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"O mpoBeeHNH MWJIOTHOT'O MPOEKTA IO T'OCYJaPCTBEHHOHN PErHCTPAIH JICKAPCTBCHHBIX
CPEACTB ¥ MEAWIMHCKUX M3ACIHH IO MPHHIMITY "€qUHOI0 OKHA"

CoBMecTHbIN TTpuKa3 MuHuUCTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 18 urons 2025
roga Ne 67 m Mwunuctpa mudpoBOTO pa3BUTHSA, WHHOBAIMH U a’dPOKOCMHUYECKOU
npombinieHHocTH Pecybnuku Kazaxcran ot 22 utonst 2025 roga Ne 380/HK.

[Tpumeuanune U3I1N!
BBenenue B nenicTBue cM. II. 5.

B cootBerctBUM co ctaTheid 22 3akoHa Pecny6nuku Kazaxctan "O rocynapcTBEHHBIX
yciyrax', a Takke B LEISAX ONTUMHU3ALMHU MPOLIECCOB OKa3aHUsl rOCYIapCTBEHHOM YCIyTH
I[TPUKA3BIBAEM:

1. Bo Bcex oGnactsx, ropogax pecnyOJUKaHCKOTO 3HAa4Y€HUs, CTONULBI PecrmyOnuku
Kazaxcran 3amycTuTh NUJIOTHBIM MPOEKT MO OKa3aHUIO TOCYAapCTBEHHOU yciyru "Beigaua
pErucTpanyu JICKapCTBEHHBIX CPEICTB U MEAULMWHCKUX W3ACJIUN MO NPUHIUITY "€IHMHOTO
OKHa".

2. YTBepauts IIpaBuiia peructpannu JEKapCTBEHHBIX CPEICTB U MEAULMHCKUX U3/IEIIAN
10 IPUHIMITY "€IMHOr0 OKHA' COTJIACHO MPUJIOKEHUIO K HACTOSIIEMY TIPUKA3Y.

3. KoMuretry MEIUIMHCKOTO U (apMalleBTUUYECKOr0 KOHTPOJs MuHucTepcTBa
3npaBooxpanenuss Pecnyonuku Kaszaxcran B yCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM
Pecny6iiuku Kazaxcran nopsiike o0ecnevyuTh:

1) pa3MenieHHe HacTOAILIETO IMpHUKa3a Ha HHTEpHET-pecypce MuUHHCTEpCcTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran nocie ero ouiuagIbHOTO Oy OIMKOBAHUS;

2) B TEUEHHUE NATU KAJIEHAAPHBIX JHEH CO JTHA YTBEPKICHUS HACTOSIIET0 COBMECTHOTO
npuKa3a HampaBiieHHe B PecmyOnmkaHckoe rocyJapCTBEHHOE MpEANpHUsSTHE Ha TpaBe
X034icTBEHHOTO BeAeHus "MHCTUTYT 3aKOHOJATeNbTBA M MpPaBaBoOMl HHGOpMaLUU
PecnyOonmuku Kazaxcran" MunucrepctBa rocturiuu PecnyOnuku Kazaxcranm mis
opULIHATBLHOTO ONYyOJMKOBAHUS M BKIIOYEHUS B OTAJOHHBIA KOHTPOJBHBIM OaHK
HOPMAaTUBHBIX MPaBOBbIX akTOB PecnyOnnku Kazaxcras.

4. KoHTposb 32 MCHOJHEHHEM HACTOSIIETO COBMECTHOIO INMpPHKa3a BO3JIOKUTHh Ha
KypPHUPYIOILET0 BUIIE-MUHUCTpaA 3ApaBooxpaneHus PecnyOnuku Kazaxctan u Kypupyroniero
BUIIEe-MUHHUCTPA HU(PPOBOTO Pa3BUTHUS, MHHOBALMM U a3POKOCMUYECKON MPOMBIIIICHHOCTH
Pecny6iinku Ka3zaxcran.

5. Hacrosiminii COBMECTHBIM TPUKA3 BBOJAUTCS B JCUCTBHE CO JHS €ro IEPBOIrO
o(pUIMATBLHOTO OMYOJIMKOBAHMS M PACIPOCTPAHSIETCS HA MPABOOTHOUIEHUSI BO3HUKIIUE C |
utonist 2025 roma u aeictByet 1o 31 gexadbps 2025 roxa.

Mpunrnctp nugpoBoro pa3ButHA,

HHHOBAaLlHH H a3pOKOCMHYECKOH MPOMBIIIIEHHOCTH K. Magues



Pecriy6mnkn Kazaxcran

Munnctp 3apaBooxpaHeHHA

A. AnbHa3zapoBa
Pecriy6mmxn KazaxcraH P

IIpunoxenue

K COBMECTHOMY TIPHKa3y

Munuctp udpoBoro pazsurus,

HMHHOBALUI U a9POKOCMUYECKON

MIPOMBIIICHHOCTH
Pecrry6mmkn Kazaxcran
ot 22 uroisg 2025 roma Ne 380/HK
1 MUHHCTp 34paBOOXpaHEHMS
Pecriy6nuku Kazaxcran
ot 18 mronsa 2025 roga Ne 67

IIpaBuna perucTpanyy JIEKAPCTBEHHBIX CPEACTB U MEIUITUHCKUX W3AEJIMiH IT0 IPUHITUITY "€MHOTO
OkHa"

I'maBa 1. O6oIue monoXeHH

1. Hacrosmue npaBuia perucTpaluu JEKapCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3/1€TUN
1o npuHIuny "eauHoro okHa" (manee — [IpaBuina) paspaboTaHbl B COOTBETCTBUU CO CTaTheH
22 3akona Pecniyosinku Kaszaxcran "O rocygapcTBeHHbIX ycayrax'” (nanee — 3akoH), CTaTbel
19 3akona PecniyOonuku Kazaxcran "O06 undopmaTuzanuu" v onpenessioT TOpsI0K OKa3aHus
[0 OPUHOUIY "e€IMHOrO0 OKHA" TOCYyJapCTBEHHBIX ycayr '"Perucrpanus neHsl Ha
JIEKapCTBEHHBIE CpEACTBA M MeauuuHckue usaenusa", "['ocymapcTBeHHass perucrpaunus,
nepeperucTpanus JIEKapCTBEHHOTO CpEJICTBA WM MEAMIIMHCKOrO HW3JENHsl, BHECEHUE
W3MEHEHHI B PETHCTPALlMOHHOE JOCHhE JIEKAPCTBEHHOI'O CPEACTBA WJIM MEIULIMHCKOIO
m3genua", "Bbpigaua 3akiaiodeHds O 0€30MacHOCTH, KadecTBe U 3G (PEKTUBHOCTHU
JEKapCTBEHHBIX CPEACTB M MEIMUMHCKHX H3JIEJMH", a Takxke NpOBEAECHHUE
npoecCUOHAIBHON JKcmepTu3bl isi BkiItoueHuss B KazaxcraHCkuil HalMOHAJIbHBIN
JIEKapCTBEHHBIN (OPMYIISIp U IPUMEHSIOTCS Ha TOOPOBOJIBHON U aTbTEPHATUBHONW OCHOBE.

2. DKcnepTu3a JEKapCTBEHHBIX CPEICTB WM MEAULIMHCKUX U3IEIINNA, PpErUCTpalus LIEHbL,
BHECEHHE M3MEHEHHMI B LIEHY MPOU3BOAMTEIN MPOBOJUTCS TOCYJAPCTBEHHOW 3KCIEPTHOMN
opraHuszaiueii B cepe oopaiieHus JeKapCTBEHHBIX CPEICTB M MEIUIIMHCKUX U3eNuii (fanee
— TOCY/IApCTBEHHAS SKCIIEPTHASI OPraHU3aus).

3. I'ocy1apCTBEHHYIO PETMCTPaLUIO, MMEPEPETruCTPalio, BHECEHUE U3MEHEHUN B
PETUCTPALIMOHHOE J1I0CHE JEKAPCTBEHHBIX CPEACTB WM MEAULIMHCKUX U3JEINI OCYIIECTBISIET
rOCyIapCTBEHHBIN opraH B cepe oOpallleHHs JIEKApCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
W3 EIINI.

4. ITpodeccrnoHasibHas FKCIEPTU3a OCYILECTBISAETCA M0/IBEIOMCTBEHHOW OpraHu3alnen
YIOJIHOMOYEHHOTO OpraHa, B KOMIIETEHLMIO KOTOPOW BXOIAT BOIPOCHl MPOBEICHUS
AKCHEPTU3bI, MPEAYCMATPUBAIOIIECH OLEHKY JaHHBIX MO KIMHUYECKOHM OE€30MacHOCTH H
3 PEKTUBHOCTH JIEKAPCTBEHHOI'O0 CPEJCTBA, MOATBEPKICHHBIX B KIMHUYECKUX



HCCIIEIOBAHUAX, 4 TAK)K€ B METa-aHaJIW3ax U (WJIM) B CUCTEMAaTHYECKUX 0030pax (manee —
Lentp).

5. DkcnepTu3a, B TOM YKCIIE€ OCYLIECTBICHUE IEPEBOA JOKYMEHTOB Ha Ka3aXCKUil SI3bIK,
perucTtpanus I€Hbl, BHECEHHE W3MEHCHUM B I1I€HY TPOU3BOJMUTEINS, a TaKxkKe
npodecCHOHaNIbHAS JKCIEePTH3a JIEKAPCTBEHHBIX CPEJCTB WM MEIUITMHCKUX W3S
OPOBOJAUTCS HAa OCHOBAaHMM 3aKIIOYEHHOTO JOTOBOpa B COOTBETCTBUU C TPAKIAHCKUM
3akoHoaTenbcTBOM PecnyOnmku Kazaxcran 1o okazaHHs KOMIIO3UTHOM TOCYyAapCTBEHHOM
YCHYTH.

6. OmaTa CTOMMOCTH PETHCTPALlMU LEHbI MPOU3BOIUTENS U BHECEHUE U3MEHEHUH B LIEHY
MPOU3BOAUTENIS, a TAaKXKe MPOGECCHOHATBHOM IKCIIEPTU3BI OCYIIECTBIAECTCS B COOTBETCTBUU
C NPENUCKYPAaHTOM LI€H, YCTAHOBJIEHHBIM T'OCYJApPCTBEHHOW HJKCIIEPTHOM OpraHu3anuen u
LlenTpom.

7. Onnata CTOMMOCTH JKCIEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA MM MEAULIUHCKOTO
U3JENUsl OCYILIECTBISETCS B COOTBETCTBHM C MPEUCKYpaHTOM, YCTaHABIMBAEMbBIM
YIOJHOMOYEHHBIM OPraHOM II0 COTJIaCOBAHUIO C AHTUMOHOIIOJIBHBIM OpraHoM B
COOTBETCTBHM C MPUKA30M MCHOJHSIOUIEr0 O0A3aHHOCTH MMHHUCTpa 31paBOOXpAHEHUS
Pecniy6nuku Kazaxcran ot 20 ssaBaps 2021 romga Ne KP JICM-7 "O6 yTBep>KIeHUU IIeH Ha
ToBapbl (paboOThl, yCIyr"), NOPOU3BOAMMBIE U (WJIM) peadu3zyemble CYyOBbEKTOM
rocyJIapCTBEHHOW MOHOMOJIUK" (3aperucTpupoBaH B PeecTpe rocyapcTBEHHOW perucTpalnuu
HOPMAaTUBHBIX ITPABOBBIX aKkTOB 1oj Ne 22096) .

8. Omrata CTOMMOCTH TOCYJapCTBEHHOM pPErucTpanuu, MepeperucTpauuu
JIEKapCTBEHHOI0 CpEICTBA WM MEAULMHCKOIO W3JAEus, BHECEHUS H3MEHEHUN B
PErucTpallMOHHOE JI0ChE€ JIEKAPCTBEHHOI'O CpPEACTBAa WM MEIULMHCKOTrO H3JeNus
ocymiecTBisieTcs: B coorBeTcTBUU ¢ Komekcom PecnyOnmku Kazaxcran "O Hamorax u apyrux
o0si3aTenbHbBIX TUIaTexax B Oro ket (Hanoroserit koaekc)".

9. Peructpanus 1eHbl WIM BHECEHHE M3MEHEHUN B 3apErHMCTPUPOBAHHYIO IEHY
MPOU3BOJUTENS JIGKAPCTBEHHOI'O CPEACTBA U MEAUIMHCKUX HU3JIENUUA OCYUIECTBISETCS B
HalMoHaNbHOU BanmoTe PecnnyOnuku KazaxcraHn.

10. Dkcmeprtuse, a TakKe PErMCTPALMM LIEHBI U BHECEHHUIO W3MEHEHUW B LIEHY
MIPOU3BOAMTENIA MOJIEKAT MPOU3BeNeHHbIE B PecniyOnuke KazaxcraH, a Takke BBO3MMbIE Ha
€€ TEPPUTOPHIO JIEKAPCTBEHHBIE CPEJCTBA WIIA MEIUIIMHCKUE U3IEITUS.

11. Jlo mojgauu 3asiBJIeHUS] HA KCIEPTU3Y JICKAPCTBEHHBIX CPEACTB WU METUIIMHCKHUX
U3JIeNINN, TOCYITapCTBEHHYIO PETUCTPALIMIO, IEPEPETUCTPALINIO JIEKAPCTBEHHBIX CPEJICTB UIIU
MEJIUIMHCKUX U3JEI1i, BHECEHUS] U3MEHEHUN B PErUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO
CpeICTBa WJIM MEIUIIMHCKOTO W3AEIUS U PErucCTpPalluy, BHECEHUS U3MEHEHUSI B IIEHY
IPOU3BOIUTENS 3asIBUTEIh IO COOCTBEHHON MHUIIMATHUBE HA JIOTOBOPHOI OCHOBE MOJTYYaeT B
rOCy/JapCTBEHHOM 53KCIEPTHOM OpraHu3aluy 3akKJIIYEHUE [0 HWUTOraM 3SKCIEPTH3bI
NPUHAMICKHOCTA MPOAYKIHMH K MEIMIMHCKUM HU3JEIUsIM U HEOO0XOAUMOCTH €€
rocyiapcTBeHHOUM peructparuu B PecnyOnuke Kaszaxcran, a Takke MHGOpMalMIOHHBIE U



KOHCYJIBTAIl[MOHHBIE YCIYyI'd IO BOIPOCaM, CBS3aHHBIM C IIPOBEIAECHHUEM JKCIEPTHU3BI
JIEKApCTBEHHOI'O CPEJCTBA WJIM MEAULMHCKOTO U3/IEIHS.

Jns momydeHus 3aKI0YEeHUs [0 NPUHAIEKHOCTH NMPOAYKUUH K MEIULMHCKUM
U3JICNIUSAM 3asBUTENb MOCPEACTBOM NOpTala TOCYJAPCTBEHHOM SKCIEPTHOM OpraHu3aluu
IIPEIOCTABIACT CIEAYIOIINE MaTEepUaNbl U JOKYMEHTBI C ayTEHTHYHBIM IIEPEBOJOM Ha
Ka3aXCKUU U PYCCKUU SI3BbIKHU:

1) HauMeHOBaHKE TPOAYKIIHH;

2) HauMEHOBAaHNE IPOU3BOJUTENS, CTPAHBL;

3) MHCTPYKIMS 110 MPUMEHEHHIO UM 3KCIUTYaTallMOHHBINA TOKYMEHT, UM PYKOBOACTBO
II0JIb30BATEIIS;

4) dotorpaduueckoe n300pakeHUe, 0TOOpa)aroliee BHEITHUM BUJ MPOAYKIIHH,
pa3mepoM He meHee 18 x 24 caHTumeTpa;

5) undopmanuio o perucTpauu B CTpaHe IPOU3BOAUTENS, BBIIAHHYIO TOCYAapCTBEHHBIM
YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbI ITPOU3BOIUTEIIS;

6) TEXHUYECKOE OMHCcaHue, 00JIacTh MPUMEHEHHUs, 1[eJIEBOE Ha3HAYCHUE MPOAYKIUHU (
uH(pOpMaIus OT MPOU3BOIUTEIS).

I'ocynapcTBeHHas sKcnepTHasi OpraHu3anus NMPOBOIUT SKCIIEPTU3Y NPUHALIECKHOCTH
MPOAYKIMHU K METMLIIMHCKUM HU3AENUsIM B TeueHue 15 (msaTHaauars) pabouux JHEW ¢ JaThl
PEruCTpaluy 3asiBJICHUS U NPENOCTABICHUS 3asIBUTEJIEM JOKYMEHTOB B T'OCYJIapCTBEHHYIO
AKCHEPTHYIO OPTraHU3aLHUIO.

B ciaydae mpenocraBiieHus 3asiBUTEIIEM HEIOCTOBEPHBIX JAHHBIX, HEIOJHOI'O IAKeTa
JOKYMEHTOB M HaJW4Ms 3aMEUYaHUN K MPEICTAaBICHHBIM JOKYMEHTaM U (WJIM) MaTepuaiam, B
MH()OPMAITMOHHOW CHCTEME T'OCYIapCTBEHHOM SKCIEPTHON OpraHU3alMK B JUYHOM KaOMHETE
3asBUTENSL pa3MellaeTcs yBeaoMJeHue (B MpPOU3BOJbHOM (opmMe) O HEOOXOIUMOCTH
YCTpaHEHHUsI BBISIBIIEHHBIX 3aMEYaHUil B CPOK, HE MPEBBIMIAOMINKI 5 (114Th) pabouux AHEH, CO
JTHSL BBICTABJICHUS 3aMEYaHUN IOCYJapCTBEHHON SKCIIEPTHOW OpraHU3aluen.

Ha Bpemsa ycTpaHeHus 3aMeudyaHUi, CPOKH PAaCCMOTPEHHUS 3aABIICHUSA
IIPUOCTAHABIINBAOTCS.

[Ipy He ycTpaHEeHMM 3asBUTENEM 3aMEYaHHM, YKa3aHHbIX B HACTOAIIEM IYHKTE
yka3zaHHbIX [IpaBui, rocygapcTBeHHas KCIIEpTHAs OpraHU3alys HAIPaBILIET 3asBUTEIIO
pEelIeHNEe O MPEKPAlIEHUH SKCIEPTHU3bl MPUHAIJIEKHOCTH NPOAYKUHH K MEIUIUHCKUAM
U3JIETUsAM U HEOOXOIMMOCTHU €€ TOCYyAapCTBEHHOU peructpanuu B Pecnyonuke Kazaxcran B
MIPOU3BOJIBHOM popMme.

DKcrepTr3a NPUHALIEKHOCTH MPOAYKINHA K MEIULMHCKUM HU3IEIUSAM OCYIIECTBIISAETCS
MyTeM IMPOBEJICHUS aHAJIN3a MPEACTABICHHBIX MaTePUaIOB U JOKYMEHTOB C YYE€TOM 00JIaCTH
IPUMEHEHHS U Ha3HAUYCHUS 3asBJICHHON MPOAYKIHUU.

[Ipn npoBeneHun aHanW3a YYHUTBIBAIOTCS AaHHbIE M3 [ ocymapcTBEHHOro peecrpa
JIEKapCTBEHHBIX CPEJICTB U MEAULIMHCKUX U3IETUN.



[To pe3ynbTaTaM 3KCNEPTU3bI MPUHANIICKHOCTH MPOAYKIUHA K METULIMHCKUM H3ETUIM
3asBUTENS] TMOCPEACTBOM HH(GOPMALMOHHOW CHUCTEMbl TOCYJAApPCTBEHHOW HSKCIEPTHOU
opraHu3amuyd B "MUYHBIN KaOWHET" 3asgBUTENs] HANPABISICTCS 3aKIIYEHHE O
NPUHAJICKHOCTH MPOAYKIIMU K MEIUIIMHCKUM W3JIENUsIM B IPOU3BOJIBHON (popmMe co CpoKoM
nerctBus He Oosiee 12 (IBeHAAATh) MECSIIEB CO AHS €r0 BbIIAYU.

12. B nacrosimux [IpaBuiax ucnonb3yoTcs CAeAyoue TEPMUHBI U OTIPEICTICHUS:

1) MeauIuHCKUE W3OS JUIS In Vitro JUarHOCTUKU OTKPBITOTO THUMA — MEIUIIUHCKUE
U3l JUIsS JUArHOCTUKU 1n VItro, SKCIUTyaTalusi KOTOPBIX B COOTBETCTBUHM C HX
(YHKIMOHATIBHBIM HAa3HAYEHUEM BO3MOXHA IMPHU HCIOJIb30BAHUM PEAreHTOB (PEaKTUBOB)
IIMPOKOTO Kpyra IpOU3BOIUTENEH;

2) mporpaMmHoe oOecredyeHue SBISEeTCS MEAUIUHCKUM HU3JENHEM MPHU YCIOBUU
COOTBETCTBHSI €TI0 BCEM CJIEAYIOIIUM KPUTEPHUSIM:

npeacTaBisieT coboi nporpammy st 9BM wnm ee Monynu BHE 3aBUCMMOCTH OT
HCTIONIb3yEMOM ammapatHol miaTdopMbl, a TaKkKe CIOCOOOB pa3MelIeHUs] MPOrpaMMHOTO
oOecrieueHus ¥ IPeIOCTaBICHUS JOCTyMa K HEMY;

HE SIBJISIETCS COCTABHOM YaCThIO IPYTrOro MEAUIIMHCKOTO U3IEHS;
peAHA3HAYECHO MPOU3BOAUTENIEM I OKa3aHUSI MEAUIIMHCKOMN TOMOIIIH;

pe3yabTaT IEeUCTBUS MPOrPAMMHOTO OOECIEeUYeHUs 3aKJII0YaeTCs B MHTEPIPETALUU B
aBTOMAaTUYECKOM PEKHUME, B TOM YHUCJIE C MCIOJIb30BAHUEM TEXHOJOTHIl MCKYCCTBEHHOTO
MHTEJUICKTa, WIM MO 33JlaHHBIM MEIUIMHCKUM PA0OTHUKOM MapamMerpaM, BIUSIOINIMM Ha
MPUHATHE KIMHUISCKUX PEIIeHU, Ha0opa JaHHBIX, OTYUYCHHBIX OT MEAUITUHCKUX U3ICTUH,
JOMYIIEHHBIX K OOpaIeHHI0 B YCTAaHOBJICHHOM MOPSAKE WJIM BBEACHHBIX MEIUIIUMHCKUMU
pabOTHUKAaMU B LEJSIX OKa3aHUs MEAUIIMHCKON TOMOUIH;

3) OuoaHaJOTMYHBIA JIEKapCTBEHHBIN mpenapaT (OuoaHaiaor, OMOMOJO0OHBIN
JIEKapCTBEHHBIN MpenapaTr, OMOCUMUISp) — OMOJOTMYECKUH JIEKapCTBEHHBIN Mpenapar,
KOTOpPBIA COJEPKUT BEPCHI0 JEHCTBYIOLIETO BEIIECTBA, 3apPETHUCTPUPOBAHHOIO
OMOJIOTUYECKOTO OPUTMHAIBHOTO JIEKApCTBEHHOI'O Mpemnapata Wid pedepeHTHOro
JIEKapCTBEHHOT'0 MpernapaTa u Mo KOTOPOMY MPOAEMOHCTPUPOBAHO CXOJCTBO (1MO100UE) Ha
OCHOBE CpPaBHUTEJIbHBIX HCCIEJAOBAHUNM IO TOKa3aTeNsM KadecTBa, OHOJOTHYECKOU
aKTUBHOCTHU, 0€301aCHOCTH U 3()(PEKTUBHOCTH;

4) niportenypa "OuoBelBep" — mporeaypa, B COOTBETCTBHHM ¢ KOTOPOM OIpeiesieHUE
SKBUBAJIEHTHOCTH BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOI'O CPeACTBA (TeHEepUKa) MPOBOAUTCS Ha
OCHOBaHUM OuO(apMaIleBTUUECKOW CHUCTEMbl KJIAacCUPUKAUIMU ©  Pe3yIbTaTOB
CpPaBHUTEJILHBIX UCCIEOBAHUM BHE OpraHu3Ma (MH-BUTPO) C UCIOJIB30BAHUEM UCTIBITAHUS "
PactBopenue" u mpumeHsieTcs ISl TBEPABIX JIEKAPCTBEHHBIX (POPM HEMEIJIECHHOTO
BbICBOOOXIeHU (1 1 3 KIi1acc mo 6nodapMalieBTUYECKOM cUCTeME KilacCU(UKAIIIN);

5) 6MOIOCTYTHOCTH — CKOPOCTh U CTETEHb, C KOTOPOH aKTUBHOE BEIIECTBO BCACHIBACTCS
U3 JIEKapCTBEHHOUN ()OPMBI U CTAHOBUTCS IOCTYITHBIM B MECTE JCHCTBUS;



6) Ouosiornvyeckasi S9KBUBAJICHTHOCTh (OMOIKBUBAJICHTHOCTh) — OTCYTCTBHE 3HAYMMBIX
pa3uyuil MO0 CKOPOCTU U CTENEHHU, C KOTOPHIMHU JIEUCTBYIOILIEE BELIECTBO WM AKTHUBHAsS
4acTh MOJICKYJIbl JICMCTBYIOIIETO BemiecTBa (hapMaleBTUUECKUX SKBHUBAJICHTOB WIIH
(hapMaIeBTUUECKUX aJIbTEPHATUB CTAHOBSITCS JIOCTYITHBIMH B MECTE CBOETO JICHCTBUS TpHU
BBEJIICHUM B OJMHAKOBOMW MOJISIPHOM J03€ B CXOXHUX YCJIOBHUSIX B HCCIEJOBAaHUHU C
HaJJIeKAITUM JU3aHHOM;

7) GMOJIOrMYECKUI1 JIEKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Ipenapar, AeCTBYoIIee
BEI[ECTBO KOTOPOTO MPOM3BEACHO WUIIM BBIAEICHO M3 OMOJOTHYECKOT0 MCTOYHUKA U JJIS
OMMCAHUS CBOMCTB M KOHTPOJISI KAYECTBA KOTOPOr0 HEOOXOJIMMO COYETaHHE OMOJITOTMYECKHUX
U (U3UKO-XMMHYECKUX METOJOB aHaju3a C OIEHKOW MPOM3BOJCTBEHHOIO Mpoliecca H
METO/IOB €r0 KOHTPOJIS;

8) OMOTEXHOJIOTMYECKUN JIEKAPCTBEHHBIM Mpenapar — JEKapCTBEHHbIM Mpenapar,
IPOU3BECHHBIN MPU MOMOIIM OMOTEXHOJOTHUECKUX MPOIECCOB U MPUMEHEHHUS METOOB C
UCIIOJb30BAaHUEM TEXHOJIOTUH PEKOMOMHAHTHOM J€30KCUPUOOHYKIEMHOBON KHCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUH T'€HOB, KOAUPYIOMMUX BbIPAOOTKY OHOJOTMYECKH AKTUBHBIX
O0enKOB, THOPUIOMHBIX TEXHOJOTUM, MOHOKJIOHAIBHBIX AaHTHUTEI WIH JAPYTUX
OMOTEXHOJIOTUYECKHX MPOIIECCOB;

9) 6uodapmaneBTuyeckas cucteMa kinaccudukanuu (nanee — bCK) — nayynas cucrema
KJIacCCU(pUKAIIMU aKTHBHBIX BEIIECTB Ha OCHOBE WX pPAaCTBOPUMOCTH B cpeaax ¢
ONpeNIeNIEHHBIM TOKa3aTesieM KHUCIOTHOCTH (1enoyHoctu) (pH) m creneHu npoHUKaHUS
4yepe3 CTEHKY KUIICYHUKA;

10) opuruHanbHBIN JIEKAPCTBEHHBIN Mpenapar — JIEKapCTBEHHBIN Mpernapar ¢ HOBBIM
JNEHUCTBYIOIIUM BEIIECTBOM, KOTOPBIA ObUI MEPBBIM 3aperHCTPUPOBAH M pa3MElIeH Ha
MUPOBOM (apMalleBTUYECKOM DPBIHKE, HA OCHOBAHWHU JIOCHE, COJEPIKAIEro pPe3yJbTaThl
MOJIHBIX  JOKJIMHUYECKUX (HEKJIMHUYECKMX) MW KIMHUYECKUX HCCIIEIOBaHUM,
MOATBEPKIAIONTUX €T0 0€30MaCHOCTh, KaueCTBO U 3PHEKTUBHOCTD;

11) aHanu3 1eH MEIUIMHCKOTO U3EIUs JJIsl JUAarHOCTUKHU BHE KUBOTO opraHusMa (in
vitro), mpousBoauMbie Ha Tepputopun PecmyOnukm Kaszaxcran B paMkax JOJITOCPOYHBIX
JOTOBOPOB TOCTaBKH, 3aKJIIOUYEHHBIX ¢ EMWHBIM OUCTPpUOBIOTOPOM - CHUCTEMa aHajau3a
LEHOOOpa30BaHUsl Ha TOProBOE€ HAMMEHOBAHME M TEXHHYECKYIO XapaKTEPUCTHKY
MEIUITMHCKOTO U3/IeNUA JIJIsl MArHOCTUKH BHE )KMBOTO OpraHu3ma (in vitro), mpou3BOANMbBIC
Ha Tepputopun PecnyOnuku Kazaxcrtan B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTABKH,
3aKJIIOYEHHBIX ¢ EJIWHBIM JIUCTPUOBIOTOPOM OCHOBAHHAs Ha OMpPEIACICHUHN IIE€HBI
MEJIUIIMHCKOTO U3IeTHUs Il TUarHOCTUKHU BHE KMBOTO OpraHu3mMa (in vitro), Ipou3BOIUMbIC
Ha TeppuTopun Pecmybmuku Kazaxcran B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTaBKH,
3aKJII0YEHHBIX ¢ EMUHBIM TUCTpUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOMUX OT MPOU3BOAUTEIIS,
PacxoJI0B CBS3aHHBIX C JIOCTABKOW M HALIEHKH MPU peaIn3aluu;

12) Enqununia uszmepeHuss MEIUIMHCKOTO M3JeNus JJIsi AUArHOCTUKH BHE >KHBOTO
opranusma (in vitro), mpou3BoauMbeie Ha Tepputopuu PecnyOnuku KaszaxctaH B pamkax



JIOJITOCPOYHBIX JIOTOBOPOB MOCTaBKH, 3aKIIOUCHHBIX ¢ EAMHBIM TUCTpUOBIOTOPOM - OJHA
MOJIeSIb MEIUIIMHCKOTO M3JIeNus JJisl JUarHOCTUKM BHE >KMBOTO opraHu3Ma (in vitro),
pOU3BOAMMBIC Ha Tepputopun PecnyOnuku Kazaxctan B paMkax JOJATOCPOUYHBIX TOTOBOPOB
MOCTaBKH, 3aKJIFOYEHHBIX ¢ ENUHBIM TUCTPUOBIOTOPOM;

13) Moaens MEIUIIMHCKOTO U3/IeNUs 1JI1 IMAarHOCTUKU BHE KMBOT0 opraHusma (in vitro),
poM3BOAUMBIE Ha TeppuTopun PecnyOnuku Kazaxctan B pamkax JOJATOCPOUYHBIX TOTOBOPOB
MOCTAaBKHU, 3aKIIOUCHHBIX ¢ EIUHBIM JUCTPUOBIOTOPOM - CaMOCTOSATENbHAS EIUHUIIA
MEUIIMHCKOTO U3ENIUS JIJIsl TUAaTHOCTUKH BHE KUBOTO OpraHu3ma (in vitro), mpou3BOANMbBIC
Ha Tepputopun Pecnybnuku Kazaxcrtan B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTABKH,
3aKITIOYCHHBIX C EAWMHBIM JUCTPUOBIOTOPOM, HACHTHU(GUIIMPOBAHHAS TPOU3BOIUTEIEM
MEJIUIIMHCKOTO M3JCNIHS OINpeeIeHHBIM OYKBEHHBIM, ITU(DPOBHIM WM OyKBEHHO-ITU(DPOBHIM
0003HaYCHHUEM;

14) ruOpuaHbIA JTEKAapCTBEHHBIM Mpemnapatr — JIEKApCTBEHHBIM mpemnapar, He
noANaAarolMidi oA ONpEeAeIeHUe BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO Ipernapara Mpu
HEBO3MOXKHOCTHU TOATBEPKACHUS €ro OMOIKBUBAJIECHTHOCTH C IOMOIIBIO HCCIIEIOBAHUIM
OMOJIOCTYITHOCTH, a TAaKXKE B Cllydae, €Cly B JaHHOM Ipernapare MPOU30IUIA U3MEHEHUS
NEUCTBYIONIEr0 BenlecTBa (BEHIECTB), MOKAa3aHWMH K MPUMEHEHHIO, JO3UPOBKH,
JeKapCTBEHHON (DOPMBI WJIM MYTHU BBEJICHUSI TI0O CPABHEHUIO C OPUTHUHAIBLHBIM MIPENnapaToMm;

15) romeomnaruyeckuil JE€KapCTBEHHBIN MpemnapaT — JEKapCTBEHHBIN Ipenapar,
POU3BEJECHHBIN O TOMEONATUYECKON TEXHOJIOTMH C MCIOJIb30BAHUEM T'OMEONATUYECKOTO
CBIpbSI B COOTBETCTBUU ¢ TpeOoBanusamu ¢apmakomneir PecnyOnmku Kazaxcran u (mim)
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a WJIM B CIydae UX OTCYTCTBUS B COOTBETCTBHH C
TpeOOBAHUIMHU TOMEONATHYECKUX (PapMaKomneil;

16) nexapCcTBEHHOE CPEJCTBO — CPENICTBO, MPECTABISAIONIEe COO0M WM coJiepKallee
BEILIECTBO JIMOO KOMOMHAIIMIO BEUIECTB, BCTYIMAIONIEE B KOHTAKT C OPraHU3MOM YEJIOBEKA,
MpeIHa3HAYCHHOE TS JIeUeHUsI, TPO(PHIaKTHKY 3a00JIeBaHUI YeTTOBEKA UM BOCCTAHOBJICHHUSI
, KOpDpEKIIMM WIM HU3MEHEHHs ero Qusnosorndyeckux ¢GYHKIUN TOCPEACTBOM
(hapMaKkoJIOTHIECKOTO, HMMYHOJOTUYECKOTO JIMOO METa00IMIEeCKOTO BO3ICUCTBUS, WU JIJIS
JIUArHOCTUKH 3a00JI€BaHUN U COCTOSIHUSI YEJIOBEKA;

17) 3aknrouenre o 6€30MaCHOCTH, KaueCcTBE U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOTO CPEICTBA
— JIOKYMEHT, COJEpKalllhuii Pe3yibTaThl IKCHEPTHU3bI 3asBICHHOTO Ha TOCYJAapCTBEHHYIO
pPEruCTpalIiIo, NEPEPETUCTPALMIO0 WM BHECEHUE M3MEHEHUH B PETMCTPALMOHHOE JI0ChE
JIEKapCTBEHHOI'O CPEJICTBRA;

18) HepammoHalbHasi KOMOWHAIMS COCTaBa JIEKAPCTBEHHBIX CPEACTB — COCTaB
JIEKapCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOMIUN MPEANOIaracMbiM (papMaKoIOTrHIeCKUM
CBOMCTBaM U JICHCTBUIO;

19) rocynmapcTBeHHBI opraH B chepe oOpalleHHs JIEKapCTBEHHBIX CPEICTB U
MEJUIIMHCKUX H3AENHI (Janee — rocylIapCTBEHHBINM OpraH) — ToCyJapCTBEHHBIA Opra,
OCYILECTBIISIOIIUA PYKOBOJACTBO B cdepe oOpalleHus JEeKapCTBEHHBIX CPEACTB U



MEAUIMHCKUX W31, KOHTPOJIb 32 OOpAallleHUEM JIEKAPCTBEHHBIX CPEJACTB U MEIULIMHCKUX
U3ACIINN;

20) I'ocynapcTBEHHBIM peecTp JICKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX HU3JCIIHUH -
AJIEKTPOHHBIN HHPOPMALIMOHHBIN pecypc, COAEepk AN CBEIEHUS O 3apETUCTPUPOBAHHBIX U
pa3pelIeHHbIX K MEIMIMHCKOMY npuMeHeHuto B PecnyOnuke KazaxcraH jexkapcTBEHHBIX
CPEIICTB U METUIIMHCKHUX U3JICTTUH;

21) rocynapCTBEHHAs! IKCIIEpTHAs OpraHu3anus B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M MEIUIMHCKUX WU3AEIUA — CYOBEKT TOCyJapCTBEHHOW MOHOIOJINH,
OCYIIECTBIISIIOIIUN  MPOU3BOJICTBEHHO-XO3UCTBEHHYIO JEATEIbHOCTH B  00JacTu
3IpaBOOXpaHeHUs Mo obecrmedyeHuro Oe3omacHOCTH, S(PGEKTUBHOCTHM U KadecTBa
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3/IEIH;

22) BHECEHHWE U3MEHEHUI B PErMCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEJCTBA WU
MEJUIMHCKOTO U3JeNIUsl — Mpoleaypa, OCYUIECTBIsieMas Ha OCHOBAHUHU HKCIEPTHU3BI
W3MEHEHUI, BHOCHUMBIX B PETUCTPALMOHHOE JOChE€ B TEUEHUE CpOKa JIeHCTBUSA
PETUCTPAIMOHHOTO YIOCTOBEPEHUS;

23) HOpMaTUBHBIA JOKYMEHT MO KAaYeCTBY JIEKAPCTBEHHOI'O CPEACTBA — JOKYMEHT,
yCTaHABIMBAIOUIMN TpeOOBaHUS K KOHTPOJIIO KayecTBa JIEKAPCTBEHHOI'O CPEICTBA B
MOCTPETUCTPALIMOHHBIM MEPHUOJ] HA OCHOBAHUHU MPOBEAECHHON AKCIEPTU3BI JEKAPCTBEHHOTO
CpEICTBA MPHU €ro PETUCTPALMU U COJIEPKaLINil crienu(UKALINIO, OIMCAHNE aHATTUTHYECKUX
METOJIUK ¥ UCTIBITAHUN JIEKAPCTBEHHOI'O CPEACTBA WIIM CCHUIKM HA TaKHE MCTBITAHUS, & TAKXKe
COOTBETCTBYIOIINE KPUTEPUU IPUEMIIEMOCTH JJIs [TOKa3aTeJIe KauecTBa;

24) mpou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB — OpPraHU3aIlMs, OCYIIECTBIISIONIAS
NEeATENbHOCTh IO IPOMU3BOJICTBY JEKAPCTBEHHBIX CPEICTB M HMEIOUIAs JIMIEH3UIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB;

25) pedepeHTHOE IEeHOOOpa30BaHKE Ha JIEKAPCTBEHHOE CPECTBO - CUCTEMAa aHAlIu3a 1IeH
Ha TOProBOE€ HAaWMEHOBAaHHUE JIEKAPCTBEHHOI'O CPEICTBA, OCHOBAHHAs HAa IPEICTABIECHHBIX
3asiBUTEJIEM LIEHAX OJHOTO U TOTO K€ MPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEJICTBA C OJHUM U
TEM € aKTUBHBIM BEIIECTBOM, C YUETOM JIEKApPCTBEHHOM (hOPMBI, KOHIICHTpAIH, 00beMa U
JO3UPOBKH B pe(epeHTHBIX CTpaHaX U JIaHHBIX CAUTOB MEXIyHApPOJHBIX OpraHU3allfii, B TOM
yucie B crpane npousoautesns JIC npu ero peanuzanuu, a Takke (pakTHYECKON LEHbI BBO3A
B Pecniybnuky Kazaxcran;

26) enquHMIIA U3MEPEHUS JIEKAPCTBEHHOI'O CpEeACTBa (€AMHHMIA 3aKyla) — €IUHHUIA
J03UPOBAHHOMN (pa3eleHHOM) JIeKapCTBEHHONW (OPMBI WIIM OTPAHHUYEHHOTO MEPBUYHOM
yIaKoBKOM o0beMa (Macchl) HEAO3UPOBAHHOM (HEpa3eleHHOM) IEKapCTBEHHOU POPMBI IS
JIEKapCTBEHHOI'O CPEJICTBA;

2'7) nexapCTBEHHBIN PaCTUTENbHBIN IIpenapat — JeKapCTBEHHBIHN Mpenapar, coaepKaliuii
B KQUE€CTBE aKTUBHBIX KOMIIOHEHTOB UCKJIIOUUTENBHO JIEKAPCTBEHHOE PACTUTENIBHOE ChIPhE U
(wH) mperapaTtsl Ha €ro OCHOBE;



28) JIeKapCTBEHHOE PACTUTEIIBHOE ChIPhE — CBEXUE WIIM BBICYLLIEHHBIE PACTEHUS,
BOJIOPOCIH, TPUOBl WU JUIIAWHUKA JUOO HX 4YacTH, IEJbHBIE WM H3MEJIbUYCHHBIC,
WCIIOJIb3YEMBbIE JIJIsl TPOU3BOJICTBA JICKAPCTBEHHBIX CPECTB;

29) oOmras xapakTepHCTHKa JIeKapcTBeHHOro npenapata (nanee - OXJII) - nokymeHT,
YTBEPXKJA€MbIi YIMOJHOMOYEHHBIM OpPraHoM TMpPH TOCYJapCTBEHHOW pPErucTpaluu
JIEKApCTBEHHOTO CPEJICTBA, COAEp KA MHGOPMAIUIO JUIsT MEAUIIMHCKUX PaOOTHUKOB O
0e3onacHOM U 3(h(PEeKTUBHOM MPUMEHEHUU JIEKAPCTBEHHOTO MperapaTa;

30) MHCTPYKIMA MO MEIUIIMHCKOMY MPUMEHEHHIO JEKapCTBEHHOTO mpemnapara (
nucTOK-Bkianpim) (mamnee - MMII) — ngokymeHT, colepkamuii WH(POpMAIUIO IS
MOTPEOUTENS ¥ COMTPOBOKIAIONINI JICKAPCTBEHHBIN Mpemnapar B YIIaKoBKE;

31) crangapTHble 00pa3lbl JIEKAPCTBEHHBIX CYOCTAaHIIMI W UX MPUMECEH — BEIecTBa
CpPaBHEHHS, UCIOJb3yEeMble MPU MPOBEICHUM SKCIEPTU3bl UCIBITYEMBIX JIEKAPCTBEHHBIX
CPEIICTB;

32) ynoJaHOMOYEHHBII Oprad B 00JIaCTH 3/IpaBOOXPAaHEHHUs (Janee - YIOJIHOMOYEHHbIN
OpraH) - IIEHTPaJbHBIA MCIOJHUTEIBHBIA OpraH, OCYIIECTBISIONIMNA PYKOBOJCTBO U
MEXOTPACIEBYI0 KOOPAWHAIIMIO B OOJIACTH OXpaHbl 3JI0pOBbsl rpaxkaaH PecnyOnuku
Kazaxcran, wegurnuHCcKoil W  (apManeBTHYECKOW HAYKU, MEIUIIUHCKOTO W
(hapmaneBTUYEeCKOTO 00pa30BaHUs, CAHUTAPHO-AIUJIEMHUOJIOTUUYECKOTO0 OJaromnoayydus
HaceJIeHHs, OOpalleHusl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX W3JCNIHNi, KadecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TTIOMOIIN);

33) mo3upoBKa — KOJIUYECTBO (COJEpKaHUE) NEUCTBYIOIIETO BEIIECTBA B €IUHUIIC
JIEKapCTBEHHOM (hOPMBI, a TAK)KE B €IUHUIIE MACCHI MJIK 00beMa JIEKApCTBEHHOIO Mpernapara,
3HAYMMOE JIJIs MPABWIHLHON UACHTU(UKAIIUYA U IPUMEHEHHUS JIEKApCTBEHHOTO MpeTnapara;

34) MeIUIIMHCKHUE U3ACIHS JUIS In Vitro JUarHOCTHUKHU 3aKPBITOrO0 THUIA — MEIUIIMHCKUE
u3Jenusl s TUArHOCTUKM In Vitro, SKCIUTyaTalusi KOTOPBIX B COOTBETCTBUU C HX
Ha3HAYEHUEM BO3MOJKHA TOJIBKO MPHU UCMOJIb30BAHUH CIEIUAIBHBIX PEAr€HTOB (PEaKTUBOB),
MPEeIYCMOTPEHHBIX MPOU3BOJAUTENIEM JJIsi JAHHOTO MEIMIIMHCKOTO U3JEIUs U €ero
Mo (DUKALINA, BKIIFOUEHHBIX B €70 KOMILJIEKTAIIUIO;

35) pacxoaHble MaTepUaibl K MEIUIIMHCKOMY HU3/EINHUIO 1N Vitro JUarHOCTUKHU 3aKPBITOTO
TUTA — PACXOJHbIE MaTepHUaIbl, 00ECIICYUBAIOIINE €TI0 MOJIHOILICHHOE (PYHKIIMOHUPOBAHUE B
COOTBETCTBHHM C 33JIaHHOM 1IEJIBI0 M BKIIIOUEHHBIE B €70 KOMJIEKTAILIUIO JJISI UCTIOJIb30BaHUS C
JTAHHBIM MEIULIIMHCKUM HU3JIETUEM;

36) nekapCTBEHHBIN Ipenapar ¢ XOpPOIIO U3YYEHHBIM MEAUIUHCKUM MPUMEHEHUEM —
JIEKapCTBEHHBIN TMpemnapar, aKTUBHOE BEIIECTBO KOTOPOTO XOPOIIO H3YyYEHO B XOJIE
MEJIMIIMHCKOTO TMPUMEHEHUsS, TPU 3TOM MpHU3HAHBI er0 3(P(HEKTUBHOCTh W TMpUEMIIeMas
cTeneHb 0€30MaCHOCTH, MOATBEPKACHHbIE MOJPOOHBIMU OUOIMOTrpadUYECKUMH CChUIKAaMU
Ha OMyOJWKOBAHHBIE JAHHBIE O MOCTPETHUCTPALMOHHBIX W (WJIM) AMUIEMHUOIOTHUYECKHUX



UCCIIEIOBaHUAX, M Ipouuio He MeHee 10 Jier ¢ JaTel MEpBOrO CHUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOI'O MPUMEHEHHMs JIEMCTBYIOLIErO BeEIleCTBa (JIEWCTBYIOUIUX BEIIECTB)
JAHHOTO JIEKApCTBEHHOIO Ipernapara;

37) UMMYHOJOTHYECKUH JI€KapCTBEHHBIH mpenapaT (MMMYHOOMOJIOTHYECKUM
JEKapCTBEHHBI IMpenapar) — JEKapCTBEHHbIM Npenapar, MpeIHa3HAYEeHHbIA s
dbopMupOBaHUS AKTUBHOTO WM TMACCUBHOTO MMMYHHUTETA WJIM JIMATHOCTUKW HATUYHS
MMMYHUTETA, WIA TUArHOCTUKH (BBIPAOOTKH) CHEU(PUIECKOTO MTPUOOPETEHHOTO U3MEHEHHUSI
MMMYHOJIOTHYECKOT0 OTBETA HA aJUNIEPTU3UPYIOIIHE BEIIECTBA;

38) MeaUIIMHCKHUE U3AeNUs ISl AMATHOCTUKY 1n Vitro (MH BUTPO) — JIFOObIE MHCTPYMEHTHI,
anmapartsl, TpuOOpPHI, 000PYAOBaHUE, MAaTEPUAJIbI, PEareHThI, KaTOPaTOphl, KOHTPOJIbHbBIE
MaTepualgbl U MPOYUE U3JACNHs, TPUMEHsSIEMble B MEAUIMHCKUX LEIAX OTACIbHO WIH B
COUETAaHUU MEXKIY CO0OM, a TakXke BMECTE C MPUHAJIC)KHOCTIMH, HEOOXOIUMBIMH IS
NPUMEHEHUS YKA3aHHBIX M3AENUN MO HA3HAYEHUIO, BKIIOYAS CHEHHAIBHOE MPOTrPaMMHOE
obecnieyeHre, M TMpeJHA3HAYEHHbIE MPOU3BOAUTEIEM MEIUIMHCKOTO W3AENIUs IS
NPUMEHEHUS MPU UCCIEIOBAHUAX 1NVitro 00pa3oB OMOJOTHUYECKUX MaTEpHAJIOB YeJIOBEKa
UL TIOJy4YeHUs] MH(OpPMALUU OTHOCUTENBHO (PU3MOJOTHMYECKOTO WM IMATOJIOTHMYECKOTO
COCTOSIHMS, BPOXKIEHHOW IIaTOJIOTMH, MPEIPACIOJIIOKEHHOCTH K OIPEIEICHHOMY
KIIMHUYECKOMY COCTOSIHUIO WM OOJE€3HU, COBMECTUMOCTH TKaHEW C MOTEHIMAaJbHBIM
PELMIIUEHTOM, MPOTHO3UPOBAHUS PEaKIUMi Ha TepaneBTUYECKHUE BO3ACHCTBUS, BBIOOpa
TEpaneBTUYECKUX CPEJICTB U (WIJIM) KOHTPOJIS JICUCHHUS;

39) unkorepmc 2020 - MEXAYHAPOIHBII TOPrOBBIM TEPMUH CTAHJAPTHBIX YCIOBUHI
JIOTOBOPOB MEXKAYHAPOJIHON KYIUIM-TIPOJAXKH, KOTOpbIe pa3paboTaHbl U OMPEICIICHBI
MexyHapoIHOW TOPTOBOU IMAJIATOM;

40) ycmyronosydarenab — CyObEKThI MMOIYYEHHUS YCIyru (pU3NUYECKUEe U I0PUANYECKUE
JUla, 33 HUCKIOYEHHUEM UEHTPAJIbHBIX TOCYJAapCTBEHHBIX OPraHOB, 3arpaHydpeskICHHM
Pecnybnuku KazaxcTtan, MECTHBIX WCIOJHHUTEIBHBIX OpPraHoB 0O0JIaCTEH, TOpPOJIOB
pecnyOJIMKaHCKOTO 3HAUYE€HMSI, CTOJIHUIbI, pAaHOHOB, TOPOJOB OOJACTHOTO 3HAYEHHUS, aKUMOB
palloHOB B rOpoJi€, TOPOAOB PAHOHHOIO 3HAYEHUS, [IOCEIKOB, CEJN, CEIbCKUX OKPYTOB;

41) ycnyrojparenb — LEHTpaJbHbIE TOCY/IapCTBEHHBIE OpPTaHbl, 3arpaHydpekICHUS
PecniyOnuku KazaxctaH, MeCTHBIE WCIOJHUTEIbHBIE OpraHbl 00JacTedf, TOopoJ0B
pecnyOJIMKaHCKOTO 3HAYEHUs, CTOJHUIIbI, paiilOHOB, TOPOJOB 00JIACTHOTO 3HAYCHUS, aKUMBI
palioHOB B TOpOJi€, FTOPOJOB PAMOHHOIO 3HAYEHUS, MOCEIKOB, CE€J, CEIbCKUX OKPYIrOB, a
Takke (pU3MYecKue U IOPUAMYECKHUE JIMIA, OKa3bIBAIOIIME TOCYJAapCTBEHHBIE YCIYTU B
COOTBETCTBUHM C 3aKOHOJIaTeIbCcTBOM PecryOnuku Kazaxcras;

42) KazaxcTaHCKUU HAIMOHAJIBHBIN JICKAPCTBEHHBIH (HOPMYJIp — TEpeUeHb
JIEKapCTBEHHBIX CPEJICTB C JOKA3aHHOW KIIMHUYECKOU 0€30MacHOCThIO U 3(PPEKTUBHOCTHIO, a
Takke OpdaHHBIX (PEIKUX) JIEKAPCTBEHHBIX IMpenapaToB, SBISIOMIUNCA 00sA3aTelIbHON
OCHOBOM sl pa3pabOTKU JIEKApCTBEHHBIX (OPMYISIPOB MEAUIIMHCKUX OpraHU3aluid U
(bopMupOBaHUs CIUCKOB 3aKyla JEKAPCTBEHHBIX CPEACTB B paMKax T'apaHTHUPOBAHHOTO



o0BbeMa OeCIUTaTHON METUITMHCKON MTOMOIIHU U (WJIH) B CUCTEME 0053aTeTbHOTO COIMAIBHOTO
MEJIUIIMHCKOTO CTPAaXOBaHMUS;

43) naH yrpaBJeHUs] PUCKaMU — MOJPOOHOE OMMCAHNUE CUCTEMBI YIIPABICHUS PUCKAMU;

44) nepuoAUYECKUM OOHOBJISIEMBIM OTYET MO OE30MaCHOCTH — OTYET JepKaTess

PETUCTPALIMOHHOTO yJAOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara 3a ONpeAeICHHBIN Mepruo
BPEMEHHM B TEUYEHHE MOCTPETHCTPAIMOHHOTO MEPHOAa MPEAOCTABISEMBbId sl OLEHKHU
COOTHONIEHHUS "MOJIb3a — PUCK" JIEKAPCTBEHHOTO ITPEMNapara;

45) BocIipOU3BEICHHBIN JIEKAPCTBEHHBIN TIpenapar (TeHepUK) — JIEKapCTBEHHBIN Mpenapar
, KOTOPbIA MUMEET TAaKOW K€ KOJHUYECTBEHHBIM U KAYECTBEHHBIM COCTAB JACUCTBYIOLIMX
BEIIIECTB U TY K€ JICKAPCTBEHHYIO ()OpMY, YTO U OPUTHHAILHBIN JIEKApCTBEHHBIN Mpemnapar, u
OMODKBUBAJIEHTHOCTh KOTOPOTO OPUTHHAJIBLHOMY  JIGKAPCTBEHHOMY  Mpenapary
MOATBEPAKIAETCA COOTBETCTBYIOIIMMHU UCCIEAOBAHUIMU OMOAOCTYNMHOCTU. PaznuuHeie conu,
3(UpBbI, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIA MMPOU3BOHBIC IEHCTBYIOIIETO BEIIECTBA
MPU3HAIOTCS OJTHUM M TE€M XK€ JCHCTBYIOIIMM BEIIECTBOM, €CIIM UX O€30MacHOCTh U
3¢ (PEeKTUBHOCTH CYIIECTBEHHO HE OTJIMYaloTcs. Pa3znuuHbie nexkapcTBeHHBbIE (OPMBI s
npuemMa BHYTPh C HEMEJJICHHBIM BBICBOOOXKJIEHHUEM BEIIECTB MPU3HAIOTCA B paMKax
HCCIIeIOBAaHUM OMOIOCTYITHOCTH OJIHOM U TOM K€ JISKAPCTBEHHOM (hOPMOI;

46) KOMMEpYECKOe MPEeNJIOKEHUE - JIOKYMEHT, cojepKamuid uHpopMmaiumo o
MEIUIUHCKOM H3JIeJINEe, KOMIUIEKTYIOIMX W PAacXOAHBIX MaTepuanax, KOJIUYECTBE,
HAaUMEHOBaHUU, MOJIEIIN, TPOU3BOAUTENIA, C YKa3aHUEM CTOMMOCTH B pa3pe3e KOMILIEKTAIIUH,
a Ttakke wuHOpManuio 00 YCIOBHSAX TOCTAaBKH, NPOBEICHUHU TapPaHTUHHOTO U
MOCTTapaHTHUITHOTO CEPBUCHOTO OOCIyKMBaHUS (YKa3aHUEM CPOKOB) U BO3MOKHOCTHIO
0o0y4eHUs CEeIMaTUCTOB OpraHU3aluy 3]PaBOOXPAHCHHUS;

47) MEIUUMHCKUE W3ACNUS — U3JETUs MEIUIIMHCKOTO HAa3HAYEHUS U MEIUIMHCKAs
TEXHUKA;

48) HauMEHOBAaHHME MEJIUIIMHCKOTO M3/ — CIOBECHOE 0003HAYCHUE MEIUIIMHCKOTO
u3Aenus, ompeaenstoniee ero (yHKIMOHAIbHOE Ha3HAUYCHUE, MOJENIb, Pa3HOBUIHOCTb,
MOJIU(HUKAIINIO, THIT,

49) KOMIUIEKTYIOIEe MEIUIMHCKOTO U3JENIHUs — YacTh MEAMIIMHCKOTO HM3/eusi, He
SABJISIONIASACS CAMOCTOSITEIbHBIM MEAUIUHCKUM U3JCJIUEM, B TOM 4YHCIie OJOKH, YacTH,
AJIIEMEHTBI U3JIEINs, MaTepUabl, 3allacHbIe YaCTH, MPEyCMOTPEHHBIE MPOU3BOIUTENEM JIJIS
HCIIOJIb30BaHUSI B COOTBETCTBUM C (DYHKIIMOHAIBHBIM Ha3HAYEHUEM, HKCIUTYaTallMOHHBIMU
XapaKTepUCTUKAMU, PYKOBOJACTBOM IMPOU3BOTUTEINS IO CEPBUCHOMY OOCITYKHUBAHUIO;

50) Habop (KOMIUJIEKT) METUIIMHCKUX U3JIETTUNA - COBOKYITHOCTh MEIUITUHCKUX W3JCIIHM,
00bEeNMHEHHBIX OOMUM (QYHKIIMOHATHHBIM Ha3HAYE€HUEM M OO0JacThl0 MPUMEHEHUS,
uMerolas oOIy0 MApKUPOBKY C YKa3aHUEM MEepPEeUHs] MEAUIIMHCKUX U3EIUM, BXOAAIIUX B
cocTaB Habopa (KOMIUIEKTa), B COOTBETCTBHH C JOKYMEHTAIHEH TPOU3BOIUTENIS;

51) mpuUHAANIEKHOCTh K MEIUIIMHCKUM H3JIENHUSIM — HU3JeNHe, He SABISIOIIeecs
MEJIUIIMHCKUM U3JIeTTUEM, MTPeHA3HAUCHHOE MPOU3BOIUTEIEM JJIsl COBMECTHOTO MPUMEHEHUS



C OJIHUM WJIU HECKOJIbKUMH MEIUIMHCKUMH U3JETUSIMHU JJI UCIIOJIb30BAHUS B COOTBETCTBUU
C UX Ha3HAYCHUEM;

52) 6e30macHOCTh MEIUIIMHCKOTO M3JEIUsI — OTCYTCTBHE HEJOMYCTUMOTO PHCKA MpHU
UCIIOJIb30BAaHUM MEJUIIMHCKOTO H3JeNUsl, CBSI3aHHOI'O C NPUYMHEHUEM BpeJa >KU3HH,
3I0POBBIO YEJIOBEKA, a TAKIKE OKPYIKAIOIIEH Cpeae;

53) 3akitoueHne 0 6e30MacHOCTH, KauecTBe M APHEKTUBHOCTH MEAUIIMHCKOTO U3JIETUS —
JIOKYMEHT, COAEPKAIlNil pe3yIbTaThl SKCIIEPTU3HI 3asBJICHHBIX HA SKCIIEPTU3Y MEAUIIMTHCKUX
WU3ACIINH;

54) coctaBHasi 4aCTb MEUIIMHCKOTO U3JEIUsI — OCHOBHOM OJIOK (4acTh) MEAUIIMHCKOTO
U3JeNusi, KOMIUIEKTYIOIIEE, MPUHAIJICKHOCTb, PACXOIAHBIA MaTepual, peareHT K
MEIUIUHCKOMY U3JIEIHIO;

55) moandukanus MEAUIUHCKOTO U3AEIUS — PA3HOBUIHOCTh MEIUIIMHCKOTO U3/IEIHs,
UMerolas 00IIKre C OCHOBHBIM MEIUIIMHCKUM U3JIeTUEM KOHCTPYKTHUBHBIE, TEXHOJIOTUYECKUE
MIPU3HAKH, pa3pabOTaHHbIE HA 0a3€ OCHOBHOT'O M3JIEIUS C LIEJIbI0 €r0 YyCOBEPUIEHCTBOBAHNUS,
pacmiupeHuss (PyHKIMOHAIBHOTO Ha3HAYEHWs, TPUMEHEHHUs JHOO0 CHelUaIn3aiuu
MIPUMEHEHUS B METUIIMHCKUX LEIIAX;

56) OCHOBHOM 0JIOK MEIUIIMHCKON TEXHHKH (ammapaToB, MpUOOPOB, 000PYI0BaHMS) —
AJIeMEHT (y3eJ1) MEJUIMHCKON TEXHUKHU (IIPU HATUYUH ), TPEAYCMOTPEHHBIA MPOU3BOJUTEIEM
, SIBIIAIONIMICS HEOTHEMJIEMOHN YacTbI0 MEIUIMHCKON TEXHHKH, oOecredyuBaroninii e€¥
(YHKIMOHUPOBAHUE B COOTBETCTBUM C Ha3HAYEHUEM U PYKOBOJICTBOM IO SKCILIyaTalluu U
CEPBUCHOMY OOCITY>KUBAHUIO MPOU3BOAUTENS;

57) enquHulla U3MEPEHUS U3ENIHS METUIIMHCKOTO Ha3HAYCHUS - OJJHA €TMHULIA U3JEITHUS
MEJIUIIMHCKOTO HA3HAYEHUSI C Y4eTOM (DaCOBKU, KOMIUIEKTHOCTH WJIM NIEPBUYHON YIIAKOBKH;

58) mpou3BOAUTENb MEIUIMHCKOTO H3NeNus — CyOBeKT B cdepe oOpalieHus
JIEKApCTBEHHBIX CPEACTB W MEIUIIMHCKUX W3MEJINI, OTBETCTBEHHBIM 3a pa3paboTKy u
M3TOTOBJICHHE MEAUIMHCKOTO U3JEIHs, IENAI0IINI €ro JOCTYIHBIM JIJIsl UCIIOJIb30BaHUS OT
CBOETr0 MMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBJIEHO 3TUM JIMLIOM WU OT
€ro UMEHHU JPYTUM JUIOM (JIUIaMU), U HECYIIUHA OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTD,
KauecTBO U 3(PHEeKTUBHOCTD;

59) kauecTBO MEAUIIMHCKOTO U3/ENIHs — CTEIIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB U
XapaKTEePUCTUK MEAUIIMHCKOTO U3JIEIHS IEJISIM €0 MpeTHa3HAY€HHOTO UCIIOJIb30BaAHUS;

60) TOKYMEHT MO0 KaueCTBY MEAMIIMHCKOTO M3enus (ajiee — TOKYMEHT 10 Ka4eCTBY) —
JOKYMEHTHI (MEXIyHapOJHbIe, PETHOHANbHbIC), HAIIMOHAIbHBIE CTAH/IAPTHI, CTAHIAPTHI
OpraHM3alliM, YCTAHABIMBAIOLIME KOMIUIEKC TpeOOBaHUM K KauecTBy, O€30MaCHOCTH,
METO/IMKAM UCIIBITAHHM, & TAK)KE TPAHCTIOPTUPOBKE M XPAHEHUIO METUIIMHCKUX U3/ICINH;

61) 3 HeKTUBHOCTH METUIIMHCKOTO U3/IEIHS — COBOKYITHOCTh CBOMCTB M XapaKTEPUCTUK
MEAUIUHCKOTO H3JIeNINs, OO0ECHeYMBAIONIUX JOCTHXKEHUE IeJie mpeJHa3HauYeHuUs,
YCTaHOBJICHHBIX MPOU3BOJAUTENIEM MEIUIUMHCKOTO U3JIEIUSl U MOATBEP>KICHHBIX MPAKTUKOM
€ro UCIOJIb30BAHUS;



62) pacxodHbIM MaTepual K MEIUIIMHCKUM H3JCJIUAM — U3JCIHUS U MaTepualbl,
pacxoyemMble MpU UCIOJIb30BAHUNA MEIULIMHCKUX U3JENHM, o0ecneunBaroe npoBeaeHue
MaHUITYJISIUHA B COOTBETCTBUU C (DYHKITMOHAIBHBIM HA3HAYCHUEM MEIUIIMHCKOTO W3JEIHs,
AKCIUTyaTallMOHHBIMU XapaKTEPUCTUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITYKHBAHHIO
MIPOU3BOJIUTEIIS,

63) cTpanbl peruoHa MexayHapoaHOW KOH(EPEHIINH 10 TApMOHU3AIUN TEXHUYECKUX
TpeOOBaHMI K PETHCTpPAIIUU JEKAPCTBEHHBIX MpenapaToB I MEAUIIMHCKOTO TpUMEHEHUs (
ICH) (AiCudiiu) — rocynapcTBa, pEeryiasiTOpHbIE OpraHbl KOTOPBIX BXOISAT B COCTaB
yupenuteneit u noctostHHbIX wieHoB ICH (ctpanbl EBpomneiickoro corosa, Benukobpuranus,
Coenunennsie llItater Amepuku, Anonus, lIBeitnapus, Kanana) (ganee — ctpansl peruona
ICH (AiCuDiin));

64) uznenvsi MEIUIIMHCKOTO HA3HAUYECHUSI — MAaTepUAIIbl, U3/IETUs, PACTBOPHI, PEAreHTHI,
KOMILJIEKThI, HA0OPbI, UCIIOJIb3yEeMbIe JUIsl OKa3aHUs MEIMIIMHCKOM MOMOIIM B COOTBETCTBHUH C
(YHKIIMOHATBHBIM HA3HAYEHUEM U MHCTPYKIIMEH TPOU3BOIUTES;

65) pedepenTHoE 1IeHO0Opa30BaHUE HA U3JIETUS MEAUIIMHCKOTO HA3HAYEHHUS - CUCTEMA
aHajau3a LI€H Ha TOPrOBO€ HAMMEHOBAHUE M TEXHHYECKYIO XapaKTEPHUCTUKY H3AEIIHs
MEIUIMHCKOTO HAa3HAYE€HUs, OCHOBAaHHAsg Ha MPEIACTABICHHBIX 3asiBUTEJIEM II€HAX
npou3BoauTenis, B coorBeTcTBUH ¢ yeanoBusimu DDP MHKOTEPMC 2020, ogHOTO 1 TOTO %€
MIPOU3BOJIUTEIIS OJJHOTO U TOTO K€ MEAUIIMHCKOTO U3/IENIUS C YYETOM KOMIUIEKTHOCTH, BUJIA U
TUIIOPA3MEPHOTO pAJla, a TaKke pakTUYECKON IeHbl mocTaBok B PecnyOnuky Kaszaxcran;

66) MeAUIIMHCKas TEXHUKA — allllapaThl, IPUOOPBI, 000PYI0BAHHUE, KOMILIEKCHI, CUCTEMBI,
IpUMEHSEMbIE OTACIBHO WM B COYETAHUHM MEXIY COOOM IJisi OKa3aHUs MEIUIIMHCKON
MOMOIIIM B COOTBETCTBUU C (PYHKIIMOHAIBHBIM Ha3HAYEHUEM U HKCIUTyaTallMOHHBIMU
XapaKTepUCTUKAMHU, YCTAHOBIEHHBIMH IPOU3BOAUTENIEM;

67) rocy1apCcTBEHHAsl yCayra - oJiHa U3 (OopM peaan3alny OTACNIbHBIX ITOCY1apCTBEHHbIX
GYHKIUI WM UX COBOKYITHOCTH, OCYIIECTBIISIEMBIX MO OOpaIIeHUI0 WM 0e3 oOpaiieHus
yCIyromnojiyyaresieil M HalpaBlIeHHBIX Ha pealM3allli0 UX MpaB, CBOOOJ M 3aKOHHBIX
MHTEPECOB, MPEJOCTABICHHE UM COOTBETCTBYIOIIUX MaTEPUAIbHBIX WM HEMATEpUATIbHBIX
Ouar;

68) DKCHepTHBIA COBET TOCYAapCTBEHHOUN AKCIEPTHOW oOpraHusanuu (gaiee —
DKCHEPTHBIN COBET) — KOJIJIETHAJIbHBIN OpraH, CO37aBaeMblil B TOCYJapCTBEHHOM dKCIIEPTHOU
OpraHu3alliy 10 PACCMOTPEHHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTaxX 3KCIEPTU3bI, OCHOBAHUI
(mpuYMH) BBIJAYM OTPULATEIBHBIX 3aKIIOYEHUM O OE30MaCHOCTH, KadyecTBE U
3(phHEKTUBHOCTU JIEKAPCTBEHHBIX CPEJICTB W MEAULUMHCKUX W3JCIUN W NPUHITUIO
OKOHYATEJIBbHOI'0 PEIICHHUS, 32 UCKIIOUYEHHEM OTKa3a M0 HAPYLIEHHIO CPOKOB KOMIIO3UTHOM
rOCyJJapCTBEHHOM YCIIyTH 3asSBUTENIEM;

69) Moziens — caMOCTOsITENbHAS SAMHUIIA MEAUITMHCKOTO U3ICeTUs, UACHTU(DUITNPOBAHHAS
IPOU3BOJUTEIEM MEIUIIMHCKOTO HU3JENUS ONpEACICHHbIM OYKBEHHBIM, IU(POBBIM HIH
OYKBEHHO-IIU(POBLIM 0003HAUCHUEM;



70) nexapcTBeHHbIE IpenapaTsl nepenoBoi tepanuu (nanee — JIIIIT) — nexkapcTBeHHbIE
npenaparbl MEAUIIMHCKOTO MPUMEHEHHUS, SBISIIOIIUECS JICKAPCTBEHHBIMU TMpenapaTamu
T€HHOM Tepamuu, Tepanuu COMAaTHUYECKUMH KJIETKAMHU, TKAaHEMHKXEHEPHBIMU IpernapaTaMmu
WM KOMOMHUPOBAHHBIC MpeETapathl AJisl EPeI0BON Teparuu;

71) opdannslii (peakuii) JEeKapCTBEHHBIA MpernapaT — JIEKapCTBEHHBIN Ipemnapar,
NpEJHA3HAYEHHBIM JJISI AUArHOCTUKHU, STHUOMATOT€HETUYECKOTO WIIA MaTOTE€HETUYECKOTO
nedeHus: oppaHHbIX (PeAKUX) 3a00J€BaHMI, YACTOTa KOTOPBIX HE MPEBBIIAET O(QUIHAIBHO
ornpeneneHHoro yposss B Pecnyonuke Kazaxcran;

72) npoU3BOJCTBEHHAs IJIOMIAJAKAa — TEPPUTOPHUATBLHO OOOCOOJEHHBIM KOMILIEKC
MIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, MEAUIMHCKUX M3JIE€NNN, MPEIHAa3HAYCHHBIA IS
BBITIOJIHEHUS BCETO MIPOIECcCa IMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MEIMUIIMHCKUX
W3IEIUN WIH €T0 ONPEACICHHBIX CTAUM;

73) yIOJTHOMOYEHHBIN TIPEICTaBUTEINb MPOU3BOIUTENS — FOPUANUECKOE WK (PU3nYecKoe
JIMLO, 3aPETUCTPUPOBAHHOE B KAYECTBE MHANBUAYAIBHOTO MPEANPUHUMATENS, SIBISAIOIIECECS
pesunentoM Pecnybnuku KazaxcTaH, ynmoJHOMOYEHHBIE JIOBEPEHHOCTHIO MPOU3BOAUTEINS
MEIMIMHCKOTO W3AENus MNPEeACTaBIATh €ro HHTEpPechl MO BOIMpOCcaM oOOpalleHus
MEIUIIMHCKOTO u3jenus Ha Tepputopun PecnmyOmukm KaszaxcTtaH B COOTBETCTBUU C
JENCTBYIOUIMM 3aKoHOAaTebecTBOM PecnyOnrku Kazaxcran B 00mactu 31paBOOXpaHEHUs;

74) 3agBUTENb — (PU3MUECKOE WIIH IOPUINICCKOE JIUIO0, SBISIONMICECS MPOU3BOIUTEIEM (
U3rOTOBUTENb) WIM UX MPEICTaBUTENEM, Pa3padOTUMKOM, BiaJeNIblieM WM JAepKaTeleM
PErUCTPAlMOHHOIO YIOCTOBEPEHMS WJIM MX JOBEPEHHOE JIHUIO, YIOJHOMOYEHHOE I10JaBaTh
3asBJICHHUE, JOKYMEHThl W MaTepHUaibl W BBINOJHATh JEUCTBUSA, NPEIYCMOTPEHHBIE
JOBEPEHHOCTBIO JOBEPUTENS HA NPOBEACHHE DKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA H
MEIHMIMHCKOIO0 M3JENIUS [JI pPEerucTpaluu, MNEPEeperucTpalri, BHECEHUS U3MEHEHUU B
PETUCTPALIMOHHOE JIOChE, MPABOMOYHOE NOAABATH 3asBIEHUSA, JOKYMEHTHI U MaTEPUANIbI IS
pErucTpalny LEHbl WU NEPEPETUCTPAlUU 3apETUCTPUPOBAHHOMN 1IEHBI HA JEKAPCTBEHHOE
CPEIICTBO WJIM MEIUIIMHCKOE U3/elne, Tpo(ecCHOHaIbHON SKCIIEPTHU3HI;

75) panrodapManeBTHIECKUN JTEKapCTBEHHBINA TIpenapar — JICKapCTBEHHBIN Ipemapar,
coJiep Kallluii B TOTOBOM JIJIsl IPUMEHEHHS] COCTOSIHUU OJIMH WJIM HECKOJBKO PaIHMOHYKIUAOB (
pPaJMOaKTUBHBIX HM30TOMNOB) B KauyeCTBE JIEHCTBYIOLIErO BEIIECTBA MM B COCTAaBE
NEHCTBYIOIIETO BEIIECTBA;

76) pedepeHTHBIE CTPAaHbl — CTPAHbI €EBPONEICKOTr0 U NEHTPAIbHO-a3MATCKOT0 PETHOHA,
MaKpOIKOHOMUYECKH corocTaBuMmbie ¢ PecryOnukoit Kazaxcran, oTHocsmuecss K Tpymnme
CTpaH BBICOKOTO, BBIIIE CPENHEr0 WM HHXKE CPEIHEr0 YPOBHS JOXOJOB, COIJIACHO
kiaccudukanuu BecemupHoro 6aHka 1mo OIEHOYHOMY YPOBHIO BAaJIOBOTO HAITMOHAIHHOTO
J0X0Ja Ha AYIYy HAacelIeHWs, U3 KaTeropum KpeauTyeMblx MeXIyHapoJHbIM OaHKOM
pPEKOHCTPYKUMU U pa3Butusa (AzepOaiimxkan, benapyce, bonrapus, Benrpus, Keiprezcran,
[Tonwmma, Poccus, CioBenust, Typums, Y30ekucran);



77) pedepeHTHBIN JIEKAPCTBEHHBIA Mpemnapar — JEKapCTBEHHBIM Ipemnapar, KOTOPhIN
HCIOJI3YETCS B KauecTBE Mpernapara CPaBHEHHUS U SBJISETCS ATAJIOHOM, IO KOTOPOMY
onpenensaoTcs (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOTO IIpenapara;

78) Hajmexaniasi MpoOMU3BOICTBEHHAS MPAKTHUKA — COCTaBHAS YaCTh CUCTEMbI 00eCTICUeHUS
KauecTBa, FrapaHTUPYIOIIasi MPOU3BOACTBO U KOHTPOJIb KAUECTBA JICKAPCTBEHHBIX CPEJCTB 10
CTaHJapTaM B COOTBETCTBHUM C UX MpPEJHA3HAYCHUEM U TPEOOBAHUSAMH PETUCTPALMOHHOTO
TOCBE;

79) TunopasMepHbIN psAx — psiA U3ACTUN, U3TOTOBJICHHBIX M3 OJIHOPOIHOIO CHIPhS C
o0muMH (U3UKO-XMMUYECKUMHU CBOMCTBAMU MO OOILIEMY TEXHOJOTMYECKOMY MpOLECCy,
uMerIre enrHoe GyHKIMOHATbHOE Ha3HAUYCHHE W MPUMEHEHUE, OTIWYAIOIIUECs TOIBKO
pasmMepamMu W (Wiu) oObeMoM W (WJIM) IIBETOM, B COOTBETCTBHU C JIOKYMEHTAaIUEH
MIPOU3BOJIUTEIIS,

80) perucTpalroHHOE J0ChEe — KOMIUIEKT JTOKYMEHTOB U MaTE€pUaIOB YCTAaHOBJICHHOTO
COJIEp>KaHMsl, MPEJICTABIISIEMbIN K 3a8BJICHUIO HA DKCIEPTU3Y JIEKAPCTBEHHOI'O CPECTBA WU
MEIULUHCKOTO U3EIHS;

81) nepxartenb perucTpaliMOHHOTO YIOCTOBEPEHUS — FOPUANUYECKOE JIUIIO0, SIBIISIONIEECS
pe3uaeHToM uiu HepesuaeHToM PecmyOnuku Kazaxcran, Ha WMS KOTOPOTO BBIJAHO
pPEruCTpaIlMOHHOE YI0CTOBEPEHUE Ha JIEKapCTBEHHBIN Mperapar;

82) 3aperucTpupoBaHHas 1I€Ha JJIsi ONITOBOM M PO3HUYHOM peaau3aliiu, a TakKe B paMKax
rapaHTUPOBAHHOTO 00beMa OecIUIaTHOM MEJUUMHCKOW MOMOIIM U (WJIU) B CHUCTEME
00513aTETLHOTO COIMATBFHOTO MEAUITMHCKOTO CTPAaXxOBaHUSA — pacueTHas 0a3oBas IeHa Ha
TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB 11 OPMUPOBAHUS MTPEACIIBHOMN 1IEHbI Ha
TOProBO€ HAaMMEHOBAHME JJIsi ONTOBOM M PO3HUYHOMN peanu3allii, a TakXke B paMKax B
paMKax TapaHTUPOBAHHOTO 00ObeMa OeCIUIaATHON MEIMIIMHCKON MOMOIIN U (WJIH) B CUCTEME
0053aTE€JILHOTO  COIMAJIBHOTO MEIMIIMHCKOTO CTpPaxOBaHUS, COCTOSIAs U3 ICHBI
MIPOU3BOJIUTEIIS,

83) wuccienoBaHWe SKBUBAJICHTHOCTH — HCCIEIOBaHUE, KOTOPOE OMNpeaenseT
HKBUBAJIEHTHOCTh MEXJy T€HEPUKOM M OPUTHHAIBHBIM (pedepeHTHBIM) JEKapCTBEHHBIM
CPEJCTBOM IPU HUCIIOJIb30BAaHUU HCCIIEIOBAHUN WH-BUBO (BHYTPH OpraHusma) u (WiM)
WH-BUTPO (BHE OpraHu3Ma);

84) snexrponHas nudponas noanuck (naiee - L) - Habop >MEeKTPOHHBIX ITUGPOBBIX
CUMBOJIOB, CO3[IJaHHBII CPEACTBAMHU AJIEKTPOHHON LU(PPOBON MOANKUCH U MOJITBEPKAAIOUTUN
JOCTOBEPHOCTh DJJIEKTPOHHOTO JIOKYMEHTA, €ro NPUHAMJIEKHOCTh M HEU3MEHHOCTh
COJICpIKaHUS;

85) dapmaneBTuyeckas cyOcranmus (akTuBHas (papmarieBTUUeCKas CyOCTaHIIUS) —
JIEKapCTBEHHOE CPEJCTBO, NPEIHA3HAYECHHOE IS NPOU3BOJACTBA W HM3TOTOBJICHUSA
JIEKapCTBEHHBIX MPEMapaToB.



I'naBa 2. ITopanok oka3zaHHA rOCyAapCTBEHHOM yCIyTH "JKCIepTH3a, perHCTpays,
mepeperucTpanysi, BHCCEHHEC H3MEHEHHH B PETHCTPAIIOHHOE HOCHE JIEKApCTBEHHOTO CPEICTBa
WY MEJUIMHCKOTO W3/IE/Us M PETUCTPAINA I{eHEI, BHECEHHE H3MEHEHHS B IIEHY IPOU3BOIATEILA,
a Taxoke ¢popmupoBanusa Ka3zaxcTaHCKOro HaIMOHATHHOTO JIEKapCTBEHHOTO (opMyIripa”

13. Jlns monydyeHust rocygapcTBeHHOM yciayru "llopsamok okazaHusi TOCya1apCTBEHHOU
yciyru  "DKcnepTu3a, perucTpalus, MepeperucTpamus, BHECEHHE HW3MEHEHUH B
PETUCTPAIIMOHHOE JI0ChE JIEKAPCTBEHHOI'O CPEACTBA WM MEIUIUHCKOrO U3JCIHUs U
perucTpanus 1eHbl, BHECEHNE U3MEHEHUS B IIEHY MMPOU3BOIUTENS, a TakKKe (HOPMUPOBAHUS

nn

Ka3zaxcraHCKOro HallMOHAJIBHOTO JIEKapCTBEHHOIo GopMyisgpa"" (najiee — rocyJapcTBEHHas
yCciayra) 3asBHUTENb (Jajgee - YCIyromojydarellb) 4epe3 HH()OPMALMOHHYIO CHUCTEMY
YIOJIHOMOYEHHOI'O OpraHa MoJaeT 3asBJIEHHUE MO0 (opMe, COTIIACHO MpHIoKeHUs M 1 u 2 K
HactoamuM IIpaBunam, nmoanucannoe OLIII yciyromosmywaTens Wi yAOCTOBEPEHHOE
OJIHOPa30BbIM MapoJieM, IpH pPEerucTpaluyd M MOAKIIOUEHUs aOOHEHTCKOro HoMepa
yCIyronoJiyyaTesnsi, NpeJoCTaBIEHHOI0 OMNEepaTopoM COTOBOM CBS3M, K YUYETHOH 3amucu
MH(GOPMAIIMOHHON CHCTEMBI YIIOJTHOMOYEHHOT'O OpraHa.

14. HaumeHnoBaHM€e TOCyJapCTBEHHOMN YCIyrd, HAaMMEHOBAHUE YCIIyroJaTeNsl, CrocoObl
MPEeIOCTaBICHUsI, CPOK OKa3zaHus, PopMy, pe3yJbTaT OKa3aHHs TOCYAapCTBEHHOHN YCIyTH,
rpauk paboThl yciyrogaress 1 00bEKTOB HHPOPMAIINH, IEPEUEHb JOKYMEHTOB U CBEJICHUH,
UCTPeOYyEMBIX y yCIIyTONOMyYaTes A1 OKa3aHUsl TOCYJapCTBEHHOM YCIyry, OCHOBaHUS IS
OTKa3a B OKAa3aHUM TOCYAApCTBEHHOM YCIIyI'M, YCTaHOBJIEHHbIE HacrosmuMmu [IpaBuiiamu
MIPUBEEHBI B IEPEUYHE OCHOBHBIX TPEOOBAaHUM K OKa3aHUIO TOCYAApCTBEHHOU yCIyru (aaiee
— TpebOBaHUS K OKa3aHUIO T'OCYJAapCTBEHHOM YCIyTHW) COIVIACHO MNPUIIOKEHUI0 3 K
HacroAmmuM [IpaBunam.

IIpu 3TOM, yCIIyromnomaydareiab BBIOMPAET BCE BUBI YCIIYT, BKIIOYEHHBIX B KOMIIO3UTHYIO
rOCyJIapCTBEHHYO YCIIYTY, TUOO IO OTAEIBHOCTH.

15. Ycnyrononyuarenb AaeT COTJIacCMe HA MCHOJIb30BAHUE CBEACHUM, COCTABISIOIINX
OXpaHsE€MYI0 3aKOHOM TalHy, coJepXauuxcd B HMHPOPMAIIMOHHON cCHUCTEME
YIOJTHOMOYEHHOTO OpraHa, IpU OKa3aHWM TOCYJapCTBEHHOM YCIYrd, €Clid HHOE He
IpeayCMOTpeHO 3akoHaMu PecrryOnmku Kazaxcras.

16. Ycnyrogarenu noiay4aroT HU(QpoBbIe JTOKYMEHTHI U3 cepBUca U(PPOBBIX JOKYMEHTOB
4epe3 peaJM30BAHHYI0 HMHTErpalyi0 IpPU YCIOBHM COIVIACUS BJAJENbLa JIOKYMEHTA,
IPEIOCTaBICHHOTO MOCPEACTBOM 3apETHCTPUPOBAHHOTO B MH(POPMALMOHHON CHCTEME
YIOJIHOMOYEHHOI'0 OpraHa ab0OHEHTCKOTO HOMEpa COTOBOM CBSI3M IOJb30BAaTENsl IyTEM
nepefadyd OJHOPA30BOIO Mapojis WM IyTEM OTIpPaBJICHUS KOPOTKOTO TEKCTOBOTO
cooOIlIeHMs B KauecTBE OTBETAa HAa YBEIOMJIEHHME H3 HHYPOPMALIMOHHON CHCTEMBI
YIOJIHOMOYEHHOT'O OpraHa.

17. Ilpu oOpamieHuu ycayronojaydaress Nocjie OKOHYaHUs pado4yero BPEMEHH, B
BBIXOJIHBIE U MPA3IHUYHBIE JHHU COIJIACHO TPYAOBOMY 3aKOHOJATENbCTBY, IPUEM 3asIBJICHUN



U BblJaya pe3yJIbTaTOB OKa3aHUsl TOCYJAapCTBEHHOM YCIyT'M OCYUIECTBIISIETCS CJEAYIOIIUM
paboyuM JAHEM.

18. IIpu mpemocTaBiICHUH YCIyTOMOIyYaTesieM MOCPEICTBOM HH(POPMAITMOHHOW CHCTEMBI
YIOJIHOMOYEHHOT'O OpraHa JOKYMEHTOB, MPEIyCMOTPEHHBIX TPeOOBAHHEM K OKa3aHUIO
rOCyJIapCTBEHHON yCNyTH, B "TUYHOM KaOMHETe" yCIyromoiaydaresns oToopaxaercs CTaTyc O
NPUHITUY 3asBJICHUA JJIs1 OKa3aHUS FOCYJapCTBEHHOM YCITyTH.

19. Ycnyromonyuyarenb 00€CEYMBAET JOCTOBEPHOCTh, MOJHOTY M COACPKAHUE
MPEIOCTABICHHBIX JTOKYMEHTOB B COOTBETCTBHMU C JCHCTBYIOIIUM 3aKOHOAATEIHCTBOM
PecnyOonuku Kazaxcran u nHacrosmumu IIpaBunamu. [IpenocraBienue yciayromnoiaydareaeM
HEJIOCTOBEPHBIX JTAHHBIX SIBJSETCSI OCHOBAHMEM JJI1 OTKAa3a B OKAa3aHUM T'OCYJIapCTBEHHOMU
YCIIyTH.

20. B ciayyae moyiydeHHUs YCIYromoJlyyaTelieM MUCbMEHHOTO OTKa3a B OKa3aHHH
rocyJapCTBEHHON yCIIyTH, MPOU3BEICHHAS UM OIUIaTa HE BO3BPAILIAETCA.

21. ITo pe3ynpraTaMm OKa3aHUs FOCYAapPCTBEHHOW YCIYTH YCIyTOMOJIYYaTENO BbIIACTCS
OJIMH U3 JOKYMEHTOB, IPEAYCMOTPEHHBIX MPUWIOKeHUusaMH 4, 5, 6, 7 u 8 nactosimux [IpaBun
WU MOTHBHUPOBAHHBIM OTKa3 B OKa3aHUU TOCYJAAPCTBEHHOW YCayru, mo ¢dopmam
penycMOTpeHHbIM TpuioxkeHusmu 9, 10, 11 u 12 nacrosmux IlpaBuin, KoTopsle
HaIpaBJISIFOTCS B "MWYHBIN KaOUHET" yciayronosyyaTtess B opMe 3JeKTPOHHOTO IOKYMEHTA.

22. Cpox okazaHwus TOCy1apcTBEHHOM ycimyru He npeBbimaer 100 (cTo) pabounx gHEH.

B cpoku okazaHusi TOCy1apCTBEHHOM YCIIyTH HE BXOJIMT:

1) Bpemsi BOCIIOTHEHUSI HEKOMILJIEKTHOCTH PETUCTPALIMOHHOTO J10ChHE;

2) BpeMsi PeIOCTaBICHUS YCIYTonoilydaTresieM JJOKYMEHTOB U MaTepHaJIOB IO 3alpocy
Ha JIFIOOOM U3 3TaroB SKCIEPTU3HI;

3) BpeMs opraHv3alyy U MPOBEJICHNS MHCIIEKIUU.

Ycenyrononyyarens B Teuenue 30 (Tpuamath) pabodyux JHEH CO JHS MOJy4YEeHUs
YBEJIOMJICHHUSI O HEOOXOIMMOCTH IIPOBEACHUSI MHCIEKIIMH TIPEAOCTABIISIET TUCHMO O COTJIACHH
U MPEJOCTABIISIET B TOCYAAPCTBEHHYIO SKCIEPTHYIO OPraHU3allMIo0 3asBJIEHUE O MPOBEICHUN
MHCTIEKIIHH.

[IpoAOMKUTENBHOCTh OpraHU3alMd U MPOBEACHUS MHCIEKIUU MPOU3BOJCTBA HE
npesbimaet 90 (aeBsHOCTO) paboYMX JHEN CO IHA MMOAAa4M yCIyromnoiaydyaTenaeM 3asBlICHUs Ha
IIPOBEJICHUE WHCIICKITUH.

4) opranuszanus U MpoBeJeHUE DKCIEPTHOTO COBETA, MPOAOKUTENIBHOCTh OPraHU3aluu
U MIPOBEJCHUSI DKCIIEPTHOTO coBeTa He npeBbiaet 30 (TpuaLaTh) KajJleHIapHbIX THEW CO THA
YBEJIOMJICHUS 3asBUTENS O BRBIHECEHUU MAaTEPUAJIOB Ha DKCIEPTHBINA COBET;

5) coriiacoBaHus yCIYTrONOJIy4aTeIeM UTOTOBBIX JOKYMEHTOB.

23. XKanoOa Ha pelieHue, qeicTBUA (0€31eHCTBUA) yCIyTroaTes Mo BOIIPOCcaM OKa3aHus
rOCyJapCTBEHHOW YCIYTd MOXET OBITh TOJaHa Ha WM €ro pPYKOBOJUTEIs, B
YIOJHOMOYEHHBIN OpraH M0 OIEHKE U KOHTPOJIIO 32 Ka4eCTBOM OKa3aHUs rOCYJapCTBEHHBIX
YCIIYT B COOTBETCTBHH C 3aKOHOIaTeIbCTBOM Pecryonuku Kazaxcran.



B cnywae moctymieHus kamoObl B COOTBETCTBUM C NYyHKTOM 4 crtatbu 91
AJIMUHUCTPATUBHOI'O MPOIIEAYPHO-TIpOIecCyalbHOTO Kojaekca PecnyOnuku Kazaxcran (
nanee - AIIIIK PK) ycrnoronareneM HampaBiseTcss B OpraH, pacCMaTPUBAIOIINKA Kallo0y B
TeueHue 3 (Tpex) pabouux JHEN cO JTHS €€ MOCTYTUICHHUS.

Kanoba ycnyroaarens He HANpaBsSETCS B OpraH, pacCMaTPUBAIOIINN jKallo0y B CiTydae
OPUHATHUSL OJIArONpPUSTHOTO aKTa, COBEPIICHUS! aIMUHUCTPATUBHOIO JIEUCTBUS, TOIHOCTHIO
YIOBJIETBOPSIONINE TPEOOBaHUS, YKa3aHHBIC B JKaJl00€.

24. Xanoba ycayromoaydaTesnsi B COOTBETCTBHHM C MYHKTOM 2 cTaThu 25 3akoHa
MOJICKUT PACCMOTPEHUIO:

yCIIyroJiaTesieM - B TeueHue 5 (msatr) pabounx JHEH co JHS €€ perucTpalny;

YIIOJIJHOMOYEHHBIM OpPraHOM IO OIIEHKE U KOHTPOJIIO 3a KaueCTBOM OKa3aHUs
rOoCyJIapCTBEHHBIX YCIYT - B TeueHue 15 (marHaanaTu) padouux AHEN co AHS €€ perucTpanuu

25. Cpok pacCMOTpPEHUS Kaao0bl yCIyrogaTeaeM, YIOJHOMOYEHHBIM OPTaHOM IO OIEHKE
M KOHTPOJIIO 32 KaYE€CTBOM OKa3aHHUs T'OCYJIapCTBEHHBIX YCIYyT B COOTBETCTBUH C IMMyHKTOM 4
ctath¥ 25 3akoHa mpojsieBaeTcs He Oosiee yem Ha 10 (necsaTh) pabouyux HEH B ciaydasx
HEOOXOIUMOCTH:

1) mpoBeaeHust JOTMOTHUTENBHOTO U3YUYEHHSI WIIH IPOBEPKU 10 Kayio0e JTM00 MPOBEPKH C
BBIE3]IOM Ha MECTO;

2) noyty4eHus AOMOJIHUTENbHON NHPOPMALIUH.

B ciywae npojuieHust cpoka pacCMOTPEHUS Kajao0bl JOHKHOCTHOE JIMLO, HA/IEIIEHHOE
MOJIHOMOYMSIMU 10 PAaCCMOTPEHHUIO kano0, B TeueHue 3 (Tpex) pabouux JHEH ¢ MOMEHTa
MPOJJIEHUS CPOKa PACCMOTPEHHS KajoObl cOOOIIAaeT B MUCbMEHHOM (opme (Ipu mojaye
*aao0bl Ha OyMa)XKHOM HOCHTENE) WM JJIEKTpOHHOU (dopme (mpu mojaye xajaoObl B
AJEKTPOHHOM BHJI€) YCIYTOMOJydYaTeso, IMOJaBIIeMy 3ajlo0y, O MNpOIJIEHUU CpOKa
PacCMOTPEHUS Kano0bl ¢ YKa3aHUEM IPUYUH MTPOJIIICHUS.

26. Eciiu uHOe He mpeaycMoTpeHo 3akoHaMu PecnyOnuku Kaszaxcran, o6kanoBaHue B
CyJie IIOMyCKaeTcs TMociie 00KaJoBaHUS B aJIMHUHUCTPATUBHOM (J0CY/IeOHOM) TOPSIIKE B
cooTBeTcTBUM ¢ TyHKTOM 5 ctathu 91 AIIIIK PK.

I'masa 3. Ilopsinox mpoBeAEHAS 3KCIIEPTH3HL, PETHCTPANH, IEPEPETUCTPAIIAN, BHECEHUS
HM3MEHEHHH B PETHCTPAMOHHOE JJOCHE JIEKApPCTBEHHOI'O CPEACTBA, PETHCTPALMH [ICHE! H BHECEHHA
A3MEHEHNA B IICHY IIPOM3BOAWTEI JICKAPCTBEHHOT'O CPEACTBA

27. DkcnepTr3a JICKapCTBEHHOTO CPEICTBA COCTOUT U3 CICAYIOMINUX ITAMOB:
1) HavaIbHAS SKCIIEPTH3A,;

2) crienMaau3upoBaHHAas IKCIIEPTU3a;

3) naGopaTopHbIC UCIIBITAHUS.



28. [lnsa mpoBeaeHUs 3KCIEPTHU3bI JEKAPCTBEHHBIX CPEJICTB MPU UX TOCYIAPCTBEHHOU
perucTpaluu M TEepeperucTpaluu yciayromnoiaydareib MOCPEACTBOM HH(OPMALMOHHON
CUCTEMBI YIIOJIHOMOUYEHHOT'O OpraHa MpeJa0CTaBIISIET CIEAYIOIINE JOKYMEHTHI:

1) 3asBieHME Ha MPOBEICHUE IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPE/ICTBA (Aajiee — 3asBJIICHUE)
B 3JIEKTPOHHOM BHjIe 0 popMe corntacHo nprioxkeHuto 1 k HacrosiuuMm [IpaBunam;

2) perucTpalMoHHOE JOChe B BJEKTPOHHOM BHUJE B (popMare MexkKIaaTGOpMEHHOTro

aneKkTpoHHOTO JoKyMeHTa ("pdf" dhopmar):
MepEUYEHb JOKYMEHTOB, MPEIOCTABISIEMBIX [JIs 3KCHEPTU3bl MPOU3BOAUTEISIMU
Pecnyonuku Kazaxcran o ¢gopme cornacHo npuioxkenuto 13 k HacrosiuuMm [IpaBunam;
NepeUeHb IOKYMEHTOB, TIPeIOCTaBsieMbIX B opmare OOIIEro TeXHUIECKOTO JOKYMEHTa
, To (hopMe corytacHo npuiioxkeHuo 14 k HacTosmum [IpaBuiam;
3) cBelneHus, MOATBEPKIAOUIME OIUIATy YCIYronojydaTelleM Ha pacueTHBIA CyeT
roCyJJapCTBEHHOM 3KCIIEPTHON OpraHU3allid CYMMBI JJIsl TPOBEAECHUS SKCIIEPTU3HL;

4) 00pa3libl JIEKAPCTBEHHBIX CPEJICTB, CTAHAAPTHBIE 00pa3lbl XMMUYECKUX BEIIECTB,
CTaHJapTHbIE OO0pa3ibl OMOJIOTUYECKUX JIEKAPCTBEHHBIX MpenapaToB, TECT-IITaMMBbl
MHUKPOOPTAaHU3MOB, KYJIbTYphl KJIETOK, B KOJUYECTBAX, JOCTATOUYHBIX ISl TPEXKPATHBIX
71a00paTOPHBIX UCIBITAHUN U BepU(DUKAIIUY aHATUTUYECKUX METOJUK KOHTPOJISI KauecTBa ¢
OCTATOYHBIM CPOKOM T'OJTHOCTH HE MeHee 9 (1eBsITH) MecslEB (32 UCKIIOYEHUEM CITy4YaeB, He
TPeOYIOMMX MPOBEACHUS T1a00OPATOPHBIX MCTBITAHUI), a TAKXKE CIENU(PUICCKUE PEareHTHhl,
pacxo/iHble MaTepualbl, MPUMEHSEMble MNpPH MPOBEACHUHM JTa0OPATOPHBIX HCIBITAHUM
JIEKAPCTBEHHBIX CPEACTB, 00pa3lbl JIEKAPCTBEHHBIX CPEICTB, COAEpPKAIIME HAPKOTUYECKHE
CpelICTBa, NMCUXOTPOITHBIE BEIIECTBA U MPEKYPCOPHI, a TAKXKe TPEOYIOIINe 0COObIX yCIOBHIA
XpaHEHHs! (TeMIepaTypHBI pPEXUM, BIAXKHOCThH) YCIYronojgydaTelb MPelOCTaBIseT B
teueHue 2 (nBa) paboumx AHEWM ¢ MOMEHTa MOJa4yd 3asBJICHUS HAPOYHO II0 aKTy
npueMa-nepeayd B HCHBITATENbHYIO J1a0OpPaTOPUI0 TOCYAapCTBEHHOM H3KCIEPTHOM
OpraHU3alUU.

[Ipn mepeperucTpanuu JIEKapCTBEHHBIX CPEICTB NpEJOCTaBieHUE 00pa3loB,
MPEAYCMOTPEHHBIX JAHHBIM TyYHKTOM HE TpeOyeTCsl.
5) nepedeHb NPeIOCTaBISIEMbIX MATEPUATIOB PETUCTPALIMOHHOTO IOChE B 3aBUCUMOCTH OT
THIIA JIEKAPCTBEHHOT'O CPEJICTBA COOTBETCTBYET NMPUIOKEHUIO 15 K HacTosmuM [IpaBunam.

[Ipu mpoBeneHUM 3KCHEPTU3BI JEKAPCTBEHHBIX CPEJICTB MO COBMECTHOW MpOLENype
peructpauuu ¢ BcemupHoil opranuzanumed 3apaBooxpaHeHus (nanee - BO3)
YCIYTrOnoy4yaTesb MPeJoCTaBIsAeT JOKYMEHTBI, IPEyCMOTPEHHBIE B TOANYHKTax 1), 2) u 3)
HacTosiero nyHnkra [IpaBui, a Takxke:

nucbMo ot BO3 o cornmacum B NpeAoOCTaBIE€HUMU JAOCTylla K Marepuhaiam
PETUCTPALIMOHHOTO JJOChE U IKCIEPTHOMY OTUETY IO OLIEHKE U OTYeTaM (papMalieBTUUECKUX
WHCIICKIIU;
JEKIIapaluio 00 UACHTUYHOCTH (OJHH U TE e MPOU3BOACTBEHHBIE TUIOMIAAKNA aKTUBHON
(hapmaneBTHYECKON CyOCTaHIIMU W TOTOBOTO Mpemnapara, UASHTUYHBIM Ka4yeCTBEHHBIA U



KOJINYECTBEHHBIII COCTaB JIEKAPCTBEHHOIO IIpenapara) perucTpalMOHHOTO J0Che
3as1BJIEHHOTO JIEKApCTBEHHOTO IpenapaTa npexkpaiupuurpoanHomy BO3 nexkapcTBeHHOMY
npenapary Wik 0JI00pEeHHOMY PETYJISITOPHBIM OPTaHOM CO CTPOTOM PETyJISTOPHOU CHCTEMON
(SRA) (CHIA, EC (EMA), BenukoOputanus, SAnoHus).

29. Ilpu BHeceHun u3MeHeHur tuna [A yciyrononydarens MPEACTABISET 3asIBICHHAE 110
dbopme cornacHo mnpuiioxkeHuto 1 k Hactosmum [IpaBuimaM M JOKYMEHTBI COTJIACHO
npuiokeHuto 16 xk HacrosmuM [IpaBunam.

YeamyronoiyyaTeab U3BEIIAECT IOCYAAPCTBEHHYIO DKCIEPTHYIO OPTaHU3ALUIO B ClIydae
u3MeHeHus: tuna [A, TpeOyrolero HeMeJI€HHOTO HM3BEUIEHUS C LENbI0 HENpepbIBHOTO
KOHTPOJIS JIEKAPCTBEHHOTO CPEACTBA.

Jlep>KaTenb peruCTPallMOHHOTO YIOCTOBEPEHHS B paMKaXxX OJITHOTO 3asIBJICHUS YKA3bIBAET O
HECKOJIbKMX HECYIIECTBEHHBIX HW3MEHEHUsAX Tuna A, Kacamonuxcs OJIHOTO
PETUCTPALMOHHOIO YIOCTOBEPEHHUS.

B cinydae BHeceHHs M3MEHEHM, TPEOYIOUMX U3MEHEHHS JAHHBIX PETHCTPALIMOHHOIO
YIAOCTOBEPEHUSI, TOCYJAapCTBEHHBIM OpPraHOM BBIJAETCS HOBOE PETUCTPALMOHHOE
YAOCTOBEPEHUE MO IPEKHUM HOMEPOM HA OCTATOYHBIM CPOK JEUCTBUSI PErUCTPALMOHHOIO
YIAOCTOBEPEHUS.

30. IIpu BHeceHnn n3meHeHni tumna Ib ycmyrononaydarens NpeaCcTaBIsSIET 3asABICHUE 110
dopme cormacHo mpuioxkeHutro 1 k HactosmuMm [lpaBuiam M JAOKYMEHTHI COTJIACHO
npuiokeHnto 16 k HacrosmuM [IpaBunam.

JlepkaTtenu perucTpalMOHHOIO YIOCTOBEPEHHS B paMKax OJHOIO 3asBIICHUSA
YBEIOMIISIFOT O HECKOJIBKUX M3MEHeHUsX Tuna Ib, kacarommxcs oqHOTO perucTpanoHHOro
YAOCTOBEPEHHUSI, WJIM CTPYNIIMPOBATH OJTHO MJIM HECKOJIBKO M3MeHeHni tuna Ib ¢ npyrumu
U3MEHEHUAMM THhna [A, CBSI3aHHBIMH C OJHUM PETUCTPALMOHHBIM YJIOCTOBEPEHUEM, IIPU
YCJIOBUH, YTO TaKas IPyNIIMPOBKA COOTBETCTBYET YCIOBUSAM, IIEPEUYNCICHHBIM B ITPUI0KEHUU
16 k HacTosium [IpaBuiiam.

B cnydae BHeceHUs U3MEHEHMM, TPEOYIOUIUX U3MEHEHHS JaHHBIX PETHMCTPALIMOHHOTO
YIAOCTOBEpPEHUsI, TIOCYJapCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPALUOHHOE
YAOCTOBEPEHUE IO IPEKHUM HOMEPOM Ha OCTATOUYHBIN CPOK JEUCTBUS PETUCTPALIMOHHOTO
YIAOCTOBEPEHUS.

31. B cimyuae BHeceHnusi m3MeHeHus tumna Ib, Biekymero 3a co0oif apyrue
rocieaoBaTenpHble n3MeHeHus Tuna [A u tuna Ib, momaercst oaHO 3asiBIEHUE, COIEpKaIIEe
BC€ I10CJICI0BATEIIbHBIC U3MEHEHU TUNA |.

32. B ciydyae BHECEHMs 3HAYUTEIbHBIX M3MEHEHMW Tumna Il yciyromonyyaresnb
MpeCTaBIseT 3asBICHUE 1O (OpPME COTNIacCHO IpuiiokeHuto 1 k HactosamuM [lpaBunam u
JOKYMEHTHI COTJIACHO MPUI0KEeHUI0 16 k HacTosmuM [IpaBunam.

3asBIICHUE COAEPKUT OJHO M3MeHeHue tumna II. B ciyyae BHECeHHS HECKOJIbKHX
u3MeHeHul tuna I, oraenbHOE 3asBIIEHHE NOJAETCS OTHOCUTEIBHO KAXKIAOTO U3MEHEHHS,
Ka)XJ10€ 3asBJICHUE COJEPKUT CCBUIKM Ha JPYTO€ 3asBICHUE;



B cnyuae ecnu n3menenue tumna Il npuBOaUT K APYyTrUM MOCIEI0BATEIBHBIM U3MEHECHUSAM
tuna I, oqHO 3asBIEHNE BKIIOYAET BCE MOCIEA0BATENBHBIE U3MEHEHHSI BMECTE C OITMCAHUEM
COOTBETCTBHUM MEXK]ly TAKUMH NOCIEA0BATEIIbHBIMU U3MeHEeHUsIMA TUna I1.

B cnyuae ecnu n3menenue tuna Il npuBoauT K Ipyrum Nocien0BaTeNbHbIM U3MEHEHUSIM
Trna I, 0aHO 3asBIEHNE BKIIFOYAET BCE MOCIEA0BATEIbHBIC N3MEHEHUS BMECTE C OIUCAHUEM
COOTBETCTBHI MEXAY TAKUMH MOCIEA0BATEIbHBIMUA U3MeHeHUsIMU Tuna | u II.

Ilomaya 3asBiIeHUsA Ha DKCIEPTU3y BHeceHHs u3MeHeHud tuna lA, Ib, Il B
PETUCTPALIMOHHOE JJOChE OCYIIECTBISETCS YCIyronojy4yaTeaeM B TeueHHe 3 (Tpu) MECALEB
IIOCJIE YTBEPKAECHUSI BHOCUMBIX W3MEHEHUW B CTPAHE NPOU3BOAUTEINS WIH JEpKATEIs
PErUCTPaAlMOHHOTO YAOCTOBEPEHMUS.

33. Ilpu BHECEeHUU U3MEHEHUM, TPEOYIOMUX HOBOM PETHCTPALMH JIEKAPCTBEHHOTO
npenapara, yCIyromnoiaydaTeNb MPeICTABISET 3asiBICHUE 0 (opMe COTTACHO MPUITOKESHUIO |
K HactosuuM [lpaBunaMm ¢ ykazaHuWeM TuUIla MPOLEAYPHl "peructpauus”’ U AOKYMEHTHI
cornacHoO mnpuioxeHusMm 13 wunm 14 k Hacrosamum IIpaBunam, a Takxke CBeAcHHSA,
NOATBEPKIAIOIIME OIUIATy YCIyromoJlydyaTelieM Ha PacueTHBIM CUeT ToCyAapCTBEHHOMN
AKCIEPTHOM OPraHU3alMU CYMMBI JJIsS IPOBENECHUS DKCIIEPTU3bI IIPU PETUCTPALIAH.

34. YcKopeHHas 3KCIepTU3a JIEKaPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS MO PELICHUIO
YIIOJIJHOMOYEHHOT'O OpraHa U IPOBOJUTCS B CIydasX:

1) mpeaHa3HAYEHUS JIEKAPCTBEHHBIX CPENICTB IS MPOMDUIAKTUKY, JICUCHUS, TUATHOCTUKA
peaKux 3a00JI€BAHMI;

2) BOBHUKHOBCHHSI U YCTPAHCHHUH TMOCJICACTBUHN SMHUIACMUH, MaHIEMUH WH(PEKITMOHHBIX
3a0osieBaHuM (JIEeKapCTBEHHBIE MIPEMapaThl ITUOMATOI€HETHUECKOM Teparuu, MPUMEHsIEeMbIE B
HKCTPEHHBIX CUTYAIUSX B OTBET HA yTPO3bl 3J0POBBIO HAceNeHUs (aHAEMUH) U BKIIOUYEHHBIE
B KJIMHUYECKHUE ITPOTOKOJIBI JICUCHUS,

3) BOCGHHBIX ACWCTBUHM M JHKBUIAIMKW WX IOCJEACTBUM, BO3HHKHOBEHHUS,
NPEeNyNpeXACHUS] W JUKBUAAUMM TOCIEICTBUI YpE3BbIYAWHBIX CHUTyalUi, YIPO3bl
BO3HUKHOBEHHUSI, paCIIPOCTPAHEHHUSI HOBBIX 0CO0O OMACHBIX MH(PEKIHOHHBIX 3a0071€BaHUN U
JUKBUJIALIUNA UX MTOCIEACTBUI;

4) npenHa3HAYeHUs JIEKAPCTBEHHOTO MpenapaTa, MHOCTPAHHOTO TPOU3BOAUTEINS, IS
TpaHc(epa TEXHOJOTHIl Ha MPOW3BOACTBEHHYIO IUIOIIAJIKY Ha TeppuTopuu PecmyOnuku
Kazaxcras.

[Ipu nmpoBeneHNH YCKOPEHHOM 3KCIIEPTU3bl HE CHUXKAIOTCI TpeOOBaHUs K O€30MacHOCTH,
KauecTBY U 2(P(EeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

35. CoBmecTtHas mpoueaypa peructpauuu ¢ BO3 mpoBoauTca mpu SKCIEPTHU3E
JEKAPCTBEHHBIX CPEJICTB, B paMKax MPOIEAYyphl MPEeKBATU(PUKANNN U (KUIU) MPOIEAYPHI
NpU3HAHUA JIEKapCTBEHHBIX MPENnapaToB, 0A00OPEHHBIX PETYISTOPHBIM OPraHOM CO CTPOTOi
perynaropHoii cucremoit (SRA) (CIIA, EC (EMA), Kanana, [lIBelinapus, BeaukoOpurtanusi,
ABcTpanus, SINOoHMS) U OCYHIECTBISETCS B COOTBETCTBUM C mpmiioxenusamu 8 u 11 Cepun
Texanueckux nokianos BO3, Ne 996, 2016 r. "[Iponemypa COBMECTHON PETUCTPALIAA MEXKTY



IPYIIION 1O MpPEeaBAPUTENIbHON olleHKe BeceMupHoit opranuzannu 3apaBooxpanenus (BO3) u
HaIlMOHAJIBLHBIMU OpPraHaMUu PETYJUPOBAHUSA JJIsi OIEHKH W YCKOPEHHON HaIlMOHAIBHOMU
perucTpanuu (HapMareBTUIECKUX MPOAYKTOB U BAKIMH, MPOIIEAIINX MPEIBAPUTEIHHYIO
kBanudukaiuo BO3".

ITaparpa¢ 1. ITopsnok npoBeAeHN HAYAIBHON SKCISPTH3HI JICKAPCTBEHHELIX CPEJICTB

36. Ilocne peructpanuu JOKYMEHTOB, YKa3aHHBIX B NMyHKTax 28, 29, 30, 31 u 32
HacTosimx [IpaBui npoBoAUTCS HavadbHask SKCIIEPTU3A JIEKAPCTBEHHOI'O CPE/ICTBA!

MIpU FOCYAApPCTBEHHON PETHCTpalyy, NEPEPErucTpaluu, MpU BHECEHUN U3MEHEHUN B
PErHCTPALlMOHHOE TOChE, YCKOPEHHOU peructpauuu — B Teuenue 10 (necsatrs) pabounx AHE;

P COBMECTHOM npouenype peructpanuu ¢ BO3 — B cpok He npeBblaromuii 3 (Tpu)
pabounx JHEH.
B cnydae Hanuuus 3amedyaHuid yclyromnoJiyyaTeiab yCTpaHsieT 3ameuanus B Teuenue 30 (
TPUILATH) pabOUUX JTHEH.
37. Ilpu HayanbHOW SKCMEPTU3E JICKAPCTBEHHOTO CPEACTBA!

MPOBOJUTCS OIIEHKA IMOJHOTHI, KOMIUIEKTHOCTH W MPaBUIBHOCTH OQOPMIICHUS
JOKYMEHTOB, MPEICTABICHHBIX YCIYrOMOJydaTeJleM B PETUCTPALMOHHOM JOChE B
OTHOIIIEHUU JI0KA3aTeIbCTB 0E€30MacHOCTH, KadyecTBa U 3(PGHEKTUBHOCTH JIEKAPCTBEHHOTO
CpEJICTBA;

NpU 3asIBJICHUU HOBOM (HOBBIE) MPOU3BOJICTBEHHON IUIOMAIKU (MPOU3BOJICTBEHHbBIE
IUTOIIAJIKK) JICKAPCTBEHHOTO IpenapaTa Ha3HayaeTcsi (apmaneBTHUecKas HMHCHEKIUS B
MOPSIIKE W CPOKU TmpemycMoTpeHHbie [lpaBunmamu mpoBegeHust (apMareBTHIECKUX
MHCIIEKIMI M0 HaJUIeKaIUM (papMaleBTUYECKUM MPaKTUKaM, YTBEPKICHHBIMU MPUKA30M
Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 ssuBaps 2021 roga Ne KP JICM-9
(3apeructpupoBad B PeecTpe rocy1apcTBEeHHON perucTpaiuu HOpMaTUBHBIX TIPABOBBIX AKTOB
o Ne 22143) (nanee — nmpuka3 Ne KP JICM-9).

38. Ilpu HenpencTaBieHUU TOKYMEHTOB, MPETyCMOTPEHHBIX B TyHKTax 28, 29, 30, 31 u
32 mnacrosmux IlpaBui, rocygapcTBeHHasl SKCIEpTHash OpraHU3alds HaIpaBisieT
YCIIYTOTIONYYaTeN0 yBEOMIICHHE (B MPOU3BOJIBHONW (OpME) O MPEKPAIICHUN IKCTIEPTHU3BI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUHM C MOJAMYHKTOM 1) nmyHkTa 4 crarbu 239 Kojekca.

39. Ilo pe3ynpraTaMm HayaJabHOW 3KCHEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA COCTABIISIETCA
OTYET HayaJbHOM DKCIEPTU3BI JEKAPCTBEHHOTO CPEJCTBA COTJACHO NpPHIOXKEHUo 17 K
HacTosimiuM [lpaBwiaM WM OTYET HAYaJbHOM HSKCMEPTU3bl U3MEHEHUH, BHOCHUMBIX B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEICTBA COTIACHO MPHIIOKEHUIO 18 K HaCTOSIIIMM
IIpaBunam.

ITaparpa¢ 2. ITopa0Kk IpOBEAEHUS CIEHANN3HPOBAHAON SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB



40. ITomoXuTENbHBIN pe3ynbTaT HAYaJIbHOW SKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA
ABJISIETCSI OCHOBAHUEM JIJISl IPOBEJEHUS CIELMAIIM3UPOBAHHON SKCIIEPTU3bI JIEKAPCTBEHHOTO
CpEJIICTBA.

41. Crneunanu3upoBaHHasl HKCHEPTHU3a JIEKAPCTBEHHOI'O CPEACTBA BKIIOYAET OLICHKY
0€e30MmacHOCTH, KauecTBa U 3(H(PEKTUBHOCTH U COOTHOIICHHUS TMOJIb3a-PUCK JIEKAPCTBEHHOTO
CPEACTBAa Ha OCHOBAHWM aHAJIW3a U SKCIEPTU3bI JaHHBIX B JOKYMEHTAaX PErUCTPALMOHHOIO
I0ChE, AaHaJIM3 OT4YeTa MO0 pe3yiabraTaM (apMaleBTUYECKOW WHCIEKIUU MPH
rOCy/1apCTBEHHOM pPErucTpanuy, IEpeperucTpalud WJIH BHECEHUUM W3MEHEHUHU B
PEruCTpallMOHHOE JO0ChE JIEKAPCTBEHHBIX CPEACTB, a TAaKXKE OIEHKY pPaluOHAJIbHOCTU
KOMOHMHAIIUY JEHCTBYIOIUX BEIECTB B COCTABE JIEKAPCTBEHHOT'O CPEACTBA B COOTBETCTBUU C
[lepeunem HepanMOHAIBHBIX KOMOWHAILIMN JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHUIIOKEHUIO
19 k nactosium [IpaBuiam.

B nepuoa npoBeneHHs CIEUAIU3UPOBAHHON SKCIIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA
MIPOBOJIUTCS MPOBEPKA ayTEHTUYHOCTH MEPEBOJA MM NMEPEBOJ Ha KAa3aXCKUM SI3bIK OOIIei
XapaKTEpUCTHUKU JIEKAPCTBEHHOTO IpernapaTa, MHCTPYKIUHU 10 MEAUIUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOI'O MpernapaTta (JTMCTOK-BKJIAbII), MAKETOB MAPKUPOBKHU YIIAKOBKHU, 3TUKETOK,
CTUKEPOB C MAPKUPOBKOM.

42. I'ocynapcTBeHHas SKcriepTHas opranuzanus B redenue 10 (aecsatsb) pabouux gHEH co
IHA Hayaja CHEHHAIU3UPOBAHHOM HSKCHEPTU3bl HANPABISIET YCIYTONOJYyYaTelro
YBEIOMIICHUE O HEOOXOAMMOCTH TpoBeleHUs ¢dapMalleBTUYECKO HHcneknuu (B
MPOU3BOJIBHON (hOpME) B CIEAYIOMIUX CIyYasx:

Py BHECEHUU HOBOT'O THIIA JIEKAPCTBEHHOTO MpernapaTta (peKOMOWHAHTHBIN Tpenapar,
Ipernaparsl KJIETOYHOM TEpanuu, IpernapaTrsl TEHHOW TEpanvy, JEUCTBYIOLIEE BEIIECTBO,
SBJISAIOIEECS HOBBIM XMMHYECKUM COEIMHEHHEM, IpernapaThl KpoBU, opdaHHBIN Npenapar,
NepBbIi BOCTIpOoU3BeA ¥ HHBIM MM OuoaHanor (OmocuMuisip) Ha Tepputoputo PecryOnuku
Kazaxcran;

Py BHECEHUH HOBOU (HOBBIE) MPOU3BOJICTBEHHOM IUIOIIAIKHU (MPOU3BOACTBEHHbIE
MJIOMIAAKK) OHOJOTHYECKONW (MMYyHHOOMOJIOTHYECKOW) aKTUBHOU (hapMarieBTUUeCKON
CyOCTaHIIMM WJIM KIMHUYECKOTO IeHTpa (KIMHUYECKUE LEHTPhI) HCCIeIyeMOTro
JIEKapCTBEHHOT'O IIpenapara;

Opu BbIABICHUHM (PAKTOB, CTABAIIMX IMOJI COMHEHHUE JIOCTOBEPHOCTH CBEIICHUH,
MPEICTABICHHBIX YCIYronojaydaTeleM B PErucTPallMOHHOM JOCh€ B OTHOIIEHUU
MPOBEJICHHBIX JOKIMHUYECKUX (HEKIMHUYECKHUX) HCCIEeNOBaHUNU (MCIHBITAHUI)
JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HUCCIEAOBAHUN (MCIBITAHUMN) JEKAPCTBEHHBIX
IIpenapaToB WK MPOU3BOJICTBA JEKAPCTBEHHOTO CPELICTBA;

IpY MPUBJICYEHUHU ayTCOPCUHTOBBIX YCIYT JJIA CUCTEMbI (hapMaKoHaA30pa JAepKaTens
PErHCTPALlMOHHOTO YIOCTOBEPEHUS;



IIPU [IPOTUBOPEYMBOCTH JAHHBIX: OTCYTCTBHE WJIM HEJOCTATOYHOCTH B IPOTOKOJIE U
OTUYETE O KIMHUYECKOM HMCCIIEIOBAHUM CBEICHUM, OMMCHIBAIOIIMX ONPEAEIEHUE MTOKA3aTeNen
s dexTuBHOCTH U (1K) 6€30MaCHOCTH;

MpY BKJIIOUEHUH B KIIMHUYECKHUE UCCIIEI0BAHUS 1I€JIEBOM MOMYISUU (AeTH, MallueHTHI B
KPUTUYECKOM COCTOSIHHH).

43. Cneuuanu3vpoBaHHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPEICTBA OCYLIECTBISETCS
IPYIION 3KCHEPTOB TOCYJAPCTBEHHOW 3KCIEPTHOM OPraHu3aldH C MPUBJIECYEHUEM (IpU
HEO0OXOMMOCTH) BHEIITATHBIX MPO(UITBHBIX SKCIIEPTOB.

44. 1lo pe3yibTaTaM H3y4Y€HHUS JTOKYMEHTOB PETMCTPALIMOHHOTO JOCHhE HA JTare
CHELUATU3UPOBAHHON 3KCIIEPTU3bl YCIYTrONOJIy4YaTeNl0 HAMPAaBIISIETCSl CBOJHBIN 3ampoc (B
MPOU3BOJIBLHON (QopmMe) Mo Oe30MacCHOCTU, KayecTBY M 3((PEKTUBHOCTH JEKAPCTBEHHOTO
CpeAcTBa:

IPpU TOCYIapCTBEHHOM PErucTpallii, B TOM YUCJIE BHECEHHUE M3MEHEHUMU, TPeOyIoImmX
HOBOW PETUCTPALMM, IIPU MEPEPETUCTPALINN, IIPU BHECEHUN U3MEHEHNN B PETUCTPALIMOHHOE
nocke Tumna Ib u tuma Il ¢ mpoBemenneM abopaTOpHBIX HCIHBITAaHUNH — B TeueHue 60 (
IIECTH/IECAT) pabOUNX JHEH;

IIpU BHECEHUM M3MEHEHUM B perucTparuonHoe gqocke tuna A, tuna Ib u tuna II 6e3
MIPOBEICHUS TAOOPATOPHBIX UCTIbITAHUHN — B TeueHue 30 (Tpuauare) pabounx JHEH;

IIPU YCKOPEHHOM PErUCTpalyy JEKapCTBEHHOTO CPEACTBA - B TeUeHHE 35 (TpuauaTh MATh
) pabouux JHEH;

P COBMECTHOU mpouenype peructpauuu ¢ BO3 - B cpok He npeBbIIaromui S (msTh)
pabounx JHEH.

CBoaHbIll 3ampoc, BKIIOYas 3aMEUaHusi K OOIIeld XapaKTEpUCTUKE JIEKAaPCTBEHHOIO
npernapara, MHCTPYKIMUA MO MEAULIHUHCKOMY MPHUMEHEHHUIO JIEKApCTBEHHOro Ipemnapara (
JIMCTOK-BKJIA/IBIII), MAKETaM MApKUPOBKM YINAKOBKH, 3TUKETOK, CTUKEPOB C MAPKHUPOBKOA,
HOPMAaTHUBHOMY JTOKYMEHTY, 3aBEPEHHBIN MOCPEACTBOM 3JIEKTPOHHON MUGPOBOM MOAMUCH
HarpaBJIsieTCsl Yepe3 HHPOPMAIIMOHHYIO CUCTEMY YCIYTonoyyaTesto B "MHYHbIN KaOuHeT" B
JI€HB MMOJANMCAHNS UCXOIAILIEr0 3a1poca.

45. Ycayrononydarenab HapaBisieT B OJIHOM 00beMe OTBET U HE0OXOIUMbIEe MaTepHaIIbl
Ha 3ampoc rocyJapCTBEHHOW 3KCIEPTHOW OpraHuM3aluyd B CpoK He mpesbimaromuid 50 (
ISATHACCST) pabOUYMX THEH.

46. 1o pe3ynbpTaTaMm CHeUATU3UPOBAHHON PKCIEPTHU3bI B CPOK HE TpeBbimaronui 10 (
JIECATH) paboYMX JTHEH roCcydapCTBEHHON SKCIIEPTHON OpraHu3allue COCTaBISAETCS CBOTHBIM
OTYET 3KCIEPTOB IO OLEHKE JEKAPCTBEHHOIO Mpemnapara no GopMe COTrJIACHO MPUII0KEHHUIO
20 x HacrosmuM IIpaBuiiaMm M CBOJHBIA OTYET HKCHEPTOB IO OLEHKE JIEKAPCTBEHHOTO
npenapara npu U3MEHEHUSX, BHOCUMBIX B PETUCTPALMOHHOE J10ChE COMIACHO MPHIIOKEHUIO
21 x HactossmumMm [IpaBuiam.

IIpu skcnepTr3bl MO COBMECTHOU mpouenype peructpauuu ¢ BO3 no pesynpratam
CHEUHAIM3UPOBAHHON 3KCIEPTU3bl B CPOK HE MpeBblaromuid 3 (Tpu) padbouyux gHEU



COCTaBJISIETCSI CBOJHBIM OTUYET SKCIEPTOB IO OLEHKE JIEKAPCTBEHHOTO Mpenapara 1no gpopme
corjacHo npuioxkeHuto 20 k HactosmuM [IpaBunam U CBOJHBIN OTYET SKCIEPTOB MO OL[EHKE
JIEKapCTBEHHOI0 IpenapaTa IpU U3MEHEHHSIX, BHOCUMBIX B PETHCTPALMOHHOE J0ChE
corjlacHo npuioxenuto 21 k HacrosmuMm [IpaBunam.

47. OCHOBaHHSIMHU COCTaBJIEHHS CBOJIHOT'O OTYETA SKCIEPTOB 110 OLICHKE JEKAPCTBEHHOT O
npenapara ¢ OTPULIATENIbHBIM PEIIEHUEM SIBIISTFOTCS:

1) HenmpeacTaBIeHHE MOJTHOIO KOMIUIEKTa PETMCTPALMOHHOIO J10ChE MOCHE BbIIAYU
3aMEUaHUN YCIYyTONOJIy4aTeJl0 B IIPOLECCE NPOBEIECHUA OKCIEPTU3BI B CPOKH,
yCTaHOBJIEHHbIE HacTosiuMHu [IpaBunamus;

2) NpeACTABJIEHHUE YCIYTONOIy4aTeIeM HEJTOCTOBEPHBIX CBEACHUIA;
3) OTHOIIEHHE 0KUJIAEMOM TOJIb3bl K BOBMOXKHBIM PUCKAM, CBS3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOTIO Mpernapara, He ABJISIETCS 0J1aronpUsTHBIM;

4) Oonee HU3KHE IMOKa3aTeNIM KayecTBa M 0€30MaCHOCTH, PEriaMEeHTHPOBaHHBIE
l'ocynapctBennoit ¢apmaxoneeir Pecnyonuku Kazaxcran wunm  dapmakonesimu,
NpU3HAHHBIMU JEHCTBYIOMMMU Ha TeppuTopun Pecnybnuku KazaxcraH, uiu B CpaBHEHUH C
paHee 3aperucCTpUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4Ke B COCTaBE JEKAPCTBEHHOIO CPEJCTBA BEIIECTB U MAaTEPUAIIOB, 3aIPEILEHHBIX
K npuMeHeHuto B Pecniyonuke Kazaxcran;
6) HaJIM4Ke B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (DOPM KOHCEPBAHTOB;

7) nmony4eHue OTPHULATEIbHBIX PE3yJIbTAaTOB OJHOTO M3 ATANOB 3KCIEPTU3BI U (KIIN)
OTPHUIATEIBHBIX 3aKIIOYCHHUH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3AIIHIA;

8) HecooTBETCTBUE (PAKTHUECKUX YCIOBUM MPOM3BOJCTBA M CUCTEMBI OOECIeUeHUS
KauecTBa YCJIOBHUSM, OOECIEUMBAIOIIMM 3asBICHHYIO 0€30MacHOCTh, 3(PPEKTUBHOCTh H
Ka4yecTBO, 10 pe3yJibTaTaM OLEHKU CUCTEMbI OOECIIeUeHus KauecTBa;

9) orka3 ycayromojaydaTesiss OT OpraHM3alUM MOCELIEeHUs npeanpusTus (
IIPOM3BOJICTBEHHON IUIOMIAJAKH) C LEJIbI0 OLEHKU CUCTEMBI OOECIEYEHHs] KayecTBa B
COOTBETCTBUM C TpeOOBaHUSIMHU 3akoHoAaTenbcTBa PecnyOnuku Kaszaxcran, a Takxke He
opraHmu3anus (GapManeBTUIECKOW HWHCHEKIIMU CPOKHU, MPEAyCMOTPEHHBIE MYHKTOM 42
HacTosuux [IpaBui;

10) BeIsIBIEHUE HEPALIMOHATIBHBIX KOMOMHAIIMI JIEKAPCTBEHHBIX CPE/ICTB;

11) ycnyrononydarenem He JokazaHa KiIuHUYecKas 3G()EKTUBHOCTh U 0€30MaCHOCTh
JIEKapCTBEHHOT'O IIpenapara;

12) kauecTBO JIEKAPCTBEHHOT'O Mpenapara He MOATBEPKICHO;

13) nokazaHHOe HEOJAronpusITHOE COOTHOIIEHHE "MOJIb3a-pUCK" WIIU BBISBICHHOE
OTCYTCTBHE TepaneBTUYECKOW A(H(PEKTUBHOCTH MPU COOJIOJACHUU YCIOBUNM MPUMEHECHHS
JIEKapCTBEHHOTO TMpenapaTra, ONUCAHHBIX B YTBEPXKICHHOM 0O0IIell XapaKTepUCTHKE
JIEKapCTBEHHOTI'O IIpenapara B MOCTPErUCTPALIMOHHBINA IEPUO/;

14) ycraHoBieHHbIE MO AaHHBIM (hapMakoHaa30pa (GakThl, yKa3bIBAIOIIUME Ha
HEOIaronpuaATHOE COOTHOILIEHHE 'MOJIb3a-pUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCJIE



MPEBBIIIEHUE YaCTOThl PENOPTUPOBAHUS HEXKENATEIbHBIX pPEAKIUid MO CPABHEHUIO C
JTAHHBIMHU, YKa3aHHBIMU B YTBEPXKJICHHOU OOIIel XapaKTEpUCTUKE JIEKApCTBEHHOTO
npenapara;

15) HecooTBETCTBHME KA4YECTBEHHOI'0 M KOJWYECTBEHHOTO COCTaBa Mpemnapara
3asIBJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KaueCTBA JIEKAPCTBEHHOIO Mpenapara B
NEPUOJ] €ro oOpallleHHs Ha PhIHKE 3asiBICHHOMY Ha MOMEHT €ro PerucTpaluu;

16) HEBBINIOIHEHUE EpPKATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHUSI 00513aTENBCTB 10
(bapmakoHaI30py;

17) BHOCHMBIE U3MEHEHHUSI OKa3bIBAIOT OTPUIIATENILHOE BJIMSIHUE HA COOTHOLIEHuEe "
M0JIb3a-pUCK" JIEKAPCTBEHHOIO Mpenapara.

48. Pe3ynbTaThl CBOJHOIO OTYETA SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Ipernapara ¢
OTPULATENILHBIM PEIIEHUEM MU MaTepHuajbl PETrUCTPAIMOHHOTO JI0ChE HAMPABIISIIOTCS B
DKCIEPTHBIN COBET ISl IPUHATHS PELICHUS.

OKCHEPTHBIM COBET paccMaTpUBAET MOCTYMUBIIUE MaTepUalibl €KEMECSYHO, U
pe3yJIbTaThl PEUICHUs C YKa3aHUEM IMPUYMH HAMPABIISIOTCS 3asBUTEIIO B T€UEHUE S5 (TISTh)
pabounx JHEH.

[Ipu skcniepTU3e Mo COBMECTHOM mpouenype peructpaunu ¢ BO3 pe3ynbTarhl pemeHus ¢
yKa3aHUEM MPUYUH HAIIPaBJISIOTCS yCIYTonoy4aTeto B TeueHue 2 (18a) pabouero JiHs.

49. I1o pe3ynpTaram DKCIEPTHOTO COBETA rOCyAapCTBEHHAS SKCIIEPTHASI OpraHu3anus B
TedueHue 5 (mAThb) paboumx AHEW AOMOJIHSAET CBOJHBIM OTYET HKCHEPTOB IO OLEHKE
JIEKapCTBEHHOTO Tpenapara no Gopme cormacHo npuwiokernto 20 k HacTosimuM [IpaBmnam u
CBOJIHBIM OTYET 3KCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Ipernapara MNpu HU3MEHEHHSX,
BHOCUMBIX B PETUCTPALMOHHOE JIOChE COTJIACHO MPUIOKEHUIO 21 k HacTosimuM [IpaBuiam.

IIpu coBmecTHOU mnpouenype peructpauuu ¢ BO3 rocynapcrBeHHasi 3KcHepTHast
opranu3aius B TeueHue 1 (0auH) paboydero JHs JIOMOIHSAET CBOJHBIM OTUET SKCIEPTOB IO
OIICHKE JIEKAPCTBEHHOTO Tpemnapara 1mo (Gopme corjiacHo MpuiiokeHuio 20 K HACTOSIIHUM
[IpaBuniaM ¥ CBOJHBIM OTYET JKCHEPTOB MO OIEHKE JIEKAPCTBEHHOrO Mpemnapara Mpu
M3MEHEHUSIX, BHOCUMBIX B PETUCTPALIMOHHOE JJOChE COTIIACHO MPUIOKEHUIO 21 K HACTOSAIIUM
[IpaBunam.

B oTuere sKkcnepToB MO OIEHKE JIEKAPCTBEHHOIO Mpenapara OTPaKaroTCsl BCE aCHEKThI
6e3omacHOCTH, KauecTBa U 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.

50. Undopmanus B UMII (aucTOK-BKIIAABINI) OPUTHUHATIBHOTO JIEKAPCTBEHHOTO
npenapara, mnpeiaraemoit mna Pecnybnuku Kazaxcran cooTBeTcTByeT uH(pOpMaimw,
m3noxxenHot B OXJIII ogoOpeHHON yIOJTHOMOUYEHHBIMU OpraHaMH CTPaHbl MPOU3BOAUTES
WJIU CTPaHBbI IepKaTeNsl PErUCTPAIlMOHHOTO yI0CTOBEPEHHSI.

B OXIJIII, UMII nexkapcTBeHHOTO Tpemnapara (JUCTOK-BKJIAJBINI) OTpakaeTcs
uHpOpMaANMs O BCIIOMOTATEIbHBIX BEMIECTBAX, HOMHHAJIBHOM WX COJCPKaHUHU B
JIEKapCTBEHHBIX Ipernaparax, a TAaKKe OrpaHUYEeHUs IPUMEHEHUS JIEKapCTBEHHOIO Mpenapara
COTJIACHO MPUJIOKEHUIO 22 K HacTosAmuM [IpaBunam.



51. OXJIII, UMII (mucTOK-BKJIAIbIINI) BOCIPOU3BEICHHOTO, OHMOAHATOTHYHOTO
JIEKapCTBEHHOI'0 Iperapara COOTBETCTBYET OOIIEH XapaKTEPUCTUKE OPUTHUHAIBHOIO
JIEKApCTBEHHOr0 mpenapara. B ciiydae OTiIWuYMs B HMHCTPYKIMHU IO MEIUIUHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIABIII) BOCIPOU3BEIEHHOTO, OMOAHAIIOTMYHOIO JIEKAPCTBEHHOTO
npenapara OT OPUTMHAJIBHOTO Mpenapara IO MOKa3aHWSM K IMPUMEHEHHUIO B CTOPOHY
paclIMpeHus, WIK peXUMa JO3UPOBAHUS WIIW IYyTH BBEACHUS MPEIOCTABIIAIOTCSA PE3YJIbTaThI
COOTBETCTBYIOIIMX KIMHUYECKUX UCCIICTOBAHUM.

52. Jlepxareiib perucTpallMOHHOTO YJIOCTOBEPEHHSI OPUTMHAJIBHOTO MpenapaTa MoJaeT
3asiBJieHHe Ha BHeceHue u3MeHeHud B UMII (ucTok-Bkiajsiin) B TeueHue 70 (ceMbaecsT)
pabounx pgHedt mocie obHoBieHus OXJIII B cTpaHe mpoW3BOAUTENS WU JEpKATEIs
PETUCTPALIMOHHOTO YAOCTOBEPEHMUS.

53. Tl'ocynapcTBeHHasi 3KCHEPTHAs OpraHU3alMsl IMOCJI€ BHECEHHUS U3MEHEHHUI B
MHCTPYKLHMIO OPUTMHAIBHOTO JIEKAPCTBEHHOTO ITpenapaTa Win Npu OTCYTCTBUU PETUCTPaALlUA
OpUTrHHANIBHOTO Tpenapara B PecyOnuke Kazaxcran, mpu BBISIBICHUM O MEXKIYHAPOIHBIM
UCTOYHHMKAM W pe3ysbTaTaM ¢apMakoHaa30pa 00 M3MEHEHHUSX B OOIIel XapaKTEepUCTUKE
OpPUTMHAJIBHOTO JIEKAPCTBEHHOI'O IpenapaTa M3BelaeT yepe3 MHPOpMAaIMOHHbIE PECYPCHI
BCEX JeprKaTellel pPErucTpalMOHHBIX YIOCTOBEPEHUM TE€HEPUUYECKUX MPErnapaTtoB o
HEOOXOJMMOCTH BHECEHHUsI COOTBETCTBYIOIIMX M3MeHeHud B MIMII (nucTOK-BKIAABIIT) U
OXIJIIT uepe3 mpolienypy BHECEHUS] U3MEHEHUN B PErUCTpallMOHHOE J0che B TeueHue 70 (
ceMbjiecsT) paboyux AHEH IMOcje BHECEHUS M3MEHEHUW B MHCTPYKIHMIO OPUTHHAIBHOTO
npenapata MHQOpMaMu 1Mo O0€30MaCHOCTH C JaThl pa3MElIeHUsT MHPOpMAIMU Ha caiTe
AKCHEPTHOU OpraHU3aLNU.

Jlepxarenb perncTpanMoOHHOrO YIOCTOBEPEHHSI OPUTHMHAIBHOIO NpenapaTa BHOCUT
m3menenus B WMII (nmucrtok-Bkianpim) u OXJII Ha ocHOBaHMM pa3MElIEHHOW Ha
MH(OPMALIMOHHOM pecypce ToCyJapCTBEHHOM 3KCHEPTHOW OpraHM3aluud MHPOPMALMH IO
HECOOTBETCTBHUSM, BBISBICHHBIM B pe3yibTare (apMakoHaa30pa U MO OGUIIMATHHBIM
MEXKTyHApPOHBIM UCTOUYHHMKAM B TedeHue 70 (cempecar) pabounx THEH C AaThl pa3MelieHUs
uH(OpMAITNHU Ha CaiiTe SKCTIEPTHON OpraHU3aIlvu.

Jlepxatenu perucTpalMOHHBIX YAOCTOBEPEHUM IMOAAIOT 3asBJICHHE HA BHECEHUE
M3MEHEHUN B PErucTpalroHHoe Joche B TeueHue 70 (cembiecar) pabouux JHEW ¢ JaThl
pa3MelieHus TapMOHU3UPOBAHHOW MH(GOpPMAIUU HAa CalTe KCIEPTHON OpTraHU3alUH IO
3aperucTpupoOBaHHbIM JiekapcTBEeHHBIM Tpenaparam B OXJIII m UMII nexapcTBEHHOrO
npenapara (JMCTOK-BKJIAJbINI) JIEKAPCTBEHHBIX IMIpPEnapatoB ¢ OJHUM U TEM XK€
MEXIyHAapOHbIM HEMAaTEHTOBAHHBIM HA3BAHUEM WJIM C OJIHUM U TEM K€ JCHCTBYIOUIUM
BEILIECTBOM.

54. IIpy HEBBINIOJIHEHUH YCIIOBUA, YKa3aHHOTO B NMyHKTaxX 52 u 53 Hactosimux [IpaBu,
rOCy/IapCTBEHHAs JKCIEpPTHAas OpraHu3amus yBegomysieT (B TPOU3BOJBHOU (opme)
roCyJapCTBEHHBIA OpraH 0 HeOOXOAMMOCTH NMPUOCTAHOBIICHUS IEUCTBUS PETUCTPAIMOHHOTO
YIAOCTOBEPEHUS.



55. DkcnepTu3a N3MEHEHN, BHOCUMBIX B PETHUCTPALIMOHHOE JOChE, OCYIIECTBISECTCS Ha
JIEKapCTBEHHOE CPEJICTBO B MEPUOJA JEHCTBHUS PETUCTPALMOHHOIO YJAOCTOBEPEHHUS U HE
OKa3bIBAET OTPUIATEIIBHOTO BJIMSHHS Ha COOTHOIICHUE I0Jb3a-PUCK JIEKAPCTBEHHOTO
npernapara.

56. 3MeHeHus kiaaccU(PpUUUPYIOTCS B COOTBETCTBUU ¢ [lepeuHem BHIOB M3MEHEHHI,
BHOCHMBIX B PETUCTPALMOHHOE JI0ChE JIEKAPCTBEHHOTO CPEJICTBA COIIACHO MPUJIOKEHUIO 16
K HacTosamum [IpaBunam Ha:

1) HecyliecTBEHHOE U3MEHEHUE TUTA [A — U3MEHEeHHEe, KOTOPOE OKa3bIBAET MUHUMAIbHOE
BJIMSIHUE WJIM HE OKa3bIBa€T BJIMSHUS Ha 0€30IaCHOCTb, KauecTBO U 3(P(PEKTHUBHOCTH
3aperucCTPUPOBAHHOTO JIEKAPCTBEHHOI'O IMpemnapara, MHOJAAHHOE B NEPUOJ JEHCTBHS
PErUCTPAILIMOHHOTO YJIOCTOBEPEHUs JIEKApCTBEHHOTO Mpernapata U He Tpedyroliee HOBOM
perucTpanuu;

2) HecyulecTBeHHOE u3MeHeHue tuna Ib - uamenenue, KoTopoe He nmoANaAaroNee Mo
onpenenenus u3Menennid tuna [A u tuna II, He TpeOyroliee HOBOI perucTpalmy;

3) 3HaunMoe u3MeHenue tumna Il - mo0bie u3MEHeHUs K MaTepHrallaM PEerucTPAllMOHHOTO
JI0Che, HE TpeOyIIIMe HOBOW pErucTpalu JEKApCTBEHHOrO Ipernapara U KOTOpbIE
OKa3bIBAIOT 3HAYUTEIILHOE BIUSHUE HA €r0 0€30MacHOCTbh, KaueCcTBO U 3 (HEKTUBHOCTH;

4) usmeHeHus, TpeOyIolMe HOBOM perucTpaluy JEKapcTBEHHOTO Ipenapara;

5) cpouHble U3MEHEHMS, Kacaroluecss 0e30MacCHOCTH JIEKapCTBEHHOI'O CpeiCTBa -
CPOUHBIE BpPEMEHHbIE OTPAHUYEHUS, CBS3aHHbIE C OE30MACHOCTHIO MCIOJIb30BAHUS
JIEKapCTBEHHOT'O Mpenapara, KOTOpbIe BHEAPSAIOTCS YCIYrONnoJy4yaTesieM B CITy4ae BbISABICHHUS
pucka g OOIIECTBEHHOI'O0 3/0POBbS MPH NPUMEHEHHH 3aperucTpUpOBaHHOrO (
MEePEPETUCTPUPOBAHHOIO) JIEKAPCTBEHHOr'O MperapaTa.

Jlepxatenpb perucTpalMoOHHOTO YI0CTOBEpEHUs B TeueHue 24 (ABaaiaTh YeThIpe) 4YacoB
YBEJIOMJISIET O BBOJIUMBIX UM OTPAaHUUCHUSIX TOCYAapPCTBEHHBIN OpraH.

Ecnu B Teuenue 24 (nBannath 4eThIpE) 4ACOB MOCIE MOTYYSHHS 3TOH HHGOPMAITUU OT
rOCyJIapCTBEHHOTO OpraHa HE MOCTYIHUJIO BO3PaXEHUW, JKCTPEHHBbIE OTPaHUYECHUS,
CBSI3aHHBIE ¢ O€30MACHOCTHIO, CYUTAIOTCS PUHATHIMU.

Cpoku peanuzanuy OrpaHUYECHUN OTOBAapUBAIOTCS AEPKATEJIEM PETUCTPALMOHHOIO
YAOCTOBEPEHUS U TOCYIAPCTBEHHBIM OPTaHOM.

OKCTpEHHbIE OTPAHUYEHMS, CBSI3aHHBIE C OE30MACHOCTHIO, HHUIIMUPYIOTCS
roCyJapCTBEHHBIM OPraHOM MPU HAJTUYHMK PUCKA JUJIS )KM3HU U 3J0POBbS YEIOBEKA.
3asiBlIcHHE HA BHECEHUE U3MEHEHUH, KacalOIIUXCSA BBEJICHHS SKCTPEHHBIX OrpaHUYEHUH (
MHULUUPOBAHHBIX JIepKaTelleM PErucCTPAllMOHHOIO YAOCTOBEPEHHUS UM TOCYAapCTBEHHBIM
OpraHoM), MOJAETCS AEpKaTeJeM PErHCTPALMOHHOTO yAOCTOBEPEHUS Ha PACCMOTPEHHE HE
no3aHee, 4eM B TeueHue 45 (COpOoK MATh) pabouux AHEH ¢ MOMEHTa YBEAOMIICHUS.

57. B ciayuyae BHeceHUS M3MEHEHHUS, KOTOpOE HE KIacCU(PUIUPOBAHO B HACTOSAIIUX

paBuiIaX, yCIyTronoiay4yaTesb 00paiaercs B rocyJapCTBEHHYIO SKCIIEPTHYIO OPraHU3alUIo



yepe3 MpoIeAypy KOHCYIbTAIMU C IENIbI0 MOJYyUYEeHHUs] PEKOMEHAIUU 10 KiacCudUKauu
WU3MEHEHHS.

['ocynapcTBeHHas sKcriepTHas opranusanus B TeueHue 20 (aBaamnaTth) pabodyux mHEH
1ocJie MOJTYYEHHUs 3aMpoca HAMPABISIET OTBET YCIYTOMOIYYaTeN0 B SJEKTPOHHOM U (WJIH)
OyMaXHOM BUJIE.

58. Jlepatenb peruCTPALMOHHOTO YIOCTOBEPEHHUS MIPEOCTABIIAET JEKIAPALIMIO O TOM,
yto B npoektax OXJIIT u MMII Bocnpou3Be€eHHOT0, THOPUIHOTO WM OMOAHAJIOTUYHOTO (
OHMOIO00HOT0) JIEKAPCTBEHHOTO Mpernapara OTCyTCTBYIOT oTinyust oT aAectByrommx OXJIII
u UMII opurunansHoro (pedepeHTHOTO) JIEKApCTBEHHOIO Mpernapara, 3a HUCKIIOUCHUEM
OTIUYMN WH(POpPMAIMU O MPOU3BOJIUTENE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTATEIhHBIX
BEILECTB U Pa3Inuuii B OMOAOCTYITHOCTH UK (hapMaKOKHMHETHKE.

59. Jlepxarenb pPErMcTPalMOHHOIO YJOCTOBEPEHUS MPEAOCTABISAET MOCTPOUYHOE (
PacIojoKeHHOE TapajuiesIbHO Ha OJHOM JucTe) cpaBHeHue AeicTByronux OXJIIT u UMII
OpPUTHHAIBHOTO (pedepeHTHOro) JeKkapcTBeHHoro npenaparta u npoekro OXJIT u UMII
BOCITPOM3BEICHHOT0, THOPHIHOTO WJIM OMOaHAJIOTHYHOTO (OMOIIO00HOT0) JIEKapCTBEHHOTO
npenapara ¢ BbIICJICHUEM U 00OOCHOBAaHUEM BCEX OTIMYUM.

60. [depxaTenap perucTpalliOHHOTO YIOCTOBEPEHHUS MIPH M0jaue 3asBJICHUS] HA BHECECHUE
m3MeHenuit B OXJIIT u UMII npenoctaBigeT BeIOMOCTh U3MEHEHUN C YKa3aHUEM MTOCTPOYHO
PacON0KEHHOTO CPAaBHEHUs TEKCTAa BHOCHUMBIX W3MEHEHUN C TEKCTOM YTBEPKICHHOU
BEPCUHU.

61. DkcniepTHas opraHu3alnys UHUUUMUPYET NPOLENypy MPUBEIECHHUS B COOTBETCTBHE (
rapMoHu3anus) UHGOpPMAIMU 1O 3apEerHUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIperaparaM B
OXJIIT m UMII nekapCTBEHHBIX HpENapaToB C OJHUM U TEM XK€ MEXKIYHApPOIHBIM
HENATEHTOBAaHHBIM HAa3BaHUEM WJIA C OJJHUM U TEM K€ JCHCTBYIOIIUM BEIIECTBOM.

62. [lepxaTenb perucTpallMOHHOrO ynoctoBepeHus npu pazpadorke OXJIT u UMII
BOCITPOU3BEIEHHOTO, THOPUIHOTO MM OMOaHATIOTHYHOTO (OMOTOI0OHOT0) JIEKAPCTBEHHOTO
rpenapara MpH MOJAade 3asABICHUS HA SKCIEPTU3bl NPHU PETHCTPALMU, a TAKXKE IPHU
MEPEPETUCTPALIMU U BHECEHUN U3MEHEHUI PyKOBOJACTBYETCS IPUBEIECHHON B COOTBETCTBHE (
rapMoHu3upoBanHoit) wuHpopmamuet mo OXJIII u HMMII no wexayHapoaHOMY
HEIATEHTOBAaHHOMY HAa3BaHMIO MJIM COCTABY JEHUCTBYIOIIMX BEIIECTB, PA3MEILICHHBIX HA CalTe
AKCHEPTHOW OPraHU3aIMKU Ha Ka3aXCKOM U PYCCKOM SI3bIKAX.

ITaparpad 3. ITopsamok mpoBeaeHUs Ta00PaTOPHEIX HCITKITAHH JIEKAPCTBEHHBIX CPEJICTB

63. JlabopaTopHbIE UCIIBITAHUS JIEKAPCTBEHHOTO CPEICTBA OCYLIECTBISIOTCS B CPOKU HE
npesimaromue 70 (cempaecsaT) paOoyux JHEH €O JIHS TMOCTYIUICHUS] JOKYMEHTOB Ha
CHEIUATM3UPOBAHHYIO JKCIEPTU3Y B HCIMBITATEIBHBIX J1a00PATOPHUSX TOCYIAPCTBEHHOU
DKCIIEPTHOW OpraHU3aluu B IEIIX MOATBEPKICHUS COOTBETCTBHUS IOKa3aTeaeu
0€30IacCHOCTH U KayeCcTBa JIEKAPCTBEHHOT'O CPEJICTBA M BKIIOYAIOT:



1) aHaIM3 aHAaMTUTUYECKOTO HOPMATUBHOTO JOKYMEHTA JIEKAPCTBEHHOI'O CPEJICTBA B YACTHU
METOJIUK MPOBEICHUS UCTIBITAHUI;

2) nmpoBeicHNE Ta0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBHE TPEOOBAHUSIM HOPMATUBHOTO
JOKYMEHTa 10 KaueCTBY;

3) onpeneneHre BOCIPOU3BOIUMOCTH AaHAIUTUYECKUX METOIUK KOHTPOJISI Ka4eCTBa.

HcnbiTanue 00pa3lioB JIEKAPCTBEHHBIX CPEJCTB C HMCIOJIb30BAaHUEM KOMILIEKCa
(U3UKO-XUMUYECKUX, OUOJIOTMYECKUX UCCIENOBAHUI HAMNPABICHO HA OINpEAeiCHUE
KOJINYECTBEHHOT'O M KA4YECTBEHHOI'O COJEp>KaHUs AEHUCTBYIOIIMX M BCIIOMOTATEIbHBIX
BEILIECTB, IPUMECEH, a TaKKEe CTEIIEHU OMOJIOTHYECKON 0€30MacHOCTH (MUKPOOHOIOTHYECKast
YUCTOTA, TOKCUYHOCTb, TUPOTEHHOCTB ).

64. JJabopaTtopHbI€ UCTIBITAHUS HE IPOBOJASITCS MPU:

1) mepeperucTrpaliu JIEKapCTBEHHOTO CPECTBA;

2) sKcIepTU3e JEKAPCTBEHHOTO CPENICTBa, MPOU3BEACHHOr0 B cooTBeTcTBUM ¢ GMP
ctpan peruona ICH (AiCuDditu), B PecnyOnuke Kazaxctan B coorBetcTBUM ¢ GMP
Pecnybnuku Kazaxctan W uMeIOLIEro perucTpanuoHHoe nocke B ¢opmare OOImIero
TEXHUYECKOr0 JTOKYMEHTA;

3) sKkcnepTHU3e JEKapCTBEHHBIX CPEACTB, B paMKax Mpolexypsl npekBatududuxanuu u (
WJIM) MPOUEAYphl MPU3HAHUS HAYYHOU OLEHKH JIEKAPCTBEHHBIX MPENapaToB PEryJIsTOPHBIX
opraHoB co ctporoil peryasitopHoit cucremoir (SRA) (CIIA, EC (EMA), Kanana,
[Isetinapus, Benukooputanus, ABcTpaius, SIMOHNs) HA OCHOBAaHUU COBMECTHOM MPOLIETYPhI
peructpanuu ¢ BcemupHo# opranusanuen 31[paBoOOXpaHeHUs,

4) yCKOpPEHHOM dKCTepTU3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciyuae BbISIBJICHUS 3aMEUaHUW MPU MPOBEICHUM JTaOOPATOPHBIX UCIBITAHUN B
teyeHue 20 (ABaaLaTh) paboYMX JHEH yCIyronoydaTento yepe3 HHPOPMAMOHHYIO CUCTEMY
B "JIW4HBIM KaOuWHeT" HampaBiseTcss MUCbMO C YKAa3aHHEM BBISBICHHBIX 3aMEUaHHU U
HEO0OXOJMMOCTH UX YCTPAHECHUS B TIOJIHOM 00beMe B CPOK, He mpeBbimatomuii 30 (TpuanaTh)
pabounx JHEH.

66. I[Ipu He ycTpaHEHHH WU HE TIOJIHOM YCTpAaHEHUU 3aMeuanuil B TeueHue 10 (mecsartb)
pabounx JHEW cOo JHsS TOJIydeHHUsS OTBETa TIOCYJapCTBEHHAs JKCIEPTHAsl OpraHU3allus
HaIpaBJISIET YCIYroNoJy4yaTeal0 MUCbMO C YKa3aHHEM JOMNOJHUTENIbHBIX 3aMEYaHUUd U
HEO0OXOIUMOCTH UX ycTpaHeHui B Teuenue 20 (qBaaaTh) pabouux JHEH.

67. Ilpu He mpeAOCTaBIEHUH YCIyTOMOIYYaTeIeM MTOJHOTO OTBETA HAa BHICTABICHHBIE B
MUChbME TOCYJAPCTBEHHON »SKCIEPTHOM OpraHu3alid 3aMeyaHus M OTPHULIATEIbHBIX
pe3yibTaTax Jab0paTOPHBIX MCIBITAHUN MaTepHalibl HAMPABIAIOTCA B DKCIEPTHBIA COBET
JUTSI IPUHATHS PEIICHUsT 00 0TKa3e W MPEKPAICHUH dKCTIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA
COrJIacHO MyHKTY 48 HacTosmux [Ipasu.

68. Ilo pe3ynapTaTaM 1a0OpPAaTOPHBIX HCIBITAHWNA JIEKAPCTBEHHOTO CPEICTBA
UCIIBITaTeNIbHOM NabopaTopueil B TeueHue 10 (mecsTh) paboumx JHEW COCTaBISETCS
MIPOTOKOJ MCTBITAHUI IO JOPME COTJaCHO MPUIIOKEHUIO 23 K HacTosmmM [IpaBuiiam.



