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

C UCTEKIIUM CPOKOM
CoBMecTHbIN TpuKa3 MuHUCTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 18 urons 2025
roga Ne 67 m Munuctpa 1uppoBOTrO pa3BUTHS, WHHOBAIMH W a’3pPOKOCMHUYECKOM
npombinuieHHOCTH Pecniyonuku Kazaxcran ot 22 uronst 2025 roma Ne 380/HK. [eiictBoBan
10 31 nexadps 2025 rona.

[Ipumeuanne NU3I1!

Cpok aeiictBus npukasa - 70 31.12.2025 (cMm. n. 5. npukasa).

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

1. Bo Bcex o0nactsix, TopoJax pecrnyOIuKaHCKOTO 3HA4Y€HUs, CTOJUIL PecnyOnnku
Ka3zaxcran 3anmycTuTh NUJIOTHBIM MPOEKT MO OKa3aHUIO TOCYAapCTBEHHOU yciyru "Beigaua
PErUCTPALMK JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX HM3JEIUN MO0 NPUHIUIY "€JUHOTO
OKHa".

2. YtBepauts lIpaBuna peructpaiuu JeKapcTBEHHbBIX CPEACTB U MEAULIMHCKUX U3JIETUN
10 IPUHIMITY "€MHOT0 OKHA' COTJIACHO MPUJIOKEHUIO K HACTOSIIIEMY IIPUKA3Y.

3. KoMurety MEIUIMHCKOTO U (papMalleBTUUYECKOr0 KOHTPOJs MuHuUCTEpCcTBa
3npaBooxpaHeHuss PecnyOnmkn KazaxctaH B yCTAHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6iiuku Kazaxcran nopsiike o0ecneyuTh:

1) pa3MenieHune HAcTOAILIETO MpHUKa3a Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus Pecrryonuku Kazaxcran mocie ero ouiuaibsHOTO OMyOIMKOBAHUS;

2) B TEUEHHUE NATU KaJIEHAAPHBIX JHEH CO JTHA YTBEP)KIEHUS HACTOSIIET0 COBMECTHOTO
npuKasa HampaBiieHue B PecnyOnmkaHckoe TrocyJapCTBEHHOE MpEANpUSTHE Ha IpaBe
X034icTBeHHOTO BefeHus "MHCTUTYT 3aKOHOJATeNbTBA M MpPaBaBol HHGOpMaLUU
PecnyOnuku Kazaxcran" MunuctepctBa roctunuu PecnyOnuku Kazaxcran s
opuUIMATBFHOTO ONYyOJMKOBAHUS M BKIIOYEHUS B OTAJOHHBIA KOHTPOJBHBIM OaHK
HOPMATHBHBIX IPABOBBIX akTOB PecnyOnnku Ka3axcras.

4. KoHTposb 32 MCHOJHEHHEM HACTOSIIETO COBMECTHOIO IMpPHKa3a BO3JIOKUTh Ha
KypHUPYIOILETO BUIIE-MUHUCTpaA 3ApaBooxpanenus PecnyOnuku Kazaxctan u Kypupyrouiero
BULIE-MUHUCTPa HU(POBOro pa3BUTHsL, HHHOBAUN M a3pOKOCMHUYECKON MPOMBINIIEHHOCTH
Pecny6iinku Ka3zaxcran.



5. Hacrosiminii COBMECTHBIM TPUKA3 BBOJAUTCS B JCUCTBHE CO JHS €ro IEPBOIrO
opUIHAIIHLHOTO ONMYOJIMKOBAHUSI U PACIIPOCTPAHSICTCS HA MPABOOTHOIICHUS BO3HUKIIKE C |
utonist 2025 roma u aeictByet 1o 31 gexadbps 2025 roxa.

MpunrncTp nugpoBoro pa3BuTHA,
HHHOBalIHH H a3pOKOCMHYECKOH MPOMBIILIEHHOCTH K. Manne
Pecniy6nkn KazaxcraH

MuHuCTp 31paBOOXpaHeHUS

A. AnbpHa3apoBa
Pecriybnnkn KazaxcraH P

IIpunoxenue

K COBMECTHOMY TIPHKA3y

MuHHCTp ITUPPOBOTO pa3BUTHS,

HWHHOBAIMI ¥ a3pOKOCMUYECKOU

MIPOMBIIIJIEHHOCTH
Pecnyonukn Kazaxcran
ot 22 urons 2025 roga Ne 380/HK
1 MUHUCTp 3ApaBOOXPAHEHUS
Pecny6mmkn Kazaxcran
ot 18 mronst 2025 roga Ne 67

IIpaBuna perucTpanyy JIEKAPCTBEHHEIX CPEACTB U MEIUITMHCKUX U3EJIHi IT0 IPUHIUITY "€IMHOTO
okHa"

I'masa 1. O6nme moyroxeHus

1. HacTosiuue npaBuia perucTpalu J€KapCTBEHHbBIX CPEACTB U MEAUIIMHCKUX U3/ICIIHI
no npuHuny "eauHoro okHa" (ganee — [IpaBuiia) pazpaboTaHbl B COOTBETCTBHH CO CTaThel
22 3akona Pecry6nuku Kazaxcran "O rocynapcTBeHHbIX yeiyrax' (Janee — 3aKoH), CTaTbei
19 3akona Pecniy6nuku Kazaxcran "O06 undopmatuzanuu" u onpenesstoT Mopsi0K OKazaHus
[0 OPUHOUIY "e€IMHOrO0 OKHA" TOCYyJapCTBEHHBIX Yycuayr '"Perucrpanuss LeHbl Ha
JIEKapCTBEHHBIE CpPEACTBa M MeaunuHckue uzaenus”, "['ocymapcTBeHHass perucrpaunus,
nepeperucTpanus JIEKapCTBEHHOTO CpEJCTBA WM MEAMIIMHCKOrO HW3JENHsl, BHECEHUE
W3MEHEHHI B PETHCTPALIMOHHOE JOCHhE JIEKAPCTBEHHOI'O CPEACTBA WJIM MEIULMHCKOIO
uzaenus", "Bpigaya 3akiioueHus o 0€30MAaCHOCTH, KauecTBe W 3P (PEeKTUBHOCTH
JEKapCTBEHHBIX CPEACTB M MEIAMUMHCKHX HW3JIEJUU", a Takxke NpOBEACHHE
npodeCCUOHAIBHON JKCepTu3bl i BkiItoueHuss B KazaxcraHCkuil HallMOHAJIbHBIN
JIEKapCTBEHHBIN (POPMYJISIp U IPUMEHSIOTCS Ha TOOPOBOJIBHOW U albTEPHATUBHONW OCHOBE.

2. DKcIepTU3a JEKapCTBEHHBIX CPEACTB WIM MEIULIMHCKUX U3AEIINNA, PETUCTpALs LIEHBI,
BHECEHHE M3MEHEHHMI B LIEHY MPOU3BOAMTEIN MPOBOAUTCS TOCYJAPCTBEHHOW 3KCIEPTHOMN
opranuzanuei B cepe oopaiieHust JeKapCTBEHHBIX CPEICTB U MEAMIIMHCKUX U3JeNUi (asee
— TOCYIapCTBEHHAS SKCIIEPTHASI OpTaHU3aIus ).

3. T'ocylapCTBEHHYIO PErMCTpalUIo, MMEPEePErucTpalnio, BHECEHUE U3MEHEHUN B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPENICTB WIM MEAULUHCKUX U3JEIIHIA OCYLIECTBIISIET
rOCy/IapCTBEHHBIM opraH B cdepe oOpalleHus JEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKHUX
U3 IEITNI.



4. IIpodheccrnonanbHas YKCIIEPTU3a OCYIISCTBIISICTCS TIOIBEOMCTBEHHOM OpraHu3alueit
YIOJTHOMOYEHHOTO OpraHa, B KOMIIETEHLUHIO KOTOPOM BXOJAT BONPOCHI MPOBEACHUS
AKCTIEPTHU3bI, MPEAYCMATPUBAIONICH OIEHKY JaHHBIX MO KIMHHUYECKOW OE30MacCHOCTH H
3O PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, NOATBEPXKACHHBIX B KIUHUYECKUX
HCCIIEOBAHUAX, @ TAK)KE€ B METa-aHAJIU3ax U (WIM) B CUCTEMAaTHYECKUX 0030pax (maiee —
Lentp).

5. DkcrnepTu3a, B TOM YHUCIIE€ OCYIIECTBICHHUE NTEPEBOJA JOKYMEHTOB Ha Ka3aXCKHM SI3bIK,
peructpauusi UEHbl, BHECEHHE W3MEHEHUU B I1EHY MPOU3BOJIMUTEINS, a TaKKe
npodeccuoHalbHas JKCIEePTH3a JIEKAPCTBEHHBIX CPEJICTB WM MEIMIIMHCKUX H3IEIUN
MPOBOJIUTCSI HA OCHOBAHUHU 3aKJIIOYEHHOTO JOrOBOpPa B COOTBETCTBUM C TPa)kAaHCKUM
3akoHosaTenbcTBOM PecnyOnuku Kazaxcran no okazaHHsl KOMIO3UTHOM TOCyAapCTBEHHOM
YCIIyTH.

6. Omuiata CTOMMOCTH PETHCTPALIMU LEHBI TPOU3BOINUTENS U BHECEHHE U3MEHEHUN B LIEHY
MIPOU3BOAUTENIA, a TAKKE MPOPECCUOHATBHONW SKCIEPTU3bI OCYILECTBISAETCA B COOTBETCTBUU
C MPEUCKYpPaHTOM II€H, YCTAaHOBJIEHHBIM T'OCYJapCTBEHHON SKCIEPTHOW OpraHHU3alHuell u
Lentpom.

7. Omiara CTOMMOCTH 3KCIIEPTH3bI JIEKAPCTBEHHOIO CPEACTBA MM MEIHULMHCKOIO
U3JENUsl OCYILIECTBJISIETCS B COOTBETCTBUHM C TMPEUCKYpaHTOM, YCTaHABIMBAEMbIM
YIIOJJHOMOYEHHBIM OpPraHoM [0 COTJIACOBAHUIO C AHTUMOHOIIOJIBHBIM OpPraHoM B
COOTBETCTBUM C MPUKA30M MCHOJHSIOUIEr0 O00A3aHHOCTH MMUHHUCTpa 31paBOOXpaHEHUs
Pecniyonuku Kaszaxcran ot 20 sHBaps 2021 romga Ne KP JICM-7 "O6 yTBepKIeHUU LIEH Ha
ToBapel (paboThI, YyCIyru), MNpPOU3BOAMMBIE U (WJIHM) pealu3dyemblie CYOBEKTOM
rocyJapCcTBEHHOW MOHONoMU" (3aperucTpupoBal B Peectpe rocyjapcTBEHHOM perucTpanuu
HOPMATHUBHBIX TIPABOBBIX aKTOB 1o Ne 22096) .

8. Ommata CTOMMOCTH TOCYJAapCTBEHHOM pErucTpanuu, MepeperucTpanuu
JIEKapCTBEHHOI0 CpEICTBA WM MEAULUMHCKOrO U3JAEIus, BHECEHUS H3MEHEHUU B
PEruCTPallMOHHOE JI0ChEe JIEKAPCTBEHHOTI'O CpPEACTBAa WM MEIULMHCKOTO H3JeNus
ocyuiecTBisiercst B coorBeTcTBUU ¢ Konekcom Pecnyonmkn Kazaxcran "O Hamorax m apyrux
o0s13aTeNbHBIX TUIaTexax B OrokeT (Hamoroserit koaekc)".

9. Perucrpanus neHbl WIM BHECEHME MU3MEHEHHUM B 3apETHCTPUPOBAHHYIO LEHY
IPOU3BOAUTENS JIEKAPCTBEHHOIO CPEJICTBA M MEIMIIMHCKUX M3JEIUNA OCYIIECTBISAECTCS B
HalMoHaNbHOU BanmoTe PecnyOnuku KazaxcraH.

10. Dkcneptuse, a TakKe PETUCTPAIMU LIEHBI M BHECEHHIO M3MEHEHUN B LEHY
MPOU3BOAMTENIA MOJIEKAT Mpou3BeeHHbIe B PecniyOnuke KazaxcraH, a Takke BBO3MMbIE Ha
€€ TEPPUTOPUIO JIEKAPCTBEHHBIE CPEICTBA WM MEAULMHCKHE U3/1EIIH.

11. lo momaum 3asBI€HUS HA DKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB WM MEIULIMHCKUX
U3JIeTUH, TOCYJapCTBEHHYIO PErUCTPALHIO, IEPEPETUCTPALUIO JIEKAPCTBEHHBIX CPEJACTB WU
MEIULMHCKUX U3JIeJINiA, BHECEHUSI U3MEHEHUN B PETMCTPALMOHHOE JIOCHE JIEKAPCTBEHHOTO
CpPEACTBAa WJIM MEIULUHCKOIO W3JEIUs M PETHCTPALlMU, BHECEHUS H3MEHEHHUS B LIEHY



MIPOU3BOAMTENIS 3asIBUTEIH 110 COOCTBEHHOW MHUIIMATUBE Ha JJOTOBOPHOI OCHOBE MOJTy4YaeT B
rOCy/JapCTBEHHOM HSKCMEPTHON OpraHu3aluy 3akjII04YeHUE [0 HWTOraM 3SKCIEePTHU3bI

MPUHAICKHOCTH TPOAYKIMH K MEIUIMHCKAM HU3JCIUsIM U HEOOXOAUMOCTH €€

rocyaapcTBeHHoM peructpamnuu B PecnyOnuke Kazaxcran, a Takke WHGOPMAIIMOHHBIE U
KOHCYJBTAI[MOHHBIE YCIYTd MO BOMPOCAaM, CBSI3aHHBIM C MPOBEIAECHHEM IKCIEPTU3bI

JIEKapCTBEHHOT'O CPEICTBA WJIM MEIUIIMHCKOTO U3/IEIHSI.

Jlns mosmydeHus 3aKIIOYeHUS MO MPUHAMICKHOCTH MPOAYKIHH K MEIUITMHCKUM
U3JIENUAM 3asBUTENb MOCPEICTBOM IMOPTaia TOCYIapCTBEHHOM SKCIEPTHOM OpraHU3aliu
MPEIOCTABISACT CICAYIONIME MaTepualibl U JIOKYMEHTbl C ayTE€HTHYHBIM IEPEBOJIOM Ha
Ka3aXCKHUU U PYCCKUU S3BIKH:

1) HauMeHOBaHUE TTPOTYKIIUH;

2) HAMMEHOBAHUE MPOU3BOJUTENS, CTPAHBI;

3) UHCTPYKIMS 110 MPUMEHEHHIO MW SKCIUTYyaTallMOHHBIN TOKYMEHT, UM PYKOBOJACTBO
M0JIb30BATES;

4) dororpadudeckoe H300pakeHHE, OTOOpakKaroIlee BHEITHUM BHUJ MPOJYKIIHH,
pasmepom He meHee 18 x 24 canTumeTpa;

5) undopmanuio o perucTpaiuu B CTpaHe POU3BOJAUTENS, BEIAHHYIO TOCYAapCTBEHHBIM
YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOIUTEIIS,

6) TEXHUUYECKOE OmMHcaHue, 00JIaCTh MPUMEHEHHS, 1[eJIEBOE Ha3HAYCHUE MPOAYKIUU (
uH(OpMaIKs OT MPOU3BOAUTEIS).

lNocynapcTBeHHast SKCHepTHAsE OpraHU3alusl MPOBOJUT SKCIEPTU3Y MPUHAMIICIKHOCTH
NPOIYKIIMM K METUIIMHCKUM U3JeNUaIM B TedeHue 15 (maTrHanuath) pabouux AHEH ¢ AaThl
pEruCTpalluy 3asiBICHUS] U MPEIOCTABICHUS 3asIBUTENIEM JOKYMEHTOB B TOCYJapPCTBEHHYIO
AKCHEPTHYIO OPTraHU3alHUIo.

B cnyuae npenocTtaBieHus 3agBUTENEM HEIOCTOBEPHBIX JTAHHBIX, HEMOJHOTO MaKeTa
JIOKYMEHTOB ¥ HAJIMYHWS 3aMEYaHUil K MPeJICTaBICHHBIM JTIOKYMEHTaM U (WUJTK) MaTepuaiaM, B
MH(POPMAITMOHHOM CHCTEME TOCYJapCTBEHHOM DKCIIEPTHON OpraHU3alluy B JIMYHOM KaOWHETE
3asSBHUTENS pa3MelaeTcs yBeAomyieHHuE (B TPOU3BOJIBHOU (Gopme) O HEOOXOIUMOCTH
YCTpaHEHHUsI BBISIBJICHHBIX 3aMEUYaHUI B CPOK, HE MPEBBIMIAIOMINKN 5 (MATh) pabouux AHEH, co
JTHSI BBICTABJICHUS 3aMEYaHU TOCY/IapCTBEHHOM SKCIIEPTHOM OpraHu3aluei.

Ha Bpems ycTpaHeHus 3aMe4yaHuil, CPOKH pPACCMOTPEHHUS 3agABICHUS
MPUOCTAHABIUBAIOTCS.

[Ipu He ycTpaHeHuM 3asBUTEIEM 3aMeYaHUM, yKa3aHHBIX B HACTOSIIEM IYHKTE
yka3zaHHbIX [IpaBui, rocygapcTBeHHas SKCIEPTHAsh OpraHU3allvs HaIpaBJISIET 3asBUTEIIO
pelieHrne O MPEeKPAIeHUH SKCIEPTU3bl MPUHAICKHOCTH MPOAYKIIUU K METUIIMHCKUM
U3JIETUSIM U HEOOXOIUMOCTHU €€ TOCYAapCTBEHHOU peructpanuu B Pecnybnuke Kazaxcran B
MPOU3BOJIBHON (hopMme.



DKcrepTr3a NPUHAMAJICKHOCTH MPOAYKINHA K MEIULIMHCKUM U3JEIUSM OCYIIECTBISETCS
MyTeM IPOBEJICHUS aHAJIM3a MPEICTaBIEHHBIX MAaTEPUAJIOB U IOKYMEHTOB C YY4€TOM 00J1acTu
MIPUMEHEHUS U Ha3HAYEHUS 3asiBJICHHOW MPOAYKIUU.

[Ipu mpoBeneHuM aHalin3a YYUTHIBAIOTCA JaHHbBIE U3 ['OCyJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUAX U3EIHIA.

[To pe3ynbTaTam 3KCHEPTU3bI MPUHAIICKHOCTH MPOAYKIIUU K METUIIUHCKUM H3JEIHIM
3asBUTENS] MOCPEACTBOM HH(OPMALMOHHOW CHUCTEMBI TOCYAApCTBEHHOM 3KCIEPTHOU
opraHu3zanuyd B "MUYHBIA KaOWHET" 3asgBUTENs] HANpPABISIETCS 3aKIIOYEHHE O
MPUHAAIIEKHOCTH MPOAYKIUU K MEAULIMHCKAM U3AENIUSIM B MIPOU3BOIBLHOM (pOpME CO CPOKOM
neicTBus He Ooree 12 (nBeHaAIaTh) MECSIIEB CO JHS €r0 BhIIAUU.

12. B nacrosimux [IpaBuiax ucnonb3yoTcs CaeAyolue TEPMUHBL U ONIPEIeTICHUS:

1) MeIUIIMHCKUE U3ETUs IS in Vitro TUarHOCTHKUA OTKPBITOTO THIIA — MEAUITMHCKHE
U3JIeNHs Uil AMACHOCTUKU In Vitro, SKCIUTyaTalMsi KOTOPhIX B COOTBETCTBUHM C HX
(YHKIMOHAIBHBIM HAa3HAYEHUEM BO3MOXHA IMPU MCIOJIb30BAHUM PEAreHTOB (PEaKTUBOB)
IMIMPOKOTO KpyTa MPOU3BOAUTEIICH;

2) mporpaMmMHoOe oOecledyeHue SBISEeTCS MEAULUUHCKUM HU3JAENHEM MPH YCIOBUU
COOTBETCTBHSI €70 BCEM CIIEAYIOIINUM KPUTEPHUSIM:

npeacTaBisgeT coboit mporpammy s OBM unu ee Moaynu BHE 3aBUCHUMOCTH OT
UCIIOJIh3YEeMOM amnmapaTHOW MmiIaTGopMBbl, a TAaKKe CIIOCOOOB pa3MEIICHHS MPOrPaMMHOTO
oOecrieyeHus U IpeIoCTaBICHUs J0CTyNa K HEMY;

HE ABJIETCA COCTABHOM YaCThIO APYTrOro MEIULUHCKOIO U3EIINS;
peIHa3HAYeHO MTPOU3BOJAUTENIEM ISl OKa3aHUS METUIIMHCKON MTOMOIIIN;

pe3yabpTaT IEUCTBUS MPOrPAMMHOIO OOECIEUEHHUs 3aKI0YAeTCsd B UHTEPIPETALUH B
aBTOMAaTUYECKOM PEXHMME, B TOM YHCJIE C UCIOIb30BAHUEM TEXHOJIOTMH MCKYCCTBEHHOTO
MHTEJUIEKTa, WIM MO 3aJaHHBIM MEIUIMHCKUM paOOTHUKOM MapaMeTpaM, BIUSIOIIMM Ha
MPUHATHE KIMHUYECKUX PEIIeHU, Habopa JaHHBIX, MOTYUYEHHBIX OT MEAUITMHCKUX U3IETUH,
JOMYIIEHHBIX K OOpaIleHHI0 B YCTAHOBJICHHOM MOPSAKE WIM BBEACHHBIX MEAUIMHCKUMU
pabOTHUKAMU B IEJIAX OKAa3aHHs MEIUIIUHCKOM MOMOIIH;

3) OuoaHaAJOTMYHBIN JIEKApCTBEHHBIM Mpemnapar (OuoaHaynor, OMOIOI00HBII
JEKapCTBEHHBIN MpenapaTr, OMOCUMUISAP) — OHMOJOTMYECKUH JIEKapCTBEHHBIN Mpenapar,
KOTOPBIA  COJEPXKUT BEPCHUIO JEHUCTBYIOIIEr0 BEIIECTBA, 3apPETHCTPUPOBAHHOIO
OMOJIOTUYECKOTO OPUTMHAIBHOTO JIEKAPCTBEHHOI'O Mpemnapata WU pedepeHTHOro
JIEKapCTBEHHOIO IpernapaTta U Mo KOTOpOMY MPOJIEMOHCTPUPOBAHO CXOACTBO (1Mo00ue) Ha
OCHOBE CpPaBHUTEJbHBIX HCCIEJAOBAaHUM MO TOKa3aTeNlsM KadecTBa, OHOJOTMYECKOU
aKTUBHOCTH, O€30macHOCTH U 3 (PEKTUBHOCTH;

4) npouenypa "OuoBeiBep" — mpoleaypa, B COOTBETCTBUHM C KOTOPOU OIpeiesieHIe
SKBUBAJIEHTHOCTH BOCIIPOU3BEIEHHOIO JIEKAPCTBEHHOI'O CPEACTBA (T€HEpUKa) MPOBOJAUTCS HA
OCHOBaHUM OHO(apMaIeBTUYECKOW CHUCTEMbl KJIAacCUPUKAUMU U  Pe3yIbTaTOB
CPABHUTENBHBIX MCCIIEIOBAHUI BHE OpraHu3Ma (MH-BUTPO) C UCIIOIb30BAHUEM HCIIBITAaHUS "



PactBopenue" u mnpumeHsiercs Il TBEPABIX JIEKAPCTBEHHBIX (OPM HEMEIJIECHHOTO
BbICBOOOXKeHUS (1 1 3 Kkiacc no 6uodapmaneBTHUECKON cucTeMe Kilaccu(ukanum);

5) 6MOIOCTYTHOCTh — CKOPOCTh U CTENEHb, C KOTOPOM aKTHBHOE BEUIECTBO BCACHIBACTCS
U3 JIEKapCTBEHHON ()OPMBI U CTAHOBUTCS IOCTYIHBIM B MECTE JCHCTBUS;

6) 6uonoruveckasi IKBUBAJIEHTHOCTh (OMO3KBHUBAJIECHTHOCTh) — OTCYTCTBHE 3HAUYUMBIX
pa3IM4YUil IO CKOPOCTH M CTEINEHH, C KOTOPBIMHU JIEMCTBYIOLIEE BEIIECTBO WM aKTHUBHAS
YacTh MOJIEKYJbl JIEMCTBYIOIIETO BeEIIeCTBa (papMalleBTUUECKUX SKBHUBAJIECHTOB WIH
(bapmaleBTUUYECKUX aJbTEPHATUB CTAHOBATCS JIOCTYIHBIMH B MECTE CBOETO JCHCTBUS MpPH
BBEJICHUM B OJMHAKOBOM MOJIAPHOM J03€ B CXOXKHUX YCJIOBHUSIX B HCCIEJOBAHUU C
HaJJISKAIUM JU3aMHOM;

7) GuosIorMuecKuil JiekapCTBEHHBIN Mpenapar — JeKapCTBEHHBIN Ipenapar, AecTByollee
BEILIECTBO KOTOPOTO MPOMU3BEACHO WJIM BBIAEICHO M3 OMOJIOrMYECKOr0 MCTOYHHUKA U JJIS
OMKCAHMsS CBOMCTB M KOHTPOJISI KAYeCTBA KOTOPOr0 HEOOXOJIMMO COYETaHHE OMOIOTUYECKHUX
U (PU3UKO-XMMHYECKUX METOJOB aHaju3a C OLIEHKOW MPOM3BOJCTBEHHOIO Mpolecca H
METOJO0B €r0 KOHTPOJIS;

8) OMOTEXHOJOTMYECKUW JIEKapCTBEHHBIN Mpenapar — JIEKapCTBEHHBIM Ipenapar,
IIPOU3BEACHHBIN MPU MOMOIIN OMOTEXHOJIOTUYECKUX MPOIECCOB U MPUMEHEHUSI METO/I0B C
UCIIOJb30BAaHUEM TEXHOJOTUH PEKOMOMHAHTHOM J€30KCUPUOOHYKIEMHOBON KHCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUH T'€HOB, KOAUPYIOUIUX BBIPAOOTKY OMOJOTMYECKH AKTHUBHBIX
O0€IKOB, THOPUIOMHBIX TEXHOJOTUWA, MOHOKJIOHAJIBHBIX AaHTUTEN WIH JPYyTUX
OMOTEXHOJIOTMUYECKUX TPOIIECCOB;

9) buodapmanepTuueckas cucrema kiaccuukanuu (nanee — bCK) — nayunas cucrema
KJIaCCU(PUKALIMM AaKTHBHBIX BEIIECTB HAa OCHOBE HUX pAacTBOPUMOCTH B cpeaax ¢
ONpPEAETIEHHBIM T0Ka3aTelIeM KUCIOTHOCTU (1enoyHoct) (pH) u cTeneHn npoHUKaHUS
4yepe3 CTEeHKY KUIICUHHKA;

10) opurvHanbHBINA JTE€KAPCTBEHHBIN MpenapaT — JEKapCTBEHHBIN MpenapaT ¢ HOBBIM
JEUCTBYIOIIUM BEIIECTBOM, KOTOPBIA ObUI MEPBBIM 3aperMCTPUPOBAH W pa3MElIeH Ha
MUPOBOM (papMalleBTUUECKOM DPBIHKE, HA OCHOBAHUH JI0CHE, COAEPIKALLEr0 Pe3yJbTaThl
MNOJHBIX  JOKJIUHUYECKUX (HEKJIMHUYECKUX) M KIMHUYECKUX HCCIEOBaHU,
MOATBEPKIAIOLIUX €ro 0€30MaCHOCTh, Ka4eCTBO U 3PPEKTUBHOCTD;

11) ananu3 11eH MEAMIIMHCKOTO M3JeNus ISl TMarHOCTUKUA BHE KUBOTO opraHu3ma (in
vitro), mpousBoauMbie Ha Tepputopun Pecnyonuku KaszaxcTtaHn B pamkax J1OJITOCPOYHBIX
JOTOBOPOB IOCTaBKH, 3aKJIIOUEHHBIX ¢ EJUHBIM TUCTPUOBIOTOPOM - CHUCTEMa aHalu3a
IeHOOOpa30BaHUsl Ha TOProBO€ HAMMEHOBAHME M TEXHHUYECKYIO XapaKTEPUCTHKY
MEAMIMHCKOTO U3JIETHs sl AMAarHOCTUKH BHE JKMBOTO OpraHu3Ma (in vitro), mpou3BOAUMBIE
Ha Tepputopuu Pecnybnuku KazaxcTtaH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTaBKH,
3aKJIIOUYEHHBIX C EIMHBIM JTUCTpUOBIOTOPOM OCHOBAaHHAs Ha OMNPENEICHUH IIEHBI
MEIUIIMHCKOTO U3/IeNUA JIUIsl AMAarHOCTUKH BHE )KMBOTO OpraHu3ma (in vitro), mpou3BOANMbBIC
Ha Tepputopun Pecnybnukm Kazaxcrtan B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTABKH,



3aKJIFOUYEHHBIX ¢ EQMHBIM TUCTPUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOIUX OT MPOU3BOAUTENS,
PacxoJI0B CBSI3aHHBIX C JIOCTABKOW M HALEHKH MPU peain3aluu;

12) EnuHuna m3MepeHus: MEAULIMHCKOTO W3JENHs JJIsl AUArHOCTUKU BHE >KMBOIO
opranusma (in vitro), mpou3BoguMbie Ha Tepputopuu PecnyOnuku Kaszaxcran B pamkax
JOJATOCPOYHBIX JIOTOBOPOB MOCTABKH, 3aKIIOYEHHBIX ¢ ENWHBIM TUCTpUOBIOTOPOM - O/HA
MOJIeJIb MEIUIMHCKOTO M3JENusl JUIsi AMArHOCTUKH BHE XKMBOTO opraHu3Mma (in vitro),
MPOU3BOAMMBIE Ha Tepputopun PecnyOnuku KazaxcTan B paMkax AOJATOCPOUYHBIX JOTOBOPOB
MOCTaBKH, 3aKIIOYEHHBIX C EUHBIM AUCTPUOBIOTOPOM;

13) Moaens MEIUIIMHCKOTO U3/IeNUS IJI TUarHOCTUKU BHE KMBOT0 opraHusma (in vitro),
pou3BOAUMbIE Ha Tepputopun Pecriydnuku Kazaxcran B paMkax JOJATOCPOYHBIX TOTOBOPOB
MOCTAaBKH, 3aKJIIOYEHHBIX C EAMHBIM JUCTPUOBIOTOPOM - CaMOCTOSITEIbHAs €AUMHULA
MEAMIIMHCKOTO U3JIETHS sl AMArHOCTUKH BHE JKMBOTO OpraHu3Ma (in vitro), mpou3BOAUMBIE
Ha Tepputopuu Pecnybnuku KazaxcTtaH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTaBKH,
3aKJIOUYECHHBIX C EJAMHBIM JUCTPUOBIOTOPOM, HAECHTU(ULMPOBAHHAS MPOU3BOIUTEIEM
MEIUITMHCKOTO U3JIEIHS ONpeIeICHHBIM OYKBEHHBIM, IU(PPOBHIM WM OYKBEHHO-IIU(PPOBHIM
0003HaYCHHUEM;

14) ruOpuaHbBIA JTEKapCTBEHHBIM Mpemapatr — JIEKapCTBEHHBIH mpemnapar, He
noAnajarouii oA ONpeAeeHue BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO Ipernapara Mpu
HEBO3MOXHOCTHU TMOJATBEPKIACHUS €ro OMO’KBHUBAJIEHTHOCTH C MOMOIIBI0 HCCIEIO0BaHUN
OMOJIOCTYITHOCTH, a TaKXKe B Cllydae, €Cld B JaHHOM Ipernapare MPOU30IUIA W3MEHEHUS
NEWCTBYIOIIEr0 BEIIeCTBA (BELIECTB), IOKAa3aHUH K MPUMEHEHUIO, JO3HPOBKH,
JIEKapCTBEHHOM ()OPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHUIO C OPUTHHAIBHBIM MPENapaToM;

15) romeonaruvyeckuil JEKapCTBEHHBIM MIpenapaT — JIEKApCTBEHHBIM Mpemnapar,
IIPOU3BEJICHHBIN 10 TOMEOINATUYECKOW TEXHOJIOTMU € HCIOJIb30BAHUEM I'OMEOIIATHYECKOTO
CBIPbSl B COOTBETCTBUM C TpeOoBaHusiMu (apmaxornein PecnyOonuku Kazaxcran u (wim)
EBpa3suiickoro 3KOHOMHUYECKOI0 COK3a WJIM B CIy4ae UX OTCYTCTBHS B COOTBETCTBHH C
TpeOOBAHUSIMU TOMEONAaTHUYECKUX (PpapMaKomneil;

16) nexapCcTBEHHOE CPEICTBO — CPENCTBO, MPECTABISAIONIEe COO0M MIIM CollepxKaIiee
BEIIECTBO JTUOO KOMOMHAIMIO BEUIECTB, BCTYIAOIIEe B KOHTAKT C OPTaHU3MOM YEJIOBEKa,
MpeIHA3HAYEHHOE JUIs JIeUEHUs, TPO(QUIAKTHKY 3a00JIEBaHUI YEI0BEKA NI BOCCTAHOBIICHUS
, KOPPEeKIIMH WM U3MEHEHUs ero (U3HOJOTHUYECKUX (GYHKIUH TOCPEICTBOM
(hapMaKoJIOru4ecKoro, UMMYHOJIOTHYECKOTO JTUOO METaO0OINYECKOTO BO3JECHCTBUS, WIIH ISt
JAMArHOCTUKH 3a00JIEBAaHUN U COCTOSIHUSI YEJIOBEKA;

17) 3axmtoueHne o 6€30MacHOCTH, KauyecTBe U 3(PHEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA
— JIOKYMEHT, COAEpPKAIIUA Pe3yabTaThl SKCHEPTHU3bI 3asBJICHHOIO HAa TOCYJAapCTBEHHYIO
pErucTpaluio, NePeperucTpalmo WIid BHECEHUE H3MEHEHUN B PErUCTPAlMOHHOE JI0ChE
JIEKapCTBEHHOI'O CPEJICTBA;



18) HepammoHalibHasi KOMOUWHAIMS COCTaBa JIEKAPCTBEHHBIX CPEICTB — COCTaB
JIEKAPCTBEHHOT'O CPEJCTBA, HE COOTBETCTBYIOIIUN MpeAnojaraeMbiM (papMaKoIOru4ecKuM
CBOMCTBaM M JICHCTBHIO;

19) rocynapcTtBeHHbIll opraH B cdepe oOpaiieHusl JEKapCTBEHHBIX CPEJICTB U
MEIMLIHUHCKAX M3JEIUN (Janee — rocyAapCTBEHHBIM OpraH) — roCyJapCTBEHHBIM Opras,
OCYIIECTBISIIOIIUA PYKOBOJACTBO B cdepe oOpamieHus JTEeKapCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3/1eJIMi, KOHTPOJIb 3a OOpallleHHEM JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
WU3ACIINH;

20) 'ocynapcTBEHHBI peecTp JEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX U3JIENUU -
AJIEKTPOHHBIN UH(POPMAIIMOHHBIN PECYPC, COAECPKAIIHNI CBEIEHUS O 3aPETUCTPUPOBAHHBIX U
pa3pelIeHHbIX K MEeIMIIMHCKOMY npuMeHeHuto B PecnyOnuke Kazaxcran jexkapcTBEHHBIX
CPEIICTB U MEIULIMHCKHUX U3/IETUH;

21) rocynapcTBeHHas SKCIEpTHAs OpraHu3anus B cepe oOpalieHus JeKapCTBEHHBIX
CPEACTB M MEIULUMUHCKUX WU3AeIUd — CyObEKT TOoCyJapCTBEHHOW MOHOIIOJINH,
OCYIIECTBISIIOIUN  MPOU3BOJICTBEHHO-XO35IUCTBEHHYIO JEATEIHbHOCTh B  00JIaCTH
31paBOOXpAHEHUs] MO obecrneyeHuro O0e30macHOCTH, 3(PQPEKTUBHOCTH U KadyecTBa
JIEKapCTBEHHBIX CPEACTB U MEAMLIMHCKUX U3EIIHI;

22) BHECEHHE U3MEHEHUH B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO CPEJCTBA WIH
MEJIHULMHCKOrO HW3AENHUS — MPOLEAypa, OCYIIECTBISiEMass Ha OCHOBAHUU 3SKCIIEPTHU3BI
U3MEHEHUN, BHOCHMBIX B PETUCTPALlMOHHOE JI0OCh€ B TEYEHUE CpOKa JEUCTBUS
PErHCTPALlMOHHOTO YOCTOBEPEHUS;

23) HOPMATUBHBIN TOKYMEHT IO Ka4€CTBY JIEKAPCTBEHHOI'O CPEACTBA — JOKYMEHT,
YCTaHABIUBAIOIMKA TpeOOBaHUA K KOHTPOJIIO KayecTBa JEKAPCTBEHHOIO CpEICTBA B
IIOCTPETUCTPAMOHHBIM MEPUOJ HA OCHOBAaHUU IPOBEAEHHOM IKCIIEPTU3BI JEKAPCTBEHHOTO
CpEelICTBa MPHU €0 PErMCTPalUU U COAEPKAIUN crelU(UKAIUIO, OMIMCAHUE aHATUTUYECKUX
METOJIMK Y UCIIBITAHU JIEKAPCTBEHHOT'O CPEJCTBA UJIN CChUIKHM HA TAKUE UCIBITAHMS, & TAKXKE
COOTBETCTBYIOIINE KPUTEPUU IPUEMIIEMOCTH JJIs ITOKa3aTesield KauecTBa;

24) mpou3BOAMTENb JIEKAPCTBEHHBIX CPEACTB — OPraHU3alus, OCYILECTBISIOIIASL
NEATENBbHOCTh MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB W HMEIOIIAS JIMIEH3UIO Ha
MIPOU3BOICTBO JIEKAPCTBEHHBIX CPEJCTB;

25) pedepeHTHOE 1IeHO00pa30BaHKE HA JIEKAPCTBEHHOE CPECTBO - CUCTEMa aHallu3a IeH
Ha TOProBOE€ HAaWMEHOBAaHHUE JIEKAPCTBEHHOTO CPE/ICTBa, OCHOBAHHAsS Ha IPEICTABICHHBIX
3asIBUTEJIEM LIEHAX OJHOT'O U TOTO K€ MMPOU3BOIAUTEIS JIEKAPCTBEHHOIO CPEJCTBA C OJHUM U
TEM K€ AKTUBHBIM BEILIECTBOM, C YUYETOM JIEKAPCTBEHHOMN (DOPMBI, KOHIIEHTPALIMH, O0BEMA U
JO3UPOBKHU B pe(EPEHTHBIX CTPaHaX U TaHHBIX CAaTOB MEXIYHAPOIHBIX OPTaHU3ALIUNA, B TOM
yucie B cTpane npousBoautens JIC npu ero peanuzaiuu, a Takke PakTUYECKON 1IEHbI BBO3a
B PecniyOnuky Kazaxcran;

26) enuHUIIA U3MEPEHUS JIEKAPCTBEHHOI'O Cpe/CcTBa (EAMHHUIA 3aKyla) — €IUHHIA
J03UPOBAHHOM (pa3feneHHo#) JIeKapCTBEHHON ()OPMbI HIIM OTPAHHUYEHHOTO MEPBUYHOM



yIaKoBKOM o0beMa (Macchl) HEO3UPOBAHHOMN (HEpa3elIeHHOM) IEKapCTBEHHOU (POPMBI IS
JIEKapCTBEHHOT'O CPEJICTBA;

277) nekapCTBEHHBI paCTUTENIbHBIN MpenapaT — JICKAPCTBEHHbBIN Mpenapar, Coiepxaiuun
B KQUECTBE aKTUBHBIX KOMIIOHEHTOB UCKIIOUUTEIBHO JIEKAPCTBEHHOE PACTUTEIILHOE ChIPhE U
(vn) mpenapaThl Ha €r0 OCHOBE;

28) nmeKapCTBEHHOE PACTUTEIBbHOE ChIPhE€ — CBEXKHE WIIM BBICYIICHHBIE PACTCHUS,
BOJIOPOCIH, TPUOBl WU JHUIIAWHUKA JTUOO HX 4YacTH, IEJIbHBIE WM H3MEJIbUYCHHBIE,
HCIIOJIb3YEMBbIE JIJIs1 TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB;

29) ob1ras xapakTepucTHUKa JeKapcTBEHHOro npenapata (nanee - OXJIII) - mokymeHT,
YTBEPKJA€MbIi YIMOJHOMOYEHHBIM OpPraHoM TMpH TOCYJapCTBEHHOW pErucTpanuu
JIEKaPCTBEHHOTO CPEJCTBA, COAEpkaIUi WHPOPMAIUIO I MEAUIIMHCKUX PaOOTHUKOB O
6e3omacHOM 1 3(H(PEKTUBHOM MPUMEHEHUH JICKAPCTBEHHOTO TpeTapara;

30) MHCTPYKIMA MO MEIUIIMHCKOMY MPUMEHEHHIO JEKapCTBEHHOro mpemnapara (
nucToK-Bkianpim) (nmamnee - MMII) — ngokymeHT, colepxkamuii uUHPOpMAIUIO s
NOTPEOUTEINSI U COITPOBOKIAIOIINH JIEKAPCTBEHHBIN MTpenapar B yIaKOBKE;

31) crangapTHbele 00pa3lbl JEKAPCTBEHHBIX CYOCTAaHUMN M MX NMPUMECEH — BEIIECTBa
CpPaBHEHUS, UCIOJb3yEMble MPU MPOBEACHUHN 3KCIEPTHU3bl UCIBITYEMBIX JIEKAPCTBEHHBIX
CPEJICTB;

32) yHoJIHOMOYEHHBIM OpraH B 00JaCTH 3APaBOOXPAaHECHUS (Jajiee - YIOJIHOMOYECHHBIH
OpraH) - IEHTPaJbHbIA MCIOJHUTEIBHBIA OpraH, OCYIIECTBISIOUIMNA PYKOBOJACTBO U
MEXOTpPACIEBYI0 KOOPAMHAIIMIO B OOJIACTM OXpaHbl 3JI0pOBbsl rpaxkiaaH PecnyOnuku
Kazaxcran, wenuiuHCKOW W  (QapManeBTUYECKOW HAyKd, MEIUIMHCKOTO W
(hapmaneBTUYECKOTO 00pa30BaHUs, CAHUTAPHO-AMUJIEMUOJIOTUUYECKOr0 OJaromnoayydns
HaceJIeHHs, OOpalleHusl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX W3JENINi, KadecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (MTOMOIIIN);

33) no3upoBKa — KOJMYECTBO (COJiepKaHUE) AEHCTBYIOIIETO BEIECTBA B €IUHMUIIEC
JeKapCTBEHHOM (DOPMBI, a TAaK)Ke B €UHUIIC MAacChl HJIM 00beMa JIEKapCTBEHHOIO Mpenapara,
3HAYMMOE TS TPaBUIILHON HICHTU(DUKAIIMY U IPUMEHEHUS JICKAPCTBEHHOTO Tperapara;

34) MeIUIMHCKUE U3JETUs M 1n Vitro JMarHOCTUKHU 3aKPBITOTO TUIA — METUIIMHCKUE
uM3Jenusl I JUArHOCTUKM In Vitro, SKCIUTyaTalusi KOTOPhIX B COOTBETCTBUU C HX
Ha3HAYE€HHWEM BO3MOXKHA TOJBKO MPHU UCTIOIb30BAHUU CHEIUAIBHBIX PEareHToB (PEaKTUBOB),
MPEeIYCMOTPEHHBIX MPOU3BOJAUTENEM JJIsi JAHHOTO MEIMIMHCKOTO U3JENIUusl U €ero
MOAU(PUKAINMA, BKIIOYCHHBIX B €r0 KOMILIEKTAIIHIO;

35) pacxoHble MaTepHaIbl K MEIUIIMHCKOMY M3JIEIHUIO 1N Vitro IMarHOCTUKHU 3aKPHITOTO
THTIA — PACXOHBIC MaTEePHANIbI, 0OCCIICYNBAIONINE €T0 TOJHOIIEHHOE (DYHKITMOHHUPOBAHNE B
COOTBETCTBHHM C 33JIaHHOM LIEJIbIO0 U BKJIIOUEHHBIE B €70 KOMJIEKTALIUIO JJISI UICTIOJIb30BaHUS C
JAHHBIM MEJIUIIMHCKUM U3/IETUEM;

36) nexapCTBEHHBIN IMpernapaT ¢ XOPOIIO W3YyUYEHHBIM MEIUIIMHCKUM MPUMEHEHUEM —
JIEKapCTBEHHBIN TMpenapar, aKTUBHOE BEIIECTBO KOTOPOTO XOPOIIO H3YyYEHO B XOJIE



MEJUIUHCKOIO0 MPUMEHEHUs, MPU ATOM MpPHU3HAaHBI €ro 3()PPEeKTUBHOCTh U MpUeMiieMas
cTeneHb 0€30MaCHOCTH, MOJATBEPKACHHbIE NOJPOOHBIMU OUOIMOTrpadUUECKUMH CChUIKAMU
Ha ONyOJIMKOBAaHHBIE JAHHBIE O MOCTPETHCTPALMOHHBIX W (WJIM) 3MUAEMUOJIOTHYECKUX
UCCIIEIOBAHUAX, U Tpouuio He meHee 10 JieT ¢ JaThl MEpBOro CHUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOI'O MPUMEHEHHs JEMCTBYIOLIErO BeEIIEeCTBAa (IEHCTBYIOIIUX BEIIECTB)
JAHHOTO JIEKAPCTBEHHOTI'O MPEINapara;

37) UMMYHOJOTHYECKHH JI€KapCTBEHHBIM MpenapaT (MMMYHOOMOJOTHYECKUM
JIEKapCTBEHHBI MpemnapaTr) — JIEKapCTBEHHBIM Tmpenapar, MpeAHa3HAYEHHBIN s
(bopMUpOBaHUS AKTUBHOTO WJIM NAaCCUBHOTO MMMYHHUTETA WM JUATHOCTUKU HAJTUYUS
UMMYHUTETA, WA TUATHOCTUKH (BBIPAOOTKH) CHEIIMPUIECKOTO TPHOOPETEHHOTO N3MEHECHHUS
MMMYHOJIOTHYECKOTO OTBETA Ha aJNIEPIU3UPYIOIINE BEIlIECTBA;

38) MeauIMHCKHUE U3ACTUS JJIsl JMATHOCTUKH in Vitro (WH BUTPO) — JIFOOBIE HHCTPYMEHTHI,
anmnapartsl, TpuOOpbl, 000pYAOBaHUE, MAaTEpPUAJIbl, PEareHThl, KaIMOpaTophbl, KOHTPOJIbHbBIE
MaTepuajbl U MPOYUE W3ACNIHS, TPUMEHSIEMblE B MEAULMHCKUX LEIAX OTACIbHO WIH B
COYETAaHUU MEXIY COO0OM, a TakKe BMECTE C MPUHAIJICHKHOCTIMU, HEOOXOAUMBIMU IS
MPUMEHEHHUs YKAa3aHHbBIX M3AENIHIM M0 HAa3HAYEHUIO, BKJIOUYas CHELHATIbHOE MPOrpaMMHOE
oOecrieueHre, W NpeAHA3HAUYECHHbIE IPOU3BOJUTEIEM MEAUIMHCKOTO W3JCIUS s
MPUMEHEHHUS MPU UCCIEIOBAHUAX INVitro 00pa3loB OMOJIOTMYECKUX MaTE€pUaoB YeloBeKa
U TIOJIy4eHHUs] MHQOpPMAlMU OTHOCUTENHHO (DU3HOJOTUYECKOTO HIIM MATOJOTHYECKOTO
COCTOSIHUS, BPOXKICHHOW MAaTOJOTMH, NPEAPACHONOKEHHOCTH K ONPEICICHHOMY
KIIMHUYECKOMY COCTOSIHUIO WM OOJ€3HU, COBMECTHUMOCTH TKaHEW C MOTEHLMAJbHBIM
PELUIIMEHTOM, MPOTHO3UPOBAHUS PEaKIMi Ha TepaneBTUUECKHUE BO3JEHCTBHS, BBIOOpA
TE€pPaneBTUYECKUX CPEJICTB U (MJIM) KOHTPOJIS JICUECHHUS;

39) unkorepmc 2020 - MexXTyHAPOAHBIA TOPrOBBIM TEPMHUH CTAHIAPTHBIX YCIOBUM
JOTOBOPOB MEXAYHAPOJHOM KYIUIM-IPOJAXKH, KOTOpPbIE pa3pabOTaHbl M OMPEAEIICHBI
MexnyHapOIHOW TOProBOW MaIaTOM;

40) ycamyromoJiyyatesib — CyOBbEKThI TOJTYUCHUS! YCIAYyTH (U3NUECKHE U IOPUIUYECKUE
JUa, 33 HUCKIOYEHHEM LEHTPAJIbHBIX T'OCYJApPCTBEHHBIX OPIraHOB, 3arpaHydpeskICHHIM
Pecnybnnku KazaxcTtan, MECTHBIX HCIOJHUTEIBHBIX OpPraHoB o0JIacTeH, TOpOJIOB
pecnyOJMKaHCKOTO 3HA4YEHHMsI, CTOJIULbI, pAaHOHOB, TOPOJOB OOJACTHOTO 3HAYEHHUS, aKUMOB
palioHOB B rOpO/JIe, TOPOAOB PAOHHOTO 3HAYEHHS, [IOCEIIKOB, CEJ, CEIbCKUX OKPYTOB;

