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O npoBezeHNH MIIOTHOTO MMPOEKTa MO T'OCYAAPCTBEHHOM PETUCTPAIMH JICKApCTBECHHBIX
CPEACTB ¥ MEAWIIMHCKUX M3ACIHH 10 IPHHIMITY "€QUMHOI0 OKHA"

C UCTEKIIUM CPOKOM

CoBMmecTHBIN Tpuka3 Munuctpa 3npaBooxpanenus PecnyOnuku Kazaxcrtan ot 22 ampens
2025 roma Ne 40 m MuHucTpa mudpoBOro pa3BUTHUS, WHHOBAIMA W a’dPOKOCMHUYECKOM
npomeinieHHocTH PecnyOnuku Kaszaxcran ot 22 ampens 2025 roma Ne 169/HK. Cpok
NerlcTBUs mpukasza - 10 1 uronst 2025 rona.

[Tpumeuanne NU3I1!

Cpok aerictBus npukasa - 10 01.07.2025 (1. 5 npuxaza).

[Tpumeuanne MU3I1!

Beenenue B neicteue cM. 1. 5.

B cootBercTBUU co cTaThei 22 3akona Pecnyonuku Kazaxcran "O rocyaapcTBEHHBIX
yciyrax'", a Takke B LEISX ONTUMHU3ALMHU MPOLIECCOB OKa3aHUsl rOCYIapCTBEHHOM YCIyTH
I[TPUKA3BIBAEM:

1. Bo Bcex o0nactsix, ropojax pecrnyOIuKaHCKOTO 3HA4Y€HUs, CTOJUIL PecnyOnuku
Kazaxcran 3amycTuTh NUJIOTHBIM MPOEKT MO OKa3aHUIO rOCyAapCTBEHHOU ycimyru "Beigaua
pEerucTpanuu JIEKAPCTBEHHBIX CPEJICTB U MEAUIMHCKUX W3JACIHUN MO MPUHIUIY "eIMHOTO
OKHa".

2. YTBepauth I[IpaBuiia peructpanuu JIEKapCTBEHHBIX CPEICTB U MEAUITMHCKUX U3JICIIUM
10 MPUHLHNITY "€IMHOTI0 OKHA" COIIACHO MPWJIOKEHUIO K HACTOSALIEMY IPUKA3y.

3. KoMurety MEIUIMHCKOTO U (apMalleBTUUECKOr0 KOHTpPOJss MuHucCTEpCcTBa
3npaBooxpaneHuss PecnyOnmku KazaxctaH B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6iiuku Ka3zaxcran nopsiike o0ecnedyuTs:

1) pa3MenieHHe HAcCTOAIIETO MpHUKa3a Ha HMHTEpHET-pecypce MuHHCTEepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcran mmocie ero opunuanbHOro omyOJInKOBaHNUS,

2) B TeUCHHUE JECATH KaJeHJAPHBIX IHEHW CO JTHS YTBEPKJICHUS HACTOSIIETO COBMECTHOTO
npHuKas3a HampapiieHne B PecmyOnmkaHCKOe TOCyAapCTBEHHOE MPEANPUHATHE Ha MpaBe
X03giicTBeHHOTO BeneHus "PecnyOnukaHCKuM IHEeHTp mnpaBoBod wuHopMamuu" s
o(QUIMATIBHOTO OMNYyOJMKOBAHUS U BKIIOYEHUS B OTAJIOHHBIA KOHTPOJBHBIM OaHK
HOpPMAaTHBHBIX MPaBOBBIX akTOB Pecryonuku Kazaxcran.

4. KOHTpodb 3a MCMOJTHEHUEM HACTOSIIEr0 COBMECTHOTO IMpHKa3a BO3JIOKUTH Ha
KypPHUPYIOIIIETO BUIlE-MUHUCTpPA 3ApaBooxpanenust Pecnybnuku Kazaxctan u Kypupyromiero
BUIIE-MUHUCTPA ITU(POBOTO Pa3BUTHS, MHHOBAIIUA M a3POKOCMUYECKON MPOMBIIIIEHHOCTH
Pecniy6nmuku KazaxcraH.



5. Hacrosiminii COBMECTHBIM TPUKA3 BBOJAUTCS B JCUCTBHE CO JHS €ro IEPBOIrO
ouIManbHOro onmyoJuKoBaHus U iercTByeT A0 1 urons 2025 roaa.

Hcnonagromunii 0043aHHOCTH

MHHHCTPA LH(QPOBOI'0 pa3BHTHS,

. . K. Tyneymun
HHHOBAITHH H a3pOKOCMHYECKOH

npomsinuieHHocTH Pecybmmkn Kazaxcran

Munuctp 3apaBooxpaHeHus

A. AnpHa3apoBa
Pecriy6mnkn Kazaxcran P

Kasakcran Peciy0nukachbIHbIH
udpneik 1aMmy, HHHOBaIMSLIAP
JKOHE adpOFaphIIll OHEPKaCciOi
MUHHCTPiHIH MIHICTIH aTKapyIIbI
2025 >xputebl 22 coyiperi
Ne 169/HK men
Kazakcran PecyGnukacht
JleHcaynbIK cakTay MUHUCTP1
2025 xputrbl 22 cayipaeri Ne 40

[IpunokeHue K nNpuKazy

IIpaBuna perucTpanyy JIEKApCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3AEIHi 10 IPUHIUITY "€ UHOTO
OkHa"

I'maBa 1. O0mIue moIoXeHHs

1. HacTosiuue npaBuia perucTpalu JEKApCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3/ICIIHI
1o npuHIuny "eauHoro okHa" (manee — [IpaBuna) paspaboTanbl B COOTBETCTBUU CO CTaTheH
22 3akona Pecriy6muku Kazaxcran "O rocygapcTBeHHBIX yeayrax'” (nanee — 3aKoH), CTaThel
19 3akona PecniyOnuku Kazaxcran "O06 undopmaTuzanuu" 1 onpenessioT TOpsI0K OKa3aHus
[0 NOpUHIUNY "eIUMHOro OKHA" TOCyJapCTBEHHBIX Yyciayr "Peructpamusi 1eHbl Ha
JIEKapCTBEHHBbIE CPEACTBa M MeauuuHckue u3fenus”, "locymapcTBeHHas peructpaunus,
nepeperucTpanusi JeKapCTBEHHOTO CPEICTBA WM MEIULMHCKOTO W3/IENINsl, BHECEHUE
U3MEHEHUM B PETMCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO CPEICTBA WM MEIUIIMHCKOTO
m3aenua", "Bpigaua 3akimiodeHds O 0€30MacHOCTH, KadecTBe U 3((PEKTUBHOCTHU
JEKapCTBEHHBIX CPEACTB H MEIAUMUUHCKUX HU3AeIuil", a Takke NpOBEJIEHUE
npodeccuoHaIbHOM HSKCHEpPTU3bl i BKIOYeHHs B KazaxcTaHCKHMM HallMOHAJIbHBIN
JIEKapCTBEHHBIN (hOpMYIISIp.

2. DKcrepTu3a JEKapCTBEHHBIX CPEACTB WIM MEIUIIMHCKUX U3ACIIUNA U PErUCTpalus HEHbI
, BHECEHHE U3MEHEHHI B IIEHY MPOU3BOAUTENS MPOBOAUTCA TOCYAAPCTBEHHOM 3KCIIEPTHOM
opraHu3zaiuei B cepe oopamieHus JeKapCTBEHHBIX CPEAICTB U MEIUIIMHCKUX U3eNui (faiee
— TOCYJIapCTBEHHAs HKCIIEPTHAS OpraHU3aIus).

3. l'ocynapCTBEHHYIO pPETUCTpaINIO, MEPEPErucTPalio, BHECEHUE U3MEHEHUU B
PErUCTPaAIMOHHOE JOChE JIEKAPCTBEHHBIX CPEJICTB WM MEIUIIMHCKUX U3ICIIUM OCYIIECTBIISICT
rOCYJapCTBEHHBIA OpraH B cepe oOpalieHus: JeKapCTBEHHBIX CPEJICTB M MEAUITUHCKUX
U3JICIINH.



4. IIpodheccrnonanbHas YKCIIEPTU3a OCYIISCTBIISICTCS TIOIBEOMCTBEHHOM OpraHu3alueit
YIIOJIJHOMOYEHHOTO OpraHa, B KOMIIETCHIUIO KOTOPOM BXOJAT BONPOCHl MPOBEACHUSA
AKCTIEPTHU3bI, MPEAYCMATPUBAIONICH OIEHKY JaHHBIX MO KIMHHUYECKOW OE30MacCHOCTH H
3(phEeKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, MOJATBEPKJICHHBIX B KIMHUYECKUX
HCCIIEOBAHUAX, @ TAK)KE€ B METa-aHAJIU3ax U (WIM) B CUCTEMAaTHYECKUX 0030pax (maiee —
Lentp).

5. DKCrepTH3a, perucTpanus eHbl, BHECEHHE U3MEHEHUN B LIEHY NPOU3BOJINTEIS, a
Takke nmpodeccuoHanbHasi SKCIePTH3a JIEKAPCTBEHHBIX CPEJCTB UM MEIUIIMHCKUX U3IEITHMI
IPOBOJIUTCS HA OCHOBAHUM 3AKJIKOYEHHOTO JOrOBOpPAa B COOTBETCTBHM C TPa)XTAHCKUM
3akoHO/aTenhCcTBOM PecmyOnmku Kazaxcran 10 okazaHusi KOMIIO3UTHOM TOCYAapCTBEHHOM
YCHYTH.

6. OmuiaTa CTOMMOCTH PETUCTPALIMU LIEHBI TPOU3BOIUTENS U BHECEHHE U3MEHEHUN B IIEHY
IPOU3BOAUTENS, a TAKKE MPOPECCUOHAIBHON IKCIEPTU3bI OCYLIECTBISIETCS B COOTBETCTBUU
C NPEUCKYPAaHTOM II€H, YCTAaHOBJIEHHBIM I'OCYAAapCTBEHHOM JKCIIEPTHOW OpraHHU3alMeEd U
LlenTpom.

7. Onnata CTOMMOCTH JKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA MM MEAULIUHCKOTO
U3JEIUsd OCYLIECTBISIETCS B COOTBETCTBUM C MPEUCKYPAaHTOM, YCTAaHABIMBAEMBIM
YIIOJJHOMOYEHHBIM OpPraHOM II0 COTJIACOBAHHWIO C AHTHUMOHOIIOJIBHBIM OpPraHoOM B
COOTBETCTBHHM C TMPHUKA30M HCIOJHSIONIET0 O0f3aHHOCTH MUHHUCTpa 31paBOOXpaHEHUS
Pecny6nuku Kazaxcran ot 20 suBapst 2021 roga Ne KP JICM-7 "O0 yTBepaeHUH 1I€H Ha
ToBapel (paboOThHI, YyCIyru), TPOU3BOAWMEIE W (WIH) peamu3dyembie CYOBEKTOM
rocyJapcTBeHHoi MoHonoyuu" (3apeructpupoBaH B Peectpe rocyapcTBEHHOM perucTpaiuu
HOPMATHBHBIX IPABOBBIX akTOB 1o Ne 22096).

8. Omnnara CTOMMOCTH TOCYIapCTBEHHOW pETUCTpAllUHU, MEPEPErucTpaIuu
JIEKAPCTBEHHOTO CPEJCTBAa WM MEAUIMHCKOTO U3JENINsA, BHECEHHUS H3MECHEHUN B
PETUCTPALIMOHHOE JIOChE JIEKAPTCBEHHOTO CPEACTBA WM MEIULUHKCOTO HW3JIENIus
ocyuiecTBisieTcs: B coorBeTcTBUU ¢ Konekcom PecnyOnuku Kazaxcran "O Hamorax u apyrux
o0s13aTeNbHBIX TUTaTeX)ax B OromkeT (Hamorossriii komekc)".

9. Peructpanus 1LeHbl WIM BHECEHHE W3MEHEHUUN B 3apETHCTPUPOBAHHYIO LEHY
IIPOU3BOAUTENS JIEKAPCTBEHHOTO CPEICTBA U MEAULMHCKOIO M3JENIHSI OCYIIECTBISAETCS B
HalmoHajabHOU BaimtoTe PecrmyOnuknu Kazaxcran.

10. DxcnepTr3e U perucTpaly UEeHbl 1 BHECEHUIO U3MEHEHUH B LIEHY MPOWU3BOIUTENS
noJiiexaT nmpousBenieHHbIe B PecmyOnuke KazaxcraH, a Takske BBO3UMBIE HA €€ TEPPUTOPHUIO
JIEKapCTBEHHBIE CPEACTBA MIIM MEIULUHCKNAE U3IEIHS.

11. Jlo mogauu 3asiBIIeHUS] HA KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB WU MEIUIIMHCKUX
U3JIENINN, TOCYJAPCTBEHHYI0 PETMCTPALIUIO, IEPEPErUCTPALIMIO JIEKAPCTBEHHBIX CPEJCTB WU
MEIUIUHCKUX W3IEINNA, BHECEHHUS] U3MEHECHUN B PETUCTPALMOHHOE JOCHE JIEKAPCTBEHHOTO
CpeaCTBAa WJIM MEIUIMHCKOTO W3AENUS U PETUCTPALlMU, BHECEHUS W3MEHEHUS B IIEHY
MIPOU3BOAMTENIS 3aBUTEIB 110 COOCTBEHHON MHUILIMATHBE HA JOTOBOPHOI OCHOBE MOJIYYaeT B



rOCYJapCTBEHHOM AKCIIEPTHOM OpPraHM3aluy SKCIEPTHU3Y MPHUHAIIEHKHOCTH MPOLYKLUHUH K
MEIMUIIMHCKUM U3ACIUSAM U HEOOXOJIMMOCTH €€ TOCyAapCTBEHHOM perucTpauuu B
PecniyObnuke Kaszaxcran, a Takxe MHPOPMAlMOHHBIE M KOHCYJIbTAallMOHHBIE YCIYTH IO
BOIIPOCaM, CBSI3aHHBIM C MPOBEJECHHUEM OKCIEPTHU3bl JIEKAPCTBEHHOTO CpPEACTBAa WU
MEIULUHCKOTO U3/1EIH.

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

1) MeguUuMHCKUE U3EeNus JJIS In Vitro JUarHOCTHKU OTKPBITOrO THUIA — MEAUIIMHCKHE
U3Jenus IS AMArHOCTHKM 1In Vitro, SKCIUTyaTalusi KOTOPBIX B COOTBETCTBUM C HUX
(YHKIMOHATIBHBIM HAa3HAYEHUEM BO3MOXHA IMPHU HCIOJIb30BAHUM PEAreHTOB (PEaKTUBOB)
LIMPOKOI0 Kpyra MpOU3BOUTENEH;

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

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

HE SIBJISIETCS COCTABHOM YaCThIO IPYTrOro MEAUIIMHCKOTO U3IEHS;

IIPEIHA3HAYECHO TPOU3BOAMTEIIEM ISl OKA3aHUS MEIULIMHCKON ITOMOILN;

pe3yabTaT IEeUCTBUS MPOrPAMMHOTO OOECIEeUYeHUs 3aKJII0YaeTCs B MHTEPIPETALUU B
aBTOMAaTUYECKOM PEXHMME, B TOM YHUCJIE C UCIOIb30BAHUEM TEXHOJIOTMH HCKYCCTBEHHOTO
MHTEJUICKTa, WIM MO 33JlaHHBIM MEIUIMHCKUM PA0OTHUKOM MapamMerpaM, BIUSIOINIMM Ha
NPUHATHE KIMHUYECKUX PelIeHUI, Habopa JaHHBIX, TOTYYEHHBIX OT MEAUIIMHCKUX U3/CINH,
JOMYIIEHHBIX K OOpaIeHHI0 B YCTAaHOBJICHHOM MOPSAKE WJIM BBEACHHBIX MEIUIIUMHCKUMU
pabOTHUKAaMU B LEJSIX OKa3aHUs MEAUIIMHCKON TOMOUIH;

3) pacxoaHble MaTepHalibl K MEAUIIMHCKOMY H3JI€THIO 1n Vitro AMarHOCTUKH 3aKPBITOrO
TUIIAa — PaCXOJHbIE MaTepHabl, 00ECIEYMBAIOIINE €r0 MOJHOIEHHOE (DYHKIIMOHUPOBAHNE B
COOTBETCTBHHM C 33JIaHHOM LIEJIBIO U BKJIFOUEHHBIE B €70 KOMJIEKTALUIO JJISI UCIIOJIb30BaHUS C
JaHHBIM MEIULIMHCKUM U3JIEITUEM;

4) MeTUIMHCKNE U3JENHs IS in Vitro AMAarHOCTHKHU 3aKPBITOrO TUIA — MEAUIIMHCKUE
U3JIeNus Uil AUACHOCTUKU In Vitro, SKCIUJTyaTalMsi KOTOPhIX B COOTBETCTBUHM C HX
Ha3HAYECHHEM BO3MOKHA TOJIbKO MPHU MCMOJIb30BAHUH CIEIUAIbHBIX PEAreHTOB (PEAKTUBOB),
IpPEAyCMOTPEHHBIX MPOU3BOJAUTENEM JJIS JAHHOTO MEAUIMHCKOTO W3JeIus U €ro
MOAU(PUKALNMA, BKIIOYEHHBIX B €0 KOMILIEKTALIHIO;

5) MeAUIMHCKUE U3AeNus Ul TMarHOCTUKY 1N Vitro (MH BUTPO) — JIF0ObIe HHCTPYMEHTHI,
anmnapartsl, IpuOOpbl, 000pYyAOBaHUE, MAaTepUAJIbl, PEareHThl, KaIMOPaTOphbl, KOHTPOJIbHbBIE
MaTepuajbl U MPOYUE W3ACNIHS, TPUMEHSIEMbIE B MEAULMHCKUX LEIAX OTAEIbHO WIH B
COUYETAaHUU MEXKy COO0OH, a Takke BMECTE C MPUHAICHKHOCTIMU, HEOOXOAUMBIMU IS
NPUMEHEHHs YKa3aHHBIX HU3AEJIHNA [0 HAa3HAYEHHIO, BKJIOUYas CIELHAIBHOE MPOrpaMMHOE
obecrieyeHre, W TMpeIHA3HAYCHHBIE MPOU3BOAUTEIEM MEIUIIMHCKOTO W3ACIUS IS
MPUMEHEHHUS MPU HCCIEIOBAHUAX INVitro 00pa3loB OMOJIOTMYECKUX MaTEpUaIOB YelOBEKa



JUIsL TIONy4eHUsT MHGOpPMAIMU OTHOCUTENHHO (PU3MOJOTUYECKOTO MM IMAaTOJIOTHYECKOTO
COCTOSIHUS, BPOXXJCHHOW MATOJOTHMH, MPEAPACTIONIOKEHHOCTH K OMNPEJICJICHHOMY
KIIMHUYECKOMY COCTOSIHUIO WU OOJIe3HU, COBMECTUMOCTH TKaHEW C MOTEHIMAJIbHBIM
PELIMITUEHTOM, MPOTHO3UPOBAHUS PEAKIUi Ha TEepaneBTUUYECKHUE BO3JCHCTBUS, BbIOOpA
TEpareBTUYECKUX CPEACTB U (MJIU) KOHTPOJIS JICUCHUS,;

6) MEIUIIMHCKUE U3JENUsl — U3ACNHUS MEIUIMHCKOTO0 HAa3HAYCHHUS U MEIUIIMHCKAs
TEXHUKA,;

7) uznenus MEIUIIMHCKOTO HAa3HAUYCHMS — MaTepHUaibl, U3/I€NUs, PACTBOPHI, PEareHTHI,
KOMIUIEKTBI, HAOOPHI, UCIIOJIb3yEMBbIE ISl OKa3aHUsI MEIUIIMHCKOM MOMOIIY B COOTBETCTBUU C
(GyHKIMOHATBHBIM Ha3HAYCHUEM W HHCTPYKIIUEH MTPOU3BOIUTEIS,

8) MeIMIIMHCKAsl TEXHUKA — allaparthl, IpUOOpPHI, 000PYTI0BAHUE, KOMILJIEKChI, CACTEMBI,
MPUMEHSIEMbIE OTJEIBHO WJIW B COUYETAHHHM MEXIY COOOUW I OKa3aHUs MEIUIIMHCKON
NOMOIIM B COOTBETCTBUU C (YHKIIMOHAIBHBIM HAa3HAYEHHUEM M DKCILTyaTallMOHHBIMU
XapaKTepUCTUKAMU, YCTAHOBJICHHBIMU MPOU3BOAUTENIEM;

9) HauMeHOBaHUE MEIUIIMHCKOTO M3JENUs — CIOBECHOE 0003HAYeHHE MEIUIIMHCKOTO
u3Aenus, ompeaenstoniee ero (yHKIMOHAIbHOE Ha3HAYEHUE, MOJAENIb, Pa3HOBUIHOCTb,
MOIU(DUKAIIHIO, THII;

10) KOMIUIEKTYIOIIEee MEAUIIMHCKOTO U3JCNHS — YacTh MEIUIMHCKOTO U3JCus, He
SBJISIONIASCS CAMOCTOSITEIbHBIM MEIUIIMHCKUM HW3JIeIUEeM, B TOM 4YHCJe OJOKU, YacTH,
AJIIEMEHTBI U3JIEIHs, MaTepuabl, 3allacHbIE YaCTH, MPEyCMOTPEHHbIE POU3BOUTENEM IS
WCITOJIb30BaHUSI B COOTBETCTBUU C (DYHKIIMOHAIBHBIM HAa3HAYEHUEM, KCIUTYyaTallHOHHBIMU
XapaKTepUCTUKAMU, PYKOBOACTBOM IMPOU3BOIUTEINS MO0 CEPBUCHOMY OOCITYKUBAHUIO;

11) Habop (KOMILIEKT) MEIUIIMHCKUX U3JICIIUMN - COBOKYITHOCTh MEAUIIMHCKUX U3JETUH,
00bENMHEHHBIX OOMMM (PYHKIIMOHAIBHBIM Ha3HAYE€HUEM M O0JacThl0 MPUMEHEHUS,
UMeroIas o0IyI0 MAapKUPOBKY C YKa3aHUEM IMEepPeUHs MEIUIIMHCKUX W3ACNHMI, BXOIAIINUX B
coctaB Habopa (KOMIUIEKTa), B COOTBETCTBUH C IOKYMEHTAIIMEH TPOU3BOUTEIIS;

12) npuHaAIEKHOCTh K MEAUIMHCKUM U3ACIUSIM — HW3JeJINe, HE SBIISIOIIEeCs
MEJIUIIMHCKUM U3JIETTUEM, MTPEIHA3HAUCHHOE MPOU3BOJUTEIEM ISl COBMECTHOT'O MPUMEHEHUS
C OJIHUM WJIM HECKOJbKUMH MEAUIIMHCKUMU U3JACIUIMHU JIJISl UCIIOJIB30BAHUSI B COOTBETCTBUHU
C UX Ha3HAYCHUEM;

13) 6e30macHOCTh MEAUIIMHCKOTO M3JIETUsl — OTCYTCTBUE HEJOMYCTUMOTO PUCKA MpHU
HCIMOJIb30BAaHUM MEJUIIMHCKOTO W3JIeNIUsl, CBSI3aHHOIO C NPUYMHEHUEM BpeJa >KU3HH,
3I0POBBIO UEIIOBEKA, a TAK)KE OKPYKAIOIIEH Cpelie;

14) 3akmtoueHune o 6€30MacHOCTH, KauecTBE U A(PPEKTUBHOCTU MEAUITUHCKOTO U3ICTIUS —
JOKYMEHT, COAEpKalluid pe3yJbTaThl SKCIEPTU3bl U PETUCTPALMU LIEHBI 3asIBICHHBIX HA
AKCIIEPTU3Y U PETUCTPAIUH LIEHBI METUIIUHCKUX U3/IeTUH;

15) pacxonublii Matepual K MEIUIIMHCKUM H3JCNHUSIM — U3JCIUs U MaTepuallbl,
pacxoyemMbie MpU UCIOJIb30BAHUM MEIUIIMHCKUX H3JENHM, 00ecreunBaroue npoBeaecHue
MaHUNYJISIIIUNA B COOTBETCTBUU C (DYHKIIMOHATBLHBIM Ha3HAYEHUEM MEIUIMHCKOTO W3CIHS,



HKCIUTYaTAIlMOHHBIMHU XapaKTEPUCTUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KHBAHHIO
MIPOU3BOAMUTEIS;

16) cocTaBHas 9acTh MEIUIIMHCKHUX U3JCIIHH — OCHOBHOM OJIOK (Y4acTh) MEIUIIMHCKOTO
U3JIeNUsl, KOMIUIEKTYIOIIEe, MPUHAIIEKHOCTb, PACXOJHBIA MaTepuaj, MNPOrpaMMHOE
obecrieueHue;

17) ocHOBHOM OJIOK MEIMITMHCKON TEXHUKH (ammapaToB, PUOOPOB, 000PYyAOBaHUS) —
AJIEeMEHT (y3€eJ1) MEJUUMHCKON TEXHUKH (IIPU HATUYHH), TPEAYCMOTPEHHBINA MPOU3BOJUTEIEM
, SIBIAIONIHICS HEOTHEMJIEMOHN 4YacTbI0 MEIUIIMHCKONM TEXHHKH, oOecredyuBaroninii e¥
(YHKIIMOHUPOBAHUE B COOTBETCTBUU C Ha3HAYEHUEM U PYKOBOJICTBOM I10 JKCIUTyaTalluu U
CEPBUCHOMY O0CITY>KHBAHUIO MPOU3BOIUTEIIS;

18) mpousBoAUTENb MEIUIIMHCKOTO H3AeNus — cyObeKT B cdepe oOpamieHus
JIEKApCTBEHHBIX CPEACTB W MEIUIMHCKUX W3JENINi, OTBETCTBEHHBIM 3a pa3pabOTKy u
U3rOTOBJICHUE MEIHUIIMHCKOTO U3JIENNs, NEIAOMINN €ro TOCTYIIHBIM ISl UCIIOJIb30BAHUS OT
CBOEr0 MMEHHM HE3aBHCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBJICHO TUM JIUIIOM WJIH OT
€ro UMEHU JIPYTUM JIMIOM (JUIaMU), U HECYIIUA OTBETCTBEHHOCTH 3a €ro 0€30MacHOCTD,
KauecTBO U 3P(EKTUBHOCTD;

19) kauecTBO MEAUIIMHCKOTO U3AENHS — CTENIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB H
XapaKTEePUCTUK MEAUIIMHCKOTO U3JIETHS LEJSIM €ro NpeIHa3Hau€HHOI0 UCIIOJIb30BaHUS;

20) TOKYMEHT MO KauyeCTBY MEIUIIMHCKOrO U3AeNus (Jajiee — TOKYMEHT M0 KaYyeCTBY) —
JOKYMEHTBI (MEeXIyHapOJHble, PErMOHANbHbIC), HALIMOHAJIbHbIE CTAHIAPTHI, CTAHIAPTHI
OpraHu3alliy, YCTAaHABIMBAIOIINE KOMIUIEKC TpPeOOBaHMI K KauecTBY, OE€30MacHOCTH,
METOAMKAM UCIBITAHUH, 4 TAK)KE TPAHCIIOPTUPOBKE U XPAHEHUIO METUIIMHCKHUX U3ENIHII;

21) 3 dheKTUBHOCTh MEUIIMHCKOTO U3/IETIUs — COBOKYITHOCTh CBOMCTB U XapaKTEPUCTUK
MEIUIIMHCKOTO W3JAeNus, O0OEeCNeunBalomMmuX JTOCTHKEHHE IIeJed mpeaHa3HauYeHHUs,
YCTAHOBJICHHBIX MPOU3BOAUTEIEM MEIUIIMHCKOTO U3JENUSI U TOATBEPKACHHBIX MPAKTUKOMN
€ro UCIOJIb30BaHUS;

22) DKCHepTHBIA COBET TOCYJApCTBEHHON 3KCHEPTHOM OpraHu3anuu (Jajiee —
DKCIEPTHBIN COBET) — KOJIJIETHAIbHBIN OpraH, CO3/1aBa€Mblii B TOCYJJAPCTBEHHOM 3KCIEPTHON
OpraHU3allHU 110 PACCMOTPEHHUIO CIIOPHBIX BOIMPOCOB B pPe3yJIbTaTax dKCIEPTU3bl, OCHOBAaHUN
(DpuyKH) BBIJAYM OTPULATEIBHBIX 3aKIOUYEHUH O OE€30IaCHOCTH, KadyeCTBE U
3 PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MEAUIMHCKUX U3ACIUA U MPUHATHIO
OKOHYATEJILHOTO PEIICHUS;

23) MoauduKanusg MEAUIIMHCKOTO U3/eusl (BapUaHT MCTIOJHEHUS) — PA3HOBUIAHOCTD
MEIUIIMHCKOTO W3JeNus, UMEKIas OOIue C OCHOBHBIM MEIUIIMHCKUM H3JICIIHNEM
KOHCTPYKTHUBHBIE, TEXHOJIOTHYECKHE TTPU3HAKH, pa3paboTaHHbIC Ha 0a3¢ OCHOBHOTO M3CIIUS
C IEIbI0 €ro YCOBEPIICHCTBOBAHHUS, paclIUpeHUs (YHKIHUOHAIBHOTO Ha3HAYEHUs,
MPUMEHEHUS TU00 CIeIUaIN3aliy TPUMEHEHUS B METUITMHCKUX TETISX;

24) MeIUIMHCKUE U3NENUsS — U3JEIUS MEAUIMHCKOTO Ha3HAYCHUS M MEIMUIIMHCKAs
TEXHUKA,;



25) MoJenb — caMOCTOSITENbHAS €IMHNLA MEAUIIMHCKOTO U3IENHS, WACHTU(PUIIMPOBaHHAS
MPOU3BOJUTEIEM MEAUIMHCKOTO HW3JENHsl, ONpPENeIeHHbIM OYKBEHHBIM, LU(GPOBBIM WU
OYKBEHHO-IIM(POBBIM 0003HAUCHUEM;

26) mpOU3BOJICTBEHHAS IUIOUIAJKa — TEPPUTOPUATILHO O00COOJIEHHBIN KOMIJIEKC
MPOU3BOAUTENS MEIUUMHCKUX W3ACNUN, NpeAHAa3HAYEHHBIA /IS BBINOJHEHUS BCETO
npoliecca IPOU3BOJACTBA MEAUIIMHCKUX U3EIUN UIN €r0 ONPEACIICHHBIX CTaIUN;

2’7) yHOJTHOMOYEHHBIN MPEACTABUTEND MPOU3BOJIUTENS — IOPUANYECKOE WU (PU3NUECKOE
JIULO, 3aPETUCTPUPOBAHHOE B KAYECTBE MHJIUBUAYAIBHOTO MPEANPUHUMATENS, SIBIISIONIEECS
pesunentoM PecnyOnuku KazaxcTaH, ynoJHOMOYEHHBIE JTOBEPEHHOCTHIO MPOU3BOAUTEIS
MEIULIMHCKOTO0 M3JeNus MPEICTaBIsATh €ro HUHTEpechl MO BOMpocaM O0OpalleHus
MEIUIIMHCKOTO u3fenuss Ha Tepputopun PecnyOnukm KaszaxcTtaH B COOTBETCTBUHU C
JIEHUCTBYIOIINUM 3aKOHOAaTeIbecTBOM PecyOnuku Kazaxcran B 00mactu 31paBOOXpaHEHUS;

28) 3asBUTENb — (PU3NYECKOE WIIU IOPUIUUECKOE JTUIIO, SABIISIIOIIEECS MPOU3BOAUTENEM (
W3rOTOBUTENB) WM WX NPEACTaBUTEIEM, Pa3pabOTUYMKOM, BIAJENbLEM WU JEpKaTelieM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS WJIM UX JOBEPEHHOE JUI0, YIOJHOMOYEHHOE M0J1aBaTh
3asBJICHUE, JOKYMEHTbl M MaTepuanbl U BBIIOJHATH JAEHCTBUS, MNPEIyCMOTPEHHBIE
JOBEPEHHOCTHIO JOBEPUTENS HA IPOBEJAEHHUE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB M
MEIHMIMHCKOTO0 M3JENIUS [JIs PETHCTpalvH, NEPEPErUCTpPAlli, BHECEHUS H3MEHEHHUU B
PErHCTPAllMOHHOE J0ChE, MPAaBOMOYHOE I0/1aBATh 3asBJICHMS, JOKYMEHTBI U MaTEPHAIIbI 1JIs
pErucTpaluy UEHbl WK NEPEPErUCTPALlMNA 3apETUCTPUPOBAHHON LIEHBI HAa JIEKAPCTBEHHbBIC
CPEIICTBA WU MEAUIIMHCKOTO U3JIEus, NPpOo(heCCHOHATBHON 3KCIEPTU3HL;

29) TunopasMepHBI psA — psiA U3JETUN, U3TOTOBICHHBIX U3 OJHOPOJHOTO CHIPHS C
o0muMH (U3UKO-XMMUYECKHMMHU CBOMCTBAMU MO OOILIEMY TEXHOJIOTMYECKOMY MpOLECCY,
UMEIoIUe eIMHOE (PYHKIMOHAIbHOE Ha3HAYEHUE U NPUMEHEHHE, OTIUYAIOIIMECsS TOJIbKO
pasMepamMu U (Wiau) oObeMoM W (WJIM) IIBETOM, B COOTBETCTBHUU C JIOKYMEHTAaIUEH
IIPOU3BOAUTEIS;

30) perucTpalioHHOE JOChEe — KOMIUIEKT JOKYMEHTOB U MaTE€pUaIOB YCTaHOBJIECHHOTO
COZEPKAHUSA, IPEACTABIIEMBIN K 3asBJICHUIO HA JKCIEPTU3Y JIEKAPCTBEHHOI'O CPENCTBA U
MEIULUHCKOTO U3EIHS;

31) BHeceHHE HM3MEHEHUM B PETUCTPALMOHHOE JOChE€ — HU3MEHEHHUS, BHOCHUMBbIEC
3aBUTEJIEM B PETUCTPALMOHHOE JOChE€ B IMEPUOJ JAEHCTBHUS PETUCTPALMOHHOTO
YIOCTOBEPEHHUs, HE BIHSAIONIME Ha 0€30MacHOCTb, KauyecTBO U 3(PPEKTUBHOCTH
JIEKapCTBEHHOTO CpEICTBA M MEIMIIMHCKOTO H3JEIUs M MOJJIEkKalUe 3KCIEPTH3E B
COOTBETCTBHHM € HacTtosiuumu [IpaBunamu;

32) I'ocynapcTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX HU3JCIIHUH -
AJIEKTPOHHBIN UHPOPMALIMOHHBIN pecypc, COAepk AN CBEIEHUS O 3apETUCTPUPOBAHHBIX U
pa3pelIeHHbIX K MEIMIMHCKOMY npuMeHeHuto B PecnyOnuke KazaxcraH jexkapcTBEHHBIX
CPEACTB U MEIULIMHCKUX W3/IEIINA;



33) unkorepMc 2020 - MexTyHAPOIAHBIA TOPrOBBIM TEPMHUH CTAHIAPTHBIX YCIOBUM
JOTOBOPOB MEXAYHAPOJHOM KYIUIM-IPOJAXKU, KOTOpbIE pa3pabOTaHbl M OMNpPEAEIICHBI
MexnyHapOIHOW TOProBOW MaIaTOM;

34) yciyromnoiydareiib — CyObeKThI OJYYEHUsI YCIAYTU (PU3NUECKUE U IOpUIUYECKHE
JUIa, 33 HUCKIOYEHHEM LEHTPAJIbHBIX TOCYJAapCTBEHHBIX OPraHOB, 3arpaHydpeskICHHM
Pecnybnuku KazaxcTtaH, MECTHBIX HCIOJHUTEIBHBIX OpPraHoB o0O0JIacTeH, TOpOJIOB
pecnyOJIMKaHCKOTO 3HAUYEHHMsI, CTOJIULBI, paHOHOB, TOPOJOB O0JACTHOTO 3HAYEHHUS, aKUMOB
palioHOB B rOpO/JIe, TOPOAOB PAOHHOTO 3HAYEHHS, [IOCEIIKOB, CEJN, CEIbCKUX OKPYTOB;

35) ycnyrogaTtenb - UEHTpalibHbIE TOCYAapCTBEHHbIE OPTaHbl, 3arpaHyydpeKICHUS
PecnyOomuku Kaszaxctan, MecTHbIE HCHOJIHUTENIbHBIE OpraHbl o0JacTeidl, TOpPOJOB
pecnyOJIMKaHCKOTO 3HAYEHUsl, CTOJIUIbI, paiilOHOB, TOPOJOB 00JACTHOIO 3HAYEHUS, aKUMBI
palioHOB B TOpOJi€, TOPOJOB PAOHHOIO 3HAYEHUS, MOCEIKOB, CEJ, CEIbCKUX OKPYIroOB, a
Takke (U3NYECKHEe M IOPUAUYECKHE JIMIA, OKAa3bIBAIOIIUE TOCYJAPCTBEHHBIE YCIyTH B
COOTBETCTBHHM C 3aKOHOaTenbCcTBOM Pecnyonnku Kazaxcran;

36) KoMMepueckoe MpeasioKEHUEe - JTOKYMEHT, cojepxkaumuid uHpopmamuio o MU,
KOMIUIEKTYIOIIMX M PacXOAHBIX Marepuanax, KOJIMYECTBE, HaMMEHOBAHWHU, MOJEIH,
MIPOU3BOJUTENS, C YKa3aHHEM CTOMMOCTH B pa3pe3e KOMIUIEKTALUU, a TakKe HHPOpMAIUIO
00 yCIOBHUSX TMOCTABKH, MPOBEACHUU TapAaHTUWHOTO U MOCTrapaHTUHHOI'O CEPBUCHOIO
oOcnmyxuBaHus (ykKa3aHHMEM CpPOKOB) M BO3MOXHOCTbIO OOYUYEHHS CIEI[HAIUCTOB
OpraHu3alyu 31paBOOXPAHEHNUS;

37) pacxoaHbIi MaTepual K MEAULUUHCKOMY H3JEIUI0 - M3JEIUsS U MaTepualsl,
pacxoyemMbie TIPHU KUCIOIb30BAHUHU MEIUIIMHCKOTO U3JIeTusl, 00eceyrBaloue IpoBeIeHne
MaHUITYJISIUI B COOTBETCTBHH € €0 (PYHKIIMOHAJIBHBIM Ha3HAYEHUEM;

38) pedepenTHOE 1IeHOOOpa30BaHUE HA U3JIETUS MEIUIIMHCKOTO HA3HAYEHHUS - CUCTEMA
aHajgu3a 1IeH Ha TOProBO€ HAMMEHOBAHUE M TEXHHYECKYIO XapaKTePHUCTUKY H3AEIIHs
MEIUIUHCKOTO HAa3HAYE€HUs, OCHOBAaHHAsg Ha MPEJCTABICHHBIX 3asiBUTEJIEM II€HAX
npou3BoauTesis, B coorBeTcTBUH ¢ yeanoBussmu DDP MHKOTEPMC 2020, ogHOTO 1 TOTO %€
IIPOU3BOAMTEIIS OAHOTO U TOTO K€ MEAUIIMHCKOTO U3/I€TUs C yY€TOM KOMIUIEKTHOCTH, BUAA U
TUIIOPA3MEPHOTO pAJla, a TaKke PaKkTUYECKOH 1eHbl mocTaBok B PecnyOnuky Kaszaxcran;

39) enuHuLa U3MEPEHUS U3EIUS MEIULIIMHCKOTO Ha3HAYEHUS - OJJHA €IMHULIA U3ETUS
MEIUITTHCKOTO Ha3HAUEHHUS C y4eTOM (haCOBKH, KOMIUIEKTHOCTH WJIU TIEPBUYHON YITaKOBKH;

40) rocynapcTBeHHas yciyra - oaHa u3 (opm peanu3anuu OTAeIbHBIX TOCYAapCTBEHHBIX
GYHKIUI WM UX COBOKYITHOCTH, OCYIIECTBIISIEMBIX MO OOpaIIeHUI0 WM 0e3 oOpaiieHus
yCIIYromnojiyyaresieil M HalpaBlIeHHBIX Ha pealM3alli0 UX MpaB, CBOOOJ M 3aKOHHBIX
MHTEPECOB, MPEJOCTABICHHE UM COOTBETCTBYIOIIMX MaTEPUAIbHBIX WM HEMATEpPUATbHBIX
Omxar;

41) aHanu3 1eH MEIULIUHCKOTO U3SIHs JUIsl TUarHOCTUKU BHE JKUBOTO opraHu3Ma (in
vitro), npousBojuMble Ha Tepputopuu PecnyOnuku Kazaxcran B paMkax JOJITOCPOYHBIX
JOTOBOPOB TOCTaBKH, 3aKJIIOUYEHHBIX ¢ EQWHBIM OUCTPUOBIOTOPOM - CHUCTEMa aHajau3a



IIEHOOOpa30BaHUsl Ha TOProBO€ HAWMEHOBAHHE M TEXHHUYECKYIO XapaKTEPUCTHKY
MEJIUIIMHCKOTO U3IeTUs JIJIsl TUarHOCTUKHU BHE JKMBOTO OpraHu3mMa (in vitro), Ipou3BOIUMbIC
Ha TeppuTopun Pecmybmuku Kazaxcran B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTaBKH,
3aKJIIOYEHHBIX ¢ EJWHBIM JUCTPUOBIOTOPOM OCHOBAHHAasT Ha OMPEJCICHUN IICHBI
METUITTHCKOTO M3CIUS JIJIsl TUATHOCTUKY BHE KUBOTO OpraHu3ma (in vitro), mpou3BOANMBIC
Ha Tepputopun Pecnybnuku KazaxcTtaH B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTaBKH,
3aKJIIOUCHHBIX ¢ EAMHBIM TUCTPUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOMINX OT TPOU3BOIUTEIIS,
Pacxo/I0B CBSI3aHHBIX C IOCTABKOM M HALIEHKU MIPU peaI3allly;

42) Enuauna uaMepeHus: MEAUIUHCKOTO M3JeNus JJIsi TUAarHOCTUKUA BHE >KHUBOTO
opranusma (in vitro), mpou3BoguMbie Ha Tepputopuu Pecnybnmuku Kazaxcran B pamkax
JOJITOCPOYHBIX JOTOBOPOB IMOCTABKH, 3aKJIIOYEHHBIX ¢ EMWHBIM TUCTpUOBIOTOPOM - OJHA
MOJIETh MEIUIIMHCKOTO H3JeTus Il JUArHOCTUKH BHE JXMBOTO opraHm3Ma (in vitro),
npou3BoaAuMbIe Ha TeppuTopun PecnyOnuku Kazaxcran B pamkax 10ATOCPOYHBIX JOTOBOPOB
MMOCTaBKH, 3aKJIIOUYCHHBIX C EAMHBIM AUCTPUOBIOTOPOM;

43) MozeNib METUIIMHCKOTO U3/IEHs JJI IMarHOCTUKU BHE KUBOTO opranusma (in vitro),
MPOU3BOIUMBIEC Ha TeppuTopuu PecnyOnuku Kazaxcran B paMkax JOJTOCPOUYHBIX IOTOBOPOB
MOCTaBKH, 3AKJIIOYEHHBIX C EAWHBIM JUCTPUOBIOTOPOM - CaMOCTOSITEIbHAs €IMHUIIA
MEJIUIIMHCKOTO U3JIeTUs Il TUarHOCTUKHU BHE KMBOTO OpraHu3Ma (in vitro), Ipou3BOIUMbIC
Ha Tepputopun PecmyOnmuku KazaxcraH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTABKH,
3aKJIOUYEHHBIX C EAUMHBIM JUCTpUOBIOTOPOM, HACHTU(GUIHMPOBAHHAS MPOU3BOIUTEIEM
MEUITMHCKOTO U3JICTUs OMPEACICHHBIM OyKBEHHBIM, IU(PPOBBIM MIIH OYKBEHHO-IIU(POBBHIM
0003HaYEHHUEM;

44) moptain pepepeHTHOro IIEHO0OPa30BaHUS - ABTOMATU3UPOBAHHASI MHPOpPMAIMOHHAS
CHUCTEMA rOCYJapCTBEHHOM SKCIIEPTHOW OpraHU3alNH;

45) snexkTponHas uudposas noanuch (ganee - I1UII) - Habop FNEKTPOHHBIX HUPPOBBIX
CHUMBOJIOB, CO3/ITaHHBIN CPEJCTBAMHU IJICKTPOHHON MU(PPOBON MOAMKUCH U TOITBEPKAAOITUN
JIOCTOBEPHOCTh DJICKTPOHHOT'O JIOKYMEHTA, €ro NPHUHAJICKHOCTh M HEU3MEHHOCTh
COJICpKaHMUS;

46) rocynapCTBEHHBIM opraH B cdepe oOpalleHHs JEeKapCTBEHHBIX CPEACTB H
MEIMIIMHCKUX M3JeNHil (Janee — rocyJapCTBEHHBIM OpraH) — rocyJAapCTBEHHBIN Opras,
OCYIIECTBISIIOIIUM PYKOBOJACTBO B cdepe oOpamieHus JTeKapCTBEHHBIX CPEACTB U
MEJIUIIMHCKUX U3, KOHTPOJIb 32 00paIlleHuEM JIEKApCTBEHHBIX CPEACTB U MEIUIIMHCKHUX
WU3CINM;

47) ynoJTHOMOYEHHBI OpraH B 00JacTH 3APaBOOXPAHEHUS (J1ajee - yIOJIHOMOYECHHBIN
OpraH) - LEHTPAJbHBI HMCHOIHUTENBHBIA OpraH, OCYUIECTBISIOUUN PYKOBOJACTBO U
MEXOTpPacieBYI0 KOOpPAMHALMIO B OOJIaCTM OXpaHbl 370pOBbsl TrpaxiaH PecnyOnuku
Kazaxctan, wMeauuuHckoil u ¢apManeBTUUYECKOW HAyKH, MEIULHMHCKOTO U
(dbapMaieBTUYECKOr0 00pa30oBaHMsl, CAHUTAPHO-IIMUJIEMHOIOTHYECKOTO OJIaronoyyus
Hacenenus, oopamenus JIC u MU, kauectBa okazaHusi MEIUIMHCKUX YCIYT (TTIOMOIIIN);



48) BaMaanus peruCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHOE CPEJICTBO WM MEIUIIMHCKOE
U3JIeJINEe - OLIEHKA MOJHOThI, KOMIUIEKTHOCTH M MPaBUIBHOCTH O(QOPMIIEHUS TOKYMEHTOB,
aHAJIN3 HOPMATHUBHOTO JIOKYMEHTa IO KauyeCTBY, MPEJACTABICHHBIX 3asBUTEJIEM B
PErUCTPALlMOHHOM JIOChE;

49) OmoaHaNOTUYHBIN JIEKAPCTBEHHBIN mpemnapar (O6moaHanor, OHOMOIOOHBIM
JIEKapCTBEHHBIN Mpenapar, OMOCUMUISP) — OMOJOTHYECKUN JIEKApCTBEHHBIN Mpemnapar,
KOTOPBIA COJIEPKUT BEPCHIO0 JEHCTBYIOLIETO BEIIECTBA, 3aPETHUCTPUPOBAHHOIO
OMOJIOTUYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOTO TMpemnapata Wid pedepeHTHOro
JIEKapCTBEHHOT0 MpernapaTa u Mo KOTOPOMY MPOJAEMOHCTPUPOBAHO CXOJCTBO (1MO100ue) Ha
OCHOBE CpPAaBHUTEIBHBIX HCCIEIOBAHUNM 10 I[OKAa3aTeasM KadecTBa, OMOJOTHMYECKO
aKTUBHOCTHU, 6€301acHOCTU U 3 (PEKTUBHOCTH;

50) OMOAOCTYITHOCTh — CKOPOCTh U CTEINEHb, C KOTOPOH aKTHBHOE BEIIECTBO BCACHIBAETCS
U3 JIEKapCTBEHHOMN ()OPMBI M CTAHOBUTCS IOCTYIHBIM B MECTE JCHCTBUS;

51) Ouonoruueckuil JIEKapCTBEHHBI MpenapaTr — JIEKapCTBEHHBIN Mpenapar,
JEHCTBYIOIIEE BEIIECTBO KOTOPOTO MPOU3BEICHO WM BBIACICHO M3 OHOJIOTHYECKOTO
MCTOYHMKA U JJI1 ONIMCAHUsI CBOMCTB M KOHTPOJISI KAYECTBA KOTOPOTO HEOOXOAUMO COUETAHHE
OMOJOTrMYECKUX U (PU3UKO-XMMHUYECKHX METOJOB aHalM3a C OLIEHKOW NMPOU3BOACTBEHHOIO
npoliecca U METO/I0B €ro KOHTPOJIS;

52) OMOTEXHOJOTHYECKUN JIEKAaPCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Ipemnapar,
IPOU3BEECHHBIN MPU MOMOIIM OMOTEXHOJOTHUECKUX MPOIECCOB U MPUMEHEHUSI METOOB C
HCIIOJIb30BAaHUEM TEXHOJOTUN PEKOMOMHAHTHOW JE30KCHPUOOHYKIEHMHOBONH KHCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUH T'€HOB, KOAUPYIOMHUX BbIPAOOTKY OHOJOTMYECKH AKTUBHBIX
0€IKOB, THOPUIOMHBIX TEXHOJOTMHA, MOHOKJIOHAJIBHBIX AHTUTEN WIH JPYyTUX
OMOTEXHOJIOTUYECKHX MPOIIECCOB;

53) 6uodapmaiieBTHueckas cuctema kiaccudukanuu (nanee — bCK) — nayunas cucrema
KJIaCCU(UKAIIMU AaKTHBHBIX BEIIECTB Ha OCHOBE WX pPACTBOPUMOCTH B cpeaax ¢
OTpeACICHHBIM TOKa3aTelieM KUCIOTHOCTU (mesnouHoct) (pH) U cTeneHu npoHUKaHUS
4yepe3 CTCHKY KUIIEYHHKA;

54) 6uosoruyeckasi 5KBUBAJICHTHOCTh (OMOAKBHUBAJICHTHOCTh) — OTCYTCTBHE 3HAYMMBIX
pa3uyuil 0 CKOPOCTU U CTENEHHU, C KOTOPHIMHU JIEUCTBYIOLIEE BELIECTBO WM AKTUBHAs
4acTh MOJICKYJIbl JIEMCTBYIOIIETO BellecTBa (hapMalleBTUUECKUX SKBUBAJIECHTOB WIH
(apMaleBTHUECKUX ANbTEPHATHB CTAHOBATCS AOCTYIHBIMU B MECTE CBOErO JCUCTBUS NpU
BBEJICHUM B OJMHAKOBOM MOJIAPHOM J03€ B CXOXKHUX YCJIOBHSIX B HCCIEJOBAHUHU C
HaJJIeXKaIUM JU3alHOM;

55) opuruHaNbHBIN JEKapCTBEHHBIN MpenapaT — JEKapCTBEHHBIN MpenapaT ¢ HOBBIM
JEUCTBYIOIIUM BEIIECTBOM, KOTOPBIA ObUI MEPBBIM 3aperHCTPUPOBAH W pa3MElIeH Ha
MHUPOBOM (papMalleBTUYECKOM DPBIHKE, HA OCHOBAHUH JI0CHE, COAEPIKALIEr0 Pe3yJbTaThl
MNOJHBIX  JIOKJIUHUYECKUX (HEKJIMHUYECKUX) ¢ KIMHUYECKUX HCCIEOBaHUM,
MOATBEPKIAIOIIUX €ro 0€30MaCHOCTh, Ka4eCTBO U 3P(PEKTUBHOCTD;



56) mpouenypa "OuoBeiiBep" — mporeaypa, B COOTBETCTBUU C KOTOPOU ompejeneHne
HKBUBAJIEHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O CPe/ICTBA (TeHEpUKa) IPOBOAUTCS Ha
OCHOBaHUM OWOdapMarieBTUUECKOW CHUCTEMBl KJIacCUPUKAIMU © Pe3yIbTaTOB
CpPaBHHUTEIBHBIX MCCIIEIOBaHNN BHE OpraHu3Ma (MH-BUTPO) C UCTIOIB30BAHUEM HCIIBITAHHS "
PacTBopenue" u mpuMeHseTCS ISl TBEPABIX JIEKAPCTBEHHBIX (POPM HEMEIJIECHHOTO
BbICBOOOXIeHUS (1 1 3 Kitace mo 6nodapMalieBTUYECKOM cUCTeEME KilacCU(UKAIIN);

57) ruOpuaHbld JEKapCTBEHHBIM INpemnapaTr — JIEKAPCTBEHHBIM Npenapar, He
MoANaAaONMiA MO OIpeeTIeHNe BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO Iperapara Mpu
HEBO3MOXXHOCTH TOATBEPKIACHUS €r0 OMOIKBHUBAJICHTHOCTH C TMOMOIIBIO MCCIIEIOBAHUN
OMOJIOCTYTHOCTH, a TaK)Ke B Cllydae, €Cly B JaHHOM Ipernapare MPOU30IUIA W3MEHEHUS
JICHCTBYIONIETO0 BelIlecTBa (BEMIECTB), MOKa3aHWH K NPUMEHEHHUIO, IO3UPOBKHU,
JIEKapCTBEHHOM (hOPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHUIO C OPUTHHAIBHBIM MPENapaToM;

58) romeomatuyeckuil JEKapCTBEHHBIM MpemnapaT — JICKAPCTBEHHBIM Mpemnapar,
MPOM3BEACHHBII IO TOMEOMATUIECKOW TEXHOJIOTUU C MCIOJIb30BAHUEM TOMEONAaTHYECKOTO
CBIPbsl B COOTBETCTBUHU ¢ TpeboBaHusiMu (apmakoneir Pecnyonuku Kazaxctan u (uim)
EBpa3zuniickoro 3KOHOMHYECKOT'O COI03a HJIM B CIydae WX OTCYTCTBUS B COOTBETCTBUU C
TpeOOBAHHUSIMU TOMEOTIATHYECKUX (PapMaKornei;

59) nexapCTBEHHOE CPEJCTBO — CPENICTBO, MPEACTABIAIONIEe COO0M MM coliepxKallee
BEIIECTBO JINOO KOMOMHAIIMIO BEIIECTB, BCTYMAIOIIEE B KOHTAKT C OPraHW3MOM YeJIOBEKa,
npeHa3HaYeHHOE IS JIeYeHUs], MPO(UIAKTUKH 3200JIEBaHHI YeI0BEKa UM BOCCTAHOBIICHUS
, KOPPEKIIMH WIH W3MEHECHUS ero (HU3HOJOTHYCCKUX (YHKIUH TOCPEICTBOM
(bapMaKkoJIOTHYECKOT0, HMMYHOJOTUYECKOT0 MO0 METa00IMUYEeCKOTO BO3ICUCTBUS, UITU JIJIS
JAMArHOCTUKH 3a00JIEBaHUN U COCTOSIHHSI YEIOBEKa;

60) 3akitoueHne 0 6€30MacHOCTH, KauecTBe U A((HEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA
— JIOKYMEHT, COJEpXKalluii pe3yJbTaThl HKCIEPTU3BI 3asABJICHHOTO Ha TOCYJIapCTBEHHYIO
pEerucTpanuio, MNepeperucTpalnio Wil BHECEHHE U3MEHEHHH B PETHUCTPALMOHHOE JOChE
JIEKapCTBEHHOT'O CPEJICTBA;

61) HepamumoHanbHasi KOMOWHAIMs COCTaBa JIEKAPCTBEHHBIX CPEACTB — COCTaB
JIEKApCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOIIUN MpeArnojaraeMbeiM (papMaKoIOru4ecKuM
CBOMCTBAM U JICUCTBHIO;

62) MHCTPYKIHS MO MEIULIMHCKOMY NPUMEHEHHUIO JEKapCTBEHHOTO cpeacTBa (
JUCTOK-BKJAJbIII) — JOKYMEHT, coAepxamuid HHPOpMALUI0 [Jsi NOOTpeOuTens u
COIIPOBOXJIAIOIIMI JICKAPCTBEHHBIN IpenapaT B YIIAaKOBKE;

63) HOpMATUBHBIN JOKYMEHT MO Ka4eCTBY JIEKAPCTBEHHOI'O CPEACTBA — MOKYMEHT,
YCTaHABIUBAIONIMNA TpeOOBaHUS K KOHTPOJIIO KadecTBa JIEKAPCTBEHHOTO CpEJCTBa B
MOCTPETUCTPAIIMOHHBINA MEpUOJ HAa OCHOBAaHUU MPOBEACHHOM PKCIEPTU3bI JEKAPCTBEHHOTO
CpEICTBA MPHU €r0 PETUCTPALMU U COJIEPKALINil crieu(UKALINIO, OIMCAHNE aHATTUTHYECKIX
METOJIUK ¥ UCTIBITAHUN JIEKAPCTBEHHOT'O CPEACTBA WIIM CCHUIKM HA TaKHE MCTBITAHUSA, & TAKXKe
COOTBETCTBYIOIINE KPUTEPUU MPUEMIIEMOCTH ISl TIOKa3aTelNeil KauecTBa;



64) ctangapTHBIE 00pa3ilbl JEKAPCTBEHHBIX CYOCTAaHIIUM M WX MPUMECEH — BEIIecTBa
CpPaBHEHHS, HCIOJb3yeMble MPU MPOBEACHUM SKCIEPTU3bI HCIBITYEMBIX JIEKAPCTBEHHBIX
CPEICTB;

65) mpou3BOAUTENb JEKAPCTBEHHBIX CPEJICTB — OpraHU3allusl, OCYIIECTBISIONIAs
NEATEIbHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB U HMEIOIIAsl JIMIEH3UIO Ha
IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

66) JeKapCTBEHHOE PACTUTEIBHOE CHIPhE — CBEXXHE WJIM BBICYLIEHHBIE PACTECHUS,
BOJIOPOCIIH, TPUOBI WM JUIIAWHUKA JUOO WX YacTH, LEJIbHBIE WM H3MEIbUYCHHBIE,
UCIIOJIb3yeMbI€ JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;

67) obmras xapaKTepUCTHKA JICKAPCTBEHHOT'O CPEACTBA - JOKYMEHT, YTBEPKIAEMbIi
YIIOJTHOMOUYEHHBIM OPTraHOM IMPU TOCYAApPCTBEHHON PEeTUCTPaAlUM JICKAPCTBEHHOTO CPEJICTBA,
cozepKammii HHQOPMAIUIO ISl METUIIMHCKUX PAOOTHUKOB O O6e30macHOM U 3(P(HEKTUBHOM
IPUMEHEHHH JIEKAPCTBEHHOT'O IIpenapara;

68) nekapCTBEHHBIN Mpernapar ¢ XOpPOIIo U3YYEHHBIM MEAUIIUHCKUM MPUMEHEHUEM —
JIEKapCTBEHHBIN IMpenapar, aKTUBHOE BEMIECTBO KOTOPOTO XOPOIIO HM3YyYEHO B XOJ€
MEIMIIMHCKOTO MPUMEHEHHUS, MPU TOM MPU3HAHBI €ro 3(PPEeKTUBHOCTH U MpUeMIIEMas
CTeneHb 0€30MaCHOCTHU, MOATBEPKACHHBIC MOIPOOHBIMU OUOIMOTrpadUIECKUMH CChUIKAMU
Ha OMyOJUKOBAaHHBIE JAHHBIE O MOCTPETHUCTPALMOHHBIX W (WJIM) SIUIEMHUOIOTHUYECKHUX
HCCIIEOBAHUAX, W Mpoluuio He MeHee 10 jer ¢ JaThl MEepBOTO CUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOI'O MPUMEHEHHs JEUCTBYIOUIEro BellecTBa (JIEUCTBYIOIIUX BEIIECTB)
JAHHOTO JIEKApCTBEHHOIO Mpernapara;

69) nexapcTBeHHBIE IpenapaThl nepenoBoi Tepanuu (nanee — JITIIT) — nexkapcTBeHHBIE
npenaparbl MEAUIIMHCKOTO MPUMEHEHHUS, SBISIIONIUECS JICKAPCTBEHHBIMU IMpenapaTamu
T€HHOM Tepamuu, Tepanud COMAaTHUYECKUMH KJIETKAMHU, TKAaHEMHKEHEPHBIMH IpernapaTaMmu
WM KOMOMHHUPOBAHHBIC Mpenapathl sl IEPEAOBOM Tepanuu;

70) UMMYHOJOTHYECKUH JIEKAapCTBEHHBINH mpemapaT (MMMYHOOMOJIOTHYECKUM
JIEKapCTBEHHBIM TMpemnapaT) — JIEKApCTBEHHBIM Tpenapar, MpeaHa3HAYeHHBIN IS
dbopMupOBaHHS AKTUBHOTO WM TACCHUBHOTO MMMYHUTETA WM JUATHOCTHKW HATHMYHS
UMMYHUTETA, WM JUATHOCTUKH (BBIPAOOTKH) CTIEIMPUIECKOTO TPUOOPETEHHOIO0 U3MEHEHUS
MMMYHOJIOTHYECKOT0 OTBETA Ha aJNIEPTU3UPYIOIINE BEILIECTBA;

71) nnan ynpasiieHUs] pUCKaMH — TOJAPOOHOE OMKMCAHUE CUCTEMbI YIIPABIICHUS PUCKAMH;

72) nepuoauYecKuil OOHOBJISEMBIM OTYET MO O€30MaCHOCTH — OTYET AepiKaTems
PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara 3a ONpeAcICHHBIN Mepruo
BpPEMEHHM B TEUEHHUE MOCTPETrHCTPAIMOHHOrO MEpUoAa MNPEAOCTABIISIEMBIA ISl OLICHKHU
COOTHOIIIEHHUS "MOJIb3a — PUCK" JIEKAPCTBEHHOTO IMpEIapara;

73) BOCIpOU3BEICHHBIN JIEKAPCTBEHHBIN MpernapaT (FreHepuK) — JIEKapCTBEHHbBIN IIpenapar
, KOTOpBIM MUMEET TAaKOW K€ KOJMYECTBCHHBIM M KAYECTBEHHBIM COCTAB JEHCTBYIOLIHUX
BEIIECTB U Ty )K€ JIEKAPCTBEHHYIO ()OPMY, UTO U OPUTHMHAIBHBIN JIEKApCTBEHHBIN Mpenapar, u
OMOSKBUBAJICEHTHOCTh KOTOPOTO OpPUTMHAIBLHOMY  JICKAPCTBEHHOMY  IIpemnapary



MOJITBEPKIAETCS] COOTBETCTBYIOIIMMU UCCIEOBAaHUAMHI OUOAOCTYNTHOCTH. Pa3nuunsbie counu,
3(UpBbL, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIM MPOU3BOHBIE IEHCTBYIOLIETO BEIIECTBA
MPU3HAIOTCA OJHUM M TE€M K€ JCHCTBYIOIIMM BEIIECTBOM, €CIH HX O€30MacCHOCTh U
3¢ (PEeKTUBHOCTh CYIIECTBEHHO HE OTJIMYaloTcs. Pa3znuuHbie jexapcTBeHHbIE (OPMBI s
npueMa BHYTPb C HEMEUICHHBIM BBICBOOOXKJICHMEM BEIIECTB MPU3HAIOTCS B paMKax
UCCJIeOBAaHNN OMOJOCTYITHOCTH OJTHOM M TOM K€ JIeKapCTBEHHOU (POpMOii;

74) cTpanbl peruoHa MexayHapoJHONH KOH(PEPEHIIUH M0 TapMOHU3AIMU TEXHUYECKUX
TpebOBaHMI K OperucTpaluu JeKapCTBEHHBIX MPEnapaToB JJIsi METUITMHCKOTO TPUMEHEHUS (
ICH) (AiCuDdiiu) — rocyaapctBa, peryJyisiTOpHbIE OpraHbl KOTOPBIX BXOJSAT B COCTaB
yupenuteneit u noctossHHbIX wieHoB ICH (ctpansr EBpormeiickoro corosa, Benukoopuranus,
Coenunennsie llrarer Amepuxu, Anonus, lseiinapus, Kanaga) (nanee — ctpansl peruoHa
ICH (AiCuDdiim));

75) DKCHEepTHBIA COBET TOCYJAapCTBEHHOM AKCIIEPTHOM OpraHuzanuu (gagee —
DKCIEPTHBIN COBET) — KOJIJIETHAIBHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM 3KCIEPTHON
OpraHU3allHU 10 PACCMOTPEHUIO CIIOPHBIX BOMPOCOB B pe3yJIbTaTax 3KCIEPTU3bI, OCHOBAaHUN
(DpuyMH) BBIJAYM OTPULATEIBHBIX 3aKJIOUYEHUM O OE30IaCHOCTH, KadyecTBE U
3¢ (HEKTUBHOCTH JIEKapCTBEHHOI'O CPEJCTBAa WM MEIULMHCKOTO HU3JEIUs U TNPUHATHIO
OKOHYATENBHOTO PELICHUS;

76) opdannblii (penkuil) JeKapCTBEHHBIM MpemnapaT — JIEKapCTBEHHBIA Mpemapar,
NpPEAHA3HAYEHHBIM JUISI JUArHOCTUKH, STHUOMATOT€HETUYECKOTO WA MaTOTE€HETUYECKOTO
nedeHus ophaHHbIX (peaKux) 3a00JIeBaHMI, YaCTOTa KOTOPHIX HE MPEBbIMIAET O(YUIIHATBLHO
ornpeneneHHoro yposss B Pecnyonuke Kazaxcran;

77) panuodapMalleBTUYECKUI JTE€KapCTBEHHBIN ITpenapar — JIEKapCTBEHHbIN Ipenapar,
COJIep KaIIiii B TOTOBOM JUJIsl IPUMEHEHUS! COCTOSIHUM OJMH WM HECKOJIBKO PaIUOHYKIUIOB (
pPaJMOaKTUBHBIX HM30TOMOB) B KauyecTBE JEHCTBYIOUIErO BEIIECTBA HJIM B COCTaBe
JICVCTBYIOIIETO BEIIECTBA;

78) pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIM Ipenapar, KOTOPbIN
HCIIOJIB3YETCSI B KayeCTBE Ipenapara CPaBHEHUSA U SABJISACTCA ITAIOHOM, IO KOTOPOMY
OTNpeNestoTCs (HOPMUPYIOTCS) CBOMCTBA JICKAPCTBEHHOTO Mpernapara;

79) Hannexaniasi IPOU3BOICTBEHHAS MPAKTHUKA — COCTaBHAS YaCTh CUCTEMBI 00eCTICUEHUs
KauecTBa, FapaHTUPYIOIasi IPOU3BOJACTBO U KOHTPOJIb KaUECTBA JIEKAPCTBEHHBIX CPEACTB 10
CTaHAapTaM B COOTBETCTBHM C UX IpPEIHA3HAYEHUEM U TPEOOBAHUAMH PETUCTPALMOHHOTO
NOCBE;

80) nepkarenb perucTPALMOHHOTO YIOCTOBEPEHUS — IOPUINYECKOE JIULIO, SBIISIOIIEECs
pesuneHToM Wik HepesuaeHToM PecnyOnuku KazaxcraH, Ha MMs KOTOPOTO BBLAAHO
PETUCTPALIMOHHOE YIOCTOBEPEHHE HA JIEKAPCTBEHHBIN MPEIapar;

81) dapmaneBTudeckas cyOctanmus (akTuBHas (papmarieBTHUECKass CyOCTaHIIUS) —
JEKapCTBEHHOE CpEJCTBO, NPEIHA3HAYEHHOE IS MPOU3BOJACTBA W HM3TOTOBJICHUS
JIEKapCTBEHHBIX IPENapaToB;



82) wuccienoBaHuE JKBUBAJICHTHOCTU — HCCIEIOBAaHME, KOTOPOE OIpeAessieT
AKBUBAJICHTHOCTh MEXKJYy T€HEPUKOM U OPUTHMHAIBHBIM (pe(epeHTHBIM) JIEKAPCTBEHHBIM
CPEACTBOM IMPU HCHOJIb30BAHUM HUCCIEIOBAaHWM WH-BUBO (BHYTpH Opranusma) u (Wiun)
WH-BUTPO (BHE OPTraHU3Ma);

83) JleKapCTBEHHBIN PACTUTENbHBIN MpenapaT — JEKApCTBEHHbBIN MTpenapar, coAaepKauui
B KQUECTBE AKTUBHBIX KOMIIOHEHTOB UCKIIOUNUTEIBHO JIEKAPCTBEHHOE PACTUTENIBHOE ChIPhE U
(unn) mpenapaThl Ha €r0 OCHOBE;

84) mo3upoBKa — KOJIUYECTBO (COJEpKaHKE) NEUCTBYIOIIETO BEIIECTBA B €IMHUIIE
JIEKapCTBEHHOM (hOPMBI, a TaKXKE€ B €IUHUIIE MACCHI WJIK 00beMa JIEKApCTBEHHOIO Mpernapara,
3HAYMMOE JJIS IPaBUIILHON HICHTU(DHUKAIIMY U TPUMEHEHUS JICKAPCTBEHHOTO Mperapara;

85) pedepeHTHBIE CTpaHbl — CTPaHbl €BPOMEMCKOTO U IIEHTPATbHO-a3MATCKOT0 PErHOHa,
MaKpOIKOHOMHUYECKH comocTaBuMbie ¢ PecmyOnmkoit Kazaxcran, oTHocsmuecs K Tpymnme
CTpaH BBICOKOTO, BBIIIE CPENHEr0 WM HHUXKE CPEIHEro YpPOBHS JOXOJOB, COIJIACHO
Kiaccupukanuu BecemupHoro 6aHka 1o ONEHOYHOMY YPOBHIO BaJIOBOI'O HAIlMOHAIBHOTO
J0X0Jla Ha AYIIy HACEJICHHs, U3 KATEropuM KpeauTyeMblXx MeXayHapoJHbIM OaHKOM
PEKOHCTpYKUMU U pa3Butusa (AzepOaitmxkan, benapyce, bonrapus, Benrpus, Keipreizcran,
[Tonwmma, Poccus, CioBenust, Typums, Y30ekucran);

86) 3apeructpupoBanHas 1ieHa B pamkax [ OBMII u (wnm) B cucreme OCMC — pacueTHas
6a3oBas 1ieHa Ha ToproBoe HanMmeHoBaHue JIC mis GpopMupoBaHUsS TPEACIBbHON IIEHBI Ha
ToproBoe HauMeHoBaHue B pamkax ['OBMII u (unu) B cucteMme OCMC, cocrosiias u3 1eHbl
MIPOU3BOJIUTEIIS,

89) DDP MHKOTEPMC 2020 — MexIyHapOJHbIA TOPTOBBIM TEPMUH CTaHIAAPTHBIX
YCIOBHUIM JOTOBOPOB MEXAYHAPOJHOM KYIUIM-IPOJAXXKH, KOTOpbIE pa3padOTaHbl H
onpeneneHsl Mex1yHapOJHOW TOProBOU IMaJIaTou.

90) pedepentHoe neHoobpazoBanue Ha JIC - cucTeMa aHanu3a 1IEH HAa TOPTOBOE
HanMmeHoBaHue JIC, ocHOBaHHas Ha MPEACTABICHHBIX 3asBUTEIIEM LIEHAX OJHOTO U TOTO ke
npousBoautens JIC ¢ ogHUM M TeM K€ aKTUBHBIM BELIECTBOM, C YUYE€TOM JIEKapCTBEHHOM
(GbopMBI, KOHIEHTpAIlUKM W JO3UPOBKH B pedEpEeHTHBIX CTpaHaX W JaHHBIX CalTOB
MEKIYHApOJHbIX OpTaHW3alui, B TOM 4ucie B cTpaHe npousBoautens JIC mpu ero
peanuszanuu, a Takxke pakTuyeckoi 1eHsl BBo3a B PecniyOnnky Kazaxcran;

91) enunuiia uzmepenus JIC (enuHuia 3aKyna) — eAMHUIA TO3UPOBAHHOM (pa3/ieICHHOM)
JIEKapCTBEHHOU (POPMBI WM OTPAaHUYEHHOTO TEPBUYHOM YMaKOBKOW oObema (Macchl)
HEJI03UPOBAHHOM (HEpa3eieHHOM) JiekapcTBeHHOM (popmbr 1t JIC;

92) 3apeructpupoBaHHas LI€HA AJi1 ONTOBOW M PO3ZHUYHOM pealin3alld — pacyeTHas
6a3oBas 1ieHa Ha ToproBoe HanMmeHoBaHue JIC mis GpopmMupoBaHUsS TIPEACIBbHON IIEHBI Ha
toproBoe HauMeHoBaHue JIC s onToBoil M po3HU4HOM peanuszaunu JIC, cocrosmas u3
MpeAeabHOMN IIEHBI TPOU3BOIUTEIS;

93) KazaxcTanckuil HalMOHAJbHBIM JIEKAPCTBEHHBIN (GOPMYJsip — MEpeyYeHb
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
MEIULIMHCKOTIO CTPAXOBAHHUSI.

I'maBa 2. Ilopsnok oka3zaHWsA KOMIIO3UTHOM IOCYAapCTBEHHOM yciuyTH "Perucrpamus
JIEKapCTBEHHBIX CPECTB M MEIUIIMHCKUX HM3AEIHH IO PUHIMITY "€IHHOro OKHA"

13. Jlns monydyeHuss KOMIIO3UTHOM TrocylapcTBeHHOM ycnyru "Perucrtpanus
JIEKApCTBEHHBIX CPEACTB U MEIUIMHCKUX M3ACJIHUIN MO MPUHIMIY "eIUHOro okHa" (nanee —
rocyJIapCTBeHHas yciiyra) (u3nyecKue Win I0pUanYecKre iuia (J1ajee - yeIayromnoiayyaTesb)
yepe3 HH(POPMAIIMOHHYIO CUCTEMY YIIOJIHOMOYEHHOT'O0 OpraHa MoJaoT 3asBiieHue 1o ¢hopme,
corylacHo mnpuiiokeHussM |1 u 2 x Hacrosmmm IlpaBuiam, moanuMcaHHOE SJIEKTPOHHOU
nudposoit mnoanuceto (manmee — OLII) ycayromonydaTtens WIM yJIOCTOBEpPEHHOE
OJIHOPA30BbIM MApOJIEM, NPU PETHCTpalMd W TOAKIIOYEHUS aOOHEHTCKOro HOMepa
YCIIyTOIoJIy4yaTess, MPeaOCTaBICHHOIO OIEpaTOPpOM COTOBOM CBA3U, K YYETHOM 3alUCU
MH(OPMAIMOHHOW CUCTEMBI YIIOJTHOMOYEHHOT'O OpraHa.

14. HaumeHoBaHue rocyJapcTBEHHON YCIyTd, HAMMEHOBAHUE YCIyroJaTelis, CliocoObl
MPEAOCTaBICHUS, CPOK OKa3zaHus, GopMmy, pe3yibTaT OKa3aHUs TOCYAapCTBEHHOUN YCIyTH,
rpaduk paboThl yciayrogaresns U 00beKTOB HHPOPMAIIHH, IIEpeueHb JOKYMEHTOB U CBEJICHUH,
UCTpeOyEMBIX Y YCIyTOIMOIyYaTels A5l OKa3aHUsl TOCYAapCTBEHHOW YCIYTH, OCHOBAHUS JJIs
OTKa3a B OKa3aHWU IOCYyAapCTBEHHOM YCIIyI'M, yCTAaHOBJIEHHbIE HacTosmumu IIpaBunamu
pUBEACHBI B IEPEUHE OCHOBHBIX TPEOOBaHUH K OKa3aHUIO TOCYAAPCTBEHHOU yCIyru (Haiee
— TpeOOBaHUSA K OKA3aHUIO TOCYJApCTBEHHOM YCIyTrH) COTJIACHO HPUIOXKEHUIO 3 K
HactoammuM [IpaBunam.

[Ipu 3TOM, 3asBUTEIb BHIOMPAET BCE BHUJABI YCIYT, BKIIOYEHHBIX B KOMIIO3UTHYIO
rOCyJIapCTBEHHYIO YCIIYTY, TUOO MO OTAEIBHOCTH.

15. Ycnyrononyuarens AaeT cOrjacue Ha UCIOJIb30BAHUE CBEAECHUN, COCTABISIOLIUX
OXpaHsEeMYI0 3aKOHOM TalHy, coOJepXauuxca B HMHPOPMAIMOHHONW CHUCTEME
YIOJIHOMOYEHHOTO OpraHa, MpU OKa3aHHMM T'OCYAAapCTBEHHOW YCIYTH, €CIW HHOE HE
npeaycMoTpeHo 3akoHamu PecniyOnuku Kazaxcras.

16. Ycnyronarenu nosrydaroT HupoBble JOKYMEHTBI U3 cepBHCa HU(POBBIX JOKYMEHTOB
yepe3 peaJM30BaHHYK) HMHTETPALMIO TMPHU YCIOBHM COTJIacUs BJAJENbIA JOKYMEHTA,
MPEIOCTAaBIEHHOTO TOCPEICTBOM 3apErMCTPUPOBAHHOTO B HH(OPMAIIMOHHON CHCTEME
YIOJIHOMOYEHHOI'0 OpraHa abOHEHTCKOTO HOMEpa COTOBOM CBSI3M IOJB30BaTENsl MyTEM
[epeaayd OJHOPA30BOTO NApPOJsS WM IyTEM OTIPABIEHHUS KOPOTKOTO TEKCTOBOTO
cooOIlleHUs B KauecTBE OTBETa Ha YyBEIOMJIIEHHWE H3 HH()POPMAIMOHHON CHCTEMBbI
YIIOJITHOMOYEHHOI'O OpraHa.



17. Ilpu oOparieHnu yciayTronoaydaress Mocjie OKOHYaHWS pabodyero BpeMEHHU, B
BBIXOJIHBIE U MPa3ITHUYHBIEC JHHU COTJIACHO TPYJAOBOMY 3aKOHOAATENbCTBY, MPUEM 3asiBICHUN
U BblJaya pe3yJIbTaTOB OKa3aHUsl TOCYJApCTBEHHOM YCIyT'M OCYIIECTBIISIETCS CJEAYIOIIUM
pabodnM JTHEM.

18. IIpu mpemocTaBiICHIH YCIyTOMOIy9YaTesieM MOCPEICTBOM HH(POPMAITMOHHOW CHCTEMBI
YIOJIHOMOYEHHOTO OpraHa JOKYMEHTOB, MPEIyCMOTPEHHBIX TPeOOBAHHEM K OKa3aHUIO
roCyJIapCTBEHHOM yCIIyTrH, B "MMYHOM KaOuHeTe" yciayronoiyyaTesst 0ToOpa)kaeTcsi CTaTyc O
MIPUHATHY 3asIBJICHUSA JIJIs1 OKa3aHUS TOCYJAPCTBEHHOW YCIYTH C YKa3aHUEM JIaThl OITYyUYEHUS
€€ pe3ysbTaTa.

19. Ycnyromomydatens oOecreuynBaeT JOCTOBEPHOCTb, MOJHOTY M COJIEPIKAHHE
MPEJOCTaBIECHHBIX JOKYMEHTOB B COOTBETCTBHHM C JCHCTBYIOIIMM 3aKOHOAATEIHCTBOM
PecnyOonuku Ka3zaxcran u Hacrosmumu IIpaBunamu. [IpenocraBnenue ycinyronoiaydareaemM
HEJJOCTOBEPHBIX JAHHBIX SBJISETCS OCHOBAHHMEM JUJI OTKAa3a B OKa3aHWU T'OCYJapCTBEHHOMN
YCIYTH.

20. B ciaydae moyiydeHHMsl YCIYTOIOJy4YaTeleM MUCbMEHHOTO OTKa3a B OKa3aHUU
roCyJapCTBEHHOW yCIIyTH, POU3BEICHHAs UM OIUIaTa HE BO3BPAILIAETCA.

21. ITo pe3ynbTaTamM OKa3aHUsl TOCYJAPCTBEHHOM YCIYTHd yCIyromoJy4aTeIt0 BbIIAeTCs
OJIUH U3 JOKYMEHTOB, IPEIYCMOTPEHHBIX NMPUIIOKEHUAMH 4, 5, 6, 7 u 8 HacTosmux [IpaBun
au00 OTPHUIATENBHBIX 3aKIIYEHUNM O Oe30MacHOCTH, KadecTBe U APGHEKTUBHOCTU
JIEKapCTBEHHOI'O0 CPEICTBA WJIM MEAULIMUHCKOTO HU3JEIUs WM MOTMBUPOBAHHBIM OTKa3 B
OKa3aHUU TOCYIapCTBEHHOM yCIIyTH, MO opMaM MpeayCMOTPEHHBIM IpuiioxkeHusmu 9, 10,
11 u 12 mnacrosmux IlpaBuia, KoTopbhle HampaBisOTCSI B "IMYHBIM KaOuHET"
yCIIyronoiyyaTess B popMe 3IEKTPOHHOIO JOKYMEHTA.

22. O0mmit CpoK OKazaHUs rocyJapcTBEeHHOM yciyru He mpeBbimaer 100 (cto) paboumnx
JTHEH.

23. XKanoba Ha pemieHue, AeicTBUs (0€3HCTBYA) yCIyTOAaTENsI O BOITPOCAM OKa3aHUs
rocyJapCTBEHHOM YyCIyrd MOXeT ObITh NOJaHa Ha MM €ro pPYKOBOJUTEIs, B
YIOJIHOMOYEHHBIN OPraH 10 OLUEHKE U KOHTPOJIO 32 KAUeCTBOM OKa3aHHs TOCYIapCTBEHHBIX
yCIIyT B COOTBETCTBUU C 3aKOHOJaTeNbcTBOM PecnyOnuku KazaxcraH.

B cnywae moctymieHus kanoObl B COOTBETCTBUM C NyHKTOM 4 ctatbu 91
AJIMUHHUCTPAaTUBHOTO MPOIIEAYpPHO-TIpoIecCyalbHOTO Kojekca Pecmyonuku Kazaxcrtan (
nanee - AIIIIK PK) ycnoronareneM HampapiseTcsi B OpraH, pacCMaTpUBAIOIINMA kalo0y B
TeyeHue 3 (Tpex) pabouux AHEH cOo JHS €€ MOCTYIUICHHS.

Kanoba ycnyroaareins He HaNpaBJseTCs B OpraH, pacCMaTPUBAIOIIUIN jKallo0y B Ciiyyae
MPUHATHUSL OJaroNnpUsITHOTO aKTa, COBEPLICHUS] aIMUHUCTPATUBHOIO JCHCTBHS, MOJIHOCTHIO
yIOBIIETBOPSIIOUINE TpeOOBaHUS, YKa3aHHbIE B Kajlo0e.

24, XKanoba 3asBUTENST B COOTBETCTBHHM C MyHKTOM 2 CTaTh¥ 25 3aKOHA TOJJICKUT
PacCMOTPEHUIO:
yciayroaaTesieMm - B TeueHue S (MmsITh) pabodyux THEeH cOo JHS €€ perucTpaiuu;



YIIOJJHOMOYEHHBIM OPraHOM IO OLIEHKE U KOHTPOJIK0 3a KauyeCTBOM OKa3aHUs
rOCYJIapCTBEHHBIX YCIYT - B TeueHue 15 (marHaanaTu) pabouux gHEH co JHS €€ perucTpanuu

25. Cpok paccMOTpEeHHUs *Kajao0bl yCIoryaaTeseM, yIOJTHOMOUYEHHBIM OPIaHOM I10 OLICHKE
Y KOHTPOJIIO 32 KAY€CTBOM OKa3aHHs I'OCYJAPCTBEHHBIX YCIYTI B COOTBETCTBHH C IyHKTOM 4
ctaTtb¥ 25 3akoHa mpojyieBaeTcs He Oosnee yem Ha 10 (mecsaTh) pabouux HHEH B Ciydasx
HEO0OXOIUMOCTH:

1) mpoBeaeHUs JOTOTHUTENBHOTO U3YUYECHUSI MIIH IPOBEPKU 10 Kayno0e MO0 IPOBEPKH C
BBIE3]IOM Ha MECTO;

2) moyty4eHus OTOJTHUTEIbHON NHHOPMAIIHH.

B ciywae npojuienust cpoka paccMOTpPEHHUs KajaoObl JOKHOCTHOE JIUIO, HAIEIEHHOE
MOJTHOMOYHUSIMHA TI0 PACCMOTPEHHIO kKajo0, B TedeHue 3 (Tpex) paboumx JHEH C MOMEHTa
IPOJIJIEHUSI CPOKA PAacCCMOTPEHHUS KaldoObl cOOOIIAaeT B MUCbMEHHON QopMme (TIpu mojaye
Xano0bl Ha OyMa)XHOM HOCHTENE) WIHM 3JIEKTpOHHOM (opMe (mpu mojaye xajaoObl B
AJIEKTPOHHOM BHU/IE) 3asBUTEIIO, TIOJIaBIIEMY Kallo0y, O MPOJICHUH CPOKa PACCMOTPEHUS
KaI0O0BI C YKa3aHUEM MPUYUH TPOJICHHUS.

26. Ecniu uHoe He mpeaycMoTpeHo 3akoHaMmu PecryOnuku Kazaxcran, o6kanoBanue B
CyZie JIOIyCKaeTcsl mociie 00anoBaHUsl B aJMUHUCTPATUBHOM (JOCYJ1eOHOM) MOpSIKE B
cooTBeTCTBUM ¢ MyHKTOM 5 ctathu 91 AIIIIK PK.

I'maBa 3. Ilopsnok mpoBeNCHAS SKCIEPTH3HI, PETACTPAVH, IEPEPETACTPAV, BHECEHU
M3MEHEHHUH B PETHCTPANMOHHOE JJOCHE JIEKAPCTBEHHOT'O CPEACTBA MM MEIUIMHCKOIO M3IEIIH,
perucTpanys LeHbl ¥ BHECEHHS H3MECHEHMA B IIEHY IPOU3BOIUTENA JIEKapCTBEHHOTO CPEACTBA WM
MEIUIMHCKOTO M31enms, (opMHPOBaHHUA NpeIeIbHbIX IIeH Ha JIEKapCTBEHHKIE CPEICTBA

27. DKcnepTr3a JIEKapCTBEHHOTO CPEACTBA COCTOUT U3 CIAEAYIOIINX 3TAMOB:
1) HayasibHAs SKCIIEPTH3A;

2) crienuaau3upoBaHHAas HKCIIEPTU3a;

3) naGopaTopHbIC UCTIBITAHUS.

28. Jlia mpoBeeHUs IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB MPU UX TOCYAAapPCTBEHHON
pPETUCTpAIlU M TEPEePEeTrucTpallii 3asBUTENb MOCPEACTBOM HH(OOPMAIMOHHON CUCTEMBI
YIOJIHOMOYEHHOI'O OpraHa MpeI0CTaBIseT CIETyOUUe JOKYMEHTHI:

1) 3asiBiieHME HA TPOBEACHUE IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA (Jajee — 3asBICHUE)
B DJIEKTPOHHOM BHUJIE 0 (popme cornacHo npuioxkeHuto 1 k Hacrosumm [IpaBunam;
2) perucTpalioHHOE JI0Che B AJIEKTPOHHOM BHJE B (opMare MEXIIaTHOPMEHHOTO
aneKkTpoHHOTO JqoKyMeHTa ("pdf" dhopmar):
NepeYeHb JOKYMEHTOB, MPEJOCTABISIEMBIX MJISI AKCHEPTU3bl MPOU3BOJUTEISIMU
Pecny6nuku Kazaxcran o ¢gopme cornacHo npuiiockennto 13 k Hacrosium [IpaBunam;
nepeYeHb TOKYMEHTOB, IPeoCTaBIsieMbIX B (opmare OOLIEro TEXHUYECKOTO JOKYMEHTa
, I0 hopme cornacHo npuiokeHuto 14 k Hacrosmmm [paBunam;



3) cBeaeHWs, MOATBEPXKIAIOIINE OMJIATY 3aABUTEIEM HA PACUETHBIM CUET
rocyJapCTBEHHOW SKCIIEPTHON OpraHu3aliy CyMMBI JIJIsl IPOBEJICHUS SKCIIEPTU3bL;

4) o6pa3ipl JIEKApPCTBEHHBIX CPENICTB, CTaHJAPTHBIE 00pa3lbl XUMUYECKUX BELIECTB,
CTaHJapTHbIE O0pa3lbl OMOJOTMYECKUX JIEKAPCTBEHHBIX MpenapaToB, TECT-IITaMMBbl
MHUKPOOPTAaHU3MOB, KYJIbTYphl KJIETOK, B KOJHUYECTBAX, JOCTATOUHBIX ISl TPEXKPATHBIX
71a00pPATOPHBIX UCIBITAHUM C OCTATOYHBIM CPOKOM TOJHOCTH HE MeHee 9 (I1eBSITH) MecseB (
32 UCKJIIOYEHUEM CITy4aeB, HE TPEOYIOIIUX MPOBEACHHUS JIA0OPATOPHBIX UCIIBITAHMI ), TAKKE
crenu(pUYECcKUe peareHThl, pPacXOJHbIE MaTepHasbl, MPUMEHAEMbIE MpPHU IMPOBEIACHUU
71a00paTOPHBIX HCMBITAHUM JIEKAPCTBEHHBIX CPEICTB, 00pa3lbl JEKAPCTBEHHBIX CPEJICTB,
coJiepKalire HapKOTUYECKUE CPEACTBA, IICUXOTPOIHBIE BEIIECTBA U IPEKYPCOPHI, a TAKXKE
TpeOyromre 0coObIX YCIIOBUM XpaHEHHUs (TeMIEpaTypHbIA PEXUM, BIAKHOCTb) 3asBUTEIb
MPEOCTaBIsAET B TeueHue 2 (ABa) pabounx AHEH ¢ MOMEHTA MOJIauu 3asBJICHUSI HAPOUHO IO
aKTy Mpuema-mneperiayd B UCTBITATEIbHYIO0 J1a00OpaTOPUIO TOCYJIaPCTBEHHOM IKCIEPTHOM
OpraHu3aluH.

[Ipu mepeperucTpanuu JEKapCTBEHHBIX CPENCTB MpPEJOCTaBIeHUE O0pa3IoB,
MPEAYCMOTPEHHBIX TaHHBIM ITYHKTOM HE TpeOyeTcs.

IlepedyeHp MpegoCTABISIEMBIX MAaTEPUAIOB PETUCTPALMOHHOIO JOChE B 3aBUCUMOCTH OT
BU/JIA JICKAPCTBEHHOT'O CPEJICTBA COOTBETCTBYET NMPUIIOKEHUIO 15 Kk HacTosiuMm [IpaBusam.

29. Ilpu BHeceHNH U3MEHEHU TuTa [A 3assBUTEIh MPECTABISACT 3asBICHHE 110 GopMme
COTJIACHO MpuUJIoKeHUIo 1 k HacTosmuM [IpaBunam n TOKyMEHTBI COIIACHO HNPHIIOKEHUIO 16
K HactosimM IIpaBuimam.

3asBUTEIIb U3BEIIAET TOCYJAPCTBEHHYIO SKCIEPTHYIO OPTraHU3aLUIO0 B CIIy4ae U3MEHEHUS
tuna [A, TpeOyroniero HEMEIJIEHHOIO0 HM3BEHIEHUS C LEIbI0 HEMPEPBIBHOIO KOHTPOJIA
JIEKapCTBEHHOI'O CPENICTBA;

Jlepkatenb perucTpalMOHHOIO YAOCTOBEPEHUS B paMKaX OJHOIO 3asBJICHUS YKa3bIBAET O
HECKOJbKUX HECYIIECTBEHHBIX U3MeHeHusix Tuna [A, Kacamomuxcss OJHOr0
PErHCTPALIMOHHOTO YIOCTOBEPEHUS;

B cinydae BHeceHHs U3MEHEHMI, TPEOYIOUMX U3MEHEHHS JAHHBIX PETHCTPALlMOHHOIO
YIAOCTOBEPEHUSI, T'OCYJAapCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPALUOHHOE
YAOCTOBEPEHUE O] MPEKHUM HOMEPOM Ha OCTATOUHBINA CPOK JAECHCTBUS PETUCTPALIMOHHOIO
YAOCTOBEPEHHUSI.

30. Ilpu BHecenun usmMeHeHui Tuna Ib 3asBuTeNnb NpeACcTaBiIseT 3asiBICHUE 110 PopMe
COTJIaCHO MpuiIokeHuto 1 k HacTtosiuuM [IpaBunam U JOKyMEHTBI COTJIACHO MPHIIOKEHUIO 16
K Hactosmum [IpaBunam.

JlepKaTenu pEerucTpalMoOHHOIO YJAOCTOBEPEHHMS B paMKaxX OJHOTO 3asBICHUS
YBEJIOMJISIFOT O HECKOJIBKUX M3MEHEHMsX Thna Ib, kacarommxcs 0JHOr0 perucTpanoHHOrO
YAOCTOBEPEHHUS, WU CTPYyNIUPOBATh OJHO WJIM HECKOJIbKO M3MeHeHud tumna Ib ¢ apyrumu



U3MEHEHUAMM THhna [A, CBSI3aHHBIMH C OJHUM PETUCTPALMOHHBIM YJIOCTOBEPEHUEM, IIPHU
YCJIOBUH, YTO TaKas TPyNIIMPOBKA COOTBETCTBYET YCIOBUSAM, IEPEUYNCICHHBIM B IPUIOKEHUH
16 k Hactosium [IpaBuiiam.

B cnydae BHeceHUs U3MEHEHMM, TPEOYIOUIUX U3MEHEHHS JaHHBIX PETHCTPALIMOHHOIO
YIAOCTOBEpPEHUsI, TIOCYJapCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPALUOHHOE
YAOCTOBEPEHUE IO IIPEKHUM HOMEPOM HA OCTATOYHBINA CPOK JEUCTBUSA PETUCTPALMOHHOTO
YIAOCTOBEPEHUS.

31. B caywyae BHecenusi u3mMeHeHus tuna b, Biuekymiero 3a coboil apyrue
rocieaoBaTeapHble n3MeHeHus Thuna [A u tuna Ib, momaercst oaHO 3asiBIEHUE, COIEpKaIIee
BCE I10CJIEI0OBATEIbHBIC NU3MEHEHNs TUNA [.

32. B ciyyae BHECEHMs 3HAYUTENIbHBIX U3MEHEHUN Tumna Il 3asBuTens npencraBiser
3asiBIeHHe 1Mo (OpME COTJIacHO MpuiokeHuio 1 k HacrosmwmM [IpaBuiaM M JOKYMEHTHI
COIJIaCHO MpUIIOXKEHUIO 16 k HacTosmuM IIpaBunam.

3asgBIEHHUE COAEPKUT OOHO m3MeHeHue tuna II. B cinydae BHECEHMS HECKOJIBKHMX
n3MeHeHu tuna II, ornenbHOE 3asABIIEHUE MOJAECTCS OTHOCUTEIBHO KaXXI0TO0 U3MEHEHMH,
Ka)XJ10€ 3asBJICHUE COJEPKUT CChUIKU Ha JPYTO€ 3asBICHUE;

B ciyuae ecniu n3menenue tuna Il npuBoauT K Ipyrum nocienoBaTebHBIM U3MEHEHUAM
tuna I, 0qHO 3asBIEHNE BKIIOYAET BCE MOCIEA0BATEIBHBIE U3MEHEHHSI BMECTE C OITMCAHUEM
COOTBETCTBUM MEXKAY TAKUMH IOCIEA0BATEIbHBIMU U3MEHEeHUs MU Trna [1.

B ciyuae eciu n3menenue tuna II npuBoauT K Ipyrum nocie10BaTeIbHbBIM U3MEHEHUAM
Trna I, oaHO 3asBIEHNE BKIIIOYAET BCE MOCIEA0BATEIbHBIC N3MEHEHUS BMECTE C OIUCAHUEM
COOTBETCTBUM MEXAY TAKUMH I10CIEA0BATEIbHBIMUA U3MEeHeHUAMHU Tuna | u II.

Ilomaya 3asBiIeHUsA Ha DKCIEPTU3y BHeceHWss u3MeHeHur tuna lA, Ib, Il B
PErUCTPALIMOHHOE JOChE OCYLIECTBIISIETCS 3asBUTEIIEM B TEYEHHME TPEX MECALIEB IOCIE
YTBEpPKJIECHUSI BHOCUMBIX HW3MEHEHUW B CTpAaHE IMPOU3BOAUTENS WM JAEpiKATENA
PErUCTPALMOHHOTO yAOCTOBEPEHMUS.

33. Ilpu BHECeHUM U3MEHEHUM, TPEOYIOMUX HOBON PETHCTPALMH JIEKAPCTBEHHOTO
npenapara, 3asBUTENb MPEACTABISIET 3asBICHHE MO (OopMe COINIACHO MPUIOKEHUI0 1 K
HacrosmuM IlpaBunam ¢ ykazaHueM TUIA NPOLEAypbl 'perucrpauus”’ U JTOKYMEHTHI
cornacHo npuioxeHusMm 13 wnm 14 k Hacrosamum IIpaBunam, a Takxke CBeIcHHS,
NOATBEPKAAIOIINE OIUIATy 3asiBUTEJIEM HA PACUETHBIM CYET IOCYIapCTBEHHOM DKCIIEPTHOU
OpraHM3alHA CYMMBI JUISl TPOBEAEHUS SKCIIEPTU3HI ITPU PETUCTPALIUH.

ITaparpa¢ 1. Ilopsanok npoBeAeHH HAYATLHOM SKCIEPTH3HI JIEKAPCTBEHHEIX CPEIICTB

34. Ilocne peructpanuu JOKYMEHTOB, YKa3aHHbIX B NMyHKTax 28, 29, 30, 31 u 32
HacToAmux IIpaBuil NMpPOBOAWTCS HadaldbHas SKCIEPTH3a JEKAPCTBEHHOTO CpEICTBa B
TeyeHue S (msATh) pabounx AHEH.

B ciaydae Hanmuuus 3aMeuyaHUil 3asBUTENb YCTPAHSET 3aMe4aHus B TeueHUe S5 (MsTh)
pabounx JHEH.



[Ipu coBmecTHOM npouenype peructpanuu ¢ BO3 HavanbHas 3KcriepTr3a NPOBOIUTCS B
CPOK He MpeBblarouuii 2 (18a) pabounx AHEH co JHS MOJIyYeHHs JOKYMEHTOB, YKa3aHHBIX B
nyHkTe 28 Hacrosamux [IpaBui.

35. Ilpu HayanbHOM SKCNEPTU3E JIEKAPCTBEHHOTO CPEJICTBA MTPOBOUTCS OIIEHKA MOJHOTHI,
KOMIUIEKTHOCTH M MPABUIBHOCTU OPOPMIICHHUS JOKYMEHTOB, MPEACTABICHHBIX 3asBUTEJIEM B
PErUCTPAlIMOHHOM JOCh€ B OTHOIIEHHHM JO0Ka3aTelbCTB 0OE€30MacHOCTH, KayecTBa U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA.

36. IIpu HenpeacTaBieHUU TOKYMEHTOB, MMPEIYCMOTPEHHBIX B TyHKTax 28, 29, 30, 31 u
32 nacrosiuux [IpaBui, rocynapcTBeHHas SKCIIEPTHAs OPTraHU3aLNs HAIIPABIISIET 3asBUTEIIO
yBeJOMJIeHHE (B IPOU3BOJILHON (opMe) O MpeKpalieHUH 3KCHEPTHU3bl JIEKapCTBEHHOIO
CpEIICTBA B COOTBETCTBUU € OANYHKTOM 1) myHkTa 4 ctathu 239 Konekca.

37. Ilo pe3ynpTaram HayajdbHOM AKCHEPTHU3BI JEKAPCTBEHHOTO CPEACTBA COCTABISIETCS
OTYET HAYaJIbHOW JKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA COTJACHO MPUIIOKEHHIO0 17 K
HactosmuM [IpaBrwiaM WiaM OTYET HAYAJbHOM DJKCIEPTU3bl MU3MEHECHUM, BHOCUMBIX B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEICTBA COTIACHO MPHIIOKEHUIO 18 K HACTOSIIINM
IIpaBunam.

ITaparpa¢ 2. ITopsaaok npoBeAeHUS CIEMAATH3UPOBAHHON SKCIIEPTHU3HI JIEKAPCTBeHHBIX CPEACTB

38. [1omoXuTENbHBIN pe3ysibTaT HAYaJbHOU SKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA
SABJISIETCA OCHOBAHUEM JIJISl POBEACHUS CIIEUATU3UPOBAHHON 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CpEeJICTBA.

39. Crneunanu3upoBaHHas HKCIEPTHU3A JIEKAPCTBEHHOI'O CPEACTBA BKIIOYAET OLIEHKY
0e301acHOCTH, KayecTBa U d3(PPEKTUBHOCTH M COOTHOIICHHS T0JIb3a-PUCK JIEKAPCTBEHHOTO
CpEeACTBa Ha OCHOBAHWU aHAJIW3a U SKCIEPTU3BI JJAHHBIX B JOKYMEHTAaX PErUCTPAIMOHHOIO
J0ChE, aHaJlIW3 oOT4eTa 1Mo pe3yiabraTaMm (GapMalneBTUYECKOW WHCIEKIUU TMPH
rOCyJapCTBEHHOW PpETUCTpAIlM, NEpEeperucTpalii WId BHECEHUM HW3MEHECHUU B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHBIX CPENICTB, @ TAKXKE OILIEHKY palMOHaJIbHOCTHU
KOMOMHAIMU JEHCTBYIOIIUX BEIIECTB B COCTaBE JIEKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUH C
Ilepeunem HepalMOHAIBHBIX KOMOMHAILIMM JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHUII0KEHUIO
19 x HactosuMm IIpaBuinam.

B nepuon nmpoBeneHusl cCelUAIM3UPOBAHHNA HKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA
IIPOBOJIUTCS MPOBEPKA AyTEHTUYHOCTH MEPEBOJa WM MEePEBOa Ha Ka3aXCKUM SI3BbIK OOIIei
XapaKTePUCTUKHU JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKIIMH 1O METUIIUHCKOMY MPUMEHEHHUIO (
JIUCTOK-BKJIAJIBIII ), MAKETOB MAPKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB C MAPKUPOBKOM.

40. YckopeHHas dKCrepTru3a JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MO PELICHUIO
YIIOJIHOMOYEHHOI'0 OpraHa U MPOBOJIUTCS B CIydasX:

1) npenHa3HayeHUs JIEKAPCTBEHHBIX CPEJICTB JJI MPODUIAKTUKH, JICUSHUSI, TUATHOCTUKHU
penkux 3a00JIeBaHU;



2) BOBHUKHOBEHHMS U YCTPAHCHUH MMOCIEACTBUN MUACMUH, MAHIEMHH UH(PEKIIMOHHBIX
3a007eBaHul (JIEKapCTBEHHBIE MpenapaThl ATUONATOICHETUYECKOU Teparuu, MIPUMEHsIEMbIE B
AKCTPEHHBIX CUTYallUSIX B OTBET HAa YTPO3bI 3/I0POBBIO HaceIeHUs (TaHIEMHH) U BKIIFOUCHHbBIE
B KJIIMHUYECKUE MPOTOKOJIbI JICUEHUS,

3) BOCGHHBIX ACWUCTBUNM MU JHUKBUIAIMKA WX IOCJEACTBUNM, BO3HUKHOBEHHUS,
OPENyNpPEeXACHUS] M JHUKBUAAUWM MOCHEACTBUM YpE3BBIYANHBIX CUTYyallUi, YTpPO3BbI
BO3HUKHOBEHHUSI, PACTIPOCTPAHECHHSI HOBBIX 0CO0O0 OMAaCHBIX MH(MEKIMOHHBIX 3a00JEBaHUN U
JUMKBUJALUN UX MTOCIEACTBUI;

4) npenHa3HaAYEHUs JEKAPCTBEHHOTO IMpenapaTa, HHOCTPAHHOTO POU3BOIUTENS, AJIS
TpaHc(epa TEXHOJOTHI Ha MPOW3BOACTBEHHYIO IJIOIMIAJKy Ha TeppuTopuu PecmyOmuku
Kazaxcran.

[Ipu mpoBeneHnH YCKOPEHHOM IKCIIEPTU3bI HE CHUKAIOTCS TpeOOBaHUS K O€30MacHOCTH,
KayecTBY M 3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

41. CoBmecTHas npoueaypa perucrpanuu ¢ BcemupHon opranusanuei 31paBOOXpaHEHUS
OPOBOAUTCS TPU DKCIEPTHU3€ JIEKAPCTBEHHBIX CPEACTB, B paMKax MNPOLEAYypbI
npekBaauukanuu u (WJIK) MpoUeAyphl TPU3HAHUS JIEKAPCTBEHHBIX MpPEnapaTos,
0JIOOPEHHBIX PETYJISATOPHBIM OPTaHOM CO CTporoi peryinsropHoi cucremon (SRA) (CHIA,
EC (EMA), Kanana, Ulseitnapusa, BenukoOputanus, ABcrpanusa, ‘Anonusi) (maiee —
coBMecTHasi mporeaypa peructpaiuu ¢ BO3) U OCyIIECTBISETCS B COOTBETCTBUU C
npuwioxenneM 8 Cepum Texunmueckux aokinanoB BO3, Ne 996, 2016 r. "lIpoueaypa
COBMECTHOW PErUCTpallMy MEXAy TIPYyNIION IO IpEeIBapUTEIbHOM oLeHke BcemupHoOn
opranuzanuu 3apaBooxpanenus (BO3) u HallMoHaIbHBIMU OpraHaMH PEryIUpOBAHUS IS
OIIEHKM U YCKOPEHHOW HalMOHAJIBLHOW peructpanuu (apManeBTUUECKUX MPOIYKTOB U
BaKIMH, MPOIICANINX MPEIBAPUTENbHYIO KBanudukauio BO3".

42. B mepuoja MpOBEICHUS SKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBa MPOBOIUTCS
dbapMarieBTHUECKasT WHCHEKIUMA B TIOPSIAKE W CPOKM mpenycMoTpeHHbie [IpaBunamu
npoBeAeHUs (papMaleBTUYECKUX MHCIEKIUN MO0 HajuIexamuM (apmMaieBTUIECKUM
MpaKTUKaM, YTBEP)KJICHHBIMH MpuKazoM MuUHUCTpa 3apaBooxpaHeHus PecnyOnuku
Kazaxcran ot 27 sauBaps 2021 roma Ne KP JICM-9 (3apeructpupoBan B Peectpe
rOCyJapCTBEHHOW PErHCTpallMi HOPMATUBHBIX MPAaBOBBIX akTOB moj Ne 22143) (nmanee —
npuka3 Ne 9) B oTHOIIEHUU:

paHee He MPOXOJUBIIUX IOCYIAPCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX CPECTB;

IpY BHECEHUU HOBOTO THIIA JIEKAPCTBEHHOTO MpernapaTta (peKOMOWHAHTHBIN TIpenapar,
KJICTOYHAsl Tepamnus, FeHHas Tepamus, IeUCTBYIOIEe BEIIESCTBO, SBISIONICECS HOBBIM
XUMHYECKUM COCIMHECHUEM, IMpemnapar KpoBHU, oOpdaHHBIA Tmpemapar, MepBbIN
BOCIIpou3BeA ¥ HHBINM Ui OroaHasnor (ouocuMusisip) Ha Teppuroputo Pecriyonuku Kazaxcran;

HOBOW (HOBBIE) MPOU3BOJCTBEHHOW IUIOMAAKUA (MPOU3BOJACTBEHHbBIC IUIOMIAIKHN)
JEKapCTBEHHOTO Tpemnapara, OuoJIornyeckoil (MMYHHOOHOJIOTHYECKON) aKTHBHOM



(dhapManeBTUUECKON CyOCTaHIIMU WU KIWHUYECKOTO IIeHTpa (KIMHUYECKUE IIEHTPHI)
HCCJIeyeMOT0 JIEKapCTBEHHOr O Mpernapara;

B CIIy4ae BBIABJICHUS B XOJI€ MPOBEIACHUS MPOLEAYP PETUCTPALUH, [IEPEPETUCTPALIHH,
BHECEHHUsI M3MEHEHUH B PETUCTPALIMOHHOE J10Che, (DAKTOB, CTaBSUIUX I0OJI COMHEHHE
JOCTOBEPHOCTh CBEJICHUI, NPEACTABICHHBIX 3asBUTEJIEM B PErMCTPALMOHHOM JOChE B
OTHOUIECHUU MPOBEJCHHBIX TOKIMHUYECKUX (HEKIMHUYECKUX) MCCIIEIOBAHUN (MCTIBITAHUMN)
JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HUCCIEAOBAHUN (MCHBITAHUM) JEKAPCTBEHHBIX
MpenapaToB WU MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEICTBA;

B CJydae MPUBJIEYEHHUS ayTCOPCHUHIOBBIX YCIYr IJid CHUCTEMBbI (papmMakoHaA3opa
JieprKaTessl pETMCTPALMOHHOIO yI0CTOBEPEHMS;

MpU POTUBOPEUUBOCTU JAHHBIX: OTCYTCTBUE WJIM HEJOCTATOUYHOCTb B MPOTOKOJIE U
OTYeTE O KIMHUYECKOM MCCIIEJOBAHUH CBEJICHUI, OMUCHIBAIOIINX ONPENEIICHUE MTOKa3aTelen
s pexTuBHOCTH U (M) 0€30MaCHOCTH;

B Clly4ae BKJIIOUYEHHS B KJIMHHUYECKHE HMCCIEAOBAHUS LEIEBOW MOMYJALUHU (AETH,
KPUTUYECKU OOJIbHBIC MAIIUEHTHI).

B ciyuae BbISIBJIEHUS Clly4yaeB, MPEIyCMOTPEHHBIX MYHKTOM 42 Hacrosuux [IpaBuin
rocyJapCTBEHHAs dKCIepTHas opraHu3amus B TedeHue 10 (mecsth) pabouux AHEH co THS
Hayaja CIelUaJIu3upPOBAHHON SKCIEPTU3bl HAIpPaBISIET 3aBUTENIO YBEJOMJIEHHUE O
HEO0OXOMMOCTHU TIPOBEACHUS (hapMarleBTUICCKON HHCTICKIIUU.

[IpoaomKUTEIbHOCTh OPTaHMW3alMU U MPOBEACHUS MHCIEKIMUA MPOU3BOJICTBA HE
npesbimaer 65 (mecTbaecAT MATh) pabdodyux JHEH CO JHS MOJYyYCHUS 3asBUTEIIEM
yBEJOMJICHUS O HEOOXOIUMOCTH €€ MPOBEICHUSI.

43. Creuuanu3nupoBaHHas JKCIEPTU3A JEKAPCTBEHHOT'O CPEJICTBA OCYIIECTBISECTCA
IPYNION 3KCHEPTOB TOCYJIapCTBEHHOW 3KCHEPTHOM OpraHu3aluM C MpHUBJICYEHUEM (IIpU
HEO0OXOAMMOCTH) BHEIITATHBIX MPO(UIBHBIX SKCIIEPTOB.

44. Ilo pe3yiapTaTaM HM3y4Y€HHs] JOKYMEHTOB PErMCTPAllMOHHOTO JI0ChE Ha 3Tame
CHEeLIMATU3UPOBAHHON D3KCIEPTU3bl 3aiBUTENIO HAIpaBisieTCsl CBOJHBIA 3ampoc (B
MPOU3BOILHON (opMe) Mo 0e30MacHOCTH, KaueCTBY M A3(P(EKTUBHOCTU JIEKAPCTBEHHOTO
CpeACTBa:

IIPU TOCYAAPCTBEHHOM pErucTpaliy, B TOM YUCJIE BHECEHUE W3MEHEHUW, TPEOYIOIHX
HOBOM pErucTpanuu, Ipyu MepeperucTpanuu, Npu BHECCHUU U3MEHEHUN B PErUCTPAllMOHHOE
nocbe tuna Ib u tuna Il ¢ mpoBeaeHnemM 1a00pPaTOPHBIX UCTIBITAHUN — B TeueHHe 45 (COpok
MSTh) pabovmX JHEH;

IpU BHECEHUM W3MEHEHUH B peructparuonHoe nocke tuna IA, tuna Ib u tuna II 6e3
MIPOBEICHHUSI TAOOPATOPHBIX UCTIHITAHUN — B Te€UeHUE 25 (ABaAIaTh MATh) pabounX JTHEH;

IIPU YCKOPEHHOM perucTpainu JeKapCTBEHHOIO CPEICTBA - B TeUeHUE 25 (ABaaALaTh MSTh)
pabouux HEH;

Ipy COBMECTHOM mporeaype peructpanuu ¢ BO3 - B cpok He npeBblIaromui 5 (msTh)
pabounx JHEH.



CBonHBIN 3ampoc, BKJIOYas 3aMeYaHusi K oOIel XapaKTepUCTHUKE JICKapCTBEHHOTO
CpeACTBa, MHCTPYKIHMHU MO MEIUIIMHCKOMY MNPUMEHEHUIO (JMCTOK-BKJIAJBIII), MaKeTam
MapKUPOBKHM YIIAKOBKH, S3TUKETOK, CTUKEPOB C MAapKUPOBKOW, HOPMATUBHOMY JOKYMEHTY,
3aBEPEHHBIM IMOCPEJACTBOM JJIEKTPOHHOUW HMGPOBON MOANUCH HAIPABISAECTCA Yepe3
WHPOPMAIMOHHYIO CHCTEMY 3asBUTECNIO0 B "TWYHBIA KaOWHET" B JCHb MOANUCAHUS
UCXOJSIIIETO 3anpoca.

45. 3agBuTENp HANpPABISIET B MOJHOM 00BbEME OTBET W HEOOXOJHMMbIE MaTepHasbl Ha
3aIpOC TOCYIAPCTBEHHOMN IKCIIEPTHOM OpPraHU3aLUN:

MIPU TOCYJIApCTBEHHOW PEruCTpalvy, B TOM YKCJIE BHECECHUE U3MEHEHUH, TPEOYIOIUX
HOBOW pErUCTpalliy, IPU NMEPEPErucTpalu, Ipyu BHECEHUU U3MEHEHUN B PETUCTPALIMOHHOE
nocke tuna Ib m tuma Il ¢ mpoBeneHneM nabOPATOPHBIX HUCHBITAHUNW - B CPOK HE
MpEBBIIAIOMMKA 15 (IATHAAIATE) pad0oUnX JHEH;

P BHECEHUM MU3MEHEHUM B perucTparmonHoe gocke tumna IA, tuna Ib u tumna Il 6e3
MPOBEJICHUS JTaOOPATOPHBIX UCHBITAHUN — B CPOK HE mpeBbimaronui 10 (necars) padbouux
JIHEH;

MIPU YCKOPEHHOMN PETHCTpAIMU JIEKAPCTBEHHOTO CPEJICTBA - B CPOK HE MPEBBIIAOIUN 15
(mATHAIATE) PAOOYUX JTHEH;

46. I1o pe3ynbTaTam crnelUaIM3upOBAHHON SKCHEPTHU3bI B CPOK HE mpeBbimaroniuii 10 (
JIECATH) PaOOUYUX JTHEH COCTABIISCTCS IMOJOKHUTEIBHBIN WM OTPUIIATCIIBHBIA CBOIHBIN OTYET
HKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Mpemnapara 1no ¢Gopme coriacHo npuioxkenuto 20 kK
HactoamuM [IpaBuiam U CBOJHBIN OTYET SKCIEPTOB MO OIEHKE JEKAPCTBEHHOIO Ipenapara
IpU U3MEHEHUSX, BHOCUMBIX B PETHCTPALMOHHOE JOChE COIJIACHO MPUIIOKEHUI0 21 K
HactosiuM [IpaBuiam.

IIpu skcnepTH3e 1Mo COBMECTHOW mpouenype peructpanuu ¢ BO3 no pesynbraTtam
CHELHAIM3UPOBAHHON 3KCIEPTU3bl B CPOK HE MpeBblaromuid 3 (Tpu) padbouux gHEn
COCTABJIECTCS MOJIOKUTEIbHBIA UM OTPUIATEIbHBIA CBOJIHBIA OTYET 3KCIIEPTOB IO OLIEHKE
JIEKapCTBEHHOT0 Mpenaparta mo ¢popme coryiacHo npuioxenuto 20 k Hactosimum [IpaBuiiam u
CBOJIHBIM OTYET 3IKCHEPTOB IO OILIEHKE JIEKAPCTBEHHOTO Ipernapara Mmpu HU3MEHEHHUSX,
BHOCHMBIX B PETUCTPALMOHHOE JOChE COTIaCHO MpUiIoKeHuto 21 k HactosmuM [IpaBunam.

47. OCHOBaHHSIMHU COCTABIICHHS OTPULIATEIIBHOTO CBOJHOTO OTYETA IKCIIEPTOB IO OLIEHKE
JIEKapCTBEHHOI'O U OTPULIATEIILHOTO CBOJAHOTO OTYETA SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npenapara npu U3MEHEHHUSX, BHOCUMBIX B PETUCTPAIMOHHOE J0ChE SIBIISIOTCS:

1) npencraBiieHue 3asBUTEIEM HEOCTOBEPHBIX CBEICHUI;

2) HempeACTaBJICHUE MOJTHOTO KOMIUJIEKTa PETUCTPAIMOHHOTO JI0ChE MOCJE BBIIAYM
3aMEUaHUi 3asBUTEII0 B MPOIIECCE MPOBEACHUS SKCIEPTU3bl B CPOKHU, YCTAHOBIICHHBIE
HacrosimuMmu [IpaBunamus;

3) OTHOILIIEHHE 0KUAAEMOM TMOJIB3bI K BOBMOXKHBIM PUCKAM, CBSI3AHHBIM C MPUMEHEHHUEM
JIEKapCTBEHHOTO TIpernapara, He SBISETCs 0JIaronpUsTHBIM;



4) Oosee HU3KHME MOKa3aTelM KauyecTBa U OE30IAaCHOCTH, PErIaMEHTHPOBAHHBIC
l'ocynapctBennoit dapmakoneeid Pecnyonuku Kazaxcran wunm  dapmakornesmu,
MPU3HAHHBIMU JIEHCTBYIOMUMH Ha Tepputopun Pecrybnuku Kazaxcran, wim B CpaBHEHUU C
paHee 3aperucCTpUPOBAHHBIMU AHAJIOTAMU;

5) Hanu4KMe B COCTaBE JIEKAPCTBEHHOI'O CPEJCTBA BEIIECTB U MAaTEPHAIIOB, 3aIPEILIEHHBIX
K mpumeHenuto B Pecnyonuke Kazaxcran;
6) HaIM4YKE B COCTaBE TBEPABIX JIEKAPCTBEHHBIX ()OPM KOHCEPBAHTOB;

7) mony4eHue OTPHUIATEIbHBIX PE3yJIbTATOB OJHOTO M3 ATANOB IKCIEPTU3BI U (UIIN)
OTPULATENBHBIX 3aKIIOYEHHUIN 3KCIEPTOB MPOPUIBHBIX OPraHU3aLNT;

8) HecooTBeTCTBUE (HPAaKTHUUECKUX YCIOBUN MPOU3BOJACTBA U CUCTEMBI 0OecreueHus
KauecTBa YCJIOBHUSM, OOECIEUMBAIOIIUM 3asBICHHYIO 0€30MacHOCTh, 3(PPEKTUBHOCTH U
Ka4yeCcTBO, M0 pe3yJIbTaTaM OLEHKH CUCTEMbI OOECIIeUeHHUs KaueCcTBa,

9) oTka3 3asBUTENS OT OPraHU3AlMU MOCEIICHUS MPeAnpusiTusi (IPOU3BOICTBEHHOM
MJIOMIAJKN) C LEJbI0 OLEHKH CHUCTEMBl OOECHEYEHHs KauyecTBAa B COOTBETCTBUU C
TpeboBaHMsIMU 3aKoHoAaTeabcTBa PecnyOnuku Kaszaxcrtan, a Takke He OpraHu3aius
(hapMaileBTUYECKOM MHCTIEKIIUU CPOKH, TPEAYCMOTPEHHbIE MyHKTOM 42 HacTosmux [IpaBu;

10) BeIsIBIICHHE HEPALMOHATBHBIX KOMOMHAITNI JIEKAPCTBEHHBIX CPEJICTB;

11) 3asgBuTeneM He J0Ka3aHa KIWHUYecKas 3(PEeKTUBHOCTh U O€30MaCHOCTH
JIEKapCTBEHHOIO MPEMNapara;

12) ka4ecTBO JIEKAPCTBEHHOI'O Mpenapara He MOATBEPKIEHO;

13) nokazanHoe HEOJIArOMPHUSATHOE COOTHOIICHHE "MONb3a-puUCK" WM BBISIBICHHOE
OTCYTCTBHE TepaneBTUYECKOU A((PEKTUBHOCTH TMPU COOIIOJACHUU YCIOBUUA MPUMEHEHHUS
JIEKapCTBEHHOTO IpenapaTra, ONMUCAHHBIX B YTBEPKICHHON OOIIEell XapaKTepHCTUKE
JIEKapCTBEHHOTI'O MpeMnapara B MOCTPETUCTPALMOHHBIN NIEPUO;

14) ycraHoBJeHHBIE MO JaHHBIM ¢apmakoHaa30pa (akThl, yKa3bIBalOIIUME Ha
HE0IaronpuaTHOES COOTHOIIICHHE 'TOJIb3a-PUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCIE
MPEBBIIEHUE YacCTOThl PENOPTUPOBAHUS HEXKEIATEIbHBIX PEAKIMi IO CpPaBHEHHUIO C
JAHHBIMH, YKa3aHHbBIMH B YTBEPKICHHOW OOLIEH XapaKTEPUCTHKE JIEKAPCTBEHHOIO
npenapara;

15) HecooTBETCTBHME KA4YECTBEHHOI'0 M KOJHWYECTBEHHOTO COCTaBa Mpemnapara
3asIBJICHHOMY WJIM HEOJHOKpPATHOE HECOOTBETCTBHUE KauecTBa JIEKAPCTBEHHOTO IperapaTa B
MEepPHUOJI ero oOpalieHusl Ha pbIHKE 3asBJIEHHOMY Ha MOMEHT €0 pEeTUCTPALIHH;

16) HEBBITIOJIIHEHHE JIEPKATEIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHHS 00A3aTEIBCTB 10
(hapMakoHaI30py;

17) BHOCUMBIE W3MEHEHHUSI OKa3bIBAIOT OTPUIATEIHHOE BIUSHUE HA COOTHOIICHUE
N0JIb3a-pUCcK" JIEKapCTBEHHOTO IIpenapara.

48. Ilo pe3yibTaTtaM OTPULIATEIBHOTO CBOJHOIO OTYETA SKCHEPTOB IO OLIEHKE
JIEKapCTBEHHOT'O U OTPULIATETTLHOTO CBOAHOTO OTYETa SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO

n



npenapara IPH HW3MEHEHUSAX, BHOCHMBIX B PETHCTPAlMOHHOE JOChE MaTepHallbl
HaIpaBJISI0TCA B DKCIEPTHBIN COBET JUIsl MPUHATHS pELICHUSI.

OKCMEPTHBIA COBET pacCMaTpUBAET MOCTYNUBIIME MaTepuaibl B T€UEHHE S5 (IISITh)
pabouux THEW U pe3yJIbTaThl PELICHUS C YKA3aHUEM MPUYUH HAIPABIISIIOTCS 3asIBUTEINIO.

[Ipu coBmecTHOM npouenype peructpauuu ¢ BO3 DkcnepTHbINA COBET paccMaTpUBaeT
NOCTYNHUBIINE Marepuaibl B TeueHue 1 (oauH) pabodero AHS U pe3ysibTaThl PELICHUS C
yKa3aHUEM IPHYMH HAIPABISIOTCA 3asBUTEIIIO.

49. 1lpyu MOJOXUTENBHBIX pe3yJIbTaTaxX 3KCIEPTU3bl FOCYIAPCTBEHHAsI 3KCIIEPTHAs
opraHu3anus B TedeHue 5 (maTb) padouux AHEH JOMONHSIET CBOAHBIA OTYET 3KCHEPTOB MO
OLICHKE JIEKAPCTBEHHOI'0 Mpemnaparta no (opMe COrjacHo NpuioxkeHuto 20 K HaCTOSIIUM
[IpaBuiamM © CBOAHBIM OTYET HKCHEPTOB IO OLIEHKE JIEKAPCTBEHHOIO MpernapaTra IMpu
WU3MEHEHUSX, BHOCUMBIX B PETUCTPALIMOHHOE JI0ChE COTJIACHO MPUIIOKEHHIO 21 K HacTOS M
[IpaBunam.

IIpn coBmecTHOM mpouenype peructpauuu ¢ BO3 npu NONOKHATENBHBIX pe3yIbTaTax
AKCTIEPTU3BI TOCYAAPCTBEHHAs IKCIIEPTHAsL opraHu3anus B TeueHue 1 (oauH) paboyero gHs
JOTIOJIHSAET CBOJHBIM OTYET SKCHEPTOB IO OLIEHKE JIEKAPCTBEHHOIO Mpemnaparta no Gopme
coriacHo npuiokeHuro 20 k HactosmuM [IpaBunam 1 CBOIHBIN OTYET 3KCIEPTOB IO OLIEHKE
JIEKapCTBEHHOI0 IpernapaTa MpU U3MEHEHMSIX, BHOCUMBIX B PETHCTPALMOHHOE J0ChE
coriacHo mpuioxeHuto 21 k Hacrosmmum l[IpaBunam. B oTuere SKCIEepTOB MO OLIEHKE
JIEKapCTBEHHOTO Mpemnapara OTPaKaroTCs BCE AacleKThl 0e30MacHOCTH, KauecTBa H
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO MIperapaTa.

[Ipu oTpULIATENbHBIX pE3yJbTaTaX 3KCIEPTU3bl T'OCYJAPCTBEHHAs SKCIIEPTHAs
OpraHu3alys HAMPABISET 3asIBUTENIO pelIeHne DKCIEPTHOIO COBETA C YKAa3aHUEM IPUYHH.

50. Undopmarus B UHCTPYKIMH 110 METUIIMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIA IBIII)
OpUTMHAJIBHOTO JIEKAPCTBEHHOTO Mpenapara, npeanaraeMoi s Pecnyonuku Kazaxcran
COOTBETCTBYET HMH(OpPMAIUU, H3JI0KEHHOW B 0OIIEH XapaKTEpUCTHKE JIEKapCTBEHHOIO
npenapara oJJ0OpeHHON yIOJIHOMOUYEHHBIMU OPraHaMK CTPAHbI POU3BOIUTEINS WU CTPAHbI
JeprKaTeisl peruCTPALMOHHOIO yA0CTOBEPEHMUS.

B oOmielt xapakTepucTHKe JIEKapCTBEHHOTO Mpenapara, HHCTPYKIHMHA IO MEAUIITHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOTO IpenapaTta (JIMCTOK-BKIIAJbIII) OTpa)XaeTcss MHPOpMaLHUs O
BCIIOMOTATEIbHBIX BEIIECTBAaX, HOMUHAJIBHOM HUX COJEPKaHUU B JIEKAPCTBEHHBIX Mpenaparax
, @ TAK)KE OTPaHUYCHUS] TPUMEHEHUS JIEKapCTBEHHOT'O Mpenapara COriaCHO NPUII0KEHHIO 22
K HactosiuM [IpaBunam.

51. O61mast XxapakTepucTUKa JIEKApCTBEHHOTO MpernapaTa, HHCTPYKIHS 10 MEIUIIMHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIAABIII) BOCIIPOU3BEACHHOIO, OMOAHATIOTUYHOIO JIEKAPCTBEHHOTO
npenapata COOTBETCTBYET OOl XapaKTEPUCTUKE OPUTHMHAIBHOIO JIEKapCTBEHHOTO
npenapara. B ciydae oTiMYMS B HHCTPYKUMH [0 MEIULIMHCKOMY MPUMEHEHHUIO (
JIUCTOK-BKJIAJIBIII) BOCIPOU3BEIEHHOI0, OMOAHAIOTUYHOTO JIEKAPCTBEHHOTO Mpernapara ot
OpUTMHAJIBHOIO TIpernapara Mo MOoKa3aHUsM K NMPUMEHEHHUIO B CTOPOHY PACIIMpPEHHs, WU



peXUMa 103UPOBAHUS WIN MYyTH BBEICHUS MPENOCTABISIOTCS PE3YIbTAaThl COOTBETCTBYIOIIUX
KIIMHUYECKUX HCCIIETOBAaHUN.

52. Jlepxareib perucTpallMOHHOTO YJIOCTOBEPEHHSI OPUTMHAJIBHOTO MpernapaTa moJaeT
3asBJICHHE HAa BHECEHHWE W3MEHEHUW B WHCTPYKIUIO 0 MEAHMIIMHCKOMY MPUMEHEHUIO (
JUCTOK-BKJIaAbIN) B TeueHne 70 (ceMbprecsT) paboumx IHEW mociie OOHOBJICHUS OOIIEH
XapaKTEPUCTHKU JIEKAPCTBEHHOI'O CPEJICTBA B CTPaHE NPOU3BOAUTENS WU JepKaTems
PErUCTPAIMOHHOTO YAOCTOBEPEHHUS.

53. Tl'ocynapcTBeHHasl 3KCHEPTHAs OpraHU3alMsl IOCJI€ BHECEHHS U3MEHEHHI B
WHCTPYKIIMIO OPUTHHAJIBHOTO JIEKAPCTBEHHOrO Ipemnapara Wujd, MpU OTCYTCTBUHU
perucTpainuu OpurMHalibHOrO npenapata B PecnyOnuke KazaxcraH, mpu BBISIBICHUHU I10
MEXKIYHapOIHBIM UCTOUYHHMKAM U pe3ylibTaTaM ¢dapMakoHaa30pa 00 U3MEHEHUSIX B oO0Ie
XapaKTEePUCTUKE OPUTHMHAIBHOTO JIEKAPCTBEHHOTO Ipemapara HU3BEIIAeT uepes
UH(OpMAaIMOHHBIE PECYypChl BCEX JIepiKaTeliell perucTpalMoOHHbIX YJIOCTOBEPEHUHN
FEHEPUUYECKUX MpernapaToB O HEOOXOJAMMOCTH BHECEHHUS COOTBETCTBYIOIIMX HM3MEHEHUHN B
UHCTPYKIIUIO [0 MEIUIMHCKOMY TPUMEHEHHIO (JTUCTOK-BKJIQABINI) W OOIIYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOTO CPEJICTBAa 4Yepe3 MPoIeAypy BHECEHUS HW3MEHEHUUM B
perucTpanuoHHoe jgocke B TeueHue 70 (cempaecsaT) pabouux JHEH TOCIe BHECEHHS
M3MEHEHUN B MHCTPYKLMIO OPUTHMHAIBLHOrO Mpernapara WHGOpMaluu mo 0e30MaCHOCTH C
JaThl pa3MeleHus nH(OopMaIuu Ha caiiTe SKCIIEPTHON OpraHU3aIliy. CIIell

Jepxarenb perucTpalMoOHHOrO YJIOCTOBEPEHUS] OPUTHMHAIBHOIO MpemnapaTa BHOCUT
W3MEHEHUS B MHCTPYKITUIO 10 MEIUIIMHCKOMY MPUMEHEHUIO (JTMCTOK-BKIIAJIBINT) U OOIIYIO
XapaKTEPUCTUKY JIEKApCTBEHHOI'O CpEICTBA HAa OCHOBAaHMM pPAa3MEUICHHOW Ha
MH(POPMAIMOHHOM PECYpCe TrOCYyAapCTBEHHOM SKCHEPTHON OpraHu3aluv UHPOpMAIUU IO
HECOOTBETCTBUSM, BBISBICHHBIM B pe3yjbTare (apMakoHaa30opa U MO OGUIIMATBHBIM
MEXKTyHApOIHBIM UCTOUHHKAM B TedeHue 70 (cempecar) pabounx THEH ¢ AaThl pa3MelieHUs
uH(pOpMAIHU Ha CaiiTe SKCTIIEPTHON OpraHU3allvu.

Jlepatenu perucTpallMOHHBIX YJOCTOBEPEHUM IMOMAIOT 3asBJICHUE HA BHECEHUE
M3MEHEHUN B PErucTpalioHHOE Joche B TeueHue 70 (cembaecar) pabouux JHEW ¢ JaThbl
pa3MelieHus TapMOHU3UPOBAHHOW MH(GOpPMALMU HAa CalTe KCIEPTHOM OpraHU3alMH 10
3aperUCTPUPOBAHHBIM JICKAPCTBEHHBIM MpernapaTtaM B OOIIed XapaKTEpUCTHUKE
JIEKapCTBEHHOTI'O MpEenapaTa U HHCTPYKUUHU 110 METULIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
cpeactBa (nuctok-Bkaanpim) (manee — OXJIII u Uucrpykuusa JIC) nexapcTBEHHBIX
MpPENnapaToB ¢ OJHUM U TEM K€ MEXIyHAapOIHBIM HENATCHTOBAHHBIM Ha3BaHUEM WJIU C
OJIHUM U TEM XK€ JCHUCTBYIOIINM BEIIECTBOM.

54. IIpu HEBBINOJIHEHUH YCIIOBHS, YKa3aHHOTO B MyHKTax 52 u 53 Hacroamux [Ipasui,
rocy/lapCTBEHHAsl SKCIEpPTHas OpraHu3amus yBegomusieT (B MPOU3BOJILHOU (opme)
rOCyJIapCTBEHHBIN OpraH 0 HEOOXOIUMOCTH MIPUOCTAHOBJICHUS IEUCTBUSL PETUCTPALIMOHHOTO
YAOCTOBEPEHHUS.



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

56. 3MeHeHus kiaaccU(PpUUUPYIOTCS B COOTBETCTBUU ¢ [lepeuHem BHIOB M3MEHEHHI,
BHOCHMBIX B PETUCTPALMOHHOE JIOChE JIEKAPCTBEHHOT'O CPEJICTBA COTIACHO NMPUJIOKEHHIO 16
K HacTosamum [IpaBunam Ha:

1) HecymiecTBeHHOE M3MeHeHue Tuna [A - (M3MEHEHHEe, KOTOPOE OKa3bIBAET
MHUHUMAJIbHOE BJIUSHHUE WJIM HE OKa3blBaeT BIMSIHUA Ha OE30MaCHOCTb, KAayeCTBO H
3¢ (PEeKTUBHOCTH 3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpemnapara, MOJAaHHOE B MEPUOJ
JEHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa U He TpeOyroliee
HOBOM PErUCTpALNN);

2) HecymectBeHHOe n3MeHeHue tuna Ib - (u3mMeHenue, koTopoe He Mojnaaroilee Mo
onpenenenus n3Menenuid tuna [A u tuna II, He TpeOyroliee HOBOM perucTparum);

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

4) usmeHeHus, TpeOyIolMe HOBOM perucTpaluy JEKapcTBEHHOTO Ipenapara;

5) cpouHble U3MEHEHMS, Kacaroluecss 0e30MacCHOCTH JIEKapCTBEHHOI'O CpeiCTBa -
CPOUHBIE BpPEMEHHbIE OTPAHUYEHUS, CBS3aHHbIE C OE30MACHOCTHIO MCIOJIb30BAHUS
JIEKapCTBEHHOIO Tpernapara, KOTOPhIE BHEAPSIOTCS 3asiBUTENIEM B CIydae BBISIBICHUS pUCKa
I OOIIECTBEHHOTO  3J0pPOBbS MpPU  MNPUMEHEHUHM  3apETHUCTPUPOBAHHOTO  (
MEePEPETUCTPUPOBAHHOIO) JIEKAPCTBEHHOr'O MperapaTa.

JlepxaTenb perucTpalMOHHOrO yJAOCTOBEPEHHUS B TEUEHUE ABAJLATH YETHIPEX HYACOB
YBEIOMJISIET O BBOJIUMBIX UM OTPAaHMYCHUSX TOCYJapCTBEHHBIN opraH. Eciu B Teuenue 24 (
JIBAJIIATh YETHIPE) YACOB IMOCIIE MOTYUYEHUs dTON MHGOPMAIIHH OT TOCYJapCTBEHHOTO OpraHa
HE TOCTYIUJIO BO3PAXKEHUH, HSKCTPEHHbIE OrpaHUWYEHHUs, CBA3aHHbIE C 0€30MacHOCTHIO,
CUMTAIOTCA NPUHATBIMU. CpOKHM peanu3allid OTPAHUYEHUUM OroBapUBAIOTCS JIepKaTelieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS U TOCYJaPCTBEHHBIM OPraHOM.