69. He tpeOyetcsa mpeacTaBieHue 00pas3ioB, CHENUPUISCKUX PEareHTOB U JAPYTUX
MaTepuajgoB MPU HEBO3MOXKHOCTH MPOBEICHUS HUCIBITAHUN B DKCIEPTHON OpraHU3aivuu
BCJIEJICTBHE:

TPYAHOJOCTYITHOCTH 00pPa3IloB JIEKAPCTBEHHBIX MpenapaToB CTaHAAPTHBIX 00pasIoB,
crenu(PpUIECKUX PEareHTOB M APYTUX MaTepuasoB (B TOM YHCIE, IPU UX OTHECEHUH K
Kateropuu ophaHHbIX, BBICOKOTEXHOJIOTHUECKHUX, paguodapMalieBTUIECKUX, HAPKOTHIECKUX
, TICUXOTPONHBIX WU TPEJHA3HAYEHHBIX ISl JICYEHUS] BBICOKO3ATPATHBIX HO30JOTUH
BCJIEJICTBHE X BBICOKOW CTOMMOCTH);

HEBO3MOXKHOCTH COOJIFOJICHHS YCJIOBUN TPAHCIOPTUPOBKHM YKa3aHHBIX OOpas3IoB Ha
teppuroputo Pecriyonuku Kazaxcran u (Wiin) ux XpaHeHUS;

OTCYTCTBHS CIIELIMATIBLHOTO O0OPY/IOBAHUS U PACXOJIHBIX MaTE€pPUAJIOB B AKCIEPTHOMU
OpraHu3aluu;

JIPYTUX MPUYUH MO PEHICHUIO YITOJIHOMOYEHHOT0 OpraHa (3KCIEepTHON OpraHu3alliu) Mpu
BO3HUKHOBEHUHU OOCTOSITEIHCTB HEMPEOOTUMOM CUIIbI UJIU OOCTOSTEIHCTB, HE3ABUCSIIIUX OT
BOJIM CTOPOH, B TOM YHCII€ B CBS3U C OCOOCHHOCTSIMHU MPOU3BOACTBA M KOHTPOJIS KayecTBa
JIEKapCTBEHHOT'O IIpenapara.

B ciyuasix, ykazaHHBIX B JJaHHOM ITYHKTE, J1a0OpaTOpPHBIC MCIBITAHUS MPOBOISTCS B
nabopaTopuu KOHTPOJS KadyecTBa MPOU3BOAMUTENS JIEKAPCTBEHHOIO IpemapaTra B
MPUCYTCTBHUU MPEACTABUTENEH SKCIEPTHON OpraHu3aliy UM B KOHTPAKTHOM J1abopaTtopuu,
UCITOJIb3YEMOM MMPOU3BOIUTENIEM, B IPUCYTCTBUU MPEACTABUTENIEH SKCIIEPTHON OpraHU3aliu.

B ciygasx HEBO3MOKHOCTH TIPOBEACHUS Ta0OPATOPHBIX UCIBITAHUN B J1a00OpaTOPHIX
KOHTPOJISI KayecTBa MPOU3BOAUTEINS JIEKAPCTBEHHOrO IpemnapaTta WiIM KOHTPAKTHBIX
nabopaTopusax, HCIOJAb3YEMbIX NpoOU3BOAUTENEM (MpU yrpo3e BO3HUKHOBEHUS,
BO3HUKHOBEHUH YPE3BBIUANHON CHUTYyallUM W JUKBUJALMU €€ MOCIEACTBUU WU (WIM) NpHU
yIpo3€ pacnpocTpaHeHHs 3a00JI€BaHU, MPEICTABISIONINX OMACHOCTh JIsi OKPYIKAIOIIMNX,
3a00J€BaHU ¥ TIOPAKECHUM, MOJYYCHHBIX B PE3yJbTaTe BO3JCHCTBHS HEOIArOMPHUSTHBIX
MPUPOJHBIX, XUMHYECKUX, OUOJIOTHYECKUX, PaJUAIMOHHBIX (AKTOPOB, MPU KOTOPHIX
MPUCYTCTBUE TMPEJACTABUTENS SKCIEPTHOM OPraHU3alMU HE MPEJICTABISETCS BO3MOXKHBIM,
WIH TIPU APYTUX 00CTOATENHCTBAX (HAMpPUMEp, CBA3aHHBIX C 0COOCHHOCTSIMHU MPOU3BOJICTBA U
KOHTPOJISI KayecTBa KOHKPETHOI'O JIEKApCTBEHHOI'O IIpenapara), MO COIJIaCOBAHHMIO C
AKCIEPTHOM OpraHU3alMel IKCIepTH3a KAYECTBA IPOBOIUTCS HAa OCHOBAHUU JIOKYMEHTAllUU
MPOU3BOAUTENS (IPOTOKOJIOB aHalK3a MPOU3BOJUTENS]) B TOM YHUCIE C HCIOJIb30BAHUEM
CPEACTB AUCTAHIMOHHOTO B3aMMOJICHCTBHUS, BKIIIOUAsl Ay IO~ WIH BUIAEOCBSA3b.

[Ipy HEBO3MOXKHOCTH MPOBEICHUSI JTAOOPATOPHBIX UCIIBITAHUN JIEKAPCTBEHHOT'O CPE/ICTBA
M0 OTZIETHLHBIM MOKA3aTelsIM, JIA00PaTOPHs HKCIIEPTHON OpraHU3aIMK PU3HAET PE3YIbTAThI
7a00paTOPHBIX MCHBITAHUN IO OTIAEIbHBIM IOKa3aTeNsiM, yKa3aHHbIM B cepTudukare (
MpPOTOKOJIE) aHajiu3a MPOU3BOJAMUTEINS, 3a UCKIIOUYEHHEM OHOJOTUYECKUX U
MMMYHOJIOTUYECKUX NPEenapaTosB.



[To pesynbratam J1a0OpaTOPHBIX UCIHBITAHUM cocTaBisgeTcss OTUeT O pe3ysbTaTax
MPOBEJICHUS JTAOOPATOPHOTO UCIIBITAHUS B J1aOOPATOPUU KOHTPOJIS KaueCTBA MMPOU3BOIUTEIIS
WM B KOHTPAKTHOU 1ab0paTopuu, UCIIONB3yEMOM MTPOU3BOAUTENIEM COTIACHO MPHIIOKEHUIO
24 x HactosiuM [IpaBuiiam.

ITaparpad 4. ITopanok GpopMupoBaHHA PE3yIHTATOB IIPOBEACHHON YKCISPTH3H JIEKAPCTBEHHEIX
CpEnCTB

70. 1o OKOHYaHMM IKCIEPTU3BI YCIYTONOJIyYaTeNb COTJIACOBBIBAET C TOCYAapPCTBEHHOM
HKCIIEPTHON OpraHU3aIMeil B JIEKTPOHHOM BHJIe 001IKe (aJMUHUCTPATUBHBIE) CBEIACHUS O
JIEKapCTBEHHOM TMpernapaTe, UTOTOBBIE JIOKYMEHTHI (HOPMATUBHBINA IOKYMEHT IO KaueCTRY,
HMHCTPYKIIUIO 110 MEAUIMHCKOMY MPUMEHEHHUIO U MaKETOB MAapKUPOBKHU YIIAKOBKH, 3TUKETOK,
CTUKEPOB C MAapKUPOBKOM), B TOM UYMCII€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B CPOK HE
npeBbimarommii 10 (necsats) pabounx gHEH.

B ciyyae oTCyTCTBHS COTNIacOBaHUS YCIyTronojiyyaTesieM 3aK/IIoueHre 0 0€30MacHOCTH,
KauecTBe U 3(h(PEKTUBHOCTH JIEKAPCTBEHHOT'O CPeCTBa (hopMUpyeTCcsi O€3 €ro CoraacoBaHus.

71. T'ocynapcTBEeHHAs 3KCIEpTHAsE OpraHu3aius MPOBOJUT CBEPKY IMPEICTaBICHHOM
nH(pOpMaIKU YCIyromnoayJyaTesieM, a TAkKe IIPU BBISIBJICHUHU HECOOTBETCTBUSI KOPPEKTUPYET
3aHECEHHBIC JaHHBIC U OOHOBIISIET UTOTOBBIC IOKYMEHTHI:

MIPU TOCYIApCTBEHHOW PErucTpalvy, B TOM YHCJIE BHECCHUE U3MEHEHHUH, TPEOYIOIUX
HOBOM pEerucTpaiuu, pu nepeperucTpaiuu, Ipu BHECEHUU U3MEHEHHUI B PETUCTPAILIMOHHOE -
B CPOK HE TpeBbImaomuil 3 (Tpu) pabouux THEH;

IPU YCKOPEHHOM perucTpaiyuu JeKapCTBEHHOTO CPEACTBA U IPU COBMECTHOM MPOLIEType
peructpanuu ¢ BO3 - B cpok He nipeBblnaronuii 1 (oaun) pabounx gHei.

72. Ilo pe3yibTaTaM MPOBEAECHHON HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA
roCyJapCTBEHHAs] DKCIIEpTHAsi OpTraHW3alMsl COCTaBIISIET 3aKIIOYEHHE O 0€30MacHOCTH,
KaduecTBe M A(OPEKTUBHOCTU JIEKAPCTBEHHOTO CpPEJACTBA, 3asBICHHOTO Ha JKCIEPTHU3Y
COTJIaCHO MpUJIOkKeHUI0 25 Kk HactosiuuM l[IpaBunam u 3akiatodyeHue O 0€30MacHOCTH,
KaduecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3aBICHHOIO HA SKCIEPTU3Y
M3MEHEHHI, BHOCUMBIX B PETUCTPAIMOHHOE JIOChE COTJIACHO MPUIIOKEHUIO 26 K HACTOSIIUM
[IpaBunam:

MIPU TOCYJIApCTBEHHOW PETrUCTpally, B TOM YKCJIE BHECECHUE U3MEHEHUH, TPEOYIOIUX
HOBOW pErUCTpaliy, IPU MEPEePErucTpalnu, Ipu BHECEHUN U3MEHEHUN B PETUCTPALIMOHHOE
nocbe Tuna IA, tuna Ib u tuna Il ¢ npoBeaeHreM J1a00PaTOPHBIX UCIIBITAHUNA, TP BHECEHUU
M3MEHEHHI B perucrpannoHHoe nocbe Ttuma IA, tuma Ib m tmma Il 6e3 mpoBeneHus
71a00paTOPHBIX MCHBITAHWM, TP YCKOPEHHON perucTpaiuu JeKapCTBEHHOTO CPEJICTBA - B
CPOK He IpeBbIIaromuii 7 (msTh) pabounx JHEH;

Ipy COBMECTHOM mnporeaype peructpaunuu ¢ BO3 - B cpok He npeBblaroniuii 1 (oauH)
pabounx JHEH.



73. Ilo pe3yiabraTaM MOJOXKHUTEIHHOTO 3aKJIIOYEHUS O 0€30MacHOCTH, Ka4eCTBE U
(D PEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, 3asBJICHHOTO HA AKCHEPTU3Y M 3aKIIOUYCHUS O
0e30macHOCTH, KadecTBe M A(DPEKTHBHOCTU JIEKAPCTBEHHOTO CPENCTBA, 3asABJICHHOTO Ha
AKCIEPTU3Y U3MEHEHHM, BHOCUMBIX B PETUCTPAIIMOHHOE J1I0ChE, (DOPMUPYIOTCS CIIEAYIOIINE
AJIEKTPOHHBIE JTOKYMEHTHI, TIOIIMTMCAHHBIE YJIEKTPOHHO-IIM(PPOBON TOAMHUCHIO PYKOBOIUTEISA
rocyJapCTBEHHOTO OpTaHa:

1) peructpaurioHHOE YJOCTOBEpEHHUE, NCHCTBYIOIlee Ha Tepputopuu PecrmyOnuku
Kazaxcran cornacHo npunioxkenus 4 k Hactosmum [IpaBuiawm;

2) 3aperucTpupoBaHHbIC UHCTPYKIUS (JTUCTOK-BKJIAIBINI) TO MEIUIIUHCKOMY
MPUMEHEHHUIO JICKAPCTBEHHOT'O CpEJICTBA WM MEIUIMHCKOTO W3NS H 00Imas
XapaKTEepPUCTUKA JICKAPCTBEHHOTO CPEACTBA HAa Ka3aXCKOM M PYCCKOM SI3bIKaX;

3) 3aperucTpupoBaHHbIE MAKEThl YIAKOBOK, ’TUKETOK, CTUKEPOB Ha JIEKAPCTBEHHBIE
CpEeIICTBA, METUIIMHCKHE U3/ENIUS Ha Ka3aXCKOM M PYCCKOM SI3bIKaX.

74. JIng neKapCTBEHHBIX CPEICTB OT€UYECTBEHHOIO MPOU3BOACTBA, MMPOU3BOIUMBIX IS
AKCIIOPTA U BHYTPEHHETO PhIHKA CTPaHbI MMOJ] pa3HBIMHU TOPTOBBIMU Ha3BaHUSMHU, SKCIIEPTH3A
MPOBOJUTCS C BBIJAY€H OJTHOrO 3aKIIOYEHHS] O€30MacHOCTH, KauecTBe U 3(DPEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA.

75. B ciydasx OTpUIIATEIBHOTO 3aKJIIOYEHHUS O 0€30MacHOCTH, KA4YECTBE H
3¢ ()EKTUBHOCTH JTEKAPCTBEHHOTO CPEACTBA WJIM OT3bIBA yCIYTOMOIydaTeIeM 3asBICHUS Ha
AKCIEPTU3Y MOCJIEe Hayalla MPOBEACHUS SKCIEPTHU3bI, CTOMMOCTh MPOBEJAEHUS IKCIEPTHBIX
paboT yCIIyronoTy4aTelio He BO3BPAIIaeTCsl.

76. 1o pe3ynpTaTaM SKCIEPTU3bI TOCYAAPCTBEHHAS KCIIEPTHAS opraHu3anus GopMUpYeT
CBOJIHBIN OTUET MO OE30MaCHOCTH, Ka4eCTBY U 3(h(PEKTUBHOCTH JICKAPCTBEHHOTO TIpenapara B
COOTBETCTBUU C TpWiIoxkeHueM 27 k HactosumuM [IpaBunam, He KOH(HUACHIIMATbHAS YaCTh
KOTOPOT0 pa3MeIaeTcsl Ha MHTEPHET-PECYpCe roCy1apCTBEHHOM YKCIIEPTHON OpraHU3alluH.

77. Ilocne 3aBepuieHUs TPOLEAYPHl DKCIEPTU3BI TOCYNApPCTBEHHAS SKCIEPTHAs
opranu3anus GOpMUPYET AIEKTPOHHBIA apXUBHBIM K3EMIUISAP PErUCTPAIMOHHOIO JI0ChE,
coAepXkalluii JOKYMEHTBHl W MaTepUasibl pe3yjbTaTa ASKCIEPTU3bl (JIOMOJHUTEIbHbBIC
MaTepuasibl, MPEJCTAaBICHHbIE YCIYromnojaydaTeieM MO0 3ampocy ToCyAapCTBEHHOU
AKCHEPTHON OpraHu3aluu, OTYET BaJuJAlUU PETUCTPALMOHHOIO JOChE, 3aKIIOYUTEIbHbBIN
CBOJIHBIN OTYET IKCIIEPTOB MO KPUTHUECKOU OIEHKE JIEKAPCTBEHHOTO Mpenapara, MpoTOKOJIbI
UCIIBITaTeNIbHON 1a00paTopun), 3aKI0UEeHNE 0 O0€30MaCHOCTH, KauecTBY U 3((HEKTUBHOCTH,
OXJIIT, UMII (1uCTOK-BKJIAbIII), HOPMATUBHBIN JOKYMEHT MO Ka4€CTBY JIEKAPCTBEHHBIX
CPEICTB, 3apEruCTPUPOBAHHBIE MAaKEThl YMAKOBOK, STHUKETOK, CTUKEPOB, XpaHSIIUECS B
AIEKTPOHHOM apXHUBE.

Bo Bpems aeiicTBUSI peruCTpallMOHHOTO YAOCTOBEPEHUSI apXHUBHOE PETUCTPALMOHHOE
JI0OChE€, JIOTOJIHIETCS] PETUCTPALlMOHHBIM JOChE, MOJAaHHBIM Ha BHECEHHE HW3MEHEHUM,
coJiep KallluM JTOKYMEHTBI U MaTepHabl Pe3yJIbTaTOB AKCIIEPTHUBHI.



PerucrpauinoOHHOE OChE XPAHUTCS B AJIEKTPOHHOM APXUBE HA JIEKTPOHHOM HOCHUTEIIE B
teueHue 10 (ecsaTh) Jer.

78. Ilpu rocynapCTBEHHOW pErucTpalid YCTAaHABIMBAETCS CPOK JAEUCTBUSA
PETUCTPAIIMOHHOTO yI0CTOBEPEHUS ISl JIEKAPCTBEHHBIX CPEACTB — S JIET, 3a UCKIIOYEHUEM
JIEKapCTBEHHBIX CPEJICTB, MpOU3Be/IcHHbIX B PecyOnuke KazaxcraH.

[Ipu rocynapcTBEHHON pErucTpauuy JIEKAPCTBEHHBIX CPEIACTB, MPOU3BEACHHBIX B
PecnyOnuke KazaxcTtan BbijaeTcs 0€CCpOUHOE PETUCTPALMOHHOE YI0CTOBEPEHHUE.
[Ipu mepepeructpanuu BblAaeTCs 0€CCPOYHOE PETHCTPAIMOHHOE yIOCTOBEPEHHUE Ha
JIEKapCTBEHHBIE CPEJICTBA.

ITaparpa¢ 5. ITopsaaok perucTpamuy IeHEl Ha JIEKApCTBEHHBIC CPEACTBA H BHECEHHS H3MEHEHH B
[ECHy MPOH3BOAUTEIIA

79. Ina perucTpauyy WJIM BHECEHHS U3MEHEHHW B 3apETHCTPUPOBAHHYIO LEHY
NPOU3BOJMUTENSA JIEKAPCTBEHHOI'O CPEACTBA, YCIYromojydaTellb MpPEeAOCTaBIsET B
roCyJAapCTBEHHYIO 3KCIEPTHYIO OPraHU3alUIo 3asiBICHHE 10 (POpPME, COTIACHO MPUIIOKEHUIO
1 x HacTosiuMm [IpaBuiiam.

B cnydyae BBO3a JiekapCTBEHHOIO cpejficTBa Ha Tepputopuio Pecriy6nuku Kazaxcran
MOCJIE€ PErUCTpallii IIEHbI Ha JIEKAPCTBEHHOE CPEACTBO, YCIyromnoiaydarenb B TeueHue 60 (
HIECTBHAECAT) KaJeHAAPHBIX THEW CO THS BBO3a B 00s3aTEIIbHOM MOPSAKE BHOCUT U3MEHEHUE
B paHee 3apEruCTPUPOBAHHYIO LIEHY ITPOU3BOAUTEIIS.

80. IIpu perucrpanuv UEHbI MPOU3BOAUTENS JIEKAPCTBEHHOTIO CPENCTBA K 3asIBJICHUIO
MPWIAraloTCs CAEAYIOIIHNE TOKYMEHTBI:

JIns1 OTe4eCTBEHHBIX IPOU3BOAUTENCH:

1) TOKyMEHT, NOATBEPAKAAIOIINI IPABO YCIYTONOAydaTessi OCYIECTBISATh PErUCTPALIUIO
LIEHbl WJIKM BHECEHNE U3MEHEHUN B 3apETUCTPUPOBAHHYIO LIEHY TPOU3BOIUTEIISI HA TOPTOBOE
HAaMMEHOBAaHUE JIEKapCTBEHHOTO CPE/ICTBA;

2) uadopmanus ¢ MOATBEPKIAAIONUMH JOKyMEHTaMH (KOHTPAKT, JIOTOBOP) O IEHAX
JIEKapCTBEHHBIX CPEACTB, PEAIN3YEMBIX B IPYTUX CTpaHax 3a 12 Mecsues, NpeaecTBYOIINX
JaTe MOJa4M 3asBJICHUS HA PETUCTPALUIO LIEHBI.

B ciryuae oTCyTCTBHS peanu3aliu B IPyrUX CTpaHaX, YCIyTromnoaydaTeslb HOATBEPKAAET
OTCYTCTBUE peajn3aluy Ha (PUPMEHHOM OJIAHKE yCIIyTrONoIy4yaTesl, 3aBEPEHHOM MOAMUCHIO
YIIOJITHOMOYEHHOTIO JIUIA YCITYTOMOIy4YaTells.

JIns MHOCTpAaHHBIX MPOU3BOJUTENIEH JEKAPCTBEHHBIX CPEJICTB U JJI 3aKa3YMKOB
KOHTPaKTHOTO IIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA!

1) TOKyMEHT, NOJTBEPAKAAIOIINI IPABO YCIYTOMOMydaTessi OCYIECTBISATh PErUCTPALIUIO
LIEHbI WM BHECEHUE W3MEHEHUN B 3apETUCTPUPOBAHHYIO LIEHY MTPOU3BOIUTENSI HA TOPTOBOE
HAaMMEHOBAHUE JIEKAPCTBEHHOTO CPEICTBA;



2) undopmanus Ha GUPMEHHOM OJIaHKE YCIyTOIOIydyaTesis, 3aBepeHHas MOIMUCHIO
YIOJHOMOYEHHOTO JIMIAa YCIYronojyyaTens O IeHaX B pe(epeHTHBIX CTpaHax, B Cllyyae
OTCYTCTBUS 1IeH B pe()epEHTHBIX CTPAHAX - B CTPAHE MTPOU3BOIUTEIIS;

3) xKomus AOKYMEHTa, MOATBEpKIArolas AEUCTBYIOUIYI0 MATEHTHYIO 3alluTy
OpPUTMHAJIBHOIO JIEKAPCTBEHHOI'O0 IIpernapara WIM OHOJOTHYECKOr0 OpPUTHHAIBHOTO
JIEKapCTBEHHOT'O MpernapaTa C YKa3aHUEM JaThl UCTEUCHUS IEUCTBHS MATEHTHOW 3aIlIUTHI,
100 MUCHMO OT 3aBOJA-IIPOU3BOAUTEIIS WIIN JIEp>KATeNsl PErUCTPALIMOHHOTO YAOCTOBEPEHUS,
MOATBEPAKAAIOIEEe OPUTHHAIBHOCTh IIpenapara.

81. Perucrpamus neHsl NMPOWU3BOAUTENS JIEKAPCTBEHHOIO CPEACTBA U BHECEHHUE
W3MEHEHHMII B 3apEruCTPUPOBAHHYIO LEHY IPOU3BOAMUTENS JIEKAPCTBEHHOIO CpPEACTBA
OCYILECTBIJISIETCS HAa OCHOBAaHWM MOJAHHOTO 3asiBIIEHHS B Cpok He mo3aHee 10 (mecsiTh)
pabouux THEW CO THS MPEAOCTABICHUS YCITYTOMOIyYaTeIeM 3asBICHNUS.

82. I'ocynapcTBEHHAs SKCIEPTHAS OpPraHU3alUs pETUCTPUPYET LEHY TPOU3BOIUTENS IIPU
COOTBETCTBHH KPUTEPHIO:

1) npenocTaBieHHas lieHa TPOU3BOIUTEINS /ISl BBO3UMBIX JICKAPCTBEHHBIX CPENICTB IS
Pecny6ninku Ka3axcran He MpEBBIIIAET CpeAHEee 3HAUCHUE TPEX MUHUMAJIBHBIX LIEH U3 Yncia
MO/IAHHBIX B 3aBJICHUH pe(EePEHTHBIX CTPAH, a TAK)KE HE MPEBBINIACT CPEIHEE 3HAUCHHUE TPEX
MUHUMAJIBHBIX II€H, MOJYYEHHBIX M3 JIAaHHBIX CAaWTOB MEXYHAapOIHBIX OpraHuzainui. B
Cllyyae €ClId KOJUYECTBO pedepeHTHBIX CTpaH MEHEe TpeX, LIeHa MPOU3BOAMUTENA HE
NPEBBIIIAET CPEAHETO 3HAYEHHUS LIEH MPEACTaBICHHOr0 KOJIMYecTBa peepeHTHBIX CTpaH, a
TaK)K€ HE€ MPEBBINIAET CpEJHEE 3HAYEHHE LIE€H, MOJYYEHHBIX M3 JaHHBIX CAalTOB
MEXyHApOIHBIX OpraHU3alui.

[Ipy OTCYTCTBMH TrOCYJapCTBEHHOW PETHCTpallMU JIEKAPCTBEHHOIO CPEJCTBAa B
pedepeHTHBIX CTpaHaxX, II€HAa MPOU3BOJIUTENS HE TMPEBBIINIACT 3HAYEHUS IIEHBI B
CTpaHEe-MIPOU3BOAUTEIIS.

2) mpeAocTaBl€HHAsl IIeHa OTEYECTBEHHOTO MPOU3BOJUTENS HE MPEBBINIAET LEH
JIEKapCTBEHHBIX CPEACTB, PEATU3yEMBIX B IPYTUX CTPaHaX.

83. Ilpyu BHECEHMHM W3MEHEHUW B 3aPETHUCTPUPOBAHHYIO LIEHY MNPOU3BOIAUTEIS
JIEKapCTBEHHOI'O CPEJCTBA, K 3asIBJICHUIO MPUJIATal0TCs CIEAYIOIINE JOKYMEHTHI:

JI1st OTe4eCTBEHHBIX TPOU3BOAUTEIECH:

1) TOKyMEHT, MOATBEPKIAFOIINI MTPABO YCIYTOMOIYYaTeNsl OCYIECTBISATh PETUCTPALIUI0
LIEHbI WJI1 BHECEHUE U3MEHEHUN B 3apErUCTPUPOBAHHYIO LIEHY MPOU3BOIUTENS;

2) uadopmanus ¢ MOATBEPKIAAIONUMHA JOKyMEHTaMH (KOHTPAKT, JIOTOBOP) O IEHaX
JIEKapCTBEHHBIX CPEJICTB PEANM3YEMBIX B IPYTUX CTpaHax 3a 12 mecsues, NpealecTBYOIUX
JaTe MOa4y 3asBJICHUS Ha PETUCTPAIMIO OO BHECCHHS N3MEHEHHI B 3aPETUCTPUPOBAHHYIO
LEHY.

B ciydae oTcyTCTBUS peann3alny B APYTHX CTPaHaX, YCIAYTronojay4dareb MOATBEPKIAET
OTCYTCTBUE peajn3aiuu Ha GUPMEHHOM OJIaHKE yCIIyTONoIy4yaTessl, 3aBePEHHOM MOAMUCHIO
YIOJIHOMOYEHHOT'O JIMIA YCIYyTronoay4aTess;



3) nus JIEKapCTBEHHBIX CPEICTB, CPOK JACHCTBHS PETHCTPALIMOHHOIO YIOCTOBEPEHHUS
KOTOPBIX HA MOMEHT I0Jau 3asiBJICHUS UCTEK, IPOU3BE/ICHHBIX HAa TeppUTOpUH PecryOnuku
KazaxctaH [0 wucCTedeHUs CpOKa JACHCTBUS PETHUCTPALMOHHOIO YJIOCTOBEPEHHS
JIEKapCTBEHHOT'O CPEJICTBA, MPEJOCTABIISIOTCS JOKYMEHTBI, IOITBEPKAAOIIUE POU3BOJICTBO
JICKapCTBEHHOTO CpeCTBa (KOMuUs cepTU(rKaTa 0 COOTBETCTBUU MPOAYKIIUHN).

JU1s1 3aKa34MKOB KOHTPAKTHOTO MPOU3BO/ICTBA JIEKAPCTBEHHOIO CPEICTBA:

1) TOKyMEHT, NOATBEPAKAAIOIINI IPABO YCIYTONOIydaTessl OCYIECTBIATh PErUCTPALIUIO
LIEHbI WJI1 BHECEHHE U3MEHEHUH B LIEHY MPOU3BOIUTENS;

2) undopmauus Ha GUPMEHHOM OJIaHKE YCIyTOIOdy4yaTesis, 3aBepeHHasi MOAMUChIO
YHOJHOMOYEHHOTO JIMIA YCIYromnojayyaTenst O lleHax B pedepeHTHbIX CTpaHax, B cllydae
OTCYTCTBUSA LIEH B pe()epEeHTHBIX CTPAHAX, B CTPAHE MPOU3BOIUTEIIS;

3) Komus J0JITOCPOYHOIO JIOTOBOPA MOCTABKHU C 3aKa3YMKOM KOHTPAKTHOT'O TPOU3BOICTBA
JIEKapCTBEHHOI'0 CpeicTBa ¢ MHpopManuel o neHe npoussoaurens JIC, neldcTByromero Ha
MOMEHT TOJIa4¥ 3asBJICHUS Ha PETUCTPAlUI0 JIMOO BHECEHHS HU3MEHEHHH B
3apEruCTPUPOBAHHYIO LIEHY;

4) nng NeKapCcTBEHHBIX CPEICTB, CPOK ACHCTBUSI PETHMCTPALIMOHHOIO yJIOCTOBEPEHHUS
KOTOPBIX HA MOMEHT MOJau! 3asIBICHUS UCTEK, IPOU3BEICHHBIX Ha Tepputopuun PecryOnamku
Kazaxctan [0 wucTedeHus cpoka JAEHCTBUS PETHUCTPALMOHHOTO YJIOCTOBEPEHHS
JIEKApCTBEHHOT'O CPEACTBA, JUUII U3MEHEHHMs 3apErUCTPUPOBAHHON LIEHBI NPENOCTABISIOTCS
JOKYMEHTBI, TOJITBEPKAAIOIINE IPOU3BOJACTBO JIEKAPCTBEHHOI'O CpeACTBAa (KOMHS
cepTu(urKaTa 0 COOTBETCTBUU MPOAYKIIUHN).

JU1s1 THOCTpaHHBIX IPOU3BOIUTEIECH:

1) TOKyMEHT, NOATBEPAKAAOIINI IPABO YCIYTONOAydaTessl OCYIIECTBIATh PErUCTPALIUIO
LIEHbl WJIM BHECEHHE W3MEHEHUU B LIEHY IPOU3BOIUTEINS, BKIKOYAs MPABO MPEAOCTABIATH
uH(pOopMaIuIo 0 IIeHaX B pe()epeHTHBIX CTPAHAX U O LIEHAX (PaKTHUYECKUX BBO3OB;

2) Konus JOKYMEHTa, MOJATBEPKAAIOIIETO LIEHY JIEKAPCTBEHHOTO CpelcTBa (KOMUS
MHBOMca (HaKIagHOM), cUeT-(PaKTyphl) MOCIEAHET0 BBO3A 3@ BHIUETOM CKUJIKH 3a 12 Mecslies,
NpEeANIeCTBYIOIIMNX JaTe MOAauu 3asiBiICHUS (MpU Hanuuuu (HaKTUYECKOro BBO3a), 3a
UCKJIIOUYEHUEM CIIyyaeB BBO3a Ha Teppuroputo PecnyOnmuku Kaszaxcran JiekapCTBEHHOIO
CpEIICTBA Ha OCHOBAHUSX, MPEAYCMOTPEHHBIX NOAMYHKTOM 4) ctatbu 252 Konekca.

IIpu orcyTcTBUM (haKTUUECKUX BBO30B 3a HocieqHUE 12 MecsleB, MpeaoCcTaBiIsoTCs
KOIIMM TOKYMEHTOB 34 NPEAbIAYIINNA nepuoa 12 mecsaues.

[Ipu orcyTcTBUM (DaKTUUECKUX BBO3OB 3a YKa3aHHBIH MEPHUOJ], YCIyromojydarelb
MOATBEPKJIA€T OTCYTCTBUE BBO3a Ha ()MPMEHHOM OJIaHKE YCIyTOIOIy4yaTens, 3aBEpeHHOM
MOJANKCHIO YIIOJTHOMOYEHHOTO JIMIA YCIIYTOMOIyYaTes;

3) KoIus TaMOXEHHOMW JIeKJIapaliy K JTOKyMEHTY, YKa3aHHOMY B IOJIYHKTE 2) MyHKTa
83 IlpaBui ()11 HTHOCTPAHHBIX POU3BOIUTENEH);



4) xomusi KOHTpaKTa WU JOTOBOPA O MPHUOOPETECHUH JICKAPCTBEHHOTO CPEICTBA C IICHOM,
JNEUCTBYIOLIE HA MOMEHT [OJAa4M 3asBJICHUS HAa U3MCHEHUE 3apETrUCTPUPOBAHHOMN LIEHBI
JIEKApCTBEHHOI'O CPEICTBA;

5) xomusi JOKyMEHTa, MOATBEpXKIarolias ACHCTBYIOIIYIO MATEHTHYIO 3aIHUTY
OpPUTMHAJIBHOIO JIEKAPCTBEHHOI'O0 IIpernapara WIM OHOJOTHYECKOr0 OpPUTHHAIBHOTO
JIEKapCTBEHHOT'O MpernapaTa C YKa3aHUEM JaThl UCTEUCHUS IEUCTBHS MATEHTHOW 3aIlIUTHI,
100 MUCHMO OT 3aBOJA-IIPOU3BOAUTEIIS WIIN JIEp>KATeNsl PErUCTPALIMOHHOTO YAOCTOBEPEHUS,
MOATBEPKAAIOIIEe OPUTMHAIIBHOCTD IIPENapara;

6) nis JIEKapCTBEHHBIX CPEICTB, CPOK JACHCTBUS PETHCTPALIMOHHOIO yIOCTOBEPEHHUS
KOTOPBIX HA MOMEHT MOJAa4M 3asBIICHHS MCTEK, BBE3CHHBIX Ha Tepputopuu PecmyOmuku
KazaxcTtan 10 ucrtedeHHs Cpoka NOEHCTBUA pErucTpanroHHoro yupocroBepenus JIC,
IIPEAOCTABIIAIOTCA JOKYMEHTBI, TOATBEPKIAAIOIMINE BBO3 JIEKAPCTBEHHOI'O CPEACTBA: KOMUS
cepTuduKaTra COOTBETCTBUM NPOAYKIIUH, KOTIHS TAMOKEHHOH JeKIapaluu.

CBeneHns 0 JEKapCTBEHHOM CPEJICTBE B 3asBJIICHUU YKa3bIBAIOTCSA B COOTBETCTBHH C
PETUCTPAIMOHHBIM yI0CTOBEPEHHUEM.

['ocymapcTBeHHast SKCHEpTHAss OpraHU3alysl MPOBOAUT CPABHEHUE IMPEIOCTABICHHBIX
JTAHHBIX YCIYTOMOydaTeeM Ha COOTBETCTBHE TpeOOBaHUSIM HacTosKX [IpaBui u qaHHBIX
U3 UHTETPUPOBAHHON MH(OPMAIITMOHHON CUCTEMbI TAMOXXEHHBIX OPTraHOB.

84. BHeceHHe U3MEHEHUI B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOUTENS JIEKAPCTBEHHBIX
CPEACTB IMTPOU3BOJIUTCS HA OCHOBAHUU 3asBJICHHS U IPUIJIAraeMbIX JOKYMEHTOB, YKa3aHHbBIX B
nyHkTe 83 Hacrosamux IIpasuir.

85. BHeceHne U3MEHEHUH B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS 111 BBO3UMBIX
JIEKapCTBEHHBIX CPEACTB, CPOK JEHCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHUS KOTOPBIX Ha
MOMEHT IOJauu 3asiBI€HUs UCTEK, BBE3EHHBIX Ha TeppuToputo Pecnybnuku Kazaxcran no
HCTEUYEHHUSI CPOKA IEUCTBUS PETUCTPALMOHHOIO yIOCTOBEPEHHMS, OCYIIECTBISETCA HA OCHOBE
CBEJICHHH O IeHaX (paKTHIEeCKUX BBO30B B PecnyOnmky Kazaxcran 3a mocnennue 12 Mecsiien
CpPOKa JAEHCTBHS PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

B ciydae oTcyTcTBuS hakTHUECKHX BBO30B 3a TOClieqHUE 12 MecsIeB, MPe0CTaBISIOTCS
KOIUH IOKYMEHTOB 3a MPEAbIAYyIIUi repuo 12 Mecsies.

BHecenne n3MeHEHHI B 3apETHCTPUPOBAHHYIO LIEHY IPOU3BOAUTENS CPOK IEUCTBUS
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI KOTOPHIX HA MOMEHT MO/Ia4 3as1BJICHUS] TPUOCTAHOBJIEH,
OCYIIIECTBIISIETCA B MTOPSJIKE U B CPOKH, MPEIyCMOTpeHHbIE TyHKTamu 79, 80, 81, 82, 83, 84 u
85 nacrosiuux [IpaBui.

86. Ilpu oTcyTcTBHM BBO3a Ha TeppuToputo PecnyOnuku Kazaxcran BBozumoro JIC B
TE€YEHHE MOCHEAHUX 24 MeCSLEB 10 BHECEHHMS M3MEHEHUN B 3apETMCTPUPOBAHHYIO LEHY
IPOU3BOJUTES, LIEHA POU3BOJAMUTEISI PETUCTPUPYETCS HA OCHOBAHUH:

1) KOHTpaKTa WK 10roBOpa O MPHUOOPETEHHUH JIEKAPCTBEHHOI'O CPEICTBA ACHCTBYIOIIETO
Ha MOMEHT MOJayM 3asBJICHUS HAa BHECEHHE M3MEHEHUN B 3apErUCTPUPOBAHHYIO LIEHY
IIPOU3BOIUTEIIS;



2) cBeneHMl O 1ieHe B pedepeHTHBIX CTpaHaxX WU B CTpaHE-IPOU3BOAUTENS MpHU
OTCYTCTBUU TOCYAapCTBEHHOM pPETHCTpPALMM JIEKAPCTBEHHOI'O CPEACTBAa B pe(EepEeHTHBIX
CTpaHax.

87. 'ocynapcTBeHHasi SKCIIEpTHAsT OpraHU3alys NPOU3BOJIUT BHECEHUE U3MEHEHUI B
3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS IIPU COOTBETCTBHUHU CIECAYIOIIUM KPUTEPHUAM:

1) npenocTaBieHHas lieHa TPOU3BOIUTEINS SISl BBO3UMBIX JICKAPCTBEHHBIX CPENICTB IS
PecnyOsinku Ka3axcraHn He MPEBBIIAET CPEAHEE 3HAUCHUE TPEX MUHUMAIBHBIX LIEH U3 YUCIa
MOJIAHHBIX B 3asBJICHUH pe(EepPEHTHBIX CTPaH, a TAK)KE HE MPEBBIIIAET CPEHEE 3HAUCHUE TPeX
MHUHUMAJIBHBIX II€H, MOJYYEHHBIX W3 JaHHBIX CAaWTOB MEKIYHAapOIAHBIX OpraHu3zauui. B
Cllyyae €CiId KOJUYECTBO pedepeHTHBIX CTpaH MEHEE TpEeX, LIeHAa MPOU3BOAMUTEINS HE
MPEBBIIIAECT CPEAHETO 3HAUCHHUS LIEH MPEACTaBICHHOrO KOJIMYeCcTBa peepeHTHBIX CTpaH, a
TAK)K€ HE TMPEBBINIACT CpPEIHEe 3HAYCHUE ILE€H, IOJYYEHHBIX W3 JaHHBIX CaWTOB
MEXyHAPOIHBIX OpraHU3alui.

[Ipn OTCyTCTBHM TOCYAAapCTBEHHOM PETHCTPALMU JIEKAPCTBEHHOI'O CpPEICTBA B
pedepeHTHBIX CTpaHax, II€HAa MPOU3BOJIUTENS HE TMPEBBINIACT 3HAYEHUS IIEHBI B
CTpaHe-IIPOU3BOINUTEIIS.

2) npenocTaBieHHas LIEHAa IPOU3BOJUTENS HAa BBO3MMBIE JIEKAPCTBEHHBIE CPEJCTBA HE
BBILIE 3HAYEHUS 1IEH, YKAa3aHHBIX B MPEJOCTABICHHBIX JOKYMEHTAX, MOATBEPKAAIOIINX LIEHY
JIEKapCTBEHHOI'O Cpe/cTBa (KOMUS MHBOIMCA, TAMOKEHHOM JEKIapaluu Wik cyeT-PakTypsl (
HaKJIAJHOM)) TOCIEHEr0 BBO3a 32 BHIUETOM CKUJIKH;

3) mpenocTaBieHHAs 1I€HA MPOU3BOAUTENSI HA BBO3UMBbIE JIEKAPCTBEHHBIE CPEACTBA HE
BBIIIE 3HAUCHUS LIEH, JICHCTBYIOIINX HA MOMEHT I10JJa4y 3asBJICHHS] HA BHECEHUE U3MEHEHUN
B 3aPETUCTPUPOBAHHYIO LIEHY MPOU3BOJUTEIS U YKA3aHHBIX B IIPENOCTABICHHBIX JTOKYMEHTAaX
, lonTBepxkaatonux 1eny JIC (koHTpakT uiam qoroBop o npuodperenuu JIC, neicTByrommii
Ha MOMEHT MOJa4M 3asiBJICHU);

4) mpenocTaBieHHAas LEHA OTEYECTBEHHOI'O IMPOW3BOJUTEINS HE NPEBBIIAET LEH
JIEKapCTBEHHBIX CPENICTB, PEAIN3YEMBIX B IPYTHX CTPAHAX;

5) mpenocTaBieHHAas Ll€HA MPOU3BOJUTENA HE MPEBBIIIAET LIEH HA JIEKAPCTBEHHbIE
CPEACTBA JOJTOCPOYHOIO JOTOBOpPA MOCTABKU C 3aKa3YMKOM KOHTPAKTHOTO MPOHU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

88. 'ocymapcTBeHHAas SKCEPTHAS OpraHU3alUs IPOBOJUT CPABHEHUE MPEIOCTABICHHBIX
JAHHBIX, YKa3aHHbIX B NMyHKTe 87 HacTosmux [IpaBui, Ha cOOTBETCTBUE TpPEeOOBAaHMIM
Hactosimux [IpaBuia W NaHHBIX W3 WHTETPUPOBAHHONW HHOOPMAIIMOHHONW CHUCTEMBI
TaMOYKEHHBIX OPTaHOB.

89. I'ocynapcTBeHHas 3KCIIEpTHAs OPraHU3alMsl BBLAAET 3aKIOYEHUE O PETHCTPALMU
IIEHBI JINOO O BHECEHUU U3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS, COTIACHO
IIPUJIOKEHMIO 5 K HacTtoAmuM [Ipasunam.

90. B cny4yae HECOOTBETCTBUS 3aPETMCTPUPOBAHHON LEHBI KPUTEPUSAM, YKa3aHHBIM B
nyHkTtax 82 wm 87 nHacrosmux IIpaBun, rocynapcTBeHHas JKCIIEpTHas OpTraHU3alUs



HaIpaBJsieT MOTUBUPOBAHHBIN OTKa3 B PETUCTPALIMU LIEHBI, INOO BO BHECEHUU U3MEHEHUH B
3apErUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS MO (Gopme, coriacHo mnpuioxeHuto 10 k
HactosiuM [IpaBuitam.

91. YcnyromonyyaTtenb oOecreyMBaeT AOCTOBEPHOCTb, MOJHOTY M COJIEpKAHHE
IIPEIOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBHHM C JACHCTBYIOIIMM 3aKOHOAATEIbCTBOM
PecnyOnuku Kazaxcran u Hactosummu [IpaBunamu.

[IpenocTaBiieHHE yCIyronojiy4yaTeaeM HEOCTOBEPHBIX JAHHBIX ABJISAETCS OCHOBAaHUEM
JUIsL OTKA3a B PETUCTPALMU LIEHBI WM BHECEHUU M3MEHEHUM B 3apETMCTPUPOBAHHYIO LICHY
ITPOU3BOIUTEIIA.

92. lleHsl NpPOU3BOJAMTENS Ha JIEKAPCTBEHHBIE CPEJCTBA PETUCTPUPYIOTCA 3a
MOTPEOUTENBCKYIO YIAKOBKY, OTIAEIBHO Ha KaXKJ10€ TOProBO€ HAUMEHOBAHUE C YYETOM
JEKapCTBEHHOW (OPMBI, JO3MPOBKU, KOHIIEHTpAIMH, 00beMa, (DacOBKH, MPOU3BOJUTEINS U
PETMCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O CPEACTBA HA ATy IIOJAYU 3asBICHUS O
perucTpalv ILEHbl MNPOU3BOJAUTENS, JHUOO HU3MEHEHHUS 3apEerHCTPUPOBAHHOW LIEHBI
IIPOU3BOJIUTEIIS.

93. B cmydae ecnm B paMKax OJHOTO PETHCTPALUOHHOIO YIOCTOBEPEHHUS
3aperucCTPUPOBAHO HECKOJIBKO NMPOU3BOAMTENECH, BAPUAHTOB MOTPEOUTENIHCKUX YHIAKOBOK,
J03UPOBOK, POPMBI BbITyKa, 00beMa U (hacOBOK JIEKAPCTBEHHBIX CPEJICTB, YCIYyTrOMNOIyYaTeNlb
IIPENOCTABIIACT 3asBJICHUE OTAEIBHO I KaXI0r0 U3 BApUAHTOB.

94. IIpn KOHBEpPTAaUMU WHOCTPAHHOW BAJIIOTHI LIEH YKa3aHHBIX B 3asBJICHUU: LICHBI
IIPOU3BOAMTENISA, KOIIMHM MHBOMCA (HAKIAIHON) WK CUET-(DAKTYyphl, a TAKKE B KOHTPAKTE WU
J0TrOBOPE O MPUOOPETEHUH JIEKAPCTBEHHOT'O CPECTBA B HALIMOHAIBbHYIO BAIOTY PecyOnuku
Kazaxcran ucnomnas3yrorcs opuuuaibHble KypChl HHOCTPAHHBIX BAJIIOT B CPEHEM 3a MECHLI,
MpEANIeCTBYIONINI Moaue 3asiBiaeHust (cpeauuii oOMeHHbId Kypce) HarmmonansHoro banka
Pecny6iinku Ka3zaxcran.

95. Ilpu oTCyTCTBHM O(QUIIMANIBHOTO Kypca BaJlOT B MEpPEUYHE MHOCTPAHHBIX BAJIOT,
yTBepkieHHOM nocTaHoBiieHueM [IpaBnenns HaunonansHnoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBIeHUS O0DHUITMATBHOTO
Kypca HalMOHaJdbHOM BamoThl PecnyOnuku KazaxcraH k HMHOCTpaHHbIM BaymoTam" (
3apeTruCTpUpOBaH B PeecTpe rocy1apCTBEHHON pErucTpali HOPMaTUBHBIX MPABOBBIX AKTOB
nox Ne 7977), unpopmanuss o 1eHe B pedepeHTHBIX CTpaHax MOJaeTcs B JoJuIapax
Coennnennbix llltaToB AMEpPHUKH COTJIACHO pAacyeTHOMY Kypcy oOIlepauui 3a
NPEIIECTBYIOLIUI MeCsILI, TPEeIOCTaBIEHHBIX Ka3HauencTBoM Opranuzanuu O0beInHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

96. B nepuoa orpaHUYMTENBHBIX MEPONPHUATUNA, B TOM YHUCJIE KapaHTUHA, BBEICHUS
Ype3BBIYAHHOIO IIOJI0KEHHUS, BO3HUKHOBEHUS YPE3BBIYAWHBIX CUTyalUd COLHUAIBHOIO,
NPUPOAHOTO M TEXHOIEHHOro Xapakrepa Ha Tteppuropun Pecnyonukn Kaszaxcras,



OCYIIECTBISIETCA OCOOBIN MOPSA0K popMUpOBaHUS TIpeAesbHBIX 1eH Ha JIC nis ontoBoW U
PO3HUYHOM peanuzanuu, a Takxke B pamkax (mamee — ['OBMII) u (unu) B cucreme
00s13aTeIIbHOT0 COIMAIBHOTO MEIUITMHCKOTO cTpaxoBanus (naiee — OCMC).

97. Ilpu ocoboM MOpsIAKE YIMOJHOMOUYCHHBIM OpraH HaNpaBIISIET B TOCYJaPCTBEHHYIO
IKCIEPTHYIO opraHm3anuio cnucok JIC ¢ ydeTtom JiekapCcTBEHHOUW (OpPMBI, JO3UPOBKH,
KOHILIEHTpAallU U Oo0beMa MO MEXKIyHapOJHOMY HENAaTEHTOBAHHOMY HAaMMEHOBAHUIO A
(dhopmupoBaHUs IPEACIIbHBIX 1IEH Ha TOproBoe HaumeHoBanue JIC 1y1st onToBOM U PO3HUUHON
peanuzanuu, a takxke B pamkax ['OBMII u (unm) B cucteme OCMC, B COOTBETCTBUU C
PETrPECCUBHOM IIKAJION HALIEHOK.

98. B ciryuae MecsiuHOTO M3MEHEHUSI OOMEHHOTO Kypca TeHIe K MHOCTPAHHBIM BaTIOTaM
Ha 10 wnam Oonee MPOUEHTOB U (WJIM) MPEBBIIMICHUS (PAKTUYECKOW TOJOBOM HHOIAIINU
BEpPXHEW TIpaHUIlbl 1IEJIEBOr0 Kopujaopa Oosiee uem B 1,5 pasza, mpenelibHbIe IIE€HbI
dbopMupylOTCS TO TOproBomMy HauMeHoBaHuio Ha JIC mnyrem HanbaBKu K LIEHE
MIPOU3BOJIUTEIIS MPOIEHTHOTO 3HAYEHUSI, MPEIOCTABIIEMOT0 YIIOJIHOMOYEHHBIM OPTaHOM.

99. B cityyae MecS4HOTO U3MEHEHUsS OOMEHHOI0 Kypca TeHIe K MHOCTPAHHBIM BaJIFOTaM
Ha 10 wnam Ooznee MpOLEHTOB W (WMJM) YMEHbLIEHUS (PAKTHUYECKOM TOJ0BOM MHOIALMU
BEpXHEH TpaHUIIBl II€JIeBOr0 Kopujpopa Oojee uem B 1,5 pasa, mpenenbHbIE IEHBI
dhopmupyroTcs o Topropomy HauMeHoBaHuto Ha JIC myTeM BbIY€Ta OT IIEHBI TPOU3BOIUTEIS
MPOIIEHTHOTO 3HAYEHUS, TPEAOCTABISIEMOr0 YIIOJTHOMOUYEHHBIM OPraHOM.

100. ®opmupoBanue npeaenbHbix 1eH JIC npoBoauTcss B MHPOPMALIMOHHON CUCTEME
YIIOJTHOMOYEHHOI'0 OpraHa MyTeM aBTOMATHYECKOTro J00aBJIEHUS K 3apEruCTPUPOBAHHOMN
[IEHE MTPOU3BOIUTEINS HAIIEHKH JJIs ONITOBOM peanu3anuu, mudepeHnnpoBaHHON UCXO0I U3
BEJIMYMHBI 3aPETUCTPUPOBAHHOMN LIEHBI TPOU3BOIUTEIIS U COCTABIISIIOT:

1) 25 % nns JIC, croumocthio 10 350,00 TeHTre BKIIOUUTENIBHO;
2) 23,5 % nnsa JIC, croumocTtsio cBoiiie 350 Tenre u 10 1000,00 TeHre BKIIOYUTEIBHO;
3) 22 % nns JIC, croumocTtsio cBbiiiie 1000 Tenre u 10 3000,00 TeHre BKIIOUYUTEIBHO;
4) 20,5 % nnst JIC, croumocTthio cBaiiie 3000 Tenre u g0 5000,00 TeHTe BKIIOUUTENBHO;
5) 19 % nns JIC, croumocTthio cBbiiie 5000 tenre u 10 10000,00 TeHTre BKIIOUUTENIHHO;
6) 17,5% nnsa JIC, croumoctbio cBoiie 10000 Tenre u 1o 20000,00 TeHTe BKIIOYUTENHHO;
7) 16 % nnst JIC, croumocTtsio cBaiiie 20000 Ttenre u g0 40000,00 TeHre BKIIOYUTEILHO;
8) 14,5 % nna JIC, croumocthio cBhilie 40000 Tenre u mo 100000,00 Tenre
BKJIIOUUTEIBHO;
9) 13 % nnsa JIC, croumocthio cBeiie 100000 tenre u go 200000,00 Tenre
BKJIIOUUTEIBHO;
10) 11,5 % nansa JIC, croumocthio cBeiie 200000 tenre u mgo 500000,00 teHre
BKJIFOYUTEIBHO;
11) 10 % nns JIC, croumocTsio cBsiiie S00000 Tenre.
101. OnToBbie Hanenku Ha JIC mpu ocobom mopsiake aud@epeHIupyroTcs B
COOTBETCTBUH C PETPECCUBHOM IIKAIONW HAIICHOK U COCTABJISIOT:



1) 10 % nns JIC, croumocTthio 10 350,00 TeHTe BKIIOUUTENIBHO;
2) 9,75 % nnsa JIC, croumocTtsio cBoiiie 350 Tenre 1 g0 1 000,00 TeHre BKIIOYUTEILHO;
3) 9,5 % nnsa JIC, croumoctsto cbitie 1 000 tenre u go 3 000,00 TeHre BKIIOYNUTENIBHO;
4) 9 % nna JIC, croumoctbio cBbiiie 3 000 Tenre u 10 5 000,00 TeHre BKIFOYUTEIBHO;
5) 8,5 % nnsa JIC, croumocTtsio cBoiiie 5 000 tenre u g0 10 000,00 TeHre BKIFOYNUTENIBHO;
6) 8,25 % nnsa JIC, croumocthio cBeime 10 000 tenre m mo 20 000,00 TeHre
BKIIFOYHTEILHO,
7) 8 % nns JIC, croumoctsto cBbitie 20 000 Tenre u g0 40 000,00 TeHre BKIFOYUTEIBHO;
8) 7 % nns JIC, croumocTthio cBoiiie 40 000 terre u 7o 100 000,00 TeHre BKIIOYUTEIBHO;
9) 6,5% nns JIC, croumocthio cBeiie 100 000 tenre u mo 200 000,00 Tenre
BKJIFOYHTENLHO;
10) 6% nns JIC, croumocthio cBeiie 200 000 tenre u no 500 000,00 Tenre
BKJIFOUUTENILHO;
11) 5,5 % nns JIC, croumocTtsio cBoitre 500 000 Tenre.

102. ®opmupoBanue npenenbHbix 1eH JIC 11 po3HUYHON peaau3aliuy MPOBOIUTCS B
MH(POPMAIIMOHHOM CUCTEME YITOJITHOMOUYEHHOI'0 OpraHa IMmyTeM aBTOMAaTHYECKOIo 1I00aBIeHUS
K IpeaeabHON 1IeHe Ha ToproBoe HauMmeHoBaHue JIC 11 ONTOBOM peanu3aliui pO3HUYHOMN
HalleHKH, Tu(depeHITupOBaHHON UCXO/ U3 BEJIMYMHBI MPEIebHON 1I€Hbl HAa TOProBOE
HanMmeHoBaHue JIC 11 onToBOM peanu3amyu 3a MOTPEOUTEIBCKYIO YITAKOBKY.

103. Po3uuunas Hanenka Ha JIC quddepeHnupyercss B COOTBETCTBUH C PETPECCUBHOM
IIKAJI0M HAIICHOK M COCTaBJISICT:

1) 30 % mst JIC, croumocThio 10 350,00 TeHre BKIIOUYUTEIBHO
2) 29 nna JIC, croumoctsio cBbiiie 350 tenre u 10 1 000,00 TeHre BKIIOUUTENHHO;
3) 27,5 % nna JIC, croumoctsio cBbitie 1 000 tenre u go 3 000,00 TeHre BKIIOYUTENIBHO;
4) 25 % nns JIC, croumoctbio cBaitie 3 000 Tenre u 10 5 000,00 TeHre BKIFOYUTEIBHO;
5) 22,5 % nna JIC, croumoctsio cBbitie 5 000 tedre u go 7 500,00 TeHre BKIIOYUTENIBHO;
6) 20 % nst JIC, croumocTtsio cBaimie 7 500 Tenre u g0 10 000,00 TeHre BKIIOYUTEIHHO;
7) 18% st JIC, croumocTtrio cBoiiie 10 000 tenre go 13 500,00 TeHre BKIIOYUTEIBHO;
8) 16 % nnsa JIC, croumoctsio cBbiiie 13 500 tenre u 10 20 000,00 TeHTe BKIIOYUTEIHHO;
9) 14 % nns JIC, croumocTsio cBaiiie 20 000 Tenre u 10 40 000,00 TeHre BKIIOUUTENBHHO;
10) 12 % nnsa JIC, croumocthio cBeime 40 000 tenre u go 100 000,00 tenre
BKIIFOYHTEILHO,
11) 10 % nna JIC, croumoctsio cBbitie 100 000 Tenre.
104. Posznuunas Hanenka Ha JIC mpu ocobom mopsiake nuddepeHnupyercs B
COOTBETCTBUHM C PETPECCUBHOM IIKAJION HAIIGHOK U COCTABJISICT:
1)15 % nns JIC, croumoctsio 10 350,00 TeHTe BKIIOUUTENIBHO;
2)14,5 % nns JIC, croumocTsio cBbiiie 350 Tenre u 10 1 000,00 TeHre BKIIOYUTEIBHO;
3) 13,75 % nns JIC, croumoctbio cBoimie 1 000 Tenre u g0 3 000,00 TeHre BKIIOUYUTEIBHO



4) 12,5 % nns JIC, croumoctsio cBbiiie 3 000 tenre u 10 5 000,00 TeHre BKIIOUYUTENBHO;
5) 11,25 % nns JIC, croumoctsio cBbitie 5 000 tenre u 10 7 500,00 TeHre BKIIOYUTEIBHO

6) 10 % nyst JIC, croumocTtsio cBeimie 7 500 Tenre u g0 10 000,00 TeHre BKIFOYUTEIBHO;
7) 9 % nns JIC, croumocthio cBoimie 10 000 tenre go 13 500,00 TeHre BKIIOYUTEIBHO;

8) 8 % mst JIC, croumocTtsto cBbitie 13 500 tenre u g0 20 000,00 TeHre BKIFOYUTEILHO;
9) 7 % nns JIC, croumocthio cBoimie 20 000 tenre u 10 40 000,00 TeHTre BKIIOUUTEIBHO;

10) 6 % nna JIC, croumocthio cBhime 40 000 tenre u mo 100 000,00 Tenre
BKJIIFOYHTEIILHO,

11) 5 % nns JIC, croumocTtsio cBbiiie 100 000 Tenre.

IIpenenvHas neHa Ha ToproBoe HamMeHoBaHue JIC ans po3HWYHOW peann3anuu
(dbopMHpyETCs HE BBIIIE CPETHETO 3HAYCHUS OTITYCKHBIX IICH B alITEYHBIX CETSIX, TOJYIYCHHBIC
U3 HMHTETPUPOBAHHOW HWHGOPMAIIMOHHONW CHCTEMBbl YIOJHOMOYEHHOTO OpraHa
rOCyJIapCTBEHHBIX JOXOJ0OB MO KOHTPOJbHO-KACCOBBIM YEKaAM.

105. ®opmupoBanue npeaenbHbIX 1eH B pamkax ['OBMII u (wnn) B cucreme OCMC Ha
JIC npoBoautcs B HUHPOPMAIMOHHOW CHCTEME YIIOJHOMOYEHHOTO OpraHa myTeM
aBTOMATHUYECKOTO J00aBJICHUS K 3aperucTpUpoBaHHOM 1ieHe HarleHku B pamkax ['OBMII u (
win) B cucreme OCMC, nuddepeHnpoBaHHON UCXO0IsI U3 BEIUYHUHBI 3aPETUCTPUPOBAHHON
1IEHBI MPOU3BOIUTENS U COCTABJISIOT:

1) 20 % nst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENBHO;

2) 19,5 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1000,00 TeHre BKIIOYUTEIBHO;

3) 19 % nnst JIC, croumocTtsio cBeimie 1000 Tenre u g0 3000,00 TeHTe BKIIOYUTENIHHO;

4) 18 % nns JIC, croumocthio cBbiie 3000 tenre u 10 5000,00 TeHre BKIIOYUTEIBHO;

5) 17 % nas JIC, croumocTtsio cBbiiie S000 tenre u 10 10000,00 TeHTre BKIIOUYUTENIBHO;

6) 16,5 % nnsa JIC, croumoctsio cBoimie 10000 Tenre u 10 20000,00 TeHre BKIIOYUTEILHO

7) 16 % nnst JIC, croumocTtsio cBaimie 20000 Tenre u g0 40000,00 TeHre BKIIOYUTEIBHO;
8) 14 % nna JIC, croumoctsio cBbitie 40000 Tenre u 1o 100000,00 TeHre BKIFOYUTEIBHO;
9) 12 % nansa JIC, croumocthio cBbiie 100000 tenre u po 200000,00 Tenre
BKJIIOYHTENILHO;
10) 11 % nna JIC, croumocthio cBbiie 200000 tenre m go 500000,00 Tenre
BKJIIOYHTENILHO;
11) 10 % nna JIC, croumoctsto cbitiie S00000 Tenre.
106. Hauenku B pamkax 'OBMII u B cucteme OCMC Ha JIC npu ocobom nopsiake
mudGepeHITUPYIOTCS B COOTBETCTBUH C PETPECCUBHOM MTKAJION HAIICHOK M COCTABJISIOT:
1) 10 % nst JIC, ctoumocThio 10 350,00 TeHre BKIIOUUTENBHO;
2) 9,75 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1 000,00 TeHTe BKIIOUYUTEIBHO;
3) 9,5 % nnsa JIC, croumoctsio cBbimie 1 000 Tenre u g0 3 000,00 TeHre BKIOYNUTEIBHO;
4) 9 % nns JIC, croumoctbio cBeitie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;



5) 8,5 % nnsa JIC, croumocTtsio cbiiie 5 000 tenre u g0 10 000,00 TeHre BKIIOYUTENIBHO;

6) 8,25 % nna JIC, croumocThio cBeimie 10 000 tenre m mo 20 000,00 Tenre
BKJIIOYUTEIBHO;

7) 8 % nns JIC, croumocthto cBbitie 20 000 tenre u g0 40 000,00 TeHre BKIIOYUTEILHO;

8) 7 % nns JIC, croumocTthio cBbiiie 40 000 tenre u 7o 100 000,00 TeHre BKIIOYUTEIBHO;

9) 6 % nna JIC, croumocthio cBeimme 100 000 tenre u go 200 000,00 TeHre
BKJIIOUUTEIBHO;

10) 5,5 % nna JIC, croumoctbio cBeimie 200 000 tenre u po 500 000,00 Tenre
BKJIIOUUTEIBHO;

11) 5 % nns JIC, croumocTtsio cBbiiie 500 000 Tenre.

107. IlpenenbHast 1leHa Ha MEXIyHApOAHOE HEMATEHTOBaHHOE HanMmeHoBaHue JIC
dbopMupyeTCcs aBTOMAaTUYECKH B HH(OOPMAITMOHHONW CHCTEME YIIOJTHOMOYEHHOTO OpraHa U He
JOJKHA MPEBBIIATH CPEAHETO 3HAUEHUSI TPEX MUHUMANBbHBIX NpenenbHbix 1eH JIC B pamkax
I'OBMIT u (unm) B cucteMe OCMC, chopmupoBaHHbIX 10 1 Mast TeKyIero roja.

B cnyuae nanmuus npenensHoit nensl JIC B pamkax TOBMII u (unu) cucteme OCMC
OTEYECTBEHHOTO TOBAPOMPOU3BOAUTENSA, MPOU3BEJACHHOIO B YCIOBHUAX HaJJIexKallen
MIPOU3BOJCTBEHHON MPAKTUKU U TOCTaBJISIEMOTO B PaMKax JOJTOCPOYHBIX JIOTOBOPOB,
npeaenbHas neHa Ha MHH onpenensercs no mpenensHoil nieHe JIC oTeuyeCTBEHHOTO
TOBApOMPOU3BOJIUTEINS, MPOU3BEACHHOIO B YCIOBUSX HaJUIekKalled MPOU3BOICTBEHHON
MPAKTUKHU U TIOCTABIIIEMOT0 B paMKax JOJTOCPOUHbIX 10roBopoB B paMmkax 'OBMII u (nm)
cucteme OCMC.

108. ITpn Hanu4uKM NpeaesbHON ONTOBOM U PO3HUYHOM LIEHHI, a Takke B pamkax [ OBMII
u (unm) B cucteMe OCMC Ha opurnHaIbHbIN JEKApCTBEHHBIN Mpenapar npejeiabHas 1eHa Ha
toproBoe HaumeHoBanue JIC 1151 onTOBOM M PO3HUYHOM LIEHBI, a Takke B paMkax 'OBMII u
(mmn) B cucteme OCMC Ha BOCHpPOU3BEAEHHBIN JIEKAPCTBEHHBIN Mpenapar (FT€HEepUK) Win
OMOaHaTOTUYHBIN JIEKAPCTBEHHBIN Mpenapat GopMUPYETCs HUKE MPEIeTbHON ONTOBOM IIEHBI
, PO3HMYHOM 1IeHbI, a Takke B pamkax ['OBMII u (unu) B cucreme OCMC opuruHaibHOTO
JEKapCTBEHHOTO cpejcTBa s reHeprka Ha 30 % u OMOAHAJIOTUYHOTO JICKAPCTBEHHOTO
npenaparta - Ha 10 %.

[Ipu u3meHenuun nopsiaka pedepeHTHOro 1eHOOOPa30BaHUSI U PETUCTPAIMU IIEHBI B
npouecce GopMUPOBAaHUS MIPEAEIbHBIX IIeH Ha ToproBoe HaumeHoBaHnue JIC st onToBOM U
pO3HUYHOM peanusamnuu, a Takke B pamkax ['OBMII u (unu) B cucreme OCMC
rocyJapCcTBeHHAas HKCIIEPTHAsI OpPraHU3aIis OCYIIECTBIsAET (POPMUPOBAHUE TIPENETBHBIX 1IEH
Ha ToproBoe HauMeHoBaHue JIC 11 onTOBOM U PO3HUYHOM pealin3allii, a TAKKE B paMKax
I'OBMII n (mmu) B cucreme OCMC ¢ ydeTroM H3MEHEHHOrO IOpsJKa peepeHTHOTO
[IEHOOOPAa30BaHUs U PETUCTPALIMU LIEHBI, B TOM YHUCJIE 110 3apoCy YIOJIHOMOYEHHOIO OpraHa
Ha YTBEPXKJCHHBIC I[CHBI.

109. ®opMupoBaHUEe HALIEHKH €IMHOTO JUCTPUOBIOTOPA OCYIIECTBISETCS:



1) myTem npubaBiieHUs HALIGHKU €IUHOTO TUCTPUOBbIOTOpa K hukcupoBanHoi 1ieHe JIC u
() MU, nocrasnennsix Ha ycnoBusx DDP UHKOTEPMC 2020;

2) myTeM MpuOaBICHUS HAICHKH €IMHOTO JTUCTPUOBIOTOPA U TIOTIOJHUTEIHLHON HAIICHKH,
B pa3Mepe YCTaHOBJIEHHOM myHKTOM 69 HacTosiux [IpaBun, k ¢pukcuposannoit nene JIC u (
wi) MU, noctaBieHHbIX Ha yCI0BUAX OTIMYHBIX OT yeaoBuid DDP MHKOTEPMC 2020;

3) myTem npuOaBlieHUs HALIGHKU €AUHOTO TUCTpUObIoTOpa K hukcupoBanHoi nene JIC u
(mm) MU B caydassx BO3MEUIEHUS MOCTaBIIMKOM PACXOJO0B €IUMHOT0 JHCTPpHOBIOTOPA,
CBSI3aHHBIX C YIUJIATOM TAMO>KEHHBIX IMONUIMH U COOPOB, U MHBIX PACXOJ0B, CBSI3aHHBIX C
MOCTaBKOW €AMHOMY JUCTPUOBIOTOPY;

4) mytem mpubOaBICHUS HAIICHKU €IMHOTO AUCTPUOBIOTOPA K CyMME 3aTpart 3a eAUHHILY
JIC u (unu) MU Ha ynnaTy TaMOKE€HHBIX NOLUIUH U ¢c00poB, npu noctaske JIC u (unun) MU
EAMHOMY AUCTPUOBIOTOPY IO HYJIEBOH IIeHe (0eCIIaTHO);

5) B cinydasx noctaBku JIC u (unmu) MU no HyneBoi 1ieHe eIMHOMY JUCTPUOBIOTOPY Ha
ycanoBusix DDP MHKOTEPMC 2020 unu BO3MEMIEHHST MOCTABIIMKOM PACXOJ0B €IUHOTO
TUCTPUOBIOTOPA, CBSI3AHHBIX C YIIATOM TaMOKEHHBIX MOLUUIMH U COOPOB, U MHBIX PACXOJI0B
cBsi3aHHbIX ¢ moctaBko JIC u (mnim) MU mo HyneBoil LleHE €IUHOMY IUCTPUOBIOTOPY,
Harenka 3a equnauity JIC u (wnn) MU ycranasnuBaetcs B pazmepe 0,01 Tenre.

110. Hanenka k nenam Ha JIC u (unu) MU ycranaBnuaercs B AuddepeHunpoBaHHbIX
MPOLIEHTaX IO perpeccMBHOM Mwikaie. IIpu 3TOM HaleHKa €IMHOro IUCTPUOBIOTOpPA OT
(UKCUpPOBAHHOM IIEHBI YCTAaHABIMBAETCS B pa3Mepe:

1) 7 % nns JIC u (unu) MU, croumoctsio 10 100 000,00 TeHre 3a eUHUIY U3MEPEHUS;

2) 6 % s JIC u (unmu) MU, croumocTs kotopsix Bapbupyetcs ot 100 000,01 u mo 139
999, 99 TeHre 3a enMHUILY U3MEPEHUS;

3) 5 % nna JIC u (wnm) MU, ctoumoctsio ot 140 000,00 TeHre 3a €quHUIY U3MEPEHUS.

111. Hanenka equHOro IUCTpUOBIOTOpa OT (pukcupoBaHHOM 1eHbl JIC mpu ocobom
MOPSIJIKE YCTAHABIIMBAETCS B pa3Mepe:

1) 3,5 % nns JIC, croumoctsio 10 100 000,00 TeHre 3a e IMHUIYY U3MEPEHUS;

2) 3 % nns JIC, croumocts koTopbix Bapeupyetcs oT 100 000,01 u go 139 999, 99 tenre
3a €IMHUILY U3MEPECHHS;

3) 2,5 % nns JIC, croumoctsio ot 140 000,00 TeHre 3a e AMHUILY U3MEPEHHUS.

112. lonmonuutenbHas HaneHka K neHam Ha JIC u (unu) MU ycranaBnuBaeTcst npu
3akyne JIC u (unun) MU cnoco6om u3 04HOTO UCTOYHUKA:

1) yepe3 MexIyHAapOJHBIC OpTraHHM3allnM, YupexaeHHble ['eHepanbHON accamOmeei
Opranuzanuu O6benuuennbix Hanmii, k pukcupoBaHHoOi 11eHe - B pazmepe 7 %;

2) yepe3 HHOCTPAHHOTO MTPOU3BOAUTENA (3aBOIa-U3TOTOBUTENA) K (PUKCUPOBAHHOM IICHE -
B pazmepe 3 %.

113. Pacuer BbIAEIEHHON CyMMBI ISl 3aKyna €AUHBIN JUCTPUOBIOTOP MPOU3BOAUT B
cooTBeTcTBUM € MyHKTOM 110 HacTosimux [IpaBui, a mpu 0ocoO0M NOpsAJIKE B COOTBETCTBUH C
nyHKTOM 111 Hacrosmux IIpasui, B cnenyromem nopsake: Llena 3akyna = [IpenensHas nena



MUHYC HaueHka. [Ipy 3TOM OT mpenenbHON LIEHBl TaK)K€ OTHUMAETCS JONOJHUTENIbHAs
Harenka npu 3akyne JIC w (unu) MU cnocoboM M3 OJHOrO HUCTOYHMKA Yepes
MEXIyHapOIHbIE OpraHU3alluu, ydpexacHHbIe [eHepanbHO accamOieeidt Opranuzanuu
OO0benunenHbix Hamwuii, a Takke y MHOCTPAHHOTO MPOU3BOAUTENS (3aBOAA-U3TOTOBUTEIA)
npu nocraske JIC u (mm) MU Ha ycnoBusix, oranuasix ot yecaosuid DDP MHKOTEPMC
2020.

114. T'ocynapcTBeHHasi SKcniepTHasi opranuszanus ¢hopmupyet npoekt nepeuns: JIC,
MO/JIEKALUX [IEHOBOMY PETYJIMPOBAHUIO ISl ONITOBOM M PO3HUYHOM peanu3anuu (nanee -
MIPOEKT MEpEeYHsi), Ha OCHOBE PELENTYPHBIX 3aperucTpupoBaHHbiX JIC, a Takke UMEUIUX
PEruCTPAallMOHHOE YJIOCTOBEPEHHUE B paMKax EBpasMiCKOro 3KOHOMHUYECKOI'O CO03a IO
COCTOSIHMIO Ha 15 sHBaps u 15 urons Texyuero roaa.

['ocynapcTBeHHass sKCHepTHas OopraHu3anus HampasisgeT npoekt nepeuns JIC,
NOAJIEKAIINX LEHOBOMY PETYJIMPOBAHUIO B YIIOJHOMOYEHHBI OpraH IJis COTJIACOBaHUSA C
AHTHMOHOIIOJBHBIM OPTaHOM M YTBEPKICHHUS, B CPOK HE IO31Hee, yeM 3a 40 KaleHIapHbIX
IHEW 10 YTBEPXKACHUS YIOJHOMOYEHHBIM opraHoM nepeuHs JIC, momiexammux HeHOBOMY
pPEryJIMpoBaHUIO B COOTBETCTBUU ¢ MyHKTOM 1 crarbu 245 Koxpekca nmo ¢gopme, coriaacHo
MpUIOKEeHUIO 28 K HacTosmuM [IpaBunam.

115. AHTUMOHONIONBHBINA OpraH COIrIacoOBBIBAET MPOeKT nepeuns JIC, moanexamumx
LIECHOBOMY PETyJIMPOBAHUIO ISl ONTOBOM M PO3HMUYHOM peallM3alMM, PETrUCTPALUI0 WU
BHECEHUE U3MEHEHUN B 3aPETMCTPUPOBAHHYIO LIEHY ISl ONITOBOM M PO3HUYHON peanu3aiun
Ha TOProBO€ HaMEHOBaHHUE JIEKAPCTBEHHBIX CPEACTB C(HOPMUPOBAHHBIN HA OCHOBE JAHHBIX
roCyJ1JapCTBEHHOM 3KCIIEPTHOM OpraHu3aluH.

115-1. T'ocymapcTBeHHas 3KCIEpPTHAs OpPTraHU3alMs HAMPABISET IO 3ampocy
YIIOJJHOMOYEHHOI'0O OpraHa IPOEKThl MPEAEIbHBIX LEH IPOU3BOAUTENS HA TOProBOE
HanMmeHoBaHue JIC ¢ HalleHKaMu 71 ONTOBOM M PO3HUYHOW pEaNN3alvH, NPEIEIbHbIX IEH
Ha TOPrOBOE€ HAMMEHOBAHME M MEKIyHApOJHOE HeMaTeHTOBaHHOe HauMmeHoBaHue JIC B
pamkax ['OBMII u (unu) B cucteme OCMC 1151 yTBEpKACHUS.

Cuocka. [IpaBuiia nonosHeHsl yHKTOM 115-1 B COOTBETCTBUYM ¢ COBMECTHBIM TPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munucrtpa
- MunucTpa uCKyCcCTBEHHOTr0 UHTEIUIeKTa U IudpoBoro pa3sutust PK ot 19.11.2025 No 584/
HK (BBOIUTCS B IEMCTBHE CO JHS €TI0 MEPBOro OPHUIIUAIBHOTO OIMyOIMKOBAHUS).

115-2. YOJTHOMOYEHHBIM OpPraH YTBEPKAAET MPEAEIIbHBIE LEHBl TPOU3BOAUTENS HA
ToproBoe HanmmeHoBanue JIC c HaleHKamMu MJisi ONTOBOM M PO3HUYHOW peanu3aiuu,
MpEJIEIbHBIE LIEHBI Ha TOPrOBOE€ HAMMEHOBAHHE U MEXKIAYHAPOJHOE HENATEHTOBAHHOE
HaumeHoBanue JIC B pamkax 'OBMII u (wnm) B cucreme OCMC.

CHocka. [TpaBuna qonosHeHsl MyHKTOM 115-2 B COOTBETCTBUU ¢ COBMECTHBIM MPHUKA30M
Munuctpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munuctpa
- MunHHCcTpa NCKYCCTBEHHOT'0 MHTEIUIeKTa U IudpoBoro pa3sutus PK ot 19.11.2025 Ne 584/
HK (BBoauTcA B IeficTBHE €O JHS €0 MEPBOro 0(UIHUAIBLHOTO OIYOIMKOBAHUA).



I'maBa 4. Ilopsnok mpoBeAECHAS SKCIIEPTU3HL, PETHCTPALlMH, EPEPETUCTPAH, BHECEHUS
A3MCHEHHUH B PETHCTPAIMOHHOE JOChEe MEAUIIMHCKOTO H3/IEIHA U PETUCTPAIiH, BHECCHHE
A3MEHEHHUS [IEHBI IPON3BOUTENS

116. OxcnepTu3a MEAUIMHCKOTO U3/IENUS COCTOUT U3 CIEIYIOIINX ITAIOB:

1) HauanbHas SKCIIEPTHU3A;

2) crienManu3upOBaHHas HKCIIEPTHU3A;

3) nabopaTopHbI€ UCTIBITAHUS MEIUIIMHCKOTO U3EUs (32 UCKITIOUCHUEM MEAUITMHCKON
TEXHUKH).

117. na mpoBeaeHUs SKCIEPTU3bl MEIUIIMHCKOTO HM3JAEIHUs YCIyronoaydaTelb
MOCPEJACTBOM HWH(POPMAIIMOHHONW CHCTEMBI YIOJTHOMOYEHHOTO OpraHa MpeaOoCTaBIsSCT B
rOCyJJapCTBEHHYIO DKCIEPTHYIO OPraHU3alHIo CIECIYIOIINE TOKYMEHTHI:

1) 3asiBlieHHE HA TPOBEACHUE SKCIEPTU3BI METUIIMHCKOTO U3/ B JIEKTPOHHOU opme
COTJIACHO MPUJIOKEHUIO 2 K HacToAmuM IIpaBunam;

2) perucTpaimoHHOE J0ChE B DJIIEKTPOHHOM BHUJE B (opmare MEKIIaTHOPMEHHOTO

ANEKTPOHHOTO JOKYMEHTA coryiacHo npriioxeHusm 29 u (wnm) 30 k Hactosimum [IpaBuinam;
3) cBeaeHUs, MOATBEPKIAIOIINE OTUIATY YCIYTONOaydaTeJeM CyMMBI ISl IPOBEACHUS
AKCIIEPTU3bI HA PACUETHBIN CUET TOCYIAPCTBEHHOM 3KCIEPTHOM OpraHU3aly;

4) o0pa3ibl MEAUIMHCKOTO U3JEUs, MOJIeKAIIero JJabopaTOpHBIM HCIIBITAHUSM,
CTaHJIapTHbIE 00pa3lbl XUMUYECKUX BEUIECTB, TECT-IITAMMOB MUKPOOPIaHU3MOB, KYJIbTYpP
KJIETOK, CHelu(UUYECKUX pEeareHToB, pPacXOJHBIX MaTepUaioB, HEOOXOIUMBIX s
BOCIPOU3BOAUMOCTH METOAUK Ja00OpaTOPHBIX HUCIBITAHUA MEIUIIMHCKOTO HW3JEIUs B
KOJIMYECTBAX, JOCTATOYHBIX JIJISi TPEXKPATHBIX UCIBITAHUN U BepUUKAIIUN aHATTUTUYECKUX
METOJIMK KOHTPOJISI Ka4eCTBa, C OCTATOYHBIM CPOKOM T'OJTHOCTU HE MEHEE IIECTHU MECSIIEB C
COOJIIOICHUEM YCIIOBHM XpaHEHUS W TPAHCIOPTUPOBKH, €CJIIM WHOE HE MPEIyCMOTPEHO
JOKYMEHTaMU IO KauyeCTBY MPOU3BOAUTEINSI, B COOTBETCTBUM C TMpuiIokeHHeM 37 K
HactosmuM [IpaBunam yciayromnosydarens MpeoCTaBIsIeT B TeUeHHUE 2 (/1Ba) pabounx THEH
CO JHA NOCTYIUIEHHUS NOKYMEHTOB M MATEPHAJIOB Ha CIEIUAIU3UPOBAHHYIO 3KCIIEPTU3Y
MEIULMHCKOrO W3JeIUsl HApO4YHO [0 aKTy MpueMa-mnepeayd B HCHbITATEIbHYIO
71a60paTOPHUIO TOCYJAPCTBEHHOM SKCIIEPTHON OpraHU3allUu.

[TonTBepxkaeHMEM TPUHATHUS 3asBJICHHUS W YKa3aHHBIX JIOKYMEHTOB 4Yepe3
MH()OPMAIMOHHYIO CUCTEMY YIIOJTHOMOYEHHOTO OpraHa siBJisieTcsa 0ToOpaxkeHue B "MUYHOM
kaOuHeTre" yciyronoiyyyaresis craryca o MPUHATUU 3anpoca Uil OKa3aHUs rocyJ1apCTBEHHOM
YCIYTH.

118. Ilpu ogHOBpEMEHHOW MOjaue Ha HDKCIEPTU3Y HECKOJbKUX MOAU(UKaImi
MEIUIIMHCKOTO U3JIENIHSI, OTHOCSIIUXCS K OJTHOMY BUAY MEAUIMHCKOTO U3AEIUS U OJHOMY
KJIacCy MOTEHIMAJbHOTO PHUCKA MPUMEHEHHMS, U3TOTOBICHHBIX OAHUM IPOU3BOIUTEIIEM,
OTJIMYAIOIIUXCA JAPYr OT Jpyra U3MEHEHUSIMU KOMIUIEKTAlUM W (UJIU) TEXHUYECKUX
nmapaMeTpoB, HE BIHSIOIMHKMUA Ha (QYHKIMOHAJIbHOE Ha3HaueHue, 3(PPEeKTUBHOCTD



KJIMHAYECKOr0 MPUMEHEHUsI U 0e30MacCHOCTh M UMEIOLIUMHU OOLIYyI0 HMHCTPYKIUIO WIIU
PYKOBOJCTBO MO 3KCIUIyaTalMd NPOU3BOJIUTENS, YCIYyromnojy4yaTeiab MNpenocTaBisieT |
3asBJIE€HUE U 1 PErMCTPALMOHHOE J10ChE€ C JAHHBIMH TOKCHUKOJOTMYECKHX, TEXHHYECKUX,
KJIMHUYECKUX UCTIBITAHUN HA BCE BUJIbI MOJIM(DUKAIIMH, BKIIFOUEHHBIX B OJJHO 3asiBJICHUE.

B cnywae ecnu mpeacTaBiieHHbIE MOAM(UKALMN OTHOCIATCA K Pa3sHbIM Kjaccam
NOTEHUIMAIBHOTO pHUCKA MPUMEHEHHMS Ha KaXIyl0 MOJIM(PUKAIUIO TPEJOCTABIISIETCS
OTJIEJIbHOE PErUCTPALMOHHOE JIOCHE.

119. B nmepuon uiau A0 NPOBEACHHUS IKCHEPTU3bl MEAUIIMHCKOTO U3JEIUs
yCIyTONoJy4yaTeab MNPUHUMAET MEpPbl MO OpraHu3aludd MU MPOBEACHUIO HWHCIEKIINU
MEJIULIMHCKOTO U3ENHs B MOPSAKE U Cllydasx NpeaycMoTpeHHbIX [IpaBuiiamu npoBeneHus
MHCIEKUUH MEIUIMHCKUX HU3JeNHH, YTBEPXKJACHHBIMU MpUKa3oM MuUHHCTpa
snpaBooxpaneHus: Pecyommku Kazaxcran ot 23 mexabpst 2020 roga Ne KP JICM-315/2020 (
3aperucTpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpaii HOpMaTUBHBIX TPABOBBIX aKTOB
noa Ne 21898) (nanee — mpuka3z KP JICM-315/2020) B OTHOIIEHUH MEIULIMHCKOTO WU3CIIHS
2a (cTepwibHOTO), 20 U 3 KJIaCCOB MOTEHIIMAIBLHOTO PUCKA €r0 MPUMEHEHHS MPOU3BOJICTBA
pacnoyiokeHHOTro 3a npenenamu PecnyOonuku KazaxcraH, a Takxke MEIUUMHCKOTO W3S
BHE 3aBHCHMOCTH OT KJIacCa MEIHMIIMHCKOI'O M3JENUs IMPOU3BOJCTBA PACIOJIOKEHHOIO Ha
tepputropun Pecniybnuku Kazaxcran.

B ciyyae MOJOXUTEIBHOTO pe3yJibTaTa WHCHEKUWH MEAULHUHCKUX H3IEIUM,
yCIIyronojiyuarelib MpPeJoCTaBiIseT OTYET O pe3yJbTaraX HMHCHEKIUU TPOU3BOJCTBA
MEAUIIMHCKOTO U3Aenus o ¢popme ycranoBienHoi npukazom KP JICM-315/2020, cornacho
npuioxkeHuo 29 k Hacrosum [IpaBunam.

120. DkcniepTr3a M3MEHEHN, BHOCUMBIX B PETHUCTPALIMOHHOE JTOCHE, OCYIIECTBISAETCS HA
MEIHMIMHCKOE W3JEeIue B MEPUOJA JEUCTBUSA PErMCTPALMOHHOIO YJIOCTOBEPEHHS.
VYcnyrononyyarenas NOJIEPKUBAECT AKTYaIbHOCTh JOKYMEHTA 110 KaYEeCTBY, MPEJCTaBICHHOTO
B PETHCTPALMOHHOM JIOChE IIyTEM CBOEBPEMEHHOI'O BHECEHMSI H3MEHEHUI B HETO.

121. V3meHenus knaccu(UIMUPYIOTCS B COOTBETCTBUM C MEPEYHEM BUIOB U3MEHEHUIA,
BHOCUMBIX B PETrUCTPALIMOHHOE JOChE€ MEIULHMHCKOrO H3JAENHS B NEpUOJ AEHUCTBUSA
PETUCTPALIMOHHOTO YIOCTOBEpEHHs coriacHo npuioxkenuto 30 k HacrosuuM [IpaBunam.
W3meHeHHs, HE BKJIIOYEHHBIE B YKa3aHHBIA MEPEYEHb, MOJJIEKAT HOBOM PErucTpaliv B
COOTBETCTBHH ¢ HacTosumu [IpaBmnamu.

122. Ycnyrononyuyarenb B Te4eHHUE 2 (ABYX) MECALEB MOCIE YTBEPKIECHUS BHOCHUMBIX
VU3MEHEHUIN TPOU3BOAMTENIEM ITOJAET 3asIBJICHUE HA IIPOBENCHHUE SKCIIEPTU3BI MEAULUHCKOTO
u3zienus o popMe corjaacHo NPUIOKEHUIo 2 K HacTosmuM [IpaBuiiam.

123. K 3asBJI€HUIO O BHECEHUH U3MEHEHUN B PETUCTPAIMOHHOE JOChE MEIUIIMHCKOTO
U3JIeIUS IPUJIATatoTCsl TIOKYMEHTBI U MaTepHalibl, HEOOXOAMMBIE 1JIsI BHECEHUS] U3MEHEHUH,
COIJIaCHO MEPEYHIO BUI0B U3MEHEHU, BHOCUMBIX B PETUCTPALMOHHOE TOChE MEIULMHCKOIO
U3JIETUS B TIEPUOJ] IEHCTBUSI PETUCTPAIMOHHOTO yIOCTOBEPEHHS COTIIACHO MpHiioxkeHuto 30
K Hacrosamum [IpaBunam.



124. T'ocynapcTBEHHAs SKCIIEPTHAS] OpraHU3alus Ha OCHOBAHUU PE3YIbTAaTOB AKCIIEPTU3bI
COCTaBJISIET DKCIEPTHBIN OTYET CHEUUATU3UPOBAHHONW AKCIEPTU3BI O BIUSHUUA BHOCHUMBIX
W3MEHCHHI B PErUCTpAllMOHHOE JO0Che Ha 0e30MacHOCTh, Ka4eCcTBO U d(PGHEKTUBHOCTH
MEAUIIMHCKOTO U3/IeHsl, COTIacHO npuioxkeHuto 33 k HactosiuM [IpaBunam.

125. IIpom3BoauTENs WM YIOJHOMOYEHHBIM IPEACTABUTENL IPOU3BOAUTEIS
MEIUIIMHCKOTO U3/IeNs B TeUeHHe 2 (ABYX) MECAILIEB BHOCUT U3MEHEHHSI B PETUCTPAIMOHHOE
J0Cb€ Ha OCHOBAHUHM MOHUTOPHHIa 0€30MaCHOCTH POBOJUMOTO B COOTBETCTBUU C IMPUKA30M
Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23 nexabpst 2020 roga Ne KP JICM-
320/2020 "OO yTBepKIEHUU MpaBWI MNpPOBEACHUA (PapMaKoHAA30pa U MOHHMTOPUHIA
06e30macHOCTH, KayecTBa M d(PPEKTUBHOCTH MEAMIIMHCKUX H3Jeauit" (3aperucTpupoBaH B
Peectpe rocynapcTBeHHOMN perucTpaiii HOpMaTUBHBIX MPABOBBIX akTOB Mo Ne 21896).

126. Tlpu skcnepTU3e MEAUUMHCKUX W3AEIUNA, MPOU3BOAUMBIX MPOU3BOIUTEISIMU
Pecny6nuku Kazaxcran Ha ocHOBe TpaHcdepa TEXHOJIOTUN IMyTeM OpraHu3aliy JOKAIbHOTO
MIPOU3BOJCTBA HA OCHOBE N€pEayu, BHEAPEHUS (IPUMEHEHHS]), aIalTalliK CYIIECTBYIOIIHNX
TEXHOJIOTHI (pe3ybTaTOB HayYHBIX MCCIIEIOBAHUN, HOBBIX Pa3pabOTOK), OCYIIECTBIISIEMBIX
OT TEepefarollel CTOPOHbl K MPUHUMAIOIIEH CTOPOHE ISl MPOU3BOACTBA MEAULMHCKUX
U3JICJINM, K PErucTpalMOHHOMY JOChE JONOJHUTEIBHO HPEACTABIAIOTCA CIEAYIOIINE
JOKYMEHTBI:

1) BbINIKMCKA U3 JOTOBOPA WJIM COTJIAIIEHHE MEXITY OTE€YECTBEHHBIM MPOU3BOJUTEIIEM U
3apyOeKHBIM TIPOU3BOJIUTEIIEM O MEPEHOCE MPOU3BOACTBEHHBIX U TEXHOJOTMYECKHUX
MPOIIECCOB C MPaBOM IMepefayd TEXHUYECKOW TOKYMEHTAIlMM B paMKax TpaHcdepa
TEXHOJIOTUI U TJIaHa TpaHcdepa TEXHOJIOTUI;

2) pe3ynbTaThl NIPOBEAECHHOIO TpaHc(hepa TEXHOJIOTUN Ha 3asBJEHHOE MEIUIIMHCKOE
u3JIeNKe, BKIIOYAIOUIero OMMCAHKUE 3TAIloB, MEPeUueHb HEOOXOAMMOIro MPOU3BOACTBEHHOTO
000pyI0BaHHUs, OOIIME CXEMbl TEXHOJIOTUU MPOU3BOJICTBA U METOAMK KOHTPOJISI KayecTBa,
IIPOTOKOJI TECTOBOTO 3allyCcKa 000pYyI0BaHMsI IPUHUMAIOIIEH U TIepejatoIieil CTOPOHBI;

3) DOKYMEHT, YJIOCTOBEPSIOUIUN PErucTpaIlMi0 B CTpaHE MepeAarolieil CTOPOHBI (
perucTpanuonHoe ynocroBepenue, wim Cepruduxar cBobomnoit mpogaxu (FreeSale), nmm
Ceptudukat Ha KCIIOPT);

4) xonuio cepTH(UKATa HAa CUCTEMY MEHEI)KMEHTa KayecTBa NPOU3BOAUTENS (
nepearned CTOpoHbl) MeaUIMHCKUX u3aenui [ISO 13485

5) IOKYMEHTHI 10 HKOJIOTHYECKO 0€30MaCHOCTHU: pelIeHNe YIIOTHOMOYEHHOr0 opraHa 1o
ONpENENICHUI0 KaTEeropuu OOBEKTa, OKa3bIBAIOLIEr0 HEraTUBHOE BO3JACHCTBHE Ha
OKPY’KaIoIIyI0 Cpely, B COOTBETCTBUU CO CTaThel 12 DKojoruueckoro kojaekca Pecryonuku
Kazaxcran, sxonoruueckoe pa3peueHue B COOTBETCTBUU cO cTtaThed 106 DKOIOrn4eckoro
KOJIEKCA, BBIJIAaHHBIA YIMOJIHOMOYEHHBIM OPraHOM B OOJAacCTH OXpaHbl OKPY’KaIOIIeH cpeabl
PecnyOnuku Kazaxcran;

6) nepeuyeHb HAUMEHOBAHUN JOKYMEHTOB IO TEXHOJIOTHH MPOU3BOJICTBA, CTAHIAPTHBIM
ONEepallMOHHBIM MPOIEAYPaM, PyKOBOACTBO 110 KaYECTBY;



7) OTYETHl KJIMHUYECKUX U JOKIMHUYECKUX HUCCIEAOBAHMI MEOULUMHCKUX WU3JETUU,
KJIMHUKO-1a00paTOPHBIX UCIIBITAHUN Mepeatoell CTOPOHBL;

8) OTUeTHI UCTIBITAHUI MEePEeNAOLIE CTOPOHBI C AYyTEHTUYHBIM IIEPEBOJIOM Ha PYCCKUU
A3BIK PE3YJIbTATOB U BBIBOJIOB UCTIBITAHUN (MCTIBITAHUN C IIEJIbI0 OIEHKH OHOJOTHYECKOTrO
NEUCTBUS MEAUUMHCKUX U3JEIUN, TEXHUYECKUX MCIBbITaHUN, 00 HCCaeI0BaHUAX
CTaOMJIBHOCTH, OOOCHOBBIBAIONIUN CPOK XPAHEHHUS MEIUIIMHCKOTO W3JENUs, OTYET WIIH
JAHHbIE HCOBITAHMN Ha CHOEUU(UYHOCTh W AHAIUTHYECKYI0 YYBCTBHUTEIBHOCTH
MEUIIMHCKOTO n3aenus s in vitro (IVD) nuarnoctuxn).

[Ipu nosiHOM TpaHcdepe TEXHOIOTUH JOKaIbHBIA MPOU3BOIUTENL 00ECIIEYUBAET MOJTHOE
COOTBETCTBUE YCJIOBUH TPOU3BOJACTBA U CHCTEMbl oOOecrledeHHs KadecTBa Ha
MPOU3BOACTBEHHOM Mtomake B PecnyOnuke KazaxcTan ycnoBusiM poU3BOACTBA U CHCTEME
o0ecrniedeHuns: KayecTBa MPOU3BOICTBEHHOM miomaaky BHe Ka3zaxcrana.

127. YckopeHHas 3KcHepTH3a MEIMUUHCKUX HW3JEIHN OCYLIECTBIISIETCS MpPH
MEepEepEerucTpaluy, a TaKXKe [0 PEHIEHHUI0 YINOJHOMOYEHHOro opraHa B 00JacTu
3ApaBOOXPAHEHUS] B CIIy4asX BOCHHBIX JEWCTBUU W JIMKBUJAIMHU KX IOCIEICTBHM,
BO3HUKHOBEHHSI, IPEAYNIPEKIACHNS U JTUKBUIAALNHN TTOCIEICTBUN YPE3BbIYAHBIX CUTYALIHM,
yIpo3bl BO3HUKHOBEHHUS, PACHpPOCTPAHEHMs] HOBBIX 0CO0O ONACHBIX HH(EKIHOHHBIX
3a00yieBaHUM U JTMKBUAAIIMU UX TIOCIEICTBUMN, a TAKXKE HKCIEPTU3EC MEAULIMHCKOTO U3/1eIus,
MIPOM3BEJEHHOTO M 3apErHCTPUPOBAHHOIO pEryNSTOpHBIMU opraHamu crtpan CIIA,
EBpomneiickoro coro3a, BenukoOpuranuu, fAnonun (ceptudukarel FDA, ceprudukarhbi
EBponeiickoro Coro3a — CE-marking, Bennkoopuranuu, SAnonun).

Pelienrie yrnoiHOMOYEHHOTO OopraHa B 00JIACTH 3paBOOXPAHEHUS MO YCKOPEHHOM
DKCIEPTU3E BBIJAETCA HA MEIMUIMHCKOE U3JeJIMe C YKa3aHUeM MoApOOHOTO
MOTHMBHUPOBAHHOTO OCHOBAHHUS U CPOKA NEUCTBUS BBIIAHHOTO PELICHUS.

JIOKyMEHT NpeOCTaBIAETCS IPU MO1a4ue 3asiBJICHUS Ha DKCIIEPTU3Y.

ITaparpa¢ 1. Ilopsanok npoBeAeHN HA9ATbHOM SKCISPTH3H MEAUIMHCKAX W3/IE/IHH.

128. ITocne peructpauuu 10OKyMEHTOB, YKa3aHHBIX B TyHKTax 117 wnm 121 HacTosmmx
[IpaBun B nH(pOPMAIIMOHHON CHCTEME yMOJHOMOYEHHOTO OpraHa, MPOBOAUTCS HadajdbHas
AKCIIEPTU3a MEIMIIMHCKOTO U3/ENNsI B CPOK He mpeBbimaromuii 10 (necsats) pabounx gHE.

HavanpHas »skcmepTu3a MEIMUMHCKOTO W3AENIUsl, HPOU3BEIEHHOIO U
3apEeTUCTPUPOBAHHOIO peryisiTopHbiMu opraHamu ctpan CIHIA, EBpomeiickoro corosa,
Benukoopuranun, Anonun (ceprudukarsl FDA, ceprudukarsr EBponelickoro Coroza —
CE-marking, BenukoOputanuu, SnoHun) mpoBOAUTCS B CPOK HE MPEBBIMIAOIMMUKA 5 (TIATH)
pabouux JHEH.

129. B ciyyae Hanu4usl 3aMe4aHU B PETUCTPAIMOHHOM JI0ChE, YCIYTOMOJy4YaTelto
NOCPEACTBOM MH(GOPMAIIMOHHON CUCTEMBI YITOJIHOMOYEHHOT'O OpraHa HarpaBJisieTcsl TUChMO,



3aBEPEHHOE AJICKTPOHHO-IIU(PPOBON MOJIMUCHIO, C YKa3aHWEM BBISBICHHBIX 3aMEUaHUUA U
HEOOXOJIMMOCTH X YCTPAHEHUS B TIOJIHOM 00BhEME B CPOK, HE npeBbimaroniuil 30 (Tpuauarh)
pabouux THEH.

130. Ilpu HayanbHOM SKCHIEPTU3E MEAUIIMHCKOTO U3/1IIMs MPOBOJIUTCS OLIEHKA MOJHOTHI,
KOMIUIEKTHOCTH U COOTBETCTBHUSI JOKYMEHTOB PErMCTPAIMOHHOIO JOChE, MPEICTABICHHBIX
yCIIyromnoy4aTesieM, TpeOOBaHUSIM JIeWCTBYIOIIET0 3aKOHO1aTEIhCTRA.

131. Tlpu HempencTraBi€HUU B MOJHOM OOBEME JOKYMEHTOB, MPEIYyCMOTPEHHBIX
nyHktamu 117 wim 121 nacrosimux [IpaBuil, a Takxke HE KOMIUIEKTHOCTH U HE COOTBETCTBUS
JOKYMEHTOB PEruCTPalMOHHOIO J0Che TpeOOBaHUSAM 3aKoHOAaTeabcTBa PecnyOnnku
Kazaxcran wim He ycTpaHEHHs 3aME€4aHUW B CPOK YKa3aHHbIA B MyHKTEe 129 HacTosmumx
[IpaBui, rocygapcTBEHHas SKCIEpPTHAs OpraHU3allys HaIpaBISET YCIYTromoJIy4yaTemto
yBeoMJieHHE (B MPOU3BOJILHOW (oOpMe CO CCHUIKOM Ha HOPMbI 3aKOHOAATENIbCTBA
Pecny6iiuku Kazaxcran, HapyiieHHe KOTOPBIX OCITY>KHIJIO OCHOBAHHEM JIJIsi €T0 BHIHECEHMS)
0 MPEKpalICHUU IKCIEPTU3bl MEAUIIMHCKOTO U3JETIUsS B COOTBETCTBUU C MOJIMYHKTOM 1)
nyHkTa 4 ctatbu 239 Kogekca.

132. Tlo pe3yibTaTaM Ha4dyaJIbHOM HSKCIEPTHU3bI COCTABISETCS OTUET HA4YaJIbHOMU
AKCIEPTU3bl MEIMIMHCKOTO HW3JENHs, MNPEIACTABICHHOTO Ha 3KCHEPTU3Y COTJACHO
npuioxkeHuto 31 k HacrosimuMm [IpaBunaM WM OTYeT HaYaJIbHOM SKCIEPTU3bI U3MEHEHUH,
BHOCHMBIX B PETUCTPALIMOHHOE JOChE MEAUIIMHCKOTO U3JIENUs COTJIACHO MPUIOKEHUIO 32 K
HacTossmuM [IpaBunam.

ITaparpa¢ 2. ITopsnok npoBeACHHA CLIENUANM3UPOBAHHOMN SKCIEPTH3HI MEIUITMHCKUX H3/IE/IHHA,
PErucTpaIyy, NeEpeperucTpalii, BHECCHHS H3MEHEHUH B PETHCTPAILMOHHOE OChEe MEAUI[HHCKOTO
A3ICTHA

133. B ciydae MOJIOKUTEIBHOIO OTYETAa HAYAIbHOW HSKCHEPTU3BI MPOBOIAUTCS
CIIeIIMaIM3UPOBAHHAS SKCIIEPTU3a MEAUIIMHCKOTO U3/IEIHSI.

134. Cneunanu3upoBaHHasi SKCIEPTHU3a MEAUIMHCKOTO HU3JIEeNUsl MPEeayCMaTpUBAET
AKCHEPTHYIO OLIEHKY M aHAJIU3 JOKYMEHTOB PErMCTPAlMOHHOIO JOChE, MOATBEPKAAIOIINX
0€301acCHOCTh, KaueCTBO U 3P(HEKTUBHOCTh MEAUIIMHCKOTO U3JIETUsS, B TOM YKCIIE TPOBEPKY
ayTEHTUYHOCTHU MEPEBOJIa UM NEPEBOJIA HA Ka3aXCKUM SI3bIK MHCTPYKLIHH 1O MPUMEHEHUIO
W31 MEUIIMHCKOTO Ha3HAYCHUsI, MAKETOB MAPKUPOBKHU YIIaKOBKH, ITUKETOK, CTUKEPOB C
MAapKHAPOBKOM.

135. Cneumanu3upoBaHHas 3KCHEPTHU3a MEAUIIMHCKUX HU3JCIUN MPOBOAUTCSA Ha
cootrBeTcTBUe OOmuM TpeOoBaHusIM 0Oe30macHOCTH W APHEKTUBHOCTH MEIUITMHCKHUX
u3Jienuid, TpeOOBaHUSIM K MX MAPKUPOBKE M IKCIUTyaTallMOHHOW JOKYMEHTAllMM Ha HUX,

yTBEpKIeHHbIM penieHueM CoBeta EBpa3uiickoil 5JKOHOMHUYECKOW KoMUCCUU OT 12 deBpais
2016 roga Ne 27.



136. Crneumanu3upoBaHHas 3KCHEPTU3a MEAMIMHCKUX H3JEIUN MpeaycMaTpUBAET
HKCIEPTHYIO OLICHKY U aHaJIU3 JJOKYMEHTOB PETUCTPALMOHHOTO JOChE, MOATBEPIKIAIOIINX
0e30macHOCTh, KaueCTBO U AP(HEKTUBHOCTH MEAUIIMHCKOTO U3/ U BKIFOUALT:

1) o1IeHKY COOTBETCTBUS YKa3aHHOT'O YCIYTrOnoJiy4aresieM Kiacca MOTEHIIMAIbHOTO PUCKa
MPUMEHEHUs MEIUIUHCKOTO U3JeNNsl B COOTBETCTBUM C TMpPUKa30M MuHHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 15 nexa6ps 2020 romga Ne KP JICM-281/2020 "
OO0 yTBepkAEHUM TpaBWI KIacCUPUKAIMU METUIIMHCKUX H3JEIUA B 3aBUCUMOCTH OT
CTENEHU TOTEHIMAIBHOTO pHUCKa TpuUMeHeHus" (3apeructpupoBan B Peectpe
rocyJAapCTBEHHOW PErucTpalii HOPMATUBHBIX IPABOBBIX akTOB oA Ne 21808);

2) OUEHKY MOpPaBUJIbHOCTH OMNPEJEICHUS HOMEHKJIATYPHON MPUHAJIECKHOCTH
MEIUIMHCKOTO W3JeUsl B COOTBETCTBUU C TOPSAAKOM (GOPMHUPOBAHUS W BEJICHUS
HOMEHKJIATYpbl MEIUUMHCKUX u3aenuit PecnyOnumku KaszaxcrtaH, yTBepx IaeMbIM
YIOJHOMOYEHHBIM OPraHOM B COOTBETCTBUU ¢ TyHKTOM 4 ctathu 258 Kogekca;

3) OlLIEHKY COOTBETCTBHSI MOJIU(UKALNI (BapUAHTOB HCIOJHEHUS) MEAUIIMHCKOTO
u3nenus (Ipu HAJWYUHK), BKIIOYAEMBIX B OJHO PETUCTPAIMOHHOE YJOCTOBEPEHHUE C
TpeboBaHUsIMU HacTosux [TpaBui;

4) aHanMu3 JaHHBIX O pa3pabOTKEe M MPOU3BOJICTBE MEIMIIMHCKOTO M3EIUs (CXEMBI
MPOIIECCOB TMPOU3BOJICTBA, OCHOBHBIX CTaJHMi MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIEAYPHI BBITYCKa KOHEYHOTO MPOYKTa);

5) aHanu3 OMOJIOrMYECKOM OE30MaCHOCTH MEIUIIMHCKOrO M3/eIusl Ha OCHOBE aHAJIM3a
CBEJICHUU O MaTepualax >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, BXOISIINX B
MEJUIIMHCKOE M3JIeNihe, a Takke MH(popMaruu o moadope MCTOYHUKOB (JOHOPOB), oTOOpE
Marepuaia, MPOUECCUHIe, XPAaHEHUH, TECTUPOBAHUHU, IPUOHOBOM OE30MAaCHOCTH, a TaKXKe
oOpaileHusi C TKaHSIMH, KIETKaMHU, CyOCTaHUIMSIMU KUBOTHOTO WM YEIOBEYECKOTrO
MIPOUCXOXKICHUS, KyJIbTYpaMH MUKPOOPTaHU3MOB U BUPYCOB;

6) aHanM3 OTYETa KIMHUYECKUX HUCIBITAHUMN, OMNbITAa MPUMEHEHUS] B KIMHUYECKOU
MpaKTUKE MEIUIMHCKOTO M3Jeius kiacca 2 a (Ipu HAJIMYUMU B COCTaBE JIEKAPCTBEHHOTO
cpeactBa), kmacca 3 (C BBICOKOW CTENEHBbIO PHUCKA), MEIAUIUHCKUX HW3JCIUM,
npeaHa3HAYeHHBIX IS 3a00pa, XpaHEHUs, MEepeMBaHUs KPOBH M €€ KOMIIOHEHTOB,
KJIMHUKO-JTA0OpaTOPHBIX HUCIHBITAHUN MEAUIMHCKOTO W3AENUs ISl In Vitro JUArHOCTUKHU
HE3aBHCHMO OT KJlacca pUcCKa;

7) aHanIU3 3asBJICHHON B PETUCTPAIMOHHOM JIOChE CTAOMIIBHOCTU MEIUIIMHCKOTO U3ENIHs
n (UnIu) JEKapCTBEHHOTO CpEICTBA, BXOASIIETO B COCTaB MEAUIMUHCKOTO HW3IEus,
CTaOUJIBHOCTU pPEareHTOB M PAaCcXOJHOT0 MaTepuana BXOISIIMX B KOMIUJIEKTALMIO
METUITMHCKHUX U3JICTUH IS In Vitro JMarHOCTUKU 3aKPBITOTO TUTIA;

8) OlLIEHKY COOTBETCTBHUA MOKa3aTeyiedl 0e30MacHOCTH U KayecTBa, YKa3aHHBIX B
JOKYMEHTE MO KayeCTBY MPOU3BOAUTENS, CTaHJAapTaM (HallMOHAIbHBIM, PETHOHAIBHBIM,
MEKTYHAPOIHBIM);



9) ananu3 OTYETOB M MPOTOKOJOB TEXHUUYECKUX, TOKCUKOJIOTHMYECKUX HCIBITAHUN
MEJIUIIMHCKUX U3CIH;

10) oreHKY BaJIUTHOCTH MIPOTPAMMHOTO 00€CTieueHrs Ha OCHOBE aHaJIn3a JaHHBIX O €ro
BepudUKalMK, B TOM Yucie HHPoOpMamuu O ero pa3paboTKe M TECTUPOBAHWHU Ha
MPEANPUATAN U TPU MYJIBTUICHTPOBBIX HCCIIEAOBAHUAX, JAHHBIX 00 WACHTU(DHUKAINH U
MapKUPOBKE OMEPAIIMOHHON CUCTEMBI;

11) ananu3 nporeayphbl U METOJIOB CTEPUIIM3ALUA MEIUIIMHCKOTO U3/EIHs, MAaTEPUAJIOB,
000CHOBBIBAIOIIMX CMOCOO CTEPUITU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpe/IeNICHHUs] OCTAaTKOB CTEPUIIU3YIOIIEr0 BEIIECTBA MPU MPUMEHEHUH XUMUYECKOT0 crioco0a
CTEPUIN3ALINH;

12) ananu3 Ge3omacHOCTH U 3(PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
MEUIIMHCKOTO W3JENUsI, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTHU JIEKAPCTBEHHOT'O CPEJICTBA C MEIUIMHCKUM H3JeNIUeM (3a HCKIIOYECHUEM
MEIUIIMHCKOT O U3JEJINS IS JUAarHOCTUKH 1N VItro;

13) o11eHKY COOTBETCTBHSI TEKCTA MPOEKTa MHCTPYKIIMH MO MEIUIIMHCKOMY MPUMEHEHHUIO
MEIUIMHCKOTO W3JIeJINSl OPUTHHANY HMHCTPYKIMU OT OPraHU3alMU-TIPOU3BOAUTENS U
o opMIIEHUS TTPOEKTa UHCTPYKIIMH B COOTBETCTBUH C TIOPSIKOM COCTaBJICHUS U 0OpMIICHUS
MHCTPYKIIUU TIO MEIUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKHUX
U3/IeNINM, 00IIEH XapaKTEPUCTUKH JICKAPCTBEHHOTO CPEACTBA, TPEAYCMOTPEHHBIM MYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpOpMAIUH, COAEpXKAIICHCS B HIKCILUIyaTallHOHHOM JIOKYMEHTE
MEIUITMHCKOTO U3/IeTHS;

15) ananu3 undopmaruu, cogepxaiieiicas Ha oOpa3iax MakeToOB YNaKOBKU, STUKETOK,
CTUKEPOB MEJUIIMHCKOTO HW3JENUs B COOTBETCTBHUU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIGKapCTBEHHBIX CPEIACTB U MEIMUITUHCKUX
WU3ACIINHI;

16) paccmoTpeHue pe3ysibTaTOB MPOBEACHHON MHCIEKIIUN MEIUIIMHCKOTO U3ICNIUs MPU
€ro rocy/IapCTBEHHOU perucTpalny;

17) ananu3 npeAcTaBICHHBIX TPOU3BOAUTENIEM CBEICHUM O HAJTUYUH WIIK 00 OTCYTCTBUU
COOOIIEHUII O HECYACTHBIX ClydasX W OT3bIBAX C PBhIHKA MEIULMHCKOIO HW3JENus, O
HEOJIAronpusTHOM COOBITUM (MHIUIEHTE), CBA3aHHOM C HCIOJIb30BAHUEM MEIUIIMHCKOTO
W3JeNNs, YBEIOMJICHHH 10 0€30MacHOCTH MEJIUIIMHCKOTO W3Jelus, MoAXoJa K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOJUTEISIMU B KOKIOM U3 TAKUX CITy4aeB
, OMHUCAaHUs KOPPEKTUPYIOIIUX AEHCTBUHN, TPEANPUHATHIX B OTBET Ha YKa3aHHBIE CiIydyau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJaXK M KOJWYECTBA HECUYACTHBIX CIIy4YaeB U OT3HIBOB
MEAUIIMHCKOTO U3JIeTUs U3 00palleHus;

18) aHanu3 1OKYMEHTOB U CBEICHUI O BHOCUMBIX HU3MEHEHUSX, B TOM YHCJIE€ IOKYMEHTOB,
MOJITBEPKAAIOIINX MTEPEUUCICHHbIE U3MEHEHHS U CBUACTENbCTBYIOIIUX O TOM, YTO BHECEHUE
3asIBJICHHBIX U3MEHEHHUI HE BIIEUET U3MEHEHUsI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha



0e30macHOCTh, Ka4yecTBO U 3(G(HEKTUBHOCTh MEIUIIMHCKOTO U3JIETHsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTUKU TMPU HEU3MEHHOCTH (PYHKIIMOHAJIBHOTO Ha3HAYEHUS
MEJIULIMHCKOTO U3/IETUs;

19) ananu3 COOTBETCTBUS 3as1BJICHHBIX U3MEHEHUM, BHOCUMBIX B PETUCTPAIIUOHHOE JTOChE
MEJIUIIMHCKOTO U3/IeTUs BUIaM U3MEHEHUN, YKa3aHHBIM B MEPEUYHE COTVIACHO MPUIIOKECHUIO
30 x HactosinuM [IpaBunnam.

137. Ilo pe3yibTaraM aHain3a JOKYMEHTOB PETMCTPALMOHHOTO JOChE Ha JTare
CHEIUAIN3UPOBAHHON HSKCHEPTHU3bl MNPU HAIUYUKM 3aMEYaHUM yCIyronoiaydaTellro
MOCPeICTBOM HMH(POPMALIMOHHON CHUCTEMBI YIIOJTHOMOYEHHOI'O OpraHa rocyaapCTBEHHas
AKCTIEPTHAS OPTaHU3aIMs HAMpaBIsIET 3ampoc (B MPOM3BOJBbHONW (OpME CO CCHUIKOW Ha
HOpPMBI 3akoHojatenbcTBa PecnyOnuku KazaxcTtaH, HapylieHHE KOTOPBIX MOCTYKHUIIO
OCHOBAHHEM JIJIl €0 BHIHECEHUS) C YKA3aHUEM BBISBICHHBIX 3aME€UaHU U HEOOXOAUMOCTH
UX YCTPAHEHHS €IMHOXbI B IOJTHOM 00bEME B CIEAYIOIINE CPOKU:

1) mpu sKkcepTU3e MEAUIMHCKOTO U3JEIUs, B TOM YHCIE HE TpeOyIoliell mpoBeAeHUS
71a00paTOPHBIX UCTIBITAHUNA HE3aBUCHMO OT KJIacca MEIUIMHCKOTO W3JIEus, IPU BHECEHUU
W3MEHEHUH B PErUCTPAllMOHHOE JO0Ch€ MEIUIIMHCKOro wusaenus (0e3 mnpoBeacHUs
71a00paTOPHBIX UCIBITAHUHN), TP BHECEHUH W3MEHEHUM TuIa | B perucTpanuoHHOE J0Che
MEIMITMHCKOT0 u3Jenus (C MpOoBEICHUEM J1a0OpaTOPHBIX HUCIBITAHUN) - B TeueHHu 50 (
IATHAECAT) pabOUYuX JTHEH;

2) Ipu YCKOPEHHOM SKCIEpPTU3e MEIULIMHCKUX U3Jenuil - B TeueHue 20 (qBaauarh)
pabouux HEH;

3) npu dKCTepTU3E MEIUIIMHCKOTO U3/EIHs, MPOU3BEACHHOTO U 3apETrUCTPUPOBAHHOTO
perynsaropubiMu opranamu ctpad CIIA, EBponeiickoro corosa, BenukoOputanuu, Anonun (
ceprudukarel FDA, ceptudukarsl EBponeiickoro Coro3a — CE-marking, BenukoOpurtanuu,
SAnonun) - B TeueHue S (MmsTh) paboUuX JTHEH.

3anpoc ¢ 3aMe4aHUsIMUA 3aBEPEHHBIN MOCPEICTBOM 3JICKTPOHHON ITU(PPOBON MOATUCH
HaIpaBISETCS yCIYToMoaydaTesiio yepe3 MHPOPMAIMOHHYIO CHUCTEMY YIIOJTHOMOYEHHOTO
opraHa 3asBUTEIIO B "TUYHBINA KaOWHET" B JICHD MOIUCAHUS UCXOIAIIETO 3ampoca.

[Ipy BO3HMKHOBEHHH BOIPOCA O JOCTOBEPHOCTH MPEACTABICHHBIX JOKYMEHTOB U
MaTepUAIIOB TPU HKCIEPTU3E MEIUIMHCKOTO W3JeNus, JKCIepTHas OpraHu3anus
PYKOBOJICTBYETCS MH(POpPMAIIMEH, pa3MEIIEHHONW Ha OPUITMATBHBIX TyOIUYHBIX UCTOYHHUKAX,
opuUIMaTBbHBIX CcalTaxX TOCYJIapCTBEHHBIX OPraHoB B cdepe oOpallleHus MeIUIUHCKUX
W3JICNIUM, 3aBOJOB-TIPOU3BOIUTENEH, MEXIYHAPOIHBIX HOTHU(UIIMPOBAHHBIX OPTaHOB,
MEXJIYHAPOJHBIX HAIMOHAJIBHBIX OPraHOB MO aKKpeauTanuu B cdepe TEXHUYECKOTO
peryiupoBaHusi uiad B cdepe oOpalieHuss MEAUIIMHCKUX HU3JICIHA, a TaKXKe B TMEPUO]T
OpPOBEIECHUS DKCHEPTU3bl HAMpaBisgeT COOTBETCTBYIOIIMI 3ampoc  3asBJICHHBIM
MIPOU3BOJIUTEIIIM MEAUIIMHCKUX U3JICTTUH.

138. VYcayromoaydarenb HampaBiseT B MOJHOM OOBbEME OTBET U HEOOXOJIMMBIE
MaTepuabl MOCPEACTBOM MH(DOPMAIIMOHHOM CUCTEMbI YIIOJTHOMOYEHHOTO OpraHa B TEUEHUE



50 (marbaecsT) pabodyux JHEH CO JHS MOJYYEHHs 3ampoca rocyIapCTBEHHOM IKCIEPTHOM
OpraHU3aluN.

139. OtpuraTenbHOE 3aKIIOYEHHE O OE30MaCHOCTH, KadecTBe U I(PGHEKTUBHOCTHU
MEIULUHCKOTO U3ENNS BBIAAETCS B CIIydasx:

1) HenmpeacTaBiIeHHE MOJTHOIO KOMIUIEKTa PETMCTPALIMOHHOIO J10ChE MOCIE BbIIAYU
3aMEUaHUi 3asBUTENI0 B MPOILIECCE MPOBEACHUS SKCIEPTU3bl B CPOKH, YCTAHOBIJICHHBIE
HacrosmumH [IpaBunamu;

2) mpeACTaBJICHUS 3asBUTENIEM HEJOCTOBEPHBIX CBEJICHU;

3) mosiydeHue OTPHUILIATEIBHBIX PE3YyJIbTATOB OJHOTO M3 3TANOB DKCIEPTU3BI U (KJIN)
OTPHUIIATEIBHBIX 3aKITIOYCHHUHN KCTIEPTOB MPOPUIHHBIX OPTaHU3aIINN;

4) HECOOTBETCTBUSA CHUCTEMBbI OOECIEUeHHUs KayecTBa YCJIOBHUSM, 00€CIIeYMBAIOIINM
3asiBJICHHYI0 0€30MacHOCTh, 3(P(HEKTUBHOCTH M KAue€CTBO MEIUIIMHCKOIO HU3JENus, IO
pe3yJbTaTaM UHCIEKIIUU MEIULIMHCKOTO U3IEIUS;

5) He mpoBEAEHHUs] WM OTKa3a yCIyromnojydaTeldeM OT OPraHU3alluu IMOCEIICHUS
npeanpusTus (IIPOU3BOJCTBEHHON IUIOMIAAKU) U C IEIbI0 HMHCIEKIHH MEIUIIMHCKOTO
U3JIeNusl, B COOTBETCTBUM C TPEOOBAHUSIMU 3aKOHOJATENbHBIX akTOB Pecryonuku Kazaxcran.

140. ITpu He pegoCcTaBIECHUHN YCIYTrOMoIy4YaTeIeM OTBETOB Ha 3alpocC ToCyJapCTBEHHOM
DKCIEPTHOW OpPraHU3allMii B CPOK YCTAaHOBJIEHHbIA MyHKTOM 138 nHacrosmux IlpaBui, a
TaK)Xe MPEJTOCTABICHUN HEMOJIHOTO OTBETa U HEOOXOIMMBIX MAaTEpUAJIOB, TOCYIaPCTBEHHAS
HKCIIEPTHAsE OpraHU3allMsl HAIPABIISIET YCIYTONoaydaTesto B TeueHue 5 (MaTh) pabouux aHen
yBEIOMJICHHE O TMPEIBAPUTEIBHOM pEHIeHUH 00 OTKa3e B MPOBEICHUHM SKCHEPTHU3BI
MEIUITMHCKOTO U3/enus (B MPOU3BOJIbHON (POpME CO CCHUIKOM Ha HOPMBI 3aKOHOIATEIHCTBA
PecnyOnnku Ka3zaxcran, HapylmieHUuEe KOTOPBIX MOCITYKUJIO OCHOBAHUEM JIJIsl €0 BEIHECEHUS).

[Ipu skcnepTu3e MEIULMHCKOTO M3IEIUs, IPOU3BEIECHHOIO U 3apETrUCTPUPOBAHHOTO
perynsatopubiMu opranamu ctpad CIIA, EBponeiickoro coro3a, BenukoOputanuu, SAnonun (
ceprudukarel FDA, ceptuduxarsl EBpomneiickoro Coroza — CE-marking, BenukoOpurtanuu,
SInoHun) yBe1IoMJIEHHE O MPEIBAPUTEIHLHOM PEIIEHNH 00 0TKa3e B IPOBEIECHUN 3KCIEPTHU3BI
MEAUIIMHCKOTO U37eNus (B MPOU3BOILHON (POpPME CO CCHUIKOM Ha HOPMBI 3aKOHO/IaTENbCTBA
Pecny6niuku Kazaxcran, HapyiieHHe KOTOPBIX OCITY>KHIJIO OCHOBAHHEM JIJIsi €T0 BBIHECEHMS)
HANPAaBJISAETCS YCIYyrOMOJIy4aTell0 TOCyJapCTBEHHOM 3KCIIEPTHOM OpraHu3anneil B TeueHue |
(omuH) pabouero JHS.

141. Ilo pesynpraTaM HampaBIEHHOTO YCJIYTOIMOJYYaTEeI0 YBEIOMIIEHUS O
IpeIBApUTENILHOM PELIeHUU 00 OTKa3e B MMPOBEJIEHUHU IKCIIEPTU3bl MEIULIUHCKOTO U31eHs (
B IIPOM3BOJIBHOW (hOpME CO CCHUIKOM Ha HOPMBI 3aKoHoAaTenbeTBa PecnyOnuku Kaszaxcran,
HapYIIEHUE KOTOPBIX MOCIYX UJIO OCHOBAHUEM [UJIsi €ro BBIHECEHHUS]) MaTepUalbl
HAIIPaBIAIOTCSA B DKCIIEPTHBIN COBET JJIA PUHSITHUS PELIECHUS.

DKCIEpTHBIM COBET pacCMaTpUBAET IMOCTYNHUBIIME MATEPHUANIBl €KEMECAYHO, H
PE3ybTAaThl PEIICHHS C YKa3aHUEM MPUYUH HAMIPABJISIOTCA YCIYTOMoaydaTesto B TeueHue S (
IATh) pabOYMX JHEHN CO JHS BBIHECEHUS PEIICHUs DKCIIEPTHBIA COBETOM.



Pe3ynbTaThl paccMOoTpeHUsT DKCIEPTHOTO COBETA B OTHOILIEHUH MaTE€pUaIoOB SKCIEPTU3BI
MEJIULIMHCKOTO M3/eNIHsl, MPOU3BEAECHHOIO M 3apErHCTPUPOBAHHOTO PErYISTOPHBIMU
opranamu ctpan CIIIA, EBpomneiickoro corosza, Benukobpuranuu, Anonnn (ceprudukarob
FDA, ceprudukarsl EBponeiickoro Coroza — CE-marking, BenukoOputanuu, SnoHun)
HaIIPaBJISIOTCS YCIyTOMOIYYaTeN0 FOCYJapCTBEHHOM IKCIIEPTHON OpraHu3alKeil B TeUeHne
1 (omun) pabouero JHS.

142. B cnydae mon0XUTEIBHOTO OTUETA CIECHUAIA3UPOBAHHON 3KCIEPTU3BI B CPOK HE
npesbpimatomuii 10 (mecsats) pabouux JAHEH COCTaBIAETCA OKCHEPTHBIM OTYET
CHEUUATU3UPOBAHHON SKCIEPTU3bl MEAUIIMHCKOTO M3ENHS COrIacCHO MPUIIOKEHHIO0 33 K
HacTtoAmmuM IIpaBuiiaMm WM DKCHEPTHBIA OTYET CHELUAIU3UPOBAHHOW JKCIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3MEHEHUN B PETHCTPALlMOHHOE JOChe Ha 0€30MaCHOCTb, KAYECTBO U
3 (HEKTUBHOCTH MEAUITMHCKOTO U3/IeTus IO JopMe, COTIACHO MPUIIOKEHUIO 34 K HACTOSIIIAM
[IpaBunam.

[1on0XUTENBHBIA OTYET CHELHATU3UPOBAHHON SKCHEPTU3bI MEIULIMHCKOTO U3JEus,
IPOU3BEACHHOTO M 3apEeTUCTPUPOBAHHOTO peryisTopHbiMu opranamu crtpan CIIA,
EBponelickoro coro3a, BenukoOpuranuu, SAnonuu (ceprudukarel FDA, ceprudukars
EBponeiickoro Coro3a — CE-marking, BenukoOputanuu, AnoHnn) cocTaBisieTcs B CPOK HE
no3nuee 1 (oauH) pabodero aHs.

143. Pa3bsicHEHUS WM YTOYHEHUS, BO3HUKAIONIUE B MEPUOJ TPOBEACHUS SKCIEPTU3bI
MEXJy TOCYyJapCTBEHHOW JKCHEPTHOM oOpraHu3auued W yCryromojydaTesieM,
OCYIIECTBIIAIOTCS IyTeM (OPMUPOBAHUS DIEKTPOHHOTO TOKYMEHTA MO MHIWBUIYAIbHOMY
napoJiro yciyromnoiyuarens udepe3 uHpopmamuonnyio cuctemy c OUII 3asBurtens wu
roCcyJapCTBEHHOW SKCIEPTHON OpraHu3aluu.

ITaparpa¢ 3. Ilopsamok npoBeaeHUs 1a00PaTOPHEIX HCIBITAHUNA MEIAITATHCKOTO H3EIHA

144. JIabopaTopHbIe UCTIBITAHUS 00Pa3L0B MEAUIMHCKOTO U3/IENUsl OCYLIECTBISIOTCS B
UCIBITATEIbHBIX Ja00paTOpPUsSX TOCYJapCTBEHHOM 3KCHEPTHON OpraHU3alld B CPOKU HE
npeBeimatonue 70 (cempuecsiT) pabo4yux AHEH €O JHS TMOCTYIUICHUS JTOKYMEHTOB U
MaTepuanoB YKa3zaHHbIX B mnyHKTe 117 Hactosamux I[lpaBun Ha npoBeneHue
CHEUAIN3UPOBAHHON SKCIIEPTU3BI MEJULIMHCKOIO U3/IEIIH.

145. JTabopaTtopHble UCTIBITAHUS 00PA31I0B MEAUIIMHCKOTO U3/IEIUS MPOBOJSATCS B LIEIISIX
HOJTBEPKACHUS COOTBETCTBUS IOKAa3aTenasM O€30MaCHOCTH M KAaueCTBA MEIUIIMHCKOTrO
W3JIEIINSI, 3aBJICHHBIM B JOKYMEHTE 10 KA4€CTBY MPOU3BOAUTEINS U BKIIFOYAIOT:

1) aHanu3 TEXHUYECKON U HOPMATUBHON JOKYMEHTALIMU MEAULIMHCKOTO U3/I€TUs B YACTH
METO/IMK TPOBEJICHUS UCTIBITAaHU;

2) mpoBeieHue J1aDOpaTOPHBIX UCIBITAHUI Ha COOTBETCTBUE TPEOOBAHUSAM JOKYMEHTA 10
Ka4yecCTBY;

3) onpeneneHre BOCIPOU3BOAUMOCTH AaHAIUTUYECKUX METOIUK KOHTPOJIS Ka4ECTBA.



146. VicnipiTaHus 00pa3ioB MEAUITMHCKOTO U3/I€TUs OCYIIECTBISIOTCS MyTEM MPOBEIACHUS
(hU3UKO-XUMHUUECKUX, OUOJTOTUUECKUX U TEXHUYECKUX UCIBITAHUM B LENSAX MOITBEPKICHUS
COOTBETCTBHS MOKa3aTeseil 6e30MacHOCTH U KauyeCTBa METUITUHCKOTO U3/ICITH.

[Ipu ucnbiTaHuu 00pa3OB MEIUIIMHCKOTO U3JETUS OINpeaesieTcss OnoiornyecKas
0€30MMacHOCTh WJIM OIICHKA OWOJIOTUYECKOTO NEUCTBUS, (PU3MUEeCKHe M MEXaHUYECKHE
nokazarenu, (YHKIHOHAJIbHBIE, TEXHUYECKHE U (U3UKO-XUMHYECKHE IOKa3aTelu,
MOATBEPKIAIOIIME OE30IaCHOCTh U Ka4€CTBO MEIUIIMHCKOTO U3/1EITH.

147. JlTabopaTopHbIe UCTIBITAHUS HE TTPOBOJIATCSA MIPU:

1) skcniepTU3e MEAUIIMHCKON TEXHUKH;

2) HAIMYWU TOKYMEHTa HOTH(HUIIMPOBAHHOTO OpraHa O COOTBETCTBUHU MPOU3BOJICTBA
MEJIUIIMHCKOTO U3/IETUsI U CUCTEMbI KOHTPOJISI KaueCTBa MPOIYyKIIMU TpeOoBaHuUsIM J([UpeKTUB
EBpomneiickoit koMuccuu 1Mo MEIUIMHCKAM u3nenusMm win ceprudukara MDR (Medical
Device Regulation — PernmaMeHT mo MEIUIIMHCKUM U3JICITIHSM);

3) nepeperucTpanuu MeIUIMHCKOTO U3ETUs;

4) yCKOpEHHOW 3KCHEPTHU3€ MEAULIMHCKOrO M3JAENUs, B TOM YHUCIIE 3KCHEPTU3E
MEIUIMHCKOTO W3JeNusl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETYISATOPHBIMU
opranamu ctpan CIIIA, EBpomnetickoro coro3a, Bennkobpuranuu, SAnonun (cepTudurarsl
FDA, ceptudukarsl EBponeiickoro Cotoza — CE-marking, BenukoOpurtanuu, SAnonun).

148. B ciydae BBISBICHUS 3aMEUaHUN Ha dTamne J1abOpaTOPHBIX HCIBITAHUN
yCIIYromnojiyyareio B TeueHuH S5 (msaTh) pabouyux JHEW cO JHS MOJydYeHus o0pas3lioB
MEIUIIMHCKOTO H3JEIUsl Yepe3 WHPOPMAIMOHHYI0 CHCTEMY YIOJHOMOYEHHOTO OopraHa B "
JUYHBIA KaOWHET" HampaBisieTcss MUChMO C YKa3aHUEM BBISBICHHBIX 3aMEUaHUil U
HEOOXOJIMMOCTH X YCTPAHEHUS B OJIHOM 00BhEME B CPOK, HE npeBbimaroniuil 30 (Tpuauarh)
pabounx JHEH.

IIpu He ycTpaHEeHUH WM HE NOJHOM YCTPAHEHUM 3aMEYaHUl B YCTAaHOBJICHHBIN CPOK,
rocyJapCTBEHHAs dKCIepTHas opraHu3amus B TedeHue 10 (mecsth) pabouux AHEH co THS
MOJTyYEHHs] OTBETA OT YCIIYTomnoJjiy4aTeisl HalpaBisieT eMy MUChMO C YKa3aHUEM MOBTOPHBIX
WU JTOTIOJTHUTEIBHBIX 3aMEUaHW U HEOOXOJAMMOCTH HMX YycTpaHeHud B TeueHuH 20 (
JIBaJIIIaTh) pabOUMX JHEH.

149. Ilpu He npenoCTaBICHUN YCIYyTrONOJIy4aTeIeM OTBETOB HA BHICTABICHHBIEC B IHCHME
rOCy/IapCTBEHHOW 3KCIEPTHOW OPraHU3allMy 3aMEYaHUsl B CPOK YCTAHOBJICHHBIN ITYHKTOM
148 wnacrosmux IIpaBun W oOTpULIATENBbHBIX pe3yJbTaTax Ja00pPaTOPHBIX HUCIBITAHUN
MaTepualbl HAMPaBISIIOTCS B DKCHEPTHBIM COBET ISl MPUHATHS pelnieHus o0 OTKaze u
MpeKpanieHu SKCIEPTU3bl MEIUIIMHCKOTO M3JIeNIUs COryacHO NMyHKTY 141 HacTosmmx
[IpaBu.

150. Tlo pesynbTaram 1a0OpaTOPHBIX MCIHBITAHUNA MEIUIIMHCKOTO H3IEus
UCIIBITATENBHOM J1abopaTopuell COCTaBISAETCA MPOTOKOJ HUCIBITAHUNA MO (OPME COrJIacHO
npuiokeHuto 35 k HactosmuM [IpaBunam.



151. Tlpu HEBO3MOXXHOCTH TPOBEACHUS JTa0OPATOPHBIX HCIBITAHHN 00pa3IoB
MEIUIIMHCKUX U3JeUNA B HCHBITATEILHONU J1a0OpaTOPUU TOCYAapCTBEHHOM SKCIEPTHOU
OpraHU3allly M0 OTJEIHHBIM IMOKA3aTEeNsIM, YKa3aHHBIM B cepTrduKaTe (IPOTOKOJIC) aHaATu3a
POU3BOAUTEINSI, TAKHE HCIBITAHUSA OCYIIECTBISAIOTCS B CyOKOHTpPAaKTHOW J1abopaTopuu Ha
OCHOBaHUU JIOTOBOPA MEXKIY SKCIEPTHOM opraHu3anueil u cyOKOHTpaKTHOM abopaTropueit
CorjacHo 3aKoHoJaTenbcTBY PecnyOnuku KazaxcTan o rocyapCcTBEeHHBIX 3aKyIKax.

152. B cnyyae oTCyTCTBUS CyOKOHTPAKTHOU J1la00opaTOpuu, MPOBOJIAIICH UCIIBITAHUE
MEIULMHCKOTO U3JIENINS, TOCYIAPCTBEHHAs SKCIIEPTHAS OpPraHU3alMs IPU3HAET Pe3yJIbTaThl
7a00paTOPHBIX MCHBITAHUN MO OTIAEIbHBIM IOKa3aTessiM, yKa3aHHbIM B cepTudukare (
IIPOTOKOJIE) aHAJIN3a MPOU3BOJUTEIIS.

153. [Ipu HEBO3MOKHOCTH MPOBECHUS 1a0OPATOPHBIX UCIBITAHUN 00pa3loB U3AEIUN
MEIUILMHCKOTO Ha3HAYEHUSI B UCIBITATEILHON J1a0OPaTOPUU TOCYAAPCTBEHHOW SKCIEPTHON
OpraHM3allil B CBA3M C HEBO3MOXKHOCTHIO COOJIIOJIEHUS] YCJIOBUN TPAHCHOPTUPOBKHU
yKa3zaHHbIX 00pa3ioB Ha Tepputoputo PecnyOnuku KazaxctaHn u (WiM) X XpaHEHUH,
OTCYTCTBUM CIEHHAIBHOTO OOOpPYJIOBAaHUS M PACXOJHBIX MaTepHUAIOB B JKCIEPTHOU
OpraHu3aliy, a TaKXKe, €CIM HOPMATUBHBIMU JTOKYMEHTAaMH IO KAa4eCTBY IPOAYKIIUHU
YCTAHOBJICHBI UCIIBITAHUS, CBSI3aHHBIE C OOJBIIMMHU 3aTpaTaMU CPEJCTB MPOU3BOIAUTEINS,
JIOPOTOBU3HOM 00pa3IoB, ¢ oOpa3iiamMu, TPeOYIOIMMMHU 0COOBIX YCIOBUM TPAHCIIOPTUPOBKH,
creruguueckoro o00pyA0BaHUS U BCIIOMOTATEIbHBIX CPEICTB JIaOOpaTOPHbIE UCIBITAHUS
IPOBOJATCS B MPUCYTCTBUM MpPEACTAaBUTENICH IKCIEPTHOM OpraHu3aluu B JabopaTopuu
KOHTpOJISI KauyecTBa IPOM3BOJAUTENS WM B KOHTPAKTHOW J1a0OPATOPUU, HCIIOJIB3YEMOU
IPOU3BOUTETIEM.

154. Ilpu skcniepTr3e MEIUIIMHCKUX U3JIENIUM, MPOU3BEICHHBIX HA OCHOBE TpaHcdepa
TEXHOJIOTUH J1a0OpaTOPHBIE HCTBITAHUS MPOBOISTCS MUCTAHIIMOHHO C TOJTBEPKICHUEM
IeOJIOKAMU U C YYaCTUEM IIPEACTABUTEIICH TOCYIapCTBEHHOM DKCIIEPTHON OpPraHMU3alluy B
7abopaTopuy KOHTPOJS KayecTBa MPOW3BOJUTENS WIM B KOHTPAKTHOW jabopaTopuw,
HCIIOJIb3YEMOU MPOU3BOAUTENEM.

155. Ilpu opranuzanuy W MPOBEACHUM CAHUTAPHO-NPOTUBOAMUIAEMUUYECKUX H
CaHUTAPHO-NIPOPMIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIBHBIX
MEpPOIPUATHIA, B TOM YHCJI€ KAPAHTUH, IKCIIEPTHBIE paOdO0ThI 3aBepLIaAlOTCs 0€3 1a00paTOPHBIX
UCIIBITAHUM B J1a0OpAaTOpPUM KOHTPOJISI KAadecTBAa MPOU3ZBOAMUTENS WM B KOHTPAKTHOM
1abopaTopuu, UCIOJIb3YEMOU MTPOU3BOAUTEIIEM.

156. Ilo pesynbraram J1abOpaTOPHBIX UCTIBITAHUM COCTABIISIETCSI OTUET O pe3ysibTaTax
MPOBEICHUS JTAOOPATOPHOI'O UCTIBITAHUS B JIAOOPATOPUH KOHTPOJIS Ka4yeCTBa MPOU3BOIUTEIS
WIM B KOHTPAKTHOU J1TaOOpaTOpPHUH, UCIOIb3yeMON MPOU3BOIUTEIEM COIIACHO MPHIIOKEHUIO
36 k HactosiuuM [IpaBuiiam.

ITaparpad 4. ITopanox popMupoBaHAS Pe3yIHTATOB IIPOBEACHHOH AKCIEPTU3HI METUIIMHCKOTO
H3NCIHsS



157. Tlo OKOHYaHWU CHEHUATIU3UPOBAHHON SKCIEPTU3Bl YCIYTOMOIyYaTelb
COTJIAaCOBBIBAET C I'OCYJAPCTBEHHOW SKCHEPTHOM OpraHu3alueil B 3JIEKTPOHHOM BHUIE IO
WHJIMBUAYAJIIBHOMY MApOJII0 Yepe3 €ro "Iu4HbIi KaOUHET" WK MyTeM NPeA0CTaBICHUS JINCTa
COTJIAaCOBAHUSI CBEJACHUS O MEIMIIMHCKOM WU3JCIUU, a TaKXe HTOrOBBIE JOKYMEHTHI:
MHCTPYKIIUIO 110 MEAUIIMHCKOMY MPUMEHEHHUIO U MApKUPOBKU MAKETOB YIAKOBKH, 3TUKETOK,
CTHUKEPOB), B TOM YHCJIE€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B JOKYMEHTaX M Marepuajiax
MIPE/ICTABIICHHBIX 3asBUTEJIEM Ha SKCIEPTU3Y MEAULIMHCKUX U3IEIUNA B CIEAYIOIINE CPOKU:

1) mpu SKCHIEepTU3€ MEIUIMHCKOTO M3JENHs, B TOM YHCIIe HE TpeOyIolel mpoBeaCHUS
71a00paTOPHBIX MCMBITAHUNA HE3aBUCHMO OT KJIACCa MEIULMHCKOTO U3JIEIusl, IPU BHECEHUU
M3MEHEHUW B PETUCTPAIIMOHHOE JOChE MEIMIIMHCKOTO wu3Aenus (06e3 mpoBeneHus
71a00paTOPHBIX UCTBITAHUHN), TIPU BHECCHUU M3MEHEHUM Tuma | B perucTpaimoHHOEe T0ChEe
MEIHUITMHCKOTO w31enusi (C MpOBeICHUEM J1abOpaTOPHBIX HCIBITAHWH) - B CPOK HE
npesbimaromuii 10 (1ecsith) pabodyux JTHEH;

2) mpu YCKOPEHHOM 3KCHEPTU3€ MEIULIMHCKOIO M3JENIHs, a TaKKe IPH SKCHEPTU3e
MEIHUIIMHCKOTO W3IENUs, MPOU3BEIAEHHOIO U 3apErHCTPUPOBAHHOTO PETYJISITOPHBIMU
opranamu ctpad CIIA, EBpomneiickoro coro3a, Bennkoopuranuu, SAnonuun (cepTuduxaThbi
FDA, cepruduxarsr EBponeiickoro Coros3a — CE-marking, Beaukobpuranuu, Anonun) - B
CPOK He TIPEBBIMIAIOMINUN 5 (TIATh) pabouux JHEH.

[Ipu BBISIBJICHUN HECOOTBETCTBHSI OOHOBJICHHS UTOTOBBIX JJOKYMEHTOB YCIYTOMOMydaTelh
OJTHOKPATHO HAIpaBJse€T MOCPEACTBOM HHPOPMAIIMOHHON CHUCTEMBI YMOJIHOMOYEHHOTO
opraHa MUCchbMO C YBEJJOMJICHUEM O HECOOTBETCTBUU U MPHUKIIA/IBIBAET KOPPEKTHBIE UTOTOBBIC
JOKYMEHTHI B TEUEHHUE CPOKA, YCTAHOBJIEHHOr0 HacTosimumu [IpaBunamu.

B cnydae oTCyTCTBHS COracoBaHHUs yCIYroOMOJIy4daTeleM B CPOKM YCTaHOBJIEHHBIE
HacTosUM MyHKTOM [IpaBun 3akitoueHrne o O€30MacHOCTH, KadyecTBe U d(PPEKTHBHOCTH
MEJIUIIMHCKOTO u3/eiusi GopMUpYyETCsl O€3 ero COrjiacOBaHMUS.

158. T'ocynapcTBeHHast SKCIEpTHAS OpraHU3alys MPOBOAUT MPOBEPKY MPEACTABICHHOM
nH(pOpMaIK yCIyromnoiayJyaresieM, a TakKe IIPU BBISIBJICHUHU HECOOTBETCTBUS KOPPEKTUPYET
3aHECEHHbIEC JaHHbIe, OOHOBISIET HMTOTOBBIE JIOKYMEHTBHI M COCTAaBJISIET 3aKIIOYEHHUE O
0e3omacHOCTH, KauecTBe M A(PPEKTUBHOCTH MEAUIMHCKOTO H3JEus, 3asBICHHOIO Ha
DKCIIEPTU3Y COIVIAaCHO NpuiokeHuro 38 k HactosamuMm [IpaBuiaM u 3akiro4yeHuEe O
0e30MmacHOCTH, KadecTBe U A(DPEKTUBHOCTU MEIUIIMHCKOTO H3JENUs 3asBJICHHOTO Ha
AKCIEPTHU3Y B LEJISIX BHECEHUS H3MEHEHUHW B PETrHUCTPALlHUOHHOE JOChE COIJIACHO
npuioxkeHuto 39 k HacrosamuMm [IpaBunam B creayronye CpoKHu:

1) mpu 3KcnepTU3e MEIUIMHCKOTO U3JENHs, B TOM YKClie He TpeOyIolel TpoBeIeHUs
1a00paTOPHBIX MCTIHITAHUNA HE3aBUCHUMO OT KJIacCa MEIUIIMHCKOTO W3/IEusl, IPU BHECCHUHU
U3MEHEHUH B PETrUCTPAllMOHHOE J0Ch€ MEIUIIMHCKOTO wu3aenus (0e3 mnpoBeaeHUS
7a00paTOPHBIX HUCTIBITAHUN), IPU BHECEHUU M3MEHEHUM Tuna [ B perucTpaimoHHOE T0Che



MEIIUIIMHCKOTO M3/enusi (C MpPOBEJCHUEM Ja0OPATOPHBIX HCHBITAHUN), a TaKXe MpH
YCKOPEHHOM 3KCIEePTU3e MEIUIIMHCKOTO U3JENIUs — B CPOK He TpeBblmaronui 10 (mecsTs)
pabounx JHEH;

2) mpH dKCHEPTU3E MEAUIIMHCKOTO U3/IeNusl, IPOU3BEIECHHOTO U 3apETUCTPUPOBAHHOTO
perynstopabiMu opranamu ctpan CIIA, EBpornetickoro coro3a, Benukobpuranuu, Anornn (
ceptudukarel FDA, ceptudukarsr EBponeiickoro Coroza — CE-marking, Benukobpuranumu,
SAnoHun) - B CPOK He MpeBbIIaronuil 2 (a8a) pabouux JHs.

159. T'ocynapcTBeHHasi SKCHEPTHAsT OpPraHU3alus MOCPEACTBOM HMH()OPMAIIMOHHOM
CUCTEMBI YIIOJHOMOYEHHOTO OpraHa HalpaBJIieTCs] B 3JIEKTPOHHOM BUJIE B aBTOMaTHYECKOM
peXUME B rOCYyAapCTBEHHBIN OpraH:

1) 3akitoueHue o 6€30MacHOCTH, KauecTBe U 3PHEKTUBHOCTH MEAUITUHCKOTO U3ICIHS;

2) MHCTPYKUHUIO 110 MEIUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOTO U3/IeNs Ha Ka3aXCKOM
U PYCCKOM f3bIKax, pa3paldaThiBaéMyl0 B COOTBETCTBHMU C TMpUKa3zoM MuHHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 10 centsiopst 2020 roma Ne KP JICM-101/2020
"OO6 yrtBepxkaenuu [IpaBun cocraBieHus 1 0HOPMIICHUS UHCTPYKIIUU 1O MEIUIIUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JEIUN U O0IIeH XapaKTepUCTUKHU
JIEKapCTBEHHOTO cpeAcTBa" (3aperucTpupoBaH B PeecTpe rocynapcTBEHHOW perucTpaiivii
HOPMATHUBHBIX IPABOBBIX akTOB 1o Ne 21200);

3) MakeThl yIaKkOBOK, 3TUKETOK, CTUKEPOB MEJUIIMHCKOTO H3JETHUs, COTJIACOBAHHBIX
roCyJJapCTBEHHOM 3KCIIEPTHOM OpraHU3allel Ha Ka3aXCKOM U PYCCKOM SI3BbIKaX.

160. IIpu rocy1apCcTBEHHOM PETUCTPALMA U MEPEPETUCTPALIMNA MEAULIUHCKUX U3ICITUN
BbIIa€TCS 0€CCPOUYHOE PETUCTPAIIMOHHOE YIOCTOBEPEHUE.

161. B ciydasix OoTpULIATEIbHOTO 3aKJIIOYEHUS O O€30MacCHOCTH, KauyeCTBE H
3¢ (PEKTUBHOCTH MEIMIIMHCKOTO W3JACNHS WA OT3bIBAa YCIYTOMoJydaTelieM 3asBIICHHUS Ha
DKCHEPTU3Y IOCJIE€ HAaYaJla MPOBEACHUS JKCIIEPTU3bI, CYMMa, OIUIAaY€HHAas 3a IPOBEICHUE
AKCHEPTHBIX PadOT, YCIYTrONOIy4YaTeI0 HE BO3BPAILIAETCS.

162. Ilocnme 3aBepuieHUs NMPOLEAYPHI IKCIEPTHU3Bl TOCYIAPCTBEHHAsI JKCIIEPTHAs
opranuzamust GOpPMHUPYET AIEKTPOHHBIA APXUBHBIN IK3EMIUISIP PETHCTPAIIMOHHOTO JOChHE,
coJiepalluil MpeACTaBICHHbBIE 3asBUTENIEM MaTepUalibl, Pe3yJbTaThl dKCHEPTU3bI (OTUET
HayaJlbHOM SKCMNEPTU3bl WM OTYET HAyaJbHOM SKCIEpPTU3bl MU3MEHEHHUH, BHOCHUMBIX B
PETUCTPALMOHHOE JOCh€ MEIUIMHCKOTO W3NS, NPOTOKOJ HCIBITAHUM; OTYET O
pe3yibpTaTax MpOBEAEHUs JIaDOPATOPHOTO HCHBITAHUS B J1a0OPATOPUU KOHTPOJISL KayecTBa
MIPOU3BOAUTEINS UJIM B KOHTPAKTHOM J1aOOPaTOPUH, UCTIOIB3YEeMON MPOU3BOAUTENIEM; OTYET
CHEeUATU3UPOBAHHON 3KCIEPTU3bl MEIUIIMHCKOTO U3JEHs), 3aKI0UeHne 0 0€30MacCHOCTH,
KadecTBe UM A(OPEKTUBHOCTH MEIUIMHCKOTO W3S, WHCTPYKIHIO MO MEIUIUHCKOMY
NPUMEHEHHUIO METULIMHCKOTO U3JEIMS, MAKEThI YIIAKOBOK, STUKETOK, CTUKEPOB.

Bo Bpems AeiCTBHS perucTpalMOHHOTO YAOCTOBEPEHHUSI apXHUBHOE PErMCTPALMOHHOE
J0ChE, AOTOJIHAETCS KOMUAMHU PETUCTPALIMOHHBIX YIOCTOBEPEHHI O BHECEHUH U3MEHEHUH CO
BCEMU MPUIOKEHHBIMU JIOKYMEHTAMU 3asBUTEIS B AJICKTPOHHOM BUJIE.



PerucrpaninoHHOE 10CHE XPAaHUTCS B AJIEKTPOHHOM apXHMBE T'OCYIAPCTBEHHON SKCIIEPTHOM
opraHuzanuu ¢ coOirogeHueM  TpeOoBaHMH  KOH(QUAEHIMAIBHOCTH, KpOME
AKCILTYyaTalMOHHOIO JIOKYMEHTA UM MHCTPYKIMHU 110 MPUMEHEHUIO0 MEIULIMHCKOTO U3ENHS,
PYKOBOJICTBA IO CEPBHCHOMY OOCIYKHMBAHUIO, JAaHHBIX O MAapKHUPOBKE U YMaKOBKE (
MIOJIHOLBETHBIE (C YKa3aHWEM KOJIMPOBKHU LIBETA) MAKETHI YIIAKOBOK M 3THUKETOK) HE3aBHCHMO
OT pe3yJIbTATOB SKCIEPTHU3BI.

PerucrpaimonHoe 10cbe MEUIMHCKOTO U3IENUs Ha 3JEKTPOHHOM HOCHUTENE XPaHUTCS
10 (necsth) JeT.

ITaparpad 5. ITopsamok perucTpamun, BHECEHHA H3MEHEHHS B IIEHY MPOH3BOAUTENA HA H3ICIIHE
MEeIMIUHCKOr0 Ha3HA9CeHUA WM MEAUITMHCKOE H3/eHe A1 JUArHOCTUKY BHE XKUBOT'O OpraHu3Ma
(in vitro), mpousBoaMMEIe Ha TeppuTopuu PecmyOnmku KazaxcraH B paMKax JOITOCPOYHBIX
JIOTOBOPOB IIOCTaBKH, 3aK/II0Y€HHBIX ¢ EXUHBIM THCTpHOBIOTOPOM

163. B nepuon hbopmMupoBaHus pe3yabTaTOB MPOBEIECHHON SKCIEPTU3bI MEIUIIMHCKOTO
M3ENus TOCYJapCTBEHHAS SKCIIEPTHASI OPTaHU3AIMS OCYILIECTBISECT PETUCTPALIMIO, BHECEHUE
M3MEHEHUS B IIEHY MPOU3BOAUTENS U3JEAUS MEAUIMHCKOTrO u3aenusa (nanee — UMH) unu
MEUIIMHCKOTO U3JEIHs JIJIsl TUarHOCTUKHU BHE )KMBOTO OpraHu3mMa (in vitro), mpou3BOIUMbIC
Ha Tepputopun PecmyOmmku KazaxcraH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTABKH,
3aKJIIOYEHHBIX ¢ ENUHBIM AUCTpUOBIOTOPOM (J1ajiee - MEIUIMHCKOE U3JAENHE Ui In Vitro
IUArHOCTUKH) B Ccpok He mo3aHee 10 (mecsaTh) paboumx AHEH cO JHSA MPEIOCTaBICHUS
YCIIyTonoaydaTeseM 3asBJICHHs 10 (opMe COTIACHO MPUIIOKEHHIO 2 HacTosmux [IpaBun u
JOKYMEHTOB TI0 (hOpMe U MEPEeUHI0 MPEAYCMOTPEHHBIMU MNPUIOKEHUEM 3 HACTOSIIUX
[IpaBun, mocpeacTBoM HHPOPMAITMOHHON CUCTEMBI YTIOJTHOMOUYEHHOTO OpraHa.

164. PerucTtpamus 1eHBI, BHECEHHE H3MEHEHMs LEeHY npouszBoautens MU
OCYIIIECTBIISIETCS B HAIMOHAILHOW BamoTe PecrmyOnumkm Kaszaxcrtan (mamee — TeHTe) |
BKJIIOYAET B ce0s aHAIM3 1IEH HAa TOPrOBOE HAMMEHOBAHUE U TEXHUUYECKYIO XapaKTEPUCTUKY
NMH, ocHoBaHHAas Ha NOPEACTABICHHBIX YCIYTOMOJydaTeleM LEeHaxX MPOU3BOJUTENS, C
y4€TOM KOMIUJIEKTHOCTH, BHJIa U THUIIOPAa3MEPHOTO pA/a, a Takke (HaKTUUYECKOH IICHBI
noctaBok B PecnyOnuky Kazaxcran.

165. Ilenst Ha UMH B pamkax 'OBMII u (mim) B cucteme OCMC peructpupyrorcs,
BHOCSITCSI U3MEHEHHS, 32 OJIHY €IMHUILY U3MEPEHHUsI C y4eTOM (PaCOBKHU, KOMIUIEKTHOCTH WJIU
MEePBUYHON yNMaKOBKH (TJIACTBIPh, MITIPHII, TAKET, TyOa, HA0Op, KOMIUIEKT, MaHelb, KacCeTa,
KapTpUIK), TPOU3BOAUTENSI U perucTpauroHHoro ynocroepenus UMH Ha naty mopaum
3as1BJICHUS O PETUCTPALINU, BHECEHHS] U3MEHEHUS B LICHY MMPOU3BOIATEIIS.

166. B ciydae ecim B paMKax OJHOTO PErHUCTPANUOHHOTO YIAOCTOBEPEHHS
3apETUCTPUPOBAHO HECKOJBKO BapuaHTOB wucnogHenus HWMH, ycayromomydarens
MPEIOCTABISACT 3asBIICHUE OTHAEJIBHO JJIs Ka)KJI0r0 M3 €ro BapUAHTOB HUCIIOJHEHUS 3a
€IMHUILY U3MEPEHHUS.