41) ycayrogarenb — LUEHTpaJbHbIE TOCYJIapCTBEHHBIE OpPTaHbl, 3arpaHydpekJICHUS
PecnyOonuku Ka3zaxcTtan, MecTHbIE HCHOJIHUTENIbHBIE OpraHbl o0JacTeil, TOpPOJOB
pecnyOJIMKaHCKOTO 3HAY€HUsl, CTOJIUIbI, paiilOHOB, TOPOJOB 00JACTHOIO 3HAYEHUS, AKUMBI
palioHOB B TOpOJi€, TOPOJOB PAMOHHOIO 3HAYEHUS, MTOCEIKOB, CEJ, CEIbCKUX OKPYIrOB, a
Takke (U3NYECKHEe M IOPUAUYECKHE JIMIA, OKAa3bIBAIOUIUE TOCYJAPCTBEHHBIE YCIyTH B
COOTBETCTBHH C 3aKOHOATeNbCTBOM Pecryonnku Kazaxcran;

42) KazaxcTaHCKUU HAIlMOHAJIbHBIN JIEKAPCTBEHHBIH (QOpPMYJIIp — TEpeyYeHb
JIEKapCTBEHHBIX CPEJCTB € JOKA3aHHOW KIIMHUYECKOW 0€30MacCHOCThIO U 3(PPEKTUBHOCTHIO, a



Takke ophaHHBIX (pEeIKUX) JEKapCTBEHHBIX MPENapaToB, SBISIOMMICS 00sI3aTeNbHON
OCHOBOM Jisl pa3pabOTKU JE€KapCTBEHHBIX (OPMYJISIPOB MEAUIMHCKUX OpraHu3aluid U
dbopMupoBaHUs CIUCKOB 3aKyla JEKAPCTBEHHBIX CPEACTB B paMKax TapaHTHUPOBAHHOTO
o0beMa OeCIuIaTHON MEIUIIMHCKON MOMOIIHU U (WIH) B CUCTEME 0053aT€IbHOTO COIIMAIBHOTO
MEJIUIMHCKOIO CTPAXOBAHMS;

43) naH yrpaBJeHUs] PUCKaMU — MOJPOOHOE OMMCAHNE CUCTEMBI YIIPABJICHUSI PUCKAMU;

44) nepuoAuYeCcKUl OOHOBJISIEMBIM OTYET MO OE30MACHOCTH — OTYET JepKaTeis

PETUCTPALlMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara 3a ONpeAcICHHBIN Mepruo
BPEMEHH B TE€UEHUE NOCTPETMCTPALMOHHOIO MEPUOAA NPEAOCTABIISIEMBIA ISl OLIEHKHU
COOTHOIIEHHUS "MO0JIb3a — PUCK" JIEKAPCTBEHHOTO MpEIapara;

45) BocipOU3BECHHBIN JIEKAPCTBEHHBIN IIpenapar (TeHepUK) — JIEKapCTBEHHBIN Mpenapar
, KOTOpBIM MMEET TAKOW K€ KOJMYECTBCHHBIM M KAYECTBECHHBIM COCTAB JEHMCTBYIOLIHUX
BEIIECTB U TY K€ JIEKAPCTBEHHYIO (JOPMY, UTO U OPUTHMHAIBHBIN JIEKApCTBEHHBIN Mpenapar, u
OMO’KBUBAJIEHTHOCTh KOTOPOrO  OPUTMHAJIBHOMY JIEKApPCTBEHHOMY IIpenapary
MOJITBEPKIACTCS COOTBETCTBYIOIIMMHU HCCIIEIOBAHUSIMU OUOAOCTYTHOCTH. Pa3nuunbie conu,
3(UpBbL, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIM MPOU3BOAHBIEC EHCTBYIOLIErO BEIIECTBA
NPU3HAIOTCA OJHUM U TEM K€ JIEWCTBYIOIIMM BEIIECTBOM, €CJIM HX O€30MacHOCTh U
3¢ (PEeKTUBHOCTh CYHIECTBEHHO HE OTJIMYaloTcs. Pa3znuuHble jnexapcTBeHHbIE (OPMBI s
mpueMa BHYTPh C HEMEJJICHHBIM BBICBOOOXIECHHUEM BEIIECTB MPU3HAIOTCA B pPaMKax
UCCJIe0BaHUN OMOJOCTYITHOCTH OJTHOM U TOM K€ JIeKapCTBEHHOU (POopMOii;

46) KOMMEpYECKOe MPEMIOKEHHE - JTOKYMEHT, COAepKaluid wHOOPMAIUIO O
MEIMIMHCKOM H3JeJINe, KOMIUIEKTYIOIIUX M PpACXOJHBIX MAaTepualax, KOJHUYECTBE,
HaNMEHOBAaHHUH, MOJIEIIN, IPOU3BOUTEIS, C YKa3aHUEM CTOMMOCTH B Pa3pe3e KOMIUIEKTAIINH,
a Ttakke wuHPopmanuio 00 YCIOBHSAX TMOCTAaBKU, MPOBEICHUM TaPaHTUUHOTO U
MOCTrapaHTUHHOTO CEPBUCHOTO O0O0CIy>KHMBaHUs (yKa3aHHEM CPOKOB) U BO3MOXKHOCTBIO
O0OyYEHHsI CTICIIMAINCTOB OPTaHU3AINH 3IPABOOXPAHEHUS;

47) MEIUUMHCKUAE U3ACNHS — U3JETUs MEIULIMHCKOIO HAa3HAYEHUS U MEAUIMHCKas
TEXHUKA;

48) HauMEHOBaHHME MEJIMIIMHCKOTO U3JIEIUsl — CIOBECHOE 0003HAUCHUE MEAUIIMHCKOTO
U3JeNusl, ompenessdmonee ero (pyHKIMOHAIbHOE Ha3HAY€HUE, MOJENb, Pa3HOBUIHOCTb,
MOIU(UKAIINIO, THUIL;

49) KOMIUIEKTYIOLEe MEIULUHUHCKOTO M3JENIHS — YacTh MEAMIMHCKOrO M3Jeusi, He
SBJISIONIASACS CAMOCTOSITEIbHBIM MEIUIIMHCKUM HU3JIEIUEM, B TOM 4YHCJe OJOKU, YacTH,
AJIEMEHTHI U3JIENUs, MaTepUaJIbl, 3allaCHbIC YaCTH, MPEIYCMOTPEHHBIE TPOU3BONUTEIIEM IS
WCIIOJIb30BaHUSI B COOTBETCTBUU C (DYHKIIMOHAIBLHBIM Ha3HAYEHUEM, DKCIUTYyaTallHOHHBIMU
XapaKTepUCTUKaAMU, PyKOBOACTBOM MPOU3BOIUTEINS MO0 CEPBUCHOMY OOCITYKUBAHUIO;

50) HaOop (KOMIUIEKT) MEIUIMHCKUX U3JIETTUNA - COBOKYITHOCTh MEIUIIUHCKUX U3/CIIH,
00bEeIMHEHHBIX OOMUM (QYHKIMOHAIBHBIM Ha3HAYEHUEM M OO0JaCThl0 MPUMEHEHUS,



MMEIOIIasi 00IIYI0 MAPKUPOBKY C yKa3aHUEM MEePEeUHs MEIUIIMHCKUX U3IEINH, BXOASAIINX B
cocTaB Habopa (KOMILUIEKTa), B COOTBETCTBUH C IOKYMEHTAllMEN TPOU3BOAUTEIS;

51) npuHaANEKHOCTh K MEAUUMHCKUM U3ACIUSIM — HU3JEJIHE, HE SBIISIONIEECs
MEAUIIMHCKUM U3/IeJIMEM, ITPEeIHa3HAYUeHHOE MTPOU3BOAUTENIEM ISl COBMECTHOT'O IPUMEHEHHUS
C OJTHAM WJTM HECKOJBKUMH MEIUIIMHCKAMU U3ACIUSIMH JIJIS1 UCIIOJIB30BAHUS B COOTBETCTBUN
C UX Ha3HAUYCHHEM,;

52) 6e30nacHOCTh MEIUIIMHCKOTO M3JEIUSl — OTCYTCTBUE HEJOMYCTHUMOTO PHCKa MpHU
WCIIOJB30BAaHUM MEJHUIIMHCKOTO W3JENHs, CBA3aHHOTO C MPUYMHEHUEM Bpella KU3HH,
3I0pPOBBIO YEJIOBEKA, a TAKIKE OKPYIKAIOIIEH Cpee;

53) 3akmoueHne 0 6e30MacHOCTH, KauecTBe M dPHEKTHBHOCTH MEIUIIMHCKOTO U3/ICTUS —
JTOKYMEHT, COAEpKallUi Pe3yJIbTaThl IKCIIEPTU3bI 3a4BICHHBIX Ha SKCIEPTU3Y MEAUILIMHCKUX
WU3CIINI;

54) cocTaBHasi YaCTh MEIUIIMHCKOTO U3ENIHsI — OCHOBHOM OJIOK (4acTh) MEIUIIMHCKOTO
U3JENusi, KOMIUIEKTYIOIlee, NPUHAJIEKHOCTh, PACXOIHBIM MaTepual, peareHT K
MEIUITTHCKOMY H3IEIIHIO;

55) moaudukanus MEIUIUHCKOTO U3JEIUS — PA3HOBUIHOCTh MEAUIIMHCKOTO W3/EIus,
uMeronIas o0IIMe ¢ OCHOBHBIM MEIUIIMHCKUM U3/IEJINEM KOHCTPYKTHUBHBIE, TEXHOJIOTUYECKHUE
MpU3HAKH, pa3paboTaHHbIe HA 0a3e OCHOBHOT'O U3JIETUS C 1IeJIbI0 €r0 YCOBEPUICHCTBOBAHUS,
pacmiupenusi (PyHKIHMOHATBLHOTO Ha3HAYEHWs, TPUMEHEHHUs JHOO CHelHaIH3anu
NPUMEHEHUS B METUIIMHCKUX LENSX;

56) ocHOBHOM OJIOK MEAMIIMHCKOW TEXHHUKH (armapaToB, MPUOOPOB, 000pyIOBaHHMS) —
AJIEMEHT (y3€eJ1) MEUIIMHCKON TeXHUKHU (IIPU HATUMYHH), TPEAYCMOTPEHHBINA MPOU3BOUTEIIEM
, SIBISIONIHNICS HEOTHEMJIEMOM YacThbI0 MEIUIIMHCKONW TEXHHKH, oOccreduBaronuii e¢¥
(YHKIIMOHUPOBAHUE B COOTBETCTBUM C Ha3HAYEHUEM U PYKOBOJICTBOM IO DKCILTyaTalu U
CEPBUCHOMY O0CITYy>KMBaHUIO MPOU3BOIUTES;

57) enuHUIA U3MEPEHUS U3JETUS MEIUIIMHCKOTO Ha3HAYEHHUS - OJJHA €NHULIA U3IeTUs
MEIUIMHCKOTO Ha3HAUYECHUSI C YUeTOM (DAaCOBKH, KOMIUIEKTHOCTH WJIU TIEPBUYHON YIIaKOBKH;

58) mpou3BOAWTENHs MEAUIMHCKOTO H3MeNus — CyOBeKT B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB W MEAUIMHCKUX H3JEIUN, OTBETCTBEHHBIM 3a pa3pabOTKy H
M3rOTOBJICHHE MEIULIMHCKOTO U3JENHs, JeIatolUi €ero JO0CTYIHbIM JUIsl UCTIOJIb30BAHMS OT
CBOETO UMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBIEHO STUM JIUIIOM WU OT
€ro UMEHU JIPYTUM JIMLOM (JUMUAMH), U HECYIIUA OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTD,
KauecTBO U 2PHEKTUBHOCTD;

59) KauecTBO MEAUIIMHCKOTO U3/IETUsl — CTETIEHb COOTBETCTBUS COBOKYITHOCTH CBOMCTB U
XapaKTEePUCTUK METUIIUHCKOTO U3AENHS LESIM €ro MpeIHa3HauYeHHOT0 UCTOIb30BaHNUS;

60) TOKYMEHT IO KaueCTBY MEAMIIMHCKOTO U3enus (Jajiee — TOKYMEHT 10 Ka4eCTBY) —
JOKYMEHThI (MEXIyHapOJHbIE, PETHOHANIbHBIEC), HAIIMOHAIbHBIE CTaHIAAPTHI, CTAHAAPTHI
OpraHu3allii, YCTAaHABIMBAIOUIME KOMIUIEKC TpeOOBaHUN K KauecTBy, O€30MacCHOCTH,
METOMKAM UCIBITAHUM, a TAK)KE TPAHCIOPTUPOBKE U XPAHEHUIO METULIMHCKUX WU3/1EIUI;



61) 2 HEeKTUBHOCTH METUIITMHCKOTO U3/IETHS — COBOKYITHOCTh CBOMCTB M XapaKTEPUCTUK
MEIUIMHCKOTO M3JIeNINs, O0eCHeYnBaIONIUX JOCTH)KEHUE IeJie mpeHa3HauYeHuUs,
YCTaHOBJICHHBIX MPOU3BOAUTEIEM MEIUIIMHCKOTO U3JENUS U MOATBEPKACHHBIX MPAKTUKOMN
€ro UCIOJIb30BaHNS;

62) pacxoJHbId MaTepual K MEIUIIMHCKUM H3JCNHUSIM — U3JEIUs U MaTepualsbl,
pacxoyemMbie MPU UCIIOJIb30BAHUNA MEIUIIMHCKUX H3JENHM, 00ecreunBaroue npoBeaecHue
MaHUNYJISIIIUNA B COOTBETCTBUU C (DYHKIIMOHATBLHBIM Ha3HAYEHUEM MEIUIMHCKOTO W3CIHS,
AKCIUTYaTAIlMOHHBIMHU XapaKTEPUCTUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KHBAHHIO
MIPOU3BOJIUTEIIS,

63) cTpanbl pernoHa MexayHapoaHONW KOH(EPEHIINH M0 TAPMOHU3AIUN TEXHUIECKUX
TpeOOBaHMI K PETHCTpAIlUU JIEKAPCTBEHHBIX MpenapaToB I MEAUIIMHCKOTO TPpUMEHEHUS (
ICH) (AiCudiiu) — rocynmapcTBa, pEeryiasiTOpHbIe OpraHbl KOTOPBIX BXOJSAT B COCTaB
yupenurtenei u nocrossHubx uieHoB ICH (ctpansl EBporneiickoro corosa, Benukooputanus,
Coenunennsie llrarer Amepuku, Anonus, [seiinapus, Kanaga) (nanee — ctpansl peruoHa
ICH (A#CuDiiu));

64) uznenvs MEIUIIMHCKOTO HA3HAUYCHUSI — MaTepUAIIbl, U3/IETUs, PACTBOPHI, PEareHTHI,
KOMILJIEKTHI, HAOOPBI, UCIIOJIb3yeMbI€ JUIsl OKa3aHUS MEIUIIMHCKON MTOMOIIIM B COOTBETCTBHH C
(YHKIIMOHATBHBIM HA3HAYCHUEM U MHCTPYKIIMEH TPOU3BOIUTEIIS;

65) pedepeHTHOE IIEHO0Opa30BaHKNE HA U3JCIIH MEIUIIMHCKOTO HA3HAYCHUS - CHCTEMA
aHalln3a LEH Ha TOProBO€ HAMMEHOBAHUE W TEXHUYECKYI) XapaKTEPUCTUKY H3ICIUs
MEIUIMHCKOTO HAa3HAYEeHUs, OCHOBAaHHAs Ha MPEJCTABICHHBIX 3asBUTEJIEM II€HAX
npousBoauTes, B coorBeTcTBUM ¢ yciaoBusiMu DDP MHKOTEPMC 2020, ogHOTO U TOTO e
MPOU3BOJIUTEIIS OJTHOTO U TOTO K€ MEAUIIMHCKOTO U3JIENUS C YYETOM KOMIUIEKTHOCTH, BUJIA U
TUTIOPA3MEPHOTO pAJla, a TaKke PaKTUYECKOH IeHbI MocTaBoK B PecnyOnuky Kaszaxcran;

66) MeIMIIMHCKAsI TEXHUKA — anmnaparsl, IpuOopsl, 000pyA0BaHKE, KOMIUIEKCHI, CUCTEMBI,
MPUMEHSIEMbIE OTJEIBHO WJIM B COUYETAHHHM MEXKIY COOOUW i OKa3aHUs MEIUIIMHCKON
MOMOIIIM B COOTBETCTBUU C (PYHKIIMOHAJIBHBIM Ha3HAYEHHUEM M HKCIUTyaTallMOHHBIMU
XapaKTePUCTUKAMHU, YCTAHOBICHHBIMH MPOU3BOAUTENEM;

67) rocy1apCcTBEHHAsl yCayra - oJiHa U3 GopM peaan3aluu OTACIbHBIX TOCY1apCTBEHHbIX
(YHKIUA WM UX COBOKYIHOCTH, OCYHIECTBIISIEMBIX MO OOpalleHUI0 Wik 0e3 oOpalieHus
yCIIyromnojyyatesie M HalpaBlICHHBIX HAa peaJM3allMi0 UX IpaB, CBOOOJ M 3aKOHHBIX
HMHTEPECOB, MPEJOCTABICHHE UM COOTBETCTBYIOIIMX MaTEPUATbHBIX WM HEMaTepUAbHBIX
Ouar;

68) DKCHepTHBIA COBET TOCYJAapCTBEHHOM SKCIEPTHOM oOpraHuzanuu (gaaee —
DKCIEPTHBIN COBET) — KOJIJIETHAIbHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM 3KCIEPTHOM
OpraHU3allHU 110 PACCMOTPEHHUIO CIIOPHBIX BOMPOCOB B PE3yJIbTaTax IKCIEPTU3bI, OCHOBAaHUN
(mpuyKH) BBIJAYM OTPULATEIBHBIX 3aKIOUYEHHH O O€30IaCHOCTH, KadyeCTBE U



3¢ (PEeKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB M MEAUIMHCKUX HU3ACIUM U NPUHATHUIO
OKOHYATEJIBbHOI'0 PEIICHHUS, 32 UCKIIOUYEHHEM OTKa3a MO HAPYLIEHUIO CPOKOB KOMIIO3UTHOM
roCyJAapCTBEHHON YCIIYTH 3asBUTEIIEM;

69) Moziens — caMOoCTOsITENbHAS €AMHUIA MEAUIIMHCKOTO U3/IeTusl, UACHTU(PUIMPOBAHHAS
MPOU3BOAUTENEM MEAMIIMHCKOTO H3JCNUS ONMpPEleICHHBIM OyKBEHHBIM, HU(PPOBBIM HIIU
OYKBEHHO-IIM(POBBIM 0003HAUCHUEM;

70) nexapcTBeHHBIE IpenapaThl nepenoBoi tepanuu (nanee — JITIIT) — nexkapcTBeHHBIE
npenapaTbl MEIWIMHCKOIO IPUMEHEHMS, SIBISIOIIMECS JIEKaPCTBEHHBIMH IIpenapaTaMu
TeHHOW Tepanuu, Teparnud COMaTHYECKUMH KIJIETKaMH, TKaHEMHKEHEPHBIMH IpenapaTaMu
WM KOMOMHUPOBaHHbBIE IIPENapaThl AJIs epeJOBON Teparuu;

71) opdannslii (penkuil) JeKapcTBEHHBIM NpenapaT — JEKapCTBEHHbIA Mpenapar,
NpeAHA3HAYECHHBIA I JUArHOCTHKH, 3THONATOr€HETUYECKOIO0 WIIA IMATON€HETUYECKOTrOo
nedyeHus: opdaHHbIX (peAKUX) 3a00J€BaHMM, YACTOTa KOTOPHIX HE MPEBHIIACT O(QUIIMATIBHO
omnpenesnieHHoro ypoBHs B PecniyOnuke Kazaxcran;

72) mpoU3BOJCTBEHHAs IUIONIAJKa — TEPPUTOPHATHLHO OOOCOOJIEHHBIM KOMILIEKC
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, MEIULUHCKUX W3ACNIUNA, TpeIHa3HAYEHHBIN 115
BBIIIOJIHEHNSI BCEr0 IpoLEecca MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MEIHMIIMHCKHUX
W3JIEJIAA WA €T0 ONPEIEIEHHBIX CTaH;

73) ynoJIHOMOYEHHBIN MPEICTaBUTENb MPOU3BOAUTENS — IOPUINUECKOE WIH (PU3NIECKOE
JIMLO, 3aPETUCTPUPOBAHHOE B KAYECTBE MHJUBUAYAIBHOTO MPEANPUHUMATENS, SBIISIOLIEECS
pesunenToM Pecmy6muku KaszaxcraH, ynmogHOMOYEHHBIE JOBEPEHHOCTBHIO MPOU3BOAMUTENS
MEJIUIIMHCKOTO M3JENHsl TMPEACTABIATh €ro HMHTEpechl IO BOMpocaMm oOpalieHus
MEIUIIMHCKOrO u3fenuss Ha tepputopur PecnyOnukm KaszaxcTtaH B COOTBETCTBUHU C
JEHCTBYIONINM 3aKoHOaTeIbecTBOM PecryOnnku Kazaxcran B 00mactu 31paBoOXpaHEHUS;

74) 3asBUTENb — (PU3UUECKOE UM IOPUANYECKOE JHUI0, SBISIOIIEECS MPOU3BOIUTEIEM (
M3TOTOBUTENb) WIM MX MpPeACTaBUTENEM, pa3pabOTUMKOM, BIIAJENbIEM WIH JepKaTeIeM
PETUCTPALlMOHHOTO YJIOCTOBEPEHUS MJIM UX JOBEPEHHOE JIUIO, YIOJHOMOYEHHOE M0JaBaTh
3asBJICHUE, JOKYMEHTbl M MaTepHuanbl M BBIIOJHATH JAEHCTBUS, MNPEIyCMOTPEHHBIE
JOBEPEHHOCTHIO JOBEPUTENS HAa MPOBEACHHE HKCIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA H
MEJIULMHCKOIO0 H3JENus JJIs PEerucTpauuu, NepeperucTpauuy, BHECEHUsS H3MEHEHUU B
PETUCTPALIMOHHOE JI0ChE, MPABOMOYHOE MO/IABATh 3a4BJICHUS, TOKYMEHTHI U MaTepHabl IJIs
PEruCTpalvy LIEHBI WM NEPEPETUCTPALMU 3aPETUCTPUPOBAHHOMN LIEHBI HA JIEKAPCTBEHHOE
CPEICTBO WM METUIIMHCKOE U3JIeHe, MPO(heCCHOHATBHOM IKCIIEPTU3HL;

75) panuodapMalieBTUYECKUN JTE€KapCTBEHHbIA MTpenapar — JIEKapCTBEHHbIN Mpenapar,
coJiepKallliid B TOTOBOM ISl IPUMEHEHUS COCTOSIHUN OJIVH MJIM HECKOJIBKO PAJHOHYKIUAOB (
pPaJMOaKTUBHBIX HM30TOMOB) B KauyecTBE JIEHCTBYIOLIEr0 BEIIECTBA WM B COCTaBe
JNENUCTBYIOLIETO BEIIECTBA;

76) pedepeHTHBIE CTpaHbl — CTPAHBI €BPONEHCKOTO U IIEHTPATIbHO-a3MaTCKOTO PETHOHA,
MaKpO3KOHOMUYECKH cornocTaBuMmble ¢ PecnyOnukoil Kazaxcran, oTHocsmuecs K rpynmne



CTpaH BBICOKOTO, BBIIIE CPEJHEr0 WM HUXKE CPEIHET0 YPOBHSA J0XOJOB, COTJIACHO
Kiaccupukanuu BcemupHoro 6aHka 1mo OIEHOYHOMY YPOBHIO BaJIOBOI'O HAI[MOHAJIBHOTO

JI0X0Jla Ha JAYIIy HACEJICHHS, U3 KATEerOpUHM KPEeAUTyeMbIX MeXIyHapOJHBIM OaHKOM

PEKOHCTPYKIIMU U pa3BuTus (Azepbaitmxkan, benapyce, bonrapus, Benrpus, Keiproizcran,

[Tompmra, Poccust, Cnoenus, Typrus, Y30ekucran);

77) pedepeHTHBIN JeKapCTBEHHBIN MpernapaT — JICKApCTBEHHBIM Tpernapar, KOTOPbIi
UCIIOJIB3YETCSl B KAuyeCTBE Ipernapara CPaBHEHUS U SBISIETCA 3TaJOHOM, MO KOTOPOMY
OTpeNeNsItOTCs (HOPMUPYIOTCS) CBOMCTBA JICKAPCTBEHHOTO MpErnapara;

78) Haasexkanas IpoOU3BOICTBEHHAS IPAKTUKA — COCTABHAS YacTh CUCTEMBbI 0OECTICUCHHUSI
KauecTBa, rapaHTUPYIOLIasi MPOU3BOACTBO U KOHTPOJIb KAUECTBA JICKAPCTBEHHBIX CPEJCTB 10
CTaHJapTaM B COOTBETCTBHUM C UX IpeJHA3HAYECHUEM U TPEeOOBAHUAMH PETUCTPALMOHHOTO
TI0ChE;

79) TUNOpa3MEPHBINA psI — PAIl U3JEITUN, U3TOTOBIECHHBIX U3 OJIHOPOJHOTO CHIPHS C
o0muMH (U3UKO-XMMUYECKMMHU CBOMCTBAMU MO OOILIEMY TEXHOJIOTMYECKOMY MpOLECCY,
UMEIOINE eMHOEe (PYHKIMOHATBbHOE Ha3HAYEHHWE U MPUMEHEHUE, OTIUYAIOUIUECs TOJIBKO
pasmMepamMu U (Wiau) o0ObeMoM W (WJIM) IIBETOM, B COOTBETCTBHUU C JIOKYMEHTAaIUEH
IIPOU3BOAUTEIS;

80) perucTpaloHHOE J0ChE€ — KOMIUIEKT JTOKYMEHTOB U MaTE€pUalIOB YCTaHOBJIECHHOTO
COJIEpKaHMUsl, MPEJICTABISIEMBIN K 3aBJICHUIO HA SKCIIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA WU
MEIULUHCKOTO U3EINHS;

81) nepkarenp perucTPALMOHHOIO YJIOCTOBEPEHUS — FOPUINYECKOE JIULIO, SBIIAIOIIEECS
pe3uaeHToM uiu HepesuaeHToM PecnyOnuku Kazaxcran, Ha MMS KOTOPOTO BBIJAHO
pPErHCTPAllMOHHOE YAOCTOBEPEHUE HA JIEKAPCTBEHHBIN MTpenapar;

82) 3aperucTpupoBaHHas 1ieHa JJI1 ONITOBOW U PO3HUYHOW peau3aliy, a TAaKKe B paMKax
rapaHTUPOBAHHOTO 00beMa OECIUIaTHOM MEJUUMHCKOW MOMOIIM U (WJIH) B CHUCTEME
00513aTeIbHOTO COLIMAJILHOTO MEIULMHCKOIO CTPaxOBaHUS — pacueTHas 0a3oBas 1I€HA Ha
TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB I POPMUPOBAHUS MTPEACIbHON LIEHBI Ha
TOPrOBO€ HAMMEHOBAHHWE JJIsI ONTOBOM M PO3HUYHON peanu3aluu, a TAaKKe B paMKax B
paMKax TapaHTUPOBAHHOTO 00ObeMa OeCIIaTHON MEIMIIMHCKON MOMOIIHN U (WJIH) B CUCTEME
00s13aTEPHOT0 COLMAIBHOTO MEAMIMHCKOIO CTPaxOBaHMS, COCTOAIIAS M3 LIEHBI
IPOU3BOIUTEIS;

83) wuccrenoBaHWE SKBUBAJIEHTHOCTH — MCCIEIOBaHUE, KOTOPOE OMpENeNseT
HKBUBAJIEHTHOCTh MEXJy T€HEPUKOM M OPUTHHAIBHBIM (pedepeHTHBIM) JEKapCTBEHHBIM
CpPEJCTBOM TPH HCMOJIb30BAHUM HUCCIEIOBAaHWM WH-BUBO (BHYTpH OpraHusma) u (W)
WH-BUTPO (BHE OpraHu3Ma);

84) snexTponHas mudposas noanuck (nanee - J1II) - Habop PIEKTPOHHBIX HMUPPOBBIX
CHUMBOJIOB, CO3JJaHHBINA CPEJCTBAMH AJIEKTPOHHOU ITUGPOBOM MOAMKUCH U MOATBEPKAAIOIINIA
JOCTOBEPHOCTh DJJIEKTPOHHOT'O JIOKYMEHTA, €ro NPUHAMJIEKHOCTh M HEU3MEHHOCTh
CoJlep KaHus;



85) dapmaneBTudeckas cyOcranmus (akTuBHas (papmarieBTUUecKas CyOCTaHIIUS) —
JEKapCTBEHHOE CPEJCTBO, TMpeAHa3HAYECHHOE Il MPOU3BOJCTBA W HM3TOTOBJICHUS
JIEKapCTBEHHBIX MPENapaToB.

I'maBa 2. Tlopsimok okazaHWA rOCyJapCTBEHHOM yCIyTH "JKCIIepTH3a, pErACTpaIy,
HepEepPEerHCTpaIya, BHECCHUE H3MEHEHHH B PETHCTPAIMOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA
AT MeJUIMHCKOTO W3/IeJHs U PETHCTPaIis IeHEl, BHECEHHE H3MEHEHHS B [IeHy IPOU3BOUTEIL,
a Taxke popmupoBarma Ka3zaxcTaHCKOro HaIMOHAILHOTO JIEKapCTBEHHOTO opMyIispa”

13. JInsa nonmydenus rocygapctBeHHOl yciyru "[lopsiiok okazaHus rocyJapCTBEHHOMN
ycayru "OKCOepTu3a, PErucTpanusi, Iepeperucrpanus, BHECEHHUE HW3MEHEHHH B
PETUCTPALlMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA WJIM MEIUIUHCKOIO W3JIEIUS U
perucTpanus 1eHbl, BHECEHNE U3MEHEHUS B IIEHY MPOU3BOIUTENS, a Takke (hOPMUPOBAHUS

nn

KazaxcTaHCKOro HallMOHAJIBHOTO JIEKapCTBEHHOTO opMyisipa™" (gajee — rocygapcTBeHHas
yciayra) 3asBUTENb (fajgee - YCIyromojydarelib) 4epe3 WH()OPMAIMOHHYIO CHUCTEMY
YIOJIHOMOYEHHOTO OpraHa MoAaeT 3asBieHUE M0 (opMe, COrNIACHO MpUIoKeHusM 1 u 2 K
HactosimiuM [IpaBuinam, nmoanucannoe DIl ycmyromonmywaTens WIM YIOCTOBEPEHHOE
OJIHOPA30BbIM TMapoJieM, NpPU pPETrHCTpalid W TOAKIIOYEHUsS aOOHEHTCKOro HOoMepa
YCIIyTOMNOJIyYaTess, IPEeaOCTaBIEHHOIO ONEPaTOPOM COTOBOM CBA3U, K YYETHOM 3alUCHU
MH(OPMAIIMOHHON CUCTEMBI YITOJITHOMOYEHHOT'O OpraHa.

14. HaumeHoBaHME TOCYJAapCTBEHHOMN YCIyrd, HAMMEHOBAHUE YCIIyrOJaTeNsl, CIIoCOObI
MPEAOCTABICHHS, CPOK OKa3zaHus, GopMmy, pe3yibTaT OKa3aHUs TOCYJapCTBEHHOM YCIyTH,
rpaduk paboThl ycayroaaresns U 00beKTOB HH(MOPMAIINH, TEpeYeHb JOKYMEHTOB U CBEACHUH,
UCTPeOyEeMBIX Yy yCIIyTOMOMyYaTeNsl Ui OKa3aHUsl TOCYJapCTBEHHOM YCIyTy, OCHOBAHUS IS
OTKa3a B OKa3aHWU TOCYyAapCTBEHHOM YCIIyTM, yCTAaHOBJIEHHbIE HacTtosAmnmu lIpaBunamu
IIPUBEJEHBI B IEPEYHE OCHOBHBIX TPEOOBAHUM K OKa3aHUIO TOCYAApCTBEHHOW yCIyru (aaiee
— TpeOOBaHUS K OKAa3aHUIO TOCYJApCTBEHHOM YCIyTH) COTJIACHO NPUJIOXKEHUIO 3 K
HactosiuM [IpaBuiam.

[Ipu 3TOM, yCimyromoiay4yaTeiab BEIOMpPAET BCE BUJIBI YCIIYT, BKIIOYEHHBIX B KOMIIO3UTHYIO
rOCyAapCTBEHHYIO YCIYTY, TUOO MO OTAEIbHOCTH.

15. YcnyrononydaTenb AaeT COTJIacMe Ha MCIOJIb30BAHUE CBEJACHUM, COCTABIIAIOIINX
OXpaHAEMYI0 3aKOHOM TailHy, COJEpXKalluxci B HUHPOPMAIMOHHON CHCTEME
YIIOJJHOMOYEHHOI'O OpraHa, INPHU OKa3aHUM TIOCYJApCTBEHHOM YCIyI'H, €CIM HHOE HE
npenycMoTpeHo 3akonamu PecnyOnuku Kazaxcras.

16. Ycnyronarenu moiydaroT HudpoBbie JOKYMEHTHI U3 CepBHCa HU(POBBIX TOKYMEHTOB
yepe3 pealM30BaHHYK HMHTETPALMI0 MPU YCIOBHM COTJacusl BJAJENiblla JOKYMEHTa,
MPEAOCTABIEHHOIO IOCPEACTBOM 3apPErMCTPUPOBAHHOTO B HH(GOPMALMOHHOM CHCTEME
YIOJHOMOUYEHHOTO opraHa aOOHEHTCKOTO HOMEpa COTOBOM CBSI3M IOJIb30BaTENs IyTEM



nepeaayu OJIHOPA30BOTO TMApOJsd WM MyTEM OTIPAaBJICHHUS KOPOTKOTO TEKCTOBOTO
COOOIIEHUsT B KayecTBE OTBETa HA YyBEJAOMJICHHWE U3 HH()POPMAIIMOHHON CUCTEMBI
YIOJIHOMOYEHHOT'0 OpraHa.

17. Ilpu oOpaleHuu ycCayromojydaressi Mocjie OKOHYaHus pabouero BpeMEHH, B
BBIXOJ/IHBIC U MPa3AHUYHBIC JHU COIJIACHO TPYJIOBOMY 3aKOHOJIATENIbCTBY, IPUEM 3asBICHUN
U BBIJIa4a PE3YJbTATOB OKA3aHUS FOCYAAPCTBEHHOM YCIYTW OCYIIECTBISETCS CIIECIYIOIINM
pabouuM JTHEM.

18. I1pu npenocTaBiIeHUH YCIYyTrOnoy4yareseM MOCpeICTBOM HH(POPMAITMOHHOM CUCTEMBI
YIIOJTHOMOYEHHOTO OpraHa JIOKYMEHTOB, MPEIyCMOTPEHHBIX TPpeOOBAaHHEM K OKAa3aHUIO
roCyJapCTBEHHON YCIIYTH, B "THYHOM KaOMHETE" yCIyromoayJdaTess 0TOOpakaeTcs CTaTyc o
MIPUHATHY 3aBJICHUS JJIsl OKa3aHUs FOCY1apCTBEHHOMN YCIIyTH.

19. YcnyromomydaTens oOecreuynBaeT AOCTOBEPHOCTH, MOJTHOTY M COJICPIKAHHE
IPENOCTABIEHHBIX JIOKYMEHTOB B COOTBETCTBUU C JECHCTBYIOIIMM 3aKOHOJATEIBCTBOM
PecnyOnuku Kazaxcran u Hactosimiumu [lpaBunamu. IlpenocraBnenue yciyromnoiydyaTeiaemM
HEJJOCTOBEPHBIX JAHHBIX ABJISETCS OCHOBAHHMEM JIJI OTKAa3a B OKa3aHUM T'OCYJapCTBEHHOMN
YCIIyTH.

20. B ciayyae mojiydeHHMsl YCIYrOINOJy4yaTelieM MUCbMEHHOTO OTKa3a B OKa3aHUU
rOCYJIapCTBEHHOM YCIyTH, MPOU3BEJICHHASI UM OIlIaTa HE BO3BpaIllaeTCsl.

21. ITo pe3ynbTaTamM OKa3zaHUsl TOCYJAPCTBEHHOM YCIYTd yCIyrOmOJy4aTeat0 BbIIAETCs
OJIMH U3 JOKYMEHTOB, IPEAYCMOTPEHHBIX NMPUIIOKEHUAMH 4, 5, 6, 7 u 8 HacTosimux [IpaBui
WM MOTHBHPOBAHHBIM OTKa3 B OKa3aHWM TOCYJAapCTBEHHOW YCIyru, mo Qopmam
NpeayCMOTpEeHHbIM mnpuioxkeHusiMu 9, 10, 11 u 12 wHacrosuux IIpaBun, koTopsie
HaIpaBJISIIOTCA B "MWYHBIN KaOUHET" yciayronoiyyaTtess B popMe 3JEKTPOHHOTO IOKYMEHTA.

22. Cpok okazaHus roCy1apcTBEHHOM ycnyru He npeBsimaer 100 (cto) pabounx aHEH.

B cpoku okazaHusi rocyJapCTBEHHOM YCITyTH HE BXOJIUT:

1) BpeMsi BOCIIOJIHEHUSI HEKOMIUJIEKTHOCTH PETUCTPALIMOHHOTO JIOCHE;

2) BpeMsi PeIOCTABIICHUS YCIYTOINOIydaTesieM JOKYMEHTOB U MaTepUalioB MO 3ampocy
Ha JIIOOOM M3 3TAIoOB YKCIIEPTU3HI;

3) BpeMsi opraHu3alvy U MPOBEACHUS MHCTICKIIUU.

Ycenyrononyyarens B Teuenue 30 (Tpuamnath) pabodux JHEW CO JHS MOJy4YEHUS
yBEJOMJICHHS 0 HEOOXOIUMOCTH MTPOBEACHUSI MHCIIEKIIUU MPEAOCTABIISAET MUCbMO O COTJIACHH
U IPEJOCTABISET B TOCYAAPCTBEHHYIO SKCIIEPTHYIO OPraHU3aIMIO 3asBJICHUE O MPOBEACHUU
MHCIIEKILIHH.

[1poaomKUTENbHOCTh OpPTaHU3alMU U MPOBEJACHHUS WHCIEKIIMU MPOU3BOJICTBA HE
npesbimaet 90 (eBSIHOCTO) padounx JHEH CO JHS MOAA4YH YCIyTOMmoaydaTelieM 3asBICHUS Ha
IPOBEJEHUE NHCIIEKIINH.

4) opraHuzanus 1 IpoBeJeHrne DKCIEPTHOTO COBETA, MPOJOJIKUTEIIbHOCTh OpTraHU3aluU
U TIPOBEAEHUS DKCIEPTHOTO COBETa He npeBbiiaeT 30 (TpuauaTh) KaleHIapHbIX JHEW CO JHS
YBEJIOMJICHUS 3aBUTENS O BRBIHECEHUU MAaTEPUATIOB Ha DKCIEPTHBIN COBET;



5) coriiacoBaHus yCIYTrONOIy4aTeIeM UTOTOBBIX JOKYMEHTOB.

23. XKanoOa Ha pelieHue, AeicTBUs (0€3eHCTBUSA) yCIyTroAaTeNsl 0 BOIPOCaM OKa3aHUs
roCyJapCTBEHHOW YCIyTrd MOXET OBITh TOJJaHa Ha WM €ro pPYKOBOJUTEIs, B
YIOJIHOMOYEHHBINA OpraH M0 OIEHKE U KOHTPOJIIO 32 KaUeCTBOM OKa3aHUsI TOCYIapCTBEHHBIX
YCIIYT B COOTBETCTBHH C 3aKOHOIaTeILCTBOM Pecmyonuku Kazaxcran.

B cnyuae moctymieHus xajnoObl B COOTBETCTBUM C MyHKTOM 4 crtaThu 91
AJIMHUHUCTPATUBHOIO MpOILEAYpHO-IpoLeccyalbHoro konaekca PecnyOonuku Kazaxcran (
nanee - AIIIIK PK) ycnoronareneM HampapiseTcs B OpraH, pacCMaTpPHUBAIOIINMA kalo0y B
TeueHue 3 (Tpex) pabouux gHEH O AHS €€ MOCTYTUICHHUS.

Kanoba ycnyroaarens He HANPaBJISETCs B OpraH, pacCMaTPHUBAIOIINN Kallo0y B CiTydyae
MIPUHATHUS 0JaronpUsiTHOTO aKTa, COBEPIICHUS] aIMUHUCTPATUBHOIO JCHCTBUS, TTOJHOCTHIO
YIOBJIETBOPSIONINE TPEOOBaHUS, YKa3aHHBIE B JKaJI00€.

24. Xanoba ycimyromoiaydaTeiis B COOTBETCTBUM C MYHKTOM 2 cTaTbu 25 3akoHa
MOJIEKUT PaCCMOTPEHHIO:

yCIIyrojiaTesiem - B TeueHue 5 (msatu) pabounx JHEH co JHS €€ perucTpaluy;

YIIOJHOMOYEHHBIM OPraHOM IO OLEHKE M KOHTPOJIO 33 KaueCTBOM OKa3aHMS
rOCyJapCTBEHHBIX YCIyT - B TeueHue 15 (maTHaaiaTi) pabounx JHEH Co THA €€ perucTpaluu

25. Cpok paccMOTpeHHUsI Kaji00bl yCIyroaareaeM, YIOJTHOMOYEHHBIM OPTaHOM I10 OLICHKE
U KOHTPOJIIO 32 KaYE€CTBOM OKa3aHHUs I'OCYIapCTBEHHBIX YCIYyT B COOTBETCTBUH C IMMyHKTOM 4
crathu 25 3akoHa mpojieBaeTcs He Oosiee yem Ha 10 (mecsaTh) paboumx HHEH B Ciiydasx
HEO0OXOIUMOCTH:

1) mpoBeaeHUs JOMOIHUTENBHOTO U3YUYEHHSI WIIH MIPOBEPKU T10 Kao0e MO0 IPOBEPKH C
BBIE3]IOM Ha MECTO;

2) MOay4eHUs JOTOJHUTEIbHOU HH(pOpMAITUH.

B cnyuae npoasieHns cpoka paccCMOTPEHHUs KaJloObl JOKHOCTHOE JIUI0, HAJEIEHHOE
MTOJTHOMOYHSIMH TI0 PACCMOTPEHUIO kajno0, B TeueHue 3 (Tpex) pabodyux gHEH C MOMEHTa
IPOJUICHHS] CPOKA PACCMOTPEHHUS KaloObl cOOOIIaeT B MUCbMEHHON (QopMme (Mpu mojaue
XKajoObl Ha OyMa)KHOM HOCHUTEJIC) WIJIM JJIEKTpOHHOU Qopme (mpu mojaye >KajoObl B
AJEKTPOHHOM BHJI€) YCIYrONOJYy4YaTeso, IOJaBIIEMy Kajlo0y, O MNpOIJIEHUU CpOKa
pPaccMOTpEHHUs Kalo0bl ¢ YKa3aHUEM PUUYUH MTPOJIICHUS.

26. Ecniu nHOe He npeaycMoTpeHo 3akoHamu PecnyOnuku KazaxcraH, o0xanoBaHue B
CyJlle JOIyCKaeTcs IMocie 00KaloBaHUS B aJMUHUCTPATUBHOM (JOCYJEOHOM) MOPSIKE B
cooTBeTCTBUM ¢ MyHKTOM 5 crathu 91 AIIIIK PK.

I'nasa 3. IIopsnok mpoBeNeHAS SKCIIEPTH3EI, PETHCTPALAH, IEPEPETUCTPAIAN, BHECEHUT
M3MEHEHHIA B PETHCTPANMOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA, PErACTPALIIH IEHE M BHECCHHS
W3MEHEHHs B TICHY TPOU3BOANTEIS JICKAPCTBEHHOTO CPEICTBA

27. DKcnepTu3a JeKapCTBEHHOTIO CPEACTBA COCTOUT U3 CIEAYIOIIUX ITAMOB:



1) HauanpHas SKCIIEPTU3A;
2) crienuaan3upoBaHHAas IKCIIEPTU3a;
3) naGopaTopHbIC UCIIBITAHUS.

28. Jlnsg mpoBeaeHUs dKCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB MPU UX T'OCYIapCTBEHHOU
pPErUCTpAllMM U TEePEePETUCTpPAIlUU YCIAYTONoJydyaTellb MOCPEACTBOM HHGPOPMALIMOHHOMN
CUCTEMBI YIIOJIHOMOYEHHOI'O OpraHa MpeJa0CTaBIISIET CIEAYIOIINE JOKYMEHTHI:

1) 3asiBieHME HA TPOBEACHUE IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA (Jajee — 3asBICHUE)
B DJIEKTPOHHOM BUJIE 0 (popme cornacHo npuioxkeHuto 1 k Hacrosum [IpaBunam;

2) perucTpalMoHHOE JOChe B 3JEKTPOHHOM BHUJIE B (popMare MeXKIIaT(GOpPMEHHOTro

anekTpoHHoro gokymenta ("pdf" dopmar):
MepeueHb JOKYMEHTOB, MPEIOCTABISIEMbIX [JII IKCHEPTHU3bl MPOU3BOIUTEIISIMU
Pecny6mmuku Kazaxcran mo ¢opme cornacHo npuitokennio 13 k Hacrosum [IpaBumam;
nepeveHb IOKYMEHTOB, IIpeiocTaBisieMbIX B popmare OOIIEro TeXHUYECKOTo JOKYMEHTa
, Io (hopMe cornacHo npuiioxkeHuto 14 k Hactosimum [IpaBuiam;
3) cBeneHus, MOATBEPKIAOUINE OIUIATY YCIYTONOJy4yaTelleM Ha pPacueTHBIM CUET
roCyJIapCTBEHHOM 3KCIIEPTHON OpraHU3allid CYMMBI JJIsl TPOBEACHUS SKCIIEPTHU3HIL;

4) oOpa3iibl JIEKapCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00pa3Ibl XUMUYECKUX BEIIECTB,
CTaHJapTHbIE 0O0pa3lbl OWOJOTMYECKUX JIEKAPCTBEHHBIX MpPEnapaToB, TECT-IITaMMBbI
MHUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, B KOJHUYECTBAX, JOCTATOUHBIX ISl TPEXKPATHBIX
7a00paTOPHBIX UCIBITAHUN U Bepu(UKAIUN AHATUTUYECKUX METOJIUK KOHTPOJISI KauecTBa ¢
OCTaTOYHBIM CPOKOM T'OJTHOCTH HE MeHee 9 (AeBATH) MeCSIEB (32 UCKIIOUCHHEM CIy4aeB, HE
TpeOYIOIKX MPOBEACHUS J1a00PATOPHBIX MCTBITAHUMN), a TAKXKe CIeU(PUUIECKUE PEareHThl,
pacxoJHble MaTepuajbl, MPUMEHSIEMble NPU MNPOBEACHUHU JIAOOPATOPHBIX HCIHBITAHUN
JIEKaPCTBEHHBIX CPEACTB, 00pa3Ilbl JIEKAPCTBEHHBIX CPEJCTB, COAEp Kallie HAPKOTUYECKHE
CpeACTBa, MICUXOTPOMHBIE BEIIECTBA U MPEKYPCOPHI, a TaAKKE TPEOYIOIIUE OCOOBIX YCIOBUM
XpaHEHHs (TeMIepaTypHBI pPEXUM, BIAXKHOCTBH) YCIYronojgydaTelb MpPElOCTaBIsAET B
TedeHue 2 (nBa) paboumx AHEM ¢ MOMEHTa MOJA4Yu 3asBJICHUS HAPOYHO IO aAKTY
npueMa-tiepeayl B HCTIBITATEIBHYIO J1a0OpPaTOPHUIO TOCYAapPCTBEHHOW JKCIIEPTHOM
OpraHU3aluu.

[Ipu nepepeructpanuu JEKAPCTBEHHBIX CPEACTB MpPENOCTaBICHHE 00Pa3IOB,
IPEyCMOTPEHHBIX JAHHBIM IIYHKTOM HE TpeOyeTcs.
5) nepeyeHb NPeaOCTABISIEMBIX MATEPUATIOB PETUCTPAITMOHHOTO JOChE B 3aBUCUMOCTHU OT
THUIIA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MpUIOKEeHUIO 15 Kk HacTosmuM [IpaBunam.

[Ipu mpoBeneHUN IKCHEPTU3BI JEKAPCTBEHHBIX CPEJICTB MO COBMECTHOM Mpolenype
peructpauuu ¢ BcemupHoll opranusanueil 3apaBooxpaHeHus (maimee - BO3)
yCIIyTOIOIy4aTeNb MPEJOCTABISIET IOKYMEHTHI, MPEyCMOTPEHHBIE B MOANMYHKTaxX 1), 2) u 3)
Hacrosiero nmynkra [IpaBui, a Takxe:



nucbMo ot BO3 o corimacum B NpeAOCTaBIEHUU JAOCTylla K MaTepuhaiam
PErMCTPALIMOHHOTO JJOChE U IKCIEPTHOMY OTUETY IO OLIEHKE U OTYETaM (papMalieBTHUYECKUX
WHCIICKIUA;

JeKIapaluio 00 UACHTUYHOCTU (OJHH U TE € MPOU3BOACTBEHHBIE TUIOLIAJAKNA aKTUBHON
(dhapMarieBTHYECKON CyOCTAaHIIMM W TOTOBOTO TpemnapaTa, WICHTHUYHBIA KAYECTBCHHBIA U
KOJIMYECTBEHHBIM COCTAaB JIEKAPCTBEHHOTO Mpemnapara) perucTpallMoOHHOTO J0Che
3asiBJIEHHOT'O JIEKApCTBEHHOTO IpenapaTa npexkpaiupuurpoBanHomy BO3 nexkapcTBeHHOMY
npenapary Wik 0JI00pEeHHOMY PETYJISITOPHBIM OPTaHOM CO CTPOTOM PETyJISATOPHOM CHCTEMOMN
(SRA) (CIIA, EC (EMA), Benukobpuranusi, SAnonus).

29. Ilpu BHecenuu n3MeHeHui tuna [A yciyromnonydarenb NPEACTABISET 3asiBICHUE 1O
dbopme cornacHo npuiioxkeHuto | k Hactosmum [IpaBuimaM M JAOKYMEHTBI COTJIACHO
npuioxenuto 16 k HacrosiuuMm [IpaBunam.