DKCTpEHHbIE OTPAHUYEHMS, CBS3aHHBbIE C OE€30MAaCHOCTHIO, HWHULMUPYIOTCA
roCyJJapCTBEHHBIM OPraHOM IIPU HAJTMYHMH PHUCKA JUIS 5KU3HU U 3J0POBbS YEJIOBEKA.
3asiBlieHHE HA BHECEHUE U3MEHEHUH, KacalolUXCs BBEICHHS SKCTPEHHBIX OIpaHUYeHUH (
MHUIIMUPOBAHHBIX AEPKATEIEM PETHCTPALMOHHOTO YAOCTOBEPEHUS WIH T'OCYJapCTBEHHBIM
OpraHoM), MOJAeTCs JAepKaTeleM PEruCTPAllMOHHOTO yAOCTOBEPEHHUSI Ha PACCMOTPEHHE HE
Mo3/Hee, 4eM B TeueHue 45 (COpOoK MATh) pabounx JHEH ¢ MOMEHTa yBEIOMIICHUS.

57. B ciiyyae BHECEHHS U3MEHEHUS, KOTOPOE HE KIAaCCU(PUIMPOBAHO B HACTOSIIHMX
NpaBUjiax, 3asABUTENIb 0OpAIIAETCS B TOCYJIapCTBEHHYIO 3KCIEPTHYK OpPraHU3AIMI0 Yepe3
npoleAypy KOHCYJIbTAMM C IEJNbI0 TOJYYEHHS PEKOMEHJAlMH MO0 KilaccUuPuKaiuu
WU3MEHEHUS.



[NocynapcTBenHas skcriepTHas opranusanus B teuenue 20 (aBaamnaTth) paboyux mHEH
MOCJI€ TOJIyYEHHS 3alpoca HAIMPaBIISAET OTBET 3asiBUTEIIO B QJIEKTPOHHOM U (MJIM) OyMaskHOM
BHJIE.

58. [lepkarenb perucTpalMOHHOTO yIOCTOBEPEHUS MPEJOCTABIISIET AEKIAPAIUIO O TOM,
yto B mnpoektax OXJIIl u HMuctpykuum JIC BOCHpPOU3BENEHHOTO, TMOPUIHOIO HIIH
OroaHanoruyHoro (OMOMoA0OHOTO) JEKAPCTBEHHOTO IMpernapaTa OTCYTCTBYIOT OTIMYHS OT
neiictBytoumx OXJII nu Uacrpykuun JIC opuruHansHOro (peepeHTHOro) JeKapCTBEHHOTO
npenapara, 3a UCKJIIOUEHHEM OTJIMYUN MHQOpMAlUu O MPOU3BOJUTENE, CPOKE T'OJHOCTH,
COCTaBE BCIIOMOTATENIbHBIX BEUIECTB U PA3IMUUN B OMOTOCTYTHOCTU WIH (papMaKOKUHETHUKE.

59. Jlepxarenb pPErMCTPalMOHHOIO YJOCTOBEPEHUS NPEAOCTABISAET NOCTPOUHOE (
pacIojioKeHHOE MapallieTbHO Ha OJHOM JiMcTe) cpaBHeHue aAeictByromux OXIJIII u
Nuctpykiun JIC opurnHamsHOTO (pedepeHTHOr0) JEKAapCTBEHHOTO MperapaTa U MPOSKTOB
OXJII u Huctpykumu JIC BOCHpPOM3BENEHHOI'0, THOPHUIHOTO WIJIM OHWOAHAIOTUYHOTO (
OMOMOI00HOT0) JIEKAPCTBEHHOTO IIpernapara C BbIICJICHUEM U 000CHOBAHUEM BCEX OTIMYMIA.

60. [epxkaTenp perucTpalliOHHOTO YIOCTOBEPEHHS MIPH MO1aue 3asBJICHUS HA BHECECHUE
m3meneHnii B OXJIIT n Uactpykuun JIC nmpegocraBiser BEAOMOCTh U3MEHEHHN C yKa3aHUEM
IIOCTPOYHO PACIOJIOKEHHOTO CPAaBHEHHSI TEKCTAa BHOCHUMBIX HM3MEHEHHH C TEKCTOM
YTBEPKIACHHON BEPCUMU.

61. DxcnepTHasg opraHu3alys UHUIMUPYET MPOUEAYPY MPUBEICHHUS B COOTBETCTBUE (
rapMoHu3aius) UHGOpPMALMU 1O 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIperapaTtaM B
OXJIT n Unctpykuuu JIC tekapcTBEHHBIX TPENapaToB ¢ OJHUM M TEM K€ MEKIYHAPOIHBIM
HEIMaTEeHTOBAHHBIM HAa3BAaHWEM WJIA C OJHUM U TEM K€ JEHCTBYIOIIUM BEIIECTBOM.

62. JlepxaTesb pEruCcTpPallMOHHOrO yjaocTtoBepeHus npu paszpadorke OXJIII u
Nuctpyxkiun JIC Bocipou3BeIeHHOT0, THOPUIHOTO MIM OMOAHATIOTHYHOTO (OMOT0I00HOTO)
JIEKapCTBEHHOTO TIpernapara MpU Mojave 3asBJICHHUS Ha 3KCIEPTU3bl MPU PETUCTpallUU, a
TAK)KE NPU MEPEPETUCTPALNMHA U BHECEHUN M3MEHEHUU PYKOBOJICTBYETCS NMPHUBEICHHOU B
cooTBeTcTBHE (rapmoHuzupoBaHHoi) uHpopmauueit mo OXJII u Uucrpykiuu JIC mo
MEXIyHapOJHOMY HEMATEHTOBAHHOMY HA3BAHUIO WJIM COCTaBY JEHCTBYIOIIUX BEIIECTB,
pPa3MENIEHHBIX HAa CANTE SKCIIEPTHON OPraHU3allK Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

ITaparpa¢ 2. ITopsnox npoBeaeHus 1a60PaTOPHEIX HCIBITAHUH

63. JlabopaTopHbIe UCIBITAHUS JIEKAPCTBEHHOTO CPENICTBA OCYIIECTBIISIIOTCA B CPOKH, HE
npessimatomue 60 (mectbaecsaT) padbouux THEM CO JHS MOCTYIUICHUSI IOKYMEHTOB Ha
CHEIUAM3UPOBAHHYIO JKCIEPTU3Y B HUCIMBITATENBbHBIX Ja00OpPaTOPHUSX TOCYJAPCTBEHHOU
AKCIEPTHOW OpraHU3aluu B IEIIX MNOATBEPKJICHUS COOTBETCTBUS IOKa3aTeaeu
0€30MacHOCTH ¥ KauecTBa JIEKAPCTBEHHOTO CPEJICTBA U BKITIOYAIOT:

1) aHaJIM3 aHATUTUYECKOTO HOPMATUBHOTO JOKYMEHTa JIEKApCTBEHHOI'O CPEJICTBA B YACTHU
METOJUK MPOBEICHUS UCTIBITAHU;



2) npoBeJeHe 1a00PATOPHBIX UCIIBITAHUN Ha COOTBETCTBUE TPEOOBAHHUSIM HOPMATHBHOTO
JOKYMEHTa 10 Ka4yeCTBY;

3) onpeneneHre BOCIPON3BOIMMOCTH AHAIUTUYECKUX METOIUK KOHTPOJIS Ka4ECTBA.

HcnbiTanue 00pa3lioB JIEKAPCTBEHHBIX CPEJCTB C HMCIOJIb30BAaHUEM KOMILIEKCa
(bU3UKO-XUMHUYECKUX, OWOJOTHYECKUX KCCIEIOBAaHUM HAINpaBlI€HO Ha OIpeaeseHue
KOJINYECTBEHHOTO M Kauy€CTBEHHOTO COJIEP)KAHUS JIEMCTBYIOLIIMX W BCIOMOTaTEJIbHBIX
BEILECTB, PUMECEH, a TAK)KE CTENIEHU OMOJIOTUYECKON 0€30MacHOCTH (MUKPOOHOIOrnYecKast
YHCTOTA, TOKCUYHOCTb, IUPOT€HHOCTH).

64. JJabopaTtopHbIe UCTIBITAHUS HE IPOBOJASITCS MPU:

1) nepepeructpaiuu J1€KapCTBEHHOTO CPEACTBA;

2) sKcIepTU3e JEKAPCTBEHHOTO CPEeNICTBa, MPOU3BEACHHOr0 B cooTBeTcTBUM ¢ GMP
ctpan perumona ICH (AiCudiiu), B Pecmyb6nuke Kazaxcran B coorBerctBuu ¢ GMP
Pecnybnuku Kazaxctan M uMerolero perucTpaiuoHHoe nocke B ¢opmare OOI1ero
TEXHUYECKOr0 TOKYMEHTA;

3) sKkcnepTu3e JEeKapCTBEHHBIX CPEACTB, B paMKax Mpolexypsl npekBatududuranuu u (
WJIM) MPOUEAYphl MPU3HAHUS HAYYHOU OLEHKH JIEKAPCTBEHHBIX MPENapaToB PEryJIsTOPHBIX
opraHoB co ctporoil perynsitopHoit cucremoir (SRA) (CIIA, EC (EMA), Kanana,
[Beitapus, BenukoOputanus, ABctpanus, SINoHKs ) HA OCHOBAaHUU COBMECTHOM MPOIIEAyPhI
YCKOPEHHOM perucrpanuu ¢ BceMupHo# opranusanuen 31paBoOOXpaHeHUs,

4) yCKOpPEHHOM dKCepTU3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciyuae BbISIBIEHUS 3aMEUaHUW MPU MPOBEICHUM JTaOOPATOPHBIX MCIBITAHUN B
TeyeHuu 5 (TATh) pabounx AHEH 3asBUTEINO Yyepe3 HHOOPMAIMOHHYIO CUCTEMY B "JTHYHBIN
KaOWHET" HanmpaBJISIETCS] TUChMO C YKA3aHUEM BBISIBJICHHBIX 3aMEYaHU U HEOOXOJUMOCTH UX
YCTpaHEHHUsI B TIOTHOM 00BbEME B CPOK, He TpeBbImaroniuii 20 (1BaanaTi) pabounx JHEH.

66. [Ipu He ycTpaHEHUH WJIU HE TIOJIHOM YCTpaHEHUU 3aMeuanuii B TeueHue 10 (mecsartp)
pabouyux QHEH co AHS TMOJY4YEHHsS OTBETa OT 3asgBUTENsSI TOCYJapCTBEHHAas HKCIEpTHas
OpraHu3allMs HAMPAaBISIET 3asBUTEIIO MUCHbMO C YKAa3aHHEM JIONOJIHUTENbHBIX 3aMeYaHuil U
HEO0OXOMMOCTH WX ycTpaHeHu# B Teuenne 10 (mecsiTh) pabounx AHEH.

67. Ilpu He NpenoCTaBICHUU 3asBUTEIIEM OTBETOB BBICTABJICHHBIE B IMHCHME
roCyJapCTBEHHON AKCIIEPTHOM OpraHu3alyy 3aMe4YaHusi B YCTAHOBJICHHBIA CPOK COIJIACHO
nyHKTy 66 Hactosmux [IpaBui u OTpUIIATENBHBIX pe3yJbTaTax J1a0opaTOPHBIX UCIBITAHUIM
MaTepualibl HAMpaBISIIOTCS B DKCHEPTHBIA COBET ISl MPUHATHS peuieHus o0 oTKaze u
IIPEKPAIEHNH SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA COIJIACHO IYHKTY 48 HacTOAIMX
IIpaBui.

68. Ilo pe3ynpTaram 5a0OpaTOPHBIX HUCIBITAHUM JIEKAPCTBEHHOTO CpEICTBa
UCIIBITaTeNIbHOM JNabopaTopueil B TeueHue 10 (mecsTh) paboumx JHEW COCTaBiIsETCS
MIPOTOKOJ HCIBITAHUI 1O JOpME COTTaCHO MPUIIOKEHUIO 23 K HacTosmuM [IpaBuiiam.



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

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

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

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

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

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

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

[To pe3ynabTraTaM J1abOpaTOPHBIX HCIBITAHUN cocTaBisieTcss OT4eT O pes3ysbTarax
MIPOBEICHHUS JTAOOPATOPHOTO MCTIHITAHUS B JIAOOPATOPHH KOHTPOJIS KauyeCTBa MPOU3BOIUTEIS
WIK B KOHTPAKTHOM J1a00paToOpuu, UCIOIb3yEMOM TPOU3BOAUTENIEM COTJIACHO MPHIIOKEHUIO
24 x HactossmuMm [IpaBuinam.



ITaparpa¢ 3. Ilopsanok popMupOBaHAS pe3yIbTaTOB IPOBEAECHHOH SKCIEPTU3HI JIEKAPCTBEHHBIX
CpPEnCTB

70. IIo OKOHYaHMM DKCIEPTU3bl 3aABUTENIb COIVIACOBBIBAET C I'OCYIAapCTBEHHOU
HKCIIEPTHON OpraHu3alKeil B 3JIEKTPOHHOM BHJIe 001IMe (aJMUHUCTPATUBHBIE) CBEIACHUS O
JIEKapCTBEHHOM MpenapaTe, UTOTOBbIE IOKYMEHTHI (HOPMATUBHBINA IOKYMEHT MO KaueCTRBY,
MHCTPYKLHIO [0 MEIULIMHCKOMY IIPUMEHECHUIO U MAKETOB MAPKUPOBKU YIIAKOBKH, ITUKETOK,
CTUKEPOB C MApPKHUPOBKOIA), B TOM YHUCJIE KOPPEKTHOCTh 3aHECEHHBIX JaHHBIX:

MIPU TOCYAAPCTBEHHOW PErUCTpaIlii, B TOM YHCJIE BHECEHHE M3MEHEHUM, TPEOYIOmmX
HOBOW PEruCTpaIlvu, NP MEPEPETUCTPALINM, IPU BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE
nocwe tuna [A, tuna Ib u tuna Il ¢ npoBeaeHnem 1a00paTOPHBIX UCTIBITAHUMN, TPU BHECEHUU
U3MEHEHUN B peructpanuonHoe gocke tumna IA, tuma Ib u tunma Il 6e3 mporeneHus
71a00paTOPHBIX UCIBITAHUH - B CPOK HE MPEBbIIIaIONIuii 2 (1Ba) pabouux AHEH;

IIPU YCKOPEHHOM PErucTpanuu JEKapCTBEHHOIO CPEICTBA U NP COBMECTHOM MpOLEAype
peructpauuu ¢ BO3 - B cpok He npeBblaromuii 1 (oauH) pabounx AHe;

[Ipu BBISIBIEHUM HECOOTBETCTBUS OOHOBIICHUSI MUTOTOBBIX JOKYMEHTOB 3asBUTEIIb
OJHOKPATHO HAIIPaBJISIET MUCBMO C YBEJOMJEHHEM O HECOOTBETCTBUM W IPHUKJIAIBIBAET
KOPPEKTHBIE UTOTOBBIE IOKYMEHTBI B TEYEHHE C MOMEHTA 3aBEPLICHUS SKCIIEPTU3BI.

B ciydae oTcyTCTBUS COTJIacOBaHUS 3asiBUTEJIEM 3aKIIOUEHHE O O€30MaCHOCTH, KAUeCTBE
U 5QPEKTUBHOCTH JICKAPCTBEHHOTO CPEJCTBA POPMHUpPYETCs O€3 €ro CoriIacoBaHusl.

71. I'ocynapcTBEHHas 3KCIIEPTHAS] OpraHU3alus MPOBOJUT MPOBEPKY MPEICTABICHHON
nHpoOpMallK 3asiBUTEIEM, a TAaKKE€ IpPHU BBISIBICHUM HECOOTBETCTBHUS KOPPEKTUPYET
3aHECEHHbIC JaHHbIC U OOHOBIISIET UTOTOBBIE JIOKYMEHTHI:

MIPU TOCYJIApCTBEHHOW PErucTpaluu, B TOM YKCJIE€ BHECECHUE U3MEHEHUH, TPEOYIOIUX
HOBOW PErucTpanuu, Npyu MnepeperucTpalnu, Npu BHECEHUU U3MEHEHUN B PErMCTPALIMOHHOE
nocbe Tumna IA, tuna Ib u tuna Il ¢ npoBeaeHnem 1a00paTOPHBIX UCHIBITAHUM, TP BHECEHUU
W3MEHEHUM B peructpanroHHoe aocbe Tumna [A, tuma Ib um tuma II 6e3 mpoBeaeHus
71a00paTOPHBIX UCIIBITAHUH - B CPOK HE MPEBBIIIAIONMNN 3 (Tpu) pabouux JAHEH;

IIPY YCKOPEHHOM PErMCTPalMH JEKAPCTBEHHOIO CPEICTBA U P COBMECTHOM ITPOLIEAYpE
peructpanuu ¢ BO3 - B cpok He nipeBblnaronuii 1 (oaun) padbounx gHei.

72. Ilo pe3ynbTataM HpPOBEIEHHOW HKCIEPTU3Bl JIEKAPCTBEHHOIO CPEACTBA
roCyJJapCTBEHHAs] DKCIIEpTHAsi OpTraHW3allMsl COCTaBIISIET 3aKIIOYEHHE O 0e30MacHOCTH,
KadyecTBe M A(OPEKTUBHOCTU JEKAPCTBEHHOTO CpPEJACTBA, 3asBIECHHOTO Ha JKCIEPTHU3Y
COTJIaCHO MpUJIokKeHuto 25 k HactosiuuM l[IpaBunam u 3akimtodyeHue O 0€30MacCHOCTH,
KaduecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3asBICHHOIO HA SKCIEPTU3Y
W3MEHEHUM, BHOCUMBIX B PETUCTPALMOHHOE JOChE COTJIACHO MPUIIOKEHUIO 26 K HACTOSIIIUM
[IpaBunam:

MIPU TOCYJIAPCTBEHHOW PErUCTpally, B TOM YKCJIE BHECEHUE U3MEHEHUH, TPEOYIOIUX
HOBOW PErucTpanuu, Npyu MnepeperucTpalnu, Npu BHECEHUU U3MEHEHUU B PErUCTPALIMOHHOE



nocbe Tumna [A, tuna Ib u tuna Il ¢ mpoBeaeHneM 1a00paTOPHBIX UCIIBITAHUM, TP BHECEHUU
M3MEHEHHN B peructpannoHHoe ngocbe Ttumna lA, tuna Ib u tuna Il 6e3 mpoBeneHus
71a00paTOPHBIX UCTIBITAHUN, TIPU YCKOPEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO CPEJICTBA - B
CPOK HE MpEBbIIAONINKN 5 (TI5Th) pabouux JHEH;

IIpu COBMECTHOU mpolueaype peructpaunu ¢ BO3 - B cpok He npeBbimatomuii 1 (oaun)
pabounx JHEH.

73. Ilo pe3yiabTaTaMm MOJOXKHUTEIBHOTO 3aKJIIOUCHHUS O 0€30MacHOCTU, KaueCTBE M
7 (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aSBJICHHOTO HAa AKCIEPTU3Y U 3aKIIOYEHUS O
0€e30MacHOCTH, KayecTBEe M 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJICTBA, 3asBJIECHHOIO Ha
HKCIIEPTU3Y U3MEHEHUH, BHOCHMBIX B PETUCTPAIMOHHOE J0ChE, (DOPMUPYIOTCS CIIETyIONTNE
AJIEKTPOHHBIE JOKYMEHTHI, OAMUCAHHBIE JIEKTPOHHO-ITU(POBON MOAMUCHI0 PYKOBOAUTEIS
rocyJIapCTBEHHOT'O OpraHa:

1) peructpallMOHHOE YJIOCTOBEpPEHHUE, JIEUCTBYIOIlee Ha Tepputopuu PecryOnuku
Ka3zaxcran cornmacHo npuoxenus 4 k Hactosmmm lIpasuiam;

2) 3aperucTpupoBaHHbICE HMHCTPYKUHS (JIMCTOK-BKJIQJABINI) MO MEIUIIMHCKOMY
MPUMEHEHHUIO JIEKApCTBEHHOTO CpEeJICTBAa WJIM MEIUIIMHCKOTO U3Jenuss u oOmas
XapaKTEepPUCTHUKA JIEKAPCTBEHHOTO CPEACTBA HAa Ka3aXCKOM M PYCCKOM SI3bIKaX;

3) 3aperucTpupoBaHHbIC MAKEThl YIIaKOBOK, STUKETOK, CTUKEPOB Ha JIEKAPCTBEHHBIE
CpeACTBa, MEIUIIMHCKUE U3ENIHS HA Ka3aXCKOM U PYCCKOM SI3bIKAX.

74. Jlns IeKapCTBEHHBIX CPEJICTB OTEUECTBEHHOIO IMPOU3BOJICTBA, IPOU3BOIUMBIX IS
AKCTIOpPTa U BHYTPEHHETO PhIHKA CTPAHBI O] Pa3HBIMU TOPIOBBIMU HAa3BaHUSIMU, SIKCIIEPTU3A
IIPOBOJIUTCS C BBIJA4€il OJHOTO 3aKJIIOYEHHUs] 0 0€30MaCHOCTH, KauecTBe U d(PPEKTUBHOCTH
JIEKapCTBEHHOI'O CPE/ICTBA.

75. B cnydasx OTpUIATEILHOTO 3aKIYEHHs O Oe30MacHOCTH, KadyecTBe U
3(phEeKTUBHOCTU JIEKAPCTBEHHOTO CPEJACTBA WM OT3bIBAa 3asABUTEJIEM 3asBICHUS Ha
AKCHEPTU3Y MOCJE Haydalla MPOBEJICHUS SKCIEPTU3bI, CTOUMOCTh MPOBEICHUS SKCIEPTHBIX
paboT 3asIBUTEINIO HE BO3BpAIIAETCS.

76. 1o pe3ynpTaTaM SKCIEPTU3BI TOCYAAPCTBEHHAS IKCIIEPTHAS OpraHu3anusi GOpMHUPYET
CBOJIHBIN OTUET MO 0€30MaCHOCTH, KAYECTBY U 3(PPEKTUBHOCTHU JEKAPCTBEHHOTO IIpenapara B
COOTBETCTBUU C NpuiiokeHrueM 27 Kk HactosmuM [IpaBunam, He KOHPUAEHIIMATbHAS YaCTh
KOTOPOTO pa3MeIaeTcsl Ha MHTEPHET-PECYPCE FOCYIapCTBEHHOM SKCIIEPTHON OpraHU3alnH.

77. Ilocne 3aBeplieHUs NPOLEAYPBI DKCIIEPTU3BI I'OCYAapCTBEHHAs JKCIEpPTHAas
opranuzamusi GOpMHUPYET AIEKTPOHHBIA APXMBHBIN IK3EMIUISIP PETUCTPAIMOHHOTO JOChHE,
coAepkKaluii JOKYMEHTBHl W MaTepuayibl pe3yjbTaTa AKCIEPTU3bl (IOMOJHUTEIbHBIC
Marepuaibl, MPEeACTAaBICHHbIE 3asiBUTENIEM IO 3aMpocy TrOCYyJapCTBEHHOW SKCIEPTHOM
OpraHu3alyy, OTYET BATUAAUUN PETUCTPALMOHHOTO JOChE, 3aKIFOYUTEIbHBINA CBOJHBIN OTUET
AKCHEPTOB MO KPUTUUYECKON OLIEHKE JIEKAPCTBEHHOTO Mpernapara, MPOTOKOJIbl UCIBITATEIbHOM
nabopaTopum), 3aKiIoUYeHHe O O€30MacHOCTH, KadecTBY MU A(PEHEKTHBHOCTH, OOIIYIO
XapaKTePUCTUKY JIEKAPCTBEHHOT'O CPEACTBA, MHCTPYKIUIO M0 MEAUIIMHCKOMY TTPUMEHEHUIO (



JVMCTOK-BKJIA/IbIIII), HOPMATUBHBI JOKYMEHT [0 KayeCTBY JIEKAPCTBEHHBIX CPEJICTB,
3apPEruCTPUPOBAHHBIC MAKETHI YIIAKOBOK, STUKETOK, CTUKEPOB, XPAHSIIUECS B AJIEKTPOHHOM
apXuBe.

Bo Bpems neiCTBUSI PETUCTPAIMOHHOTO YIOCTOBEPEHUSI apXUBHOE PETUCTPALMOHHOE
JOChE, IOMOJIHAETCA PETUCTPAUUOHHBIM JOChE, MOJAHHBIM Ha BHECEHUE HM3MEHEHUI,
COJZIEpIKaIllM JIOKYMEHTBI U MAaTEPHUAIIbl PE3YIbTATOB IKCIIEPTU3HI.

PerucrpainoHHOE OCHhE XPAHUTCS B AJEKTPOHHOM APXHUBE HA 3JIEKTPOHHOM HOCHUTEIE B
TEUYECHUE JECATH JIET.

78. Ilpu rocymnapCTBEHHOW pPETUCTPAllMU YCTAHABIMUBAECTCSA CPOK ACUCTBUS
PETUCTPALMOHHOIO yIOCTOBEPEHUS IS JIEKAPCTBEHHBIX CPEACTB — S5 JIET, 3a UCKIIFOYEHUEM
JIEKapCTBEHHBIX CPENICTB, MPOU3BeIeHHBIX B PecyOnuke KazaxcraH.

[Ipn rocymapCTBEHHON PETHCTPALIMU JIEKAPCTBEHHBIX CPEACTB, MPOU3BEICHHBIX B
Pecny6iinke Kazaxcran BbigaeTcst 0ecCpouHOE PETUCTPALIMOHHOE YIOCTOBEPEHHUE.

IIpu mepepeructpanuu BblAaeTCs 0€CCPOYHOE PETMCTPALMOHHOE yIOCTOBEPEHHUE Ha

JIEKapCTBEHHBIE CPEACTBA.

ITaparpad 4. ITopsmok perucTpamuy ¥ BHECEHUI W3MEHEHHS B IICHBI IIPOA3BOAUTEIIS,
(dbopMEpOBaHUS NpeeNIbHBIX IIEH Ha JIEKApPCTBEHHBIE CPEICTBA

79. dna perucTpallud WJIM BHECEHHS W3MEHEHUM B 3apETHCTPUPOBAHHYIO IICHY
npouszBoautens JIC, 3asBuTeNh MNpPeAOCTaBISET B TOCYAAPCTBEHHYIO JKCIEPTHYIO
OpraHu3allyIo 3asBJIEHUE IO popMe, COoriacHo MpuiioxkeHuto 1 k Hacrosmmm [IpaBuiam.

B cnyuae BBo3a JIC Ha Tepputoputo Pecnybnuku Kazaxcran nmocie peructpanuu 1eHbI
Ha JIC, 3asButens B TedeHue 60 (IIecThbAECAT) KaJCHIApHBIX JHEW CO JHA BBO3a B
00513aT€ILHOM TIOPSJIKE BHOCUT H3MEHEHHE B paHee 3aperuCTPUPOBAHHYIO IIEHY
MIPOU3BOIUTEIIA.

80. IIpu peructpaunu ueHsl npouspoautens JIC k 3asiBICHUIO NpUIaratoTcs CIeIyoIme
JIOKYMEHTBI:

1) JOKYyMEHT, MOATBEPKAAIOUIUN MIPABO 3asBUTEIIS OCYIECTBIIATh PETUCTPALIMIO IIEHBI

WJIM BHECEHUE U3MEHEHUM B IIEHY TPOU3BOIUTEIIS.

2) ans uHOCTpaHHbIX TpousBojutenedt JIC u nnsg 3aka3dyukoB KOHTPAKTHOIO
npousBojactBa JIC: undopmainus Ha pupmMeHHOM OJIaHKE 3asiBUTENISA, 3aBEPEHHAs MOANUCHIO
YIOJIHOMOYEHHOTO JIMIIA 3asiBUTEINS O 1[eHaX B peepEeHTHBIX CTpaHaX, B CIydae OTCYTCTBUS
IIeH B pePepeHTHBIX CTPaHax - B CTpaHE MPOU3BOIUTEIIS.

81. Peructpanuss uensl npousBoautenas JIC u BHeceHHME U3MEHEHUU B
3apEerUCTPUPOBAHHYIO 1IeHY MpousBoauTess JIC ocyiecTBaseTcsl HA OCHOBAaHUM MOJAHHOTO
3asiBieHHUs B Cpok He mo3aHee 10 (mecsTh) pabouyux JHEH CO JHS MPEAOCTABICHUS
3asIBUTEJIEM 3asIBJICHUSI.

82. I'ocynapCcTBEHHAs DKCIEPTHAS OPTaHU3aLNsl PETUCTPUPYET LEHY TPOU3BOINUTENS IIPU
COOTBETCTBHUH CIEAYIOIIUM KPUTEPHUSIM:



1) mpenocTaBieHHas IeHa Mpou3BoauTeNs s BBo3uUMBIX JIC mius PecrnyOnukwm
Kazaxcran He npeBbIIIaeT CpeIHEE 3HAUCHUE TPEX MUHUMAJIbHBIX 1I€H U3 YUCIIA MOJaHHBIX B
3asBJICHUHU pEePEpPeHTHBIX CTpaH, a TaKKe HE MPEBBIIIAET CpPEIHEEe 3HAUYCHHE TpeX
MUHUMAJIbHBIX 1IE€H, OJYYEHHBIX U3 JAHHBIX CAUTOB MEXIyHAPOAHBIX OpraHU3alUi.

[Ipu paccMOTpEeHUH LIEH YYUTHIBAETCS MUHUMAIbHOE 3HAUEHHE 1I€H, U3 YUCJIa CBEACHMUIA,
yKa3aHHBIX B YaCTH NEPBOM HACTOSLIETO MOAMYHKTA.

IIpu oTcyrcTBUU rocynapcTBeHHou peructpauuu JIC B pedepeHTHBIX CTpaHax, LieHa
IIPOU3BOAMTENIS HE IPEBBIIIAET 3HAUYEHUS LIEHBI B CTPAHE-ITPOU3BOAUTEIIS.

83. Ilpu BHECEHMM M3MEHEHUW B 3apETHCTPUPOBAHHYIO LieHYy npousBoautens JIC, k
3asIBJICHUIO IPWIIATAI0TCs CIAEAYIOIIHNE TOKYMEHTHI:

JI71st OTe4eCTBEHHBIX TPOU3BOAUTEICH:

1) AOKyMEHT, MOATBEPKAAIOLIMI IPABO 3asBUTEIS OCYIIECTBIISITh PETUCTPALUIO LIEHBI
WM BHECEHUE U3MEHEHH B LIEHY IPOU3BOAUTEIS;

2) uadopmalus ¢ NOATBEPKAAOIIUMHU TOKYMEHTaMH (KOHTPAKT, J0roBOp) o neHax JIC
peanu3yeMbIX B IPYTUMX CTpaHax 3a 12 Mecsues, NpeAlieCTBYIOMNX JaTe N01aun 3asiBICHUS
Ha PErUCTpaIIo TM00 BHECEHUS U3MEHEHUH B 3apErUCTPUPOBAHHYIO LIEHY.

B ciydae oTcyTCTBHS peanu3auuy B IPYTHX CTpaHax, 3asBUTENb IMOATBEPKIACT
OTCYTCTBUE pealMn3alid Ha (PUPMEHHOM OJIaHKE 3asgBUTEJA, 3aBEPEHHOM IOJIMHUCHIO
YIOJIHOMOYEHHOTO JIMIIA 3asSBUTEIS;

3) nns JIC, cpok AecTBUSI peruCTPAllMOHHOTO YJIOCTOBEPEHUSI KOTOPHIX HA MOMEHT
NoJa4M 3asBJICHUS HCTEK, MPOM3BEACHHBIX Ha Tepputopun PecnyOnuku Kaszaxcran no
UCTEUCHUSI CpOKa JEWCTBUS PETMCTPAlMOHHOTO yaocTtoBepeHus JIC, mpenocraBiastoTCA
JOKYMEHTBI, TOATBEp K Aarone npouspoactso JIC.

JIns1 3aKa34uKOB KOHTPAKTHOTO mpou3BojicTa JIC:

1) JOKYMEHT, MOATBEPKAAIOLUIMN IPABO 3asBUTEIS OCYIIECTBISITh PETUCTPAIIUIO LIEHBI
WJIM BHECEHUE U3MEHEHH B LIEHY IIPOU3BOIUTEIS;

2) undopmanus Ha (PUPMEHHOM OJaHKE 3asBUTEIIS, 3aBEPEHHAs MOJMHUCHIO
YIOJIHOMOYEHHOTI'O JIMIA 3asiBUTENS O IEHAX B pe(EpEeHTHBIX CTpaHax, B CIy4ae OTCYTCTBUS
IIEH B pe)EPEHTHBIX CTPAHAX, B CTPAHE TPOU3BOAUTEIIS;

3) Komus JOJITOCPOYHOIO IOTOBOPA MOCTABKHU C 3aKa3YMKOM KOHTPAKTHOTO TPOU3BOICTBA
JIC ¢ undpopmanueit o nene npousBoautens JIC, neicTByromero Ha MOMEHT IOJa4yu
3asIBJICHUS Ha PETUCTPALIMIO JIMOO BHECEHUSI U3BMEHEHUI B 3apErUCTPUPOBAHHYIO LIEHY;

4) nns JIC, cpok IENCTBHS PErUCTPALIMOHHOTO YJIOCTOBEPEHUSI KOTOPBIX HA MOMEHT
noJauM 3asiBJICHUS HCTEK, MPOM3BEACHHBIX Ha Tepputopun PecnyOnuku Kaszaxcran no
UCTEUEHHS] CPOKa JEHCTBUS pErucTpauuoHHOro yupocroBepenus JIC, misi M3MeHEHHUs
3apEruCTPUPOBAHHON LIEHBI IPEJOCTABIIIOTCSA JOKYMEHTBI, TOATBEPKAAOIINE TPOU3BOICTBO
JIC (xomust cepTrdukara 0 COOTBETCTBUH MPOTYKIIHH).

JI1s1 ”HOCTpPaHHBIX MPOU3BOJAUTENECH:



1) mTOKyMeHT, MOATBEPKAAIOIINAN MPABO 3aABUTENS OCYIIECTBIATh PETUCTPALINIO LIEHBI
WM BHECHUME HU3MEHEHUH B IIE€HY MPOU3BOJUTENs, BKJIIOYas MNPaBO MNPEAOCTABISThH
uH(dOpMaIHIO O TIeHaX B pe(epPEeHTHBIX CTPAHAX U O IIeHaX (PaKTHUYECKUX BBO3OB,;

2) xonus NOKyMeHTa, noarBepxpaatomas mneny JIC (konus uHBOMca (HakiIagHOM),
cuyeT-(akTypsl) 3a mnocieaHue 12 MecsueB (MpU HAIUYUM (PAKTUYECKOrO BBO3a), 32
UCKJIIOUEHHEM CllydaeB BBO3a Ha tepputoputo Pecnybnuku Kazaxcrtan JIC Ha ocHOBaHUSX,
MIPeTyCMOTPEHHBIX MOANYHKTOM 4) ctathu 252 Konekca.

[Ipu oTcyTcTBUU (DakTHUECKHX BBO30OB 3a MOCIEAHHE 12 MecsIeB, MPEAOCTaBISIOTCS
KOIMU JOKYMEHTOB 3a MpeblAy il nepuos 12 mecsues.

[Ipu oTcyTcTBHM (haKTHUECKUX BBO30OB 32 YKa3aHHBIN MEPUO]], 3aIBUTENH TTOITBEPKIACT
OTCYTCTBHE BBO3a Ha (QupMeHHOM OJlaHKe 3asBUTENs, 3aBEPEHHOM MOAIHUCHIO
YIIOJIHOMOYEHHOTO JIUIIA 3asBUTES;

3) KoIus TaMOXXEHHOM JeKiIapalliy K TOKYMEHTY, YKa3aHHOMY B MOAMYHKTE 1) MyHKTa 6
(1711 THOCTPAHHBIX TPOU3BOIUTENECH);

4) xomusl KOHTpAKTa WUIU JoroBopa o npuodperenun JIC ¢ nieHoH, AeiicTByromel Ha
MOMEHT M0JIa4YM 3asBJICHUS Ha U3MEHEHUE 3aperucTpupoBaHHoi uensl JIC;

5) nasa JIC, cpok OelcTBUS PETUCTPAIMOHHOTO YJIOCTOBEPEHUSI KOTOPBIX HA MOMEHT
M0/1a4YM 3asiBJICHUSI UCTEK, BBE3EHHBIX Ha TeppuTopuu Pecnyonuku Kazaxcran g0 ucreuenus
CpOKa JEHCTBHSI PETMCTPALIMOHHOIO ynoctoBepeHus JIC, mpenocTaBisltOTCA JTOKYMEHTHI,
noaTrBepxaatomue BBo3 JIC: komus ceprudukaTta COOTBETCTBUM NPOAYKIUHU, KOMHUSA
TAMO>KEHHOU JICKJIapalyu.

['ocynapcTBeHHast SKCHIEpTHAs OpraHU3alus MPOBOJUT CPABHEHUE IMPEIOCTABICHHBIX
JAHHBIX 3asBUTEJIEM Ha COOTBETCTBHUE TpeOOBaHUSAM HacTosmux [IpaBun W NaHHBIX W3
WHTErPUPOBAHHON HH(POPMAIIMOHHON CUCTEMBbI TAMOKEHHBIX OPT'aHOB.

84. BHeceHre U3MEHEHUH B 3apErUCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB MPOU3BOJIUTCSI HA OCHOBAHUU 3asIBJICHHS M IPUIIAraeMbIX JOKYMEHTOB, YKa3aHHbBIX B
nyHkTe 83 Hacrosmux [IpaBu.

85. BHeceHne N3MEHEHUH B 3aPETUCTPUPOBAHHYIO LIEHY NPOU3BOAUTENS I BBOSUMBIX
JIC, cpok AelcTBHSI PErMCTPALMOHHOIO YAOCTOBEPEHUS KOTOPBIX HAa MOMEHT IOJayu
3as1BJIEHUSI UCTEK, BBE3EHHBIX HAa Tepputoputo Pecryonuku KazaxcraHn 1o uctedeHus cpoka
JNEHUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHMS], OCYILIECTBIISIETCS HA OCHOBE CBEJICHUM O LIEHaX
(dakTrueckux BBO30B B PecnyOnuky Kazaxcran 3a mociennue 12 mecsiueB JIeMCcTBUS
PETHCTPALIMOHHOTO YIOCTOBEPEHUS.

B cnyudae oTcyTcTBHS (paKTHUYECKUX BBO3OB 3a MOcheAHUE 12 MecsueB, MpeaoCTaBIs0TCS
KOIMH JIOKYMEHTOB 3a MpeIbIAyInii nepuos 12 mecsues.

BHecenne n3MeHEHU B 3apETUCTPUPOBAHHYIO LIEHY IPOU3BOAUTENS CPOK JEUCTBUS
PErHCTPALMOHHOrO YIOCTOBEPEHHUS KOTOPBIX HA MOMEHT IOJA4H 3asBJICHUS IPUOCTAHOBIIEH,
OCYIIIECTBIISIETCA B MIOPSIJIKE U B CPOKH, MpeyCMOTpeHHbIe TyHkTamu 79, 80, 81, 82, 83, 84 u
85 nacrosmux IIpasui.



86. Ilpu oTcyTcTBUMU BBO3a Ha Tepputopuio PecnyOnuku Kazaxcran BBo3umoro JIC B
TEUECHUE NOCHEAHUX 24 MECALEB JO BHECEHUS MU3MEHEHHWW B 3apETHCTPUPOBAHHYIO IIEHY
IIPOU3BOIUTEIIA, IEHA POU3BOAUTENS PETUCTPUPYETCS HA OCHOBAHUM:

1) koHTpakTa uiu goroopa o npuodperenun JIC neicTByoIero Ha MOMEHT MOJIayu
3asBJICHHS HA BHECEHUE U3MEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY ITPOU3BOINUTEIS,

2) cBeneHUl 0 1leHe B pedEepeHTHBIX CTPAaHAX WIM B CTPAHE-TIPOU3BOJUTENS MPH
OTCYTCTBUU rocyaapcTBeHHou peructpauuu JIC B peepeHTHBIX CTpaHax.

87. 'ocynapcTBeHHasi SKCIIEpTHAsT OpraHU3alus NPOU3BOJIUT BHECEHUE U3MEHEHUI B
3apETUCTPUPOBAHHYIO LIEHY NPOU3BOAUTENS TP COOTBETCTBUHU CIECTYIOIIUM KPUTEPHUIM:

1) mpenocTaBieHHas meHa Npou3BoauTeNs s BBO3UMBIX JIC mius PecryOmukm
Ka3zaxcraH He NpeBBIIIAECT CPENHEE 3HAUCHHUE TPEX MUHUMAJIbHBIX 1IEH U3 YKCIIA MIOJIaHHBIX B
3asBJICHUN PEPEpPEHTHBIX CTpPaH, a TaKXKe€ HE IMPEBBIINIAET CPEIHEE 3HAUYCHHE TpeX
MUHHUMAaJIbHBIX LIEH, IOJYyYEHHBIX U3 TaHHBIX CAWTOB MEXKIYHAPOJAHBIX OPraHU3aLIHM.

[Ipy paccMOTpPEHNH LIEH YUYUTHIBAETCS MUHUMAIIBHOE 3HAYEHHUE 1IEH, U3 YHCIIA CBEIECHUN,
yKa3aHHBIX B YaCTH NIEPBOM HACTOSLIETO MOJAIMYHKTA.

[Ipu oTcyrcTBUU rocynapctBeHHoi peructpauuu JIC B pedepeHTHBIX CTpaHax, LieHa
IIPOU3BOJUTEIISA HE NPEBBIIIAET 3HAYEHUS LIEHBI B CTPAHE-IIPOU3BOAUTEIIS;

2) npeaocTaBieHHas LIeHa Mpou3BoauTeNs Ha BBo3uMbie JIC He Bbllle 3HAYEHUS LIEH,
YKa3aHHBIX B IPEIOCTaBICHHBIX JOKYMEHTaX, MoATBepxkaamux ueny JIC (konus uHBoiiCa,
TaMOXEHHOM JIeKJIapaluy WK cYeT-(PakTyphl (HAKIAIHO)) TMOCIEIHErO BBO3a 32 BHIUETOM
CKHJIKU;

3) npenocTaBieHHas IieHa MPOU3BoAUTENs Ha BBO3uMbIe JIC He BhIllle 3HaYEHUS IIEHBI,
YKAa3aHHOW B ITPENOCTABICHHBIX JOKYMEHTAaX, MOATBEpKAAoLIEIo eHy JIC B KOHTpakTe Win
JOTOBOpE O MPUOOPETEHUH, JEHCTBYIOUIETO HA MOMEHT IOJIayd 3asBJICHUS HAa BHECEHUE
M3MEHEHHUN B 3apETUCTPUPOBAHHYIO LIEHY IPOU3BOAUTEIS;

4) mpenocTaBiieHHas 1I€Ha OT€YECTBEHHOI'0 MPOU3BOAUTENS HE mnpeBbimaeT ueH JIC,
peanu3yeMbIX B IPYTUX CTpaHax;

5) mpenocraBieHHas LeHa NPOU3BOAUTENA He mpeBbimaeT ued JIC goirocpoynoro
JOTOBOpA MOCTaBKM C 3aKa34MKOM KOHTPAKTHOro mpou3Bojctea JIC.

['ocymapcTBeHHAst SKCHIEpTHAsE OPraHU3alMsl MPOBOJANUT CPABHEHUE IPEIOCTABICHHBIX
JAHHBIX 3asBUTENIEM Ha COOTBETCTBUE TpeOoBaHUsAM HacTosmux [IpaBui W NaHHBIX W3
MHTErPUPOBAHHON HH(POPMALIMOHHON CUCTEMBI TAMOKEHHBIX OPI'aHOB.

88. I'ocynapcTBeHHas 3KCIIEpTHAs OPraHU3alMsl BBLAACT 3aKIOYEHUE O PETHCTPALMU
LEHBI JINOO O BHECEHUU M3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS, COTIACHO
MPUJIOKEHHIO 5 K HacTosAmmMm [IpaBunam.

89. B ciydae HECOOTBETCTBHS 3apETHCTPUPOBAHHON LIEHBI KPUTEPUSAM, YKa3aHHBIM B
nyHkrax 82 wm 87 mHacrosmux I[IpaBun, rocynapcrBeHHas JKCIIEpTHas OpraHU3alus



HaIpaBJIsieT MOTUBUPOBAHHBIN OTKAa3 B PETUCTPAIIMU LICHBI, MO0 BO BHECEHUU U3MEHEHUH B
3apErUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS MO (Gopme, coriacHo mnpuioxeHuto 10 k
HacTosamuM [IpaBunam.

90. 3asBuTeNb 00ECIIEUUBAET TOCTOBEPHOCTD, OJHOTY U COACPIKAHUE MTPETOCTABIECHHBIX
JIOKYMEHTOB B COOTBETCTBHU C ACHCTBYIOIINM 3aKoHOAaTeNbCTBOM Pecnyonuku Kazaxcran u
Hacrosmmu [IpaBunamu. [IpenocTaBieHne 3asBUTEIEM HEJOCTOBEPHBIX JAHHBIX SIBIISETCS
OCHOBAHMEM [IJIsi OTKa3a B PEruCTpalMyd I1€Hbl WJIM BHECEHUU HW3MEHEHUU B
3apETrUCTPUPOBAHHYIO LIEHY NPOU3BOIUTENS.

91. Peructpauusi 1eHbl WM BHECEHHE M3MEHEHUN B 3apETUCTPUPOBAHHYIO IIEHY
npousBoautens JIC ocymiecTBiseTcsl B HalIMOHAIBHOM BamtoTe Pecybnuku KazaxcraH.

92. Ilenst npousBogutenst Ha JIC perucTpupyrorTcs 3a MOTPeOUTENbCKYI0 YIAKOBKY,
OTZICTILHO HA KaXkJI0€ TOPrOBOC HAMMEHOBAHUE C YUETOM JICKAPCTBEHHOU (POPMBI, TO3UPOBKH,
KOHIEHTpAIH, 00beMa, (aCOBKH, MPOU3BOIUTENS U PETUCTPAIIMOHHOTO yaocToBepenus JIC
Ha JaTy NOJAayu 3asBJIEHUS O PEruCTpalUH LEHbl MPOU3BOJIUTEINS, JUOO HW3MEHEHUS
3apETrUCTPUPOBAHHON LIEHBI IPOU3BOIUTEIIS.

93. B caywae, eciim B paMKax OJHOTO PETMCTPALMOHHOIO YIAOCTOBEPEHMS
3apETUCTPUPOBAHO HECKOJIBKO BapHAaHTOB MOTPEOUTEIBCKUX YIIAKOBOK, TO3HPOBOK,
nekapcTBeHHBIX (opM u (pacoBok JIC, 3assBUTENb NMPEIOCTABISIET 3asIBJICHUE OTIEIBHO IS
KaXXJIOr0 U3 BApUAHTOB.

94. Ilpu KOHBEpTaLlMK UHOCTPAHHOMN BAJIOTHI 1IEH B 3asIBJICHUU MO KONMUU HHBOMCA (
HAKJIaJHOMN) WK cueT-PaKTyphl, a TaAKKe B KOHTPAKTE WK JoroBope o mpuodbperenuu JIC B
HallMOHANbHYI0 BamioTy PecnyOnuku KazaxcTtaH uCHONB3YIOTCS OQUIHUAIBHBIE KYPCHI
MHOCTPAHHBIX BAJIIOT B CPEAHEM 3a MECSIL], MPEAIECTBYIOMIMMI mofade 3asBieHus (CpeaHuil
obmenHbIi Kypc) HarmonansHnoro banka PecriyOnmku Kazaxcras.

B ciiyyae oTcyTcTBUS O0(HIIMANBHOTO Kypca BaJIIOT B MEPEYHE MHOCTPAHHBIX BaJIoOT,
yTBepKJIeHHOM TtocTaHoBiieHueM [IpaBnenns HanmonansHoro banka Pecnybnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaenuu IIpaBun yctaHoBieHUs] 0QUIIMATBHOTO
Kypca HalnMOHAJIbHOW BamioThl PecmyOnmumkm Kazaxcran k wuHOCTpaHHBIM BamoTam'" (
3aperucTpupoBaH B PeecTpe rocyaapcTBEHHON perucTpali HOPMaTUBHBIX MPABOBBIX aKTOB
non Ne 7977), undopmanus o 1eHe B peepeHTHBIX CTpaHax MOJAeTCs B JloJIapax
Coenunennbix IItaToB AMEpPHUKH COTJIACHO pAacyEeTHOMY Kypcy oIlepauui 3a
MIPEIIECTBYIOMIUM MeCsL, MPeOCTaBIEHHbIX Ka3HauehcTBoM Opranuzanuu O0beMHEHHBIX
Hammii, Ha caiite https://treasury.un.org.

95.@opmupoBanue mnpenenbHon neHbl JIC ocylecTBIseTcsl B HAIMOHAJIBHOM BAJIIOTE
Pecniy6nmuku KazaxcraH.

96.®opmupoBanme npeaenbHoi eHsl JIC mpoBoauTcss B MHPOPMALIMOHHONW CHCTEME
MyTeM AaBTOMATHUYECKOro J00aBJIEHHs K I[I€HE NPOU3BOJAUTENS]  HAICHKH,
b depeHIpOBaHHON UCXO/IS U3 BETUUMHBI 3aPETUCTPUPOBAHHOM IIEHBI MPOU3BOIUTENS 3a
MOTPEOUTENBCKYIO YIIAKOBKY.



97. B nmepuoa OrpaHUYUTENIbHBIX MEPONPUATHH, B TOM YHCJIE KapaHTHHA, BBEICHUS
YPE3BBIYANHOTO TOJIOKECHUS, BO3ZHUKHOBEHHS YPE3BbIYAWHBIX CUTYAIlUHd COLMAIBHOTO,
MPUPOAHOTO WM TEXHOTEHHOrO Xapakrtepa Ha Ttepputopun Pecnmybnuku Kazaxcras,
OCYIIIECTBIISICTCS 0COOBIN MOPsIOK (popMupoBaHuUs npeaeabHbIX 1IeH Ha JIC mj1s onToBO# U
PO3HUYHON peanuzanuu, a Takxke B pamkax (mamee — ['OBMII) u (unu) B cucreme
0053aTEIBHOTO COIMATBLHOTO MEIUIIMHCKOTO cTpaxoBaHus (nanee — OCMC).

[Ipu ocobom mopsi/ike YMOJHOMOYEHHBI OpraH HaMpaBiseT B TOCYJIAPCTBEHHYIO
AKCIEPTHYI opraHuzanuio crnucok JIC mo MexIyHapoJAHOMY HENAaTE€HTOBAaHHOMY
HalMEHOBaHUIO sl (OPMUPOBAHUS MPEACIIbHBIX IIEeH Ha ToproBoe HaumeHoBaHue JIC s
ONTOBOU M PO3HUYHON peann3zanuu, a Takxe B paMkax 'OBMII u (unu) B cucteme OCMC, B
COOTBETCTBUM C PETPECCUBHOM LIKAJIOW HALICHOK.

98. B ciyuae Mecsi9HOTO M3MEHEHUSI OOMEHHOTO Kypca TeHI¢ K MHOCTPAHHBIM BaTIOTaM
Ha 10 unu Gosee MPOIEHTOB W (WJIM) MPEBBIMICHUS (PAKTUUECKOW T'OJ0BON MHQISAIIUM
BEpXHEW TpaHUIlbl 1I€JIEBOr0 Kopujaopa Oosiee uem B 1,5 pasza, mpenelibHbIe IIE€HbI
dbopMupyrOTCS MO TOproBomMy HauMeHoBaHuio Ha JIC mnyrem HanbaBKu K LEHE
MIPOU3BOJIUTEIIS MPOIEHTHOT'O 3HAYEHUSI, MPEIOCTABIIIEMOT0 YIIOJIHOMOYEHHBIM OPTaHOM.

99. B cityuae MecSiUHOTO U3MEHEHUSI OOMEHHOTO Kypca TEeHIe K MHOCTPAHHBIM BaTIOTaM
Ha 10 unu Oosnee MpOLEHTOB W (WMJM) YMEHbLIECHUS (PAKTHUYECKOM TOJ0BOM MHOIALMU
BEpXHEH TpaHUIIBl IIEJIeBOr0 Kopujpopa Oonee dem B 1,5 pasa, mpenenbHbIE IEHBI
dbopMupyIOTCA 110 TOProBoMy HanMeHoBaHHIO Ha JIC myTeM BblYeTa OT LIEHbI TPOU3BOAUTENS
MPOIIEHTHOTO 3HAYEHUS, TPEAOCTABISIEMOr0 YIIOJTHOMOUYEHHBIM OPraHOM.

100. ®opmupoBanue npeaenbHbix 1eH JIC npoBoauTcss B MHPOPMAIIMOHHON CUCTEME
MyTEM aBTOMATUYECKOTO JOOABJICHUS K 3apETUCTPUPOBAHHOMN 1I€HE TPOU3BOIUTENSI HALICHKH
I8 ONmTOBOM  peanusanuu, audPepeHUUPOBAHHON UCXOAS U3  BEJIWYHHBI
3apEeTUCTPUPOBAHHOMN LIEHBI TPOU3BOIUTEIISI U COCTABJISIIOT:

1) 25 % nns JIC, croumocTthio 10 350,00 TeHTre BKIIOUUTENIBHO;
2) 23,5 % nnsa JIC, croumoctsio cBaiiie 350 Tenre u 10 1000,00 TeHTe BKIFOYUTENBHO;
3) 22 % nns JIC, croumocTtsio cBbiiie 1000 Tenre u 10 3000,00 TeHTe BKIIOUYUTEILHO;
4) 20,5 % nist JIC, croumocTthio cBaimie 3000 Tenre u g0 5000,00 TeHTre BKIIOUUTENBHO;
5) 19 % nns JIC, croumocTthio cBoiie 5000 tenre u 10 10000,00 TeHTre BKIIOUHUTENIBHO;
6) 17,5% nnsa JIC, croumoctbio cBoiie 10000 tenre u 1o 20000,00 TeHTe BKIIOYUTEIHHO;
7) 16 % nns JIC, croumoctsio cBoitie 20000 terre u g0 40000,00 TeHTre BKIIOUYNUTEIHHO;
8) 14,5 % nna JIC, croumocthio cBhilie 40000 Tenre u mo 100000,00 Tenre
BKJIIOUUTEIBHO;
9) 13 % nansa JIC, croumocthio cBbiie 100000 tenre m po 200000,00 Tenre
BKJIFOUUTEIBHO;

10) 11,5 % nnsa JIC, croumocthio cBeiie 200000 tenre u mo 500000,00 teHre
BKJIFOUUTEIBHO;

11) 10 % nns JIC, croumocTsio cBeimie S00000 Tenre.



101. OnroBeie Hanenku Ha JIC mpu ocobom mopsake auddepeHIupyrOTes B
COOTBETCTBUH C PETPECCUBHOM IIKAJIOW HAIICHOK U COCTABJISIOT:
1) 10 % nnsa JIC, croumocthio 10 350,00 TeHre BKIIOYUTEIBHO;
2) 9,75 % nna JIC, croumoctsio cBaiiie 350 tenre u 10 1 000,00 TeHTre BKIIOUUTENHHO;
3) 9,5 % nnsa JIC, croumoctsio cbitie 1 000 tenre u go 3 000,00 TeHre BKIFOYHUTENIBHO;
4) 9 % nna JIC, croumoctbio cBbitie 3 000 Tenre u 10 5 000,00 TeHre BKIFOYUTEIBHO;
5) 8,5 % nns JIC, croumocTtsio cBoiiie 5 000 terre u g0 10 000,00 TeHre BKIFOYNUTENIHHO;
6) 8,25 % nna JIC, croumocTthio cBeiie 10 000 tenre u ngo 20 000,00 Tenre
BKJIIFOYHTEIILHO,
7) 8 % nis JIC, croumocthio cBaiiie 20 000 tenre u 10 40 000,00 TeHTre BKIIOUYUTENIBHO;
8) 7 % ns JIC, croumocTthio cBeiiie 40 000 Tenre u g0 100 000,00 TeHTe BKIIOYUTENHHO;
9) 6,5% nna JIC, croumocthio cBeiie 100 000 tenre u mo 200 000,00 Tenre
BKJIFOUUTENILHO;
10) 6% nns JIC, croumocthio cBeiie 200 000 Tenre u mo 500 000,00 Tenre
BKJIFOUHTENHHO;
11) 5,5 % nnsa JIC, croumocTtsio cBoiie 500 000 Tenre.

102. ®opmupoBanue npenenbubix 1ed JIC mis po3HUYHOW peanu3aluy NpOBOAUTCS
myTeM J00aBJICHUs K TpeaeNibHOM IieHe Ha ToproBoe HaumMmeHoBaHue JIC mis ontoBoi
peanu3auy po3HUYHON HalCHKH, TH((HEePESHIIMPOBAHHON UCXO0/ISI U3 BEIUIUHBI TIPEICIBHOM
IIeHbl Ha ToproBoe HaummeHoBaHue JIC s ONTOBOM peanu3aiuu 3a MOTPEOUTENIHCKYIO
YIIaKOBKY.

103. Po3nnunas Hanenka Ha JIC quddepeHnupyercss B COOTBETCTBHH C PETPECCUBHOM
IIKaJION HAIlEHOK U COCTaBIISICT:
1) 30 % nius JIC, croumocthio A0 350,00 TeHre BKIIOUYUTEIBHO
2) 29 nnsa JIC, croumoctbio cBhie 350 terare u g0 1 000,00 TeHre BKIIOUYHUTEIBHO;
3) 27,5 % nna JIC, croumoctsio cBbitie 1 000 tenre u go 3 000,00 TeHre BKIIOYUTENIBHO;
4) 25 % nns JIC, croumocthio cBbitie 3 000 tenre u 10 5 000,00 TeHTre BKIIOUUTENIHHO;
5) 22,5 % nna JIC, croumoctsio cBbitie 5 000 tedre u g0 7 500,00 TeHre BKIIOYHUTEIBHO;
6) 20 % nst JIC, croumocTsio cBeimie 7 500 Tenre u g0 10 000,00 TeHre BKIFOYUTEILHO;
7) 18% mnst JIC, croumoctrio cBoiie 10 000 terre go 13 500,00 TeHre BKIIOYUTEIBHO;
8) 16 % nmnsa JIC, croumoctsio cBbiie 13 500 tenre u 1o 20 000,00 TeHTe BKIIOYUTEIHHO;
9) 14 % nnsa JIC, croumocTtsio cBoiie 20 000 terre u g0 40 000,00 TeHre BKIIOYUTEIBHO;
10) 12 % nna JIC, croumocthio cBeimie 40 000 Ttenre u go 100 000,00 Tenre
BKJIFOYHTENILHO;
11) 10 % nns JIC, croumoctsio cBbiiie 100 000 tenre.
104. Posnuunas Hanenka Ha JIC mpu ocobom mopsiake nuddepeHiupyercs B
COOTBETCTBHUM C PETPECCUBHOMN IIKAJIOW HALICHOK U COCTABJISCT:
1) 15 % nst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENBHO;
2) 14,5 % nnsa JIC, croumocTtsio cBbiire 350 Tenre 1 10 1 000,00 TeHre BKIIOUYUTEILHO;



3) 13,75 % nna JIC, croumocTsio cBbiiie 1 000 Tenre u 10 3 000,00 TeHre BKIIOYUTEIBHO

4) 12,5 % nns JIC, croumoctsio cBbiiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOUYUTEIBHO;
5) 11,25 % nns JIC, croumoctbio cBbitie 5 000 Tenre u g0 7 500,00 TeHre BKIIOUYUTEIBHO

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

8) 8 % mst JIC, croumocTtsto cBbitre 13 500 Tenre u 1o 20 000,00 TeHre BKIFOYUTEIHHO;
9) 7 % nns JIC, croumocthio cBbime 20 000 tenre u 10 40 000,00 TeHTre BKIIOUYNUTEIHHO;

10) 6 % nna JIC, croumocthio cBeimie 40 000 teure u no 100 000,00 Tenre
BKJIFOYHTENLHO;

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

IIpenenbHas 1eHa Ha ToproBoe HamMeHoBaHue JIC myis pO3HUYHOW peanu3auu
(dhopmupyeTcst He BbIIIE CPEAHETO 3HAYEHUS OTITYCKHBIX IIEH B alITEYHBIX CETAX, MOTYUYECHHbIC
U3 HMHTEIPUPOBAHHOW HWHGOPMAIIMOHHONW CHCTEeMBbl YIOJHOMOYEHHOTO OpraHa
rOCYJIapCTBEHHBIX JJOXOJOB MO KOHTPOJbHO-KACCOBBIM YEKaM.

105. Haeaku B pamkax 'OBMII u (unun) B cucteme OCMC nHa JIC nuddepeHmupyroTcs
B COOTBETCTBUU C PETPECCUBHOM IIKAION HAIIEHOK U COCTABJISIIOT:

1) 20 % nys JIC, croumocthio 10 350,00 TeHTe BKIIOYUTEIBHO;

2) 19,5 % nnsa JIC, croumoctsio cBaiiie 350 Tenre u 10 1000,00 TeHTe BKIFOYUTENBHO;

3) 19 % nns JIC, croumocTtsio cBbitie 1000 Tenre u 10 3000,00 TeHTe BKIIOUYUTEIBHO;

4) 18 % nns JIC, croumocthio cBbimie 3000 terre u 1o 5000,00 TeHre BKIFOYUTEIBHO;

5) 17 % nns JIC, croumocTtsio cBoiiie 5000 tenre u 10 10000,00 TeHTe BKIIOUYNUTENIBHO;

6) 16,5 % nus JIC, croumocthio cBaimie 10000 tenre u g0 20000,00 TeHre BKIFOYUTEIBHO

7) 16 % nns JIC, croumoctsio cBbiiiie 20000 tenre u g0 40000,00 TeHTe BKIIOUYUTENIBHO;
8) 14 % nnsa JIC, croumoctsio cBbiie 40000 Tenre u 10 100000,00 TeHTe BKIIOYUTENHHO;
9) 12 % nnsa JIC, croumocthio cBbimie 100000 tenre m go 200000,00 Tenre
BKJIFOUHTENILHO;
10) 11 % nna JIC, croumocthio cBbime 200000 tenre u go 500000,00 Tenre
BKJIFOUHTENLHO;
11) 10 % nns JIC, croumocTsio cBbimie S00000 TeHre.
106. Hanenxu B pamkax ['OBMII u B cucreme OCMC nHa JIC npu ocobom mopsiike
mudPepeHIUPYIOTCS B COOTBETCTBUU C PETPECCUBHOM IIKAJION HAIIEHOK M COCTABJISIOT:
1) 10 % nnsa JIC, croumocthio 10 350,00 TeHre BKIIOYUTEIBHO;
2) 9,75 % nna JIC, croumoctsio cBaiiie 350 tenre u 10 1 000,00 TeHTre BKIIOYUTENHHO;
3) 9,5 % nnsa JIC, croumocTsio cbitie 1 000 terre u g0 3 000,00 TeHre BKIIOYHUTENIBHO;
4) 9 % nna JIC, croumoctbio cBbime 3 000 Terre u 10 5 000,00 TeHre BKIFOYUTEIBHO;
5) 8,5 % nns JIC, croumocTtsio cBoiiie 5 000 terre u g0 10 000,00 TeHre BKIFOYNUTENIHHO;



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

7) 8 % nis JIC, croumocthio cBaiiie 20 000 tenre u 10 40 000,00 TeHTe BKIIOUUTEIBHO;
8) 7 % nst JIC, croumocTthto cBhiiie 40 000 Tenre u g0 100 000,00 TeHTe BKIIOYUTENHHO;

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

10) 5,5 % nnsa JIC, croumocTthio cBeiie 200 000 tenre u mo 500 000,00 Tenre
BKJIFOYUTEIBHO;

11) 5 % nns JIC, croumocTtsto cBeiiie 500 000 Tenre.

107. IlpenenbHast eHa Ha MEXAYHApOJHOE HEMATEHTOBaAaHHOE HamMmeHoBaHue JIC
dbopMupyercss B MH(YOPMAIMOHHOW CHCTEME W HE JOJDKHA MPEBBINIATh MaKCUMaJIbHOTO
3HAYEHUs TPEeX MUHHUMaNbHBIX npeneibHbixX 1eH JIC B pamkax 'OBMII u (unm) B cucteme
OCMC.

B cnyuae nanuuus npenensHoil nensl JIC B pamkax 'OBMII u (unun) cucreme OCMC
OTEYECTBEHHOTO TOBAPONPOU3BOAUTENS, MPOU3BEACHHOIO B YCIOBHUAX HaJJIekKalIEH
MPOU3BOJICTBEHHOW MPAKTUKU MU TOCTABJISIEMOTO B paMKax JOJTOCPOUYHBIX JIOTOBOPOB,
npenenbHas neHa Ha MHH onpenensercs mo mpenenbHoil neHe JIC oTeuecTBEHHOTO
TOBApOMPOU3BOJIUTEINS, MPOU3BEACHHOIO B YCIOBHUSX HaJJIeXkKalled MPOU3BOJICTBEHHON
MPAKTUKH U TTOCTABIISIEMOT0 B paMKax JOJITOCPOUYHBIX AOr0BOpoB B pamkax ['OBMII u (unun)
cucreme OCMC.

108. IIpy Hanuuuu npeaeIbHON ONTOBOM M POSHUYHOM LIEHBI, a Takke B pamkax ['OBMII
u () B cucteme OCMC Ha opuruHaIbHBIN JIEKApCTBEHHBIN Mpenapar npeeabHas lieHa Ha
ToproBoe HaumeHoBanue JIC 111 onTOBOM M PO3HUYHOM LIEHBI, a Takke B pamMkax ['OBMII u
(mmn) B cucteme OCMC Ha BOCTIpOM3BECHHBIN JICKAPCTBEHHBIN Mpenapar (FTeHEepUK) Win
OMOaHaJOTUYHBIN JIEKAPCTBEHHBIN MpenapaTr GopMUPYETCsl HUKE MPEIeIbHON ONTOBOM LEHBI
OpUTHHAIILHOTO JICKAPCTBEHHOTO CpejcTBa s reHepuka Ha 30 % u OMOaHAIOTHYHOTO
JeKapcTBEHHOro npemnapara - Ha 10 %.

[Ipn nu3MeneHnu mopsigka pedepeHTHOTO IIEHOO0Opa30BaHUS U PETUCTPAIUU TICHBI B
npouecce GopMHUPOBaHUS MIPEAETbHBIX 1IeH Ha ToproBoe HauMeHoBanue JIC st onToBoM u
pO3HUYHON peanusanuu, a Takxke B pamkax ['OBMII u (unu) B cucreme OCMC
rocyJapCcTBeHHas HKCIIEPTHAsE OpraHu3aIis OCYIECTBIsET (POpMUPOBaHHE MPEIETbHBIX 1IEH
Ha ToproBoe HauMeHoBaHue JIC 1 onTOBOM M PO3HUYHOM pEeAIM3alliM, 4 TAKKE B paMKax
I'OBMII u (mau) B cucreme OCMC ¢ ydyeTroM H3MEHEHHOrO IOpsjKa peepeHTHOTO
1IEHOOOpa30BaHUs U PErUCTPALIUU LIEHBI, B TOM YKCJIE TI0 3aIPOCy YIOTHOMOYEHHOTO OpraHa
Ha YTBEPKIECHHBIE [ICHBI.

109. ®opMupoBaHUEe HALIEHKH €IMHOTO JUCTPUOBbIOTOpPA OCYLIECTBISETCS:

1) myTem npubaBiIeHUs HAIICHKU €AMHOTO TUCTPUOBbIOTOpa K hukcupoBanHoi nieHe JIC u

(unn) MU, nocraBnennbix Ha ycnoBusx DDP MHKOTEPMC 2020;



2) nmyTeM MpuOaBICHUS HAIEHKH €IMHOTO TUCTPUOBIOTOPA U IOTIOJHUTEILHON HAIICHKH,
B pa3Mepe YCTaHOBJIEHHOM MyHKTOM 69 HacTtosimux [IpaBui, k duxcupoanHoit niene JIC u (
nunu) MU, nocTaBieHHbIX Ha yCIOBUSAX OTIMYHBIX OT ycnosuit DDP MHKOTEPMC 2020;

3) myTem npuOaBiieHUs HALIGHKU €AMHOTO NUCTpUuObIoTOpa K hukcupoBanHoi nene JIC u
(mmm) MU B ciyyasix BO3MEIIEHUS IMOCTABIIMKOM PACXOJ0B €AUHOI0 JIUCTPUOBIOTODPA,
CBS3aHHBIX C YIUIATONM TAMOKEHHBIX MOUUIMH U COOPOB, U MHBIX PACXOJ0B, CBSI3aHHBIX C
MOCTaBKOM €AMHOMY JUCTPUOBIOTOPY;

4) mytem npubOaBICHUS HAIICHKU €IMHOTO JUCTPUOBIOTOPA K CyMME 3aTpaT 3a €AUHUILY
JIC u (wnm) MU Ha ynnaTy TaMOXKEHHBIX TONUIMH U ¢cO0poB, mipu nocraske JIC u (wim) MU
€AMHOMY AUCTPUOBIOTOPY IO HYJIEBOH IieHe (OecIIaTHO);

5) B ciiywasix noctaBku JIC u (mnm) MU no HyneBoii 1ieHe eAMHOMY TUCTPUOBIOTOPY Ha
ycnosusix DDP MHKOTEPMC 2020 unu Bo3MeLEeHUs NOCTaBUIMKOM PACXOJ0B €IUHOIO
IUCTPUOBIOTOPA, CB3AHHBIX C YIJIATOM TaMOXEHHBIX MOLUIMH U COOPOB, U MHBIX PACXOJI0B
cBs3aHHbIX ¢ moctaBkoi JIC u (unim) MU mo HyneBoil 1leHE €IUHOMY IUCTPUOBIOTOPY,
Hanenka 3a enunuily JIC u (unm) MU ycranasnupaetcs B pazmepe 0,01 Tenre.

110. Hauenka k uenam Ha JIC u (unn) MU ycranaBnuaercs B Au¢depeHInpOBaHHbBIX
IPOLIEHTAaX MO perpeccuBHOM mkane. [Ipu 3TOM HaleHKa €AUMHOrO JUCTPUObIOTOpA OT
(UMKCUpPOBAHHOM IIEHBI YCTAHABIMBAETCS B pa3Mepe:

1) 7 % nns JIC u (mnm) MU, croumocteio 10 100 000,00 TeHre 3a eMUHUIYY U3MEPEHHUS;

2) 6 % s JIC u (unmm) MU, croumocts kotopsix Bapbupyetcs ot 100 000,01 u qo 139
999, 99 TeHre 3a enMHUIYY U3MEPEHUS;

3) 5 % nns JIC u (mnu) MU, ctoumoctsio ot 140 000,00 TeHre 3a equHUILy U3MEPEHUSI.

111. Hauenka equHOro IUCTpUOBIOTOpa OT ukcupoBaHHOM 1eHbl JIC npu ocobom
MIOPSIZIKE YCTAHABIIMBAETCS B pa3Mepe:

1) 3,5 % nys JIC, croumocTtsio 1o 100 000,00 TeHre 3a eAMHUILY U3MEPEHUS;

2) 3 % nas JIC, croumoctb KoTophix Bapbupyetcs oT 100 000,01 u 1o 139 999, 99 Tenre
3a eIMHULLY U3MEPEHUS;

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

112. JlomonuutenbHas HareHka kK nieHaM Ha JIC u (unm) MU ycranaBnuBaeTcs npu
3akyne JIC u (unun) MU cnoco6om U3 0HOTO UCTOYHUKA:

1) yepe3 MexIyHapOJHBbIE OpraHH3alnM, yupexaeHHble ['enepanbHOl accamOmneeit
Opranuzanuu O0benuuenHbix Haumii, k pukcupoBaHHOI 11IeHe - B pazmepe 7 %;

2) yepe3 HHOCTPAHHOTO MTPOU3BOAUTENA (3aBOJIa-U3TOTOBUTENA) K PUKCUPOBAHHOM IIEHE -
B pazmepe 3 %.

113. Pacuer BbIJIeJIEHHON CyMMBI ISl 3aKyma €AUHBIN AUCTPUOBIOTOP MPOU3BOAUT B
cooTBeTcTBUM € MyHKTOM 110 HacTosmux [IpaBui, a mpu ocoOoM NOpsAJIKE B COOTBETCTBUHU C
nyHKTOM 111 nHacrosmux IIpasui, B cienyromem nopsake: Llena 3akyna = [Ipenenbnas nena
MUHYC HalleHka. [Ipu 3ToM OT mpefenbHON LEHBI TakKe OTHUMAETCS JOMOJHUTENbHAs
Hanenka npu 3akyne JIC u (unm) MU cnocoOom U3 OJHOTO KMCTOYHUKA Yepes



MEXIyHapOHbIE OpraHu3aluu, ydpexaceHHbie [eHepanbHOll accamOieeidt Opranuzanuu
O6benunenHbix Hamwmii, a Takke y MHOCTPAHHOT'O MPOU3BOAUTENS (3aBOAA-U3TOTOBUTEA)
npu nocraBke JIC u (unu) MU nHa ycnoBusix, ominuHbix oT yciaoBuidi DDP MTHKOTEPMC
2020.

114. TocymnapcTBeHHas dKcmepTHas opraHusamus dopmupyet mpoekt nepeuns JIC,
MOJIeKAIINX [IEHOBOMY PETYJIMPOBAHUIO ISl ONITOBOM M PO3ZHUYHON peanu3anuu (1ajiee -
MIPOEKT IMEpPEeYHs), HAa OCHOBE PELENTYPHBIX 3aperucTpupoBaHHbiX JIC, a Takke UMEIUIUX
PEruCTpallMOHHOE YJIOCTOBEPEHUE B paMKax EBpasuMiCKOro 3KOHOMHUYECKOI'O CO03a II0
COCTOSIHUIO Ha 15 siHBaps u 15 uronst Texkyuniero roaa.

['ocyapcTBeHHass SKCHepTHas OopraHu3anus HampasiseT npoekT nepeuns JIC,
MOJUIEKAIIUX IEHOBOMY PETYJHPOBAHUIO B YINOJHOMOYEHHBIM OpraH JJIsi COIVIACOBAHHUS C
AHTUMOHOIOJBHBIM OPIaHOM M YTBEPKIEHUS, B CPOK HE mo3aHee, yeM 3a 40 KajneHgapHbIX
IHEW 0 YTBEPXKACHUS YIOJHOMOYEHHBIM OopraHoM nepeuss JIC, moiexammux HeHOBOMY
pEryJMpoBaHUIO B COOTBETCTBUU ¢ MyHKTOM | cratbu 245 Konekca no ¢opme, cormacHo
npuioxkeHnto 1 k Hactosamum [IpaBunam.

115. AHTUMOHOIIONBHBINA OpPraH COINACOBBIBAET MPOEKT nepeuns JIC, moanexamumx
LIECHOBOMY PETYJHUPOBAHUIO U ONTOBOM M PO3HUYHOW peaM3aluy, PErUCTpalus WU
MEpEPErUCTPALUS LIEHBI 111 ONITOBOM U PO3ZHUYHOW pealin3allid Ha TOPrOBOE HANMEHOBAHUE
JIEKApCTBEHHBIX CPEACTB C(HOPMUPOBAHHBIII Ha OCHOBE MJaHHBIX T'OCYJAapCTBEHHOU
AKCHEPTHOW OpPraHU3ALNU.

I'maBa 4. Ilopsnox mpOBEAECHAS SKCIIEPTH3HL, PETACTPANH, IEPEPETUCTPAIIAY, BHECEHUS
VM3MEHEHHH B PETHCTPAaHOHHOE AOCHE MEAMIIMHCKOTO 3N ¥ PETHCTPAl[ii, BHECCHHE
A3MEHEHWS [ICHBI IPOM3BOAUTEIIS

116. DkcriepTr3a MEAUIMHCKOTO U3AENINS COCTOUT U3 CIETYIOUIUX TAIOB:

1) HayasibHAS KCIIEPTH3A;

2) crelnMaan3upoBaHHAas HKCIIEPTHU3a;

3) nabopaTopHbI€ UCIBITAHUS MEAULIMHCKOIO U3/eNus (32 UCKIIOUEHUEM MEIULIUHCKON
TEXHHUKH).

117. lna npoBeeHns 3KCIEPTU3bl MEAULIMHCKOTO U3JEIHUS 3asBUTEIb MIPEAOCTABIISIET B
rOCYJJapCTBEHHYIO DKCIIEPTHYIO OPraHU3alHIO CIEIYIOIINE TOKYMEHTBI:

1) 3asBIIEHME HA MPOBEAECHUE HKCHEPTU3BI MEAULIMHCKOTO U3JENINs B AIEKTPOHHOU U
OyMa)kHOM (popMe COoTrIacHO MPHIIOKEHUIO 2 K HacTosuuM [IpaBunam;

2) perucTpauroHHOE JOChE, COAEpIKaIlee NMEePEeYeHb TOKYMEHTOB PErHCTPAlMOHHOIO
JOChE JUISl DKCHEPTU3bl MEAMIMHCKOTO H3JENMS Ha DJIEKTPOHHOM HOCHUTEJE COIVIACHO
puioxeHuto 29 k HacrosmuMm [IpaBunam;

3) cBeaeHus, MOATBEPXKAAIOLIUE OIUIATY 3asBUTEIEM CYMMBbI JJId NPOBEICHUS
DKCHEPTU3BI HA PACUETHBIM CUET rOCYIapCTBEHHOM DKCIIEPTHOM OpPraHU3alny;



4) oOpa3sibpl MEAUITUHCKOTO HW3JENHs, MOAJIekKaIEro J1abopaTOPHBIM HCIBITAHUSM,
CTaHAapTHBIE 00pa3Ibl XUMHUUYECKUX BELIECTB, TECT-IITAMMOB MUKPOOPTAaHU3MOB, KYJIbTYp
KJIETOK, CHeU(UUECKUX PpPEareHTOB, pPACXOJHBIX MaTepUajoB, HEOOXOAUMBIX IS
BOCIIPOU3BOJAMMOCTH METOJIUK JA0OPATOPHBIX HCIBITAHUN MEIUIMHCKOTO W3JeNHs B
KOJIMYECTBAX, JIOCTATOYHBIX JJI TPEXKPATHBIX UCHBITAHUNA C OCTATOYHBIM CPOKOM F'OAHOCTH
HE MEHee IIECTH MECSLEB C COOJIIOJICHUEM YCIOBMM XpaHEHUS U TPAaHCHOPTUPOBKH, €CIIU
MHOE HE MPEAYCMOTPEHO JOKYMEHTAMU IO Ka4e€CTBY IPOU3BOIUTEIS, B COOTBETCTBHUU C
npwiokeHueM 3 k HactosmuM [IpaBunam.

118. Ilpu ogHOBpeMEHHOW MoJade Ha IKCHEPTU3Y HECKOJbKHX MOJIM(PUKALUMA
MEIULUHCKOr0 U3J€1Ms, OTHOCAIINXCSA K OJHOMY BUIY MEIULMHCKOIO U3JEIUS U OJTHOMY
KJIACCY TMOTEHUUAIBHOTO PUCKA MPUMEHEHUS, MU3TOTOBJIEHHBIX OJHHUM IMPOU3BOJIUTENIEM,
OTJIMYAKOLIUXCA JIPYyTr OT Apyra HM3MEHEHUSMH KOMIUIEKTAlMU W (WIM) TEXHUYECKHUX
napaMeTpoB, HE BIMSIOIMMHM Ha (YHKIMOHAJIbHOE Ha3HaueHue, 3(PQPEeKTUBHOCTH
KIIMHUYECKOI'0 MPUMEHEHUs] M 0€30MaCHOCTh M HMMEIIHMMHU OOILIYI0 HHCTPYKLUHUIO HIH
PYKOBOJICTBO IO 3KCIUTyaTalluH MPOU3BOJINTENS, 3asIBUTENb ITPpEAOCcTaBisAeT 1 3asBieHue u |
PETUCTPALIMOHHOE JOChE€ C JAHHBIMH TOKCHKOJOTHYECKMX, TEXHUYECKUX, KIMHUYECKUX
UCIBITAaHUHN Ha BCE BUBI MOAU(DUKAIIHI, BKIIFOUEHHBIX B OJJHO 3asBJICHUE.

119. B ciayuyae ecnu nmpeacTaBie€HHbIE MOIU(UKALMK OTHOCSTCSA K pa3HbIM Kilaccam
NOTEHIMAJIBPHOTO pPHUCKA MNPUMEHEHUS Ha KaXAyl MOJIU(HUKALHIO MPea0CTaBIISIeTCS
OTJIEJIbHOE PErUCTPALIMOHHOE JTOCHE.

120. OkcnepTr3a U3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE 10ChE, OCYLIECTBISETCS Ha
MEIULUHCKOE W3JIeJINE B IIEPUOJ IECHCTBUS PETUCTPAMOHHOIO YIOCTOBEPEHMS. 3asBUTEND
MOANEPKNABACT AKTyaJIbHOCTh JOKYMEHTAa II0 KAa4eCTBY, IIPEACTABIECHHOTO B
PErUCTPALMOHHOM JIOCHE IIyTEM CBOEBPEMEHHOIO BHECEHUSI NU3MEHEHUH B HETO.

121. 3meHenus knaccu(UIMUPYIOTCS B COOTBETCTBHM C MEPEYHEM BUIOB U3MEHEHUIA,
BHOCUMBIX B PETrHCTPALIMOHHOE JOChE MEIULHMHCKOrO W3JAENHS B NEpUOJ AEHCTBUSA
PETrUCTPALIMOHHOTO yJOCTOBEPEHUS COrIacHO NpuioxeHuto 30 k HactosuuM [IpaBunam.
W3meHeHHs], HE BKJIIOYEHHBIE B YKa3aHHBIA IEPEYEHb, MOJJIEKAT HOBOM PEruUCTpaluy B
COOTBETCTBMHM € HacTrossumu IIpaBunamu.

122. 3agBuTenb B TeueHHE 2 (ABYX) MECALIEB MOCIE YTBEPKIAECHUS BHOCUMbBIX U3MEHEHH
IIPOU3BOJUTEIIEM ITOAAET 3asBJICHUE HA IPOBEAEHUE IKCIIEPTU3BI MEIULIMHCKOTO U3ENHS 110
(dbopme coriiacHO IPUIIOKEHHIO 2 K HacToAmuM [IpaBunam.

123. K 3asBJI€HUIO O BHECEHUH U3MEHEHUN B PETHCTPAIMOHHOE JOCHE MEIUIIMHCKOTO
W3NS MPUIIaraloTcsa JOKYMEHTbl U MaTepuaibl, HEOOXOIUMBIE ISl BHECEHUSI U3MEHEHUH,
COTJIACHO IEPEYHIO BUJI0B U3MEHEHUM, BHOCUMBIX B PETUCTPALMOHHOE JOChE MEIULIMHCKOTO
U3JIEIHUS B IEPUOJ JEHCTBHS PETUCTPALMOHHOTO yIOCTOBEPEHUS COTIIACHO MPHIIOkeHUo 30
K HacTtosimMm IIpaBumam.

124. T'ocynapcTBeHHas SKCIIEpTHAS OpraHU3alMs HA OCHOBAHUHU PE3YJIbTATOB SKCIEPTU3BI
COCTaBJISIET DKCIEPTHBIA OTYET CHEUUATU3UPOBAHHONW AKCIEPTHU3BI O BIUSHUUA BHOCHMBIX



M3MEHEHHI B PErUCTpAllMOHHOE JO0Che Ha 0e30MacHOCTh, Ka4yeCcTBO U d(PGHEKTUBHOCTH
MEJIUIIMHCKOTO U3ICIHS.

125. TIpousBoauTenb WM YMOJHOMOYEHHBIM MPEACTABUTENb IPOU3BOAUTEINS
MEJUIIMHCKOTO U3/ B TeUeHHUe 2 (JIByX) MECSI1IeB BHOCUT U3MEHEHUS B PETUCTPAIIMOHHOE
JI0ChE€ Ha OCHOBAHUH MOHUTOPHHTA 0€30MTaCHOCTH TIPOBOJUMOTO B COOTBETCTBUU C MPUKA30M
MunucTtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23 nexadpst 2020 roga Ne KP ICM-
320/2020 "OO yTBepKAEHUU MpaBWI MNPOBEACHUA (PapMaKoHAA30pa U MOHHMTOPUHIA
0e30macHOCTH, KayecTBa M d(PPEKTUBHOCTH MEAMIIMHCKUX H3Jeauil" (3eperucTpupoBaH B
Peectpe rocynapcTBeHHON perucTpaliii HOPMAaTUBHBIX MPABOBBIX aKTOB 1o Ne 21896).

126. Tlpu skcnepTU3e MEAULUMHCKUX W3AEIUNA, MPOU3BOAUMBIX MPOU3BOIUTEISIMU
Pecnybnuku Kazaxcran Ha ocHOBe TpaHc(]epa TEXHOJOTHI MyTeM OpraHU3aIMH JTOKATLHOTO
MIPOM3BOJICTBA HA OCHOBE NEpeaauu, BHEAPEeHUS (IPUMEHEHUS ), alanTalliy CYIIECTBYIOIINX
TEXHOJIOTHI (pe3ybTaTOB HayYHBIX MCCIIEIOBAHUN, HOBBIX Pa3pabOTOK), OCYIIECTBISIEMBIX
OT Mepeaarollel CTOPOHbI K MPUHHUMAIONIEH CTOPOHE JJi MPOM3BOJCTBA MEIUIIMHCKUX
U3JENUN, K PEruCTPAlMOHHOMY JOChE€ JIONOJHUTENBHO MPEACTABISIIOTCS CIEAYIOUIUE
JIOKYMEHTHI:

1) TOKyMEHTBI 10 HKOJIOTHYECKON 0€30MacHOCTH: peIeHUE YITOJTHOMOYEHHOTO OpraHa 1o
ONpPEACICHUI0 KaTeropuu OO0BEKTa, OKa3bIBAIOUIEr0 HETaTUBHOE BO3JIEMCTBHE Ha
OKPY’KaIOIIyIO Cpely, B COOTBETCTBUH CO CTaThell 12 DKoorudeckoro koaekca PecryOnmmku
Kazaxcran; skonorudeckoe pa3peiieHue B COOTBETCTBUM €O cTaTheld 106 DKoIOrnyeckoro
KOJIEKCa, BBIIAHHBIA YIIOJTHOMOYEHHBIM OPTaHOM B 00JIACTH OXPaHBI OKPYKAIOMIEH CPEIIbI
Pecnybnuku Kazaxcrawn;

2) mepeyeHb HAUMEHOBAHUM JJOKYMEHTOB IO TEXHOJIOTUU MPOU3BOJICTBA, CTAHIAPTHBIM
ONEPAIMOHHBIM IPOLIEAypaM, PYKOBOACTBO MO KAYECTRY.

3) BBINIKUCKA U3 JJOTOBOPA WJIM COTJIAIICHHE MEXITY OTCYECTBEHHBIM MPOU3BOIUTENIEM U
3apyO0eKHBIM TIPOU3BOJIUTENIEM O TIEPEHOCE MPOUZBOACTBEHHBIX M TEXHOJOTHYECKUX
MPOIIECCOB C MPaBOM Iepeaayud TEXHUUYECKOW JOKYMEHTAIlMu B paMkax TpaHcdepa
TEXHOJIOTUH U IJIaHa TpaHC(]epa TEXHOIOT Ul

4) pe3yabTaThl IPOBEACHHOTO TpaHCc(]epa TEXHOIOTUA, BKIFOYAIOIIETO OMMCAaHUE ITAIOB,
nepeyeHb HEOOXOAUMOTO MPOU3BOJICTBEHHOTO 00OpY0BaHUS; OOIIME CXEMbl TEXHOJIOTUU
IPOU3BOJICTBA U METOJMK KOHTPOJISI KAU€CTBa;

5) NPOTOKOJI TECTOBOTO 3aIycka 000py1I0BaHUS IPUHUMAIOIIEH U JAIOIIEe CTOPOHBI,

6) OTYETHl KIMHUYECKUX U JOKIMHUYECKHX HCCIENOBAHUM MEIUIUHCKUX U3AEIUN;
KJIIMHUKO-J1a00PaTOPHBIX UCIIBITAHUN MEpeIatoIieii CTOPOHBI;

7) OTYETHI UCTIBITAHUI MEPEAAIOIIEed CTOPOHBI C AyTEHTUYHBIM NIEPEBOJIOM Ha PYCCKUU
A3BIK PE3YJIbTATOB U BBIBOJIOB UCTIBITAHUN (MCTIBITAHUN C IEJIbIO OIEHKH OHOJIOTHYECKOTrO
JNEUCTBUS MEAULUMHCKUX U3JENUM, TEXHUYECKUX UCIBbITaHUN, 00 HCCIeTOBaHUIX



CTaOMJIBHOCTH, OOOCHOBBIBAIOIIUN CPOK XPAHEHHUS MEIUIIMHCKOTO HW3JENUs, OTYET WIIH
JaHHbIE HCIBITAHUM Ha CHeNUPUUYHOCTP M AHATUTUYECKYIO UYYBCTBHUTEIBHOCTH
MEUITMHCKOTO n3aenus i in vitro (IVD) nuarnoctuxm).

[Ipu nosnHOM TpaHchepe TEXHOIOTUH JOKAIbHBIA MPOU3BOIUTENH 00ECIIEYUBAET MOJTHOE
COOTBETCTBHUE YCJIOBUUA MPOU3BOJACTBA U CHCTEMBl oOOecrledeHus KadecTBa Ha
IPOM3BOICTBEeHHOM Itomaake B PecyOnuke Kazaxcran yciaoBusiM IpOM3BOICTBA U CUCTEME
oOecrieueHus: KauecTBa MPOU3BOACTBEHHOM MTomaaku BHe KazaxcraHa.

127. YckopeHHas 3KcHEpTH3a MEIMIUHCKUX HW3JEJIHN OCYLIECTBISIETCS MpPH
MIEPEPETUCTPAMHA MEIUIMHCKOTO W3JENIHs, 10 PEIICHUI0 YNOJHOMOYEHHOI'O OpraHa B
00JacTH 3paBOOXPAHEHUS B CIIy4yasx BOCHHBIX JECUCTBUU M JTUKBUIAIIUU MX MOCIEICTBUM,
BO3HUKHOBEHHS, NIPEAYNPEKACHUA U JTUKBUAAIMA MOCIEACTBUN UPE3BbIUYAWHBIX CUTYalH,
yIpO3bl BO3HMKHOBEHHS, PACIPOCTPAHCHHUS HOBBIX 0CO00 OMACHBIX HWHOEKIIMOHHBIX
3a00sieBaHUM U TUKBUAAIIMU UX TIOCIIEICTBUMN, a TAKKE IKCIIEPTU3EC MEAUIIMHCKOTO U3/1eIHs,
IIPOU3BEJICHHOIO HAa MPOMU3BOJACTBEHHBIX IUIOIIAAKAX HPOU3BOAMTENECH U3 CTpaH
EBpomneiickoro cows3a u (unu) BenukoOpuranuun, CIIA win SInoHuu, IONMyHmIEHHOTO K
oOpallleHUI0 PEryJATOPHBIMH OpraHaMu cTpaH EBpomelickoro corosza, BenukoOpuranuu,
CIHIA wunu SAnonumn.

ITaparpad 1. ITopsamok mpoBeNeHUS HA9aIbHOM SKCIISPTH3EI MEUIIMHCKAX M3 ICIIHH.

128. Ilocne peructpanuu JOKyMEHTOB, yKa3aHHbIX B IyHKTe 117 Hactosmux [IpaBun
POBOJAMUTCS HadaJIbHAsI SKCIIEPTH3a MEIUIIMHCKOTO M3JCIHUS B CPOK HE MPEBBIMIAIOMUN S5 (
Th) pabovmnX THEH.

B ciyuae Hanuuusa 3aMeudaHuil 3asiBUTENb YCTpaHSAET 3aMEUaHusi B TeueHue S5 (ISTh)
pabounx JHEH, 32 UCKIIOUEHHEM YCKOPEHHOM IKCIIEPTU3HI.

[Ipu npoBeneHNN HAYAIBHOM SKCHEPTU3bI MEAUIIUHCKOTO U3IENUS, IPOU3BEICHHOTO Ha
MPOU3BOACTBEHHBIX IUIOIIAJIKaX Mpou3BoAuTeaed u3 ctpaH EBpomneiickoro corws3a u (Uiun)
Benmukooputanuu, CIHA wnm SInoHwu, MOMYyIMIEHHOTO K OOpAIlEHHIO PEeryJIsiTOPHBIMU
opranamu ctpaH EBpomneiickoro corw3a, BenukoOputanuu, CILA unu SInoHuu - B Cpok HE
npeBblaromuii 2 (a8a) padouux aHs.

129. IIpn HayanbHOM PKCHEPTU3E MEAUIIMHCKOTO U3/I€NUs POBOJUTCS OLIEHKA IMOJHOTHI,
KOMIUIEKTHOCTH U COOTBETCTBUSI JOKYMEHTOB PErMCTPAIMOHHOIO JOChE, MPEICTAaBICHHBIX
3asiBUTENIEM, TPEOOBAHUSAM JCHCTBYIOIIETO 3aKOHOAATENIbCTBA.

130. IIpu HenpeacTaBiIEHUH B TOJIHOM 00bEME TOKYMEHTOB, TPEAYCMOTPEHHBIX ITYHKTOM
117 nacrosmux IlpaBun, a Takke HE KOMIUJIEKTHOCTH M HE COOTBETCTBUS JOKYMEHTOB
PETUCTPAIMOHHOTO JIOChE€, TOCYJAApCTBEHHAs JKCIEPTHAs OpraHu3alys HamnpapiseT
3asBUTENIO0 yBeIOMJICHHE (B MPOU3BOJBHONW (opMe) O TpEKpalleHuu DKCIEPTU3HI
MEJUIIMHCKOTO U3/CNIHS B COOTBETCTBUH C MOAMYHKTOM 1) myHkTa 4 crathu 239 Konekca.

131. Ilo pe3yJsibTaTaM Ha4YaJIbHOM ASKCIEPTHU3bI COCTABISETCS OTUYET HAYAJIbHOMU
AKCIEPTU3bl MEIMIMHCKOTO HW3JENIHsA, NPEACTABICHHOIO HA 3KCHEPTHU3Y COTJIACHO



npuioxeHuto 31 k HacrosmuMm [IpaBunaM WM OTYET HaYaJIbHOW 3KCIEPTU3bl U3MEHEHU,
BHOCHUMBIX B PETUCTPAILIMOHHOE 10ChE€ MEAUIIMHCKOTO M3/ENHS COTJIACHO MPUIIOKEHUIO 32 K
HacTosamuM [IpaBunam.

132. B mepuoa mpoBeleHUs HAYadbHOW JKCHEPTU3BI MEIUIIMHCKOTO H3/ENIHS
NPUHUMAETCS PEIICHWE W HAaMpaBlAETCS YBEJOMIICHHE 3asBUTEII0 O HEOOXOAMMOCTH
OPOBEJCHHUS MHCHEKIIMU MEIUIIMHCKOTO HU3JENUs B MOPSIAKE U CPOKU MPETYCMOTPEHHBIE
[IpaBunamMu mpoBeCHUS UHCIIEKIIUM MEAUIIMHCKUX HU3JIeNUN, YTBEPKICHHBIMU MPUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 23 gexabpst 2020 roma Ne KP JICM
315/2020 (3apeructpupoBaH B PeecTpe rocyJapCTBEHHOW pPETHCTPAlMM HOPMATHUBHBIX

MpaBoBbIX akTOB Mo Ne 21898) B OTHOIIIEHUN paHee HE MPOXOAMBIINX TOCYIAPCTBEHHYIO
PErUCTpaIUI0 MEAUITUHCKUX U3/IETUH.

ITaparpa¢ 2. ITopsnok npoBeACHHA CIIENUANN3UPOBAHHOMN SKCIIEPTH3H MEAUITMHCKUX H3EIIHHA,

PETrHCTpanyH, IEPSPErHCTPALINH, BHECEHHS H3MECHEHHI B PETHCTPALIHOHHOE JIOCHE METUIHHCKOTO
W3eIHA

133. B ciydae MOJIOKUTEIBHOIO OTYETAa HAYAIbHOW H3KCHEPTU3BI MPOBOIUTCS
CHieUAIU3UPOBAHHAS SKCIIEPTU3a MEAUITUHCKOTO U3IEIIHUS.

134. Cneunanu3upoBaHHasi SKCIEPTHU3a MEAUIIMHCKOTO HM3JIEeNIUsl MPEeayCMaTpUBAET
AKCHEPTHYIO OLIEHKY M aHAJIU3 JOKYMEHTOB PErMCTPALMOHHOIO JOChE, MOATBEPKAAIOIINX
0€30MacHOCTh, KaueCTBO U 3P(HEKTUBHOCTH MEAUIIMHCKOTO U3/IEIUSI, B TOM YHCIIE TPOBEPKY
ayTEHTUYHOCTHU MEPEBOJIa UM NEPEBOJA HA Ka3aXCKUH SI3bIK MHCTPYKLIHH 110 MTPUMEHEHUIO
W3/1eNIUM MEUIIMHCKOTO Ha3HAYCHUSI, MAKETOB MAPKUPOBKHU YIIaKOBKH, ITUKETOK, CTUKEPOB C
MapKHUPOBKOM.

135. Cneumanu3upoBaHHas 3KCHEpPTHU3a MEAUIMHCKUX W3JCIUN MPOBOAUTCSA Ha
coorBeTcTBUe OOmUM TpeOoBaHUsIM 0e30macHOCTH U APHEKTUBHOCTH MEIUITMHCKHUX
U3JIeNINi, TPEOOBAHUAM K MX MApKUPOBKE M IKCIUIYaTAl[MOHHOW JTIOKYMEHTAIlMU Ha HHX,
yTBepkIeHHBIM perieHneM CoBeTa EBpa3niickoil 53KOHOMHYECKOW KOMUCCUU OT 12 ¢eBpas
2016 roma Ne 27.

136. CnenuanusupoBaHHas dKCHEPTHU3a MEAULIHUHCKUX H3JEIUN MPEeIyCMaTpPUBAET
AKCHEPTHYIO OLIEHKY W aHAJIU3 JOKYMEHTOB PErMCTPAlMOHHOIO JOChE, MOATBEPKAAIOIINX
0€30MacHOCTh, Ka4eCTBO U 3P (PEKTUBHOCTH METUIIMHCKOTO U3EHS U BKJIIOYAET:

1) olleHKYy COOTBETCTBHSI YKa3aHHOI'O 3asBUTEJEM Kjacca MOTEHIMAJIbHOTO pPHUCKa
MPUMEHEHUsT MEIMIIUHCKOTO U3JeNHsi B COOTBETCTBUM C TMpUKa30oM MuUHHCTpa
3npaBooxpaneHust Pecyonmku Kazaxcran ot 15 nexadpst 2020 roma Ne KP ICM-281/2020 "
OO0 yTBepXkAEHUU TPaBUI KIacCUPUKAIUU MEAUIIMHCKUX HU3JIeNUid B 3aBUCUMOCTH OT
CTENEHU TOTEHUHAJbHOTO pucka mpumeHenus" (3apeructpupoBaH B Peectpe
rocyJapCTBEHHOW PErucTpalii HOPMATUBHBIX TPABOBBIX akTOB 1o Ne 21808);

2) OUEHKY MNpPaBUJIBHOCTHU OMpPEJENICHUS HOMEHKJIATYPHOU MNPUHAJICKHOCTH
MEIUIIMHCKOTO M3JIeJINSI B COOTBETCTBUHM C TOPSAKOM (HOPMHUPOBAHUS U BEJACHUS



HOMEHKJIATYpbl MeAUIMHCKUX wu3nenuit PecnyOonuku KazaxcrtaH, yTBepkaaeMbIM
YIOJTHOMOYEHHBIM OPTaHOM B COOTBETCTBUU C IMyHKTOM 4 ctaTthu 258 Komekca,

3) OIIEHKY COOTBETCTBHSI MOAU(DHKANMI (BapUAHTOB HMCIOJHEHUS) MEIUIIMHCKOTO
u3aenus (Ipu HaJIMYMHU), BKIHOYAEMBIX B OJHO PETUCTPAIlMOHHOE YJIOCTOBEPEHHE C
TpeboBaHusIMU HacTosux [TpaBui;

4) aHanu3 aHHBIX O pa3pabOTKe W MPOU3BOACTBE MEIUIIMHCKOTO M3AENHS (CXEMBbl
MPOIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJHMil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIIEAYPHI BBITYCKAa KOHEUHOTO MPOIYKTa);

5) a"anu3 OMONIOTHMYECKON OE30MaCHOCTH MEIUIIMHCKOTO M3/Ie/INS Ha OCHOBE aHaIM3a
CBEJICHUI O MaTepualax >KUBOTHOTO WJIM YEJIOBEYECKOTO MPOUCXOKICHUS, BXOISAIINX B
MEIUIIMHCKOE U3JIeNINE, a TaKkke MH(POpMAIUU O MoaA00pe UCTOYHUKOB (JIOHOPORB), OTOOpE
Marepuaia, MpOLUEeCCUHTEe, XPaHEHUHU, TECTUPOBAHUHU, TPUOHOBOM 0OE30MaCHOCTH, a TaKXKe
oOpallleHusi C TKaHSAMH, KIETKaMHU, CyOCTaHUMSIMU KUBOTHOTO WM YEJIOBEYECKOIro
MIPOUCXOKICHUS, KyJIbTYpaMH MUKPOOPTAHU3MOB U BUPYCOB;

6) aHanMM3 OTYEeTa KIMHUYECKUX HCIBITAHWM, ONbITa MPUMEHEHUS B KIMHUYECKON
MPaKTUKE MEIUIMHCKOTO M3JeNHs Kjacca 2 a (Ipu HaJIMYUMU B COCTaBE JICKAPCTBEHHOTO
cpeacrtBa), kimacca 3 (C BBICOKOM CTENEHbIO PHUCKA), MEIAULIMHCKUX HW3JCIUM,
MpeHa3HAYEHHBIX JJIsI 3a00pa, XpaHEHWs, IMepeIUBaHUS KPOBU U €€ KOMIIOHEHTOB,
KIIMHUKO-JIA00PATOPHBIX HUCIBITAHUNA MEAUITMHCKOTO HW3JAENUs IS in Vitro JUarHOCTHKU
HE3aBHCHMO OT KJlacca pucKa;

7) aHaJIu3 3asIBIICHHON B PETUCTPALIMIOHHOM J1I0ChE€ CTAOMIBHOCTH MEIUIIMHCKOTO U3/ETus
U (WIM) JEKaApCTBEHHOTO CPEACTBA, BXOJAIIETO B COCTaB MEIUIIMHCKOTO W3JIEINHs,
CTaOMJIILHOCTH PEAareHTOB U PACXOJHOTO MaTepuana BXOIAMIMX B KOMIUJIEKTAIUIO
MEUIIMHCKHUX U3JIETUH IS 1N Vitro JMarHOCTUKU 3aKPBITOTO TUTIA;

8) OIIEHKY COOTBETCTBHS IOKa3aTesiell 0e30MacHOCTH U KadyecTBa, YKa3aHHBIX B
JOKYMEHTE MO KAa4eCTBY MPOU3BOAUTENS, CTaHJAapTaM (HallMOHAJIbHBIM, PETHOHAIBHBIM,
MEXIYHApPOIHbBIM);

9) aHanu3 OTYETOB M MPOTOKOJOB TEXHUUYECKUX, TOKCUKOJIOTHMYECKUX HUCIBITAHUN
MEIUIMHCKUX U3JIETUH;

10) olileHKy BaJIUTHOCTU MPOTrPAMMHOT0 00ECTIEeYeHNs Ha OCHOBE aHaIN3a JaHHBIX O €T0
BepudUKalMK, B TOM 4YHC]Ie HHPOpPMALMM O €ro pa3paboTKe W TECTUPOBAHUU Ha
NPEINPUITUN U TPU MYJIbTUIICHTPOBBIX HCCIEIOBAHUAX, JAHHBIX 00 HUJICHTU(DUKALMU U
MapKUPOBKE ONEPALMOHHON CUCTEMBI;

11) aHanu3 mporneayphl U METOJIOB CTEPUIIM3ALUA MEIUITMHCKOTO U3/IEIHsI, MAaTEpPUAJIOB,
000CHOBBIBAIOIINX CIOCO0 CTEPUIIU3AINH, MPEIaraéMblX METOJ0OB KOHTPOJS KayecTBa U
OTIPEJIEICHHs] OCTAaTKOB CTEPUIIU3YIOIIErO BEIIECTBA MPU MPUMEHEHUH XUMUYECKOTo criocoba
CTEpUIN3ALINH;

12) ananu3 6e3omacHOCTH U 3(PHEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJCTBA B COCTABE
MEIUIIMHCKOTO U3JENUs, €r0 BIUSHUSA Ha (DYHKIIMOHATBLHOCTh MEIUIIMHCKOTO H3IEIHS,



COBMECTHUMOCTH JIEKAPCTBEHHOI'O CPEJICTBA C MEAUIIMHCKHAM H3JCIUEM (32 UCKIIOUYCHUEM
MEJUIIMHCKOT0 U3JIEIUS I JUAarHOCTHKH 1N Vitro;

13) olieHKY COOTBETCTBHUS TEKCTa MPOEKTAa HHCTPYKIMHU 110 MEAUIIMHCKOMY TPUMEHEHUIO
MEJIUITUHCKOTO W3JIeJIUsl OPUTHHATY HHCTPYKIMU OT OPraHU3aIUU-TNIPOU3BOJUTENS U
o opMIICHUS TTPOCKTa UHCTPYKIIMH B COOTBETCTBUH C TIOPSIKOM COCTaBJICHUS U O(OPMIICHUS
UHCTPYKIIUUA TI0 MEIUIIMHCKOMY TPHUMEHEHUIO JICKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
W3/1eNIUM, 00IIel XapaKTePUCTUKH JICKAPCTBEHHOTO CPEACTBA, PEAYCMOTPEHHBIM MYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpOpMAIUH, COAECpXKAIICHCS B IKCIUTyaTallHOHHOM JIOKYMEHTE
MEJIUITMHCKOT'O U3JICIHS;

15) ananu3 undopmaruu, cogepkaiieiics Ha oOpa3iax MakeToOB YMaKOBKU, STUKETOK,
CTUKEPOB MEJIHMIIMHCKOTO H3CIUS B COOTBETCTBHUH C TPeOOBAaHHMSIMH 3aKOHOJIATEIIHCTBA
PecnyOonuku Kazaxctan B cepe oOpalieHHs JIGKApCTBEHHBIX CPEJACTB U MEIMITMHCKUX
W3S,

16) paccmoTpeHue pe3ysIbTaTOB MPOBEACHHON MHCIIEKIIUN MEIUITMHCKOTO U3JICIIUs MPU
€ro rocy/IapCTBEHHOU perucTpaluy;

17) ananu3 peACTaBICHHBIX MTPOU3BOJIUTEIIEM CBEJICHHN 0 HATMYHMH UM 00 OTCYTCTBUHU
COOOIIEHUI O HECYAaCTHBIX ClydasX W OT3bIBaX C pPBhIHKA MEIUIMHCKOTO HW3JENUs, O
HEOJJarONPHUSATHOM COOBITUH (MHITUACHTE), CBSA3aHHOM C HCIOJIB30BAHUEM MEIUITMHCKOIO
u3ZeNusl, YyBEAOMJICHUM 1O OE30MacHOCTH MEAULMHCKOrO W3JeNus, IMojaxoaa K
PACCMOTPEHUIO ATUX POOJEM U UX PELICHUS] TPOU3BOJUTEISMU B KaXKJIOM U3 TaKUX CIIy4acB
, ONUCAHUs KOPPEKTUPYIOMIUX ACHCTBUHN, IPEANPUHATHIX B OTBET Ha YKa3aHHBIC CiIydyau, a
TaK)K€ COOTHOIIECHUS YPOBHS MPOJaXX M KOJWYECTBA HECUACTHBIX CIIy4yaeB U OT3HIBOB
MEJIUIIMHCKOTO U3/EIHS U3 O0palieHus;

18) aHanu3 TOKYMEHTOB U CBEICHUI O BHOCUMBIX U3MEHEHUSX, B TOM YHCJI€ IOKYMEHTOB,
MOJITBEPKAAIOIIMX MEPEUUCIECHHBIE U3BMEHEHUS U CBUIETEJILCTBYIOIIMX O TOM, YTO BHECEHUE
3asBJICHHBIX U3MEHEHHUM HE BJIeUET M3MEHEHUsI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha
0e30macHOCTh, Ka4eCTBO U 3((HEKTUBHOCTh MEIUIIMHCKOTO W3MIEIHUsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTHUKU TMPU HEU3MEHHOCTH (PYHKIIMOHAJIBHOTO Ha3HAYCHUS
MEJIUITMHCKOT'0 W3JIEIHS;

19) ananu3 COOTBETCTBUS 3asBJICHHBIX U3MEHEHUM, BHOCUMBIX B PETHCTPAIIMOHHOE JJOChE
MEJIUIIMHCKOTO U3/IeTUs BUIaM U3MEHEHUN, YKa3aHHBIM B MEPEUHE COTIACHO MPUIIOKEHUIO
30 x HactosuM IIpaBuinam.

137. Tlo pe3ynbraTaMm aHajgu3a JIOKYMEHTOB PETHCTPAIIMOHHOTO J0ChE Ha JTalle
CIICIUAIM3UPOBAHHON AKCIEPTU3bl MPU HAJWYMHU 3aMEUaHUN 3asBUTEIIO0 IMOCPEICTBOM
UH(POPMAIIMOHHON CHCTEMBI YIOJHOMOUYEHHOTO OpraHa ToCyAapTCBEHHasl ASKCIepTHas
OpraHu3alnys HalpasligeT 3anpoc (B MPOU3BOJIBHOM (OpME) C YKa3aHUEM BBISIBICHHBIX
3aMe4YaHu ¥ HEOOXOIUMOCTH UX YCTPAaHEHHUS B TIOJITHOM 00bEME B CIISIYIONINE CPOKHU:



1) nmpu sKcniepTU3e MEIUIIMHCKOTO U3IETUsl HEe TPEOYIONINil TPOBeACHHS 1a00paTOPHBIX
HCTIBITAHUN HE3aBUCHUMO OT KjlacCca MEIUIIMHCKOTO W3JEusl, MPU BHECEHUH W3MEHEHUU B
PETUCTPALIMOHHOE JI0Ch€ MEAMIIMHCKOro wu3nenus (6e3 mpoBeaeHHS JTaOOpaTOPHBIX
UCIIBITAHWM), TP BHECEHUM M3MEHEHMM TUIa | B perucTpaliuOHHOE J0ChE MEIUIIMHCKOTO
u3nenus (C mpoBeeHneM Ja00paTOPHBIX UCTIBITaHUH) - B TeueHun 40 (copok) pabouux nHen
CO JIHSI OJIyYEHUSI JOKYMEHTOB, YKa3aHHbIX B MyHKTE 117 Hacrosmux [TpaBui;

2) mpu YCKOPEHHOM AKCIEpPTU3E MEIULMHCKUX U3Jenui - B TeueHue 20 (qBaanath)
pabouux JIHEW, B TOM YKCIIE MPU IKCIEPTU3E MEAUIIMHCKOTO M3/IENHUs, TPOU3BEIEHHOTO Ha
MPOU3BOJCTBEHHBIX IUJIOIIAKaX MPOU3BOAMTENEH U3 cTpaH EBporeiickoro corwsa u (Hin)
Benmukooputanuu, CIHA wnm SInoHwu, MOMYyIMIEHHOTO K OOpAaIEHHIO PEeryJIsiTOPHBIMU
opranamu ctpaH EBpomnetickoro coro3a, BenukoOputanuu, CILIA unu Anonuu - B TeyeHue 5
(nsTh) pabounx AHEH CO JHS MOJYy4YeHUs TOKYMEHTOB, YKa3aHHbIX B MyHKTE 117 HacTosAmumx
[TpaBwui.

3anpoc ¢ 3aMe4aHUsIMUA 3aBEPEHHBIN MOCPEICTBOM 3JIEKTPOHHON LU(POBON MOANTUCH
HampaBJsieTcss Yyepe3 HHHOPMAIIMOHHYIO CHCTEMY YIOJHOMOYEHHOTO OpraHa 3asBHUTEINO B "
JUYHBIN KaOUHET" B JIEHb MOJIMUCAHUS UCXOSIIETO 3anpoca.

138. 3asgBuTens HAMpaBsAeT B MOJTHOM O00BEME OTBET U HEOOXOAMMBIE MaTepHUallbl Ha
3aMpoc rocy1apCTBEHHOMN KCIIEPTHOM OpraHu3aluu:

1) mpu sKCnIepTH3E MEIUIIMHCKOTO M3/IeNns He TpeOyrolel mpoBeeHUs 1a00paTOPHBIX
UCIIBITAaHUI HE3aBUCHUMO OT KJIaCCa MEAULMHCKOrO W3AENHS, P BHECEHUH W3MECHEHUU B
PETUCTPAIIMIOHHOE JI0ChE€ MEAMIIMHCKOro wu3aenus (06e3 mpoBeAeHHS JTabOpaTOPHBIX
UCIIBITAHM ), IPM BHECEHUH M3MEHEHMI TUIa | B pErucTpalilMOHHOE JOChE MEIHUIIMHCKOTO
u3aenus (C mpoBeJeHUEM Ja00paTOPHBIX HMCIBITAHHWI) — B CPOK HE MpeBblimaromuii 15 (
MATHAIIATE) padounx JHEH;

2) nIpy YCKOPEHHOU dKCHEPTU3€ MEAUIMHCKUX U3JIETU - B TeUeHHue S5 (MITh) pabounx
JTHEH.

[Ipu HeycTpaHeHHH 3aMe4aHui B MOJHOM OOBbEME B yKa3aHHBIM CPOK MPHU SKCIEPTHU3E
MEIULMHCKOTO H3/eIus, MPOU3BEICHHOIO Ha MPOU3BOJICTBEHHBIX IJIOMIAIKAX
npousBoAuTenei u3z crpan EBpomelickoro corsa u (uim) Benukoopuranuu, CHIA wnun
SAnoHuun, JOMYIIEHHOrO0 K OOpallleHUI0 PEeryJaTOPHbIMU OpraHamu ctpaH EBpomneiickoro
coto3a, BenukoOpurtanuu, CIIA wunu SnoHun 3asBUTENIO HAIMpaBIseTCA YBeJAOMIIEHHE 00
OTKa3€ B MPOBEJCHUU SKCIIEPTU3BI METUIIMHCKOTO U3/Ieus (B IPOU3BOJIbHOU popme).

139. OtpunarenbHoe 3aKkiIOYeHHE O OE30MaCHOCTH, KadecTBe U 3(PGHEKTUBHOCTHU
MEIUIMHCKOTO U3/I€NUs BBIAAETCS B CIIydasix:

1) HenpeacTaBlieHUE MOJTHOTO KOMIUIEKTa PETUCTPAIMOHHOTO JI0ChE MOCIE BBIIAYH
3aMEUaHUi 3asBUTENI0 B MPOLIECCE MPOBEACHUS JKCIEPTU3bl B CPOKH, YCTAHOBJICHHBIE
HacrosmumH [IpaBunamu;

2) mpeACTaBICHUS 3asBUTENIEM HEJOCTOBEPHBIX CBEJICHUN;



3) moyiydeHHe OTPULIATENbHBIX PE3YyJIbTATOB OJHOTO M3 3TANOB 3KCIEPTU3bI U (KJIN)
OTPHUIIATENIHHBIX 3aKJIOUECHHUI YKCIIEPTOB MPOGUIBHBIX OpraHU3aIni;

4) HECOOTBETCTBUSA CHUCTEMBI OOECIEUEHUS Ka4eCTBa yCJIOBHUSM, 00€CTICYMBAIOIINM
3asBJICHHYIO 0€30MacHOCTh, d(PHEKTUBHOCTh M KA4€CTBO MEAMIIMHCKOTO H3JCNHS, IO
pe3yibTaTaM MHCIEKIIUU MEIUIIMHCKOTO U3/EIHS;

5) He mpoBeneHHS U OTKa3a 3asBUTEJIEM OT OpPraHU3AIMU MOCEHICHUS MPEAnpUiTUus (
MPOU3BOJCTBEHHON IUIOMIAJAKK) U C 1EJIbI0O HUHCIEKIUUW MEAUIUHCKOTO W3JeNus, B
COOTBETCTBHH C TPEOOBAHUSIMU 3aKOHOATENIbHBIX aKTOB Pecryonuku Kazaxcran.

140. IIpu He mpenoCTaBICHUU 3asBUTEIIEM OTBETOB Ha 3alpOC rOCyAapCTBEHHOU
AKCIEPTHOM OpraHHU3allMy B CPOKU YCTaHOBJEHHbIE B MyHKTe 138 Hacrosmux [IpaBui, a
TaK)Xe MPeJ0CTaBICHUN HEMOJIHOIO OTBETa U HEOOXOJAMMBIX MATEpUaJIOB, FOCYJapCTBEHHAs
AKCIIEpTHAsi OpraHU3alMs HaMpaBJsEeT 3asBUTENI0 B TeueHHe S5 (MmsATh) pabouumx aHEH
YBEIIOMJICHHE O TPEeABAPUTEIIBHOM pEIIeHHH 00 OTKa3e B MPOBEICHUU SKCIEPTHU3BI
MEIUILUHCKOr0 U3Jenus (B MPOU3BOJIBbHON (hOpME), a TAKKE€ BPEMEHHU U MECTE IPOBEACHUS
3aCIIYIIMBAHUS 11 BO3MOKHOCTH BBIPA3HUTh 3aABUTEIIO MO3ULHIO MO MPEIBAPUTEILHOMY
PELICHHUIO.

B cnydae oTka3a B IpOBEAEHUU IKCIIEPTU3bI MEAUIMHCKOTO U3JIENUs, TPOU3BEAECHHOTO
Ha MPOU3BOACTBEHHBIX IJIOMIAKAX MPOU3BOAUTENECH U3 CTpaH EBponelickoro coro3a u (Min)
Bemuko6putanuu, CIIA wnm SInoHwu, MOMyMIEHHOTO K OOpAIEHHIO PEeryJIsITOPHBIMU
opranamu ctpaH EBporneiickoro corosa, Benukooputanuu, CIIA unu Snonuu, a Takxke npu
YCKOPEHHOM 3KCIEPTU3E MEAUIMHCKUX HU3JETUN, YBeJOMIIEHUE (B MPOU3BOJIbHON (hopMme)
MOJICOTABJIMBAETCS TOCYAAPCTBEHHON SKCIIEPTHON opraHu3anuei B Teuenue 2 (18a) padbounx
JTHEH.

141. ITo pe3ynbTaTaM HANpaBICHHOTO 3asBUTEIIO0 YBEIOMJIEHUS O MPEABAPUTEIILHOM
pelieHu 00 OTKa3e B MPOBEJACHUM DKCIEPTU3bI MEIUIIMHCKOTO U3/eNus (B MPOU3BOJIHHOM
(dbopme) MaTeprabl HATPABIISIFOTCS B DKCIIEPTHBINA COBET IS IPUHSATHUS PEIICHHUS.

DKCMEePTHBINA COBET pacCMaTpUBAET MOCTYNHUBIINE MaTepHuaibl B TeueHHe S5 (ISITh)
pabouux THEW W Pe3yJIbTAaThl PEIICHUS C YKA3aHUEM MPUYUH HATIPABJISIFOTCS 3asIBUTEIIO.

B caywae paccMOTpeHHsI MaTepHajoB 3KCHEPTU3bl MEIUIIMHCKOTO H3JENus,
MPOU3BEJICHHOTO Ha MPOU3BOJCTBEHHBIX IUIOIIAJAKAX MPOU3BOJUTENECH U3 CTpaH
EBpomneiickoro cows3a u (unu) BenukoOpuranuun, CIIA win SInoHuu, IONMyHMIEHHOTO K
OoOpallleHUI0 PEryJATOPHBIMH OpraHaMu cTpaH EBpomelickoro corosza, BenukoOpuranuu,
CIHIA wnum SAnoHun, DKCIEPTHBIA COBET PACCMATPUBAET MOCTYNHUBILINE MAaTEPUAIIBI B CPOKHU
He no3/Hee 2 (aBa) pabouunii THEH.

142. B cny4ae MOJIOKUTEIBHOTO OTYETa CIEIUATIN3UPOBAHHON SKCIEPTU3BI B CPOK HE
npeBplmamOmMii 5 (mATh) paboyux JHEHW COCTaBISIeTCA OKCHEPTHBIM OTYeT
CIECHMANTN3UPOBAHHON AKCIEPTU3Bl MEAUIMHCKOTO M3JEIUs COrIaCHO MPUIIOXKEHUI0 33 K
HactosimuM [IpaBuiiaM WM SKCHEPTHBIM OTYET CHENUATIU3UPOBAHHOW SKCHEPTU3BI O
BIIUSIHUM BHOCHUMBIX M3MEHEHUM B PETUCTPAIIMOHHOE JOChEe Ha 0€30MacHOCTh, KAU€CTBO U



3¢ (HEKTUBHOCTH MEAUITMHCKOTO U3JIeTus IO opMe, COTIACHO MPUIIOKEHUIO 34 K HACTOSIIINM
IIpaBunam.

[ToJIOKUTENBHBIN OTYET CHENUAIM3UPOBAHHOM 3KCHEPTU3bI MEAUIIMHCKOTO HU3JEIIHS,
NPOM3BEJCHHOTO Ha TMPOM3BOJCTBEHHBIX IUIOMIAJAKAX MPOU3BOJMUTENCH U3 CTpaH
EBpomneiickoro coro3a u (win) BenukoOputanun, CIHA unm SAnonHun, JOMyHIEHHOTO K
oOpalleHuIo peryiasTOpHBIMU OpraHaMu cTpaH EBpormeiickoro corosa, BenukoOpurtanuu,
CHIA unu SInoHuu cocTtaBisieTcsl B Cpok He no3aHee 1 (oauH) pabouuii 1eHb.

[Ipu oTpuuaTenbHBIX pe3yJibTaTax 3KCIEPTU3bl SKCIEPTHAS OpraHU3alUs HAIPaBIISIET
3asIBUTEINIO pellleHne DKCIEPTHOTO COBETA C YKA3aHUEM MPUYHH.

143. Pa3bsicHEHUS UM YTOUHEHUS, BO3HUKAIONIUE B MEPUOJ TPOBEACHUS SKCIEPTU3bI
MEXJIY TOCYIapCTBEHHOM DJKCIEPTHOMW OpraHu3amued U yCIYyronojydaTeseM,
OCYIIECTBIAIOTCS MOyTeM (HOpMHUPOBAHHUS BIEKTPOHHOTO JOKYMEHTAa MO €ro
UHAVBUIYAIbHOMY MapOJII0 Yepe3 UHPOPMAIIMOHHYIO CUCTEMY YIOJHOMOUYEHHOI'O OpraHa ¢
OUII ycmyronoirydartesist ¥ TOCYIapCTBEHHOM SKCIEPTHOM OPraHU3AIUH.

144. JIns mpoBeneHUs SKCIEPTU3bl NMPUHAIIEKHOCTH MPOIYKIUUA K MEIULUHCKUM
U3JIeNUAM 3asBUTENb mocpeacTBoM lloprana rocynapcTBEHHOW SKCHEPTHOW OpraHU3aluu
MPEIOCTABISAET CIEAYIOLIME MaTepualibl U JOKYMEHTBbl C ayTE€HTUYHBIM IE€PEBOJOM Ha
Ka3aXCKUU U PYCCKUM SA3BIKU:

1) HaMeHOBaHKE NPOTYKIINH;
2) HaMMEHOBaHUE MTPOU3BOAUTEIIS, CTPAHBI;

3) MHCTPYKIMS MO0 TPUMEHEHHUIO MU SKCIUTyaTallMOHHBIA JOKYMEHT, WJIH PYKOBOJICTBO
NOJIb30BATEIIS;

4) dotorpadudeckoe nzo0paxkeHue, 0TOOpa)karliee BHEINIHUM BUJ MPOAYKIIHH,
pa3MepoM He meHee 18 x 24 caHTumeTpa;

5) undopmaIuio 0 perucTpalyu B CTpaHe MPOU3BOIUTEIIS, BBIIAHHYIO TOCY1apCTBEHHBIM
YIOJIHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOIUTEIIS;

6) TeXHUYECKOE OomMHcaHue, 00JacTh MPUMEHEHHUs, 1IeJIEBOE Ha3HAUEHUE MPOAYKIHUHU (
uH(MOpMAITUS OT MPOU3BOTUTEIS).

145. TocynmapcTBeHHass JKCIEpTHas OpPTaHU3alUs NPOBOIAUT HKCIEPTU3Y
MPUHAAJICKHOCTA MNPOAYKIUM K MEIULUMHCKUM H3JeUsiM B TeueHue 15 (msATHaAuaTh)
pabouux JHEW ¢ JaThl pErUCTPallUU 3asBJICHUS U MIPEAOCTABIICHUS 3asBUTENIEM JOKYMEHTOB B
roCyJAapCTBEHHYIO 3KCIEPTHYIO OpPraHU3aluIo.

B cnydae mpenocTtaBieHus 3asiBUTEIIEM HEIOCTOBEPHBIX JAHHBIX, HEMOJHOIO MaKeTa
JIOKYMEHTOB M HaJW4Ms 3aME€UaHUM K MPEICTaBICHHBIM JOKyMEHTaM U (WJIM) MaTepuasiam, B
UH(OPMAITMOHHON CHCTEME TOCYIapCTBEHHON IKCIIEPTHON OpraHU3aIMK B TUYHOM KaOMHETE
3asBUTENSI pa3MellaeTcs yBeAoMmyieHHuE (B MPOU3BOJBHOW (Gopme) 0 HEOOXOIUMOCTH
YCTPAHEHHMI BBISIBJICHHBIX 3aMEYaHUil B CPOK, HE MPEBBIIIAOIMINKI 5 (I14Th) pabouux AHEH, CO
ITHS1 BBICTABJICHUS 3aMEYaHU SKCIIEPTHON OpraHu3aluen.



Ha Bpems ycTpaHeHus 3aMe4yaHUl, CPOKH PACCMOTPEHUS 3asBIICHUS
MPUOCTAHABIUBAIOTCS.

146. ITpu He ycTpaHEHUH 3asiBUTEJIEM 3aMEYaHUM, YKa3aHHBIX B MyHKTE 145 HACTOSIIUX
[IpaBun, rocynapcTBeHHasi dKCIEPTHAS OpraHU3allvs HaIMpaBIISICT 3asABUTEIIO PEIICHUE O
MPEKpaIeHUH SKCIEePTU3bl MPUHAMICKHOCTH MPOAYKIHH K MEIUIIMHCKUM H3JEIUSIM U
HEOOXOJAMMOCTH €€ TOCyJapCTBeHHOM peructpauun B PecnyOnuke Kazaxcran B
MPOU3BOJILHOU PopMme.

147. Dxcneprtu3a NPUHAIIECKHOCTH NPOAYKUHU K MEAUUMHCKAM HU3JEIHSAM
OCYILIECTBIISIETCS ITyTEM MPOBEICHUS aHAU3a NPEICTaBICHHBIX MAaTEPUAIOB U JOKYMEHTOB C
y4eToM 00JIaCTH IPUMEHEHUS M Ha3HAYEHUS 3asiBJICHHON POy KIIUH.

[Ipu nmpoBeneHuu aHaiu3a YUYUTHIBAIOTCS JaHHBIE W3 ['oCcymapCTBEHHOIro peectpa
JIEKApCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JICTTUH.

ITo pe3yapTaTaMm 3KCIEepPTU3bl MPUHAMICKHOCTU MPOAYKINNA K MEAUIMHCKAM U3JIETUSAM B
MH()OPMALIMOHHON CUCTEME B JIMYHOM KAaOWHETE 3asBUTEJd pa3MellaeTcss MHPopMalus B
IPOU3BOJILHOM opMe co CpoKoM JeicTBHs He Oonee 12 (IBeHaAlaTh) MECSIEB CO JHS €€
BBIJIAYH.

ITaparpa¢ 3. Ilopsnok npoBeaeHNS 1a00PaTOPHEIX HCIBITAHAH MEAAIIMHCKOTO H3AEINA

148. JlabopaTopHbie UCTIBITAHUS 00Pa31I0B MEAUIIUHCKOTO U3/IETUs OCYIIECTBISIOTCS B
UCIIBITATEIBHBIX J1TA00PATOPUSX TOCYJAPCTBEHHOW SKCIEPTHOM OpraHU3alMid B CPOKH HE
npesbimaromue 60 (mecTpaecsaT) pabounx AHEW €O JHS TMOCTYIUICHHUS 3asBICHHUS Ha
MPOBEJICHUE CHEHUAIN3UPOBAHHON SKCHEPTU3bI MEIUIIMHCKOTO M3JENHUS U JOKYMEHTOB,
yKa3aHHbIX B yHKTE 117 Hactosmux [Ipasu.

149. JlTabopaTtopHble UCTIBITAHUS 00PA31I0B MEAUIIMHCKOTO U3JEIUS MPOBOJISATCS B LIEJISIX
MOATBEPKJACHUSI COOTBETCTBUS IMOKAa3aTeNisiM OE€30MacHOCTH M KauecTBa MEIUIIMHCKOTO
W3J1eINsl, 3asBJICHHBIM B JJOKYMEHTE 10 KaueCTBY MPOU3BOAUTENS U BKIIFOYAIOT:

1) aHanKM3 TEXHUYECKOM 1 HOPMATUBHOM JOKYMEHTAIIMU MEIUIIMHCKOTO U3JEIUS B YaCTH
METOJIUK MPOBEICHUS UCIIBITAHUIA;

2) nmpoBeaeHME JTa0OPATOPHBIX UCTIBITAHUI HAa COOTBETCTBHE TPEOOBAHUSM JOKYMEHTA TIO
Ka4yeCTBY;

3) onpezeneHre BOCIPOU3BOIUMOCTH AHATUTUYECKUX METOJUK KOHTPOJISI KAa4eCTBa.

WcnbiTanus o0pa3ioB MEIUIIMHCKOTO M3JENUs OCYHIECTBISIOTCS MyTEM MPOBEICHUS
(hU3UKO-XUMHUECKUX, OUOJOTUUECKUX U TEXHUYECKUX UCIBITAHUM B LENSAX MOITBEPKICHUS
COOTBETCTBHS MOKa3aTeseil 0€30MacHOCTH U KauyeCTBa MEUITMHCKOTO U3/IEIH.

[Ipu ucnbiTaHuu 00pa3lOB MEIUIIMHCKOTO U3JETUs OMNpeaeisieTcss OnoioruyecKas
0€30MacHOCTh WJIM OIIEHKA OWOJIOTHYECKOTO NEUCTBUS, (PU3MUECKHEe U MEXaHUYECKHE
nokaszaTenud, (QyHKIMOHAIbHBIE, TEXHUYECKHEe U (U3NKO-XUMHUUYECKHUE IOKa3aTelH,
MOATBEPKAAIOIIME OE30IaCHOCTh U Ka4€CTBO MEIULIMHCKOIO U3/1EITH.

150. JTabopaTopHbIe UCIBITAHUS HE TPOBOJIATCSA MPU:



1) sxcriepTH3e MEAUIIMHCKON TEXHUKHU;

2) HaTWYUU JOKYMEHTAa HOTU(UIIMPOBAHHOTO OpraHa O COOTBETCTBHH MPOU3BOICTBA
MEUITMHCKOTO U3/ICNIUS U CUCTEMBI KOHTPOJISI KaueCTBa MPOAYKIINHN TpeOoBaHUsIM [[upexTuB
EBporeiickoif kKOMUCCUU 1O MEAUIMHCKUM u3AenusiMm win ceptuduxkata MDR (Medical
Device Regulation — PernmaMeHT 1o METUIIMHCKUM U3JICTUSIM);

3) sKkcmepTuze H3ACNUsS MEAUIUMHCKOTO Ha3HA4YeHWs, MPOU3BEJACHHOrO Ha
MPOU3BOJACTBEHHBIX IUIOIIAJIKaX Mpou3BoAuTeNed u3 ctpan EBpormneiickoro corws3a u (Uiu)
Benukooputanuu, CIHA wnm SInoHuu, DOMymIEHHOTO K OOpAaIllEHHIO PEeryJsiTOPHBIMU
opranamu cTpa EBporneiickoro coro3a, Benukoopuranuu, CIIA unu Snonuu;

4) mepeperucTpaiy MeIUIMHCKOTO U3/ICIIUS;

5) YCKOpPEHHOM AKCIEPTU3E MEIUIIMHCKOTO U3/IEITHSI.

151. B ciyuae BbIsSIBJI€HUS 3aME€UaHHI Ha ATare 1a00paTOPHBIX UCIIBITAHUN 3aBUTENIO B
TeyeHUu S5 (MATh) paboumx AHEN depe3 MHPOPMAIMOHHYIO CUCTEMY YIOJIHOMOYEHHOIO
opraHa B "NMM4YHbBIN KaOWHET" HaIpaBIseTCS MUChMO C YKa3aHUEM BbISBIICHHBIX 3aME€UaHUN U
HEO0OXOIMMOCTH UX YCTPAaHEHHS B TIOJIHOM 00beMe B CPOK, He mpeBbiaroniuii 20 (1Baanath)
pabounx JHEH.

152. Ilpu He mpenoCTaBICHUU 3asBUTEJIEM OTBETA HA BBICTABJIEHHBIE B MHUCHME
rOCyJapCTBEHHOM DJKCIEPTHOM OpraHu3alvyd 3aME€4YaHUusT B YCTAHOBJICHHBIM CpOK,
npeaycMOTpeHHbI myHKTOM 151 Hactosimux [lpaBunm u oTpULATENBHBIX peE3yJibTaTax
71a00paTOPHBIX UCHBITAHUM, MaTEpHUAJIbl HAMIPABJISAIOTCS B DKCIIEPTHBIN COBET ISl IPUHATHUS
pelieHns 00 0TKa3e U NpeKpalieHus: SKCIEPTU3bl METUIIMHCKOTO U3EIIHS.

153. Tlo pesynbTatam 1a0OpaTOPHBIX MCIBITAHUNA MEIUIIMHCKOTO H3IEIUs
UCTIBITATENILHOM J1abopaTopren CocTaBiseTCs MPOTOKON MCIBITAHUN MO (opMe COIIacHO
npuioxenuto 35 k HacrosmuM [IpaBunam.

154. Ilpu HEBO3MOXXHOCTH MPOBEACHUS J1aOOPATOPHBIX UCHBITAHUNA 00pa3IoB
MEIHUITUHCKUX H3JSIUNA B HCIBITATEILHON J1a00OpaTOPUU TOCYyAapCTBEHHON SKCIIEPTHOM
OpraHU3alliU 10 OTACIBHBIM MOKA3aTeNsIM, YKa3aHHBIM B cepTUduKare (MpOTOKOJIE) aHAIN3a
MIPOU3BOUTENS, TAKUE MCTIBITAHUS OCYIIECTBISIIOTCA B CyOKOHTpaKTHOMW jabopaTopum Ha
OCHOBaHMU JOrOBOpa MEXIY TOCYJAapCTBEHHON JOKCHEPTHOW OpraHM3alued u
CyOKOHTpaKkTHOM JabopaTopueil corjlacHO 3akoHojnarenbcTBY PecnyoOnuku Kazaxcrtan o
roCcyJIJapCTBEHHBIX 3aKyIKaxX.