167. Ceenenust 00 UMH yka3piBatoTcs B 3asBJIGHUU B COOTBETCTBUU C PETUCTPAIITMOHHBIM
YAOCTOBEPEHUEM HA MEAUIIMHCKOE U3/IENHE.

168. IIpu KoOHBEepTALlMK HHOCTPAHHOM BaJIOTHI LIEH B 3asIBJICHUH, a TAKKE B JOKYMEHTAX,
NOATBEPKAAIOMUX (HAaKTUUECKYI0 II€HY MOCTaBOK KONMHUAX HWHBOMca (HAKIaIHOW) WIH
cueT-(akTyphl, a TAK)KE€ B KOHTPAKTE WIH I0TOBOpe O nmpuobperennn MU B HallMOHANIBbHYIO
BamtoTy Pecriybnuku Kazaxcran ucnonb3ytoTcst opuiuaibHble KypChl HHOCTPAHHBIX BAIIOT B
CpeHeM 3a Mecsl], MPEAIIeCTBYIONIMN Mojaue 3asBiIeHUS (CpeIHUl OOMEHHBIN Kypc)
Hammonaneaoro banka Pecny6nuku Kazaxcran.

169. B ciyyae orcyTcTBUS 0ULHUATBLHOTO Kypca BaIIOT B IEPEUYHE NHOCTPAHHBIX BAJIOT,
yTBepKIeHHOM ntocTaHoBiienueM [IpaBnenns HanmonansHnoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBieHUs: 0(pUIIMAIBHOTO
Kypca HalnMOHaJIbHOW BamioThl PecmyOmmkm Kazaxcran k wuHOCTpaHHBIM BamoTam" (
3aperucTpupoBaH B PeecTpe rocygapcTBEHHON perucTpali HOPMaTUBHBIX MPABOBBIX aKTOB
non Ne 7977), undopmanus o 1eHe B peepeHTHBIX CTpaHax MOJAaeTcs B JloJIapax
Coenunennbix IItaToB AMEpPHUKH COTJIACHO pAacyeTHOMY Kypcy oIepauui 3a
MPEALIECTBYIOIINNA MECALL, MPEAOCTAaBICHHbIX Ka3HauelcTBoM Opranuzanuu O0beAMHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

170. Jnst peructpauuu UEHbl IPOU3BOAUTENS MEIUIMHCKUX U3/CIINN, YCIyTronoayyaTelb
MOCPECTBOM HH(OPMAIIMOHHON CHUCTEMBl YHMOJHOMOUYEHHOI'O OpraHa IpeloCTaBiseT B
rOCyJJapCTBEHHYIO DKCIEPTHYIO OPraHU3alHIO CIECIYIOIINE T0KYMEHTBI:

1)1OKyMEHT, MOATBEPKAAIOIINNA MPABO YCIYTONOIYYaTeNsl OCYIIECTBIATh PETUCTPALUIO
LEHbI WM BHECEHUE U3MEHEHHUS pAHEE 3apErUCTPUPOBAHHOM LIEHBI TPOU3BOIUTENA B paMKaxX
I'OBMII u (unu) B cucreme OCMC (misi MHOCTPAHHBIX MPOU3BOAUTENCH HOTapUaIbHO
3aBEpEHHas  allOCTHUJIMPOBAHHAs  WJIM  JIETAJIUM30BaHHasg  JOBEPEHHOCTbh  OT
3aBOAA-TIPOU3BOIUTEINS).

2)3asBJICHUE TI0 (JOpME COTIIACHO MPIIIOKEHUIO 2 K HacTosuM [IpaBunam.

IIpu BHECEeHUN HU3MEHEHUs B 3aperUCTpUpPOBaHHYIO LieHy npowussoaurens UMH, k
3asIBJICHUIO IPUJIATAI0TCS CIAEAYIOIIHNE TOKYMEHTHI:

JI1s1 oTeueCTBEHHBIX IPOU3BOAUTENEH B cilydae peann3anuu 3assisiemoro UMH B npyrue
cTpaHbl 3a 12 (ABeHaAlaTh) MeCSUEB, MPEALIECTBYIOIIMX JaTe IMOJayd 3asBJIICHUS Ha
peructpanuio, Tu00 BHECEHHUS H3MEHEHHS B paHee 3apEeTUCTPUPOBAHHYIO IIEHY
MPOU3BOJIUTENS MEAUIMHCKUX HM3JI€TUH, YCIyronoyiy4aTeilb MNPeJoCTaBIsSeT CleayOIui
MAKET JOKYMEHTOB:

1) undpopmanus o GakTUUEeCKON 1IeHEe MOCTaBKU C YKa3aHHEM CCBhUIKM Ha BeO-mopTal
3akynok EauHoro auctpuObioTOpa, ¢ MpeAoCTaBICHUEM MOATBEPKIAIOUUX JOKYMEHTOB (
IPOTOKOJ, JOTOBOpP 3aKyna W (WJIM) JOTOBOpP MOCTaBKM) MOCJIEAHEro 3akyma 3a 12 (
JBEHAIaTh) MECSLEB, IPEAIECTBYIOIIUX J1aTe O1a4y 3asBJICHHUS.

2) uadopmarus o paKTUUECKOM IIeHe MOCTaBKU C YKa3aHHEM CCBHUIKM Ha BeO-mopTal
roCyapCTBEHHBIX 3aKYIIOK, C IPEAOCTABIEHUEM MMOATBEPKIAIOIINX JOKYMEHTOB (ITPOTOKO,



JIOTOBOD 3aKyTia U (WJIM) J0TOBOP MOCTABKM) MOCIEIHET0 3aKyma 3a 12 (1BeHaaaTh) MecsIeB
, IPEIIECTBYIOIIMX AaTe MOJauH 3asiBJICHUS.

B cimydae orcyTcTBHS (paKTHUYECKHX ITOCTABOK IMOCJICAHET0 3aKyma 3a 12 (IBeHaamaTh)
MECSIIEB, MPEANIECTBYIONIMX /aTe€ MOJIayu 3asBICHHUS, YCIyronoiayyaTeiab MOATBEPKIAET
OTCYTCTBUE (DaKTUUYECKUX TIOCTABOK TMOCJIEAHEro 3akyna Ha (upMeHHOM OlaHKe
yCIIyTOnoJIy4yaTensi, 3aBEPEHHOM MOANKCHIO0 YIIOJTHOMOUYEHHOTO JIMIA YCIyTOMOIyYaTeis.

3) undopmanus o paKTHUECKH MTOHECEHHBIX PacXo0/axX Ha OLIEHKY KauyecTBa B paMKax
I'OBMII u (nnn) cucreme OCMC Ha upMeHHOM OJIaHKE YCIyTOIMOIy4aTesl, 3aBEepEHHOM
MOAMKUCHI0 YIOJHOMOYEHHOr0 JiMla, Mo (OpMeE COINIACHO MPUIOKEHUIO 42 K HACTOSAIIUM
[IpaBunawm;

4) nadopmaiusi ¢ MOATBEPKIAIOIMUMHU TOKYMEHTaMU (KOHTPaKT, UHBOWC) O ILEHaX
MEIMIMHCKUX W3JIeNIUii, pealu3yeMbIX B JIPYruxX cTpaHax 3a 12 (ABeHanlaTh) MECSIIEB,
NPeAIIeCTBYIOMMX JaTe MOJIayu 3asBICHUS HA PETUCTPAIMIO JIMOO BHECEHUS U3MEHEHUS B
paHee 3aperuCTpUPOBAHHYIO LIEHY POU3BOAUTEINS MEIULUHCKUX U3/1EIUN.

B ciryuae oTCyTCTBHS peanu3aliu B IPyrUX CTpaHaX, YCIyromnoay4darellb NOATBEPKAAET
OTCYTCTBHUE pealu3aluu Ha ero ¢GUpPMEHHOM OJlaHKe, 3aBEPEHHOM MOJMHUCHIO
YIOJIHOMOYEHHOTO JIMIA YCIYTrOnoy4daTes.

JIn1 MHOCTpaHHBIX MPOU3BOAMUTEIIEN B Cilyyae BBO3a MEAUIMHCKUX U3IACIUN Ha
tepputopuro Peciyonukn Kazaxcrad mocsiae peructpanuy [HeHbl Ha MEAUIIMHCKHUE W3/1eNus,
yciayromnoiydarenb B TedeHue 60 (1mecThiaecsT) KaJeHAapHBIX JHEH cOo JHS BBO3a B
00s13aTeIbHOM TMOPSAKE BHOCUT HU3MEHEHHE B paHee 3aperucTPUPOBAHHYIO IEHY
IPOU3BOJUTENS, TPEAOCTABIISASA CAEAYOIINE JOKYMEHTHI:

1) xomusi TOKYMEHTOB, MOATBEPXKIAIOIIMX LUEHY MEAULUHUHCKUX M3AeIUi (KOmuu
WHBOMCOB (HaKJIaJHOW), cueT-(QakTypsl 3a mocieaHue 12 (mBeHaaaTh) MecsieB (mpu
HallMuyuu (PAKTUUYECKUX IIOCTABOK), C yKa3aHHMeM (PaKTUYECKON IIeHbl IOCTAaBKH, 3a
HCKJIIOUYEHHEM CIIy4aeB BBO3a HA OCHOBAHUSIX, PEAYCMOTPEHHBIX MOJNYHKTOM 4) CTaThbu
252 Konekca.

B ciyuae oTcyTcTBUS (paKTHUECKHX MOCTABOK 3a Mociennne 12 (IBeHaaaTb) MECsIEB,
NPEIOCTaBISIOTCS KOMMK IOKYMEHTOB 3a MpeAblAyuii nepuos 12 (a1BeHaanars) MecsIieB.

[Ipu oTCyTCTBUM (PAaKTMUECKUX MOCTABOK 3a YKa3aHHBIM NEPHUOJ, YCIyTronoaydyaTeab
MOJATBEPK/IaeT OTCYTCTBHME BBO3a Ha CBOEM (PUPMEHHOM OJIaHKE, 3aBEPEHHOM IOJITUCHIO
YIOJIHOMOYEHHOTO JIMIA YCIYTronoay4daTes.

Kpome Toro, rocyjapcTBeHHast SKCIIEpTHAsI OpTraHU3aLMs [P aHAJIU3€E UCIIOIb3YET KOITUU
MHBOWCOB (HaKJIAJHBIX) WK cUYeT-(aKTyp, IPEAOCTABICHHBIX JJIA MPOXOXKIACHUS OLEHKH
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB M MEAULMHCKUX H3JENUM, 3apEeruCTPUPOBAHHBIX B
Pecny6nuke Ka3zaxcras.

2) xonusl TAMOKEHHOM JIEKJIapalliy K IOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 1) MyHKTa
170 nactrosamux [IpaBun (111 ”HOCTPAHHBIX MPOU3BOIUTENEH);



3) Komus KOHTPAKTa WJIM JOTOBOpPAa O MPUOOPETCHUU MEAHUIIMHCKUX U3JEIUN OT
3aBOAA-MPOU3BOAUTENS (HOTApUAIBHO 3aBEPEHHAS KOIIHSA).

4) nadopmarusa o HaKTHIECKON IIEHE MOCTAaBKH ¢ YKa3aHHEM CCHUIKM Ha BeO-IOpTaj
3aKyrnok EnuHOro auctpuObioTOpa, ¢ MPEIOCTABICHUEM MOJATBEPKAAIONIUX JOKYMEHTOB (
MPOTOKOJI, JIOTOBOp 3aKyma W (WJIM) JOrOBOpP MOCTABKHU) MOCJIEAHETro 3akyma 3a 12 (
JIBEHA/IATh) MECSIIEB, IPEIIECCTBYIONIUX JIaTe MO1aYy 3asBJICHHUS.

5) undopmanus o paxkTUYECKON LIEHE MOCTABKU C YKa3aHUEM CCBUIKH Ha BeO-mopTai
roCyJapCTBEHHBIX 3aKYTIOK, C MIPEAOCTABICHUEM MOATBEPKIAIONINX JOKYMEHTOB (ITPOTOKO,
JIOTOBOP 3aKyTna U (WJIM) I0roBOP MOCTABKH) MOCIEHEro 3aKkymna 3a 12 (1BeHaaaTh) MecsIeB
, IPEJIIIECTBYIOIINX /1aT€ MMOJJaYu 3asIBJICHUS.

B cinydae orcyTcTBUS (paKTHUECKHMX MOCTABOK MOCJEAHEr0 3aKymna 3a 12 (ABeHaanaTh)
MeCSIEB, MPEAIIECTBYIONIMX JaTe MOJauyd 3asiBJICHUS, YCIYronoiaydaresib MOATBEPKIaeT
OTCYTCTBUE (hAaKTUYECKUX MOCTABOK IOCIEJHEro 3aKyna Ha ero (upmeHHOM OlaHKe,
3aBEPEHHOM IMOANKCHIO YIOJTHOMOYEHHOTO JIULA YCIYTOMOIyYaTesl.

['ocynapcTBeHHast SKCHEpTHAs OpraHU3alus MPOBOJUT CPABHEHHUE IMPEIOCTABICHHBIX
JAHHBIX yCJIYTOnmojiyyaTeleM Ha COOTBETCTBUE TpeOOBaHUSAM HacTosux [IpaBui u 1aHHBIX
W3 UHTETPUPOBAHHON MH(MOPMAITMOHHON CUCTEMBI TAMOXXEHHBIX OPTaHOB.

171. Ilpum HaIM4YUM PETUCTPALMOHHOTO YJIOCTOBEPEHUS U OTCYTCTBUHU
3apEeruCTPUPOBAHHON I[EHBl WM BHECEHUS U3MEHEHHS B IIEHY YCIyromojiyyaTelb MOAaeT
3asBJICHUE Ha PErUCTPAIMIO UM BHECEHUE M3MEHEHHUs B IIEHY MPOU3BOAUTEINS MO (GopMme,
COTJIACHO MPUJIOKEHUIO 2 K HacTosmuM [IpaBuiaMm ¢ npunokxeHueM TOKYMEHTOB, YKa3aHHBIX
B myHkrte 170 [IpaBu.

172. s UMH, cpok IelcTBUs perucTpaiioOHHOIO YAOCTOBEPEHUSA KOTOPBIX HA MOMEHT
MO/Iauy 3asiBJICHUS UCTEK, BBE3EHHBIX Ha Tepputopuio Pecybnuku Kazaxcran 1o ucredenus
CpoKa JeHUCTBUSI PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS OCYIIECTBIISIETCS HA OCHOBE CBEJICHUM O
neHax (paxkrumueckux mocraBok B PecmyOnumky Kaszaxcran 3a mocinemnue 12 (nBeHanmarTh)
MECSIIIEB JIEUCTBUS PETUCTPALIMOHHOTO Y I0CTOBEPEHUSI.

[Ipu oTcyTcTBUU (paKTHYECKUX TOCTABOK 3a MocieaHue 12 (IBeHaIIaTh) MECAIECB,
NPEIOCTaBISIOTCS KOMMK IOKYMEHTOB 3a MpeAblAyuii nepuos 12 (a1BeHaanars) MecsIieB.

173. B cnydae orcytcTBUs (haKTUUECKUX MOCTABOK B TeueHUE 24 (ABaaLIaTh YETHIPE)
MECSILIEB 10 W3MEHEHUS 3aperuCcTPUPOBAHHON I1I€HBI, 3aperucTpUpOBaHHAS II€HA
PEeTUCTPUPYETCSd UM BHOCUTCS HM3MEHEHHUE B paHEE 3aperUCTPUPOBAHHYIO IEHY
npousBoautesis UMH Ha ocHOBaHMHM KOHTpaKTa WM JOTOBOpa o0 mpuodbperennn UMH.

[Ipu srom nns UMH, npousBenennsix B PecyOnuke KaszaxcraH, nmpegocTaBisitoTCs
JIOKYMEHTBI O HAIMYUU 3aBJICHHOTO 00beMa - KOIUs cepTUrKaTa COOTBETCTBUS MPOTYKIIHH
, st BBO3UMBIX IMH - xomus TaMOKEHHOM JAeKIapaluu.

174. T'ocynapcTBeHHas 3KCIEPTHAST OPraHU3alNs MTPOU3BOJIUT BHECEHUE U3MEHEHHUS B
3apErUCTPUPOBAHHYIO LIEHY MPHU COOTBETCTBUU CIEAYIOUIUM KPUTEPUSIM:



1) npenocraBnennas uena npouspoaurensa B pamkax ['OBMII u (unn) B cucreme OCMC
s BBo3uMbIx UMH, He Bblllle 3HaYeHUs LEH 3a €IMHUIY M3MEPEHUS, YKa3aHHBIX B
MPEOCTaBIECHHBIX JOKYMEHTax, noAaTeepxaaromux neny MMH (konust naBoiica (HakiaaHoM
) WK cYeT-PakTypbl, TAMOKEHHOH JeKJIapallii) OCIEHETO BBO3a 3a BBIUETOM CKUJIKH;

2) mpenocrtaBieHHas 1ieHa npouspoautens B paMkax ['OBMII u (unm) B cucteme OCMC
s BBo3uMbIXx UMH He Bbllle 3HaY€HHWS LEH 3a €AWHUILY U3MEPEHMS, YKa3aHHbIX B
MPEAOCTABIEHHBIX JOKYMEHTAX, MOATBEPKAAIONINX LIEHY B KOHTPAKTE€ WJIA JOTOBOpPE OT
3aBoja npoussoauresst MIMH;

3) npenocrasnenHas uena IMH otedectBennoro npoussoautens B pamkax ['OBMIT u (
unu) B cucreme OCMC He npesbiiaet ieH UMH, peann3yeMbix B Ipyrux CTpaHax;

4) zapeructpupoBanHas neHa B pamkax ['OBMII u (unu) B cucreme OCMC He
MPEBBIIACT IEHY MOCJIEAHETO 3aKyna Ha BeO-moprane Enmnoro muctpubOproTopa 3a 12 (
JIBEHAIATh) MECSIEB, IPEAIESCTBYIONIUX JIaTe M0/1ayu 3asBiieHus Ha 3asBisiemoe IMH;

5) 3apeructpupoBanHas 1eHa B pamkax ['OBMII u (unu) B cucteme OCMC He
IPEBBINIACT LIEHY MOCIEIHEro 3aKyna Ha BeO-mopTajie rocyIapCTBEHHBIX 3aKymok 3a 12 (
JBEHAaTh) MECSLEB, IPEAIECTBYIOLIMX J1aTe N01a4uu 3asBieHus Ha 3asBiasiemoe IMH.

['ocynapcTBeHHas 3KCIepTHAs OpPraHU3alys IMPOBOJUT CPABHEHHE IPENOCTABICHHBIX
JaHHBIX YCIYTOMoJydyaTeleM Ha COOTBETCTBHE TpeOoBaHUSIM HacTosmuX [IpaBun u qaHHBIX
U3 UHTETPUPOBAHHON MH()OPMALIMOHHON CUCTEMbI TAMOXKEHHBIX OPTraHOB.

175. I'ocynapcTBeHHasl SKCHEPTHASE OPraHU3alMsl BbIAAET 3aKIOYEHUE O PETUCTPALNH,
BHECEHMSI W3MEHEHHsI B 3apETMCTPUPOBAaHHYIO LeHy mnpowusBoautenss WMMH, cormacHo
NPUWIOKEHHIO 6 K HacToAmuM [IpaBunam.

176. B caydae HECOOTBETCTBUS 3aPETUCTPUPOBAHHOMN LIEHBI IPOU3BOAUTENS KPUTEPHSIM,
yKa3aHHbIM B HacTtosimieM nyHKTe 174 IlpaBun wminm mpeaocTaBlIeHHS JTOKYMEHTOB B
HEIOJHOM 00beMe M (WJIM) HEMOJHOTHI COJEPKAIINXCA B HUX CBEICHUN B COOTBETCTBHUU C
TpeOoBaHUsAMU HacTosmux [IpaBuil, rocytapcTBeHHas SKCIIEpTHAsE OpraHu3allys HallpaBIIsieT
YCIYronoayyaTesil0 MOTUBUPOBAHHBIA OTKAa3 B PETUCTPALIMM, BHECEHHS H3MEHEHUS B
3apErUCTPUPOBAHHYIO IIEHY NpOU3BOAMUTENs 1O ¢Gopme, corjacHo mpuioxeHuto 11 k
HactosmuM [IpaBunam.

177. YcinyronosyyaTenb o0ecnedrMBaeT AOCTOBEPHOCTh, MOJHOTY U COAEpPKAHUE
IPEJOCTABIEHHBIX JIOKYMEHTOB B COOTBETCTBUU C JIEHCTBYIOIIMM 3aKOHOJATEIBCTBOM
PecnyOonuku Kazaxcran u Hacrosmumu IIpaBunamu. [IpenocraBienue yciayromnoiaydareaemMm
HEJOCTOBEPHBIX JAHHBIX SIBIIETCS OCHOBAaHUEM I MPEIOCTABICHUS MOTHBHPOBAHHOIO
OTKa3a B PETUCTpPAlMM LI€Hbl MM BHECEHUU H3MEHEHUU B 3apEerUCTPUPOBAHHYIO IIEHY
npousBoaurest UMH.

178. Tlocne oka3aHus KOMIIO3UTHOW TOCYIapCTBEHHON YCIYTWM CBSI3aHHOU C
perucrpanne, BHECEHHEM M3MEHEHMsA B LieHy npowusBoaurtesss Ha MMH, ocymecrBnsercs



dhopmupoBanue npeaenabHoi neasl MMH B nHpopmanmonHoi cucteMe yIoIHOMOYEHHOTO
opraHa IMyTeéM aBTOMAaTHYECKOro J00aBJieHUS K I[€HE MPOU3BOJMUTENS HAICHKH,
b depeHITMpOBaHHOM UCXO/ISI U3 BEJTMYUHBI 3aPETUCTPUPOBAHHON IIEHBI TPOU3BOIUTEIIS.

Hanenku B pamkax I'OBMII u (wnu) B cucteme OCMC va UMH nuddepenunpytores B
COOTBETCTBHUH C PETPECCUBHOM IIKAIOW HAIICHOK 3a €AMHUILY U3MEPEHUS U COCTaBIISIOT:

1) 20 % st UMH, croumocThio 10 350,00 TeHTe BKIIOUUTEIBHO;

2) 19,5 % nns UMH, ctoumoctbio cBaitie 350 terre u g0 1000,00 TeHre BKIIOUYNUTEIBHO;

3) 19 % nnst UMH, croumoctsio cBbiie 1000 terre u 10 3000,00 TeHTe BKIFOYUTEIBHO;

4) 18 % nns UMH, croumocTtsio cBoiiie 3000 Tenre u 10 5000,00 TeHre BKIIOUYUTENBHO;

5) 17 % nns UMH, ctoumoctsio cBeiiie 5000 Tenre u 10 10000,00 TeHre BKIIOYUTEIBHO;

6) 16,5 % nns UMH, ctoumoctbhio cBeime 10000 tenre u go 20000,00 tenre
BKJIIOUUTEIBHO;

7) 16 % nna UMH, ctoumocteio cBeiime 20000 tenre u go 40000,00 Tenre
BKJIIOUUTEIBHO;

8) 14 % nna UMH, croumocteio cBeimme 40000 Tenre u mo 100000,00 tenre
BKJIIOUUTEIBHO;

9) 12 % nna UMH, ctoumocthio cBeimie 100000 tenre u go 200000,00 TeHre
BKJIIOUUTEIBHO;

10) 11 % nns UMH, croumocTtsio cBeiie 200000 tenre u go 500000,00 tenre
BKJIFOYUTEIBHO;

11) 10 % nns UMH, ctoumocTtsto cBbitie 500000 Tenre.

179. Ilpu Meca4HOM U3MEHEHHH OOMEHHOTO Kypca TeHre K MHOCTPaHHBIM BasitoTam Ha 10
uiau 0osee MPOUEHTOB U (MJIM) MPEBBIIIEHUS (PAaKTUYECKOW roJ0BOW MHQIISIUU BEpXHER
IpaHMIIBI [IeTIeBOT0 Kopuaopa Oonee yem B 1,5 pasza, mpeaenbHble 1IeHb (POPMUPYIOTCS TIO
ToproBomy HauMeHoBaHuto Ha IMH nytem Han0aBKu K 1I€HE TPOU3BOAUTEIISI TPOIICHTHOTO
3HA4YE€HUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

180. ITpu MecsiuHOM M3MEHEHMH OOMEHHOT'O Kypca TeHIe K HHOCTpaHHBIM BatoTaM Ha 10
uiau 6oJiee TPOIEHTOB W (MJIM) YMEHBIEHUsT (HaKTUIECKOW TOJI0BOM WHOIAINN BEpXHEH
IpaHMIlbl LIeJIeBOr0 Kopujopa Oosee uem B 1,5 pasza, mpejenibHble LIEHb (HOPMUPYIOTCS 1O
TOproBoMy HauMmeHoBanuto Ha IMH myTeMm BbI4eTa OT II€HbI MPOU3BOAUTENS MPOLIEHTHOTO
3HA4YEHUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

181. ITpu dhopmupoBaHuu NMpeaeabHBIX LIEH HAa TEXHUYECKy0 Xapakrepuctuky UMH
IIPUMEHSETCS CpeJHEe 3HAUCHUE MpPENECIbHBIX LIEH Ha Toprosoe HamMmeHoBanue MIMH B
pamkax ['OBMII u (mnmm) B cuctreme OCMC. IlpenenbHble 1IeHBI HAa TEXHUYECKYIO
xapaktepuctuky UMH dbopmupyrorcst corimacHo nmepedHio yIoJIHOMOYEHHOTO OpTaHa B CPOK
1o 1 Mas Tekyuiero roaa.

182. Ilpu m3MeHEeHUH MOpPSIKAa PErucTpallU LIEH B mpolecce (OpMHUPOBAHUS
npeaenbHbIX 1IeH Ha ToproBoe HauMeHoBanne UMH B pamkax 'OBMII u (wim) B cucteme
OCMC dopmupoBaHue mpeaenabHbIX IIeH Ha ToproBoe HammeHoBanune MMH B pamkax



I'OBMII u (unu) B cucreme OCMC ocymiecTBiaseTcss B UH()OPMAIMOHHONW CHUCTEME
YIIOJTHOMOUYEHHOT'0 OpraHa aBTOMAaTHYECKH C YY€TOM U3MEHEHHOTO TOPSIIKA.

183. Jlma peructpaiuu, BHECEHUSI U3BMEHEHUSI B LIEHY IPOU3BOIUTEIISI HA MEUIIMHCKOE
u3jenue I in Vitro JUarHOCTHUKHU YCIYromnojydaTelb B MH(OPMAIMOHHOW CHUCTEME
YIIOJITHOMOYEHHOT'O OpraHa MPeIoCTaBIseT 3asBIeHUE 10 (POPME COTITACHO MPHIIOKEHHUIO 2 K
HactosiuM [IpaBusam.

184. K 3asgBIeHUI0O NPUIAraroTcss JOKYMEHTBI COTJIACHO IEPEUYHIO, YKAa3aHHOMY B
npuioxxernuu 41 Hacrosmux [IpaBui, a Takxke nHPoOpMAITUS OTEYSCTBEHHOTO MTPOU3BOIUTEIIS
0 ¢daKTHUYECKU TOHECEHHBIX 3aTpaTax [IJs ONpeAcieHHs ILEeHb Mo (opMe COrIacHo
npuioxkeHuto 42 k HacrosmuM [IpaBunam 3a oqHy €AMHUILY U3MEPEHMUS.

185. Peructpanus, BHECEHHE U3MEHEHHUS B IIEHY MPOU3ZBOIUTEINSI HAa MEIUIIMHCKOE
u3Jenue I in Vitro JMarHOCTUKU TPOBOJMUTCS B pa3pese 3apeTHuCTPUPOBAHHBIX
KOMIUIEKTYIOIMX B COOTBETCTBUM C PETHUCTPALIMOHHBIM yAOCTOBEPEHUEM 3a OJHY €IUHHUILY
WU3MEPEHUS UK OJHY MOJIETIb.

186. B ciryuae Hanmuuus pa3HUIlbl B KOMIUICKTYIOMIUX WK B (YHKIIMOHATBHBIX PeKUMaX
paboThl Ha MEIUIIMHCKUE U3JENus IS in Vitro JUarHOCTUKHU, pa3HUIlA B LIEHE CUMUTACTCS
000CHOBaHHOM.

187. Ilpy HAIMYKMM 3aKIIFOYEHUN TOCYJAPCTBEHHOM SKCIIEPTHONM OPTraHU3allMM HA TaKOe
KE TOProBO€ HaMMEHOBAHWE, MOJIEIh U MPOU3BOJMUTENS HA MEIUIIMHCKOE W3JENUe IS in
VItro JAWMAarHoCTUKM M €ro KOMIUICKTYIOIIHWE 3a mocieaHue 12 (nBeHanamaTh) MecsIleB
MIPOBOJIUTCS COTIOCTABIICHUE TIEHHI ¢ 3asBisieMoit MU (in vitro).

[Ipu 3TOM, ComocTaBisAeTCS 1I€HA Ha MEIUIIMHCKOE U3JeIue JIJIs in Vitro JUarHOCTUKH B
paspe3e OTIEIbHBIX KOMIUIEKTYIOUIUX, UMEIONIUX OJMHAKOBBIE XapaKTePHBbIE OCHOBHBIE
MPU3HAKH, C y4eTOM OOMEHHOTO Kypca BalllOT Ha JaTy MoJayd HOBOTO 3asiBIICHUS, B
COOTBETCTBHUHM C MYHKTOM 164 HacTosmux [IpaBuir.

188. B mpouecce conocTaBiIeHUs [IEHb KOMIUIEKTYIOIIUX YUYUTHIBAETCSI HAUMEHBIIIEE
3HAYEHHE II€HBI COIMOCTABIAEMBIX KOMIUICKTYIOIINX YKa3aHHBIX BO BCEX JTOKYMEHTaX,
MOATBEPKIAIONTUE TIEH TMPOU3BOIUTENS HA MEIUIIMHCKOE M3EIIHUE SIS in Vitro TUarHOCTHKH.

189. B ciydae ecii B KOMIUICKTAllUM HA MEAUITMHCKOE U3/IeTUe IS in Vitro TUarHOCTUKH
C HU3MEHEHHBIMM TEXHUYECKUMHU XapaKTEPUCTUKAMU COTJACHO PErucTpaluoOHHOMY
YAOCTOBEPEHUIO, IPUCYTCTBYIOT KOMILICKTYIOIIHUE, MPOILIEAIINE aHAJIN3 IIEHbI 3a MOCJIEIHUE
12 (nBeHaaaTh) MECSIIEB, TO MX IIEHA OCTAaETCs 0€3 U3MEHECHUM.

190. B cimyyae u3MeHEHHS IIEHBI Ha MEIUIIMHCKOE M3ACIHUE IS in Vitro THarHOCTUKH,
aHaJIu3 1IEHbI MPOU3BOJAUTCS HA OCHOBAHUHM 3asBJICHUS OT YCIYyTOMOIy4daTes.

191. Jlnsg MEeIMITMHCKOTO M3ISIHs Ui in Vitro JUarHOCTHUKH, K yKa3aHHOM IICHE
BKJIIOYAIOTCS PACXOJIbl, CBSI3aHHBIE C €r0 JOCTABKOM B paMKax JIOJTOCPOYHBIX J1OTOBOPOB
MMOCTaBKH, 3aKIIOUYCHHBIX C EAMHBIM IUCTPUOBIOTOPOM JI0 3aKa34HKa.

[lena meauimHcKkoro u3aenus ajs in vitro quarnoctuku (6e3 HJC) =11 +H, rxe:



L1 - 3asBiIEeHHas LeHa, yKa3aHHas B Ipalice OTEYECTBEHHOTO IPOU3BOAMTEIS U BKIFOUAET
B €051 MPOU3BOICTBEHHYIO CE0ECTOMMOCTD, PACXO/IbI 110 PealIn3aliy;

H - HameHka O0Te€4eCTBEHHOr0 TOBAPOIPOM3BOJIUTENS MPH PEANTU3ALMNU 3asIBJIECHHOIO
MEJIUIIMHCKOTO M3JIeNUsl JJIs in Vitro IMarHOCTUKH, KOTopas He mpeBbimaetr 15 % ot ero
CTOMMOCTH.

192. B cTOMMOCTh MEIUIIMHCKOTO U3JAENHUs JJIsl 1n Vitro IMarHOCTHKU BKJIIOYAETCS
rapaHTHUIHBIN CPOK CEPBUCHOIO OOCTyXKMBaHUA HE MeHee 37 (TpUALAaTh CEMb) MECALEB C
JaThl BBOJA €TI0 B 3KCILTyaTalHIO.

193. B cTouMOCTb TapaHTHITHOTO CEPBUCHOIO OOCTYKUBAHUSI HA MEUIIMHCKOE U3JIEITNE
JUIS in Vitro JUarHOCTUKH HE BKJIIOYAIOTCS PACXOHBIC MaTePUANbl U TIPUHAITICKHOCTH.

194. B ciygae nipefocTaBieHUs YCIyTronoaydaresieM JOKYMEHTOB B HEMOJIHOM 00beMe U
(MJIM) HEMOJHOTHI COJAEPXKAIIMXCS B HUX CBEJACHUN B COOTBETCTBUHM C TpPEOOBAHUAMHU
Hactosimux IIpaBun wnyM yka3zaHus UM HEIOCTOBEPHBIX NAHHBIX B IPEAOCTABICHHBIX
JOKYMEHTaX, FOCYJapCTBEHHAs JKCIEPTHAsl OpraHu3alus HaIpaBiseT YCIyTrONOIy4YaTento
MOTHUBHPOBAHHBIN OTKAa3 B PETUCTPAIINU, BHECEHUSI NU3MEHEHUS B 3aPETUCTPUPOBAHHYIO LIEHY
MIPOU3BOIUTEIIS MEAUIIMHCKOTO U3AENIHs JI TUArHOCTUKHU BHE )KMBOTO OpraHu3ma (in vitro),
Npou3BOaUMbIe Ha TeppuTtopun Pecniyonuku Kazaxcran B paMkax JOJATOCPOUYHBIX IOTOBOPOB
MOCTaBKH, 3aKJII0YEHHBIX ¢ EqUHBIM 1UCTpUOBIOTOPOM, 1O (POpPME COTIIACHO MPHUIOKEHHUIO 12
K HactosiuM [IpaBunam.

195. 1o pe3ynbratam MpoOBEACHUS aHAIW3A LIEH HA MEAMIIMHCKOE U3ENHe IS in Vitro
JIMArHOCTHKU O(OpMIIAETCS 3aKIIOUEHUE C 3apErMCTPUPOBAHHON WU M3MEHEHHOW IICHOU
IPOU3BOAUTENS IO POpPME COTIACHO MPUIIOKEHUIO 7 K HacTosuM [IpaBunam.

195-1. T'ocymapcTBeHHas 3KCIEpPTHAs OpPTraHU3alMs HAMPABISET IO 3ampocy
YIIOJTHOMOYEHHOTO OpraHa MpPOEKThl INPENEIbHBIX LEH Ha TOProBOE HAMMEHOBAHUE H
texHuyeckyro xapakrepuctuky UMH B pamkax ['OBMII u (unu) B cucteme OCMC nns
YTBEPKJICHU.

Cuocka. [IpaBuiia nonosHeHsl IyHKTOM 195-1 B COOTBETCTBUU ¢ COBMECTHBIM ITPUKA30M
Munuctpa 3apaBooxpanenus PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munuctpa
- MunuCcTpa UCKYCCTBEHHOTO MHTEIUIeKTa U ¢ poBoro pa3sutus PK ot 19.11.2025 Ne 584/
HK (BBOIUTCS B I€MCTBUE CO JHS €r0 MEPBOTr0 OPUIIUATIBEHOTO OIMyOIMKOBAHUS).

195-2. YHOnHOMOYEHHBIM OpraH yTBEPKIAECT IMpEIE/IbHbIE LIEHBl Ha TOProBOE
HaMMEHOBaHUE U TexHu4ecKyto xapakrtepuctuky UMH B pamkax 'OBMII u (unun) B cucreme
OCMC.

Cnocka. IIpaBuiia nonosHeHsl IyHKTOM 195-1 B COOTBETCTBUU ¢ COBMECTHBIM ITPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amectutens [Ipembep-Munuctpa
- MuHKCTpa UCKYCCTBEHHOT'O MHTEJUIeKTa U ¢ poBoro pa3sutus PK or 19.11.2025 Ne 584/
HK (BBOIUTCS B A€MCTBUE CO AHS €r0 MEPBOTr0 OPUIIUATBHOTO OIMyOIMKOBAHUS).

196. Cpox nelcTBHS 3aKIIOYEHUS] MO pe3yibTaTaM aHalIu3a L€H Ha MEAULMHCKOE
W3JeNne NS In Vitro TMarHOCTUKH cocTaBisieT 12 (IBeHaAaTh) MECAIIEB CO JIHS €r0 BbIJaUH.



197. OT3bIB paHee BbIJIAHHBIX 3aKIIOUYCHUM M0 aHAIU3Y 1IEH HAa MEIUIIMHCKOE U3JIEIINUE
JUIsl in Vitro JUarHOCTHKHU OCYIIECTBISIETCS HAa OCHOBAHUM aKTOB MPABOOXPAHUTEIbHBIX
OpPraHoB U CyJIeOHBIX aKTOB, BCTYIUBIIMX B 3aKOHHYIO CHITY.
198. TlpenenbHble IIEHBI HA MEIMIIMHCKOE HM3JEJIHE I In Vitro JUAarHOCTUKHU HE
YCTaHaBJIMBAIOTCS.

I'maBa 5. IlpaBuna ¢popmupoBannsa Ka3axcTaHCKOr0 HAHOHATIBHOTO JIEKAPCTBEHHOTO (hopMyIIsipa

199. Tlopsimok (opmupoBanus KazaxcTaHCKOro HAIMOHAIBHOTO JIEKAPCTBEHHOTO
dbopmyIsipa BKITIOYAET B ceOsl CIeayoIIee:

1) nogaua 3asBieHus yciayronoay4darens LleHTp cormacHo mpuiioxkeHuto 1 K HaCTOSIIIHUM
[IpaBunawm;

2) nposeaenue LlenTpom npodeccuoHanbHOM SKCIEPTU3HL;

3) moaroroBka LleHTpoMm 3akitoueHus Mo pesyapraTaM npodecCuoHATbHON IKCIEPTU3HI
st GopMyNIIpHOH KOMUCCHM YIOJHOMOYEHHOTO OpraHa B 00JIacTH 3ApaBoOXpaHeHus (
nanee — opMyJISIPHOM KOMUCCHUN);

4) paccMOTpeHue U NpuHATHE peuieHne PopMyIsIpHOM KOMHUCCHUEW Ha OCHOBAHUU
3aKJIIOYEHUS TI0 pe3yibTaTam NpohecCuOHAIbHOU SKCIEPTU3BI.

200. K 3asBIIE€HUIO PUJIATalOTCS:

1) mocke, COCTAaBIEHHOE B COOTBETCTBUM C TPEOOBAHMUSIMHU, MPEAYCMOTPEHHBIMHU B
npuioxxkennu 43 k HactosimumM [IpaBuiiam;

2) martepuanbl (CTaTbM, pe3lOMe, U3 HAYYHBIX MU MEIUIMHCKUX MyOJIuKaluii),
MOATBEPKIAIOIINE CBEEHUS, COJIepKAINECs B JOChE HA SI3bIKE OPUTMHAIA B BUJAE MOJHBIX
TEKCTOB, B [IEPEBO/JIC HAa Ka3aXCKUI UJIU PYCCKUU A3BIK.

201. LlenTp ¢ MOMEHTa MOCTYILICHHUS] MaTEPUAJIOB, YKa3aHHBIX B MyHKTe 200 HacTOSAIMX
[IpaBui, MpoBOAUT UX MPOBEPKY HA MOJHOTY U MPABUILHOCTH OPOPMIICHUS TIPEICTABIEHHBIX
JIOKYMEHTOB, B CpOK He 0oJjiee 5 (ImsITH) pabodyux THEH.

[To pe3ynpraTtaM npoBepku LIEHTp coCTaBiseT 3aKII0YEHUE C YKa3aHUEM BBISIBICHHBIX
3amMedaHui (Ipu Hau4uuu) no GopMme, corjaacHo NpuiokeHuro 44 k HactosuM [IpaBunam,
KOTOPOE€ HAaIpaBJIAETCS YCIyToModydaTeato Uisl yCcTpaHeHus 3amedyaHud B TedeHue 10 (
JIECATH) paboUnX JHEH.

IIpu HenpencrTaBiieHuH yciyromnoiydareneM B TedeHue 10 (necars) pabouux nHEH B
paMKax yCTpaHEHHs 3aME€UaHUM 3alpOIIeHHBIX MAaTEPUAIOB WIIM MUCbMEHHOTO 0OOOCHOBaHUS,
[lenTp mpekpamaer pacCMOTPEHHE 3a4BJICHUS U 10ChEe JJIs BKIOUeHUs B Kazaxcranckui
HAIMOHAIBHBIN JIEKAPCTBEHHBIN POPMYIISIp.

B ciyuyae mosHOTHI M MPaBUIIBHOCTH O(OPMIICHHUSI TIPEACTABICHHBIX JOKYMEHTOB JHUOO
ycTpaHeHus 3aMeuanuil B Tedenue 10 (mecsTh) pabounx IHEW MaTepHasibl MepelatoTCs s
pOBeJIEHUs MPOPECCUOHATBHON HKCTIEPTHUHI.



202. Lentp npoBoauT IPO(EeCCHOHATBHYIO KCIIEPTU3Y B Cpok He Oosee 20 (1Banuath)
pabouux [aHEH, Ha OCHOBAaHUU JIOTOBOPA, 3AKIIOUYEHHOT'O C YCIYromoJiydyaTelieM B
COOTBETCTBHHU C IPAKIAHCKUM 3aKOHOAATEIbCTBOM.

203. B xoae npoBeneHus npodeccuoHaibHON SKCepTu3bl LIeHTpoM B CpOKH, yKa3aHHbIE
B myHKTe 202 Hacrosamux lIpaBui, npoBOAATCS ClIeRyIOIIME UCCIEA0BAHUSA:

1) Ha mpenMeT HaXOXACHUs JIEKApCTBEHHOTO cpeacTBa B ['ocyapcTBEHHOM peecTpe
JIEKAPCTBEHHBIX CPEJCTB M MEIUIIMHCKUX u3aenuit (ganee - Peectp) u (wim) B Enqunom
peecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3smiicCKOro 3KOHOMHUYECKOTO
coto3a mis PecnyOnuku Kaszaxcran u (unu) B Ilepeune opdanHbIX 3a00JieBaHU U
JIEKapCTBEHHBIX CPEJNICTB U1l MX JiedeHUs (Op(daHHBIX), ONMPEACICHHOM COTJIACHO MyHKTY 3
cratbu 177 Konekca (nanee - [lepeuensn).

2) KIUHUYECKOW d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPENICTBA MO 3apETUCTPUPOBAHHBIM
NOKa3aHUAM K IPUMEHEHUIO, COOTBETCTBYIOIIEN COOTHOLICHUIO YPOBHEN JTOKA3aTEIbHOCTH [
u Il u rpagauuii pekomenganuii A u B, no mkane pazpadorannori Okchopackum LlenTpom
JI0Ka3aTeIbHOW MEIMIIMHBI B COOTBETCTBUU C MpuiiokeHueM 45 k HactosamuM [Ipasunam (
nanee - Illkana), MOATBEPKICHHOW pe3yJbTaTaMy KIMHUYECKUX HCCIEAOBAHUM BBICOKOTO
METOJO0JIOTHYECKOTO KadeCcTBa B Ka3aXCTAaHCKUX M MEXKAYHApOIHBIX MPU3HAHHBIX
HMCTOYHHKAX.

3) 6e30macHOCTH JIEKAPCTBEHHOTO CPEICTBA MO 3apErUCTPUPOBAHHBIM MOKAa3aHUSIM K
IIPUMEHEHHIO, COOTBETCTBYIOLIEH COOTHOLICHUIO ypOBHEeW JaokaszarenbHocTd [ m Il u
rpajauuii pekomennauuii A u B, no [llkane, noaTBepKAeHHON pe3ynbTaTaMu KIMHUYECKHX
UCCJIEA0BAaHNUN BBICOKOTO METOIOJIOTUYECKOTO KAUeCTBA B KA3aXCTAHCKUX U MEXAYHAPOIHBIX
MPU3HAHHBIX UCTOYHUKAX.

4) no 3a00J€BaHUSIM, SBJISIOIIUMHUCS 3aPETUCTPUPOBAHHBIM MOKA3aHUSIM K IIPUMEHEHHIO
JIEKApCTBEHHOT'O CPEJICTBA, YPOBHS U CTPYKTYpbI 3a00J€BaeMOCTU HacelieHus PecryOinuku
Kazaxcran, mo JaHHBIM OQUIMATBHBIX SJIEKTPOHHBIX WH()OPMAIMOHHBIX PECYpPCOB M
MH(POPMAITMOHHBIX CUCTEM CO3JIaHHBIM corjlacHO noamyHkTy 30 ctateu 7 Konekca, a Takxke
OmyOJUKOBAHHBIX CTAaTUCTUYECKUX COOPHUKOB YIOJHOMOYEHHOI'O OpraHa Wiu
AMUJIEMUIOTMYECKUX UCCIIE0BAHUI;

5) Ha HanM4YKe B PEKOMEHJALUAX KIMHUYECKUX MPOTOKOJI0B Pecrybnnku Kazaxcran;

6) Ha HaJIMYME B PEKOMEHIALMIX MEXKIYHAPOIHBIX (€BPOMEHUCKUX) KIMHUYECKUX
PYKOBOACTB U (WJIM) KJIMHUYECKUX PYKOBOJCTB, IPOTOKOJOB CTpaH-wieHOB Opranuzaunuu
AKOHOMHYECKOTO coTpyaHuuectBa u pazsutus (O9CP);

7) Ha HaTUYKUE B CIIMUCKE OCHOBHBIX JIEKAPCTBEHHBIX CPeACTB BceMupHoO# opranuzanuu
3npaBooXpaHeHus U (vin) B bputaHckoM HallMOHAIBLHOM JIEKApCTBEHHOM (popmyiisape (B TOM
quciie Juis ieTeit) U (Win) Bo3MelaeMbIX cruckax u popmyisipax crpad OOCP;

8) Ha HaJIM4Me PErucTpaluu JIEKApCTBEHHBIX MPENapaToB B CTpPaHAX PEruoHa
MexayHapoaHON KOH(EpPEHIIUU 110 TAPMOHU3AIMHA TEXHUYECKUX TPEOOBAHUN K PETUCTPALIUH
JIeKapCTBEHHBIX mnpenapaToB st meaunuHckoro npumenenus (ICH) u (unu) ODCP unm



pPETUCTpallUi 1O LEHTPAIM30BAHHOM IMPOLEAYPE KOMIIETEHTHBIM OpraHoM EBpomnenckoro
Coroza, Hanmuuue mporeaypsbl nepekpanudukanuu BO3 win BkiatoueHue B nepeueHr BO3
MpPEeKBATU(DUITUIPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPeIHA3ZHAYCHHBIX I 00phOb ¢ BIY,
TyOepKyJIe30M, TeaTUTOM U APYTUMH OOJIE3HSIMHU.

204. TTo pe3ynbratam npodeccuoHaabHOM dKcepTusbl LIeHTp B cpok HE Oosee 5 (TsITH)
pabouux JHEHW COCTaBIIAET 3aKII0OUEHUE 1Mo (popme, COrIacHO MPHUIIOKEHUIO 46 K HACTOSIIUM
[IpaBunaM K KOTOpOMY MpPUJIAraroTCs MOATBEPKIAAIOIINE JOKYMEHTBI, TPEAYCMOTPEHHBIE B
noanyHkrax 1), 2), 3), 4), 5), 6), 7), 8) nynkra 203 Hacrosiux [IpaBuin (nanee - 3akioueHue
).

205. ®opmynsapHas komuccus B TeueHue 10 (mecartu) padounx IHEH paccMaTpUBAET
npenacraBieHHoe LleHTpoM 3aKkiIoueHue M OLEHUBAET COOTBETCTBUE JIEKAPCTBEHHOTO
cpeactBa noAanyHkram 1), 2), 3), 4) u ogHOMY M3 HNOAMYHKTOB 5), 6), 7), 8) myHkra 203
HacTosAmux IIpaBui, ¢ y4eTroM KOTOPOrO MNPHUHUMAETCA PEUIEHHE O BKIOYEHUH
JIEKapCTBEHHOTO cpencTBa B KazaxcTaHCKH HALIMOHAJIBHBIN JIEKAPCTBEHHBIN (hOPMYJISP.

206. Ilpu BxiroueHnu B KazaxcTaHCKW HallMOHAIBHBIN JIGKAPCTBEHHBIH (HOPMYJISp
JIEKaPCTBEHHOTO CPEJICTBA, MPUMEHSAEMOTO JJIsi JieueHUs] oppaHHOTO U (KJIM) COLUAIBHO
3HaYUMOTO 3a00JIEBAHMSI, IEPEYHN KOTOPBIX OMPEIEISIOTCS B COOTBETCTBUU C MPUKa3aMU
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 20 oktsi6ps 2020 roga Ne KP JICM
- 142/2020 "O6 yTBepxkaeHnn niepednsi oppaHHBIX 3a00JI€BaHUI U JIEKAPCTBEHHBIX CPEJICTB
st ux jedenus (opdanHbIX)" (3apeructpupoBaH B Peectpe rocyiapcTBEHHON perucrpanuu
HOPMATHBHBIX MPaBOBBIX akTOB 1o Ne 21479) u Munuctpa 3apaBooxpanenus PecnyOnuku
Kazaxcrtan ot 23 cents6psa 2020 roga Ne KP JICM-108/2020 "O6 yTBepKIeHUH TEPEUHs
COIIMAJIbHO 3HAYMMBIX 3a0osieBaHUU" (3apeructpupoBaH B PeecTpe rocyaapcTBEHHOU
perucTpaluy HOPMATUBHBIX MPaBOBbIX akTOB moj Ne 21263), momyckaercs pacCMOTpPEHUE
DOopMyJISIPHOM KOMHUCCUEW BKJIIOYEHHE JIEKApCTBEHHOrO cpeacTtBa B KazaxcraHckuii
HAIlMOHAJBHBIN JIEKAPCTBEHHBIN (OPMYJIISIp MO WHUIMATHBE YIOJIHOMOYEHHOTO OpraHa, C
MOATOTOBKOM 3aKiII0YeHUsl MpodecCUOHANbHON AKcnepTu3bl L[eHTpoM B COOTBETCTBUU C
TpeOoBaHUAMU TIpUiIokeHus 46 HacTosmux [IpaBui.

207. [Ipunsarue peureHust 00 UCKIIOUEHUHU JIEKAPCTBEHHBIX cpelicTB U3 Kazaxcranckoro
HAllMOHAJIBHOI'O JIEKapCTBEHHOro (opmyssipa PopMyIsipHOM KOMUCCUEH paccMaTpUBAETCS
IPU HAJTMYHUH OJTHOTO U3 CIEAYIOIIUX OCHOBAHUM:

1) nosiBjieHMe HAy4YHO-00OCHOBAHHBIX PEKOMEHAAIIMN O HEIOCTATOYHOU 3 (DEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA;

2) NosIBI€HUE CBEJEHUU O TOKCMYHOCTH U (MJIM) BBICOKOM YacTOTE HEXKeIaTeIbHbIX
noOOYHBIX SBJICHUM MPU MPUMEHEHUH JIEKAPCTBEHHOT'O CPEICTBA;

3) OT3BIB yHNOJTHOMOYEHHBIM OpPraHOM PETHCTPALMOHHOTO YJIOCTOBEPEHUS Y
JIEKapCTBEHHOI'O Mperapara Wi UCTEUEHUE CpoKa peructpanuu B Pecriyonnke Kazaxcran B
TEUEHUE MEepPHOJia, MPEBHIAIIIET0 TPU Tojla WIN HCKItoueHue u3 llepedns opdaHHbIX
JIEKapCTBEHHBIX CPENICTB, ONPEIEIEHHOIO COINIaCHO MyHKTY 3 crareu 177 Konekca.



208. B cootBercTBUM ¢ penieHusIMA OopMyasipHOl KOMUCCUU, YITOJTHOMOYEHHBIN OpraH
onoopser KazaxcTanckuii HallMOHANBHBIN JE€KAPCTBEHHBIN (POpMYIISIp.

209. B Kazaxcrtanckuii HallMOHAJIBHBIA JICKAPCTBEHHBIN (POPMYIISIpP BHOCSATCS
JIeKapCTBEHHBIC CPEACTBA, 3aperucTpupoBannbie B Pecnybnuke Kazaxcran, mon MHH (mipu
orcyrctBu MHH — no rpynnupoBaHHOMY WJIM XMMHUYECKOMY HaMEHOBAHUIO), C yYETOM
JeKapCTBEHHON (OPMBI, TO3UPOBKH, KOHIEHTpPAIMM M O0BbEeMa, C yKa3aHHEM KoJa
aHATOMO-TEPANEeBTUYECKO-XUMUYECKON KIIACCU(PUKALIMK JE€KAPCTBEHHBIX CPEACTB (Haniee —
ATX), c 00s3aTeNbHBIM BKIIOYEHUEM KaXKJIOTO TOPrOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO
cpenctBa ¢ aHanoruyHbiM MHH nekapctBenHO# (hopmoii, 103UPOBKOM, KOHIEHTpauen u
o0BeMoM 6e3 paccMoTpeHust DopMyISIpHOI KOMUCCHUEH.

210. Ilpu BKJIIOYEHUH JIEKAPCTBEHHBIX CPEACTB JJIs JICUCHUsI OppaHHbIX 3a001€BaHUM,
JieIaeTCs OTMETKA, YTO JAHHBIN Mpemnapar siBisieTcs: opdhaHHbBIM.

[Ipunoxenue 1 x npaBunam
peruCTpaIyy JIEKapCTBEHHbIX
CPEACTB U MEIULMHCKUX U3AENUil
10 MPUHIUIY "eINHOTO OKHA"

3asBieHue Ha IPOBEICHAE 3KCIIEPTH3EI, PETHCTPAIUH, IIEPSPETHCTPAIY, BHECCHU H3MEHEHHUH B
PETHCTPanOHHOE A0CHe JIEKapCTBEHHOTO CpefcTBa*

Tun Peructpanus
1. mpoueny Ilepeperucrparus
pbI Brecenue n3meneHumit

Caenenn
S 0
peructpa
IIUOHHOM
YAOCTOB
epeHnn (
npu
nepeper

) Ne perucTpamoOHHOTO yIOCTOBEpEHUs, BeIIaHHOTO B PecyOnuke Kazaxcran ¢ ykazaHHeM JaThbl
. HCTpamu

BbIAa41 U CPOKa HGﬁCTBHﬂ
n u

BHECCHU
u
W3MEHEH
Ui B
peructpa
IIUOHHOE
JIOCHE)

TOpFOBO Ha Ka3aXCKOM A3BIKC

3 © Ha PyCCKOM S3bIKe

HAaUMEHO
papme  HA aHIVIMICKOM sA3bIKe

Toproso . Crpa
Ha Ka3aXCKOM S3bIKE Ha PyCCKOM S3BIKE Ha aHTJIUHCKOM SI3bIKE

e Ha

HaNMEHO

BaHHC Ha



1)

2)

JKCIIOPT
(nns
OTEYECTB
E€HHBIX
MPOU3BO
JIUTENeH)

MexIyH Ha Ka3aXCKOM SI3bIKE
apoJiHOe
HENaTeH

Ha PyCCKOM S3BIKE

TOBAaHHO
(&
Ha3BaHH
€

Ha aHTJIMHACKOM SI3BIKE

JlexkapcT Ha Ka3axCKOM fA3bIKE
BCHHaA
dhopma
Ho3upos
Ka (
KOHIICHT
pauus) (
3anosnus
ercs npu KoHIEHTpamws yKa3blBaeTCsA IS KHUIKHX,
HAIMYUHN MSTKAX U Ta3000pa3HBIX JIEKAPCTBEHHBIX (hOPM
. O6pem

3al10JIHA

Ha pyCCKOM S3BIKC

eTcs B
YIaKOBK

e)

Anaromo Kox

HanmeHnoBaHMe Ha Ka3aXCKOM SI3bIKE
TepamneBT

HNYCCKO-X

HUMHUYCCK
a9 Haumenosanwme Ha PYCCKOM A3BIKE

Kiaccud
MKALUS

Tun JeKkapCcTBEHHOTO CpElNCTBa (3alONHIECTCS JJIs COOTBETCTBYIONIETO JICKAPCTBEHHOTO IIperapaTa,
BEIOMpaeTcs Tonpko oauH Trl JIC)

OpurrHaJ bHBIN JIEKApCTBEHHBIN Mpenapar

OIHOKOMIIOHEHTHBIHN MHOroKOMIOHEHTHBIH

OmoNoTHYeCKUi JIEKapCTBEHHBIN IIpenapar MMMYHOOHOJIOTHYECKIH JIeKapCTBEHHBIN IIpenapaT

HOBast akTHBHAs (hapMalleBTHYECKas CyOCTaHIIUS

BocnpousseneHHbIl TeKapCTBEHHBIH Mpenapar

OIHOKOMIIOHEHTHBIN MHOTroKOMITOHEHTHBINH



3)

OpuruHaiIbHbIN JeKapCTBEHHBIN Ipenapar:
HaMMEHOBAHHUE JIEKapCTBEHHOTO IIpenapaTa, 103UpOBKa, JIeKapCcTBeHHast (hopma

Jep)KaTellb ~ PEerucTPaliOHHOTO  yjocToBepeHus  (
KOMIIaHHS, HA UMS KOTOPOH BBIJAHO PETUCTPALUOHHOE
YAOCTOBEpEHNE), Jara perucTpamud, HOMeEp
PETUCTPALMOHHOTO yIOCTOBEPEHNUS, TOCYAAPCTBO, TIC
3apErUCTPUPOBAH  OPUTMHAJIBHBIA  JIEKAPCTBEHHBIN
mpemnapar

PedepeHTHbIil  sekapcTBeHHBIH mpemapar IS
OTEYECTBEHHOTO TIPOU3BOUTENS, KOTOPBIX
WCIIOJIB30BAJICS. B HCCIEAOBAHHMAX SKBHUBAICHTHOCTH (
€CITH TaKOBbIE TIPOBOIUIINCE):

HaMMCHOBAHUC JICKAPCTBCHHOT' O Iperiapara, J03UPOBKaA, JICKAPCTBECHHAA (bopMa

JepKaTellb  PErHCTPAI[MOHHOTO  yIOCTOBEpeHHS  (
KOMIIaHHsl, HA UMsI KOTOPOW BBIJJAHO PErHCTPAIlMOHHOE
YIOCTOBEpPEHME), JaTa perucTpanud, HOMEP
PETUCTPALIMOHHOTO YAOCTOBEPEHMS, TOCYAapCTBO, TIe
3apeTUCTPUPOBaH pe(PEepeHTHBIH JIeKapCTBEHHBIN
npemnapar

NpUBECTH 00OCHOBaHMS MCIIOJIb30BaHHS PehepEeHTHOTO

mpemnapara MpU €ro OTJIMYMH OT OPUTHHAIBHOTO
npemnapara
[Ipumeuanne. Pazmen HeoOXOAMMO 3amONHATH IS

KOKIOr0 JIEKapCTBEHHOI'O Ipernapara, KOTOPBIN
HCIIOJIB30BAJICS B UCCIIEIOBAHUSIX SKBUBAJIEHTHOCTH.

Broananornynslii tekapcTBeHHBIH npenapar (broananor)
OpurrHa bHBIA OMOIOTHYECKHNA JICKapPCTBEHHBIH Mpenapar:
HaMMEHOBaHHUE JIEKapCTBEHHOTO IIpernapaTa, 103UpOBKa, JIeKapCcTBeHHast (hopma

JepKaTellb  PEruCTPAllMOHHOTO  yIOCTOBEpeHHS  (
KOMIIaHHsl, HA UMsI KOTOPOH BBIJAaHO PErHCTPAllMOHHOE
yIOCTOBEpPEHHE), JaTra perucTpalnud, HOMED
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, TOCYAapCTBO, TIe
3apeTUCTPUPOBAH OPHUTMHAIBHBIA  JIEKapCTBEHHBIH
npemnapar

PedepenTHbIi GHOJIOTHYECKHH JIeKapCTBEHHBII Mpenapar

HAaMMCHOBAHHUCE JICKAPCTBECHHOT' O IIpCriapara, J03UPOBKa, JICKapCTBCHHAA (1)0pMa

Jiep>KaTeslb PETUCTPAIMOHHOTO YAOCTOBEpEHHS, naTa
perucTpaiyy, HoMep perucTparoHHOIO YJJOCTOBEPEHNU,
rocy/lapcTBO, TI/I€ 3aperiucTpupoBaH pedepeHTHBIN
JIEKapCTBEHHBIN TpenapaT

pasnuuus. 1O CpaBHEHHI0 C pedEepeHTHBIM

OMOJIOTMYECKUM JIEKapCTBEHHBIM TIpernaparoM (eciu
TaKOBBIC UMCIOTCS):

pa3anius B UICXOAHOM MAaTCpHUAIIC,
pa3anius B IpOU3BOJACTBEHHOM MIPOLECCE;
APYTUC MMOKa3aHUA K IPUMCHCHUIO,



5)

6)

pasnnuus B JIEKapCTBEHHOH (opme;
Jpyras J03UpOBKa;
I'uOpuHBI JeKapcTBEeHHBIH Mpenapar (KOJIMYeCTBEHHbIE  M3MEHEHHs
(hapmaneBTHIECKON CyOCTaHINN);
JPYTOii CrIoco0 BBEICHMUS,

APYTUC OTINYIUA

OIHOKOMIIOHEHTHBIN

MHOrOKOMIIOHEHTHBIN
OpurnHaiIbHbIN JeKapCTBEHHBIN penapar:
HaMMEHOBAHHUE JIEKaPCTBEHHOTO IIPEnapaTa, J03UPOBKa, JIeKapCTBEHHAsI (hopma

JepKaTeNb PEruCTPAIlIOHHOTO YJOCTOBEPEHHMs, [aTa
pErucTpalyy, HOMep perucTpaloHHOIO YJJOCTOBEPEHNUS,
rocyapcTBO, TJE 3aperucTPUPOBAH OPUTMHAIBHBINA
JIEKapCTBEHHBIN Ipenapar

Paznuuus mo CpaBHCHUIO C OPpUTMHAJIbHBIM
JICKapCTBCHHBIM MpCTIapaToM:

aKTHUBHOM

W3MEHEHUs AaKTHBHOW (hapMalleBTHUCCKON

cyOcTaHIuy;
Ipyras IekapcTBeHHas hopma;

npyrasi(ue) mo3upoBKa(v) (KOTMYIECTBCHHBIE
W3MEHEHUs AaKTHBHOW (apMaleBTHUECKOH

cyOcTaHIum);

KoMOHHIPOBaHHEIHA JIeKapCTBEHHBII IIpEmapaT Apyroii (ue) croco0(bl) BBEACHHUS;

apyrast ¢apMakOKHHETHKa (BKIIOYas IPYTYIO

OMOJIOCTYITHOCTB);
Jpyroe IoKa3aHue K IPUMEHEHHUIO;
IPYTHE OTIHYHS

HU3BECTHAs KOMOMHAIUS

HOBasi KOMOUHAIHSI
OpurHHAJIBHBIHA JEKapCTBCHHBIN IpenapaTt (B CiIydae H3BECTHOW KOMOHWHAIINN)
HAaMMEHOBAHUE JICKAPCTBEHHOTO Tperapara, J03UpOBKa, JICKapCTBCHHAs (opMa

JepKaTeNb PErHCTPAIIOHHOTO YIOCTOBEPCHHMSA, [aTa
perucTpaIyy, HOMep PerucTParoHHOTO YJOCTOBEPEHNUS,
rOCy/apCTBO, TI/I€ 3aperuCTPUPOBAH OPHUTHMHAIBHBIN
JIEKapCTBEHHBIN Mpenapar

JlekapcTBEeHHBIM mpenapaT C XOpOUIO H3YYEHHBIM
MEIUIMHCKUM IPHMEHEHUEM

HaMMCHOBAHUCE JICKAPCTBCHHOT'O MIpCIriapara, J03UPOBKaA, JICKAPCTBEHHAA q)opMa



7)

8)

9)

1)

2)

ACPpKATCJIIb PCTUCTPAIIMOHHOTO YAOCTOBCPCHUA, JaTa perucrpanud, HOMEP PEruCcTpalluoHHOTO

YAOCTOBECPCHUA.

PannodapmaneBTHIECKUH JIeKapCTBEHHBIN MTpemapaT

paauodapmaneBTHIecKiii Habop

MPeKypcop patuoHyKIHIA

UCTOYHUK PAAMOHYKIUAA (HEpBUYHBIN M BTOPUYHBIN) (
NIPY HAJINYWH)

T'enepatop

['omeonaruueckuii JeKkapcTBEHHBIN MTpenapar

HOBBIM TOMEOIIATHYCCKHUHA npemnapar

PacturenbHblil TeKapCTBEHHBIN NTpenapar

OMHOMHHAJIHHOE HAYYHOE HAa3BaHWE PACTCHHS (POX, BHI,

Pa3HOBHUIHOCTD)
(apmakonen u MoHorpaduu

MCTOYHHK MIPOMCXOKACHUS CHIPBS (J1TaOOpaTOPHEII KOM)
YaCTH POU3BOJISILETO PACTEHUS

Ha3BaHHE (OmpeaelieHne) CyOCTaHIIMH PAaCTUTEIHHOTO
INPOMCXOXKICHNUS M Jpyrue Ha3BaHUS (CHHOHUMBI,
ykazaHHble B @apMakonesx)

Jomonuurensuble mpusHaku JIC

OpdanHbIlii TeKapCTBEHHBIHN Mpenapar

IIpucBoeH 1M JeKapCcTBEHHOMY Mpenapary CcTaTyc
ophaHHOTO JEKapCTBEHHOrO Mperapara B PecmyOmuke
Kazaxcran

Her

B mpouiecce paccMoTpenus

Ha

Jlara

HOMEp PETUCTPAIIMOHHOTO YAOCTOBEPEHUS 0p(haHHOTO JIEKapCTBEHHOTO IIpenapaTa

OTka3aHo B NPUCBOCHHM CTaTyca Op(HaHHOTO
JIEKapCTBEHHOTO Mpernapara

Jlata
Howmep pemenus

3asBIIeHHE HA IIPUCBOCHUE CTaTyCa OTO3BAaHO: JAara

Tpancdpep HammenoBanme, agpec NpOU3BOACTBEHHOI
IUIOLIAKH MIepeatoIeil CTOPOHBI

TOMEONaTUYCCKUI nmpemnapar, BKJIIOUCHHBII B



4

AxTuBHAs (i)apMaHeBTI/I"IeCKaFI Cy6CTaHHI/IH, MMpOU3BCACHHAd HE B YCJIIOBUAX GMP wunmmn JICKaApCTBEHHOC

PaCTUTCIBHOC ChIPbE

IpexBammdpukarms BO3

dopma
OTIIyCKa
B CTpaHe
yCIIyTon
osyuaTe
vt

ITo peuenty Bpaua be3 penenra Bpaua

Cnoco6
bl
BBEJICHU
A

Hndopm
arys 1o
ycTpoiic
TBaM
BBOJIA

‘YnakoBka (3aMoJHseTCsl CIIUCOK 3HAYCHUN)

Bun Pazmep

MEPBUYH
YIIaKOBKH/
ass mm  HawmMmeHoBaHue O06weM (TIpy HATUIUH)

MakKeTa
BTOPHUYH

YIaKOBKU
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IIpomex
yTO4YHas
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HaJIU9uN

)

Bropuun
ast

ITpux-
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BTOPUYH
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n (GTIN
) (

JIKUTHH)

VYkazaTh ITPUX-KOA IS KaXKI0N JO3UPOBKHU (KOHIIEHTPALIUH)

[TomHBIM KaYeCTBEHHBIM M KOJUYECTBEHHBIM COCTAB (SaHOJ'IHHeTCSI CITMCOK 3Ha‘16HPII71)

Kon-Bo enuuwnir B
YIaKOBKe
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uc
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HopmaTusHslit

Konuyec nokyMeHT,

TBO Ha periaMeHTHpY
€IMHUILY IOUIMI KaueCTBO
JIEKapCTB U 1 U

€HHOH

(hopmBI

®apmakones: ¢

pis
YKa3zaHHUEM roaa
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eJb, cTpaHa
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CII

or
aT
()4
bH
oc

HaunmMeHoBaHne akTUBHOM (hapManeBTHYECKOH CyOCTaHIINH

CpOK XpaHCHHUS JICKapCTBCHHOT'O CPEJICTBA

YcnoBust TpaHCIOPTUPOBAHUS

VYcnoBust XpaHeHuUs

Perucrpanus B cTpaHe-IpOM3BOAMTEINE U IPYTUX CTPAHAX

Ne perucTparOHHOTO YAOCTOBEpEHHUS (YKa3bIBACTCS

Ha3Banue crpanbl

TP HAJTUIHHN)

npe,unaraeMbIﬁ CPOK XpaHCHUA

npeiaraeMblii IepHoJ IPUMEHESHUS
(mocne  mepBOTO  BCKPBITHUSA
KOHTEeHHepa)

npeIaraeMblil IEpHOJ TPUMEHEHUS
(mocme  pacTBOpEHHS WU
pasBeneHus)

MpeyIaraeMble yCIOBUS XPaHEHUS

npeajaracMbl€ yCJIOBHUA XPaHCHUSA
TIOCJIC IEPBOT'O BCKPLITHUA YITAKOBKH

Jlata BbIIAUN

Hannune oxpaHHOTO JOKyMEHTa Ha H300peTEeHUE WU TIOJIE3HYIO MO/IENb, TOBAPHBIN 3HAK

Ha3zBanue oxpanHoro qokymeHra Ne OXpaHHOTO IOKyMEHTa

IIpousBoacTBo

Jlata BbIIAUN

0K
ne
Hc
B
us

C
p
OK
B
BI
Ja
q
u

1) IomHOCTBIO Ha MAHHOM IIPOW3BOACTBE 2)

YacTHYHO Ha JaHHOM MPOM3BOJICTBE
ITonaHOCTHIO HA IPYTrOM IIPOU3BOJCTBE

3)

[TpousBoxuTens (M) JEKapCTBEHHOrO Npenapara M Y4acToK (M) HpPOM3BOJCTBA (BKIJIOYAs YYacTKH
MIPOM3BOJICTBA JTFOOOT0 KOMIIOHEHTA (B TOM YHCJIE PACTBOPUTEIS JIEKAPCTBEHHOM (DOPMBI), KOTOPBIH SIBISIETCS

YacCTbIO JICKAPCTBEHHOI'O HpenapaTa)
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Tun crtpana (Ha
MPOU Ka3aXCKOM,
93130)1 pycckowm,
UTENs. aHTIIUHCKOM
SI3BIKaX)

IIpou
3BOJ
UTETb

Ilpen
npus
THE-Y
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Janusie 10
JUILEH3UN Ha
MIPOU3BOJICTBO,
BbIJJaHHAS
YIOJIHOMOYEHH
BIM OPTaHOM
CTpaHBI
TIPOU3BOIUTENS

JaHHble 11O
JIOBEPEHHOCTH
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XCTaH

JlaGopaTopust CTpaHbI-IIPOU3BOAUTENIS 10 KOHTPOJIIO Ka4ecTBa IMpenapaToB KPOBU U BaKIL[MH, OTBETCTBEHHAs
3a KOHTPOJIb Ka4ecTBa (BBIITYCK) CEpHU

HAMMEHOBAHUE J1a00PaTOPUH

aJIpec MecTa OCYIIECTBIICHUS JIESITEIbHOCTH
Crpana

Tenedon (dakc)

JNIEKTPOHHAS T0YTA

I/ISMCHCHI/IH, BHOCHUMBIC B PETUCTPALTMOHHOE NJOCHE JIEKAPCTBEHHOI'O CPEACTBA (yKaBaTB BHOCHMBIC U3MCHCHU

)

B
H
oc

S
Tun usmenenus Penakiusa 0o BHECEHUST U3MEHEHUH

nu3

CH
CH
nus

llaHHBIe 10 AOT'OBOPY HAa NPOBEACHNUE DKCIIEPTU3BI JICKAPCTBECHHBIX CPCIICTB

No norosopa
Jata 3akmoueHust

Cpok neiicTBust
CyOBbeKT, OCYIIECTBISIIONINI OIJIATY 3a MPOBEICHHUE SKCIEPTU3bI

HanmenoBanue

Crpana

IOpunnaecknit anpec

dakTruuecKkui agpec

@®.1.0. (mpu ero HaNM4NM), TOIHKHOCTD PyKOBOJUTEIS
Tenedon

daxc

e-mail

BI/I3H€C-I/II[€HTI/I(1)I/IKaHI/IOHHLII71 HOMCD



WHauBu Ty adbHEIN UACHTU(DUKAIIMOHHBINH HOMEP
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1
5 BbankoBCckuil HICHTH(UKAITMOHHBII KO

VYcnyromnonyyaTens:

I'apaHTHPYIO: JOCTOBEPHOCTh MH(GOPMAIMH PETHUCTPALOHHOTO J10ChE, HEHAPYIIEHNE HCKIIOUUTENbHBIX MPaB

TPETBbUMHU JIUIIAMHM Ha HM300pETEeHHE WIM TOJIE3HYI0 MOJENb, aJIeKBAaTHOCTh IEPEBOJOB METOIUK KOHTPOJISI

Ka4yecTBa, MHCTPYKIUHU 1O MEAUIUHCKOMY IPHUMEHEHHIO JIEKAPCTBEHHOTO CPEACTBA; NMPEACTaBUTh 00pa3libl

JIEKapCTBEHHBIX CPEJCTB, CTAHJIapPTHBIE 00pa3libl JIEKAPCTBEHHBIX CyOCTAaHIMI W MX NpUMeceil B KOJIMYECTBax,

JOCTATOYHBIX JJISI TPEXKPATHOTO aHAJIN3a, CleNH(UIECKUE PeareHThl, pacXOIHbIe MaTepHalbl, IPUMEHSIEMbIE

IIPY TIPOBEACHUH UCTIBITAaHWH JICKAPCTBEHHBIX CPECTB (B NCKITIOYUTENBHBIX CIydasX U Ha yCIOBHAX BO3BpaTa), a
TaK)K€ UX COOTBETCTBHE HOPMATHBHBIM JJOKyMEHTaM, TPEICTABIIEMbIM Ha peructpariio. O0s3yocs coodmars
000 BceX M3MEHEHHSIX B PETUCTPAIMOHHOE JIOChE, a TAKXKE IPEACTaBJIATh MaTepHajbl Ipu OOHApYKCHHU

HEeXXeJIaTeIbHbIX PeakIii Py MPUMEHEHUH JIEKapCTBEHHOTO CPEJICTBA, paHee HEe YKa3aHHBIX B MHCTPYKIUH IO

MEIUIUHCKOMY ITPUMEHEHHIO.

Jara
@®.1.0 (mrpu ero HaNUYMK) U JOIDKHOCTh OTBETCTBEHHOTI'O JIUI[A YCITYyTONOTydaTess
Ioxnmuce
[Ipumeyanue:
* 3asiBJICHUE 3aIOJTHICTCS OJHOKPATHO M HE NOJAJICKUT KOPPEKTUPOBKE.

dbopma

3asBicHHE Ha PETHCTPAIMIO WM BHECCHHE H3MEHEHHH B 3apETUCTPUPOBAHHYIO LEHY
[POW3BOUTEIIA JIEKAPCTBEHHOTO CPEICTBA

HpCIIOCTaBJI}IIO HH(i)OpMaHI/IIO I pEruCTpallii LCHBI UJIM BHCCCHHA W3MEHEHHUM B

3apETUCTPUPOBAHHYIO 1IEHY POU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA

1. Yenyronony4darenb

1.1. [IpousBoaUTENH JTEKAPCTBEHHOTO CPE/ICTBA
HaumenoBanue
Crpana
IOpunngecknit anpec
dakTHuuecKui agpec
Tenedon
®Paxkc

e-mail



damuusi, UMs, 0OTYECTBO (TIPU €T0
HaJIMY1H)

KonTaktHOE NHTI0 HoiKHOCTR
Tenedon
®daxc
e-mail
1.2. Bnagenen perucTpaimoOHHOrO y10CTOBEPEHHUS
Hasanue
Crpana
IOpuanaeckuii agpec
®dakTuveckuil agpec
Tenedon
®daxkc
e-mail
damuust, UMs1, 0TYECTBO (TIPH €ro HaJTMYHK) PYKOBOAUTEIIS

damunusi, UMs1, OTYECTBO (IIPU €ro
HaJIMY1H)

JomxHOCTh
KonTaktHOE MH1I0 Tenedon
®dakc
e-mail
1.3. JoBepeHHOE U0 WIM KOMIIAHUS, MPEACTABUTEIBCTBO OT YCIYTONOJy4aTens,
YIIOJIJHOMOYEHHOE NPOBOAUTH ACHUCTBUA BO BpEMs IPOLEAYPbl PETrUCTpPallMy LIEHBI B
Pecnybnuke Kazaxcran
2. Uudopmanus o JieKapCTBEHHOM CPECTBE

Toprosoe
HalMEHOBaHNE

Homep wu nara
PErHCTPAIIMOHHOTO
YIOOCTOBEpPEHHS B
Pecny6inke Kazaxcran

JlexapcTBeHHOE
3. cpenctBo sBisiercs:  (
HYXHOE OTMETHUTD)

MexayHapoaHoe
HEMaTCHTOBAHHOE
HaMEHOBaHHE (TIPHU
HAaJIHY1HN)

CocraB
JlekapcTBeHHas (opma
Jo3upoBka
KonuenTtpanus

O0Bem

W X |||



10.

11.

12.

13.

14.

15.

16.

KonuyectBo  BO
BTOPUUYHOMU (
MOTPEeONTEIHCKOIN)
YITaKOBKE

Kon COTJIaCHO
AHATOMO-TeparneBTUICC
KO-XMUMHUYECKOU
knaccudurarnmu (ATX
KOTI)

CriocoObnI BBEIEHUS

CBenenust o pasee
3aperucTpupOBaHHOMN
LIEHE AJIsI ONTOBOM M
PO3HUYHON peanu3alnuu

Hara peructpauuun
3aperuCTPUPOBAHHON
IICHBI JJIS ONTOBOM M
PO3HUYHOH peain3aiuu

[IpenenbHass 1eHa
OTEYECTBEHHOTO
MIPOU3BOIUTENS ISt
ONTOBOM M PO3HUYHOMH
peanuzanuu  (3a
MOTPEOUTENBCKYIO
YIaKOBKY)

JlexapcTBeHHOE
CPEelICTBO paHee Ha
TEPPUTOPHUH na
Pecniyonuku Kazaxcran
Ppeann30BbIBANIOCH

Llena npousBoguTemns
IS ONTOBOM |

PO3HUYHON peanu3anuu
, a TaKXke B paMKax

I'OBMII u (unn) B Lena
cucteme OCMC s YHAKOBKY
BBo3uMBIX JIC (3a
MOTPEOUTETBCKYIO
YIaKOBKY)
JlexapcTBeHHOE
CpPEACTBO paHEe Ha
TEPPUTOPHUIO hit:}
Pecniyonuku Kazaxcran
MOCTABISUIOCH
JdauHBIC
JOKYMEHTOB,

MOTPEOUTETBCKYIO

Ilena B BasmoTe
MOATBEPKAAOUIM MHBOKCA

HET
Ilena 3a Hena 3a
MOTPeOUTENHCKYIO MOTPEOUTETHCKY
YHOaKOBKy B BajioTe ( 10 YNakOBKY B
HUHOCTP) TEHTe

HET

Ilena

HHBONCa 3a
3a TOTPEOUTENBCKYI0  moTpedmTe

x ueny JIC (3a moTpeOHUTEeNbCKy YHMAaKOBKY B BAIIOTE (MHOCTP) JIbCKYIO

HOTPEOHUTENBCKY 10 YIAKOBKY
0 YIIaKOBKY)

YIaKOBKY B
TEHTe



17.

18.

Ilena B BamtoTe

aHHBIC
a (hakTUUIECKOTO

KOHTpaKTa,
J0oroBOpa U Ip.,
MTOITBEPKAAIOIIN
x neny JIC (3a
MOTPEOUTEITBCKY
O YITaKOBKY)

KOHTpAaKTa,
Jorosopa uiu ap. Ilena 3a

a
MOTPEOUTENBCKY
10 YIaKOBKY

MOTPEOUTENBCKYTO
Ha noctaBky JIC ymakoBKy B BamoTe (HHOCTD)

Topr
0BOE
Crpana HauM
€HOB

aHHue

[Hena
(hakTHyeck
oro
KOHTPAKTa,
JIOTOBOpa
WK JIp. Ha
MOCTaBKY
JC 3a
norpebure
JIbCKYIO
YIIaKOBKY B
TEHTe

Ceenennst o 1eHe B pedepeHTHBIX CTpaHax, Iie UMeeTcs
rOoCyapCTBEHHAsl PETUCTPALUsl JEKApCTBEHHOTO CPEACTBA
WM CTPaHe-IPON3BOIUTENS (38 HOTPEOUTETHCKYIO YIIAKOBKY)

KommnuecTs

0 B

norpebure Llena 3a
HOTPEOUTENBCKY
YIAKOBKE B IO yIIAKOBKY
pedepenTH

JIBCKOM

Ilena B

nmepecueTe Ha
konuuectso JIC B
motpebuTenscKoi Banrora
yIaKoBKe,
3aperuCTpUPOBAH

Ilena B TeHre

ol cTpane Hoit B PK

A3zep0aiin
KaH

Benapych
Bonrapus
Benrpus

Keipreizcra
H

ITonbua

Poccus

CrnoBenus

Typuus

Y30ekuncra

H

Crpana-np

OM3BOJUTE

s

3apeructpupoBanHas 1ieHa npousBoautens JIC st onToBON U pO3ZHUIHON

peanuzanuu, a Takke B pamkax ['OBMII u (nnn) B cucteme OCMC

Hena JIC mns onToBOM M PO3HUYHOW pealld3allid, a TaKKe B paMKax
I'OBMII u (umn) B cucteme OCMC, mpomsBeaeHHoro B PecmyOnnke
KazaxcraH, cocTOsIIyI0 U3 HUKEYKa3aHHBIX (PaKTUUECKH ITOHECCHHBIX
3arpaT

HaumMeHnoBanue pakTiHuecku OHECEHHBIX 3aTPaT
3aKyTKa CHIPhS U (WJIH) KOMIUIEKTYIOIINX

JIOTHCTHKA CBIPBS U (MJIN) KOMIUIEKTYIOIIUX

CTOI/IMOCTB, TCHI'C

IIpu

yyHa
oTCy
TCTB

us



3 CTpaxOBaHHE, TAMOXKEHHBIE TUIATEXH U TAMOXKEHHOE 0(OPMIICHHE CHIPBS U
(VITH ) KOMILICKTYFOIITIX

MIPOEKTHPOBKA

pa3paboTtka

4

5

6 I3aiH
7 TpaHCchep TEXHOJIOTHI

8 KOHTPAKTHOE TIPOHU3BOICTBO

9 NaTeHTHUPOBAHUE

10  MOKymKa IMPOH3BOJICTBEHHOT'O 000PYIOBaHUS

11 oOyyeHue nepcoHaja Ha MPOM3BOJCTBEHHBIX ILIOMIAAKAX 3apy0eKOM
12 BHeApeHHE MEKIYyHAPOAHBIX CTAHAAPTOB KA4eCTBA

13 momyuenue ceprudukata 0 MPOUCXOXKICHUN TOBAPA

|4 |TMOTydeHHE HHAYCTPHATLHOrO ceprudukara HaumonanpHas mnanata
npeanpuHuMatenei Pecrryomiku Kazaxcran

15  maGopaTopHbIE UCTIBITAHHUS

16  KIMHUYECKHE HCTIBITAaHUS

17  maGopaTopHO-KIMHUYIECKHUE UCTIBITAHUS

9KCHEPTHU3a B LIESAX FOCYyAapCTBEHHON PErUCTpalIiy, epeperucTpaniuy u

18
BHECCHHU U3MCHCHUH B PETUCTPAIIHOHHOE JTOCHE
19 OII€HKA KayecTBa

CUCTCMY MOHHUTOPUHIA 6e3OHaCHOCTI/I, KadyeCTBa H 3(1)(1)6KTI/IBHOCTI/I
JICKaAPCTBCHHBIX CPCIACTB

20

21  cogxep:kaHue mepcoHaia

Hroro cymma:

dbopma

3asBieHHE Ha BKIIOYCHHE JIEKaPCTBEHHOrO cpeAcTBa B Kazaxcranckmit HanMOHAIbHBIH
JIEKapCTBeHHEIH GopMyIip

1. Uudopmarus o yciayromnomayuarese:
1) HauMeHOBaHNE OpraHU3aluu;
2) ®.1.0. (npu HaTMYUK) OTBETCTBEHHOTO JIUIA, JOJIAKHOCTB;
3) MecTo HaxXOXJEHHS OpraHu3aluu yciayromnoiydarens (IOpUIUYecKuil aapec,
(hakTHYECKHI aapec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep TenedoHa u (wim) dakca;
6) DJIEKTPOHHBIN aJipec WIH aJpec dIEKTPOHHON MOYTHI.
2. JlaHHble 1O 3asBJIEHHOMY JeKapcTBeHHOMY cpeacTBY (JIC) B COOTBETCTBUM C
["'ocynapCTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3ETUN:
1) ToproBoe Haumenosanue JIC;
2) MEeXIyHapOAHOE HEMATEHTOBAHHOE HAMEHOBAHHE;



3) coctaB JIC (AelcTByOLIME M BCIIOMOTAaTENIbHBIC BEIIECTBA), MpeaIaraeMoro s
BKJIIOUCHHUS,

4) nexkapcTBeHHAas popMa U JO3UPOBKA, KOHIICHTPAIINS,
5) cBeneHus 0 rocynapcTBeHHOM peructpanuu 3assieHHoro JIC B Pecny6nuke Kazaxcran

6) papmakonoruueckoe neictaue JIC;
7) dapmakonoruyeckas rpymnmna JIC u ATX kogx;
8) mokazaHus K MPUMEHEHHUIO COTJIACHO MHCTPYKILIUHU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CpEJICTBA;
9) cnocob mpuMEeHEeHUS.
Ecnu nocke comepkut KOHPUACHINAIbHYI0 HHPOPMALIHIO, YKa3aTh, Kakas HHGopMaIus

ABISICTCS KOH(PDUACHIIMAIBHON W TPEJOCTAaBUTh OOOCHOBAaHHWE KOH(PUACHIIUMAIHHOTO
XapakTepa 3Tol HHPOpMaIIUH.

JIOMKHOCTh OTBETCTBEHHOTO JIMIA YCIYyTOMOJIYyYaTels
Iloamuce

®.1.0. (mpu HAIMYKH )
Jlara

[Tpumevanus: OObeM 3asiBICHUS HE MPEBBINIACT 2 CTPAHHUI] U OCHOBBIBACTCS HA CBOJHOU
uH(}OpMAIUHU U3 OChE.

[Ipunoxenue 2 k npaBuIamMm
peTHCTpaIH JIEKapCTBEHHBIX
CPEACTB U MEIANILMHCKUX U3/ENnil
M0 MPUHITUIY "eTNHOTO OKHA"

®opma

3asBiIeHHE HA IPOBEACHHUE 3KCIEPTH3BL, TOCYAAPCTBEHHOM PErHCTPAIHH, IEPEPETHCTPALIHH,
BHECCHHS M3MEHEHHH B PETHCTPALMOHHOE JOCHE MEAUIIMHCKOTO H3EIIHs

Perucrpauns

[ ]

[epeperncrpanus
1. Tun npouenypsl I:I

BHecenune n3menenmit

L]

YckopenHnas

Ha
Buj skcneprussr ( I:I

1.1. HeoOXoaumoe
yKa3athb) Her

[ ]

OcHoBaHue



1.2

7-1.

Csenenus o

perucTpauoHHOM
Ne peructpannonHoro ymocroBepeHus BbiiaHHoro B PecrnyOnuke Kaszaxcran c
YAOCTOBEpEeHHH  ( N
YKa3aHUEM OaThbl BblAa4X U CpOKa JCUCTBUSA
onpu
nepeperucTpanuu

M  BHECEHHH
HU3MEHEHUH B

perucTpantoHHOe
JI0ChE)
Ha Ka3aXCKOM
Toprosoe A3BIKE
HaAaMMCHOBAHHC Ha PYCCKOM
A3BIKE
HoMenknaTypHblil KOJ

I'mobanpHON  HOMEHKJIATYPHI
MEIUIMHCKUX u3Nenuil (mpu
HaJIHYNHN)

Kox HomeHKIaTypbl MEUIIMHCKUX
um3nenuii Pecriyonuku Kazaxcran

Ha Ka3aXCKOM

Ob6nacTh J—
MEIHUIIMHCKOTO
TIPUMEHEHHSI Ha pycckoM
SI3BIKE
Ha Ka3aXCKOM
SI3BIKE
Ha3znauenue
Ha PYCCKOM
SI3BIKE
MU (MMH)
MU (MT)

MeauIMHCKOE U3EINE SIBISIETCS I:I

MU (in vitro)

[]

3akpaITas

Twun cuctema: Jla
MEIHUIITHCKOTO

000CHOBaHHE OT IPOU3BOAMUTENS
W3MIENMHS UH BUTPO

PETUCTPAIMOHHOTO 10ChE)
(Heobxonmmoe Her
yKa3arth) I:I
Kparkas Ha Ka3aXCKOM
TeXHUYECKas S3bIKE

xapakTepucTuka (
NpU  HAIUYHHU
MPOTrPaMMHOTO
oOecrieueHUs
BKJIIOYAIOTCS
JaHHEBIE

(yka3ath

CTpaHULly



MIPOrpaMMHOTO Ha PYCCKOM
8. oOecricueHus) SI3BIKE

Kitacc B 3aBUCUMOCTH OT CTETICHH . .
Knacc 1 - ¢ Huskoil crenensto pucka Kiacc 2a - co cpenneit

IIOTCHIIMAJIBbHOT O pHCKa o
9. cTenieHpi0 pucka Kiacc 20 - ¢ TMOBBIMICHHOHN CTENEHBIO pUCKa
NpUMeHEeHUsT  (HeoOXoauMoe .
Knacc 3 - ¢ BBICOKOI CTENEHBIO pUCKa
OTMETHUTH)
CpencTBo n3MepeHus
Kommiexe (MT)
Cucrema (MT
MenunuHCcKas TeXHHUKa sABJseTcs ( I:I
OTMETUTh IPK HEOOXOAUMOCTH) Ammapar
IIpubop
O6opynoBanue
CpeacTtBo u3MepeHus
Uznenune MEJUIUHCKOTO CrepuiibHOE
10. Ha3HA4YeHHs SBIACTCS (OTMETHTH

[]

IpH HEOOXOIUMOCTH )
Habop (xomrurekT)

[]

CpencTBo n3MepeHus

[]

Anmnapar

[]

[Tpubop

[]

MenuiuHacKoe M3Ielne in Vitro
sBasiercss  (OTMETHTh  IpHU

HEOOXOIMMOCTH) Obopynosanne

[]

I[JIH CaMOKOHTPOJIAA

[]

Habop (xomrurekT)

[]

p=|

a

[]



11.

12.

Bun
COCTaBH
Ol JacTu
H a
pycckoM

sI3BIKE **
%

OCHOBHO
i OJIOK
MT

KOMIIIIEK
TyFOIIEe
porpam
HOE€
obecmeu
eHue

IMpuHaaJI
CXXHOCTB

pacxonaH
Bl #
Marepua
I

u3zenne
THIIOPa3
MEPHOTO
psina(c
yKa3aHu
e M
JTHAaIaso
H a
pasmepo

B)

peareHT

13.

B cocraBe nmeercs JICKapCTBCHHOC Her

CpencTBO I:I

Kommnekranua MU
HaumenoBanwue mojenu (Mmomudukarmu) MU Ha pycckoM si3bike **

HammenoBanne monenu (Mmomudukarmmn) MU Ha ka3axCKoM sS3bIKe **

Ha Ha
HME HMe
HOB HOB
aHd aHu
e e
coc coc Monuennp
Bunpn TaB TaB COCTaBH [Ipousso IIpousso
. Monens Crpana
COCTaBHOU HBI HBEI Bl X _ JIWTeNb JUTEIb CTtpana Ha
. COCTaBHBIX YacTeil H
YyacTH Ha X X  4YacTeH H a H a Ka3aXCKOM
Ha Ka3axCKOM PyCCKOM
Ka3aXCKOM yac 4ac H a PYCCKOM Ka3axCKO SI3BIKE
. . N SI3BIKE SI3BIKE
SI3BIKE Tell Tel pyccKkoM SI3BIKE M SI3BIKE

Ha Ha s3bIKE
pyc ka3
CKO axc
M  KOM
SI3BI | SI3BI
Ke Ke

HET13r1 010K

KUBIHTBIKTAY
IsUIap

Oargapiaman
BIK JKacaKTama

KepeK->KapakT
apsl

LI BIF Bl H
MaTepuanap
Bl

THUITIK
MeJIepIi
Kartap
OyiipiMbr  (
eymeM
ayKBIMBIH
KepceTe
OTBIPHII)

peareHT

YmakoBka



Konnuec Kpa

Bun (mepsuunas Haumen TBO TKO
Pasmep ObGbem o JMHEI e
YJIA BTOPUYHAS) OBaHUE

B onu
YIAKOBK CaH
e ue

1. IlepBuunas
2. Bropuunas

I'pynmoBas (npu
HaJII1H )

Cpok xpaHeHus KOJINYECTBO MecsIeB (JIeT)

14 lapanTuiinei CpOK
IKCIUTyaTallid TPUOOPOB  ( KOJMYIECTBO MecsIeB (JIET)
amnmaparoB, 000py/IOBaHHUN)

YVecnoBus
TPAHCHIOPTUPOBAHUS

15.

16. VYcnoBus XxpaHeHHS
17. Perucrpanus B cTpaHe-npou3BOAMTENE U IPYTUX CTpaHaX

Ne
peructpa
HUOHHOT
0
yIIOCTOB
epeHus (
yKa3bIBa
eTcs IpH
HaJIMYUU

)

IlomrOCTRIO Ha JAaHHOM IPOU3BOJACTBC

[ ]

YacTU4HO HA TaHHOM MPOU3BOJICTBE
18. IIpousBoucTBo I:I

1. Ha3Banue ctpaHsbl Jlata BeIgaumn Cpoxk nelicTBus

[TomHOCTBIO HAa APYTOM IPOU3BOJICTBE

[]

HpOI/I3BOZ[I/ITeJ'II) MCEANIHUHCKOI'0 U3aejansd U y4aCTOK IPpOU3BOJACTBA (BKJ'IIO‘IaH Y4acCTKHU IPOU3BOJACTBA

19.
T000T0 KOMIOHEHTA, KOTOPBIH SABISETCSA YaCThI0 MEUIIMHCKOTO M3/1ENN)
No, mara
HaumenoBanue, u cpox IOp ®Pa
. ®.1.0. (mpu
crpaHa 1,2 (Ha JeHCTBM HUAM KTHU ®.1.0. (npu ero
Tun Tenedon €ro HaJH4uH),
Ka3aXCKOM, S yec 4ec HaJlU4¥H),
Ne  mpousBoxuten . ., dakc, JIOJKHOCTD
pycckowm, paspemn Kui Kui . JOJKHOCTh
s N e-mail KOHTaKTHOT'O
AHTJIIMHCKOM TEJNBHOTO ap anp PYKOBOAMTEIS
nvna
SI3BIKAX) JTIOKyMEH €C  ec
Ta

[IpousBoaute
b



20.

22.

e Bl BN I

_.
e

[IpousBoacTs
eHHas
IIoIIa Ka

VYnoaHomoue
HHBIHI
MPEICTaBUTE
b
TIPOU3BOIUTEI
i B
Pecmy6nnke
Kazaxcran

KoHnrtakTHEIE
ITaHHBIE
YIOJTHOMOYEH
HOT'0 JIMIIA 10
MOHHUTOPHHTY
HeOIaronpusT
HEIX COOBITHI
(MHIUICHTOB)
H a
TePPUTOPUHI
PecniyOnuku
Kazaxcran

Jannbie
Yenyrononyd mo
aTesb JIOBEPEH

HOCTH

V3MeHeHns1, BHOCHMBIC B PETUCTPAIMOHHOE JOChE (3AIOTHSIIOTCS NMPH THUIC 3aSBKU — BHECCHHUE
M3MeHeHHH) (yKa3aTh BHOCUMBIC N3MCHEHHS)

Brocum
Bl €
H3MEHEH
us

Penakiusa 1o BHECEHUST U3MEHEHU I

HaHHHe IO JOroBOpYy HAa NPOBCACHUE DKCIICPTU3BI MCIUITMHCKOTO U3ACTINA
Ne noroBopa Ha mpoOBeEHUE SKCIEPTU3bI METULIUHCKOTO U3ENuUs

JlaTa 3aKmrodeHus

Cpok geicTBust

CyOBeKT, OCYIIECTBISIONINI OIIIaTy 3a MPOBEACHNUE IKCTIEPTH3HI MEUIIMHCKOTO W3S
HanmMenoBaHue 10pUIU4eCKOro I

Crpana

IOpuandaeckuii aapec

dakTuyecKuil aipec

®.1.0. (mpu ero HaJIUIUH)

Tenedon

®daxkc

DIIeKTPOHHBIN aJipec

Busnec-uneHTHOUKAITMOHHBIN HOMEP

WuauBUayanbHbIA HACHTH(QUKAIIMOHHBIH HOMEP



11. bank

12. PacueTHbIli cueT

13. BamoTHbIif cuer

14. Konx

15. BaHKOBCKHIA HACHTH(PHUKAIIMOHHBIA KO

Ycnyronomyyarens:

lapantupyro: nocToBepHOCTh MH(OPMAIMH, aJeKBATHOCTH INEPEBOJOB METOAMK KOHTPOJISI KadyecTBa,
9KCIUTYaTalMOHHOI'O TOKYMEHTA, HHCTPYKIHMHU 110 MEIULIHCKOMY NPUMEHCHUIO MEIULMHCKOIO M3ICIHs,
MIPE/ICTAaBIICHHE 0 Hadasla JIAbOPATOPHBIX MCIBITAHUA 00pa3OB MEIMIMHCKOIO M3IEJHs, CTAaHIapTHBIC
00pas3ibl B KOJIMYECTBAX, JOCTATOUHBIX Ul TPEXKPATHOTO aHAIN3a, Clel(UUecKue peareHThl, PaCXOAHbIE
MaTepuaibl, IPUMEHACMBIC ITPU NPOBEACHUU HUCIIBITAaHUHN (B HNCKJIIOYUTECIIBHBIX ClIydasdaX W Ha YCJIIOBUAX
BO3BpaTa), a TaKk)Ke MX COOTBETCTBUE JOKYMEHTaM I10 Ka4eCTBY, IPE/ICTABICHHBIM Ha SKCIIEPTHU3Y.
O0s13y10Ch OCYIIECTBIIATH IIOCTaBKY MEJUIMHCKOro n3nenus B PecriyOmuxy Kazaxcran, cooTBeTcTBYyIOIIUE
TpeOOBaHUSIM, yKa3aHHBIM B PErHCTPALlMOHHOM JIOChE, M COINpPOBOKAATh MEIUIIMHCKOE W3JeNne
WHCTPYKIHEH 10 MEAMIMHCKOMY NPHUMEHEHHUIO (PYKOBOJCTBOM) IO JKCIUTyaTallMM Ha Ka3aXCKOM H
PYCCKOM SI3bIKaX, C COONIOACHHEM JOCTOBEPHOCTH M ayTEHTUYHOCTH EPEBOIOB.

lapanTHpyro coxpaHeHHe OS30MACHOCTH M KayeCcTBa MEIULIMHCKOTO W3ACIUS B TEUYCHHE BCETO CPOKa
HCIIOJIB30BAHUS, NPU COOJNIOJCHUH YCIOBUI TPaHCIOPTHPOBAHHMS M XPAHEHHS B COOTBETCTBHH C
TpeOOBaHUAMH 3aBOJA-TIPOM3BOIUTENS.

O6s13y10ch co00ImaTh 000 BceX M3MEHEHHSIX B PETHCTPAMOHHOE JOChE, a TAKOKE IMPEACTABIATh 3asBICHAE U
MaTepHalbl TP 0OHAPYKEHUH MOOOYHBIX BO3ACUCTBUI NPH NMPUMEHEHUN MEAUIIMHCKOTO M3/ETHsI, paHee
HC YKa3aHHBIX B MHCTPYKIHUHU MO MEAUIIMHCKOMY ITPUMCHCHUIO I/I/I/IJ'II/I B JOKCILTYaTallUOHHOM JTOKYMECHTE
MEIUIMHCKOTO U3IEIHS.

Jara

@®.1.0. (mpu ero HAAYIHAN)
YcenyromomydaTens
TTonnuce

[Ipumeyanue:

* HauMeHOBaHUE HA aHTJIMHACKOM SI3bIKE 00S13aTENbHO ISl 3apyOEKHBIX TIPEATPUATUN

** Mpu HATMYMK HECKOJIBKUX MOoJiesel (MoauduKaIuii) JaHHbIE 3aMIOJIHIIOTCS OTICIBHOM
CTPOKOM Ha KXy MOJIeb (MOAUDHUKAIUIO)

*A* 3aMOTHAETCS TPU HATHIUHU

XK OMHMO yKa3aHHBIX JOKYMEHTOB, YCIYTromnojy4aTeidb MPEJOCTaBISET OTUEeT

BAJIUJIAIIMU MEIUIIMHCKOTO U3/IETHs, MPEICTAaBICHHBIX HA IKCIIEPTU3Y WU OTYET BajluJalluu
M3MEHEHHM, BHOCUMBIX B PETUCTPALIMOHHOE IOChE€ MEIUIIMHCKOTO U3ETuUs

dbopma

(HaMeHOBaHUE TOCYIapCTBEHHOMN
AKCIEPTHOM OpraHu3aIimn)

3asBICHUE I PErUCTPALUH, BHCCEHHA H3MCHEHHS B IICHY IIPOU3BOAMTEIA H3ICIIHA
MeIUIIMHCKOr0 Ha3Ha4eHHs, BBO3HMOro Ha Teppuropuio Pecy6imixu Ka3zaxcran



IIpenocTapnsiro MHGOPMAIIUIO IS PETUCTPAIlMM, BHECCHUS HM3MEHECHHUS B IICHY
MPOU3BOAUTENS W3JACTUS MEJAUIMHCKOTO HAa3HAYCHHUS, BBO3UMOIO HAa TEPPHUTOPHUIO
Pecny6nuku Kazaxcran

1. Yenyronomyuarens
1.1. IIpousBoauTeENH
HaumenoBanue HOPUANYICCKOTO JInla
Crpana
IOpunnyecknii anpec

dakTu4ecKuil agpec

Tenedon
®daxc
e-mail
®.1.0. (mpu ero HAIMYIHAN)
JIOMKHOCTH
KonTakTHOE n1110 Tenedon
®daxkc
e-mail

Hanmune B PecmyGmuke KazaxcrtaH cTpyKTypHOTO
nojipasiesieHus (FOpUIANIeCcKoe JTUI0, HUTHan)

1.2. Bagenen perucTpalmOHHOrO y10CTOBEPEHHUS

Ha3Banue

Crpana

IOpunngecknit anpec

dakTuuecKui agpec

Temn.

®dakc

e-mail

@®.1.0. (1pu ero HAIUYUN) PyKOBOAUTEIS
IIpu Hamuuuu
JomxHocTh

KonraktHoe nuio Tenedon
®daxkc
e-mail

Hanmume B PecmyOmmke KazaxcraH CTpyKTypHOTO
moapa3aeneHuss (IOPUAMYECKOE JIMIO, (DUITHAI)
HaJlelleHHOTo (yHKIMEH peamu3anuy Ui ONTOBBIX
JTUCTPHOBIOTOPOB

1.3. YoJHOMOYEHHBIH NPEACTABUTENb MPOU3BOAUTENSA JIMOO ITOBEPEHHOE JHULO,

YIOOJHOMOYEHHOE MPOBOJUTH JEHCTBUS BO BpeMsl MPOLEAYpPbl TOCYIapCTBEHHOMN
peructpanuu B Pecniyonuke Kazaxcran.



Hazsanune (mmun ©.1M.0. ans dus.
nna (TIpu ero HAJTU9UH))

Crpana
IOpunuueckuii anpec
DakTu4ecKuil agpec
Tenedon
®Paxc
e-mail
®.1N.O0. (mpu ero HaIWINH)
PYKOBOIUTENS
No noBepeHHOCTH
JlaHHbIE 0 TOBEPEHHOCTH Hara BeImaun

Cpoxk nelicTBus

2. Uudopmanusa o UMH

Toprosoe HanMEHOBaHUE
METUITUTHCKOTO U3/ETuUs

Howmep perucTpanoHHOI0

2. YIOCTOBEpEHHUs, NaTa BHIJAYd B
Pecny6iinke Kazaxcran

Bapuanr ucnonnenus
4. Enuauma n3mepenus

CocTaBisonie OJHONH €IUHUIIBLI
U3MEPEHUS

KJ1acc 1 - ¢ HU3KOM CTENEHbIO pUCcKa
KJIacc 2 a - CO CpeJHEN CTENEHbIO
MenuiHCcKoe U3ene OTHOCUTCS K PHCKa
6. Kiaccy Oe3omacHocTH (HY)XKHO€ kmacc 2 6 - ¢ IOBBIIIEHHOI
OTMETHTbD) CTEIEHbIO PUCKA
Kiacc 3 - C BBICOKOW CTENEeHbBIO
pHCKa

Yciyronony4darens:

["apaHTHpYIO: TOCTOBEPHOCTD, MOJHOTY U COAEPKAHUE MPEAOCTABICHHBIX JOKYMEHTOB B
COOTBETCTBHH C 3aKOHOIaTeIhCTBOM Pecrybnuku Kazaxcran u HacTosimumu [IpaBunamu.

JlaTa

@®.1.0. (mpu ero HaTUYMK) YCIyTOnoay4daTess

Iloamuce

[Ipumeuanue: *Peructpaiius 1eHbl UM BHECEHUE U3MEHEHUS B 3aPETUCTPUPOBAHHYIO

LIEHY ITPOM3BOJUTEISI HA TOPrOBOE HAMMEHOBAHUE U TEXHUYECKYIO Xapakrepuctuky UMH B
pamkax 'OBMII u (unu) B cucteMe OCMC ocymiectBisiercst B TeHre. [Ipu koHBepTanuu
IIEHBI YCIyTOIMOIyYaTelss B TEHT€ UCTIOJIBb3YIOTCS O(UIIUaIbHbIE KypPChl HHOCTPAHHBIX BaJIFOT
B CPEIHEM 3a MeCSIl, MPEAIIeCTBYIOMMN Mojayue 3asBjieHUs (CpeIHUNH OOMEHHBIN KypcC)
HanmonansHoro banka PecnyOnuku KazaxcraHn.



**[Ipu oTcyrcTBUU 00MeHHOTO Kypca B Hammonansnom banke Pecny6nuku Kazaxcran
uHpopmanus o pepepeHTHOM 1eHe nonaerca B Aoutapax Coenunennsix IlltatoB Amepuxu
COIJJaCHO PACYETHOMY KypCy OIepaluil 3a NMPEALIECTBYIOUIUN MeCAL, MPeIOoCTaBICHHBIX
kasHauerictBoM Opranuzanuu OobennHeHHbIX Haruit, Ha caiiTe www.treasury.un.org.

*#%* [Ipu OTCYTCTBUU PETUCTPALUU B PEPEPEHTHBIX CTPAHAX

**%%B cnyuae orcyrctBust PY u panee 3apeructpupoBanHas 1ieHa npousBoautenss UMH
3a €MHMIY U3MEPEHUS Y 3asBIIEMOI0 Ha perucTpauuo 1eHsl npoussoaurens MMH nyHkr
1.2 u cTpoka 2 myHKTa 2 ¥ TaHHBIE pAHEE 3aPETUCTPUPOBAHHOMN LieHa npousBoauTtenst UMH
HE 3aIl0JIHSOTCS.

®.1.0. (mpu ero HAIMYUM) YCIYTONodydaTess NOAMNNUCh

Jlara
dopma

(HaMMEHOBaHUE TOCYIaAPCTBEHHOMN
AKCIIEPTHOMN OpraHu3aIum)

3asBiIeHUe 1A pErUCTPALiy, BHECCHHA H3MEHEHHUS B IICHY IPOU3BOANTENA W3AEIUA
MEIUIMHCKOTO Ha3HAYCHUA, IPOM3BOAUMOro Ha Teppuropuu Pecmy6mukn Kazaxcran

HanmeHnoBaHme I0pHINIECKOTO JIHIIA

Crpana

IOpunuueckuii anpec

dakTU4ecKui agpec

Tenedon

e-mail
®UO (npu ero HaIU4UN)
JlomKHOCTD

KonTaktHOE nu110
Tenedon

e-mail

Toprosoe HaumenoBanue MUMH

Py
No
BapuanT ncrionHenust

Ennnnna n3mepenns UMH
Cocrapnsroniye oJHON eauHuLbl u3mMepenus MMH




Kiacc 6e3omacHocTr

Panee 3aperucrpupoBanHnas uena npouspogurens UMH 3a equauny namepenus

3asBreHHas 1ieHa npouspoaurtens MMH 3a enuauity namMmepeHus

[Ipomy 3apeructpupoBath neny MMH, npousBenennoro B Pecnybnuke Kazaxcras,
COCTOSIIIYIO U3 HIDKEYKa3aHHBIX (DAKTUYECKU TOHECEHHBIX 3aTpaT

CTOHMOCTb,
No HanmMenoBanue pacxooB
TEHTe

3aKynkKa CbIpbS U (HJIH)
KOMIUIEKTYFOIUX

JOTHCTHUKA CHIphA W  (WIHN)
KOMILTCKTYFOIIIHX

CTpaxoBaHUE, TAMOKCHHBIC TUIATCIKU
3 U TaMOXEHHOE O0(OPMIICHUE CHIPhSI
1 (MJIH) KOMITIEKTYIOIIHX

MIPOEKTUPOBKA
pa3paboTka

JU3aiH

TpaHcdep TeXHOIOTHH

KOHTPaKTHOE IIPOU3BOCTBO

© 0 9 N w»n A

NaTCHTUPOBAHUC

MOKYIIKa  MPOWU3BOJACTBEHHOTO
000pyIOBaHHUS

o0yuyeHHe TmepcoHama  Ha
11 MPOM3BOJCTBEHHBIX IUIOMIAIKAX
3apyOexoM

BHCAPCHUC MCXKAYHApOAHBIX
CTaHAapTOB KayeCTBa

12

MoJydeHne cepTudukara o
MPOUCXOXKACHUHU TOBapa

13

MOIyYeHUe MHAYCTPUAIbHOTO
ceprudurkara HanmonansHas manara
npennpuHuMareneii Pecryonuku
Kasaxcran

14

15 J1a00PaTOPHBIC UCTIBITAHUS
16 TEXHUYECKHUE MCIIBITAHUS
17 KIUHHYECKUE UCTIBITAHUS

18 Ha60paT0pHO-KJ’II/IHI/I‘IeCKI/I€
HUCHIBITaHUA

OKCIEpTHU3a B OCiaAax
FOCYHapCTBeHHOﬁ perucTpanuu,
nepeperucTpaiun MU BHECCHHUU



19 U3MEHEHUH B PETUCTPaI[HOHHOE

JIOChE
20 OlIEHKa KayecTBa
CUCTEMY MOHHTOpPHUHTA
21 0e30macHOCTH, KayecTBa U
3 (PEeKTUBHOCTH MEIUIIMHCKUX
U3AEIIUN
22 CoZIep KaHKE NIEPCOHANIA
Hroro cymma:
VCHYFOHOJIytlaTCJ]I)I

["apanTUpy0: TOCTOBEPHOCTH, MOJHOTY U COJEPKAHUE MPETOCTABICHHBIX JOKYMEHTOB B
COOTBETCTBHH C 3aKOHOJIaTenbcTBOM PecnyOnuku Kazaxcran u Hactosimumu [IpaBuiamu.

*B ciydae orcyTcTBus PY y 3asdBisemoro Ha peructpaiuio mneHsl npousoautens UMH
WJIU paHee 3aperuCTPUPOBAHHOMN 1IEHBI COOTBETCTBYIONIUE Tpadbl HE 3aMOTHSIIOTCS.

Jlara

®.1.0. (mpu ero HAIMYUK) YCIYTrOnoay4daTess

IHonnwuce

[Ipunoxenue 3 x npaBuIaM
pETHCTpaIHN JIEKapCTBEHHBIX
CPEZACTB N MEIANIIMHCKNX U3/AENNil
10 MIPUHIUITY "eANHOTO OKHA"

IlepedeHs OCHOBHEIX TPeOOBaHHIT K OKa3aHHIO TOCYIapPCTBEHHOH YCIIyTH "JKCIepTn3a,
PerucTpanys, nepeperucTpannsi, BHeCEHHe H3MEHEHHH B PETHCTPAIHOHHOE JOCHe
JIEKapCTBEHHOT'O CPEACTBA WM MEIUIWHCKOTO H3SNIAA M PeTHCTPALys [ICHE], BHECCHUE
M3MEHEHWH B IICHY IPOW3BOAUTEIS, a Takke (opmupoBarre Ka3axcTaHCKOro HalmOHAILHOTO
JIeKapcTBeHHOro popMyiapa”

MUuUHUCTEPCTBO 3APaBOOXPAHEHUS
1 HaumenoBanue ycayrogarens Pecny6mmmkn Kazaxcran (mamee —
YCITyTOIaTeIh)

BeO-mopTasi  "3JIEKTPOHHOIO
CoocoObl  NpenocTaBieHUs "
2 . npaButenbcTBa’  www.egov.kz  (
TOCYAapCTBECHHON YCIIyTH
Jlanee — Ioprain).
Dusnyeckne U 0puandecKne auna (
3 Caenenus 00 yciyrormoirydareie

Jlajiee — yCIyTroIoyqareb)

Dkcneprusa, peructpanus,
MepeperucTpanus, BHECCHHUE
W3MCHCHHH B PETHUCTPAIIIOHHOE
JIOChE JIEKApPCTBEHHOTO CPEICTBA
WM MEIUIMHCKOTO H3JIeNus,
npodeccHOHabHAs SKCIIePTH3a IS
BkiaoueHns B KaszaxcraHckui
HallUOHAJIbHBIA  JIEKapCTBEHHBII
dhopmysip — mo 100 (cTo) paboumx
THEH;



Cpok oOka3aHHs TrOCyAapCTBEHHOHN
yCIyTH

®dopMma oKa3zaHUsl roCylapCTBEHHOU
yCIyTu

perucTpanys, BHECCHHE U3MEHEHHUS
B IIleHy npom3BoguTens — 10 (mecsaTsb
) paboumnx gHEH

Cpok oOKazaHUsl TOCyJapCTBEHHOM
ycryru He mpesbimaer 100 (cto)
pabounx JHEH.

B cpoxu okazaHusi rocy1apCTBEHHOU
YCIIyTH HE BXOJAMUT:

1) BpeMs BOCIIOJIHEHU S
HEKOMIIJIEKTHOCTH
PETrUCTPAIIMOHHOTO JIOChE;

2) MpeIOCTaBICHHUS
YCIIyTONoIy4aTesieM A0KyMEHTOB U
MaTepHaloB I10 3alpocy Ha JI0O0M
W3 3TaIoB YKCIIEPTU3BI;

3) OpTaHU3aluUd W
MPOBEICHUS HHCIICKIIHH.

BpeMs

BpeMs

VYenyromomydatens B TedeHue 30 (
TpUANATH) pabodmx ITHEH co HHS
MMOJy4YC€HUs YBCOAOMIICHU A (6]
HEOOXOIUMOCTH  TIPOBEICHUS
WHCTICKIMH MPEIOCTABIISICT MUCHMO
0 COTJIacuy;

IIpoaomKATENEHOCTE OpPTaHU3aIUI
M TPOBEJEHUS  HUHCHEKIUU
Mpon3BOACTBa He mpeBbimaer 90 (
JIEBSTHOCTO) paboumx AHEH co JHS
MOJIyYeHHs yCIYTOIOoJydaTesieM
YBEIOMJICHUS] O HEOOXOMMOCTH €e
MIPOBEICHUS.

4) opraHuzanus W TPOBEICHUE
DKCHEePTHOTO COBETA;

5) COTJIAaCOBAHUS
YCIYTOMOAyYaTeieM HTOTOBBIX
JIOKYMEHTOB.

ONeKTpOoHHAS

Ilpu »skcnepTuse, perucrpauuu,

MEPEPETUCTPALIMA M BHECEHUH

U3MEHEHUM B PpETrUCTPallHOHHOE

JIOChE JIEKapCTBEHHOTO CpEJICTBa
WA MEUIIUHCKOTO U3/ENHs:

1) perucTpaiioHHOE YAOCTOBEPEHUE
, JeHCTByloIlee Ha TEPPUTOPHUU

Pecnry6mukn Kazaxcran;

2)
WHCTPYKIWSI (JMCTOK-BKJIAIBIII) IO
MEJIULHUHCKOMY  IPUMEHEHUIO

JIEKapCTBEHHOTO CpEACTBa WIIHU
MEJUIUHCKOTO M3JeNus U o0Imas
XapaKTepUCTHKA JIEKAPCTBEHHOTO
CpEJCTBA HA Ka3aXCKOM M PYCCKOM
A3BIKAX;

3aperucTpupoOBaHHBIC



Pesynbrar OKa3aHUus
rOCyJIapCTBEHHOU YCIIyTH

3) 3aperucTpupoBaHHBIE MAaKETHI
YIaKOBOK, 3THKETOK, CTUKEPOB Ha
JIeKapCTBEHHBIE cpelncTna,
MEIUIUHCKUE H3ACeNUs Ha
Ka3aXCKOM M PyCCKOM SI3BIKaX;

4) MOTHBHpPOBAHHBIH OTBET 00
OTKaze B OKa3zaHUU
rOCyJJapCTBEHHOM yCIIyTH.

[Ipu perucrpanuu, BHECEHUs
W3MEHEHUH B IIEHY NPOU3BOIUTEINS
JIEKapCTBEHHOTO CPENICTBA:

1) 3aKJIIUYEHHE 0
3aperUCTPUPOBAHHON IIEHE WU
MepPEePEeruCTPUPOBAHHON IIeHE B
pamkax 'OBMII u (wnn) B cucteme
OCMC.

2) MOTHBHUPOBAHHBI OTKa3 B
peructpanuu  UEeHbl WU
nepeperucTpamnuu
3aperucTpUpOBaHHONW LEHHl B
pamkax 'OBMII u (unm) B cucteMe
OCMC.

Ilpu perucTpauuu, BHECEHHUS
W3MEHEHUH B IIEHY IMPOU3BOIUTEINS
MEJIULIMHCKUX U3EINI:

1) 3akmroueHwe O pPErucTpaluu,
BHECCHHMS] HW3MCHCHHS B IICHY
MPOU3BOAMUTENS] HA TOProBOE
HaUMEHOBaHHWE W TEXHUYECKYIO
XapaKTEePUCTHKY BBO3HMBIX/
npousBoauMbix UMH, nogaHHbIX B
pamkax 'OBMII u (unn) B cucteme
OCMC;

2) MOTHBHUPOBAHHBI OTKa3 B
perucTpanyy, BHECEHUH N3MEHEHUsI
B ueHy npowusBoautenss UMH B
pamkax ['OBMII u (unm) B cucreme
OCMC;

3) 3akimoueHHE O PETHCTPAIUH,
BHECEHHS HW3MEHEHHS B ICHY
MPOU3BOAMUTENS  MEIUIIMTHCKOTO
u3enus Uil TUAarHOCTHKU BHE
JKMBOTO opranuzma (in vitro),
MPOU3BOAMMEIE Ha TEPPUTOPUU
PecnyOnmkn Kazaxcran B pamkax
JIONTOCPOYHBIX JOTOBOPOB MOCTaBKU
, 3aKIIOYeHHBIX C EamHbBIM
JIUCTPUOBIOTOPOM;

4) MoOTHBUpPOBAHHBIH OTKa3 B
perucTpaiyy, BHECCHUS! U3MEHEHHS
B ILIEHY  TPOU3BOAUTENS
MEJIUIMHCKOTO  M3JeNHs IS
IUAaTHOCTUKU BHE  JKHBOTO
opraHmu3Ma (in vitro),



Pazmep omnatel, B3uMaeMou ¢
YCIYronoJjiydaresnss Mpu OKa3aHUHU

TrOCYJapCTBEHHOH yCIyTH, W
croco0bl €€ B3MMaHHSA B CIydasXx,
NpegyCcMOTpPEHHBIX

3aKOHOJATEIbCTBOM PecryOnuku
Kazaxcran

I'padux paboTs! yemyronaTens

NpPOU3BOANMBIE Ha TEPPUTOPUU
Pecriyonmukn Kazaxcran B pamkax
JIOJTOCPOYHBIX IOTOBOPOB ITOCTaBKH
, 3aKIIOYEHHBIX ¢ EguHbIM
JIICTPUOBIOTOPOM

3a oka3aHHE TIOCYyJapCTBEHHOMU
yCIyTu YCIyromoy4JaTeib
OTIaYMBACT B PECIyOJIMKaHCKUI
OI0KET PEeTUCTPAIMOHHBIN COOp B
nopsizike yctaHoniieHHOM Kogekcom
Pecnyonuku Kaszaxcran "O Hajorax
U JAPYTUX 00S3aTENBHBIX TUIATEIKAX B
oromxer (Hamoroseri komekc)" B
pa3Mepe CIeAyIOMNX CTaBOK:

1) 11 MecaYHBIX paCYETHHIX
MoKa3arenei, AeNCTBYIOLUX B IEHb
orIaTel c6opa 3a roCyAapCTBEHHYIO
PETUCTpaIHIO;

2) 5 MecS4YHBIX pPacuEeTHBIX
MoKasaTteseil, 1efiCTBYIOINX B CHb
orIaThl cOopa 3a ToCcy/IapCTBEHHYIO

MepeperucTpaluio. Omnara
TUIEH3NOHHOTO cbopa MOXET
OCYIMIECTBIATHCS

yCIyronojiy4daTesieM B HATUYHOU U
Oe3HannuHOM (Qopme uepe3 OaHKH
BTOpOoro ypoBHs. Ha mnoxydenue
roCyJIapCTBEHHOM YCIyIrW oIluiaTa
MOXET OCYLIECTBIATBCA depes3
TUTATEXXHBIH TLTI03 "IIEKTPOHHOTO
npaButenbcTBa” (nanee — [MIIDIT).

1) ycnyromarens — ¢ mOHeAEIbHUKA
no naTHuNy, ¢ 8.00 mo 17.30 gacos ¢
nepepeiBoM Ha o6en ¢ 13.00 mo
14.30 yacoB, KpoMe BEIXOAHBIX H
Mpa3IHUYHBIX AHEH cornacHo Tpyzao

BOMY Kojekcy PecmyOnuku
Kazaxcran (manee — Tpyznosoit
KOJIeKC).

2) moprana — KpyrjoCyTOYHO, 3a
UCKIIOYCHHEM  TEXHHYCCKHX
NIEPEPHIBOB B CBS3H C NMPOBEICHHEM
PEeMOHTHBIX paboT (pu oOpameHnn
YCIAyTOMmoayvaTens
OKOHYaHHUsl pabodvero BpeMEHH, B
BBIXOJHBIE W TPa3IHUYHBIC THH
corimacHo TpyZoBoMy KOJAEKCY
npueM 3asBICHHS M BbIJAYa
pe3ynbpTara
rocyJapCcTBeHHOMU
OCYULIECTBIISIETCS
padouuM JTHEM).

ImoCJI¢C

OKa3zaHHus
yCIyru
CIIEIyIOIINUM



3) VYcnoBue oO0cmyXUBaHUA
ycnyrogareneM: ['ocymapcTBeHHas
ycllyra OKa3bIBaeTcsi B IOpSJKE
ouepeny, 0e3 MpPeIBapUTEIBHON
3amucu, 0e3  YCKOPEHHOTO
oOciyxuBaHusa. Ajpeca MecCT
OKa3aHMsI FOCYJapCTBEHHOHN YCIyrH
pa3MenieHsl  Ha ~ HopTale
www.egov.kz

K yCIYTOIaTeNio:
JUISL OKCHEPTU3BI JIEKapCTBEHHBIX
CPEICTB NPU UX TOCYIapCTBEHHON
perHCTpaly 1 epeperucTpaIiim:

1) 3asBlIeHHEe Ha TMPOBEICHHE
OKCIEPTU3bl  JIEKAPCTBEHHOI'O
cpencTBa (manee — 3asBICHUE) B
3JEKTPOHHOM BHJAE 1O ¢opme
COTJaCHO TIPHIIOXKEHHI0 1 K
HacTosuM IIpaBuiam;

2) perucTpamoHHOE J0ChE B
JJEKTPOHHOM BHJE B Qopmare
MEXIIaT(GOPMEHHOTO 3JIEKTPOHHOTO
nmokymenTa ("pdf" popmar):
IepevYeHb JOKYMEHTOB,
MPEAOCTABISEMBIX JJISI SKCIEPTU3EI
npousBoauTesiME - PecrryOinku
Kazaxcran o hopme cormacHo mpuit
oxxennio 13 k HacrosmuM [IpaBumam
5

nmepedeHb JIOKYMEHTOB,
MPEeAOCTaBIsIEMbIX B (popmare
OO01Iero TEXHUYECKOro JOKYyMEHTa,
1o (opMe COTJIaCHO IPHIIOKEHUIO
14 x HactosiuM I1paBunam;

3) cBemeHus, MOATBEPXKIAIOIINE
OIUIaTy YCIYrOmOJydaTeleM Ha
pacyeTHBI CUET rocydapCTBEHHOU
SKCIIEPTHON OpTaHM3alHUU CYyMMEI
JUISl TIPOBEJICHHS KCIIEPTH3HI;

4) o0Opa3sIibl JIEKApCTBEHHBIX CPEACTB
, CTaHaapTHble  00pa3usl
XMMHUYECKUX BELIECTB, CTAHAapTHBIC
00pasusl OMOJOTUYECKUX
JMEKapCTBEHHBIX  IPENapaToB,
TECT-IITaMMBl MHKPOOPTaHU3MOB,
KyJbTYpbl KJIETOK, B KOJMYECTBAX,
JOCTAaTOUYHBIX [JId TPEXKPATHBIX
1a00paTOPHBIX HCHIBITAHUH C
OCTaTOYHBIM CPOKOM T'OJHOCTH HE
MeHee 9 (meBsaTH) MecsaneB (3a
HUCKIIOYCHUEM CiIydaeB, He
TpeOyomux MPOBEICHUS
71a00paTOPHBIX UCIIBITAHUN),a TAKKE



crenuduiecKue peareHTHl,
pacxoaHbIC MaTepHuasl,
MpUMEHSEMBIE TIPH TPOBEICHUHU
mabopaTOPHBIX HCTIBITAaHUN
JIEKapCTBEHHBIX CPEZICTB, 00pa3Iibl
JIEKapCTBEHHBIX CpeICTB,
coAepKalue HapKOTUYECKUE
CPEICTBa, ICUXOTPOIHBIE BEILECTBA
U TIPEKYPCOPHI, a TAKKe TPeOyIoIIHe
0COOBIX ycmoBHHM XpaHeHUS (
TEeMIepaTyPHBIN peXHuM, BIAKHOCTH
) ycnyromnoiydartenb MpeaoCTaBiseT
B TeueHue 2 (nBa) pabouyux JHEH
MOMEHTa [OJAa4Yu  3asiBICHUS
HApOYHO TI0 aKTy IpHeMa-Tiepeaaun
B HCIBITaTEIBHYIO J1Aa00PaTOPHIO
rOCYyJapCTBEHHOM  AKCIEPTHOM
OpraHu3aIiH.

IIpu IepeperucTpanuu
JIeKapCTBEHHBIX CpencTB
npepocraBieHue  o0pasuos,
MNpEeAYCMOTPEHHBIX  JTaHHBIM
ITyHKTOM, He TpeOyeTcs.

[Mepeuenbp  mpemOCTaBIAEMBIX
MaTepHaiOB PErHUCTPAHOHHOTO
JIOChE€ B 3aBHCHMOCTH OT BHIA
JIEKapCTBEHHOTO cpencTBa
COOTBETCTBYET IpPUIIOXKEHHIO 15 K
HacTosuM [IpaBuam.

IIpu BHeceHnn n3MeHeHuH Tuna IA,
Ib, 3HaUMTENIbHBIX U3MECHEHUH THIIA
II mpencraBnsier 3asBi€HUE 1O
(dhopme cormacHO MpHIIOKEeHUIO | K
HaCTOS UM IIpaBunam Hu
JIOKYMEHTBI COTJIACHO TPHIIOKEHHUIO
16 x HacTostuM [1paBunam

IIpu  perucrtpauuu  LEHBI
MIPOU3BOJUTENS JIEKAPCTBEHHOTO
CpelCTBa K 3asIBJICHHIO IpUJIaraloTcs
CIIeYIOMIHe JOKYMEHTBI:

Hus OTEYECTBEHHBIX
MIPOU3BOIUTENEH:

1) MOKYyMEHT, MOATBEP KIAIOIIUI
mpaBo yCIyTomoay4daTes
OCYIIECTBIISTh PETUCTPAIHIO LIEHBI
WM BHECEHUE U3MEHEHHUH B
3aperucTpUPOBAHHYI0  IIE€HY
OpPOU3BOAMUTENS HA TOProBOE
HAUMEHOBAHHUE JICKAPCTBECHHOTO
CpenCTBa;

2) HHpOpMAN U c
MOITBEPKNAIOIIIMHA JTOKyMEHTaMH (
KOHTpPakKkT, JOTOBOp) O I[eHaX
JIEKapCTBEHHBIX CpeICTB,



peanu3yeMbIX B JAPYTHUX CTpaHax 3a
12 MecsLeB, NPeALIECTBYIOMINX AaTe
TIOJTA9HX 3asBJICHUS HA PETUCTPAIIIIO
HEHBI.

B ciydae oTCYTCTBHS peann3anui B
JIPYTUX CTpaHaX, YCIyTrOMOIyqaTelb
MOJTBEPKAACT OTCYTCTBHUE
peanuzanuu Ha GUPMEHHOM OJIaHKe
yCIIyronoyly4arensi, 3aBepeHHOM
MOJITUCHI0 YIIOJTHOMOYCHHOTO JIHIIA
YCITyTOTIOTyJaTesl.

Jl71s1 ”HOCTpaHHBIX MPOU3BOAUTENEH
JEKapCTBEHHBIX CPENCTB W IS
3aKa34MKOB KOHTPaKTHOTO
MPOU3BOJACTBA JIEKAPCTBEHHOTO
cpencTa:

1) HOKYMEHT, MOATBEPKIAIOIIU
npaBo yCIyromnojaydaTtens
OCYIIECTBIIATh PETUCTPAINIO [ICHBI
WIW BHECCHHWE W3MEHCHHH B
3aperUCTPUPOBAHHYIO  IIEHY
MPOU3BOANUTENS] Ha TOProBOe
HAaUMEHOBaHHUE JIEKapCTBEHHOTO
CpelcTBa.

2) undopmanus Ha (GuUPMEHHOM
OiaHke  yciIyromoJrydartes,
3aBepeHHAsA MOANHICHIO
YIIOJTHOMOYEHHOT O numna
yCAOyromoiydaTens O I[eHax B
pedepeHTHBIX CTpaHax, B Ciydae
OTCYTCTBHUSI LIEH B peQepeHTHBIX
CTpaHax - B CTpaHe IPOU3BOAUTENS;
3) KOIIUs JOKYMEHTA,
HNOJATBEPXKIAIOIas AEUCTBYIONIYIO
MATCHTHYIO 3aIUTy OPUTHHAIBHOTO
JIEKapCTBEHHOTO TIIpemapara WIH
OMOJIOTHYECKOT0 OPUTHHAIHHOTO
JIEKapCTBEHHOTO IIpemapara ¢
yKazaHHeM JaTbl MCTE4YEeHUsd
JIEMCTBUS MATEHTHOM 3aIlUTEI, TH00
MUCHMO OT 3aBOJA-TIPOU3BOIUTEISA
WIH JepXKaTels PEerHCTPAlHOHHOTO
YAOCTOBEPEHHs, TOATBEPIKIAIONIEe
OpPUTHHAJIIBHOCTH TIpernapara.

I[Ipy BHeceHUM H3MEHEHUU B
3aperucCTPUPOBAHHYI0  IIEHY
MPOU3BOJUTENS JIEKAPCTBEHHOTO

cpeicTBa, K  3asBICHUIO
MpUIaralTcs cienyronmue
JIOKyMEHTBI:

Hdns OTEYECTBEHHBIX
MIPOU3BOIUTENIEH:

1) MOKYyMEHT, MOATBEP KIAIOIIUI
MpaBo YCIAYTOMOay4aTes



OCYIICCTBIISATh PETUCTPAIMIO IICHBI
WM BHECCHHEC W3MCHCHHH B
3apeTUCTPUPOBAHHYI0  IIEHY
MIPOM3BOTUTEILS;

2) HHpOpMAI U c
MOJITBEPKAAIOIINMH JOKyMEHTaMH (
KOHTpPakKkT, JOTOBOpP) O I[eHaX
JIeKapCTBEHHBIX CpEACTB
peau3yeMbIX B APYTrUX CTpaHaX 3a
12 MecsLeB, NPeALIECTBYIOMNX AaTe
TIOJTAYHX 3asBIICHHS HA PETUCTPAIIIIO
nub0 BHECEHUS H3MEHEHUH B
3apETUCTPUPOBAHHYIO TIEHY.

B ciyuae orcyTcTBUS peanu3anuu B
JIPYTUX CTpaHax, YCIyTronojy4areib
MOJTBEPKAACT OTCYTCTBHUE
peanuzanuu Ha GUPMEHHOM OJIaHKe
YCIIyTOIOIyqaTens, 3aBepeHHOM
MOJITUCHIO YIIOJTHOMOYECHHOTO JINIIA
YCITyTOTIOTydaTens;

3) mua JNEeKapCTBEHHBIX CPENCTB,
CPOK ICHWCTBUS PErHCTPAIIMOHHOIO
YIAOCTOBEPEHHUST KOTOPBIX HA MOMEHT
MOoJauyu  3asBJICHHUSA  HCTEK,
MPOU3BEACHHBIX Ha TEPPUTOPUU
Pecnmybnukun  Kaszaxcran  mo
HCTEYEHUs CpOKa JelcTBUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO CpencTBa,
MPEAOCTABISAIOTCS  JOKYMCHTHI,
MOJTBEPKIAIOIINE POU3BOJCTBO
JIEKapCTBEHHOTO CpEACTBA (KOMHS
ceptuuKaTa O COOTBETCTBHH
MIPOAYKITUH).

Jns 3aka34yMKkoB KOHTPAKTHOTO
MPOU3BOJACTBA JIEKAPCTBEHHOTO
cpencTBa:

1) MOKYMEHT, MOITBEpPKIAIONUN
MpaBo yCIyromnojaydaTels
OCYIICCTBIISATh PETUCTPAIMIO [ICHBI
WIN BHECCHHE W3MCHCHUH B IICHY
TIPOM3BOTUTEIIS;

2) umHpOpMamus Ha (QUPMEHHOM
OmaHKe  yCIyromoiydaTens,
3aBepeHHAas MOANHCHIO
YIOTHOMOYEHHOTO nuIa
yciayromojayudaTeiass O II€Hax B
pedepeHTHBIX CTpaHax, B Cllydae
OTCYTCTBUS IIEH B peEepeHTHBIX
CTpaHax, B CTpaHe MPOU3BOIUTEIIS,
3) xomus JOATOCPOYHOTO IOTOBOPa
MOCTaBKH C  3aKa3YHKOM
KOHTPAaKTHOTO  IIPOU3BOJCTBA
JIEKapCTBEHHOTO CpeICTBa C



nHpopManuei 0 LHeHe
npousBoautens JIC, neicTByomero
HAa MOMEHT IIOJIayll 3asBICHUS Ha
peructpamuio JuO00 BHECEHHUA
W3MEHEHH B 3apEerHCTPUPOBAHHYIO
LCHY;

4) nns JeKapCTBEHHBIX CPEACTB,
CPOK JICHCTBUS PETHCTPALMOHHOTO
YIOCTOBEPEHHS KOTOPBIX HA MOMEHT
mogadm  3asBICHHUSA  HCTEK,
MPOM3BEACHHBIX Ha TEPPUTOPUU
Pecny6nuku  Kazaxctan 1o
HWCTEYEHUs] CpOKa JAercTBUs
PETUCTPAMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO CpEJACTBa, IS
W3MCHCHHUS 3apeTHUCTPUPOBAHHON
IEHBI TPEIOCTABISIOTCS JOKYMEHTHI
, TTOITBEPKAAIONINE ITPOU3BOACTBO
JIEKApCTBEHHOTO CpeacTBa (KOMHUs
ceptudukaTa O COOTBETCTBUHU
MPOJYKLIUH).

Jy1st M~HOCTpaHHBIX MTPOU3BOANTEIICH:
1) HOKYMEHT, MOITBEpP>KIAIOIUN
paBo YCIyTOMmOIydaTes
OCYIIECTBIATH PETUCTPALNIO LIEHBI
WIN BHECCHHE W3MCHEHUH B IICHY
MPOU3BOJUTENS, BKIOYAs MPaBO
MPeNOCTaBIsATh WHPOPMAIHIO O
L[eHaxX B peepeHTHBIX CTpaHax U O
1eHax (paKTHYeCKUX BBO3OB,;

2) KOs JOKYMEHTA,
MO/ TBEPKAAIONIETO LEeHy
JIEKapCTBEHHOTO CpeacTBa (KOMHs
WHBO¥Ca (HaKkJIagHOMN),
cueT-paKTypbl) MOCIEIHET0 BBO3a 32
BBIYETOM CKHAKH 3a 12 Mecsles,
MPEIUISCTBYIOIUX JAaTe IMoAadu
3asiBicHUAs  (IpU  HaJIUYUH
(hakTHUeckoro  BBO3a), 3a
HCKITIOUCHUEM CIIy9acB BBO3a Ha
TEPPUTOPHIO Pecnybnukn
Kazaxcran  jgexapcTBEHHOTO
cpencTBa Ha  OCHOBaHUAX,
MPEyCMOTPEHHBIX MOAMYHKTOM 4)
crarsu 252 Konekca.

IIpu oTcyTcTBUM (HaKTHUESCKUX
BBO30B 3a MocienHue 12 mecsues,
MPEIOCTaBISIIOTCS KOTIUH
JOKYMEHTOB 3a TPEIbIAYyIIUul
nepuon 12 mecsiies.

IIpn oTcyTcTBUM (haKTHUIECKUX
BBO30B 3a YKa3aHHBbI IIEpHOL,
yCIIyTonoay4areiab IMOATBEP)KIACT
OTCYTCTBHE BBO3a Ha (PMPMEHHOM



IlepeueHb TOKYMEHTOB U CBEICHUMH,
UucTpeOyeMBbIX y YCIyronoixydaTess
JUIsl OKa3aHUsl TOCyIapCTBEHHOM
YCIyTH

OJaHKe yCIyromnoJjyyaress,
3aBEpPCHHOM MOJIMHUCHIO
YIIOJTHOMOYEHHOT O WA
YCITyTOTIOTyYaTeNs;

3) KoM TaMOXXCHHOW IeKIIapamnnuu
K JOKYMEHTY, YKa3aHHOMY B
MOANMYHKTe 2) myHkTa 83 (mns
WHOCTPaHHBIX TPOU3BOTUTEICH);

4) xomus KOHTPAKTa WK JJOTOBOPA O
MPUOOPETCHUH JICKAPCTBCHHOTO
CpelcTBa C IIEHOM, NeHCTBYIOMENH Ha
MOMCHT TIIOJIaud 3asBJICHUS Ha
W3MEHEHHE 3aperucTpUPOBAHHON
IIEHBI JIEKAPCTBEHHOTO CPEJICTBA;

5) JOKyMEHTa,
MOATBEPKIAIONIAs JACHCTBYIONIYIO
MaTEHTHYIO 3allUTy OPUTHHATBHOTO
JIEKapCTBEHHOI'0 Tpernapara Wiu
OMOJIOTUYECKOTO OPUTHHAIHHOTO
JEKapCTBEHHOTO IIpermapara ¢
yKazaHUEM JaThl
JIEMCTBUS ATEHTHOM 3aIUThI, 1100

Ko

HUCTCUCHUA

MUCBMO OT 3aBOJa-NIPOU3BOIUTENSA
WIN JepKaTeis PerucTPalioHHOTO

YAOCTOBEPEHHUs, TOATBEPXKIAIOIIEE

OPHUTHHAIBHOCTH Nperapara;

6) I NEeKapCTBEHHBIX CPEJACTB,

CPOK JICHCTBHUS PETHCTPALMOHHOTO

YIOCTOBEPEHHSI KOTOPBIX HA MOMEHT
MoIauu
BBE3EHHBIX

3agBICHUA  HUCTEK,
Ha TEeppUTOPHUH
Pecnybnuku  Kazaxcran 1o
UCTEUYEHUs CpoKa JAeHCTBHUA
PETUCTPALMOHHOTO yOCTOBEPEHHS
JIC, mpenocTaBistoTCS JOKYMEHTHI,
MOJATBEPKAAI0IHE
JIEKapCTBEHHOTO CpPEJACTBA: KOMHUS
cepTuduKkara  COOTBETCTBUHU
OPOOYKIUH, KOMHUS TaMO>KEHHOU

BBO3

JIeKJIapayy.
JUISL  9KCIIEPTH3bl MEIMIMHCKHUX

W3JIETUN NIPU UX TOCYAAPCTBEHHOMN
PETHCTPAINY U IEPEPETUCTPALIIH:

1) 3asBmeHHEe Ha TPOBEICHHE

9KCNEPTU3bl MEAUIIMHCKOTO U3EITHS
B 3JICKTPOHHOH (hopMe COrIacHO
MPWJIOKECHUIO 2 K HACTOSIIUM

[IpaBunam;

2) perucTpallUOHHOE JI0Chbe B

9JEKTPOHHOM BHIE B ¢dopmare

MEKIUIaT(OPMEHHOTO 3JIEKTPOHHOTO
JIOKyMEHTa COTJIACHO MPUIIOKEHUAM
29 u (unmm) 30 x HaACTOSAUIUM

IIpaBunam;



3) cBexmeHus, MOATBEPXKIAIOIINE
OIIJIATy yCIyTOIOJIydaTeIeM CyMMEI
JUI TIPOBENEHUSI SKCIEPTH3BI Ha
pacyeTHBI CUET rocydapCTBEHHOU
9KCIIEPTHON OpraHU3aluy;

4) o0Opa3isl MEIUIIMHCKOTO U3IETHS,
MOJJIeKAIeTo  J1TabopaTOpHBIM
UCIIBITAaHMSIM, CTaHAAPTHBIE 00Pa3IIbI
XUMHUYECKHX BEILECTB,
TECT-IITaMMOB MHKPOOPTaHN3MOB,
KyJIBTYp KJIETOK, CHenH(UIECKUX
peareHTOB, PACXOIHBIX MATEPHAIIOB,
HEOOXOAUMBIX s
BOCIIPOU3BOJUMOCTH  METOJUK
7a00OpaTOpPHEIX  HWCIBITAHUU
MEAULNHUHCKOTO  HU3JEIHS B
KOJINYECTBAX, JOCTAaTOYHBIX IS
TPEXKpPATHBIX HCHBITAHUH U
BepuPUKAIUK  AHATUTUYECKUX
METOAMK KOHTpOJII KayecTBa, C
OCTAaTOYHBIM CPOKOM TOJHOCTH HeE
MeHee IIECTH MECSLEB C
COOJTIOIEHNEM YCIIOBUM XpaHEHUS
TPaHCHIOPTHPOBKH, €CIM HHOE HE
MPEIyCMOTPEHO JOKYMEHTaMHU II0
Ka4yeCTBY MIpOU3BOAUTEIIA, B
COOTBETCTBUU C MpUIIOKEHHEM 37 K
HaCTOSIUM IMpaBunam
YCIIyTONOJIy4daTeNnb IpeloCcTaBIseT B
TeueHne 2 (nBa) paboumx AHEH co
JHS TIOCTYIUICHUS! TOKYMEHTOB M
MaTepHualoB Ha
CHEIMATN3UPOBAHHYIO IKCIEPTU3Y
MEAHULUHCKOTO U3/e1Hs HAPOUHO 10
aKTy TIpHeMa-repenayd B
UCHBITATENIBHYIO  J1abOpaTOPHIO
roCyapCTBEHHON  JKCIEPTHOMU
OpTaHH3aIHH.

Ilpu »skcmepTtusze H3MEHEHMUI,
BHOCHUMBIX B PETruCTpaliioOHHOC
JIOChe, YCIyronoiaydaTenb B TeUeHHE
2 (mByX) MecsLeB TIoOcIe
YTBEPK/ICHHUS BHOCUMBIX M3MEHEHUH
MIPOM3BOANTEIIEM ITOJIACT 3asBICHHE
Ha TIPOBEJEHHE 3KCIEPTHU3HI
MEIUIMHCKOT0 H3/enus 1o dopme
COTJIaCHO MPUJOXKEHUID 2 K
HactosmuM  IIpaBumam. K
3a8BJICHUIO O BHECEHUH U3MEHEHMI
B PETHCTPAallMOHHOE  JOChE
MEANIHHCKOTO H3JENns
MPUIATalOTC  JAOKYMEHTBHl U
Marepualbl, HeO6XO}II/IMBIe JUIIsL
BHECEHUS W3MEHEHMH, COrJacHO



MEepPEYHI0O BHUJOB HW3MCHCHUI,
BHOCHMBIX B PETHUCTPAIIOHHOE
JIOChe MEIUIIMHCKOTO HW3ICTHS B
EepUo NeWCTBUS
PETHCTPAIMOHHOTO YJIOCTOBEPEHUS
cornacHo mpuioxeHuto 30 K
HactosmuM [IpaBunam.

Jnst  peructpanuu  IEHBI
MPOU3BOIUTEISI  MEIUIUHCKUX
W3CNHA,  YCIyromoly4aTeib
MOCPEIICTBOM HH(OPMAITHOHHON
CHCTEMBI YIIOJTHOMOYEHHOTO OpTaHa
MPEIOCTABISIET B TOCYJAPCTBEHHYIO
JKCIEPTHYIO OpraHu3aluIo
cJenyIouIe JOKyMEHTHI:

3) MOKYMEHT, MOATBEPKIAIONIUI
MpaBo YCIyTOMmoIydaTes
OCYIICCTBIIATh PETUCTPAINIO IICHBI
WIN BHECEHHWE W3MCHECHHS paHee
3aperucTpUpPOBaHHOMN LIEHBI
npousBoauTens B pamkax I'OBMII n
(umu) B cucreme OCMC (nns
WHOCTPAHHBIX TPOU3BOJIUTEICH
HOTapHalbHO 3aBepeHHAS
aAmOCTUINPOBAHHAS 17804
JIeTaJIN30BaHHAS TOBEPEHHOCTH OT
3aBOJ1a-TIPOU3BOIUTENS).

4) 3asBneHue mo GopMe COrIacHo mp
WUIOXKEHHI0O 2 K HACTOSIIUM
IIpaBunam.

Ilpy BHECEeHWH H3MCHCHHS B
3apETUCTPUPOBAHHYIO  IICHY
npousBoautenss UMH, k 3asBienuto

MPUIIATAIOTCS cIeyromme
JIOKYMEHTEHI:
Hns OTEYECTBEHHBIX

IIPOU3BOAMUTENIEH B  Ccilydae
peanuzauuu 3asBiasemoro MIMH B
JIpyrue cTpaHsl 3a 12 (1BeHaaALaTh)
MeCSIIIEB, TPEANICCTBYIONNX JaTe
MOJIaYM 3asIBJICHUS] Ha PETUCTPALHIO,
100 BHECCHHS M3MEHEHNUS B paHee
3apETUCTPUPOBAHHYIO  LEHY
MPOU3BOJUTENST  MEIUIMHCKUX
U3eNUi,  yCIyromojydaTeib
MPEAOCTABISIET CIEAYIOIIUH MaKeT
JIOKyMEHTOB:

5) mabopManus o (PaKTUYCCKOUH
IIeHE TTOCTABKH C YKa3aHNWEM CCBUIKH
Ha BeO-mopran 3akymok ExmrHOrO
IUCTpUOBIOTOpA, c
NpeIOCTaBICHHUEM
MOJTBEPKAAIONINX JTOKYMEHTOB (
MIPOTOKOJ, JIOTOBOP 3aKyma U (W)



JIOTOBOP IIOCTAaBKH) MOCJIEIHETr0
3akyna 3a 12 (1BeHaAnaTh) MECSAIICB,
NpPeANICCTBYIOMNX JaTe NOoJdadH
3asBIICHUSL.

6) mHbopMamusa o ¢akTHUEeCKOU
IIeHE TTOCTaBKU C YKa3aHUEM CCBUIKH
Ha BeO-TOpTal rocynapCTBEHHBIX
3aKylOK, C TIPeJoCTaBlICHUEM
MOJTBEPKAAIOMIUX JTOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKymna ! (WIIH)
JOTOBOP ITOCTaBKH) IOCJIEIHETO
3aKyma 3a 12 (ZBeHaamaTh) MecsIes,
NpEeAMCCTBYIOMUX OaTe IoJavuu
3asIBJICHUSL.

B ciiyuae oTCyTCTBHS (haKTHUECKUX
MIOCTABOK ITOCIIeTHET0 3aKyrma 3a 12 (
JIBEHALaTh) MecCSIeB,
NpPeANICCTBYIONNX JaTe NOoJadH
3asBICHHSA, YCIYrONOJIy4aTenb
HOATBEpPXKAACT OTCYTCTBHE
(haKTHYECKUX MTOCTABOK MOCIIEIHETO
3aKyna Ha (GUPMEHHOM OJaHKe
yCIIyroroJrydaTelisi, 3aBEepEeHHOM
HOATICHIO YITOJTHOMOYEHHOTO JIMLA
YCITyrOnoIyYaTes.

7) urpopManus O (HaKTHIESCKU
MIOHECEHHBIX PacXoJax Ha OLEHKY
kaudectBa B pamkax ['OBMII u (uin)
cucreme OCMC Ha ¢upMeHHOM
OmaHke  yciIyromoJiydartes,
3aBEPEHHOM MO ITUCHIO
YIIOTHOMOYEHHOTO JIMLA, 1Mo (Gopme
COTJIACHO TpHIIOKeHHio 42 K
HacTtosmuM IIpaBuiam;

8) HHpOpMAN U c
HOATBEPKAAIOMMME JOKYMEHTaMH (
KOHTPAaKT, HHBOIC) O I[eHax
MEJAUIHHCKUX U3JeNni,
peanu3yeMbIX B JIPyTUX CTpaHax 3a
12 (aBeHaAlaTh) MeCSIEB,
NpPeANICCTBYIOMNX JAaTe NOoJadH
3a4BJICHUS HA PErUCTpaLuio 160
BHECCHHA HU3MCHCHHA B paHEC
3apeTHUCTPUPOBAHHYIO  LEHY
MPOU3BOJUTENST  MEIUIMHCKUX
U3OCIIUH.

B ciydae oTcyTCTBUS peann3aniy B
JOPYTUX CTpaHaX, YCIyTromnorydareib
MOATBEpPXKAACT OTCYTCTBHE
peanuzanuu Ha ero (GpupMeHHOM
OnaHke, 3aBEPEHHOM MOJIHUCHIO
YIOJIHOMOYEHHOT O nuna
YCIIYTOTIOJTyYaTes.



JI71s1 ”HOCTpAaHHBIX POU3BOAUTENEH
B CiydYae BBO3a MEIHIIMHCKHX
U3EeNUl  Ha  TEPPHUTOPHUIO
Pecnybnmuku Kaszaxcran mocie
pETUCTpAIIiH [IEHB HAa METUIIMHCKIE
W3JeNus, YCIyromojydaTelb B
TedeHue 60  (mecTbaecHrT)
KaJICHIAPHBIX JTHEW CO JHS BBO3a B
00s13aTEIPHOM TOPSJIKE BHOCHT
H3MEHEHUE B paHee
3apeTUCTPUPOBAHHYI0  IIEHY
MPOU3BOAMUTENSA, TPEAOCTABIIAL
CIEIYIOUINe JOKYMEHTHI:

6) Konus JIOKYMEHTOB,
MOATBEPIKTAIOIIUX HeHY
MEIUIUHCKUX W3JACIui (Komuu
UHBOMCOB (makmanHoO¥),
cuer-pakTypsl 3a mociemuaue 12 (
JIBEHANIIATh) MeCAIeB (TIPH HATMIAN
(akTHUECKUX  TOCTaBOK), C
yKkazaHueM (aKTUYCCKON IICHBI
MOCTAaBKH, 32 UCKIIIOYEHHEM CITy4yacB
BBO3a Ha OCHOBAHHSAX,
MPEIyCMOTPEHHBIX TMOAITYHKTOM 4)
crateu 252 Konekca.

B ciydae oTcyTCTBHS (haKTHIECKHAX
mocTaBok 3a mochemnue 12 (
JNIBEHANIAThH) MECSIEB,
MpPEeIOCTaBIAIOTCS KOTIUH
JMIOKYMCHTOB 33 MPEIbLAYIUN
nepuon 12 (ABeHAATh) MECSIICB.
IIpu oTcyTcTBUM (HaKTHUESCKUX
MOCTaBOK 3a yKa3aHHBIA IEPHO,
YCIIyTONONIYYaTeNb IMOATBEPIKIACT
OTCYTCTBHE BBO3a Ha CBOEM
bupMeHHoOM OnaHKe, 3aBEPEHHOM
MOJIKCHIO YIIOJTHOMOYEHHOT'O JIHIA
YCITyromoITydaTes.

Kpome Toro, rocynapcrBeHHas
JKCIEpTHAs OpTraHu3anus Mpu
aHallM3€¢ WCIONB3YEeT KOIHH
MHBOWCOB (HAKIQTHBIX) WU
cueT-paKTyp, MPEeIOCTABICHHBIX IS
MPOXOXKICHUS OIICHKH KauyecTBa
JICKapCTBEHHBIX  CPEICTB U
MEIUITUHCKUX U3ICITUH,
3apeTUCTPUPOBAHHEIX B PecmyOmmke
Kazaxcran.

7) xomHs TaMOXXCHHOU IeKIIapainuu
K JOKYMEHTy, YKa3aHHOMY B
noanyukre 1) mynkra 170
Hactosmux  IlpaBun (mst
WHOCTPaHHBIX MTPOU3BOIUTENCH);



8) KomMsI KOHTPAKTa WK JJOTOBOPA O
MPUOOPETEeHNH  MEIHUIUHCKHUX
W3/EIUH OT 3aBO/A-TIPOU3BOIUTEIS (
HOTapHaJIbHO 3aBEPEHHAS KOIHSA).

9) mabopMamms o ¢akTHUECKOU
IICHE MTOCTABKH C YKa3aHUEM CCBUIKH
Ha BeO-mopran 3akymnok EmmnHOro
IUCTpuOBIOTOpA, c
npenocTaBlieHHEM
MOJTBEPKAAIONINX JTOKYMEHTOB (
MIPOTOKOJ, JIOTOBOP 3aKyma H (Win)
JIOTOBOP IIOCTAaBKH) MOCIEIHETr0
3aKyma 3a 12 (ZBeHaamaTh) MecsIes,
NpEeAMCCTBYIOMUX JaTe IoJavuu
3asIBJICHUSL.

10) urdopmarust o (GakTHUECKOU
LIEHEe MTOCTaBKH C YKa3aHUEM CCBUIKH
Ha BeO-IOpTal TrocyaapcTBEHHBIX
3aKyNOK, C TPEAOCTaBICHUEM
MOJATBEPXKAAIOMINX JOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKymna U (WIIH)
JIOTOBOP TIOCTaBKH) IIOCJIEIHEr0
3aKyna 3a 12 (IBeHaaaTh) MeCSIIeB,
MPEIIIECTBYIOIUX JAaTe IoAadu
3asIBIICHMS.