VYemyronoiyyaTenas W3BEIIAET TOCYAAPCTBEHHYIO DKCIEPTHYIO OPTaHU3AIMIO B CIIy4ae
u3MeHeHust tuna [A, TpeOyrolero HeMeJIEHHOTO HM3BEUIEHUS C LEJbI0 HENPEPBIBHOTO
KOHTPOJISI JIEKAPCTBEHHOT'O CPEJICTBA.

Jlep>KaTenb peruCTPallMOHHOTO YIOCTOBEPEHHS B paMKaxX OJIHOTO 3asIBJICHUS YKA3bIBAET O
HECKOJbKUX HECYIIECTBEHHBIX U3MEHeHusix Tuna [A, Kacaromuxcss OJHOr0
PETUCTPALMOHHOTO yAOCTOBEPEHMUS.

B cnydae BHeceHUs U3MEHEHHM, TPEOYIONUX U3MEHEHHS JaHHBIX PETHCTPAIIMOHHOTO
YIAOCTOBEPEHUSI, TOCYJApCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPALUOHHOE
YAOCTOBEPEHUE O IPEKHUM HOMEPOM HA OCTATOYHBIM CPOK JEUCTBUSI PErUCTPALMOHHOIO
YAOCTOBEPEHHUS.

30. IIpu BHeceHnn n3meHeHnii tumna Ib ycimyromnomydarens NpeacTaBisIET 3asABICHUE 110
dbopme corinacHo mnpuiioxkeHuto 1 k Hacrosmum [IpaBumaM UM JOKYMEHTBI COTJIACHO
npuiokeHuto 16 xk HacrosmuMm [IpaBunam.

JlepkaTtenu pPErucTpalMOHHOTO YJIOCTOBEPEHHUS B paMKax OJHOIO 3asBJICHUS
YBEIOMIIIFOT O HECKOJIBKMX M3MEHEHMAX Thna Ib, Kacaromuxcs 0OJHOr0 perucTpanoOHHOrO
YIOCTOBEPEHHUS], WU CTPYNIIUPOBATH OJTHO WIIM HECKOJBKO M3MeHeHur tuna Ib ¢ npyrumu
U3MEHEHUSIMH TUNa [A, CBSI3aHHBIMU C OJHUM PETUCTPALMOHHBIM YIOCTOBEPEHUEM, NPH
YCJIOBUH, YTO TaKasi TPyNIIMPOBKA COOTBETCTBYET yCIOBUAM, IIEPEUYNCICHHBIM B IIPUIIOKEHUN
16 x HactosiuMm [IpaBuiiam.

B cnydae BHeceHUs U3MEHEHM, TPEOYIOUMX U3MEHEHHS JaHHBIX PErHCTPALIMOHHOIO
YIAOCTOBEpPEHUsl, T'OCYJapCTBEHHBIM OpPraHOM BBIJAETCA HOBOE PErUCTPALMOHHOE
YAOCTOBEPEHUE O IPEKHUM HOMEPOM HA OCTATOUHBIM CPOK JEMCTBUSI PErUCTPALMOHHOIO
YIAOCTOBEPEHUS.

31. B cnyuae BHeceHnusi usMeHeHus tumna Ib, Biekymero 3a co0oil apyrue
rocieioBaTenbubie u3MeHeHus tumna [A u tuna Ib, momaeTcsa onHO 3asBiIeHUE, COAEpKaLIEe
BCE MOCIEN0BATEIbHBIE U3MEHEHUS ThNA [.



32. B cayvae BHeceHUs 3HAUYMTEIbHBIX M3MeHeHuW Tuna Il yciyromonyuarenb
MIPEJICTABIISIET 3asBJICHUE MO (opMe CoriacHO MpuiokeHuto 1 k Hacrosmum [lpaBuiam u
JOKYMEHTBI COTJIACHO MpuiIokeHuto 16 k HacrosmuMm [IpaBunam.

3asBIICHUE COACPKUT OJHO M3MeHeHue tuna II. B ciyyae BHECEHUS HECKOJIBKUX
n3MeHennit tuna II, ornensHOe 3asBiIeHHE MOMAETCA OTHOCUTEIBHO KaXJI0r0 U3MEHEHMUS,
KQ)KJI0€ 3asIBJIEHUE COAEPKUT CChUIKH Ha APYroe 3asBJIICHUE;

B cnyuae ecnu n3amenenue tumna Il npuBOaUT K APYTUM MOCIEI0OBATEILHBIM U3MEHCHUSIM
tuna I, 0gHO 3asBI€HUE BKIIOUAET BCE MOCIEA0BATEIbHBIE U3MEHEHUSI BMECTE C OITMCAHUEM
COOTBETCTBUI MEXK]ly TAKUMH MOCJIEA0BATEIbHBIMU U3MeHeHUsIMU Tuna 1.

B cnyudae ecnu usmenenue tuna Il npuBoauT K APYrUM MOCIEI0BATEBHBIM U3MEHCHUSAM
Thna [, 0IHO 3asBJIEHUE BKJIIOYAET BCE MOCIIEA0OBATEIbHBIE U3MEHEHHSI BMECTE C OITMCAHUEM
COOTBETCTBHUM MEXK]ly TAKUMH NOCJIEA0BATEIbHBIMU n3MeHeHns MU Tina [ u I1.

ITogaua 3asiBIeHUs Ha SKcHepTU3y BHeceHus u3MeHenui tumna IA, Ib, II B
PETUCTPALIMOHHOE JIOChE OCYIIECTBISETCS YCIyromnojy4aTeiaeM B TeueHue 3 (Tpu) MecsleB
NOCJIE YTBEPKACHUS BHOCHMBIX HU3MEHEHUN B CTpaHE MNPOU3BOAUTENS WM JepKaTems
PETUCTPALMOHHOIO YI0CTOBEPEHHS.

33. Ilpu BHeceHUU U3MEHEHUM, TPEOYIOMUX HOBOW PETUCTPAINH JICKAPCTBEHHOTO
npenapara, yCIyronojiydaTesab MPpeACTaBIseT 3asBIeHUE 10 (hopMe COTJIACHO MPUIIOKEHHUIO |
K HactosiuM [IpaBuiiam ¢ ykazaHueMm Tuna npoueaypsl "peructpauus”’ U JOKYMEHTHI
cornacHo npunoxeHusMm 13 unum 14 k HacrosamuMm IIpaBunam, a Takke CBEACHHS,
MOJTBEPKIAOMINE OIUIATY YCIyTromoJaydaTesleM Ha pPacyeTHbIM CYET TOCYyIHAapCTBEHHOU
AKCHEPTHOM OpraHU3alMy CyMMBI JJIS IPOBEICHUS SKCIIEPTU3bI IIPU PETUCTPALIUH.

34. YckopeHHas dKCIepTu3a JEKapCTBEHHBIX CPEICTB OCYLIECTBISIETCSA IO PEIICHUIO
YIIOJJHOMOYEHHOT'O OpPraHa Y MPOBOJUTCS B CIIy4asiX:

1) npenHa3HayeHUs JIEKAPCTBEHHBIX CPEJICTB JJI MPODUIAKTUKY, JICUCHUS], TUATHOCTUKHU
peaKux 3a00JIEBaHMIA;

2) BO3HUKHOBEHUS U YCTPAHEHUU TMOCJIEJACTBUM SMUACMUU, TTAHIEMUU UH(EKIIMOHHBIX
3a0oeBaHul (JIEeKapCTBEHHBIC TIPEMapaThl ITHOMATOTCHETHYECKOW Teparuu, MPUMEHSIEMbIC B
HKCTPEHHBIX CUTYAIUSIX B OTBET Ha YTPO3bl 3J0POBBIO HaceNeHus (aHAEeMUH) U BKIIOUEHHBIE
B KJIMHUYECKHUE TPOTOKOJIbI JICUCHUS,

3) BOEGHHBIX JNEWCTBUW W JUKBUJIAUHUM HUX IOCIEACTBUMN, BO3HHUKHOBEHWUS,
NPEeAYNPEXKACHUS W JUKBUIAIMH TOCIECACTBAN YPE3BBIYAWHBIX CHUTYalUH, YTPO3bI
BO3HHKHOBEHHUS, PACIIPOCTPAHEHHUSI HOBBIX 0CO0O0 OIMACHBIX MH(PEKIMOHHBIX 3a0071€BaHUN U
JMKBUAAIMU UX MOCIIEICTBUI;

4) mpegHa3HAYEHUsI JIEKAPCTBEHHOTO Mpernapara, HHOCTPAHHOT'O MPOU3BOIUTEINS, JJIs
TpaHc(epa TEXHOJOTHI Ha MPOW3BOACTBEHHYIO IUJIOIIAJKY Ha TeppuTopun PecmyOnuku
Ka3zaxcran.

[Ipu mpoBeneHnH YCKOPEHHOM IKCIIEPTU3bI HE CHUXKAIOTCS TpeOoBaHUs K O€30MacHOCTH,
KadyecTBY U 3(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPE/ICTB.



35. CoBmectHasa mnpoueaypa peructpanuu ¢ BO3 mpoBoauUTCA NpU SKCIEPTU3E
JIEKApCTBEHHBIX CPEJCTB, B paMKax MPOLEAYpbl NMpeKBaATU(UKAIMU U (WIH) TPOIETYpPHI
MIPU3HAHUS JIEKAPCTBEHHBIX MPENapaToB, OJOOPEHHBIX PETYJSITOPHBIM OPTaHOM CO CTPOTOM
perynsaropHoit cuctemoit (SRA) (CIIA, EC (EMA), Kanana, IlIBeiiniapus, BeaukoOpurtanus,
ABcTpanud, SInNoHUS) U OCYLIECTBISAETCA B COOTBETCTBUM C npuiioxeHusamu 8 u 11 Cepun
Texuunueckux noknagoB BO3, Ne 996, 2016 r. "[Ipouenypa COBMECTHON PErUCTPALIIU MEXIY
IpynIoi no npeaBapuTesbHON olleHke BecemupHoi opranuzanuu 3apaBooxpanenus (BO3) u
HallMOHAJbHBIMU OpPraHaMHu PETYJIUPOBAHUA [JIs OLUEHKH M YCKOPEHHON HAllMOHAIbHOMN
peructpanuu (papmaneBTUYECKUX MPOAYKTOB M BaKIMH, MPOUIEAIINX MPEIBAPUTEIHHYIO
kBammdukanuo BO3".

ITaparpad 1. ITopsanok mpoBeAeHHA HAYAILHOM SKCISPTH3HI JICKAPCTBEHHEBIX CPEICTB

36. Ilocne peructpauuu JOKYMEHTOB, YKa3aHHbBIX B myHkTax 28, 29, 30, 31 u 32
HacTosmux [IpaBui mpoBOAUTCS HaYaIbHAs SKCIEPTU3A JIEKAPCTBEHHOIO CPEJICTBA:

MpU FOCYAApPCTBEHHON pEerucTpanuu, nepeperucTpanuu, Npu BHECEHUU U3MEHEHUN B
PETUCTPALIMOHHOE TIOChE, YCKOPEHHOU peructpanuu — B Teuenue 10 (necsite) pabounx AHEH;

NPy COBMECTHOM mpouenype peructpanuu ¢ BO3 — B cpok He nmpeBblLaromuil 3 (Tpu)
pabounx JHEH.
B ciyuae Hanuuus 3aMeyaHui yCiayromnoJjydareib ycTpaHser 3aMmeuanus B Teuenue 30 (
TPUALIATH) PAaOOUYUX THEH.
37. Ilpu HayanbHOM KCHEPTU3E JIEKAPCTBEHHOI'O CPEACTBA!

MPOBOJUTCS OIIEHKA TMOJHOTHI, KOMIUIEKTHOCTH W TPaBUILHOCTH OQOPMIICHUS
JOKYMEHTOB, IMPEACTAaBICHHBIX YCIYrONOJy4aTeJleM B PEruCTPAalMOHHOM JI0OChE B
OTHOLUEHUHU J10KAa3aTeIbCTB 0E€30IaCHOCTH, KadyecTBa U 3(PPEKTUBHOCTU JIEKAPCTBEHHOTO
CPEACTBA;

IpU 3asBJICHUM HOBOW (HOBBIE) MPOU3BOJICTBEHHOHN IUIOMIAAKU (MPOU3BOACTBEHHbBIE
MJIOIIA/IKK) JICKAPCTBEHHOTO TpernapaTa Ha3HadaeTcs (apmareBTHUecKas WHCIEKIUS B
MOpsAJIKE W CPOKU TpenycMmoTpeHHble [IpaBuiamu mpoBeAeHUs (papMaleBTUUECKUX
WHCIICKITUH 110 HaJjIeXamuM (apMaIreBTHUYeCKUM MPAKTHKAM, YTBEPKIACHHBIMHU TTPUKA30M
MunucTtpa 3apaBooxpanenus PecnyOnuku Kazaxcran ot 27 suBaps 2021 roma Ne KP JICM-9
(3apeructpupoBad B PeecTpe rocy1apCTBEHHON perucTpaud HOpMaTUBHBIX IPABOBBIX aKTOB
non Ne 22143) (nanee — npuxa3 Ne KP /ICM-9).

38. IIpu HenmpeacTaBIeHUN JOKYMEHTOB, ITPEyCMOTPEHHBIX B MyHKTax 28, 29, 30, 31 u
32 mHacroamwux IIpaBun, rocynapcTBEHHasi OHKCIEpTHas OpraHW3alys HaIpaBiseT
YCIIYTONOJy4aTelll0 yBeJOMIICHHE (B MPOU3BOJIBHOW (OpME) O MPEKpaIIeHUH SKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUHM C MOJANYHKTOM 1) nmyHkTa 4 cratbu 239 Kojaekca.

39. o pe3ynbraraM HayajdbHOM SKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEACTBA COCTABISETCS
OTYET HAYAJIBHOM 3KCHEPTHU3blI JEKAPCTBEHHOI'O CPEACTBA COrJACHO NPUIIOKEHUIO 17 K
HactosimuM [IpaBuiiaM WM OTYET HA4YaldbHOW SKCIEPTU3bl M3MEHEHHM, BHOCHUMBIX B



PETHCTPALIMOHHOE JT0CHE JIEKAPCTBEHHOI'O CPEJCTBA COTJIACHO NMPWIOKEHUIO 18 K HacTosAI UM
IIpaBunam.

ITaparpa¢ 2. ITopa0Kk IpOBEAEHUS CIEHANN3HPOBAHAON SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB

40. [TomoXuTeNbHBIN pe3ybTaT HAYaJbHOM AKCIIEPTU3bI JICKAPCTBEHHOTO CPEICTBA
SBJISIETCS OCHOBAHUEM JIJISl POBEACHUS CIIEUATIM3UPOBAHHOMN 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CpeJICTBA.

41. Cnenuannu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA BKIIOYAET OLECHKY
0e30macHOCTH, KayecTBa U d(PPEKTUBHOCTH M COOTHOIICHHS TOJIb3a-PUCK JIEKAPCTBEHHOTO
CpeACTBa Ha OCHOBAHWU aHAJU3a W SKCIEPTU3BI JJAHHBIX B JOKYMEHTAaX PErUCTPAlMOHHOIO
JI0Che, AaHaJIW3 oT4YeTa IO pe3yiabraTaM GapManeBTUYECKOW WHCIEKIUU TPH
rOCyJJapCTBEHHOM pETUCTpAIlM, NEpeperucTpalii WId BHECEHUM HW3MEHEHUU B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHBIX CPENICTB, a TAKXKE OILIEHKY palMOHAJIbHOCTHU
KOMOMHAIMU AEHCTBYIOIIMX BEIIECTB B COCTABE JIEKAPCTBEHHOT'O CPEICTBA B COOTBETCTBUH C
[lepeunem HepallMOHATBHBIX KOMOMHALIMK JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHUII0KEHUIO
19 x HactosiuMm IIpaBuinam.

B nepuosa npoBeeHus CreMaIu3UPOBAHHON SKCIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA
MIPOBOJIUTCS TIPOBEPKA ayTEHTUYHOCTU MEPEBOJIa WU MEPEBOJ Ha Ka3aXCKUM SI3bIK OOIIei
XapaKTePUCTUKH JICKAPCTBEHHOTO Tpernapara, MHCTPYKIIUU 110 MEAUIIMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOI0 TIpenapaTa (JUCTOK-BKJIA IbII), MAKETOB MAPKUPOBKH YHAaKOBKHU, 3TUKETOK,
CTHUKEPOB C MAapKHUPOBKOM.

42. l'ocynapcTBeHHas SKCIIepTHas opranu3anus B Tedenue 10 (aecsaTh) pabounx gHEH CO
IHS Hayana CHeNHaTu3UPOBAHHOM HKCHEPTU3Bl HANPABISIET YCIYTOMOJYy4aTelto
yYBEJOMJICHUE O HEOOXOAUMOCTH TpoBeAcHUsT (apMalleBTUYECKOW HWHCIEKIUU (B
MPOU3BOJIBHON (DOPME) B CICAYIOMINX CIyUasx:

[P BHECEHUHU HOBOT'O THIA JIEKAPCTBEHHOTO Mpenapara (peKOMOMHAHTHBIN Mpenapar,
npenaparbl KJIETOYHOW Tepamnuy, Ipernaparbl T€HHOM Tepanvu, AEHWCTBYIOLIEE BEIIECTBO,
SIBJISIFOIIIEECS] HOBBIM XUMHUYECKUM COEAMHEHUEM, IpernapaThl KpoBU, opdaHHbIA mpenapar,
MEepBbIA BOCMPOU3BENYHHBIN Win OMoaHaior (OMOCUMUIIApP) Ha TeppuToputo PecnyOnuku
Kazaxcran;

MpU BHECEHUU HOBOW (HOBBIE) MPOU3BOJCTBEHHOMN IIOMIAAKHU (MPOU3BOJICTBEHHBIE
IJIOIMIAAKK) OHOJIOTHYECKOH (MMYHHOOMOJIOTUYECKOM) aKTUBHOW (papMaleBTHUECKOM
CyOCTaHIIMM WJIM KIMHUYECKOTO IEHTpa (KJIMHUYECKUE LIEHTPbI) HCCIETyEeMOT0
JIEKapCTBEHHOI'O MPETapara;

IpU BBISBJICHUM (DAKTOB, CTaBSIIUX MOJ COMHEHUE JOCTOBEPHOCTh CBEJCHUM,
MPEICTABICHHBIX YCIYronojgy4yaTeJeM B PErHUCTPAllMOHHOM JOCh€ B OTHOIIEHHUH
NPOBEJCHHBIX  JOKJIMHUYECKUX (HEKJIMHUYECKUX) HCCIeNOBaHUN  (MCIBITAHUMN)
JIEKapCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIEAOBAHUN (UCHBITAHUM) JIEKAPCTBEHHBIX
IpernapaToB WM MPOU3BOJICTBA JEKAPCTBEHHOTO CPEJICTBA;



IpU MPUBJIEUEHUN ayTCOPCUHTOBBIX YCIYT JJIsi CUCTEMbI (papMaKoHa30pa Jep KaTems
PErHCTPALlMOHHOTO YIOCTOBEPEHUS;

IIPY IPOTUBOPEYUBOCTU JAHHBIX: OTCYTCTBHE WJIM HEJOCTATOYHOCTH B IPOTOKOJIE U
OTYeTEe O KIMHUYECKOM HCCIIEIOBAHUHU CBEJICHUI, OMMCHIBAIOIINX OMpeIeNieHNE MoKa3aTelen
s dexTuBHOCTH U (Un) 6€30MaCHOCTH;

IpY BKJIFOUEHUH B KIIMHUYECKHUE MCCIIEIOBAHUS 1I€JIEBOM MOMYJISIUU (AETH, MAllUeHTHI B
KPUTUYECKOM COCTOSIHUH).

43. Cneuuanu3vpoBaHHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA OCYLIECTBISETCS
IPYIION 3KCHEPTOB TOCYJAPCTBEHHOW SKCIEPTHOM OpraHu3aludy C MpUBJIECYEHUEM (MpU
HEOOXOMMOCTH ) BHEILITATHBIX MPOQPHUIBHBIX HKCIIEPTOB.

44. Tlo pe3yiabTaTaM H3y4Y€HHUs] JOKYMEHTOB PETrMCTPALIMOHHOTO JI0ChEe Ha 3Tame
CHELUATU3UPOBAHHON 3KCIIEPTU3bl YCIYTrONoJIy4aTel0 HAMPaBIISIETCSl CBOJHBIN 3ampoc (B
POU3BOJILHON (opme) Mo Oe30MacHOCTH, KadecTBY M A(PGHEKTUBHOCTU JICKAPCTBEHHOTO
CpeacTBa:

IIPU TOCYIapCTBEHHOM PErvuCcTpallii, B TOM YUCJIE BHECEHHUE M3MEHEHUM, TPeOYIOImMX
HOBOM perucrpaunuu, npu rnepeperucTpauuu, pu BHECEHUU U3MEHEHUHN B PETUCTPALMOHHOE
nocke tuna Ib u tuna Il ¢ mpoBenenneM naGopaTOpPHBIX UCHBITAaHUN — B TeueHue 60 (
IIECTHIECAT) pabOUUX JTHEH;

IIpU BHECEHUM M3MEHEHUM B perucTparuonHoe qocke tTuna A, tuna Ib u tuna II 6e3
pOBEJICHUS Ta00OPaTOPHBIX UCTIbITaHUH — B TeueHue 30 (TpuauaTth) pabouux JHEH;

IIPU YCKOPEHHOM PErucTpanyuu JEeKapCTBEHHOTO CPEACTBA - B TeUEHHE 35 (TpuauaTh MATh
) pabouux JHEH;

IIpU COBMECTHOU mpouenype peructpauuu ¢ BO3 - B cpok He npeBbIIaromui 5 (msTh)
pabounx JHEH.

CBonHBIN 3ampoc, BKIOYas 3aMe4aHusl K oOlleld XapaKTepUCTHUKE JIEKapCTBEHHOTO
npenapara, MHCTPYKUHUH 10 MEIWIHMHCKOMY IPUMEHEHMIO JIEKapCTBEHHOTO mpenapara (
JIMCTOK-BKJIAIBIII), MAKETaM MApKUPOBKM YIMAKOBKH, 3TUKETOK, CTUKEPOB C MAPKUPOBKOA,
HOPMAaTUBHOMY JOKYMEHTY, 3aBE€PEHHBIN MOCPEICTBOM 3JEKTPOHHON HU(POBOM moanucu
HaIpaBJsieTcs Yepe3 MHPOPMAIMOHHYIO CUCTEMY YCIIYTOModyyaTeNto B "MHMYHbIN kKabuHeT" B
JI€Hb TIOJIMMCAHUS UCXOIAILEr0 3anpoca.

45. Ycayrononydarenab HAIpaBisieT B TOJIHOM 00beMe OTBET U HE0OXOIUMbIE MaTEepPHAIIbI
Ha 3ampoc rocyJAapCTBEHHOW 3KCIEPTHOW OpraHuM3aluyd B CpoK He mpesbimaromuii 50 (
MATHIECAT) pabOUnX JHEH.

46. I1o pe3ynbTaTaM crnelUaIM3upPOBAHHON SKCIEPTHU3bI B CPOK HE mpeBblimaroniuii 10 (
JIECATH) paboYMX JTHEH ToCcydapCTBEHHON SKCIIEPTHON OpraHu3aIllie COCTABISASTCS CBOTHBIM
OTYET KCIEPTOB IO OLEHKE JEKAPCTBEHHOI0 Mpernapara no GopMe COTJIACHO MPUIT0KEHHUIO
20 x HactosmuM [IpaBWiiaM M CBOJHBIM OTYET DKCIEPTOB IO OLEHKE JIEKAPCTBEHHOTO
npenapara npu U3MEHEHUSX, BHOCUMBIX B PETUCTPALMOHHOE J0ChE COMNIACHO MPHIIOKEHUIO
21 x HactosimuMm [IpaBuinam.



IIpu skcnepTu3bl MO COBMECTHOU mpouenype peructpauun ¢ BO3 mo pesynpratam
CHEeUHAIIM3UPOBAHHON 3KCMEPTU3bl B CPOK HE MpeBblmaromuii 3 (Tpu) padbouux gHEn
COCTaBJISIETCS] CBOJHBIM OTYET SKCIEPTOB IO OIEHKE JIEKAPCTBEHHOTO Mpenapara 1no gpopme
corjacHo npuioxeHuto 20 k HactosuuM [IpaBunam U CBOJHBIN OTYET SKCIEPTOB MO OI[EHKE
JEKapCTBEHHOr0 Ipenapara NpU U3MEHEHHSIX, BHOCUMBIX B PETHCTPALMOHHOE J0ChE
corjlacHo npuioxenuto 21 k HacrosmuMm [IpaBunam.

47. OCHOBaHHSIMHU COCTABJICHUS] CBOJHOT'O OTYETA IKCIIEPTOB IO OLICHKE JICKAPCTBEHHOTO
npenapara ¢ OTPULATENbHBIM PEIICHUEM SIBIISIFOTCS

1) HenmpeacTaBI€HHE MOJTHOIO KOMIUIEKTa PETHMCTPAIMOHHOTO J10ChE MOCHE BbIJAYU
3aMEUaHUl YCJIYTONOJIy4aTeJl0 B IPOLECCE NPOBEAECHUA OKCIEPTHU3BI B CPOKH,
yCTaHOBJIEHHbIE HacTosiuMHu [IpaBunamus;

2) NpeACTABICHHUE YCIYTONOay4aTeIeM HEJTOCTOBEPHBIX CBEACHUIA;
3) OTHOIIIEHHE 0KUJIAEMOM TMOJIb3bl K BOBMOXKHBIM PUCKAM, CBS3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOT'O IIpenapara, He SBISETCs 0JIaronpUsTHBIM;

4) Ooree HU3KHE MMOKAa3aTeNM KayecTBa M 0€30MaCHOCTH, PEriaMEeHTHPOBAHHBIE
l'ocynapctBennoit dapmakoneeid Pecnyonuku Kazaxcran wunm  dapmakonesmu,
MIPU3HAHHBIMU JIEUCTBYIOMUMHU Ha Tepputopun Pecrybnuku Kazaxcran, win B CpaBHEHUU C
paHee 3aperuCTpUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4Ke B COCTaBE JIEKAPCTBEHHOI'O CPEJCTBA BEIIECTB U MAaTEPUAIIOB, 3aIPEIIEHHBIX
K npumeHeHuto B PecniyOnuke Kazaxcran;
6) HaJIM4YKe B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (DOPM KOHCEPBAHTOB;

7) mony4eHue OTPHUIATEIbHBIX PE3yJIbTATOB OJHOTO M3 ATANOB IKCIEPTU3BI U (UIIH)
OTPULATEIBHBIX 3aKIIOYEHHUIN 3KCIEPTOB MPOPUIBHBIX OPraHU3aLU;

8) HecooTBeTCTBUE (PAaKTUUECKUX YCIOBUN MPOU3BOJACTBA U CUCTEMBI 0OecreyeHus
KauecTBa YCJIOBHUSM, OOECIEUMBAIOIIUM 3asBICHHYIO 0€30MacHOCTh, 3(PPEKTUBHOCTh H
Ka4yeCcTBO, IO pe3yJibTaTaM OLEHKH CUCTEMbI OOECIIeueHuUs KauecTBa,

9) orka3 ycayromojaydaTesiss OT OpraHM3alUd MOCELeHUus npeanpusTus (
MIPOU3BOJICTBEHHON IUIOMIAJAKHU) C IL€IbI0 OLEHKH CUCTEMBI O0OECIEUYEHHs] KayecTBa B
COOTBETCTBUM C TpeOOBaHUAMM 3aKoHojaarenbcTBa Pecnybnuku Kazaxcran, a Takxke He
opraHuszauus (papMaleBTUYECKOW HMHCHEKIMU CPOKHU, MPEAYyCMOTPEHHBIE MYHKTOM 42
HacTosiuux [IpaBu;

10) BbIsIBIEHUE HEPALIMOHATIBHBIX KOMOMHAIIMI JIEKAPCTBEHHBIX CPEJICTB;

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

12) xauecTBO JIEKapCTBEHHOTO MpernapaTa He MOATBEPKICHO;

13) nokazaHHOe HeOJAronpusITHOE COOTHOIIEHHE "MOJIb3a-pUCK" WU BBISBICHHOE
OTCYTCTBUE TepaneBTUUECKONH >(PGEeKTUBHOCTU TpHU COOTIOJEHUU YCIOBHUI NMPUMEHEHUs
JIEKapCTBEHHOTO TIpernapaTra, ONUCAHHBIX B YTBEPXKICHHOW 0OIIel XapaKTepUCTUKE
JIEKapCTBEHHOT'O MIpenapara B MOCTPETUCTPALIMOHHBINA IEPUO/;



14) ycraHoBieHHbIE MO AaHHBIM (apMakoHaa30pa (aKThl, yKa3bIBAIOIIME Ha
HEOIaronpuaTHOE COOTHOILIECHHE 'MOJIb3a-pUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCJE
MPEBBIIIEHUE YaCTOThl PENOPTUPOBAHUS HEXKENATEIbHBIX pPEaKIUid MO CPABHEHUIO C
JAHHBIMH, YKa3aHHbBIMU B YTBEPXKJICHHOW OOIIed XapakTepUCTHKE JIEKAPCTBEHHOIO
Ipernapara;

15) HecooTBETCTBHME KA4YECTBEHHOT'O M KOJWYECTBEHHOTO COCTaBa Mpemnapara
3asiBJIEHHOMY MJIM HEOJHOKPATHOE HECOOTBETCTBHE KauyecTBa JIEKAPCTBEHHOIO IperapaTa B
MEepHOJT ero oOparieHus: Ha PhIHKE 3asBJICHHOMY Ha MOMEHT €T0 PEeTUCTPAIIHH;

16) HEBBINIOIHEHUE EpHKATEIEM PETUCTPAMOHHOTO YIOCTOBEPEHUSI 00513aTE€NBCTB 10
bapmakoHaI30py;

17) BHOCHMBIE U3MEHEHHUsI OKa3bIBAIOT OTPHUIIATENIbHOE BJIMSHUME HA COOTHOLIEHHE "
M0JIb3a-pUCK" JIEKAPCTBEHHOIO Mpenapara.

48. Pe3ynapTaThl CBOJHOIO OTYETA HKCHEPTOB MO OLEHKE JEKAPCTBEHHOTO Mpemnapara C
OTPULIATEIBHBIM PEUIEHUEM W MaTepHuaibl PErHCTPALMOHHOIO JIOChE€ HAINpPaBIAIOTCA B
DKCIEPTHBIN COBET ISl IPUHATHS PELICHUS.

DOKCHEepTHBIM COBET pacCMaTpUBAET MOCTYNUBIIME MATE€pUANIbl €KEMECAYHO, U
pe3yJIbTaThl PELICHHS C YKa3aHUEM MPUYUH HAIMPABIISIIOTCS 3asIBUTEINIO B T€UEHHE S5 (IIATh)
pabouux JHEH.

[Ipu skcniepTU3e Mo COBMECTHOM npouenype peructpaunu ¢ BO3 pe3ynbTarhl pemeHus ¢
yKa3aHHeM MPUYUH HAIPABIISIIOTCS YCIIYTOMOIyYaTelo B TeueHue 2 (J1Ba) pabovero aHsl.

49. Tlo pe3ynpTaTaM DKCIIEPTHOTO COBETA rOCYJapCTBEHHAs 3KCIIEPTHAS OpraHU3alus B
TeueHue 5 (mATb) paboumx AHEW AOMOJIHSIET CBOJHBIM OTYET HKCHEPTOB IO OIECHKE
JEKapCTBEHHOT0 Mpenapara o ¢popme coriiacHo npuiioxkeHuto 20 k HactosmuMm [IpaBunam u
CBOJHBI OTYET 3KCIEPTOB IO OIEHKE JIEKapCTBEHHOI'O IIperapara Ipud H3MEHEHUSX,
BHOCHUMBIX B PETMCTPALIMOHHOE JI0CKE COracHo npuinoxeHuto 21 k HactogmuMm [IpaBunam.

IIpu coBmectHOU mnpouenype peructpauuu ¢ BO3 rocynapcTBeHHasi 3KcHepTHas
opranuzanus B TeueHue 1 (oguH) pabodero AHs JOMOJHIET CBOAHBIA OTYET SKCHEPTOB MO
OLIEHKE JIEKAPCTBEHHOT'O Ipenapara 1no (opmMe COoriacHo NMpuioXeHuto 20 K HACTOSIIHUM
[IpaBunaM u CBOJHBIM OTYET 3KCHEPTOB MO OLEHKE JEKAPCTBEHHOrO Ipemnapara Ipu
MU3MEHEHUSX, BHOCUMBIX B PETUCTPALIMOHHOE J0ChE COTJIACHO MPUIIOKEHHIO 21 K HaCTOS MM
[IpaBunam.

B oTuere skcnepToB MO OIEHKE JEKAPCTBEHHOIO Mpenapara OTPaKaroTCsl BCE aCHEKThI
Oe3omacHOCTH, KadecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOI'O IIpernapara.

50. Uudopmanua B MMII (MMCTOK-BKJIAABIII) OPUTMHAIBHOTO JEKAPCTBEHHOTO
npenapara, mpemaraemour mnsa Pecnybnuku Kazaxcran cooTBeTcTByeT uH(pOpManmw,
uznoxenHo B OXJIIT onoGpeHHON yIOJIHOMOYEHHBIMH OpraHaMU CTPaHbl TTPOU3BOIUTEIIS
WJIM CTPAaHBbI IepKaTels pEruCTPaluOHHOTO Y IOCTOBEPEHHS.

B OXIJIII, UMII nexapcTBeHHOTO Tpemnapara (JMCTOK-BKJIAJBINI) OTpakaeTcs
MHpOpMaLHs O BCIOMOIaTENbHBIX BEIIECTBAX, HOMHHAJIBbHOM HX COJEpKaHUHU B



JIEKapCTBEHHBIX IIpernaparax, a TaKKe OrpaHUYeHUs] IPUMEHEHUS JIEKApCTBEHHOIO Mpenapara
COTJIACHO MPUJIOKEHUIO 22 K HacTosmuM [IpaBunam.

51. OXJII, UMII (aucTOK-BKJIAABIINI) BOCHPOU3BEAEHHOTO, OMOAHAIOTUYHOTO
JIEKapCTBEHHOT'0 TIperapara COOTBETCTBYET OOIIEH XapaKTEPUCTUKE OPUTHUHAIBHOIO
JEKapCTBEHHOT0 IMpemnapara. B ciydyae OTaMYMst B MHCTPYKUMU MO MEAULMHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIABIII) BOCIPOU3BEECHHOTO, OMOAHAIIOTMYHOTO JIEKAPCTBEHHOTO
npenapara OT OPUIMHAJIBHOIO IMpernapaTra IO IMOKa3aHWsIM K NPUMEHEHUIO B CTOPOHY
paclIMpeHus, WIH peXUMa JTO3UPOBAHUS WIIW IYyTH BBEACHUS MPEIOCTABIIAIOTCSA PE3YJIbTAThI
COOTBETCTBYIOIINX KIMHUYECKUX UCCIIEIOBAHUN.

52. Jlepxareiib perucTpallMOHHOTO YJIOCTOBEPEHHSI OPUTMHAIIBHOTO MpenapaTta moJaeT
3asBlIeHHE Ha BHeceHue n3MeHeHud B UMII (ucTok-Bkiassiin) B TeueHue 70 (CeMbaecsT)
pabouux naHed mocne obOHoBiaenuss OXJII B cTpaHe mpou3BOAUTENS WM JIep>KATENs
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS.

53. T'ocynapcTBeHHasi dKCHEpPTHAs OpTraHU3alUs IOCJIE BHECEHHS W3MEHEHHUM B
MHCTPYKLHMIO OPUTMHAIBHOTO JIEKAPCTBEHHOTO MpenapaTa Wi Nph OTCYTCTBUU PETUCTpallin
OpUTHHAJIBHOTO Tipemnapara B PecnyOnuke Kazaxcran, mpu BRISIBICHUM 1O MEXIYHAPOIHBIM
MCTOYHUKAM U pe3yibTaTaM (apMakoHaa30pa 00 M3MEHEHHSIX B OOIIEH XapaKTepUCTHUKE
OpUTMHAJILHOTO JIEKAPCTBEHHOI'O IpenapaTra u3Belaer yepe3 MHGOpMAaIMOHHBIE PECYPCHI
BCEX JIep)KaTeJeld PErucTPallMOHHBIX YJAOCTOBEPEHUN TE€HEPUYECKUX IMPEenapaToB O
HEOOXOAMMOCTH BHECEHHUSI COOTBETCTBYIOIIMX u3MeHeHuil B UMII (JiucTOK-BKIIAIbINI) U
OXJIIT yepe3 npoueaypy BHECEHUSI U3MEHEHUW B PETMCTPALlMOHHOE Jocke B TeueHue 70 (
ceMbJiecsiT) paboyux AHEH IMOcCje BHECEHUS M3MEHEHUW B HMHCTPYKIHMIO OPUTHHAIBHOTO
npenapata MHQOpMaMK 1Mo O0€30MaCHOCTU C JaThl pa3MelleHUs WHPOpMAIMU Ha caiTe
AKCIIEPTHOW OpraHU3alHH.

JlepkaTenb perucTpallMOHHOIO YAOCTOBEPEHUS OPUTMHAIBHOTO Mpernapara BHOCUT
m3MeHenuss B UMII (nmcrok-Bknanbim) u OXJII Ha ocHOBaHMHM pa3MENIEHHON Ha
MH(OPMALIMOHHOM pecypce ToCyJapCTBEHHOM 3KCHEPTHOM OpraHu3aliud MHPOPMALMH I10
HECOOTBETCTBUSM, BBISIBICHHBIM B pe3yibTare (apMakoHaa3opa U 1O OGUIIHATHHBIM
MEXTyHapOIHBIM UCTOUYHUKAM B TeueHue 70 (cempaecsT) pabounx JHEH ¢ AaThl pa3MelieHus
MH(pOpMAaIMKU Ha caiiTe SKCIEPTHON OpraHU3aluu.

Jlepxatenu perucTpalMOHHBIX YAOCTOBEPEHUI IMOAAIOT 3asBJIECHUE HA BHECEHUE
M3MEHEHUN B pPErucTpalnroHHoe Jochke B TeueHue 70 (cempiecar) paboumx JHEW ¢ JaThbl
pa3MeNIeHus: TapMOHU3UPOBAHHOW WH(GOpPMAIUM HA CaWTe DKCIEPTHOW OpTaHU3alUH 0
3aperucTpUpOBaHHbIM JiekapcTBeHHBIM mpenaparam B OXJIII m UMII nexkapcTBEHHOrO
npenapara (JMCTOK-BKJIAJbIII) JIEKAPCTBEHHBIX MpEnapatoB ¢ OJHUM U TEM XK€
MEKIYHapOAHbIM HEMAaTEHTOBAaHHBIM HA3BaHUEM WJIM C OJHUM U TEM JKE€ JIEHCTBYIOIIUM
BEILECTBOM.

54. IIpy HEBBINIOJTHEHUH YCIIOBHUSA, YKa3aHHOTO B NMyHKTaxX 52 u 53 Hactosimux [IpaBu,
rocyJapCcTBEHHasi JKCHEpPTHAs OpraHu3ainus yBeaomisieT (B TPOU3BOJIbHOU (opme)



roCyJapCTBEHHBIA OpPraH 0 HeOOXOAMMOCTH NMPUOCTAHOBIICHUS ICUCTBUS PETUCTPAIMOHHOTO
YAOCTOBEPEHUS.

55. DkcnepTu3a U3MEHEHU W, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBISAETCS Ha
JIEKapCTBEHHOE CPEJCTBO B MEPHOJ JEHUCTBUS PETUCTPAIIMOHHOIO YJIOCTOBEPEHUS U HE
OKa3bIBAET OTPUIATEIILHOTO BJIMSHHUS Ha COOTHOIICHHUE IOJb3a-PUCK JIEKAPCTBEHHOTO
npenapara.

56. U3MeHenus kiaaccu(puUUpPyIOTCsS B COOTBETCTBUU ¢ [lepeuHem BHUIOB M3MEHEHMI,
BHOCHUMBIX B PETUCTPALMOHHOE JIOChE JIEKAPCTBEHHOTO CPEJICTBA COIIACHO MPHUJIOKEHUIO 16
K HactosuM [IpaBunam Ha:

1) HecyliecTBeHHOE U3MEHEHUE TuMa [A — U3MeHeHHe, KOTOPOEe 0Ka3bIBAET MUHUMAIbHOE
BIIMSTHUE WJIM HE OKAa3bIBaeT BJIUSHHUA Ha OE30MacHOCTh, KauyeCcTBO M A(PHEKTHUBHOCTH
3aperucCTPUPOBAHHOTO JIEKAPCTBEHHOI'O TMpernapara, MOJAAHHOE B NEPUOJ JEUCTBUS
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapata U He Tpedyroliee HOBOM
perucTpanuu;

2) HecyllecTBeHHOe u3MeHeHue tumna Ib - u3smeHenune, KOTopoe He MOJIAaIanIee oA
onpenenenus uaMenenui tuna [A u tuna II, He Tpedyroiiee HOBOI perucTpanmy;

3) 3Haunmoe u3MeHenue tumna Il - mo0bie U3MEHEeHHUs K MaTepHrallaM PEerucTPAIMOHHOTO
JI0Che, HE TpeOyrlolre HOBOW pErucTpalu JEKApCTBEHHOrO Ipernapara U KOTOpbIe
OKa3bIBAIOT 3HAYUTEIILHOE BIUSHUE HA €r0 0€30MacHOCTh, KaueCTBO U 3 (HEKTUBHOCTH;

4) uzmeHeHus1, TpeOyIolMe HOBOM perucTpaluy JeKapcTBEHHOTO IIpenapara;

5) cpouHble U3MEHEHHS, Kacaroluecss 0e30MacHOCTH JICKapCTBEHHOTO CpeiCTBa -
CpPOUHBIE BpPEMEHHbIC OTPAHUYEHUS, CBS3aHHbIE C OE30MACHOCTHIO MCIOJIb30BAHUS
JIEKapCTBEHHOTO Mpenapara, KOTOPbIe BHEAPSIOTCS YCIyTONOIydaTesieM B CIy4ae BhISBICHUS
pucKa g OOIIECTBEHHOT'O 3/0POBbS MPH TPUMEHEHHH 3aperucTpUpPOBAHHOTO (
MEePEePETrUCTPUPOBAHHOIO) JIEKAPCTBEHHOr'O Mpernapara.

JlepkaTenb perucTpalluOHHOIO yA0CTOBEPEHUs B TeueHne 24 (ABaauaTh Y€ThIPE) YacoB
YBEJIOMJISIET O BBOJIUMBIX UM OTPAaHHUCHUSIX TOCYAapCTBEHHBIN OpraH.

Ecnu B Teuenue 24 (nBannath 4eTHIPE) 4ACOB MOCIIE TOMYYSHUS 3TOH HHGOPMAITUU OT
rOCyJapCTBEHHOTO OpraHa HE MOCTYIWJIO BO3Pa)XXE€HHH, 3KCTPEHHbIE OTPAHUYCHUS,
CBSI3aHHBIE C O€30MACHOCThIO, CYUTAIOTCS TPUHSATHIMHU.

Cpoku peanuzanuy OrpaHUYECHUN OTOBAapUBAIOTCS AEPKATEIEM PETUCTPALMOHHOIO
YJAOCTOBEPEHUS U TOCYIAPCTBEHHBIM OPraHOM.

OKCTpEHHbIE OTPAHUYEHMS, CBS3aHHBIE C OE30MACHOCTHIO, HHUIIMUPYIOTCS
rOCYJIapCTBEHHBIM OPraHOM IPU HAJTMYHMH PUCKA IS )KU3HU U 3JJ0POBbS YEJIOBEKA.
3asiBlieHHE HA BHECEHUE U3MEHEHUH, KacalOlUXCs BBEICHHS SKCTPEHHBIX OIrpaHUYeHUN (
MHULIMMPOBAHHBIX JIEPKATENIEM PETHCTPALIMOHHOTO yAOCTOBEPEHUS WM IOCYAAPCTBEHHBIM
OpraHoM), MOJAETCS AEpKaTeIeM PErHCTPAlMOHHOIO yJAOCTOBEPEHUS Ha PACCMOTPEHHE HE
no3aHee, 4eM B TedeHue 45 (COpOoK MATh) pabouux JHEH ¢ MOMEHTa yBEIOMIICHUS.



57. B ciiyyae BHECEHHS MU3MEHEHUS, KOTOpOE HE KJIACCH(UIIMPOBAHO B HACTOSAIIUX
npaBujax, yClIyromnoiayyaTeiab o0pailaercs B rocyJapCTBEHHYIO SKCIIEPTHYIO0 OpraHU3aLMI0
yepe3 NpoueAypy KOHCYJIbTAIMHU C LENbI0 MONyYeHHUs] PEKOMEHIALUU M0 KiacCu(UKaIu
U3MEHEHUS.

[NocynapcTBeHHas skcriepTHas opranu3anus B TeueHue 20 (aBaamnaTth) paboyux mHEH
MocJie MOJMYYEHHUS 3aMpoca HAMPAaBISIET OTBET YCIYTOMOIYYaTeI0 B SJIEKTPOHHOM U (MJIH)
OyMa)KHOM BUJIE.

58. Jlepkatenb peruCTPALMOHHOTO YIOCTOBEPEHHUSI MMPEIOCTABIISAET JEKIAPALIMIO O TOM,
yto B npoektax OXJIIT u UMII BocnipousBeIeHHOTO, THOPUIHOTO WM OMOAHAJIOTUYHOTO (
OO0 00HOTO0) JIEKAPCTBEHHOTO Mpernapara OTCyTCTBYIOT oTianyus oT aerctByrommx OXJIII
u UMII opurunanbHoro (pegepeHTHOro) JEKapCTBEHHOTO Iperapara, 3a HUCKII0YEHUEM
OTIMYMI MHPOpPMALMKU O MPOU3BOAMUTENE, CPOKE T'OJHOCTH, COCTaBE BCIOMOTATEIbHBIX
BEIIECTB U pa3IMUMi B OMOOCTYITHOCTU WM (papMaKOKUHETHKE.

59. JlepxkaTesb PErUCTPAIMOHHOTO YJOCTOBEPEHUSI MPEIOCTaBISECT MOCTPOUYHOE (
PacIoJIOKEHHOE MapajuIeNIbHO Ha OJTHOM JincTe) cpaBHeHue aeictByromux OXJIT u UMIIT
OpUTHHANIBHOTO (pedepeHTHOro) JekapcTBeHHoro npenaparta u npoekroB OXJIT u UMII
BOCITPOU3BE/IEHHOTO, THOPUIHOTO WU OMOaHATIOTHYHOTO (OMOTOI0OHOT0) JIEKAPCTBEHHOTO
npenapara ¢ BblIeJIECHHEM U 000CHOBAHUEM BCEX OTIMYUM.

60. JlepkaTenb perucTpallMOHHOTO yAOCTOBEPEHUS MIPU MTOAAa4e 3asBJICHUS HA BHECEHUE
n3menenui B OXJIIT u UMII npenocrasisieT BEAOMOCTh U3BMEHEHUH ¢ YKa3aHUEM MOCTPOUYHO
PACIIOJIOKEHHOTO CPABHEHUS TEKCTAa BHOCHUMBIX HW3MEHEHHM C TEKCTOM YTBEPKIACHHOU
BEPCUHU.

61. DkcniepTHas opraHu3auys UHUOUMUPYET NPOLENypy MPUBEICHHUS B COOTBETCTBHE (
rapMoHu3anus) UHGOPMAIMUA IO 3apEeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIperapaTtaM B
OXJII m UMII nekapcTBEHHBIX NpPENapaToB C OJHUM U TEM XK€ MEXKIYHApPOIHBIM
HEMATEHTOBAaHHBIM HAa3BaHUEM WJIA C OJTHHM U TEM K€ JEHUCTBYIOIINM BEIIECTBOM.

62. [lepxaTenb perucTpallMOHHOrO ynoctoBepenus npu pazpadorke OXJIT u UMII
BOCITPOM3BEICHHOTO, THOPUIHOTO WU OMOaHATOTHIHOTO (OMOTOI00HOT0) JIEKAaPCTBEHHOTO
npenapara Npy IoJade 3asBJICHHUS Ha DKCIEPTU3bl MPU PETUCTPAlUM, a TAKKE IPH
NEpEPErucTpali 1 BHECEHUN U3MEHEHUN PyKOBOACTBYETCS IPUBEAEHHON B COOTBETCTBHE (
rapMoHusupoBanHoi) wuHbopmanueit mo OXJII u UMII nmo wMexayHapogHOMY
HEMATEHTOBAaHHOMY HA3BaHMIO MJIM COCTABY JEHCTBYIOLIMX BEIIECTB, PA3MEILICHHBIX HA CalTe
AKCIIEPTHOW OPraHU3alMKU Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

ITaparpad 3. ITopsamok mpoBeAeHUs 1a00PaTOPHEIX HCIBITAHHIH JIEKAPCTBEHHBIX CPEJICTB

63. JlabopaTopHbIE UCTIBITAHUS JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBISIOTCS B CPOKH HE
npesbimatomue 70 (cempaecsaT) pabo4yux JHEW cO JHS TOCTYIUICHUS JOKYMEHTOB Ha



CHEIUAIN3UPOBAHHYIO JKCIEPTH3y B HCIBITATENBHBIX J1A00PATOPUSIX TOCYIapCTBEHHOM
SKCHEPTHOM OpraHu3aluyM B UENAX MOJATBEPXKIECHHUS COOTBETCTBUS IOKa3aTeleu
0€30IacCHOCTH U KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA M BKIIOYAIOT:

1) aHanu3 aHaTUTUYECKOTO HOPMATUBHOTO IOKYMEHTA JIEKAPCTBEHHOI'O CPEICTBA B YACTH
METOJIMK IPOBEJICHUS UCIIBITAaHU;

2) npoBeicHHEe J1TA0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBHE TPEOOBAaHUSIM HOPMATUBHOTO
JOKYMEHTa 110 Ka4yeCTBY;

3) onpeneneHne BOCIPON3BOIUMOCTH aHAIUTUYECKUX METOIUK KOHTPOJIS KauyecTRa.