B cinyuae oTcyTCTBHM CYyOKOHTpPaKTHOUW J1aOOpaTOpUHU, MPOBOISIINX HMCIBITAHUS
MEIULUHCKUX U3JEJUN, TOCYJapCTBEHHAS SKCIIEPTHAs OPraHU3alus NPU3HAET PE3yJIbTaTh
71a00paTOPHBIX HUCMBITAHUNA TO OTAEIbHBIM IOKa3aTessiM, yKa3aHHBIM B cepTudukare (
MIPOTOKOJIE) aHAJIM3a TPOU3BOUTETIS.

155. Ilpy HEBO3MOXKHOCTH MPOBEACHUS Ja00OPATOPHBIX UCIBITAHUNA 00pa3Il0B WU3ACTHI
MEJIUIIMHCKOTO HAa3HAYEHUSI B UCMBITATEIILHOM J1aDOpaTOpUK rocyAapCTBEHHOU SKCIEPTHOM
OpraHM3alld B CBSI3M C HEBO3MOXKHOCHIO COOJIIOJICHHUS YCIIOBUH TpPaHCIOPTUPOBKU
yKa3zaHHBIX 00pa3ioB Ha Tepputoputo PecnyOnuku Kazaxctan u (WiiM) uUX XpaHEHUH,



OTCYTCTBHM CHEIUAJIBHOTO OOOpYAOBAaHUS M PACXOJHBIX MAaTEpUAOB B SKCIEPTHOM
OpraHu3aliM, a TaKXKe, €CIM HOPMATUBHBIMM JOKYMEHTAMH MO KadyeCTBY MPOAYKIUHU
YCTaHOBJIEHbI MCIBITAHUSA, CBSI3aHHbIE C OOJBIIMMM 3aTpPaTaMH CPEJCTB MPOU3BOAMUTEIS,
JIOPOTOBU3HOM 00pa3IoB, ¢ oOpa3iiamMu, TPeOYIOMMMHU 0COOBIX YCIOBUM TPAHCIIOPTUPOBKH,
creruduiaeckoro o00pyA0BaHHUS U BCIIOMOTATEIbHBIX CPEICTB JIa0OpAaTOPHbIE UCIBITAHUS
IPOBOJSATCS B MPUCYTCTBUU MPEACTABUTENIEH TOCYIapCTBEHHOM SKCIIEPTHON OpraHu3aluu B
7a0opaTopuy KOHTPOJIS KayecTBa MPOU3BOAUTENS WJIM B KOHTPAKTHOW JabopaTopuw,
HCITI0JIB3yEMOU ITPOU3BOIUTEIIEM.

156. Ilpu skcniepTr3e MEIUIIMHCKUX U3JIENIUMA, MPOU3BEICHHBIX Ha OCHOBE TpaHcdepa
TEXHOJIOTUH J1Ta0OpaTOPHbIE MCHBITAHUS MPOBOJATCSA IHUCTAHLIMOHHO C MOATBEPKIACHHEM
reOJIOKAMU U C YYaCTUEM IIPEACTABUTEICH TOCYIapCTBEHHOM DKCIIEPTHOM OpPraHU3alluy B
7abopaToOpuyd KOHTPOJS KayecTBa MPOM3BOAMUTENS WJIM B KOHTPAKTHON JabopaTopuu,
UCITIOJIb3YEMOM MMPOU3BOIUTEIIEM.

157. Ilpn opraHn3anuyu M TNPOBEICHUH CAHUTAPHO-IPOTUBOIMUIAEMHUYECKUX H
CaHUTAPHO-NIPOPIIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAHUYUTEIHHBIX
MEpPOIPUATUIA, B TOM YHCII€ KAPAHTUH, IKCIIEPTHBIE paOdO0ThI 3aBepuIalOTCs 0€3 1a00paTOPHBIX
UCIIBITAaHUN B J1a0OpaTOpUM KOHTPOJS KadecTBa MPOU3BOJAUTENS WM B KOHTPAKTHOM
1abopaTopuu, UCIIOJIb3YEMOU MTPOU3BOAUTEIIEM.

ITo pe3ynbTatam 1a0OpPaTOPHBIX HMCIBITAHUNA COCTABISIETCS OTYET (MPOTOKOJ) O
pe3yibTaTax MpOBEACHUs J1abOpPATOPHOTO HUCHBITAHUS B J1A0OPATOPUU KOHTPOJISL KayecTBa
MPOU3BOJUTENS] WM B KOHTPAKTHOW JabopaToOpuu, HCHOIb3YyeMOW MPOU3BOAUTEIEM
COTJIACHO MpUJIOKEeHUI0 36 K HacTosmuM [IpaBuiiam. Pe3ynbTaThl MOMyYEHHBIX UCTIBITAHUI
OTIIPABIISIOTCS B TOCYIAPCTBEHHYIO SKCIIEPTHYIO OPraHU3AILMIO C IEPEBOJOM Ha Ka3aXCKUM U
PYCCKHM SA3BIKHU.

158. Tlo pe3ynpTaraM HCNBITAHUI COCTABISIETCA OTYET O pe3yJibTaTax MPOBEACHUS
71a00paTOPHOTO HCHBITAHUA B J1A0OPATOPUM KOHTPOJIS KauecTBa MPOU3BOAMUTENS WIH B
KOHTPAKTHOW J1aOOpaTOpUU, UCTIOIB3YEMOM MPOU3BOAUTENIEM COTJIACHO MPUIIOKEHHIO 36 K
HactosiuM [IpaBuitam.

ITaparpad 4. Ilopsamok popMHpOBaHNS pe3yIHTATOB MPOBEACHHON SKCICPTU3H MEAUITMHCKOTO
M3IEIHS

159. Tlo okOHYaHMM CTIEUATU3UPOBAHHON AIKCIEPTU3BI 3asIBUTENb COrJIACOBBIBAET C
roCyJapCTBEHHOM 3KCIEPTHON OpraHu3alueil B 3JIEKTPOHHOM BHJI€ UTOTOBbIE JOKYMEHTHI:
MHCTPYKLUIO [0 MEJAULIMHCKOMY ITPUMEHEHUIO U MAPKUPOBKU MAKETOB YIIAKOBKH, 3TUKETOK,
CTHUKEPOB), B TOM YHCJI€ KOPPEKTHOCTh 3aHECEHHBIX JaHHBIX B CIEAYIOLINE CPOKH:

1) mpu sKcriepTU3e MEAUIIMHCKOTO U3JENus HE TpeOyrolel MpoBeIeHus J1a00paTOpHbIX
UCIBITAHUN HE3aBUCUMO OT Kjacca MEAUIIMHCKOTO W3Jeus, IpU BHECEHUU U3MEHEHUH B
PEruCTPallMOHHOE JOCh€ MEIUUMHCKOro u3aenus (0e3 mpoBeaeHUs J1abOpaTOPHBIX
UCIIBITAaHUH), IPY BHECEHUU U3MEHEHUH Tuna | B perucTpallioHHOE JOChE MEIULIMHCKOIO



u3nenus (C IpoBeICHHEM JIa00pATOPHBIX UCIIBITAHUHN) - B CPOK HE TPEBBIMIAIONINKN 2 (1Ba)
pabouux JHs;

IIPY YCKOPEHHOM AKCIEPTU3€ MEIUIMHCKOIO M3JENUsS, B TOM YHUCIE MPU IKCIEPTHU3E
MEJIUIIMHCKOTO UW3Jeius, MPOU3BEICHHOI0 Ha MPOU3BOJCTBEHHBIX IUJIOMIAJKaX
npousBoauTene u3 crpan EBpomnelickoro coroza u (win) BenukoOputanuu, CIHIA unu
SInoHMH, JOMYLIEHHOTO K OOpaleHUI0 PEryJIsSTOPHBIMU OpraHamu cTpaH EBpomneiickoro
coto3a, BenukoOpurtanuu, CLIA wnu fInonuu - B cpok He npesbiaromuii 1 (oguH) padbounii
JICHb.

[Ipy BBISIBIEHUM HECOOTBETCTBUSA OOHOBIICHUS MUTOTOBBIX JOKYMEHTOB 3asBUTEIIb
OJIHOKPATHO HampapisieT MUCbMO C YBEAOMJIIEHHMEM O HECOOTBETCTBUU M IPHUKJIAJBIBAET
KOPPEKTHBIE UTOTOBbIE JOKYMEHTHI B TEUEHHE C MOMEHTA 3aBEPIICHUS SKCIIEPTU3HI.

B citydae oTCyTCTBUS COTJIACOBAHUS 3asIBUTEIIEM 3aKJIIOYEHHE O O€30IIaCHOCTH, KAYECTBE
1 3(pPEKTUBHOCTH JIEKAPCTBEHHOTO CpeACTBa (popMHUpyeTcs O€3 €ro CoryiacoBaHMsL.

160. I'ocynapcTBeHHast SKCEpTHAs OPraHU3aLUsl IPOBOAUT IPOBEPKY MPEACTABICHHOM
UH(pOpMAIMU 3asBUTENEM, a TaKXXe IPHU BBISBICHUU HECOOTBETCTBHUS KOPPEKTUPYET
3aHECEHHbIE JaHHbIE U OOHOBIISIET UTOTOBBIE TOKYMEHTHI:

IPU SKCIEPTU3E MEIULMHCKOIO MU3/eNusl He TpeOyromieil npoBeaeHus 1adbopaTOpHbIX
UCIIBITAHUN HE3aBHUCUMO OT KJlacca MEAUIMHCKOTO W3/eus, TP BHECEHUU W3MEHEHUN B
PETUCTPALIMOHHOE JI0Ch€ MEAMIIMHCKOro wu3nenus (6e3 mpoBeacHHUS JTaOOpaTOPHBIX
UCIBITAaHUI), IPY BHECEHUH U3MEHEHUI Thna | B perucTpallioHHOE JOChE MEIULIMHCKOIO
u3zenus (C mMpoBeIeHUEM JTA0OPAaTOPHBIX UCHBITAHUI) - B CPOK HE MpEBbIIAIOIMINN 3 (TpH)
pabouux JHS;

IPU YCKOPEHHOW 3KCIEPTH3€ MEIULUHCKOTO U3JENUs - B TOM YHCIIE MPU IKCIEPTU3E
MEIMUUHCKOTO HW3JEIus, NPOU3BEIEHHOIO Ha IPOU3BOJACTBEHHBIX ILIOLIAJKAX
npousBoauTeNe u3 crtpan EBpomnelickoro coroza u (wim) BenukoOputanuu, CHIA unu
SlnoHWM, JOMYIIEHHOTO K OOpAIEHHUIO PEryJaTOPHBIMU OpraHamu cTpaH EBpomeiickoro
coto3a, BenukoOpurtanuu, CLIA wunu SInonuu - B cpok He npesbimatomuii 1 (oguH) padbounii
JI€Hb.

161. Ilo pe3ynpraTaM IpPOBEAECHHOM DSKCHEPTHU3Bl MEJUIIMHCKOIO H3IEIIHS
roCyJapCTBEHHAsl 3KCIEpPTHAas OpraHu3alMs COCTaBIISIET 3aKJIIOYEHHE O O€30MacHOCTH,
KadecTBe M 3(PPEKTUBHOCTH MEAUIIMHCKOIO U3/ENUs, 3a4BIIEHHOTO Ha HKCIEPTU3Y COTJIACHO
npuioxkenuto 37 k HactosmuM [IpaBuinam u 3akiatoueHre o 0€30IaCHOCTU, KAayecTBE W
3G (HEKTUBHOCTH MEIUIIMHCKOTO M3JENUs 3asBJICHHOIO HA SKCHEPTHU3Yy B LEISIX BHECEHUS
M3MEHEHUI B pErUCTPAIlMOHHOE JOChE COTJIaCHO NpuiiokeHuto 38 k HactosuuM [IpaBunam B
CJIEIyIOLIUE CPOKH:

IPU DKCIEPTU3E MEIULUHCKOIO HU3/eNusl He TpeOyroeil npoBeaeHus 1abopaTOpHbIX
WCIIBITAHUN HE3aBHUCUMO OT KJIacCa MEAUUMHCKOrO W3Jevs, TP BHECEHUU W3MEHEHUN B
PErUCTPALIMOHHOE JI0Ch€ MEAMIIMHCKOro wusnenus (6e3 mnpoBeaeHUs JTabOpaTOPHBIX
UCIIBITaHUI ), TP BHECEHHHM M3MEHEHUH Tuma | B perucTpaimoHHOE J10ChE€ MEAMIIMHCKOIO



u3nenus (C MpoBeICHUEM Ja0OPATOPHBIX UCIBITAHUH) - B CPOK HE TPEBBIMIAIOIMINNA 5 (TISTH)
pabounx JHEH;

IIPY YCKOPEHHOM AKCIEPTU3€ MEIUIMHCKOIO M3JENUsS, B TOM YHUCIE MPU IKCIEPTHU3E
MEJIUIIMHCKOTO UW3Jeius, MPOU3BEICHHOI0 Ha MPOU3BOJCTBEHHBIX IUJIOMIAJKaX
npousBoauTene u3 crpan EBpomnelickoro coroza u (win) BenukoOputanuu, CIHIA unu
SInoHuu, JOMYIIEHHOTO K OOpAIllEHHIO PEeryJaTOPHBIMU OopraHamu ctpaH EBpomneiickoro
coto3a, BenukoOpurtanuu, CLIA wnu fInonuu - B cpok He npesbiaromuii 1 (oguH) padbounii
JICHb.

162. 'ocynapcTBeHHast SKCHEpTHAasE OpraHu3alus MOCPEACTBOM MH(OPMAIIMOHHOTO
[OpTajla yIOJHOMOYEHHOTO OpraHa HampaBJISIET B AJEKTPOHHOM BHUJE B TOCYAapCTBEHHBIM
Opra:

1) 3akmouenue o 6e30MacHOCTH, KayecTBe U 3(P(HEKTUBHOCTU MEIULIMHCKOTO U3EINS;

2) UHCTPYKLUIO IO MEAUIIMHCKOMY MPUMEHEHUIO MEIMIIMHCKOTO U3/IeIUs Ha Ka3aXCKOM
U PYCCKOM s3bIKax, pa3pabaTeiBaéMyl0 B COOTBETCTBMU C IpuUKa3oM MuHHCTpa
3npaBooxpaHenust Pecyomuku Kazaxcran ot 10 centsiopsa 2020 roga Ne KP JICM-101/2020
"OO6 yrtBepxaenuu [IpaBun cocraBieHuss U 0HOPMIICHUS UHCTPYKIUMU MO MEIULIUHCKOMY
NPUMEHEHHUIO JIEKaPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JEIUNA U 00IIel XapaKTepUCTUKU
JIEKapCTBEHHOT0 cpejncTBa" (3aperucTpupoBad B PeecTpe rocyaapcTBeHHOM perucTparuu
HOPMAaTUBHBIX PaBOBbIX akTOB 1moj Ne 21200);

3) MakeTbl yNMaKOBOK, 3TUKETOK, CTUKEPOB MEIMUIIMHCKOTO M3JI€NHUs, COTJIaCOBAaHHBIX
roCyJAapCTBEHHOW SKCIIEPTHOM OpraHu3aluell Ha Ka3aXCKOM M PyCCKOM SI3bIKaX.

163. IIpu rocy1apCTBEHHON PETHCTPALMU U NEPEPETUCTPALUNA MEIUIIUHCKUX U3JETUN
BbIJAETCS] 0ECCPOUYHOE PETUCTPALMOHHOE yIOCTOBEPEHHE.

164. B caydasix OTpUIIATENBHOTO 3aKIIOYEHHUS O 0€30MacHOCTH, KadyeCTBE U
3¢ ()EKTUBHOCTH MEIULIMHCKOTO U3JEIHS UM OT3bIBA 3asIBUTEIIEM 3asIBJICHUS HA SKCIEPTU3Y
[IOCJIE Hayaja MPOBEAECHUS 3KCIEPTU3bl, CYMMa, OIUIAYEHHAs 3a MPOBEIAEHUE 3KCIEPTHBIX
paboT, 3a4BUTEIIO HE BO3BPAIIACTCS.

165. Tlocne 3aBepmieHUs NMpOUEAYPHI SKCIEPTU3BI TOCYJApPCTBEHHAsA SKCIEPTHAs
opranuzaius GopMHUPYET AIEKTPOHHBIA APXMBHBIN K3EMIUISIP PETHCTPALIMOHHOTO JOChE,
CoZIepXalluil MPEeACTaBICHHBIE 3asBUTEIEM MATEPHUAJIbl, PE3YJIbTaThl 3KCHEPTU3bl (OTUET
BAIMJAIMHA WU OTYET BAIMAAUMHU U3MEHEHUW, BHOCHUMBIX B PETUCTPAIMOHHOE J10ChE
MEIUIIMHCKOTO U3JENHs; MPOTOKON MCHBITAaHWW; OTYET O pe3yibTaTax MPOBEICHUS
71a00paTOPHOTO HCHBITAHUA B J1A0OPATOPUM KOHTPOJIS KauecTBa MPOU3BOAMUTENS WIH B
KOHTPaKTHOM J1ab0paTopuu, UCIOIb3YEMOM MPOU3BOAUTENEM; OTYET CHEIUATU3NPOBAHHOM
HKCHEPTU3bl MEAMIIMHCKOTO HU3JENHs), 3akKioueHhue o Oe30IacHOCTH, KayecTBe U
3¢ (PEeKTUBHOCTH MEAUIMHCKOTO HU3JIeNUs, UHCTPYKIHIO M0 MEIUIHUHCKOMY HPUMEHEHUIO
MEIULUHCKOIO W31, MAKEThI YIIAKOBOK, 3THKETOK, CTUKEPOB.



Bo BpeMst aeiicTBUSI pErMCTPAIMOHHOTO YJOCTOBEPEHUSI apXUBHOE PETHCTPAIMOHHOE
JI0ChE, JIOTMOTHSAETCS] KOMUSAMHU PETUCTPAIIMOHHBIX YI0CTOBEPEHHI O BHECEHUHN U3MEHEHUH CO
BCEMU MPUJIOKEHHBIMU IOKYMEHTAMHU 3asIBUTEIIS B AJIEKTPOHHOM BHUJIE.

PerucrpanrionHoe 10che XpaHUTCS B JICKTPOHHOM apXHBe ¢ COOJI0ICHUEM TPEeOOBaHUIMA
KOH(PUIECHIUAIIBHOCTH, UCKJIIFOYEHUEM JKCIUTYaTallMOHHOTO IOKYMEHTA WJIM UHCTPYKIIUH T10
NPUMEHEHHUIO MEIUIIMHCKOTO U3JENUs, PYKOBOJCTBA IO CEPBUCHOMY OOCTY>XKHBaHHIO,
JAHHBIX O MAPKUPOBKE U YIMAKOBKE (TMOJHOIBETHBIC (C YKa3aHUEM KOJUPOBKH 1IBETA) MAKETHI
YIAaKOBOK U 3TUKETOK), HE3aBUCUMO OT PE3YyJIbTATOB KCIIEPTU3BI.

PerucrpanmonHoe 10che MEIUIIMHCKOTO U3AEIHS Ha DJIEKTPOHHOM HOCUTEIIEC XPAHUTCS
10 (necsath) ner.

ITaparpad 5. Ilopsanok perucTpanuu, BHECEHHA H3MEHEHHS B IIEHY IIPOM3BOAXTENA HA H3JEIUA
MEUIMHCKOTO Ha3HAYCHUA MMM MEJUIMHCKOE M3/Ie/HUe I TUAarHOCTUKA BHE JKHMBOTO OpraHU3Ma
(in vitro), mpousBogMMEIe Ha TeppuTopud Pecmy6mmku Kazaxcrad B paMkax JOITOCPOIHBIX
JOTOBOPOB IIOCTaBKH, 3aKII0YCHHBIX ¢ EquHbIM mucTpHOBIOTOpOM

166. B nepuoa hopMupoBaHus pe3yabTaTOB IMPOBEACHHOW AKCIIEPTU3BI METUIIMHCKOTO
U3JIeNIMS TOCYIapCTBEHHAS SKCIIEPTHAS OPraHU3aIisl OCYIIECTBISET PErUCTPAIUIO, BHECEHUE
M3MEHEHUS B IIEHY MPOU3ZBOAUTENS U3JEIUs MeAUIMHCKOTrO u3aenusa (nanee — MMH) unu
MEIUIIMHCKOTO U3/IeNUs JIJIsl AMAarHOCTUKH BHE )KMBOTO OpraHu3ma (in vitro), mpou3BOANMbBIC
Ha tepputopun Pecnybnuku KazaxcTtan B paMkax JOJATOCPOYHBIX JOTOBOPOB MOCTABKH,
3aKJIIOYEHHBIX ¢ ENUHBIM AUCTpUOBIOTOPOM (J1ajiee - MEIUIIMHCKOE U3JACNHE JUIS In Vitro
JIUArHOCTUKH) B Cpok He mo3aHee 10 (mecsaTh) paboumx AHEH cO JHSA MPENOCTaBICHUS
3asBUTEJEM 3asBICHUS MO (GopMe COINIACHO MPWIOKEeHWI0 2 Hactosmux [IpaBun u
JOKYMEHTOB 10 (hOpME U TMEPEeUHI0 MPEAYCMOTPEHHBIMHU MPUIIOKEHUEM 3 HACTOSIINX
[TpaBun, mocpeacTBOM HHPOPMAITMOHHOTO TIOPTaIa YIIOJHOMOYEHHOTO OpraHa.

167. Perucrtpamusi 1EeHBI, BHECEHHUE HU3MEHEHHs LieHy mnpousoautesns MMH
OCYIIECTBJISIETCS] B HallMoHalbHOUW BamtoTe PecnyOnuku Kazaxcran (manee — TeHre) u
BKJIIOYAET B ce0s aHAIM3 1IEH HAa TOPrOBOE HAMMEHOBAHUE U TEXHUUYECKYIO XapaKTEPUCTUKY
NMH, ocHOoBaHHas Ha NPEICTAaBICHHBIX 3asBUTEJEM L€HAX MPOU3BOIAUTENSA, C YYETOM
KOMILUIEKTHOCTH, BHUJIa ¥ TUIIOPA3MEPHOTO psijia, a Takke (HaKTUYECKOW IIEHBI TTOCTaBOK B
Pecny6nuky Kazaxcran.

168. Lenst Ha UMH B pamkax ['OBMII u (unm) B cucreme OCMC peructpupyrores,
BHOCSITCSI U3MEHEHUS, 32 OJJHY €IMHUILY U3MEPEHHUS C yU4eTOM (haCOBKH, KOMIUIEKTHOCTH HIIA
MEPBUYHON yMaKOBKH (TJIACTBIPH, IITIPHII, TAKET, TyOa, HAOOP, KOMIUICKT, MTaHelh, KaCCeTa,
KapTPUJIXK), IPOU3BOJIUTENS U PErucTpalroHHoro ynocropepenus UMH nHa nary mopaum
3asBJICHUSI O PETUCTPAI[UU, BHECCHUSI U3BMEHEHUSI B IIEHY TTPOU3BOIUTEIIS.

169. B ciyuae ecium B paMKax OJHOTO PETrHCTPANUOHHOTO YIOCTOBEPEHHUS
3apErUCTPUPOBAHO HECKOJIBKO BapuaHTOB ucnosHeHus MMH, 3asButens npenocrtaBiseT
3asIBJICHUE OTJEIBHO JJI KaXJA0T0 U3 €r0 BAPUAHTOB UCIIOJHEHHUS 32 €IUHUILY U3MEPEHUS.



170. Ceenenust 06 UMH yka3bpiBatoTcs B 3asBIIGHUN B COOTBETCTBUU C PETUCTPAITMOHHBIM
YAOCTOBEPEHUEM HA MEIUIIMHCKOE U3JEIHE.

171. IIpu kOHBEpTALIMA HHOCTPAHHOW BAJIFOTHI LICH B 3asBJICHUH, a TAKXKE B JOKYMEHTAX,
NOATBEPKAAIOMUX (HAaKTUUECKYI0 II€HY MOCTaBOK KONMHUAX HWHBOMca (HAKIaIHOW) WIH
cueT-(akTyphl, a TAK)KE€ B KOHTPAKTE WIH I0TOBOpe O nmpuobperennn MU B HallMOHANIBbHYIO
BamtoTy Pecriybnuku Kazaxcran ucnonb3ytoTcst opuiuaibHble KypChl HHOCTPAHHBIX BAIIOT B
CpeHeM 3a Mecsl], MPEAIIeCTBYIONIMN Mojaue 3asBiIeHUS (CpeIHUl OOMEHHBIN Kypc)
Hammonaneaoro banka Pecny6nuku Kazaxcran.

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

173. Jlns peructpauuy Wiad BHECEHHMS MU3MEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY
npousBoautenss MMH, 3asButenb NpeaocTaBiasgeT B TOCYJAPCTBEHHYIO HSKCHEPTHYIO
OpraHu3aluo:

1) AOKyMEHT, MOATBEPKAAIOLIIMN IPABO 3asBUTEIS OCYIIECTBIISITH PETUCTPALUIO LIEHBI
WM BHECEHUE U3MEHEHH B LIEHY NMPOU3BOAUTENS;

2) 3asBieHME MO (hopMe, COrNIACHO NPHIIOKEHUIO 2 K HacToamuM [IpaBunam.

B cnyuae BBo3a UMH na tepputoputo Pecniybnuku Kazaxcran mociie peructpanuu 1eHbl
Ha UMH, 3asButens B TeueHue 60 (mIeCTblECST) KaJICHIAPHBIX JHEH CO JHS BBO3a B
00s13aTeIbHOM TMOPSJKE BHOCUT H3MEHEHHE B paHee 3aperucTPUPOBAHHYIO LEHY
ITPOU3BOJIUTENIA C NMPEIOCTABICHUEM CIIEAYIOINX JOKYMEHTOB:

JIns1 OTeUeCTBEHHBIX MPOU3BOIUTENEH:

1) JOKyMEHT, MOATBEPKAAIOUIUN MIPABO 3asBUTEIIS OCYIIECTBIIATh PETUCTPALIMIO IIEHBI
WM BHECEHHWE M3MEHEHUs paHee 3aperMCTPUPOBAHHOM LEHBI MPOU3BOJMTENSI B pamMKax
I'OBMIT u (wn) B cucteme OCMC;

2) nundopmanus 0 (HaKTUYECKON IIeHE NOCTaBKHU C YKa3aHUEM CCBUIKM Ha BeO- mopTai
3akynok EauHoro auctpuObioTOpa, ¢ MpeaoCTaBI€HUEM MOATBEPKIAIOLUIUX JOKYMEHTOB (
MPOTOKOJI, JOTOBOp 3aKyma M (WJIM) JOrOBOP MOCTAaBKH) MOCJIEAHEeTro 3akyma 3a 12 (
JBEHA/IIIATh) MECSALIEB, MPEAIIECTBYIONIUX IATE M0IaYu 3asIBJICHNUS;

3) undopmanus o pakTUUECKOHN IIeHE MOCTABKU C yKa3aHUEM CCBHUIKH Ha BeO- mopTral
roCyJapCTBEHHBIX 3aKYIIOK, C IPEAOCTABIEHUEM MTOATBEPKIAIOIINX JOKYMEHTOB (ITIPOTOKO,
JIOTOBOP 3aKyTa M (UJK) JOrOBOP MOCTABKU) MOCIIEIHEr0 3aKyna 3a 12 (1BeHaaaTh) MecsIeB
, IPEIIECTBYIOIIMX AaTe MOJA4H 3asBJICHUS.



B cimydae orcyTcTBUS (paKTHUECKHX ITOCTABOK IMOCJIEAHET0 3aKyra 3a 12 (1BeHaamaTh)
MECSILIEB, MPEANIECTBYIONIMX AAaTe MOIAUM 3asiBJICHUS, 3asIBUTEIb MOATBEPKIAET OTCYTCTBUE
(haKTHYEeCKUX TTOCTABOK IMOCJIEIHETO 3aKyna Ha (pupMEHHOM OJlaHKE 3asiBUTEISI, 3aBEPEHHOM
MOAINKCHIO YIIOJHOMOYEHHOTO JIMIIA 3asIBUTEIISI.

4) uadopmanust o (paKTUYECKH MOHECEHHBIX pacxXojaxX Ha OIEHKY KadyecTBa B pamMKax
I'OBMII u (unun) cucreme OCMC Ha pupMeHHOM O1aHKe 3asBUTENIS, 3aBEPEHHOM TMOJIMHUCHIO
YIIOJITHOMOUYEHHOTO JIUIIA, 110 (hopMe coryiacHo npuiioxkeHuto 39 k Hactosimum [IpaBunam;

5) undopmarus ¢ TOATBEPKIAAIONTUMHU JOKYMEHTaMH (KOHTPAKT, MHBOMC) 0 1ieHax UMH
peanu3yeMbIX B APYTUX cTpaHax 3a 12 (ABeHaAlaTh) MECAIEB, MPEAINICCTBYIONIUX JaTe
M0/1a4YM 3asiBJICHUS HA PETUCTPAIINIO TUOO BHECEHUSI U3MEHEHHUS B PaHee 3apEruCTPOBAHHYIO
ueny npoussoauresst UMH.

B cnyuyae oTrcyTcTBUS peanu3alnvu B JIPYTUX CTpaHax, 3asgBUTENb MOATBEPKIACT
OTCYTCTBUE pealn3ali Ha (PUPMEHHOM OJIaHKE 3asBUTEISA, 3aBEPEHHOM IOJIMHUCHIO
YIIOJJHOMOYEHHOTO JIMIA 3asIBUTEIIS;

JI1s1 ”HOCTpaHHBIX MPOU3BOJAUTENECH:

1) anmocTuirpoBaHHas WX JieTaIu30BaHHAs IOBEPEHHOCTh OT 3aBOJIa-MPOU3BOIUTEIS,
MOATBEPKAAIOIAs] MPABO 3aABUTEIS OCYIIECTBIATh PETMCTPALMIO LIEHBI WJIM BHECEHHUS
M3MEHEHUS B paHEe 3aperucTPOBaHHYIO 1eHy npousBoauTens B pamkax ['OBMII u (unu) B
cucteme OCMC c ykazaHueM CpoKa JIeUCTBUS JOKYMEHTa (HOTapUaabHO 3aBEPEHHAs KOMUS);

2) Komusl JOKYMEHTOB, moATBepKaaromux neny UMH (konuu nHBOKCOB (HaKIagHOMN),
cuyeT-hakTyphl, 3a mocieaHue 12 (mBeHamath) MmecsneB (MPU HATWYUUA (PAKTHICCKHUX
MIOCTABOK), C YKa3aHueM (DaKTUUECKOU LIEHbI MOCTABKH, 32 UCKIIOYEHUEM CITy4aeB BBO3a Ha
OCHOBAHMSIX, IPETYCMOTPEHHBIX MOANYHKTOM 4) cTaThu 252 Konekca;

3) Komusl TAMOYKEHHOM JIeKJIapaliuy K IOKYMEHTY, yKa3aHHOMY B MOJITyHKTE 2) MMyHKTa
173 (a1t ”HOCTPAHHBIX TPOU3BOIUTEIICH).

B ciyuae oTcyTcTBUS (paKTHUUECKHX MOCTABOK 3a Mociennue 12 (IBeHaanaTb) MECsIEB,
MIPEOCTABIISAIOTCS KOIMUK JIOKYMEHTOB 3a MpeAbIAyInid nepuoy 12 (1BeHaanarh) MecsIIeB.

[Ipu oTcyTcTBUM (HAKTHYECKUX TMOCTABOK 3a yKa3aHHBIA TEPUOJ, 3aABUTEIb
MOJITBEPKAAET OTCYTCTBHE BBO3a HA (PUPMEHHOM OJIaHKE 3asiBUTEJIS, 3aBEPEHHOM MOAIUCHIO
YIIOJTHOMOYEHHOTO JIMIA 3asIBUTEIIS.

Kpome Toro, rocynapcTBeHHas 3KCIIEpTHAs OpraHu3alus py aHaAIW3€ UCIIOIb3YET KOTUU
WHBOMCOB (HaKJIaJHBIX) WIH CUET-PaKTyp, MPEIOCTABICHHBIX JISI MPOXOXKIACHUS OLICHKU
Ka4yecTBa JIEKAPCTBEHHBIX CPEACTB M MEAULUMHCKUX H3JENUM, 3apEeruCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran;

4) xomust KOHTpaKTa Wiu oroBopa o npuodbperennu MMH ot 3aBoja nmpousBoautens (
HOTapUaJIbHO 3aBEPEHHAs KOIHsA);

5) uadopmarusg o GaKTHUECKON IEHE MOCTABKU C YKa3aHUEM CCBUIKH Ha BeO- mopTal
3aKynok EauHOro nuctpuOpioTopa, ¢ MpeaoCTaBICHUEM MOATBEPXKAAIOMINX JOKYMEHTOB (



MPOTOKOJI, JOTOBOp 3aKyma M (WJIM) JOrOBOpP NOCTAaBKU) MOCJIENHETo 3akyma 3a 12 (
JIBEHA/IIIATh) MECSIIEB, MPEIIESCTBYIONIUX 1aTe MOauu 3asIBJICHNUS;

6) nadopmarys o (HaKTHIECKOHN IIeHE IMOCTaBKH C YKa3aHHUEM CCBUIKH Ha BeO- mopTal
rOCYJIapCTBEHHBIX 3aKYIIOK, C MPEIOCTABIICHUEM MTOATBEPKAAIOIINUX JOKYMEHTOB (MPOTOKOJI,
JIOTOBOP 3aKyna U (MjM) I0roBOp MOCTABKH) MOCIEIHEro 3aKymna 3a 12 (1BeHaaaTh) MecsIeB
, IPEIIIECTBYIOIINX 1aT€ MMOJa4Yu 3asIBJICHUS.

B cnyyae orcyTcTBUS (PaKTHUECKHX MOCTABOK MOCJIEAHEro 3aKymna 3a 12 (ABeHaaarh)
MECSIEB, MPEALIECTBYIOIINX J1aT€ TOJAYU 3asIBJICHUS, 3asIBUTEIb OATBEPKAAET OTCYTCTBUE
(hakTHYECKUX MOCTABOK IMOCJIEAHEr0 3aKyna Ha (GUPMEHHOM OJIaHKE 3asBUTEIISI, 3aBEPEHHOM
MOANUCHIO YIIOJTHOMOYEHHOTO JTUIA 3asIBUTEIIA.

['ocynapcTBeHHast SKCIIEpTHAs OpraHU3allus MPOBOJIUT CPABHEHHUE IMPETOCTABICHHBIX
JAHHBIX 3asIBUTEJIEM Ha COOTBETCTBUE TPEOOBAaHUSAM HacTosiux [IpaBui W maHHBIX U3
MHTETPUPOBAaHHOM HHPOPMAIIMOHHON CUCTEMbI TAMOKEHHBIX OPTaHOB.

174. Ilpn HaIM4YUM PETUCTPALMOHHOIO YIAOCTOBEPEHHS U OTCYTCTBUH
3apErUCTPUPOBAHHON LIEHBI UM BHECEHUS] U3MEHEHUS B LIEHY 3asBUTEIb MOJAET 3asBICHUE
Ha PEruCTpalldi0 WJIM BHECEHHE MU3MEHEHHUs B LIEHY MPOU3BOAUTENS MO PopMe, COrjIacHO
MPUJIOKEHUIO 2 K HacTosAmuM [IpaBunaM ¢ mpuiioKeHHEM JOKYMEHTOB, YKa3aHHBIX B ITyHKTE
173 IlpaBui.

174. 1ns UMH, cpok ieicTBUS pErUCTPAlMOHHOIO YIOCTOBEPEHUS KOTOPBIX HA MOMEHT
10J1a4yy 3asBJICHUS UCTEK, BBE3EHHBIX Ha Tepputopuio Pecrybnuku Kazaxcran no ucreuenus
CpOKa JEUCTBUSI PETUCTPAIIMOHHOTO YOCTOBEPEHHUS OCYIIECTBIISIETCS HA OCHOBE CBEJICHUM O
neHax (akTuueckux mocraBok B PecnyOnmky Kazaxcran 3a mociegnue 12 (nBeHaIaTh)
MeCSIIIEB JIEUCTBUS PETUCTPALIMOHHOTO Y I0CTOBEPEHUSI.

[Ipu orcyTcTBUU (paKTHYECKUX TMOCTABOK 3a MocieaHue 12 (IBeHaaaTh) MECAIEB,
MPEOCTABISIOTCS KOMMUK IOKYMEHTOB 3a NMpeAbIAYyIni nepuos 12 (1BeHaamnarTs) MecsIeB.

175. B cnydae orcyTcTBHs (haKTHYECKUX MOCTABOK B TeueHHE 24 (ABaIIaTh YETHIPE)
MECAIIEB J0 MW3MEHEHHS 3aperuCTPUPOBAHHOW II€HBI, 3aperuCTPpUpOBaHHAs I€HA
PETUCTPUPYETCS WIIM BHOCSATCS U3MEHEHUS B paHEe 3aPErUCTPOBAHHYIO LIEHY MPOU3BOAUTEINS
NMH nHa ocHOBaHWHM KOHTpAKTa WM JOroBopa o npuooperenuu NMH.

IIpu stom nns UMH, npousBenennsix B Pecybnuke KaszaxcrtaH, nmpegocTaBistoTCs
JOKYMEHTBI O HAJIMYUU 3a4BJICHHOTO 00beMa - KOIUs cepTUuUKaTa COOTBETCTBUS MPOAYKIIUH
, st BBO3UMBIX IMH - xonus TaMOKEHHOM JAEKIapaluu.

176. I'ocynapcTBeHHas SKCIEpTHAST OpraHU3alysl MPOU3BOJAUT BHECEHUE U3MEHEHUS B
IIEHY TIPU COOTBETCTBUM CIICTYIOIIUM KPUTEPHUSIM:

1) npenocraBnennas nena npousBoaurensa B pamkax I'OBMII u (unn) B cucreme OCMC
s BBo3uMbix MIMH, He Bbllle 3Ha4YeHHsS LIEH 3a €AUHUILY U3MEPEHHUS, YKa3aHHBIX B
MPEOCTaBICHHBIX JOKyMEHTax, noAaTBepxaaromux neny MMH (konust nunBoiica (HakiaaHoM
) WK cYeT-PaKkTypbl, TAMOKEHHOM JeKJIapalliy) OCIETHETO BBO3a 3a BEIUETOM CKUJIKH;



2) npenocrapieHHas 1eHa npouspoaurensa B pamkax I'OBMII u (wnn) B cucteme OCMC
st BBo3uMbIx UMH He BbIllle 3HaYeHMsI 1IEH 3a €AUHUILYy HU3MEPEHUSs, yKa3aHHBIX B
MPEIOCTABICHHBIX JIOKYMEHTAaX, MOJATBEPKIAOIMIMX I[EHY B KOHTPAKTE WU JIOTOBOPE OT
3aBoja nmpoussoautesss UMH;

3) npenocrasnenHas ueHa IMH otedectBenHoro nmpousBoautesns B pamkax 'OBMIT u (
i) B cucreMe OCMC ne nipeBbiniaet 1ieH UMH, peann3yembIX B Ipyrux CTpaHax;

4) zapeructpupoBanHas neHa B pamkax ['OBMII u (unu) B cucreme OCMC He
MIPEBBIIIACT IIEHY MOCJIEAHEro 3aKkyna Ha BeO-moprtane Enunoro muctpubbroTopa 3a 12 (
JIBEHA/IIIaTh) MECSILIEB, MPEAIISCTBYIONIUX aTe MoJlauu 3asBieHus Ha 3aaBisiemoe UMH;

5) 3apeructpupoBanHas neHa B pamkax ['OBMII u (unu) B cucteme OCMC He
MPEBBINIACT 1IEHY IMOCIEIHET0 3aKyla Ha BeO-mopTajie TocyIapCTBEHHBIX 3aKyIOK 3a 12 (
JIBEHA/IIIATh) MECSILIEB, NPEAIIECTBYIOIIUX JaTe M0oJlauu 3asBleHus Ha 3aaBisiemoe UMH.

['ocynapcTBeHHast SKCHEPTHAS OpraHU3alUs MTPOBOJUT CPABHEHHUE MPEAOCTABICHHBIX
JAHHBIX 3asIBUTEJIEM HA COOTBETCTBHE TPEOOBaHUSAM HacTosux [IpaBui W maHHBIX U3
UHTETPUPOBAHHON MH(DOPMAIIMOHHONW CUCTEMbI TAMOKEHHBIX OPTaHOB.

177. 'ocynapcTBEHHAs SKCIEPTHASI OpTraHU3alvsl BbIAAET 3aKJIIOYEHUE O PETUCTPALUH,
BHECEHUs U3MEHEHUS B 1IeHy npou3Boautenss MMH, cornacHo npuinoxeHuto 6 K HaCTOSAIIUM
IIpaBunam.

178. B citydyae HECOOTBETCTBHUS 3apETUCTPUPOBAHHOM LIEHBI IPOM3BOIUTEINS KPUTEPHSIM,
yKa3aHHBIM B HacTosiieM nyHkTe 176 [lpaBui, rocyiapcTBeHHas SKCIEpTHAs OpraHU3aLMs
HamnpaBJisIeT MOTUBUPOBAHHBIA OTKa3 B PErucTpallid, BHECEHUS H3MEHEHUSI B IICHY
IPOU3BOUTENS 110 hopMme, corjiacHO Tpuiokenuto 11 k HacrosuMm [IpaBunam.

179. ®opmupoBanue npeaenbHoi nensl UMH npoBoautcs B ”HGOPMALIMOHHON CUCTEME
MyTeM aBTOMATHYECKOro J00aBJICHHS K I[€He TPOM3BOJAUTENS  HAICHKH,
mudpepeHIIMPOBaHHON UCXOS U3 BEJIMUUHBI 3aPETUCTPUPOBAHHON 1IEHBI POU3BOAUTEIISL.

180. Hauenku B pamkax ['OBMII u (unu) B cuctreme OCMC na UMH
nuddepeHIUpyIOTCS B COOTBETCTBUM C PErPECCUBHON IIKAJIOW HAIGHOK 3a EIUHUILY
M3MEpPEHMS U COCTABJISIOT:

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

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

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

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

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

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

7) 16 % nna UMH, ctoumoctrsio cBeime 20000 tenre u go 40000,00 Tenre
BKIIFOYHTEILHO,

8) 14 % nna UMH, croumocthio cBeime 40000 Ttenre u mo 100000,00 tenre

BKIIFOYHTEILHO,



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

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

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

181. IlpenensHbie 1IeHbI U HalleHKH Ha MU muist nuarnocTtuky (in vitro), 3a HCKIIOYEHUEM
anmnaparoB, IpuOOpPOB, 000PYI0OBaHUS, a TAK)KE MPOU3BOJIMMBIX Ha TeppuTopun PecnyOnmku
Ka3zaxcraH, He ycTaHaBIMBaIOTCS.

182. IIpu MecsiuHOM U3MEHEHMH OOMEHHOT'0 Kypca TeHI€ K HHOCTpaHHBIM BaitoTaM Ha 10
uiau 6ojee MPOUEHTOB U (MJIM) MPEBBIMICHUS (PaKTUUECKOW ToJ0BOM MHQIISIIUU BEpXHEH
IpaHUIIbI 1[eJIEBOr0 Kopuaopa 6ojiee uem B 1,5 pasa, mpejenbHble 1IeHbl POPMUPYIOTCS 110
TOproBomMy HaumeHoBaHut0 Ha UMH nytem Hap0aBKM K LEHE MPOU3BOIUTENS TPOLIEHTHOIO
3HA4YEHUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

183. IIpu MecsiuHOM U3MEHEHMH OOMEHHOT'O Kypca TEHI€ K HHOCTPaHHBIM BatoTaM Ha 10
win 0osiee MPOLEHTOB U (MJIM) YMEHbIIEHUS! (aKTUUECKOW TOJI0BOM MHOIALNHN BEpXHEH
IpaHMIIbl LIeTIEBOr0 Kopujopa Oonee ueMm B 1,5 pasza, mpeaenbHble LEHb (POPMUPYIOTCS O
TOproBoMy HanMmeHoBaHuio Ha IMH myTeMm BblueTa OT II€HbI MPOU3BOAUTENS MPOLIEHTHOTO
3HA4YECHUS, IPEAOCTABISEMOIO YIIOJTHOMOUYEHHBIM OPraHOM.

184. l'ocynapcTBeHHasi dKCIIepTHAs opraHu3aius GopMHUPYeT MpeaeibHbIC IIEHB Ha
TOPrOoBO€ HAMMEHOBaHUE U TeXHUUYECKYIo XapakTepuctuky UMH B pamkax 'OBMII u (vin)
B cucteMe OCMC.

185. IIpu dbopmMupoBaHUU MpENEIbHBIX IIEH Ha TEXHUYECKYIO xapakTepuctuky UMH
IIPUMEHSETCS CPEIHEE 3HAYEHHWE NPEIECIbHBIX LIEH Ha TOproBoe HamMeHoBanne MMH B
pamkax 'OBMII u (unu) B cucreme OCMC.

186. IlpenenbHas neHa Ha TexHUYecKyro xapakrepuctuky MMH ¢opmupyercs B
WHPOPMAITMOHHON CHCTEME HE JOJKHA TMPEBBINIATh MAaKCHMAJIBHOTO 3HAYEHUS TpeX
MUHUMaNbHBIX npeaenbHbix e UMH B pamkax 'OBMII u (nnm) B cucteme OCMC.

B ciyuae nanuuus npeaenbHoit iensl UMH B pamkax 'OBMII u (unun) cucreme OCMC
OTEYECTBEHHOTO TOBAPONPOU3BOAUTENS, IPOU3BEACHHOIO B YCIOBHUAX HaJJICkKAIIEH
IIPOM3BOJACTBEHHOW NPAKTUKH MW TOCTABJISIEMOTO B PaMKax JIOJITOCPOYHBIX JTOTOBOPOB,
npefenbHasl [I€Ha Ha TEXHUYECKYI0 XapaKTEPUCTUKY OIPENENSIETCS MO NPEAEIbHON 1IEHE
NMH ortedyecTBEHHOr0 TOBApONPOU3BOJAUTEIIS], IPOU3BEAEHHOTO B YCIOBHUSIX HaJJICKAIICH
IIPOU3BOJICTBEHHON IMPAKTUKH M IOCTaBJIIEMOr0 B paMKax JOJITOCPOYHBIX JIOTOBOPOB B
pamkax ['OBMII u (nm) cucteme OCMC.

187. Ilpu w3MeHEeHWU TOpPsSJKAa PETUCTpAIlMU I[eH B mpolecce GOpMUPOBAHUS
npeaebHbIX 1IeH Ha ToproBoe HauMeHoBanue UMH B pamkax 'OBMII u (wim) B cucteme
OCMC rocynapcTBEHHasl S3KCIEpTHas OpraHu3alus OCYIIECTBISET (HOopMUpOBaHUE



NpeaeabHbIX 1IeH Ha ToproBoe HaumeHoBanne IMH B pamkax 'OBMII u (unum) B cucreme
OCMC c yueToM U3MEHEHHOTO TOPsIAKa, B TOM YKCIIE 110 3aIPOCy YIIOJTHOMOUYEHHOTO OpraHa
Ha YTBEPKIECHHBIE [ICHBI.

188. Jlmsa perucTpaiiuy, BHECEHUSI U3BMEHEHUSI B 1IEHY ITPOU3BOIUTEIISI HA MEUIIMHCKOE
u3JIeNre JUIs in Vitro JUarHOCTUKH 3asiBUTETh 0OPMIISET 3asBIICHHE 1Mo (hopme, COTIACHO
NpHIoKEeHUI0 2 K HacTosiiuM [IpaBunaMm B MHQOpPMALIMOHHON CHCTEME TOCYyJapCTBEHHOMN
DKCHEPTHOU OpPraHU3ALNH.

189. K 3asgBneHuto nmpuiararoTcs JOKYMEHTBI COrJIaCHO MEPEUYHIO, YKa3aHHOMY B
npuioxenuu 40 Hactosuux [IpaBun, a Takxe nHPoOpMaIUs OTEYECTBEHHOTO MTPOU3BOIUTEIIS
0 (akTUYECKNM TOHECEHHBIX 3aTpaTax i OMpEAeNeHUs IeHBl Mo (opme CoriiacHO
npuioxkeHuto 41 k HacrosiuuMm [IpaBunam 3a 0HY €AMHUILY U3MEPECHHUS.

190. Peructpanusi, BHECEHUE U3MEHEHHUS B IIEHY MPOU3ZBOJAUTEISI HA MEIULIMHCKOE
u3jenue i in vitro JUarHOCTUKHM MPOBOJUTCS B pa3pe3e 3aperucTPUPOBAHHBIX
KOMIUIEKTYIOIINX B COOTBETCTBUU C PETHCTPAIMOHHBIM yIOCTOBEPEHUEM 32 OJHY €IAUHUILY
U3MEPEHUS WU OJIHY MOJEINb.

B cnyvae Hanuuus pasHUIbl B KOMIUICKTYIOMIMX WX B (DYHKIIMOHATBHBIX PEKUMAX
paboThl HA METUIIMHCKUE M3JENHS IS in Vitro TUAarHOCTUKH, Pa3HUIIA B IIEHE CUMTAETCS
000CHOBaHHOM.

191. ITpu HanmMuuM 3aKJIIOYEHUN TOCYJAPCTBEHHOM SKCIIEPTHON OpraHU3allMi HAa TaKoe
K€ TOProBO€ HaMMEHOBAHWE, MOJIEIb U MPOU3BOAMUTENS HA MEIUIMHCKOE W3JeNue A in
VItro JIMarHOCTHKH W €r0 KOMIUISKTYIoNMe 3a TociemaHue 12 (mBeHaaIaTb) MeECSIeB
IIPOBOJIUTCS COTIOCTaBIIEHUE TIEHHI ¢ 3asBiasieMoit MU (in vitro).

[Ipu sTOM, ComocTaBisieTCs 1I€HA Ha MEIUIIMHCKOE U3JEIue IS in Vitro JUarHOCTUKH B
pa3pe3e OTIEIbHBIX KOMIUIEKTYIOUIMX, UMEIOUIMX OJMHAKOBBIE XapaKTEpHbIE OCHOBHBIE
MPU3HAKUA, C YYETOM OOMEHHOIr0 Kypca BaJIOT Ha JaTy IMOJAa4yd HOBOTO 3asiBIICHUS, B
COOTBETCTBUU C MyHKTOM 171 HacTosmux [Ipasui.

192. B npouecce conocTaBieHUs IEHbl KOMIUICKTYIOUIUX YUYUTHIBACTCS HAUMEHbIIIEE
3HAYEHHE II€HBl COIMOCTABIAEMBIX KOMIUICKTYIOIINX YKa3aHHBIX BO BCEX JOKYMEHTAaX,
NOJITBEPKAAIONINE IIEH MPOU3BOUTENS HAa MEIUIIMHCKOE U3eNIUe IS in Vitro TUarHOCTUKH.

193. B ciyvae ecinu B KOMIUIEKTAUM HA MEAUIIMHCKOE U3JIeTUe JJIs in Vitro TUarHOCTUKHU
C W3MEHEHHBIMM TEXHUYECKHUMHU XapaKTEPUCTUKAMHU COIJACHO PEruCTPauOHHOMY
YIOCTOBEPEHUIO, TPUCYTCTBYIOT KOMIUIEKTYIOIIME, MPOIIEIINE aHAIU3 LIEHBI 3a MOCIETHUE
12 (nBeHaAaTh) MECSIIEB, TO UX IIEHA OCTAETCsl O€3 U3MEHEHHUIA.

194. B cnyyae u3MeHEHHs 1IeHbl Ha MEIUIIMHCKOE M3JAEIHUE IS in Vitro IMarHOCTUKH,
aHaJIU3 1IEHbI POU3BOAUTCS HA OCHOBAHWUHM 3asBJICHUS OT 3asiBUTEIIS.

195. Ins MeIUIMHCKOTO M3AeNus s in Vitro JUAarHOCTHKH, K YKa3aHHOU IieHe
BKJIIOYAIOTCSI PACXOJbl, CBSI3aHHBIE C €ro JOCTABKOM B paMKaxX JOJTOCPOYHBIX JTOTOBOPOB
MOCTABKH, 3aKJIIOYEHHBIX C EMHBIM IUCTPUOBIOTOPOM JI0 3aKa34MKa.

[lena MmeauIuHCKOTO M3AEIMs A1 in vitro quarnoctuku (6e3 HIAC) = I +H, rae:



L1 - 3asBiIeHHAs 1I€HA, yKa3aHHas B MPalice OTE€UYECTBEHHOTO MPOU3BOAUTENS U BKIIIOUAET
B €051 MPOU3BOICTBEHHYIO CE0ECTOMMOCTD, PACXO/IbI 110 PealIn3aliy;

H - HameHka O0Te€4eCTBEHHOr0 TOBAPOIPOM3BOJIUTENS MPH PEANTU3ALMNU 3asIBJIECHHOIO
MEJUIIMHCKOTO M3ENUS IS In Vitro IMarHOCTUKH, KOoTopas He mpeBbimaeT 15 % ot ero
CTOMMOCTH.

196. B cToMMOCTh MEIUIIMHCKOTO U3JAENUs JJIs 1n Vitro AMarHOCTHKU BKJIIOYAETCS
rapaHTHUIHBIN CPOK CEPBUCHOIO OOCTyXKMBaHUA HE MeHee 37 (TpUALAaTh CEMb) MECALEB C
JaThl BBOJA €TI0 B 3KCILTyaTalHIO.

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

198. B ciyuae mpeaocTaBiieHHs 3asiBUTENIEM JOKYMEHTOB B HEMOJIHOM 00BbeMe U (WJIH)
HETOJTHOTHI COJIEPKAIINXCS B HUX CBEJACHUN B COOTBETCTBUU C TPEOOBAHUSMU HACTOSIIUX
[IpaBun wnam yka3zaHuss UM HEJOCTOBEPHBIX NAHHBIX B MPEAOCTABICHHBIX JTOKyMEHTaX,
rocyapCTBEHHAas HKCIIEPTHAS OpraHU3alksl HAPABIISIET 3aBUTENII0 MOTUBUPOBAHHBIN OTKA3
B PErUCTpallii, BHECEHHS] U3MEHEHHUS B LIEHY MPOU3BOAUTENS MEIULIMHCKOTO U3JIENUs IS
JMArHOCTUKH BHE KMBOTO OpraHu3ma (in vitro), Ipou3BOAUMBIE HA TeppUTOpUM PecryOnuku
KazaxcTtan B paMKax JOJATOCPOYHBIX JOTOBOPOB IMOCTAaBKH, 3aKJIIOYEHHBIX C EIMHBIM
TUCTPUOBIOTOPOM, 110 (hOpME COTIaCHO NMpuiiokeHuto 12 k HactosumM [IpaBunam.

199. Ilo pe3ynpraTaM IpOBEACHUS aHAIM3a IIeH HA MEAUIIMHCKOE M3JIeNIUe IS in Vitro
JTUArHOCTUKU O(OpMIISIETCS 3aKII0YEHUE C 3apEeTUCTPUPOBAHHON MM U3MEHEHHOW EHOMN
MIPOU3BOAMTENS IO (POPME COTTIACHO MPUJIOKEHUIO 7 K HacTosuuM IIpaBunam.

200. Cpox neicTBUS 3aKJIFOYEHHS MO pe3yJibTaTaM aHajiu3a LEH Ha MEIUIIMHCKOE
W3JeNne NS In Vitro TMarHOCTUKH cocTaBisieT 12 (IBeHaAaTh) MECAIIEB CO JIHS €r0 BbIJaUH.

201. OT3BIB paHee BbIAAHHBIX 3aKJIIOYEHUN M0 aHAIU3y LIEH Ha MEIUIMHCKOE U3JIENne
UL In VItro JUArHOCTUKHM OCYILIECTBIISIETCS HAa OCHOBAaHMU AKTOB MPABOOXPAHUTEIbHBIX
OpraHoOB M CYJICOHBIX aKTOB, BCTYNHBIINX B 3aKOHHYIO CHITY.

I'naBa 5. IIpaBuia popmupoBanmsa KazaxcTaHCKOr0o HAMHOHAIBHOI'O JIEKAPCTBEHHOTO (JopMyIIIpa

202. Ilopsmok ¢opmupoBanus KazaxcTaHCKOr0 HAIMOHAJIBHOTO JICKAPCTBEHHOIO
dbopmyIsipa BKITIOYAET B ce0sl CleaytolIee:

1) monaua 3asBneHus 3agaButens LleHTp cornacHo NpUIoKeHUIO 42 K HACTOSALIUM
[IpaBunawm;

2) nposeaenue LlenTpom npodeccuoHanbHOM SKCHEPTU3BL;

3) noaroroBka LleHTpoM 3akitoueHus 1o pesyjapraTaM nNpodecCuoHaTbHON IKCIEPTU3HI
st GopMyNIIpHOH KOMHUCCHM YHOJHOMOYEHHOTO OpraHa B 00JacTH 3ApaBooXpaHeHus (
nanee — opMyISIpHON KOMUCCUH);

4) paccmoTpeHue U MpuUHATHE perieHue PopMyJIIpHOW KOMHUCCHEW Ha OCHOBAHUU
3aKJIF0YEHUS 110 pe3ybTaTaM NpohecCHOHANIbHONW 3KCIEPTU3BL;

203. K 3asBiieHUIO NpUIararoTcs:



1) mocke, COCTAaBIEHHOE B COOTBETCTBUM C TPEOOBAHMUIMU, NMPEAYCMOTPEHHBIMHU B
npuioxeHuu 43 k HactosmuM [IpaBuiam;

2) marepuanbl (CTaThH, PE3IOME, M3 HAYYHBIX M MEIUIIMHCKUX MyOJIUKaIlNi),
MOJITBEP>KIAIOIIME CBEJCHUS, COJIEpKAIIUECs B JJOChE Ha SI3bIKE OpPUTMHAJA B BUJE MOJHBIX
TEKCTOB, B IIEPEBOJIC HAa Ka3aXCKUM WUJIN PYCCKUU SA3BIK.

204. IleHTp C MOMEHTA MOCTYIUICHUS MaTepUaioB, yKa3aHHbIX B MyHKTE 203 HACTOAIIMX
[IpaBui, MpOBOAMUT UX MPOBEPKY HA MOJHOTY U MPABUIBHOCTH OPOPMIIEHUS TPEICTABIEHHBIX
JIOKYMEHTOB, B CPOK He OoJjiee 5 (TsiTH) pabounx JHEH.

[To pesynpTaTtaMm nmpoBepku LIeHTp cocTaBisieT 3aKI0YEHUE C YKa3aHUEM BBISIBICHHBIX
3aMedaHuil (pu HAIM4YUK) 0 (popMe, COTIaCHO TpriiokeHuto 44 k HactosuM [IpaBunam,
KOTOpO€ HAaIpaBJIsIeTCs 3asBUTENIO JUIsl yCTpaHeHUs 3aMmedanuii B TeyeHue 10 (mecsitu)
pabouux THEH.

[Ipu HenpencraBienuu 3asButeneM B TedeHue 10 (mecstu) pabouyux AHEH B paMKax
YCTPAaHEHHMsI 3aMEYaHU 3aIIPOLIEHHBIX MaTepUaIoB WIM NUCbMEHHOIO 000CHOBaHMs, LleHTp
OpeKpamaeT pacCMOTPEHUE 3asBJICHHUS M J0che s BKIoueHus B KazaxcraHckuit
HallMOHAJIbHBIN JIEKApCTBEHHBIN (HOPMYIISp.

B ciyuyae mosHOTHI U MpaBHWIIBHOCTH O(OPMIICHUS TIPEACTABICHHBIX JOKYMEHTOB JTHOO
ycTpaHeHus 3aMeuaHuil B TeueHue 10 (necarn) pabounx AHEN MaTepuaibl NepeaaroTcs A
MPOBEJCHUS MPOPECCUOHAIBHOMN KCIEPTU3BI.

205. Hentp npoBoaUT Mpo(decCHOHANBbHYIO KCIIEPTU3Y B Cpok He Oosee 20 (1BaauaTh)
pabounx HEW, Ha OCHOBAaHWM JOTOBOPA, 3aKIFOYEHHOTO C 3asBUTEJIEM B COOTBETCTBUU C
IPAXKIaHCKHUM 3aKOHOJATEIbCTBOM.

206. B xone npoBeneHus npodeccuoHalIbHON IKCepTU3bl LIEHTpOM B CpOKH, yKa3aHHbIE
B myHKTe 205 Hacrosmux [TpaBui, mpoBoASTCS CIEAYIOIINE UCCIEA0BAHUSA:

1) Ha mpenMeT HaxXOXJEHUs JIEKapCTBEHHOIO cpeacTBa B ['ocynapcTBEHHOM peectpe
JIEKapCTBEHHBIX CPEJICTB M MEAMIMHCKUX u3aenuit (namee - Peectp) u (wim) B ExmHom
peecTpe 3aperucTpUpOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKoro 3KOHOMHYECKOTO
coto3a misi Pecny6nuku Kazaxcran um (unm) B Ilepeune opdanHBIX 3a00JIeBaHHUN H
JIEKAPCTBEHHBIX CPEJICTB IS UX JiedeHUs (opdaHHbBIX), ONPEACIEHHOM COTJIACHO MYHKTY 3
cratbu 177 Konekca (nanee - [lepeuenn).

2) KIMHUYECKON d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJNICTBA MO 3apETrUCTPUPOBAHHBIM
MOKa3aHUsAM K NPUMEHEHHIO, COOTBETCTBYIOIIECH COOTHOLIEHUIO YPOBHEHN JOKA3aTeIbHOCTH |
u 11 u rpananmii pexomenganuii A u B, nmo mxkane paspadorannoit Oxkcdopackum Llenrpom
JI0Ka3aTeJIbHOW MEIMIIMHBI B COOTBETCTBUU C MpuiiokeHueM 45 k HacroamuM [IpaBunam (
nanee - Illkana), MOATBEPKICHHOW pe3yJbTaTaMU 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 pekomenaanuidi A u B, no IlIkane, moATBEpKA€HHON pe3ybTaTaMU KIMHUYECKUX
MCCJIEI0BAHUM BBICOKOI'O METOJOJIOTMYECKOr0 Ka4eCcTBa B Ka3aXCTAHCKUX U MEXTYHAPOIHbIX
MPU3HAHHBIX UCTOYHUKAX.

4) no 3a060J€BaHUSIM, SBJISIOIIMMHUCS 3aPETUCTPUPOBAHHBIM MOKA3aHUSIM K PUMEHEHHIO
JIEKApCTBEHHOT'O CPEJICTBA, YPOBHS U CTPYKTYpPBI 3a00J€Ba€MOCTH HacelleHHus PecryOinku
Kazaxcran, mo gaHHbIM OQUIHANTBHBIX SJIEKTPOHHBIX HHOOPMAIIMOHHBIX PECYPCOB H
MH(OPMALIMOHHBIX CUCTEM CO3AaHHBIM coriacHo noanyHkty 30 craten 7 Konekca, a Takxke
ONyOJMKOBAHHBIX CTATUCTUYECKUX COOPHHUKOB YIOJHOMOYEHHOIO OpraHa WIH
AIUAEMUIOTMYECKUX UCCIIEOBAaHUM;

5) Ha HANIM4YKE B PEKOMEHAIUAX KIMHUYECKUX MPOTOKOoJ0B Pecrybnuku Kazaxcraw;

6) Ha HaJIM4YME B PEKOMEHJALMIX MEXKIAYHAPOIHBIX (€BPONMEHUCKUX) KIMHUYECKUX
PYKOBOJACTB M (WJIM) KIMHUYECKUX PYKOBOJCTB, IIPOTOKOJOB CTpaH-wieHOB Opranusauuu
HPKOHOMHUYECKOT0 coTpynnuyectBa u pazsurus (OICP);

7) Ha HaJIU4KME B CIIMCKE OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB BceMupHO opranuzaunuu
3paBooXpaHeHus U (1in) B bpuraHckoM HallMOHATIBLHOM JIEKapCTBEHHOM (popmyiispe (B TOM
qucie Juis 1eTei) U (Win) BO3MEeaeMbIX cruckax u popmyispax crpad OOCP;

8) Ha HallM4ue PErucTpaluu JIEKapCTBEHHBIX IMPENapaToB B CTpaHaX pPEruoHa
MexayHapoiHON KOH(EpPEHIIUU M0 TApMOHU3ALUHA TEXHUYECKUX TPeOOBAHUN K PETUCTPALIUU
JeKapCcTBEHHBIX mnpenapaToB st meguuuHckoro npumenenus (ICH) u (unu) ODCP unm
pEerucTpaumy Mo IEHTPAIM30BAHHOW MPOLENYype KOMIETEHTHBIM OpraHoM EBpomneiickoro
Coto3a, Hamuuue nporneayphl nepekBanudukanuu BO3 unu BraoueHue B nepedeHb BO3
peKBaTU(DUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MpPeIHA3ZHAYCHHBIX Il 00pbObl ¢ BIY,
TyOepKyJIe30M, TeaTUTOM U APYTUMH OOJIE3HSAMU.

207. Ilo pe3ynbratam npodeccuoHaabHOM dKcrepTusbl LIeHTp B cpok He Oosee 5 (TsITH)
pabounx THEHW coCcTaBiseT 3aK/IF0UeHUe 1Mo popMe, COrIacHO MPUIOKEHUIO 46 K HACTOSAIIUM
[IpaBunaM K KOTOPOMY IMPUJIArar0TCs MOATBEPKAAOIIME JOKYMEHTBI, IPEAYCMOTPEHHBIE B
noanyHkrax 1), 2), 3), 4), 5), 6), 7), 8) nyukra 206 Hactosmux [IpaBun (nanee - 3aKiI04eHUE
).

208. dopmynsapHas komuccus B TeueHue 10 (mecartu) pabounx IHEH paccMaTpUBaeT
NpeAcTaBleHHOEe LIeHTpoM 3aKiloueHHWE U OLIEHUBAET COOTBETCTBHE JIEKAPCTBEHHOIO
cpeacTBa noAanyHkram 1), 2), 3), 4) u ogHOMY M3 MOAMYHKTOB 5), 6), 7), 8) myHkra 206
HacTosuux IIpaBui, ¢ y4eToM KOTOPOrO NPUHUMAETCS pEIIEHUE O BKIIOYECHUU
JeKapCTBEHHOTO cpeicTBa B KazaxcTaHCKui HAallMOHAJBHBIN JIEKapCTBEHHBIN (hOPMYIISp.

209. Tlpu BriroyeHun B KazaxcraHckuil HallMOHANBHBIN J€KapCTBEHHBIN (hopMyIisip
JIEKapCTBEHHOTO CPEJCTBA, MPUMEHIEMOro s JieueHus op(aHHOro U (WIM) COIMAIBHO
3HAYUMOT0 3a00JIeBaHUs, MEPEUYHU KOTOPBIX OMPEIENSIOTCS B COOTBETCTBUM C MPUKA3aMU
Munuctpa 3apaBooxpanenus Pecry6muku Kazaxcran ot 20 oxts16ps 2020 roma Ne KP ICM
- 142/2020 "O6 yTBepkaeHun nepednst oppaHHbIX 3a00J€BaHU U JIEKAPCTBEHHBIX CPEACTB
st ux nedenus (opdaHHbIX)" (3apeructpupoBaH B Peectpe rocy1apcTBEHHON perucrpauuu



HOPMATHBHBIX MPABOBBIX akTOB 1011 Ne 21479) u Munuctpa 3apaBooxpanerus: PecmyOnmku
Kazaxcrtan ot 23 centsiops 2020 roga Ne KP JICM-108/2020 "O6 yTBepkJIeHUH NEPEUHS
COIMATIBLHO 3HAYMMBIX 3a0oyieBaHui" (3apeructpupoBan B PeecTpe rocymapcTBEHHOMU
pErucTpali HOPMATUBHBIX MPABOBBIX akTOB Moja Ne 21263), gomyckaeTcsi pacCMOTpEHHE
DOopMyJISIDHOW KOMHUCCUEW BKJIOYEHHE JIEKApCTBEHHOrO cpeactBa B KazaxcraHckuii
HAIMOHATBHBIN JIEKAPCTBEHHBIN (QOPMYIISp MO MHUIMATHBE YIOJHOMOYEHHOTO OpraHa, C
MOATOTOBKOW 3aKJIIOYEHUsI NMPOPECCHOHATBHON 3KcHepTu3bl L[eHTpOM B COOTBETCTBUU C
TpeOOBAHUSIMU MPUIIOKEHHS 46 HACTOSAIINX TPABUIL.

210. [Ipunarue peureHust 00 UCKIIOUEHUHU JIEKAPCTBEHHBIX CpelicTB U3 KazaxcTaHcKoro
HAIMOHAIBHOTO JIEKapCTBEHHOTO dopmyrsipa PopMyIIsipHO KOMUCCHUEH pacCMaTpPUBACTCS
IIPU HAJIUYUHU OJTHOTO U3 CIEAYIOLIMX OCHOBAHUM:

1) mosiBeHre Hay9YHO-0OOCHOBAHHBIX PEKOMEHIAINHA O HEOCTATOYHON 3PHEKTHBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA;

2) NOSIBIEHUE CBEJCHUW O TOKCUYHOCTU U (MJIM) BBICOKOM YacCTOTE HEKEeIaTEIbHbIX
NOOOYHBIX SIBJICHUHN MPU MPUMEHEHUHU JIEKAPCTBEHHOTO CPEJICTBA;

3) OT3bIB yHNOJIHOMOYEHHBIM OpPraHOM PETHUCTPALMOHHOTIO YIOCTOBEPEHHUS Y
JIEKapCTBEHHOI'O Mpenapara Uil UCTeUYeHue cpoka peructpauuu B PecryOnuke Kazaxcran B
TEUEHHE MEepPHOJia, MPEBBIIIAIIIEr0 TPU rojla WIKH HcKitoueHue u3 llepedns opdaHHbIX
JIEKapCTBEHHBIX CPEJICTB, ONPEEIEHHOI0 coryiacHo MyHKTY 3 crathu 177 Konekca.

211. B coorBercTBUM ¢ pemieHusIMA DOpMyIsipHOT KOMUCCUU, YITOJTHOMOYEHHBIN OpraH
ono0psieT Kazaxcranckuii HallMOHATBHBIN JTEKApPCTBEHHBIN (POpMyIIsp.

212. B KazaxcTtaHckuii HallMOHAJbHBIA JIEKAPCTBEHHBIH (OPMYJISP BHOCATCS
JIeKapCTBEHHbIEC CPEACTBA, 3aperucTpupoBannbie B Pecnybnuke Kazaxcran, non MHH (mipu
orcyrctBud MHH — nmo rpynnupoBaHHOMY WM XHMHUYECKOMY HaHUMEHOBAHHUIO), C yUETOM
J€KapCTBEHHOM (OPMBI, TO3UPOBKH, KOHUEHTpPALMU M O00BbEMa, C yKa3aHHMEM KoJa
aHaTOMO-TEPANEBTUUECKO-XUMHUECKON KilacCu(UKAINK JIEKApCTBEHHBIX CPEACTB (Hanee —
ATX), c 00s3aTeIbHBIM BKIOYEHUEM KaXKJIOTO TOProBOr0 HAaMMEHOBAHUS JIEKAPCTBEHHOTO
cpenctBa ¢ ananornyabiM MHH nekapctBenHO# (hopmoOii, TO3UPOBKOM, KOHIIEHTpAIUEH U
o6bemMoM Oe3 paccmoTpeHus PopMyIIpHON KOMHUCCHEH.

213. Ilpu BKJIIOYEHUH JIEKAPCTBEHHBIX CPEACTB JJIS JICUCHUsI Op(PaHHBIX 3a0071€BaHUMA,
JiesiaeTcs OTMETKA, YTO JaHHBIN Mpemnapar siBisieTcs: ophaHHbIM.

[Ipunoxenue k [IpaBunam
Hcnonusromuii 00s13aHHOCTH
MHUHHUCTpa HU(POBOro pa3BUTHS,
HMHHOBAIUl U a3POKOCMHUUYECKON
MPOMBIIIIEHHOCTU
Pecny6mmkn Kazaxcran
ot 22 ampens 2025 roga
Ne 169/HK n
MuHuCTp 31paBOOXpaHEHUs
Pecnyonuku Kazaxcran
ot 22 anpens 2025 roga Ne 40



IIpunoxenue 1 x IIpaBunam
perucTparyy JIeKapCTBEHHbIX
CPEZACTB ¥ MEAWLMHCKUX U3ENUil
10 TIPUHIUIY "eANHOTO OKHA"

3asBiIeHHE Ha IPOBEIeHAE SKCIIEPTH3EI, PETHCTPAIlHH, IIEPePErHCTpalliy, BHECCHUA H3MEHEHHUH B
PETHCTPanHOHHOE A0ChE JIEKapCTBEHHOrO CpecTBa*

Tun Peructpanus
1. mpoueny Ilepepeructparius
pbl BHecenue n3amMeHeHM

Caenenn
S 0
perucrpa
IIUOHHOM
YAOCTOB
epeHuH (
npu
nepeper
2. wucrpanu
"

Ne PErucTpaiuOHHOTO YIOCTOBEPCHUS, BHIJAHHOTO B Pecny6nm<e Kazaxcran ¢ YKazaHuEeM JaThbl
BbIAa41 U CPpOKa HGﬁCTBI/IH

BHECCHH
u
HU3MCHEH
Ui B
peructpa
IIHOHHOE
JIOCHE)

Toproso Ha Ka3aXCKOM SI3BIKE
3 © Ha PYCCKOM SI3bIKE
HauMeHO

Bamme  HA aHITIMICKOM sI3bIKe

Toproso N Crpa
. Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM $I3bIKE Ha aHIVIMHCKOM SI3bIKE a
HanMeHO

BaHHE Ha

AKCIOPT

(ans

OTEYECTB

SHHBIX

HPOU3BO

JIUTEICH)

MexIyH Ha Ka3aXCKOM SI3BIKE
apoJHOe
HerareH

Ha PYCCKOM SI3bIKE

5. ToBaHHO
€ Ha aHTJIMHCKOM SI3BIKE
Ha3BaHU

(&

JlekapcT Ha Ka3aXCKOM SI3bIKE
6. BeHHas

H KOM A3bIK
bopma a PYCCKOM $I3bIKE



1)

2)

Ho3upos
Ka (
KOHIICHT
paums) (

3amnoaHs
eTcst pu KoHIleHTpanus yka3bIBaeTCs IS JKUIKHX,

Hamuuup MATKHX M Ta3000pasHbIX JTEKApCTBEHHBIX GopM
. O06beMm

3aI0JIHA

eTcs B

YIIaKOBK

e)

Anaromo Kopg

HanmeHoBaHME HA Ka3aXCKOM SI3BIKE
TeparneBT

HNYCCKO-X

HUMHYCCK
a g HaunmenoBanue Ha PYCCKOM A3BIKE

Kiaccug
HKALHS

Tun JsexapCTBEHHOTO cpelcTBa (3amoJHSETCS U1 COOTBETCTBYIOIIEro JICKApCTBEHHOTO IIpenapara,
BbIOMpaeTcst TobKo oauH Tur JIC)

OpuTrHHATIBHEIA JCKapCTBCHHBIA penapaT

OIHOKOMIIOHEHTHBIN MHOTroKOMITOHEHTHBIH

OMOJIOTMYECKUI JIEKAPCTBEHHBIN TIpernapar MMMYHOOHOJOTHYCSCKHUH JICKapCTBCHHBIN TIpenapaT
HOBas aKTHUBHas (hapMarieBTHYECKas CyOCTaHINS

BocnpousBeaeHHbIM JiekapCTBEHHBIHN Npenapar

OIHOKOMIIOHEHTHBIN MHOroKOMIOHEHTHBIH
OpurrHaJ bHBIN JICKAPCTBEHHBIN MIpemnapar:
HAMMEHOBAHUE JICKAPCTBEHHOTO Tperapara, J03UpOBKa, JICKapCTBCHHAs (hopMa

JepKaTellb  PEruCTPAl[MOHHOTO  yIOCTOBEpeHHS  (
KOMIIaHHsA, HA UM KOTOPOH BBIIAHO PETUCTPALMOHHOE
yAOCTOBEpPEHHUE), Jara perucTpanuu, HOMEp
PETUCTPALIMOHHOTO YAOCTOBEPEHHMS, TOCYAAPCTBO, TIE
3aperuCTpUPOBaH OPUTHMHAIBHBIM JIEKapCTBEHHBIN
mpemnapar

PedepenTHbrii  JgekapcTBEHHBIH Ipemapar  aid
O0TEYECTBEHHOTO IIPOU3BOAUTENI, KOTOPBIHI
WCIIOJIb30BAJICS. B HCCIICJIOBAHMAX HKBUBAIEHTHOCTH (
€CITH TaKOBBIE TIPOBOJIMIIHCE):

HaMMEHOBAHHUE JIEKAPCTBEHHOIO IpenapaTa, 1I03UPOBKa, JIeKapCcTBeHHast (hopma

ACPpIKaTECIb perucTpaiuoOHHOTO YAOCTOBECPECHUA (
KOMIIaHHs, HA UMA KOTOpOﬁ BbIJIAHO PECTUCTPAIMOHHOC



3)

4)

YIOOCTOBEpPEHME), JaTa pErucTpalnuy, HOMED

PETrUCTPallMOHHOTO YIOCTOBEPEHNUS, TOCYAApPCTBO, TIE
3apeTUCTPUPOBAH pPEPEPEeHTHHIH JeKapCTBEHHBIN

npemnapar

NpUBECTH 00OCHOBaHMS HCIIOJIb30BaHUS PehepeHTHOTO
mpenapara IOpH €ro OTIMYMH OT OPUTHMHAIBHOIO
npenapara

[Mpumeuanue. Pasznmen HeoOXOIMMO 3amOJHSITH IS

Ka)XJIOTO JIEKapCTBEHHOTO IpenapaTta, KOTOpPBIH
UCTIONB30BajICs B UCCIEIOBAHUAX IKBUBAJIEHTHOCTH.

Broananornynsrii nexkapcTBeHHBIH mpenapat (buoanaor)
OpurnHaIbHBINH OMOIOTUYECKHH JIEKapCTBEHHBIH Npenapar:
HaMMEHOBAHHUE JIEKaPCTBEHHOTO IIPEnapaTa, 103UPOBKa, JIeKapCcTBEHHast (hopma

JepKaTelb PEeTHCTPAllMOHHOTO  YIOCTOBEepeHHs  (
KOMIIaHHS, HAa UMS KOTOPOH BBIJAHO PETUCTPALMOHHOE
YIOOCTOBEpPEHME), JaTa pEerucTpaluy, HOMED
PETUCTPAlMOHHOTO yIOCTOBEPEHNUS, TOCYAAPCTBO, TIE
3apETUCTPUPOBAH  OPUTMHAJIBHBIA  JIEKAPCTBEHHBIN
npenapar

PedepenTtHbIit OMONIOrNUecKyii JTeKapCTBEHHBIN TpenapaT

HaMMEHOBAHHUE JIEKAPCTBEHHOIO IpenapaTa, 103UPOBKa, JIeKapCcTBeHHast (hopma

Jiep’KaTeNlb PETUCTPALMOHHOIO YAOCTOBEPEHUs, aaTa
pETUCTpaLK, HOMEP PETUCTPALIMOHHOTO YJOCTOBEPEHNUS,
rocylapcTBO, TIZI€ 3aperucTpupoBaH pedepeHTHBINH
JIEKapCTBEHHBIN IIpenapar

pasnuuMs 1O CpaBHEHHIO C pedepeHTHBIM
OMOJIOTHYECKUM JIEKaPCTBEHHBIM NpenapaToM (eciu
TaKOBbIE IMEIOTCS):

pas3nuyus B UICXOJIHOM MaTepHale;
pas3nu4us B IPOU3BOJICTBEHHOM IIPOLIECCE;
JpYyTHE TIOKa3aHUs K IPUMEHEHHIO;
pas3nuyus B JIEKapCTBEHHOH (opme;
I'uOpuHBI JeKapcTBEeHHBIH Mpenapar AAPYTas OMPOBKa,
(KONMMYEeCTBEHHBIE  M3MEHEHHUS  aKTHUBHOM
(hapMareBTHIECKOH CyOCTaHIINN);
IpyTOii CIOcO0 BBEICHMUS,

JpYyTHE OTIMYHSA

OIHOKOMIOHEHTHBIN

MHOTOKOMIIOHEHTHBIH
OpurHHAJIbHBIN JeKapCTBEHHBIN Ipenapat:
HaMMEHOBaHHUE JIEKapCTBEHHOTO IIPEnapaTa, I03UpPOBKa, JIeKapCTBeHHast (hopma

Jlep>KaTeslb PEeTUCTPAIMOHHOTO YIOCTOBEpEHHS, aaTa
perucTpalyu, HOMep PErucTPAIMOHHOTO yIOCTOBEPEHHS,



6)

7)

8)

rocyAapcTBO, TA€ 3aperUCTPUPOBAH OPUTHHAJIBHBIN
JIEKapCTBEHHBIN TpenapaT

Paznuuus mo CpaBHCHUTIO C OPpUTMHAJIbHBIM
JICKapCTBCHHBIM MpCTIapaToM:

W3MEHEHUS AaKTHUBHOU
cyOcTaHIuy;

(apmaneBTHYECKOH

Jpyras JIeKapcTBeHHast hopMa;

npyras(ue) mo3upoBKa(v) (KOTUYECTBCHHEBIS

H3MCHEHUS aKTUBHOM

. . cyOcTaHnum);
KoMOuHMpOBaHHBIN JeKapCTBEHHBIH Npenapar

(hapMareBTHIECKOH

IpyToii (1e) crmocoO(bl) BBEACHUS;

apyras ¢dapMakOKHHETHKa (BKIIOYas IPYTYIO

OMOIOCTYITHOCTD);

Jpyroe MoKa3aHue K IPIMEHEHUIO;

JIpYyTHE OTIHYHSA

HU3BCCTHAasA KOMGI/IHaHI/I}I

HOBasi KOMOMHAIHA
OpurnHasbHBIN JIEKapCTBEHHBIH Tpenapart (B clyvae H3BECTHOW KOMOMHAIINH)
HaMMEHOBaHHUE JIEKapCTBEHHOTO IIPEnapaTa, 103UpOBKa, JIeKapCcTBeHHast (hopma

JepKaTeNb PEruCTPaAIiOHHOTO YJOCTOBEPEHHMS, [aTa
perucTpaIyy, HOMep perucTparoHHOIO YJJOCTOBEPEHNU,
rocyaapcTBO, TA€ 3aperuCTPUPOBAH OPUTHHAJIBHBIN
JIEKapCTBEHHBIN TpernapaT

JlekapcTBEHHBIM npenapaT C XOpOUIO H3YYEHHBIM
MEIUINHCKUM NPUMEHEHUEM

HAaMMCHOBAHUE JICKAPCTBCHHOT'O MIpCriapara, J03UPOBKaA, JICKAPCTBECHHAA (I)OpMa

JepXKaTelb PErHUCTPAllMOHHOTO YAOCTOBEPEHMSA, JaTa pPETUCTPALUH, HOMED
YIOCTOBEPEHHSI.

PaagnodapmarieBTHueckuii IeKapCTBEHHBIH Ipernapat

pannodapmaneBTHIECKUit HAOOP

NpPEeKypcop paauoHyKIHIa

WCTOYHHUK paJOHYKIUAA (MEPBUYHBIA M BTOPHYHBIN) (

TIpY HAJTUIHN)

I'enepatop

T'omeonaTuueckuii JeKapcTBEHHBIN Npenapar

HOBBIY TOMEOIAaTUYECKHI Mpernapar

PETUCTPALMOHHOTO



9)

0)

2)

3)

PactutensHbIi n1ekapcTBEHHBIN IpenapaT

OMHOMUHAJIBHOE Hay4YHOC€ Ha3BAHUEC PACTCHUSA (pOL[, BUI,

rOMEONaTH4YeCKUd Ipenapar, BKIIOYECHHBIH B
Pa3HOBUIHOCTD)

(apmakonen 1 MOHOTpadH
MCTOYHMK MPOUCXOKACHHS CBIPBS (J1a00paTOPHBII KOJ)

YacTH MPOU3BO/IAIIETO PACTCHUS

Ha3BaHue (OmpeaesieHne) CyOCTaHIMM PACTUTEIBHOIO

MPOUCXOXKJCHHUSI M JIpyrue Ha3BaHHUs (CHHOHHMEL,
yka3aHHbIe B DapmMakoriesx)

OpdanusIii TIeKapcTBEHHBIH Mpemapar

[IpucBoen M JieKapCTBEHHOMY Mpenapary craTyc
op(haHHOTO JEeKapCTBEHHOrO Mpemnapara B PecmyOmuke
Kazaxcran

Her

B nporiecce paccMoTpeHus
Ha

Jlara

HOMEp PETUCTPallMOHHOTO YIOCTOBEPEHHUS OphaHHOTO JICKAPCTBEHHOTO IpenapaTa

OTka3aHO B MPHCBOGHUU cTartyca opdaHHOTO
JIEKapCTBEHHOTO Npenapara

Jara
Howmep pemenus

3asBlIeHHE HA MMPUCBOCHHUC CTATYCa OTO3BAHO: J1aTa

Tpanchep HammenoBanme, agpec MpOHU3BOJCTBEHHOMN
IJIOIAJIKY TIEPEIaroIieii CTOPOHBI

AxTuBHas (apmaneBTHueckas cyOCTaHIUs, NpousBeneHHas He B ycinoBusix GMP wim nekapcTBeHHOE
PacTHTEIFHOE CHIPhE

[MpexBanudukaiys BO3

®dopma

OTITyCKa

B ctpade Ilo peuenty Bpaua be3 penenra Bpaua
3asBUTEN

A

Cnoco0
Bl
BBEICHU
o

Wndopm
arys 1o
ycTpoiic
TBaM
BBOJIA
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p— OO

VYcnoBus xpaHeHUst mperaraeMble YCIOBUS XpaHCHHS
IOCJIe IEPBOT0 BCKPBITUS YIIAaKOBKU
Perucrpanus B cTpaHe-npoU3BOAUTENE U IPYTUX CTPaHAX
C
p
Ne perucTpallMOHHOTO YAOCTOBEpEeHUS (YKa3bIBaETCS o
HasBanue crpanbl Jlata BeImaun e
MIPU HAJTUUHH) .
ic
TB
ust
Hammumne oxparHOr0 JOKyMEHTa Ha H300pEeTEHIE WX TOJIE3HYI0 MOIEIh, TOBAPHBIH 3HAK
p
OK
HasBanue oxpanHoro nokymeHTa Ne OXpaHHOTO JOKYMEHTa Hata Beigaun EI
na
q
u
1) TlomHOCTBIO HA JaHHOM TPOU3BOJICTBE 2)
IIpousBoacTBo YacTHYHO Ha JaHHOM MPOM3BOACTBE 3)
ITomHOCTBIO HA APYTOM MPOU3BOJCTBE
[IponsBonuTens (W) JTEKapCTBEHHOTO IpemapaTa M ydYacTOK (M) MPOM3BOACTBA (BKIIOYAS YYACTKH
MPOM3BOJICTBA JIFOOOT0 KOMIOHEHTA (B TOM YHCJIE PACTBOPUTEISI JIEKAPCTBEHHOW (DOPMBI), KOTOPBIH SIBIISAETCS
9acThIO JIEKAPCTBEHHOI'O IIpenapaTa)
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n.
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2 ) ,
3BOJl PYCCK Uo M, pa3penInTenbHO anpec azgpec e-mail ZOILKHOCTD
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2 JlaGopaTopusi CTpaHbI-IPOU3BOIUTENS 110 KOHTPOJIIO KayecTBa MPernapaToB KPOBU U BaKIMH, OTBETCTBEHHAS
3 33 KOHTPOJIb KauecTBa (BBITYCK) CEPUH

HaNMEHOBaHHUE JIAOOPATOPUH

aJIpec MecTa OCYIIECTBIICHUS JIESITEIbHOCTH
Crpana

Tenedon (dakc)

9JIEKTPOHHAS TT0YTA

2 I/ISMeHeHI/IH, BHOCHMBIC B PETUCTPAIMOHHOC NJOCHE JICKAPCTBECHHOT'O CPEICTBA (yKaSaTB BHOCHMBIC U3MCHCHUA
4.)

B

ocC



Ne Twun n3MeHeHUs Penakiuusa 0o BHECEHUSI U3MEHEHUH

nus3
CH
CH

nus

JlaHHbIE IO TOrOBOPY Ha MPOBEJIEHUE SKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB

9]

1. Ne goroBopa
Jata 3akmoueHust

Cpok neiicTBus

S W

CyOBbeKT, OCYLIECTBISIIONIN OIIATy 3a MPOBEIECHHE SKCIEPTU3BI

—_—

HaumenoBanue

Crpana

IOpunnaeckuii anpec

®dakTuyeckuil apec

@®.1.0. (mpu ero HANWYIHAH), JOIDKHOCTH PyKOBOAHUTEIIS
Tenedon

®daxkc

e-mail

BI/I3H€C-I/I,H€HTPI(1)PIK3HI/IOHHLII7[ HOMCD

WHunuBuyadbHBIN HACHTUGUKAIIMOHHBIN HOMEP

S N A R R R A Il ol

—_

bank

—_—

PacueTHpIN cueT

N —

BanroTHeli cuet

W =

Kong

o=

s BankoBckuit naeHTHOUKAITHOHHBIN KO

3asBUTENb: TapanTHpyro: JOCTOBEPHOCTH
MH(POpPMAMN PETHUCTPAIMOHHOTO JOChE, HEHApPYNICHWE HCKIIOYUTEIBHBIX TpaB TPETHbHMHU JHIAMH Ha
N300pEeTeHNE WIIH TIOJIE3HYI0 MOJENb, aJeKBATHOCTh MEPEBOAOB METOANK KOHTPOJS KaueCcTBa, HHCTPYKIIMHU TI0

MEAMIUHCKOMY IPHUMEHEHHIO JICKAPCTBEHHOTO CPENCTBA; MPEACTaBUTh OOpa3mbl JIEKAPCTBEHHBIX CPEACTB,
CTaHJapTHBIE 00pa3lbl JIEKAPCTBEHHBIX CYOCTAaHIMH M WX MpHMEcel B KOJIMYECTBaxX, JAOCTATOYHBIX JUIS
TPEXKpaTHOTO aHan3a, CIEeUU(pUUECKHE PEareHThl, PACXOJHbIE MaTEepPHabl, TPUMEHIEMbIE MIPU MPOBEIACHUN
WCIBITAHNH JIEKApPCTBEHHBIX CPEJCTB (B MCKIIOYUTEIbHBIX CIy4asX M Ha YCJIOBHSX BO3BpaTa), a TaKKe HX
COOTBETCTBHE HOPMATHBHEIM JOKYMEHTaM, MPEICTaBIIeMbIM Ha peructparmio. O0s3yocs coodmaTs 000 Bcex
M3MEHEHISIX B PETUCTPAIIMOHHOE J0ChE, a TaKXKe MPEICTABISATh MaTePHAJIbl IPH 0OHAPYKEHUN HEXKEIaTeIIbHBIX
peakuuii Ipu NPUMEHEHUH JIEKAPCTBEHHOI'O CPEJCTBA, paHEe HE YKA3aHHBIX B MHCTPYKLMH IO METULUHCKOMY
MIPUMEHECHHUIO.

Jara



@®.1.0 (mipu ero HaUYKK) ¥ JOIDKHOCTH OTBETCTBEHHOTO JIUTA 3asBUTEIS

TTonmnuce
[Ipumeyanue:
* 3asiBIeHME 3aII0JIHAETCS OJHOKPATHO U HE TOJJIEXKUT KOPPEKTUPOBKE.

dbopma
3asBiIeHUE HA PETHCTPALUIO MMM ITEPEPETUCTPAIINIO IIEHEI

[IpenocraBnsro wHpOpMANUIO JJIS PETrUCTpPallMU IIEHBl WU TEpeperucTpanuu

3apEruCTPUPOBAHHON LICHBI

1. 3asgBuTEND

1.1. IIpousBoaUTENH JIEKAPCTBEHHOTO CPE/ICTBA
HaumenoBanue
Crpana
IOpunngeckuii anpec
dakTu4ecKui agpec
Tenedon
®dakc
e-mail

damunus, UMs, OTYECTBO (IIPU €TO
HAJIAIHUN)

JomxHOCTh
KonTaxtHOE 11110 Tenedon
®daxc
e-mail
1.2. Bnagenen PErUCTPAaiMOHHOI0 YIOCTOBCPCHUA
HasBanue
Crpana
IOpunuueckuii anpec
dakTU4ecKui agpec
Tenedon
®Paxkc
e-mail
DaMuiust, UM, 0TIECTBO (TIPU €T0 HATMYHIH) PyKOBOIUTEIIS

damunusi, UMsl, OTYECTBO (IIPU €TO
HaJIMIUN)
JlomKHOCTD
KonraktHOE MU0
Tenedon
daxc

e-mail



1.3. JloBepeHHOE IHII0 WJIH KOMIIAHUS, IMPEIACTAaBUTEIHCTBO OT 3asSBUTEIS,
YIIOJTHOMOYEHHOE TIPOBOJMTHL JCHCTBHUS BO BpeMsl MPOILEAYPhl PETUCTPAIMU IIEHBI B
Pecny6nuke Kazaxcran

2. Nudopmarnus o JiekapCTBEHHOM CPECTBE

Toprosoe
HaNMEHOBaHHE

Homep wu nara
PEerHCTPAIIMOHHOTO
YIOOCTOBEpPEHHS B
Pecny6inke Kazaxcran

JlexkapcTBeHHOE
3. cpenctBo sBisiercs: (
HY>KHOE OTMETHTB )

MexayHapoaHoe
HEMaTeHTOBaHHOE
HauMeHOBaHUEe (IIpH
HATAYHH)

CocraB
JlekapcTBeHHas (opma
Ho3upoBka
KonuenTtpanus

O0Bem

WX |||

KonnvyectBo  BO
BTOPUYHOH (
MOTPeOUTEITHCKOIN)
yIIaKOBKe

10.

Kon COTJIaCHO
AHaToMO-TepaneBTuiec

11. xo-xuMmuuyeckoi
knaccugpukanuu (ATX
KOJ)

12. CrocoObl BBEIEHUS

CBeneHust o pasee
3aperuCTPUPOBAHHON
IeHe OJIs1 ONTOBOM H

3 PO3HUYHOH pealin3anuu
Hara perucrtpauuu

3aperucTpUPOBAHHON
LEHBl [UIS ONTOBOM M
PO3HUYHOM peanu3anuu

IlpenenbHas 1eHa
OTEYECTBEHHOTO
MIPOU3BOTUTENS IS

14. omnroBOW W PO3HUIHOI
peanu3anuu  (3a
HOTPEOUTENBCKYIO
YIaKOBKY)



15.

16.

JlekapcTBeHHOE
CpPEACTBO paHee Ha

aa HET
TEPPUTOPHUU
Pecnryonmuku Kazaxcran
PpEaTN30BBIBAIOCH
IlpenenbHas 1eHa
MIPOU3BOJIUTENS  JUIS
N . Ilena 3a Ilena 3a
OIITOBOI M PO3HUYHOM
Ilena 3a TOTPEOHUTENBCKYIO  TOTPEOUTENBCKYIO MOTPEOUTENTHCKY
peanmu3amun IS (
TIaKOBK NIAaKOBKY B BaiioTe ( 10 YMaKoBKY B
BBo3uMBIX JIC (3a ¥ Y Y Y Y Y
HWHOCTP) TEHTe
MOTPEOUTENBCKYIO
YIaKOBKY)
JlexapcTBeHHOE
CPEICTBO paHee Ha
TEPPUTOPHUIO aa HET
Pecniyonuku Kazaxcran
MOCTABIUIOCH
JdanHbIC Ilena
JIOKYMEHTOB, llena B BamioTe WHBOMCA 3a
MOATBEpXKAAIOIM MHBoWca 3a llema 3a moTpeOuTeNbCKyl0  TMOTpedOuTe
x neny JIC (3a moTpeOHTENbCKYy YMAaKOBKY B BAOTE (MHOCTP) JIbCKYIO
MOTPEOUTEIBCKY 10 YIAKOBKY YIIaKOBKY B
10 YIIaKOBKY) TEHTe
Ilena
(hakTHyecK
Llena B BamtoTe oT o0
JlanHBIC
(akTHUeCKOTO KOHTPAKTa,
KOHTpakKTa,
KOHTpAaKTa, JIOTOBOpa
JIOTOBOpa M JIp.,
JoroBopa mwiu Ap. LleHa 3a TOTpeOMTENbCKYIO WM Jp. Ha
MTOTBEP>KAAIOIIN
Ha moctaBky JIC ymakoBKy B BairoTe (HHOCTD) MOCTaBKY
x neny JIC (3a
a JC 3a
MOTPEOUTETBCKY
MOTPEOUTENBCKY norpebure
O YIIaKOBKY)
10 YIaKOBKY JBCKYIO
YIIaKOBKY B
TEHTe

CBeneHusi 0 IieHe B pe)epEeHTHBIX CTpPaHax, IIC MMEETCS
TOCYJJapCTBEHHAsl PETUCTpalMsl JIEKAPCTBEHHOT'O CpEICTBa
WM CTPAHE-TIPOU3BOIUTENS (32 MOTPEOUTETBCKYIO YITAKOBKY )

Komnuects Ilena B
Topr o B rnepecyeTre Ha IIpu
oBoe morpedbute Ilena 3a konuaectBo JIC B 4HUHA
Crpana HauM JIbCKOM MOTPEOUTENBCKY TMOTpeOuTENbCKOi BamroTta Iena B Tenre oTCy
CHOB YITAKOBKE B IO YIAKOBKY yIakoBKe, TCTB
aane pedepeHTH 3apEeTUCTPUPOBAH us
0i1 cTpane Hoil B PK
A3zep0aiif
KaH
benapych
bonrapus

Benrpus



17.

18.

© o 9 a w»n A

11
12
13

14

15
16
17
18

19

20

21

22

Keipreizcra
H

Tlonpmmia
Poccus
CroBeHus
Typuus

V30ekucra
H

Crpana-np
OW3BOJHTE
¥

3aperucTprupoBaHHas IIeHa AJIs1 OITOBOM U POSHUYHOM pealln3aiuu

Hena JIC, mpousBenenHoro B Pecry6mmke Kazaxcran, cocrosinyio u3
HIDKEYKa3aHHBIX (DaKTHYECKH TIOHECCHHBIX 3aTpaT

HaumenoBanue (haKTHUECKH MIOHECEHHBIX 3aTpar CTOMMOCTb, TEHTE
3aKyTKa ChIPbS U (MJIHM) KOMILICKTYFOLIHX
JIOTUCTUKA CHIPBS U (MITH) KOMITJIEKTYIOIIHNX

CTpaxoBaHHE, TAMOXKCHHBIC TUIATCKU H TAMOXKCHHOE O(POPMIICHHUE CHIPhS H
(VITH ) KOMITIEKTYFOTITIX

MIPOEKTUPOBKA
pa3paboTka

JU3aiH

TpaHcdep TEXHOIOTHIA

KOHTPAKTHOE ITPOM3BOACTBO

MaTEeHTHPOBAHUE

MTOKYTIKa IPON3BOJICTBEHHOTO 000PYIOBaHUS

o0ydeHHe IIepcoHata Ha IPON3BOJICTBEHHBIX IUIOIIAIKaX 3apyOeKoM
BHE/IPEHHE MEXTyHAPOIHBIX CTAaH/IapTOB KauyecTBa

HOTy4YeHNe cepTH(HUKATa O IPOHCXOKICHUH TOBapa

MoJTydYeHHe HHIyCTpHaJbHOTO cepTu(dukarta HamumonanbHas manara
npennpuHIMareneit Pecrryomukn Kazaxcran

nabopaTOpHbIE UCIBITAHUS
TEXHUYCCKHEC UCTIBITAHUS

KITMHAYECKHE UCTIBITAHUS
1a00PaTOPHO-KIIMHUYCCKUE UCTTBITAHHS

9KCIEPTU3a B LENIAX TOCYJApPCTBEHHOM PEruCTpani, IepeperucTpanui 1
BHECEHHH U3MEHEHUH B PETHCTPAIMOHHOE JIOChE

OIICHKa Ka4yeCTBa

CHUCTEeMY MOHHUTOpPHHTa Oe30macHOCTH, KadecTBa W 3(PPeKTHBHOCTH
MEIULHCKUX N3SIUH

CoACpKaHuEC I€pCcoHalIa

Hroro cymma:

dbopma



3asBieHHe Ha BKIIOYEHHE JIEKApCTBEHHOro cpeAcTBa B KazaxcraHCcKkuii HaMOHAIBHBIN
JIEKapCTBEHHBIH (QOpMYIIp

1. Undopmarnius o 3asBUTENE:
1) HanMeHOBaHKE OpraHU3AIINH;
2) ®.1.0. (npu HaMM4YUK) OTBETCTBEHHOTO JIUIA, JOJKHOCTH;
3) MecTO HaXOXKJEHHUS OpraHU3aIUU-3asiBUTENS (FOPUIAUYECKUH ajpec, (HaKTUUECKHit
anpec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) HoMmep TenedoHa u (wim) dakca;
6) SJIEKTPOHHBIN aJIpec WK aJAPeC JICKTPOHHOU MOYTHI.
2. Jlanuble 1O 3asBJICHHOMY JieKapcTBeHHOMY cpeacTBY (JIC) B COOTBETCTBUM C
["'ocynapcTBEHHBIM peecTpOM JEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUX U3JICTUN:
1) ToproBoe Haumenosauue JIC;
2) MEeXIyHapOAHOE HEMaTEHTOBAHHOE HAMMEHOBAHHE;
3) coctaB JIC (AelcTByIOIIME M BCIIOMOTAaTENIbHBIC BEIIECTBA), MpeaIaraeMoro s
BKJIIOUEHUS,
4) nexapcTBeHHas popMa U JO3UPOBKA, KOHIICHTPAIIUS,
5) cBeeHus O TocyAapcTBEHHOM peructparuu 3assieHHoro JIC B Pecnyonuke Kazaxcran

6) dapmakonoruueckoe neictaue JIC;

7) dapmakonorunyeckas rpymnmna JIC u ATX kog;

8) mokazaHus K MPUMEHEHHUIO COTVIACHO MHCTPYKILUHU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CpEJICTBA;

9) cnocob6 mpuMEeHEeHU4.

Ecnu nocke comepkut KOHPUACHINAIbHYI0 HHPOPMALIHIO, YKa3aTh, Kakas HHGopMaIus
ABJISIETCS. KOH(HUICHIHAIbHOW M MPEAOCTaBUTh OOOCHOBAaHHE KOHQUICHIHUAIBHOTO
XapakTepa 3ToM HHPOpMaIIUH.

JIOKHOCTH OTBETCTBEHHOTO JIUIIA 3asIBUTEIS [Tonmuce

®.1.0. (mpu HATUYIUN)

Jata

[Tpumeuanusi: O0beM 3asBICHUS HE MPEBBIIIAET 2 CTPAHUI] U OCHOBBIBAETCS HA CBOJAHOMN

uH(pOpMaIUU U3 TOChE.

ITpunoxenue 2 x IIpaBunam
perucTpanum JeKapcTBEHHBIX
CPECTB U MEAULIMHCKHUX U3EIUN
10 NpUHUUNY "eINHOro OKHA"

dopma

3asBiieHHE HA MPOBEICHAE IKCIIEPTH3HI, TOCYAAPCTBEHHOH PErUCTPayy, IEPePErHCTPAIIVH,
BHECEHHS M3MEHEHHUH B PETHCTPAIMOHHOE JOCHEe MEAUIMHCKOTO H3/1eIHs



I.1.

1.2

Peructpanus

[]

[Tepepeructpauus
Tun npouenypst I:I

BHecenune n3meHeHMit

[ ]

Yckopen

Has [a
Bun skcmeptussl (
HeoOxoauMoOe OcHoBaHue
yKa3aTb) Her
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nepeperucTpanuu
U  BHECCHHHU
H3MEHCHHN B

Ne perucTpanoOHHOTO YAOCTOBEpEHUs BRIIaHHOTO B PecyOmuke Kazaxcran
C YKa3aHHEM JaThl BBIAAYN U CPOKA AECHCTBUS

pEerucTpanoHHOE
JIOCHE)
H a
Ka3aXCKo
Toprosoe M SI3BIKE
HaMMCHOBaHHUE H a
pyccKoM
SI3BIKE

HomenknatypHblii  KoZ
I'moGanbHON HOMEHKJIATYPHI
METUITMHCKUX U3JeNuid (pu
HaJIMYUH)

Kon  Homenknatypsl
MEIUIUHCKAX  M3JCITUI
Pecny6nuku Kazaxcran

H a

Ka3axCKo

Ob6nacTh M SIBBIKE

MCOAHUIITUHCKOT'O
H a

pycckoM
SI3BIKE

MMPUMEHCHUA

H a
Ka3axCKo

M SI3BIKE
Hasnauenne
H a

pycckoM
A3BIKE

MU (UMH)



7-1.

Meaununckoe wu3aeIne
SIBJISICTCS

3akpbITa

i
Twun cUcTeMa:
MEIUIHHCKOTO Jla
W3JICIHSI UH BUTPO I:I
(HeoOxomuMoOe
yKa3athb) Her

[]
KpaTtkas H a
TEeXHUYECKas Ka3axcKo

XapaKTCPpUCTUKaA ( M A3BIKC
apu HaJIUu4uun

MPOrPaMMHOTO
obecrieyeHUs Ha
BKJIIOYAIOTCS pycckoM
AaHHBIC SI3BIKE
IpPOrpaMMHOTO
obecrieueHns)

Kiacc B 3aBHCHMOCTH OT

CTENEHU TOTCHIHAIBHOIO

puCcKa NPUMEHEHUSA (
HEOOX0ANMOE OTMETHTH )

MenunuHckas TEXHUKA
siBiisieTcss  (OTMETHTh TPHU
HEOOXOIUMOCTH)

N3nenne MeaUIIMHCKOTO
Ha3HadYeHWs  sABiaseTcs  (

[]

MU (MT)

[]

MM (in vitro)

[ ]

000CHOBaHME OT NPOU3BOAUTENS (yKa3aThb CTpPAHUILY
PETHCTPAIIMOHHOTO JI0ChE)

Knacc 1 - ¢ Hu3koli crenensto pucka Kiace 2a - co cpenneit
cremnenbio pucka Kiacc 20 - ¢ MOBBIIICHHON CTENIEHBIO PHCKa
Kiacc 3 - ¢ BEICOKO# CTETeHBI0 prcKa

CpencTBo u3MepeHus

[ ]

Kommieke (MT)

[]

Cucrema (MT

[]

Ammapart

g [
[}
o

O6opynoBaHue

[]

CpencTBo m3MepeHus

[]

CrepunbHoe



10.

11.

12.

Bun
COCTaBHOM
JacTH Ha
pycckoMm
SI3BIKE ***
OCHOBHOMH

onoxk MT
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HEOOXOIUMOCTH)
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HaumenoBanue mozaenu (Mmogudukanmu) MU Ha pycckoM si3bike **

HaumenoBanne mogenu (Monudukarym) MU Ha ka3axcKoM s3bIke **
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IIpousso
JIUTEND
H a
PYCCKOM
SI3BIKE

IIpousso
JIUTENb
H a
Ka3aXCKO
M SI3BIKE

Crpana
H a
pycckoM
S3BIKE

CrpaHa
H a
Ka3aXCKO
M SA3BIKC



KOMIUIEKTYIO
mee

pOrpamMHoOe
obecrneueHue

MIPUHAJICIKHO
CTh

pacxoaHbIN
Marepuan

usgenue
TUIIOpa3MepH
oro pszaa(c
yKa3aHHEeM
Iyana3oHa
pa3mepos )

peareHt

13.

14.

15.

16.
17.

JKUBIHTBIKTAY
mbUIap

Oarmapnamaln
BIK JKacaKTaMa

KEpeK-KapakT
apsl

HIBIF Bl H
Marepuajiap
B

THITIiK
MeJIepi
Kartap
Oy#ibiMbl
eluIeM
ayKBIMBIH
KepceTe
OTBIPHII)

peareHt

YmakoBka

1. Ha3Banue ctpaHsb

Bun (
nepeuyHas  Haumen
UIu OBaHHE

BTOPHUYHAS)

[TepBuunas
Bropuynas

I'pynmoBas  (
TIPY HAJTUYHN)

Cpok xpaHeHus

T'apanTuiinsli  Cpox
IKCIJyaTaluu
npubopoB (ammaparos,
000pyTOBaHUN )

YcanoBus#
TPaHCTIOPTHPOBAHHUS

VYcnoBus xpaHeHUst

Komnuec

TBO
Kpatkoe

OIIMCaHnu

SJIMHUI]
Pasmep O0Bem

YIaKOBK
(5]

KOJIMYECTBO MECSIICB (JIeT)

KOJIMIECTBO MECSIICB (JIET)

Peructpanus B cTpaHe-IpoOU3BOAMUTEINE U IPYTUX CTPAHAX

No
per
HCT
pan
HOH
HOT
0
yao
CTO
BEp
eHHt

Cpoxk nmelicTBus



18. TIpomsBoacTBO

19.

s ( Hdara BeImaun

yKa
3BIB
aer
cs
npu
Hal
n4u

u)

[lonHOCTRIO HA JTAHHOM IIPOU3BOACTBE

[ ]

YacTudHO Ha JAaHHOM IIPOU3BOJACTBE

[ ]

IlomHOCTRIO Ha APYTroM IpOU3BOACTBEC

[]

[Tpon3BoauTens MEIUIMHCKOTO M3AETHS W Y4aCTOK IMPOM3BOACTBA (BKIIOYAs YYACTKH IIPOM3BOJICTBA

100010 KOMIIOHCHTA, KOTOpLIﬁ ABJIACTCA 4aCThO MCIUITUMHCKOTO I/ISJIGJ'II/IH)

HaumenoBanue,
ctpaHa 1,2 (Ha
T wun Ka3aXxCKoOM,
MIPOU3BOIUTEIS pycckom,
AHTJUHCKOM

SI3BIKAX)

[IpousBonurens

[IpousBoacTBeHHas
IUTOIIAKA

V1o1HOMOYEHHBIN
MPEJICTaBUTEIb
MPOU3BOJUTENS B
PecnyOiuke
Kazaxcran

KonTakTHBIC
JTaHHBIE
YHOJTHOMOYEHHOTO
JHIIa
MOHUTOPUHTY

mo

HEOIarompUsITHBIX
coOBITHH (

Ten
bHO
ro
JIOK
yme
HTa

tOp
19105
yec
KHH
anp
ec

da

KTH
yec
KHH
aap
ec

e-mail

®.J.0. (npu ero D.N.O. (mpu ero

HaJlU4YKH), HaJlU4Mu),
JOJXKHOCTh JOIKHOCTh
PYKOBOAMTEIS KOHTaKTHOTO JINIA



MHIUJEHTOB) Ha

TEPPUTOPHUU
Pecny6nuku
Kazaxcran
Han
HEIE
o
5 3asBUTEND 0B
epe
HHO
CTH
20 V3MeHeHHs, BHOCUMBIE B PETHCTPAIMOHHOE JOCKE (3aMOMHAIOTCS MIPH THUIIE 3aBKH — BHECEHUE M3MCHCHMIA)
" (yKasaTh BHOCHMBIE M3MEHEHHM)
Ne  Penakius mo BHECEHUS U3MEHEHUH BrocumMbie n3menenus
21. JlaHHBIE IO JOTOBOPY HA NPOBEIEHUE BATMAALMHA METUIIMHCKOTO U3AETUS
1. No noroBopa Ha MpOBeIEHUE BATUIAIIMN METUITUHCKOTO U3ACTHUs
2. Jara 3axmroueHus
3. Cpoxk nmelicTBus
22. CyOBEKT, OCYIIECTBILTIONINI OTIIATY 32 MIPOBEACHUE BATUIAIIMH MEAUIIMHCKOTO U3ICIIHS
1. HammenoBaH#e 10pHINUeCcKOTO JIHIIA
2. Crpana
3. IOpunnuecknit anpec
4, dakTU4ecKuil agpec
5. @®.1.0. (1pu ero HATMYHN)
6. Tenedon
7. daxkc
8. DNEeKTPOHHBIN aapec
9. BusHec-uneHTHOUKATUMOHHBIA HOMED
10. WuauBuayanbHBIN HACHTU(DUKAIIMOHHBIN HOMEP
11. Bank
12. PacuerHbIi cueT
13. Banrornslii cuer
14. Kon
15. BaHkOBCKUI HACHTU(HUKAITHOHHBINA KO
3asgBUTEIIb:

lapaHTHpPYIO: JOCTOBEPHOCTh WHGOPMAIUHU, AJACKBATHOCTh IICPEBOJOB METOJIUK KOHTPOJS KauyecTBa,
9KCIUTYaTaIMOHHOTO JOKYMCHTA, WHCTPYKIUH IO MEAUIUHCKOMY MPUMCHEHHUIO MEIUIIMHCKOTO W3ICIHs,
TIpeCTaBlIeHAEe 10 Hadalla JJa0OpaTOPHBIX HCIBITAHUHA 00Pa3IoB METUITMHCKOTO H3IEH, CTAHAAPTHEIE 00pa3IIbl
B KOJIMYECTBaX, TOCTATOYHBIX JJIS TPEXKPATHOTO aHANN3a, CIICII(PHIECKHEe PEareHThl, PaCXOAHbIE MaTepHAaIbL,

MMPUMEHACMBIC IIPHU MTPOBCACHUU HUCIIBITAHUH (B HUCKIIIOYUTCIIbHBIX ClIydadaX U Ha YCIOBUAX BOSBpaTa), a TaKXKE ux

COOTBETCTBUC JOKYMCHTAM 110 Ka4€CTBY, IIPCACTABIICHHBIM Ha OKCIICPTU3Y.

O0s13y10Ch OCYIIECTBIIATh MOCTaBKYy MEIUIMHCKOro m3menus B PecmyOmmky KazaxcraH, cOOTBETCTBYIOIIHE
TpeOOBaHUM, yKa3aHHBIM B PETHCTPALIMOHHOM J0ChE, H COMTPOBOXKIATh MEJUIIMHCKOE U3/IeTINe HHCTPYKINEH 110
MEAMIUHCKOMY HPHMEHEHHIO (PYKOBOJICTBOM) IIO JKCIUTyaTaliM Ha Ka3aXCKOM W PYCCKOM S3bIKaX, C
COOJTIOIEHHEM TOCTOBEPHOCTH M Ay TEHTHYHOCTH TIEPEBOIOB.



apanTupyo coxpaHeHHe OC30MACHOCTH M KauyeCTBa MEAMIIMHCKOTO H3IEIHS B TEUCHHE BCEro CpOKa
WCTIOB30BaHUS, IPU COOJIOICHUH YCIOBUH TPAHCIOPTHPOBAHUS U XPAHCHHS B COOTBETCTBUH C TPEOOBaHUSIMHU
3aB0J1a-IIPOU3BOJUTEIIS.

O06s13yr0Cch coo0MIaTh 000 BCEX M3MEHEHUSAX B PErHCTPAMOHHOE JOChE, a TaK)KE MPEICTABIAThH 3asBICHHUC H
MaTepraisl Ipu oOHApYKEHHH TOOOYHBIX BO3MCHCTBHIA MPH MPUMEHEHUH MEIUIIMHCKOTO H3IIENHS, paHee He
YKa3aHHBIX B WHCTPYKIHH TI0 METUIIMHCKOMY IIPUMEHEHHUIO W/MIU B SKCIUTyaTaIlHOHHOM JOKYMEHTE
MEJIUIIMHCKOTO U3JICIIHUs.

Jara
®.1.0. (pu ero HAJIUYUH)
3asBuTENS

ITonnuce

[Ipnmeuanue:

* HaumeHoBaHWE HA aHTJIMACKOM SI3BIKE 00S3aTENIBHO IS 3apyOSKHBIX MPETPUITUI

** Mpu HaTMYMKM HECKOJIBKUX MoJienei (MoAu(pUKaILHii) JaHHbIE 3aII0JIHAIOTCS OTIEIbHOM
CTPOKOHM Ha KKy MOJIeTh (MOIU(DUKAIUIO)

*H* 3anoaHsAeTCS TPU HATMYUHU

*AXE MTOMHUMO yKa3aHHBIX JOKYMEHTOB, 3asBUTENb MPEAOCTABISAET OTUET BaJUJAIIUU

MEIUIMHCKOTO U3/IeIUs, MPEACTABICHHBIX HA AKCIIEPTU3Y WJIM OTUET BaTUIAIlMU U3MEHEHHU,
BHOCUMBIX B PETMCTPALMOHHOE JIOChE MEAULIMHCKOTO 31T

dopma

(HauMeHOBaHUE TOCYJaPCTBEHHOM
AKCIIEPTHOMN OpraHu3aIum)

3asBieHUe I PETUCTPAIMH, BHECEHUA H3MEHEHHS B IICHY IIPOU3BOAMATENA H3EIHA
MEIUIIMHCKOr0 Ha3Ha4eHHs, BBO3UMOro Ha TeppuTopuio PecmyOimixu Kazaxcran

[Ipenocrapnsto wHGOPMAIUIO [T PETUCTPAIMU, BHECECHUS M3MCHCHHS B IICHY
MPOU3BOAUTENS HU3JEIUS MEAUIMHCKOTO Ha3HA4YEeHHUs, BBO3UMOTO Ha TEPPUTOPUIO
Pecnyonuku Kazaxcran

1. 3asBUTEND
1.1. IIpon3BoauTens
HanmeHoBaHue 10pUANYECKOTO JIUIIA
Crpana
IOpuanaeckuii anpec
dakTuvecKkuil aapec
Tenedon
®daxc
e-mail

®.1.0. (mpu ero HAJIUYUH)



JlomkHOCTB
KonTaktHOE MHIIO Tenedon

daxc

e-mail

Hanuune B PecnyOnuke Kazaxctan cTpykTypHOTO
MoJIpa3iesicHus! (FOPUIUICCKOE U0, (HUITAAIT)

1.2. Bnagenen perucTpaimoOHHOrO y10CTOBEPEHHUS

Hasanue

Crpana

IOpuanaeckuii agpec

®dakTuveckuil agpec

Ten.

®daxkc

e-mail

®.1.0. (pu ero HAJIMYUH) PYKOBOIUTEIS
IIpu Hamuuuu
JIOMKHOCTH

KonraktHOE Mo Tenedon
®daxkc
e-mail

Hanmune B PecmyGmuke KazaxcrtaH cTpyKTypHOTO
noapasneneHus (FOpUAUYEcKoe Juo, ¢uanuan)
Ha/lelleHHOro (YHKIMEH peanu3anyu i ONTOBBIX
JCTPUOBIOTOPOB

1.3. YHOOITHOMOUYEHHBI MPEACTABUTENh MPOU3BOAUTENS JUOO JTOBEPEHHOE JIUIIO,
YIIOJJHOMOYEHHOE MPOBOJAUTH JACWCTBHS BO BpEMs MPOLEAYPbl TOCYAapCTBEHHOMN

peructpauuu B Pecnyonuke Ka3zaxcran.

Hazsanue (mmu ©.1M.0. ans dus.
nuna (IpHu ero HaJlu4un))

Crpana
IOpunnueckuii agpec
dakTuyeckuil agpec
Tenedon

®daxc

e-mail

®.MN.0. (mpu ero HaJIUYUH)
PYKOBOIUTEIS

Ne noeepenHocTu
JlaHHBIE O TOBEPCHHOCTHU JaTa BeIgaun
Cpok nericTBus

2. Uadopmanus o UMH

TOpFOBOC HAauUMCHOBAHHUC
MCIHUIIUHCKOI'O U3ACTITUA



Homep  perucrpannoHHOTO
YAOCTOBEpECHHUs, NaTa BHIJAYU B
Pecnry6inke Kazaxcran

3. Bapuast ucnonneHus
4. Enunnna namepenus

CocTaBisgioniue OgHOW €IMHUIILI
HU3MEPCHUS

KJacc 1 - ¢ HU3KOM CTEeNEeHbIO pUCKa
KJIacc 2 a - CO CpeJHEN CTENEHbIO
MenuIMHCKOE M3EINe OTHOCUTCS K PUCKA
6. KjJaccy Oe3omacHOCTH (HY)XXHO€ kjgacc 2 © - C IOBBIIEHHON
OTMETHUTD) CTENEHBIO PUCKa
Ki1acc 3 - ¢ BBICOKOH CTEIEHBIO
pHuCKa

3asaBUTED:

["apaHTUpyO: TOCTOBEPHOCTH, MOJHOTY U COJEPKAHUE MPETOCTABICHHBIX JOKYMEHTOB B

COOTBETCTBHH C 3aKOHOAaTenbCcTBOM Pecnyonuku Kazaxcran u Hactosiiuumu [IpaBunamu.
Jara
®.1.0. (npu ero HanU4MM) 3asiBUTEIS
IToanuce

[Ipumeuanue: *Peructpalius 1eHbl UM BHECEHHE U3MEHEHUS B 3aPETHMCTPUPOBAHHYIO
LIEHY ITPOU3BOJUTEISI HA TOPTOBOE HAMMEHOBAHUE U TEXHUYECKYIO Xapakrtepuctuky UMH B
pamkax ['OBMII u (unu) B cucreme OCMC ocymiectBisiercss B TeHre. [Ipu koHBepTauu
IIEHbl 3aBUTEIISI B TEHIE HCIOJb3YIOTCA O(UIMAIbHBIE KYpChl MHOCTPAHHBIX BalIOT B
CpeHEM 3a MeEcsll, MPEIIIEeCTBYIONIUN Mojade 3asiBiIeHUs (CpelHUl OOMEHHBIM KypcC)
Hanwmonansaoro banka PecnyOnuku Kazaxcran.

**[Ipu oTcyrcTBUU 00MeHHOTO Kypca B HammonansnoM banke Pecny6nuku Kazaxcran
uHpopmanus o pedpepeHTHOM 1eHe nonaerca B Aoutapax CoennneHHsix [lltaToB Amepuku
COTJIACHO PACYETHOMY KYypCy ONEpalHi 3a MPEALIECTBYIOIIMM MeCsL, IMPEAOCTAaBICHHBIX
ka3HauelictBoM Opranuzanuu O0beanHeHHbIX Hanuii, Ha caiite www.treasury.un.org.

*#% [Ipu OTCYTCTBUU PETUCTPAIIUU B PEPEPEHTHBIX CTPaHAX

*#%%B cnyuae orcyrctBusi PY u panee 3apeructpupoBanHas 1ieHa npousBoautenss UMH
3a €IMHMIY U3MEPEHUS Y 3asBIIEMOI0 Ha perucTpauuo 1eHsl npoussoaurens UMH nyHkr
1.2 u cTpoka 2 myHKTa 2 ¥ JTaHHBIE PAHEE 3aPETUCTPUPOBAHHOMN LieHa npousBoauTtesst UMH
HE 3aIl0JHSOTCS.

®.1.0. (mpu ero HAIMYUM) 3aBUTENS TOANKCH

Jlara

dopma




(HauMeHOBaHUE TOCYIaPCTBEHHOM
AKCHEPTHOU OpraHU3aLNN)

3asBICHUE )1 PeTUCTPALiH, BHCCEHHA H3MCHEHHS B IICHY IIPOU3BOANTEIA H3CIIHA
MEUIMHCKOTO Ha3HAYCHUA, IPOM3BOAMMOro Ha Teppuropnu Pecy6mikn Kazaxcran

HanmeHoBaHMe IOpUIMYESCKOTO JIAIIA

Crpana

IOpunnaeckuii ampec

®daxkTHUECKUH aapec

Tenedon

e-mail
OO (mpu ero HATHINN)
JlomxHOCTh

KonraktHoe nuio
Temedon

e-mail

Toprosoe HaumenoBanue MUMH

Py
Ne
BapuaHT ncronHeHUs

Ennnuna nsmepenuss UMH
Cocrasnsromuye oJHON enuHuLbl n3mMepenus MMH

Kiacc 6e3omacHocTr

Panee 3apeructpupoBanHas niena npoussoautenss UMH 3a enunuily usmepenus

3asBreHHas 1ieHa npouspoaurtens MMH 3a enuauily namMmepeHus

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

CTOHMMOCTb,
No HanmMenoBanue pacxooB

TCHI'C

| 3aKynKa ChIpbS U (HJIH)
KOMIUIEKTYFOIUX

) JOTHCTUKA CHIphI W  (WIN)
KOMILTCKTYFOIIIHX



3 CTpaxoBaHKe, TAMOKEHHBIE [IATEKH
U TaMOXXEHHOE O0(OPMIICHUE CHIPhS
1 (WIN) KOMIUIEKTYIOIINX

MIPOEKTUPOBKA
pa3paboTtka

JIu3aiiH

TpaHchep TEXHOJOTHIA

KOHTPAKTHOE ITPOU3BOCTBO

© 0 9 a w»n A

NMaTCHTUPOBAHUC

MOKYIIKa  MPOU3BOACTBEHHOTO
obopynoBaHUSA

oOyueHue  TmepcoHajda  Ha
11 MPOU3BOACTBEHHBIX  IUIOIIAKAX
3apy0eKoM

BHEJIPEHUE  MEXJIyHapOIHBIX
CTaHAapTOB KauecTBa

12

noixydyeHue ceprudukara o
TIPOUCXOKACHUH TOBapa

13

MOJy4YeHWe HWHIYCTPUAIBHOTO
ceprudukata HarpionaneHas manara
npeanpuHuMmarencii Pecrmyonuku
Kazaxcran

14

15 nabopaTopHbIE UCTIHITAHUS
16 TEXHUYECKHE UCIBITAHUS
17 KJIIMHUYECKUE UCIIBITaHUS

1a00paTOPHO-KINHUYCCKHE
HCTIBITAHUS

18

IKCIEePTH3A B nexax
rOCyJlapCTBEHHOM PpErucTpaluy,

19 NepeperucTpallul M BHECEHUHU
W3MEHEHHH B PETrHCTPALMOHHOE
J0Ccbe

20 OIIEHKa KayecTBa

cucTemMy MOHHTOPHUHTA
0€e30MMacHOCTH, KadecTBa H
3 (PEeKTUBHOCTH MEIUIIHHCKUX
U3EIINH

21

22 Ccoep)KaHKe MepcoHana

Hroro cymma:

3asiBUTEID:

I"apaHTHpYyIO: TOCTOBEPHOCTD, MOJHOTY U COAECPKAHUE NIPEAOCTABICHHBIX JOKYMEHTOB B
COOTBETCTBHH C 3aKOHOJIaTenbcTBOM PecniyOnuku Kazaxcran u Hactosimumu [IpaBuiamu.

*B ciyuae orcyrcTBus PY y 3asBisiemoro Ha peructpanuio 1eHsl npousBoaurenss UMH
WJIU paHee 3aperuCTPUPOBAHHOMN 1IE€HBI COOTBETCTBYIONINE Tpadbl HE 3aMOTHSIIOTCS.



Jlara

®.1.0. (npu ero HanU4MM) 3asiBUTEIS
[Toanuce

IIpunoxenue 3 k [IpaBunam
peTHCTpaIH JIEKapCTBEHHBIX
CPEACTB U MEINILMHCKUX U3AENnil
10 MPUHIUIY "eInHOT0 OKHA"

IlepedeHbh OCHOBHEIX TPeOOBaHMI K OKa3aHHIO KOMIIO3HTHOM I'OCYAapCTBEHHOM yCiIyrH "
Perucrpanus 1eKapCTBEHHBIX CPEACTB ¥ MEAWIMHCKUX U3/AEIHH 10 IPUHITUITY "eIUHOro OKHA"

MHUHHUCTEPCTBO 3IPaBOOXPAHEHUS

1 HanMenoBanue yciayrogaTens Pecny6nmku Kazaxcran (mamee —
yCIIyrojaTesnn)
BeO-mopTan "3J1EKTPOHHOTO

Croco0wl MpeIOCTaBICHUS

. npaBuTenbcTBA"  wWww.egov.kz  (
TOCYAapCTBEHHOU YCITyTH

Jlajee — IopTa).

dusnueckue u IOPpUANYCCKUEC JIUIa (

3 Ceenenus 00 ycimyromnonaydaTeiie
Jlajiee — YCIyTOIOIy9aTelb)

DKcnepTusa, peructpamus,
nepeperucTpanusi, BHECECHHE
U3MEHEHHH B PETUCTPALMOHHOE
JOChE JIEKaPCTBEHHOI'O CPEACTBa
WIM MEIWIHUHCKOTO H3JeJNHns,

. TpodeccroHambHas SKCIIePTH3A IS

Cpok oOKa3aHMs TOCyJapCTBEHHOMN N

4 BmoueHnus B KazaxcraHckuit
yCIyTu N .

HAIlMOHAJIBHBIN  JIeKapCTBEHHBIN
dhopmyisip — mo 100 (cTo) paboumx

JTHEH;

pEerUCTpaIysl, BHECCHHE U3MEHCHHUS
B IIeHy npom3BouTens — 10 (mecsaTh

) paboumnx qHEH

®opma okazaHHs TOCYyHapCTBEHHOM

DNeKTpOHHAs
ycIyru

IIpu osKcmepTH3e, perucTparum,
MepeperucTpanii W BHECEHUH
U3MEHEHHH B PETHUCTPALMOHHOE
JIOChE JIEKAPCTBEHHOTO CpPEJCTBa
WA MEIUIIMHCKOTO U3/IEMHs:

1) perucTpaiioHHOE YAOCTOBEPEHUE
, JelicTByrollee Ha TEPPUTOPUU
Pecrryonuku Kazaxcran;

2) 3aperucTpUpPOBAHHBIEC
MHCTPYKIHS (JINCTOK-BKJIAMBIII) T10
MEIUIIMHCKOMY  IPUMEHEHUIO
JIEKapCTBEHHOTO CpPEJCTBA WM
MEIUIIMHCKOTO M3JeNHs U oOmas



PesynbTar OKa3aHUus
roCyJapCTBEHHOH yCIIyTu

XapaKTepUCTHKA JIEKAPCTBEHHOTO
CpeCTBA Ha KAa3aXCKOM U PYCCKOM
A3BIKAX;

3) 3aperucTpupOBaHHBIE MAaKETHI
YIAaKOBOK, 3THKETOK, CTUKEPOB Ha
JIeKapCTBEHHbBIE CpeIcTBa,
MEAUIMHCKUE M3JIenus Ha
Ka3aXCKOM U PYCCKOM SI3bIKaX;

4) MOTHMBHPOBAaHHBIH OTBET 00
oTKa3ze B OKa3aHUU
roCy1apCTBEHHOH YCIIyTH.

IIpu perucTpanuu, BHECEHHS
M3MECHEHHUH B IIEHY NMPOU3BOIUTEIS
JIEKapCTBEHHOTO CPEJICTBA!

1) 3aKJTIOYECHUC o
3apEruCTPUPOBAHHON LI€HE WU
MepeperucTpUpOBaHHON I1I€eHE B
pamkax ['OBMII u (unm) B cucteme
OCMC.

2) MOTHUBHUPOBAHHBI OTKa3 B
peructpanuu  LEHBl  WJIH
nepeperucTpannuu
3apETUCTPUPOBAHHON LIEHBI B
pamkax 'OBMII u (unm) B cucteme
OCMC.

I[Ipu peructpanuu, BHECEHUS
U3MEHEHHUH B IIEHy NMPOU3BOIUTENS
MEAULUHCKUX U3AEIIHH:

1) 3akiroueHHe O pErucTpalyH,
BHECEHHUS] WU3MEHEHHS B LEHY
MPOU3BOAMTENST Ha TOProBOE
HaNMEHOBAaHHWE W TEXHUYECKYIO
XapaKTEepUCTUKY BBO3UMBIX/
npousBoaumsix UMH, nogaHHbIX B
pamkax ['OBMII u (unm) B cucteme
OCMC;

2) MOTHUBHUPOBAHHBI OTKa3 B
pEerucTpanuy, BHECEHUH U3MEHEHUS
B ueHy npousBoautenss UMH B
pamkxax 'OBMII u (unm) B cucteme
OCMC;

3) 3aki0YeHHE O pPETUCTpAaIiH,
BHECCHMS] H3MEHEHMsS B ILEHY
MPOU3BOAUTENS  MEIUIIMHCKOTO
u3fenus JUisi JUAarHOCTUKU BHE
JKUBOTO opram3ma (in vitro),
MPOM3BOANMEIE Ha TEPPHUTOPUHU
Pecriybnmukn Kazaxcran B pamkax
JOJITOCPOYHBIX JIOTOBOPOB ITOCTaBKU
, 3aKIIOUEHHBIX ¢ EJIuHBIM
JCTPUOBIOTOPOM;

4) MOTHBUPOBAaHHBIH OTKa3 B
PETUCTpaIY, BHECEHUS U3MEHEHUS



Pasmep omnaTel, B3uMaeMou ¢
yCIIyTONoay4aTens HOpU OKa3aHHUU
rOCyJapCTBEHHOW yCIyrd, U
crnocoObl ee B3UMaHHS B CIydasXx,
npeaycMOTPEHHBIX
3aKOHOHATEIBCTBOM PecmyOmmku
Kazaxcran

I'padux paGoTsl ycmyrogaremns

B LIEHYy MpPOU3BOIUTENA
MEIUIMHCKOTO  M3JeIHs IS
JWaTHOCTHKH BHE  JKHBOTO
opraHmusMa (in vitro),
MPOU3BOANMBIE Ha TEPPUTOPUHU
PecnyOnuku Kazaxcran B pamkax
JIOJITOCPOYHBIX JOIOBOPOB MOCTaBKU
, 3aKIOYeHHBIX ¢ EauHbIM

JCTPUOBIOTOPOM

3a oOKa3aHHE TOCYyIapCTBEHHOU
yCIyru yCIyronoaydaTeib
OIJIAaYMBACT B PECIyOIUKAHCKHUH
OIOKET perucTpalroHHBIA cOOp B
nopsiake ycraHosiaeHHOM Kongexcom
Pecny6mmku Kazaxcran "O Hamorax
U APYTUX 00s3aTeNbHBIX IUIATEKaX B
oromxer (HamoroBelit komekc)" B
pasMmepe CIeAyIIUX CTaBOK:

1) 11 MecsauHBIX pacyeTHBIX
nokasaTesneil, NeiCTBYIOIUX B JCHb
oIIIaThl cOopa 3a TOCYIapCTBEHHYIO
PETHCTPALIHIO;

2) 5 MecSYHBIX pacYETHBIX
[OoKa3arenei, AeUCTBYIOIUX B IEHb
orIaTel c6opa 3a rocyAapCTBEHHYIO

MepeperucTpanuio. Omnnara
JUIEH3UOHHOTO cOopa MOXET
OCYIIECTBIATHCS

yCIyronojiydJaTeieM B HAIMYHOH U
OesnanmnyHOl (hopMe Hepe3 OaHKHU
BTOpOoro yposHs. Ha momydenue
TOCy/IapCTBEHHON YCIyTM oOIljaTa
MOXET OCYIIECTBISAThCA uepe3

MJIATEXKHBIA LUTI03 "3JEKTPOHHOTO
npasurenseTa” (nanee — [TIIDI).

1) ycnyromarens — ¢ IOHEIEIbHUKA
o nATHULy, ¢ 8.00 1o 17.30 gacoB ¢
nepepsiBoM Ha obex ¢ 13.00 no
14.30 yacoB, KpoMe€ BBIXOJHBIX U
Mpa3IHUYHBIX THEH
TpynoBomy kozmekcy PecmyOmmku
Kazaxctan (mamee — Tpymosoit
KOJIEKC).

COorJjIaCcHO

2) mopTana — KpYriocyTO4dHO, 3a
UCKIIIOUCHUEM
MIEPEPHIBOB B CBS3U C MPOBEICHIEM
PEMOHTHBIX paboT (IpH 0OpalieHUH
YCIIYTOIONyYaTes
OKOHYaHHUs pabodyero BpeMEHH, B
BBIXOJHbIC W Tpa3JAHUYHBIE JHU
cornacHo TpynoBoMy KOJEKCy
npueM 3asiBIGHHS U Bbljaya
pesynbTara OKa3aHWs

TCXHUYCCKUX

II0CJIC



rocyaapcTBEHHOM YCIYTH
OCYILECTBIIACTCS  CICHYHOLIUM
pabounm THEM).