B ciyyae oTcyTcTBUS (haKTHIECKUX
MIOCTABOK ITOCIIETHETO 3aKyTma 3a 12 (
JIBCHAIIATDH) MECSIIEB,
MPEIIECTBYIOMUX JAaTe IMOoAadu
3asBJICHUS, YCIIyTrOIOJy4YaTellb
MOATBEPXKAAET OTCYTCTBHUE
(haKTHYECKHX ITOCTABOK MOCIIEIHETO
3aKyIa Ha ero (pupMeHHOM OJaHKe,
3aBEPEHHOM MO IMUCHIO
YIOJIHOMOYEHHOTO auna
YCIIYTOTIOJTyYaTes.

[Tepeuenn JIOKYMEHTOB,
HEOOXOJUMBIX ISl PErUCTpPAIHH,
BHECCHHsS] HW3MEHEHHS B ILCHY
MPOU3BOANUTEIS] MEAMIMHCKOTO
W3JeNHs Ui AWAarHOCTUKH BHE
JKABOTO opraHusma (in vitro),
MPOU3BOANMBIE HAa TEPPUTOPUU
PecrryOnmkn Kaszaxcran B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB ITOCTABKU
, 3aKJIOYEeHHBIX ¢ EauHbIM
JIUCTPUOBIOTOPOM pETJIaMeHTHPOBaH
npuiioxkenueM 41 HacTosmUX
[IpaBun.

Hdns bopMupoBaHHUI
KazaxcTraHCKOro HaIMOHAIBLHOTO
JeKapCTBEHHOro  (opmyssipa
MPENOCTABISIOTCS  CIIeAYIOIIHe
JIOKyMEHTBI:



10

OcHoBaHus Ul OTKa3a B OKa3aHUU
roCcylapCTBEHHOU yCIIyTH,
yCTaHOBJIEHHBIE 3aKOHaMHU
Pecrry6mmkn Kazaxcran

1) 3asBJICHUE COTIACHO IMPHIOKCHU
10 1 x Hactosumm IIpaBunam;

2) pmochbe, COCTaBJICHHOE B
COOTBETCTBHH C TpeOOBaHUAMH,
MIPEIyCMOTPCHHBIMHA B MIPHIIOKCHUN
42 x mHacrosmmM [IpaBumam;

3) maTepuasbl (CTaTbH, pe3oMe, U3
Hay4YHBIX n MEOUIMHCKUX
nyONuKanuii), TOATBEpKIAroNe
CBEJICHUS, COZEpIKaIluecs B J10Che
HAa S3bIKE OPUTHHAJIA B BUE MTOTHBIX
TEKCTOB, B TEPEBOJC HAa Ka3aXCKUU
WJIU PYCCKHM SI3BIK.

1) ycTaHOBJIEHUE HETOCTOBEPHOCTH
JIOKYMEHTOB, TIPEICTAaBICHHBIX
YCITyTOIIOTydaTeNIeM IS TIOTYICHHUS
TOCYAapCTBEHHOHN yCITyTH, U (FUTH)
JAHHBIX (CBEICHMI), COMCPKAIUXCS
B HHUX,

2) HECOOTBETCTBHE
yciayromojgy4dareas W (W)
MPEJCTaBICHHBIX MaTepHaloB,
00BEKTOB, TaHHBIX W CBEIEHUI,
HEOOXONMMBIX IS OKa3zaHHus
rocy1apCcTBEHHOMN yCIyTH,
TpeboBanmsiM [IpaBun mpoBeneHMs
OKCIIEPTU3BL JICKaApCTBCHHBIX
CPE/CTB U MEJMLIUHCKUX U3/IENNH;
3) B OTHOIICHUH yCIYrONOIyYaTess
MMEETCs] BCTYIUBIIIEE B 3aKOHHYIO
CHIly pelieHue (IIPUTroBOp) cynaa o
3alpeneH eATeIFHOCTH HITH
OTIEIBHBIX BUAOB JEATEIHHOCTH,
TpeOyrmux MOJTy4eHUS
OTIpeNleIeHHONH TOCYJIapCTBEHHOM
YCIIYTH;

4) B OTHOLIEHUH YCIYTOMOIyYaTels
MMEETCs] BCTYIUBIIIEE B 3aKOHHYIO
CHIIy pelIeHHE CyJa, HA OCHOBaHHUH
KOTOPOTO YCITyTOIOIydaTelb JTUIICH
CHEIHMAaIbHOTO MIPaBa, CBA3aHHOTO C
MOJIy4YeHHEM TOCYyIapCTBEHHOM
YCITyTH.

ITonHOMOUYMS  TIpEACTaBUTEIA

YCITyTOTIOIyqaTelst 0hOpMIIIIOTCS B
COOTBETCTBHH C TpakIAaHCKUM
3aKOHOJIATENILCTBOM PecryOiuku
Kazaxcran. Jlng nomydeHus

rOCy/apCTBEHHOW YyCIyTH depe3
mopTai HeoOxoaumo Hammaue DI
VYcenyromonyyaTtens  IOJTydaeT

HH(POPMAIHIO O TIOPSAKE U CTaTyce
OKa3aHHs rOCyIapCTBEHHON YyCIyTH



B PEXHME YAAJIEHHOTO J0CTyMa
MOCPEACTBOM "IIMYHOTO KaOwHeTa"
WHQOPMAIMOHHOW  CHCTEMBI

yCIIyrogaTens, a TakXKe €JUHOTO
KOHTaKT-I[EHTpa M0 BOMIpOCaM

Wnple TpeboBaHUA ¢ y4ueTOM
11 ocoOeHHOCTEMH OKa3aHwus
rOCyAapCTBEHHOM YCIyTH

OKa3aHHs TOCYyAapCTBEHHBIX YCIYT.
YcyronaTens mpu HEOOXOTUMOCTH
3alpalIuBaeT y yciayronojydaress
Pa3bACHEHUS WIN YTOYHCHUS IIO0
KOHKPETHBIM TOJOXCHUSAM B
MIPEAOCTABICHHBIX JOKyMEHTaX M
Marepuagax pPerucTPalmoHHOTO
nocke. EMuHBIN KOHTaKT-IEHTP 1O
BOIIpocam OKa3aHUus
rocyJapCTBEHHBIX ycnyr: 1414

[Ipunoxenue 4 x npaBuIaM
perucTpaIyy JIeKapCTBEHHBIX
CPE/CTB ¥ MEIAWIIMHCKUX U3/1EINil
10 TIPUHIUIY "eAMHOTO OKHA"

®opma 1
I'ep6 Pecy6imku Kazaxcran MunucrepcTBO 3apaBooxpanenna Pecmy6imku Kazaxcran

Peructpaunonnoe ynocrosepenne PK-JIC - No
B cootBetcTBHM ¢ Koaekcom PecniyOonuku Kazaxcran "O 370poBbe Hapoia U CUCTEME
3/IpaBOOXpaHEHUA" HACTOSAIIEE YAOCTOBEPEHHUE BhIIAHO:

HanMmenoBanne  mepxkatens
PETHCTPAIIOHHOTO YZOCTOBEPEHUS

1.
CTpaHa Acepxkareiad
PETrUCTPALIMOHHOI'O YJOCTOBEPCHUA
B TOM, YTO JIEKAPCTBEHHOE CPEACTBO 3aPErMCTPUPOBAHO U PA3PELIEHO K NPUMEHEHUIO B
MEIUIIMHCKOM NpakTuke Ha Teppuropun PecnyOnuku Kazaxcran
Nudopmanus o 3aperucTpupOBaHHOM JEKAPCTBEHHOM CPEJICTBE

Toprosoe HauMEHOBaHUE

3.
JIEKapCTBEHHOT'O CPEJICTBA
s OTEYeCTBEHHBIX

4. MPOU3BOAUTENEH TOproBoOe
HaMMEHOBaHHUE JUISl IKCIOpTa

5 MektyHapoiHOE HENaTeHTOBAHHOE

’ HaUMCHOBaHHE (TIPH HATHIIIH)

6. JlekapcrBenHas popma

7. Jo3upoBka

8. dacoBka
K o =&

9. aHATOMO—TEPANIEBTUIECKO-XUMHUUEC
KoM KJlaccuduKanuu

10. CocTtaB aKTHBHBIX BEIIECTB

11. Cpok xpaHeHus



12.

[Mopsnok otmycka (mmo perenry, 6e3
pererra)

HNudopmarust o mpon3BouTeN€E JTEKAPCTBEHHOTO CpeacTBa™

Tun OpraHu3alvi HJIN HaumenoBanue

Ne Crpana
YYacTOK ITPOM3BOICTBA OpraHM3aIA
I. IIpousBonurens
1.1 IIpennpusTre-ynakoBIIUK
1.1.1 TepBUYHAS
1.1.2 BTOpHUYHAs
I[IpousBonurens,
1.2 OCYIIECTBISIOIUH
KOHTPOJIb KauecTBa
[IpousBonurens,
1.3 OTBETCTBEHHBIN 32 BBIITYCK
cepuii
[Ipumeuanue:

* Nndopmarnus 0 mpou3BOIUTENE JEKAPCTBEHHOTO CPEICTBA 3aMOIHICTCS Ha KaXIyIo

IMPOU3BOACTBCHHYIO IVIOMIAJAKY.

[ ]

[]

JlaTa rocyapcTBEHHOM peructpanuu (nepeperucrpamuu) "' 2 20

roga Ne peleHus.

HeiicTBUTENBHO 10 " " 20 roga wiu "beccpouHo” (Hy)KHO€ yKa3aTh).
JlaTa BHECeHUsI U3MEHEHUIT " " 20 roaa Ne pELICHUS.

®.1.0 (ipu ero HaTUYuK) PYKOBOJMUTEIISI TOCYAApPCTBEHHOI'O OpraHa
(WM yIOJTHOMOYEHHOE JIULIO)

dopwma 2
I'ep6 PecnyOnuku Kazaxctan MunuctepctBo 31paBooxpaHenus Pecriyonuku Kazaxcran

Peructpammonnoe ynoctoBepenue (BbIOpaTh HyKHOE U OTMETUTH OJIUH U3 HUX):
PK MU (UMH) —

PK MU (MT) -

PK MU (in vitro) —



[ ]

B cootBetcTBUM ¢ Kogexkcom Pecnyonuku Kazaxcran "O 310poBbhe Haposia U CUCTEME
3IpaBOOXPAHEHUA" HACTOSAIIEE PErUCTPAIMOHHOE YIOCTOBEPEHUE BbIJIaHO:
WNudopmanus HanmenoBanue
IIpousBoautens, crpana -
IIpousBoacTBeHHAas IIOIIAKA, CTpaHa -

V1o1HOMOYEHHEIH IpeACTaBUTCIIb ITPOU3BOAUTEIIA -

B TOM, 4TO

(HaMMEHOBAaHUE MEIUITMHCKOTO U3]ICIIHS)

(kmacc 0€30MacHOCTH B 3aBUCUMOCTH OT HNOTEHLUHAIBHOTO PUCKA MPUMEHEHUS)
3aperucTpUpoBaHa (3aperucTpUpPOBAHO) U paspelieHa (pa3peleHo) K NPUMEHEHUIO B
MEIUIMHCKON MTpakTUKe Ha Tepputopun PecnyOnuku Kazaxcran.

[lepedyeHb pacXOJHBIX MaTEpPHAIOB U KOMIUIEKTYIOUIMX K MEIUIMHCKOMY H3JIEIHUIO B
MPWIOKEHUH K JAHHOMY PErHCTPAllMOHHOMY yJIOCTOBEPEHHIO coriacHo (popme 3
(YKa3aTh KOJIMYECTBO JINCTOB).
Jlata rocy1apCTBEHHON pErucTpaluy (epeperucTparum).

o 20 roma Ne pelieHus.
JelicTBUTENHHO A0 " " 20 rojia unu "beccpouno" (Hy)XKHOE yKa3arh).
JlaTa BHECEHUS N3MEHEHUM " " 20 rona Ne peLIeHus

®.1.0 (ipu ero HaITu4YuM) pyKOBOJMTEISI TOCYAAPCTBEHHOI'O OpraHa
(MM yIOJTHOMOYEHHOE JIULO

®opma 3

MunncrepcTBo 3apaBooxpanenus Pecmy6imku Kazaxcran IlpunoxeHne K perucTpaliOHHOMY
YIOCTOBEPEHHIO (BBIOpaTh HYXHOE X OTMETHTD OAWH U3 HHUX):

PK MU (UMH) —

[ ]

PK MU (MT) —



[]

PK MU (in vitro) —

[]

[IepedyeHb COCTaBHBIX YAaCTEW MEAULIMHCKOTO U3IETUS
Hanmenosanus moaenu (Mogudukarmn) MU

HanmenoBanne Mopgens
Bun cocraBHBIX
Ne COCTaBHBIX COCTaBHBIX IIpousBoaurens Crpana

yacTen . .
yacrel yacTen

®.1.0 (ipu ero HaIM4YuM) pyKOBOJUTEISI TOCYAAPCTBEHHOI'O OpraHa
(WM yIIOJTHOMOYEHHOE JIUIIO)

" " 20 roga

IIpunoxenue 5 k npaBuIam
pETUCTpAIiH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNui
10 IpUHIUMY "€AUHOro OKHa"

3akmo9eHHe O 3apETHCTPUPOBAHHOM IIeHE IPOU3BOAUTENA HIH O BHECEHHH H3MEHEHH B
3aperuCTPHPOBAHHYIO IEHY MPOR3BOAUTEIA JIEKAPCTBEHHOT'O CPEICTBA

1. Ycnyromnony4darens:
1.1. IIpousBoauTenn
HanmeHoBaHue 10puIMYECKOro Juna
Crpana
IOpunuueckuii anpec

dakTr4ecKui agpec

Tenedon
daxc
e-mail
[Ipu Hanuuuu
JlomxHOCTh
KonraktHOE MU0 Tenedpon
®dakc
e-mail

Hanmuune B PecmyGmuke Kazaxcran CTpyKTYypHOTO moapasfaeneHus (
IOPUINYECKOE JIHUII0, (DUIHA U TIPOYHE)

1.2. Bnagenenu u (Win) gepkaTeiab pErUCTPALMOHHOTO yI0CTOBEPEHUS



HaspaHue ropuan4IecKoro uma

Crpana

IOpunuueckuii anpec

dakTU4ecKuil axpec

Tenedon

®dakc

e-mail

PyxoBoaurens (py HaIU4NM)
[Ipu Hanuuun
JomxHOCTh

KonrakTHOE nMH1I0 Tenedon
®dakc
e-mail

Hamnuue B Pecny6nuke Kazaxctan crpykTypHOro mnoapasaeneHus (
IOPUIUYECKOE JIUII0, (DHITHAT U TIPOYUC)

1.3. JloBepeHHOE TU1I0
Ha3zBanue (pu HaIM4uum)
Crpana
IOpunnaeckuii ampec
dakTruyecKkuil aapec
Tenedon
daxc
e-mail
PyxoBoauTens (Ipu HaNUIUK)
Ne noBepeHHOCTH
JlaHHbIE 0 JOBEPEHHOCTH Jara Bbijauu
Cpoxk nericTBus
2. Undopmarnus o JIC:
1. Haumenosanue JIC

2. HoMmep perucTpaiiioHHOTO yI0CTOBEPEHHMS], 1aTa
BbIJIaYN
3. JlexapcTtBeHHas hopma

4. KonnyecTBO B NOTPEOUTENBCKON YITaKOBKE
5. O6beMm
6. Konnenrpanus
7. Jo3upoBka
* TIpu KOHBEpTAIlMM MHOCTPAHHOW BaJIIOTHI 1IEH B 3asBJIICHUM, a TAK)KE B JOKYMEHTAX,
MOATBEPKIAIOINX (DAKTUUECKYIO II€HY MOCTAaBOK, KOMMSIX HHBOIca (HaKIagHOM) WIH
cueT-(akTypbl, a TAKXKe B KOHTPAKTe WK AoroBope o npuodperennu JIC B HalMOHATBHYIO
BamoTy PecnyOnnku Kazaxcran ucnosib3yrorcst opuuragbHble Kypcbl HHOCTPAHHBIX BaJIOT B




CpeIHEM 3a MeEcCHll, MPEIIISCTBYIONIUN Mojadye 3asBiIeHUsS (CpeIHU OOMEHHBIM KypC)
Hamwmonansaoro banka PecnyOnuku KazaxcraHn.

B cnydae oTcyTcTBHS OHUIIMATIBHOTO Kypca BajlOT B MEpEeYHE MHOCTPAHHBIX BaJIoT,
yTBEpKJIeHHOM nocTaHoBleHueM [IpaBnenust HaunonansHoro banka Pecy6nuku Kazaxcran
oT 24 asrycta 2012 roga Ne 242 "OG ytBepxkaenuu [IpaBun yctaHOBIEHUS OPHUIIHATBHOTO
Kypca HanuoHalbHOW BamoThl PecnyOnuku Kazaxcran k WHOCTpaHHBIM BamoTaM' (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpaii HOpPMaTUBHBIX IPABOBBIX aKTOB
nog Ne 7977), undopmanust o 1eHe B pedepeHTHBIX CTpaHax MOJaeTcs B JoJuiapax
Coennnennbix llItaToB AMEpPHUKH COTJIACHO pacyeTHOMY Kypcy oIlepauui 3a
MPEIIECTBYIOIIUI MECSII, IPEeIOCTaBIEHHBIX Ka3HauencTBoM Oprannzanuu O0beInHEHHBIX
Hanwii, Ha caiite https://treasury.un.org.

3aperucTpupoBaHHas I[I€HA MPOU3BOAUTENSI JUOO BHECEHHUE H3MEHEHHUU B
3apETUCTPUPOBAHHYIO LIEHY ITPOU3BOIUTENIA JIEKAPCTBEHHOTO CPEACTBA COCTABIISIET
___ TEHre 3a NOTPeOUTEIbCKYIO YIAKOBKY
CIEUHUAIIACT CTPYKTYPHOTO MOAPA3ACIEHUS

MOAMHUCH
®.1.0. (mpu HATMYKH )
PYKOBOJUTENb CTPYKTYPHOTO NOAPA3ACICHUS

IOJIITHACH
®.1.0. (mpu HaTUYIUM)

[Ipunoxenne 6 k mpaBUIaM
perucTpaiyy JeKapCTBEHHBIX
CpPE/ICTB U MEIMIIUHCKUX M3/IENHii
10 IPUHIUMY "eAUHOro OKHa"

dopma

3akm09eHHe O PeruCTPaliy, BHECCHHA H3MEHEHHS B ICHyY IIPOU3BOJUTEIA HAa TOPTOBOE
HaMMEHOBAaHHME H TEXHAIECKYIO XapaKTEPUCTHKY BBO3MMEBIX/IIPOH3BOIUMBIX H3/IEIHi
MEIUIIMHCKOrO Ha3HAa4eHHA, IOAAHHBIX B paMKaX rapaHTHPOBaHHOI'O 00BeMa GecIUIaTHOM
MeIUIHHCKOH OMOINY H (HIH) B CHCTEME 0043aTEIFHOTO COLMAIFHOTO0 MEAHIIMHCKOTO
CTPaxOBAaHUA

1. Ycnyronony4darens:
1.1. IIponsBoauTens
HanmeHoBaHUe I0pUAMYIECKOTO JIUIIA
Crpana
IOpunnaeckuii ampec
daxkTHUECKUH aapec

Tenedon



daxkc

e-mail
ITpu Hanuuuu
JlomKHOCTD
KonrtaktHOE 1110 Tenedon
®dakc
e-mail

Hamnune B Pecny6muke Kaszaxcran cTpykTypHOTO moOApasiencHus (
IOPUIMYECKOE JINIO, (hrmnan u npoyne)

1.2. Bnanenen u (uin) aepaTesib pEruCTPAIIMOHHOTO yI0CTOBEPEHHUS

HasBanue ropuaigeckoro iuma

Crpana

IOpunuueckuii anpec

dakTu4ecKuil axpec

Tenedon

®daxc

e-mail

PykoBoaurens (Tipy HAJTHIUH)
IIpu Hanuuuu
JomkHOCTB

KonraxTHOE nHI1I0 Tenedon
daxc
e-mail

Hanuune B PecriyOmnke Kazaxcran
CTPYKTYpHOTO mojapasfeneHus (
IOPUIUYECKOe JIUNO, (uianan u
povwe)

1.3. loBepeHHOE U0
HasBanwe (npu Ham4nm)
Crpana
IOpunuueckuii anpec
DakTU4ecKuil axpec
Tenedon
®daxkc
e-mail
PykoBoaurens (Tipy HAJTIIUH)

Ne noBepeHHOCTH

JlaHHBIE O TOBEPEHHOCTH Jara BbI1auu

Cpok nercTBus
2. Undopmarnus 06 uznenuu MeIUIIMHCKOTo Ha3HaueHus (nanee - UMH):
1. ToproBoe nHanmenoBanne MUMH




2. Homep peructpaiilnOHHOTO YAOCTOBEPEHUS, AaTa BbLAauH (P HAJIUYWH)

3. BapuaHT ucCnojgHeHUs

4. CocTaBIsIFOIINE OJJHOM €IMHULIBI U3MEPEHUS

5. Kiacc 6e3omacaoctu

3aperucTpupoBaHHas WM U3MEHEHHAS 1I€Ha Ha TOPrOBO€ HAMMEHOBAHUE U TEXHUYECKYIHO
XapAKTEPUCTUKY U3AECIUS MEAULIMHCKOTO HA3HAYECHUS B pa3Mepe TEHTE 34 OJIHY
€IMHUILY U3MEPEHUS

CIIELIMATIMCT CTPYKTYPHOTO MOPA3ACIECHUS

noanuck ®UO (mpu ero HaTUYKH)
PYKOBOJUTEINb CTPYKTYPHOTO TOJIpa3IeieHUs

noanuck ®UO (mpu ero HaJINYKH)
*CBEJIEHUS O PETUCTPAIMOHHOM YJOCTOBEPEHHUH, 3aMOIHAIOTCS YCIYronojaydareneM npu
€ro HaJIn4uu

[Ipunoxenue 7 kK npaBuiIam
peTHCTpaIH JIEKapCTBEHHBIX
CPEACTB U MEIANILMHCKUX U3/ENnil
M0 MPUHITUIY "eTNHOTO OKHA"

®opma
YTBepxkaaro

(IOMKHOCTB)

®UO (ripu ero HAIMYUH )

(moamucs)

(mata)

3aK0oueHHe O PETHCTPALiy, BHECCHHU H3MEHEHHU B IEHy IPOU3BOAUTENI METUIMHCKOrO
H3eIHs IJI1 JUarHOCTUKHU BHE JKUBOTO OpraHu3Ma (in vitro), mpoM3BOANMEIE HAa TEPPHTOPHH
Pecmy6muku Ka3axcrad B paMKax JOITOCPOYHBIX JOTOBOPOB IOCTaBKH, 3aKII09CHHEIX ¢ EmuHbmM
JACTPAOBIOTOPOM

OcHoBaHue JJI perucTpanu, BHECCHUA U3MCHCHUSA B
IECHY IPOU3BOAUTEIS MEAUITMHCKOT'O U3ICITUA



I[aTa perucTpanum 3aaBKU

Ceemenns o ycnyromoiyuatene (HammenoBanue,
OpraHU3alOHHO-TIpaBoBas opMa Y CIIyronosrydyarTens,
BMH, ®UO. (npu ero HalIW4UK) PyKOBOAUTEIS (WU
JIMLIO, UCTIOJIHSIOIIEE ero 00s3aHHOCTH)

IIpenmer aHanu3a 1eH (HaWMEHOBAaHUE, MOJEIb,
TIPON3BOIUTEIH)

PerucTtpanuonHoe ynocToBepeHHE (HOMEp, CPOKHU
JeicTBys) (TIPH HAJTMYUH)

Cpox AeicTBHS 3aKITIOUCHUS

3aKJIIOYEHHE O pEerucTpalM, BHECEHUS HU3MEHEHHUS B LEHY MPOU3BOAUTENSA
MEIULUHCKOTO U3JIEIUsl MEIUIIMHCKOTO U3/ENINs JJI1 JUArHOCTUKH BHE KMBOT'O OopraHu3ma (
in vitro), nmpousBoaAuMbIe Ha TeppuTopuu Pecnybnuku Kazaxcran B pamkax JOJIrOCPOYHBIX
JOTOBOPOB TOCTAaBKH, 3aKIIOYEHHBIX ¢ EJUHBIM AUCTpHOBIOTOPOM COCTOUT U3 BBOIHOM,
UCCJIEI0BATEIBCKOM YACTH U 3aKIHOYCHUS.

B uccrenoBarenbCKoOil 4acTH 3aKIIOUEHHUS SKCIEpPTa H3Jaraercst BEChb MPOLECC
UCCJIEIOBAHUSI U €ro PEe3yJIbTaThbl, JaeTcsi OOOCHOBAaHUE YCTAHOBJIEHHBIM (DAKTUUECKUM
JTAHHBIM U 00CTOSITEIHLCTBAM.

3aKiII0YeHHe COJAEPKUT MPHIOKEHHE B BUJE TAOJIUIBI C YKa3aHUEM PEKOMEHIYEeMOM
CTOMMOCTH MPEIMETA SKCIEPTU3bI B pa3pe3e KOMIUIEKTYIOIIUX.
3aKIr0YeHHE:
[leHa TaHHON KOMIUIEKTAllMW MEIMIIMHCKOIO M3JENUS JUIsl JUATHOCTUKU BHE JKUBOTO
opranusma (in vitro), mpou3BoauMbie Ha Tepputopuu PecnyOnuku KaszaxctaH B pamkax
JOJIFOCPOYHBIX JOTOBOPOB IOCTAaBKH, 3aKIIOYEHHBIX C EJIWHBIM AuCTpUOBIOTOPOM

COCTaBJIsICT TEHTe 32 OJIHY €ANHUILY U3MEPECHMUSI.
DKcnept
(moamuce) OUO (mpu ero HAJIMYHH)
PyxoBogurenn

CTPYKTYpPHOTO MOJApa3ICIICHUS

(moamucs) OUO (pu ero HAIMYHH )
*CBEJIEHUs] O PETUCTPAIIMOHHOM yJAOCTOBEPEHUH, 1aTa PETUCTPALIUM U 1aT€ UCTECUCHUS
3aMOJIHAI0TCS YCIYTonoiay4yaTeaeM NPy ero HaJTuuuu

[Ipunoxenue 8 x npaBuIaMm
perucTpanum JeKapcTBEHHBIX
CpECTB U MEAULIMHCKUX U3AEIUN
10 NpUHUUNY "eINHOro OKHA"

3aKm09eHIE IPOBEPKA OPOPMIICHHAS 3a8BICHHUA B JOCHE I BKIIOYCHAA JICKaPCTBCHHOTO
cpexncrBa B KazaxcTaHCKuit HallMOHAILHEIHN JIEKapCTBEHHELH (HOpMyIIsip



1. Uudopmarus o yciayromnomaydarese:
1) HauMeHOBaHUE OpPTraHU3AIINY;
2) ®.1.0. (npu HaNMM4YUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;
MECTO HaXOXKACHUS OpTaHU3alUM-YCIyronojydaTens (IOpuIuuecKuil aapec,
bakTuyeckuii axpec);
3) BUH, 6ankoBCKHE pEKBU3HUTHI;
4) Homep TenedoHa u (win) pakca;
5) e-mail.
2. JlanHble 10 3asiBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HanmeHnoBauue JIC;
2) MEeXIyHapOAHOE HEMaTEeHTOBAHHOE HAMEHOBAHME;
3) cocrtaB JIC (nmeicTByroUIMe U BCIIOMOTATENbHbBIE BEIIECTBA), MPEAIAraeMoro s
BKJIFOYEHUS;
4) nexapcTBeHHas (opma U JO3UPOBKA, KOHIIEHTPAIUS;
5) cBeneHus o0 rocynapcTBeHHOM peructpanuu 3assieHHoro JIC B Pecniy6nuke Kazaxcran

6) dbapmakosnorudeckoe nevictsue JIC;
7) bapmakonoruueckas rpymnmna JIC u ATX kox;
8) mokazaHusg K IPUMEHEHUIO COTJIACHO MHCTPYKIIMU IO TPUMEHEHHUIO JIEKAPCTBEHHOTO
CpEJICTBA;
9) crioco6 npuMeHEHUs.
3. 3akiroueHue Mo pe3ysibTaraM MPOBEPKH HA MOJHOTY M MPAaBUILHOCTH O(OpMIICHUS
MIPEICTABIICHHBIX IOKYMEHTOB:
1) o1ieHKa MOJIHOTHI MPEACTABICHHBIX JOKYMEHTOB U MAaTEPHAJIOB;
2) orieHka 0OpMIICHHUS 3asBJICHUS U TPEICTABIICHHBIX MaTePHAIOB;
3) olleHKa MPEICTaBIICHUS CBEICHHUI COTJIACHO MYHKTY 4 HacTosimux [IpaBun;
4) COOTBETCTBHE MEXIYy 3asBIICHHEM M MaTepHallaMd Ha OyMa)KHOM HOCHUTEJIC W B
AJIIEKTPOHHOM BHUJIE.
4. 3ameuaHus

[Tpunoxenne 9 k mpaBuUIaM
pEeTUCTpAIiH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNUi
10 IpUHIUMY "eAUHOro OkHa"

Pemenne 00 oOTka3ze B TOCYJAapCTBEHHON pETrHCTpalvu, MNepeperucTpainu
JIEKapCTBEHHOIO CpeJICTBAa WJIM MEIAULMHCKOTO WU3JEeNusl, BHECEHHUE H3MEHECHUU B
PETUCTPALMOHHOE 10ChE JIEKAPCTBEHHOT'O CPE/ICTBA WIM MEAUIIMHCKOTO U3/IEIIUS

Howmep 3asBnenus
Jara 3asiBneHus
Ycnyronomnyyareib

Howmep pemenns 06 oTkaze



[Hara penienust 00 oTkaze

HaNMEHOBaHHE TOCY/IapCTBEHHOTO OopraHa yBegomusieT Bac 06 oTkase B perncrpannu, NepeperucTpanuy uin
BHECCHUHM W3MEHEHHUI B PErHCTPAllMOHHOE AOChE M MEAMIMHCKOM HMPUMEHEHHH JIEKAPCTBEHHOI'O CpeacTBa (
MEIUIIMHCKOT0 U3AemHs) (Hy’)KHOE OJUEepKHYTh) Ha Tepputopun PecrryOimku Kasaxcran.

HpI/I‘II/IHa OTKas3sa:

@®.1.0 (mmpu ero HATMIWHN) PYKOBOJIUTEIS TOCYAapCTBEHHOTO opraHa (MiIu YIOJHOMOYEHHOTO JIUIIA)

[punoxenne 10 k npaBwmIamMm
perucTpalyy JIeKapCTBEHHbBIX
CPEICTB U MEIUIIMHCKUX U3ICITUI
M0 MPUHIUIY "eIMHOro OKHA"

®opma

HaumeHoBaHue MOBEPEHHOTO JIMIAa WM KOMIAHUU, NPEICTABUTEILCTBA OT
yCIyTOINoaydaTensi, yHOJHOMOYEHHOTO MPOBOJAUTH JIEUCTBUS BO BpeMs MPOIEAYpPbl
peructpanuu 1ensl B Pecnyonuke Kazaxcran

MoTHBHpPOBaHHEIH OTKa3 B PETHCTPAIVH [I€HbI WA BHECeHWH U3MEHEHHH B 3apeTHCTPAPOBAHHYTO
LEeHy IPOU3BOIUTENA JIEKapPCTBEHHOTO CPEICTBA

Hacrosimium PecnyOnukaHCKoe TroCylIapCTBEHHOE NpEANpUSTHE Ha MpaBe
XO34MCTBEHHOTO BeJeHUs "HalMOHaNIbHBIN LIEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB U
MeauuHckux u3genui" Komurera MeIMIIMHCKOrOo U (apMaleBTUUYECKOTO KOHTPOJIs
MunucrepctBa 3apaBooxpaneHus Pecnyonuku Kazaxcran (manee — OxcneprHas
opraHuzanus) cooOmaet ciaenyrouiee. [Ipu paccMoTpeHun 3as8BICHUI O PErUCTPALIMK LIEHbI
MIPOM3BOJUTEINS WIM BHECEHUH U3MEHECHUHN B 3aPETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS, A
MMEHHO:

No 11/ VYHuKanbHbIH KOX Ha mnopraine Toprosoe HalMEHOBaHUE
°m/m

LIEHOOOpa30BaHuUs JIEKapCTBEHHOTO CPEJICTBA

COTPYJIHUKAMHU DKCIEPTHONU OpraHU3alliK ObLJIO BRISIBJICHO CIICAYIOIICE:
(OTMETHUTH HYKHOE)

[IpenocraBieHrne TOKYMEHTOB B HEMOJHOM 00BeMe U (
W) HEMOJHOTA COACPXKAIIUXCS B HUX CBEICHUHN B
COOTBETCTBHUH C TPeOOBaHUSIMH HacTOSIINX [IpaBun

IIpenocraBneHre HEJOCTOBEPHBIX CBEACHUIN

Lena nponsBoxutens BBo3uMbIx JIC mis PecryOmuku
KazaxcTan mnpeBbllIaeT cpeiHee 3HAUECHUE Tpex
MUHUMAJIBHBIX LIEH M3 YHCIA MOJAHHBIX B 3aABICHUU
pedepeHTHBIX CTpaH, a TaK)kKe NPEBBIIACT CPEIHEE
3HAYEHUE TPEX MHUHUMANBHBIX LIE€H, IOIYYEHHBIX W3
JIAaHHBIX CATOB MEXIyHapOAHbBIX OpraHU3alui.

Hena nponssoaurens Bo3uMbix JIC ms PecrryOmuku
KazaxcTan npeBbImaer cpeHee 3HaUCHNE IICH U3 YHCIa



MOJJTAaHHBIX B 3asBJICHUH pe()epeHTHBIX CTpaH (B ciiydae
€CIT KOJINYECTBO pepepeHTHBIX CTPaH MEHEE TpeX), a
TaK)K€ MPEBBIIAET CpEJHEE 3HAaYeHHE Tpex
MUHUMAJIbHBIX II€H, MOJyYCHHBIX W3 JaHHBIX CaliTOB
MEXXTyHApOJHBIX OpraHU3aIni.

Lena nponssoxutens BBo3uMbIX JIC mist PecryOmuku
KazaxcTtan mpeBbIIaeT 3HAYEHHWE LEHBI IS
crpansl-ponsBogutens. (Ilpu  orcyTrcTBUHM
rocymapcTBeHHON peructparuu JIC B pedepeHTHBIX
CTpaHax)

[IpenocraBneHHas 1eHa MPOU3BOANTENS [T BBO3UMBIX
JIC Bpime 3HadYeHHS IeH, YyKa3aHHBHIX B
MIPEIOCTABICHHBIX JOKYMEHTaX, ITOATBEPKIAIONINX
neny JIC (komus MHBO¥CA, TAMOKEHHOHN JeKIapaiyiu
WM cueT-(haxkTypsl (HaKJIaIHO)) OCIeHEero BBO3a 3a
BBIYETOM CKHIKH

[IpenocraBieHHas 1ieHa TPON3BOIUTENSI HA BBO3UMBIC
JEKapCTBEHHBIE CPEJCTBA BBIIIE 3HAYEHUS IIEH,
JEHCTBYIOIINX Ha MOMEHT IOJAadd 3asBICHHUS Ha
BHECEHHE W3MEHEHUI B 3aperuCTPUPOBAHHYIO LIEHY
MPOU3BOAUTENS] U YKa3aHHBIX B IPEAOCTaBIECHHBIX
JIOKyMeHTax, noarsepkaaonmx neny JIC (koHTpakT
win 1oroBop o npuodperenuu JIC, neiicTByromuid Ha
MOMEHT TO1a4H 3asIBICHHU)

IIpenoctaBnennas  mnpeaensHas neHa JIC
oTedecTBeHHOro npousBoaurens B pamkax 'OBMII u (
unn) B cucreme OCMC mpeswsimaer 1en JIC,
peann3yeMbIX B APYTUX CTPaHaX

Hpe}lOCTaBHeHHaﬂ IE€Ha MNPOU3BOAUTEA MNPCBLINIACT
HOEH Ha JICKAapCTBCHHBIC CpE€ACTBA OOJTOCPOUYHOTO
JA0roBopa MNOCTaBKHM C 3daKa34YMKOM KOHTPAKTHOTO
IPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB

Hacrosmum, B COOTBETCTBUU C MyHKTOM 82, myHKTOM &7, myHKTOM 89 IlpaBun
pEerucTpanuu JIEKAPCTBEHHBIX CPEJICTB U MEAUIMHCKUX H3JACIHUN MO MPUHIUIY "€IUMHOTO
OKHA" 3KcrepTHasi OpraHu3alus HalpaBsieT MOTUBUPOBAHHBINA OTKa3 B PETUCTPALINU LIEHBI
MPOU3BOAUTENSL WM BHECEHUS] M3MEHEHHMU B 3apEeTMCTPUPOBAHHYIO IIEHY MPOU3BOJIUTENS
JIEKapCTBEHHOI'O CPEJICTBA.

noJxHOCTh noanuck @UO (pu HamTu4un)
[Ipunoxenwne 11 k npaBmIam
perucTpanuu JeKapCcTBEHHbIX
CPEJICTB ¥ MEIUIIMHCKNX U3JEITHi
110 NpUHIUMY "eInHOro OKHA"

dopma




HanMeHOBaHME NOBEPEHHOrO JMLA HWJIM KOMIIAHUH, IPEACTABUTEIBCTBA OT
YCIyronoay4daress, YMNOJHOMOYEHHOTO IPOBOJAUTH JEHUCTBUA BO BpEMs NPOLEAYDPHI
perucTpanuy, BHECEHHUsI U3MEHEHHUsI B LieHy npousBoautens B Pecybnuke Kazaxcran

MortvBHpOBaHHEL O0TKa3 B PETHCTpaIiH, BHECCHUH H3MCHCHHA B IICHY H3ACMH MEIUIIHHCKOTO
Ha3HA9EHHA IPOM3BOANTENS B paMKaxX rapaHTHPOBAaHHOTO 00beMa GeCILIaTHOH MeTUIMHCKOH
IIOMOIIH ¥ (WJIN) B CHCTEME 0043aTeIbHOT0 COMHATIbHOTO MEAUIIMHCKOTO CTPaXOBAHAA

Hacrosimum PecnyOiimkaHCKO€ TOCYJIapCTBEHHOE MPEANPUATHE Ha IpaBe
XO34MCTBEHHOTO BeJieHUs "HalnoHaNIbHBIN LIEHTP AKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB U
MenuiuHckux usaenui" Komutera memunuHckoro v ¢GapMaieBTHUYECKOr0 KOHTPOJIS
MunuctepcTBa 3npaBooxpaneHus Pecnyonuku Kazaxcran (ganee - DkcnepTHas opraHA3alus
) coo0mIaer ciaeayrolee.

[Ipu paccMoTpeHnH 3as1BIICHUI O pErUCTpalii, BHECEHUU U3MEHEHUS B LICHY HA U3JIEIUe
MeauimHckoro Ha3HaueHust B pamkax ['OBMII u (unn) B cucreme OCMC, a uMeHHo:

VHUKanbHEIT KOJ Ha nmoprajie TOpI‘OBOC HaAaMMCHOBAHUC MCIHUIMHCKOI'O

Ne /i
LIEHO00pa30BaHuUs W3aeus

COTpYIHUKaMH DKCIEPTHOW OpraHu3aluu ObLIO BBISIBICHO
cleiyroniee:

(OTMETHTB HYKHOE)

[IpenocraBieHre MTOKYMEHTOB B HEMOJHOM o0beMe U (WiH)
HETOJHOTA COJCPIKAIIMXCS B HUX CBEACHUIl B COOTBETCTBUH C
TpeboBaHUsIMH HacTOsIUX [IpaBui

HpeHOCTaBﬂeHI/Ie HEJOCTOBCPHBIX CBEACHUM

IIpemocraBienHas neHa npomnsBoauTens B pamkax I'OBMII u (mmm)
B cucreme OCMC mis BBo3uMbIXx IMH, BhIlle 3HaYeHuUs LiEH 3a

CANHNUIY U3MEPCHU, YKa3aHHBIX B IMTPEJOCTABJICHHBIX JOKYMEHTaxX
, monTeepxaaronux neny UMH (kornus nxBolica (HakiIagHON) WU
cueT-(hakTypsl, TAMOKCHHOM JIeKJIapalnny) IOCIeIHEr0 BBO3a 3a

BBIYETOM CKHJIKH

IIpenocraBnenHas neHa npousBoautens B pamkax I'OBMII u (mn)
B cucteMe OCMC pnnsa BBo3umbelx UMH Brime 3Hauenus eH 3a
€JMHUILY U3MEPEHUs], YKa3aHHBIX B MPEIOCTABICHHBIX IOKyMEHTaxX
, IOATBEPKAAIOIMINUX LEHY B KOHTPaKTE WM JOrOBOPE OT 3aBOAA
npousBoautenst UMH

[IpenocraBnennas mnpenensHas neHa MMH otedyecTBeHHOrO
npousBogutens B pamkax ['OBMII u (wnmm) B cucreme OCMC
npesbiraeT ned MMH, peannsyeMsbix B Ipyrux cTpaHax

3apeructpupoBanHas 1eHa B pamkax ['OBMII u (wnm) B cucreme
OCMC mnpeBeIIIaeT IieHy MocleaHero 3akymna Ha sed-nopraie TOO
"CK-®apmanus" 3a 12 mecsiieB, NpeAMecTBYIONUX JaTe Moaaun
3asBJIcHUs Ha 3asBissemoe UMH;

3apeructpupoBanHas 1eHa B pamkax [OBMII u (wmm) B cucreme
OCMC mnpeBpIaeT meHy MOCIEAHETO 3aKyna Ha Beb-mopTaie

TOCyIapCTBEHHBIX 3aKYIOK 3a 12 MecsIeB, MPeaIeCTBYIOINX 1aTe
[I0J1ayy 3asBJIeHM Ha 3asBisgemoe UMH



[Ipumeyanue:

HacrosmmuMm, B cooTBeTcTBUM ¢ TTyHKTOM 178, 179 nHactosimux [lpaBui skcriepTHas
OpraHu3alys HalpasiIsieT MOTUBUPOBAHHBIN OTKA3 B PETHCTPAlli, BHECEHUH U3MEHCHUS B
neny npousBoautens B pamkax ['OBMII u (wnm) B cucreme OCMC Ha mepedyucaeHHbIC
W31 MEAUIIMHCKOTO Ha3HAYCHMUSL.

TOJ>KHOCTD MOJIIHUCH @®.U. O. (mpu ero HaJTu4YuN)
IIpunoxenue 12 k npaBugam
perucTpalyy JIeKapCTBEHHbBIX
CPE/CTB ¥ MEIMIIMHCKUX U3/eNnil
10 TIPUHIUIY "eANHOTO OKHA"

dopma

HaumenoBanme yciayromonydareni MOTHBAPOBaHHBIH OTKa3 B PETHCTpaIiH, BHECCHAA
HA3MEHEHHA B IICHY IIPOH3BOANTEINA MEAUIIMHCKOTO H3AENHA M1 JHarHOCTHKHA BHE JKHBOT'O
opraam3Ma (in vitro), mpou3BoAEMEIE Ha TeppaToprH Pecy6immku Kazaxcrad B paMkax
JOJNTOCPOTHBIX JOTOBOPOB ITOCTABKH, 3aKIIIOYCHHBIX ¢ EMWHRIM iCcTpHOBIOTOPOM B paMKax
TapaHTHPOBAHHOTO 00BbeMa OecIIaTHO#H MEIUIIMHCKOH TTOMOIIH | (FJIH) B CHCTEME 003aTeHOTO
COIMATEHOT'O MEIUIITHCKOTO CTPaXOBAHUSA

Hacrosimum PecnyOiimkaHCKOoe TOCYJIapCTBEHHOE MPEANPUATHE Ha IpaBe
XO034MCTBEHHOTO BeJieHUs "HaloHaNbHBIN LIEHTP AKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB U
MeaUUUHCKUX wu3nenui" Komurera MeauUMHCKOro U (papMaleBTUYECKOTO KOHTPOJIS
MunuctepcTBa 3npaBooxpanenus Pecnyonuku Kazaxcran (ganee - DkcnepTHas opraHu3anus
) coo0IIaer ciaeayroIee.

[Ipu paccMoTpeHMU 3asBICHUNA O PETUCTpalluU, BHECEHHUS HM3MEHEHUSI B IIEHY
MIPOU3BOAMTEIS HA MEIUIIMHCKOE U3JIENIHE JIJIsl TUATHOCTUKH BHE KUBOTO OpraHusma (in vitro
), Tpou3BOJAUMBbIE Ha Tepputopur PecnyOnuku KazaxctaH B pamkax JOJTOCPOYHBIX
JIOTOBOPOB MOCTaBKH, 3aKIt0ueHHbIX ¢ EquabiM nuctpudsioropoM B pamkax ['OBMIT u (nm)
B cucteMe OCMC, a UMEHHO:

Toprosoe HaMEHOBAHUE
MEIUIIMHCKOTO M3JENHsl IS
JUarHOCTHKH  BHE  JKHBOTO
opraHusma (in vitro),
MPOU3BOANMBIE Ha TEPPUTOPUU
PecnyOnmkn Kazaxcran B pamkax

YHUKaIbHBIA KOJ Ha mopraie

Ne o/mt
1IeHO00Pa30BAHMS

JIOJITOCPOYHBIX JIOTOBOPOB MOCTABKU
, 3aKIOYeHHBIX ¢ EauHbIM
JIUCTPUOBLIOTOPOM



COTPYJIHUKAMHU DKCIIEPTHONU OpraHU3aliK ObLJIO BBISIBJICHO CIICAYIOIICE:

(OTMETHUTH HYKHOE)

[IpenocraBnenre JOKyMEHTOB B HEMOJIHOM 00beMe U (MJIM) HETOJTHOTA COAEPKALTUXCS B
HUX CBEJICHUI B COOTBETCTBUU C TpeOoBaHUsIMU HacTosuX [IpaBu.

[Ipumeyanue:

Hacrosiuum, B cooTBeTCcTBUM € MyHKTOM 196 IlpaBunm OkcriepTHas opraHu3anus
HalnpapjsieT MOTHBUPOBAaHHBIM OTKa3 B PETrUCTpallM¥, BHECEHWH HW3MEHEHHS B LIEHY
IIPOU3BOJUTENS HA TOPrOBOE HAUMEHOBAaHNE U TEXHUYECKYI0 XapaKTEPUCTUKY MEIULUHCKOIO
W3JIeNus JUIsl TMarHOCTHKY BHE KMBOI'O OpraHusma (in vitro), Ipou3BOJAUMBIE HA TEPPUTOPHH
Pecniyonuku Kazaxctan B pamMkax JOJTOCPOYHBIX JTOTOBOPOB MOCTABKH, 3aKJIFOUEHHBIX C
EaunbimM quctpudstoTopom B pamkax ['OBMII u (unm) B cucteme OCMC Ha nepeyucieHHoe
BBIIIIE MEIULIMHCKOE U3/EIINE.

TOJKHOCTD MOJIHUCH ®OUO. (ripu ero HAIMYUHN )
[Ipunoxenue 13 k npaBuiam
PETHCTPAINH JICKapCTBEHHBIX
CpPEICTB M MEAULIMHCKUX H3JCTIHI
M0 MPUHITUIY "eINHOTO OKHA"

IlepegeHb JOKyMEHTOB, IPEOCTABIIIEMBIX JUIS AKCIEPTH3HI IPOM3BOAUTEIME Pecmybimku
Kazaxcran

Ne i/t HanmeHnoBaHue 10KyMEHTOB
1 2
Yacte [ O0mmas noxkymeHTanus*

Cepruduxar GMP (c ykazaHueMm JaThl U pPe3yIbTaTOB
IAL. moclie el WHCIEKIIUHT HOTapuajabHO
3aCBUJIETEIHCTBOBAHHBIC) IPU HATUYHH

Ecnn B mpou3BOACTBEHHOM MpOLECCE Yy4YacTBYET
HECKOJIbKO IIPOU3BOAUTENEH TOKYMEHTHI MyHKTOB [A2,
IA3, TA4 mpemocTaBISAIOTCA HA BCEX YYACTHHUKOB
IPOU3BOJICTBA

I A2.

JIureH3MOHHBIH JOTOBOP (COTJIANICHHWE) Ha MPaBo
I A3. TIPOM3BOJICTBA (10 MICTEUCHUS CpOKa JACHCTBUS ITaTEHTA
Ha OPUTHUHAIBHBIN TIperapar)

OxpaHHbII JOKYMEHT Ha N300pETeHUE WIIN TIOJIE3HYIO
MOJIEJIb OPUTHHAIBHOTO JIEKAPCTBEHHOT'O CpejacTBa (
MIPEeJOCTaBIISIETCS MaTeHTOOONagaTeIeM OXpPaHHOTO
JOKyMEHTa B DIICKTPOHHOM (opMaTte), OXpaHHBIH
JOKYMEHT Ha TOBapHBIN 3HAK (B AIIEKTPOHHOM (hopMmaTe

)

I A4.



I AS.

I Aé.

I A7.

I AS.

IAO.

LB.1.

I.B.2.

1.B.3.

1.B4.

1.B.5.

Hdexnapauuss 0T mOpoOU3BOAMTENS  (JepKaTems
PETUCTPALMOHHOTO  yIOCTOBEPCHHS) IHUCHMO O
HEHAPYIICHHH HCKIIOYUTENBHBIX IPaB TPETHUMH
JUIIaMH Ha HM300peTeHHEe WU TOJIE3HYI0 MOIeNb (
NPEJOCTABIISETCS TPU IKCIEPTU3E TEHEPUYECKOTO
JIEKapCTBEHHOTI'O IIpernapara)

JlOKyMEeHT, TMOATBEPKOAONIMH Ka4eCTBO TOTOBOTO

MPOAYKTa TPeX MPOMBIIUICHHBIX CepHil (cepTUHUKaT

aHaNM3a, MPOTOKOJI aHAIN3a), OJHA CEepUs KOTOPOTro

COBIIaaeT C cepuell 0Opasiia JeKapCTBEHHOTO CPEACTBA
, IOZIAHHOTO Ha PETUCTPALUIO

JIOKyMEHT 0 MPHOHOBOM 0€30IMacCHOCTH Ha BELIECTBA
KHBOTHOTO MIPOUCXOXKICHUS OT MPOU3BOIUTEIS

Hdexnapanuss 0 TOM, 4YTO B MpPOEKTax o0OIIeH
XapaKTepUCTHKE JIEKapCTBEHHOTO TIIpenapara u
WHCTPYKIHHM 110 MEIUIUHCKOMY IPHUMEHEHHIO
JIEKapCTBEHHOTO CPEICTBA (JIMCTOK-BKIABI) (anee —
OXJII m Wuctpykmus JIC) Bocmpom3BeneHHOTO,
THOPUIHOTO WM OMOAHAJOTHYHOTO (OHMOMOIOOHOIO)
JIEKapCTBEHHOTO IpernapaTa OTCYTCTBYIOT OTIHYHS OT
peiicteyromux OXJIII wu MUnucrpykuus JIC
OpUTHHAIBEHOTO (pedepeHTHOr0) JIEKapCTBEHHOTO
rpenapara, 3a UCKII0UCHHEM OTIIMIHN HHPOPMAIX O
MPOU3BOJUTENE, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTAaTCIIbHBIX BCIICCTB HC3HAYUMBIC pa3jinyusad B
OMOJIOCTYMHOCTH WIN (papMaKOKHHETHKE.

Pestome (mo 5 crpanum) obOocHoBaHWH W (haKTOB,

MOKa3bIBAIOIINX, 4YTO JIEKAPCTBEHHBIH Ipemapar

SBISIETCS  BOCIIPOM3BEICHHBIM, TMOPUAHBIM WM

OHMoaHaIOrnYHbIM (OMOMONMOOHBIM) JIEKAPCTBEHHBIM

IpenapaToM COOTBETCTBYIOIIErO OPUTHHAIBHOTO (
OHMOJIOTMYECKOT0) JIEKAPCTBEHHOTO TIperapara.

[IpoexT oO0melr XapaKTepUCTHUKH JIEKapCTBEHHOTO
cpeactBa (OXJIC) B 21eKTpOHHOM BHE B (dopmare
doc (ok)" Ha Ka3aXCKOM M PYCCKOM $I3bIKax

[IpoekT HHCTPYKLHHK 10 MEANLMHCKOMY NPUMEHEHHIO (
JUCTOK-BKIIAABINI) B 3JCKTPOHHOM BHIE B (opmare
doc (7oK)" Ha Ka3aXCKOM U PyCCKOM SI3BIKAaX

TexcT MapKUpOBKM A NEPBUYHOM U BTOPUYHON
YINAaKOBOK, CTUKEpPOB, JTUKETOK Ha Ka3aXCKOM U
PYCCKOM SI3BIKaxX

IIBeTHBIE MaKeThl MOTPEOUTEIBCKHX YIIAKOBOK,
STHKETOK, CTHKEPOB B JIEKTPOHHOM BHJIE B opmate "
jpeg (mxurer)"

[octpounoe (pacnoioXeHHOE MapaIeNbHO Ha OJHOM
nucte) cpaBHeHue aedcTByromux OXIJII wu
Wuctpyknus JIC opuruHaibHOro (pedepeHTHOTO)
nekapcTBeHHOro mpemnapara u npoektoB OXJIIT u
Wuctpykims JIC Bocpon3BeICHHOTO, THOPUITHOTO HITH



1.B.6.

I.C

I.C1

I.C2

I.D

OMoaHAIOTHYHOTO (OMOMOJO00HOI0) JIEKAPCTBEHHOTO
mpemnapara ¢ BBIICICHHEM H OOOCHOBaHHEM BCEX
OTJIMYMH.

BegomocTh u3MEHEHHMH € yKa3aHUEM IIOCTPOYHO
PAaCIOJI0XKEHHOTO CPaBHEHMS BHOCUMBIX M3MEHEHHUH ¢
YTBEPKIECHHON BEPCHEN.

MacTtep daiin cucrtemsl papMakoHaa30pa AepKaTemst
PETUCTPAIIMOHHOTO YIOCTOBEPEHHs (TIPEICTaBIIACTCS B
cillydae, KOrAa Jepxarelb PEerUCTPalOHHOIO
YAOCTOBEpPEHUs] BIEpBBIE TIOJAaeT 3asBKy Ha
PETUCTpAIHIO JIEKaPCTBEHHOTO MpeTiapaTa) Win KpaTKast
XapaKTePHUCTHKA CHCTEMBI (hapMaKoHaI30pa AepKaTels
PETHCTPAIHOHHOT'O YAOCTOBEPEHHUS (mpu
HepeperucTpalyy) BKIYaomas: HHGopMaIuio o Tom,
YTO ACpKATC/Ib PETUCTPANUOHHOIO YAOCTOBCPCHUA
MMEET B CBOEM PaclOpsDKEHHU YIIOTHOMOYEHHOE JIUIIO0
3a T700aIbHBINH (papMaKOHAI30p; KOHTAKTHBIC JaHHbBIE
YIOMTHOMOYEHHOTO  JUIA 32  [JI0OANbHBIN
(dapMakoHaq30p; IEKJIapalHio, IOANUCAHHYIO
JepiKaTeseM PerucTpaliOHHOrO yIOCTOBEPEHHS O TOM,
YTO OH HMMeeT cucreMy QapMakoHan3opa I
BBINTOJTHEHHUS 3aja4 M OoOsi3aHHOCTEH 1o
MMOCTPETUCTPAIMOHHOMY KOHTPOJIIO 0€301acHOCTH
JIEKapCTBEHHBIX CPEJCTB; CCHUIKY Ha MECTO (aapec), Tie
XpaHUTCA MacTep-(haiin cucTeMsl hapMaKkoHaI30pa.

[Teproanvecky 0OHOBJISIEMBII OTYET 1O 0€30MacHOCTH (
NIPY [IepEPErucTpaLium)

[lman ynpaBneHus pucKaMH (A1 OPUTHHAIBHOTO
JEKapCTBEHHOr0  IIperaparta, OHOJIOTHYECKOTo,
0M0aHaJOrMYHOT0, OMOTEXHOJOTHMYECKOr0, a TaKXKe
MMMYHOJIOTHYECKOTO JIEKAPCTBEHHOT'O ITpernapara)

JIOKyMEHT, MOATBEPKAAMONUUN, YTO JIEPHKATENb
pPErUCTPAIIMOHHOTO  YAOCTOBEPEHHS  HMEET
YIIOJJTHOMOUYEHHOEe  (KOHTakKTHOE) JIMIO  3a
(dbapmakoHamg3op Ha TeppuTopur PecmyOnauku
Kazaxcran

Yacts I Xumudeckas, papmarieBTudeckas 1 OHOJIOTHYECKas TOKYMEHTAIUS *

II
ITA

TAl

A2

TA3

Conepxanue
CocraB

KagecTBeHHBIE W  KOJMYECTBEHHBIM  COCTaB
JEKapCTBEHHOTO npemnapara (akTHBHBIE,
BCIIOMOTaTeNbHbIE BEIIECTBA, COCTaB OOOJOYKH
TaOJIETKH WM KOPITyca KarcyJIbl)

JIOKyMEHT, IOATBEPKAAIOIINNA KaUeCTBO YIIAKOBOUYHOTO
1 YKYTIOPOYHOT'O MaTEpHUaJoB TOTOBOTO MPOIyKTa

dapmaneBTuueckas paszpaborka (onucanne ADC,
BCIIOMOTATEIbHBIX BEILECTB, paspaboTka
JEKapCTBEHHOI'0 IIpemapaTta B CpPaBHEHHH C
OPUTHHHAIBHBIM (pe(epeHTHBIM) mpemapaToM (B
ciyuae, ecinu reHepHuK), paspaborka
MPOU3BOACTBEHHOIO0 IPOIECCa, COBMECTHUMOCTD



IIB
IB1
IIB2

IIB3

IIB4

Inc
ncil

nICI.1

nc2
mca.au

ncs3

nmcaii

D

ITE

ITE 1

ITE2

ITF

G

ITH

IIK

KOMIIOHEHTOB, W3JIMIIKH, cTaOUIBHOCTB,
MHUKPOOHOIOTHICCKast YACTOTA)

CBeneHus o MpON3BOJICTBE:
MIPOM3BOCTBEHHAs (OpMyIIa
OIIMCAaHUE TEXHOJIOTHH POU3BOCTBA

KOHTpPOJIb B MPOIIECCE NMPOU3BOJCTBA (ONEpAllMOHHBIN
KOHTPOJIB)

BaJIMJAINS [TPONU3BOICTBEHHBIX MPOIIECCOB (BaTHIAIINS
MPOIIECCOB, MPOBOJAUMBIX B aCENTHYECKUX YCIOBHSIX,
BKJIIOYAEeT  MOJeJUpoBaHHE  Ipollecca ¢
HCIIOJIb30BaHUEM ITHTATEIIBEHON cpelbl (HAMOMHEHHE
MUTATEIBHBIME CPEIaMHU)

METOABI KOHTPOJISA UCXOAHBIX MaTCPUAIOB
aKTHUBHas Cy6CTaHIII/I$I

JIoKyMEHT, NOATBEPKIAIOUIUN KAaueCTBO aKTUBHOTO

BEIIIECTBAa TPEX MPOMBIIIICHHBIX cepul (cepTudukar

aHajM3a CyOCTaHIIMU OT IPOU3BOAUTENS, cepTH(HKAT
cootBeTcTBUs MOHOrpaduu EBponeiickoii dapmakonen
, IPOTOKOJI aHaJIN3a, aHAJIATHIECKUI TacopT)

BCIIOMOTI'aTCJIbHBIC BEIICCTBA
CepTI/I(i)I/IKaTI)I Ka4u€CTBa Ha BCIIOMOTI'aTCJIIbHBIC BCUICCTBA

YIIaKOBOYHBI MaTrepuan (TepBUYHAs W BTOPHYHAS
YIaKOBKa)

CepTI/I(l)I/IKaTI)I KaueCTBa YIMAKOBOYHOI'O0 Marcpuajia C
OPUITOKCHUCM JOKYMCHTOB, PCTIAMCHTHPYIOIUX HX
Ka4€CTBO

METOJbl KOHTPOJSI KayecTBa MPOMEXYTOUHBIX
NPOIYKTOB (TIpH HEOOXOAUMOCTH)

cnenuduKanusg KadyecTBa W METOIUKH KOHTPOJS
TOTOBOTO MPOAYKTAa C ayTEHTHYHBIM IIEPEBOJIOM C
A3BIKA TIPOU3BOJUTENS HA PYCCKUN S3BIK

HOPMATHBHBIA JOKYMEHT IPOU3BOJHUTEIIS IO KOHTPOIIIO
KavecTBa M 0€30I1aCHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B
SNeKTpOoHHOM BHuAe B ¢Qopmare "doc (mok)",
HOSICHUTENbHAs 3aIIMCKa K HEMY

BaJMIAIMsI METOJMK HCIBITAHUH JIEKapCTBEHHOTO
npernapara (TP HEPeperucTpaniy JOTOIHUTEIHHO
KOIIMI0O HOPMATHUBHOTO JIOKYMEHTa II0 KadecTBY,
yTBepkIeHHOTO B Pecnybimke Kazaxcram)**

pe3ybTaThl UCTIBITAaHUS CTAOMIIBHOCTH HE MEHEe YeM
Ha TPEX NMPOMBIIUIEHHBIX HJIH OIBITHO-IPOMBIIIJICHHBIX
(MMIOTHBIX) CepHUsIX

CBeleHUs1 0 mpoduiie pacTBOpeHust (AJs TBEPIBIX
JIO3UPOBAHHBIX JIEKAPCTBEHHBIX (OPM)

JAAHHBIC KOHTPOJIA HA )KUBOTHBIX

JIaHHBIE TI0 BEPOSITHOW OMACHOCTH ISl OKPY’KArOIIeH
cpebl ISl MpernapaToB, COJEPKAIIUX Te€HETUYECKU
HU3MEHEHHBIE OPTaHU3MBbl



L. JIOTIONTHUTENbHAs HH(pOpManus, MOATBEPIKIAI0IIas
Ka4ecTBO (IIpH HEOOXOIUMOCTH )

UYacTs III. ®apmakonornyeckas 1 TOKCUKOJIOTHYECKAS TOKYMEHTAIUS
III. Cognepxanue

JlaHHBIE IO TOKCHYHOCTU (OCTPOH M XPOHHUYECKOH), (
MEIUIIMHCKUN HMMMYHOOHMOJIOTHUECKUH TMpenapar -

T A.
TOKCHUYHOCTh IIPU OJTHOKPAaTHOM BBEJICHUU U BBEJICHUU
TTOBTOPHBIX J103)
III B. BrusHue Ha penpoayKTUBHYO (PYHKITHIO
I C. JlanHbIe 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
I D. JlaHHBIE IO MyTareHHOCTH
[T E. JlaHHBIE TT0 KAaHLIEPOT€HHOCTH
dapMakoaAMHAMHUKa (s MEAULNHUHCKUX
I F. T€HHO-OMOJIOTHYECKUX IPENapaToB — Pe3yIbTaTHI
HCCIIEIOBAaHNS PEAKTOT€HHOCTH)
dapMaKOKMHETHKA (mns MEAULMHCKUX
I G. MMMYHOOHMOJIOTMYECKHUX IIPENapaToB — pPe3yJbTaThl

cnenn(uIecKoil aKTUBHOCTH)

JlaHHBIE O MECTHO-pa3apaxkaronieM IeUCTBUHU (JIst
III H. MEIUIMHCKUX MMMYHOOHOJIOTHYECKUX IPErnapaTroB —
Ppe3yIbTaThl UCCIIEJOBAaHHUS MMMYHOTCHHOCTH)

JononaurensHas wH(OpMaNWs, HOATBEPKIAArONIast

1 Q.
Q 0e30macHOCTh (ITPH HEOOXOAUMOCTH )

Yacts [V. Kinanueckas mokyMeHTaus * **

Iv. Copnepxanue
IV A JdanHple 10 KIMHWUYEeCKOH  ¢dapmakomoruu  (
’ (apmakoanHaMuKa, (hapMaKOKMHETHKA)
IVB Knunamaeckas, nMmmyHosormdeckas 3hheKTHBHOCTh
IVvC Juarnoctryeckast 3 (heKTHBHOCTD
VD Pe3ynbraThl KIMHAYECKUX MCCIETOBAHNH (MCIIBITAHH),
Hay4HBIE ITyOIHUKAINH, OTYETHI
IV D1 JlaHHBIE TOCTPETUCTPALIIOHHOTO OIBbITA (TIPH HAJIMYHH)
IVE JononaurensHas wH(OpMaNWs, TOATBEP)KIAArONIast
3¢ eKTHBHOCTH
[Ipumeyanue:

* Ilpu mepepeructpalnuu OCYIIECTBIsIEMOW B cooTBeTCTBUHU I[IpaBunamu
rOCyJapCTBEHHOM perucTpanuy, NepeperucTpaluy JIEKapCTBEHHOIO CpeIcTBa WM
MEIUIIMHCKOTO WU3/ETHs, BHECEHUS U3MEHEHHMI B PETUCTPAIIMOHHOE JO0ChE JEKAPCTBEHHOTO
CpEICTBa WM MEIULIMHCKOTO u3enus npenocrasisitores yactu | u Il nanHoro nepeuns.

*# Jlns papmMakonedHbIX METOAMK MPEIOCTaBISAIOTCA JaHHbIE BEpUPUKALIUU.
TBEPKJACHHBIN MPOTOKOJ UCCIIEIOBAHUSA, YTBEPKIECHHBIN OTUET MCCIIEI0BAHUS
oo epKIe OTOKOJI UCCJIEAOBAHUS, epKIe OTUET HCCIIEIOBaHU,
azpelieHue peryasITOPHOrO OpraHa Ha MPOBEAEHUE HCCIeNOBaHUs (MpU HAIMYWU
>
0I00peHHe STUYECKOW KOMHCCHH, KOIMIO JOrOBOpa CTPaxOBAaHHUS OTBETCTBEHHOCTH
CIIOHCOpa B Clly4ae NPUYMHEHMs] Bpesa )KU3HU U 3[J0POBBIO CYOBEKTA HCCIEA0BAHUSA, KOTIUU



VHAMBUAYAJIbHBIX PErHCTPAIIMOHHBIX KapT CyOBEKTOB UCCIENOBAHMS (JIsI MEXTyHAPOIHBIX,
MHOTOLIEHTPOBBIX ~KJIMHHYECKUX wuccienoBanu 20 %), xpomartorpammbsl (mpu
NPEJAOCTABICHUU MCCIEIOBaHUS OHWOAKBUBAJIECHTHOCTH), KOIHUHU JIOTOBOPOB MEXIY
CIIOHCOPOM KJIMHMYECKOTO HUCCJEJ0BAHUS U UCCIEA0BATEIBCKUM IIEHTPOM (KOHTPAKTHOM
HCCIICIOBATENILCKOW opraHu3anueii) (B clydae HEOOXOAMMOCTH TIOCIE W3bITUS

KoH(puACHIIMATbHON HHPOpMAITUN).
[punoxenne 14
K NIpaBUJIaM PETUCTPALUU
JIEKapCTBEHHBIX CPEICTB
1 MEIUIIMHCKUX U3AEIIUN

[0 NpUHUUNY "eINHOro OKHA"
HepequL AOKYMCHTOB, IPCAOCTABIACMBIX OJIs OKCIICPTHU3BLI B ¢)opMaTe O6HIGI‘O
TCXHHUUYCCKOI'O I[OKYMCHTa

Ne /i HaumeHoBaHMe TOKYMEHTOB
Monyns 1.*
1.1. OO0mrast TOKyMEHTaIUs

Ceprudukar Ha hapMalreBTHUCCKUI MPOIYKT COMIACHO
pexoMenmanuu ~ BcemupHOW ~— opraHu3anuu
3paBOOXpaHEHUS (HoTapualibHO
3aCBUIETEIBCTBOBAHHBIN) (TIPH HAIWYWAN) WA
Ceprudukar (perucTpallioHHOE yIOCTOBEpEHHE) O
PETUCTPAIMK B CTpaHEe-NPOU3BOANTEIC (HOTAPHAILHO

3aCBUJIETEIbCTBOBAHHBIN (ITPU HAIUYHH)
1.2.1.
Cepruduxar GMP (c ykazaHueM JaThl U PE3yIbTaTOB

mocieaHei WHCTIEKITNHN ) (HOTapmaibpHO
3aCBUJIETEILCTBOBAHHBIN) WM ajpec caiiTa peecTpa
BBIJJAHHBIX YIOJHOMOYEHHBIM OPraHOM CEepPTU(HKATOB
cooTBeTcTBUsl TpeboBanuamM GMP (manpumep,
EudraGMP) B mH(OpMannoHHO-KOMMYHUKAIIHOHHON
cetu "UnTepuer"

JInneH3noHHBI AOTOBOP (COTJIAallleHWE) Ha MpaBo
1.2.2. MPOU3BOJICTBA (JI0 HCTEYCHUS CPOKa JACHCTBUS MaTeHTa
Ha OpUTHHAJBHBIN Npenapar)

CBezneHUsI O peTHCTPAINK JIEKAPCTBEHHOTO CPE/ICTBA B
Ipyrux CTpaHax C yKa3aHHEM HOMEpa U JaThl

1.2.3.
PETUCTPAIMOHHOTO YAOCTOBEpeHUs (WM KOMUU
cepTH(UKaTa UM PETHCTPALIMOHHOTO YI0CTOBEPEHHS)
1.2.4. Komms oxpaHHOT0 JOKyMEHTa Ha TOBapHEIHM 3HAK

Hexnapanuss 0 TOM, 4YTO B MpPOEKTax oOIIei
XapaKTepUCTHKE JIEKapCTBEHHOTO TIIpenapara u
WHCTPYKIHH TI0 MEAHIIMHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOTO CPEICTBA (JIMCTOK-BKIABIN) (anee —
OXJII u MHuctpykuus JIC)BOCTIpOM3BEACHHOTO,
THOPUIHOTO WM OMOaHaIOTrHYHOTOo (OHMOTOM00HOTO)
1.2.5. JIEKapCTBEHHOTO IpernapaTa OTCYTCTBYIOT OTIHYHS OT
neictBytomux OXJIII u  MUuctpykumu JIC
OpUTHHAIBHOTO (pedepeHTHOr0) JIEKapCTBEHHOTO
mperapara, 3a UCKIIOUYEHUEM OTINYUi WHPOPMAIHH O



1.2.6.

1.3.

1.3.1.

1.3.2.

1.3.3.

1.3.4

1.3.5.

1.3.6.

1.3.7.

1.4.

1.4.1.
1.4.2.
1.4.3.

L.5.

1.5.1

1.6.

IpPOU3BOJUTENE, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTaTENbHBIX BEIIECTB HE3HAYUMBIC PAa3IH4Ms B
OMOIOCTYIHOCTH WK (hapMaKOKIMHETHKE.

Pestome (mo 5 crpanui)) oOocHOBaHHII U (HaKTOB,

MOKAa3bIBAIOIINX, YTO JICKAPCTBCHHBIH IpernapaT

SIBJSICTCS BOCIPOU3BEACHHBIM, THOPHUIHBIM HIH

OmoaHANOTHYHBIM (OMOTIOTOOHBIM) JIEKAPCTBEHHBIM

MpernaparoM COOTBETCTBYIOUIETO OPUTHHAIBHOTO (
OMOJIOTUIECKOT0) JIEKApCTBEHHOTO TIpernapara.

OO0mmas XapakTepHCTHKA JCKAPCTBEHHOTO CPEICTBA,
WHCTPYKIHS TO0 MEIUIHUHCKOMY WPUMCHEHUIO (
JIMCTOK-BKJIAJIBII), MAPDKUPOBKA (I[BETHHIC MAKETHI):

OO6mras xapakTepHUCTHKa JIEKapCTBEHHOTO Ipernapara ¢
JaTol MOCIeJHero nepecMoTpa

YTBepxkACHHAsT HMHCTPYKIUA IO MEIUIUHCKOMY
MPUMEHEHHUIO JIEKapCTBEHHOTO cpeacTBa  (ams
opranusanuii-npoussoautencii crpan CoxpyxecTBa
HesaBucumsbix I'ocynapcTB), 3aBEpeHHAsA
OpraHu3alen-pou3BOJUTEIEM

[IpoexTsl 00mielt XapaKTEPUCTHKH JIEKAPCTBEHHOTO

cpernctBa (OXJIC), MHCTPYKIUH MO MEIHIIMHCKOMY

IpPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (
JIMCTOK-BKJIABIII) Ha Ka3aXCKOM M PYCCKOM SI3bIKaX

TekcT MapKUPOBKH MEPBUYHON U BTOPUYHON YIIAKOBOK,
3THKETOK, CTUKEPOB Ha Ka3aXCKOM M PyCCKOM SI3BIKaX

L[BeTHBIE MaKeThl MOTPEOUTEIBCKUX YIAKOBOK,
9THKETOK, CTUKEPOB B AJIEKTPOHHOM BHIE B (opmare
jpeg (mxwrrer) B Macmrabde 1:1

ITocTpounoe (pacnoyoXeHHOe MapanienbHO Ha OJHOM
nucte) cpaBHeHue pAedcTByromux OXIJII wu
Wuctpykumu JIC opuruHambHOTO (pedepeHTHOro)
nexapcTBeHHoro npemnapata u npoektos OXIJIII wu
Wuctpyxmn JIC BOCpon3BeIEHHOTO, THOPUIHOTO WITH
OmoaHAIOTHYHOTO (OMOTOJO0OHOT0) JIEKapCTBEHHOTO
mpemnapara C BBIJEICHHEM KW 00OCHOBaHHMEM BCeEX
OTJIMYUM.

BenoMmocTs n3MeHEHHMI ¢ yKa3aHHEM IOCTPOYHO
PacIoI0KEHHOTO CPAaBHEHHUSI BHOCUMBIX U3MEHEHHH C
YTBEPKIACHHON BEPCUEM.

Wudopmanus 06 sxcreprax

Wudopmanus 06 3KcriepTe Mo Ka4ecTBY

Nudopmanus 00 sxcriepTe N0 TOKIMHUYECKUM JaHHBIM
Hudopmanms 06 sxcrepTe M0 KIMHAYSCKHM TaHHBIM

OreHKa TOTEHIMATBHOM OMACHOCTH TSl OKPY KaloIIen
cpensl
JlexkapcTBEHHBIE IIpenapaTthbl, COAEpXKaIlUe WIN

MOTy4YEHHbIE U3 TCHOMOAN(HUINPOBAHHBIX OPTaHN3MOB

WUndpopmanuss oTHOcUTENnbHO (apMakoHan3opa
ycmyromonydyatens B Pecriyonuke Kazaxcran



1.6.1

1.6.2

1.6.3

1.6.4

Monynb 2.*

2.1.
2.2.
2.3.
2.3.8
23.8.1
2.3.8.2
2.3.83
23.5.4
2.3.8.5
23.8.6
2.3.8.7
23P
23.P.1
23P2
23.P3
2.3.P4

Mactep daiin cucteMbl (hapMakoHAA30pa JAepKaTes
PETUCTPALMOHHOTO YA0CTOBEPEHUs (IIPEACTABISACTCS B
ciliydae, Korja JepXaTellb PEerucTParHoHHOTO
yAOCTOBEpPEHHUsl BIEpBBIC TMOJAeT 3asBKy Ha
PETUCTPAIIHIO JICKAPCTBCHHOTO Mperapara) Wik KpaTkast
XapaKTepUCTHKa CUCTeMbl (hapMaKoHa/30pa JepKaTes
perucTpanuoHHOTO YIOCTOBEPCHUS (mpu
TIepPEePETUCTPAINH) BKITFOYAOIIAs: JOKA3aTEIECTBO TOTO
, UTO JIepXKaTelb PEerHCTPAOHHOTO YAOCTOBEPEHHUS
HMMEET B CBOEM PACIOPSIKEHUH YIIOJIHOMOYCHHOE JIUIO0
3a T700abHBINH (apMaKOHA30P; KOHTAKTHBIC JaHHbBIE
YHOOJHOMOYEHHOTO  JIMa 32  TJ00aibHBI
(dapmakoHan30p; JEKJIApanHio, MOAINUCAHHYIO
JIepKaTeIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUS O TOM,
4TO OH HMeeT CHcCTeMy (apmakoHag3opa st
BBIMOJIHEHHUSI 3a7a4y W o0s3aHHOCTEH 1O
MOCTPEruCTPALIMOHHOMY KOHTPOIO 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJCTB; CCHUIKY Ha MeCTO (aapec), Tae
XpaHUTCs MacTep-daiis cucTeMsl papMakoHaa30pa

[eproauyecky 0OHOBISIEMBIH OTYET O OE30MACHOCTH (
TIPH TIepEePETUCTPALINN)

[lnan ynpaBneHuss puckamu (s OPUTHHAIBHOTO
JEKapCTBEHHOTO TIpenapara, OHOaHAJIOTHYHOTO,
OMOJIOTHYECKOTO, OMOTEXHOJIOTMYECKOTO, a TaKKe
MMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO ITperapara)

JloOKyMeHT, NOATBEPKIAAIOUIUA YTO JepiKaTelb
pErucTpanuoOHHOTO YIOCTOBEpPEHHUS HUMEET
VIOTHOMOYEHHOe  (KOHTaKTHOE) JHI0 34
(apmakonamg3op Ha Teppuropuu PecmyOnuku
Kazaxcran

Pe3tome 0011€T0 TEXHUIECKOTO TOKYMEHTA
Cogepxanue Moaymeit 2-5

BBenenue B o0uMiA TEXHUYECKUHA JOKYMEHT
OO0muii OTYET MO KAYECTBY

AxTHBHas (apMarieBTHUeCcKast CyOCTaHIHs
Ob6mas napopmManus

IIpousBoacTBO

XapakTepucTuka

KoHTpoJbs akTHBHOTO BellecTBa
CrangapTHble 00pa3nbl WK BEIIECTBA
Cucrema ynakoBKa (yKyTopKa)
CraOuibHOCTB

JlexapcTBeHHBIN Ipenapar

OnucaHue U COCTaB JIEKapCTBEHHOT'O Mpernapara
dapmareBTHUECKas pa3paboTKa
IIpoussoacreo

KOHTpOJ’IB BCIIOMOT'aTCJIBHBIX BCIICCTB



23.P5
2.3.P.6
23.P.7
23P38
23.A

23.A.1

23.A2

23.A3
23R
2.4.
2.5.
2.6.

2.6.1.
2.6.2.
2.6.3.
2.64.
2.6.5.

2.6.6.
2.7.

2.7.1.

2.7.2.

2.7.3.

2.74.

2.7.5.

2.7.6.

Monyns 3. KauectBo*
3.1.

3.2.

3.2.8.

3.2.8.1.
3.2.5.1.1.
3.2.5.1.2.
3.2.8.13.
3.2.8.2.
3.2.85.2.1.

KoHTpoJIb JIeKapCTBEHHOTO Mpenapara
CranmapTHbIC 00pa3Ibl W BEIIECTBA
CucreMa ymakoBka (YKynopka)
CTabuNIbHOCTD

JlomomHeHus

TexHUUECKUE CPEIICTBA U 00OPYIOBAHHE

Ornenka 0€30MacHOCTH OTHOCHUTEIBHO TTOCTOPOHHUX
MHKPOOPTraHH3MOB

HoBble BcrioMorarenbHbIE BEIECTBA
PernonansHast vHGOpManys

00630p JOKIMHUYECKUX JAHHBIX
O030p KIMHAYECKUX AaHHBIX
Pesrome no JOKJIIMHUYECKUM AaHHBIM

Pestome Qapmakonorndeckux IaHHBIX B TEKCTOBOM
(dopmare

Pestome (hapMakooruuecKux JaHHBIX B BHJIE TAOIHI]

Pesiome papMakoKMHETHUECKHUX JaHHBIX B TEKCTOBOM
(dopmare

Pestome (hapMaKOKMHETHUECKHUX JAHHBIX B BHJE TaOINI]

Pe3toMe TOKCHMKOJOTHYECKHX IAHHBIX B TEKCTOBOM
(dopmare

Pe3roMe TOKCHKOIOrHUeCKUX JAHHBIX B BUJIE TaOJIHI]
PesroMme KIIMHHYECKUX HaHHBIX

Pestome OunodapmManeBTHYECKUX HCCICIOBAHUA |
CBA3aHHBIX C HUMH aHAJIMTUYCCKUX METO/0B

PesromMe  umcciaemoBaHMM MO KJIMHHUYECKOM
(hbapmakosorun

Pestome no knmHIYECKOH 3P PEKTHBHOCTH
Pestome 1o KIMHUYECKOH OE30IaCHOCTH
Komnus ncnonb30BaHHBIX JIUTEPATYPHBIX UICTOYHHUKOB

KOpOTKI/Ie 0630pI>I WHAWBUAYAJIbHBIX I/ICCJ'IG,Z[OBaHI/Iﬁ

Copnepxanue
OCHOBHBIE TaHHBIE

JlexapcTBeHHass cyOcTaHnus (s JIEKapCTBEHHBIX
MpenapaToB, KOTOPBIE cojaepxkaT 0Ooiee OJHOTO
AKTHBHOTO BeIeCcTBa, HH(OpMAIIUS MPEIOCTABISIETCS B
TTOJTHOM 00BheMe OTHOCHTEIHHO KaXKIAO0T0 U3 HUX )™ *

O01mas unpopmarus™*
Hazpanue**
Crpykrypa**

OO0mue cBoiicTBa**
IIpousBocTBO

IpousBoauTens**



3.2.8.2.2.

3.2.5.23.

3.2.5.2.4.

3.2.8.25.
3.2.5.2.6.
3.2.8.3.
3.2.8.3.1.
3.2.8.3.2.
3.2.5.4.
3.2.5.4.1.
3.2.5.4.2.
3.2.5.4.3.
3.2.5.4.4.
3.2.5.45.
3.2.8.5.
3.2.5.6.
3.2.8.7.
3.2.8.7.1.

3.2.8.7.2.

3.2.8.7.3.
3.2.P.
3.2.P.1.
3.2.P.2.
3.2.P2.1.
3.2.P2.1.1.
32.P2.12.
32P22.
32.P22.1.
32P222.
3.2.P.2.23.
3.2.P.23.
3.2.P.2.4.
3.2.P.25.
3.2.P.2.6.
3.2.P3.
3.2.P3.1.
3.2.P3.2.

3.2.P.33.

Onucanue MOpOU3BOACTBCHHOTO IHpoHecca U €ro
KOHTPOJIb

KOHTpOHB HNCXOJHBIX MaTE€pUaioB

KoHTponb KpUTHYECKHX 3TAaloOB U NPOMEKYTOUHOMI
TIPOLYKINHI

Banunamnus nporecca v (Wn) €ro oreHka
Pa3paboTka mpou3BOACTBEHHOTO MpoIecca
Xapakrepuctuka**

JloKa3aTenbCTBO CTPYKTYPHI H XapaKTePUCTUKU
pumecu™*

Kontpouns akTuBHOTO BemecTBa**
Criermnurarms™*

AHanuTHYECKHE METOIUKU* *

Banunanus anaMTHYECKUX METOIUK * **
AHanu3bl cepuit**

O6ocHoBanue crienuduKanyu

CranmapTHbIe 00pa3Ubl W BEIIECTBA
Cucrema ynakoBka (yKymopka)**
CrabunpHOCTR* *

Pe3romMe OTHOCHUTENIEHO CTAOMIIBHOCTH M BBIBOJIBI* *

[IpoTOKOJN  MOCTPETHCTPAIMOHHOTO  HM3YUYEHUS
CTaOMJIIBHOCTM M 0053aTeJbCTBA OTHOCHTEIHHO
crabmipHOCTH* *

JlaHHbIe 0 CTAOMIBHOCTH* *

JlexapcTBeHHBIN npenapar

Omnucanue 1 cocTaB JIEKApCTBEHHOTO TIperapaTa
dapmarneBTHuecKas pazpaboTka

CocraBHbI€ BelllecTBa JEKaPCTBEHHOTO MperapaTa
JlekapcTBeHHast cyOCTaHIUS

BcnomorarensHble BelecTBa

JlexapcTBeHHBIN npenapaT

Pa3paboTka cocraBa

Wznumku

DU3NKO-XNUMHYECKHE W ONOTIOTHIECKUE CBOHCTBA
Pa3paboTka mpou3BOACTBEHHOTO Mpoliecca
Cucrema ymakoBka (yKynopka)
Muxkpobuonorndeckue XapakTepuCTUKN
CoBMeCTUMOCTh

IIpousBoacteo

[pousBoautens (IIponsBogurenn)

CocraB Ha cepHro

Onucanue MPOU3BOJACTBCHHOI'O IMpoLeCcCa U KOHTPOJIA
mponecca



32.P34.

3.2.P3.5.

3.2.P4.

3.2.P4.1.
3.2.P42.
3.2.P.43.
3.2.P4.4.

3.2.P45.

3.2.P4.6.

3.2.P5.

32.P5.1.
3.2.P5.2.

3.2.P.53.
3.2.P.5.4.
3.2.P55.
3.2.P5.6.

3.2.P.6.
3.2.P.7.
3.2.P8.

3.2.P8.1.

3.2.P8.2.

3.2.P.8.3.

3.2.A.
32.A1.

3.2.A2.

32.A3.
3.2.R.
3.3.

KOHTpONh KPUTHYECKHX JTANOB U MPOMEKYTOUHOMH
MPOIYKIIUU

Banuparust npoiecca U (M) ero omeHka** **
KoHTpois BCIIOMOTaTeNbHBIX BEIIECTB
Criermudukanyu

AHaIUTHYECKHE METOIUKU

Banmmpanusa aHanuTHYECKUX METOIUK * **
O6ocHoBaHue crieruduKanui

BcnomoraTenbHbIe  BemeCcTBa UYEIOBEUYECKOTO H
JKUBOTHOTO TIPOMCXOXKACHUS (IIPH MUCTONB30BaHNU BB
KUBOTHOTO MJIM YEJIOBEUECKOTO IPOUCXOKACHUS
npepocTaBisieTcs  cepTU(UKATBl  BHPYCHOM,
0aKTepUOJIOTNYECKOI U IPHOHOBOM O€30MacHOCTH)

HoBble BcrioMoraTenbHbIE BEHIECTBA
KoHTpomb JIeKapcTBEHHOTO TpernapaTa
Criermndukanus (Cnenudukarim)
AHaNUTUYECKHE METOMKA

Y TBepKACHHBIH HOPMAaTUBHBIN JTOKYMEHT 110 KOHTPOITIO
KayecTBa W OE30MaCHOCTH B IJIEKTPOHHOM BHJEC B

(dopmate doc (Ipu mepeperucTpanuy JOMOTHUTEIHEHO
KOITUIO YTBEP)KICHHOTO HOPMATHUBHOI'O JOKYMEHTa B

Pecny6nuke Kazaxcran)

Banupanust aHaTUTHYECKUX METOINK
AHanu3bl cepuit

XapakTepucTuka npuMmeceit
Ob6ocHoBaHMs crienupukanuu(ii)
CraHgapTHble 00pa3lbl U BEIIECTBA
Cucrema yrakoBKa (YKyTIOpKa)
CraOuiIbHOCTh

Pe3tome n BBIBOZ O CTAOMIBHOCTH

[IpoTOKON  IOCTPErMCTPALMOHHOTO  HM3YYEHUS
CTa0OMWJIILHOCTH H 0043aTeNIbCTBA OTHOCHUTEIHHO
CTaOWIILHOCTH

JlaHHBIC O CTAOMIIBHOCTH
JlononHenus
TexHIUECKHE CPENICTBA U 00OPYHOBaHIE

OueHka 0€30MaCHOCTH OTHOCHTENIbHO HOCTOPOHHHX
MHUKPOOPTaHU3MOB

HoBrle BcrioMorartenbHbIC BEIECTBA
PernonansHas nHbopmarys

Komus ucoap30BaHHBIX JIMTEPATYPHBIX UCTOYHHUKOB

Mopynb 4. OTYeThI 0 TOKITMHUYECKUX (HEKITMHUIECKIX ) UCCIEI0BAHUAX

4.1.
4.2.

Copnepxanue

OTtyeTsl 00 UCCIIETOBAHUAX



4.2.1. ®dapmakoaorust

4.2.1.1. [lepBuunast hapmMakogMHAMHIKA

4.2.1.2. Bropuunas gpapmakoruHaMuKa

4.2.1.3. ®dapmakoJormaeckas 0€30MacHOCTh

4214, CDapMaKoEmHaanecxne JeKapCTBEHHBIE
B3aUMO/ICHCTBUS

422. dapMaKOKHHETHKA

42.2.1. AHaTUTHYECKHE METOAUKH U OTYETHI 10 BaJUIAINH

4222. AbcopOrms

4.2.2.3. Pacnpenenenue

4224, MeTtabonusm

4.2.25. DKcKpenws (BBIBEICHIE)

4226 CDapMaKOFHHeTquCKHe JIEKapCTBEHHBIC
B3aNMOAEHCTBUS

4.2.2.7. Jpyrue GpapMaKOKHHETHYECKUE UCCIICIOBAHUS

4.23. Toxcukonorus

4.2.3.1. TOKCHYHOCTH TIPY OJHOKPATHOM BBEICHHUU

4.23.2. TOKCHYHOCTH IPU MHOTOKPATHOM BBEICHUU

4233, ['eHOTOKCHYHOCTH (nH-BHTpO, HWH-BUBO,

TOKCUKOKHHCTHYCCKAs OI_ICHKa)

KaHuep OT'CHHOCTb (L[OJ'IFO CPOYHBIC HMCCJICAOBAHUS,

4.2.34.
KPaTKOCPOYHBIE HIIM CPEIHECPOUHBIE HCCIIEIOBAHMS)

PenponyKkTBHas ¥ OHTOTEHETHYECKAs] TOKCHYHOCTD:
GbepTUIBHOCT, M paHHEe dMOPHOHATIBHOE Pa3BUTHE,
4235 SMOpuo-(heTanbHOe pa3BHUTHE, MPEHATAIBHOE W
MOCTHATALHOE pAa3BUTHE; WCCIEJOBaHUs, Ha

HEMOJIOBO3PEIOM MOTOMCTBE C MOCIEAYIONUM

HaOIIOAEHUEM
4.2.3.6. MecTtHas NepeHOCUMOCTb

Jpyrue wuccieqoBaHus TOKCHYHOCTH: aHTUTCHHOCT,
AMMYHOTOKCHYHOCTh, HCCIICOBaHUSI MEXaHU3Ma
JEHCTBHUSA, JIEKAPCTBEHHAS! 3aBUCHMOCTH, METaOOIHUTEHI,
MIPUMECH U JP.

4.2.3.7.

4.3. Komus ucnonp30BaHHBIX TUTEPATYPHBIX HCTOYHIKOB
Monyns 5. OT4eTH 0 KITHHHYECKUX MCCICIOBAHNAX U (MITH) UCTIBITAHUSIX ** % *
5.1. Coneprxanue

IlepeueHp BcexX KIMHWYECKHUX HCCIeNOBaHUN  (
5.2. WCIIBITAHWH) B BUIE TAOIUI (Ha3BaHUE MCCIEIOBaHUH C
MIEPEBOJIOM Ha PYCCKUH SI3BIK)

5.3. OT4YeThl O KIMHIYECKUX HUCCICOAOBAHUAX (I/ICHI)ITaHI/IHX)

Otuersl 0 OHO(apMaIEBTHUYECCKUX HCCICIOBAHUAK:
OTUET HCCIEAOBAaHUH MO OHOIOCTYIHOCTH; OTYET
531 CPaBHHTEJIFHBIX MCCIIEIOBAaHUN 1O OMOJIOCTYITHOCTH H
o OMOIKBHUBAJIECHTHOCTH, OTYET [0 KOPPEISIHU

WCCIEOBAHNNH HWH-BUTPO, WH-BHBO; OTYET II0

OHOaHAIMTHYECKUM U aHAJTUTHYECKUM MECTOdaM



OT4eThl MCCIenoBaHUM MO (hapMaKOKUHETHKE IPU
HCIIOJIB30BAaHUHM OHWOMATEpHATIOB YEIOBEKAa: OTYET
5.3.2. HWCCIEeNOBAaHUN CBSI3BIBAHUS C O€lIKaMU; OTYeT
HCCIEeNOBAaHUM TMEYeHOYHOro MeTaboau3Ma U
B3aMMOJICUCTBUM; OTYET 10 HCCICIAOBAaHUSAM C
WCIOJIb30BaHNEM OMOMaTEpUajIOB YeIOBEKa

OTtueTsl 0 apMaKOKMHETHYECKHX HCCICAOBAHHUAX Y
YeJIOBEKa: OTUET HMCCIICAOBaHMH (hapMaKOKHHETHKH Y
3JI0POBBIX JI0OPOBOJIBIIEB U UCCIIEJOBAHHUIO NTEPBUYHON
MEePEHOCHUMOCTH; OTYET ucclieI0BaHuM
(apMakOKMHETHKH Y TMalUEeHTOB W HCCIIEIOBAHUIO

53.3. MEPBUYHON MEPEHOCUMOCTH; OTYET HCCIIECJOBaHUN
BHYTpeHHero ¢akropa (apMaKOKHHETHYECKUX
HCCICNOBAaHNM, OTYET WCCIEIOBAaHHHA BHEIIHETO
(akTopa papMaKOKMHETUIECKUX HCCIECIOBAHUMN; OTYET
HCCIICIOBaHUNH (apMAKOKUHETUKH B Pa3IMYHBIX
MOMYJIALUAX

OtyeTsl 0 (hapMaKOIMHAMHYECKUX HCCICAOBAHUIX Y
YeJoBeKa: OTYEeT MCCIIeNOBAaHMI (papMakoIUHAMHUKU H
(dapmakokuHeTHKN ((apMakOIUHAMUKHU) Y 370POBBIX
JOOPOBOIBIIEB; OTYeT ucciea0BaHuN
¢bapmakonuHaMuku ¥ (apMakOKMHETHKH  (
(hapMaKoMHAMUKH) Y TTALIMEHTOB

5.34.

Otuetsl 00 wuccnegoBaHud SPPEKTUBHOCTH U
0€30MacHOCTH: OTYET KOHTPOIUPYEMBIX KIMHUYECKUX
WCCIICIOBAaHUN IO 3asABJICHHBIM TOKAa3aHUSIM; OTYET
HEKOHTPOJIMPYEMBIX KIMHUYECKUX HCCIEIOBaHUM;
5.3.5. OTUETHl aHalW3a JAaHHLEIX O0ojiee YeM OJHOTrO
WCCIIEIOBAHUSA, BKJIIOYas JIOOBIe QopMaIbHEIS
WHTCTPUPOBAHHBIE aHANW3Bl, METAaHAIW3Bl W
MEepeKPEeCTHBIE aHAIW3bl; OTYETHl 10 JPYyTHM

HCCIICIOBaHUAM
5.3.6. OT4eTBl 0 NOCTPErHCTPALUOHHOM OIBITE IPUMEHEHUS
537 OO6pas31bl HHAUBUYAIBHBIX PETUCTPALIMOHHBIX GOopM H

R WHIUBHUyaIbHBIE CIIMCKHU MMAI[HEHTOB
5.4. Komnus ncnonp30BaHHBIX JIUTEPaTypHBIX HCTOYHUKOB

[Ipumeyanue:

* Ilpu mepepeructpaluu JeKapCTBEHHOTO CPEICTBA MPEAOCTABISAIOTCS MOAyu 1-3.
3aKkpbIThie YacTH JApar mactep - (aiia mperoCcTaBIAIOTCA IO 3alpocy 3KCHEPTHOM
OpraHu3alliy B X0JI€ IKCIIEPTHBIX padoT.

** [1pu mepeperucTpaly IpeaoCTaBIAIOTCS PEe3yabTaThl CTAOMIBHOCTH, CEPTU(PHUKATHI
KauecTBa (cepTUdUKAT aHaIM3a, MPOTOKOJ HUCIBITAHUM) JUISI CEpUl, MPOU3BEJCHHBIX B
MOCTPETUCTPALIMOHHBIA TMEpUOJ aKTUBHON (apMalleBTUUECKON CyOCTaHIIMU U (WJIH)
JIEKapCTBEHHOTO Mpenapara. Eciii oTaeapHbIe YaCTH JOKYMEHTALIMU HE BKJIIOUEHBI B JIOCHE, B
COOTBETCTBYIOILIEM pa3jeie HEeoOXOIMMO MpeICTaBUTh OOOCHOBaHue. [[ns mpemnapatos
KUBOTHOTO TPOUCXOXKACHUS B pasaene 3.2.S HeoOX0auMO TPEACTAaBUTH CIECAYIOIIHE
JOTIOJTHUTENIbHBIE CBEJICHUS: TaHHbIE OTHOCUTEIBLHO BU/a, BO3pAcTa, palluOHa KUBOTHBIX, OT



KOTOPBIX TOJIYYEHO CBIPhE; JaHHBIC O XapakTepe (KaTeropuu) TKaHU, U3 KOTOPOU MOIYyYEeHO
CBIpbE JUISI TIPOU3BOJICTBA JIGKAPCTBEHHOT'O Tperapara, ¢ TOYKH 3PEHUS €ro OMacHOCTH
OTHOCHUTCIILHO COJCPKaHHS IIPUOHOB; TEXHOJOTHYECKas cxeMa OO0paOOTKH CBIPhS C
yKa3aHUEM 3KCTPAreHTOB M TEXHOJIOTMYECKHX IMapaMeTPOB; METOJbI KOHTPOJS KayecTBa
CHIPBSI, BKJIIOYass METOJBI BBISABJICHUSI MPHOHOB B JICKAPCTBEHHOM TMpemnapare (mpu
HeoOxoaumocTH). JlomyckaeTcs mnpemocTaBiieHHe A0KymMeHTOB Monayneit 3, 4, 5 Ha
AQHTJIMACKOM SI3BIKE C TIEPEBOJIOM Ha PYCCKUU S3BIK CICAYIOMIMX pa3aesioB Momayis:
cnenudukanuu (3.2.P.5.1.), ananuruueckue wmeroguku (3.2.P.5.2.), oGocHoBaHUE

cnenudukanuii (3.2.P.5.6.).

*a% Jlnst papMaKomeHBIX METOIMK MPEOCTABIISIIOTCS JaHHBIC BepU(DUKAIUH.

X Banupanus mporeccoB, MPOBOJUMBIX B aCENTHUYECKUX YCIOBHUSIX, BKIIOUACT
MOJICIMPOBAHUE TIpoIlecca C HCIOJIb30BAaHUEM THUTATSIABHON cpeabl (HamOJTHESHHUE
MUTaTEILHBIMU CPEJIaMU).

EEEE IS KaXKAOTO KIMHHYECKOTO HCClenoBaHMsA (B T.4. HMCCIEIOBAHMS
OMODKBHUBAJIEHTHOCTH) MPEAOCTABIISIIOTCS: YTBEPXKJICHHBIH TPOTOKOJ HCCICAOBAHUS,
YTBEPKJACHHBIA OTYET MUCCIICAOBAHUS, Pa3peIIeHUEe PETYISATOPHOTO OpTaHa Ha MPOBEICHHE
vuccienoBanus (IpU HaIUYKMH), OJOOpPEHHE JTUYECKOM KOMHCCHH, KOIHIO JO0TOBOpa
CTpaxOBaHUS OTBETCTBEHHOCTH CIIOHCOpA B CiIy4yae MPUYMHEHHUS BpeJa KU3HU U 370POBBIO
CyOBEKTa HCCIICAOBAaHUS, KOMUH HHIWBUAYAITbHBIX PETHCTPAIMOHHBIX KapT CyOBEKTOB
UCCIIe0BaHUS (11 MEXTYHApOIHBIX, MHOTOIIEHTPOBBIX KIMHUUYECKUX ucciaeaoBanuii 20%),
XpoMaTtorpaMMbl (TP MPEIOCTABICHUN HWCCICIOBAHUS OHOIKBUBAICHTHOCTH), KOIUU
JIOTOBOPOB MEXKJIy CIIOHCOPOM KJIIMHUYECKOT'O0 UCCIEAOBAHUS M UCCIEI0BATEIbCKUM IICHTPOM
(KOHTpaKTHOM HCCIIEIOBATEILCKON Opranu3anueil) (B ciiyyae He0OXOIMMOCTHU MOCIE U3bITHUS

KOH(pUIEHIINATLHOW HH(pOpMAITUN).
[punoxenwne 15 k npaswmIam
peruCTpanyy JIEKapCTBEHHBIX
Cpe}lCTB U MCOUILMHCKUX I/I3}1€J’II/II‘/‘I
10 MPUHIUMY "eINHOr0 OKHA"

ITepeqens npenoCTaBIsSEMBIX MATEPHAJIOB PETHCTPAIMOHHOTO JOCHE B 3aBHCHMOCTH OT BHJaA
JIEKapCTBEHHOT'O CPEACTBA

1. 17 sKCnepTU3bl IPU TOCYIaPCTBEHHOM PETUCTPALMA OPUTHMHAIIBHOIO JIEKAPCTBEHHOTO
CpPEeACTBa U €r0 HOBBIX JIEKAPCTBEHHBIX (OPM, B TOM YHUCJIE HMMYHOOHOJIOTHYECKOTO
Ipernapara npegoCTaBISIOTCS MOJIHBIA KOMIUIEKT PEFUCTPALMOHHOTO JOCHE.

Ha momeHT momaum 3asBiIEHHsS HAa DSKCIEPTHU3Y JIEKApPCTBEHHOIO CpEACTBA
NPEAOCTABIIAETCS PETUCTPALMOHHOE JOChE C JaHHBIMU KIMHUYECKUX HccienoBanui I — 11
dba3bl.

2. Bocnipou3sBeAeHHBIN JIEKAPCTBEHHBIN MpenapaT



Jl1s1 BOCTIpOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB AaHHbIE (hapMaleBTHUECKON
pa3pabOTKHU NPEACTABIIAIOTCS B CPABHEHUH C OPUTHMHAIBHBIM UM pedEepeHTHBIM MpernapaTom

Jns mokaszaTenbCcTBa YKBUBAJICHTHOCTU T€HEPUKA C OPUTHHAIBHBIM (pedepeHTHBIM)
npemapatoM B Moxayne 5 ¢dopmata OTJl wnm wactu IV Ilepedns mOKyMEHTOB,
IPEI0CTaBISIEMBIX ISl AKCIEPTU3bl npousBoautensmu Pecnyonuku Kazaxcran (manee —
[lepeyeHb) B pETUCTPAIMOHHOM JOChE TEHEPUKA TMPEIAOCTABISIOTCS PE3YJIbTATHI
HUCCIECAOBAaHUK B COOTBETCTBUM ¢ IlpaBuiiamm npoBEIEHUS HUCCIECHOBAHUMU
OMO’KBHBAJICHTHOCTH JIEKAPCTBEHHBIX MpENapaToB B paMkax EBpa3nuiicKOro 5KOHOMHUYECKOTO
coro3a, yreepxkaeHHbIMU Pemennem CoBeta EBpa3suiickoi 3KOHOMHYECKONW KOMHUCCHHU OT 3
HOs10ps1 2016 roma Ne 85.

B Mogpyne 1 wim Yactu I [lepeuns yciayronoisydaTenb NpeloCTaBiIseT pe3toMe (10 5
CTpaHHIl) 000OCHOBAHMM U (HhaKTOB, MOKA3bIBAIOIINX, YTO JIEKAPCTBEHHBIN Mpenapar sSBIseTCs
BOCIIPOM3BEAECHHBIM JIEKAPCTBEHHBIM IPENapaTOM COOTBETCTBYIOIIETO OPUTHHAIBHOTO
JIEKapCTBEHHOI'0 TIpernapara. YKa3aHHOE PEe3IoMe COACPKUT UHPOPMALIUIO O Mpernapare, ero
Ka4E€CTBEHHOM COCTaBE M KOJIMYECTBEHHOM COJEPKaHUM B HEM aKTUBHOTO BEIIECTBA, €TO
JeKapcTBeHHOW dopme u npoduie 6e3omacHoCTH U (Min) d(PGEKTUBHOCTH €ro aKTHBHOTO
BEIIECTBA MO CPABHEHUIO C AKTUBHBIM BENIECTBOM OPUTMHAILHOTO MpeErnapara, a TaKkKe
CBEJICHUS 0 OMOJIOTMYECKOM IOCTYIMHOCTH M OMOAKBUBAJICHTHOCTH JAHHOTO Tperapara.

3. 'uOGpuaHBINA TeKapCTBEHHBIN Mpernapar
JIns rocyaapCTBEHHOW PETHCTpAalid THOPHWIHOTO JIEKAPCTBEHHOTO Ipemnapara
IPEAOCTABIISIOT CIEIYIOIINE TaHHbIE:

B Moayne 1 nim Yactu [ Ilepeuns yciyromonydarenb NpeaoOCTaBISIET KPATKYIO
uHopmaruio, 00obmarnyr0 000cHOBaHUS W (PaKThl, YTO JIEKAPCTBEHHBIN IMpernapar,
SBJISIETCSI THOPUAHBIM 1O OTHOIICHHUIO K COOTBETCTBYIOIIEMY OPUTHMHAIBLHOMY IMpenapary.
O6o06menue comepkuT UHPOPMALMIO O TIpenapare, aKTUBHOW (apmaleBTHYECKON
cyOCTaHIIMM, JICKApCTBEHHOU (opme, N03MPOBKAX, MOKA3aHUSIX K MPUMEHEHHIO, Crocode
MIPUMEHEHHUS 110 CPABHEHHIO C OPUTHHAIBHBIM MIPETapaToM, a TakxKe, MPU HEOOXOIUMOCTH,
CBEJICHUSI 0 OMOJOCTYTHOCTH U OMO3KBUBAJIEHTHOCTH JIaHHOTO TMIpernapara.

B onpenenenHbix ciiyyasix TpeOyeTcs MIaH yIpaBJICHUs] PUCKAMH.

B cnydae oTCyTCTBUSI ONpEACICHHBIX JIEMEHTOB MPEJICTABISETCS 000CHOBAHUE HMX
OTCYTCTBHSI B COOTBETCTBYIOILIEM Pa3Ieiie.

B o0030pe MOKIMHWUYECKUX M KIWHUYECKUX IAHHBIX YJHENsIeTcss 0c000e BHUMAaHUE
CJHEYIOIINM AJIIEMEHTaM:

pestoMe mpoduiis mpuMeceld aKTUBHOTO BemiecTBa (M B COOTBETCTBYIOIIHUX CITydasX,
BO3MOYHBIX TTPOJYKTOB Pa3I0KEHUs, 00pa3yomuXcs TPy XpaHEHUH) B CEpUsIX Mperapara,
KOTOPBIN TOJIJICKHUT peanu3anun Ha (apMaIieBTUIECKOM PHIHKE;



OOHOBJICHUE JIUTEPATYPHBIX MyOIUKAIMIA IO aKTUBHOMY BEIIECTBY B pPaMKax HACTOSIIIEH
3asBKM Ha PETUCTpalLIIO; JaHHOE TPeOOBaHME BBIMOJHAETCS MYTEM CCBHUIOK HA CTAaThH B
PELEH3UPYEMBIX KypHAIAX;

KOKIbIA MYHKT B OOIIEN XapaKTepUCTHKE JIEKAPCTBEHHOI'O Mpemnapara, paHee He
W3BECTHBIN WM BBITEKAIOMIMI U3 XapaKTepUCTUK Mpernapara u (Win) ero TeparneBTUYeCKON
IPYIIbI, MPOAHATU3UPOBATh B JIOKIMHUYECKUX M KIMHUYECKUX 0030pax (pe3tome Hu
MOJAKPENUTH JOKA3aTeIbCTBAMU U3 OMYOJIMKOBAHHOW JIUTEpATyphl U (WIH) U3 PE3yJIbTaTOB
JOTIOJIHUTEIIBbHBIX UCCIIEIOBAHUI;

[IpencraBuTh AOMOJHUTENBHYIO HH(GOPMALIMIO, JOKA3bIBAIOLIYIO, YTO Npoduiu
Oe3omacHocTH U (WH) 3¢ (HEKTUBHOCTH 3asABJICHHOTO IIpenapaTa He OTJINYAI0TCS OT TAKOBBIX
y pedepeHTHOro mpemnapara (pe3roMe COOCTBEHHBIX JOKIMHUYECKUX U (WJIM) KIMHUYECKUX
HCCIICIOBAHUM ).

Pe3ynbpTaThl HOKIMHUYECKUX M (WJIM) KIMHUYECKUX HCCIEAOBAHUM THOPUIHOTO
JIEKapCTBEHHOTO Ipenapara BKJIIOYAET B COOTBETCTBYIOIIME pasaensl Monynen 4 u 5 wim
Yacru III, IV Ilepeuns.

[IpoBeaeHne TONMOJIHUTENBHBIX UCCIEIOBAHUN, HEOOXOAUMBIX JIJIi BOCIIPOU3BEAEHHBIX
JIEKapCTBEHHBIX MPEnapaToB U THOPUTHBIX MTPENAPATOB:

1) paznuunble coyn (CIOKHBIE) 3PUPHI (KOMIUIEKCHI) UX MPOU3BOIHBIE (C OJHOM U TOM XKe
AKTUBHOM YacThbI0O MOJIEKYJIbl) MPEJOCTABIISIIOT JOKA3aTeNbCTBA TOTO, YTO HET HUKAKUX
U3MEHEHUN B (DapMaKOKWHETHKE aKTUBHOW YaCTH MOJIEKYJIbI, (papMakogrHaAMUKe U (WJIN)
TOKCUYHOCTH, KOTOPbIE CYIIECTBEHHO BIUSIOT Ha poduib 6e3omacHocTd (3¢ (HEeKTHBHOCTH)
(uHAaYe paccMaTpUBAETCS KaKk HOBOE aKTUBHOE BEIIECTBO);

2) apyroi crnoco0 npuMmeHeHus (Apyras) JiekapcTBeHHas dopma (1151 mapeHTePATbHOTO
BBEJICHUSI, HEOOXOMMO MPOBOJIUTH PA3IINYUS MEXKITY BHYTpHAPTEPUAIbHBIM, BHYTPUBEHHBIM,
BHYTPUMBIIICUHBIM, TTOJKOXHBIM U JAPYTUMU METOJaMU BBEJCHUS) HOBBIM MyTh BBEICHUS
MHas JeKapcTBeHHas Gopma (Ipu TOM K€ Croco0e BBEIEHUS ) MPEJOCTABIAIOT KIMHUYECKUE
naHHbele  (Oe3zomacHOCTh  A(PEKTUBHOCTH), UCCIEAOBaHUSA  (PapMaKOKMHETHKH,
COOTBETCTBYIOIIHE TOKJIMHUYECKHE TaHHbIE (HAIPUMEP, MECTHAsI IEPEHOCUMOCTD), €CIIU ITO
IPUMEHUMO;

3) npyrasi J03UPOBKA MPU TOM K€ ITyTU BBEJCHUS (JIEKAPCTBEHHOU (POpME) U MOKAZaHUSIM
K IPUMEHEHUIO MPEOCTABIIAIOT UCCIIEIOBAHUS CPABHUTEIHHOM OMOTOCTYTHOCTH;

4) cBepXxOMOAOCTYIHBIE TIpenapaTbl NP COXPAHEHWU MHTEpPBAJa JO3UPOBAHUA, HO CO
CHWKEHUEM J103bl, IPEJHA3HAUYCHHBIE I TOCTHIKEHUS CXOJHOM KOHUEHTpAUuHu B IIa3Me (
KpPOBH) MPEIOCTABISIOT UCCIEI0BAHNS CPABHUTEIBbHON OMOJOCTYITHOCTH.

4. buonoruyeckue npenapaTsl

1) Jlna nexapcTBEHHBIX MpPENapaToB, MOJIYYEHHBIX W3 KPOBHM WM IJIa3Mbl YeJIOBEKa
YCIYronojiy4yareib MPEeAoCTaBIsSET IOJHOE PErMCTPALMOHHOE JI0ChE JEKAPCTBEHHOIO
npernapara, KOTOpoe COIPOBOXKIAETCS MPUIIOKEHUEM OTIEIBHOr0 MacTep-Gaiiia Ha 1mia3my.



Macrep-daiin Ha m1a3My KpOBH SIBIISIETCS CAMOCTOSTEILHBIM JJOKYMEHTOM, OT/IETBHBIM
OT PErucTPalMOHHOrO J0ChE JIEKAPCTBEHHOI'O Mpernapara U COJAEpKAUIUM BCE 3HAUMMBbIE
MOAPOOHBIE CBEJICHUS O XapaKTEPUCTUKAX BCEH IMIIa3Mbl KPOBU YEJIOBEKA, HCTIOJIB30BAHHON B
Ka4eCTBE HCXOJHOI0 Marepuana W (WJIHM) ChIpbS MPU MPOU3BOACTBE CyOdpakuuii uiu
MPOMEXKYTOUHBIX (PpaKInif, KOMIIOHEHTOB BCIIOMOTATEIbHBIX BEIIECTB WM AaKTUBHBIX
BEIIECTB, SBJSIONIMXCS YaCThIO JICKAPCTBEHHBIX MPENapaToB WM MEIUIIMHCKUX U3JICIIHA;

KX/l [IEHTP WU yUpexkJeHue, (pakiuoHupyromue (nepepadaTbiBaoniue) miasmy
YeJIOBEeKa MOATOTABIMBAIOT U MOJACPKUBAIOT B OOHOBJICHHOM COCTOSIHUM HA0Op MOAPOOHOM
3HaUYMMOM MH(pOpPMaIINH, YKa3aHHOU B MacTep-(daiisie Ha T1a3My KpOBH;

€CJIM PETUCTPALIMOHHOE JOChE OTHOCHUTCSI K KOMIIOHEHTY, TOJIyYEHHOMY U3 IJIa3Mbl, TO
IS UCTHOJIb30BAaHHOW TMJja3Mbl B KayeCTBE MCXOJHOrO wmarepuaia (ChIpbs)
MpeayCMaTPUBACTCS CChUIKA Ha MacTep-(haiii BiIaaemblia.

Mactep-aiin Bragenplia COAEPKUT CIEAYIOMYI0 HHPOpPMAIMIO O TjIa3Mme,
MCITOJIb30BAaHHOM KaK UCXOJHBIN MaTepHal (ChIphbe):

MPOUCXOK]ICHUE TIIIa3MBbl:

nH(pOpMAaIIs 0 IEHTPAX WIN YUPEKICHUAX, B KOTOPBIX MPOBOJUTCS COOP KPOBH (TLJ1a3Mbl
), BKJTIOUasi JaHHbIE 00 MHCTICKIIMU U TIPEICTABIICHUE CIICIIUAILHOTO Pa3pelleHHs Ha BEJICHHE
JAHHOTO BHUJA JIESITEIbHOCTH, a TAaKXKE JMUJEMHOJIOTUYECKHE JaHHble 00 WHQEKIUAIX,
MepearoIInXCcs Yepe3 KPOBb B PETHOHE, T'Ie MPOU3BOIUTCS 3ar0TOBKA KPOBU (TUIa3Mbl);

uHdOpMaIs O LIEHTPaX WK YUPEKACHHUIX, B KOTOPBIX MPOBOAUTCS KOHTPOIb JOHAIUN U
MyJIOB TIJIa3MbI, BKIIFOYAsh WHCTICKIIMOHHBIA M PETYJIATOPHBIN CTAaTyC 3THX IICHTPOB WIIU
YUPEKICHUN;

KpUTEpUU 0TOOpa (MCKITIOUYEHHS ) TOHOPOB KPOBH (T1J1a3Mbl);

OIMCAHUE JICUCTBYIOIIECH CUCTEMBI, MO3BOJISAIONICH OTCIEAUTDh MYTh KAXKI0MW JOHALIMU OT
YUpEKIEHUs, TIe COOMParOT KpoBb (IJIa3My), 10 TOTOBOTO JIEKAPCTBEHHOI'O Ipernapara u
Hao00O0pOT;

KauyeCTBO IUIa3Mbl U €€ 0€30MaCHOCTb:

COOTBETCTBHE KAa4eCTBA CTAThsIM (MOHOTpausiM) TOCYIapCTBEHHBIX (hapMaKoIIei;

KOHTPOJIb COOpaHHOM KpOBH (IJIa3Mbl) U €€ MYJIOB Ha HAJIMUKe BO30yauTeNned nHpEKIuH,
BKJIIOYast UHGOPMAIMIO O METO/IaX KOHTPOJIS U B ClIy4ae MyJIOB IUIa3Mbl - JaHHbIE BaluJallun
UCIIOJIb30BaHHBIX METOJIUK;

TEXHUYECKUE XAPAKTEPUCTUKU KOHTEUHEPOB sl cOOpa KPOBHM U IJIa3Mbl, BKIIHOYas
uH(dOopMaIuio 00 UCTIOIH30BAHHBIX PACTBOPAX AHTUKOATYJISIHTOB;

YCJIOBUS XpaHEHUS U TPAHCIIOPTUPOBKHU TJIa3MBbl;

mporieIypa XpaHeHus J000T0 MaTepuaia, UCIOIb3yeMOro JUIsl MPOU3BOICTBA U (KJTH)
NEepHOJ] KapaHTUHA;

XapaKTEepUCTUKA ITyJia MJ1a3Mbl;

OMMCAaHUE YCTAHOBJICHHOW CHUCTEMBbI B3aUMOJICUCTBUS MEXKIY HPOU3BOJAUTEIEM
JIEKapCTBEHHOI0 TIpernapara, MOJy4eHHOr0 U3 TUIa3Mbl, U (WJIK) LEHTPOM WIH YUPEKICHUEM,



(bpakHOHUPYIOMIMM | (KUJTH) TIepepadaThIBAIOIINM TUIa3My, U LIEGHTPOM HIIA YUPEKIACHUEM 110
cOOpYy ¥ KOHTPOJIIO KpOBH (IIJIa3Mbl), & TAK)KE COTJIACOBAHHBIC MU CTIEIU(DUKAIIMY HA TUIa3My

Macrep-daiin Ha TIa3My TakKe COAEPKUT MepeyeHb JIEKapCTBEHHBIX MpenapaToB, Ha
KOTOpPBIE OH PACIPOCTPAHAECTCA, HE3ABUCUMO OT TOTO, SIBIIIIOTCS JIA 3TU JIEKAPCTBEHHbIE
npernaparbl 3aperuCTpUPOBAHHBIMU, HAXOASATCS B IPOILECCE PETHCTPALUHM WM B CTAAUU
KJIMHUYECKUX HUCCIIEOBAHUM.

Macrep-daiin Ha rIa3My MOAJIEKHUT €KEr0THOMY OOHOBJICHHIO ¥ TTIOBTOPHOM SKCIIEPTH3E.

[Ipu BHeceHMU M3MEHEHUU B macTep-(ailyl Ha MIa3My OH MOMJIEKHUT IKCIEPTU3E B
COOTBETCTBHUM C IPOLEAYPOU BHECEHUSI U3MEHECHUU.

2) B oTHoOIIEHUU BaKIUH JJII MEAUIIMHCKOTO MPUMEHEHUs] TPEOOBaHUS K UCXOIHBIM
MaTepuaiiaM M CHIPBIO 3aMEHSIOTCS MacTep ¢aijioM BaKIMHHOTO aHTUTEHA. B ciydae
BAKIIMHBI, HE SBJSAIOLICHCS BaKIMHOW I MNpOPUIAKTHUKM TpUINa YeJOBEKa,
npeaocTaBisieTcs Mactep (aitn BaKIMHHOTO aHTUTE€HA ISl KaXKAOTO aHTUTEeHA, KOTOPBIM
ABJISIETCS AaKTUBHBIM BEIIECTBOM 3TOM BaKI[UHBI.

Macrtep-daiin BaKIIMHHOTO aHTUI€HA COACPXKUT CIEAYIOUIYI0 HH(POpPMAIUIO,
M3BJICUCHHYIO M3 COOTBETCTBYIOIIEH udacTu (AKTHBHas (apManeBTUUYECKasi CyOCTaHIWA)
moxyJia 3 "KauectBo".

AKTHBHOE BEIIECTBO:

obmass mHpopmanus, BKIHOUYAsl CBEJICHHUS O COOTBETCTBUU CTaThe (MOHOTpadum)
rOCyJapCTBEHHBIX (hapMaKomeH;

uHdOpMaIUs O MPOU3BOIUTENE AKTUBHOTO BEIIECTBA: UH(POpMAIIKs O IPOU3BOICTBEHHOM
MpoIecCce, HMCXOAHBIX MaTepUalax M ChIPbE, CHEIUATBHBIX MEpPaxX OTHOCUTEIBHO
TPAHCMHUCCUBHBIX TyO4aThIX »SHIledaaonaTUii U OIlEHKE Oe30MacHOCTH TOCTOPOHHUX
MH(EKIMOHHBIX areHTOB, TOMEIIECHUAX U 000PYy10BaHUY;

XapaKTepUCTHKA aKTUBHOT'O BEIIECTBA;

KOHTPOJIb Ka4€CTBA aKTUBHOTO BELIECTBA;

CTaHJapTHBIE 00Opa3Ilbl U MaTEPHUAIIBL;

NEPBUYHAs YIIAKOBKA M YKYNIOPOYHAsl CHCTEMa aKTUBHOT'O BEILIECTBA;

CTaOMJIBHOCTh AKTUBHOT'O BEIIECTBA.

J{1s1 HOBBIX BaKIIMH, KOTOPBIE COJIEPKAT HOBBIM BaKIIMHHBIN aHTUTEH, YCIYTONOJIy4YaTelb
MOJAET MOJHOE PETUCTPALIMOHHOE 10ChE, BKIIIOUasi BCe MacTep-(ailyibl BAKIIMHHOTO aHTUT€HA
Ha KaXIbI BAKIUHHBIM AHTUIE€H, KOTOPBIM SIBISAETCA YAaCThbIO HOBOW BaKIHWHBI, €CJIH
MacTep-(dailyl BAKIIMHHOTO aHTUT€HA Ha TaKOW BAKI[MHHBIA aHTUTEH OTCYTCTBYET.

VYkazaHHble TPEOOBAHUS TaKKE MPUMEHSIOTCS K KaK0M BaKIMHE, KOTOpas COCTOUT U3
HOBOM KOMOMHAIIMY BaKIIMHHBIX aHTUT€HOB, HE3aBUCUMO OT TOTO, SIBJSIETCS OJMH WK OoJiee
AHTUT€HOB YaCThIO BaKI[MH, KOTOPHIC YK€ 3aPETrUCTPUPOBAHBI.

[Ipu BHeceHMH M3MEHEHHMH B MacTep-(daill Ha BaKIMHHBIA aHTUTEH, MacTep-(daiin
MIOJIJIEAKUT IKCIIEPTU3E B COOTBETCTBUHM C MPOLEAYPO BHECEHUS N3MEHECHUM.



5. buoaHanOTMYHBIN JE€KApCTBEHHBIM mpemnapar (Omoananor, OHOMOMOOHBIM
JIEKapCTBEHHBIN Mpenapat, OMOCUMUIISP)

Jlist oKcriepTr3bl OMOAHATIOTHYHOTO JIGKAPCTBEHHOTO TMperapara MpeaoCTaBISIOTCS
JAHHBIC CPAaBHHUTCIBHBIX MCCICIOBAaHMH €Tr0 C OpPHTHMHAIBHBIM (pedepeHTHBIM)
OMOJIOTHYECKUM JIEKAPCTBEHHBIM CPEJCTBOM B COOTBETCTBUHU ¢ [IpaBmiamu mpoBeneHUs
UCCIIEIOBAaHUN OMOJOTHMYECKUX JIEKAPCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
AKOHOMHUYECKOTO COK03a, yTBEepKIeHHbIMU Pemennem CoBeta EBpa3niiCkoi 3KOHOMHYECKOM
koMuccuu oT 3 HosiOps 2016 roga Ne 89.

B Moayne 1 ¢opmara OT/l peructpanuonnoro gocbke wiau Yactu | Ilepeuns
YCIIYTOToJy4aTeNib MPEJICTABISIET pe3toMe 000CHOBAaHUU W (DAKTOB, TOKA3BIBAIOIIUX, YTO
JIEKapCTBEHHBIA Mpemnapar, IMoJaBaeMblii Ha JIKCIEPTU3Y, SBISETCS OHOAHATOTHUYHBIM (
O0MomoAO0OHBIM) JIEKAPCTBEHHBIM TMpEmapaToM OpUTHHATBLHOMY (pedepeHTHOMY)
JIEKapCTBEHHOMY Tipenapary. Pe3toMe cofepkut nHPopMalrio o JIeKapCTBEHHOM Tperapare,
aKTUBHOM BEIIECTBE, JEKAPCTBEHHOU (Popme, TO3UPOBKAX, MOKAa3aHUSIX K MPUMEHECHUIO U
crocobe MpPUMEHEHUs B CPAaBHEHWUU C aHAJOTMYHOW WHPoOpMamuedt o0 OpUrHHAIBHOM (
pedepeHTHOM) JIeKapCTBEHHOM Ipernapare.

B Monyne 1 dopmara OT/] peructparnmontoro nocke win Yactu I [lepeuns Bmecrte ¢
KpaTkoi wuHpopManueln o cucreme ¢papMakoHaI30pa JAEp:KATeNsl PEerucTpalliOHHOTO
YAOCTOBEPEHUS MPEICTABISAETCS TUIaH YIPABICHUS PUCKAMU HA 3asiBISIEMBIM HA SKCTIIEPTU3Y
OnoaHaOruyHbIN (OMOTOI00HBIN) JIEeKapCTBEHHBIN ITpenapar.

KadecTtBo, 6e30macHOCTh, 3(PPEKTUBHOCTP U UMMYHOTCHHOCTh OHMOAHAJIOTHYHOTO
JIEKAapCTBEHHOT'O Tpernapara Ha MPOU3BOJICTBEHHOM, TOKJIMHUYECKOW M KIMHUYECKOU (ase
ero pa3pabOTKH CPaBHUBAIOTCA C OJHUM M TEM K€ JTAJIOHHBIM pedepeHTHBIM
OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBHM C MPABHJIAMH UCCIIEIOBAHUS
OMOJIOTMYECKUX JICKAPCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro 3kOHOMHUYECKOTO CO03a.

B Monaynsax 2, 3,4 u 5 popmarta OTJ] wim Yactu 11, 111, IV [lepeunst peructpaimioOHHOTO
J0Che OMOCUMUIISIPA COACPIKUTCS cieayrolas naopmanus:

1) moaTBEpKICHUE CXOJCTBA MOJICKYJISIPHBIX U OMOJIOTHUUECKUX XAPAKTEPUCTHK
AKTUBHBIX BEUIECTB OMOCUMMISIPA U STAJTOHHOT'O OMOJIOrMYECKOT0 JIEKAPCTBEHHOTO CPEJICTBA
(meranu 1O TEPBUYHOM CTPYKType M CTPYKTypaM OoJieeé BBICOKOIO TMOpSIKa,
NOCTTPAHCISIUMOHHBIM ~ MoAUGUKAIUAM (BKJIIOYas, B YAaCTHOCTH TJIUKOGOPMBI),
OMOJIOTUYECKON aKTUBHOCTH, YHUCTOTE, IPUMECSM);

2) NOATBEPKICHHUE CXOJICTBA XapaKTEPUCTHUK TOTOBOTO IpenapaTta (JIeKapCTBEHHAas
dbopMa, KOJIMYECTBEHHBIM U KAYECTBEHHBIM COCTaB, JO3UPOBKA, CIOCOO MNpPUMEHEHUS,
YCJIOBHSI XpaHEHUs, CPOK XpaHEHUS, CTAOUIBLHOCTh, MPOGUIb MpUMeceii) Onocumuisipa u
ATAJIOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOT'O CPEICTBA; IOMYCKAETCA pa3inure B mpoduiie
MpUMECe W BCIIOMOTATENBHBIX BEIMIECTBAX OWocuMMIIsipa W pedepeHTHOro mpemnapara,
yCIIyromnojiydareieM MPUHUMAETCs BO BHUMAaHWE HAJIMYUE HOBEHIIMX TEXHOJOTHUH,
JEMOHCTPUPYETCSA COOTBETCTBHE BHIOPAHHOI'O COCTAaBA MO TaKUM KPUTEPHUSAM, KaK Mpoduib



npuMmecei, CcTaOUIBHOCTb, COBMECTUMOCTh (CO BCIIOMOTaTEelIbHBIMU BEIECTBAMH,
PACTBOPUTENISIMU M MaTepHallaMH YIAaKOBKHU), EIOCTHOCTh (KaK Ha OMOJOTMYECKOM, TaK U
(U3UKO-XMMHUYECKOM YPOBHE), aKTUBHOCTD U CHJIa ICUCTBHSI aKTUBHOTO BEIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOT'O OMOJIOTMUYECKOT0 JIEKAPCTBEHHOT'O CPECTBA;

4) B cinydae pa3iauyuil mpu pa3paboTke OMOCHMMIISIpA, KOTOpbIe OO0JagaroT
NOTEHIMAIBHBIM BO3JEHCTBUEM Ha ero 0Oe3omacHOCTh WM 3(PEPEKTUBHOCTD,
MPEJOCTABISAIOTCSA JIOMOJHUTENbHBIE JIaHHBIE IO MCCIEJOBAHUSAM HA JKMBOTHBIX U
KJIIMHAYECKUM UCCIEOBAHUSAM JJI TOTO, YTOOBI 0XapaKTepPU30BaATh PA3ITUYMS;

5) monHOE ONMHCAHWE M MAKET JaHHBIX MO MPOU3BOACTBEHHOMY IPOILIECCY, HAUMHAS C
pa3pabOTKU BEKTOPOB AKCIPECCHUU M OAHKOB KIIETOK, KYJIbTYphl (OpOKEeHUsI) KIETOK, cOopa,
OUYMCTKH, pEeaKui MOAU(PUKALINY, HATIOJHEHUSI KOHTEHHEPOB sl TOTOBOM JIeKapCTBEHHOM
b opMmeI;

6) uccrnenoBaHus, MPOBOJMMBIE B Xoje (papMaleBTHUYECKON pa3pabOTKH st
ONpENEIICHUs W BAIHUAALMU JIEKAPCTBEHHOW (POPMBI, COCTaBa M CHUCTEMbl YHAKOBKH (
YKYHOPKH) (BKIJIFOYAst UX HEIOCTHOCTD IS TPEAOTBPAIICHUSI MUKPOOHOTO 3arpsi3HEHHS);

7) cneuudukauus OMOCHMIISIpa, OTpa)kallas U KOHTPOJUPYIOLIAs Ba)KHbIE
KaueCTBEHHBIE IIOKA3aTENIM JIEKAPCTBEHHOI'O CPEACTBA, HW3BECTHBIE JUISI ATAaJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOI'O CpeACcTBa (Takue Kak HJICHTU(UKALMSA; YHCTOTA;
aKTUBHOCTH; MOJIEKYJIIpHAsl T€TEPOreHHOCTh B IJIAaHE pa3MEpoB, 3apsaaa U ruapodoOHOCTH,
r7€ BO3MOXHO UX OINpeAeeHUEe; CTENEeHb CHUAIMPOBAHUSA; KOJUYECTBO OTACIBbHBIX
MOJUTENTUIHBIX LENel; TTUKO3UINpoBaHue QyHKIIMOHATIHLHONW 00JIaCTH; YPOBHH arperaiim;
npumecH, Takue kak oeiok u JJHK kneTku-xo3suHa);

8) uccienoBaHus CTaOUIBHOCTH;

9) pe3ynbTaThl NOKIUHUYECKUX (HEKIUMHUYECKUX) HUCCIENOBaHUI (B OCHOBE
JOKJIMHUYECKUX UCCIEAOBAHUHN JIEKUT MOAXO0M, OCHOBAaHHBIM Ha OLIEHKE PUCKOB, U, TaM TJe
BO3MOXHO, M30€eraTb MpOBEJCHUS UCCIIEIOBAaHUN Ha KUBOTHBIX): MH-BUTPO HCCIEIOBAHUS
CBA3BIBAHUA C PELENTOPOM WM KIETOYHBIC aHAJIU3bl (HampuMep, aHaIu3 mpoJudepanuu
KJIIETOK WM aHAJIW3 LHUTOTOKCUYHOCTH) SIBJISIOTCS HEOOXOIMMBIMHM JOKIMHUYECKUMH
UCCJIeIOBAaHUSIMU; UH-BUBO HCCJIEIOBAHMS Ha TOJXOJSINEM BUJIE KUBOTHBIX (HA KOTOPOM
ObUIa U3ydeHa papMakogMHAMUUECKas U (MJIM) TOKCUKOJIOTMYECKasi aKTUBHOCTh 3TaIOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJNICTBA); KpuBas 3aBUCUMOCTH dddexra oT 10361 ("
no3a-3¢g¢dext"), onpeaeneHne HavyaJIbHOW OE€30MacHO J03bl U CXEM IOBBIIICHUS JO3bI B
NOCJIENYIOINX KIWMHUYECKUX HCCIIEOBAHUAX, HCCIeA0BaHU (hapMaKoIOrn4ecKomn
0€30MMacHOCTH; Pe3yJbTaThl KaK MHUHMMYM OJHOTO HCCIIEIOBAHUM TOKCUYHOCTH IMpHU
MHOTOKPaTHOM BBEJICHUHU, BKJIOYas OLEHKY TOKCHKOKMHETHKH, ONpPEAEIEHUE H
XapakTepUCTUKU HMMMYHHBIX OTBETOB, B TOM 4YHCJI€ TUTPhl AHTUTEIN, NEpPEKpecTHas
PEaKTUBHOCTh C TOMOJIOTMYHBIMU 3HJIOT€HHBIMU O€JIKaMU U HEUTpaIM3YIoNIasi CHOCOOHOCTb;
OIlEHKA MECTHOW TMEPEHOCUMOCTH; JaHHbIE TOKCHUKOJOTUUYECKUX HCCIEOBAHUN,
BKJIFOYAIOUIUE OLIEHKY PENpPOAYKTUBHOM TOKCUYHOCTH, T€HOTOKCUYHOCTH, MyTar€eHHOCTH U



KaHILIEPOT€HHOCTH (IIpH HEOOXOJUMOCTH) TpeOyeTcsl MPeJoCTaBIATh B TEX ClIyyasxX, Korja
pe3yabTaThl MCCIEA0BaHUS TOKCHMYHOCTH MPU MHOTOKPATHOM BBEIECHHH, HMCCIIEIOBAHMS
MECTHON NEPEHOCHMOCTU BBISBISAIOT MOTEHLUHUAIbHBIE PUCKM U (WJIM) KOTJAa HM3BECTHBI
TOKCHKOJIOTUYECKHE CBOICTBA ATAaJOHHOTO OMOJIOIMYECKOTO JIEKAPCTBEHHOTO CpeacTBa (
HaIpUMep, U3BECTHBIEC MOOOYHBIE AP (HEKTHI ITATTOHHOTO OHOIIpenapaTa Ha pernpo yKTHBHYIO
(byHKIHIO);

10) pe3ynbTaThl KIMHUYECKUX UCCIEAOBAHUN (XapaKTep U CIOXKHOCTh PEPEPEHTHOTO
mpemnapar, CTeNeHb CXOJCTBa, HaOmomaemas B (DU3MKO-XUMHUYECKUX, OMOJIOTHYECKHUX
MCCJIEI0OBAHMSIX OYIyT BIMATH HA MJIAHUPOBAHUE KIMHUYECKUX HCCIIEJOBAaHUN):

(dapmMakoKHHETHYECKHE HccaeaoBaHMs ((papMaKOKMHETHUECKUE UCCIIEIOBAaHUS MPU
OJIHOKpPaTHOM BBeJeHUH; (apMaKOKMHETUYECKHE HCCIEIOBAHUS MNPU MHOTOKPATHOM
BBEJCHUM TMpPU HAIWYUU 3aBUCUMOCTH (HAPMAKOKMHETUKH OT J03bl U BpPEMEHHU;
(hapMaKOKMHETUYECKOE CpaBHEHHWE OMOCHMMIIApAa U pePepeHTHOro Mpernapara BKIIOYAET
BCACBhIBaHUE, OMOJOCTYNHOCTbh, XapAKTEPUCTUKU BBIBEIECHUS (KIUPEHC W (WJIH) MEpPUOA
MOJTyBBIBEACHHUS));

dbapmakoarHaMUYeCKue ucciaeaoBanus (papmakoauHamudeckue 3 OEKTh OIEHUBAIOTCS
Ha MOAXOASIIEN NOMYJISIUY U C IPUMEHEHHEM JI03 U3 KpyTOW 4acTU KPUBOM 3aBUCUMOCTHU
n03a-3ppeKT B JOKIMHUYECKHX HCCIEA0OBaHUIX; (apMakOAMHAMHYECKUE MapKepbl
BBIOHMPAIOTCS B 3aBUCUMOCTHU OT UX KIMHUYECKON 3HAUMMOCTH);

CpPaBHUTENIbHBIEC KIIMHUYECKUE UCCIEA0OBAHMS, BKIIOUasl OIIEHKY BU/IA, YaCTOTHI U TSKECTHU
HEXENATEeNbHBIX SBJICHUN (MMOOOYHBIX PEAKITUH);

UCCIIEIOBAaHUSI UMMYHOT€HHOCTH Ha II€JIEBOM rpynmne (CpaBHEHHE 4YacTOTHI M THUIA
00pa3yIoIUXCsl aHTUTEN U MOTEHIUAIbHbIE KIIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETa
Wist OuocuMuiIApa U pePepeHTHOro Impemnapara; UMMYHOT€HHOCTb HCCIENyeTCs Ha
MOMYJISAIMKA TAIMEHTOB C CaMbIM BBICOKHM PHCKOM HMMYHHOTO OTBETa M MMMYHHBIX
noOOYHBIX peaKINil; MpeaocTaBisieTcs: 00OCHOBAHME CTPATErMM OIpPENETICHUS aHTHUTEIl,
BKJIIOYasi BEIOOD, OLIEHKY M XapaKTePUCTUKY METO/0B, YCTAHOBJIIEHHE BpeMeHU 0TOOpa npoo,
B TOM YHCJE Ha HCXOJHOM YpOBHE, 00BbEMBbI, 00pabOTKy W XpaHeHuEe mpod, a TakxKe
CTATUCTUYECKHUE METOJbl aHAJIM3a JAHHBIX; aHAJUTUYECKUE METOJIbI ONpPEICICHHUS aHTUTEN
BAJIMUPYIOTCS JJI1 HAMEUEHHOM €M, MPOBOJMUTCS CKPUHUHIOBBIA aHAJIU3 JOCTATOYHOMN
YYBCTBUTEILHOCTH METOJIa, TPOBOJIUTCS OMpPEACICHUE HEUTPATU3YIONIUX aHTUTEN; TePUO]]
HaOJIIOJIEHUs] TIPU HUCCJIEAOBAHUSIX HAa HMMYHOT€HHOCTh COOTBETCTBYET IUIAHUPYEMOM
JUITEIBHOCTH JICYEHHS U MPEJ0JIaraeMoro BpeMeH! 00pa30BaHUs aHTUTEI, U HE MEHbIIIE
12 mecsueB, Npu APYyrod JIUTETLHOCTH MCCIIEIOBAHUS MIPEACTABISIETCS 000CHOBAHUE; IPU
3HaYUMBIX CIIy4asXx 00pa30BaHUS TUTPOB aHTHUTEN, UX CTOMKOCTh B TE€UCHHE OINPEAEICHHOTO
BPEMEHH, MOTEHUIHAIbHbIE W3MEHEHMs XapakTepa MMMYHHOIO OTBETa U KJIMHUYECKHUE
MOCJIEICTBUS TPEOYETCS NCCIEA0BATH B J10- U ITOCJE PErUCTPALIMOHHBIN IEPUON);

OCHOBHBIE KJIMHUYECKHUE JaHHBIE MOJYyYArOTCA C MCIOJIb30BAaHUEM JIEKApPCTBEHHOIO
CpPEACTBa, MPOU3BEICHHOIO MyTEM OKOHYATEIBHOTO HPOU3BOJCTBEHHOrO Mpolecca, T.e.



JIEKapCTBEHHOTO CpEJCTBa, HAa KOTOPOE IOJAETCS 3asiBJICHUE HA TOCYJApCTBEHHYIO
perucTpanuio;

JUISL JTIOOBIX OTKJIOHEHUH OT 3TUX TPeOOBaHUI yCIyromojydareib MpeCTaBICT
000CHOBaHUE, U MPU HEOOXOAMMOCTH, AHHBIE JOMOIHUTEIbHBIX (HAPMAKOKMHETHUUECKUX
UCCIIETOBAaHMM, CPAaBHUBAIOUINX (PapMaKOKWHETHUECKHE MPOQUIN JEKApCTBEHHOTO CPECTBA
C OKOHYATEJIBHBIM U 00JIee paHHUM COCTABOM,;

11) cneuudukanuio O0€30MaCHOCTH (C ONMUCAHMEM BaXHBIX BBIABICHHBIX H
MOTEHITMAIBHBIX MPOoOJieM 0€30MaCHOCTH 3TAIOHHOTO OWompenapara, Kjiacca JIEKapCTBEHHOTO
BemiectBa W (Wiam) OuwocuMmuisipa) U IlaH ¢GapmakoHaa3zopa Ouocumuisgpa B
MIOCTPErUCTPALMOHHBIN MEPHOJ (C ONUCAHUEM IUIAHUPYEMBIX MOCTPETHCTPALMOHHBIX
MEpPONPUSITAA U METOJIOB, OCHOBBIBAIOIIMXCS Ha creuuduKanuu 0e30MacHOCTH, IIaHa
yIOpaBlICHUs] U MUHUMH3AIMU PUCKOB, B TOM YHCJIE 00pa30BaTEIbHBIE MaTEPUAIBI IS
MAIMEeHTOB | (WJIN) JeYalluX Bpauei);

12) skcTpanoaupoBaHue JAaHHBIX MO 3(P(EKTUBHOCTU M OE30MACHOCTU C OJIHOTO
TEpaneBTUYECKOT0 MOKa3aHus Ha JIpyroe: eciu pedepeHTHBIN npemnapat nuMeer 6oJjiee OJHOTO
MOKa3aHusl K NPUMEHEHUIO, YCIYromnojydarellb MpeaoCcTaBiIsieT 000CHOBAHUE OTCYTCTBHUS
KIIMHUYECKUX HCCIEeNOBAHUN 2(P(HEKTUBHOCTH U 0O€30MaCHOCTU OMOCUMUIISIpA O JIPYTUM
MOKA3aHUSIM K MPUMEHEHHIO, MO0 KOTOPhIM HE MPOBEIEHbI KIMHUYECKHE HCCIICIOBAHUS
OnocuMmIIsIpa; B 000CHOBAHUU OTPAXKAETCS OIBIT KIMHUYECKOTO MPUMEHEHHUSI, TOCTYITHOCTb
JaHHBIX JTUTEPATYPbl, MEXaHU3MOB JICHCTBUSI aKTUBHOTO BEIIECTBA pepepeHTHOro mpenapara
JUTSL KKJI0TO MTOKa3aHus (BKJItOYas CTENEHb UX JOCTOBEPHOCTH) U BOBJIEUYEHHBIX PELIENITOPOB;
IpY HAJUYUHU JOKA3aTEeNbCTB, YTO MPHU Pa3HBIX MOKA3aHUAX K MPUMEHEHHIO BOBJIEKAIOTCS
pa3IMYHbIE aKTUBHbBIE LIEHTPHl JEUCTBYIOUIErO BEUIECTBA PEPEPEHTHOTO Mpernapara WM
pa3uyHbIe PELENTOpbl KIETKM MHUIIEHW WM 4YTO Npoduib Oe30MacHOCTU Ipernapara
paznuyaeTcss i pa3HbIX MOKa3aHUW K MPUMEHEHHIO, MPEJOCTaBISIOTCA JaHHbIE
KJIIMHWYECKHUX UCCIIEI0BAHUM; JIUIsl SKCTPAIOJMPOBAHUS JAHHBIX MO0 0€30ITaCHOCTH NPUHUMAET
BO BHHMMaHHuE€ (aKTOpbI, CBA3aHHbIE C TNAIMEHTOM (COMYTCTBYIOIIEE JICUECHUE,
COITyTCTBYIOIIME 3a00JI€BaHUSI 1 UMMYHHBIN cTaTyc), (aKTOpbl, CBSI3aHHBIE C 3a00JIeBaHUEM (
peakiiu, CXO/IHbIE C TAKOBBIMU KJIETOK MHUILIEHEN); 00beM TaKUX JIaHHBIX pacCMaTpPUBAETCA B
CBETE€ COBOKYITHOCTH JIOKAa3aTeJIbCTB, MOJYYECHHBIX MPU YCTAHOBJIEHUU COMOCTABUMOCTH
OMOCHMMJIISIpA ¥ IOTEHIIUATBHBIX OCTAIONIUXCSI HEONIPEACIIEHHOCTEH.

6. KoMOuHHpOBaHHBIE JIEKAPCTBEHHBIE TIPETAPATHI

JUs HOBBIX JIEKapCTBEHHBIX MpENapaToB, NPeACTaBISIONIMX cO00 KOMOMHAIUIO ABYX
unu Oosiee paHee M3BECTHBIX AKTHUBHBIX BEUIECTB B OJHOM J€KapCTBEHHOM (opme,
MpEJCTaBIsETCS MOJHOE peructpaunuonHoe gocke (Momymu 1-5, Yactu [-IV Ilepeuns).
Mopayns 3 unu Yacts Il BkitouaeT cBefeHUs O MPOU3BOACTBE, KOHTPOJE KayecTBa,
MIPOU3BOJUTENE KaXKJOr0 aKTHUBHOIO BELIECTBA, BXOMSIIETO B COCTaB KOMOWHHPOBAHHBIX



JeKapCTBEHHBIX mpemnapatoB. B Moaynsax 4 u 5 wim Yacrax III, IV Ilepeuns
MPEJCTABIISIIOTCS] PE3YIbTAThl JOKJIMHUYECKUX U KIMHUYECKUX HCCIICIOBAHUN 3asiBIISIEMbIX
KOMOUWHAITM{ aKTUBHBIX BEIIECTB.

7. JlekapCTBEHHBIE CPEJCTBA C XOPOILIO U3yUYEHHBIM MEAUIIMHCKUM IPUMEHEHHUEM.

K nexapcTBEHHBIM CpPEICTBAM C XOPOIIO M3YyYEHHBIM MEIMIIMHCKUM MPUMEHEHUEM
OTHOCSITCS JIEKAPCTBEHHBIE MIPEMAPaThI C MOATBEPKICHHON 3((HEKTUBHOCTHIO U TPUEMIIEMBIM
ypOBHEM 0€30MaCHOCTH:

AKTUBHOE BEILIECTBO, KOTOPBIX XOPOILIO U3YYEHO B MEIUIIMHCKOM NMPUMEHEHUU;

JIEKapCTBEHHBIE MpernapaThl U3 ChIPhs MPUPOTHOTO MPOUCXOKACHUS (HATpUMEP: NETOTh
Oepe30BbIi, 3MEHHBIH 71,

MPOAYKTHI MUETOBOACTBA, MEIUIIMHCKUE MUSABKH, KEJIUb, MUHEPAJIBI U AP.);

BUTAMUHBI 1 BATAMUHHO-MUHEPAIbHBIE KOMILJIEKCHI,

PacTBOpPHI aHTUCENTUKOB (IIEPEKUCH BOJOPOA, O, OpUIITHAHTOBBIN 3€JICHBIN U JIp.);

BOJIa JUISI HHBEKIIUH;

a7copOeHTHI (YroJib aKTUBUPOBAHHBIN );

KapMHUHATUBHbBIC JIEKAPCTBEHHBIE IIpenapaThl;

JIEKapCTBEHHBIE MperapaThl U3 TPYIIBI Pa3ApaKalomnuX U 00BOJTAKUBAIOIINX CPEICTB.

B peructpanmonnom nocwe npeacrasisitoress Moaynu 1, 2 u 3 u Yacru I, 11 [lepeuns. B
Monynsax 4 u 5 wim Yacru III, IV Ilepeuns B moapoOHOI HayuHOU Oubmuorpaduu
YKa3bIBAIOTCS JOKIMHUYECKUE U KIMHUYECKUE XapAKTEPUCTUKH.

JInst 1eKapCTBEHHBIX CPEACTB C XOPOIIO HM3YYEHHBIM MEAUIMHCKUM MPUMEHECHUEM
PEAOCTABIISIIOTCS CIEAYIOIINE TaHHbBIE:

1) dbaxTopsl, KOTOpbIE HEOOXOUMO YUUTHIBATH MPU OMPEACICHUU XOPOIIO U3YYEHHOTO
MEJIUIIMHCKOTO MPUMEHEHNS KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMsi, B TEYEHUE KOTOPOT0 UCIOJIb3YETCS aKTUBHOE BEIIECTBO B MEAUIIMHCKOM MPAaKTUKE

KOJIMYECTBEHHBIE ACTIEKTHI MCIIOJIb30BaHUS AaKTUBHOT'O BELIECTBA;

4acTOTA HAYYHBIX MyOJIMKALMA U aKTYaJbHOCTH MCIIOJIb30BaHUs aKTUBHOT'O BEILIECTBA B
TEUEHHE MOCJIEAHUX 5 JIeT mepej nojayed 3asBieHUd (CO CChUIKOW Ha MyOJuKaluu B
HAy4YHbIX HCTOYHHKAX);

COTJIACOBAHHOCTh HAYYHBIX OIIEHOK.

Jns onpeneneHust XOpomo U3YyYEHHOTO NMTPUMEHEHHUS PA3JIMYHBIX AKTUBHBIX BEIIECTB
IIPEIOCTABIISETCS OLIEHKA 3a pa3jIMyuHble eprobl BpeMeHu. [lepros BpeMenu, He0OX0AUMBIii
IUISL OIIPEAEIIEHUSI XOPOIIO M3yYEHHOTO MEIMIIMHCKOTO NMPUMEHEHNS aKTUBHOI'O BELIECTBA,
cocTaBisieT He MeHee 10 JeT ¢ JaTel NepPBOro CUCTEMATHYECKOr0 U JOKYMEHTHPOBAHHOTO
PUMEHEHHS JIEKAPCTBEHHOT'O CPEICTBA.

2) Marepualibl PETUCTPALIMOHHOIO JI0ChE, MPEICTABICHHBIE YCIYrOIOIydYaTelieM,
BKJIFOYAIOT BCE ACIEKThI OIEHKH 0e30macHOCTH U 3()PEKTUBHOCTH, COAEPKAT CCHUIKY Ha
0030p COOTBETCTBYIOLIEH JUTEpPATypbl C YYETOM MpeA- U MOCTPETUCTPALMOHHBIX



UCCJIEI0BAHUM U OMyOJIMKOBAHHOM HAy4YyHOH JUTEpaTypbl OTHOCHUTENIBHO pPE3yJbTaTOB
AMUJEMUOJIOTUYECKUX MCCIIEIOBAHUI M OCOOEHHO CPaBHUTENbHBIX HCCIEIOBaHUM, BCIO
JOKYMEHTAIMIO, KaK MOJIOKUTEIbHYI0, TaK U OTpHULIaTeIbHY10. bubnuorpadudeckas cchlika
Ha Jpyrd€ HCTOYHUKHU JOKa3aTeIbCTB (MOCTPErMCTPAILIMOHHBIE HCCIEOBaHUS,
AMUEMHOIOTHYECKHE HCCICOBAHM), KpOME JaHHBIX, KACAIOUIUXCS METOJO0B KOHTPOJIS U
UCTIBITAHUH, SIBISIETCS JOKA3aTeIbCTBOM 0€30MaCHOCTU U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara NpH yCJIOBUH, YTO B PETUCTPALMOHHOM JIOChE YETKO OOBSICHEHO M OOOCHOBAHO
MCIIOJIb30BaHUE 3TUX UCTOYHUKOB HH(OPMALINY;

3) o0OocHOBaHUE JIOKAa3aHHOIO NPUEMJIEMOTO YpPOBHSA 0€30MacHOCTH U (UJIH)
3¢ (HEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPBIX UCCIIEI0BAaHUII;

4) B JOKIMHUYECKUX U (UJIM) KIMHUYECKUX 0030pax OOBSICHUTH 3HAYUMOCTH JIOOBIX
MPEJICTABICHHBIX JIAHHBIX, KACAIOMIMXCS YK€ 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npernapaTa, OTIMYHOIO OT TOTO, KOTOPBIN Ipeanaraercs K perucrpauuu. [Ipeacrasnsercs
000CHOBaHHUE O MOBOAY TOTO, MOKHO JIM 3asIBJICHHBIN JICKAPCTBEHHBIN Ipenapar CUuTaTh
HOJOOHBIM YK€ 3aperucTpUPOBAHHOMY JIEKAPCTBEHHOMY IIpenapaTy, HECMOTpsl Ha
CYILIECTBYIOILLUE PA3IUYUHLS;

5) mocTperucTpalMOHHBIA OMBIT HUCMHOJb30BAaHUS COACPKUT HH(DOpManuio 00
WCIIOJIb30BAaHUM JPYTUX JIEKApCTBEHHBIX MPEMapaToB, COACPKAIIMX T€ K€ aKTUBHBIC
BEILECTBA;

6) nepuoaMYecKy OOHOBIIAEMBII OTUET IO 0€30IIaCHOCTHU JIEKAPCTBEHHOIO Mpenapara 3a
MOCIeHNE S5 JIET ¢ MOMEHTa PETUCTpaIli B CTpaHe MPOU3BOAUTENS 10 MOJAud 3asBIICHUS
3apyOeKHBIMU POU3BOAUTEISIMH.

[Ipu oTcyTCTBUM OMBITAa MPUMEHEHHS B CTpaHE MPOU3BOAMTENA 32 5 JIET ¢ MOMEHTa
perucTpanuu, MpeaoCcTaBiIseTCs MEePUOJAUYECKH OOHOBIISIEMBIH OTYET MO O€30MacCHOCTH
JIEKapCTBEHHOTO Ipenapara 3a (akTH4eCKoe BpeMsl PUCYTCTBUS HA PHIHKE B COOTBETCTBHUHU C
TpeOOBaHMSIMU HaJIeXKAIIeH npakTuku dpapmakonaazopa (GVP).

8. PacTuTenbHbIE TEKapCTBEHHBIE TIPETAPATHI

JUIst 3KCTepTU3bl JEKapCTBEHHBIX MPENapaToB PACTHUTENIBHOTO MPOUCXOXKACHUS
IPEOCTABIAIOTCS pe3yJIbTaThl COOTBETCTBYIOLIUX (apMaKkoJIOTHYECKUX,
TOKCHKOJIOTHYECKUX M KIMHHYECKUX HCCIeNOBaHUNA. MaTepuanbsl W JAOKYMEHTHI IO
JOKJIMHUYECKUM (HEKJIMHUYECKUM) U (UJIM) KIIMHUYECKUM HCCIIE0BAHUSAM BKIIOUYAIOT:

MaTepuajibl JOKIMHHYECKUX (HEKIMHUYECKUX) HUCCIEAOBaHUN crenupuyecKon
aKTUBHOCTH;

MaTepuaibl UCCIEA0BAHUSA OCTPON U XPOHUYECKON TOKCUYHOCTH;

JaHHBIE O MECTHO-Pa3IpakarolieM AeHCTBUM;

JaHHbIE 00 AJIEPrU3UPYIOLIUX CBOMCTBAX;

OTIBIT KIIMHUYECKOTO IPUMEHEHHSI B CTPaHE-IIPOU3BOIUTEIE WIH JPYTUX CTpaHaX.

IIpu 3TOM MaTepuanbl OTHOCHUTEIBHO KAaYECTBEHHBIX AaCIEKTOB JIEKAPCTBEHHOI'O
npenapara MpeaoCTaBIsI0TCS B IOJTHOM 00bEME.



Jl71st cOOpOB JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPhS, (PUTO-4aeB MPEIOCTABISAETCS 0030p
HAY4YHOU JIUTEPATYPHI 110 JEKAPCTBEHHBIM PACTEHUSAM, BXOASAIIMX B UX COCTaB.