HcnbiTanue o0pa3loB JIEKAPCTBEHHBIX CPEJCTB C HMCIOJIb30BAaHHEM KOMILIEKCA
(GU3UKO-XMMUYECKUX, OMOJIOTMYECKUX MCCIEIOBAaHUM HaINpaBlIE€HO Ha OMIpenaesieHue
KOJIMYECTBEHHOTO M KA4YE€CTBEHHOT'O COJIEPKaHUs JIEHCTBYIOIIUX M BCIOMOTATEIbHBIX
BEIIECTB, PUMECEH, a TAK)KE CTENIEHN OMOJOTHYEeCKON 6€30MacHOCTH (MUKPOOHOIOTrHIecKast
YUCTOTA, TOKCUYHOCTb, TUPOTEHHOCTD ).

64. JJabopaTtopHbI€ UCTIBITAHKS HE POBOJASTCS MPU:

1) mepeperucTpalyiu JIeKapCTBEHHOT'O CPEJICTRA;

2) sKcHepTU3e JEKAPCTBEHHOTO CPENICTBa, MPOU3BEAEHHOr0 B cooTBeTCTBUM ¢ GMP
ctpan peruona ICH (AiCudiiu), B Pecnyb6nuke Kazaxcran B coorBerctBuu ¢ GMP
Pecnybnuku KazaxcTaH M MMeEIOLIEro perucTpaluoHHoe Jocke B ¢opmare OOmIero
TEXHUYECKOr0 JTOKYMEHTA;

3) sKkcnepTHu3e JEeKApCTBEHHBIX CPEACTB, B paMKax Mpolenypbl npekBatupudukanuu u (
WJIM) MPOUEAYphl NPU3HAHUS HAYYHOW OLEHKH JIEKAPCTBEHHBIX IPENApaTOB PErYJIATOPHBIX
OpraHoB co cTporoi perymnstopHoit cucrtemoit (SRA) (CIIA, EC (EMA), Kanana,
[Beitapus, BenukoOputanus, ABctpanus, INOHKS ) HA OCHOBAaHUU COBMECTHOM MPOIEAYPHI
peructpanuu ¢ BcemupHo opranusanuen 31paBoOOXpaHEeHUS,

4) yCKOpPEHHOM dKCePTU3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciyuae BBISIBJICHUS 3aMEUaHUN MPU MPOBEICHUH JTaOOPATOPHBIX UCIIBITAHUN B
teuenue 20 (aBaaunaTh) paboyux JHEH yCIyronoiayyaTeNto yepe3 HHPOPMALIMOHHYIO CUCTEMY
B "JIW4HBIM KaOWHET" HampaBiseTcs MUCBMO C YKAa3aHHEM BBISBICHHBIX 3aMEYaHUU H
HEO0OXOIUMOCTHU UX YCTPAaHEHHUS B TIOJHOM 00beMe B CPOK, He npeBbiatonuii 30 (Tpuauath)
pabounx JHEH.

66. [Ipu He ycTpaHEHUH WJIU HE TIOJIHOM YCTpaHEHUH 3aMeuanuii B TeueHue 10 (mecsartp)
pabounx JHEW CcO JHS MOJIydYeHHsS OTBETa TOCYIapCTBEHHAs 3KCIEpPTHAs OpraHu3alus
HampapJyseT yCIYronoay4yaTeat0 MUCbMO C YKa3aHHEM [OMOJHUTENbHBIX 3aMEUYaHuil U
HEO0OXOJIMMOCTH UX yCTpaHeHul B TeueHue 20 (ABaaiaTh) pabounx JHEH.

67. Ilpn He MPeAOCTaBIEHUH YCIyTOMOIYYaTEIEeM ITOJIHOTO OTBETA HA BBICTABICHHBIE B
NHUCbME TOCYJapCTBEHHOW OHKCIEPTHOM OpraHU3aluy 3aMEe4YaHus M OTPULATEIbHBIX
pe3ynbTarax JabopaToOpHBIX UCHBITAHUNA MaTepUalbl HAMPABISIOTCA B DKCHEPTHBIM COBET
JUISL IPUHATHS PEIIeHUs] 00 0TKa3e W MPEKPaIlleHUH SKCIEePTU3bl JEKAaPCTBEHHOTO CPEACTBA
coryiacHO yHKTY 48 Hactosimux [IpaBu.



68. Ilo pe3ynbTraram 51a0OpaTOPHBIX HUCIBITAHUM JIEKAPCTBEHHOTO CpEICTBa
UCIIbITaTeNIbHON JlabopaTopuedt B TeueHue 10 (mecsiTh) paboumx JHEW COCTaBISETCS
MIPOTOKOJI UCTIBITAHUM 10 (popMe coryiacHO MpuiokeHuro 23 k HactosmuM [IpaBunam.

69. He tpeOyercs npeacTaBieHne 00pa3loB, CHEUUPUUECKUX PEareHTOB U JAPYTUX
MaTepuagoB MPH HEBO3MOXHOCTH MPOBEAEHUS HWCIBITAHUNA B 3KCIIEPTHOM OpraHu3aluu
BCJIEJICTBUE!

TPYIHOJOCTYITHOCTHA OOpa3LoB JIEKAPCTBEHHBIX MpPENapaToB CTaHAAPTHBIX 00pa3loB,
cnenu(pUYecKUX pPeareHToB M JPYTUX MaTepHaloB (B TOM 4HUCJE, IPU UX OTHECEHUU K
KaTeropuu op(aHHbIX, BBICOKOTEXHOJIOTMUECKUX, paguopapMalieBTUIECKUX, HAPKOTHIECKUX
, TICUXOTPONHBIX WM IPEJHA3HAYEHHBIX I JICYEHUs BBICOKO3AaTPATHBIX HO30JIOTUN
BCJIEZICTBUE UX BBICOKOM CTOMMOCTH);

HEBO3MOXXHOCTH COOJIIOJIEHUS YCIOBUN TPAaHCIOPTHPOBKH yKa3aHHBIX OOpa3lOB Ha
tepputoputo PecnyOnvku Kazaxcran u (Win) UxX XpaHeHMUS;

OTCYTCTBUSI CHELUUAIBHOIO0 000PYJOBaHUS M PACXOJHBIX MAaTEpUATIOB B 3KCIEPTHOMN
OpraHU3allly;

JPYTUX MPUYUH MO PELIEHUIO YITOJHOMOYEHHOIO0 OpTraHa (3KCHEPTHON OpraHU3alliu) pu
BO3HUKHOBEHUU OOCTOATEIBCTB HEMPEOI0JIMMOM CUITBI UM OOCTOSATENBCTB, HE3aBUCSIIUX OT
BOJIM CTOPOH, B TOM YKCJI€ B CBSI3U C OCOOEHHOCTSIMU MPOM3BOJICTBA U KOHTPOJISI KauecTBa
JIEKapCTBEHHOTI'O IIpenapara.

B cinydasx, yka3aHHBIX B JAHHOM IIyHKTE, JJaDOpaTOPHbIE MCIBITAHUS IPOBOISTCS B
7abopaTOpUM KOHTPOJS KadecTBa MPOM3BOAMUTENS JIEKAPCTBEHHOI'O IIpernapara B
OPUCYTCTBUM NPEICTaBUTENIEH SKCIIEPTHON OpraHU3allii UM B KOHTPAKTHOM JlabopaTopuu,
UCITI0JIb3yEMOU MPOU3BOIUTENIEM, B IPUCYTCTBUU MPEICTABUTENEH IKCIIEPTHON OpraHu3aliu.

B ciayuasix HEBO3MOKHOCTH MPOBEACHUS JIaOOPAaTOPHBIX HUCIBITAHUM B TaOOpaTOpUsAX
KOHTPOJISI KayecTBa MPOM3BOAUTENS JIEKApCTBEHHOrO IMpenapara WIM KOHTPAKTHBIX
nabopaTtopusax, MCHOJNb3YEMbIX MPOU3BOAUTEIEM (MpU YIrpo3e BO3HUKHOBEHHS,
BO3HUKHOBEHUHU YPE3BBIUAMHONW CUTYyallMd W JIMKBUJALMUM €€ MOCIEACTBUUA U (WJIM) MpHU
yIpo3€ pacnpoCTpaHEHHs 3a00JI€BAHU, MPEACTABISIOMIMX ONACHOCTh JJIs OKPY’KAIOIIMX,
3a00JIEBaHUI M MOPaXCHUM, MOIYYEHHBIX B PE3YJIbTATE€ BO3AECUCTBHS HEOJIArONPHUSATHBIX
MPUPOJHBIX, XUMUYECKUX, OHOJIOTMYECKHX, paJWalMOHHBIX (PAKTOPOB, MPU KOTOPBIX
IPUCYTCTBUE MPEICTABUTENSI SKCHEPTHON OpraHu3allyi HE MPENCTaBIsAETCS BO3MOXKHBIM,
WM IPU JPYTUX 00CTOATENbCTBAX (HAPUMEp, CBA3aHHBIX C OCOOEHHOCTSIMU ITPOU3BOICTBA U
KOHTPOJISI KayecTBa KOHKPETHOI'O JIEKAPCTBEHHOI'O IIpenapara), IO COIVIaCOBAaHMIO C
HKCIIEPTHOM OpraHU3alMel SKCrepTr3a KauecTBa MPOBOJUTCS HA OCHOBAHUU JIOKYMEHTAlUU
MIPOU3BOAUTENS (IIPOTOKOJIOB aHAIM3a IMPOU3BOAUTENS) B TOM YHCIE C MCIOJIB30BAHHEM
CPEICTB IUCTAaHIIMOHHOTO B3aUMOICHCTBHUS, BKIIIOUYAs ayJUO- W BUIEOCBS3b.

[Ipy HEBO3MOXKHOCTH MPOBEACHUS 1a0OPATOPHBIX UCIIBITAHUI JIEKAPCTBEHHOT'O CPEICTBA
O OTAEJBHBIM MOKa3aTesAM, Ja00paTOpHsl SKCIEPTHON OpraHn3aluy MPU3HAET PE3YJIbTaTh
7a00OpaTOPHBIX MCHBITAHUN MO OTIAEIbHBIM IOKa3aTessiM, yKa3aHHbIM B cepTudukare (



MPOTOKOJIE) aHalu3a MPOU3BOJAMTENS, 3a HCKIIOYECHHEM OHOJOTHYECKUX H
MMMYHOJIOTHYECKHUX MTPEenapaTos.

[To pesynbratam 71a0OpaTOPHBIX UCIHBITAHUM cocTaBisgeTcss OTdeT O pe3ysbTaTax
POBEJICHUS JTA0OPATOPHOI'O UCIIBITAHUS B JIAOOPATOPUM KOHTPOJISI KaueCTBa MIPOU3BOIUTEIIS
WU B KOHTPAKTHOM J1aDOpaTOpUH, UCTIOIB3YEMOUM MTPOU3BOIUTENIEM COTJIACHO MPUIOKEHUIO
24 x HactosimuMm [IpaBuiiam.

ITaparpad 4. ITopsamok GpopmMupoBaHHA Pe3yIHTATOB MIPOBEACHHON YKCIISPTH3HI JIEKAPCTBEHHEIX
CpEICTB

70. I1o OKOHYAaHUU SKCHEPTU3BI YCIYTOMOIYUYaTeNb COTJIACOBBIBAET C TOCYAAPCTBEHHOM
HKCIIEPTHON OpraHMu3alueil B 3JIEKTPOHHOM BHUe 00mue (aAMUHUCTPATUBHBIC) CBEACHUS O
JIEKApPCTBEHHOM IIpernapaTe, UTOTOBble TOKYMEHTbl (HOPMATUBHBIM IOKYMEHT IO KauecCTBY,
MHCTPYKIMIO 110 MEAULIMHCKOMY IIPUMEHEHHIO U MAKETOB MAapKUPOBKHU YIIAKOBKH, 3TUKETOK,
CTUKEPOB C MAapKUPOBKOM), B TOM UYHCJI€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B CPOK HE
npesblnatomuii 10 (aecsate) padounx gHEH.

B ciydae oTcyTCTBHS cOrylacOBaHUs yCIyronoiaydyaTesieM 3akIodeHre 0 0€301acHOCTH,
KauecTBe U 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO CPeCTBa (hopMUpyeTCcsi O€3 ero CoracoBaHusl.

71. T'ocynapcTBeHHAsl 3KCIEpTHAsE OpraHu3aius MPOBOJUT CBEPKY IMPEICTaBICHHOM
nH(}OpMaIUU YCIyronoiayJyaTeiaeM, a TAKKe MPU BISIBICHUH HECOOTBETCTBUSI KOPPEKTUPYET
3aHECEHHbIE JaHHbIE U OOHOBJISIET UTOTOBBIE IOKYMEHTHI:

IpU TOCYIapCTBEHHOM PErucTpalii, B TOM YUCJIE BHECEHUE M3MEHEHUMU, TPeOyIoImmX
HOBOM PErMCTpalyy, IIPU NEPEPETUCTPALINH, TP BHECEHUN U3MEHEHHN B PETUCTPALIMOHHOE -
B CPOK HE TpeBbIMaromuil 3 (Tpu) pabouux JTHEH;

IIPU YCKOPEHHOM PErMCTPALMU JIEKAPCTBEHHOIO CPEICTBA U P COBMECTHOM IPOLIEAYpE
peructpanuu ¢ BO3 - B cpok He nipeBblmaronuii 1 (oaun) padbodnx gHE.

72. Ilo pe3ynbTataMm IpPOBEIEHHOW HKCIEPTU3Bl JIEKAPCTBEHHOIO CpPEACTBA
rocyJapCTBEHHasl JKCIEpTHAas OpraHu3allis COCTABIISIET 3aKIIOUYEHHE O Oe30MacHOCTH,
KaduecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3aBICHHOIO HA SKCIEPTU3Y
COTJIaCHO TpPUJIOKEHUIO 25 K HactosmuM lIpaBunaM u 3akiroueHue O O€30IacHOCTH,
KauecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3asBICHHOTO HA SKCIEPTU3Y
M3MEHEHHM, BHOCUMBIX B PETUCTPALIMOHHOE JIOChE COTJIACHO MPHJIOKEHUIO 26 K HACTOSAIINM
IIpaBunam:

MIPU TOCYAAPCTBEHHOW PErucTpalii, B TOM YUCJIE BHECEHUE W3MEHEHUU, TPeOYIOIMX
HOBOH PETUCTPALMM, IIPU NIEPEPErUCTPALN, IIPY BHECEHUN U3MEHEHUN B PETMCTPALIMOHHOE
nocbe Tuna IA, tuna Ib u tuna Il ¢ npoBeaeHnem 1a00paTOPHBIX UCIIBITAHUNA, TP BHECEHUU
M3MCHEHHI B perucrpannoHHoe nocbe Ttuma IA, tuma Ib m tema Il 6e3 mpoBemeHus
71a00paTOPHBIX UCTIBITAHUN, MPU YCKOPEHHOW PETHUCTpAIlMU JIEKAPCTBEHHOT'O CPEJICTBA - B
CPOK HE MpEeBbIIAOINI 7 (TISITh) pabounx JHEH;



IIpU COBMECTHOM mpouenype peructpaunu ¢ BO3 - B cpok He npeBbimaromuii 1 (oaun)
pabounx JHEH.

73. Ilo pe3ysabTaTaM MOJOXKUTEIBHOTO 3aKIIOUYEHUA O 0€30MaCHOCTH, KaueCTBE U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, 3aSBJICHHOIO0 HAa AKCHEPTHU3Y U 3aKIIOUYEHHUS O
0e30macHOCTH, KadecTBe M A(DPEKTHBHOCTU JIEKAPCTBEHHOTO CPENCTBA, 3asABJICHHOTO Ha
AKCIIEPTU3Y U3MEHEHUH, BHOCUMBIX B PETUCTPAIMOHHOE J0Che, (POPMUPYIOTCS ClIeTyIOLIne
AIEKTPOHHBIE JOKYMEHTHI, MOAMUCAHHBIE JIEKTPOHHO-IIU(POBON MOANUCHI0 PYKOBOAUTEINS
rocyJJapCTBEHHOTO OpraHa:

1) peructpaniioHHOE YJIOCTOBEpEHHUE, NCHCTBYIOIlee Ha Tepputopuu PecryOnuku
Kazaxcran cornacHo npunioxenus 4 k HactosimuM [IpaBuiam;

2) 3aperucTpupoBaHHbIC HHCTPYKIHS (JTUCTOK-BKJIAIBINI) TO MEIUIIUHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOIO CpEeJICTBAa WJIM MEIUIMHCKOTO U3Jelusi W oOias
XapaKTepUCTHKA JIEKAPCTBEHHOT'O CPEJICTBA HA Ka3aXCKOM U PYCCKOM SI3bIKaX;

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

74. JIns NeKapCTBEHHBIX CPEACTB OTEYECTBEHHOTO MPOU3BOJACTBA, MMPOU3BOAUMBIX IS
AKCIOpPTa U BHYTPEHHETO PhIHKA CTPAHBI M1O]] Pa3HBIMH TOPTOBBIMU HAa3BaHUSIMU, SKCIIEPTU3A
MPOBOJUTCS C BBIJAY€H OJTHOrO 3aKIIOUEHHS O€30MacHOCTH, KauecTBE U 3(DPEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA.

75. B ciydasx OTpUUATENBHOrO 3aKIIOYEHUS O 0€30MacHOCTHU, KayecTBE U
3¢ (HEKTUBHOCTH JTEKAPCTBEHHOTO CPEACTBA WIJIM OT3hIBA yCIYTOMOIydaTeIeM 3asBICHUS Ha
AKCIIEPTU3Y TOCJIe Hayasla MPOBEACHUS SKCIEPTHU3bI, CTOMMOCTh MPOBEJACHUS IKCIIEPTHBIX
paboT yCIIyronoy4yaTesio He BO3BPAIaeTCs.

76. 1o pe3ynbpTaTaM SKCIEPTU3BI TOCYAAPCTBEHHAS dKCIIEPTHAS opraHu3anus GopMUpYeET
CBOJIHBIN OTUET MO OE30MaCHOCTH, Ka4eCTBY U A((PEKTUBHOCTH JICKAPCTBEHHOTO TIpenapara B
COOTBETCTBUU C MpWiIokeHueM 27 k HactosumuM [IpaBunam, He KoH(pHUIACHIIMATbHAS YaCTh
KOTOPOT'0 pa3MeIaeTcsi Ha MHTEPHET-PECYpPCe TOCYAAPCTBEHHON HKCIIEPTHON OpraHu3auu.

77. Ilocne 3aBepuieHUs TPOLEAYPHl DKCIEPTU3Bl TOCYIAApPCTBEHHAS SKCHEPTHAA
opranuzaius GopMHUPYET AIEKTPOHHBIA APXMBHBIN K3EMIUISIP PETHCTPALIMOHHOTO JOChE,
coAepkalluii JOKYMEHTBHl W MaTepUasibl pe3yjbTaTa AKCIEPTU3bl (JIOMOJHUTEIbHbBIC
MaTepuasibl, MPEJCTAaBICHHbIE YCIYromojydaTrejaeM M0 3ampocy ToCyAapCTBEHHOM
AKCIEPTHON OpraHu3aluu, OTYeT BaJUJAlUU PErUCTPALMOHHOIO JOChE, 3aKIIOYUTEIbHBIN
CBOJHBII OTUET PKCIEPTOB MO KPUTUUECKOM OLIEHKE JIEKAPCTBEHHOIO MPENapara, MpOTOKOJIbI
UCIIBITaTeNIbHON 1a00paTopun), 3aKI0UeHne 0 0€30MaCHOCTH, KauecTBY U 3((HEKTUBHOCTH,
OXJIITT, UMII (1ucTOK-BKJIAIBIIT), HOPMATUBHBINA JTOKYMEHT IO KauyeCTBY JEKAPCTBEHHBIX
CPEJCTB, 3apErUCTPUPOBAHHBIE MAaKEThl YMaKOBOK, dTUKETOK, CTUKEPOB, XpaHSIIUECS B
AIEKTPOHHOM apXHUBE.



Bo BpeMst aeiicTBUSI pErMCTPAIMOHHOTO YJOCTOBEPEHUSI apXUBHOE PETHCTPAIMOHHOE
JI0OChE€, JIOTOJIHIETCS] PETUCTPALMOHHBIM JIOChE, MOJaHHBIM Ha BHECEHHE HW3MEHEHUH,
COJIEp KalllM JIOKYMEHTBI U MaTepHAIIbl PE3YIbTATOB SIKCIEPTHU3HI.

PerucrpaniioHHOE 10ChE€ XPAHUTCS B DJICKTPOHHOM apXUBE Ha AJIEKTPOHHOM HOCHUTEIIE B
teuenue 10 (mecsTh) JerT.

78. Ilpu rocynapcTBEHHOW pErucTpalud yCTaHABIMBAETCA CPOK JEHCTBUS
PETUCTPALMOHHOTO YOCTOBEPEHUS JJIsl JISKAPCTBEHHBIX CPEJCTB — 5 JIET, 382 UCKIIOUCHUEM
JIEKapCTBEHHBIX CPECTB, MPOU3BeNeHHbIX B PecniyOnuke KazaxcraH.

[Ipu rocynapcTBEHHON perucTpalyu JIEKapCTBEHHBIX CPEJCTB, MPOU3BEJACHHBIX B
Pecny6ninke Ka3zaxcran BbiaeTcst 6ecCpouHOE PETUCTPAIIMOHHOE YIOCTOBEPEHHUE.

[Ipu mepepeructpanuu BblAaeTcsi 0ECCPOUYHOE PETMCTPALIMOHHOE yIOCTOBEPEHHUE Ha

JIEKapCTBEHHBIE CPEACTBA.

IMTaparpad 5. Ilopsamok perucTpamuy NEeHEI Ha JICKapPCTBEHHBIC CPEICTBA ¥ BHECCHNUS H3MCHCHHA B
IEHy IPOU3BOIMATEIIA

79. s perucTpauyy WJIM BHECEHUS U3MEHEHUUM B 3apErHCTPUPOBAHHYIO LEHY
MIPOU3BOJUTEIS JIEKAPCTBEHHOTO CPEACTBA, YCIYyroONOJdyd4aTellb NPENOCTABIAECT B
rOCyJapCTBEHHYIO KCIIEPTHYIO OPraHU3aIIUIO 3asBJICHHE 10 (DOpPME, COTIIACHO MPUIIOKEHUIO
1 x HacTosiuMm [IpaBuiiam.

B cnyyae BBO3a JieKapCTBEHHOIrO cpeficTBa Ha Tepputopuio Pecniyonuku Kazaxcran
MOCJIe PEerucTpaliy IeHbl Ha JIEKAPCTBEHHOE CPEACTBO, YCIyromnoiaydarenb B TedeHue 60 (
HIECTHJIECST) KaJleHIapHbIX JHEHN CO JHS BBO3a B 00s3aTEILHOM MOPSJIKE BHOCUT U3MEHEHUE
B paHee 3apEerUCTPUPOBAHHYIO LIEHY TPOU3BOIUTETIS.

80. IIpu peructpanuu 1HEHbI NPOU3BOAUTEIS JIEKAPCTBEHHOTO CPEACTBA K 3aSBICHUIO
MIPUJIATar0TCs CIEAYIOLINE IOKYMEHTHI:

JI1s1 0T€UeCTBEHHBIX MPOU3BOIUTENECH:

1) 1oKyMeHT, TOATBEPKAAIOUIMI MPABO YCIYTONOIYYaTels OCYIIECTBIATh PETUCTPALINIO
LEHBbI WJIM BHECEHUE U3MEHEHNW B 3apETUCTPUPOBAHHYIO LIEHY TPOU3BOJIUTEISI HA TOPrOBOE
HAaMMEHOBAHUE JICKAPCTBEHHOT'O CPEACTBA;

2) uadopmanus ¢ MOATBEPKIAAIOMUMH JOKYMEHTaMU (KOHTPAKT, JIOTOBOP) O IEeHaX
JIEKapCTBEHHBIX CPEJICTB, PEATIM3YEMBIX B IPYTMX CTpaHax 3a 12 MecAleB, MPeaneCcTBYOIUX
JlaTe MOJIauy 3asBJICHUS HA PErUCTPALIUIO LICHBI.

B ciaydae oTCcyTCTBUA peanu3alyy B IPYTUX CTPaHaX, YCIYTOMOIy4aTelb MOATBEPKIACT
OTCYTCTBUE peajn3ainuu Ha GUPMEHHOM OJIAHKE yCIIyTOIMOIy4YaTesl, 3aBEPEHHOM MOAMICHIO
YIIOJITHOMOYEHHOTO JIUIA YCIYyTOMOIyYaTeIs.

JInd MHOCTPAaHHBIX MPOU3BOAUTENEH JEKAPCTBEHHBIX CPEACTB MU JJIs 3aKa3YMKOB
KOHTPAKTHOT'O TPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPENICTBA!



1) TOKyMEHT, NOATBEPKAAOLINI IPABO YCIYTONOIy4YaTessl OCYIECTBIATh PETUCTPALIUIO
LIEHbI UM BHECEHUE W3MEHEHUH B 3apPETUCTPUPOBAHHYIO LIEHY MPOU3BOIUTENS HA TOPTOBOE
HaMMEHOBAaHHUE JIEKaPCTBEHHOT'O CPE/ICTBA;

2) undopmanus Ha GUPMEHHOM OJIaHKE YCIyToIoay4yaresis, 3aBepeHHasi MOMUChI0
YHOJHOMOYEHHOTO JIUIA YCIYromoayyaTenst O lleHax B pedepeHTHBIX CTpaHax, B clydae
OTCYTCTBUSI LI€H B pe(pEpEHTHBIX CTpaHax - B CTpaHe MPOU3BOIUTENIS;

3) xomus AOKYMEHTa, MOATBEP)KIAIOIIAs IEUCTBYIOIIYI0 MAaTEHTHYIO 3alluTy
OpUTMHAJIBHOTO JIEKAPCTBEHHOTO IIpenapata WM OHOJIOTMYECKOTO OPUTMHAIBHOTO
JIEKApCTBEHHOT 0 MpernapaTa ¢ yKa3aHUEeM J1aThl UCTEUEHUs ACHCTBUS MATEHTHOM 3allUThI,
a100 MUCHMO OT 3aBOAA-IIPOU3BOIUTEINS MU JAepKaTelsi PErUCTPALMOHHOIO YAOCTOBEPEHUS,
MOATBEPKIAIOLIEE OPUTMHAIBHOCTD IIpenapara.

81. Perucrpamnus UneHbl MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEICTBA U BHECEHUE
U3MEHEHUM B 3apErUCTPUPOBAHHYIO II€HY IPOU3BOAMUTENS JIEKAPCTBEHHOIO CPEACTBA
OCYILECTBIJISIETCS HAa OCHOBAaHWM IOJAHHOIO 3asBJIEHHS B CpoK He mo3aHee 10 (mecsTh)
pabouux JHEN co JHS MPEeAOCTaBICHUS YCIyTONOMydaTesIeM 3asiBICHUS.

82. I'ocynapcTBeHHasl SKCIEpTHAs OpraHu3alisl pErucTpupyeT UEeHy NPOU3BOIUTENS IPU
COOTBETCTBHH KPUTEPUIO:

1) npenocTaBieHHas 1ieHa MPOU3BOIUTENS JIJIsl BBO3UMBIX JI€KAPCTBEHHBIX CPEACTB IS
PecnyOnnku Kazaxctan He mpeBbILIaeT cpeiHee 3HaYeHHE TPeX MUHUMANIBHBIX LIEH U3 YHciia
IOJJaHHBIX B 3asBJICHUM PpEEPEHTHBIX CTPaH, a TAK)KE HE MPEBBIIIAET CPEHEE 3HAUCHUE TPEX
MUHHMMAaJIbHBIX ILI€H, MOJYYEHHbIX M3 JaHHBIX CAaWTOB MEXIYHAapOAHBIX OpraHu3auuii. B
Cllyyae €CiId KOJUYECTBO pPEePEpeHTHBIX CTpAaH MEHEE TpeX, LIEHAa MPOU3BOJAMUTEINS HE
MPEBBIIIAECT CPEAHETO 3HAUCHHUS LIEH MPEACTaBICHHOI0 KOJIMYECTBa pe(PepeHTHBIX CTpaH, a
TaK)K€ HE MPEBBIIIACT CPEJHEE 3HAYEHHE II€H, IOJYYEHHBIX M3 JaHHBIX CANTOB
MEXIYHApPOJIHBIX OpraHU3aUi.

[Ipn OTCYTCTBMH TOCYJapCTBEHHOW PETrHCTpalMU JIEKAPCTBEHHOIO CPEICTBAa B
pedepeHTHBIX CcTpaHax, I€Ha MPOU3BOJIUTENS HE MPEBBIIIACT 3HAYEHUS IIEHBI B
CTpaHEe-IIPOU3BOAUTEIIA.

2) mpenocTaBlIeHHas 1I€HAa OTEYECTBEHHOI'O IPOU3BOAUTENS HE NIPEBBIIIAET IE€H
JIEKapCTBEHHBIX CPEACTB, PEATU3YEMBIX B IPYTUX CTPaHaX.

83. Ilpn BHECEHHM HM3MEHEHUN B 3apETHUCTPUPOBAHHYIO ILIEHY IPOU3BOIUTEII
JIEKapCTBEHHOI'O CPENICTBA, K 3asBJICHUIO MPUJIATalOTCs CIETYIOUIUE JOKYMEHTHI:

JI71s1 0TeueCTBEHHBIX MPOU3BOIUTENIEH:

1) TOKyMEHT, NOJTBEPAKAAIOUINI IPABO YCIYTONOdydaTessi OCYIECTBISATh PErUCTPALIUIO
LIEHbI WJI1 BHECEHHE U3MEHEHUN B 3apErUCTPUPOBAHHYIO LIEHY POU3BOIUTEIS;

2) uH(popManus ¢ NOATBEPKAAIOIIMMHI JOKYMEHTaMH (KOHTPAKT, I0rOBOP) O LiEHaX
JIEKapCTBEHHBIX CPEJCTB PEANM3YEMBIX B IPYTUX CTpaHax 3a 12 mecsues, NpeAecTBYOINX
JaTe MoJia4yu 3asiBJICHMsI Ha PETUCTPALIMIO JM00 BHECEHHSI U3MEHEHU B 3apErUCTPUPOBAHHYIO

LEHY.



B cityuae oTCyTCTBHS peanu3aluu B IPyrUX CTpaHaX, YCIyTromnoay4dareslb HOATBEPKAAET
OTCYTCTBUE peajn3aluu Ha (GUPMEHHOM OJIaHKE yCIIyTronoiayyaTessl, 3aBepEHHOM MOAMUCHIO
YIIOJITHOMOYEHHOTO JIUIIA YCITYyTOMOIy4aTens;

3) nns JeKapCTBEHHBIX CPEJICTB, CPOK JACHCTBUS PETHCTPALIMOHHOIO YIOCTOBEPEHHUS
KOTOPBIX HA MOMEHT ITOa4y 3asBJICHUS UCTEK, MPOU3BEICHHBIX Ha TEPPUTOPUH PecryOmuku
Kazaxctan 10 wucredeHus cpoka JAEHCTBUS PETUCTPALIMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOT'O CPEJICTBA, MPEJOCTABIISIOTCS JOKYMEHTBI, IOATBEPKAAIOIINE MPOU3BOJICTBO
JIEKapCTBEHHOTO Cpe/icTBa (Komust cepTudukaTa 0 COOTBETCTBUU MPOAYKITUH).

J11st 3aKa34MKOB KOHTPAKTHOTO MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPE/ICTBA!

1) 1OKyMeHT, TOATBEPKAAIOLIMI MPABO YCIYTONOIYYaTels OCYIECTBIATh PETUCTPALINIO
LIEHbI WJIM BHECEHHE U3MEHEHUH B LIEHY MPOU3BOIUTENS;

2) undopmanust Ha GUPMEHHOM OJIAaHKE YCIyTOIOIydYaTelis, 3aBepeHHAsT MOIMUCHIO
YIOJHOMOYEHHOTO JIMIIA YCIYTromojiyyaTessl O IleHaX B peepeHTHBIX CTpaHax, B cllydyae
OTCYTCTBUSA LIEH B pe()epEHTHBIX CTPAHAX, B CTPAHE MPOU3BOIUTEIIS;

3) KOIus OJITOCPOYHOTO JIOTOBOPA MOCTABKHU C 3aKa3YMKOM KOHTPAKTHOTO MPOU3BOICTBA
JIEKapCTBEHHOT'0 CpeAcTBa ¢ uH(popmanuein o uene npouspoaurens JIC, aeiicTByroniero Ha
MOMEHT TIOJIay¥ 3asBJICHUS Ha PETUCTPAIMIO0 JIMOO BHECEHHS U3MCHEHHH B
3apEruCTPUPOBAHHYIO IIEHY;

4) niig NeKapCTBEHHBIX CPEICTB, CPOK ACHCTBUSI PETHCTPALIMOHHOIO yIOCTOBEPEHHUS
KOTOPBIX Ha MOMEHT I0/Ia4M 3asiBJICHUS UCTEK, TPOU3BEJECHHBIX HA TeppuTopun PecnyOinmku
KazaxctaH [0 wucCTedeHUs CpoOKa JACHCTBUS PETHCTPALMOHHOIO YJIOCTOBEPEHHS
JIEKAPCTBEHHOTO CPEACTBA, NIl U3MEHEHHMs 3apEeTUCTPUPOBAHHON IIEHBI MPETOCTABISIOTCS
JOKYMEHTBI, MOATBEPKIAIOIINE MPOU3BOACTBO JIEKAPCTBEHHOI'O CpPEACTBA (KOMUS
ceptu(urKaTa 0 COOTBETCTBUU IPOAYKIIUH).

JIJ1st ”HOCTpaHHBIX TPOU3BOAUTENEH:

1) 1OKyMeHT, TOATBEPKAAIOUIMI MPABO YCIYTONOIYYaTels OCYIIECTBIATh PETUCTPALINIO
LEHbl UJIM BHECEHHE M3MEHEHUU B LIEHY NPOU3BOAUTENS, BKIIOYAs MPABO MPEAOCTABIAThH
uH()OpMAITHIO O TIeHaX B pe()ePEHTHBIX CTPAHAX U O IeHaX (PaKTHUYECKUX BBO3OB,;

2) xomusi JOKYMEHTa, MOJTBEPKJIAIOIIETO I[EHY JIEKapCTBEHHOTO CPEeJCTBA (KOMUS
MHBOlca (HaKIagHOW), CUeT-(PaKTyphl) MOCIEAHEr0 BBO3A 3@ BEIUETOM CKHUJIKH 3a 12 Mecsles,
IpEeAIIeCTBYIOMMUX JaTe MoJauu 3asBieHUs (IpU HAIMYUK (PAKTHYECKOro BBO3a), 3a
UCKIIIOYEHUEM CIly4aeB BBO3a Ha Tepputopuio PecnyOmuku Ka3zaxcraH jgekapCTBEHHOTO
CpPEACTBA HA OCHOBAHUSIX, IPEyCMOTPEHHBIX MOAMTYHKTOM 4) cTtaThu 252 Koxekca.

[Ipu oTcyTcTBUU (paKkTHUECKMX BBO3OB 3a MOCieAHHE 12 MecsueB, NpeaoCcTaBIsIOTCs
KOIMH JIOKYMEHTOB 3a MpeIbIAyInii nepuos 12 mecsues.

[Ipu oTcyTcTBUM (PaKTHUYECKUX BBO30B 32 yKa3aHHBIM MEPUOJ, YCIyTONOJydaTelb
MOJTBEPKIaeT OTCYTCTBUE BBO3a Ha ()UPMEHHOM OJaHKE yCIIyTrOIMoJydaTessi, 3aBepEeHHOM
MOJIMUCHIO YIIOJTHOMOYEHHOTO JIUIIA YCIIyTOMOTyYaTes;



3) Komnusi TaMOKEHHOM JEKJIapaluu K JOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 2) MyHKTa
83 IlpaBui ()11 UHOCTPAHHBIX MPOU3BOIUTENEH);

4) xomusi KOHTPAKTa WU JOTOBOPA O MPUOOPETECHUH JICKAPCTBEHHOTO CPEICTBA C IICHOM,
JEUCTBYIOIIEH Ha MOMEHT IMOJauM 3asBJICHUS Ha MU3MEHEHHE 3apErMCTPUPOBAHHON IIEHBI
JIEKApCTBEHHOI'O CPEICTBA;

5) Komus [OKYMEHTA, MOATBEPXKAAOUias IEHUCTBYIOUIYI0 MATEHTHYIO 3alIUTy
OpPUTMHAJIBHOTO JIEKAPCTBEHHOr'O0 TNpernapara WiIM OHOJOTHYECKOr0 OpPUTHHAIBHOTO
JIEKapCTBEHHOTO MpernapaTa C YKa3aHUEM JaThl UCTEUCHUS IECUCTBUS MATEHTHOW 3aIlIUTHI,
100 MUCHMO OT 3aBOJA-IIPOU3BOAUTEIIS WM JIEp>KATelsl PErUCTPALMOHHOTO YAOCTOBEPEHUS,
MOATBEPKIAIOLIEE OPUTMHAIIBHOCTD IIpenapara;

6) N JIEKapCTBEHHBIX CPEICTB, CPOK JACHCTBUS PETHCTPALIMOHHOIO yIOCTOBEPEHHUS
KOTOPBIX Ha MOMEHT NOJAYM 3asBJICHHS MCTEK, BBE3EHHBIX Ha Tepputopuu PecnyOnuku
KazaxcTtan 1m0 ucrtedeHHs Cpoka [OEHCTBUS perucTpanroHHoro yupocroBepenus JIC,
IIPEAOCTABIAIOTCS JOKYMEHTBI, TOATBEPKIAAIOIINE BBO3 JIEKAPCTBEHHOI'O CPEACTBA: KOMUS
cepTuduKaTra COOTBETCTBUH MPOAYKIIUH, KOTIHS TAMOKEHHOH JeKIapallyu.

CBeneHns 0 JEKapCTBEHHOM CPEJICTBE B 3asBJICHUU YKa3bIBAIOTCS B COOTBETCTBHM C
PETHCTPALMOHHBIM YOCTOBEPEHUEM.

['ocyapcTBeHHAst SKCHIEpTHAs OpraHU3alysl MPOBOJNUT CPABHEHUE IMPEIOCTABICHHBIX
JAHHBIX YCIYTOMOydaTeeM Ha COOTBETCTBHE TpeOOBaHUSIM HacTOSIHX [IpaBmin u JaHHBIX
U3 UHTETPUPOBAHHON MHPOPMAIIMOHHON CUCTEMBbI TAMOKEHHBIX OPT'aHOB.

84. BHeceHne N3MEHEHUH B 3apErUCTPUPOBAHHYIO LIEHY POU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB MIPOU3BOJIUTCS HA OCHOBAHUU 3asIBJICHHS M IPUJIAraeMbIX JOKYMEHTOB, YKa3aHHbBIX B
nyHKTe 83 Hacrosmux [Ipasuir.

85. BHeceHue N3MEHEHUI B 3apErUCTPUPOBAHHYIO LIEHY TPOU3BOAUTEIS 111 BBOSUMBIX
JIEKAPCTBEHHBIX CPEJICTB, CPOK JNEHUCTBHS PErHMCTPALMOHHOIO yJAOCTOBEPEHUS KOTOPHIX Ha
MOMEHT TOJau 3asiBICHUs UCTEK, BBE3EHHBIX Ha TeppuTopuio Pecnybnuku Kazaxcran no
HCTEUYEHHUS CPOKA JIEUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHHMS, OCYIIECTBISETCA HA OCHOBE
CBEICHMUI O 1IeHax (akTuueckux BBo30B B Pecrybnuky Kazaxcran 3a mocnennue 12 mecsies
CpOKa JAEHCTBHS PETUCTPALIMOHHOTO YIOCTOBEPEHHS.

B ciyuae oTcyTcTBUS pakTHUECKUX BBO30OB 3a MocheaHue 12 mecsieB, IpeaoCTaBIsIOTCS
KOIUH JIOKYMEHTOB 3a MpEeAbIAy Ui nepuo 12 Mecsies.

Bhecenue n3MeHeHU B 3aperUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS CPOK JEUCTBUS
PETHCTPALIMOHHOIO YIOCTOBEPEHHS KOTOPBIX HA MOMEHT IOJA4H 3as1BJICHUS IPUOCTAHOBIIEH,
OCYIIECTBIISIETCA B MIOPSIJIKE U B CPOKH, MPeIyCMOTpeHHbIe TyHkTamu 79, 80, 81, 82, 83, 84 u
85 nacrosiuux [IpaBui.

86. Ilpu oTcyTcTBUU BBO3a Ha Tepputopuio Pecnybnuku Kazaxcran BBo3umoro JIC B
TEUEHUE MOCHEIHUX 24 MECALEB JO0 BHECEHHS M3MEHECHUN B 3apETHUCTPUPOBAHHYIO LIEHY
IPOU3BOUTES, IEHA POU3BOJAUTEISI PETUCTPUPYETCS HA OCHOBAHUH:



1) KOHTpaKTa WJIK I0TOBOpa O MPUOOPETEHHUH JICKAPCTBEHHOTO CPEICTBA JACHCTBYIOIIETO
Ha MOMEHT TOJa4yu 3asBJICHUS Ha BHECEHHE W3MEHECHUN B 3apEruCTPUPOBAHHYIO IIEHY
MIPOU3BOJIUTEIIS,

2) cBeleHUM O IIeHEe B pedepEHTHBIX CTpaHaX WM B CTPaHE-MPOU3BOAUTEINS MPHU
OTCYTCTBUU TOCYJapCTBEHHOW DPETHCTPAIMH JICKAPCTBEHHOTO CPEACTBAa B pe(EepPEeHTHHIX
CTpaHax.

87. I'ocymapcTBeHHas! SKCIIEpPTHASA OpPraHU3alMsl MPOU3BOAUT BHECEHUE U3MEHCHUN B
3apETUCTPUPOBAHHYIO LIEHY NPOU3BOAUTENS TP COOTBETCTBUU CIIEIYIOIIUM KPUTEPHUSIM:

1) mpenocTaBieHHas 11€HA MPOU3BOAUTENS 1JI1 BBO3UMBIX JICKAPCTBEHHBIX CPEACTB IS
Pecny6niuku Kazaxcran He MpeBBINIaeT cpeiHee 3HAUCHUE TPEX MUHUMAIBHBIX IIEH U3 YUCiIa
MOJaHHBIX B 3asIBJICHUU Pe(EPEHTHBIX CTPaH, a TAK)KE HE MPEBBIIIACT CpeIHEe 3HAUCHUE TPEX
MHUHUMAJIBHBIX II€H, MOJYYEHHBIX U3 JIaHHBIX CAaWTOB MEXKJYHAapOJHBIX OpraHuzanui. B
Cllyyae €cCJM KOJIMYeCTBO pe(EepEeHTHBIX CTpaH MEHEEe TpeX, LeHa MPOU3BOJMUTENS HE
MPEBBIIIAET CPETHETO 3HAUCHHUS 1I€H MPECTABICHHOTO KOJIWYeCcTBa peepeHTHBIX CTpaH, a
TaK)K€ HE TMPEBBINIAET CPEIHEE 3HAYCHUE I1IE€H, MOJYYEHHBIX H3 [IaHHBIX CalTOB
MEKTyHAPOIHBIX OpraHU3aIUH.

[Ipu OTCyTCTBUM TOCYAApCTBEHHOW PETHCTpAllMU JIEKApCTBEHHOI'O CPEICTBA B
pedepeHTHBIX CTpaHaX, I[€Ha NPOU3BOJUTENISI HE TMPEBBINIACT 3HAYEHUS IEHBI B
CTpaHe-IPOU3BOIUTEIIS.

2) npeaocTaBieHHas 1ileHa TPOU3BOJUTENS HAa BBO3UMBIE JIEKAPCTBEHHBIE CPEJICTBA HE
BBIIIE 3HAYEHUS 1I€H, YKA3aHHBIX B MPEJOCTABICHHBIX JOKYMEHTAX, MOATBEPKIAOMINX LIEHY
JIEKApCTBEHHOI'0 CpPeJICTBA (KOMHUS MHBOICA, TAMOKEHHON JIeKJIapaluu Uiu cueT-QaxTypsl (
HaKJIaJHOM)) TTOCETHETO BBO3a 32 BRIYETOM CKHUIKH;

3) mpenocTaBiieHHAs IIeHA MPOU3BOAUTENSI HA BBO3UMBIE JIEKAPCTBEHHBIE CPEACTBA HE
BBIIIIE 3HAUEHUS 1I€H, ACHCTBYIOIIMX HA MOMEHT M0JIauy 3asBJICHHUS Ha BHECEHUE U3MEHEHUN
B 3aPETUCTPUPOBAHHYIO LIEHY MPOU3BOJAUTEIS U YKA3aHHBIX B IPEIOCTABICHHBIX TOKYMEHTaX
, moaTBepxkaaromux ey JIC (KoHTpakT uiu aoroBop o npuoodoperenuu JIC, nercTByromumii
Ha MOMEHT I0JIa4Y¥ 3asIBJICHUSA);

4) mpenocTaBiieHHAs 1leHAa OTEYECTBEHHOr'O MPOW3BOJUTENS HE MPEBBIIIACT IEH
JIEKapCTBEHHBIX CPEJICTB, PEAIU3YEMBIX B IPYTHX CTPAHAX;

5) mpenocTaBieHHas IIeHAa TPOU3BOJUTENS HE IMPEBBIIAET 1IEH HA JIEKApCTBEHHbIC
CpPEICTBA JOJTOCPOYHOIO JOrOBOPA MOCTABKH C 3aKA3YMKOM KOHTPAKTHOTO IMPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

88. ['ocynapcTBeHHas SKCHIEPTHASI OpTaHU3AIMs IPOBOAUT CPABHEHUE MTPEIOCTABIECHHBIX
JTAHHBIX, yKa3aHHBIX B MyHKTe 87 HacTtosmmx [IpaBui, Ha COOTBETCTBHE TPEeOOBAHUIM
HacTtosmux IlpaBuin W JaHHBIX M3 HWHTETPUPOBAHHOM HMHGOPMAILIMOHHONW CHUCTEMBI
TaMO>KEHHBIX OPTaHOB.



89. I'ocynapcTBeHHas 3KCIIEpTHAs OPraHU3alMsl BBLAACT 3aKIHOYEHUE O PETHCTPALMU
LEHBI JINOO O BHECEHUU M3MEHEHUH B 3apETMCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS, COTIIACHO
MPUJIOKEHHIO 5 K HacTosAmmMm [IpaBunam.

90. B cinydyae HECOOTBETCTBUS 3aPETMCTPUPOBAHHON LEHBI KPUTEPUSAM, YKAa3aHHBIM B
nyHkrax 82 wm 87 mHacrosmux I[IpaBun, rocynapcrBeHHas JKCIIEpTHas OpraHU3alus
HaIpaBJIsIET MOTUBUPOBAHHBIN OTKAa3 B PETUCTPAIMH LIEHBI, JINOO BO BHECEHUH U3MEHEHUM B
3apErUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS MO (Gopme, coriacHo mnpuioxeHuto 10 x
HacTosAmuM [IpaBunam.

91. YcayromonyyaTtenb obecreynBaeT AOCTOBEPHOCTb, MOJHOTY M COJEpKAHHE
IIPEIOCTABJICHHBIX JOKYMEHTOB B COOTBETCTBUM C JACHCTBYIOIIMM 3aKOHOAATEIBCTBOM
Pecny6siuku Kazaxcran n nactosiiuumu [IpaBunamu.

IIpenocraBiieHre yCiIyronojiy4yaTeaeM HEIOCTOBEPHBIX JAHHBIX ABIAETCS OCHOBAHUEM
IUIsl OTKa3a B PETHCTPALMU LIEHBI WJIM BHECEHUU W3MEHEHUHN B 3apETMCTPUPOBAHHYIO LIEHY
IIPOU3BOIUTEIIA.

92. lleHbl NMpPOW3BOAUTENS HA JIEKAPCTBEHHBIE CPEICTBA PETUCTPUPYIOTCA 3a
MOTPEOUTENBCKYIO YIAKOBKY, OTIAEIbHO Ha KaXKJ10€ TOProBO€ HAUMEHOBAHUE C YYETOM
JIEKapCTBEHHOW (DOPMBI, TO3UPOBKH, KOHIICHTpALMK, 00beMa, (aCOBKH, IIPOU3BOIUTEIS U
PETUCTPALIMOHHOIO yIOCTOBEPEHHMS JIEKAPCTBEHHOI'O CPEACTBA HA JIaTy MOJa4yu 3asBJICHUS O
perucTpaly LeHbl TPOU3BOAUTENS, JUOO H3MEHEHMs 3aperuCTPUPOBAHHON IICHBI
IPOU3BOIUTETIS.

93. B cmydae ecnm B paMKax OJHOTIO PETHCTPALUOHHOIO YIOCTOBEPEHHUS
3apETrUCTPUPOBAHO HECKOJIBKO MPOU3BOAUTENCH, BAPUAHTOB MOTPEOUTEIHCKUX YIMAKOBOK,
J03UPOBOK, OPMBI BbIITyKa, 00beMa U (haCOBOK JIEKAPCTBEHHBIX CPEJCTB, YCIyTrONOIyYaTeNlb
IIPENOCTABIIACT 3asIBJICHUE OTAEIBHO I KaX0r0 U3 BApUAHTOB.

94. Ilpu KOHBEpPTAlMM MHOCTPAHHOM BAJIOTHI LIEH YKA3aHHBIX B 3asBJICHUM: LICHBI
MIPOU3BOUTENIS, KOTUU MHBOMCA (HAKJIaJHOM) WK CUeT-(aKTyphl, a TAK)KE B KOHTPAKTE WU
JIOTOBOPE O MPUOOPETEHUH JICKAPCTBEHHOTO CPEICTBA B HALIMOHAIBbHYIO BalIIOTy PecryOnuku
Kazaxcran ucnonb3yroTcs: opuuanbHble Kypchl HHOCTPAHHBIX BaJIOT B CPEIHEM 32 MECHIL,
IPEAIICCTBYIOIIMI Mo1aue 3asBieHus (cpeanuii oOMeHHbl kKypc) HanumonanbHoro banka
Pecny6sinku Ka3zaxcras.