3) VYcmoBue o0OCTyXUBaHUA
ycayrogarenem: ['ocymapcTBeHHas
yCcIyra OKa3bIBaeTCsl B IOPSAKE
ouepean, 0e3 MpeaBAPUTEIbHOMN
3anucu, ©0e3  YCKOpPEHHOTro
obOcnyxxkuBaHug. Appeca MecT
OKa3aHMs FOCYNapCTBEHHOH yCITyTH
pasMemeHs  Ha  IopTale
www.egov.kz

K YCIYTOJaTeio:
JUISL 3KCIEPTU3BI JICKAPCTBEHHBIX
CPEICTB IPU HX TOCYIapCTBEHHOU
PETUCTpAINH U TIePEPETUCTPAIIHN:
1) 3asBlIeHHE Ha TMPOBEICHHC
SKCHEPTU3Bl  JIEKaPCTBEHHOTO
cpenctBa (mamee — 3asBIEHHE) B
3JCKTPOHHOM BHAE IO (opme
COrJIaCHO MpUJIOXKEeHUI | K
HactosmuM [IpaBuam;

2) perucTpalluOHHOE JI0Che B
JNEKTPOHHOM BHUJE B (Qopmare
MEXIDIaTGOPMEHHOTO AIIEKTPOHHOTO
nmokymenra ("pdf" ¢popmar):
nmepedeHb TIOKYMCHTOB,
MPEIOCTABISIEMBIX ISl SKCIIEPTH3HI
npousBoauTeNsAMU  PecrmyGnuku
Kaszaxctan mo ¢opme corjacHo
MNpUI0KEHUIO 13 K HacTOSIUM
[IpaBunam;

nmepeyucHb JIOKYMCHTOB,
MpEeAOCTaBIsIEMBIX B (opmare
OO01ero TeXHMYECKOTO JOKYMEHTA,
mo (opMe COTIAacHO TPHIIOKEHUIO
14 x HactostmuM I1paBunam;

3) cBemeHHUs, TMOJATBEPKIAIOIINE
OIIaTy 3asABUTEIIEM HA PaCUYCTHBIH
CYET roCcyJapCTBEHHOMN 3KCIEPTHOM
OpraHW3aluud  CYMMBI  JUIS
MIPOBEICHUS SKCIICPTU3BL,

4) 00pa3mel IEeKapCTBEHHBIX CPEJICTB
, CTaHZapTHBIe  00pa3Imsl
XUMHYECKUX BEIIECTB, CTAHIAPTHBIC
0o0pasibl OMOJIOTHYECKHUX
JICKApCTBEHHBIX  MPENapaToB,
TECT-IITAMMbl MHKPOOPTaHH3MOB,
KYJBTYPHI KIETOK, B KOJUYECTBAX,
IOCTAaTOYHBIX I TPEXKPaTHBIX
ma00paTOPHBIX HCHBITAHUH C
OCTAaTOYHBIM CPOKOM TOJHOCTH HE
MeHee 9 (meBaTH) MecsueB (3a



UCKJIIOYEHHUEM CiIydaeB, He
TpeOyromux MPOBEACHUS
ma00paTOPHBIX UCIIBITAHUH),a TaKKe
crienu(UIecKkue  peareHTHl,
pacxoaHbie MaTepHuasbl,
IIPUMEHSEMBIE IIPU IPOBEAECHUU
7a00paTOpPHEIX  HWCIBITAaHUU
JIEKapCTBEHHBIX CPEICTB, 00pa3Iibl
JI€KapCTBEHHBIX CpencCTB,
coaepKamue  HapKOTHYECKHE
CpeACTBa, ICUXOTPOIHBIE BEIIECTBA
U MIPEKYPCOPBI, a TaKKe TpeOyroIue
0coOBIX ycioBHIl XpaHeHHsS (
TEMIIEPAaTYPHBIA PEeXHUM, BIAXKHOCTh
) 3asBHUTENb NPEIOCTABISIET B
TeueHne 2 (aBa) paboumx IHEH C
MOMEHTa MOJAaYM  3asBICHUA
HApOYHO 110 aKTy NpueMa-nepeaadn
B UCIBITATENbHYIO J1a00PaTOPHIO
TOCyJapCTBEHHON  SKCIEPTHOU
OpTaHM3aIHH.

Mpu nepeperucTpanuu
JIeKapCTBEHHBIX CpencTB
MpeaoCTaBICHNE 00pasmos,
MPEAYCMOTPEHHBIX  JaHHBIM
MTyHKTOM, He Tpebyercs.

[lepeuenp  mpenocTaBIsIEMbIX
MaTepUalIOB PETUCTPALIMOHHOTO
JIOCbe B 3aBHCHUMOCTH OT BHJA
JIEKapCTBEHHOTO cpencTBa
COOTBETCTBYET NPUIIOKEHHIO 15 K
HacToswuM IIpaBunam.

[Ipu BHeceHun n3MeHeHul tuna IA,
1b, 3HAUNTETBHBIX U3MEHCHUM THIIA
II mpencraBnser 3asBieHUE IO
(dopme coriiacHO MpHIIOKEHUIO | K
HacTosmuMm  IlpaBuinam w
JIOKYMEHTBI COTJIACHO TPHII0KEHHIO
16 k HacTosiuM I1paBunam

Jdns  peructpanmu  LEHE
MIPOU3BOAUTEIISL:

1) mOKyMeHT, MOATBEPIKIAIOIIUIH
IIPaBO 3asBUTENS OCYIIECTBIATH
perucTpalvio MEHbI WM BHCCCHUC
U3MEHEHUH B LCHY NPOU3BOAUTEIIA.

2) s WHOCTPaHHBIX
npousBoguteneir JIC wu ans
3aKa34YMKOB KOHTPaKTHOTO

npoussoacTBa JIC: nHpopMarys Ha
(upmMeHHOM OJIaHKE 3asBUTEI,
3aBEepEeHHAA MOJMHUCHIO
YIIOJIHOMOYEHHOTO JINIA 3asBUTEIS
0 IeHax B pe)epeHTHBIX CTpaHax, B
cilyyae OTCYTCTBHS 1II€H B



pedepeHTHBIX CTpaHaX - B CTPaHE
MIPOU3BOIUTEIIS.

I[lpy BHeECeHMM UH3MEHEHUU B
3apeTUCTPUPOBAHHYIO LeHY
npousBoxutens JIC:

Hns OTEYECTBEHHBIX
IIPOU3BOIUTEINICH:

1) mOKyMeHT, MOATBEPIKIAIONIUI
HpaBO 3asIBUTCIIA OCyH_[eCTBJ'IHTB
perHCTpaumo LICHBbI UJIN BHECCHHUC
M3MCHCHI B IICHY MPOU3BOIUTEIIS;
2) nHdpopmanus c
MOJITBEPKAAIOIIMMHA JTOKyMEHTaMH (
KOHTpPAaKT, JoroBop) o menHax JIC
peann3yeMbIX B APYTUX CTpaHaX 3a
12 mecsimeB, IpemEeCTBYIONINX AaTe
Imoaa4dyu 3asBJICHUA Ha perHCTpaumo
1100 BHECEHHUS H3MEHEHUH B
3apETUCTPUPOBAHHYIO IICHY.

B cnyuae oTcyTCTBHS peanu3aniy B
IpyTHX CTpaHax, 3asBUTEIb
MOJTBEPKAACT OTCYTCTBHUE
peanu3anuy Ha GUPMEHHOM OJIaHKE
3asBUTENS, 3aBEPEHHOM TIOJIIHCEHIO
YIOJIHOMOYECHHOTO JIMIIA 3asBUTEIS;
3) nmus JIC, cpok JnedcTBUA
PETUCTPAIMOHHOTO YIOCTOBEPEHUS
KOTOpPhIX Ha MOMEHT TMOJauyu
3asBIICHUS UCTEK, MPOU3BEICHHBIX
Ha Tepputopun PecmyOnukn
Kazaxctan m0 ucTedeHHS Cpoka
JNIEUCTBUS  PETUCTPALIHOHHOTO
YyIOCTOBEpPEHUS JIC,
MPEJAOCTABIAIOTCS  JTOKYMEHTHI,
MOJITBEPKTAIOIIIE POU3BOJCTBO
JIC.

Jns 3aka3yuKkoB KOHTPAKTHOTO
npousBocTea JIC:

1) MOKyMEHT, MOATBEPKIAIOIIUIH
MpaBO 3asBUTENS OCYIIECTBIATH
PETHCTPALMIO IICHBI WM BHECEHUE
M3MEHEHH B LIEHY [TPOU3BOUTEIIS;
2) uHbopmanus Ha (UPMEHHOM
ONaHKe 3asBUTENSA, 3aBEPCHHAS
MOJITUCHI0 YIIOJTHOMOYCHHOTO JIMIIA
3asBUTENS O I[eHaX B pe)epeHTHBIX
CTpaHaxX, B CJIy4ae OTCYTCTBUS IICH B
pedepeHTHBIX CTpaHax, B CTpaHe
MIPOU3BOTUTEIS,

3) Komus JOATOCPOYHOTO AOTOBOpa
IIOCTAaBKH C 3aKa34YuKoOM
KOHTpakTHOro mpowusBojictsa JIC ¢
nHpopManuei 0 LeHe



npoussoautens JIC, neiicTByromero
HAa MOMEHT IOJIa4y¥l 3asBICHUS Ha
peructpamuio JTU00 BHECEHHUA
W3MEHEHHUH B 3apETUCTPUPOBAHHYIO
LEHY;

4) nmns JIC, cpok pgelcTBUS
PETUCTPAIMOHHOTO YIOCTOBEPEHHS
KOTOpPhIX Ha MOMEHT TMOJauyu
3asBIICHUS] UCTEK, MMPOU3BEICHHBIX
Ha Tepputropuu PecmyOnukn
Kazaxctan m0 ucTedeHHs Cpoka
JNEUCTBUS  PETHCTPAIMOHHOTO
yaocroBepenus JIC, 1511 u3MeHeHHST
3apPETUCTPUPOBAHHON  IICHBI
MPEJAOCTABIAIOTCS  JOKYMCHTHI,
MOITBEPKIAIOIINE POU3BOJCTBO
JIC (xommsa ceprudpuxara o
COOTBETCTBUH IIPOAYKIIUH).

J71s1 ”HOCTpaHHBIX IPOU3BOAUTEINEH:
1) mOKyMeHT, MOATBEPIKIAIOIIUIH
MpaBO 3asBUTENS OCYIIECTBIATH
perucTpanuio MmEHbI WX BHCCHUEC
U3MEHEHUU B LICHY IPOU3BOAUTEILS,
BKJIFOYAsl TpPaBO MPEIOCTABIATH
nHGOpMAaNHIO O IleHaX B
pedepeHTHRIX CTpaHaX M O IeHaX
(haKTHIECKUX BBO3OB,

2) KOIIUAS JOKyMEHTa,
noaTeepxkaatomas neny JIC (komms
HHBOHCa (HakTamHOM),
cyeT-hakTypsl) 3a mocienHue 12
MecsaneB  (Mpu  HaTUYAHU
(dbakTHUeCcKOTO  BBO3a), 3a
UCKITIOUCHUEM CIIy9acB BBO3a Ha
TEPPUTOPHUIO Pecnybnuku
Kaszaxcran JIC Ha OCHOBaHHUSIX,
MPEIyCMOTPEHHBIX MOAMYHKTOM 4)
cratbu 252 Kogekca.

IIpu oTCcyTCTBUH (HaKTHUCCKUX
BBO30OB 3a Mociennue 12 mecsies,
MPETOCTABISIOTCS KOTIAH
MOKYMEHTOB 3a TPEIbIAYyIIHil
nepuon 12 mMecses.

IIpn oTcyTrcTBUM (HaKTHIECKUX
BBO30B 3a YKa3aHHbI NEpHOJ,
3asBUTCIIb MMOATBECPIKIAACT
OTCYTCTBHC BBO3a Ha (DUPMCHHOM
OylaHKe 3asBUTENS, 3aBEPCHHOM
MOJITUCHIO YIIOJTHOMOYCHHOTO JIHIIA
3asIBUTEIIS,

3) xomHs TaMOXXCHHOU ICKIIapamnuu
K JOKYMEHTy, YKa3aHHOMY B
noamyakre 1) myHkta 6 (s
HMHOCTPaHHBIX TPOU3BOIUTENCH);



IlepedyeHb NOKYMEHTOB U CBEICHHUI,
HCTPeOYEMBIX Y yCIYTOIOydaTelst
JUISL OKa3aHUS TOCYIapCTBEHHOW

YCIIyTH

4) xomusl KOHTpaKTa UIH JOTOBOPA O
npuobperenun JIC ¢ 1eHOH,

JIEHCTBYIOIEH Ha MOMEHT IOJayu
3aABJIEHHUS HAa  H3MCHCHHEC
3aperucTpupoBaHHoil neHsl JIC;

5) nna JIC,
PETUCTPAIMOHHOTO YIOCTOBEPEHUS

KOTOpPBIX Ha MOMCHT mOJa4u

CpOK JedcTBUS

3asBJICHUS HMCTEK, BBE3CHHBIX Ha
tepputopun Pecnyonmkn Kazaxcran
JI0 HCTEYCHHS CpOKa JEHCTBUSA
PETUCTPALMOHHOTO yJOCTOBEPEHHS
JIC, npenocTaBisOTCS JOKYMEHTHI,
noaTeepxkaarone o3 JIC: xomus
cepTuduKara  COOTBETCTBUHU
MPOAYKIIUH, KOIHUS TaMOXXEHHOU
JIeKJIapalyu.

JUISL  9KCTIEPTH3BI
W3IETUN NIPU UX TOCYyAApCTBEHHOMN
pETHCTPANX U IEPEPETUCTPALIIH:

MEIMITMHCKUX

1) 3asBIeHHEe Ha TMPOBEICHHE
OKCIICPTU3BI MCAUITUHCKOI'0 U3ACJIHA
B DJIEKTPOHHOHU U OymaxHOH (opme
COTJIACHO MPUJIOXKEHUID 2 K
HacrosmmM [IpaBuiam;

2) J0Che,
coJieprkaliee nepedeHb JOKYMEHTOB
PETHCTPAIIOHHOTO J0ChE  JUIS
9KCTIEPTU3bl MEANUIIMHCKOTO U3JEIIHS
Ha 3JICKTPOHHOM HOCHUTEJE COTJIACHO

perucTpanuoHHOe

MPUIOKEHUIO 29 K HACTOSIIUM
ITpaBunam;

3) cBexmeHus, MOATBEPXKIAIOIINE
oIUIaTy 3asBUTENIEM CYMMBI AJIA
MPOBEICHIS
pacyeTHBI CUET rocydapCTBEHHOU
3KCIEPTHOW OpraHu3aluy;

OKCHCPTU3BI HA

4) 06pa3Iel MEAUIIMHCKOTO H3IENHS,
MoJJIeXKalero  J1abopaTOPHBIM
WCIIBITAaHMSIM, CTaHAAPTHBIE 00pa3LIbI
XUMHUYECKHUX BEIIECTB,
TECT-IITAMMOB MHKpPOOPTaHU3MOB,
KYJIbTYp KJIETOK, Crenu()uvecKux

peareHToB, PACXOIHBIX MAaTEPHAJIOB,

HEOOXOOUMBIX I
BOCIPOU3BOIMMOCTH  METOIUK
nabopaTOpPHBIX  HUCHBITAHUU
MEIUIIMHCKOTO  U3JEIUs B

KOJINYECTBAX, JOCTAaTOYHBIX IS
TPEXKPaTHBIX
OCTaTOYHBIM CPOKOM T'OJHOCTH HE
MeEHee

HCIIBITAHUHA C
MIECTH MECSAILEB C

COOJIFOICHUEM YCIIOBUI XpaHEHUS U
TPAHCIIOPTUPOBKHU, €CIU HHOE HE



MPEAYCMOTPEHO TOKYMEHTaMU IO
Ka4eCcTBY MPOU3BOAUTENSA, B
COOTBETCTBHUH C MPHIOKEHHEM 3 K
HacTosmuM IIpaBunam.

Ilpu »skcnepTtusze H3MEHEHMUI,
BHOCHMBIX B PETHUCTPAIIIOHHOE
JIOChe, 3agBUTENb B TeUEHHUE 2 (IBYX
) MecsleB Mocle YTBEP>KJIEHUS
BHOCHUMBIX U3MEHEHU M
MIPOU3BOIUTEIIEM IOJACT 3asBICHUE
Ha TIPOBEICHHUE JKCIEPTU3HI
MEIMIMHCKOTO H3IeNHus 1o Gopme
COTJIACHO TMPUJIOXKEHUID 2 K
Hactosmum  IIpaBunam. K
3asIBJICHUIO O BHECEHUU M3MEHEHUI
B  PErHCTPAallUOHHOE  J0ChE
MEIUIINHCKOT O H3IeTnsL
NpUJIAraloTca IOKYMEHTH U
MaTepuayibl, HEOOXOJMMBIC IS
BHECEHHMS HW3MEHEHHUM, COIJIacHO
MepevyHi0 BHJAOB H3MEHEHUH,
BHOCUMBIX B PErUCTPALHOHHOE
JIOChe MEIUIIMHCKOTO HW3JICTHSI B
MepUuona NeWCTBUS
PETHUCTPAIIMOHHOTO yIOCTOBEPEHHS
cornacHo mpuioxeHuio 30 K
HactosmuM [IpaBunam.

Ilpu perucrpauuu, BHECEHHUS
W3MEHEHUS B LIEHY MPOU3BOAUTENS
Ha U3JeNus MEJUIMHCKOTO
Ha3HAYCHHUS] WIH MEIUIIMHCKOE
u3enue IS TUATHOCTHKW BHE
KUBOro opranusma (in vitro),
MPOU3BOJAUMBIE HA TEPPUTOPUU
Pecny6nuku Kazaxcran B pamkax
JIOJITCOCPOYHBIX JIOTOBOPOB MOCTAaBKHU
, 3aKIIYCHHBIX C EauHBIM
TUCTPHOBIOTOPOM:

1) MOKYyMEHT, MOATBEP KIAIOIIUI
MpaBO 3asBUTENS OCYIIECTBIATH
PETHUCTPALIMIO IICHBI WM BHECEHUE
HU3MEHEHH B LIEHY [TPOU3BOUTEIIS;
2) 3asBieHue 1Mo (opMme, COTIACHO
MPUIIOKEHUI0O 2 K HACTOAIIUM
ITpaBunam.

B caywyae BB03a HWMH Ha
TEPPUTOPUIO PecmyOnuku
KazaxcTan mocme perucrpanuu
neasl Ha MMH, 3asgButens B
TeuyeHue 60  (mecThuecHrT)
KaJICHOapHBIX }:[Heﬁ CO OHS BBO3a B
0053aTeIbHOM TMOPSJIKE BHOCUT
H3MEHEHUE B paHee
3apeTUCTPUPOBAHHYIO  ILCHY



MIPOMU3BOJIUTENS C TIPEIOCTABICHUEM
CJICAYIONINX IOKYMEHTOB:

Hdns OTEYEeCTBEHHBIX
MIPOU3BOANTEICH!

1) MOKyMEHT, IMOATBEPKIAIOIIUH
MIPaBO 3asBUTENS OCYIIECTBIATH
PETUCTPALNIO LIEHBI WM BHECEHHE
U3MEHEHUS paHee
3apEeTHUCTPUPOBAHHONH  IEHBHI
npousBoautens B pamkax I'OBMII u
() B cucreme OCMC;

2) undopmanus o (HaKTHIECKOH
IIeHE TIOCTABKH C YKa3aHUEM CCBUIKH
Ha BeO- mopTtan 3akynok ExmHOTO
nucTpubbOTOpA, c
npenocTaBlieHHEM
MOJTBEPKAAIONINX JTOKYMEHTOB (
MIPOTOKOJ, JIOTOBOP 3aKyma u (Win)
JIOTOBOP IIOCTABKH) MOCIIEIHETr0
3aKyma 3a 12 (ZBeHaaaTh) MecsIes,
MPEIIECTBYIOMUX JAaTe IMOoAadu
3asBJICHUS,

3) uadopmarus o (aKTHIESCKOU
LIEHE MTOCTaBKH C YKa3aHUEM CCBUIKH
Ha BeO- MOpTaj rocyJapCTBEHHBIX
3aKyNOK, C TpEeAoCTaBICHUEM
MOJATBEPXKAAIOMINX JTOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKymna U (WIIH)
JIOTOBOP TOCTAaBKH) MOCIEIHETr0
3aKyna 3a 12 (IBeHaaaTh) MECSIICB,
MPEJUISCTBYIOIUX JAaTe IMoAadu
3asIBIICHMSI.

B ciyuae orcyTcTBHs akTHUECKUX
MIOCTABOK ITOCIIETHETO 3aKyTa 3a 12 (

JIBEHAOATH) MECSHIEB,
MPEAMIECTBYIONNX JaTe IOoJadn
3asIBJIECHUS, 3asIBUTEID

MOATBEPXKAAET OTCYTCTBHUE
(haKTHYECKUX ITOCTABOK MOCIIEIHETO
3akyna Ha (upMEeHHOM OaHKe
3asBUTENS, 3aBEPEHHOM MO/ITHUCHIO
YIIOJIHOMOYEHHOT'O JIUIIA 3asBUTEIISL.
4) wmHbOpMamms o (QakTHUSCKH
MOHECCHHBIX pPacxoJax Ha OLECHKY
kadectBa B pamkax ['OBMII u (uin)
cucreme OCMC Ha ¢upMeHHOM
OJlaHKe 3asBUTENs, 3aBEPEHHOM
MOJITUCHIO YIIOJIHOMOYEHHOT'O JINIIA,
mo (opMe COrJIaCHO MPUI0KEHHUIO
39 x Hacrosmum [IpaBumam;

5) HHpOpMAN U c
MOJITBEPIKAAIOIIUMHE JOKYMEHTaMH (
KOHTpakT, WHBOIC) o nmenax UMH
peanu3yeMbIX B JIpyTUX CTpaHax 3a



12 (mBeHaguathp) MeCHIEB,
MPEJIISCTBYIOIUX JAaTe IoAadu
3asBICHUS Ha PETHUCTPALUIO JTHOO
BHECEHHS H3MEHEHHS B paHee
3aperucTpPOBAHHYIO LEeHY
npoussourenss UMH.

B cayuae orcyTcTBHS peanu3anuu B
JIpYTUX CTpaHax, 3asBUTEIb
MOATBEPXKAAET OTCYTCTBHUE
peanu3anuy Ha GUPMEHHOM OJIaHKE
3asBUTEIS, 3aBEPEHHOM ITOJIIHCHIO
YIIOJIHOMOYEHHOT'O JINLIA 3asIBUTEIIS;
J71s1 ”HOCTpaHHBIX IPOU3BOAUTEINEH:
1) amocTunHMpoBaHHAS WA
JIETAJIN30BAHHAsT JI0BEPEHHOCTh OT
3aB0JIa-NIPOU3BOIUTEINS,
TIOJTBEPIKIAIOIIAS TIPABO 3asBUTEIIS
OCYIIECTBIIATH PETUCTPALNIO LIEHBI
WIN BHECEHHs W3MEHEHHS B paHee
3aperucTPOBAHHYIO LEHY
npousBoautens B pamkax I'OBMII u
(unmu) B cucreme OCMC c
YKa3aHUEM CpOKa JIeHUCTBUS
JIOKyMEHTa (HOTApMaIBHO
3aBepeHHAs KOIHs);

2) KONHUS  JOKYMEHTOB,
moaTBepxkaromux 1eny MMH (
KOITMH WHBOWCOB (HAKIAIHON),
cuer-hakTypsl, 3a mocueanue 12 (
JIBEHAIaTh) MecAIeB (MIPH HATUYUN
(akTHYECKHX MOCTaBOK), C
yKazaHueM (aKTUUECKOW ICHBI
TIOCTABKH, 32 UCKIIIOYEHHEM CITyJacB
BBO3a Ha OCHOBAHMUAX,
MPEIyCMOTPEHHBIX MOAITYHKTOM 4)
crathu 252 Kogekca;

3) KOIMs TaMOKEHHOH JeKJIapariu
K JOKYMEHTY, YKa3aHHOMY B
noAnyHkTe 2) myHkta 173 (ang
MHOCTPaHHBIX NPOU3BOUTEINEH);
[Ipu otcyrcTBUM (AaKTUYECKUX
MIOCTaBOK 3a YKa3aHHBIH IEpHOI,
3asBUTEIb MOATBEPKIACT
OTCYTCTBHE BBO3a Ha (PMPMEHHOM
OJlaHKE 3asABUTENS, 3aBEPEHHOM
MOJIITKCHIO YIIOJTHOMOYEHHOT'O JIMIIA
3asIBUTEIISL.

Kpome Toro, rocynapcrBeHHas
JKCIIepTHAsl OpraHu3anus IpH
aHaJW3€ HCIIOJB3YEeT KOIMHH
MHBOWCOB  (HAKIQJTHBIX) WU
cueT-(hakTyp, IPEAOCTaBICHHBIX IS
MIPOXOXKJEHHUST OICHKH KauecTBa
JICKAapCTBCHHBIX CpCaAcCTB u



MEIUITUHCKUX HU3JICTUH,
3apeTUCTPUPOBAHHEIX B PecmyOmmke
Kazaxcram;

4) KoTMsl KOHTPAKTa MM IOTOBOPA O
npuobperennun IMH ot 3aBona
npousBoAuTeNs (HOTapHaIbHO
3aBepeHHas KOMHA);

5) unbopmanus o (PaKTUYSCKON
LIEHEe MTOCTaBKH C YKa3aHUEM CCBUIKH
Ha BeO- mopran 3akynok EmuHoro
IUcTpuOBIOTOpA, c
MpPEeIOCTaBICHUEM
MOATBEPKAAIOMNX JTOKYMEHTOB (
MIPOTOKOJI, JJOTOBOP 3aKyma U (Uin)
JIOTOBOp TOCTaBKM) TMOCIETHEr0
3aKyna 3a 12 (IBeHaaaTh) MecsIIeB,
MPEANISCTBYIONMMX JaTe IOoAaud
3asIBIICHUS,

6) mHpOpMamusa o ¢aKTHUECKOU
I[eHE TIOCTABKH C YKa3aHUEM CCBHUIKH
Ha BeO- mOpTall TOCYIapCTBEHHBIX
3aKylOK, C TPeJoCTaBlICHUEM
MOATBEPKAAONINX JOKYMEHTOB (
MIPOTOKOJ, JIOTOBOP 3aKyma U (W)
JIOTOBOP TIOCTAaBKH) MOCIEIHETr0
3akyma 3a 12 (1BeHaAIaTh) MECSAIICB,
MPEeAMIECTBYIONNX JaTe IoAadn
3asIBIICHHUS.

Ilepeuensb JIOKYMEHTOB,
HEOOXOJUMBIX ISl PETUCTpPAIHH,
BHECCHHE H3MEHEHHS B ILEHY
MPOU3BOANUTEIS] MEAHIIMHCKOTO
W3IeNUsl Uil TUAarHOCTHKH BHE
JKMBOTO opraHuzma (in vitro),
MPOU3BOANMEBIE Ha TEPPUTOPUU
Pecy6nukn Kazaxcran B pamkax
JIOJTOCPOYHBIX JIOTOBOPOB IMOCTABKU
, 3aKJIYCHHBIX C EJWHBIM
JIUCTPUOBIOTOPOM pETrJIaMeHTHPOBaH
npuiioxenueM 40 HacTOSMIHUX
IIpaBui.

Hdns bopMupoBaHHUI
Kazaxcranckoro HammoHaIBHOTO
JIeKapCTBEHHOro  (opmyssipa
MPENOCTABISIOTCS  CIEAYIOIIHe
JIOKyMEHTBI:

1) 3asBIeHUE  COTJIACHO
NPUWIOKEHHIO | K HACTOAMUM
IIpaBunawm;

2) pmochbe, COCTaBJICHHOE B
COOTBETCTBHH C TpeOOBaHUAMY,
MIPEeIyCMOTPEHHBIMA B TIPHUIIOKCHUN
42 x macrosmmM [IpaBumam;



10

11

OcHoBaHUS Ul OTKa3a B OKa3aHUH
rocy1apCcTBEHHOMH yCIyTH,
YCTaHOBJICHHBIC 3aKOHOJATEIbCTBOM
Pecny6imku Kazaxcran

WHble TpeOOBaHUS C YyueTOM
ocobeHHOCTEH oKa3zaHusi
rOCyIapCTBEHHOM yCIIyTH

3) matepuainsl (cTaTbu, pe3roMe, U3
HAYYHBIX W  MEIUIIMHCKUX
MyOMMKaIuii), MOATBEPKAAIONIUE
CBEIICHHS, COJCpIXKAIIUECS B JJOCHE
Ha S3bIKE OPUTHHAJIA B BUE MTOTHBIX
TEKCTOB, B TIEPEBOJIE Ha Ka3aXCKHi
UJIU PYCCKHM S3BIK.

1) ycTaHOBIEHHE HETOCTOBEPHOCTH
JIOKYMEHTOB, TPEICTABICHHBIX
YCIIYTOIOIy4YaTeNneM [UIsl OTyUEeHUS
TOCyapCTBEHHOM yCIyTH, U (WIIH)
JIaHHBIX (CBENIEHUH), COMeP KAIUXCS
B HHX;

2) HECOOTBETCTBUE
ycayronosydatenss H - (WIH)
MPEJCTaBICHHBIX MaTepHaloB,
00BEKTOB, TaHHBIX M CBEICHUI,
HEOOXOAMMBIX IS OKa3aHHs
rocyJapCTBEHHOU YCIIyTH,
TpeboBaHusM [IpaBuin mpoBeneHus
9KCIEPTHU3Bl  JIEKAPCTBEHHBIX
CPE/CTB U MEJMIIMHCKUX U3/EINH;
3) B OTHOULIEHUH YCIIYTOIOIyYaTes
MMEETCS] BCTYINUBIIEE B 3aKOHHYIO
CUIly pemieHue (IIPUroBOp) cynaa o
3aNpeIleHN JIEeATEIbHOCTH HWIN
OTACIBHBIX BHAOB JACATCIBHOCTH,
TpeOyrouiux MOJIy4eHUS
ONpPEJENIEHHON TOCYyJapCTBEHHOMN
YCIIYTH;

4) B OTHOLIEHUH YCIYTONOIyYaTes
MMEETCS] BCTYINUBIIEE B 3aKOHHYIO
CHITy peIlleHHe Cy/la, HA OCHOBaHHU
KOTOPOT'0 YCIYrONOJIy4aTeNb JIUIICH
CHEIMAaJIbHOTO MpaBa, CBSI3aHHOTO C
MOJIydeHHEM TOCYNapCTBEHHOMN
YCIIYTH.

[MorHOMOUYHS  TpeACTaBHUTENS

yciyromnonyJaresns oQopMIIIOTCs B
COOTBETCTBHH C TpakIaHCKUM
3aKOHOJATEIBCTBOM PecmyOnuku
Kazaxctan. Jns mosydyeHus

TOCYIJapCTBCHHOW YCIYTH Yepe3
mopTai Heobxoammo Hammaue DI
YcayromonydaTenab — MOJydaeT

MH(OPMAIIHIO O MOPSAKE U CTaTyce
OKa3aHMs TOCYJAapCTBEHHOHN YyCIyrH
B pEXHUME YNaJeHHOTO J0CTymHa
MOCPEAICTBOM "IIMYHOTO KaOwHeTa"
WHQOPMAIMOHHOW  CHCTEMBI

yCIIyrogaTens, a TakXKe €JUHOTO
KOHTaKT-I[EHTpa M0 BOMIpOCaMm
OKa3aHHs TOCYAapCTBEHHBIX YCIYT.



VYenyrogarens npu HEOOXOAMMOCTH
3alpallnBaeT y yCIyronoiayJaTels
Pa3bsCHEHUS WIH YTOYHEHHUS MO
KOHKPETHBIM TIOJIOXKCHHUSIM B
MPEIOCTABIEHHBIX IOKYMEHTaX H
MaTepHuajax PerucTparuoHHOIO
Jocbe. ENUHBIN KOHTaKT-LEHTpP MO
BONpoOcCaM OKa3aHU4
rocyJapCTBEHHBIX ycnyr: 1414
IIpunoxenue 4 x IlpaBunam
perucTpaIyy JIeKapCTBEHHbIX
CPEACTB N MEAWLIMHCKUX U3AENnil
10 TIPUHIUIY "eANHOTO OKHA"

®opma 1
I'ep6 Pecmy6immxu Kazaxcran
MunucTepcTBO 3apaBooxpaHeHus Pecmy6mmku Kazaxcran

Peructpanmonnoe ygocroBeperue PK-JIC - Ne
B cootBetcTBUM ¢ Kogekcom Pecnyonuku Kazaxcran "O 310poBbhe Haposia U CUCTEME
3IpABOOXPAHEHHUS HACTOSIIEE YIOCTOBEPEHNE BBIAAHO:

| HaumeHoBaHue JepxKaTens
' PETUCTPALMOHHOTO YIOCTOBEPEHUS

Crtpana IepKaTens
PETHCTPALIIOHHOTO YIOCTOBEPEHUS

B TOM, YTO JIEKAPCTBEHHOE CPEACTBO 3aPErUCTPUPOBAHO U PA3PELIECHO K IPUMEHEHUIO B
MEAMIIMHCKON PaKTHKE Ha TeppuTopuu Pecmybnuku Kazaxcran
Nupopmanius o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM CPEJICTBE

TOpFOBOC HAauMCHOBAHUC

3.
JIEKapCTBEHHOTO CPE/ICTBA
Hns OTE€YECTBEHHBIX

4. NIpoOU3BOAUTENEH TOpProBoe
HaUMEHOBaHME AJIS KCIIOpTa

s MesknyHapoiHOE HENaTEHTOBAHHOE

' HauMeHOBaHHME (TIPH HATUYIHH)

6. JlexapcTBennas popma

7. Jo3upoBka

8. ®dacoBka
K o 1

9. aHaTOMO—TEPANCBTUIECKO-XUMHUUEC
Koii Ki1accudukanum

10. CocTaB aKTUBHBIX BEIIECTB

11. Cpok xpaHeHHUs

12 [opsnok otmycka (o perenry, 6e3

peterira)

HNudopmarust o mpon3BouTeNe JEKAPCTBEHHOTO CpecTBa™



No Tun opranmsanuum wim HaumeHnoBaHwue Crpana
Y4YacTOK ITPOU3BOCTBA OpraHM3aIiN

1. IIpousBonurens

1.1 IIpeanpusTie-ynakoBIIUK

1.1.1 TepBUYHAS

1.1.2 BTOpUYHAas
I[IpousBonurens,

1.2 OCYIIECTBISIONAH

KOHTPOJIb Ka4Y€CTBA

[IpousBonurens,
1.3 OTBETCTBEHHBIN 32 BBITYCK
cepuii

[Ipumeuanue:

* UndopManus 0 IpoU3BOIUTENE JIEKAPCTBEHHOTO CPEACTBA 3AMOJIHIETCS HA KaXAyIO
POU3BOACTBEHHYIO IUIOIIAJIKY.

JlaTa rocyapCcTBEHHOM peructpanuu (rnepeperucrpamuu) "' 2 20 roga Ne
___ pelieHus.

HeiicTBuTenbHO 10 " " 20 rojga wnu "beccpouHo” (Hy)KHOE yKa3aTh).

JlaTta BHeCeHHUs U3MEHEHU " " 20 roga Ne pelICHUS.

®.1N.0 (mpu ero HalW4YWH) PYKOBOJMTENS] TOCYJAapCTBEHHOTO oOpraHa (MM
YIOJIHOMOYEHHOE JIMIIO)

®opma 2
I'ep6 Pecy6immxu Kazaxcran
MunncrepcTBO 3apaBooxpanenusa Pecy6imku Kazaxcran

PerncrpanrorHOe yaOCTOBEpEHHE (BEIOpaTh HY>KHOE M OTMETHUTH OHMH U3 HHX):
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

(HaMMEHOBaHUE METUIIMHCKOTO U3CIIHS)

(k1acc 0€30MacCHOCTH B 3aBUCUMOCTH OT MOTEHIUATLHOTO PUCKA TPUMEHEHUS)
3aperucTpUpOBaHa (3aperuCTPUPOBAHO) U pa3pelieHa (pa3pemieHo) K TPUMEHEHHUIO
B MEJUIIMHCKOM MpaKkTUuKe Ha Tepputopuu Pecryonuku Kazaxcran.

[TepedeHb pacXoIHBIX MAaTEPUATOB U KOMIUIEKTYIOIINUX K METUITUHCKOMY U3/IETHIO
B MIPWJIOKEHUU K JAHHOMY PETUCTPAIMOHHOMY yJIOCTOBEPEHHIO coriiacHo (opme 3
(YKa3aTh KOJTMYECTBO JIUCTOB).

JlaTa rocy1apCTBEHHOM peructpanuu (epeperucTpaiun).

o 20 roaa Ne pELICHMUS.
HeiicTBuTenbHO 10 " " 20 roga wim "beccpouHo" (Hy)KHOE yKa3aTh).
Jlata BHEeceHHUsI n3MEHEeHUH " " 20 roga Ne pelieHust

®.1.0O (ipu ero HaTu4YuM) pyKOBOJUTEISI TOCYAAPCTBEHHOI'O OpraHa
(WK YyIIOJTHOMOYEHHOE JIULIO

®opma 3
MunucrepcTBo 3apaBooxpanenus Pecyonuku Kazaxcran
[Ipunoxenue K perucTpaluoOHHOMY yJI0CTOBEPEHHIO (BBIOpATh HY>)KHOE U OTMETHTh OJUH
U3 HUX):
PK MU (MMH) —

[ ]

PK MU (MT) —

[ ]



PK MU (in vitro) —

[]

[IepedyeHb COCTaBHBIX YAaCTEW MEAULIMHCKOTO U3IETUS

Hanmenosanus moaenu (Mogudukarmn) MU

HanmenoBanne Mopgens
Bun cocraBHBIX

Ne o COCTaBHBIX COCTAaBHBEIX
qacTcu o o
JacTCH qacTCHu

IIpousBoaurens Crpana

®.N.0 (mpu ero HaIU4YMUM) PYKOBOJIMUTEINS TOCYJApCTBEHHOTO oOpraHa (HWiu

YIOJIHOMOYEHHOE JIUIIO)

_Toja

IIpunoxenue 5 x IlpaBunam
pETUCTpAIiH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNUi
10 IpUHIUMY "€AUHOro OKHa"

20

3aKmodeHre O 3apETHCTPHPOBAHHOM IEHE WIH NEPEPEerHCTPUPOBAHHON IEHE B pPaMKax

I'OBMII u (wm) B cucreme OCMC
1. 3asgBuTEIb:
1.1. [IpousBoauTtens
HanmeHoBaHue 10pUIMYECKOrO JULA
Crpana
IOpunngeckuii anpec

dakT4ecKui agpec

Tenedpon
®dakc
e-mail
[Ipu Hanuuuu
JomxHOCTB
KonraxtHoe numo Temedon
®dakc
e-mail

Hamnuune B Pecnybnuke Kazaxctan crpykTypHOro mnoapasaeneHus (
I0pUANYECKOE JIUIIO, (hriInal 1 Ipoyne)

1.2. Bnagenenu u (Win) AepkaTeiab pErUCTPALMOHHOTO YI0CTOBEPEHUS

HasBanue ropuanueckoro iuua

Crpana



IOpunnueckuii anpec

dakTu4ecKuil agpec

Tenedon

®dakc

e-mail

PykoBoaurens (Tipy HAJTIIUH)
IIpu Hanuuuu
JomxHOCTh

KonraxTHOE 1HI1I0 Tenedon
dakc
e-mail

Hanuuue B PecnmyOmuke Kasaxcran cTpykTypHOro mnompasieneHus (
IOpUIMYECKOe JINIO, (punnan u npoyne)

1.3. JloBepeHHOE JUII0
Ha3zanue (npu Haauuum)
Crpana
IOpunnueckuii agpec
dakTuyeckuil agpec
Tenedon
daxc
e-mail
PykoBoaurens (py HaIN4NM)
Ne noeepenHocTu
JlaHHBIE O TOBEPEHHOCTHU Jara BbIjaun
Cpoxk nericTBus
2. Uadopmarnus o JIC:
1. Haumenosanue JIC

2. HoMep perucTpaiiioHHOT0 yA0CTOBEPEHUS, JlaTa BblJaun

3. JlexapcTtBenHas hopma

4. Konu4ecTBO B TOTPEOUTEIIHLCKON yITAaKOBKE

5. O6pem

6. Konuenrpanus

7. J1o3upoBKa
* TIpn KOHBEpTAIlUM WHOCTPAHHOM BaJIOTHI IIEH B 3asBJICHUH, a TAK)KE B JIOKYMEHTAX,

MOJATBEPXKAAIOMMNX (PAKTUYECKYIO I[EHY IOCTABOK, KOMHUSAX HWHBOMcCa (HaKIagHOW) WU
c4eT-(haKTyphl, a TAK)KE B KOHTPAKTE WM JI0roBope o nmpuodpereHnu JIC B HAIMOHATIBHYIO
BamoTy PecriyOnuku Kazaxcran ncnoias3yroTes opuiimaabHble KypCehl HHOCTPAHHBIX BAJIIOT B
CpeTHEM 3a MECHIl, MPEANMISCTBYIONIUN TMojade 3asBiIeHUS (CPEeIHUM OOMEHHBIM KYypC)
Hammonansaoro banka Pecny6nuku Kazaxcran.



B cnydae oTcyTcTBHS OpHUIMATIBHOIO Kypca BajlOT B IEpeYHE MHOCTPAHHBIX BaJIoT,
yTBEpKJIeHHOM nocTaHoBiieHueM [IpaBnenus HaunonansHoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBIeHHUS O0QHUITHAIBHOTO
Kypca HanuoHalbHOM BamoThl PecnyOnuku Kazaxcran k WMHOCTpaHHBIM BaitoTaM" (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpalii HOpPMaTUBHBIX IPABOBBIX aKTOB
nox Ne 7977), unpopmanuss o 1eHEe B peepeHTHBIX CTpaHax IMOJaeTcs B JoJIapax
Coennnennbix llltaToB AMEpPHKH COTJIACHO pacyeTHOMY KypcCy oIlepauui 3a
NpPEIIECTBYIOLIUI MECSIL, TPEIOCTABIEHHBIX Ka3HauencTBoM Opranuzauuu OO0beInHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

3apeructpupoBanHas a1u60 nepepeructpupoBannas nena vHa TH JIC B pamkax '[OBMII u
(unn) B cucteme OCMC cocraBisieT TEHT€ 32 OJIHY €AMHUILY U3MEPEHHUS
CHELUATUCT CTPYKTYPHOI'O MOAPa3IeIECHUs

noanuck O.N.O. (mpu HATUYKNN)
PYKOBOJUTEINb CTPYKTYPHOTO TOJIpa3IeieHUs

noanuce G.N.O. (mpu HATUYKNN)

[punoxenne 6 x [IpaBuram
perucTpaIyy JIeKapCTBEHHbBIX
CPEICTB U MEIUIIMHCKUX U3ICITUI
M0 MPUHIUIMY "eINHOro OKHA"

®opma

3axmodeHre O PErHCTPALiH, BHECCHHA H3MEHEHHS B IICHY IIPOU3BOIUTENI Ha TOPTOBOE
HAaNMEHOBAHNE ¥ TEXHAYECKYIO XapaKTEPUCTHKY BBO3HMEIX/IIPOM3BOIMMEIX H3/IEIHi
MEIUIAHCKOro Ha3HAYEeHH I, IOJaHHBIX B paMKaX rapaHTHPOBAHHOTO 00beMa GecIuiaTHOM
MEIUIUHCKOH IOMOINY U (WIH) B CHCTEME 005A3aTEIbHOTO COIHAIEHOTO MEUIIMHCKOTO
CTPaxOBaHUS

1. 3asBUTEIIb:

1.1. ITIpou3BoauTens
HaumenoBanue IOPUANYICCKOTO JIMIIa
Crpana
IOpunngecknii anpec

dakTUUeCcKui agpec

Tenedon
®daxc
e-mail
IIpu Hanuuum
JomkHOCTB
KonraxTHOE nHI1I0 Tenedon

daxkc



e-mail

Hamnune B PecnyOmuke Kazaxcran crpykrypHoro mnojpaszaeieHus (
I0pUANYECKOE JINIIO, (hrIna 1 Ipovne)

1.2. Bnanenenu u (unm) aepkareiib pErucTpaluOHHOTO YAOCTOBEPEHUS

Ha3zBanue 1opuan4eckoro auna

Crpana

IOpunnaeckuii agpec

dakTuyecKkuil aapec

Tenedon

daxc

e-mail

PykoBoaurens (pu HaTHYUH)
[Ipu Hanuuuu
JlomxHOCTh

KonraktHOoe muio Temedon
Daxc
e-mail

Hammune B Pecriybnmke Kazaxcran
CTPYKTYpPHOTO TmojpazaeneHus (
IOpUANYEeCKOe JHIO, (umuan u
npoyre)

1.3. JloBepeHHOE JUII0
Hasganwe (npu Ham4nm)
Crpana
IOpuanueckuii agpec
dakTuyeckuil agpec
Tenedon
daxc
e-mail
PykxoBoaurens (Ipy HAIUYNK)
Ne noeepeHHoCTH
JlaHHbBIE O JOBEPEHHOCTH Jara BbIjaum
Cpoxk nericTBus
2. Uadopmarus 06 uznenuu MeIUIIMHCKOT0 Ha3HaueHus (nanee - UMH):
1. Toprooe nHaumenosanne UMH

2. Homep peructpalliOHHOIO YOCTOBEPEHUS, 1aTa BblJauu (IpU HATUYHH)

3. BapuaHT ucCnojgHeHus

4. CocTaBisronye 0JHOU eTUHUITBI U3MEPEHUSI

5. Kimacc 6e3omacaoctu




3apeFI/ICTpI/Ip0BaHHa$I HJIM UI3BMCHCHHASA IICHA Ha TOProBOC HAMMCHOBAHNC U TCXHUYCCKYTO
XapaKTCPUCTUKY U3ACINA MCAUIMHCKOIO Ha3HA4YCHHA B Pa3MCpe TCHI'C 3a OAHY
CANHHILY U3MCPCHUA

CIICOUAIMCT CTPYKTYPHOI'O IIOApa3aACICHNA

MOJIITUCH ®UO (ripu ero HaIUYWHN)
PYKOBOJUTENb CTPYKTYPHOTO NOAPA3ACICHUS

MOJIHUCH ®UO (ripu ero HAJIUYWHN)
*CBEIEHHSI O PETHCTPAIIMOHHOM YyJIOCTOBEPEHUHM, 3AMOITHSIIOTCS 3asSBUTENIEM TP €ro

HaJIn4nuu
IIpunoxenue 7 x IlpaBunam
PpEerUCTpaIy JeKapCTBEHHBIX
CPE/CTB U MEIMIIUHCKUX U3/IENni
10 NpUHUUNY "eINHOro OKHA"
dopma
YT1Bepxaaro
(TOMKHOCTB)

®UO (npu ero HaTU4KH)

(moamucs)

(mara)

3akir09eHNe O PEerHCTPAI, BHECEHHSI H3MEHEHHS B IEHY TIPOU3BOUTEIIS MEAUIIMHCKOTO
H3JIeJAA [UIA JUATHOCTHKH BHE XKUBOr'0 opraausma (in vitro), IpoH3BOAMMBIE HA TEPPATOPUHA
PecmyOmixu KazaxcTaH B paMKax JOITOCPOYHBIX JOI'OBOPOB IIOCTaBKH, 3aKII0YCHHBIX ¢ EMHBIM
JUCTPHOBIOTOPOM

OcHoBanue T perucTpanu, BHECCHUA U3MCHCHUA B
HCHY NPOU3BOAUTEIISI MEAUIITUHCKOT'O U3ACITUA

I[aTa perucTpanuun 3adBKU

Ceenenus o 3asgButene (Haumenomanme,
opraHu3alnroHHO-TIpaBoBasi ¢opma 3asBurens, bUH,
®UO. (mpu ero HaIUUMHU) PYKOBOAMTENS (WM JIMIIO,
HCTIOJTHSIIOIIEE eT0 00s3aHHOCTH)

[Ipenmer aHanu3a LeH (HauMMEHOBAaHUE, MOJEIb,
MIPOU3BOIUTENH)

PerucrpannonHoe ymocToBepeHHe (HOMEp, CpPOKH
neiicTBus) (TP HATUIWN)

Cpok aeicTBUS 3aKTIOUECHUS



3aKJIFOYEHHE O PErucTpallii, BHECEHUS HU3MEHEHHS B II€HY MPOU3BOJUTENSA
MEUITUHCKOTO U3JICTUST MEIUIIMHCKOTO MU3/ACUS I TUarHOCTUKY BHE KUBOTO OpraHu3Ma (
in vitro), mpou3BoauMbIe Ha Tepputopuu Pecmybnuku Kazaxcran B pamMkax JOJITOCPOYHBIX
JIOTOBOPOB TIOCTaBKH, 3aKJIIFOYCHHBIX ¢ EIUHBIM AUCTPHOBIOTOPOM COCTOUT W3 BBOIHOM,
MCCIIEI0BATEILCKON YaCTH M 3aKITIOUCHUS.

B uccrenoBarenbCkoil YacTH 3aKIIOUEHHUS JKCIEpPTa U3Jaraercs BeCh MPOIIECC
WCCIICIOBAHUSI W €T0 Pe3yJIbTaThl, JAETCI OOOCHOBAHWE YCTAHOBJIECHHBIM (HaKTHUECKUM
JAHHBIM U 00CTOSATEIHCTBAM.

3aKTI0UCHHE COJICPKUT MPUIOKECHUE B BHUJIC TAOJUIIBI C yKa3aHUEM PEKOMEHIYEeMOU
CTOMMOCTH TIPEIMETA SKCTIEPTU3HI B pPa3pe3e KOMIUIEKTYIOIINX.

3aKIrOUYCHHE:

[lena maHHOW KOMIUICKTAIMA MEIUIIMHCKOTO M3JEIHS sl THATHOCTUKU BHE JKUBOTO
opranusma (in vitro), mpou3BoauMbie Ha Tepputopuu PecnyOiauku Kazaxcran B pamkax
JOJITOCPOYHBIX JOTOBOPOB IOCTaBKH, 3aKIIOYECHHBIX ¢ EIWHBIM JUCTpUOBIOTOPOM
COCTaBJISIET TEHTE 32 OJIHY €IUHUILY U3MEPEHUS.

DKcrnepT

(moanuck) UO (ipu ero HaTU4IUN)
PYKOBOJUTENb CTPYKTYPHOTO NOAPA3ACICHUS

(moamuch) ®UO (npu ero HaTUIKH )
*CBEICHHsI O PETUCTPAITMOHHOM yJAOCTOBEPEHUH, J1aTa PETUCTPAINH U JaT€ UCTCUCHUS
3aMoOJHSIOTCS 3asBUTENIEM TP €T0 HATUYUHU

[punoxenne 8 x [IpaBmmam
peruCTpanyy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3EITUI
10 MPUHIUMY "eINHOr0 OKHA"

3axmodeHre NpoBEpKH 0POPMIICHHAS 3asiBICHHUA H A0CHE I BKIIFOYCHHAS JIEKaPCTBEHHOTO
cpencrBa B Kazaxcranckuii HallMOHAJIBHBIN JIEKAPCTBEHHEIH (HOPMYIIIp

1. Uudopmanus o 3asBUTEE:

1) HauMeHOBaHKE OpraHU3AIINH;

2) ®.1.0. (npu HaMM4YUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;

MECTO HaXOXKJICHUS OpraHu3aIuu-3asBUTeNs (IOpUandecKuil aapec, hakTHIeCKuil apec);
3) BUH, GaHKOBCKHE PEKBU3UTHI;

4) nomep tenedona u (win) dakca;

5) e-mail.

2. JlaHHbI€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):

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) moKazaHus K MPUMEHEHHUIO COTJIACHO WHCTPYKIIUU 10 MPUMEHEHUIO JIEKAPCTBEHHOTO
CpEICTBa;
9) criocob mpUMeHEHUS.
3. 3axiroueHue mo pe3ynbTaraM MPOBEPKH HA MOJHOTY M MPABUIBHOCTH O0OPMIICHUS
NPEICTaBIICHHBIX TJOKYMEHTOB:
1) otieHKa MOMHOTHI MIPEICTABICHHBIX JOKYMEHTOB U MaTEPHUaJIOB;
2) onieHka oopMIICHHUS 3asBJICHUS U TPEJICTABIICHHBIX MaTEPUAJIOB;
3) olleHKa PEeICTaBIICHUs CBEICHUI COTTIaCHO MYHKTY 4 HacTosiux [IpaBun;
4) cOOTBETCTBUE MEX]y 3asBJCHHEM M MaTepuajlaMd Ha OyMa)KHOM HOCUTEJE U B
AIIEKTPOHHOM BU/IE.
4. 3amedanus

IIpunoxenue 9 x IpaBunam
peTHCTpaIH JIEKapCTBEHHBIX
CPEACTB U MEIANILMHCKUX U3/ENnil
M0 MPUHITUIY "eTNHOTO OKHA"

Pemenwre 00 0TKa3€ B roCyIapCTBEHHOM PErUCTPAIMH, IEPEPETHCTPAIIUY JIEKAPCTBEHHOTO
CPeICTBa WIH MEAUIUHCKOTO H3/IE/HA, BHECEHHE H3MEHEHHI B PETHCTPALMOHHOE JJOCHE
JIEKapCTBEHHOT'O CPECTBa WM MEAUIIMHCKOTO U3EIIAL

Howmep 3asaBnenns

Jlata 3asiBeHus
Ycmyronomy4areib
Howmep pemienns o6 otkaze
[ara penienust 00 oTkaze

HaMMEHOBaHUE TOCYIapCTBEHHOTO OpraHa yBenomisieT Bac

00 OTKa3e B PErUCTPAIlUH, MEPEPETHCTPAIlMU WM BHCCCHHU H3MCHCHHNA B PETUCTPAIIMOHHOE JOChE U
MEIMIUHCKOM TPUMEHCHHUHU JICKAPCTBEHHOTO CpeACTBa (MEIMIIMHCKOTO U3JeNus) (HyKHOE MOMYCPKHYTH) Ha
teppuropuu PecrryOnmku Kasaxcran.

IIpuunHa oTkaza:
@®.1.0 (1pu ero HaJIMYMK) PYKOBOAUTENSI TOCYAaPCTBEHHOTO OpraHa (MM YIIOJTHOMOYEHHOTO JINIA)
Cxauatb

[punoxenne 10 x [IpaBunam
MO PETHCTPALIUH JIEKAPCTBEHHBIX



CPENICTB U MEAULIMHCKHUX U3JEIUN
10 NpUHUUNY "eINHOro OKHA"

dopma

HanmeHnoBanue JOBEPEHHOIO JIMIIA WJIM KOMITAHHWH, MPEJICTABUTEIILCTBA OT 3asIBUTEIIS,
YIIOJTHOMOYEHHOTO IPOBOJIUTH JACHCTBHS BO BpPEeMs NIPOIEAYPHl PETUCTpAIlMHA IICHHI B
Pecnybnuke Kazaxcran

MOTHUBHUPOBAHHBIN OTKA3 B PETHCTPAITVM ITEHBI WM ITIEPEPETACTPAITNH
3APETUCTPUPOBAHHOM ITEHBI B PAMKAX T'OBMII 1 (JAIM) B CUCTEME OCMC

Hactossmum PecnyOnnkaHckoe ToCylapCTBEHHOE MNPEANpPUSTHE Ha IpaBe
XO3AMCTBEHHOTO BeJeHUs '"HanroHaNbHBIN LEHTP AYKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U
MeauuHckux u3genuit" Komurera MeauuuHCKOro u (hapManeBTHUYECKOTO KOHTPOJIS
MunucrepcrBa 3apaBooxpaHeHuss Pecnyonuku Kazaxcran (manee — OxcneprHas
opranmsaiusi) coo6maer cienymoiee. [Ipu paccMoTpeHun 3asBiICHUM 0 PErUCTpaluy LEHBI
WJIM MIEPEPETUCTPALIMN 3aPETUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHOE CPEACTBO B paMKax
I'OBMIT u (unn) B cucteme OCMC, a UMEHHO:

No 11/ YHuKanbHBIH KOJ Ha mnoprtane Toprosoe HaMMEHOBaHUE
° 11/

ueH006pa303aHnﬂ JICKapCTBCHHOT'O CPCAACTBA
1
2

COTPYJHUKAMU DKCIIEPTHONU OpPraHU3alliK ObLIO BBISIBJIEHO CJIEAYIOIICE:
(OTMETUTH HYKHOE)

[IpemocraBneHrne TOKyMEHTOB B HETOJHOM 00BeMe U (
WJIM) HETIONTHOTAa COJCpPIKAIIUXCS B HUX CBEJCHHUU B
COOTBETCTBUU C TpeOOBaHUAMHU HacTosmuX [TpaBun

HpeﬂOCTaBJ’IGHI/IC HEJOCTOBCPHBIX CBCZ[CHI/Iﬁ

Hena mpomssogutens B pamkax ['OBMII u (unmm) B
cucreme OCMC BBo3umbix JIC s PecmyGnuku
KasaxcTan mpeBbllllacT MaKCHUMAJIBHOE 3HAYCHHUE TPEX
MUHUMAJBHBIX IICH U3 YUCIIA MOJAHHBIX B 3asSBJICHUU
pedepeHTHBIX CTpaH

Hena nmpomssogutens B pamkax ['OBMII u (umm) B

cucteme OCMC BBo3umeix JIC nmns Pecmybmuku

Kazaxcran npeBbllaeT MakCUMalbHOE 3HAYCHHUE LICH U3
YHCcia MMOJIJAaHHBIX B 3asiBIEHUH pedepeHTHBIX cTpaH (B
Cllydae €ciM KOJIMYECTBO peEepeHTHBIX CTpaH MeHee
Tpex)

Ilena mpomsBoautens B pamkax ['OBMII u (unm) B
cucreme OCMC BBo3umbix JIC s PecnyGnuku
KazaxcTtan mpeBbIIaeT 3HAYEHHE LEHBI IS

crpanbl-ipousBogutens.  (Ilpu  orcyTcTBHH
rocymapcTBeHHON peructpanun JIC B pedepeHTHBIX
CTpaHax)

[IpenocraBneHHas LieHa NPOU3BOJAMTENS B paMKax
T'OBMII u (nn) B cucreme OCMC it BBo3umbIx JIC



BBIIIIEC 3HAUYCHMS IICH, YKA3aHHBIX B MPEIOCTaBICHHBIX
JOKyMEHTax, moxarBepxpaonmx neny JIC (xomus
WHBO¥ca (HaKIAOHON) WiH cueT-(haKTyphI) TIOCIETHETO
BBO32 33 BHIYETOM CKUJIKU

[IpenocraBneHHas LieHa NPOU3BOJAMTENS B paMKax
T'OBMII u (nn) B cucreme OCMC it BBo3umbIx JIC
BBIIIE 3HAYEHUS 1IeH, YKa3aHHBIX B NPEJOCTABICHHBIX
JOKyMEHTax, moATBepxkaaromux neny JIC B KoHTpakTe
unu orosope o npuodbperennu JIC geicTByromero Ha
MOMEHT ITOJIaYd 3asBJICHUS Ha PETHCTPAIUI0 JIHOO
HepeperucTpaLuio 3aperucTpupoBanHoi 1ensl JIC

IIpenocraBnennas  mpenenbHas nena JIC
otedecTBeHHOro nponspoauteis B pamkax [[OBMII u (
win) B cuctreMe OCMC He mpessimaer 1eH JIC,
pean3yeMbIX B IpyTUX CTpaHax

Hacrosmum, B cOOTBETCTBUU ¢ MyHKTOM 49, myHKTOM 51, a Takxke myHkToM 53 "[IpaBui
perynupoBaHusi, GOpMUPOBAHMS IPEETbHBIX IIEH U HALIEHKH Ha JIeKapCTBEHHbIE cpencTBa
DKCIIEPTHAsI OpraHU3als HanpasisieT MOTHBUPOBAHHBIM OTKa3 B PETMCTPALlMM LIEHBI WU
nepeperucTpanuu 3aperucTpupoBanioil nensl B pamkax ['OBMII u (mnm) B cucteme OCMC
HAa [IEPEYUCIICHHBIC BBIIIE JICKAPCTBEHHBIE CPEICTBA.

noJxHOCTh nognuck ®UO (pu Hamu4um)
[Ipunoxenne 11 x [IpaBunam
perucTpanyy JIeKapCTBEHHbBIX
CPE/CTB U MEIMLUHCKUX U3/IeNnil
110 NpUHUUNY "eINHOro OKHA"

dopma

HanmeHnoBaHnue QOBEPEHHOrO JIMIA WM KOMITAHWH, MPEICTABUTEIIBCTBA OT 3asIBUTEIIS,
YIIOJJTHOMOYEHHOI'0 MPOBOJINUTH JEUCTBUS BO BpPEMs IPOLEAYPBI PErMCTPALlMU, BHECEHUS
M3MEHEeHUs B LieHy npou3Boautens B Pecniyonuke Kazaxcran

MoTHBHPOBaHHEIH 0TKa3 B PETHCTPALlAH, BHECEHMH H3MEHEHHS B IIEHY H3AEIHi MEIUITHHCKOTO
Ha3HAYCHAA POM3BOJUTEIISA B paMKaX rapaHTHPOBAHHOTO 00beMa OeCILIaTHOM MEIUIIMHCKOK
IIOMOIIH H (HJIH) B CHCTEME 003aTeNBHOI0 COMUAIBLHOI0 MEIUITAMHCKOTO CTPaXOBaHUA

Hacrosimum PecrmyOnukaHCKOE TOCYIapCTBEHHOE MPEINpUITHE Ha TpaBe
X03SIMCTBEHHOr0 BefeHUs "HallMoHaIbHBIA HIEHTP SKCIEPTU3BI JCKAPCTBECHHBIX CPEJICTB U
MeTUIMHCKUX w3nenuii" KomureTra MemunuHCKOro W (hapMameBTHYSCKOTO KOHTPOJIS
MuHnucTepcTBa 3apaBooxpanenus Pecyonuku Kazaxcran (ganee - DkcniepTHas opraHu3aius
) coo01maeT ciemyroiiee.



IIpu paccMOTpeHNH 3asBJICHUM O PErUCTPALi, BHECEHUN U3MEHEHMS B LICHY HA U3/EI1e
MeauuHckoro Ha3HaueHust B pamkax ['OBMII u (unn) B cucreme OCMC, a uMeHHO:

No 11/ YHUKalIBHBIA KOX Ha IoOpTaie ToproBoe HaMMEHOBAaHHE MEAMLIMHCKOTO
s 1IEHO00Pa30BaHuUs H3ICTUS

COTPpYJAHMKAMH OKCIEPTHONH OpraHu3alud ObUIO BBISBICHO

cienytouiee:

(OTMETHTH HYXKHOE)

[TpenocraBneHne JOKYMEHTOB B HEIOJIHOM oObeme M (M)

HETOJIHOTa COJAEPKAUIUXCSl B HUX CBEJIEHUW B COOTBETCTBUU C

TpeOoBaHUAMH HacTosAmHX [IpaBrn

IIpenocraBneHre HEJOCTOBEPHBIX CBEACHUIN

[IpenocraBnennas neHa npousBoautens B pamkax 'OBMII u (mn)
B cucteme OCMC mis BBo3uMbIXx IMH, BRI 3HAaYeHUS ICH 3a

SAMHUIY U3MEPCHHUS, YKa3aHHBIX B MPEIOCTABICHHBIX JOKYMEHTAX
, monTeepxaatommx neny UMH (komws nHBo¥ica (HaKiIagHON) HITH

cyeT-pakTyphl, TAMOKEHHON JIeKJIapallii) MOCJIeIHEr0 BBO3a 3a

BBIUETOM CKHJIKU

[IpenocraBnennas neHa npousBoanuTens B pamkax 'OBMII u (mmn)
B cucteMe OCMC misa BBo3uMmblx UMH BrIme 3HaueHns IeH 3a

€IMHUILy U3MEPEHHs, YKa3aHHbBIX B MIPEAOCTaBICHHBIX JOKYMEHTaX
, TIOATBEP)KIAIOIINX IIeHy B KOHTPaKTe WX JOTOBOPE OT 3aBOJa

npouzsoautens UMH

IIpenocraBnennas npenenbHas nesa MMH
OTEYECTBEHHOI'O MPOU3BOAMUTENS B paMKax
T'OBMII u (unu) B cucteme OCMC
npesbiiaeT neH MMH, peanusyeMbix B
JIPYTHX CTpaHax

3aperucTpupoBaHHas IEHa B paMKax
T'OBMII u (unu) B cucteme OCMC
MPEBBIIIACT [IEHY IMOCICAHEro 3aKyma Ha
BeO-moprane TOO "CK-®apmanus" 3a 12
MECSIICB, MPEINICCTBYIOMIUX aTe MOJa4H
3asBiIeHUs Ha 3asBisiemoe UMH;

3aperucTpupoBaHHas IleHa B paMKax
I'OBMII u (unu) B cucteme OCMC
MIPEBBINIAET IIEHY MOCIEIHEro 3aKyrna Ha
BeO-ITopTalie rOCYyIapCTBEHHBIX 3aKYITOK 3a
12 wmecsiueB, OpeAUIECTBYIOIIUX JaTe
noJayvu 3asiBiIeHUs Ha 3asBissemoe UMH

[Ipumeyanue:

Hacrosimium, B cooTBeTcTBUM ¢ nyHkToM 12, 17, 20 "IIpaBun peryaupoBaHus,
dbopMupoBaHUs NPEACIbHBIX IIEH M HAIlEHKH Ha MEIUIIMHCKUE Hu3Aenusa" 3KCIepTHas
OpraHM3alys HanpaBisieT MOTUBUPOBAHHBIA OTKAa3 B PErUCTpPAllUd, BHECEHUH U3MEHEHUS B
neny npousBoautenss B pamkax 'OBMII u (unu) B cucteme OCMC Ha nepeyuciieHHbIC
U31ENINsI MEAUIIMHCKOTO Ha3HAYEHUSI.



JIOJDKHOCTD IIOJIITUCH ®.U. O. (npu ero HATUYNH)
IIpunoxenne 12 x [IpaBunam
PETUCTpAINH JICKAPCTBCHHBIX
CPEICTB U MCITUITMHCKUX H3ICITAN
110 NpUHUUNY "eAnHOro OKHA"

dopma

HaumMmeHnoBaHue 3asBUTENS

MoTHBHpPOBaHHBIHM O0TKA3 B PETACTPAIH, BHCCCHUS H3MECHEHHA B IICHY IPOHU3BOIUATENA
MEIUIMHCKOTO W3/IeIHA JUI1 AUArHOCTHKH BHE KUBOI'0 OpraHusMa (in vitro), npon3BOUMEIE HA
tepprropiu Pecmy6immku Kazaxcrad B paMKax JOJITOCPOYHBIX JJOTOBOPOB IIOCTABKH,
3aKIIFO9CHHRIX ¢ EquHaBIM qUCTpHOBIOTOPOM B paMKax rapaHTHPOBAHHOTO 00beMa OecIuraTHOH
MEIUIUHCKON OMOIIY U (WIH) B CHCTEME 00A3aTeIbHOTO COIUAIEHOTO MEUIHHCKOTO
CTpPaxOBaHUS

Hacrosimium PecnyOnukaHckoe TrocylaapCTBEHHOE NpEANpUsTHE Ha MpaBe
XO34MCTBEHHOrO BeJeHUs '"HalMOHaIbHBIN LIEHTP AKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB U
MeauIuMHCKkuX u3Aenui" Komurera MeIMIIMHCKOro U (apMaleBTUUYECKOTO KOHTPOJIs
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran (nanee - DkcriepTHasi opraHU3aius
) coo0uIaer ciaeayoniee.

IIpn paccMoTpeHUH 3asBICHUM O PETUCTpAllMM, BHECEHUS W3MEHEHUS B LIEHY
MIPOU3BOIUTEIIS HA METUIIMHCKOE U3JCNIHE JJISl AMarHOCTUKY BHE KUBOT'O opraHusma (in vitro
), mpou3BoJauMble Ha Tepputopun PecnyOnuku KazaxctaH B pamkax JOJTOCPOYHBIX
JIOTOBOPOB MTOCTABKH, 3aKII0OUCHHBIX ¢ EquHbiM qucTtpuOstoTopoM B pamkax ['OBMII u (mm)
B cucteme OCMC, a UMEHHO:

Toprosoe HAauMEHOBaHME
MEIUIUHCKOTO HU3Jedaus And
JMarHOCTHKH BHE  JKHBOTO
opraHusMa (in vitro),
MPOU3BOANMBIE Ha TEPPUTOPUU
Pecriybnmukn Kaszaxcran B pamkax
JIONTOCPOYHBIX JOTOBOPOB MOCTaBKU

VYHuKanpHbId KOJ Ha TMopTale

Ne /mt
IeHO00pa30BaHUs

, 3aKJIIOUEHHBIX ¢ EJIuHbIM
JCTPUOBIOTOPOM

COTpYAHMKAaMU DKCIEPTHOW OpraHU3alMK ObUIO BBISIBJIEHO CIEAYIOIIEE:

(OTMETUTH HY>KHOE)

[IpenocTaBneHrue TOKYMEHTOB B HEMOJHOM 00beMe U (MJTM) HEMOTHOTa COJIEPIKALUXCS B
HUX CBEJCHHUI B COOTBETCTBUHU C TPeOOBaHUSIMH HacToAmuX [IpaBui.

[Ipumeyanue:



HacrosmuM, B cooTBeTcTBUM C NyHKTOM 33 unu 34 IlpaBun peryiaupoBaHwus,
dbopMHUpOBaHUS TPEENHbHBIX 1I€H M HAIlGHKU Ha MEJAUIMHCKUE H3JAeIus ODKCHepTHas
OpraHu3alys HampaBisieT MOTUBUPOBAHHBIA OTKAa3 B PErUCTpAllUM, BHECEHUH U3MECHEHUS B
[IEHy MPOU3BOAUTENSI HAa TOProBO€ HAMMEHOBAHHWE M TEXHUYECKYIO XapaKTEPHUCTUKY
MEJIUIIMHCKOTO U3/IETUs Il TUarHOCTUKHU BHE KMBOTO OpraHu3mMa (in vitro), Ipou3BOIUMbIC
Ha Tepputopun Pecnybnuku Kazaxcran B pamkax JOJTOCPOYHBIX JIOTOBOPOB IMOCTaBKH,
3aKr04eHHbIX ¢ EnunbiM auctpudpiotropoM B pamMkax 'OBMII u (unm) B cucteme OCMC nHa
MEPEYUCIIEHHOE BBIIIE MEIUIIMHCKOE U3JIETHE.

JIOJ>KHOCTD MOJITHUCH ®UO. (ripu ero HaIUYUHN)

Ipunoxenue 13 k [IpaBunam
peruCTpaIyy JIEKapCTBEHHbIX
CPEACTB U MEIULMHCKUX U3AENUil
10 MPUHIUIY "eINHOTO OKHA"

IlepegeHb JOKYyMEHTOB, IPEOCTABIIIEMBIX JUIS DKCIEPTH3HI IPOM3BOAUTEIME Pecmy6imku
Kazaxcran

Ne n/m HaumeHnoBaHue 10KyMEHTOB
1 2
Yacte [ O0mmas nokymeHTanus*

Cepruduxar GMP (c ykazaHueM JaThl U pPe3yIbTaTOB
IAL. moclie e WHCIIEKIIUHT HOTapHaIbHO
3aCBUJICTEIHCTBOBAHHBIC) IPU HATHMYHH

Ecnn B mpou3BOACTBEHHOM IpOLECCE Yy4YacTBYET
[ A2 HECKOJIbKO NIPOU3BOJAUTENEH TOKYMEHTHI MyHKTOB [A2,
' IA3, TIA4 mpenmocTaBISIOTCA HA BCEX YYACTHHUKOB

MIPOU3BOICTBA

JIuneH3MOHHBINH JOTOBOP (COTJIANICHHWE) HAa MPaBo
1 A3. MIPOU3BOJICTBA (10 MCTEYCHUS CPOKA JACHCTBUS MTaTCHTA
Ha OPUTHUHAJBHBIH Mpermapar)

OxpaHHbBII JOKYMEHT Ha N300pETeHUE WIIN TIOJIE3HYIO

MOJENb OPHUIMHAIBHOTO JEKapCTBEHHOIO cpeicTBa (

I Ad MIPEeJOCTaBIISICTCS MaTeHTOOONagaTeIeM OXpPaHHOTO
' JOKYMEHTa B 3JIEKTPOHHOM (opmare), OXpaHHBIH

JOKYMEHT Ha TOBapHBIN 3HAK (B AIIEKTPOHHOM (hopMmaTe

Hdexnapauuss 0T HpOU3BOAMTENS  (IepKaTems
PErHCTPallMOHHOTO  yJOCTOBEPEHHS) IHCHMO O
LAS HEHAPYIICHUH HWCKITIOYUTENBHBIX MPaB TPETBUMH
' JUIAaMH Ha HM300peTeHHEe WU TOJIE3HYI0 MOAeNb (
IPENOCTaBIACTCA HpPU HKCIEPTU3E T'€HEPHUYECKOTO

JIeKapCTBEHHOTO IIpernapara)



I A6.

[ A7.

I AS.

IAO9.

LB.1.

[.B.2.

1.B.3.

1.B.4.

1.B.5.

1.B.6.

JIOKyMEeHT, NOATBEpXKAAIOLUNA KadyeCcTBO TIOTOBOIO

MIPOAYKTa TpeX NMPOMBINUICHHBIX cepuil (cepTudukat

aHaJi3a, MPOTOKOJI aHajK3a), OJHA Cepusi KOTOPOTO

COBITAJIAET C cepreil 0Opasna JIEKapCTBEHHOTO CPEICTBA
, MOJJAHHOTO Ha PETMCTPALIUIO

JlokyMeHT 0 mpHOHOBOI G€30MacHOCTH Ha BEIECTBA
YKMBOTHOTO TIPOUCXOXK/ICHUS OT POU3BOIUTES

Hexmapamus o TOM, YTO B TpPOEKTax oOmei
XapaKTEPUCTHKE JICKAPCTBEHHOTO Ipemapara u
I/IHCprKI_II/II/I 1o Me)II/II_[I/IHCKOMy HpI/IMeHeHI/IIO
JICKAPCTBEHHOTO CPEJICTBA (JIMCTOK-BKJIA BINI) (1anee —
OXJIIT m Wnuctpykmus JIC) Bocmpou3BeNEHHOTO,
THOPUIHOTO WM OMOaHATOTUYHOTO (OMOMOZOOHOTO)
JIEKapCTBEHHOTO Tperapara OTCYTCTBYIOT OTIIMYHS OT
neiicteytomux OXJIII wuw Unucrpykums JIC
OpUTHHAIBEHOTO (pedepeHTHOr0) JIEKapCTBEHHOTO
mpernapara, 3a UCKJIIFOUCHHEM OTIMYHA MHPOPMALIUU O
MPOU3BOJUTENIC, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTaTEIbHBIX BEIICCTB HE3HAYNMEIC PA3IUYHs B
OMOIOCTYIHOCTH WK (hapMaKOKIMHETHKE.

Pestome (mo 5 crpanui)) oOocHOBaHHII U (HaKTOB,

MOKAa3bIBAIOIINX, YTO JICKAPCTBCHHBINH IpernapaT

SIBJSICTCS BOCIPOU3BEACHHBIM, THOPHUIHBIM HIH

OmoaHAOTHYHBIM (OMOTIOTOOHBIM) JICKAPCTBEHHBIM

MpernaparoM COOTBETCTBYIOUIETO OPUTHHAIBHOTO (
OMOJIOTUIECKOT0) JIEKApCTBEHHOTO TIperapara.

[IpoexT oOmIEH XapaKTEPUCTUKU JIEKAPCTBEHHOTO
cpeactBa (OXJIC) B anekTpoHHOM BHJE B (popmare
doc (mok)" Ha Ka3aXCKOM U PyCCKOM SI3BIKAaX

[TpOeKT HHCTPYKIMHU TT0 METHIIUHCKOMY TIPUMEHEHHUIO (
JIMCTOK-BKIIA/IBIII) B 3JIEKTPOHHOM BHIE B (opmare
doc (10k)" Ha Ka3aXCKOM M PYCCKOM SI3bIKax

TekcT MapKUpOBKH ISl MEPBUYHOW U BTOPUYHOU
YIOaKOBOK, CTHKEPOB, OTHKETOK Ha Ka3axXCKOM H
PYCCKOM SI3BIKax

L[BeTHBIE MakeThl MOTPEOUTEIBCKUX YHAKOBOK,
STHUKETOK, CTUKEPOB B JIEKTPOHHOM BHIE B (hopmate "
jpeg (mxurmer)"

[ocTpouHoe (pacronokeHHOe NapauIeIbHO Ha OJHOM
nucrte) cpaBHeHue nAeidctByromux OXJIII wu
Wactpykumst JIC opurnHanpHOTO (pedepeHTHOro)
JexkapcTBeHHOro mpemapata u mpoektoB OXIJI u
Huctpykmus JIC Bocipon3BeeHHOT0, THOPUIHOTO HITH
O6uoaHanornyHoro (6MOMOIO0OHOr0) JIEKAPCTBEHHOTO
npernapara C BbIJEJICHHEM M OOOCHOBAaHMEM BCEX
OTINYUIL.

BegomocTh M3MEHEHHMH € YKa3aHUEM IOCTPOUYHO
pacIojI0oKEHHOTO CPaBHEHUS] BHOCUMBIX M3MEHEHUM C
YTBEPKJICHHOH BepCHEH.

Macrep daiin cucrems! (papmMakoHag3opa AepiKaTems
PETHCTPAIIIOHHOTO yI0CTOBEPEHHS (IIPEACTABISAECTCS B



I.C

IC1

IL.C2

I.D

cily4ae, Korja JepXaTellb pEerucTparioHHOTO
YAOCTOBEpPEHHsI BIIEPBBIC IOJAeT 3asBKy Ha
PETHCTPALIHIO JISKAPCTBEHHOTO TIpenapara) Wid KpaTkast
XapaKTePUCTHKA CHCTEMBI (hapMaKoHaI30pa AepKaTels
PETHCTPAIIHOHHOI0 YAOCTOBEPECHUS (mpu
HepeperucTpalyi) BKIYaomas: HHGopMaIuio o Tom,
YTO JepiKaTellb PETUCTPAIIMOHHOTO YJO0CTOBEPEHUS
HMMEET B CBOEM PACIIOPSHKEHUH YIIOJIHOMOYEHHOE JIUIO0
3a rI00abHBIN (hapMaKOHAN30p; KOHTAKTHBIC TaHHBIC
YIOJHOMOYEHHOTO  JHUIA 32  IJI00AIbHBIN
(dapMakoHag30p; IEKIapalHio, IOANUCAHHYIO
JepiKaTeseM PerucTpallMOHHOIO yJOCTOBEPEHHUS O TOM,
4TO OH HMMeeT cucreMy QapMakoHan3opa s
BBIMOJIHEHUSI 3a7a4y W oOs3aHHOCTEH 1O
MOCTPETUCTPALUOHHOMY KOHTPOJIIO 0e30IacHOCTH
JIEKapCTBEHHBIX CPEICTB; CCBUIKY Ha MecTo (ajapec), Tae
XpaHUTCA MacTep-(haitn cucTeMsl (hapMaKkoHa30pa.

[epnoanyeckn 0OHOBISIEMBIN OTYET MO OE30ITACHOCTH (
TIPY TIepEePErHCTPAIINH)

[Inan ynpaBneHus puckamMu (AJIT OPHUTHHAIHHOTO
JIEKapCTBEHHOI'0  Ipemapara, OMOJIOTHYECKOTo,
0M0aHaJOrMYHOTO, OMOTEXHOJOTMYECKOr0, a TaKXke
MMMYHOJIOTUYECKOTO JICKAPCTBCHHOTO Mperapara)

JIOKyMeHT, MNOATBEPKAAIOUIUN, YTO JEpKaTeNb
PerucTpalMOHHOTO  YIOCTOBEPECHHUS  HMeEeT
YIOJHOMOYEHHOE  (KOHTAaKTHOE) JHI0 3a
¢dapmakonan3op Ha TeppuTopuu PecnyOnnku
Kazaxcran

Yacts 11 Xumngeckas, papmareBTrdeckas u OHOJIOTHYECKas TOKYMEHTAIU *

II
IIA

TA1

TA2

ITA3

IIB
IB1
IB2

IIB3

Cognepxanue
Cocras

KadecTBeHHBIH W KOJHWYECTBEHHBIH  COCTaB
JIEKapCTBEHHOTO npemapara (akTUBHEIE,
BCIIOMOTATEIbHBIC BEIIECTBA, COCTAaB OOOJOYKH
TaOJETKH WIH KOPITyca KaICyJIbl)

JIOKyMEHT, IOATBEPKAAOIINN Ka4eCTBO YIIAKOBOYHOTO
U YKYIIOPOYHOI'0 MaTEpUajIOB rOTOBOIO IPOAYKTa

®apmaneBTryeckas pa3paborka (ommcanne ADC,
BCIIOMOTATEIbHBIX BEIECTB, paspaboTka

JIEKapCTBEHHOTO IIpemapaTa B CpaBHEHUH C
OpUTHHHUAIBHBIM (pedepeHTHbIM) mpenapatoM (B

ciydJae, ecnu TeHEPUK), pa3paboTka
IPOU3BOJCTBEHHOIO IIPOLEcca, COBMECTHMOCTb
KOMIIOHEHTOB, U3JTHIIKH, CTabUIBHOCTD,

MHUKPOOHOIOTHIEeCKas YACTOTA)
CBenieHus 0 IPOU3BOJICTBE:
NIPOU3BOACTBEHHAs HopMyIIa
OIMMCAaHUE€ TEXHOJIOTUH ITPOU3BOACTBA

KOHTpOJIb B IpOLIECCe MPOM3BOACTBA (OMEpaliMOHHbIH
KOHTPOJTb)



IIB4

nc
nci

nCiI.1

mc2
nca.i

Ics3

Ici3.l

IID

ITE

IIE1

IIE?2

IIF

G

ITH

K

IIL.

BaJTMIAIMSI IPOU3BOACTBEHHBIX MPOIECCOB (BATU AL
MIPOIIECCOB, MMPOBOJUMBIX B aCENTHYCCKUX YCIOBUSX,
BKIIIOYAaeT  MOJEIHpPOBaHME  Ipolecca ¢
HCIIONTB30BAaHUEM IHTATENBHON cpenbl (HaloTHEHHE
MUTATENIbHBIMH CPEIAMM)

METOJIBI KOHTPOJISI UCXOIHBIX MaTEPHUAIIOB
aKTUBHAs CyOCTaHITUSA

JIOKYMEHT, MOATBEPXKAAIOUINI KaueCTBO aKTHUBHOTO

BEIIECTBA TPEX MPOMBIIUICHHBIX cepuu (cepTudukar

aHanM3a CyOCTaHIIMM OT HPOW3BOAWTENS, cepTH(HKAT
cooTBeTcTBUS MOHOTpaduu EBpormeiickoit dapmakonen
, IPOTOKOJI aHa/IN3a, aHAJTUTHYECKUH MaclopT)

BCIIOMOI'aTCJIbHBIC BEIICCTBA
CepTI/ICI)I/IKaTBI Ka4y€CTBa Ha BCIIOMOI'aTCJIbHBIC BCIICCTBA

YIaKOBOYHBIA MaTepuall (NepBUYHAsS W BTOPUYHAsS
YIIaKOBKa)

cepTH(HKATEI KayecTBa yMaKOBOYHOTO MaTepuana ¢
MPUIIOKEHUEM TOKYMEHTOB, PErIaMEHTHUPYIOMIHNX HX
KaueCTBO

METOJBl KOHTPOJIA KayecTBa HPOMEKYTOUHBIX
MPOAYKTOB (IIpU HEOOXOMMOCTH)

CHeHI/I(l)I/IKaHI/IH KadyeCTBa MW MCTOAUKH KOHTPOJIA
TOTOBOTO MHNPOAYKTa C AYTCHTUYHBIM IIEPCBOJAOM C
A3bIKA MIPOU3BOAUTEIIA HA pYCCKI/Iﬁ SI3BIK

HOPMATHBHBIN TOKYMEHT TPOU3BOAUTEINS IO KOHTPOITIO
KauecTBa M OE30MACHOCTH JIEKAPCTBEHHOTO CPENCTBA B
3JeKTpOHHOM BHUAe B ¢Qopmare "doc (mok)",
MOSICHUTEITbHAS 3aIUCKa K HEMY

BalUJAUUs] METOAUK HCHBITAHUNA JIEKapCTBEHHOTO
npemnapata (IpU TEPEPETHCTPAIMH JTOTOTHUTEIHHO
KOMHI0 HOPMATHBHOTO JOKYMEHTa IO KadyecTBy,
yTBepxkaeHHoro B Pecnybnmke Kazaxcram)**

pe3yabTaThl UCTIBITAaHUSA CTAOMIBHOCTH HE MEHEE 4eM
Ha TPEeX MPOMBIIUICHHBIX UM ONBITHO-TIPOMBIIIIEHHBIX
(MMIIOTHBIX) CepHsIX

CBElICHUsI O Tpodwie pacTBOpeHus (s TBEPHIBIX
JIO3MPOBAHHBIX JICKAPCTBEHHBIX (OPM)

JaHHBIC KOHTPOJIA Ha )KUBOTHBIX

JAaHHBIC IO BEPOATHON OIACHOCTH JUIS OKpY)Karomen
cpempl [UIS TpenapaToB, COACPKAIIUX T'€HETHYECKH
HM3MEHEHHBIE OPTaHU3MBI

JOTIONIHUTENbHAs HH(pOpManus, NOATBEPIKIAIOIIas
Ka4ecTBO (IIpU HEOOXOIMMOCTH)

Yacts III. @apmakonoruueckas 1 TOKCUKOJIOIMUECKast JOKYMEHTaLUs

II1.

1T A.

Cognepxanue

JaHHbIE MO TOKCHYHOCTH (OCTPOH M XPOHHUYECKOH), (
MEINIMHCKIA MMMYHOOHOJIIOTHYECKUH MpemapaT -



TOKCHUYHOCTb IIPU OJHOKPAaTHOM BBEJCHHU U BBEJICHUU
TTOBTOPHBIX J103)

III B. Brusane Ha penpoayKTUBHYIO (PYHKITHIO
I C. JlanHbIe 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
I D. JlaHHBIE IO MyTareHHOCTH
IITE. JlaHHBIE IO KaHIIEPOT€HHOCTH

dapMakoaMHaMHUKa (s MEIUIHHCKUX
I F. T€HHO-OMOJIOTHYECKUX IPENapaToB — pPe3yIbTaThl

UCCJIEJOBaHUsI PEAKTOT€HHOCTH)

dapMakOKHHETHKA (s MEIUIHHCKIX
III G. MMMYHOOHOJIOTMYECKUX IPENapaToB — pPe3yJbTaThl
cnenn(uIecKkoil akTHBHOCTH )

JaHHbIE O MECTHO-paz[paxaronieM JIeUcTBUU (st
1T H. MEINIMHCKAX UMMYHOOHOJIOTHYECKHUX IpEenapaToB —
Ppe3yIbTaThl CCIEIOBAHHUS MMMYHOTCHHOCTH)

JlononuuTenbHass WHGOPMALKS, ITOITBEPIKIAIOIIAS
6e30macHOCTh (MIPH HEOOXOAUMOCTH)

1 Q.
Yacts IV. Knmmandeckast jokymeHTamms ™ * *
Iv. Conepxanue

JanHple 1O KIMHWYECKOH ¢apmakomoruu  (

IV A.
(hapmakonrHaMuKa, (hapMaKOKHHETHKA)

IVB Knununueckas, tMMyHosiorudeckas 3pQpeKTHBHOCTh

I\A® Juarnocriyeckas 3h(heKTHBHOCTH

IVD Pe3ynpraThl KIMHUYECKUX HCCIETOBAHNH (MCIIBITAaHUN),
Hay4HbI€ ITyOJIMKAINU, OTYETHI

IV D1 JlaHHBIE TOCTPETUCTPAIIIOHHOTO OIBITA (TIPH HAJIMYHH)

IVE JononHuTtensHas MHGOPMAaUs, IMOITBEP)KAAIOIIAs
3¢ GEeKTUBHOCTH

IIpumeyanue:

* Ilpu mepeperucrpanuu OCyIIEeCTBIsieMOd B cooTBeTcTBUU IlpaBunamu
rOCYJIapCTBEHHOW pETHCTpaliy, MEpPEeperucTpaluu JEKapCTBEHHOrO CpeACTBa WU
MEIULMHCKOTO U3/EJIHsI, BHECEHUS U3MEHEHUI B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOI'O
CPEIICTBA UM MEAUIIMHCKOTO u3nenus npenoctanistores yactu [ u Il nannoro nepedns.

** Jlnst hapMakoneHHBIX METOIUK TIPEIOCTABISIOTCS JaHHBIC BEpU(PUKAIINN.

*EX yTBEpHKICHHBIA MPOTOKOJ MCCIEOBAHUS, YTBEPKICHHBIA OTYET HUCCIETOBaHMUS,
paspelieHre peryasaTOpHOTO OpraHa Ha MPOBEACHUE HCCeAOBaHUsA (IIpU HAJTUYHUH),
0J100peHHE STUYECKOW KOMHCCHM, KOIMIO JOrOBOpa CTPaxOBAaHHUS OTBETCTBEHHOCTH
CIIOHCOpA B ClIy4yae MPUUYMHEHUS BpeJa KU3HU U 310POBBIO0 CyOBEKTa UCCIIEI0BAHUS, KOITUU
WHJUBUTYTBHBIX PETUCTPAIMOHHBIX KapT CyObEKTOB UCCIIENOBAHUS (IIJI1 MEXKIYHAPOIHBIX,
MHOTOLIEHTPOBBIX ~KJIMHHYECKUX wuccienoBanui 20 %), xpomartorpammsl (mpu
NPEAOCTABICHUU MCCIENOBAHUS OHWOAKBUBAJICHTHOCTH), KONHUHU JIOTOBOPOB MEXIY



CIIOHCOPOM KIHMHHYECCKOT'O HCCICAOBAHUA H HCCICAOBATCIBCKUM ICHTPOM (KOHTpaKTHOﬁ
HCCJIEIOBATEIbCKOM OpFaHH3aHI/I€I>'I) (B ciydac HCOOXOJAUMOCTH TIOCJIEC H3BATUS
KoH(HIeHITNATEHON HHPOPMAIIHHN).

[Ipunoxenne 14 k [IpaBunam

peTHCTpaIH JIEKapCTBEHHBIX

CPE/ICTB ¥ MEJMIIUHCKUX U3/IENUil
M0 MPUHITUIY "eINHOTO OKHA"

IlepegeHb JOKyMEHTOB, IIPEAOCTABIIAEMBIX I SKCIEPTH3EI B popmare O6mero TeXaMIecKoro
JOKyMEHTa

Ne i/t HanmeHnoBaHue 10KyMEHTOB
Monyns 1.*
1.1. OO1mas ToKyMeHTaIus

Ceprudukar Ha hapMaIeBTHIECKUI IPOIYKT COTIIACHO
peKOMeHAaluu Bcemupnoit OpraHu3aluu
31paBOOXPAHEHUS (HOoTapualbHO
3aCBUJIETEIbCTBOBAHHBIN) (IpU HAIMYUU) WU
Ceptudukar (perucTpalyioHHOE YyJIOCTOBEPEHHE) O
peruCTpaluy B CTpaHe-IIPOM3BOAMTENE (HOTApHAIBEHO

3aCBHCTEIHCTBOBAHHEIN (TIPM HAJIIIUH )
1.2.1.
Ceptuduxar GMP (c ykazaHueMm aThl U Pe3yIbTaTOB

nocineaHen NHCIHEKIUN) (HoTapuaibHO
3aCBUETEIILCTBOBAHHBIN) MM ajgpec caiita peecTpa
BBIJIAaHHBIX yTIOJTHOMOYEHHBIM OPTraHOM CepTH(UKATOB
cooTrBeTcTBUA TpeboanusiM GMP (mampumep,
EudraGMP) B mH(OpMannoHHO-KOMMYHHUKAIIMOHHOW
cetu "MHTepHeT"

JIuTeH3NOHHBINH JOTOBOp (COTNIANICHHWE) Ha MPaBo
1.2.2. TIPOM3BOICTBA (10 MCTEYCHHUS CPOKa JACHCTBHS ITaTEHTA
Ha OPUTHUHAJBHBIN Ipemapar)

CBeI[eHI/IH O perucTpanuu JCKapCTBEHHOI'0 CpEACTBA B
Apyrux CTpaHax C YKa3aHHMEM HOMEpa W HAaThbl

1.2.3.
PETHCTPAallMOHHOTO YAOCTOBEPEHHS (MM KOIHH
cepTU(UKaTa WIN PETUCTPATHOHHOTO YIOCTOBEPECHIS)
1.2.4. Konus oxpaHHOr0 JOKyMEHTa Ha TOBAapHBINA 3HAK

Hexnapanuss 0 TOM, 4YTO B MPOEKTax oOIei
XapaKTepUCTHKE JIGKAPCTBEHHOTO Tpenapara u
UHCTPYKLMH 1O MEIUIMHCKOMY HPHMEHEHHUIO
JIEKapCTBEHHOT'O CPEACTBA (JTMCTOK-BKIIAJIBII) (Janee —
OXJII u MHuctpykuus JIC)BoCIpOU3BEAECHHOIO,
THOPUIHOTO WM OHOAHAJOTUYHOTO (OMOMOIOOHOTO)
1.2.5. JIEKAPCTBEHHOTO IMpernapaTa OTCYTCTBYIOT OTIHYHS OT
neiicteytomux OXJIII wu HWacTtpykmum JIC
OpUTHHAIBHOTO (pedepeHTHOr0) JEKapCTBEHHOTO
npenapara, 3a HCKJIIOYCHHUEM OTJIMYMi nH(popManuu o
NpOU3BOAMTENE, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTaTeJIbHBIX BEIECTB HE3HAUUMBIE Pa3IH4Ms B
OMOIOCTYIHOCTH WIN (papMaKOKHHETHKE.



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.

Pestome (mo 5 crpanui)) oOocHOBaHHIT U (HaKTOB,

MMOKA3BIBAIOIINX, YTO JICKAPCTBCHHBIH IpernapaT

SIBJSICTCS BOCIPOU3BCACHHBIM, THOPHUIHBIM HIIH

OmoaHAOTHYHBIM (OMOTIOIOOHBIM) JICKAPCTBEHHBIM

[pernaparoM COOTBETCTBYIOUICTO OPUTHHAIBHOTO (
OMOJIOTUIECKOT0) JIEKApCTBEHHOTO Tpernapara.

OO0mas XapakTepUCTHKA JCKAPCTBEHHOTO CPEICTBA,
WHCTPYKIHS 110 MEIUIMHCKOMY MPUMEHEHHUIO (
JIMCTOK-BKJIAJIBII), MADKUPOBKA (IIBETHBIC MAKETHI):

OO6mas xapakTepHUCTHKa JISKapCTBEHHOTO Mpernapara ¢
JaTol MOCIIeJHEro nepecMoTpa

YTBepkACHHAsT HMHCTPYKIUA IO MEIUIUHCKOMY
IPUMEHEHHIO JIEKAPCTBEHHOTO CpeacTBa  (JUIst
opranusanuii-npoussoautencii crpan CoxpyxecTBa
HesaBucumsbix T'ocymapcts), 3aBEpEHHAs
OpraHu3alen-npou3BOJUTEIEM

[IpoexTsl 00mielt XapaKTEPUCTHKH JIEKaPCTBEHHOTO

cpeactBa (OXJIC), WHCTPYKIIUU TIO METUITUHCKOMY

IpPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (
JIMCTOK-BKJIAIbIII) Ha Ka3aXCKOM M PYCCKOM SI3bIKaX

TekcT MapKUPOBKY MEPBUYHON U BTOPUYHON YIaKOBOK,
3THKETOK, CTUKEPOB Ha Ka3aXCKOM M PYCCKOM SI3BIKaX

L[BeTHBIE MakKeThl MOTPEOUTEIBCKUX YIAKOBOK,
9THKETOK, CTUKEPOB B AJIEKTPOHHOM BHIE B (hopmare
jpeg (mxwrrer) B Macmrabe 1:1

[TocTpouHoe (pacmoyokeHHOe MapajlIeIbHO Ha OJJTHOM
nucte) cpaBHeHue pAedcTByromux OXIJII wu
Wuctpykumu JIC opuruHambHOTO (pedepeHTHOro)
nexapcTBeHHoro mnpemnapata u npoektos OXIJIII wu
Wuctpyxmn JIC BOCIpon3BeI€HHOTO, THOPUIHOTO WITH
OmoaHaIOTHYHOTO (OMOTOA00HOT0) JIEKapCTBEHHOTO
mpemapata C BBIJEICHHEM KU 00OCHOBaHHMEM BCeEX
OTJIMYUM.

BenoMmocTs n3MeHEHHII ¢ yKa3aHHEM IOCTPOYHO
PacIoI0KEHHOTO CPAaBHEHUSI BHOCUMBIX U3MEHEHHH C
YTBEP)KACHHON BEPCUEM.

WNudopmanus 06 sxcreprax

Wudopmanus o6 3KcriepTe Mo Ka4eCTBY

Wudopmanus 06 sxcriepTe Mo JOKIMHHYECKUM JaHHBIM
Nudopmanms 06 skcrepTe Mo KIMHAYSCKHM TaHHBIM

OreHKa TOTEHIUATBHOM OMACHOCTH TSl OKpY’KaloIen
cpensl
JlekapcTBEHHBIE IIpenaparthbl, COAEpXKAIIUEC WIN

MOJy4EHHbIE U3 TCHOMOAN(DHUINPOBAHHBIX OPTaHU3MOB

Wudopmarusi oTHOCHTENbHO  (hapMakoHag30pa
3asBuTeNst B PecniyOnuke Kazaxcran

MacTtep daiin cuctemMsl papMakoHaa30pa AepKaTems
PETUCTPAIIMOHHOTO YIOCTOBEpEHHs (TPEICTaBISACTCS B
cillydae, KOTAa Jepxarelb PEeruCTPaliOHHOI0



1.6.1

1.6.2

1.6.3

1.6.4

Momyns 2.*

2.1.
2.2.
2.3.
23.85
23.8.1
23.8.2
2.3.8.3
2.3.5.4
2.3.8.5
2.3.5.6
23.8.7
23P
23.P.1
23P2
2.3.P3
23P4
2.3.P5
23.P.6

YAOCTOBEpPEHUs] BIEPBBIC TMOJAaeT 3asBKy Ha
PETHCTPALIHIO JISKAPCTBEHHOTO Tpenapara) Wik KpaTkast
XapaKTePHUCTHKA CHCTEMBI (hapMaKoHaI30pa AepKaTels
PETHCTPALIHOHHOT'O YAOCTOBEPEHHUS (mpu
HepeperucTpalyi) BKIIOYAIoIas: J0Ka3aTeIbCTBO TOI0
, UTO JepKaTeylb PEruCTPaliOHHOI0 YIOCTOBEPEHUS
HMMEET B CBOEM PACIOPSHKEHUH YIIOJIHOMOYEHHOE JIUIO0
3a T700aIbHBIH (papMaKOHAI30p; KOHTAKTHHIC JaHHbBIE
YIOJTHOMOYEHHOTO  JUIA 32  [JI0OANbHBIN
(dapMakoHan30p; IEKJIapalHio, IOANUCAHHYIO
JepiKaTelieM PerucTpaliOHHOTO yIOCTOBEPEHHS O TOM,
4TO OH HMMeeT cucteMy QapMakoHan3opa I
BBINTOJTHEHHUS 3aja4 M OoOsi3aHHOCTEH 1o
IMOCTPETUCTPAIMOHHOMY KOHTPOJIIO 0€3011acHOCTH
JIEKapCTBEHHBIX CPEJICTB; CCHUIKY Ha MeCTO (aapec), Te
XpaHUTCSA MacTep-(haiir ciucTeMsl apMaKkoHaI30pa

[Teprosmuecky OOHOBJISIEMBII OTYET 1O 0€30MacHOCTH (
TIPY TIEpPEPErHCTPaIINH )

[lnan ynpaBieHuss puckamu (s OPUTHHAIBHOTO
JIEKapCTBEHHOTO TIpenapara, OHOAHAIOTHYHOTO,
OHMOJIOTHYECKOT0, OMOTEXHOJOTMYECKOTO, a TaKKe
MMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOT'O ITpernapara)

JOKyMEHT, TOATBEPXKIAIOIIUI 4YTO JepiKaTellb
PETHCTPallHOHHOTO  yIOCTOBEPEHUS  HMeeT
YIOJHOMOYEHHOE  (KOHTAaKTHOE) JHI0 3a
¢dapmakoHan3op Ha TeppuTOopuu PecnyOnuku
Kazaxcran

Pestome 00111er0 TEXHMYECKOTO JOKYMEHTA
Cognepxanue moayiei 2-5

Bgenenne B o0muii TEXHUYECKUHA JOKYMEHT
OOmuii 0TYeT MO KaYeCTBY

AKTuBHas (apManeBTHIECKas CyOCTaHITH
O61mas napopmarys

IIpousBoacteo

XapakTepucTika

KoHTpous akTHBHOTO BelecTBa
CrangapTHble 00pa3ibl UK BEIIECTBA
Cucrema ymakoBka (yKynopka)
CrabuinpHOCTD

JlexapcTBeHHBIN npenapaT

Omnucanune 1 cocTaB JIEKAPCTBEHHOTO TIpeTapaTa
dapmarnieBTuueckas pazpadoTka
IIpousBoacteo

KoHTpoib BCIIOMOTaTeNbHBIX BEILIECTB
KonTpoins nexapcTBeHHOT0 Ipenapara

CranmapTHbie 00pa3iibl UK BEIIECTBA



23.P.7
23P8
23.A

23.A.1

23.A2

23.A3
23R
24.
2.5.
2.6.

2.6.1.
2.6.2.
2.6.3.
2.6.4.
2.6.5.

2.6.6.
2.7.

2.7.1.

2.7.2.

2.7.3.

2.7.4.

2.7.5.

2.7.6.

Monyns 3. KagectBo*
3.1.

3.2.

3.2.8.

3.2.8.1.
3.2.8.1.1.
3.2.8.1.2.
3.2.5.1.3.
3.2.85.2.
3.2.5.2.1.

3.2.5.2.2.

Cucrema ynakoBka (yKynopka)
CrabunsHOCTB

JononHenust

TexHmueckue cpeacTsa 1 000pyIoBaHHE

OneHka 0€30MaCHOCTH OTHOCHTEIBHO HOCTOPOHHHX
MHUKPOOPTaHU3MOB

HoBble BcrioMoraTenbHEIE BEIIECTBA
PernonansHas nahopmarys

0030p TOKITMHIYECKUX JaHHBIX
00630p KITMHUYECKHUX JaHHBIX
PesroMe 1o JOKIMHUYECKUM JTaHHBIM

PestomMe (papMakoIOTHYECKUX JAHHBIX B TEKCTOBOM
¢dbopmare

Pestome (bapMaKOJ'IOFI/I‘IGCKI/IX JaHHBIX B BUJIC Ta6J'II/III

Pestome GpapMaKOKHHETHYIECKHUX JaHHBIX B TEKCTOBOM
(dhopmare

Pesrome (ﬁapMaKOKPIHCTI/I‘ICCKI/IX JaHHBIX B BUJIC Ta6J'II/II_[

Pe3roMe TOKCHMKOJIOTHYECKUX JAHHBIX B TEKCTOBOM
¢dbopmare

Pesrome TokcHKOIOTHIECKIX JaHHBIX B BUJIC Ta6J'II/H_[
PesroMe kKImmHUYECKUX JaHHBIX

Pestome OmodapMaieBTUICCKUX WCCICIOBAHUA H
CBSI3aHHBIX C HIMHU aHAJTUITHICCKUX METOJIOB

Pe3roMe  ucciaemoBaHuil MO KJIMHUYECKOM
(hapmakosioruu

Pesrome no kmmHIYIECKO# 3 heKTHBHOCTH
PesroMme o kiIMHUYECKON 0€3011aCHOCTH
Komnus ncnonb30BaHHBIX IUTEPATYPHBIX HCTOUHHUKOB

KopoTtkue 00630pbl HHIUBUAYATHHBIX HCCIIET0BaHUI

Copneprxanue
OCHOBHBIE TaHHBIE

JlexapcTBeHHass cyOcTaHOUs (IS JIEKapCTBEHHBIX
IpenapaToB, KOTOpBIE conepxar 0oJjiee OJHOTO
AKTHUBHOT'O BCIICCTBA, I/IH(bOpMaLH/Iﬂ NMpeaoCTaBIACTCA B
TIOJIHOM 00b€ME OTHOCHTENIBHO Ka)IOTO M3 HUX)**

O6mas napopmarss™*
Haszpanune**
Crpykrypa**

O6mume ceoiicTBa**
IIpousBoacTBo
IIpousBoanTems**

Onucanue MNpOU3BOACTBECHHOT'O IIponecca U €ro
KOHTPOJIb



3.2.85.23.

3.2.85.2.4.

3.2.8.25.
3.2.5.2.6.
3.2.8.3.
3.2.5.3.1.
3.2.8.3.2.
3.2.5.4.
3.2.5.4.1.
3.2.5.4.2.
3.2.5.43.
3.2.5.4.4.
3.2.5.45.
3.2.8.5.
3.2.5.6.
3.2.8.7.
3.2.5.7.1.

3.2.8.7.2.

3.2.5.7.3.
3.2.P.
3.2.P.1.
3.2.P.2.
32P2.1.
32.P2.1.1.
32P2.12.
3.2.P22.
32P22.1.
32.P222.
32.P223.
3.2.P.2.3.
3.2.P2.4.
3.2.P.25.
3.2.P.2.6.
3.2.P3.
3.2.P.3.1.
3.2P3.2.

3.2.P33.

3.2.P3.4.

KoHTpOITh HCXOTHBIX MaTEPHAJIOB

KoHTponb KpUTHYECKUX 3TalloB U MPOMEXYTOUHOH
MPOAYKITUH

Banmupamus mporecca u (WIn) ero olneHKa
Pa3paboTka mpou3BOACTBEHHOTO Mpoliecca
Xapakrepuctuka**

Jloka3aTenbCTBO CTPYKTYPhI U XapaKTEPUCTUKU
[Mpumecu**

KonTpons akTuBHOTO BenecTBa™*
Crerudurarms ™ *

AHaTuTHYECKHE METOIUKN ™ *

Banmupganusa aHanuTHdecKuX METOIUK * **

AmnHanusbl cepuit**

O6ocHoBaHME cienH()UKAITAI

CranmapTHbie 00pa3ilbl WK BEIIECTBA

Cucrema ymakoBka (yKymopka)**
CrabuibHOCTR**

Pe3roMe OTHOCHTENIBHO CTAaOMIBHOCTH M BBIBOJIBI**

[IpoTOKOJN  HOCTPErMCTPALMOHHOTO  HM3YYEHUS
CTa0WJIILHOCTH H 0043aTeIbCTBA OTHOCHUTEIHHO
crabmiIbHOCTH* *

JlanHBIC O CTAaOMIBHOCTH* *

JlexapcTBeHHBIH Ipenapar

Omnmcanne 1 cocTaB JIEKApCTBEHHOTO TIpeTiapaTa
dapmarneBTuueckas pazpaboTka

CocraBHbIE BellecTBa JEKapCTBEHHOTO IperapaTa
JlexapcTBeHHAs CyOCTaHIIHA

BcnomorarensHble BemecTsa

JlexapcTBeHHbIN npenapar

PazpaboTka cocraBa

Mznuku

DU3NKO-XUMHUUYECKHE U OMOJIOTUYECKHE CBOMCTBA
Pa3paboTka mpon3BOACTBEHHOTO ITpoIIecca
CucreMa ymakoBka (YKynopka)
MUKpOOHOIIOTHYECKHE XapaKTEPUCTHKN
CoBMecTUMOCTh

IIpousBoacTBo

[IpowuzBoantens (IIponsBoanuTtenn)

CocraB Ha cepHIo

Omnucanue MPOU3BOJICTBEHHOIO MPOIecca U KOHTPOJIS
mpoiiecca

KoHTponb KpUTHYECKHX 3TaloOB M NPOMEXKYTOUHOM
MIPOTYKIIUH



3.2.P35.

3.2.P4.

3.2.P4.1.
3.2.P42.
3.2.P43.
3.2.P.4.4.

3.2.P45.

3.2.P4.6.

32.P5.

3.2.P5.1.
32P5.2.

3.2.P.53.
3.2.P54.
3.2.P5.5.
3.2.P5.6.

3.2.P.6.
3.2.P.7.
32.P8.

3.2.P.8.1.

3.2.P.8.2.

3.2.P.8.3.

3.2.A.
3.2.A.1.

3.2.A2.

3.2.A3.
3.2.R
3.3.

Bammpmarus nporiecca u (Win) ero omeHka** **
KoHTpoJb BCIIOMOTATENBHBIX BEIECTB
Crierudukarnmu

AHaTUTHYECKHE METOIUKH

Banunanus aHauTHYECKUX METOLUK***
Oo6ocHoBaHNE crienU(DUKAIII

BcenoMoraTenbHple  BelecTBa YENOBEYECKOTO H
JKUBOTHOTO IPOMCXOXKACHUSA (IIpHU UCHONb30BaHuU BB
JKUBOTHOTO MJIM YEJIOBEYECKOTO TPOUCXOKICHUS
npefocTaBisercss  cepTU(HUKATBl  BHPYCHOM,
0aKTEepPHOIOTUICCKON U TPUOHOBOW OE30MaCHOCTH)

HoBrle BcioMorartenbHbIC BEIIeCTBa
KoHTpois mekapcTBEHHOTO Ipernapara
Criertudukanus (Crnenndukariim)
AHAJIUTHYCCKUEC METOTUKU

VYTBepKIAEHHBI HOPMATUBHBIN JOKYMEHT 10 KOHTPOJIIO
KayecTBa M 0OE30IAaCHOCTH B JJIEKTPOHHOM BHUIE B

dbopmate doc (pu mepeperucTpaiyy JOMOJTHUTESIBLHO
KOIIMIO YTBEPXkJIEHHOTO HOPMAaTHBHOTO JOKYMEHTa B

Pecniyonuke Kazaxcran)

Banupanust aHamUTHYECKUX METOANK
AHanu3sl cepui

XapakTepucTuka npumeceit
O6ocHoBanus crienudukanmum (i)
CrangapTHbie 00pa3nbl ¥ BEIIECTBA
Cucrema ynakoBKa (yKyTopKa)
CraOuisHOCTh

Pestome 1 BBIBOZ O CTAOUIBHOCTH

I[IpoTOKON  MOCTPETHCTPAIMOHHOTO  HM3yYCHUS
CTAa0UIABHOCTH M 003aTEIbCTBA OTHOCUTEIBLHO
CTaOMIIBHOCTH

JlaHHbIE O CTAOMITBHOCTH
Jononuenust
TexXHHUECKUE CPEICTBA U 00OPYIOBAHHE

OHCHKa 0€30IaCHOCTH OTHOCHTEIIBHO MMOCTOPOHHUX
MHUKPOOPraHUu3MOB

Hogrle BcomorartenbHbIE BEIlecTBa
Pernonansuas naOpMaIys

Komust ucroap30BaHHBIX JIMTEPATYPHBIX HCTOYHUKOB

MOZ[yJ'II) 4. OT4eTsI O JOKIIMHUYCCKHUX (HeKJ’II/IHI/I‘IeCKI/IX) HUCCICO0OBAHUAX

4.1.
4.2.
4.2.1.
4.2.1.1.

Copnepxanue
OTyeTsl 00 UCCIEeIOBaHUAX
®apMakoJIorus

[TepBuuHas papmMakoTuHAMHUKA



4.2.1.2. Bropuunas ¢papmakonmHamMuKa

4.2.1.3. ®DapmakoJormdeckas 0€30macHOCTh

4214 dapMakoTUHAMUYCCKHE JICKapCTBCHHBIC
R B3aUMOJEHCTBUSL

4.2.2. dapMaKOKHHETHKA

4.2.2.1. AHanuTHYECKHE METOIUKH U OTYETHI 110 BaJUIAINH

4222. AbcopOrms

4.2.23. Pacnpenenenue

4224, Meraboau3zm

4.2.2.5. OKckpernys (BbIBEICHNUE)

4226 DapMaKOKHHETHUCCKUE JIeKapCTBCHHEIC
e B3aUMOJICHCTBUS

4.2.2.7. Jpyrue GpapMakOKHHETHYECKUE UCCIIECIOBAHMUS

423, Toxcuxonorus

4.2.3.1. TOKCUYHOCTH MPU OJJHOKPATHOM BBEACHHUH

4.23.2. TOKCHYHOCTH IPU MHOTOKPATHOM BBEJCHUU

4233 I'eHOTOKCHUYHOCTH (mH-BUTpO, HWH-BHBO,

TOKCUKOKMHETHUYECKas OIlEHKa)

KaHuep OI'CHHOCTb (Z[OJ'IFO CPOYHBIC HCCJICAOBAHUS,

4.2.34.
KPaTKOCPOYHBIE HIIH CPEIHECPOUHBIE HCCIIETIOBAHS)

PenpoaykTuBHasE U OHTOI'€HETHYECKAs TOKCHYHOCTD:
(GbepTUIBHOCT M paHHEe dMOPHOHAIBHOE Pa3BUTHE,
SMOpuo-(eTanpHOe pa3BHTHE, MpPEHATAIBHOE H
MMOCTHATALHOE pa3BUTHE; WCCIICAOBAaHUSA, Ha
HEMOJIOBO3PEIOM MOTOMCTBE C MOCIEAYIOUUM

4.2.35.

HaOIIOAEHUEM
4.2.3.6. MecTHas NepeHOCUMOCTb

Jlpyrue UCCIeN0oBaHus TOKCHMYHOCTH: aHTHI€HHOCTb,
4237 HMMYHOTOKCHYHOCTb, HCCIEIOBAHHMS MEXaHM3Ma
T JENCTBUSI, IEKAPCTBEHHAS 3aBUCUMOCTh, META0OIIMTHI,

TPUMECH U JIp.
4.3. Kormust HCTIONB30BaHHBIX JINTEPATyPHBIX HCTOYHHKOB
Moaynb 5. OTUeTbl 0 KITMHUYECKUX MCCIENOBAHUSX U (WUJIN) UCTIBITAHUSX ** %%
5.1 Cognepxanue

Ilepeuenp Bcex KIMHHYECKHX HCCIENOBAaHUU (
5.2. UCTIBITaHUI) B BUE TabuIl (Ha3BaHME MCCICIOBAHU C
NEPEBOJIOM Ha PYCCKUH SI3BIK)

5.3. OT4eTH 0 KIITMHAYECKUX HCCICOBAHUAX (MCITBITAHISIX )

OTtueTsl 0 OMO(apMalleBTUYECKUX HUCCIEIOBAHUAK:
OTYET HCCIEeNOBaHUH MO OWOJOCTYIHOCTH; OTYET
531 CPaBHHTEJIFHBIX MCCIIEOBAaHUN 110 OMOJIOCTYITHOCTH H
o OMOIKBHUBAJIEHTHOCTH, OTYET MO KOPPEIALHU

HCCIENOBAHNNH HWH-BUTPO, WH-BHBO; OTYET IO

OMOaHAIMTHYECKUM U aHAJTUTHYCCKUM METOdaM

OTtueTsl HcclieOBaHUE 1O (hapMaKOKWHETHKE IpU
WCIOJb30BAaHNN OHWOMAaTEpHaroB YeJIOBEKa: OTYET
HCCIEeIOBAaHUI CBS3BIBaHUS C OenkaMu; OT4YeT



5.3.2. HCCIENOBAHUN IMEYEHOYHOro MeradonamsmMa |
B3aMMOJEHCTBUMA; OTYET IO MCCIENOBAHUAM C
HCIIOJIb30BaHUEM OMOMATEPUAIIOB YeIOBeKa

OTtuetsl 0 (HapPMAKOKMHETHYCCKHX HCCIICOBAHUAX Y
YeJloBeKa: OTYET MCCIICAOBAaHUN (DapMaKOKHMHETHKH Y
3JI0OPOBBIX JI0OOPOBOJIBIIEB W UCCIIEOBAHHIO ITEPBUYHON
MepeHOCUMOCTH; OTYET HcCIeI0BaHUM
(hapMakOKMHETUKH Yy TMAalMEHTOB W HCCIEIOBAHUIO

5.3.3. MePBUYHON TMEPEHOCUMOCTH; OTYET HCCIIeTOBaHUM
BHyTpeHHero ¢akropa (apMaKOKHHETHYECKUX
UCCIICJIOBAHUH; OTYET MHCCIICOBAaHUI BHEIIHETO
(axTopa papMaKOKUHETHYECKUX HUCCIIEIOBAHHH; OTYET
ucCeoBaHUN  (PAPMAKOKMHETHKH B Pa3JIMIHBIX
MOMYJISIIIUSAX

Otuetsl 0 (apMaKOJUHAMHUECKHX HCCIEAOBAHUAX Y
YeJIOBEKa: OTYET MCCIIeIoBaHui (papMakoIMHAMUKY U
(apmakokuHeTHKH ((papMaKOIMHAMHUKH) Y 3I0POBBIX
J0OpOBOJBLEB; OTYET UcCleJOBaHMI
dbapmakonuHaMUKA W (HapMaKOKHHETHKH  (
(hapMaKkoIMHAMUKH) Y TAIIHEHTOB

5.3.4.

Otuersl 00 wuccrnenoBannu 3(PPEKTUBHOCTH W
0€30I1aCHOCTH: OTYET KOHTPOJIMPYEMBIX KIMHUYECKUX
WCCIICNOBAHUN IO 3asBJICHHBIM ITOKA3aHUSM; OTYET
HEKOHTPOJIHMPYEMBIX KIWHUYECKUX HCCIIeIOBAHMM;

5.3.5. OTYETHl aHaju3a JaHHBIX OojJee YeM OJHOro
UCCIIeIOBaHMs, BKJIIOYas Jt00ble (QopMallbHbIC
UHTETPUPOBAHHBIE aHAJINW3bl, METAaaHAIM3bl U
MEepeKpPECTHBIE aHAIM3Bl; OTYETHl MO JPYrUM
HCCIIEI0BaHUAM

5.3.6. OT4eTHl 0 HOCTPErHuCTPALMOHHOM OIIBITE IPUMEHEHUS

OO0pa3ubl MHAMBHIAYAIBHBIX PETUCTPALMOHHEIX (GopM 1
WHIBHUIyaJIbHBIC CIICKH MAI[IEHTOB

5.3.7.

54. Konus ncnonb30BaHHBIX TUTEPATYPHBIX HCTOYHUKOB

[Ipumeyanue:

* [Ipu mepeperucTpaiu JeKapCTBEHHOTO CpeAcTBa MPeNoCTaBiIs0TCS Moy 1-3.
3akpbIThie YacTU Jpar Mactep - (Qaiijga MpeaoCTaBiISIOTCS IO 3ampocy 3KCIEPTHOM
OpraHU3alMU B XOJI€ KCIEPTHBIX padoT.

** [Ipu nepepeructpaly IpeoCTaBIAIOTCS PE3yJIbTaThl CTA0MIBHOCTH, CEPTUPUKATHI
KauecTBa (cepTU(HUKAT aHaANM3a, MPOTOKOJ HCHBITAHWU) AJS CEPHi, MPOU3BEICHHBIX B
HOCTPETUCTPALMOHHBIM MEpPUOJ AKTUBHON (apmaneBTUUECKOW cyOcTaHIuu MU (WJIn)
JIEKapCTBEHHOI'O Npenapara. Eciin OTaeapHbIe YaCTH JOKYMEHTALMU HE BKJIIOUEHBI B JI0CHE, B
COOTBETCTBYIOILIEM pa3jiese HeoOXOAUMO MpeACTaBUTh oOocHoBaHue. Jljis mpenapaTos
KUBOTHOT'O TPOUCXOXKAEHUS B pasjaene 3.2.S HeoOXOauMO NpPEeACTaBUTh CIEAYIOIIHE
JOTIOJTHUTENIbHBIE CBEJICHUS: TaHHBIE OTHOCUTEIBLHO BUJA, BO3PACTa, PAllHOHA KUBOTHBIX, OT
KOTOPBIX MOJIYYEHO ChIPbE; JaHHBIE O XapaKTepe (KaTeropuu) TKaHU, U3 KOTOPOU MOTy4YEeHO
ChIPbE I NPOM3BOJCTBA JIEKAPCTBEHHOI'O IIPENapara, ¢ TOYKU 3PEHUSA €ro ONAaCHOCTH
OTHOCUTEJIBHO COJIEP’KaHMsI INPUOHOB; TEXHOJIOTMYECKas cxema OOpabOTKU ChIpbS C



YKa3aHUEM 3KCTPAareHTOB M TEXHOJOTMYECKUX IMapaMeTPOB; METOJAbl KOHTPOJIS KayecTBa
ChIpbSI, BKJIIOUAs METOJbl BBISBICHUS MNPUOHOB B JICKAPCTBEHHOM Tipemnapare (mpu
HeoOxoaumocTr). Jlomyckaercss mpeaocTaBieHHe JOKyMeHTOB Monynei 3, 4, 5 Ha
AQHTJIMMCKOM SI3bIKE€ C TEPEBOJIOM Ha PYCCKHUH SI3BIK CIEAYIOMMX pa3aenoB Moys:
cnenudukanuu (3.2.P.5.1.), anamutmueckme wmeromuku (3.2.P.5.2.), oGocHoBaHUE
cnenudukanuit (3.2.P.5.6.).

kA Jlns papMakoneHbIX METOIMK MPEJOCTABIISIIOTCS JaHHbIE BEpU(DUKALUY.

*EEEX Banmmpanus mpoIecCcoB, MPOBOJUMBIX B aCENTHYECKUX YCIOBHSAX, BKIIOYACT
MOJICJIMPOBAaHUE TIpollecca C HCIOJIb30BAaHUEM MUTATEIBHON cpeabl (HamoJHEHUE
MUATATEJIbHBIMU CPEJIAMH ).

RAAKE M KaXKIOTO KIMHUYECKOTO HCCleAoBaHHUs (B T.4. HCCIEIOBAHUS
OMOAKBUBAJICHTHOCTH) TPEIOCTABISIOTCS: YTBEPXKICHHBIM TPOTOKOJ HCCIECIOBAHUSA,
YTBEP>KJICHHBIA OTYET UCCIEIOBAHMS, pa3pelIeHUe PEryIsITOPHOIO OpraHa Ha MPOBEACHHE
ucciegoBaHus (MpU HalU4YKWM), OJOOpPEHHE STUYECKOM KOMHUCCHH, KOIHIO JOrOoBOpa
CTpaxOBaHUs OTBETCTBEHHOCTU CIIOHCOpA B CiIy4yae MPUYMHEHHUS BpeJa >KU3HU U 370POBBIO
CyObEeKTa HCCJICIOBAHUS, KOMUU HHIUBUAYAIbHBIX PETUCTPALIMOHHBIX KapT CyOBEKTOB
uccie0Banus (11 MEXAYHAPOIHBIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX HcciienoBannii 20%),
XpomaTorpaMMbl (TIpU MPEJAOCTABICHUU HCCIEJOBaHUS OMOIKBUBAJICHTHOCTH), KOMHUU
JIOTOBOPOB MEXK]1y CIIOHCOPOM KIIMHUYECKOI'O UCCIEA0BAaHUS U UCCIEA0BATEILCKUM LIEHTPOM
(KOHTpPaKTHOM HCCNEA0BATENIbCKOM Opranu3aiueil) (B ciiydae HEOOXOIUMOCTH MOCTE U3bATUSA

KOH(DHICHITNATEHON HHPOPMAIIHHN).
Ipunoxenue 15 k [IpaBunam
PEeTUCTpPALMHY JIEKAPCTBEHHBIX
CPE/ICTB ¥ MEJMIIUHCKUX U3/ICIUi
10 MIPUHIUIY "eANHOTO OKHA"

HepequL mpEeaAOCTABIACMBIX MAaTCPHAIIOB PErHCTPAITMOHHOTO JOCHC B 3aBHCHMOCTH OT BHAA
JICKapCTBCHHOI'O CPCACTBA

1. JIsist sxcnepTu3sl IpU TOCYIAPCTBEHHON PErUCTPALIMM OPUTHHAIIBHOTO JIEKAPCTBEHHOTO
CpPEACTBa M €Tr0 HOBBIX JICKAPCTBEHHBIX (OPM, B TOM YHUCJIE WMMYHOOHOJIOTHYECKOTO
npenapara npeaoCTaBISIIOTCS MOJHBIA KOMIUIEKT PETUCTPALIMOHHOTO 10ChHE.

Ha momeHT momaum 3asdBIIEHUS HAa SKCIEPTHU3Y JIEKAPCTBEHHOIO CPEACTBA
IPEAOCTABISECTCS PETUCTPALIMOHHOE I0ChE C TAHHBIMU KIIMHHYECKUX ucciaenoBanuil [ — 111
(hazbl.

2. Bocipon3BeieHHBI JIEKapCTBEHHBIN Mperapar

st BOCTIpOM3BEICHHBIX JICKAPCTBEHHBIX MpernapaToB JaHHbIE (apMaleBTUUECKON
pa3pabOTKM MPEICTABISIOTCS B CPABHEHUH C OPUTHHAIBHBIM WK pedepeHTHBIM MpernapaTom

Jlns mokaszaTenhCTBa PKBUBAJICHTHOCTH TEHEPHUKA C OPUTHHAIBHBIM (peepPEHTHBIM)
npernapatoM B Mogayne 5 dopmara OTJ wunm wactu IV IlepeuHss NOKyMEHTOB,



MPEAOCTABISIEMBIX JIJISl AKCTEpTU3bl mpousBoauTensmu PecnyOnuku Kazaxcran (manee —
[lepeyeHb) B pETUCTPAIMOHHOM JOChE TEHEPUKA TMPEAOCTABISIOTCS PE3yJIbTAThI
HCCIIEJOBAHUNA B COOTBETCTBUM C llpaBuiiaMm TpoBeNEeHHUS HUCCIEIOBAHUU
OMO3KBHBAJICHTHOCTH JIEKAPCTBEHHBIX MPEMapaToB B paMkax EBpa3nuiicKOro 5KOHOMHUYECKOTO
coro3a, yrBepxkaeHHbIMU Pemenuem CoBera EBpa3uiickoil SJKOHOMHUYECKOM KOMHUCCUU OT 3
HOs10ps1 2016 roga Ne 85.

B Monayne 1 unum Yacrtu I Tlepeuns 3asiBUTeNb NPeOCTABISIET pe3toMe (10 S CTPaHUI)
o0ocHOBaHUM U (PAKTOB, MOKA3BIBAIOIIMX, YTO JICKAPCTBEHHBIA IMpenapar SBIsSETCS
BOCIIPOM3BEACHHBIM JIEKAPCTBEHHBIM MPENapaToOM COOTBETCTBYIOIIETO OPUTHHAJIBHOTO
JIEKapCTBEHHOTO TIpemnapara. YKa3aHHOE PEe3IoMe COACPKUT UHPOPMAIIUIO O Mpernapare, ero
Ka4Ye€CTBEHHOM COCTaBE M KOJMYECTBEHHOM COJEPKaHUM B HEM aKTUBHOTO BEIIECTBA, €TO
JeKapCcTBeHHOW dopme u npoduie 6e3omacHoCTH U (Win) 3(PGEKTUBHOCTH €r0 aKTHBHOI'O
BEILIECTBA MO CPAaBHEHUIO C AKTHMBHBIM BEIIECTBOM OPUTMHAIBHOIO MpEnapara, a TaKke
CBEJICHUS O OMOJIOTUYECKON TOCTYMHOCTH U OMOIKBUBAJIEHTHOCTH JJAHHOTO Mpernapara.

3. 'uOpuaHbINA TeKapCTBEHHBIN Mpernapar

I TocyAapCTBEHHOM perucTpaiud THOPUHOTO JIEKAPCTBEHHOTO Ipernapara
MIPEIOCTABIISIOT CIEAYIOLINE JaHHBIE:

B Moayne 1 win Yactu I [lepeunst 3asBUTENb NPEAOCTABIsAET KPAaTKy0 HHPOpMaIuio,
00001aro1Iyt0 000CHOBaHUS M (aKThI, UTO JICKAPCTBEHHBIN MpEnapar, SBIsIeTCs THOPUIHBIM
[0 OTHOIIIEHHIO K COOTBETCTBYIOLIEMY OpUTHHAIbHOMY Ipenapary. O6001eHue conepx uT
uH(pOpMaLMIO O Tpernapare, aKTUBHOM (apMalieBTUYECKON CyOCTaHIUH, JEKapCTBEHHOM
dbopme, 103UPOBKAX, MOKA3AHUAX K MPUMEHEHHUIO, CIIOCO0e MPUMEHEHHS IO CPABHEHUIO C
OPUTMHAJIBHBIM TIPENapaToM, a TaKke, MPpU HEOOXOAUMOCTH, CBEICHUSI O OUOJOCTYITHOCTH U
OMOPKBUBAJIEHTHOCTH JIAHHOTO TIpernapara.

B onpenenenHbIx ciydasx TpeOyeTcs IJiaH yIpaBJIeHUs] pUCKAMH.

B cnydae oTCyTCTBUS ONPENEICHHBIX JIEMEHTOB MPECTABISIETCS 00OCHOBAHHUE HX
OTCYTCTBUS B COOTBETCTBYIOILLEM pa3Jielie.
B 0030pe MOKIMHUYECKHX W KIMHUYECKUX JTAHHBIX YyJAeNseTcss 0co00e BHUMAaHUE
CJIEAYIOIINM DJIEMEHTAM:
pe3tome npoduiisi mpuMecei aKTUBHOTO BeIIeCTBa (M B COOTBETCTBYIOIIUX CIydasx,
BO3MOYHBIX TTPOJYKTOB PA3I0KEHUs, 00pa3yIOMUXCs IPU XpaHEHUHU) B CEpUsIX Mperapara,
KOTOPBIN MOJJICKUT peann3anuu Ha (apMalieBTUYECKOM PHIHKE;

OOHOBJICHUE JIUTEPATYPHBIX MyOIUKAIMIA MO0 aKTUBHOMY BEIIECTBY B PaMKax HACTOSIIEH
3asBKM Ha PETUCTPAIMIO; JaHHOE TpeOOBaHUE BBIMOJHIETCS IMYTEM CCHUIOK Ha CTaThbU B
PELEH3UPYEMBIX KypHAIAX;

KOKIbIA MYHKT B OOIIEN XapaKTepUCTHKE JIEKAPCTBEHHOI'O Mpemnapara, paHee He
M3BECTHBIM WJIM BBHITEKAIONINN U3 XapaKTEPUCTHUK Mpenapara v (WIh) ero TeparneBTUYeCcKoi



TPYIIbI, MPOAHATU3UPOBATh B JOKIMHUYECKUX M KIMHUYECKUX 0030pax (pe3toMe Hu
MOJIKPENUTh JJ0Ka3aTeIbCTBAMHU U3 OMYyOJIMKOBAaHHOW JUTEPATyphl U (UJIH) U3 PE3yJIbTaTOB
JIOTIOTHUTEIIBHBIX HCCIICIOBAHUMN;

[IpencTaBuTh NOMONHUTENBHYI0 WH(MOPMAIIMIO, JOKA3bIBAIOIIYIO0, YTO MpoduIn
6e3omacHocty u (Win) 3G (HEKTUBHOCTHU 3asIBICHHOTO Mpernapara He OTJIMYAIOTCS OT TaKOBBIX
y pedepentHoro npemnapara (pe3toMe COOCTBEHHBIX TOKIMHUYECKUX W (WJIM) KIMHUYECKUX
HCCIICTOBAHUM ).

Pe3ynbpTaThl HOKIMHUYECKUX M (MJIM) KIMHUYECKUX HCCIEIOBAHUM THOPUIHOTO
JIEKapCTBEHHOTO TIperapaTa BKIIOYaeT B COOTBETCTBYIOIIME pa3zienbl Moayneid 4 u 5 unu
Yacru 111, IV Ilepeuns.

[TpoBenenne MOMOTHUTENBHBIX UCCIEIOBAaHUHN, HEOOXOIUMBIX JJIsi BOCIIPOM3BEICHHBIX
JIEKapCTBEHHBIX MPENapaToB U THOPUTHBIX MTPENAPATOB:

1) paznuunbie conu (CI0XKHbIE) AGUPBI (KOMILJIEKCHI) UX TPOU3BOJIHBIC (C OJTHOM M TOM Ke
aKTUBHOW YaCTbIO MOJIEKYJIbI) MPEIOCTaBISIOT J0KAa3aTEIbCTBA TOTO, YTO HET HHUKAKHX
U3MEHEHUN B (DApMAaKOKMHETHKE aKTUBHOW YAaCTH MOJIEKYJIbI, (papMakoanHaMuKe U (WJIN)
TOKCUYHOCTH, KOTOPbIE CYIIECTBEHHO BIMSIOT Ha NMPOopuib 6e30nacHOCTH (3P(HEKTUBHOCTH )
(uHaye paccMaTpUBAETCsl KaKk HOBOE aKTHUBHOE BEIIECTBO);

2) apyroi crnoco0 npuMeHeHus (Apyras) JiekapcTBeHHas dopma (15 mapeHTepPaATbHOTO
BBEJICHUSI, HEOOXOMMO MPOBOIUTH PA3IINYUS MEXKITY BHYTPHAPTEPHUATHHBIM, BHYTPHUBEHHBIM,
BHYTPHUMBIIICYHBIM, TTOJKOKHBIM U JAPYTMMH METOJAaMHU BBEACHUS) HOBBIN MyTh BBEACHUS
WHas JeKapcTBeHHas Gopma (Mpu TOM Ke Croco0e BBEIEHUS ) MPEJOCTABISIOT KIMHUYECKUE
nanHple  (O6ezomacHOCTh  A(PGDEKTUBHOCTH), HCCIeAOBaHHUS  (PapMaKOKUHETHKH,
COOTBETCTBYIOIINE JOKIMHUYECKUE TaHHbIE (HAlpUMep, MECTHASI IIEPEHOCUMOCTH ), €CITH 3TO
MIPUMEHUMO;

3) npyrasi J03UPOBKA MPU TOM K€ IMyTU BBEJECHUS (JIEKapCTBEHHOU (PopMe) U MOKa3aHUSIM
K IPUMEHEHHUIO NPEIOCTABIISIIOT UCCIIEI0BAHUS CPAaBHUTEIBHON OMOJOCTYITHOCTH;

4) cBepxOHMOAOCTYIHBIC TIPEMapaThl MPU COXPAHCHUH WHTEPBANIA JO3UPOBAHUS, HO CO
CHIDKEHHUEM J103bl, IPEeIHA3HAYEHHBIC IS JOCTHXKEHUSI CXOAHOW KOHIEHTPALUU B IazMme (
KPOBH) MPEIOCTABIISIIOT UCCIIEI0BAHUS CPABHUTEIBHON OMOJOCTYITHOCTH.

4. buonornyeckue npenaparsl

1) Jlna nexapCcTBEHHBIX MpPENapaToB, MOJIYYEHHBIX W3 KPOBH WM IJIa3Mbl YEJIOBEKa
3asiBUTENb MPEJOCTABIACT MOJTHOE PErHCTPAMOHHOE TOChE JIEKAPCTBEHHOTO TMperapara,
KOTOPOE COMPOBOXKIAETCS MPUIIOKEHUEM OTJEIBHOI0 MacTep-Qailiia Ha m1a3My.

