[
dOJ'JfoII

00 yrBepxnermnu [IpaBui BpeMEHHOM IOCYyAapCTBEHHOH PErHCTPAIlH BaKI[MH IPOTHB
koporaBupyca COVID-19

[Tocranosnenue [IpaBurensctBa Pecniyonuku Kazaxcran ot 15 nexa6ps 2020 roga Ne 850.
Cnocka. 3aronmoBok B penakunu nocranoBieHus [IpasurenscrBa PK ot 15.04.2021 Ne
244,

B cootBercTBUM ¢ moanyHKToM 9) ctathu 6 Kogexca PecnyOonuku Kazaxcran "O
3JI0pOBbE€ HApOJia W cucteMe 3apaBooxpaHeHuss" m nyHkToM | VYkasza Ilpe3uaenrta
Pecnyonuku Kazaxcran or 16 mapra 2020 roga Ne 286 "O Mmepax mo oOecrnedyeHHUIo
COIMaIbHO-IKOHOMUYECKON cTabmnbHOCTU" IlpaButenbctBo PecnyOnuku Kazaxcran
ITOCTAHOBJIIET:

CHocka. [Ipeam0Oyina — B penakuuu noctanoBienus [IpasutensctBa PK ot 17.08.2022 Ne
566 (BBOIUTCS B IEHCTBUE CO JIHS €TO0 MEPBOr0 O(UIIUATIBLHOTO OIYOJIMKOBAHUA).

1. YTBepaute npunaraemeie [IpaBuna BpeMEHHOM TOCYIapCTBEHHOM PErMCTpaLU
BaKIMH NpOTUB KopoHaBupyca COVID-19.

CHocka. ITynkr 1 B pegakumuu nocranosnenus [Ipasurenscta PK ot 15.04.2021 Ne 244.
2. Hacrosiiiee noctaHOBI€HHE BBOJUTCS B AEMCTBHE CO AHS €T0 MEPBOTO OPHUIIHATIBEHOTO

OnyOJIMKOBAHUS.

IIpembep-Munuctp
A. Mamun
Pecniyb6inkn KazaxcraH

YTBepKIEHbI
rmoctaHoBJieHHeM [IpaBuTenscTBa
Pecnyonuku Kazaxcran
o1 15 nexabps 2020 roma Ne 850

IIpaBuna BpeMeHHOHU rOCyJapCTBEHHOM perucTpalivy BaKUH IpOTHB kopoHaBupyca COVID-19

CHocka. 3aronoBok B penakuuu rnocranoBineHus [IpasurensctBa PK or 15.04.2021 Ne
244.

I'maBa 1. OOnmue moMoKEHHUS

1. Hacrosimme [IpaBuna BpeMEHHOW TOCYIapCTBEHHOW PETHCTPALMU BAKUWH IPOTHUB
koponasupyca COVID-19 (nanee — IlpaBuia) pazpadboTanbl B COOTBETCTBUH C MOIIMTYHKTOM 9
) cratbu 6 Kopgekca Pecny6nuku Kazaxcran "O 310poBbe Hapoja M CUCTEME
3npaBooxpaHeHus" (naiee — Komekc), mynkrom 1 Ykaza [Ipesunenra Pecy6onuku Kazaxcran
oT 16 mapra 2020 roma Ne 286 "O Mepax 1mo oOeCneUeHHIO COIUATbHO-IKOHOMHYECKOM



CTaOMWIBHOCTU" U ONPENENAI0T MOPSAJOK IPOBEACHUS BPEMEHHOM TIOCyIapCTBEHHOMN
perucTpauuu BakuuH npoTuB kKopoHaBupyca COVID-19 nnga mpousBoacTBa ONBITHON H
MIPOMBIILICHHOW MApTUH (J1aJiee — BAKI[MHA).

CHocka. I[Tynkr 1 — B penakunn nocranosienus [IpasurensctBa PK ot 17.08.2022 Ne
566 (BBOOUTCA B IEUCTBUE CO AHS €r0 MEPBOr0 OPUIHUATBHOTO OMyOJIMKOBAHUS).

2. B Hacrosimux I[TpaBuiax ucronb3yroTcs CIEAYIONIME OCHOBHBIE TTOHATHUSA:

1) rocynapcTBeHHBI opran B cdepe oOpalieHus JEKapCTBEHHBIX CPEICTB H
MEUIIMHCKHUX U3JIETTUN — roCyJapCTBEHHBIN OpraH, OCYIIECTBISIONUN PYKOBOJCTBO B cdepe
oOpalieHust JeKapCTBEHHBIX CPEACTB U MEAUIMHCKUX HU3ENIH, KOHTPOJIb 32 00pallleHHuEeM
JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3JENIHMN (Jjajee — roCy1apCTBEHHBIN OpraH);

2) rocyaapcTBEHHasl SKCEpTHAs Oopranu3anus B chepe oOpallleHHs JeKapCTBEHHBIX
CpeACTB M MEIUUMHCKHUX WU3AeIUd — CyOBEKT TIOoCyJapCTBEHHONW MOHOIIOJINH,
OCYIIECTBIISIIOIIUN  MPOU3BOJICTBEHHO-XO3SUCTBEHHYIO JEATENIBHOCTh B  00JacTH
3IpaBOOXpPAHEHUs] MO obecrnedeHuro O0e30MmacHOCTH, 3(PQPEKTUBHOCTH M KadyecTBa
JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3JENHH (1aee — rocyAapCcTBEHHAsl dKCIEpTHAs
OpraHu3alus);

3) BakIMHBI — JIEKAPCTBEHHBIE MMpenapaThl s ClenupuIeckoid MpoHUIaKTUKU
MH()EKIMOHHBIX 3a00JIEBAHMM, OKa3bIBatOUIUE MPOQUIAKTUYECKUM 3PPEKT yepe3 UMMYHHYIO
CUCTEMY;

4) skcniepTHasi KOMUCCUSI — KOJUIETUAJIbHBIN OpraH, co3/aBaeMblii B TOCYJapCTBEHHOMN
SKCHEPTHOW OpraHU3alyuu, M0 PACCMOTPEHUIO JOKYMEHTOB U MPUHATHIO 3AKIIOUYEHUS O
0e3omacHOCTH, KauecTBe U A((PEKTUBHOCTHU BaKIIMH;

5) 3asBUTENb — (U3UUECKOE JTUOO HOPUAMYECKOE JIMI0, MPABOMOYHOE I0/1aBaTh
3as1BJIEHUE HAa BPEMEHHYIO NOCYJAapPCTBEHHYIO PETMCTPALMIO BAKIIMH MPOTUB KOpOHABUpYCa
COVID-19, npousBenennbix B Pecnyonuke Kazaxcran;

6) ueHTpaibHasi KOMHUCCHUS 1O OMOITHUKE — HE3aBHUCHUMBIN HKCIEPTHBIN OpraH mnpu
YIOJHOMOYEHHOM OpraHe B 00JlacTH 3ApaBOOXPAHEHHMS, MPOBOIASIIMN OHO3TUYECKYIO
AKCIIEPTU3Y JOKYMEHTOB, CBA3aHHBIX C MPOBEACHUEM MEIULIMHCKUX UCCIEAOBaHU, Ha dTAle
UX TUIAHUPOBAHUSI, B XOJI€ BBINOJHEHHMS M TOCJE 3aBEpPIICHUS C 1ENbl0 olOecredyeHus
0€30MacHOCTH U 3aIUTHI PAaB YYACTHUKOB MEAUIIMHCKUX UCCIIEI0BaHUN;

7) BHECEHHE HU3MEHEHHH B PEruCTPAIlMOHHOE J0ChE€ BAaKIIMHBI — MpOLEaAypa,
OCYLIECTBJIIEMasi HA OCHOBAaHUU HKCIEPTU3bl U3MEHEHUN, BHOCUMBIX B PETHCTPALIMOHHOE
JI0ChE BaKLMHBI B TEUEHHE CPOKA ACHCTBUS BPEMEHHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHHUS.

CHocka. [1yHKT 2 ¢ u3MeHeHneM, BHeCeHHbIM nocTaHoBlieHueM [IpaBurensctBa PK ot
15.04.2021 Ne 244.

I'maBa 2. Ilopsimox BpeMEHHOM T'OCYAapCTBCHHOM PETHCTPAMA BaKIMH IIPOTHB KOPOHABHpYCa
COVID-19, npousBenennsix B Peciytmxe Kasaxcran



3. 115 BpEMEHHOM roCyIapCTBEHHOW PEruCTpaly BaKLIMH 3asBUTEIb MPEACTABISET B
rOCy/1apCTBEHHYIO DKCIEPTHYIO OPraHU3alMIO0 3asBJIICHUE WM IEPEUYECHb JTOKYMEHTOB IIO
dbopmam coracHo mpuiioxkeHusM 1 u 2 k Hacrosum [IpaBumam.

Jlo monauu 3asBIIeHUs 3asBUTEIb MO COOCTBEHHON WHHUIMATUBE MOJy4aeT B
roCyJapCTBEHHOM OpraHe W (Wju) rocyIapCTBEHHOW 3KCHEPTHOM OpraHU3allMi Hay4YHbIE U
IPEIPErUCTPALOHHBIE KOHCYJIBTALMHU 10 BOIIPOCAM, CBSI3aHHBIM C IIPOBEICHUEM BPEMEHHOU
roCyJapCTBEHHOW PETMCTpally BaKIIMH NpOTHUB KopoHaBupyca COVID-19.

CHocka. [Tynkr 3 — B penakuuu nocranosienus [Ipasurenscta PK ot 17.08.2022 Ne
566 (BBOIUTCS B IEMCTBUE CO JIHA €T0 MEPBOro OPUIUATBLHOTO OMyOIUKOBAHUS).

4. JIns paccMOTpPEHHUsI MPECTABICHHBIX 3asBUTEIEM JTIOKYMEHTOB I'OCYIapCTBEHHAs
AKCHEpTHAsg opraHuzauus B TedyeHue | (omHoro) pabouero JHA CO JIHS pErucTpanuu
3asgBIIeHUS] GOPMUPYET IKCIEPTHYIO KOMHCCHIO, COCTOSIIIYIO U3:

1) cnennanucToB U AKCHEPTOB TOCYIaPCTBEHHOM 3KCIIEPTHON OpraHU3aliy;
2) nmpeAcTaBUTENEH LEHTPAIbHOW KOMHCCHH 110 OMO3THUKE;
3) npeacraBuTenel, CeUaIiCcTOB U KCIIEPTOB MEAUIIMHCKUX OpraHU3alui;

4) npencraBuTened, CHELHATUCTOB M JKCHEPTOB MNPOPUIBHBIX OpraHU3aIUM,
OCYUIECTBJISIONIUX JI€ATEIbHOCTh B 00JIaCTU MEIUIMHBI, OWOJIOTMH, MHUKPOOUOIOTHH,
MMMYHOJIOTHH U 3UAEMHUOJIOTUH.

5. CocraB 3KCHEPTHOM KOMHUCCHM YTBEPKIAETCA MPUKA30M PYKOBOJUTEIS
roCyZapCTBEHHON IKCIIEPTHON OpraHU3alnu.

[Ipencenarenem 3KCHEPTHOW KOMHUCCUH BBICTYNAET JIMIIO HE HUIKE 3aMECTHUTENSA
PYKOBOJUTENSI TOCYIapCTBEHHOM 3KcnepTHON opraHu3auuu. OOmiee KOIMYECTBO YJIEHOB
DKCHEPTHOW KOMUCCHH SIBISICTCS HEUETHBIM.

3aceiaHue dKCIEPTHOM KOMUCCHH CYUTAETCS IPAaBOMOYHBIM, €CJIM Ha HEM IIPUCYTCTBYIOT
HE MEHEee JIByX TpeTel OT OOLIEro yucia 4ieHOB HKCIIEPTHON KOMUCCUH, BEIETCS BUIEO- WU
ayauo3amuch 3aceqaHuii. MTorm 3acemaHuss SKCHEPTHOM KOMHCCHUHM O(DOPMIISIOTCS
COOTBETCTBYIOIIMM IPOTOKOJOM, KOTOPBIA MOAMMUCHIBAETCS BCEMH YJIEHAMHM JKCIEPTHOMU
KOMMCCHHU.

Pemenus skcrepTHOM KOMHCCUM MPUHUMAIOTCS IIyTEM TOJIOCOBAHUS OOJBUIMHCTBOM

rOJIOCOB OT YMCJIA PUCYTCTBYIONIUX HA 3aCETaHUU YJICHOB DKCIIEPTHOM KOMHUCCHM.

IIpu paBeHCTBE TOJI0COB, TOJOC MPEACEAATENBCTBYIOIIETO SABJISIETCS PEIIAOLIUM.

UiieH 3KCEpTHOM KOMUCCHM HE YIIOJIHOMOYEH IEpeIaBaTh MPABO roJI0ca HHOMY JIHILY, B
TOM YHUCJIE APYIOMY YIEHY DKCIIEPTHON KOMHUCCHHU.

UneH 3KCIEepTHOW KOMHCCHM, HE COTJIACUBIIMNCS C MHEHHEM OOJIbIIMHCTBA,
YIIOJJTHOMOYEH B T€UYEHHE CYTOK C MOMEHTAa OKOHYAHUs 3acelaHus IOJaTh B MUCbMEHHOM
BUJIE CBOE 0C000€ MHEHME IS TPUOOIIEHUS K IPOTOKOITY.

He nomyckaercs kakoe-nm100 BMEIIATENbCTBO B I€ATEIbHOCTh 3KCIEPTHON KOMUCCHUHU.
He nomyckaeTcst BKIIFOUEHHE B COCTAB dKCIIEPTHOM KOMHUCCHH, a TAK)KE ITPUBJICUCHUE JUIS
MHOU (OpMBI ydacTus B paboTe 3KCIEPTHOM KOMUCCHUHU JIUL, SIBJSIOIIMUXCS IPEICTaBUTEIIAMHU



3asIBUTEIS, a TAKKe JIMIL, TPSIMO WJIM KOCBEHHO MPUHUMABIIIUX y4aCTHE B MOATOTOBKE U (MIJIH)
pa3pabOTKe BaKIIMHBI.
Caocka. [Tynkr 5 B pegakuuu nocranonieHus [IpasurtensctBa PK o1 15.04.2021 Ne 244.

6. OkcnepTHas komuccus B TedyeHue 10 (necarb) pabounx AHEH OCYIIECTBISIET OLEHKY
MOJIHOTHI MPEACTABICHHBIX JOKYMEHTOB U HUX PACCMOTPEHHE C COOIIOJCHUEM MPHUHIIUIIOB
HE3aBUCUMOCTH, 0ObEKTUBHOCTH.

B caydae Hamuuus BONPOCOB WM 3aMEUaHUU K MPEICTABICHHBIM JOKYMEHTaM,
rocyJapCTBeHHAas HKCIIEPTHAsE OpPraHU3alis HAIIPaBJISET 3asiBUTENIO B CpOK He Oosee 1 (oauH
) paboyero JHA CO JHsI PErUCTpalvy 3asBJICHHS, OPUIHUATIBHBIN 3anpoc (B MPOU3BOJIBHOU
dbopme) 0 HEOOXOAUMOCTH MPEIOCTABICHUS JTOMOJHUTEIBHOIO pPa3bsCHEHUS U (MIIN)
YCTpPAHEHUS BBIABJICHHBIX 3aMEYaHUIl B OJIHOM 00BbEME B CPOK, HE MPEBBILIAIOIMNNA 3 (TpH)
pabouux THEH.

B cnydasx mpencraBiieHUs 3agBUTEJIEM HEMOJHOTO MaKeTa JTOKYMEHTOB, a TAaKKE
HEYCTPAHEHHS 3aMEUaHUN SKCIEPTHOM KOMHCCHH B CPOKH, IPETYCMOTPEHHBIE HACTOSIIIUM
MIYHKTOM, SKCIIEPTHON KOMHUCCHEN BBIIAETCS OTPULIATENBHOE 3aKIF0YEHUE.

7. Wtorm mnpoBeneHUs 3acelaHus HKCHEPTHOM KOMHUCCHUH OQOPMIISIOTCS
COOTBETCTBYIOIIHM IIPOTOKOJIOM M IOAIMHUCHIBAIOTCS BCEMH YWIEHAMH 3KCIEPTHON KOMUCCHH.

8. ITo uroram paccMOTpeHHs U OOCYKIECHHSI SKCIIEpTHAs KOMUCCUS B TeueHue 1 (0uH)
pabodero mHs GOpMHUpYET 3aKIOUYeHHE O O€30IMacHOCTH, KadyecTBe M A(PPEKTHUBHOCTH
BaKIIMHBI 110 (hopMe COTTIACHO MpUIIOKEeHHIO 3 K HacTosmuM [IpaBunam.

9. 'ocytapcTBEHHBINM OpraH Ha OCHOBAHUU IMPEACTABIECHHOTO SKCIIEPTHOU KOMUCCHUEN
3aKJIIOYEHUsS 0 0€30IMacHOCTH, KauyecTBe U 3(P(GEeKTUBHOCTU BaKIMHBI B TeueHUe 1 (01uH)
paboyero JHs NPUHUMAET PELIEHUE O BPEMEHHOM TroCyJapCTBEHHOM PerucTpaluuy BaKIIMHbBI
cpokoMm Ha 18 (BocemMHajIaTh) MECSIEB WM 00 OTKa3e BO BPEMEHHOW TOCYAapCTBEHHOMN
perucTpanuy BaKIMHBI.

CHocka. [Tynkr 9 B pegakuuu nocranonieHus [IpasurensctBa PK o1 15.04.2021 Ne 244.

10. B ciydae moioXuTEIbHOTO pelIeHusl TOCyAapCTBEHHBIN opraH B TeueHue 1 (ouH)
pabodero IHS BbIIAET 3asABUTENI0 BPEMEHHOE PETUCTPALIMOHHOE yAOCTOBEpEeHUE Mo (hopme
COTJIACHO MPUJIOKEHUIO 4 K HacTosamuM [ IpaBunam.

11. B cny4yae oTpuniaTeaIpHOro pelieHusl roCyJapCTBEHHBIN opraH B TeueHue 1 (0JIuH)
pabouero JHs M3BEIIA€T B MUCHMEHHOW (MPOU3BOJILHOM) opme 3asiBUTEN 00 OTKa3e BO
BPEMEHHOM rOCyIapCTBEHHON pETUCTPALIMU BaKIIMHbBI C YKa3aHUEM MPUYHMH OTKAa3a.

OcHoBaHueEM JUIsl OTKAa3a SIBJISETCS OTPULIATEIBHOE 3aKII0OUEHUE IKCIIEPTHON KOMUCCHH.

12. He nomyckaercsi MEIMIIMHCKOE MPUMEHEHHNE Ha JOOPOBOJBLHONM OCHOBE BAKIIMH,
MOJIYYMBUIMX BPEMEHHOE PETUCTPALMOHHOE YAOCTOBEPEHUE 10 MTPEAOCTABIICHUS 3asIBUTEIEM
B TocyJaapcTBeHHbIH opran otuetoB | - Il a3 kIMHWYECKUX WHCCIEIOBAaHUN U
npomexytounoro ordera Il ¢assl nuccnemoBanmii, mpoBeIeHHBIX C BKIOYEHHEM He MeHee 50



(nsaThaecsaT) % CyOBEKTOB MCCIENOBAHMS, MPEAYCMOTPEHHBIX MPOTOKOJIOM KIMHHUYECKOTO
WCCJIEIOBAHUS, 32 MCKJIIOYEHUEM MEIUIMHCKOTO MPUMEHEHMS, MPOBOJUMOTO B paMKax
KIIMHUYECKUX UCCIIEOBAHUM.

13. B X0 MEAUIIMHCKOTO MPUMEHEHHUS BAKIIMH B paMKaxX MPOBOJUMOTO KIMHUYECKOTO
UCCIIEAOBAHUS WM MEIMUIMHCKOTO MPUMEHEHHS BaKIUH Ha JOOPOBOJBHON OCHOBE,
MOJIYYUBIIIUX BPEMEHHOE PErMCTpallMOHHOE yJaocToBepeHue mo pesynbratam [ - II da3
KIIMHUYECKUX MCCIEJOBaHUN W mpoMexxkyTtouHoro ortuera Il ¢a3sl uccnenoBanuid,
MPOBEJICHHBIX C BKIOYeHHEeM He MeHee 50 (marpaecsat) % cyOBEeKTOB HCCIEI0BaHUS,
MPEIYCMOTPEHHBIX MPOTOKOJIOM KIMHUYECKOTO MCCIEIOBAHUs, TOCYIAPCTBEHHBIA OpraH
NPUHAMAET pPEUICHUE O MPUOCTAHOBICHUU WJIM OTMEHE JACWCTBUA BPEMEHHOIO
PETUCTPAMOHHOTO YAOCTOBEPEHUS B CIIydasix:

1) BbIsiBIIEHUS U (MJIM) TIOYYEHHS TAaHHBIX O BOBHUKHOBEHUU HEXENATEIbHBIX PeaKInil
BaKIVHBIL;

2) BBISIBIICHUS W (WJIM) TMOJYYEHHUS JAHHBIX O HEOJArompusiTHOM COOTHOIIECHUHU "
N0JIb3a-PUCK" BAKIIUHBIL;

3) HaMM4Ks BCTYMUBILIETO B CUJTY CYAEOHOTO PEIICHUs] O HAPYIIEHUHU UCKITFOYUTEIbHBIX
MpaB TPETHUX JIHI] HA U300PETECHUE WIIH TTOJIE3HYIO MOJIEIb.

B nmepuon neicTBUS BPEMEHHOIO PETMCTPALIMOHHOTO YJIOCTOBEPEHHS 3asBUTEIb
npeacTaBiseT moiHble oT4eThl | - II a3 kIMHUYeCKux uccaeqoBaHUuN U MPOMEKYTOUHBIH
oruet III ¢a3sl nccnenoBanuii, MpoBeAEHHBIX ¢ BKIOUeHUEM He MeHee S50 (msaTbaecsT) %
CyOBEKTOB UCCIEAOBAHMS, MPEYCMOTPEHHBIX TPOTOKOJIOM KIMHUYECKOTO UCCIICTOBAHMS.

14. ITo ucreyeHun cpoka JIEMCTBHUS BPEMEHHOTO PErMCTPALIMOHHOTO YIOCTOBEPEHUS
3asIBUTEIb NPEACTABIISIET B SKCIIEPTHYO KOMUCCHUIO PE3YJIbTAThl KIMHUYECKUX HUCCIIEI0OBAHUMN
o 0e30MacHOCTH, KauecTBY U 3(P(HEKTUBHOCTU BAKIIMHBI, TTOJYYECHHBIE B MEPUO EHCTBUS
BPEMEHHOT'O PETHUCTPALIMOHHOTO Y I0CTOBEPEHHSI.

15. DxcnepTHass komMuccHsi B TedeHHne 7 (CeMb) pabodyux IHEH paccMaTpuBaeT
IIPEICTABIICHHBIC 3aBUTEIIEM CBEJICHUS.

B caydae mojaoXUTEIbHBIX PE3YyJIbTATOB KJIMHUYECKUX HCCIEJOBAHUI BAKIIMHBI O €€
MEIUIIMHCKOM IPUMEHEHUH, 3asBUTENb, BJIAJCIOUIMA BPEMEHHBIM PETHCTPALHOHHBIM
YIOCTOBEPEHUEM, MPOXOAUT MPOLEAYPY IKCIEPTU3bI U TOCYAAPCTBEHHOM PETUCTPalNU
JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX W3JIENUNA B COOTBETCTBUU C TPEOOBAHUSIMHU CTAThU
23 Kopekca.

I'masa 3. Ilopsnok BEITa9l BPEMEHHOT'O PETHCTPAIOHHOTO YAOCTOBEPEHHUS BaKI[MHAM IIPOTHB
kxopoHaBupyca COVID-19, npousBeneHHEIM 3a npeaenamu Pecry6mmiu Kazaxcran

CHocka. IIpaBuia g0omojaHEHBI TJ1aBOM 3 B COOTBETCTBHU C ITOCTAHOBJICHUEM
[IpaButenscTBa PK 0T 15.04.2021 Ne 244.
16. 'ocynapcTBEHHBIN OpraH, yYUThIBas SMHUIEMHUOJIOTHYECKYIO cuTyaluto B PecriyOinuke
Kazaxcran, HampaBisieT 3ampoc B TOCYIApCTBEHHYIO SKCIEPTHYIO OpPraHU3aLMI0 O



HEOOXOJUMOCTH MPOBEPKH HAJTUYHUS PETHUCTPAIlMU BAKIMHBI B CTpPaHE MPOU3BOJUTEINS H
COOTBETCTBHMH NMPOU3BOJCTBEHHOM TUIONIAAKU IPOU3BOAUTENS BaKIIMHBI TpeboBanusim GMP.

['ocynapcTBeHHast SKCIIEpTHAS OpraHu3aIus B TeueHue 3-X (Tpu) paboumx JHEH co AHS
perucTpaluu 3anpoca OT TOCyIapCTBEHHOTI'O OpraHa MpoBEPsIET U aHAIU3UPYET UMEIOITYIOCS
uHpOpMAINIO U3 OTKPBHITHIX O(PUIIMATBHBIX, UHTEPHET-PECYPCOB U HHBIX HCTOYHHKOB
uHdopMaIuio o:

1) peructpanuu BakIIMHbI B CTPaHE POU3BOIUTENS 3aABUTEIIS;

2) COOTBETCTBUU MPOU3BOJICTBEHHOM IJIOMIAIKH MPOU3BOIUTENS BAKIIMHBI TPEOOBAHUSIM
GMP.

[Io wToramMm mpOBEACHHBIX PabOT ISKCIEPTHAs OpraHW3aIUs HANpaBiseT B
roCyJIapCTBEHHBIN OpraH 3akKJII0YEHUE TOCYJAapCTBEHHOW SKCIEPTHOM OPraHu3aluu o
HaJUIUU/OTCYTCTBUMA PETUCTPAIIMU BaKIMHBI B CTpPaHE MPOU3BOJUTENS U COOTBETCTBUM/
HECOOTBETCTBHUH MPOU3BOJICTBEHHOM TUTOMaAKU TpeboBanusim GMP.