95. Tlpu orcyTcTBUU O(PUIIMATBLHOTO Kypca BAJIOT B NEPEYHE MHOCTPAHHBIX BaJIOT,
yTBepKIeHHOM nocTaHoBiieHueM [IpaBnennsa HaunonansHoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 ytBepxaeHuu [IpaBun yctaHoBieHUs 0QHUIIMAIBHOTO
Kypca HalMoHalbHOW BamioThl PecnyOnuku KazaxcTtaH kK HMHOCTpaHHBIM BamdtoTaM" (
3aperucTpupoBaH B Peectpe rocy1apCTBEHHON pEerucTpaly HOPMaTUBHBIX IPABOBBIX AKTOB
noa Ne 7977), undopmanusa o 1eHe B pedepeHTHBIX CTpaHax MOJAETCA B JOJUIapax
Coenunennbix IllTaToB AMeEpHKM COrJIacCHO pacyeTHOMY Kypcy oOIepanuil 3a
NpEeIIECTBYIOUUN MeCsLl, TPEeI0CTaBIEHHBIX KazHaueiicTBoM Opranuzainuu O0beIMHEHHbBIX
Hanwii, na caiite https://treasury.un.org.



96. B nepuojs orpaHMYUTENIBLHBIX MEPONPUATHM, B TOM YHCJIE KapaHTHHA, BBEJACHUS
YPE3BBIYANHOTO TOJIOKECHUS, BO3ZHUKHOBEHHS YPE3BbIYAWHBIX CUTYAIlUHd COLMAIBHOTO,
MPUPOJIHOTO M TEXHOTCHHOrO XapakTrepa Ha TeppuTopun PecnyOnuku Kazaxcran,
OCYIIIECTBIISICTCS 0COOBIN MOPsIOK (popMupoBaHuUs npeaeabHbIX 1IeH Ha JIC mj1s onToBO# U
PO3HUYHON peanuzanuu, a Takxke B pamkax (mamee — ['OBMII) u (unu) B cucreme
00s13aTeTLHOTO COLIMAIBHOTO MEIUITMHCKOTO cTpaxoBanus (nainee — OCMC).

97. Ilpu ocoOOM MOPSAKE YIOTHOMOYEHHBIM OpPraH HAaNpaBiIsIET B TOCYIapCTBEHHYIO
AKCIEPTHYIO opraHuzaiui crnucok JIC ¢ ydeToMm JieKapcTBEHHOW (OpPMBI, JO3UPOBKH,
KOHIIEHTpallMM U 00beMa MO MEXIyHApOJHOMY HEMAaTeHTOBAHHOMY HAWMMEHOBAHUIO IS
dhopMupoBaHUs TIPEACIIBHBIX IIEH Ha TOproBoe HanMeHoBaHue JIC i onToBOM M PO3HUYHON
peanuzanuu, a takxke B pamkax ['OBMII u (unm) B cucteme OCMC, B COOTBETCTBUU C
PETrPECCUBHOM IIKAJIION HAIICHOK.

98. B ciyyae MecsIYHOTO U3MEHEHHUSI OOMEHHOTO Kypca TEHT'€ K HHOCTPaHHBIM BaIlOTaM
Ha 10 wnam Oonee MpPOUEHTOB U (MJIM) MPEBBIMICHUS (PAKTUYECKOW TOJIOBOM MHOIIAINU
BEpXHEW TpaHUIIBI IeJIEBOro Kopuaopa Oonee yem B 1,5 pasa, mpeaenbHbIC IEHBI
dbopmupyroTcss 1o TOproBomy HaumMeHoBaHuio Ha JIC mnyTtem Han0aBKUM K IIE€HE
MIPOM3BOUTEIISI TPOILIEHTHOTO 3HAYEHUSI, IPEAOCTABIISIEMOT0 YIIOJJTHOMOUYEHHBIM OPTaHOM.

99. B ciiyuae MecsiUHOTO U3MEHEHUsI OOMEHHOI'0 Kypca TEeHIe K MHOCTPAHHBIM BaJlOTaM
Ha 10 wiam Oosnee MPOUEHTOB W (WMW) YMEHBIIEHUS (PAKTHUYECKONW TOM0BON WHOIAIINU
BEpXHEW TpaHUIIBI IeJIeBOro kopuaopa Oosiee yem B 1,5 pasa, mpeaenbHbIE IEHBI
(bopMHpYIOTCS TTO0 TOProBoMYy HanMeHoBaHMIO Ha JIC myTeM BbIYeTa OT IEHBI TPOU3BOIUTEIS
MPOIEHTHOT O 3HAYEHHUSI, TPEAOCTABIISIEMOTO YIIOJITHOMOUYEHHBIM OPTaHOM.

100. ®opmupoBanue npeaenbHbeix neH JIC npoBoauTcss B MHPOPMALIMOHHOW CUCTEME
YIIOJTHOMOYEHHOI'O OpraHa IMyTeM aBTOMAaTHYECKOTo J00aBJICHUS K 3aperuCTPpUPOBAHHOMN
IIEHEe TTPOU3BOIUTENS HAIICGHKH JIJIsi ONTOBOM peanu3anuu, AudPepeHIupoBaHHON UCXOI U3
BEJIMYMHBI 3aPETUCTPUPOBAHHOM IIEHBI POMU3BOIUTEIISI M1 COCTABIISIIOT:

1) 25 % nnst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENBHO;
2) 23,5 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1000,00 TeHre BKIIOYUTEIBHO;
3) 22 % nust JIC, croumocTtsio cBeimie 1000 Tenre u g0 3000,00 TeHTe BKIIOUUTENIHHO;
4) 20,5 % nis JIC, croumocthio cBbimie 3000 tenre u 10 5000,00 TeHre BKIIOYUTEIBHO;
5) 19 % nnst JIC, ctoumocTtsio cBeime 5000 Tenre u 1o 10000,00 TeHre BKIIOYUTENIBHO;
6) 17,5% nnsa JIC, croumoctsio cBbitie 10000 Terre u g0 20000,00 TeHre BKIIOYUTEIBHO;
7) 16 % nns JIC, croumocTtsio cBbitiie 20000 tenre u g0 40000,00 TeHTe BKIIOUUTEIBHO;
8) 14,5 % nna JIC, croumocthio cBhillie 40000 Tenre u mo 100000,00 Tenre
BKJIFOUHTEILHO;
9) 13 % nansa JIC, croumocthio cBbiie 100000 tenre u go 200000,00 Tenre
BKIIFOYHTEILHO,
10) 11,5 % nansa JIC, croumocthio cBeiie 200000 tenre u mo 500000,00 teHre
BKIIFOYHTEILHO,



11) 10 % nna JIC, croumoctsto cbitiie S00000 Tenre.
101. OnToBble Hanenku Ha JIC mpu ocoOom mnopsake aud@epeHuupyroTcs B
COOTBETCTBUM C PETPECCUBHOM KON HAIIGHOK U COCTaBJISIOT:
1) 10 % nst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENIBHO;
2) 9,75 % nnsa JIC, croumocTtsio cBbiiie 350 Tenre u 10 1 000,00 TeHTe BKIIOUYUTEILHO;
3) 9,5 % nnsa JIC, croumoctsio cBbimie 1 000 Tenre u g0 3 000,00 TeHre BKIOYUTEIBHO;
4) 9 % nns JIC, croumoctbio cBeiiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;
5) 8,5 % nnsa JIC, croumoctsio cBbimie 5 000 Tenre u go 10 000,00 TeHre BKIFOYUTEIBHO;
6) 8,25 % nna JIC, croumocThio cBeimie 10 000 tenre m mo 20 000,00 Tenre
BKJIIOUMTENILHO;
7) 8 % nns JIC, croumoctsto cBbitie 20 000 tenre u g0 40 000,00 TeHre BKIFOYUTEIHHO;
8) 7 % nns JIC, croumocTthio cBbiiie 40 000 tenre u 7o 100 000,00 TeHre BKIIOYUTEIBHO;
9) 6,5% nns JIC, croumocthio cBeimie 100 000 tenre u mgo 200 000,00 TeHre
BKIIFOYHTEILHO,
10) 6% nns JIC, ctoumocTtsio cBeime 200 000 tenre m go 500 000,00 Tenre
BKIIFOYHTENILHO,
11) 5,5 % nna JIC, croumoctsio cBbimie 500 000 Teure.

102. ®opmupoBanue npenenbHbix 1HeH JIC qas po3HUYHON peanu3anuy MPOBOAUTCS B
MH(POPMAITMOHHOW CUCTEME YITOJTHOMOUYSHHOTI'0 OpraHa IyTeM aBTOMATHYECKOIO JI00aBICHUS
K MPEACIbHON 1IEHEe Ha TOproBoe HauMeHoBaHue JIC 11 onToOBOM peann3anu po3HUYHOU
HalleHKU, Tu(depeHITMPOBAHHON WCXOJs W3 BEIMYHHBI MPEACIbHONW IIEHBI HAa TOPTOBOE
HanMeHoBaHue JIC 11 onTOBOM peain3aliuy 3a MOTPEOUTEIIBCKYIO YIIaKOBKY.

103. Po3nuunas Hanenka Ha JIC nuddepeHuupyercss B COOTBETCTBHM C PErPECCUBHOM
IIKAJION HAIlEHOK U COCTaBIISICT:

1) 30 % mis JIC, croumocThio 10 350,00 TeHre BKIIOYUTEIBHO
2) 29 nns JIC, croumoctbio cBbitie 350 tenre u g0 1 000,00 TeHre BKIIOUYUTEIBHO;
3) 27,5 % nns JIC, croumoctbio cBbitie 1 000 Tenre u 10 3 000,00 TeHre BKIFOYUTEIBHO;
4) 25 % nns JIC, croumoctbio cBaitie 3 000 Tenre u 10 5 000,00 TeHre BKIHOYUTEIBHO;
5) 22,5 % nns JIC, croumoctbio cBbitie 5 000 Tenre u 10 7 500,00 TeHre BKIFOYUTEIBHO;
6) 20 % nyst JIC, croumocTsio cBeiiie 7 500 tenre u g0 10 000,00 TeHre BKIIOYUTEILHO;
7) 18% ns JIC, croumocTtsio cBbiie 10 000 Tenre go 13 500,00 TeHre BKIFOYUTEIBHO;
8) 16 % nnsa JIC, croumoctsio cBbitie 13 500 tenre u g0 20 000,00 TeHre BKIIOYUTEIBHO;
9) 14 % nns JIC, croumocTtsio cbiiie 20 000 tenre u go 40 000,00 TeHre BKIIOYUTEIbHO;
10) 12 % npna JIC, croumocthio cBeimie 40 000 Tteare u go 100 000,00 Tenre
BKJIIOUMTENILHO;
11) 10 % nnsa JIC, croumoctsio caire 100 000 Tenre.
104. Po3ununas nanenka Ha JIC mpu ocobom mopsiake auddepeHuupyercs B
COOTBETCTBUM C PETPECCUBHOM MIKAJIONW HAIICHOK U COCTABJISICT:
1)15 % nns JIC, ctroumocthbio 110 350,00 TeHre BKIIOYUTEIBHO;



2)14,5 % nns JIC, croumocTsio cBbiiie 350 Tenre u 10 1 000,00 TeHre BKIIOYUTEIBHO;
3) 13,75 % nna JIC, croumocTtsio cBoiie 1 000 Tenre u 10 3 000,00 TeHre BKIIOYUTEIBHO

4) 12,5 % nns JIC, croumocTtsio cBaiiie 3 000 Tenre u g0 5 000,00 TeHre BKIIOYUTEIBHO;
5) 11,25 % nns JIC, croumoctsio cBbitie 5 000 tenre u 10 7 500,00 TeHre BKIIOYUTEIBHO

6) 10 % nyst JIC, croumocTsio cBeiie 7 500 tenre u g0 10 000,00 TeHre BKIIOYUTEILHO;
7) 9 % nns JIC, croumoctsio cBbite 10 000 Tenre go 13 500,00 TeHre BKIFOYUTEILHO;

8) 8 % nmnsa JIC, croumocTthio cBhiie 13 500 terre u g0 20 000,00 TeHre BKIIOYUTEIBHO;
9) 7 % nns JIC, croumoctsio cBaite 20 000 tenre u 10 40 000,00 TeHTre BKIIOUYUTENIBHO;

10) 6 % nna JIC, croumocthio cBeime 40 000 tenre u go 100 000,00 Tenre
BKIIFOUHTEILHO;

11) 5 % nnst JIC, croumocTthto cBeimie 100 000 Tenre.

IlpenenpHas neHa Ha ToproBoe HamMeHoBaHue JIC myis pO3HWYHOUW peann3anuu
dhopMupyeTCs HEe BBIIIE CPEAHETO 3HAUCHHUS OTITYCKHBIX IIEH B alITEYHBIX CETSX, ITOJTYUYCHHBIC
W3 UHTETPUPOBAHHONW HHOOPMAIIMOHHOW CHUCTEMBbl YMOJHOMOYEHHOTO OpraHa
rOCyapCTBEHHBIX I0XOJ0B 10 KOHTPOJbHO-KAaCCOBBIM YEKaM.

105. ®opmupoBanue npeaenbHbiX HeH B pamkax ['OBMII u (wnm) B cucreme OCMC Ha
JIC npoBomuTcs B HHGPOPMAIMOHHONW CHCTEME YIIOJHOMOYEHHOTO OpraHa IIyTeM
ABTOMATHYECKOI0 JOOABJICHUS K 3apeTUCTPUPOBAHHOM 11eHe HarleHKH B paMkax ['OBMII u (
wi) B cucteme OCMC, nuddepeHmpoBanHOM UCXOA U3 BETUYHHBI 3apETrHCTPUPOBAHHOM
LIEHBI MPOU3BOIUTEIISI U COCTABJISIOT:

1) 20 % nis JIC, croumocthio 10 350,00 TeHTe BKIIOYUTEILHO;

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

3) 19 % nns JIC, croumocTtsio cBoiire 1000 Tenre u g0 3000,00 TeHTe BKIIOYUTEILHO;

4) 18 % nns JIC, ctroumoctbio cBaiie 3000 Tenre u 10 5000,00 TeHre BKIIOYUTEIBHO;

5) 17 % nns JIC, croumocTtsio cBeimie 5000 tenre u o 10000,00 TeHre BKIIOUUTENBHO;

6) 16,5 % nna JIC, croumocTtsio cBoiie 10000 Tenre u 10 20000,00 TeHre BKIIOYUTEILHO

7) 16 % nnst JIC, croumocTtsio cBaiiie 20000 Ttenre u g0 40000,00 TeHre BKIIOYUTEILHO;
8) 14 % nnsa JIC, croumoctsio cbimie 40000 Tenre u g0 100000,00 TeHTe BKIIOYUTEIHHO;
9) 12 % nnsa JIC, croumocthio cBeimie 100000 Ttenre m go 200000,00 Tenre
BKJIIOUMTENIHLHO;
10) 11 % nna JIC, croumocthio cBbiiie 200000 tenre m go 500000,00 Tenre
BKJIIOUMTENILHO;
11) 10 % nnsa JIC, croumoctsio cBaimie S00000 TeHre.
106. Hanienku B pamkax 'OBMII u B cucteme OCMC na JIC npu ocobom nopsiake
mudGepeHITUPYIOTCS B COOTBETCTBUU C PETPECCUBHOM ITKAJION HAIIEHOK M COCTABJISIOT:
1) 10 % nis JIC, croumocThio 10 350,00 TeHTe BKIIOYUTEILHO;



2) 9,75 % nas JIC, croumocTtsio cBbiiie 350 Tenre u 0 1 000,00 TeHre BKIIOUYUTEIBHO;
3) 9,5 % nnsa JIC, croumoctsio cBoitie 1 000 terre u go 3 000,00 TeHre BKIFOYNTEIBHO;
4) 9 % nns JIC, croumoctbio cBeiiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;

5) 8,5 % nns JIC, croumoctsio cBbiiie 5 000 Tenre u g0 10 000,00 TeHre BKIFOYUTEIBHO;

6) 8,25 % nna JIC, croumocTthio cBeimie 10 000 tenre u mo 20 000,00 Tenre
BKJIFOYUTEIBHO;

7) 8 % nist JIC, croumocTthio cBoimre 20 000 tenre u 10 40 000,00 TeHTre BKIIOUYNUTEIHHO;
8) 7 % ns JIC, croumocTtsto cBbiire 40 000 Tenre u g0 100 000,00 TeHTe BKIIOYUTENHHO;

9) 6 % nna JIC, croumocthio cBeime 100 000 tenre m go 200 000,00 Tenre
BKJIIOUUTEIBHO;

10) 5,5 % nna JIC, croumocthio cBeime 200 000 tenre u mo 500 000,00 Tenre
BKJIIOUUTEIBHO;

11) 5 % nnst JIC, croumocTthio cBeimie 500 000 Tenre.

107. IlpenenpHas 1leHa Ha MEXIYHApPOAHOE HEMATEHTOBAHHOE HanMmeHoBaHue JIC
dbopmupyeTCcs aBTOMAaTUYECKH B HH(DOPMAITMOHHOW CHUCTEME YITOJTHOMOYEHHOTO OpraHa U He
JI0JKHA MPEBBINIATH CPEAHETO 3HAUCHUSI TPEX MUHUMAaNIBHBIX npenenbHbix 1eH JIC B pamkax
'OBMII u (wmm) B cucreme OCMC, chopMupoBaHHBIX 10 1 Mas TEKyIIEro roja.

B cnyuae nanuuus npenensHoit uensl JIC B pamkax 'OBMII u (unu) cucteme OCMC
OTEYECTBEHHOTO TOBAPOMPOU3BOJAUTENSA, MPOU3BEACHHOIO B YCIOBHUAX HaJJIexKalleh
OPOU3BOACTBEHHOW NPAaKTUKU W TOCTABISIEMOTO B PaMKax JIOJTOCPOYHBIX JIOFOBOPOB,
npenensHas 1eHa Ha MHH onpenensercs no npenensHod nene JIC oTeyecTBEHHOIO
TOBApONPOU3BOJIUTEINS], MPOU3BEAECHHOIO B YCIOBHUSAX HaJUIekKalleld MPOU3BOIACTBEHHON
MPAKTUKHU U TOCTABIISIEMOr0 B PaMKax JOJTOCPOYHBIX J0roBopoB B paMkax I'OBMII u (mm)
cucteme OCMC.

108. ITpn HanM4uM NpeaebHON ONTOBOM U PO3HUYHOM LIEHBI, a Takke B pamkax [ ObMII
u (umm) B cucteMe OCMC Ha opurnHajIbHbIN JEKApCTBEHHBIN Mpenapar npeaeiabHas [eHa Ha
toproBoe HaumeHoBanue JIC 11 onTOBOM M PO3HUYHOM LIEHBI, a Takke B pamkax ['OBMII u
(mmm) B cucteMe OCMC Ha BOCHPOU3BEICHHBIN JIGKAPCTBEHHBIN Mpenapar (FTeHepUK) Wiu
OMOaHaTOTUYHBIN JIEKApCTBEHHBIN MpenapaTr GopMUPYETCs HUKE MPeIeIbHON ONTOBOM IIEHBI
, PO3HUYHOM 1IeHbI, a Takke B pamkax ['OBMII u (unu) B cucreme OCMC opuruHaibHOTO
JIEKapCTBEHHOTO cpejcTBa s reHeprka Ha 30 % u OMOAHAJIOTUYHOTO JIEKAPCTBEHHOTO
npemnapara - Ha 10 %.

[Ipu u3Menenuu nopsigka peepeHTHOro IEHO0Opa30BaHUS U PETUCTPAIMU IICHBI B
nporiecce hopMUpOBaHUs MIPEJEIbHBIX 1IeH Ha ToproBoe HaumMeHoBaHue JIC 1jis onToBoi u
pO3HUYHOM peanuszanuu, a Takxke B pamkax ['OBMII u (unu) B cucreme OCMC
rocyJapCcTBeHHAas HKCIEPTHAsE OpraHu3alis OCyIECTBIsET (GOpMUPOBaHUE NPEIETbHBIX LIEH
Ha Toprooe HaumeHoBaHue JIC st oNTOBOM M PO3HUYHOM peain3aluy, a TAKXKE B paMKax



I'OBMII u (mau) B cucreme OCMC ¢ ydyeTroM H3MEHEHHOrO IOpsjKa peepeHTHOTO
IIEHO0Opa30BaHUs M PETUCTPAIIMH IIEHBI, B TOM YHCJIE 10 3aMPOCy YIOIHOMOYEHHOTO OpraHa
Ha YTBEPKIECHHBIE [ICHBI.

109. ®opmupoBaHUE HALIEHKH €IMHOTO JUCTPUOBbIOTOpPA OCYLIECTBISETCS:

1) myTem npubaBIeHUs HAIICHKU €AMHOTO TUCTPUOBbIOTOpa K hukcupoBanHoi nieHe JIC u
(wm) MU, nocrasnennbix Ha yenoBusx DDP UHKOTEPMC 2020;

2) myteMm nmpubaBiIeHUS HAEHKU €IMHOTO NUCTPUOBIOTOPA U JOTOJHUTEIILHOW HAIICHKH,
B pa3Mepe yCTaHOBIEHHOM myHKTOM 69 HacTosmux [IpaBun, k ¢pukcupoBannou nene JIC u (
ni) MU, noctaBieHHbIX Ha yCI0BUAX OTAMYHBIX OT ycnoBuid DDP MHKOTEPMC 2020;

3) myTem npubaBieHUs HAIICHKU €AMHOTO TUCTPUOBbIOTOpa K pukcupoBanHoi nieHe JIC u
(mmu) MU B ciydassx BO3MEIIEHHUS IMOCTABIIMKOM PACXOJOB €AUHOT0 IUCTPUOBLIOTODA,
CBSI3aHHBIX C YIUIATOH TaMOKCHHBIX IMONUIMH U COOpPOB, M MHBIX PACXOJ0B, CBS3aHHBIX C
MOCTaBKOM €IMHOMY JUCTPUOBIOTOPY;

4) nmytem npuOaBiIeHUs HALIGHKU €IMHOTO JUCTPUOBIOTOPA K CyMME 3aTpar 3a €IHHUILY
JIC u (unu) MU Ha ynnaTy TaMOKEHHBIX TOLLIUH U ¢00poB, npu noctaBke JIC u (unu) MU
eMHOMY TUCTPUOBIOTOPY IO HYJIEBOH IieHe (OecIIaTHO);

5) B ciywasix octaBku JIC u (mnm) MU mo HyneBoii 1ieHe eIMHOMY TUCTPUOBIOTOPY Ha
ycanoBusix DDP MHKOTEPMC 2020 unu BO3MENIEHHUS] TMOCTABIIMKOM PAacXOJ0B €IUHOTO
TUCTPUOBIOTOPA, CBS3AHHBIX C YIUIATOM TaMOXEHHBIX MONUIMH U COOPOB, M MHBIX PACXOJI0B
cBs3aHHbIX ¢ moctaBko JIC u (mm) MU mo HyJneBo#l 1leHE €IUHOMY JIUCTPUOBIOTOPY,
Hatenka 3a eauHuny JIC u (i) MU ycranaBnuBaetcst B pazmepe 0,01 tenre.

110. Hanenka k nenam Ha JIC u (unu) MU ycranaBnuaercs B AuddepeHInpoBaHHbIX
MPOIEHTaX MO perpeccuBHOM mmikane. [Ipu 3ToM HaleHKa €IUHOTO AUCTPUOBIOTOpPA OT
(UKCUpPOBAHHOM IIEHBI YCTAaHABIUBAETCS B pa3Mepe:

1) 7 % nns JIC u (unm) MU, croumoctsio g0 100 000,00 TeHre 3a euHUIY U3MEPEHUS;

2) 6 % nus JIC u (mnm) MU, ctoumocts koTopbix Bapsupyercs ot 100 000,01 u 1o 139
999, 99 TeHre 3a eTMHUILY U3MEPECHUS;

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

111. Hanenka egunoro nuctpudbtotopa oT (uxcupoBanHoi 1eHsl JIC npu ocobom
MOPSIJIKE YCTAHABIIMBAETCS B pa3Mepe:

1) 3,5 % nnsa JIC, croumoctsio 10 100 000,00 TeHre 3a e TMHUITY U3MEPCHHS;

2) 3 % nns JIC, croumocTs koTopbix Bapeupyetcs oT 100 000,01 u go 139 999, 99 tenre
3a eIMHUILY U3MEPEHHUS;

3) 2,5 % nns JIC, croumocTtsio oT 140 000,00 TeHre 3a eAMHUILY U3MEPEHUSI.

112. JJononuutensHas HareHka K neHaM Ha JIC u (unimn) MU ycranaBnuBaeTcs npu
3akyne JIC u (unn) MU cmoco6om u3 0HOTO UCTOYHHUKA:

1) yepe3 MexIyHapoJHbIE OpraHHW3alnM, yupexaeHHble ['eHepanbHON accamOneei
Opranuzarnuu O6benuuennbix Hammii, k pukcupoBaHHOM 11eHE - B pazmepe 7 %;



2) yepe3 UHOCTPAHHOTO MTPOU3BOAUTENA (3aBOJIa-U3TOTOBUTENA) K (PUKCUPOBAHHOM 1IEHE -
B paszmepe 3 %.

113. Pacuer BbIJIeJIEHHON CyMMBI ISl 3aKyma €AUHBIN AUCTPUOBIOTOP MPOU3BOAUT B
cooTBeTcTBUM € MyHKTOM 110 HacTosmux [IpaBui, a mpu 0ocoO0M NOpsAJIKE B COOTBETCTBUH C
nyHKTOM 111 nHacrosmux IIpasui, B cienyromem nopsake: Llena 3akyna = [Ipenenbnas nena
MUHYC HaleHKa. [Ipu 3TOM OT mpeAenbHOW LEHbl TAKXKE OTHUMAETCS JOMOJHUTEIbHAS
Hanenka npu 3akyne JIC u (unm) MU cnocoOom U3 OJHOTO HMCTOYHUKA Yepe3
MEXyHapOHbIE OpraHu3aluu, ydpexaceHHble [eHepanbHOl accamOieedt Opranuzanuu
OO0benunenHbix Hamwmii, a Tak:ke y MHOCTPAHHOT'O MPOU3BOAUTENS (3aBOAA-U3TOTOBUTEIA)
npu nocraske JIC u (unu) MU nHa ycnoBusix, ominuHbix oT yciaoBuid DDP MTHKOTEPMC
2020.

114. TocynapcTBeHHas dKcmepTHas opraHusamnus dopmupyer mpoekt nepeuns JIC,
NOJJIeKAIINX IEHOBOMY PETYJIMPOBAHUIO ISl ONITOBOM M PO3HUYHOM peanu3anuu (1ajiee -
IIPOEKT IMEPEYHs), HA OCHOBE PELENTYPHBIX 3apeructpupoBaHHbiX JIC, a Takke MMEIOIINX
PETUCTPALIMOHHOE YJIOCTOBEPEHHUE B paMKax EBpa3sumiiCKOro 3KOHOMHUYECKOI'O COK3a IO
COCTOSIHUIO Ha 15 sHBaps u 15 uronst Texkyuiero roaa.

['ocytapcTBeHHass SKCHEpTHas OopraHu3anus HampasiseT npoekT nepeuns JIC,
MOJUIEKAIIUX IEHOBOMY PETYJHUPOBAHUIO B YINOJHOMOYEHHBIM OpraH JJIsi COIVIACOBAHHUS C
AHTUMOHOIOJBHBIM OPIaHOM M YTBEPKIAEHUS, B CPOK HEe mo3aHee, yeM 3a 40 KaneHaapHbIX
IHEW 0 YTBEPXKACHUS YIOJHOMOYEHHBIM OopraHoM nepeuHs JIC, momiexammux HeHOBOMY
PETYJIMPOBAHUIO B COOTBETCTBHM ¢ MyHKTOM | ctarbu 245 Koaekca mo ¢opme, coriacHo
NpUIOKEeHHIo 28 K HacTosmuM [IpaBunam.

115. AHTUMOHOIIONBHBINA OpPraH COINIACOBBIBAET MPOEKT nepeuns JIC, moanexamumx
LIECHOBOMY PEryJIMPOBAaHUIO JIsi ONTOBOM M PO3HMUYHOM pealn3alyM, PErUCTPALUI0 WIIU
BHECEHUE U3MEHEHUM B 3apPETUCTPUPOBAHHYIO LIEHY IS ONITOBOM M PO3HUYHOM peEan3aluu
Ha TOProBO€ HaMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB C(HOPMUPOBAHHBIN HA OCHOBE JAHHBIX
rOCyJJapCTBEHHOM SKCIIEPTHOM OpraHU3alHH.

115-1. T'ocymapcTBeHHas 3KCIEpPTHAs OpPTraHU3alMs HAIMPABISET IO 3ampocy
YIIOJIHOMOYEHHOTO OpraHa MpOEKThl MPEAECIbHBIX IE€H IPOU3BOJAMUTENS Ha TOPTrOBOE
HanMmeHoBaHue JIC ¢ HaleHKaMM I ONTOBOM M PO3HUYHOW PEalM3alyH, NPEIEIbHbIX IEH
Ha TOProBO€ HAMMEHOBAaHHE M MEXIAYHApPOJHOE HEMaTeHTOBaHHOe HaumMeHoBaHue JIC B
pamkax ['OBMII u (mn) B cucteme OCMC 11 yTBEpKIECHHUS.

Cnocka. IIpaBuia nonosHeHbsl MyHKTOM 115-1 B COOTBETCTBUU ¢ COBMECTHBIM ITPUKA30M
Munuctpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munucrtpa
- MuHuCTpa UCKYCCTBEHHOTO MHTEIIEKTa U udpoBoro pa3sutus PK ot 19.11.2025 No 584/
HK (BBOIUTCS B IEMCTBUE CO JHS €r0 MEPBOro OPUIIUATBHOTO OIMyOIMKOBAHUS).

115-2. YOJTHOMOYEHHBIM OpPraH yTBEPKAACT MPEAEIIbHBIE LEHBI TPOU3BOAUTENS HA
ToproBoe HanmMmeHoBaHue JIC Cc HaleHKamMu ISl ONTOBOM M PO3HUYHOW pealn3aluu,



MpENEIbHbIE IIEHbl HAa TOPrOBOE€ HAMMEHOBAHUE W MEXKIYHAPOAHOE HEIATEHTOBAHHOE
naumeHoBanue JIC B pamkax ['OBMII u (unmn) B cucreme OCMC.

Cuocka. [IpaBuiia nonosHeHsl yHKTOM 115-2 B COOTBETCTBUM ¢ COBMECTHBIM ITPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munucrtpa
- MuHuCTpa UCKYCCTBEHHOTO MHTEIIEKTa U [udpoBoro pa3sutus PK ot 19.11.2025 No 584/
HK (BBOIUTCS B ICMCTBUE CO JHS €r0 MEPBOro OPHUIIUATBHOTO OIMyOIMKOBAHUS).

I'naBa 4. ITopsiok npoBeAeHAS SKCIIEPTU3EL, PETHCTPAIAH, IEPEPETHCTPAIIN, BHECCHUS
V3MEHEHHH B PETHCTPAaHOHHOE AOChE MEAMIIMHCKOTO H3/EHA ¥ PETHCTpAllii, BHECCHHE
M3MCHCHHUSA [ICHBI IPON3BOAUTEIA

116. DxcnepTr3a MEIUIUHCKOTO U3AENIHS COCTOUT U3 CIIETYIOLIUX TAIOB:

1) HayasibHAS KCIIEPTH3A;

2) crenuaau3upoBaHHAas HKCIIEPTU3a;

3) nabopaTtopHbI€ UCIIBITAHUS MEAULIMHCKOIO U3/AeNus (32 UCKIIOUEHUEM MEIULUHCKON
TEXHUKH).

117. Ins mpoBeaeHHs] 3KCIEPTU3bl MEIUIMHCKOTO M3JENHS YCIyronoJydaTellb
MOCPEJACTBOM HH(POPMALIMOHHOW CHCTEMBI YNOJIHOMOYEHHOTO OpraHa MpeJOCTaBIseT B
rOCYJJapCTBEHHYIO DKCIIEPTHYIO OPraHU3aLHIO CIEIYIOINE TOKYMEHTBI:

1) 3asBieHME HA MPOBEEHUE HKCIIEPTU3BI MEAUIIMHCKOTO U3/I€NUs B SJIEKTPOHHOU (popme
COTJIACHO IPUJIOKEHMIO 2 K HacToAmuM lIpaBunam;

2) perucTpalMoHHOE JOChe B BJEKTPOHHOM BHUJIE B (popMare MekKIaaTGOpMEHHOTro

ANEKTPOHHOTO JOKYMEHTA corjiacHO npuiioxeHusm 29 u (unm) 30 k HacTosimum [IpaBunawm;
3) cBeaeHHUsI, MOATBEPKAAIOIINE OIJIATy YCIyTONOoJMydaTeIeM CyMMBI JUIsl IPOBEIECHUS
JKCIIEPTU3bI HA PACUETHBIN CUYET TOCYIapCTBEHHOU DKCIEPTHON OpraHu3aly;

4) oOpasibsl MEAUITUHCKOTO HW3JENHs, TMOAJIekKaIEro J1abopaTOPHBIM HCIBITAHUSM,
CTaHAapTHBIE 00pa3Ibl XUMHUUECKUX BEIIECTB, TECT-IITAMMOB MUKPOOPTAHU3MOB, KYJIbTYp
KJIETOK, CHeUu(UUECKUX pPEareHTOB, PACXOJHBIX MaTepUaJIoB, HEOOXOAUMBIX IS
BOCIIPOU3BOJAMMOCTH METOJIUK JA0OPATOPHBIX HCIBITAHUN MEIUIIMHCKOTO U3JeNHs B
KOJIMYECTBAaX, JOCTATOYHBIX JUJISl TPEXKPATHBIX UCHBITAHUN U BepU(UKAILIUU AaHATUTUYECKHUX
METOJUK KOHTPOJIA Ka4eCTBA, C OCTATOYHBIM CPOKOM T'OJJHOCTH HE MEHEE LIECTU MECALEB C
COOJIIOICHUEM YCIIOBHIM XpaHEHUsS W TPAHCHOPTUPOBKHU, €CIM HWHOE HE MPEIyCMOTPEHO
JOKYMEHTaMH [0 KAa4e€CTBY IPOU3BOAUTENSA, B COOTBETCTBMM C NpPWIOKEHHUEM 37 K
HactosamuM [IpaBuiam yciayromnonydaresib IpeAoCTaBiIseT B TeueHue 2 (18a) padbouux gHen
CO JHA NOCTYIUIEHHsS JOKYMEHTOB M MAaT€pUaloB HA CIELHUAIU3UPOBAHHYIO JKCIIEPTHU3Y
MEIULIHUHCKOTO U3JEIHs HApPOYHO N0 aKTy IMpUeMa-Nepedadyd B HCIBITATEIbHYIO
71a00paTOPHUIO FOCYJaPCTBEHHOM 3KCIEPTHON OpraHU3alllH.

[TonTBepx’aA€HUEM NPUHATUS 3aBICHHS W YKa3aHHBIX JIOKYMEHTOB 4Yepe3
MH()OPMALIMOHHYIO CUCTEMY YIOJTHOMOYEHHOT'O OpraHa siBJisieTca 0ToOpa)XkeHue B "THMYHOM



KabuHeTe" ycimyromnoiayyaTesis cTaTyca o MPUHATHH 3ampoca J1JIsl OKa3aHus TOCy1apCTBEHHOMN
YCHYTH.

118. IIpu omHOBpeMEHHOW mMoJade Ha IKCHEPTU3Y HECKOJBKMX MOIU(PUKAIIHAMA
MEIUIUHCKOTO U3JENHSI, OTHOCAUIUXCS K OJHOMY BUJIY MEAUIIMHCKOIO U3ACNUS U OJHOMY
KJIacCy NOTEHIMAJIbHOTO PHCKAa NPUMEHEHHs, U3TOTOBJIEHHBIX OJHUM IPOU3BOIUTEIEM,
OTJIMYAIOLIUXCSA APYr OT JApyra M3MEHEHUSMU KOMIUIEKTaluu U (MJIM) TEXHUYECKUX
MapaMeTpoB, HE BIMAOIIMMU Ha (QPYHKIMOHAJIBbHOE Ha3HaueHHe, 3(PPEKTUBHOCTH
KJIMHUYECKOr0 MPUMEHEHUsI U O€30MaCHOCTh M HMEIOLIMMHU OOILIYI0 HMHCTPYKLHUIO WU
PYKOBOJCTBO MO 3KCIUIyaTalMd HPOMU3BOIUTENSA, YCIyromnojydaTedab MNpenocTaBisieT |
3asBJI€HNE U 1 PErrMCTPALlMOHHOE J10ChE C JTAHHBIMH TOKCHUKOJOTMYECKHX, TEXHHUUYECKUX,
KJIMHAYECKUX UCIBITAHUM HA BCEe BUAbI MOJU(PUKALINNA, BKIIFOYEHHBIX B OJTHO 3asBJICHUE.

B cayuae ecnam mpencraBieHHble MOAM(UKAIMUA OTHOCATCS K pa3sHbIM Kiaccam
HNOTEHIMAIBHOTO pPHUCKAa TNPUMEHEHHMS Ha KaXIy0 MOJU(UKALUIO TNPETOCTaBIsAETCS
OTJIEJIbHOE PErUCTPALMOHHOE JIOCHE.

119. B nepuoa uiaum 10 NPOBEAEHUSA SKCIEPTU3Bl MEIULUHUHCKOTO H3IENIHs
yCIAyTONoJy4yaTeab MNPUHUMAET MEpbl MO OpraHu3aldd MU MPOBEACHUIO HHCIEKIINU
MEIUILIMHCKOTO U3ENINs B MOPSAKE U Cilydasx NnpeaycMoTpeHHbix [IpaBuiiamMu nmpoBeaeHus
MHCIEKUUN MEIUIMHCKUX HU3JeNINH, YTBEPXKJACHHBIMU MpUKa3oM MuHHCTpa
snpaBooxpanenus Pecry6aukn Kazaxcran ot 23 nexadbps 2020 roga Ne KP JICM-315/2020 (
3aperucTpUpOBaH B PeecTpe rocy1apcTBEHHOM perucTpaui HOPMaTUBHBIX IIPABOBBIX AKTOB
moa Ne 21898) (manee — mpukaz KP JICM-315/2020) B oTHOIIEHUH MEAUITMTHCKOTO M3EITHS
2a (cTepuibHOro), 26 U 3 KJIaCCOB MOTEHIMAIBHOIO PUCKa €ro NPUMEHEHHUs POU3BOJICTBA
pacnoyIoKEeHHOTo 3a npeaenamu Pecnyonnku Kazaxcran, a Takxke MEIUUUMHCKOTO U3IETHUS
BHE 3aBHCHMOCTH OT KJIacCa MEIMIIMHCKOI'O M3JENUs MPOM3BOJCTBA PACHOJIOKEHHOIO Ha
teppuropun PecniyOnuku KazaxcraH.

B ciyyae MOJI0XUTEIBHOTO pe3yJibTaTa WHCHEKUWH MEAULHUHCKUX H3IEINM,
yCIyTomnojayydaresib NPEeAOCTaBIsAeT OTUET O pe3yJibTaTaX HWHCIEKIHUH MPOU3BOJICTBA
METUITMHCKOTO u3enus o ¢popme ycraHoBiaeHHoU npukazom KP JICM-315/2020, cornacHo
npwiIoKeHuo 29 k HacrosuMm IIpaBunam.

120. DkcrniepTr3a U3MEHEHNN, BHOCUMBIX B PETHUCTPALIMOHHOE JTOCHE, OCYIIECTBISAETCS HA
MEIUIUHCKOE U3JAeIUe B IEPHON JEUCTBHS PETMCTPALIMOHHOIO YIOCTOBEPEHUS.
VYcnyrononyyarenb NOJIEPKUBAET AKTYaJIbHOCTh JOKYMEHTA 110 KaYECTBY, MPEJCTABICHHOTO
B PETHCTPALIMOHHOM JIOChE IIyTEM CBOEBPEMEHHOI'O BHECEHMSI U3MEHEHUI B HETO.

121. V3meHenus knaccu(UIMUPYIOTCS B COOTBETCTBUM C MEPEYHEM BUIOB U3MEHEHUIA,
BHOCUMBIX B PETHCTPALIMOHHOE JOChE MEIULHMHCKOrO W3JAENHS B NEpPUOJ AEHCTBUSA
PErUCTPALIMOHHOIO YIAOCTOBEPEHMs coriacHo npuioxkeHuto 30 x HacrosmuM IIpaBunam.
W3meHeHHs1, HE BKJIIOYEHHBIE B YKa3aHHBIA MEPEYEHb, MOJJIEKAT HOBOM PEruCTpaluy B
COOTBETCTBMHM € HacTtossumu IIpaBunamu.



122. Ycayronony4datenb B TeUeHUE 2 (IBYX) MECSIEB MOCIE YTBEPKICHHUS BHOCUMBIX
M3MEHEHUI MPOU3BOAMTENIEM MMOJAET 3asIBJICHUE HA MPOBEACHHUE SKCIEPTU3bI MEAUIIUTHCKOTO
U3JIeNUs 10 JOpMe COTJIaCHO MPHIIOXKEHHUIo 2 K HacTosmmM [IpaBunam.

123. K 3asBieHUI0 O BHECEHUU U3MEHEHUN B PErMCTPALIMOHHOE JOChE MEAUIIMHCKOTO
W3JIeNs NPUIaratoTcs JOKYMEHTbI M MaTepualibl, HEOOXOIUMBIE JJIsl BHECEHUSI U3MEHEHUN,
COTJIACHO MEPEYHIO BUJIOB U3MEHEHUI, BHOCUMBIX B PETHCTPALIMOHHOE JOChE METULIMHCKOTO
U3JIeNUs B IEPUOJT IEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS COIVIACHO MPUiIoKeHUo 30
K HactosituuM [IpaBunam.

124. T'ocynapcTBEHHAs DKCIIEPTHASI OpraHu3alys HA OCHOBAHUU PE3YIbTATOB SKCIIEPTU3HI
COCTABJISIET 3KCIEPTHBIN OTYET CHEUUATU3UPOBAHHOW SKCIEPTHU3Bl O BIMSHUHA BHOCHMBIX
M3MEHEHHI B PErucTpalMoOHHOE J0Che Ha 0e30MacHOCTh, Ka4eCTBO U 3(PPEKTUBHOCTDH
MEIULUHCKOIO U3/Iesl, COTJIaCHO MPUiIoKeHUI0 33 k HacTosiiuuM [IpaBuam.

125. IlpousBoauTeny WA YIOJHOMOYEHHBIM NPEICTABUTENb MPOU3BOIUTENS
MEIUIUHCKOrO U3ENINs B TeUeHHE 2 (IBYX) MECALIEB BHOCUT U3MEHEHHSI B PETUCTPALIMOHHOE
JI0Chbe Ha OCHOBAaHUHM MOHUTOPHUHTA 0€30MaCHOCTH IPOBOJUMOTO B COOTBETCTBUU C MPUKAZ0M
Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 23 nexadbpst 2020 roga Ne KP JICM-
320/2020 "OO yTBepKIEHUU MpaBWJI MpPOBeACHUA (PapMaKoHAA30pa W MOHHTOPUHTA
0e301acHOCTH, KayecTBa M 3(PPEKTUBHOCTH MEAUIIMHCKUX M3Jeauil" (3aperucTpupoBaH B
Peectpe rocynapcTBeHHON peruCcTpaliii HOPMATUBHBIX MPABOBBIX akTOB 1o Ne 21896).

126. TIpu skcnepTU3e MEAULMHCKUX WU3AEIUNA, TPOU3BOAUMBIX MPOU3BOIUTEIIMU
PecnyOnuku Kasaxcran Ha ocHOBe TpaHcdepa TEXHOJIOTUN MyTeM OpraHu3alyu JOKaJIbHOTO
IPOM3BOJICTBA HA OCHOBE Mepeayu, BHEIpEHUs (IPUMEHEHHUS ), a/lallTallii CYIECTBYIOIINUX
TEXHOJIOTHI (pe3ybTaTOB HAYYHBIX MCCIIEIOBAHUN, HOBBIX pa3pabOTOK), OCYIIECTBIISIEMBIX
OT IEpefarolled CTOPOHBl K MPUHUMAIOIIEH CTOPOHE Ul MPOU3BOACTBA MEAULIMHCKUX
U3/IeNINM, K PErucTpalMOHHOMY JOCh€ JOMOJHUTEIBHO MPEACTABIAIOTCA CIEAYIOIIHE
JOKYMEHTBI:

1) BbIIKCKA M3 JOTOBOPA WJIM COTJIAIIEHHE MEXKIY OTE€YECTBEHHBIM MPOU3BOJUTENIEM U
3apyO€KHBIM IPOU3BOJUTEIIEM O IEPEHOCE MPOU3BOACTBEHHBIX M TEXHOJOTHYECKUX
IPOIIECCOB C MPaBOM Iepeayd TEXHUYECKOM JOKyMEHTallMd B paMKax TpaHcdepa
TEXHOJIOTUH U IJIaHa TpaHc(pepa TEXHOJIOTU;

2) pe3ysbTaThl MPOBEICHHOTO TpaHCc(hepa TEXHOIOTUN Ha 3asBJIEHHOE MEIUIIMHCKOE
U3JieNne, BKIIOYAIOIIEr0 OMMCAaHUE ATAIoOB, MepeyeHb HEOOXOIAUMOro MPOU3BOACTBEHHOTO
000pyA0BaHUs, O0IIME CXEMbl TEXHOJOTUU MPOU3BOJICTBA U METOAMK KOHTPOJS KayecTBa,
MIPOTOKOJ TECTOBOT'O 3aIyCKa 000pYyA0BaHUSI MPUHUMAIOIIEH U MepeAatoIeil CTOPOHBI;

3) AOKYMEHT, YJIOCTOBEPAIOIIUN PErUCTPAIMIO B CTPaHE MepeAarolledl CTOPOHBI (
perucrpanuoHHoe yaoctoBepenue, win Ceprudukar cesodoaHoit mponaxu (FreeSale), wm
CepTudukaT Ha SKCIOPT);

4) xonuio cepTuduUKaTa Ha CUCTEMY MEHEKMEHTa KadecTBa MPOU3BOAUTENS (
nepeaaronie ctoponsl) MenuuMHCKUX u3genuii [ISO 13485



5) TOKYMEHTHI 10 YKOJOTHYECKOM 0€30MacHOCTH: pelIeHNe YIIOJTHOMOYEHHOTO OpraHa 1o
ONpEJICJICHUI0 KaTeropuu oObEeKTa, OKa3bIBAIOIIETO HETraTUBHOE BO3JICHCTBHE Ha
OKPY’KaIOIIyIO Cpely, B COOTBETCTBUU CO CTaThell 12 DKoorudeckoro koaekca Pecryonmku
KazaxcraH, 3K0J0ru4ecKkoe pa3penieHue B COOTBETCTBUM CO cTarheid 106 DKoJIornueckoro
KOJIEKCa, BBIIAHHBIA YIIOJTHOMOYEHHBIM OPTaHOM B 00JIACTH OXPAaHBI OKPYKAIOMIEH CPEIIbI
Pecny6iiuku Kazaxcran;

6) nepeyeHb HAMMEHOBAHUM JOKYMEHTOB 10 TE€XHOJOTHH MPOU3BOJCTBA, CTAHIAPTHBIM
ONEPAMOHHBIM IPOLIEAypaM, PyKOBOACTBO MO KAYECTBY;

7) OTYETHl KJIMHUYECKUX U JOKIMHUYECKUX HUCCICAOBAHMN MEIUIIMHCKUX U3JETUH,
KJIIMHUKO-1a00paTOPHBIX UCIIBITAHHN Tepeatoniell CTOPOHBL;

8) oTUeTHl UCTIBITAHUM TEepeNaroIeld CTOPOHBI C AYyTEHTUYHBIM MIEPEBOJIOM Ha PYCCKUM
S3bIK PE3yJIbTATOB M BBIBOJIOB MCIBITAHUN (MCHBITAHUN C LEIbIO OIEHKU OMOJIOTHYECKOTO
NEUCTBUS MEAUIMHCKUX U3ACIUN, TEXHUYECKUX HCIBbITaHUH, 00 UCCIeI0BaHUAX
CTaOUJIBHOCTH, OOOCHOBBIBAIOIIUM CPOK XpaHEHUS MEIUIIMHCKOTO HU3JENus, OTYET WIIU
JAHHBIE HCUBITAHUN Ha CHeNUPUYHOCTh W AHAIUTHUYECKYI0 YYBCTBUTEIBHOCTH
MEIHMITMHCKOTr0 u3aenus s in vitro (IVD) nuarHoctukm).

[Ipu monHOM TpaHchepe TEXHOIOTUH JOKAIbHBIA MPOU3BOUTENH 00ECIIEYUBACT MOJTHOE
COOTBETCTBHE YCJIOBHH TIPOU3BOJCTBA M CHCTEMbl oOO€CleYeHus KadecTBa Ha
MPOU3BOACTBEHHOM UTomake B Peciybnuke KazaxcTan ycmoBusiM MpOU3BOACTBA U CHCTEME
oOecrieueHus: KauecTBa MPOU3BOACTBEHHOM mtomaaku BHe KazaxcraHa.