MacTep-¢aiin Ha 11a3My KPOBH SBISETCS CAMOCTOATEIBHBIM JTOKYMEHTOM, OTACIbHBIM
OT PETUCTPAILMOHHOIO JO0ChE JIEKAapCTBEHHOTO MperapaTa U COAEpKaIIUM BCEe 3HAUMMBbIe
1oipoOHbIE CBEJIEHUS O XapaKTEPUCTUKAX BCE IJI1a3Mbl KPOBHU YeJIOBEKA, UCIIOJIb30BAHHOMN B
KauecTBe MCXOAHOTO MaTepuana W (WIHM) ChIpbs MPU MPOU3BOJACTBE CyOdpakuuil HUIu
IPOMEXYTOUYHBIX (paKuid, KOMIIOHEHTOB BCIIOMOTATEJIbHBIX BEIIECTB WM AKTUBHBIX
BEIIECTB, ABISIONINXCS YACTHIO JIGKAPCTBEHHBIX MPENapaToB WK MEAUIIMHCKUX U3IEIINNL;



KKJIBIN TIEHTP WIH YUYpekJeHue, GppakiuoHupymoue (nepepadaTeiBaronye) miazmy
YeJIoBeKa MOArOTaBIMBAIOT U MOIJIEPKUBAIOT B OOHOBJIEHHOM COCTOSIHUM HAOOp MO IpoOHOM
3HaUYMMOM MH(GOpPMAIINH, YKa3aHHOUN B MacTep-(daiisie Ha Tu1a3My KPOBH;

€CJIM PErHCTPALUOHHOE JOChE OTHOCUTCS K KOMIOHEHTY, MOJyYEHHOMY M3 MJIa3Mbl, TO
I HCIIOJb30BAaHHOW IUIa3Mbl B KAa4eCTBE MCXOJHOTO Marepuaia (ChIpbs)
pelyCMaTPUBAETCS CChUIKA Ha MacTep-Gaiii Biaiebla.

Macrtep-daiin Braxenblia COAEPKUT CICAYIOIYIO HHPOpPMAIMIO O TMIa3Me,
MCIIOJIb30BaHHOM KAaK MCXOJHBIA MaTepHal (ChIpbe):

IPOUCXOKICHUE TIIIa3MBbl:

uHdOpMaIus 0 IEHTPAX WIH YIPEKICHUAX, B KOTOPHIX MMPOBOIUTCA COOp KpOBHU (TII1a3Mbl
), BKJIIIOYasi JaHHbIe 00 MHCIEKIMU U MPEACTABICHUE CIIEUATILHOTO Pa3pellieHHs Ha BEJICHHE
JAHHOTO BHUJA JEATEIBHOCTH, a TaKXKe JMUIAECMUOJIOTUYECKHE MaHHbIe 00 WH]EKIusX,
NepealoIInuXcs Yepe3 KPOBb B PETUOHE, I€ MPOU3BOJIUTCS 3ar0TOBKA KPOBU (TUIa3Mbl);

nH(poOpMaIUs 0 IIEHTPaX WK YUPEKICHUSIX, B KOTOPBIX TPOBOJAUTCS KOHTPOJIb JOHAIMN 1
MyJIOB TUIa3Mbl, BKJIIOYAs WHCIEKIMOHHBIA M PETYJIATOPHBIM CTAaTyC 3TUX IIEHTPOB WIIU
YUPEKICHUM;

KpUTEpHUH 0TOOpa (MCKITIOYEHUS) JOHOPOB KpOBHU (TU1a3MBbl);

OIMCAHUE JIEMCTBYIOLIEN CUCTEMBI, MO3BOJISAIOIIEH OTCIAEANUTD MYTh KAXKIAOM JOHALIMU OT
YUpeXKACHUs, TJIe COOMPAIOT KPOBb (MJIa3My), JO TOTOBOTO JEKApCTBEHHOTO IMpernapara U
Ha000pOT;

Ka4yeCTBO IUIa3Mbl U €€ 0€3011aCHOCTb:

COOTBETCTBHE KaUeCTBA CTAThsIM (MOHOTpadusiM) rocy1apCTBEHHBIX (hapMaKoIei;

KOHTPOJIb COOpaHHOM KPOBH (ILJIa3Mbl) U €€ IyJIOB Ha HAJIMYUE BO30yauTenei nHQEKIHii,
BKJIFOYasi ”HGOPMAIIMIO O METOJIaX KOHTPOJISI M B CJIy4ae MyJIOB TUIa3Mbl - JaHHBIE BaJIUIAlUN
HCIIOJIB30BaHHBIX METOJIHK;

TEXHUYECKUE XapPaKTePUCTHUKU KOHTEHWHEPOB JUIsi cOOpa KPOBH U TUIA3MBbI, BKIIOYAs
uH(popMaIuio 00 UCTIOIB30BAHHBIX PACTBOPAX AHTUKOATYJISIHTOB;

YCJIOBUSI XpaHEHUS U TPAHCIIOPTUPOBKH MJIa3MBbl;

npoleypa XpaHeHus JJI000ro MaTepualia, UCIoib3yeMOoTo AJis MPOU3BOJCTBA U (WIIH)
NEePUOJ KapaHTUHA;

XapaKTepUCTUKA MyJia TUIa3Mbl;

ONMMCAaHHE YCTAHOBJIEHHON CHUCTEMBbl B3aUMOJEUCTBUS MEXKIY HPOU3BOAUTEIEM
JIEKapCTBEHHOI0 IIpenapara, MOJIy4Y€HHOr0 U3 TUIa3Mbl, U (WJIK) LEHTPOM WIH YUPEKICHUEM,
(bpakuHOHUPYIOMIMM U (UJIK) mepepadaThIBAIOIINM TUIa3My, U IEHTPOM WA YUPEKACHUEM 110
cOOpy U KOHTPOJIIO KPOBH (TIJIa3MBbl), a TAK)KE COTJIACOBAHHBIE MU CTIEITU(BUKAIINY HA TUIA3My

Mactep-(aiin Ha maa3My Takke COACPKHUT MepPEUeHb JEKapCTBEHHBIX MpernapaToB, Ha
KOTOPBIE OH PACIPOCTPAHACTCS, HE3aBUCUMO OT TOTO, SBJIAIOTCS JIM 3TH JIEKAPCTBEHHBIE



Mpenaparsbl 3aperucTPUPOBAHHBIMM, HAXOJATCS B IMPOLECCE PEruCTpalvi WA B CTaguu
KIIMHUYECKUX HCCIIETOBAaHUN.

Macrep-daiin Ha 1mIa3My TOAJIEKHUT €KET0THOMY OOHOBJICHHUIO M TIOBTOPHOM SKCIIEPTH3E.

[Ipu BHeceHMU M3MEHEHUN B MacTep-Gaill Ha I1a3My OH IMOJJICKHUT DKCIEPTU3E B
COOTBETCTBHHM C MPOLETYPOU BHECEHNSI U3MEHEHU .

2) B oTHOIIEHUHN BaKIUH JUIsl MEIUIIMHCKOTO NMPUMEHEHUSI TPEOOBAHUS K MCXOJIHBIM
MarepuajaM U ChIPbIO 3aMEHSIOTCS MacTep (aiiioM BakIMHHOTO aHTUTeHA. B ciyuae
BAaKIIMHBI, HE SBJSIONICHCS BaKIMHOW I MPOPUIAKTHKH TpUIIAa 4YeJOBEKa,
npeaocTaBisieTcs Mactep (aitl BaKIIMHHOTO aHTUTE€HA ISl KaKIOrO aHTUTEeHA, KOTOPBIM
SBJISIETCS aKTUBHBIM BEIIECTBOM 3TOM BaKI[MHBI.

Macrtep-daiin BaKIIMHHOTO aHTHUT€HA COACPKUT CICAYIOUIYI0 HH(POpPMAIUIO,
M3BJICUCHHYIO M3 COOTBETCTBYIOIIEH udacTh (AKTHBHas (apMameBTUUYECKasi CyOCTaHITWSA)
moxyis 3 "KauectBo".

AKTHBHOE BEIIECTBO:

oOmast nHpopmaius, BKIIOYas CBEICHHUS O COOTBETCTBHHM CTaThe (MOHOTrpadum)
roCyJIapCTBEHHBIX (hapMaKomei;

uH(dOpMaIUs O MPOU3BOIUTENIE AKTUBHOTO BEIECTBA: HH(POPMAIKs O TIPOU3BOICTBEHHOM
Mporecce, HMCXOAHBIX MaTepualax M ChIPbE, CHEIUATBHBIX MEpax OTHOCUTEIbHO
TPAHCMHUCCUBHBIX TyO4aThIX »SHIledaaonaTUii W OIEHKE Oe30MacHOCTH TOCTOPOHHUX
MH(EKIIMOHHBIX ar€HTOB, MOMEIIEHUAX U 000pYJOBaHUY;

XapaKTEPUCTHKA AKTUBHOI'O BEILIECTBA;

KOHTPOJIb KaY€CTBAa AKTUBHOT'O BEILIECTBA;

CTaHJapTHBIE 00pa3Ilbl U MaTEPHUAIIBL;

NEpPBUYHAs YIIAKOBKA M YKYNIOPOYHAsl CUCTEMa aKTUBHOT'O BEIIECTBA;

CTaOMJILHOCTh AKTUBHOT'O BEIIECTBA.

JI1s1 HOBBIX BaKIIMH, KOTOPBIE COACPKAT HOBBIN BaKIIMHHBIN aHTUTEH, 3aIBUTENb MOJAET
MOJTHOE PETUCTPAIMOHHOE JOChe, BKJIIOUasi BCe MacTep-(paiibl BaKIIMHHOTO aHTUTE€HA Ha
KaX/JIbl1 BAaKUWHHBIA AHTUICH, KOTOPBIM SIBISETCS YaCThbIO HOBOW BaKUHHBI, €CIIH
MacTep-(]aiiyl BAKIIMHHOTO aHTUT'€HA HA TAaKOW BaKIIMHHBIM aHTUTEH OTCYTCTBYET.

VYkazanHble TpeOOBaHUS TaK)Ke MPUMEHSIIOTCS K KaXKJI0M BaKI[MHE, KOTOpasi COCTOUT U3
HOBOM KOMOHWHAIIMY BaKIIMHHBIX aHTUTEHOB, HE3ABUCUMO OT TOTO, SIBJISIETCS OJIMH WK OoJiee
AHTUT'€HOB YaCThIO BaKI[MH, KOTOPBIC YK€ 3aPETUCTPUPOBAHBI.

[Ipu BHeceHuMM WM3MEHEHHI B MacTep-(ailil Ha BaKIIMHHBIN aHTUTEH, MacTep-(daiin
TIOJIJIEAKUT IKCIIEPTU3€E B COOTBETCTBUHM C MPOLEAYPO BHECEHUS U3MEHECHUM.

5. buoaHanOTMYHBIN JEKapCTBEHHBIM mpemnapar (Omoananor, OHOMOMOOHBIN
JIEKapCTBEHHBIN Mpenapat, OMOCUMUIISP)

JInst sKcnepTU3bl OMOAHATOTUYHOTO JIEKAPCTBEHHOIO Mpenapara MpeaoCTaBIsSIOTCS
JAHHBIE CPABHUTEJIBHBIX MCCIEIOBAHUN €ro C OpUTHHAIBHBIM (pedepeHTHBIM)
OMOJIOTUYECKUM JICKAPCTBEHHBIM CPEACTBOM B COOTBETCTBUU ¢ [IpaBuiiamu npoBeneHus



UCCIIeIOBaHUN OHMOJIOTUYECKUX JIEKApCTBEHHBIX CPEACTB B paMkax EBpasuiickoro
AKOHOMHYECKOTO CO103a, yTBEepKAeHHbIMU PemenneM CoBeta EBpa3niickoil 53KOHOMHYECKOM
Komuccuu oT 3 HosOpst 2016 roma Ne 89.

B Mopyne 1 dopmara OT/] peructparnmonnoro aocke unu Yacru I [lepeuns 3asButens
MPE/ICTABISIET pe3loMe OOOCHOBaHUN W (PAKTOB, MOKA3BIBAIOMIMX, YTO JIEKAPCTBEHHBII
mpernapar, mojaBacMbli Ha JKCIEPTHU3Y, SABJISCTCS OMOAHATOTHYHBIM (OHOIO00HBIM)
JIEKapCTBEHHBIM IIPENapaToM OPUTHHAIBHOMY (pedepeHTHOMY) JIEKApCTBEHHOMY IIpenapary.
Pestome comepxuT wHGOpPMAILUIO O JIEKAPCTBEHHOM IIpenapare, aKTUBHOM BEIECTBE,
JIEKapCTBEHHOU (popMe, T03UPOBKaX, MOKA3aHUSIX K MPUMEHEHHIO U ClI0OCO0e MPUMEHEHHUS B
CpPaBHEHUU C aHAIOTUYHON MH(pOopMaIueit 006 opuruHaasHOM (peepeHTHOM) JIeKapCTBEHHOM
npenapare.

B Monyne 1 dopmara OT/] peructpammonnoro nocke wim Yactu I [lepeuns Bmecte ¢
KpaTkoil uHpopMmanueil o cucreme QpapMakoHaA30pa JepKaTessi PEerucTpalioOHHOTO
YAOCTOBEPEHUS MPECTABISAETCA IUIaH YIPABICHUS PUCKAMU Ha 3asBIISIEMBIM HA SKCHEPTU3Y
OmoaHaOruyHbIN (OMOTIOI00HBIN) JTIEKapCTBEHHBIN IIpenapar.

KauectBo, 6e30macHOCTh, 3P(HEKTUBHOCTh U UMMYHOT€HHOCTh OMOAHAJIOTUYHOTO
JIEKAapCTBEHHOTO TIpernapara Ha MPOU3BOJICTBEHHOM, TOKIMHUYECKOW M KIMHUYECKOU (ase
ero pa3pabOTKU CpPaBHHUBAIOTCS C OJHUM U TEM K€ JTAJIOHHBIM pe(epeHTHBIM
OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBUU C MPABWJIAMH HCCIEIOBAHUS
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro 3kOHOMHUECKOro CO03a.

B Moaymsix 2, 3,4 u 5 popmata OT/] wnu Yactu 11, 111, IV Tlepeuns peructpaiimoHHOro
J0Che OMOCUMUIISIPA COACPIKUTCS Cieayrolas nHopmanus:

1) moaTBepKI€HUE CXOJCTBA MOJEKYISPHBIX U OUMOJIOTHYECKUX XapaKTEPUCTUK
AKTUBHBIX BEUIECTB OMOCHUMIISIPA U STAJJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJICTBA
(meranu mnO NEPBUYHOU CTPYKTYpe H CTPYKTypam ©Oojiee BBICOKOTO MOpPAAKA,
MOCTTPAHCIANMMOHHBIM  MoAudukanusm (BKJIOYasi, B YaCTHOCTU TIUKO(DOPMBI),
OMOJIOTMYECKON aKTUBHOCTHU, YUCTOTE, PUMECSIM);

2) MOATBEPKIAEHUE CXOJICTBA XAPAKTEPUCTUK FOTOBOTO Ipenapara (JIEKapCTBEHHAas
dbopma, KOJIMYECTBEHHBIM W KaueCTBEHHBIM COCTaB, JO3UPOBKA, CIOCOO MpUMEHEHHS,
YCJIOBUSI XpaHEHUsI, CPOK XpaHEHUsl, CTaOMIbHOCTh, NPpOPuiIL npuMeceil) OuocuMuiIsipa u
ATAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOT'O CPEJICTBA; IOMyCKAETCA pa3inure B mpoduiie
NpUMecel M BCIOMOTATENIbHBIX BeIleCTBaX OMOCHUMMWIsSIpa U pedepeHTHOro mpemnapara,
3asIBUTEJIEM PUHUMAETCS] BO BHUMAHUE HAJIMYKME HOBEUIINX TEXHOJIOTHI, JEMOHCTPUPYETCS
COOTBETCTBUE BBIOPAHHOI'O COCTaBa IO TAaKUM KPUTEPHUSIM, Kak NpodWIb TpUMECEH,
CTaOMIBHOCTh, COBMECTUMOCTH (CO BCIIOMOTATEIbHBIMH BEIIECTBAMHU, PACTBOPUTEIISAMH H
MaTepHallaMH YIIAKOBKH), IIEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMUYECKOM
YPOBHE), aKTUBHOCTh U CUJIa JACHCTBUSI aKTUBHOTO BEILIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO CPECTBA;



4) B ciydae pasznmuuuii mpu pa3paboTke OUOCUMMIISIpA, KOTOpbIe 00JafgaloT
NOTEHUHUATbHBIM BO3JE€HCTBUEM Ha €ro 0Oe3omacHOCTh WU 3(PEPEKTUBHOCTS,
MPEIOCTABISIOTCS JOMOJHUTEIbHBIE JaHHBIE [0 MCCIEIOBAHUSAM Ha JXUBOTHBIX U
KJIMHUYECKUM HCCIEAOBAHUAM JJIsL TOTO, YTOOBI 0XapaKTepPU30BATh PA3INUMS;

5) monHOE ONHCAHWE M MAKET JaHHBIX MO MPOU3BOACTBEHHOMY IPOLIECCY, HAUMHAS C
pa3pabOTKH BEKTOPOB IKCIPECCHH U OAHKOB KJIETOK, KyJIbTYpbl (OpOKEHUs) KIETOK, cOopa,
OUYMCTKH, pEeaKIuil MOJAU(PUKALINH, HATIOJHEHUSI KOHTEWHEPOB sl TOTOBOM JIEKapCTBEHHOM
hopmbI;

6) uccienoBaHMs, TPOBOJAUMBIE B Xo0j¢ (apMaleBTUUECKON pa3paboTKu s
OTIPE/ICJICHUSI W BaJIMIAINU JICKAPCTBEHHOW (POpPMBI, COCTaBa M CHUCTEMbl YMAKOBKH (
YKYTOPKH) (BKJIIOYAs UX HETOCTHOCTH JJISI MPEIOTBPAIEHUs] MUKPOOHOTO 3arpsi3HEHUS);

7) cnenudukanms OMOCHMIISIpA, OTpa)XamIlas W KOHTPOJIUPYIOMIAas Ba’KHBIC
KaueCTBEHHbIC TIOKA3aTeNd JIEKAPCTBEHHOI'O0 CPEACTBA, W3BECTHBIC ISl ATAJOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O0 CpeACTBa (Takue Kak HICHTU(UKALMS; YHCTOTA;
aKTUBHOCTbH; MOJIEKYJISIpHAsI T€TEPOTeHHOCTh B IUIAHE Pa3MepoB, 3apsaa U ruapodoOHOCTH,
r7€ BO3MOXXHO UX OIpPEAEIeHUE; CTENEeHb CHUAIMPOBAHUA; KOJUYECTBO OTAEIbHBIX
MOJIUTICTITU/THBIX 1IETIeH; TTIMKO3WINpOBaHuEe (DYHKIIMOHATBLHOM 00JaCTH; YPOBHU arperaiuu;
npumecH, Takue kak oenok u JJHK kneTku-xo3simHa);

8) uccnenoBaHus CTaOMIIBHOCTH,

9) pe3ynbTarhl JOKJIMHUYECKUX (HEKJIMHUYECKUX) HCCIeNOBaHUN (B OCHOBE
JOKIMHUYECKUX UCCIEAOBAHUMN JIEKUT MOAXO0M, OCHOBAaHHBIM HA OLIEHKE PUCKOB, U, TaM IJe
BO3MOYHO, U30€eraTh MPOBEJCHUS MCCIIEIOBAHUN Ha KUBOTHBIX): UH-BUTPO HCCIEIOBAHUS
CBA3BIBAHUA C PELIENTOPOM WM KJIETOYHBIE aHAJIU3bl (HampHUMeEp, aHaIu3 NpoJudepanuu
KJIETOK WJIM aHallu3 [HUTOTOKCUYHOCTH) SIBJISIIOTCS HEOOXOJIUMBIMH JOKIUHUYECKUMU
UCCIIEAOBAaHUSMU; UH-BUBO UCCJEJIOBAHUS HA MOAXOMSIIEM BHJE KMBOTHBIX (Ha KOTOPOM
ObL1a u3ydeHa apMakoJuHAMUYECKas U (MJIM) TOKCUKOJIOTUYECKAst aKTUBHOCTh STAJIOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPENICTBA); KpUBas 3aBUCUMOCTH 3ddexra oT 10361 ("
no3a-3¢g¢ext"), onpeaecHne HavYaJIbHOM OE€30ITacHOM J03bI M CXEM ITOBBIIICHUS 03Bl B
NOCIEAYIOUIUX KIMHUYECKUX HCCIEIOBAHUAX, HCCIeA0BaHus (apMaKoJIOTHUYECKOU
0€30MacHOCTH; Pe3yJbTaThl KaK MHUHMMYM OJHOTO HCCIIEIOBAHUM TOKCUYHOCTH IMpHU
MHOTOKPAaTHOM BBEJICHUHU, BKJIIOYas OLEHKY TOKCUKOKMHETHKH, OIpeAeIeHUe M
XapaKTEepUCTUKU HMMYHHBIX OTBETOB, B TOM YHUCIE THUTPbl aHTUTEJ, MEpeKpecTHas
PEaKTUBHOCTH C TOMOJIOTUYHBIMU SHJAOT€HHBIMHU O€JIKaMu U HeUTpanu3yrolas cnocoOHOCTb;
OIlEHKA MECTHOW TMEePEHOCUMOCTH; JaHHbIE TOKCHUKOJOTUYECKUX MCCIEJOBAHUN,
BKJIFOYAIOLIUE OLICHKY PENpPOAYKTUBHONM TOKCUYHOCTH, T€HOTOKCUYHOCTH, MyTar€HHOCTH U
KaHIIEPOT€HHOCTH (IpU HEOOXOJIMMOCTH) TpeOyeTcs MPeoCTaBIsATh B TEX Clydasx, KOrnaa
pe3yabTaThl MCCIEAOBAaHUS TOKCHYHOCTH IMPU MHOTOKPATHOM BBEIECHHH, HMCCIIECIIOBAHMS
MECTHOU TMEPEHOCHUMOCTH BBISBIISIIOT MOTEHIHAIbHBIE PUCKA U (MJIM) KOTJa W3BECTHBI
TOKCHKOJIOTUYECKHE CBOICTBA 3TAaJOHHOTO OMOJIOIMYECKOTO JIEKAPCTBEHHOTO CcpeacTBa (



HaIpuMep, U3BECTHBIE TOOOYHBIC Y(PPEKTHI AITATOHHOTO OHoMpernapaTa Ha PENPOIYKTUBHYIO
yHK1HIO);

10) pe3ynbTaThl KIMHUYECKUX UCCIEIOBAHUN (XapaKTep M CIOXKHOCTH PedhepeHTHOTO
npenapar, CTEIEeHb CXOJICTBA, HaOiogaeMas B (PU3UKO-XUMHUYECKUX, OMOJOTHYCCKHX
MCCJICIOBAHMSIX Oy IyT BIHSATH HA TUNIAHUPOBAHUE KITMHUYCCKUX MCCIICIOBAHUN):

dapMakokMHEeTHUECKUE UccheqoBanus (papMakKOKMHETUYECKUE UCCIEAOBaHUS TpU
OTHOKpPAaTHOM BBeJeHNH, (apMAKOKHHETUUECKUE HCCICIOBAHUSI TPH MHOTOKPATHOM
BBEJICHUU TIPU HAJIUYUU 3aBUCUMOCTH (AapMaKOKHMHETHKH OT JI03bI M BPEMEHU;
bapMaKOKMHETHYECKOE CpaBHEHHE OMOCHMUIISIpa M peQepeHTHOTO Mpernapara BKIIOYACT
BCAaChIBaHUE, OMOJIOCTYMHOCTh, XapaKTEPUCTUKU BBIBEICHUS (KIUPEHC W (W) TEPUOJ
MOJIYBBIBEJICHU));

dapmakogrmHaMuYecKue ucciaeaoBanus (papmakoauHaMudeckue 3pHEeKTh OIEHUBAIOTCS
Ha MOJIXOAIIEH MOMYJISIUUA U C IPUMEHEHHEM 103 U3 KPYTOW 4acTH KPUBOM 3aBHCUMOCTH
n03a-3pGheKT B TOKIMHUYECKHX HCCICAOBAHUIX; (apMaKOAMHAMHYECKHE MapKepbl
BBIOMPAIOTCS B 3aBUCUMOCTHU OT UX KJIMHUYECKON 3HAYMMOCTH);

CpaBHUTEIIbHBIC KIIMHUYECKUE UCCIISAOBAHMS, BKIIOUas OIICHKY BH/A, YaCTOTHI U TSIKECTHU
HEXEJATEeNbHBIX ABJICHUN (MOOOYHBIX PEAKITUN);

UCCIIEIOBaHUsI IMMYHOTCHHOCTH Ha IICJICBOM rpynme (CpaBHEHHE YacTOTHI M THIIA
00pa3yIoMmuXCcsi aHTUTEN U MOTSHITUATBHBIC KIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETa
Ui OMocUMMIISIpa M pePEepeHTHOro mpenapara, UMMYHOI€HHOCTh HCCIEIyeTCsS Ha
MOMYJISIANA TAIUEHTOB C CaMbIM BBICOKMM PHUCKOM HMMYHHOTO OTBETa U MMMYHHBIX
NOOOYHBIX pEaKIUi; MPeoCTaBIseTCd O0OOCHOBAaHWE CTPATErHMU OMpENENICHUs] aHTUTEN,
BKJIIOYasi BEIOOD, OIICHKY M XapaKTEPUCTUKY METOJIOB, YCTAaHOBIEHUE BPEeMEHU 0TOOpa mpoo,
B TOM 4YHCJE€ Ha HCXOJHOM YpOBHE, 00beMbI, 00pabOTKYy U XpaHeHue mpod, a TakxKe
CTATUCTUYCCKHUE METOJbI aHAIN3a JAHHBIX; aHAJTUTHUCCKUE METOJbI ONPEACICHHUS aHTUTE
BAIUUPYIOTCS IS HAMEUECHHOMW IIEJIH, TMTPOBOJUTCS CKPUHUHTOBBIM aHAJIU3 JOCTATOYHOM
JYBCTBUTEILHOCTH METOJIa, IPOBOJIUTCS ONMPEACIICHUE HEUTPATU3YIOMNX aHTUTEN, TICPHO.T
HaOMIOJIGHUs] TIPU HUCCJEOBAHUSX HAa HMMYHOTEHHOCTh COOTBETCTBYET IUIAHUPYEMOM
JUTUTEJIbHOCTH JICUCHUS U TPEANoIaraeMoro BpeMeH! 00pa3oBaHus aHTUTEN, U HE MEHBIIIE
12 MecsueB, npu Apyrou JJIUTEIHHOCTH UCCIEAOBAHUS MPEICTABISAETCS 000CHOBAHUE; MPU
3HAUMUMBIX CITy4asix 0Opa30BaHMs TUTPOB aHTUTEN, X CTOUKOCTh B TE€UEHUE OMPENEIECHHOTO
BPEMCHH, IOTCHIMAIbHBIC W3MEHCHHS XapaKTepa WMMYHHOTO OTBETa W KIWHHYECKHE
MOCJIEJICTBUS TPEOYeTCs UCCIEA0BATh B JI0- U MOCJE PErUCTPAIIMOHHBIN MEPUO.);

OCHOBHBIE KJIMHUYECKHE JaHHBIC MOJYYArOTCS C HCIOIb30BAHHEM JIEKAPCTBEHHOTO
CpEeIICTBA, MPOU3BEACHHOIO MyTEM OKOHYATEIbHOI'O MPOM3BOJCTBEHHOIO Ipolecca, T.€.
JIEKapCTBEHHOTO CpEJCTBa, Ha KOTOpPOE TIOJAETCs 3asBJICHUE Ha TOCYJapCTBEHHYIO
PErUCTpPALNIO;

JUTSI TFOOBIX OTKJIOHEHHWH OT 3THX TpeOOBaHUM 3asBUTENb MPEACTABISET 000CHOBAHUE, U
Py HEOOXOMMMOCTH, JaHHBIC MOMOJHHUTEIBHBIX (apMaKOKHHETHYSCKUX HCCIIEIOBaHUH,



CpaBHUBaIOMMUX (papmMakoKHHETHYECKHME TPOGUIN JEKAPCTBEHHOTO CpPEJCTBA C
OKOHYATEIbHBIM U 00JIe€ pAHHUM COCTABOM;

11) cnenmdukanuo Oe30mMacCHOCTA (C OMUCAHWEM BAXKHBIX BBISBICHHBIX U
NOTEHIMAJIbHBIX MPOOJIeM 0€30aCHOCTH ATAJIOHHOI0 OMompernapara, Kiacca JIeKapCTBEHHOTO
BemecTBa M (miu) Owocumumisipa) U 1iIaH (¢dapMakoHaA3opa OUOCHUMUTISApa B
NOCTPETUCTPAIIMOHHBIN Tepuo] (C OMUCAHMEM IUIAHHUPYEMbBIX IMOCTPETUCTPALIMOHHBIX
MEpPONPUSATUA U METOJIOB, OCHOBBIBAIOIIMXCS Ha cClenu(pUKanuu Oe30MacHOCTH, IUIaHa
yIOpaBleHUs] U MUHMMH3AIMU PUCKOB, B TOM YHCJIE 00pa3oBaTelibHbIE MaTepUAbl IS
MalUEeHTOB U (WIK) JIeHalux Bpadeil);

12) skcTpanoaupoBaHWe JAaHHBIX MO 3PGEKTUBHOCTH W OE30MACHOCTH C OJIHOTO
TEepaneBTUYECKOr0 MOKa3aHusl Ha Ipyroe: eciu pedepeHTHBIN npenapat nuMeer 0ojiee OAHOTO
MOKa3aHus K TMPUMEHEHHIO, 3asBUTEIb MPEJAOCTABISICT OOOCHOBAaHWE OTCYTCTBUS
KJIMHAYECKUX HCClIeoBaHUM 3P(GEKTUBHOCTH M 0OE30MaCHOCTH OMOCUMUIIsIpa MO JIPYyTUM
MOKAa3aHUsIM K MPUMEHEHHIO, 0 KOTOPHIM HE MNPOBEAECHBI KIMHUYECKUE HCCIEIOBAHUS
OorocuMuIIsApa; B 000CHOBAHUHU OTPAXKAETCS OMBIT KIMHUYECKOTO TPUMEHEHUS, TOCTYITHOCTh
JAHHBIX JIUTEPATYPhl, MEXaHU3MOB JICUCTBUS aKTUBHOTO BEIIECTBA pePEPEHTHOTO Mpenapara
JUTSL KaXKJIOTO MOKa3aHus (BKIIIOYasi CTENEHb UX IOCTOBEPHOCTH) U BOBIICUEHHBIX PELIENITOPOB;
MPU HAJIMYMU J10KA3aTEJILCTB, YTO MPHU PA3HBIX MOKA3aHUSIX K MPUMEHEHUIO BOBJICKAIOTCS
pa3UYHbIE aKTUBHBIC IEHTPHI JEUCTBYIOIIETO BEIIECTBA PEPEPEHTHOTO Mperapara WIH
pa3JIMuHble PElenTOpbl KJIETKH MHUUIEHW HWJIM 4TO Npoduiib O€30MacHOCTH Ipernapara
pas3nmuyaeTcs Ui Pa3HbIX NOKa3aHUW K MPUMEHEHHUIO, NPEIOCTABISIOTCS HaHHBIE
KJIMHUYECKUX UCCIIEIOBAHUM; JIJIsl DKCTPANOIUPOBAHUS JAHHBIX MO0 0€30MaCHOCTH MPUHUMAET
BO BHHMMaHu€ (AKTOpbI, CBA3aHHbIE C TNAIMEHTOM (COMYTCTBYIOIIEE JICYECHUE,
COITYTCTBYIOIIIME 3a00JI€BaHUSI U UMMYHHBIN cTaTyc), GaKTOphl, CBI3aHHBIE C 3a00JeBaHUEM (
peaKkIuu, CXOIHbIE C TAKOBBIMU KJIETOK MUIIICHEH ); 00bEM TaKMX JIaHHBIX PACCMAaTPUBAETCS B
CBETE COBOKYIHOCTH JI0KA3aTE€IbCTB, MOJYYEHHBIX MPU YCTAHOBJIEHHUH COMOCTABUMOCTH
OMOCHMMJISIPA ¥ MOTEHLIUAIBHBIX OCTAIOUIUXCSI HEONPEAESIIEHHOCTEN.

6. KomOMHUpOBaHHbIE JIEKaPCTBEHHBIE MpenapaThl

JUJist HOBBIX JIEKAPCTBEHHBIX MPEMapaToB, MPEACTABISIONUX CO00M KOMOMHALIMIO ABYX
unu Oosiee paHee M3BECTHBIX AKTUBHBIX BEUIECTB B OJHOM JIEKapCTBEHHOM (opme,
IpeACTaBiIseTcs MOJHOe peructpannoHHoe nocke (Moaynu 1-5, Yactu [-1V Ilepeuns).
Monyns 3 wim Yacte Il BkIrO4aer cBeneHHsT O MPOU3BOJACTBE, KOHTPOJE KayecTsa,
MIPOU3BOIUTENIE KaXKJOTO aKTUBHOTO BEIIECTBA, BXOSIIETO B COCTaB KOMOWHHPOBAHHBIX
nexkapcTBeHHbIX mnpenapatoB. B Moaynsax 4 u 5 unm Yacrax III, IV Ilepeuns
MPEJCTABIISIIOTCS PE3YIbTAThl JOKJIMHUYECKUX U KIMHUYECKUX HCCIICIOBAHUN 3asiBIISIEMBIX
KOMOMHAIMI aKTUBHBIX BEIIECTB.

7. JlekapCTBEHHBIE CPEICTBA C XOPOIIO U3YUYECHHBIM MEIUIIUHCKAM IPUMECHEHUEM.



K nexkapcTBEHHBIM CpeACTBaM C XOPOILIO M3YYEHHBIM MEAULMHCKUM IPUMEHEHHEM
OTHOCSTCA JIEKAPCTBEHHBIE MPEMAPAThI C MOATBEPKIEHHON 3P (HEKTUBHOCTHIO U TPUEMIIEMBIM
YPOBHEM 0€30ITaCHOCTH:

aKTUBHOE BEILIECTBO, KOTOPBIX XOPOIIO U3yYE€HO B MEIUIIMHCKOM TPUMEHEHUY;

JIEKapCTBEHHBIE MPENapaThl U3 ChIPbS MPUPOIHOIO MPOUCXOKIACHUS (HAPUMEp: JIETOTh
Oepe30BbIi, 3MEUHBIH S,

IPOIYKTHI MYETOBOJCTBA, MEJULIMHCKHE MMUSABKHU, KEITUb, MUHEPAJIBI U JIP.);

BUTAMUHBI 1 BUTAMUHHO-MHUHEPATLHBIE KOMIUIEKCHI,

PacTBOpPHI aHTUCENTUKOB (IIEPEKUCH BOJAOPOAA, MO, OpUIIITHAHTOBBIN 3€JIEHBIN U JIp.);

BOJIa JUUISI UHBEKIIUM;

afcopOeHTHI (YroJib aKTUBUPOBAHHBIN);

KapMUHATHUBHBIC JICKAPCTBEHHBIC MPEMapaThl;

JIEKapCTBEHHBIE MperapaThl U3 TPYMIbl Pa3ApakalomuX U 00BOIAKUBAIOIINX CPEICTB.

B peructpanmonnom nocwe npeacrasisitoress Moaynu 1, 2 n 3 n Yacru 1, 11 [lepeuns. B
Mopaynsax 4 u 5 win Yacru 111, IV Ilepeuns B moapoOHoil HayuHOU Oubnuorpaduu
YKa3bIBAIOTCS JOKIMHUYECKUE U KIMHUYECKUE XaPAKTEPUCTUKH.

JUIst JIEKapCTBEHHBIX CPEACTB C XOPOIIO M3YYEHHBIM MEIMIIMHCKUM IPUMEHEHHEM
MPEIOCTABIISIOTCS CIEAYIOIINE TaHHBIE:

1) gaxTopsl, KOTOpPbIE HEOOXOAUMO YUUTHIBATH MPU OMPEICICHUN XOPOIIO U3YYEHHOTO
MEAUIIMHCKOTO TPUMEHEHUSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:
BpEMs, B TEYEHUE KOTOPOT0 UCIOJIb3YETCS aKTUBHOE BEIIECTBO B MEAUIIMHCKOM MPAaKTUKE

KOJTMYECTBCHHBIC ACIIEKTHI UCIIOJIb30BaHUSI aKTUBHOTO BEIIECTBA;

4acTOTa HAYYHBIX MyOJIUKAIMi U aKTyaJIbHOCTH MCIIOIb30BaHUS aKTUBHOTO BEIIECTBA B
TEUCHHE TOCIACAHUX 5 JIeT mepej mojadell 3asBieHUs (CO CCBHUIKOW Ha IyOJWKaIuud B
HAyYHBIX HCTOYHHUKAX);

COTJIaCOBAaHHOCTh HAYYHBIX OIICHOK.

Jlns ompeneneHus XOpouIo U3y4YeHHOTO MTPUMEHEHHS Pa3TNIHBIX aKTHBHBIX BEIIECTB
MPe0CTaBIISETCS OIIEHKA 32 pa3IMyHbIe IepHO bl BpeMeHH. [leproa BpeMeHu, HeoOX0TUMBIi
JUTSI OTIPEICIICHUS XOPOIIIO U3YYEHHOTO MEIUIIMHCKOTO MTPUMEHEHHUS aKTUBHOTO BEIIECTBA,
cocraBisieT He MeHee 10 JIeT ¢ AaThl IepPBOro0 CHCTEMAaTHYECKOTO U JOKYMEHTUPOBAaHHOTO
MIPUMEHEHUS JICKaPCTBEHHOTO CPEJICTBA.

2) MaTepHalibl PErUCTPAIIMOHHOTO JI0ChE, MPEJCTABICHHBIC 3asIBUTEIEM, BKIIOYAIOT BCE
aCMEKThl OIIEHKU Oe30macHOCTH M 3(P(PEKTUBHOCTH, COJEp)KAT CChUIKY Ha 0030p
COOTBETCTBYIOIICH JTUTEPATYPHI C YUETOM MPE/- U MOCTPETUCTPAIMOHHBIX HCCIICIOBAHUN U
OIMyOJIMKOBAaHHON HAYYHOW JIUTEPATyphl OTHOCHTEIHHO PE3YJIbTATOB IMHIEMHUOIOTHUECKUX
WCCIICIOBAHNN W OCOOEHHO CpPaBHUTEIBHBIX HCCIEIOBAHWM, BCIO JTOKYMEHTAIIUIO, Kak
TIOJIOKUTENBHYIO0, TaK M OTpHIIAaTeIbHY0. brubnrorpaduyeckas cChliika Ha IPYrue HCTOTHUKH
J0Ka3aTeNbCTB (MOCTPErUCTPAIIMOHHBIE UCCIIEIOBAHMS, JTHIEMUOIOTUYECKUE UCCIIeI0OBAHUS



), KpOME [aHHBIX, KacarolUXCs METOJIOB KOHTPOJS ¢ HWCHBITAHUH, SBISETCA
JI0Ka3aTeIbCTBOM 0€30MacHOCTH U 3P(HEKTUBHOCTH JIEKAPCTBEHHOIO MpernapaTa Npu yCIOBUH
, YTO B PErHUCTPALlUOHHOM JIOCh€ YETKO OOBSICHEHO W 0OOCHOBAHO HCIIOJIb30BaHUE ITHUX
UCTOYHUKOB UH(POpPMAIIUK;

3) oOocHOBaHUE [I0KAa3aHHOTO NPUEMJIIEMOTO YpPOBHSA 0€30MacHOCTH U (UJIH)
3¢ (HEKTUBHOCTH, HECMOTPS HA OTCYTCTBUE HEKOTOPHIX HCCIICTOBAHUM;

4) B TOKJIMHUYECKUX U (WUIIM) KIMHUYECKUX 0030pax OOBSCHUTH 3HAUYUMOCTH JTIOOBIX
MPEJICTABICHHBIX [aHHBIX, KAaCAIOIIUXCS YK€ 3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOIO
npenapara, OTJIMYHOTO OT TOro, KOTOPbIM mpejaraercs K perucrpauuu. IIpeacrasusercs
00OCHOBaHME IO MOBOJY TOTO, MOYKHO JIM 3asBJICHHBII JIEGKAPCTBEHHBIN Mpenapar cyuTaTh
NOJOOHBIM YK€ 3aperuCTPUPOBAHHOMY JIEKApCTBEHHOMY IIpenapary, HeCMOTps Ha
CYILLIECTBYIOILLUE PA3ITUYHNS;

5) MOCTperucTpalMOHHBIA OMBIT HCIOJb30BaHUS COAEPKUT HH(Dopmanui 00
UCIIOJBb30BaHUM JIPYTHX JIEKAPCTBEHHBIX IIPENapaToB, COJAEPXKAIIUX T€ K€ AKTHUBHBIE
BEIIIECTBA;

6) nepuoarYEecK OOHOBIIIEMbIM OTYET MO 0E€30MACHOCTH JIEKAPCTBEHHOTO Ipenapara 3a
IIOCJIETHHAE 5 JIET C MOMEHTA PErUCTPALMU B CTPAHE MPOU3BOAUTENS 10 MOaYy 3asBICHUS
3apyOeKHBIMU TPOU3BOJAUTEISIMH.

[Ipy oTCyTCTBHM ONbITa MPUMEHEHHUS B CTPAHE MPOU3BOJAUTENS 3a 5 JET C MOMEHTa
perucTpaiuu, MpeaocTaBiIseTcsl NEPUOJAMYECKH OOHOBJISIEMBIM OTYET MO 0E€30MaCHOCTH
JICKapCTBEHHOTO Ipernapara 3a (pakTHueckoe BpeMsl MPUCYTCTBUS Ha PHIHKE B COOTBETCTBUU C
TpeOOBaHUIMU HaJIexalie npaktuku papmakonaazopa (GVP).

8. PacturenbHbIe JIEKAPCTBEHHBIE MTPENAPATHI

JUist sKcnepTussl JIEKAPCTBEHHBIX MPENAapaToOB PAaCTUTEIBHOIO MPOHUCXOKICHUS
MPEAOCTaABIAIOTCS pe3yabTaThl COOTBETCTBYIOIIHNX (bapMaKoOJIOruYEeCKuX,
TOKCHUKOJOTUYECKUX U KIMHUYECKHX HCCIeNoBaHUN. Matepuaibl U JOKYMEHTHI IO
JTOKJIMHUYECKUM (HEKIIMHUYECKUM) U (WJTK) KIIMHUYECKUM HUCCIICIOBAHUSIM BKITIOUYAIOT:

MaTepuaibl JOKIMHUYECKUX (HEKIMHMYECKUX) HUCCIEAOBaHUN crnenupuyecKon
aKTUBHOCTH;

MaTepuralbl UCCIEN0BAHUSA OCTPOU U XPOHUYECKON TOKCUYHOCTH;

JAHHBIE 0 MECTHO-Pa3IpakarolIeM JIeHCTBUH;

JaHHBIE 00 AJUIEPTU3UPYIOLUIUX CBOWCTBAX;

OTBIT KJIMHUYECKOTO NPUMEHEHHUS B CTPaHE-IIPOU3BOJUTENIE WU APYTUX CTPAHAX.

[Ipu »TOM MaTepuanbl OTHOCHUTEJIbHO KAYECTBEHHBIX ACIEKTOB JIEKAPCTBEHHOIO
npernapara npeaoCTaBISIIOTCS B IIOJTHOM 00BbEeMe.

J171s1 cOOpOB JIEKaPCTBEHHOTO PACTUTENILHOTO ChIPhs, (PUTO-4aeB MPEIOCTaBISETCS 0030p
Hay4HOH JIUTEPaTyphl MO JEKAPCTBEHHBIM PACTEHUSIM, BXOJSAIINX B UX COCTAB.

9. 'oMeonaTuveckue mpenapaTsl



3asBUTENb JJIs1 SKCIIEPTU3bI TOMEONATHYECKUX MPETNApaTOB MPEACTABISAECT JOKYMEHTHI U

MaTtepuabl, BKItovyaromue nadopmanuio no Moayisam 4 u 5 unu Yactam I u [V Tlepeuns:
JUIsl TOMEOTIaTUYECKUX TPENapaToB, COOTBETCTBYIOIIUX BCEM HUKEMEPEUHCIECHHBIM
YCIIOBUSIM B KOMILIEKCE:

npenapaThl MpeIHa3HAYEHbI JJISl IEPOPATBHOTO WU HAPY>KHOTO TPUMEHEHHS;

Ha ATUKETKE JICKapCTBEHHOTO MpernapaTa WiH JIIo00H OTHOCSIIEH s K HeMy MHGOpMaIiu
HE IPHUBEACHO KOHKPETHOI'O TEPANIEBTUUECKOTO OKA3aHMSI K TPUMEHEHUIO;

CTEIEHb PACTBOPEHUS JIEKAPCTBEHHOTO Ipemnapara siBiIseTCs JOCTATOYHOM JJIsl TapaHTUU
ero 0e30MacHOCTH; B YACTHOCTH, JIEKAPCTBEHHBIN Mpenapar He coaepxaTh Oosiee 1 yacTu Ha
10 000 gacreit maTouHoro pactBopa uiu 6osee 1/100 MUHUMANTBHON 10361, MPUMEHSIEMON B
aJUTONaTUU B OTHOIIEHUH JEHCTBYIOIIETO BEIECTBA, HATMYHUE KOTOPOTrO B AJNIONATHYECKOM
JIEKapCTBEHHOM Ipernapare TpeOyeT 00513aTeIbHOTr0 HaJIu4usl pelenTta Bpayda, aias Mojayneit 4
u 5 wim Yacreit 111 u IV Tlepeunst npenocTapiisitoTcst 0030p JaHHBIX HAYYHOH JTUTEpaTyphl 00
3¢ PexTUBHOCTH U OE30MAaCHOCTHM TIOMEONATHYECKOro IMpenapaTa B 3asBisieMOld oOjacTu
IPUMEHEHHS;

I HOBBIX TOMEOTNATHUYECKUX MpernapaTroB, HE yINOMHUHAaeMbIX B ¢dapMmakomnesx
MOHOTpadusx; JUisi KOMOMHUPOBAHHBIX TOMEOTIATHYECKUX MPENapaToB, KOTOPhIE MPUBEIET K
BO3MO>KHBIM B3aMMOJIEUCTBUSAM, CUHEPTeTUYECKUM 3P deKTaM WId aJaIuTUBHBIM 3¢ deKkTam
PA3IMYHBIX UHTPEIUEHTOB; I FOMEONATHYECKUX IMpenapaToB, MHIPEIUECHTHI KOTOPBIX
NPEICTABISIIOT PUCK TOKCHMYECKUX WM JPYTUX HEOJAronpUsTHBIX BO3JEHCTBHM, 0COOEHHO
KOTJIa MHTPEIUEHThl KOHIIEHTPUPOBAHBI WIJIM TPEJACTABICHBI B HHU3KUX pa3BeACHUSIX (
HarpuMmep, 1X, 2X wunu 1C), uiaum HEe KOHTPOJIUPYIOTCA NOJHKHBIM O00pa3oM B IpoIllecce
MIPOU3BOACTBA; JIJIsl TOMEONATHYECKUX MPENapaToB, MPeAHA3HAYEHHBIX 1JI MHbEKIUN U IS
mpenapaToB, MPUMEHSIEMbIX B O(TalIbMOJIOTHH; MpPEIHAa3HAYEHHBIE NI UCIIOJB30BAHUS C
HENbl0 NPOQUIAKTUKH WJIM JIEYEHUS] CEepPbE3HbIX 3a00JeBaHUM; M1 TOMEOMATHYECKHUX
MpenapaToB, NPEJIHA3HAYEHHBIX IS YA3BUMBIX TPYNIl HaceleHHus (Hampumep,
HOBOPOXICHHbBIC U JIETH, OEpEeMEHHbIE U MOXKUJIIbIE, MAIIMEHTHI C OCTA0JIECHHBIM UMMYHUTETOM
u 1p.): a1 Moayns 4 win Yactu 11 Tlepeuns npeacTaBistoTCs: JaHHbIE TOKCUKOJIOTUYECKUX,
uccieioBaHuil (B ciydae cojAepKaHUs MH(PEKIIMOHHOrO areHTa TMOJATBEPKICHHE
UCCIIEIOBAHUEM OHOJOTHYECKOM O0€30IacHOCTH), OOOCHOBAHHME MOA0Opa PA3IUUYHBIX
MOTEHIMM, JAHHBIC KIWMHUYECKOrO OMbITa NMpuMeHeHus; mist Moayns 5 uimu Yactu VI
[lepeuns mpeacTaBIAIOTCA JAaHHbIE KIMHUYECKUX HUCCIENOBaHUU 00 3(P(HEKTUBHOCTH U
0€30IMMacHOCTH TOMEOIMAaTHYECKOro Tpemnapara B 3asgBIseMON 00JaCTH TPUMEHEHUS U
000cHOBaHME TT0100pa Pa3IUIHBIX JO3UPOBOK.

o0I1ast XapakTepruCTHUKa JIEKAPCTBEHHOTO TIpenapara U MHCTPYKIIMIO 110 MEIUIIHHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIAJBINI) C YKa3aHUEM, YTO JIEKAPCTBEHHOE CPEJCTBO SIBISETCS
TOMEOIAaTUYECKUM MPENapaTOM.

10. BuramuHbl, MUHEPAJIBI



JIns SKCHepTU3bl JIEKAPCTBEHHBIX CPEACTB, COAECPKAIIUX BUTAMUHBI U (WJIH)
MIPECTABIISIONIUX COOON KOMIUIEKC BUTAMUHOB U (MJIM) BUTAMUHOB U MUHEPAJIOB, 3asIBUTEIIb
MPEACTABISAET OJUH U3 HIKECIEAYIONINX IOKYMEHTOB U MaTE€pPUAJIOB:

1) 6ubnuorpaduueckuii 0030p JAHHBIX MO 0E30MACHOCTH JIEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTYETOM IKCIIEepPTa, BKJII0UYast HHGOpMaIio 00 dKCIepTe;
2) Hay4Hble TyOJUKAIIMK HA 3asBIsIEMbII Mpenapar;
3) naHHbIE UCCIEOBAHUM OCTPOM U (MJIM) XPOHUYECKON TOKCUYHOCTH.

11. PagnodapmaiieBTHUeCKue MpenapaThl

Jlist skcnepTussl paarodapMalieBTUHUECKUX MPernapaToB U UX MPeKypcopoB B Mojyie 3
mwm Yactu II Ilepeuns npencTaBisIIOTCS MOKYMEHTBl M MaTepHaibl, BKIIOYAIOLIUE
CIeAYIONIYI0 crienuduieckyro HHGOPMaIUIO:

1) B pannodapmaineBTudecKkoM HabOpe, KOTOPBIN CHaOKaeTcs pajOaKTUBHON METKOU
1oCJIe TMOCTABKH MPOU3BOIUTEIEM, 32 aKTUBHOE BEIIECTBO MPUHUMAIOT YacTh Halopa,
NpEeJHA3HAYEHHYIO Ui MEPEeHOCAa WM CBS3bIBaHUS paguoHykiauaa. OmnucaHue MeToja
MPOU3BOJICTBA paguodapMalneBTHYeCcKOro Habopa BKJIIOYAET MOAPOOHbIE JaHHBIE IO
MPOU3BOACTBY HaOOpa W JaHHbIE PEKOMEHIYEeMOW OKOHYATEeIbHOM O0OpabOTKM Jist
MPOU3BOJICTBA PATMOAKTUBHOTO JIEKAPCTBEHHOrO Tpemnapara. TpeOyemble crienudukanuu
pPaIMOHYKJIMIa ONMKUCHIBAIOTCS B COOTBETCTBHUH, €CJIM MPUMEHHUMO, ¢ OOIIEH WM YacTHOMN
cratheit (MoHOTrpadueit) I'ocymapcrBenHoit @apmakonen PK, mubo mpu oTCyTCTBUM TaKUX
crateir (MoHorpaduii) — cTarhsaM (MoHoOrpadusMm) dapMakonei, NpU3HAHHBIX
AecTByIOUME Ha TeppuTopuu Pecy6onuku Kazaxcran.

B nomnonnenue, omuchiBae€T BCE COEIUHEHUS, HEOOXOIUMMBbIC IJIsI BBEICHUS
PaIOaKTUBHON METKH, a TAKXKE CTPYKTYPY COCIMHEHHUS C paIHOAKTUBHON METKOM.

AHAIU3UPYIOTCA SIAEPHBIE PEAKIIUU PAJUOHYKIHIOB.

Kak maTepuHckuit, Tak U 10YEpHUN paIMOHYKIIUJIBI T€HEpATOpa CYUTAIOTCSI AKTUBHBIMU
BEILIECTBAMU;

2) cBeICHUS O MPUPOJIE PATUOHYKIIN/IA, TOJJTMHHOCTA U30TOIA, BO3MOXKHBIX MTPUMECSX,
HOCHTEIIe, TPUMEHEHUH U CIeIN(PUIECKON aKTUBHOCTH;

3) ucxoHbIe MaTepuasbl BKIIOYAIOT IEJIEBbIe MaTePUANIbI 11 O0TyUSHHUS;

4) paccMOTpeHUE XUMHYECKOW (paJuOXMMUYECKOW) YHUCTOTHI U €€ CBSI3b C
OouopacmpeneneHueM;

5) onucanue paaAuOHYKIUAHON YUCTOTHI, PATUOXUMUYECKON YUCTOTHI U CrIeIU(UUECKOM
AKTUBHOCTH;

6) JUIsl TeHEePaTOPOB MPEACTABISIOTCS MOAPOOHBIC JaHHBIE UCIIBITAHUM MAaTEPUHCKUX U
JOYEPHUX PATUOHYKIUAOB. [ reHepaTopoB-3II0aTOB MPEACTABISIOTCS HCHBITAHUS
MAaTE€PUHCKUX PATUOHYKIIUIOB U IPYTUX KOMIOHEHTOB CUCTEMBI TEHEPATOPA;

7) conepkaHUE aKTUBHBIX BEIIECTB HA OCHOBAHMM MAaCChl aKTUBHOM YaCTH MOJICKYJIbI
NpUMEHSIETCSl TOJbKO K paguodapmaneBTuyeckuM Habopam. [ paguoHyKIHIOB



PaIMOAKTUBHOCTh BBIPAXKAETCA B OCKKEpeNsiX, ¢ yKa3aHHeM JaThl M, €CIH HEe0oOXOAMMO,
BPEMEHH M YaCOBOT0 MOsICa. Y Ka3bIBACTCS TUI PAIMOKTUBHOCTH;

8) crenudukauy JEKapCTBEHHOTO Mpenapara, siBIsIIOIIErocs paanodapMareBTUIECKUM
Ha0OpPOM, BKJTIOUAIOT UCIIBITAHUS CBOMCTB Mpernapara 1mocie BBEJSHUS paIu0aKTUBHON METKU
, COOTBETCTBYIOIIME KOHTPOJIM HA PAAUOXHUMHUYECKYI) WU PAJTHUOHYKIUJIHYIO YHUCTOTY
COCJMHEHHS C paJlOaKTUBHOW MeTkoul. JIroOol Marepuan, HEOOXOIUMBIA JJII BBEICHUS
PaIMOAKTUBHOW METKHM IMOJMJICKUT YCTAHOBICHUIO MOJJIMHHOCTA M KOJWYECTBEHHOMY
ONPEIEIIEHHUIO;

9) nundopmanus 0 CTaOMIBHOCTH JJIsI U30TOMHBIX T€HEPATOPOB, U30TOMHBIX HAOOPOB U
JIEKapCTBEHHBIX MPENapaToB ¢ PaJMOAKTUBHOW METKOW. YKa3bIBaeTCsl CTAOMIBHOCTH TMPHU
HCIIOJBL30BAaHUU pajuodapMalieBTUUECKUX JIKAPCTBEHHBIX IpenapaToB B KOHTCHHEpaxX Jis
MHOTOpPa30BOT0 UCIIOJIb30BAHUS.

B Mopyne 4 wnu Yactu III [1epeuns yka3plBatoTCsl aCEKThI paAMAllMOHHON JO3UMETPUHU
(nme¥icTBue w3nydeHus Ha opraH (TkaHb)). [lokazaTenb MOTrJIOIMIEHHOW 03Bl W3IyUYECHUS
PACCUMUTHIBAETCS C yKAa3aHHEM CHCTEMBI HCIIOJb30BAHHBIX MEXIYHAPOJAHO MPU3HAHHBIX
€IMHUI] U3MEPEHHUS TIPU ONPEICTICHHOM ITyTH BBEJICHUS.

B Mopyne 5 nnu Yactu 1V Ilepeuns, ecnu npuMeHUMO, NPEACTABISIIOTCS PE3YJIbTAThI
KIMHUYECKUX UCIbITAHUNM WM TPUBOAMUTCA B KIMHHMYECKHX o0030pax (Moaynps 2)
000CHOBaHHUE X OTCYTCTBHSI.

B cinywae paanodapmaneBTHYECKOro MpeKypcopa, NpeaHa3HaueHHOTO TOJIbKO IS
BBEJICHHUS PAJMOAKTUBHBIX METOK, MPEXKIE BCETO MPEACTaBIseTCsS HWHMOpMAIus o
BO3MOJKHBIX TOCJEACTBUSAX HEIOCTATOYHOU 3(P(HEKTUBHOCTH BBEACHHUS PATUOAKTUBHBIX
METOK WJIM JUCCOLMAIUM 1IN VIVO KOHBIOTaTa ¢ PaguOaKTUBHOM METKOW, T.€. BOMPOCHI,
CBSI3aHHBIE C JICHCTBHEM CBOOOJHOTO PaJMOHYKIHIA Ha TalueHTOB. B gomonHeHwue,
MpEACTABIAETCS COOTBETCTBYIOUIass MH(GOpMaLUs OTHOCUTEIBHO (PAaKTOpPOB pHUCKaA, T.€.
PaMOAKTUBHOTO BO3/ICHCTBUS HA MTEPCOHAN OOJIBHUIIBI 1 OKPYKAIOIIYIO CPEy.

B wactHOCTH mpencTaBiseTcs cienyroas naopmanus:

[Tonoxenns Monyna 3 wim Yactu Il [lepeuyHss mpuMEHSIIOTCS NMPU PETUCTPALUAUN
paarodapMalieBTHUECKUX MPEKYPCOPOB, KAK YKa3aHO BBIIIE, €CIIU TPUMEHUMO.

B Monyne 4 wiim Yactu III Ilepedunss OTHOCUTENBHO TOKCUYHOCTH IPU OJHOKPATHOM U
MHOTOKPAaTHOM BBEIECHUU MPEICTABIISIIOTCS PE3YIbTAThl JOKIMHUYECKUX HCCIEIOBAHUM,
MIPOBEJICHHBIE B COOTBETCTBUU C MIpaBUJIaMH HaJIeKallel T1a00paTopHO MTPaKTUKHU.

HccnenoBannss Ha MyTareHHOCTb PAJUOHYKIMIOB HE CUUTAIOTCA NMPUMEHHUMBIMHU B
JAHHOM KOHKPETHOM CJIy4ae.

[IpencraBnsercss mHGOpPMAIUS OTHOCUTEIBHO XUMHUYECKOW TOKCUYHOCTH U
pacrpeniesieHus COOTBETCTBYIOLIEro "XoJoAHOTO" (HE CcOoAep)Kallero paJarOaKTUBHBIX
BEILIECTB) HYKJIUA.

B Monayne 5 unu Yactu IV Ilepeuns knuHuueckas uHGopMalus, MoJydeHHas B X0JIe
KJIIMHAYECKHUX MCCIIEOBAaHUM C MCIOJIb30BAHUEM MIPEKYypCcOpa caMoro 1o cede, He CUUTaeTCs



3HAYUMOW B ciydae paanodapMaieBTHYECKOro MpeKypcopa, MNpeaHa3HAuYEHHOTO
WCKJIFOYUTEILHO JJIS BBEJICHUS paIUOAKTUBHON METKHU.

[IpencraBnsercs wHbOpMAIUsI, TOATBEPKAAIONMIAS KIMHUYECKYIO A(DPEKTHBHOCTD
panrodapMalleBTUYECKOr0 MpeKypcopa TMpHU MNPUCOCAMHEHUHM K  MOJIEKyJIaM
COOTBETCTBYIOILIETO HOCUTEIS.

12. Opdannbie TekapCTBEHHBIE MTPENapaThl

[Ipu skcnepTuse oppaHHBIX IPEenapaToB MOJOKUTEIBHOE 3aKIIIOUEHHE O 0€30MaCHOCTH
BBIJIAETCS MOJ] 0053aTENbCTBO 3asIBUTEIS HA YCIOBHSIX:

1) BBITIOJTHEHUSI B OMNpPENICICHHBIE CPOKHU OMpPEICICHHON MpOorpaMMbl MCCIIEOBaHUMH,
pe3yJbTaThl KOTOPBIX OYIyT SBISATHCS OCHOBAHUEM JJIsI TIEPEOICHKH COOTHOIICHHS
MOJIb3a-pUCK";

2) mpuMeHEeHUs JIEKapCTBEHHOTO Ipemnapara Mo CTPOTUM HaOII0CHIEM BpaJa;

3) HEeMeJIEHHOTO YBEAOMJICHUS TOCYIapCTBEHHOTO OpraHa O JIIOOBIX HEeXelaTeIbHbIX
peakIusaxX, BOZHUKIIUX NPU NMPUMEHEHUU OpPaHHOIO Mpernapara, u NpeAnpUHSITHIX Mepax B
COOTBETCTBUM C TpukazoM Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 23
nekadpss 2020 roma Ne KP JICM-320/2020 "OO yTBepXA€HUU MpaBUI MPOBEACHUS
(dapmakoHa 30pa 1 MOHUTOPUHTA 6€30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH METUITUHCKHUX
m3aenui" (3apeructpupoBaH B PeecTpe rocynapCTBEHHOW pPEruMcTpalii HOPMATHUBHBIX
paBoOBbIX akTOB Mo Ne 21896).

DKcnepTHasi OpraHu3alys CoriacoBBIBAET MPOrpaMMy HUCCIEOBAaHUM, 0053aTENbHYIO K
OPOBEACHUIO TOCHE TMOJYyYECHHs] PErHCTpaluH, pa3pabOTaHHYI0 U MPEIOCTaBISAEMYIO
3asIBUTEJIEM Ha SKCIEPTU3Y COTJIACHO MOJMYHKTY 1) HACTOSIIIETO MyHKTA.

B mepuon BBINOJHEHHS MOCTABICHHBIX YCJIOBHU 3KCHEpTHAs OpraHu3alus
MPEAOCTaBISIET B TOCYJAPCTBEHHBI OpraH MH(OpMAaIHIO, MOJTyYaeMyl OT 3asBUTENS O
MPOBEACHUU OINPEACIEHHON IPOTrPaMMBbl HUCCIEIOBAHUM [UISI €XKETOJHOU TMEPEOLEHKHU
COOTHONICHUS '"TONb3a-puCcK" ST 3aperucTPUPOBAHHOTO OpQaHHOTO Mpemnapara.
NHCTpyKIMS 1O MEIUIIMHCKOMY TPUMEHEHUIO W Apyras MeaulMHCKas UHbOopMaIlus o
3apEeTrUCTPUPOBAHHOM TaKUM 00pa3oM opdaHHOM MpenapaTe COACPKUT YKa3aHHS O
HEJ0CTaTOYHOCTHU JaHHBIX.

13. JlekapcTBEHHBIE TpENAapaThl NEPEIOBON TEPAITHH

Marepuaiabl perucTpalliOHHOTO J0ChE NIl BHICOKOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX
MpenapaToB COOTBETCTBYIOT pasnaeny 4 IIpaBui peructpanuu U 3KCIEepTU3bI J€KapCTBEHHBIX
CPEACTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUS], YTBEPKICHHBIX penienrneM Cosera EBpa3zuiickoit
PKOHOMMYECKOUN KoMuccuu ot 3 Hosiopst 2016 roga Ne 78.

14. Tpancdep

[Ipu skcnepTH3e JeKapCTBEHHBIX MPENapaToB, MPOU3BOAUMBIX Ha OCHOBE IepeHoca (
TpaHcdepa) MOJIHOTO HUKIA UM YaCTH MPOU3BOJICTBEHHBIX U TEXHOJOTHUYECKUX MPOIECCOB,
K PETUCTPAIIMOHHOMY JI0ChE TOTOJHUTEIHHO MPEAOCTABIISIOTCS CIEAYIONINE TOKYMEHTHI:



1) moroBop o mepeHoce MPOU3BOJCTBEHHBIX M TEXHOJIOTMYECKUX IMPOLIECCOB MEXKIY
OTEUYECTBEHHBIM MMPOU3BOJIUTEIIEM U 3apyOCIKHBIM MPOU3BOAUTENIEM;

2) OTYEeT MO pe3yabTaTaM MPOBEACHHOTO TpaHCchepa, BKIFOYAIOIIETO OMUCAHUE TIPOSKTa
TpaHcepa, macmTad TpaHcdepa, KpUTHUECKHUE MapaMeTpbl, MOJTYyUYEHHbIE OCHOBHOM H
JOTIOTHATENFHON TUIOMIAKaMHK, 3aKIIOYNTEIbHBIE BBIBOJBI TpaHcdepa, ¢ MPUIIOKECHUEM
ceprudukara GMP (¢ ykazanuem nathl 1 pe3yabTaTOB MOCIEAHEN HHCTIEKIIUN) (HOTapuaibHO
3aCBU/ICTEILCTBOBAHHBIN ) 3apy0OEKHOTO TPOU3BOIUTEIIS;

3) oTueT BadWAAUMU MPOU3BOJACTBEHHBIX IPOILIECCOB HAa OTEYECTBEHHOMU
MIPOU3BOACTBEHHOM IIOIIAJIKE;

4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO MCXOJHOTO CHIPh (aKTUBHOU CyOCTaHIIUH,
BCIIOMOTaTeNIbHBIX BEIIECTB), UCIOJIb3yEeMOr0 Ha OTEYECTBEHHOMW IUIONIAJKE HE BIMSET Ha
MPOLIECC WJIN TOTOBBIN MPOAYKT;

5) Mo KOHTpPOJIIO KadecTBa MpenapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOMU
MIPOU3BOACTBEHHOM IIIOMIA/IKE, M MPENapaToB 3apyOeKHOTO MPOU3BOAUTENIS OCYIIECTBIIAECTCS
no ojaHOM creuudukanuu (OAMHAKOBBIM Npoduib npumeced, (apMaKOKMHETUUECKUI
npoduIb pacTBOpPEHUs (1Sl TBEPABIX JEKAPCTBEHHBIX (POPM) U UH-BUTPO HUCCIICTOBAHMUS);

6) OTYETHI HCCIIEAOBAaHUN OMOPKBUBAJICHTHOCTH WJIM KIMHUYECKUX HCCIIEIOBAHUM
JIEKapCTBEHHBIX TMpPENapaTroB, MPOU3BEJACHHBIX Ha MPOU3BOJCTBEHHBIX IUIONIAJKAX BHE
Ka3zaxcrana (B cityyae oTCyTCTBUSI — 0OOCHOBAHHE).

B ciyuae, ecnu nepeaaromas miomnaaka peErucTpupoBalia Ha CBOEH TEPPUTOPUU TTpeEnapar
no mpolenype TpaHcepa TEXHOJIOTHM M UCIOJIb30Bajlia OTYET MCCIEIOBAHUS
OMOPKBUBAJIEHTHOCTH WJIM KIIMHUYECKUX HCCIEIOBAaHUN TPETbEW CTOPOHBI, IaHHBIE OTUYETHI
MPUHUMAIOTCA K PACCMOTPEHUIO TP SKCIEPTU3E PETUCTPALIMOHHOIO JJOChE.

7) Ha MOMEHT MOJAYM 3asIBJICHUS Ha KCIIEPTU3Y IIPU PETUCTPALIMM NIEPEAAtolas CTOPOHA
MPEAOCTABISIET PE3YJIbTaThl MCCIEIOBAHUI YCKOPEHHOW CTAOMJIBHOCTH U HE MeHee 6-TH
MECSIYHBIX HMCCJIEJOBAHUN JOJTOCPOYHOM CTAaOWIBHOCTH, ISl MIPUHUMAIOIIEH CTOPOHBI —
MporpamMMy UCCJIeI0BaHUI CTAOUIILHOCTH C YKa3aHUEM CEepUi JIEKAPCTBEHHOIO Mpernapara u
MOCTPETUCTPAIIMOHHBIC 0053aTENbCTBA O TPEJAOCTABICHUM JTAaHHBIX CTAaOMIBHOCTH C
IUIOIIA/IOK Tepenaroued U MNpuHUMaronied CTpPOH (MEPUOJUYHOCTh MPEJOCTABICHUS
MH(}OpMAIMKU COTIaCHO MPOrpaMMe U3y4eHHs] CTAOUIIbHOCTH).

[Tpu nomuom neperoce (TpaHcdepe) NPOU3BOJICTBEHHBIX U TEXHOJIOTMUYECKUX MPOIIECCOB
3asBUTENIb OOECIEUYMBAET IOJHOE COOTBETCTBHE YCIOBUUA MPOMU3BOJCTBA U CHUCTEMBI
obecrnieyeHrss KadecTBa Ha MPOM3BOJCTBEHHOM Miomaake B PecmyOnuke Kazaxcrtan
YCJIOBUSIM IIPOU3BOJACTBA U CUCTEME 00€CleueHUs KauecTBa MPOU3BOACTBEHHOMN MIIOMIAJAKU
BHe Ka3axcrana.

15. Ilepepeructpanus

3asBUTENb MOJACT 3asBJICHUE HA MPOBEICHUE AKCIEPTU3bl JJIsl MEepeperucTpalmi,
NOJAETCS O OKOHYAHHMS JICHCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUS.



Ha skcneprusy npu rocy1apCTBEHHOW NEPEPETUCTPALMU JIEKAPCTBEHHOIO CPENCTBA
npousBoautensimu Pecnyonukn Kazaxcran npenocrasnsitorcs yacta | u Il Tlepeuns
npuioxeHus 3 k HactosuuM [IpaBunam wnu Moaynu 1, 2 u 3 cornacHo NpuIIOKEHHIO 4 K
HacTosiiuM [IpaBunam, 3apyOeKHBIMU TPOU3BOAUTENIAMU TIpenocTaBisitoress Monynu 1, 2 u
3 cornacHoO npwiIokeHuro 4 k HacrosmuM [IpaBunam.

B o0mem oTyeTe 1Mo KauecTBy ImpeAocTaBisieTcss 0030p MHPOpMAINH, CBA3aHHOMN C
XUMUYECKUMH, (hapMaleBTUYECKUMHU U OMOJIOTMYECKUMU JaHHbIMU. [JokymeHnTsl Moayns 2
OXBAaTBIBAIOTCSI BOMPOCHI U OMHUCHIBAIOTCS COOTBETCTBYIOIIUE JIaHHBIE, KOTOPBIE MOJIPOOHO
npencraBieHsl B Moayiie 3.

[Ipu BBISABICHUHM B XOJ€ MPOBEACHUS 3KCHEPTU3BI (PAKTOB, CTABALIUX 0] COMHEHHE
JNOCTOBEPHOCTh CBEIECHUM, MPEACTABIEHHBIX B Moayne 2 perucTpaimoHHOTO JOChE B
OTHOLIEHWM Ka4yeCTBa JIEKAPCTBEHHOIO IMpenapara, 3KCIEPTHAs OpraHu3alus 3anpanuBacT
NOKyMeHThl Monyis 3.

JononuurensHo npousBoautenssmu Pecnyonuku Kaszaxcran uz Yactu IV Ilepeuns
COrJIacHO MpUJIoKeHUIo 3 K HacTosuuM [IpaBunam u 3apyOeKHBIMU MMPOU3BOIUTEISIMU U3
Mopyia 5 corsiacHO MpUII0KEHUIO 4 K HacToAmuM lIpaBrunamM npenocTaBisrOTCS:

1) oTueThl MOCTPETUCTPALMOHHBIX KIMHUYECKUX HCCIeAOBaHUN 3(PPEeKTUBHOCTU U
0€30MacHOCTH B COOTBETCTBUU C TUIAHOM YIIPABJICHUS pUCKAMU;

2) mepuoANYEeCKH OOHOBJISIEMBIA OTYET MO O€30MacHOCTH 3a TMOCICIHHE S5 JeT
HAXOXKJICHHUS JIEKapCTBEHHOI'O Ipenapara Ha ¢apMaleBTUYECKOM pbiHKe PecmyOnuku
Kazaxcran ¢ KpaTkuM ayTEHTHYHBIM IIEPEBOJIOM C SI3bIKa MPOU3BOAUTENS HA PYCCKUU SA3BIK
OCHOBHBIX Pa3JIeJIOB.

16. BHeceHrne n3MEHEHHUI B PETUCTPAITMOHHOE JI0ChE

1) BHecenne M3MEHEHUI B PETHCTPALIMOHHOE JOCHE OCYIIECTBISAETCS A0 MOJAYU
3asiBJICHUSl HA NIEPEPETUCTPALMIO B COOTBETCTBUM C TpeOoBaHUsIMU Hactosumux [IpaBui, 3a
HCKJIIOYCHHEM MU3MEHEHHH M0 peKoMeHaaluuu (hapMakoHa130pa U SKCTPEHHBIX OTpaHUYEHUH,
CBSI3aHHBIX C 0€30MaCHOCTBbIO NMpPUMEHEeHUs npenaparta. [Ipm BHeceHUM H3MEHEHHU B
peructpammonHoe nocke tuma IA, Ib nim Il 3asBuTeneM npenocTaBisieTcss NOSICHUTEIbHAS
3aIMKcKa, coJieprkaiias 000CHOBaHHE HEOOXOAMMOCTH BHOCUMBIX U3MEHEHUH.

[lomaya 3asiBI€HHMS HA DKCIEPTHU3Y BHECEHMS M3MEHEHHM B PETMCTPALlHOHHOE JOCHE
OCYILIECTBIIIETCS 3aABUTEIIEM B TEYEHUE CPOKOB, MPEAYCMOTPEHHBIX IMyHKTaMu 62 u 65
Hacrosawmmx [Ipasuir.

2) Ilpu BHECEHHUIT U3MEHEHUH B PErUCTPAllMOHHOE A0che Thna I1:

no nyHktam b.I mpepoctaBnsercs nepedeHb aokymentoB Yactu I, II Ilepeuns (
oOHOBNeHHBIE paznenbl | A7 - JIOKyMeHT, MOATBEPKIAIONINN Ka4eCTBO aKTUBHOTO BEIECTBA
(ceptudukar ananuza 3-X cepuil aKTUBHOW (apmalneBTUUYECKOW CyOCTaHIMU OT
NPOU3BOJUTENS, cepTU(HUKAT aHaIM3a CyOCTaHIIMUM OT MPOU3BOIAUTENS, cepTUHUKAT
cooTBeTcTBUS MOHOTpaduu EBpomneiickoit @apmakoneu, MpOTOKOJ aHANN3a, AHATTUTUYECKUN
NAacropT JAaHHBIE MO U3YYEHUIO CTaOMIBHOCTH FOTOBOTO MPOJYKTa MPH JOJTOCPOUYHBIX U



YCKOPEHHBIX YCIIOBUAX M3YUYEHUS CTAOMIHLHOCTH C MCTIOJIB30BAHUEM 3asBIIIEMON CYyOCTaHITUN
3a mepuoj kak MUHUMYM 6 mecsieB.) U I C 1 - akTuBHasi cyOCTaHIIMS B COOTBETCTBUU C
BHOCHUMBIMU n3MeHeHusMH) wir Monyns 3 [punoxkenus 4 (oOHOBIEHHBIE pa3aensl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMHU U3MEHEHUSIMU );

no nmyHktam b.II mpenocrasnsercs nepeyeHs 1oKyMmeHTOB Yactu | (0OHOBIEHHBIN pa3aen
I A8 - JlokyMeHT, MOATBEPKAAIOUIMK KAYECTBO TOTOBOTO MPOAYKTA TPEX MPOMBIIUIEHHBIX
cepuii (cepTu(uUKaT aHaIM3a, MPOTOKOJI aHAJIN3a), OJTHA CEPHUsl KOTOPOTO COBMALAET C CepUei
oOpasia JeKapCTBEHHOTO CPEACTBA, IMOJAHHOTO Ha PErUCTPAllUI0 B COOTBETCTBUM C
BHOCUMbIMU U3MeHeHussMH) U Il [lepeuns wnu Moayne 3 Ilpunoxenus 4 (0OHOBIEHHbIE
paznenbl 3.2.P B COOTBETCTBUU C BHOCUMBIMU U3MEHEHUSIMHU ).

17. YckopeHHas 3KcrepTru3a JIEKapCTBEHHOTO CPEACTBA

[Ipu mpoBeaeHNN YCKOPEHHOM 3KCIEPTU3bI HE CHIKAIOTCA TpeOoBaHuUs K 0€30MacHOCTH,
KayecTBY M 3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

1) YckopeHHas 3kcnepTr3a JEeKapCTBEHHBIX CPEACTB OCYIIECTBISAETCS MO PEIICHUIO
YIOJIHOMOYEHHOT'O OpraHa ¥ IPOBOJUTCS B CIy4asX:

npeHa3HAaYeHUs JIEKaPCTBEHHBIX CPEACTB ISl MPOPUIaAKTUKU, J€YSHUS, TUATHOCTUKHU
penkux 3a00JIeBaHUM;

BO3HUKHOBEHUS M YCTPAHEHUM TOCIEACTBUN dMUJIEMUH, MaHAEMUN UHGEKIIMOHHBIX
3a0osieBaHul (JIEKapCTBEHHBIC TIPEMapaThl ITHOMATOTCHETHYECKOW Teparuu, MPUMEHSIEMbIC B
HKCTPEHHBIX CUTYAIUSIX B OTBET HA YTPO3bl 3J0POBBIO HAaceNeHus (TaHAEMUH) U BKIIOUEHHBIE
B KJIMHUYECKHUE MPOTOKOJIbI JICUCHHUS;

BOCHHBIX JICCTBUM U JIMKBUJIALMYU UX MOCIEICTBUI, BOSHUKHOBEHUS, IPEAYTIPEKICHUS U
JTUKBUAALMHA TOCIECACTBUN YPE3BBIYANHBIX CHUTYyalluld, YTPO3bl BO3HUKHOBEHUS,
pacpoCcTpaHeHUsT HOBBIX 0CO00 OMACHBIX MH(PEKIIMOHHBIX 3a00JIEBAHUI U JIUKBUIAIIUN UX
MOCJICICTBUM;

MIpEIHA3HAYCHUs JIEKAPCTBEHHOTO IIpenapara, UHOCTPAHHOTO MPOU3BOIUTENS, JJIS
TpaHc(epa TEXHOJOTHI Ha MPOU3BOACTBEHHYIO IUIOIIAJKY Ha TeppuTopuu PecmyOnuku
Ka3zaxcran.

2) DkcnepTu3a JEKAPCTBEHHBIX CPENICTB, YYACTBYIOIIMX B MPOIEAYpPE COBMECTHOM
npekBanudpukanuu BO3, ocymiecTBisieTcsi B COOTBETCTBUU C mnpuiiokeHuem 8 Cepuu
Texunueckux noknagoB BO3, Ne 996, 2016 r. "I[Ipouenypa COBMECTHON pErucTpalniy MEexIy
Ipynmnoi no npeaBapuTesbHON olleHKke BecemupHoi opranuzanuu 3apaBooxpanenus (BO3) u
HallMOHAJIbHBIMU OpPraHaMHu PETYJIUPOBAHUA [JIs OLUEHKH M YCKOPEHHON HAllMOHAIbHOMN
peructpanuu (papmaneBTHYECKUX MPOAYKTOB M BAaKIMH, MPOMIEAIINX MPEIBAPUTEIHHYIO
kBaymmdukanuo BO3".

Hacrosimee nmpuioXeHHe pacrnpoCTPaAHSETCS TAKKE Ha JICKAPCTBEHHBIE CPENCTBA,
HAXOISAIIUECS Ha ATAre SKCIEPTHRIX padOT 0 BCTYIUICHUS B CHTy HacTosmux [IpaBui.

3) sKkcnepTu3a JeKapCTBEHHBIX CPENICTB, MO MPOLEAype NPU3HAHUS HAYYHOU OIEHKHU
JIEKapCTBEHHBIX INIPENAPATOB, NPOBEICHHBIE PETYIATOPHBIMH OpPraHaMu CO CTPOTOU



perymnsitopuoit cuctemoit (SRA) (CILA, EC (EMA), Kanana, [lIseiitiapusi, Benukoopuranus,
ABcTpanusi, AnoHKs) HAa OCHOBAHUU COBMECTHOW MPOLIEAYPhl YCKOPEHHOU PETUCTPAIUU C
BcemupHol opranuzanuer 31paBOOXpPAHEHUS OCYIIECTBJISETCS B COOTBETCTBUHM C
[Tpunoxenuem 5 Cepun Texnuueckux aokianoB BO3, Ne 986., 2014 r "PykoBoacTBO 1O
MPEJCTABICHUIO IOKYMEHTAIUU JJI MPEeKBATU(PUKAIIMNA TOTOBBIX JICKAPCTBEHHBIX CPEJICTB,
YTBEPAKAECHHBIE CTPOTUMHU PETYJIUPYIOIIUMHU OpraHaMHu'.

[punoxenne 16 x [Ipasumam
perucTpaiyy JeKapCTBEeHHBIX
CpPE/ICTB U MEMIIUHCKUX U3/IeNHii
10 IPUHIUMY "eAUHOro OKHa"

Ilepeqens n3MeHEHHU#, BHOCHMBIX B PETHCTPANAOHHOE JJOChE JIEKAPCTBEHHOT'O CPEICTBA

A. AAMUHHUCTpaTUBHBIE U3MECHEHUSA

A.1 N3meHnenune Ha3BaHus U (WIK) anpeca AepKaTemst JoxyMeHTsl U [Ipoueny

YcaoBus
PErUCTPALMOHHOIO YIOCTOBEPEHUS JIaHHbIE pa
a) Jlepkarenb pEerduCTPAllMOHHOTO YIAOCTOBEPCHHS HE 12 12 IA
MeEHseTCA ’ ’
0 CMmena  gepkaTens E€THUCTPAILlHOHHOTO
) P p p 2,3, 4 IB
YIOCTOBEPEHUS
YcmoBus

1. Z[epmaTeneM PETUCTPALIMOHHOI'O YAOCTOBEPCHUA ABJIACTCA IOPUANICCKOC JIUIO.
2. 3meHeHne He Tp€6y€T OLICHKN 6630HaCHOCTI/I, KadeCTBa U 3(1)(1)€KTI/IBHOCTI/I 1 COOTHOLICHHA MOJIb3a-PUCK
JIEKAPCTBEHHOI'O CPEACTBA (CHBI.[I/IaHI/ISI/IPOBaHHaﬂ 3KCHepTI/ISa).

JoxyMeHTanus

1. IoKyMEeHT OT COOTBETCTBYIOIETO yIOJIHOMOYEHHOTO OpraHa (HalpuMep, HaJOroBOTO OpraHa), B KOTOPOM
yKa3aHO HOBOE Ha3BaHUE UJIH aJpec.

2. TlepecmorpenHas uHpOpManMs O JIEKAPCTBEHHOM Ipenapare (OOHOBIIEHHAs KpaTKas XapaKTepUCTHKa
JICKAPCTBCHHOTO Mpenapara, HHCTPYKIHS M0 MEAUIUHCKOMY MPUMEHCHHIO (JIMCTOK-BKJIAJIBII ), MAPKUPOBKA).

3. Kparkas XxapakTepucCTHKa CHCTEMBI (hapMakoHaI30pa OT HOBOTO JEpKaTels PEerucTpanruoOHHOTO
ynoctroBepeHus (ganee — [IPY) BKIFOYAIOT CICIYIOIINE 3JICMEHTHI:

uHPOpPMAIUS O TOM, YTO JEp)KaTelIh PETHCTPAIMOHHOTO YJAOCTOBEPEHHUS HMEET B CBOEM pPaCIOPSIKCHUU
YIOJTHOMOYEHHOE JIUIO 33 TIIO0ANbHBIA (hapMaKOHAI30p; KOHTAKTHBIC JaHHEIC YIOJHOMOYECHHOTO JIUIA 3a
rIIo0aNbHEIA (hapMaKoHAI30D; ACKIApAIs, TOAMHUCAHHAS ISPKATEIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS O TOM
, 9TO OH UMEET CUCTeMy (hapMaKOHaI30pa IS BEITIOIHEHUS 3a7ad U 00sS3aHHOCTEH 0 MMOCTPETUCTPAITHOHHOMY
KOHTpPOJIt0 0€30MacHOCTH JIEKapCTBEHHBIX CPEACTB; CChUIKa Ha MECTO (aIpec), TAe XpaHUTCsS MacTep-¢aini
cucTeMbl (hapMaKoHaa30pa.

4. JloroBOpHbIE B3aMMOOTHOIIIEHUSI MEX Ay Tpou3BoauTeneM U JIPY Ha mpaBo ocylecTBICHUs AeSTEILHOCTH 110
(hapmakoHa30py.

A. 2 U3meneHne (TOPTOBOTO)

IIpoueny
HaNMEHOBAHHMS JICKAPCTBEHHOTO Y CIIOBHS JIOKyMeHTHI U JaHHBIE
a
npenapara p
a) JlekapcTBeHHbIE Ipenapatel 1 1,2,3,4,5 IB

VYenoust | M36erate myTaHWIBI C HA3BaHHUSIMH CYMIECTBYIOIIMX METUIIMHCKHAX MPEIapaTOB WIH K€ C
MexayHapoaHBIM HEMIaTEHTOBAaHHBIM HanMeHOoBaHueM (nanee — MHH), ecnu ske HanMeHOBaHHE OOIIETIPUHATOE,
M3MEHEHHE MPOU3BENICHO B CIIEAYIONIEM TOPSAKE: OT OOLISTPUHSITOr0 Ha3BaHus K (hapMmakoneliHomy win k MHH
JoxymeHTanus

1. MOTI/IBI/IpOBaHHOG 000CHOBaHHE HCO6XO,Z[I/IMOCTI/I HN3MCHCHMS HAa3BaHU: IIpcriapara.



2. TlepecmotpeHHass MHpOpMAIHs O JICKAPCTBCHHOM mpernapare (OOHOBJICHHAs KpaTKas XapaKTepUCTUKA
JIEKAPCTBEHHOTO TpernapaTa, HHCTPYKIHUS [0 MEUIIUHCKOMY TPUMEHEHHIO (JINCTOK-BKJIAIBII ), MAPKHUPOBKA).

3. Kommust moKyMeHTa, BEIIAaHHOTO KOMITCTCHTHBIMU OPTaHaMHU CTPaHBI-IIPOM3BOIUTENS, KOTOPEIH yIOCTOBEPSCT
HM3MEHEHHE €r0 HAa3BaHMUs.

4. ToanucanHast JeKIapaius 0 TOM, 9YTO MECTO, CIIOCc00, COCTaB, HOPMATHBHBIN JTOKYMEHT, PETJIAMEHTHPYIOIIN I
Ka4ecTBO MpenapaTa OCTaauCh 0€3 H3MEHEHUSL.

5. BenoMocTh HM3MEHEHHH K YTBEPXIACHHOMY HOPMATHBHOMY JOKYMEHTY I10 KOHTPOJIO Ka4yecTBa M

6e3omacuoctu JIC.

A. 3 U3menenue HauMeHOBaHU aKTUBHOI
JJokyMeHTBl U IIpoueny

¢apmaneBTHYECKOM cyOcTaHIMM WM YCIIOBHSA
JTaHHbIE pa

BCIIOMOTI'aTCJIBHOI'O BE€UIECCTBA
1 1,2 A
YCJ'IOBI/ISI 1 CDapMaIICBTI/ILICCKaﬂ CY6CTaHHI/I${ (BCHOMOFaTeJ'II)HOG BGHICCTBO) HC U3MCHJSCTCSI.

JoxymeHTanus

1. CeugmerennscTBo BeemupHoit oprannsanuu 3npaBooxpanerus (mamee — BO3) 00 yTBepKICHUH WM KOIHS
NEPEUYHA Menc;[yHapozmoro HEMaTeHTOBAaHHOTO HanMeHoBaHMA. Ecian IPUMCHUMO, TOATBEPKIACHUE TOT'O, UYTO
n3MeHeHue cootTBercTByeT [ocynapctBenHoit dapmakomnee Pecmy6nmku Kazaxcran. [ekmapanus, d9to
HaMMEHOBAaHHE PACTHTENBHBIX JICKAPCTBEHHBIX IPENapaToB PAaCTHUTEIBHOTO MPOMCXOXKICHHUS COOTBETCTBYET
nokymeHtaMm PecryOnmkn Kasaxcran.

2. IlepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

A. 4 UH3meHeHue
Ha3BaHUA W (MIN)
axgpeca:
npousBoautTens  (
BKJIOYas, €CIH
MNPUMEHUMO,
IO 0K  TI0
KOHTPOJIIO KadecTBa),
WU JepKarens
mactep- (aitna
AaKTUBHOH
(hapMareBTHYECKO
cyOcTannuu (maiee —
MOADC), wunum
MOCTaBIIMKA
aKTUBHOU
(hapmarneBTHUYCCKOM
cybcTaHINH,
HCXOJTHBIX
MaTepHuaos,
peakTUBOB  WIIH
NPOMEKYTOUHBIX Y CIIOBHS IHpouenypa
OpPOAYKTOB,
UCIOJIb3YEMBIX B
MPOU3BOJICTBE
AaKTUBHOU
(hapmaneBTHYIECKON
cyOcTanuuu (eciu
yKa3aHo B
TEXHUYECKOM JIOChE),
ecnmu B
PETUCTPAIHOHHOM



JIOCBE OTCYTCTBYIOT JIOKyMCHTEHI U TaHHBIC
cepTH(UKATEHI

cooTBeTcTBHS Ph.

Eur., HIIU

MPOU3BOIUTEIIS

HOBOTO

BCIIOMOT'aTEILHOTO

BemecTsa (ecnu

yKa3zaHO B

TEXHUYECKOM JI0ChE)

1 1,2,3 1A
YcmoBus

1. HpOI/IBBO,I[CTBeHHaFI IJIomaJka 1 HA OAHa U3 NPOU3BOJACTBCHHBIX onepaunﬁ HC U3MCHACTCA.

JoxymMeHTauus

1. OpunmanbHBINA JOKYMEHT OT YIOJTHOMOYEHHOTO OpraHa (HalmpuMep, HaJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO
HOBOE Ha3BaHME U (WJIN) aJipec.

2. ITompaBKka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3nieiy (pa3ienam) J0Che.

3. [Ipu u3menenun HazBaHus aepxareiasi MOADC — oOHOBICHHOE pa3pellieHre Ha JOCTYII.

A. 5 H3meHeHue
Ha3BaHHUSA W (WIIH)
agpeca
MPOU3BOJIUTENA

JIEKapCTBEHHOT' O JoKkyMeHTB U

VYcnoBus
npernapara, BKJIIOYas JTaHHEIC
BBINYCKAIOLIHE

MJIOIagKHU u

MIOMAAKHA IO

KOHTPOJIIO KayeCTBa

[Ipouenypa

a) [ledictBus, 3a
KOTOpBIE OTBEYaeT
MIPOU3BOUTEIND
HMIOpPTED),
BKJIFOYAIOT BBIITYyCK
cepuit

( 1,2 1,2,3 IA

0) [eiicTBus, 3a
KOTOpBIE OTBEYaeT
TIPOU3BOAUTENH (
uMIopTep), He

BKJIIOYAIOT BBIITYCK
cepuii

1,2 1,2,3 IA

Ycnosus

1. Her m3MeHeHHs B NPOM3BOACTBEHHOM IIporiecce, (PaKTHIECKOM MECTE PACIOJIOXKEHMS IUIOMIAIKH, B
HOPMAaTHBHOM JOKYMEHTE 110 KOHTPOJIIO KauecTBa U 0€30MaCHOCTH JIEKapCTBEHHOT'O CPECTBA.

2. N3menenne He TpeOyeT OLEHKH 0e30MacHOCTH, KauecTBa U 3(P(GEKTUBHOCTH M COOTHOIICHHUS IMOJB3a-PHUCK
JIEKapCTBEHHOTO CPEJICTBA (CHELNATN3HPOBAaHHAS SKCIEPTH3A).

JoxymeHTanus

1. Konus wcrpaBIeHHOTO pa3pelieHUsl Ha MPOU3BOACTBO (MPU HATUYMK) WU O(UIUANBHBIA JOKYMEHT OT
COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO OPTaHa, B KOTOPOM YIIOMHHAETCsl HOBOE Ha3BaHUE U (WIH) azipec.

2. Ecnu nmpuMeHnMO, IOTpaBKa K COOTBETCTBYOMIEMY (COOTBETCTBYIOIIMM) pasjieny (paszenaM) Toche, BKITFYas
MEPECMOTPEHHYI0 HH(POPMAIIHIO O JIEKAPCTBEHHOM Ipernapare.



3. OOHOBiIEHHasl KpaTKas XapakTepUCTHKa JIEKApCTBEHHOTO IIpernapara, MHCTPYKIUS 10 MEAUIMHCKOMY
MIPUMEHEHHIO (JIMCTOK-BKIIAJBIII), MAPKHPOBKA.

HN3meHnen
ne Komaa
aHaTOMO-
TepamneBT
A6 HYECKO-X Venosus Tpebyemas
HMHYECKO JTOKYMEHTAITUS
i (manee -
ATX)
kiaccupu

KAl

Bun npouenypst

1 1,2 1A

VYcmoBus

1. I3meHeHue BeaeacTBUe yTBep K IeHHs nnn nu3MeHenus BO3 kona ATX.

HoxymeHTauus
1. CeugerenpctBo BO3 00 yTBepkaeHHN MK KoTus iepedHs kogoB ATX.

2. TlepecmorpenHast mH(pOpManus O JICKApCTBEHHOM Ipernapare (OOHOBJIEHHAs KpaTKas XapaKTEepHUCTHKa
JIEKapCTBEHHOTO TIpeTapaTa).

Uckimroue
HUE

MIPOU3BO/]
CTBEHHOM
ILIOMIAIK
u (B TOM
qHUCIIe OIS
aKTHUBHOM
(hapmarie
THYCCKOM
cyOcraHI

Tpebyemas
JOKYMEHTAIHS

uu,
MIPOMEXKY
TOYHBIX
MPOIYKTO
B b
JIeKapcTBe
HHOTO
npenapar
a.,
YHaKOBII
nKa,
MIPOM3BO]

AT urens,  YcioBus Bun npouenypst
OTBETCTBE
HHOTO 3a
BBIIIYCK
cepuy,
KOHTPOJIS
KadyecTBa
cepuit
uiau
nocTaBIIU



K a
HCXOJTHOT
0
MaTepHuan
a,
peakTHBa
U
BCIIOMOTa
TEJIILHOTO
BEIllECTBA
(ecam
YKa3aHbl B
JIOCHE)

1,2,3 1,2 1A

VYcnosus

1. Ocraercs He MeHee OIHON paHee OJOOPEHHOHW NPOM3BOACTBEHHOW IUIOMIANKK (TIPOU3BOJUTEIS),
OCYIIECTBISIIOMINX T€ e (QYHKIHMH, YTO W TOAJexalue uckmodeHnto. Ecnum npumennmo, B PecnyOnuke
Kazaxcran ocraercs, o MeHbIIEH Mepe, OJUH MPOU3BOIUTENb, OTBEYAIONINH 33 BBIITYCK CEpPHH, CIIOCOOHBIN
cepTH(UIMPOBATh HCIIBITAHUE MTPOJYKTA B IEJISAX BBIMyCKa cepuil B Pecriyonke Kazaxcran.

2. UckimoueHne He SIBISETCS CIeCTBUEM KPUTHYECKUX HEJOCTaTKOB IIPON3BOJICTBA.

3. N3menenue He TpeOyeT OLIEHKH 0€30IacHOCTH, KauecTBa U 3(PPEKTUBHOCTH M COOTHOLICHHUS MOJIb3a-PUCK
JIEKapCTBEHHOTO CPEJICTBA (CHEeNNATN3HPOBAHHAS SKCIEPTH3A).

JoxyMmeHTanus

1. B dhopme 3asBacHNS O BHECCHHH M3MEHEHUI HEOOXOIUMO YETKO 0003HAYMTh "TeKynmx" u "mpepiaraeMoix"
HpOHSBO}IHTeJ’Ieﬁ, MEPEUYUCIICHHBIX B 3a4BJICHUU O pErUCTpalnuu.

2. ITompaBKka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pasnieny (paszjaenam) 10Che, BKIOYas IePeCMOTPEHHYIO
uH(pOpMaLUIO O IeKapCTBEHHOM TIpernapare.

A. 8 U3menenus

IaThl ayauTa s

BepuPUKaAITUHT

COOTBETCTBUSI

MPOU3BOUTENS

AaKTUBHOH _ Venosms Tpebyemas
(hapmameBTHICCKON JIOKYMEHTAITUS
cybcTaHOINH

npaBuIaM

HajJiexaliei

MIPOU3BOJICTBEHHOMN

MPAaKTUKA

Bun npouenypst

- 1 1A

JoxyMeHTanus

1. IlucpMeHHOE TMOATBEPXkACHUE MPOU3BOAUTENS JEKAPCTBEHHOIO Ipemnapara, CoAeprkallee yKazaHue o
BepH(UKAaMM COOTBETCTBUSI MPOU3BOAUTENS aKTUBHOW (QapmaneBTuyeckoil cyocranuuu [lpaBumam
HaJUIeXaliell Mpou3BOJCTBEHHON NpakTuku Pecnyommku Kazaxcran.

b. U3menenus kauecTBa
b.I AktuBHas dapMaiieBTHUYECKas CyOCTaHIUs
b.1. a) [IpousBoacTBo

b.l.a.1  U3mMmeHeHue
TIPOM3BOAUTENS HCXOTHOTO
Marepuana (peakTHBa)



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.

YcnoBus Tpebyemast nokymenTamust Bun mpouemaypsl

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 nokymenramust Bun mpouemaypsl
(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
BBOJSITCS. HOBBIC PEaKTHBBI, KaTalM3aTOPhl WM PacTBOpUTENU. ['eorpaduueckuii HCTOUHUK, TPUTOTOBICHHE
PacTHUTENILHOTO CHIPhS M CIOCO0 MPOMU3BO/ICTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX ITPENapaToB HE N3MEHSIOTCSL.

3. Crierpvkanuy akTHBHOM (papMareBTHUCCKOM CYOCTAHIIUH U TIPOMEXKYTOUYHBIX ITPOJAYKTOB HE M3MEHSIOTCS.
4. VI3ameHeHHe MOJTHOCTHIO OMMUCHIBAETCS B OTKPBITOHN uacTu (yacTtu "3asBurens") MOADC (ecau mpuMEHUMO).
5. AxtuBHas hapmarieBTHUCCKas CyOCTaHIIMSA HE SBISCTCS OMOIOTHYECKON (MMMYHOIOIHYECKOM) CyOCTaHITUEH.
6. V3MmeHeHne He 3arparuBaeT reorpaMuecKkuii UCTOYHUK, CIOCOO MPOM3BOJCTBA WM HPUTOTOBJICHUS
JICKapCTBEHHOTO PacTUTENIBHOTO Mpernapara.

7. I3MeHeHue He 3aTparuBaeT 3akpbIToi yactu MOADC.

JoxymeHTtauus

1. TlompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3ieiy (pas3zienaM) JocChe, BKIIOYAs MPsiMOe
CpaBHEHHE TEKYIETO U HOBOTO IIPOIIECCOB.

2. lannple aHanm3a cepuil (B popMare CpaBHUTEIHHON TaOJIHIII), TI0 MEHBIIICH Mepe, IBYX ceprid (110 MEHbIIECH
Mepe, ONBITHO-TIPOMBIIUIEHHBIX ), TIPON3BEICHHBIX C TIOMOIIBI0 0Z00OPEHHOTO U MPEIaraeMoro IpoIECCOB.

3. Konmnu yTBep>KACHHBIX CIICI(PHUKANAN aKTHBHOH (papMarieBTHIECKOH CyOCTaHITHH.

4. leknmapanus gepaKaTens perucTpalioOHHOro ynocroBepenus win aepxkarensi MOADC coOTBETCTBEHHO, YTO
M3MEHCHHE KadeCTBEHHOTO M KOJIMYECTBEHHOrO Mpodmis mpuMecedl Win (PU3HKO-XUMHYECKHX CBOMCTB
OTCYTCTBYET, CIIOCO0 CHHTE3a, CIeNN(UKAIINN aKTUBHON (papManeBTHIEeCKON CyOCTAaHIINH U TPOMEKYTOUHBIX
MIPOAYKTOB HE U3MEHSIOTCSI.

k b.1.a.2.0) Ilog 3HauYMTENHHBIMH HW3MEHEHHSMH aKTHBHBEIX (hapMaleBTHYECKHX
cyOCTaHIMIl, TMONYyYEHHBIX IYTEM XHMHYECKOTO CHHTE3a, IO0JPa3yMeBarOTCA
W3MEHEHHUsI Crocoda CHHTE3a WM YCIOBHH NPOM3BOJACTBA, KOTOPBIE CIIOCOOHEI

IIpumeyanue U3MEHHTh Ba)KHBIE [T0KA3aTeNIN Ka4eCTBA aKTHBHOH (papMalleBTHUECKOH CyOCTaHIIUH
, TaKMe KaK KayeCTBEHHBIH M (MJIM) KOJMYECTBEHHBIH NpOQHIL NpUMEceH,
TpeOyIOmNH KBaTU(QHUKALUK, I (U3NKO-XUMHUUECKUE CBOWCTBA, BIIUSIONIINE Ha
OMOIOCTYITHOCTB.

b.l.a.3  U3meHenme
pasMmepa cepur (BKIIIOUas
JIMara3oHbl pa3Mepa cepuu
) AKTUBHOH
(apManeBTHYECKON
cybcTaHIUH 701871



MPOMEXYTOYHOTO YcnoBust Tpebyemast qokymeHTamust Bun mporeaypb
MPOAYKTa, UCTIONIB3YEMOTO

B IIpoIlecce MPOM3BOJICTBA

AKTUBHOH

(hapManeBTHIECKON

cyOCTaHIUH

a) YBenuueHne pasMepa

cepuu BIUIOTH 110 10 pa3 mo

CpPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1A
3apEruCTPUPOBAHHBIM

pa3mepom

0) 10-xpaTHOE

1,2,3,4,5 1,2,5 1A
pa3yKpyIlHeHue

B) l3MmeHeHue TpebyeT

aHaNM3a COMOCTaBUMOCTH

Onosornveckoi (

HMMYHOJIOTHIECKON) - - II
AKTUBHOM

(hapmaleBTHYECKOM

CyOCTaHIUH

r) VYBelnudyeHue pasmepa

cepuu Oomnee 10 pa3 mo

CpPaBHEHUIO C - 1,2,3,4 1B
3apEruCTPUPOBAHHBIM

pa3mepom

) YBennueHue (
yMeHbIIIEHHEe) MacmTaba
NpOU3BOJICTBA
OHoNIOTHYECKOH (
UMMYHOJOTHUYECKOI)
AKTHBHOM - 1,2,3,4 1B
(hapmaneBTHUECKOM
cybcTaHIUH oe3
W3MEHEHHsI Tpolecca
MIPOU3BOJICTBA (HAIPUMED,
JyOJNIMpOBaHUE JTMHUH )

YcmoBus
1. Bce m3MEHEHHS METOJOB NPOW3BOJCTBA 3aTParMBAIOT JHUIIb HEOOXOAWUMBIC IS YKPYIMHEHHUS WU
pa3yKpyIHEHHs, HallpuMep, HCIOIh30BaHNE 000pyI0BaHHE APYTOTO pa3Mepa.

2. HeoOxommMo TpencTaBUTh pPE3yiIbTaThl HCIBITAHWN COTIIACHO CIEMU(PUKANUsSIM HE MEHee IBYX CepHi
MpeATaraeéMoro pasmMepa CepHu.

3. PaccmarpuBaeMblif JIeKapCTBEHHBIA IpemapaT He SBISAETCS OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM)
JIeKapCTBEHHBIM IIPETIapaToM.
4. VI3MeHeHHe He BIUsET HexXelaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOJMMOCTE ITpoLecca.

5. HenpeaBUIEHHBIX CUTYAIUsAX, BO3HUKIIMX B XOJIC MPOM3BOACTBA, WM HAPYIICHHs CTAOUIIBHOCTA U3MECHEHHE
HE OCYIIECTBIISIETCS.

6. Cnenudukanuy akTUBHOM (hapMarieBTHIeCKOi CyOcTaHIMH (ITPOMEKYTOUHBIX ) TIPOAYKTOB HE H3MEHSIOTCSI.

7. AxTuBHas (hapMmarieBTHUECKas CyOCTaHIINS HE SBISETCS CTEPIIIFHOM.

8. Pazmep cepuu Haxozstcs B mpezene 10-kpaTHOro nuama3oHa pazMepa CepHH, MPEAyCMOTPEHHOIO IpHU
perucTpalMy WK TOCIIe MOCIEAYIOIIEro N3MEHEHH s, He SIBIISIBILIET0Cs] M3MeHeHueM [A Tuna.

JoxymeHTtauus



1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pazfeiy (pasenam) 10Cke.

2. Homepa cepuii HCIIBITAaHHBIX CEpUI UMEIOT IpEeAIaraeMslil pasmep cepui.

3. Jlanubie ananusa cepuid (B hopMaTe CpaBHUTEIBHON TaOJHIIBI), TIO MEHBIICH Mepe, OJHOM MPOMBIIUICHHON
Cepuu aKTHBHON (apMauneBTHYeCKOH CyOCTaHIMHM WJIM HPOMEXKYTOYHOTO MPOAYKTAa COOTBETCTBEHHO,
MIPOM3BEICHHON B YTBEP)KJIEHHOM M IIpeisiaraeMoM pasmepe. [1o 3ampocy Heo0X0IMMO MPEACTaBUT JaHHBIE 110
CJIEAYIOIINM JBYM IIOJHBIM IIPOMBIIIJICHHBIM CEPHSAM; JEPXKATENb COOOIIAET, €CIM Pe3yabTaThl aHATIH3a HE
YKJIQIBIBAIOTCS B CTICIM(DUKAIINIO U IPEATI0KUTD TUIaH JCHCTBHI.

4. Komuu omoOpeHHBIX chenupuKanuii akTHBHONW (QapMaleBTUIECKOW CyOCTaHIHH (M TPOMEXYTOUHBIX
MPOAYKTOB, €CITH MPUMEHUMO).

5. Jlexmaparust AepkaTens perucTpaluoHHoro yaocrtoseperns mwin aepxarenst MOADC cooTBETCTBEHHO, UTO
BCE U3MEHEHHS METOJIOB IIPOU3BOJICTBA 3aTPArkBaIOT JIMIIb HEOOXOAMMBIE JUIsl YKPYIHEHHS WK pa3yKpyITHEHHS,
HarpHuMep, UCI0JIb30BaHUE 000PYI0BaHUE IPYTOTro pa3Mepa; M3MEHEHNE He BIIMSIET HeXXeNaTeIbHbIM 00pa3oM Ha
BOCITPOM3BOIMMOCTD TIPOLIECCa; M3MEHEHUE HE SBISIETCS CIICACTBHEM HENPE/IBUACHHBIX CUTYAINH, BO3HUKIINX B
XO0Jie TIPON3BOJICTBA, WIIM HAPYIICHNS CTAOMIBHOCTH; CTie(UKaIMy akTHBHOH (hapMarieBTHIeCcKOil cyOcTaHIMI
(TIpOMEXYTOYHBIX TIPOAYKTOB) HE U3MEHSIIOTCS.

b.l.a.4 W3menenue
BHYTPHIIPOU3BOICTBEHHBIX
UCTIBITAHUN HITH KPUTEPUEB
MPUEMIEMOCTH,
WCIONB3YIOMUXCS TPH
MPOU3BOACTBE AKTHUBHOU
(hapmaleBTHYECKOM
CyOCTaHIUH

VYcnosus TpeOyemas nokymeHnTtauust Bun npouenypst

a) VYxecToueHUe
BHYTPHUIIPOU3BOACTBEHHHIX 1, 2, 3,4 1,2 1A
KPUTEPHEB MTPUEMIIEMOCTH

0) JloOaBiaeHHE HOBBIX
BHYTPHITPOU3BOICTBEHHBIX
HCIIBITAHUN WM KPUTEPHEB
TPHEMIICMOCTH

1,2,5,6 1,2,3,4,6 1A

B) Ucknrodyenue
HE3HA4YUMOTO
BHYTPUIIPOHU3BOICTBEHHOT
O UCTIBITaHHS

1,2,7 1,2,5 1A

r) Pacmupenue

0100pEeHHBIX

BHYTPHIIPOU3BOICTBEHHBIX

KPHTEPHEB NMPUEMIIEMOCTH,

KOTOpBIE CYILECTBEHHO II
BJIMSIOT HA COBOKYITHOC

KauyecTBO  aKTHBHOE

(bapmaleBTHYECKO

cyOCTaHIIH

) Ucknrouyenne
BHYTPHUIIPONU3BOJICTBEHHOT
O HCIBITaHUS, KOTOPOE
CYIICCTBEHHO IMOBIUACT Ha
COBOKYITHOE KAa4eCTBO
AKTHBHOH

II

(hapmaneBTHIECKON
cybcraHun



¢) JlobaryieHue uiu 3aMeHa

BHYTPHUIIPOU3BOACTBEHHOT

0 HCHOBITAaHUS U3 1,2,3,4,6 IB
coobpaxeHU

0€30MacHOCTH  HIH

KayecTBa

VYcnosus

1. MI3MeHeHHNe He SBISETCS CIEACTBUEM KaKOro-au0o 00s3aTeNbCTBA, NMPHHSATOIO IO pe3yjbTaTaM paHee
MIPOBE/ICHHBIX IKCIIEPTHU3 C IENbI0 aHaIN3a KPUTEPHUEB NPUEMIIEMOCTH CIenU(HUKanuy (HaupuMep, B XOe
perucTpanyu win BHeceHus m3Menenuit 11 tuma).

2. V3MeHeHHWe HE SBIISETCS CIEACTBHEM HENPEIBHACHHBIX CHTYaIlMi, BOSHUKIIMX B XOJ€ HPOHM3BOJCTBA,
HanpuMep, HOBas HEKBATH(UIIMPOBAHHAS [TPUMECH, U3MEHEHHE IIPE/ICIIOB COACPIKAHNS CyMMBI IPUMECCEH.

3. JIro6oe n3MeHeHNE YKIabIBAIOTCS B AUATIA30H AEHCTBYIOINX 000PEHHBIX KPUTEPHEB IPHEMIIEMOCTH.

4. AHanuTHYecKas METOANKA HEe M3MEHSETCS MIH M3MEHSIEeTCS] HE3HAUNTENbHO.

5. Hu oauH HOBBIH METOJ| MCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH MM CTaHJapTHOH
METO/IOJIOTHH, UCTIONB3yEMOH ITO-HOBOMY.

6. HoBBIif MeTO MCITBITAaHUSI HE ABISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHUYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OMOIIOTHIECKUN PEeakTHB IS OMOIOTHIECKO aKTUBHOW (hapMarieBTHIECKON
cyOcTaHIuH (32 HCKITIOYCHUEM CTAHAAPTHBIX (papMaKONEHHBIX MUKPOOHOIOTHIECKUX METOOB).

7. Tlapametp cnenm@uKaiM HE 3aTparuBaeT KPUTHUYECKUH MapaMmeTp, Hampumep, 000 H3 CIeayromuX:
KOJIMYECTBEHHOE OIpe/elIeHHe, NMPUMECH (ECIH TOJBKO OIpeIe/IeHHBIH pacTBOPUTENb OJHO3HAYHO HE
UCIIOJNIb3YETCsl B MIPOM3BOJICTBE aKTHBHOW (hapManeBTHYECKOi cyOcTaHImn), qro0as KpuTHdeckas (pusndeckas
XapaKTepHCTHKa, HAllpUMep, pa3Mep YacTHll, HaChIHAs MJIOTHOCTH JIO M IOCJE YIUIOTHEHHMS, UCIBITAHUE Ha
TOJUTMHHOCTB, BOJIa, JII00O0H 3arpoc Ha U3MEHEHNE YacTOThI HCIIBITAHUH.

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zaeny (pa3zenam) ZOChe.

2. CpaBHHTENbHAS TaOJIMIA TEKYIINX U MpeIaraeMbIX BHYTPHIIPON3BOICTBEHHBIX UCTIBITAHUI.

3. IompobHOoe omucaHwe HOBOTO HepapMaKONEHHON aHAaIMTHYECKON METONWKHA W HaHHBIE Baaumannud (B
COOTBETCTBYIOIIUX CITydasx).

4. [anHple aHanmu3a [IBYX HPOMBINUICHHBIX Cepui (11 OMOJOTHYECKMX AaKTHUBHBIX (apMaleBTUYECKUX
cyOcTaHIMHA, B OTCYTCTBHE KOHKPETHBIX OOOCHOBaHUN, — TpPH NPOMBIIUICHHBIE CEPHH) AaKTUBHOM

(hapMaleBTHUCCKOW CYOCTaHIIMH IO BCEM MMapaMeTpaM CreiupUKaIIH.

5. O6ocHoBaHue (OIIEHKA) PUCKOB CO CTOPOHBI JAepiKaTelsi peruCTPallMOHHOTO yIOCTOBEPEHUS UK JepKaTens
M®@®ADC CcOOTBETCTBEHHO, MNOATBEPXKIAIOIINE, YTO BHYTPUIIPOM3BOJICTBEHHBIC I1apaMeTphl SBISIOTCS

HE3HAYHMBIMHU WU YCTapEBIIUMHU.

6. OOOCHOBaHHE CO CTOPOHBI JEpKaTelsl PErHCTPAalMOHHOIO ynocToBepeHHst wiu jepxkareiast MOPADC
COOTBETCTBEHHO HOBBIX BHYTPUIIPON3BOJICTBEHHBIX HCIBITAHUH U MTPEAEIIOB.

b.l.a.5 H3menenue
AKTUBHOM
(dhapmaneBTHYECKOM
CyOCTaHITUH BaKIIMHBI

YcnoBus Tpebyemast nokymenramust Bun mpouemaypst

a) 3aMeHa WK J00aBIcHUE

HOBOTO CEpOTHIIA, IITaMMa

N AHTUTCHA HIn

KOAUpYIOL el

MOCJeI0BATEIbHOCTH WM 1I
KOMOMHANHS CEpOTHIIOB,

IITAMMOB, aHTUT'CHOB WJIH

KOTUPYIONUX

MocJie10BaTeILHOCTE M

I[OKyMGHTaL[I/ISI HGO6XO,Z[I/IM&$I JUTA IPOBCACHUSA SKCIICPTU3BI MOI[I/I(I)I/IL[I/IPOBEIHHBIX BaKIIMH:

1. COHpOBOI[I/ITeHLHOG NUCHbMO C MOTUBUPYIOIIIUM O6OCHOBaHI/IeM;



2. ITonpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIUM) pa3zeny (pa3zaenaM) 10Che.

3. AKTyanu3upoBaHHBIE IOKYMEHTHI 110 kKauecTBY: [1o akTMBHOHN (apMarieBTHUeCcKOi cyOCcTaHINu:

1) obmias nH(pOpMAIUsI aKTUBHOTO BEIIECTBA: HA3BAHUE, CTPYKTYpa, OOIIHE CBOHCTBA;

2) IpON3BOIUTEINb, OIIMCAHNE TPOM3BOACTBEHHOIO IIPOIECcca U €0 KOHTPOJIb;

3) KOHTPOJIb UCXOJIHBIX MaTEPUATIOB;

4) KOHTPOJIb KPUTHUECKUX ITAIOB U MPOMENKYTOUYHON MPOTYKIIUH;

5) Banupanus npoiecca 1 (W) ero OIeHKa,;

6) pa3paboTka MPON3BOACTBEHHOTO TIPOIIECCa;

7) BOKa3aTEeNbCTBO CTPYKTYPBI U XapaKTEPUCTUKH;

8) mpumecwu;

9) cnennuKarys KadecTna;

10) aHamUTHYIECKIE METOIUKH;

11) BayMganus aHATMTHIECKIX METOJTUK;

12) moxyMeHT, TOATBEP K IAIOIINIH Ka4eCTBO aKTHBHOTO BEIIECTBA TPEX Cepuil (cepTUhHUKAT aHAIHN3a CyOCTaHITUI
OT TIPOU3BOTUTENS, TPOTOKOII aHATIN3a, AaHATUTHYECKUH MTACTIOPT);

13) obocHOBaHHE CTIETH(UKAIIH;

14) crarmapTHBIC 00pa3IBl WK BEIIECTBA;

15) cuctema ymakoBka (yKyImopka);

16) pe3toMe OTHOCUTENBHO CTAOMIBHOCTH U BHIBOBI;

17) IIpoTOKOJI TOCTPErHCTPAIMOHHOTO H3yUeHHUS CTAaOMIIBHOCTH M 00513aTENbCTBA OTHOCUTENIFHO CTaOMIIBHOCTH;
18) maHHBIC O CTAOMIBHOCTH.

[To roToBOMY mpemnapary:

1) mOKyMeHT, MOATBEPKAAIONINN KaueCTBO TOTOBOTO IPOJYKTA TpeX cepHil (cepTHdUKAT aHANN3a, MPOTOKOJ
aHaiM3a), OJIHA Cepusi KOTOPOTO COBNAJaeT ¢ cepueil oOpasna JEeKapCTBEHHOTO CPENCTBA, MMOJAHHOTO Ha
PEeTHUCTpAITHIO;

2) IMOKYMEHT O NPHOHOBOM 0€30IacHOCTH Ha BEIIECTBAa >KHBOTHOTO NPOUCXOXKICHUS OT HPOM3BOIUTENS (
TTOCTABIIIHMKA);

3) KauecTBEHHBIH W KOJWYCCTBCHHBIN COCTaB JICKAPCTBEHHOTO IpemnapaTa (aKTHBHBIC, BCIOMOTATEIHHEBIC
BEIIECTBA);

4) NOKyMEHT, IIOATBEP>KAAOINI Ka4eCTBO YIIAKOBOYHOTO U YKYIOPOYHOTO MaTEPHAIOB TOTOBOTO IPOIYKTa;

5) dapmaneBTrdeckas pazpaborka (ommcaHue adc, BCIIOMOTaTEeIbHBIX BEIIECTB, pa3paboTKa JIEKapCTBEHHOTO
mpernapara, pa3padoTka IPOU3BOACTBEHHOTO IPOIIeCca, COBMECTUMOCTh KOMIIOHEHTOB, M3JIHIIKH, CTAOUIHLHOCTD,
MHUKpPOOHOJIOTHYECKasT YHCTOTA);

6) mpon3BOACTBEHHAs (POpMyIIa;

7) onmcaHue TEXHOIOTUH POU3BOJICTBA;

8) KOHTpOJIb B TIpoIIecce MMPOU3BO/ICTBA (OTIEPAIMOHHBIH KOHTPOJIH);

9) MeToaBI KOHTPOIIS HCXOJHBIX MaTePHAaJIOB;

10) cepTrduKaThl Ka4ecTBa Ha BCIIOMOTATEIFHEIC BEIICCTBRA,

11) MeTopI KOHTPOJIA KadecTBa IPOMEKYTOUHBIX IPOAYKTOB (TIpH HEOOXOAUMOCTH);

12) HOpMaTHBHBIN TOKYMEHT NTPOM3BOAMTES 110 KOHTPOJIIO Ka4eCcTBa M 0e30MacHOCTH JIEKapCTBEHHOT'O CPEJICTBA
B DIIEKTPOHHOM BHIIE B popmate .docx;

13) Banmmanwst METOAMK UCIIBITAHUN JIGKAPCTBEHHOTO TIpernapaTa;

14) pe3ynapTaThl HCHBITAHHWS CTAaOWIBHOCTH CpPOKOM HE MEHee uYeM | Mecsall HE MEHee Ha Tpex
OTIBITHO-TIPOMBITINIEHHBIX CEPHAX C TapaHTHHHOM O053aTeIbCTBOM O MPEIOCTABICHUH pPE3yIbTaTOB
HCCIIEIIOBaHUH CTaOMIBHOCTH, IPOBEACHHBIX depe3 3 (TpH) u 6 (mecTs) MecsieB Ha 3 (TpH) MOCIeI0BaTEIbHBIX
MPOMBIIIICHHBIX CEPHSIX MOCIIE 3aBEPILECHNUS HCCIIEIOBAHUI CTAOMIBHOCTH;

15) nononHuTeNbHAS HHGOPMAIIKS, TIOATBEPKAAIONTAS Ka4eCTBO (MMPU HEOOXOAMMOCTH).

4. l'apanTHitHOE TMCEMO JepKaTeNss BPEMEHHOTO PETUCTPAIMOHHOTO YIOCTOBEPEHHS (B IPOU3BOIBHOM Gopme) o
MMPOBECACHUNU KIIMHUYECKHUE MCCICAOBaHUA HWMMYHOI'CHHOCTHU BapHaHTHOﬁ BAaKIUWHBI, IOCJIEC MOJYYCHUA
BPEMEHHON pETUCTpPaIHH.



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
OPHUTMHAIBHBIE BAKIUHEL, KIMHIYEeCKast 3P ()EeKTUBHOCTh KOTOPOH ObLIa MPOJIeMOHCTPUPOBAHA;

0 MTOIPOOHOMY OTIHCAHHIO COOCTBEHHO MCIIONIB30BaHHOTO mTamma win 6enka, MPHK mim uHO# cyObe IMHUIIBL,
¢ ukcanueit OTAMYMNA OT UCXOIHOTO BapUaHTa (CpaBHUTENIbHAS XapaKTEPUCTHKA IITAMMOB HJIH CYOBEIUHHUIL); O
0€301acHOCTH, COOPaHHBIX B XOJI€ UCIBITAHIH MIMMYHOT€HHOCTH BapUaHTHOM BaKIMHBI.

JloxymeHTaIus mpeicTaBisieTcs ¢ yueToM pykoBojcTBa BO3.

b.1. 6) KonTposb kauecTBa akTUBHOM (papMalieBTUUECKOI CyOCTaHIIMU

b.1.6.1 H3menenue

napamMeTpoB

cnenudpukamuu u (

WIM) KPHUTEPHEB

MPUEMIIEMOCTH

AKTUBHOH

(hapmareBTHUECKON

cybcTaHINH,

UCXOIHOTO V0B Tpebyemas
Marepuaia JIOKYMEHTAIHS
MPOMEXYTOYHOTO

TIPOAYKTa) pEeaKTHBa,

UCIIOJIb3yeMbIX B

npoiecce

MPOU3BOJICTBA

aKTUBHOH

(hapmaneBTH4IECKOM

cyOCTaHIIH

Bun npouenypst

a) YikecToueHHE
KpUTEpHEB
MIPUEMIIEMOCTH
crienupuUKaAnuu
JeKapCTBEHHBIX
npemnaparTos, 1,2,3,4 1,2 1A
MO JUIEKAIUX
BBIIYCKY Cepui
opuINATBEHBIM
KOHTPOJbHBIM
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

1A

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
W 3ajgBUTENIEM Ha MOMEHT BBEICHHS H3MCHCHHHA IPOAHATU3UPOBAHBI COOTBETCTBYIOUIME TIapaMeTPHI
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
AQHAJTUTHYECKON METOMKHI

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
YMEHBIICHHE COACPIKaHUs

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
(YHKIIMOHATBHBIMHU
XapaKTePUCTUKAMU B
AHAJIOTMYHOM KOJHNYECCTBEC

1,3,4,5,6,7,8,9 IB

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 JBYX OIBITHO-NIPOMBIIUICHHBIX WM NPOMBIIUICHHBIX CEPHAX; B PACHOPSDKEHHM 3asBUTES] HaXOISATCS
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
nexkapcTBeHHbie Gopmbl 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. O0omnouKa He ABISETCS KIIOYEBBIM (haKTOPOM MEXaHH3Ma BBICBOOOXKICHUS.

3. Cnenudukarys JeKapcTBEHHOTO Iperapara 0OHOBJIEHA JIMIIb B YaCTH MACCHl M pa3MepoB (eCiIi IPUMEHNMO).
4. HauaTbl COOTBETCTBYIOIIME UCCIIECOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU
HE MEHEe YeM Ha JIByX OIBITHO-TIPOMBIIIIEHHBIX WM NPOMBIIUICHHBIX CEPUSX; B PACIIOPSDKCHUN 3asBUTENS Ha
MOMEHT BBEJICHUSI M3MEHEHHH HaXOISTCS YIOBJIETBOPHTENbHBIE, 0 MEHBIIEH Mepe, 3-MecsSdHbIe JAaHHbBIE IO
CTaOMIBHOCTH; IOATBEPXKICHUE TOrO, YTO HCCIENOBaHMA OyIyT 3aBepumieHbl. Eciam pe3ynpTaTel HE
YKJIaJbIBAIOTCA B CHENM(HUKAIMK WIN TOTCHIMAIBHO HE YKJIAABIBATHCSA B CIEHU(HUKANINK HAa KOHEI[ CpOKa
TOJHOCTH, X HEMEUIEHHO IPEACTaBAT YIOJTHOMOYSHHOMY OpraHy Hapsay ¢ IpeaiaraéMbIM IIaHOM JIeHCTBUH.

JoxymeHTtauus

1. TTompaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIIMM) pa3zeiy(pasienamM) T0cke.

2. Jexmapariysi, YTO0 Ha4aThl TpeOyeMbIe HCCICIOBAHUS CTA0MIFHOCTH B COOTBETCTBUU C YCTAHOBJIICHHBIMU
TpeOoBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIONIMX CIy4asX) Ha MOMCHT BBCICHHUS
W3MEHEHUI B €ro PacrlopsHKCHUH HAXOTUIIUCh TpeOyeMble MUHUMAJbHBIC YOBICTBOPUTEIbHBIC [aHHBIC 110
CTaOMIIBHOCTH; ¥ YTO UMEIOIINECs TaHHBIE He CBUACTENBCTBOBAIN O Kakoii-mibo nmpobieme. Heobxoanmo Takxke
HpeﬂCTaBHTB HOHTBepMQHeHHC TOTO, YTO HCCICIOBAHUA 6yny1‘3aBep1HeHLL U 4YTO €CJIIN pe3yHBTaTLIHe 6yﬂyT
yKHaﬂHBaTLCﬂ B CHCHH@HK&HHH UJIIN TIOTCHIIMAJIBHO HEC yKHaﬂHBaTLCﬂ B CHCHH@HK&HHH Ha KOHCI] chKa
TOJTHOCTH, UX HEMEIJICHHO MPECTABAT YIIOJHOMOYCHHOMY OpraHy Hapsay ¢ Mpe/yiaraéMbIM ITAHOM JICHCTBH.
Kpowme Toro, B COOTBETCTBYIOIIUX CITydasx HEOOXOIUMO MPOBECTH UCTIBITaHUE (POTOCTAOMIEHOCTH.

b.ll.a. 5 MW3meHenue
KOHHeHTpaHHH
OJHOJIO3HOTO, TMOJHOCTBIO
BBOIHMOTO
MapeHTepaJbHOTO
JeKapCTBEHHOTO
nmpemaparta npu
HEHU3MEHHOCTH

Ycnosus TpeOyemast nokymeHTauuss Bun nponenyps

COJlep/KaHUsl aKTUBHOU
(hapmaneBTHYECKOM
CyOCTaHIIMM HA €UHUILY
JIO3HI (T.€. JO3UPOBKH)

II

b.Il.a. 6 WckmroueHnue

KOHTEHHEpa c

pacTBOpUTEIEM ( YcnoBus Tpebyemast nokymenTamust Bun mpouemaypsl
paszbaBHuTEIEM) u3

YIaKOBKH

1,2 1B

JoxyMeHTanus

1. ObocHOBaHME WCKIIOYEHUS, BKIIIOYAs yKa3aHWE Ha abTePHATHBHBIC CIIOCOOBI MONyYeHHUsS PacTBOPHUTENS (
paszbaBureis) B 1essIX Oe30macHoro u 3G QeKTHBHOr0 NPUMEHEHHS JIEKapCTBEHHOTO TIpernapara.

2. IlepecmoTpeHHast nHpOpMAIKS O JEKAPCTBEHHOM IIpernapare.

B.11. 6) IlpousBoacTBO

B.I1.6. 1 3amena win mobaBieHHE

HOBOH MPOU3BOJICTBEHHOM

TUIOMIAJKUA JIJIS YacTH WJIH BCEX Y CIOBHS Tpebyemast JOKyMEHTAITHUS Bun mpouenypst
MpOIEeCcCOB MpOU3BOACTBA

JIEKapCTBEHHOI'0 IIpenapara

a) Ilmomaaka 1O BTOPUYHOMU

ynakosie 1,2 1,3,8, 10 1A



0) Ilmomanxka mo mnepBuunoud 1,2,3,4,5 1,2,3,4,8,9,10 1A
YITaKOBKE

B) Ilmomanka, Ha KOTOpOW
OCYIECTBISIOTCS
MPOM3BOJICTBEHHbBIE OTEPALUU IS
OHONOTrUYECKUX (
HMMYHOJIOTHYECKUX)
JICKapCTBEHHBIX MPENapaToB WIN
JIEKapCTBEHHBIX bopwm,
IMPOU3BCACHHBIX C IIOMOIIIBIO
CIIOXHBIX  MPOU3BOJACTBEHHBIX

II

MPOLIECCOB, 33 HCKIIYCHUEM
BBIITyCKA CEPHUH, KOHTPOJIS Ka4ecTBa
CepHil 1 BTOpUYHON YITAKOBKHU

r) Ilnomanaka, TpeOyromas
MNPOBEACHUS TNEPBUYHON WU II
MIPOIYKT CrIeNU(pUIHON HHCIIEKIIUH

n) Ilnmomanka, Ha KOTOpPOWH

OCYIIECTBIAIOTCS J00bIC

MPOU3BOACTBEHHBIE OMEpaIy JUIst

HECTEPUWJIBHBIX  JIEKaPCTBEHHBIX 1,2,3,4,5,6,7,8,9, 10 1B
npenapaToB, 3a MCKIIYEHUEM

BBIITyCKa CEpUM, KOHTPOJIS CEpUH,

MEPBUYHON ¥ BTOPUYHOHN YIIaKOBKH

e) Ilmomanka, Ha KOTOpoOH
OCYIIECTBISIOTCS nr00bIe
TIPOU3BOJICTBEHHBIE OIEPAIMH CO
CTEpWJIBHBIMH  JIEKapCTBECHHBIMH
npernapaTramu, TPOU3BOSIIIIMUCS C
UCIIOJIb30BAHUEM  ACENTHYECKHX
METOJIOB (MCKITI0Yass OMOIOTUYECKHE
(MMMyHOJOTHYECKHE)
JIeKapCTBEHHBIEC IMperaparsl), 3a
HCKIIOYCHUEM BBINIyCKa Cepui,
KOHTpOJI KayecTBa Cepuil H
BTOPUYHOM YITaKOBKHU

1,2,3,4,5,7,8,10 IB

VYcnosus

1. Hannune ceprudukara Haaexamed npou3BoacTBeHHOH npakTuku (GMP) nponsBoacTBEeHHON IUIOMIANKN
nepearoleil ¥ IpPUHUMAIOIEH CTOPOHBL.

2. [Tontaaxa IUIEH3UPOBAaHA B YCTaHOBJIEHHOM IOPSIIKE (1S TPOM3BOCTBA PacCMaTpHUBAEMOM JIEKapCTBEHHON
(hOpMBI WITK JIEKapCTBEHHOTO TIpeTiapaTa).

3. PaccmarpuBaeMslii IeKapCTBEHHBIN IpenapaT He SABISIETCS CTEPHUIIBHBIM.

4. B COOTBETCTBYIOIIUX CIydasiX, HAIpUMEpP, B OTHOIICHHUH CYCIIEH3UIl MM 3MYJIbCHI, MMEETCS cXema
BIM/IAIIMN WIIH B COOTBETCTBHH C TEKYIIMM MPOTOKOJIOM YCIIEIITHO IPOBE/ICHa BAIMAAIMS HOBOH TIIOMIAAKH C HE
MEHEe YeM TPEMsI IPOMBIIITIEHHBIMH CEPHSIMH.

5. PaccmaTprBaeMBlif IekapCTBEHHBIH Mperapar He ABISeTCS OMOIIOTHISCKAM (MMMYHOIIOTHIECKUM).

JoxyMeHTauus

1. TloxTBepkaeHHEe TOTO, YTO IpejaraeMmas IUIOMAAKa JUICH3UPOBaHA B YCTAHOBJIIEHHOM MOpSAIKE AJIA
MPOU3BOJICTBA JIEKAPCTBEHHOH (DOPMBI MIIM paccMaTpHBaEeMOT0 JIEKapCTBEHHOTO Iperapara.

2. B cooTBeTCTBYIOIUX CiTydasix HEOOXOIMMO yKa3aTh HOMEpa CEpHii, COOTBETCTBYIOIIHNE Pa3Mep CEPUH U JaTy
MPOU3BOJCTBA cepuil (3), MCIOIH30BAHHBIC B BAJIHUIAIMOHHOM HCCJICIOBAHUHU, W TIPEICTaBUTH JTaHHBIC
TIEPBUYHOMN 3KCIIEPTU3EI WM MIPOTOKOI (CXeMY) ITEPBHYHOMN IKCIIEPTU3EI, TTOUICKAIIHIIA MTo1ave.



3. B dopme 3asBieHHsT 0 BHECEHHMHM M3MECHEHHMH HE0O0XOJMMO YEeTKO yKa3aTh "Tekymux" u "mpeiiaraeMbix"
MIPOM3BOANTENIEH JIEKAPCTBEHHOTO Mpenapara (CoriaacHo paszaeny 2.5 ¢popmbl 3asBIeHUS).

4. Koruu yTBEp»ICHHBIX CHEIU(HUKAINIA Ha BBIITYCK M KOHEI] CPOKa FOAHOCTH (€CIM IPUMEHHMO).

5. JlaHHBIe aHaANW3a OJHOM NMPOMBIIUICHHON CEpUM M JIBYX OIBITHO-NIPOMBIIUICHHBIX CEPUH, UMHUTHPYIOLINX
Tporiecc MPOU3BOACTBA (WJIM J(B€ NPOMBINUICHHBIE CEPUM) M CPAaBHHUTEIBHBIC JAaHHBIE C TPEMS CEPHIMH,
MIPOU3BEACHHBIMHA Ha MPEABIAYIICH MPOM3BOACTBEHHON mmromaake. [lo 3ampocy HE0OXOZMMO MPEINCTaBUTH
JAHHBIC TI0 CJIEAYIOIUM JIByM MOJHBIM IPOMBIIUIEHHBIM CEPUSM; HEOOXOANMO COOOIINTH, €CIIHM PE3YJIBTATHI
aHaIM3a HE YKJIAABIBAIOTCS B CHCHU(DUKAIIUIO, U IPEJIOKHUTD IUTaH ICHCTBHM.

6. COOTBETCTBYIOIIHE JaHHBIE IEPBUYHON IKCIEPTU3BI, BKIIFOUYAs pe3yIbTaThl MEKPOCKOIIUU PAacHpeeIeHHS 110
pa3MepaM 4acTHIl ¥ UX MOP(OJIOTHH MATKHX U XKHUJKUX JIEKAPCTBEHHBIX (DOPM, B KOTOPBIX (hapMalieBTHIECKas
cyOCTaHIIUsI HAXOJUTCS B HEPACTBOPEHHOM COCTOSTHHU.