9. l'omeonaTuyeckue npenaparsl

VYenyrononydarenb sl SKCIEPTU3bl TOMEONATUYECKUX MPENApaToOB MPEACTABIISIET
JOKYMEHTBI 1 MaTepHalibl, BKItouaroimue napopmanuto no Moaymnsam 4 u 5 nwinu Yactam 111
IV Ilepeuns:

JUIl TOMEOTIATUYECKUX IPENapaToB, COOTBETCTBYIOIINX BCEM HUKEIEPEUHNCIEHHBIM
YCJIOBUSIM B KOMILIEKCE:

npenapaTsl IpeIHA3HaYEHb] 1JI IEPOPATBHOTO WX HAPY>KHOTO IPUMEHEHHS;

Ha ATUKETKE JICKAPCTBEHHOTO TperapaTa UiH JII0OOH OTHOCSIIEHCS K HeMy HHGOpMaIuu
HE MPUBEICHO KOHKPETHOI'O TEPANIEBTUYECKOTrO MOKA3aHUS K IPUMEHEHUIO;

CTEIEHb PACTBOPEHUS JICKAPCTBEHHOTO Ipernapara siBJseTCsl JOCTATOYHOM JIJIsi TapaHTUH
ero 0e30IMacHOCTH; B YaCTHOCTH, JIEKapCTBEHHBIN Mpenapar He cojepkarh 0ojee 1 yacTu Ha
10 000 yacreit MmaTouHOTO pacTBopa K 6osee 1/100 MuHUMaIBLHOM J103bI, IPUMEHSIEMON B
aJUIONATHHU B OTHOLIEHUH JEHWCTBYIOLIETO BEIMIECTBA, HAJTUYUE KOTOPOTO B AJNIONATUYECKOM
JIEKapCTBEHHOM Ipenapare TpedyeT 00513aTebHOr0 HaIuuKsl peLenta Bpayva, i Mogaynei 4
u 5 wm Yacreti III u IV Tlepeuns npemgocTaBisitoTcst 0030p JaHHBIX HAYYHOH JTUTEpaTyphl 00
3¢ pexTUBHOCTH U 0E€30MaCHOCTHM TOMEONAaTHYECKOro IpenapaTta B 3asBisieMOl 00JacTu
MIPUMEHECHUS;

JUISi HOBBIX TOMEOINATHYECKHX IpenapaToB, HE YINOMUHAEMbIX B (apMakomnesx u
MOHOTpadusX; ISl KOMOMHUPOBAHHBIX TOMEOTIATHYECKUX MPEIapaToB, KOTOPHIC MPUBEIET K
BO3MOHBIM B3aUMOJICHCTBUSIM, CHHEPTreTUYeCKUM d(PPexTaM uiu aaauTUBHBIM 3 dexram
Pa3IMYHBIX UHTPEIUECHTOB; JIJII FOMEONAaTHYECKUX IMpenapaToB, MHIPEIUECHTHI KOTOPBIX
MPEACTABIISIOT PUCK TOKCHYECKUX WM JIPYTUX HEOIArONmpHUsATHBIX BO3JIEUCTBUIN, OCOOEHHO
KOTJla WHTPEIUCHTh KOHIIEHTPUPOBAHBI WJIM TPEJACTABICHBI B HHU3KUX pa3BeAcHUsIX (
Hanpumep, 1X, 2X wunu 1C), unu He KOHTPOJIUPYIOTCS JOJKHBIM 00pa3oM B MpoIecce
MPOM3BOJICTBA; JJIsl TOMEONATUYECKUX MPENapaToB, MPEIHA3HAYEHHBIX 1JI1 UHBCKIIUN U JJ1s
penapaToB, MPUMEHSIEMBIX B O()TaIbMOJIOTHH; MPEIHAa3HAYCHHBIC NI UCIIOIH30BAHUS C
1EeIbl0 NMPOPUIAKTUKA WM JICYEHHUS Cepbe3HBbIX 3a00JeBaHUM; i1 TOMEOMATHYECKUX
npenapaToB, NpEJHA3HAUYCHHBIX IS YA3BUMBIX TPYNIl HaceleHHs (Hampumep,
HOBOPOXKJICHHBIE U JIETU, OEPEMEHHbBIE U TIOKUJIbIC, TTAIIMEHTHI C 0CIa0JIEHHBIM HMMYHHUTETOM
u ap.): nas Moaynst 4 win Yactu 111 Tlepeuns npeacTaBistoTCs JaHHbIE TOKCUKOJIOTUYECKUX,
UCClIeIOBaHUM (B ciaydae cojepkKaHus WH(PEKIIMOHHOTO areHTa IOJATBEPKICHHE
UCCIIEIOBAHUEM OHOJIOTMYECKOM 0€30MacHOCTH), OOOCHOBaHHME MOA00pa pPa3TUUHBIX
MOTEHUUH, JAaHHbIE KIMHUYECKOTO OIbITa NpuMeHeHus; misd Monyna 5 wnu Yactu VI
[lepeuyHsi mpeaCcTaBIAIOTCA JAaHHbIE KIMHUYECKUX HUCCIeAOoBaHUM 00 3(P(HEKTUBHOCTH H
0€30MacHOCTH TOMEONaTHYECKOro IMpemapara B 3asBIsIeMO 00JacTH NpPUMEHEHHUS U
000CHOBaHUE MOI00pa PA3TUYHBIX I03UPOBOK.



oOIiasi XapakTepruCTUKa JIEKAPCTBEHHOTO TIpenapara U MHCTPYKIIMIO 110 MEIUIIMHCKOMY
MPUMEHEHHIO (JIUCTOK-BKJIAJIBIII) C YKa3aHHEM, YTO JIEKApCTBEHHOE CPEJICTBO SIBIISIETCS
rOMEOIAaTUYECKUM MPENAPATOM.

10. ButamuHbI, MUHEpAJIbI
JIns 3KcnepTu3bl JEKapCTBEHHBIX CPEACTB, COAEPKAIIUX BUTAMUHBI U (WJIH)
NPEACTABISIOMNUX COOOM KOMIUIEKC BUTAMHUHOB W (MJIM) BUTAMHUHOB U MHHEPAJOB,
YCIIYTOIMoay4aTenb NPeCTaBIsSET OJIMH U3 HIKECIEAYIOINX JOKYMEHTOB U MaT€pUAJIOB:
1) 6ubnuorpaduyeckuit 0030p MaHHBIX MO OE30MACHOCTH JEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTUETOM IKCIEepTa, BKIItOUas nHopMalu 00 dKCIepTe;
2) Hay4HbIE TyOIUKAIIMK HA 3asBIISIEMbII TIperapar;
3) naHHBIE UCCIEAOBAHUM OCTPO U (MIJIM) XPOHUYECKON TOKCUYHOCTH.
11. PaquodapmarieBTudecKkre mpenaparhbl
Jiist xcnepTU3bl paarnodapMalieBTHYECKUX MpenapaToB U X npexkypcopoB B Mojyie 3
mnn Yactu II Ilepeuns npencraBimsAroTCs AOKYMEHTBI M MaTEPHAlbl, BKIIOYAIOIINE
CJIEIYIOUTYIO CHeIU(pUYECKYI0 HHPOpMAIUIO:

1) B pannodapmanieBTHUECKOM HabOpe, KOTOPBI CHa0XkKaeTca pajlOaKTUBHOM METKOU
MOCJIe MOCTaBKH IMPOU3BOJUTENIEM, 3a AKTUBHOE BEUIECTBO NPUHUMAIOT 4YacTh Habopa,
NpeJHAa3HAYeHHYIO Il MEePEeHOca WIM CBS3bIBaHUS paguoHykiauaa. OmnucaHue MeToja
MIPOM3BOJICTBA pPaguodapMaleBTHUYECKOro Habopa BKIIOYAET IOJAPOOHBIC JaHHBIC IO
IpPOU3BOJCTBY Habopa M JaHHbIE PEKOMEHAYEeMON OKOHYaTelIbHOM O0O0pabOTKH aJis
MPOM3BOJICTBA PAJAMOAKTHBHOTO JICKAPCTBEHHOTO Mpemnapara. TpeOyembie crnienudukanuu
PAIMOHYKIINIa OMUCHIBAIOTCS B COOTBETCTBUU, €CJIM MPUMEHHMO, C OOLIEH WJIM YaCTHOMN
cratbeil (MoHorpadueit) I'ocynapcteennoit @apmakoneu PK, nubo npu oTCyTCTBHM TaKuX
crareit (MoHorpaduii) — crathiM (MoHOTpadusM) QapMakonen, MPU3HAHHBIX
NEHUCTBYIOIIMMU Ha TeppuTopun Pecriyonuku Kazaxcras.

B nonomnHeHue, omuchIBae€T BCE COEIUHEHHUS, HEOOXOAMMBIC i1 BBEICHUS
PaAMOAaKTUBHON METKH, a TAKXKE CTPYKTYpPY COCIMHEHHUS C PAAMOAKTUBHON METKO.
AHanu3upyroTcs AepHbIE PEaKIUN PaJHOHYKIUIOB.
Kak marepuHckuii, Tak ¥ JOYEPHUIN paIMOHYKIUAbI T€HEPATOpa CUUTAIOTCS AKTUBHBIMU
BEILECTBAMU;
2) cBeZieHUs O MPUPOJIE PATUOHYKIIN/IA, TOUITMHHOCTA U30TOIa, BO3MOKHBIX MTPUMECHX,
HOCHTEJIE, TPUMEHEHUU U CEU(PUIECKON aKTUBHOCTH;
3) ucxoHbIe MaTepUabl BKIIOYAIOT I[EIEBbIC MaTEPUANIBI I O0TyUCHHUS;
4) paccMOTpeHUE XMUMHYECKOW (paJuOXMMHUYECKOW) UYHUCTOTHI U €€ CBSI3b C
OmopacnpeeIeHUEM;
5) onucanue paguOHYKIUAHOW YUCTOTHI, PAAMOXUMUYECKON YUCTOTHI U CEU(UYECKON
AKTUBHOCTH;



6) U1l TeHEPaTOPOB MPEACTABIISIIOTCS MOAPOOHbBIE TaHHBIE UCIIBITAHUN MATEPUHCKUX U
NOYEPHUX PATUOHYKIUAOB. [l TreHepaTOpOB-3II0ATOB MPEACTABISIOTCS HWCHBITAHUS
MAaTEpUHCKUX PAAMOHYKIMIOB U IPYTUX KOMIIOHEHTOB CUCTEMBI T€HEPATOPA;

7) coaepkaHMe aKTUBHBIX BEIIECTB HA OCHOBAaHUU MACChl AKTUBHOM YaCTH MOJIEKYJIbI
NPUMEHSAETCS TOJNbKO K paguodapmaneBTHYeCKUM HabOopam. J[lns paaHoOHYKIHIOB
PaIMOaKTUBHOCTh BBIPAXKAeTCs B OCEKKEpeNsX, ¢ yKa3aHHeM JaThl M, €ClM HeoOXOAMMO,
BPEMEHH M 4aCOBOT'0 MOSICA. Y Ka3bIBAETCS TUI PAAMOKTUBHOCTH;

8) cnienudukanuy JEKapCTBEHHOTO Mpenapara, siBIsIOIErocs paanopapMaieBTUIECKUM
Ha0OpOM, BKIIFOUAIOT MCTIBITAHUS CBOMCTB MpernapaTa nociie BBeIeHHs paJuOaKTUBHON METKH
, COOTBETCTBYIOIIME KOHTPOJIM HA PAAMOXMMHUYECKYI0 M PALUOHYKIUJIHYIO YHCTOTY
COCJMHEHUSI C pPaJuOaKTUBHOM MeTkoil. JIroOol Marepuan, HEOOXOIUMBIM NJi BBEICHUS
PAaIMOAaKTUBHONW METKHU IIOJJICKUT YCTAHOBJIEHUIO ITOJJIMHHOCTH U KOJIWYECTBEHHOMY
OMPENIEIICHHIO;

9) undopmanus 0 CTaOMIBHOCTH ISl U30TOIHBIX T€HEPATOPOB, U30TOIMHBIX HAOOPOB U
JIEKApCTBEHHBIX MPEnapaToB ¢ PaJMOAKTUBHOW METKOW. YKa3biBaeTcs CTaOMIBHOCTH IMPHU
UCIIOJIb30BaHUHU Pano(apMaleBTHUECKUX JEKapCTBEHHBIX MPENnapaToB B KOHTEWHEpax s
MHOI'OPa30BOI'0 UCIIOJIb30BAHU.

B Monayne 4 win Yactu III I1epeuynst yka3pIBarOTCS acTEKThl paAMallMOHHON JO3UMETPUH
(meiictBue m3nydeHus Ha opraH (TkaHb)). [lokazaTenb MOIrJIOIIEHHOW J03bl M3IYyYECHUS
PaCCUHUTHIBAETCS C YKAa3aHHEM CHCTEMBI HCIIOJb30BAHHBIX MEXKIYHAPOJAHO MHPU3HAHHBIX
€IUHULl U3MEPEHNS IIPU ONIPEAECIEHHOM IIyTH BBEICHUS.

B Moayie 5 wim Yactu IV llepeuns, ecinv npuMeHUMO, TIPEACTABIAIOTCS PE3yIbTaThl
KIIMHUYECKUX UCIBITAHUM WM TPUBOJMUTCA B KIMHHMYECKHX o0030pax (Moaynps 2)
000CHOBaHHUE X OTCYTCTBHSI.

B cinywyae paanodapmaneBTHYECKOro MpeKypcopa, NpeaHa3HAaYeHHOTO TOJIBKO IS
BBEJCHUS PAJUOAKTHUBHBIX METOK, MPEXKJE BCETO MpEeACTaBlIsgeTCs HHPOpMALUSI O
BO3MOJKHBIX MOCJIEACTBUAX HENOCTAaTOYHON A((PEKTUBHOCTH BBEACHUS PaTUOAKTHUBHBIX
METOK WM JUCCOLMAIMH in Vivo KOHBIOTaTa ¢ PaJHOaKTUBHON METKOH, T.€. BOMPOCHI,
CBSI3aHHBIE C JICHCTBHEM CBOOOJHOTO paJUOHYKIHAA Ha MalueHTOB. B pomosHeHwue,
MPEACTABIAETCS COOTBETCTBYIOLIass MH(pOpMaLKs OTHOCUTENBHO (PAKTOPOB pHUCKaA, T.€.
PaAMOAaKTUBHOTO BO3/ICHCTBUS Ha MEPCOHAN OOJIBHUIIBI M OKPYKAIOIIYIO CPELy.

B wactHOCTH mpeacTaBiseTcs cienyroas naopmanus:

[Tonoxenuss Moayns 3 unu Yactu Il Ilepeunss nmpuMeHSIIOTCS TPU pETUCTpaLUU
paarodapMalieBTHUECKUX MPEKYPCOPOB, KAK YKa3aHO BBILIE, €CIIM TPUMEHUMO.

B Monyne 4 unu Yactu III Tlepeunsi OTHOCUTENBHO TOKCUYHOCTH MPU OJHOKPATHOM U
MHOTOKPAaTHOM BBEIECHUU MPEIACTABIISIIOTCS PE3YIbTAThl JOKIMHUYECKUX HCCIEIOBAHUM,
MIPOBEJICHHBIC B COOTBETCTBHUH C MIPAaBHJIAMU HaAJIeKaIIei Tab0paTOpHO MPAaKTUKH.

HccnenoBannsi Ha MyTareHHOCTh PaJUOHYKJIUJOB HE CUMTAIOTCS NMPUMEHUMBIMU B
JAHHOM KOHKPETHOM CIIy4ae.



[IpencraBnsercas uHGOpPMaNKs OTHOCUTEIBHO XMMHUYECKOM TOKCHYHOCTH U
pacrpeneseHus COOTBETCTBYIOLIEro "XOoJoAHOTO" (HE CcoAepKallero paJaruoaKTUBHBIX
BEIIECTB) HYKJIUIA.

B Mogpyne 5 unu Yactu IV Ilepeuns kiaunuyeckas uHpopmalius, nojydeHHas B X0/
KIIMHUYECKUX UCCIIEI0OBAaHUM C MCIIOJIb30BAHUEM MPEKYyPCOpa CaMoro mo cede, He CUUTAeTCs
3HAUMMOM B ciydae paauodapmaneBTUUECKOTO MpeKypcopa, MpeaHa3HauY€HHOTOo
MCKJIFOUUTEIBHO JIJISl BBEJICHUS PAJMOAKTUBHON METKHU.

[IpencraBnsercs uHbOpMaIUsi, TOATBEPKAAIONMIA KIMHUYECKYIO A()PEKTHBHOCTD
pannodapMaleBTUYECKOr0 MpeKypcopa TMpHU MNPUCOCIAMHEHUHM K  MOJIEKyJIaM
COOTBETCTBYIOILIETO HOCUTEIISL.

12. Opdannbie TeKapCTBEHHBIE MTperapaThl

[Tpu sxcnepTuse ophaHHBIX MpenapaToB MOJOKUTEIBHOE 3aKII0YEHHE O O€30MaCHOCTH
BBIJIAETCS O] 0053aTENbCTBO YCIYronoayyaress Ha YCIOBUAX:

1) BBINOJIHEHHS B ONPEIEICHHbIE CPOKH ONPENEICHHOW MpOrpaMMbl UCCIEIOBAaHUM,
pe3yiabTaThl KOTOPBIX OYyIyT SIBIATHCS OCHOBAHMEM /I IEPEOICHKH COOTHOLIEHUS "
MOJIb3a-pPUCK";

2) mpUMEHEHUs JIEKapCTBEHHOT0 Npenapara oJi CTporuM HaOJII0eHUEM Bpaya;

3) HEMEeJIEHHOTO YBEAOMJIEHUS TOCYIapCTBEHHOTO OpraHa O JIIOOBIX HEeXelaTeIbHbIX
peaxusax, BOZHUKIIUX MPU MPUMEHEHUH op(daHHOro MpenapaTa, U NPeANpUHATHIX Mepax B
COOTBETCTBMM C IpHKa3oM MuHHCTpa 3apaBooxpaHeHus Pecnyonuku Kaszaxcran or 23
nexabpss 2020 roma Ne KP JACM-320/2020 "OO6 yTBep>KOeHUU MpaBUIl MPOBEACHUS
(dapmMakoHaa30pa U MOHUTOPUHIa 0€30IaCHOCTH, KauecTBa U 3(PPEKTUBHOCTH METUILIMHCKUX
u3nenuil" (3aperucTpupoBaH B PeecTpe rocynapCTBEHHOM pEerucTpalud HOPMAaTHBHBIX
MpaBoOBbIX akTOB Mo Ne 21896).

DKcnepTHasi OpraHu3alus CoriacoBBIBAET MPOrpaMMy HUCCIEJOBaHUM, 0053aTENbHYIO K
IPOBEACHUIO TOCHE IMOJYyUYEeHHs] PErucTpaluu, pa3pabOTaHHYIO W MPEIOCTaBISAEMYIO
YCIIYTOMody4yaTeleM Ha SKCIEePTU3y COTJIACHO MOANYHKTY 1) HACTOSILEro MyHKTA.

B neproj BBINOIHEHHUS IMOCTABJIEHHBIX YCJIOBUN 3KCIEPTHAs OpraHU3amus
OpEeJoCTaBisieT B TOCYJApCTBEHHBIM OpraH HUH(opMmanuio, MOJy4yaeMyKw OT
YCIIYTOIMOIy4aTens O MPOBEACHUH ONPEAEICHHON MTPOrpaMMBbl HCCIIEOBAHUM AJI €5KEr0THON
HEPEOLICHKU COOTHOUIEHMS "MOJIb3a-pUCK" ISl 3apErUCTPUPOBAHHOTO Op(aHHOTO Mpenapara.
NHCTpyKIMs 10 MEAMIIMHCKOMY MPUMEHEHUIO W Apyras MeIUWLIMHCKas HHpoOpMauus o
3apEerUCTPUPOBAHHOM TaKUM 00pa3oM opdaHHOM MpenapaTe COACPKUT YKa3aHHUs O
HEJ0OCTaTOYHOCTHU JaHHBIX.

13. JlekapcTBeHHBIE TpenapaThl MEPEIOBON TepAITUU

Marepuansl perucTpaliMOHHOIO JOChE JUISl BBICOKOTEXHOJIOIMYECKUX JIEKAPCTBEHHBIX
IIpenapaToB COOTBETCTBYIOT pasneny 4 IIpaBui peructpanuu 1 3KCIEepTU3bI J€KapCTBEHHBIX
CPEICTB JUIsl MEIULIMHCKOrO IPUMEHEHHs, YyTBEPKIACHHBIX pemenrnem Cosera EBpa3uiickoi
AKOHOMMUECKOU KoMuccuu ot 3 HosiOpst 2016 roga Ne 78.



14. Tpaucdep

[Ipu skcnepTH3e JeKapCTBEHHBIX MPENapaToB, MPOM3BOAUMBIX Ha OCHOBE IepeHoca (
TpaHcdepa) MOJHOTO IUKJIA WM YaCTH MPOU3BOJCTBEHHBIX U TEXHOJOTHYECKHUX MPOIIECCOB,
K PETMCTPAlMOHHOMY JI0ChE TOTIOJHUTENBHO MPEAOCTABIISIOTCS CIEIYIONINE TOKYMEHTHI:

1) noroBop o mepeHoce MPOU3BOACTBEHHBIX U TEXHOJIOTMYECKUX MPOLIECCOB MEXIY
OTE€UYECTBEHHBIM ITPOU3BOAUTENEM U 3apyOEKHBIM MPOU3BOIUTEIIEM;

2) OTYEeT MO pe3yabTaTaM MPOBEAECHHOr0 TpaHc(epa, BKIIYAIOUIErO OMKUCAHUE TPOEKTa
TpaHcepa, macmTad TpaHcdepa, KpUTHUECKUE MapaMeTpbl, MOJTYyUYECHHbIE OCHOBHOM H
JOTOJHUTEIBHON MIIONIAJKaMHM, 3aKIIOYUTEIbHBIE BBIBOJBI TpaHCc(epa, C MPUIIOKEHUEM
ceprudukara GMP (¢ ykazanuem nathbl 1 pe3yabTaTOB MOCIEAHEH HHCTIEKIIUN) (HOTapHuaIbHO
3aCBUIETEIbCTBOBAHHBIN) 3apyO€KHOTO POU3BOIUTEIS;

3) oT4eT BadMJALMU MPOU3BOJCTBEHHBIX IPOLECCOB Ha OTEYECTBEHHOU
IPOU3BOJICTBEHHOM IIJIOIIAIIKE;

4) 0 MOATBEPkKACHUU TOTO, YTO KAYECTBO MCXOJHOIO ChIpbs (aKTUBHOW CyOCTaHLIUH,
BCIIOMOTATEJIbHBIX BEIIECTB), UCIOJIb3yeMOr0 Ha OTEYECTBEHHOMN IUIONIAIKE HE BIMSET Ha
IIPOLIECC WIN TOTOBBIN IPOAYKT;

5) IO KOHTpPOJIFO KadecTBa MPENnapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOMU
MIPOU3BOACTBEHHOM MIIOMIAJIKE, U MPENnapaToB 3apyOe’KHOTO MPOU3BOAUTENS OCYILIECTBIIAECTCS
no ojxHou crnenudukanuu (OAMHAKOBBIM Mpodwiib mpumeced, (hapMaKOKMHETUICCKHIM
npoduiib pacTBOpeHus (1Sl TBEP/IbIX JEKAPCTBEHHBIX (POPM) M MH-BUTPO HCCIIEIOBAHUA);

6) OTYETHl HCCIEeNOBaHUN OMOAKBUBAJICHTHOCTH WJIM KJIMHUYECKUX HUCCIEIOBAHUM
JIEKapCTBEHHBIX MpENapaTroB, MPOU3BEACHHBIX Ha IMPOU3BOACTBEHHBIX IUIOMIAJKAX BHE
Ka3zaxcrana (B ciiyyae OTCYyTCTBUSI — 00OOCHOBAHHE).

B ciydae, ecnu nepenaromas Iomagka perucTpupoBajia Ha CBOEH TEPPUTOPUH ITpenapar
o npoueaype TpaHcdepa TEXHOJOTHMH U MCHOJb30Baja OTYET HCCIEJOBAHUS
OMOPKBUBAJIEHTHOCTU WJIM KIIMHUYECKUX HCCIIEOBAaHUMN TPEThEN CTOPOHBI, JAHHBIE OTUYETHI
MPUHUMAIOTCS K PACCMOTPEHUIO TIPU SKCIEPTU3E PETUCTPALIMIOHHOTO JJOChE.

7) Ha MOMEHT IO/IaYM 3asIBJICHUS HA HKCIIEPTU3Y MIPU PETUCTPALIMH NIEPEIAoIas CTOPOHA
IPEJIOCTaBIISIET PE3yJIbTaThl UCCIEIOBAHUM YCKOPEHHOW CTaOWUIIbHOCTU U HE MEHee 6-Th
MECSYHBIX HCCJIEJI0BAaHUN JOJTOCPOYHON CTAOMJIBHOCTH, JIJIi MPUHUMAIOIIEH CTOPOHBI —
IpOrpaMMy HCCIIEIOBAaHUN CTaOMIILHOCTH C yKa3aHUEM CEepHUil JIEKapCTBEHHOTO Mpernapara u
MOCTPErUCTPALMOHHBIE 0053aTENbCTBA O MNPEAOCTABICHUHM JAaHHBIX CTAOMJIBHOCTH C
IJIOIIAIOK MEpefarled W NPUHUMAKOLIEH CTPOH (IIEPHOJUYHOCTH IPENOCTABICHUS
MH(OpPMAIMHU COTIACHO MPOrpaMMe U3yUeHHs CTAOUIIBHOCTH).

[Tpu nonHoMm nepenoce (TpaHcdepe) NPONU3BOACTBEHHBIX U TEXHOJIOTHUECKHUX POIECCOB
yCIIyTromnoiayyaTesb 00ecleurnBaeT MOJHOE COOTBETCTBUE YCIOBHUI MPOU3BOACTBA U CUCTEMBI
oOecrieyeHrsl KadyecTBa Ha MPOU3BOJACTBEHHOM miomanke B PecnyOnuke Kaszaxcran
YCIIOBUSIM TIPOM3BOJICTBA M CHCTEME OOECIeYeHUsI KaueCcTBa MPOU3BOJICTBEHHON IJIOIIAIKH
BHe Ka3zaxcrana.



15. [lepepeructparus
VYcenyrononaydaresnp MoJaeT 3asBJICHUE HA POBENCHUE YKCIIEPTU3BI IS IEPEPErucTpatun
, IOJIAETCs 10 OKOHYAHUs IEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHMUS.

Ha skcnepTusy npu rocy1apCTBEHHOM MEPEPETUCTPALMU JIEKAPCTBEHHOTO CPEICTBA
npousBogutensiMu Pecnyonuku Kazaxcran mpemocraBistorcs wactu | u II Tlepeuns
npunoxenus 13 x Hactositum IIpaBunam i Moaynu 1, 2 u 3 corstlacHO npuioxeHuto 14
HacTosiuM [TpaBunam, 3apyOeKHbBIMU TPOU3BOAUTEISIMU ITpenocTaBistoress Monynu 1, 2 u
3 cornacHo npuiioxeHuto 14 k Hactosimum [IpaBuiam.

B o0mem oTyeTe 1Mo KayecTBy IpeAocTaBisercss 0030p MHPOpMAILNK, CBA3aHHOM C
XUMHUYECKUMH, (papMalleBTUYECKUMU U OMOJIOTHYECKUMH JaHHbIMU. [lokymeHTsl Monyins 2
OXBAaTBIBAIOTCS BOMPOCHI U OMHUCHIBAIOTCS COOTBETCTBYIOILIUE JIaHHbIE, KOTOPbIE MOJIPOOHO
npejacTaBieHbl B Mopyie 3.

[Ipu BbIABICHUHU B XOJ€ MPOBEACHUS SKCIEPTU3bI (PAKTOB, CTABSAUIUX O] COMHEHUE
JOCTOBEPHOCTh CBEIECHUM, NPEACTABIECHHBIX B Moayne 2 perucTpanoHHOTO JTOChE B
OTHOILIEHUHU KadyeCTBa JIEKAPCTBEHHOTO Ipernapara, dKCIEepTHAsE OpraHu3alysl 3anpaiinBaeT
NOKyMeHThl Monyis 3.

HNomnonuurensHo nmpousBoautensamu Pecnyonuku Kazaxcran uz Yactu [V Tlepeuns
corjacHo npwioxeHuto 13 k HactodmuM [IpaBunam u 3apyOeKHbIMU POU3BOJUTENSIMU U3
Mopyns 5 cornacHo npunoxeHuto 14 x Hacrogmum [IpaBunam npegocTaBiasitOTCS:

1) OT4EeTHl MOCTPErUCTPAIMOHHBIX KIMHUYECKUX HCCIeNOoBaHUM 3(PGHEKTUBHOCTU U
0€3011acHOCTH B COOTBETCTBUU C IJIAHOM yTPABICHUS PUCKAMU;

2) mepuoaANYEecKr OOHOBJISIEMBIA OTYET MO O€30MacHOCTH 3a MOCIEIHHE S5 JeT
HaxO0XJICHUSl JIEKAPCTBEHHOI'O Ipenapara Ha (apMaleBTUYECKOM pblHKE PecmyOnuku
KazaxcTtaH ¢ KpaTKMM ayTEHTUYHBIM IIEPEBOJOM C SI3bIKA IPOU3BOAUTEISI HA PYCCKHUM A3BIK
OCHOBHBIX Pa3JIeJIOB.

16. BHeceHre W3MEHEHH B PETUCTPALIMOHHOE JI0CHE

1) BHecenue M3MEHEHUH B PETUCTPALIMOHHOE J0ChE OCYIIECTBISAETCS A0 MOJauu
3asBJICHUS Ha TIEPEPETUCTPAIMIO B COOTBETCTBUU C TpeOOBaHUAMH HacTosmux [IpaBui, 3a
UCKJIIOUEHHUEM M3MEHEHHUM M0 peKOMEeH Ay (papMakoHaa30pa U SKCTPEHHBIX OTpaHUYCHUM,
CBSI3aHHBIX C 0€30IaCHOCTBhIO NpPUMEHEHUs npenaparta. IIpy BHeceHMM H3MEHEHHI B
peructpanuonHoe jaoceke tumna IA, Ib wmmm Il ycinyromomydareneM NpenoCTaBIsSETCS
MOSICHUTENbHAS 3aIlMCcKa, coAeprkanias 000CHOBaHUE HEOOXOIMMOCTH BHOCUMBIX U3MEHEHHI.

Ilonaya 3asABIEHUS HA DKCIEPTU3Y BHECEHMS MU3MEHEHUW B PETMCTPALIMOHHOE JOCHE
OCYILIECTBIISIETCS YCIYTOIOIYYaTeJIEM B TEYEHUE CPOKOB, IPETyCMOTPEHHBIX MyHKTaMu 62 1
65 Hacrosamux [IpaBui.

2) Ilpu BHECEHUI U3MEHEHUH B pErucTpalmoHHoe Joche Tuna Il:

no nyHkrtam b.I mpepoctaBisercs nepedeHb aokyMeHtoB Yactu I, II Ilepeuns (
oOHOBJNeHHBIE pa3nenbl | A7 - JIoOkyMeHT, MOATBEPKIAIONINNA Ka4eCTBO aKTUBHOTO BEIIECTBA
(ceptudukar ananuza 3-X cepuidl aKTUBHOW (apmaleBTUUECKOW CyOCTAaHLHMU OT



MPOU3BOAUTENS, CEepTU(DUKAT aHAIW3a CYOCTAHIIMU OT TPOU3BOJIUTENSA, CEepTUPUKAT
cooTBeTcTBUS MOHOTpadguu EBporneiickoit @apmakorneu, MpOTOKOJ aHAIN3a, aHATUTHYECKUN
MAacropT JaHHBIE MO MU3YYEHHUIO CTaOMIBLHOCTH TOTOBOTO MPOJYKTa MPH JOJTOCPOYHBIX U
YCKOPEHHBIX YCIOBUSAX U3YUYEHUS! CTAOMIBHOCTHU C UCTIOIb30BAHUEM 3asIBJIIEMON CyOCTAHIINU
3a mepuoj; kKak MUHUMYM 6 MecsieB.) u Il C 1 - aktuBHas cyOCTaHIMS B COOTBETCTBUU C
BHOCHUMBIMH U3MEeHEHUAMH) Wik Moayis 3 [punoxenus 14 (oOGHOBIEHHBIE pa3aensl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMU U3MEHEHUSIMU );

no nynkram b.II mpenocrasnsiercs nepedyens n1okyMmeHToB Yactu | (0OHOBIICHHBIN pa3zen
I A8 - JIokyMeHT, MOATBEPKIAIOIINN KaueCTBO TOTOBOTO MPOAYKTA TPEX MPOMBIILICHHBIX
cepuii (cepTudUKaT aHAIIM3a, MPOTOKOJI aHAJIN3a), OJTHA CEPHsl KOTOPOTO COBMAIAET C Cepuei
oOpa3na JeKapCTBEHHOTO CpPEACTBA, MOJAHHOTO Ha PErucTpalui0 B COOTBETCTBUMU C
BHOCUMbIMU n3MeHeHusiMu) U 11 [lepeuns unu Monayns 3 Ilpunoxkenust 14 (oOHOBIEHHBIE
paznensl 3.2.P B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH).

17. YckopeHHas 3KCIepTHh3a JIEKapCTBEHHOTO CPEACTBA

[Ipu mpoBeneHnn YCKOPEHHOM IKCIIEPTU3bI HE CHUXKAIOTCS TpeOoBaHUs K O€30MacHOCTH,
KadyecTBY U 3(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB.

1) YckopeHHas skcniepTr3a JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISAETCS MO PEMICHUIO
YIOJIHOMOYEHHOI'O OpraHa ¥ MPOBOJUTCS B CIIyyasx:

MpeHa3HAYEHUS JICKAPCTBEHHBIX CPEACTB I MPO(PIIAKTUKH, JICUCHUS, TUAaTHOCTHKA
peaKux 3a00JI€BAHMI;

BO3HUKHOBEHUS U YCTPAHEHUM MOCIEICTBUUA AMUJIEMUU, NaHJEMUU HUH(EKIIMOHHBIX
3a0osieBaHuM (JIEeKapCTBEHHBIE MIPEMapaThl ITUOMATOI€HETHUECKOM Teparuu, MPUMEHsIEeMbIE B
AKCTPEHHBIX CUTYaIUSIX B OTBET Ha YTPO3bI 3/IOPOBBIO HaceIeHUs (TaHEMHUH) U BKIIFOUCHHBIC
B KJIMHUYECKHE MPOTOKOJIbI JICUCHHUS;

BOCHHBIX JCHUCTBUM M JIMKBUAAIIMYU UX TOCJIEICTBUN, BOSHUKHOBEHUS, IPEAYTIPEIKICHUS U
JUKBUJAIMUA TOCJHEACTBUI 4YpE3BBIYAMHBIX CUTyalllil, YTpoO3bl BO3HUKHOBEHHS,
pacrpocTpaHeHHs] HOBBIX 0CO00 OMAacHbIX MH(MEKIIMOHHBIX 3a00JIeBaHUN U JTIUKBUJIAIIMU UX
MOCJICACTBUH;

NpeHa3HAYCHUS JICKAPCTBEHHOIO Ipenapara, HHOCTPAHHOTO MPOU3BOAMUTENS, IS
TpaHc(epa TEXHOJOTHIl Ha MPOW3BOACTBEHHYIO IUIOIIAJIKY Ha TeppuTopuu PecmyOnuku
Kazaxcras.

2) DkcnepTu3a JEKAPCTBEHHBIX CPEJCTB, YYAaCTBYIOIIMX B MPOUEAYPE COBMECTHOM
npekBanudukanun BO3, ocyiiecTBisieTcs B COOTBETCTBUHM C mpuioxkeHueMm 8 Cepuu
Texanueckux nokianos BO3, Ne 996, 2016 r. "[Ipouenypa COBMECTHOW PETUCTPALIANA MEXKIY
IPYIION MO NMpeaBapUTENIbHON olleHKe BeceMupHoit opranuzannu 3apaBooxpanenus (BO3) u
HAallMOHAJIBHBIMA OpPraHaMH PETryJIMpPOBAHUS ISl OLEHKHM M YCKOPEHHOW HAI[MOHAJIbHOU
perucTpanuu (HapMarneBTUIECKUX MPOAYKTOB U BAKIMH, MPOIISAIINX TPEIBAPUTEIHHYIO
kBanudukaiuo BO3".



Hacrosimee nmpuiokeHHe paclpoCTpaHSETCSl TAKXKE Ha JICKAPCTBEHHBIE CPENCTBA,
HaxOJISIIIMECS Ha dTare SKCIEPTHBIX padOT /10 BCTYIIEHUS B CUTy HacTosiux [IpaBut.

3) sKcnepTH3a JIEKAPCTBEHHBIX CPEJCTB, MO MPOIEAYype MPU3HAHUS HAYYHOU OLECHKU
JIEKapCTBEHHBIX TMIPEINapaToB, MPOBEACHHBIE PEryISATOPHBIMH OpraHaMu CO CTPOTOM
perynaropHoii cucremoit (SRA) (CIIA, EC (EMA), Kanana, [lIBelinapus, BeaukoOpurtanusi,
ABctpanus, SInoHUs1) HA OCHOBAHWU COBMECTHOM MPOLETYypbl YCKOPEHHOM perucTpanuu ¢
BcemupHoli opranuzanueid 31paBOOXpaHEHUS OCYIIECTBISAETCS B COOTBETCTBUU C
[Tpunoxenuem 5 Cepun Texnunueckux noknaaoB BO3, Ne 986., 2014 r "PykoBoacTBo 1o
MIPEJICTABIICHUIO IOKYMEHTAIIUU JJIs MPEeKBATU(PUKAIIMKA TOTOBBIX JICKAPCTBEHHBIX CPEJICTB,
YTBEPKIECHHBIE CTPOTUMHU PETYIUPYIOIMIMMU Opranamu’.

[Ipunoxenue 16
K MIpaBHJIaM K MpaBHIaM
PETHUCTpAINH JIEKAPCTBEHHBIX
CPEICTB U METUIIMHCKUX U3IEITUI
0 NpUHIUMY "eINHOro OKHA"

[IepeyeHb M3MEHEHUH, BHOCUMBIX B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA
A. AAMUHUCTpPATUBHBIEC U3MEHEHUS

A.1 N3meHenne Ha3BaHus u (WIK) ampeca AepKaTemst [poueny
VYcnoBust  JIoKyMEHTHI U JaHHBIE

PETHCTPAIIMOHHOTO YA0CTOBEPEHHSI pa

a) Jlepxarenb perucTpanioOHHOTO yIOCTOBEPEHUS HE | 12 IA

MEHSIeTCS ’

6) Cwmena gepxaTedss PETrHCTPAIMOHHOTO 234 B

YIOCTOBEPEHHS >

Ycnosus

1. I[epxcaTeneM PETUCTPALITMOHHOI'O YAJOCTOBEPCHUA ABJIACTCA IOPUANICCKOC JIUIO.

JoxymeHTanus

1. IoKkyMeHT OT COOTBETCTBYIOIIETO yIIOJIHOMOYCHHOTO OpraHa (HalpuMep, HaJOrOBOTO OpraHa), B KOTOPOM
yKa3aHO HOBOE Ha3BaHUE MJIH aJpec.

2. TlepecmoTpeHHass uHbOpMaLUs O JEKAPCTBEHHOM Ipernapare (OOHOBJICHHAsh KpaTKas XapakTepUCTHKa
JIEKapCTBEHHOTO IpeTnapara, HHCTPYKIHS [0 MEAUIIMHCKOMY TPUMEHEHHIO (JINCTOK-BKJIA/IBIIT ), MAPKUPOBKA).

3. KpaTtkas xapakTepuCTHKa CHCTEMbI (apmMakoHaI30pa OT HOBOTO JepKaTels pPEerucTParuoHHOTO

ynoctoBepenus (manee — JIPY) BKIIOYAOT CEIyIOIIME 3JIEMEHTHI: HH(POPMAIHUSI O TOM, YTO JCPIKATENb
PETUCTPAIMOHHOTO YJOCTOBEPEHHS] NMEET B CBOEM DPACHOPSDKEHHH YIOJHOMOYEHHOE JIMIO 3a TI0OANbHBIN
(hapmMakoHa130p; KOHTAKTHEIC JAHHBIC YIIOJTHOMOYCHHOTO JIMIIA 33 TIIO0ANBHBINA (hapMaKoHAI30p; JICKIapamus,
TTONIITUCAHHAS JIEPKATEIEM PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS O TOM, UTO OH HUMEET CHCTeMY (papMakoHaa30pa
JUTS BBITIOJTHEHUS 3a/1a4 M 0053aHHOCTEH O IMOCTPETUCTPAIIHIOHHOMY KOHTPOIIO OE30MaCHOCTH JIEKaPCTBEHHBIX
CPEICTB; CChUIKA Ha MecTo (azpec), Iie XpaHUTCs MacTep-(aiiia cucTeMbl hpapMakoHaI30pa.

4. JloroBopHBIE B3aHMOOTHOIIIEHHS MEX/Ty pon3BoanTeneM U J[PY Ha mpaBo OCYIIECTBICHUS ACATEIEHOCTH 110
(hapmakoHaI30py.

A. 2 U3meneHue (TOPTOBOTO) i
OKYMCHTBI nu

HaUMCHOBAHWSI JICKAPCTBCHHOTO Y CJIOBHUS [ponemypa
JIaHHBIC

mpermapara

a) JlekapcTBeHHbIe Tipenapatel 1 1,,3,4,5 1B

YcmoBus



1 M30erath myTaHMIBI C HA3BAHUSMHU CYILECTBYIOIIMX MEAUIMHCKUX IPENapaToB WK Xe ¢ MexXIyHapoJHbIM



HEIaTeHTOBaHHbIM HamMeHoBaHueM (nanee — MHH), ecnm ke HanmMeHoBaHWE OOLIETIPHHATOE, U3MEHEHUE
MIPOM3BECHO B CIICTYIOLIEM ITOPSAKE: OT OOIIENPUHATOr0 Ha3BaHU K (hapMmakoneiiHomy nian kK MHH

JoxyMeHTanus

1. MotuBupoBaHHOE 000CHOBaHHE HEOOXOUMOCTH U3MEHEHHST Ha3BaHUS ITperapara.

2. TlepecmorpenHas wmH(pOpManus O JEKapCTBEHHOM Ipemnapare (0OHOBIEHHAs KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO IIpeTnapara, HHCTPYKIHS [0 MEAUITUHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIA/IBIIT ), MAPKUPOBKA).

3. Konusi 1OKyMeHTa, BBIJAHHOT'O KOMIIETCHTHBIMUA OpraHaMU CTPaHbBI-IPOM3BOANUTENS], KOTOPBIA YA0CTOBEPSIET
U3MEHCHUEC €0 Ha3BaHUsI.

4. IMoanucaHHast JeKjiapanys 0 TOM, 4YT0 MECTO, CII0co0, COCTaB, HOPMaTHBHBIN JIOKYMEHT, PErJIaMeHTHPY IOt
Ka4ecTBO Iperapara OCTaINCh 0e3 N3MEHEHHS.

5. BenoMocTh U3MEHEHUHW K YTBEPXKICHHOMY HOPMAaTHBHOMY JOKYMEHTY II0 KOHTPOJIIO KauecTBa MU

6e3omacuoctu JIC.

A. 3 V3MeHeHne HanMEHOBAHUS aKTUBHOM

. IIpoueny
(apmarieBTHUECKOW CyOCTaHIIMM WM Y CIOBHUSA JIOKyMEHTHI 1 JaHHBIE
a
BCIIOMOTATEIFHOTO BEIIECTBA P
1 1,2 1A

YcnoBus

1. ®apmaneBTHUeckas CyOCcTaHIHS (BCIIOMOTaTeIbHOE BEIIECTBO) HE N3MEHSAETCS.

JoxymeHTtanus

1. CBugerenscTBo BeemupHo# opranuzanuu 3apaBooxpaHenus (nanee — BO3) 00 yTBep)KICHUU WU KOTIUS
nepevHs MexyHapoJHOTO HENaTeHTOBAaHHOI'O HanuMeHOBaHUs. EciM nMpuMeHHMO, OATBEPXkKIECHHE TOTO, YTO
W3MCHECHHE COOTBETCTBYeT [ocymapctBenHoit ®apmakomnee PecmyOnmkm Kazaxcran. [lexkmapanus, dTo
HaNMEHOBAaHHE PACTUTEIBHBIX JIEKAPCTBEHHBIX IIPENApaTOB PACTUTEIBHOTO MPOMCXOXKICHHS COOTBETCTBYET
nokymeHTaM PecrryOnmkn Kasaxcran.

2. [lepecmoTpeHHast nHGOPMAILHS O JEKAPCTBEHHOM IIpernapare.

A. 4 HWsMmeHeHwue
Ha3BaHUS ¥ (WJIH)
agpeca:
TPOU3BOAUTEIS (
BKJIIOYAs, €CJIH
NPUMEHHUMO,
MJIOIIAIOK 1O
KOHTPOJIIO KauecTBa),
WA JIepKaTels
MacTtep- (Qaiira
AKTUBHOU

JoxyMeHTBl U
JaHHBIE

(hapmarieBTHUECKON
cyOcTaHnuu (manee —
M®OADC), wunm
MOCTaBIIHKa
AKTUBHOU
(hapmaneBTHIECKON
cybcraHINH,
NCXOOAHBIX
MaTepHalioB,
pCaKTUBOB WU
MPOMEKYTOUHBIX
NPOAYKTOB,
HCIIONIb3YEMBIX B
MPOU3BOJICTBE
aKTUBHOU
(hapmaneBTUYCCKON

VYcnoBus [Iponenypa



cyOcrannuu (ecnu
yKa3aHo B
TEXHUYIECKOM JIOCHE),
ecnu B
pETUCTPALIMOHHOM
JIOCbE OTCYTCTBYIOT
cepTudUKaTHI
coorBeTcTBUA Ph.
Eur., HIH
MPOU3BOAUTEIIS
HOBOTO
BCIIOMOTaTEILHOTO
BemecTsa (eciau
yKa3aHo B
TEXHHUYECKOM JI0ChE)

1 1,2,3 1A

YcmoBus
1. Ilpon3BOACTBEHHAS ILIONIAIKA M HU OJTHA U3 TIPOU3BOJICTBCHHBIX ONCPAIIHI HE H3MEHSICTCS.

JoxymeHTanus

1. OdunmanpHBIN JOKYMEHT OT YIIOJIHOMOYEHHOT'O OpraHa (HalmpuMep, HaJOrOBOTO OpraHa), B KOTOPOM YKa3aHO
HOBOE Ha3BaHME U (WJIN) aJipec.

2. [TompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny (pasaesam) JoCke.

3. IIpu m3menennu HazBaHus aepxatenss MOADC — oGHOBICHHOE pa3pelIeHre Ha TOCTYII.

A. 5 H3meHeHue
Ha3BaHUSA ¥ (WJIH)
agpeca
MIPOU3BOAHUTEIS
JeKapCTBEHHOTO
npenapara, BKJIOYast

Joxymen
VYcnosus Tl u Ilpouenypa

JIaHHBIC
BBINTYCKAKOLIHE

IO aIKH U
IUIOMAAKU  IIO
KOHTPOITIO Ka4ecTBa

a) [edicTBus, 3a
KOTOpBIE OTBEYaeT
MIPOU3BOAUTEND (
UMIopTEp),
BKITIOYAIOT BBIMYCK
cepui

,2,3 1A

6) [eiictBus, 3a
KOTOpBIE OTBEYaeT
MpOU3BOIUTENE
HMIIOpTEpP), HE
BKJIIOYAIOT BBIITYCK
cepuit

,2,3 1A

VYcmoBus
1. Her m3MeHeHUs B MPOU3BOACTBCHHOM Iporiecce, (PaKTUIECKOM MECTE PACIOJOKEHHUS IUIOMANKH, B
HOPMATHBHOM JIOKYMEHTE 10 KOHTPOJIIO Ka4eCcTBa U OE30MacCHOCTH JIEKaPCTBEHHOIO CPE/ICTBA.

JoxymMeHTauus

1. Konust WicripaBIEHHOTO pa3pelieHUs] Ha MPOU3BOACTBO (MPH HATUYKK) WIH O(UIIHATBHBIA JOKYMEHT OT
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOT'O OpraHa, B KOTOPOM yITOMHUHAETCS HOBOE Ha3BaHKe U (MJIH) aJpec.



2. Ecnu mpuMeHnMo, morpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) pa3zeny (pa3aenaM) Joche, BKIIoYast
MIEPECMOTPEHHYIO HH(POPMALIHIO O JIEKAPCTBEHHOM IIpernapare.

3. OOHOBIIEHHasT KpaTKas XapaKTepUCTHKa JIEKApCTBEHHOTO IIpernapara, MHCTPYKIUS 10 MEAUIMHCKOMY
MIPUMEHEHHIO (JIMCTOK-BKIIABINI ), MAPKHPOBKA.

HN3menen
he xoma
aHATOMO-
TepareBT Tpebyema
As mHeCKOX 1 By nporeayps
HMHYECKO AOKyMEHT
it (manee - anms
ATX)
Kkiaccudu
Kalu

1 1,2 IA

VYcnosus
1. I3meHeHue BeneacTBUe yTBepkIeHus nnn usmenenus BO3 kona ATX.

JoxymeHTanus

1. CeugerensctBo BO3 006 yTBepkaeHHN MK KOs iepedHs kogoB ATX.

2. TlepecmotpeHHass MHpOpMAIHs O JCKaPCTBCHHOM mpemapare (OOHOBJICHHAs KpaTKas XapaKTepHUCTHKA
JIEKapCTBEHHOTO TIPeTapara).

Uckmtoue
HUE
MIPOU3BO
CTBEHHOM
ILIOMIAJIK
1 (B TOM
qucie s
aKTHUBHOM
(apmarnes
THYCCKOM

Tpebyema
A
JOKYMEHT

anus
cyOcraHI

uu,
MPOMEXKY
TOYHBIX
MPOIYKTO
B,
JIeKapcTBe
HHOTO
npenapar
a,
YHaKOBIIT
uKa,
MPOHU3BOJT

A7 urens, VYcaoBus Bun npouenypsi
OTBETCTBE
HHOTO 3a
BBIITYCK
cepuu,
KOHTPOJIS
KaJyecTBa
cepuit



AU
MTOCTABILHN
K a
HACXOJIHOT
o
MaTepua
a ,
peakTHBa
AU
BCIIOMOTA
TEIHHOTO
BEIIECTBA
(ecnm
YKa3aHBI B
JIOCHE)

1,2,3 1,2 1A

VYcnosus

1. Ocraercs He MeHee OIHON paHee OJOOPEHHOW NPOM3BOACTBEHHON IUIONIANKH (TIPOU3BOJUTEIS),
OCYLIECTBISIOMMX T€ e (YHKIHMH, Y4TO W IMOJUIeKaline HcKiIodYeHuro. Ecnu nmpumenumo, B PecrmyOnmke
Kazaxcran ocraercs, Mo MeHbIIEH Mepe, OIWH MPOU3BOANUTENb, OTBEYAONINI 32 BEITYCK CEPHiA, CIIOCOOHBII
CepTU(UIMPOBATh UCIIBITAHKE ITPOSYKTA B LIEIIX BITyCKa cepuiil B PecrryOmuke Kaszaxcran.

2. UckimoueHue He SBISIETCS CISACTBHEM KPUTHYSCKUX HEAOCTATKOB IPOM3BOCTBA.

JoxyMeHTanus

1. B dopme 3asBieHNs1 0 BHECEHUN M3MEHEHHI HEOOXOIMMO YeTKO 0003HAUnTh "Tekyux" u "npeaiaraembix"
MIPOM3BOUTENCH, IEPEUNCIIEHHBIX B 3aBICHUU O PETUCTPALIUYL.

2. ITonpaBka K COOTBETCTBYIOIEMY(COOTBETCTBYIOLINM) pa3zieny (pa3zaenam) J0Cke, BKIIOUas IEPECMOTPEHHYIO
MH(OPMAIIHIO O JIEKApCTBEHHOM ITIpenapare.

A. 8 H3meneHus
OaThbl ayzu/ITa JUIA

BepUpHUKALHU
COOTBETCTBUSI
MPOU3BOIUTEIS Tpebyema
AKTUBHOU s

., YcioBus Bun npouenypst
(hapmaneBTHYIECKON JOKYMEHT
cybcTaHIUU arus
npaBuiIam
Haanexamen
MPOU3BOJICTBEHHOU
TIPaKTHKH

- 1 1A

JoxymeHTtanus

1. [MucbMeHHOE TOATBEPXKICHHE MPOU3BOJUTENS JIEKAPCTBEHHOrO MpernapaTra, CoJepKallee yKa3aHHe O
BepU(UKANMA COOTBETCTBUSA IPOU3BOAMUTENS aKTHBHOW (QapManeBTHueckoil cybOcrannuu [IpaBuiam
HaJIeXaIe Ipon3BOCTBEHHON pakTuku PecryOnmku Kazaxcras.

b. I3MeHeHus kauecTBa
b.I AxktuBHas hapmarieBTUUECKasi CyOCTaHIIUS
b.I. a) [Ipou3BoacTBo

b.l.a.1l N3menenue
TIPOU3BOIUTEIS UCXOTHOTO
Marepuana (peaKkTHBa)



MPOMEXYTOYHOT O
MIPOYKTa, MCIIOIb3YEMOTO
B TIpoIiecce MPOM3BOCTBA
AKTUBHOMH
(hapManeBTHIECKON
cybcTaHuu 1781071
W3MEHEHHE MPOU3BOIUTES
AKTUBHOHU
(apManeBTHYECKON
cybcraHmnu (BKJIIOYA,
ecliM  IPUMEHUMO,
IUTOIIAIKK TI0 KOHTPOJIO
Ka4yecTBa) aKTUBHOI
(apManeBTHYECKOM
cyOcTaHIIMU, e€Cau B
PETUCTPAINOHHOM [IOCHE
OTCYTCTBYET CepTH(HKAT
COOTBETCTBUS
EBponelickoit
®dapmakonuu.

VYcnoBus TpebGyemast mokymeHTalss Bum mporeaypsl

a) IIpeamaraemsrit

MPOU3BOIUTEIb

[PUHAJIEKUT K TOH XKe

(dhapmaneBTHYECKOM 1,2,3 1,2,3,4,5,6,7, 1A
rpynmne, 4TOo u

on00OpeHHBIH

TIPON3BOIUTEIH

06) Bwnecenue HOBOTO

MIPOU3BOIUTENS aKTHBHOMN

(apManeBTHYECKON - - II
cybcTaHIINH,

obocHoBanHO MOADC

B) IIpennaraemsrit
MIPOU3BOIUTEIH
HCIOJB3YET  pPE3KO
OTJIMYAIOIIUNACA CII0CO0
CHHTE3a WU YCIOBHUSA
MPOM3BOJICTBA, KOTOPHIC
MCHSIOT BaXkKHbBIC
MOKa3aTeln KayecTBa
AKTUBHOH
(hapmaneBTHUECKOM
cyOcTaHINH, TaKWe Kak
Ka4eCTBEHHBIM H (WJIH)
KOJIMYECTBEHHBIN TPOQIIIH
npuMeceit, TpeOyommi
KBAIM(UKAIHUK, WU
(hHU3UKO-XUMUIECKIE
CBOMCTBA, BIIMSAIONINE Ha
OMOIOCTYIHOCTD

r) HoBelif mpousBoauTens
Martepuana, TPeOYIOIIero
OIEHKH  BHUPYCHOH



Oe3omacHOCTH M (MIH) - - 11
pucka TpaHcMHCCHUBHOM

ry0daToii sHIIe]amonaTH

(manee — TT'D)

1) 3menenue 3aTparuBaer
OHMOJIOTHYIECKYIO aKTHBHYIO
(hapmaneBTHUECKYIO
cyOcTaHIIHIO U
WCXOOHBIH Marepuan (
peaKTUB) MPOMEXYTOUHBIN
OPpOAYKT, - - II
HCTONB3YIOMUNWCT B
MMPOU3BOJCTBE
OHMOJOTHIECKOTO (
MMMYHOJIOTHYECKOT0)
JIEKapCTBEHHOTO
nmpemnapara

e) M3meHeHue mopsiaka

KOHTpPOJsI  KadecTBa

AKTUBHOM

(hapmaleBTHYECKOM

cyOcTaHuu: cMeHa wid 2,4 1,5 1A
J00aBIeHUE TUIONIAKU, HA

KOTOPO# OCYIIECTBIISETCS

KOHTPOIIb (WCIIBITAHHE)

cepui

) DBHecenue HoOBOro
TIPOU3BOAUTENS aKTHBHON
(hapmaneBTHUECKOM
cyOCTaHIINH, He UMEIOIIEH
MOADC u Tpebyromeit
CYIIECTBEHHOTO
OOHOBIICHUSA
COOTBETCTBYIOIIETO
pasgena Jgocbke O
AKTUBHOHU
(hapmaneBTHIECKON
cybcranun

3) Bxaouenue
albTEePHATUBHOM
MI0IIa K mo
CTepUIIU3ALUN aKTUBHOM
(hapmaleBTHYECKOM
cybcTaHU MU c
HCIOJIb30BaHHEM METO/a
T'ocynapctBeHHOM
®dapmaxkorien PecyOnuku
Kazaxcran

- 1,2,4,5,8 1B

u) BHecenue HoBoOI
naomaaKu mno 2,5 1,4,5,6 1A
MHUKpPOHHU3AINN



K) N3meHneHus

coryjaumeHui mno

HCIBITAaHUSIM TI0 KOHTPOITIO

KadecTBa OHMOIOTHYECKOU

AKTUBHOH

(hapManeBTHIECKON

cyOcTaHIIMM: 3aMEHa WJIH - - I
BKITIOYCHHE ILIONIAIKU, HA

KOTOPOH OCYIIECTBISETCS

KOHTPOJb (MCIBITAHUA)

cepui, BKJIIOYas
OMONMOTUYECKH I (
UMMYHOJOTHYECKUI) (
UMMYHO-XUMHUYECKHI)
METOJ,

n) HoBas miomanka 1o
XPaHEHUIO TJIaBHOTO OaHKa
KJIETOK U (WiH) padoumx
0aHKOB KJICTOK

L5 1B

Ycnosus

1. Cnerndukaryv NICXOAHBIX MaTEPHUANIOB U PEAKTUBOB (BKIIIOYAs! BHYTPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METOIBI
aHanmpW3a BCeX MaTepuajoB) WIACGHTHYHB paHee onoOpeHHeM. Crnemupuxanum (BKIIOYAs
BHYTPUIIPOU3BOJICTBEHHBIN KOHTPOJIb, METO/IbI aHAIM3a BCEX MAaTEPHAIOB), CIOCOObI IIPUTOTOBICHUS (BKIIIOYAs
pa3mep cepur) u MoApoOHBIN CrIOCO0 CHHTE3a MPOMEXKYTOUHBIX MTPOAYKTOB M aKTHUBHBIX (hapMaleBTHYeCKuX
CcyOCTaHIIMI UIEHTUYHBI paHee 0100pEHHBIM.

2. AxktuBHas QapmaneBTHUecKas CyOCTaHIUS HE SBJSIETCS OWOJIOTHYECKOW (MMMYHOJOTHMYECKOH) HWIIH
CTEpUWIBHOM.

3. Ecxm B npolniecce Mpou3BOCTBA UCHOIB3YIOTCS MaTepyalibl YEIOBEYECKOr0 WIIN )KUBOTHOTO ITPOHCXOXKICHUS,
MIPOU3BOJUTENH HE HCIIOJIB3yEeT HOBOTO IOCTABIINMKA, B OTHOMIEHMH KOTOPOTo TpeOyeTcsl OleHKa BHPYCHOMH
6e3omacHocTn u cootBeTcTBHE ['ocynapcTBenHoi Papmakonee Pecrryonukn Kazaxcran o MUHIMHA3AIMN pUCKa
nepesaddl areHToB ry0daroi sHme(danonaTuyl >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENApaTOB JUISA
MEIUIMHCKOTO U BETEPUHAPHOTO IPUMEHCHUS.

4. Tpaucdep TEXHOIOTHI CO CTapoii Ha HOBYIO IUIOIIAIKY MTPOMU3BEICH YCIIEIIHO.

5. Cremm¢ukanusa Ha pa3Mep YacTUI[ aKTHBHOH (apMalneBTUYECKOW CYOCTaHIMH M COOTBETCTBYIOIIHN
aHAJTUTHYECKUI METOJ HE U3MEHSIOTCS.

JoxymeHTtanus

1. Ecnn mpuMeHnMoO, ToTIpaBKa K COOTBETCTBYIOIEMY(COOTBETCTBYIONIMM) pa3ieny(pa3zaenaM) J0Che.

2. Nexnapanus aepxareiiss perucTpallmOHHOro yaoctoBepeHus: unu aepxarenst MOADC cooTBETCTBEHHO, YTO
MpoLeypsl KOHTPOJISI KadecTBa crocoda cUHTe3a (MM Uil PAacCTHUTENIBHBIX JIEKAPCTBEHHBIX HpenapaToB (
COOTBETCTBEHHO): METOJa IIPUTOTOBJICHHUS, TeorpauuecKoro HCTOYHWKA, IMPOU3BOJCTBA PACTHTEIHHOU
(hapMarneBTHIECKOI CyOCTaHIIMH M TIPOIlecca MPOU3BOICTBA) M CHENU(DUKAINN aKTUBHOU (hapMameBTHICCKOI
cyOCTaHIIMM W HMCXOIHOTO MaTephaia (peakTHBa) HMPOMEXKYTOYHOT'O IPOAYKTa B IPOIECCe IMPOU3BOJICTBA
AKTHBHOW (hapMaleBTHUECKON CyOCTaHIIMMU (€CIM MPUMEHUMO) HE OTJIMYAIOTCS OT paHee 0100pEHHBIX.

3. JIubo ceprudurar coorBercTBUs EBpormeiickoit ®apmakonen mo TI'D mis 1000ro HOBOIO HCTOYHHKA
Mmarepuaia, Jubo (eciid NMPUMEHUMO) JOKYMEHTAJIbHOE TOATBEP)KACHUE TOTO, YTO MCTOYHHK MaTepuaa,
nojBepkeHHbIi pucky TI'D, paHee mccienoBaiicsl YIOJIHOMOYEHHBIM OPTaHOM; M OBUIO TOATBEPKAEHO €ro
coorBercTBue ['ocynmapcrBenHoit @apmakonee PecnyOmmkm KaszaxcraH mo MHHMMH3AIMM pHCKa Iepenadu
areHToB Ir'y09aToi 3HIE(AIOMATHH KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO 1
BETEpHHAPHOTO MpUMeHeHH. Heo0X0oImMo TIpeICTaBUTh CIIEAYIONINE CBEACHNUS: Ha3BaHHE ITPON3BOINUTEIIS; BUL
JKUBOTHBIX M TKaHHU, U3 KOTOPBIX IOIyYeH MaTepHal; CTpaHa MPOUCXOKACHHUS )KUBOTHBIX, €T0 HCIIOIB30BAHNAEC U
MPUEMIIEMOCTh B TIPOLIIIOM.



4. lanHble aHanmi3a cepuii (B hopMaTe CpaBHUTENBHON TaOJHIIbL), 0 MEHbIIIEH Mepe, IBYX CepHii (110 MEHbILEH
Mepe, ONBITHO-IPOMBIIIJICHHBIX) aKTUBHON (apMaleBTHYECKOH CyOCTaHIMM OT TEKYIIMX M IpelJlaraeMbIX
MIPOU3BOAUTEINCH (TUIOIIAT0K).

5. B dopme 3asBreHNsT 0 BHECEHUN N3MEHEHHUI HEOOXOIMMO YeTKO 0003HAUNTh "Tekymux" u "mpeaiaraeMbix”
MIPOM3BOANTENEH, KaK yKa3aHo B paszaene 2.5 hopMbI 3asBICHHS.

6. Eciin akTuBHas (apmaneBTHUYeCKast CyOCTaHIMS HCIIONb3YEeTCsl B KaUECTBE NCXOJHOTO MaTepHala, JeKapamnus
KBaJIM(HUIIMPOBAHHOTO JINIA KaXXJIOTO JIepKaTels JIMIEH3UH Ha IPOWU3BOJACTBO, YKAa3aHHOTO B 3asBICHUH, U
KBaJM(HUIMNPOBAHHOTO JHMIA KaKIOTr0o AEprKaTeisl JUIEH3WH Ha IPOU3BOACTBO, YKa3aHHOTO B 3asBICHUH B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B nmexmapanusx HEoOXOAWMO yKas3aThb, YTO MPOMU3BOIUTEINH(
MPOM3BOJIUTENN) aKTHUBHOM (apManeBTHUECKOW CyOCTaHIMHU, yKa3aHHBIM (yKa3aHHbIE) B 3asBICHHH,
ocymiecTBisieT (OCYIIECTBISIOT) CBOIO JIESTEIBHOCTh B COOTBETCTBUM ¢ IlpaBuiamu Haanexamiei
MIPOM3BOJACTBEHHON TpakTukn PecrmyOnuku KazaxcTaH B OTHOIIEHMHM MCXOIHBIX MarepuanoB. Ilpum
OTIpEZIETICHHBIX 00CTOSITEIECTBAX JOMYCKAETCS IIPEICTABIATE OAHY JeKJIapanuio (CM. IpUMedaHne K M3MEHEHHIO
B.IL.6.1).

7. TapanTuitHoe TUCHMO (TIPH HEOOXOTUMOCTH) MPOU3BOAMTENS aKTHBHOHN (papMalneBTHUECKOW CyOCTaHIINU
OTIOBEIIATh JEPKATeNsd PErHCTPAIIMOHHOTO yIOCTOBEPEHHUS O JIOOBIX M3MEHEHHMSX MpoIecca MPOU3BOICTBA,
crienudUKai 1 aHATUTHYECKUX METOMK aKTUBHO# (hapMalieBTHYECKOH CyOCTaHIUH.

8. IloaTBepkAeHHE TOTO, YTO MpeiaraeMas IUIOIaAKa JOKHBIM 0Opa3oM JIMIEH3UPOBaHA B OTHOIICHUU
paccMaTpuBaeMoi JieKapCTBEHHOI (hOpPMBI, JIEKapCTBEHHOTO Mperapara ik NPOU3BOICTBEHHOI ONepaiiy.

b.l.a.2  U3meneHus

mporiecca MPOU3BOJICTBA

AKTUBHOH VYcaosus Tpebyemast nokymenTtanus Bun nonemypsr
(hapManeBTHIECKON

cyOCTaHIUH

a) HecymectBennoe

W3MEHEHHe Ipolecca

MPOM3BOJCTBA aKTHUBHOU 1,2,3,4,5,6,7 1,2,3 1A
(hapmaleBTHYECKOM

CyOCTaHIUH

0) 3HAYUTEIbHOC
W3MEHEHHE Ipolecca
MPOU3BOACTBA AKTUBHOU
(hapmaleBTHYECKOM
cyOCTaHIIUU, KOTOPOE
OKAa3bIBa€T CYIIECTBEHHOE - - 1I
BIIMSHHE Ha KadecTBO,
0€30MacHOCTh WU
3¢ HEeKTHBHOCTH
JIEKapCTBEHHOTO
mpernapara

B) MI3MeHeHMe 3aTparuBaet
OHOIOTHYECKYIO (
HMMYHOJIOTHIECKYIO)
cyOcCTaHIHIO UITH
UCIIOJI30BaHUE JIPYIroTro
BEIIECTBA, IOJyYEHHOTO
MyTeM XHMHYECKOTO
CHHTE3a, npu
IPOU3BOJICTBE
OHMOJTOTHYECKOTO (
UMMYHOJIOTHYECKOI0)
JeKapCTBEHHOTO

II

nmpemnapara, KOTOpoe



OKa3bIBACT CYIICCTBCHHOE -
BIHSHHE Ha KadecTBO,

0e30IacHOCTh WM

3¢ PEeKTHBHOCTD

JIEKapCTBEHHOTO

mpernapara U He CBSI3aHO C

MPOTOKOJIOM

r) V3MeHeHne 3aTparmBaet

pacTUTEeNbHBIH

JIEKapCTBEHHBIN IIpenapar,

a UMEHHO: - - II
reorpauuecKuii HCTOYHUK

, CII0COO TPOM3BOJICTBA

WM TIPUTOTOBJICHUS

n) HecymecTtBennoe

W3MEHEHUE 3aKpbITOH - 1,2,3,4 1B
gyactu MOADC
VYcnoBus

1. HexenartenpbHOe M3MEHEHHE KAad4eCTBEHHOTO WM KOJHMYECTBEHHOTO MPOQIIIL MpUMeced, WiIn
(hM3UKO-XMMHYECKIX CBOHCTB OTCYTCTBYET.

2. Cnocob cuHTEe3a OCTaeTcs TeM K€, TO €CTh MPOMEKYTOUYHbIE MPOAYKTHI HE M3MEHSIOTCS W B IPOIECC HE
BBOJISITCS HOBBIE PEAKTHBBI, KaTaIM3aTOPbl WM pacTBopuTenu. ['eorpadMueckiii KICTOYHUK, IPUTOTOBJICHUE
PacTHUTENILHOTO CHIPhS M CIOCO0 MPOMU3BO/ICTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX ITPENapaToB HE N3MEHSIOTCSL.

3. Cneuudukanyy akTHBHON (papMalieBTUUECKON CyOCTaHIIMU U IIPOMEKYTOUYHBIX ITPOIYKTOB HE U3MEHSIOTCSL.
4. VI3MeHeHHe TOJHOCTHIO OIMKCHIBAETCA B OTKPHITOM dacTu (dactu "ycmyromosydarensa') MOADC (eciau
MPUMEHHUMO).

5. AkTuBHas (apManeBTHUECKast CyOCTaHIIUS He SBJISIETCSI OMOJIOrHYECKOH (MMMYHOJIOTHUECKO#) CyOCTaHIeH.
6. V3MeHeHHe He 3aTparuBaeT reorpapuueckuii MCTOYHHMK, CIOCOO MPOU3BOICTBA WM IPUTOTOBJICHUS
JIEKapCTBEHHOTO PaCTUTENILHOTO Ipernapara.

7. I3meHeHue He 3aTparuBaeT 3akpbITod yactu MOADC.

JoxymeHTauus

1. TlompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3feny (pas3lienaM) AOChe, BKIIOYAs MpsSMOe
CpaBHEHHE TEKYILETO U HOBOTO ITPOIIECCOB.

2. Jlannple aHanm3a cepuil (B popmare CpaBHUTEIHHON TaOIHIIBT), IO MEHBIIEH Mepe, OBYX cepHid (110 MeHbIIeH
Mepe, ONBITHO-TIPOMBIIUIEHHBIX ), TIPOU3BEIEHHBIX C TIOMOILBI0 0Z00OPEHHOTO U MPEIaraeMoro IpoLECCOB.

3. Komnu yTBep>KACHHBIX CIIEI(pHUKAINAN aKTHBHOH (papMarieBTHIECKOH CyOCTaHITIH.

4. lexmaparus qepKaTeisi perucTPalioOHHOTO yaocToBepeHus win nepxareinss MOADC cooTBETCTBEHHO, UTO
MU3MEHEHNE KadeCTBEHHOTO M KOJIWYECTBEHHOTO MpoGmis NpuMeced HiIu (U3NKO-XHMHUYECKHX CBOWCTB
OTCYTCTBYET, c1ioco0 CHHTE3a, criequduKaniy akTHBHOW (hapMaleBTHYECKOi CyOCTaHIIMKM U MPOMEKYTOUHBIX
MPOJIYKTOB HE U3MEHSIOTCS.

k b.1.a.2.0) Iloxg 3HaYMTENHHBIMH HW3MEHEHHSMH aKTHBHBIX (hapMaleBTUYECKUX
cyOCTaHIMIl, TMONYYEHHBIX IYTEM XHMHYECKOTO CHHTE3a, MOJPa3yMEBAarOTCA
U3MEHEHHUs Crocoda CHHTE3a WM YCJIOBHH NPOU3BOJACTBA, KOTOPBIE CIIOCOOHBI

ITpumeuanue M3MEHUTh Ba)KHBIE TIOKa3aTeH KayeCTBa akTHBHOM (hapMalleBTHYECKOil cyOCTaHIIMN
, TaKMe KaK KayeCTBEHHBIH M (MJIM) KOJMYECTBEHHBIH NpOQHIL NpUMEceH,
TpeOYIOmNH KBaTU(PUKALUK, WIH (U3NKO-XMMHUUECKHE CBOWCTBA, BIIUSIONINE Ha
OMOOCTYITHOCTB.

b.l.a.3  HN3meHeHue
pasMmepa cepun (BKIIIOUas
JTNAIa30HbI pa3Mepa Cepuu
) AKTUBHOU
(hapMaineBTHYECKOM



cyOcTaHIuH WU
MPOMEXYTOYHOTO
MPOJIYKTa, UCIIOIb3YEMOTO
B IIpolecce MPOU3BOICTBA
aKTUBHOMU

YcnoBust Tpebyemast nokymenramusi Bun mpoueaypsl

(hapmareBTHYECKOM
cyOCTaHIH

a) YBennueHHe pa3mepa

cepud BIUIOTH 10 10 pa3 mo

CpPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1A
3aperucTpUpPOBaHHBIM

pasmepom

0) 10-xpaTHOE
pasyKpyIHEeHe

1,2,3,4,5 1,2,5 1A

B) l3MeHeHme TpebyeT

aHaJmM3a COMOCTABHUMOCTH

OMOJOTHYECKOM (

MMMYHOJOTHYECKOH) - - II
aKTHUBHOMU

(dhapmaneBTHYECKOM

cyOcTaHIuH

r) YBenwueHHe pasmepa

cepun 6onee 10 pa3 mo

CpaBHEHUIO C - 1,2,.,4 1B
3aperucTpUpOBaHHBIM

pasmepom

) YBennueHue (
YMEHBIICHUE) MacuiTaba
NpOU3BOJICTBA
OUOIOTHYECKOU (
HMMYHOJOTHICCKON)
AKTHUBHOMH - 1,2,3,4 1B
(hapmaneBTHIECKON
cyOGcTaHuu oe3
U3MEHEHHsI Tpolecca
MPOU3BOJICTBA (HATpPUMED,
Iy OJIMpOBaHKE JTMHUH )

YcenoBus

1. Bce m3MEHEHHS METOJOB MPOM3BOJCTBA 3aTParMBAIOT JHUIIb HEOOXOAMMBIC IS YKPYMHEHUS WIHN
pa3yKpyIHEHHs, HallpuMep, UCIOIb30BaHHE 000pyI0BaHHE APYTOTO pa3Mepa.

2. Heo0OX0oamMoO TpPEACTaBUTH PE3yNbTAaThl MCHBITAHUN COTJIACHO CHEIM(HUKAIUIM HE MEHee IBYX Cepuid
IIpeIaraeMoro pa3Mepa Cepuu.

3. PaccMmarpuBaeMblii JIEKapCTBEHHBIH TMpernapaT He SBIAETCS OHOTOTHUYECKUM (MMMYHOJIOTHYECKHM)
JIEKaPCTBEHHBIM TPETIapaToOM.

4. I3MeHeHre He BIUSIET HeXKeNnaTeIbHbBIM 00pa3oM Ha BOCIIPOU3BOMMOCTh ITPOLIECCa.

5. Here}]BI/I}leHHBIX CUTyallrsaX, BOSHUKIINX B XOA€ IMMPOU3BOACTBA, MW HAPYHICHUA CTaOMJIBHOCTH U3MEHEHHE
HE OCYIIECTBISETCS.

6. Cnenudukanyy akTUBHON (papMalieBTUUECKOi cyOcTaHIMU (IIPOMEXYTOYHBIX ) IPOYKTOB HE U3MEHSIOTCS.
7. AkTuBHas apmaleBTUYECKas CyOCTaHIIUS HE SIBIISICTCS] CTEPHIIBHOM.

8. Pa3smep cepum Haxonsarcs B mpexaene 10-kpaTHOTO AMana3oHa pa3Mepa CEepHH, MPEAyCMOTPEHHOTO MpH
perrcTpalMy MK NOCIIe MOCIEAYIOIEro N3MEHEHH s, He SIBIISBILErocss u3MeHeHueM [A tuna.



JoxymeHTtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pasfeiy (pasienam) 10Cke.

2. Homepa cepuii HCTIBITaHHBIX CEpUI UMEIOT MpeAIaraeMulii pasmep cepuH.

3. JlauHble aHanm3a cepuii (B Gopmare cpaBHUTEIBHOW TaOJIUIIbI), [0 MEHBIIEH Mepe, 0JHOI MPOMBIIUICHHOH
CepUM aKTHBHOH (apMalneBTHYeCKOH CyOCTaHIIMM WJIM HPOMEXKYTOYHOTO MPOAYKTAa COOTBETCTBEHHO,
MIPOM3BEICHHON B YTBEP)KJICHHOM M IIpeiyiaraeMoM pasmepe. [1o 3armpocy HeoOX0IMMO MPEICTaBUTh JaHHBIE 110
CJIEAYIOIINM JBYM IIOJIHBIM IPOMBIIIJICHHBIM CEPHsAM; JIEpXKATeNb COOOIIAET, €CIIM Pe3yJbTaThl aHAIH3a HE
YKJIQBIBAIOTCS B CTICIM(DUKAINIO U IPEATI0KUTD TUIaH JCHCTBHH.

4. Komuu omoOpeHHBIX crenupuKkanuii akTHBHOW (QapMaleBTHYECKOW CyOCTaHIHH (M TPOMEXYTOUHBIX
MPOIYKTOB, €CITH IPUMEHHMO).

5. Jlexmaparust AepkaTels perucTpaluoHHoro yaocroseperns win aepxarenst MOADC cooTBETCTBEHHO, UTO
BC€ UBMCHECHUA METOI0B IMPOMU3BOJICTBA 3aTparuBarOT JIMIIb HCO6XO)II/IMI)IG JJId YKPYITHCHU S WIN pasyKpYIIHCHUA,
HarpuMep, UCI0JIb30BaHUE 000PYI0BaHUE JIPYrOro pa3Mepa; M3MEHEHUE He BIIMSIET HeXKeNaTeIbHbIM 00pa3oM Ha
BOCITPOM3BO/IMMOCTD TIPOLIECCa; M3MEHEHUE HE SIBISIETCS CIICACTBHEM HENPEIBUACHHBIX CUTYalNH, BO3HUKIINX B
XO07ie TIPOM3BOJICTBA, WIIM HAPYIICHNS CTAOMIIBHOCTH; CTIe(UKAIMN aKTUBHOH (papMarieBTHIeCcKOil cyOcTaHINI
(TpPOMEKYTOUYHBIX MTPOILYKTOB) HE U3MEHSIOTCS.

b.l.a.4 W3menenue
BHYTPHIIPOU3BOJICTBEHHBIX
HCTIBITAHUN WA KPUTCPHUECB
MIPUEMIEMOCTH,
HCTIONB3YIOMUXCS  TIPH
MPOU3BOJICTBE AKTUBHOMU
(hapManeBTHIECKON

VYcnosus TpeOyemast nokymeHTauusi Bun npouenypst

cyOCTaHIUH

a) VYxecToueHue
BHYTPHUIIPOU3BOJACTBEHHBIX 1, 2, 3,4 1,2 1A
KPUTEPHEB MTPUEMIIEMOCTH

0) JloGaBieHuEe HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX
WCIIBITAHUN WM KPUTEPHEB
MIPHEMIIEMOCTH

1,2,5,6 1,2,3,4,6 IA

B) Ucknrodyenue
HE3HA4YUMOTO
BHYTPHITPOU3BOJCTBEHHOT
O UCTIBITAaHHS

1,2,7 1,2,5 A

T) Pacmupenue

0n00pEeHHBIX

BHYTPHIIPOH3BOICTBEHHBIX

KPUTEPUEB MPUEMIIEMOCTH,

KOTOpBIE CYILECTBEHHO II
BJIMSIOT Ha COBOKYITHOE

KauyecTBO  aKTHBHOE

(hapmaneBTHYECKOM

cyOCTaHIuH

) Ucknrogyenne
BHYTPHUIIPOU3BOICTBCHHOT
O HCIBITAaHUS, KOTOPOE
CYIICCTBEHHO IMOBIIUACT Ha
COBOKYIIHO€ KadeCTBO
AKTHUBHOMH

II

(hapmaneBTHIECKON
cybcraHIun



¢) JJobaryienue uin 3aMeHa

BHYTPHITPOU3BOICTBEHHOT

O WCHOBITAHUS W3

coobpaxeHu b23.4.6 B
06e30MacHOCTH  HJIH

KavecTBa

VYcenoBus

1. VM3MeHeHUEe HEe SBISICTCA CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, NMPUHATOTO MO pe3yibTaTaM paHee
MIPOBEIICHHBIX JKCIIEPTH3 C IIENBI0 aHAIHN3a KPUTEPHEB MPUEMIIEMOCTH CHEIH(UKAINH (HApUMep, B XOJe
perucTpanuu Wi BHeceHus m3menenui 11 tuma).

2. "3MeHeHne HE SABISCTCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMid, BO3HHUKIINX B XOAE HPOM3BOJACTBA,
HampuMep, HOBasi HeKBaTH(PHUINPOBAaHHAS IPUMECh, U3MEHEHHE TIPEICTIOB COJCPIKaHUSI CYMMBI IIPUMeECEit.

3. JIroboe n3MeHeHNE YKIIaAbIBAIOTCS B TUATIA30H JIEHCTBYIOMINX OZOOPEHHBIX KPUTEPHEB IPHUEMIEMOCTH.

4. AHanMTHYECKas METOTUKA HE U3MEHIETCS FITH U3MEHSETCSI HE3HAUUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOJI0JIOTHH, UCIIOIb3YEMON [1I0-HOBOMY.

6. HoBBIif METOA MCIIBITAaHUS HE SBISETCS OMOIOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKUM) HITH
METOJIOM, B KOTOPOM HMCHOJIB3YeTCs] OMOJIOTHYECKUI PEakTUB JUIsi OMOJIOTHYeCKOl aKTUBHOI (hapMalleBTHYEeCKOi
cyOcTaHIuy (32 UCKIIIOYEHHEM CTaHIapTHHIX (PapMaKoNeHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).

7. Iapamerp crienuduKanuy HE 3aTparMBaeT KPUTHYECKHH MapaMeTp, Hanpumep, JIO00H M3 ClelyroluX:
KOJIMUECTBEHHOE OIpe/eleHne, NMpUMECH (E€CIU TOJBKO OINpEENIEHHBIH pacTBOPUTENb OJHO3HAYHO HE
HCIIONB3YETCs B MPOU3BOJICTBE aKTUBHOW (hapMameBTUYECKO CyOCTaHIMM), Jito0as KpuThdeckas Qpu3mdeckas
XapaKTEePUCTHKA, HAIIPUMED, pa3MEpP YaCTHUL, HACBIIIHAS IUIOTHOCTh J0 M MOCHE YIUIOTHEHHUS, UCHBITAHUE HA
TIOJTMHHOCTG, BOZA, JII00OU 3aIpoC Ha H3MEHEHHNE YacTOThI HCIIBITAHHH.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zeiaM) T0Che.

2. CpaBHHTENIbHAS TAOIHIIA TEKYIHX U TPeIIaracMbIX BHYTPHIIPOM3BOACTBEHHBIX UCTIBITAHUH.

3. TlompobHOe omucaHWe HOBOTO He(apMakONCHHONW aHATUTHYCCKONM METOMWKHA WM JaHHbIC Baauganud (B
COOTBETCTBYIOIIUX CITydasix).

4. JlaHHble aHamW3a JBYX MPOMBIINUICHHBIX CepHi (11 OMOJOTMYECKMX AaKTHUBHBIX (hapMaleBTHYECKUX
cyOCTaHIMi, B OTCYTCTBHE KOHKPETHBIX OOOCHOBaHMH, — TPHU IPOMBIIUICHHBIE CEPHH) aKTUBHOU

(apmaneBTHYECKOH CYyOCTaHIINH 110 BCEM MapaMeTpaM crennpUKamnm.

5. ObocHoBaHuE (OIIEHKA) PUCKOB CO CTOPOHBI JEpKaTelsl PErHCTPAlMOHHOTO YI0CTOBEPEHUS WITH JIepKaTeIst
MOADC cOOTBETCTBEHHO, HOATBEP:KJIAIONINE, 4YTO BHYTPHUIIPOU3BOACTBEHHBIE MNapaMeTPhl SBISIOTCS

HE3HAYMMBIMH WIN YCTApEBIINMH.

6. OGoCHOBaHHE CO CTOPOHBI JAEpKaTelsl PErHCTPALMOHHOIO yHOCTOBepeHHs wiu nepxkarenst MOPADC
COOTBETCTBEHHO HOBBIX BHYTPUIIPON3BOICTBEHHBIX HCIBITAHUH U ITPEAEIIOB.

b.l.a.5 H3meHeHue
AKTUBHOH
(apManeBTHYECKON
CyOCTaHIINM BaKIIMHBI

VYcnoBus TpebGyemast mokmeHTanmst  Bumx mporeaypsl

a) 3aMeHa Win J00aBieHne

HOBOTO CEpOTHUIIA, ITAMMAa

, AHTUreHa WU

KoAgupyouei

MOCJIEN0BATENbHOCTH MIIH 1I
KOMOHMHANHA CEpOTHIIOB,

MTaMMOB, QaHTUT'CHOB HJIN

KOOUPYIOLIUX

mocie0BaTeIbHOCTEH

JoxymenTarus HeoOXoauMast Il IPOBEACHHUS SKCIIEPTHU3EI MOAN(UITPOBAHHBIX BAKIIHH:
1. CompoBoAHTENEHOE THCHMO C MOTUBUPYIOIIUM 00OCHOBaHUEM;



2. IlonpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zieny (pa3zaenaM) 10Che.

3. AKTyaJu3upOBaHHBIE IOKYMEHTHI 110 Ka4eCTBY:

ITo akTHBHOM (hapMaIeBTHYCCKON CYyOCTaHITHHU:

1) obmias nH(GOpMAIUsI aKTUBHOTO BEIIECTBA: Ha3BaHUE, CTPYKTYpa, OOIIHEe CBOHCTBA;

2) IpOM3BOIUTEINb, OIIMCAHNE TPOM3BOACTBEHHOIO IPOLECcca U €0 KOHTPOJIb;

3) KOHTPOJIb UCXOJIHBIX MaTepHATIOB;

4) KOHTPOJIb KPUTHUECKUX ATAIIOB U MPOMEKYTOUHON MPOTYKIIUH;

5) Banmumanus mpouecca 1 (UiIM) ero OIeHKa,;

6) pa3paboTKa IMPOU3BOICTBEHHOTO MPOIIECCa;

7) mOKa3aTEeNbCTBO CTPYKTYPhI U XapaKTEPUCTUKH;

8) mpumecu; 9) crieruduKanys Ka4ecTna,

10) aHaTUTHYECKIE METOIUKH,

11) Banmmmanmst aHATUTHYECKUX METO/IUK;

12) moxyMeHT, TOATBEP KIAIOIINIH Ka4eCTBO aKTHBHOTO BEIIECTBA TPEX Cepuil (cepTUhHUKAT aHAIHN3a CyOCTaHITUI
OT TIPOU3BOIUTENS, TPOTOKOII aHATTN3a, AaHATUTHYECKUH MTACTIOPT);

13) obocHOBaHHE CTICTH(UKALIHM;

14) crarmapTHBIC 00pa3IBl WK BEIIECTBA;

15) cuctema ymakoBka (yKyImopKa);

16) pe3toMe OTHOCUTENBHO CTAOMIBHOCTH U BBHIBOABI;

17) IIpoTOKOJI TOCTPErHCTPAIMOHHOTO H3YyUeHHUS CTAOMIIBHOCTH M 00513aTEIbCTBA OTHOCUTENIFHO CTaOMIIBHOCTH;
18) naHHbBIE O CTAOMIBHOCTH.

ITo roToBOMY mpenapary:

1) mOKyMeHT, NOATBEPKAAIOMINN KaueCTBO TOTOBOTO IPOJYKTa TpeX cepHil (cepTHdUKAT aHANN3a, IPOTOKOJ
aHayM3a), OJIHA Cepusl KOTOPOTO COBMAJAeT ¢ cepueil oOpasna JEeKapCTBEHHOTO CPENCTBa, MOJAHHOTO Ha
PeTHCTpAIHIO;

2) IMOKYMEHT O NPHOHOBOM 0€30IacHOCTH Ha BEIIECTBAa >KHBOTHOTO NPOUCXOXKICHUS OT HPOM3BOIUTENS (
TTOCTABIIIMKA);

3) KauecTBEHHBIH W KOJWYCCTBCHHBIN COCTaB JICKAPCTBEHHOTO IpemnapaTa (aKTHBHBIC, BCIOMOTATEIHHEBIC
BEIIIECTBA);

4) NOKYMEHT, IOATBEP>KAAONINI Ka4eCTBO YIAKOBOYHOTO U YKYIOPOYHOTO MaTEPHAIOB TOTOBOTO IPOIYKTa;

5) dapmaneBTrdeckas pazpaborka (ommcaHue adc, BCIIOMOTaTEeIbHBIX BEIIECTB, pa3paboTKa JIEKapCTBEHHOTO
mpernapara, pa3padoTka IPOU3BOACTBEHHOTO TIPOIIecca, COBMECTUMOCTh KOMIIOHEHTOB, H3JIHIIKH, CTAOUIHLHOCTD,
MHUKpPOOHOJIOTHYECKasT YHCTOTA);

6) mpou3BOACTBEHHAS (POpMYyIIa;

7) onmcaHue TEXHOJIOTHH POU3BOJCTBA;

8) KOHTpOJIb B TIpoIIecce MPON3BO/ICTBA (OTIEPAIMOHHBIH KOHTPOJIH);

9) MeToaBI KOHTPOIIS HCXOJHBIX MaTePHAJIOB;

10) cepTrduKaThl Ka4ecTBa Ha BCIIOMOTAaTEIbHEIC BEIICCTBA,

11) MeToBI KOHTPOJIA KadecTBa IPOMEKYTOUHBIX IPOAYKTOB (TIpH HEOOXOAMMOCTH);

12) HOpMaTHBHBIN TOKYMEHT NTPOM3BOAMTENS 110 KOHTPOJIIO Ka4eCcTBa M 0€30MacHOCTH JIEKapCTBEHHOTO CPEJICTBA
B DIIEKTPOHHOM BHIIE B popmate .docx;

13) Banmmanwst METOAMK MCIIBITAHUN JIGKAPCTBEHHOTO TIpernapaTa;

14) pe3ynabTaThl HCHBITAaHUS CTaOWIBHOCTH CPOKOM HE MeHee uYeM | Mecsll He MeHee Ha Tpex
OTIBITHO-TIPOMBITINICHHBIX CEPHAX C TapaHTHHHOM O0053aTeNbCTBOM O MPEIOCTABICHUH pPE3yIbTaTOB
HCCIIEIIOBaHUH CTaOMIBHOCTH, IPOBEACHHBIX Yepe3 3 (Tpu) u 6 (mecTs) MecsieB Ha 3 (TpH) MOCIeI0BaTEIbHBIX
MIPOMBIIIJICHHBIX CEPHUSX TOCIE 3aBEPIICHNS UCCIEIOBaHUN CTa0MIBHOCTH;

15) nononHuTENbHAS HHGOPMAIIKS, TIOATBEPKAAIONIAS Ka4eCTBO (MMPU HEOOXOAMMOCTH).

4. l'apaHTHitHOE THCHEMO JepKaTeNs BPEMEHHOTO PETHCTPALIMOHHOTO YIOCTOBEPEHSI (B TIPOU3BOIBHOI popme) o
MMPOBCACHUNU KIIMHUYECKHUE HMCCICIOBaHUA HWMMYHOT'CHHOCTHU BapI/IaHTHOﬁ BaKIUWHBI, IOCJIEC MOJYYCHUA
BPEMEHHOM PErUCTPaLIUU.



JlanHble 00 IMMYHOTCHHOCTH MOHOBAJICHTHOH U ITOJIMBAJICHTHON BapHaHTHOM BaKIMHBEI IPOTUB BapHAHTHOTO
mramMMa (IITaMMOB) OLICHUBAIOTCSI HA OCHOBaHWH ITPEACTaBICHHBIX JaHHBIX:

KJIMHUYECKOTO HCCIIEIOBAHNSI WMMYHOTEHHOCTH IIPH TEPBUYHON BaKIMHAIMK BAapHAHTHOW BAKIIMHOM.
Pexomenmyercst mpoBecTH, KaKk MUHAMYM, OJTHO HCHBITAHUE Ha CYOBEKTaX, paHee HE BaKIIMHUPOBAHHBIX U 0e3
MIPU3HAKOB MPEIIECTBYIOMEH HHDEKIIH;

KJIMHAYECKOTO HCCIIEAOBAaHUSA MMMYHOTEHHOCTH TIpH BaKIMHAIWK BapHaHTHON BakKIMHON (OJHOKpAaTHOE
JIO3MPOBAHNE) CYOBEKTOB, paHee MOTYIHBIINX IIEPBUYHYIO BaKIIMHAIIMIO POJUTEIHCKOHN (MCXOIHOM) BaKIIMHOM;
0 TUTpPaX HEUTPANMU3YIOINX aHTUTEI, U3MEPEHHBIX M0 OTHOLIEHUIO K COOTBETCTBYIOLIEMY IITaMMY (IITaMMaM)
BaKIIMHBI, TO €CTh B pO}IHTeJ’ILCKOﬁ rpynmne BaKIUHBI ITPOTUB POAUTEIBLCKOTO IITaMMa U B BapI/IaHTHOf/'I rpymnrme
MIPOTUB BapHAHTHOT'O IITaMMa (IITaMMOB);

HIDKHSIS TpaHuna 95% moBEepUTENBHOTO MHTEpBaja Pa3HUIBl B YPOBHSAX CEPOKOHBEPCHM MJIS BAKIMHBI C
BapHaHTHBIM IITAMMOM IO CPaBHEHHWIO C POJIUTEIbCKMM ILITaMMOM He mpeBbimaeT -10%; cepoxoHBepcus
onpeneisieTcss KaK YeTHIPEXKPAaTHOE YBEIMYEHHE THUTPAa OT COCTOSIHMS 10 BakKIWHAIMM K COCTOSHHIO
MTOCTBaKIMHALINH;

JUI. MOAM(UIIMPOBAHHOM BAKIMHBI (M3MEHEHHBIN BapHaHT (IITaMM), HCHOJIb30BAaHHBIA B MHAKTHBUPOBAHHBIX
BaKIMHAX WM N3MEHEHHbIH BapuaHT Oenka, MPHK nim nHOM cyObeIMHMIIBI) TPEAOCTABISIOTCS OKa3aTeNbCTBa,
YTO BAPHAHTHBIC BAaKIIMHBI IIPON3BOIATCS TEM )K€ IIPOU3BOJUTENIEM C UCTIOIB30BAHIEM TOTO XKE MpoIecca, YTO U
OPHUIMHAJbHBIE BaKIMHBI, KIMHAYeCKas 3()(EeKTUBHOCTH KOTOPOIl OblIa MPOAEMOHCTPUPOBAHA; 110 NMOAPOOHOMY
OIMCAaHUIO COOCTBEHHO UCIOJB30BaHHOTO mTaMma min Oenka, MPHK wim uHol cyObenuHuibl, ¢ pukcanueit
OTJIMYMH OT UCXOJHOTO BapHaHTa (CpaBHUTEIbHAS XapaKTEPUCTHUKA IITAMMOB HJIH CyOBEIMHHIY);

0 0e30MacHOCTH, COOpaHHBIX B XO/€ UCIBITAHUH MMMYHOTEHHOCTH BapUaHTHOW BakUUWHBL. JloOKyMeHTauwus
IpeJCTaBIseTCs ¢ yueToM pykoBozacTsa BO3.

b.1. 6) KonTposs kauecTBa akTUBHOM (hapMarieBTUIECKOM CyOCTaHITUN

B.1.6.1 Usmecnenwue

mapamMeTpoB

cnenupukamuun u (

W) KpHUTEPUEB

MIPUEMIIEMOCTH

aKTHBHOM

(hapmarneBTUYCCKOU

cyOcTaHIuH,

HCXOJHOTO Veonis Tpebyemas
MaTepuana ( JIOKYMEHTAITUS
MIPOMEXYTOYHOTO

MIPOJYKTa) peakTHBa,

HCIOJB3YEMBIX B

npomecce

MMPOU3BOJICTBA

AKTUBHOM

Bup nouenypst

(hapmaneBTHIECKON
cyOcTaHIH

a) YxKecToucHUE
KpUTEpHUEB
MPUEMIIEMOCTH
crienupuKanu
JeKapCTBEHHBIX
npenaparos, 1,2,3,4 1,2 1A
MO JUTeXKAIUX
BBIIYCKY Cepui
ohunuaTbHEIM
KOHTPOJIBHBIM
OpraHom



0) VYxkecroucHue
KpUTEpUECB
MPUEMIEMOCTH
cnenuuKanuu

B) JloOaBicHue B
crennpUKaIHUIO
HOBOTO TIapaMeTpa u
COOTBETCTBYIOIIETO
eMy  MeToza
HCTIBITAHHS

r) MHckmouyenne
HE3HAYUTEIEHOTO
nmapameTpa
cnenudukanuu
Hampumep,
UCKJIIOUYEHHUE
ycTapeBIIero
rmapaMmeTpa)

n) Hckmwodyenue
napameTpa
crnenuduKanum,
KOTOpBIi
CYIIECTBEHHO
MOBJHUAET  Ha
COBOKYIHOE®
KauyeCTBO aKTHBHOMU
(hapmaneBTUYCCKOU
cyOcTtaHuuy u (Mim)
JE€KapCTBEHHOTO
npenapara

e) UsmeneHnue,
BBIXOJfAIEE 34
00OpECHHBIN
JIMAa3oH KPUTEPHEB
MPUEMIEMOCTH
crenudurammit
AaKTUBHOMU
(hapmaneBTUYCCKON
cyOCTaHIIH

k) Pacmmpenne
000pEHHBIX
KpUTEpHEB
MPUEMIIEMOCTH
cnenudukanuy Ha
HCXOIHBIE

(

MaTepHaIBI (

MPOMEXYTOUHBIE
MPOAYKTHI), KOTOpBIE
CYLIECTBEHHO
BIHSIOT Ha
COBOKYIHOE
Ka4uecTBO AKTHUBHOM
(hapmareBTHUECKON

1,2,3,4

1,2,5,6,7

1,2,8

1,2

1,2,3,4,7

1,2,6

IA

IA

II

II

II



cyOctaHumu u (Mim)
JIeKapCTBEHHOTO
npemnapara

3) JlobaBicHue WiH
3aMeHa (MCKIIIoYast
OMOJIOTHYECKYIO H
HMMMYHOJIOTHYECKYIO
cyOcTaHIIHIO)
napameTpa
crienu(puKalud | 1,2,3,4,5,7 1B
COOTBETCTBYIOIIETO
emy MeToj1a
HUCUBITAHUS U3
cooOpaxxeHwnit
0e30macHOCTH HWITH
KavecTBa

u) Ecnm Ha
AKTHUBHY IO
(hapManeBTHIECKYIO
cybcTaHIIHIO
OTCYTCTBYET CTaTbhA
T'ocynapctBenHoM
®dapmakonee
PecnyOnuku
Kazaxcran,
H3MEHCHHE

1,2,3,4,5,7 IB

COOCTBEHHBIX

Jla HHBIX
crenuUKaIy Ha
JaHHBIC
HEOPUIIUATBHON
(hapmakomnen wIH
(hapmakonen TpeThei
CTpaHbI

VYcenoBus

1. V3MmeHeHWe He SBISETCS CIEACTBHEM JIO00T0 00s3aTeNbCTBA, NPHUHATOTO IO pe3yiabTaTaM paHee

MIPOBEJICHHBIX JKCIIEPTH3 C IENBI0 MEPEeCMOTpa KPUTCPUEB TIPHUEMIICMOCTH CIICIM(PHUKANA (HallpuMep, B XOJe
perucTpanmy JIeKapcTBEeHHOT0 IpenapaTa Wi BHECEHHH n3MeHeHui 11 tuma).

2. U3meHeHne He SBISIETCA CIEACTBHEM HENPEIBUACHHBIX CHTYAIlMi, BO3HUKIINX B XOJ€ IMPOU3BOJICTBA,

HampuMep, HOBOH HEKBAIM(UIIMPOBAHHON PUMECH, I3MEHEHUS TPEIEIOB COACPIKAaHUS CyMMEBI IPIMeceii.

3. JIroboe m3MeHeHNe YKIIaAbIBAIOTCS B THAIa30H TEKYIIUX 0J00PEHHBIX KPUTEPHUEB ITPHEMIIEMOCTH.

4. AHarMTHYECKasi METOTUKA HE U3MEHSICTCS FTH H3MEHSIETCS] HE3HAUUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAHUS HE OCHOBAaH Ha HOBOM HECTaHAAPTHOM METOAOJOTMH WIH CTaHAAPTHOM
METOJOJIOTHH, HCIIOIB3yEMOI TO-HOBOMY.

6. HoBBIif MeTOA MCIIBITAaHUS HE SBISETCS OMOIOTHYECKAM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKUM) HITH
METOZIOM, B KOTOPOM HCITOJIB3yETCsl ONMOJOTHUECKUI PEaKTHB Il OMOJIOTHYECKOM aKTUBHOU (hapMaIleBTHIECKOI
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHIApTHHIX (PapMaKoMeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. V3menenue moboro marepuaia He 3aTparuBaeT T'€HOTOKCHYHYIO NMpHUMech. EciM BOBJEYeHa aKTHBHAs
(dapmarieBTHUecKas CyOCTaHLUS, 33 WCKJIIOYCHHEM OCTATOYHBIX PACTBOPUTENEH, KOTOPBIE COOTBETCTBYIOT

mpejiesiaM COOTBETCTBYIOMIEH cTatbe ['ocynapcTeennoit @apmakonee Pecriyonmku Kazaxcran, KOHTpOIIb JTH000#
HOBO mpuMecH cooTBeTcTBYIOT ['ocynapcrennoii @apmakonee Pecrryommku Kazaxcran.

8. INapamerp crnenudukanuyu HE 3aTparuBacT KPUTHUYCCKUH MapaMeTp, HalpuMep, JT000W W3 CICAYIOUIUX:

KOJMYECTBEHHOE OIpeAeNicHNue, IPUMecH (eCId TOJBKO ONpPENeICHHBI pacTBOPHUTENh OJHO3HAYHO HE



HCTIOJIB3YETCSl B TMPOU3BOJICTBE aKTMBHOW (hapMaleBTHUECKON cyOCcTaHIMM), ar00as KpuTHdeckas (pusndeckas
XapaKTEepHCTHKa, HAIIpUMep, pa3Mep 4YacTHUll, HaCBIIHAs MJIOTHOCTH JI0 M IOCJE YIUIOTHEHHS, UCIBITAHUE Ha
MOJUTMHHOCTB, BOJIA, JII0OO0H 3aIrpoc Ha MPOITyCK UCTIBITaHMU.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. CpaBHHTENBHAS TaOMUIA TEKYIUX U MIPEIaraéMbIX CTICIU(pUKAINHN.

3. IlogpoOHOe omnucaHue 000 HOBOH aHATUTHYECKOW METOMUKA M JTaHHBIC BaIHIAIMH (B COOTBETCTBYOIINX
ciyJasx).

4. JlaHHbIC aHANIM3a JBYX MPOMBIIUICHHBIX CEpHil (B OTCYTCTBHE 0OOCHOBAHMS 0OpAaTHOTO ISl OMOJIOTUYECKUX
aKTHBHOHM (papManeBTHYECKUX CyOCTaHIMI — TPU CEPHH) COOTBETCTBYIOLIEH aKTHBHOH (apMareBTHYeCKOi
CyOCTaHIIMH 1O BCEM ITapaMeTpaM clieln(pUKaINH.

5. B CcOOTBeTCTBYIOIIMX Cly4yasX JaHHbIE TE€CTa CPAaBHUTEIbHOM KUHETUKH PAcTBOPEHHS JIEKAPCTBEHHOTO
rpemapara, COAEpKallero akTUBHYIO (apManeBTHUYECKyl0 CyOCTaHIMIO, IO MEHbIIEH Mepe, H3
OTIBITHO-TIPOMBITIICHHON CEPHH, COOTBETCTBYIOIIYIO ACUCTBYIOIIMM W IIpeUIaracMbIM CIleIUpuKanusM. B
OTHOIIICHHH JICKAPCTBEHHBIX PACTUTENBHBIX MIPEMapaToB JOCTATOYHHI JaHHBIC CPAaBHUTEIHHOMN paciiajacMOCTH.
6. ObocHOBaHME (OIIEHKA) PUCKOB CO CTOPOHBI AEPXKaTeNs PETHCTPAIMOHHOTO yIOCTOBEPEHUS WIH JEPrKaTels
MOA®C coOTBETCTBEHHO, TOATBEPKAAIOIIIE, YTO BHYTPUIIPOU3BOACTBEHHBIN ITapaMeTp SABISAETCS HE3HAUUMBIM
WJIA YCTapEBIINM.

7. OOOCHOBaHME CO CTOPOHBI JEpKaTelss PETUCTPAIMOHHOTO YAOCTOBepeHUs win aepxartensi MOADC
COOTBETCTBEHHO HOBBIX MapameTpa criennpUKanui U KpUTEPHEB IIPHUEMIIEMOCTH.

b.1.6.2 U3meHeHHe aHAIUTHYCCKOM

METOIUKH aKTUBHOU (hapMareBTHICCKOH

cyOCTaHIIMM WM HCXOJHOTO MaTepuana ( Vestosus Tpebyemas
MPOMEXKYTOYHOTO TMPOJIYKTA) PEaKTUBA, JOKYMEHTAIHs
UCIIOJb3yEeMbIX B MPOIIECCE MPOU3BOJCTBA

AKTUBHOU (hapMaIleBTUICCKON CyOCTaHIINU

Bun npouenypst

a) Hesnaunmbie m3MeHEHUS OHOOpEHHOM

" 1,2,3,4 1,2 1A
AHAJIUTUYCCKONU MECTOIUKHU

0) MckiroueHre aHATUTHYCCKOW METOAUKH
AKTUBHOW (hapMaleBTUYECKOH CyOCTaHIMH
781071 HCXOIHOTO MaTepuana (
MPOMEXKYTOHYHOTO TPOJYKTa) peaKkTHBa,
€Clli aJbTEepPHATHBHAsI €l aHaIWTHYecKas
METOJIMKa YK€ 0100peHa

B) Ilpourie H3MEHEHUs AHATUTUYCCKOMN
METOAMKH (BKIIOYash 3aMEHy WIHU
nobaBiIeHNE) peakTHBa, KOTOpas He
OKa3blBa€T 3HAYMMOIO BIUSHUA Ha
COBOKYITHO€  Ka4ecTBO  aKTHUBHOMU

(hapMareBTHUCCKON CYOCTaHIIH

1,2,3,5,6 1,2 1A

r) CymecTBeHHOE M3MEHEHHE MM 3aMeHa

OuoIOTHYECKOr0 (MMMYHOJIOTHYECKOTO) (

I/IMMyHOXI/IMI/I‘IeCKOFO) METOAAa HUCIIBbITAaHUS

WA METOJa, B KOTOPOM MCIIOJb3yeTCs II
Ouonornyeckui pcaKkTuB TS

Ononmormueckou aKTUBHOM

(hapMareBTHIECKON CyOCTaHIIH

n) Ilpoume wu3MeHEHHS aHAaTUTHYECKOH
METOJUKHM (BKIIOYass 100aBlIeHHE WU
3aMeHy) aKTHBHOH (apmaneBTHYeCKOi
1,2 1B



CcyOCTaHIIMM WJIN HMCXOAHOTO MaTepHuana (
MIPOMEXYTOYHOTO POAYKTA)

YcnoBus

1. [IpoBenena HeoOXoMMUMast BaTUAAINS, IOATBEPKIAIONIAs TO, YTO OOHOBIICHHAS aHANUTHIECKAsk METOANKA, 1O
MEHbILIEH Mepe, SKBUBAJIEHTHA MTPEAbITYIIIEH.

2. Tlpenensl comepxaHusi CyMMBI MpUMeceld HE W3MEHWJIWCh, HOBBbIE HEKBaTU(UIIMPOBAHHBIE MPUMECH HE
0OHapy KEHBI.

3. Meron aHanu3a He U3MEHWICS (HallpuMep, U3MEHEHNE JJIMHBI KOJIOHKU WM TeMIIEpaTypbl, HO He APYTOl BU
KOJIOHKH UJTU METOJ).

4. MeTo/ UCTIBITAHKS HE SBJIAETCS OMOJIOTHUSCKUM (MMMYHOJOTHUECKUM) (MMMYHOXHUMHUYECKUM) HITH METOJIOM,
B KOTOPOM HCIIOJIb3YETCs OHMOJOTHMYECKHA PEaKTHUB I OHOJOTHYECKONH aKTUBHOW (DapMarieBTUYEeCKON
cyOcTaHIUH (32 UCKITFOYCHUEM CTAaHAAPTHBIX (apMaKOICHHBIX MUKPOOHOIOTHICCKAX METOIOB).

5. Hu onuH HOBBIM METOJ UCHBITAaHHUSI HE OCHOBAH HAa HOBBIX HECTAHJAPTHBIX METOJAX HJIM CTaHJAPTHBIX
METO0/1aX, UCII0JIb3YEMBIX [TO-HOBOMY.

6. AxTuBHas (hapMareBTHUECKas CyOCTaHINS HE SBISCTCS OMOIIOTUIECKON (MMMYHOIOTHYCCKO ).

7. AnpTepHaTHBHAS aHATUTHYCCKAs METOUKA IS TapaMeTpa CIeHU(UKAINU YKe 000peHa, IPH ITOM TaKas
METOJIMKa He ObllIa BKIIFOUSHA MTOCPEICTBOM [A-yBeTOMIICHUS.

JoxyMeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOINM) pa3zzeny(pasaenam) J0Che, BKIIOYAs OIMHUCAHUE
AHAJTUTHYCCKON METOJI0JIOTHH, PE3IOME TAaHHBIX BAIUAIINH, IEPECMOTPCHHBIC CrICIM(UKAIIUN Ha TIpuMecH (eciTu
MIPUMEHHNMO).

2. CpaBHHTENBHBIC PE3yJIbTAThl BATUAAIMUA WM, NIPH HATHYAU OOOCHOBAHUS, CPABHUTCIHHBIC PE3yNbTaThI
aHaIN3a, MOATBEPKIAIOIIUE, YTO TEKYIIee U MpeIaraeMoe NCIBITAHUE YKBUBAICHTHBI. HacTosmee TpeboBanne
HE MPUMEHSETCS, €CIU T00aBISETCS HOBAsi aHAIMTHYIECKAsT METO/IMKA.

b.I. B) YmakoBouHO-yKynopoyHasi cucteMa

b.I.s.1  H3meHenue

MEPBUYHON  YIaKOBKH

AKTUBHOH YcnoBus Tpebyemast nokymenTamust Bun mpouemaypst
(hapManeBTHIECKOU

CyOCTaHIUH

a) KauecTBeHHBIN U (WITH)

N 1,2,3 1,2,3,4,6 IA
KOJIMYECTBEHHBIN COCTAB

6) KauecTtBeHHBIN 1 (MIH)

KOJIMYECTBEHHBIN COCTaB

JUIS  CTEPHJIBHBIX WM

HE3aMOPOKEHHBIX

OMOJOTUYIECKHX ( II
MMMYHOJOTHYECKHUX )

AKTHBHBIX

(hapmareBTHYECKHUX

cyOCTaHIHiA

B) JKumkve akTUBBIE
dbapmaneBTHYECKHE
cybcTaHIIMU (
HEeCTepUIIBbHBIC)

1,2,3,5,6 B

VcnoBus

1. TTo COOTBETCTBYIOLINM CBOMCTBAM IIpe/IjIaracMblii YIIaKOBOYHBIA MaTepHal, 0 MEHBIICH Mepe, COOTBETCTBYET
K 9KBHBAJICHTHBIM OJJOOPEHHOMY.

2. HagaTbl cOOTBETCTBYIOIINE UCCIEIOBAHNS CTAOMIHPHOCTH B COOTBETCTBHH C YCTAHOBICHHBIMH TPEOOBaHUAMHU
M YCIyTOTIONyYaTelIeM Ha MOMEHT BBEICHHS M3MEHCHHWH MPOAaHAIM3UPOBAHBI COOTBETCTBYIOUINE MapaMeTPHI

CTa6I/IJ'H)HOCTI/I HC MCHEC YEM Ha ABYX OHI)ITHO-HpOMLIIHJ'[eHHBIX 01058 HpOMBIH_U'IeHHBIX cepm[x, B €ro



pacHopsKEeHUU HAXOJATCS yAOBIETBOPUTEIBbHBIE PE3YNBTaThl, IO MEHBIIEH Mepe, 3-MeCAYHOro H3ydeHUs
crabunpHOCTH. OTHAKO, €CIIU MpejIaraeMasi yrakoBka 0ojiee yCTOHUMBa 110 CPaBHEHHIO C 3apETHCTPUPOBAHHOM,
TO TpPEeXMECSYHbIE JaHHbIE MO CTAOMIBHOCTH He TpeOyroTcs. Ilo 3aBepmieHMH TakuX HCCIEIOBaHWH, €CIH
pe3yIbTaThl HE YKJIAABIBAIOTCS B CHIECHU(DHUKAIMK WIA MOTCHIHAIBPHO HE YKIAIBIBAIOTCSA B CHELU(HUKAINU Ha
KOHEIl CpPOKa T'OJHOCTH (Iepuojia) MOBTOPHOTO HCHBITAHUS, X HEOOXOIUMO HEMEIUICHHO IPElICTaBHTh
YIOJTHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeaiaraeMbIM IJIaHOM JIeHCTBUI.

3. Hckiovas CTepuiIbHBIE, KHIKUE U OHOJIOTHYECKHE (MMMYHOJIOTHUECKHE) aKTHBHBIC (hapMaleBTHUECKHUE
CyOCTaHITHH.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieiry(pa3enam) JOChe.

2. HeobOxonnmble naHHBIE O HOBOHM yIakoBKe (HAampuMep, CPaBHUTENbHBIC NAaHHBIE 1O NPOHHUIIAEMOCTH,
HampuMmep, mnsa O? CO? Bnarm), BKJIIOYas TONTBEPXKACHHE TOrO, YTO MaTephual COOTBETCTBYET
COOTBETCTBYIOIINM (hapMaKONEHHBIM TPEOOBAHUSAM O MIACTHUECKUX MaTepHUasaX U 0OBEKTaX, KOHTAKTHPYIOIINX
C IMIICBBIMU IIPOAYKTAMMH.

3. B coOTBETCTBYIONINX CcIydasx HEOOXOJUMO MPEJACTaBUTh MOATBEPKIEHUE TOTO, YTO B3aUMOACHCTBHE MEXKTY
COIEP)KMMBIM M YIAaKOBOYHBIM MAaTEpHaJIOM HE IPOUCXOAMUT (HAmpUMep, OTCYTCTBYET IepeMelleHue
KOMITOHEHTOB TpejajiaracMoro MaTepuaja B €ro COJIEpXKMMOE, KOMIIOHEHTHI JISKApCTBEHHOIO Ipernapara He
MEPEXOAT B YHNAaKOBKY), BKJIIOUYas IMOATBEPXKIEHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapMakorneitHbIM TPEeOOBAaHUAM O TUIACTHYECKHX MaTepHaiax M O00BEKTaX, KOHTAKTHPYIOUINX C MHUIIEBBIMH
MIPOLYKTaAMH.

4. Jlekmapanus [OepKaTellsl PerHCTPAalMOHHOTO ymocToBepeHus wiu aepxarensi MOADC, uto tpeOyembie
HCCIIEIOBaHNS CTAOMIBHOCTH HayaThl B COOTBETCTBHH C YCTAHOBICHHBIMH TPEOOBAaHISIMH (C YKa3aHUEM HOMEPOB
cepuii); U 4To (B COOTBETCTBYIONIMX CJIy4yasx) HAa MOMEHT BBEICHHUS W3MEHEHHUW B €Tr0 pacropsHKeHUH
HaXOJUJIUCh Tpe6yeMble MHUHHUMAJIbHBIC YIOBJICTBOPUTECIILHBIC JAHHBIC 1O CTa6I/IJ'IbHOCTI/I; U 4TO MMCHOIIHUCCA
JTaHHBIE HE CBHJETEIBbCTBOBAIN O KakoW-imbo mpobdiieme. HeoOXxoauMo Takke NpeiCTaBUTh NOATBEPIKACHHE
TOTO, YTO MCCIICOBAHUS OyIyT 3aBEPLICHBI, M YTO €CJIM PE3yJIbTAaThl He OyIyT YKJIAABIBATHCS B CrIelU(UKaIn
WIA TOTCHIUAIBHO HE YKJIAIBIBAaThCs B CIECHU(HUKANNN HAa KOHEI CPOKa TOJHOCTH (IEpHOAa) MOBTOPHOTO
WCTIBITAaHNSA, NX HEMEIUICHHO NPEJCTaBsT YIIOJHOMOYEHHOMY OpTaHy Hapsiiy ¢ IpearaéMbIM IUTAHOM JIeHCTBUH

5. Pe3ynbraTsl Hccne10BaHNH CTaOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBAHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTAOMIbHOCTH HE MEHEee YeM Ha JIBYX ONBITHO-POMBILIUICHHBIX WIIM MPOMBIILIEHHBIX
CepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIIEB, M MOATBEPKACHHE TOT0, YTO YKa3aHHbIE UCCIIEOBaHUs OyayT

3aBEpIICHBI, M €CITN Pe3YJIbTaThl He OyyT YKIaAbIBATHCS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKIJIAJAbIBATHCS
B CIEIU(UKANUKN HAa KOHEIl CPOKa IOJHOCTH (II€pro/ia) TOBTOPHOTO MCIIBITAHHS, MX HEMEIIEHHO HPEICTaBsT

YIIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ IpeJlaraéMbIM IJIaHOM JEHCTBHUH.

6. CpaBHEeHHE AEHCTBYIONIMX M MPEUIaraeMbIX criel(UKanyii MepBUYHON YIaKOBKH (€CIH IPUMEHUMO).

B.I. B. 2 U3meHenue
napamMeTpoB
cnenudukanuu M (WIH)
KpPHUTEPUEB PUEMIIEMOCTH
MEPBUYHON  YIIaKOBKH
AaKTUBHOMH

Ycnosus TpeOyemas nokymeHnrtauuss Bun npouenypst

(hapManeBTHIECKON
cyOCTaHIUH

a) VYxecToueHue
KpuTepueB mpuemiiemoctu 1,2, 3, 4 1,2 IA
cnenuduKanuu

6) J[JoOaBieHue B

crienu(UKaIo HOBOTO

napaMmerpa i 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOIIEMY €My

METO/a UCTIBITAHU I



B) Uckniovyenue
HECYIECTBEHHOT O
Y 1,2 1,2,5 1A
rapaMeTpa CrennpUKaIIH
(Hampumep, MCKIIOUYCHUE
yCTapeBIEro napaMmerpa)

r) JJobaBienue wiu 3aMeHa
napamerpa crenudukanmu

U3 cooOpaxkeHHmit 1,2,3,4,6 IB
0e30I1aCHOCTH AT

KadecTBa

VcnoBus

1. VM3MeHeHUe He SBISICTCS CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, NMPUHATOTO MO pe3yibTaTaM paHee
TIPOBEJICHHBIX 3KCIIEPTH3 C IIENBI0 aHANHN3a KPUTEPHEB MPUEMIIEMOCTH CHEIU(UKAINK (HAIpUMEp, B XOJe
pEeTHUCTpaliy JIEKApCTBEHHOTO TIperapaTa MW BHeceHHs m3MeHeHud Il Twma), ecnm TONBKO OHO paHee He
paccMOTpeHo 1 0100pPEHO B KadecTBE MEpHI OCIEAYIONIETr0 HaOIIOACHNUS.

2. V3MeHeHne HE SBISAETCS CIEACTBHEM HENPEIBUACHHBIX CHUTYalldi, BO3HHKIIHX B XOJ€ MPOHU3BOJCTBA
YIIaKOBOYHOI'O MaTepHaja I [PU XpaHEHUH aKTHBHOW (hapMalleBTUYeCKON CyOCTaHIHH.

3. JIro00e u3MeHEeHNE YKIAAbIBAIOTCS B IHAIA30H TEKYIIUX OJ00OPCHHBIX KPUTEPUEB IPHEMIICMOCTH.

4. AHaguTHdecKas METOUKA HE M3MEHSICTCS WIIM H3MCHSCTCS HE3HAUNUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAOJIOTMH WIH CTaHAAPTHOMN
METOJI0JIOTHH, UCTIONB3YEMOM MTO-HOBOMY.

JoxymeHTtauus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JOChe.

2. CpaBHHTeNbHAs Ta0OJIMIIA TEKYIIUX U Ipe/IaraeMbIX crieluduKami.

3. [MoapoOHOe onucanue 1000 HOBOW aHATMTUYECKOW METOIMKHU U JAaHHbBIE BATUIAINU (B COOTBETCTBYIOLIMX
CITyqasix).

4. JlaHHbIE aHaIM3a IBYX CEpHUil yIIaKOBOYHOTO MaTepHaa 110 BCEM ITapaMeTpaM CHeln(pHKaIluH.

5. O6ocHOBaHUE (OLIEHKA) PHCKOB CO CTOPOHBI A€pKaTeIsd PETUCTPALIUOHHOTO yIOCTOBEPEHHS WU JepiKaTels
M®A®DC cooTBETCTBEHHO, TIOATBEPKIAIOIINE, YTO BHYTPUIIPOU3BOICTBEHHBIH MTapaMeTp SBIISETCS HE3HAYNMbIM
WA YCTapeBIINM.

6. OGocHOBaHMe co cTopoHb! nepxarens PY wmm nepxarenss MOADC cooTBETCTBEHHO HOBBIX Napamerpa
crienu(pUKAINN 1 KPUTEPUEB PUEMIICMOCTH.

B.I. B. 3 U3meHeHue
AQHAJIUTHYECKOW METOAUKU
HCIBITAaHUS. NEPBUYHOU
N VYcnosus TpeOyemas nokymenrtauus Bun nponenypst
YHaKOBKH  aKTUBHOU
(hapmaneBTHIECKON

cyOcTaHIH

a) HesHauuTenrpHbIE
W3MEHEHMs] yTBep>KAeHHOH 1,2, 3 1,2 1A
AHAJTUTHYECKON MEOANKN

6) Ilpoume wu3MeHEHUSA
aHAJIUTUYECKOM METOUKH
1,3,4 1,2 IA
(BriTIOUAsT TOOABICHHUE WU

3aMeHy)

B) Hckniodyenue
AHATUTUYECKON METOJIMKH, 5
ecM aJbTEepHATHBHAs €M
METO/IMKA YK€ YTBEpKIeHa

YcnoBus



1. CornacHo COOTBETCTBYIOIIUM JloKyMeHTaM PecnyOnuku Kazaxcran, mpoBezeHa HeoOXoanMmas BajuAalys,
MOJTBEpPKJAIOIas TO, 4TO OOHOBJECHHAs aHAIWTHUYECKAsh METOJMKa, 10 MEHBIIEH Mepe, SKBHBaJEHTHA
npeabIAyLIei.

2. Meroj aHanu3a He U3MEHMJICS (HallpuMep, N3MEHEHHE JUIMHBI KOJIOHKU HJIM TeMIIEpaTyphl, HO HE APYToi BUA
KOJIOHKH I METON).

3. Hu oauH HOBBIM METOJ MCIBITAHMH HE OCHOBAaH HAa HOBBIX HECTaHIAPTHBIX METOJAX MM CTaHJIapTHBIX
METO/1aX, HCIOJIB3YEMBIX IT0-HOBOMY.

4. AxtuBHas (apmaneBTHUEeCcKas CyOCTaHIHUs (JIEKapCTBEHHBIN IIpermapar) He SBITIOTCS OHMOJOTHYCCKHMH (
MMMYHOJIOTHYECKHMH).

5. B oTHOmIEHNM MapameTpa crenu(UKay COXpaHaeTcs aHATUTHIECKast METOANKA, TPH 3TOM TaKasi METOAHNKa
He Obu1a nobaBieHa mocpeactsoM [A (yBemoMieHus).

Joxymenrtanus

1. TlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3zaeiy(pasienam) J0oChe, BKIIOYAs OINHCaHUE
AHATUTHYCCKOW METOJIOJIOTHH, PE3IOME JAHHBIX BAJTUIAIUH.

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAAINUA WIH, NIPH HATUYAU OOOCHOBAHUS, CPABHUTEIHLHBIC PE3ybTaThI
aHanM3a, MOJATBEPXKIAIOMIME TO, YTO TEKyIlee W IpeajaraeMoe HCIBITAHHUC SKBHBAJICHTHBL. Hacrosmee
TpeboBaHUE HE TPUMEHSIETCS, €CIIU 00ABISIETCS] HOBASI AHATUTUYECKAsI METOTUKA.

b.I. r) CraGunbHOCTD

b.I.r. 1 W3meHenue
rmeproja IOBTOPHOTO
WcnbITaHus  (mepuozna
XpaHEeHUs1) WIN YCIOBUH
XpaHEHUs aKTUBHOHU
(dhapmaneBTHYECKOM
cyOcTaHIIUU, e€ciau B YCIOBHA TpeOyemast nokymeHTanusi Bun nponenypsr
PEeTHCTPAIIIOHHOM JTOChE
OTCYTCTBYET CepTH(HKAT
COOTBETCTBHA
EBpomnelickoit ®apmakonen
, OXBaTHIBAIOUIMH MEPUO]
TTOBTOPHOTO WCIIBLITAHMS

a) Ilepmony moBTOpPHOTO
ucnbITaHUSA  (Tepuon 1 1,2,3 IA
xpanenus) 1. Cokpaienue

2. VBenuueHue mepuoia

TIOBTOPHOTO HUCIBITaHUS

INyTEM HKCTPANOJISIUU

JAHHBIX MO0 CTAOUIBHOCTH, 11
HE COOTBETCTBYIOIIEH

JokyMeHTaMm PecryOnmku

Kazaxcran (*)

3. VYBenudueHune mnepuoja

XpaHeHus] OMOIOTUYECKOn

(MMMYHOJIOTHY€ECKOI)

AKTUBHOH

(hapmaneBTHUECKOM II
cybcTaHIINH, HE

COOTBETCTBYIOIIHNE

0100peHHON TporpamMmme

U3y4YEHUs CTaOMIIbHOCTH



4. VYBenudeHue uIH

BBEJEHHE  IIepuoja

MTOBTOPHOTO HCHBITaHUA ( 1,2,3 1B
nmepuoja XpaHeHHs),

MOATBEPKACHHOTO

JaHHBIMH €CTECTBEHHOTO

XpaHeHUsI

6) YcnoBus xpaHeHus

1. N3menenue ycrnoBuit

XpaHEeHUs  aKTHUBHOE

(dhapmaneBTHYECKOM 1 1,2,3 1A
cyOcTaHun Ha Oolee

CTporue

2. N3meHeHue ycioBui
XpaHeHUs] OMOIOTUYECKUX
(MMMYHOJIOTHYECKHX )
AaKTHBHBIX
(hapmaneBTHIECKIX
cyOcTaHnii, eciu II
UcciIeq0BaHuUs
CTaOMJIBLHOCTH TPOBE/ICHBI
HE B COOTBETCTBUU C
TEKYIIUM YTBEP KICHHBIM
MIPOTOKOJIOM CTaOMIBHOCTH

3. N3meHenue ycioBui
XpaHEeHHUS  AaKTHUBHO
(apManeBTHYECKOM
cyOCTaHIIH

1,2,3 1B

B) N3meHnenune
YTBEPKIACHHOHI
OpOrpaMMbl  U3YYCHUS
CTaOMIIBHOCTH

1,2 1,4 1A

VYcnoBus

1. 3MeHeHne He SBISIOTCS CIEICTBHEM HENPEIBUACHHBIX CHUTYaIlMil, BOZHUKIINX B XOJ€ IMPOWU3BOACTBA, U
HM3MEHEHHUS CTa0OUIIbHOCTH.

2. VI3MeHeHns He IPUBOIAT K PACIINPEHUIO KPUTEPUEB MPHEMIIEMOCTH UCTIBITYEMBIX ITapaMETPOB, HCKITIOUECHUIO
napamerpa cTaOMIbHOCTH WM CHYDKEHHUIO YaCTOTHI UCIIBITAHUH.

JoxymeHTtanus

1. TTompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIONINM) paseny(pa3aenam) nocke. HeoOXoauMo mpencTaBuTh
pe3yNnbTaThl COOTBETCTBYIOIIUX HCCIEIOBAHUN CTAOMIBHOCTH B peallbHOM BPEMEHH, NPOBEICHHBIX B
COOTBETCTBHU C COOTBETCTBYIOIIMMH PYKOBOICTBAMHU [0 CTAOWJIBHOCTH HE MEHee 4YeM Ha AByX (s
OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB — TPEX) OMBITHO-IPOMBIIIICHHBIX WU MTPOMBIIUICHHBIX CEPUIX
AKTUBHOW (hapMaIeBTHUCCKOW CYOCTAHIIUH, YITAaKOBAHHON C TMOMOIIBIO 3apErHCTPUPOBAHHOTO YITAKOBOYHOTO
MaTepHala, 1 OXBaTHIBAIOIIMX BECh MPEIaraeMblid IEPUO]T TIOBTOPHOTO UCIIBITAHUS WU TIpe/laracMbIe YCIOBHUS
XpaHCHHS.

2. [ToxTBepKaAEHUE TOTO, YTO MCCIICIOBAHUS CTAOMILHOCTH MPOBEJICHBI B COOTBETCTBUU C TEKYIIEH 0JJ00pEeHHOMN
mporpamMmoii. Pe3ynbraTsl Mccae0BaHus OATBEPIKIAIOTCS, YTO COOTBETCTBYIOIINE OJJOOPEHHBIC CIICITU(UKAIINN
MIPOIOIDKAIOT COOITIOAATHCS.

3. Komnuu yTBepKICHHBIX CreIU(UKAIH Ha aKTUBHYIO (hapMalleBTUYECKYIO CYyOCTaHIHIO.

4. ObocHOBaHUE MpeTaraeéMbIX H3MCHCHUIA.



(*) lMpumeuanue MEepHOJl IIOBTOPHOTO HCIBITAaHUS HE NPUMEHMM K OHoJoTHYecKHM  (
UMMYHOJIOTHYECKHM) aKTUBHBIM (papMalieBTHUECKUM CYOCTaHLIUSIM

b.1. o) IIpoekTHOE MOJIe U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBenenue HOBOTO
MPOCKTHOTO TOJS WU
pactipeHue 0100peHHOTO
MPOEKTHOTO MOJIS
aKTHUBHOMU
(dhapmaneBTHYECKOM
cybcTaHIIUH,
3aTparuBaroniee

VYcnosust TpeOyemast nokymeHTanuss Bun npouenypsr

a) OJHY ONEpaIrMOHHYIO

eIUHULY  Ipolecca

MPOU3BOJCTBA AKTHUBHOM

(apManeBTHYECKOM

cyOCTaHIINM, BKIFOYas 1,2,3 1I
COOTBETCTBYIOIIHE

BHYTPHUIIPOU3BOJCTBCHHBIC

KOHTpoNHu ®  (WUJIH)

AHAJTUTUYECKHE METOIUKH

0) aHATHTHYECKUC
METOIMKHA HCXOIHBIX
MaTepuaioB (
MPOMEKYTOIHBIX
NpPOAYKTOB) H (WJH)
AKTUBHOH
(hapmaneBTHUECKOM
cyOCTaHIIH

1,2,3 II

JoxymMeHTanus

1. IIpoexTHOE moJyie OBIIO pa3paboTaHO HAa OCHOBAHHWU COOTBETCTBYIOIIMX YCTAHOBIIEHHBIX TPEeOOBaHMN U
MEXIYHapOIHBIX HAayYHBIX PYKOBOJCTB. Pe3ynbTaThl HMccienoBaHHM pa3padOTKU MpPOAyKTa, Mpolecca U
AQHAJUTHYECKOH METOMOJNIOTHH (HampuMep, B3aUMOACHCTBHE Ppa3IMYHBIX I1apaMeTpoB, (OPMHUPYIOLINX
MOJJIeKAIIee U3YUYCHUIO MPOEKTHOE TII0Jie, BKIIIOYAash OIICHKY PHCKOB M MHOTOMEpPHBIC HCCIEIOBAHUS
COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIy4asx MOATBEPKIAIOIINE TO, YTO JOCTUTHYTO IIEJIOCTHOE
MEXaHHCTHYECKOe TOHMMaHHEe MMoKa3areliell KauecTBa MaTepUalioB M MapaMeTpoB Ipoliecca Ha KPUTHYECKUE
MOKa3aTesM KauecTBa aKTUBHOH (papManieBTHUeCcKOil CyOCcTaHIINH.

2. Onmcanue MPOEKTHOTO MOJIsl B TAOJWYHOM BHJIE, BKIIIOUYas TEpeMEeHHbIE (CBOMCTBA MAaTEpUAIOB U MapaMeTPhl
npoliecca IMPOU3BOJICTBA) U UX MpeaaraeMble JHana3oHbl.

3. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zelny (pa3jeiaM) 10Che.

b.1.n.2 Brenenue
TTOCTPETUCTPAIUOHHOTO
MPOTOKOJNA yTPaBICHUS
H3MEHCHHUIMHU,
3aTparuBarIUMU
AKTUBHY IO
(hapManeBTHIECKYIO
CyOCTaHITHIO

YcnoBust Tpebyemast nokymenTamust Bun mpoueaypst

1,2,3 |

JoxymeHTtanus
1. ITogpoOHOE onMcaHKe MPEATAracMOr0 H3MCHEHUS.



2. TIpoToKOI yrpaBieHus H3MEHEHUSIMH, 3aTPArMBAIOIIUME aKTHBHYIO (hapMalleBTUIECKYO CYOCTaHIUIO.
3. TlompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIINM) pa3aeiy(pa3aenam) 10Che.

bB.I.n. 3 Hckimouenue
MOCTPETUCTPAIHOHHOTO
IIPOTOKOJIA YIPAaBICHUA
N3MEHEHUSIMHU,
3aTparuBalIUMHI
AKTHUBHY IO
(hapmaneBTHIECKYIO
CyOCTaHITHIO

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

1 1,2 1A

VcnoBus

1. UckimroueHne MOCTPErHCTPAIMOHHOTO TIPOTOKOJIA YIIPABICHISI H3MCHEHUSIMH, 3aTParuBalOINMA aKTHBHYIO
(hapMaIeBTHUECKYI0 CYOCTaHIINIO, HE SIBIISIETCS CIEICTBHEM HENPEABHACHHBIX CHUTYAIlM MM HECOOTBETCTBUS
CHCLIPI(I)I/IK&HI/II/I B X0JZ€ BBCACHUS HSMGHGHHﬁ, OIIMCAaHHBIX B HpOTOKOJ’[C, U HUKAK HC BJIUACT HA yTBep)K}leHHBIe
CBEJICHUSI, BKITIFOUEHHBIE B PETHCTPAIIIOHHOE JTOChE.

JoxymeHTanus

1. ObocHOBaHHE TpEATIATaeMOT0 UCKITFOUCHUS.

2. [NompaBka K COOTBETCTBYIOIMIEMY(COOTBETCTBYOIINM) pa3eny(pa3aenaam) T0Che.
b.l.an. 4 MWsmeneuus
YTBEPXJIEHHOTO
MPOTOKOJIa yIPaBIEHUS
HM3MEHEHHAMU

VYcaoBus Tpebyemast nokymenTamust Bun mpouemaypst

a) 3HauMMbIC M3MEHCHUS
MPOTOKOJIA YIPABICHUS II
U3MECHCHUSIMU

0) He3naunmeie
HW3MEHEHHS IPOTOKOJA
YIIpaBJICHUS] H3MECHEHUSMH,
KOTOpBbIE HE HW3MEHSIOT
CTpaTeruio, OMUCAHHYIO B
MPOTOKOJIE

JoxymeHTanus

1. dexmapanus, 9to 1000€ U3MEHEHHE YKIAAbIBACTCS B TUAMTA30H ACHCTBYIOIINX YTBEPKIACHHBIX KPUTEPHEB
npuemieMocTd. [loMuMo 3TOTO, NEeKIapalus TOTO, YTO B OTHOIIEHUH OMOIOTHYECKHX (MMMYHOJIOTHYECKHX )
JIEKapCTBEHHBIX MPENapaToB He TPeOyeTCs OIleHKa COTOCTAaBUMOCTH.

B.I.n. 5 Peanuzamnus
H3MCHEHHH,
MIPeayCMOTPEHHBIX
YTBEPKACHHBIM
MPOTOKOJIOM YTpaBIeHUs
W3MEHCHUSIMU

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) Peanuzanus n3aMeHeHUs
HE Tpebyer
JOIIOJIHUTENbHBIXBCIIOMOT
ATCJIbHBIX JaHHBIX

1 1,2,4 1A

0) Peanu3anus n3aMeHEHHS
TpeOyeT ITOMOITHATEIBHBIX 1,2,3,4 1B
BCIIOMOTaTENbHBIX JaHHBIX



B) Peanuzanus nsmeneHus

01 0JIOrUYECKOT0 ( 1,2,3,4,5 IB
UMMYHOJIOTHYECKOTO)

JEKapCTBEHHOT O

npernapara

VYcmoBus
1. IIpemioxxeHHOE H3MEHEHUE OCYIICCTBJICHO B IOJIHOM COOTBETCTBHU C YTBEPKICHHBIM MPOTOKOIOM
YIPaBJICHUS H3MCHCHISIMH.

JoxymeHTanus

1. Ccpiika Ha yTBEPKICHHBIA POTOKOI YIIPABICHHUS U3MEHCHUSIMH.

2. Hexmapanus, 9TO U3MEHEHHE COOTBETCTBYET yTBEP)KICHHOMY MPOTOKONY YIPaBICHHUS WU3MEHCHUSIMA M 9TO
Pe3yIbTaThl MCCICIOBAHUS yIOBICTBOPSIOT KPUTEPHSM MPHEMIIEMOCTH, OTOBOPEHHBIE B MpoTOKoie. [Tommmo
3TOrO, ACKJIApaLKs TOTO, YTO B OTHOIIEHUH OMOIOTHYECKUX (MMMYHOJIOTHYECKHX) JIEKapCTBEHHBIX MPENapaToB
He TpeOyeTcsl OlleHKa COMOCTaBUMOCTH.

3. PesynbTarhl HCClEIOBaHH, MPOBEICHHBIX B COOTBETCTBHM C YTBEPXKIACHHBIM HPOTOKOJOM YIPAaBICHHUS
MU3MEHEHHSIMH.

4. TlommpaBKka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3nieny(pas3aenam) 10Che.

5. Konust yTBep»KIeHHBIX CHIEMU(HKAIIH Ha aKTHBHYIO (hapMalleBTUYECKYI0 CYyOCTaHIHIO.

b.1I JIekapcTBEeHHBIN Tpenapar
b.11. a) Buemnuii Bua u coctan

B.Il.a. 1 H3meHeHne umm

no0aBjaeHHE OTTHUCKOB,

TPaBUPOBKH WM WHBIX

3HAKOB, BKJIIOYas 3aMEHY

WM 00aBJIeHUE YEPHUI, Y CIOBHS TpebGyemast mokymeHTais Bun mporeaypsl
HUCIONBb3YEMBIX  NPHU

MpPOU3BOJCTBE

JIEKapCTBEHHOTO

mperapara

a) V3mMeHeHusT OTTUCKOB,
TPaBUPOBKM WM HHBIX 1,2,3,4 1,2 1A
3HaKOB

6) W3menenme pucok (
JTUHUHT paznoma),

MpeAHa3HAUYCHHBIX A 1,2,3 1B
pa3zesneHus Ha paBHbIE

JIO3BI

VYcnoBus

1. Cnenudukanuu JTeKapCTBEHHOTO Iperapara Ha BBIIYCK M Ha KOHEIl CpOKa TOJHOCTH HE M3MEHSIOTCS (3a
UCKIIIOYEHHEM BHEIIHETO BUAA).

2. Bee 4epHUIIBI COOTBETCTBYET ACHCTBYIOIEMY (hapMaleBTHYECKOMY 3aKOHOAATENbCTRY.

3. Pucku (TMHUE pa3ioma), He IpeJHa3HaueHbl Ha pa3elieHie Ha paBHBIE T03HI.

4. 3HaKu JeKapCTBEHHOTO Iperapara, UCIOIb3yeMble JUTS pa3IMYeHHs J03UPOBOK, TIOJTHOCTBIO HE YAAJICHBL

JoxyMeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIUM) pas3ieny(pas3ienaMm) A0che, BKIOYas MOApOOHOE
rpadguyeckoe WM IIOBECTBOBATEIbHOE OIHMCAHWE TEKYIIero W HOBOIO BHEIIHEro BHJAA, a TaKxke
COOTBETCTBYIOIINH IEPECMOTP HHPOPMAIINH O JIEKapCTBEHHOM IIperapare.

2. B coOTBeTCTBYIOIMX CIIy4asx 00pa3ibl IEKapCTBEHHOT'O Ipernapara.

3. Pesynbrarsl cOOTBETCTBYIOIMX HcmbITaHMi 1o ['ocynapcrBenHoit ®apmakonee Pecnybmmku Kasaxcraw,
MTOJTBEP>KAAIOIINE SKBUBAJICHTHOCTH CBOMCTB (IIPAaBMIILHOCTh TO3UPOBAHMA).



b.Il.a. 2 MH3menenue
GhopMBI WM pa3MepoB
JIeKapCTBEHHOM (POpMBI

VYcnosus TpeOyemas nokymeHrtauus Bun npouenyps

a) TabOmeTku, Karcybl,
CYIIIO3UTOPUH U TIECCAPUH
c HEMeIJEHHBIM
BBICBOOOXKIEHHEM

1,2,3,4 1,4 1A

0) JlexapcTBeHHbIe HOPMBI

c OTCPOYEHHBIM,

MO (PUIIPOBAHHBIM HIIH

MPOIOHTUPOBAHHBIM

BBEICBOOOXKJIEHUEM | 1,2,3,4,5 1B
TabJIeTKH C PHUCKOH,

IpeJHa3HauYCHHOW 1A

paslereHUs Ha paBHbBIE

JO3BI

B) JloGaBineHHne HOBOTO
Habopa IS
pannodapmManeBTHIECKOro
JIEKapCTBEHHOTO
npemnapata ¢ JAPYTUM
00BEMOM 3aTOTHEHHS

II

VYcnoBus

1. IIpoduns pacTBOpeHNUs H3MEHEHHOTO JIEKAPCTBEHHOTO Tpernapara COIOCTaBUM CO CTaphbIM, €CJIM TPUMEHIMO.
[Ipyn HEBO3MOXKHOCTH MPOBEJCHHS WUCIIBITAHHS PACTBOPEHUS BpEMs PACMagaeMOCTH HOBOTO JIEKAPCTBEHHOTO
npernapaTa B CpaBHEHUHU CO HEM3MEHEHHBIM.

2. Crneunduxanuy JeKapcTBEHHOI0 Mpenapara Ha BBIMYCK M Ha KOHEI CPOKa FOJHOCTH HE W3MEHHJIHCH (3a
UCKJTFOUCHHEM Pa3MEpOB JICKAPCTBEHHOU (HOPMBI).

3. KauecTBeHHBII U KOJIMYECTBEHHBINA COCTAB U CPEHSS Macca HE U3MEHUITUCH.

4. Vi3MeHeHHe HE 3aTparuBaeT TaOJCTKH ¢ PUCKOM, MPEeIHA3HAUCHHON IS Pa3/Ie/ICHUs JICKApCTBEHHON (DOPMBI
Ha paBHBIE J103bI.

JoxymeHTanus

1. TTompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3genaM) IOChe, BKIIOYAs MOAPOOHOE
rpaduueckoe OTOOpaKCHHE TEKYIIEro M IPEAaracMoro IIOJIOKEHHS, a Takke HepecMoTp MHpopmamuu o
JIEKapCTBEHHOM IIperapare COOTBETCTBEHHO.

2. CpaBHUTEIbHBIE IaHHbIC PACTBOPEHUSI HE MCHEE YEM OJHOMN OINBITHO-IIPOMBIIIIEHHON CEPUH C TEKYIIUMH U
IpeUiaraeMbIME pa3MepaMu (OTCYTCTBHE 3HAUUTENBHBIX PA3IUYMNA C TOUKH 3PEHUS COMOCTaBUMOCTH — CM.
[IpaBuna npoBeneHHs HCCIEAOBAaHUN OMOOKBHBAJICHTHOCTH JIEKAPCTBEHHBIX NpenapaTtoB (nanee — [IpaBuia
MIPOBEJICHNS HCCIIEAOBAaHN OMOAKBUBAJIEHTHOCTH). B OTHOIIEHNH JIeKapCTBEHHBIX PacTUTEIBHBIX MIPErapaToB
MIpHeMJIEMBI JaHHbIE CPAaBHUTEILHOM PaciagjaeMOCTH.

3. OOocHOBaHHUSI HEMPEJCTABICHUS PE3yJbTaTOB HOBOTO HCCIIEIOBAaHHUS OMOIKBHUBAJICHTHOCTH COTJIACHO
[IpaBmiiam npoBeaeHNS HCCIeIOBaHU OMOIKBUBAJICHTHOCTH.

4. B COOTBETCTBYIOIIMX CIyJasx 00pa3Iibl ICKapCTBEHHOT'O Iperapara.

5. Pe3ynpTaThl cOOTBETCTBYHOIIUX HCHBITaHUN Mo ['ocynmapctBeHHoi @apmakonee Pecmybmmkm Kazaxcraw,
MTOATBEPIKAAIOIINE SKBUBAJICHTHOCTH CBOMCTB (IIPaBIILHOCTD TO3UPOBAHMA).

Jnst B.Il.a. 2.B), moboe u3MeHEeHHE "MO3UPOBKH'" JICKApPCTBEHHOTO Mpernapara
(*) Ilpumeyanne
TpeOyeT MOoauu 3asiBIICHHS O PACIIUPECHUN PETUCTPAIIHY.

B.Il.a. 3 MH3menenue
cocTtaBa (

VYcnosus Bun npouenypsr



BCIIOMOTATEIbHBIX Tpebyemast JOKyMeHTALHUs
BEILIECTB) JICKAPCTBEHHOTO
npenapara

a) N3meHnenume cocrasa
BKYCOBBIX  100aBOK  (
apoMaTH3aTOPOB) WIH
Kpacureneu

I. JobaBnenue,
UCKITIOUEHHE MU 3aMeHa

1,2,3,4,5,6,7,9, 10 1,2,4,5,6 1A

2. YBelndyeHHe WIH 1.23.4.10 1.2.4 IA
YMCHBIICHHE COACPKAH

0) [Mpoume
BCIIOMOTATEeJbHBIC
BELIECTBA

JIrobass He3HauuTeaLHAS
KOPpPEKIHS
KOJIMYECTBEHHOI'0 COCTaBa
BCIIOMOTATEIbHBIX
BEIIECTB JIEKAPCTBEHHOTO
npemapara

1,2,4,8,9,10 1,2,7 1A

2. KauecTBeHHBIE HIH
KOJMYEeCTBEHHBIE
HM3MEHEHHUS OJHOTO HIIH
0oJyiee BCIOMOTATENIbHBIX
BEIIECTB, CYIICCTBEHHO
BIIMSIOIINE Ha KauyecTBO,
0€e30MacHOCTh 1781071
3G PEKTUBHOCTH
JIEKapCTBEHHOTO
mperapara

II

3. N3MeHeHUE,

3aTparuBaroluiee

Ouonornueckui ( II
MMMYHOJIOTHYECKHIN)

nperapar

4. Jliwoboe HOBOE
BCIIOMOTATEIbHOE
BEIICCTRBO,
npejarnoiaramuee
HCIOJIb30BAHUE
MaTepuanoB
YEJIOBEYECKOTO WU 11
JKHUBOTHOTO
MPOUCXOXKICHUS,
TpeOyIMUX  OICHKHU
JaHHBIX  BHUPYCHO#
OezomacHOCTH W (WUIH)
pucka TI'D

5. N3meHeHuUeE,
000CHOBaHHOE

pe3ynbpTaTaMu I



HCCICOAOBAaHUA
OHMO3KBHBAJICHTHOCTH

6. 3amMeHa OJHOrO
BCIIOMOTaTEILHOI0
BEIIECTBA  CXOJHELIM
BCIIOMOTATEIbHBIM
BEMIECTBOM C TEMH XKe

1,3,4,5,6,7,8,9 IB

(yHKIIMOHATBHBIMU
XapakTepUCTUKaMH B
AQHAJIOTUYHOM KOJINYECTBE

Ycnosus

1. 3meHenns (yHKIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHON ()OPMBI, HAallpHMep, BPEMEHN PacIagaeMOCTH,
poQuIst PACTBOPEHHSI OTCYTCTBYIOT.

2. Besikyr0 HE3HAUUTENBbHYI0 KOPPEKIUIO COCTaBa JUIs MOJIePKaHusI 00IIel MacChl HEOOXOUMO OCYIIECTBIISAT
BCIIOMOTATENILHBIM BEIIECTBOM, COCTABISIOIIMM B HACTOSAIICEC BpPEMsS OCHOBHYIO YacTh JIEKAPCTBEHHOTO
npemnapara.

3. Crenudukaius JeKapcTBEHHOTO IMperapara OOHOBIIEHA B YaCTH BHENIHEro BHAa (3amaxa, BKyca) W, IpHU
HEOOXOANMOCTH, UCKITFOYECHO UCTIBITAHHE HA MOJIMHHOCTb.

4. HauaTbl COOTBETCTBYIOIIME UCCIICOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBICHHBIMU TPEOOBAHUSMHU
(c yKazaHHEeM HOMEPOB CEpHii); MIPOAHATU3UPOBAHBI COOTBETCTBYIOIIHE MApaMETPhl CTAOMIILHOCTH HE MCHEE YeM
Ha JIBYX OITBITHO-IIPOMBIIIUIEHHBIX MM HPOMBIIIICHHBIX CEPHSX; B PACIIOPSIKEHUH YCIIyTOMOIyYaTelsl HaXOIITCs
YJIOBIIETBOPUTENILHBIE PE3yNbTaThl, IO MEHBIIEH Mepe, 3-MECSYHOTO M3Y4eHHs] CTaOMIBHOCTH (Ha MOMEHT
BBEIICHUS] M3MeHeHHnH [A Tumna m yBenomieHust 006 m3MeHeHMsX [B Tuma); mpoduiab cTaOMIBHOCTH CXOX C
YTBEPIKICHHBIM B HacTosiiiee Bpems npoduiem. [loaTBepkaeHIEe TOrO, YTO HCCIIEAOBAHUS OYIyT 3aBEPIICHBI, 1
YTO eCIIM Pe3yJIbTaThl Ha KOHEIl CPOKa TOJHOCTH He OYAyT YKIaAbIBATHCS B CIEHU(PHUKAIMHA WA MOTEHIIUAIBHO
HE YKJIaJIbIBaThCs B cHelM(UKAUK, WX HEMEIJICHHO IMPEJACTaBAT YMNOJHOMOYEHHOMY OpraHy Hapsay c
mpenjgaraeMelM IUTaHOM JeiicTBuil. Kpome TOro, B COOTBETCTBYIOIIMX CIydasx HEOOXOIUMO MPOBECTH
UCTIBITaHUE (POTOCTAOUITBHOCTH.

5. Bce HOBBIE KOMIIOHEHTHI YJOBJETBOpPSET TPeOOBaHUSAM COOTBETCTBYIOUIMX IOKYMEHTOB PecmyOiuku
KazaxcraH, kacarommxcsi KpacuTesel, HCI0JIb3yEMBIX B IIMIIEBOH MPOMBIIIJICHHOCTH, M BKYCOBBIX JI00aBOK.

6. Hu onuH HOBBIN KOMIIOHEHT HE MPEAIoJIaracT HCIOIb30BaHNE MAaTEPHAIOB YEJIOBEUECKOTO WIIN KUBOTHOTO
MIPOMCXOXKICHHS, TPEOYIOIUX OLEHKH JAHHBIX BHUPYCHOW 0OE30MacHOCTH WJIM COOTBETCTBUS JICHCTBYIONIINM
tpeboBanusiM [ocynapctBennoit @apmakornee PecnyOnuku Kazaxcran Mo MUHMMH3AIMHM PUCKA Tepenavu
areHToB ry04aToil 3HIe(aIONaTHH KUBOTHBIX OCPEACTBOM JIEKAPCTBEHHbBIX MTPENApaToB /ISl MEAUIHHCKOTO U
BETEPUHAPHOTO MTPUMEHEHHSI.

7. B COOTBETCTBYIOIIUX CIy4asx M3MEHEHHUs HE BIMSIOT Ha PAa3IUUUsl MEXKIYy TO03UPOBKAMH U HE OKa3bIBAIOT
HETaTUBHOI'O BJIMAHUA HAa BKYCOBBIC CBOMCTBaA JICKapCTBCHHBIX ITPEIapaToB, MPCAHA3HAYCHHBIX IJIA HeTeﬁ.

8. Tlpo¢dunp pacTBOpeHHsI HE MEHee 4YeM JIBYX OIBITHO-IPOMBIIUICHHBIX CEpUil HOBOTO JIEKAPCTBEHHOTO
Ipernapara COMOCTaBUM CO HEH3MEHEHHBIM (OTCYTCTBHE 3HAUMUTEIBHBIX PA3IMUYUA C TOUKH 3pPEHHUS
COIOCTaBUMOCTH — CM. [IpaBuia mpoBeleHHs] MCCIeNOBaHUH OMOIKBHUBAIEHTHOCTH). [IpH HEBO3MOXXHOCTH
MIPOBEICHUS UCTIBITAHUS PACTBOPCHHUS C JICKAPCTBCHHBIMU PACTUTEIHHBIME TPEapaTaMu BpeMsl PacialaeMOCTH
HOBOTO JIEKAPCTBEHHOT'O Mperapara COMOCTABUMO CO HEM3MEHECHHBIM.

9. 3MecHEeHHE HE SIBISETCS CIEICTBHEM HECTAOMIBHOCTH W (WMJIM) HE CKa3bIBaeTCsA Ha OC30MAaCHOCTH, T.C.
Pa3IUUUSIX MEXKY TO3HUPOBKAMH.

10. PaccmarpuBaeMblii JICKAPCTBEHHBIH IMpemapar He SBISETCS OMONIOTHYECKUM (MMMYHOIOTHYESCKIM)
JIEKAPCTBEHHBIM TPETIApaTOM.

JoxyMeHTanus

1. IMompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIIKUM) pasneiy(pas3aenaM) T0Che, BKIIOYAs METOIbI
UCTIBITAHHS Ha TOJUIMHHOCTH BCEX HOBBIX KpacUTeNeH (€ClIi MPUMEHUMO), a TaKKe MepecMOoTp WHGOPMAIIHH O
JICKApCTBECHHOM IIperapare COOTBETCTBEHHO.