17. BpeMeHHOE PEruCTPAlMOHHOE YJIOCTOBEPEHUE BAKIIMHAM MPOTUB KOPOHABHUpPYCa
COVID-19, npousBeneHubiM 3a npeaenamu Pecriyonuku Kazaxcran, BeiiaeTcs Mpu yCclIOBUU
HaJU4Msl COOTBETCTBYIOLIErO pelieHus MexXBeTOMCTBEHHOW KOMHUCCUU MO HEAOIMYIIEHUIO
BO3SHUKHOBEHUSI W PACIPOCTPAHEHUS KOPOHOBUPYCHOM WHGOEKIHH HA TEPPUTOPHUU
Pecny6nuku Kazaxcran (pacnopsbkenue Ilpembep-Munucrpa Pecyonuku Kazaxcran ot 27
saBapsa 2020 rona Ne 10-p) u Ha OCHOBAHMM 3aKIIOUYECHUSI TOCYJapPCTBEHHOW AKCIEPTHOM
OpraHHU3alMy O HAJIMYMU PETUCTPALMU BAaKIMHBI B CTPAHE IPOU3BOJUTEINSI U COOTBETCTBUM
MIPOM3BOJICTBEHHOH TUIOIIaAku TpeboBaHusiM GMP.

18. BpemeHHOE perucTpalioHHOE YJIOCTOBEPEHUE BBIIAECTCS HA CPOK /10 8 (BOCEMb)
MECSLIEB.

I'naBa 4. Ilopsanok BHECEHHA H3MEHEHHUM B PErHCTPAIIMOHHOE JOCHE BaKIWH, HMEIOIMMX
BPEMEHHOE PETHCTPAAOHHOE YOCTOBEPEHHE

CHocka. IIpaBuna nomonHeHbl TIJ1aBOM 4 B COOTBETCTBHM C MOCTAHOBJICHUEM
[IpaButenscTBa PK o1 15.04.2021 Ne 244.

19. B nepuon nevcTBrs BPEMEHHOTO PETUCTPALMOHHOIO YIOCTOBEPEHUS 3asBUTEND JUIS
BHECEHUSI M3MEHEHUH B PETUCTPALlMOHHOE J0CHE IPENOCTABIAET B T'OCYJAaPCTBEHHYIO
DKCHEPTHYIO OPTaHU3aLUIO:

1) 3asBIeHNE Ha BHECEHHE U3MEHEHUN B PErUCTPAallMOHHOE J0ChE BAaKIIMHBI 110 Gopme
COIVIACHO IPUJIOKEHHUIO 5 K HacTosAwuM lIpaBunam;

2) TOKYMEHTBI B COOTBETCTBUH C IIEPEYHEM U3MEHEHUH, BHOCUMBIX B PErMCTPALIMOHHOE
JOChE BAKLMHBI, COTJIACHO NMPUJIOKEHMIO 6 K HacToAmuM [IpaBunam.

['ocymapcTBeHHas dKCIepTHAsE OpraHu3anus OCYIIECTBISAET PErUCTPALAIO 3asIBJICHUS B
JI€Hb MOCTYIUICHUS U NIepeAacT MOCTYIUBIINE JTOKYMEHTBI HA PACCMOTPEHHE B KCIEPTHYIO
KOMMCCHIO.



20. OkcnepTHas Komuccus B TedeHue 10 (mecarsb) pabouux MHEW co AHS Mepenadu
JTOKYMEHTOB Ha pPacCMOTPEHUE OCYIISCTBIISIET OIICHKY TIOJHOTHI MPEICTAaBICHHBIX
JTOKYMEHTOB W HMX pAacCMOTPEHHE C COOJIFOJJGHHEM TPUHIIMIIOB HE3aBUCUMOCTH,
00BEKTUBHOCTH.

B caydae Hamuuusi BOMPOCOB WM 3aMEUaHHWN K MPEICTABICHHBIM JOKyMEHTaM,
HKCIIEpTHAsE KOMHUCCHSI HaIpaBJIsieT 3asgBUTENIO B CpOK He Ooisiee 1 (oauH) pabouero aHS €O
THS TIepenadd JTOKYMEHTOB Ha PAcCMOTpPEHHE, OMUIMAIBHBIA 3ampoc (B MPOW3BOJIBLHON
dbopme) 0 HEOOXOIMMOCTH MPENOCTABICHUS IOTMOJHUTEIBHOTO pPa3biACHEHUS U (WIIH)
YCTpaHCHUS BBISBJICHHBIX 3aMEYaHHUI B TTOJITHOM 00BbEME B CPOK, HE TPEBBIMAIIMNNA 3 (TpH)
pabouux THEH.

21. Tlo muroram paccMOTpeHHUsI U OOCYKIEHHUS 3asBICHUS U JTOKYMCHTOB DKCIICPTHAS
KoMmuccusi B TeueHue | (omuH) pabodero mHS (GOPMUPYET 3aKIIOYEHHE O BHECCHUU
U3MEHEHUW B PETUCTPALIMOHHOE JOChE BAKUMHBI MO (OpME COTJIACHO MPUIIOKEHUIO0 7 K
HactosiuM [IpaBuiam.

B ciyuasx mpenctaBieHUs 3asBUTEIEM HEMOJHOIO MakeTa JOKYMEHTOB, a TaKkKe
YCTPaHEHUS BBISBICHHBIX KCIIEPTHOW KOMHUCCUEH 3aMEYaHHI B HETIOJTHOM 00BbeMe B CPOKH,
MPETYCMOTPEHHBIE HACTOSIIINM ITyHKTOM, SKCIIEPTHOM KOMHUCCHEHN BBIIAETCS] OTPUIIATEIHHOE
3aKJII0YEHHE.

B cinydasx mpenocTaBieHHs 3asBUTENIEM 3asSBJICHUS M TaKeTa TOKYMEHTOB
COOTBETCTBYIOLIEro TpeboBaHUsIM HacTosiuux [IpaBuil sKCnepTHOW KOMHMCCHEH BBbIIAETCS
MOJIOKHUTEIIBHOE 3aKITFOYCHHE.

22. 'ocynapCcTBEHHBIN OpraH Ha OCHOBAHHUH IMPEACTaBICHHOTO SKCIEPTHOW KOMHUCCUEH
3aKTI0YCHUS B TeueHue | (0uH) pabodero MHS MPUHUMAET PEIICHNE O BHECEHUN N3MCHECHHM
B PErUCTPAIMOHHOE JIOChE, C BbIJlaueii OOHOBJIEHHOTO BPEMEHHOTO PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS 110 (hOpMe COTIIACHO MPHIIOKEeHHIO 4 K HacTosmmM [IpaBmnam, uimu 00 oTkase
BO BHECEHUHU M3MEHEHUI B PETUCTPAIIMIOHHOE JOChE BAKITUHBI.

IIpunoxenue 1
K [IpaBunam BpeMeHHOI
rOCYZapCTBEHHON PerucTpanuu
BaKIIMH POTUB KOPOHABUpPYyCa
COVID-19

CHocka. TekcT B mpaBOM BEPXHEM yINIy NPUIIOKEHUA | B penakiMu NOCTAHOBIICHUS

IIpaButenscTBa PK o1 15.04.2021 Ne 244.
dopma

3asBiIeHUE HA IPOBEACHAE BPEMEHHOM I'OCYJapCTBEHHON PETHCTPAIMH BaKI[HHEI

Bpemennas perucrpanus
1. Tun npouenypst D

Ha Ka3aXCKOM A3BIKE

Toprosoe Ha PYCCKOM SI3bIKE
HAUMEHOBAHUE



1)

2)

10.

11.

)
2)

3)

Ha aHTJIMHACKOM SI3BIKE

MexIyHapOoTHO Ha Ka3aXCKOM SI3BIKE

© Ha PYCCKOM SI3bIKE
HCIMaTCHTOBAHHO
e Ha3zBaHue Ha aHT'JIMMCKOM S3BbIKE

HeKapCTBeHHaﬂ Ha Ka3aXCKOM S3BbIKE
dopma Ha PYyCCKOM $I3bIKE
HozupoBka  (

KOHIIeHTparus) (

3aI10JIHACTCA KOHHGHTpaHI/Iﬂ YKa3bIBACTCA JIsd
IIpu HaJIW4YuH, IKUIAKHUX, MATKHUX U ra3006pa3H1,1x

o0beM JIEKapCTBEHHBIX (hOpM
3aroJHsACTCS B
YIaKOBKE)

Koz

AmnaroMmo-teparn
eBTHYECKO-XUMU HanmeHoBaHME Ha Ka3axcKoM
qyeckKas SI3BIKE

KIACCHQUKAMAA | oy vienopanme Ha PYCCKOM $I3BIKE

Tun JICKAPpCTBCHHOT'O CPEACTBA (3&HOJ’IHHGTC${ AJI1 COOTBETCTBYIOICTO JICKAPCTBEHHOI'O IIpcrapara,

BEIOMpaeTcs Tonpko oauH TrIl JIC)

[]

OpuruHaNbHbINA J1eKapCTBEHHBIN IIpenapaT

[] []

OIHOKOMIIOHEHTHBIN MHOTrOKOMITOHEHTHBINH
Buonorunueckuii JekapcTBEHHBIN MpenapaT HMMMYyHOOHOIOTHYECKHUIT JICKAPCTBEHHBIH ITpernapar

HoBas aktuBHasi  QapmaneBTHUYECKAs
cyOcTaHIus

[]

AxTHBHas (apmarieBTHUecKast CyOCTaHIMs, IIPOU3BEICHHAs He B yciIoBmsix GMP

bank-nmponykr

®opma ornycka B ctpane Ilo penenty Bpauya;
3asIBUTEIIS bes peuenra Bpaua.

Crioco0bI BBEIEHUS

Nudopmanus mo
YCTpOICTBaM BBOJA

‘YnakoBka (3aloJHAETCs CIIUCOK 3HAYCHUN)

Kou-Bo
Bun (mepBuunas wim O6vem (mmpu
HanmvenoBuune  Pasmep (mpu Hamm4mn) eMHUI] B
BTOpPHYHA) HAJINIHN)
YIIaKOBKE
IlepBuunas

IIpomexyTounas (mpu
HaJTMYUH)

Bropuunas

Kpa

TKOE
omnuc
aHue



4)

12.

No i/

1)

2)

13.

14.

15.

16.

IIITpux-xox BTOPUUHON .
ynaosk# (GTIN) ([bxurin) VYkazaTh TPUX-KOA I KaXKI0H J03UPOBKHU (KOHIIEHTPALIUH)

(Tpm HATTIIWU)

ITonHbI KaueCTBEHHBIN U KOJTMYECTBEHHBIN COCTAB (3aIOIHAETCS CIIUCOK 3HAYCHUH)

Hop
MaTt
HBH
BI
JIOKY
MEH
T’
Kontponu Jukopacr
era
Tun P pyeTcs yIiee Win
ame
BeIll MEXKITyHa KYJIETUBU
HTHD yHap y p
eCTB OJTHBIM yemoe  (
YOI Hannuue
a ( N KOMHUTETO i
Hau KomudectBo Ha wuii [IpousBoaurtens, cTpaHa U SITOBUTBIX
aKTH . M 1o JIeKapcTBe
MEH CIUHUIY Kaue aapec MpPOU3BOICTBCHHOU BemecTB (
BHOE . KOHTPOJTIO HHOTO
OBaH JICKAPCTBCHHOW CTBO IUIOMIAMKH (IJIT aKTHBHBIX OTMEYaeTc
WITH 3 a pacTHUTENb
ne  Qopmal , BEIIIECTB) s TpH
BCITO HApKOTHKA HOTO
WIn HaJIMY1H)
Mora o MU ( CHIPBSI) U
a
TeJb P oTMeYaeTc MECTO
) MakK
HOE S TpH pou3pacT
omest P pousp
HaJIMYUH) aHUs
c
yKa3
aHue
M
roja
u3na
HUS
AKT IT ta6.1I1
1 cincok 2
HUBH Ta0.IV Tab
CITHCOK
oe
Ben
oMO
raTe
JIBHO
e

HanmenoBaHme akTHBHOM (papMarieBTHIEeCKOH CyOCTaHITUI
IIpEeIaraeMblil CpOK XpaHEHMsI

Cpoxk  XpaHEHHMS  IIpe/ularacéMblii HEepuoJ NPUMEHEHHUs (Iocie MEepBOTO BCKPBITHS

JIEKapCTBEHHOTO KOHTeWHepa)

cpeactea npeiaraeMbplii IepuoJi NpUMEHeHUs (IOocie pPacTBOPEHHS WU
pasBeieHusN)

Ycnosus

TPaHCIIOPTUPOBKU

IpeJylaraeMble yCIOBUS XPAHEHUS
YcnoBus XpaHEHUS
IIpeAaraeéMble yCIOBUS XPaHEHHs [IOCJIE IIEPBOTO BCKPBITHS YIIAKOBKH

OxpaHHBII JOKYMEHT Ha H300pETEHHE UK MOJIE3HYIO0 MOAENb, TOBAPHBINA 3HAK (TIPH HATUYUH)

IIpu
3HAK
Yerno
Beye
CKOT
o
UIu
KUB
OTHO
ro
npo
UCXO
xKae
HUSA
(
oT™Me
qaer
cs
npu
HaJIA
YUH)



17.

18.

19.

No i/

1)

2)

3)
4

5)

6)

7)

Ha3Banue oxpanHoro Ne oxpaHHOro JOKyMEHTa Hata Cpox
JOKyMEHTa BBIIaYM  BBIJAYH
1) MOJIHOCTHIO HAa TAHHOM MTPOU3BOJICTBE;
[TpousBoncTBO 2) 4aCTHUYHO HA JaHHOM MPOU3BOJICTBE;
3) HOHOCTEIO Ha JIPYTOM MIPOU3BOJICTBE.
[TpousBoauTens (M) JIEKApCTBEHHOrO Ipernapara W y4yacTOK (¥M) MPOU3BOJACTBA (BKIJIOYAs Y4acTKU

IIPOM3BOJICTBA JIOOOT0 KOMIOHEHTa (B TOM HYHCJIE PacTBOPUTENS JIEKAPCTBEHHOH (hOPMBI), KOTOPBIH
SBIISIETCSI YaCTHIO JIGKAPCTBEHHOTO ITperapara)

O .1.
0. (
npu

Ne, mata u ®.1.0. ( Hamm

HaumenoBanwue,
CpOK npu YHH)

cTpaHa (Ha .

Tun nefcTBUsS Tenedon, wHammumnm), ,
Ka3aXxCKOM, . ®daxruuec

MPOU3BOI paspemut FOpumudeckuii ampec . daxc, JIOJDKHOCT  1OJI
PYCCKOM, KAl azmpec .

WTEIIS . €JILHOTO e-mail b JKHO
aHTJIHHACKOM

JIOKYMCHT PYKOBOJIHUT CTh

SI3BIKAX)

a enst KOHT
aKTH
oro
JIALAa

IIpousson
UTEIb
[Ipennpus
THE-YIaK0
BILUK
TIepBUYHAS
BTOpPUYHAS
IIpousson
HTEIb,
OCYIIECTB
TS0
KOHTPOJIb
KauecTBa
IIpousson
HUTEJIb,
OTBETCTBE
HHBIN 3a
BBIITYCK
cepuii

Jlanubie

mo

JIALIEH3UH

H a

MIPOU3BOJIC

Jepsxaren TBO,

b BBIIAHHOU

JAICH3HH YIOJIHOMO
YEHHBIM
OpraHoM

CTpaHbl



MPOH3BOJ
UTeIS

Hepxaren
b
perucrpai
HOHHOTO
YAOCTOBEP
SHUS

8)

3asBUTENH JlaHnHbIe

9) NniIHu m o
npeacraBu JAOBCPCHH
TCIBCTBO OCTH

Ynoaaomo
YEHHOE

JIUIO IIO
OCYIIECTB

JCHUIO
1
2 (hapmaxon

ag3opa B
Pecmry6mu
K €

Kazaxcran

20 JlaGopaTopusi CTpaHBI-IPOU3BOAUTENS IO KOHTPOJIO KauecTBa IIpernapaTtoB KPOBM M BaKIWH,
" OTBETCTBEHHAs 3a KOHTPOJIb KauecTBa (BBIMYCK CEPUH)

1)  HamMmeHOBaHHE T1a0OpaTOPUU

2)  aapec MecTa OCYIIECTBJICHHUS AeSITEIbHOCTH

3) Crpana

4)  tenedon/dpaxc

5)  3NeKTpoHHas MmoyTa

22.  JlaHHBIE TIO IOTOBOPY HA IMPOBEAEHHE SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB
1)  Ne moroBopa

2)  JlaTa 3aKIIOYCHHS

3)  Cpoxk geiicTBus

23. CyObBeKT, OCYIIECTBIIONINI OIIaTy 32 IPOBEACHHE KCIIEPTH3HI
1) HaumeHoBanwme

2)  Crpana

3)  IOpuamueckwuii agpec

4)  ®daktuyeckuit axpec

5)  ®.M.0. (mpu HATM4HKN), JOJDKHOCTH PYKOBOIUTEIS

6) Tenedon
7)  dakc
8) e-mail

9)  busHec-uaeHTH(PUKAIMOHHBIA HOMEP
10) WuauBumyansHBIN HACHTU(GUKAIIMOHHBIN HOMEP
11) bank

12) PacderHbIit cueT



13) BamoTHsIi cuer
14) Kox
15) bBankoBckuil HIeHTHOUKAITUOHHBINA KO

3asBUTEID:

l'apaHTHpYIO: TOCTOBEPHOCTH MH(OPMAIMK PETHCTPALIOHHOTO J0ChE, HE HAPYIIATh MCKIIOUYNTEIBHBIX MPaB

TPETPUMH JIMIAMH HAa HW300pETEHHE WM IOJIE3HYI0 MOJEINb, aJleKBaTHOCTh NEPEBOJOB METOIUK KOHTPOJISI

Ka4yecTBa, MHCTPYKLHUH 10 MEAUIMHCKOMY MPHUMEHEHMIO JEKapCTBEHHOI'O CPEJCTBA; MPEICTaBUTh 00pa3Libl

JIEKapCTBEHHBIX CPEJCTB, CTAHJAPTHBIE 00pa3llbl JIEKAPCTBEHHBIX CYOCTAHIMI U MX NpUMeceil B KOJIMYEeCTBax,

JIOCTaTOYHBIX JJISI TPEXKPATHOTO aHAJIN3a, ClelU(UUECKUE PeareHThl, pacXOHbIe MaTepHabl, IPUMEHSIEMbIE

IIPY IPOBEACHUH UCTIBITAaHUH JICKAPCTBEHHBIX CPECTB (B NCKIIOYUTENIFHBIX CIydasX U Ha YCIOBHAX BO3BpaTa), a
TaK)Ke UX COOTBETCTBHE HOPMATHBHBIM JIOKYMEHTaM, NIPEJCTaBIIEMbIM Ha PETUCTPALUIO.

O06s13y10Cch c000IIaTh 000 BCEX M3MEHEHUAX B PETHUCTPALIOHHOE JJOChE, & TAKXKE MPEJICTABIATh MaTeprallbl U
00HapyKEHUH HEKEJIATEIbHBIX PEaKIHi MPH MPUMEHEHHH JIGKAPCTBEHHOTO CPE/ICTBA, PaHEEe HE YKa3aHHBIX B

HMHCTPYKIMH 110 MEAUIIMHCKOMY PUMEHEHHIO.

Jara

d.1.0. ¥ 10IHKHOCTh OTBETCTBEHHOTO JIUIIA
3agBuTeis

Ioxnuce

ITpunoxenue 2
k [IpaBunam BpeMeHHOU
TOCYZAapCTBEHHOW PErUCTPaLUH
BaKIMH IPOTHUB KOPOHABUPYCa
COVID-19

CHocka. TekcT B mpaBoM BEpXHEM YIIy MPHIOKEHUS 2 B PeAAKIIMU MOCTAHOBICHUS
[TpaButennctBa PK oT 15.04.2021 No 244.

IlepedeHs HOKyMEHTOB, MPEICTABIIEMBIX AJI1 BDEMEHHOM rOCyJapCTBEHHOM PETUCTPAlii BaKIUH
Jura npomsBojureneii Pecmy6mmku Kazaxcran

Cnocka. Ilepeuens - B peaakiuu nocranosiienus [IpaButensctBa PK oT 23.09.2021 Ne
668 (BBOIUTCSA B IEUCTBUE CO AHS €r0 MEPBOro OPUIUATBLHOTO OMyOJINMKOBAHMUSL. ).

Ne n/n HanmMeHoBaHuE 10KyMEHTOB
1 2
Yacts [ Obmias nokymeHnrarms ™

[Ipu mpomsBoxcTBe Ha TeppuTopuu PecmyOianku
Kazaxcran — HOTapuaJllbHO 3aCBHJICTEIHCTBOBAHHBIN
ceprupukar GMP (npu Hanmaun). [Ipu nponsBoacTBe

IAl. Ha OCHOBE IIepeHoca (Tparcdepa) MOTHOTO UKIA HITH
YacTH TIPOU3BOACTBEHHBIX M TEXHOJOTHYECKUX
NPOIIECCOB — HOTapUAIBHO 3aCBHJETEIbCTBOBAHHBIN
ceprudpuxar GMP.

Komusa  rocymapcTBeHHOW — JHIEH3UM  Ha
1 A2. (hapMarneBTHUECKYI0 ACSITENBHOCTh (HOTapHAIBHO
3aCBHUICTEIHCTBOBAHHAS)

1 A3. [Ipunoxenue Kk TUIEH3UU

Ecin B mpoM3BOACTBEHHOM MPOIECCE YUAaCTBYET
HECKOJIBKO NMPOU3BOAUTENEH JOKYMEHTHI ITyHKTOB A2,



I A4.

I AS.

I Aé.

I AS.

TAO.

1.B.3.

IA3, TA4 mnpencraBiasiOTCS Ha BCEX YYAaCTHHUKOB
MIPOU3BOICTBA

JInneH3noHHBI AOTOBOP (COTJNIAallleHWe) Ha MpaBo
MIPOM3BOJICTBA (10 UCTEUEHHsI CpoKa JIefiCTBUA MaTeHTa
Ha OpUTHHAIBHBIHN Mpenapar) (Ipy HATMYWH)

HoTapuanbHo  3acBHACTEIHCTBOBAHHAS  KOTMHS
OXPaHHOTO JOKYMEHTa Ha M300pETEeHHE UITU TTOJIE3HYIO
MOJIe]Ib OPUTHHAJIBHOTO JIEKApCTBEHHOTO cpencTBa (
NpeACTaBsIeTCss MaTeHTO00aiaTeNleM OXPaHHOTO
JIOKYMEHTA), OXPaHHOTO JJOKyMEHTA Ha TOBapHBIA 3HAK
(Tpu HaTIIW)

JloKyMeHT, TOATBEp>KIAIONIUN KauecTBO TOTOBOTO
MPOAYKTa TpeX cepuil (cepTudHUKAT aHAIH3a, TPOTOKOJT
aHaju3a), OJlHa CepHsi KOTOPOTO COBIAJIAET C Cepuei
oOpasia JeKapCTBEHHOTO CPEJACTBA, MOJAHHOTO Ha
PETHUCTpAIIIO

JIOKyMEHT 0 NPHOHOBOW 0€30MacHOCTH Ha BELIECTBA

JKUBOTHOT'O IPOUCXOKACHUA OT IPOU3BOANUTEIIA

TekcT MapKUpOBKH ISl MEPBUYHOW U BTOPUYHOU
YIaKOBOK, CTHKEPOB, ITHKETOK Ha Ka3axCKOM H
PYCCKOM SI3bIKax

Yacts II Xumudeckas, papmareBTUIECKast ¥ OHOIOTHYCCKAsT JOKYMEHTAITHS

II
ITA

TAl

A2

ITA3

IIB
IB1
B2

IIB3

Inc
ncl

nC1.1

nc2
mca.au

Copnepxanue
Cocras

KauecTBeHHBIH HW  KOJHYECTBEHHBIH COCTaB
JIEKapCTBEHHOTO nmpemapara (axKTUBHEIE,
BCIIOMOTaTENIbHbIE BEIeCTBa)

I[OKyMCHT, HOI[TBep)K,HaIOIIII/Iﬁ Ka4eCTBO YIIAKOBOYHOTI'O
" YKYIIOPOYHOT'O MAaTEPUaJIOB TOTOBOI'O MPOAYKTA

®dapmarneBTrueckas paspaborka (omnucanne ADC,

BCIIOMOTATEIbHBIX BEIICCTB, pa3paboTka
JEKapCTBEHHOTO npemnapara, pa3paboTka
MPOM3BOJCTBEHHOIO MpoOIlecca, COBMECTHMOCTh
KOMITOHEHTOB, H3ITUIIKH, CTaOMILHOCTE,

MUKPOOHOIOTHIEeCKas YACTOTA)
CBenieHus 0 IPOU3BOJICTBE:
NIPOU3BOACTBEHHAsS HopMyIIa
OIMMCAaHUE TEXHOJIOTUH ITPOU3BOACTBA

KOHTpOJIb B IpOLIECCe NMPOM3BOACTBA (OMEpaliMOHHbIH
KOHTPOJTb)

METOAbI KOHTPOJISA UCXOAHBIX MaTCPUAIIOB
aKTHBHas CY6CTaHL[I/I$[

JlokyMeHT, NOATBEpPKAAIOUIUI KauyeCTBO aKTUBHOTO
BellecTBa Tpex cepuil (cepruduxar anHamusa
CyOCTaHIIMM OT NPOW3BOIUTENS, NMPOTOKOJ aHAIN3a,
AQHAJTMTHYECKUH 1TacTIOpT)

BCIIOMOTI'aTCJIbHBIC BEIICCTBA

CepTI/I(i)I/IKaTI)I Ka4u€CTBA Ha BCIIOMOTI'aTCJIIbHBIC BCUICCTBA



nc3

mcii

D

IIE

IE1

ITE?2

IIF

ITH

IIL.

YIaKOBOYHBIH MaTepuasl (NepBUYHAsS W BTOPUYHAsS
YIaKoBKa)

cepTH(]HKAThl KayecTBa yMaKOBOYHOTO Marepuana c
IIPWIOKEHUEM AOKYMEHTOB, PETJIAMEHTUPYIOIIUX UX
Ka4eCTBO

METOJBl KOHTPOJIA KadecTBa HPOMEKYTOUHBIX
IPOAYKTOB (TIpH HEOOXOAUMOCTH)

CHeHI/Iq)I/IKaIII/IH KaueCTBa W MCTOAUKH KOHTPOJIA
TOTOBOI'O IPOAYKTaA

HOPMATHBHBI JOKYMEHT IIPOU3BOAUTEIS [I0 KOHTPOJIIO
Ka4yecTBa M 0E30M1aCHOCTH JIEKAPCTBEHHOTO CPEJCTBA B
aneKkTpoHHOM Buze B ¢opmare "pdf' u (nim) "doc",

MOSICHUTEIIbHAS 3aIHCKa K HEMY

BaIMIANUS. METOMUK HCIBITAHUNA JIEKAPCTBEHHOTO
npemnapara*

pe3yIbTaThl HCIBITAHHUS CTAOMIBHOCTH CPOKOM HE
MeHee 4eM 3 (Tpu) Mecsa **

JaHHBIC KOHTPOJIA Ha )KUBOTHBIX

JOTIOTHUTEIbHAS WHGOpPMAIUs, ITOATBEPKIA0IIAs
Ka4decTBO (IIpH HEOOXOIUMOCTH)

Yacts III. @apmakonornyeckas 1 TOKCUKOJIOTHYECKAS TOKYMEHTAIUS

III.