7. Ecnu Ha HOBOH MPOU3BOJICTBEHHOM IUIOMAAKH B Ka4eCTBE MCXOAHOTO MaTepHaja HCIOJIb3YyeTCsl aKTUBHAS
(apmarnieBTHUecKass cyOcTaHIUsl, — JEKJIapanusl YIOJIHOMOYEHHOTO JIMIa IJIONIAJKH, OTBETCTBEHHOTO 3a
BBIITYCK CEpHif, 4TO aKkTHBHAs (apMaleBTHUYECKas CyOCTaHLHMS NPOW3BEAEHA B COOTBETCTBHHU ¢ llpaBmiamu
HaJIeXare Ipon3BOICTBeHHON pakTuke PecryOmmku KasaxcraH s HCXOAHBIX MaTepPHAIOB.

8. IlompaBka K COOTBETCTBYOMEMY (M) pazaery(am) JoCke.

9. Ecnn mpom3BoACTBeHHAs IIIOMIAZKa M IUIOIIAAKA, Ha KOTOPOH OCYIIECTBIISICTCS TEpPBHYHAs yNAaKOBKA,
pasnaudaloTcs, HeoOXOOMMO ONHCcaTh W BaIUAWPOBATH YCIOBHA TPAHCIOPTHPOBKH UM XPaHEHHS
HepacdacoBanHoro npenapara (bulk).

10. IIucemeHHOE coracue Ha MpoBeaeHne (papManeBTHIECKON HHCIEKIIUN Ha COOTBETCTBHE TPEOOBAHUAM II0
HaJJIexKamuM (hapMaleBTHIECKUM IIPaKTHKaM.

IIpn n3MeHeHMM UM HOBOW NIPOU3BOJCTBEHHOH MNIOWAAKe B CTpaHEe 3a MpeaeraMu
Pecrry6mmkn Kazaxcran, ¢ KoTopoii He 3aK/II0YEHO COTTalleHne 0 B3auMHOM npu3Hanun GMP
, JepXaTelsiM [0 MOJa4yd YBEIOMIICHHS PEKOMEHAYETCS MPOKOHCYIBTHPOBATHCS C
YIIOJIHOMOYECHHBIM OPraHOM U NPEJCTABUTh CBEICHMS O BCEX MPEABIAYIINX MHCHEKIHAX 32
mocieqHue 2-3 roga W (WIM) BCeX 3alUIAaHMPOBAHHBIX HHCIEKIHUAX, BKIIOYAs aThI
MHCHEKIUI, KaTeropuy HMHCIEKTUPYEMBIX MPOIYKTOB, HAaJ30pHOE BEIOMCTBO U TNPOYHUE
cBeneHus. Jlexkymapanuu  YINOJTHOMOYEHHOIO JIMIIA, 3aTParMBaloIlMe aKTUBHYIO
(hapmaneBTHYECKYIO CyOCTaHIIUIO.
JepxaTenu NULEH3UH Ha MPOU3BOJACTBO B KAa4eCTBE MCXOAHBIX MATEpUANOB UCIOIb3YET
NCKIIIOYNTENHHO aKTUBHBIE (hapManeBTHIECKNE CyOCTaHIINH, IPOU3BEICHHBIC B COOTBETCTBUH
¢ GMP, nosToMy Ka)kaplii JepkaTeib JIULIEH3UN Ha MPOU3BOICTBO MPOACKIAPHPYET, UTO OH B
[Tpumeuanus: Ka4eCTBE MCXOJHOTO MaTepuala HCIIOIb3YeT aKTHBHYIO (hapMalleBTHUECKYIO CyOCTaHIHIO,
Ipou3BeIeHHYI0 B cooTBeTcTBHMM ¢ GMP. KpoMme Toro, mockoiabKy yHOITHOMOUYEHHOE JIMIIO,
OTBETCTBEHHOE 3a CepTU(PUKALUIO CepHH, OepeT Ha ce0sl 00ILyI0 OTBETCTBEHHOCTD 32 KaXKIyl0
CepHI0, €clu IUIOINAJKa, BBIMYCKAIOIas CEpPHUI0, OTIMYaeTCid OT YKa3aHHOM BBIIIE,
YIOJHOMOYEHHOE JIMIIO, OTBETCTBEHHOC 3a CEpTU(UKALUIO CEPHH, NPEACTABISIET
JIOTIOJTHUTEIBbHYIO AEKIAPALHIO.
Bo MHOTHX city9asix BOBJICUEH JIMIIb OFMH AEPKaTeNb JIMIEH3UN Ha TPOU3BOACTBO, TIO3TOMY
norpebyeTcs nuib onHa Aekiaapanus. OmHAKO, €CIM BOBJICYEHBI HECKOJIBKO BIIA/ICNbLEB
JIMLIEH3UH Ha MPOU3BOJCTBO, BMECTO I10/1a4M HECKOJIBKHX JEKIapaluil JOMyCcKaeTcs MoJaTh
OJIHY JAEKJIapaluio, MOJMUCAHHYIO OJHUM YIOJTHOMOYEHHBIM JIUIIOM. DTO JOIyCTUMO MIpHU
YCIIOBHM TOTO, YTO: B JEKJIapallud 4EeTKO yKa3aHO, YTO OHa IMOAINMCAHA OT JIMLA BCEX
BOBJICYEHHBIX YIOTHOMOYEHHBIX JIULL.

b.11.6.2
N3meHenne
UMIIOpTEPA,
COTJIallICeHUH O
BBIITYCKE CEpUM U
HCIIBITAHUM 110

KOHTPOJIIO Yenosns Bun npoueypbl



KadyecTBa Tpedyemast noxyMeHTaIHs
JIeKapCTBEHHOTO
mpenapara

a) 3ameHa WIH
Jo0aBieHUE
IUTOMAKH, Ha
KOTOpoO#
ocymectisiercs 1,2, 3 1,2,4
KOHTPOJIb
KadecTBa (
HCIBbITAHUE
cepuii)

60) 3amena wuiaun
nobaBieHHUE
MIPOU3BOUTEII,
OTBETCTBEHHOT'O
3a BBIMTYCK CepHid
OMOJIOTHYECKOTO
(
MMMYHOJIOTHIECK
0T O0)
JICKaPCTBEHHOTO
nmpenapara W
JIFOOBIX METOMOB
HCIBITAaHUH,
OCYIIIECTBIIIEMBIX
Ha IUIOMIAJKE,
SIBIISTFOIIM X C S
6uosormyeckuM (
HMMYHOIIOTHYECK
M) METOJIOM

B) 3amMeHa WU
no0aBIcHUE

MPOU3BOIUTEIIA,
OTBETCTBEHHOI'O
3a BBIIIYCK Cepuit

1. 3a
UCKIIIOYEHHEM
KOHTPOJS
KaecTBa (
HCIBITAaHUE

1 1,2,3,4

cepuii)

2. Bkiarouas

KOHTPOIb

KadyecTBa (1,2,3, 1,2,3,4
HCIBITAHUE

cepuii)

3. Bxkaouas
KOHTPOJb
KadecTBa
HCIIBITAHUE
OHOJIOTHYECKOTO



(

MMMYHOIIOTHYECK
0T O0)

JIEKapCTBEHHOTO

npenapara M II
OAUH U3 METOI0B

WCITBITAHUM,

OCYLIECTBIIIEMBII

Ha TIUIOMAJKE

SABISETCS

O6uonorndeckum (

HMMYHOJIOTHYECK

HM) (

HMMYHOXHMUYEC

KHM)

YcnoBus

1. [Inontanka MMIEH3UPOBaHA B yCTAHOBIEHHOM MOPSIKE.

2. JIekapcTBEHHBII IIpemapaT He SIBISETCS OHONIOTHIECKUM (MMMYHOJIOTHYECKAM) JICKApCTBEHHBIM MTPETIapaToOM.
3. Tpancdep TEXHOJOTHH CO cTapold Ha HOBYIO IUIOMIAAKy FUIM HOBYIO HCIBITATENBHYIO J1ab0paToOpHIo
IPOU3BEEH YCIEIHO.

JoxymeHTtauus

1. Konus nuneH3nit Ha TpONU3BOICTBO WIM B MX OTCYTCTBHE — cepTudukar GMP, BoliaHHEIN B TeueHHE Tpex
TTOCIIEIHUX JIET COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIM OPTaHOM.

2. B ¢dopme 3asBieHHs 0 BHECEHMM H3MEHEHHMH He0OXOAMMO yKa3aTh '"TeKymux" W "mpemnaraeMbix"
MIPOM3BOANTENIEH JIEKApPCTBEHHOTO Mpenapara (CoraacHo paszaerny 2.5 ¢popmbl 3asBIeHUS).

3. Jlexnaparys yrnoJIHOMOUYCHHOTO JIMIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH YKa3bIBaeTCs, YTO
TIPOM3BOAUTEINH(HM) aKTUBHOHN (papMaIleBTHIECKON CyOCTaHIINH, YKa3aHHOW B PETUCTPAIIMOHHOM JI0Che, paboTaeT
B cooTBercTBHU ¢ [IpaBmiamMm Hajexamield NpOW3BOJICTBEHHOW mpakTuku PecmyOmuku Kazaxcran mis
MCXOAHBIX MaTepuanoB. [Ipu onpeneneHHBIX 006CTOATENbCTBAX JOMYCKAETCS MPENCTABIATh OAHY JEKIapanuio (
cM. puMevaHue K u3meHenuto b.11.6.1).

4. TlompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIUM) pasaeny(pas3aenaM) 10che, BKIOYass HHPOPMALUU O
JICKapCTBEHHOM IIpemnapare.

B.11.6.3 W3MmeHeHme mpomecca
MPOU3BOJICTBA  JIEKAPCTBEHHOIO

npemnapara, BKJIIOYas
. VYenosus Tpebyemast JOKyMEHTAIHs Bun npouenypst
MPOMEKYTOYHBIN MpPOIYKT,
UCIIOJIb3yEeMBIi B IPOU3BOACTBE
JIEKapCTBEHHOTO IIpenapara
a) Hesnauumble H3MEHEHHS
) 1,2,3,4,5,6,7 1,3,4,6,7,8 1A

Impouecca nmpon3BoJACTBa

0) 3HauMMBIe H3MCHEHUS TpoIiecca

MPOU3BOJICTBA, OKAa3bIBAIOIINE

CYILIECTBEHHOE BIIUSHUE HA KAYECTBO 1I
, 6esomacHOCTh U 3 (HEKTUBHOCTD

JICKApCTBCHHOTO Ipermapara

B) JlexapcTBeHHBIH Tpemapar
SIBIISICTCS OHMOJIOTHIECKAM (
MMMYHOJIOTHYECKUM), 1 N3MEHEHHE
TpeOyeT OICHKH COMOCTABUMOCTH

II



r) Bsegenue HecTagapTHOIO II
TepMHUHAIBHOTO MeTo/1a
CTEpUITH3AIIMH

n) Beemenue wunm yBenmueHue
U30BITKAa, MCIOJB3yeMOTO B

. 11
OTHOIIEHUH aKTUBHOM
(apmaneBTHYECKON CyOCTaHIIMN
e) HecymecTBeHHOE H3MEHEHHUE
npoiecca MPOU3BOJACTBA BOJHOM 1,2,4,6,7,8 1B

CYCIIEH3UHU JUIsl IpUeMa BHYTPb

VYcenoBus

1. I3MeHeHHsT Ka4eCTBEHHOTO WM KOJMYESCTBEHHOrO MPOGHIIs MpUMeced, Wi (QU3NKO-XUMHYECKUX CBOWCTB
OTCYTCTBYIOT.

2. JlekapcTBEHHBIN IpemnapaT He SBISIeTCS OHOIIOTMYESCKIM (MMMYHOJIOTHIECKUAM) HIIA PACTHTEIBHBIM.

3. TlpuHUMI NPOW3BOACTBA, BKIIOYAs OTICIbHBIC €r0 OJTambl, HE HM3MCHIIOTCS, HampuMmep, o0paboTka
MIPOMEKYTOUHBIX ITPOIYKTOB, OTCYTCTBYIOT U3MEHEHHS KaKHX-JIMOO PACTBOPUTENEH, UCIIONB3yEMbIX B IIPOLIECcCe
IIPOU3BOJICTBA.

4. 3aperucTpUpOBaHHBIH B  HacTOsAllee BpeMs IpollecC NPOU3BOACTBA  KOHTPOJIHPYETCH
BHYTPHIIPOM3BOACTBEHHBIMH KOHTPOJIIMH, M HU3MEHEHHE TaKMX KOHTpOJeH (pacliupeHHe WM HCKIIOYeHHUe
KPUTEPUEB PHEMIICMOCTH) He TpeOyeTCs.

5. Cneuudukaiyy JIeKapCTBEHHOT'0 Ipenapara il IPOMEXYTOYHbIX MPOAYKTOB HE M3MEHSIFOTCSL.

6. Tlo pesynbTataM HOBOTO MPOIIECCa OOPA30BHIBACTCS UICHTHUYHBIC C TOYKH 3PEHHS BCEX aCIEKTOB KauecTBa,
6e3omacHoCcTH 1 3P PEKTHBHOCTH JIEKAPCTBEHHOT'O IIpenapaTa.

7. CoriacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecry6miku Kasaxcran HauaTbl COOTBETCTBYIOIINE UCCICIOBAHMS
CTaOMIBHOCTH HE MEHEe YeM Ha OJHOW ONBITHON WIIH TPOMBIIUICHHOW CEpUH; B PACTIOPSDKCHUH 3asiBUTEIS
HaXOJISITCSl YJOBICTBOPUTENBHBIC PE3yJIbTaThl, MO MEHbIICH Mepe, 3-MECSYHOrO HM3yuYeHHS CTaOMIBHOCTH.
[oaTBepkaeHUE TOTrO, YTO UCCICAOBAHKS OYyAyT 3aBEPILUCHBI, H €CIH PE3yJbTaThl HE OYIyT YKJIaIbIBaThCS B
CIenU(UKANE WM MMOTCHIHAIBHO HE YKJIAAbIBaThCS B CHENM(HKALUK Ha KOHEL CpPOKa TOTHOCTH, HX
HEMEUICHHO TPECTaBAT yIIOJHOMOYEHHOMY OpraHy Hapsly C IpeiaraeMbIM ITaHOM IeHCTBHH.

JoxymeHTtanus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eny(paszenam) JoChe.

2. B OTHOIIEHHN MATKHUX M )KUAKHUX JIEKAPCTBEHHBIX (POpM, B KOTOPBIX aKTHBHas (hapManeBTHYeCKast CyOCTaHIHs
HaXOJAUTCSI B HEPACTBOPECHHOM COCTOSHUM: HaJJIeKalllas BaluJals U3MEHEHHs, BKIIF04as MUKPOCKOIIHIO YaCTHUI]
B LIEJIX TIPOBEPKH BUIMMBIX W3MEHEHHH MOP(OJIOTNH; CPAaBHUTEIFHBIC JaHHBIE O pacIlpeelIeHuH TI0 pa3Mepy
YacTHI (MCIIEPCHOCTH ), TIOJTyYEHHBIC HA/IIEKAIINM CIIOCOOO0M.

3. B oTHOmEHNN TBEpABIX JEKAPCTBEHHBIX ()OPM: NaHHBIE MPOQMIS PACTBOPEHHSI OTHOW peNpe3eHTaTHBHON
MIPOMBIIIJICHHOW CEpHHM W CPaBHHUTEIBHBIC NAaHHBIC TPEX IOCIEAHHUX CEPHH, NMPOW3BEACHHBIX C ITOMOIIBIO
npenpAymero npomecca. 1lo 3ampocy HE0OXOAWMO MPEICTaBUTh JAHHBIE MO CIEAYIOMIMM IBYM IOJHBIM
MPOMBILUICHHBIM CEPHSM HIIH COOOIIHUTH, €CIIM PE3yJIbTAaThl HE YKJIAABIBAIOTCS B ClICHU(UKAINIO U TIPEUIOKHUTh
IUTaH AeHCTBUM. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTENBHBIX MIPENapaToB JOCTATOYHBI JaHHBIE CPAaBHUTEIBHOM
pacmnagaeMocCTH.

4. O00oCHOBaHUS HENPEICTABICHUS PE3yIbTaTOB HOBOI'O UCCIIEJOBAHHSI OMOIKBUBAIICHTHOCTH B COOTBETCTBUH C
[IpaBriamu npoBeaeHMs Ucciaen0BaHni OrnoskBuBaneHTHOCTH PK.

5. Ilpn u3meHeHnn napamerpa(liapaMeTpoB) Mpolecca, KOTOpbIe CUNTAIOTCS HE OKa3bIBAIOIIMMHM BIIMSHUE Ha
KadecTBO JICKAPCTBEHHOI'O IIpemnapaTa, AeKJIapanus, 4YTO 3TO JOCTHTHYTO B XOJle paHee IPOBEICHHOMN
010OpPEHHON OLIEHKH PHUCKOB.

6. Konnu crienurkanmii Ha BBIITYCK M KOHEI] CPOKa TOXHOCTH.

7. JlaHHBIC aHamm3a cepuil (B (opMare CpaBHUTEIHHOW TaONWIBI), IO MCHBIIEH Mepe, ONHOHM cepww,
MIPOM3BEICHHON C MOMOIIBIO 0J00PEHHOTO U MpEeIaraeMoro mnporecca. 1o 3anmpocy HE0OX0aUMO MPEACTaBUTh
JAHHBIE 110 CIEAYIOIUM JABYM IOJHBIM NPOMBIIIJICHHBIM CEPUSM; COOOIINTh, €CIH PE3yIbTaThl AHAIN3a HE
YKJI/IBIBAIOTCS B CIICHM(DUKAIMIO U IPEITIOKUTD TUIaH JeHCTBUH.



8. [lexnapauusi, 4TO HayaThl COOTBETCTBYIOLIME HCCIIEIOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTaAMHU
Pecny0nmkn KazaxcraH (¢ ykazaHHeM HOMEPOB CepHil) M H3yUeHbl HEOOXOMMBIE TTapaMeTPhl CTaOMIIBHOCTH, T10
MEHBIIEH Mepe, Ha OJHOM ONBITHO-NPOMBIIUIEHHONW HJIM MPOMBIIUIEHHOW CEpUU U HA MOMEHT yBEIOMIICHHS B
pacTriopspKeHHH 3asBUTENS HAXOAWIINCH YAOBJIECTBOPHUTEIBHBIC PE3YNbTAaThl, 10 MEHBIIEH Mepe, 3-MeCSIHOTO
W3y4YeHHs CTaOMIBHOCTH; M MPOQMIb CTaOWIBHOCTH aHAJOTHUYCH TEKYIIEH 3apernCTPHUPOBAHHON CHUTYAIHH.
[IpencraBieHo MOATBEPKACHUE TOTO, YTO UCCIEIOBAHUS OyIyT 3aBEPIICHBI, U UYTO €CIIU PE3yNbTaThl He OyIyT
YKJIaJbIBaThCA B CHElM(UKAUN MM MOTSHIUAIBHO HE YKJIAIbIBaThCsl B CIEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, X HEMEJJIEHHO MPEACTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsiay ¢ IpeajaraéMbIM IJIaHOM JIeHCTBUH.

B.11.6.4 3menenne pa3mepa cepun (
BKJIIOYAs AWAra3oHbl pa3Mepa cepuu Y CIoBHs Tpebyemast mokyMeHTaIUs Bun npouenypsr
) JTeKapCTBEHHOT'0 Ipenapara

a) Ykpynaenue BioTs 1o 10 pas no

1,2,3,4,5,7 1,4 1A
CpaBHeHI/IIO C OZ[O6p6HHBIM

6) Pazykpynnaenue 1o 10 pa3 1,2,3,4,5,6 1,4 1A

B) l3MmeHeHne TpeOyeT aHanmsa

COIIOCTaBUMOCTH OHMOJIOTHYECKOTO (

HIMMYHOJOTHYECKOTO)

JIEKapCTBEHHOr0 IIpenapaTra WIH 11
U3MEHEHHEe pa3Mepa cepuu Tpedyer

HOBOTO ucciea0BaHus

OMO3KBUBAJICHTHOCTH

r) M3meHeHme 3aTparuBaeT Bce

OCTaJIbHBIC JIEKAPCTBEHHBIE (POPMBI,

MPOU3BOISAIIHAECST € IOMOIIBIO 1I
KOMIIJIEKCHBIX NpOLECCOB

MIPOU3BOJCTBA

n) YxpymnHenue 6omee 10 pa3 mo
CPaBHEHUI0O C OAOOpEHHBIM
pasMepoM CepHH JIeKapCTBEHHBIX
bopwm c HEMEAJICHHBIM
BEICBOOOXACHHEM (AJIsI TIpreMa
BHYTPB)

e) Macmradb mnpPOU3BOACTBA
OUOIOrHYECKOTO (
HMMYHOJOTHYECKOTO)
JIEKapCTBEHHOr0  Ipenapara 1,2,3,4,5,6 1B
yBenuumics (YMEHbIIWICS) 0e3

M3MEHEHHMs IpoLiecca IPOU3BOICTBA

(Hanpumep, ayOnMpoBaHUE JTMHUH)

1,2,3,4,5,6 IB

Ycnosus

1. VI3MeHeHne He BIMSET Ha BOCIIPOM3BOANMOCTD U (MIIH) TIOCTOSIHCTBO KayecTBa JIEKapCTBEHHOTO Iperapara.

2. V3MeHeHMe 3aTparuBaeT CTaHAAPTHBIC JEKapCTBEHHBIE (OPMBI JJIsl NpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOXKICHUEM WJIM HECTEPUIIbHBIC JKHJIKUE JIEKapCTBEHHBIC (POPMBI.

3. JIroOble M3MEHEHHsS METOJIOB IPOM3BOJACTBA M (MJIM) BHYTPUIIPON3BOACTBEHHBIX KOHTPOJIEH HEOOXOIMMBI
JIMIIB JJ1S1 I3MEHEHHSI pa3Mepa CeprH, HalpuMep, NCTI0NIb30BaHIE 000PyI0BaHHIE APYTOTo pasMepa.

4. Nmeetcst cxeMa BaIWAALUK 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. PaccmaTtpuBaemblil IekapCcTBEHHBIH Mpemnapar He ABISeTCS OMOJIOTHIECKAM (MMMYHOJIOTHIECKUM).

6. HenpeiBuIeHHBIX CUTYaIHSIX, BOSHUKIINX B XOJI€ MPOU3BOJICTBA, MJIM U3MEHEHHUS CTAOMIBHOCTH M3MEHEHNE
HE OCYIECTBIISETCS.



7. Pazmep cepun yxnaasiBaercs B 10-kpaTHBIA AuMana3oH, NPeAyCMOTPEHHBIM MpU PErHCTPaLdU, WIH TOCHIe
TOCIIEAYIOIIETO U3MEHEHHS, HE SABIISBILETOCS N3MEHEeHNeM [A Ttuma.

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zenam) JOChe.

2. lanHble aHanm3a cepuil (B hopMaTe CpaBHUTENBHON TaOIHIIBI), IO MEHBIIEH Mepe, OAHOM MPOMBIIUICHHON
Cepuu, NPOM3BEJCHHOW B 3aperMCTPUPOBAHHOM M Ipe/uiaraeMoM pasmepax. [lo 3ampocy HeE0OXOAMMO
MNpEeACTaBUTh JAHHBIC MTO CJICAYIOUIMM JABYM IMOJHBIM ITPOMBINIJICHHBIM CEPUAM; ACPKATECIIb Py coo61uaeT, CCJIn
pe3yJbTaThl aHAJIM3a He YKIIaIBIBAIOTCS B CHENU(BHUKALNIO, U ITPEIOKHUTH IUIaH JISHCTBHH.

3. Konnu 01006peHHbIX crienuduKanuii Ha BBITYCK M KOHEI] CPOKa TOIHOCTH.

4. B COOTBETCTBYIOIINX CITy4asix HEOOXOMMO yKa3aTh HOMEpa CEpHi, COOTBETCTBYIOIIHME pa3Mepy CEPHHU U JaTe
MX MPOM3BO/ICTBA (3), HCHOIB30BaHHBIX B BaJMJAIIMOHHOM HCCIIEIOBAaHNH, WIN NPEACTaBUTh IPOTOKOI (CXeMy)
BAJTUIAIHH.

5. HeoOxomuMo mpeacTaBuTh pe3yiibTaThl BATUAALHH.

6. Pe3ynpraThl HccenoBaHuii cTaOMIIBHOCTH, IPOBEACHHBIE B COOTBETCTBHU C JokyMeHTaMu PK, o 3HaYnMbIM
rapameTrpam cTaOMIIbHOCTH, IT0 MEHBIIEH Mepe, Ha OHON ONBITHOM WIIM MPOMBIILICHHOM CepHH, OXBAaThIBAIOIIECH
, IO MEHBIIIEH Mepe, TPH MeCsIa; MOATBEP)KACHIE TOTO, YTO TAKHUE MCCIICIOBAHMS OyAyT 3aBEPIIEHBI, U YTO €CIN
pe3ynbTaTel He OyayT yKJIaAbIBaThCS B CHEHU(HUKALNK MM HOTCHIIMATIBHO HE YKIAaJbIBATHCS B ClielM(UKALINN
Ha KOHEI[ CpOKa IroJHOCTU, UX HEMEJICHHO MPEACTABAT YIIOJHOMOUYCHHOMY OpraHy Hapsdaay C IpeajiaracMbiM
TUIAHOM JieicTBUI. B oTHOWIEHMH OHOJIOTMUECKUX (MMMYHOJIOTMYECKUX) CPEICTB: JIEKJIapalus, YTO OLEHKa
COIIOCTaBUMOCTH HE TpeOyeTcs.

B.I1.6. 5 N3meHenune

BHYTPHUIIPOU3BOJCTBEHHBIX

WCTIBITAHUM HUIIn KpUTCPUCB
VYceaoBus Tpebyemast JOKyMEHTaIHs Bun npouenypst

MPUEMIIEMOCTH, HCIHOJb3YIOIINXCS

TP IPOU3BOJCTBE JIEKAPCTBEHHOTO

npenapara

a) VYXecToUeHUE
BHYTPUIIPOU3BOJICTBEHHBIX 1,2,3,4 1,2 1A
KpUTEPUEB MPUEMIIEMOCTH

0) JloGaBneHNE HOBBIX HCIBITAHUIN
WM KPUTEPUEB MIPUEMIIEMOCTH

1,2,5,6 1,2,3,4,5,7 IA

B) MckimoueHne HECYIIeCTBEHHOTO
BHYTPUIIPOU3BOJCTBEHHOIO 1,2,7 1,2,6 1A
HCITBITAHUS

r) Ucknouenue

BHYTPUIIPOU3BOJCTBEHHOIO

HCIBITaHUS, KOTOPOE CYIIECTBEHHO II
MTOBJIMSIET Ha COBOKYITHOE KAaueCTBO

JIEKapCTBEHHOTO TIpenapaTa

n) Pacmupenne om100peHHBIX
BHYTPUIIPOHU3BOCTBEHHBIX
KpPHUTEPHEB MIPUEMIIEMOCTH, KOTOpBIE
CYyWIECTBEHHO  BJIHSAIOT  Ha
COBOKYITHOE KayecTBO
JIeKapCTBEHHOT'O IIpernapara

II

e) JloOaBneHuwe WM 3aMcHa
BHYTPHUIIPOU3BOJACTBEHHOTO
HCOBITAHUS U3 COOOpakKeHHI
0e30IMaCHOCTH MJIH KauyecTBa

1,2,3,4,5,7 IB

VYcmoBus



1. V3meHeHHe He SBJIACTCA CIEACTBHEM Kakoro-iubo o0s3aTenbcTBa, NPUHATOTO IO pe3ylbTaTaM paHee
MPOBEJICHHBIX JKCIIEPTU3 C IIeJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieNU(pHUKanuu (HampuMep, B XOIe
perucTpaiyy WM BHeceHust namenenui 11 tuma).

2. V3MeHeHHWE HE SBJISETCS CIIEACTBHEM HENPEIBUACHHBIX CHTYallil, BOSHUKIIMX B XOJ€ HPOHM3BOJCTBA,
HanpuMep, HoBas HEeKBATH(UIIMPOBaHHAS [TPUMECh, H3MEHEHHE IPE/IEJIOB COACPIKAHNS CyMMBI IPUMECEH.

3. JIro6oe n3MeHeHne yKIIaabIBaeTCs B TMaNa3oH TEKYINX 000pEHHbBIX KPUTEPHUEB TPHEMIICMOCTH.

4. AHanuTH4yecKas METOJHMKA HEe M3MEHSETCS WJIM M3MEHSEeTCS] HE3HAUYNTENBHO.

5. Hu ouH HOBBIH METOJ| UCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH WM CTaHJapTHOH
METO/I0JIOT UM, UCTIONIB3yEMOH IT0-HOBOMY.

6. HoBbIif MeTOJ HCITBITaHNSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKHM) HIIH
METO/IOM, B KOTOPOM HCIIOIB3YETCsl OMOIOTHYECKHI PEaKTHB sl OMOIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcTaHIUH (32 NCKIIFOYCHNEM CTaHAAPTHBHIX (GapMaKOIEHHBIX MUKPOOHOIOTHIECKAX METOZOB).

7. BHYTpHUIIpOM3BOJCTBEHHOE HCIBITAHWE HE 3aTParuBacT KOHTPOIb KPUTHUYECKOTO MapaMeTpa, HampuMmep:
KOJINYECTBEHHOE OIpPE/AEICHNE MNpPUMECH (€CIM TOJIBKO OINpPEIENICHHBI pPAacTBOPUTENh OJHO3HAYHO HE
UCIIOJIB3YETCSI B MPOHM3BOJCTBE) JIIOOYH KPUTHYECKYI0 (M3MYECKYIO XapaKTepHCTHUKY (pa3Mep 4YacTull,
HACBINHYIO IUIOTHOCTBIO /IO M TOCNE YIJIOTHEHHsI) UCTIBITAaHHE Ha MOJUIMHHOCTH (B OTCYTCTBUE MOAXOMASIIETO
IBTEPHATUBHOTO KOHTPOJISI) MUKPOOHOJIOTUYECKUI KOHTPOJIb (€C/M TOJIBKO OH HE TpeOyeTcs B OTHOLICHHUH
OTIpeZIeTICHHOH JIEKapCTBEHHON (POPMBI)

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOMINM) pa3aemy(pasaesam) JoCke.

2. CpaBHuTEnbHAs TaONUIA TEKYIMX U MPEUIaraéMbIX BHYTPHIIPOM3BOJCTBEHHBIX HCIBITAHUN, 1 KPUTEPHEB
HNPUEMIIEMOCTH.

3. [loxpobHOE omricaHNe HOBOW aHATUTHYECKONH METOAMKH U JaHHBIC BAIUAANNH (B COOTBETCTBYIOIINX CIydasix)

4. JlTaHHbIC aHAJIN3a ABYX NMPOMBIIUICHHBIX CepHil (B OTCYTCTBHE JAOJDKHBIX OOOCHOBAaHHUM IS OMOIOIMYSCKUX
AKTUBHBIX (DapMalleBTHYCCKUX CYOCTAHIIMI — TPHU CEPUH) JICKAPCTBCHHOIO MperapaTra Mo BCEM MapaMeTpaM
cnenuduKanuy.

5. B COOTBETCTBYIONIMX CITydasiX CpaBHUTEIbHBIC TaHHBIC MPO(UIIS paCTBOPEHUS JICKAPCTBEHHOTO Mperapara He
MEHEE YeM Ha OJTHOW OIBITHO-IPOMBINUICHHOW CEPUH, MPOU3BEICHHON C MCITONB30BAHHUEM TEKYIIUX U HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX UCTIBITAHUN. B OTHOIICHNH JIEKAPCTBEHHBIX PACTUTEIBHBIX MPEMApaToB JOCTATOYHBI
JIAHHBIC CPABHUTEIBHON PaciiajiaeMOCTH.

6. OGocHOBaHKE (OIICHKA) PUCKOB, MOJTBEPIKAAOIINE, YTO BHYTPHUIIPOM3BOJCTBEHHOE HCIIBITAHHE SIBIISCTCS
HECYILIECTBEHHBIM HJIH yCTapelo.

7. O60CHOBaHKE HOBOTO BHYTPUIIPOU3BOICTBEHHOTO UCIIBITAHUS U KPUTEPHEB IPUEMIIEMOCTH.

B.II. B) Kontposb kauecTBa BCHOMOTaTEIbHBIX BEIIECTB

b.Il.e.1  U3meHeHue
mapaMeTpoB
crienuukanuu U (WAIn)
KPUTEPHEB IPUEMIIEMOCTH
BCIIOMOTaTEeILHOTO
BEIIIeCTBA

VYcnosus TpeOyemast nokymeHTanus Bun npomenypsr

a) VxecToueHUe
KpuTepHueB nmpuemiemoctu 1,2, 3,4 1,2 1A
cnenudukanuu

6) JlobGaBiaeHue B

crienu(UKaIuio HOBOTO

napameTpa crerubukammu 1, 2,5, 6, 7 1,2,3,4,6,8 IA
U COOTBETCTBYIOIIETO EMY

METO/JIa UCTIBITaHUI

B) HcknodeHue
HECYIECTBEHHOT O



napamerpa crnequdukammn 1, 2 1,2,7 IA
(marrpuMep, MCKIIIOYCHUE
yCTapeBIIETo MapaMeTpa)

r) N3meHeHue, BoIXoadIIee
3a 0J100peHHbIe KPUTEPHU
MIPUEMIEMOCTH
cnenuduKanmit

II

1) Uckmrouenue mapamerpa
creuupuKanum, KOTOPbIH
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE KayecCTBO
JEKapCTBEHHOT O
mpenapara

II

¢) [lobaByenue uiu 3aMeHa
(ucknrwuas
OMOJOTHYECKUI u
HMMYHOJOTHYECKUI
mpemapar) ImapaMmeTpa
cnenupuKamuu U 1,2,3,4,5,6,8 1B
COOTBETCTBYIOIIETO €My
METOJa HUCIHBITAaHUH U3
coobpaxeHU#
0e30MacHOCTH  WJIH
KaJyecTBa

x) Ecnu Ha
BCIIOMOTaTeJbHOE
BEIIECTBO OTCYTCTBYET
craThsl ['ocynapcTBeHHOU
®apmakonee PK,
M3MEHEHHUE B COOCTBEHHBIX 1,2,3,4,5,6,8 1B
JAHHBIX crienu(pHUKaluy Ha
HeopHIHaIbHYIO
¢dapmaxorero U
(apmakomero TpeTbeit
CTpaHBbI

VYcnosus

1. I3MeHeHHe He SBISETCS CIEACTBUEM KaKoro-au0o 00s3aTeNbCTBA, NMPHHSATOIO IO pe3yjbTaTaM paHee
MPOBEJICHHBIX JKCIIEPTU3 C IIeJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieHU(pHUKAnuU (HampuMep, B XOIe
peruCTpaIiHy JIEKApPCTBEHHOTO Mpenapara Wik BHECeHNH n3MeHenui 11 tnna).

2. V3MeHeHHWE HE SIBJISETCS CIIEACTBHEM HENPEIBHACHHBIX CHTYallUil, BOSHUKIIMX B XOJ€ NPOM3BOJCTBA,
HanpHuMep, HOBOI HEKBATU(QHUIIMPOBAHHON NPUMECH, H3MEHEHHS TIPEJIENIOB COAEPKaHUS CyMMBI TIPIMECEH.

3. JIio6oe n3MeHeHNe YKIIaAbIBaCTCS B IMANa30H TEKYIINX 000PEHHBIX KPUTEPHUEB MPHEMIICMOCTH.

4. AHanuTH4YecKas METOJMKA HEe M3MEHSETCS WIM M3MEHSETCS] HE3HAUYNTENbHO.

5. Hu ouH HOBBIH METOJ| MCIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH WM CTaHJapTHOH
METO/IOJIOTHH, UCTIONB3yEMOH ITO-HOBOMY.

6. HoBbIif MeTOJ MCITBITaHNSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METO/IOM, B KOTOPOM HCIIOIb3YeTCsl OMOIOTHYECKHI PEaKTHB AJIsl OMOJIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcTaHINH (32 UCKIIIOYCHNEM CTaHAAPTHHIX (papMaKOIeHHBIX MUKPOOHOIOTHIECKUX METOOB).

7. 3MeHeHne He KacaeTcsi TeHOTOKCUYHOW TPUMECH.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.
2. CpaBHHTeNbHAs TaOJIUIIA TEKYIIUX U IPeIaraeMbIX crieliuduKami.



3. [TonpobHOE omucanue JFO0T0 HOBOW aHATUTUYECKON METOUKY U JAHHBIC BATHIAIUH (B COOTBETCTBYIOIINX
CITyJasx).

4. laHHBIC aHANM3a ABYX NMPOMBIMUICHHBIX CepHid (B OTCYTCTBHE HOJDKHBIX OOOCHOBAaHUH IUTS OMOIOTHUYCCKUX
AKTUBHBIX (DapMaleBTUYECKUX CYOCTaHIIMN — TPHU CEPHUU) BCIIOMOTATEIBHOTO BEIIECTBA IO BCEM ITapaMeTpaM
cnenu(uKanuy.

5. B COOTBETCTBYIOMMX CIydasX HaHHBIE TECTa CPABHUTEIHHONW KHHETHKH PACTBOPEHHS JIEKAPCTBEHHOTO
npenapara, 10 MEHbIIEW Mepe, OAHOW ONBITHO-IPOMBIIIJIEHHON CEpUH, COIEpKallled BCIIOMOIaTesIbHOE
BEIIIECTBO, COOTBETCTBYIOIIEIO TEKYIIEH M MpeaaracMoi creruuKkanusaiM. B oTHOLMICHHH JIeKapCTBEHHBIX
PACTUTENBHBIX MPEenapaToB JOCTATOYHBI JaHHbIE CPABHUTEIHHON PaclajaeMOCTH.

6. O00CHOBaHUS HEMPEACTABICHUS PE3YJIHTaTOB HOBOT'O UCCIICAOBAHMS OMOIKBHBAJICHTHOCTH B COOTBETCTBUU C
[IpaBunamu poBeICHUS HCCIIC0BaHUI OMOdKBUBaNeHTHOCTH PK.

7. Ob6ocHOBaHUe (OIEHKA) PHCKOB, MOATBEPIKIAIONINE TO, YTO MApaMETpP SIBJISCTCS HECYICCTBCHHBIM WIIH
ycTaped.

8. O00CHOBaHKE HOBOTO MapaMeTpa CIICIU(PUKAIINY U KPUTSPUEB MPHEMIICMOCTH.

B.Il.e. 2 MH3menenue
AHAJIUTHYECKON METOIUKU
IUISS  BCIIOMOTaTEJIbHOTO
BeIlleCTBa

Ycnosus TpeOyemast nokymeHnTanus Bun npomenypsr

a) HesnaunMebie n3MeHEeHMSI
onobpeHHO 1,2,3,4 1,2 1A
aHAJUTHYECCKON METOIUKHU

0) Ucknrodyenue
AHATUTHYECKOW METOIUKH,
€CIU aJbTEpHATHBHAs €i
METOAMKA yKe 0Ho0peHa

B) 3amMeHa OMOJIOTHYECKOTO

(ummmyHONOTHYEcKoro)  (

MMMYHOXHUMHYECKOTO)

METOJA MCIIBITAHUHN WU 11
MeToJa, B KOTOPOM

UCIOJIB3yeTCs

OMOJIOTHYECKHUIT pEaKTHB

r) Ilpoume wuzMmeHeHUs
aHAJIUTHYECKON METOIUKU L2 B
(BkITtOUast TOOABICHUE WIIH ’

3aMeHy)

YcenoBus

1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHHI HEOOXOAWMEIC BalMIANMOHHBIC HCCIICTOBAHMUS,
MTOATBEPXKAAONINE TO, YTO OOHOBIICHHAs aHAJUTHYECKas METOIOWKa, [0 MEHBIIeH Mepe, JKBHBaJICHTHA
npeAbIAYyLIEH.

2. Ilpemensl comep)aHUS CYMMBI IIpUMeced He M3MEHWINCh, HOBBIE HEKBATM(UIIUPOBAHHBIC NPHUMECH HE
0OHapyIKEHBI.

3. Metox aHanm3a He H3MEHWICA (HapUMep, N3MEHEHHE JUIMHBI KOJIOHKH WM TEMIepaTypbl, HO He JPYTroi B
KOJIOHKH UJTH METOJ).

4. HoBBIlf METOJ WCTIBITAHUS HE SBIAETCS OMOJOTUYECKUM (MMMYHOJOTHYECKUM) (MMMYHOXHUMHYECKUM) WU
METOJIOM, B KOTOPOM HCIOJIb3YETCs] OMOJIOTHYECKUN PEaKTHB (32 HCKIIOYCHUEM CTaHIAPTHBIX (hapMaKOMEeHHBIX
MHUKPOOHOJIOTHIECKUAX METOJIOB).

5. AnpTepHATHBHAS aHAJTUTAYECCKAass METOAMKA JJIs MapaMeTpa crenu(uKaiuy yke oJ00peHa, Ipyu 3TOM Takas
METOJIMKa ObLIa BKITFOYCHA HE C TTOMOIIBI0 [A-yBegoMITeHUS.

JoxymeHTanus



1. TlompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIIUM) pazfeny(pasienam) A0Che, BKIIOYas OMHCAHHE
AHATUTHYCCKOW METOJIOJIOTHH, PE3IOME TAHHBIX BAIUIAIINH, IEPECMOTPCHHBIC CIICIIM(DUKAIIUN Ha TIpUMecH (ecITi
MIPUMEHUMO).

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAAINNUA WIH, NIPH HATUYAU OOOCHOBAHUS, CPABHUTCIHLHBIC PE3yNbTaThI
aHaJM3a, NOATBEPKAAIOIIUE TO, YTO TEKYyIllee U MpeylaracMoe UCTBITAHIe SKBUBAICHTHBI. J[aHHOE TpeboBaHue
HE MPUMEHSETCS, €CIM T00aBISICTCS] HOBAsi aHATMTHYECKAsT METO/IMKA.

B.Il.s. 3 MW 3meHeHue

UCTOYHHKA TMOJYYCHUS

BCIIOMOTAaTEJILHOTO VYcaoBust Tpebyemast nokymenramusi Bun mporueaypst
BEIIIECTBA I PEaKTHBA C

puckom TI'D

a) 13 matepuana ¢ puckom
TI'D =Ha Martepuan
PacTUTENBHOTO  WIH
CHHTETHYECKOTO
TIPOUCXOKACHUS

1. lns BcmomoraTteibHBIX
BCIIECTB W PEAKTHBOB,
HE HCIOIb3YEMBIX B
MIPOU3BOJICTBE
OMONMOTHIECKOM (
HMMYHOJIOTHUYECKOI1)
aKTHUBHOMU 1 1 1A
(apManeBTHYECKOM
cybcTaHIUH U
OHMOJIOTHIECKOTO (
MMMYHOJIOTHYECKOT0)
JIeKapCTBEHHOTO
mpemapara

2. JIus BCIIOMOTATEIbHBIX
BEIIECTB WMJIM PEaKTHUBOB,
HCIIOJIB3yEMBIX B
MPOU3BOICTBE
Ouonoru4yecKoi (
HMMYHOJOTHYCCKON)
AKTHUBHOH 1,2 1B
(hapmaneBTHIECKOM
cybcTaHIuH U
OUOIIOTHYECKOTO (
UMMYHOJIOTHYECKOI0)
JIEKapCTBEHHOTO
mperapara

6) MWsmenenue wunm
BBEJICHHE MaTepuaja C
puckom TI'D unm 3ameHna
Matepuana ¢ puckom TI'D
Ha JIpyro marepuan c
puckom TI'D, He
AMEIANA cepTudurat
cooTBercTBUSA 10 TI'D

II

Vcnosus 1. CHGHI/I(i)I/IKaHI/II/I Ha BBIITYCK W KOHCI CpOKa TOAHOCTHU BCIHOMOTAaTCIBHOTO BEIIECTBA U
JICKapCTBCHHOTI'O IIperapaTta HE U3MCHAIOTCA.



JoxymeHTtanus

1. Jlexmaparmusi MPOU3BOTUTEINS WIH JACpKATEIs PErHCTPAIIMOHHOTO YIOCTOBEPCHHsI MaTepuaia, 4TO OHHU
TTOJTHOCTBIO PACTHTEIBHOTO WJIH CHHTETHYECKOTO MPOUCXOKICHUS.

2. UccnenoBaHue 3KBUBAICHTHOCTH MAaTEPHANIOB M BIMSHUC HA MPOU3BOACTBO TOTOBOTO MaTepUalia U BIUSHUC
Ha XapaKTEePUCTHUKHU (HATPUMED, XapaKTEPUCTUKU PACTBOPECHUS ) JIEKAPCTBEHHOT'O Ipernapara.

B.Il.e. 4 MW3mMmeHenue

CHUHTE3a WJIM TMOJYyYCHHA

HedapmakonelHOTO

BCIIOMOTATEJIBHOTO

BEIIECTBA (€CIIM OMHUCAaH B Y CIIOBHA TpeOyemast nokymeHTanuss Bun npomenypsr
PETHUCTPAITHOHHOM JI0CHE)

unu HOBOTO

BCIIOMOTAaTeJIbHOTO

BEILlECTBA

a) HecymectBeHHOE
HW3MEHEHHe CHHTE3a WU
MOJy4eHHU s
HedapmakoneHHoOro
BCIIOMOTaTEJIbHOTO
BELIECTBA WJIH HOBOTO
BCIIOMOTATEIbHOTO

1,2 1,2,3,4 IA

BEILlECTBA

0) H3MeHsOTCS

cnequUKalUK WM

HMEETCs  H3MCHCHHE

(HhU3UKO-XUMHIECKHUX

CBOHMCTB I
BCIIOMOTaTEJIbHOTO

BEIIECTBA, KOTOpPBIC

BIUSIOT Ha KadyecTBO

JEeKapCTBEHHOTO

npenapara

B) BcmomorarensHoe

BEI[ECTBO —

OHOIOTHYECKOE ( II
MMMYHOJIOTHYECKOE)

BEIIIECTBO

YcnoBus

1. Crioco6 cuHTe3a ¥ CreU(pUKAINY UACHTHYHBI 1 OTCYTCTBYIOT KAYSCTBEHHBIC U KOJUYCCTBCHHBIC N3MECHEHHS
npodusis mpuMmeceil (HMCKIIOYas OCTaTOYHBIC PACTBOPUTEIH, MPH YCIOBHU TOTO, YTO HUX KOHTPOJb
OCYIICCTBIISICTCS. B COOTBETCTBHHU C IPEICIBHBIM COJCPKaHUEM, YKa3aHHBIM B JokyMmMeHTax PK) wmu
(hM3UKO-XMMHYECKIX CBOHCTB.

2. Uckimrodast aIbIOBaHTHI.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3ienamM) 10cke.

2. anHble aHam3a cepuit (B popMaTe CpaBHUTEIHHOMN TaONHUIIBI), II0 MEHBIICH Mepe, ABYX cepHid (110 MeHbIIeH
Mepe, ONbITHO-IIPOMBIIIJIEHHBIX) BCTIOMOTaTEIBHOI'O BEIIECTBA, IPOU3BEICHHBIX C MOMOIIBIO CTAPOT0 U HOBOT'O
MPOLIECCOB.

3. B cOoOTBeTCTBYIOIIMX CllydasiX JaHHbIE TECTa CPAaBHUTEJIbHON KWHETUKH PACTBOPEHHS JIEKaPCTBEHHOTO
npenapara, o MeHbIIeil Mepe, IBYX cepuil (110 MeHbLIeH Mepe, ONBITHO-IPOMBINUICHHBIX). B oTHOIIEHUH
JIEKaPCTBEHHBIX PACTUTENILHBIX MPENapaToB JIOCTATOYHbI JaHHBIE CPAaBHUTEIILHOM pacnalaeMOCTH.

4. Korusi 0100peHHO# ¥ HOBOA (€ci IPUMEHUMO) crieni(UKaInii BCHOMOTaTeIbHOTO BEIECTBa.



B.II. r) KoHTpoap kauecTBa JJeKapCTBEHHOTO IIpenapara

B.Il.r. 1 U3meHenue
mapaMeTpoOB
crenupuKanuy u (WITH)
KPUTEPHEB IMPUEMIIEMOCTH
JIEKapCTBEHHOT O

VYcnosust TpeOyemast nokyMeHTanuss Bun nponenypsl

npemnapara

a) VYxecToueHUe
KpuTepueB npuemiemocta 1, 2, 3,4 1,2 1A
crierupuKanuu

0) VixecToueHHE
KPUTECPUCB MTPUEMIIEMOCTH
cuenupuKaIuu
JeKapCTBEHHBIX 1,2.3.4 1.2 A
MPENapaToB, MOAISHKAIIINX

BBIIIYCKY cepui

opuUIHATBHBIM

KOHTPOJBHBIM OpPTraHOM

B) JloGaBimeHnume B

cnenuduKanuo HOBOTO

napameTpa u 1,2,5,6,7 1,2,3,4,5,7 1A
COOTBETCTBYIOIIECTO €My

METOJIa UCIIBITAHUI

T) HUckniodyenue

HECYIIECTBEHHOTO

napametpa crenupukanuy 1, 2 1,2,6 IA
(HarmpuMep, MCKIIIOYCHUE

yCTapeBILero napaMeTpa)

1) 3MeHeHune, BIXOSIIEe
3a 0J100peHHbIE KPUTEPHU
NpUEMIEMOCTH
crieuQuKaui

II

e) ckmouenune napamerpa
creunpuKanum, KOTOPbIi
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE Ka4yecCTBO
JEeKapCTBEHHOTO
mpemnapara

II

k) J[oGaBnenue wiaun
3aMeHa  (MCKJIIO4as
OUMONIOTHYECKUHA |
MMMYHOJOTHYECKHH
mpemnapar) TmapameTpa
cnenupuKamuu u 1,2,3,4,5,7 1B
COOTBETCTBYIOILIETO €MY
MEeToZa HCHBITAHWH U3
coobpaxeHU#
0e30MacHOCTH  WJIHU
KaJyecTBa

3) OOHOBJICHHE OCHE C
ETbI0  COOTBETCTBUS



MOJIOXEHUSM
OOHOBJIEHHOI 00ImENR
crateu ['ocynapcTBeHHOM
®apmakomnee Pecrrydmmku
Kazaxcran Ha

1,2,3,4,7,8 1,2 IA

JIeKapCTBEHHBIN Tpemnapar (
)

u) BBomuTcs craThs
T'ocynapctBeHHOH
®dapmaxkonen PecryOnuku
Kasaxcran "OgHOpOAHOCTH
Jlo3UpoBaHug" B LEJNIX
3aMEHBl  TEKYyMIero
3apeTUCTPUPOBAHHOTO
MeTona, JH0O0 CTaThs
T'ocynapctBeHHOU

1,2,10 1,2,4 IA

dapmakonen PecryOnuku
Kasaxcran "OgHOpOAHOCTH
macchl", oo "
OZHOPOOHOCTH
COIEPKUMOTO"

VYcnosus

1. M3MeHeHHe He SBISETCS CIEACTBUEM KaKoro-aubo 00s3aTenbCTBa, NMPHUHSATOrO IO pe3yjbTaTaM paHee
MPOBEJCHHBIX AKCIIEPTU3 C IENbI0 IEPECMOTpa KPUTEPUEB MPUEMIIEMOCTH crieruduKkanyuy (HanpuMep, B X0Je
perucTpanuy JeKapcTBEHHOTO TIpenapaTa Wi BHeceHUH u3MeHeHni 1 tuma), ecnu Tonbko 000CHOBEIBatOMIAs
JOKyMEHTaIs He Obla paHee MPOBEPEHa U YTBEPXKICHA B paMKax JIpyrod IMpoIeyphl.

2. VI3MeHeHHWE HE SBIISETCS CIEACTBHEM HENPEIBUACHHBIX CHTYaIlMi, BOSHUKIIMNX B XOJ€ HPOHM3BOJCTBA,
HampuMep, HOBOI HEKBATN(HUIIMPOBAHHON MPUMECH, U3MEHEHHS TIPEJIENIOB COAEPKAHUS CyMMBI TIPIMECEH.

3. JIroboe n3MeHeHNE YKIIaAbIBAETCS B IMANA30H TEKYIINX 0A00PEHHBIX KPUTEPHEB TPHEMIICMOCTH.

4. AHanuTHYeCcKas METOAWKA HE M3MEHSETCS MJIM M3MEHSETCS] HE3HAUYNTENBHO.

5. Hu ouH HOBBIH METOJ| MCTBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH WM CTaHJapTHOH
METO/IOJIOTHH, UCTIONB3yEMOH ITO-HOBOMY.

6. HoBBIif MeTO MCITBITAaHUSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHUYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIB3YETCS OMOIIOTHIECKUN PEeakTHB IS OMOIOTHIECKOI aKTUBHOW (hapMarieBTHIECKON
cyOcTaHIuH (32 HCKIIIOYCHUEM CTAaHAAPTHBIX (papMaKONEHHBIX MUKPOOHOIOTHISCKAX METOIOB).

7. VI3MeHeHue He 3aTparuBacT Kakue-JIn0o mpuMecH (BKIIOUYasi TEeHOTOKCHYHBIE) T PACTBOPEHHE.

8. I3meHeHme 3aTparuBaeT 0OHOBIEHHE KPUTEPHEB IIPHEMIEMOCTH MUKPOOHOIOTHYECKUX KOHTPOJIEH B LENAX
COOTBETCTBUA JelicTByromied dapmakomnee, a 3apeTHCTPUPOBAHHBIE HBIHE KPUTEPUH IPUEMIIEMOCTH
MI/IKpOGI/IOHOFI/ILIeCKI/IX KOHTpOJ’Ieﬁ HC BKJIIOYAKOT KaKI/Ie-HI/I6O JOTOJIHUTCIIbHBIC KOHTPOJIU, BKIIIOYCHHLIC B
crienuQUKaImo, TOMUMO (hapMaKoOIeHHbIX TPeOOBaHHUI B OTHOLIEHUH OIPEAEICHHOH JIeKapCTBEHHOU (POPMBI

9. IlapameTtp crienuduKalMy HE 3aTparuBaeT KPUTHIECKUI apaMeTp, HallpuMep: KOJIUYeCTBEHHOE OIpe/ielieHHe
nmpuMecH (€ClM TOJBKO OINpPENEIeHHBIH pPacTBOPUTENb OJHO3HAYHO HE HCIIONB3YEeTCS B IPOHM3BOJCTBE
JIEKapCTBEHHOTO IIperapara) JII00YyI0 KPUTHIECKYI0 (PU3MUECKYI0 XapaKTePUCTHKY (IIPOYHOCTD MM XPYIKOCTh
TabJIETOK, He TOKPBITHIX 000JI0YKOH, pa3Mepsl) 000 3ampoc Ha MPOMYCK UCTIHITAHUS

10. TpemmaraemMplii KOHTPOJIb ITOJHOCTHIO COOTBETCTBYET Tabmuie cTtatbu [ ocymapctBenHoit Dapmakoree
Pecnybnmkn Kazaxcran u He BKIIIOYAeT albTepHATUBHbIC IPEITI0KEHHS UCIIBITAHNS OHOPOAHOCTH JO3UPOBAHUS
C TIOMOIIbIO BapUaIMU MAcChl WIIM OHOPOAHOCTH COAEPKaHMUs, ECIIU MTOCIIEIHUE YKa3aHbl B CTAThE.

JoxymeHTtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JoChe.

2. CpaBHUTeNbHAs TaOJIMIIA TEKYIIUX U Ipe/IaraeMbIX crieluduKanmi.

3. [TogpoGHOE omnMcanue JII0OOT0 HOBOI aHAIMTHYECKOW METOMKH M JJAaHHBIE BATUAAIMHU (B COOTBETCTBYIOIIUX
CITyqasix).



4. JlaHHbIe aHaJIM3a ABYX NPOMBIIIICHHBIX CEpUi (B OTCYTCTBHE JOJDKHBIX 00OCHOBAHHMHU JUISI OMOIOTHYECKHUX
AKTHBHBIX (hapMaleBTHUECKUX CYOCTaHIMH — TPU CEpPHH) JIEKAPCTBEHHOT'O Ipernapara Mo BCeM NapameTpam

cnenuruKammy.

5. B cooTBercTByIOmMX CilydasX JaHHbIE TECTa CPAaBHUTEIBHON KWHETHKH PAcTBOPEHHS JIEKAPCTBEHHOTO
npernapara, [0 MEHbLIEH Mepe, OJHOM ONBITHO-NPOMBILUJIEHHON CEpUH, COOTBETCTBYIOLIME TEKYIIEH H
npelaraeMoii cienuuKaaM. B oTHOIIEHNH JTeKapCTBEHHBIX PaCTHTEIBHBIX IIPENIapaToB JOCTATOYHBI JaHHbIE
CpPaBHUTEJIPHON pacnagaeMOCTH.

6. O6ocHOBaHUe (OI[EHKA) PUCKOB, TIOATBEPKAAIONIIE, YTO TApaMETP SIBISIETCS HE3HAYUMBIM.

7. ObocHOBaHME HOBOTO MapaMeTpa CrennpUKAIIH U KPUTEPUEB ITPUEMIEMOCTH.

(*) lNpumeuanue

B.Il.r.2 H3meneHnme
AHAJIUTHYECKON METOIUKU
JeKapCTBEHHOTO
mpemapara

a) HesHauuTenbHBIC
M3MEHEHUS yTBEP)KICHHOM
aHAJUTHYECCKON METOIUKHU

0) Ucknrodyenue

aHAITUTHYECKON METOOUKHU, 4

€CIIi allbTepHATHUBHAS e
METOJIMKA YK€ 0JJ00peHa

B) l3MeHeHue (3aMeHa)

01 0JIOrUYECKOT0 (
HMMYHOJIOTHYECKOro)  (
HMMYHOXHMHYECKOTO0)

HCIIBITAHUS HJIM METOJa, B
KOTOPOM HCIIOJIb3YeTCs
OHONOrMUeCKUl PEaKTHB,
Ui 3aMeHa
OUOIOrHIEeCcKOTo
mpernapara CpaBHCHUS, He
OXBAYEHHOTO
YTBEPXKICHHBIM
MPOTOKOJIOM

r) Ilpoume wusMmeHEHUS
aHAJIMTHYECKON METOIUKH
(BKITIOUAst TOOABIICHHE WITH
3aMeHy)

) OOHOBICHUE
AHATUTHYECKOW METOIUKH
B IEISIX COOTBETCTBUSA
OOHOBJIEHHOII 00IIENR
cratee ['ocynapcTBeHHOU
dapmakonee PecryOnuku
Kazaxcran

e) B mensx oTpaxeHHA
COOTBETCTBHS

"

€CIIM B JIOChE 3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipenapara yInoMHHAETCS
TeKyliee n3aanue" HeoOXOANMOCTh B YBEOMIICHUH YIOJTHOMOUYCHHBIX OPTraHoB 00
obHOBIIeHHOM cTaThe ['ocymapcTBeHHoit @apmakonee PK. B cBs3u ¢ 3TuMm Takoe
N3MEHEHHE TIPUMEHSETCS TMPH OTCYTCTBHHM YINOMHHAHHS OOHOBICHHON
(apmaxoneifHoi cTaThl B TEXHHMYECKOM J0ChE, a U3MEHEHHE OCYILIECTBISIETCS B
LEJsIX BKIIOYESHUS YIIOMUHAHUSI OOHOBJIEHHOH BEPCHUH.

Ycnosus TpeOyemast nokymeHTanusi Bun nponenypst

1,2,3,4 1,2 1A

1 1A
)|

1,2 B

2,3,4,5 1 IA



Tl'ocynapcTBenHoit

®dapmakornee PecrryOmmku

Kaszaxcran u uckmrouenus 2, 3,4, 5 1 1A
YIOMMHAaHHS yCTapeBIIeH

coOCTBEHHOM

AQHAJIMTUYECKON METOIAUKHU

u ee HOMepa (*)

YcmoBus
1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHH HEOOXOAWMEIC BaMAANMOHHBIC WCCIICIOBAHUS,
TTOITBEPIKAAIOMIIE, 9TO OOHOBIICHHAS aHATTUTHYECKAsi METOIMKA, IT0 MEHBIIIEH Mepe, SKBUBAIICHTHA MIPEABIAyIIeH

2. Ilpenensl conepxaHusi CyMMBI IpUMeced He U3MEHMINCH, HOBbIE HEKBAaIM(DUIMPOBAHHBIE MPUMECH HE
0OHapy KeHBI.

3. Metox aHain3a He U3MEHWICA (HapUMep, U3MEHEHHE JUIMHBI KOJIOHKH WM TeMIepaTyphl, HO HEe JPYroi B
KOJIOHKH UJTU METOJ).

4. HoBelif MeTOJ UCTIBITAHUS HE SIBISETCS OMOJIOTHYECKUM (MMMYHOJOTHYECKUM) (MMMYHOXHMHUYECKUM) HIIN
METOJIOM, B KOTOPOM HCIIOJIb3YeTCs OMOJIOTHUECKHI PEaKTHB (332 NCKIIOYEHUEM CTaHIAPTHBIX (apMaKoIeHHbIX
MHUKPOOHOIOTHUECKUX METOJIOB).

5. 3aperucTpupoBaHHas aHAJIWTHUYECKAsh METOJMKA YXKE CChUIaeTCcs Ha OOIIyI0 CTaThlo [ ocynapcTBEHHOM
®apmaxkoriee PK, a mo0ble n3MeHEHHS SBISIOTCS HE3HAYNMBIMH U TPEOYIOT OOHOBJICHHSI TEXHUYECKOTO JIOChE.

JoxyMeHTanus

1. TlompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOLINM) pa3zeny(pa3aenaM) AOChe, BKIIOYAs OIHCAHUE

AHAJTUTHYECKON METOJI0JIOTHH, PE3IOME TaHHBIX BAIUIAIINH, IEPECMOTPCHHBIC CIICIM(UKAIIUN Ha TIpUMecH (ecTu
MIPUMEHHUMO).

2. CpaBHI/ITeﬂLHbIe pE3yiabTaThl BaJIMAAlIUNU WU, IMPU HAJTAYUU 06OCHOBaHI/lﬂ, CPaBHUTCIIBHBIC PE3YJIbTaTbl

aHanM3a, TMOJTBEPXKIAIONIME TO, YTO TEKyIlee W MpeajaraeMoe HCIBITAaHHUE SKBHBAJICHTHBI. Hacrosimiee

TpeOOBaHUE HE IPUMCHSETCS, €CIIM T00aBIIeTC HOBasl aHATUTHICCKAs METOIMKA.

"

€CIIM B JI0ChE 3apErHMCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipenapara yHOMHHAETCS
TeKyliee n3anue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIOJIHOMOUYEHHBIX OPTraHoB 00
(*) Ilpumeuanne . .

oOHOBNeHHOM craThe ['ocynmapctBenHoit ®Papmakomnee PecmyOmuku Kazaxcran

OTCYTCTBYET.

B.II.r.3 H3meHnenwue,
3aTparuBaroIiee BBEICHHE
BBIITyCKa B pEalbHOM
BPEMCHHU HJIU BBITYyCKa 10
mapaMeTpam npu
MPOU3BOJACTBE
JEeKapCTBEHHOTO
npernapara

VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl

11
B.II. 1) YnakoBo4HO-yKynopo4Hasi cucrema

B.Il.g.1  H3MmecHeHnue
NMEepBUYHON YHaKOBKHU
JeKapCTBEHHOTO
mperapara

VYcnosus Tpebyemast nokymenrauus Bup npouenypst

a) KauecTBeHHblii u
KOJINYECTBEHHBIN COCTaB

1. TBepnabie

1,2,3 1,2,3,4,6 1A
JIeKapCTBEHHBIE (DOPMBI



2. Msarkue i 1,2,3,5,6 1B
HECTEPIIbHBIC IKUIKUE
JICKapCTBEHHBIC (DOPMBI

3. CrepunbHbie

JIEKapCTBEHHBIE TIPEnapaThl

u  Ouonorumueckue  ( II
UMMYHOJIOTHYECKHE)

JICKApCTBCHHBIC ITpCrapaThbl

4. V3MeHeHne 3aTparuBacT

YIAKOBKY, 00JIaTaroIIyio

MEHBIIUMH 3alIUTHBIMU

CBOHCTBAM npu

OTHOBPEMEHHBIX 11
U3MEHEHUSIX  YCIOBHIl

XpaHeHUuss W (WUJIN)

COKpalleHHH  CpoKa

TOJTHOCTH

6) HM3Menenue BuIa

KOHTEeHHepa Unu
nobaBlieHHE  HOBOTIO
KOHTEWHepa

1. TBepable, MSTKUE U
HECTEepPWIbHBIE JKUIKHE 1,2,3,5,6,7 1B
JIEKapCTBEHHBIE (DOPMBI

2. CrepunpHsie

JIEKapCTBEHHBIE TIPETIapaThl

u  Ouwomormueckme  ( I
HMMYHOJIOTHYIECKHE)

JIEKapCTBEHHBIE MTPETapaThl

3. Ucknrodyenue

KOHTelHEpa NepBUYHOMN

YHaKOBKH, KOTOpPOE He

NPUBOAUT K TOJHOMY 4 1,8 IA
UCKIIIOYCHHIO JO3HUPOBKU

WM  JIEKapCTBEHHOU

(hopMmeI
YcmoBus

1. I3MeHeHne 3aTparuBaeT TOIBKO OJWH U TOT )K€ BUJI YITaKOBKHU (KOHTeHHepa) (Hanpumep, Onrctep Ha OimcTep)

2. Tlo 3HAUMMBIM CBOWCTBaM MpeljaraeMblii YIaKOBOYHBIA MaTepHal 10 MEHbIICH Mepe SKBHBAJICHTEH
0JI00pEeHHOMY .

3. Hauatel COOTBETCTBYIOIINE HCCIEAOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBICHHBIMH TPEOOBAHUSIMHU
U 3a4BUTCIICM Ha MOMCHT BBCJICHHA W3MEHCHUMN IpoaHaJInu3upoOBaHbl COOTBETCTBYIOIIHWEC ITapaMETPhI
CTaOWIIBHOCTH HE MEHEE 4YeM Ha JBYX OINBITHO-TPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEpHsX, B €ro
pacHopsKeHUN HAaXOJATCS yAOBJIETBOPUTEIBbHBIE PE3yNbTaThl, IO MEHBIIEH Mepe, 3-MeCAYHOro H3yueHHs
crabunpHOCTH. OIHAKO, €CIM MpeajiaraeMas yrnakoBka OoJjiee yCTOHYMBA IO CPAaBHEHHUIO C OJOOPEHHOM, TO
TPEXMECSIUHbIE JaHHBIE TI0 CTAOMIBHOCTH HEe TpeOyroTcs. VccnenoBaHus 3aBepIIaroTCs, €ClIM UX Pe3yIbTaThl He
YKJIaJpIBAIOTCA B CHENU(HUKAIMK WIN TOTCHIMAIbHO HE YKJIAABIBAThCS B CIEHU(HUKAINK HAa KOHEI[ CpOKa
TOJHOCTH, UX HEOOXOIMMO HEMEJICHHO IPEJCTaBUTh YNOJHOMOYEHHOMY OpraHy Hapsly ¢ INpellaraeMbIM
IJIAHOM JIEHCTBUH.



4. OcraBmiasicst (ocraBmiuecs)) ¢opma (popmbl) BBIIYCKa JEKapCTBEHHOrO MpemapaTa gocrtaTouHa(bl) is
BEITIOJTHCHUS PEKOMCHJAIMIA 110 JO3MPOBAHHWIO W IPOJOJDKUTCIBHOCTH JICUCHHs, YKa3aHHBIX B 0OIIeH
XapaKTEPUCTHUKE JIEKApCTBEHHOTrO Mpenapara.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3ienamM) 10cke.

2. Heobxonumble NaHHBIE O HOBOW YNaKOBKE (HAampHMeEp, CPAaBHUTEIbHBIE NaHHBIC MO IMPOHHIIAEMOCTH,
Hanpumep, i 02, CO2, piarm).

3. B cooTBeTCTBYIONINX CIydasX HEOOXOJUMO MPEACTABUThH MOATBEPKACHHE TOTO, YTO B3aUMO/EHCTBHE MEXIY
CONEP)KMMBIM M YIAKOBOYHBIM MAaTEpHAJIOM HE IPOUCXOAMT (HAIpUMep, OTCYTCTBYET IepeMeIleHne
KOMITOHEHTOB Tpe/AjiaraeMoro MaTepHuaja B €ro COJIEpKMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He
MepexosIT B YIAKOBKY), BKJIIOYasl MMOJITBEPKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakoneHHbIM TPeOOBAHUIM WM 3aKOHOAATENbCTBY PecnyOnukn Kasaxcran o rmuiacTH4ecKkux mMarepuanax u
00beKTaM, KOHTAKTUPYIOLINM C IHIIEBBIMHU NTPOTYKTAMH.

4. Jleknapanus, 4TO Ha4aThl TpeOyeMble MCCIEIOBAHHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMHU
TpeOoBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUINX CIy4asx) Ha MOMEHT BBEICHHSA
MU3MEHEHHUH B PacIOpsDKEHUN 3asBUTENSI HAXOAWINCH TpeOyeMble MUHUMAIIbHBIEC YAOBIECTBOPUTEIBHBIC JAHHBIE
MO CTa0MJIBHOCTH; M YTO UMEIOLIMECS JaHHbIE HE CBHJETEIBbCTBOBAIN O KakoW-mubo mpodieme. Heobxoaumo
TaKXXe MPE/ICTaBUTh TOATBEPXKICHHE TOT0, YTO HCCIIEI0BaHUs OyIyT 3aBEepIICHBI, U YTO €CJIM Pe3yJIbTaThl He
OyayT yKJIaAbIBaThCS B CIICIM(UKAIIMN WIH TIOTEHIIMAIBHO HE YKJIaJ(bIBaThCs B CHICHM(HUKALNKN HA KOHEI] CpPOKa
TOAHOCTH, X HEMEUICHHO MIPEACTABST YIOJIHOMOYCHHOMY OpraHy Hapsay ¢ IpeularaéMbIM IUIaHOM JeHCTBHH.
5. Pe3ynprarsl nccneoBaHui CTaOMIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMbIM [TapaMeTpaM CTAOMIBHOCTH HE MEHEE YeM Ha IBYX OINBITHO-TIPOMBIIUICHHBIX WM HPOMBIIIIICHHBIX
CEepHsIX, OXBATHIBAIOIINX HE MEHee 3 MECSIEB, W MOATBEP)KACHUE TOTO, YTO yKa3aHHBIC HCCIEAOBaHMS OyayT
3aBEpIICHBI, U €CITU PE3YNbTaThl HE OyIyT YKIaAbIBATECS B CHEHU(PHUKALUY WIN TTIOTEHIMAIBHO HE YKJIaJAbIBAThCA
B CIICIU(pUKAIIMHA HA KOHEI[ CPOKA FOJHOCTH, MX HEMEIJICHHO MPEACTABAT YIIOJTHOMOYCHHOMY OpTaHy Hapsay ¢
npeagaraeMbIM IJIaHOM JIEHCTBU.

6. CpaBHEHHE TEKYIIMX M MpeAaraeéMbIX CrielUpHUKai TEPBUYHON YITAaKOBKH (€CJIM IPUMEHNMO).

7. B COOTBETCTBYIOLIMX CIIydasix 00pa3iibl HOBOro KOHTelHepa (YKYIIOpKH).

8. Jlexmaparus, 4To ocTaBUIMiics (OCTaBIIMECs) pa3Mep (pa3Mepsl) YIIAaKOBKH COOTBETCTBYET (COOTBETCTBYIOT)
PEKUMY O3MPOBAHHS M MPOJOJIKUTEILHOCTH JICYEHUS W JIOCTATOYHBI JUUIsl BHIITOJHEHUS! PEKOMEHIAIMN 10
JIO3MPOBAHUIO, IPUBEJICHHBIX B O0IIEH XapaKTepHCTHKE JIEKapCTBEHHOTO IperapaTa.

Hna BILLA.1.6) — ecnm u3MeHeHHE NPUBOAUT K "0Opa3oBaHHMIO HOBOI
IIpumevanne JIEKapCTBEHHOUW (hOpMBI", TO Takoe H3MEHEHHEe TpeOyeT IOoaauyu 3asBICHHS O
pacCIIMPEHNH PETUCTPALUH.

b.Il.n.2 HsmeHeHHE

napaMeTpoB

crenupukanuy u (WIH)

KPUTEPUEB IIPUEMIIEMOCTH Y CIIOBHUS Tpebyemas nokymenrauus Bup npouenyps
MEepPBUUYHON  yIaKOBKHU

JIEKapCTBEHHOTO

npemnapara

a) YxecToueHUe
KpuTepueB mpuemsemoctu 1,2, 3,4 1,2 1A
crienuduKanuu

6) JloGaBiaeHnume B

crenuUKaIuio HOBOTO

napameTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIEH €My

AHATUTHYECKON METOIUKU

B) HNckniodenue
HECYIIECTBEHHOT 0
napaMeTpa cruerubukanuy 1, 2 IA



(mammpuMep, MCKIIIOYCHUE 1,2,5
yCTapeBILero napameTpa)

r) [Jo6GaBnenue umu 3amMeHa
napameTpa crienupuKanuu

U3  coobpaxeHuil 1,2,3,4,6 IB
0€30MacHOCTH  HIIH

Ka4ecTBa

YcnoBusa

1. V3MeHeHue HE SIBISICTCS CIEACTBHEM KaKOTO-IHOO 00s3aTENIbCTBA, MPUHATOrO IO pPe3yJjbTaTaM paHee
MPOBEJCHHBIX JKCICPTHU3 C IEIbI0 aHAINW3a KPUTCPUEB MPHEMJICMOCTH crnenudukanuu (Hampumep, B X0J1e
PETUCTpaIiy JICKapCTBCHHOTO MperiapaTta Wik BHeceHnu u3mMenenuii 1 tumna).

2. VI3ameHeHHe He SBISIETCS CIEACTBUEM HENPEABUICHHBIX CUTYallMi, BOSHUKIIMX B XOJI€ MPOU3BOJICTBA.

3. JIroboe n3mMeHeHne yKiIaabIBaeTCs B IMaNa3oH TeKYIUX 0J00pEHHbBIX KPUTEPHUEB IPHEMIIEMOCTH.

4. AnaauTHdeckas METOUKA HE M3MCHSICTCS WIIM H3MCHSCTCS HE3HAUNUTEIIBHO.

5. Hu ovH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOAOJOTUM WM CTAaHAAPTHOU
METOJI0JIOTUH, UCTIONIB3YEMON MTO-HOBOMY.

HoxymeHTauus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zeny(pa3menaM) Tocke.

2. CpaBHHUTENbHAS Ta0NHIA TEKYIIUX U IPEATIAraeMbIX CHICIA(DUKAITIIA.

3. [ompoOHOE omvicaHue HOBOW aHATUTHYCCKONH METOJUKH U JTaHHBIC BATAIANNH (B COOTBETCTBYIOIINX CIyJasix)

4. JlaHHbIE aHANN3a JIBYX CEPHUIl yIaKOBOYHOTO MaTepHala I10 BCeM ITapaMeTpam (TIoKas3aTesisiM) Creu(pruKaIim.
5. O6ocHOBaHNE (OLIEHKA) PHCKOB, HOATBEPKIAIOIIHE, YTO MAPAMETP SBISETCS HE3HAUNMBIM.
6. O60cHOBaHKE HOBOTO ITapaMeTpa crennprKalui 1 KpUTEPHUEB TPHEMIIEMOCTH.

B.Il.n.3 H3meneuue

aHAJIUTHYECKON METOJIUKH

JUISl TIEPBUYHOM YIIAKOBKU Y CIOBUS TpeOyemas nokymeHnrtauuss Bun npouenypst
JIEKapCTBEHHOTO

npenapara

a) Hesnaunmeble n3mMeHEeHMsI

On00peHHOM 1,2,3 1,2 1A
AHATUTHYECKON METOUKU

0) Ilpoume wu3MeHEHUs

AHAJIUTHYECKON METOIUKU

1,3,4 1,2 1A
(BkIIOYAs 3aMeHy WIIH
nobaBneHMe)
B) HcknodeHune
aHAJNTHYECKOM METOIUKH, 1 IA

€CIM albTEpHATUBHAs €U
METOJIMKa YK€ 0100peHa

VYcnosus

1. CorylacHO COOTBETCTBYIOIINM JIOKYMEHTaM, IPOBEJCHHasi HE00X0uMasi BJIUIALHS, TIOATBEPXKIAIOIas TO,
4YT0 OOHOBJICHHAS AaHAIUTHYECKAsh METOIHMKA, 10 MEHBIIICH Mepe, SKBHBAJICHTHA TPEIbIIYILCH.

2. Meton aHanu3a He W3MEHMIICS (HAmpUMep, N3MEHEHHUE JUIMHBI KOJIOHKH WJIN TeMIIEpaTypbl, HO HE Apyras
KOJIOHKA WJIH METOJ).

3. Hu onviH HOBBIH METOJ MCIBITaHHSA HE OCHOBaH Ha HOBOW HECTaHIAPTHOM METOIOJIOTMU I CTaHAAPTHOM
METOJI0JIOTHH, UCIIOJIE3yEeMOH II0-HOBOMY.

4. AxrtuBHas (apmaneBTHUEecKas CyOCTaHIHWS (JIEKapCTBEHHBIN Ipermapar) He SBITIOTCS OMOJOTHISCKHMH (
HMMYHOJIOTHYECKUMHU).



5. AHLTepHaTI/IBHaH AHAJIUTUYCCKasd MCTOJUKA AJId mapaMeTpa cneumbnxaum/l Yxke o,uo6peHa, IIpyu 5TOM TakKas
METOAMKA ObllIa BKIIFOYEHA HE C IIOMOIIBIO IA-yBGHOMJ’IeHI/IH.

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3ienamM) 10cke.

2. CpaBHUTENBHBIE PE3yJbTATHl BaIWAAlMU WIH, IPU HATHMYUH OOOCHOBAHMS, CPaBHHUTEIBHBIE PE3YyJIbTATHI
aHaiM3a, MOATBEPXKIAIONIME TO, YTO TEKyIIee W MpeajaracMoe HCIBITAHHE SKBHBAJICHTHBI. Hacrosiiee
Tpe6OBaHl/Ie HE IMMPUMEHACTCA, CCIIN Z[OGaBJ'ISIeTCﬂ HOBas aHAJIMTUYCCKAas METOAUKA.

b.Il.n. 4 UN3meHeHuHe

GhopMBI WM pa3MepoB

MIEPBUYHOM YNIaKOBKH, UJIM Y CJIOBUS Tpebyemast nokymenrtamust Bun mpouemaypst
YKYHNOpPKH  (TEepBUYHON

YIaKOBKH)

a) Hecrtepunsabie
JIeKapCTBEHHBIE MPeTIapaThl

1,2,3 1,2,4 IA

6) 3menenne GpopMsl UiIu
pa3MepoB 3aTparuBaet
KITFOUEBBIC IMOKA3aTeNH
YIaKOBOYHOTO MaTepHaa,
KOTOpBIE CYIIECTBEHHO
BIUSIOT Ha [JIOCTaBKY, II
nNpUMCcHCHHE,
0e30MacHOCTh  HJIH
CTaOUIBHOCTH
JeKapCTBEHHOTO
mpermapara

B) CrepuipHbie
JIEKapCTBEHHBIE MTPENapaThl

1,2,3,4 1B

Ycnosus

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTAB IEPBUYHOMN YIIAKOBKH HE U3MEHMUJICS.

2. VI3MeHeHme He 3aTparuBaeT KII0YEBbIE MOKA3aTEeIN KadecTBa YIIAKOBOYHOTO MaTepHaa, KOTOPhIE BIHIOT Ha
JOCTaBKY, IPUMEHEHNE, O€30MaCHOCTh WM CTa0MIBHOCTH JIEKAPCTBEHHOTO TIpenapaTa.

3. Ilpu wm3MeHeHHH CBOOOJHOTO WPOCTPAHCTBA WM OTHOWIEHHS MOBEPXHOCTH (00BEM) COTIIACHO
COOTBETCTBYIOIINM [JOKyMeHTaM PecnyOnuku KaszaxcTan mo cTaOMIBHOCTH HadaThl COOTBETCTBYIOLIHE
UCCJIEIOBAaHMS CTa0MIBHOCTH; POAaHATM3MPOBAaHbI COOTBETCTBYIOIINE TTapaMeTphl CTAOMIBHOCTH HE MEHEe YeM
Ha JBYX OIBITHO-ITPOMBIIUICHHBIX (7151 OMOJIOrHYECKUX (MMMYHOJIOTHYECKHUX) JIEKapCTBEHHBIX MpPEnapaToB —
TPeX CEpHsAX) WIM NPOMBINUICHHBIX CEpHUsX; B PACHOPSDKEHUM 3asBUTENS HAXOISTCS YIOBJIETBOPUTEIbHbIC
pe3ynbTaThl, IO MEHBIIEH Mepe, 3-MEeCSYHOro HW3Yy4YeHHsI CTaOWiIbHOCTH (mias Owonormueckmx (
MMMYHOJIOTHYECKHX) JICKApCTBEHHBIX IIPENapaToB — IMIECTHMECSYHOT0). IloaTBepxkmeHHe TOTO, UYTO
UCCIIeNOBaHUS OyAyT 3aBEpIUCHBI, U YTO €CIIM Pe3yJbTaThl He OYIyT YKIaIbIBaThCS B CeNM(UKALUHN W
MOTCHIHAJIbHO HE YKJIAAbIBATHCSA B CHCI_II/I(I)I/IKaI_II/II/I Ha KOHE€I[ CpOKa IoOJHOCTHU, UX HEMCIJICHHO MPEACTaBAT
YIOJTHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeaiaraeMbIM IJIaHOM JIeHCTBHIA.

HoxymeHTauus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3neiy(pa3zienaM) A0Che, BKIIOYas ONHCAHWE,
MOJPOOHBIA YEPTEXX M COCTaB MaTephaja KOHTEHHEepa MM YKYHNOPKH, a TaKXKe HepecMOTp HH(pOpPMALUH O
JIEKapCTBEHHOM TIpernapaTe.

2. B COOTBETCTBYIONIHX CIydasx 00pa3ibl HOBOTO KOHTEHHEpa (YKYIOPKH).

3. IlpoBeneHbl MOBTOPHBIE BAJINAALMOHHBIE HCCIEIOBAHUS CTEPHIIBHBIX IIPENapaToB, IOABEPTAIOIINXCS
TEPMUHANBHOM cTepuiau3anuu. B COOTBETCTBYIOHMIMX CcllydasX HEOOXOIMMO YKa3aTb HOMeEpa Cepuii,
HCIIOJIb30BAHHBIX B BAJIMJAIMOHHBIX UCCICAOBAHUAX.

4. HpI/I N3MCHCHHUHA CBO6OI[HOFO MMPOCTPaHCTBA WM OTHOUICHUA MMOBEPXHOCTHU K O6’BeMy JCKJIapanus, 4YTO Ha4aThbl
TpeOyemble McCiIeqoBaHNsl CTa0MIBLHOCTH B COOTBETCTBUHU C YCTAHOBJIEHHBIMH TPeOOBAaHUSAMH (C yKazaHHEM



HOMEPOB CepHii); K 9TO (B COOTBETCTBYIOIUX CIIyYasx) HA MOMCHT pPealH3aliy YBEJOMIICHUS 00 m3MeHeHuH [A
TUTIA ¥ TT0JIa4¥ YBEAOMIICHHs 00 M3MeHeHHH |B THIa B ero pacrmopsiKeHHH HaXOMATCS YIOBICTBOPUTEIBHBIC
pe3yIbTaThl NU3YYEHUSI CTAOWIBPHOCTH; M YTO MMEIOIIHECs JaHHBIE HE yKa3bIBAIOT HA KaKHE-THOO MPOOIEMBL.
Heobxoammo Taxke mpeacTaBUTh MOATBEP)KISHHE TOTO, YTO MCCIEAOBAaHUS OyIyT 3aBEpIIEHBI, U YTO €CIIH
pe3yabTaThl HE OYAYT YKJIaAbIBATHCSA B CHCHU(DUKAIIMN HIIH TIOTCHIIMAIBHO HE YKJIABIBATHCS B CHCHU(UKAIIUT
Ha KOHEI[ CPOKa FOJHOCTH, UX HEMEJICHHO MPEACTaBIT YIOJIHOMOUYEHHOMY OpraHy Hapsly C MpeJiaraeMbiM
IJIAHOM JIEHCTBUI.

B.II.n.5 MW3meHnenue
pa3Mepa  ymaKOBKHU
JeKapCTBEHHOTO
npemnapara

Ycnosus TpeOyemast nokymeHTanusi Bun npomenypsr

a) VI3MeHeHne KOIuIecTBa
€MHULl JIEKapCTBEHHOMU
¢bopmsl  (Hampumep,

TabJeTOK, amIyl) B
YIaKOBKe

1. N3MmeHneHnue
YKJIaIBIBA€TCSA B
0700peHHBIH JIHMamna3oH
pa3MepoB YIIaKOBOK

1,2 1,3 1A

2. H3meHeHune He
YKJIaIBIBa€TCSA B

0700pEeHHBIH JaHamna3oH
pa3MepoB YIIaKOBOK

1,2,3 1B

0) M3menenue pasmepa (
pasmepoB) ymakoBku (3 1,2 IA
YIaKOBOK)

B) N3menenue
HOMHHAIBHON Macchl  (
HOMHHAJIBHOTO 00BheMa)
CTEpMIIBHBIX MHOTOZO3HBIX
(MM OMHOJO3HBIX C
YaCTHYHBIM H3BJICUCHHEM )
napeHTepajJbHbIX
JICKapCTBECHHBIX 1I
nmpemaparosB u
OMOJOTHYIECKHX (
HMMYHOJOTHYECKHX )
MHOTOJO3HBIX
napeHTepajbHbIX
JeKapCcTBEHHBIX
IpenapaTroB

) N3MeHeHne

HOMHUHAJIbHONH Macchl (

HOMHHAJILHOTO 00BeMa)

HETapeHTEPaIbHBIX

MHOTOJIO3HBIX  (HJIH 1,2,3 1B
OITHOJIO3HBIX C YaCTHIHBIM

H3BJICUYCHUEM)

JIeKapCTBEHHBIX

pernapaToB

YcmoBus



1. HoBblil pa3Mep ynakoBKH COOTBETCTBYET PEXKUMY O3HUPOBAHUS U MPOJOIKUTEINBHOCTHU JIEUEHHUS], YKa3aHHBIM
B 001IIel XapaKTepHCTHKE JIEKapCTBEHHOTO ITpenapara.

2. Matepuan nepBHYHON YIaKOBKU HE U3MEHSIETCSI.

3. OcraBmmecss GopMBbl BBITyCKa MO3BOJISIIOT BBHINOJHUTH PEKOMEHIAINU IO JO3MPOBAHUIO U JIUTEIBHOCTH
JIeYeHus], yKa3aHHbIe B OOIIeH XapaKTepHCTHKE JIEKapCTBEHHOTO TIperapara.

JoxyMmeHTanus

1. TTompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIIMM) pasaeny(pazienaM) I0Che, BKIIOYAs MEPECMOTP
uH(popManuK 0 JEeKapCTBEHHOM IIpernapare.

2. OGocHOBaHHWE, 4TO HOBasi (OCTAlOIIMECs) pa3Mepbl YINAKOBOK COOTBETCTBYIOT PEXHMY J03UPOBAHUS M
MPOJIODKUTENFHOCTH JIUEHHs], YKa3aHHBIM B 00IIeil XapaKTepUCTHKE JIEKapCTBEHHOTO TIperapara.

3. Jlexnapanusi, 4TO €CIM OKUIACTCS BIMSHHUE Ha CTAaOMIIBHOCTD, COTJIACHO COOTBETCTBYIOLIMM YCTaHOBIICHHBIM
TpeOoBaHMsIM OyAyT HayaTbl HCCIENOBAaHMS CTaOWIBHOCTH. JlaHHBIE HEOOXOOUMO IpeacTaBUTh (C

MpeJIaraeMbIM ITAHOM JICHCTBUIA), JTMIIb €CIIM OHU HE YKJIQAbIBAIOTCS B CIICIM(DUKALINY.

Jmnst B.IL.n.5.B) u r) — eciu M3MEHEHHE MPUBOIUT K M3MEHEHUIO "MO3UPOBKH"
[Tpumeuanue: JICKAPCTBEHHOTO Iperapara, TO TaKOoe H3MCHCHHE TPeOYyeT Momayu 3asiBICHUSA O
paCIIUpEHUH.

B.Il.n. 6 MW3meHeHuUe
Kako#-nmubo
coCTaBisIONICH (
MEepPBUYHON) YIMAKOBKH,
HEIMOCPEJICTBEHHO  HE
compukacamwolneiics ¢
JeKapCTBEHHBIM
npenapaTtoM (HampuMmep,
I[BET CbEMHBIX KOJIAYKOB,
OBETHBIC KOJOBBIC KOJIbIIA

VYcnosus TpeOyemast nokymeHTauusi Bun npouenypst

Ha aMIyjax, M3MEHEeHHue
KOJIIayKa, 3alIXIIAoIIero
uriny  (MCIOJIb30BaHUE
JIPYTOTO IIJIACTHKA))

a) HN3meHneHue,
3aTparuBaroluiee
nHpOopManuio 0
JIEKapCTBEHHOM IIpernapare

6) MUsmenenume, He
3aTparupatoniee
nHdopmanuio 0
JIEKapCTBEHHOM TIperiapaTe

VYcnoBus 1. MI3MeHeHne He 3aTparMBaeT YacTH YMAKOBOYHOTO MaTepHalia, KOTOPHIE BIHAIOT Ha IOCTaBKY,
NpUMEHeHne, 0e30IIaCHOCTb WM CTa0MIBHOCTh JIEKAPCTBEHHOTO TIpenapara.

HokymenTtarnust 1. ITorpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3Jieiry(pasenamM) JOCke, BKIIIOYAs
TepecMoTp NH(POPMANNH O JIEKAPCTBEHHOM IIpernapaTe.

b.1l.n.7 W3meHeHue
MMOCTABIIHKA KOMIIOHEHTOB

N VYcnosus Tpebyemast nokymenramust Bun mpouemaypst

YIAKOBKHU WM YCTPOICTBA
(ecmu yka3zaHO B 1OCHE)
a UcknroueHnue

) 1 1 1A
MOCTaBLINKa
0) 3ameHa nmu 100aBICHUE

) A 1,2,3,4 1,2,3 1A

MOCTaBIIHKA



B) Jlroboe wu3MeHeHHE
MOCTaBIMKOB CICHCEPOB
IO03UPOBAHHBIX
HHTAIITOPOB

II

Ycnosus

1. UckmoueHne KOMIOHEHTA YIAKOBKU WM U3/ HE IPOUCXOTUT.

2. KaueCTBCHHBIN U KOJUYCCTBEHHBINA COCTaB KOMIIOHCHTOB YIIAKOBKH (M3/CNUsA) U CHCIM(UKAIUN 3CKH3a HE
W3MEHSIIOTCSI.

3. CrierpuKanuu ¥ METObI KOHTPOJIS Ka4eCTBa, M0 MEHbBIIIEH Mepe, IKBUBAJICHTHEI.

4. MeToa CTepHIIN3aIlUH U €€ YCIOBHS HE M3MEHSIOTCS (€CIId IIPUMEHUMO).

HoxymeHTauus

1. ITonmpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zieiry(paszenam) JOChe.

2. I[MoaTBepkeHne perncTpannuy MeAUIMHCKOTO M31enus B Pecybnmke KazaxcTan B OTHOIICHHN MEIMIIMHCKUX
W3JETINH, TPUIaraeMbIX K JICKAapCTBEHHOMY IIperapary.

3. CpaBHHTENBHAS Ta0JUIA TEKYIINX U TPeIIaraeMbpIX Crenn(UKAIIA (€CIH IPIMEHUMO).

B.Il.x. 8 W 3meHeHue
JH3aiiHa MapKUPOBKH

. . YcioBus Tpebyemast nokymenramust Bun mpouemaypst
MNEPBUYHON U BTOPUYHOH
YIaKOBKH
1,2 1,2 1A
Ycnosus

1. KayecTBeHHBIN U KOJHUYCCTBCHHBIN COCTaB KOMIIOHEHTOB YIAKOBKH (M3ICTHs) U CIeUU(UKAIIUN ICKU3a HE
HM3MEHSFOTCSL.

2. V3meHeHne He TpeOyeT OLeHKH 0e30MacHOCTH, KayecTBa U d(H(MEKTUBHOCTH W COOTHOIICHHS ITOJIb3a-PHCK
JIEKAPCTBEHHOTO CPEJICTBA (CIEHUATU3UPOBAHHAS IKCIIEPTH3A).

JoxyMmeHTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONTNM) pa3eny(pasienam) J0Che.
2. MakeTbl yIakOBOK B CTapoOM JTU3aifHe.

B.II. ) CrabunbHOCTB

B.Il.e. 1 U3menenue cpoka
TOAHOCTH WM YCIIOBUHI
XpaHEeHH JEKapCTBEHHOTO
npenapara

VYcnosus TpeOyemast nokymeHnTanusi Bun npomenypsr

a) Cokpamenne Ccpoka
TOHOCTH JIEKaPCTBEHHOTO
npenapara

1. VYmakoBaHHOro B
KOMMEPYECKYIO YIIaKOBKY

1,2,3 1A

2. 1II
ocie IepBOro 12,3 A
BCKPBITHUS

3. Ilocne pa3BeneHus WU
BOCCTaHOBJICHHS

1,2,3 1A

6) VYBenuueHue cpokxa
TOZHOCTH JIEKapCTBEHHOTO
mpenapara

. VYmakoBaHHOTO B
KOMMEpUYECKYIO YIAaKOBKY (

1B



MOATBEPKIAECHHOE 1,2,3
NaHHEIMA B pCalbHOM
BpPEMEHN)

2. Tlocne mepBoOro

BCKPBITHUSA (

MOATBEPKIAECHHOE 1,2,3 1B
NaHHEIMA B pEalbHOM

BPEMEHN)

3. Ilocne pa3BeneHus UiIu

BOCCTAaHOBIIEHUSA (

MOATBEPKIAECHHOE 1,2,3 1B
IaHHBIMA B pealbHOM

BPEMEHN)

4. VYBennuyeHue cpokxa

TOJTHOCTH nyTeM

SKCTPAIOJISINHN JAHHBIX 110

CTaOMIBHOCTH, HE 11
COOTBETCTBYOUIEH

JokymeHTaM PecryOnuku

Kazaxcran (*)

5. YBenuueHue nepuoa
XpaHeHHUsI OHOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)
JICKapCTBEHHOTO
mpernapara B COOTBETCTBUU
c 0mo0OpeHHOM
pOTpaMMOil  U3YUYCHUS
CTaOMIBHOCTH

1,2,3 1B

B) M3MmeHeHue ycnoBUH
XpaHeHUs] OMOIOTUYECKUX
(MMMYHOJIOTHYECKHX )
JeKapCTBEHHBIX
NpemnapaTtoB,  €CIH
UCCIIeJOBaHUA II
CTaOMJILHOCTH TPOBE/ICHBI
HE B COOTBETCTBUU C
TEeKyle ono00peHHOMH
MPOrpaMMON  M3YUYCHHS
CTaOMIBHOCTH

r) HM3MmeHeHue ycnoBui

XpaHEHUS JEKapCTBEHHOTO

npemnapaTa nnu

JIEKapCTBEHHOTO 1,2,3 1B
npemnapara nocie

pa3BedeHHUS (

BOCCTAHOBJICHHUS)

) N3menenue
onoOpeHHOro mpoTokona 1,2 1,4 IA
CTaOMIIBHOCTH

YcmoBus
1. HempenBueHHBIX CUTyaIMsIX, BO3HUKIIUX B XOJ€ MPOU3BOJICTBA, WM H3MCHEHUS CTAOMIBHOCTHA M3MECHCHHE
HE OCYIICCTBISACTCS



2. U3meneHus He MPUBOJAT K PACIIUPCHUIO KPUTCPUCB TPUCMIIEMOCTH UCIIBITYEMbIX TapaMETPOB, UCKIITOUCHHUIO
napamMeTpa CTa6I/IJ'ILHOCTI/I, HIIM CHIDKCHMIO YaCTOTHI HCIIBITAHHMH.

JoxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pasaenam) qocke. OHa COAEPIKaTh Pe3yIbTaThl
COOTBETCTBYIOIIUX UCCICIOBAHUNA CTAOMILHOCTH B PEAIbHOM BpPeMEHH (OXBATHIBAIOIIUX BECh CPOK TOIHOCTH),
MPOBEJCHHBIX COTJACHO COOTBETCTBYIOIIMM jgokymeHTam PK, mo MeHbmed Mepe, Ha JBYX
OTBITHO-IIPOMBINIUNICHHBIX ~ cepusax(l) JeKapCTBEHHOro mpemapara, YINaKOBAHHOTO C  IOMOIIBIO
3apETHCTPUPOBAHHOTO YIAKOBOYHOTO MaTephana M (WIIH) COOTBETCTBEHHO IIOCIE TEPBOTO BCKPHITHS HIIH
pa3BeleHNs; B COOTBETCTBYIONINX CIy4asX HEOOXOIMMO MPEICTaBUTH PE3yNbTaThl MHUKPOOHOIOTHYECKUX
HUCTIBITAHUM.

2. [TepecmoTpeHHast nHGOPMAILHS O JEKAPCTBEHHOM IIpernapare.

3. Konmm yTBep kK IeHHBIX crenn(rUKannii Ha KOHEIl CPOKa TOAHOCTH U, €CIIH MPHUMEHNMO, CTICIH(UKAIIIH TTOCIIe
pa3BeeHus (BOCCTAHOBIICHHS) FUTH TIOCIIE TIEPBOTO BCKPBITHS.

4. ObocHOBaHUE MpeITaraeéMbIX H3MCHEHHH.

" B oTHOIIEHNU OHOIOTHYECKOTO (MMMYHOJIOTHYECKOTO0) JICKAPCTBEHHOTO Mpernapara
(*) llpumeuanme:
AKCTPANIONAIHS HETPUMCHAMA.

ITpn Hanuunu 06s3aTeNbCTBA IPOBEPUTH CPOK TOJHOCTH HA TIPOMBIIITIEHHBIX CEPHAX
JIOITYCTUMBI OTIBITHO-ITPOMBIIIJICHHBIE CEPUU.

(1

B.11. x) IIpoexkTHOE T0JIe U MPOTOKOJ MOCTPETUCTPALIMOHHBIX U3MEHEHUN

B.I1.>x. 1 BBenenne HOBOTO

IMPOCKTHOTO TIOJA WA

pacimpeHue 0JOOpEeHHOTO

NPOEKTHOTO  IIOJIS

JEeKapCTBEHHOTO Ycnous TpeOyemast nokymeHnTauus Bun nponenypst
mpemapara (3a

HCKIIOUYCHUEM

OMOJIOTHYECKOTO),

3arparvBaroliee:

a) Omay wunm Oomee

OTHeNbHbIC OIlepaluu

npoiiecca MPOU3BOJCTBA

JIEKapCTBEHHOTO

npemnapara, BKJIOYas 1,2,3 11
COOTBETCTBYIOIHE

BHYTPHUIIPOU3BOICTBCHHEIC

KOHTpoiIu #  (WiIH)

AHATUTHYCCKUE METOIUKH

0) AHamuTHYECKHUE

METOIHMKH ISt

BCIIOMOTaTEJIbHBIX

BemecTB (TIPOMEKYTOUHBIX 1,2,3 II
OpoOAyKTOB) U (Wim)

JeKapCTBEHHOTO

npenapara

HoxymeHTauus

1. PesynbraThl uccmenoBaHmil pa3paboTKu Mpemapara U mporecca (BKII0UYasi OEHKY PUCKOB M MHOTOMEPHEIS
HCCIENOBAaHUS COOTBETCTBEHHO), MOITBEPXKOAIOMINE TO, YTO IOCTUTHYTO IIEIIOCTHOE MEXaHHCTHIEeCKOe
MMOHMMAaHMe TToKa3aTeNeil kadyecTBa MaTepHalIOB M TapaMeTPOB MpoIiecca Ha KPUTHIECKHE TapaMeTphl KauecTBa
JIEKapCTBEHHOTO Mpermapara.



2. Onrcanue MPOSKTHOTO MOJSA B TAOJMYHOM BHUJIE, BKIIOUAs TEPEMEHHBIC (CBOMCTBa MATCPHAIIOB M ITAPaMEeTPhI
poiiecca MPOU3BOJICTBA) U UX MpPEAIaraeMbie THAMa30HbI.

3. [TompaBKa K COOTBETCTBYIOIMIEMY(COOTBETCTBYIOIINM) pa3eiry(pa3aenaam) 10Che.

B.Il..x. 2 Bseneunune

MOCTPErUCTPAIMOHHOT O
MPOTOKOJIa YIpaBICHUS

Vcenosusa Tpebyemas moxkyMeHTanus Bug mporeaypsl
H3MCHECHUSIMH, peby Y p yp
3aTparuBarOMUMHA
JIEKapCTBEHHBIN Ipenapar
1,2,3 11

Hoxymentanus 1. [TogpoOHoe onucaHue npeanaraeMoro u3MeHeHus. 2. [IpoTokol yrnpaBiieHUs] H3MEHEHHAMH,
3aTparuBalOINMH JIEKapCTBEHHBIH npenapaT. 3. [lompaBka K COOTBETCTBYIOIEMY(COOTBETCTBYIONINM) pa3neiy(
paszenam) 10Che.

B.Il.>x. 3 MHckimrouyeHue

YTBEPXKIEHHOT O
MPOTOKOJNA YNPaBIEHUS
p yip VYcnoBus TpeOyemast nokymenrtauusi Bun npouenyps
W3MEHEHHAMU,
3aTparuBalOIIUMHU
JIEKapCTBEHHBIN IIpenapar
1 1 IA

VcnoBus

1. MHckmioueHne TOCTPETHCTPAIIMIOHHOTO TPOTOKOJA YIPaBICHUS WM3MEHEHUSMH, 3aTParuBaroIUMU
HeKapCTBCHHLIﬁ npenapaT, HC SBJISICTCA CICACTBUEM Here}IBI/II[eHHBIX CI/ITyaLII/Iﬁ HNJIIN HECOOTBCTCTBHUIA
cnenu(UKaNyy B X0/I€ BBEICHUS U3MCHCHHM, OMIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HA YTBEPIKIACHHBIC
CBEJCHHS, BKIIIOUYCHHBIE B JOCHE.

Hoxymenrarus 1. O60cHOBaHHUE MIPeTaraeMoro NCKIIOUYEHHS. 2.

B.Il..x. 4 UW3meHenus
YTBEPXKIEHHOTO
MPOTOKOJNA YTpPaBICHUS
H3MEHEHHSIMU

VYcnosus TpeOyemas nokymenrauus Bup npouenypst

a) 3HauMMble U3MEHEHUS
IIPOTOKOJIA yIIPAaBICHUS II
HM3MEHEHHUSIMHU

0) HesHnaunMmebie
U3MCHEHHUS MPOTOKOJa
YIPaBJICHUS H3MCHEHUSIMH,
KOTOpBIE HE H3MCHSIOT
CTpaTeruio, OMUCAHHYIO B
MIPOTOKOJIE

Hoxymentauus 1. [leknapanusi, 4ro m000e H3MEHEHHE YKIAABIBACTCS B JAMana3oH JEHCTBYIONIIUX
YTBEP)KACHHBIX KPUTEpUEB IpUeMIIeMOCTH. [IoMrMO 3TOTO0, NeKiapanys, 4YTO B OTHOIIEHHH OMOJIOTHYECKHX (
MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPETIapaToB HE TpeOyeTcs OIIEHKA COTOCTaBUMOCTH.

B.Il.x. 5 Peanuzanus
HU3MEHEHUH,
NpeayCMOTPEHHBIX
YTBEPKIAECHHBIM
MPOTOKOJIOM yIPABIICHUS
H3MCHEHUSIMU

VYcaosus Tpebyemast nokymenramust Bun mpoueaypst

a) Peanuzanus uaMeHeHus
HE TpebyeT



JIOMOJTHUTENbHBIX 1 1,2,4 1A
BCIIOMOTATEIBFHBIX JJAHHBIX

0) Peanuzarus n3aMeHEeHUS
TpeOyeT MOMOIHUTEIBHBIX 1,2,3,4 1B
BCIIOMOTATENIbHBIX JaHHBIX

B) Peanmzanmsi uaMeHeHUs

OHMOJIOTHYIECKOTO (

MMMYHOJIOTHUYECKOT0) 1,2,3,4,5 1B
JIEKapCTBEHHOTO

mpernapara

VYcnosus 1. [IpeanoxxeHHOE H3MEHEHNE OCYIIECTBIICHO B ITOJTHOM COOTBETCTBHHM C YTBEPKICHHBIM MPOTOKOIOM
yTpaBIIeHUs] U3MEHEHUSIMU, TpeOyrolliee HEMEIIEHHOTO YBEJOMIICHHUS TTOCIIE €T0 pealn3aluu.

JoxymeHTtanus

1. Ccputka Ha yTBEp)KACHHBIH IPOTOKOJ YIIPABICHHUS U3MEHEHHUSIMH.

2. Jlexnapanusi, YT0 U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY IPOTOKOJY YIPABICHUS U3MEHEHUS MU M 9TO
pe3ybTaThl UCCIEAOBAHUS YIOBIETBOPSIIOT KPUTEPHUSIM ITPUEMIIEMOCTH, OTOBOPEHHBIE B ITpoTokoie. [Tomumo
3TOT0, JEKJIAPAIHs TOTO, YTO B OTHOUICHNUH OMOJOTHYECKHX (MMMYHOJIOTHYECKHX ) JIEKapCTBEHHBIX IPEIapaToB
He TpeOyeTcs OIIeHKa COMTOCTaBUMOCTH.

3. Pesynbprarhl mccnenoBaHWNA, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KACHHBIM IPOTOKOJOM YIIPABICHUS
HM3MECHEHHSIMHU.

4. IompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eiy(pa3aenam) 10Che.

5. Konms yTBepKICHHBIX CIIEIU(UKAINN Ha JIEKapCTBCHHBIN TIpenapart.

b.11. 3 be3onmacHOCTh B OTHOIIEHWH ITOCTOPOHHUX Ar€HTOB

B.Il.3.1 OOGHOBNCHHE

napopmanun "OrneHKa

6e3omacHOCTH

OTHOCHUTEIBHO VYcnosus Tpebyemas nokymenrauus Bup npouenypst
MOCTOPOHHUX areHToB" (

pasnen 3.2.A.2

PETUCTPAIIOHHOTO JI0ChHE)

a) HccnenoBanus,

3aTparuBaroiiue

MIPOU3BOJICTBEHHBIE JTaIlbI,

W3y4YEHHBIE BIIEPBBIE Ha 1I
MpeIMeT OIHOTO WU

Ooiee  MMOCTOPOHHUX

arcHTOB

0) 3ameHa ycTapeBIINX
WCCIeT0BaHUM,
3aTparuBarpIuX
IIPOU3BOJICTBEHHBIC JTAIIbI
U TOCTOPOHHHE areHTEHI,
paHe€€ BKIIOYCHHBIC B

JIOCKLE
1. ¢ U3MeHEeHHEM OILICHKH I
PHCKOB
2. 0e3 U3MEHEHUS OLIEHKU

1,2,3 IB

PHUCKOB

JoxymeHTanus



1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pasaenaM) 10Che, BKIOYas BBEACHHE HOBBIX
WCCJICJIOBAHNM, HAMpPABICHHBIX HA HW3YYCHUE CIOCOOHOCTH MPOU3BOACTBEHHBIX 3TAllOB WHAKTHUBUPOBATH (
JIUMUHUPOBATH) IIOCTOPOHHUE arcHTEHI.

2. O00CHOBaHHUE TOTO, YTO UCCIICAOBAHMS HE H3MEHSIOT OICHKY PHCKOB.

3. [TompaBka k wHGOPMAIINHU O JIEKAPCTBEHHOM TIpernapaTte (€Ciiu MPIMEHUMO).

B.III Ceptudukar coorBercTBus EBponeiickoit @apmakonee (CEP) (mpu namuaun) (TI'3,
CTaTbU)

B.III.1 ITogauya HOBOrO MJIK

OOHOBJIEHHOTO

ceprudukara

COOTBETCTBHUA

EBponeiickoit ®apmakonee YciaoBus TpeOyemast nokymeHnrtauust Bun npouenyps
17897 HUCKIIOYEHHE

ceprudukara

COOTBETCTBUS

EBponeiickoii @apmakoriee

Ha ¢apmaneBTrueckyro
cyOctanmuio Ha ucxomusrit
MaTtepuan  (peakTuB,
MIPOMEXKYTOYHBIA TPOIYKT)
, UCTIOJIB3YEMBIIl B MpoIecc

OpOU3BOJCTBA
(dhapmaneBTHYECKOM
cybcTaHIUU Ha
BCIIOMOTATEIbHOE
BEILIECTBO

a) Ceptuduxar
COOTBETCTBUS

EBponeiickoit dapmakonee
COOTBETCTBYIOIIEH CTaThe
EBponeiickoii @apmakoren

1. HoBelit ceprudukar ot
paHee OTOOpPEHHOTO 1,2,3,4,5,6,9, 10 1,2,3,4,5 1A
TIPOU3BOIUTENS

2. OOHOBIEHHBI I
cepruduKaT OT paHee
0TOOpPEHHOTO
MIPOU3BOAUTEIS

1,2,3,4,6,10 1,2,3,4,5 1A

3. HoBslii cepTuduxar ot
HoBOorO mpoumsBoautens ( 1,2,3,4,5,6,9,10 1,2,3,4,5 1A
3aMeHa WK 100aBiIeHHe)

4. Uckniouenue

cepTudukaToB (eciu K
MaTepHaigy MNpHUIaraiuch
HECKOJIbKO CepTH(UKATOB)

8,10 3 1A

5. HoBwrit ceprudukar Ha
HECTEPHWIbHYIO aKTHBHYIO
(hapmaneBTHIECKYIO
cyOCcTaHIHUIO,
HOAJEXKaly o
UCIIOJIb30BAHUIO B



CTCPpUIBHOM
JICKapCTBCHHOM IIperapare
, IPX UCIIOJIB30BaAHUU BOIBI
Ha TIIOCICAHEM OTale
CHUHTEC3a, a B OTHOIICHUH
Mar€purajia HC 3asaBJICHO
OTCYTCTBHUC B HEM
OHIOOTOKCHHOB

0) Ceptuduxar
COOTBETCTBHUA
EBponeiickoit ®apmakonen
no TT'D Ha axkTuUBHYIO
(hapManeBTHIECKYIO
cyOcTaHINIO (MCXOIHBIN
MaTepuana, pEakTHus,
MPOMEXKYTOYHBIH TPOIYKT)
BCIIOMOTAaTeJIbHOE
BEIIIECTBO

1. HoBwiit ceprudukar Ha
AKTHUBHY IO
(hapMaIeBTHYECKYIO
CyOCTaHIIMIO OT HOBOTO
WM paHee 0J100pEeHHOr0
MIPOU3BOAUTEIS

2. HoBwiii cepTudukar Ha
(hapMaIeBTHYECKYIO
cyOcTaHIMI0 (MCXOTHBIN
MaTepual, PpeaKTHB,

TIPOMEXKYTOYHEIA TPOIyKT) 3, 6, 7, 10

BCIIOMOTATEIbHOE
BEIIECTBO OT HOBOT'O WIIH
paHee OJ0OpPEHHOTO
MIPOU3BOIUTEIS

3. OOHOBIECHHBIN
ceptudukar oOT paHee
0T00pEHHOTO
MMPOU3BOAUTCIIA

4. Uckniouyenue

cepTudHUKATOB (ecuu K
MaTepHaigy NpHIarainuch
HECKOJIbKO CepTH(UKATOB)

5. HoBslil (0OHOBIIEHHBIH)
cepTudUKaT OT paHee
0100peHHOTO (HOBOTO)
IPOU3BOAHUTENS,
MCIOJB3YIOIIETO
Marepualibl 4eI0BeYECKOro
UIu XKHUBOTHOTO
NPOUCXOXKACHUSA, B
OTHOIIEGHUH KOTOPBIX
TpeOyeTcs OIeHKa Ha
npeaMer pucka

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1B

IA

IA

IA

IA

II



NOTEHIIMAIbHOMI
KOHTaMHUHAaIUU
TTIOCTOPOHHUMH areHTaMH

VYcenosus

1. Cnenudukaiyy Ha BBITYCK M Ha KOHEI| CPOKa FOAHOCTH JIEKaPCTBEHHOI'O TpenapaTa He U3MEHSIOTCS.

2. HenzmeHneHHble (MCKITIOYas yKeCTOUCHHE) AOMOIHUTENbHbIE (K I'ocynapcTBenHol Papmakonee PecryOmmku
Kazaxcran) cnenuukanyy Ha npuMecH (MCKIII0Yas OCTaTOYHbIE PACTBOPHUTEIH, IIPH YCIOBUH X COOTBETCTBHUS
TpeboBanusaM PecnyOnuku Kazaxcran) mpoaykT-cnenuguyHble TpeOoBaHUs (HarmpuMep, NpoGuiIn pa3MepoB
YacTHII, TOJIMMOP(HBIE (POPMBEI), €CITH TPUMEHHUMO.

3. Ilpomecc mpouW3BOJCTBA aKTHBHOW (hapMaleBTUYECKOW CyOCTaHIIMM, MCXOJHOTO Marepuana (peakTuBa,
MIPOMEKYTOYHOTO MPOAYKTa) HE BKIIOYAECT HCIOIHb30BAHHE MATEPHAIOB YEIOBEYECKOTO WM JKHBOTHOTO
TIPOMCXOXKACHUSL, TSI KOTOPBIX TpeOyeTcst MpOaHATM3UPOBATh JaHHBIE O BUPYCHOH O€30MacHOCTH.

4. VIcKnrouuTenbHO A aKTHBHOW (hapMarieBTH4eckoi cyOCTaHIMM: OHA OyJeT MCHBITaHA HETOCPEICTBEHHO
Tepe]] MCIOIb30BaHNEM, €CIH IIEPHOJ MOBTOPHOTO HCIBITAHHWS HE BKIIOYEH B CEPTU(HUKAT COOTBETCTBHSA
EBporneiickoit ®@apmakoree Win JaHHbIE, 000CHOBBIBAIOIIE TIEPHOJI TOBTOPHOTO HCIIBITAHUS, YIKE HE BKIIIOYCHBI
B JIOCBE.

5. AktuBHas (apmaieBTHUecKas CyOCTaHIMs (MCXOIHBIH MarepHal, peakTHB, MPOMEKYTOUYHBIH MPOIYKT)
BCIIOMOT'aTEIIbHOE BEIIECTBO HECTEPHIIBHEI.

6. PacturenbHble (apManeBTHUECKUE CyOCTaHIMHU: CrIOCO0 MpPOU3BOJACTBA, (PHU3MUYECKOE COCTOSHUE,
9KCTParupyIomuii pacTBOPUTENL U KOIPPHUIUESHT SIKCTPAKIINH JIEKAPCTBEHHOTO CPEJICTBA HE M3MEHSIOTCS.

7. Ecnu cocraBe IeKapCTBEHHOrO Ipenapara A IapeHTEepalbHOIO BBEJCHUS MCIONb3YeTCS JKENaTHH,
MIPOM3BEJCHHBIII M3 KOCTEH, €ro MpPOM3BOJCTBO OCYIIECTBISETCS HCKIIOYUTEIBHO B COOTBETCTBHH C
TpeOOBaHUSIMH COOTBETCTBYIOIICH CTPAHBbI.

8. B nocbe ocraercs, 1Mo MeHbLIEH Mepe, OMH MPOU3BOUTENH ATOH CYyOCTaHIINH.

9. Eciim axtuBHast QapmaneBTHueckas CyOCTaHIMSI HeCTepHbHA, HO OyJeT HCIIONb30BaThCs B COCTaBE
CTEPHIIBHOTO JICKApCTBEHHOTO IIpenapara, Toraa, B coorsercTsuu ¢ CEP, Ha mocienHem sTarne cHHTE3a HEIb3s
WCIONIB30BaTh BOJY HJIHM, €CIH TaKoe MPOMCXOIHUT, HEOOXOIMMO OOECHEeYUTh OTCYTCTBHE OaKTepHAIbHBIX
SHJOTOKCHHOB B aKTUBHOH (papMalieBTHYECKON CyOCTaHIMH.

10. N3menenne He TpeOyeT ONEHKH 0€30IacHOCTH, KadecTBa U 3(P(PEKTUBHOCTH U COOTHOIICHHUS TOJIb3a-PUCK
JIEKapCTBEHHOTO CPE/ICTBA (CIIeNNAIM3UPOBAHHAs SKCIIEPTH3A).

JoxymeHTtanus

1. Konust nefictByromero (0OHOBIEHHOT0) cepTuduKara coorBercTBusi EBpomneiickoit ®@apmakoree.

2. IIpn nobaBneHNH MPOM3BOACTBEHHON TUIOMIAAKH — B (DOpME 3asiBICHHS O BHECEHHH U3MEHEHNH HE00X0 MO
YeTKO 0003HAUNTh "3aperHCTPHPOBAHHBIX" M "mpearaeMbIx" MPOM3BOAMTENCH, Kak yKazaHO B paszgeine 2.5
(hOpMBI 3asIBICHHUS.

3. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3/ieiry(pa3aenam) JOChe.

4. Ecnu MpUMEHNMO, TOKYMEHT, COZIEPXKallUii CBEACHHS O BCEX MaTephaax, BXOAAMHNX B cepy NMPUMEHEHUS
cratbu ['ocymapctBenHoit @apmakonee Pecnybnmmkm KazaxcraH mo MHUHHMHU3AIUM PHCKa MEpeJadd areHTOB
rybuaToif sHIE(aIonaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIPEMapaToB ISl MEIUIMHCKOTO M
BETCPUHAPHOTO MPHUMEHEHHUs, BKIIOYas HCIONb3yeMble B IPOH3BOJICTBE AaKTHBHBIE (hapMalleBTHUECKON
cyOcTaHIMY (BCIIOMOTATEIFHOTO BellecTBa). [ KaKaoro Takoro poja Marepuana HeoOXOIUMO IPeNCTaBUTh
CIeIyIOlUe CBEACHUSA: HAa3BaHUE MPOU3BOAUTEINS;, BUJ KUBOTHBIX U TKaHU, U3 KOTOPBIX MOIYy4YEH MaTepua;
CTpaHa MIPOUCXOKICHUS )KUBOTHBIX U €r0 HCIOJIb30BaHHUE.

5. B oTHOmIeHMN aKTHUBHOH (apManeBTHYECKOI CyOCTaHIMM: JEKiIapanusi yoJTHOMOYEHHOTO JIMIA KaXJ0Tro
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asIBICHHUH, HCIIOIB3YIOIIETO aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMIO B KadecTBE MCXOZHOTO MaTepHana, W YHNOTHOMOYEHHOIO JIMIA KaKIOTO JHIEH3UPOBAaHHOTO
MIPOU3BOJUTENS, YKa3aHHOTO B 3asBJICHHMHM B KadeCTBE OTBETCTBEHHOTO 3a BBINMYCK cepuil. B mexmapanmsax
HEOOXOMMO YKa3aTh, YTO MPOM3BOJAMUTENb(IPOU3BOJIUTENN) aKTHBHOW (apMaleBTUYeCKOil cyOcTaHIuy,
yKa3zaHHBIH(YKa3aHHbIE) B 3asBJICHHM, OCYLIECTBIACT(OCYIIECTBISIOT) CBOIO JEATEIBHOCTh B COOTBETCTBHHU C
[IpaBuinaMu Hamexamed NMPOWU3BOACTBEHHOW mpakTHkH PecryOnmkm KazaxcraH B OTHOIIEHHM HCXOJHBIX
MaTtepuanoB. [Ipu ompeneneHHBIX OOCTOSTENbCTBAX MOIYCKAeTCs IPEACTAaBIATh OJHY JEKJIapanuio (CM.
npumeyanune K n3menenuio b.11.6.1). Ecnu 3aTparusatorcst kakne-1100 0OHOBIICHHUS CepTH(PHUKATOB Ha aKTHBHBIC



(apManeBTHYECKHE CYOCTAaHIIMM W TPOMEXYTOYHBIE TMPOJYKTHI, OT IPOM3BOJUTEICH NPOMEKYTOYHBIX
MIPOYKTOB TaK)Xe TPeOyeTcs ACKIApaLisl yIIOJTHOMOYEHHOTO JIMIIA; JeKJIapanys YIOJIHOMOYSHHOTO JINIA Hy)KHa,
JUIIb €CIM II0 CPaBHEHWIO C paHEe 3aperucTPUpPOBAHHOW Bepcueil cepTudukaTa mMmeeTrcs H3MEHEHHE
JEWCTBYIOIINX, BKIFOUEHHBIX B IEPEUCHDb IIPON3BOICTBEHHBIX IIIOMIAIO0K.

B.111.2 3meHenus B 1eisax

COOTBETCTBHA

Tl'ocynmapcrBenHoit Ycnosus TpeOyemast nokymeHTanusi Bun npomenypsr
®dapmakornee PecrryOmku

Kasaxcran

a) N3smeHeHUE
cnenupUKaUU (
crenudukanuit) paHee
HedapMakomneiHon
cyOcTaHIIUM B IENAX
COOTBETCTBUS
T'ocynapctBenHoOM
dapmakonee PecryOnmkn
Kazaxcran

1. AKTUBHOMU
(dhapmaneBTHYECKOM 1,2,3,4,5 1,2,3,4 1A
cyOcTaHIuH

2. BcrmomorartenpbHOTO

BemecTBa (MCXOIHOTO

Marepuana) axkTuBHoro 1,2,4 1,2,3,4 1A
(hapmaneBTHYECKOM

cyOcTaHIuH

0) M3MeHeHus B Iensax

COOTBETCTBUA

OOHOBJCHHOU

COOTBETCTBYIOILEH cTatbe 1,2,4,5 1,2,3,4 1A
Tl'ocynapcTBenHolt

®dapmakomnee PecrryOmmku

Kazaxcran

B) N3meHnenue

crienupuKanui c

T'ocynapctBeHHOM 1,4,5 1,2,3,4 1A
®dapmakomnee PecrryOmku

Kasaxcran

VYcnosus

1. I3MeHeHne OCyIIEeCTBISIETCSI HCKIIIOYUTENLHO B LIEJISIX MOJHOTO COOTBETCTBUS (hapmakornee. Bee ucneitanus B
crenu(UKalMd COOTBETCTBYET (papMaKomeWHOMY CTAaHAAPTY IOCiEe M3MEHEHHs, 3a HCKIIOYCHHEM JIOOBIX
JIOTIOJTHUTEIBHBIX BCIIOMOTaTEIIbHBIX HCTIBITAHHH.

2. JlononHuTenpHBIE K (apMakonee crnenu(UKalu Ha NPOIYKT-Crelu(HUIHbIE CBOWCTBA HE MU3MEHSIOTCS (
Hanpumep, npoduian pasMepoB dacTHi, noaumopdras dopma win, K IpUMepy, OHOIOTHYECKHE METOAUKH,
arperarTsl).

3. 3HayMMble W3MEHEHUS KadeCTBEHHOTO WM KOJIMYECTBEHHOro Mpodmiel IpuMeced OTCYTCTBYIOT (3a
HCKITIOUEHHUEM Y>KECTOUCHHS Creri(puKanuii).

4. lonomHAUTENbHAS BAIMAALNS HOBOW WIIM M3MEHEHHOU (hapMaKOIeHHONW METOANKY He TpeOyeTcs..

5. PacturenpHbIe (hapMalieBTHUECKHE CyOCTaHIINMU: CTIOCO0 MMPOU3BOACTBA, PU3HMUECKOE COCTOSHUE, SKCTPAreHT 1
K03((UINEHT 3KCTPAKINHU JIEKAPCTBEHHOTO CPEACTBA HE N3MEHSIOTCH.

JoxymeHTanus



1. TTommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIIMM) pa3jieiry(pasienaM) T0Cke.

2. CpaBHUTEIbHAS Ta0IHIA TEKYIIUX U IPEATIAracMbIX CIeIUDUKAIIIA.

3. NauHble aHanu3a cepuii (B hopMaTe CpaBHUTEIHHON TAaOIHIIBI), IO MEHBICH Mepe, NBYX MPOMBIIUICHHBIX
CepUil COOTBETCTBYIONICH CyOCTaHIHMH (BEHMIECTBA) IO BCEM HCIBITAHWSIM HOBOH CHCHU(BUKANNH U,
JIOTIOJTHUTENFHO, €CIM MPUMEHUMO, PE3yJIbTaThl TECTA CPABHUTEIHHON KUHETUKU PACTBOPEHHMS, [0 MEHbBIICH
Mepe, OJHOU OIBITHO-MPOMBIIIJICHHOW CEepHU JIEKApCTBEHHOTO TMpernapara. B OTHOIICHUH JIEKapCTBEHHBIX
pacTHUTENILHBIX TPENapaToB JOCTATOYHbI JAHHBIE CPABHUTEIHLHOMN pachaaeMOCTH.

4. lanHble, NOATBEPKIAIOIINE TPUTOIHOCTD CTAThH Ul KOHTPOJIS KauecTBa CyOCTaHIIMU, HATIpUMEp, CPaBHEHHE
MOTEHIMATIBHBIX IPUMECEH C MPUMEYaHUEM MPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menunmackue u3nenus

b.IV.1  U3menenue
U3MEPSAIOIIETO H3AENUS Y CIOBUS Tpebyemast nokymenTamust Bun mpouemaypst
WJIY M3JETTHS AJIs1 BBEACHUS

a) JlobaByieHue wiy 3aMeHa
U3JICTHSL, HE SIBIISIFOIIETOCS
YacThI0  TEPBUIHON
YIIAKOBKH

1. MeauiuHcKue u3aenus, 1.2.3.5.6 12,3 A
3apeructpupoBanssie B PK

2. Cneiicepsl JO3UPYIOLIIX
HHTABITOPOB WIH IPyTroro
YCTpOMCTBA, KOTOpPBIE
OKa3bIBaeT CYLIECTBEHHOE
BIIMSIHAE Ha JOCTaBKY
(apManeBTHYECKON
cyOcranmum mpemapata (
Hampumep, HeOymaizep)

II

0) UckmroueHue usgenus 4 1,4 1A

B) JloOaBiieHrne Wi 3aMeHa
U3NIETHs, SBIIAIOIIErOCs
4acThl0  [EPBUYHOU
YIaKOBKH

II

VcnoBus

1. IpennmaraemMoe w3MepsIONIee HU3SIHE TOYHO OTMEPHUBAET HEOOXOOUMYIO 03y paccMaTpuBaeMoro
JIEKapCTBEHHOTO Iperapara COTIaCHO O0OPEeHHOMY CIIOCO0Y MPHMEHEHUS, PEACTaBIIeT Pe3yIbTaThl TAKUX
HCCJICTOBaHMIM.

2. HoBoe n3nienne COBMECTHMO C JIEKaPCTBEHHBIM TIPETIapaToM.

3. I3MeHeHne He IPUBOAUTCS K 3HAYMMOMY U3MEHEHUIO MH(DOPMAITHH O JIEKapCTBEHHOM IIperapare.

4. JlekapCTBEHHBIN TIpenapaT MOXKHO MIPOJOIDKATh TOYHO JT03UPOBATH.

5. MenmunuHCKOe U3/IeNre He UCTIONb3YeTCsS B Ka9eCTBE PACTBOPUTEIIS JIGKAPCTBEHHOTO TIpenapaTra.

6. Eciii iperycMoTpera u3MepuTensHas (pyHKIHNS, OHa BKIFOYASTCSI B JJOChE TAKOTO U3/ICIIHS.

JoxyMeHTanus

1. [TompaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIONIMM) pa3aeiay(pasaeiiamM) 10Cche, BKIOYas MOAPOOHBIH 3CKU3
U COCTaB MaTepHaja U3ICNus M NOCTAaBIIUKA, €CIU MPUMEHHMO, a TaKKe COOTBETCTBYIOLIMHA IIEPECMOTpP
WH(POPMAIIUH O JIEKAPCTBEHHOM TIpernapare.

2. [loaTBepkeHNe perucTpalu MEAUIIMHCKOTO n3ienus B Pecrrybimke Kazaxcras.

3. O6pa31Bl HOBOTO U3JIEIHS, €CIIU IPUMEHHUMO.

4. O00CHOBaHUE UCKITFOUCHUS H3ICIIHS.



IMpumeuanue: Jdns B.IV.1.B) — ecau u3MeHeHHE NPHUBOJUT K "OOpa3oBaHHIO HOBOW
JIeKapCcTBEHHON (OpMEI", TO Takoe HW3MEHEHHWe TpeOyeT IoJaud 3asBICHUS O
paclIMpeHNH PEerucTpannm.

b. V Buecenuss m3MeHeHUl B PETUCTPAIIMOHHOE JI0ChE, OOYCIOBICHHBIE WHBIMU
PETYISATOPHBIMHU MPOLIEAYPAMU
B.V. a) MOII (M®BA)

b.V.a.l Bkiwouenue
HOBOT0, OOHOBJIEHHOT'O
WM HCIPABICHHOTO
Macrtep-(aiia rasMsl B
PErUCTPaIMOHHOE JIOChE
JeKapCTBEHHOTO
npemnapara (mpoieaypa
M®II 2-ro »ramna)

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) IlepBoe BxIIOUYCHHUE

HOBOTO Mactep-(haiina

MJa3Mbl, BIHSIONIETO Ha 11
CBOWCTBA JICKAPCTBEHHOTO

nperapara

6) IlepBoe BKIIOUEHHE

HOBOTO Mactep-(aiina

TJ1a3Mbl, HE BJIMSIONIETO Ha 1,2,3,4 1B
CBOWCTBA JICKAPCTBEHHOTO

mperapara

B) Bxniouenue

OOHOBJIEHHOTO (

HCIPaBIEHHOTO)

MacTtep-daiiia TUTa3MBbI: 1,2,3,4 1B
W3MCHCHHUS BIHAIOT Ha

CBOWCTBA JIEKAPCTBEHHOTO

mpermapara

r) BknrodeHue

O0OHOBJIEHHOTO (

HCIPaBICHHOTO)

Macrtep-daitma tmasmer: 1 1,2,3,4 1A
WU3MCHEHUS HE BIUSIOT Ha

CBONCTBA JIEKAPCTBEHHOT'O

npenapara

VYcnosus 1. Ha o6HOBneHHBIH nin n3MeHeHHBIH M®II BbnaH cepTH(UKAT COOTBETCTBHSA 3aKOHOAATEIBCTBY
Pecny6mmku Kazaxcras.

JoxyMeHTanus

1. dexnapauwusi, uto cepruurar M®@II u sKCriepTHBIA OTYET MMOJHOCTHIO MPUMEHUMBI K 3apErHCTPUPOBAHHOMY
JICKapCTBEHHOMY Ipenapary, aepxkarenis MOII npeacrasmn nepxkarento PY (ecmu aepxkarens PY u nepxkatens
M®II He SBIAIOTCS OTHUM M TeM ke Jurom) ceptudukar MOII, sxcnepTHBIA oTYeT U gocke Ha MOII,
ceprupukar MOII u 3KCIEPTHBHIA OTUET 3aMEHSIOT HPEABIAYIIYI0 NoKyMmeHTanuio Ha M®II mist manHOTO
JIEKapCTBEHHOI'O IIpenapara.

2. Cepruduxar MOII u S5KCIEpTHEII OTUYET.

3. Jexmapamus SKCIIepTa, XapaKTepH3ymollas BCE BBOJUMBIC C HOMOIIBIO ceprudunupoBanHoro MOII
W3MEHEHUS M OLEHUBAIOIIAsl UX NOTEHLUUAJIbHOE BIIMSHHME HA JIEKAPCTBEHHBIC IPENApaThl, BKIOYAsl OLEHKU
MPOAYKT-CIEIN(PUIHBIX PUCKOB.



4. B ¢opme 3asBiIeHHsT O BHECEHHH M3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NedcTByIomuil" 1 "mpeyiaraeMpli
" cepruduxar MOPII (HOMep KoIa) B pEerHCTPAlMOHHOM JIoche. Eciam mpumeHmMo, B (opMe 3asBICHUS O
BHECEHHM M3MEHEHUH TakKe YeTKO MepeducinuTh Bce npourne M®PII, Ha KOTOpble CChLIAETCS JIEKApCTBEHHBIN

npenapar, JaxKe €CJIM OHU HE SABJIAIOTCS MMPEAMETOM 3asIBJICHUA.

b.V.a. 2 BkiwoueHue

HOBOTO, OOHOBJIEHHOT'O

WO HCIPABICHHOTO

MacTep-Qaiiyia BAKIIHHHOTO

anturena (naisee - MOBA) YcioBust Tpebyemast nokymenrtamust Bun mpouemaypst
B PETUCTPALMOHHOE 10ChEe

JeKapCTBEHHOTO

npenapara (mporeaypa

M®BA 2-ro sTama)

a) IlepBoe BKIIOUEHUE

HOBOTO Mactep-(aiina 11
BaKIMHHOTO aHTUTCHA

0) Bxniouenue
0OHOBIEHHOTO (
HCIPaBICHHOTO)
Mactep-(aiina BaKIIMHHOTO 1.2.3.4 B
AHTUTCHA: W3MEHEHUs

BIUSIOT Ha CBOWCTBA

JEeKapCTBEHHOTO

mpenapara

B) BxnroueHnue
O0OHOBJIEHHOTO (
HCIPaBICHHOTO)
MacTep-daiiyia BAKIIHHHOTO 1,2,3.4 A
aHTUTCHA: U3MCHCHUS HE

BIMAIOT Ha CBOMCTBA

JeKapCTBEHHOIO

mpernapara
Ycnosus 1.

JoxyMeHTanus

1. dexnapanus, uro cepruduxar MOBA 1 3KCIIEpTHBIH OTYET MOJHOCTHIO MPUMEHUMBI K 3apETrHCTPUPOBAHHOMY
JIeKapCTBEHHOMY Ipenapary, aepxarenb MOBA npencTaBui aepikarento perncTpaiuoHHOTO yI0CTOBEpEHHS (
€CITH JIeprKaTelb PErHCTPalMOHHOTO YI0CTOBEpeHH U iepkatenb MMOBA He SBISIOTCS OJHAM M TEM K€ JIUIIOM)
ceprudpuxar MDBA, sxcneptHeid otder U gocke Ha M®DBA, ceptudukar MOBA u 3KCHEpTHBIA OTYET
3aMEHSIOT NPEbIAYLYI0 JoKyMeHTauuo Ha MOBA ju1d JaHHOTO JIEKapCTBEHHOI'O IIpernapara.

2. Cepruduxatr MOBA 1 SKCIIEpTHBIN OTYET.

3. Hexmapamusi 3KCHepTa, XapakTepusylolas BCE BBOAUMBEIC C MOMOIIBIO cepTuduimpoBanHoro MOBA
W3MEHEHNUS U OICHMBAIOINAs WX MOTCHLIMAIbHOE BIMSHUE Ha JIEKApCTBEHHBIC IPENapaThbl, BKIIOUYasl OLIEHKU
MPOIYKT-CHENN(PUUHBIX PUCKOB.