2. Jexmapariysi, YTO Ha4aThl TpeOyeMbIe MCCICAOBAHUS CTa0MIFHOCTA B COOTBETCTBUU C YCTAHOBJIICHHBIMH
TpeOoBaHMSAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIOUINX CIydasxX) Ha MOMCHT BBEICHHS



W3MEHEHUI B €ro PacropsPKEHUH HaXOIMIUCHh TpeOyeMble MUHUMAJBHBIE YIOBJIETBOPUTEIbHBIC JAHHBIE 110
CTaOMIIBHOCTH; U YTO MMEIOIINECS JaHHBIC HE CBUIECTEILCTBOBAIIM O KaKoii-m1bo npobineme. HeoOxoaumo Takxke
MIPEICTAaBUTh MOATBEPKACHUE TOTO, YTO MCCIECJOBAHHS OyIyT 3aBEPIICHBI, M YTO €CIH PEe3ylbTaThl HE OyayT
YKJIaJpIBaThCA B CHEIM(UKAUN WIM MOTEHIMAIbHO HE YKIAIbIBaThCS B CHEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, X HEMEVIEHHO TPEACTaBAT YIOJTHOMOYSHHOMY OpTaHy Hapsay ¢ IpeaiaraéMbIM IIaHOM JIeHCTBHH.
3. Pe3ynbTaThl HccileIOBaHUI CTaOMIBHOCTH, IPOBEICHHBIX B COOTBETCTBHUH C YCTaHOBICHHBIMU TPEOOBAHMAMH,
0 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHee YeM Ha JABYX OIBITHO-IIPOMBIIUICHHBIX WM MPOMBIIILIEHHBIX
CepHUsAX, OXBATHIBAIOIIUX HE MEHee 3 MecsleB, U MOATBEPXKAECHUE TOT0, UTO yKa3aHHbIE UCCIEAOBaHUS OyayT
3aBEpPLICHBI, M €CIIN Pe3YJIbTaThl He OyIyT YKIaAbIBaThCS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKJIAJAbIBATHCS
B crienM()MKAIMK Ha KOHEIl CPOKa TOAHOCTH, HX HEMEUIEHHO MPEACTABST YIIOJIHOMOYEHHOMY OpTraHy Hapsmy €
MpeAIaraéMbIM IUIAHOM JIEHCTBUH.

4. B COOTBETCTBYIOIIUX CIyJasx 00pa3Isl HOBOTO JEKAPCTBCHHOTO TIpenapaTa.

5. JIn6o ceprudukar coorBercTBust EBporneiickoit @apmakonen nmo TI'D Ha 1006011 HOBBIM HCTOYHHK MaTepuana,
1100 (ecau MPUMEHNMO) JOKYMEHTAIbHOE IMOATBEPKICHUE TOTO, YTO MCTOYHHK MaTepHana, HOABEP KEHHbBIH
pucky TI'D, panee mpoBepeH YMOIHOMOYECHHBIM OPTraHOM; U OBIIO MOATBEPXKICHO €r0 COOTBETCTBUE
nericTByromei crathe [ocynmapctBenHodt ®dapmakonee PecnyOnmkm KazaxcraH mo MUHUMH3AIMU pHUCKA
nepefayd areHToB ry06uaToll sHIE(aNonaTUH >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENaparoB JUIs
ME/IMIIMHCKOTO ¥ BETEPHHAPHOTO PUMEHEeHus. [IJIst KaKA0ro Takoro pojia MaTepHana HeoOX0AnMO IIPeICTaBUTh
CJIEAYIOINE CBEJCHUS: Ha3BaHME IPOWU3BOAUTENS; BUJI )KUBOTHBIX M TKaHH, U3 KOTOPBIX IOJIyYeH MaTepHual;
CTpaHa MPOUCXOXKICHNUS KUBOTHBIX 1 €TO HCIOJIb30BaHHE.

6. B cooTBeTCTBYIOIMX CIydasx AaHHbBIE, ITOJTBEP)KIAIONINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEIIECTBO HE
B3aUMO/ICHCTBYET C aHAINTHIECKUMH METOJUKAMHU CIICIM(UKANNH JIEKapCTBEHHOTO TIpenapaTa.

7. HeoOxoamMo mocpeIcTBOM Haaiexamen papmMamneBTHIecKoil pa3paboTkul (BKIF0Yasi BOIPOCH CTa0MIBHOCTH
¥ TPOTHBOMUKPOOHOTO KOHCEPBUPOBAHHS, €CIM MPUMEHHMO) IPEICTaBUTh O0OOCHOBaHWE CMEHBI (BBIOOpA)
BCIIOMOTATEIHBIX BEIIECTB.

8. CpaBHHTENIbHbIE aHHBIC NPO(WIA PACTBOPEHHS TBEPABIX JIEKApCTBEHHHIX (OpPM HE MEHEe YeM Ha IBYX
OTIBITHO-IIPOMBIIIJIEHHBIX CEPUSAX JIEKapCTBEHHOTO Iperapara HOBOTO M CTaporo COCTaBOB. B oTHomeHun
JIEKaPCTBEHHBIX PACTHTEINILHBIX IPENapaToB JIOCTATOYHbI JaHHbIE CPABHUTEIILHOM pacnalaeMOCTH.

9. O00CHOBaHMsI HEMPEICTABIEHNS PE3YJIbTAaTOB HOBOTO MCCIIEAOBAHUSI OMOIKBUBAIEHTHOCTH B COOTBETCTBUH C
[IpaBuiamu poBeeHNS UCCIIEI0BaHN OMOOKBHBAIEHTHOCTH.

B.1l.a. 4 NI3meHeHne Macch

000JI0YKH JIEeKapCTBEHHBIX

dbopM IS IprieMa BHYTPh Y CIIOBUS Tpebyemast nokymenTaust Bu mporeaypbl
WA WU3MEHEHHUE MaccChl

000JI0YKH KarcyJbl

a) Teepasie
nekapcTBeHubie ¢opmer 1,2, 3,4 1,2 1A
JUTS TIpUeMa BHYTPb

0) JIekapcTBeHHBIC (HOPMBI

c OTCPOYEHHBIM,

MOAU(PHUIMPOBAHHBIM WIIH

MPOJIOHTHPOBAHHBIM

BLICBOOOKIEHHEM, B 11
KOTOpPHIX  000JI0UKa

SIBISETCSA  KIJIIOUEBBIM

bakTOopom

BBICBOOOXKICHUS

VYcnoBus

1. IIpo¢dunas pacTBOpeHUS HE MEHEE YEM JBYX OIBITHO-IPOMBIIUICHHBIX CEPUIl HOBOTO JICKAPCTBCHHOTO
mpenapara COMOCTaBUM CO CTapbiM. [IpM HEBO3MOXXHOCTH IPOBCJCHHS HWCIBITAHUS PACTBOPCHUS C
JIEKapCTBEHHBIMU PACTUTEIBHBIMU TIPEapaTaMy BPEeMs pacrajaeMOCTH HOBOTO JIEKAPCTBEHHOIO Mperapara B
CPaBHEHUH CO CTAPBIM.



2. O600YKa He SIBIICTCS KIFOYCBBIM (PAKTOPOM MEXaHU3Ma BHICBOOOKICHUS.

3. Crierudukanys JIekapcTBEHHOT'0 TipenapaTa 0OHOBIICHA JIMIITh B YACTH MAaCChl U pa3MepOB (eCIId IPUMEHHIMO).
4. HayaTbl COOTBETCTBYIOIINE UCCIICIOBAHNS CTAOMIIBHOCTH B COOTBETCTBUH C YCTAHOBIICHHBIMH TPSOOBAHUSIMU
HE MEHee YeM Ha JBYX OIBITHO-NPOMBIIUIEHHBIX WU MPOMBIIUIEHHBIX CEpHUSX; B PAaCHOPSIKEHUU
YCITyTOTIOTyYaTeN I HA MOMEHT BBEICHHS M3MCHEHUH HAaXOISATCS YIOBICTBOPUTEIBHBIC, TI0 MEHBINEH Mepe, 3-
MeCSYHBbIE JaHHBIE MO CTaOMIBHOCTH, MOATBEPKACHHE TOTO, YTO HCCIENOBaHHA OyayT 3aBepiieHbl. Eciu
pe3ynbTaThl HE YKIAABIBAIOTCA B CHENM(DHUKAINKA WM NOTEHIMAIBFHO HE YKIAABIBATHCS B CIICIU(UKAIINN Ha
KOHCECI] chKa roaAHOCTH, UX HEMCIJICHHO HpeHCTaBHT yHOHHOMOquHOMy opraHy Hapﬂny C npennaraemnﬂM
IJIAHOM JI€HCTBUI.

HoxymeHTauus

1. ITommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3zeny(pa3menaM) T0cke.

2. Jexmapariysi, YTO Ha4aThl TpeOyeMbIe MCCICIOBAHUS CTa0MIFHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMH

TpeOoBaHMAMH (C YKa3aHHEM HOMEpPOB CEpHii); U 4TO (B COOTBETCTBYIOUINX CIydasX) Ha MOMCHT BBEICHHS

M3MEHEHUH B €ro pacnopsDKeHHH HaXOMIINCH TpeOyemble MHHHMANbHBIE yIOBIETBOPUTENBHbBIE TaHHBIE IO

CTaOMJIBHOCTH; ¥ YTO HUMCIOIINECS TaHHbIC HE CBUICTEIBCTBOBAIHU O Kakoil-mi00 npoodsieme. Heobxoanmo Takke
MPEICTaBUTh MOATBEPXKIACHAE TOrO, YTO MCCACIOBaHMS OyIyT 3aBEPIICHBI, U YTO €CIH PE3yJIbTaThl HE OyayT

YKJIQJBIBAThCS B CHCHU(PUKAIUU WIH MOTCHIIMAIBLHO HE YKJIAABIBATHCS B CHCIU(PUKAIMU Ha KOHEI CPOKa

TOIHOCTH, UX HEMEIJIEHHO MPEJCTABAT YIIOJTHOMOUYEHHOMY OpraHy Hapsay C MpeuiaraeMbIM IJIAHOM JIeHCTBUH.
Kpowme Tor0, B COOTBETCTBYIOIINX CITydasx HEOOXOIUMO MPOBECTH UCTIHITaHUE (POTOCTAOMIIEHOCTH.

b.Il.a. 5 W3meHeHue
KOHIICHTpAIlUHU
OJTHOZ03HOTO, TTOJTHOCTBIO
BBOJAHUMOTO
MapeHTepaTbHOTO
JeKapCTBEHHOTO
npemnapara npu
HEHU3MCECHHOCTHU
coliepKaHUsl aKTUBHOU
(apManeBTHYECKON
cyOcTaHIINM Ha CAWHUILY
JIO3HI (T.€. JO3UPOBKH)

Ycnosust TpeOyemast nokymeHTauus Bun nponenypsr

II

b.Il.a. 6 MHckmrouenue

KOHTEHHepa c

pacTBOpUTEIEM ( YcaoBust TpebGyemast mokymeHTalys Bun mporeaypsl
pa3zbaBuTeNeM) U3

YHaKOBKH

1,2 1B

HokxymenTanus 1. O0oCHOBaHHE WCKIIIOYEHUS, BKIIOYAs YKa3aHHE HA aJbTEPHATUBHBIE CIIOCOOBI MONyUYSHHS
pactBopurens (pa3baBuresst) B Lesix 6e30macHoro u 3heKTHBHOro NPUMEHEHHS JISKapCTBEHHOTO Ipernapara. 2
. IlepecmoTpenHast nH(MOpPMAIHS O JIEKapCTBEHHOM IIperiapare.

B.11. 6) [TpousBoacTBO

B.I1.6. 1 3amena wiau noOaBiieHHE HOBOI

MIPOU3BOJICTBCHHON IUIOMIAKA JUIS YACTH Tpebyemas
VYcenosus Bun npouenypst
WX BCEX TPOIECCOB IIPOU3BOACTBA JIKyMCHTAITHS
JIEKapCTBEHHOTO IIperapara
a) [Imomaaka Mo BTOPUYHOM yHaKOBKE 1,2 1,3,8,10 1A
0) [Lnomazaka mo mepBUYHOHN yIaKOBKE 1,2,3,4,5 1,2,3,4,8,9, 10 1A

B) [Tnomaaka, Ha KOTOPOH OCYIIECTBIISIOTCS
MPOU3BOJCTBEHHbIE  ONEpalMu  JJs



Ouonornyeckux (MMMYHOJIOTHYECKHX )
JEKapCTBEHHBIX  MpemapaTtoB  WIH
JEKapCTBEHHBIX (OPM, NPOM3BEICHHBIX C
MIOMOIIBIO CJIOKHBIX ITPOM3BOACTBEHHBIX
IPOLIECCOB, 3a HCKIIOYEHHUEM BBIIYCKa

II

cepuif, KOHTpOJsS KayecTBa CepUil H
BTOPUYHON yNIaKOBKU

r) Ilmomanka, TpeOyiomas NTPOBEACHUS
MEPBUYHON WM TPOAYKT CHEIU(PUIHOMN 11
HHCIICKIIMU

1) [Tomanka, Ha KOTOPOH OCYIIECTBIISIOTCS
T00BIe TPOU3BOJCTBEHHBIC OICPAIN UIS

HECTEPWJIBHBIX JIEKapCTBEHHBIX IIPENaparTos,
3a MCKIIIOYCHNEM BBIITyCKa Cepuil, KOHTPOIIA

1,2,3,4,56,7,8,9,

1B
10

CepUii, IEPBUYHON U BTOPUYHON yIIAKOBKU

e) [Tnomanka, Ha KOTOPOH OCYIIECTBISIOTCS
T00bIe TPOM3BOACTBEHHBIE OIEPALUH CO
CTEPHUIIbHBIMH JIEKapCTBEHHBIMU
npenaparamMy, IMPOU3BOIAIIMMHUCT C
UCIIOJIb30BAHUEM aCENTUYECKUX METONOB (
HCKII0Yas Ouonorn4yeckue (
MMMYHOJIOTHYECKHE)  JIEKapCTBEHHBIE
Mpenapartel), 32 HCKIIOYCHWEM BBIITyCKa
CepUil, KOHTpPOJ KauecTBa CEpPUU H
BTOPUYHON yIAKOBKHU

1,2,3,4,5,7,8,10 IB

VYcnosus

1. Hanmune ceprudukara Haaexamed npou3BoacTBeHHOI npakTuku (GMP) nmponsBoacTBeHHON IUIOMIANKN
nepearoleil 1 IPUHUMAIOIEH CTOPOHBL.

2. [Tontaaxa IUIEH3UPOBAHA B YCTAHOBJIEHHOM IOPSIIKE (1S TPOM3BOCTBA PacCMaTpUBAEMOM JIEKapCTBEHHON
(hOopMBI WITM JIEKapCTBEHHOTO TIpeTIapaTa).

3. PaccmarpuBaeMslii IeKapCTBEHHBIN TIpenapaT He SABISIETCS CTEPHIIBHBIM.

4. B COOTBETCTBYIOIIUX CIydasiX, HAllpUMEpP, B OTHOIICHHUH CYCIIEH3UIl MU 3MYJIbCHI, MMEETCs cXema
BIM/IAIINN WJTH B COOTBETCTBHH C TEKYIIMM ITPOTOKOJIOM YCIICITHO IIPOBE/ICHa BAIMAAIMS HOBOH TIIOMIAAKH C HE
MEHEe YeM TPEMsI IPOMBIIITIEHHBIMH CEPHSIMHU.

5. PaccMmaTprBaeMBlif IekapCTBEHHBIH Mperapar He ABISAETCS OMOIIOTHISCKAM (MMMYHOIIOTHIECKUM).

JoxymeHTauus

1. TloxTBepkaeHHEe TOTO, YTO IpejaraeMmas IUIOMAAKa JUICH3UPOBaHA B YCTAHOBJIEHHOM MOpSAIKE AJIA
MPOM3BOJICTBA JIEKAPCTBEHHOH (DOPMBI MIIM pacCcMaTpHBaEMOT0 JIEKapCTBEHHOTO Iperapara.

2. B cooTBeTCTBYIOIUX CiTydasix HEOOXOIMMO yKa3aTh HOMEpA CepHii, COOTBETCTBYIOIIHME Pa3Mep CEPUH U JaTy
npou3BoJCcTBa cepuil (3), MCMONB30BaHHBIE B BAIMIAIMOHHOM HCCIIENOBaHWH, W IPEJICTaBUTH JIaHHbBIE
TIEPBUYHON SKCHEPTU3BI WIIK ITPOTOKOJ (CXeMY) TIEPBUYHON IKCIICPTH3bI, MOJISKAIINH TTo1ayve.

3. B dopme 3asBreHHs 0 BHECEHHMHM M3MEHEHHH HE0OXOAMMO YeTKO yKa3aTh "TeKymux" u "mperraraeMbix"
MIPOM3BOANTENIEH JIEKApPCTBEHHOTO Mpenapara (CoraacHo paszaeny 2.5 ¢popmbl 3asBIeHUS).

4. Koruu yTBEp»ICHHBIX CHEIU(PHUKALNIA Ha BBIITYCK M KOHEI] CPOKa FOAHOCTH (€CIM IPUMEHHMO).

5. JlaHHBIE aHaNM3a OJHOW MPOMBIIIICHHON CEPUM U ABYX ONBITHO-IPOMBIIIIEHHBIX CEpUil, IMUTHPYIOLINX
Mporiecc MPOU3BOACTBA (WJIM J(BE NMPOMBINUICHHBIE CEPHUHM) M CPAaBHHUTEIBHBIC JAaHHBIC C TPEMS CEPHIMH,
MIPOM3BEACHHBIMHA Ha MPEIBIAYIICH MPOM3BOACTBEHHON Iromazake. [lo 3ampocy HEoOXOZMMO MPEINCTAaBUTH
JaHHBIE [0 CIEIYIOIUM IBYM IIOJHBIM NPOMBIIUICHHBIM CEPHSIM; HEOOXOIMMO COOOLINTH, €CIH Pe3yIbTaThl
aHalIN3a He YKJIAABIBAIOTCS B CHCHU(DUKAIUIO, U TPEJIOKHUTD TUTaH ICHCTBUM.

6. COOTBETCTBYIOIIHE JaHHBIC IIEPBUYHON IKCIIEPTU3bI, BKIIFOYAs pe3yJIbTaThl MUKPOCKOIIUU PAaCHpeeICHHS 110
pa3MepaM 4acTHIl ¥ UX MOP(OIOTHH MATKUX U KHJIKUX JIEKApPCTBEHHBIX (DOPM, B KOTOPBIX (hapMalieBTHYECKast
CcyOCTaHIIUsI HAXOJUTCS B HEPACTBOPEHHOM COCTOSTHHU.



7. Ecnu Ha HOBOW NPOM3BOACTBEHHOW IUIOMIA/IKA B KAYECTBE MCXOJHOTO MaTepualia MCHOJIb3yeTcs aKTHBHAs
(apmaneBTHyeckas cyOcTaHIusl, — JCKJIapanusl YIOJIHOMOYEHHOTO JIMIA IJIOMIAJKH, OTBETCTBEHHOTO 3a
BBIITYCK CEpHi, YTO aKTHUBHAsA (hapManeBTHUECKas CyOCTaHIMS NpPOW3BENeHAa B COOTBETCTBMH C [IpaBmmamu
HaJJIeXare Ipon3BOCTBeHHON pakTuke PecryOmmku Kasaxcran ais HCXOAHBIX MaTepPHAaIOB.

8. IlompaBka K COOTBETCTBYOIIEMY (M) pazaery(am) JoCke.

9. Ecnu mpom3BoACTBEHHAs IJIOMIAZKa M IUIOIIAAKA, Ha KOTOPOH OCYIIECTBISICTCS TEPBHYHAs yNAaKOBKa,
pa3naudalTcs, HEoOXOJUMO OMHCaTh W BaIUAMPOBATH YCIOBHA TPAHCIOPTHPOBKH U XPaHECHHS
HepachacoBanHoro npenapara (bulk).

10. ITuceMeHHOE coTjiacue Ha MpoBeAeHHe (papMalleBTUICCKONH MHCIICKIMH HA COOTBETCTBHE TPEOOBAHUAM I10
HaJUIeXaluM (papMalleBTHYECKUM MPAKTUKAM.

[Ipn m3MeHEeHWN WM HOBOW MPOW3BOJACTBEHHON IUIOIIAIKE B CTpaHE 3a IpeaelaMu
Pecny6mmkn Kazaxcran, ¢ KOTOpoil He 3aKIIIOYEHO COTJIAIIEHHE O B3aWMHOM NPH3HAHUN
GMP, nepxatensMm 10 MOJa4YH YBEIOMIICHUS PEKOMEHIYETCS IPOKOHCYIBTHPOBATHCS C
YHOOJIHOMOYCHHBIM OPraHoM M MpEACTaBUTh CBCACHHA O BCEX MPEAbIAYIIUX WHCIICKIUAX
3a mocienHue 2—3 rona U (WiIHM) BCeX 3alljlaHUPOBAHHBIX MHCIEKIHMAX, BKITIOYAs JAThI
MHCTEKINH, KaTerOpUU UHCIEKTUPYEMBIX MPOTYKTOB, HAJA30PHOE BEAOMCTBO U MPOUUE
cBeleHUd. Jleknapanuu yNOJIHOMOYEHHOrO JIMIA, 3aTparuBalolile aKTHUBHYIO
(apMareBTHUECKyI0 CyOCcTaHIMIO. JlepikaTenn JUIeH3UHA Ha MPOU3BOJICTBO B KadeCcTBE
HUCXOIHBIX MaTEpPHAIOB HCIIOJIb3YET HCKIIOYNTEIFHO aKTUBHBIC (apMalleBTHYECCKUE
cyOCTaHINM, MPOU3BENCHHBIE B COOTBETCTBUU ¢ GMP, mosTOMy KaKIblii mepkaTellb
JIUIICH3UM Ha NMPOU3BOJACTBO MPOAEKIAPUPYET, UTO OH B KA4EeCTBE MCXOIHOTO MaTepHasa
UCIOJB3YyeT AaKTUBHYIO (hapMaleBTHYECKYI0 CYyOCTaHIMIO, MPOU3BEIECHHYI0 B
cootBercTBUU ¢ GMP. Kpome T0oro, NockonbKy yIOJTHOMOUYEHHOE JUIIO0, OTBETCTBEHHOE 3a

IIpumeuanus:

ceprudukanmio cepun, 6eper Ha cedst 0OIIYI0 OTBETCTBEHHOCTD 33 KaXIYIO0 CEPHUIO, €CIN
IUTOIA/IKa, BBIMYCKAIOIIAS CEPHIO, OTIMYACTCS OT yKa3aHHOW BHIIIE, YIIOJIHOMOYEHHOE
JUIO, OTBETCTBEHHOE 3a CEPTU(UKAIUIO CEPUH, IMPEICTABISAET IOIOJHUTEIBHYIO
Jekiapanuo. Bo MHOrMX ciiydasx BOBJIEUEH JHIIb OJUH JEp)KaTeib JUICH3UU Ha
MIPOM3BO/ICTBO, TO3TOMY HOTpeOyeTCst JIMIIb 0HA Aekaapanus. OJQHaKo, €CIH BOBICYEHEI
HECKOJIBKO BIAJEIbIEB JUIEH3UA Ha MPOU3BOJACTBO, BMECTO MOJA4YM HECKOJIBKHX
JIeKJapaluii OomycKaeTcs NOoJaTh OIHY JAEKJIapaluio, IOANUCAHHYI0 OJHUM
YIOJIHOMOYEHHBIM JIUIIOM. DTO JOMYCTUMO HPH YCIOBHHU TOTO, YTO: B ICKJIAPAIIHH IETKO
YKa3aHo, 4TO OHa ITOJIIHCaHa OT JIHIA BCEX BOBJICUCHHBIX YIOTHOMOUYCHHBIX JIHII.

B.11.6.2 U3smenenue
uMIopTepa,
COTJIaIlEHUH O
BBIITYCKE CEpHUl U Tpebyemas
Y Up VcnoBus peoy
HCOBITAHHH 11O JIOKYMEHTAITUS

KOHTPOJIIO Ka4yeCTBa

Bun npouenypst

J€KapCTBEHHOT O
npenapara

a) 3ameHa wuH

nobaBieHue

MIOMAAKH, Ha

KOTOpOH 1,2,3 1,2, 4 1A
OCYIIECTBISAETCS

KOHTpPOJIb KadecTBa (

WCIIBITAaHHUE CepHil)

0) 3aMeHa wiIH
nobaBiIeHUE
MPOU3BOTUTENS,
OTBETCTBEHHOTO 3a
BBIIYCK  Ccepuid
ouonornueckoro  (



HMMYHOJIOTHYECKOTO
) IJleKapCTBEHHOTO I
Tperapara u 00X
METOJIOB HCIBITAaHUH,
OCYIIECTBIISIEMBIX Ha

niomasike,
SBISIOIUXCSI
O6uonoruyeckuMm  (
MMMYHOJIOTHYECKHM )
METOJ0M

B) 3ameHa WuIH
nobaBiIeHUE
MPOU3BOIUTEIIA,
OTBETCTBEHHOTO 32
BBIIYCK CEpHil

1. 3a uckiroYeHuEeM
KOHTpons kaectBa ( 1 1,2,3,4 1A
HCIIBITAaHHUE CEPHil)

2. Bknrwuas
KOHTpoOJb KauectBa ( 1,2, 3, 1,2,3,4 1A
HCIIBITAaHHUE CEPUIN)

3. Bxarouas
KOHTpPOJIb KadecTBa

HUCIIBITAHUC
ononornueckoro  (
HMMYHOJIOTUYECKOT0

) IleKapCTBEHHOTO

npenapara 1 OMH U3

METOJIOB HMCITBITAHHH, 11
OCYILIECTBIISIEMBIN Ha

TJIOIIAKE SIBIISIETCS

O6uonornyeckum  (

HMMYHOJIOTHICCKHIM)

(

UMMYHOXUMHUYECKUM

VcnoBus

1. ITnomaaka JUIEH3UPOBaHA B YCTAHOBICHHOM MOPSIIKE.

2. JlekapCTBCHHBIN MpenapaT He SBJISIETCS OUOJOTHYSCKUM (MMMYHOJIOTHYCCKIM) JICKAPCTBEHHBIM MPEIIApaToOM.
3. TpaHcdep TEXHOJOTHH CO CTapol Ha HOBYK IUIOIIAJAKY HJIM HOBYHO HCIBITATSIBHYIO J1a00pPaTOPHIO
MIPOU3BEJICH YCIICIIHO.

JoxymeHTanus

1. Kommst mumeHs3nii Ha MPOM3BOICTBO WM B UX OTCyTCTBHE — cepTudukar GMP, BEIIaHHEIA B TeUeHHE TpeX
MOCJIEIHUX JIET COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM OPTaHOM.

2. B ¢opme 3asgBiueHHS O BHECEHHH H3MEHEHHH HEOOXOAMMO yKa3aTh "Tekymux'" u 'mpemraraeMbix'
MIPOU3BOIUTENICH JICKAPCTBEHHOTO pernapara (COrIacHO pasaeny 2.5 GOopMbl 3asiBICHHS).

3. Jlexnaparys yrnoJIHOMOUYSHHOTO JIUIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTcs, YTO
MPOU3BONTENb(M) aKTUBHOU (hapMalleBTUUEeCKOW CyOCTaHIMH, YKa3aHHOW B PErHCTPaLllMOHHOM JIOChe, paboTaeT
B cooTBeTcTBUHM c [IpaBuiamu Hajajexaliedl NpOW3BOACTBEHHOW npakTuku PecrmyOnukum Kaszaxcran s
HCXOIHBIX MaTepHaioB. [Ipu onpeneseHHbIX 00CTOSATENBCTBAX JOMYCKACTCS MPECTaBISATh OJHY JICKJIApAIHIo (
cM. IpuMedaHue K m3menenuto b.11.6.1).



4. TlompaBKa K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIINM) pa3Jienty(pasaenam) 10che, BKIodas HHdpopmannuu o
JIEKapCTBEHHOM TIperapaTe.

B.I1.6.3 M3menenue
npoiecca
MpPOMU3BOJICTBA
JI€KapCTBEHHOr 0
npenapara, BKIIodas
MPOMEXYTOUHBII VYcnoBus
ONPpONYKT,
UCIIOJIb3YEMBIH B
MPOU3BOJICTBE
JIEKapCTBEHHOT O
npemnapara

Tpebyemas

Bug mponienypsi
JIOKyMEHTaLus JLIPOTEAYP

a) Hesnauumelie
n3MeHenus mpouecca 1,2,3,4,5,6,7 1,3,4,6,7, 1A
MIPOU3BOJICTBA

6) 3HaunMBIe
M3MEHEeHHs IMpolecca
MPOU3BOJICTBA,
OKa3bIBAIOIIHE
CYIIECTBECHHOE
BIIMSTHAC HA KaYeCTBO
, 0e30IacHOCTh U
3¢} pexTuBHOCTH
JIEKapCTBEHHOTO

II

npemnapara

B) JlekapcTBeHHEIH

mpemnapar sSBIsAEeTCS

ouomormueckum  (

UMMYHOJIOTHYECKUM ) II
, M H3MEHEHHue

TpeOyeT OICHKHU

COINOCTaBUMOCTHU

T) BBenenune

HECTaJapTHOTO

TEPMHUHANBLHOTO I
MeToOa

CTEpUITH3ALMH

n) Bpenenuwe wim

YBEJIMYCHUE M30BITKA

, HCIIOJIB3yeMOro B

OTHOMCHUH 11
AKTUBHOU

(hapmaneBTHYIECKON

cybcraHIun

e) HecymecrBennoe

HM3MEHEHHE Iporecca

MIPOM3BOJICTBA 1,2,,6,7,8 1B
BOJHOHN CYyCIEH3UU

JUUId IpUeMa BHYTPb

YcmoBus



1. I3MeHeHHsT Ka4eCTBEHHOTO WM KOJHMYESCTBEHHOTO MPOGHIIs MpUMecel, WK (QU3UKO-XUMHUYECKUX CBOWCTB
OTCYTCTBYIOT.

2. JlekapcTBEHHBIN MpenapaT He SBISIETCS OHONIOTMYESCKUM (MMMYHOJIOTHYECKUAM) HIIA PACTHTEIBHBIM.

3. TlpuHUMI NPOW3BOACTBA, BKIIOYAas OTICIbHBIC €r0 IJTambl, HE HM3MCHIIOTCS, Hampumep, o0paboTka
MIPOMEKYTOUHBIX NPOIYKTOB, OTCYTCTBYIOT U3MEHEHHS KaKHX-JIMOO PacTBOPUTEINEH, UCIONB3yEeMbIX B IPOLIECCEe
IIPOU3BOJICTBA.

4. 3aperucTpUpOBaHHBIH B  HAacTOsAllee BpeMs IpollecC MPOU3BOJACTBA  KOHTPOJIHUPYETCH
BHYTPHIIPOM3BOACTBEHHBIMH KOHTPOJISIMH, M U3MEHEHHE TaKHX KOHTpOJIeH (pacliupeHHe WM HCKIIOYSHHE
KPUTEPHEB IPUEMIIEMOCTH) HE TpeOyeTcs.

5. CennduKkanmy JeKapcTBEHHOTO Ipernapara WM IPOMEKYTOUHbIX IIPOIYKTOB HE H3MEHSIOTCS.

6. Ilo pesymnpTaTaM HOBOTO Ipolecca 0Opa30BEIBACTCS UICHTHYHbIE ¢ TOYKH 3PEHHS BCEX acIIeKTOB KadyecTBa,
6e3omacHoCcTH 1 3P PEKTHBHOCTH JIEKAPCTBEHHOT'O IpenapaTa.

7. CoriacHO COOTBETCTBYIOIINM JOKyMeHTaM PecryOmuku Ka3axcraH Ha4aTbl COOTBETCTBYIOIINE UCCIETOBAHUS
CTaOMJIPHOCTH HE MeEHee YeM Ha OJHOW ONBITHOW MM TPOMBIINUICHHOW CEpUU; B PaCHOpSIKEHHH
YCIIYTOMOTyyarelisi HaXO/SITCs yIOBICTBOPUTEIIBHBIC PE3YJIbTaThl, M0 MEHBILICH Mepe, 3-MECIYHOrO U3yUYCHHUs
crabunpHOCTU. [loATBEpIKACHHE TOrO, YTO HMCCICHOBAHUS OyAyT 3aBEpIICHBI, U €CIIH PE3yJbTaThl HE OyIyT
YKJIQABIBAThCS B CICIHM(UKALNY WIA HNOTCHIHAIEHO HE YKJIAABIBAThCA B CrCHHM(UKALWMN HAa KOHEL CPOKa
TOTHOCTH, MX HEMEUICHHO TPECTaBAT YIIOJTHOMOYEHHOMY OpraHy HapsIy ¢ IpesiaraeMbIM IDTaHOM IeHCTBHH.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazfeny(pasenam) 10Che.

2. B OTHOILIEHNY MATKHX U JKUJIKHX JIEKapCTBEHHBIX ()OPM, B KOTOPBIX aKTUBHAs (hapMalieBTU4ecKas CyOCcTaHIIns
HaXOJUTCs B HEPACTBOPECHHOM COCTOSTHUM: HaJJIeKalllas BaluJalus H3MEHEHHs, BKIII04as MUKPOCKOIIHIO YaCTHI]
B LIEJISIX TIPOBEPKH BUIMMBIX U3MEHEHHH MOP(OIOTNH; CPaBHUTEIILHBIE JaHHBIE O pacIpeaeIeHUH 110 pa3Mepy
YacTHII (IMCIIEPCHOCTH ), TIOJTyYSHHBIC HA/IIEKAIINM CIIOCOOO0M.

3. B oTHOmEHNN TBEpABIX JIEKAPCTBEHHBIX ()OPM: JTaHHBIE MPOQMIS PACTBOPEHHS OXHOW perpe3eHTaTHBHON
TIPOMBIIIJICHHOW CEpHHM W CPAaBHHUTEIBHBIC JAaHHBIE TPEX IOCIEAHHUX CEpPHH, NMPOW3BEJCHHBIX C ITOMOIIBIO
npesiaymero mporecca. Ilo 3ampocy HEOOXOAMMO MPEACTaBUTH JAHHBIE IO CICAYIONIMM JIByM ITOJHBIM
MPOMBIIICHHBIM CEPHAM HIIH COOOILINTD, €CIIM PE3YNIbTAThl HE YKJIAABIBAIOTCS B CHEHU(UKAINIO U IPEUIOKHUTh
IUTaH AeUCTBUM. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB JOCTATOYHBI JaHHBIE CPAaBHUTEIHHOM
pacnagaeMocCTu.

4. O00oCHOBaHUS HENPE/ICTABICHUS Pe3yIbTaTOB HOBOI'O UCCIIEJOBAaHHsI OMOIKBUBAIIEHTHOCTH B COOTBETCTBUU C
[IpaBuiiamu ipoBeaeHMs UccienoBaHni OnoskBuBaneHTHOCTH PK.

5. Ilpu u3mMeHeHnn napameTpa(mapaMeTpoB) Tpolecca, KOTOPbIE CYMTAIOTCS HE OKa3bIBAIONIIMMHU BIIMSHHE Ha
KauecTBO JIEKAPCTBEHHOrO Mpemnapara, AeKiapainus, 4TO 3TO JOCTUTHYTO B XOJl€ paHee MPOBEICHHOU
0J100pEHHOH OIIEHKH PHCKOB.

6. Konnu crienurkanmii Ha BBITYCK M KOHEI] CPOKa TOXHOCTH.

7. JlanHble aHanm3a cepuil (B ¢opmare CpaBHHTENBHOM TaONHWIBI), IO MEHBIIEH Mepe, OJHOW cepuH,
MIPOM3BEICHHON ¢ TOMOIIBIO 0100PEHHOTO | IpeUIaraeMoro nporecca. [1o 3anpocy He0OX0aUMO MPEACTaBUTh
JAHHBIC 110 CIIEAYIOIUM JABYM IOJHBIM NPOMBIIIJICHHBIM CEPUSM; COOOIINTh, €CIM PE3yIbTaThl aHANIN3a HE
YKJIQIBIBAIOTCS B CTICHM(DUKALNIO U IPEATI0KUT TUIaH JCHCTBHI.

8. [lexnmapanusi, 9YTO Ha4aThl COOTBETCTBYIOIINE HCCIIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTAMHU
Pecniy6nuku Kazaxcran (¢ ykazaHneM HOMEpPOB CEpHii) M U3yUYeHbI HEOOXOAUMBIE MTApaMETPhl CTAOMILHOCTH, MO
MEHBLICH Mepe, Ha OJIHOM OIBITHO-IIPOMBIIUICHHON WX IIPOMBIIIJICHHOW CEPUM U HA MOMEHT YBEJOMJICHUS B
pacHopsKEHUH YCIyTONody4aTens HaXOAWIUCHh YJOBJIETBOPUTENBHBIE pPE3yNbTaThl, 10 MEHbIIEH Mepe, 3-
MECSIYHOTO M3YYeHHs CTaOMIBHOCTH; W MPOQMIb CTaOWIBHOCTH aHAJOTMYEH TEKyIeH 3aperucTpUpOBaHHON
curyarud. [IpeacTaBneHo moATBEp)KICHUE TOTO, YTO UCCIEIOBAHMS OyIyT 3aBEPILCHBI, U YTO €CJIN PE3yIbTaThI
He OyIyT yKJIQABIBAThCS B CHEHU(DHUKALNKN WM MOTEHIHAIBHO HE YKIAIbIBaThCS B CHEIM(UKAIMK HA KOHEII
CpOKa TOJHOCTH, X HEMEIUIEHHO MPEACTaBsT YHNOIHOMOYEHHOMY OpraHy Hapsay C IpelaracMbIM ILIaHOM

NEUCTBUM.
B.11.6.4 W3meHnenwe pa3sMepa CepUH
P P P ( Tpebyemas
BKJIIOYAsl JOHWAIMa30HBl pa3Mepa cepuu)  YCIOBHA Bun npotienypsr
JIOKYMEHTAITUS

JIeKapCTBEHHOT'O IIperapara



a) YkpymHenume BmiIoTh no 10 pa3 mo 1,2,3,4,5,7 1,4 1A
CPaBHEHHIO C 0JTOOPEHHBIM

6) Pazykpynnaenwue g0 10 pa3 1,2,3,4,5,6 1,4 1A

B) l3menenume Tpebyer aHanusa
COMOCTaBHMOCTH  Oumonormdeckoro  (
HMMYHOJIOTHYECKOT0)  JIEKAPCTBEHHOTO
npernapaTa Wid U3MEHEHHE pa3Mepa Cepuu
TpeOyeT  HOBOTO  HCCIEeJOBaHUSA
OMOIKBUBAJICHTHOCTH

II

r) M3MeHeHne 3aTparuBacT BCE OCTalbHbIC
JIeKapCTBEHHBIE (POPMBI, TPON3BOIAIINECS C
MOMOIIBIO KOMIUIEKCHBIX IIPOIIECCOB
MIPOU3BOJICTBA

II

n) YkpynHeHnue 6onee 10 pa3 1o cpaBHEHHIO
C OJOOpPEHHBIM pPa3MEPOM CEpHH
JEKapCTBEHHBIX (OPM ¢ HEMEIIEHHBIM
BBICBOOOKICHHEM (IS ITpHeMa BHYTPb)

1,2,3,4,5,6 IB

¢) Macmrab npon3Bo/IcTBa OMOIOTHIECKOTO

(MIMMYHOJIOTHYECKOTO) JIEKapCTBEHHOTO

Tperapara yBeIUImics (YMEHbIIWICS) 0e3 1,2,3,4,5,6 1B
U3MEHEHHUs TIpollecca MpPOU3BOACTBA (

Hanpumep, TyOnupoBaHUe JTMHUN)

Ycnosus

1. VI3MeHeHne He BIMSET Ha BOCIIPOM3BOANMOCTD U (MIIH) TIOCTOSIHCTBO KayecTBa JIEKapCTBEHHOTO IIperapara.

2. V3MeHeHMe 3aTparuBaeT CTaHAAPTHBIC JEKapCTBEHHBIE (OPMBI JJIsl NpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOXKICHUEM WJIN HECTEPUIIbHBIC JKHJIKUE JIEKapCTBEHHBIC (POPMBI.

3. JIroOble M3MEHEHHUsS METOJIOB IPOM3BOJACTBA M (MIJIM) BHYTPUIIPONU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIMMBI
JIMIIb JJ1S1 I3MEHEHHSI pa3Mepa CepuH, HalpuMep, NCTI0NIb30BaHIE 000PyI0BaHIE APYTOTo pasMepa.

4. Nmeetcs cxeMa BaIUAALUK WIN B COOTBETCTBHU C TEKYIIMM IPOTOKOJIOM YCIIEHIHO ITPOBEICHA BAJIMAAIIMS
MIPOM3BOACTBA HE MEHEE YeM Ha TPEeX NPOMBINUICHHBIX CEPHUSIX C HOBBIM pPa3MEpPOM B COOTBETCTBHH C
MPUMEHUMBIMU TPEOOBAHUSIMH.

5. PaccmaTtprBaemblif IekapcTBEHHBIH Mpemnapar He ABISeTCS OMOJIOTHIECKAM (MMMYHOJIOTHIECKUM).

6. HempeiBUIeHHBIX CUTYAIHSIX, BOSHUKIINX B XOJI€ MPOU3BOJICTBA, MM U3MEHEHHUS CTAOMIBHOCTH M3MEHEHNE
HE OCYIECTBIISETCS.

7. Pa3mep cepun yxmangsiBaercs B 10-KpaTHBIA AHana3oH, MPEAyCMOTPEHHBIM IPU PETHCTPALUHN, WIH TIOCIEe
MOCIIEYIOMIET0 U3MEHEHHS, He SIBJISBIICTOCS H3MEHEeHneM [A Tura.

JoxymeHTtanus

1. TTommpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3zeiy (paszenam) J0Che.

2. Jlannble aHanuza cepuil (B Gpopmare cpaBHUTEIHHOM TaOJIUIBI), 10 MEHbBIIEH Mepe, OHON MPOMBIILIEHHOH
CepHH, TPOU3BEICHHOW B 3apeTHCTPHUPOBAHHOM W IpeiiaracMoM pa3mepax. [lo 3ampocy HeoO0X0oammo
MIPENICTABUTD JAaHHEIC 110 CIEAYIONINM JIBYM TOJTHBIM IPOMBIIDUICHHBIM CEpHAM; Nepxkareisb PY coolrmmaet, eciu
pe3yIbTaTH aHATTN3A HE YKIIAABIBAIOTCS B CHCNN(UKAIIIO, U TPEATIOKHUTD TUTaH TeHCTBHH.

3. Kommnu o00peHHbIx cennrKammii Ha BBITYCK U KOHEI[ CPOKa TOTHOCTH.

4. B COOTBETCTBYIOINX CIIyYasx HEOOXOANMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOLINE Pa3Mepy CEpUH U JaTe
WX TIPOU3BOJCTBA (3), UCIIONB30BaHHBIX B BAIMIANIMOHHOM HCCIIEIOBAHNH, MIIN IPEACTaBUTh IPOTOKOI (CXeMy)
BaJIUJIAIIAH.

5. Heo6xommumo ipeACcTaBUTh Pe3yIbTaThl BATHIAINN.

6. Pe3ynpTaThl HCCIIeAOBaHM CTAOMIFHOCTH, IPOBEACHHBIE B COOTBETCTBHH ¢ JoKyMeHTamMu PK, 1o 3HaYmMBIM
mapameTpam CTabUIBHOCTH, TI0 MEHBIICH Mepe, Ha OJTHON OTBITHON MJIM MIPOMBIIIJICHHON CepHH, OXBATHIBAIOLICH
, TIO MEHbIIIEH Mepe, TPU MEeCs1a; TOITBEPXKIEHUE TOTO, YTO TaKHE UCCIIeI0BaHUs OYIyT 3aBEPIICHBI, K YTO €CIH
pe3yNbTaThl He OYIyT YKIAAbIBATHCSA B CHCIM(DUKANN WIH TOTSHIIMATBHO HE YKIABIBATHCS B CICIU(UKAIITN



Ha KOHEIl CPOKa IrOJJHOCTH, UX HEMEUICHHO INPEJICTaBAT YIOJIHOMOUYCHHOMY OpraHy Hapsay C IpeislaraeMbIM
IUIAHOM JieiicTBUA. B oTHOIIGHHH OHONOrHYECKHX (MMMYHOJIOTHMYECKHX) CPEICTB: JCKIapalus, YTO OLCHKa
COIIOCTaBUMOCTH HE TpeOyeTcs.

b.11.0. 5 N3meHeHnue
BHYTPHUIIPOU3BOICTBEHHBIX UCIIBITAHUN HUIIH
Tpebyemas
KpUTEpUEB NpUEMIIEMOCTH, Ycnosus Bun nporieaypsi
JIOKYMEHTAIHsI
HCIONB3YIONIMXCSL [PH  IPOU3BOJICTBE
JIEKapCTBEHHOTO TpernapaTa
a) Y)keCToueHHe BHYTPUIIPOU3BOICTBEHHBIX
) YIPHIP 1,2,3,4 1,2 IA
KPHUTEPUEB IPUEMIIEMOCTH
0) JloOGaBiieHWe HOBBIX HCHBITAHUH HIH
1,2,5,6 1,2,3,4,5,7 1A
KPHUTEPUEB PUEMIIEMOCTH
B) MckioueHHe HECYIIECTBEHHOTO
) y 1,2,7 1,2,6 IA

BHYTPHUIIPOU3BOACTBCHHOI'O UCIIBITAHUA

r) VckiroueHne BHyTPUIIPOU3BOJCTBEHHOTO
UCHBITAHUS, KOTOPOE CYLIECTBEHHO
MOBJIMSAET H COBOKYIIHOE KadyecTBO
JIEKapCTBEHHOI'O IIpernapara

II

o) Pacmupenue 0100pEeHHBIX

BHYTPHUIIPOU3BOACTBCHHBIX KPUTCPUCB

MIPUEMIIEMOCTH, KOTOpBIE CYIIECTBEHHO II
BIIMSAIOT HA COBOKYIIHOE€ KayecCTBO

JIEKapCTBEHHOTO Ipenapara

e) JlobaBieHue wWIAM  3aMeHa
BHYTPHUIIPOU3BOJICTBEHHOTO UCIBITAHUS U3 1,2,3,4,5,7 1B
Co00paXkeHMI OE30MACHOCTH WIIH Ka4eCTBa

VYcenoBus

1. VM3MeHeHUe He SBISICTCA CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, NMPUHATOTO MO pe3yiIbTaTaM paHee
MIPOBEIICHHBIX JKCIIEPTH3 C IENBI0 aHANIW3a KPUTEPHEB NMPUEMIIEMOCTH CHEIH(UKAINK (HaIpuMep, B XoJe
perucTpalyy Uik BHeceHus u3MeHenui 11 tuma).

2. N3MeHeHne HE SABISETCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMi, BO3HHMKIINX B XOJAE HPOM3BOJACTBA,
HarpuMep, HOBasi HeKBaAIN(UIMPOBAHHAS IPUMECh, U3MEHEHHE MPEJIENIOB COACPIKAHUS CyMMBI IIPHMECEH.

3. JIroboe n3MeHeHne YKIIaAbIBAETCs B JUAMa30H TEKYIIUX 0JJOOPEHHBIX KPUTEPUEB IPHEMIIEMOCTH.

4. AHanMTHYECKas METOTUKA HE U3MEHSIETCS MM U3MEHSETCSI He3HAUUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAHUS HE OCHOBAaH Ha HOBOM HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOMN
METOOJIOTHH, HCIIOTB3yEMOU O-HOBOMY.

6. HoBbIii MeTO UCTIBITAHUS HE SBJISAETCS OMOJOTHYECKUM (MMMYHOJIOTHYECKHUM) (MMMYHOXUMHUYECKUM) WITH
METOJIOM, B KOTOPOM HCHOJIB3YeTCsl OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTHUeCKON aKTUBHOI (hapMaleBTHYEeCKOi
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (papMaKoNeHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).

7. BHyTpUIIpOH3BOJICTBEHHOE HCHBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOIO MapaMeTpa, HampuMep:
KOJINYECTBEHHOE OIpe/eIeHne NpUMecH (eCIM TOJIBKO OIpeNeeHHBI pacTBOPUTENh OJHO3HAYHO HE
HCIOJB3YETCsl B IPOU3BOJCTBE) TIOOYI0 KPUTHUYECKYIO (DM3MYECKYIO XapaKTepHCTHKYy (pa3Mep dYacTull,
HACBIITHYIO TUTOTHOCTBIO JI0 W ITOCIIE YIDIOTHEHHSI) UCIBITAaHUE HA MOUITHHHOCTD (B OTCYTCTBHE MOIXOMSIICTO
ANBTEPHATUBHOTO KOHTPOJIS) MHUKPOOHOIOTHYECKII KOHTPOJH (€CIM TOJIBKO OH HE TpeOyeTcs B OTHOIICHUH
OIpeIeICHHON JIEKapCTBEHHOU (hOPMBI)

JoxymeHTtauus

1. ITompaBka K COOTBETCTBYIOIEMY (COOTBETCTBYIOIINM) pa3aeiy(pasaesiaM) JoCke.

2. CpaBHHUTENBbHAS TAOMUIA TEKYIIMX U MPEJIaraéMbIX BHYTPHUIIPOU3BOJCTBCHHBIX HUCIBITAHHNA, U KPUTCPUCB
MIPHEMIIEMOCTH.

3. [MompoOHOE omricaHue HOBOW aHATUTHYCCKONW METOIUKH U JTAHHBIC BATAIANNH (B COOTBETCTBYIOIINX CIyYasix)



4. JlaHHBIC aHAJM3a JABYX MPOMBIINUICHHBIX CepHid (B OTCYTCTBHUE JOJDKHBIX OOOCHOBAaHUH TS OMOIOTHYCCKUX
AKTUBHBIX (DapMareBTHYECKUX CYOCTAaHIMH — TPHU CEPHH) JICKAPCTBCHHOTO IperapaTa Mo BCEM IapaMeTpam
cnenuruKammy.

5. B COOTBETCTBYIOINX CITyYask CPaBHUTEIBHBIC TaHHBIC TPO(HIIA pacTBOPEHUS JICKAPCTBEHHOTO TIperapara He
MEHee 4eM Ha OJHOW OTBITHO-IIPOMBINUICHHOW CEpUH, MPOU3BEICHHON C MCIIONB30BAHIEM TEKYIIUX W HOBBIX
BHYTPHIIPOU3BOACTBEHHBIX HUCIBITAHUNA. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB JOCTATOYHEI
JIaHHbIE CPaBHUTEIBLHOM paclaaeMOCTH.

6. OGocHOBaHMe (OIIEHKA) PUCKOB, MOATBEPKIAIONINE, YTO BHYTPHUIIPOU3BOJICTBEHHOE HCTBITAHUE SIBISETCS
HECYIIIECTBECHHBIM WJIH yCTapero.

7. O60cHOBaHNE HOBOTO BHYTPUIIPONU3BOJICTBEHHOT'O UCIIBITAHUSI U KPUTEPHEB IIPUEMIIEMOCTH.

B.11. B) Kontpoas kauecTBa BCIOMOTraTEIbHbIX BEIIECTB

B.Il.e.1 U3menenue
napamMeTpoB
cnenudurkanuu M (WIH)
KpPHUTEPUEB PUEMIIEMOCTH
BCIIOMOTATEJIBHOTO

VYcnoBus TpebGyemast mokymeHTalss Bum mporeaypsl

BEILECTBA

a) YxecToueHue
KputepueB npuemsieMoctu 1,2, 3,4 1,2 1A
cnenuduKkanuu

6) JloGaBienume B

cnenuduKanuio HOBOTO

napameTpa crnenubukammu 1, 2,5, 6,7 1,2,3,4,6,8 1A
U COOTBETCTBYIOLLEIO EMY

METO/1a UCTIBITAHNI

B) HNcknroueHnue

HECYIECTBEHHOI 0

napametpa crienupukanuy 1, 2 1,2,7 IA
(mammpuMep, MCKIIIOYCHUE

yCTapeBILero napaMeTpa)

r) 3MeHeHune, BhIXOAAIIEE
3a 0J100pEHHbIE KPUTEPHU
MIPUEMIEMOCTH
cnenuduKanmit

II

1) Mckmtouenue mapamerpa
creunpuKanum, KOTOpPbIi
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE KayecCTBO
JEKapCTBEHHOT O
npernapara

II

e) JlobaBneHue i 3amMeHa
(ucknrwouas
OHMONIOTHYECKUHA |
HMMYHOJOTHYECKUI
mpemapar) TmapameTpa
cnenupuKamuu U 1,2,3,4,5,6,8 1B
COOTBETCTBYIOILIETO €My
METOJa HCIBITAaHUH U3
coobpaxeHUH
0e30macHOCTH  WJIH
KadyecTBa



x) Ecnu Ha
BCIIOMOTAaTEJIbHOC
BELIECTBO OTCYTCTBYET
craThsl ['ocynmapcTBeHHOU
dapmakonee PK, 1,2,3,4,5.6.8 IB
U3MEHEHHE B COOCTBEHHBIX
JAHHBIX crenu(pHUKaluy Ha
Heo(HUIHATbHYIO
(dhapmakormner UITH
(apmaxomero TpeTbeit
CTpaHbI

VYcnosus

1. VI3MeHeHHNe He SBISETCS CIEACTBHEM KaKOro-au0o 00s3aTeNbCTBA, NMPHHSATOIO IO pe3yjbTaTaM paHee
MIPOBE/ICHHBIX JKCIEPTHU3 C IIENbI0 aHalIN3a KPUTEPHEB NPUEMIIEMOCTH CIenU(HUKanuy (HaupuMep, B XOe
peTUCTpAIH JIEKAPCTBEHHOTO Mpenapara Wik BHECCHNH n3MeHeHui 11 tnma).

2. V3MeHeHHNe HE SBIISETCS CIEACTBHEM HENPEIBHACHHBIX CHTYaIlMi, BOSHUKIIMNX B XOJ€ NPOHM3BOJCTBA,
HampuMep, HOBOI HEKBATU(HUIIMPOBAHHON MIPUMECH, U3MEHEHHS TIPEJIENIOB COAEPKAHUS CyMMBI TIPIMECEH.

3. JIroboe n3MeHeHNE YKIIaAbIBACTCS B IMANA30H TEKYIINX 0A00PEHHbBIX KPUTEPHEB TPHEMIIEMOCTH.

4. AHanuTHYecKas METOANKA HEe M3MEHSETCS MIH M3MEHSIEeTCS] HE3HAUYNTENbHO.

5. Hu ouH HOBBIH METOJ| MCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH WM CTaHJapTHOH
METO/IOJIOTHH, UCTIONB3yEMOH ITO-HOBOMY.

6. HoBBIif MeTOJ MCITBITAaHNSI HE ABISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHUYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OMOIIOTHIECKUN pPeakTHB IS OMOIOTHIECKOH aKTUBHOW (hapMarieBTHIECKON
cyOcTaHIuH (32 HCKIIIOYCHUEM CTAHAAPTHBIX (apMaKONEHHBIX MUKPOOHOIOTHIECKAX METOIOB).

7. I3MeHeHHe He KacaeTcsl TEHOTOKCUYHOW TPUMECH.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eiy(paszenam) JoChe.

2. CpaBHuTeNbHAs TaOJIMIIA TEKYIIUX U Ipe/IaraeMbIX crieluduKami.

3. [TogpoGHoOe onucanue JII0OOr0 HOBOI aHAIMTHYECKOW METOIMKYU M JIJAaHHBIE BATUAAIMHU (B COOTBETCTBYIOIIUX
CITyqasix).

4. JlaHHbIe aHaIM3a ABYX MPOMBIIIICHHBIX CEpHUil (B OTCYTCTBHE JOJDKHBIX O0OCHOBAaHHMHU JUIsl OMOJIOTHYECKHUX
AKTUBHBIX (DapMaleBTUYECKUX CYOCTaHIIUN — TPU CEPHUU) BCIIOMOTATEIIBEHOTO BEIIECTBA IO BCEM MapaMeTpaM
cnenuuKanuy.

5. B COOTBETCTBYIOMMX CIydYasX MaHHBIC TECTa CPABHUTCIHHONW KUHETHKH PACTBOPCHUS JIEKAPCTBEHHOTO
mpemnapaTta, MO0 MEHbBIIEH Mepe, OIHOHW ONBITHO-IPOMBIIUICHHOW CEepHH, COAep)Kalleii BCIIOMOTaTelbHOE
BEIIECTBO, COOTBETCTBYIOIIETO TEKyIIEH M IpeayaraeMoil crermuuKanisaM. B oTHomeHN#n JTeKapCcTBEHHBIX
PacTUTENBHBIX MIPENapaToB JOCTATOUHBI JaHHBIE CPaBHUTEIHHOM paciiajaeMOCTH.

6. OG0CHOBaHUS HETIPEACTABICHUS PE3YIFTATOB HOBOT'O MCCIICAOBAHMS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
IIpaBuiamu npoBeneHNs UCClie0BaHUH OnoskBUBasieHTHOCTH PK.

7. O6ocHOBaHME (OIIEHKA) PHUCKOB, MOATBEPKIAIONINE TO, YTO MapaMeTp SBISETCS HECYIIeCTBEHHBIM HIIH
ycTaped.

8. O6ocHOBaHME HOBOTO TIapaMeTpa CeUUPHUKAIIHA 1 KPUTEPUEB TPUEMIIEMOCTH.

B.Il.s. 2 U3meneunue
aHAJIUTUYECKOM METOIUKH
IS BCIIOMOTaTelIbHOTO
BeIlleCTBa

Ycnosus TpeOyemast nokymeHTauuss Bun nponenyps

a) He3naunmeie n3smeHeHUs

onoOpeHHOH 1,2,3,4 1,2 1A
aHAJUTHYECCKON METOIUKHU

0) Ucknrodyenue

aHAIMTUYECKON METOJIMKH,



€CNIM anbTepHATUBHas ed 5 1 1A
METO/IMKA YK€ 0100peHa

B) 3aMeHa OHOIOTHYECKOTO

(mmmyHONormueckoro)  (

UMMYHOXHMHYECKOTO)

METOJla MCHBITAaHUH WIIH 11
MeTOJa, B KOTOPOM

HCTONB3yeTCs

OMOJIOTHYECKUIT pEaKTHB

r) Ilpoune wusMmeHeHus
AQHAJIMTUYECKONH METOANKH
(BKITFOUAsT TOOABJICHHE WITH
3aMeHy)

1,2 B

VYcenosust

1. CornacHO COOTBETCTBYIOIIMM JOKYMECHTaM, IPOBEACHBI HEOOXOIMMEBIC BaJUJIANMOHHBIC HCCIICIOBAHHUS,
MOJTBEPKIAIONINE TO, YTO OOHOBJCHHAs AHAIMTHYCCKAs METOJMKA, MO MEHBIICH Mepe, dKBUBAJICHTHA
npeabIAyLIei.

2. Ilpenensl comepkaHUs CyMMBI IpUMecell He W3MEHWINCH, HOBBIC HEKBATH(DHIMPOBAHHBIC TMPUMECH HE
00Hapy>KEHBI.

3. Metox aHann3a He H3MECHWICS (HalpuMep, H3MEHEHHE JUTMHBI KOJIOHKH WM TEMIIepaTyphl, HO He JPYTroi BHJ
KOJIOHKH HJTA METOJ).

4. HoBelif METOJ MCTIBITAHUS HE SBISACTCS OMOIOTHYCCKHM (MMMYHOJOTHIESCKAM) (MMMYHOXUMHUYECKUM) T
METOJIOM, B KOTOPOM HCIOJB3YETCs] OMONIOTHIECCKUIA PEaKTHB (32 UCKIIOYCHUEM CTaHIAPTHHIX (papMaKOIeHHBIX
MHUKPOOHUOIOTHUECKUX METOIOB).

5. AnpTepHaTHBHAS aHATUTHYCCKAsT METOIUKA [T IapaMeTpa CreruduKanuy yxe oo0peHa, Ipu 3TOM Takas
METOMKa ObLTa BKIIOYCHA HE C MOMOIIBIO [A-yBe1OMIICHHS.

JoxymeHTtanus

1. TompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pa3zeiy(pasaeinaM) JOChe, BKIIOYAs OIHMCAHUC
AHAJIMTHYECKOM METOIONIOTHH, PE3IOME JIAHHBIX BATHIAIUH, TIEPECMOTPEHHBIE CTICIM(DUKAIIUN HA TIPUMeCH (ecin
TIPAMEHUMO).

2. CpaBHHTENIbHBIE PE3yJbTaThl BAJTHIAINU KM, [IPU HATUYMU OOOCHOBAHHUS, CPABHHUTEIBHBIC PE3yNIbTATHI
aHaJM3a, NOATBEPIKIAIOIIUE TO, YTO TEKYIllee W MpelaracMoe UCIbITaHIe SKBUBAICHTHBI. J[aHHOE TpeboBaHue
HE MPUMEHIETCSI, €CITH T00ABIISIETCS] HOBAsI aHAIMTHYECKAs METOIMKA.

B.Il.Le. 3 U3meHeHue

WCTOYHUKA TMOIyYEHUS

BCIIOMOTaTEIbHOT O VYcaoBus Tpebyemast nokymenTamust Bun mpoueaypsl
BEIIIECTBA MM PEaKTUBA C

puckom TI'D

a) U3 marepuana ¢ puckom
TI'D wHa wMaTepuan
PacTHTENBHOTO WU
CHUHTETHYECKOTO
MIPOUCXOXKACHUS

1. lns BcmomMoraTtesbHBIX

BEIIECTB I PEAKTHBOB,

HE HCIOJIb3yEeMBIX B

NPOU3BOJCTBE

OHOoIOTHYECKOH (

UMMYHOJOTHUYECKOI)

AKTUBHOH 1 1A
(hapmaneBTHUECKOM

cybcTaHIUH U



OUOIIOTHYECKOTO ( 1
HMMYHOJIOTHYECKOTO)

JEKapCTBEHHOTO

npemapara

2. Jlns BcrioMoraTenbHBIX
BCIIECTB M PEaKTHBOB,
HCIIOTB3YEeMBIX B
MIPOU3BOJICTBE
OMONMOTHIECKOM (
UMMYHOJOTHYECKOI1)
AaKTHBHOMU 1,2 1B
(apManeBTHYECKON
cyOocTaHIUH U
OHMOJOTHIECKOTO (
MMMYHOJIOTHYECKOT0)
JIEKapCTBEHHOTO
mpemapara

6) MHsmenenme wuan
BBEJICHHE MarTepuaja C
puckoMm TI'D wnm 3amena
MaTepuaia ¢ puckom TI'D
Ha JApyroi martepuain c
puckom TI'D, He
AMeInA ceptudurat
cooTBercTBUs 10 T['D

II

Vcnosus 1. Cneumbmcauym Ha BBIIYCK W KOHCI CpOKa TOJAHOCTH BCIHOMOIraTCJIbHOTO BEIIECTBA U
JICKapCTBCHHOTI'O ITpeIiapaTta HE U3BMCHAIOTCA.

Joxymenrarus 1. Jlexnaparys Mpou3BOANTENS MITH IEpKaTeNs PErHCTPAMOHHOTO YIOCTOBEPEHUS MaTepuana,
YTO OHM MOJHOCTBIO PACTUTEIBHOTO MIIM CHHTETHUYECKOTO MPOHCXoKAeHuU. 2. McenenoBanne 3KBUBaIEHTHOCTH
MaTepuaNoB M BIMSHHE HAa IMPOH3BOACTBO MOTOBOIO MaTepHallia M BIMSHHE HA XapaKTEPUCTHKH (HAmpumep,
XapaKTEepUCTUKK PAaCTBOPEHMSI) JIEKAPCTBEHHOI'O IIpenapaTta.

B.Il.s. 4 UW3meuenwue

CHHTE3a WIH MOIyICHHUS

HedapMaKoNeHHoTO

BCIIOMOTAaTEJILHOTO

BelecTBa (CCIU OMUCAH B Y CIOBUS Tpebyemast qokymenTarust  Bun mpoueaypbt
PETHCTPALIMOHHOM JTOCHE)

HIH HOBOTO

BCIIOMOTaTeIbHOTO

BeIlleCTBa

a) HecymecTtBennoe
W3MEHEHHE CHHTE3a WIN
MONyYeHHS
HepapMaKomeiHoTO
BCIIOMOTATENbHOI0

1,2 1,2,3,4 IA

B€IICCTBA MJIKX HOBOTIO
BCIIOMOTI'aTCJIIbHOT O
BCIICCTBA

0) N3meHstoTCS
cnenupuKaue WA
HMEeTCS  U3MCHEHHUE
(hHU3UKO-XUMHYECKHUX



CBOHCTB I
BCIIOMOTaTEIbHOTO

BEIIECTBA,  KOTOPHIE

BIIMAIOT Ha KadeCTBO

JEKapCTBEHHOTO

npenapara

B) BcnomorarensHoe

BENIECTBO —

OmoyoTHYecKoe ( II
HMMYHOJIOTHYECKOE)

BEILIECTBO

Ycnosus

1. Cnocob cuHTe3a U criennUKanuy HASHTHYHBI B OTCYTCTBYIOT Ka4eCTBEHHBIC M KOJMYECTBEHHbBIE N3MEHEHHS
npouiast mpuMeced (MCKI0Yas OCTATOYHBIE PACTBOPHUTENH, MPH YCIOBHHM TOTO, YTO HX KOHTPOIb
OCYILECTBIIIETCS B COOTBETCTBHHM C IPEACIBHBIM COACP)KAHUEM, yKazaHHbIM B JokyMeHTax PK) wumm
(PU3UKO-XUMHUYECKUX CBOICTB.

2. Mckmrouast aqbIOBaHTHL.

JoxymeHTtanus

1. TTommpaBka K COOTBETCTBYOIEMY(COOTBETCTBYIOIIMM) pa3jiey(pasienam) 10cke.

2. lanHble aHanmu3a cepuii (B hopMaTe CpaBHUTENHEHON TaOIHUIEL), 0 MEHbIIEH Mepe, IBYX CepHid (II0 MEHbILEH
Mepe, ONBITHO-IIPOMBIIUICHHBIX ) BCHOMOTaTENIFHOTO BEIIECTBA, TPOM3BEICHHBIX C IOMOIIBIO CTAPOTO U HOBOTO
MIPOIIECCOB.

3. B cooTBercTByIOmMX CilydasX JaHHBIE TeCTa CPAaBHUTEIBHON KWHETHKH PAcTBOPEHHS JIEKAPCTBEHHOTO
mpermapaTa, M0 MEHBIIeH Mepe, ABYX cepHil (10 MeHbIIeH Mepe, ONMBITHO-TIPOMBIIIICHHBIX). B oTHOmEeHNH
JIEKapCTBEHHBIX PACTUTENBHBIX MPENApaToOB IOCTATOYHbI JAHHBIE CPABHUTENILHOHN Pacna acMOCTH.

4. Konmst omoOpeHHOM 1 HOBOM (eCiIH MPUMEHNMO) CIe(pHUKANii BCIIOMOTaTeIEHOTO BEIIECTBA.

B.II. r) KonTpons kayecTBa JiekapCTBEHHOTO Mpernapara

b.IL.r. 1 W3MeHeHue

napaMeTpoB

crenupukanun 1 (WK
purcau (wn) YcnoBust Tpebyemast nokymenTamust Bun mpoueaypsl

KPUTEPHEB IPUEMIIEMOCTH

JI€KapCTBEHHOT O

npenapara

a) VYxecToueHue
KpuTepueB mpuemsiemoctu 1,2, 3,4 1,2 1A
crienuduKanuu

0) VxecToueHHUE
KPUTEPUEB PUEMIIEMOCTH
cuenupuKamuu
JICKapCTBECHHBIX 1.2.3.4 1.2 A
MPENapaToB, MOIISKAIINX

BBIIYCKY cepui

opuIHaTBHBIM

KOHTPOJIbHBIM OPTaHOM

B) JlobGaBimeHue B

crienu(UKaIo HOBOTO

napaMeTrpa u 1,2,5,6,7 1,2,3,4,5,7 1A
COOTBETCTBYIOIIECTO EMY

METOJIa UCIIBITAHUH

r) Ucknrodyenue
HECYLIECTBEHHOTO



napamerpa criequdukanyn
(HanpuMep, HCKIIOYCHHUE
yCTapeBIIETo MapaMeTpa)

1) M3MeHeHune, BBIXOASIIEe
3a 0J100peHHbIe KPUTEPHU
MPUEMIIEMOCTH
cnenuduKanmit

e) HcxitoueHne mapamerpa
creuupuKanum, KOTOPbIH
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE KayecCTBO
JEKapCTBEHHOT O
mpenapara

k) JloOaBnmenue WU
3aMeHa  (MCKJIO4as
OMOIOTHYECKUH u
HMMYHOJOTHYECKUI
mpemapar) ImapaMmeTpa
cnenupuKauu u
COOTBETCTBYIOILIETO €My
METOJa HUCIHBITAaHUH U3
coobpaxeHU#
0e30MacHOCTH  HIJIH
KaJyecTBa

3) OOHOBJICHHE IOCHE C
LENBI0  COOTBETCTBUS
MOTOXKCHUAM
OOHOBJIEHHOI 00ImEeNR
crateu ['ocynapcTBeHHOMN
dapmakonee Pecry0Onuku
Kazaxctan Ha
JICKapCTBEHHBIN mpemnapar (
)

n) BBoagutca crTaThs
l'ocynapctBeHHOM
®dapmakonen Pecryonuku
Kazaxcran "OnHOpOoAHOCTH
J03UpoBaHug" B LEJNSIX
3aMEHBl  TEKYIIeTo
3apeTUCTPUPOBAHHOTO
MeTona, JH0O0 CTaThs
T'ocynapctBenHo#
®dapmakonen Pecryonuku
Kazaxcran "OnHOpoaHOCTH
Macch", 6o "
OZHOPOOHOCTH
coep>XumMoro"

YcmoBus

1,2

1,2,3,4,7,8

1,2,10

1,2,6

1,2,3,4,5,7

1,2

1,2,4

IA

II

II

IB

1A

IA

1. M3MmeHeHne He SBISAETCS CJIICACTBHEM KaKOoro-amudo O6H3aTeJ’ILCTBa, OPUHATOIO0 MO pPE3yJibTaTaM paHEC

MNPOBCICHHBIX 3KCIICPTU3 € LECJIbIO NEPECMOTPA KPUTCPUCB MMPUCMIIEMOCTHU CHGLII/I(bI/IKaIII/II/I (HaanMep, B X04€
perucTpanuu JEKapCTBEHHOIO Iperapara UJiIn BHECCHUN n3MeHennit 11 TI/IHa), €CJIM TOJIBKO 06OCHOBLIBaIOH.Ia$I

JOKyMEHTaIHs He Obl1a paHee IPOBEPEHa U YTBEP)KICHA B pPaMKax JpyroH IMpoLeryphl.



2. VI3MeHeHHWE HE SIBJISETCS CIIEACTBUEM HENPEIBHACHHBIX CHTYallMil, BOSHUKIIMX B XOJ€ NPOHM3BOJCTBA,
HanpuMep, HOBOI HEeKBATM(PHUIIMPOBAHHON NPUMECH, U3MEHEHHS TIPEJICNIOB COAEPKaHUS CyMMBI TIPHMECEH.

3. JIro6oe n3MeHeHne yKIIaabIBaeTCs B TMaNa3oH TEKYIINX 000pEHHBIX KPUTEPHUEB TPHEMIICMOCTH.

4. AHanuTHyecKas METOJMKA HEe U3MEHSIETCS] MJIM M3MEHSEeTCS] HE3HAUYUTENBHO.

5. Hu oauH HOBBIN METOA UCHBITaHHUS HE OCHOBAaH Ha HOBOW HECTaHIAAPTHOW METOJOJIOTMU WMJIM CTaHAAPTHOU
METOJOJOTHH, UCIIOIb3yEMOI TO-HOBOMY.

6. HoBbIif MeToJ MCITBITaHUSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METO/IOM, B KOTOPOM HCIIOIB3YeTCsl OMOIOTHYECKHI PEaKTHB sl OMOJIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcTaHIUH (32 UCKITIOYCHUEM CTAaHAAPTHBHIX (papMaKOIEeHHBIX MUKPOOHOIOTHIECKAX METOOB).

7. VI3MeHeHne He 3aTparnBaeT Kakhue-JInoo mpuMecH (BKII0Yast TeHOTOKCHYHBIE) MITH PaCTBOPEHHE.

8. U3meHenme 3aTparnBaeT 0OHOBJIEHHE KPUTEPHEB IIPHEMIIEMOCTH MUKPOOHOIOTHYECKUX KOHTPOJIEH B LENAX
COOTBETCTBHA JeicTBytomeid dapmakonee, a 3apeTHCTPUPOBAHHBIC HBIHE KPUTEPUH MPUEMIIEMOCTH
MHKPOOMOJIOTMYECKUX KOHTpPOJIEH HE BKIIOYAIOT KaKUe-THOO JONMOJIHUTENbHBIE KOHTPOIH, BKIIOYEHHBIE B
crienuQUKaIio, TOMUMO (hapMaKoIeHHbIX TpeOOBaHUI B OTHOLICHUH OIPEAEICHHO JIeKapCTBEHHONW ()OPMBI

9. IapameTtp crienuduKalMy HE 3aTparuBaeT KPUTHIECKUIT apaMeTp, HalpuMep: KOJIMYEeCTBEHHOE OIpe/ielieHHe
IpUMecH (€ClIM TOJIBKO OIpEJelIeHHBI pPacTBOPUTENh OJHO3HAYHO HE MCIOJIB3YyeTCs B IPOU3BOJCTBE
JIEKapCTBEHHOT'O Iperapara) JII00YI0 KPUTHYECKYI0 (PU3MUECKYI0 XapaKTePHCTHKY (IPOYHOCTH MM XPYIKOCTh
Ta0JIETOK, HE IIOKPHITHIX 000JI0YKOM, pa3Mepsl) JTI000H 3arpoc Ha MPOITYCK UCTIBITAaHHS

10. IlpemnaraeMblii KOHTPOJIb ITOJIHOCTBIO COOTBETCTBYeT Tabmume crarbu ['ocymapcrBeHHoit dapmakonee
Pecnybnmkn Kazaxcran n He BKITIOYAeT anbTepHATUBHbIC IPEIOKEHHS UCIIBITAHNS OTHOPOAHOCTH JO3UPOBAHUS
C TIOMOIIIBIO BapUAIMU MACChl WIIM OHOPOAHOCTH COAEPKaHMUs, ECIIU MOCIECAHNE YKa3aHbl B CTaThE.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazfieny(pasenam) J0Che.

2. CpaBHHTeNbHAs TaOJIMIIA TEKYIIUX U IPeIaraeMbIX crieluduKami.

3. Ilogpo6HOE onucaHue JII0O0TO HOBOWM aHATUTUYECKONW METOJMKH U JaHHbIE BaTUAAINU (B COOTBETCTBYIOIINX
ciIy4asx).

4. JlaHHbIC aHAJIN3a ABYX MPOMBIIUICHHBIX CepHUid (B OTCYTCTBHE JOJDKHBIX OOOCHOBAaHUM I OMOIOIMYSCKUX
AKTUBHBIX (hapMaIeBTHUCCKUX CYOCTaHIMII — TPHU CEPHH) JICKApPCTBEHHOIO IMpermapara Mo BCeM MapaMmerpam
crienuQUKaIHH.

5. B COOTBETCTBYIOIIMX CIy4asX JAaHHBIC TECTa CPABHUTCIBHON KHHETUKH PACTBOPEHUS JICKAPCTBCHHOTO
mmpemnapara, 0 MEHBIICH Mepe, OIHOW OIBITHO-MPOMBIIUICHHOH CEpPUH, COOTBETCTBYIOIIME TEKYIICH H
rperaraeMoi crenudukanusaM. B OTHOIIEHUH JIeKapCTBEHHBIX PACTHTEIBHBIX IPENapaToB JOCTATOYHBI JaHHBIC
CPaBHUTEIHHOHN pacIafaeMOCTH.

6. ObocHOBaHME (OIIEHKA) PUCKOB, ITOATBEPKAAIOIINE, YTO TApaMETp SIBISICTCS HE3HAUNMBIM.

7. ObocHOBaHIE HOBOTO ITapaMeTpa Cenn(pUKAIINH U KPUTEPUEB ITPHEMIEMOCTH.

"

€ClIi B JI0ChE 3apErMCTPUPOBAHHOTO JEKAPCTBEHHOI'O Ipenapara YHOMHHAETCs
TeKyliee n3anue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIOJHOMOUYEHHBIX OPraHoB 00
oOHOBieHHOH cTathe ['ocynmapcTBenHoit @apmakonee PK. B cBsizu ¢ atum Takoe
N3MEHEHNE TIPUMEHSETCS TPH OTCYTCTBHHM YIOMHHAHHS OOHOBICHHON
(apmMakoIeifHOM CTaThW B TEXHHMYECKOM JOCHE, 3 N3MEHEHHE OCYIIECTBISIETCS B
LENAX BKIIOYECHUS yIIOMUHAHUSI OOHOBJICHHOH BEPCHUH.

(*) [lpumeyanue

B.Il.r.2 H3meneHue
AHATMTUYCCKON METOINKH
JeKapCTBEHHOTO
mpermapara

Ycnosus TpeOyemas nokymeHnrtauusi Bun npouenypst

a) Hes3HauuTtenbHbIE
U3MEHEeHHUsl yTBepkaeHHou 1,2, 3,4 1,2 1A
AHATMTHYECKON METOIUKH

0) Hckniodyenue
AHATUTUYECKON METOJIMKH,



eCJIM anbTCPHATUBHAS €i
METOJIMKA yKe 0JJ00peHa

B) M3menenue (3ameHa)

OUOJTOTHYECKOTO (
UMMYyHoJIOTHYeCKoro)  (
UMMYHOXHUMHYECKOTO)

WCTIBITAHUSI I METO/Ia, B
KOTOPOM HUCIIOJIb3yeTCs

OMOJIOTHYECKHUI PEaKTHUB, II
HITH 3aMeHa

OMOJIOrHYECKOr0

mpernapara CpaBHCHHS, HE

OXBa4YEHHOTO

YTBEPKACHHBIM

MPOTOKOJIOM

r) Ilpoune wusMmeHeHus
AHATMTHYECKOH METOIUKH
(BKITIOUas 10OABICHHUE WU
3aMeHy)

1,2 B

1) OOHOBICHUE

AHATUTHYECKOW METOIUKH

B IEISIX COOTBETCTBHS

oOHOBIEHHOH oOmei 2,3,4,5 1 1A
cratee ['ocynapcTBeHHOU

dapmakonee Pecry0Onuku

Kazaxcran

e) B mensx oTpaxeHHs

COOTBETCTBHSA

T'ocynapctBeHHOH

dapmakonee Pecry0Onuku

Kazaxcran u uckmouenus 2, 3,4, 5 1 1A
YIOMUHAHUS yCTapeBIIei

COOCTBCHHOM

AHATUTHYECKOW METOIUKH

u ee HOMepa (*)

VYcmoBus
1. CornacHO COOTBETCTBYIOIIMM JOKYMCHTaM, IPOBEACHBI HEOOXOIMMEBIC BaJUIAMOHHBIC HCCIICIOBAHMUS,
TIOJITBEP K NAIOIINE, UTO OOHOBJICHHAS aHATTUTHYCCKAs METOAMKA, TI0 MCHBIIICH Mepe, SKBUBAJICHTHA TPEABITYIICH

2. Ilpenensl comepkaHUs CyMMBI IpUMecell He W3MEHWINCh, HOBBIC HEKBANTH(DHIMPOBAHHEIC TPUMECH HE
00Hapy>KEHBI.

3. Meroj aHanu3a He U3MEHUJICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKH WM TEMIIEPaTyphl, HO HE IPYyroi BUI
KOJIOHKH HJTH METO.).

4. HoBblif METO/I UCTIBITAHHS HE SIBISICTCS OMOJOTMYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHUYECKUM) HIIH
METO/IOM, B KOTOPOM HCIIOJIb3yeTCsl OMOJIOTMUECKUI PEakTUB (32 HCKIFOUSHUEM CTAaHIAPTHBIX (hapMaKkorenHbIX
MHUKPOOHUOIIOTHUECKUX METOIOB).

5. 3apeructpupoBaHHAas aHAJIMTUYECKash METOJHMKA YXKe CChUIaeTcs Ha OOIIyI0 CTaThio [ ocymapCTBEHHOM
dapmaxoree PK, a 1r00bie H3MEHEHUS SIBJIIOTCS HE3HAYMMBIMH U TPEOYIOT OOHOBIICHHSI TEXHUYECKOTO JIO0CHE.

JoxymeHTtanus

1. TompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pa3zeiy(pasaeinaM) JOChe, BKIIOYAs OIMCAHUC
AHAJIMTHYECKO METOIONIOTHH, PE3IOME JIAHHBIX BATHIALUH, TIEPECMOTPEHHBIE CTICIM(DUKAIINN HA TIPUMeCH (ecin
TIPAMEHUMO).



2. CpaBHI/ITGJ'[I)HI)IG pe3yabTaThl BaJIWAAllUNU WUJIW, MPU HAJTAYUU O6OCHOBaHI/IH, CPAaBHUTCIILHBIC PE3YJIbTAThbl

aHaJIn34a, NOATBCPIKAANOMINUEC TO, YTO TCKYWICC W NOpeAjiaracMo€ HCIbITAHUEC 3KBUBAJICHTHBI. HaCTOHH.[Ce
TpC6OBaHI/Ie HE IPUMEHAETCS, €CITN ,I[O6aBJIH6TC;I HOBas aHAJIMTHYCCKasg MCTOJHKA.

(*) llpumeuanue

B.II.r.3 H3menenue,
3aTparuBalollee BBeJICHUE
BBIIyCKa B pealbHOM
BPEMEHHU WJIM BBIIIyCKa MO
npu

napameTrpam

MPOU3BOJACTBE
JeKapCTBEHHOTO

npemnapara

"

€cClIi B JI0ChE 3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipenapara YHOMHHAETCS
TeKyliee n3anue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIOJHOMOUYEHHBIX OPraHoB 00
oOHOBNeHHOW craThe ['ocynmapctBenHoit ®Papmakomee PecmyOmuku Kazaxcran
OTCYTCTBYET.

Ycnosus TpeOyemas nokymeHnrauus Bun npouenypst

II

B.II. 1) YmakoBOoYHO-yKynopo4Hasi cuctema

b.11.a.1
N3menenue
NEPBUYHOMN
yIaKOBKH
JIEKapCTBEHHOT
0 mpenapara

a )
KauectBennsrit
u
KOJIMYCCTBCHH
BIIf COCTaB

1. Tsepnasle
JIEKapCTBEHHBI
e opmbl

2. Msarkue u
HECTCPUIIBHEIC
KHUIKHUE
JIeKapCTBEHHBI
e opmbl

3

CrepmibHBIe
JIeKapCTBEHHBI
e mpemnaparsl U
OMOJIOrHYCCKU
e (
UMMYHOJIOTHY
eckue)
JIeKapCTBEHHBI
e mpernaparsl

4. U3MmecHeHne
3aTparuBaet
YIIaKOBKY,
00Jaaronyio
MEHBLITUMU

VYcaoBus

1,2,3

Tped
pebyeMa Bun npouenypsr
JOKYMEHTAIHS

1,2,3,4,6 1A

1,2,3,5,6 1B

II



3al[UTHBIMU
CBOMICTBAM
mpu
OJTHOBPEMEHH
Bl X

II

WU3MEHEHUSX
yCIIOBU
xpaHeHust u (
HIH)
COKpaIeHU!
CpoKa
TOZHOCTH

0) 3smeHeHne
BUOA
KOHTEHHepa
U u
nobaBneHue
HOBOTO
KOHTEHHEpa

1. Teepasle,
MATKHUEC u
HECTCPUIILHBIC
KUJKUC
JICKaPCTBEHHBI
e popmbI

2
CrepuiibHbIE
JICKApPCTBEHHBI
€ TpemnapaTsl u
OHMONOTHYECKU
e (
HMMYHOJIOTHY
eckue)
JICKAPCTBEHHBI
¢ TIpernaparsl

3
UckntoueHue
KOHTeHHepa
MepBUYHON

1,2,3,5,6,7 IB

II

YIIaKOBKH,
KOTOpOe He

NpUBOAUT K 4 1,8 1A

MOTHOMY

HCKJIIOUCHUIO

JIO3UPOBKHU

U

JIEKapCTBEHHO

7 hopMBI

VYcnoBus

1. i3MeHeHue 3aTparuBaeT TOJIBKO OJMH ¥ TOT K€ BUJI YITAKOBKU (KOHTeHHepa) (
HampumMmep, OircTep Ha OJIucTep).

2. Ilo 3HauMMBIM CBONCTBAM IpeajiaraeMblii yHaKOBOYHBIM MaTepuan o
MEHBIIIEH Mepe SKBUBAJICHTEH 0JI00PCHHOMY .



3. Havatsl cooTBETCTBYIOIINE MCCIIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBHH C
YCTaHOBJICHHBIMH TPEOOBaHUAMHU U yCIyrONONTydaTesieM Ha MOMEHT BBEICHUS
HU3MEHEHUH NMpOaHaIN3UPOBAHBl COOTBETCTBYIOIINE MapaMeTphl CTAOMIIBHOCTH
HE MEHee YeM Ha JBYX ONBITHO-IPOMBIIIIIEHHBIX WM IPOMBIIUICHHBIX CepHUsX,
B €ro pacropsHKCHUU HAaXOISATCS YJOBIETBOPHUTEIbHBIE PE3yJIbTaThl, II0
MeHbIeH Mepe, 3-MecsYHOTo u3y4deHHs craOwibHOCTH. OJHaKo, eciu
npeajiaraeMasi yrnakoBka 0oJiee yCTOWYMBA [0 CPaBHEHHUIO C OJ00pPEHHOH, TO
TpexMecsaYHble JaHHBIE 10 cTabwiIbHOCTH He TpeOyrores. MccmenoBaHus
3aBEPIIAIOTCS, €CIIM UX Pe3yJIbTAaThl HE YKIAABIBAIOTCS B CHCHU(DHUKALIMN HIIH
MOTEHIMAIBHO HE YKIaIbIBaThCs B CHIENU(PHKAIIMU Ha KOHELl CPOKa TOTHOCTH,
UX HEOOXOMMO HEMEUIEHHO NPEJICTABUTh YITOJHOMOYEHHOMY OpraHy Hapsiiy ¢
MpeJiaraéMbIM IJIaHOM JIEUCTBUI.

4. OcraBmascs (ocraBmnecs) ¢opma (hopMbl) BBIIYCKa JIEKAPCTBEHHOTO
npenapara JocTaToyHa(bl) JJIs1 BHITOJIHEHUS] PEKOMEH ANl 110 JO3UPOBAHUIO U
MPOJIOJDKUATENBHOCTH JICUEHUS, YKa3aHHBIX B 0OIIed XapaKTepUCTHKe
JIEKapCTBEHHOTO Iperapara.

JoxyMmeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zieny(pa3aenam)
JIOCheE.

2. HeoOxonumele NaHHBIE O HOBOW YIIaKOBKe (HampuMep, CpaBHHUTEIbHBIC
JIaHHBIE TI0 POHULIAEMOCTH, Hanpumep, st O2, CO2, Bnarn).

3. B COOTBETCTBYIOMHUX CIIy4asgX HEOOXOIUMO NMPEACTaBUTH MOJITBEPKIACHUE
TOTO, YTO B3aMMOJICHCTBHE MEXKAY COACPKMUMBIM U yIIaKOBOYHBIM MaTepuaioM
HE IIPOUCXOAUT (HAmpuMep, OTCYTCTBYET IepeMelleHHEe KOMIIOHEHTOB
TpeIaraeMoro MaTepuaia B €ro COIEPKUMOE, KOMIIOHEHTHI JICKAPCTBEHHOTO
mperapaTa He TEepeXoAsT B YIAaKOBKY), BKIIFOUYas IMMOATBEPIKIECHUE TOTO, UTO
MaTepHaJl COOTBETCTBYET COOTBETCTBYIOIINM (hapMaKOIEHHBIM TPEOOBaHUAM
WM 3aKOoHOJaTeNnbeTBY PecriyOnukn Kazaxcran o riacTu4eckux MaTepuanax u
00beKTaM, KOHTAKTUPYIOLIUM C THIIEBBIMHU MTPOTYKTaMH.

4. Nexnapaliiusi, 4yTO HavaThl TpeOyeMble HCCICIOBAaHUS CTAOWUIBHOCTH B
COOTBETCTBUH C YCTAaHOBJICHHBIMHU TPEOOBAHMSMH (C YKa3aHHEM HOMEPOB CepHid
); 1 4TO (B COOTBETCTBYIOUIMX CIIydasx) HAa MOMEHT BBEJCHUS W3MEHEHHUI B
PACTIOPSDKCHHAN YCITYTONONYyYaTeNsl HAaXOOMIUCh TpeOyeMble MIHHMAaIbHBIC
YIOBIETBOPUTEIHHBIC TaHHBIE 110 CTAOMIHFHOCTH; U YTO UMEIOIINECS TaHHBIC HE
CBUJIETENIHCTBOBAIM O KaKOK-In00 mpobiieme. Heo0XoaumMo Takke IpeacTaBuTh
MOATBEPIKACHUE TOI0, YTO HCCICAOBAHUA 6yI[yT 3aBC€PUICHLI, U YTO €CJIN
pe3ysbTaThl He OYIyT YKJIaAbIBaThCS B CHEUU(HUKAIUN WIN MOTEHIIMAIBHO He
YKJIaZbIBaThCSl B clielM(UKAKM Ha KOHEIl CPOKa TOJAHOCTH, MX HEMEUICHHO
MPEACTAaBAT YIOTHOMOYCHHOMY OpraHy Hapsay C TpeularacMbIM IUTAaHOM
JIEUCTBUIA.

5. Pe3ynbeTathl ncceoBaHui CTaOMIBPHOCTH, TIPOBEICHHBIX B COOTBETCTBHH C
YCTaHOBIICHHBIMH TPeOOBAHUSAMHU, 110 3HAYUMBIM ITapaMeTpaM CTaOUILHOCTH HE
MeHee YeM Ha JBYX OIBITHO-IIPOMBIIUICEHHBIX WM MPOMBIIUIEHHBIX CEPHX,
OXBAaThIBAKOIIIUX HE MCHEC 3 MECALECB, U MOATBEPKACHUEC TOI'O, YTO YKa3aHHBIC
uccie0BaHus Oy IyT 3aBEPILECHBI, U €CIIU Pe3YJIbTaThl He OYAYT YKJIAJbIBAThCS B
crnenn(UKayd WIA MOTEHIMAJIbHO HE YKJIaIbIBaThCS B CHeUM(UKALMK Ha
KOHEI] CpOKa TOTHOCTH, UX HEMEIJICHHO TPEACTaBAT YITOTHOMOUYECHHOMY OpTaHy
HapsAy ¢ IpeularaéMbIM IUIAaHOM JI€HCTBUM.

6. CpaBHEHHE TEKYIINX U IPEAIaracMbIX CIICII(PUKANNN IEPBUIHON YIIaKOBKU
(ecnm IpUMEHNMO).

7. B COOTBETCTBYIOLIHX CITydasx 00pa3ibl HOBOTO KOHTEHHEpa (YKYIOPKH).

8. Hdexmapanus, 9TO OCTaBIIMiACSA (OCTaBIIHecs) pa3Mmep (pa3Mepsl) YIaKOBKH
COOTBETCTBYET (COOTBETCTBYIOT) PEKUMY JO3HPOBAHUS U MPOAOIDKUTEIHLHOCTH



JICUCHHUA M OOCTAaTOYHbI AJIsA BBIIIOJIHCHUS peKOMeHHaHI/Iﬁ mo AJO03WpPOBAHUIO,
HNPUBCACHHBIX B O6H.[€I7[ XapaKTCPUCTHUKE JICKAPCTBECHHOTI'O MIpeIiaparta.

Juis B.I1.1.1.6) — eciiu u3MeHEeHUe NPUBOJMT K "00pa30BaHHIO
[Ilpumeyanue  HOBOIA JIeKapCTBEHHOW (OPMBI", TO Takoe U3MEHEHHE TPeOyeT
MI0JIa4H 3asIBJICHUS O PACIIMPEHUN PETUCTPALUH.

B.11.n.2

N3menenune

napaMeTpoB

crierupuKanu

wow (un) Tpebyemas

KpPUTEpHUCB VYcaoBust Bun nporienypsr
JIOKyMeHTaLII/IH

TIPUEMIIEMOCTH

MEPBUYHOMN

YIIaKOBKH

JICKApCTBECHHOT

0 mpenapara

a )

VixectoueHue

KpUTEPUECB

MPUEMIIEMOCTH

crierupuKanu

"

1,2,3,4 1,2 1A

0) JlobaBnenune

B

crierupuKanu

0 HOBOTO

napametpa U 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIO

e  emy

aHAJTUTHIECKO

W METOIUKH

B )

Ucknrouenue

HECYIIIECTBEHH

Oro mapamerpa

cnerudukamu 1,2 1,2,5 1A
u (Hanpumep,

HCKIIIOYEHHE

yCTapeBIIETO

mapamerpa)

r) [loGaBrenue
WM 3aMeHa
napameTpa
crerupuKanu
U u 3

1,2,3,4,6 1B

coo0pakeHU
0e30IMacHOCTH
HJIU KayeCcTBa

YcmoBus
1. V3meHenne He SBISETCS CIEICTBHEM KaKOTO-THOO 0053aTeNbCTBa, HPHUHSTOTO IO
pesyibTaTaM paHee MPOBEACHHBIX JKCIEPTHU3 C IEIbI0 aHAlln3a KPUTEPHUEB MPUEMIIEMOCTH



cnenn@uKanuy (HarpuMmep, B XOJ€ PErMCTpalny JIEKapCTBEHHOTO Iperapara WM BHECCHUH
m3MeHenwi 11 Trma).

2. U3MeHeHue He sBIseTCA CIEACTBHEM HENPEABUACHHBIX CHUTyalWil, BOSHUKIINX B XOJ€
TIPOM3BOACTBA.

3. Jlroboe wn3MEHEHWE YKIaAbIBaeTCs B JHMANa30H TEKYHOIMX OJOOPEHHBIX KPHTEPHEB

TIPUEMIIEMOCTH.

4. AHanuTHYeCKas METOAMKA HE M3MEHSETCS MJIM M3MEHSETCS] HE3HAUYNTEIBHO.

5. Hu oxgvH HOBBIN METOJ MCITBITAHNS! HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOIOJIOTHU HITH
CTaHAAPTHOW METOJI0JIOTHUH, UCTIOIb3yEMON IO-HOBOMY .

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. CpaBHHTeNbHAs TaOJIUIIA TEKYIIUX U IpeIaraeMbIX crieluduKami.

3. TlogpoOHOoe omucaHWe HOBOW aHAIMTHYECKOW METOJAWKM W JlaHHBbIe Bamujganuu (B
COOTBETCTBYIOIIUX CITydasix).

4. JlaHHbBIC aHAIM3a BYX CEPHUil YIIAKOBOYHOTO MaTepraa Mo BceM mapamerpam (IoKa3aTessim)
crienuQUKaImH.

5. ObocHOBaHUME (OIICHKA) PUCKOB, MOITBEPKAAIOIINE, UTO ApaMeTp SIBIIACTCS HE3HAUUMBIM.

6. O6ocHOBaHKE HOBOTO NapaMeTpa crennuprKalui U KpUTEPHUEB TPUEMIIEMOCTH.

B.I1.x.3

H3menenue
aHAJTUTHIECKO

U METOJIMKH

o s YcnoBus
MepBUYHON

YIaKOBKH
JIEKapCTBEHHOT

0 mpenapara

a )
He3naunmele
N3MEHEHUS

Tpebyemas

Bun npore bI
JIOKyMEHTALUA AL TIPOLEAYP

. 1,23 1,2 1A
0100peHHOH

aHAJINTUYECKO
W METOJUKH

6) IIpoune

HU3MCHECHHUS

AQHAITUTHYECKO

i meromuku ( 1,3,4 1,2 1A
BKITFOYast

3aMeHy WIH

nobaBieHue)

B )

Hckmaouenue

AHAJIUTHYECKO

W METOJUKH,

ecnu 5 1 1A
aNbTePHATHBH

as en

METOJIUKA YXKE

onobpeHa

YcmoBus



1. CorjmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, NpPOBEJACHHAs HE0OXoauMmas BaJIAaIlus,
MOJTBEPIKIAOMasl TO, YTO OOHOBJICHHAs AHAIMTHYCCKAs METOJMKA, N0 MCHbBINEH Mepe,
SKBHBAJICHTHA MPEIBIIYIICH.

2. MeTon aHanm3a He H3MCHWICS (HApUMep, U3MEHEHHE JITMHBI KOJIOHKH WM TEMIIEPATypPhI, HO
HE Jpyrasi KOJIOHKA WX METO/).

3. Hu onvH HOBEIM METOJ HCIIBITAHVSI HE OCHOBAH Ha HOBOW HECTAaHIAPTHOW METOJIOJIOTHH FITH
CTaHAaPTHON METO/IOJIOTHH, UCTIONIL3YyEMOM TO-HOBOMY.

4. AxrtuBHas (apmareBTHUYecKas CyOCTaHIUs (JIEKapCTBEHHBINA Mpemapar) He SIBISIOTCS
OMONOTHIECKUMHU (MMMYHOJIOTHYECKUMH).

5. AnbpTepHaTHBHAS aHAIMTHYECKAs METOJHKA JJIsl Mapamerpa CreuupuKanuy yxe oa00peHa,
MIPY 3TOM TaKasi METO/IMKa ObLTa BKIIIOYEHA HE C TIOMOIIBI0 [A-yBe1oMIIeHHS.

Joxymenrtanus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eiy(paszenam) JoChe.

2. CpaBHUTEIBHBIC PE3YJIbTATHl BAIUIAIIMA WU, IIPH HAJTHYAU 00OCHOBAHUS, CPABHUTEIHHBIC
pe3yIbTaThl aHadu3a, MOATBEPXKAAIOIIME TO, YTO TEKyIIee M MpeajaraeMoe HCIBITAHUE
SKBUBaJCHTHBL. Hacrtosmee TpeOoBaHHEe HE MPUMCHSACTCSA, €CIH 00aBIsIeTCS HOBas
AHAJMTUYECKAsT METO/IUKA.

B.Il.n. 4
N3menenue

¢dbopmbl WK
pa3MepoB

MEPBUYHON VYceaosus
YIaKOBKH, WIIH
ykynopku  (
[EpBUYHOHI
YITaKOBKH)

a )
Hectepunbhbie
JIEKapCTBEHHBI
€ Tpenaparsl

Tpebyemas

Bung npornenypsr
JIOKyMEHTAaLUs AL IpOTEAyp

1,2,3 1,2,4 IA

0) NsmeHeHne
dhopMBI  TIIH
pasMepoB
3aTparuBaet
KJIFOUEBbBIE
ToKa3aTesn
YIAaKOBOYHOTO
MaTepuala,
KOTOpHIE
CYLIECTBEHHO
BIMSIIOT Ha

II

JIOCTaBKY,
MpUMEHEHHE,
0e30IMacHOCTh
HIHu
CcTaOUILHOCTD
JICKapCTBECHHOT
0 mpemapara

B )
CrepuiibHBIC
JICKapCTBEHHBI
¢ Tpenaparbl

1,2,3,4 B



VYcnosus

1. KauecTBeHHBI1 M KOJUYECTBEHHBIH COCTaB TEPBUYHON YMaKOBKU HeE
HM3MCHUIICS.

2. I3MeHeHHEe He 3aTparuBaeT KIFOYEBEIC NOKA3aTeIH Ka4eCTBa YITAKOBOYHOTO
MaTepraia, KOTOpble BIFSIOT Ha JOCTaBKY, IPUMEHEHHe, 0e30MacHOCTh WIIH
CTaOMIIBHOCTB JIGKAPCTBEHHOTO TIpernapaTa.

3. [Ipu u3MeHeHHH CBOOOJHOTO MPOCTPAHCTBA MM OTHOIICHUS TOBEPXHOCTS (
00BEM) COTJIACHO COOTBETCTBYIOIINM JOKyMeHTaM Pecmy6nukn Kazaxcran mo
CTa6I/IJ'II)HOCTI/I HavaThbl COOTBGTCTBy}OHII/Ie HUCCIICAOBAHUA CTa6I/IJ'lI)HOCTI/I;
HpOaHaJ'II/I?;I/IpOBaHbl COOTBCTCTByIOH_[I/Ie HapaMeprI CTa6I/IJ'H)HOCTI/I HC MCHEC
YeM Ha JIBYX ONBITHO-NPOMBINUICHHBIX (s Ouosormueckux  (
MMMYHOJIOTHYECKUX) JICKAPCTBCHHBIX IIPEMapaToB — TPEX CEPHUAX) WU
TPOMBIIIJICHHBIX CEPUAX; B PACHOPSIKCHHUH YCIYTOIOyYaTensl HaXOMSITCS
YIOBJIETBOPUTENBHBIC PE3yIBTATHI, IO MEHBIIEH Mepe, 3-MEeCSIIHOTO M3yUCHHS
cTabuiapHOCTH (711 OMONOTHYECKUX (MMMYHOJOTHYECKHX) JIEKapCTBEHHBIX
MpernapaToB — IIECTUMECSYHOTr0). [lonTBepkIeHne TOro, YTO UCCIIEeIOBAHUS
OyIyT 3aBepIIeHBI, ¥ YTO €CIIA PEe3yJbTaThl HE OYIyT YKIAABIBATHCS B
CHCIU(PUKAIIN WIA MMOTCHIIMATBFHO HE YKIAJBIBATHCS B CICNU(UKANNN Ha
KOHEI] CpOKa TOJHOCTH, UX HEMEIJICHHO TPEACTaBAT YITOTHOMOUYCHHOMY OpraHy
HapsAy C IpeularaéMbIM IUIAaHOM JI€HCTBUM.

JoxyMmeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zeny(pa3aenam)
JI0OChe, BKJIIOYAs OIMHCAHHWE, MOJAPOOHBIH YEepPTe)X M COCTaB MaTepuala
KOHTCHHEpA WK YKYIIOPKH, a TAKXKE MePecMOTp HHGOOPMAIIHH O JICKAPCTBEHHOM
mperapare.

2. B cooTBeTCTBYROIUX CITydasx 00pa3ibl HOBOTO KOHTEHHepa (YKYIIOPKH).

3. IIpoBeneHbl TOBTOPHBIC BAIHIAIMOHHBIC HCCICAOBAHUS CTCPHUIBHBIX
MpernapaToB, IOIBEPTAIOIIAXCA TEPMHUHAIBHOW  cTepwin3anuu. B
COOTBETCTBYIOIIMX CIy4asXx HEoOXOAMMO yKa3aTh HOMEpa CepHid,
WCTIONF30BaHHBIX B BAIMJAIIMOHHBIX HCCICIOBAHUSAX.

4. Ilpu u3MeHeHnH cBOOOIHOTO MPOCTPAHCTBA T OTHOIICHHS MTOBEPXHOCTH K
00beMy Aekiapalys, 4To HayaThl TpeOyeMble UCCIEeIOBAaHUS CTAOMIBHOCTH B
COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHHUSMHU (C YKa3aHHEM HOMEPOB CepHid
); ¥ 4TO (B COOTBETCTBYIOIIMX CIyd4asiX) HA MOMCHT pealu3alliil yBEIOMIICHHS
00 m3MeHeHnH [A THma u ogauu yBegoMIIeHUs 00 n3MeHeHnn B Tuma B ero
paCTIOpsDKEHUN HAXOJIATCS YIOBICTBOPUTENBHBIC PE3YIbTATHl H3YUCHUS
CTaOMIIBHOCTH;

W YTO WMEIOIIHEecs NaHHBIE HE YKa3bIBAIOT Ha KaKWe-IH00 MPOOIeMEI.
Heobxommmo Takxe MpeAcTaBUTh HMOATBEPXKACHHWE TOTO, YTO HCCIETOBAHUS
OyIyT 3aBepLIeHBI, U YTO €CJIM Pe3yJbTaThl HE OYyIyT YKJIaABIBaThCS B
cneun(bnxaunn WKW MMOTCHUHAJIBHO HC YKJIAaJbIBATHCA B cneumbnxauun Ha
KOHEIl CPOKa TOHOCTH, UX HEMEJICHHO MPEJICTABAT YIOTHOMOYCHHOMY OpPTraHy
HapsIy ¢ IpeaIaracMbIM IDTAHOM JICHCTBUI.

B.Il.xp. 5

H3menenue

aszMmepa Tpebyemas

P p VYcnosus peby Bun npouenypst
yImaKOBKH JIOKYMEHTAITUS

JICKapCTBECHHOT

0 TIpemnapara

a) M3menenue
KOJIMYECTBA
CIUHUI
JIEKApCTBEHHO



i dopmer  (
HaImpumep,
TabJIETOK,
amMIyia) B
YIIaKOBKE

1. U3menenue
YKJIaIbIBaCTCS
B OJOOPEHHBIH
JIUana3oH
pa3MepoB
YHaKOBOK

1,2 1,3

2. N3menenne

H ¢

YKIIaJbIBACTCS

B 0JI00pEHHBII 1,2,3
Juarna3oH

pasmeposB

YIaKOBOK

6) N3menenune

pa3sMepa (

pa3MepoB) 3 1,2
ynakoBku  (

YIaKOBOK)

B) M3meHeHune
HOMUHAJIBHON
Macchl (
HOMHHAJIBHOTO
o0bema)
CTEPIIBHBIX
MHOTO/TO3HBIX
(unu
OJTHOJIO3HEIX C
YaCTHIHBIM
H3BJICUCHUEM )
TapeHTepaibH
Bl X
JICKAPCTBEHHBI
X MpernapaToB
u
OmoNOTHIeCKU
X (
UMMYHOJIOTHY
€CKHX)
MHOTOJTO3HBIX
MapeHTepaIbH
Bl X
JIeKapCTBEHHBI
X TIPerapaToB

r) U3menenue
HOMUHAJIbHOM
MacCchl (
HOMHHAJIBHOTO
obnema)

IA

1B

IA

II



HeTmapeHTepal
b H BI X
MHOTO/IO3HBIX 1.2,3 1B
(unm

OJTHOJIO3HBIX C

YaCTUYHBIM

W3BJICYECHUEM )

JIEKapCTBEHHBI

X IIpenaparoB

VYcenosus

1. HoBrlif pa3Mep YNakOBKH COOTBETCTBYET PEXKHUMY HIO3HUPOBAHHS U
MPOAOJDKUTENILHOCTH JICYCHHS, YyKa3aHHbIM B OOIIEH XapaKTepUCTHKE
JIEKapCTBEHHOTO IIpenapara.

2. Matepuan nepBHYHON YIIaKOBKU HE U3MEHSIETCS.

3. OcraBumecst (GOpMBI BBITyCKa MO3BOJISIOT BBIIOIHUTH PEKOMEHJALUU 110
JIO3MPOBAHUIO U JJIUTEIFHOCTH JICUSHHS], YKa3aHHbIE B 00IIel XapaKTepUCTHKE
JIEKapCTBEHHOTO IIpenapara.

JloxyMeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zieny(pa3aenam)

JIOChE, BKIJIIOYAsl IEPECMOTP MH(GOPMAIMH O JIEKAPCTBEHHOM ITpenapare.

2. O6ocHOBaHME, YTO HOBAs (OCTAIOIIMECS) pa3Mephl YIIAKOBOK COOTBETCTBYIOT
PEKUMY JTO3UPOBaHHS U MPOJIODKUTEIBHOCTH JICUEHHs, YKa3aHHBIM B 00LIei

XapaKTEepUCTHKE JIEKapCTBEHHOTO TIperapara.

3. Jleknapanms, 4TO €CIIM OXXHIAETCsl BIUSHHE Ha CTaOWIBHOCTB, COTJIACHO

COOTBETCTBYIOIINM YCTaHOBJIEHHBIM TPEOOBaHUAM OyayT HayaThl NCCIECJOBAHMS
crabmibHOCTH. J[aHHBIE HEOOXOAMMO TPEACTABUTH (C MpeUIaraeMbIM IJIAHOM

JEHCTBUI), JIWIIH €CJIA OHU HE YKIIAABIBAIOTCS B CHICIA()UKAITIH.

Hna B.IL.p.5.B) u r) — eciau HU3MEHEHHE MPUBOJUT K
IIpumeuanue: uU3MEHEHUIO "MO3UPOBKU" JIEKAPCTBEHHOTO Ipenapara, TO TaKoe
HM3MEHECHHE TPeOyeT MoJauH 3asBICHUS O PACIIUPECHUH.

b.Il.n. 6
N3menenue
KaKo#-1100
COCTAaBJIAIONIE
i (mepBUYHOM)
yHaKOBKH,
HETOCPe/ICTBE
HHO HeE

Tpebyemas
JOKYMEHTAIHS

COTPHUKACATOII]
erics c
JICKapPCTBEHHBI
M IpernaparoM
(mampumep,
I[BET ChEMHBIX
KOJIMTAaYKOB,
IBETHBIE
KOJOBBIE
KOJbIla Ha
aMmyiax,
H3MEHEHHUE

VYceaoBus Bun npouenypst

KOJIITauKa,
3aIIMIIAOIIET
o wurny (



HCIOJTb30BaHU
e Jpyroro
TJIACTHKA))

a) U3menenue,

3aTparuBarole

e

nHpopMaruio | 1 1A
0

JEKapCTBEHHO

M Ipernapare

0) U3meHenue,
H ¢
3aTparuBarole
e
UH(OpPMAIIHIO
0
JIEKapCTBEHHO
M TIpernapare

YcnoBusa

1. 3MeHeHHe He 3aTparuBaeT 4acTH YIMAKOBOYHOTI'O MaTepHaja, KOTOPHIE BIUSIOT HA JOCTAaBKY, IPUMEHEHNE,
0€301acHOCTb WJIH CTa0MIIBHOCTH JICKAPCTBEHHOTO TIpenapara.

JoxymeHTanus
1. TlompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOUINM) pasfeny(pasmeinaM) T0cbe, BKIIOYas IMEPECMOTP
nH(GOPMAIHH O JIEKAPCTBEHHOM TIpernapare.

B.I1.xn.7

H3meHenue

MOoCTaBIIUKa

KOMITOHEHTOB Venosus Tpebyemas Bzt npoteyps
YHaKOBKH WA JIOKYMEHTAITUS
ycTporictBa  (

eClIH yKa3aHO

B JIOCHE)

a )

Uckmouenne 1 1 1A
MMOCTaBIIUKA

0) 3ameHa win
nobasimenue 1,2,3,4 1,2,3 1A
ITOCTaBIIIHKA

B) Jlioboe
U3MEHEHUE
MTOCTaBIIMKOB
crericepos
JIO3MPOBAHHBIX
MHTAJISITOPOB

II

VYcnosus

1. UckitoueHne KOMIIOHEHTA YIAKOBKU WJIM U3JIETIHUS HE IPOUCXOIUT.

2. KayecTBeHHBII W KOJMYECTBEHHBIH COCTaB KOMIIOHEHTOB YMAaKOBKU (M3JeNus) H
cnenuUKaIIN CKU3a HE U3MCHSIOTCS.

3. CrerupuiKanyu ¥ METOIBI KOHTPOJIA Ka4eCTBa, IT0 MEHBIIIEH Mepe, SKBUBAICHTHEI.

4. MeTop CTepWIN3AIIUH U €€ YCIOBHS HE M3MEHSIOTCS (€CIIM IIPUMEHUMO).

JoxymeHTanus



1. TTommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIIMM) pa3jieiry(pasienaM) T0Cke.

2. TloaTBepkIeHUE pPETUCTPAMA METUIIMHCKOTO u3nenus B PecmyOnmke Kaszaxcran B
OTHOIICHUH MEIUITMHCKHX H3JICITHHI, MPUIIATaeMBIX K JICKAPCTBCHHOMY TIperapary.

3. CpaBHHTENBHAS Ta0JIMIA TEKYIIUX U MPeIiaracMbIX crienuUKaIui (€cIIu MPIMEHUMO ).

B.Il.x. 8 M3menenne nu3aiina

N Tpebyemas
MapKUpPOBKM IEPBUYHOM U  YcCIOBUS Bun npouenypst
. JOKYMEHTALUS
BTOPUYHOU yIIAKOBKU
1 1,2 IA

Ycenosus
1. KauecTBeHHBI U KOJIMYECTBEHHBI COCTaB KOMIOHEHTOB YITAKOBKH (M3/€NHs) U CIeHU(UKAIMH ICKH3a HE
WU3MEHSIOTCS.

JoxymeHTanus
1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3iery(paszenam) JOChe.
2. MaxkeTsl yIakOBOK B CTapOM JAU3alHE.

B.II. e) CrabunbHOCTH

Bb.1l.e. 1 U3menenue cpoka
TOAHOCTH WM YCIOBUH
XpaHCHHS JEKapCTBCHHOTO
mperapara

Ycnous TpeOyemas nokymenrtauusi Bun npouenypst

a) CokpaleHue cpoka
TOJTHOCTH JICKaPCTBEHHOTO
mpemnapara

1. VYmakoBaHHOrO B

1,2,3 1A
KOMMEPYECKYIO YIaKOBKY

2. TIlocne mepBoro
BCKPBITHSA

1 1,2,3 1A

3. Ilocne pa3BeneHus UiIu
BOCCTAHOBJICHHUS

1,2,3 1A

0) VYBemmueHwme cpoka
TOHOCTH JICKaPCTBEHHOTO
npenapara

1. VYmakoBaHHOro B

KOMMEPYECKYIO YITaKOBKY (

MOATBEPXKACHHOE 1,2,3 1B
NIaHHBIMA B pEaJTbHOM

BPEMEHN)

2. TIlocne mepBoro

BCKPBITHSA (

MOATBEPKIACHHOE 1,2,3 1B
JaHHBIMH B pPEaJbHOM

BpPEMEHN)

3. Ilocne pa3BeneHus UiIu

BOCCTAHOBJICHU I (

MOATBEPKIACHHOE 1,2,3 1B
JAaHHBIMH B peajJbHOM

BPEMEHN)

4. VYBemnueHHWe CpoKa
TOOHOCTH nyTeM
OKCTpanoJIAIUN JaHHBIX 110



CTaOUIBHOCTH, HE 11
COOTBETCTBYIOIIEH

nokyMmeHTaMm PecrryOnmkm

Kazaxcran (*)

5. YBenuueHue mnepuoja
XpaHEeHUsI OMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)
JEeKapCTBEHHOTO
npernapara B COOTBETCTBHH
c ono0peHHOH
OpPOrpaMMOi  U3YUCHUS
CTaOWIBHOCTH

1,2,3 IB

B) HM3MmeHeHmne ycnoBHid
XpaHEHHsI OHOJIOTHYECKUX
(MMMYHOJIOTHYECKHX )
JIEKapCTBECHHBIX
Mpenaparos, ecIun
HCCIENOBaHUS 11
CTaOMIIBHOCTH TIPOBEICHBI
HE B COOTBETCTBHU C
TeKylllel oa00peHHOn
OpPOrpaMMOi  U3YUCHUS
CTaOWIBHOCTH

r) l3MeHeHHe yCIOBHA

XpaHeHUsl JIEKapCTBEHHOTO

npemnapara 178)871

JIEKapCTBEHHOTO 1,2,3 1B
npenapara rmocie

pa3BeneHUS (

BOCCTAHOBJICHHSI)

) N3menenune
0100peHHOro mporokona 1,2 1,4 IA
CTaOMIBHOCTH

VYcnoBus

1. HempenBuaeHHBIX CUTYalMsX, BOSHUKIINX B XOA€ MPOU3BOJCTBA, WIM H3MEHEHHUS CTAOMIBHOCTH M3MEHEHHE
HE OCYIIIEeCTBISETCS

2. I3meHeHwusI He IPUBOIAT K PACIIUPEHUIO KPUTEPUEB TPUEMIIEMOCTH UCIIBITYEMBIX TTApaMeTPOB, UCKIIOYCHHUIO
napameTpa cTaOMIbHOCTH, UM CHIDKEHUIO YacTOTHI UCTIBITAHUH.

JoxymeHTanus

1. [TormpaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3aeny(pasaenam) qocke. OHa COAepiKaTh pe3yIbTaThl
COOTBETCTBYIOIINX MCCIICIOBAaHUN CTAOMIIFHOCTH B pPEalbHOM BpPEeMEHH (OXBATHIBAIOIINX BECh CPOK TOIHOCTH),
MPOBEICHHBIX COTJIACHO COOTBETCTBYIOmUM JokyMeHTam PK, mo MeHpme# wepe, Ha HABYyX
OTNBITHO-TIPOMBINIIICHHBIX ~ cepusax(l) JnekapcTBEHHOT'0 TMpemapara, VYIAaKOBAHHOTO C  IOMOIIBIO
3apETUCTPUPOBAHHOIO YMAKOBOYHOI'O MaTepHaia W (WJM) COOTBETCTBEHHO IOCJE TMEPBOTO BCKPBITUS HIIH
pa3BelicHUs; B COOTBETCTBYIONIUX CIy4asX HEOOXOJUMO MPEICTaBUTh PE3YJIbTaThl MHUKPOOHMOIOTUYCCKUX
HMCIBITAaHHH.

2. [lepecmoTrpenHas uHMOpMAIIHS O JICKAPCTBCHHOM Ipernapare.

3. Konnu yTBep kK IeHHBIX crienu(UKanuii Ha KOHEIl CPOKa TOAHOCTH U, €CIIH MPUMEHUMO, CIICIU(UKAIIUH TTOCIIE
pa3BeneHUs (BOCCTAHOBIICHWS) MITH ITOCIIE TIEPBOT'O BCKPBITHS.

4. O00CHOBaHUE MpeIaraéMbIX H3MCHCHUIA.



(*) [Mpumeyanue: B oTHOHIEHNN GHONOTHYECKOTO (MMMYHOJIOTHYECKOTO) JIEKapCTBEHHOTO Npernapara
9KCTPAIOJISILMS HETPUMEHHMA.

[Tpu Ham4uMy 0653aTENBCTBA MIPOBEPUTH CPOK TOJHOCTH Ha MPOMBIIUICHHBIX CEPUIX

(M

JOIYCTHUMBI OIIBITHO-IIPOMBIIIJICHHBIC CCPUU.

B.1II. ) [IpoekTHOE o€ U MPOTOKOJ NOCTPErUCTPALIMOHHBIX U3MEHEHUI

B.Il.>x. 1 BBeaenre HOBOTO

IMPOCKTHOTO TMOJA WA

pacumpeHue 0J00peHHOT0

MPOEKTHOTO  ITOJIS

JEKapCTBEHHOT O VYcnosus TpeOyemast nokymeHtauusi Bun nmpouenypsr
mpemapara (3a

HUCKIIOYEHUEM

OHOJIOTUUECKOTO),

3arparuBaroliee:

a) Omay wunm Oomee

OTACIbHBIE OIepalun

mporiecca MPOU3BOJICTBA

JeKapCTBEHHOTO

npemnapara, BKJIOYas 1,2,3 1I
COOTBETCTBYIOUIUE

BHYTPHUIIPOU3BOICTBCHHEIC

KOHTponu #  (WiIN)

AHATMUTUYECKUE METOINKHU

0) AHamuTHYECKHUE

METOIHUKH st

BCIIOMOTATEJIbHBIX

BEIIECTB (MIPOMEKYTOTHBIX 1,2,3 II
OpOAyKTOB) U (Wim)

JeKapCTBEHHOTO

npenapara

JoxymeHTanus

1. PesynpraTh! uccmenoBaHmil pa3paboTKu IMpemapara U mporecca (BKII0Yasi OLEHKY PUCKOB M MHOTOMEPHBIE
HCCIENOBAaHUS COOTBETCTBEHHO), MOITBEP)KOAIONINE TO, YTO IOCTUTHYTO IIEIIOCTHOE MEXaHHCTHIEeCKOe

MOHUMAaHKE ToKa3aTeNield KauecTBa MaTepruaioB M apaMeTPoOB MpoIecca Ha KPUTHIECKUE TTapaMeTphl KauecTBa
JIEKapCTBEHHOI'O Mpernapara.

2. OmnucaHue MPOSKTHOTO MOJIs B TaOJIMYHOM BHJIE, BKIIOYAs MepeMEHHbIe (CBOMCTBa MAaTePHAIIOB M TapaMeTpPhl
mpolecca MPOU3BOICTBA) U UX MpeJjIaraeMble JUAra3oHbl.

3. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONINM) pa3eiy(pa3aeiaam) 10Che.

Bb.Il.x. 2 DBsexgenune

TTOCTPETUCTPALUOHHOTO
MPOTOKOJIa YIIpaBICHU

VYcaoBus Tpebyemast qokyMeHTanus Bu mporexypsl
H3MEHECHHUIMH, peoy JOKY A Tponeayp
3aTparuBalOUIUMHU
JIEKapCTBEHHBIN Ipernapar
1,2,3 I

JoxymeHrtanus

1. ITonpoOHOE onHcaHue MpeIaraeMoro H3MEHEHHSI.

2. IIpoTokon ynpaBieHUsI U3MEHEHUSIMH, 3aTParuBaroIMMU JIEKapCTBEHHBIH Npenapar.
3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pasfeny(pasenam) J0Che.

B.Il.>x. 3 MHckimrodyeHue
YTBEPKIECHHOTO



OpOTOKOJIa YIIPpAaBJICHUA

VYceaoBus Tpebyemast nokymenTamust Bun mpouemaypsl
H3MEHEHUSIMH,
3aTparuBalOIIMHI
JIEKapCTBEHHBIN Ipenapar

1 1 1A

VcnoBus

1. MHckmoueHWe TOCTPETHCTPAIIMIOHHOTO TIPOTOKOJNA YIPaBICHUS WM3MEHCHUSAMH, 3aTPardBarOIIUMU

JIEKapCTBEHHBIN Ipenapar, He SBISETCSA CIIEICTBHEM HEINPEIBHUICHHBIX CHUTYaIli WM HECOOTBETCTBHUS
CHCLIPI(I)I/IK&HI/II/I B X0Z€ BBCACHUS HSMGHGHHﬁ, OIIMCAaHHBIX B HpOTOKOJ’[C, U HUKAK HC BJIUACT HA yTBep)K}leHHBIe
CBCIACHMHA, BKIIFOUCHHBIC B 1OCKC.

JoxymeHTanus
1. ObocHOBaHHE TpEATTIATaeMOT0 UCKITFOUCHUS.
2.

B.Il.x. 4 W3meHeHUs
YTBEPXKAECHHOTO
MPOTOKOJIA YIIPABICHUS
U3MEHEHUSIMHU

VYcaoBus Tpebyemast nokymenTamusi Bun mpoueaypsl

a) 3HaYMMbIC M3MEHCHUS
MPOTOKOJIA YIPABICHUS II
U3MCHCHUSIMU

0) He3naunmeie
HU3MEHEHHS IPOTOKOJA
YIIPaBJICHNS] H3MECHEHUSMH,
KOTOpbIE HE H3MEHSIOT
CTpaTeruio, ONMUCAHHYIO B
MPOTOKOJIE

JoxymeHTanus

1. dexmapanus, 9to i1000€ U3MEHEHHE YKIAAbIBACTCS B TUAITA30H ACHCTBYIOIINX YTBEPKIACHHBIX KPUTEPHEB
npuemiieMocTd. [IoMUMO 3TOro, AeKiapamus, 4TO B OTHOIICHHH OWOIOTHYECKUX (MMMYHOJIOTHYECKUX )
JIEKapCTBEHHBIX MPENapaToB He TPeOyeTCsl OIleHKa COTOCTABUMOCTH.

B.Il.ox. 5 Peanmzanus
H3MCHEHHH,
MPeayCMOTPEHHBIX
YTBEPKACHHBIM
MPOTOKOJIOM YTpaBIeHUs

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

N3MCHCHUAIMU

a) Peanuzanus u3MeHeHUs

He TpeOyeT
pedy | 1,2,4 IA

JOIIOJIHUTECIIBbHBIX

BCIIOMOTaTCIIbHBIX JaHHBIX

0) Peanu3anus n3aMeHEHHS
TpeOyeT ITOMOTHATEIBHBIX 1,2,3,4 1B
BCIIOMOTaTENbHBIX JaHHBIX

B) Peanmzanus m3meHeHus

01 0JIOrUYeCKOT0 (

MMMYHOJOTHYECKOTO) 1,2,3,4,5 1B
JIeKapCTBEHHOTO

mpermapara

VYcnosus 1. HpeanomeHHoe HN3MCHCHHEC OCYHICCTBJICHO B MOJHOM COOTBETCTBHUU C YTBCPIKACHHLIM IIPOTOKOJIOM
yrpaBJiCeHUSA U3BMCHCHUAMU, Tp€6yIOH_I€G HEMCJICHHOI'O YBCAOMJICHUSA ITOCIIC €TI0 pCAIU3allH.



Hoxymenrarus 1. Cebutka Ha yTBEPIKACHHBIH IPOTOKOJ YIPABJICHHUST H3MEHEHUSIMH.

2. Jlexnapanusi, YT0O U3MEHEHHE COOTBETCTBYET YTBEP)KACHHOMY IPOTOKOJIY YIPaBICHUS U3MEHEHUSIMHA M 9TO
pe3yIbTaThl UCCIEAOBAHUS YIOBIETBOPSIIOT KPUTEPUSIM ITPUEMIIEMOCTH, OTOBOpPEHHBIE B ITpoToKoie. [Tomumo
3TOT0, JEKJIApAIHs TOTO, YTO B OTHOLICHUH OMOJOTHYECKHX (MMMYHOJIOTHYECKHX ) JIEKapCTBEHHBIX IPETapaToB
He TpeOyeTcs OIIEHKa COMTOCTABUMOCTH.

3. Pesynbrathl McCnenOBaHWNA, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KACHHBIM IPOTOKOJIOM YIIPABICHHUS
MU3MEHEHHSIMH.

4. TlonmpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pasnery(pa3aenam) nocke. 5. Konms yTBep:KIEHHBIX
crienuduKayii Ha JJeKapCTBEHHbII Mpernapar.

b.11. 3 be3omacHOCTh B OTHOLIEHUHU IIOCTOPOHHUX areHTOB

B.I1.3.1 OOHoBICHHE

uHpopmanuu "OneHka

0e30macHOCTH

OTHOCHUTEIbHO VYenosus Tpebyemast nokymenranusi Bun mpoueaypb
MTOCTOPOHHUX areHToB" (

pasaen 3.2.A.2

PETUCTPAIIOHHOTO JT0CHE)

a) MHccnenosanus,

3aTparuBaroniue

TIPOM3BOACTBCHHBIC ATAIlbI,

HU3y4YECHHBIE BIEPBBIE Ha II
HpeAMET OJHOTO MU

06oiee  MOCTOPOHHUX

arcHTOB

0) 3aMeHa ycTapeBIIHX
HCCIEeIOBAaHHM,
3aTparuBarpmuX
MPOM3BO/ICTBEHHBIE ATAITBI
U TIOCTOPOHHHUE areHTHI,
paHee BKIIOYEHHBIC B
J0Che

1. ¢ U3BMEHEHNEM OIEHKH
PHCKOB

II

2. 0e3 U3MEHEHHS OLIEHKHU
PHICKOB

1,2,3 IB

JoxymMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3aenaM) A0Cke, BKIOYas BBEACHHE HOBBIX
WCCJICJIOBAHUM, HAMpPABICHHBIX HA HW3YYCHUE CIOCOOHOCTH MPOU3BOICTBCHHBIX 3TAllOB WHAKTHUBUPOBATH (
JJIMMUHUPOBATH) IIOCTOPOHHUE arc¢HTEHI.

2. O00CHOBaHHUE TOTO, YTO UCCIICAOBAHUS HE H3MEHSIOT OI[CHKY PHCKOB.

3. [TompaBka k uHGOPMAIIMHU O JICKAPCTBEHHOM TIpernapaTe (€Ciiu MPUMEHUMO).

B.III Ceptudukar coorBercTBus EBponeiickoit @apmakonee (CEP) (mpu namnaun) (TI'3,
CTaTbU)

B.I1I.1 ITogauya HOBOrO MIIK
0OHOBIEHHOTO
ceprudukara
COOTBETCTBHSA
Espomnelickoii dapmakonee
WU HCKIIUYCHHE
ceprudukara

VYcnosus Bun npouenypst



COOTBETCTBHUA TpeOyemast moKyMeHTaIMs
EBponeiickoii @apmakoriee

Ha dapmaneBTuyeckyo
cyoctaniuio Ha ucxomubpit
Marepuail (peakTHB,
MPOMEXYTOUHBIN MPOIYKT)
, UCTIOJIb3YEeMbI B TIPOILECC

MPOU3BOJACTBA
(hapManeBTHIECKON
cybcTaHIUU Ha
BCIIOMOTaTeJNbHOE
BEILIECTBO

a) Ceptuduxar
COOTBETCTBUA

EBpomnelickoii ®apmakonee
COOTBETCTBYIOLIEH CTaThbe
Esponeiickoit dapmakonen

1. HoBerit cepruduxar ot
paHee  0J0OpPEHHOIO 1,2,3,4,5,6,9 1,2,3,4,5
MIPOU3BOIUTEIIS

2. OOHOBICHHBII
ceptudukar oOT paHee
0I00pEHHOTO
MMPOU3BOAUTCIIA

1,2,3,4,6 1,2,3,4,5

3. Hogerii ceptudurar ot
HOBOrO mpomssogutens ( 1,2,3,4,5,6,9 1,2,3,4,5
3aMeHa WM 100aBIIeHHUE)

4. UckniovyeHnue

cepTudHUKATOB (ecnu K
MaTepHuany TpHUIarajiich
HECKOIIBKO CepTU(UKATOB)

5. Hogsrii ceptudukar Ha
HECTEPWIbHYIO aKTHBHYIO
(hapManeBTHUECKYIO
cybcTaHOHMO,
MOANEXKAY IO
UCIIOJIb30BAHUIO B
CTEPHUIBHOM
JIEKapCTBEHHOM IIpernapare

1,2,3,4,5

, Ip1 UCIIOJIb30BAHUHN BO/bL
Ha IIOCICIHCEM JTall
CHHTE3a, a B OTHOIICHWUH
Mar€puajia HE 3asiBJICHO
OTCYTCTBHUC B HEM
OHIOTOKCHHOB

0) Ceprudukar
COOTBETCTBUS
EBponetickoit ®apmakonen
nmo TI'D Ha akTUBHYIO
(hapmareBTHYECKYIO
cyOcTaHINIO (MCXOIHBIH
Marepuan, pPeaKkTHB,

IA

IA

IA

IA

1B



MPOMEXKYTOYHBIA TPOTYKT)
BCIIOMOTATEIbHOE
BEIIECTBO

1. HoBblii cepTudukar Ha
AKTHUBHY IO
(hapManeBTHUYECKYIO
CyOCTaHIIMIO OT HOBOTO
WU paHee OJO0O0pEHHOTO
HPOU3BOAUTEIS

3,5,9 1,2,3,4,5 IA

2. Hoselit ceprudukar Ha

(hapManeBTHUYECKYIO

cyOcTaHIMIO (MCXOIHBIH

MaTepual, peakTHB,

MPOMEXYTOYHBIN MPOIYKT) 3, 6, 7 1,2,3,4,5 1A
BCIIOMOTATENbHOE

BEIICCTBO OT HOBOTO HJIU

paHee OTOOpPEHHOTO

TIPON3BOIUTENS

3. OOHOBIEHHBI I
cepruduKaT OT paHee
0TOOpPEHHOTO
MIPOU3BOIUTEIS

7 1,2,3,4,5 1A

4. Hcknrouenue

cepTudukaToB (eciu K
MaTepHay INpHIarainuch
HECKOJIBKO CepTH(UKATOB)

5. HoBbrit (0OHOBIEHHBIN)
cepruduKaT OT paHee
07100peHHOr0  (HOBOTO)
MPOU3BOTUTEIS,
HCITOJB3YOIIETO
MaTepHaNbl YEIIOBEUECKOTO
AIH KHUBOTHOTO I
NPOUCXOXACHUS, B
OTHOIIICHUHU KOTOPBIX
TpeOyeTcs OIlCHKa Ha
mpeaMeT pucka
NOTEHIIMAJIbHON
KOHTaMHUHAIUH
MOCTOPOHHUMH areHTaMH

VYcnosus

1. Cnenudukaiyy Ha BBITYCK M Ha KOHEI] CPOKa FOAHOCTH JIEKapCTBEHHOI'O TpenapaTa He U3MEHSIOTCS.

2. HeusmenenHsIe (MCKIIoUas yecToueHue) gonoiHuTensHble (k ['ocynapcrBennoit ®@apmakonee Pecry0auku
Kazaxcran) cienudukanuy Ha nmpuMecH (MCKIII0Yasi OCTaTOYHBIE PACTBOPUTENH, IIPH YCIIOBUU MX COOTBETCTBHSA
TpeboBanusaM PecnyOnmku Kazaxcran) mpoaykT-cnenuguyHble TpeOoBaHUS (HApuMep, MpohuiIn pa3MepoB
YaCTHUII, TOTUMOPQHEIE (HOPMBI), €CITH TPUMEHIMO.

3. Tlpouecc mpow3BOACTBA AKTHBHOW (hapManeBTHYECKOW CyOCTAaHLUH, MCXOTHOTO MaTrepHaia (peakTHBa,
MIPOMEXXYTOYHOTO IPOXYKTA) HE BKIIOYACT HCIIOJIH30BAHHE MAaTCPHAIOB YEJIOBEYECKOTO WM YKUBOTHOTO
HPOUCXOXKACHHUS, A1 KOTOPBIX TPEOyeTCst IPOaHAIN3UPOBATh JaHHBIE O BUPYCHOH 0€30I1aCHOCTH.

4. WcxmrounTenbHO A1 aKTUBHOW (papMarieBTHUECKOW CyOCTaHITMHN: OHa OyIeT MCHBITaHa HETOCPEACTBEHHO
nepes HMCIOJIb30BAHUEM, €CJIM IEPUOJl MOBTOPHOI'O HCIBITAHUS HE BKJIOUEH B CEPTU(PHUKAT COOTBETCTBUS



EBpomneiickoii @apmakoriee wiv JaHHBIE, 000CHOBBIBAIONINE TIEPHO/T TIOBTOPHOTO UCIIBLITAHUS, YK€ HE BKITFOUCHBI
B JIOCHC.

5. AxrtuBHas (apmaneBTuueckas cyOcTaHIUS (MCXOMHBIM MaTepHall, PEaKTHUB, MPOMEKYTOUHBIA MPOITYKT)
BCIIOMOTATEIFHOE BEIIECTBO HECTEPUITHHEL.

6. PacrurenpHBIe (apMameBTHYECKHE CYOCTaHIHH: CHOCO0 TPOW3BOACTBA, (PU3UUECKOE COCTOSHUE,
SKCTParuPYIOUINA PaCTBOPUTENH B KO3(PPHUIIMEHT SKCTPAKITNH JIEKAPCTBEHHOTO CPEICTBA HE H3MEHSIOTCSI.

7. Ecmu cocTaBe JEKapCTBEHHOTO Ipemnapara Uisl MapeHTEePaNbHOTO BBEACHHUS HCIIONB3yeTCS JKENaTHH,
MPOU3BEICHHBIA M3 KOCTEH, €ro IPOM3BOJACTBO OCYIIECTBISETCS HMCKIIOYHTEIFHO B COOTBETCTBHU C
TpeOOBaHUSIMH COOTBETCTBYIOIICH CTPaHBbI.

8. B mocke ocraercs, Mo MEHBIIIEH Mepe, OWH MPOU3BOAMUTENb ATOH CyOCTaHIINH.

9. Ecnm akTuBHasg QapmarieBTU4ecKas CyOCTaHIIUS HECTepuibHa, HO OyJeT HCIOJIb30BATHCI B COCTaBE
CTEPHJILHOTO JISKApCTBEHHOTO Tpenapara, Toraa, B coorsercTBun ¢ CEP, Ha mocienHem sTarne CMHTE3a HEJb3sl
UCIIOJb30BaTh BOAY HJIH, CCJIM TaKO€ MPOHCXOMUT, HEOOXOJUMO OOCCIICUUTh OTCYTCTBHE OaKTepUaTbHBIX
SHIOTOKCHHOB B aKTHBHOH (papMaIieBTUIECKOi CyOCTaHITUH.

JoxymeHTanus

1. Komns peticTByromero (0OHOBICHHOTO) cepTuduKara coorBeTcTBHs EBpomneiickoit @apmakoree.

2. Ilpn nobaBneHNH MPOM3BOACTBCHHON TUIOMIAAKH — B (DOpME 3asBJICHHS O BHECEHHH M3MEHEHNH HEOOXOIMMO
YeTKO 00O03HAYUTH "3apernCTPUPOBAHHBIX" M "MpemiaraeMbIX' MPOM3BOAMTENCH, KaKk yKazaHO B pasmene 2.5
(hopMmEbI 3asBICHUS.

3. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeiry(pa3aenaam) 10Che.

4. Ecnu mpuUMEHNMO, JOKYMEHT, COEPXKAILIUN CBEAECHHS O BCEX MaTepHaax, BXOAAMHNX B chepy NMPUMEHEHUS
crateu ['ocymapctBenHoit Papmakonee PecryOnuku KazaxcTan 1mo MUHMMH3AIMU pUCKa Mepeaadd areHToOB
Fy6an0ﬁ 3HH€®aﬂOHaTHH JKUBOTHBIX ITOCPCIACTBOM JICKAPCTBCHHBLIX MNpcnaparoB IJd MEAUIHUHCKOIO H
BETEPUHAPHOIO MPHUMEHEHHUs, BKJIOYas HCIOJIb3yeMble B IPOM3BOJCTBE aKTHBHBIE (DapMaleBTHUECKON
cyOcTaHIuy (BCIIOMOTATEIBHOTO BemecTBa). JIs Kaskaoro Takoro poja mMarepraia HEOOXOAUMO IPENICTaBUTh
CJIEAYIOIINE CBEJCHUS: Ha3BaHNE IPOW3BOAMTENS; BHJ )KUBOTHBIX M TKaHH, W3 KOTOPBIX IOIyYeH MaTepHal;
CTpaHa MPOUCXOXKJCHNUS KUBOTHBIX 1 €TO HCIOIb30BaHHUE.

5. B oTHOmIeHNN aKTUBHOW (papMaIleBTHUECKOW CYOCTaHIMH: ACKIApanns YHOTHOMOUYEHHOTO JIHIA KaXKIOTO
JULEH3NPOBAHHOTO ITPOM3BOANTENS], YKA3aHHOTO B 3asBJIICHHUH, HCIIOIb3YIOIIET0 aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMI0O B KauecTBE HMCXOJHOTO Marepuaia, M YHNOJHOMOYEHHOIO JIUIA KaXXJOro JHIIEH3WPOBAHHOTO
IMPOU3BOJUTCIIA, YKA3aHHOTO B 3adBJICHUM B KAaUCCTBE OTBCTCTBEHHOI'O 3a BBIITYCK cepnﬂ. B JACKJIapaluiax
HEOOXOJMMO YKa3aTh, YTO HPOM3BOAMTENH(IPOU3BOJIUTENN) aKTHBHOW (hapMaleBTHYeCKOi cyOcTaHIuy,
yKa3aHHBIH(yKa3aHHbIE) B 3asBICHUHN, OCYIIECTBIISET(OCYIIECTBISIIOT) CBOIO JIESITENbHOCTh B COOTBETCTBHHU C
[IpaBnnaMn Hamexamed NPOW3BOACTBEHHOW NMpakTHKH PecrmyOnmmkm KaszaxcTaH B OTHONIEHMH HCXOIHBIX
MaTtepuanoB. [Ipu ompenencHHBIX OOCTOATENBCTBAX MOIYCKAETCS INPEACTABIATh OJHY JEKJIApPALHUI0 (CM.
npuMeudanue K uamMenenuto b.11.6.

1). Ecnm 3aTparuBaioTcst Kakue-11u00 OOHOBJIECHUS CEPTU(PHUKATOB HA aKTHBHBIE (papManeBTHIECKHEe CyOCTaHIIH
Y IPOMEXKYTOUHbIE TIPOJYKThI, OT MPOU3BOAUTEICH ITPOMEKYTOUHBIX MPOAYKTOB TaKkKe TpeOyeTcs AeKiapanus
YIIOJIHOMOYEHHOTO JIMIA; JEeKJIapays yIMOoJIHOMOYSHHOTO JIMIa HYXXHA, JIMIIb €CJIM 10 CPaBHEHHIO C paHee
3aperucTpUPOBAaHHOI Bepcueil cepTuduKara UMeeTcss W3MEHEHUE JEHCTBYIONINX, BKIIOYEHHBIX B IepeueHb
MTPOM3BOACTBEHHBIX TUIOIA IOK.

B.II1.2 3meHeHus B Lemax

COOTBCTCTBHUA

Tl'ocynapcTBenHoit Ycnosust TpeOyemas nokymeHnTtauuss Bun npouenypst
dapmakonee Pecrybnmku

Kazaxcran

a) N3meneHnue
cnequpUKauU (
crenudukanuii) paHee
HepapMaKkoneHHON
cyOCTaHIUM B LEJAX
COOTBETCTBUS



Tl'ocynapcTBenHoit
®dapmakornee PecrryOmmku
Kasaxcran

1. AKTUBHOMU
(hapmaneBTHYECKOM 1,2,3,4,5 1,2,3,4 1A
cyOCTaHIIH

2. BcmomorarenpbHOTO

BelecTBa (MCXOIHOTO

Marepuana) axkTuBHoro 1,2,4 1,2,3,4 1A
(dhapmaneBTHYECKOM

cyOCTaHIIH

6) M3MeHeHUs B IeNsAX

COOTBETCTBUA

OOHOBICHHOM

COOTBETCTBYIOLIEH cTatbe 1,2,4,5 1,2,3,4 1A
T'ocynapctBeHHOM

®dapmakomnee PecrryOmiku

Kazaxcran

B) N3menenue

crienupuKanui c

T'ocynapctBenHOM 1,4,5 1,2,3,4 1A
®apmakomnee Pecrrydmiku

Kazaxcran

VYcnosus

1. I3MeHeHne OCyIIEeCTBISIETCSI HCKIIIOYUTENLHO B LIEJISIX MOJHOTO COOTBETCTBUS (hapmakonee. Bee ucneitanus B
crenn(UKaluyd COOTBETCTBYET (papMaKomeWHOMY CTaHAAPTY IOCie M3MEHEHHs, 3a WCKIIOYCHHEM JIOOBIX
JIOTIOTHUTEIBHBIX BCIIOMOTaTENbHBIX HCTIBITAHHH.

2. JlononHuTeNnpHBIE K (apMakomnee crnenu(UKad Ha MPOAYKT-CIeu(HUIHbIE CBOWCTBA HE MU3MEHSIOTCS (
HampuMep, TpodmIn pa3MepoB 4acThll, monuMopdHas dopma Wi, K IpUMEpy, OHOJOTHIESCKAE METOIUKH,
arperartsl).

3. 3HaumMble W3MEHEHHS KA4YeCTBEHHOTO W KOJIMYECTBEHHOTO Npoduiaedl mpumMeceit OTCYTCTBYIOT (3a
HCKIIIOYEHHEM YKECTOUCHUS CIeLM(PUKALHL).

4. JlononHuTeNbHAS BATUIAIMS HOBOM WJIM M3MEHEHHOW (hapMaKoneiiHOi MEeTOIMKH He TpeOyeTcsl.

5. PacturenpHbIe (hapMalieBTHUECKHE CyOCTaHIINMU: CIIOCO0 MPOU3BOACTBA, (PU3HMIECKOE COCTOSHUE, SKCTPAareHT 1
K03(hUINEHT KCTPAKIMHU JIEKAPCTBEHHOTO CPEICTBA HE N3MEHSIOTCS.

JoxymeHTtanus

1. TTompaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIIMM) pa3jieiry(pasienamM) T0cke.

2. CpaBHUTEIbHAS Ta0HIA TEKYIIUX U TPEATAracMbIX ClIeIUDUKAIIIA.

3. Naunble aHanu3a cepuii (B opMaTe CpaBHUTEIHHON TAOIHIIBI), IO MEHBICH Mepe, NBYX MPOMBIIUICHHBIX
Cepuil COOTBETCTBYIONICH CyOCTaHIHMH (BEHMISCTBA) IO BCEM HCIBITAHUSIM HOBOH CHCHU(BUKANNH U,
JIOTIOJTHUTENFHO, €CIM MPUMEHUMO, PEe3yJIbTaThl TECTA CPABHUTEIHHON KUHETUKU PACTBOPEHHMS, [0 MEHbBIICH
Mepe, OJHOU OIBITHO-MPOMBINIJICHHOW CEpHU JIEKApCTBEHHOTO TMpernapara. B OTHOIICHUH JIEKapCTBEHHBIX
pacTHTENIbHBIX TPENapaToB JOCTATOYHBI JAHHBIE CPABHUTEIBLHOMN pachaaeMOCTH.

4. lanHble, NOATBEPKIAIOIINE TPUTOIHOCTD CTATHH JUIsl KOHTPOJIS KauecTBa CyOCTaHIIMU, HAIpUMEp, CPaBHEHHE
MOTEHIMAIBHBIX ITPUMeceil ¢ IpUMedaHneM MPOo3PavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menunmackue u3nenus

b.IV.1  U3menenue
U3MEPAIOIIETO HU3AENUS Y CIOBHS Tpebyemast nokymenTamusi Bun mpouemaypsl
WM U3J€TTHS JJIs1 BBEACHUS

a) JlobaByieHue wi 3aMeHa
U3JICTHSI, HE SIBIISIFOIIETOCS



HaCThIO HepBH‘IHOﬁ
YIaKOBKH

1. MenuIMHCKHAE U3IENHS, 1.2.3.5.6 1.2.3 A
3apeructpupoBannbie B PK
2. Cneiicepsl JO3UPYIOIIUX
HMHTIATOPOB WIH APYTOTO
YCTpOHCTBA, KOTOpPBIE
OKa3bIBAET CYIECTBCHHOE
BIUSHHE Ha JOCTaBKY
(apManeBTHYECKOM
cyOcraniuu npenapara (
HampuMmep, HeOyaiizep)

II

0) Uckmouenue m3aenus 4 1,4 1A

B) JloOaBieHne wik 3aMeHa
W3IENNs, SBISIOIET0CS
YacThl0  MEPBUYHOMI
YITaKOBKH

II

VcnoBus

1. IpennaraemMoe H3MEpSIONICe HU3/CIHEC TOYHO OTMEPUBACT HEOOXOMUMYIO 03y paccMaTpUBaeMOro
JIEKapCTBEHHOTO Tperapara COTIaCHO OJ00PEHHOMY CIIOCO0Y MPHMEHEHUS, MPEACTABISICT Pe3yIbTaThl TAKUX
HICCJICIOBAHUH.

2. HoBoe m3p1eme COBMECTHMO C JIGKAPCTBEHHBIM TIpenapaToM.

3. I3MeHeHne He IPUBOAUTCS K 3HAYMMOMY U3MEHEHUIO MH(POPMAITHH O JICKapCTBEHHOM IIperapare.

4. JlekapCTBEHHBIN TpenapaT MOKHO MPOJOIDKATh TOYHO JT03UPOBATH.

5. MeanuuHCcKoe U3Jienre He UCIIOIb3YETCs B KAaUeCTBE PACTBOPUTEIIS JIEKAPCTBEHHOTO Mpenapara.

6. Eciiu mperycMoTpeHa u3MepuTenbHas (pyHKITHS, OHA BKITFOYACTCS B JJOChE TAKOTO U3/ICIIHS.

JoxymeHTanus

1. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pasaesiaM) 10cbe, BKI0Yas MOIPOOHBIA SCKU3
W COCTaB MaTepHaja W3JeIHs W IMOCTABIIHMKA, €CIH NMPUMEHHMO, a TaK)KE€ COOTBETCTBYIOIIUH IIEPECMOTP
uH(popManuK 0 JEKapCTBEHHOM IIpernapare.

2. IToaTBep:kIeHUE PETHCTPALMH MEIUIIMHCKOTO n3aenus B Pecriyonuke Kazaxcran.

3. O6pasIsl HOBOTO U3MIEIHS, €CITH MPUMEHUMO.

4. O60CHOBaHUE UCKITIOUCHUS W3ICIHS.

Jns B.IV.1.B) — ecam u3MeHeHHE NPHUBOJUT K "0Opa3oBaHHWIO HOBOWM
IIpumeuanue: JeKapcTBEHHOH (opMBI", TO Takoe HM3MEHEHHWE TpeOyeT IoJaud 3asBICHUS O
pacHIMpeHNH PEruCTpann.

b. V BHecenus n3MeHEHUH B PErMCTPALIMOHHOE JI0ChE, O0YCIIOBJIEHHBIE MHBIMU
PErYJIATOPHBIMU MPOLEAYPAMHU
b.V.a) MOII (M®BA)

b.V.a.l BxkiwoueHnue

HOBOTO, OOHOBJIEHHOTO

WU HCIIPABICHHOTO

Mactep-(aina iasMsl B
Ycnosust TpeOyemast nokymeHnTanus Bun nponenyps

PETUCTPAIIMOHHOE JIOChE

JIEKapCTBEHHOT O

npenapara (mpoleaypa

M®OII 2-ro »rama)

a) IlepBoe BKIIOUEHUE
HOBOTO Mactep-(aiina



Ma3Mbl, BIHSIONIETO Ha 11
CBOWCTBA JIEKAPCTBEHHOTO
mperapara

6) IlepBoe BKIIOYEHHE

HOBOTO Mactep-(aiina

TUIa3Mbl, HE BIUSIONIETO HA 1,2,3,4 1B
CBOWCTBA JIEKAPCTBEHHOTO

rperapara

B) Bxnrouenue

OOHOBJIEHHOTO (

UCIPaBIEHHOIO)

Mactep-daiina IIa3Mel: 1,2,3,4 1B
W3MEHEHHS BIHSIIOT Ha

CBOMCTBA JIEKAPCTBEHHOT'O

npenapara

r) BxnrodeHue

0OHOBJICHHOTO (

HCIPaBICHHOTO)

Mmactep-aitna r1razmer: 1 1,2,3,4 1A
HU3MEHEHUS HE BIUAIOT Ha

CBOICTBA JIEKAPCTBEHHOTO

mpemnapara

VYcnosus 1. Ha obHOBneHHBINH Mian u3MeHeHHbIH M®II BbimaH cepTH(GHUKAT COOTBETCTBUS 3aKOHOMATEIBCTBY
Pecniy6nuku Kazaxcras.

JoxymeHTauus

1. dexnapanus, uto ceprudukar M®PII u 3KCTIepTHBIH OTYET MMOJHOCTHI0 MPUMEHUMBI K 3apETHCTPUPOBAHHOMY
JIEKapCTBEHHOMY TIpenapary, aepxkarens MOII npeacrasun nepxkarento PY (ecnu gepkarens PY u nepxatens
MO®II He ABIAIOTCS OOHUM M TeM ke Jurom) ceptudukar MOII, sxcnepTHBIA oTUeT M mocke Ha MOII,
ceptudukar MODII u dKCIEPTHBIM OTYET 3aMEHSIOT MPEeABIAYINyI0 NToKyMeHTanuio Ha MO®II mis maHHOTO
JIEKapCTBEHHOTO IIpernapara.

2. Cepruduxatr MOII u 3KCIIEPTHBIMH OTYET.

3. Jlexmapamus JKCIepTa, XapaKTepu3yrolnas BCe BBOJAMUMBIE C TOMOIILI0 cepTudunupoBannoro MOII
M3MEHEHHS U OLIEHUBAIOIIAs MX NOTEHIMAJbHOE BIMSHME Ha JEKapCTBEHHBIC NMpenapaThl, BKIOYAs OLEHKU
NPOJIYKT-CIIEHN(PUYHBIX PUCKOB.

4. B ¢opme 3asiBiIeHHsI O BHECEHHH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NelCTByIOmMit" 1 "IpearaeMplii
" cepruduxkar M®PII (Homep KoJa) B perucTpalMoHHOM jaoche. Ecinu mpuMeHnmo, B (opme 3asBieHUS O
BHECEHUH M3MEHEHHUH TakkKe 4eTKO INepedncinTh Bce npoune M®PII, Ha KOTOpble cchUIaeTCs JeKapCTBEHHbIH
rpenapar, 1ake eCJIi OHH HE SIBIISIOTCS IPEIMETOM 3asiBICHHS.

b.V.a. 2 Bxkmiouenue

HOBOI'0, OOHOBJICHHOTO

WM HCIIPABJIEHHOTO

Mactep-¢aiiina BaKIIHHHOTO

aaTHreHa (mamee - MOBA) Ycnosus Tpebyemast nokymenTamust Bun mpouemaypsl
B PETHCTPALIIOHHOE J0ChE

JeKapCTBEHHOTO

npenapara (mpoueaypa

M®BA 2-ro srana)

a) IlepBoe BKIIOUCHHUE
HOBOTO Mactep-(haiina 11
BAKIITMHHOI'O aHTUI'CHA



0) BkirodeHue
OOHOBJIEHHOTO (
HCIIPABICHHOTO)
Mactep-(aiina BaKLIHHHOTO
AQHTHICHA: H3MEHCHUs

1,2,3,4 1B

BIMSIOT Ha CBOMCTBA
JeKapCTBEHHOTO
npemnapara

B) Bxniodenue
0OHOBJIEHHOTO (
HCIPaBICHHOTO)
Mactep-(aiina BaKIIMHHOTO 1.2,3.4 A
AQHTHUTCHA: U3MEHEHUS He

BIUSIOT Ha CBOWCTBA

JEeKapCTBEHHOTO

mpermapara
VYcaosus 1.

JoxymeHTauus

1. dexmaparus, uto cepTudukar MOBA u sKCcHepTHBIH OTYET MOTHOCTEIO TPUMEHUMEI K 3apEeTHCTPHPOBAHHOMY
JIEKapCTBEHHOMY IIpenapary, aepxarenb MOBA mpencTaBuin aepKaTento perncTpanuoHHOTO yI0CTOBEPEHHS (
€CITH JIepKaTelb PErHCTPAlMOHHOTO YA0CTOBEepeHH U fepxkatenb MOBA He SBIAIOTCS OJHAM U TEM K€ JIULIOM)
ceprudpukar MOBA, skcnieptHeiid oTueT u nocke Ha M®BA, ceprupuxar MOBA u skcnepTHbBIH oT4eT
3aMEHSIOT MPeABITYLYI0 JoKyMeHTaluo Ha MOBA 1151 1aHHOTO JIeKapcTBEHHOT'O Mpenapara.

2. Cepruduxkar MOBA u 3KCIIepTHBIN OTYET.

3. Jexmapaiusi 3KCIepTa, XapaKTepusyrollas BCe BBOAUMBIC C IMOMOIIBIO cepTHdHIpoBanHOoro MOBA
U3MEHEHHS U OLIEHUBAIOIIAs MX NOTEHIMAJbHOE BIMSHME Ha JEKapCTBEHHBIE NMpenapaThl, BKIIOYAs OLEHKU
MIPOLYKT-CIIELM(DUIHBIX PUCKOB.

4. B ¢opme 3asiBiIeHHsT O BHECEHHH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NeHCcTByIOmuUi" 1 "mpe yiaraeMpli
" ceprupuxkar MPBA (HOMEp Koja) B perMcTpallMoHHOM Jocke. Ecnu nmpumennmo, B ¢opme 3asBICHUS O
BHECCHHMH M3MEHEHUH TaK)Ke 4eTKO MEepPeYrciIuTh Bee nmpourne MOBA, Ha KOTOpBIE CCBUIAETCS JIEKAPCTBEHHBIN
Ipenapar, 1ake eClIi OHU He SIBIISIOTCS IPEIMETOM 3asiBICHHUS.

Bb. V.1 BHecenust U3MEHEHHH B perucTpalMoHHoe Jocke, obycnosnennsie nepexony OTII B ¢popmar OT/L (
MIPEIOCTABIISICTCS MTOHBIA MOIYIb 1-3)

b.V. Buecenust n3MeHeHHH

B PETHCTPAIIMOHHOE JIOChE,
YcnoBust Tpebyemast nokymenTamusi Bun mpoueaypsl

00YCIIOBIICHHBIE TIEPEXOY

OTII B popmar OT/]
Tun 11 Tun 11

B. U3menenue 6e3omacHoctH, 3phekTUBHOCTH U (papmMakoHa130pa
B.I JIekapcTBeHHBIE ITpEnapaThl I MEAUIIMHCKOTO IPUMEHEHHUS

B.I.1 V3menenue oOuieit
XapaKTepUCTUKHU
BOCIIPOU3BEJEHHOTO (
rTuOpumHOTO,
OHMOaHATOTHYHOTO)
JIEKapCTBEHHOTO VYcaosus Tpebyemast nokymenramust Bun mpoueaypst
mpernapara Iocje OIEeHKH
TOTO € M3MEHEHHs
pebepeHTHOTO
JeKapCTBEHHOT O
npenapara



a) Peannzanus n3meHeHusI(

W3MCHEHUIT), B OTHOILCHUH

KOTOPOTO(KOTOPHIX) OT

oepxarens

PErucTPaluOHHOIO 1,2,3,4,5 IB
YAOCTOBEPEHHUS  HE

TpeOyeTcsl TpenCTaBIsATh

HOBBIE JIOTIOJIHUTEIIbHBIC

JaHHbIC

6) Peanuzanus n3MeHeHus(
W3MEHEHUH), TpeOyommx
npeJcTaBIeHUS
nepxareneM PY HOBBIX
JIOTIOTHUTEIBHBIX JaHHBIX,
000CHOBBIBAIOIINX TaKHE
W3MEeHeHHs (Hampumep,

II

COIIOCTaBUMOCTb)

HoxymeHTauus

1. Ilpuiio’keHHOE K COMPOBOANTEIHHOMY NMUCHMY 3asBJICHHS O BHECEHMH M3MEHCHMH: 3alpoc HAIlOHAJIBHOTO
YIOJHOMOYEHHOTO OpraHa (eCiIy IPUMEHHUMO).