I A.

III B.
I C.
I D.
IIT E.

IIF.

I G.

III H.

1 Q.

Yacts [V. Kitmanueckas mokyMmeHTanus ***

IVv.
IV A.

IVB
Ivce

Cognepxanue

JlaHHBIE MO TOKCHYHOCTH (OCTPOH M XpOHHUYECKOH), (
MEIMIIMHCKUA HWMMYHOOHMOJIOTHYECKHHA Mpernapar —
TOKCUYHOCTH MPHU OJHOKPATHOM BBEJICHHUU U BBEJCHUH
TTOBTOPHBIX JI03)

Brusare Ha penpoayKTUBHYIO (DYHKITHIO

JlanHble 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
JlaHHBIE TT0 MyTareHHOCTH (TP HATUIHN)

JlaHHBIE IO KaHIIEPOTEHHOCTH (TIPY HAJTMYHUH)

dapMakoaHAMHUKA (st MEIUIIHHCKUX
T€HHO-OMOJIOTHYECKUX IPENapaToB — Pe3yIbTaThHl
WCCIICIOBAaHHS PEaKTOTEHHOCTH)

dapMakOKHHETHKA (s MEIUIUHCKAX
MMMYHOOMOJOTHYECKIX TIPENapaToB — pPe3yIbTaThl
cnenn(uIecKoii aKTUBHOCTH)

JlaHHBIE O MECTHOM pa3apakarolleM IeUCTBUH (IS
MEIUIUHCKUX UMMYHOOUOJIOTHYECKHUX TMPErapaToB —
Pe3yJIBTAaThl HCCIIC0BAHUS HIMMYHOTCHHOCTH)

HononuurenbHas wHOOpMAIMS, OATBEPKIAIONIAs
0e30MmacHOCTh (IIPH HEOOXOAUMOCTH)

Copneprxanue

HdanHple 10 KIMHUYEeCKOH  ¢apmakomoruu  (
(apmakoanHaMuKa, (hapMaKOKHHETHKA)

Knunamaeckas, nmmyHosormdeckas 3hheKTHBHOCTh

Juarnocriueckas 3 (heKTHBHOCTh



IVD

IV D1

IVE

Pe3ynbraThl KIMHUYECKUX UCCIIEOBAHUHN (MCTIBITAHUN),
BKJIIOYAsl OTYETHl JOKIMHUYECKHX HCCIIEJOBAHNUH,

npomexxyTounsle otuetsl I - II a3 xamHMIecKux

HCCIIEIOBaHUN

HaHHLIe MOCTPErUCTPAIMOHHOIO OIbITa (HpI/I HaJ'II/I‘-II/II/I)

HononHuTtensHas MHGOPMANUS, ITOITBEPIKAAOIIA
3¢ eKTHUBHOCTH

IIpu mpou3BOACTBE Ha OCHOBE TiepeHoca (TpaHcdepa)
MOJIHOTO IMKJIA WJIM YacTH HPOM3BOJACTBEHHBIX M
TEXHOJIOTHYECKUAX TIPOIECCOB K PETUCTPALUOHHOMY
JOCHE TOTIOTHUTEIHHO TPEACTaBIIOTCS:

1) nmoroBop o mepeHOce MPOM3BOICTBEHHBIX U
TEXHOJIOTHYECKUX IPOIIECCOB MEXKIY MPOU3BOAUTEIEM
B Pecnybnuke Kazaxcran wu 3apyOexHBIM
TPOU3BOJIUTEIIEM;

2) OoTYeT MO pe3yjbTaTaM MPOBEICHHOTO TpaHcdepa,
BKITIOYAFOIIUI OMHUCAHKE MPOCKTa TpaHC(epa, MacIiTad
TpaHcdepa, KPUTHUECKHE ITapaMeTphl, IMOJydYeHHBIE
OCHOBHOH W JONONHUTENBbHOW IUIOMAJKaMH,
3aKITFOYNTEBHEIC BEIBOJBI TPaHC(epa, ¢ IPUIOKEHUEM
HOTapUalibHO 3aCBHJETEIbCTBOBAHHOTO cepTU(HKATa
GMP (c yka3aHueM JaThl M pe3yJIbTaTOB IHOCIeIHEH
MHCIEKIHH  3apyO0eXHOro  MPOM3BOJUTEINS),
COOTBETCTBYIOIIETO HaJyIeXalield MpOU3BOICTBEHHON
npaktike (GMP) Pecrry6onuku Kazaxcran;

3) oTYeT BaNMAAMH TPOU3BOICTBEHHBIX POLIECCOB HA
MPOM3BOJCTBCHHON TuIomanke B PecnmyOnuke
Kazaxcran ****;

4) MOKyMEHTHI, TONTBEPXKAAIOIIAE YTO KadecTBO
UCXOTHOTO CBIphS (aKTHBHOW  cyOcTaHIuy,
BCIIOMOTATENBHBIX BELIECTB), HCIIOJIb3YEMOr0 Ha
IpPOU3BOJCTBEHHOM miomanke B PecmyOmiuke
Kaszaxcran, He BiuseT Ha NpOIECC HJIM TOTOBBIH
MPOJXYKT; 5) MOKYMEHTBI OT TPOW3BOJUTEIS,
TTOITBEPIKAAFOIIIE YTO KOHTPOIb Ka4eCTBa IPEIapaTos,
MIPOU3BOIMMBIX KaK Ha 3apyOe:KHON IPOM3BOICTBEHHON
IUIOIIAKEe, TaK ¥ Ha MPOU3BOJCTBEHHOHN IUIOIIAIKE B
PecnyOnuke KazaxcraH, ocyuiecTBisercss MO OJHOU
crenupuKaIumy;

6) OTUETHI JOKIMHIUYECKUX UCCIIEOBAaHNH;

7) oryetsl | - Il (a3 kKIMHUYECKUX HCCIICIOBAHUA U
npoMexxyTouHblit  otuet Il ¢assl KIMHUYSCKHX
HCCIIeIOBaHNM, POBEICHHBIX C BKIIOUCHNEM HE MEHee
50 (maremecar) % CyOBEKTOB HCCIEIOBAHUA,
MPEAYCMOTPEHHBIX MPOTOKOJIOM  KIMHHYECKOTO
HCCIICIOBaHMA OT IIepeIatoIei CTOPOHBI;

[Ipu 3TOM OT MpHMHUMAIOIIEH CTOPOHBI HE Tpebyercs
IMPOBECACHUA IMOBTOPHBIX JOKIIMHHUYECCKHUX u
KJIMHUYECKHX uccienoBanuii B PecriyOnuke Kazaxcraw;
8) pe3ynbTaThl UCCIEAOBAaHUNW  YCKOPEHHOU
CTaOMIBHOCTH M He MeHee 6 (IIeCTh) MECSYHBIX
HCCIIEZIOBAHUI JTONTOCPOYHON CTaOMIIBHOCTH ISt
MPUHAMAOIIEH CTOPOHEI, COAEPXKAIMUX IPOTPAMMY



HCCIICZIOBAaHUM CTAaOMJIBHOCTH, C yKa3aHHEM Cepui
JIEKapCTBEHHOTO TIpernapaTa OT MepeAaroIieii CTOPOHBI;
9) mocTperucTpaoHHbIE 0043aTeNBCTBA TIepeaaoniei
CTOPOHBI O MPEACTaBICHUH JAHHBIX CTAOMIBHOCTH C
IJIOMIAI0OK TIepeNaloied W MpUHUMAIOMEH CcTOpoH (
HEPHOANYHOCTH MIPEACTaBICHUS HH(POPMAIIH COTTIACHO
nporpamMMe H3y4eHHs CTaOMIbHOCTH).

[Tpu TOTHOM WM YaCTUYHOM MepeHoce (TpaHcdepe)
MPOU3BOACTBEHHBIX U TEXHOJIOTHYECKUX MPOIECCOB
3asiBUTENb OOecreYrBaeT IIOJHOE COOTBETCTBUE
YCIIOBHH IIPOM3BOJCTBA M CHCTEMBI OOecIeUeHUs
KadyecTBa Ha MPOM3BOJICTBEHHON IUIOIIAAKE B
Pecrrybnmmke Kaszaxcran ycinoBHAM TPOW3BOACTBA H
cucTeMe oOecreueHus] KayecTBa IMPOM3BOICTBEHHON
IUIOINAAKK BHE TeppuTopuu KaszaxcraHa.

[Ipnmeuanue:
* st hapMaKoNEHHBIX METOIUK TIPEACTABIISIOTCS JaHHbBIE Bepr(pUKaIny;

** MIpu BOBHUKHOBEHUHU YPE3BBIUANHBIX CUTyalldi MPUPOJHOTO WJIM TEXHOTEHHOTO
XapakTepa W yCTPaHEHUHM WX TOCJIEJICTBUM, OpraHu3alvd W [POBEJICHUU
CAHUTAPHO-TIPOTUBOAIUIEMUYECKUX U CAHUTAPHO-MPOPUIAKTHUECKUX MEPONPUATHI U
CBSI3AaHHBIX C HHUMHU OTPAHUYUTEIbHBIX MEPONPUATUNA, B TOM YHCIE KapaHTHHA,
OTEYECTBEHHBIN MPOU3BOAUTENH BakIMHbBI TpoTuB COVID-19 npu BHECEHUN U3MEHECHUH B
PETUCTPAIMOHHOE J0ChE MPEIOCTABIISIET:

pe3yibTaThl UCCIEOBAaHUMN CTAOMIBHOCTH, IPOBEACHHBIX B MOPSAKE, IPEIYCMOTPEHHOM
[IpaBunamu TpoOBEACHUS TPOUZBOJIUTENIEM JIEKAPCTBEHHOTO CpEJCTBAa HCCIEIOBAHUS
CTaOMIHLHOCTH, YCTAHOBJICHUS CPOKAa XpaHEHUS U MOBTOPHOTO KOHTPOJIS JIEKAPCTBEHHBIX
CPEACTB, YTBEPKACHHBIMU TIpUKa3oM MuHuCTpa 3apaBooxpaHenus Pecnyonuku Kazaxcran
or 28 okta6ps 2020 roma Ne KP JICM-165/2020 (3apeructpupoBan B Peectpe
rOCYJIapCTBEHHOM pEerucTpaluy HOPMATHUBHBIX MPABOBBIX akTOB Mo Ne 21545), uepes 1 (
OJIMH) MECSII MOCJIE BhIMYCKa 3 (TpH) MOCIEAOBATEIbHBIX MPOMBIIIUICHHBIX CEPUK;

rapaHTUitHoe 00s3aTeNbCTBO O MPEJOCTABICHUM PE3yJIbTATOB MCCIEIOBAHUMN

CTaOUIbHOCTHU, MpPOBEACHHBIX uepe3 3 (Tpu) u 6 (mecth) MecsueB Ha 3 (Tpu)
MOCJIEAOBATEIbHBIX MPOMBIIUICHHBIX CEPUAX TMOCJIE 3aBEpILICHUS UCCIEIOBAHUM
CTaOMJIBHOCTH.

X yTBEpIKICHHBIM MPOTOKOJ MCCIEOBAHUS, YTBEPKICHHBIA OTYET UCCIIETOBAHMUSI,
paspelnieHrue rocyJapCTBEHHOI'0 OpraHa Ha MPOBEACHUE UCCIEAOBaHUS (MIPU HATUYHUH),
0JI00peHNEe ITUYECKON KOMHCCHH, KOTIUSI JOTOBOPA CTPAXOBaHUSI OTBETCTBEHHOCTH CIIOHCOPA
U (WIM) UCCIIeIOBATENIbCKOTO LIEHTPa, B cllydae MPUUYMHEHUS Bpela *KU3HU U 30POBBIO
CyObEKTa HCCIIEIOBAaHUS, KOMUU HHIUBUAYAIbHBIX PErUCTPALIMOHHBIX KapT CyOBEKTOB
UCCIIeIOBaHU (11 MEXTYHAPOIHBIX, MHOTOIIEHTPOBBIX KIMHUUYECKUX uccienoBanuit 20%),
XpomaTorpaMMbl (IIpU TMPEAOCTaBICHUU MCCIEJOBaHUS OMOIKBUBAJICHTHOCTH), KOMHUU



JIOTOBOPOB MEXK]Ty CTIOHCOPOM KIMHUYECKOTO UCCIEIOBAHUS U UCCIEA0BATEIIbCKUM LIEHTPOM
(KOHTpaKTHOM MCCIIEIOBATEILCKON Opranu3aiueil) (B ciiyyae He0OXOJUMOCTHU MOCIE U3bITHUS
KOH(DHIeHIIATEHON HHPOPMAIIUN);

K rapaHTHITHOE 0053aTEIbCTBO O TMPEJACTABICHUM OTYeTa 1O BaIUJAIUU
MPOM3BOJICTBEHHBIX TPOIECCOB, TMPOBEACHHOW HAa 3 (TpW) TOCIEIOBATEIbHBIX
MPOMBIIIUICHHBIX CEpUSAX B TeUueHUE 7 (CEeMb) JHEH MOCIe 3aBEePIICHHUS BaIUIalllH.

IIpunoxenue 3
k IIpaBunam BpeMeHHOU
TOCYAAapCTBEHHON PETUCTPALINH
BaKIMH IIPOTUB KOPOHABUpYcCa
COVID-19

Cnocka. I[Ipunoxenue 3 B penakuuu nocranosyienus IIpasurenscta PK ot 15.04.2021
No 244,

3akmodeHne 0 6e30macHOCTH, KagecTBe B 3G PEeKTHBHOCTH BaKIUHEI

1. 3KCHepTHaH KOMUCCHS COOOIIAaeT PE3YyIbTaThl OKCIICPTHU3BI HA 6630HaCHOCTB, Ka4eCTBO
U 3(pPEeKTUBHOCTh BaKUMHBI IS LieJIed BPEMEHHOW TOCyJapCTBEHHOM pPETruCTpali B
PecnyOnuke KazaxcraH:
Howmep u nara 3asBku

ToproBoe HanMMEHOBaHHME BaKIHHBI (C YKa3aHHEM
JIEKapCTBEHHOM (hOpPMBI, TO3MPOBKHM, KOHIIEHTPAUU H
o0beMa 3aloIHEHUs], KOJIMYECTBA 03 B YIAKOBKE JUIA
JIeKapCTBEHHOT'O IIpernapaTa)

Opranu3anus-pou3BOANTENb, CTPAHA-TIPOM3BOANTED,
JepKaTedb  BPEMEHHOTO  PETHCTPAIIOHHOTO
YZIOCTOBEPEHHUS

3aKIIIOYeHUE 3KCHepTHOﬁ KOMHUCCHH (HOHO)KPITGJ'ILHOG
HIIn OTpI/IIIaTeJ'H)Hoe)

2. 3akioueHue (MOJ0KUTEIBLHOE): MaTepUalbl U JOKYMEHTHI PETMCTPALIMOHHOTO JTIOChE
Ha BaKIMHY, NMPEJICTaBICHHBIC JIJI1 BPEMEHHOM TOCyJapCTBEHHOM peructpanuu B PecryOnuke
Kazaxcran, cootrBeTcTByIOT TpebOoBanusiM IIpaBun BpeMEHHOW TOCYyJapCTBEHHOMU
perucTpaiuy BakiuH npotuB kopoHasupyca COVID-19 (nanee — [IpaBuia).

Bakiuna (ToproBoe HaMMEHOBaHWE BAKIMHBI C YKa3aHUEM JIEKAPCTBEHHOU (DOPMBI,
JI03UPOBKH, KOHIIEHTpAIIMU U 00beMa 3aloJIHEHNUs, KOJTUYECTBA J03 B YIIAKOBKE) MOXKET OBITh
3apeructpupoBaHa B Pecriyonnke Kazaxcran cpokom Ha 18 (BoceMHaI11aTh) MECSIIEB.

3akimoueHue (OTpULATENIBHOE): MAaTEepHANIbl U IOKYMEHTBI PErUCTPALlMOHHOIO JOChE Ha
BaKIIMHY, MPEJICTaBICHHbIE 11 BPEMEHHON IrOCyJIapCTBEHHOU peructpauuu B PecryOnnke
Kazaxcran, He COOTBETCTBYIOT YCTaHOBJICHHBIM TpeOoBaHusaM [Ipasut.

Bakuuna (ToproBoe HaMMEHOBAaHHME BAKIMHBI C YKa3aHUEM JIEKapCTBEHHOU (POpMBI,
J03UPOBKHU, KOHIIEHTPAIIMU U 00BheMa 3all0THEHUS, KOJIMYECTBA /103 B YIAaKOBKE) HE MOXKET
ObITh 3apeructpupoBana B Pecryonuke Kazaxcran.



PykoBoaurens 3kciepTHOM KOMUCCUU

MOAITHCH @.U.0. (npu HaIM4un)
YneHsbl 5KCIEPTHON KOMUCCUU

TOITHCH ®.U.0. (npu HaIHuuH)
MOJITHUCH @.1.0. (npu HaTHIUM)
MOAITHCH @.1.0. (npu HaM4un)

IIpunoxenue 4
K [IpaBunam BpeMeHHOM
rOCYAapCTBEHHON perucTpaluu
BaKLMH IPOTUB KOPOHABUpYyCa
COVID-19

Caocka. [Ipunoxenue 4 B penakuuu nocranosinenus [Ipasurensctea PK ot 15.04.2021

Ne 244,
®dopma

I'ep6 Pecy6immxu Kazaxcran
MunnctepcTBo 3apaBooxpaHeHusa Pecmy6mku Kazaxcran
Bpemennoe perucrpammonnoe yaocroeperne PK-BII - Ne

HaumenoBanue JiepxKaTens
PETHCTPAITMOHHOTO YJ0CTOBEPEHUS

CTpaHa AcpixKaread
PEruCTpalinOHHOI0 YA10CTOBECPCHUA

B TOM, YTO JIEKAPCTBEHHOE CPEJICTBO 3aPETHUCTPUPOBAHO U Pa3peIIeHO K MPUMEHEHHIO B MEIUITHHCKON TIPaKTHKE
Ha Tepputopuu PecryOnukn Kazaxcran (mH(bopManys o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM CPEJICTBE)

3. ToproBoe HaMMEHOBaHHE TIpenapaTa
4 Jnga npousBoauTenei TOproroe
’ HAaUMCHOBAHHME JJIs IKCIIOpTa
5 MeKayHapoIHOE HENaTEHTOBAHHOE
’ Ha3BaHue (IPU HAJIMYUH)
6. JlekapcrBennas gpopma
7. Ho3upoBka
8. dacoBka
K o =&
9. AQHATOMO-TEPANEBTUYECKO-XUMUIECK
o1 kmaccuukanuu
10. CocTaB aKTUBHBIX BEIIECTB
1. Cpok xpaHeHHUs
12 ITopsimok otmycka (mmo perenry, 6e3

periernra)



Nudopmarus o mpousBoauTese JIeKapCTBEHHOTO CPEACTBA

Tun opranmsanuum wim HaumenoBaHwue C
TpaHa
Y4YacTOK ITPOM3BOICTBA OpraHM3aix

1. [IpousBoauTens
2. YnakoBIIUK

JlaTa BpeMEHHOM rocy1apCTBEHHOU peructpauuu ot " " 20 roga Ne
pelICHUS.

HewcrButensHo 10 " " 20 roza.
®.N.0. (npu HaMUYMKH) PYKOBOIUTEISA TOCYJapCTBEHHOTO opraHa (Win

YIOJIHOMOYEHHOT'O JIUIIA)

Jlonmyckaercss MEQUIIMHCKOE IPUMEHEHHE BaKIMH, IOJYYHUBIIUX BPEMEHHOE
PErHCTPALlMOHHOE YAOCTOBEPEHUE Ha TOOPOBOIBHOM OCHOBE, pH Hanu4uuu otyeTos I - 1T (a3
KIMHUYECKUX MCCIENOBaHUN W mpoMexxyTtouHoro ortuera [l dassl wuccnemoanuid,
MPOBEJCHHOI0 € BKJIIOYeHHEM He MeHee 50 (msaTpaecar) % cyObEKTOB HCCIIEIOBAHUS,

MNpCAyCMOTPCHHBIX ITPOTOKOJIOM KIMHUYCCKOI'O NCCICAOBAHNA.
IIpunoxenue 5
K [IpaBunam BpeMeHHOI
TOCYAAapCTBEHHON PETUCTPALIUH

BaKILVH [IPOTUB KOPOHAaBHUpYCa
COVID-19

CHocka. HpaBHna AOITIOJIHCHBI IMPHUIIOKCHHUCM 5 B COOTBETCTBUM C MNOCTAHOBIICHHUEM

IIpaButenscTBa PK 0T 15.04.2021 Ne 244.
dopma

3asBiIcHHE HA BHECCHHE H3MEHEHHUI B PEruCTpanmuOHHOC JOCHE BAKIINHEL

Ha Ka3aXCKOM A3BIKC

Toprosoe
1. Ha PYCCKOM SI3bIKE
HAaNMCHOBAHUEC

Ha aHTJIMHACKOM SI3BIKE
MexayHapoqH Ha Ka3aXCKOM SI3bIKE
o ¢

2. Ha PYCCKOM SI3bIKE
HETIaTeHTOBaH

Hoe HazBauwe HA AHTJIMHCKOM s3bIKE

_HeKapCTBeHHa Ha Ka3aXCKOM A3BbIKC
s hopma Ha PYCCKOM SI3bIKE

JosupoBka (

KOHIIEHTpaus

) (3amosiHsieTCsl KOHIIGHTPANusl yKa3bIBaeTcsl IS
4. TpW HAINYMH, >KUAKUX, MATKAX W Ta3000pa3HbBIX

o0beMm JIEKapCTBEHHBIX (OpM

3aloJHAETCS B

YIaKOBKE)

Anaromo-tepa Kon

HEBTHHUCCKO-X  yayMeHOBAHHE Ha KA3aXCKOM SI3BIKE



5. MMMYECKASl  yapveHoBaHHe Ha PYCCKOM S3bIKE
Kkiaccudukanu
o
6.  CrocoObl BBelICHHS
7. YnaxoBKa (3aIOJHSETCS CIIUCOK 3HAYCHHUH)
Kpa
Komuuec TKO
N Bun (nmepBuuynas wunm  HawmenoBanu Pasmep  (mpm O0vem  (mpu TBO e
o
BTOPHUYHAs) e HaJIMYUH) HaJIUYUH) €JVHHUL B OINH
YIIaKOBKE CaH
ue
1) IlepBuuHas
2) [MpomexyTounas  (mpu
HaJMY1H)
3) Bropuunas
ITpux-k0a4  BTOpPUYHOU
4) ymaxoBk#u (GTIN) ([Ixutun) ( yKa3zaTh IITPUX-KOJ AT KOKIOH TO3UPOBKH (KOHIICHTPAITIH)
MIpY HAJIMYHN)
8. IloxnHbIi KaueCTBEHHBIH M KOJMYECTBEHHBIN COCTaB (3AIIOJIHAETCS CIHCOK 3HAYEHHH)
Hop
MaT
WBH
. ITpu
BIH
3Ha
JOK
K
Me
y yel
HT,
oBE
er
P Hukopac uyec
Tun nam Kontpon
Tymee  Kor
Belll eHT upyercs
UI1u 0
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Ba ( FOIII apOIHBIM
N pyemoe ( XKuB
aKT uii IlpousBonurens, ctpana komutero Hanuuume
Hau KonuuectBo Ha LS OTH
UBH Kad " agpec M 0[O SIJOBUTHIX
Nenm MEH €AUHHUIY . JIEKapCTB OTO
oe . €CT MIPOU3BOACTBEHHOI KOHTPOJI BEIIECTB (
/m OBa JIEKapCTBEHHOMN €HHOTO  TpO
WIH BO, MJIOMIAAKHU (nns 10 3a OoTMedaercs
HUE (HOPMBI pacTuTen mcx
BCII WM aKTHBHBIX BEIIECTB) HApKOTUK TPHU HATMYNH)
BHOTO  OXI
oMo tbap aMu (
CBIPBS) U €HU
rare MaK OTMedaeT
Mecto A (
JIbH ore ¢ TpH
pou3pac OTM
oe) ac HAJINIHN)
TaHMA eJa
yKa
ercs
3aH
npu
nem P
Hal
roa
n4u
a
u)
U3z
aHu
s
AKT II Tad. ) )
-CIIHCOK -
1) wuBH IIT Tad.
CITHCOK
oe IV Tab.



2)

10.

11.

12.

13.

14.