4. B ¢opme 3asiBiieHHsI O BHECEHHH U3MEHEHHI HEOOXOIMMO YETKO OTPa3uTh "ecTByomuil" 1 "npeiaraeMplii
" ceprupuxkar MOBA (HOMep Koza) B PETHCTPAIMOHHOM Joche. Ecinu nmpuMenumo, B (Gopme 3asBiICHHUS O
BHECEHMH M3MEHEHUH TakXe 4eTKO MepeyrciauTh Bee nmpourne MOPBA, Ha KoTophle cchlaeTcs JIEKapCTBEHHBIN
Mpemnapar, Jaxke €CIIU OHU He SBJIAIOTCS MPEAMETOM 3asIBICHUS.

b. V.1 BHecenus m3MeHeHHI B peTHCTPAalMOHHOE Jocke, obycnoBienHbie nepexony OTII B ¢opmar OTH (
MIPEIOCTABIISAETCS TTOTHBIA MOAYNH 1-3)

B.V. BHecenns nsmMeHeHui
B PErHCTPAIIMOHHOE JI0ChE,



00YCIIOBIICHHBIE TIEpeX0y Y CIIOBHA TpeOyemast nokyMeHTanust Bun nponenypsl
OTII B popmar OT/]

Tun 11 Tun 11
B. U3menenue 6e3onacHoctd, 3PEKTUBHOCTH U (hapMaKoOHAI30pa
B.I JIekapcTBeHHbBIE IpenapaThl JjIsl MEAUIUHCKOTO IPUMEHEHUS

B.I.1 U3meHenue obuieit
XapaKTepUCTUKHU
BOCIIPOM3BEACHHOTO (
TUOpHUIHOTO,
OHMOaHATOTHYHOTO)
JIEKapCTBEHHOTO VYcnosus TpeOyemas nokymenrtauus Bun nponenypst
npenapara I1ocjie OLEeHKH
TOTO0 K€ HW3MEHEHHS
pebepeHTHOTO
JE€KapCTBEHHOTO
npemnapara

a) Peannzanus usmeHeHusi(

WU3MEHEHUiT), B OTHOILCHUH

KOTOPOTO(KOTOPHIX) OT

aepxxarens

pPETUCTPAIMOHHOTO 1,2,3,4,5 IB
YAOCTOBEPEHHUS  HE

TpeOyeTcss TPECTABIAThH

HOBBIC [IOTIOJHUTEIBHBIC

JaHHbIC

6) Peanmmzanus n3meHeHus(
H3MEHEHHI), TpeOyoLx
npeacTaBICHUS
nepxareneM PY HOBBIX m
JIOTIOTHUTEIBHBIX JaHHBIX,

000CHOBBIBAIOIINX TAaKHUE

W3MeHeHHs (Hampumep,

COIIOCTaBUMOCTb)

JoxymeHTtauus

1. IIpunoxeHHOEe K CONPOBOIUTENLHOMY MUCHMY 3a8BJICHHS O BHECEHUU M3MEHEHUN: 3aIpOC HAUOHAIBHOIO
YIIOJTHOMOYEHHOTO OpraHa (eciy MPpUMEHHIMO).

2. TlepecmorpeHHast mH(poOpManus O JICKApCTBEHHOM Ipernapare (OOHOBIIEHHAs KpaTKas XapaKTepUCTHKa

JIEKapCTBEHHOTO TpeTnapaTa, HHCTPYKIHUIO [0 MEUINHCKOMY TPHUMEHEHHIO (JIMCTOK-BKJIABIIN)).

3. Jlexmapamyst 0 TOM, 4TO B ITPOEKTAX OOIIEH XapaKTEpPUCTHKE JICKApCTBEHHOTO MpenapaTa ¥ HHCTPYKIUHU TI0
MEIUIUHCKOMY TPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (JTrcToK-BKiansim) (nanee — OXJII u Unctpykmms JIC
) BOCHPOH3BEICHHOI0, THOPHUIHOIO WM OHOAHAIOTMYHOro (OHOMOZOOHOr0) JCKApCTBEHHOTO IIperapara

orcyTcTBYIOT oTimuusi ot neiictByromux OXJIII u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)

JIEKapCTBEHHOT'O MpernapaTa, 3a MCKIIOUEHHEM OTIMYMi MH(POPMALUU O MPOM3BOJHUTENE, CPOKE TOIHOCTH,

COCTaBE BCIIOMOTATEJIFHBIX BEIIECTB HE3HAUYMMBbIE Pa3INiMs B OMOAOCTYITHOCTH WM (papMaKOKHHETHKE.

4. TloctpoyHoe (pacrmoyiOKEHHOE NapaiebHO Ha OJHOM Jiucte) cpaBHeHue neictByromux OXIJII u

Wnctpyknun JIC opuruHamsHOTO (pedepeHTHOro) JiekapcTBeHHoro mnpemnapara ¥ npoektoB OXJII wu

Wuctpykiun JIC BoCIIpOn3BEICHHOTO, THOPUIHOTO WIH OMOAHATOTHYHOTO (OMOMOIO0HOT0) JIEKapCTBEHHOTO
rpenapara ¢ BbIZIEJICHHEM H 000CHOBaHNUEM BCEX OTIHMUHUH.

5. BenomMocTh U3MEHEHHHM C YKa3aHMEM IOCTPOYHO PACIHOJIOKEHHOI'O CPAaBHEHUS BHOCHMBIX M3MEHEHHUU C

YTBEP)KIACHHON BEPCUEH.



B.I.2 N3menenue (
U3MCHEHHs)  00mei
XapaKTEepUCTUKHU
JeKapCTBEHHOTO
rpernapara, HallpaBJICHHOE
(HampaBneHHBIE)  HA VcnoBus Tpebyemast nokymenTamusi Bun mpouemaypsl
peanuzanuio pesyibTaTa
npouenypsl,
3arparuBaroiei (manee -
[TOOB) 150 971
MTOCTPETUCTPAIIIOHHOE
HCCIeJOBAHHUE
06e30IMacHOCTH

a) Buecenue

bopMyIHpPOBKH,

COTJIACOBAHHOM 1 1 1A
YIOJHOMOYEHHBIM

OpraHom

0) BHeceHne m3MeHeHUH,

TpeOyomux

NpeaCcTaBICHUS

nepxareneM PY HOBBIX 2 2,3,4,5 11
JIOTIOJTHUTEJIBHBIX JAHHBIX,

00OCHOBBIBAIOIINX TaKHE

HN3MECHEHUS

Ycnosus

1. N3menenne peanusyeT GpopMyInpoBKy, 3aTpeOOBaHHYIO YITOTHOMOUYEHHBIM OpPraHOM, W He TpeOyeT momadu
JIOTIOTHUTEIBHBIX CBEICHUH U (MJIH) AajdbHEHIIEH SKCTIEPTHU3HI.

2. besomacHOCT, NIpPHUMEHEHMs IIperapaTa COXpaHAETCS U IOATBEPXKIAETCS NaHHBIMH KIMHUYECKHX
HCCIIeIOBaHUN, KINMHUYECKOH 6e3omacHocTH. [IpeacTaBnsercs UX MOATBEPKACHUS.

JoxymeHTauus

1. IlpunokeHHOE K CONPOBOIUTEIHHOMY IHCHMY 3asBJICHHS] O BHECEHHH M3MEHEHHUI: CChUIKA Ha coriameHue (
OLICHKY) YTTOTHOMOYEHHOT'O OpraHa.

2. OObsicHEeHHs TIPUYMHBI J00aBIEHUS HOBOrO (HOBBIX) HpEROCTEpexeHus (IMperocTepexeHnii) moOoIHbIX
JEeWCTBHH W 3asIBJIICHHE TOTO, YTO 0€30MaCHOCTh IPUMEHEHHS TIpenapaTa COXpaHsIeTcs.

3. IlepecmoTpeHHas nmHGpOpManus O JEKapCTBEHHOM Ipenapare (OOHOBICHHAs KpaTKas XapaKTepHUCTHKa
JIEKapCTBEHHOTO MpemnapaTa, HHCTPYKIHUIO [0 MEAUIMHCKOMY IPUMEHEHHIO (JIMCTOK-BKJIABIIN)).

4. [IOOB mmu moCTpEeTNCTPAIIHOHHBIE HCCIIEOBaHNE Oe30MaCHOCTH, OTPAKAIOIINE BHOCHMEIE N3MCHEHHS.

5. BenomMocTh M3MEHEHHH C YKa3aHMEM IOCTPOYHO PAaCHOJIOKEHHOI'O CPaBHEHUS BHOCHUMBIX H3MEHEHHUU C
YTBEP)KIACHHOW BEPCUEM.

B.I1.3 N3meHeHnus,
3aKiovyapiuecs B
3HAYMMOM HW3MEHCHUH
o0meil xapaKTepUCTUKH
JEKapCTBEHHOTO
npenapara BCJIEACTBUE  YCIIOBUS Tpebyemast qokyMeHTalust Bu mporeaypbt
HOBBIX JaHHBIX IO
Kau4eCTBY, JOKIHHUICCKHM
, KIMHIYECKUM JTaHHBIM
HITHT TaHHBIM
(hapmakoHagzopa

II



9TO M3MEHEHHE HE MPUMEHSETCS, €CIH HOBBIC AAHHBIC ITOJAHBI B COOTBETCTBHH C
m3mernenneM B.[.12. B Ttakux ciaydasx u3MeHeHHE OOIIeH XapaKTEepUCTHKH
JIEKApCTBEHHOTO Iperapara, MapKHUpPOBKH M IOMajaeT noj cdepy NmpUMEHEHUs
n3meHeHus B.1.12.

IIpumeuanue:

B.1.4 U3menenue ycnoBuil
OTIYCKa JIEKAPCTBEHHOI'O Y CIOBUS Tpebyemast nokymenramust Bun mpoueaypsl
npenapara

a) BocnpounsseneHHbIX (

TUOPUIHBIX,

OMOaHAJTOTUIHBIX )

JeKapCTBEHHBIX

npenaparon mocjue 1 1,2,6,7,8 1B
U3MEHEHUs  yCIOBUH

OTIyCKa peQepeHTHOTO

JEeKapCTBEHHOTO

mperapara

6) UHble TNpUYUHB
W3MEHEHUS  YCIOBUH 1 2,3,4,5 1I
OTITyCKa

VYcnosus 1. besomacHOCTh MpUMEHEHHS TIpenapaTa COXpaHsaeTCs

JoxymeHranus

1. [ToaTBepkaeHNne N3MEHEHUs! YCIOBUI OTIYCKa pedepeHTHOro JIEKapCTBEHHOTO MpernapaTa, MPHI0KEeHHOe K
COIPOBO/INTEILHOMY ITUCHEMY 3asIBJICHHSI O BHECCHUH N3MEHEHHH.

2. IlepecmoTpeHHast MHpOpPManUs O JIEKApCTBEHHOM mpenapare (OOHOBJIEHHas oOmias XapakTepHCTHKa
JIEKapCTBEHHOTO TIperapaTa, HHCTPYKIUS 110 MEJUIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIAIBIIT ), MADKHPOBKA).

3. OObsCHEHHST NPUYUHBI U3MEHEHUS yCIOBUI OTITyCKa M 3asBJICHHE TOTO, YTO 0€301MacHOCTh HMPUMEHEHHS
rpenapara coxXpaHs;eTcsl.

4. JlaHHbIE KIMHUYECKHUX UCCIEOBaHNH, OCTPETUCTPALIIOHHBIX NCCIIEIOBAaHNUH; TaHHBIE ()apMaKOHAA30pa.

5. JIoKyMeHT, NOATBEPKAAIOIINN N3MEHEHHE YCIOBHI OTIyCKa B CTPaHE-NIPOM3BOAUTENS (OT PETYJISTOPHOIO
OpraHa).

6. Jlexmaparyst 0 TOM, 4TO B ITPOEKTaX OOIIEH XapaKTEPUCTHKE JICKApCTBEHHOTO MperapaTa ¥ HHCTPYKIHUHU TI0
MEIUIUHCKOMY TIPUMEHEHHIO JIEKapCTBEHHOTO cpelcTBa (JTrcToK-Biansim) (nanee — OXJII u Unctpykmms JIC
) BOCHpPOHM3BEICHHOTO, THOPUAHOTO WM OMOAHAIOTHYHOrO (OMOMOJOOHOT0) JEKapCTBEHHOTO IIperapara
oTCyTCTBYIOT oTiimuus oT aedcTByomux OXJIII m HWuctpykumm JIC opuruHamsHOTO (pedepeHTHOTO)
JIEKapCTBEHHOI'O MpernapaTa, 3a MCKIIYeHHEeM OTIMYMi MH(POPMAaLUU O MPOM3BOJHUTENE, CPOKE TOJHOCTH,
COCTaBE BCIIOMOTATENIbHBIX BEIIECTB HE3HAUYMMBbIE Pa3In4Ms B OMOAOCTYITHOCTH WK (hapMaKOKWHETHKE.

7. TloctpouHoe (pacmoyioKEHHOE MapajjIelbHO Ha OJAHOM JucTe) cpaBHeHue nedcTByomux OXJIII u
Wnctpyknun JIC opuruHamsHOro (pedepeHTHOro) JiekapcTBeHHoro mpemnapara W npoektoB OXJII wu
Wncrpykiuu JIC Bocnipon3BeIeHHOTO, THOPUAHOTO WM OMOaHAIOTHYHOTO (OMONOJO0OHOT0) JIEeKapCTBEHHOTO
rpenapara ¢ BbIZIEJICHHEM i 000CHOBaHNEM BCEX OTIMIHH.

8. BemoMocTh M3MEHEHMH C yKa3aHHEM ITOCTPOYHO PACIIOJIOKEHHOTO CPABHEHHS BHOCHMBIX M3MEHEHHH C
YTBEP)KACHHON BEPCUEM.

B.I. 5 MWsmenenue (
W3MEHEHMs)  IoKazaHusi(

. VYcaoBus Tpebyemas nokyMeHTauus Bug nporeaypsl
MOKa3aHUM) K ey 4 P P
TIPAMEHEHHIO
a) BxiroueHue HOBOTO
MOKa3aHus K IPUMEHCHHIO

p 1,2,3,4,5,6 11

WM W3MCHCHHE paHee
0T0OpPEHHOTO



0) Uckmrouenue nokazanus 1 1,2,4,5,6 1B
K MPAMEHEHHIO

YcnoBus

1. be3omacHOCTh NMpPUMEHEHHUs Npernapara COXpaHSAETCS W IMOATBEPKAAETCS JaHHBIMH PETPOCIEKTUBHBIX
HCCIeq0OBaHUM, KIMHNYECKONH 0€30I1aCHOCTH U KauecTBa.

2. Be3OHaCHOCTB HpI/IMeHeHI/IH npenapaTa COXpaHﬂeTCH nu HO)ITBep)K)IaeTCH JAaHHBIMU KIIMHUYCCKHUX
UCCIe0BaHNH, KIIMHUYECKOH Oe3onacHoCcTH. [IpencraBisiercss MX MOATBEPIKACHHS.

JoxymeHTanus

1. OObsicHeHNsI NPUYMHBI yJAJCHUs] WIM A00ABICHHUS NOKa3aHWS M 3asBIECHHE TOTO, YTO OE30I1aCHOCTH

MIPAMEHEHHS IPOYKTa COXPaHICTCH.

2. OGHoBieHHast 00mmIas XapaKTEPUCTHKA JIEKAPCTBEHHOTO INpenapara, MHCTPYKLIHUS 10 MEIUIHHCKOMY

TIPAMEHEHHIO (JINCTOK-BKIIA/IBIII).

3. JlaHHBIE KIIMHUYIECKUX HCCIIEAOBAHMUI, TOCTPETHCTPAIMOHHBIX UCCIIEI0BaHNI; JaHHBIE (DapMaKOHaI30pa.

4. Jlexnapanusi 0 TOM, 4TO B NMPOEKTaxX OOIIEH XapaKTEpPHUCTHKE JIEKAPCTBEHHOTO MperapaTa ¥ HHCTPYKIHUHU 110
MEIUIUHCKOMY TIPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (JTrcToK-Biansim) (nanee — OXJII u Unctpykmms JIC
) BOCHPOHU3BEICHHOI0, THOPUIHOIO WM OHOAHAIOTMYHOro (OHOMOAOOHOr0) JCKApPCTBEHHOTO Iperapara

orcyTcTBYIOT oTimuusi ot neiictByromux OXJIIT u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)

JIEKapCTBEHHOI'O IperapaTa, 3a MCKIIOUYEHHEM OTIMYMi MH(POPMAaLUU O MPOM3BOJHUTENE, CPOKE TOJHOCTH,

COCTaBE BCIIOMOTATENIFHBIX BEIIECTB HE3HAUYMMBbIE Pa3IN4Hs B OMOJOCTYITHOCTH WIIH (hapMaKOKHHETHKE.

5. IoctpouHoe (pacmoiOkKEHHOE NapajUICIFHO Ha OJHOM JHCTE) cpaBHeHHe aeicTByromux OXJIII u

Wnctpyknun JIC opuruHamsHOrO (pedepeHTHOro) JiekapcTBeHHoro mnpemnapara U npoektoB OXJII wu

Wuctpykun JIC BoCIpon3BEeIeHHOTO, THOPUIHOTO WM OMOAHATOTHYHOTO (OMOMOIO0HOT0) JIEKaPCTBEHHOTO
Ipenapara ¢ BbIACIEHHEM U 00OCHOBAaHUEM BCEX OTIHMUHM.

6. BenomocTh M3MEHEHHH C yKa3aHHEM ITOCTPOYHO PACIIOJIOKEHHOTO CPaBHEHHUS BHOCHMBIX M3MEHEHHUH C

YTBEPXKIECHHOM Bepcuei.

Ecnn nobGaBnenne wny W3MEHEHHWE NOKa3aHHMS K IMPUMEHEHHIO IMPOUCXOANT
BCJICAICTBHE peaM3allK 3aKIIOYCHHS KCIEPTHOIO KOMHTETa HIM W3MEHCHUIt
nHbOpMAIIUN O JIEKaPCTBEHHOM IIperapaTre BOCIPOW3BENEHHOTO (THOPUIHOTO,

IIpumeuanue
610aHaIOTHYHOr0) JIEKAPCTBEHHOI'0 IIperapara Mocjie 3KCIEPTU3bl TOTO JKe
HU3MEHEHHs peepeHTHOTO JIEKAPCTBEHHOTO Tpernapara, IpUMEHSIIOTCS U3MEHEHUS
B.I.1 cooTBeTcTBEHHO.

B.1.6 Uckmrouenue: VYcnosus TpeOyemast nokymenrtamms Ilporenypa

a) JIeKapCTBEHHOH (opMbI 1,2,3,4,5 1B

0) DO3UPOBKH 1,2,3,4,5 1B

JoxymeHTanus

1. Jexmapanusa, uyto ocraBmiasics (ocraBmmecs) (opma(popmbl) BBITyCKa IOCTaTOYHA(ZOCTATOYHBI) IS
BBITIOJIHEHHSI PEKOMEHAAIHIA M0 JO3UPOBAHUIO U JUTUTEILHOCTH JICUCHUS, OIMCAHHBIX B OOIIEi XapaKTepUCTHKE
JIEKapCTBEHHOTO IIpernapaTa.

2. [lepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

3. Jlexnapaiysi 0 TOM, 4TO B IPOEKTaxX OOIIeil XapaKTepUCTHKE JIEKAPCTBEHHOTO MperapaTa ¥ UHCTPYKIHHU 110
MEeIUIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOT0 cpecTBa (JucTok-Briazpim) (nanee — OXJII u Unctpykuus JIC
) BOCIPOW3BEACHHOTO, THOPUAHOTO MM OHOaHaIOTMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIperapara
oTcyTcTBYIOT oTimuust ot neiictByromux OXIJIII um HMuctpykmuum JIC opuruHambHOTO (pedepeHTHOro)
JIEKapCTBEHHOT'O MpernapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMALUU O MPOM3BOJHUTENE, CPOKE TOIHOCTH,
COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYNMBbIE Pa3INIHs B OMOAOCTYITHOCTH HIIH (hapMaKOKHHETHKE.

4. Tloctpounoe (pacmoJIOKEHHOE MapalljIelbHO Ha OXHOM JHCTe) cpaBHeHme neiictByromux OXJI u
Unctpykiuu JIC opuruHansHOro (pedepeHTHOro) JiekapcTBeHHoro mnpenapara u npoektoB OXJII wu
Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATIOTMYHOTO (OHMOMOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICIEHHEM H 000CHOBAaHUEM BCEX OTIMYHM.

5. BegoMocTs M3MEHEHUI € yKa3aHUEM IIOCTPOYHO DPACIOJIOKEHHOIO CPAaBHEHMsI BHOCUMBIX HM3MEHEHUH C
YTBEPKJICHHOH BEpCHEH.



Ecnu paccmarpuBaemast JiekapcTBeHHas Qopma WIH JIO3UpOBKa Obuta

Tpumeuanue 3apernucTpUpPOBaHa B BUJIE OTIEIFHOTO JIEKAPCTBEHHOTO IIperapara, TO HCKIIUCHNE
TaKOW JEeKapCTBEHHOW ()OPMBI MM JO3HPOBKH OyAET CUMTATHCS HE BHECEHHEM
W3MEHEHHH, a U3bATHEM U3 00paIleHHs.

B.I. 7 BBenenue wunu

U3MEHEHHE  PEe3I0Me

cucTeMbl (hapMakoHaa30pa

JIEKapCTBEHHOTO YcnoBus Tpebyemast nokymenramust Bun mpoueaypst
npemnapara ISt

MCIUIHUHCKOTO

npumenenus (*)

a) Bsemenue pesiome
CUCTEMBI (hapMaKOHAI30pa,
HU3MEHEHU U
YIOJIHOMOYEHHOTO JIMIA
mo dapmakonamzopy (
BKJIIOYass KOHTAKTHYIO
nHpOpMaIuo) U (WUIHN)
H3MEHCHHE

1,2,3,4,5 B

MECTOPACIIONOKECHHUS
Mactep-(daiiia CHUCTEMBI
(bapmakonamzopa (nmanee -
M®OCOD)

JoxymeHTanus

1. Pestome cuctemsl (apmakoHag30pa WM OOHOBICHHE 3HAYWMBIX OJJIEMEHTOB (COOTBETCTBEHHO):

IloaTBeEpskAEHHUE TOTO, YTO 3aBUTEIb NMEET B CBOEM PACIIOPSHKEHUH YIIOTHOMOUYEHHOE JIUI0, OTBETCTBEHHOE 32
(apMakoHan30p, W YTBEPKICHHE, IMOJNHCAHHOE 3asBUTEIEM, YTO 3asBUTENb 00JIaaeT HE0O0XOAUMBIMHU
crnoco0aMy BBITIOJHEHHS 3a/a4 M OOS3aHHOCTEH B COOTBETCTBHHM C YCT@HOBJICHHBIMH TPEOOBaHHUSIMHU

JICHCTBYIONIETO 3aKOHOJATENbCTBA B chepe oOpalmieHus JIeKapCTBEHHBIX cpeacTB. KoHTakTHas mHpopManus
YIOJIHOMOYEHHOTo Juua mo ¢apmakonaazopy PK, B KoTopeIx pacnosiaraercsi yIOJIHOMOYEHHOE JIMILO II0
(hapMaKOHI30pY | BHIIIOJIHACT CBOM 3a1aun MecTtopacmonoxerne MOCD

2. Homep MOC® (ipn HaIH9IuH).

3. Komust mOTOBOpHBIX B3aMMOOTHOIICHHH MEXIy JAepKaTelleM pErHCTPallMOHHOTO YIOCTOBEPEHHS H

OpraHm3anrell OTBETCBTEHHOU 3a (hapMakoHam30p Ha Teppuropun Pecrmybmmku Kaszaxcran (opranm3anuu Ha
tepputopun Pecmybnuku KasaxcraH, npuHAMaronel npeTeH3uy (MIPEaIoKEHUs ) 10 Ka4eCTBY JIEKaPCTBEHHBIX
CPEICTB OT IOTPEOUTENCH M OTBETCTBEHHOW 3a MOCTPETHCTPAIIMOHHOE HAOMIOACHHE 3a 0e3011aCHOCTHIO
JIEKapCTBEHHOTO CPEJICTBA)

4. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipenapare.

5. BenomMocTh U3MEHEHHM C YKa3aHHEM IIOCTPOYHO PACIIOJOKEHHOI'O CPAaBHEHHUS BHOCHUMBIX M3MEHEHHU C
YTBEPKJICHHOH BepCHEH.

JlanHoe m3MmeHeHHe oxBaThiBaeT BBeneHHe MOCD He3aBUCMMO OT HAIHYHUS B
TEXHUYECKOW YaCTH PETHCTPALMOHHOTO aoche IloapoOHOro ommcaHust CHCTEMBI
dapmakoHag3nopa. VI3MeHeHNsT KOHTAaKTHOTO JIMIA 10 (hapMaKoHaa30py, BKIOYas
KOHTaKTHYIO HH(popMarmio (Homepa TenedoHoB 1 (akcoB, MOYTOBBIN aJpec U axpec
9JIEKTPOHHOW MOYTHI) U U3MEHEHHs MecTopacnonoxenuss MOCO (ynuna, ropon,

[Ipumeuanne: WHJIEKC, CTpaHa) JOITyCcKaeTcss OOHOBISTH MCKITIOYUTENIBEHO MOCpencTBOM Peectpa
Pecriyonmuku Kaszaxcran (0e3 HeoOXoOmMMOCTH BHeCeHHs] W3MeHeHui).Eciun
JIepXKaTeab pPEruCTPallMOHHOTO YJOCTOBEPEHHS MpHOEraeT K BO3MOXKHOCTH
0OHOBIIEHHS YIOMSHYTOH BbIe mH(popMarun nmocpeactsoMm Peectpa PecmyOmmku
KazaxcTan, OH yKa3blBaeT B PETHUCTPAIIMOHHOM J0OChE, YTO OOHOBIICHHAS
nH(opManus 3THX JaHHBIX BKIoueHa B Peectp PK.



B.I. 8 W3meHneunue
CYIIECTBYIOWIEH CHUCTEMBI
(hapmakoHa130pa COTJIacCHO
MOAPOOHOMY OIHCAHHIO
CUCTEMBI (hapMaKoHaI30pa
(manee - [IOCD)

Ycnosust TpeOyemast nokyMeHTauuss Bun npouenyps

a) N3meHneHue

YIIOTHOMOYEHHOTO JIHIa

mo ¢apmakoHam3opy, u (

HIIN) KOHTAaKTHOM 1 1 1A
uHpopManuu, u (WIH)

npoueaypsl

pe3epBUPOBAHUS

0) W3menenue 0a3bl
JIaHHBIX Oe3omacHoCTH M (
WJIN) OCHOBHBIX
KOHTPAKTHBIX COTJIAIICHUN
B I[CJAX BBIMOJHCHHS
(hapmMakoHaA30PHBIX 1,2,3 1 IA
0053aTeNbCTB H  (VUTH)
W3MEHEHHE MecTa
MNPOBEAECHHUS
(dhapmakoHaA30pHOU
JIESITeTbHOCTH

B) HWHble W3MEHEHHS
TIOC®, ne BausgmomKe Ha
(yHKIMOHUPOBaHHE
cucTeMsl (hapMaKkoHaI30pa
(manpumep, H3MEHEHHUE
MECTOTOIOXKCHUS
TJIaBHOTO XpaHWwmmma (
apxmBa),
AAMUHUCTPATUBHBIC
W3MEHEHHUs)

r) BHeceHne u3aMeHeHU i B
[NOC® mo pesympraTam
skcuepTu3sl  [TIOCD
JIPYroro JeKapCTBEHHOTO
npemnapara TOTO JKe
nepxarens PY

1,2 IA

Ycnosus

1. Cama cuctema apMakoHag30pa HE U3IMEHSIETCS.

2. Cucrema 0a3bl JaHHBIX MIPOIILIA BAJTHIAIIIO (€CIIH IIPUMEHIAMO).

3. IlepeHoc TaHHBIX U3 APYTUX CHCTEM 0a3 TAaHHBIX BAIMAMPOBAH (€CIIM IPUMEHHUMO).

4. Te xe uzmenenuss B [IOCD BBeneHs! Al BCEX JIGKAPCTBEHHBIX IPENapaToB TOTO ke aepxkatens PY (
onmHaKoBas okoH4aTenbHas Bepcust [I0OCD).

JoxyMeHTauus

1. IMocaenuss Bepcus [IOCD u, eciiu MPUMEHUMO, TOCTCIHASA BEPCHs MpernapaT-Cruelu(GuIHOro JOMOTHEHHU.
OHU B OTHOIICHUU HM3MCHCHHS KBATU(UIUPOBAHHOTO JHIA O (hapMaKOHAI30py BKIIIOYACT: a) KPaTKYIO
Oouorpadgur0 HOBOTO YHOJHOMOYCHHOTO JHIIAa 1O (apMakoHam30py, 0) HOBOE MOJIOKCHHE ICPIKATENS |
YIOJTHOMOYEHHOTO JIHIA M0 (hapMaKOHAA30py 00 WX CIOCOOHOCTH M MYTSAX YBEIOMIICHHS O HEXeIaTeIbHBIX
PEaKIisIX, MOAMHUCAHHOE HOBBIM YIIOJTHOMOYCHHBIM JIAIO TI0 (hapMaKOHAI30py U IepKaTelieM, U OTpakaromiee



OCTaJIbHBIC BBITEKAIOUINE U3MEHEHUsI, HAIPUMEp, B OPraHU3allMOHHOM cxeme. Ecii yrmojHOMOYeHHOE JINIO 110
(bapmakoHan30py U (WITH) KOHTaKTHAs HHGOPMALKS YIOJTHOMOYEHHOTO JIMIA 10 (apMaKOHAA30py U3HAYAIBEHO
He Obum BKMFOUeHH B [IOC® mm [IOCD He cymectByeT, mogada mepecmoTpenHoro [IOCD ne Tpebyercs,
HE00XO0AUMO TIPEICTABUTE TOIBKO (GOPMY 3asIBICHUS.

2. Ccpiika Ha 3asBiIeHHE (TIPOIEYPY) U JIGKAPCTBEHHBIN IpenapaT, B OTHOUICHHH KOTOPOTO M3MEHEHHs ObLIN
0I00pEHBI.

B.I. 9 3MmeHeHne 4acTOTEI
u (WIM) JaThl HOJA4yu
[TOOBb nexapcTBEHHBIX

VcaoBus Tpebyemas qokyMmeHTauuss Bu npouenypsl
npemapaToB A peoy HOKY. A IpOuEayp
MEIHUIMHCKOTO
MPUMEHCHUS

1 1,2 1A
VYcnosus 1.

W3menenne wactotsl u (nim) aatsl nogauu [IOOB cornacoBano HAIMOHATBHBIM YIOTHOMOYEHHBIM OPTaHOM.

JoxymeHTtauus

1. IIpunoxeHHOE K COMPOBOAUTEIBHOMY MUCHMY 3asBJICHUS O BHECEHMM M3MEHEHMMH: CChUIKA Ha COIJIAIIEHUE
YHOTHOMOYEHHOI'O OpraHa.

2. IlepecmoTpenHas yacrora u (nnm) nara nogagu [10OB.

JaHHOE M3MEHEHHEe MpuUMeHsdercs, numb ecau unuka IIOOBb ykaszan B
[Mpumeuanue PErHCTPAlMOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIMHU OT YKa3aHUsI CCHUIKM Ha TIepeYeHb
OTYETHBIX JIaT, ¥ Ipu HeooxoaumoctH nogauu [100B.

B.1.10 BBegenue wunn

M3MEHEHHsSI 00s3aTeIBCTB U

YCIIOBUM perucTpauuu, Y CIOBUI TpebGyemast mokymeHTalys Bun mporeaypsl
BKJIIOYas IJIaH YIIpaBJICHUA

pUCKaMu

a) Peanuzanusa

hopMyIHPOBKH,

COrJacoBaHHOU c 1 1,2,3 1A
YIOJHOMOYCHHBIM

OpraHoM

0) Peanmzanmst n3MeHeHUH,

TpeOyomux

NpeaCTaBICHUS

nepxareineMm PY HOBBIX

JIOMOJTHUTEIBHBIX JaHHBIX, 11
HY XA IHXCS B

DKCIEPTH3E

YIIOJTHOMOYEHHBIM

opranom (*)

YcenoBus

1. 3MmeHeHHE peanmu3yeT NeHCTBUE, 3aTpeOOBAaHHOE YIIOJIHOMOYCHHBIM OpPraHOM, M HE TpeOyeT Mmomayuu
JIOTIOTHUTEIHHBIX CBEICHUH U (MJIH) JajdbHEUIICH SKCTICPTH3HL.

JoxyMeHTanus

1. IlpunoxeHHOE€ K CONPOBOJUTEIBPHOMY IIHCbMY 3asBICHHS O BHECCHHM W3MEHEHHIl: CCBbUIKA Ha
COOTBETCTBYIOIIEE PELICHUE YITOTHOMOUYEHHOI'O OpraHa.

2. IlepecmoTpenHast nHpOpMAaILKS O JEKAPCTBEHHOM IIpernapare.

3. BenomocTh M3MEHEHHH C yKa3aHHEM IOCTPOYHO PACIIOJIOKEHHOTO CPaBHEHHUS BHOCHMBIX H3MEHEHHUH ¢
YTBEPKICHHON BEPCUEH.



3TO U3MEHEHHE OXBATBHIBAECT JIMIIbL CUTYALHIO, B KOTOPOHW BBOAUMOE M3MEHEHHE
[pumeuanue 3aTparMBaeT MCKIKOYMTEIBHO YCIOBHA U (MJIM) OOSA3aTENLCTBA PETMCTPALIH,

BKJIIOYAs IUIaH YNpaBIeHHS PUCKaMH W YCIOBHS W (WIH) 00s3aTeNbCTBa

PETHCTPANHI TIPU UCKITIOYUTENBHBIX OOCTOATENLCTBAX M yCIOBHON PETUCTPAIHH.

*) BBEJICHHE TUIaHA YIIPABICHHUS [V)I/ICKaMI/I, 3aTpeOOBaHHOE YIIOJIHOMOYCHHBIM OPTaHOM,
Bceria TpeOyeT CYIIeCTBEHHOH SKCIIEPTH3EI.

B.I. 11 Bkitouenue uau

HUCKJIFOYCHUE YEPHOIO

CHUMBOIIa AU

MOSICHUTEILHBIX YKa3aHUHA

B OTHOIICHUH

JeKapCTBEHHBIX Venosust Tpebyemast nokymenranus Buj nporeayps
MpernapaToB, BXOISIINX B

MEPEYCHD JICKAPCTBEHHBIX

MPENapaToB, MOAISIKAIINX

JIOTIOJTHUTEIIbHOMY

MOHHUTOPHUHTY

1 1,2,3,4,5 1A

YcmoBus
1. JlekapcTBEeHHBIN TpenapaT BKIIOYCH WIM MCKIIOYCH U3 MEPCUHS JICKAPCTBEHHBIX MPEMapaToB, MOUICKAIUX
JIOTIOJTHUTEIFHOMY MOHUTOPHHTY (COOTBETCTBEHHO).

JoxymeHTanus

1. IIpunoxxeHHOE K CONPOBOIUTEIBHOMY NMUCHMY 3aABICHMS O BHECCHWH M3MEHEHHH: CChUIKA Ha IEpEUCHb
JIEKapCTBEHHBIX MIPENapaToB, MOATIEKALIUX JOIOIHUTEIbHOMY MOHUTOPHHTY.

2. TlepecmoTpeHHass WHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (OOHOBJIEHHas oOIIas XapaKTepUCTHKA

JICKapCTBEHHOTO IpeTaparTa, HHCTPYKIHS [0 MEAUIIUHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIA/IBII)).

3. Jlexnapaiyst 0 TOM, 4TO B IIPOEKTaxX OOIIEH XapaKTepUCTHKE JIEKapCTBEHHOIO MpenapaTa U HHCTPYKIMHU 110
MEIUITMHCKOMY MTPUMEHEHHIO JIEKApCTBEHHOTO cpeacTBa (ucTok-BKaaab) (aanee — OXJIT u Unctpykuums JIC
) BOCHPOMW3BEACHHOTO, TMOPUIHOTO WM OHOaHaIOrMYHOTO (OMOMOJOOHOT0) JIEKAPCTBEHHOTO IIpernapara

orcyTcTBYIOT oTimuusi ot neiictBytommx OXJIII u Wuctpykumm JIC opurnHansHoro (pedepeHTHOro)

JIEKapCTBEHHOTO IpernapaTa, 3a HCKIIOUYEHHEM OTIMYMH WH(POPMALUU O MPOM3BOIHUTENE, CPOKE TOIHOCTH,

COCTaB€ BCIIOMOTATENIbHBIX BEIIECTB HE3HAUYNMBbIE PA3IHIHs B OMOAOCTYITHOCTH HIIH (PapMaKOKHHETHKE.

4. Tloctpounoe (pacmoJIO’KEHHOE MapallIeIbHO Ha OXHOM JHCTe) cpaBHeHme neiictByromux OXJII u

WNuctpykmun JIC opuruHansHOro (pedepeHTHOro) JeKapcTBeHHOro mpemapara u mpoektoB OXIJII u

Nuctpykiun JIC BoCIpon3BECHHOTO, THOPUIHOTO MM OMOAHATOTUYHOTO (6MOMOI00HOr0) JIEKapCTBEHHOTO
npenapara ¢ BblI€JIEHHEM 1 000CHOBAaHHUEM BCEX OTIIMYHM.

5. BenomMocTh U3MEHEHHM C YKa3aHHEM IIOCTPOYHO PACIIOJIOKEHHOI'O CPAaBHEHHUS BHOCHUMBIX M3MEHEHHU C

YTBEPKJICHHON BepCHEH.

JaHHOE€ W3MEHEHHE OXBATBIBAET CHUTYalMIO, NPH KOTOPOW BKIIOYEHHE WIH
HCKJIIOYEHUE YEPHOTO CUMBOJIA MM MOSCHUTENBHBIX YKa3aHUW HE IPOU3BOAUTCS B
paMKax Jpyroi peryiasTOpHOI mpoueaypsl (Haupumep, Ipoueaypsl IpoIICHUS WIN
W3MEHEHHs, 3aTparuBaroleii ”HPOpMaIUIO O JISKAPCTBEHHOM Nperapare).

IIpumeuanue

B.1. 12 Ilpoune uzmeHeHus
, HE OIMCaHHBIE B IPYTHX
paszzienax HaCTOSALIETO

JononHenus, B TOM 4yucie

M3MEHEHUE  THUIa
JIEKAPCTBEHHOTO
npenapara, Vcnosust Bux nponenypst

3aperHCTPUPOBAHHOTO B
Pecniybnuke Kazaxcran,
BKJIIOYAOMUX I[oaavy



HCCIeNO0BaHUN TpeOyemast moKyMeHTaIMs
YIIOJIHOMOYEHHOMY OpTraHy

*)
11

CCJIM DKCICpPTU3a YHOJHOMOYCHHBIM OPraHOM MNOJAAHHBIX JAHHBIX MPUBOAUT K

n N3MEHEHUIO OOIIEH XapaKTepHCTHKH JIEKAPCTBECHHOIO Ipenapara, MapKHPOBKH,
HMeYaHnue .
P JIaHHBIM HM3MEHEHHEM OXBAaTBIBAIOTCS COOTBETCTBYIOIIME IONPAaBKH K OOMICH

XapaKTEPUCTHUKE JICKAPCTBEHHOTO Mpemnapara, MapKHUpPOBKE.

JlaHHOE M3MEHEHNE HE MPUMEHSETCS K U3MEHEHUSIM, KOTOPBIE MPUHSATHL B KAYECTBE
@) n3MeHeHMH [B THITa MO0 yMONTYaHUIO B COOTBETCTBHH C JIIOOBIM APYTUM Pa3eIIOM
Hacrosero {lonomHenus.

B.1. 13 H3menenue, TpeOyrolee HOBOM PErUCTPAIHH JICKAPCTBECHHBIX CPEICTB:
1) m3meHeHue uiu qo0aBIIeHIE HOBOH TO3MPOBKH (AKTUBHOCTH);

2) u3MeHeHne Win 1o0aBlieHre HOBO# JIEKapCTBEHHON (OPMBI.
[Tepeuens JOKYMEHTOB, IPEIOCTABISAETCS COTIACHO TPUIOKEHUsIM 2 1 3 HacTosmux [IpaBui.

[punoxenne 17 k [IpaBmmam
pErUCTpaIyy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3EITUI
10 NpUHIUMY "eInHOro OKHA"

OTt4eT Ha9aTBHOM APKCIIEPTU3HI JIEKAPCTBEHHOI'O CPEICTBA

1. IlpoBeneHa HavabHasl IKCIIEPTH3A JIEKAPCTBEHHOTO CPEACTBA
1) @®.1.0. (mpu ero HaIMYNM) SKCIIEpTa
2) JIomKHOCTB DKCTIEpTa

2. Nudopmanus o 1eKapcTBEHHOM CPEJICTBE

1) Howmep u narta 3asBku

2) ToproBoe HaMeHOBaHKE TpenapaTa

3) MesxayHapoaHOE HemaTeHTOBaHHOE Ha3BaHKe (nanee — MHH)
4) JlekapcTBeHHas popma

5) Jo3upoBka

6) Konuentpamwst

7) Crnioco0 BBeIeHUS

3. YmakoBka

KonuuectBo
Bun ynmaxkoBku (mepBUYHAS,
Ne HanmMenoBanue ynakoBku O0beM €IUHHUIl B
BTOpPUYHA)
YIaKOBKe
1)
2)
4. JlaHHBIC O POU3BOIUTEIC
Tun opranu3anyu Win y4yacTok IOpunnyeckuii
No HanmvenoBanue opranuzanuu  Crtpana
MIPOU3BOJICTBA azpec
1. [IpousBoauTens
2. YnakoBIIUK

2.1 [epBuunas



2.2 Bropuunas

I[IpousBonurens,
3. OCYIICCTBISIONUINA KOHTPOJIb
Ka4yecTBa

[IpousBonurens,
4. OTBETCTBEHHBIN 3a BBITYCK
cepuii

I[epmaTenL PErucTpaliuoOHHOTO
YAOCTOBCPCHUSA

5. Ilopsinok otirycka

1) YcnoBus orrycka:(He00X0JMMOe OTMETHTB) O peLentTy
0e3 perenra

6. B Peciybnuke KaszaxcraH mox yka3aHHBIM TOPTOBBIM HAaWMMEHOBAHHMEM paHEE 3aperHCTPUPOBAH IIPYToH
JIEKapCTBEHHBIN MpemnapaT ¢ IPyTruM COCTABOM aKTHBHBIX BEILECTB

1) HET
na

7. OHeHKa MOJIHOTBI, KOMIUICKTHOCTU PErUCTPAlUOHHOTO JOCHE U NPABUJIBHOCTH 0(1)OpMJ'IeHI/IH MMpeACTaBJICHHBIX
JAOKYMCHTOB

Jocbe chopMHUpOBaHO 1O pas3ziesiaM, CTPaHHUIIBI
1) MPOHYMEPOBAHbI, ONHCh JOKYMEHTOB  HET
COCTaBJICHA na

2) KoMmIekT JOKyMEHTOB COOTBETCTBYET
HET
YTBEPKACHHOMY MEPEUHIO
Ja

Hannane nBETHBIX MaKeTOB YHMaKOBOK M (aKT
3aBEpPEHUSI WX MOANHCHIO 3asBUTENS,
COOTBETCTBHE YIIAKOBKH JIEKAPCTBEHHOTO
npenapata corjgacHo IIpaBunam MapKHpOBKH
JIEKApCTBEHHBIX CPEACTB U MEIUIIMHCKUX

3) U3JeNnH, YTBEPKACHHBIM NPHKa30M MUHUCTpa HET
3npaBooxpanenus PecnyOmuku Kazaxcran oT  pa
27 smBaps 2021 roma Ne KP JACM-11 (
3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
pEerucTpanuy HOPMATHBHBIX NPABOBBIX aKTOB
mox Ne 22146) (nanee - [IpaBuia MapKupOBKH).

Texcr MapkupoBKH 00pas3loB MaKeToB
4) YIAKOBKH, ITHUKETOK, CTUKEPOB COOTBETCTBYET HET
[TpaBunamMm MapKHUpPOBKH. na

8. Otenka cocTaBa JEKapCTBEHHOTO perapaTa

Hanuune B cocraBe nekapcTBEHHOTO IpenapaTa
1) 3alpelIeHHbIX KpacuTeled U JApYrux  HET
BCIIOMOTATENIbHBIX BEIIECTB na

Hanuuue B cocTaBe IekapcTBEHHOTO IpenapaTa
2) BEIIECTB, MOJNyYEHHBIX U3 KPOBU, OPraHOB U HET
TKaHEH JeJI0BEKa M KUBOTHBIX na



3) Hanuuune B cocTaBe HAPKOTHYECKUX CPEACTB, HET
IICUXOTPOIIHBIX BELIECTB U IPEKypcopoB (IpH  1a
HaIu4uy ykaszaTb TaOnuiy, IO3UIHIO)

9. Onenka Ha3BaHU JICKAPCTBECHHOTO Mperapara Ha MPeJMeT OTCYTCTBHS B HEM:

CXOACTBO C paHEEe 3apeTUCTPUPOBAHHBIMU
1) JIEKApCTBEHHBIMU IIpenapaTaMd U CJIOB C HET
HeOJ1aro3ByYHBIMHU BBIPKCHUSMHU na

CIIOCOOHOCTH BBECTH B  3a0JIyXJaeHHE
2) OTHOCHUTEJIBHO HCTHHHOTO COCTaBa M ACHCTBUS HET
mpenapara na

cxoactea MHH u (wim) cxXomHble ¢ HUMH
3) Ha3BaHWs IS JIGKAPCTBEHHOTO TIIpemapaTra HeT
JPYroro XMuMU4eCKOIo COCTaBa UM NEUCTBUA  na

10. Ouenka cBeeHH 0 papMaKoIOrHYECKOM JCHCTBUH JIEKapCTBEHHOT'O Mperapara

COOTBETCTBHE CTPYKTYPHl H OQOpPMIICHUS
MHCTPYKIMH 10 MEJULINHCKOMY HPHUMEHEHHIO
JIEKapCTBEHHOI'0  Mpernapara  IOpSIKY
cocTraByieHHs 1 0()OpMIIEHHSI MHCTPYKIMH T10
MEIUIMHCKOMY MTPUMEHEHHIO JIEKapCTBEHHBIX

1) CPEICTB M MEIAMIMHCKUX H3IENUi, oO0Imei
XapaKTepUCTUKE JICKApCTBEHHOTO CPEACTBA
OTIPEJENSIEMOTO YIIOJTHOMOYEHHBIM OPTaHOM B
COOTBETCTBUU C TyHKTOM 4 craThu 242
Konexca "O 3m0poBhe Hapoma U CUCTEME
3paBoOXpaHeHus".

11. Ouenka HOPMAaTHBHOT'O JOKYMEHTA IT0 KOHTPOJIIO KadecTBa U 0€30I1aCHOCTH JIEKapPCTBEHHOTO CPEICTBA

CoOTBETCTBUE CTPYKTYphl HOPMAaTHBHOTO
JIOKyMEHTa TI0 KadecTBY M O€30II1aCHOCTH
[MpaBumam pa3paOOTKH TNPOHU3BOIUTENIEM
JICKAPCTBEHHBIX CPEACTB U COTJIACOBAHUS
roCyJapCTBEHHOM HKCIEPTHOW OpraHu3aluen
HOPMAaTHUBHOIO JOKyMEHTa IO KadecTBY
1) JICKapCTBEHHBIX CPEICTB IIPU OKCIEPTHU3E
JIEKApCTBEHHBIX CPEJACTB, YTBEP:KJIEHHOTO
npuKa3oM MHUHHCTpa 3ApaBOOXPAaHEHUs
Pecrry6mmkm Kaszaxcram ot 16 ¢espans 2021
roga Ne KP ICM-20 (3apeructpupoBaH B B
PeecTtpe rocynapcTBEHHOM perucTpauuu
HOPMATHUBHBIX MPABOBBIX aKTOB Mo Ne 22228).

11. 3akmro4ycHUS:

OTKa3aTh B JalbHEeHIIel »skcreptuse (c
000CHOBaHHEM)

1)
2) MPOJOJIKHUTH SKCTIEPTUIY

PykoBoautens CTpyKTYpHOro oApa3 e ICHUs

noanuck @.N.O (ripu ero HAIMYUN )
DKcnepT
noanuck .1 .O (ipu ero HaIUYUN)




Jlara

®opma

[punoxenne 18 k [IpaBmmam
perucTpaIyy JIeKapCTBEHHbBIX
CPEICTB U MEIUIIMHCKUX U3ICITUI
M0 MPUHIUIMY "eINHOro OKHA"

OT49eT HaYABHOM SKCTIEPTHU3H H3MCHEHHH, BHOCHMBIX B PETHCTPAIIMOHHOE JIOCHE
JIEKapCTBEHHOT'O CPEJICTBA

1. HpOBeneHa HaydajJbHasd JKCIIEPTHU3a HSMCHGHI/Iﬁ, BHOCHUMBIX B PETUCTPALIMOHHOC JOCHEC JICKAPCTBECHHOTO

cpencrea

1)
2)

®.1.0. (pn ero HaNM4NM) SKCIepTa

JloikxHOCTB SKCnepTa

2. 3asBIICHHBIC H3MECHCHUS SIBIISIIOTCS:

tina I: tTuma I A, tumma 1 b

Tuna II

3. Mndopmarust o JIeKapCTBEHHOM CPEIICTBE

D)
2)
3)
4
5)
6)
7)
8)
9

4. YakoBka

Ne

D)
2)

HOMep " gaTa 3asiBKHU

ToproBoe HauMeHOBaHHE TpenapaTa

Men(/t[yHapoz[Hoe HCIIAaTCHTOBAHHOC HAa3BaHHUC

JlexapcTBeHHas popma
Jlo3upoBka

KonuenTpauus

Crnioco6 BBeicHHS
Opranu3anus-npon3BOIUTENb

Ne perucTparioHHOTO YJ0CTOBEPEHHUS

Bun ynakoBku

5. laHHbBIE O MIPOU3BOJUTEIIE

Ne

2.1
2.2

HanmmMmenoBanue
nepBUYHA,
YIaKOBKH
BTOpPHYHAs)
Tun opra"nuzauuu
HanmenoBanue
HIu y4acToK
OpTaHU3aIIH
MIPOU3BOJICTBA
[IpousBonurens
YnakoBIIUK
[lepBuunas

Bropuunas

(
O0BeM

Crpana

Vkazarb BHOCHMBIC
N3MCHCHUA

Vka3aTb BHOCHUMBIEC
N3MCHCHHUA

KonnuectBo enuHMI
B yIIaKOBKE

IOpunuyaeckuii aapec



[IpousBoaurens,
OCYIIECTBISIOIIUMA
KOHTPOJIb KaueCTBa

[IpousBoautens,
OTBETCTBEHHBIN 3a
BBIITYCK CEepHii

Hepxartenb
PETUCTPAIIIOHHOTO
YOCTOBEPEHUS

6. [lepeueHb BHOCUMBIX U3MEHEHUIT

)]

HanmmMmenoBanue

Crapas penakuus
JIOKyMEHTa

Hogas penakuus

7. O1ieHKa MOJTHOTHI, KOMIUIEKTHOCTH PETHCTPALMOHHOTO JI0ChE M MPABMIIBHOCTH O(OPMICHUS! TPEACTaBICHHBIX

JOKYMCHTOB

)]

2)

8. 3akmroueHue:

1)

2)

Jlocbe cdopmMupoBaHO MO paszzaenam,
CTpPaHHUIBI MPOHYMEPOBAHBI,
JIOKyMEHTOB COCTaBJICHA

OIINCH

KoMIiaekT AOKyMEHTOB COOTBETCTBYET
YTBEPKACHHOMY NEPEUHIO

OTKa3aTh B JajbHEHmen skcmeptusze (c
000CHOBaHHEM)

MMPOAOJIKUTDH DKCIIEPTUZY

HET
na

HCT

Ja

PykoBoautens CTpyKTYpHOroO OAPa3IeICHUS

noanuck ®.N.O (ripu ero HAIMYUHN )

DKcnepT

noanuck ®.N.O (ripu ero HAIMYUN )

Jlara

[punoxenne 19 k [IpaBmmam
pErUCTpaIiy JIEKaPCTBEHHBIX
CPEICTB U METUIIMHCKUX U3EITUI
0 NpUHIUMY "eINHOT0 OKHA"

ITepegeHs HepaMUOHAIBHEIX KOMOHHANWI JIEKaPCTBEHHBIX CPEACTB

HazBanue JICKaApCTBCHHOT'O CPE/ICTBA, UX KOM61/IHaIII/II/I

QdukcupoBaHHBIE KOMOWHAaIWKW BUTAaMHHOB C
TPaHKBHIIN3aTOPaMHU
dukcupoBaHnHble  KoMOWHanmuum  arponuHa  (

anOHI/IHOHO,HO6HI>IX) JICKApCTBCHHBIX BCIICCTB C
AHAJIBI'€TUKaMU U aHTUITUPETUKaMHA

DUKCUPOBaHHbIE

KOMOMHAIIMKM HWOXHUMOHMHA C

TCCTOCTECPOHOM U BUTAMUHAMU

OuKCHPOBaHHBIE KOMOMHAIINH JKelle3a C HOXUMOWHOM



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

q)I/IKCI/IPOBaHHLIC KOM6I/IHaHI/II/I AHTUTUCTAMHUHHBIX
JICKAapCTBCHHBIX CPEACTB C aHTPI,I[PIaprIHLIMPI
JICKApCTBEHHBIMHU CPEACTBAMHA

OdukcupoBaHHbIC KOMOWHAIMK TMCHUIIUUIMHOB C
CyJIb(OHAMUIAMU

OukcUpoBaHHbIE KOMOWHAIIMM BHUTAMHHOB C
aHAJIBreTHKaMHU (32 HMCKIIOYEHWEM Tapareramoia c
BuTamMuHoM C, aleTWICAIULMIOBOH KHCIOTHI C
ButaMuHoM C)

dukcupoBaHHBIE KOMOWHAIIMY XHHOJIOHOB C JIFOOBIMHU
IPYTUMH  JIEKapCTBEHHBIMH  CpPEICTBAMH, 32
UCKJIIOUEHHEM IIpenapaToB [UIsI  Hapy>KHOTO
NPUMEHEHHS

@ukcrpoBaHHbIE KOMOWHAILMA KOPTUKOCTEPOHJIOB C
TIOOBIMU IPYTUMH JICKAPCTBEHHBIMH CPEICTBAMH UIS
NpreMa BHYTpPb

®dukcupoBaHHBIE KOMOMHAIMM XJopamdeHukonga c
JTIOOBIMHU JIPYTUMH JIEKApCTBEHHBIMH CPEICTBAMH IS
IpreMa BHYTPb

OdukcupoBaHHble KOMOWHALUKW BUTAMHHOB C
IPOTUBOTYOEpKYJIE3HBIMH  MIpemaparaMu,  3a
HCKIIIOYEHUEM  H30HWA3WAa C  HUPUIOKCUH
THIPOXJIOPUIOM (BUTaMHUHOM B6)

KombOuHammm cTepouIHbIX aHAOOJUKOB C APYTHMHU
JICKapCTBECHHBIMU CPECACTBAMU

duKcUpOBaHHbBIE  KOMOWMHAIMU  CEJATUBHBIX  (
CHOTBOPHBIX) (QaHKCHOJMUTHYECKHX) JIEKaPCTBEHHBIX
CPEeICTB C  aHaJbleTHKaMH-aHTUIIUPETHKAMHU  (
HeCTepOI/I)IHBIMI/I) MPOTHUBOBOCTAIUTCIIbHBIMU
Cpe/iCcTBaMu

OuKCcHpOBaHHBIE KOMOWHAIIMM aHTaroHHCTOB H2-
TUCTAMHHOPELENITOPOB (MHTHOUTOPOB) MPOTOHHOM
MOMIIBI C aHTALMIAMHU

@dukcupoBaHHbIE KOMOWHAINM, coAepXKaliue Ooiee
4eM OJIHO aHTUTMCTaMUHHOE JIEKApPCTBEHHOE BELECTBO

OuKCHpOBaHHbIE KOMOWHAIIMM aHTHTeIbMHHTHBIX
JIEKapCTBEHHBIX CPEACTB CO CIAOUTENbHBIMU

OuKCHpOBaHHBIC KOMOWHAIMM  JIEKapCTB C
OpPOHXOpPACIIUPSIOIMINM IeHCTBHEM c
NPOTUBOKALUIEBBIMU JIEKAPCTBEHHBIMH CPEICTBAMU
HEHTPATLHOTO ACHCTBHUS U (WJIM) aHTUTUCTaAMHUHHBIMH
cpeAcTBaMuU

OUKCUPOBAHHBIE KOMOWHAIHMKA  MYKOTUTHKOB  (
OTXAapKUBAIOUINX) CPEACTB C MPOTHBOKAIIICBBIMH
JeKapCTBEHHBIMU  CpeAcTBaMu U (WIH)
AHTUTUCTAMHUHHBIMU CPEACTBAMU

®dukcupoBaHHBIC KOMOMHAINMY CITAOUTEIBHBIX U (WIIN)
CIa3MOJINTHYECKUX JICKAPCTBEHHBIX CPEICTB C
(epMEeHTHBIMU MIpenapaTaMu



20.

21.

22.

23.

24

25.

26

27.

28.

29.

30.

31.

32.

33.

OukcHpoBaHHBICE KOMOWHAIUKM MPOTHBOPBOTHBIX
JICKAPCTBEHHBIX CPEICTB MHTMOUTOPOB JTOTTAMHUHOBBIX
peLenTOpOB € JIEKAPCTBCHHBIMH  BEIICCTBAMH,
MMEIOIIAMHU CHCTEMHYIO abCopOInio

dukcupoBaHHbIE KOMOWHAIIMK IMPOTHBOKAIIEBBIX
JIEKapCTBEHHBIX CPEJICTB LEHTPAJIbHOIO ACHCTBUSA C
AHTUTHCTaMUHHBIMHU JI€KaPCTBEHHBIMU CPEACTBAMU

DuKCUPOBaHHBIE KOMOWHALINH, COJEPIKAIINE IEKTHH U
(unu) KaodWH C JIIOOBIMH  JIEKapPCTBEHHBIMHU
BEI[CCTBAMH, KOTOPBIC BCACHIBAIOTCS B CHCTEMHBIN
KPOBOTOK M3 IKEJIYJIOYHO-KUIICYHOTO TpaKTa, 3a
HCKITIOYCHUEM KOMOWHAIIVMA IEKTHHA U (W) KAaOJIHHA C
JEKAPCTBCHHBIMH BEIIeCTBaMH 0€3 CHUCTEeMHOMN
abcopOmmu

CDI/IKCI/IpOBaHHI)Ie KOM6I/IH8.HI/II/I HpOTHBOﬂHapeﬁHLIX
JICKAPCTBCHHLIX CPEACTB C JJICKTPOJIUTAMU

OUKCHPOBaHHBIE KOMOMHAIIMN OKCH()EeHOYyTa30Ha WIIH
(hennnbyTazoHa ¢ TIOOBIMU APYTUMU JIEKAPCTBAMU

CDI/IKCI/IpOBaHHI)IG KOM6I/IHaHI/II/I MEeTaMH30J1a ¢ JTOBIMU
APYTUMH JICKAapCTBCHHBIMU CPCACTBAMU

OUKCUPOBaHHBIE KOMOWHAIIMM HECTEPOUITHBIX
MPOTUBOBOCHATHUTENBHBIX JIGKAPCTBEHHBIX CPENICTB C
ATPOIMHOMOIO0HBIMH JICKAPCTBEHHBIMU CPEACTBAMU (
CIa3MOJIUTHKAMH )

QukcupoBaHHbIe KOMOWHAamMM JBYX u Ooiee
HECTECPOUAHBIX MMPOTUBOBOCIIAJIUTECIBbHBIX
JIEKapCTBEHHBIX CPEACTB

duKkcHpoBaHHbIE KOMOWHAIMK MapaneTaMolia C
OapOuTypaTamMy, TPAHKBIIIM3ATOPAMH M JAPYTUMH
JEKapCTBEHHBIMH  CPEICTBAMH, HHAYKTOpaMH
(hepMEHTOB ITUTOXPOMHOU CHCTEMBI TICUCHH.

@dukcnupoBaHHBIE KOMOWHAIMK TapaneTaMoiia (BBILIE
200 MuETpaMM B pa3oBOM J03€) ¢ HECTEPOUITHBIMHU
MIPOTUBOBOCTIAINTEIbHBIMHU JIEKapCTBEHHBIMU
CpeiCcTBaMH, 3a UCKIIOYEHHEM JIEKapCTBEHHBIX
IpenapaToB KPaTKOBPEMEHHOTO IPUMEHEHUS

DuKCUPOBaHHbIE KOMOWHAIMK TEHHUIULIUHOB CO
CTPENTOMHUIIMHOM B MAapEHTEPANbHBIX JIEKAPCTBEHHBIX
(hopmax

OukcupoBaHHBIC KOMOWHAIUM IMAHKPEATHHA WU
MaKpeannasbl, CoAepKallluX aMuiazy, Mnporeasy u
JHIa3y, ¢ TFOOBIMH JPYyTUMH (pepMEHTaMH, B TOM YHCIIC
OBIYbEN JKETYBI0, TEMHIIEUTIONI030H

OUKCUpOBAHHBIC KOMOWHAIIMK HUTPOGYpPAHTOMHA H
TPUMETOIIPHMA

QukcupoBaHHBIE KOoMOWHanMH OapOHUTYpaToB C
IpYrUMH  JIEKADCTBEHHBIMH  CPEACTBAMH, 34
UCKIIIOYEHHEM PACTUTEIBHOTO MPOMCXOXKICHUS



34. dukcupoBaHHbIE KOMOMHAIMH JIEKAPCTBEHHBIX CPEJCTB
, YTHETAIOIINX IIEHTPaJbHYI0 HEPBHYIO CHCTEMY CO
CTHMYJISITOPaMH EHTPaIbHOH HEPBHOM CHCTEMBI

OukcupoBaHHBIE KOoMOWHamMH OapOUTYypaToB C
THOCIIHAMHHOM W (MJIH) THOCIIMHOM, OCJUTaJlOHHON U
JPYTUMH  aTPOIMUHOMOMAO0HBIMU  JICKAPCTBEHHBIMU
CpeICTBaMu

35.

OukcupoBaHHbIE KoMOWHanmu OapOHUTYypaToB C
3proTaMrUHOM

36.

DuKCHUpOBaHHBIE KOMOWHAIIMKM TaJONEpPHI0a C
37. JTIOOBIMU  AHTUXOJIMHEPTUISCKUMU JIEKAPCTBEHHBIMU
Cpe/icTBaMu

®dukcupoBaHHBIE KOMOWHALIMY aHTHOAKTEPHAIBHBIX U
AHTHUIIPOTO30MHBIX JIEKaPCTBEHHBIX CPEACTB, 3a
HCKIJIIOYEHUEM TIPETapaToB HAPY>KHOTO IPUMEHEHUsI, He
OKa3bIBAIOLIMX CHCTEMHOTO CHCTBUS

38.

QOuKCUpOBaHHbIE  KOMOMHALMM  JoIepamMuia

39.
THAPOXJIOpHa ¢ Hypa3oIuIOHOM

@urcrpoBaHHbIE KOMOMHAIMHM aHTHOAKTEPHUATBHBIX

40.
JIEKapCTBEHHBIX CPEACTB U MPOOHOTHKOB, TPEONOTHKOB

q)I/IKCI/IpOBaHHLIe KOM6PIHaHPIPI qunporenrtajguHa ¢
JIM3WHOM HJIHN IICIITOHOM

41.

OuKCHUpOBaHHBIE KOMOWHAIIMM  HECTEPOUITHBIX
4 MIPOTUBOBOCIIATIUTENBHBIX CPEACTB (mapareramona) (
' aleTWICATUIIIOBOI KucIoThI) M aHTauunoB (H2-

6710KaTOPOB) (MHTMONTOPOB) MPOTOHHOM MOMIIBI

DPUKCUPOBAHHBIE KOMOWHAIINH
TTIOKOKOPTUKOCTEPOUIOB, AaHTHOAKTEPHAIBHBIX U
AHTUIPOTO30MHBIX JIEKAPCTBEHHBIX CPEJCTB 3a
WCKITIOYEHHUEM JIJIsl HAPY>KHOTO MPUMEHEHUS

43.

@dukcupoBaHHBIE KOMOMHALMK Iapaneramolia (BbIILe
44. 500 Mr B pa3oBOil 103€) B MHOTOKOMIIOHEHTHBIX
npenaparax

[punoxenne 20 k [IpaBmmam
perucTpalyy JIeKapCTBEHHbBIX
CPEICTB M MEIUIIMHCKUX U3CITUI
110 MPUHIUMY "eINHOT0 OKHA"

CBOMHEILA OTYET 3KCIEPTOB IO OEHKE JIEKAPCTBEHHOTO Mpemapara

1. HpOBC,Z[GHa JKCIICPTHU3a PETUCTPATNMOHHOI'O JOCHE JICKAPCTBCHHOTO CPEACTBA

®.N.0. (mpm ero HaIWM4IUH) U
JIOJDKHOCTB 9KCIIEPTOB

2. VYueHas cTerneHb, 3BaHUE

3. Ne 3asBKHT

4, [ara

5. ToproBoe HanMEHOBaHHE TIpeTIapara
6 MexayHapogHOE HEMAaTEHTOBAHHOE

HasBanue (nanee - MHH)



10.
11.
12.

13.

14.

OpHUrvHaIbHBIA JEKApPCTBEHHBIN
mpemnapar
BocnpousBeaeHHbIN JeKapCTBEHHBII
npemnapar
T'ubpuaHeIii  JTEeKapCcTBEHHBIN
npenapar
buonornueckuil J1IeKapCTBEHHBII
mpemnapar
NMMyHOOHOIOTHYECKUHA
JIEKapCTBEHHBIN IIpenapar
Buonono6HEIN  €KapCTBEHHBIN
npenapat (bnocummisp)
KoMOMHMpOBaHHBIH JIeKapCTBEHHBIH
mpenapar
JlexapcTBeHHBIH Mpenapar ¢ XOpOoIIo
U3y4EHHBIM MEAUIHUHCKUM
PUMEHCHNEM
JlexapcTBeHHBI Ipenapar sABIIeTCs PaanodapMaleBTHIECKHUil
JIEKapCTBEHHBIN MpemapaT WiIH
IPeKypcop
T'omeonaruyeckuil ekapcTBEHHBIN
npenapar
PacturenpHblll  J€KapCTBEHHBIN
mpemnapar
OpdaHHbIi  JTEeKapCTBEHHBIN
mpemnapar
AxTuBHasg (apmManeBTHUECKaAS
cyOcTaHIMsl, IPOU3BEICHHAs HE B
ycnoBusax GMP
JlekapcTBeHHOE NMPHUPOAHOE CHIPHE (
He (hapMaxoneiHoe)

[pexsamudukanms BO3

Tpauchep
Jlns reHepWKa yKa3aTh Ha3BaHHE
OPHTHHAIBLHOTO JICKAPCTBEHHOTO
npernapara

JlexapcTBeHHas hopma
Jo3upoBka

KonuenTtpanus
dapmakoTepaneBTHICCKAs TPYTIa

Konx B cooTBeTcTBHH C
AHATOMO-TEPAINIeBTHYECKO-XUMHYECK
ot knaccudukanued (mamee -
AHaTOMO-TepaneBTHYECKO-
XUMHUYeCKast)

®dopma oTIrycKa
o peuenTty 0e3 penentaCkadaTh



2. YnakoBka

Bun ynakoBku KonuuecTtBo
HaumenoBanu Kpatkoe
Ne (mepBuunas, Pa3mep O0beM €INHUIl B
€ YIIaKOBKHU OINHCaHKe
BTOpUYHAS) YIaKOBKe
1.
2.
3. JlaHHBIE O IPOU3BOIUTETE
Tun opranuzanun
HanmenoBaHue o
Ne WIA  y4acToOK Crpana IOpuanueckuii anpec
OpraHu3aIu
MIPOHU3BOJICTBA
1. IIpoussonurens
2. YnaxkoBIIUK
2.1 IlepBuunas
2.2 Bropuunas
[IpousBoautens,
3. OCYIIECTBIISIOIIUMA
KOHTPOJIb KauecTBa
[IpousBoauTens,
4. OTBETCTBEHHBIN 3a
BBIIIYCK CEpUil
HepxaTtenb
5. PETUCTPAIIIOHHOTO
YIOCTOBEPEHHSA
4, PGFI/ICTpaHI/I}I B CTPAHC-IIPOU3BOAUTECIIC U JPYTUX CTpaHax
Ne
Ne Ha3Banue crpanbl peructpanuonHoro  Jlara Belaauu Cpoxk neicTBus
yIIOCTOBEPEHHUS
1.
2.

5. B pe3ynbTaTe npoBeaeHHOM 3KCIEPTU3bI YCTAHOBIJICHO:
1) CocraB J1€KapCTBEHHOT'O CpPEACTBAa M 3aKIIOYEHHE O €ro PaluoOHAJIbHOCTU U
COBMECTUMOCTH MHIPEIUECHTOB (yKa3aTh JIEKAPCTBEHHbIE CYOCTaHIIMU W BCIIOMOTATEIbHbIC
BEILECTBA, BKIIIOYasi KOHCEPBAHTBI, COCTABHBIE BEIIECTBA 00OJOUKH MPENapaToB):

HopmaTtuBHBIM AOKYMEHT
10 KOHTPOJIIO KauecTBa U
6e3omacHoCTH
JIEKapCTBCHHBIX CPEJICTB,
nmu  [ocynmapcTBeHHas
¢dapmakones Pecrybmuku
KazaxcraHn, 3apy0exHble
(dapMakornen, Ipru3HaHHbIE
JNeHCTBYIOUIUMUA  Ha
Tepputopun PecryOnmku
Kazaxcran

KoanuecTtBo Ha CANHULY

No HaumeHnoBanue .
JIEKapCTBEHHOM (popMBI

JlexapcTBeHHas1(bIC)
cyocranuus (1):



2. BcmomorarenbHbIE
BCIICCTBA:

Cocrasn 000J109KH
3. TabJETKA MM KOpIyca
KariCyJiblL:

2) Jlnst nekapCTBEHHOTO PACTUTEIBLHOIO ChIPhS

HopMatusHbIil
JOKYMEHT IO
KOHTPOJIIO KayecTBa
u 0e30macHOCTH

JIEKapCTBEHHBIX
CpEnCTB, WU
T'ocynapcTBeHHas
borannueckue
dbapmakomnes
JIATUHCKWE Ha3BaHUS Hukopactymee wiu MecTo
Ne PecnyOnuxu

pacTeHui, BXOIALIUX KyJIbTUBUPYEMOE IIPOU3PACTaHUs

Kazaxcran u
B cocTaB cbopa
3apyOexxHbBIE
¢dbapmakormen,
IMPU3HAHHEBIC
JNEHCTBYIOIUMHA Ha
TEPPUTOPUH
Pecnybnuku

Kazaxcran

2.
6. HpOI/ISBOI[I/ITeJ'II/I AKTUBHBIX CY6CTaHI_[PIﬁ, BXOJAIIKUX B COCTAB JICKAPCTBCHHOI'O
cpeacraa
HauMmenoBanue Anpec
HaumenoBanwne .
BEIIECTBA, MIPOU3BOICTBEHHON
MPOU3BOAMTENS Ha
Ne BXOJISIIIEIO B COCTaB Crpana* MIOIIagKH  Ha
pycckom u
JIEKapCTBEHHOT'O N pycckom "
AHTJIMICKOM sI3BIKaX N
cpencTBa AHTTIHICKOM S3BIKaX
1.
2.

7. B cinyyae Hanmu4usl B COCTABE JIEKAPCTBEHHOIO CPEACTBA BEILECTBA, MOJIEKALIETO
KOHTPOJIIO B COOTBETCTBUU ¢ 3akoHOM Pecnybnuku Kazaxcran "O HapKOTHUYECKHX CpPEACTBaX
, ICUXOTPOIIHBIX BELIECTBAX, X aHAJIOTaX M MPEKypcopax W Mepax MPOTUBOJAEHCTBHS UX
HE3aKOHHOMY O00OpOTY U 3JI0yHOTPEOIICHUIO UMU "

3akioyeHue 0 MPUHAMIEKHOCTH K
MTOJAKOHTPOJIBHBIM BeEIIeCcTBaM (Ha
OCHOBAHUH A3y4YCHUS
MEXJAYHapOIAHOTO
HCIIaTCHTOBAHHOI'O HAaMMCHOBaHMA,
TOPrOBOTO HA3BAHMSI, XUMUYECKOTO
HA3BaHUs, CTPYKTYPHOH (HOPMYITBI O
MPUHATICKHOCTH K
MTOAKOHTPOJBHBIM BEIIECTBAM C
yKazaHueM To3unuu Tabmuiy
Cnucka, SBIISIETCS JU BEHIECTBO



CTEPEON30MEPOM HAPKOTHUECKUX
cpencts Tabmumer 11, B Tex cirydasx,

1) KOTJa CYIIeCTBOBAHHE TaKUX
HM30MEpOB BO3MOXKHO B paMKax
JAHHOTO KOHKPETHOTO XUMHUYECKOTO
o0o3HaueHus (ecinu TaKOBbIE
ONpENEeNICHHO HE WCKIIOUYCHBI),
COJIbIO BCEX HAPKOTHYECKUX CPE/ICTB
, mepeuncieHHsx B Tabmume I,
BKJIOYAas COJIM H30MEpPOB, Kak
MPEeIyCMOTPEHO BBINIE, BO BCEX
clydasiX, KOTJa CyIIeCTBOBaHUE
TaKUX COJIEH BO3MOJKHO;COJIbIO
TICUXOTPOITHBIX BemecTB Tadmumbr 11
u Tabauner III, xorna
CYLIECTBOBAaHUE TAaKHUX COJEH
BO3MOKHO

Hay4YHO-000CHOBAHHOE ONpe/IeNeHe
CTEHEHU PHUCKA 31I0YHOTpeOIeHHUs:
BBICOKHMH PHUCK 3I10yHOTpeOeHu,
WIM PUCK 310ynoTpebieHus
OTCYTCTBYET, MWJIH  SBISAETCH

2) HE3HAYUTEIbHBIM;ONPEACIIEHNE
MaKCHUMalbHO  JIOIyCTHMOTO
colepXKaHUs  HAPKOTHYECKHX
CpPEJICTB, IICUXOTPOIHBIX BELIECTB U
IPEKypcopoB B JIEKapCTBEHHBIX
CpeJCTBAXx;

3aKJIIOUYCHUECO BO3MOXHOCTH HWIIH
HEBO3MOXKHOCTH HU3BJICYCHUA
JICTKOAOCTYITHBIM cnocodom

3

) MOJKOHTPOJIBHOTO BEIECTBA B
KOJINYECTBAX, JOCTAaTOUHBIX I
3JI0YIOTPEOICHUS
3aKJIIOYEHHE B TOM, 4YTO B

4) OTHOIICHWH TIpemapaTra CHSTHI

HEKOTOPBIE MEPHI KOHTPOJIS

8. AHalM3 CBEJICHUN O MPOUCXOXKACHUHU, peructpanuu B Pecryonumke Kaszaxcraw,

Ka4eCTBE W BBIBOJBI O BO3MOXKHOCTH WCIOJIB30BaHUS CyOCTaHIMU (TIpU OTCYTCTBHUH
ceptuduxata GMP)

9. AHaiu3 CBEIEHUNW O KayeCTBE, KOJMYECTBE C BBIBOJAMHU O JOMYCTUMOCTH
MCIIOJIb30BaHUS HCIIOIb3YEMbIX BCIIOMOTATEIbHBIX BEIIECTB




10. 3akmtoueHue o MPOU3BOICTBE (TIPOU3BOACTBEHHAsI (POpMYIIa, ONMMCAHUE TEXHOJIOTUU
POM3BOJICTBA, KOHTPOJb B TPOIIECCE IMPOU3BOJCTBA, BaIHMAAIUSA IMPOU3BOIACTBEHHBIX
MIPOIIECCOB)

11. XapakTepuctrka roroBOoro npojiykra (COOTBETCTBUE MPE/ICTABICHHBIX MAPAMETPOB B
ceptudukaTte KayecTBa Ha TOTOBYI NPOAYKUMIO WIM B  MAacHOpTe
OpraHU3alUHU-TIPOU3BOJUTENSL OMMCAHHBIM METOJUKAM KOHTPOJISl KaueCcTBa B HOPMATUBHOMU
JOKYMEHTAllUM, COOTBETCTBUE CEpUM MpPEACTaBICHHBIX OOpa3lOB CEpPHUsIM, YKa3aHHBIM B
cepTudukare)

12. 3akinoyeHre 0 MapKUPOBKE U YIAKOBKE HA MPEAMET UX JAOCTATOYHOCTHU JJIs
o0OecrieyeHus1 COXpaHEHUsI KauecTBa JIEKAPCTBEHHOr'O CPEACTBAa BO BpEeMs XpPaHEHHUS U
TPaHCTIOPTUPOBKHU, (HEOOXOIUMOCTH JOTIOTHUTEIHHBIX HAMMUCEH), HATMIKNE crienu(uKranui
Ha MEPBUYHYI0 M BTOPUYHYIO YMAKOBKY. | MTHEHMUYECKOE 3aKIIOUCHHE Ha YMaKOBKY (s
OTEUECTBEHHBIX MPOU3BOIUTENCH)

13. 3akiroueHue 0 HATMYUK WA OTCYTCTBUM B HA3BAaHUU JIEKAPCTBEHHOI'O CPEJICTBA:

1) rpaduueckux CXOACTB C paHee 3aperuCTPUPOBAHHBIMU JICKAPCTBEHHBIMHU MperapaTaMu
Y CJIOB C HE0JIaro3By4YHbIMH BBIPAKCHUSIMU;

2) ciocOOHOCTH BBECTH B 3a0Jy’K/IEHUE OTHOCUTEIHLHO UCTUHHOIO COCTaBa U JIEUCTBUS
npenapara;

3) cxoactBa MHH u (u1m) cXoaHble ¢ HUMH Ha3BaHUSA ISl JIEKAPCTBEHHOTO CPEICTBA
JPYroro XMMHUYECKOT0 COCTaBa WUJIu JCHCTBHUS.

14. Cnenmdukaiusi TOTOBOTO MPOJYKTa




15. 3akimroueHne o JaHHBIX XUMHYECKOH, (hapMarieBTUYECKOM U OMOJIOTHYecKOr (KMH
BUTPO) SKBUBAJIEHTHOCTH, MTPEACTABICHHBIX (PUPMOI Ha JIEKAPCTBEHHOE CPEJCTBO

16. 3akntoueHne O CTaOMIBHOCTHU JIEKAPCTBEHHOI'O CPEACTBAa, 0OOCHOBAHHOCTH
3asIBJICHHOT'O CPOKAa XPaHEHHUS

17. Ananu3 u OICHKA IIPOCKTOB HMHCTPYKIOHUH II0 MCOAHUIHWMHCKOMY IIPHMCHCHHIO
JICKApPCTBCHHOI'0O CpCACTBA, MAKCTOB YIIAKOBOK M 3THKCTOK, IMPOBEPKAa Ha HWACHTUYHOCTDH
YKa3aHHﬁ YCJIOBHﬁ XPpaHCHUA U TPAHCIIOPTUPOBAHHA, YKA3aHHBIX B IIPOCKTC HOPMATUBHOI'O
AOKYMCHTA II0 KOHTPOJIO KaueCTBa H 0e30I1acHOCTH JICKApCTBCHHOI'O CpCACTBa H
BBIIMICYKA3aHHBIX IIPOCKTAaxX

18. 3akiroueHue o0 yCIOBUSX XPAHEHHUS W TPAHCHOPTUPOBAHUS JIEKAPCTBEHHOTO
CpeACTBa U HEOOXOUMOCTh BBEACHUS JIOMOJTHUTEIBHBIX TPEOOBaHUH C 1eIbI0 00eCcTIeUeHUs
COXpaHEHHMS KauecTBa JICKAPCTBEHHOT'O CPEICTBA

19. Ananus HOPMATUBHOT'O JOKYMCHTA IIPOU3BOAUTCIIA IO KOHTPOJIIO KAa4CCTBA U
0e30ImacHOCTH JICKAaPCTBCHHOI'O CPEACTBA U MCTOAMNK KOHTPOJIA Ka4CCTBA T'OTOBOI'O IIPOAYKTA

20. CpaBHeHHE C aHAJIOTaMH, 3apeructpupoBaHHbIMU B PecmyOmmke Kaszaxcras.
CpaBHUTENbHAS XapaKTEPUCTUKA OCHOBHBIX MOKa3aTeseil KayecTBa




21. AHanu3 TOCTOBEPHOCTH KAYECTBEHHOTO U KOJWYECTBEHHOI'O COCTaBa aKTUBHBIX U
BCIIOMOTATEJIbHBIX BEIIECTB, YKA3aHHBIX B MHCTPYKIIUM MO MEIUIMHCKOMY MPUMEHEHHUIO,
CpaBHHUBAsI C 3asIBJICHHBIM COCTABOM B 3asIBJICHUH, AHATUTUYECKOM HOPMATUBHOM JOKYMEHTE
U MaKeTe YIMaKOBKHU

22. OueHka (hapMaKoJOrHYeCKOl COBMECTUMOCTHA KOMIIOHEHTOB, B CIIy4ae perucTpanuu
BOCIPOU3BEAEHHOIO JIEKAPCTBEHHOTO CPEJICTBA MPOBECTH CPABHEHHUE C COCTAaBOM
OpUTHMHAJIBHOIO Mpernapara

23. * AHanu3 TOKYMEHTAINH 110 JOKIMHHUYECKUM UCCIIEIOBAHUSIM: TOKCUYHOCTH (OCTpas,
xponunueckas, LD50, LD100), kanueporeHHOCTH, SMOPUOTOKCUYHOCTH, TEPATOTCHHOCTH,
MYTareHHOCTH, MECTHO-Pa3pakalomero ICHCTBUSA, BIUSHHUSI HAa WMMYHHYIO CHCTEMY,
cnenuduaeckoit papmakorgornyeckoi (OMOJOTHUECKON) akTUBHOCTU. [Ipumedanue: mpu
AKCIIEPTU3Ee OMOCUMMIIIPOB yKa3aTh Mpenapar CpaBHEHUS, UCIIOIb30BAHHBIN HA BCEX 3Tamax
CPaBHUTEIIBHBIX HCCIENOBaHUM (OT (hapMameBTUUECKON pa3pabOTKU 10 KIMHUYECKHUX
UCCJIeIOBaHMI): Ha3BaHHE, aKTUBHOE BEIECTBO, MPOU3BOAUTEND, CTPAaHA-IIPOU3BOIUTEND,
cepusi, CPOK TOTHOCTH

24. * AHanmu3 NOKYMEHTallMM KJIMHUYECKUX HcclienoBaHuil ((pa3pl KIMHHUYECKHUX
UCCIIE0BAHUM, ITOCTMAapKETUHIOBBIE MCCIIEIOBAHMSI, IIPOTOKOJBI U OTYETHI, 3AKJIIOUCHUS
Otnyeckoit komuccun). [Ipu 3ToM HEOOXOIMMO yKa3aTh MECTO, ATy, CIIOHCOPA MPOBEACHUS
UCCJIEA0BaHUsA, LEb, OU3AlH, IJINUTEIBHOCTh HCCIEIOBAaHMS, KOJIMYECTBO, IOJ BO3PACT
UCTIBITYEMBIX, PEXHUM JO3UPOBAHUS Ipernapara, MOHUTOPUHI MOOOYHBIX JEWCTBUU B
IIpoLecce MPOBEACHUs KIMHUYECKUX HCCIEN0BaHUM, COOTBETCTBHE OTYETA IPOTOKOIY,
3aKJII0YEHUE O COOTHOIIEHUH "Mmojb3a-puck’. [IpuMeuanue: npu skcnepTuze OMOCUMUISPOB
yKa3aTb IpenapaT-CpaBHEHHUs, MCIIOJIb30BaHHBIM Ha BCEX OJTalmax CpPaBHUTEIbHBIX
uccienoBaHuii (0T (apManeBTHUECKOW pa3pabOTKU 10 KIMHUYECKUX HCCIEJOBaHUN):
Ha3BaHHE, AKTUBHOE BEIIECTBO, MPOWU3BOAUTENb, CTpaHA-IPOU3BOAUTENb, CEPHUs, CPOK
TOJJHOCTH.



25. O1eHKa UCTOYHHKA TPOUCXOKICHHS (KPOBb, OPTaHbl U TKAHU YEJIOBEKA U )KUBOTHBIX )
U crienupUYeCcKo aKTUBHOCTH I UMMYHOOUOJIOTUUYECKUX MPErnapaToB

26. * Ouenka Oe3omacHOCTH U 3()PEKTUBHOCTU JIEKAPCTBEHHOTO CPENCTBA IO
pe3yapTaTaM KIMHUYECKUX MCCIEAOBAaHUM B OTHOUIEHUM 3asBJICHHBIX BO3PACTHBIX I'PYIII
OOJIbHBIX, OOOCHOBAaHHOCTH BBIOOpA MOKAa3aHUH K NPUMEHEHHUIO, MPOTHUBOMNOKA3aHUU,
MPEIOCTEPEIKECHHM TPU TPUMEHEHUH Tpernapata, mpodusis moOOYHBIX AEUCTBUI

27. 3anomaHsIeTCs TOJILKO IIpH 11oJa4C Ha 3asBJICHUA IT'OCYAApPCTBCHHYIO IICPCPCTUCTPALTUTO
JICKapCTBCHHOI'O ITpCIiapara

Omnenka 6e3omacHOCTH U 3((HEKTUBHOCTH JICKAPCTBEHHOT'O CPEACTBA HA OCHOBE JAHHBIX
HNEPUOANYECKH OOHOBIISIEMBIX OTUETOB O OE30MACHOCTH - aHAIM3 Mpoduiss 0e30MacCHOCTH,
BHECEHUU HOBBIX NMOOOYHBIX JE€UCTBUM, MPOTUBONOKA3aHUN B KPATKYIO XapaKTEPUCTUKY
JIEKapCTBEHHOI'O IIpenapara U UHCTPYKIUIO 110 MEIULIMHCKOMY IIPUMEHEHUIO WM OTKa3e B
MEpEPErUCTPaALMU NIPENAPaTa, U3MEHEHNS B PETUCTPALIMOHHOM CTaTyCe Ipernapara B Ipyrux
CTpaHaX, OOHOBJICHHbIE JlaHHBIE O MEpax, MNPHUHATBHIX PETryJATOPHBIM OpPTraHOM WIIU
MPOU3BOAUTEIEM MO cOOOpaxeHUssM O€30MacHOCTH, M3MEHEHUS B HHPOpPMALUHU IO
0€30MacHOCTH Tpenapara, 00beM MPoJaxK, KOJIMYECTBO MAIlMEHTOB, MOJYYHUBIINX Mpenapar
3a OTYETHBIN NEepruoa, U3yUeHUE ONUCAHUS UHIUBUYAJIbHBIX CIIy4aeB U NEpEUYHs MOOOUYHBIX
NEHUCTBUN M CBOJHBIX TAOJIUL, NHIMBHUIYAIbHBIX CIy4aeB MPOSIBICHUS MOOOYHBIX AEHCTBUN
BBISIBJICHHBIX JIEPKATEIEM PETMCTPALMOHHOIO YJIOCTOBEPEHUS, XapaKTep U KOJIMYECTBO
CEPBhE3HBIX MOOOYHBIX NEUCTBUU U paHEEe HE 3apPErMCTPUPOBAHHBIX KoMmmaHueu. OOmias
OllecHKa Oe30MacHOCTH Ha OCHOBE JAaHHBIX MEPUOAMYECKH OOHOBISEMBIX OTYETOB O
0€30MacHOCTH U 3aKIIOUYEHHE O COXPAHEHUM WM M3MEHEHUU Mpoduis Oe30MacHOCTH,
BHECCHUU HOBBIX TMOOOYHBIX JIEHCTBUN, MNPOTHBOINOKA3AaHUN B WHCTPYKIHIO IO
MEJUIMHCKOMY NPHUMEHEHUIO WM OTKa3e B Iepeperucrpanuu npenapara. llpumedanue:
MIPOBEICHHUE SKCHEPTU3BI IPENAPATOB-OMOCUMUIISIPOB B COOTBETCTBUU C TpeOoBaHusMuU: Ha
AKCIIEPTU3Y NPU TOCYJApPCTBEHHOW MEPEPErucTpalvi OHUOJIOIMYECKOro JIEKAPCTBEHHOI'O
CpeACTBa, B TOM 4ucie onocumuispa, npenocrapistorcs Yactu [-111 [lepeuns, uz Yactu V:



1) mepuoguyecku OOHOBIIIEMBIN OTYET IO 0€30MAaCHOCTH WJIA MEPUOIUYECKUIM OTYET

2) pe3yabTaThl MOHUTOpUHTa [lnaHa ynpaBieHHs] pUCKaMU M MUHUMHU3ALUU PUCKA,
MMMYHOT'€HHOCTH, NP MPUMEHEHHH OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O CPENCTBA, B TOM
yucie B PecnybOnuke KazaxcraH, MOJydeHHBIX B pe3ynbTaTe: MOCTPETMCTPALlMOHHBIX
HaOIIOAATENbHBIX HCCIENOBaHUN 0e30MacHOCTH M 3(P(EKTUBHOCTU JIEKAPCTBEHHOTO
cpencTBa (METOJOM aKTUBHOIO MOHUTOPHHIA, METOJIOM CIIy4Yail KOHTPOJIb MJIM KOTOPTHBIX
PETPOCTIEKTUBHBIX U (WJIM) IPOCIEKTUBHBIX UCCIIEIOBAHUMN )

aHanu3a PeructpoB manueHToB, MOJyYaroluX JICUCHUE ONPEIeICHHBIM OMOJIOTHYECKUM
JIEKapCTBEHHBIM CpPEJICTBAM

IMOCTMAPKCTHUHTOBBIX KIIMHUYCCKUX I/ICCJ'IG,ZIOB&HI/II?I

MPOBEICHUST 00YJAIOIINX MEPOTPHUATHH MO MOBBIIIEHUI0 HHPOPMUPOBAHHOCTH BpaueH,
(dapMaleBTOB M MAIlMEHTOB C IEJIbI0 CHUKEHUS PHUCKOB, CBA3AaHHBIX C MPUMEHEHHEM
OMOJIOrMYECKOro JIEKapCTBEHHOTO cpecTBa B Pecriybnuke KazaxcraH.

28. Ouenka 6e30macHOCTH U 3()PEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA C YYETOM
COOTHOIIEHUS "TONb3a-pUCK" - MPOTUBONOKA3aHU, NPEAYIPEXKIECHUS U IPEIOCTEPEKECHUS
IpU MPUMEHEHUH TpenapaTa. Tpedyercs o0patutb 0co00€ BHUMaHHUE Ha JETCKUN BO3pacT,
OEpeMEHHBIX U KOPMSIIMX MKEHLIUH, MOXWIOW BO3pAacT, MAlMEHTOB C IMOYECYHOU H
MEYEHOYHON HE0CTATOYHOCTHIO




29. DkcnepTu3a HHCTPYKIUHU 110 MEIUIIMHCKOMY MPUMEHEHUIO TPOBOJAUTCS B CPABHEHUH
C KpaTKOM XapakTEpPUCTUKOW JIEKAPCTBEHHOTO Mpemnapara. Jlemaercss 3aKiIO4YeHHEe O
COOTBETCTBHHM WJIHM HECOOTBETCTBHH IIOKA3aHWM K NPUMCHEHHUIO, MOOOYHBIX ICHCTBUH,
IPOTUBOIOKA3aHUM, OCOOBIX YKa3aHUH, JICKAPCTBEHHBIX B3aUMOJICHCTBUM, MEPEI03UPOBKH,
YKa3aHHBIX B UHCTPYKIHHU MO MEAUIMHCKOMY HPUMEHEHUIO JIEKAPCTBEHHOTO CPENCTBA,
KpaTKOW XapaKTEPUCTHUKE JICKAPCTBEHHOIO TIpernapara

30. 3akIroueHrEe 0 HAJTMYMU WM OTCYTCTBUM B HA3BaHUM JIEKAPCTBEHHOTO CPEJICTBA!
1) rpadugeckux CXOACTB C paHee 3aperuCTPUPOBAHHBIMU JICKAPCTBEHHBIMHU TpErapaTaMu
U CJIOB C HE0JIar03BYyYHBIMU BBIPAXKCHUSIMU

2) CIIOCOOHOCTHU BBECTH B 3a0JIyKJE€HWE OTHOCUTEIHLHO UCTUHHOI'O COCTaBa U JIEUCTBUS
npenapara

3) cxoacta MHH u (un1m) cXoaHble ¢ HUMU Ha3BaHUSA ISl JIEKAPCTBEHHOTO CPEICTBA
JIPYTrOT0 XMMHUYECKOT0 COCTaBa WU JEHCTBUS

31. Ouenka mpaBWJILHOCTU MPUCBOCHUS KOJAa AHATOMO-TEPANEBTUYECKO-XUMUUECKOH (
nanee — ATX) kimaccudukaiuu, COOTBETCTBUS (hapMaKoTepaneBTHUECKOM Tpybl koay ATX
Kiaccupukanuu, GapmMakoJIOorudeckoMy JAeHCTBUIO, MMOKa3aHUSIM K MpUMEHeHHI0. B ciydae
HernpaBmwibHO 3asBIeHHBIX ATX koma u QapmakoTepaneBTHYECKON TPYMIbI, TpeOyeTcs
yKa3aThb PEKOMEHIyEMbIE IKCIIEPTOM




32. IIpoBepka a€KBAaTHOCTH 3asBICHHBIX J03 U pEeKUMa AO3UPOBAHHS COTJIACHO
(hapMaKOKMHETHYECKUM MapameTpaM (Tepruojia MOJIyBBIBEJCHUS, CTETICHU CBSI3bIBAHUS C
OenKkaMHu TIJIa3Mbl KPOBH, BIWSHUE HAa aKTHBHOCTh MEUYEHOYHBIX (DEPMEHTOB, BpeMs
COXpaHeHUs OaKTepUOCTaTUYECKOW (OAKTEPUIIMIHONW) KOHIICHTpAllUM B Cllyyae
aHTHOAKTEpUATBHBIX TMpemapaTtoB). TpedyeTcs oOpatuTh 0co00e BHUMAaHWE Ha JO3BI,
PEKOMEHIyeMbIe JETSIM, MOKUIbIM, OOJIbHBIM C HAPYIICHUSIMU QYHKIUU MTOYEK U MeUeHU

33. [IpoBepka cOOTBETCTBHUSI 3asIBJICHHOTO CPOKa XpAHEHUs, YKa3aHHOTO B 3aBJICHUH, B
KpaTKOl XapaKTEPUCTUKE JIEKAPCTBEHHOr'0 Mpenapara, MHCTPYKLUUU IO MEIULHUHCKOMY
IPUMEHEHUIO, MAaKeTax yMaKOBKHM CO CPOKOM XpaHEHHs, YKa3aHHBIM B HOPMAaTHBHOM
JOKYMEHTE

34. CooTBETCTBHE NMPEACTABICHHON MHCTPYKLUUH 10 MEIULHMHCKOMY IPUMEHECHHIO
JeicTByIOIIEMY 3aKoHOAaTenbcTBY PecnyOnuku Kazaxcran.

35. JletanbHOe onucaHue CUCTEMBI (hapMaKOHA30pa U yIPaBICHUs pUCKAMU:

1) KpaTkast xapakTepucTiKa cucTeMbl (hapMaKOHa130pa JepKaTelis perucTpauoOHHOro
YAOCTOBEPEHUS BKIIFOUAET CIEAYIOLINE AIEMEHTBHI:

JI0Ka3aTeJIbCTBO TOTO, YTO JI€P>KATEIb PErMCTPALMOHHOTO YJOCTOBEPEHUS HUMEET B CBOEM
pacnopsyKeHUH YIMOJHOMOUYEHHOE JIMIO 3a TIIOOaNbHBIA (hapMaKOHAI30p JeKiIapaius,
HOJNUCaHHAsl IepP>KaTeIeM PErUCTPALMIOHHOTO YIOCTOBEPEHUSI O TOM, YTO OH UMEET CUCTEMY
(dapmakoHaA30pa UIsl BBINOJIHEHMS 3a7ad U OOA3aHHOCTEH IO MOCTPETHCTPALMOHHOMY
KOHTPOJIIO 0€30M1aCHOCTHU JIEKAPCTBEHHBIX CPE/ICTB

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

COBPCMCHHBIM TpC6OBaHI/IHM, 4TO IMOATBECPIKIAAI0 JIMYHOM IIOAITUCBIO.

PykoBouTenb CTpyKTYypHOTO MOApa3aeieHus

noanuch ®.N.O (pu ero HaMUYUN)
DKcrepr

noanuck @.MN.O (ripu ero HAIMYUN)
JlaTa

IIpunoxenne 21 x [IpaBunam
perucTpanum JeKapcTBEHHBIX
CPENICTB U MEAULIMHCKHUX U3JEIUN
10 NpUHUUNY "eINHOro OKHA"

¢dopma

CBOMHEILA OTYET 3KCIEPTOB IO OILEHKE JISKAPCTBEHHOTO Mpeapara MpH H3MEHEHHUAX, BHOCHMEIX B

PEruCTPAInOHHOC JOCHC
| ®.N.0. (mpm ero HaIMYUH) H
' JIOJKHOCTB SKCIEpTa

2. VY4eHas cTeneHb, 3BaHHUE

3. Ne 3asBkH

4., Hata

5. ToproBoe HaMEHOBaHUE Ipernapara

6 MexyHapoaHOE HelaTeHTOBAaHHOE

’ Ha3BaHHE

OpurrHaJIBHBIA JIEKAPCTBEHHBIN
mpenapar
BocnpousBeneHHbIN 1eKapCTBEHHBII
mpemnapar
['ubGpunHblA  JTEeKapCTBEHHBIN
mpemnapar
buonornueckuil J1IeKapCTBEHHBII
mpemnapar
NMMYyHOOMOTOTHYECKU I
JIEKapCTBEHHBIH Mpenapar
bruononoOHbIli  JIeKapCTBEHHBIN
npenapat (bunocummisp)
KoMOMHNpOBaHHBIH JIeKapCTBEHHBIH
mpemnapar
JlexapcTBEHHBIH Mpenapar ¢ XOpOoIIo

7. JlexapcTBeHHBIHM mpenapar U3y4EHHBIM MEIULIHUHCKUM

IIPUMEHCHUEM



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
0e3 perenra

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 MecToO
Pecnybnukn IIpOM3pacTaHus
Kasaxcran

2.
8. IIpon3BoauTENM aKTUBHBIX CYOCTAHIIMN, BXOIAIIUX B COCTaB JIEKAPCTBEHHOTO
cpeacraa
HanmenoBanue Anpec
HaumenoBanue .
BEIIECTBA, MIPOU3BOICTBEHHON
MIPOU3BOANTENS Ha
Ne BXOJISIIIErO B COCTaB Crpana* NIOIIagKK  Ha
pycckom 31
JIEKapCTBEHHOT'O . pycckom "
AHTJIMUCKOM SI3BIKaX .
cpencTaa AHTIMICKOM SI3BIKAX
1.
2.

9. Tumn u3sMeHeHuil

1) Tum u3MeHeHUU B
COOTBETCTBHU c BHOCHMbIE U3MEHEHHUS Crapast penakuus HoBas penakims
npuioxeHuem 17

10. OmeHka perucTpallMOHHOTO JOChE MO acleKTaM KadecTBa, 0€30IMacCHOCTH H
3¢ PexkTUBHOCTH

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)



JlaTa oCTyIuIeHUS JOKYMEHTOB DKCIIEPTY
JlaTa 3aBepiieHus: SKCIEPTU3HI JOKYMEHTOB

JAOKYMCHTBI

TIOBTOPHO

mocie

MPEIOCTABICHHS AOMOIHUTEIBHBIX
MaTepHaloB 10 3aIPOCY KCIIEPTa:

Bce JaHHBIC, IIPUBCACHHBIC B SKCIICPTHOM 3aKIHOYCHHUHN, JOCTOBCPHEI U COOTBCTCTBYIOT

COBPEMEHHBIM TPEOOBAHUSIM, YTO MOATBEPAK A0 TUYHOMN MOAMKUCHIO.
PykoBonuTens CTpyKTYpHOro oApa3IeICHUs

noanuck @®.N.O (ripu ero HAIMYUHN )

DKcnepT

noanuck ®.N.O (ripu ero HAIMYUN )

Jara

[punoxenne 22 k [Ipasmnam
PEruCTpaIyy JeKapCTBEHHBIX

CpPE/ICTB U MEMIIUHCKUX M3/IENHit
10 MIpUHIUMY "eAUHOro OKHa"

HNHadopManus 0 BCIOMOraTe/IbHEIX BEMECTBaX, HOMUHAIFHOM HX COAEPKAHWH B JIEKAPCTBEHHBIX
Ipenaparax, a TakKe OrpaHHIeHAA PUMEHEHNS JIEKapCTBCHHOT0 Ipemapara

Ne i/t

HaumenoBanue
BCIIOMOTaTeNnbHEl [1yTh BBEIEHUS
X BEIIECTB
2 3
AnpoTUHUH MectHoe
MecTHOEC,
Apaxucosoe
mepopanbHoe,
Macio
MapeHTepaIbHOE

Acmnapram (E951) Ilepopansnoe

A3zokpacurenn: 1)
E 102
Taptpasun2) E
110 Xenterid

JonycTtumsie
nmpeaensl
coJepxKaHus
BCIIOMOTaTEeJIbHBI
X BEIIECTB

4

Nudopmanmus,
noJexamas
OTPaXXECHUIO B
WHCTPYKLMHU II0
MEAULIUHCKOMY
MIPUMEHEHHIO

5

I'mnepuyBcTBHTE
JBHOCTh HWIIH
cepbe3Hasd
annepruaeckas
peakius

IIpoTuBonokasax
Bl JIMIIAM C
aJUIepPruyecKou
peakuueid Ha
Opexu MU COI0

Conepxurt
(heHUNMATAHWH,
IPOTHBOIIOKA3aH
J00IM  C
(heHuIKETOHYpHE

u

Kommenrtapun™**

OunmeHHoe
apaxucoBoe
Macjao MOXET
collepKaTb OEIOK

MoskeT HaHEeCTH
Bpea IHIaM C
(EeHUITKETOHY pHe

u



10.

11.

12.

sakar (FCF)3) E
122 A3zopy0OwuH,
Kapmomsun4) E

124 Tlonco 4R ( Hepopambhoe

myHIOBEIH 4R),
Komenunn
kpacHas A5) E
151
BpunnuantoBelit
yepHblil BN,
yepHbd PN

E 104 Xentsrii
XUHOJUHOBBIA  (
Quinoline Yellow

)

E 107 Xentorii 2
G (Yellow 2 G)

E 120
Kopuenuns,
KapMHHOBas
KHCJIOTA,
KapMUHBI (
Cochineal,
Carminic acid,
Carmines)

E 128 Kpacwsrii 2
G (Red2 G)

E 131 Cunmit
MATCHTOBAHHBIH
V (Patent Blue V)

E 132
WUHaUroTHH,
Wunurokapmun (
Indigotine, Indigo
Carmine)

E 133 Cunuii
onecrsimit FCF (
Brilliant Blue
FCF)

Annepruueckue

E 102, E 110, E
122 - 3anperieHsl
K IPUMEHEHUIO B
JIEKapCTBEHHBIX
mpernaparax Jis
neren

3ampemesH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax Ijs
neren

3ampemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax Jjist
neTen

3ampeuieH K
NPUMEHEHUIO B
JIEKapCTBECHHBIX
mpemapaTax IS
neten

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neren

3ampenie’ K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neren

3ampenies K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neTen

3ampenies K
NPUMEHEHUIO B
JIEKapCTBCHHBIX
mpermapaTax Jyis
neren

3ampenieH K
MPUMEHEHUIO B
JIEKapCTBEHHBIX



E 155
Kopuunessrit HT
(Brown HT)

E162
CBEKOJBHBIHI
KpacHBIH,
beranun (
Beetroot Red,
Betanin)

13.

Kpacurenu:1)
E121
HutpycoBbiid
KpacHBI® 2 (
Citrus Red 2)2)
E123 Awmapant (
Amaranth)3)
E154
Kopuunessrit FK
Brown FK

14.

DPUTPO3UH

5. E127)

IMepyanckuit

16.
Oab3aM

benzankonusa
XJIOpUL

17.

Kucmora
OcH30MHas1 u
Oen3oatsi:1)
E210 xkwucaora

18. OeH3oiiHan2)

IlepopansHoe

MectHoe

Odransmornoruye
CKHUE
JIEKapCTBEHHBIE

(opMEI

MectHoe

NHuransuuonHoe

MectHoe

0-0,1 mr/kr

*

10 Mxr/B 1 gose

npenapar Helb3st
HasHayaTh U
NPUMEHSATH
MmarueHTaM ¢
IMaTOJOTHUCH
MIUTOBUAHOMN
JKEJIC3bI

Bo3MoXHEI
KOXKHBIC PEaKIIUU

Bo3MOXkHBI
UPUTHI;N30eraTh
KOHTakKTa ¢
MSATKUMH
KOHTAaKTHBIMHU
JIMH3aMHU; Y 1IN Th
KOHTaKTHBIE
nepen
IpPUMEHEHUEM U
BBDKJATh HE
MeHee 15 MuHYT
nmociue

JIMH3bI

3aKanbIBaHus
npemnapara;He
NIPUMEHSACTCA Y
nereii no 8 jmet

Koxnbie peakumn
Bbponxocnasm

Paszgpaxenus
KOXH,
CIAU3UCTBIX

rjia3 "

000J10YeK

npenaparax s
neren

3alpeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjist
neTen

3alpemeHbl K
MPUMEHEHHUIO B
JICKapCTBEHHBIX
IpernapaTax

3ampenieH K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neren

benzankonus
XJTOpUNI
o0ecrBeUrBacT
MATKHE
KOHTAaKTHEIE
JIMH3BI



19.

20.

21.

22.

E211 watpus
oenzoarl3) E212
KaJust OeH30aT

[MTapenrepansHOe

ben3umoBmit
[TapenTepansHoe

CITUPT
Macuno
OepramoTa MectHoe
Bepranren
Bpononon MectHoe
Byrunruapokcua

y P MecTHoe
uuzon E320

k

IIpu nose meHee
90 mr/kr/cyT

IIporuBonokasan Beicokuil puck
Y pa3BuUTHUA
HOBODOXXICHHBIM JKEITYXU Yy
JETAM HOBOPOXKIEHHBIX

IIporuBonokasan

0

HEIOHOIICHHBIM,

HOBOPOXKJICHHBIM

U JIETIM JI0 3 JIET;

nmo6o9YHOE

neucTBUE -

aHA(PUIAKTOUIHBI

e peaxiuy;

KOJIMYECTBO

OCH3MIOBOTO

cnupra B Bo3MoxHBI
npenapate  (Mr/ cpygam

M) TOKCHUYECKUX U
[IporuBomnokazan AHUIEPTHICCKUX
o pCakuuu y ICTCHU
HEJOHOIICHHBIM, HAO 3 ner
HOBOPOKICHHBIM

U IEeTSAM 110 3 JIET;

MpU TPUMCHEHUH

IIpu noze 90 mr/ 6eH3HIOBOTO

KT/CYyT

CIIUpTa B J03aX
90 Mr/kr/cyT H
B Bl II €
MOBBIMIACTCS
pUCK (haTanbHBIX
TOKCHYECKUX
peakuui

IToBeIIIAETCS
YYBCTBUTEJIBHOCT

b K
He ucnons3yercs

npu HaJIW4Yuu
OcpranTeHa B
Macie

yiIbTpodroneToB
BIM JTy4aM (KaK K
HaTypaJbHbIM,
TaKkK u
UCKYCCTBEHHBIM
Jy4am)

MecTHBIE
KOXKHBIE PEAKIIUU
(KOHTaKTHBIE
JIEPMaTHTBHI)

MecTHEBIE
KOKHBIE PEaKIiH
(KOHTaKTHBIE
JIepMaTHUThHI),
pasapakeHus
rJ1a3 ¥ CIIM3HCTHIX
000J104€eK



23.

24.

25.

26.

27.

28.

Bytunrunpokxcur

M
onyon E321 ccTHoe

Macnoo
KacTopoBOe
MOJIMITOKCUITUPO

ITapenrtepansHoe

BaHHOE;MacJIo
KacTopoBO€
MOJHUITOKCHIUPO IlepopanbHoe

BaHHOE
THIIPOTEHU3NPOBA
HHOE MectHoe
Coupr
LIETOCTEAPH-TTOBEI
o p MectHOoe
H;cuupT
LICTHJIOBBINA

MecTHOEC
Xnopkpe3on

[TapentepanbHoe
Jumetuncynbho

yae MectHoe

KCH]],

[lepopanbHOEe U

MapeHTEPATBEHOE
DTaHoa

[lepopanpHOE U
apeHTepabHOe

Conepxanue
3TaHojda B
pa3oBoil nmo3e
menee 100 mr

oTr 100 Mr o 3 r
3TaHoOJa B
pa3oBoii 103€

3 r B pasoBoi
JI03€ TIpenapara

MecTHEBIE
KOXXKHBIC PEaKIHH
(KOHTaKTHBIE
JEPMAaTUTBHI),
pasapakeHus
IJ1a3 ¥ CIU3UCTBIX
0001104€eK

Cepne3Hbie
aJIEPTHYECKUE
peakiuu

Hapyumenus
HKENTY0YHO-KHUILE
YHOrO TpakTa H
Jauapest

Ko>xHbIe peaknuu

MecTHEBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIS
JI€pMaTUThI)

Annepruuyeckue
peakuuu

Pazngpaxxkenus
KOXH
IIpenapat
COOCPKHUT

Coaepxaiue
3TaHOJIa, MEHEee
HU3KHA ypoBeHb 100 Mr B pa3oBoii
JTaHoNIa Jo3e

IIpoTHuBoOMIOKA3aH
0.1 JIHIL
CTpaJarux
aJKOTOJIN3MOM,
SIMIIETICUEH,
IeTIAM,
OCpEeMECHHBIM |
KOPMSIUM
JKEHIIUHAM,
OONBHBIM C
3a00JICBAHUSIMH
IICUCHU

IIpoTuBoOMIIOKA3aH
O:IIA  JIHI]
CTpamaroIux
AJIKOTOJIM3MOM,
SIMIIETICUEH,
IEeTAM,
OCpeMEHHBIM |

KOPMSIIUM KonunuecTtBO

XKEHIIUHAM ¢ 3THUIIOBOTO

OOJNIBHBIM C CIHpTa B 3THUX
3a0oneBanusiMu  JICKAPCTBEHHBIX

nedyenu; Biauser PeNaparax



29.

30.

DopMmanbaerug

®pykTO3a

MectHoe *
[lepopanbHoe *
ITepopanbHoe *

ITapenTtepansHoe 5T

Kunkue
JIeKapCTBEHHBIC
dbopmbl s
npreMa BHYTpb,
TablIeTKHu
JKeBaTEeIbHBIE

[TapentepanpHoe *

Ha CIOCOOHOCTH
yIpaBiIeHUs
TPaHCIIOPTHBIMA
CpEeICTBaMH HIIH
OIlIaCHBIMHU
MCXaHU3MaMu,
BIUSAET H
H3MEHSET
JEUCTBUS IPYTHX
JIEKapCTB

Bo3MOXHBI
CIIy4ad MECTHBIX
KOXHBIX peaKiuit
(KOHTaKTHBIS
JIEPMaTHTBHI)

Hapymenus
JKEITYOUHO-KHIIIe
YHOTO TPaKTa H
Hapest

I[Tepen
Ha3Ha4YCHHEM
npenapaTos
YCTaHOBIIMBACTCS
MEPEHOCUMOCTD
hpPYKTO3HI;
MPOTHBOIIOKAa3aH
0 OOJIBHBIM C
HacJIeICTBEHHOH
HETIePEHOCHMOCT
BI0 (PYKTO3HI

KonnuectBo
(pYKTO3BI B T B
pa3oBoil mo3e
npenapara;He
Ha3Ha4yaTh
HanueHTaM ¢
CaxapHBIM
JIraberoM

Hanocst Bpen
3ybam

[IpoTuBomnokazax
0 JHIaM ¢
HACJICJICTBCHHOM
HEMEepeHOCUMOCT
B0 TaJaKTO3bI,
rajlakTO3eMHUeH

IIporuBonokasan
0 JnuuaM c¢

MOXKET BIHATH U
U3MEHATH
JIEUCTBUS IPYTUX
JIEKapCTB

[Ipu pnutensHOM
HCIIOJIb30BaHUU B
TEUYCHHE IBYX
unu  Oolee
HeJeIb



HACJICJICTBCHHOM
HETIePEHOCUMOCT
[lepopansHoe * BIO TajJaKTO3BI,
rajaKTo3eMueit
31. lNanmakroza B
MayibabcopOoruei
TJTFOKO30TaJIaKTO3

bI

KonnuectBo
TaJIaKTO3bI B T B
pa3oBoil j03e
npemnapara;
OCTOPOXHO
Ha3HA4YaTh

IIepopanbHoe
ITapentepanbHoe

OOJNIBHBIM C
caxapHbBIM
nraberom

IIpoTrBoOMIIOKA3aH
0 JnHumam ¢

ITepopanbHOE * MababcopOnueit
TJTFOKO3BI-TaJIaKT
03b1

KonmngectBo
TJIIOKO3Bl B T' B
pa3zoBoil mo03e

npenapara;
IMepopansHOE penapara;

OCTOPOXKHO
ITapentepansHoe
32. I'mroxo3a Ha3HayaThb

OOJIBHBIM C
caxapHbIM
nruadeToM

Januas

PacTBopel I nHbopMaIus
P Oka3pIBaeT bop
mnpreMa BHYTPb BKJIIOYAETCI B
MOBPEKAArOIICE
HHCTPYKIHIO,

nelicTBUME Ha
JKEeBaTEIILHBIE [IPH IJTUTEIBHOM
3yOBI

CocatenpHbIE *
TabJIeTKU npuMeHeHHnH (Be
u OoJiee HeZeb)

[To6ouHBIE
peakuum:
roJIOBHast 00Jb,
IlepopansHoe 10 r/B 1 noze HapyuIeHus
33. [murepon JKETYJOUYHO-KHILIEe
YHOTO TPAaKTa,
Japest

ITocnab6asromee

PexranpHoe Ir .
nelfcTBHe

Annepruyeckue
peaknuw,
CHUXXEHHUE

lemapur (B CBEPTHIBAEMOCTHU

KadecTBe KpOBH:



34. BcriomorarenbHor IlapentepanbHoe  *

0 BEIIeCTBA)

Cupomn
THAPOTCHU3NPOBA
35. HHOM rmioko3s! ( IlepopansHoe
WU  MaJbTHT
JKUJIKHIA)

IIepopanbHoe

Caxap

36. .
HUHBEPTHBIN

PactBopsl  nmiist
IpreMa BHYTPb;
cocaTelibHbIC
JKeBaTeIbHBIC
TabJIeTKH

10T

MPOTUBONOKA3aH
0 Jumam c

aJUIepPruyecKou

peakuueid Ha

rernapyuH

IIpoTuBomOKa3aH
0 IJIHIaM ¢
HACJIEACTBEHHOMN
HEeMepeHOCUMOCT
bI0 PPYKTO3BI

YmMmepeHHoE
rmocJaosgroee
IencTBHE,
yKa3bIBaeTCs
KaJIOPUMHOCTh
TUAPOTEHU3NPOBA
HHO# TJIIOKO3BI -
2,3 KKkan/r

IIporuBonokasan
0 J1umaMm c
HACJIEACTBEHHOI
HENepeHOCUMOCT
BI0  (PYKTO3HI
uIau
ManbabcopOuueit
TJIIOKO3BI-TaTaKT
03Bl

KonunuectBo
TIIOKO3Bl |
(pyKTO3BI B T B
pa3oBoil j03e
npemnapara;
OCTOPOXHO
Ha3HAYaTh
OONBHBIM C
caxapHBIM
JnabeTom

Oka3bpiBaeT
MOBpEXAaroIIee
IEeWCTBHE Ha
3yOBI

IIporuBomnokaszan
0 JIHIaM ¢
HACJIeACTBEHHOMN
HEeMepeHOCUMOCT
bI0 (DPYKTO3HI,
rajlakTo3bl,
rajakTo3eMHueH
HIIH

[Ipu pnutensHOM
MIpUMEHEHHH (IBE
u OoJiee HEEITH)



37.

38.

39.

40.

41.

Jlaktut E 966 ITepopanbHoe

10T

Jlakro3a Ilepopanbnoe

Jlanonusn (

. MectHoe *
[epcTsiHOM XHP)

E 965 MansTut;E

953

HUzomansTHTON;

Manprut xunkuit IlepopansHoe
(cupom

TUAPOTEHU3UPOBA

HHOM TTIFOKO3BI) 10r

ManHHUTON (

I1 1
MaHHUT) E421 cpopaJIEHOe Or

MatbabcopOoImen
TITFOKO3BI-TaTaKT
O3Bl

YmepeHHoe
rmociaosroIee
IeHlCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
gJaktuta - 2,3
KKaj/T

[TpoTuBoMOKa3aH
0 JnHumam ¢
HaCJEeICTBEHHOU
HEIEPEHOCUMOCT
BIO TallaKTO3HI,
nehUIHTOM
tepmenra Lapp (
JIATIIT)-nakrassl,
ManbabcopOormeit
TJIFOKO3BI-TaJaKT
03Bl

Vka3piBaeTcs
KOJIHYECTBO
JIAaKTO3bl B T B
pa3zoBoil mo03e
npenapara;
OCTOPOXKHO
Ha3HavaTh
OOIBHBIM C
caxapHBIM
nruadeToM

MecTHBIC
KOXKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMaTHT)

IIpoTuBonokasax
0 Jumam c
HacJIeICTBEHHOMH
HETIEPEeHOCUMOCT
BI0 (PPYKTO3HI

YMepeHHOE
rmocaosronee
IeHCTBHEC,
yKa3bIBaeTCs
KaJOpUUHOCTh
THIPOTeHU3HUPOBA
HHOH TJIIOKO3BI -
2,3 xkay/r

YMmepeHHoe
rnocnaoasonee
JIEUCTBHE



42.

43.

44,

Opraamdeckue
COeUHCHUS
pryTtu:l)
THOMEpCcan2)
dheHun-pTyTH
HUTpaT3)
heHUIT-pTYTH
amerar4)
dbenun-pryTn
oopar

[Maparuapokcude
H30aThl
a¢upsi:l)

ATUIINAPA-TUIPOK

n ux

OdTronpmanoruye
CKHUE
JIEKApCTBEHHBIC

(hopMBI

MectHoe

ITapentepanbHoe

IlepopanbHoe;
0o TOIBMATIOTHYE
CKHUE
JIEKapCTBEH-HBIC

cubenzoar (E 214 dopmsi;mecTHOE

) 2)
HpONMJI-NIaparui-
pokcudensoat (E
216)3) narpus
MPOMIIIAPAruap
okcubenzoar (E
217)4)
METHII-Iaparuapo
kcubenzoar (E
218)5) wnarpus
METHUIIIIAPArHIPO
kcubenzoar (E
219)

dennnananuH

[TapenTepanbHoE;
HMHTAJallHOHHOE

MecTHOC,
nepopanpHoe,
napeHTepaibHOe

[MTapenrepansHOe

*

3k

*

*

Coaepxanue
Kanusi MeHee 1
MMOJIb B pa30BOi
J03€e

Annepruueckue
peakuu

MecTHBIE
KOKHBIC PCaKIHH
(KOHTaKTHBIN
IepPMAaTHUT),
HapylIeHUE
MUTMEHTALMU
KOXKH

Annepruueckue
peakun

Annepruyeckue
peakuuu
3aMeIJICHHOTO
THIIA

Annepruueckue
peakuuu
3aMeICHHOTO
THOA,
Oponxocmasm

IIporuBonokasan
0 JnuuaMm c¢
(ennnKeTOHYpHE

u

VYxka3biBaercs
KOJINYECTBO
KaJIusi B MMOJIb (
WIW MT) B
pa3oBoil mo3e
npemnapara

B unHCTpyKLIMM
nHdopmanus
OTHOCHUTENBHO
COJlepKaHUS
KaJlus
OCHOBBIBAETCSI Ha

obmiem
COJIepKaHUH
KaJlus B

npenapare;MeHee
1 mmoms (39 mr)
B pa3zoBOi 7103€,
CUHUTAIOTCS
npenaparamu
CBOOOJHBIMH OT
KaJlnst; 0COOCHHO
BaXHO, MpHU
MPUMEHECHUU B



45.

46.

47.

Kanwuii

[Iponunen-rnuko
76 ¥ ero 3upsl

Macao
KYHXXYTHO€

[TapenTepanbHOE
[Iepopanbnoe

BryTpuBeHHOE
BBCJICHUE

MectHoe

ITepopanbsHoe
[MTapenrepansHOe

Bce nytm
BBEICHUS

[TapentepanbHoe

Yxka3biBaercs
KOJIMYECTBO
KaJIisi B MMOJTb (
UIHM MT) B
pa3oBoil j03e
npemnapara;
OCTOPOXHO
Ha3HAYATh JTUIAM
CO CHUYKEHHOMU

Coaepxanue
Kanus 1 MMoJb B
pa3oBoii 103e

(hyHKIMEH moYeK
WU Y KOTOPBIX
KOHTPOJUPYETCS
MOCTYIJIEHHE
KaJIlus ¢ HMUILEH

bons B MecTte

30 MMOJIB/IT

WHBEKIUU
% Paszgpaxenue

KOXH

DdpbdekTnI
400 mr/xr - mis b ’

MoJg00HBIE
B3pocibix 200 Mr

. IEeWCTBHIO

/KT - 18 geTei

aJIKOrOJIs

Penkue cayuam
CepbEe3HBIX
aJUIePTUYECKUX
peakuui

Yka3biBaercs
Coaepxanue
HATpUs MeHee | HATpus B MMOJIb (
MMOJIb B pa30BOW WUJIH MT) B
Jl03€ mpemnapara  pa3oBOH  J03€

mpemnapara

KOJINYECCTBO

HeAuaTpUYECKOn
MpaKkTHKe, TIe
Ha3HA4aIoTCA
nmpenaparsl ¢
HU3KUM YPOBHEM
KaJus

B unHCTpyKLIMH
nHdopmanus
OTHOCHUTEJIBHO
CoZlepKaHUS
HaTpus
OCHOBBIBA€TCS Ha
obmem
coJiepKaHUU
HaTpus B
npemnapare;
mpemapaTsl
cozepiKamue
HaTpus MeHee |
MMoJIb (23 Mr) B
pas3oBoii no3se,
CUHMTAIOTCS
mpenaparaMu
CBOOOIHBIMH OT
HaTpHS;
Oco6eHHO 3TO



48.

49.

50.

51.

52.

Hatpuii

[TapenTepanbHoE;
MepopaIbHOE

Kucnora
copbuHOBas u ee MecTHOe
conu

[IepopansHoe
ITapentepansHoe

Copouron E420

IlepopanbHoe

Macio coesBoe,

Macino coeoe Bce nytu
THIIPOTCHU3NPOBA BBEACHUS
HHOE

CreapunoBsiid
CIUAPT

MectHoe

Coaepxanue
HaTpusg 1 MMoiab
B pa30Boil 103€

k

10T

BaXXHO, IMpH
NIPUMEHEHUN B
NeaUaTpUYECKOi
MpaKkTUKE, THAE
Ha3HA4arTCs
nmpenapaTtsl  C
HU3KHM YPOBHEM
HaTpHs

Yka3biBaercs
KOJIUYECTBO
HaTpHs B MMOJIB (
UIW MT) B
pa3oBoil jmo3e
npemnapara;
OCTOPOXKHO TpH
Ha3HAYCHHUHU
JAUIAM,
COOJTIOTATOTITITM
OecconeByio
JTIETY

MecTHBIE
KOXKHBIC PCaKIHH
(KOHTaKTHBIN
JIEPMATHT)

IIporuBonokasan
bl IMaMUCHTaM C
HAaCJIeZICTBEHHOU
HEIEePEeHOCUMOCT
BI0 (PPYKTO3HI

YMmepeHHOe
mocaaosroIee
IelcTBUE,
yKa3bIBaCTCS
KaJOpUMHOCTh
copburona - 2,6
KKaJI/T

MecTHEBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIHI
JIEPMaTHT)

MecTHBIC
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMaTHT)

IIporuBonokasan
0 Jumam c

HacJIeJICTBEHHOMH
HETIEPEeHOCUMOCT
B0  (PYKTO3HI,
ManbabcopOuueit
TJIIOKO3BI-TaJIaKT
03BI, TeHUITUTOM



53.

54.

55.

56.

Cykpo3a

CynbduTsl,
BKJIOYas
MeTabnuCyIbPUTHI
:1) cepbl muokcua
E 2202) matpus
cyibdut E 2213)
HaTpHus
oucynepur E
2224) wnHatpus
MeTabucynpur
E 2235) xamus
MeTabucynpdur
E 2246) xamus
oucynbdur E 228

ITmenngHbBIH
Kpaxmail

Kcunuron

IIepopanbHoe

PactBopbl  nmiist
nmpuemMa BHYTPB;
cocaTelbHbIC,
JKeBaTeJIbHBIC
TabIeTKH

[IepopanbHoe;
MIapeHTEepaIbHOE;
HMHTAISIIOHHOE

IIepopanbHoe

IlepopanbHoe

*

*

10r

¢hepmenra

CYKpa3bIl-U30MaJib

Ta3bl

Vka3wsiBaeTcs
KOJIMYECTBO
CyKpa3bl B
rpaMMax B
pa3oBoil mo3e
npenapara;
OCTOPOXKHO
Ha3Ha4YaTh

OOIBHBIM C
caxapHBIM

radeToM

IToBpexnaromiee
IEeWCTBHE Ha
3yOBI

Cepbe3Hble
aJiepruueckue
pEeaKmuu |
OpoHxocmasm

IIporuBomoka3an
IuIaM c
aJUIePTUYECKUMU
peakuusiMu Ha
M€ HUYHBI M
Kpaxmat

YMmepeHHoe
nociabnsronee
neiicTBUEC;
yKa3bIBaeTcs
KaJIOPUITHOCTH
KcuimTona - 2,4
KKaJI/T

JlanHas
nHdopmanus
BKJIIOYAETCS B
HHCTPYKIIHIO,
Kornga
JIEKapCTBEHHBIN
npemnapar
npenHa3HaYeH
JUTSL JUTHTEITBHOTO
MpUMEHEeHUs (1B
u 0oJiee HeJeb)

IImeHnIHBIR
KpaxMall MOXET
coJepKaTh
I'moten (cnens)

CkayaTb



Hcnonb3yemble COKpaIeHUs: MI' — MAJUITUTPAMM; KT — KHJIOTPaMM; MKI' — MUKPOTPaMM; T
— I'paMM; KKaJl — KWJIOKaJIOPUiA; MMOJIb — MUJIUMOJIb; JT — JIUTP.
[Ipumeyanue:

* He3aBUCHMO OT KOJIMYECTBEHHOTO COJEPKaHUSI BCIIOMOTATENIbHBIX BEUIECTB,
uH(popmalus, ykazaHHas B KOJOHKE 5, OTpa)kaeTcsi B MHCTPYKUUU TO METUIIUHCKOMY
NPUMEHEHHUIO.

** Mudopmanusi, yka3aHHas B KOJIOHKE 6, ImpegHa3HayeHa il 3KCIEPTOB IpHU
IIPOBEICHUH CIIEIIMAIM3UPOBAHHOM SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA.

[punoxenne 23 k [Ipasmmam
pErUCTpaIyy JIEKAPCTBEHHBIX
CPEICTB M METUIIMHCKUX U3EITUI
10 MPUHIUIMY "eINHOT0 OKHA"

dbopma
MunuctepcTBo 31paBooxpaneHus Pecyonuku Kazaxcran

HanmenoBanne rocynapcTBEHHOM SKCIIEPTHOW OpraHU3aIuN

ATTecTaT aKKpeIuTalliy UCTIBITaTeNIbHOM Tabopatopuu (Ne, CpoK JIeHCTBHS)

Anpec, TenedoH dKCIIEPTHON OpraHu3alMy (UCIBITATENIHOM 1ab0opaTopyun)
[IpoToxon ncnbiTanuit Ne or " " rojaa
Crpanuna (KonmuuectBo nuctoB )

3asiBUTENb (HAMMEHOBAHKE, aJIPEC):

HanmeHnoBaHue npoIyKIuu:

Bun ncnerranmii:

OcHoBaHue:

dupma U3roToBUTENb (IPOU3BOIUTEND), CTPAHA!

Cepusi, mapTusi: Jlata mpou3sBoacTBa:
CpOK rOJIHOCTH:




JlaTa Havayia ¥ 1aTa OKOHYaHUS UCTHBITAHUM:

KonnuecTBo 00pa3ios:

O06o03HaueHre HOPMATUBHOT'O JOKYMEHTA MO Ka4€CTBY Ha MPOAYKIIUIO:

O6o03HaYeHEe HOPMATUBHOTO JOKYMEHTA 10 Ka4eCTBY Ha METO/IbI UCTIHITAHUM:

Pe3ynbrarhl ncnibITaHMI

TpeboBanus
HaumenoBaHue P ®daxTtuuecku nomyueHusle Temmnepatypa 0 C u
. HOPMAaTHBHOTO JIOKyMEHTa 0
ToKa3arenen Ppe3yIbTaThl BIaXHOCTSH (%)
10 KaYeCTBY
1 2 3 4

3akmtouenue: IlpencrtaBieHHble 00pa3lbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHHUSIM HOPMATUBHBIX JIOKYMEHTOB U METOJUKHU BOCHPOU3ZBOIATCA (HE
BOCIPOU3BOMASTCS) (YKa3bIBaTh MPU HEOOXOAMMOCTH). (HY>KHOE MOAYEPKHYTh)
MeTtoauku He BOCITPOU3BOATCS O CIIEIYIONIUM MOKA3aTeNsIM

HOI[HI/ICI/I YHOJHOMOYCHHBIX JIUIT

(momxHocTh) (moanuch) G.N.O (npu ero HAIMYKH)

(momxHocTh) (moanuck) G.MN.O (mpu ero HAIUYKH)

(momxHocTh) (moanuck) G.1.O (npu ero HATUYKH)

[Ipunoxenne 24 x [Ipasunam
perucTpanum JeKapcTBEHHBIX
CpElCTB U MEAULIMHCKUX U3JEIUN
10 NpUHUUNY "eINHOro OKHA"

¢dopma

Ortuer o pe3ynbTaTax IpOBEACHUA 1a00PaTOPHOro HCIHLITaHUA B 1a0OPaTOpUH KOHTPOIIA Ka9eCTBa
IPOW3BOJUTEIIS WM B KOHTPAKTHOM J1a60paTOpHH, HCIOIb3yeMOi IIPOM3BOAUTEIEM

1. Pe3rome

HaumeHoBaHue JIeKapCTBEHHOTO
cpencraa



HaumenoBanue, aapec peKBU3UTHI
MIPOU3BOICTBEHHOH IIOMIAIKA

HaumeHoBaHue, aapec, peKBU3UTHI
71abopaTopuy KOHTPOJIS KayecTBa H (
WINM) KOHTPAaKTHOH nabopaTopuu
KOHTPOJISI KauecTBa

OcHoBaHue MPOBEACHUSA
71a00paTOPHOTO UCIIBITAHHS

Howmepa nuuensun (pu HaIu4dun),
cepTU(UKATOB, 3aiBOK Ha
9KCIIEPTH3Y NPU TOCYAApPCTBEHHOM
perucTpanuu

[MpoBenenne  nabopaTOpHBIX

HCIBITAHUI
Pestome pesTenbHOCTH 1ab0OpaTOpU

Brinmyck B peanuzanuroo cepuu
KOHTPOJISl Ka4eCTBa

JIEKapCTBEHHOT'O CPEJICTBA
Huoe (He0OX0aMMO yKa3aTh)

Harta(sl) MpOBEICHUS
71a00paTOPHOTO UCIIBITAHHS

®.1N.O0. (mpu ero HaIWINH)
SKCIIEPTOB (WIEHOB KOMHCCHH),
JIOJDKHOCTh

2. Broanas ungpopmanus
Kpatkoe onmcanne mabopaTopuu KOHTPOJIS KauecTBa

Hannune noxyMeHTHpPOBAaHHBIX MPOLIETYP MPOBEACHUS
HUCIIBITAaHHI

Brimonnenne TpeOOBaHWI JTOKYMEHTHPOBAHHBIX
IpoLEAYp NPOBEIEHHS UCIIBITAHUH

Henp mpoBeaeHus 1a00PATOPHOTO HCIBITAHHS
OOBEKTHI HCIIBLITAHUS

[lepconan nabopaTopuu KOHTPOJS KadyecTBa,
Y4acTBYIONIMI B TMpPOBEIEHUU JTabOPaTOPHOTO
HCIBITaHUS

JOKyMEeHTHI, NMOJaHHBIE
opraHu3anuei-pou3BoauTeIeM U (WiIK) nadopatopueit
KOHTPOJISI KauecTBa JI0 MIPOBEICHNUS (hapMalieBTHIEeCKON
HMHCIIEKLIUH

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS JIA00OPATOPHOTO UCTIHITAHUS
Cchuika Ha HOpMaTPIBHBIﬁ JOKYMCHT

Howmep cepun, naTa npon3BoaCcTBa

TpeboBauus
I p daxkTHyeckue Temnepatypa 0 C u CootBercTByeT (HE
oKa3arelb HOPMATHUBHOTO
p pe3yHLTaTLI BJIQXKHOCTDH COOTBCTCTByCT)
JIOKyMEHTa

4. ITpunoxxeHus

JlokyMeHThl (TepBHYHBIC JaHHbBIE, IPOTOKOJIBI
UCIBITAHUH) M 00pa3ipl, OTOOpaHHbIE B XOJe
MIpOBEICHNUS TaOOPATOPHOTO MCIIBITAHUS



5. PexoMeHamm 1 3aKIIOUCHUS
Pexomenmanun

3aKiIroueHne

[Ipumeuanue: * K oTueTy 0 pesyibTarax MpOBEAEHHUS Ja0OPATOPHOIO HCIIBITAHUS
HEOOXOIMMO TPUIIOKUTH KOMHIO cepTU(UKaTa aHaiu3a U (WiIM) MPOTOKOJIA UCIIBITAHUNA Ha
OPOAYKIIUIO JA0OpaTOpUU KOHTPOJISI KadyecTBa MPOU3BOAUTENS WM KOHTPAKTHOU

nabopaTopuu, HUCHOJIB3YEMOUN Mpou3BOJUTENEM. Bce NMPUIIOKEHUS K OTYETY SIBISIOTCS
HEOTHEMJIEMOU €T0 YaCThIO.