127. VYckopeHHas 3KcnepTu3a MEIULUMHCKAX H3IEJIUN OCYIIECTBISAECTCA NPHU
nepeperucTpanum, a TakXKe [0 PEHIeHUI0 YMOJHOMOYEHHOr0 opraHa B 00JacTu
3ApaBOOXPAHEHUS] B CJIydasXx BOCHHBIX JEUCTBUN U JIMKBUJIAIMU HUX TOCIEICTBUMH,
BO3HUKHOBEHHUSI, IPEAYNPEKICHNUS U JTUKBUIALUNN MOCIEICTBUN UpE3BbIUYAHBIX CUTYaLIHM,
yrpo3bl BO3HUKHOBEHHS, PACHPOCTPAHEHUS HOBBIX 0CO00 OMacHbIX HHGEKIHMOHHBIX
3a00IeBaHUH U TUKBUAAIIMN UX TIOCIECTBUMN, a TAKKE IKCIIEPTU3EC MEAUIIMHCKOTO U3ICIHS,
MPOM3BEACHHOTO U 3apETHUCTPUPOBAHHOIO PEryNsTOpHBIMH opraHamu crtpan CIIIA,
EBpomneiickoro corosa, BemukoOpuranuu, SAnonun (ceprudukatet FDA, ceprudukarsi
EBpomnetickoro Coroza — CE-marking, BeaukoOpurtanuu, SAinonun).

Penienue yrnoaiHOMOYEHHOTO OpraHa B 00JacTH 37paBOOXPAHEHUS MO YCKOPEHHOU
DKCIIEPTU3E BBIJAETCA HA MEIUIIMHCKOE U3JelHue ¢ YKa3aHueM MoJApOoOHOTO
MOTHBHUPOBAHHOTO OCHOBAHUSI M CPOKA JICUCTBHUS BBIIAHHOTO PEIICHMUS.

JIOKyMEHT MpeoCTaBIIAETCS IPU MO1aue 3asiBJIICHUS Ha SKCIIEPTU3Y.

ITaparpad 1. ITopsamok mpoBeNeHHS HA9AIbHOM SKCIISPTH3EI MEIUIIMHCKAX M3 ICIIHH.

128. Ilocne peructpanuu T10KyMEHTOB, YKa3aHHBIX B MyHKTax 117 unu 121 HacTosmmx
[IpaBun B mHpOpMAIIMOHHON CHUCTEME YIMOJHOMOUYECHHOTO OpraHa, MpOBOJUTCS HadaJlbHas
AKCIIEPTU3a MEIUIIMHCKOTO M3/ENHs B CPOK He TpeBbimarommii 10 (necsats) pabounx qHEH.



HavanbHas »skcnepTv3a MEAUIMHCKOTO W3JAEIUsl, MPOU3BEIEHHOIO U
3apETUCTPUPOBAHHOTO peryiasaTopHbiMu opranamu ctpaH CIIIA, Epomnelickoro corosa,
Benmukobpurannu, AAnonun (ceprudukarsl FDA, ceprudukarsr EBponeiickoro Coroza —
CE-marking, BenukoOputanuu, SInoHuu) NpoBOAUTCS B CPOK HE MPEBBIMIAIOIMMKA 5 (TISATH)
pabouux THEH.

129. B cinyyae Hanu4usl 3aME€4aHU B PETUCTPALMOHHOM JIOChE, YCIYTOMOJIyYaTelto
MOCPEICTBOM MH(OPMAIIMOHHON CUCTEMBI YITIOJITHOMOYEHHOI'O OpraHa HalpasisieTcsl TUChMO,
3aBEPEHHOE AJICKTPOHHO-IIU(PPOBON MOMUCHIO, C YKa3aHWEM BBISBICHHBIX 3aMEUaHUUA H
HEOOXOJIMMOCTH X YCTPAHEHUS B MIOJIHOM 00BheME B CPOK, HE mpeBbimaroniuil 30 (Tpuauarth)
pabouux THEH.

130. Ilpu HayanbHOM SKCHEPTU3E MEAUIIMHCKOTO U3/1EINs MPOBOJIUTCS OLIEHKA MOJHOTHI,
KOMIUIEKTHOCTH U COOTBETCTBHUSI JOKYMEHTOB PErMCTPALMOHHOIO JOChE, MPEICTABICHHBIX
ycIIyromnoy4aTesieM, TpeOOBaHUSIM JIeWCTBYIOIIETO 3aKOHO1aTEeIhCTRA.

131. Tlpu HempencTraBi€HUU B MOJHOM OOBEME JOKYMEHTOB, MPEIYyCMOTPEHHBIX
nyHkTamu 117 unu 121 mactosimux [IpaBui, a Takxke He KOMIUIEKTHOCTH M HE COOTBETCTBUS
JOKYMEHTOB PEruCTPalMOHHOIO J0Che TpeOOBaHUsAM 3aKoHoAaTeabcTBa PecnyOnuku
Kazaxcran wim He ycTpaHEHHsS 3aMe€4aHUW B CPOK YKa3aHHbIA B MyHKTEe 129 HacTosmumx
[IpaBui, rocygapcTBEHHas SKCIEpPTHAs OpraHU3allls HAIpPaBISIET YCIYTromnoJIy4yaTemto
yBeJloOMJIeHHE (B TMPOU3BOJIBHOM (OopMEe CO CCHUIKOM Ha HOPMBI 3aKOHOJATEIbCTBA
Pecny6niuku Kazaxcran, HapyiieHHe KOTOPBIX OCITY>KHIJIO OCHOBAHUEM JIJIsi €T0 BHIHECEHMS)
O MPEKPALEHUH SKCIEPTU3bl MEAULIUHCKOrO M3JEIUs B COOTBETCTBHM C MOJIIYHKTOM 1)
nyHkTa 4 ctatbu 239 Kogekca.

132. Tlo pe3ysibTaTaM Ha4daJIbHOM HSKCIEPTHU3bI COCTABISETCS OTUYET HAYaJIbHOMU
DKCHEPTU3bl MEJULIHMHCKOTO W3AENMsSA, IPEICTABICHHOIO HA JKCIEPTHU3y COIVIACHO
npuioxeHuto 31 k HacrosmuM [IpaBunaM Uam oT4eT HayadbHOM PKCIEPTU3bI U3BMEHEHUH,
BHOCHUMBIX B PETUCTPALMOHHOE J10ChE€ MEAUIIMHCKOTO M3ENHS COTJIACHO MPUIIOKEHUIO 32 K
HacroAmmuM [IpaBunam.

ITaparpa¢ 2. ITopsnok npoBeACHHA CIIENUANN3UPOBAHHOMN SKCIEPTH3H MEAUITMHCKUX H3EIIHHA,
pETHCTpanyy, IEPEPETACTpany, BHCCEHHS H3MECHECHHH B PETHCTPALIHOHHOE JOCHE MEAULIMHCKOTO
A3ICHS

133. B ciydae MOJIOKUTEIbHOIO OTYETAa HAYAIbHOW H3KCHEPTU3BI MPOBOIUTCS
CrieUAIU3UPOBAHHAS SKCIIEPTU3a MEAUITUHCKOTO U3IEIIHUS.

134. Cneunanu3upoBaHHasi SKCIEPTHU3a MEAUIIMHCKOTO HM3JIEeNUsl MPEeayCMaTpUBAET
AKCHEPTHYIO OLIEHKY M aHAJIU3 JOKYMEHTOB PErMCTPALMOHHOIO JOChE, MOATBEPKAAIOIINX
0€30MacHOCTh, KaueCTBO U 3P(HEKTUBHOCTH MEAUIIMHCKOTO U3/IEIUsS, B TOM YHCIIE TPOBEPKY
ayTEHTUYHOCTHU MEPEBOJIa UM NEPEBOJA HA Ka3aXCKUH SI3bIK MHCTPYKLIHH 110 MTPUMEHEHUIO
W3/IeNIUM MEUIIMHCKOTO Ha3HAYCHUSI, MAKETOB MAPKUPOBKHU YIIaKOBKH, ITUKETOK, CTUKEPOB C
MapKHUPOBKOM.



135. Cneumanu3upoBaHHas SKCHEPTH3a MEAUIIMHCKUX HU3JCIUN MPOBOAUTCSA Ha
coorBeTcTBME OOHmMM TpeOoBaHUSAM 0€30MacCHOCTU U A3P(HEKTUBHOCTH MEIUIIMHCKHUX
U3JIeNNid, TPEOOBAaHUAM K UX MApKHPOBKE M IKCIUTYyaTallMOHHOW OKYMEHTAI[UU Ha HUX,
yTBepxkaeHHbIM pereHrneM CoBeta EBpa3uiickoit 5KOHOMHYECKON komuccuu ot 12 ¢eBpans
2016 roma Ne 27.

136. Crnenmanu3upoBaHHas 3KCNEPTU3a MEIAMIMHCKUX H3JIEIUN NPEeayCMAaTPUBAET
AKCHEPTHYIO OIEHKY U aHAJIU3 JOKYMEHTOB PErMCTPAIMOHHOIO JOChE, MOITBEPKAAOIINX
0€301acHOCTh, Ka4eCTBO U 3 (PEKTUBHOCTH METUIIMHCKOTO U3/CIHS U BKIIFOYAET:

1) o1leHKY COOTBETCTBUS YKa3aHHOI'O YCIyTOIOIydaTesieM Kiacca MOTEHIIMaIbHOTO pUCKa
NPUMEHEHUs MEIMIUHCKOrO U3JeJNsl B COOTBETCTBUHM C MPUKA30M MuHHUCTpa
3npaBooxpaHenus PecriyOonuku Kazaxcran ot 15 nexa6ps 2020 romga Ne KP JICM-281/2020 "
OO0 yTBepkAEHUM TpaBWI KiIacCUPUKAMU MEIUIMHCKUX H3JEIUA B 3aBUCUMOCTH OT
CTENEHU TOTEHIMAIBHOTO pHUCKa TpuMeHeHus" (3apeructpupoBan B Peectpe
roCcyAapCTBEHHOW PErucTpallii HOPMATUBHBIX PABOBBIX akTOB 1o Ne 21808);

2) OUEHKY MOpPaBUJIBHOCTH OMNPEIEIICHUS HOMEHKJIATYPHON MPUHAIIECKHOCTH
MEIUIMHCKOTO W3JeNUsl B COOTBETCTBUU C NOPAAKOM (GOPMHUPOBAHUS W BEJICHUS
HOMEHKJIATYpbl MeAUIMHCKUX wu3nenuit PecnyOonuku KazaxcrtaH, yTBepkaaeMbIM
YIIOJITHOMOYEHHBIM OPTaHOM B COOTBETCTBHUHM € MYHKTOM 4 ctaThu 258 Konekca;

3) OIIEHKYy COOTBETCTBHSI MOAU(DHKAIMI (BapUAHTOB HCIOJHEHUS) MEIUIIMHCKOTO
u3nenus: (Ipu HaJW4YUU), BKIIOYAEMBIX B OJHO PETUCTPALMOHHOE YJAOCTOBEPEHHUE C
TpeboBaHusiMU HacTosux [TpaBui;

4) aHanu3 JaHHBIX O pa3pabOTKe U MPOU3BOJICTBE MEIUIIMHCKOTO HU3AEIHS (CXEMbI
MPOIECCOB TMPOU3BOJICTBA, OCHOBHBIX CTaJHMil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOLIEAYPHI BBITYCKAa KOHEUHOTO MPOIYKTa);

5) aHanu3 OMOJIOTHMYECKON OE30MaCHOCTH MEAUIIMHCKOTO M3/Ie/INs Ha OCHOBE aHaIM3a
CBEJICHUI O MaTepualax >KUBOTHOTO WJIM YEJIOBEYECKOTO MPOUCXOXKICHUS, BXOISIINX B
MEJIUIIMHCKOE U3JIeNINE, a TaKke MH(POpMAIUU O MoaA00pe UCTOYHUKOB (JIOHOPORB), OTOOpE
Marepuana, MpoLEeCCUHIe, XPaHEHUU, TECTUPOBAHUHU, TPUOHOBOM 0O€30MacCHOCTH, a TAKXKe
oOpallleHusi C TKaHSAMH, KIETKaMHU, CyOCTaHUMSIMU KUBOTHOTO WM YEJIOBEYECKOIrO
MPOUCXOXKICHUS, KyJIbTYpaMH MUKPOOPTAHU3MOB U BUPYCOB;

6) aHanIM3 OTYeTa KIMHUYECKUX HCIBITAHWM, ONbITa MPUMEHEHUS B KIMHUYECKON
MPaKTUKE MEIUIMHCKOTO M3JIeNUs Kjacca 2 a (Ipu HaJIMYUU B COCTaBE JIEKAPCTBEHHOTO
cpeactBa), kimacca 3 (C BBICOKOM CTENEHbIO PHUCKA), MEIAULIMHCKUX HW3JCIUM,
MpeHa3HAYEHHBIX JJIsI 3a00pa, XpaHEHWs, IMepeIuBaHUS KPOBU U €€ KOMIIOHEHTOB,
KJIIMHUKO-JIA00PATOPHBIX HUCIBITAHUNA MEAUIIMHCKOTO HW3JAENUs I in Vitro JUarHOCTHKU
HE3aBUCHUMO OT KJIacCa pUCKa;

7) aHaJIu3 3asBIICHHOW B PETUCTPAILIMOHHOM J1I0ChE€ CTAOMILHOCTH MEIUIIMHCKOTO U3/IETus
U (WIM) JEKApCTBEHHOTO CPEACTBA, BXOJAIIETO B COCTaB MEIUIIMHCKOTO W3JEINHs,



CTaOUJIBHOCTH PEAareHTOB W PACXOJHOTO MaTepuana BXOISIIMX B KOMIIJIEKTAIIMIO
MEIUIIMHCKUX WU3ACJIMM IJIs in Vitro TMarHOCTUKHU 3aKPBITOrO THUIA;

8) OIIEHKY COOTBETCTBHS ITOKa3aTeliel 0e30IMacHOCTH M KadyeCTBa, YKa3aHHBIX B
JOKYMEHTE MO Ka4eCTBY MPOU3BOAMUTENS, CTaHJAapTaM (HaIMOHAIBHBIM, PETHOHAIBHBIM,
MEKTyHApPOIHBIM);

9) aHanM3 OTYETOB W MPOTOKOJIOB TEXHUYECKHX, TOKCUKOJOTHUYECKUX HCIBITAHUM
METUITUHCKHUX U3ICITHH;

10) omieHKY BaJIMTHOCTH MPOTPAMMHOTO 00€CIeueHrs Ha OCHOBE aHaJIn3a JaHHBIX O €ro
Bepuukanuu, B TOM uHciIe HHPOpMAIMU O €ro pa3paboTKe M TECTUPOBAHHHU Ha
OPEANPUATAN U MPU MYJIBTULIEHTPOBBIX HCCIIEAOBAHUAX, JAHHBIX 00 UAeHTH(DHUKAIUH U
MapKHUPOBKE ONEPaIMOHHON CUCTEMBI;

11) ananu3 nporneaypsl 1 METOJOB CTEPHIIU3AIUN METUITMHCKOTO U3JIENHs, MAaTEPHAJIOB,
00OCHOBBIBAIOIIMX CHOCOO CTEpUIIU3AINH, MpEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OMpeIeNIeHHs] OCTaTKOB CTEPUIIU3YIOLIEr0 BEIECTBA MPU MPUMEHEHUH XUMUYECKOT0 crioco0a
CTepUITU3AIINH;

12) ananu3 6e3omacHOCTH U 3(HPEKTUBHOCTH JEKAPCTBEHHOI'O CPEICTBA B COCTaBE
MEJIUIIMHCKOTO HW3JIENUsl, €ro BIMUSHUSA Ha (YyHKIIHMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C MEIUIIMHCKUM H3JCIHEM (32 HCKIIOUYEHUEM
MEIUIUHCKOr0 U3eIUs A JUAarHOCTHKH 1n Vitro;

13) ol1eHKY COOTBETCTBHSI TEKCTA MPOEKTa MHCTPYKIIMH MO MEIUIIMHCKOMY MPUMEHEHHUIO
MEIUIMHCKOTO W3JICNINSl OPUTHMHANYy HMHCTPYKIMU OT OPraHU3alMU-NIPOU3BOAUTENS U
o opMIIEHUS TTPOEKTA UHCTPYKIIMHU B COOTBETCTBUU C TIOPSAIKOM COCTaBJICHUS U 0OpMIICHUS
WHCTPYKIIMHA TI0O MEAUITMHCKOMY MPHUMEHEHHUIO JICKAPCTBEHHBIX CPEACTB U MEAUITUHCKHUX
u3JIenui, o0IIel XapaKTepUCTUKU JIEKAPCTBEHHOTO CPEICTBA, MPEyCMOTPEHHBIM MTYHKTOM 4
crathu 242 Konekca;

14) omenky uH(OpManuu, coJEpKaIEecs B SKCILUTyaTal[MOHHOM JIOKYMEHTE
MEJIUIIMHCKOTO U3/IEHs;

15) ananu3 undopmanuu, coaepkanieics Ha oOpa3ax MakeTOB yIaKOBKH, dTHKETOK,
CTUKEPOB MEJUIMHCKOTO HM3JENIUsl B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIEKapCTBEHHBIX CPEIACTB U MEIMIIMHCKUX
W3/1CIINH;

16) paccmoTpeHue pe3ysibTaTOB MPOBEACHHON MHCIIEKIIUU MEIUIIMHCKOTO U3ENIUsl PU
€ro rocy/IapCTBEHHOU perucTpalny;

17) ananu3 npeCcTaBICHHBIX MPOU3BOJIUTEIIEM CBEJICHUIN O HAJTMYUH WU 00 OTCYTCTBUU
COOOIIIEHNI O HECYACTHBIX CJIydasX W OT3hIBAX C PHIHKA MEIUIIMHCKOTO HU3JACNHS, O
HEOJIAronpusTHOM COOBITUU (MHIUIEHTE), CBA3AHHOM C HMCIOJIb30BAHUEM MEAMIIMHCKOIO
U3JeNs, YBEJOMJICHHH 10 0€30MacHOCTH MEJUIIMHCKOTO W3JeNus, NOoAXoJa K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOJUTEISIMU B KOKJIOM U3 TaKUX CITy4aeB
, OMHUCAaHUsl KOPPEKTUPYIOIIUX AEHCTBUHN, TPEANPUHATHIX B OTBET HA YKa3aHHBIE CiIyyau, a



TAaK)K€ COOTHOIIEHUS YPOBHS MPOJaXK M KOJWYECTBA HECUACTHBIX CIIy4YaeB U OT3bIBOB
MEJIUIIMHCKOTO U3JIEHS U3 O0palieHus;

18) aHanu3 TOKYMEHTOB U CBEICHUI O BHOCUMBIX H3MEHEHUSX, B TOM YHCJIE€ IOKYMEHTOB,
MOATBEPKIAONTUX TIEPEUUCICHHBIC U3MEHEHUS U CBUCTEILCTBYIOIINX O TOM, YTO BHECEHHUE
3asiBJICHHBIX U3MEHEHHI HE BIEUET U3MEHEHHUSI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha
0e301acHOCTh, Ka4eCTBO U 3 (HEKTUBHOCTh MEUIIMHCKOTO U3JIETHsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTUKU MPU HEU3MEHHOCTH (PYHKIMOHAJIBHOTO Ha3HAYEHUS
MEJIULIMHCKOTO U3ETUs;

19) ananu3 COOTBETCTBUS 3as1BJICHHBIX U3MEHEHUM, BHOCUMBIX B PETUCTPALIUOHHOE JJOChE
MEIUIIMHCKOTO U3/JIeTUs BUIaM U3MEHEHUW, YKa3aHHBIM B MEPEUYHE COTIACHO MPHUIIOKEHUIO
30 k HactosiuM [IpaBuinam.

137. Ilo pe3ynbpTaTaMm aHaidu3a JIOKYMEHTOB PErUCTPAIMOHHOIO J0ChE Ha 3Talle
CHELMaTU3UPOBAHHON JKCHEPTU3bl MPU HAIUYUM 3aMEYaHHUM  yCIyronojaydaTesto
MOCPECTBOM HH(POPMALIMOHHON CHUCTEMBI YIOJTHOMOYEHHOI'O OpraHa rocyaapCTBEHHas
AKCHEPTHAsT OpPTaHU3allMs HAMpaBisieT 3ampoc (B MPOU3BOJBHONW (OpME CO CCHUIKOM Ha
HOpPMBI 3akoHojatenbcTBa PecnyOnuku KazaxcTaH, HapylieHHE KOTOPBIX MOCTYKHUIIO
OCHOBAHHMEM JIJIsl €70 BHIHECEHHS) C YKA3aHUEM BBISIBJICHHBIX 3aME€UaHUN M HEOOXOUMOCTH
WX YCTPAHEHUS €IUHOXKIbI B IIOJTHOM 00bEME B CIEAYIOIIUE CPOKHU:

1) mpu SKCHIEpTU3e MEIUITMHCKOTO M3JIENHs, B TOM YHCIIe HE TpeOyIomel mpoBeaCHUS
71a00paTOPHBIX UCTBITAHUNA HE3aBUCHMO OT KJIacCa MEIUIMHCKOTO U3JIEIus, IPU BHECEHUU
M3MEHEHUH B PErUCTPAllMOHHOE JOChE€ MEIUIIMHCKOro wu3aenus (0e3 mnpoBeacHUs
71a00paTOPHBIX UCIBITAHUMN), TPU BHECEHUH U3MEHEHUM Tuia | B perucTpaluoHHOE J0Che
MEIUIIMHCKOT0 u3Jenus (C MpoBEICHUEM J1a0OpaTOPHBIX HUCHBITAHUN) - B TeueHuu 50 (
MATHAECAT) pabOUYUX JTHEH;

2) Ipu yCKOPEHHOM 3KCHEpTU3e MEIULUMHCKUX H3Jenuil - B TeueHue 20 (qBaauarth)
pabounx JHEH;

3) mpu dKCNepTU3e MEIUIIMHCKOTO U3/Eusl, TPOU3BEACHHOIO U 3apETUCTPUPOBAHHOTO
perynstopabiMu opranamu ctpan CIIA, EBpornetickoro coro3a, Benukobpuranuu, Anornn (
ceptudukarel FDA, ceptudukarsr EBponeiickoro Coroza — CE-marking, Benukobpuranuu,
Slnonun) - B Teuenue S (MsATh) pabounx AHEH.

3anpoc ¢ 3aMe4YaHUsIMU 3aBEPEHHBIN MOCPEICTBOM 3JIEKTPOHHON 1TU(PPOBON MOAMUCU
HaIpaBJISETCsS yCIYTOMoaydaTesilo yepe3 MHPOPMAIMOHHYIO CHUCTEMY YIIOJTHOMOYEHHOIO
oprasa 3asiBUTEIO B "TUYHBIA KaOWHET" B JICHb MOJITUCAHUS UCXOIAIIETO 3ampoca.

[Ipu BO3ZHUKHOBEHHUU BOIPOCA O JOCTOBEPHOCTHU MPEICTABICHHBIX TOKYMEHTOB U
MaTEpUAIIOB TPU HKCIEPTU3E MEIHIUHCKOTO W3JeNus, JKCIEepTHas OpraHu3anus
PYKOBOJICTBYETCS MH(POPMAILIMEH, pa3MEIIEHHONW Ha OPUIIMATbHBIX TyOJIUYHBIX HCTOYHHUKAX,
opUIMATBHBIX CalTaX TOCYJIapCTBEHHBIX OpPraHoB B cdepe oOpalleHus MEIUIUHCKUX
U3JIeNIU, 3aBOJIOB-TIPOM3BOJAUTENCH, MEXIYHAPOIHBIX HOTHU(GUIMPOBAHHBIX OPraHOB,
MEXIYHApPOJAHBIX HAIMOHAIBHBIX OPTraHOB MO AakKKpeauTanuu B cdepe TEXHUYECKOTO



peryiupoBaHusi uiad B cdepe oOpalieHuss MEAUIMHCKUX HU3JENHUM, a TakXKe B TEPUO]T
MPOBEACHUS HKCHEPTHU3bl HAMPaBISIET COOTBETCTBYIOIIMH 3ampoc  3asBJICHHBIM
MPOU3BOJIUTEIIIM MEAUIIUHCKUX U3JIETUH.

138. Ycnyromonyyaresib HampapisieT B MOJHOM O0ObeME OTBET U HEOOXOJIUMBIC
MaTepuabl MOCPEICTBOM HHPOPMAITMOHHON CUCTEMBI YIIOJTHOMOYEHHOT'O OpraHa B TEUCHHUE
50 (marbaecsT) pabo4yux AHEH cO JHS MOJTYYEHHs 3ampoca rocyIapCTBEHHOU KCIEPTHOM
OpraHu3aluH.

139. OtpunatenbHOe 3aKiIOYeHHE O OE30MaCHOCTH, KadecTBe U 3PGHEKTUBHOCTHU
MEIUIMHCKOTO U3/I€NUs BBIAACTCS B CIIydasix:

1) HenpeacTaBlieHUE MOJHOTO KOMIUIEKTa PETUCTPAIMOHHOTO JI0ChE MOCIJE BBIIAYU
3aMe4YaHui 3asBUTENIO B MPOLECCE MPOBEICHUS IKCIEPTU3bl B CPOKU, YCTAHOBJIEHHBIE
HacTosAmuMH [IpaBuiiamu;

2) npeACTaBICHUS 3asBUTENIEM HEJOCTOBEPHBIX CBEJICHUN;

3) mosiydeHue OTPULIATEIbHBIX PE3YyJIbTATOB OJHOTO U3 3TANOB 3KCIEPTU3bI U (KIIN)
OTPHUIIATEIBHBIX 3aKIIOYEHHUH 9KCIIEPTOB MPOPUIHHBIX OPraHU3alUA;

4) HECOOTBETCTBUSI CUCTEMBbI OOECIEUYEHHUs] KauecTBa YCIOBUSIM, 00ECIEUUBAIOIIUM
3asBJICHHYI0 0€30MacHOCTb, A(MPEKTUBHOCTh W KAUE€CTBO MEJAMIIMHCKOTO H3JIENHUs, IO
pe3yibTaTaM MHCIEKIUU MEIUIMHCKOTO U3/IETUs;

5) He MpOBEAEHHS WM OTKa3a yCIYromoJiydyaTeleM OT OpPraHu3allid MOCELICHUS
npeanpusTus (IPOU3BOJCTBEHHON IUIOMIAAKU) U C UEIbI0 HMHCHEKIHH MEIUIIMHCKOTO
U3JIENNs, B COOTBETCTBUU C TPeOOBAaHUSIMU 3aKOHOIATENbHBIX akTOB PecnyOnnku Kazaxcran.

140. ITpu He pegoCTaBIECHUHN YCIYTOMOIy4YaTeIeM OTBETOB Ha 3alpoC TOCY1apCTBEHHOM
DKCIEPTHOM OpPraHMU3allMi B CPOK YCTAaHOBJIEHHBIM NMyHKTOM 138 mHacrosmux I[Ipasuni, a
TaK)Ke MPEJI0CTaBICHUN HEMOJIHOTO OTBETa U HEOOXOAMMBIX MAaTEpUAJIOB, FTOCYJaPCTBEHHAS
AKCTIEPTHAsI OpraHu3allys HAIlpaBJIseT YCIyTronoayJdaTelto B TeueHue S5 (1saTh) pabounx JTHeH
YBEIOMIICHHE O MPEIBAPUTEIHHOM pEIIeHHH 00 OTKa3e B MPOBEICHUU SKCIEPTU3BI
MEJIUIIMHCKOTO U3JIeus (B IPOU3BOJILHON (JOpME CO CCHUIKOM Ha HOPMbI 3aKOHOIATEIbCTBA
PecnyOsinku Ka3zaxcraH, HapylmeHue KOTOPBIX MOCIYKUJIO OCHOBAHUEM JIJISl €0 BBIHECEHUS).

[Ipu sKcniepTU3€ MEIULMHCKOTO U3JETUs, TPOU3BEIECHHOIO U 3apETUCTPUPOBAHHOTO
perynsaropubiMu opranamu ctpad CIIA, EBponeiickoro corosa, Benukooputanuu, Anonun (
ceprudukarsl FDA, ceptudukatrsl EBponeiickoro Coro3a — CE-marking, BenukoOpurtanuu,
SInoHnu) yBeTOMJIEHHE O MPEIBAPUTEIBLHOM PEIIEHUN 00 OTKa3e B IPOBEICHUH 3KCIEPTHU3BI
MEJUITMHCKOTO U3JIeus (B POU3BOJIILHON (JOpME CO CCHUIKON Ha HOPMBI 3aKOHOIATEIHCTBA
Pecny6nuku Kazaxcran, HapylieHHe KOTOPBIX MOCTY>KHIJIO OCHOBAHUEM JIJIsi €T0 BBIHECEHMS)
HAIMPABJISECTCS YCIYyrONOJIY4YaTeNl0 TOCyJapCTBEHHON SKCIIEPTHOM OpraHu3alnnei B TeueHue |
(onuH) pabouero JHS.

141. Ilo pe3yibTaraM HaIpPaBJIEHHOTO YCIyrONOJYyYaTell0 yBEAOMIICHUS O
peIBapUTEIHLHOM PEIICHUH 00 0TKa3e B MPOBEACHUH HKCIIEPTU3bI METUIIMHCKOTO M3Aenus (
B IIPOM3BOJIBHON (hOpME CO CCBUIKOM Ha HOPMBI 3aKoHoAarenbecTBa PecyOnuku Kaszaxcran,



HApYIIEHUE KOTOPBIX TOCIYXKUIJIO OCHOBAaHMEM [JIsI €ro BBIHECEHHUS]) MaTepHabl
HaIpPaBJISIIOTCS B DKCMEPTHBIN COBET ISl IPUHSATUS PELICHUS.

OKCHEPTHBIM COBET paccMaTpUBAET MOCTYMUBIIUE MaTEpUANIbl €XKEMECSYHO, U
pe3yJbTaThl PEIICHUS ¢ YKa3aHUEM MPUYUH HAMPABISAIOTCS YCIYTonoJydaTeNnto B TeueHue S (
MTh) pPaboYrX JHEH CO JHS BEIHECEHUS PEIICHUS DKCIIEPTHBIA COBETOM.

Pe3ynbTaThl paccMOTpeHUs1 DKCIEPTHOIO COBETA B OTHOLLIEHUH MaTEPUAJIOB SKCIIEPTU3bI
MEIUIMHCKOTO W3JeNusl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETryISITOPHBIMU
opranamu ctpan CIIIA, EBpomnetickoro corosa, Bennkobpuranuu, SAnonun (cepTudukarst
FDA, ceprudukarsl EBponeiickoro Coroza — CE-marking, BenukoOputanuu, SnoHun)
HANPAaBJSAOTCS YCIyTONOJIy4aTeNl0 TOCYIapCTBEHHOM SKCIIEPTHOW OpraHU3aluell B TEUCHUE
1 (oqun) pabouero JHS.

142. B cny4ae MOJIOKUTEIBHOTO OTYETa CHEHUATIM3UPOBAHHON 3KCIEPTU3bI B CPOK HE
npeBbimatomuii 10 (mecsitb) paboyux JHEH COCTaBISIETCS DKCHEPTHBIM OTYET
CIEeHMATN3UPOBAHHON AKCIEPTU3BI MEAUIIMHCKOTO M3JEIUs COrIaCHO MPUIIOXKEHUI0 33 K
HactosimuM [IpaBuiiaM WM SKCHEPTHBIM OTYET CIENUATU3UPOBAHHOW 3KCHEPTU3BI O
BJIUSIHUYA BHOCHUMBIX M3MEHEHUM B PETUCTPAIIMOHHOE JIOChe Ha 0€30MacHOCTh, KaUeCTBO U
3 (HEKTUBHOCTH MEAUITMHCKOTO U3/IeTus IO popMe, COTIaCHO MPUIIOKEHUIO 34 K HACTOSIIINM
IIpaBunam.

[ToJIOKUTENBHBIN OTYET CHENUAIM3UPOBAHHOM 3KCHEPTU3bI MEAUIIMHCKOTO HU3JEIIHS,
OPOU3BENCHHOTO W 3apETUCTPUPOBAHHOIO pETYJSATOpHbIMU opraHamu ctpaH CIIA,
EBpomneiickoro coroza, BenukoOpurtanuu, Anonun (cepruduxarei FDA, ceprudukats
EBponeiickoro Coro3a — CE-marking, BenukoO6putanuu, AnoHnn) cocTaBisieTcs B CPOK HE
no3nuee 1 (oauH) paboudero AHs.

143. Pa3bsicHEHUS WM YTOYHEHUS, BO3HUKAIOMIUE B MEPUOJ IPOBEACHUS SKCIIEPTU3bI
MEXIy TOCYJIapCTBEHHOW OSKCHEPTHOW OpraHu3amlueil U  yCTryromojaydaTeseM,
OCYIIECTBISIOTCS MyTeM (POPMUPOBAHUS DJIEKTPOHHOTO JOKYMEHTA N0 WHIAUBUIYTHBHOMY
MapoJil0 yciyromnoijyuarens depe3 uHpopmanuoHHyro cuctemy c¢ OILII 3asBurtens wu
roCyJIapCTBEHHOM 3KCIIEPTHON OpraHU3alluH.

ITaparpad 3. Ilopsamok mpoBeAeHNUs 1a00PATOPHEIX HCIIBITAHNH MEIHIMHCKOTO M3ICITHA

144. JTabopaTopHble HCIBITaHUS 00pPA3I0B MEAULIMHCKOrO U3/AENINS OCYIIECTBISIOTCS B
UCIBITaTEIbHBIX J1A00PATOPUSIX TOCYJApPCTBEHHOW SKCIIEPTHOM OpraHM3alud B CPOKH HE
npesbimarone 70 (cempaeciaT) pabodyux JHEW €O JIHS TMOCTYIUIEHUS JTOKYMEHTOB W
MaTepUaloB YKa3zaHHbIX B mnyHKTe 117 Hacrosamux IIpaBun Ha mnpoBeneHue
CHEeUATN3UPOBAHHON SKCIEPTU3bI METULIUHCKOTO U3/1EIH.

145. JTabopaTtopHble UCTIBITAHKS 00PA310B MEAUIIMHCKOTO U3EIUS MPOBOJSATCS B LIEIISIX
NOATBEPXKICHUS COOTBETCTBUS IOKa3aTelsM O€30MacHOCTH M KauecTBa MEIUIIMHCKOTO
W3JIeNus, 3aBJICHHBIM B JOKYMEHTE 110 Ka4€CTBY IPOU3BOJUTENS U BKIIFOUAKOT:



1) aHanM3 TEXHUYECKON 1 HOPMATUBHOM JOKYMEHTAIIMU MEIULIMHCKOTO U3JEIHUS B UaCTH
METOJIUK MPOBEICHUS UCTIBITAHUI;

2) mpoBeJieHrEe J1a0OpaTOPHBIX HCTIBITAHUI Ha COOTBETCTBHUE TPEOOBAHUSAM JOKYMEHTA 110
Ka4yecTBY;

3) onpeneneHre BOCIPOU3BOIUMOCTH AaHAIUTUYECKUX METOIUK KOHTPOJISI Ka4eCTBa.

146. VicnipiTanus 00pa3oB MEAUIIMHCKOTO U3/I€NUs OCYIIECTBISIOTCS MyTEM MPOBEIACHUS
(PU3UKO-XUMHUYECKUX, OUOJOTUUECKUX U TEXHUYECKUX UCIBITAHUM B LEMSAX MOITBEPKICHUS
COOTBETCTBHS MOKa3areseil 0e30MacHOCTH U KauyeCTBa METUITMHCKOTO U3/IEIH.

[Ipu ucnbiTanun 00pa3lOB MEAUIMHCKOrO U3JENUs ompeensercs Ouoioruyeckas
0e30MacHOCTh WJIM OLEHKAa OMOJIOTMYECKOro JEHCTBUSA, (U3MUYECKHE U MEXaHUYECKHe
nokazarenu, (yHKUMOHAJIbHbIE, TEXHHUYECKHE U (U3UKO-XMMHUYECKUE T0Ka3aTelu,
MOATBEPKAAIOIIME OE30IaCHOCTh U Ka4€CTBO MEIULIMHCKOIO U3/1EIH.

147. JJabopaTopHbIe UCIBITAHUS HE TPOBOJISATCA MPU:

1) skcnepTr3e MEIULIMHCKON TEXHUKH;

2) HAIMYUU TOKYMEHTa HOTH(HUIIMPOBAHHOTO OpraHa O COOTBETCTBUHU MPOU3BOJICTBA
MEIUIMHCKOTO U3/ENIUA U CUCTEMbI KOHTPOJISl KaueCTBa MPOAYKIMHU TpeOoBaHUsAM [[upexTus
EBpomneiickoif komMuccuu 1Mo MeIUIIMHCKUM u3nenusMm win ceprudukara MDR (Medical
Device Regulation — PernaMeHT mo MeIUIIMHCKUM U3JICIHSM);

3) nepeperucTpanuv MEIUIIMHCKOTO U3/SIus;

4) yCKOpPEHHOW SKCHEpPTHU3€ MEIUIIMHCKOTO HW3JEIUs, B TOM YHUCIE DKCIEpPTU3E
MEJIULMHCKOTO W3JENHs], MPOU3BEAEHHOIO M 3apErHCTPUPOBAHHOTO PErYJISITOPHBIMU
opranamu ctpan CIIIA, EBpomnetickoro corosa, Bennkobpuranuu, SAnonun (cepTudukarsl
FDA, ceptudukarsl EBponeiickoro Coto3a — CE-marking, BenukoOpurtanuu, SAnonun).

148. B ciydae BbISBICHUS 3aMEUaHUN Ha dTamne J1abOpaTOPHBIX HMCIBITAHUN
yCIyronojiyyaTeao B TeUeHUU 5 (msaTh) paOouyux JHEH cOo JHA MOJydeHus oOpaslloB
MEIUIIMHCKOTO M3/eNusl yepe3 MHPOPMaLUOHHYIO CUCTEMY YIOJHOMOYEHHOrO opraHa B "
JUYHBIA KaOWHET" HampaBiseTcss MUChMO C YKa3aHUEM BBISBICHHBIX 3aMEUaHuil U
HEOOXOMMOCTH UX YCTPAHEHHUS B MOJHOM 00BbEME B CPOK, HEe TpeBbliiaromuid 30 (TpuauaTh)
pabounx JHEH.

IIpn He ycTpaHEHMHM WIM HE IOJHOM YCTPAaHEHWH 3aMEYaHUN B YCTAHOBIIEHHBIN CPOK,
rocyJJapCTBEHHAs dKCIepTHas opraHuzamus B TeueHue 10 (mecsth) pabouux AHEH co THS
MOJIyYEHHUS] OTBETA OT yCIIyTrONOIy4yaTelsl HallpaBiseT eMy MUChbMO C YKa3aHWEM MOBTOPHBIX
WM JTOTIOJTHUTEIBHBIX 3aMEUaHUM U HEOOXOAMMOCTH HMX YyCTpaHeHuW B TeueHuu 20 (
JIBaJIlIaTh) pabounX JHEH.

149. Ilpu He npenoCTaBIEHUH YCIYyronoJy4aresieM OTBETOB HA BHICTABJICHHBIE B TUCHME
rOCY/IapCTBEHHOW 3KCIEPTHOW OPraHU3alMy 3aMEYaHUsl B CPOK YCTAHOBJIEHHBIN ITyHKTOM
148 wnactostmuux [IpaBun M OTpULATENBHBIX pe3yJibTaTax J1aO0OPAaTOPHBIX HCIBITAHUN



MaTepualbl HAMPaBISIIOTCS B DKCIEPTHBINM COBET ISl MPUHATHS pelnieHus o0 OTKaze u
MPEKPALEHUH SKCIEePTU3bl MEAUIMHCKOTO HM3JENHsl COTJacHO MyHKTY 141 HacTosmimx
[IpaBu.

150. Ilo pesynbraram na0OpaTOPHBIX MCIBITAHUNW MEIUIIMHCKOTO H3IEIus
UCIIBITATENBHOM J1abopaTopuell COCTaBISAETCA MPOTOKOJ HUCIBITAHUNA MO (OPME COrJIacHO
npuioxkeHuto 35 k HactosmuM [IpaBunam.

151. Ilpu HEBO3MOXXHOCTH MHPOBEACHUS J1aOOPATOPHBIX HCHBITAHUNA 00pa3IOB
MEIUIMHCKUX HW3JCNIUA B UCIBITATEIbHON J1abOpaTOpUH TOCYAApCTBEHHOW SKCIEPTHOM
OpraHU3allvU 10 OTACIBHBIM MOKA3aTENsIM, YKa3aHHBIM B cepTUduKate (MpOTOKOJIE) aHAIN3a
MPOU3BOJUTENS, TAKUE MCTIBITAHUS OCYIIECTBISIIOTCA B CyOKOHTPaKTHOMW jabopaTopum Ha
OCHOBAaHHMH JIOTOBOpAa MEXY SKCIEPTHOM OopraHu3anuell 1 cyOKOHTpPaKTHOM JiabopaTtopueit
COIJIacHO 3aKOHOIaTeNbCTBY PecnyOnuku KazaxcTan o rocyapCTBEHHBIX 3aKyIKax.

152. B ciiyyae oTCyTCTBUS CYOKOHTPAaKTHOU s1abopaTopuu, MpOBOJSAIIEH UCIIBITAHHUE
MEIUIUHCKOTO W3/eins, TOCYAapCTBEHHAs 3KCIEPTHAsI OpraHU3alus IPU3HAET PE3yJIbTaThI
7a00paTOPHBIX HMCHBITAHUN IO OTIAEIBHBIM IOKa3aTeNsiM, yKa3aHHbIM B cepTudukare (
MIPOTOKOJIE) aHaJIU3a MPOU3BOIUTEIS.

153. [Ipu HEBO3MOKHOCTH MPOBECHUS T1a00OPATOPHBIX MUCIIBITAHUN 00pa3loB WU3AEIUN
MEIUIIMHCKOTO Ha3HAYEHUS! B UCIBITATENIbHON 1a00paTOpUU TOCyAapCTBEHHOM SKCIEPTHON
OpraHM3allil B CBA3U C HEBO3MOXHOCTBIO COOJIFOJEHHSI YCIOBUH TPaHCHOPTHPOBKHU
yKa3aHHbIX 00pa3ioB Ha TeppuToputo PecrnyOnuku Kaszaxctan u (Wiau) uMX XpaHEHHH,
OTCYTCTBUHM CHELHAIBHOTO OOOPYJIOBAHUS M PACXOJHBIX MaTEpHAIOB B 3KCIEPTHOU
OpraHu3alyy, a TaKXKe, €CIM HOPMATUBHBIMU JOKYMEHTAaMH IO KAadyeCTBY HPOAYKIINHU
YCTAHOBJICHBI UCIBITAHUS, CBSI3aHHBIE C OOJBIIMMHU 3aTpaTaMU CPEICTB MPOU3BOAUTEINS,
JIOPOTOBU3HOM 00pa3IoB, ¢ 00pa3iamMu, TPeOYIOIIMMHU 0COOBIX YCIOBUN TPAHCTIOPTUPOBKH,
cnenuduueckoro 000pyA0BaHUS U BCIIOMOTATENbHBIX CPEACTB J1A0OPATOPHBIE MCIBITAHUS
MPOBOMSITCS. B MPUCYTCTBUH TPEJACTABUTENICH AKCIEPTHOW OpraHU3aIluu B Ja0OpaTopuu
KOHTpOJISI KauecTBa MPOU3BOJUTENS WM B KOHTPAKTHOW J1abOpaTOpUHU, UCIOIb3yeMOi
IIPOU3BOMUTEIIEM.

154. Ilpu skcnepTu3e MEIUUMHCKUX U3JEIUH, MPOU3BEIEHHBIX Ha OCHOBE TpaHchepa
TEXHOJIOTUH J1abOpAaTOPHBIE HUCMBITAHUS MPOBOASATCSA NHCTAHIMOHHO C MOJTBEPKICHUEM
r€0JIOKAllMd U C YYaCTHEM IPEACTaBUTENEH TOCYIapCTBEHHOM SKCIEPTHOM OpPraHu3aliu B
7a00opaTopuy KOHTPOJS KayecTBa MPOU3BOAUTENS WIM B KOHTPAKTHOW jaabopaTtopuw,
UCIIOJIb3YEMOU MPOU3BOAUTEIIEM.

155. Tlpu opraHu3zauuu M NPOBEACHUU CAHUTAPHO-IPOTHUBOAMUAEMUUYECKUX HU
CaAaHUTAPHO-NIPOPIITAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAHUYUTEIHHBIX
MEPOIPUSATUI, B TOM YUCIIE KapaHTUH, SKCIIEPTHBIE pabOThI 3aBepIIatOTCs 0€3 1a00paTOPHBIX
UCIIBITAHUI B Ja0OpaTOpUM KOHTPOJS KayecTBa MPOU3BOAUTENS WIM B KOHTPAKTHOU
1abopaToOpUH, UCTIOJIb3YEMOU MTPOU3BOAUTEIIEM.



156. Ilo pesynbraram J1abOpaTOPHBIX UCTIBITAHUM COCTABIISIETCSI OTYET O pe3ysibTaTax
MPOBEJICHUS JTAOOPATOPHOTO UCIIBITAHUS B J1aOOPATOPUU KOHTPOJIS KaueCTBA MMPOU3BOIUTEIIS
WM B KOHTPAKTHOU 1ab0paTopuu, UCIIONB3yEMOM MTPOU3BOAUTENIEM COTIACHO MPHIIOKEHUIO
36 k HactosiuuM [IpaBunnam.

ITaparpad 4. ITopsnox popMupoBaHA PE3yIHTATOB IPOBEAECHHOH AKCIEPTU3HI METUIIMHCKOTO
A37eIs

157. Ilo OKOHYaHMM CHEHUAIU3UPOBAHHON OKCIEPTU3BI YCIYTONOIYyYaTeNb
COIJIACOBBIBAET C I'OCYAAPCTBEHHOM JKCIIEPTHOM OpPraHM3alMel B JJIEKTPOHHOM BHUJE IIO
MHJUBUyJIbHOMY TIApOJII0 Yyepe3 ero "JIu4HbIi KaOUHET" WM MyTeM MPeJOCTABICHHMS JIUCTA
COTJIACOBAHHUS CBEJIECHHMS O MEJULUHMHCKOM H3JEIUU, a TAaKXKE HTOrOBBIE JOKYMEHTHI:
MHCTPYKLHIO 110 MEIUIIMHCKOMY NMPUMEHEHUIO U MAPKUPOBKH MAKETOB YHAaKOBKHU, STUKETOK,
CTUKEpOB), B TOM YHCJIE KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B JJOKYMEHTaxX M Marepuaiax
IPEACTABICHHBIX 3aABUTEIEM HA SKCIEPTU3Y MEAULUHCKUX U3/IECIIUNA B CIEIYIOIINE CPOKHU:

1) mpu sKkcepTU3e MEAUIIMHCKOTO U3JEHs, B TOM YHCIE HE TpeOyIoliell mNpoBeAeHUs
1a00paTOPHBIX UCTIBITAHUNA HE3aBUCHMO OT KJIacCa MEIUIIMHCKOTO W3JIEus, IPU BHECEHUU
M3MEHEHUH B PETUCTPALMOHHOE JOChE€ MEIMIIMHCKOro wu3aenus (0e3 mnpoBeneHUus
1ab0paTOpHBIX UCHBITAHUHN), IPU BHECEHUHU U3MEHEHUH THMa | B perucTpaloHHOE J10ChE
MEIUIIMHCKOTO H3JeNust (C MpoBeIeHUEM JIabOpaTOPHBIX HCIHBITAHUH) - B CPOK HE
npeBbimarommii 10 (necsats) pabounx AHEH;

2) mpu YCKOPEHHOW JKCIEePTH3€ MEIUIIMHCKOTO M3JIEeNUs, a TaKXKe MPU IKCIEPTHU3e
MEJIULMHCKOTO W3JeNHs, MPOU3BEAEHHOIO M 3apErHCTPUPOBAHHOTO PETYJISITOPHBIMU
opranamu ctpan CIIIA, EBpomnetickoro corosa, Bennkobpuranuu, Anonun (cepTudukarsl
FDA, ceprtuduxarel EBponeiickoro Coro3a — CE-marking, Beaukobpuranuu, Anonun) - B
CPOK HE MPEBBIMIAONINKN 5 (TISITh) pabounx JHEH.

[Ipu BBISIBJIEHUU HECOOTBETCTBHSI OOHOBJIEHHUS UTOTOBBIX JOKYMEHTOB YCIYTrONOJIy4aTesb
OJIHOKPAaTHO HANpaBIISIET MOCPEACTBOM HH()OPMAIMOHHOW CHCTEMBI YIOJIHOMOYEHHOIO
OpraHa MUCbMO C YBEJOMJIIEHUEM O HECOOTBETCTBUU U IPUKIIA/IBIBAET KOPPEKTHBIE UTOTOBBIE
JOKYMEHTBI B TEUEHUE CPOKA, YCTAHOBIEHHOTO HacTosituuMHu [IpaBuiamu.

B ciiyuae oTcyTCTBUA COracoBaHUs yCIYTOINOJYyYaTelleM B CPOKH yCTAHOBJICHHBIE
HacTosuUM NyHKTOM IIpaBun 3akitoueHue o O€30MaCHOCTH, Ka4ecTBE U 3(PPEKTUBHOCTH
MEUITMHCKOTO U3/1enus (hopMupyercs 6e3 ero coriiacoBaHus.