1)

2)

3)

4)

Ben
oMO
rare
JIbH
oe

Cpox XpaHEHUS
JEeKapCTBEHHOTO
cpencTaa

YcnoBusga
TPaHCIOPTHUPOBKHU

VYcnoBus XpaHCHHUA

Hpe[[.]'[al“aeMLIfI CPOK XpaHCHUA

mpeJiaraeMplii IEpUoJ] NMPUMEHeHHs (IOCIe MEePBOTO BCKPBITHS
KOHTeHHepa)

MpeajaraeMbelii TMepuo] NpUMEHEHUs (TOCie PacTBOPCHUS WIIH
pa3BecHNUs)

npempiara€MbI€ yCIOBUA XPaHCHUS

npeajaracMbI€ YCJIOBUA XpPaHCHUSA TII0CJIC IMCPBOro BCKPLITHUA
YIIaKOBKHU

OxpaHHBII JOKYMEHT Ha N300pETeHUE WM MOJIE3HYI0 MOJIEINb, TOBAPHBIN 3HAK (TIPH HAIMIHN)

HasBanue oxpaHHOTO Hata Cpox

JOKYMCHTa

[IpousBoxcTeo

Ne oxpaHHOroO HOKyMeHTa

BblJauu BblJauu

1) TOTHOCTHIO HA TaHHOM IIPOU3BOICTBE;
2) 4aCTUYHO Ha JaHHOM IIPOH3BOJICTBE;
3) MOJHOCTBIO HA IPYTOM MPOU3BOJICTBE

IIponsBonuTens (W) JIEKApCTBEHHOTO IpemapaTa M y4acTOK (M) MPOM3BOACTBA (BKIIOYAs YYaCTKH
MIPOM3BOJICTBA JIIOOOT0 KOMIIOHEHTa (B TOM 4YHCJE PAacTBOPHUTENS JICKApPCTBEHHOW (OPMBI), KOTOPBIH

SABJIACTCA YaCTbhIO JICKAPCTBCHHOT'O npenapaTa)

©.1.0.
Ne, nara (
npu
HaumenoBanue, U CpOK
. HaJIMY1HN)
Tun CTpaHa (Ha JIeUCTBUS . ®dakrtuye
Opuangecknii . Tenedon, s
MPOU3BOJT Ka3aXCKOM, PyCCKOM pa3pelnn CKUH .
9 azapec ¢akc, e-mail  moKHOC
UTEIs , AHTJIUHACKOM  TEeIBHOTO azapec
T b
SI3BIKAX) JOKYMEH
PYKOBOJX
Ta
UTEIs
[Ipouszso
TTUTETh
IIpennpu
SITHE-yTIa
KOBIIIHK
TepBUYHA
A
BTOpUYHA

a



5)

6)

7)

8)

9)

10)

ITpousso

TIUTENb,

OCYIIECT

BIISTFOIIN

i

KOHTPOJIb

KauecTBa

IIpounszso

JIUTENb,

OTBETCTB

€HHBIN 3a

BBIITYCK

cepui
Janubie
m o
JIULIEH3U
U Ha
TIPOU3BOJ

Hepxate CTBO,

I5 BBIIaHHO

JIMLIEH3U 51

u YIIOJIHOM
OYEHHBIM
OpraHoM
CTpaHbI
TIPOU3BOJ
ureid

Hepxate

15

perucrpa

UOHHOT

0

YAOCTOBE

peHust

3asBuTEN
JanHble

b HWIH
mo

MpeicTaB
JIOBEPEHH

UTEIbCTB
ocTu

0

Ynonuom

OYCHHOE

JIUIIO TIO

OCYIIECT

BJICHUIO

dapmaxo

Haa30pa

B

Pecniy6n

nKe

Kazaxcra

H



15. J'[a60paTopH$1 CTPAHBLI-IPOU3ZBOAUTCIIA 1O KOHTPOJIKO KadeCTBa Ipe€rnapaToB KpOBU W BaKIUWH,
OTBCTCTBCHHA 3@ KOHTPOJIb Ka4C€CTBa (BBIHYCK CepI/II/I)

1) HamMeHOBaHue naboparopuu

2)  az;pec MecTa OCYILECTBIICHUS ACATEIbHOCTH
3) Crpana

4)  Tenedon/dakc

5) DIeKTpoHHASA MOYTa

16 V3MeHeHus, BHOCUMBIE B PETUCTPAMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA (YKa3aTh BHOCHMBIE
" M3MEHEHWUs)

Tumn n3meneHns Pemakmus 1o BHeceHUS M3MEHCHUH BHocumbie n3MeHeHUS

17. JlaHHBIE 110 JOTOBOPY Ha MIPOBEIECHUE IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB
1)  Ne norosopa

2) Jlara 3akmroucHUS

3) Cpok neicTBus

18. CyOBeKT, OCYIIECTBIIONINN OIIATY 32 MIPOBEACHUE SKCIIEPTU3EI

1) HaumenoBanue

2) Crpana

3) Opunuyeckuit anpec

4)  ®daxTHyeckuii agpec

5) @.M.0. (npu HaIMYMH), TOIHKHOCTD PYKOBOIUTEIIS

6) Tenedon
7) dakc
8) e-mail

9) busHec-uACHTUOUKAIIMOHHEBII HOMEP

10) HWuauBunyanbHbIA HACHTH(OUKAIIMOHHBIA HOMED
11) bank

12) PacueTHbIl cueT

13) BanroTHBII cUeT

14) Kog

15) baHKOBCKHIA HICHTH(PUKAIIMOHHBIH KOJI

3asBUTEID:

lapaHTHpYIO: TOCTOBEPHOCTH MH(OPMAIMK PETHCTPALIOHHOTO J0Che, HE HAPYIIATh MCKIIOUYNTEIHHBIX MPaB

TPETPUMH JIMIAMH Ha W300pETEHHE WM IOJIE3HYI0 MOJIENb, aJleKBaTHOCTh NEPEBOMOB METOIUK KOHTPOJISI

Ka4eCTBa, WHCTPYKLHUH 0 MEAWIMHCKOMY IPHUMEHEHMIO JEKapCTBEHHOTO CPEICTBA; MPEICTAaBUTh 00Pa3Lbl

JIEKapCTBEHHBIX CPEJCTB, CTAHJAPTHBIE 00pa3llbl JIEKAPCTBEHHBIX CYOCTAHIMI U MX NpUMeceil B KOJIMYeCTBax,

JOCTaTOYHBIX JJISI TPEXKPATHOTO aHAJIN3a, CleNU(UIECKUE PEareHThl, paCXOIHbIe MaTepHabl, IPUMEHSIEMbIE

IIPY IPOBEACHUH UCTIBITAaHNUH JICKAPCTBEHHBIX CPE/ICTB (B NCKITIOYUTENBFHBIX CIydasX U Ha YCIOBHIX BO3BpaTa), a
TaKXKe UX COOTBETCTBUE HOPMATHBHBIM JOKYMEHTaM, NIPEICTABIAEMBIM Ha PETHCTPALIUIO.

O06s13y10Cch c000IMAaTH 000 BCEX M3MEHEHUX B PETHCTPALIIOHHOE JJOChE, A TAKXKE IPEJICTABIATh MaTepHalIbl IpU
00HapyKEHUH HEXKEJNATEIbHBIX PEaKIHi MPH MPUMEHEHHH JIGKAPCTBEHHOTO CPE/ICTBA, PaHEEe HE yKa3aHHBIX B

HMHCTPYKIHHU 0 MEIULUHCKOMY IIPUMEHEHUIO.

Jlara
@®.1.0. 1 T0IDKHOCTh OTBETCTBEHHOT'O JIMIIA U 3asIBUTEIIS

ITonnuce



IIpunoxenue 6
K [IpaBunam BpeMeHHO
TOCYAAapCTBEHHON PETUCTPALINH

BaKI[H IIPOTUB KOPOHABUpYcCa
COVID-19

Caocka. IIpaBuna gomoaHEHBI MPHIOKEHUEM 6 B COOTBETCTBHHU C IMOCTAHOBJICHHEM
ITpaButensctBa PK oT 15.04.2021 Ne 244; ¢ u3MeHEeHUsIMU, BHECEHHBIMM MOCTAHOBJICHUEM
[IpaButensctBa PK o1 17.08.2022 No 566 (BBOAMTCS B AEHCTBHE CO JHSA €r0 MEPBOTO

O0(HUIIMATIEHOTO OITyOTMKOBAHUS).
®opma

Hepeqem. HBMCHCHIIﬁ, BHOCHMBIX B PCTHCTPAITHOHHOC JOCHC BAKIIUHBI

A. AIMUHUCTPaTUBHbBIC U3MEHEHHUS

A.1 U3meHenue Ha3BaHus U (Uiu) aapeca
JoKyMeHTBl U

nepKaTes €TUCTPALlHOHHOTO VcnoBus IIpouenypa
p P p JIaHHBIE P P

YIOCTOBEPEHUS

a) JOepXarelb  PErHCTPAMOHHOTO 1 L2 IA

YIOCTOBEPEHHsI HE MEHSIETCS ’

0) cMeHa JepsKaTellss PErHCTPAlOHHOTO

) AeP perietpa 2,3, 4 IB

yIOCTOBEPEHHUS

YcnoBus

1. lep>xaTeneM perucTpaiioHHOTO YAOCTOBEPEHHUS SIBIISETCS IOPUANIECKOE JIUIIO.

JoxymeHTtanus

1. JIOKyMEHT yIOJIHOMOYEHHOT'O OpraHa JIM0O0 yIoJIHOMOYEHHOM opraHu3anuy (HarpuMep, HaJIOrOBOTO OpraHa),
B KOTOPOM yKa3aHbl HOBOE Ha3BaHHE WIIH ajpec.

2. TlepecmorpenHast mH(pOpManus O JICKAPCTBEHHOM Ipernapare (OOHOBJIEHHAs KpaTKas XapaKTEepHUCTHKa
JIEKapCTBEHHOTO TpeTapaTa, HHCTPYKIUS [0 MEAUIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIABIIT ), MADKHPOBKA).

3. Kparkasg xapakTepuUCTHKa CHCTEMBI (hapMakoHaI30pa OT HOBOTO JEp)KaTessd PEernucTpanroOHHOTO
ynocroBeperus ([IPY) Bxirogaer cieayromnme 3IeMeHTHI:

- mHpopMmamusa o ToM, uro JIPY mMeer B cBOeM pacHOpSIKEHHH OTBETCTBEHHOE JIMIO 3a TIIOOAIBHBII
(hapmakoHaI30p;

- KOHTaKTHbIEC JaHHBIE OTBETCTBEHHOT'O JIMIIA 32 IMI00ATBHBINA (h)apMaKOHAA30D;

- pexsapanyst, noanucanHas JIPY o ToM, 94To OH MMeeT cucTteMy (apMakoHag30pa Ul BBIIOTHEHUS 3a1ad |
00513aHHOCTEN 10 MOCTPETUCTPALMOHHOMY KOHTPOIIO 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEZICTB;

- CCBUIKA Ha MECTO (aJpec), TIe XpaHUTCs MacTep-Gaiiil cucTeMbl papMaKOHAA30pa.

4. JloroBOpHBIE B3aHMOOTHOIIIEHHS MEXTy Tpon3BoanTeneM U JIPY Ha mpaBo OCYIIECTBICHHUS ACATEIEHOCTH 110
(hapmakoHaI30pYy.

A.2 M3MmeHeHue (TOProBOro) HAMMEHOBAHHUS JOoKyMeHTBl U

VYcenoBus IIponenypa
JICKapCTBCHHOTO IIperapara JIaHHBIC
JIeKapCTBEHHBIE TperapaThl 1 1,2,3,4,5 1B
VcnoBus

1. Cnez:yeT n3berarn MyTaHUIbl C Ha3BaHUSIMU CYHCCTBYIOIIUX MCEAUIMHCKUX IIpenapaToB WIN
MCKAYHApPOJAHBIM HCEIMATCHTOBAHHBIM HA3BAHUEM MHH, €CJIM HaMMCHOBAHUC OGHIerI/IHHTOG, HU3MCHCHHC
JOJIDKHO OBITh MMPOU3BCJACHO B CJICAYIOLICM IOPAAKE: OT 06H.[erI/IH$ITOI'O Ha3BaHHUA K q)apMaKOHeﬁHOMy HUIHn K
MHH

JoxymMeHTanus

1. MoTtuBHpoBaHHOE 000CHOBaHUE HEOOXOMMOCTH U3MCHCHHUS Ha3BaHUS Iperapara.



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 MpernapaTa, OCTAINCh 03 H3MEHEHHSI.

5. BenoMocTh HM3MEHEHHH K YTBEPXIACHHOMY HOPMATHBHOMY JOKYMEHTY I10 KOHTPOJIO Ka4yecTBa M

6e3omacuoctu JIC.

A.3 H3MeHeHne HauMEHOBaHHS aKTUBHOI
JoKkyMeHTBl U

¢apmaneBTHYECKOM cyOcTaHIMM WM YCIIOBHSA
JTaHHbIE

BCIIOMOI'aTCJIbHOI'O BEIICCTBA

[Ipouenypa

1 1,2 1A

YcmoBus

1. (DapMaIleBTI/I"IeCKaSI Cy6CTaHHI/IH 1 BCIIOMOTI'aTCJIBHOC BCIICCTBO HC UBMCHSACTCA.

JoxymeHTanus

1. CeupmerennscTBo BeemupHo#t oprann3annu 3npaBooxpaneHus (mamee — BO3) 00 yTBepKICHUH WM KOIHS
HEepeUHs] MEKAYHAPOAHOTO HEMAaTEHTOBAaHHOTO HAMMEHOBAaHUA. EciM NMpUMEHMMO MOATBEPXkAEHHE TOTO, YTO
n3MeHeHne cooTBeTcTByeT locynapctBenHoit ®dapmakomee Pecmy6nmku Kaszaxcran. [lekmaparus, d9To
HaMMEHOBAaHHE PACTHTENBHBIX JIEKAPCTBEHHBIX IPENapaToB PAaCTHUTEIBHOTO MPOMCXOXKICHHUS COOTBETCTBYET
nokymeHtaMm Pecrybnmkn Kasaxcran.

2. [lepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

A.4 V3meHenune Ha3BaHWA U (WJIH) ajpeca:
NpOM3BOAUTENS  (BKJIIOYas,  €CIHU
MMPUMEHUMO, IUIOMIAAO0OK IIO0 KOHTPOJIO
Ka4yecTBa) WM JAepkaTtensi mactep-¢aitna
AKTHBHOMW (hapMalneBTHYECKOH cyOcTaHIuy (
nanee — MOA®C), wim mocTaBIIHKa
aKTUBHOHU (papMarieBTHUECKOW CyOCTaHIINH,

HUCXOIOHBIX MAaTEepPHANOB, PEaKTHBOB WU
JoxyMeHTsl U

JaHHBIC

MPOMEXYTOUHBIX MPOOYKTOB, Ycnosus IMpouenypa
UCIIOJIb3YEMBIX B IIPOM3BOJICTBE aKTUBHOM
(dapmaneBTHUECKO cyOcTaHuuu (eciu
yKa3aHO B TEXHHYECKOM JIOCHE), €CIIH B
pPETUCTPalMOHHOM JIOChE OTCYTCTBYIOT
ceprudukatel coorsercTBus Ph. Eur., wm
IPOU3BOAUTENS HOBOTO BCIIOMOTATEIBEHOTO
BeIlleCTBa (€CIM YKa3aHO B TEXHUYECKOM

JIOCHE)
1 1,2,3 1A

YcnoBus

1. HpOI/BBOZ[CTBeHHaS[ Iionrajika 1 HA oAHa U3 NpOnu3BOJACTBCHHBIX onepaunﬁ HC U3MCHACTCA.

JoxymeHTtauus

1. JIokyMEHT OT YIIOJHOMOUYEHHOTO OpraHa (HampuMmep, HaJOTOBOTO OpraHa) JHOO YIOJIHOMOYEHHOU
OpraHU3aliHy, B KOTOPOM YKa3aHbl HOBOE Ha3BaHUE U (WJIK) ajpec.

2. [NompaBka K COOTBETCTBYIOMIEMY (M) pa3aeiy(aM) Tocke.

3. [Ipu u3meneHnu HazBaHus nepxkarenss MOADC — oOHOBIIEHHOE pa3penicHre Ha JOCTYII.

A.5 N3meHenue Ha3BaHus U (MIW) agpeca

MIPOU3BOIUTENS JIEKAPCTBEHHOTO MIpernapara, JIOKyMeHTBI |
YcaoBus

BKJIIOYas BbIMTYCKAOMIUC TIUIOIIAAKH U JaHHBIC
TJIOMIAAKH IO KOHTPOJIIO Ka4€CTBa

[Ipouenypa



a) JelcTBUs, 3a KOTOpBIE OTBEYaeT | 1,2,3 IA
MIPOU3BONTEN (MMIIOPTEP), BKIIOYAIOT
BBIITYCK CEpui

6) neificTBUA, 3a KOTOpHIE OTBEYaeT
MPOU3BOAUTEIL/UMIIOPTEP, HE BKIOYAOT | 1,2,3 1A
BBIITYCK Cepuil

YcnoBus
1. Her um3MeHeHHs B MPOU3BOJICTBEHHOM IIpomecce, (PaKTHIECKOM MECTE PAaCIOIOKECHHS ILIOIIAIKH,
HOPMAaTHUBHOM JIOKyMEHTE 110 KOHTPOJIIO KaueCTBa M 0€30MaCHOCTH JIGKAPCTBEHHOTO CPEICTBA.

JoxymeHTtauus

1. Konus ucnpaBieHHOTo pa3penieHus: Ha MPOU3BOACTBO (IIPU HAIMYWH) WM JIOKYMEHT OT YIOJIHOMOYEHHOTO
opraHa Jim0o yIoJIHOMOYEHHOH OpraHu3aIiy, B KOTOPOM YIIOMHHAETCSl HOBOE Ha3BaHME M (WIIN) ajapec.

2. Ecnn mpuMeHHMO, TOIpaBKa K COOTBETCTBYIOLIEMY(MM) paszeny(am) J0Chbe, BKJIIOYas NepeCMOTPEHHYIO
HH(OpPMAIHIO O JEKApCTBEHHOM Iperapare.

3. OOHOBIIEHHasT KpaTKas XapaKTepUCTHKA JIEKAapCTBEHHOTO Ipernapara, MHCTPYKIUS 10 MEAUIMHCKOMY
TIPAUMEHEHHIO (JINCTOK-BKIIA/IBIII), MAPKAPOBKA.

NU3menenne xona
aHATOMO-TEpaneBTUY

Tpebyema
A.6 ecko-xuMuueckor ( YcmoBus :K }; Ma & Bun npouenypst
MCHTAaI s
namee — ATX) HOKY H
KI1accu(UKaIun
1 1,2 1B
YcmoBus

1. U3smenenue Bcaenctsue yreepxacHus nin usmeHenust BO3 koga ATX.

JoxyMmeHTanus

1. CeuzerensctBo BO3 00 yTBepKIeHUN WM KOTUS TiepedHs koaoB ATX.

2. TlepecmoTrpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (OOHOBIEHHAs KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO TIpernapara).

HUcknrouenue
MIPOU3BOJCTBEHHON
TIoManku (B TOM
quciie A1 aKTUBHOU
(dapManeBTHISCKON
cybcTaHnuy,
MPOMEKYTOUHBIX
MPOAYKTOB,
JIEKapCTBEHHOTO
nmpemnapara,
YIMaKOBIIHKA,

A7 MPOU3BOIUTEA, VYeaoBust
OTBETCTBEHHOTO 3a

Tpebyemas Bun npouenypst
JOKYyMEHTAIHS
BBIIYCK  CEPUH,

KOHTPOJISI KauecTBa

cepuit Uiy

MOCTaBUINKA

HCXOJHOTO

MaTepuasa, peakTuBa

uau

BCIIOMOTATEIILHOTO

BemiecTBa (eciu

YKa3aHBI B IOCHE)



1,2 1,2 1A
VYcnoBus
1. Ocraercs He MeHee OJHOW paHee OJOOPEHHOW MPOW3BOACTBEHHON INUTOIIAIKH/TIPOU3BOIUTEIS,
OCYIIECTBIAONICH Te ke (YHKIMH, 4TO M HoJuIekammue uckiodeHuto. Ecnin nmpumenmmo, B PecmyOnmke
Kazaxcran ocraercsi o MeHbIIEH Mepe OAMH NMPOU3BOJIUTENb, OTBEUAIOIINI 32 BBIYCK CEpPHUH, CHOCOOHBIH
CepTU(DHUIMPOBATH HCIIBITAHKUE MIPOIYKTA B IENIAX BHIMyCKa cepuii B PecyOmuke Kazaxcras.

2. UckirouyeHre He SBIIIETCS CJICACTBUEM KPUTHUYCCKUX HEAOCTATKOB IMTPOU3BOACTBA.

JoxymeHTanus

1. B ¢hopme 3asBneHHUS O BHECCHHH H3MEHEHUI HEOOXOIUMO YETKO 0003HAYHTH "TeKymux" u "mpeiaraeMoix"
MIPOM3BOANTETICH, TEPEUNCICHHBIX B 3asBIICHUN O PETHCTPALHH.

2. IlompaBka K COOTBETCTBYMOLIEMY(MM) pa3zeny(aM) I0Che, BKIIOYas MEPECMOTPEHHYI0 HH(POPMALHUIO O
JIEKapCTBECHHOM TIpernapaTe.

A.8 U3MmeHeHuMe JaThl ayauTa [and

BepuduKanuu COOTBETCTBUS
MIPOU3BOJUTEIS aKTUBHOM Tpebyemas
N VYcnosus Bun npouenypst
(apmaneBTHyeckoi cyoctanumy [IpaBumam JOKYyMEHTAIHS
HaJyuleKallell Ipou3BOJCTBEHHONW MPAKTUKHU
Pecrry6nmuku Kazaxcran
1 1A

JoxymeHTanus

1. IIuceMeHHOE TOATBEPKICHNE IMPOU3BOIUTENS JEKApCTBEHHOIO IIperapaTa, CoJepiKallee yKa3aHHE O
Bepu(UKalMKU COOTBETCTBUSI MPOU3BOJAUTENS aKTUBHOW (QapmaineBTuyeckoi cyocranuuu [lpaBunam
Ha/JIekaliei mpon3BoACTBeHHOMN npakTHku Pecrry6nuku Kazaxcran.

b. I3meHeHnus kauecTBa
b.I AxtuBHas dapmaneBTUYeCKas CyOCTaHITUS
B.1. a) mpou3BoCcTBO

b.l.a.l  H3meHenue
MPOU3BOAUTENSI UCXOIHOTO
MaTepuala/peakTuBa/
IPOMEKYTOUYHOTO
MPOJYKTA, HCHOJIB3yEMOro
B IIpoLieCCe MPOU3BOJCTBA
AaKTUBHOMH
(hapManeBTHIECKON
cyocranmuu (ADPC), umu
U3MEHEHHE MPOU3BOAUTEINS
A®C (Bkmiouas, ecin

YcnoBust Tpebyemast nokymenTamust Bun mpoueaypsl

MIPUMEHNMO, IUIOMAIKHU TI0
KOHTPOJTI0 Ka4ecTBa), eCIH
B PErUCTPALIMOHHOM JI0ChE
OTCYTCTBYET cepTH]UKaT
COOTBETCTBHUA
Esponeiickoit dapmakomnee

a) npeaiaraeMblit
NPOU3BOHUTEIb
NPHUHAIICKUT K TOH Ke
(apManeBTHYECKON

1,2,3 1B



rpymnme, 4To u
0on00OpeHHBIH
MIPOU3BOAUTEIH

6) BHeceHHE HOBOTO
MPOU3BOIUTEINS aKTHBHOMN
(apManeBTHYECKON
cybcTaHIINH,
obocHoBarnHO MOADC

B) npejagaraeMblit
MpPOU3BOJHUTEIb
HCTOJB3YET  pPE3KO
OTJIUYAKOIIUNACSI CIOCO0
CHHTE3a WU YCIOBHUSA
MPOU3BOJCTBA, KOTOPHIC
MEHSIOT Ba)XHBIE
MmoKazaTeln KadyecTBa
AKTUBHOMH
(hapmaneBTHUECKOM
cyOcTaHINM, TaKWe Kak
Ka4eCTBCHHBIM H (WJIH)
KOJIMYECTBEHHBIN TPOQIIIH
npuMeceit, TpeOyommi
KBAIM(UKALIUK, WA
(hHU3UKO-XUMUIECKIE
CBOMCTBA, BIIMSAIONINE Ha
OMOOCTYIHOCTD

T') HOBBII NPOU3BOJUTEND
Marepuana, TPeOyIOIIero
OLEHKH  BHPYCHOH
OezomacHOCTH W (WUIH)
pucka TpaHCMUCCHUBHOU
rybuaroii sHuedanonaTuu
(manee — TT'D)

JI) ©3BMEHEHHE 3aTparuBaet
OHOJIOTHYECKYI0 aKTHBHYIO
(hapMaIreBTHIECKYIO
cyOCTaHIHIO UITH
MCXOIHBIH Marepuan/
PEaKTUB/TIPOMEKY TOUHBIH
NPpOAYKT,
HUCIOJB3YIOIMICS B
MPOU3BOACTBE
OHMOJIOTHYECKOTO/
HMMYHOJOTHYECKOTO
JICKapCTBEHHOTO
mpemnapara

€) HW3MEHEHHE TMOopsAaKa
KOHTpOJISL ~ KayecTBa
AKTUBHOM
(apManeBTHYECKON

Cy6CTaHLII/II/IZ CMeHa Wi 2, 4

no0aBiieHrEe IUIOIIAAKN, HA
KOTOpPOHM OCYILECTBISAETCS

1,2,3,4,5,6,7,9

II

II

II

II

1B



KOHTPOJIb/UCIIBITAHNE L5
cepuii

’)K) BHECEHHE HOBOTO
MPOU3BOJIUTEIST AKTUBHOM
(hapmaneBTHYECKOM
CyOCTaHIINN, He UMEIOTIeH
M®A®PC u Ttpebyromeit
CYIIECTBEHHOTO
OOHOBIECHUSA
COOTBETCTBYIOIETO
pasziena J0Cke IO
AaKTUBHOH
(hapmaneBTHYECKOM
cyOCTaHIIH

3) BKJIIOUYEHUE
albTEepHATUBHOU
MaomanaKu mno
CTEPWIIN3AIA aKTHBHOM
(hapmaneBTHUECKON
cybcraHuuu c
HCIIOJIb30BAaHUEM METO/a
T'ocynapctBenHoit
®dapmakonen Pecryonuku
Kazaxcran

. 1,2,4,5,8 B

M) BHECEHHE HOBOMH
miaomIagKu mo 2,5 1,4,5,6 1B
MUKPOHHU3AIHUU

K) U3MEHEHHUS COTJIaleHUH
M0 HCHBITAHUIM MO
KOHTPOJIFO  KadyecTBa
OHMOJIOTMYECKON aKTUBHOM
(dhapmaneBTHYECKOM
cyOcTaHIIMH: 3aMEHa WA
BKJIFOUCHHE TUIOIIA/IKH, Ha
KOTOPOH OCYIIECTBISAETCS
KOHTPOJIb/UCTIBITAHUS
cepui, BKJIOUas
Ouonoruyeckuii/
HMMYHOJOTHYICCKII/
HMMYHO-XUMHYECKHH
METO/1

J) HOBas IUIONIAJKa IO
XpaHEHUIO TJIABHOTO OaHKa
KIIETOK U (Wiu) paboumx
0aHKOB KJIETOK

1,5 B

YcnoBus

1. CrierprKanuy KCXOHBIX MAaTEPHAIOB U PCAKTHBOB (BKJIFOYAs BHYTPUIIPOHU3BOICTBCHHBIC KOHTPOJIH, METOIbI
aHalM3a BCEX MaTepHajoB) HUICHTHYHBI paHee on00peHHBIM. Crenupukanuu (BKIHOYAsA
BHYTPHIIPOU3BOJICTBEHHBIA KOHTPOJIb, METO/IBI aHATTN3a BCEX MATEPUANIOB), CIIOCOOBI MPUTOTOBIICHHS (BKITIOYast
pasMep cepum) W MOAPOOHBIH croco0 CHHTE3a MPOMEKYTOUYHBIX MPOAYKTOB M aKTHBHBIX (papMaIleBTHUCCKUX
CyOCTaHITNI HICHTUYHBI paHee OA0OPCHHBIM.



2. AxTtuBHas QapmaneBTHUYECKas CyOCTaHIMS HE SBISETCS OHWOJIOTHYECKOH/ MMMYHOJOTMYECKOHW WM

CTEPUIIbHOMN.