2. TlepecmorpenHass mH(pOpManus O JICKAPCTBEHHOM Ipemnapare (OOHOBJIEHHAs KpaTKas XapaKTepHUCTHKa

JIEKapCTBEHHOTO TpeTnapaTa, HHCTPYKIHUIO [0 MEAUINHCKOMY IPUMEHEHHIO (JIMCTOK-BKJIABIIN)).

3. Jlexmapamyst 0 TOM, 9TO B IIPOEKTaX OOIIEH XapaKTEpPUCTHKE JICKApCTBEHHOTO MperapaTa ¥ HHCTPYKIUHU TI0
MEIUIITHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO cpeacTBa (MucTok-Bkiaaapim) (nanee — OXJIT u Uncrpyxkuus JIC
) BOCHPOHU3BEICHHOIO, THOPUIHOIO WM OHOAHAIOTMYHOro (OHMOMOAOOHOI0) JCKAPCTBEHHOTO Iperapara

orcyTcTBYIOT oTiuuusi ot neiictBytomux OXJIII u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)

JIEKapCTBEHHOT'O IpernapaTa, 3a MCKIIOUYEHHEM OTIMYMH MH(POPMALUU O MPOM3BOJHUTENE, CPOKE TOJHOCTH,

COCTaBE BCIIOMOTATEJIFHBIX BEIIECTB HE3HAUYMMBbIE Pa3IN4Ms B OMOAOCTYITHOCTH WIIH (hapMaKOKHHETHKE.

4. TloctpouHoe (pacmoNOKEHHOE NapajljieNbHO Ha OJHOM JHcTe) cpaBHeHue neictBytomux OXIJII u

Wnctpyknum JIC opuruHamsHOTO (pedepeHTHOro) JiekapcTBeHHoro mpemnapara u npoektoB OXJII wu

Wuctpykun JIC BoCIIpon3BEeIeHHOTO, THOPUIHOTO WM OMOAHAIOTHYHOTO (OMOMOIOO0HOT0) JIEKapCTBEHHOTO
Ipenapara ¢ BbIACIEHHEM 1 000CHOBAHUEM BCEX OTIMUHM.

5. BenomMocTh U3MEHEHHM C YKa3aHMEM IOCTPOYHO PACIOJIOKEHHOI'O CPAaBHEHUS BHOCHMBIX M3MEHEHHH C

YTBEPKACHHON BEPCUEH.

B.I.2  Usmenenme  (
H3MCHEHHUs)  oO0meit
XapaKTEePUCTUKH
JEKapCTBEHHOTO
mpernapara, HalpaBJICHHOE
(HampaBleHHBIE) Ha
peanu3anuio pe3yiabTaTa | Y CIOBHSA Tpebyemast qokymeHTamust Bun mpoueaypb
MpOUEaAYPHI,
3arparuBaromeii (manee -
ITOOB) AU
MOCTPETUCTPAIIMOHHOE
HCCIeI0BaHUE
0e30MacHOCTH

a) BHecenmue

bopMyIHPOBKH,

COTJIaCOBAaHHOM 1 1 1A
YIIOJTHOMOYEHHBIM

OpraHoM



0) BHecenune m3MeHeHUIH,

TpeOyHmux

NpEeACTaBICHUA 2 2,3,4,5 11
nepxareneM PY HOBBIX

JOIIOJTHUTCIIBHBIX JaHHBIX,

00OCHOBBIBAIOIIMX TAKHE

U3MEHEHHUS

VYcnoBus

1. NU3menenne peanuzyeT GpopMyIHpoOBKY, 3aTpeOOBaHHYIO YITOTHOMOYEHHBIM OpPTraHOM, W He TpeOyeT mogadu
JOTIOTHUTEHHBIX CBEICHUH U (WJIH) JajdbHEHIIeH SKCIIePTH3HI.

2. be3omacHOCTh NPUMEHEHHS IIperapaTa COXPaHSIETCS W MOATBEPKIACTCS MAHHBIMH KIMHAYECKUX
WCCIIeIOBaHUH, KIIMHUYeCKor Oe3omacHOCTH. [IpeacTaBisercss uX MOATBEP KICHUSI.

JoxymeHTtanus

1. TlpunokeHHOE K COMPOBOIUTEIBHOMY IHCHMY 3asiBJICHHS] O BHECEHHH M3MEHEHHUI: CChUIKa Ha coriameHue (
OLICHKY) YTIOJTHOMOYEHHOT'O OpraHa.

2. OObsicHEeHHs TIPUYMHBI J00aBJIEHUS HOBOro (HOBBIX) HpeRoCTEepexeHus (ImpenocTepexeHnii) moOouHbIX
JeHCTBUI | 3asiBJICHHE TOTO, YTO 0€30IIaCHOCTh IPUMEHEHHUS MperapaTa COXPaHsIeTCs.

3. TlepecmoTpeHHas nmHpOpManusi O JEKapCTBEHHOM Ipenapare (OOHOBJICHHAas KpaTKas XapaKTepHUCTHKa
JIEKapCTBEHHOTO Nperapara, HHCTPYKLHMIO [0 MEAULIMHCKOMY IIPUMEHEHHUIO (JINCTOK-BKIIAJIBIII)).

4. TIOOB wnu nocTperucTpanuoHHbIC HCCIeA0BaHHE OE30IIaCHOCTH, OTPaXKAIOLIHE BHOCHMBIC H3MEHEHHS.

5. BenoMoCTh W3MEHEHHH C yKa3aHHEM IIOCTPOYHO PaCIOJ0XECHHOTO CPaBHEHHs BHOCHMBIX W3MECHEHHH C
YTBEPKACHHON BEPCHUEM.

B.I.3 N3meHenus,

3aKjoyapuecs B

3HaYUMOM HU3MEHEHHUU

o0meil xXapaKTepUCTUKH

JeKapCTBEHHOTO

npemnapara BCJIEACTBUE  YCIOBUSA Tpebyemast nokymenramust Bun mpouemaypst
HOBBIX JAaHHBIX o

KauecTBY, NOKIMHUYECKUM

, KIIMHUYECKUM JIaHHBIM

nnu JaHHBIM
(hapmakoHag30pa
I
9TO M3MEHEHHE HE NPUMEHSETCS, €CIM HOBBIE AaHHBIC ITOJAHBI B COOTBETCTBHH C
m3MmeHerneM B.[.12. B Ttakux ciaydasx u3MeHeHHEe OOIIed XapaKTEepPHUCTHKH
IIpumeuanue:

JIEKapCTBEHHOTO Tperapara, MapKUPOBKH W TOMAAaeT moja chepy NpUMEHEHHS
n3menenns B.1.12.

B.1.4 N3menenue ycnoBuit
OTITyCKa JICKApPCTBEHHOTO Y CIIOBHSA TpeOyemast nokymeHnTanuss Bun npomenypsr
npenapara

a) BocmpousseneHunix (

TUOPHUAHBIX,

OMOaHaJOTUYHBIX )

JeKapCTBEHHBIX

penapaToB mocje 1 1,2,6,7,8 1B
U3MEHEHUSA  yCJIOBUH

OTIyCKa peQepeHTHOTro

JeKapCTBEHHOTO

npenapara



6) WHble npuuymHB | 2,3,4,5 I
U3MEHCHUS  YCIOBUH
OTITyCKa

VYcnosust 1. bezonacHOCTs IpUMEHEHUS TIperapaTa COXpaHsIeTCs

JoxymeHTanus

1. IToxTBepkaeHNEe N3MEHEHUs! YCIOBUI OTIYCKa pedepeHTHOro JIEKapCTBEHHOTO MpernapaTa, NPHI0KeHHOe K
COIIPOBOINTEIHHOMY ITHCEMY 3asIBJICHHSI O BHECCHUH N3MEHEHHH.

2. IlepecmoTpeHHass MHpOpPMaNUs O JEKapCTBEHHOM mpenapare (OOHOBJIEHHas oOmIas XapaKTepHCTHKa

JIEKapCTBEHHOTO TIpeTapaTa, HHCTPYKIHS 110 MEJUIMHCKOMY ITPUMEHEHHIO (JINCTOK-BKIIABIIT ), MADKHPOBKA).

3. OObscCHEHHS MPUYUHBI U3MEHEHUS yCIOBUI OTITyCKa M 3asBJIEHHE TOTO, YTO O€30IMacHOCTh HMPUMEHEHHUS

rpenapara coOXpaHs;eTCsl.

4. JlaHHbIE KIMHUYECKUX UCCIIEIOBAaHNH, OCTPETUCTPALIMOHHBIX NCCIIEIOBAHNUHN; TaHHBIE (h)apMaKOHAA30Da.

5. JIoKyMeHT, NOATBEP>KAAIOIMNN U3MEHEHHE YCIOBHI OTIyCKa B CTPaHE-NIPOM3BOAUTENS (OT PETYISATOPHOIO
opraHa).

6. Jlexmapamyst 0 TOM, 4TO B ITPOEKTAX OOIIEH XapaKTEPUCTHKE JICKapCTBEHHOTO MperapaTa ¥ HHCTPYKIUHU TI0
MEIUIMHCKOMY TIPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (JTrcToK-Biansim) (naree — OXJII u Unctpykmms JIC
) BOCHIPOU3BEACHHOTO, THOPUAHOTO WM OHWOAHAJIOTHYHOTO (OMOMOAOOHOTO) JIEKAPCTBEHHOI'O Mpemnapara

orcyTcTBYIOT oTimuusi ot neiictByromux OXJIII u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)

JIEKapCTBEHHOT'O MpernapaTa, 3a MCKIIOUEHHEM OTIMYMi MH(POPMALUU O MPOM3BOJHUTENE, CPOKE TOJHOCTH,

COCTaBE BCIIOMOTATENIFHBIX BEIIECTB HE3HAUYMMBbIE Pa3INiMs B OMOAOCTYITHOCTH WM (papMaKOKHHETHKE.

7. TloctpouHoe (pacmoyioKEHHOE MapajjielbHO Ha OAHOM JucTe) cpaBHeHue nedctByromux OXJII u

Wnctpyknun JIC opuruHamsHOrO (pedepeHTHOro) JiekapcTBeHHoro mnpemnapara ¥ npoektoB OXJII wu

Wuctpykiun JIC BoCIpon3BEeICHHOTO, THOPUIHOTO WIH OMOAHATOTHYHOTO (OMOMOIO0HOT0) JIEKAPCTBEHHOTO
rpenapara ¢ BbIZIEJICHUEM H 000CHOBAaHNEM BCEX OTIMUHH.

8. BemoMoCTh M3MEHEHMH C yKa3aHHEM ITOCTPOYHO PACIIOIOXKEHHOTO CPABHEHHS BHOCHMBIX M3MEHEHHH C

YTBEPKACHHON BEPCUEM.

B.I. 5 MWsmenenue (
W3MEHEHUs)  IoKa3aHus(

. YcaoBus TpebyeMas qokyMeHTauuss Bu npouenypsl
MOKa3aHUK) K ey 4 P P
TIPAUMEHEHHIO
a) Bxmrouenue HoOBOTO
MMOKa3aHMS K IPUMEHEHUIO

P 1,2,3,4,5,6 11
WM W3MCHCHHE paHee
010OpPEHHOTO
0) MckiroueHne moka3aHus
) 1 1,2,4,5,6 1B

K MPUMECHCHHUIO

YcnoBus

1. BezomacHOCTh MPHMEHEHHWs IIpenapara COXpaHSIeTCs W IMOATBEPXKIACTCS ITAHHBIMH PETPOCIICKTHBHBIX
HCCIEN0BaHM, KIMHUYECKON 0€30IIaCHOCTH 1 KayecTBa.

2. be3omacHOCTh NUPHMEHEHHS TIperapaTa COXPaHSACTCS W MOATBEPKIACTCS MaHHBIMH KIMHAYECKUX
WCCIIeTIOBaHUH, KIIMHUYEeCKor Oe3omacHOCTH. [IpeacTaBisercss MX MOATBEP KICHUSI.

JoxymeHTanus

1. OObsicHeHUs1 MPUYMHBI yJaJleHUsT WIM A00aBICHHUS MOKa3aHMs M 3asiBIIEHHE TOTO, YTO OE30MaCHOCTb
TIPUMEHEHHS IPOYKTa COXpaHsETCs.

2. OGHoBieHHast 00mIas XapakTepUCTHKA JIEKAPCTBEHHOIO Ipenapara, MHCTPYKLHUS I10 MEJUIMHCKOMY
TIPAMEHEHHFO (JINCTOK-BKIIA/IBIII).

3. JlaHHBIE KIIMHUYECKUX MCCIIEA0BaHMUI, TOCTPETHCTPAIMOHHBIX UCCIIEI0BaHN; TaHHBIE (hapMaKoHaI30pa.

4. Jlexiapanusi 0 TOM, 4TO B NPOEKTax OOIIelH XapaKTepHUCTHKE JIEKAPCTBEHHOTO IperapaTa ¥ HHCTPYKIHHU 110
MEIUIMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHOTO cpenicTBa (JIucToK-BKiIaasi) (qanee — OXJII u Mucrpykuums JIC
) BOCIPOHW3BENEHHOTO, THOPUIHOTO WM OHOAaHAIOTHYHOTO (OMOMOJ0OHOTO) JIEKapCTBEHHOTO IIpemapara
orcyTcTBYIOT oTinmuus ot pAeiictByromux OXJIIT m Muctpykmum JIC opurmHambsHOTO (pedepeHTHOro)



JIEKapCTBEHHOT'O IpernapaTa, 3a MCKIIOUYEHHEM OTIMYMH MH(POPMALUU O MPOU3BOJHUTENE, CPOKE TOJHOCTH,
COCTaBE BCIIOMOTATEJIFHBIX BEIIECTB HE3HAUYUMBbIE Pa3IN4Ms B OMOAOCTYITHOCTH WIIH (PapMaKOKHHETHKE.

5. TlocTpouHoe (pacroyio)keHHOE MapajuleJbHO Ha OJHOM JHcTe) cpaBHeHHe apedcTByrommux OXJIT u
Wnctpyknum JIC opuruHamsHOTO (pedepeHTHOro) JekapcTBeHHoro mnpemnapara u npoektoB OXJII wu
Wuctpykmun JIC BocIpon3BEeIeHHOTO, THOPUIAHOTO WM OMOAHATOTHYHOTO (OMOMOIO0HOT0) JIEKapCTBEHHOTO
Ipenapara ¢ BbIAEIEHHEM U 000CHOBAaHUEM BCEX OTIHMUHH.

6. BenomocTh M3MEHEHHH C yKa3aHHEM IOCTPOYHO PACIIOJIOKEHHOTO CPaBHEHHUS BHOCHMBIX M3MEHEHHUH C
YTBEPKACHHON BEPCUEH.

Ecnmu nobGaBnenne wnyM M3MEHEHHWE NOKa3aHMS K IPUMEHEHHIO MPOUCXOANT
BCJICAICTBHE pEaM3allM 3aKJIOYCHHs JKCIEPTHOIO KOMHTETa MM W3MEHCHUIt
nH(bOpMAIIUN O JIEKapCTBEHHOM IIperapare BOCIPOW3BEIEHHOTO (THOPUAHOTO,

IIpumeuanue
0HMOaHAJIOTHYHOI0) JIEKapCTBEHHOT'O IIperapara IOcjie JKCIEPTHU3Bl TOTO JKe
H3MeHeHHs! peepeHTHOro JEeKapCTBEHHOro Mpenapara, MPUMEHSIOTCS H3MEHEHUs
B.I.1 cooTBeTCTBEHHO.

B.1.6 Uckmrouenwne: YcmoBus Tpebyemast nokymenramust [Iporenypa

a) JIeKapCTBEHHOH (opMbI 1,2,3,4,5 1B

0) DO3UPOBKH 1,2,3,4,5 1B

JoxyMmeHTanus

1. Jlexmapanus, 4yto octaBiiascs (octaBimecs) (opma(popmbl) BbIMyCKa MOCTATOYHA(AOCTATOYHBI) IS
BBITIOJTHEHHSI PEKOMEHAAIMI 10 JO3UPOBAHUIO U JUTUTEILHOCTH JICUCHUS, ONIMCAHHBIX B OOIIEH XapaKTepuCTHKE
JIEKapCTBEHHOTO IIpenapaTa.

2. [lepecmoTpeHHast HHGOPMAIIHS O JIEKAPCTBEHHOM Ipenapare.

3. lexnmaparusi 0 TOM, 4TO B IIPOEKTaxX OOIIel XapaKTepUCTHKE JIEKApCTBEHHOTO Ipernapara U HHCTPYKLIUHU 10
MEIUIMHCKOMY IPUMEHEHHIO JIEKApCTBEHHOT O cpecTBa (JrcTok-BKiazpi) (nanee — OXJIII n Unctpykuus JIC
) BOCHPOW3BEACHHOTO, THOPHUIHOTO MM OHOaHAIOTMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIperapara
orcyTcTBYIOT oTimuust oT neiictBytommx OXJIIl u HWuctpykumm JIC opurnnaneHOro (pedepeHTHOro)
JIEKapCTBEHHOTO MpenapaTa, 3a MCKIIOUYEHHEM OTIMYMH MH(POPMALUHU O MPOU3BOJHUTENE, CPOKE TOIHOCTH,
COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYNUMBbIC Pa3IN4Hs B OMOAOCTYITHOCTH WM (PapMaKOKHHETHKE.

4. Tloctpounoe (pacmojIO’KEHHOE MapajlIelbHO Ha OXHOM JHcTe) cpaBHeHme neiictByromux OXJII u
Unctpykiuu JIC opuruHamsHOro (pedepeHTHOro) JiekapcTBeHHoro mnpenapara u npoektoB OXJII wu
Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOIO MM OMOaHAIOrHYHOTO (OHMONOZO0OHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICIEHHEM 1 000CHOBAaHHUEM BCEX OTIIHMYHH.

5. BeroMoCTh M3MEHEHHH C yKa3aHMEM IOCTPOYHO PACIOJIOKEHHOI'O CPaBHEHMSI BHOCHUMBIX M3MEHEHHH C
YTBEPXKIECHHON BEPCHEH.

Ecom paccmarpuBaemass InekapcTBEHHass (opmMa WIHM JO3HpPOBKA OblTa

3aperucTpUpoOBaHa B BUJIE OTJEIBHOTO JIEKAPCTBEHHOTO Mpernapara, TO UCKII0UeHUE
IIpumeuanue . .
TAaKOU J'IeKapCTBeHHOI/I q)OpMI)I NnJIn [lOSI/IpOBKI/I 6yueT CUUTATBCA HEC BHCCCHUCM

H3MeHeHPII>i, a U3BATHEM U3 06paIHeHI/IH.

B.I. 7 BBenenune wuau

U3MEHEHHE  pe3loMe

cucteMsl (hapMaKkoHaI30pa

JIEKapCTBEHHOTO YcnoBust Tpebyemast nokymenTarusi Bun mporeaypbt
npemnapara JUTS

MEJUIUHCKOTO

npuMeHeHus (*)

a) Bseaenune pesome
cucTeMbl (hapMakoHa3opa,
HU3MEHEeHUH
YIOTHOMOYEHHOTO JIHIIA
mo QapmakoHam3opy (
BKJIIOYAas KOHTaKTHYIO



nHpopManuio) u (MIH) 1,2,3,4,5 IB
H3MCHCHHE

MECTOPaCIIOIOKECHHS

MacTtep-Qailiia cHCTeMBI

(hapmaxoHaa3opa (manee -

M®CD)

JoxymeHTanus

1. Pe3toMe cucTembl papMakoHAA30pa WK 0OHOBICHHE 3HAYAMBIX SJIEMEHTOB (COOTBETCTBEHHO):
[MoaTBepxkaeHUE TOTO, YTO YCIYTOMONyYaTeldh UMEET B CBOEM PACHOPSDIKCHHH YIIOJIHOMOYEHHOE IIHIIO,
OTBETCTBCHHOE 32 (PapMaKOHAA30D, U YTBEPIKICHHE, TIOANMCAHHOE YCIYTOIOIY9aTelIeM, YTO YCIYTOMoIyJaTeahb
o0amaeT HEOOXOIMMBIME CIIOCOOAMH BHITIOHEHHS 3a7ad U 00SA3aHHOCTEH B COOTBETCTBHHU C YCTaHOBICHHBIMH
TpeOOBaHMSMH JIEHCTBYIOIIETO 3aKOHOATENbCTBA B cepe oOpaiieHus IeKapCTBeHHbIX cpeacTB. KoHTakTHas
uHpoOpMaIKs YIOTHOMOYCHHOTO Jinia o (dapmakoHam3opy PK, B KOTOphIX pacmonaraercs yrmoJIHOMOYCHHOE
JIUIIO TT0 (hapMaKOH30PY U BBIIOIHSET CBOM 3aaa4un Mecropacnonoxenue MOCD

2. Homep MOCD (ipy HaIuuum).

3. Komust AOroBOpPHBIX B3aMMOOTHOLICHHM MEXIy JAepXaTelleM pEerucTpPalioHHOTO YAOCTOBEPEHUS H
opraHu3anueil OTBETCBTEHHOMW 3a (hapMakoHaa30p Ha Tepputopun PecryOiuku Kaszaxcran (opraHu3anuu Ha
tepputopun Pecryonmku Kazaxcran, mpuHUMAIOMIeH TpeTeH3UH (TIPSTIOKCHHS) 10 Ka4eCTBY JIEKAPCTBEHHBIX
CPEeICTB OT MOTpeOWTEeNe W OTBETCTBEHHOW 3a MOCTPETHCTPAIMOHHOE HAONIONeHHE 3a 0e3011acHOCTHIO
JIEKapCTBEHHOTO CPEJICTBA)

4. IlepecmoTrpeHHas: nHGOpMAIHA O JCKAPCTBEHHOM IIperapare.

5. BemomocTs M3MEHEHHUI C yKa3aHHEM IIOCTPOYHO PACIOIIOKEHHOTO CpPaBHEHHS BHOCHMBIX M3MEHEHHWH C
YTBEPKACHHON BEPCUEM.

JlanHOoe mM3MeHeHHe oxBaThiBaeT BBejeHHe M®PCOD He3aBHCMMO OT HaIW4Hs B
TEXHUYECKOW YaCTH PEruCTpPallMOHHOTO jgochke IloapoOHOro ommcaHusi CUCTEMBI
(apmakoHa3nopa. Vi3aMeHeHUsI KOHTAKTHOTO JIMIA 1O (apMaKOHAI30pPY, BKIIOUAs
KOHTaKTHYIO HH(popMaImro (HoMepa Tene(oHOB U (pakcoB, HOYTOBBIN aJipec U ajipec
AJIEKTPOHHOM TOYTHI) U W3MEHEHUs MectopacnoioxeHnss MOCO (ymuma, ropof,

[Ipumeuanue: WHJIEKC, CTpaHa) JOMyCKaeTcss OOHOBJISTh MCKITIOYUTENBHO MOCPEACTBOM Peectpa
Pecniyonuku Kaszaxcran (0e3 HEOOXOAMMOCTH BHECCHHsI H3MeHeHui).Eciu
Jiep)KaTeab pPErucTPaloOHHOTO YJOCTOBEpEHHs IpHOeraer K BO3MOXKHOCTH
0OHOBJIEHUs YIIOMSHYTOH BBIIIEe HH(pOPMAIMK NocpeacTBoM Peectpa PecryOnmkn
Kazaxcran, oH yKa3bIBaeT B PErHCTPallMOHHOM JOChE, YTO OOHOBIIEHHAS
nHpOpMaNus 3TUX JaHHHIX BKIoYeHa B Peectp PK.

B.I. 8 HW3meHneunue
CYyILIECTBYIOIIEH CHUCTEMBI
(hapmakoHa30pa COTIIACHO
oApOOHOMY OIIHCAHHIO
CUCTEeMBI (hapMaKoHaI30pa
(manee - [IOCD)

VYcnosus TpeOyemast nokymeHTauusi Bun nponenypst

a) N3meHneHue

YIIOTHOMOYEHHOTO JIHIa

mo ¢apmakoHam3opy, u (

1781079 KOHTAKTHOM 1 1 1A
uHpopManuu, u (WIH)

npoueaypsl

pe3epBUPOBAHUS

06) Wsmenenue 0a3bl
JAHHBIX 0€30MacHOCTH U (
WJIn) OCHOBHBIX
KOHTPAKTHBIX COTJIAIICHUN
B IIEJIIX BBIMOJHEHHUS



(apMaKkoHaI30PHBIX 1,2,3 1 IA
00s13aTenbcTB U (WIIH)

W3MEHEHHE  MeEcCTa

NMPOBEIECHUS

dhapMakoHaI30pHOM

JIeSITeTTbHOCTH

B) UWHble wu3MeHeHUs
TIOC®, ne Baugromme Ha
(G YHKIMOHHpPOBAHUE
cucTteMsbl (hapMaKkoHaI30pa
(Hanpumep, H3MEHCHHUE
MECTOTOOXKCHUS
rJIaBHOrO xpanuiuma (
apxmBa),
aIMUHUCTPATHUBHBIC
W3MEHEHHS)

r) BHeceHne u3MeHeHU B
[NOC® mno pesympraTam
skcneptu3sl  [IOCO
JIPYTOro JIEKapCTBEHHOTO
mpemnapata TOTO e
nepxarens PY

1,2 1A

Ycnosus

1. Cama cucrema (hapMakoHa30pa HE H3MEHSCTCH.

2. Cucrema 6a3bl JaHHBIX TPOIIJIa BUTHAALMIO (€CIIN TIPUMEHHUMO).

3. IlepeHoc TaHHBIX U3 IPYTUX CHCTEM 0a3 IaHHBIX BAIMAMPOBAH (€CIIN IPUMEHHUMO).

4. Te xe uzmenenus: B [IOC® BBeneHsl Al BCeX JIGKAPCTBEHHBIX IPENapaTroB TOTO ke aepxkarens PY (
onmHaKoBas okoH4aTenbHas Bepcust [IOCD).

JoxyMmeHTanus

1. Tlocnenuss Bepcus [IOCO u, ecau NpUMEHNMO, TOCIEAHSS BEPCHS MpenapaT-Crequ(UIHOTO AOTOTHEHHUS.
OHHM B OTHOILIICHUH N3MEHEHHS KBATN(HUIIMPOBAHHOTO JHIIA 110 (hapMaKOHa[30py BKIIOYAET:

a) KpaTKyto Ororpaguio HOBOIO YIIOJHOMOUYEHHOTI'O JIKIa 1Mo (hapMaKoHaI30py,

0) HOBOE TIOJIOKEHHUE JepKaTels M YIOTHOMOYSHHOTO JIMIA 1o (apMakoHaa30py 00 MX CIIOCOOHOCTH M MYyTIX
YBEAOMIJICHUS O HECKCIIATC/IbHBIX PEAKIUAX, TOATIMCAHHOC HOBBIM YIIOJITHOMOYECHHBIM JIMIIO 11O q)apMaKOHa,uSopy
U JIepXKaTesieM, U OTpakalolllee OCTaIbHbIE BBITEKAIONINE U3MEHEHHs, HallpuMep, B OPraHU3allMOHHON CXeMe.
Ecnmu ynomHoMoveHHOe JHIo 1o (hapMakoHaA30py M (MiIM) KOHTAaKTHast HH(OpManus yIoJHOMOYEHHOTO JIMLA
no QapmakoHan3opy u3HadanbHO He ObUIM BKmModeHB! B I[IOCD mmm [IOCP He cymecTByer, mojada
niepecmotperHoro [IOC® He Tpedyercs, HEOOXOAMMO MPENCTABUTH TOIBKO (POPMY 3asBICHUS.

2. Ccputka Ha 3asBJieHAE (MIPOIEAYpPY) U JCKApCTBEHHBIN Mpernapar, B OTHOIIEHINH KOTOPOTO M3MEHEHUs ObLIH
010OpEHBI.

B.I. 9 3meneHne 4acTOThI
u (Wau) nmatel TOJadH
[TOOBb nexapcTBEHHBIX

Vcenopus Tpebyemas qokyMeHTauuss Bun npouenypsl
npemapaToB A peby HOKY A mpoueyp
MEJIUIUHCKOTO
PUMEHEHHS

1 1,2 IA

VYenosus 1. 3menenue gactoTsl U (Wian) natel nojgaun [IOOB cormacoBaHo HAIMOHAIBHBIM YIIOJTHOMOYEHHBIM
OpTaHOM.



Joxymenranus 1. IlpunosxeHHOE K COIPOBOUTENLHOMY NMUChMY 3asBICHUS O BHECEHUH U3MEHEHMI: CChUIKA Ha
COTJIallIeHNE YIIOJTHOMOYEHHOTO OpTaHa.
2. IlepecmoTpennas yacrora u (nn) nara nogauu [I0OB.

JaHHOe M3MEHEHHEe MpuMeHsdercs, Jaumb ecau nukia IIOOb ykaszaH B
[Mpumeyanue PErHCTPAIIMOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIMHU OT yKa3aHUsI CCHUIKU Ha TIepeYeHb
OTYETHBIX JIaT, ¥ Ipu HeooxoaumoctH nmojgauu [T10OB.

B.1.10 BBegenue wunn

HU3MEHEHUsI 0053aTeNbCTB U

YCIOBUM perucrpauuu, Y CiaoBHs Tpebyemast nokymenraiust Bun mpouemypst
BKJIIOYAs IIJIaH YIIPaBJICHHUS

puckamu

a) Peanuzanusa

bopMyIHpPOBKH,

COrJacoOBaHHOU c 1 1,2,3 1A
YIIOJTHOMOYEHHBIM

OpraHoM

0) Peanmzanmst n3MeHeHUH,

Tpebyrouux

npeJacTaBICHUS

nepxateneM PY HoBBIX

JIONOJTHUTEIbHBIX JaHHBIX, 11
HY XA IIHXCs B

DKCIEPTH3E

YIIOJTHOMOYEHHBIM

oprasom (*)

VYcnosus 1. 3meHeHue peanu3yeT neiicTBre, 3aTpeO0BaHHOE YIIOJTHOMOYCHHBIM OPTaHOM, M HE TpeOyeT moqaun
JIOTIOTHUTEHHBIX CBEICHUH U (WJIH) JajdbHEUIIeH SKCTIePTH3HL.

Joxymenrarus 1. IIpuioskeHHOE K COITPOBOIUTENFHOMY NMUCHMY 3asBJICHHS O BHECEHUH M3MEHEHMH: CChUIKA Ha
COOTBETCTBYIOIIEE pelleHHe YIIOJTHOMOYEHHOIO OpraHa.

2. IlepecmoTpeHHas HHGOPMALHS O JIEKAPCTBEHHOM Ipernapare.

3. BenomocTh M3MEHEHHH C yKa3aHHEM IOCTPOYHO PACIIOJIOKEHHOTO CPaBHEHUS BHOCHMBIX MU3MEHEHUWH C
YTBEPKJICHHOH BepCHEH.

9TO U3MCHEHHE OXBATBHIBACT JIMIIb CHTYAIMIO, B KOTOPOW BBOAMMOE M3MEHECHHUE
3aTparuBaeT HMCKIIOYUTEIHHO YCIOBHS WM (WIHM) 00S3aTeNbCTBA PETHUCTPAILIHU,

IIpumeuanue
BKJIIOYAsl IJIaH YNpaBlIeHHS pPHUCKaMH W YCIOBUS U (MJIH) o00s3aTelbCcTBa
perucTpauii Ipu UCKIIIOYNTEIbHBIX OOCTOSTENBCTBAX U YCIIOBHOW PETUCTPALIUH.
*) BBE/ICHHE TUIAHA YNIPABJICHUS PHCKaMH, 3aTpeO0OBaHHOE YIIOJIHOMOYEHHBIM OPT'aHOM,

Bceraa TpeOyeT CYIIECTBEHHOH SKCIIEPTU3BL.

B.I. 11 Bxirouenue uiu
HCKJIIOUEHUE YEpHOIro
CHUMBOJIa UIu
TIOSICHATENBHBIX YKa3aHUH
B OTHOWIICHUU
JIeKapCTBEHHBIX VYcnoBus TpebGyemast mokymeHTalys Bun mporeaypsl
IpenaparoB, BXOIAIIUX B
NepeyveHb JIEKapCTBEHHBIX
NpenaparoB, MOANEKAIUX
JIOMOTHUTEIILHOMY
MOHHUTOPHHTY

1 1,2,3,4,5 IA



Vcnosus 1. HCKapCTBeHHHﬁ npernapar BKIIOYCH WJIW HUCKIIOYUCH U3 IMEPCUHA JICKAPCTBCHHBIX IPEIapaToB,
noJIe)KamurX AOMMOJIHUTCIIBHOMY MOHUTOPHUHTY (COOTBeTCTBCHHO).

JoxyMeHTanus

1. IIpunoxxeHHOE K CONPOBOIUTEIBHOMY NMUCHMY 3aABICHUS O BHECCHWM HM3MEHEHHI: CChUIKA Ha IEPEUCHb
JIEKapCTBEHHBIX MpenapaToB, MOAJIESKAIINX JOOTHUTEILHOMY MOHUTOPHHTY.

2. IlepecmoTpeHHas uHGpOpMAIHUs O JIGKAPCTBEHHOM IpemnapaTe (0OHOBJIEHHas oOIIas XapaKTepUCTHKA

JIEKapCTBEHHOTO NpemnapaTa, HHCTPYKIHS [0 MEAUIUHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIA/IBII)).

3. lexnmaparust 0 TOM, 4TO B IIPOEKTax OOIIel XapaKTepHCTUKE JIEKapCTBEHHOTO Ipemnapara U HHCTPYKLIUHU 10
MEIUIUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO cpeacTBa (JucTok-BKiaapii) (nanee — OXJII u Uuctpykuus JIC
) BOCHPOW3BEACHHOTO, TMOPUIHOTO WM OHOaHAIOrMYHOTO (OMOMOJOOHOT0) JIEKAPCTBEHHOTO IIpernapara

orcyTcTBYIOT oTimuusi oT neiictBytommx OXJIIl u HWuctpykumm JIC opurnnaneHOro (pedepeHTHOro)

JIEKapCTBEHHOTO MpemnapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMALUN O MPOU3BOJHUTENE, CPOKE TOXHOCTH,

COCTaBE€ BCIIOMOTATEJIbHBIX BEIIECTB HE3HAUYNMBbIE Pa3INIHs B OMOAOCTYITHOCTH WM (PapMaKOKHHETHKE.

4. Tloctpounoe (pacmojIO’KEHHOE MapaylIelbHO Ha OXHOM JHucTe) cpaBHeHme neiictByromux OXJII u

Unctpykiuu JIC opuruHansHOro (pedepeHTHOro) JiekapcTBeHHoro mnpenapara u npoektoB OXJII wu

Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATOrMYHOTO (OMONOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIACJIEHHEM H 000CHOBAaHHUEM BCEX OTIIMYHM.

5. BeroMoCTh M3MEHEHHH C yKa3aHMEM IMOCTPOYHO PACIOJIOKEHHOI'O CPaBHEHMSI BHOCHUMBIX M3MEHEHHH c

YTBEPKJICHHON BEPCHEH.

aHHO€ W3MEHEHHE OXBATHIBACT CHUTYAlHIO, TPH KOTOPOW BKIIOUCHHUE WIH
HCKIIIOUYEHHE YEPHOTO CUMBOJIA WIIH TIOSICHUTEIBHBIX YKa3aHWA HEe TTPOU3BOIUTCS B
IIpumeuanue . .

paMKax Apyroi peryasTOpHOUN Mpoleayphl (HampuMep, MpoLeayphl MPOJJICHHS I

M3MCHCHHS, 3aTParuBaroIcii HHPOPMAIIUIO O JICKAPCTBECHHOM TIpernapare).

B.1. 12 IIpoune n3MeHeHHS
, HE OIIMCaHHBIE B APYTUX
paszenax HAacTOSIIETO

JlononHeHwus1, B TOM 4uciie

U3MEHEeHUE TUna
JEeKapCTBEHHOT O
npemapara, Ycnosus TpeOyemast nokymeHnTanus Bun nponenypsr

3apEruCTPUPOBAHHOTO B
Pecnybnuke Kazaxcran,
BKJIIOYAOMUX Moaavy

uccienoBaHUuM
YIOJTHOMOYEHHOMY OpraHy
*)
I
€CNM HKCHEPTHU3a YNOTHOMOYEHHBIM OpPraHOM IMOAAHHBIX AAHHBIX MNPUBOAHUT K
N3MEHEHUIO OOIIeH XapaKTepHCTHKH JIEKAPCTBEHHOTO IIperapara, MapKHpPOBKH,
ITpumeuanue

JIAHHBIM W3MEHEHHEM OXBATBIBAIOTCS COOTBETCTBYIOLIME MOMPABKH K OOLIei
XapaKTEePUCTHKE JICKAPCTBEHHOTO Tperapara, MapKHpOBKe.

JlanHOE M3MEHEHNE HEe MPUMEHSETCS K U3MEHEHUSIM, KOTOPBIE MPUHSTHI B KAYECTBE
* n3MeHeHU [B THITa Mo yMONTYaHUIO B COOTBETCTBHH C JIFOOBIM APYTUM Pa3IeIIOM
Hacrosero JlonomHexHus.

B.I. 13 13menenue, Tpebyrolee HOBOI perucTpaliy JICKAPCTBEHHBIX CPEICTB:
1) m3meHeHne uin Jo0aBIIeHIEe HOBOH TO3MPOBKH (AKTUBHOCTH);

2) u3MEHEHHE WK J00aBICHHE HOBOM JICKAPCTBEHHON (POPMBI.
[lepeueHp JOKYMEHTOB, IPEIOCTABIAETCS COTIIACHO NpmiIokeHusM 14 u 15 nacrosmux [IpaBui.
[punoxenne 17 k npaBwmiIamMm

pETHCTpaIH JIEKapCTBEHHbIX
CPEICTB U METUIIMHCKUX



1. HpOBC,I[eHa Ha4aJIbHasd S3KCIIEPTHU3a JICKAPCTBEHHOT'O CPEACTBA

1)
2)

@®.1.0. (mpu ero HANWYIAN) IKCIIepTa

JloixHOCTB 3KCnepTa

2. Nadopmanus o 1eKapcTBEHHOM CPEJICTBE

)
2)
3)
4
5)
6)
7)

3. YnakoBka

Ne

)
2)

Howmep u nara 3asBku

TOpI‘OBOG HaMMCHOBAHUC IperiapaTa

MesxayHapoaHOE HemaTeHTOBaHHOE Ha3BaHKe (nanee — MHH)

JlekapcTBeHHas opma
Ho3upoBka
Konuentpanuust

Crioco0 BBeneHUs

Bun ynaxkoBku (mepBuYHasd,
HanMeHoBaHue ynakoBK1
BTOPHYHAs)

4. JlanHbIe O MPOU3BOAUTENE

Ne

2.1
2.2

Turm opraHu3aIy WK YIaCTOK
HauMeHoBaHue opraHu3anuu
MPOU3BOJICTBA

IIpoussonurens
VYakoBIIUK
IlepBuunas
Bropuunas

IIpousBonurens,
OCYILECTBISIIOIUNA KOHTPOIb
KauecTBa

[IpousBonurens,
OTBETCTBEHHBIH 3a BBIINYCK
cepuit

Jepxarenb perucTpauoHHOTO
YOCTOBEPEHHS

5. Ilopsanok oTnycka

)]

YcnoBust oTmycka:(He00X0JMMOE OTMETHTH ) 0 PEIenTy
0e3 perenra

U3JIEIU 10 NPUHIUITY
"enuHoro oxHa"

OTueTt HaYaIBLHOM OKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA

O0Bem

Crpana

KonnuecTBo
eINHUIl B
YIaKOBKe

IOpunuyeckuit
azpec

6. B Peciybonmke Kasaxcran moj ykasaHHBIM TOPTOBBIM HAMMEHOBAaHHWEM paHEe 3apeTrHCTPUPOBAH IPYTOit
JIEKapCTBEHHBIN MpemnapaT ¢ IpyruM COCTaBOM aKTHBHBIX BEILECTB

)

HCT
Ja



7. OHGHKa MOJIHOTBI, KOMIUICKTHOCTU PETrUCTPAIUOHHOTO JOCHE U NPAaBUJIBHOCTH Oq)OpMJ'ICHI/ISI MMpeACTaBJICHHBIX
JAOKYMCHTOB

Jlocke chopMUpOBaHO MO pasaenam, CTPAHHIIbI
1) MPOHYMEPOBAHbI, ONHCh JOKYMEHTOB HET
COCTaBJICHA na

2) KoMmimekT JOKyMEHTOB COOTBETCTBYET
HET
YTBEPKACHHOMY MEPEUHIO
Ja

Hanuane nBeTHBIX MakeTOB YHMaKOBOK M (aKT
3aBEPEHUs] UX TMOANHUCHIO yCIyTOIOIydaTes,
COOTBETCTBHE YIIAKOBKH JIEKAPCTBEHHOTO
mpemnapara cornacHo [IpaBmiaM MapKUPOBKH
JIEKApCTBEHHBIX CPEICTB U MEIUIIMHCKUX
3) U3JeNUH, YTBEPKACHHBIM NPHKa30M MUHUCTpa HET

3npaBooxpanenus PecnyOmuku Kazaxcran oT  pa
27 smBaps 2021 toma Ne KP JCM-11 (
3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
pEeTUCTpallid HOPMAaTHUBHBIX IIPABOBBIX aKTOB
mox Ne 22146) (nanee - [IpaBuia MapKUpOBKH).

Texcr MapkupoBKH 00pa3loB MaKeToB
4) YIAaKOBKH, 3TUKETOK, CTHKEPOB COOTBETCTBYET HET
[IpaBunam MapKupOBKH. na

8. Onenka cocraBa JIEKapCTBEHHOTO Tpernapara

Hanuuue B cocTaBe JiekapCTBEHHOTO Mperiapara
1) 3alpelIeHHbIX KpacuTeled W APYrux  HeT
BCIIOMOT'aTeIbHBIX BEIIECTB na

Hanmuue B cocraBe JICKapCTBCHHOT'O MpeTiapara
2) BCHICCTB, MOJYYCHHBIX U3 KPOBH, OPTaHOB U HET
TKaHEH deI0BeKa U KUBOTHBIX a

Hanuune B cocraBe HAPKOTHYECKHX CPEACTB,
3) IICUXOTPOIIHBIX BEIIECTB M MPEKYPCOPOB (P HET
HaJIMYUH yKa3aTh TaOnuiy, Mo3uIuIo) na

9. OHCHKa Ha3BaHUWA JICKAPCTBCHHOT'O MIpeIriapaTta Ha NPpEAMET OTCYTCTBUSA B HCM:

CXOJCTBO C paHEe 3aperuCTPUPOBAHHBIMU
1) JICKapCTBCHHBIMH TIpenapaTtaMd M CJIOB C HET
HeO1aro3ByYHBIMHU BBIPAKCHUSMHU na

CIIOCOOHOCTH BBECTH B 3a0dyXICHHE
2) OTHOCHUTEIBLHO UCTUHHOIO COCTaBa W NEHCTBUS HET
mpernapara na

cxonctea MHH u (unu) cxomHble ¢ HUMH
3) Ha3BaHUS JUIsl JIGKApCTBEHHOIO Ipemapara HeT
JIPyroro XMMHYECKOI0 COCTaBa WM ACUCTBUSL  na

10. Omenka cBeneHnit 0 (hapMaKOIOTHISCKOM JEHCTBUH JICKAPCTBEHHOTO Iperrapara

CoOTBETCTBUE CTPYKTYpPHI M O(QOpPMIICHHUS
WHCTPYKIMHU M0 METUIIUHCKOMY MPUMEHEHUIO
JICKapCTBEHHOr'0  Mpemnapara HOPSIKY

cocTaBleHHUsI U O(QOPMIICHUS MHCTPYKIHA TIO
MEIUIMHCKOMY TMPUMEHEHHIO JIEKapPCTBEHHBIX
CPEeACTB M MEIUIWHCKUX H3ACIUN, oO0men



1) XapaKTepUCTUKE JICKApCTBEHHOTO CPEICTBA
OTIPEIEISIEMOT0 YIIOTHOMOYEHHBIM OPTaHOM B
COOTBETCTBHH C TyHKTOM 4 cratbm 242
Kogexca "O 3mopoBhe Hapoma W CHUCTEME
3paBOOXpaHeHus" .

11. OHCHKa HOPMATUBHOI'O JOKYMEHTA IO KOHTPOJIIO Ka4€CTBa U 0€e30IMacHOCTH JICKapCTBCHHOT'O CPCACTBA

CoOTBETCTBHE CTPYKTYPBl HOPMAaTHBHOTO
JIOKYMEHTa II0 KauecTBY M O€30IIacCHOCTU
ITpaBunam pa3pabOTKH HPOU3BOJAUTENEM
JIEKapCTBEHHBIX CPEACTB U COTJIACOBaHHS
roCyJapCTBEHHONW HKCHEPTHON OpraHu3anueit
HOPMAaTHUBHOTO JOKYMEHTa IO KadecTBY
1) JIEKapCTBEHHBIX CPEACTB MpPH DSKCHEPTH3E
JIEKapCTBEHHBIX CPEJACTB, YTBEP)KIECHHOTO
npuka3oM MuUHHCTpa 3ApaBOOXpaHEHHUS
Pecnyonuku Kazaxcran ot 16 despans 2021
roga Ne KP JICM-20 (3apeructpupoBaH B B
Peectpe TOCYmapcTBEHHOW pETHUCTparuu
HOPMATHBHBIX IPaBOBHIX aKkTOB o Ne 22228).

11. 3akmroueHus:

OTKa3aTb B ,Z[aJIBHCI;‘ILHCI)’I OKCIICPTU3C (C

)]

000CHOBaHHEM)

2) MPOAOIIKUTH IKCIIEPTURY

PykoBoguTenb CTpyKTypHOIO MOApa3aeaeHus

noanuck ®.N.O (ripu ero HAIMYUN )

DKcnept
noanuck .1 .O (pu ero HaIUUUN)
Jlara
[Ipunoxenue 18 k nmpaBuiam
peTHCTpaIH JIEKapCTBEHHBIX
CPEACTB ¥ MEJULIUHCKUX
W3AENIUN 110 TPUHIUITY
"enuHOrO OKHA"
®opma

Otuer HavaIBHOM SKCIECPTU3H H3MEHEHHHM, BHOCHMBIX B PETHCTPAaIMOHHOE HOCHE

JIEKapCTBEHHOT'O CPEACTBA

1. HpOBeneHa Ha4daJIbHasA SKCIECPTU3a PISMCHGHI/Iﬁ, BHOCHUMBIX B PETUCTPALIMOHHOC JT0CHE JICKAPCTBEHHOTO

cpezacTBa
1) @®.1.0. (mpu ero HANHYHH) IKCIIepTa
2) JloJkHOCTB SKCnepTa

2. 3asBIICHHBIC H3MECHCHUS SIBIISIIOTCS:

tina I: tTuma I A, tumma I b

Vka3arb BHOCHMBIC
N3MCHCHUA



Tumna II

3. Nadopmarus o IeKapcTBEHHOM CpPE/ICTBE

D)
2)
3)
4
5)
6)
7)
8)
9

4. YakoBka

Ne

1)
2)

Howmep u nara 3asBku

ToproBoe HaMMEHOBaHUE TIpeTIapara
MexayHapo HOE HEaTCHTOBAHHOE Ha3BaHUC
JlexapcTBeHHast popma

Jlo3upoBka

KonuenTpauus

Crioco0 BBemeHUS
Opranu3anus-Ipon3BOIUTENb

Ne perucTpaliMOHHOTO Y0CTOBEPEHHS

Bung ymakoBkm  (
MmepBUYHASA, O6bem
BTOpHYHAs)

HanmMmenoBanue
YIaKOBKH

5. laHHbBIE O IPOU3BOIUTEIIE

Ne

2.1
22

Tun opranuzanuu
HanmenoBanue

HIW  y4acTOK Crpana
OpraHu3aLix
MIPOM3BOJICTBA

[IpousBonurens
YnakoBIiuk
IepBuunas
Bropuunas

[IpouszBoauTens,
OCYIIECTBISIOIINM
KOHTPOJIb Ka4eCTBa

IIpousBoaurens,
OTBETCTBEHHBIM 3a
BBIITYCK CEepHii

Hepxartenp
PEeruCTpaoHHOTO
YIOCTOBEPEHHUs

6. [lepeueHb BHOCUMBIX U3MEHEHUIT

)]

HaumenoBanue

Crapas pegakaus Hogas penakius

JOKYMEHTa

Vka3aTh BHOCHUMBbIE
HU3MCHCHUA

KomnyecTBo enuHuIl
B yIIaKOBKE

IOpuandeckuii aapec

7. OHGHKa MOJIHOTBI, KOMIUICKTHOCTU PErUCTPAIUOHHOTO JOCHE U NMPAaBUJIBHOCTH Oq)OpMJ'ICHI/ISI MMpEACTaBIICHHBIX

JAOKYMCHTOB

D)

Jlocee cdopmMupoBaHO MO paszgenam,
CTpPaHHUIBI IMPOHYMEPOBAaHBI, ONUCh  HET
JOKYMEHTOB COCTaBJICHA na



2) KoMmiaekT JOKyMEHTOB COOTBETCTBYET  HET
YTBEPKICHHOMY IIEPEUHIO na

8. 3akmrouenue:

OTKa3aTh B JalbHeHInel skcreptuse (c
000CHOBaHHEM)

1)
2) MIPOAOIDKUTE AKCIEPTH3Y

PykoBoguTenb CTpyKTypHOTO MOApa3aeieHus

noanuch ®.N.O (pu ero HaIUYUN)
OKcnepr

noamuch ®.N.O (ipu ero HaTUYUN)
JlaTa

[Ipunoxenue 19
K MIPaBHJIaM PETHUCTPAIUN
JICKapCTBCHHBIX CPE/ICTB
¥ MEJIMIMHCKUX U3/IETHMA
10 TIPUHIUIY "eAMHOTO OKHA"

IlepedeHs HepaOHMOHAIFHEIX KOMOMHAIHI JIEKapCTBEHHBIX CPEACTB

Ne HazBaHue nexapCcTBEHHOTO CPENICTBA, MX KOMOMHAIINN

CDI/IKCI/IPOBaHHI)Ie KOM6I/IHaHI/II/I BUTaMHUHOB C
TPaHKBUIIN3aTOPpaAMU

OukcupoBaHHbIE  KOMOWHamuu  arpommHa  (
2. ATPONMHONOAO00HBIX) JIEKAPCTBEHHBIX BELIECTB C
aHaJbreTUKaMH ¥ aHTUIIHPETUKAMHU

OukcupoBaHHbIE KOMOWHAIMM HOXMMOWHA C
TECTOCTEPOHOM U BUTAMHUHAMU

4. ®dukcupoBaHHbIE KOMOMHAIIMY JKelle3a ¢ HOXUMOHMHOM

@uxcupoBaHHBIE KOMOMHALMM aHTHUTUCTAMUHHBIX
5. JIEKapCTBEHHBIX CPEACTB C AHTUAUAPEHHBIMHU
JIEKapCTBEHHBIMU CPECTBAMHU

@duxcupoBaHHble KOMOMHAIMKM NEHULIWUIMHOB C
cynb(hoHAMHIAMHU

duKcHpOBaHHBIE KOMOWHAIIMM BHUTAMHHOB C
aHaJbreTHKaMu (32 HCKIFOYCHHEM IapaneTaMonia C
BuraMuHOM C, aleTHJICATUIUIOBON KHCIOTHI C
putamMuaOM C)

@DuKCcUpOBaHHBIE KOMOWHALIMY XHHOJIOHOB C JIFOOBIMHU
B JpYyrUMHM  JIEKApCTBEHHBIMU  CpEICTBAMH, 34
’ UCKIIOYEHHEM IpenapaTtoB JUIsL  Hapy>KHOIO
NIPUMECHCHUS

@uxcupoBaHHbIE KOMOWHAIMM KOPTUKOCTEPOHJIOB C
9. JTIOOBIMU IPYTUMH JICKAPCTBEHHBIMH CPEJCTBAMH [UIS
npruemMa BHyTpb



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

dukcupoBaHHbIE KOMOMHAIMM XJopamdeHukona c
JTIOOBIMHU JIPYTUMH JIEKApCTBEHHBIMH CPEJCTBAMH IS
npremMa BHYTpb

duxcupoBaHHblE KOMOMHAIIMM BHTAMHHOB C
NpPOTUBOTYOEpKYJIE3HBIMH  MIpemnaparaMu,  3a
UCKJIIOUEHHEM  HW30HMa3ujga C HUPHIOKCUH
THIPOXJIOPHJIOM (BUTaMHUHOM B6)

KoMOuHanmu crepongHBIX aHAOOIHWKOB C JPYTHMH
JICKapCTBCHHBIMU CPECICTBAMHU

duKCcUpOBaHHBIE  KOMOWHAIMU  CEJATUBHBIX  (
CHOTBOPHBIX) (2HKCHOJIHMTHUYECKUX) JIEKAPCTBEHHBIX
CPEeICTB C  aHaNbleTHKAaMH-aHTUNIHPETHKAMU  (
HECTEPOUTHBIMH ) MIPOTHBOBOCTIAIUTEIbHBIMU
cpencTBaMu

duxcupoBaHHbIe KOMOWHAIMKM aHTaroHWcToB H2-
TUCTAMHHOPELENITOPOB (MHTHOUTOPOB) MPOTOHHOM
TIOMIIBI C aHTAIUIAMHI

dukcupoBaHHBIE KOMOWHAIMH, COAep)kamue Oosee
4YeM OJTHO aHTUTHCTAMHHHOE JICKAPCTBEHHOE BELIECTBO

q)I/IKCI/IpOBaHHBIC KOM6PIHa].[PIPI AHTHUT' CJIBMHUHTHBIX
JICKapCTBCHHLBIX CPEACTB CO CIa0UTEIBHBIMU

OuKCUpPOBaHHBIC KOMOWHAIMM  JICKAPCTB C
OpPOHXOpPACIIUPSIOIINM neiicTBUEM c
MIPOTUBOKATIECBEIMHA JIEKAPCTBECHHBIMH CpPEICTBAMH
HEHTPAIBHOTO JIEHCTBHUA W (MJIM) aHTUTHCTAMHHHBIMH
CpelncTBaMu

@duxcupoBaHHBIE KOMOWHAIMH  MYKOJUTHKOB  (
OTXapKHUBAIOIINX) CPEICTB C INPOTHBOKAIUICBBIMH
JeKapCTBEHHBIMU  CpeACTBAaMH W (WIH)
AQHTUT'HCTaAMHHHBIMY CPEIICTBAMU

®dukcupoBaHHbBIC KOMOMHAIMY CITAOUTEIBHBIX U (WIIN)
CHa3MOJINTUYECKUX JIEKAPCTBEHHBIX CPENCTB C
(hepMEHTHBIMH TIpeTIapaTaMu

OdukcHpoBaHHBIC KOMOWHAIUH TMPOTHBOPBOTHBIX
JICKAPCTBEHHBIX CPEICTB MHIMOUTOPOB JTOMTAMHUHOBBIX
peLenToOpoB ¢ JIEKapCTBEHHBIMH  BEIICCTBAMH,
MMEIOIIAMHU CHCTEMHYIO abCOpOInio

dukcupoBaHHbIE KOMOWHAIMU MPOTHBOKALIEBBIX
JIEKAPCTBEHHBIX CPEJCTB LEHTPAIBHOIO JEHCTBUA C
AHTUTMCTaMUHHBIMHU JI€KaPCTBEHHBIMU CPEACTBAMU

DuKCUPOBaHHBIE KOMOWHALINH, COJEPIKAIINE IEKTHH U
(umu) KaodWH C JIIOOBIMH  JIEKAPCTBEHHBIMU
BEI[CCTBAMH, KOTOPBIC BCACHIBAIOTCS B CHCTEMHBIN
KPOBOTOK M3 IKEJIYJOYHO-KUIICYHOTO TpaKTa, 3a
HCKITFOYCHUEM KOMOWHAIIVIA IEKTHHA U (W) KAOJIHHA C
JEKAPCTBCHHBIMH BEIIeCTBAMH 0€3 CHUCTEeMHOMN
abcopOmmun

@dukcupoBaHHbIE KOMOHMHAIMM IMPOTUBOJHAPEHHBIX
JIEKapCTBEHHBIX CPEACTB € IEKTPOIUTAMU



24

25.

26

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

@dukcupoBaHHBIC KOMOWHAIMK OKCU(QEHOYTa30Ha WIIN
(heHnIOyTa30HA C TFOOBIMH APYTUMH JEKApCTBAMU

®dukcupoBaHHbIE KOMOWHAIIMY METaMHU30J1a C JIFOOBIMU
JPYTHMH JIEKAPCTBEHHBIMU CPEJICTBAMH

@uxcupoBaHHBIE KOMOWHAIMM  HECTEPOMIHBIX
MIPOTHBOBOCIAIUTENBHBIX JIEKAPCTBEHHBIX CPEICTB C
aTPONMHONIOAOOHBIMH JIEKAPCTBEHHBIMU CPEICTBAMH (
CHa3MOJIUTHKAMH )

@dukcupoBaHHBIE KOMOMHAIMM ABYX W Ooiee
HECTEPOUTHBIX MPOTHBOBOCHATUTEIHHBIX
JIEKaPCTBEHHBIX CPEACTB

QduxcupoBaHHbIE KOMOMHAIMK TapaneraMmonia c
OGapOuTypaTamMu, TpPaHKBUJIM3aTOpPaMU M JIPYTHMH
JEKapCTBEHHBIMH  CPEACTBAMH, HHAYKTOPaMHU
(hepMEHTOB IIUTOXPOMHOI CHCTEMBI IICUCHH.

OuKCHUpOBaHHbIE KOMOMHALIMK TaparieTaMmosna (BBIIIe
200 MunurpaMM B pa3oBOM J03€) ¢ HECTEPOUTHBIMU
MIPOTHBOBOCHIATUTENbHBIMU JI€KapCTBEHHBIMU
CPEICTBAaMH, 32 WCKIIOYCHHEM JI€KapCTBEHHBIX
TIpenapaToB KpaTKOBPEMEHHOTO MPUMEHCHHUS

DUKCHPOBaHHBIE KOMOWHAIMH MCHUIMUTHHOB CO
CTPENTOMUIIMHOM B MApEHTEPATbHBIX JIEKAPCTBEHHBIX
¢dopmax

dukcHpoBaHHBIE KOMOWHAIIMK [MAHKPEATHHA WIIN
MaKpeayinasbl, COACpXKAIlUX aMuialy, HpoTeasy Hu
JIUMA3y, ¢ TFOOBIMH JPYTUMH (pepMEHTAMH, B TOM YHCIIC
OBIYbEH JKETUBI0, TEMHIISIITIONI0301

OuKCUpOBaHHBIE KOMOWHAIIMK HUTPOQYpaHTOWHA H
TpUMETOIIpHUMa

OukcHpOBaHHBIC KOMOWHaNHMH OapOUTYypaToB C
JPYTUMH  JIEKapCTBEHHBIMU  CPEJACTBAMH, 32
HCKITIOYEHUEM PACTUTEIBHOTO MPOUCXOKICHHUS

®dukcupoBaHHbIE KOMOUHAINH JIEKAPCTBEHHBIX CPEJICTB
, YTHETAaIOIIMUX LEHTPaJbHYI0 HEPBHYIO CHCTEMY CO
CTUMYJIATOPaMH LEHTPAIbHON HEPBHON CHCTEMBI

®ukCcUpoBaHHBIE KOMOWHAIMH O0apOUTYypaToB C
THOCIIUAMHHOM W (MJIH) THOCIIMHOM, OCJUTaJlOHHON U
JPYTUMH  aTPOIMUHOMOMAO0HBIMU  JICKAPCTBEHHBIMU
CpeICTBaMuU

QukcupoBaHHBIE KoMOWHanuH OapOHUTYypaToB C
3proraMUHOM

OuKCHpOBaHHBIE KOMOWHAIIMKM TaJOMEepPHa0a C
JTIOOBIMU  AHTUXOJIMHEPTUIECKUMU JIEKAPCTBEHHBIMU
CpecTBaMu

CDI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I aHTI/I6aKTepI/IaJ'H)HLIX n
aHTHHpOTO3OI7[HLIX JICKAapCTBCHHBIX CpCJACTB, 3a
HCKIIIOYCHUECM NIPCIIAPATOB HAPYKHOTO NIPUMCHCHUA, HE
OKa3bIBaOIINX CUCTEMHOI'O HeﬁCTBHH



39. @dukcupoBaHHble  KOMOWHANMM  JIOTIEpaMHUJA
rHApOXJIOpHIa ¢ HYpa3oIuIOHOM

40 dukcupoBaHHbIE KOMOMHAIMH aHTHOAKTEPUANbHBIX
' JIEKapCTBEHHBIX CPEACTB U MPOOHOTHKOB, TPEOUOTUKOB

(DI/IKCI/IPOBaHHLIC KOM6I/IHa]_[I/II/I nqunporenrtaguHa ¢
JIM3UHOM HJIH IIEIITOHOM

41.

OuKCHUpPOBAHHBIC KOMOWHAIIMH  HECTCPOUIHBIX
MPOTUBOBOCIIAIMTEIBHBIX CPEACTB (mapareramona) (
aleTHJICATTUIIUIOBON KHCIOTHI) W aHTaruaoB (H2-
0IIOKaTOpOB) (MHTHOUTOPOB) IIPOTOHHOM TTOMITEI

42.

DuUKCUpPOBAHHBIE KOMOMHAIIUU
TJIFOKOKOPTUKOCTEPOUIOB, aHTUOAKTECPHAIBHBIX U
AHTUIPOTO30MHBIX JIEKAPCTBEHHBIX CPEJCTB 3a
HUCKJIIOYEHUEM ISl HAPY)KHOTO IIPUMEHEHHUS

43.

dukcupoBaHHbIe KOMOMHAIMU TapaneTaMonia (BbIIIe
44. 500 Mr B pa3oBoil 103¢) B MHOTOKOMIOHEHTHBIX
npenaparax
[Ipunoxenne 20
K TIpaBHJIaM PETUCTPALUH
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX M3IeTTHH
10 TIPUHIUIY "eAMHOTO OKHA"

CBOMHELA OTYET 3KCIEPTOB IO OLEHKE JISKAPCTBEHHOTO Mperapara

1. HpOBe):[eHa 9KCIICPTHU3a PCTUCTPALHMOHHOI'O A10CHE JICKAPCTBCHHOI'O CPpCACTBA

®.N.O0. (mpu ero HaIUYUH) U
JIOJDKHOCTB 3KCIIEPTOB

2. Vuenas creneHb, 3BaHUE

3. Ne 3as1BKU

4, Hara

5. Toprosoe HaMEHOBaHUE IIpenapara
6 MesxIyHapOIHOE HEMAaTeHTOBAHHOE

HaszBaHue (qaynee - MHH)

OpHUTHHAJIBHBIA JE€KapCTBEHHBIN
mpemnapar

BocrpousBeneHHBII JIEKapCTBEHHBIN
mpenapar

I'mbpunusli  JIeKapCTBEHHBIH
mpemnapar

buonoruueckuil JexapCTBEHHBIH
mpemnapar
NMMyHOOMOIOTHYECKU T
JIEKapCTBEHHBIN Mpenapar
BuononoOHbI  eKapCcTBEHHBIN
npemnapat (brocumusp)
KoMOuHMpOBaHHEIH JIeKapCTBEHHBIN
mpemnapar



7. JlekapcTBeHHBIN IIpenapar sBisieTcs
Jlns TeHepHWKa yKa3aTh Ha3BaHHE

8. OPUTHHAJIBHOIO JIEKapCTBEHHOTO
mpernapara

9. JlexapcTBennas popma

10. Jlo3upoBka

11. KonuenTtpauus

12. dapmakoTepaneBTHIECKAs TPYTIIa
Kon B coorBeTcTBUH C
AQHATOMO-TEPaNeBTHIECKO-XUMUIECK

13. ot kiaccupukanuen (mamee -
AHaTOMO-TEpaneBTUUECKO-
XUMHUIECKas)

14. dopma oTmycka

2. YnakoBKa
Bup ynakoBku
HanmenoBanu
Ne (nepBuunast, Pa3mep O6bem
€ YIIaKOBKH
BTOPHUYHAS)
1.
2.
3. JlaHHbIE O TPOU3BOAUTETIE
Tun opranuzanuu
HaumenoBanue
Ne UIH  y4acTOK Crpana
OpraHu3alu
MIPOMU3BOJICTBA

1. [IpousBoauTenn

2. YnakoBIIMK

2.1 [lepBuunas

JlexapcTBeHHBIN penapar ¢ XOpoIIo
HU3y9YCHHBIM MEIULUHCKUM
TIpUMEHEHUEM
PannodapmaneBTudeckuii
JMEeKapCTBeHHBIA Tpemapar Wil
MIPEKypcop

I'omeonaTnyeckuil J1IeKapCTBEHHBII
npenapar

PacTuTenpHbIl  JIeKapCTBEHHBIM

npenapar
Opdanubiii  JeKapCTBECHHBIN
npenapar
AxtuBHas  (apmaueBTHUECKAs

cyOcTaHIMsl, TPOM3BEICHHAs HE B
ycnoBusax GMP

JlekapcTBeHHOE NPHUPOAHOE CHIPHE (
He QapmaxoIeitHoe)

[IpexBanudukanus BO3

Tpancdep

o perenty 6e3 perenraCkayath

KonugecTtBo

Kpartkoe
€IUHUIl B

OIIHCaHUe
YIaKOBKe

IOpunuaeckuit anpec



2.2 Bropuunas

IIpousBoauTens,
3. OCYIIECTBISIOIINMA
KOHTPOJIb KauecTBa

[IpouszBoauTens,
4. OTBETCTBEHHBIH 3a
BBIIIYCK Cepuil

HepxaTtenb
5. PETHCTPAIIOHHOTO
YI0CTOBEPEHHUS

4. Peructpanus B CTpaHe-MPOU3BOJIUTENE U IPYTUX CTpaHAX

Ne
Ne Ha3Banue crpanbl peructpanuonHoro  Jlata Belaaun Cpok neicTBus
yIOCTOBEPEHHUS

5. B pe3ynbTaTe npoBeaeHHOM KCIEPTU3bI YCTAHOBJICHO:
1) CocraB neKkapCTBEHHOTO CPEACTBAa M 3aKJIIOYEHHE O €r0 PalMOHAIBHOCTH U
COBMECTUMOCTH MHTPEIUEHTOB (yKa3aTh JIEKAPCTBEHHBIC CYOCTAHIIMU W BCIIOMOTATEIbHBIC
BEIIECTBA, BKIIIOUAsi KOHCEPBAHTHI, COCTABHBIE BEIIECTBAa 000JIOUKH MPENapaToB):

HopmaTtuBHBIM AOKYMEHT
10 KOHTPOJIIO Ka4yecTBa W
6e3omacHoCTH
JIEKapCTBEHHBIX CPEJCTB,
wm ['ocynapcTBeHHas
¢dapmakomnes Pecrybmuku
Kasaxcran, 3apyOexHbIe
(dapMakornen, Ipru3HaHHBIC
JEUCTBYIOIUMU Ha

KonuvectBo Ha eguHUIly

Ne HaumeHoBanue .
JICKapCTBEHHOM (pOpMBI

Tepputopun PecryOnuku
Kaszaxcran

JlexapcTBeHHas1(bIC)
cyOcTanmus (n):

) BcecnoMorarenbHbIE
’ BEIIECTBA:
CocraB 000J10UKH
3. TabJETKA MWIH KOpIlyca

KariCyJibl:

2) [Inst nekapCTBEHHOTO PACTUTEIBLHOTO ChIPhS

HopmatupHsbIit
JOKYMEHT 1O
KOHTPOJIIO Ka4yecTBa
n ©Oe3omacHOCTH
JIEKapCTBEHHBIX
CpPEJACTB,  HUIH
T'ocynapcrBenHas
Boranuueckue dbapmakomnes
JaTUHCKKE Ha3BaHusl PecnyOnauku



pactenuii, Bxoaamux Kazaxcran u
B cocTaB cOopa

3apyOexHbBIE
dbapmakoren,
NpU3HAHHBIC
JEHCTBYIOIIMMHU Ha
TEPPUTOPUH
PecnyOnuku
Kazaxcran

Jukopactyiee win
KyJIbTHBUPYEMOE

MecToO
MIPOU3PACTaHHS

6. HpOI/IBBOI[I/ITeJ'II/I AKTHUBHBIX CY6CTaHHI/Iﬁ, BXOJAIIKMX B COCTAB JICKAPCTBCHHOI'O

2.
cpeacraa
HanmenoBanue
HanmenoBanue
BEIIECTBA,
MPOU3BOAMTENS Ha *
Ne BXOJAIIETO B COCTAB Crpana
pycckom 51
JIEKapCTBEHHOT'O .
AHTJINACKOM SI3BIKaX
cpencTea
1.
2.

Anpec
MIPOU3BOJCTBEHHON
IUIOIAAKH  Ha
pycckKkoM u

AHTTIMMCKOM SI3BIKAX

7. B cinyyae Hanu4usl B COCTABE JIEKAPCTBEHHOIO CPEACTBA BEILECTBA, MOMJIEKALIETO
KOHTPOJIIO0 B COOTBETCTBUHU ¢ 3akoHOM Pecry6nuku Kazaxcran "O HapKOTHUECKUX CPEACTBAX
, TICHXOTPOIIHBIX BEIIIECTBAX, UX aHAJorax U MPEKypcopax U Mepax MPOTUBOJCUCTBUS UX

HE3aKOHHOMY 000POTY | 3JI0yNOTPEOJICHUIO MU'

1)

3akioueHue 0 MPUHAAIEHKHOCTH K
MTOJIKOHTPOJIBHBIM BEIIeCTBAM (Ha
OCHOBAaHUU U3y4YEHUS
MEXAYHapOAHOTO
HEMaTeHTOBAHHOT'O HAMMEHOBAaHMS,
TOProBOro Ha3BaHud, XUMHUYCCKOT'O
HA3BaHUs, CTPYKTYPHOH (HOPMYIIBI O
NPUHAIIEKHOCTH K
MOJKOHTPOJIBHBIM BEIIECTBAM C
ykazaHueM mo3uiuu  TalOmwig
Crucka, SBISETCS JM BEMIECTBO
CTEPEON30MEPOM HAPKOTHUECKHUX
cpencts Tabmuie! 11, B Tex ciryyasx,
KOT/la CyIIeCTBOBAaHME TaKUX
H30MEPOB BO3MOXHO B paMKax
JAHHOTO KOHKPETHOTO XUMHUYECKOTO
o0o3HaueHnss (eCIM TaKOBBIC
ONIpEeNeNIeHHO HE MCKIIOYEHBI),
COJIbIO BCEX HAPKOTHYECKUX CPEJICTB
, mepeuncieHHblx B Taomume I,
BKJIIOYasi COJM H30MEpPOB, Kak
MpEeIyCMOTPEHO BBIIIE, BO BCEX
cllydasiX, KOIJa CyYIIEeCTBOBaHHUE
TaKUX CoOJiei BO3MOXKHO;COIbIO
MICUXOTPOITHBIX BelecTB Taomuibl 11



2)

3)

4

u Tabauner III, xkorga
CYIIECTBOBAHHE TaKUX COJICH
BO3MOKHO

Hay4YHO-00OCHOBAHHOE OIpEJeIICHUuE
CTENEHN PHUCKa 3JI0YNOTPEOJICHHS:
BBICOKHI PHCK 3JI0yIOTpeOiIeHus,
UM PUCK 3J0yIoTpebieHns
OTCYTCTBYET, WIH SIBISETCS
HE3HAaYUTEIbHBIM;ONPEACTICHNE
MaKCHUMaJlbHO  JOMyCTHMOTO
colepXaHUs  HAapKOTHYECKUX
CPEICTB, ICUXOTPOMHBIX BEIIECTB U
IIPEKYpPCOPOB B JIEKapCTBEHHBIX
CpeACTBax;

3aKJIIOUYCHUEO BO3MOXKHOCTU HIIH
HEBO3MOXXHOCTH  HW3BJICUCHUS
JIETKOAOCTYIIHEIM  CITIOCOO0M
MOJKOHTPOJIBHOTO BEIECTBA B
KOJINYECTBAX, JOCTATOYHBIX IS
370YHOTPEOICHIUS

3aKII0YEHHEe B TOM, YTO B
OTHOUICHWM TIpenapara CHSATEHI
HEKOTOPbIE MEPBI KOHTPOJIS

8. AHanmu3 CBEJICHUI O MPOUCXOXKIECHUH, peructpanuu B Pecrrybimke Kazaxcran,
Ka4eCTBE U BBIBOJIBI
0 BO3MOKHOCTH UCIOJIb30BaHUs cyOcTaniuu (pu oTcyTcTBUM ceptudukara GMP)

9. Ananus CBCIICHI/Iﬁ 0 Ka49CCTBC, KOJIMYCCTBC C BLIBOJAMHA O AOIIYCTUMOCTHU
HCITI0JIb30BaHUA UCIIOJIb3YCMbIX
BCIIOMOTI'aTCJIBHBIX BCIICCTB

10. 3akitoueHue o Ipou3BoACTBE (TPOU3BOACTBEHHAs (hOpMYJIa, ONKMCAHUE
TE€XHOJIOTUU MTPOU3BOJICTBA,
KOHTPOJIb B MIPOIIECCE MPOU3BOCTBA, BATHUIAIINS MPOU3BOICTBEHHBIX MPOIIECCOB)




11. XapakTteprcTika roTOBOTro MpoayKTa (COOTBETCTBUE MPEACTABICHHBIX
napameTpoB B cepTU(UKaTe KauecTBa

HA TOTOBYIO IPOAYKIMIO UM B NACIIOPTE OPTraHU3ALMHU-IPOU3BOJUTEIS ONTMCAHHBIM
METOIUKaM KOHTPOJIsS

KayecTBa B HOPMAaTUBHOM TOKYMEHTAllH, COOTBETCTBHE CEpUI ITPEICTABICHHBIX
00pas1ioB cepusim,

yKa3aHHbIM B cepTU(UKATE)

12. 3aknroyeHre 0 MapKUpPOBKE U YIIAKOBKE HA MPEAMET UX JOCTATOYHOCTHU IS
o0OecrniedyeHus: COXpaHEHUsI KauecTBa

JIEKapCTBEHHOTO CPEJICTBA BO BPEMS XPAHEHHS U TPAHCIIOPTUPOBKH,
(He0OX0IMMOCTb JTOTIOTHUTEIBHBIX HAJIUCEH),

HaJIM4ue crenruukanuii Ha IEPBUYHYIO U BTOPUYHYIO YIIAKOBKY. [ UrneHnueckoe
3aKJIH0YEHUE HA YIIAKOBKY

(17151 OTEUECTBEHHBIX MPOU3BOIUTENEH )

13. 3aknroueHue 0 HaJIMYUK WIM OTCYTCTBUM B HA3BAHUM JIEKAPCTBEHHOT'O CPEJICTBA!

1) rpaduuecKux CXOJICTB C paHee 3aPErUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU TIpeIrapaTaMu
1 CJIOB C HE0JIaro3By4YHbIMH BBIPAKCHUSIMU,

2) CIIOCOOHOCTH BBECTH B 3a0JIyKICHHE OTHOCHUTEIIFHO HCTHHHOTO COCTaBa M JICHCTBUS
npernapara;

3) cxonctBa MHH u (Miin) cXoaHbIE€ ¢ HUMH Ha3BaHUS JJIsSI JIEKAPCTBEHHOI'O CPEACTBa
JIPYTroro XMMHU4YE€CKOr0 COCTaBa WM ACHCTBUA.

14. Cneuudukaiust roTOBOro NpoyKTa

15. 3akmroueHne 0 JaHHBIX XUMUYECKOH, (papmarieBTHUeCKON 1 OMOIOTUYECKOM
(MH BUTPO) SKBUBAJICHTHOCTH,
IPEeICTaBICHHBIX (PUPMOI Ha JIEKAPCTBEHHOE CPEACTBO



16. 3axnroueHue o0 CTaOMIIBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, 00OCHOBAHHOCTb

3a4BJICHHOI'O CPOKa XpaHCHU A

17. Ananu3 u OLCHKA IIPOCKTOB MHCTPYKIHUHU 110 MCAUIIUHCKOMY ITPUMCHCHUIO

JICKAapCTBCHHOI'O CpEACTBA, MAKCTOB
YIIAKOBOK M 3THKCTOK, IIPOBCPKA HA HACHTUYHOCTD yKaBaHI/Iﬁ YCJIOBI/Iﬁ XPaHCHHA U

TPAHCTIOPTUPOBAHMUS, YKA3aHHBIX
B ITPOEKTE HOPMATUBHOTO JJOKyMEHTA 1O KOHTPOJIIO Ka4eCcTBa M 0€30MaCHOCTH

JICKAPpCTBCHHOT'O CPCACTBA U BBIIMICYKA3AHHBIX ITPOCKTAX

18. 3akitoueHre 00 yCIOBUSX XpAaHEHUS U TPAHCTIOPTUPOBAHUS JIEKAPCTBEHHOTO

CpeACTBa U HEOOXOIUMOCTh BBEICHHS
JIOTIOJIHUTEIBHBIX TPEOOBAHHUH C 1IEIbI0 OOCCIICUCHUS COXPAHEHUS KauecTBa

JICKapCTBCHHOI'O CpCACTBA

19. AHa;IM3 HOPMATUBHOIO TOKYMEHTA IPOU3BOAUTENS 110 KOHTPOJIIO Ka4eCTBa U

0e301acCHOCTH JICKAPpCTBCHHOT'O CPCACTBA
U METOAHUK KOHTPOJISI Ka4€CTBA TOTOBOTO IIPOAYKTA



20. CpaBHEHHUE ¢ aHAJOraMu, 3aperucTpupoBaHHbiMu B PeciyOnuke Kazaxcran.
CpaBHHUTEIbHAS XapAaKTEPUCTUKA
OCHOBHBIX ITIOKa3aTeen KayecTna

21. AHanu3 JOCTOBEPHOCTH KaY€CTBEHHOTO U KOJIMYECTBEHHOTO COCTABA AKTUBHBIX U
BCIIOMOTaTeIbHBIX BEIIECTB,

YKa3aHHbBIX B HHCTPYKIIMH MO0 MEAUITMHCKOMY MMPUMEHEHHUIO, CPAaBHUBAS

C 3asIBJICHHBIM COCTaBOM B 3asIBJICHUH,

aHAJTUTUYECKOM HOPMAaTUBHOM JOKYMEHTE U MaKeTe yIaKOBKU

22. OueHka (papMaKoJIOrHYE€CKOW COBMECTUMOCTH KOMIIOHEHTOB, B CITy4dae
perucTpanny BOCIIPOU3BEAEHHOIO

JIEKapCTBEHHOTO CPEACTBA IPOBECTU CPABHEHHUE C COCTABOM OPUTMHAIBHOIO
npenapara

23. * AHanu3 TOKyMEHTAIMHU 10 TOKJIMHUYECKUM HCCIIEI0BAHUSIM: TOKCUYHOCTH
(octpas, xponnueckas, LD50, LD100),

KaHIIEpPOT€HHOCTH, SMOPHOTOKCUYHOCTH, TEPATOT€HHOCTH, MyTareHHOCTH, MECTHO-
pa3apakarolero AEUCTBUSA, BIUSIHUSA

HAa UMMYHHYIO CHUCTeMY, crieiuduaeckon (hapMakoJIorndecKoi (On0oIOrnIecKoi)
AKTUBHOCTHU.

[Tpumeuanue: npu SKCepTH3E OMOCUMUIISIPOB YKa3aTh MpemapaT CpaBHEHUS,
MCIIOJIb30BAaHHBIN HA BCEX ATarax CPaBHUTEIbHBIX UCCIIEA0BAHMM (OT (papMalieBTUYECKOM



pa3paboOTKU 110 KJIMHUYECKUX HUCCIIEeIOBAaHUN): Ha3BaHHWE, aKTUBHOE BEIIECTBO,
MIPOU3BOJIUTEIb,
CTpaHa-IIPOU3BOIUTENb, CEPUsL, CPOK TOJTHOCTHU

24. * AHanu3 JOKYMEHTallMM KJIMHUYECKUX HucclienoBaHui ((pa3pl KIMHHUYECKHUX
HUCCIECI0BAHMH,
MOCTMapKETUHTOBBIE HCCIIEIOBAHUS,
MPOTOKOJIBI U OTYETHI, 3aKII0UEHUs] DTHUUeckol komuccun). [Ipu 3ToM HEoOX0AMMO
yKa3aTb MECTO,
narty,
CIIOHCOPA MPOBEICHUS UCCIEOBAHUS, 11€J1b, TU3alH, JJIUTEIIbHOCTh UCCIICI0BAHU,
KOJIMYECTBO, MOJI BO3PACT UCIIBITYEMBIX,
PEXUM JTIO3UPOBAHUS TIpenapaTa, MOHUTOPHUHT MOOOYHBIX JEHCTBHI B IIpoIIeCcCce
MPOBEJCHUS KIMHUYECKUX UCCIIEIOBAHMUIA,
COOTBETCTBHE OTYETA MPOTOKOITY, 3aKIIOYEHUE O COOTHOLIEHUH "TOIb3a-PUCK".
[Ipumeuanue: npu sKcnepTH3e OUOCUMIIISIPOB yKa3aTh Ipenapar-CpaBHEHUS,
UCIIOJIb30BaHHBIM
Ha BCEX dTarnax CpaBHUTEIBHBIX HCClenoBaHuM (0T (hapMalleBTUUECKON pa3paboTKu 10
KIIMHUYECKUX
HCCIICTIOBAHUM ):
Ha3BaHHUE, aKTUBHOE BEUIECTBO, MPOU3BOJUTENb, CTPAHA-NIPOU3BOIUTEIb, CEPHsl, CPOK
T'OJIHOCTH.
25. O1leHKa UCTOYHHKA TPOUCXOXKICHHS (KPOBb, OPTaHbl U TKAHU YEJIOBEKA U YKUBOTHBIX )

CHCHHCI)H‘-ICCKOﬁ AKTUBHOCTHU AJIA I/IMMYHO6I/IOJ'IOFI/I‘ICCKI/IX npcrapaToB

26. * Onenka 6e3omacHOCTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA 110
pe3yJibTaTaM KIMHHYECKUX HCCIIET0BaHUN
B OTHOIIIEHUY 3asIBJICHHBIX BO3PACTHBIX TPy O0IBHBIX, 000CHOBAaHHOCTH BBHIOOpA



IIOKa3aHUM K TPUMEHEHUIO,
MPOTUBOMIOKA3aHUMN, TPEJOCTEPEIKECHUIN TPU MPUMEHEHUHU Npernaparta, npodus
MOOOYHBIX ICHCTBHIA

27. 3anonHseTcs TONABKO MPHU MOoAa4e Ha 3asBJICHUS TOCYIapPCTBEHHYIO
NEPEPETUCTPALIUIO JIEKAPCTBEHHOIO MpETapara

Ouenka 0e301macHOCTH ¥ 3PHEKTUBHOCTH JIEKAPCTBEHHOI'O CPEICTBA HA OCHOBE

JTAHHBIX IEPUOJUUYECKH OOHOBIISIEMBIX

OTYETOB 0 0€30IIaCHOCTH - aHAIMU3 NPOopUIIsL 6€30IaCHOCTH, BHECEHUU HOBBIX

N0OOYHBIX IEUCTBHI, MPOTUBONOKA3aHUN

B KpPaTKyl XapakTEpUCTHKY JIEKapPCTBEHHOI'O IpenapaTta M HHCTPYKLHUIO IO

MEAUIIMHCKOMY

NPUMEHEHUIO WIH 0TKa3e

B TIEpEPETUCTPALINHU TIpeTapaTa, N3MEHEHHUs B PETUCTPALIMOHHOM CTaTyce mpemnapara

B IPYTUX CTpaHaX, OOHOBJICHHBIE

JaHHBIE O MEPAX, MPUHATHIX PErYISATOPHBIM OPTaHOM HIIA TIPOU3BOIUTEIIEM 110

COO00OpaKeHUSIM 0€30MaCHOCTH, U3MEHEHUS

B MH(OpMAaIMH 10 OE30MaCHOCTH IpenapaTa, 00beM IPoAaK, KOJINIECTBO NAIIUEHTOB,

MOJYYMBIINX MpemapaT 3a OTYETHBIN MepHo, N3yuyeHNE ONMUCAHNS HHIUBUIYaTbHBIX

CJIy4aeB U NEpeyHs HOOOYHBIX AEUCTBUN U CBOJHBIX TAOJIMII, MHAUBUIYAIbHBIX CIIy4acB

MPOSIBIICHUSI MOOOYHBIX JEHCTBHI BBISBICHHBIX JEp)KaTelIeM PETUCTPALMOHHOTO
YI0CTOBEpEHMUS,
XapakTep MW KOJWYECTBO CEPhE3HBIX MOOOYHBIX JEWCTBUH W paHee HeE

3apEruCTPUPOBAHHBIX KOMITAHUEH.

OO0mas orieHKa 6€30MacCHOCTH Ha OCHOBE JIaHHBIX NEPUOANYECKH OOHOBIIIEMBIX OTUETOB
0 0€30IacCHOCTH

U 3aKJIIOYEHHE O COXPAHEHUU WM U3MEHEHUH NpoQuiisd 6€301aCHOCTH, BHECEHUH HOBBIX
MOOOYHBIX



JNEUCTBUM, IPOTUBONOKA3aHUNM B MHCTPYKIHUIO 110 MEIULIHUHCKOMY NMPUMEHEHUIO WJIU
OTKa3e
B [IEpepErucTpaluu rnpemnapara.
[Ipumeuanue: npoBeneHUE IKCIEPTU3BI MTPENAPATOB-OUOCUMUIISIPOB B COOTBETCTBUU C
TpeOOBAHUSIMMU:
Ha skcniepTusy npu rocy1apcTBEHHOM nepeperucTpaiud OMoJI0THIecKoro
JIEKApPCTBEHHOTO CPEJICTBA, B TOM YUCIIe OMOCUMUIISIPA,
npenocrasisatorcsa Yacru [-111 [lepeuns, uz Yactu V:
1) mepuouyecku OOHOBIIEMBIM OTYET 1O 0€30MACHOCTH WJIU IEPUOANYECKUN OTYET

2) pe3yabTaThl MOHUTOpUHTA [IMaHa ynpaBieHus: puckaMu 1 MUHUMHU3AIIUU PUCKa,
UMMYHOT€HHOCTH, IIPU IPUMEHEHUU

OMOJIOrMUYECKOTO JIEKAPCTBEHHOTO CPE/ICTBA, B TOM uncie B PecmyOnuke Ka3axcraH,
MOJTyYEHHBIX B pe3yibTare:

HOCTPErHUCTPALMOHHBIX HAOIIOIAaTEIbHBIX UCCIIEOBAHNI 0€30IacHOCTH

3¢ HEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA

(METOIOM aKTUBHOT'O MOHUTOPHHTA, METOJIOM CITy4ail KOHTPOJIb WJIH KOTOPTHBIX
PETPOCTIEKTUBHBIX U (UJIN)

IPOCHEKTUBHBIX UCCIIEJOBAHUN)

aHanu3a PerucTpoB nmanueHToB, MOIYYaroIuX JICYUEHHUE ONIPENECICHHBIM
OHMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBAM

IMOCTMAPKCTUHTOBBIX KIIMHUYCCKUX I/ICCJ'Ie,ZIOBaHI/Iﬁ




MIPOBEJICHHS 00YYAIOIINX MEPONPUATHIN TIO TTOBBIIIEHUIO HTHPOPMUPOBAHHOCTH
Bpauei, papMalleBTOB U MalUEHTOB

C 1IEJIbIO CHUYKEHUS PUCKOB, CBSI3AHHBIX C MPUMEHEHUEM OMOJIOTMYECKOTO
JIeKapCTBEHHOTO cpesicTBa B Pecniyonuke Kazaxcran.

28. Onenka 0e30macHOCTH ¥ 3P HEKTUBHOCTH JIEKAPCTBEHHOTO CPENICTBA C YUETOM
COOTHOILIEHHUS "TI0JIb3a-pUCK"

- IPOTUBOMNOKA3aHUs, PEAYPEKICHUS U MIPETOCTEPEKEHUSI TPU TPUMEHEHUH
npenapara. TpeOyeTcst oOpaTUTh 0cob0€

BHUMAaHUE HA JETCKUI BO3pPacT, OEPEMEHHBIX U KOPMSAIIUX KEHIINUH, TTOKUION
BO3pAacCT, MAIIUEHTOB C MOYEYHON

¥ TIEYEHOYHOM HEJJOCTaTOYHOCTHIO

29. DKcnepTru3a HHCTPYKIHH 110 MEAUIIMHCKOMY PUMEHEHHIO IIPOBOAUTCS B
CPaBHEHMH C KPATKOU XapaKTePUCTUKON

JIEKAPCTBEHHOTO Ipernapara. JlenaeTcst 3aKI04YeHne O COOTBETCTBUU WU
HECOOTBETCTBUU NIOKA3aHUN K [IPUMEHEHHUIO,

n0OOYHBIX IEUCTBUI, MPOTUBOMOKA3aHU, OCOOBIX yKa3aHHUH, TIEKApCTBEHHBIX
B3aUMOJICMCTBUH, IIEPEIO3UPOBKH,

YKa3aHHbIX B MHCTPYKLHU 10 MEIAULIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO
CPEACTBA, KPATKOM XAPAKTEPUCTUKE

JIEKapCTBEHHOTO IIperapara

30. 3axyIro4eHNE 0 HAIMYNU WM OTCYTCTBUU B Ha3BaHUU JIEKAPCTBEHHOT'O CPECTBA!
1) rpadmyeckux CXOJCTB C paHee 3aperUCTPUPOBAHHBIMH JIEKAPCTBEHHBIMU
npernapaTaMy U CJIOB C HEOIaro3By4YHbIMH BbIPAKEHUSIMU



2) cioCOOHOCTH BBECTH B 3a0J1y»K€HUE OTHOCUTEIHLHO UCTUHHOTO COCTaBa U
JIEUCTBHUS IIpernapara

3) cxoactBa MHH u (miin) cxoHble ¢ HUMM Ha3BaHUSA JUIsl JIEKAPCTBEHHOTO CPEACTBA
JPYTrOro XMMHUYECKOTO COCTaBa Ui JEHCTBUS

31. OueHka npaBUILHOCTH IPUCBOCHUS KOAAa AHATOMO-TEPANIEBTUYECKO-
xumudeckoit (nanee — ATX) kinaccudukanmm,

COOTBETCTBUS (papMakoTepaneBTHUeckoi rpymnmsl kogy ATX kinaccuduxanumu,
(apMaKkoJIOrH4ecKoMy JIEHCTBUIO,

MOKa3aHUAM K MPUMEHEHUIO0. B ciryuae HenpaBwiibHO 3asBiIeHHBIX ATX koxa u
dhapmMakoTEepaneBTUIECKOMN TPYIIITHI,

TpeOyeTcsl yKa3aTh pEKOMEH IyEMbIE€ SKCIIEPTOM

32. IIpoBepka aIeKBaTHOCTH 3asiBJICHHBIX JI03 U PEKUMAa JO3UPOBAHMS COIVIACHO
(apMaKOKHHETUYECKUM MapaMeTpaM

(mepuoja NoIyBBIBECHUSI, CTEIIEHH CBSI3bIBAHUS C OEJIKaMHU I1a3Mbl KPOBH, BIUSHUE
Ha aKTUBHOCTb MEYEHOYHBIX (DEPMEHTOB,



BpEMSsI COXpaHEHUs1 OaKTepUOCTaTUUeCKON (OaKTEPHUITMIHON) KOHIIEHTPAIINH B
cllydae aHTHOAKTEepUaIbHBIX MPENapaToB).

TpeOyetcst oOpaTUTh 0cO00€ BHUMaHKE HA JT03bI, PEKOMEHTyeMbIE JIETSIM, TTOKUITBIM,
OOJILHBIM C HapyIICHUSIMH (PYHKIIMH MOYEK U TICYCHU

33. [IpoBepka COOTBETCTBUSA 3asBJICHHOTO CPOKAa XPAHEHUS, YKa3aHHOTO B 3asBJICHUH, B

KPaTKOM XapaKTEPUCTUKE JIEKAPCTBEHHOIO

npenapara, HHCTPYKIMH 110 MEJUIMHCKOMY IIPUMEHEHHIO, MAKETax YIIaKOBKHU CO

CPOKOM XpaHEHUS, YKa3aHHBIM B HOPMAaTHUBHOM JOKYMEHTE

34. CooTBETCTBUE NPEICTABICHHON HHCTPYKIIUH 110 MEAULIMHCKOMY IIPUMEHEHHIO

JEeNCTBYIOLIEMY 3aKOHOAaTenbCcTBY Pecryonuku Kazaxcran.

35. JletanbHOe onucaHue CUCTEMBI (hapMaKOHA30pa U yIPaBICHUs pUCKAMU:

1) KpaTkast xapakTepucTiKa cucTeMbl (hapMaKOHa130pa JepKaTelis perucTpauoOHHOro
YAOCTOBEPEHUS BKIIIOYAET CIEAYIOLINE JJIEMEHTHI:

J0KAa3aTeJIbCTBO TOTO, YTO JEpKaTeNIb PETUCTPALMOHHOTO YIOCTOBEPEHHSI UIMEET B CBOEM
pacnopsyKeHUH YIMOJHOMOUYEHHOE JIMIO 3a TIIOOaNbHBIA (hapMaKOHAI30p JeKiIapaius,
NOJAIKACAHHAS IEpKATEIEM PErUCTPALMOHHOIO YAOCTOBEPEHUS O TOM, UTO OH UMEET CUCTEMY
(dapmakoHaA30pa UIsl BBINOJIHEHMS 3a7ad U OOA3aHHOCTEH IO MOCTPETHCTPALMOHHOMY
KOHTPOJIIO 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEICTB

CChUIKa Ha MeCTO (aapec), TAe XpaHUTcs mactep-¢aiin cuctembl (hapmakoHaa3opa
KOHTAKTHBIE JaHHBIE YIIOJHOMOYEHHOTO JIUIIa 3a II100abHBINA (papMakoHaI30p;
2) ynoaTHOMOYE€HHOE (KOHTAaKTHOE) JUI0 3a ¢apMakoHana3op B Pecniyonuke Kazaxcran:
JOKYMEHT, TOATBEPXKAAONIUN Ha3HAUYCHHE YIOJIHOMOYEHHOrO0 (KOHTAKTHOIO) JIMIA 3a
dhapmakonaazop B Pecnybnuke Kazaxcran

KOHTAKTHBIE JTaHHBIE YIIOJHOMOYEHHOr0 (KOHTAaKTHOTO) JMIa 3a ¢apMaKoHAI30p B
Pecnyonuke KazaxcraH;

3) Ilnan ynpaBieHUs pUCKaMHU TPU MEIUIIMHCKOM TPUMEHEHHUHU JIEKapCTBEHHOTO
CpEIICTBa, 3asBJICHHOTO HA PETUCTPAIUIO (ITePEPETUCTPAITNIO) WIIH BHECEHNE N3MEHEHUHN (JIIIs
OpUTHHAJBHBIX MPENapaToB, OMOCUMUIISIPOB, BaKIMH, MPENapaToB KPOBU, TCHEPUUIECKUM
npenapaTaM TpeOYIOIIEro 0co60ro KOHTPOJIS )

[Ipnmeuanue:
* OTMEYEHHBIE pa3/IeNbl 3aMOHSAIOTCS MIPH IepePerucTpaIuu
3aKIOUYCHHUE:



MOJIOKHUTENIbHOE OTpHUIIATeIbHOE (C 000CHOBAHUEM)

JlaTa mocTyIuieHUsI JOKYMEHTOB SKCIIEPTY

JlaTa 3aBepiieHus: SKCIEPTU3bI JOKYMEHTOB

Bce nanHble, mpuBeEHHBIEC B SKCIIEPTHOM 3aKIIOUYEHUH, JOCTOBEPHBI U COOTBETCTBYIOT
COBPEMEHHBIM TPEOOBAHUSIM, UTO MOATBEPAKIAI0 TUYHON MOAMUCKIO.

PykoBouTenb CTpyKTYypHOTO MOApa3aeieHus

noanuch ®.N.O (pu ero HaMUYUN)

DKcrepr

noanuck @.MN.O (ripu ero HAIMYUN)

JlaTa
[Tpunoxenue 21 k npaBuiIam
perucTpanyy JIeKapCTBEHHbBIX

CPE/CTB U MEIMIIUHCKUX U3/IENni

10 NpUHUUNY "eINHOro OKHA"

dbopma

CBOAHBIN OTUET DKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO IIpEIapara Npu U3MEHEHHUSX,
BHOCHUMBIX B PETUCTPALMOHHOE 10CHE

1 ®.N.0. (mpm ero HaMUYUH) U
’ JIOJDKHOCTB 9KCIEepTa

VYdeHas cTenieHb, 3BaHUE
No 3asBKH

JHara

Rl Pl Il

TOpFOBOG HaMMCHOBAHUC MIpeTiapaTa

MexayHapogHOE HENaTeHTOBAaHHOE
Ha3BaHUeE

OpuUTMHaIBHBIH J€KapCTBEHHBIN
mpemnapar

BocnpousBeneHHbIH 1eKapCTBEHHBIN
npenapar

I'mOpunHBIE  JEeKapCTBEHHBIH
npenapar

Bbuonornueckuil exapcTBEHHBIN
mpemnapar
NmmyrOOMOIOTHYE CKI T
JIEKapCTBEHHBIN IIpenapar
BuomonoOHEI  EeKapCTBEHHBIN
npenapat (buocumussp)
KomOnHMpOBaHHEIA JIeKapCTBEHHBIH
mpemnapar

JlekapcTBeHHBIN Ipenapar ¢ XOpouIo
HU3y4EHHBIM MEIUIIMHCKUM

7. i
JlexapcTBeHHBIN penapaT MpUMCHEHHEM



10.
11.
12.

13.

14.

2.1
2.2

PagnodapmaneBrudeckuit
JIeKapCTBEHHBIN mpemnapaT WU
IpeKypcop

l'omeonaTuyeckuil JieKapCTBEHHBII
mpemnapar

PacturenbHbIil  1€KapCTBEHHBII

mpemnapar
Opdannbrii  IeKapCTBEHHBIN
mpemnapar

AxTtuBHas  (papmameBTHUECKAS

cyOcTaHIVs, NPOU3BENCHHAs HE B
ycnoBusax GMP

JlexapcTBEHHOE IPHPOAHOE CHIPHE (
He (hapMaxorneiHoe)

Hns BOCIIPOM3BEJEHHOTO

JIEKapCTBEHHOTO TIpenapar MWiIn
OuocuMHuIsIpa yKa3aTh Ha3BaHHE
OPUTHHAJIBHOTO JIEKapCTBEHHOTO

mpernapara
JlexapcTBeHHas opma
Jo3upoBka

KonuenTtpauus

dapmakoTepaneBTHIECKas TPYyTIIa

Konx B

COOTBECTCTBHUHU

C

AHATOMO-TCPANICBTUYCCKO-XUMHUNYICCK

ol kmaccuuKaIuei

®dopma oTirycka

2. YakoBka

Bun ynakoBku (
MepBUYHAS,

HanmenoBanune

Pazmep

YIaKOBKH
BTOPUYHA)

3. laHHBIE O IPOU3BOAUTETE

Tun opraHuzanuu
y4aCcTOK
NPOU3BOACTBA

HaumenoBanue
OpraHu3anuu

nin

IIpoussonurens
YnaxkoBIIHK
IlepBuunas
Bropuunas

[IpouszBoautens,
OCYLIECTBIISIOUIUN
KOHTPOJIb KauecTBa

[IpousBoauTens,
OTBETCTBEHHBIN 3a
BBIIIYCK CEpUil

10 peuenty
6e3 penenraCkadath

KonuuecTBo
O6BeM

€JIUHUI B
yIaKOBKe

Crpana IOpuanueckuii anpec



HepxaTtenb
5. PErUuCTpalMOHHOTO
YAOCTOBEPEHUS

4. Peructpanus B CTpaHe-MPOU3BOJIUTENE U IPYTUX CTPaHAX

Ne
Ne Ha3Banue crpanbl peructpanuonHoro  Jlara Belaauu Cpok neiicTBus
yZIOCTOBEPEHHUS

5. 1) CocraB JICKApCTBCHHOI'O CpEacCTBa (YKa3aTL JICKAapCTBCHHBIC Cy6CTaHHI/II/I 4|
BCIIOMOTaTCIbHBIC BCIICCTBA, BKIIIOYAaA KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000J10YKH
IpernaparoB):

HopMaTuBHBIN JOKYMEHT
M0 KOHTPOIIO KauyecTBa U
0e30MacHOCTH

JIEKapCTBEHHBIX CPEJCTB,

nnu  T'ocynapcrBeHHas
KonnuecTtBo Ha enuHuny

Ne HaumenoBanue N ¢apmaxones PecnyOmuku
JIeKapCTBEHHON (hOPMBI
Kazaxcran, 3apyOesxHBIE
(dapMakonen, Ipu3HaHHBIE
JNEHCTBYIOUIUMU  Ha
Tepputopun PecryOnmku
Kazaxcran
! JlexapcTBeHHas1(bIe)
’ cyOcranmus (1):
’ BcnomorarensHbie
’ BEILECTBA!
Cocrasn 000709KH
3. TabJeTKH WA KOpIryca
KariCyJibl:
2) JIJUI JICKAPpCTBCHHOT'O PACTUTCIIHPHOI'O CHIPhA
HopMatusHbIil
JOKYMEHT 10
KOHTPOJIIO KauyecTBa
n ©Oe3omacHOCTH
JIEKapCTBECHHBIX
CpeICcTB, WU
T'ocynapcrBeHHas
boranuueckue
dbapmakomes
JATHHCKHAE Ha3BaHUS Hukopactymee mm MecTo
Ne N Pecnybnuku
pacTeHu#, BXOIAIMINX KYJIbTUBHUPYEMOE MIPOU3PACTAHHS

Kazaxcran u
3apy0OexxHbIe
dbapmakoren,
MpU3HAHHBIE
JEHCTBYIOIIMMHU Ha
TEPPUTOPHUH
PecnyOnuku
Kazaxcran

B cocTaB cOopa



6. HpOI/I3BO,ZII/ITeJ'II/I AKTUBHBIX CY6CT2[HIII/II\/'I, BXOOAMKUX B COCTaB JICKAPCTBCHHOI'O

cpeacrsa
HaumenoBanue
BeIlEeCTBA,

Ne BXOJISIIIIETO B COCTaB
JIEKapCTBEHHOT'O
cpencTea

1.

2.

HaumenoBanwne
MPOU3BOJAMUTENSI Ha
pycckom u
AHTJTUMCKOM SI3BIKaX

Crpana*

Anpec
MIPOU3BOJICTBEHHON
IIOMAAKKU  Ha
pycckKoMm u

AHTJIIMACKOM SI3BIKaxX

7. 1) CocTaB JIeKapCTBEHHOTO CpelcTBa (yKa3aTh JIEKAPCTBEHHbIE CYOCTAHIIUU U

BCIIOMOI'aTCJIbHBIC BCHICCTBA, BKIIIOYasd KOHCCPBAHTLI, COCTABHBLIC BCIICCTBA 000JIOYKH

MpEenapaToB):
KonnyectBo Ha enuHHIy
Ne HanmMeHoBanue N
JIeKapCTBEHHOI (hopMEI
) JlexapcTBeHHas1(bIe)
’ cyOcranus (1):
5 BcnoMmorarenbHbie
’ BEILECTBA!
Cocrasn 000m0UYKH
3. TabJeTKH WA KOpIryca
KarCyJibl:

2) 1711 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

boramnuyeckue
JTIATUHCKUE Ha3BaHUS
pacTeHuil, BXOIALIUX
B cocTaB cbopa

HopMatupHbIil
JOKYMEHT IO
KOHTPOJIIO KadecTBa
n 0e3omacHOCTH
JIEKapCTBEHHBIX
CpelICTB,  WJIHU
Tl'ocynapcrBenHas
dbapmakomnes
Pecny6unuku
Kazaxctan u
3apy0OexxHbIe
dbapmakoneu,
NpHU3HaHHBIE
JNEHCTBYIOIIMMHU Ha

HopMaTuBHBIN JOKYMEHT
110 KOHTPOJIIO Ka4yecTBa U
6e3omacHOCTH
JIEKapCTBEHHBIX CPEICTB,
nnu T'ocynapcrBeHHas
dapmakones PecrnyOnuku
KasaxcraH, 3apyOcKHEIC
(apmakornen, Npu3HaHHbIE
JNEWCTBYIOIIMMH  Ha
Tepputopun PecryOnmku
Kazaxcran

Jukopactyuiee unu
KyJIbTHBUPYEMOE



TEPPUTOPUH
PecnybOnuku
Kasaxcran

MecToO
MIPOU3PACTaHHS

8. IIpon3BoauTENM aKTUBHBIX CYOCTAHIIMN, BXOIAIIUX B COCTaB JIEKAPCTBEHHOTO

2.
cpeacraa
HanmmenoBanue
HanmenoBanue
BEIIECTBA,
MIPOU3BOANTENS Ha *
Ne BXOJISIIIErO B COCTaB Crpana
pycckom 31
JIEKapCTBEHHOT'O .
AHTJIMHCKOM SI3bIKax
cpencTaa
1.
2.

9. Tumn u3sMeHeHuil

1) Tum u3MeHeHUU B
COOTBETCTBHU c BHOCHMbIE U3MEHEHHUS Crapast penakuus
npuioxeHuem 17

Anpec
IPOU3BOJCTBEHHON
IUIOIAKKU  Ha
pPYyCCKOM u

AHTTIHICKOM SI3BIKaX

Hogas penakuus

10. OueHKa perucTpamoHHOTO JOChE 0 aCTIeKTaM KauecTBa, 0€301acHOCTH U

3 pekTUBHOCTH

Pexomenmanmu:

3asBJICHHBIE U3MEHEHHS THUIIA
_ (yxazaTp TMI) HE OKa3bIBAIOT
BIIMSIHUSI HA KQ4ECTBO, 0€30I1aCHOCTD
1 3(p(EeKTUBHOCTD JICKAPCTBEHHBIX
1) cpencTB. 3asBICHHOE W3MEHCHHE
PEKOMEHIYeTCsI K PEerucTpaIyH.
CoOJr0ICHBI YCIIOBHSI ISl BHECCHUS
W3MEHEHUH 10 3asBJICHHOMY THILY
HM3MEHEHHH.

3asBICHHBIC U3MEHEHHS TUIIA
(Yka3aThb THII) OKa3bIBalOT
BJIMSHUE HA Ka4eCTBO, O€30MaCHOCTh
1 3PPEeKTUBHOCTD JIEKAPCTBEHHBIX
CpEICTB. 3asBICHHOE U3MEHEHHE HE
PEKOMEHIYETCS K PETHCTPALHH.

2)

B COOTBCTCTBHUU C 3asBJICHHBIMU
U3MEHEHUSMH HE MPEIOCTaBIEHBI
JOKYMEHTBl PETHCTPAllMOHHOTO
JIOCbE B IOJIHOM 00BEME COTrJIacHO
TIPUIIOKEHNIO 17 1IN He COOITIOICHBI
YCIOBUS IJI1 BHECEHHS] M3MEHEHUH
110 3asiBJICHHOMY THUIly U3MEHEHMII.
Heob6xoaumo paccMoTpeTh

3)



JOKYMEHTBl MOBTOPHO TMOCIE
MPEIOCTABICHHS AOMOIHUTEIBHBIX
MaTepHaloB 10 3aIPOCY KCIIEPTa:

JlaTa oCTyIuIeHUS JOKYMEHTOB DKCIIEPTY
JlaTa 3aBepiieHus: SKCIEPTU3HI JOKYMEHTOB

Bce nannbie, npuBEIEHHBIE B OKCIIEPTHOM 3aKJIFOYEHUH, JOCTOBEPHBI

Y COOTBETCTBYIOT COBPEMEHHBIM TPEOOBAHUSAM, YTO MOATBEPKIAI0 TUUHON
IOATMCHIO.

PykoBoauTenb CTpyKTYpHOIO MOApa3IEICHUS

noamnuck ®.N.O (ripu ero HAIMYUN )
OKcrepr
noamuch ®.MN.O (pu ero HaTUYUN)
JaTa

IIpunoxenue 22
K MIPaBHJIaM PETUCTPAIUN
JIEKApPCTBEHHBIX CPEICTB U
MEINIMHCKAX U3IeIui
10 MIPUHIUIY "eANHOTO OKHA"

Hudopmalms 0 BCIOMOTaTeNIbHEIX BEIECTBaX, HOMHUHAILHOM HX COJEPKaHHU B JIEKAPCTBEHHBIX
Ipenaparax, a TAkKe OrpaHHIeHN IPUMEHeHN JIEKapCTBEHHOT'O IIpernapaTa

Wndopmanusi,

Mo uIesKamas

OTPaXCHHIO B -

Ne n/m BcriomorarenbHbl I1yTh BBeieHHsST  collepKaHus Kommenrapun
MHCTPYKIHMH TI0

X BCIICCTB BCIIOMOTI'aTCJIIbHBI
MEOUIIUHCKOMY
X BEIIECTB

[IPUMEHEHUIO

1 2 3 4 5 6

HonycTumele
HaumenoBanue Ipeaennl

l'unepuyBcTBUTE
JBHOCTh HIJIH
1. AnpOTHHUH MectHoe * cepbe3Has
ajuiepruueckas
peakius

IIporuBonokasan

OuunieHHoe
MecTHOEC, Bl JIUIIAM C
ApaxucoBoe " .  apaxmucoBoe
2. nepopaibHoe, aJJIePrHYECKOM
Maciio . Macjio MOXKET
MapeHTepabHOE peakiueil Ha
coziepKaTh OEI0K

OpeXH HUJIA CO0

ComepxuT
dbenunaganuH, MOXKET HaHECTU

3. Acnapram (E951) TlepopanbHoe * MPOTHBOTIOKASAM  BpEL JHHaM ¢
IO AAM C (beHuIKeTonypue

(heHMIIKETOHYpHE 1

nu

A3sokpacurenu:1)
E 102



10.

11.

Taprpasun2) E
110 XKentoiid
3akat (FCF)3) E
122 A3zopyOwuH,
Kapmousun4) E

124 Tlonco 4R ( IlepopanbHoe

nyHUoBBIH 4R),
Komenuns
kpacHas A5) E
151
bpunnuanToBbii
yepHbli BN,
4yepHbIit PN

E 104 Xentsrii
XUHOJIMHOBBIK  (
Quinoline Yellow

)

E 107 Xentsrii 2
G (Yellow 2 G)

E 120
Kopmenuns,
KapMHHOBas
KHCJIOTa,
KapMHUHBI (
Cochineal,
Carminic acid,
Carmines)

E 128 KpacHsrit 2
G (Red 2 G)

E 131 Cunni
MMaTEeHTOBAHHBIN
V (Patent Blue V)

E 132
WUuaauroTus,
WnpuroxapmuH (
Indigotine, Indigo
Carmine)

E 133 Cununit
onecrsimmit FCF (
Brilliant Blue
FCF)

Annepruyeckue

E 102, E 110, E
122 - 3ampenieHs!
K IPUMCHEHUIO B
HeKapCTBeHHBIX
mpenapaTax Jyis
neTeu

3ampemes K
MPUMEHEHUIO B
HCKapCTBeHHBIX
npenaparax s
neTeu

3ampemes K
NIPUMEHEHUIO B
HeKapCTBeHHBIX
npenaparax s
neTeu

3ampemes K
MPUMEHEHUIO B
JIeKapCTBEHHBIX
npemnaparax s
neTeu

3ampeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpemapaTax i
neten

3ampemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neTen

3ampemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax Ajist
neTen

3alpeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax Ajist
neTen



12.

13.

14.

15.

16.

17.

E 155
Kopuunessiit HT
(Brown HT)

El162
CBEKOJIBHBIHI
KpacHBIH,
beranun (
Beetroot Red,
Betanin)

Kpacuremnn:1)
E121
HutpycoBbiii
kpacabii 2 (
Citrus Red 2)2)
E123 AwmapanTt (
Amaranth)3)
E154
Kopununessiii FK
Brown FK

OpUTPO3UH (

IlepopanbHoe
E127) Pop
Ilepyanckuit
py MectHOe
Oanb3aM
OdTranpmororuye
CKHE
BeH3aIKOHMS JIEKapCTBCHHBIC
XTOpHT (dhopmBI
MectHoe
Wuransuunonnoe
Kucaora
OeH30MHaAs U
MectHoe

O6enzoarsl: 1)
E210 xucnora

0-0,1 mr/kr

ES

10 mxr/B 1 go3e

rpemnapar Hellb3s
Ha3HayaTh H
NPUMEHSATH
ManueHTaM ¢
MMaToJOTHUEH
IIUTOBUAHON
JKEJe3bl

Bo3MoXHEI
KO>KHBIE PEaKIIUN

Bo3MOXHBI
HPHUTHI;U30eraTh
KOHTaKTa ¢
MSITKHUMH
KOHTaKTHBIMU
JIUH3aMH, Y 1a]IUTh
KOHTaKTHBIE
JUH3Bl Tepen
MPUMCHEHUEM U
BBDKIATh HE
MeHee 15 MuHYT
mocinue
3aKanbIBaHUs
npemnapara;He
MpPUMEHSETCS Y
nerew o 8 JeT

KosxHble peakuuu
Bponxocnazm

Pazngpaxxkenus
KOXH, TJa3 Hu
CIU3UCTBIX
000J104€eK

3ampenies K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neTen

3ampemes K
HpI/IMeHeHI/I}O B
JIeKapCTBEHHBIX
npenaparax s
neTei

3alpemeHbl K

MPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax

3ampemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax Jjist
neTen

benzankonus
XJIOPHUI
00eCIBEUNBAET
MATKHE
KOHTAKTHEIE
JIHH3EI



18.

19.

OcH301HaA2)
E211 mnarpus
6enzoar3) E212
KaJust OeH30aT

ben3nmoBerit
CIHPT

ben3unmoBerit
CIIUPT

[MapenrepansHoe  *

Bcee Hynesoit

IlepopanbHblid,

Hynesoit

napeHTepanbHbII

[IpoTuBonokasan
0
HOBOPOKJICHHBIM
JIETSIM

JaHHBI U
JIEKapCTBEHHBIN
npemapar
COAEPKUT X MT
OEH3UJIOBOTO
CIIUPTa B KaXI0H
<eauHHUIa
JO3UPOBaHUSI> <
equHNIIA 00BEMa
><4YToO
SKBUBAJICHTHO

X wMr/<macca><
00BeM>>,
ben3unoselit
CIIUPT MOXKET
BBI3EIBAThH
aJIIepTUYecKue
peaxmum.

VYcranoBieHa
CBA3b
OEH3UIIOBOTO
CITUPTa C PUCKOM
TSKEIBIX
HEeXeTaTeTbHBIX
peakuuu,
BKJIIOYAs
3aTpyAHEHHUE
NBIXaHUS (
Ha3bIBAEMOT'0

"
TaCIIUHT-CHH]IPO
M") y MaJIeHBKHUX
JeTei.

He naBaiite
HOBOPOXJICHHOM
y pebenky (B
Bo3pacte a0 4
HEJIeIb),

ecnu HE
PEKOMEHIOBAHO
JICYaIMM BpavuoM

He npumensars
GoJblIe HEeAeTH y
MaJICHbKHX JeTei

Bricokuii puck
pa3BUTHUS
KEIATYXH Yy
HOBOPOXKJICHHBIX

BryTpuseHHOe
BBEJIEHUE
OCH3MJIOBOTO
cmupra
COIPOBOXKIATIOCH
Cepbe3HBIMHU
HEXKCJIAaTCIIbHBIMHA
peakmusMu U
CMEpTHIO
HOBOPOX/ICHHBIX
( "
racruHr-CHHIPO
M").
MunumMmanapHOE
TOKCHYECKOE
KOJHYECTBO
OEH3HMIOBOIO
cnupra
HEU3BECTHO.

[Ipu npumenenun
y
HOBOPOK/ICHHBIX
B paznen 4.4
OXJII
HEOOXO0IUMO
BKJIIOYHUTH
MPEIOCTEPEIKCHH
e.



ben3unoBeIit
CITUPT

ben3unoBbIi
CIIUpPT

ben3unmoBrrit
CIIUPT

IlepopanbHblid,
napeHTepanbHbII

[TepopanbHbIi,
NapeHTepalbHbII

IlepopanbHblid,
MapeHTepaibHbIN

MecTHBINH

Hynesoit

Hynesoit

Hynesoit

Hynesoit

(B BO3pacTte
MeHee 3 Jer),
€CITH TOJIBKO HE
PEKOMEH/I0BaHO

IloBBINIEHHBIN
PHUCK BCIEICTBHE
HaKOIUICHUS Y
MAaJIEHbKHUX JEeTeH

JicHamuyM BpavyoMm -

WA pabOTHUKOM
anTeKH

Ecnu Bnr
OepeMeHHBI WIH
KOPMUTE TPYyIBIO,
MPOKOHCYIBTHPY
WTECH C JeYalluM
BpauyoM UIH
pabOTHUKOM
amnTeKH.
IIpuunna:
0onbIINE
KOJHYECTBA
O€H3UIIOBOTO
CIIUPTa MOTYT
HAaKaIJIMBaThCs B
OopraHu3sMe |
BBI3BIBATH
HEXETATeIbHYIO
peakmuio,
Ha3BIBAEMYIO
MeTa00IUICCKUM

n

arumo3oM".

Ecnn y Bac
3a0oyieBaHue
MCUCHU HIIH
MOYCK,
MPOKOHCYIBTHPY
WUTECh ¢ Jeyalum
BpauoM HJIHU
paboOTHUKOM
arTeKu.
IMpuunna:
OonbpIIHE
KOJIHUECTBA
OEH3UIIOBOTO
CIIUPTa MOTYT
HaKaIInBaThCs B
opraHu3sMe WU
BBI3BIBATH
HEXeTaTeIbHYIO
peakmnuio,
Ha3bIBAEMYIO
MeTabOTUIECKUM
anui030M".

n

bens3unoBrri
CIIUPT MOXKET
BBI3BIBATH JICI'KOC

B Ooapmux
KOJIUYeCTBax
ciuenyer
HNPUMEHSTh C
OCTOPOXKHOCTBIO
u Toabko mpu
HEOOXOIMMOCTH,
0COOEHHO Yy
MaIUeHTOB C
HapyIlIeHHEM
(YHKINN TICYCHH
WId TOYEK — B
CBSI3U C PUCKOM
KYMYJISAIUA |
TOKCUYHOCTU  (
MeTaboTuIeCKUi
arumIo3).



21.

22.

23.

24.

25.

26.

27.

28.

ben3umoBrerii
CIUPT

Macno
OepramoTa
Bbepranren

MectHoe

Bpononon MectHoe

Byrunrunpokcua

M
au3on E320 eetnoe

Byrtunruznpokcur

M
oxyon E321 ectHoe

Macno
KacTOPOBOE
MOJIUITOKCUITUPO
BaHHOE;MacJIo
KacTOpOBOE
OMHATOKCHIAPO  11€pOpabHOe

[TapenTepansHoe

BaHHOE
TUAPOTEHU3UPOBA
HHOE MectHoe
Cnuprt
LIETOCTEaPHU-JIOBBI
. p MectHoe
H;conupT
LETUIIOBBII

MectHOE
XIopKpe30a

ITapentepanbHoe
Humeruncynbdo

ysd MectHoe

KCH

Coaepxanue
3TaHOJa B
pa3oBoil g03e
menHee 100 mr

MECTHOE
paszpaxeHue

IToBrIIIAETCS
YyBCTBUTEJIIBHOCT

b K
He ucnons3yercs

npu HaJIWu4Yuu
OcpranTeHa B
Macie

yiIbTpodroneToB
BIM JTy4aM (KaK K
HaTypaJbHbIM,
TaK u
UCKYCCTBEHHBIM
Jyqam)

MecTHBIE
KOXKHBIE PEAKIUU
(KOHTaKTHBIE
JIEPMaTHTBHI)

MecTHBIC
KOYKHBIE PEaKIIiH
(KOHTaKTHBIE
JIepMaTHUTHI),
pasapakeHus
TJIa3 U CIIU3HUCTBIX
00omouek

MecTHBIE
KOXXHBIE PEaKiuu
(KOHTaKTHBIE
JIepMaTUThl),
pazapakeHus
rja3 | CIU3UCTHIX
000J104eK

Cepbe3Hble
aJIIepTHYeCcKue
peakiuu

Hapymenus
JKEJTy IOYHO-KHUIIIe
YHOTO TpakTa U
uapest

Kosxubie peaKkunu

MecTHBIE
KOXKHBIE PEaKLnU
(KOHTaKTHBIE
JIepMaTHTHI)

Annepruyeckue
peakiuu

Pazgpaxenus
KOH

IIpenmapart
COAEPKHUT
Hu3kui ypoBeHb 100 Mr B pa3oBoil
3TaHOJa no3e

Coaepxamiue
JTaHolla, MEHee



29.

30.

DTaHon

dopmanbaerug

ITepopansHoe u

napentepansaoe  OT 100 Mr o 3 1
TaHoNa B

pa3oBoii no3e

IlepopansHoe M 3 T B pa3oBoit
HapeHTepaibHOe  [103€ Ipernapara

MectHoe *
ITepopanbHOE *
[lepopansHoE *

IIporuBonokasan
OIS JIHI]
CTpaNaronIux
aJIKOTOJIU3MOM,
SIMUJICTICHEH,
IEeTSAM,
OepeMeHHBIM U
KOPMSIIUM
JKCHIMHAM,
OOIBHBIM C
3a00JICBAHUSMH
MeYeHU

IIpoTuBonokazaxn
0.7 JIHIL
CTpaJarux
aJTKOTOJIN3MOM,
SIUIICTICUEH,
OEeTAM,
OCpEeMCHHBIM |
KOPMSIUM
JKEHIUHAM H
OONBHBIM C
3a00JICBAHUSMH
IICYCHU, BJIIUACT
Ha CITIOCOOHOCTH
yIpaBieHUs
TPAHCIIOPTHBIMH
CpeACTBaMH HJIH
OMaCHBIMU
MeXaHM3MaMHu;
BIIUSCT nu
H3MEHSET
JIEWCTBHSL APYTHX
JIEKapCTB

Bo3MoxHBI
CIIy4ad MECTHBIX
KOKHBIX PEaKITHid
(KOHTaKTHEIE
JIEPMATHTHI)

Hapymenus
JKEJTy IOUHO-KHUIIIe
YHOrO TpakTa U
Iuapest

I[Tepen
Ha3Ha4YCHHEM
npenapaTos
YCTaHOBJIUBACTCS
MEPCHOCUMOCTD
hpyKTO3HI;
MIPOTUBOIIOKA3aH
0 OONBHBIM C

KonngectBo
3TUJIOBOTO
cnupTra B 3THX
JIEKapCTBEHHBIX
npemnaparax
MOJXET BIHUATH B
H3MEHSATH
JIEUCTBUS IPYTHUX
JIEKapCTB



31. ®dpykroza

ITapenTepansHoe 5T

Kunkue
JIEKapCTBEHHBIE
dbopmbl s
npremMa BHYTDb,
TabJaeTKH
JKeBaTeIbHbBIE

[Tapentepanshoe *

[epopanbHoe *

32. lanakTo3a

[IepopanbHoe
ITapentepanbHoe

ITepopanbHOE *

HacJIeICTBEHHOH
HEMepeHOCUMOCT
BI0 (PYKTO3HI

KonnuectBo
(pyKTO3BI B T B
pa3oBoil mo3e
npenapara;He
Ha3Ha4yaTh
HalueHTaM ¢
CaxapHBIM
JIraberoM

[Ipu pnutensHOM
HCIOJIH30BaHUHU B
TCUCHHE OBYX
unu  Ooiee

Hanocst Bpen
3ybam

HeZEeNb

IIpoTuBomokasan
0 JIHIaM ¢
HACJIeJCTBEHHOU
HEMepeHOCUMOCT
IO TaJIaKTO3HI,
rajlakTo3eMHUeH

IIporuBonokasan
0 JIunamM ¢
HACJICJICTBCHHOM
HETIePEHOCHMOCT
BIO TallaKTO3HI,
rajgakToemMuen
)% Q) B 5 |
MaJibabcopOormen
TJTFOKO30TaJIaKTO3
BI

KonuuectBo
TaJIaKTO3bI B I' B
pa3oBoil j03e
npernapara;
OCTOPOXKHO
Ha3HavaTh
OONBHBIM C
CaxapHBIM
InadbeToM

IporuBomnokasan
0 JIHuaMm ¢
MasibabcopoIueit
[IIOKO3BI-TAJIaKT
03Bl

KonuuectBo
TJTIOKO3Bl B T B
pa3zoBoil mo03e
npenapara;
OCTOPOXKHO



33.

34.

35.

36.

I'moxo3a [TepopansHoe

[MTapenrepansHoe

PactBOopsl s
npueMa BHYTPb
CocatenpHbIE *
XKEBaTEIbHBIC
TabJIeTKU

[epopanbHoe 10 r/B 1 noze

I'munepon

PekrannHOE Ir

lemapun (B
KadyecTBe
BCIIOMOTaTEILHOT
0 BEIIeCTBA)

[TapentepanpHoe *

Cupomn

THJPOTCHU3UPOBA

HHOHU Tmioko3bl ( IlepopanbHoe
WA  MaJbTUT

JKUJIKHIA) 10
r

Ha3HayaTh
OOIBHBIM C
caxapHbBIM
1radeToM

Oka3sbpiBaceT
MOBPEKIAOIICE
IeicTBUEe Ha
3yOBI

[To6ouHkIE
peakuum:
rojgoBHas 00Jb,
HapyLICHUsA
JKEITy IOYHO-KHUIIIE
YHOTO TpPAaKTa,
Japest

ITocnab6asromiee
JIEUCTBHE

Annepruyeckue
peaknuw,
CHU)KEHUE
CBEPTHIBAEMOCTHU
KpOBU:
MPOTUBONOKA3aH
0 Jumam c
aJUIepruyecKou
peakuueid Ha
rernapyuH

IIpoTuBomOKa3zan
0 IJIHIaM ¢
HACJICACTBEHHOMN
HEMepeHOCUMOCT
bI0 PPYKTO3BI

YmepeHHOE
rmocJaosgroee
IencTBHE,
yKa3bIBaeTCs
KaJJOpUUHOCTh
TUAPOTEHU3UPOBA
HHOH TJIIOKO3BI -
2,3 KKkan/r

IIporuBonokasan
0 JnumaMm c¢
HacJIeICTBEHHOH
HEMepeHOCUMOCT
b0  (PYKTO3HI
uIau
ManbabcopOuueit
TJIIOKO3BI-TaJIaKT
03Bl

Jannas
nHdopmanus
BKIIIOYAaeTCS B
HHCTPYKIHIO,
IPH JAIUTETBHOM
MIpUMEHEHNH (IBe
u OoJiee HEEIh)



37.

38.

39.

IlepopanbHoe
Caxap
MHBEPTHBIN
5r
PactBopsl  anist
npreMa BHYTPB;
cocarebHBIC *
KEeBaTEIbHBIC
TabJIeTKH
£
JlaxTut E 966 [lepopanbHoe
10T
%
JlakTo3a IlepopanbHoe
5t

KonuuectBo
TIIOKO3Bl |
(pYKTO3HI B T B
pa3oBoil nmo3e
npemnapara;
OCTOPOKHO
Ha3HavyaTh
OOIBHBIM C
caxapHBIM
radeToM

Oka3bpIiBaceT
MOBpEXAAr0IIee
nelcTBUMEe Ha
3yOBI

IIpoTuBonokasax
0 JuIaM ¢
HacJIeICTBEHHOM
HETePeHOCUMOCT
b0 (PYKTO3BI,
raJaKTO3bl,
rajakTo3eMHueH
Uau
MababcopOoImen
TITIOKO3BI-TallakT
03bI

YMepeHHOE
rmocaosroee
IeHCTBHE;
yKa3bIBaeTCs
KaJIOpUUHOCTh
JakTata - 2,3
KKaJ/T

[IporuBomnokaszan
0 IHmam ¢
HaCJEeICTBEHHON
HEIepeHOCUMOCT
BIO TaJIaKTO3bI,
nepUIUTOM
tdepmenta Lapp (
JIATIIT)-naktassl,
MababcopOnueit
TJIIOKO3BI-TaJTaKT
03b1

Vka3piBaeTcs
KOJIMYECTBO
JIAaKTO3bl B T B
pa3oBoil m03e
npemnapara;
OCTOPOXKHO
Ha3Ha4aTh

[Ipu pnutensHOM
MIpUMEHEHHH (IBE
u 0oJiee HeeNn)



40.

41.

42.

43.

Jlanonusn (
epcTsHoii xup)

E 965 ManbTut;E
953
H3omaneTuTon;
ManbTut XuaKui
(cupom
THUIPOTEHU3NPOBA
HHOH TJIFOKO3BI)

ManHuTON (
ManHHT) E421

OpraHuueckue
COCUHCHUS
pryTtu:l)
THOMEpcan2)
dheHun-pTyTH
HUTpat3)
tdheHun-pTYTH
amerar4)
heHMmI-pTYTH
Gopar

[Maparuapokcude
H30aThl M HX
a¢pups:l)
ATHIINAPA-THIPOK
cubensoar (E 214
) 2)
TPOTHI-TIaparu-
pokcudensoat (E
216)3) wmaraus
XJTO0PHUA
HPOIMIIITAparuap
okcubenzoar (E
217)4)
METHJI-TIAParuapo
keubensoar (E
218)5) Hatpus

MectHoe

[Iepopanbnoe

IIepopanbhoe

OdTronpManoruye

CKHECE
JICKapCTBECHHBIC

(dhopmBI

MectHoe

ITapenTepansHoe

ITepopanbHoe;

0o TOIBMATIOTHYC

CKHeE
JIeKapCTBEH-HBIC
(hopMBI;MECTHOE

[TapenTepanbHOE
MHTJIAIIMOHHOE

10r

10T

%

OOJIBHBIM C
caxapHbBIM
radeToM

MecTHBIE
KOXKHBIC PCaKIHH
(KOHTaKTHBIH
JIEPMATHT)

IIporuBonokasan
0 JnumaMm c
HacJIeICTBEHHOH
HENepeHOCUMOCT
BI0 (PPYKTO3HI

YMmepeHHOe
mociaonsroIee
IeHCTBHE;
yKa3bIBaeTCS
KaJOpUMHOCTh
THIPOTEHU3NPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

YmMmepeHHoe
mocJaosgroee
JIEUCTBHE

Annepruyeckue
peakun

MecTHBIC
KOKHBIC PEaKIiH
(KOHTaKTHBIH
IepPMaTHUT),
HapylLIeHUe
MUTMEHTAIUH
KOXH

Annepruyeckue
peakiuu

Annepruyeckue
peakuuu
3aMeJIEHHOTO
THUIA

Annepruuyeckue
peakuuu
3aMeIJICHHOTO



44,

45.

46.

METHIINAparuapo
kcubenzoar (E
219)

Ddenunananua

Kanwuii

MecTHOC,
nepopajnabHoe,
TapeHTepanbHOE

[MTapenrepansHoe

ITapenTepansHOe
[IepopanbHoe

ES

Conepxanue
Kaaus MeHee |
MMOJIb B pa3oBOil
J103¢

Coaepxanue
Kaus 1 MMOJIb B
pa3oBoii 1o3e

THOA,
OponxocmasmM

IIpoTuBonokasaxn
0 Jumam c
(heHUIIKETOHYpHE

nu

Yxka3biBaercs
KOJIMYECTBO
KaJIisi B MMOJIb (
UIU MT) B
pa3oBoil jm03e
mpemnapara

VYka3biBaeTcs
KOJIUYECTBO
Kalus B MMOIIb (
HIU MT) B
pa3zoBoil mo03e
npermnapara;
OCTOPOXHO
HA3HAYAThH JIUIAM
CO CHUKEHHOU
(hyHKIHEH ToYeK
WIN y KOTOPBIX

B wuHcTpykinun
nHdopmanus
OTHOCHUTEJIBHO
coaepKaHus
Kanus
OCHOBBIBAa€TCS Ha

obmeM
COJlepKaHUH
Kalus B

npenapare;MeHee
1 Mmmoms (39 Mr)
B pa3oBOH 103e,
CUYHUTAKTCSA
npemnaparaMmu
CBOOOJHBIMU OT
KaJus; 0COOCHHO
BaXHO, MpHU
NPUMEHEHUU B
NeUaTPUYECKOMN
MpakTHKe, TIe
Ha3HAYAOTCA
npenaparel ¢
HU3KUM YPOBHEM
Kajus



[TponuaeHr Ko
b (E 1520)

u  3dups
HPOIMIICHTTTHKOI
A

[MTponmneHrnmkon
b (E 1520)

nu  2¢pupH
HPOIMIICHTITHKOI
o

BryTpuseHHOE
BBCJICHUE

ITepopanbHbIid,
TIapeHTepaIbHBIHA

IIepopanbHbli,
MapeHTepaIbHBIN

30 MMOJIB/IT

50 mr/kr/cyT

50 Mr/kr/cyT

KOHTPOJUPYETCS
MOCTYILJICHHE
KaJlus ¢ HUIIEH

bons B MecTte
WHBEKINHU

Buor
OepeMEHHBI WM

Ecnn

KOPMUTE T'PYABIO,
HE NpPUHUMANTE
OaHHBIH
JIEKapCTBEHHBIN
mpernapar, eciu
TOJBKO OH He
PEKOMEHJ0BaH
JeJalyM BpauoM
Bo Bpewms
IpueMa JaHHOTO
JIEKapCTBEHHOT'O
npemnapara
Jeyamuil Bpau
MOJKET NPOBECTU
JIOTIOJTHUTENBHOE
o0cIIeqOBaHNE.

Eciu y Bac
3a0o0JIeBaHNE
MEeYeHN WU
Mo4YeK, He
NpUHUMaTe
JTaHHBI I
JIeKapCTBEHHBIH
mpenapar, eciu
TOIBKO OH HE
pEeKOMEHJ0BaH
JIeYalIuM BpadoM
Bo
npuemMa JTaHHOTO
JICKApCTBCHHOTO

BpeMs

npemnapara
Jevalmuii Bpau

Hecmotps Ha To,
YTO HE MTOKA3aHO,
94T O
MIPOIMIICHTJTUKOJI
b  BBI3BIBAET
PENpPOTYyKTUBHYIO

OHTOTE€HETHYECKY
10 TOKCUYHOCTbD Y
KUBOTHBIX WJIU

JIFOJICH, OH MOXKET
JIOCTUTATh TUIOJA

oOHapyXHBaJCs B
Kak
CIIe/ICTBHE,
HE00XOIUMOCTb
BBEJACHHUSA
TPOITMIICHTIIHKOI
st OepeMEeHHBIM H
KOPMSIIHM
ITPYyABIO
nangueHTam
ciaeayer
paccMaTpuBaTh B
WHIUBUY ATEHOM
HOpsAKe.

MOJIOKE.

Heobxonumo
YCTaHOBUTH
MEUIUHCKOE
HaOJIIOZIeHNE 3a
MalUeHTaMu  C
HapyLIICHHEM
GYHKIIUH TIOYCK
UIN  TEeYEHH,
MMOCKOJIBKY
cooO0Imanocy o
pa3IMIHBIX
HEXeNaTeNbHbIX
SBJICHUSAX,
00YCIJIOBICHHBIX
MPOTMHIEHTTHKOJ
€M, TAKUX KaK
movyevHast
nuchyHkmus  (
OCTpHBIH
TyOyIApHBIT
HEKpO3), ocTpas



47

IIponunenrnukon
b (E 1520)

u  3pupH
HPOINUIIEHTJIUKOI
i

IlepopanbHblii,

., 500 mr/kr/cyt
[apeHTePAabHBII

MOJKET MPOBECTH
JIOIIOJIHUTENIEHOE
0o0cIIeOBaHNE.

IIponunenraukon
b, COZIepIKAILIUCS
B JTaHHOM
JIEKapCTBEHHOM
npemnapare,
MOXET OKa3bIBaTh
Takoe ke
JieficTBHE, Kak
AJKOTO0JIb,
MOBBIIIAS
BEPOSATHOCTH
pa3BUTUIL
HEXKEJIATCIIbHbIX
peakui.

He npumensiite
JLaHHBI I
JIeKapCTBEHHBIH
npenapar y aerei
MJIaIie 5 ner.
[Ipumensiite
OaHHBIHI
JIEKapCTBEHHBIHN
npenapar TOJIbKO
M0 Ha3HAYEHUIO
Bpauda. Bo Bpems
MpuemMa JaHHOTO
JIEKAPCTBEHHOI'O
rpemnapara Bpau
MOXET MPOBECTH
JIOTIOJTHUTENIbHOE
oOcienoBaHue.

nmovyevHas
HEJOCTaTOYHOCTh
U IUCPYHKIUSA
HeYEHH.

Ha  ¢oHe
BBICOKHX 103 H
MIPOIOIDKUTETHHO
ro HpPUMECHEHHUS
TIPOTHIICHTITUKOI
a1 co00IIanocs o
pa3IMYHBIX
HEXXeNaTeNbHBIX
SIBIICHUSIX, TAKUX
K a K
THIIEPOCMOJIISUIBH
OCTb,
JIaKTaT-aIu103;
novyevHas
quchyHkous
OCTpBIH
TyOyIApHBIHA
HEKpO3), OCTpas
MOYeqHas
HEIOCTaTOYHOCTb
5
KapJIHUOTOKCUYHO
cTh (apuTMmum,
THUIIOTCH3UA);
HapyLIeHHus co
CTOPOHBI
LIEHTPaJbHOU
HEpBHOH
CHUCTEMBI (
JieTIpeccusi, Koma,
MpUNAaKH);
yTrHETCHHE
IBIXaHUS,
OJIBIIIKA;
neYeHoYHas
IuCcHyHKITUSA,
TeMOJIUTUIECKAs
peaxkmus (
BHYTPHCOCYIUCT
BIl TEMOJU3) U
TeMOTJIOOMHYPHS,
a TaKXe
MOJINOpTaHHAS
IUCHYHKIUS.

B cBsas3u ¢ stum
O3B,
MIPEBBILIAOIINE
500 wmr/kr/cyT,
MOJKHO BBOJIUTh
NeTsIM >5 JIeT,



[TpormneHrnmkon
b (E 1520)

u  3dups
HPOIMIICHTITHKOI
o

IIponunenrnukon
b (E 1520)

nu  2pupH
IPOIMIIEHTJIUKOI
o

Koxnpri

Koxxneri

50 mr/kr/cyT

500 mr/kr/cyT

[Iponmnenrankon
b MOJXET
BBI3BIBATH
pasapaxeHue
KOXH.

He npumensiite
JaHHBII
JIeKapCTBEHHBIN
mpemnapar  Ha
OTKPBITBIX paHax
uau  GONBIINX
1o X
MOBPEKICHHON
UM MOpakKeHHOU
KOXXH (Harpumep,
MOCTIe 0XKOTOB) Y
nereit muanme 4
Henelnp 0Oe3
KOHCYJIbTaIH
JieJaliero Bpaua
nnn paboTHHKa
anTeK!.

IIponunenrnukon
b MOXET
BBI3BIBATH
pasapaxeHue
KOXKH.
ITockonbky
OaHHBIHI
JIEKapCTBEHHBIHN
npemapar
COJEPXKHUT
IPONUIEHTTTUKOI
b, HE IPUMEHSINTE
€ro Ha OTKPBITBIX
paHax WIH
60JNBIIHX

IO gsaX

OTHAKO
TpebyeTcs
MHIUBUAYaTbHBIN
MTOIXO/I.

Ilocme oTMeHBI
TIPOTTHIIEHTTNKOI
sI HeJKeJIaTeIbHbIE
SIBJICHHSI OOBITHO
paspemratorcs, B
Ooyiee TSKEIBIX
CITyJasx — TOoCye
reMOoJuan3a.
Tpebyercs
MEIUIMHCKOE
HaOJIIoIeHNE.



[IponuneHraukosn
b (E 1520) u
3¢ upH
MPONIICHTTTUKOJ
o

[Iponunenrnukon
b (E 1520) u
3¢ upH
MPONIICHTJTUKOJI
o

IIponunenrnukon
b (E 1520)

Bcee

[lepopanbHbIii,
NapeHTepanbHbII

[lepopanbHblii,
napeHTepanbHbII

1 Mr/kr/cyt

1 Mr/kr/cyt

50 Mr/kr/cyT

MOBPEXKIECHHON
WM NOpaXeHHOU
KOXXH (Harpumep,
MoCJie 05KOTOB)
6¢3
KOHCYJIbTaIluU
JieJaliero Bpaua
nni paboTHHKa
anTeKH.

JaHHBI U
JIeKapCTBEHHBIH
npemnapar
COLEPXKUT X MI
MPOTIUIIEHTIIMKOI
s1 B KQXI0H
<emuHHIlA
J03UPOBAHUS>
<emauHHIA
o0bemMa™>

<4ToO
OKBHUBAJICHTHO

X wMr/<macca><
00BeM.>>

Ecau Bamewmy
pebeHKy MEHbIIe
4 Henmenb, Mpex/Ie
4Y€M JaTb €My
JaHHBII
JIeKapCTBEHHBIN
mpemnapar,
IIOCOBETYHTECH C
JeyanyM BpadoM
WM paboOTHUKOM
anTeKu,
0COOCHHO eciH
pebeHOK
MOJTy4JaeT ApyTue
JIEKapCTBCHHBIC
npenaparsl,
coaepiKaiue
TIPOTTAIIEHTJIMKOJ
b WJIM QJIKOTOJIb.

Ecan Bawmewmy
peOCHKY MEHBIIIE
5 ner, mpexnae
yeM JaTh €My
OaHHBIH
JIEKapCTBEHHBIN
mpemapar,
MOCOBETYHTECH C
JIeYaluM BpaduoM
WM pabOTHUKOM
anTekH,

OnHOBpEMEHHOE
BBEJCHHE C
T O0BIM
cybcTpatom
AJKOTOJIBICTUAPO
reHasbl,
TaKUM  Kak
9TaHOJ, MOXET
BBI3BIBAThH
cepbe3HEIC
HeXeJaTellbHBIE
peakuuu y
HOBOPOYKICHHBIX.

OnHOBpEMEHHOE
BBEJEHHE C

T OBIM
cybcTparom
AJKOTOJIBICTUAPO
reHasbl,
TaKUM  Kak

OTaHOJI, MOXCT



48.

49.

u  3¢pupH
TIPOTTHIIEHTJIMKOJ
s

Maciao
KYH)KYTHOE

Hatpuii

Bce nyrm
BBEJICHUS

[TapenTepansHoe

ITapenTepansHoe;
IepopanbHOe

0COOEHHO eclTH
pebeHOK
MOJIy4aeT Apyrue
JIeKapCTBEHHBIC
npenaparsl,
coJepIKaIue
MPOTHIEHTJTHKOI
b WM alIKOTOJIb.

Penkue cnyuan
CEpPBE3HBIX
aJIePruYeCcKuX
peakuui

VYxka3biBaercs
Conepxanue KOJHUYECTBO
HaTpust MeHee | HaTpus B MMOIB (
MMOJIb B pa30BOH MM MT) B
J03e Imperapata  pa3oBOM  J03€

npemnapara

Vxka3biBaercs
KOJIMYECTBO
HATPHUS B MMOJIb (
UIU MT) B
pa3zoBoil mo03e

Conepxanue
npemnapara;
HaTpus | MMOmIb
N OCTOPOXHO TIpH
B Pa30BOIi 703¢
Ha3HAYCHUU
TUIAM,
COOJTIOIATOIINM
OGeccolieByto

JTIUETY

BBI3EIBATH
cepbe3HEIC
HEXKellaTeIbHbIC
peakuuu y nerei
MIIaJIIe S5 JIeT.

B unCTpyKIMH
nHpOpMALIHL
OTHOCHUTEJIBHO
cojepKaHus
HaTpus
OCHOBBIBAaCTCS Ha
obmem
COJZlep)KaHUH
HaTpHUs B
npemnapare;
mpemapaTel
conepiKamue
HaTpusi MeHee 1
MMOJIb (23 MT) B
pa3oBoi no03e,
CUUTAKTCA
npemnaparamu
CBOOOJHBIMU OT
HaTpHi;
Oco6eHHO 3TO
BaXHO, IIpH
INIPpUMCHCHUN B
NeIMaTpuYeCcKom
MpaKkTHKe, TIe
Ha3HAYaI0TCA
mpemapaTsl ¢
HU3KHM YPOBHEM
HaTpus



50.

51.

52.

53.

54.

Kucnora
copbuHoBas u ee MecTHOE

conun
IIepopansHoe
[TapentepanbHoe
Cop6uton E420
[IepopanbHoe

Macio coesBoe,

Macino coeoe Bce nytu
THIPOTCHU3NPOBA BBEACHUS
HHOE

CTteapuIIOBEINA
P MectHOoe
CIHPT
IIepopansHoe
Cykpo3a

PactBopbl  miist

npueMa BHYTpB;

COCaTCIbHBIC,

*

10T

*

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMATHT)

IIporuBonokasan
bl MalMEHTaM C
HacJIeICTBEHHOH
HETIEpeHOCUMOCT
BI0 (PYKTO3HI

YmepeHHoe
rmociaosroIee
IeHlCTBHE;
yKa3bIBaeTCS
KaJOpUMHOCTh
copburona - 2,6
KKaj/T

MecTtHbIE
KOYKHBIC PEaKIHH
(KOHTaKTHBIH
JIEPMAaTHUT)

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMaTHT)

IIpoTuBonokazaxn
0 JuIaM ¢
HACJIeICTBEHHON
HEIepPeHOCUMOCT
IO  (PPYKTO3BI,
MasibabcopOoIuei
TJTIOKO3BI-TaJaKT
03BI, TeHUITUTOM
dbepMeHTa
CYKpa3bl-u30MaJb
Ta3bl

Vka3pIBaeTcs
KOJIMYECTBO
CyKpa3sl B
rpaMmMax B
pa3zoBoil mo3e
npenapara;
OCTOPOXKHO
Ha3HayaTh

OOIBHBIM C
caxapHBIM

radeToM

Januas
nHdopmanus
BKJIIOYACTCS B
HHCTPYKIIHIO,
Kornga
JIEKapCTBEHHBIN



JKEBaTEIbHBIC [MTospexkaaromee npemnapar
TabneTKu nelicteue Ha  IpeIHasHadYeH
3yOBI JUIA ITTATEIIEHOTO

MpUMeHeHus (ABe
u OoJee HeeNb)

CynabpHuTHI,

BKJIOUYas

MeTaOUCYTb(PHUTHI

:1) cepsl muoOKCHA

E 2202) natpus

cynsdut E 2213 Cepbe3Hble
yaeg ) IIepopanbHoe; P
HaTpHs " aJlyIepruueckue
55. MapeHTePaATIbHOE;
oucynepur E peakuum U
MHTSIIIMOHHOE
2224) wHaTtpus OponxocmasM
MeTabucynbdur
E 2235) xamus
MeTaouCyIbOUT
E 2246) xanus
oucynsdur E 228
[IpoTuBomnokaszax
aIunam c [TmennyHbIf
[MuennyHbIA " AIJIEPTUUECKUMH  Kpaxmall MOXeT
56. [lepopanbHoe
Kpaxmat peaknusMu Ha COJEpXKaTh
MIICHUIHBIH I'moreH (ciensr)
Kpaxman
YmepeHHoe
nocia0Jsroee
IelcTBUEC,
57. Kcunuron IIepopanbHoe 10r yKa3bIBaeTcs
KaJOpUMHOCTh
KcuimTona - 2.4
KKaJ/T

Hcnonb3yeMble COKpAIEHUs: MI' — MUJUIUTPaMM; KI' — KWIOTPaMM; MKI' — MUKPOIpaMM; T
— I'PaMM; KKaJl — KUJIOKaJIOPHU; MMOJIb — MWJIMMOJIb; JI — JIUTP.
[Ipumeyanue:

* He3zaBUCHMO OT KOJHMYECTBEHHOI'O COJECP>KAHHUS BCIIOMOTaTEIbHBIX BEIIECTB,
uH(popMalus, yKazaHHas B KOJOHKE 5, OTpakaeTcsi B MHCTPYKUUU IO MEIULUHCKOMY
[IPUMCHEHUIO.

** Nudopmanuus, ykazaHHas B KOJOHKe O, MpelHa3HayeHa sl 3KCIEpPTOB IMpHU

IIPOBCACHUN CHCHI/IEIJ'II/IEBI/IPOB&HHOIZ SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA.
IIpunoxenue 23
K MIpaBHJIaM PETUCTPAIAN
JIEKAPCTBEHHBIX CPEICTB U
MEIUIMHCKUX M3/
10 MPUHIUIY "eINHOTO OKHA"

dbopma
MunucrepcTBo 3apaBooxpanenus Pecny6nuku Kazaxcran




HanmeHoBaHKE rocy1apCTBEHHON SKCIIEPTHOM OpraHu3aiuu

ATTecTaT akKpeIuTaluy UCIIBITaTeIbHOM 1abopatopuu (Ne, CpoK eiCTBHS)

Anpec, TenedoH SKCIEPTHON OpraHu3aIiK (UCTIBITATEIbHON JabopaTopun)
roja

n n

[IpoTtokon ncnbiTanuit Ne OT

Crpanuna (KonuuecTBo nUCTOB )
Yenyromnonaydarenb (HAaMMEHOBaHUE, aJIpec):

HaumeHnoBaHue MMPOAYKIIUHN:

Bun ucneiranuin:

OcHOBaHUeE:

®dupma U3roToBUTEND (IPOU3BOAUTEID), CTPAHA:

Cepus, maprusi: JlaTa mpou3BocTBa:
CpOK TOJIHOCTH:

JlaTa Hayaa ¥ 1aTa OKOHYaHUS UCIIBITAHUM:

KonuaecTBo 06pa3nos:

O0603HaueHe HOPMATUBHOTO JOKYMEHTA 110 Ka4Y€CTBY Ha MPOAYKIIHIO:

O6o03HaYeHNEe HOPMATUBHOTO JOKYMEHTA 110 Ka4eCTBY Ha METOJIbI UCTIHITAHUM:

PesynbTarsl ucnibITaHUM

TpeboBanus
DakTHUUYECKH Kparkoe omnucanue
HanmenoBanue HOPMAaTHBHOTO TOCu
. MOJYYCHHBIEC COOTBETCTBUSA (
mokazareJsei JOKyMEHTa Ha  BIaXHOCTH (%)
pe3yJbTaThI HECOOTBETCTBUS)

MPOAYKIIUIO



1 2 3 4 5

3akmouenue: IlpencraBieHHbie 00pa3Ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM HOPMATUBHBIX JIOKYMEHTOB U METOJUKHU BOCHPOU3BOIATCA (HE
BOCIPOU3BOASTCS) (YKa3bIBaTh MPU HEOOXOAMMOCTH). (HY>KHOE MOAUYEPKHYTh)
MeTtoauku He BOCIPOU3BOIATCA 10 CIETYIONTUM TTOKA3aTeIsIM

HO)IHI/ICI/I YIOOJHOMOYCHHBIX JIUIT

(momxHOCTh) (moanuck) G.N.O (npu ero HATMYKH )

(momxHocTsh) (moanuck) @.M.O (mpu ero HaIUYKH)

(momxHocTsh) (moanuck) G.M.O (mpu ero HaIUYHH)

ITpoToKOJ HCIBEITaHH PACHPOCTPAHAETCA TOIBKO Ha 00pasibl, HOABEPrHYTEHIC HCIEITAHAIM,
[peJCTaBJICHHBIE 3aKa3TMKOM yCIryT. [ToHas wim 9acTHIHAA IepenedaTKa IIPOToKoa 6e3
IMCHMEHHOT'O Pa3pelIeHus 3KCIePTHOM OpraHU3alliy 3allpemieHa.

[punoxenne 24
K TIpaBUJIaM 3KCIIePTH3bI,
PEerUCTpaIly, IepeperucTPaLu,
BHECCHHS U3MCHEHHH B
PErUCTPaIOHHOE JOChE
JIEKApCTBEHHOTO CPENICTBA WITH
MEIHLHCKOTO U3/IeNHs 1
PETHCTPALMH LICHBI, BHECCHUS
N3MCHCHUA B LICHY
HPOM3BOMUTENS, @ TAKKE
(opmupoBanus Kazaxcranckoro
HAMOHAITBEHOTO JICKAPCTBEHHOTO
dhopmymspa
dbopma
OTuer 0 pe3yabTaTax MpOoBeACHUS JT1a00PaTOPHBIX UCIIBITAHUN B TAOOPATOPUH KOHTPOJIS

KadecTBa TPOU3BOJMUTENS] UJIM B KOHTPAKTHOM JabOpaTOpUM, HCHOJIb3yeMOU
MIPOU3BOIUTEIIEM
1. Pe3rome

HanmenoBanune JICKApCTBECHHOT' O
CpeacTBa

HaumenoBanue, aapec peKBU3HUTEHI
MIPOM3BOJICTBEHHOM ILIOIIAKU



HaumeHoBaHue, aapec, peKBU3UTHI
71abopaTopuy KOHTPOJIS KayecTBa U (
WIM) KOHTPAKTHOH JiabopaTtopuu
KOHTPOJIA KauyecTBa

OcHoBaHue MpOBEACHUS
1a00pATOPHOTO UCIIBITAHHS

IIpoBenenne  maboOpaTOpPHBIX

HCITBITAaHAHN

Pestome pesTenbHOCTH TabopaTOpuu
Brimyck B peanu3anuio Ccepuu

KOHTPOJISI Ka4eCTBa
JICKApPCTBEHHOTO CPEIICTBA
Nnoe (He0OX0aMMO yKa3aTh)

Hara(sr) NpOBEACHUS
1a00paTOPHOTO UCITBITAHHS

®.UN.O0. (mpu ero HaIWYNH)
9KCMEPTOB (WICHOB KOMHCCHUH),
JOJDKHOCTB

2. BBognas ungopmarus
Kparkoe onucanue nadbopatopuy KOHTPOJISI Ka4eCTBa

Hanuune n10KyMEHTUPOBAaHHBIX MPOLERYP MPOBEACHUS
HUCIIBITAaHHI

BrimonHenne TpeGoBaHMH JTOKyMEHTHPOBAHHBIX
IpoIielyp NPOBEICHUS UCTIBITAHUI

Lens npoBeneHus 1aDOPATOPHOTO UCTIBITAHUS
OOBEKTHI UCIIBITAHUS

[lepconan mabopaTopuu KOHTPOJIS KadecTBa,
Y4acTBYIONIMH B TMPOBEIEHHH JTabOPATOPHOTO
UCTIBITaHMS

3. Habmronenus u pe3yabTaThl IPOBEACHUS 1a00paTOPHOTO UCIIBITAHUS
Cchbutka Ha HOPMATUBHBIA JOKYMEHT

HOMep Ccepuu, nara rmponu3BoOACTBa

TpeboBanus
P dakTUUECKHE Temmeparypa 0 C u CoorBercTByeT (HE
IToka3arens HOPMAaTHUBHOI'O
pe3yIbTaThl BIAKHOCTh COOTBETCTBYET)
JIOKyMEHTa

4. IlpunoxeHus

JokyMeHTBl (MepBUYHBIC JaHHBIC, MPOTOKOJIBI
WCTIBITAHUH) ©W 00pa3mbl, OTOOpaHHBEIE B XOJE
IIPOBEICHHUS JTaOOPaTOPHOTO HCTIBITAHUS

5. PexoMeHanmm 1 3aKII0UCHUS
Pexomenmanun

3aKIroYeHne

[Ipumeuanne: * K oTueTy 0 pesyibTaTrax MPOBEACHUS JTa0OpPATOPHOTO HCIIHITAHUS
HEO0OXOAMMO MPUIIOKUTH KOTHUIO cepTU(UKaTa aHanu3a U (WJIM) MPOTOKOJA UCTIBITAHUN Ha
MPOAYKIIHIO J1Ta0OpaTOPUU KOHTPOJISI KAadeCcTBAa MPOM3ZBOAUTENS WJIH KOHTPAKTHOU
1abopaTopuu, WCIOIB3YyeMOW Tpou3BoauTeNeM. Bce MPUIOKEHHS K OTUYETY SBIISIIOTCS
HEOTHEMJIEMOU €TI0 YaCThIO.