158. I'ocynapcTBeHHast 3KCHIEpTHAsT OpraHu3anus NPOBOAUT MPOBEPKY MPEACTABICHHON
uH(pOpPMaLIUU yCIIyTONOMyYaTeNIeM, a TAK)Ke MPHU BbISIBICHUH HECOOTBETCTBUS KOPPEKTUPYET
3aHECEHHbIC JaHHbIE, OOHOBJSET UTOTOBBIE JOKYMEHTBHI M COCTABIISIET 3aKJIIOYEHUE O
Oe3omacHOCTH, KayecTBE M 3(P(HEKTUBHOCTH METUIIMHCKOTO HU3JETUs, 3asBICHHOTO Ha
AKCIEPTU3Y COIVIaCHO NpuiiokeHuto 38 k HacrtosmuMm [IpaBuiaM u 3akirO4YE€HUE O



0e30macHOCTH, KadecTBe U A(DPEKTUBHOCTH MEIUIIMHCKOTO H3JENUs 3asBICHHOTO Ha
AKCIEPTHU3Y B LEJISIX BHECEHUS HM3MEHEHUW B PETUCTPALMOHHOE JOChE COIIACHO
npuioxenuto 39 k Hacrosamum [IpaBunam B cleayronye CpoKHu:

1) mpu sKCnepTU3e MEIUIMHCKOTO U3JENHs, B TOM YKCIie HE TpeOyiolel mpoBeIeHUs
1a00paTOPHBIX MCTIBITAHUNA HE3aBUCHMO OT KJIACCa MEIUIIMHCKOTO W3JICHs, TIPU BHECCHUHU
U3MEHEHUH B PETUCTPAIMOHHOE J0Ch€ MEIUIIMHCKOTO wu3aenus (0e3 mnpoBeaeHUS
a00paTOPHBIX UCTBITAHUN), IPU BHECEHUU M3MEHEHUM Tuna | B perucTpaimoHHOE T0ChE
MEJIUIIMHCKOTO M3/enusi (C MpPOBEACHUEM Ja0OPATOPHBIX HCHBITAHUN), a TaKXKe MpH
YCKOPEHHOM 3KCIEePTU3e MEIUIIMHCKOTO U3JENINs — B CPOK He mpeBbimaronui 10 (mecsTs)
pabounx JHEH;

2) mpH dKCHEPTU3E MEAUIIMHCKOTO U3JIENusl, IPOU3BEIECHHOTO U 3apETUCTPUPOBAHHOTO
perynstopabiMu opranamu ctpan CIIA, EBpomnetickoro coro3a, Benukobpuranuu, Anornn (
ceptudukarel FDA, ceptudukarsr EBponeiickoro Coroza — CE-marking, Benukobpuranuu,
SAnoHun) - B CPOK He MpeBbIIatonuil 2 (aBa) pabouux JHs.

159. TocynapcTBeHHasi SKCHEpTHAsE OpraHU3alus MOCPEACTBOM HH()OPMAIIMOHHOM
CUCTEMBI YIIOJHOMOYEHHOTO OpraHa HamlpaBJIeTCs B 3JIEKTPOHHOM BUJIE B aBTOMAaTHYECKOM
pEeXKUME B rOCyAApCTBEHHBIN OpraH:

1) 3akitoueHure o 0€30MacHOCTH, KauecTBe U 3PHEKTUBHOCTH MEAUITMHCKOTO U3IEIHS;

2) MHCTPYKIHUIO [0 MEIUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOTO U3/IeNIs Ha Ka3aXCKOM
U PYCCKOM f3bIKax, pa3paldaThiBaéMyl0 B COOTBETCTBMU C IMpuUKa3zoM MuHHCTpa
snpaBooxpaneHust Pecyommku Kazaxcran ot 10 centsops 2020 roga Ne KP JICM-101/2020
"OO6 yrtBepxaenun [IpaBun cocraBieHuss U 0HOPMIICHUS UHCTPYKIIUU 1O MEIUIIUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JEIUN U O0IIeH XapaKTepUCTUKHU
JIEKapCTBEHHOTO cpencTBa" (3aperucTpupoBad B PeecTpe rocyaapcTBEHHOM perucTparuu
HOPMATHUBHBIX IPABOBBIX akTOB oA Ne 21200);

3) MakeThl YIaKOBOK, 3TUKETOK, CTUKEPOB MEJUIIMHCKOTO H3/EHUs, COTJIACOBAHHBIX

roCcyJapCTBEHHOW AKCIIEPTHOM OpraHu3anueil Ha Ka3aXxCKOM U PYCCKOM SI3bIKaX.

160. IIpu rocy1apCcTBEHHOM PETUCTPALMU U MEPEPETUCTPALIUNA MEAULIUHCKUX U3JICITUN
BbIIaeTCS 0€CCPOUYHOE PETUCTPALIMOHHOE YIOCTOBEPEHUE.

161. B ciydasix OTpULIATEIbHOTO 3aKJIIOYEHUS O O€30MaCHOCTH, KAauyeCTBE H
3¢ (PEeKTUBHOCTH MEIMIIMHCKOTO W3JACNIHS WA OT3bIBAa YCIYromoJiydaTelieM 3asBICHHS Ha
JKCHEPTU3Y MOCIE Havalla MPOBEJAEHUS AKCHEPTHU3bl, CYMMa, OIUIAY€HHAs 3a IMPOBEACHUE
AKCIIEPTHBIX PabOT, YCIYronoay4areto He BO3BPAIlaeTCs.

162. Ilocnme 3aBepuieHUs MPOLEAYPHI IKCIEPTHU3Bl T'OCYIAPCTBEHHAsI JKCIIEPTHAs
opranuzamusi GOpMHUPYET AIEKTPOHHBIA APXUBHBIN IK3EMIUISIP PETHCTPAIIMOHHOTO JOChHE,
CoZiepXalluil MpeACTaBICHHbIE 3asBUTENIEM MAaTepUalibl, PEe3yJbTaThl 3KCHEPTU3bl (OTYET
HayaJIbHOM SKCNEPTU3bl WM OTYET HAyaJbHOM SKCIEpPTU3bl M3MEHEHHUH, BHOCHUMBIX B
PETUCTPAlMOHHOE JOCh€ MEIUIMHCKOTO W3NS, MPOTOKOJ MCIBITAHUM; OTYET O
pe3yibpTaTax MpoBEeAEHUs J1abOPATOPHOTO HCHBITaHUS B J1A0OpPaTOPUU KOHTPOJIS KayecTBa



MPOU3BOJIUTEINS WM B KOHTPAKTHOM J1a00paTopuu, UCHOIb3YEMOU MPOU3BOIUTENEM; OTUET
CHEeUATU3UPOBAHHON 3KCIEPTU3bl MEIUIIMHCKOTO U3/EMs), 3aKI0UeHne 0 0€30MacCHOCTH,
KauecTBe U 3((HEKTUBHOCTH MEAUIIMHCKOTO HU3JEIUS, MHCTPYKIHMIO MO MEIULHUHCKOMY
NPUMEHEHUIO MEUIIMHCKOTO U3/IeNUs, MAKEThl YITAKOBOK, 3TUKETOK, CTUKEPOB.

Bo Bpems AeiCTBHS perucTpalMOHHOTO YAOCTOBEPEHHUSI apXHUBHOE PETrUCTPALMOHHOE
J0ChE, AOTOJIHAETCS KOMUAMHU PETUCTPALIMOHHBIX YIOCTOBEPEHHI O BHECEHUH U3MEHEHUH CO
BCEMH MPUIIOKEHHBIMU JOKYMEHTAMH 3asBUTENISL B AJIEKTPOHHOM BHU/IE.

PerucrpaunoHHOE 10CHE XPAaHUTCS B AJIEKTPOHHOM apXMBE T'OCYIAPCTBEHHON YKCIIEPTHOM
opraHuzanuu ¢ coOirogeHueM  TpeOoBaHMH  KOH(QUACHIUAIBHOCTH, KpOME
HKCILTYyaTalMOHHOIO JIOKYMEHTA WM MHCTPYKIMHU 110 NPUMEHEHUIO0 MEIULIMHCKOTO U3ENHS,
PYKOBOJICTBA IO CEPBHCHOMY OOCIYKHMBAHUIO, JaHHBIX O MAapKHUPOBKE U YHAaKOBKE (
MTOJIHOLBETHBIE (C YKa3aHWEM KOJIMPOBKHU LIBETA) MAKETHI YIIAKOBOK M 3THUKETOK) HE3aBHCHMO
OT pe3yJIbTATOB SKCIIEPTU3BI.

PerucrpaiimonsHoe 10cbe MEUIMHCKOTO U3/ENIUs Ha 3JEKTPOHHOM HOCHUTENE XPaHUTCS
10 (necsaTh) JeT.

IMTaparpad 5. ITopsnok perucTpanuu, BHECEHHA H3MEHEHHS B IICHY NPOH3BOANTEIIS Ha H3Ie/IHe
MEIUIMHCKOr0 Ha3HA4EeHHUA WM MEAUIMHCKOE M3/IeIMe I UarHOCTUKH BHE KUBOT'O OpraHU3Ma
(in vitro), mpousBoamMEIe Ha TeppuTopun PecmyOmmku KazaxcTaH B paMKax JOITOCPOYHBIX
JIOTOBOPOB IIOCTaBKH, 3aKJII09CHHBIX ¢ EuHBEIM MuCTpHOBIOTOpOM

163. B nmepuon hopmMupoBaHus pe3yabTaTOB MPOBEIECHHON dKCIEPTU3bI MEIUIIMHCKOTO
W3/1eNIHsI TOCYAapCTBEHHAS IKCIIEPTHASI OpraHU3aIis OCYIIECTBISECT PErUCTPAIMIO0, BHECCHHE
M3MEHEHUS B LIEHY MPOU3BOAUTENS U3AEIUS MeAUIMHCKOro u3aenusa (nanee — UMH) unu
MEJIUIIMHCKOTO U3IeTUs JIJIsi TUarHOCTUKHU BHE KMBOTO OpraHu3mMa (in vitro), Ipou3BOIUMbIC
Ha Tepputopun PecmyOmmku KazaxcraH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTABKH,
3aKJIIOYEHHBIX ¢ EquHBIM AUCTpUOBIOTOpPOM (f1ajiee - MEAUIIMHCKOE M3JIeNIUe I in Vitro
JUAarHOCTUKH) B Cpok He mo3aHee 10 (mecsaTh) paboumx AHEH cO JHSA NPEIOCTaBICHUS
yCIIyromnoJydaresieM 3asBJICHHUS 0 (popMe coriacHO MpUIIOkKEHUo 2 Hactosmux [IpaBwmn u
JOKYMEHTOB TI0 (hOpMe U MEPEeUHI0 MNPEAYCMOTPEHHBIMU MPUIOKEHUEM 3 HACTOSIIUX
[IpaBu, mocpeacTBoM HHPOPMAITMOHHON CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa.

164. PerucTtpamus 1eHbI, BHECEHHME HM3MEHEHMs LEHYy npouszBoautens MU
OCYILIECTBIISIETCS B HaIMOHAIbHOW BamoTe PecnyOnumkm Kaszaxcrtan (mamee — TeHTe) |
BKJIFOUYAET B ceOsl aHAJIU3 1IEH Ha TOPrOBO€ HAMMEHOBAHWE M TEXHUUYECKYIO XapaKTEPUCTUKY
NMH, ocHoBaHHas Ha MNPEACTABICHHBIX YCIYyromoJiydyaTelieM I€HaX MPOU3BOJUTEIS, C
y4eTOM KOMILUICKTHOCTH, BHJa W TUIIOPA3MEPHOTO psjpa, a Takke (PaKTHIECKOH IeHBI
noctaBok B PeciyOnuky Kazaxcran.

165. Ilenst Ha UMH B pamkax 'OBMII u (uim) B cucteme OCMC peructpupyrorcs,
BHOCSITCSI U3MEHEHHS, 32 OJTHY €IMHUILY U3MEPEHHUsI C y4eTOM (aCOBKHU, KOMIUIEKTHOCTH WJIU
MEePBUYHON yMaKOBKH (IJIACTBIPH, MITIPUIL, TAKET, TyOa, HAOOP, KOMIUIEKT, MaHelb, KacCeTa,



KapTPUJIK), TPOU3BOAUTENS U pEerucTpaiiioHHoro ynocropepenus UMH nHa nary nmopaum
3asBJICHUS O PETUCTPALIMU, BHECEHUSI U3MEHEHHUS B LIEHY TIPOU3BOIUTETIS.

166. B ciydae ecam B paMKax OJHOIO PETMCTPALMOHHOTO YAOCTOBEPEHHS
3apErucTPUPOBAHO HECKOJBKO BapuaHToOB wucnoigHeHus HWMH, ycayromonyyarenb
IIPEIOCTABISAET 3asBJICHUE OTAEJIBHO I KaXXJIOr0 M3 €ro BAPUAHTOB MCIIOJHEHUS 34
€AUHULY U3MEPEHUSL.

167. Ceenenusa 06 UMH yka3pIBaroTcsl B 3asBJICHUH B COOTBETCTBUU C PETUCTPALMOHHBIM
YIAOCTOBEPEHUEM HA MEIUIIMHCKOE U3JEIHE.

168. IIpn KOHBEpTAlMX MHOCTPAHHOW BAJIOTHI LIEH B 3asBJICHUH, 4 TAKKE B JOKYMEHTAX,
MOATBEPKIAAIOMNX (HAKTUUECKYIO IIEHY MOCTABOK KOMHUSX HWHBOWMCA (HAKJIAIHOW) WU
cueT-(paKTyphl, a TAKKE B KOHTPAKTE WK JOroBope o npuodbperennn MU B HallMOHATBHYIO
Bamoty PecryOmmku Kazaxcran ucnonb3yroTcst oduiiraabHble Kypehl THOCTPAHHBIX BaJIOT B
CpeHEM 3a Mecsll, MPEeIIIEeCTBYIONIUN Mojade 3asiBieHUs (CpelHuil OOMEHHBIM Kypc)
Hanmonansaoro banka PecnyOnuku KazaxcraH.

169. B ciyyae orcyTcTBUS 0UIIMATBLHOTO Kypca BATIOT B IEPEUHE HHOCTPAHHBIX BAJIOT,
yTBepKIeHHOM nocTaHoBiieHueM [IpaBnenns HaunonansHoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBieHUs 0QHUIIMAIBHOTO
Kypca HalMoHalbHOW BamtoThl PecnyOnuku KazaxcTtaH kK HMHOCTpaHHBIM BaigtoTaM" (
3aperucTpupoBaH B Peectpe rocy1apCTBEHHON pEerucTpalid HOPMaTUBHBIX IPABOBBIX AKTOB
noa Ne 7977), undopmanusa o 1neHe B pedepeHTHBIX CTpaHax MOJAETCA B JOJUIapax
Coenunennbix IllTaToB AMeEpHKM COrJIacCHO pacyeTHOMY Kypcy oOIepanuil 3a
NPEeIIECTBYIOUUN MECsLl, TPEeI0CTaBIEHHBIX KazHaueiicTBoM Opranuzanuu O0beIMHEHHbBIX
Hanwii, na caiite https://treasury.un.org.

170. Ins peructpanuy LEHbI IPOU3BOAUTENS MEAULIMHCKUX U3EIINN, YCIyTOMOIyYaTeNlb
MOCPEACTBOM HMH(POPMALIMOHHOW CHCTEMBI YIOJIHOMOYEHHOTO OpraHa MpeJOCTaBIsSET B
rOCYJapCTBEHHYIO DKCIIEPTHYIO OPraHU3aLHIO CIEIYIOINE TOKYMEHTBI:

1)10KyMEHT, TOATBEPKAAIOLIUHN MIPABO YCIYTONMOIYyYaTesl OCYIECTBISATh PErUCTPALIMIO
LICHBI WM BHECEHUE N3MEHEHHUS PAHEE 3apETUCTPUPOBAHHOM LIEHBI IPOU3BOJIUTEIS B PaMKax
I'OBMII u (unu) B cucreme OCMC (Jisi MHOCTPAaHHBIX MPOU3BOAUTENCH HOTapUAIbHO
3aBEpEHHAsl  allOCTWJIMPOBAHHAs  WJIM  JITAJIM30BaHHAasg  JOBEPEHHOCTh  OT
3aBOJIa-TIPOU3BOIUTETIS).

2)3asBaeHue 1o (popMe COrmacHo MPUIIOKEHUIO 2 K HacTosuM [IpaBuiiam.

IIpy BHECEHMH U3MEHEHUs B 3apETUCTPUPOBAHHYIO LieHY npowusBoaurens UMH, k
3asBJICHUIO IPWJIATAOTCA CIEAYIOINE JOKYMEHTBI:

JIns1 oTeuecTBEHHBIX MPOU3BOIUTENEHN B cilydae peann3anuu 3assiusiemoro UMH B npyrue
cTpaHbl 3a 12 (aBeHaalaTh) MecCsIEB, MPEANIECTBYIOIUX JaTe IMOJayd 3asBJICHUS Ha
peructpanuio, Jau00 BHECEHHS HM3MEHEHHS B paHEE 3apErHCTPUPOBAHHYIO LEHY
IPOU3BOAUTENS MEAUUMHCKUX HW3AENHUH, YCIyromojiy4yaTelb MPEJOCTABIISIET CIIEAYIOIIUN
ITAKET JOKYMEHTOB:



1) undopmanus o GakTUUECKOM IeHE MOCTAaBKHM C YKa3aHHEM CCBHUIKH Ha BeO-mopTal
3aKyrnok EnuHoro auctpuObioTOpa, ¢ MPEIOCTABICHUEM MOATBEPKAAIONIUX JOKYMEHTOB (
MPOTOKOJI, JIOTOBOp 3aKyma W (WJHM) JOrOBOpP NOCTABKHU) MOCJIEAHETo 3akyma 3a 12 (
JIBEHA/IIIATh) MECSIICB, MPEAIISCTBYIOIIUX IaTe MOIau 3asIBJICHUS.

2) uadopmariis 0 GaKTHIESCKOHN IIeHE TTOCTAaBKU C YKa3aHHEM CCHUIKH Ha BeO-mopTal
roCyJapCTBEHHBIX 3aKYIIOK, C MPEAOCTABICHUEM MOATBEPKIAIOIINX JOKYMEHTOB (ITPOTOKO,
JIOTOBOP 3aKyna U (WjIM) I0roBOp MOCTABKH) MOCIETHEro 3aKymna 3a 12 (IBeHaaaTh) MecsIIeB
, IPEJIIIECTBYIOIINX /1aT€ MMOJJaYu 3asIBJICHUS.

B cnyyae oTcyTcTBUS (PaKTHUECKHX MOCTABOK MOCJEAHEro 3aKymna 3a 12 (aBeHaanarh)
MECSEB, NPEAIIECTBYIONIMX JaTe MOJaud 3asiBJICHUS, YCIYronoiaydaresib MOATBEPKIAET
OTCYTCTBHE (PAKTHUECKMX TIOCTAaBOK IIOCJIEIHETO 3aKymna Ha (QUPMEHHOM OJaHKe
YCIYronoyyyaTess, 3aBEPEHHOM MOAMUCHI0 YIIOJTHOMOYEHHOTO JIMIA yCIIyTrOnoydaTesl.

3) undopmanus o pakTUUECKU MOHECEHHBIX pacXo/ax Ha OIEHKY KauecTBa B paMKax
I'OBMII u () cucteme OCMC Ha upMeHHOM OJIaHKE YCIyToInoaydaresisi, 3aBepeHHOM
MOJNKUCHIO YIIOJTHOMOYEHHOTO JIUIA, M0 (OpME COTJIACHO MPHIIOKEHUIO 42 K HACTOSIIUM
IIpaBunam;

4) uadopmarusi ¢ MOATBEPKIAIOIMMUMHI TOKYMEHTaMU (KOHTPAaKT, UHBOWC) O IEHaX
MEIMIIMHCKUX M3JIeNIHA, pealu3yeMbIX B JIPYruX CTpaHax 3a 12 (ABeHanalaTh) MECSIICB,
MPEAMIECTBYIOMIMX JaTe T0/1aud 3asiBJICHUS HA PETUCTPAIMIO TUOO BHECEHUS U3MEHEHUS B
paHee 3aperuCTpUPOBAHHYIO IIEHY POU3BOAUTEINS MEIULIIMHCKUX U3/ICTUH.

B cityuae oTCyTCTBHS peanu3aliu B IPYrUX CTpaHaX, YCIyronoaydaresib NOATBEPKAAeT
OTCYTCTBHUE peanu3aluu Ha ero ¢GUpPMEHHOM OJlaHKe, 3aBEPEHHOM MOJMHUCHIO
YIIOJITHOMOYEHHOTO JIUIIA YCIYTOMOIy4YaTels.

JIJIs1 ”HOCTpaHHBIX MPOU3BOAUTEIIEH B CIIy4a€ BBO3a MEIUIMHCKHX W3JCIMKA Ha
tepputoputo Pecnyonuku Kazaxcran mocie peructpaiuu 1eHbl Ha MEIUIIMHCKUE U3eTus,
ycayronoiydarenb B TeueHue 60 (IIecThbAecAT) KaJeHIAapHBIX JHEW cO OHS BBO3a B
0053aT€ILHOM TIOPSJIKE BHOCUT H3MEHEHHE B paHee 3aperuCTPUPOBAHHYIO IIEHY
MIPOU3BOJIUTEIS, IPEOCTABIISAS CIEYIONINE TOKYMEHTHI:

1) xonusi TOKYMEHTOB, MOATBEPKAAIOIMIMUX I[EHY MEAUIMHCKUX H3JeNuil (KOMUH
MHBOMCOB (HaKIagHOM), cueT-PakTypsl 3a mociennue 12 (aBeHaauatrsh) MmecsueB (mpu
HaTuyuud (aKTUYECKUX TOCTAaBOK), C yKa3zaHHeM (aKTUYECKON IIeHbl IOCTAaBKH, 3a
HCKJIIOUCHHEM CIIy4aeB BBO3a Ha OCHOBAHUSIX, IPEAYCMOTPEHHBIX MOJMYHKTOM 4) CTaThu
252 Konekca.

B cnydae oTcyTcTBUS (paKTHUUECKUX MOCTABOK 3a mocieaHue 12 (1BeHaaaTh) MECSIICB,
MPEAOCTABISAIOTCS KOIMUK IOKYMEHTOB 3a NMpeabI Ay nepuos 12 (qBeHaanars) MecsIeB.

[Ipu oTcyTcTBUM (PaKTMUECKUX MOCTABOK 3a YKA3aHHBIM MEPHOJ, YCIyronoiayyaTeb
MOATBEPKIAET OTCYTCTBHME BBO3a Ha CBOEM (UPMEHHOM OJIAHKE, 3aBEPEHHOM IOIHCHIO
YHOJIHOMOYEHHOTO JIMIIA YCIYTOonoly4daTers.



Kpome Toro, rocynapcTBeHHas 3KCIIEpTHAs OpraHu3alus Py aHaAIW3€ UCIIOIb3YyET KOMTUU
WHBOMCOB (HaKJIaJHBIX) WIH CUET-(PaKTyp, MPEIOCTABICHHBIX IS MPOXOXKIACHUS OLICHKU
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB M MEAULUMHCKUX W3JENUM, 3apEeruCTPUPOBAHHBIX B
Pecny6nuke Ka3zaxcras.

2) KOomusl TAMOXKEHHOU JIeKJIapaliu K IOKYMEHTY, YKa3aHHOMY B MOJIMYHKTE 1) mMyHKTa
170 nactrosmux [IpaBun (1711 HHOCTPaHHBIX MPOU3BOAUTENIEH);

3) Komus KOHTpPAKTa WJIM JAOTOBOpa O MPUOOPETEHUU MEAMIMHCKUX H3JEIUN OT
3aBOAA-NPOU3BOAUTENS (HOTAPUAIIBHO 3aBEPEHHAS KOIHUA).

4) uapopmarnus o pakTUUECKOH 1IeHEe MOCTAaBKM C YKa3aHUEM CCBUIKM Ha BeO-mopral
3aKynok EawHOro muctpmObpioTOpa, C MPEeaOoCTaBICHUEM MOATBEPIKIAIONINX JOKYMEHTOB (
MPOTOKOJI, JIOTOBOP 3aKyma M (WJIM) JOrOBOpP NOCTABKH) MOCJEAHEeTro 3akyma 3a 12 (
JIBEHA/IIIATh) MECSLIEB, NPEAIIECTBYIONIUX IAaTe MOJIauu 3asiBJICHUS.

5) undopmanus o paxkTUUECKON 1I€HEe MOCTABKU C YKa3aHUEM CCBUIKH Ha BeO-TopTai
rOoCyJAapCTBEHHBIX 3aKYIIOK, C IPEAOCTABIEHUEM MMOATBEPKIAIOIINX JOKYMEHTOB (ITPOTOKO,
JIOTOBOP 3aKyTa M (UJiK) J0TrOBOP MOCTABKU) MOCIIETHET0 3aKyna 3a 12 (1BeHaaaTh) MeCsIeB
, IPEIIECTBYIOIIMX AAaTe MOJA4H 3asBJICHUS.

B cimydae orcyTcTBUS (paKTHUECKHX MTOCTABOK IMOCJIEAHET0 3aKyma 3a 12 (aBeHaamaTh)
MecAIeB, MPEAIIECTBYIONIUX JaTe MO0Jayd 3asiBJICHUS, YCIyToInoilyyaTeiab MOATBEPKIAET
OTCYTCTBUE (AaKTUYECKUX MOCTABOK IOCIETHEr0 3aKyna Ha ero (upmeHHOM OJaHKe,
3aBEPEHHOM IOANUCHIO YIIOJIHOMOYEHHOTO JIUIA YCIYTONOJIyYaTesl.

['ocynapcTBeHHas 3KCIepTHAs OpraHU3alys MPOBOJUT CPABHEHHE IPEIOCTABICHHBIX
JAHHBIX YCIYTOMoJydyaTeleM Ha COOTBETCTBHE TpeOOBaHUSIM HacTosMX [IpaBun u qaHHBIX
13 UHTETPUPOBAHHON MHGOPMAIITMOHHON CUCTEMbI TAMOYKEHHBIX OPTaHOB.

171. Ilpun HaIM4YuM PETUCTPALMOHHOTO YJAOCTOBEPEHHS U OTCYTCTBUH
3apEerUCTPUPOBAHHON LIEHBI WJIM BHECEHHUS M3MEHEHHMs B LIEHY YCIyTOIoJIy4yaTeidb MOJaeT
3asBJICHUE HA PETUCTPAIMIO UM BHECEHUE M3MEHEHUS B IIEHY MPOU3BOAUTENS O GopMme,
COTJIacHO MPUJIOKEHHUIO 2 K HacTosmuM [IpaBuiiaM ¢ NpUIoKEHUEM JOKYMEHTOB, YKa3aHHBIX
B rmyHkTe 170 IIpaBuir.

172. na UMH, cpok nelcTBUSI PErUCTPALIMOHHOTO YIOCTOBEPEHHUSI KOTOPHIX HA MOMEHT
M0/1a4YM 3asIBJIEHUS UCTEK, BBE3EHHBIX Ha Tepputoputo Pecybonuku Kazaxcran 1o ucteuenus
CpPOKa JEUCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUS OCYLIECTBIISIETCS HA OCHOBE CBEJICHUI O
neHax (paxkruueckux nocraBok B PecnyOnuky Kazaxcran 3a mocnennue 12 (nIBeHannarth)
MECSALIEB JIEUCTBHS PETUCTPALMOHHOIO yI0CTOBEPEHMUS.

[Ipu oTcyTcTBUM (paKTHUYECKUX MOCTABOK 3a mMocieaHue 12 (IBeHaauaTh) MECAILEB,
MPEAOCTABISAIOTCS KOIMUK IOKYMEHTOB 3a NMpeabI Ay nepuos 12 (qBeHaanars) MecsIeB.

173. B ciaydae oTCyTCTBUS (PAaKTHMUECKUX MOCTABOK B TeueHue 24 (nBaalaTh 4eThIpE)
MeCSLEB A0 M3MEHEHHS 3aperucTpUpPOBAHHOM LEHBI, 3apErUCTPUPOBAHHAs L€HA
PETUCTPUPYETCA UM BHOCUTCS HM3MEHEHHUE B pPaHEE 3apEerUCTPUPOBAHHYIO LEHY
npousBoautess UMH Ha ocHOBaHMM KOHTpaKTa WK J0roBopa o npuodperennn UMH.



[Tpu srom nns UMH, nmpousBenennsix B PecmyOnuke KaszaxcraH, nmpegocTaBistoTCs
JIOKYMEHTBI 0 HAJIMYMH 3aABJICHHOTO 00beMa - KONUs cepTuduKara COOTBETCTBUS MPOTYKIIUH
, Is1 BBO3UMBIX IMH - xonust TaMOKE€HHOM AeKIapaiumu.

174. T'ocynapcTBeHHas KCIIEPTHAST OpraHU3allis MPOU3BOJAUT BHECCHUE U3MEHECHUS B
3apEeTUCTPUPOBAHHYIO IIEHY MPHU COOTBETCTBUU CICAYIOIUM KPUTEPUSIM:

1) npenocraBienHas 1eHa npousBoautess B pamkax ['OBMII u (wm) B cucreme OCMC
st BBo3uMbIXx MIMH, He BbIlie 3HaYeHUs II€H 3a €AUHUILY HU3MEPEHUS, YKa3aHHBIX B
MPENOCTaBIECHHBIX JOKYMEHTax, noAaTeepxaaromux neny MMH (konust naBoiica (HakiaaHoOM
) WK cueT-PakTyphl, TAMOKEHHOM JIeKJIapaliii) MOCIeIHET0 BBO3a 32 BHIYETOM CKUJIKU;

2) npenocrapieHHas 1eHa npousBoaurensa B pamkax ['OBMII u (unn) B cucteme OCMC
st BBo3uMbIx UMH He BbIllle 3HaYeHHs 1IEH 3a €AWHUILY HU3MEPEHHs, YKa3aHHBIX B
MPEIOCTABICHHBIX JOKYMEHTaX, MOATBEPKIAIOIIMNX IIEHY B KOHTPAKTE WU JIOTOBOPE OT
3aBoja nmpoussoauresst UMH;

3) npenocrasnenHas ueHa IMH oteuectBenHoro nmpousBoautens B pamkax 'OBMIT u (
unn) B cucreMe OCMC He nipeBbimaet e UMH, peann3yemMbIX B IpyruX CTPaHaXx;

4) zapeructpupoBanHas neHa B pamkax ['OBMII u (unu) B cucreme OCMC He
MIPEBBIIIACT IEHY MOCJIEAHEro 3aKyrna Ha BeO-moprtane Enunoro muctpubbroTopa 3a 12 (
JIBEHA/IIIATh) MECSILIEB, MPEAIIECTBYIOIIUX JaTe MoJIauu 3asBieHus Ha 3asaBisiemoe UMH;

5) 3apeructpupoBanHas 1eHa B paMmkax ['OBMII u (unu) B cucteme OCMC He
NPEBBIIIACT LEHY MOCIEIHEro 3aKyna Ha BeO-mopTajie rocylapCTBEHHBIX 3aKymok 3a 12 (
JIBEHA/IIIATh) MECSILIEB, MPEAIIECTBYIONIUX JaTe MOo/lauu 3asBieHus Ha 3aaBisiemoe UMH.

['ocynapcTBeHHast SKCHIEpTHAs OpraHU3alus MPOBOJUT CPABHEHUE IMPEIOCTABICHHBIX
JAHHBIX YCIIYTOMoJyyaTeJIeM Ha COOTBETCTBUE TpeOoBaHUsIM HacTosux [IpaBun u naHHBIX
U3 UHTETPUPOBAHHON MH(MOPMAITMOHHON CUCTEMBI TAMOXXEHHBIX OPTaHOB.

175. 'ocynapcTBEHHAs SKCHIEPTHASI OpTraHU3alvsl BbIAAET 3aKJIIOYECHUE O PETUCTpPALUH,
BHECEHHSI MU3MEHEHHUs B 3apEruCTPUPOBAHHYIO LeHy npousBoautenss MMH, cormacho
MIPUJIOKEHUIO 6 K HacTosmuM [IpaBumiam.

176. B ciiydyae HECOOTBETCTBUSA 3aPETUCTPUPOBAHHOM LIEHBI TPOU3BOIUTEINS] KPUTEPHSIM,
yKa3aHHbIM B HacTtoswmeM nyHkTe 174 IlpaBun unm mpenocraBiieHUs JOKYMEHTOB B
HETOJHOM 00beMe U (MJIM) HEMOJHOTHI COJIEPKAIUXCS B HUX CBEJICHUN B COOTBETCTBUU C
TpeboBaHusIMU HacTosux [IpaBui, rocynapcTBeHHas SKCIEpTHAS OpraHu3aIus HarpaBiIseT
yCIyTOmNoJiydyaTeil0 MOTUBUPOBAHHBIM OTKa3 B PETUCTpallid, BHECEHUS H3MEHEHUS B
3apETUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS MO (opMe, COINIacHO MpuioxkeHuto 11 x
HacrosamwmuM [IpaBunam.

177. YcnyromosyyaTenb oOecnedrBaeT JOCTOBEPHOCTh, MOJHOTY U COJACpPKAHUE
OPENOCTABIEHHBIX JIOKYMEHTOB B COOTBETCTBUU C JEHCTBYIOLIMM 3aKOHOJATEIBCTBOM
PecnyOonuku Kaszaxcran u Hacrosmumu IlpaBunamu. [IpenocraBnenue yciayronoiaydareaeMm



HEJIOCTOBEPHBIX JTAHHBIX SIBIISIETCSA OCHOBAHHMEM JJi MPEAOCTABICHUS MOTHUBUPOBAHHOTO
OTKa3a B PETUCTPAllMU II€Hbl WJIM BHECEHWM HM3MEHEHHI B 3apETHUCTPUPOBAHHYIO IIEHY
npousBoaurest UMH.

178. Tlocne okxa3zaHHs KOMIIO3UTHOM TOCYIAApCTBEHHOW YCIYTHM CBA3aHHOW C
perucrpanne, BHECEHHEM M3MEHEHMs B LieHy npowusBoaurtesss Ha MMH, ocymecrBnsercs
dbopmupoBanue npeaenbHoi neasl MMH B nHpopmanimonHoi cucteMe yrnoaHOMOYEHHOTO
opraHa MyTeéM aBTOMAaTHYECKOTrO JJ00aBJieHUS K I[€HE MPOU3BOJAUTENS HAICHKH,
b depeHIMpoBaHHON UCXO/ISI U3 BETMYHMHBI 3aPETUCTPUPOBAHHON 1IEHBI TPOU3BOIUTEIIS.

Hauenku B pamkax I'OBMII u (wnu) B cucteme OCMC na UMH muddepenunpytores B
COOTBETCTBHH C PETPECCUBHOM IIKAIOW HAIIEHOK 3a €AMHUILY U3MEPEHUS U COCTABIISIOT:

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

2) 19,5 % nns UMH, ctoumoctbio cBeitie 350 tedre u g0 1000,00 TeHre BKIIOUUTEIBHO;

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

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

5) 17 % nnst UMH, croumoctsio cBbitie 5000 terre u 1o 10000,00 TeHTre BKIIOYUTEIBHO;

6) 16,5 % mna UMH, ctoumocteio cBeiie 10000 Tterare u go 20000,00 Tenre
BKJIIOUUTEIBHO;

7) 16 % nna UMH, ctommocTthio cBeiie 20000 tenre u go 40000,00 Tenre
BKJIIOYUTEIBHO;

8) 14 % nns UMH, croumoctreio cBeimme 40000 Tenre u no 100000,00 tenre
BKJIIOUUTEIBHO;

9) 12 % nna UMH, croumoctsio cBeimme 100000 tenre m mo 200000,00 tenre
BKJIIOYUTEIBHO;

10) 11 % nna UMH, croumoctsio cBeime 200000 tenre u go 500000,00 Ttenre
BKJIIOUUTEIBHO;

11) 10 % nna UMH, ctoumocTtsto cBeiiie 500000 Tenre.

179. Ilpu MecsiuHOM U3MEHEHMH OOMEHHOT'0 Kypca TeHIe K HHOCTpaHHBIM BatoTaM Ha 10
uiau 6ojee MPOUEHTOB U (WJIM) MPEBBIMIEHUS (PaKTUUECKOW TOoJ0BOM MHQIISIIIUU BEepXHEH
IpaHMIlbl LIeJIeBOr0 Kopujopa Oosee uem B 1,5 pasza, mpejenibHble LIEHb (HOPMUPYIOTCS 1O
TOproBoMy HauMeHoBaHuto Ha IMH nytem Han0aBku K 1I€HE TPOU3BOAUTEISI TPOIIECHTHOTO
3HA4YEHUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

180. ITpu MecsiuHOM U3MEHEHMH OOMEHHOT'O Kypca TEHI€ K HHOCTPaHHBIM BaitoTaM Ha 10
uiau 6oJee TPOLEHTOB W (MJIM) YMEHbBIIEHUsI (HaKTUYECKOW T0JI0BOM WMHOIAINN BEpXHEH
IpaHUIIbI 1[eJIEBOr0 Kopuaopa 6ojiee ueMm B 1,5 pasa, mpejenbHble 1IeHbl POPMUPYIOTCS 110
TOproBoMy HanMmeHoBanuto Ha IMH myTeMm BbIueTa OT II€HbI MPOU3BOAUTENS MPOLIEHTHOTO
3HA4YEHUS, IPEAOCTABISEMOIO YIIOJTHOMOUYEHHBIM OPraHOM.

181. Ilpu hopmupoBaHuU MpeAENbHBIX 1IEH Ha TEXHUYECKYI0 Xapakrepuctuky UMH
NPUMEHSIETCSl CPEJIHEE 3HAUYEHUE MPEAENbHBIX LIEH Ha ToproBoe HanmeHoBaHue MIMH B
pamkax ['OBMII u (unm) B cucteme OCMC. IlpenenbHble 1EHB HAa TEXHUYECKYIO



xapaktepuctuky UMH dbopmupyrorcst corimacHo nepeyHio yrnoJHOMOYEHHOTO OpTaHa B CPOK
10 1 mast Tekyuiero roja.

182. Ilpu m3MeHEeHUHU MOpsSIKAa PErucTpaluU LIEH B mpouecce (OopMHUPOBaHUS
npeienbHbIX 1IeH Ha ToproBoe HaumeHoBanue IMH B pamkax 'OBMII u (unm) B cucreme
OCMC dopmupoBaHue TpeAcHbHBIX IIeH Ha TOproBoe HamMeHoBanume MMH B pamkax
I'OBMII u (unm) B cucreme OCMC ocymiecTBiseTcss B MHPOPMAIIMOHHOW CHCTEME
YIOJHOMOYEHHOI'O OpraHa aBTOMaTUYECKH C YYETOM M3MEHEHHOTO NOPsJIKA.

183. Jlnma peructpanuu, BHECEHUSI U3BMEHEHHUSI B LIEHY IIPOU3BOIUTEIISI HA MEULIMHCKOE
u3enue s in vitro JIMarHOCTHKM YCIYromojydyareilb B HH()OPMAIIMOHHON cHCTEME
YIOJHOMOYEHHOT'O OpraHa MpeJoCTaBIseT 3asBlIeHUE M0 (OopMeE COTIacHO MPHUIIOKEHUIO 2 K
HacroAmmuM [IpaBunam.

184. K 3asBieHHMIO NPUIIAralOTCs JTOKYMEHTBI COTJIACHO MEPEYHIO, YKa3aHHOMY B
npuiokeHnu 41 nacrosinux IlpaBui, a Takke HHPOpPMaLUS OTEYECTBEHHOTO MTPOU3BOIUTEIS
0 (aKTUYECKM NOHECEHHBIX 3aTpaTax sl OMNpPEAENeHUs LEeHbl Mo (POopMe COrjacHo
npuioxkeHnto 42 k HacrtosmuM [IpaBunam 3a oqHy €IMHUILY U3MEPEHMUS.

185. Peructpanus, BHECEHUE U3MEHEHHUs B LIEHY MPOM3BOAMTENS] HA MEIUIIMHCKOE
u3JeNue NAid in Vitro JHAarHOCTUKU MPOBOAUTCA B pa3pe3e 3aperucTpUpOBAHHBIX
KOMILIEKTYIOIIUX B COOTBETCTBUM C PETMCTPALIMOHHBIM YJOCTOBEPEHUEM 3a OJHY €IUHUILY
WU3MEPEHHUS WU OJTHY MOJIETb.

186. B cinyuae Hanmuuus pa3HULbl B KOMIUIEKTYIOIIUX WM B (DYHKIIMOHABHBIX pPEeKUMaAX
paboThl HA MEAUIIMHCKUE M3AENHUs IJs in Vitro IMarHOCTHKH, Pa3HUIA B I[EHE CUUTAETCS
000CHOBaHHOM.

187. Ilpn HAIMYNM 3aKIIFOYEHUN TOCYJAPCTBEHHOM JKCIIEPTHOM OPTaHU3allMM HA TaKOE
K€ TOProBO€ HaMMEHOBaHUE, MOJIENb U MPOU3BOAMUTENS Ha MEIULMHCKOE HU3JeNue Ui in
VItro AWMArHOCTUKM M €ro KOMIUICKTYIOIIHME 3a mocieaHue 12 (nBeHannaTh) MecsleB
MIPOBOJAMUTCS CONOCTABJICHUE LIEHBI ¢ 3asBisieMor MU (in vitro).

[Ipu sTOM, conocTaBisieTcs lIeHa Ha MEAUIMHCKOE U3ENHEe AJIA in Vitro TMarHOCTHKY B
pa3pe3e OTIEIbHBIX KOMIUIEKTYIOIINUX, UMEIINUX OJMHAKOBBIE XAPAKTEPHBIE OCHOBHBIE
OpU3HAKU, C y4eTOM OOMEHHOrO Kypca BajlOT Ha JaTy MO0Jauyd HOBOTO 3asBJICHUSA, B
COOTBETCTBHHM C MYHKTOM 164 HacTosmux [Ipasuir.

188. B mpouecce conocTaBlIeHUsI LIEHbI KOMIUIEKTYIOIIUX YYUTHIBAETCS HAaUMEHBIIIEE
3HAQYEHUE LIE€Hbl COMOCTABJISAEMbIX KOMIUIEKTYIOIIMX YKa3aHHBIX BO BCEX JOKYMEHTaXx,
MOJITBEP K IAIOLIIE 1IEH IPOU3BOAUTENS HAa METUIIMHCKOE U3/I€TIHe IS In Vitro TUarHOCTUKU.

189. B ciydae eciu B KOMIUIEKTAllUM HA MEAUIIMHCKOE U3JIeTHe JUIs in Vitro TUarHOCTUKHU
C H3MEHEHHBIMH TEXHUYECKUMH XapaKTEpPUCTUKAMHU COrJACHO PETHCTPALMOHHOMY
YAOCTOBEPEHUIO, IPUCYTCTBYIOT KOMILIEKTYIOIIUE, POLIEAIINE aHAIN3 LEHBI 3 MOCIEIHNE
12 (nBeHaAmaTh) MECSIECB, TO UX IIEHA OCTACTCS O€3 U3MECHECHHUIA.

190. B ciyyae u3MeHEHHS 1IEHbl HA MEIUIIMHCKOE M3JeNne ISl in Vitro JUarHOCTHUKH,
aHaJIM3 LIEHBI IPOU3BOAUTCS HA OCHOBAHUH 3asIBJICHUS OT yCIyTOMOIYyYaTesl.



191. Jlnsg MEeIMITMHCKOTO M3IeNus Ui in Vitro JUarHOCTHUKH, K yKa3aHHOM IIeHE
BKJIFOYAIOTCS PACXO/Ibl, CBSI3aHHBIE C €r0 JIOCTAaBKOM B paMKax JOJITOCPOYHBIX JOTOBOPOB
MMOCTaBKH, 3aKTIOYCHHBIX C EMHBIM TUCTPUOBIOTOPOM JI0 3aKa34HKa.

[ena meauuHckoro uzaenus ajs in vitro quarnoctuxu (6e3 HJC) = 11 +H, rae:

I1 - 3asBieHHAs 1I€HA, yKa3aHHas B Mpalice OTE€UECTBEHHOTO MPOU3BOAUTENS U BKIIOUAET
B ce0s MPOU3BOJICTBEHHYIO CE€0€CTOMMOCTb, PACXO/IbI 10 peaTu3allly;

H - nanenka oTe4eCTBEHHOTO TOBApOMPOM3BOAMUTENS MPU PEATU3ANUN 3aABICHHOTO
MEIUIIMHCKOTO M3JEIUs [ in Vitro IMarHOCTUKH, KOoTopas He mpeBbimaeT 15 % ot ero
CTOMMOCTH.

192. B cTOMMOCTh MEIUIIMHCKOTO U3JAENUS JJIs in Vitro JHarHOCTHKU BKITIOYAETCS
rapaHTUIHBIA CPOK CEPBUCHOIO OOCTYyXKMBaHUA He MeHee 37 (TpUALATh CEMb) MECSAIEB C
JIaThl BBOJIA €r0 B 3KCILTyaTaIHIo.

193. B cTOMMOCTh rapaHTHITHOTO CEPBUCHOTO 00CIYKMBAaHUS HA MEAUIIMHCKOE U3/1eIne
JUTSL 1N Vitro JUarHOCTUKU HE BKIIIOYAIOTCS PACXOJAHbIE MaTepHUaibl U TPUHAJICKHOCTH.

194. B cityuae npenocTaBiIeHUs yCIyronoiayyaTesieM T0KYMEHTOB B HETIOJTHOM 00beMe U
(MM) HEMOJIHOTHI COAEPXKAIIUXCS B HUX CBEJICHUNM B COOTBETCTBUU C TPEOOBAHUIMU
HacTosimux IlpaBun WM ykazaHuUs UM HEJAOCTOBEPHBIX AAHHBIX B IPEJOCTAaBICHHBIX
JOKYMEHTAX, FOCYJapCTBEHHAsl AKCIIEpTHAsA OpPraHU3alMsl HAMPABISAET YCIYTONOJy4YaTelro
MOTHBHUPOBAHHBIN OTKAa3 B PETUCTPAIlMU, BHECEHUS U3MEHEHUS B 3aPETUCTPUPOBAHHYIO LIEHY
POU3BOAUTENSE METUIIMHCKOTO U3ACNUS JIJIsl AMArHOCTUKU BHE KMBOTO OopranusMa (in vitro),
MPOU3BOIUMBIE Ha Tepputopuu PecnyOnuku KazaxcTaHn B paMKax JOJTOCPOYHBIX I0TOBOPOB
MOCTABKH, 3aKIIOYEHHBIX ¢ EAMHBIM TUCTPUOBIOTOPOM, IO OpME COTIIACHO MPHIIOKEHUIO 12
K HacTosawmmm [IpaBunam.

195. 1o pe3ynbraram MpOBEACHUS aHAINW3A 1IEH HA MEAUIIMHCKOE U3JEIHe IS in Vitro
JUArHOCTUKU O(OpMIISETCS 3aKIIOYEHUE C 3apETUCTPUPOBAHHON MM U3MEHEHHOW LEHOMN
MPOU3BOAMTENA 1O (hOpME COTIIACHO MPUIIOKEHHIO 7 K HacTosmuM [IpaBunam.

195-1. T'ocynmapcTBeHHas SKCIIEpTHas OpraHU3allvs HAIMpaBiseT IO 3ampocy
YIIOJJHOMOYEHHOTO OpraHa MHPOEKThl MPEENbHBIX IIEH HAa TOProBOE€ HAWMMEHOBAaHUE U
texHudeckyr xapakrepuctuky UMH B pamkax 'OBMII u (unu) B cucreme OCMC st
YTBEPKICHUS.

Cnocka. IIpaBuia nonosHeHsl IyHKTOM 195-1 B COOTBETCTBUU ¢ COBMECTHBIM ITPUKA30M
Munuctpa 3apaBooxpanenust PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munuctpa
- MunHHCcTpa NCKYCCTBEHHOT0 MHTEIUIeKTa U IudpoBoro pa3sutus PK ot 19.11.2025 Ne 584/
HK (BBOIUTCS B IEMCTBUE CO JHS €r0 MEPBOTr0 OPUIIUATBHOTO OIMyOIMKOBAHUS).

195-2. YHOnHOMOYEHHBIM OpraH yTBEPXKIAECT MpelielibHbIE IIEHbl Ha TOProBOE
HaMEHOBaHUE U TeXHUYECKYIo xapakTepuctuky MMH B pamkax 'OBMII u (unu) B cucteme
OCMC.

Cnocka. IIpaBuia nonoaHeHbl MyHKTOM 195-1 B COOTBETCTBUUM C COBMECTHBIM MIPUKA30M
Munuctpa 3apaBooxpanenus PK ot 18.11. 2025 Ne 149 u 3amecturens [Ipembep-Munuctpa



- MuHHUCTpa UCKYCCTBEHHOTO HHTEIIeKTa U IudpoBoro pa3Butus PK ot 19.11.2025 Ne 584/
HK (BBOIUTCS B IEMCTBUE CO JHS €r0 MEPBOr0 OPUIIUATIBEHOTO OIMyOIMKOBAHUS).

196. Cpox nelcTBuUs 3aKJIIOUYCHHUS MO pe3yJibTaTaM aHaju3a IIeH Ha MEIUIMHCKOE
U3JIeNre JJIs in Vitro TUarHOCTUKY cocTaBisieT 12 (IBeHaaAaTh) MECAIIEB CO JIHSI €r0 BbIJauH.

197. OT3bIB paHee BBIIAHHBIX 3aKJIIOYEHUN MO aHAIU3Y I[EH Ha MEIUIIMHCKOE U3JEIne

JUIS in Vitro JUAarHOCTHKHM OCYIIECTBIISICTCS HAa OCHOBAaHUM aKTOB MPABOOXPAHUTEIbHBIX
OpPraHOB U CYJICOHBIX aKTOB, BCTYIUBIIHNX B 3aKOHHYIO CHITY.

198. TlpenenbHbIC IIEHBI HA MEIMIIMHCKOE HM3JENHE IS In Vitro JUAarHOCTUKHU HE
YCTaHaBIIUBAIOTCHL.

I'masa 5. IlpaBuia popmmupoBanma KazaxcTaHCKOro HAMHOHAIBHOI'O JIEKAPCTBEHHOTO (POpMyIIIpa

199. Tlopsimok (opmupoBanus KazaxcTaHCKOro HAIMOHAJIBHOTO JIEKAPCTBEHHOIO
dbopmyIsipa BKITIOYAET B Ce0sI CIIEayTOIIee:

1) nogaua 3asiBieHus yciayronoayudarens LleHTp cornacHo mpuinoxeHuto 1 K HaCTOSIIIUM
IIpaBunawm;

2) nposeaenue LlenTpom npodeccuoHanbHOM SKCIEPTU3HL;

3) noaroroBka L{eHTpoM 3aKiIfOUEeHMs IO Pe3yabTaTaM NPOPECCHOHATBHON SKCIEPTU3BI
st GopMyIIIpHOH KOMHUCCHHM YIOJHOMOYEHHOTO OpraHa B 00JIacTH 3ApaBoOXpaHEHUs (
nanee — opMyJISIPHOM KOMUCCUN);

4) paccMOTpeHue U NpuHATHE penieHue PopMyIsIpHOM KOMHUCCHUEW Ha OCHOBAHUU
3aKJIIOYEHUS TI0 pe3yibTaTaMm NpodhecCuOHaIbHOM SKCIEPTU3HI.