3. Eciu B mpouecce Nporu3BOACTBA UCTIONB3YIOTCS MaT€pHaibl YEIOBEYECKOTO WU JKUBOTHOTO MIPOUCXOKIECHHUS,
MIPOU3BOJUTENb HE HCIOIB3yET HOBOTO MOCTABIIMKA, B OTHOMIEHHH KOTOPOTO TpeOyeTcsl OIeHKa BHPYCHOMH
6e3omacHocTH U cooTBeTcTBHE [ OocymapcTeenHoi @apmakornee Pecryonmku KasaxcTan mo MUHAMH3ALNAN pUCKa
nepefayyl areHTOB ry0uYaToil >HIE(ATONaTHH XKUBOTHBIX IIOCPEICTBOM JIEKapPCTBEHHBIX IPENapaToB M

MEANIUHCKOI'O U BETCPUHAPHOT'O ITPUMEHCHUA.

4. Tpancdep MeToa co CTapol Ha HOBYIO IUIOIIAIKY IPOU3BEEH YCIIEIIHO.

5. Crnenudukanus Ha pa3Mep YacTHI[ aKTHBHOW (apMaleBTHYECKOW CYOCTaHIIMM M COOTBETCTBYIOIIHUN

aHAJTUTHUYECKUI MCTOA HC U3MCHSAIOTCA.

JoxymeHTanus

1. Ecin mpuMeHnMo, ToTIpaBKa K COOTBETCTBYIOIIEMY(MM) paszeiny(aM) JoChe.

2. Nexmapanus JPY wmn nepxarenst MOADC cooTBETCTBEHHO, YTO MPOLEAYPHI KOHTPOJIA Ka4ecTBa CIiocoda
CHHTe3a (WM JUIS PacTUTENBHBIX JIEKAPCTBEHHBIX IPENapaToB COOTBETCTBEHHO): METOJA MPUTOTOBJICHUS,
reorpa(gpuyeckoro MCTOYHHMKA, MPOM3BOJCTBA PACTHTENBHOW (hapMareBTUYECKOH CyOCTaHIMM M Mpolecca
IPOU3BOACTBA) U CIIELU(HUKALMN aKTUBHON (hapMalleBTHYECKOH CyOCTaHIIMU M UCXOAHOTO MaTepHuaia/peakTusa/
MPOMEXYTOYHOTO IMPOAYKTa B TpOIEcce MPOM3BOJCTBA aKTHBHOH (hapManeBTHYecKoil cyOcTaHimu (eciu
NPUMEHUMO) HE OTIINYAIOTCS OT paHee 0100pEHHBIX.

3. JIubo ceprudukar cootBercTBUsi EBpormeiickoit ®apmakonen no TI'D pis j1r000r0o HOBOI'O HCTOYHUKA
Marepuaia, JImOo (eciiM NMPHUMEHUMO) JOKYMEHTAJIIbHOE TOATBEP)KAEHHE TOrO, YTO MCTOYHHK MaTepuala,
nosBepxkeHHbI pucky TI'D, paHee mccienoBaics YNOIHOMOYEHHBIM OPraHOM; M OBUIO MOJTBEPXKICHO €ro
cootBercTBue ['ocynmapcrBenHoit @apmakonee PecryOmmkm Kaszaxcran mo MHHMMH3AIMM pHCKa TEpenadd
areHToB Ty04aToil 3HIE(ATONaTHH KUBOTHBIX IOCPEACTBOM JIEKAPCTBEHHBIX MIPENapaToB ISl MEAUIIMHCKOTO 1
BETEpPUHAPHOTo NpuMeHeHus. HeoOXoauMo MmpeAcTaBUTh CIEIYIOIINE CBECHUS: Ha3BaHUE IIPOU3BOIUTENS; BU
JKUBOTHBIX M TKaHU, U3 KOTOPBIX MOIy4eH MaTepHaj; CTpaHa MPOUCXOKACHUS )KUBOTHBIX, €r0 UCIOJIb30BaHNUE U
MPUEMIIEMOCTD B IIPOIILIOM.

4. lanHble aHami3a cepuit (B (hopMaTe CpaBHUTENBEHON TaOJIHIIBL), 0 MEHbIIEH Mepe, IBYX cepHid (110 MEHbILEH
Mepe, ONBITHO-IPOMBIIIJICHHBIX) aKTUBHON (apMaleBTHYECKOH CyOCTaHIMHM OT TEKYIIMX M IpeJlaraeMbIX
MTPOM3BOANTEIIEH/TUTOMIA IOK.

5. B dopme 3asBeHns 0 BHECEHNN N3MEHEHHH HEOOXOIMMO 4eTKO 0003HAUNTh "TeKymux" U "mpeaiaraeMpix”
MIPOM3BOANTENEH KaK yKa3aHo B pazzene 2.5 GOpMEI 3asBICHHUS.

6. Ecin akTnBHas (apmaneBTHUYeCKasi CyOCTaHIMS MCIIONb3YEeTCsl B KaUeCTBE HCXOJHOTO MaTepralia, JeKapamnus
KBaJTM(HUIIMPOBAHHOTO JINIA KaXXJIOTO JepKaTels JIMICH3UH Ha IPOWU3BOJACTBO, YKAa3aHHOTO B 3asBICHUH, U
KBaJM(HUIMPOBAHHOTO JIMIA KaKIOTrO AeprKaTeisl JUIEH3WH Ha IPOU3BOACTBO, YKa3aHHOTO B 3asBICHUH B
KayecTBe OTBETCTBEHHOT'O 3a BBINYCK cepuil. B mekmaparusax HEoOXOAMMO yKas3aTk, YTO MPOMU3BOIAUTEIH(U)
aKTHBHOMW (hapMalleBTUYECKOW CyOCTaHIMH, YKa3aHHBIN(€) B 3asBJICHUH, OCYIIECTBISET(IOT) CBOIO eI TEILHOCTD
B cooTBeTcTBHH ¢ [IpaBunamu Hauiexaiei mpon3BoACTBEHHOM npakTuky Pecryonnkn Kasaxcran B oTHOIIEHHN
HCXOJHBIX MaTepHaioB. [Ipu ompeneseHHBIX 00CTOSATENBCTBAX JOMYCKACTCS MPECTaBISATh OJHY JICKJIAPAIHIo (
CM. IpuMedaHue K m3meneHuro b.11.6.1).

7. T'apanTniiHoe MUCHMO (NP HEOOXOIMMOCTH) MPOM3BOJHUTENS aKTHBHOMW (hapMameBTHUECKON CyOCTaHINH
JOJDKHO OIOBENIaTh JAEP)KaTeNsl PETUCTPALMOHHOTO YAOCTOBEPEHHS O JIOOBIX M3MEHEHHAX Ipolecca
MPOU3BOJICTBA, ClICIN(UKALNI U AaHATUTUIECKUX METOIUK aKTUBHON (papMarieBTUYECKOH CyOCTaHIINK.

8. IloaTBepkAEHHE TOTO, YTO MpearaeMas IUIOIAAKa IOJDKHBIM 0Opa3oM JIMIIEH3WPOBaHA B OTHOIICHHH
paccMaTpuBaeMoi JIeKapCTBEHHOI (hOPMBI, JIEKapCTBEHHOT'O Nperapara Uil IPOU3BOICTBEHHOI! oneparuy.

9. CpaBHuTenbHbIC aaHHbIC (B (opMe TaOJHUIBI) CIIOCOOOB CHHTE3a W CHeHM(DHUKAIMKM KavyeCTBAa aKTHBHOM
(apMmareBTHUECKON CyOCTaHIIMM M MCXOJHOTO MaTepualia/peakTHBa/IPOMEXyTOUYHOrO MPOAYKTa B IIpollecce
MIPOM3BOJICTBA aKTUBHOM (papMarieBTHUECKOI CyOCTaHIIMY MPEAIaraeMoro U yTBEPKICHHOTO TIPOU3BOJUTENIS.

b.l.a.2  U3meneHus

rmporecca IMPOU3BOJCTBA

AaKTUBHOMU VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl
(hapmaleBTHYECKOM

cyOCTaHIuu



a) HEeCYLIECTBEHHOE

W3MEHEHHME Tpomecca 1,2 3.4,5 6,7 1,2,3 IB
MIPOU3BOJICTBA AKTUBHOU

(hapmaneBTHIECKON

cybcraHun

0) 3HauYMMOE W3MCHCHHE
mporecca MpOU3BOJICTBA
AKTUBHOH
(hapManeBTHIECKON
cyOcTaHIIMU, KOTOpOE
MOJXKET 0Ka3aTh - - II
CYIIECTBEHHOE BIIMSIHUE Ha
KauecTBO, 0OE30MacHOCTh
unmn  3PPEeKTUBHOCTH
JeKapCTBEHHOTO
npenapara

B) U3MCHCHHE 3aTParuBacT
Onosorndeckyo/
MMMYHOJIOTHYECKYIO
cybcTaHIHIO 701854
HCIIOJIb30BaHUE JPYTOro
BEIICCTBA, IMOJYYCHHOTO
MyTeM XHUMHUYECKOTO
CHHTE3A, npu
MPOU3BOACTBE
OMOJIOTUYECKOTO/
I/IMMyHOHOFI/IquKOFO
JICKapCTBEHHOTO
mpernapara, KOTOpoe MOXKET
OKa3aTh CYIIECTBEHHOE
BIIMSHWE Ha KadecTBO,
0€30MacHOCTh WU
3G HEeKTHBHOCTH
JIEKapCTBEHHOTO
mpernapara U He CBSI3aHO C
MIPOTOKOJIOM

T') I3MECHEHHUE 3aTParuBaeT

pacTUTEeNbHBIH

JIEKapCTBEHHBIU IIpenapar,

a UMEHHO: - - II
reorpauuecKuii HCTOUHUK

, CII0COO TPOM3BOJICTBA

WM NIPUTOTOBIICHHS

1) HeCyIIeCTBEHHOE

U3MEHEHHE 3aKpBITOM - 1,2,3,4 1B
yactu MOADC
VYcnoBus

1. HexenarenbHoe HW3MEHEHHE KAadeCTBEHHOI'O MIM KOJUYECTBEHHOTO NpPOQHIS NpHUMEced WiIH
(hU3UKO-XUMHYECKHX CBOHCTB OTCYTCTBYET.

2. Cnocob cuHTEe3a OCTaeTcs TeM K€, TO €CTh MPOMEKYTOUYHbIE MPOAYKTHI HE M3MEHSIOTCS W B IpOIECC HE
BBOJATCA HOBBIC PCAKTHBbBI, KaTaJIU3aTOPbl UJIU PACTBOPHUTEIIN. Feorpatbnqecxnﬁ HUCTOYHUK, IMMPUTOTOBJICHUEC
PacTUTENBHOTO CHIPBSI U CIIOCO0 MPOM3BOACTBA JIEKAPCTBEHHBIX PACTHTENBHBIX IIPETIapaTOB HE H3MEHSIOTCSI.



3. Cnenudukaiyy akTHBHON (papMalieBTHUECKOI CyOCTaHIIMHU 1 TIPOMEKYTOUYHBIX ITPOTyKTOB HE H3MEHSIOTCSL.
4. VI3MeHeHue MOJTHOCTHIO ONKCHIBAETCS B OTKPBITOH YacTH (dacty "3asBurens') MOADC (ecinmn npuMeHHMO).
5. AkTuBHas apManeBTHUECKast CyOCTaHILIUS HE SBISIETCSI OMOIOrMYECKOM/ MMMYHOJIOTMYECKON CyOCTaHIEeH.
6. V3MeHeHue He 3arparuBaeT reorpaMuecKkuii UCTOYHHUK, CIOCOO0 MPOM3BOJCTBA WM HPUTOTOBJICHUS
JIEKapCTBEHHOTO PaCTUTENILHOTO Ipenapara.

7. I3meHeHue He 3aTparuBaeT 3akpbITod yuactu MOADC.

JoxymeHTanus

1. ITompaBka K COOTBETCTBYIOLIEMY (MM) pa3zieny (aM) JOChe, BKIFOUas IPSIMOE CPaBHEHHE TEKYIIEro M HOBOTO
TIPOIIECCOB.

2. lannble aHanm3a cepuii (B popMaTe CpaBHUTEIHHON TaOIHIIBI), IO MEHBIIEH Mepe IBYX cepuil (T10 MEHBIIEH
MEpE ONBITHO-TIPOMBIIIIEHHBIX ), TPOU3BEACHHBIX C TIOMOILBI0 0Z00PEHHOTO U MPEIaraeMoro IpoLECcCoB.

3. Konmnu yTBep>KACHHBIX CIIEI(PHUKAINN aKTHBHOH (hapMarieBTHIECKON CyOCTaHITIH.

4. Hexnapaums HAPY wmm gepxkatenss MOPADC cooTBETCTBEHHO, YTO H3MEHEHHE KAadeCTBEHHOTO M

KOJIMYECTBEHHOTO NMPOQHIL NpUMeced MM (U3UKO-XMMHUYECKHX CBOHCTB OTCYTCTBYET, CIIOCOO CHHTE3a,

crienuQUKayu akTUBHON (papMalieBTUUECKOI CyOCTaHIIMU U IIPOMEKYTOUYHBIX MTPOIYKTOB HE U3MEHSIOTCSL.

k b.1.a.2.0) Iloxg 3HaYMTENHHBIMH HM3MEHEHHSMH aKTHBHBIX (hapMaleBTHYECKUX
cyOCTaHIMIl, TMONYy4YEHHBIX IYTEM XHMHYECKOTO CHHTE3a, IOJPa3yMEBAIOTCA
M3MEHEHHUs Crocoda CHHTE3a WM YCIOBHH NPOM3BOJACTBA, KOTOPBIE CIIOCOOHEI

IIpumeuanue M3MEHUTh Ba)KHBIC NIOKA3aTeH KayeCTBa aKTHBHOM (hapMalleBTHYECKOil cyOCcTaHIIMN
, TaKMe KaK KadyeCTBEHHBbIH M (MJIM) KOJMYECTBEHHBIH NpOQHIL NpUMECcEeH,
TpeOyIOmUH KBaTU(QHUKALUK, WIH (U3NKO-XUMHUYECKHE CBOWCTBA, BIUSIONINE Ha
OMOIOCTYITHOCTb.

b.l.a.3 H3menenwme
pasMmepa cepur (BKIIIOUas
JTUAMa3oHbl pa3Mepa Cepuu
) AaKTUBHOH
(hapMaineBTHYECKOM
cybcTaHIUH HIIH
MPOMEXYTOYHOTO
MPOAYKTA, UCIIOIB3YEMOI0

Ycnosus TpeOyemast nokymeHTauuss Bun nponenyps

B IIpOIIeCCe MPOU3BOJICTBA
AKTHBHOMU
(apManeBTHYECKON
cyOCTaHIIH

a) YBEIMYECHHE pa3zMmepa

cepuu BIUIOTH 110 10 pa3 mo

CpPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1B
3aperuCTPUPOBAHHBIM

pa3mepom

0) 10-xpaTHOE
pa3yKkpylHeHHe

1,2,3,4,5 1,2,5 IB

B) HW3MeHeHHe Tpedyer

aHaJHM3a COMOCTaBUMOCTH

O6uosioruyeckou/

UMMYHOJIOTHYECKOU - - II
AKTUBHOH

(apManeBTHYECKON

cyOCTaHIIH

T) yBEIHYEHHE pa3Mmepa
cepuu Oosee 10 pa3 mo
CpaBHEHUIO c



3apEruCTpUPOBAHHBIM 1,2,3,4
pasmepom

1) yBeJIuueHue/
yMEHblIIeHHe MacmTaba
OpOU3BOACTBA
OGuosoruyeckoit/
HMMYHOJOTHYECKO
AKTHBHOM - 1,2,3,4 1B
(hapManeBTHIECKON
cyOcTaHIIUM 6e3
U3MEHEHHsSI Tpollecca
MPOU3BO/ICTBA (HAIIPUMED,
IyOJIMpOBaHNE JTHHUH )

YcnoBus

1. Bce n3MeHEHHS METOIOB IIPOU3BOACTBA 3aTPAarMBAIOT JIMIIL HEOOXOAMMBIE Ul YKPYIHEHUS WIIH
pa3yKpyIHEeHHs, HallpUMep, HCIOIb30BaHNue 000PYA0BaHUS JPYroro pasmepa.

2. Heo06xoauMo TNpeACTaBUTh Pe3yibTaThl MCHBITAHUI COTJACHO cleHu(UKanUiM, HE MEHee ABYX CepHi
IpeuIaraeéMoro pa3mepa CepuH.

3. PaccMmarpuBaeMblii JIEKapCTBEHHBIH Ipemapar He SBISETCS OHOJOrHYECKUM/UMMYHOJOTHYECKUM
JIEKaPCTBEHHBIM IIPETIapaTOM.

4. I3MeHeHre He BO3JICHCTBYET HeXeaTelIbHBIM 00pa30oM Ha BOCIPOU3BOIUMOCTS IPOIIecca.

5. U3Menenue He JOJIXKHO OBITh CJICACTBUEM HCHIPCIABUICHHBIX CI/ITyaL[Plﬁ, BO3HUKIIUX B XOJ€ MPOU3BOACTBA,
VI HapyIeHUs CTaOMIIbHOCTH.

6. Cnenudukanyy akTHBHON (papMalieBTHUECKOi CyOCTaHIIMHU/TIPOMEKYTOUHBIX MPOIYKTOB HE N3MEHSIOTCH.

7. AkTuBHas (apMaLeBTHYECKas CyOCTaHIIMS HE SIBIISIETCS] CTEPHIIBHOM.

8. Pa3mep cepum Haxonsarcs B mpexerne 10-kpaTHOTO AMana3oHa pa3Mepa CEepHUH, NMPEeAyCMOTPEHHOTO MpH
perucTpalyy, WK I0cie MOCIEAYIOMEro N3MEHEeHN S, He SIBIISBIIETOCs n3MeHeHHeM [A tumna.

JoxymeHTanus

1. TTommpaBKa K COOTBETCTBYOIIEMY(MM) pa3aerry(am) Jocke.

2. Homepa cepuil, HCIIBITAHHBIX CEPUI UMEIOT IPEIaraeMblii pa3Mep CepHH.

3. Jlannblie aHanuza cepuii (B Gopmare cpaBHUTENBHOI TaOIMIBI), IO MEHBIIEH Mepe OIHOM MPOMBIIUICHHOH
cepuu aKTHBHOHN (apMameBTHYECKOH CyOCTAaHIIMM WJIM HPOMEXYTOYHOTO MPOAYKTa COOTBETCTBEHHO,

MIPOM3BEICHHON B YTBEP)KIEHHOM M IIpeiaraeMoM pasmepe. [1o 3ampocy HeoOX0IMMO MPEACTaBUTh JAHHBIE 110
CIIEIYIOLINM JIBYM IIOJIHBIM ITPOMBIIIUIEHHBIM CEpHUsAM; AepKaTeslb 00s3aH COOOLIUTh, €CIH Pe3yIbTaThl aHATIH3a
He yKJIaJIbIBAIOTCS B ClICHU(UKALNIO U TIPEIUIOKUTD TUIaH ACHCTBUIA.

4. Komuu onoOpeHHBIX crnenupuKaluii akTUBHOW (apMaleBTHUECKOW cyOcTaHIMU (M TPOMEKYTOUYHBIX

MPOJYKTOB, €CIIM IPUMEHHMO).

5. Hexnapamus IAPY wnu nepxarens MOADC coOTBETCTBEHHO, YTO BCE M3MEHEHUS METOJIOB MPOU3BOACTBA
3aTparuBalOT JIMOIb HEOOXOJUMBIE il YKPYIHEHHUS WIM pa3yKpylHEHUs, HamnpuMep, HCIIOJIb30BaHHUE

00opynoBaHMs APYroro pasMmepa; M3MEHEHHE HE BIIMSET HEKeJaTeJIbHBIM 00pa3oM Ha BOCIPOWU3BOANMOCTD
TIpoIiecca; N3MEHEHHE HE SIBISIETCS CIEACTBIEM HENPEABUACHHBIX CUTYAINH, BOSHUKIINX B X0JI€ MPOM3BOICTBA,
WM HapYUICHUSI CTa0MIIBHOCTH; CIICHU(HUKAIINA aKTHBHOHN (hapMaIleBTHUECKON CyOCTaHITUI/TIPOMEKYTOIHBIX
MPOJYKTOB HE U3MEHSIOTCS.

b.l.a.4  U3meHenue

BHYTPHIIPOU3BOJCTBEHHBIX

HCIBITAaHUN UK KPUTEPHUEB

MIPUEMIEMOCTH,
Ycnosust TpeOyemast nokymeHnTanus Bun nponenyps

UCITONB3YIONIUXCS  MPH

IIPOU3BOJCTBE AKTUBHOM

(apManeBTHYECKOM

cyOCTaHIIH



a) yKECTOoueHHe 1,2,3. 4 1.2 IA
BHYTPHIIPOU3BOJICTBEHHBIX

KPUTCPUCB MPUCMIICMOCTH

0) nmoOaBieHHWE HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX

. 1,2,5,6 1,2,3,4,6 1A
UCTIBITAHUHN WU KPUTCPUCB
MIPUEMIICMOCTHU
B) HCKIIOYCHUE
HE3HA4YUMOTIO 1, 2’ 7 1’ 2, 5 A

BHYTPUIIPOU3BOACTBEHHOT
O HUCIIBITAHUS

T) pacmupeHue

0n00pEeHHBIX

BHYTPHUIIPOU3BOICTBEHHBIX

KPUTEPHEB MPUEMIICMOCTH,

KOTOpPBIE CYIIECTBEHHO II
BIUSIOT Ha COBOKYITHOE

Ka4yecTBO aKTHBHOU

(hapmaneBTHUECKON

cybcTaHun

) HUCKIIOYECHHUE
BHYTPHITPOU3BOJCTBEHHOT
O HCTBITAaHWUs, KOTOpOE
MOXET CYIIECTBEHHO
MOBJIMATH HA COBOKYITHOE
KayeCTBO  aKTUBHOH
(apManeBTHYECKOM
cyOCTaHIIH

II

€) noOaBieHue UK 3aMeHa
BHYTPHUIIPOU3BOJICTBEHHOT
0 HCHOBITAHUS U3
coobpaxeHU#
0e30MacHOCTH  WJIHU

1,2,3,4,6 1B

KadyeCcTBa

YcnoBus

1. M3MeHeHUe HE SBISICTCS CIEACTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pPe3yJjbTaTaM paHee
MPOBEJICHHBIX SKCICPTHU3 C IEJbI0 aHAN3a KPUTCPUEB MPHEMIICMOCTH crnenudukanuu (Hampumep, B X0JIe
peTHCTpaIy Wik BHeCeHUs n3MeHenui 11 tuma).

2. V3MeHeHUe He SIBISIETCS CIIEICTBUEM HENPEABUICHHBIX CUTYallMi, BOBHHMKIINX B XOJE MPOU3BOJICTBA,
HampuMep, HOBask HEKBATU(UIIMPOBAaHHAS TPUMECh, U3MEHCHHE TIPEICIIOB COJCPKAHUS CYMMBI IIPUMECEH.

3. JIroboe n3MeHEeHHE TOKHO YKIIAIBIBATHCS B TUAIIA30H JICHCTBYIOIINX OTOOPEHHBIX KPUTEPHUEB IPUEMIIEMOCTH

4. AHanuTHYecKas METOJMKA HEe N3MEHSETCS MIIM M3MEHSETCS] HE3HAUYNTEIBHO.

5. Hu oguH HOBBIM METOJ UCHBITAHUS HE OCHOBAaH Ha HOBOM HECTAHAAPTHON METONOJIOTUU WU CTaHAAPTHON
METO/IOJIOTHH, UCTIONB3yEMOH IT0-HOBOMY.

6. HoBwIif MeTOJ MCTBITAaHUS HE SABISAETCA OHOJIOTMYECKHM/MMMYHOJIOTHYECKUM/MMMYHOXUMHYECKHM HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OHOIOTHIECKUN PeakTHB IS OMOIOTUIECKOH aKTUBHOW (hapMarieBTHIECKON
cyOcTaHIuH (32 UCKIIIOYCHNEM CTaHAAPTHHIX (papMaKONeHHBIX MUKPOOHOIOTHIECKAX METOOB).

7. Tlapamerp cnenm@uKaNM HE 3aTparuBaeT KPUTHUYECCKUH MapaMmeTp, Hampumep, 000 H3 CIeayromuX:

KOJINYECTBEHHOE OIIpeJelIeHHe, MpUMecH (ecM TOJbKO OIpEAETICHHBIH pPAacTBOPUTENh OJHO3HAYHO HE



HCTIOJIB3YETCSl B TMPOU3BOJICTBE aKTMBHOW (hapMaleBTHUECKON cyOCcTaHIMM), ar00as KpuTHdeckas (pusndeckas
XapaKTEepHCTHKa, HAIIpUMep, pa3Mep 4YacTHUll, HaCBIIHAs MJIOTHOCTH JI0 M IOCJE YIUIOTHEHHS, UCIBITAHUE Ha
MIOJUTMHHOCTB, BOJ, JII000H 3ampoc Ha N3MEHEHNE YacTOTHI HCIBITAHUH.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY (MM) pasnieiy (am) Joche.

2. CpaBHHTENBHAS TaOJIUIA TEKYIIUX U MIpearaeMbIX BHYTPUIIPOU3BOICTBEHHBIX UCTIBITAHUI.

3. TlompoOHoe ommcaHWe HOBOW HedapMakONeHHON aHANMTHYECKOW METOMWKH W JIaHHble Bamuialuu (B
COOTBETCTBYIOIIUX CITydasix).

4. JlaHHble aHalW3a JBYX MPOMBIIUICHHBIX Cepuid (111 OMOJOrMYECKMX AaKTHUBHBIX (hapMaleBTHYECKUX
cyOcTaHIMii, B OTCYTCTBHE [OJDKHBIX OOOCHOBAaHMH, — TpPH NPOMBINUICEHHBIE CEPUU) AKTHBHOH
(hapmareBTHYECKOH CyOCTaHIINH 10 BCEM MapaMeTpaM criennpUKannm.

5. OOocHoBaHHe/OlICHKAa pPHUCKOB co cTopoHbl JIPY wmm npepxatens MOADC coOTBETCTBEHHO,
MTOJTBEP>KAAIOIINE, YTO BHYTPHUIIPON3BOICTBEHHBIE ITAPAMETPHI SBJISIOTCS HE3HAYMMBIMU WIH YCTapEBIINMH.