PykoBoauTesb KOMUCCUN:

(monmuck) ®.M.0 (npu ero HAIUYKUK), TOHKHOCTh YWISHBI KOMUCCHUU:

(monmuck) ®.M.0 (npu ero HATUYHH), TOTHKHOCTh

(moamuce) ®.M.0 (ripu ero HAJIMYUK), TOJKHOCTh

" " 20 r
CorJjtacoBaHo:

(monmuck) ®.M.0O (npu ero HaTUYKUK), TOHKHOCTh

IIpunoxenne 25 x [IpaBunam
perucTpanum JeKapcTBEHHBIX
CPECTB U MEAULIMHCKUX U3EIUN
10 NpUHUUNY "eINHOro OKHA"

¢dopma

3axmodeHAE 0 6€30MaCHOCTH, Ka9eCTBE B A(P(PEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA,

3asfBJIICHHOTO Ha SKCIEPTU3Y B EJIIX TOCyAapCTBEHHOM PErHCTPALiH, IEpepETHCTPAIAH B
Pecny6mmke Kazaxcran

1. PecnyOnukaHnckoe rocyJapcTBEHHOE MPEAIPUITHE Ha MPaBe X03IMCTBEHHOTO BEACHUS
"HauroHaNbHBIA LEHTP 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, MEIULMHCKUAX W3AeIui"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpojis MuHucTepcTBa
3npaBooxpaneHuss PecnyOonukn KazaxcraHn cooOmaer pe3yiapTaTbl 3KCHEPTU3BI Ha
0€e30MacHOCTh, KayecTBO M 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA s Iiesel
rocyJapCTBEHHOW perucrpanuu, nepepeructpaunu B Pecnnyonuke Kazaxcran:

Howmep u nara 3asBku

ToproBoe HaMMEHOBaHHE JICKAPCTBEHHOTO CPEICTBA (C
yKa3aHUEM JIEKApCTBEHHON (OPMBI, JTO3HPOBKH,
KOHIICHTPAIM! ¥ 00beMa 3alOJTHECHHUS, KOJTMIeCTBa /103
B YTIaKOBKE - JJIS1 JIEKAPCTBEHHOTO TIpernapara)

OpFaHI/ISaHI/IH-HpOI/I3BO]II/ITeJ'IL, CTpaHa-npOnU3BOJUTEIIb

3akiroueHUe HAYalIbHOM 3KCIepTH3bI (MTOI0KHUTEILHOE
WA OTPULIATENFHOE)



3aKI0YeHHE CHEIUATN3UPOBAHHON AKCHEPTH3Bl  (
MIOJIOKUTEIBHOE WIIM OTPULIATEIIFHOE)

3axIII0OYeHNE MCTIBITaTeNbHON Taboparopuu: nata u Ne
MIPOTOKOJIA, (MOJIOKUTETHFHOE UM OTPULIATETHHOE)

2. 3axiroueHue (MoJ0XKHUTENIbHOE): MaTepuansl U JOKYMEHTBl PErUCTPALIMOHHOTO JIOChE
Ha JIEKAPCTBEHHOE CPEJCTBO, IPENOCTABIEHHBIE ISl TOCYJAapCTBEHHOM pErHCTpalvy,
nepepeructpanuu B Pecriyonuke Kazaxcran, COOTBETCTBYIOT yCTaHOBJIEHHBIM TPEOOBAHMSIM,
0e30MacHOCTb, KayeCcTBO W 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA IMOATBEPKICHBI
COOTBETCTBYIOIIMMH MaTe€pUaiaMH U MPOBEACHHBIMU UCTIHITAHUSMHU.

JlekapcTBEHHOE CpPEACTBO (TOProBOE€ HAMMEHOBAHHUE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUEM JIEKapCTBEHHON (QOpPMBI, TO3UPOBKH, KOHUEHTpAUUM U OObeMa 3aloJIHCHHUS,
KOJIMYECTBA /103 B YIIAKOBKE) 3apeructpupyercs (mepeperucrpupyercs) B PecmnyOnuke
Ka3zaxcran cpokoM Ha JIET Wi OECCPOYHO.

3akmoueHue (oTpuaresbHoe): Marepuanbl U JOKYMEHThI PETUCTPAIIMOHHOTO J0ChE Ha
JIEKapCTBEHHOE CPEJICTBO, IPEIOCTABJIECHHBIE JUII TOCYJapCTBEHHOW pETHCTpaluH,
nepepeructpaniun B Pecnybnnke Kaszaxcran, HE COOTBETCTBYIOT YCTAaHOBJIECHHBIM
TpeboBaHUAM, 0€30TACHOCTh, KAa4eCTBO U A()PEKTUBHOCTH JEKAPCTBEHHOTO CPEJCTBA HE
MOJITBEPACHBI COOTBETCTBYIOIIMMH MaTeprajaMu U MPOBEIEHHBIMU UCTIBITAHUSIMH.

JlekapcTBEHHOE CpEACTBO (TOProBOE€ HAaMMEHOBAHUE JIEKAPCTBEHHOTO CPENCTBA C
yKa3aHWEM JIEKapCTBEHHON (OpMBI, TO3UPOBKH, KOHIUEHTpAUM U OObeMa 3aloJIHCHHUS,
KOJIMYECTBA /103 B yIAaKOBKE) HE 3apeructpupyercsa (mepepeructpupyercs) B PecnyOnnke
Kazaxcras.

3akiroueHne AeucTBUTENbHO 180 KalleHAapHbIX AHEN C JATHI TOAIUCAHUS.

PykoBoauTenb rocyJapCTBEHHOM 3KCIEPTHON OpraHu3aiuu (WK yIOJIHOMOYEHHOTO

JIMIIA)

(moAmuch) ®.1.0 (ipu ero HaTU4YuM), T0IAKHOCTh

[ara
ITpunoxenue 26 k [IpaBunam
perucTpaIyy JIeKapCTBEHHbIX
CPEACTB ¥ MEAWLIMHCKUX U3EIUil
10 TIPUHIUIY "eANHOTO OKHA"

¢dbopma

3axmodeHne 0 6e30macHOCTH, kagecTBe B 2(P(PeKTHBHOCTH JIEKAPCTBEHHOT'O CPEACTBA,
3asBJICHHOT'O Ha 3KCIEPTH3Y B IE/IIX BHECCHUSI H3MEHEHMH B PETUCTPAIIMOHHOE JIOCHE

1. Pecniy0nmkaHCKOe rocyJapCTBEHHOE NMPEANIPUSATHE HA MTPaBe X039WCTBEHHOTO BEIECHUS
"HanuoHanbHbIM LEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, MEAMIMHCKHAX H3AEIUn"
Komurera MenumuHckoro u  (¢papMaleBTHYECKOTO KOHTpoJis MuHHCTEpCTBa



3npaBooxpanenust Pecry6nuku Kazaxcran cooOmiaeT pe3yiabTaThl SKCIEPTU3BI O BIUSHUU
BHOCUMBIX HW3MCHEHHH B PETHCTPAIlMOHHOE J0Che Ha O0€30MacHOCTh, KauyeCcTBO U
3¢ (HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTRA!

Howmep u nara 3asBku

ToproBoe HanMeHOBaHKE JIEKAPCTBEHHOTO CPEACTBa (C
yKa3aHHEM JIeKapCTBEHHOH (DOPMBI, TO3UPOBKH,
KOHILIEHTPALMK U 00beMa 3aroHeHUs, KOJIMYECTBa 103
B YIIaKOBKE — JUIsl JIEKAPCTBEHHOTO pernapara)

Opranuzanuus Nporu3BOIUTEND, CTPaHA-IPOU3BOIUTEND
Tun BHOCUMBIX U3MEHEHUI

3aKiIoueHre HadyaJabHOU OKCIICPTU3bL (HOJ'IO)KI/ITGJ'II)HOC
J5010%¢ OTpI/II_[aTCJ'IBHOC)

3aKiIIoYeHHe CHEeNUaTu3UpPOBAHHOM 3KCHEpPTU3Bl  (
HOJIOKUTETBHOE WU OTPULIATENBHOE)

3aKII04YeHHE UCIIBITATENILHOU JTabopaTopuu: gata u Ne
MIPOTOKOJIA, (TIOJIOKUTEIHHOE WIH OTPHUIIATEIFHOE)

2. 3axiroueHue (MOJ0XKUTENbHOE): Martepuanbsl U TOKYMEHTHl Ha JIEKAPCTBEHHOE
CPEACTBO, MPENOCTABICHHBIE /JI1 BHECEHUS HW3MEHEHUH B PErMCTPAllMOHHOE JOChE,
COOTBETCTBYIOT YCTAHOBJIEHHBIM TPEOOBAHMSM, BIMSHHME Ha O€30MaCHOCTh, KA4eCTBO M
3()PEeKTUBHOCTh JIEKAPCTBEHHOIO CPEICTBA MOJATBEPXKAEHBI COOTBETCTBYIOUIMMH
MaTepUaJlaMH U IIPOBEACHHBIMH UCIIBITAHUSMU.

BHocuMble HM3MEHEHMS 3aperucTpupyercs ¢ Bblaadeid (06e3 BblAa4M) HOBOTO

PErHCTPALlMOHHOIO YOCTOBEPEHUSI.

3akmroueHue (oTpularenbHoe): Marepuansl U TOKYMEHTHI Ha JIEKAPCTBEHHOE CPEJICTBO,
MIPEIOCTABIICHHBIE JUIsl BHECEHUS] N3MEHEHUN B PETHCTPALMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAaHOBJIEHHBIM TpeOOBaHUSAM, BIMSHUE Ha O€30M1aCHOCTb, KaueCTBO U 3(PPEKTUBHOCTH
JEKapCTBEHHOTO CpEJCTBA HE MOJATBEPXKAEHBI COOTBETCTBYIOLIMMHM MaTepualaMu U
IIPOBEICHHBIMU UCIIBITAHUSIMHU.

BHocuMble U3MEHEHHSI HE 3apETUCTPUPYETCSL.

3akiroueHue aeicTBuTeNbHO 180 KaleHAapHBIX AHEHN C JaThl TOAUCAHUS.

PykoBoauTens rocy1apcTBEHHOM 3KCIEPTHOM OpraHu3aluy (WM YIOIHOMOYEHHOTO

JIMIIA)

MOJITHACH @®.1.0 (ipu ero HaIU4YUK)
Jlara

[punoxenne 27 x [Ipasumam
perucTpaiyu JeKapCTBEHHBIX
CpPE/ICTB U MEIMIIUHCKUX M3/IeNHii
10 IPUHIUMY "eAUHOro OKHa"

dopma
CBonHbIi OTUeT MO 0€30MaCHOCTH, KauyeCcTBY U A(DPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara



Jlara

Kazakcran Pecnybnnkacs PecnybnmkaHcKoe rocynapcTBeHHOE
JleHcaynblK cakTay MHHHUCTPIIri NpeAnpusiTHE  Ha  IpaBe
MenunuHaIsK KOoHE XO03SIMCTBEHHOTO BEIECHUSA "
(apmaneBTUKaNBIK  Oakpuiay HannoHanbHBIN HEHTP 9KCIEPTU3EI
komuTeTiHiH "Jlopimik 3arTrap MeH JIeKapCTBEHHBIX CpEeICTB,
MEJIUIUHAIBIK  OyHbIMAapbl MeauuuHckux u3nenuit" Komurera
capanrtay YITTBIK OpTaJbIFbl" MEIUIHHCKOTO "
mapyanrblIbIK KYprizy (hapManeBTUYECKOro  KOHTPOJIS
KYKBIFBIHIAFBl  PECIyOIMKaIBIK MuHHCTEpCTBa 3APaBOOXPAHCHUS
MEMIIEKETTIK KOCIITOPHBI Pecrry6nuku Kazaxcran

CBoaHblil O0TUeT Mo 0e30macHOCTH, 3P(HEKTUBHOCTH U KAYECTBY JIEKAPCTBEHHOIO
npemnapara
HaunmenoBaHue npenapara, mpou3BOAUTENb, CTPAHA
U3 oTtuera ynanena koHpuAeHIHAIbHAS HHPOPMALIHS
1. CnpaBoyHast uH(pOpMaIHs O MpoIeaype
1.1. [loga4ya perucTpainOHHOIO T0ChE
2. Hayunoe obcyxaenue
2.1 AcriekThl KauecTBa
2.1.1 AxTtuBHas (apmaleBTHUeCKasi CyOCTaHIMA: aHAIN3 CBEJCHUN O MPOUCXOXKICHUH,
Ka4yeCTBE U BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BAHUS CyOCTaHIIUN
2.1.2. BcmoMmorartenpHbIe BEIECTBA: aHAJIM3 CBEACHHM O KaueCTBE, KOJIMYECTBE C
BBIBOJIAMH O JOIYCTUMOCTH HCIIOJIb30BAHUS
2.1.3 JlekapCTBEHHBIN IpenapaT 3aKJIF0YEHUE O IPOU3BOJICTBE CrielM(pUKAIIUS KaueCTBa
CTaOMIIBHOCTh
2.2. JIOKITMHUYECKHUE aCTIeKThI
2.3 Kninanveckue acneKThl
2.4 OueHka noJib3a-puckK
2.5 ®apmakonamzop Onucanue cucteMbl papmakoHaa3opa [1nan ynpasnenus puckamu
2.6 YcioBus OTIyCKa

[punoxenne 28 x [IpaBunam
PETUCTPAINH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNIUi
10 IpUHIUMY "e€AUHOro OKHa"

dopma

ITepedeHs NeKapCTBEHHBIX CPEICTB, MMOMISKAMAX NEHOBOMY PETyIHPOBaHMIO JUIS ONITOBOH B
PO3HHYHO# peann3anuu

MexayHapoaHoe
Toprosoe JlexapcTBeHHas Peructparnmonso
Ne Ne i/t HenaTeHTOBaHHOE IIpousBoaurenn
HaMMEeHOBaHUE ¢dopma € yJI0CTOBEpeHHe
HauMEHOBaHHE

IIpunoxenue 29 k [IpaBunam



ITepedeHs JOKyMEHTOB PETHCTPAIMOHHOTO JOCKE LA SKCIIEPTH3EI MEIUIIUHCKOTO U3ASIHA*

Ne /i

HaumenoBan
H € Knacc 1
JIOKyMEHTa

Knacc 2a Knacc 26

2 3 4 5

JloxymeHT,
YAOCTOBEPS
1031187871
perucrtparm
10 B CTpaHe
MPOU3BOIUT
elie WU
MIPOU3BOJICTB
€HHOH
momanke (
PETUCTPAIHO
HHOE€
YAOCTOBEPEH
ue, WIH
Cepruduxar
CBOOOIHOM
npogaxu  (
FreeSale),

U U
Cepruduxar + + +
Ha HKCIIOPT)
c
ayTeHTUYIHBI
M
MepeBoIOM
H a
Ka3axcKuil u
pycckui
SI3BIKA (32
HCKITIOUCHUE
M
MEIUIUHCKA
X H3ICIUH,
BIICPBEIC

PETHUCTpAINH JEKaPCTBCHHBIX
CPE/ICTB U MEMIUHCKUX U3JEIUi
10 TIPUHIUIY "eAMHOTO OKHA"

MeaunuHck
oe H3JIeNIHe
I IS
JUarHOCTHK
u in vitro (
1VD) (

IIpumeyanue
HE3aBHCUMO

Knacc 3

OT KJacca
IIOTCHIUAJIb
HOTO pHCKa
MPUMEHEHUSI

)
6 7 8

B
COOTBETCTBH
u c
MEXIIyHAPOI
HBIM U
HOpMaMu
3aBEpCHUS U
HOpMaMHu
3aBepeHMUsl,
YCTaHOBIICH
HBEIMH B
Pecny0Omuke
Kazaxcran



MPOU3BE/ICH
HBIX B
Pecrry6mnmke
Kazaxcran)

Konus
pasperuTen
BHOTO
IOKyMEHTa
Ha TIpaBo
MIPOU3BOJICTB
a B
CTpaHe-Mpou
3BOJUTEIIE C
TIPUIIOKCHHE
M Oas
MIPOU3BOJUT
eneii PK u
ctpan CHT,
oIS
OCTalIbHBIX
CTpaH TpH
HaJWYHH,
KOTH S
JINIICH3UU Ha
oOparieHue
c
npubopaMu
u
yCTaHOBKaM
u ,
TeHEPUPYIO
I UM U
HOHHU3UPYIO
Iy ¢
W3JIy4eHue,
I
MEIUITUHCKU
X H3IeNui
HMEIOIINX
HCTOYHHUKH
HOHHU3UPYIO
mrero
W3ITY4YEHHUsI
MPOU3BEICH
HBEIX B
Kazaxcrane
c
ayTCHTHUYHBI
M
MepeBoIOM
H a
Ka3axCKHi U
pycckui
SI3BIKU

¢dopmar:
PDF

B
COOTBETCTBH
u c
MEXAYHapO
HBIMH
HOpMaMH
3aBepeHHs U
HOpMaMH
3aBEpEHMUSI,
YCTaHOBIICH
HBIMU B
Pecny0Onmke
Kazaxcrtan
dbopmar:
PDF



ITepeuens
JIOKYMEHTOB,
YAOCTOBEPS
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€: CXEMBbI
MPOIECCOB
MIPOU3BOJICTB
a, OCHOBHBIX
cTaguu
MIPOU3BOJICTB
a, YIIaKOBKH,
HUCIBITAHUH
u
MPOIEAYPHI
BBIITyCKa
KOHEYHOTO
MPOAYKTa C
ayTCHTUYHBI
M
epeBoIOM
H a
Ka3axXxCKHUi U
pyccKui
SI3BIKHN

Ilepeuenn
CTaHIIAPTOB,
KOTOPBHIM
COOTBETCTBY
e T
MEIUIIUHCKO
e uznenwue (¢
yKa3aHUEM
CBEJIEHUU O
HHUX) C
AYTCHTUYHBI
M
MEePEBOIOM
H a
Ka3axCKUi 1
pycckui
SI3BIKHU

ITnan cbopa
M aHajau3a
JAHHBIX T10
6e3omacHoOCT
nu nu

3¢ deKTHBHO
cTH
MEIUIMHCKO
ro W3jaenus
H a
MOCTPETUCTP
AIHOHHOM

3aBepsercs
MIPOU3BOTUT
enem
¢dopmar:
PDF

3aBepseTCs
TIPOU3BOIUT
enem
dbopmar:
PDF

3aBepsieTcs
MIPOU3BOJIUT
eneM



nepuoje ¢ dbopmar:
ayTEeHTUYHBI PDF
M
MIEPEBOIOM
H a
Ka3aXxCKUi U
pycckuii
SI3BIKH
Otuer 006
aHaiuze
PUCKOB U
yIpaBlIeHUN
3aBepseTCs
UMH C
MIPOU3BOJIUT
ayTeHTUYIHBI +(xpome 1
34. eneM
M KJlacca)
¢dopmar:
MepeBoIOM
PDF
H a
Ka3axcKuil u
pycckui
SI3BIKH
Wudopmarnu
s 0
MapKeTHHIe
(ucropus
3aBepseTcs
IIPU YCIIOBHU
MIPOU3BOJIUT
obOpareHus + (xkpome 1 n
3s. eneM
MEIUIMHCKO 2a KJ1accoB)
¢dopmar:
ro u3aciius
PDF
Ha pBIHKE
Gonee 2 ner)
(npwm
HaJTMY1H)
B
COOTBETCTBH
u c
JloBepeHnHoc
MEXIYHAPOX
_ yHap
HBIMH
MIPOM3BOJIUT
HOpMaMu
elsl Ha UMS
3aBepeHuUs
YIIOJIHOMOYE
UIH
36. HHOTO +
HOpMaMH
MIPEICTAaBUTE
3aBEpEHMUS,
Js. C LEIBI0
YCTaHOBIICH
MIOJTBEPIKIC
HBIMU B
HHUS €ro
. PecnyOsuke
MOJTHOMOYHH
Kazaxcrtan
¢dopmar:
PDF

CocraBiieHHE CIPABKH C yKa3aHUEM OMHUCAHUS O0JIACTH MPUMEHEHUs, Ha3HAYCHUS,
KpaTKON XapaKTepUCTUKH HAa MEIUIIMHCKOE U3JIeJUEe B pa3pe3e KOMIUICKTAIUU Ha KaKIyIo
MOJIEJIb B COOTBETCTBUU C MYHKTOM 12
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[Ipumeyanue:
* Ilpu yCKOpEHHOH 3KCIepTU3e MEIULMHCKOTO M3/ENHs B paMKaxX MepeperucTpanuu
IIPEICTABIIAIOTCS JOKYMEHTHI, IPEyCMOTPEHHbIE MyHKTamMu 4 1 14 nepedHs.
** mpu Hanmuuuu MoAMUKAIMKN (BapUaHTOB UCIOJHEHHMS) JaHHbBIE 3aIMOIHSAIOTCS
OTJEJIBHOM CTPOKON Ha KaX Ay MOIU(UKAINIO (BApUAHT UCTIOIHEHUS).
*#*B cirydae yKa3aHMs B UUCIIE KOMIUIEKTYIOUIUX K MEIUIIMHCKON TEXHUKE HECKOJIBKHUX
MPOU3BOAUTENEH, MPEIOCTABISIETCS NUCbMO OCHOBHOI'O MIPOM3BOJIMUTENS O JOMYCKE



KOMIUIEKTYIOIUX B YacTH (PYHKIIMOHATBHOM COBMECTUMOCTH, 3P(HEKTUBHOCTH U
0€30MacHOCTH MPHU UCTIOJIB30BAHUH IAHHOTO 000PY/I0BaHUS

*FAXBU COCTABHBIX YaCTEH MEIMITMHCKOTO U3/IeNHs (OCHOBHOM OJIOK, KOMILIESKTYIOIICE,
nporpamMmHoe oOecneueHue, MPHHAIICIKHOCTh, PACXOJHBIA MaTepuan, H3Aeaue
TUIOPA3MEPHOTrO psija (C yKa3aHMEM Juara3oHa pPa3MEPOB), PEAreHT) OMpeelseTCs
IPOU3BOIUTEIIEM.

[punoxenne 30 k [IpaBumam
perucTpaiyy JeKapCTBEeHHBIX
CpPE/ICTB U MEMIIUHCKUX U3/IeNHii
10 IPUHIUMY "eAUHOro OKHa"

IlepedeHs BHIOB H3MEHEHHIA, BHOCHMEIX B PETHCTPAIMOHHOE JOCHE MEAUIIMHCKOTO U3/IEIHS B
TEPHOJ JCHCTBHA PETHCTPAIIHOHHOTO YAOCTOBEPEHHS

IlepeyeHp  OTOKYMEHTOB U
MN3menenune YcaoBust (3amMeyaHus) MaTepuagoB, HEOOXOIUMBIX IS
BHECEHUS U3MEHEHUHN

1 2 3

1. JIoKyMeHT, yJOCTOBEPSIOIINit
perucrtpanue  MEIUIMHCKOTO
W3JIETHs B CTpaHe IpousBoauTene (
pEerucTpalMoHHOE yIOCTOBEPEHHE,
uinu HOTapHalIbHO
3aCBHUACTEIbCTBOBAHHBII
Ceptuduxar cBOOOTHOH Mpomaxu (
FreeSale), unu Ceprudukar Ha
9KCMOPT) C  BHECEHHBIMU
U3MEHEHUSIMH C ayTEHTUYHBIM
MIEepeBOZOM Ha Ka3aXCKUH M PyCCKUH
SI3BIKH.

B COOTBETCTBUH c
MEXAYHAPOJHBIMH  HOpMaMu
3aBEpPEHUs] 1 HOPMAMHU 3aBEPEHHUS,
yCTaHOBIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmar: PDF

2. JlokyMeHT, MOATBEPKIAIOIINMA
BHECCHHE M3MEHEHUH (C yKa3zaHHEeM
aThl BHECEHUS] HM3MEHEHUS) OT
YIOJIHOMOYEHHOTO OpraHa CTpaHbl—
MPOU3BOJUTENSA C AyTEHTHYHBIM
MEepPEeBOJIOM Ha Ka3aXCKHUM U pycCKuid
SI3BIKH, 3aBepsaeTCH
YHOJTHOMOYECHHBIM TpeACTaBUTEIIEM
dbopmar: PDF

3. Koruu cepTudukaToB Ha CHCTEMY
MEHEIXKMEHTA KadecTBa
MPOU3BOJUTENS  MEIUIMHCKUX
m3nenuin ISO 13485, GMP nu6o
COOTBETCTBYIOIIUNA pPETHOHATbHBIN
WIN HAIlMOHAJBHBIM CTaHIAPT) C



1. H3meHeHue CBeIEHUH O
MpPOU3BOAUTENE u (um)
MPOW3BOJCTBCHHON  ILIOMIAIKE
MEIHUIIMHCKOTO U3IEIHS

W3menenne Qopmbl IpaBICHHUS,
W3MEHEHNE  HAaMMEHOBAHHS,
ampeca odwuca.
OcHOBHOE yCIOBHE - HOBas
JIULEH3US IPOU3BOJCTBO
BBIIaHHAs  YIIOJIHOMOYEHHBIM
OpraHoM CTpaHbl MPOM3BOIUTENS (
H3TOTOBHUTEIISA).
(aKTUIECKOr0  TPOU3BOICTBA
MEIULIHMHCKOTO  HU3JIeNnus
n3MeHwiocb. Her u3MmeHeHuil B

U3MCHCHHUC

Ha

Mecto
HE
MPOU3BOACTBEHHOM IIpoliecce HIIU

CHCHI/Iq)I/IKaHI/IﬂX, BKJIKO4Yasa MECTOIbI
UCIIbITAHUA.

ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3axXCKUH W pPYCCKUH Ss3BIKK (
MIPEAOCTaBIISIETCS HA IPON3BOIUTEIST
MEIWIMHCKUX  HU3AEIUH U
MIPOU3BOCTBEHHYIO IUIOIAAKY). B
COOTBETCTBUU C MEXIyHApPOTHBIMU
HOpPMaMH 3aBepeHHs (3aBepsieTcs B
BBIIaHHOM CTpaHe) W HOpMaMu
3aBEpEHMs, YCTAHOBICHHBIMH B
Peciyonnke Kazaxcran ¢opmar:
PDF

4. Jlexmapanusi O COOTBETCTBUU
TpeOoBaHUSAM OE€30MMaCHOCTH U
3¢ PEeKTUBHOCTH MEIUIIUHCKOTO
WU3JICNIUSI WU
JOKYMEHT ¢

SKBHMBAJICHTHBII
AYTCHTUYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUH
A3bIKM. B cooTBeTcTBHM C
MEXIYHAPOJAHBIMH  HOPMaMHU
3aBepeHNs W HOpPMaMH 3aBEPCHUS,
YCTaHOBIIEHHBIMH B PecmyOmmke
Kazaxcran ¢popmat: PDF

5. Komust peructpanuoHHOTO
YAOCTOBEPEHHS] BBIJJAHHOTO B
Pecrry6mmke Kazaxcran

6. IluceMo mpou3BOIUTENS,
yIocToBepsomiee, 4TO

MPOU3BOACTBEHHEIN Tpomecc U
KOHTPOJIb 3a
0€30I1aCHOCTBIO TOTOBOTO MPOIYKTa
ocTaroTcsa 0e3 H3MEHEHHH, ¢

yKa3aHHueM

Ka4y€CTBOM H

JlaThl
W3MEHEHUH C ayTEeHTUYHBIM

MEePEeBOJIOM Ha Ka3aXCKUM U pyCCKUid
SI3BIKH,

BHCCCHUA

3aBepseTcs
YIIOTHOMOYEHHBIM IPEICTaBUTENIEM
tdopmat: PDF

7. DKCIlyaTallMOHHBIA JOKYMEHT
MEIHWIIMHCKOH  TEXHHUKH C

BHECCHHBIMH  M3MEHECHHIMH,
YTBEPXKICHHBII B  CTpaHe-
Mpou3BOAUTENST  (OpUTHHAIbHAS

BEpCHs) C ayTEHTHYHBIM MEPEBOAOM
Ha Ka3aXCKUH W PYCCKHU SI3BIKH (
JIOKyMEHT, YTBEpXICHHBIH B
CTpaHe-TIPON3BOIUTENSI 3aBEPSIETCS
MIPOU3BOIUTEIIEM).
AyTEeHTHUYHBIA MEpeBOJ  Ha
Ka3aXCKUW M PYCCKUH S3BIKH
3aBepsieTcs
npeacraButenemM, popmat: PDF unn
NPOEKTHl ~ MHCTPYKIUH MO

MPUMCHCHUIO MCIOAHUIIUHCKOT'O

YIIOJIHOMOYECHHBIM



2. CMmena unu jgo0aBlieHHE HOBOMU
TIPOU3BOJCTBCHHON TUIOIIAIKA IS
4acTH WM BCEX MPOIECCOB

MPOU3BOJCTBA  MEIAHUIIMHCKOTO

n3aciang

3. MH3MmeHeHue cBeneHUil 00
YIIOJIHOMOYEHHOM MpPEACTaBHUTEINE,

BKJIKO4Yasa CBCACHHUSA (o}

OcHOBHOC yCiaoBUC - HOBad
JIULCH3UA Ha MPOU3BOACTBO
BbIJaHHAasA YIIOJIHOMOYCHHBIM

OpraHoM CTpaHBI TPOM3BOAHUTENS (
HU3TOTOBUTEIS).
Nucnexnusa HOBOM

MIPOU3BOJICTBEHHOW IJIOMIAIKH.

Buecenue H3MEHEHUH B

peoprann3anv OpUINICCKOTO JIMla pEeruCTpaiuoOHHOEC YAOCTOBEPCHUC

. 00 U3MEHEHUU €ro HauMMCHOBAHUAA,

mmenenun @.M.0. (mpu ero

He BIuseT Ha S()(PEKTUBHOCTH U
0€30IMaCHOCTE  MEIMIIMHCKOTO

HaHI/I‘{I/II/I) azpeca MECTa XUTCIbCTBA U3JCIIUA

HHAWUBUAYAJIbHOTO
MnpeAnpruHUMATCIIA

u3JeNnuss C  BHECEHHBIMHU
U3MCHCHHSMH Ha Ka3axCKOM H
PYCCKOM sI3BIKax. 3aBepseTcs
sassureneM, popmat: PDF, DOC.

8. OOHOBIeHHas cHpaBKa C
yKa3zaHUuEeM nepevHs
KOMIUTEKTYIOIINX M PacXOIHBIX
MaTepuagoB IO YTBEP)KICHHOM
(dopme. BapuaHTbl HCIIOJHEHUS O
¢dopme, popmar: Excel, PDF.

9. Maxker MapKHUpPOBKH ¢
BHECCHHBIMH H3MCHCHHUSIMH B
tdopmare JPEG

JIOKyMEHTBI  TIPEIOCTaBISIOTCS
COTJIaCHO TPUJIOXKEHHI0 29 K
HacTosuM [IpaBunam.

DKcmepTu3a MPOBOJUTCA B CPOKH

IpeayCMOTPEHHBIE npu
peructpanuu MU.
1. Konus JOKYMEHTA,

MOJTBEPKIAIOIIET0 TTOJTHOMOYHS
YIIOJIHOMOYEHHOTO TIPEICTABHUTEINS
MPOU3BOANTENS (JOBEPEHHOCTH OT
MIPOU3BOIUTENS)

2. Komms perucTpalHOHHOIO
YIOCTOBEPEHHS

3. JIOKyMeHTHI, OATBEPKAAIONIHE
HU3MEHEeHUS
4. DKCIUTyaTallMOHHBIA TOKYMEHT

MEIUIIUHCKON
BHECEHHBIMH

TEXHUKH  C
U3MEHEHUSIMU,
YTBEPXKICHHBII B
MpPOU3BOAUTENS  (OpUTHMHAIbHAS
BEPCHsI) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENS 3aBEPSETCS
MPOU3BOIUTENEM. AYTCHTUYHBIN
[IEpEBOJ, HAa Ka3aXCKUHU U PYCCKUH
SI3BIKU 3aBepsercd
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
WHCTPYKIMH TI0 TIPUMEHEHUIO
MEAUIIUHCKOTO

cTpaHe-

uzgenus ¢
BHECEHHBIMH H3MEHEHHSIMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsiercst 3asBUTENEM, (hopmar:
PDF, DOC.

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
STUKETKH, CTHKepa MEAMLUHCKOTO
u3nenauss €  BHECEHHBIMU



4., H3meHeHne HaHMMEHOBAaHHUS
MCIUIIMHCKOT'O U3ACIINA

MoTtuBupoBaHHOE 00OCHOBaHHE
HEOOXOJUMOCTH  HM3MCHECHHS
HAaMMCHOBAaHUS MEAHUIUHCKOTO
U3[eNnus, HE BIMSIONETO Ha
(byHKIMOHAIBHBIE U TCXHUYCCKHUE
XapaKTePUCTHKU

U3MEHEHUSMH Ha Ka3aXxCKoM U
pycckoMm s3bIkax, Qopmat: PDF,
JPEG.

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOMU
¢dopme B popmare DOC

2. HorapuanpHo
SaCBHHeTeHBCTBOBaHHLIﬁ JOKYMCHT,
YIOCTOBEPAIOMIUN PErHCTPAIUIO
MEeAUIUHCKOH TEXHUKHU (
MEIUIMHCKOTO M3JIENNs) B CTpaHe
MpOU3BOANTENE (PETHCTPALIIOHHOE
ynoctoBepenue, mwm CepTuduxar
cBoboaHoi npoaaxu (FreeSale), nnu
Ceprudukar Ha DJKCHOPT) C
BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM U PYyCCKHUM S3BIKH.

B COOTBETCTBUH c
MEXAYHAapOJHBIMH  HOpMaMH
3aBEPEHUS] U HOPMAMHU 3aBEPCHHS,
yCTaHOBIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmar: PDF

3. Komusi peructpanimoHHOrO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecny6nuke Kazaxcran.

4. Tlucemo mnpousBoxutens (
W3TOTOBUTENS),  COJEpIKaliee
MOTHBHPOBAHHOE OOOCHOBaHHE
HEOOXOAMMOCTH  HM3MEHEHHUS
HaUMEHOBAaHUS MEIULUHCKOTO
U3JeNUs, HE BIHUAIOIIETO Ha
(yHKIMOHANBHBIE M TEXHUYECKHE
XapaKTEePUCTUKH MEIUIUHCKOTO
W3ETHS C ayTEHTUIHBIM IIEPEBOIOM
Ha Ka3axCKMMl M PYCCKHUH S3BIKU
3aBepseTCd  YHNOJHOMOYEHHBIM
npezactaButeneM gpopmar: PDF

5. OKCHlyaTallUOHHBIA JOKyMEHT
MEIWIIMHCKOH  TEXHHUKH C
BHECCHHBIMU  H3MEHCHUIMY,
YTBEpXJIEHHBIM B  CTpaHe-
MPOU3BOAUTENS  (OpUTHHAIbHAS
BEpCHUsl) C AyTEHTUYHBIM NIEPEBOAOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKyMEHT, YTBEpXACHHBIH B
CTpaHe-TIPON3BOIUTENS 3aBEPSETCS
MPOU3BOAUTENEM. AYTEHTHUYHBIN
[IEpEBOJ, HAa Ka3aXCKUW U PYCCKUH
SI3BIKHU 3aBepsercsd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnmm mpoekTsl
WHCTPYKOHH TI0 TIPUMEHEHHIO



MEIHMIMHCKOTO  M3JENUs C
BHECCHHBIMH HW3MCHCHHUSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKaX.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

6. WHCTpyKIUS O IPUMEHEHHUIO

MEIHUIIUHCKOTO u3aenus,
YyTBEpKICHHAS B
CTpaHe-IPOU3BOAUTENS c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUH U PyCCKUN SI3BIKH.
3aBepseTcd  IPOU3BOAUTENIEM,
¢opmar: PDF (nmpumenumo s
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS

)

8. IIpoeKT TekcTa MaKkeTa yImakoBKH,
9THKETKH, CTUKEpPa MEAUIMHCKOTO
U3JeJIus C  BHECCHHBIMH
U3MCHEHHSMH Ha Ka3axCKOM W
PYCCKOM  sI3BIKax. 3aBepsaeTcs
OPOMU3BOJUTEIEM HIJIH €0
YHOOJIHOMOYCHHBIM NPEACTABUTEIIEM

dopmat: PDF, DOC, JPEG

9. llBeTHBIE MaKeThl YMAaKOBOK,
3TUKETOK, CTUKEepoB  (TpH
HE00XO/JMMOCTH) C BHECEHHBIMH
M3MEHEeHHsIMH, B (popmate Jpeg

10. ®otorpaduueckue H300pakeHUI
obmero BHAa MEIUIHHCKOTO
U3 eI BMeECTE c
NPUHAIJIEKHOCTIMH,
HEOOXOANMBIMHU JIJISI IIPUMEHEHUSI 10
Ha3HaueHMIO (pa3MepoM He MeHee
18 x 24 canTIMeTpa)

11. OOHoBieHHas cIOpaBKa C
YKa3aHHeM TepeyHs KOMILIEeK-
TYIOUIUX U PacXOJHBIX MaTepHaIOB
0  yTBEpPXKJIEGHHOW  ¢opme.
BapuanTsl ucnonHenus mo ¢opme,
tdopmart: Excel, PDF.

1. 3asBneHne Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOMU
¢dopme B popmare DOC)

2. Komms peructpaimoOHHOTO
YAOCTOBEPEHHS BBIJAHHOTO B
PecrryGmuke Kazaxcran

3. Ilucemo mnpowmsBoauTens (
M3TOTOBHUTENSA),  COAEpKaIiee
MOTHBHPOBaHHOE 00OCHOBaHHE
HEOOXOJUMOCTH H3MCHCHHS B
COCTaBC KOMIUICKTYIOIIUX H



5. CocraB npuHaanexHocTelt U (wmn OTCyTCTBHUE

) KOMIJIeKTyIomuX u (WiIu)
PacXoIHBIX MaTepuasos,
oOHOBJIeHHE (YyCTaHOBKAa HOBOH
BEPCHUH) HpOrpaMMHOTO
obecrieuenns,  pacmupenue/
COKpAIlleHHE Pa3MEepHOro psja
MEIMIIMHCKUX U3/ISITHA.

BIIUSAHUA Ha

0e30MacHOCTh, KadyeCcTBO H
3 HEKTUBHOCTH MEAMIIMHCKOTO
u3nenusi, Ha (QYHKIHOHAIIBHBIC

XapaKTCPUCTUKH MEIUIUHCKOTO
mpaenus. He mnpemycMmorpeHo
Jo0aBIeHHE OCHOBHOI'O 0J0Ka
METUITTHCKON TEXHUKH.

yKa3aHUE€M HOBOTO MEpeyHs
KOMIIEKTYRIINX,
MOATBEPKIAIONINX  OTCYTCTBHE

BIUAHUS Ha (QYHKIIMOHAIBHBIE
XapaKTEPUCTUKU MCIUITUHCKOT'O
u3nenus (BKJIKOYas pacUIMpeHue
CIEKTpPa BBISABISCMBIX aHAIHUTOB
MEIUIIMHCKOTO M3/eJUs JUIA in Vitro
(IVD) JUAaTrHOCTHKH ) c

ayTeHTHYHBIM TIEPEeBOJOM Ha
Ka3aXCKUH U PYCCKHUM S3BIKH,
3aBepsercs
npeacraButeneM, popmar: PDF

YHOOJIHOMOYCHHBIM

4. DKCIUTyaTallMOHHBIA TOKYMEHT
MEIUIIUMHCKOU
BHECCHHBIMU

TEXHUKH  C
U3MEHEHHSIMH,
YTBEPXKICHHBI B
MpPOU3BOAUTENS (OpUTHMHANIbHAS
BEPCHsl) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSIETCs
MPOU3BOIUTENEM. AYTCHTUYHBIN
MEepeBOJ] Ha Ka3axXCKUM U pyCcCKUi
SI3BIKU 3aBepsercs
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
UHCTPYKIMH TI0 TPUMEHEHUIO
MEAUIUHCKOTO
BHECEHHBIMH H3MEHEHHSIMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsiercst 3asBUTENEM, (hopmart:
PDF, DOC.

cTpaHe-

nu3acians C

5. UHCTpyKIMs 1O NPUMEHEHUIO

MEIHMIIMHCKOTO U3JeNus (
OpUTHHAJIbHAS BepcHus)
yTBEpKICHHAS B
CTpaHe-IPOU3BOAUTEIS c

BHECEHHBIMU HW3MEHEHUAMH C
ayTEHTUYHBIM
Ka3aXCKUH U PYCCKUH S3BIKH.

[epeBOJOM Ha

3aBepsiercs
¢opmar: PDF (npumenumo s
U3JENUs MEJUIIMHCKOTO Ha3HAUYEHUS

)

6. OOHOBIeHHasT cHpaBKa ¢
yKa3zaHHEM nepedvHs
KOMIUJICKTYIOIIUX H PacXOIHBIX
MaTepHajoB IO YTBEPKICHHOM
(dopme. BapuaHThl UCTIOJIHEHHS TIO
thopme, popmat: Excel, PDF

7. B cayuae
KOMILICKTYIOIETO,

NPOU3BOJAUTCIIEM

no0OaBiieHUA
PacxoHOTO



6. l3MmeHeHHMe TMOKa3aHWH 110

besomacHocTh MNPpUMCHCHUSA

MEIHUIMHCKOTO H3IETHAS

MIPUMEHEHHIO; 00JIACTU NMPUMEHEHUS] COXPAHAETCSI M IOATBEPKAAETCS

; TPOTHUBOINOKA3aHUM; MOOOYHBIX
3¢ dexToB

JAaHHBIMHA KINHHUYCCKUX
HUCCIIE0BAHNUN 110 0E30I1aCHOCTH U

3¢ EKTUBHOCTH

MaTepuaia SIBIISIOIIETOCS

MEIUITHCKUM H3JICITHEM — 00pasIibl
MEIWIMHCKOTO HM3/enus (B ciydae
CTEpHIILHOTO TIPEIOCTABIISIETCS BECh

KOMIUIEKT) U JOKYMEHT 110 KaueCTBY
8. JIOKYMEHTBI MpPeOCTaBISIOTCS
COrJIaCHO TPUJIOXKEHHI0 29 K
HacTosmuM IIpaBunam.
DKcHnepTh3a MPOBOIUTCS B CPOKH

NpenyCMOTPEHHbIE npu
peructpauu MU
1. 3asBreHue Ha BHECCHHUE

W3MEHEHUH MO YTBEPXKIAECHHOU
dhopme B popmarte Word

2. Komms perucTpallHOHHOIO
YIAOCTOBEPEHUSI BBIJAHHOIO B
Pecrry6muke Kazaxcran

3. Ilucemo mnpousBoautens (

H3rOTOBUTENS),  COAepIKallee
MOTHBHPOBAHHOE O0OCHOBaHHE
HEOOXOJUMOCTH  BHOCHUMBIX
U3MEHEHUH C ayTeHTHYHBIM

[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUU
S3BIKH, 3aBepsaeTcH
YIOJIHOMOYEHHBIM IpeACTaBUTENEM

dopmat: PDF

4. MHCTpyKIUsS 1O MPHUMEHCHHIO

MEIHUIINHCKOTO u3aenus (
OpUTrHHaJIbHAs BepcHs),
yTBEpXKJEHHAH B
CTpaHe-IPOU3BOIUTENS c

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3aXCKHUI U PYCCKUH SA3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
dbopmar: PDF (mpumenumo s
n3acing MCIUIUHCKOIO Ha3HAa4YCHUA

)

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIMHCKOH  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHUSIMH,
YTBEpXKJIECHHBIH B  CTpaHe-
MpPOU3BOAUTENS (OpUTHMHANIbHAS

BEPCHsl) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUH S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B

CTpaHe-TIPOU3BOIUTENSI 3aBEPSIETCS
MPOU3BOJUTENEM. AYTCHTUYHBIN

MepeBoJ] Ha Ka3axXCKUM U PyCCKUi
SI3BIKU 3aBepsercs
YIIOJTHOMOYEHHBIM IPEICTABUTEIIEM)

dopmar: PDF wunm mpoekTH



7. CwmeHa mnpousBoautenei
KOMIUIEKTYIOMUX,

MPUHAIICKHOCTEH, PacXOIHBIX
MaTepHajoB IS MEAUIUHCKOM

TCXHUKHU

Texunueckue XapaKTCPUCTUKU U

KOHTPOJb KadecTBa
KOMILUIEKTYIOIINX ©  (WIH)
pacxoIHBIX MaTepHuaioB

MEIUIMHCKON TEXHHUKH HE

CHIDKaeTcst 0€30MacHOCTh, KaueCTBO
1 3QPEeKTUBHOCTH MEIUIIMHCKOTO
N3IETHS

He npeamycmoTpeHo cmeHa
MIPOM3BOIUTENSI OCHOBHOrO OJOKa
MEIHIMHCKOTO U3
MEIULHCKOH TEXHHUKH.

WHCTPYKIHMH TI0 TPUMEHEHUIO
MEIMIMHCKOTO  M3JENus C
BHECEHHBIMH H3MEHECHHSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsercs 3asBUTENEM, (GopMmar:
PDF, DOC.

6. Panee yTBepI€HHAS! HHCTPYKIIHS

7. llBeTHble MakKeTbl YIAaKOBOK,
CTHUKepoB  (mpHu
HeoOxoanmocTn) B popmate JPEG

9TUKCTOK,

8. Pe3ynbpTaThl KIMHUYECKHUX

WCIIBITAHUH, oTpaxkamwluue

BHOCHMBIC U3MCHCHUS

1. 3asBieHue
W3MEHEHUHW MO YTBEPXKIECHHOU
thopme, B popmare DOC

Ha BHCCCHHUC

2. HorapuansHo
3aCBUETENBCTBOBAHHBIA JOKYMEHT,
MOJTBEPKIAIOIINI COOTBETCTBHE
yCI0BUHI NpOU3BOACTBA
HalMOHAJIbHBIM ®  (HMJIN)
MeXIyHapoaHbIM cTangapTam GMP;
ISO xommnexkTyrommux u (WiIH)
pacXoAHBIX  MaTepUaloB ¢
BHECEHHBIMH HM3MEHEHUSIMH C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3aXCKMH M PYCCKMH SI3BIKH,
dbopmar: PDF

3. Kommss perucTpaliHOHHOIO
YAOCTOBEPEHHUS, BBIAAHHOTO B
Pecrry6mmke Kazaxcran

4. TIluceMo TPOU3BOAMTEINS,
yaocToBepiollee, 4TO

MIPOM3BOJICTBEHHBIN Tpolecc H
KOHTPOJb 32
6€3011aCHOCTBIO TOTOBOTO MTPOIYKTa

oe3

Ka4ecTBOM H
OCTaIOTCA U3MEHEHUH ¢
ayTeHTUYHBIM
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepseTCA  YNOITHOMOYEHHBIM
npencraButeneM gopmat: PDF

IEepeBOJOM Ha

5. DKCIUTyaTallMOHHBIA JOKYMEHT
MEIULIUHCKON  TEXHUKH C

BHECEHHBIMHU
YTBEpKJICHHBIA B
MPOU3BOAUTENS  (OpUTHHATHHASL

BEpCHsI) C AyTeHTUIHBIM IIEPEBOIOM
Ha Ka3aXxCKHH U PYCCKUU S3BIKU (
JTOKYMEHT,

U3MEHEHUSIMH,
cTpaHe-

YTBEPXKJCHHBII B

CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
IpOU3BOIUTENEM. AYTEHTUUYHBIN
MepeBo Ha Ka3axCKUW U PYyCCKU



S3BIKH 3aBepsercs
YIIOJTHOMOYCHHBIM MPEICTABUTEIICM )
dopmar: PDF wnm mpoekTH
MHCTPYKIHMHA 10 TPUMEHEHHUIO
MEIHMIIMHCKOTO  M3JeNus C
BHCCCHHBIMU HW3MCHCHUAMHU Ha
Ka3aXCKOM M pPYCCKOM SI3BIKax.
3aBepsiercst 3asBUTENEM, (hopmart:
PDF, DOC.

6. NHcTpyKuMs 1O NPUMEHEHHIO

MEIHMIIMHCKOTO U3JeNus (
OpUTHHAIbHAs Bepcus),
YyTBEpXKICHHAS B
CTpaHe-IPOU3BOAUTEIS c

BHECCHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEPEeBOJIOM Ha
Ka3aXCKUM U PYCCKUH S3BIKH.
3aBepseTcd  IPOU3BOAUTENIEM,
¢opmatr: PDF (npumenumo s
W3EIHs MEIULIUHCKOTO0 Ha3HAYCHHS

)

7. OOHOBIEHHas CIpaBKa C
yKazaHUEM nepeyHs
KOMIUIEKTYIOIIMNX W PacXOJHBIX
MaTepuaioB MO YTBEPKACHHOM
(dopme. BapuaHTBl UCTIOTHEHHS TIO
tdopme, popmat: Excel, PDF.

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOMU
¢dopme, B popmare DOC

2. Kommsi peructpammoHHOTO
YIOCTOBEPEHUSI BBIJIAHHOTO B
Pecnyonuke Kazaxcran

3. IIuceM0 TPOU3BOOUTEINS,
yIocToBepsomiee, 4TO

IIPOU3BOACTBEHHBIN Ipouecc U
KOHTPOJh 3a Ka4eCTBOM W
0e30I1aCHOCTHIO TOTOBOTO MPOAYKTA
ocTalTcsa 0e3  HM3MEHEHHH
3aBepseTCs TMPOU3BOIUTEICM.

4. JlanHbIe IO CTaOMIBHOCTH HE
MeHee 4eM Ha TpeX cepusix, (OTuerT,
000CHOBBIBAIOIIMH CPOK T'OJJHOCTH)
C ayTEeHTHYHBIM IIEpPEeBOJOM Ha
Ka3aXCKUM M PYCCKUH S3BIKH
3aBepsieTCsT  MPOU3BOJIUTENIEM,
dhopmat: PDF

5. DKCIlyaTallUOHHBIA JOKyMEHT
MEIUIIMHCKOH  TEXHHUKH C
BHECCHHBIMH  M3MCHCHMIMH,
YTBEpXJIEHHBIM B  CTpaHe-
MPOU3BOANUTENS  (OpUTHHATIbHAS



8. YBenmuenue (yMeHblIeHNE) cpoka MOTHBHPOBaHHOE OOOCHOBaHHE  BEpPCHsl) C ayTEHTUYHBIM IIEPEBOIOM

XpaHEHHs MEIMIMHCKOTO U3IETHs  M3MEHEHHS CPOKa Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MPOU3BOJIUTENEM. AYTCHTUYHBIN
[IEpEBOJ, HAa Ka3aXCKUHW U PYCCKUH
SI3BIKU 3aBepsercs
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTs
WHCTPYKIMH TI0 TPUMEHEHUIO
MEIUIUHCKOTO  M3JeNus C
BHECEHHBIMH H3MEHEHHSAMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsiercst 3asBUTENEM, (hopmar:
PDF, DOC.

6. MHcTpyKIHs 1O MPUMEHEHUIO
MEIHIIUHCKOTO u3aeus,
YyTBEpXKIEHHAS B
CTpaHe-IPOU3BOAUTEIS c
BHECCHHBIMH H3MEHEHUSIMH C
ayTEHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUUN U pyCCKUM SI3bIKU.
3aBepseTca  TPOU3BOAHUTEIIEM,
¢opmar: PDF (npumenumo s
W3EIHsT MEIULIUHCKOTO Ha3HAYEeHHS

)

7. llBeTHBIE MaKeThl YIAKOBOK,
STHKETOK, CTUKEPOB, (popmat: JPEG

1. 3asBieHue Ha BHECEHHUE
W3MEHEHUH MO YTBEPKIECHHOU
thopme, B popmare DOC

2. Komms peructpaliMOHHOIO
YAOCTOBEPEHHS] BBIJJAHHOTO B
Pecnybnmke Kazaxcran

3. IMucemo-o60cHOBaHUE
MPOU3BOAMTENST (M3rOTOBHUTENS) 00
U3MEHEHUH YCIOBUN XpaHEHMs Ha
(upmMeHHOM OJTaHKe ITPOU3BOANTEIS
COrIaCHO  yCTaHOBJIEHHOMY
3aKOHOAATENBCTBY C ayTCHTHYHBIN
[IEPEBOJIOM Ha Ka3aXCKHUM U PyCCKUU
S3BIKH 3aBEPACTCS MIPOU3BOAUTENIEM
UM ero  YMOJHOMOYEHHBIM
npexacraButeneM gpopmar: PDF

4. JlaHHBIE 1O CTAaOMIBHOCTH (IS
MEIUIUHCKAX H3JENuil) HE MeHee
4yeM Ha TpeX CepHuax) c

ayTeHTUYHBIM TI€pPeBOJOM Ha
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepsAeTCd  MPOU3BOJIUTEIEM,

tdopmat: PDF



9. I3MeHeHune yclnoBUi XpaHEeHUs

10. H3meHnenue B mnpoueaype
KOHTPOJS KadecTBa
MPOAYKTa METUIIMHCKOTO U3EINS

TOTOBOTO

MoTuBHpOBaHHOE O00OCHOBaHUE
HU3MEHEHHUS yCIIOBUN XPaHEHUS

MotuBupoBaHHOE 00OCHOBaHHE
N3MEHEHHS B MPOIEype KOHTPOJISI
KadyecTBa

5. DKCIulyaTallMOHHBIH JOKYMEHT
MEIHUIIMHCKOW  TEeXHHUKH C
BHECCHHBIMHU
YTBEPXKACHHBI B
MpOU3BOANTENST  (OpUTHHATIbHAS
BEpCHs) C AyTEHTUYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (
YTBEPXKJICHHBIH B

U3MEHEHUSIMH,
cTpaHe-

JIOKYMEHT,
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOJUTENEM. AYTEHTUUHBIN
MEepEBOJ, HAa Ka3aXxCKUHW U PYyCCKHUI
A3BIKU 3aBepsaeTcs
YHOJIHOMOYEHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wmm mpoekTsl
UHCTPYKIHMM MO TNPUMEHEHUIO
MEAULNHUHCKOTO  H3JAENHUs C
BHECEHHBIMH H3MECHEHHMSAMHU Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsiercsi 3asBUTeneM, (opmar:
PDF, DOC.

6. MHcTpykuMs MO MNPUMEHEHUIO
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS
C BHECEHHBIMH H3MCHECHHSIMH,
YyTBEpXKICHHASA B
CTpaHe-IPOU3BOAUTENSA c
AyTeHTUYHBIM TI€PEeBOJOM Ha
Ka3aXCKUd U PYCCKHH S3BIKH.
3aBepserca  NPOM3BOAUTEIEM,
tdopmat: PDF

7. llBeTHBIe MaKeThl YMAaKOBOK,
JTUKETOK, CTHKEPOB B Qopmare
JPEG

1. 3agBneHue Ha BHECEHHE
U3MEHEHUN 10 YTBEPXKIECHHOU

tdhopme, B hopmare Word

2. Komms peructpanimoHHOTO
YAOCTOBEPECHUSI BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. TIlucsMmo
yIocTOBepsIoEe,
[IPOU3BOICTBEHHBIN
6e3

MPOU3BOJUTENS,
4TO
nporuecc
ocTaeTcs H3MEHEHHH ¢
ayTeHTUYHBIM
Ka3aXCKUM U PYCCKUHM S3BIKH,
3aBepseTCA  YNOITHOMOYEHHBIM

npencraButeneM gopmat: PDF

IEepeBOJOM Ha

4. TIluceMO TPOU3BOIMUTEINS,

YIOCTOBEPSIIOLIEE, YTO 3asiBICHHAS
IpoLeAypa KOHTPOJS HE CHHXKAeT
Ka4ecTBO 1 0€3011aCHOCTh TOTOBOT'O

MPOIyKTa



11. W3MmeHeHHWe yHaKOBKH

MCOAUIUHCKOI'O U3ACIIUsA: HepBH‘IHOFI BIIMSAHHUHA (He BJ'II/ISIHI/II/I) U3MCHCHUA

YIaKOBKH MEAHULUHCKOTO H3AEIHS;
BTOPUYHONH W (WJIM) TPYIIOBOU
YIaKOBKH, TPaHCHOPTHOH,
MPOMEKYTOUHOU

MoTHBUpOBaHHOE OOOCHOBaHHE O

YOaKOBKHU  Ha CTaGI/IJ'II)HOCTL,
KaueCTBO MCIAMLIMHCKOT'O HU3ICIIHA,
BBaHMOHCﬁCTBHH

MCIHUINHCKOI'O U3ACIUA

YIIaKOBOK-

5. JlokymMeHTalus 10 KayecTBY C
BHECEHHBIMHU
perilaMeHTHpyomas

U3MEHEHUSIMU,
Ka4ecTBO
KOHEYHOTO MPOAYKTa, HOTApPHUAILHO
3aCBUIETEIbCTBOBAHHBIN
cepTH(HUKAT aHAJIM3a U METOIUKH
KOHTPOJISI KOHEYHOTO MPOAYKTa.
AYTEeHTHYHBI TepeBOJ
Ka3aXCKUH W PYCCKUH A3BIKU
3aBepsieTcs
¢opmar: PDF

Ha

OpOU3BOAUTECIIEM,

6. O6pasipl, CTaHAAPTHBIC 0OPA3IIBI
JUISS TIPOBEACHHUSI J1abOpPaTOPHBIX
UCTIBITAaHNH (IPU HEOOXOMMOCTH)

1. 3asBreHue Ha BHECCHHUE
W3MEHEHUH MO YTBEPKIECHHOU

dhopme, B hpopmare DOC

2. Komms perucTpalHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. IlucemMo mpou3BOAUTENS,

YIOCTOBEpAIOIIEE O TOM, UTO
BHOCHUMBIE
OTHOCHUTENBHO NTEPBUYHON yITaKOBKH
(HE BIHAIOT)
CTaOHUIILHOCTD, Ka4yecTBO

MEIULHHCKOTO U3JeNHA.

AyTeHTUYHBII TNepeBOx Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAETCs  YHOJHOMOYEHHBIM

npencraButeneM gopmat: PDF

U3MCHCHUA,

BIIUAIOT Ha

4. JlokyMeHTalus 1Mo KadyecTBY C
BHECEHHBIMH  HM3MEHEHUSIMHU,
periaMeHTHpyomas KadecTBO
KOHEYHOTO MPOAYKTa, HOTApUAIBLHO
3aCBUETENbCTBOBAHHBIN
cepTH(HUKAT aHAJIH3a U METOIUKH
KOHTPOJISI KOHEYHOTO MPOAYKTa.
AyTeHTHYHBII TepeBOx Ha
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepseTca

tdopmat: PDF

OpOU3BOAUTECIIEM,

5. llBeTHbIE MaKeThl YNAaKOBOK,
9TUKETOK,
craporo o0Opasia

CTUKEPOB HOBOIo H

6. POTO MEIUIIMHCKOTO U3AETUS

7. OOpasubl ais CTEPHIBHBIX

MEIUIIUHCKUX U3JIeNui,
CTaHIapTHbIE o0pasmbl s
MpoBEeACHUST  J1abopaTOPHBIX



UCIBITAHUNA TP H3MCHCHUH
MEepBUYHON  yMakoBKU  (mpu
HEO0OXOTUMOCTH)

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOMU
¢dopme, B popmare Word

2. Komms peructpanimoHHOTO
YIOCTOBEPEHUS BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. [MucemMo-060cHOBaHHE
MPOU3BOAUTENS O BHOCHUMBIX
U3MEHEHHUAX.  AYTEHTHUHBIH
[IEpEBOJ, HAa Ka3aXCKUW U PYCCKUH
SI3BIKU 3aBepsercd
YIOJIHOMOYEHHBIM IPEACTaBUTENEM
tdopmat: PDF

4. llBeTHbIE MaKeTHl YMaKOBOK,
THUKETOK, CTHKEPOB CTApoOro u
HOBOTO 00pasia, B popmate JPEG.

5. IIpoeKT TeKCTa MaKkeTa yIaKOBKH,
12. V3MeHeHHE OTTHCKOB, JTUKETKH, CTHKEpa METUITUMHCKOTO
IPYHTOBKH MU APYTHX MApKUPOBOK, M3MeNHs Ha Ka3aXCKOM U PYCCKOM
ITAMIIOB W HAJIHCEH, BKIOYas MOTHUBHpOBaHHOe oOOOcHOBanue  ‘3bIKAX, ¢opmar: PDF, JPEG
,I[O6aBJIeHI/Ie WJIN U3MCHEHUS KPAaCKU, BHECCHUA W3MEHCHHH B MapKUpOBKY 6. doto MEIUIMHCKOTO M3ICIIN
HCIONB3YEMBIX ISl MapKHPOBKH
MEIUIIMHCKOTO U3 IETIHSI.

7. DOKCIUTyaTallMOHHBIA JOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHUSIMHU,
YTBEpXKICHHBIH B  CTpaHe-
MPOU3BOANUTENS  (OpUTHHATHHAS
BEpCHs) C AyTCHTUIHBIM IIEPEBOAOM
Ha Ka3axCKUH M PYCCKHH S3BIKH (
JOKYMEHT, YTBEpPXICHHBI B
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOAUTEIEM. AYTEHTUUHBIN
MEepPEBOJ, HAa Ka3aXxCKUHW U PYyCCKUil
SI3BIKHU 3aBepseTcH
YHOJIHOMOYEHHBIM IIPEICTaBUTEIIEM)
dopmar: PDF wunm mpoekTsl
HHCTPYKIMM 1O TNPHUMEHEHUIO
MEAULOUHCKOTO  HU3JENHSA C
BHCCCHHBIMH HW3MCHCHHSIMH Ha
Ka3aXxCKOM M pPYCCKOM S3bIKaXx.
3aBepsieTcss 3asBHUTENEM, (popmar:
PDF, DOC.

[punoxenne 31 k [Ipasmmam
peruCTpaIyy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3CITUN
10 NpUHIUMY "eInHOro OKHA"

dbopma

Otger Ha9aIbHOM YKCIIEPTH3H MEUIIMHCKOTO M3Je)Hs, IPEACTABICHHBIX Ha SKCIEPTU3Y



l. @®.1.0. (1pu ero HAIMYHN) SKCIIEpTa

2. No 3asBKM U J1aTa
3 Jara mocTymiieHusT TOKYMEHTOB Ha
’ HAYaIbHYIO DKCIIEPTH3Y
4 Toprosoe HaUMCHOBaHHE
' MEIUIMHCKOTO U3ICITHUS
5. Hasnauenne MeTUIIMHCKOTO U3AEIIUSI
6. OO6nacTh NpUMEHEeHHUS
7 Kiacc B 3aBHCHMOCTH OT CTETICHH
’ MTOTEHIATIFHOTO PUCKA IPIMEHEHHS
8. 3asBUTEND
JlaHHBIE O IPOU3BOIUTEE:
Tun opranuzanuu
HaumenoBanue .
Ne UIH  y4acTOK Crpana IOpunuyeckuit anpec
OpraHu3aIiu
MIPOU3BOJICTBA
1. [IpousBoauTenn
) [IpousBoacTBeHHAs
’ IJIOMIAAKA
YnonHoMO4YeHHbIN
3 MpeICTaBUTEINb
MIPOU3BOUTEIIS
4 VYmakoBumk (mpu
’ HEOOXOUMOCTH)
YnoaHoMoueHHOE
higzgige mo
MOHHUTOPHUHTY
HEOIarompuaATHBIX
5 coOBITHH (
WHIMJIEHTOB) Ha
TEPPUTOPUU
Pecny6nuku
Kazaxcran

1. HavanpHas skcrepTu3a MEAUIMHCKOTO U3/IEIUS 110 OLICHKE MTOJIHOThI, KOMIUIEKTHOCTH
U COOTBETCTBUS JOKYMEHTOB PErUCTPALMOHHOTO J0ChE, MPEACTABICHHBIX 3asiBUTEIEM B
PErUCTPaLMOHHOM J0Che, TPEOOBAHUSAM JEHCTBYIOLIETO 3aKOHOIaTEIbCTBA

(YKa3bIBalOTCS 3aME€UYaHUsl IO HEKOMIUIEKTHOCTH JOChE€ M HEMPaBUILHOCTH O(POpPMIICHUS
JOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne  nmoxymeHTa,
Ne Crpana ynocroBepsomero  Jlata Beliaun
PETHCTPALIIIO

IIpumeuanue
JKCIepra



3. CooTBETCTBHE KJacca MEAMIIMHCKOTO M3JEIUS B 3aBUCUMOCTH OT CTEIEHH
MOTEHIIMAJIBHOTO pHUCKAa MPUMEHEHMs, YKa3aHHOrO B 3asBICHUM U JOKYMEHTax
PETHUCTPAIIMOHHOTO JI0ChE:

Knmacc B HaumenoBanue
Knacc B COOTBETCTBUM C  JTOKYMCHTa B
I[Ipumeuanue
Ne COOTBETCTBHH C  JOKYMCHTaMH perucTpannoOHHOM
JKCIepTa
3asBJIEHUEM PEeTHCTPaIIOHHOTO  JIocke 00 yKa3aHWH P
JIOChE Kjacca

4. OneHka HaIW4MsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB HAa BCE BHUJIbI YIIAaKOBOK
3asIBIISIEMOTO MEIUITMHCKOTO M3CIHS M €T0 MOJAU(PUKAIINA B COOTBETCTBUH C TPEOOBAHUSIMH
3akoHosarenscTBa PecmyOnuku Kazaxcran B cdepe oOpaiieHns JeKapCTBEHHBIX CPEJCTB U
MEIMIIMHCKUX U30CINN.

5. 3akiroueHue:
OTka3ath B AajbHeilmel sxcrepTuse (¢ 000CHOBaHUEM)

HpO,I[OJ'DKI/ITL SKCIICPTU3Y MECAUIUHCKOIO U3ACJIUA

PykoBoautens CTpyKTYpHOro oApa3IeIeHUs

noanuck @.N.O (ripu ero HAIMYUN)
DKcnepr

noamnuck ®.N.O (ripu ero HAIMYUHN )

[lara
Ipunoxenue 32 k [IpaBunam
perucTpaIyy JIeKapCTBEHHBIX
CPEACTB U MEINLIMHCKUX U3/EINil
10 TIPUHIUIY "eANHOTO OKHA"
dbopma

Orger Baymmanyun H3MeHeHI/Iﬁ, BHOCHMBIX B PETHCTPAITHOHHOC NOCHC MEAUITHMHCKOI'O M3 ACIIUA

1. @.1.0. (1pu ero HAIMYMK) SKCHEPTA
2. Ne 3agBKM 1 1aTa
3 Jlata mocTymieHus: TOKyMEHTOB Ha
’ HavaJIbHYIO 9KCIEPTH3Y
4 Toprosoe HauMEHOBaHUE
' MEIUIIMHCKOTO U3EIHs
5. Ha3nayeHnne MeTMIIMHCKOTO U3IEIHS
6. O06nacTp IpUMEHEHHUS
7 Krnacc B 3aBHCHMOCTH OT CTENEHU

NMOTCHIUAJIBHOI'O pHUCKa MIPUMCHCHUA

8. 3assBUTEID



JlaHHBIE O IPOU3BOUTEIE:

Tun opranusanuu
HaumenoBanue o
Ne UJIH  y4acToOK Crpana IOpunnuecknii anpec

OpraHu3aIx
MIPOHU3BOJICTBA
1. IIpoussonurens

[IponsBoacTBeHHAS
IUIOIIAIKa

Y1nosHOMOYEeHHBIN
MpeICTABUTEIb
MPOU3BOAUTEINS (TIpU
HaJIMY1H)

VYmakoBmuk (mpu
HEOOXO0ANMOCTH)

YnonHoMo4YeHHOE
higzgige mo
MOHHUTOPUHTY
HeOJIaronpusTHHIX

5 coOBITHH (
HHIUJCHTOB) Ha
TEPPUTOPUU
PecyOnuku
Kaszaxcran

1. Banupanusi KOMIUIEKTHOCTH PETUCTPAIIMOHHOTO JI0ChE U MPaBWIHLHOCTH O0(OPMIICHUS
MPEACTABICHHBIX JOKYMEHTOB COTJIACHO IEPEYHI0 BHUJIOB H3MEHECHUW, BHOCUMBIX B
PETUCTPAIMOHHOE JTOChE€ MEIMIIMHCKOTO W3JENHS B NEPUOJ JEUCTBUS PETMCTPALIMIOHHOTO
YIOCTOBEPEHUS] COrjacHo mpuiioxkenuto 14 k HactosimuMm [lpaBunam (yka3bIBaloTCA
3aMe4YaHus MO0 HEKOMIUIEKTHOCTU JI0Ch€, HEOOXOAMMOCTH MPEIOCTABICHUS O00pa3loB
MEJIUIIMHCKOTO U3JIEIUS U TPAaBUIILHOCTU O(DOPMIICHHUS IOKYMEHTOR).

2. Peructpaiusi B cTpaHe-mpou3BoANTENE (M3TOTOBUTEIIE) U IPYTUX CTPaHAX:

Ne  nmoxymeHra,
Ne Crpana ynocroBepsroniero  /lara Bpliaun
PETHCTPALIHIO

IIpumeuanue
JKCIepTa

3. CooTBETCTBHE KJIacCa MEIMIIMHCKOI'O M3JI€JIUSl B 3aBUCUMOCTH OT CTEIEHHU
NOTEHUHUAJIBHOTO pHUCKAa NPUMEHEHHS, YKAa3aHHOTO B 3asBICHMM U JOKYMEHTax
PETUCTPALIUOHHOTO JOCHE:

Knacc B HaumenoBanue
Kmacc B COOTBETCTBUHM C  JOKYMEHTa B
I[Ipumeuanue
Ne COOTBETCTBHHU C  JIOKYMCHTaMH PETHCTPAIMOHHOM
JKCIepTa
3asBJIEHUEM PETHCTPAIIIOHHOTO  JIOChe 00 yKa3aHWH P
JIOChE Kjacca

4. OueHka HaIU4Usl MaKeTOB YIMAKOBKHU, STUKETOK, CTUKEPOB Ha BCE BUJbI YIIAKOBOK
3asBJIIEMOT0 MEIUIIMHCKOTO U3/ICTUs U €r0 MO (PUKAIMil B COOTBETCTBUHU C TPEOOBAHUSIMU



3akoHosatenscTBa PecmyOnuku Kazaxcran B cdepe oOpaiieHus JeKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKUX U3JICITUH.

5. Buabl BHOCUMBIX U3MEHEHHH B COOTBETCTBUHU C [Ipumoxenuem 14 x Hactosmum
[TpaBunam
Pe,Z[aKLII/ISI J0 BHECCHUSI U3BMCHCHUA PeZ[aKLII/Iﬂ OoCJIe BHECEHUSI U3MEHEHUN
6. 3aKiII0OUeHUE:
OrTkazath B AajbHeimel sxcrepTuse (¢ 000CHOBaHUEM)

[TpomomKUTH SKCTIEPTH3Y

PykoBoautens CTpyKTYpHOro oApa3iesIeHUs

noanuck @.MN.O (ripu ero HAIMYUN)
DKcrnepr

noanuck ®.N.O (ripu ero HAIMYUN )

[ara
Ipunoxenue 33 k [IpaBunam
perucTpaIyy JIeKapCTBEHHbBIX
CPEACTB N MEAWLIMHCKUX U3AENnil
10 MIPUHITUIY "eANHOTO OKHA"
dbopma

OKCOEPTHRIN OTYET CIICHUATH3HPOBAHHON SKCIEPTU3E MEIUIIUHCKOI0 H3ACIHA

1. @.1.0. (1pu ero HAIMYMK) SKCHEPTa
2. VueHas creneHb, 3BaHHE

3. No 3asBKM U fgaTa

4 Jlata mocTymjeHus] JOKYMEHTOB Ha

CHENNATN3UPOBAHHYIO SKCIIEPTU3Y

TOpFOBoe HAanMCHOBAHHUC
MEIUIIMHCKOT'O U3ACIINA

Kon HomenknaTypsl MEAMLIMHCKUX

6. n3nenuii Pecniyonuku Kazaxcran
7 TexHuueckass XapaKTEpUCTUKA
’ MEIUIINHCKOTO U3ICIHS
8. Haznauenue MeTUIIMHCKOTO U3/IeNUs
9. OO6nacTp NpUMEHCHHUS

[IpoBeneHa 3kcnepTH3a JOKYMEHTOB PETHCTPAIMOHHOTO JIOChE, XapaKTEPHU3YIOIINX
0€30MacHOCTh, Ka4eCTBO U 3 (PEKTUBHOCTh METUIIMHCKOTO U3CIIHS.

1. JlaHHBIC O MPOU3BOJUTENIC MEIMIIMHCKOTO HM3JICNIHSA, B TOM YHCIE PACXOIHBIX
MaTEPHAIIOB U KOMILICKTYIONIUX, SBJISFOIIMXCS METUIIMHCKUMU U3ICTUIMU



Tun opranuzanuun Haumenosanue
uin y4acCTOK OpraHusanuu
[POU3BOJCTBA

Crpana IOpunuueckuit ampec

1. [IpousBonuTenn

[IpousBoacTBEHHAS
TUTOMIAJIKA

Y1noaHoOMOYeHHBIN
HpeJICTaBI/ITeHI)
pou3BoaAUTENs (TIpU
HAJTAYHN)

KonTakTHbIE TaHHBIE
YIOJHOMOYEHHOTO
TUIa mo
MOHHUTOPUHTY
HEOIarompUsTHBIX
COOBITHH (
WHIMJICHTOB) Ha
TePPUTOPHUH
Pecny6nuku
Kazaxcran

2. Peructpaiiusi B cTpaHe-MpoOU3BOAUTEINE (M3TOTOBUTENIS) U IPYTUX CTpaHAX

Ne  nokymeHTa,
No Crpana yaoctoBepsitouiero  Jlara Beiiauu
PETUCTpAIHIO

[Ipumeuanue
JKCIepTa

3. OneHka JOCTOBEPHOCTH YKa3aHHOTO B 3asBJIICHUH U IOKYMEHTaX PErUCTPAIIMOHHOTO
J0ChE KJIacca METUITMHCKOTO W3MIeTUs B 3aBUCHMOCTH OT CTEMEHH MOTEHIIMAILHOTO PUCKA
NPUMEHEHHs, B COOTBETCTBUU C TpeOOBaHMIMH 3aKOHOIaTeNbcTBa PecmyOnnkn Kazaxcran B
chepe oOpallleHus JIEKapCTBEHHBIX CPEJCTB, MEIUIIMHCKUX WU3CIIHI:

CoOTBETCTBHE
Krnacc B COOTBETCTBHHM C 3asBISIEMOrO  Kjacca

Kimacc B cooTBeTCTBHHU C
JNOKYMEHTaMu TpeOOBaHUAM [Ipumeuanue sxcnepra

3asBJICHUCM
PETrUCTPALITMOHHOI'O JOCBEC  3aKOHOAATCJIbCTBA

Pecnry6nmku Kazaxcran

4. XapaKTepuUCTUKHN CUCTEMBI IMOKa3aTeseH, Onmpenesomux 0e30macHOCTh, KaueCTBO U
3(phEeKTUBHOCTh MEIUIIMHCKOTO H3JCIUs, B TOM 4YHCJIE PACXOJHBIX MaTepUaliOB H
KOMILUICKTYIOIIUX, SIBISIONIUXCS METUIIMHCKUMU U3JIETUIMMU:

1) cucrema ynpasienus kadectsoM [SO, GMP opranuzanuu-npou3BoauTensi, B TOM
YUCII€ PACXOJHBIX MaTEPHAIOB U KOMIUICKTYIOIIHUX, SIBISIIOMIMNXCS MEIULIMHCKUMU
W3JICIUSIMU:

HanmMmenoBanue Ne noxymenTa u gara [Ipumeuanue

Ne Cpoxk neiicTBus

JAOKYMCHTA BbIJa4un OKCIICPTa

2) Ka4ecTBO MEIMIIMHCKOTO H3JIeJIUSl, B TOM YHUCIE PACXOJHBIX MaTEpPHUAJIOB U
KOMIUICKTYIOIIUX, SIBJISIIOIIUXCA MEAUIMHCKUMU H3JEIUsIMH (TE€XHUYECKUE YCIOBUS,
CTaHJapT OpraHU3aIuu):



Ne HaumenoBanue Ne noxymenta u fata Cpox nefcTBus I[Mpumeuanue
JIOKyMEHTa BBIJIaUN JKCIIepTa

3) NOATBEPKICHUE COOTBETCTBUSI MEIUITUHCKOTO M3ACNHS TPEOOBAHUSM HAIIMOHAIBHBIX
WIM MEXIYHApOJHBIX JOKYMEHTOB 1o kadecTBY (Jlexmapauust coorBerctBus; Ceprudukar
COOTBETCTBHS):

HanmenoBanue Ne noxymenTa u gara IIpumeuanue

Ne Cpok neiicTBust

JOKYMCHTa BbIJa4Yu OKCIICPTa

4) aHaJ U3 TPEICTABICHHBIX JaHHBIX, ITOJTYUYCHHBIX B XOJ¢ MPOBEICHUS UCIBITAaHUN (
TOKCUKOJIOTUYECKUX, TEXHUUYECKUX, KIMHUYCCKUX) B CTPAaHE MPOU3ZBOAHTENE (OTUETHI,
3aKJTIOYCHUSI) M B XOJE TPOBEICHUS MPEIBIIYIINX dTANoB JKCIEepTU3bl B PecmyOmnmke
Ka3zaxcran (HauanbHas SKCIIepTH3a):

AHanu3 TMTOJMHOTHI H
Ne HaumeHoBanue nokymeHTa kadectBa mH(popmanuu B [Ipumedanue skcmepra
JIOKYMEHTE

5) 3aKIr0YeHre O CTAOMIBHOCTH MEAUIIMHCKOTO U3/ensl, 000CHOBAHHOCTD 3asIBICHHOTO
CpOKa XpaHCHUS:

3asgBICHHBIN CpOK AHanu3 npeacTaBlIeHHOTO

No IIpumeuanue 3xcnepra

XpaHCHU OTYETa O CTAOMIBHOCTH

6) OCHKa IIPOCKTa HMHCTPYKIHUHW I10 MCAUIMHCKOMY INPHUMCHCHHUIO H3JACIINUA
MCIAUIIMHCKOTO HA3HAYCHUA, B TOM UYHCIC PACXOAHBIX MATCPUAJIOB WM KOMINICKTYIOIIUX,
SABIAIOIAUXCA MEAUITUHCKUMU U3ACIIMAMHA U SKCIUTYATAIIHOHHOI'O JJOKYMCHTA MCI[HHHHCKOﬁ
TCXHUKH

Ne AHanu3 Onenka skcnepra

IlonHoTa cConepkaHUsl TEKCTa
1. IIPOEKTa UHCTPYKIUHU Ha U3JEIIUE
MEIUIIMHCKOTO Ha3HAYEHHUS

CooTBercTBHE TEKCTAa TPOEKTA
2. OpPUTHHANY HMHCTPYKIUH OT
MIPOU3BOAUTEILS

CootBercTBHe oopMIIEHHS TEKCTa
MPOEKTa MHCTPYKIMHU TPeOOBaHUAM
3aKOHOJATENLCTBA  PecmyOnuKu
Kazaxctan B cdepe oOpameHus
JICKAapCTBEHHBIX CpCacCTB u
MEIUIMHCKUX U3IeITHHA

Nudopmanus, comepkamasics B
4. IKCILTyaTallAOHHOM  JTOKyMEHTE
MEIUIIMHCKON TEXHUKHU

7) Ouenka oopMIIEHHS MAaKETOB YITAKOBOK U STUKETOK
Ne Ananms OreHka dKcnepra

CootBercTBHe 0opMIICHHS TEKCTa
MakeTa MapKHpOBKH TpeOOBAaHUSIM
3aKOHOMaTeNbcTBa  PecmyOnmku



Kazaxcran B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB,
MEIULIITHCKHX U3ICIUH

M eHTHYHOCTh yKa3aHUU yCJIIOBUM
XpaHEeHUs: U TPaHCIOPTUPOBAHUS,
YKa3aHHBIX B JOKYMEHTE IIO

CTaHAAPTU3ALMH MEIUIUHCKOIO

U3JIeNUs ¥ IPOEKTEe HMHCTPYKIUU IO
MEIULUHCKOMY ITPUMEHEHHIO

8) AHanu3 Ia"HHBIX O pa3pabOTKe W MPOU3BOJACTBE MEAMIIMHCKOTO M3JETUs (CXEMBI
MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJHil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
IPOLIEYPHI BBIITYCKa KOHEYHOT'O MPOJIYKTA).

Ne Amnanns OreHKa dKcnepra
Ouenka NpecTaBICHHBIX
3asiBUTEJICM JAHHBIX O pa3paboTKe U

1. MPOU3BOJICTBE, BKJIIOYAs aHAIU3
oT4eTa WHCTIEKTHPOBAHUS

MIPOU3BOICTBA (TIPY HAJTMYWH);

9) AHa3 OMOJIOTHYECKON 0€30MaCHOCTH MEIMITMHCKOTO U3JIeNINs Ha OCHOBE aHaIu3a
CBEJICHUN O MaTrepuajgax XUBOTHOTO WM OMOJIOTHYECKOTO MPOUCXOKICHUS, BXOMISIINX B
MEJIUIIMHCKOE U3JIeNINE, a TaKkKe WH(POpMAIUA O Moa00pe UCTOYHUKOB (JIOHOPORB), OTOOpE
Marepuaia, MPOIECCUHTe, XpPaHSHUH, TECTUPOBAHUU, TPUOHOBOW OE30MACHOCTH, a TaKXKe
oOpamieHusl ¢ TKaHSIMH, KJIETKaMH, CYOCTaHIMSAMH >XHBOTHOTO WJIM OHOJOTHYECKOTO
MPOUCXOXKJACHHS, KYJbTYpaMU MHKPOOPTAaHU3MOB M BHUPYCOB (NIpH HAIUYUH), 32
HCKITFOYEHHEM aJIJIOTCHHBIX TPAHCILJIAHTATOB.

Ne AHanu3 OrneHka sKcnepra
Onenka MpeICTaBICHHBIX
I. 3asBUTENEM [IaHHBIX II0 aHAIH3y

Orosoruyeckoi 0€e30MacHOCTH
10) orieHKa BaJIMIHOCTH MPOTPAMMHOTO 0OCCIICYCHHS Ha OCHOBE aHAJM3a JIAHHBIX O €T0
BepuUKAIMU, B TOM YHcie HUHPOpPMAIMU O €ro pa3pabOTKe U TECTHUPOBAHUHM Ha
NPESANPUITHN U TIPU MYJIBTUIIEHTPOBBIX HMCCIICIOBAHUAX, JAaHHBIX 00 WICHTU(UKAIUUA U
MapKHUPOBKE ONIEPAIIMOHHON CUCTEMBI

No Amnanu3 OrneHka sKcnepra

OHGHK& NpeaACTaBJICHHBIX
3aABUTCIICM JaHHBIX

1.

11) AHanu3 mporeaypsl 1 METOJOB CTEPHIIM3ALUKA MEAUITUHCKOTO U3/ICNIHsI, MaTEPHAJIOB,
00O0CHOBBIBAIOIINX CIMOCOO CTEPUIM3AIMHU, MPEAJIaraéMbIX METOJI0B KOHTPOJSI KauecTBa U
OTIpeIeJICHUs] OCTAaTKOB CTEPHIIM3YIOIIEr0 BEIIECTBA P MPUMEHEHUH XUMHUIECKOT0 crioco0a
CTEpUIN3ALINT

No Amnanu3 OreHka sKcnepra

OHCHKa npeacTaBJICHHBIX
3asdBUTCIICM JaHHBIX

1.



12) Ananuz 6e3omnacHocTd U 3G (HEKTUBHOCTH JEKAPCTBEHHOT'O CPEACTBA B COCTaBE
MEJIMLIMHCKOTO HW3JeNUsl, €ro BIMSHUSA Ha (YHKIHMOHAIBHOCTb MEAMIIMHCKOTO H3IENHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJICTBA C MEIMULMHCKAM H3JAEIIHEM (3a MCKIIOYEHHUEM
MEJUIMHCKUX W3Aenuil ang auarHoctuku in vitro (IVD). Uudopmanus o perucrpainuu
JIEKapCTBEHHOI'O CPEJICTBA B FOCY1apCTBE — MPOU3BOJUTEIE JIEKAPCTBEHHOI'O CPEICTBA

No Amnanu3 Ornenka sKcnepra

OHGHK& NpeaAcCTaBJICHHBIX
3aABUTCIICM JaHHBIX

1.

13) Ananu3 npencTaBlIeHHbBIX MPOU3BOIUTENEM CBEICHUM O HATMYUU WU 00 OTCYTCTBUU
COOOIIIEHUI O HECYACTHBIX CJIydYasX M OT3bIBaX C pPbIHKA MEIULMUHCKOrO HW3AENHS, O
HEXEJIaTeNbHBIX COOBITUSAX U (WJIM) HECYACTHBIX CIIy4asix, CBSI3aHHBIX C HCIOJIb30BAaHUEM
MEIUIMHCKOIO U3/1eHsl, YBEAOMIIEHUI 10 0€30MacCHOCTH MEAUIIMHCKOTO U3/IEus, OIX0/1a K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOJUTEISIMU B KOKIOM U3 TAKUX CITy4aeB
, ONHUCAaHUs KOPPEKTUPYIOIIUX AEHCTBUHN, TPEANPUHATHIX B OTBET Ha YKa3aHHBIE CiIyyau, a
TAaK)K€ COOTHOIIEHUS YPOBHS MPOJIaK M KOJWYECTBA HECUACTHBIX CIIy4aeB U OT3HIBOB
MEIUIIMHCKOTO U3JIeTUs U3 00palleHus

Ne Ananns OreHKa dKenepTa

Onenka MpecTaBICHHBIX
3asIBUTEJIEM JIAHHBIX

14) Onenka [lmana cObopa u aHanmu3a MaHHBIX MO 0€30MACHOCTH U A(HPEKTHBHOCTH
MEIMIIMHCKOTO U3JIeTUs Ha TIOCTIIPOIaXKHOM 3Tare U 0T4eTa 00 aHalin3e PUCKOB
Ne Ananmm3 OueHka sKcrepra

| Ouenka MpeaCcTaBICHHBIX

3adBUTCIICM JaHHBIX

5. 3akiroueHue sKcnepra
1. ITomoxurensHoe
2. OtpunaresnpHoe (¢ 000CHOBaHUEM)

Bce JAaHHBIC, IIPUBCACHHBIC B 9KCIICPTHOM 3aK/IHOYCHHUH, JOCTOBCPHBI 1 COOTBCTCTBYIOT
YCTaHOBJICHHBIM Tpe6OBaHI/ISIM, 4dTO IMOATBCPIKAAIO JIMYHOM OAIINCBHIO

PykoBoauTtens CTpyKTYpHOrO OApPa3IeICHUS

noanuck @.N.O (ripu ero HAIMYUN )
DKkcrnept

noanuck @.MN.O (ripu ero HAIMYUN)
JlaTa

IIpunoxenne 34 x [IpaBunam
perucTpanuu JeKapcTBEHHBIX
CPECTB U MEAULIMHCKHUX U3EIUN
10 NpUHUUNY "eINHOro OKHA"

dopma



OKCIEpPTHEI OTIET CIIeUATM3UPOBAHHOM 3KCIEPTH3HI O BIIMAHIY BHOCHMEIX H3MEHEHUH B
PErHCTpaIMOHHOE JOChe Ha 6€30macHOCTh, Ka9eCTBO M d(P(EKTUBHOCTH MEIUIIMHCKOTO H3AEIASL

l. @®.1.0. (mpu ero HAIMYHN) SKCIIEPTa
2. VYueHas cTereHb, 3BaHUE
3. Ne 3agBKY 1 1aTa

Jarta moctymiieHust TOKyMEHTOB Ha
CHELUATN3UPOBAaHHYIO SKCIIEPTU3Y

TOpFOBOG HAauMCHOBAHHUC
MCIHUIIUHCKOI'O U3ACTTUA

HpOBGILCHa OKCIICPTHU3a TOKYMCHTOB PCTUCTPAIMOHHOI'O AOCHE, XapaKTCPHU3YIOIIUX
BIIMSIHME Ha O€30MaCHOCTb, KayecTBO M A()PPEKTUBHOCTH BHOCHUMBIX H3MEHEHUU B
PErUuCTPAaiMOHHOC JOCHE, HA MCIUITMHCKOEC U3 ICITIUC.

B xone IIPOBEACHMA SKCIICPTU3BI YCTAHOBJICHO!:
No Penaknusa no BHeceHnst u3MeHeHnlE BHocuMmoe n3MeHeHune
BnusHue BHOCHMMBIX M3MEHEHMM Ha 6630HaCHOCTL, Ka4eCTBO H 3(1)(1)6KTI/IBHOCTB
MECOUIUHCKOI'O U3CIUA:

Anamu3 Bnuser (He Biuser) Ilpu
Ne W3menenue (ykazaTh HyKHOE) OTPULIATEIILHOM  3aKJIIOYECHUU
yKa3bIBaeTCsl 00OCHOBaHUE

3aKIIFOYEHHE IKCIEPTA:
I. [omoxurensHOE
2. OtpumnarenbpHoe (C 000CHOBAaHHEM)

Bce JaHHBIC, ITIPUBCACHHLIC B SKCIICPTHOM 3aKJIIFOUYCHNH, JJOCTOBCPHBI U COOTBCTCTBYIOT
YCTAaHOBJICHHBIM TpC6OBaHI/I5[M, 4TO IMOATBCPIKAAr0 JINYHOH HOAIINCHIO

PykoBoauTeNnb CTpyKTYpHOTO MOpa3/ieIeHuUs

noanuck ®.N.O (ripu ero HAIMYUN )
DKcnept

noanuck @.N.O (ripu ero HAIMYUN )

JlaTa
[punoxenne 35 x [IpaBunam
pEerucTpanyy JIeKapCcTBEHHbBIX
CPEICTB U METUIIMHCKUX U3JIeNUi
10 IpUHIUMY "€AUHOro OKHa"
dopma

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HaumenoBaHue rocy1apCTBEHHOM 3KCIEPTHOM OpPraHU3ALUN



ATTecTaT aKKpeIUTaIluu UCIbITaTeIbHOM JabopaTtopuu (Ne, cCpok 1elcTBUS)

Anpec, TenedoH SKCIEPTHON OpraHu3aliK (UCIBITATEIbHON Jab0paTOpun)

n n

[IpoToxon ucneiTanuit Ne OT roaa

Crpanuna _ (KonuuecTBo IUCTOB )
3asBUTEIb (JJ1s1 FOPUIUUECKOTO JIUIa (HauMeHoBaHue) (711 PU3nIecKoro JIuia)
®.N.0O. (npu €ero HAIMYKMM) U aJpec):

HaunmeHnoBaHue MMpOAYKIINH:

Bun ucnerrannin:

OcHOBaHUeE:

®upma U3roToBUTEND (IPOU3BOAUTEID), CTPAHA:

Cepust, maptusi:

Jlara nmpousBoacTBa:

CpOK rOJIHOCTH:

Jlata Havayia U 1aTa OKOHYaHUS UCTIBITAHUM:

KonnuecTBo 00pa3ios:

O06o3HauecHHe JOKYMCHTA I10 Ka4CCTBY Ha MCTOIbI WUCIIBITAHUM



Pesynbprarel ncnibrtanmit

HaumenoBanue TpeboBanus nokymenTta o MakTUUECKH MONTYYCHHBIC

N y y TOC u BmaxuaOCTH (%)
oKa3aTenei KauyeCTBY pe3yIbTaThl
1 2 3 4

3akmouenue: IlpencraBieHHbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM JOKYMEHTOB O Kau€CTBY U METOJUKH BOCIPOU3BOASITCS (HE BOCIIPOU3BOISATCS
) (yka3wiBaTh npu HeoOxoaumocTn) (HykHOE OT4epKHYTh)
MeTtoauku He BOCIIPOU3BOIATCS 10 CIICTYIOIIUM MOKa3aTeIsIM

HOI[HI/ICI/I YHOJHOMOYCHHBIX JIUIT

(momxHocTh) (moanuch) G.M.O (mpu ero HAIUYKH)

(momxHocTh) (moanuck) G.N.O (npu ero HaTUMYKH )

(momxHOCTh) (moamnuck) G.1.O (mpu ero HaTMYKH )

dbopma

[Ipunoxenne 36 x [IpaBunam
PETUCTPAINH JEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNIUi
10 IpUHIUMY "€AUHOro OKHa"

Ort4eT 0 pe3yibTaTax MPOBEACHHS JIa0OPATOPHOTO HCIILITAHNS B TA00PaTOPHH KOHTPOJA KaueCcTBa
IOPOM3BOAUTEIIA WM B KOHTPAKTHO#H J1a00paTOpHH, HCIIOIH3yeMO# IPOM3BOUTEIIEM*

1. Pe3rome

HanMenoBanue MeIUIIMHCKOTO
H3JEIUs

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTHI
HpOPI3BO,HCTB6HHOI7[ IIomaaxu

HaunmeHnoBanue, agpec, peKBU3UTHI
71ab0paTopuy KOHTPOJIS KayecTBa H (
WIN) KOHTPAaKTHOH nabopaTopuu
KOHTPOJISI KauecTBa

OcHoOBaHue MPOBEACHUSA
1a60PaTOPHOTO UCTIBITAHUS

Howmepa nuuensun (Ipu HaIHM4INN),
cepTU(UKATOB, 3aiBOK Ha
9KCIIEPTUZY

IIpoBenenue
HUCIIBITAaHUI

1a00paTOPHBIX



Pestome pesiTenbHOCTH JTabopaTopuyl BeIyck B peanu3anuio cepuu
KOHTPOJISI KauecTBa MEIUIIMHCKOTO U3IEIIHS

HHoe (HeoOxo1uMo yKa3ath)

Hara(sr) NpOBEIEHUS
JTabOpaTOPHOTO UCTIBITAHUS

®.MN.0. (mpm ero HaIUIUHN)
9KCMEPTOB (WJICHOB KOMHCCHUH),
JIOJKHOCTD

2. BBognas uadopmarus
KpaTKoe OIIMCaHHue J'Ia60paTOpI/II/I KOHTPOJIAA Ka4€CTBa

Hannumne moKyMeHTHPOBAHHBIX MPOIEIyp MPOBEACHUS
HUCIIBITAaHHI

BeimonHenne TpeOGoOBaHUWIT TOKYMEHTHPOBAaHHBIX
MIpOLEAYp NPOBEIEHHS UCIIBITAHUN

Lenp npoBeneHus 1aDOPATOPHOTO UCTIBITAHUS
OOBEKTHI UCITBITAHUS

[lepconan nabopaTopuu KOHTPOJS KadecTna,
YYacTBYIOIIMH B IPOBEICHHUU J1a0OPaTOPHOTO
UCTIBITAaHUS

JIOKyMEeHTHI, MOJaHHBIE
OpraHM3aLeH-TIPON3BOANTENIEM | (1In) TabopaTtopuen
KOHTpOJISI KaueCTBa JI0 MPOBEACHHS HHCIIEKIINT

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS J1a00OPATOPHOTO UCTIHITAHUS
CchpllIKa Ha JOKYMCHT I10 Ka4C€CTBY

Howmep cepum, naTa mponu3BoICTBa

TpeboBanus
dakTUUECCKHE CootBeTcTBYeT (HE
IMokasarens JOKyMEHTa M0 T, BIaXHOCTD
pe3yIbTaThl COOTBETCTBYET)
Ka4ecTBY

4. IlpunoxeHus

JokyMeHTsl (TepBHYHBIE JaHHBIE, IPOTOKOJIBI
WCTIBITAHUH) ©W 00pasmbl, OTOOpaHHBEIE B XOJC
MIPOBE/ICHHUS JTa0OPaTOPHOTO HCIIBITAHUS

5. 3akirouyeHue
ITonoxureapHOE

OtpunaresnabHoe (C 000CHOBaHUEM)

[Ipumeuanne *K oTuery o pesynbraTax MpoBEACHUS J1aOOPAaTOPHOTO MCIBITAHUS
IpUjIaraeTcs KOnus cepTudUKaTa aHanu3a U (WJIH) MPOTOKOJA UCTIBITAHUN Ha MPOTYKITHIO
nabopaTopur KOHTPOJISI KadecTBa MPOU3BOAUTEINS] WM KOHTPAKTHOM JabopaTopuu,
HCMOJIb3YEMOM POU3BOAUTENIEM. BCce MPUIOKEHUS K OTUYETY SIBIISIFOTCS HEOTHEMIIEMOU €r0
4acThlIo.

PykoBoaurens xomuccuu:

(monmuck) ®.M.0O (npu ero HaAU4KUM), TOTKHOCTh
YJI€Hbl KOMUCCHUM:



(monmuck) ®©.M.0O (npu ero HaTUYKUK), TOTHKHOCTh

(monmuck) ®.M.0O (npu ero HaTUYKK), TOTHKHOCTh
" " 20 T
CormnacoBaHo:

(moamuce) ®.M.0 (ripu ero HaJIMYUM), TOKHOCTh

(moamucek) ®.M1.0O (ripu ero HaIUYUM ), TOTKHOCTh

(moamucek) ®.M1.0O (ripu ero HaJIUYKUM ), TOTKHOCTh

Ipunoxenne 37 k [IpaBunam
peruCTpaIyy JIEKapCTBEHHbIX
CPEACTB U MEIULMHCKUX U3AENUil
10 MPUHIUIY "eINHOTO OKHA"

dbopma

3akiogeHue o 6630]130HO0TPI, Ka4eCTBC H S(I)Q)CI(TI/IBHOOTI/I MCOUIITHHCKOI'O U3ACIHA, 3asBJIICHHOI'O

Ha SKCIEPTH3Y B LEJIIX I'OCyAapCTBEHHOM PeruCTpanyy, mepeperucrpanun B Pecry6imke
Kaszaxcran

1. Pecny0nnkaHCKOe rocyJapCTBEHHOE MPEANIPUSATHE HA MTPaBe X039WCTBEHHOTO BEIECHUS
"HammoHanbHbId LEHTP JKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX H3AEIUN"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJis MuHuCTEpCTBa
3npaBooxpaHeHus PecnyOnuku KazaxcraHn cooOmaer pe3yiabTaTbl 3KCHEPTU3BI Ha
0e30MacHOCTh, KauecTBO M H(PEKTUBHOCTh MEAUIMHCKOIO U3ACIUS B LEJIIX
rocyJapCTBEHHON perucrpanuu, nepeperucrpauuu B Pecnyonuke Kazaxcran:

TOpI‘OBOG HAaNMCHOBAHHUC MCIUIITMHCKOI'O U3 ACITUA
OpFaHI/I33HI/IH-HPOI/I3BOI{I/ITGJ’IL, CTpaHa-pOnU3BOJUTEIIb
HpOI/ISBO,HCTBCHHaH TIomanaka, CTpaHa

YNOITHOMOYEHHBIM IPEICTABUTENb IPOU3BOIUTENA,
CTpaHa

YNOIHOMOYEHHOE  JHUOO 1O  MOHUTOPHUHTY
HEOJArompusATHBIX COOBITHH (MHIHACHTOB) Ha
teppuropun Pecrrybnmku Kazaxcran

Tun menumuackoro maenus (MU (UMH), MU (MT),
MM (in vitro)

Bun (peructpanus, nepepeructpanys)

Kinacc B 3aBUCHMOCTH OT CTENCHH INOTCHIHMAJIBHOI'O
PUCKa NPUMCHCHUA

Kon HomeHknaTypsl MEIUIIMHCKUX — M3JEIUI
Pecnyonmuku Kazaxcran



Komrmiekrays MeauIMHCKOTO u3aens (IpH HATMIHN
— KOJTMYeCTBO KoMImIekTyromux ) (Tabmmma)

3aKII04YEeHUE BaIUJIALUKU PETHCTPALMOHHOIO J0Che (
MOJIOKUTEIBHOE UM OTPULIATENILHOE)

3aKiIf0YeHHE CHEIMATN3UPOBAHHON AKCHEPTH3Bl  (
MOJIO>KUTETBHOE WITH OTPUIATEIEHOE)

3akJroueHHe UCIBITATENILHOM JTadopaTopuu: nata u Ne
MpOTOKONA (MOJ0XKUTETBHOE WM OTPHULIATEIBHOE)

Tabauna

Kommrekramys MEIUIMHCKOrO H3ICIIHAA

HaumenoBanne mogenu (Monudukarym) MU* (3amomHseTcs Ha KaXXIyr0 MOJIECTb)

HaunmenoBanne Mopaenb
Bun cocraBHBIX
Ne . COCTaBHBIX COCTaBHBIX [IpousBonutens Ctpana
yacTeu . .
JacTer JacTer

* 3aM0JTHAETCS Ha KaXKyI0 MOJIEJIb

2. 3axntoueHue (MoJ0XKUTeNbHOE): MaTepuanbl U JOKYMEHTBl PErUCTPALIMOHHOTO JI0ChE
Ha MEIULMHCKOE W3JENHNe, NPEJOCTaBICHHBIE Ha HKCHEPTU3Y Ui TOCYyAapCTBEHHOM
perucrpanuu, nepeperucrpanuu B Pecriyonuke Kazaxcran, COOTBETCTBYIOT YCTaHOBJIECHHBIM
TpeOoBaHUsIM, O€30MaCHOCTh, Ka4eCTBO M A()PEKTUBHOCTH MEAMITUHCKOTO W3ICIUS
MOJITBEPKACHBI COOTBETCTBYIOIIMMH MaTeprajaMu U MPOBEICHHBIMU UCTIBITAHUSIMH.

MenuuuHckoe uzzaenue 3apeructpupyercsa B Pecriyonuke Kasaxcran cpokoM Ha _ JieT
WM 6€CCPOYHO.

3akmmroueHue (oTpuiaresbHoe): Marepuanbl U JOKYMEHThI pETUCTPAIIMOHHOTO J0ChE Ha
MEIHUIMHCKOE HW3JeJIue, NPEJOCTABICHHbIE HAa OHKCHEPTU3y Uil TOCYyJapCTBEHHOMU
peructpanuu, nepepeructpaunu B PecnyOnuke KazaxcTtaH, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 0€30MaCHOCTh, Ka4eCTBO M d(P(HEKTUBHOCTH METUITMHCKOTO
U3JIeNINsl HE TMOJTBEPKACHbI COOTBETCTBYIOIIMMHU MarepuaiaMd U MPOBEACHHBIMU
UCIIBITAHUSIMU.

MenunuHckoe uznenue He 3apeructpupyercsa B Pecnyonuke Kazaxcran.

JHerictButensHo 180 KameHIapHBIX THEW C 1aThl NOATMCAHNS.

PykoBoautens rocy1apCTBEHHOM 3KCIEPTHOM OpPraHU3aluN

noanuck @.N.O. (mpu ero HaIUYUN)
JlaTta

[Ipunoxenne 38 x [IpaBunam
M0 PETUCTPAINH JIEKAPCTBEHHBIX
CPENICTB U MEAULIMHCKUX U3JEIUN

10 NpUHUUNY "eINHOro OKHA"

3aximodenue 0 6e30macHOCTH, KadecTBe B 3P (PEKTHBHOCTH MEIUIIMHCKOTO M3/ISIHA 3aBICHHOTO
Ha SKCIIEPTH3Y B HEIIX BHECEHUA H3MEHEHHH B PETHCTPAAIOHHO® OCHE



1. PecrryOnukaHckoe TocyJapcTBEHHOE NMPEANPUATHE Ha MPaBE XO35IICTBEHHOTO BEJCHMUS
"HammoHanpHbIA LEHTP IKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMWHCKUX HU3AETUN"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJs MUHHUCTEpPCTBa
3npaBooxpanenust Pecry6nuku Kaszaxcran cooOuiaet pesysabTaThl SKCIEPTU3bI O BIUSHUU
BHOCUMBIX H3MEHEHHH B PETHCTPAlMOHHOE J0Che Ha O€30IaCHOCTh, KayecTBO U
3¢ (HEeKTUBHOCTh MEIULIMHCKOTO U3/EIIN:

TOpFOBOC HaMMCHOBAHHNEC MCIUITMHCKOI'O U3ACIINA
OpFaHI/ISaHI/IH IMPOU3BOAUTEIIb, CTPAHA-TIPOU3BOANUTEIID
HpOI/BBOHCTBeHHaH mjiomazaka, CTpaHa

YNOTHOMOYEHHBIM NPEICTABUTENb MPOU3BOIUTENS,
CTpaHa

YNOMTHOMOYEHHOE  JIMIO 10  MOHHUTOPHHTY
HEONarONMpHUATHBIX COOBITHI (MHIOHUICHTOB) Ha
teppuropun Pecrrybnmku Kasaxcran

BHocuMEbIe n3MeHeHUs

3akioueHne HavyaJlbHOU 9KCIEePTU3BI
PETUCTPALMOHHOTO J0Che (MOJNIOKHUTEIBHOE WIIH
OTPUIIATENILHOE)

3aKiIl0YeHHE CHEIMATN3UPOBAHHON AKCHEpTH3Bl  (
MTOJIOXKUTETHFHOE MITH OTPHLIATEIHHOE)

3axIII0OYeHNE MCTIBITaTeNbHON Taboparopuu: nata u Ne
MIPOTOKOJIA, (MOJIOKUTENBHOE WM OTPULIATENIEHOE)

2. 3axntoueHue (MoJ0XKUTENbHOE): MaTepualnbl U JOKYMEHTBl Ha MEAUIIMHCKOE U3JIeNne,
MPEIOCTaBICHHBIC JIJII BHECEHUS M3MEHEHHUH B PETUCTPAIIMOHHOE J10ChE, COOTBETCTBYIOT
YCTAHOBJIEHHBIM TPEOOBaHUSIM, BIUSHUE Ha O€30MaCHOCTh, KauecTBO U A(PHEKTUBHOCTH
MEJIUIIUHCKOTO HU3JEIUS TOJATBEPXkKJICHBl COOTBETCTBYIOIIMMU MaTepualamMud U
MIPOBEJIEHHBIMU UCTIHITAHUSIMU.

BHocuMble HM3MEHEHUS 3aperucTpupyercs ¢ Bbigauye (0e3 BbIJaud) HOBOTO
PETUCTPAIMOHHOTO YA0CTOBEPECHHUS.
3akmoueHue (oTpuuaresnbHoe): MaTepuanbl U JOKYMEHTBHI HA MEIUIIMHCKOE U3JEIuE,
IPEAOCTaBJICHHBIE JIJIT BHECCHUSI M3MEHEHUN B PETUCTPALIMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPEOOBaHUSIM, BIUSHUE Ha O€30MaCHOCTh, KaueCTBO U A(PHEKTUBHOCTH
MEIUIIMHCKOTO M3JEIUsl HE TOJATBEPKJICHbI COOTBETCTBYIOIIMMHU MaTepuajamMud U
MIPOBEJICHHBIMU UCTIHITAHUSIMHU.
BHocuMbIe M13MEHEHUS HE 3apEerUCTPUPYETCS.
PykoBoauTens rocy1apcTBEHHON SKCIIEPTHOM OpraHu3aiuu

MO/AMHICH ®.1.0. (npu ero HaTU4IUN)
[lara

IIpunoxenue 39 k [IpaBunam
pEerucTpanuy J1eKapCTBEHHBIX



CPENICTB U MEAULIMHCKHUX U3JEIUN
10 NpUHUUNY "eINHOro OKHA"

dopma
Pacuer-o0ocHoBanue pacxonoB B pamkax ['OBMII u (mm) cucteme OCMC
1) Pacuer pacxo/10B Ha OLIEHKY KauecTBa:

_ (B1+ B2+..+Bn)
~ (C1+C2+...+Cn)

A — Pacxo/ibl Ha OLIEHKY KayecTBa, YKa3aHHbIE B 3aBJICHUU 33 €UHUIY U3MEPEHUS], B
TEHre;
B1, B2, B3...Bn — CtouMocTh npoueaypsl oueHku kadectBa ¢ yuetom HJIC 3a 12
MECSIIEB, MPEANIECTBYIOMIMX JAaTe MMOAAUU 3asiBJICHUS;
Cl1, C2, C3....Cn — xonuuectBo eaunul MUMH (mnacteips, mmpul, naker, Tyoa, Hadbop,
KOMIUJIEKT, TaHEeJb, KacceTa, KapTPUIK U ).

[punoxenne 40 k [Ipasmmam
pErUCTpaIiy JIEKAPCTBEHHBIX
CPEICTB U METUIIMHCKUX U3CITUN
10 NpUHIUMY "eINHOro OKHA"

dopma

ITepegeHs JOKyMEHTOB, HEOOXOAMMEIX I PETHCTPAIAH, BHECEHHE H3MEHEHHS B IICHY
IIPOM3BOJUTEIIS MEUITMHCKOTO M3A€IMA )11 JUArHOCTHKY BHE KHBOT0 opragmsma (in vitro),
IPOM3BOAMMEIe Ha TeppuTOpHH PeciryOmuku KazaxcraH B paMkax JOJTOCPOYHBIX JOTOBOPOB
MOCTAaBKH, 3aKII0YCHHEIX ¢ EAUHEIM TuCcTprObI0TOpOM

Ne o/mt HanMeHoBaHue oOKyMeHTa dopMa IpeI0CTaBICHUS

Wudopmanus ¢ moaTBEep:KAAIOIINME

JOKyMEHTaMH (KOHTPaKT, HHBOWC) O

meHax MU (in vitro) peannzyembIX B

IpyTUX cTpaHax 3a 12 wmecsma

MPEIIIECTBYIOMUX JaTe IoJgadn

3asBJICHUS Ha PErucTpaluio,

BHeceHue usMeHenus MU (in vitro) (

HOTapHaJbHO 3aBEPEHHAs KOIIHS). HoTapHauibHio-3aBepeHtas Koms
B ciyuae oTcyTcTBUSI peanan3anuy B
JIpYTHX CTpaHax, 3asBHUTENb
MOATBEPXKAACT OTCYTCTBHUE
peanmzanuy Ha GUPMEHHOM OJlaHKe
3afBUTENS], 3aBEPEHHOM MOJIHCHIO
YIIOJTHOMOYEHHOTO JIMIIA 3asBUTEJIS;
Ipaiic OTEYECTBEHHOIO

2 OpUTrHHAII
TIPOU3BOANTETS



3 Kommepueckoe mpemioxenne ( OpUrHHa
npunoxernne 10)

Konus mpenpbiayniero 3akio4eHus
4 aHajM3a I[EH C TEeXHUYECKOW  KOmus
cneuuduranuen (mpyu HaJIuInum)

WHpopmamus o0TeYeCTBEHHOTO
MPOM3BOIUTENS O (HaKTHIECKU

5 MMOHECEHHBIX  3aTparax A OpHUTHHAI
oTmpeesICHUs IICHBI (TprioxkeHue 13

)

JlonrocpouHslil 10roBOp MOCTaBKH,
6 3aKJIOYEHHBIMN ¢ EQuHBIM KOIUs
JTUCTPUOBIOTOPOM

[Ipumeuanue: [lpaiic-TUCT U KOMMEPUYECKOE MPEIOKEHUE OPOPMIISIIOTCS B pa3pese
KOMIUIEKTYIOIIUX B COOTBETCTBUU C PErUCTPALIMOHHBIM YIOCTOBEPEHUEM U IOANMCHIBACTCS
MEPBBIM PYKOBOJUTEIEM MTPOU3BOIUTEIIS U CKPEIUISETCS MeUaThio (TIPY HAJTUYKH ).

IIpunoxenne 41 x [IpaBunam
perucTpanum JeKapcTBEHHBIX
CPECTB U MEAULIMHCKUX U3JEIUN
110 NpUHUUNY "eINHOro OKHA"

dopma

(HauMeHOBaHHUE rocyAapCTBEHHON
AKCIIEPTHOMN OpraHu3aIum)

NHadopManus 0TeIECTBEHHOTO IPOU3BOAUTEILL O HaKTHIECKH MOHECEHHBIX 3aTpaTax I
OIIPeJICTICHAS LIEHE

MeauuuHckoe u3Aenaue sl TUarHOCTUKU BHE >KUMBOTO opraHu3ma (in vitro),
IPOU3BOIMMBIE Ha TeppuTopuu PecryOnukn KazaxcTan B paMkax J0JATOCPOYHBIX IOTOBOPOB
MOCTaBKH, 3aKIIOYEHHBIX ¢ EMUHBIM JUCTPUOBIOTOPOM

(HaMMEHOBAHHUE MEJMITMHCKOTO W3JCJIMS JJI1 JUarHOCTUKU BHE KUBOTO opraHu3Mma (in
vitro), mpousBoauMbie Ha Tepputopuu PecmyOnmku Kazaxcran B paMkax JOJITOCPOYHBIX
JIOTOBOPOB MOCTABKH, 3aKIIOUYEHHBIX C EMMHBIM TUCTPpUOBIOTOPOM)

Howmep peructpannonnoro ygocroBepenuss PK-MM-  No (Ipy1 HAJTMYHH)

Knacc 6e3omacaoctu
Ne HanmenoBanue pacxonos CTOHUMOCTB, TCHTE

3aKynkKa CBIpbI H  (HIH)
KOMIUIEKTYFOIIUX

JOTUCTAKA CHIphS W  (WIH)
KOMILJICKTYFOLIHX



3 CTpaxOBaHKE, TAMOKCHHBIC TUIATCIKU
U TaMOXEHHOE O(OPMIICHUE ChIPhSI
1 (MIIH) KOMITIEKTYIOIIHX

MIPOEKTUPOBKA
pa3paboTka

JIU3aiH

TpaHCcdep TeXHOIOTHH

KOHTPAKTHOE ITPOU3BOACTBO

© o 9 a w»n A

NMaTCHTUPOBAHUC

MOKyMKa MPOU3BOACTBEHHOIO
obopynoBaHuA

o0ydyeHHe TepcoHama  Ha
11 MPOU3BOJCTBEHHBIX IUIOIIAAKAX 32
pyoexom

BHCAPCHUEC MCXKAYHApOAHBIX
CTaHAapTOB Ka4yeCTBa

12

MoNydeHne cepTudukara o
MPOUCXOXKACHHU TOBapa

13

MOJIyYeHUEe HHAYCTPUAIbHOTO
ceprudurkara HanmonansHas manara
npennpuHuMareneii PecrmyOnuku
Kasaxcran

14

15 J1a00paTOPHBIC UCIIBITAHUS
16 TEXHUYCCKHUE MCITBITAHUS
17 KIIMHHYECKUE UCITBITAaHUS

Ha60paT0pH0-KHI/IHI/I‘I€CKI/I€
HUCIIBITaHUA

18

IKCHEePTH3a B easx
roCyJlapCTBEHHOH perucrpanuu,

19 MepeperucTpalul M BHECEHUU
U3MEHEHUl B pPErHcTpalioHHOE
J0Cbe

20 OLIEHKA KauecTBa

cucreMa MOHHUTOPHUHTA
0e30MacHOCTH, KadecTBa MU
3(pPEeKTUBHOCTH  MEAUITUHCKUX
U3Ieui

21

22 COZepKaHKE MepCcoHana

paspaboTka W  BHEApPEHHUE

23
MIPOTPaMMHOTO OOeCTIeUeHHs

TPAHCIOPTHBIE  PAaCXOAbl MO
24 nmoctake MMUM (in vitro) mo
3aKa34ynKa

cepBuCcHOE oOciyxuBanue 37
MeCSIICB

25

Hroro cymma:



HacTosimuM rapaHTHpy0 U NOATBEPKIAI0 TIOCTOBEPHOCTH, MOJHOTY U COJAEpKaHUE
MPE0CTaBICHHBIX JIOKYMEHTOB U MaTE€pPUAJIOB.

PykoBoauTens (moAmnuch)
®UO (npu ero HaTU4KH)

*CBGI[GHI/IH 0 PECTUCTPAIMOHHOM YAOCTOBCPCHUHU, 3AIIOJHAIOTCA 3asABUTCICM IIpU €TI0

HaJIMYN
[punoxenne 42 x [Ipasumam
perucTpaiyy JeKapCTBEeHHBIX
CpPE/ICTB U MEMIIUHCKUX U3/IeNHii
10 IPUHIUMY "eAUHOro OKHa"
dopma

3asBleHHE Ha BKIIOYCHHE JIEKApPCTBEHHOTO cpeacTBa B KazaxcraHCKmit HAMAOHAIBHBIN
JIEKapCTBEHHBIH GopMyIIsip

1. Uudopmanus o 3asBUTENE:
1) HaumMeHOBaHNE OpraHU3aluu;
2) ®.1.0. (npu HANMYKUK) OTBETCTBEHHOTO JIUIIA, JOJIKHOCTbD;
3) MecTo HaxXOXKJIEHHUS OpraHU3alUMU-3asIBUTENS (FOpUAMYECKUH azpec, (pakTuyecKkuit
azapec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (nam) daxca;
6) DIIEKTPOHHBIN aipec WK aJpec dIEKTPOHHOU MOYTHI.
2. JlaHHbI€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBanue JIC;
2) MEeXIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHHE;
3) cocraB JIC (nmeicTByrOIIME W BCIIOMOTATEIbHBIE BEIIECTBA), MPEIaraeéMoro Jjis
BKJIIOUEHUS,
4) nexapcTBeHHas popMa U JO3UPOBKA, KOHIICHTPAIINS,
5) cBeeHus 0 TocyAapcTBEHHOM peructpaiuu 3assieHHoro JIC B Pecnyonuke Kazaxcran

6) papmakonoruueckoe neictaue JIC;

7) dapmakonorunyeckas rpymnmna JIC u ATX kox;

8) mokazaHus K MPUMEHEHUIO COTJIACHO MHCTPYKLUHU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CPEJICTBA;

9) crioco6 mpuMeHEHHS.

Ecnu nocke cofepkut KOHPUACHIMAIbHYI0 HHPOPMALIHIO, YKa3aTh, Kakas HHGopMaIus
ABJISIETCS KOH(UICHIHAIBHOM M MPEeJoCTaBUTh OOOCHOBaHHE KOHQUIECHIHUAIBHOIO
Xapakrepa 3To nH(pOopMaLuu.

JIOKHOCTH OTBETCTBEHHOTO JIMIIA 3asIBUTEIS [Monamuce

®.1.0. (mpu HaTUYIUM)




Jlara

[punoxenne 43 k [IpaBmmam
perucTpaIyy JIeKapCTBEHHbBIX
CPEICTB U MEIUIIMHCKUX U3ICITUI
M0 MPUHIUIMY "eINHOro OKHA"

®opma

Jlocbe nekapCcTBEHHOrO CpeAcTBa A BKirodeHus B Kazaxcranckwii HanuoOHAIbHEIH
JIEKapCTBEHHEIH PopMyIip

1. Uudopmarus no nekapcrseHHOMY cpenctBy (JIC):
1) ToproBoe nHannmeHoBanue JIC;
2) MEXIYHapOAHOE HEMATEHTOBAHHOE HAMEHOBAHHE;
3) cocrtaB JIC (nmeicTByroNIME W BCIIOMOTATEIbHBIE BEIIECTBA), MpEIaraeéMoro Jjis
BKJTFOUCHHUS;
4) nexkapcTBeHHast popMa U J03UPOBKA, KOHIICHTPALIUS;
5) cBenenust o peructpauuu 3asasieHHoro JIC B Pecniyonnku Kazaxcras;
6) dbapmakosiorudeckoe nevicraue JIC;
7) dbapmakonornyeckas rpymnmna JIC u ATX kox;
8) mokazaHus K NIPUMEHEHUIO COTJIACHO MHCTPYKIIMU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CpEJICTBA;
9) cnocob6 mpuMeHeHU.
2. CBenenus:
O perucTpaloHHOM cTaTyce 3asBiaeHHoro JIC mo noka3zanusM, yka3aHHbIM B 3asBIICHUU
u nocke B crpaHax ICH u ODCP (3apeructpupoBaH MO HAIMOHAJIBLHOW MpPOIEAypE
komreTeHTHbIM opranom CIIA, IlIsennapuu, Anonun, ABcrpanuu, Kanaael u ap. ctpan
OS3CP unu 3aperucTpupoBaH IO LEHTPATU30BAHHOMN MPOLEAYpPE KOMIIETEHTHBIM OpPraHOM
EBpomneiickoro Coro3a);
o npoxoxaenus 3assieHHbM JIC mpomenypsl nepexBanupukauu BO3 u ero BritoueHue
B niepeueHb BO3 npekBanuduImpoBaHHbIX JICKAPCTBEHHBIX CPENICTB, TPEAHAZHAYCHHBIX TS
60pr0BI ¢ BUY, TyOepKyne3oM, TenaTUTOM U JPYTUMU OOJIE3HIMH.
3. CBeneHus 0 KIMHUYECKUX UCCIIEIOBAaHUSAX BHICOKOTO METOA0JIOTUYECKOT0 KayecTBa B
Ka3aXCTAHCKUX U MEXIYyHAPOIHbBIX MPU3HAHHBIX UCTOYHUKAX:
1) mo kauHHYEeCKOW >P(HEKTUBHOCTH MO 3apETHUCTPUPOBAHHBIM IMOKA3aHUAM K
MIPUMEHECHUIO:
omucaHue oToopa myOauKaIuii, cogepx anux qaHHsie 1mno 3¢ dexrusaoctu JIC;
onucaHue U 0000IIEeHHE pe3yJIbTaTOB U3 OTOOPAHHBIX PEIEBAHTHBIX MyOJIMKAIUM,
cojiepkamux gaHHbIe 110 3¢ dexTuBHocTH JIC;
CIIUCOK W CCBUIKM Ha peJIeBaHTHbIC MYyOJUKAIUU, COJACpKAIMX JaHHbIE IO
s dpextuBnoctH JIC;



MaTtepuanbl (CTaTbH, PE3lOME, U3 HAYYHBIX W MEIUUMHCKUX MyOJUKaIUi),
noaTeepxkaatone dpdextuBHocTh JIC Ha sI3pIKe OpUrHHaNa B BUJIE MOJHBIX TEKCTOB, C
MPUJIOKEHUEM MEPEBOJIAa HA Ka3aXCKOM HIIU PYCCKOM SI3bIKE;

2) 1o 6e30MacHOCTH MO 3aPETUCTPUPOBAHHBIM MOKA3aHUSM K TPUMEHEHHUIO:
onucaHue oTdopa myOIMKalniA, CoepKauX JaHHble o 6e3onacHoctu JIC;
omnmucaHue U 0000IeHHEe pPe3ysIbTaTOB M3 OTOOPAHHBIX PEJICBAHTHBIX MyOJUKAIUMA,
cojiepKaiux gaHHble o 0e3onacHoctu JIC;

CIIMCOK M CCBUIKHM Ha peJICBaHTHBIE MyOIMKAIUU, COACPKAIINX TAHHBIE TT0 0€30MaCHOCTH
JIC;

MaTtepuanbl (CTaTbH, PE3IOME, W3 HAYYHBIX W MEIUIMHCKUX MyOJUKaIUi),
noATBepxAatome 6ezonacHocth JIC Ha A3bIKe OpUTMHANa B BUAE MOJHBIX TEKCTOB, C
MPUJIOKEHUEM MIEPEBOJIAa HA Ka3aXCKOM HIIM PYCCKOM SI3bIKE.

4. Cenenus o Hanuuuu 3asBieHHoro JIC mo 3aperucTpupoBaHHBIM MOKa3aHUSM, B
CIUCKaX U GOpMyJIsIpax:

B CIIMCKE OCHOBHBIX JIEKAPCTBEHHBIX CpeACTB BceMmupHoil opranuszanuu
31paBOOXpaHeHus (B TOM YUCe ISl 1eTei);
B bputanckoM HalMoOHaILHOM JIEKAPCTBEHHOM (hopMyJisipe (B TOM YHUCIIE JJIS IETEH);
B BO3MeIlIaeMbIx criuckax u gpopmyisipax ctpad ODCP.
5. Ceenenust o Hanuuuu 3asBieHHOTo JIC 1o 3aperucTpupoBaHHBIM MOKA3aHUSIM, B
KJIMHUYECKUX MPOTOKOJIaX U PyKOBOACTBAX:
HAJINYWE B KIIMHAYECKUX MpoTokojiax PecmyOnmku Kazaxcran;
HaJu4ue B KIMHUYECKUX PYKOBOACTBAX, IPOTOKOJAX U KOHceHcycax cTpaH ODCP;
HaJU4YUe B MEKTYHAPOIHBIX (€BPOMEHCKHUX) KIMHUYECKUX PEKOMEHIAIIMSIX.

6. Cenenust o HeoOxoaumoctu JIC miis cucTeMbl 37paBOOXPAHEHUSI B COOTBETCTBUH C
MOKa3aTeIsIMUA PACIPOCTPAHEHHOCTH OO0JIE3HU U 3a00JIEBA€MOCTH HAaCENIEHUsl MO JaHHBIM
Oo(pUIIMATIBHBIX 3JEKTPOHHBIX WH()OPMAIIMOHHBIX PECYpPCOB M WH(POPMAIMOHHBIX CHCTEM
co3/laHHbIM coriacHo noamyHkty 30 crtateu 7 Kopekca, a Takxke ONMyOIMKOBAaHHBIX
CTaTUCTUYECKUX COOPHUKOB YIOJTHOMOYEHHOTO OpraHa WM SIHAEMUOJOTHYECKUX

HUCCJICJOBAHUMN.
[Tpunoxenne 44 k [IpaBunam
10 PETUCTPALIVH JIEKAPCTBEHHBIX
CPE/CTB U MEJMLIUHCKUX U3/IENnil
10 IpUHIUMY "eAUHOro OkHa"
dopma

3axmo4eHre NPOBEPKA 0POPMIICHHAS 3as8BICHHUA B JOChE I BKIIIOYSHA JIEKapCTBEHHOTO
cpeacrBa B KazaxcTanckuii HallMOHAIHHBIN JIEKapCTBEHHEIH (HopMyIIsip

1. Uadopmarius o 3assBUTEIE:
1) HanMeHOBaHKE OPTaHU3AINY;
2) ®.1.0. (npu HANUYKUU) OTBETCTBEHHOTO JIUIIA, JOJIKHOCTD;



MECTO HaXOXKJICHUS OpraHu3aIuu-3asBUTeNs (IOpUaNIecKuil aapec, hakTHIeCKHil apec);
3) BH, 6aHKOBCKHE PEKBU3UTHI;
4) Homep tenedona u (win) dakca;
5) e-mail.
2. JlaHHbI€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBanue JIC;
2) MEeXIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHHE;
3) cocraB JIC (nmeicTByOIIME W BCIIOMOTATEIbHBIC BEIIECTBA), MPEIaraeMoro Jjis
BKJIIOUEHUS,
4) nexapcTBeHHAas popMa U JO3UPOBKA, KOHIICHTPAIINS,
5) cBenenust o peructpanuu 3assieHHoro JIC B Pecriy6nnke Kazaxcras;
6) dbapmakosnorudeckoe neiictsue JIC;
7) bapmakonoruueckas rpymnmna JIC u ATX kox;
8) mokazaHus K MIPUMEHEHUIO COTJIACHO MHCTPYKIIUU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CPEACTBA;
9) crioco6 mpUMeHEHUS.
3. 3akiroueHue Mo pe3ysibTaraM MPOBEPKH HA MOJTHOTY U MPAaBUILHOCTH O(OpMIICHUS
MPECTaBICHHBIX JOKYMEHTOB:
1) olleHKa MONHOTHI MPEACTABIECHHBIX TOKYMEHTOB U MaT€pUaJIOB;
2) onieHka 0OpMIICHHUS 3asBJICHUS U TIPEJICTABIIEHHBIX MaTEPHAJIOB;
3) olleHKa IPEICTaBIICHUS CBEICHHUI COTTIaCHO MYHKTY 4 HacTosuux IIpasun;
4) COOTBETCTBUE MEXIY 3asIBJICHUEM U MaTepuaIaMu.
4. 3ameuanus

IIpunoxenue 45 x [Ipasunam
perucTpaIyy JIeKapCTBEHHBIX
CPE/CTB ¥ MEIAWIIMHCKUX U3/1eInil
10 TIPUHIUIY "eAMHOTO OKHA"

CooTHomIeHHe YpOBHEH NOKa3aTeIbHOCTH U Ipafiallvii peKOMeHAaIwi, pa3paboTaHHbEIE
Oxcdopackmm LleHTpoM H0Ka3aTeNbHON MEIUIIUHEL

YpoBHU [10Ka3aTeIbHOCTH I'paganuu pexomennanui
Cuctematuyeckui 0030p,

KIIMHUYECKHE  HUCCIENOBaHUs, I A

OTJENIbHOE KIIMHUYECKOE

HCCIIeIOBaHNE

CucreMaTuuecKkui 0030p

KOTOPTHBIX uccinenoBanuil, unm I B

OTACIBHOC KOTOPTHOE UCCIIEAOBAHUE

Hccnenosanue TUIA "
CIly4aii-KOHTpOJdb"  (OTHENBbHOE, i B
b0 cHcTeMaTH4ecKuid 0030p

HECKOJIBKHUX )



Omnucanwne cepuun CJiy4acs, v C
HU3KOKAaYCCTBCHHBIC KOTOPTHBIC
HUCCIICIOBaHUA

MHeHue »KcrepToB 6€3 TOuHOI

N \% D
KPUTHYECKOU OLIEHKHU
I_HOTJIaHI[CKaH MCIKBY30BCKasd CCTb PYKOBOIAIIMUX ITPHUHIIMUIIOB. PYKOBOI[CTBO JJIA

pa3zpadotunkoB. KpaTkoe cripaBouHnoe pykoBoacTBo. Hosiops 2015.

[Tpunoxenne 46 k [TpaBunam
peTUCTpaIiH JeKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIeNUi
10 IpUHIUMY "eANHOro OKHa"

®opma

3axmodeHne NpoheCCHOHANBLHOM SKCIEPTH3HI I BKIIIOYSHHUS JIEKapCTBEHHOTO CPENICTBA B
Kasaxcranckuii HaIMOHAJIBHEIH JIEKAPCTBEHHEIN (OpMyIIsp

1. Uudopmanus o 3asBuTene:
1) HaumMeHOBaHME OpraHU3aluu;
2) ®.1.0O (npu HAIUYKUK). OTBETCTBEHHOTO JIUIIA, JOJIKHOCTb;
3) MecTo HaxOXXJIEHHUS OpraHU3alUU-3asIBUTENS (FOpUAMYECKUH azipec, (pakTuyecKkuit
anpec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (nam) daxca;
6) e-mail;
2. JlaHHbI€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBanue JIC;
2) MEeXIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHME;
3) cocraB JIC (nmeicTByrOIIME W BCIIOMOTATEIbHBIC BEIIECTBA), MPEIaraeMoro Jjis
BKJIIOUEHUS,
4) nexapcTBeHHAas opMa U JO3UPOBKA, KOHIICHTPAIIUS,
5) cBenenust o peructpanuu 3asasieHHoro JIC B Pecriy6nnke Kazaxcras;
6) dhapmakosnorudeckoe aeiictsue JIC;
7) bapmakonoruueckas rpymnmna JIC u ATX kox;
8) mokazaHus K MPUMEHEHUIO COTJIACHO MHCTPYKIIUU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
CPEACTBA;
9) crioco6 mpUMeHEHUS.
3. 3axiroueHue mo pe3ysbratam NpodhecCUOHATBHONU SKCIEPTU3BI I BKIIOUYCHUS B
Kazaxcranckuii HallMOHAJIBHBIN JIEKapCTBEHHBIN (DOpMyIIsp:
1) uadopmaius O HAIWYUU JIEUCTBYIONIETO PETUCTPAIIMOHHOTO YIOCTOBEPEHUS B
Pecnybnuke Kazaxcran jiekapCTBEHHOTO CPE/ICTBA;



2) uHdopMalua O HaJIUYMH JICKAPCTBEHHOTO cpencTBa B Ilepeune opdanHbBIX
3a00JICBAaHUI UM JICKAPCTBEHHBIX CPEJCTB JJIA WX JiedeHUs (OopdaHHBIX), ONpeeICHHOM
coryiacHo yHKTY 3 ctatbu 177 Konekca;

3) undopmanusa 0 KIMHUYECKON 3(P(HEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA IO
3aperuCTPUPOBAHHBIM TMOKA3aHUSAM K MPUMEHEHUIO0, COOTBETCTBYIOIIEH COOTHOIICHUIO
ypoBHel nokaszarenabHocTd I um Il u rpamaumii pekomenaauuid A u B, mo mkane
pazpaborannori Oxcdopackum [leHTpoMm mokazaTenbHOM MEIUIIMHBI B COOTBETCTBUU C
npuioxeHueM 45 k HactosmuM [IpaBuiiam, MOATBEPKICHHBIE PE3YIbTATAMU KIMHUYECKUX
HCCIIEIOBAHUM BHICOKOTO METOJI0JIOTUYECKOT0 KaueCTBA B Ka3aXCTAHCKUX M MEXIYHAPOIHBIX
MPU3HAHHBIX HCTOYHUKAX;

4) uadopmaiusi 0 6€30MaCHOCTH JICKAPCTBEHHOT'O CPEACTBA MO 3apPETUCTPUPOBAHHBIM
MMOKAa3aHUAM K IPUMEHEHHIO, COOTBETCTBYIOIIEN COOTHOIEHUIO YPOBHEHN JTOKA3aTENBHOCTH [
u 11 u rpaganuii pekomenaanuii A u B, mo mkane pazpadorannoit Oxcdopackum LlerTpom
JIOKA3aTEIbHOM MEAUIIMHBI B COOTBETCTBUHU C MpHiokeHueM 45 k HactosmuM [IpaBunam,
NOJITBEPKICHHBIE  pE3yJIbTaTaMHU  KIMHUYECKUX  HCCIEJOBAaHUU  BBICOKOTO
METOJO0JIOTUYECKOTO KAa4eCTBa B Ka3aXCTAHCKUX M MEXAYHAPOJHBIX MPU3HAHHBIX
HUCTOYHUKAX;

5) undopmarus o 3a00JE€BaAHUSAM, SBISIOIIUMUCS 3apETUCTPUPOBAHHBIM MTOKA3aHUSIM K
MPUMEHEHUIO JICKAPCTBEHHOT'O CpEJCTBA B CTPYKType 3a00J€BaeMOCTH HACEIICHUS
PecnyOnuku KazaxctaH, mo HaHHBIM O(QUIIMATBHBIX SJEKTPOHHBIX HHOOPMALMOHHBIX
pecypcoB ¥ HH(OPMAIMOHHBIX CHUCTEM CO3JaHHBIM cOrjacHo noAmyHkty 30 crtateu 7
Konekca, a Taxxke omyOIMKOBaHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJHOMOYEHHOI'O OpTraHa
WJTU STTUJEMUIIOTMYECKUX UCCIIEIOBAHUM;

6) nHbopMaIus O HATUYUHN B PEKOMEHIAIMIX KIMHUYECKUX MPOTOKOJIOB PecryOnnku
Ka3zaxcraHn B COOTBETCTBUU C MOKa3aHUSIMU K PUMEHEHUIO;

7) madopmMarus 0 HaATUYUU B PEKOMEHIAIUAX MEXKIYHAPOJHBIX (€BPOMEHCKUX)
KIIMHUYECKUX PYKOBOJICTB

8) madopmaIus 0 HATMYUN B PEKOMEH/IAIMIX, POTOKOJIOB CTpaH-uwieHOoB OpraHnu3anuu
HPKOHOMHUYECKOT0 coTpyaHuyectBa u pazsurus (OICP);

9) nndopmanus 0 HAIMYKUK B CIIUCKE OCHOBHBIX JIEKAPCTBEHHBIX CpelcTB BcemupHoii
OpraHu3alluy 3ipaBOOXpaHEHus (B TOM UKCIE s JeTeil);

10) uadopmariust 0 Hanuuuu B bputaHckoM HaIlMOHATILHOM JIEKApCTBEHHOM (hopMyisipe (
B TOM YMCJIE JJIs JIeTeH );

11) uadopmanust 0 HATMYKUK B BO3MEIIAEMBIX cIMCKax U GpopMmyisipax ctpan ODCP;

12) madopmanust 0 HATUYUU PETUCTPALMK JIEKAPCTBEHHBIX IMPEMApaTOB B CTPaHAX
pernoHa MexyHapoJIHOH KOH(EpEeHIIMU MO rapMOHU3AIMK TEXHUYECKUX TpeOOBaHUM K
perucTpainuu JeKapCTBEHHBIX MpenaparoB s MeauinuHckoro npumenenus (ICH);

13) uadopmaniysi 0 HATMYUU PETUCTPAIIMU JIEKAPCTBEHHBIX MpernapatoB B crpaHax OOCP;



14) uadopmanus 0 HATUYUU PETUCTPALUM JIEKAPCTBEHHBIX IMPEMAapaToB B CTPaHAX
pErucTpaluy 10 LEHTPAIM30BAHHOM IMPOLEAYPE KOMIIETEHTHBIM OpraHoM EBponenckoro
Coroza;

15) uadopmanusa o HanMuuu nporeaypsl nepekBanupukanuu BO3 unu BioueHue B
nepeueHs BO3 npekBanuuiMpoBaHHBIX JIEKAPCTBEHHBIX CPENICTB, MPEAHA3HAUYCHHBIX IS
60pb0b1 ¢ BUY, TyOepKkysie30M, renaTtuToM U IPyTUMHU OOJIC3HSIMU,
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