200. K 3asBiieHnto npuiaratoTcs:

1) mocke, COCTAaBIEHHOE B COOTBETCTBUM C TPEOOBAHMUIMHU, MPEAYCMOTPEHHBIMHU B
npuinoxeHuu 43 k HactosmuM [IpaBuiam;

2) martepuanbl (CTaThbM, pe3lOME, M3 HAYYHBIX M MEIUIIMHCKUX MyOJIUKaInii),
MTOATBEPKAAIOIINE CBEAECHNUS, COAEPKAIIMECS B JOChE HA A3bIKE OPUTHHANA B BUJE MOJHBIX
TEKCTOB, B IIEPEBOJIC HA Ka3aXCKUM WU PYCCKHUU SA3BIK.

201. LlenTp ¢ MOMEHTa NOCTYILICHHUS] MaTEpUAIIOB, YKa3aHHBIX B MyHKTE 200 HacTOAMUX
[IpaBui, MpOBOANT WX MPOBEPKY HA MOJHOTY W MPABUILHOCTH OPOPMIICHUS TIPEICTABICHHBIX
JIOKYMEHTOB, B CpOK He 0oJiee 5 (ImsITH) pabodyux JTHEH.

[Io pe3ynbpTaTam npoBepku LIEHTp COCTABIIAET 3aKIIFOYEHNE C YKA3aHUEM BBISBICHHBIX
3aMedaHuil (Mpu HAIM4YUK) 10 (popMe, COrIacHO IpuiiokeHuto 44 k HactosuuM [IpaBuiam,
KOTOpPOE HAaIpaBJISIETCS] YCIYTromoJiydaTeso JJis yCTpaHeHus 3amedaHuil B TeueHue 10 (
JECATH) pabounX JHEH.

[Ipu HenpencrTaBieHuu yciayromnoiydareneM B TedeHue 10 (necsarsb) pabouux nHeu B
paMKax yCTpaHEHHs 3aME€UaHUi 3alpOIIEHHBIX MaTePUAIOB WM MUCbMEHHOTO 0OOOCHOBAaHUS,
[{eHTp mpeKkpalaeT pacCMOTPEHUE 3aABJIEHUS U J0Che s BKIOYeHUs B KazaxcraHckuit
HAIMOHAIBHBIN JICKAPCTBEHHBIN (POPMYJIISIp.



B ciyuyae mosHOTHI U MpaBMIIBHOCTH OOPMIICHUS TIPEACTABICHHBIX JOKYMEHTOB JTHOO
ycTpaHeHus 3aMmeuanuii B TeueHue 10 (aecsitb) pabouux AHEH mMaTepuasbl MepeIaroTcs s
MPOBEJCHUS MPOPECCUOHANTBHON KCIEPTU3BI.

202. LenTp npoBoauT nNpodeccuoHaIbHY0 IKCIEPTU3Y B Cpok He Oosee 20 (nBaamaTh)
pabouux [OHEH, Ha OCHOBAaHUU JOrOBOPA, 3AKIIOYEHHOI'O C YCIyromoJiydyaTellieM B
COOTBETCTBHHM C IPa¥KAaHCKUM 3aKOHOJIATEIIbCTBOM.

203. B xoae npoBeneHus npopeccuoHalIbHON IKCepTU3bl LIEHTpOM B CpOKH, yKa3aHHbIE
B myHkTe 202 Hactosmux [IpaBuii, mpoBOASTCA CIIENYIONIME UCCIEAOBAHMUS:

1) Ha mpenMeT HaXOXJEHUs JIEKapCTBEHHOIO cpeacTBa B ['ocynapcTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB M MEAMIMHCKUX u3aenuit (namee - Peectp) u (wim) B ExmHom
peecTpe 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3zuiickoro 3KOHOMHYECKOTO
coto3a misi Pecny6nuku Kaszaxcran um (unm) B Ilepeune opdaHHBIX 3a00JIeBaHHUN H
JIEKAPCTBEHHBIX CPEJICTB IS UX JiedeHUs (Op(daHHbBIX), ONPEACIEHHOM COTJIACHO MYHKTY 3
cratbu 177 Konekca (nanee - [lepeuenn).

2) KIMHUYECKON d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJNICTBA 0 3apETUCTPUPOBAHHBIM
MOKa3aHUsM K MPUMEHEHHIO, COOTBETCTBYIOIIECH COOTHOLLIEHUIO YPOBHEHN JOKA3aTeIbHOCTH |
u Il u rpamanmii pexomenganuit A u B, no mxkane paspadorannoit Oxkcdopackum Llenrpom
JI0Ka3aTeJIbHOW MEIMIIMHBI B COOTBETCTBUU C MpuiiokeHueM 45 k HactroamuM [IpaBunam (
nanee - Illkana), MOATBEPKICHHOW pe3yJbTaTaMy KIMHUYECKUX HCCIEAOBAHUM BBICOKOTO
METOJIOJIOTUYECKOTO KauyeCcTBa B Ka3aXCTAHCKUX M MEXKAYHApPOAHBIX MPHU3HAHHBIX
MCTOYHHKAX.

3) Ge30MmacHOCTH JIEKAPCTBEHHOI'O CPEJICTBA MO 3apErUCTPUPOBAHHBIM MOKA3aHUSIM K
IIPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOLIEHHWIO ypOBHEW nokaszarenbHocTd I m II m
rpaganuii pekomenaamuii A u B, no Illkane, moATBEpKA€HHON pe3yabTaTaMU KIMHUYECKUX
MCCJIEI0BAHUIA BBICOKOT'O METOJOJIOTMYECKOr0 Ka4eCcTBa B Ka3aXCTAHCKUX U MEXIYHaPOIHbIX
MPU3HAHHBIX UCTOYHUKAX.

4) no 3a060J€BaHUSIM, SBJISIOIIMMHUCS 3aPETUCTPUPOBAHHBIM MOKA3aHUSIM K PUMEHEHHIO
JIEKApCTBEHHOT'O0 CPEJICTBA, YPOBHS U CTPYKTYpPBbI 3a00J€Ba€MOCTH HacesleHHus PecryOinku
Kazaxcran, mo gaHHbBIM OQUIHMANIBHBIX 3JIEKTPOHHBIX HHOOPMAIIMOHHBIX PECYPCOB H
MH()OPMALMOHHBIX CUCTEM CO3JaHHBIM coriacHo noanyHkty 30 craten 7 Konekca, a Takxke
ONyOJMKOBAHHBIX CTATUCTUYECKUX COOPHHUKOB YIOJHOMOYEHHOIO OpraHa WIH
AIUAEMUIOTMYECKUX UCCIIEOBAaHUM;

5) Ha HaNIM4YKE B PEKOMEHAIUAX KIMHUYECKUX MPOTOKoJoB Pecrybnuku Kazaxcraw;

6) Ha HaJIM4YMEe B PEKOMEHJALMIX MEXKIAYHAPOJHBIX (€BPONEHUCKUX) KIMHUYECKUX
PYKOBOJICTB U (MJIM) KIMHUYECKUX PYKOBOJCTB, MPOTOKOJIOB CTpaH-uwieHOB OpraHuzanuu
HAKOHOMHUYECKOT0 coTpynnuuectBa u pazsurus (OICP);

7) Ha HaJIU4KUe B CIIMCKE OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB BceMupHO opranusanuu
3paBooxXpaHeHus u (win) B bpuraHckoM HallMOHATIBLHOM JIEKApCTBEHHOM (popmyiispe (B TOM
qucIie JUis 1eTel) U (Win) BO3MELaeMbIX cruckax u popmyispax crpad OOCP;



8) Ha HallM4ue PErucTpaluu JIEKapCTBEHHBIX IMPENapaToB B CTpaHaX pPEruoHa
MexayHapoiHON KOH(EpPEHIIUU M0 TApMOHU3ALNHA TEXHUYECKUX TPeOOBAaHUN K PErUCTPALIUU
JeKapCTBEHHBIX mnpenapaToB st meauuuHckoro npumenenus (ICH) u (unu) ODCP unm
PErUCTpAllMM MO LIEHTPAIU30BAHHOW MpOLEaype KOMIETEHTHhIM opraHoMm EBporeiickoro
Coto3a, Hamuue mporneayphl nepekBanudukanuu BO3 nunu BraoueHue B nepedeHb BO3
NpeKBaTM(DUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3ZHAUYCHHBIX Il 00pbObl ¢ BIY,
TyOEpKyJIe30M, TeaTUTOM U APYTUMH OOJIE3HSAMU.

204. ITo pe3ynbratam npodeccuoHaabHoM 3KcrepTusbl LIeHTp B cpok He Oosee 5 (TmsITH)
pabounx THEHW coCTaBiseT 3aK/II0UeHUE 1Mo PopMe, COrIacHO MPUITOKEHUI0 46 K HACTOSAIIUM
[IpaBuinam Kk KOTOpOMY MpUJIAraroTcsl NOATBEPKAAIONINE IOKYMEHTHI, IPETyCMOTPEHHbBIE B
noanyHkrax 1), 2), 3), 4), 5), 6), 7), 8) nyukra 203 Hactrosmux [IpaBun (nanee - 3aki0ueHUE
).

205. ®opmynspHas komuccus B TeueHue 10 (mecstu) pabouyux AHEl paccMaTpuBaeT
npeAcTaBlieHHOe [[eHTpoM 3aKiloueHHWE U OLIEHUBAET COOTBETCTBHE JIEKAPCTBEHHOIO
cpeacTBa noAanyHkram 1), 2), 3), 4) u ogHOMY M3 MOAMYHKTOB 5), 6), 7), 8) mynkra 203
HacTosuux IIpaBui, ¢ y4eToM KOTOPOrO NPUHUMAETCS pEIIeHUE O BKIIOYECHUU
JeKapCTBEHHOTO cpeicTBa B KazaxcTaHCKUi HAllMOHABHBIN JIEKapCTBEHHBIN (hOPMYIISp.

206. Ilpu BritoyeHun B KazaxcraHckuil HallmOHANIBHBIN J€KapCTBEHHBIN (hopMyIisip
JEKApCTBEHHOTO CPEACTBA, MPUMEHSIEMOTro i JieueHus ophaHHOTO W (MIIM) COIUATBHO
3HAYUMOT0 3a00JIeBaHUsA, MEPEUYHU KOTOPBIX ONPEIENSIOTCS B COOTBETCTBUM C MPUKA3aMU
Munuctpa 3apaBooxpanenust Pecmy6onuku Kazaxcran ot 20 oxts6ps 2020 roga Ne KP ICM
- 142/2020 "O6 yTBepxkaeHuu nepednsi oppaHHbIX 3a00J€BAHUM U JIEKAPCTBEHHBIX CPEICTB
st ux nedenus (opdaHHbIX)" (3apeructTpupoBaH B Peectpe rocy1apcTBEHHON perucrpauuu
HOPMATHBHBIX MPaBOBBIX akTOB 1o Ne 21479) u Munuctpa 3apaBooxpanerus: PecmyOnuku
Kazaxcrtan ot 23 centsi6psa 2020 roga Ne KP JICM-108/2020 "O6 yTBepKI€HUH HEPEUHS
COIMAJIBLHO 3HAYMMBIX 3a0osieBaHui" (3apeructpupoBan B PeecTpe rocymaapcTBEHHOMU
pPEruCTpallii HOPMATUBHBIX MPAaBOBBIX akTOB moja Ne 21263), gomyckaeTcsi pacCMOTPEHHE
DOopMyJISIDHOM KOMHMCCHUEW BKJIOYEHHE JIEKapCTBEHHOrO cpeactBa B KazaxcraHckuii
HAIlMOHAIBHBIN JIEKAPCTBEHHBIN (QOpPMYIISp MO MHUIMATHBE YIMOJIHOMOYEHHOTO OpraHa, C
MOATOTOBKOM 3aKJIIOYEHUsI NMPOPECCHOHATBHON 3KCHepTu3bl L[eHTpOM B COOTBETCTBUU C
TpeboBaHusIMU NpuitokeHus 46 Hactoamux [Ipasui.

207. Ilpunsarue peureHust 00 UCKIIOUYEHUH JIEKAPCTBEHHBIX CpelicTB U3 KazaxcTaHckoro
HAIMOHAIBHOTO JIEKapCTBEHHOTO dopmysipa PopMyIIsipHOM KOMUCCHUEH paccMaTpUBACTCS
MIPY HATMYUU OJTHOTO U3 CIAEAYIOIUX OCHOBAHMIA:

1) mosiBneHre HayYHO-0OOCHOBAHHBIX PEKOMEH/IAINMA O HEOCTATOYHON 3PHEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA;

2) MOsIBJICHUE CBEICHUN O TOKCUYHOCTH W (MJIM) BBICOKOW YAaCTOTE HEXeIaTeIbHBIX
OOOYHBIX SIBJICHUHN MPU MPUMEHEHUHU JEKaPCTBEHHOTO CPEJICTBA;



3) OT3BIB yNOJIHOMOYEHHBIM OpPraHOM PETHCTPALMOHHOIO YIOCTOBEPEHHS Y
JIEKapCTBEHHOI'O Mpernapara Uin UCTeUeHUEe cpoka peructpainuu B Pecriyonuke Kazaxcran B
TE€YEHUE MEPHOJa, MPEBBIIIAONIEI0 TPU Toja WK HcKiItoueHue u3 Ilepeuns opdaHHBIX
JIEKapCTBEHHBIX CPEJICTB, ONPEIEIEHHOIO COrNIacHO MyHKTY 3 cratbu 177 Konekca.

208. B coorBercTBUM ¢ pemieHusIMA OopMyIsspHOM KOMUCCUH, YITOJTHOMOYEHHBIM OpraH
onoopsetr Kazaxcranckuii HallMOHANBHBIN JIEKAPCTBEHHBIN (POpMYIISIp.

209. B KazaxctaHCKuMW HalMOHAJIbHBIA JIEKAPCTBEHHBIH (QOPMYIISIp BHOCATCS
JIEKapCTBEHHBIE CPEJICTBA, 3aperucTpupoBannbie B Pecybnuke Kazaxcran, non MHH (mpu
orcyrctBu MHH — no rpynnupoBaHHOMY WJIM XMMHUYECKOMY HAaMMEHOBAHUIO), C yUETOM
JEKapCTBEHHON (OpPMBI, TO3UPOBKH, KOHIIEHTpalluu M oObeMa, C YyKazaHHEeM KoJa
aHATOMO-TEPANeBTUYECKO-XUMUYECKON KIIacCU(UKALIMK JEKAPCTBEHHBIX CPEACTB (Haniee —
ATX), ¢ o0s3aTeNbHBIM BKIIOUYEHUEM Ka)KIOTO TOPTOBOTO HAWMMEHOBAHMS JICKAPCTBEHHOTO
cpeacTBa ¢ aHamorudyasiM MHH nekapcTBeHHOM (opMOH, T03UPOBKOM, KOHIIEHTpALMEH U
o0bemMoM 0e3 paccmMoTpeHust opMyJIIpHONH KOMUCCUEH.

210. Tlpu BKJIIOYEHUU JIEKAPCTBEHHBIX CPEACTB JIJIs JICUCHUsI OppaHHbIX 3a00I€BaHUA,
JieJ1aeTcs OTMETKA, YTO JaHHBINM Mpenapar siBisieTcsi opaHHbIM.

IIpunoxenue 1 x npaBunam
perucTparyy JIeKapCTBEHHbBIX
CPE/CTB ¥ MEIWIIMHCKUX U3/1eNnil
10 TIPUHIUIY "eAMHOTO OKHA"

3asBiIeHUE Ha MPOBEACHAE SKCICPTA3BI, PETHCTPALH, IIEPePErUCTPaIY, BHECEHN H3MEHEHHH B
PETHCTPAIIMOHHOE TOCHE JISKAPCTBEHHOTO CpeficTBa*
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Crenenu
a4 0
peructpa
LIHOHHOM
YJ0CTOB
epeHuH (
npu
nepeper

2. ucrtpauu
U H

No PErucCTpaiuOHHOTO YIOCTOBEPCHUA, BHIJAHHOTO B PeCHy6J’II/IK€ Kazaxcran ¢ YKazaHuEM JaThbl
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Ha Ka3aXCKOM A3BbIKC Ha PYCCKOM A3BbIKE

Ha Ka3aXCKOM A3BIKC

Ha PyCCKOM S3bIKE

Ha aHTJIMHACKOM SI3BIKE

Ha Ka3aXCKOM A3BIKE

Ha pyCCKOM S3BbIKC

KoHIeHTpanust ykasplBaeTCs M JKUAKHX,
MSATKHX ¥ Ta3000pa3HbIX JEKAPCTBEHHBIX (QOPM

Kon

HanmMeHnoBaHue Ha Ka3aXCKOM SI3BIKE

HanmenoBanwme Ha PYCCKOM SA3BIKE

Ctpa

Ha

Ha aHTJIMICKOM SI3BIKE

Tun JICKApCTBCHHOI'0 CpeACTBa (BaHOHHﬂCTCﬂ AJId COOTBCTCTBYIOILICTO JICKAPCTBCHHOI'O IIpCriapara,

BEIOMpaeTcs Tonpko oauH Tail JIC)

OpurHHaJIbHBIN JeKapCTBEHHBIH MpenapaT

OIHOKOMIIOHEHTHBIN

OMOJOTHYECKHI JIEKapCTBEHHBIN Mperapar

MHOroKOMIOHEHTHBIH

MMMYHOOHOJIOTHYECKIH JTEeKapCTBEHHBIN IpenapaT



2)

3)

HOBas aKTUBHas (bapMaueBTquCKa;{ Cy6CTaHHI/IH

BocnpousBeneHHbI IEKapCTBEHHBIN ITpenapaT

OIHOKOMITOHEHTHBIH MHOTrOKOMIIOHEHTHBIN
OpurrHaaIbHbIM JeKapCTBEHHBINA Ipenapar:
HalMEHOBAHUE JIEKapCTBEHHOTO IIpenapaTa, 103UpOoBKa, JIeKapCcTBEHHasl (hopma

JepKaTelb  PETHCTPAIMOHHOTO  yIoCTOBepeHHs  (
KOMITIaHHUS, Ha UMl KOTOPOH BBIIAHO PErMCTPALMOHHOE
YIOOCTOBEpPEHHE), [Jara pEerucTpamud, HOMEP
PErUCTPallMOHHOTO YAOCTOBEPEHUS, FOCYNapCTBO, TIe
3apEeTUCTPUPOBAH OPUTHMHAJIBHBIA  JIEKAPCTBEHHBIN
npemnapar

PedepeHTHBIIT NeKapCTBEHHBIH TpemapaTr st
OTEYECTBEHHOTO TIPOU3BOJUTENS, KOTOPBIH
UCIIOJIB30BAJICS. B HCCIICAOBAHMAX SKBUBAJIECHTHOCTH (
€CJIM TaKOBBIE MPOBOJIUIIHCH):

HAaMMCHOBAHUC JICKAPCTBCHHOTO NIpCriapara, J03UPOBKa, JICKAapCTBCHHAA (i)OpMa

JepKaTellb  PerucTPallOHHOTO  yIOCTOBepeHHs  (
KOMITaHHsl, HA UMsI KOTOPOW BBIJJAHO PErHCTPAIIMOHHOE
YAOCTOBEpEHHUE), JlaTa perucTpainu, HOMeEp
PErUCTPAallMOHHOTO YIO0CTOBEPEHUS, TOCYAApPCTBO, TIE
3apeTHCTPUPOBaH pePEpEeHTHBIH JIeKapCTBEHHBIN
npemnapar

MPUBECTH OOOCHOBAHUS HCIOJb30BaHUSA PeEPEHTHOrO
mpenapata IpH €ro OTIMYHH OT OPUTHHAIBHOTO
mpemnapara

[Ipumeuanne. Pa3gen HEoOXOAMMO 3amOJHATH IS
KaXJOro JIEKapCTBEHHOTO TMpemapaTra, KOTOPBIit
WCTIOJIb30BAJICS B UCCIIEOBAHUAX IKBUBAJICHTHOCTH.

Buoananormunsii nekapcTBeHHBIH npemnapat (broanaor)
OpurnHabHbIA OMOIOTUYECKHH JIEKApCTBEHHBIH Mpenapar:
HaMMEHOBaHHUE JIEKapCTBEHHOTO IIpenapaTa, 103UpOBKa, JIeKapCcTBeHHast (hopMa

JepKaTellb  PEruCTPAlMOHHOTO  yIOCTOBEpeHHsS  (
KOMITaHHsl, HA UMsI KOTOPOW BBIJJAHO PErHCTPAIlMOHHOE
YAOCTOBEpEHHUE), JaTra perucTpalud, HOMep
PETUCTPAallMOHHOTO YIO0CTOBEPEHNUS, TOCYAApPCTBO, TIE
3apeTUCTPUPOBAH OPHUTMHAIBHBIA  JIEKapCTBEHHBIH
npemnapar

PedepeHTHBII OHOJIOTHYECKHH JIEKapCTBEHHBIH Mpernapar

HanMEHOBaHHE JISKAPCTBEHHOTO Iperapara, 103UpOBKa, JIeKapCTBeHHas popma

Jiep’KaTeslb PETUCTPALMOHHOTO YAOCTOBEpEHHs, naTa
perucTpaiyy, HOMep perucTparoHHOIO YJOCTOBEPEHNUS,
rocy/lapcTBO, TIJI€ 3aperucTpHpoBaH pedepeHTHBIN
JIEKapCTBEHHBIN TpenapaT



4

5)

pasinuusa 10 CpaBHCHHIO C pe(l)epeHTHbIM
OHOJIOTHYECKUM JICKAPCTBCHHBIM IIpCIIapaToM (GCJ’II/I

TaKOBBIC HMEIOTCSI):

I'uOpUAHBIH JICKapCTBEHHBIH Mpenapar

pasan4us B HCXOAHOM MaTepuale;

pas3nuuus B IPOU3BOJICTBEHHOM IPOLIECCE;
JpyTrHe ToKa3aHus K IPUMEHEHHIO;

pas3nuuus B JIeKapCTBEHHOH (opme;

Jpyras J03UPOBKa;

(KONMMYECTBEHHBIE  M3MEHEHHUsT  aKTHUBHOM
(bapmaneBTHIECKO CYyOCTaHIMN);

JpyTOi cCrioco0 BBEICHMUS,

JpYyTHE OTIINIHUS

OIHOKOMIIOHEHTHBIN

MHOTOKOMIIOHEHTHBIH
OpUTHHAIBHBINA JEeKapCTBEHHBINA Ipenapar:
HaMMEHOBaHUE JIEKaPCTBEHHOT'O IIpernapaTa, I03UpOBKa, JIeKapCTBeHHast (hopma

JepXKaTeNb PErHCTPALIOHHOTO YyIOCTOBEPCHHMS, [aTa
perucTpanyuy, HOMEp PErHCTPAIMOHHOTO YJOCTOBEPEHNS,
TOCy/apCTBO, T/I€ 3aperHCTPHUPOBAH OPHUTHHAIBHBIN

JIEKapCTBEHHBIN Mpenapar

Pazgmuusa 1o CpaBHCHUIO C OPpUTHMHAJIbHBIM

JIEKapCTBEHHBIM TIPETIAPATOM:

KomOuHnpoBaHHBIN TeKapCTBEHHBIN Npenapat

HN3BCCTHAA KOM6I/IHaL[I/I$I

HOBas KOMOWHALUSA

W3MEHEHHUsI aKTHBHOW (apMmaleBTHYeCKOH
cyOcTaHIuy;

Jpyras JeKapcTBeHHast popma;

apyras(ue) ao3upoBka(u) (KOJIMYECTBEHHBIE
W3MEHEHUs aKTHBHOH (apMaleBTHIECKOH
cyOcTaHnmm);

IpyToii (1e) crmocoO(bl) BBEACHUS;

apyrast (apMakoKWHETHKa (BKIIIOYast JPYrylo
OMOIOCTYITHOCTB);

Jpyroe MoKa3aHue K IpIMEHEHHIO;

JpYyTHe OTIINYUS

OpurnHaIbHBIN JIEKapCTBEHHBIH Ipenapart (B ClIy4ae H3BECTHOW KOMOWHAIINH)

HaMMEHOBAHHUE JIEKAPCTBEHHOI'O IpenapaTa, 103UPOBKa, JIeKapCcTBeHHast (hopma



6)

7)

8)

9)

1)

Jiep’KaTeslb PETUCTPALMOHHOTO YAOCTOBEpEHHs, naTa
perucTpaiyy, HOMep perucTparoHHOIO YJOCTOBEPEHNUS,
rocyAapcTBO, TA€ 3aperUCTPUPOBAH OPUTHHAIBHBIN
JIEKapCTBEHHBIN TIpenapar

JlekapcTBeHHBIM @penapaT € XOpOUIO H3YYEHHBIM
MEIULUHCKUM IIPUMEHEHUEM

HAaMMCHOBAHHUC JICKAPCTBECHHOT' O NIpCriapaTa, J03UPOBKa, JICKapCTBCHHAA (1)0pMa

JiepKaTedb PETUCTPAlMOHHOTO VYAOCTOBEPEHHS, JaTa pErucTpaluu, HOMEpP PETHCTPAIlMOHHOTO

YIOCTOBEPEHHSI.

PagnodapmarnieBTiHueckuii IeKapCTBEHHBIH IpemapaT

panuodapmaneBTHUECKUi HA0OP

IpeKypcop paauoHyKInaa

WUCTOYHHUK PAAMOHYKIUAA (MEpBUYHBIN W BTOPUYHEIN) (
TIPY HAJTMYUH )

T'enepatop

T'omeonaTnueckuii JeKapCTBEHHBIN Npenapar

HOBBII TOMEOIAaTUYECKUI npernapar

PactutensHblil nekapCTBEHHBIN IpenapaT

OHMHOMHUHAILHOE Hay4YHOC HAa3BAHUEC PACTCHUS (pOZ[, BuUI,

Pa3sHOBUIHOCTD)
¢apmakonen u MoHorpaduu

WCTOYHHK MPONCXOKACHHS CHIPBS (J1aO0paTOPHBII KOJ)
YaCTH MPOU3BOAAIIETO PACTCHUS

Ha3BaHMe (OIpeneNneHne) CyOCTaHIIMU PacTUTEIHHOTO
MPOUCXOXKICHHUSI M JIpyrue Ha3BaHHUs (CHHOHHMMEL,
yka3aHHbIE B DapmMakoresx)

Jomomaurtenpabie mpusHaku JIC

OpaHHBIH JIEKapCTBEHHBIH Npemnapar

[IpucBoeH 1M JIEKAaPCTBEHHOMY IIpemapaTry CTaTyc
op(haHHOTO JEKapCTBEHHOrO Mpemnapara B PecmyOnuke
Kazaxcran

Her

B mporecce paccmoTpeHus
Ja
Jlata

HOMECP PEruCcTpafuOHHOTr0 YAOCTOBEPCHU Op(l)aHHOI‘O JICKaApCTBCHHOT'O IIperiapara

roOMEONaTU4YeCKUd Ipenapar, BKIIOYECHHBIH B



2)

3)

4)

OTka3zaHo B NpUCBOCHUU CTaTycCa Op(i)aHHOFO

JICKapCTBEHHOTO TIperapara
Jlata

Howmep pemenus

3asBIICHHE HA IIPHUCBOCHUE CTaTyCa OTO3BAHO: Jara

Tpancdep HammenoBanme, agpec NpOWU3BOACTBEHHOI

MJIOLIA/IKH TIepeAatoliei CTOPOHBI

AxTuBHas (apmaneBTHUYECKas CyOCTaHIUsS, Mpou3BeneHHas He B ycioBusx GMP wiam nexapcTBeHHOE

pacTUTENILHOE ChIPbE
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0 ) )
3BOJ PYCCK Uo M, pa3pemuTensHO anpec azapec e-mail JOJKHOCTD 1
WTENS aHTJIUHCKOM ro JOKyMEHTa PYKOBOIHTE
SI3BIKAX) st ©
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nepB

HYHAa



2)

3)

4)

BTOP
UYHa

IIpou
3BOJ
UTEINb

ocymI
€CTBII
STFOTIT
ui
KOHT
poJIb
Kauec
TBa

ITpou
3BOJ
UTETb

OTBET
CTBEH
HBIN
3a
BEIITY
CK
cepu

Hepx
aTenb
auie
H3UU

Hepx
aTelb
peruc
Tpan
HOHH
oro
yaoc
TOBEp
eHus

Yeny
rormo
Iyda
TeJb
U
npen
CTaBH
TEJbC
TBO

Jannesie 1O
TUIEH3UN Ha
TIPOU3BOICTBO,
BBIJAHHAA
YIOJIHOMOYEHH
BIM OpraHoM
CTpaHBbl
MIPOU3BOIUTEIS

Januble 10
JIOBEPEHHOCTHU



5)

9]

S W

—_

VYoon
HOMO
YEeHH
oe
JTUI0
mo
ocy1l
€CTBII
€HUIO

thapm
aKoH
an3op
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Pecn
yoim
Ke
Kaza
XCTaH

Jlaboparopust CTpaHbI-IPOU3BOAUTENS 110 KOHTPOJIIO KauyecTBa IPEIapaToB KPOBU U BaKIMH, OTBETCTBEHHAS
3a KOHTPOJIb Ka4eCTBa (BBIITYCK) CEPUU

HanMEHOBaHHUE JIAOOPaTOPUH

a/Ipec MeCTa OCYIIECTBIICHUS JIESITEIILHOCTH
Crpana

Tenedon (dpakc)

JJIEKTPOHHAS II0YTA

I/ISMeHeHI/Iﬂ, BHOCHMBIC B pETUCTPAIMOHHOC JOCHE JICKAPCTBECHHOT'O CPEICTBA (yKa3aTb BHOCHMBIC UBMCHCHUA
B

ocC

Tumn n3amenenns Penmakiusa 1o BHECEHUS H3MEHEHHUH
u3
eH

CH
us

,Z[aHHI)Ie 10 AOTOBOPY Ha NPOBEACHUE SKCIIEPTU3LI JICKAPCTBCHHBIX CPCACTB

No norosopa
Jlarta 3akmoueHus

Cpoxk paeiicTBus
CyOBbeKT, OCYIIECTBISIIONIN OIJIaTy 3a MPOBEIECHHE SKCIEPTU3EI

HaumenoBanue
Crpana

IOpuanaeckuii agpec



®dakTuyeckuil agpec

@®.1.0. (mpu ero HANWYINH), JOIDKHOCTH PyKOBOAHUTEIS
Tenedon

®daxkc

e-mail

A I e N A I

busHec-nneHTHPUKATNOHHBI HOMED

WunuBuyanbHBIN HICHTU(DUKAIIMOHHBIN HOMEP

—_— O

bank

—_—

PacueTHbIN cueT

N —

BanroTHelii cuet

W =

Kong

o=

1

s BankoBckuit naeHTHOUKAITHOHHBIN KO

Ycnyronomyyarens:

lapaHTHPYIO: TOCTOBEPHOCTh MH(GOPMAIIMH PETHUCTPALMIOHHOTO JI0ChEe, HEHApYIIEHNE HCKIIOUUTENbHBIX MPaB

TPETPUMH JIMIAaMH HAa HW300pEeTEeHHE WM IOJIE3HYI0 MOJIENb, aJleKBaTHOCTh NEPEBOJIOB METOIUK KOHTPOJII

Ka4ecTBa, WHCTPYKIUHU 1O MEAMIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO CPENCTBA; MPEIACTABUTH O00Pa3IIbI

JIEKapCTBEHHBIX CPEJCTB, CTAHJAPTHBIE 00pa3Ibl JIEKAPCTBEHHBIX CyOCTaHIMI U MX MpUMeceil B KOJIMYECTBaXx,

JIOCTaTOYHBIX JJISI TPEXKPATHOTO aHAJIN3a, Clieln(UUECKUE PeareHThl, pacXOIHbIe MaTepHUabl, IPUMEHSIEMbIE

IIPU IPOBEICHUM UCIIBITAHUN JTEKapCTBEHHBIX CPEACTB (B UCKIIOUMTENBHBIX CIIydasX U Ha yCIOBHUAX BO3BpaTa), a
TaK)Ke UX COOTBETCTBHE HOPMATHBHBIM JIOKyMEHTaM, IPEJCTaBIIEMbIM Ha peructparuio. O0s3yloch coodmars
000 BceX M3MEHEHHSIX B PETHUCTPAlMOHHOE JIOCHE, a TAKXKE IPEACTaBJIATh MaTepHajibl Ipu OOHAapy>KeHHH

HEeXXEeJIATeTIbHBIX PEAKIMH MTPH MIPUMEHEHHNH JIEKapCTBEHHOTO CPEJICTBA, PaHEE HE yKa3aHHBIX B MHCTPYKIUH IO
MEAUIMHCKOMY IIPUMEHEHUIO.

Jara
@®.1.0 (mpu ero HaJW4YKMK) U TOIDKHOCTH OTBETCTBEHHOT'O JIMIIA YCIYTOMOTyYaTes
ITonnuce
[Ipnmeuanue:
* 3asBIICHHE 3aAIIOTHACTCS OJJHOKPATHO U HE TOICKHUT KOPPEKTUPOBKE.

dbopma

3asBieHHe Ha PETHCTPALHMIO WM BHECEHHE H3MEHEHHH B 3apPErHCTPUPOBAHHYIO LEHY
IPOM3BOAUTEIA JIEKAPCTBEHHOTO CPECTBA

[IpenocraBnsa nHGOpMAILUIO AN PETUCTPALMU LIEHBI UM BHECEHUS M3MEHEHHUH B
3apEruCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA
1. Yenyronomy4uarens
1.1. ITpou3BoauTENb TEKAPCTBEHHOI'O CPECTBA

HanmenoBanne

Crpana



IOpunuueckuii anpec
dakTu4ecKuil axpec
Tenedon

daxc

e-mail

damunusi, UMs1, OTYECTBO (IIPU €ro
HaJIMY1H)

JlomxHOCTh
KonTtakTHOE 11110 Tenedon
(ORI
e-mail
1.2. Bnageneu perucTpaliioOHHOTO y10CTOBEPEHHUS
HazBanue
Crpana
IOpuanueckuii agpec
dakTu4ecKuil axpec
Tenedon
®daxkc
e-mail
damunust, UMs1, 0T4ECTBO (TIPH €0 HAJIMYUK) PYKOBOAUTEIIS

damunusi, UMs1, OTYECTBO (IIPU €ro
HaJMY1H)

JomkHOCTB
KoHTakTHOE MHII0 Tenedon
daxc
e-mail
1.3. I[OBepeHHOG JUIO WM KOMITaHHUA, NPCACTABUTCIBCTBO OT YCIYronojay4dareis,
YIIOJJHOMOYEHHOE MPOBOAUTH JIEWCTBUSA BO BPEMs NPOUEAYPbl PETUCTPALlMM LIEHBI B
Pecny6nuke Kazaxcran
2. I/IH(l)OpMaI_[I/IH 0 JICKapCTBCHHOM CPCIACTBEC

Toprosoe
HAaNMMCHOBAHHEC

Homep wu para
peTUCTPAiOHHOTO
YIOCTOBEpEHHS B
Pecniyonuke Kazaxcran

JlexapcTBEHHOE

3. cpenctBo sBuseTcs: (
HY’>KHOE OTMETHTB )
MexayHapoaHoe
HENaTeHTOBaHHOE
HauMeHOBaHue (IpH
HAaJIHYI1H)

5. Cocrtas



e el

10.

11.

12.

13.

14.

15.

JlekapcTBeHHas hopma
Jo3upoBka
Konnenrparus

O0bem

Konuyectso  BO
BTOPUUYHOMU (
MOTPeOUTEIHCKOIN)
YIIaKOBKE

Kon COTJIaCHO
AHATOMO-TepareBTuyec
KO-XHUMHUYECKOU
knaccugpukanuu (ATX
KOM)

CriocoObnI BBEIEHUS

CBenenust o pasee
3aperucTpupOBaHHOMN
LIEHE AJIsI ONTOBOM M
PO3HUYHON peanu3alnuu

Hara peructpauuu
3aperuCTPUPOBAHHON
IEHBl JJISI ONTOBOM U
PO3HUYHOH peain3anuu

[IpenenbHass 1eHa
OTEYECTBEHHOTO
MIPOU3BOIUTENS ISt
ONTOBOM M PO3HUYHOM
peanuzanuu  (3a
MOTPEOUTENBCKYIO
YIaKOBKY)

JlexapcTBeHHOE
CPEelICTBO paHee Ha
TEPPUTOPHUH it}
Pecniyonuku Kazaxcran
Ppeann30BbIBAIIOCH

Iena npousBoauTens
UIs  ONTOBOM U
PO3HUYHON peanu3anuu
, @ TaKkXe B paMKax
I'OBMII u (unn) B
cucteMe OCMC nus
BBO3uMEIX JIC (3a
MOTPEOUTEITBCKYIO
YIaKOBKY)

JlexapcTBEHHOE
CPEeICTBO paHee Ha
TEPPUTOPHUIO it}
Pecniyonuku Kazaxcran
MOCTABIUIOCH

JdanHbIC

AOKYMEHTOB,

Ilena
YIaKOBKY

MOTPEOUTETBCKYIO

HET
Ilena 3a Iena 3a
MOTPEOUTENBCKYIO MOTPEOUTETBCKY
YHOaKOBKy B BajioTe ( 10 YNakOBKY B
HUHOCTD) TEHTe

HET

Ilena

WHBOIica 3a



16.

17.

18.

Topr
0BOE

Crpana HauM

CHOB
aHHue

A3zep0aiif
KaH

Benapych
Bonrapus
Benrpus

Ksiprezcra
H

ITonpiia
Poccus
CroBeHus
Typuus

V30ekucra
H

Crpana-np
OM3BOIHTE
¥

TTOJITBEP>KAAIOIIN
x neny JIC (3a
MTOTPEOUTETBCKY
0 YIIaKOBKY)

HdanHbie
KOHTpPaKTa,
JIOTOBOpa H JIp.,
TTOJITBEP>KAAIOIIN
x neny JIC (3a
MIOTPEOUTETBCKY
10 YIIaKOBKY)

Ilena B Bamote LleHa 3a moTpeOUTENBCKYIO
WHBOWCa 3a  YIAaKOBKY B BAJIIOTE (MHOCTP)
MOTPEOUTETBCKY

10 YIIaKOBKY

Ilena B BasoTe
(hakTHUIECKOTO
KOHTpAaKTa,
Jorosopa mnu 1p. LleHa 3a moTpeOHTENBCKYIO
Ha nocTtaBky JIC ymakoBKy B BayitoTe (WHOCTD)
a
MOTPEOUTENBCKY
10 YIIaKOBKY

norpebure
JIBCKYIO
YIAKOBKY B
TCHIe

[lena
(hakTHyeck
oro
KOHTPAKTa,
JIOTOBOpa
WK JIp. Ha
IIOCTaBKY
JC 3a
norpebure
JIBCKYIO
YIIaKOBKY B
TEHTe

Ceenenust 0 1eHe B peepeHTHBIX CTpaHax, Iie UMeeTcs
rOCy/lapCTBEHHAsl PETUCTPALUsl JEKapCTBEHHOTO CPEACTBa
WM CTPaHe-IPON3BOIUTENS (38 HOTPEOUTETHCKYIO YIIAKOBKY)

KonnuecTn IHena B

0 B rnepecyere Ha IIpn
notpebure Ilena 3a konuuectso JIC B 4YHlHA
JIbCKOH MOTpeOUTENbCKY TOTpeOuTeNbCKoi Bamora Ilena B TeHre 0oTCy
YIIaKOBKE B IO YIIAKOBKY yIaKoBKe, TCTB
pedepenTH 3aperuCTPUPOBAH ns
oif cTpane Ho#t B PK

3aperucTpupoBanHas 1ieHa npousBoautens JIC s onToBON U pO3ZHUIHON
peanu3zaimy, a Takxke B pamkax 'OBMII u (um) B cucteme OCMC

Hena JIC nns onToBOM M PO3HMYHOM peallM3allid, a TAKKe B paMKax
I'OBMII u (umu) B cucteme OCMC, mpousBeaeHHOTO B PecmyOnnke
KazaxcraH, cocTOSIIIYI0 M3 HI)KEYKa3aHHBIX (PAaKTHYIECKH MOHECEHHBIX

3aTpat

HaumenoBanue q)aKTI/I‘IGCKI/I TMOHECCHHBIX 3aTpaT

CTOI/IMOCTL, TCHI'C



1 3aKyTIKa CBIPBS U (MJIM) KOMITJICKTYIOLTHX
2 JIOTUCTUKA CBHIPhS U (WIM) KOMIUIEKTYIOIINX

CTpaxoBaHHE, TAMOXKEHHBIE TUIATEXKH U TAMOXKEHHOE 0(OPMIICHHE CHIPBS U
(MM) KOMITJIEKTYIOLITHX

MPOEKTHPOBKA

pa3paboTka

4

5

6 I3aitH
7 TpaHchep TEXHOJIOT U

8 KOHTPAKTHOE ITPOM3BOCTBO

9 NaTeHTHPOBAHNE

10  TmoKymKa MPOU3BOACTBEHHOTO 00OPYIOBAHU

11  oOyuenne mepcoHasia Ha IPOM3BOICTBEHHBIX IDIOIAIKAX 3apy0eKoM
12 BHeIpeHHE MEXTYHAPOTHBIX CTAHIAPTOB KayecTBa

13 momydeHue cepruduKaTa o0 MPOUCXOXKICHUN TOBApa

|4 [|FOTYHEHHE HHAYCTPHAILHOTO ceprudukara HaumonanpHas nanarta
npeanpuauMareneii Pecrryonmukn Kazaxcran

15  mabGopaTopHBIE HCIIBITAHUS

16  KIMHUYECKHE UCTIBITAHUS

17  maGopaTopHO-KIMHUYECKHUE UCTIBITAHUS

SKCIEPTU3a B LIETIAX FOCYAapCTBEHHON PErUCTPAIiH, TepeperucTpaniuy 1

18 .
BHECCHHU U3MCHCHHUH B PETUCTPAIIMOHHOE JTIOCHE
19 OIlEHKAa KayecTBa

CHUCTEMY MOHHMTOpPMHIa 0€30MacHOCTH, KadecTBa M 3(P(PEKTUBHOCTH
JIEKapCTBEHHBIX CPEJICTB

20

21  conep:kaHuWe TepcoHaa

Hroro cymma:

dbopma

3asBreHHe Ha BKIIOYSHHE JIEKAPCTBEHHOT0 cpeAcTBa B KazaxcTranCckmit HaMOHAIbHBIH
JIeKapCTBEeHHBIH HOpMYILIp

1. Uudopmarus o yciayromomydarese:
1) HauMeHOBaHUE OpPTaHU3AIINY;
2) ®.1.0. (npu HaNMM4YUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;
3) MecTo HaxXOXJEeHHS OpraHu3aluu yciayromnoiydarens (IOpUuIuuecKuil aapec,
(akTrueckuil aapec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) HoMmep TenedoHa u (win) dakca;
6) 2JIEKTPOHHBIN aJipec WIK aJAPeC JIEKTPOHHOU MOYTHI.
2. JlaHHBIE TIO 3asBICHHOMY JiekapcTBeHHOMY cpeacTBy (JIC) B cOOTBETCTBUM C
['ocynapcTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUMHCKUX U3ETUN:
1) ToproBoe HaumeHoBaHue JIC;



2) MEXIyHapOAHOE HEMATEHTOBAHHOE HAMEHOBAHHE;
3) cocraB JIC (nmeicTByrOIIME W BCIIOMOTATEIbHbBIE BEIIECTBA), MPEIaraeéMoro s
BKJTFOUCHMUS;
4) nexapcTBeHHas opma U JO3UPOBKA, KOHIIEHTPAIIUS,
5) cBeeHus 0 rocyAapcTBEHHOM peructpaiuu 3assieHHoro JIC B Pecnybnuke Kazaxcran

6) papmakonoruueckoe neictaue JIC;

7) dapmakonoruyeckas rpymnmna JIC u ATX kox;

8) Mmoka3aHus K IPUMEHEHHUIO COTJIACHO WHCTPYKIIMU TI0 TPUMEHEHHUIO JICKAPCTBEHHOTO
CpEIICTBA;

9) criocob mpUMeHEHUS.

Ecnu nocke comepkut KOHPUACHINATbHYIO HHHOPMAIIHIO, YKa3aTh, Kakas HHGOpMAaIus
ABJISICTCS. KOH(DHUICHIMAIBHOW M MPEJOCTaBUTh OOOCHOBAaHHWE KOHQUICHIIUAIBHOTO
XapakTepa 3TO HHPOPMALIHH.

JIOKHOCTH OTBETCTBEHHOTO JIMIIA YCITyTOMOTyYaTels

IToanuce

@®.1.0. (mpu HATUYKH)

JlaTta

[Tpumevanus: O0beM 3asiBICHUS HE MIPEBBINIACT 2 CTPAHUI] U OCHOBBIBACTCSI HA CBOJHOU
uH(pOpMAaIIK U3 J0ChHE.

[Ipunoxenue 2 x mpaBuIaM
PETUCTPAINH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNIUi
10 IpUHIUMY "€AUHOro OKHa"

dopma

3asBiieHNe HA MPOBEACHAE IKCIIEPTH3EL, TOCYAAPCTBEHHOM PETUCTPANH, TIEPEPETHCTPALIHH,
BHECCHHS W3MEHEHHU# B PETHCTPAIMOHHOE JOCHE MEAUIMHCKOTO H3/IEIIHs

Perucrpanus

L]

[Tepepeructpauus
1. Tun npouenypst |:|

BHecenune n3mMeHeHui

[ ]

YckopeHHas
Ja
Bua skcnepTtussr (
1.1. HeoOXomuMoe OcHoBaHue
yKasarhb) Her

L]



1.2

7-1.

Cenenus o
pEruCTPauOHHOM
ynoctoBepeHUN  (

npu Ne PErUCTPAIMOHHOIO0 YAOCTOBCPCHHA BBIAAHHOI'O B PeCHy6J’II/IKC Kazaxcran ¢

HepeperucTpanyy  YKa3aHWeM JaThl BBIIAYM H CPOKA NEHCTBUS
U BHECEHHUH
H3MEHEHU B

perucTpanuoHHOe
JI0Che)
Ha Ka3aXCKOM
Toprosoe A3BIKE
HANMMCHOBAHUEC Ha PYCCKOM
SI3BIKE
HomenknaTtypHbIil KO

I'moGanbHOW  HOMEHKIJIATYPHI
MEIUIMHCKUX U3Ienui (mpu
HaJIMY1H)

Ko HomeHkiaTypbl MEIUIIMHCKUX
m3nenuii Pecrryonuku Kazaxcran

Ha Ka3axXCKOM

O6nacTh J—
MEIHUIUHCKOTO
MIPUMEHEHHUSI Ha pycckoM
SI3BIKE
Ha Ka3aXCKOM
SI3BIKE
Hasnauenne
Ha PYCCKOM
SI3BIKE
MU (MMH)
MU (MT)

MeauInHCKOe U3AEINE SIBIIETCS I:I

MU (in vitro)

[ ]

3akpaITas

Twun cuctema: Ja
MEAUIHHCKOTO

000OCHOBaHHE OT MPOU3BOIUTEIS
U3/IeNHsl UH BHTPO

PETUCTPAIOHHOTO JOChE)
(HEeoOxoauMoOe Her
yKa3aTb) I:I
Kparkas Ha Ka3aXCKOM
TeXHHYECKas SI3BIKE

XapakTepucTuka  (
npd  HAIWYHAH
[IPOrpaMMHOTO
obecrneyeHus
BKJIIOYAIOTCS
JAHHBIE

(yxazartp

CTpaHHILY



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*

Menu
LITHCK
oe
u3Jen
ue
TS
JUaTH
OCTHK
u in
vitro (
VD) IIpum
Kiacc Kimacc Kiace (
Ne n/n HanmeHoBaHue nOKyMeHTa Knacc 2a €4aHu
1 26 3 He3aB
HCUMO
oT
KJ1acc

MOTEH
Uaab
HOTO
pHcKa
npume
HEHUS

COOTB
eTCTB
HH C
MEX]
YHapo
JTHBIM

HOpMa
M H
3aBep
eHus

JIOKyMEHT, yAOCTOBEPSIOUIMN PETUCTPALMIO B
CTpaHe NPOU3BOAUTENE HIN IPOU3BOACTBEHHON
Iomaake (PErucTpaoHHOE yI0CTOBEPEHHE, HIIH
Cepruduxar ceodonHoit nmponaxu (FreeSale), nnn
Ceptudukar Ha OKCIOPT) C ayTEHTHYHBIM

HOpMa

3aBep
eHUs

MepeBOJIOM HA Ka3aXCKUHW M PYCCKHH S3BIKH (3a
UCKJIIOUCHHEM  MEIMLIHMHCKUX  H3JACNIHH,

CTaH
npou3BeeHHBIX B PecniyOonuke Kazaxcran) y

OBJICH
HBIMU

Pecny



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

+

+

Onuke
Kazax
CTaH
bopm
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PDF
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PDF
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PDF
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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)

KpoMe
crepu - (kpome
JIBHBIX CTEPUIIBHBIX)

)

+

WU C
MEXT
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HOpMa
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3aBep
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bopm
aT:
PDF

B

COOTB
eTCTB
HU C
MEK T
yHapo
JHBIM

HOpMA
M H
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HOpMa
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3aBep
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yCTaH
OBIICH
HBIMH

Pecny
OnuKe



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.

Kazax
CTaH
bopm
aT:
PDF

3aBep
seTCs
pou3
BOJIUT
eyneM
dbopm
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3aBep
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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
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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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