6. ObocHOBanwue co cropoHs! JIPY nmn nepxarens MOADPC cooTBETCTBEHHO HOBBIX BHYTPUIIPON3BOJICTBEHHBIX
WCTIBITAaHUN U TIPEICIIOB.

b.l.a.5 HN3menenue

AaKTUBHOM

(dhapmaneBTHYECKOM

CyOCTaHIIMM BAaKIUHEI Y CIOBHUS Tpebyemast nokymenTamusi Bun mporueaypb
MPOTHB KOpPOHABHpYyCa

COVID-19, BbI3BaHHOK

SARS-CoV-2

a) 3aMeHa Wwin 100aBJICHUE

HOBOTO CEpOTHUIIA, IITaMMa

, AaHTHTEHa WJH

KoAgupylouei

[IOCJIEOBATEIBHOCTU WJIN II
KOMOWHAIIMs CEPOTHUIIOB,

MITAMMOB, QHTUT€HOB WJIN

KOJIUPYIOIIUX

MOCIIEe0BaTENbHOCTEH

,ZIOKyMeHTaLII/IH, HGO6XO)II/IM8.5[ JJI IPOBCACHUS OKCIIEPTU3BI MO]:[I/I(I)I/IHI/IpOBaHHBIX BAaKIIUH:
1) conpoBOAUTENBHOE ITICEMO ¢ MOTHBUPYIOIIUM 00OCHOBaHHUEM;

2) mompaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3aeny (paszenam) JOChe;

3) akTyanu3upoBaHHBIE TOKYMEHTHI 110 KaUeCTBY:

10 aKTUBHOW (hapMaIeBTHUECKON CyOCTaHITHH:

o0rras mHPOPMAIKs aKTHBHOTO BEMIeCTBA: Ha3BaHHUE, CTPYKTypa, OOIIre CBOWCTBA;
MIPOM3BOANTEND, OMICAHIE IIPON3BOICTBEHHOTO IIPOLIECCA M €TO KOHTPOJIb;

KOHTPOJIb HCXOHBIX MaTepHaJIOB;

KOHTPOJIb KPUTHYECKUX 3TATIOB M IPOMEKYTOYHOH MPOJYKIIUH;

BaJIMIAINS TIpoLiecca U (MJIHM) €ro OIeHKa,;

pa3paboTka NpON3BOJICTBEHHOI'O IpoLecca;

JIOKa3aTeIbCTBO CTPYKTYPHI U XapaKTEePUCTHKHY;

NpUMECH;

crienuQuKanys KauecTBa;

AHAJIUTHYCCKHUEC MCTOAUKU,

Bajinganusa aHAJIUMTHYCCKHUX MCTOJHK,

JOKYMEHT, IOATBEPKIAIOIIII Ka4eCTBO aKTHBHOTO BEI[eCTBA TpeX cepuil (cepTudukar aHamu3a cyOCTaHIIMU OT
MPOU3BOIUTEINSL, IIPOTOKOJI aHAIIN3a, AHATUTHYECKUH 1acIopT);

000CHOBaHUE CHIeNU(UKALIUH;

CTaHAapTHbIe 00pa3Ibl UK BEIECTBA;



cHcTeMa YIaKoBKH (YKyIOpKa);

pe3toMe OTHOCHUTENIFHO CTaOMIIBHOCTH M BBIBOJIBI;

MPOTOKOJI TOCTPETHCTPAIIMOHHOTO M3YUeHHsI CTAOMIBHOCTH M 0053aTeIbCTBA OTHOCHTENILHO CTAOMIIBHOCTH;
JIaHHBIE O CTa0MIILHOCTH;

10 TOTOBOMY Iperiapary:

JIOKYMEHT, TOATBEPKAAIONINN Ka4eCTBO I'OTOBOTO NMPOJYKTa TpeX cepuil (cepTUdHKAT aHan3a, MPOTOKOI
aHayM3a), OJIHA Cepusi KOTOPOTOo COBMAJaeT ¢ cepueil oOpasla JEeKapCTBEHHOTO CPENCTBA, MOJaHHOTO Ha
perucTparyio;

JOKYMEHT O TPUOHOBOH OE€30IIaCHOCTM Ha BEIIECTBAa >KMBOTHOTO IPOMCXOXKACHUS OT IMPOU3BOAUTENS (
TOCTABIIHMKA);

Ka4eCTBEHHBIN M KOJMUECTBEHHBIH COCTAaB JIGKAPCTBEHHOT'O IpernapaTa (aKTUBHBIE, BCIIOMOTaTeIbHbIE BEIIECTBA)
5

JIOKyMEHT, TTO/ITBEPK/IAIOINI Ka4ecTBO YITaKOBOYHOTO U YKYTTOPOYHOTO MAaTepHaioB TOTOBOTO MPOJIYKTa;
(apmaneBTuueckas paspaborka (onucanne ADPC, BcrioMoraTelbHBIX BENIECTB, pa3paboTKa JEKapCTBEHHOTO
mpernapara, pa3padoTKa IPOU3BOACTBEHHOTO TIPOIIecca, COBMECTUMOCTh KOMIIOHCHTOB, U3TIUIIKH, CTAOUIHLHOCTD,
MHUKPOOHOIOTHIECKAas YHCTOTA);

TIPOM3BOJICTBEHHAS (POPMYIIa;

OIIMCaHWE TEXHOJIOTHH MIPON3BOJICTBA;

KOHTPOITh B MPOIIECCe MPON3BOCTBA (OMEpallHOHHBIA KOHTPOJIB);

METO/IbI KOHTPOJISI HCXOTHBIX MaTepHAaJIOB;

cepTH(UKATHl KaYeCTBa Ha BCIIOMOTATEIbHBIC BELIECTBA;

METO/IbI KOHTPOJISI Ka4eCTBa MPOMEXXYTOUHBIX IIPOAYKTOB (IIPU HEOOXOJMMOCTH);

HOPMaTHBHBIA JOKyMEHT IPOM3BOIUTEINS 110 KOHTPOJIIO Ka4ecTBa U Oe30MacHOCTH JIEKApCTBEHHOTO CPE/ICTBA B
JJIEKTPOHHOM BHJE B popmate .docx;

BaJIMIAIMsl METOIMK UCTIBITAHUH JIEKApCTBEHHOTO Mperapara;

pe3yJbTaThl MCIBITAHWS CTAOMJIBHOCTH CPOKOM HE MeHee 4YeM | Mecsl He MEHee 4YeM Ha Tpex
OTIBITHO-TIPOMBIIIUIEHHBIX CEpUSAX C TapaHTHHHBIM 00s3aTEIbCTBOM O MPEJOCTaBICHUU pPE3YyJIbTaToOB
HCCIICIIOBaHUM CTaOMIBHOCTH, IPOBEACHHBIX Yepe3 3 (TpH) u 6 (1ecTs) MecsmeB Ha 3 (TpH) MOCIeI0BaTEIbHBIX
TIPOMBIIIICHHBIX CEPHUSAX MOCIE 3aBEPIICHHS NCCIETOBAaHUN CTa0MIFHOCTH;

JIOTIOTHUTEbHAS HHPOPMAIIUS, TOATBEPKAAIONIast KauecTBO (P HEOOXOTUMOCTH);

4) rapaHTHI{HOE MHCHMO JIepKaTelsl BpEMEHHOTO PETUCTPAIIIOHHOTO YI0CTOBEPEHHUS (B IIPOU3BOIBHOI Popme) o
MPOBEICHUN KIMHUYECKOTO WCCIEAOBAHWA HMMMYHOTEHHOCTH BAapHAHTHOM BaKIMHBI IOCIE IONYYCHHS
BPEMEHHOM PETUCTPALIUU.

JlanHbBIe 00 UMMYHOTEHHOCTH MOHOBAJICHTHOH ¥ MOJMBAJICHTHON BapHMAHTHON BaKIMHBI MPOTHB BAPHAHTHOTO
mramMmMma (L[ITaMMOB) OLICHUBAIOTCA HAa OCHOBAHWU NPECACTABJICHHBIX JaHHBIX:

KIMHUYECKOI'0 HCCIIEOBAHUS HMMYHOT€HHOCTH MpPH IEPBUYHOM BaKIMHALMKM BApUAHTHOW BaKUMHOHN (
PEKOMEH/IyeTCsl POBECTH, KaK MUHUMYM, OZHO UCIIBITaHHE Ha CyObeKTax, paHee He BaKIIMHUPOBAHHBIX U 0e3
MPU3HAKOB MPEIIIeCTBYOMeH HHPEKINN);

KJIMHAYECKOTO HCCIIEI0OBaHUs MMMYHOTE€HHOCTH IPH BaKIMHAIUK BapUAaHTHOW BaKIMHOHM (OJHOKpaTHOE
JIO3UPOBaHNE) CyOBEKTOB, paHEE ITOJyYHBIINX ITEPBUYHYIO BaKIIMHALNIO POJUTEIBCKON (MCXOAHOW) BaKIIMHOM;
0 TUTpaxX HEUTPAIM3YIOUNX AHTUTEN, U3MEPEHHBIX M0 OTHOUIEHUIO K COOTBETCTBYIOLIEMY IITaMMY (ILITaMMaMm)
BaKIWHBI, TO €CTh B POIUTEIHCKOW TPYIIIEC BAKIIMHEI MPOTUB POJUTEIHCKOTO IMTAMMa W BapHUAHTHOW TPYIIIIC
MIPOTHB BApHAHTHOTO MTaMMa (IITaMMOB);

0 TOM, YTO HIDKHSSA TpaHUIa 95 % HOBEpHUTEIHHOTO WHTEpBAlia PAa3HUIBI B YPOBHSIX CEPOKOHBEPCHH IS
BaKIMHBl C BapHaHTHBIM INTAMMOM IO CPAaBHEHHUIO C POAMUTENBCKMM MITaMMOM He mpeBbimaer 10 % (
CEPOKOHBEPCHSI ompeenseTcs Kak 4-KpaTHOE yBEIWYEHHE TUTPa OT COCTOSHHS O BaKIHWHAIIMHM K COCTOSHHIO
MTOCTBAKITUHAITIH );

0 T0Ka3aTeibCTBAX, YTO BAPUAHTHBIC BAKIIMHBI IIPOU3BOJAATCA TEM KE IMPOU3BOJUTEIIEM C UCITOJIB30BAHUEM TOI'O
JKe TIpoliecca, YTO W OpPWUTHMHAIbHBIE BaKLUMHBL, KIWHUYecKas J(P(EKTHBHOCTH KOTOPHIX Oblia
MPOJIEMOHCTPUPOBAHA sl MOAN(HUINPOBAHHON BaKIMHBI (MI3MEHEHHBI BapuaHT (IITaMM), UCIIOJIb30BaHHBIN B
WHAKTHBUPOBAHHBIX BaKIIMHAX, WM N3MCHEHHbIH BapuaHT Oenka, MPHK nim nHol cyObequHumb);



10 NOAPOOHOMY ONHCAHWIO COOCTBEHHO MCIOJIB30BaHHOTO mTamMma i 6enka, MPHK nnm nnOM cyObenuHuIb!
(uKcanuen OTIIMYMI OT MCXOAHOTO BapHAHTA (CPaBHUTENbHAS XapaKTEPUCTHKA IITAMMOB WIH CyOBEIHMHUIL);

0 0e30macHOCTH CO6paHHOI>i B XO0J1€ HCIBbITAaHUN HMMYHOT'CHHOCTH BapI/IaHTHOﬁ BaKIIMHBI.

JlokymeHTanus: npeacraBisieTcss ¢ yuetoM pykoBoactBa EMA/117973/2021 o HopMaTUBHBIX TpeOOBaHHSX K
BaKIIMHAM, TIpeIHA3HAYCHHBIM /IS 3aIIUATHI OT H3MEeHEeHHOTo mTamma (mrammoB) SARS-CoV-2 u EMA/175959/

2021, 0 METOIMYECKHX YKAa3aHUAX TI0 OOHOBIICHUIO BapHAHTHBIX IITAMMOB JUIS BaKIMH, MTPEeIHA3HAUYCHHBIX IS

3aIIUTH OT KOPOHABHPYCa YEJIOBEKa.

b.I. 6) KonTposnp kauecTBa akTUBHOM apMalieBTUUECKON cyOCTaHIIUU

b.1.6.1 H3MmeHeHUE
nmapaMeTpoB
cnenudurkauu U (WIK)
KPUTEPHUEB MPUCMIIEMOCTH
AKTUBHOMH
(hapmaneBTHYECKOM
cyOCTaHIINH, HCXOIHOTO
MaTtepuana/
MIPOMEXYTOYHOTO

VcaoBus

IpOJyKTa/peakTUBa,
UCIIONIb3yEMBIX B ITpOIIECcCe
MIPOU3BOJICTBA AKTUBHOU
(bapmaleBTHICCKOH
cyOCTaHIIH

a) Y)KeCTOUYCHUE KPUTCPUCB
MPUEMJIIEMOCTH
cuenupuKamuu
JeKapCTBEHHBIX
MIPETapaToB, MOMIEKAIITIX
BBIIIYCKY cepui

1,2,3,4

opuUIHATBHBIM
KOHTPOJILHBIM OPTaHOM

0) yKEeCTOUYeHUE
KpUTEpHeB mpuemsieMocta 1, 2, 3, 4
cnenuduKanuu

B) npobaBieHune B
crenupUKannuo HOBOTO

mapameTrpa i 1,2,5,6,7

COOTBETCTBYIOIIETO €My
METO]1a UCTIBITAHUS

T) HCKIIYCHHE
HE3HAYUTEIBHOTO

napameTpa crermudukammua 1, 2, 8
(Hampumep, MCKIIOYECHHE
yCTapeBILero IapamMeTpa)

1) ACKIIIOYCHHUE TapaMeTpa
cnenu(uKanu, KOTOPBIH
MOXET CYUIECTBEHHO
MOBJIUATh HAa COBOKYITHOE
KauyeCcTBO  aKTUBHOM
(apManeBTHYECKOM
cyOcTtanmn W (WIIH)
JIeKapCTBEHHOTO
mpernapara

TpeOyemast nokyMeHTauuss Bun nponenyps

1,2

1,2

1,2,3,4,7

1,2,6

IA

IA

1B

1A

II



€) U3MCHCHUE, BEIXOIAIICE
3a 0JJOOpEHHBIN JAUATIa30H
KPUTEPUEB PUEMIIEMOCTH
cnenu(puKanuidi aKTHBHON
(hapManeBTHIECKON

II

cyOCTaHIUH

xK) pacmupeHue
0I0OpEHHBIX KpPUTEPHEB
HPUEMIEMOCTH
crnenupuKauu Ha
UCXOJHBIE  MaTepuaibl/
MPOMEXYTOUYHBIE
MPOAYKTBI, KOTOpBHIE
CYIIECTBEHHO BIHSIOT Ha
COBOKYNHOE KauyecCTBO
AKTUBHOW

II

(dhapmaleBTHYECKOM
cyoctanuu u  (WIn)
JEKapCTBEHHOT O
npemnapara

3) noGaBleHNE WK 3aMeHa
(ucknmwuas
OMOJOTHYECKYI0O U
MMMYHOJIOTHYECKYIO
cyOcTaHIMIO) mapamerpa
cnenupuKanuu u 1,2,3,4,5,7 1B
COOTBETCTBYIOILIETO EMY
METOJa HCIbITAHUA U3
coobpaxeHU#
0e30MacHOCTH  HJIH
Ka4yecTBa

M) eclIM Ha aKTHBHYIO
(hapMaIeBTHYECKYIO
CyOCTaHIIMIO OTCYTCTBYET
cratesl ['ocynapcTBeHHOM
®dapmaxkoren PecyOnukn
Kazaxcran, wn3MeHeHHE 1,2,3,4,5.7 B
COOCTBEHHBIX JIaHHBIX
crienuQUKay Ha JJaHHbIE
HeopHuIHaIbHOU
dbapmakonen I
(dapMakonen TpeThei
CTpaHbI

YcnoBus

1. V3MeHeHue He SBJISCTCS CIEACTBHUEM JIOOOro 0053aTeNbCTBA, MPUHATOTO MO pe3yjbTaTaM paHee

MPOBEACHHBIX 3KCIIEPTH3 C IIEIBI0 TEPECMOTPa KPUTEPHEB MPUEMIIEMOCTH CHelu(UKanuu (HampuMep, B X0Ie
peTHCTpaIiy JEKapCTBEHHOTO MpeTiapaTa Wik BHeceHn: u3Menenuit 11 tuma).

2. VI3MeHeHUe He SIBISIETCS CIIEICTBUEM HENPEABUICHHBIX CUTYallMi, BOBHMKIIMX B XOJE€ NMPOU3BOJCTBA,
HampuMep, HOBOW HEKBATH()UITUPOBAHHON MTPUMECH, U3MEHEHHUS TIPEAEIIOB COJCPKAHUS CYMMBI TIpUMeceH.

3. JIroboe n3MeHEeHNE TOHKHO YKJIAIbIBATHCS B TUAMTA30H TEKYIIUX 0JJ0OPEHHBIX KPUTCPUEB MMPHEMIIEMOCTH.

4. AHanuTUYeCKas METOAUKA He U3MEHICTCS WIH U3MEHSICTCS HE3HAYUTEILHO.

5. Hu oavH HOBBII METOJ HCHBITAHUSI HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJOTHHU WIH CTaHAApTHOM
METOJIOJIOTHH, HCITOIB3yEMOH ITO-HOBOMY.



6. HoBbIif MeTOZ MCHBITAaHHUS HE SBISIETCS OMOJIIOTHUECKHM/ MMMYHOJIOTHUECKHMM/ MMMYHOXUMHYECKHM HIIH
METO/IOM, B KOTOPOM HCIIOJIb3YeTCsl OMOIOTHUECKHI PEaKTHB sl OMOJIOTMYECKOH aKTHBHON (papMarieBTHIECKON
cyOcTaHINH (32 UCKIIFOYCHUEM CTAaHAAPTHBHIX (PapMaKOIIeHHBIX MUKPOOHOIOTHIECKAX METOOB).

7. N3menenne mob0oro Marepuaia HE 3aTparnBacT T€HOTOKCHYHYIO NpHMech. Ecim BOBiIEUeHa aKTHBHAs
(apmareBTHUECKass CyOCTaHIMSA, 3a MCKIIOYCHHEM OCTAaTOYHBIX PACTBOPHUTENEH, KOTOpPBHIE [OJDKHBI
COOTBETCTBOBATH IpeJIeaM, COOTBETCTBYIONIEH cTathe ['ocymapcTBennoit @apmakonen Pecnyonumku Kazaxcraw,
KOHTPOJIb JI000H HOBOIl IpUMecH NOJDKEH COOTBETCTBOBaTh | ocymapctBenHoit dapmakomee PecnyOmuku
Kasaxcran.

8. INapamerp cnenudukanyu He 3aTparuBaeT KPUTHYECKHH NapaMmeTp, Halpumep, JI000H M3 ClelyroNuX:
KOJINYECTBEHHOE OIpeesieHle, MPUMEcH (€CIM TOJBKO OIpEAETCHHBI pacTBOPUTENh OJHO3HAYHO HE
HCTIOJIB3YETCSl B TMPOM3BOJICTBE aKTMBHOW (hapMaleBTHUECKON cyOCTaHINM), Mr00as KpuTHdeckas (pusndeckas
XapaKTEepHCTHKa, HAIIPUMEpP, pa3Mep YacTHUIl, HACBIIHASA MJIOTHOCTH IO M TOCJE YIUIOTHEHHS, UCIBITAHUE Ha
MIOJUTMHHOCTB, BOJIA, JII00O0I! 3aIIpoc Ha MPOITYCK UCIIBITAHMUS.

JoxymeHranus

1. ITompaBka K COOTBETCTBYOIIEMY(MM) pa3eiy(am) JoCke.

2. CpaBHUTeNbHAs TaOJIMIIA TEKYIIUX U Ipe/IaraeMbIX crieluduKami.

3. [HogpoOHOe omucanue 1000 HOBOW aHAMTUYECKOW METOJMKHU U AaHHbIE BATUIAIMU (B COOTBETCTBYIOLIHX
CITy4asix).

4. JlaHHbIe aHAIM3a ABYX MPOMBIIUICHHBIX CepHil (B OTCYTCTBHE O0OOCHOBAaHUS OOPATHOTO I OMOJIOTHYECKUX
AKTUBHOW (papMarieBTHYECKUX CyOCTaHIMA — TPU CEPUH) COOTBETCTBYIOUICH aKTHBHOHN (hapMalleBTUYCCKOMH
CyOCTaHITUH IT0 BCEM ITapaMeTpaM CIeIu(UKAIIHH.

5. B COOTBETCTBYIONIMX CIydYasX IaHHBIC TECTa CPABHHUTCIHHOW KUHETHKH PACTBOPCHHUS JIGKAPCTBEHHOIO
mpemnapaTa, COJepiKallero AakTUBHYH (apMareBTUYSCKYI0 CYOCTaHIIMIO, IO MeEHBIOIeH Mepe, u3
OTIBITHO-TIPOMBIIINIEHHOW CEepUH, COOTBETCTBYIOMIEH ICHCTBYIOMIMM W MpeUlaraeMbIM crienupukanusM. B
OTHOIICHHH JICKAPCTBEHHBIX PACTUTEIBHBIX MIPEMapaToB JOCTATOYHHI JaHHBIE CPAaBHUTEIHHOM paciajaeMOCTH.
6. Ob6ocHoBaHme/0oneHKa pHUCKOB co cTopoHbl JPY wmm gepxkarens M®PADC CcoOTBETCTBEHHO,
MOATBEP K AIOIINE, YTO BHYTPUIIPOU3BOICTBEHHEIHN TapaMeTp SBISAETCS HE3HAYMMBIM HIIH yCTapEBIIHM.

7. O6ocHoBanue co ctoporsl JIPY win gepxartens MOPADC cooTBETCTBEHHO, HOBBIX ITapaMeTpa Creiu(uKaum
U KPUTEPUEB IPUEMIIEMOCTH.

b.1.6.2  H3meHeHue

AHATUTHYECKOW METOIUKH

AKTUBHOH

(hapManeBTHIECKON

cybcTaHuu 1781071

HUCXOAHOTO MaTepuarna,
VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl

MPOMENKYTOUYHOTO

MPOAYKTa, pEaKTHBa,

HCIONB3yEeMBIX B IIpOIECcCe

MPOU3BOJACTBA AKTUBHOU

(hapmaleBTHYECKOM

CyOCTaHIUH

a) He3HAYMMBbIC U3MCHCHHMSI
onobpeHHO 1,2,3,4 1,2 1B
aHAJUTHYECKON METOIUKHU

0) HUCKIIOYCHUEC

AHATUTHYECKOW METOIUKH

AKTUBHOHU

(hapmareBTHIECKON

cybcTaHIIUU 1781071

MCXOJIHOTO ~MaTepuaina, - IA
MPOMEKYTOYHOTO

MPOJYKTa, PEaKTHBA, CCIU



anpTepHAaTUBHas  ei 1
AQHAJMTUYECKasi METOINKA
yke oo0peHa

B) IpouyHe HU3MEHEHUsd
aHAJIMTHYECKON METOIUKH
(BrirOWas 3aMeHy WU
nmoOaBlieHHE) peaKTHBa,
KOTOpasi HE OKa3bIBaeT
3HAYMMOI'0 BIIMSHHUS Ha

1,2,3,5,6 1,2 B

COBOKYITHOE Ka4eCTBO
AaKTHBHOMU
(apManeBTHYECKON
cyOCTaHIIH

T) CYUIECTBEHHOE
W3MCHCHHE WU 3aMCHa
OHMOJIOTHYECKOTO,
WMMYHOJIOTHYECKOTO,
MMMYHOXUMHUYECKOTO
METOJa HCIBITAHUS WA
MeTOJa, B KOTOPOM I
HCIOJIb3yeTCs
OMOJIOTHYECKUI PEeaKkTUB
I OUMOJIOTMYECKOM
AKTHUBHOM
(hapmaneBTHIECKON
cyOCTaHIIH

) TMpoYHe H3IMCHCHUS

AHATUTHYECKOW METOIUKH

(BKITIOUAsT TOOABICHHUE WITH

3aMeHy)  aKTHBHOM

(hapManeBTHIECKOU 1,2 IB

cybcTaHIUU 1781071

HUCXOJHOTO  Marepuana/

MIPOMEXYTOYHOTO

MPOAYKTa

Ycenosus

1. [IpoBenena HeoOXoMMUMast BATUAAINS, IOATBEPKIAIONIAs TO, YTO OOHOBIICHHAS aHANUTHIECKAsk METOANKA, 1O
MEHbIIIEH Mepe, SKBUBAJIEHTHA MTPEAbITYIIEH.

2. Tlpenensl comepxaHUsi CyMMBI NMpUMeceld HE U3MEHHWJIMCh, HOBBIE HEKBaNU(UIIMPOBAHHBIE MPUMECU HE
0OHapy KEHBbI.

3. Metox aHann3a He U3MEHWICA (HalpuMep, U3MEHEHHE UIMHBI KOJIOHKH WM TeMIepaTyphl, HO He JPyroi B
KOJIOHKH UJTU METOJ).

4. MeTo/1 MCTIBITaHUS HE SBJSCTCS OMOJIOTHYECKUM, IMMYHOJIOTMYSCKHM, UMMYHOXHUMHUYCCKUM WJIH METOJIOM, B
KOTOPOM HCIOJB3YETCS OHWOJOTUYECKHH pEeaKkTHB i1 OWOJOTHYCCKOW AaKTUBHOHM (hpapMareBTHICCKOMN
cyOcTaHIUH (32 UCKITFOYCHAEM CTAaHAAPTHBHIX (PapMaKOICHHBIX MUKPOOHOIOTHICCKAX METOIOB).

5. Hu onuH HOBBI METOJNl WCTBITAHWS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJAX WU CTaHIAPTHBIX
METOJIaX, HCIOIB3yEMBIX II0-HOBOMY.

6. AxTuBHas (hapmarieBTHYECKas CyOCTaHIIUS HE SABIACTCS OMOIOTHIECKOW, MMMYHOJIOTHICCKOM.

7. AnbTepHaTHBHAS aHATUTHYCCKAs METOUKA JUIS TapaMeTpa CIeIU(UKAINU yKe 000peHa, IPH ITOM TaKas
METOJIMKa He ObllIa BKIIFOUSHA MOCPEICTBOM [A-yBeTOMIICHUS.

JoxyMeHTanus



1. HonpaBKa K COOTBCTCTBYIOLIEMY (I/IM) pazaeiny (aM) J0CBHEC, BKJIFOYas OIIMCaHHC aHAJITUTUYCCKOM MCTOOO0JIOTHH,
PE3IOME NaHHBIX BaJIMAAIIUHU, ICPECMOTPCHHBIC cneumbnxaunn Ha MpuMecu (€CJ'II/I HpI/IMGHI/IMO).