PykoBoaurens komuccuu:

(nonmuck) ®.M.0 (npu ero HaIU4KUM), TOTKHOCTD
YJICHbl KOMUCCHHU:

(moamuck) ®.M.0O (npu ero HATUYKH), TOTHKHOCTh

(moamuce) ®.M.0 (ripu ero HaJIMYUM), TOKHOCTh
" " 20 r
CormnacoBaHo:

(monmuck) ®.M.0O (npu ero HATUYKUK), TOTHKHOCTh

[Ipunoxenue 25
K MIPaBHUJIaM PETHUCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUIMHCKUX W3 IEHi
10 TIPUHIUITY "eANHOTO OKHA"

dbopma
3axioueHrne o 6e30MacHOCTH, KauecTBe U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA,
3asiBJICHHOTO Ha JKCIEPTH3Y B IENIAX TOCYNapCTBEHHOW PETHCTpAIlUH, MEPEPETUCTPAINH B
Pecnyonuke Kazaxcran

1. PecnybnukaHnckoe TocyJapcTBEHHOE MPEANPUATHE Ha TIPaBe XO3IMCTBEHHOTO BEICHUS
"HaunoHanbHBIN LEHTP SKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB, MEAULMHCKHAX H3IEIUN"
KomMuTera MeaumuHCKoro U (apMalleBTHUECKOTO KOHTpoJiss MuHHCTEpCTBa
3apaBooxpanenus PecnyOnuku Kaszaxctan cooOmaetr pe3ynabTaThl J3KCHEPTH3bl Ha
0e30macHOCTh, KadecTBO M A(PHEKTUBHOCTH JIEKAPCTBEHHOT'O CpEJACTBA I IIelieit
roCcyJIapCTBEHHOM perucrpaiuu, rnepeperucrpaiuu B Pecnyonuke Kazaxcran:

HOMep " JarTa 3asidBKHU

ToproBoe HauMEeHOBaHME JIEKAPCTBEHHOTO CPEJCTBa (C
yKa3aHWEM JIeKapCTBEHHOH (OPMBI, JIO3UPOBKH,
KOHIIEHTpauuHu 1 00beMa 3aroTHeHHs], KOJINYECTBa 103
B YTIAKOBKE - JJIs IEKAPCTBEHHOTO TIperapaTa)

OpFaHI/ISaHI/IH-l'lpOI/ISBO}II/ITeJ'H), CTpaHa-npoOnu3BOJUTEIIb

3aKiIoueHre HadaJabHOU OKCIICPTU3BL (HOJ’IO)KI/ITGJ'II)HOG
HIIn OTpI/IL[aTCJ'IBHOC)

3aKTI0YeHHE CHEeNHATU3UpPOBAHHOM 3KCHEPTHU3Bl  (
HOJIOXKUTETBHOE WU OTPULIATENbHOE)

3aKIO4YeHHE UCIBITATENIbHON JabopaTopuu: gata u Ne
MIPOTOKOIIA, (TTOJIOKUTETHHOE HITH OTPUIIATEIHHOE)

2. 3axntoueHue (MoJ0XKHUTeNbHOE): MaTepuanbl U JOKYMEHTbl PErUCTPALIMOHHOTO JI0ChE
Ha JIEKQPCTBEHHOE CPEJCTBO, MPEJOCTABIEHHbIE ISl TOCYJAapCTBEHHOM perucTpaimi,



nepepeructpanuu B PecyOnrke Kazaxcran, COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBaHUSM,
0e30MacHOCTh, KauecTBO U A(P(HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA MOATBEPKICHBI
COOTBETCTBYIOIIMMHU MaTepualaMy U MPOBEACHHBIMU UCTIBITAHUSIMH.

JlekapcTBEHHOE CpPEACTBO (TOProBOE€ HAaMMEHOBAHHUE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUEeM JIEKapCTBEHHON (OpPMBI, JO3UPOBKH, KOHILIEHTpAMU U 00OBbEMa 3aIllOJHEHHS,
KOJIMYECTBA /103 B YIAKOBKE) 3apeructpupyercs (mepepeructpupyercs) B PecnyOnnke
Kazaxcran cpokom Ha JeT Wi OECCPOUHO.

3akmroueHue (oTpuuaTeabHoe): MaTepuanbl U TOKYMEHTHI PETUCTPALMOHHOTO 10ChE Ha
JEKapCTBEHHOE CPEACTBO, MPEAOCTABICHHBIC I TOCYAapCTBEHHON pErHCTpAaINH,
nepepeructpaunu B PecnyOnuke KaszaxctaH, HE COOTBETCTBYIOT YCTaHOBJIEHHBIM
TpeboBaHUAM, 0€30IaCHOCTh, KaueCTBO U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA HE
MOJITBEP>KJICHBI COOTBETCTBYIOIIMMU MaTepHUaIaMH U MPOBEIECHHBIMU UCIIBITAHUSIMHU.

JlexapCcTBEHHOE CpEeICTBO (TOProBOo€ HAaMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA C
yKa3aHUEeM JIEKapCTBEHHON (OpPMBI, JO3UPOBKH, KOHIIEHTpAMU W 0OBbEeMa 3aIlOJHECHHS,
KOJIMYECTBA J103 B YIAKOBKE) HE 3apeructpupyercs (mepepeructpupyercsi) B PecnyOnuke
Ka3zaxcram.

PykoBoauTenb rocy1apcTBEHHOM SKCIEPTHOW OpraHU3aMH (M
YIOJHOMOYEHHOTO JIUIIA)

(monmuck) ®.M.0O (npu ero HATUYKMH), TOTHKHOCTh

[lara
[Ipunoxenue 26
K TIpaBUJIaM PETUCTPALIH
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3EIHH
M0 MPUHITUIY "eINHOTO OKHA"
dbopma

3akioueHue 0 0€30MacHOCTH, KauecTBe U A3(DPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA,
3as1BJICHHOT'O Ha YKCIEPTU3Y B LEIAX BHECEHUSI U3MEHEHUN B PETUCTPALIMOHHOE JOCHE

1. PecnybnnkaHckoe TocyJapcTBEHHOE MPEANPUATHE Ha TIPaBe XO3IMCTBEHHOTO BEICHUS
"HaunoHanbHBIN LEHTP SKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB, MEAULIMHCKUAX H3IEIUN"
KomuTera MeaumuHCKoro U (apMalleBTHUECKOTO KOHTpoJss MuHHCTEpCTBa
3apaBooxpaHeHus: Pecriyonuku Kazaxcran cooOiaeT pe3ysibTaThl SKCIEPTU3bI O BIUSIHUU
BHOCHUMBIX H3MEHEHHH B PEruCTpallMOHHOE JO0Che Ha Oe30MacHOCTh, Ka4eCTBO U
3 PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA:

HOMep " JaTa 3asiBKU

ToproBoe HauMEHOBaHHE JICKAPCTBEHHOTO CPEICTBa (C
yKa3aHWeM JIeKapCTBEHHOH (OPMBI, JTO3UPOBKH,
KOHLIEHTPALMK U 00beMa 3aroTHeHUs, KOJIMYECTBa 103
B YIIAaKOBKE — JUIsI JIEKAPCTBEHHOTO Ipernapara)

Opraauzanys IPOU3BOJIUTENb, CTPAHA-IIPOU3BOIUTEIH



Ty BHOCUMBIX H3MCHEHUM

3axrtoueHne Ha9aIbHON SKCIEPTU3HI (TIOIOKUTENFHOE
WJIM OTPULIATETHHOE)

3aKIl0YeHHEe CHEIMATN3UPOBAHHON AKCHEpTH3Bl  (
MTOJIOKUTETHHOE I OTPHLIATEIHHOE)

3axIII0OYeHNE MCTIBITaTeNbHON Taboparopun: nata u Ne
MIPOTOKOJIA, (TOJIOKUTETHFHOE WM OTPULIATETHHOE)

2. 3akmroueHue (MOJOXKUTENbHOE): Matepualibl U TOKYMEHTHI Ha JIEKaPCTBEHHOE
CpPEACTBO, MPEAOCTABJIEHHbIE I BHECEHHS M3MEHEHUU B PETUCTPALMOHHOE [IOCHE,
COOTBETCTBYIOT YCTAaHOBJIECHHBIM TpeOOBaHUSIM, BIUSHUE Ha 0€30MaCHOCTb, KAuyeCTBO U
3 PEeKTUBHOCTh JICKAPCTBEHHOTO CPEJCTBA TMOJTBEPKACHBI COOTBETCTBYIOIIUMH
MaTepuajiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble HM3MEHEHUSI 3aperucTpupyercs ¢ Bbigauye (0e3 BbIJaud) HOBOTO

PErHCTPALIMOHHOTO YIOCTOBEPEHUSI.

3akimoueHue (oTpuiaTeabHoe): MaTepuainbl U JOKYMEHTBI Ha JIEKAPCTBEHHOE CPEJICTBO,
IPeIOCTaBICHHBIE /ISl BHECEHUS] MN3MEHEHUHN B PETUCTPAIMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TPEOOBaHUSIM, BIUSIHUE HA O€30MaCHOCTh, KaueCcTBO U A(PHEKTUBHOCTH
JEKapCTBEHHOTO CPEACTBAa HE MOATBEPKIAEHBI COOTBETCTBYIOUIMMH MaTepUalaMU H
MIPOBEJICHHBIMU UCTIHITAHUSIMU.

BHocuMble n3MeHEHUs HE 3apETUCTPUPYETCS.

PykoBoauTenb rocygapcTBEHHON SKCIIEPTHOM OpraHu3aiuu (Wim

YIOJIHOMOYEHHOT'O JIUIIA)

noanuck @.N.O (ripu ero HAIMYUN )

Jara
[punoxenne 27
K [IPaBHJIaM PETHCTPALUN
JIEKAPCTBEHHBIX CPEACTB U
MEIULMHCKAX W3IEIUN
10 NpUHUUNY "eInHOro OKHA"
dopma
CBoaubIii OoTUeT MO 0€30MaCHOCTH, KaueCTBY M A(DPEKTUBHOCTHU JIEKAPCTBEHHOIO
npenapara
JlaTa
PecnyOnukaHckoe rocynapCTBEeHHOE
NPEANPUSITHE Ha npase
Kaszakcran Pecnybnukacet X03SICTBEHHOTO BeJICHUSA "
HeHcaynblK cakray MWHUCTPIIT HanmoHanbHBIN 1EHTP SKCHEePTU3HI
Meanunnansk AOHE JIEKapCTBEHHBIX CpEACTB,
(GapmaneBTHKATBIK OaxplIay MenunuHckux m3aeaui" Komurera
KOMUTETiHIH "J[opimik 3aTTap MeH MEIHIHHCKOTO u

MEIUIUHAIBIK  OyHbIMaap bl
capanTtay YJIATTBIK OpTaJbIFbl"
IapyanrblIbIK KYPrizy



KYKBIFBIH/IAFBl  pecyOIMKaIbIK (hapmManeBTHYECKOro  KOHTPOJIS
MEMJICKETTIK KSCITOPHBI MHUHHUCTEPCTBA 3IPAaBOOXPAHCHHUS
Pecrry6nuku Kazaxcran

CBOJIHBIN OTYET MO 0e30MacHOCTH, d3P(HEKTUBHOCTH M KAYECTBY JIEKAPCTBEHHOTO

npemnapara

HaunmenoBanue npenapara, mpou3BOAUTENb, CTPaHA

N3 otyera ynaneHa KoHQUACHIMAIbHAS HHPOPMALIHS

1. CnpaBoyHast uHbOpMaIs O MPoIeaype

1.1. Ilomaya perucTpaOHHOTO JOCHE

2. Hayunoe obcyxnenue

2.1 AcnekTsl kKauecTBa

2.1.1 AxTuBHas (apmalieBTHUeCKasi CyOCTaHIMSA: aHAIN3 CBEJACHUN O MPOUCXOKICHUH,
KaueCTBE M BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BaHUSI CyOCTaHITMHU

2.1.2. BcrioMorarenbHbIC BEIISCTBA: aHAINU3 CBEJACHUM O KAadeCTBE, KOJHMUYECTBE C

BBIBOJIAMHU O JOITYCTUMOCTH MCIIOJIb30BAHHS

2.1.3 JlekapCTBEHHBIN IpenapaT 3aKJIF0YEHUE O TPOU3BOJICTBE CrielM(pUKAIIUS KaueCcTBa
CTaOMIIBHOCTh

2.2. JIOKITMHUYECKHUE aCIIeKThI

2.3 KnuHu4ecKkue acreKThl

2.4 OueHka noJib3a-puckK

2.5 ®apmakonam3op Onucanue cucteMbl papmakoHama3opa [1nan ynpaBineHus puckamu

2.6 YcioBus OTIycKa

ITpunoxenue 28
K MpaBUJIaM PETUCTPAIIUU
JIEKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKHUX H3ICINH
10 NpUHUUNY "eINHOro OKHA"

dopma
IlepeueHb NEKApCTBEHHBIX CPEACTB, MOJJIECKAINIUX LEHOBOMY PETYIUPOBAHUIO IS
ONTOBOM Y PO3HUYHOMN peaIn3alvun

MexnayHapoaHoe
Toprosoe JlexapcTBeHHas
Ne Ne i/t HenaTeHTOBaHHOE IIpousBoaurenn
HauMEHOBaHHE ¢dbopma € YJIOCTOBEpEHHE
HauMEHOBaHHE

Perucrpanuonno

[punoxenne 29
K TIpaBHJIAM SKCIEPTH3HL,
perucTpanuy, mepeperucTparim,
BHECEHUS U3MEHEHUM B

PETUCTPAIIIOHHOE JTOChE
JIEKAPCTBEHHOTO CPE/ICTBA MIIH

MEIIUIIMHCKOTO U3/ICTIUS U
PETUCTpAIH [ICHBI, BHECCHHUS

W3MCHECHHSA B IICHY
TIPOU3BOIUTEIS, & TAKKE



dhopmupoBanus Kazaxcranckoro
HAIIMOHAJFHOTO JICKAPCTBEHHOTO

bopmymspa
Hepeqem. JOKYMCHTOB PETHCTPAITMOHHOI'0 AOCHE OJIA OKCIICPTHA3BI MCOIUITHHCKOTO u3gema*
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JIOKyMEHT, yAOCTOBEPSIOUIMN PETUCTPALMIO B
CTpaHe NPOU3BOAUTENE HIN IPOU3BOACTBEHHON
Iomaake (PErucTpaoHHOE yI0CTOBEPEHHE, HIIH
Cepruduxar ceodonHoit nmponaxu (FreeSale), nnn
Ceptudukar Ha OKCIOPT) C ayTEHTHYHBIM

HOpMa
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MepeBOJIOM HA Ka3aXCKUHW M PYCCKHH S3BIKH (3a
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npou3BeeHHBIX B PecniyOonuke Kazaxcran) y
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HBIMU
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Komnust paspemmrenbHOro JOKYMEHTa Ha TpaBo
MPOU3BOJCTBA B CTpaHe-IPOU3BOAUTENEC C
npuioxkeHueM s npoussogureneii PK u crpan
CHI', ang oCTaJIbHBIX CTpaH MPU HATWYUH, KOMHS
TULEH3WH Ha oOpameHue ¢ mnpudopamMu u
YCTaHOBKaMH, T€HEPHPYIOIIUMH HOHU3HUPYIOIIEe
M3IydeHue, s MEIUIIUHCKUX U3 UMEIOITIX
WCTOYHUKH  HMOHUBUPYIOIMIETO  HU3JIYyUYEeHUS
npousBeneHHbIX B Kazaxcrane ¢ ayTeHTUYHBIM
MEePEBOJIOM Ha Ka3aXCKHUM U PYCCKUM S3bIKU

[lepedeHb TOKyMEHTOB, YIOCTOBEPSIOMINX
pETUCTpAlIO B JPYTHX CTpaHaX C yKa3aHUEM
HOMEpa M [JaThl BBJAYM (NIPpU HAJIUYHUH) C
AayTeHTUYHBIM TEPEBOJIOM Ha Ka3axXCKUH W (WiIM)
PYCCKUIl SI3BIKU
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Komuu ceprudukaroB Ha cUCTEMYy MEHEIKMEHTa
KayecTBa MPOM3BOJUTENS MEIUIMHCKUX H3/EIUN
ISO 13485, GMP nubo cooTBeTCTBYOIUI
PETHOHAJBHBIA WM HAalMOHAJBHBIA CTaHIAPT C
AyTeHTUYHBIM TIEPEBOIOM Ha Ka3axCKWUH W (WIIH)
pycckuil  SA3bIKM  (IpenocTaBiseTCAs  Ha
IIPOU3BOJAUTECIIA MCAOAHUIIUHCKUX I/IS}ICJ’[I/If/'I u
IPOU3BOACTBEHHYIO IUIOIIAJIKY)

Jexkmapanmuss O COOTBETCTBHH TpeOOBaHUAM
Oe3omacHOCTH W 3(PPEKTUBHOCTH MEIUIIMHCKOTO
W3MeTUs] WM DKBUBAJICHTHBIM JOKYMEHT C
AyTeHTUYHBIM TIEPEBOJIOM Ha Ka3axCKUH H (WiIH)
PYCCKHIA S3BIKM (3@ MCKJIIOUCHHEM MEIHIIMHCKHX
U3Jenuil mpou3BeeHHbIX B Pecriyonuke Kazaxcran)
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10.

JloKyMeHT, MNOATBEPXKAAIOUIMA Kilacc B
3aBHCHUMOCTH OT CTETICHH MOTCHIHATBHOTO PHCKa
npuMeHeHus (Jlexnapanus cOOTBETCTBHUS;
MHUCbMO-000CHOBAHHUE OT MPOU3BOAMUTENS) C
ayTeHTUYHBIM TMEPEeBOJOM Ha Ka3axCKuUW U (MIIn)
PYCCKUIL SI3bIKU

JlaHHBIE O JEKapCTBEHHBIX CPEICTBAX B COCTaBE
MEIUIMHCKOTO M3AeNHs (COCTaB JICKApCTBEHHOTO
CpeACTBa, KOJINYECTBO, JaHHBIE O COBMECTHMOCTHU
JIEKapCTBEHHOTO CPEACTBA C MEIUIMHCKUM
U3JeNueM, TOKYMEHT, TOATBEPKAAIOLINI KaueCTBO
JIEKapCTBEHHOTO BEIIECTBAa) C ayTCHTUYHBIM
MIepeBOIOM Ha Ka3aXCKUi 1 (WIIN) PyCCKU SI3bIKH

Jaunsle o OuoJOrMUYecKkoil 0e30macHOCTH
MEIUIMHCKOTO M3/, COJICPIKAIIEro MaTepHabl
JKMBOTHOTO WJIM YEJIOBEYECKOTO IPOUCXOXKICHUS,
Ha OCHOBE aHalM3a MaTepHaloB, a TaKxXe
uHbOpMAIK O MOI00PE UCTOYHHKOB (IOHOPOB),
orbope Marepuana, INPOLECCUHTe, XpPaHEHHH,
TECTUPOBAHUU, TIEPBUYHOM IKCIEPTU3BI IPOLETYP
TECTHPOBAHUS, a TaKKe OOpaIleHHUs C TKaHIMH,
KJIETKaMH, CYOCTaHIMSAMH J>XHBOTHOTO WX
YEJIOBEUECKOr0 TPOUCXOXKICHHS, KyJIbTypaMu
MHKPOOPTaHU3MOB M BHPYCOB C ayTE€HTHYHBIM
MEepEeBOIOM Ha Ka3aXCKUi U (WIN) PYCCKUH A3BIKU

Ortyer (TIPOTOKON) O TOKCHUKOJIOTHYECKUX
UCTBITAHMSIX MEIUIMHCKUX H3ACTUil U (UiIH)
MPUHA/IEKHOCTEH, KOMILICKTYIOIIUX U PACXOHBIX
MaTepUaloB K MEOUIUHCKUM  HU3JACIHUSM,
KOHTaKTHPYIOILUX C IOBEPXHOCTHIO TEJa YEI0BEKa,
CIIM3UCTBIMU 000JIOYKaMH, BHYTPEHHUMH CpeJaMu
OpraHu3Ma ¢ ayTEeHTHUYHBIM MEePeBOJOM Ha
Ka3aXCKUH " (WITH) PYCCKUH S3BIKH PE3yIbTaTOB U
BBIBOJIOB HUCIIBITAHUIN

OTuer (IIPOTOKOJ) O TEXHUYECKHX HCIBITAHUSAX C
AyTCHTUYHBIM TIEPEBOJIOM Ha Ka3axXxCKUH W (WIIH)
PYCCKHMI S3BIKM pE3yJbTaTOB M BBIBOJOB
WCIIBITaHUH;

Jist MeIWIMHCKUX W3ACTUN (DNEKTPUUECKUX):
UCHIBITAHUA [0  JJIEKTPOOE30MacHOCTH,
3JEKTPOMArHUTHOM COBMECTUMOCTH.

Jns MenuUUMHCKUX W3JeNuid, TeHEPUPYIOLIHUX
MOHU3UPYIOILIEE U3TyUEHUE: OTYETh UCTIBITAHUN 110
paauaMoHHON 6€30TIaCHOCTH.
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11.

12

13.

Jns MeAMIMHCKUX W3IENHH, BKIOYEHHBIX B
nepeueHb MEAMLMHCKON TEXHUKH, SABISIOLIECHCS
CpeNCTBOM H3MEPEHHUA: JOKYMEHTHI,
MOJATBEPKAAIONINE PE3YIIBTATHI UCIIBITAHUI B LEIAX
YTBEpKJICHHS THIIA CPEACTB U3MEPEHUIT

Otuer 00 WHCCIeIOBaHHUAX CTAOMIIBHOCTH,
000CHOBBHIBAIOIIUH CPOK XpaHCHHUS W3ICTUH
MEIWIIMHCKOTO HA3HAYCHHS, a TAKXKE CTEPHIBHBIX
MPUHAIICKHOCTEH W PAacXOJHBIX MAaTEepPHAIOB,
BXOOAIIUX B KOMILICKTAIINIO MeI[HI.IPIHCKOﬁ
TEXHUKH C ayTCHTHYHBIM MICPEBOJIOM Ha Ka3aXCKUI
U (WIM) PYCCKUH SA3BIKU PE3YJITATOB U BBHIBOJIOB
WCTIBITAHUN.

Hccrnenopanne  BKIOYACT  CTaOHIBHOCTH
MEIHUIIMHCKOTO M3/CIHS TIOCIIE BCKPBITHS YIAKOBKU
; OIS aBTOMATH3WPOBAaHHBIX HHCTPYMEHTOB,
CTaOMILHOCTD B pabodeM IOJI0KCHHH;
CTaOWJIBHOCTh TPU TPAHCIOPTHPOBKE, Takas
uHpopMaIs OIHUCHIBACTCS:

a) ot4eT 00 HCCIeAOBaHUU (BKJIHOYAs MPOTOKOJI,
KPUTEPHH IIPUEMKH);

6) MeTox HCCIeIOBAaHMM B CMOEIHPOBAHHBIX
YCITOBHSIX;

B) BBIBOJBI U PEKOMEHJOBAHHBIE YCIOBHS
TPaHCIIOPTHPOBKH.

OtyeTr 00 WHCCIENOBAaHUIX CTAOMIBLHOCTH Ha
peareHThl W PAcXOJHBIH MaTepHual BXOISIIUX B
KOMIUICKTAIIMI0 MEAUIWHCKOTO H3MeNHs I in
vitro (IVD) auarHocTrKH 3aKpBITOTO THITA

OtueT unu JaHHBIC HUCIIBITAaHUI Ha Cl'IeLII/I(bI/l‘lHOCTI)
u AQHAJIMTUYECKYI0  YYBCTBHUTEJIHHOCTH
MEAWIHMHCKOro u3nenust st in vitro (IVD)
JUArHOCTHKHA, B TOM 4YHCJIE BXOASIINX B
KOMIUICKTAlMI0 MEAWIUHCKOTO HM3ACIHs Ui in
vitro (IVD) IHarHoCTHKH 3aKphITOrO THIMa (eciu
MPUMEHUMO K 3asiBlieHHOMY Bu1y MMU), Britouas,
eCIM TPUMEHHMO OTCYTCTBHE mOrpermHocteii (
HOTPEIIHOCTh), MpeAensl  JeTeKIUU U
KOJIMYECTBEHHOTO  ONPEICIICHUS, AWAara3oH
W3MEPEHUN, JTUHEHHOCTb, MIOPOTOBOE 3HAYEHUE C
AyTeHTHYHBIM TIEPEBOJIOM Ha Ka3axCKUH u (WIH)
pyCCKI/Iﬁ A3BIKM PE3YJIbTAaTOB U BbIBOJOB
UCIBITAaHUU

JlarHbIe 0 KITMHAYECKUX (KIMHUKO-Ta00paTOPHBIX)
UCOBITAaHUAX (MCCIEIOBAaHUAX) C ayTEHTHYHBIM
MEPEeBOJOM Ha Ka3axXCKUM M (WIN) PYCCKUN S3BIKU
pe3yJIbTaTOB W BHIBOJAOB HCHBITAHUW MIIU
UMEIOIUECs KIMHUYCCKHE JaHHBIC (HaydHBIC
My OJTMKAIINN )

Wudopmanus 0 MOHUTOPUHIE HEOJIArONPUATHBIX U
HEe)KeJaTeNbHBIX CcOoOBITHH (MH(pOpManus He
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14.

15.

MPEIOCTABIACTCS Il BHOBH pa3pabOTaHHBIX H
CIIPOCKTHPOBAHHBIX MEIWIIMHCKUX H3ICINAN) C
AyTeHTUYHBIM TIEPEBOIOM Ha Ka3axCKUH W (WIIH)
PYCCKUH SI3BIKH, BKITFOUAIOIIAS:

CITHUCOK HEXENAaTeIbHBIX COOBITUH (HEeCUaCTHBIX
CIIy4aeB), CBA3aHHBIX C UCIIOIH30BAHUEM H3JIENHUSA,
Y yKa3aHue Mepruojia COOBITHIA; +
KpaTKue 0030phl IO KaKIOMY M3 TUIIOB COOBITUN U
yKa3arh 00111ee KOJIMYECTBO COOBITHI Ka)KI0TO THIIA
, 0 KOTOPBIX MOCTYMAIH OTYETHl (MPH HATHYUU
GOJIBIIIOrO KOJIMYECTBA);

CIIHCOK OTO3BAHHBIX MEIWIMHCKUAX W3ACTHHA U (HITH
)  TOSACHUTENBHBIX  YBEIOMICHHUH ¢
MPEIOCTABICHUEM aHalli3a KOPPEKTUPYIOIINX
JIEUCTBUHM U MPUHSTHIX Mepax

JIoKyMeHT 10 KayecTBy:

CTaHIApPT MEXIYHApOIHBIN, HAMOHAIBHBIN HIH
OpraHu3anuu (TexHUUECKHE  YCIIOBHS,
cnenudukanus METOJOB KOHTpPOJII TOTOBOrO  +
MpPOAYKTa) C AayTEeHTUYHBIM IIEpeBOJIOM Ha
Ka3axXxCKui M (WIN) PyCCKUI SA3BIKN CHENU(pHKALUH

U METOJUK UCTIBITAHUI

WNudopmarnus o mporpaMMHOM 00€CHEUCHHUN JUIS
MEIUIIMHCKON TeXHHUKH (TIPH €T0 HAIMYHH):
pe3yabTaThl  BalWJANMH  NPOTPAMMHOIO
obecrieueHus, JaHHBIE O €ro BepU(PHUKAIIUU H
MEPBUYHON SKCIEPTU3BI, B TOM YHCIIE HHPOPMAINU
0 ero pa3paboTKe M TECTUPOBAHHH Ha MPEIIPHUITHH
Y TIPY MYJIBTUIIEHTPOBBIX MCCJIEIOBAHUSX, JTAHHBIX
00 naeHTH(UKAMKY 1 MapKUPOBKE OIEPAIMOHHON
CHCTEMBI:

1) ykasaTb HaMMEHOBAaHHE IIPOTPAMMHOTO
obecrieueHNSI.

2) ykaszaTh BEpCHIO IIPOTPaMMHOT0O oOecredeHusl.
TpeOyercst TOYHO ONPEAETUTh MIPOTECTUPOBAHHYIO
BEPCHIO, M 3Ta BEpPCHSI COOTBETCTBYET
OKOHYATEJNBbHOM  IOCTABJISIEMON  BEpPCHUHU
MPOrPaAaMMHOTO 00CCIICUCHHS.

[IpenocTaBUTh  ONUCaHHWE  MPOTPAMMHOTO
oOecrieyeHusi, BKJIIOYasl OIpPEJCICHHE TeX
(DYHKIIMOHAIBHBIX ~ XapaKTEPUCTUK  H3JIENIHS,
KOTOpBIE KOHTPOJINPYIOTCS C IMOMOINBIO 3TOTO
IPOrpaMMHOT0  OOEcIeueHus, ammnapaTHyIo
m1aThopMy, OIEpPallMOHHYIO CHCTeMy (eciu
NPUMEHUMO),  HUCIOJIb30BaHHE  T'OTOBOTO
CTaHAAPTHOTO MPOTPaMMHOr0 obecrieueHus (eciu
NPUMEHNUMO) C ayTEHTHYHBIM IIE€pPEeBOJOM Ha
Ka3aXCKUU U pyCCKHH A3BIKH. [ IpOrpaMMHOTO
obecrmiedeHus, pa3padOTaHHOTO (PH3MUYECKUM WIIH
fopuanaeckuM urnom Pecny6nmku Kazaxcran wimm
IpUHaIexalee (GU3NIECKOMY HIH IOPUITIECKOMY
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16.

17.

muny Pecnybnuku Kaszaxctan wnckirounTenbHOE
IpaBO Ha IporpamMmMHoe oOecrieyeHne Ha
tepputopuu PecrryOnmukn KazaxcraH wiu mpaBo
UCTIONIb30BaHMSI HCKITIOYUTENBHBIX UMYIECTBEHHBIX
MpaB MPOrpaMMHOTO 00ECIeYEeHUs] Ha TEPPUTOPHU
PecnyOonmuku Kazaxcran Ha Bech CpPOK ICHCTBUS
WCKJIIOYUTENFHOTO IpaBa  MPEIOCTAISIOTCS
cBeneHus (ccpulka Ha 3ammuch B "Peectpe
JIOBEPEHHOTO TIPOTPAMMHOTO 0OecnedeHus: Hu
MPOAYKIIMH SJIEKTPOHHOW MIPOMBIIUIEHHOCTH" B
ANIEKTPOHHOM 0a3e AaHHbIX https://rchl.govtec.kz/ru/
rdpo) o perucrTpanuu B peecTpe JOBEPEHHOTO
MpPOrpaMMHOr0 OOECHeYeHUusT W MPOTyKIUH
3JIEKTPOHHOU NPOMBIIIJIEHHOCTH,
c(hOpMHPOBAHHOTOCOTIACHO TpHKa3sy MmuHHCTpa
00OpOHHOM 1 a3POKOCMHYECKON TMPOMBIIIICHHOCTH
PK ot 28 wmaprta 2018 roma Ne 53/HK "OG6
yTBepxkAeHun [IpaBun popMupoBaHHs U BEACHUS
peecTpa JOBEPEHHOT'O MPOTrPaMMHOTO 00eCIICUeHHUs
U TIPOAYKIMH DJIEKTPOHHON MPOMBIIUIEHHOCTH, a
TaK)Xe KPUTEPHEB 10 BKIIOYCHHIO ITPOTPAMMHOTO
obecrieyeHUsT ¥ TPOSYKLIUU DIEKTPOHHOH
MPOMBIIUIEHHOCTH B  PEECTp JAOBEPEHHOTO
IPOTPAaMMHOTO OOeCHeYeHHsT M HPOAYKIHH
3JIEKTPOHHOH MPOMBIIIIEHHOCTH" (
3apeructpupoBan PeecTpe rocynapcTBeHHON
perucTpay HOpMaTUBHBIX ITPABOBBIX aKTOB ITOJ
Ne 16750) m nmOKYMEHTH MOATBEPIKIAIOIINE
COOTBETCTBHE MPOTPAaMMHOrO  OOecreueHHs
TpeboBaHUsIM WHHOPMAITMOHHON Oe30macHOCTH (
Ceprudukar coorsercteust CT PK ISO/IEC 15408-
3-2017)

CmpaBka c ommcaHneM o00JIacTH TPHUMEHEHHS,
Ha3HAa4YeHMUs, KPaTKOW  XapaKTepHUCTUKH
MCIHUIIMHCKOT'O HU3ACIHA H Ta6J’IHHa BapuaHTaMHn
WCIIOJIHEHHUS W KOMIUIEKTyomuMHu (1o ¢opme) ¢
AyTeHTHUYHBIM IIEPEBOJIOM Ha Ka3aXCKUH U pycCKuit
SI3BIKA
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18.

19.

20.

OKCIUTyaTallMOHHBI JOKYMEHT MEIUIUHCKON
TEXHUKH, YTBEP)KJCHHBIA B CTPaHE-IIPON3BOIUTEIIC
(opurnHanmbHAs BEpPCHsl) ¢ ayTCHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUW U PYCCKUH SI3bIKU

I/IHCprKHI/IH Io MMPpUMEHCHUIO u3acians
MCIAUIUHCKOI'0 HAa3HAYCHHUA, YTBCPIKIACHHASA B

CTPaHE-IPOMU3BOAUTEIIC C AYyTCHTUYHBIM IIEPEBOIOM  HaJINY

Ha Ka3aXCKUW U PYCCKUH SI3bIKU
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21.

22.

23.

24.

25.

26.

IIpoekT MHCTPYKLUMU IO MEIUIUHCKOMY
IIPUMEHECHUIO U3JENIHs MEIULIUHCKOIO Ha3HAUECHUS,
Ha Ka3aXCKOM M PYCCKOM SI3bIKaX

OO06pa31pl U3AeIHUsS METUITTHCKOTO Ha3HAUCHUS

CrangapTHbele 00pa3ibl M3AETUS MEIUIUHCKOTO
Ha3HauyeHus (MpHU yKa3zaHWU 00 MX NMPUMEHEHHUHU B
JIOKyMEHTE 110 Ka4eCTBY)

I'paduueckoe wu300paxkeHUEe sApiabIKA IS
MEUILMHCKOI TeXHUKH

Onucanue ynakoBKM MEAMIMHCKOro wu3fenus (
Wudopmanus o6 ynakoBke, BKJIIOYas, HEPBUYHYIO,
BTOPHYHYIO, TPYNIOBYIO, TPaHCHOPTHYIO,
MIPOMEXXYTOUHYIO YIIaKOBKH;

IpeaocTaBUTh HH(pOpManuio (HanpuMep, MaTepuall,
COCTaB, pa3mep).

JIOKyMEHTBI, pErIaMEHTHPYIOIUE KadecTBO
YIaKOBOYHBIX MaTEPHAIOB MEAUIIMHCKOTO U3AEIHS
(cienudukanys kadecTBa, cepTH(UKAT aHAIN3a Ha
MEPBUYHYIO YIIAKOBKY) C ayTEHTHYHBIM I1€PEBOJIOM
Ha Ka3aXCKUU U PyCCKU A3bIKU

dortorpapudeckoe uzodpaxenue (oTodpaxkaer
BHEUTHUM BHUJA U3JEIHs, KOMIUIEKTYIOUINX,
pacxogHBIX MaTepHaJIOB)

L[BeTHBIE MaKeThl YNAaKOBOK W ITHKETOK JJIs
M3EeTNHA MEANIIMHCKOTO0 Ha3HA4YeHHs (IIepBUYHAs,
BTOpHYHAs W (WIH), TPYNIIOBas YIaKOBKH) OT
NpOU3BOANTENS (IIPEIOCTABISETCS B Pa3BEPHYTOM
Buzpe). [lpy Hamuuuy OOJBIIOrO KOJIMYECTBA
TUIIOPa3MEpOB, ILBETOBOH TaMMBbl JOIyCKaeTCs
MPEJOCTaBIEHUE TUIIOBOTO MakeTa Ha OAHMH M3
pa3MepoB, IBET (B Ciydae eCIId MaKeThl HJICHTUIHBI

)
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27.

28.

HpOCKT TEKCTa MaKeTa YIAaKOBKH, OTHUKCTKH,
CTUKEpa HU3ACIUA MECAMIHWHCKOTO Ha3HA4YCHUA Ha
Ka3aXCKOM U PYCCKOM sI3bIKax (B citydae 0OJbIIOro
KOJINYECTBA THUIIOPa3MEpPOB, IIBETOBOW I'aMMBbI
JOMYCKaeTCs YTBEPXKICHHE OJHOTO MaKeTa ¢
WCTIONB30BaHUEM ab0peBHATYPHI)
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B COOTBETCTBHH c
MEXIYHAPOIHBIMH  HOPMaMH
3aBEPEHNUS MIIM HOPMaMH 3aBEPEHUS
yCTaHOBIIGHHBIMH B PecmyOnuke
Kazaxcran ¢opmar: PDF



ro
u3eln
U 10
hopm
e
yCTaH
OBJICH
HOH
TIpHKa
30M
Munu
cTpa
3/paB

37. ooxpa + + + +
HEHUS
Pecny
OJIMKH
Kazax
cTaH
ot 23
Jiekao
ps
2020
roja
Ne KP
JACM-
315/
2020 "
(0X4)
yTBEp
XKIEH
AU
paBu
I
TpoBe
JICHUS
HHCIIE
KLU
M€ THIT
HWHCKH
X
u3aen

Al

nun

3aBEPSETCS MPOU3BOUTENIEM
dbopmat: PDF

CocraBnenue CIIpaBKHU C YKa3aHUCM OIIMCAaHUsA obJacTu IMPUMCHCHUS, HA3HAYCHUI,

KpaTKOﬁ XApaKTCPUCTUKU HA MCOAUITUMHCKOC U3JCIINC B Pa3pC3C¢ KOMIUICKTAIIMHN HA KaXXKIYIO

MOICIJIb B COOTBETCTBUU C ITYHKTOM 12
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[Ipumeyanue:

* I[Ipu yCKOpEHHOM 3KCIEPTU3€ MEAUIMHCKOTO U3JICNIHUS B paMKax MepeperucTpanuu
MPEACTABIIAIOTCSA JOKYMEHTBI, IPEAYCMOTPEHHbIE MyHKTaMu 4 1 14 nepeynsi.
** mpu Hanmuuuu MoAMUKAUMN (BapUaHTOB MCIOJHEHMS) JAHHbBIE 3aIlOTHSAIOTCS
OTZIEJILHOM CTPOKOM Ha KaXTyt0 MOIU(GUKAINIO (BapUAHT UCTIOTHEHUS).

AR cllyyae yKazaHHUS B YUCJIE KOMIUICKTYIOMIMX K MEIUIIMHCKON TEXHUKE HECKOJIbKUX
MPOU3BOJIUTENEH, MNPEJOCTABIACTCA NHUCHbMO OCHOBHOTO MPOU3BOJAUTENSI O JIOMYCKE
KOMIUIEKTYIOIIUX B 4YacTH (QYHKIMOHATBHOW COBMECTUMOCTH, S(PGPEKTUBHOCTH U
0€30MacHOCTH MPHU UCIOJIb30BAHUH IaHHOTO 000PY10BaHUS

*FFXBU COCTABHBIX YACTEH MEIMIIMHCKOTO U3JIeNHs (OCHOBHOM OJIOK, KOMILJIEKTYIOIIIEE,
nporpaMHoe oOeclieueHue, MNPUHAMIEKHOCTh, PACXOJHBI Marepuan, Hu3Jaenue



TUTIOpa3MepHOTO psna (c
MIPOM3BOIUTEIIEM.

yKa3aHUEM Juana3oHa pa3MEepoB), pEareHT) OIpeaessieTcs

[Ipunoxenue 30
K MIPaBHJIaM PETUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
METUITMHCKUX W3 IEHi
10 TIPUHITUIY "eAMHOTO OKHA"

ITepedeHs BUIOB H3MEHEHMI, BHOCHMBIX B PETHCTPAMOHHOE JOCHE MEIUIIMHCKOTO H3E/IAA B
HEPHOA AECHCTBHA PETHCTPAIIMOHHOTO YAOCTOBEPEHUA

H3menenne

Ilepeyenp  JOKYMEHTOB U

Vcnopus (3aMe‘IaHI/IH) MaTepunuaiosB, HeO6XOZ[I/IMI)IX JIIA

BHECCHUS N3MCHCHUM
3

1. JIokyMeHT, yAOCTOBEPAIOIINI
pPErucTpanuo  MEJUIUHCKOTO
W3IIENUs B CTpaHe mpom3BomguTene (
PETHUCTPALMOHHOE yIOCTOBEPEHHE,
uiIn HOTapHalbHO
3aCBUJIETEIbCTBOBAHHBIN
Cepruduxar cBo00HOIN npojaxku (
FreeSale), mmmu Ceprudpukar Ha
9KCHOPT) C  BHECCHHBIMH
W3MEHEHUSIMH C ayTCHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUU
SI3BIKH.

B COOTBETCTBUHU c
MEXIyHapOAHBIMH  HOpPMaMu
3aBepeHUs] U HOpMaMH 3aBEpEHus,
yCTaHOBJIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmar: PDF

2. JlIoOKyMeHT, MOATBEpP>KAAIOIIUN
BHECCHME U3MEHEHUH (C yKa3zaHHeM
JaThl BHECEHHS HM3MEHEHHs) OT
YIIOJIHOMOYECHHOTO OpTraHa CTpaHbl—
MIPOU3BOANTENS C ayTCHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKHUM U PyCCKUU
SI3BIKH, 3aBepseTcH
YHOOJIHOMOYCHHBIM NPEACTABUTEIIEM
dopmat: PDF

3. Kommn ceptudrkaTtoB Ha CHCTEMY
MEHE)KMEHTA KauecTBa
IIPOU3BOAUTEIIA MCOUIMHCKHUX
m3genunii 1ISO 13485, GMP nu6o
COOTBETCTBYIOLIUIM PETHOHATIBHBIN
WIM HallMOHAIBHBIH CTaHAAPT) C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3axXCKUH M pPYCCKUH S3BIKK (
MPEJOCTABIIACTCS Ha TPOU3BOIUTEIS
MCIUIHWHCKUX I/ISJIeJ'lI/II‘/II u
MIPOM3BOACTBEHHYIO IUIOIIAAKY). B



CBEIEHUU O
MPOU3BOJUTEIE 281071
MPOU3BOACTBEHHON  IJIOLIAJKE
MEIUIMHCKOTO U3ICIHS

1. MH3menenue

N3menenne GopMbl COOCTBEHHOCTH,
N3MCHCHUC HaAaMMCHOBAHMNAI,
n3MeHeHue ajapeca oduca. Mecto
(aKTUIECKOr0  TPOHU3BOJCTBA
MEIUIMHCKOIO  HM3JelIus He
u3MeHuIoch. HeT wm3MmeHeHmii B
MIPOU3BOACTBEHHOM IIpOIIeCcCe MU
CHCI_II/I(I)I/IKaHI/IS[X, BKJIKO4YasaA METOIbI

UCIIBITAHUSA

COOTBETCTBHU C MEXKITyHAPOTHBIMU
HOpPMaMU 3aBepeHHus (3aBepseTcs B
BBIJIAHHOHM CTpaHe) ¥ HOpMaMu
3aBEPEHUs] YCTAHOBICHHBIMH B
Pecny6nuke Kazaxcran ¢dopmar:
PDF

4. Jlexmapauusi O COOTBETCTBUHU
TpeOoBaHUSAM O€30MMaCHOCTH U
3G (HEKTUBHOCTH  MEIUIIUHCKOTO
U3JEUs SKBHUBAJICHTHBIN
JMIOKYMEHT C ayTCHTHYHBIM
MIEPEBOJIOM Ha Ka3aXCKHUU U PYCCKUI
s3pIKH. B
MEXIYHApOAHBIMH  HOPMaMHU
3aBEPEHUS W HOPMAaMH 3aBEPECHHS
YCTaHOBJICHHBIMH B PecmyOinke
Kazaxcran ¢popmar: PDF

NN

COOTBCTCTBHUHU C

5. Komus peructpaumOHHOTO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecny6nuke Kazaxcran

6. Ilucemo mpousBOgUTENS,
yaocToBepsoliee, 4TO

NPOM3BOJACTBCHHBIH TMpoLecC H
KOHTPOJIb  3a

6e3011aCHOCTBIO TOTOBOTO MPOAYKTa

Ka4y€CTBOM H

ocTaloTcsa 0e3 H3MEHEHHUM, ¢
YKa3aHHEM JaThl BHECCHUS
W3MEHCHUH C ayTCHTUYHBIM
MEePEeBOJOM Ha Ka3aXCKUU U PYCCKHUA
SI3BIKH, 3aBepseTcs
YIIOJIHOMOYECHHBIM MPEICTaBUTENIEM
dbopmat: PDF

7. DKCIlyaTallMOHHBIA JOKYMEHT

MEIUOUHCKON  TEXHUKH C
BHECEHHBIMH  H3MCHEHUSIMH,
YTBEpXJIEHHBIHM B  CTpaHe-
MPOU3BOAUTENS  (OpUTHHAIbHAS

BEpCHUsl) C AyTEHTUYHBIM NIEPEBOAOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-NPOU3BOIAUTENS 3aBEPAETCS
MIPOU3BOIUTENIEM).

AyTEeHTHYHBIH TepeBOA  Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepseTcs
npeacraButeneM, popmat: PDF unm

YHOOJIHOMOYCHHBIM

NPOEKTHl ~ MHCTPYKIUH 1O
MPUMEHEHHIO  MEIUIIMHCKOTO
M3JeNusl C  BHECECHHBIMHU

N3MEHEHUSMH Ha Ka3aXxCKOM U
PYCCKOM  SI3BIKAX.
ycnyromnonydateneMm, popmar: PDF,
DOC.

3aBepsercs



2. 3ameHa uiau no0aBlIeHHE HOBOM
TIPOU3BOJCTBCHHON TUIOIIAIKA TS
YacTH WM BCEX MPOIECCOB

MPOU3BOJCTBA  MEIUIIMHCKOTO

n3acinga

3. MH3meHeHue cBeneHUil 00
YIIOJIHOMOYEHHOM MpEACTaBUTENE,

BKJIKO4Yasa CBCACHUA (o}

OcHOBHOE YycCJIOBHUE - HOBag
JMUICH3UST Ha TMPOU3BOJCTBO
BBIJIAHHAS  YIIOJIHOMOYEHHBIM

OpraHoM CTpaHBI HPOM3BOAMUTENS (
HU3TOTOBUTEJS).
UHCcnexkuus HOBOM

IIPOU3BOJICTBEHHON IIJIOLIAAKY.

Buecenue H3MEHEHUHU B

peoprannsanv OpUANICCKOTO JIMla pEeruCTpaiuOHHOC YAOCTOBCPCHUC

, 00 I3MEHEHHH ero HauMEHOBAHMS,

m3menennn DP.UN.O. (mpu ero

He BIusieT Ha A()(PEKTUBHOCTH U
0€30IMaCHOCTE  MEIMIIMHCKOTO

HaJ'II/I‘{I/II/I) azpeca MeCTa XUTCIbCTBA U3JACIIUA

UHAWUBUAYAJIbHOTO
MNpeAnpruHUMATCIIA

8. OOHOBIeHHas cHpaBKa C
yKa3aHHEM IIepeYHsi KOMILUICK-
TYIOIIUX U PacXOIHBIX MaTepHaoB
YTBEpXKICHHOH  (opmMme.
Bapuantsl ucnonHenus no gopme,

dopmart: Excel, PDF.

9. Maker MapKUpPOBKH C
BHECCHHBIMH H3MCHCHUSIMH B
dbopmare JPEG

mo

JIOKyMEHTBl MPENOCTABIAIOTCS
COTJIaCHO TPUJIOXKEHHI0 29 K
HactosmuM [IpaBunam.

OKcnepTu3a NPOBOJUTCS B CPOKH
IpelyCMOTPEHHBIE HACTOSIIUMHU

IIpaBunamu.

1. Konus
MOJATBEPKIAIOIIETO TTOJHOMOYHS
YIOJIHOMOYEHHOTO TIPEICTABUTENS
MPOU3BOAUTENS (HOBEPEHHOCTh OT
MIPOU3BOIUTENS)

JOKYMEHTa,

2. Komusi peructpanmoHHOrO
YIOCTOBEPEHHS

3. JIOKyMEeHTbI, TOATBEPKIAI0IINE
A3MEHEHHUs

4. DKCIUTyaTallMOHHBIA TOKyMEHT
MEIUIUMHCKON
BHCCCHHBIMHU
YTBEpXKJICHHBIH B
Mpou3BOANTENsT  (OpUTHHAIbHAS
BEPCHsI) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3axXCKAW M PYCCKHUHA S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TPOU3BOJUTENS 3aBEPACTCS

TEeXHUKH  C
U3MCHCHUSIMU,
cTpaHe-

MPOU3BOJIUTENEM. AYTEHTUYHBIN
MEepeBo]] Ha Ka3axCKUH U PyCCKUM
S3BIKH 3aBepsercs
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
UHCTPYKIMH TI0 TNPUMEHEHUIO
MEAHUIUHCKOTO
BHECEHHBIMU H3MCHEHHSMU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsieTcs yCIIyromoirydaTesnieM,
tdopmat: PDF, DOC.

u3acians C

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
9THKETKH, CTHKEpPa MEAUIIMHCKOTO
u3genuss C  BHECEHHBIMH
W3MEHEHUSMH Ha Ka3axCKOM H
pycckoMm s3bIkax, Qopmat: PDF,
JPEG.



4. N3meHeHne HaMMEHOBaHHUS
MEIUIMHCKOTO U3 IeIINs

MotuBupoBaHHOE 00OCHOBaHHE
HEOOXOAMMOCTH  HM3MEHEHHS
HAaVMEHOBAHHUS  MEAUIIMHCKOIO
U3JeIusd, HE BIHAIOLMEro Ha
(YHKIMOHANBHBIE M TEXHUYECKHUE
XapaKTepUCTUKU

1. 3asBneHne Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOMU
¢dopme B popmare DOC

2. HoTtapuansHo
3aCBI/II[eTeJ'[I)CTBOBaHHI)II‘/II JOKYMCHT,
YIOCTOBEPSIONMI  PErucTpannio
MEANIUHCKOH TEXHUKHU (
MEIUIMHCKOTO M3JENNs) B CTpaHe
MpoMU3BOANTENE (PETHCTPALIIOHHOE
ynoctoBepenue, mwim CepTuduxar
cBoboaHoi npoaaxu (FreeSale), nnu
Ceprudukar Ha DJKCHOPT) C
BHECEHHBIMH H3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM U PYyCCKHUM S3BIKH.

B COOTBETCTBUH c
MEXAYHAapOIHBIMH  HOpMaMH
3aBEpEHHUS M HOPMAaMH 3aBEPCHHSA
yCTaHOBIIEHHBIMH B Pecmy6mnuke
Kazaxcran ¢opmar: PDF

3. Komusi peructpanmoHHOrO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecnyonuke KazaxcraH.

4. Tlucemo mnpousBoxutens (
W3TOTOBUTENS),  COJEpIKaliee
MOTHBHPOBAaHHOE OOOCHOBAHHE
HEOOXOAMMOCTH  HM3MEHEHHUS
HAaUMEHOBAaHUsI  MEIUIUHCKOTO
U3JeNus, HE BIHUAIOIIETO Ha
(yHKIMOHANBHBIE M TEXHUYECKHE
XapaKTEPUCTUKH MEIUIIMHCKOTO
W3JETHS C ayTCHTUYHBIM IIEPEBOIOM
Ha Ka3axCKMMl M PYCCKHUH S3BIKU
3aBepseTcs  YHNOJHOMOYEHHBIM
npezactaButeneM gpopmar: PDF

5. OkcmiyaTaqMOHHBIA JTOKYMEHT
MEIULOUHCKON  TEXHHUKH C
BHECEHHBIMH  HM3MECHEHUSIMHU,
YTBEPXKICHHBII B  CTpaHe-
MPOU3BOAUTENS  (OpUTHHAIbHAS
BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-NPOU3BOIUTENS 3aBEPAETCS
MPOU3BOIUTENEM. AYTEHTHUYHBIN
[IEpEBOJ, HAa KAa3aXCKUW U PYCCKUH
SI3BIKU 3aBepsercd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
HHCTPYKIHMA MO TNPHUMEHEHUIO
MEIULIHMHCKOTO  H3JIEIHA  C
BHECCHHBIMH H3MCHCHHSAMHU Ha
Ka3aXCKOM H PYCCKOM SI3bIKax.



3aBepsieTcss  yCIIyrornoirydaTesiem,
¢dopmart: PDF, DOC.

6. MHcTpyKIHMs 1O MPUMEHEHHIO

MCIUIHUHCKOTO nu3acius,
YTBECpPKACHHAA B
CTPpaHC-NIPOU3BOAUTEIIA C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUH U PYCCKUH S3BIKH.
3aBepsieTcs  TPOU3BOAHUTEIIEM,
tdopmar: PDF (mpumenumo s
n3aciing MCIUIHUHCKOIO Ha3Ha4YCHUA

)

8. IIpoekT TekcTa MakeTa yIaKoBKH,
ITUKETKH, CTHKEpa MEIUIUHCKOTO
u3JeNuss C  BHECEHHBIMHU
W3MEHEHUsIMH Ha Ka3axCKOM H
PYCCKOM  sI3bIKax. 3aBepsieTcs
NPOHM3BOOUTEIEM  HJIH  €ro
YIIOTHOMOYEHHBIM IPEICTaBUTENIEM
tdopmat: PDF, DOC, JPEG

9. llBeTHBIE MaKeThl YIMAaKOBOK,
9TUKETOK, CTUKEPOB C BHECEHHBIMU
W3MEHEeHHsAMH, B (popmaTte Jpeg

10. doTorpaduueckue H300parkeHUs
0o0mero BUJAa MEIUIUHCKOTO
U3 IENus BMecCTe c
NPUHATICIHKHOCTIMH,
HEOOXOAUMBIMH JIJIsl IPUMEHEHUSI 10
Ha3zHaueHHIO0 (pa3MepoM HEe MeHee
18 x 24 canTuMeTpa)

11. OOnHoBieHHass cHpaBKka ¢
yKa3aHWEeM NepedyHs KOMIIIEeK-
TYIOIINX U PAacXOJHBIX MaTepPHAIOB
Mo  yTBEpXACHHOH  Qopme.
Bapuantsl ucnonHenus: no gopme,
dopmart: Excel, PDF.

1. 3asBieHuMe Ha BHECEHHUE
W3MEHEHUHW MO YTBEPKIECHHOU
dbopme B popmare DOC)

2. Komms perucTpallHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. Ilucemo mnpousBoauTens (
U3TOTOBUTEINS),  COJAeprKaliee
MOTHBHPOBAaHHOE OOOCHOBaHHE
HEeOOXOJUMOCTH W3MEHCHHS B
COCTaBe KOMIUICKTYIOIIMX U
yKa3aHHeM HOBOTO IEPeYHs
KOMIJIEKTYIOIUX,
MOJTBEPKJAIOMINX  OTCYTCTBHE
BIUSHUS Ha (QYHKIMOHAIbHBIC



5. CocraB npuHaanexxHoctedl 1 (unu OTCyTCTBHE — BIUSHUS ~ Ha

) KOMIUIEKTYIOIIUX H (WMIN)
PacXOJHBIX MaTepHuasos,
oOHOBNIeHNE (yCTaHOBKa HOBOHU
BEPCHH) MIPOTPAMMHOTO
obecrmeyeHus;  pacuiupenue/
COKpallleHHe pa3MepHOro psja
156691 (S 0707

0e30IacHOCTL, KayecTBO U
3 QEKTUBHOCTh MEAUIIMHCKOTO
usnenusi, Ha (QYHKIHOHAIBHBIC
XapaKTEPUCTHKU METUIIMHCKOTO
n3nenus. He mnpeagycmoTpeHo
n00aBJICHHE OCHOBHOIO OJOKa
MEIUIIMHCKOTO M3/IEITHSL.

XapaKTEepPUCTUKH MEIUIUHCKOTO
n3genus (BKJIIOYash paciIupeHue
CHEKTPa BBIABISEMBIX aHAINTOB
MEIALMHCKOTO U3AEIHS IS In Vitro
(IVD) JUATHOCTHKH ) c
ayTeHTUYHBIM TIE€PeBOJOM Ha
Ka3aXCKUH U PYCCKUHM S3BIKH,
3aBepseTCA  YNOITHOMOYEHHBIM
npencrasutenem, gopmat: PDF

4. DKCIUTyaTallMOHHBIM JTOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHUSIMHU,
YTBEpXKICHHBII B  CcTpaHe-
MPOU3BOANTENS  (OpUTHHATIbHAS
BEPCHs) C AyTEHTHYHBIM MEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHUH S3BIKH (
JOKYMEHT, YTBEpXICHHBIH B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
NPOU3BOJIUTENEM. AYTEHTUUYHBIN
MEepEBOJ Ha Ka3axCKUW U PYyCCKU
SA3BIKH 3aBepseTcs
YIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dopmatr: PDF wumm mpoekTsl
HHCTPYKIMM MO TNPHUMEHEHUIO
MEAULHUHCKOIO  HU3JENHUSA C
BHECEHHBIMH H3MEHEHHSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsieTcs  yCIIyronoirydaTernieM,
¢dopmar: PDF, DOC.

5. WHcTpykius mo HpPHUMEHEHHUIO

MEIHUIIUHCKOTO u3aenus,
YyTBEpKICHHAS B
CTpaHe-IPOU3BOAUTENS c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM U pyCCKUN S3BIKH.
3aBepseTrcs  NPOU3BOAMUTENIEM
¢opmar: PDF (nmpumenumo s
W3AETHS MEIULUHCKOTO Ha3HAYCHHS

)

6. OOHOBieHHasT cHpaBKa C
yKa3aHUEM nepeyHs
KOMIUICKTYIOIIUX M PacXOIHBIX
MaTepHajoB II0 YTBEPKICHHOM
¢dopme. BapuaHThl UCIIOTHEHHS IO
dhopme, hopmat: Excel, PDF

7. [Ipu nobaBIeHUU
KOMILUIEKTYIOIIEr0, PacXO0HOr0
Marepuaia SIBIISFOIIETOCS

METUITMHCKUM U3JEUEM — 00PasIlhl
MEAUIMHCKOTO u3fenus (mpu

CTEPUJILHOM TPEI0CTABIISETCS BEChH
KOMILIEKT) U JIOKyMEHT IT0 KaYeCTBY



6. HM3MmeHenme TMoOKa3zaHHH II0

be3onacHocTh NpUMEHEHUA

MCAUIIUHCKOTO n3acinAa

MMPUMCHCHHUIO, obactu MPUMCHCHUSA COXPAaHACTCA M MOATBCPIKIACTCA

5 HpOTHBOHOKa3aHHI>'I; MOOOYHBIX JaHHBIMH

3¢ ¢exToB

KIMHUYECKHUX
UCCIICIOBAHUH 1O 0e30MacHOCTH U
3¢ PEKTUBHOCTH

8. PesynbraTel Bamumanuu U
Bepu(HKaIUKH  TPOrPaMMHOTO
obecreueHust (Mpu HU3MEHEHUU
MIPOTPaAMMHOTO 00eCTIeUeHHS)

1. 3asgBieHuHe Ha BHECEHHE
W3MEHEHUUW MO YTBEPKIECHHOMU

dopme B popmate Word
2. Komms peructpalmoOHHOIO
YAOCTOBEPEHHS BBIJJAHHOTO B

Pecnyonuke Kazaxcran

3. TIlucemo mnpowmsBoauTens (

M3TOTOBUTENS),  COAepKaIiee
MOTHBHPOBaHHOE O0OCHOBaHHE
HEOOXOJUMOCTH  BHOCHMBIX
U3MEGHEGHUH C ayTCHTHYHBIM

TIEPEBOIOM Ha Ka3aXxCKUM U PyCCKHi
S3BIKH, 3aBepseTcs
YIIOTHOMOYEHHBIM TIPE/ICTABHTEIICM
dhopmat: PDF

4. VHCTpyKIHUSl MO NPUMEHEHUIO

MEIHIIUHCKOTO u3aenus,
YyTBEpKICHHAS B
CTpaHe-IPOU3BOAUTENS c

BHECCHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPeBOJOM Ha
Ka3aXCKUM U pyCCKUN SI3BIKH.

3aBepsercd
¢opmar: PDF (nmpumenumo s
W3AETHS MEIULMHCKOTO Ha3HAYCHHS

MPOU3BOAUTCIICM,

5. DKCIlyaTallUOHHBIH JOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECCHHBIMH  M3MEHECHHIMH,
YTBEPXKIECHHBII B  CTpaHe-
MpOU3BOANUTENST  (OpUTHHATIbHAS
BEpCHUs) C AyTeHTUYHBIM IIEPEBOAOM
Ha Ka3aXCKUH W PYCCKHU SI3BIKH (
JIOKyMEHT, YTBEpXACHHBIH B
CTpaHe-NPOU3BOAUTENS 3aBEPAETCS
MPOU3BOAUTENEM. AYTEHTUUHBIN
[IEPEBOJ, HAa Ka3aXCKUW U PYCCKUI
A3BIKHU 3aBepsercs
YIOJIHOMOYEHHBIM TPEACTaBUTEIIEM)
dopmar: PDF wnm mnpoekThl
WHCTPYKIMH TI0 TIPUMEHEHUIO
MEIWOUHCKOTO  HM3JAENUs C
BHECEHHBIMH H3MEHECHHSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKaXx.
3aBepseTcs YCIyroIloJlydaTeneM,
¢dopmar: PDF, DOC.

6. Panee yTBepK1eHHAsA HHCTPYKLHUSA



7. CwMeHa
KOMHHeKTyIOIL[I/IX,
MPUHAJTICKHOCTEH,
MaTepHAIIOB

MPOU3BOIUTENEH

PAacXOHBIX

Texuanueckue XAPaKTCPUCTUKU U

KOHTPOIb KadyecTBa
KOMIUIEKTYIOIINX ©  (WUIH)
PacXoJHBIX MaTepualioB He

CHIDKaeTcst 0€30MacHOCTh, KaueCTBO
u 3QPEeKTUBHOCTh MEIUIIMHCKOTO
N3JIETHS

He npeaycmoTpeHo cmeHa
MPOU3BOJUTENS] OCHOBHOTO OJoKaa
MEIULITHCKOH TEeXHUKH.

7. llBeTHBIE MaKeThbl YIAKOBOK,
JTUKETOK, CTHKEPOB B Qopmare
JPEG

8. Pesynprats
HUCTIBITAaHUH,

KIMHUYCCKUX
OTpaxkaromue
BHOCHMBIC U3MCHCHMUSA

1. 3asBieHHMe Ha BHECCHHUE
W3MEHEHUH MO YTBEPKIECHHOU

dhopme, B hpopmare DOC

2. HorapuansHo
3aCBUETENBCTBOBAHHBIA JOKYMEHT,
MOATBEPKJIAIONINA  COOTBETCTBHE
yCIO0BUH NpOU3BOACTBA
HallMOHAJIbHBIM H  (MJIH)
MeXAyHapoaHbIM cTangapTam GMP;
ISO xommmekTyommx # (WIH)
pacXoAHBIX  MaTepUaloB ¢
BHECEHHBIMU HW3MEHEHUSIMH C
ayTEeHTHYHBIM IIEPEBOJOM Ha
Ka3aXCKMH U PYCCKHUM S3BIKH,
dbopmat: PDF

3. Komusi peructpanmoHHOrO
YAOCTOBEPEHNS, BBIAAHHOTO B
Pecny6nuke Kazaxcran

4. TIluceMo mNpPOU3BOIUTENS,
yIOCTOBEPAIOIIEE, 4TO

MIPOM3BOJICTBEHHBIN TpoIecC H
KOHTPOJb 3a
6€30I1aCHOCTBIO TOTOBOTO MIPOIYKTa
ocraroTcs 0e3
ayTeHTUYHBIM TIE€PeBOJOM Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAeTCs  YHOJIHOMOYEHHBIM

npencraButeneM gopmat: PDF

Ka4y€CTBOM H

WU3MEHEHHH C

5. DKCIUlyaTallUOHHBIH JOKYMEHT
MEIHUIIMHCKOW  TEeXHHUKH C
BHECCHHBIMH  M3MEHEHMSIMH,
YTBEPXKACHHBI B
MPOU3BOANTENST  (OpUTHHAIbHAS
BEPCHs) C AyTEHTUYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (
YTBEPXKJICHHBIH B

cTpaHe-

JIOKYMEHT,
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOJUTENEM. AYTEHTUUHBIN
MEepPEBOJ HAa Ka3aXCKUW U PYCCKHUI
A3BIKU 3aBepsaeTcs
YHOJIHOMOYEHHBIM IPEICTaBUTEIIEM)
dopmar: PDF wmm mpoekTsl
HHCTPYKIMM 1O TNPHUMEHEHUIO
MEAULNHUHCKOTO  H3JENHUsA C
BHECEHHBIMH H3MEHEHHMSMHU Ha
Ka3aXCKOM M PYCCKOM S3BIKax.



8.YBenmnuenue (yMeHbIIEHUE) Cpoka MoTuBHpoBaHHOE 00OCHOBAaHHE

XpaHCHUA MEIUITUHCKOTO U3CITIUA

U3MCHCHHA CpOKa

3aBepsieTcss  yCIIyrornoirydaTesiem,
¢dopmart: PDF, DOC.

6. MHcTpyKIHMs 1O MPUMEHEHHIO

MCIUIHUHCKOTO nu3acius,
YTBECpPKACHHAA B
CTPpaHC-NIPOU3BOAUTEIIA C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUH U PYCCKUH S3BIKH.
3aBepsieTcs  TPOU3BOAHUTEIIEM,
tdopmar: PDF (mpumenumo s
n3aciing MCIUIHUHCKOIO Ha3Ha4YCHUA

)

7. OOHOBIEHHas CIpaBKa C
yKazaHUEM nepevHs
KOMIUIEKTYIOIIMX U PACXOJHBIX
MaTepuaioB MO YTBEPKACHHOM
¢opme. BapuaHTbl MCTIONHEHUS TIO
dopme, popmat: Excel, PDF.

1. 3agBneHue Ha BHECEHHUE
U3MEHEHUN 10 YTBEPXKIECHHOU
dhopme, B popmate DOC

2. Komms peructpanimoOHHOTO
YAOCTOBEPECHUSI BBIJAHHOTO B
Pecnyonuke Kazaxcran

3. Ilucemo mpousBOgUTENS,
yaocToBepsIomee, 4TO

MPOM3BOJCTBEHHBIN TIpoIecC H
KOHTPOJb 32 KadecTBOM H
0€3011aCHOCTBIO0 TOTOBOTO MPOIYKTa
ocraloTcsa 03  HM3MEHEHHH
3aBepsIeTCS IIPOU3BOJUTEIIEM.

4. JlanHble MO CTAOMJIIBHOCTH HE
MeHee 4eM Ha TpeX cepusx, (OTuer,
000CHOBBIBAIOUIMN CPOK T'OJJHOCTH)
C ayTEeHTHYHBIM MEpPEeBOAOM Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepAeTCS  IPOU3BOIHUTEINEM,
tdopmat: PDF

5. DKCIulyaTallUOHHBIH JOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECCHHBIMH  M3MEHCHMIMH,
YTBEPXKIECHHBII B  CTpaHe-
Mpou3BOANTENST  (OpUTHHAIbHAS
BEpCHs) C AyTCHTUYHBIM NIEPEBOJAOM
Ha Ka3aXCKUH U PYCCKHU SI3BIKH (
JOKYMEHT, YTBEpXICHHBIH B
CTpaHe-NPOU3BOAUTENS 3aBEPAETCS
MPOU3BOAUTENEM. AYTEHTUUHBIN
[epEBOJ, HAa Ka3aXCKUW U PYyCCKUIl
A3BIKHU 3aBepsercs
YIIOJIHOMOYCHHBIM Hpe,E[CTaBI/ITCJ'[eM)



9. I3MeHeHne yCIOBUHA XpaHeHHUS

MotuBupoBaHHOE 00OCHOBAHHE
U3MEHEHHS yCIOBUN XPaHEHUS

dopmar: PDF wnm mpoekThl
HHCTPYKIHHA 10 TMPUMCHEHUIO
MEIUIHUHCKOTO  HW3OENHs C
BHECCHHBIMH H3MCHCHHSIMH Ha
Ka3aXCKOM M PYCCKOM S3bIKax.
3aBepseTcs YCIyroIojlydaTesneM,
¢dopmart: PDF, DOC.

6. VHCTpYKIUS 1O HPUMEHEHHIO

MEIUIIMHCKOTO H3aeaus,
yTBEepXKICHHAs B
CTpaHe-MPOU3BOIUTEINS c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHH U PYCCKUM SI3BIKH.
3aBepsercs  NPOM3BOAMUTEIEM,
tdopmar: PDF (mpumenmmo st
U3eINs MEIULUHCKOTO Ha3HAYEHHs

)

7. llBeTHbIE MaKeThl YIMAaKOBOK,
STHKETOK, CTUKepoB, popmart: JPEG

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUN MO YTBEPKIECHHOMU
¢dopme, B popmare DOC

2. Komms peructpanimoOHHOTO
YIOCTOBEPEHUS BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. [Mucemo-060cHOBaHHE
MPOU3BOANTENS (M3TOTOBUTEINSA) 00
M3MEHEHUH YCIOBUH XpaHEHHs Ha
(upMeHHOM OJTaHKe MTPOU3BOANTEIIS
COTJIACHO  YCTaHOBJICHHOMY
3aKOHO/ATENIbCTBY C ayTEHTUYHBIM
MIEPEBOIOM Ha Ka3aXCKUU U PYCCKUI
SI3BIKA 3aBEPSIETCS IPON3BOIUTEIIEM
WA ero yIOJHOMOYEHHBIM
npexacraButenem gpopmar: PDF

4. JlaHHble 1O CTaOMIBLHOCTH (IS
MEIAMIMHCKUX H3JCIni) He MeHee
yeM Ha TpexX Cepusix) c
AyTEHTHYHBIM IIEPEBOJOM Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBEpSCTCS  MPOU3BOJUTEIICM,
tdopmat: PDF

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHHUSIMH,
YTBEpXKJIECHHBIH B  CTpaHe-
MpOU3BOANTENST  (OpUTHHAIbHAS
BEPCHs) C ayTEHTHYHBIM TIEPEBOIOM
Ha Ka3axXxCKAHW M PYCCKHUHA SI3BIKH (
JOKYMEHT, YTBEpXACHHBIH B
CTpaHe-TIPOU3BOIUTENS 3aBEPSIETCs



10. HW3meHenue B mnpoueaype
KOHTpPOJS KadecTBa TOTOBOTO
MPOAYKTa METUIIMHCKOTO U3

MotuBupoBaHHOE 00OCHOBaHHE
N3MEHEHUS B MPOIEType KOHTPOJIS
KadgecTBa

HIpOU3BOJIUTENEM. AYTEHTUUYHBIN
MepeBoJ Ha Ka3axCKUW U PYyCCKU
SI3BIKHU 3aBepseTcH
YIOJHOMOYECHHBIM TIPEICTaBUTEIIEM)
dbopwmar:
HHCTPYKIMH 10 TNPHUMEHEHHUIO
u3genus ¢

PDF wunu 1npoextsl

MEIUIHHCKOTO
BHCCCHHBIMH HW3MCHCHHSIMH Ha
Ka3aXCKOM M PYCCKOM S3bIKax.
3aBepsieTcs  yCIIyromoiiydaTenem,
dbopmar: PDF, DOC.

6. UHcTpykuus Mo MNPUMEHEHUIO
W3ETHs MEIULMHCKOTO Ha3HAYCHHS
C BHECEHHBIMH H3MECHCHHSIMH,
YyTBEpPXKIECHHAS B
CTpaHe-IPOU3BOIUTEIA c
ayTeHTUYHBIM TIE€PeBOJOM Ha
Ka3aXCKUH U PYCCKUM S3BIKH.
3aBepserca

tdopmat: PDF

MMPOU3BOAUTCIICM,

7. llBeTHBIE MakKeTbl YIAaKOBOK,
STUKETOK, CTHKEpOB B (opmare
JPEG

1. 3asBneHue Ha
U3MEHEHUH 1O YTBEPXKIECHHOU
¢dopme, B popmare Word

BHECCHHUC

2. Komusi peructpanmoHHOrO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecny6nuke Kazaxcran

3. IIucemo
yIocToBepsomee,
MPOU3BOICTBCHHBIN
oe3
AyTEHTHYHBIM IIEPEBOJOM Ha

MPOU3BOJIUTENS,
4TO
npoiecc
ocTaeTcs U3MEHEHHUH C
Ka3aXCKMH M PYCCKMH S3BIKH,
3aBepseTcss  YINOJIHOMOYEHHBIM

npeacrasuteneM gopmar: PDF

4. TIlmceMO TPOU3BOIUTEINS,
YAOCTOBEPSIOIIEES, UYTO 3asBICHHAS
MpoIeAypa KOHTPOJS HE CHIIKACT
Ka4yeCcTBO M 0€30I1aCHOCTHL T'OTOBOIO
MPOAYKTA

5. JlokyMeHTalus 10 KayecTBY C
BHCCCHHBIMH
peryiaMeHTHpyouas
KOHEUHOTO MPOJYKTa, HOTAPUAIILHO

U3MCHCHUSIMU,
Ka4y€CTBO

3aCBHUAETEIbCTBOBAHHBII
cepTU(UKAT aHAIN3a U METOAWUKH
KOHTPOJISI KOHEYHOTO MPOJYKTa.
AyTEeHTHYHBIH TIEpeBOA  Ha

Ka3aXCKUW M PYCCKUU S3BIKU



3aBepseTcs  IPOU3BOIUTEIEM,
tdopmat: PDF

6. O0Opa3iibl, cTangapTHEIE 00pasibI
JUISS TIPOBEACHHUSI J1a0OpPaTOPHBIX
WCTIBITAaHUN

1. 3asgBreHue Ha BHECCHHUE
W3MEHEHUH MO YTBEPXKIAECHHOU
dhopme, B popmare DOC

2. Kommss peructpaliHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6muke Kazaxcran

3. IlucemMo mpou3BOAUTENS,
YIOCTOBEpAIOIIEE O TOM, UTO
BHOCHMBbIE N3MEHEHHS,
OTHOCHUTENBHO NEPBUYHON yITaKOBKH
BIUSAIOT (HE BIHWAIOT) Ha
CTaOUIBbHOCTD, Ka4eCTBO
MEJIHIIUHCKOTO U3JeNHA.
AyTeHTHYHBII TepeBOX Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAETCs  YHOJIHOMOYEHHBIM

npencraButeneM gopmat: PDF
11. MW3MmeHeHHe  yNakOBKH MoTHBHpPOBaHHOE OOOCHOBaHHE O

MEIUIUHCKOTO U3ICTUS: IEPBUYHON BIUSHUM (HE BIUSHIH) U3MCHEHUS
YHOaKOBKH MEIWUIIMHCKOTO H3AETHs, YIaKOBKH Ha CTaOWIBHOCTS,
BTOPUYHOH M (WJIM) TPYNIOBOH KauyeCTBO MEAUIIMHCKOTO HW3JICIHS;

4. JlokyMeHTalus 10 KadyecTBY C
BHECCHHBIMH  H3MEHEHUSIMH,
periaMeHTHpyrolias KadecTBO
KOHEYHOTO MPOIYKTa, HOTAPHAIBHO
3aCBHIETEIbCTBOBAHHBIH
cepruduKaT aHaIM3a U METOAMKH

YIaKOBKH, TPaHCIOPTHOM, B3aUMOJICUCTBUS ~ YIAKOBOK-
MIPOMEKYTOUHON MEIULUHCKOrO U3AEIus

KOHTPOJISI KOHEYHOTO MTPOAYKTa.

AyTeHTHYHBII TmepeBOX Ha
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepsAeTCd  MPOU3BOJIUTEIEM,
tdopmat: PDF

5. lIBeTHbIE MaKeThl YNaKOBOK,
3TUKETOK, CTHUKEpPOB HOBOTO H
craporo o0Opasma

6. ®OTO MEIULIMHCKOTO U3ETUS

7. OOpasupl ans CTEPHIBHBIX
MEJAUIHHCKUX U3IeNni,
CTaHIapTHbIE o0pasumbl IS
MpoBeNCHUS  JTa00pPaTOPHBIX
HUCTIBITAHUH TP H3MEHEHHUH
MEePBUYHON yIaKOBKHU

1. 3asBieHue Ha BHECEHHUE
W3MEHEHUHW MO YTBEPXKIECHHOU
thopme, B popmare Word

2. Komms peructpallMOHHOIO
YAOCTOBEpPEHHS] BBIJJAHHOTO B
Pecnybnmke Kazaxcran

3. IInceMo-060CHOBaHHE
HpOI/I3BOI[I/ITeJ'[$I [0 BHOCHMBIX



12. HM3MeHeHHME OTTHCKOB,
TPYHTOBKH WJIH JAPYTUX MapKUPOBOK,
IITaMIIOB ¥ HAJIIHKCEH, BKIIOYAs
J00aBIICHUE W H3MCHEHUS KPACKH,
HCIIOJIB3YEeMBIX IS MapKHPOBKHU

MEIUIIMHCKOTO U3/IEIIHS.

dbopma

Oruer HagaIbHOM SKCIIEPTU3HI MEAUIMHCKOTO W3/IENN, IPEACTABICHHBIX Ha SKCIIEPTH3Y

MotuBupoBaHHOE 00OCHOBaHHE
BHECEHHSI N3MEHEHHUH B MApKHUPOBKY

@.1.0. (1pu ero HAIMUMK) SKCHEPTa
Ne 3asiBku 1 maTta

Z[aTa NOCTYIJICHUA NOKYMCHTOB Ha
Ha4YaJIbHYIO SKCIIEPTU3Y

Toprosoe
MCIUITUHCKOT'O U3ACIINA

HaAanMMCHOBAaHUC

Haznauenue MEIUIMHCKOI'O U3ACIINA

ObnacTh IpUMEHEHUS

U3MEHEHUSAX.  AYTEHTUYHBII
MepeBoJ Ha Ka3axCKUW U PYyCCKU
A3BIKU 3aBepseTcs
YIIOJIHOMOYEHHBIM HPEACTABUTENIEM

dbopmar: PDF

4. liBeTHble MaKeTbl YMNaKOBOK,
JTHUKETOK, CTHUKEpPOB CTaporo M
HOBOTO 00Opasia, B hopmate JPEG.

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
STUKETKU, CTUKEpa MEIUIMHCKOIO
U3JeNHs Ha Ka3aXCKOM U PyCCKOM
s3pIkax, popmar: PDF, JPEG

6. DOTO MEIUIIMHCKOTO HU3AEIIHS

7. DKCIUlyaTalHOHHBIM JOKYMEHT

MEIULOUHCKON  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHUIMHU,
YTBEPXKICHHBII B  CTpaHe-
MPOU3BOAUTENS  (OpUTHHAIbHAS

BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPON3BOIUTENSI 3aBEPSETCS
MPOU3BOIUTENEM. AYTEHTHUYHBIN
[IEpEBOJ, HAa Ka3aXCKUHW U PYCCKUH
SI3BIKU 3aBepsercd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
WHCTPYKOHH TI0 TIPUMEHEHHIO
MEIMOUHCKOTO  M3JENUs C
BHECCHHBIMH H3MCHCHHSIMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsAeTcs YCIyroIoylydaTeneM,

tdopmat: PDF, DOC.

ITpunoxenue 31
K MIPaBHJIaM PETUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
METUITMHCKUX W3 IEII
10 MIPUHIUIY "eANHOTO OKHA"



7. Kiacc B 3aBHCHMOCTH OT CTEIIEHH
MOTEHIUAILHOTO PUCKA TPUMEHEHHS

8. VYceayronony4varenb
JlaHHBIE O IPOU3BOUTEIIE:

Tun opra"nuzanuu
HanmmenoBanue

No U y4acToK Crpana IOpuandeckuii agpec
OpTaHU3aINH
MIPOU3BOJICTBA

1. [IpousBonurens
[IpousBoacTBEeHHAs
IUIONIAIKa

YHoITHOMOUYEHHBIH
3 MpeICTAaBUTEIb
TIPOU3BOTUTEIIS

VYnakoBmuk (pu
HEOOXOIUMOCTH)

YnoaHoMo4ueHHOE
JTHIO mo
MOHHUTOPHUHTY
HEOIarompUsTHBIX

5 COOBITHH (
WHIMJICHTOB) Ha
TePPUTOPHUH
Pecny6nuku
Kazaxcran

1. HayanbHast SKkcniepTu3a MEIUIMHCKOTO U3JIEIHS 10 OI[EHKE MOJIHOTHI, KOMIUIEKTHOCTH
U COOTBETCTBHUS JOKYMEHTOB PErHCTPAllMOHHOTO JIOChE, MPEICTaBICHHBIX
YCIAyromojiyyarejleM B PpPErMCTPAalMOHHOM J10Ch€, TpPEeOOBaHUSIM JEHCTBYIOIIETO
3aKOHOJATENIbCTBA

(YKa3bIBaIOTCS 3aMeYaHus N0 HEKOMIUIEKTHOCTH JI0ChE€ U HEMPABUILHOCTU O(POpMIICHUS
JTIOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTENE) U APYTUX CTPAHAX:

Ne  nokymeHTa,
No Crpana ynocrtoBepsitomero  Jlara Belaauun
PETHCTPAIINIO

I[Ipumevanue
JKCHepTa

3. CooTBercTBHE Kjacca MEIUIMHCKOTO HW3JEIUs B 3aBUCUMOCTH OT CTEICHU
MOTEHIMAIBbHOTO pHUCKAa MPUMEHEHMs, YKa3aHHOTO B 3aABJICHUU U JIOKYMEHTax
PETUCTPALMOHHOTO JIOCKE:

Knacc B HaunmenoBanue
Knacc B COOTBETCTBUM C  JOKYMEHTa B
IIpumeuanue
Ne COOTBETCTBUM C  JOKYMEHTaMu pPErucTpaiuoOHHOM
JKCIIepTa
3asBJICHUEM PEeTHCTPaIIOHHOTO  JIocke 00 yKa3aHWH P

J0CKEE Kj1acca



4. OneHka HaJIM4MsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB Ha BCE BHUJIBI YIIAKOBOK
3asIBJISIEMOTO MEIUITUHCKOTO M3/CIHS M €r0 MOJIU(PUKAIINNA B COOTBETCTBHH C TPEOOBAHUSIMHA
3akoHosarenscTBa PecmyOnmuku Kazaxcran B cdepe oOpaieHrs JeKapCTBEHHBIX CPEJCTB U
MEIUITTHCKUAX U3JICITHH.

5. 3akiroueHue:
OrTka3ath B AajbHeiimel axcnepTuse (¢ 000CHOBaHUEM)

HpOﬂOJ’I)KI/ITI) SKCIICPTU3Y MEAUITUHCKOIO U3ACJIUA

PykoBonuTens CTpyKTYpHOro OApa3IeICHUs

noanuck @®.N.O (ripu ero HAIMYUHN )
DKcnepT

noamuch ®.MN.O (pu ero HaTUYUN)
Jara

IIpunoxenue 32
K MIPaBHJIaM PETUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
METUITMHCKUX W3 IEII
10 MIPUHITUIY "eANHOTO OKHA"

¢dbopma

OTger HavaJIbHOM SKCIEPTU3H H3MEHEHHH, BHOCHMBIX B PETHCTPAIHOHHOE A0ChE MEIUIIMHCKOT'O
A3/1eImIs

1. ®.1.0. (11pu ero HAIMYKHK) FKCIIEPTa
2. Ne 3asiBku 1 maTta
3 JlaTa MOCTYIUICHUSA NJOKYMCHTOB Ha
’ HAYaJbHYIO 3KCIICPTH3Y
4 Toprosoe HanuMEHOBaHHE
’ MEIULINHCKOTO U3IEIHS
5. Ha3nauenue MeIUIIMHCKOTO U3/IeNUs
6. OObnacTh IpUMEHEHHUS
7 Knacc B 3aBUCUMOCTH OT CTENEHU
’ MOTEHI[MAIHFHOTO PUCKA IPUMCHCHHUS
8. YcyromnomygaTens
I[aHHBIC O IIPOU3BOJUTCIIC.
Tun opraHuzanuu
HaumenoBanue o
Ne WX y4acTOK Crpana IOpunnuecknit ampec
OpraHU3aINH
MIPOU3BOJICTBA
1. IIpousBonutens
) [IpousBoacTBEHHAs

IUIOIIAIKa



YHoaHOMOUYEHHBIN
MpeICTABUTEb
MIPOU3BOAUTEIS (TIpU
HaJMY1H)

VYnaxkoBmuk (mpu
HEO0OX0NMOCTH)

VioarHoOMOYEeHHOE
JTHIO mo
MOHHUTOPHUHTY
HeOIarompUATHBIX

5 cOOBITHH (
HHIMJICHTOB) Ha
TEPPUTOPUH
Pecny6nuku
Kazaxcran

1. HavanbHast skcniepTU3a KOMIJIEKTHOCTH PETHUCTPAIMOHHOIO JIOChE U MPaBUILHOCTH
obopMIICHUSI TNPEACTABICHHBIX JIOKYMEHTOB COTJIACHO TIEPEYHI0 BHUJ0B HM3MCHCHUM,
BHOCHUMBIX B PETUCTPAIIMOHHOE JOChE€ MEIMIIMHCKOTO H3JENHUs B TMEPUOJ JEUCTBUS
PETUCTPAIIMOHHOTO YJIOCTOBEpPEHMs coriacHo npuwioxkeHuto 30 k HactosiuuM [IpaBunam (
YKa3bIBAIOTCS 3aMEYaHUsl 10 HEKOMIUJIEKTHOCTH J0Che, HEOOXOIUMOCTH MPEAOCTaBICHUS
00pa3oB MEIUITMHCKOTO U3/IETNS U TPABUILHOCTH O(OPMIICHUS TOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne  nmoxymeHrTa,
Ne Crpana ynocroBepstomero  Jlata Beliaun
PETHCTPALIHIO

IIpumeuanue
JKCIepra

3. CooTBEeTCTBHE KJacca MEAMIIMHCKOTO M3JEIUS B 3aBUCUMOCTH OT CTEIEHH
MOTEHIIMAJIBHOTO pHUCKAa MPUMEHEHMs, YKa3aHHOrO B 3asBICHUM M JOKYMEHTax
PETUCTPAIIMOHHOIO JI0ChE:

Knacc B HaumenoBanue
Kmacc B COOTBETCTBUM C  JTOKYMEHTa B
I[Ipumeuanue
Ne COOTBETCTBUM C  JOKYMEHTaMu PErucTpauOHHOM
JKCIIepTa
3asgBJICHUECM PEeTHCTPaIIOHHOTO  JIocke 00 yKa3aHWH P
JIOChE Kjacca

4. OneHka HaJIU4KsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB Ha BCE BHUJIbI YIIAaKOBOK
3asIBIISIEMOTO MEIUITMHCKOTO M3ACIHS M €T0 MOJAU(PUKAIINA B COOTBETCTBUH C TPEOOBAHUSIMH
3akoHosaTtenscTBa PecmyOnuku Kazaxcran B cdepe oOpaiieHus JeKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKUX U3JICITHUH.

5. Buabpl BHOCUMBIX U3MEHEHHH B COOTBETCTBUHU C [Ipumoxenuem 30 xk HacTosSIUM
[TpaBuinam

PC,Z[aKLII/ISI J10 BHCCCHUA U3MCHCHUA PeZ[aKLII/Iﬂ IOCJIe BHECCHUS N3MCHEHHMMI



6. 3aKIroYeHue:
OrTkazath B gajbHeimen sxcnepTuse (¢ 000CHOBaHUEM)

IIponoiKuTh 3KCIEPTU3Y

PykoBoguTenb CTpyKTypHOTO MOApa3aeieHus

noanuch ®.N.O (pu ero HaTUYUN)
OKcrepr

noanuck @.N.O (ripu ero HAIMYUN )

Jlara

dbopma

IIpunoxenue 33
K MIpaBHJIaM PETHUCTPALAN
JIEKapCTBEHHBIX CPEACTB U
MEJUIIMHCKUX U3CTINI
10 NpUHIUMY "eInHOro OKHA"

9KCH€pTHBII71 OTUCT CHCHHaHI/ISI/IpOBaHHOﬁ 9KCIIEPTU3BI MCAUITUMHCKOI'O U3ACTINA

@®.1.0. (1pu ero HAIMYHHN) dKCIIEPTa

2. VYueHas cTereHb, 3BaHUE
3. Ne 3asiBku 1 naTta
4 Jara moctymiieHust TOKYMEHTOB Ha
' CHEIMATU3UPOBAHHYIO SKCIEPTUIY
5 Toprosoe HanMEHOBaHUE
' MEIUIIMHCKOTO U3EIHS
6 Kon HoMeHKnaTypbl METUIIMHCKIX
' nzaennii Pecny6miku Kazaxcran
7 TexHudeckass XapaKkTepUCTHKA
' MEIUIIMHCKOTO U3EIHs
8. HaznaueHue MeAMLIMHCKOTO U3AETHUS
9. ObnacTp IpUMEHEHUS

[IpoBeneHa 3kcnepTU3a NTOKYMEHTOB PETHMCTPAIMOHHOTO JIOChE, XapaKTEPU3YIOIIUX

0€3011acHOCTh, Ka4eCTBO U 3 (PEKTUBHOCTH METUIIMHCKOTO U3CIIHS.

1. I[aHHBIG 0 IIPOU3BOAUTEIIC MCAWIHWHCKOTO H3ACIINUA, B TOM YHCIIC PACXOIHBIX

MaTCpHUaJIOB 1 KOMINUICKTYIOMIUX, SABJIAIOMIUXCA MCANTUHCKUMHA U3ACIIUAMA

Tun opranuzauuu

HaumenoBanue .
Ne A y4acToK Crpana IOpunuyaeckuii anpec
OpTaHU3aIIH
MIPOU3BOJICTBA
1. [IpousBonurens
) [IpousBoacTBEHHAS
’ IUIOIIAIKa
Y1o1HOMOYEHHBIN
3 MpeICTaBUTEINb

MIpOU3BOANTENA (TIpU

HaJIMYHH)



KoHTakTHBIE 1aHHEIE
YIOITHOMOYEHHOTO
hig7gi ] mo
MOHHUTOPHUHTY

4. HeOIaronpusaTHHIX
CoOBITU (
WHIUJIEHTOB) Ha
TEpPUTOPUH
Pecy6nuku
Kazaxcran

2. Perucrpatus B cTpane-npou3BoauTese (M3roTOBUTENSA) U APYTUX CTPAHAX

Ne  nokymeHTa,
Ne Crpana yaocrosepsitouiero  Jlara Beiiaun
pEerucTparmio

I[Ipumevanue
JKCIepTa

3. OueHka JOCTOBEPHOCTH YKa3aHHOTO B 3asBJICHUU U TIOKYMEHTaX PErUCTPAallMOHHOTO
JOChE KJIacCa MEIMIIMHCKOTO M3ENHUS B 3aBUCMMOCTH OT CTENEHH MOTEHUMAIBHOTO PUCKA
MIPUMEHEHUSI, B COOTBETCTBUM C TPEOOBaHUAMM 3aKOHOAaTeNbcTBa PecriyOnnku Kazaxcran B
cdepe oOpailieHus JTeKapCTBEHHBIX CPEACTB, MEAUIIMHCKUX U3JICIIHA:

CooTBEeTCTBHEC
Kiacc B COOTBETCTBHH C 3asBISIEMOr0  Kiacca
JTOKYyMEHTaMH TpeOOBaHUAM [Ipumedanue sxcnepra
PETUCTPAITMOHHOIO 10Che  3aKOHOAATEIhCTBA

Pecnyonuku Kazaxcran

Kimacc B cooTBeTcTBHM C
3asBJICHUEM

4. XapaKTepuCTUKN CHUCTEMBI [TOKA3aTeNel, ONpeaesaomuX 0e301acHOCTh, KaueCTBO U
3¢ (PEeKTUBHOCTP MEAUIIMHCKOTO H3JEeiUs, B TOM YHCJIE PACXOJHBIX MaTepHalOB U
KOMIUIEKTYIOLIUX, SIBJISIOIINXCSA MEAULIMHCKUMHU U3JIETUSIMMU:
1) cucrema ynpasnenusa kauectsoM ISO, GMP opranuszanuu-npou3BoauTeNs, B TOM
YHUCJIE€ PACXOJHBIX MATEpUAIOB M KOMIUIEKTYIOLIUX, SBISIOMUXCA MEIULIUHCKUMU
U3JIETUSMU:

HanmenoBanue Ne noxymenTa u gara IIpumeuanue

Ne Cpok neiicTBust

JOKYMCHTa BbIJa4Yu OKCIICPTa

2) Ka4eCcTBO MEIMIIMHCKOTO H3JICJIMS, B TOM YHCJIE PACXOJHBIX MaTEpHUaJIOB U
KOMIUJICKTYIOIINX, SIBISIIOIIMXCS MEAUIUHCKUMU H3JCIHUSIMHU (TEXHUUYECKHUE YCIOBUS,
CTaHAApT OpraHU3ALINH):

HanmmMmenoBanue Ne noxymenTa u gara [Ipumeuanue

Ne Cpok neiicTBus

JOKYMEHTa BbIJa4Hn SKCIIEpTa

3) moATBEpKIEHUE COOTBETCTBUS MEAUIIMHCKOTO U3/CNUS TPEOOBAHUSAIM HAIIMOHAIBHBIX
WM MEXJIYHApOJHBIX JOKYMEHTOB Mo KauecTBy (Jlexmaparus coorBercTBus; Ceptudukar
COOTBETCTBHS):

I[Ipumeuanue

HaumenoBanue Ne mokymenTa u nata .
Ne Cpox geiicTBus

JAOKYMCHTaA BbIJauu OKCIICPTa

4) aHanu3 NpPEJACTABICHHBIX AAHHBIX, MOJYYEHHBIX B X0JI€ MPOBEICHUS HCIBITAHUM (
TOKCUKOJIOTUYECKUX, TEXHUYECKUX, KIMHUYECKHX) B CTPaHE MPOU3BOAUTENE (OTUETHI,



3aKJIOUYCHHS]) U B XOJI€ MPOBEACHUS MPEAbIAYIIUX ATAloOB JKCIepTu3sl B PecmyOnuke
Kazaxcran (HauanbHas SKCIIepTH3A):

AHanu3 TONHOTH |
No HanMenoBanue mokymeHTa kadectBa mHpopmaiuu B I[IpuMmedanue skcrepra
JIOKYMEHTE

5) 3aKiIr0YeHHE O CTAOMIBLHOCTH METUIIMHCKOTO U3/IeINsl, 000CHOBAHHOCTD 3asiBIICHHOT'O
CpOKa XpaHEHHUS:

3asBIEHHBIN CpOK AHanu3 npencTaBIeHHOI0

Ne
XpaHCHHUS 0TYEeTa O CTAOMILHOCTH

[Ipumeuanue sxcnepra

6) OOCHKa IIPOCKTa HMHCTPYKHHUHW 10 MCAWIMHCKOMY INPHUMCHCHHUIO H3ACIIHUA
MCIUIHUHCKOI'O HA3HAYCHHA, B TOM YHCIIC PACXOIHBIX MATCPHUAIOB M KOMIIJICKTYIOIIHX,
SABIAIOIMUXCA MEAUITMHCKUMHU U3ACIINAMHA W OKCILUTYATAlITHOHHOI'O JOKYMCHTA MCHHHHHCKOﬁ
TCXHUKHU

Ne Ananu3 OreHka sKkcrnepra

ITosiHOTA CcomepkaHUS TEKCTa
1. MIPOCKTa MHCTPYKIUH HA H3JENHe
MEIUIMHCKOTO Ha3HAYCHUS

CooTBeTCTBHE TEKCTa IPOEKTa
2. OpPUTHHAIY HMHCTPYKIHH OT
TIPOU3BOANTEIS

CootBercTBue 0opMIIEHHS TEKCTa
MIPOEKTa MHCTPYKIUHU TPEOOBAHUAM
3aKoHOMaTeNbecTBa  PecmyOnuku
Kazaxctan B cdepe oOpameHus
JEKapCTBCHHBIX  CPEACTB |
MEIULTHCKUX NU3/AeIUH

Wndopmanust, coxpepxkaiiascs B
4. 9KCIUTYaTallMOHHOM  JIOKYMEHTE
MEIUIMHCKON TeXHUKH

7) OHGHKa Oq)OpMJIGHI/I}I MAaKE€TOB YIIAKOBOK U 3THUKETOK
Ne Ananmm3 OueHka sKcnepra

CootBercTBue 0opMIICHHS TEKCTa
MakKeTa MapKHPOBKH TpeOOBaHUSIM
3aKoHOMaTeNnbecTBa  PecmyOnuku
Kazaxcran B cdepe oOpamieHus
JIeKapCTBEHHBIX CPEACTB,
MEIULHCKHX U3EIUH

W neHTHYHOCTh yKa3aHUM yCIOBUI
XpaHEeHUs: U TPaHCIOPTUPOBAHUS,
YKa3aHHBIX B JOKyMEHTE IO

CTaHIAPTU3ALMA MEIUIUHCKOTO

H3JIeNUs U IPOEKTEe MHCTPYKIUU 10
MEIULUHCKOMY IPUMEHEHUIO

8) AHanu3 JaHHBIX O pa3pabOTKEe W MPOU3BOACTBE MEAUIIMHCKOTO U3JETUs (CXEMBbI
MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJIMil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIIEAYPHI BBIITYCKAa KOHEYHOTO MPOIYKTA).



Ne Amnanus Ornenka skcnepra

Ouenka MpeaCcTaBICHHBIX
yCIIyToNoy4yaTesieM JaHHBIX O
pa3paboTke U TPOU3ZBOJCTBE,
BKJIIOYas  aHalnu3  OTyeTra
WHCIIEKTUPOBAHMS HPOM3BOACTBA (
TIPY HATAYHH);

9) AHa3 OMOJIOTHYECKON 0€30MaCHOCTH MEIMITMHCKOTO U3JIeNIMs Ha OCHOBE aHaIu3a
CBEJICHUH O MaTepuajgax XKUBOTHOTO WM OMOJIOTHYECKOTO MPOUCXOKICHHUS, BXOISIINX B
MEIUIIMHCKOE U3JICNINE, a TaKKe MH(POPMAIUA O M0JA00pe UCTOYHHUKOB (JIOHOPORB), OTOOpE
Marepuaia, MpOIECCUHTe, XPaHCHUH, TECTUPOBAHWUU, TPUOHOBOW OE30IMMACHOCTH, a TaKkKe
oOpaieHnsi ¢ TKaHSAMH, KJIETKaMHW, CYOCTAaHIMSMU >XUBOTHOTO WM OWOJIOTHYECKOTO
NPOUCXOXKACHUS, KYJIbTYpaMH MHUKPOOPTaHM3MOB W BHUPYCOB (IIpU HAJIM4YHMH), 34
WCKITFOUCHUEM aJUTOTEHHBIX TPAHCIUIAHTATOB.

No Amnanu3 Ornenka sKcnepra

Ouenka MpeaCTaBICHHBIX
YCIyronojixydJaTeseM JIaHHBIX 0
aHAIU3y OmoIornYecKoi
6e30macHOCTH

10) olieHKa BaIMIHOCTH MPOTPAMMHOI0 0OECTIeUeHUsI Ha OCHOBE aHaIn3a JaHHBIX O €T0
BepuUKAIIMU, B TOM YKcie HUHPOpPMAIIMU O €ro pa3padOTKe U TECTHUPOBAHUHM Ha
MPEANPHUATAN U MPU MYJIBTUIICHTPOBBIX HCCIICAOBAHUAX, JAHHBIX 00 WIACHTH(DHWKAINH |
MapKHAPOBKE ONIEPAIIMOHHON CUCTEMBI

Ne AHanu3 OreHka sKcnepra

Onenka MpeaCTaBICHHBIX
YCIYTONOJIy4aTeNneM JaHHBIX

1.

11) AHanu3 mporeaypsl 1 METOJ0B CTEPHIIM3ALUKA MEAUITUHCKOTO U3/IENIHsI, MaTEPHAJIOB,
00O0CHOBBIBAIOIINX CMOCOO CTEPUIM3AIUU, MPEAJIaraéMbIX METOJI0B KOHTPOJSI KauecTBa U
OTIpeICJICHUs] OCTAaTKOB CTEPHIIU3YIOIIEr0 BEIIECTBA P MPUMEHEHUH XUMHUIECKOT0 Crioco0a
CTEpUIN3ALINT

No Amnanu3 OreHka sKcnepra

OHCHKa npeacTaBJICHHBIX
YCIIYTromnojay4daTrejieM AaHHbIX

1.

12) Ananuz 6e3omnacHocTd U 3G (HEKTUBHOCTH JEKAPCTBEHHOT'O CPEICTBA B COCTaBe
MEIULMHCKOTO HW3JENUsl, €ro BIMSHUSA Ha (YHKIHMOHAIBHOCTh MEAMIIMHCKOTO H3IENHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJICTBA C MEIMULMHCKUM H3JAEIIHEM (3a HCKIIOYEHHUEM
MEIMUMHCKUX u3Aenuil mist auarHoctuku in vitro (IVD). Mudopmanusa o perucrpauuu
JIEKapCTBEHHOI'O CPEJICTBA B OCYIapCTBE — IPOM3BOJUTEIE JIEKAPCTBEHHOI'O CPEICTBA

Ne AHanu3 OreHka sKcnepra

Onenka MpeaCTaBICHHBIX
YCIYTONOJIy4aTeNneM JaHHBIX

1.

13) Ananu3 npencTaBlIeHHbIX POU3BOJUTENEM CBEICHUIM O HATMYUU WU 00 OTCYTCTBUU
COOOIIEHUIT O HECYACTHBIX ClydasiX W OT3bIBAX C PBhIHKA MEJUIMHCKOTO W3JENus, O



HEXKeJIaTeIbHBIX COOBITHAX M (MJIM) HECYACTHBIX CIIydasX, CBSI3aHHBIX C HCIIOJIb30BAaHUEM
MEJIUIIMHCKOTO U3JIEIHs, YBEJOMJICHUH 10 0€30MaCHOCTH MEIUIIMHCKOTO U3/IEIus, TOAX0/a K
PACCMOTPEHHUIO ATUX TPOOJIEM U MX PEIISHHS IPOU3BOIUTEISIMH B KOXKJIOM M3 TAKUX CITy4acB
, OMHUCAaHUs KOPPEKTUPYIOLIUX JACHCTBUHN, TPEANPUHATHIX B OTBET HA YKa3aHHBIC CiIydyau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJIaXk M KOJWYECTBA HECUACTHBIX CIIy4yaeB U OT3HIBOB
MEJUIIMHCKOTO U3CIIHS U3 00paIICHUS

Ne Anamm3 OueHka sKcnepra

| Ouenka MpeCcTaBICHHBIX
' YCIIYTOMONYyYaTeNleM JaHHBIX

14) Ouenka Ilnana cOopa u aHanu3a JaHHBIX MO 0€30MACHOCTH U 3(PPEKTUBHOCTU
MEAMIMHCKOIO U3JIEHsI Ha MOCTIIPOJAKHOM 3Tale U OTYeTa 00 aHaIM3€ PUCKOB
Ne Amnanmus Onenka skcnepra

{ OueHka IpEACTaBIEHHbIX
' YCIIYTOMONyYaTeNleM JaHHBIX

5. 3akiroueHue sKcnepra
I. [onmoxurensHOE
2. OtpunarenbpHoe (C 000CHOBAaHHEM)

Bce JaHHBIC, IIPUBCACHHBIC B 9KCIICPTHOM 3aKIHOYCHHUH, JOCTOBCPHBI U COOTBCTCTBYIOT
YCTAaHOBJICHHBIM TpC6OBaHI/IfIM, 4TO IMOATBCPIKAAr0 JINYHOM HOAIINCHIO

PykoBoauTens CTpyKTYpHOIO IOApa3AeICHUs

noanuck @.N.O (ripu ero HAIMYUN )
DKcnept

noanuck @.MN.O (ripu ero HAIMYUN )

JlaTa
[Ipunoxenue 34
K MIPaBHUJIaM PETHUCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUIMHCKUX W3 IEHi
10 TIPUHIUITY "eANHOTO OKHA"
dopma

OKCOEPTHEIN OTYET CIICNUAIM3HPOBAHHON SKCIEPTU3H O BIMAHUYA BHOCUMEIX H3MEHEHUM B
PErHCTPanOHHOE JJOCKE Ha 6€30I1aCHOCTH, Ka9eCTBO H AP (PEKTHBHOCTh METUIMHCKOTO H3EIAI

1. @.1.0. (1pu ero HAIMYUK) 3KCIEPTa
2. VueHas cTeneHb, 3BaHUE

3. Ne 3agBKY 1 1aTa

4 Jlata mocTyIJeHus] TOKYMEHTOB Ha

CHELUATN3UPOBAaHHYIO SKCIIEPTU3Y

5 TOpFOBOC HAauMCHOBAaHHUC
’ MEIUIIMHCKOT'O U3ACIINA



HpOBeI[eHa OKCIEPTHU3a JOKYMCHTOB PCTHCTPALMOHHOIO JOCHE, XapaKTCPU3YIOIIHUX
BJIUSIHUE Ha O€30MacHOCTb, KayecTBO U A()PEKTUBHOCTh BHOCHUMBIX H3MEHEHUU B
PEruCcTpaiuoOHHOC 10ChE, HA MCAUITMHCKOC U3JCIIUC.

B xone nposeneHns skcnepTrssl yCTaHOBIICHO:
Ne Penaknusa no BHeceHUsI U3MeHeHHT BHocuMoe n3MeHeHne
BnusHne BHOCMMBIX HM3MEHEHHWM Ha 0€30I1acHOCTh, KauecTBO M 3G (PEKTUBHOCTH
MEJIUIIMHCKOTO U3/1CIINA:

Anamn3 Biuser (He Biuser) [Ipu
Ne W3menenue (yka3ath Hy)KHOE) OTPULIATEILHOM  3aKJIIOYCHHUH
yKa3bIBaeTCsi 000CHOBaHHE

3aKiroueHue OKCIICPTA.
1. [HonoxurensHOE
2. OtpunarenpHoe (¢ 000CHOBaHHEM )

Bce JaHHBIC, ITPUBCACHHLIC B SKCIICPTHOM 3aKIIIOUCHUH, JOCTOBCPHBI U COOTBECTCTBYIOT
YCTaHOBJICHHBIM TPEOOBaHUSM, YTO MOATBEPKIAI0 TNIYHOM MOAMUCHIO

PYKOBOJZ[I/ITCJIB CTPYKTYPHOI'O IIoApa3aCICHUA

noanuck @.N.O (ripu ero HAIMYUN )
Okcnepr

noanuck @.N.O (ripu ero HAIMYUN )

Jlara
[punoxenwne 35
K [IpaBHJIaM PETHUCTPALUN
JIEKapCTBEHHBIX CPEACTB
Y MEJWIMHCKUX H3JIENTUH
110 NpUHIUMY "eIUHOro OKHA"
dopma

MunuctepctBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HaumMenoBaHue rocy1apCTBEHHOM SKCHEPTHOM OpPraHU3aLUN

ATTecTaT aKKpeIuTalliy UCTIBITaTeNIbHOM Tabopatopuu (Ne, Cpok J1eHCcTBHS)

Anpec, TenedoH SKCIEPTHOM OpraHu3aluu (UCIBITaTEIbHOM JJabopaToOpuH )

[Ipotokon nucnbiranuii Ne or" " roza

Crpanunia  (KonmdecTBo JTUCTOB )
VYcenyrononydarens (1151 IOpUAAYECKOTO Jikila (HauMeHOBaHue) (117151 (pU3nuecKoro Juia)



@®.1.0. (mpu ero HaJTUYIUH) U aAPEC):

HaumenoBanue MMpOAYKIINH:

Bun ucnerrannin:

OcHOBaHUeE:

®dupma U3roToBUTENb (IPOU3BOJIUTEND), CTPAHA!

Cepus, maprtusi:

Jlara mponsBoacCTBa:

CpoK roIHOCTH:

JlaTa Havayia ¥ 1aTa OKOHYaHUS UCTIBITAHUM:

KonunuectBo 006pa3ios:

O06o03HaueHNe TOKYMEHTA M0 KaYeCTBY Ha METO/IbI UCIILITAHUM:

Pe3ynprarel ucnipiTanmit

TpeboBanus
dakTUYECKH Kpartkoe onmcanue
HaumenoBanue HOpPMAaTHBHOTO TOCHu
. HOJy4YeHHBIE COOTBETCTBHUS (
HoKazaTenen JOKyMEHTa Ha  BI&KHOCT (%)
pe3yIbTaThl HECOOTBETCTBUS)
HPOIYKIHUIO

1 2 3 4 5



3akmouenue: IlpencraBieHHbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM JOKYMEHTOB IO Kau€CTBY U METOJUKH BOCIPOU3BOISITCS (HE BOCIIPOU3BOISATCS
) (yka3wiBaTh npu HeoOxoaumocTn) (HykHOE OT4epKHYTh)

MGTO)II/IKI/I HC BOCIIPOU3BOJATCH 110 CICAYIOIIUM ITOKa3aTCIAM

HOI[HI/ICI/I YIOJHOMOYCHHBIX JIUIT

(momxHocTh) (moanuck) G.1.O (mpu ero HaTUYKH)

(momxHoCcTh) (moanuck) G.N.O (npu ero HaTMYKH)

(momxHoOCTh) (moamnuck) G.1.O (mpu ero HATHMYHH )

IIpoToKon HCOBITaHU#H PACIPOCTPAHAETCA TOJIBKO Ha 00pa3iihbl, HOABEPIHYTHIE HCIIEITAHHSM,
IpeACTaBICHHbIE 3aKa39UKOM yciyT. [loHas Wim 9acTHIHAA mepenedarka IpoTokona 6e3
IHMCHMEHHOTO pa3pelIeHNs SKCIIePTHOM OpraHN3auy 3aIpenicHa.

dbopma

[Ipunoxenue 36
K IIpaBHJIaM PErUCTPaLUH
JIEKapCTBEHHBIX CPEICTB U
MEIUIHCKHX U3CIUi

10 TIPUHIUIY "eANHOTO OKHA"

Ortyer 0 pesyibTaTax MPOBEACHHA 1AO0PATOPHBIX HCIILITAHMH B IAG0PaTOPHH KOHTPOJIA Ka9ecTBa
IPOM3BOJUTEIIS WM B KOHTPAKTHOM J1ab0paTOpHH, HCIOIE3yeMO# IPOM3BOAUTEIEM™*

1. Pe3rome

HauMeHoBaHue MEIUIIMHCKOTO
HU3ICTTHS

HanMmenoBaHwue, anpec peKBU3HUTHI
TIPOM3BOICTBEHHOH IIIOIAIKA

HaunmeHoBaHue, aapec, peKBU3UTHI
71abopaTopuy KOHTPOJIS KayecTBa U (
WIM) KOHTPAKTHOH JiabopaTtopuu
KOHTPOJIA KayecTBa

OcHoBaHue MpOBEACHUS

1a00pATOPHOTO UCIIBITAHHS

IIpoBenenue

HCITBITAaHAHN

Pestome nesTenbHOCTH 1ab0paToOpum
Brimyck B peanuzanuio cepuu
KOHTPOJIS Ka4ecTBa

MEIUIIMHCKOT'O U3ACIINA

mabopaTOPHBIX

Wnoe (He0OX0aMMO yKa3aTh)



Hara(br) NpOBEIECHUS
71abOpaTOPHOTO UCTIBITAHUS

®.MN.0. (mpm ero HaIUIUHN)
OKCHEPTOB (UJIEHOB KOMHCCHH),
JTIOJKHOCTD

2. BBogHas uapopmarus
KpaTkoe omnucanue 1abopaTopur KOHTPOIIS KauecTBa

Hannume moKyMeHTHPOBAHHBIX MPOIEIyp MPOBEACHUS
HUCITBITAaHHI

BeimonHenne TpeOGoOBaHUIT TOKYMEHTHUPOBAHHBIX
MIPOLEAYp IPOBEIEHHS UCIIBITAHUN

Lenp npoBeneHus 1aDOPATOPHOTO UCTIBITAHUS
OOBEKTHI UCIIBITAHUS

[lepconan sabopaTopuum KOHTPOJIS KadecTBa,
y4acTBYIOIIMH B MpPOBEIEHHUH JTabOPATOPHOTO
UCTIBITaHUS

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00paTOPHOTO UCIIBITAHUS
Cchuika Ha JOKYMEHT TI0 Ka4eCTBY

HOMep cepuu, nara rmporu3BoACTBa

TpeboBanus
dakTUYECKUE CootBeTcTBYyeT (HE
ITokazaTens JOKYMEHTa IO T, B1aXXHOCTH
pe3yIbTaThl COOTBETCTBYET)
KayecTBy

4. IlpunoxeHus

JokyMeHTBl (NMepBUYHBIC JaHHBIC, IMPOTOKOJBI
WCTIBITAHUH) ® 00pasmpl, OTOOpaHHBIE B XOJE
IPOBENICHUS TaOOPaTOPHOTO UCTIBITAHUSA

5. 3akiroueHue
ITonoxurensHoE
OTtpunarenbHoe (C 000CHOBaHUECM)

[Ipumeuanune *K otdery o pesynpTaTax MpOBEACHHS JTa0OPATOPHOTO HCIBITAHUS
IpuJIaraeTcs Komus cepTudukara aHaiuza U (WIM) MPOTOKOJIa UCTIBITAHUNA HA MPOAYKIUIO
nabopaTopu KOHTPOJISI KayecTBa MPOU3BOAUTEINSI WM KOHTPAKTHOM JnabopaTtopuu,
HCIOJIb3YEMON IPOU3BOAUTENIEM. BCce NPUIIOKEHUS K OTUYETY SIBJISIFOTCS HEOTHEMIIEMOU €ro
YacCThbIO.

PykoBonurens komuccuu:

(moamucek) ®.M1.0O (ripu ero HaIUYUM ), TOTKHOCTh
YJICHbl KOMHUCCHHU:

(moamuce) ®.M.0 (ripu ero HAJIMYUK), TOJKHOCTh

(monmuce) ®.M.0O (npu ero HaIU4KUM), TOTKHOCTb
n " 20 1_,‘




CorJjtacoBaHo:

(nonmuck) ®.M.0 (npu ero HaIU4KUM), TOTKHOCTD

(monmuck) ®©.M.0O (npu ero HaAU4KUM), TOTKHOCTD

(monmuck) ®.M.0O (npu ero HaTU4KUM), TOTKHOCTh

[Ipunoxenue 37
K MIpaBHJIaM PETUCTPAIAN
JIEKAPCTBEHHBIX CPEACTB
Y MEAUIMHCKUX H3IEIUi
10 MPUHIUIY "eINHOTO OKHA"

VcioBua, npeasaBiIseMEIe K 00pa3naM MEIUITHHCKOTO H3eNns Ui JaG0paTOPHEIX MCIIEITAHMMH

1. Ycnyrononyuarenb 10 MOJAa4d 3asiBICHUS HA SKCIEPTU3Y NPEAOCTABISIET pacyeT
KOJINUeCTBa 00pAa3lOB OT MPOU3BOAUTENS, HEOOXOAUMBIX JJIsi MTPOBEICHUSI TPEXKPATHOTO
aHaM3a Py JTa00PATOPHBIX UCTIBITAHUSX.

2. KonmuecTBO 00pa3iioB MEAUIIMHCKOTO U3/CINIHS, MPEIOCTABIISIEMbIX JIJIsI TPOBECHUS
1a00paTOPHBIX UCTIBITAHUH, OTIPEEISIETCS] COTIIACHO TPEOOBAHMSIM JOKYMEHTOB 10 Ka4eCTBY,
U BepupUKAUU aAHATUTUYECKUX METOJUK, Ha COOTBETCTBUE KOTOPBIM IUIAHUPYETCS
MPOBEJICHUE UCIBITAHUNM U 3aBUCUT OT OCOOCHHOCTEH METOJUKHU UCIBITAHUM, YKa3aHHBIX B
JOKYMEHTE I10 Ka4eCTBY MPOU3BOIUTENS.

3. KonauuecTBO mpegocTaBisieMbIX 00pa3loB IO COCTABY OTPAKAET BCIO COBOKYMHOCTH
3asIBJICHHOW MPOJYKIMHU, C YUYETOM Pa3Inyuus CBOMCTB OTHAEJIbHBIX TUIOB (MOJENEH) Takou
COBOKYITHOCTH.

4. Jlns 3asBisieMbIX WU3JEIUM, OTHOCSIIUXCS K OJHOMY THUIIOPa3MEPHOMY POy, U
COOTBETCTBYIOIIMX TPEOOBAaHUAM OOIIETO JOKYMEHTa MO KadyeCTBY, MPEIOCTaBIISIOTCS
TUTIOBBIE 00Pa3Iibl ¢ 000CHOBAHUEM MPON3BOIUTEIS.

5. Ilpu oTnMYMM OTAEIBHBIX BUAOB 3asBJIEHHOTO MEAULHUHCKOTO U3JAENIHS TOJIBKO IO
LIBETOBOM TaMMe€, TOCTaTOYHO MPEJOCTABICHUE 00Pa31[0B OJJHOM [IBETOBOW FraMMBlI.

6. O6pa3Ibl METUIIMHCKOTO U3JIENHSI TIOCTIE TPOBEICHNUS UCTIBITAHUI HE BO3BPAIIIAOTCSI.

[punoxenne 38
K [IpaBHJIAM PETHUCTPALUN
JIEKapCTBEHHBIX CPECTB
Y MEJAUIMHCKUX U3ENUN
10 NpUHIUMY "eINHOro OKHA"

dbopma

3akmodeHre 0 6e30ImacHOCTH, KagecTBe H 3P PEeKTHBHOCTH MEIHUIIHHCKOTO H3EIIHs, 3aABICHHOTO
Ha BKCIEPTH3Y B NEJIX rOCYAAPCTBEHHOM PETACTPALAH, IEpEPErucTpanyy B PecryOmke
Kazaxcran



1. PecrryOnukaHckoe ToCcyJapcTBEHHOE MPEANPUATHE Ha MPaBE XO35IICTBEHHOTO BEJCHMUS
"HammoHanpHbId LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMWHCKUX HU3AETUN"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJs MUHHCTEpCTBa
3npaBooxpaHeHuss Pecnyonuku Kazaxcran cooOmaer pesyiabTaTbl 3KCHEPTU3BI Ha
0e30MmacHOCTh, KauecTBO M H(PEKTUBHOCTh MEAUIMHCKOTO W3ACIUS B LENIX
rocy/1apCTBEHHOM perucrpanuu, nepeperucrpanuu B Peciyonuke Kasaxcran:

TOpl"OBOG HaMMCHOBAHHNEC MCIUITMHCKOI'O U3ACIINA
OpFaHI/ISaHI/IH-l'[pOI/ISBO}II/ITeJ'lI), CTpaHa-npoOnu3BOJUTEIIb
HpOI/BBOHCTBeHHaH mjiomazaka, CTpaHa

YNOTHOMOYEHHBIM NPEICTABUTENb MPOU3BOIUTENS,
CTpaHa

YNOMTHOMOYEHHOE  JIMIO 1O MOHHUTOPHHTY
HEOJAroNMpUATHEIX COOBITHHA (MHIMACHTOB) Ha
teppuropun Pecrrybnmku Kasaxcran

Tun mexaununckoro uznenust (MU (MMH), M (MT),
MU (in vitro)

Bun (peructpanus, mepeperucTpariis)

Knacc B 3aBHCMMOCTH OT CTCICHH NOTCHIHAJIBHOT'O
PUCKa NPUMCHCHUSA

Kon HomeHknaTtypbl MEIMIMHCKHX H3IEIUU
Pecry6nuku Kazaxcran

KoMrutekraruss MeIuIHCKOTo u3aenus (Tpyu HATAIAH
— KOTUYECTBO KoMImIekTyromux ) (Tabmuma)

3akiIroueHre HavallbHOM 3KCIIEPTH3bI (TTOJI0KHUTEILHOE
WIIH OTPULIATENIEHOE)

3aKkioueHue CHCL{I/IaHI/ISI/IpOBaHHOﬁ OKCIICPTU3BI (
TIOJIOKUTCIIbHOC UITH OTpI/ILlaTeJ'ILHOG)

3axi04eHre UCIBITaTeIbHOU JabopaTopuu: gata u Ne
IIPOTOKOJIA (IIONOXKUTEIBHOE WU OTPULIATETIBHOE)

Taomuna
Komruiekranmsa MEIUIIMHCKOTO U3 SIS

HaumenoBanne mogenu (Mmonudukarm) MU* (3amomHseTcs Ha KaXXIyI0 MOJIETb)

HaunmenoBanne Mopaenab
Bun cocraBHBIX
Ne COCTaBHBIX COCTaBHBIX [IpousBonutens Crpana

actet yacreil yactei

* 3aM0JTHAETCS Ha KaXKyH0 MOJIEJIb

2. 3aknroueHue (MoJ0XKUTeNIbHOE): MaTepuansl U JOKYMEHTbl PETUCTPALIMOHHOTO JI0ChE
Ha MEIMLMHCKOE W3JENHe, NPEJOCTABICHHBIE HAa HKCHEPTU3Y Ui TOCYyAapCTBEHHOMU
peructpanuu, nepeperucrpanuu B Pecriyonuke Kazaxcran, COOTBETCTBYIOT YCTaHOBJIEHHBIM
TpeboBaHUsIM, 0€30MacHOCTh, KauyeCTBO M APPEKTUBHOCTh MEAMIIMHCKOTO H3IETHS
HOATBEPKACHBI COOTBETCTBYIOIIMMH MaTepraJaMy U IPOBEICHHBIMU UCIIBITAHUAMM.

MenuuuHckoe u3zaenue 3apeructpupyercs B Pecriyonuke Kasaxcran cpokoM Ha _ JieT
WM 6€CCPOYHO.



3akmroueHue (oTpuuaTeabHoe): MaTepuanbl U TIOKYMEHThl PETUCTPAIMOHHOTO 10ChE Ha
MEIMIIMHCKOE HW3JeNne, NPEJOCTABICHHbIE HAa OHKCHEPTU3y Uil TOCYyJapCTBEHHOMU
peructpanuu, Tmnepepeructpannu B Pecmybnuke KazaxcTtan, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpeOOBaHUsAM, 0€30MAaCHOCTh, KaueCTBO M A(HPEKTUBHOCTh MEIUIIUHCKOTO
M3JeNusl HE MOATBEPXKACHBl COOTBETCTBYIOIIMMHU MaTepualaMH U MPOBEICHHBIMU
UCIIBITAHUSIMHU.

MenunuHckoe u3aenue He 3apeructpupyercs B PecmyOnuke Kazaxcran.

PykoBoautens rocy1apCcTBEHHOM 3KCIEPTHOM OpPraHU3aluN

noanuck @.N.O. (mpu ero HaIUYUN)

JlaTa
[Ipunoxenue 39
K MIPaBHUJIaM PETHUCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUIMHCKUX W3 IEHi
10 TIPUHIUITY "eANHOTO OKHA"
dopma

3axmogeHne 0 6e30macHOCTH, KagecTBe ¥ 3P PEKTHBHOCTH MEJUIIMHCKOTO M3AE/IHS 3aBICHHOTO
Ha SKCIEPTH3Y B LEJIX BHECEHUS H3MCHEHHI B PETUCTPAHOHHOS JIOCHE

1. PeciyOnrkaHckoe TOCYJJapCTBEHHOE MPENPUATHE Ha TTPaBe XO3SIMCTBEHHOTO BEICHUS
"HannoHaabHBIM LEHTP IKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX H3AeTui"
Komurera MeaumuHckoro u  (apMaleBTUUYECKOTO KOHTpoJisi MuHucTepcTBa
3napaBooxpaHeHus PecryOnukm Kazaxcran cooOrmaeT pe3ynbTaThl SKCIEPTU3BI O BIMSHUU
BHOCHMBIX HW3MEHEHHH B PETUCTPAIMOHHOE JI0Che Ha Oe30MacHOCTh, KayeCTBO U
3 PEKTHBHOCTH METUIIMHCKOTO M3/ICIIH:

TOpFOBOC HAaNMCHOBAHHUEC MCAUITMHCKOT'O U3CINS
OpFaHI/ISaHI/Iﬂ MMPpOU3BOAUTEIIb, CTPAHA-ITPOU3BOANUTCIIb
HpOPI?:BO}ICTBCHHaH IIomanaka, CrpaHa

YHOIHOMOYEHHBIM NpPEACTaBUTENb IPOU3BOAUTENS,
CTpaHa

YNONHOMOYEHHOE  JUMLIO 110 MOHUTOPHUHIY
HeOJMaronpusATHBIX COOBITHH (MHIMIEHTOB) Ha
tepputopuu Pecrybnukn Kasaxcran

BHocuMbIe n3MeHeHUSs

3aKII0oYeHUEe Ha4aJIbHON SKCHEPTU3bI (TTOJI0KUTENBHOE
WJIH OTPULIATENIEHOE)

3aKTI0YeHHE CHEIHATU3UpPOBAHHOW JKCHEPTH3BI  (
THIOJIOXKUTEIBHOE WM OTPULIATENBEHOE)

3aKII0UYeHNEe UCIBITaTSILHON na6opaTopHH: JaTta u Ne
IpoOTOKOJIA, (HOJ’IO)KI/ITeJ'ILHOG nim OTpI/II_[aTGJ'IBHOG)



2. 3akiroueHue (IoJIOKUTENbHOE): MaTepuasibl U JOKYMEHTHI Ha MEAUIIMHCKOE U3JICIIHE,
MPEAOCTABJICHHBIC 11 BHECCHHMS] M3MCHCHHH B PETHCTPAIIMOHHOE J0CHhE, COOTBETCTBYIOT
YCTAHOBJIEHHBIM TpPeOOBaHMSM, BIHMSHUE Ha 0O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEJIHUITMHCKOTO HW3JeNUsl TOATBEPKIACHBI COOTBETCTBYIOIIMMHM MaTepuajlaMu U
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.

BHocumMbie uM3MeHEHHS 3aperucTpupyercs ¢ Bbigadeld (6e€3 BbIIa4M) HOBOTO
PETHCTPAITMOHHOTO YI0CTOBEPEHUSI.
3axmmtoueHue (oTpuiiatenbHoe): Marepuaabl U JOKYMEHTHI Ha MEAUIIMHCKOE U3JeNNe,
MIPEIOCTaBICHHBIC ISl BHECCHHS M3MEHEHUH B PETHCTPAIIMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHMIM, BIMSHUE HA 0OE€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIHUITMHCKOTO U3JCIHS HE TOATBEPKJICHBI COOTBETCTBYIOIIMMH MaTepuallaMu U
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.
BrocuMbie n3MEHEHHs HE 3apEeTUCTPUPYETCSI.
PykoBoauTens rocy1apcTBEHHOM SKCIEPTHOW OPraHU3AuU

noanuck O.N.O. (mpu ero HaIUYUN)

Jlara
[punoxenne 40
K MIpaBHJIAM PETHUCTPALNN
JIEKApCTBEHHBIX CPEJICTB U
MEIULMHCKUAX U3l
10 NpUHIUMY "eINHOro OKHA"
®opma

Pacuet-o60cHoBanue pacxo10B B pamkax ['OBMII u (unun) cucteme OCMC
1) PacueT pacxoa0B Ha OLIEHKY KauecTBa:

_ (B1+ B2+..+Bn)
~ (C1+C2+...+Cn)

A — Pacxonpl Ha OLIEHKY KayecTBa, YKa3aHHbIE B 3asBJICHUU 3a €IMHUILY U3MEPEHUSI, B
TEHTE;
Bl1, B2, B3...Bn — CroumMocTs npouenypsl oueHku kadecrtBa ¢ yuetom HJIC 3a 12
MECSLIEB, NPEIIECTBYIOIIMX JaTe MOJa4H 3asBICHUS;
Cl1, C2, C3....Cn — xonuuectBo eaunuil MUMH (mmacteips, mmpurl, naker, Ty0a, Habop,
KOMILJIEKT, ITaHEb, KACCETa, KAPTPUIK U JIP).

IIpunoxenue 41
K TIpaBHJIaM PETUCTPALIUH



dopma

JICKAPCTBEHHBIX CPEICTB U
MEIULIMHCKUAX U3IeIUil
10 TIPUHIUIY "eAMHOTO OKHA"

Ilepedens JOKyMEHTOB, HEOOXOMMEIX UIS PETHCTPAIAN, BHECEHUA H3MECHEHUA B IICHY
IPOM3BOAUTEI MEAUIMHCKOTO M3AEIHA 1A JUarHOCTHKH BHE JKUBOT'O opranm3Ma (in vitro),
OpOH3BOJMMEIC Ha TeppuTopuH PecyOmiku Ka3axcTaH B paMKax JOJITOCPOYIHBIX JOTOBOPOB

MOCTABKH, 3aKI09CHHEIX ¢ EquasM mucTpubsioTropoM

Ne n/m HaumeHnoBaHue 1OKyMeHTa

Wudopmanus ¢ mOATBEP)KIAIOIIIMHI

JOKyMEHTaMH (KOHTPaKT, HHBOIC) O
neHax MU (in vitro) peanu3yembiX B
Ipyrux cTpaHax 3a 12 wmecdna
NPEALICCTBYIOMMX JaTe MOJaud
3asIBICHUS

Ha perucrpanuio,

BHeceHne n3Menenus MU (in vitro) (

1 HOTapUaIbHO 3aBEPEHHAS KOIIHSI).
B citygae oTCyTCTBUSI peann3aniy B
JPYTUX CTpaHaX, YCIyTOmoIydaresb
MOATBEPXKAAET
peanu3aiui Ha GUPMEHHOM OJIaHKe
yCIyromojiyyaTesisi, 3aBepEeHHOM
MOJIMKUCHIO YIIOJIHOMOYEHHOTO JIHIIA

OTCYTCTBHUE

YCITYTOTIOJTyYaTes;

IIpaiic
IIPOU3BOAUTEIS

OTCYCCTBCHHOTI' O

Kommepueckoe
npunoxenne 10)

Komust mpeapiayIero 3akio4eHuUs
4 aHajgM3a I[EeH ¢ TEXHUYECKOU
crenuukanueit (Ipu HaIMIUH )

WNudopmainuss 0Te4eCTBEHHOTO
npou3BOaUTENsE O (AKTUYECKU

5 IIOHCCCHHBIX 3aTpaTrax s

orpeieNIeHus] IeHb! (TIprtokenne 13

)

Jonrocpounslii 10roBop MOCTaBKH,
6 3aKJIIOYEHHBIH ¢  EaudeMm
JTUCTPUOBIOTOPOM

npemioxeHne  (

®dopma npenocTaBIeHUs

HotapuanbHo-3aBepeHHas KOIMs

OpHTHHAI

OpurnHax

KOITHA

OpurnHax

KOITus

[Ipumeuanue: [lpaiic-mUCT 1 KOMMEpYECKOe MpeJIoKeHHEe 0OPMIISIIOTCS B pa3pese
KOMILUIEKTYIOIUX B COOTBETCTBHM C PETHUCTPALMOHHBIM YJIOCTOBEPEHHUEM U MOIIUCHIBACTCS

MEPBBIM PYKOBOAUTENIEM ITPOU3BOAUTEIS U CKPEILISAETCS MeYaThio (IPH HATMYUH).

[punoxenue 42
K MIpaBHJIaM PETUCTPAIAN
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3ICTui
M0 MPUHITUIY "eINHOT0 OKHA"



dopma

(HauMeHOBaHKE TOCYIAPCTBEHHOM
AKCIIEPTHON OpTaHHU3AIIHH )

HNudopManus 0Te4eCTBEHHOTO IPOU3BOANTEI O HaKTHIECKH TIOHECEHHBIX 3aTPaTax IS
oIpeieJICHAS LIEHEI

MenuuuHcKoe H3JAeiaue Il TUAarHOCTUKU BHE >KMBOTO opraHu3ma (in Vvitro),
MPOU3BOIUMbIE Ha Tepputopuu PecnnyOnuku KazaxcraHn B paMkax JOJTOCPOUYHBIX IOTOBOPOB
MOCTaBKH, 3aKJIFOYEHHBIX ¢ EqUHBIM AUCTpUOBIOTOPOM

(HaMMeHOBaHUE METUIIMHCKOTO M3JENHS JIJIsi IUAarHOCTUKHU BHE KMBOTO Opranusma (in
vitro), mpousBoauMbie Ha Tepputopuu PecnyOnuku KazaxcTtan B pamkax J1OJATOCPOYHBIX
JIOTOBOPOB MOCTaBKH, 3aKIIOYEHHBIX ¢ ENMHBIM JUCTPUOBIOTOPOM)

Homep peructpanmronsoro ynocrosepenust PK-MH- ~ Ne (npy HATUYKH)
Knacc 6ezonacHocTn

No HaumenoBanue pacxoa0oB CTOI/IMOCTL, TCHI'C

3aKynKa ChIpbS ®  (WJIH)
KOMIUIEKTYIOIINX

JIOTUCTHKA CBIpbst W (Wiam)
KOMIUIEKTYOIUX

CTpaxoBaHHe, TAMOKECHHBIE TTATEKH
3 U TaMOXXEHHOE 0(OPMIICHUE ChIPbs
1 (WJIN) KOMIUIEKTYIOIINX

MIPOEKTUPOBKA
pa3paboTka

M3aliH

TpaHcdep TEXHOJIOTHI

KOHTPAKTHOC MPOU3BOACTBO

© 0 N & »n b

TIaTCHTUPOBAHUE

MOKYMKA  MPOHM3BOJACTBEHHOIO
o0opynoBaHUS

o0ydyeHne TepcoHajla  Ha
11 MPOU3BOACTBEHHBIX IJIONIAIKAX 32
py6exom

BHCAPCHUC MCIKAYHAPOAHBIX
CTaHIApTOB Ka4€CTBa

12

MoJydeHue cepTudukara o
MIPOUCXOXKIACHUH TOBapa

13

MOJy4€HUE HUHIYCTPUAIBHOTO
ceprudukata HarpionanpHas manara
npeanpuHuMareneii PecrnyOmuku
Kazaxcran

14



15
16
17

18

19

20

21

22

23

24

25

Hroro cymma:

71a00paTOpHbIE UCTIBITAHUS
TEXHUYECKHE UCTIBITAHUS
KIIMHUYECKHE MCITBITaHUS

1a60paTOPHO-KINHUIECKHE
HUCIIbITAHUA

JKCIEpPTH3A B LeNsxX
TOCYAApCTBEHHON pPETUCTpPALNH,
MEPEPETUCTPALIMM W BHECEHUHU
U3MEHEHHII B PEruCTPallMOHHOE
J0CBE

OIICHKa Ka4yeCTBa

cucTeMa MOHHUTOPHHTA
0e30macHOCTH, KayecTBa U
3 (PEKTUBHOCTH MEIUIIMHCKUX
U3AEIIUN

cojiepXKaHKe MmepcoHana

pa3pa60TKa n BHCApPEHUC
IpOrpaMMHOTO obecreueHus

TPAaHCIOPTHBIE  PAacXOIbl IO
nocraeke MU (in vitro) no
3aKa3unKa

cepBucHOE oOciyxuBanue 37
MecsIeB

MMPCAOCTABJICHHBIX TOKYMCHTOB U MaTCPHUAJIOB.

®UO (ripu ero HATMYUH )
*CBEZCHMSI O PETUCTPALIMOHHOM yAOCTOBEPEHUH, 3aNOTHSIIOTCS yCIyTONOaydYaTesIeM MpH
€ro HAJIMYuU

JIEKapCTBEHHBIN (GOpMYIISIp

BKJIFOUCHUS,

PykoBoaurens

HacTosimuM rapaHTUpy0 U NOATBEPKIAI0 JTIOCTOBEPHOCTH, MOJHOTY U COJAEpKaHUE

(moamuce)

1) roproBoe nHanmenoBanue JIC;
2) MeXTyHapOHOE HETTATEHTOBAHHOE HANMEHOBAHUE,
3) cocrtaB JIC (nmeiicTByrolMEe U BCIIOMOTATENbHbBIEC BEIIECTBA), MPEAIaraeMoro s

[punoxenne 43
K [IpaBHJIAM PETHUCTPALUN
JIEKapCTBEHHBIX CPEICTB U
METUIIMTHCKUX U3IEeTUi
110 NpUHIUMY "eINHOro OKHA"

Jlocbe NEKapCTBEHHOI'O CPEACTBA I BKIOUYEHHUS B Ka3zaxCTaHCKUN HAallMOHAJbHBIN

1. Uudopmarus no nexkapcrBeHHOMY cpenctBy (JIC):

4) nexapcTBeHHas ¢hopma U JO3UPOBKA, KOHIIEHTPAIIUS;



5) cBenenus o peructpanuu 3aspieHHoro JIC B Pecriyonmku Kazaxcrasn;
6) papmakonoruueckoe neictaue JIC;
7) dbapmakonorudeckas rpymnmna JIC u ATX kox;
8) mokazaHus K IPUMEHEHUIO COTJACHO MHCTPYKIMU MO TPUMEHEHUIO JIEKAPCTBEHHOTO
CpEIICTBA;
9) crioco6 mpuMeHEHUs.
2. CeneHusi:
O PErUCTPAIIMOHHOM cTaTyce 3asBiieHHoro JIC mo nmokazaHusM, ykazaHHBIM B 3asBJICHUU
u goceke B ctpaHax ICH um ODCP (3apeructpupoBaH MO HAIMOHAJILHOM MpoIEeaype
komneTeHTHbIM opraHom CIIIA, IIseitnapuu, Anonuun, ABctpanuu, Kanaael u ap. ctpan
OOCP wnnu 3aperucTpupoBaH IO LEHTPATU30BAHHOM MPOLEAYPE KOMIIETEHTHBIM OPraHOM
EBpomneiickoro Coro3a);
o npoxoxaenus 3assiieHHbM JIC nmpouenypsl nepekBanupukanuu BO3 u ero BritoueHue
B nepeueHb BO3 npekBanupuuupoBaHHBIX JEKAPCTBEHHBIX CPEICTB, NPEIHA3HAUYCHHBIX IS
60pr0b1 ¢ BUY, TyGepKkyie30M, remaTuToM B IPYTUMHU OOJIC3HIMH.
3. CBeneHus 0 KIIMHUYECKUX UCCIEOBAHUSAX BBICOKOTO METOA0JOTMYECKOI0 KaUeCcTBa B
Ka3aXCTAHCKUX M MEKTyHAPOIHBIX TPU3HAHHBIX UCTOYHHUKAX
1) no xnuHUYeckor 3G(PEKTUBHOCTU MO 3apPErUCTPUPOBAHHBIM IMOKA3aHUAM K
IIPUMEHEHUIO:
onucaHue oToopa myOauKaluii, coaepx anux qaHusie mno 3¢pdexrusnoctu JIC;
omucaHue U 0000IIeHHE Pe3yIbTAaTOB M3 OTOOPAHHBIX PEJEBAHTHBIX MyOJIHMKAIUH,
coJiep kaiux aanHble o 3 dexruBroctu JIC;

CIIUCOK W CCBUIKM Ha peJeBaHTHbIE MYyOJUKAIUU, COAEPKAIMX JTaHHbIE IO
s dextuBnoctu JIC;

MaTepuanbl (CTaThbU, pE3lOME, M3 HAayUYHBIX U MEJIUIIMHCKUX IMyOJUKaIui),
noaTBepxaaronue 3pdextuBHOCTh JIC Ha s3bIKE OpUTHMHANA B BUJE TOJHBIX TEKCTOB, C
MPUIOKEHUEM NIEPEBOJIa HA Ka3aXCKOM HIIA PYCCKOM SI3bIKE;

2) no 6e30MacHOCTH MO 3aPETUCTPUPOBAHHBIM MOKA3aHUSAM K TPUMEHEHHUIO:
onucanue oroopa myOIuKaluii, cogepkanmx qanuele mo 6ezonacHoctu JIC;
onucaHue U 000OIIEHHE pe3yJIbTATOB M3 OTOOPAHHBIX PEIIEBAHTHBIX MyOJIUKALUM,
coJiep kaiux AaHHble o 6e3omnacuoctu JIC;
CIIMCOK M CCBUIKHM Ha peJIE€BaHTHbIE MyOIMKALUU, COACPKAIIMX JaHHbIE 0 0€30MaCHOCTH
JIC;

MaTepuanbl (CTaThbd, pe3lOME, M3 HAayYHBIX U MEIUIIMHCKUX IyOJUKaIui),
noarsepxkaatomue 6ezonacHocts JIC Ha s3bIKe OpuUrMHajIa B BUAE MOJIHBIX TEKCTOB, C
NPUIOKEHUEM MEePEeBO/Ia Ha Ka3aXCKOM UJTU PYCCKOM S3BIKE.

4. Cenenus o Hanuuuu 3asBieHHoro JIC mo 3aperucTpupoBaHHBIM MOKa3aHUAM, B
CIUCKax U GopMyJIsIpax:



B CIHCKE OCHOBHBIX JIEKAPCTBEHHBIX CpPEICTB BcemupHON opranuzanuu
3/1paBOOXpaHEeHus (B TOM YUCIe ISl IeTei);
B bprTanckoM HalMoOHAIBLHOM JIEKAPCTBEHHOM (DopMyJisape (B TOM YUCIIE TS IETEH);
B BO3MelaeMbIx cruckax u gpopmyisipax ctpad ODCP.
5. Cenenust o Hanuuuu 3asBiaeHHOro JIC mo 3aperucTpupoBaHHBIM MOKa3aHUSIM, B
KJIMHUYECKUX MPOTOKOJIaX U PyKOBOACTBAX:
HaJIM4YMe B KIMHUYECKUX MpoTokoiax Pecnyonuku Kazaxcran;
HaJu4ue B KIMHUYECKUX PYKOBOACTBAX, MPOTOKOJAX U KOHceHcycax cTpaH ODCP;
HaJU4YUe B MEKTYHAPOIHBIX (€BPOMEHCKUX) KIMHUYECKUX PEKOMEHIAIIHSX.

6. Cenennst o HeoOxoaumoctu JIC miis cucTeMbl 3paBOOXPaHEHUSI B COOTBETCTBUH C
MOKa3aTeasIMA PaCIpOCTPAHEHHOCTH OO0JIE3HH U 3a00JIeBA€MOCTH HAaCEJIeHUsl MO JaHHBIM
OopUIIUATIEHBIX AJEKTPOHHBIX WH()OPMAIIMOHHBIX PECYpPCOB W WH(OPMAIMOHHBIX CHCTEM
co3lanHbIM corsiacHo noamyHkty 30 crtateu 7 Kopgekca, a Takxke OMyOJIMKOBAaHHBIX
CTaTUCTUYECKUX COOPHHUKOB YIOJHOMOYEHHOI'O OpraHa WIH 3NUIEMHOJIOTMYECKUX

HUCCJICJOBAHUMN.

[punoxenne 44
K MpaBUJIaM PETUCTPAIINU
JIEKapCTBEHHBIX CPEJICTB
W MEAULMHCKHUX H3ICIINH
10 NpUHIUMY "eINHOro OKHA"

3akitoueHue MPOBEPKU OQPOPMIICHUS 3asBJICHUS W JIOChE ISl BKIIOYEHUS
JIEKapCTBEHHOTO cpencTBa B KazaxcTaHCKHil HALIMOHATIBHBIN JIEKAPCTBEHHBIN (HOPMYJISIp
1. Uudopmarus o yciayromnomydaree:
1) HanMeHOBaHNE OpTraHU3AIINH;
2) ®.1.0. (npu HaMMYUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;
MECTO HaXOXAEHUS OpTraHU3alUH-YCIyronojydaTtens (IOpuauYecKuil aapec,
(akTrueckuil aapec);
3) B1H, 6ankoBCKHE pEKBU3HUTHI;
4) Homep TenedoHa u (um) pakca;
5) e-mail.
2. JlaHHbI€ 110 3asiBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBauue JIC;
2) MeXIyHapOJHOE HETTATEHTOBAHHOE HANMEHOBAHHUE;
3) cocrtaB JIC (nmeiicTByrolIMEe U BCIIOMOTATENbHbBIE BEIIECTBA), MPEAIAraeMoro s
BKJIFOUEHHS;
4) nexapcTBeHHas (opma U JO3UPOBKA, KOHIIEHTpAIUS;
5) cBenenus o peructpanuu 3assieHHoro JIC B PecriyOnmke Kazaxcran;
6) papmakonoruueckoe neictaue JIC;
7) dapmakonorudeckas rpymnmna JIC u ATX kox;



8) mokazaHus K IPUMEHEHUIO COIJIACHO MHCTPYKLUHU MO IPUMEHEHUIO JIEKAPCTBEHHOIO
CpEJICTBA;
9) cnocob6 mpuMeHeHU.
3. 3akiroueHue Mo pe3ysibTaraMm MPOBEPKH HA MOJHOTY U MPAaBUILHOCTH O(opMIIeHUs
IIPEICTABIICHHBIX TOKYMEHTOB:
1) o1ieHKa MOJIHOTHI MPEACTABICHHBIX TOKYMEHTOB U MaTEPHAJIOB;
2) onieHka 0(OpMIIEHHUS 3asIBJICHUS U IPEJICTABIEHHBIX MaTEPUAJIOB;
3) olleHKa MpeICTaBlIeHUs CBEeIeHUI corniacHo MyHKTY 202 HacTosimux [Ipasun;
4) cOOTBETCTBUE MEXIY 3asBICHHUEM M MaTepHalaMd Ha OyMaXHOM HOCHUTEJE U B
AJIIEKTPOHHOM BHJIE.

4. 3ameuaHus
[Ipunoxenue 45
K MIPaBHUJIaM PETHUCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUIMHCKUX W3 IEHi
10 TIPUHIUITY "eANHOTO OKHA"

CooTHollleHHE YpOBHEW JA0KA3aTeNbHOCTH U Tpajlalliii peKOMEeHAaIui, pa3paboTaHHbIe
Oxchopackum LlenTpom m0Ka3aTenbHOM METUITMHB

YpoBHU J10Ka3aTeIbHOCTH I'paganuu pexomennanui
CucrtemaTn4ecKku 0030p,

KIMHUYECKHE  HCCIENOBaHUSA, I A

OTIEIbHOE KJIMHUYECKOE

HCCIIeIOBaHNE

CucreMaTuuecKkui 0030p

KOTOPTHBIX HccienoBaHui, wiam 1l B

OTACIBHOE KOTOPTHOE UCCIIEAOBAHUE

n

Hccnenosanue TUIa
CIly4aii-KOHTpOJb"  (OTHENIBHOE,
mubo cHcTeMaTH4ecKuit 0030p
HECKOJIBKHUX )

III B

Onucanue cepuu  Clydyaes,
HU3KOKAYEeCTBCHHBIE KOTOPTHBIE [V C
HCCIICTIOBAHUS

MHeHue sKcnepToB 0€3 TOYHOU v D

KPUTUYECKOU OLIEHKH
[[loTnanackas MEXBY30BCKas CE€Th PYKOBOASIIMX MPUHLIMUIOB. PyKoBOJACTBO s
paspabdotunkoB. KpaTkoe cripaBouHoe pykoBoacTBO. Hosiops 2015.

[punoxenne 46
K NIpaBUJIaM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB U
MEIULMHCKUAX U3ETUN
110 NpUHIUMY "eInHOro OKHA"

3axitoueHue npodecCuoHaIbHON IKCIIEPTU3BI [Tl BKIIOUEHUS JIEKAPCTBEHHOT'O CPEJICTBA
B Kazaxcranckuil HalfmoHaIbHBIN JIGKAPCTBEHHBIN (hOPMYJIp
1. Undopmarnius o yciayromnosydarene:



1) HauMeHOBaHNE OpPraHU3ALNY;
2) ®.1.0 (npu HaIU4YMK). OTBETCTBEHHOTO JIUIA, JOJKHOCTH;

3) MecTOo HaxOXJEeHHUs OpraHu3alMH-yciyromnojyyarens (FOpUIAYECKHil azpec,
(bakTuueckuit aapec);

4) BUH, 6aHKOBCKUE PEKBU3UTHI;

5) Homep TenedoHa u (wim) dakca;

6) e-mail;

2. lanHbie 110 3agBJICHHOMY JiekapcTBeHHOMY cpenctBy (JIC):

1) ToproBoe nHannmeHoBanue JIC;

2) MEXIYHapOAHOE HEMATEHTOBAHHOE HAMEHOBAHHE;

3) cocrtaB JIC (nmeicTByoIIME W BCIIOMOTATEIbHBIE BEIIECTBA), MpEIaraeéMoro Jjis

BKJIIOYEHUS,

4) nexkapcTBeHHas popMa U J03UPOBKA, KOHIICHTPALIUS;

5) cBenenust o peructpanuu 3asasieHHoro JIC B PecniyOnnke Kazaxcran;

6) dhapmakosiorudeckoe nevicraue JIC;

7) dbapmakonornyeckas rpymnmna JIC u ATX kog;

8) mokazaHus K NIPUMEHEHUIO COTJIACHO MHCTPYKIIMU MO MPUMEHEHUIO JEKAPCTBEHHOTO
CpEJICTBA;

9) cnocob6 mpuMeHeHu.

3. 3akiroueHue mo pesysbratam MnpodecCUOHATBHONW SKCIEPTU3bI I BKIIOUYECHUS B
Kazaxcranckuii HallMOHAIBHBINA JTEKAPCTBEHHBIN (OPMYIISIp:

1) uadopmanus O HaJIUYUU JIEUCTBYIOIIETO PETUCTPAIMOHHOTO YIAOCTOBEPEHUS B
PecnyOnuke KazaxcTaHn jieKkapCTBEHHOTO CPEICTBA;

2) undopMalug O HaJIUYHMH JICKAPCTBEHHOTO cpencTBa B Ilepeune opdanHbIX
3a00JICBaHUI M JICKAPCTBEHHBIX CPEACTB IJiA WX JiedeHUs (OopdaHHBIX), ONpeIeIEHHOM
coryiacHo yHKTY 3 crathu 177 Konekca;

3) undopmanusa 0 KIMHUYECKON 3(P(HEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA IO
3apEruCTPUPOBAHHBIM TMOKA3aHUSAM K MPUMEHEHUIO0, COOTBETCTBYIOIIEH COOTHOIIEHUIO
ypoBHel nokaszarenpbHocTd I wm Il m rpamaumii pekomenaauuidi A u B, mo mkane
pazpaborannoii Oxcdopackum [leHTpoMm mokazaTenbHON MEIUIIMHBI B COOTBETCTBUU C
npuioxkeHueM 45 k HactosmuM IIpaBuiiam, MoATBEPKACHHBIE PE3YIbTaTAMU KIMHUYECKUX
HCCIIEIOBAHUM BHICOKOTO METOJI0JIOTHUYECKOT0 KaueCTBA B Ka3aXCTAHCKUX U MEXIYHAPOIHBIX
MIPU3HAHHBIX HCTOYHUKAX;

4) uadopmarusi 0 6€30MaCHOCTH JIEKAPCTBEHHOT'O CPEACTBA MO 3apPErUCTPUPOBAHHBIM
MOKA3aHUAM K IPUMEHEHHIO, COOTBETCTBYIOIIEN COOTHOIIEHUIO YPOBHEMN JTOKA3aTENBHOCTH [
u 11 u rpaganuii pekomenaanuii A u B, mo mkane pazpadorannoit Oxkcdopackum LlerTpom
JIOKA3aTEIbHON MEJIULHUHBI B COOTBETCTBUU C MpHiokeHueM 45 k HacrosamuM [IpaBunam,



MOATBEPKACHHbIE  pe3yJbTaTaMH  KJIMHUYECKHUX  HMCCIEJOBAaHUM  BBICOKOIO
METOJ0JIOTHYECKOTO KadeCTBa B Ka3aXCTAaHCKUX M MEXKIAYHAPOJHBIX MNPU3HAHHBIX
HMCTOYHUKAX;

5) undopmarius o 3a060JE€BaHUSAM, SBISIOIIUMUCS 3apETUCTPUPOBAHHBIM TTOKAa3aHUSIM K
MPUMEHEHUIO JIEKAPCTBEHHOTO CpPEJCTBA B CTPYKType 3a00J€Ba€MOCTH HACEJICHUS
PecnyOnuku KazaxctaH, mo JaHHBIM O(QUIIMATBHBIX SJEKTPOHHBIX HHOOPMALIMOHHBIX
pecypcoB U HH(OPMAIMOHHBIX CHUCTEM CO3JaHHBIM cOrjacHo moAmyHkty 30 ctateu 7
Konexkca, a Taxxe omyOIMKOBaHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJIHOMOUYEHHOI'O OpTraHa
WJTU STTUJIEMUIIOTMYECKUX UCCIIEIOBAHUM;

6) nHbOopMaIUs O HATUYNHN B PEKOMEHIANMIX KIMHUYECKUX MPOTOKOJIOB PecmyOnmku
KazaxcraHn B COOTBETCTBUU C MOKa3aHUSIMU K PUMEHEHUIO;

7) madopMarus 0 HaATUYUU B PEKOMCHIAIMUSAX MEKIYHAPOIHBIX (€BPOMEHCKUX)
KJIIMHUYECKUX PYKOBOJICTB

8) uH(popmaIus 0 HAIMYKUU B PEKOMEHIAIUAX, TPOTOKOJIOB CTpaH-ueHOB Opranu3ainuu
AKOHOMHYECKOTO coTpyaHnuectBa u pazsutus (OOCP);

9) undopmanus 0 HAIMYUKU B CIIUCKE OCHOBHBIX JIEKAPCTBEHHBIX CpelcTB BcemupHoi
OpraHU3alKy 3APABOOXPAHEHUS (B TOM YHCIIE ISl AETEN);

10) uadopmariust 0 Hanuyuu B bputaHckoMm HallMOHATILHOM JIEKapCTBEHHOM (hopMmyisipe (
B TOM YMCJIE JJIs JeTeH);

11) undopmanus 0 HATMYKUK B BO3MEIIIAEMBIX CIUCKax U Ghopmyisipax crpan ODCP;

12) madopmanusi 0 HATUIUU PETUCTPALMH JIEKAPCTBEHHBIX IMPEMApaToB B CTPaHAX
peruoHa MexyHapoJIHOH KOH(EpEeHIIMU MO rapMOHHU3AIMKN TEXHUYECKUX TpeOOBaHUM K
perucTpaiuu JeKapCTBEHHBIX MpenaparoB s MeaunuHckoro npumenenus (ICH);

13) uadopmaiiusi 0 HATHYUU PETUCTPAIIMH JIEKAPCTBEHHBIX MpernapatoB B crpaHax OOCP;

14) undopmaiusi 0 HATMYUU PETUCTPALNU JICKAPCTBEHHBIX MpenapaToB B CTpaHax
pETUCTpalUi MO LEHTPAIM30BAHHOM MPOLEAYPE KOMIIETEHTHBIM OpraHoM EBpomnenckoro
Coro3a;

15) madopmarusa o HaMuuu mporeaypsl nepekBanudukanuu BO3 unn BriIrOYeHUE B
nepeduenb BO3 npekBanuuiupoBaHHBIX JIEKAPCTBEHHBIX CPEICTB, MpPEAHA3HAYCHHBIX IS
60ps0bI ¢ BUY, TyOepKkyJsie30M, renaTtuToM U IPyTUMHU OOJIE3HSIMU;
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