2. CpaBHI/ITeJ'IBHLIC pe3yabTaThl BaJIWAAllUNU WJIW, MPU HAJTAYUU 06OCHOBaHI/IH, CPAaBHUTCIIbHBIC PE3YJIbTAThI

aHaJIn3a, MOATBCPIKAAIOIINEC, YTO TCKYIICC U NMPpeAIaracMocC UCIIbITAHUA SKBUBAJICHTHBI. HaCTOHH.ICC Tpe60BaHI/Ie
HE NIPUMEHSCTCA, €CIIN HO6aBHHCTCH HOBasA aHAJIMTHYCCKasg METOJHUKaA.

b.I. B) ymakoBoYHO-yKyImopo4Hasi cuctrema

b.I.e.1  H3meHenue

NEPBUYHON  YNAaKOBKHU

AKTUBHOW VYcnosus Tpebyemast nokymenraiust Bun mpouemypsl
(hapmaleBTHYECKOM

cyOCTaHIuH

a) KaueCTBEHHBIH W (WJIH)

. 1,2,3 1,2,3,4,6 IA
KOJINYECTBEHHBII COCTaB

0) KaueCcTBEHHBIH M (WIIN)

KOJIMYECTBEHHBIA COCTaB

JUISL CTEPHJIBHBIX WM

HE3aMOPOKEHHBIX

OmoNOTHYECKUX/ II
HMMYHOJOTHYECKHUX

AKTHBHEIX

(hapManeBTHYECKUX

CcyOCTaHIHiA

B) JKHUIKHE aKTHBHBIC
(dbapmaneBTHYCCKHUE
cybcraH MU (
HECTEPUIIEHBIC)

132’ 39 576 IB

Ycnosus

1. ITo cOOTBETCTBYIOIIMM CBOHCTBAM IIpeIaraeéMblii yITaKOBOYHBINH MaTepHal I0JKEH, TI0 MEHbIIeH Mepe, ObITh
SKBUBAJICHTHBIM OJI00PEHHOMY.

2. HayaTel COOTBETCTBYIOIINE HCCIEA0BAHUSA CTAOMIBHOCTH B COOTBETCTBUM C YCTaHOBJIECHHBIMH TPEOOBAHUSIMU
U 3a4BUTCIIEM Ha MOMCHT BBCJICHHA U3MEHEeHUMN IIpoaHaJIUu3upPpOBaHbl COOTBETCTBYIOIIWE ITapaMETPhI
CTaOWIBHOCTH HE MEHEE YeM Ha JBYX OINBITHO-IPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEPHsX, B €ro
PaCHOpPSDKEHUN HAaXOASTCSA YIAOBICTBOPUTEIbHBIE PE3YJIbTAThl, IO MEHBLIEH MEpe, TPEXMECSIUHOTO U3yUeHUs
crabunpHOCTH. OTHAKO, €CIIM MpejyIaraeMasi yrakoBka 0ojiee yCTOHUYMBA 110 CPaBHEHHIO C 3apETHCTPUPOBAHHOM,
TO TpPEeXMECSYHbIE JaHHbIE 1O CTAOMIBHOCTH He TpeOyroTcs. Ilo 3aBepmieHMH TakMX HCCIEIOBaHWH, €CIH
pe3ynbTaThl HE YKJIAABIBAIOTCS B CHICHU(DHUKAIMK WIM MOTCHIMAIBPHO HE YKIAIbIBAIOTCSA B CHELU(HUKANNU Ha
KOHEIl CpoOKa FOI[HOCTI/I/HepI/IOJIa IMOBTOPHOI'0 HMCIIbITAHUA, HX HCO6XO}II/IMO HEMCIJICHHO MPCACTaBUTH
YIOJTHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeajiaraéMbIM IJIaHOM JIeHCTBUIA.

3. Hckmo4aroTcsi CTepuiibHbIE, JKUIKHE U OMOJOrHYecKne/MMMYHOJIOTMYECKUE aKTHBHBIC (hapMaleBTHYECKHE
CyOCTaHIUH.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (MM) pa3feny (am) Joche.

2. HeobOxonnmble naHHBIE O HOBOM yMakoBKe (HAampuMep, CPaBHUTENbHBIC NAHHBIE 1O NPOHUIIAEMOCTH,
Hampumep, mns O2, CO2, Bmaru u T.X.), BKJIIOYas MOATBEP)KIEHHE TOTO, YTO MaTepHall COOTBETCTBYET
COOTBETCTBYIOIINM (hapMaKONEeHHbIM TPEOOBAHMUAM O IIACTHYECKUX MaTepHanax U 00beKTaxX, KOHTaKTHPYIOINX
C MUILEBBIMH TPOYKTaMH.

3. B coOTBeTCTBYOLIMX CIy4asx HEOOXOIUMO MPEICTABUTD MOJTBEPIKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXKITY
COJICPKUMBIM M YIaKOBOYHBIM MaTe€pHajOM HE IPOUCXOAMT (HAIpPUMEpP, OTCYTCTBYET I€peMelleHue
KOMITOHEHTOB TpeajaraeMoro MaTepuaja B €ro COJIEpXKMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He



MEPEXoAT B YHNAaKOBKY), BKJIIOYas MOATBEPXKJEHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM

(hapmakorneiiHpIM TPEeOOBAaHUAM O IUIACTHYECKHX MaTepHajax M 00BEKTaX, KOHTAKTHPYIOUINX C MHUIIECBBIMH

MIPOLYKTaAMH.

4. Hexmaparmus [APY wmm gepxarens MOADC, gro Tpebyembie HCCIEAOBAaHUS CTAOWIBHOCTH HAYaTHl B

COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBaHUAMH (C yKa3zaHHEM HOMEPOB CEPHii);  4TO (B COOTBETCTBYIOIIIX
Cllydasix) Ha MOMEHT BBEJCHMS HM3MEHEHHMH B €ro pacHopsDKEHHM HaXOAMIHMCh TpeOyeMmble MHHHUMAaJIbHbIE

Y/IOBJIETBOPUTEIIbHBIE NAHHBIE 1O CTA0MIBHOCTH; M YTO HMEIOLIMECS JaHHbIe HE CBHJIETEIBCTBOBAIH O

Kakoi-mbo npobieme. HeoOX0omMUMO Takke NMPENCTaBUThH IOATBEPXKAECHHE TOTO, YTO WCCIENOBaHUS OynyT

3aBepIleHBl, U YTO, €CJIM pe3yibTaThl He OyAyT YKIAAbIBaThcs B CHeNHM(UKAIMK WIM MTOTEHIHAJILHO HE

YKJIQABIBATHCS B CIIENM(UKAIIMN HA KOHEIl CPOKa TOJHOCTH IMEpHOJia TIOBTOPHOTO MCHBITAHUS, UX HEMEUIEHHO
MIPEACTABST YIOJTHOMOYCHHOMY OpPTaHy Hapsay C IpeiaraéMbIM IUIAHOM JEHCTBHIA.

5. Pe3ynprarhl Hccne1oBaHNN CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMbIM [TapaMeTpaM CTaOMIBHOCTH HE MEHEE YeM Ha JBYX OINBITHO-POMBIIUICHHBIX WM IPOMBIIIICHHBIX
CepHAX, OXBATHIBAIOIINX HE MEHEE TPEX MECSIIEB, U MOATBEPKIEHHE TOT0, YTO YKa3aHHbIC HCCIIEIOBAaHUS OyayT
3aBEpLICHBI, U €CITU PEe3YJIbTaThl He OyyT YKIaAbIBATHCS B CHEUU(PHUKALUY WIN TIOTEHIMAIBHO HE YKIIAIbIBATHCS
B cnenu(UKalMy Ha KOHEI CPOKa TOJAHOCTH, IEPHOJia IOBTOPHOTO HMCIBITAHUS, X HEMEJICHHO IPEJCTaBAT

YIOJTHOMOYEHHOMY OpraHy Hapsay ¢ IpeAsaraéMbIM IJIaHOM JEHCTBUI.

6. CpaBHEeHHE AEHCTBYIONIMX M TpeIaraeMbIX crielii(uKannii MepBUYHON YIaKOBKH (€CTIH IPUMEHUMO).

b.I..2  H3meHenue
nmapaMeTpoB
cnenudukauuu M (WiIn)
KpUTEPHUEB MTPUEMIIEMOCTH
NMEePBUYHON YNaKOBKHU
AKTHUBHOMH

VYcnoBus TpebGyemast mokymeHTalys Bun mporeaypsl

(hapmaneBTHUECKON
cyOCTaHIIH

a) Y)KeCTOUCHUE KPUTCPUCB
MpUEMIEMOCTH 1,2,3,4 1,2 1A
cnenuuKauu

06) nmobamicHHE B

crieru(UKaIUD HOBOTO

napaMeTrpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOIIEMY EMY

METOJIa UCTIBITAHUN

B) HCKIKYECHUE

HECYIECTBEHHOI 0

napamerpa criequdukammu 1, 2 1,2,5 1A
(mamrpuMep, HMCKIIOYCHUE

yCTapeBIIEro MmapaMeTpa)

) 1o0aBJICHUE WK 3aMeHa

mapaMeTpa CrenupuKaIIH

3 coobpaxeHHui 1,2,3,4,6 1B
0e30MacHOCTH  WJIH

KadyecTBa

VYcnoBus

1. M3MeHeHue He SBISICTCS CIEICTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pe3yjbTaTaM paHee
MPOBEJICHHBIX 3KCIIEPTH3 C IICIBI0 aHAIHM3a KPUTCPHEB MPUEMIICMOCTH CHEIU(UKAINK (HAIPUMEP, B XOJE
pEerucTpaluu JIEKapCTBEHHOIO IMpernapara Wi BHeceHHus u3MeHeHuil Il Tuma), eciu TOJNBKO OHO paHee He
PacCMOTPEHO U 0I0OPEHO B KAYECTBE MEPBI MTOCIIESIYIONIEr0 HAOIIOICHHUSI.

2. V3MeHeHHE He SIBISETCS CIIEJACTBUEM HEMPEIBUICHHBIX CUTyallMi, BO3HUKIIMX B XOJE MPOU3BOJICTBA
YIIaKOBOYHOI'0 MaTepHaja UM [IPU XPaHCHUH aKTUBHOW (hapMaleBTUIeCKON CyOCTaHIIHH.

3. JIro6oe u3MeHeHre OKHO YK BIBATHCS B AUAMA30H TEKYIIUX 000PEHHBIX KPUTEPHEB IPHEMIIEMOCTH.



4. AHanuTU4YeCKas METOAUKA HC UBMCHACTCS UJIN U3MCHACTCA HC3HAUUTCIIBHO.
5. Hu OJIMH HOBBII METOJ HMCIIbITaHWA HC OCHOBAH Ha HOBOI HeCTaHZ[apTHOfI METOI0JIOTUHN WU CTaH)IapTHOfI
METOO0JIOTHUH, HCHOHLSyeMOﬁ O-HOBOMY.

JoxymeHTanus

1. ITommpaBka K COOTBETCTBYOMEMY(MM) pa3aeiry(am) JoCke.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U MIPEIaraeéMbIX CIICITU(pIKAIHHN.

3. ITogpoOHOE omnmcaHue 000 HOBOI aHAMTHYECKOW METONWKA W TaHHBIC BaJHIAINH (B COOTBETCTBYOIINX
CITydasx).

4. JlaHHbIE aHAIN3a IBYX CEpHUil yIaKOBOYHOTO MaTepHaa 110 BCEM ITapaMeTpaM CHennUKaIUIH.

5. Ob6ocHoBaHme/oneHKa puUCKOB co cTopoHBl JPY wmm gepxkarens M®OPADC CcooTBETCTBEHHO,
MOATBEPXKIAIOIIIE, YTO BHYTPUIIPOU3BOACTBEHHBIH MTapaMeTp SIBJISICTCS HE3HAUYNMBIM HITH yCTapEBILIUM.

6. Ob6ocuoBanue co cropoHsl JAPY wmmu nepxarens MOPADC cooTBEeTCTBEHHO, O HOBBIX HapaMerpax
crienuUKaIK 1 KPUTEPUEB MPUEMIIEMOCTH.

b.1.s.3  H3meHenue
AHATUTHYECKOW METOIUKH
HCTIBITAaHUS TEPBUYHON
YIaKOBKHM  aKTUBHOM
(hapmaleBTHYECKOM
cyOCTaHIuH

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) HE3HAYUTEIbHBIC
W3MEHEHHs yTBepXKOeHHOH 1, 2, 3 1,2 1A
aHAJUTHYECCKON METOIUKHU

0) mpoume H3MEHCHHUS
AHATTMTUYECKON METOAUKU
1,3,4 1,2 IA
(BkITIOUAsT TOOABICHUE WK
3aMeHy)

B) HCKIYECHUE
AQHAJIUTUYECKOW METOIUKH, 5
€CIIM aJIbTepHATHBHAS €H
METOZMKA YK€ YTBEpKACHA

VYcenosust

1. CornacHO COOTBETCTBYIOIIMM JOKyMeHTaM PecryOsuku Kasaxctan mpoBegeHa HE0OXOauMas BaIHIallvs,
MOJTBEPIKIAOMAs TO, YTO OOHOBIICHHAS AaHATUTHYECKas METOJIWKA, 10 MCHbBINEH Mepe, SKBHUBAJICHTHA
npeabIAyLei.

2. MeTop aHanu3a He U3MCHHIICS (HAIpUMep, H3MEHEHUE JUTHHBI KOJIOHKH HITH TEMIICPaTyPhl, HO HE JPYTroi BHJ
KOJIOHKH FITH METOJ).

3. Hu onuH HOBBIM METO] WCIBITAHWN HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METOAAX WM CTaHIAPTHBIX
METOJaX, HCIOIB3yEMBIX II0-HOBOMY.

4. AxtuBHas (apmameBTHUeCKas CyOCTaHINS/IEKapCTBEHHBIA MpemapaT He SBIAIOTCS OHONIOTHYECKUMU/
HMMYHOJIOTHIECKAMH.

5. B oTHOmIEHNN TapamMeTpa CreUpUKAIINA COXPAHIETCS aHATUTHIECKas METOIMKA, IIPH STOM TaKas METOANKA
He Obu1a 1obaBieHa mocpeacTBoM (A, yBeroMIeHHS.

JoxymeHTtanus

1. ITompaBka K COOTBETCTBYIOLIEMY(MM) pa3zeny(am) 0oche, BKIOYas OMMCAHUE aHATUTHYECKOH METOI0IO0THH,
pe3toMe TaHHBIX BalUIalUH.

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAAINUA WIH, NIPH HATUYAU OOOCHOBAHUS, CPABHUTEIHLHBIC PE3yNbTaThl
aHaJu3a, MOATBEPXKIAIOLIME TO, YTO TEKylllee U MpejaraeMoe HCIBITaHUS SKBUBaJeHTHbl. Hacrosiee
TpeOOBaHNE HE IPUMCHSETCS, €CIIN T00aBIIeTCs HOBAsl aHATHTHIECKAas METOIHKA.

b.I. r) crabunbHOCTH



b.I.r.1 HN3menenue
epuoaa IOBTOPHOIO
HCIBITaHUA, IIEpUOJa
XpaHEHHs] WU YCIOBHH
XpaHEHUsT aKTUBHOM
bapmaneBTuyecKoM Ycnosus TpeOyemast nokymeHTauuss Bun npouenyps
CyOCTaHIIMHU, €CIH B
PErUCTPAaLlMOHHOM [J10ChE
OTCYTCTBYET cepTuduKar
COOTBETCTBUA
EBponeiickoii @apmakoren
, OXBaTBIBAIOIINM NEPUOL
[IOBTOPHOT'O UCIIBITAHUS

a) Tepuoj TMOBTOPHOTO
HCTBITAHUS/TIEPUOT

1 1,2,3 1A
XpaHEHHS

1. Coxparmienue

2. VBenuueHue mepuoja

MOBTOPHOTO HCHBITAHUS

MyTeM SKCTPaIoIsLUU

JIAHHBIX 10 CTAOUIHLHOCTH, 11
HE COOTBETCTBYIOLIEH

IoKkyMeHTaM PecnyOnuku

Kazaxcran (*)

3. VYBenuueHue nepuoaa

XpaHeHUs] OMOJIOTHYECKOM/

MMMYHOJIOTHYECKOHN

aKTUBHOMU

(dhapmaleBTHYECKOM 11
cybcTaHIIUY, HE

COOTBETCTBYIOILETO

0I0OpEeHHOW TMporpaMMe

HM3Y4eHHUS CTAOMIBHOCTH

4. VYBeIuueHHE HWIH

BBEJCHHEC  MEpHoia

IIOBTOPHOTO  HCIBITaHUS/

mepuoja  XpaHEeHUs, 1,2,3 1B
MOJTBEPKACHHOTO

JNAaHHBIMH €CTECTBEHHOTO

XpaHCHHS

0) ycioBus XpaHEHUS

1. W3meHenue ycrnoBuit

XpaHEeHUs aKTUBHOM

(apManeBTHYECKON 1 1,2,3 IA
cyOcTaHun Ha Oolee

cTporue

2. H3MeHeHHE YCIOBHM

XpaHEHUs] OMOJIOTHUECKHX/

MMMYHOJIOTHYECKHIX

AaKTHBHBIX

(hapmaneBTHIECKUX

cyOocTaHuui,  ecau I



HCCIEIOBaHUS
CTaOMIBHOCTH MPOBE/ICHBI
HE B COOTBETCTBHH C

TEKYLIUM YTBEPIKICHHBIM
MIPOTOKOJIOM CTa0MIBHOCTH

3. N3meHeHue ycnoBui
XpaHeHUsT aKTHBHOU
(hapmaneBTHUECKOM
cyOCTaHIIH

1,2,3 B

B) H3MEHEHHUE
YTBEPXKIEHHOU
MporpaMMbl  M3y4YEHUs
CTaOMIBHOCTH

1,2 1,4 1A

VYcnoBus

1. Mi3MeHeHHs HE SBISIOTCS CICACTBUEM HEMPEIBUACHHBIX CUTYaIlUi, BOSHUKIINX B XOJIC MPOU3BOCTBA, WU
M3MEHEHHUS CTa0UILHOCTH.

2. I3MeHeHwMsI He IPUBOJIAT K PACIIUPECHUIO KPUTEPUEB TIPUEMIIEMOCTH HCIIBITYEMBIX TAPAMETPOB, HCKITIOYCHUIO
rapaMeTpa CTa0MIFHOCTH WIH CHIDKCHHUIO YaCTOTHI HCIIBITAHHN.

JoxymeHTanus

1. TlompaBka K COOTBETCTByMOIIEeMy(uM) pa3meny(am) mocke. HeoOXoammo NpeacTaBUTH Pe3yIbTATHI
COOTBETCTBYIOIIMX HCCIEAOBAaHUN CTAOMIBHOCTU B PEaJbHOM BPEMEHH, IMPOBEJCHHBIX B COOTBETCTBUM C
COOTBETCTBYIOIIMMU PYKOBOJACTBAMHU 110 CTa6I/IJ'II>HOCTI/I HE MCHEC 4YCM Ha J[BYX ([[J'I}I 6I/IOHOFI/I‘ICCKI/IX
JIEKapCTBEHHBIX IPENapaToB — TPEX) ONBITHO-TPOMBINUICHHBIX WJIM IMPOMBIIUICHHBIX CEPHAX aKTUBHOU
(hapmaneBTHYECKOH CyOCTaHIINH, YITAKOBAaHHOW C ITOMOIIBIO 3apErHCTPUPOBAHHOTO YITAKOBOYHOT'O MaTepHaia, 1
OXBAaTHIBAIOIINX BECh IPEUTaraeMbli NEPHO HOBTOPHOTO HCIBITAHUS, I IIPEAJIaraéMble YCIOBUS XPAaHEHHUSL.
2. [ToaTBepxneHne TOro, 4To UCCIEI0BaHNs CTAOMIIEHOCTH POBECHBI B COOTBETCTBHH C TEKyIIeH 0100peHHO
nmporpaMMoil. Pe3ynmpTaThl ncciiemoBaHHUS IODKHBI TOATBEP)KAATh, YTO COOTBETCTBYIOIIME OJOOpEHHBIE
cnenn(UKaIuH MPOIOIDKAIOT COOIIONATRCS.

3. Komnu yTBep>KACHHBIX CIIEI(PHUKANNN Ha aKTUBHYIO (hapMaIieBTHYECKYIO CyOCTaHIIHIO.

4. ObocHOBaHUE MIpeTaraeMbIX H3MCHEHUI.

nepuon IMOBTOPHOT'O HUCIIBITAHUA HC MMPpUMCHUM K OuoJIornYecKuM/

(*) IIpumeyanne
MMMYHOJIOTHYECKUM aKTUBHBIM (hapMaIleBTHYCCKIM CyOCTaHITUSIM

B.1. 1) nmpoekTHOE 10JIe ¥ MPOTOKOJI MOCTPETUCTPAIIMOHHBIX H3MEHEHUM

b.1.n.1 BBenenue HOBOrO
MPOEKTHOTO TOJSI WIH
pacumpenue 0JJ00peHHOT0
MIPOEKTHOTO TTOJIS

N Ycnosus TpeOyemast nokymeHTauuss Bun npouenyps
AaKTUBHOH
(hapManeBTHIECKON
cyOcTaHIIUH,

3aTparuBarouiee

a) OJHY ONEepalnOHHYIO

eIWHUIy Ipolecca

IIPOU3BOJCTBA AKTUBHOM

(dhapmareBTHUECKOM

cyOCTaHIIMHU, BKIIOYas 1,2,3 1I
COOTBETCTBYIOIHE

BHYTPHUIIPOU3BOJICTBCHHEIC

KOHTpoiIu #  (WiIN)

AHATUTHYECKUE METOIUKHI



0) aHAJIUTUYECKHEC
METOJUKH  HMCXOJTHBIX
MaTepualion/
MPOMEXYTOIHBIX
MPOAYKTOB U (WIH)
AKTHUBHOM

1,2,3 II

(dhapmaleBTHYECKOM
cyOCTaHIuH

JoxymeHTanus

1. TIpoekTHOE TONE OBLIO pa3pabOTaHO HAa OCHOBAHWU COOTBETCTBYIOIIWX YCTAHOBIICHHBIX TPEOOBAaHHWNA H
MEXIYHApPOAHBIX HAYYHBIX PYKOBOJCTB. Pe3ynbTaThl MCCenOBaHWN pa3pabOTKH MPOIyKTa, Hporecca
AHAJTUTHYECKOH METONOJNIOTHH (HampuMep, B3aMMOJCUCTBUE pa3IMUHBIX MapaMeTpoB, (HOPMUPYIOIIUX
MoJJIeKaIlee H3YUYEHUIO MPOEKTHOE II0Jie, BKJIIOYas OIEHKY PHUCKOB W MHOTOMEpPHBIE HCCIeI0BaHUs
COOTBETCTBEHHO), B COOTBETCTBYIOIIMX CIy4asx MOATBEPXKAAIOUIUE TO, YTO JOCTUTHYTO IEJIOCTHOE
MEXaHUCTUYECKOE NMOHMMAaHME TOKa3aTeseill KauecTBa MaTepuajoB U MapaMeTpOB MpOLEcca Ha KPUTHUECKHE
TTOKa3aTeN KadecTBa aKTUBHOH (papMarieBTHIecKoil cyOCTaHIINH.

2. OnicaHue MPOEKTHOTO MOJSA B TaOJIMYHOM BHJIE, BKITIOYAs TEpeMEHHbBIC (CBOMCTBa MATCPHAIIOB M ITApaMeTpPhI
Tporiecca IPOU3BOCTBA) U UX IpeIaraeMble THANa30HEl.

3. [TompaBka K COOTBETCTBYIOMEMY(MM) pa3erny(aM) mocke.

bB.l.a.2 BBenenue
MOCTPETUCTPALIMOHHOTO
MPOTOKOJIAa yIPaBIEHUS
HN3MCHCHUSIMH,

Ycnosus TpeOyemas nokymenrtauus Bun npouenypst
3aTparuBarUUMU
AKTUBHY IO
(hapMaIreBTHIECKYIO
CyOCTaHIHIO
1,2,3 II
JoxyMmeHTanus

1. IlonpoOHOe onmucanue mpeIaraeMoro H3MeHeHHs.
2. IIporokon ynpaBiieHUs] N3MEHEHUSAMH, 3aTPAaruBalOIIUMI aKTHBHYIO (hapMalleBTHYECKYIO CyOCTaHIIHIO.
3. [TompaBKa K COOTBETCTBYIOIIEMY(HM) pa3iery(aM) 1ocke.

b.I.n.3 MUckmroueHue
MTOCTPETUCTPALUOHHOTO
MPOTOKOJA YIPABICHHUS
H3MEHEHHUSIMH,

VcaoBus Tpebyemast qokyMeHTauuss Bu npouenypsl
3aTparuBalIIUMH peby AOKY 1 IpOLEayp
AKTHBHY IO
(hapMareBTHYECKYIO
CyOCTaHITHIO

1 1,2 1A
YcnoBus

1. UckmroueHne MOCTPErucTPallioOHHOTO MPOTOKOJIA YIPABICHHUS U3MEHEHUSMH, 3aTparuBarolMMU aKTUBHYIO
(hapMmaneBTHUYECKYIO CyOCTaHIMIO, HE SIBJISIETCS CIEICTBHEM HENPEIBUICHHBIX CUTYAIlMH MM HECOOTBETCTBHS
crienu(UKaUKN B X0/I¢ BBEACHNUS N3MEHEHNH, ONTMCAHHBIX B MIPOTOKOJIE, M HUKAK HE BIMSET HAa YTBEP)KICHHBIE
CBEJICHUS, BKIIIOYCHHBIC B PETHUCTPALIMOHHOE 1OCHE.

JoxyMeHTanus
1. OGocHOBaHUE MpeIaraeMoro UCKIIOYSHHUS.
2. [TonpaBka K COOTBETCTBYIOIEMY(UM) pa3aeny(am) T0Che.

b.l.n.4 U3meHeHnus
YTBEPKICHHOTO



MPOTOKONA YNpaBIeHUs Y CIOBUS TpeOyemast nokyMeHTanust Bun nponenypsl
HM3MCHEHHUSIMHU

a) 3HAYMMBbIC WU3MEHEHUS
IIPOTOKOJIA YIIPaBJICHUS 11
U3MCHCHUSMU

0) He3HAYMMBIC H3MCHCHHSI

MPOTOKOJIA YIIPaBICHH

U3MEHEHUSAMHU, KOTOPBIC HE 1 IB
U3MEHSIOT CTpaTeTHIO,

OIMCaHHYIO B ITPOTOKOJIE

JoxymeHTanus

1. Hexmapammsi, 94To 1I000€ M3MEHEHHE MOJDKHO YKJIAABIBATHCS B IHANA30H NEHCTBYIOUINX YTBEPIKICHHBIX
KpUTepHeB mpuemieMocTd. I[loMHMo »3TOrOo, IeKiapanmust TOTO, YTO B OTHONICHHUH OHMOJIOTHYCCKUX/
MMMYHOJIOTHYECKHX JICKAPCTBEHHBIX MIPenapaToB He TpeOyeTcs OIEHKa COMTOCTABUMOCTH.

b.I.n.5 Peannzanus
H3MCHCHHH,
MIpeayCMOTPEHHBIX
YTBEPKIACHHBIM
MPOTOKOJIOM YTIpaBIEHUS
W3MEHCHUSIMU

Ycnosus TpeOyemast nokymeHTanusi Bun nponenypst

a) peanm3anys H3MEHCHHS
HE Tpebyer
JOIMOJIHUTCIBbHBIX

1 1,2,4 1A
BCIIOMOT'aTCJIbHBIX JaHHBIX

0) peanm3anus U3MEHEHU
TpeOyeT ITOMOTHUATEIBHBIX 1,2,3,4 1B
BCIIOMOTaTENbHBIX JaHHBIX

B) peau3aiys N3MCHEHHUS

OnoIoruyecKkoro/

HMMYHOJIOTHYECKOTO 1,2,3,4,5 1B

JeKapCTBEHHOTO

mpermapara

VYcnosus

1. IIpemnoxeHHOE H3MEHEHUE OCYIISCTBICHO B IMOJIHOM COOTBETCTBHH C YTBEPKICHHBIM IMPOTOKOIOM
YIpaBJICHUS H3MCHCHISIMH.

JoxyMeHTanus

1. Ccpika Ha yTBEP)KICHHBIA POTOKOI YIIPABICHHUS U3MEHCHUSIMH.

2. Jlexmapamusi, YTO M3MEHEHHE COOTBETCTBYET YTBEP)KACHHOMY IIPOTOKOINY YTPaBICHHUS H3MEHCHHUAMH H
PE3YNBTATHl UCCISIOBAHKSI YIOBICTBOPSIIOT KPUTEPUSIM MTPHUEMIIEMOCTH, OTOBOPEHHBIM B TIpoTOKoJe. [loMumo
3TOrO, JACKJIApAIlHsl TOT0, YTO B OTHOIICHUH OMOJIOTHUCCKUX/MMMYHOJIOTHYECKUX JICKAPCTBEHHBIX MPEMapaToB HE
TpeOyeTcs OI[CHKA COMOCTABUMOCTH.

3. Pe3ynbpTaThl UCClENOBaHUN, MPOBEACHHBIX B COOTBETCTBHHM C YTBEP)KICHHBIM MPOTOKOJIOM YMpPaBIECHUS
HM3MCHEHHSIMH.

4. NompaBka K COOTBETCTBYIOIIEMY(HUM) pa3ieny(am) Tocke.

5. Komnus yTBEp»KACHHBIX criel(UKanuii Ha akTHBHYIO (hapMaIleBTHYCCKYIO CYOCTaHITHIO.

b.1I JIekapcTBeHHBIN penapar
b.II. a) BHEIIHUM BUT U COCTaB

b.Il.a.1 H3MeHenmne wmim
no0aBlIEeHHE OTTHUCKOB,
TPaBUPOBKH WM WHBIX



3HAKOB, BKJIIOYasl 3aMEHY

WM 100aBJIeHHe YepHHUI, Vcnopus Tpebyemast nokymenramusi Bun mpoueaypbl
HCUONB3yEeMBIX  TIpH

MIPOU3BOICTBE

JIEKapCTBEHHOTO

npemnapara

a) M3MCHEHHs OTTHCKOB,
TPaBUPOBKH WM HWHBIX 1,2,3,4 1,2 1B
3HAKOB

0) wu3MeHeHHe pHUCOK/

TUHUA pasiyioMma,

NpEeIHAa3HAYCHHBIX IS 1,2,3 1B
paszesieHus Ha pPaBHbBIC

JI03BI

VYcnoBus

1. Cnenudukanmu JIEKapCTBEHHOTO Mperapara Ha BBITYCK U Ha KOHEI[ CPOKa TOJHOCTH HE U3MEHSIOTCS (32
HCKIIIOYCHUEM BHEIIHETO BUJIA).

2. Bce "epHMIIa JOKHBI COOTBETCTBOBATH ICHCTBYIOMIEMY (DapMalieBTHIECKOMY 3aKOHOIATCIBCTBY.

3. Pucku/nmuaun pasiioma, He MpeJHa3HAYCHBI Ha pa3/ICIICHIE HA PaBHBIC TO3BL.

4. 3HaKH JEKapCTBEHHOTO IMperapaTa, UCIIOIb3YeMbIC ISl Pa3InICHUS JTO3UPOBOK, OJTHOCTHIO HE YIaJICHEI.

JoxymeHTanus

1. TlompaBka K CcOOTBETCTBYIOHmEMY(MM) pa3ierny(aMm) IOChe, BKIOYas MOApoOHOE Tpaduyueckoe WiIH
MIOBECTBOBATEIbHOE OIMCAHUE TEKYIEro M HOBOIO BHEIIHETO BUAA, & TAKXKE COOTBETCTBYIOIIMI MEPECMOTP
uH(popMaInK 0 JEKapCTBEHHOM IIpernapare.

2. B cOOTBETCTBYIOIIMX CTydasix 00pa3iibl JEKapCTBEHHOTO TpenapaTa.

3. Pe3ynpTaThl COOTBETCTBYIOIMX HCHBITaHUN mo I'ocynmapctBenHoit @apmakonee Pecmyb6mmkm Kazaxcraw,
MOATBCPKAAIOIINE SKBUBAJICHTHOCTD CBOﬁCTB/HpaBHHBHOCTB JO03UPOBAHUA.

b.1l.a.2 N3menenue hopmbl
nIu pa3MepoB Ycnosus TpeOyemast nokymeHnTanusi Bun npomenypsr
JIEKapCTBEHHOI (pOpMBI

a) TaOJeTKH, KarlCyJbl,
CYIO3UTOPUH U TIECCAPUH
c HEeMEIIEHHBIM
BBICBOOOXIIEHHEM

1,2,3,4 1,4 1A

0) nexapcTBeHHbIE (GOPMBI

c OTCPOYCHHBIM,

MOJU(GHUIMPOBAHHBIM HITH

MPOJTOHTUPOBAHHBIM

BBICBOOOXKIEHUEM | 1,2,3,4,5 1B
TabJeTKH C PHUCKOH,

IpeJHa3HAauYCHHOW JUIs

paszelieHusT Ha paBHbBIE

JI03BbI

B) noOaBIIEeHHME HOBOTO
Habopa OIS
panuodapmManeBTHICCKOro
JICKapCTBEHHOTO
mpemapata ¢ JIpYTUM
00BEMOM 3aTIOTHEHMS

II

YcnoBusa



1. ITpocunp pacTBOpeHHs N3BMEHEHHOTO JIEKAPCTBEHHOTO Mperapara CONOCTaBUM CO CTapbIM, €CITU IPHUMEHHUMO.
IIpy HEBO3MOXKHOCTH NMPOBEJECHUS UCHBITAHUS PACTBOPEHHS BpeMs paclaJaeMOCTH HOBOTO JIEKAPCTBEHHOIO
rpenapara B CpaBHEHUH CO HEM3MEHEHHBIM.

2. Crneun¢uxanny JeKapcTBEHHOI0 NpenapaTa Ha BBITYCK M Ha KOHEI CPOKa FOJHOCTH HE W3MEHHIIMCH (3a
HCKITIOYEHUEM pa3MepOB JIEKapCTBEHHOH (hOPMBI).

3. KadyecTBeHHBII U KOIMYECTBEHHBIN COCTaB U CPEIHSS Macca HE U3MEHUIINCh.

4. VI3MeHeHne He 3aTparuBaeT TaOJIETKU C PUCKOM, MpeqHa3HaueHHOM JUIs pa3feseHus JeKapCTBeHHON (opMbl
Ha paBHBIE I03bI.

JoxymMeHTanus

1. [TonpaBka kK COOTBETCTBYIOLIEMY(HMM) pazaeny(aM) A0Che, BKItOUYas MOJIpoOHOE rpaduueckoe 0TOOpaKeHue
TEKyIIEro M IMpeNiaracMoro IMOJIOKEHHs, a TaKXKe IepecMoTp MH(opMaluu O JIeKapcTBEHHOM Mpernapare
COOTBETCTBEHHO.

2. CpaBHHTENBHBIC JaHHBIE PACTBOPEHHS HE MEHEE YeM OJHOW ONBITHO-IIPOMBIIUICHHOW CEPHU C TEKYLIHMMHU U
Mpe/ularaéMbpIMU pa3MepamMi (OTCYTCTBHE 3HAYMTENIBHBIX PA3IMYMi C TOYKH 3PEHUSI COIIOCTaBUMOCTH — CM.
[IpaBuna npoBeneHNs MCCIEAOBaHUN OMOPKBHBAJICHTHOCTH JICKAPCTBEHHBIX IpenapaToB (mainee — [IpaBuia
MIPOBEJICHNS MCCIEAOBAaHNH OMOSKBHBAJICHTHOCTH). B OTHOIICHNH JIEKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB
MIpUEMJIEMBI JaHHbBIE CPAaBHUTEIBHOM PAacagaeMOCTH.

3. OOGocHOBaHHS HEMPEACTABICHHUS PE3yJIbTaTOB HOBOTO HCCIEIOBAHUS OWO’KBHUBAJCHTHOCTH COTIACHO
[IpaBuiam poBeaeHuUs HCCIIEIOBaHUH OMOIKBUBAJICHTHOCTH.

4. B COOTBETCTBYIOIIMX CIydasx 00pa3ibl ICKApCTBEHHOT'O Mpemnapara.

5. Pe3ynpTaThl cooTBEeTCTBYIOIUX HcHBITaHUE mo ['ocymapctBenHoit @apmakonee Pecrmybmmkm Kazaxcraw,
MOATBCPKAAIOIINE OKBUBAJICHTHOCTD CBOﬁCTB/HpaBHJ’IBHOCTB JO3UPOBAHUA.

Juna B.l.a.2 B), moboe n3MeHeHHE "NO3MPOBKHU" JEKapCTBEHHOrO IIperapara

(*) [lpumeyanue
TpeOyeT NoauH 3asBJICHUS O PACIINPEHUH PETUCTPALUH

b.ll.a.3 U3meHnenue

cocTtaBa (

BCIIOMOTATEIbHBIX YcnoBust Tpebyemast nokymenranusi Bun mporeayps
BEIIIECTB) JICKAPCTBCHHOTO

mpemnapara

a) H3MEHEHHE COocCTaBa
BKYCOBBIX  100aBOK  (
apoMaTH3aTOPOB) WIH
Kpacureneu

I~ JloGasnenue, 1,2,3,4,5,6,7,9 1,2,4,5,6 B
HCKJIIFOUCHHUC UJIU 3aMCHa

2. VYBelndyeHHe WIH

1,2,3,4 1,2,4 IB
YMEHBIICHNE COACPIKAHMSA

0) npouue
BCIIOMOTATEbHBIC
BEILECTBA

1. JIro6ast He3HAYUTEIbHAS
KOpPpEKI U
KOJHMYECTBEHHOI'O COCTaBa
BCIIOMOTraTelbHBIX
BEIIECTB JIEKAPCTBEHHOT'O
mpemnapara

1,2,4,8,9,10 1,2,7 IB

2. KauecTBeHHBIE HIH
KOJIUYECTBCHHBIC

H3MCHEHHUS OJHOr0 HIIN
0oJyiee BCIOMOTATENbHBIX
BEIECTB, CYIICCTBEHHO



BIMSIOIINE Ha KadecTBO, 11
0€30MacHOCTh WU

3¢ PEeKTHBHOCTH

JeKapCTBEHHOTO

mpemapara

3. HU3meHeHHE,

3aTparuBarIee

OuoNorndYecKuii/ 11
MMMYHOJIOTUYECKUH

npemnapar

4. Jlioboe HOBOE
BCIIOMOTAaTENbHOC
BEIIECTRBO,
npeamnoaratniee
HCIOJIb30BaHUE
MaTepualioB
YeJIOBEUYECKOro  HIIH 11
JKHBOTHOTO
MIPOUCXOXKICHHUS,
TpeOymuX  OIeHKHU
JaHHBIX  BUPYCHOH
0e30macHOCTH ¥ (MJIN)
pucka TI'D

5. Usmenenwue,

000CHOBaHHOE

pe3yiabTaTaMu 1I
HcclieTOBaHUS

OMOIKBHUBAJICHTHOCTH

6. 3amMeHa OJHOrO
BCIIOMOTaTEJILHOI O
BEIIECTBA  CXOJHELIM
BCIIOMOTaTeIbHBIM
BCIIECTBOM C TEMH K€
(YHKIIHOHATBHBIMU
XapakTepUCTUKAMHU B
AHAJIOTMYHOM KOJUIECTBE

1,3,4,5,6,7,8,9 IB

Ycnosus

1. N3meHeHns QyHKIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHON ()OPMBI, HAIlpHMeEp, BPEMEHN PaciagaeMOCTH,
TIpoQHIIst pACTBOPEHHST OTCYTCTBYIOT.

2. Besikyro He3HaUMTENbHYI0 KOPPEKIUIO cocTaBa JUIsl MOJIepKaHust o011el Macchl HE0OX0MMO OCYIIECTBIISITH
BCIIOMOTATEIbHBIM BEIISCTBOM, COCTABISIOIINM B HACTOsIIEe BpPeMs OCHOBHYIO YacTh JIEKapPCTBEHHOI'O
mpernapara.

3. Crenu¢ukanus JIeKapCTBEHHOTO Mpenapara OOHOBIIEHA B YacTH BHEIIHETO BHAa/3alaxa/BKyca W, IpH
HEO0OXOIMMOCTH, UCKIFOUECHO HCIIbITaHNE Ha TTOJUTMHHOCTB.

4. Ha4aTbl COOTBETCTBYIOILINE UCCIIECAOBAHNS CTAaOMIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMU TPEOOBAHUAMHU
(c yxa3aHHEM HOMEPOB CepHi); IPOaHATU3UPOBAHB! COOTBETCTBYIOIINE IAPAMETPhI CTaOMIBHOCTH HE MEHEE YeM
Ha ABYX OIIBITHO-IIPOMBINIJICHHBIX HJIW HNPOMBIINUICHHBIX CEPHAX; B PACIOPSAIKCHUN 3asdBUTCIA HaXOOATCA
YIOBIICTBOPUTEIIbHBIC PE3YJIbTATHI, 0 MEHBILIEH Mepe, TPEXMECSYHOTO M3Y4YEeHHUs] CTaOMIBHOCTH (Ha MOMEHT
BBeZICHUS] M3MeHeHHnH [A Tuna m yBenomieHust 00 u3MeHeHHsX [B Tuma); nmpoduiab cTaOMIBHOCTH CXOX C
YTBEp>KACHHBIM B HacTosIee BpeMs npodmieM. [loaTBepKIeHUE TOT0, YTO HCCISOBAHUS OYIyT 3aBEpIICHBI, 1
YTO, €CJIM PEe3yJIbTaThl Ha KOHEIl CPOKa TOJHOCTH He OYAyT yKIIaJbIBaThCs B CIICHU(HKALIMY HIA OTEHINAIBHO
He YKJIAABIBaThCA B CIELU(DHUKANH, X HEMEUICHHO IPEICTaBAT YIOJHOMOYEHHOMY OpraHy Hapsmy ¢



npeJyiaraeéMbIM IIaHOM JeiicTBuii. Kpome TOro, B COOTBETCTBYIOUIIMX CIydasXx HEOOXOAMMO NpPOBECTH
HCIBITaHHE (POTOCTAOMIFHOCTH.

5. Bce HOBBIE KOMITOHEHTHI JIOJKHBI yIOBJIETBOPSITH TPEOOBAHUSIM COOTBETCTBYIONINX JOKYMEHTOB PecnyOnuku
Kazaxcran, Kacaromuxcsi KpacuTesel, HCIOJIb3yEMBIX B IIUIIEBOH MPOMBIIIJICHHOCTH, X BKYCOBBIX JI00aBOK.

6. Hu onuH HOBBIN KOMIIOHEHT HE MPEAIIOaraeT HCIONIb30BaHNE MaTEPHAIOB YEJIOBEUECKOTO MIIH KUBOTHOTO
MIPOUCXOXKICHHS, TPEOYIOIUX OLEHKH JAaHHBIX BHUPYCHOW OE30MacCHOCTH WM COOTBETCTBUS JIEHCTBYIONIINM
TpeboBanmsM ['ocynapcrBenHorr @apmaxonen Pecrybnmku Kasaxcran mo MUHMMH3AaIMK pUCKA TI€peIadH
arcHTOB Fy6‘IaTOI71 aHue(banonaTm/I JKUBOTHBIX MOCPEACTBOM JICKAPCTBCHHBIX NPETIapaToB JJId MECAUIHUHCKOIO U
BETEPUHAPHOTO ITPUMEHEHHUSI.

7. B COOTBCTCTBYIOIIUX CIy4YadX MU3MCHCHUA HEC BJIMAIOT HA pas3jinuvd MEKAY AO3UPOBKAMU U HE OKa3bIBAIOT
HEraTUBHOT'O BIIMSHUS Ha BKYCOBBIE CBOWCTBA JIEKAPCTBEHHBIX IPENapaToB, IPEeAHA3HAUYCHHBIX IS eTeHl.

8. Ilpounp pacTBOpeHHsT HE MEHEe 4YeM JIBYX OIBITHO-IPOMBIIUIEHHBIX CEpUil HOBOTO JIEKAPCTBEHHOT'O
rperapara COIOCTaBUM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAUMTENBHBIX PpA3IMUUH C TOYKH 3pEHHS
COIOCTaBMUMOCTH — cM. [IpaBwiia NpoBeNCHHS HCCIIEAOBAaHWN OMOIKBHBAJICHTHOCTH). IIpHM HEBO3MOXHOCTH
MIPOBEICHNS MCIIBITAHNS PACTBOPEHUS C JIEKAPCTBEHHBIMU PAaCTUTEIBHBIMH IPENapaTaMy BpeMs paciafacMOCTH
HOBOTO JIEKaPCTBEHHOT'0 NpETapaTa COIOCTaBUMO C HEM3MEHEHHBIM.

9. M3ameHeHUe He ABISETCS CICACTBUEM HECTaOMILHOCTH 1 (WIJIM) HE JOJDKHO CKa3bIBaThCs Ha 0€30MacCHOCTH, TO
€CTb Pa3INYUAX MEXKIY JO3UPOBKAMHU.

10. PaccmaTpuBaeMblii JIEKapCTBEHHBIH TIperapar HE SBISETCA OMOJIOTHYECKUM/UMMYHOJIOTHIECKUM
JIEKaPCTBEHHBIM MPETIapaTOM.

JoxymeHTtanus

1. ITonpaBka K cOOTBETCTBYOLIEMY(MM) pa3zeiy(am) JoChe, BKIIOYas METO/IbI MCITBITAHNS Ha TIOAJIMHHOCTD BCEX
HOBBIX KpacuTelledl (eciim NMpPHUMEHHUMO), a TakKe IMepecMoTp WHPOPMALUU O JIEKapCTBEHHOM IIperapare
COOTBETCTBEHHO.

2. Jleknapanus, 4TO Ha4aThl TpeOyeMble MCCIEIOBAHHUA CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH
TpeOoBaHMMH (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUINX CIy4asx) Ha MOMEHT BBEICHUSA
U3MCHEHHUH B €ro paclnopshKeHHM HaXOIWIHCh TpeOyeMble MUHHMAJbHBIC YAOBIETBOPUTEIBHBIE IAHHBIE IO
CTaOUIPHOCTH; MMCIONIUECS NaHHBIC HE CBHICTCILCTBOBAIM O KakoW-nmubo mpobiieme. Heobxomumo Takke
NPEACTaBUTh IOATBEPKICHNE TOTO, YTO MCCIEI0BAaHMs OyIyT 3aBEpIICHBI, U YTO, €CIIM Pe3yJbTaThl HE OyIyT
YKIIaIbIBaThCA B CIEIM(UKAUN WM TOTEHIMAIbHO HE YKJIaJIbIBaThCS B CIEHU(HUKAINN Ha KOHEIl CPOoKa
TOAHOCTH, MX HEMEUICHHO MPEACTABST YIOJIHOMOYEHHOMY OpTaHy Hapsay ¢ IpeuiaraeMbIM IUIaHOM JeHCTBHI.
3. Pe3ynbprarhl Hccne1oBaHN CTAOMIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMbIM [TapaMeTpaM CTAOMIBHOCTH HE MEHEE YeM Ha BYX ONBITHO-IPOMBIIUICHHBIX WM IPOMBIIIIICHHBIX
CepHsIX, OXBATHIBAIOIINX HE MEHEe 3 MECSIEB, U MOATBEPKACHUE TOTO, YTO yKa3aHHBIC HCCIEAOBaHMSA OyayT
3aBEpIICHBI, U €CITU PE3YJIbTaThl He OyIYT YKIaAbIBATHCS B CHEUU(PHUKALUY WK TIOTEHIMAIBHO HE YKIIA/IbIBATHCS
B crenn(HUKaluy Ha KOHEIl CPOKa TOJHOCTH, UX HEMEUICHHO IPEICTABAT YIIOJIHOMOYEHHOMY OpraHy Hapsiay
IpeJlaraéMbIM INIAHOM AEHCTBHIM.

4. B COOTBETCTBYIOIUX CIy4asx 00pa3isl HOBOT'O JIEKAPCTBEHHOTO TIpenapaTta.

5. JIubo cepruduxar coorsercTBus EBponeiickoit @apmakornen o TI'D Ha m000ii HOBBIN HCTOYHUK MaTepHaa,
1100 (ecay MPUMEHHMO) JOKYMEHTAIbHOE IMOATBEPKIEHHE TOr'0, YTO MCTOYHUK MaTepHana, HOABEpP:KEHHbIH
pucky TI'D, paHee mpoBepeH YNOJHOMOYCHHBIM OpPraHOM; W OBUIO MOJTBEPXKIEHO €Tr0 COOTBETCTBHE
nelicTByromeit crathe ['ocymapctBenHoit ®apmakomen PecmyOmmkm KazaxcTaH mo MUHUMH3AIWW PHCKa
nepesaydl areHToB ry0daroi sHmedanonaTud >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENaparoB UL
MEIUIMHCKOTO U BETEPUHAPHOTO NpUMeHEHUs. J{JIs KaXKI0ro Takoro pojia Marepuaia Heo0X0IUMO NPeJCTaBUTh
CJIEAyIOIME CBEJICHUS: Ha3BaHUE NPOWU3BOAMTENS; BU]I )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJIyYeH MaTepual;
CTpaHa MPOUCXOXKCHHUS JKUBOTHBIX U €TO HCIIOJIb30BaHHUE.

6. B cooTBeTCTBYIOIIMX Cly4asx JaHHbBIE, [MOJITBEP)KIAIONINE TO, YTO HOBOE BCIIOMOTAaTEIbHOE BELIECTBO HE
B3aUMO/ICHCTBYET C aHAINTHYECKUMH METOIMKaMH clieln(UKAINY JIEKapCTBEHHOTO TIpenapaTa.

7. HeobxoauMo mocpeacTBoM Hauiexanield (hapManeBTHIeCKoi pa3paOboTKy (BKJII0Yast BONPOCH! CTaOMIIBHOCTH
U TPOTHBOMHKPOOHOTO KOHCEPBHPOBAHHS, €CIM IPUMEHHMO) IIPEICTaBUTh OOOCHOBAHHE CMEHBI/BBIOOpa
BCIIOMOTATEbHBIX BEIIECTB U T.JI.



8. CpaBHHTENbHBIC aHHBIE MPO(UIS PACTBOPEHUS TBEPIBIX JIEKAPCTBEHHBIX (DOPM HE MEHEe ueM Ha ABYX
OMNBITHO-IIPOMBIIIIEHHBIX CEPUSAX JIEKapCTBEHHOTO Ipenapara HOBOTO M CTaporo CocTaBoB. B oTHomeHun
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToOB JOCTATOYHBI JaHHBIE CPABHUTEIBHON PACafaeMOCTH.

9. O6ocHOBaHMsI HEMPEICTABIEHNUS PE3YJIbTaTOB HOBOTO MCCIIEAOBAHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBHUH C
[IpaBriamu poBeAEHNS UCCIEI0BaHN OMO3KBHBAIEHTHOCTH.

b.1l.a.4 V3MeHeHne Maccsl

000JI0YKH JIeKapCTBEHHBIX

¢dopm as mpuema BHYTph Y CIIOBHSA TpeOyemast nokymeHTauuss Bun npouenypst
WM W3MEHEHHE MacChl

000JIOYKH KarCyJIbl

a) TBepJIble JIeKapCTBEHHbIE
dbopmer st mpuema  1,2,3,4 1,2 1B
BHYTPh

0) mexapcTBeHHBIE (POPMBI

c OTCPOYCHHBIM,

MOIUGHUITUPOBAHHBIM HITH

MPOJIOHTHPOBAHHBIM

BEICBOOOKICHHUEM, B II
KOTOpPHIX  000IJI0YKa

SIBJIISIETCS  KJIOYEBBIM

bakTopom

BBICBOOOXKIEHUS

Ycnosus

1. Ilpoduip pacTBOpeHHsS HE MEHEe 4YeM JABYX OIBITHO-IPOMBIIUIEHHBIX CEpUil HOBOTO JIEKApCTBEHHOTO
mpenapaTa COMOCTaBHM CO CTapbiM. [Ipy HEBO3MOXXHOCTH ITIPOBEICHUS HCHBITAHUS PACTBOPSHHS C

JIeKapCTBEHHBIMH PAaCTUTENBHBIMHU IIpenapaTaMy BpeMs paciaIaeMOCTH HOBOTO JISKAPCTBEHHOI'O Iperapara B
CPaBHEHUH CO CTapbIM.

2. Oboouka He ABIAETCA KIF0UYEBBIM (DaKTOPOM MeXaHM3Ma BEICBOOOKICHIIS.

3. Crienmpukanys IeKapcTBEHHOTO TipenapaTa 0OHOBIICHA JIMIITh B YACTH MAaCCHl M pa3MepoB (ECIH IPUMEHHMO).
4. Ha4aTbl COOTBETCTBYIOIINE UCCIICAOBAHHS CTAaOMIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMU TPEOOBAHUSAMH
HE MEHee YeM Ha JIBYX OIBITHO-IIPOMBIIIICHHBIX MM POMBIIUICHHBIX CEPHUSX; B PaCIIOPSKEHUN 3asBHTEIS HA
MOMCHT BBCIACHHUSA W3MEHCHUI HaxXodATCA YAOBJICTBOPUTEIBHBIC, 10 MEHBIIICH MEPE, TPEXMECAYHBIC JJAaHHBIC I10
CTaOWIBHOCTH; IOATBEPXKIEHHE TOI'0, 4YTO HCCIENOBaHMA OyIyT 3aBepuieHbl. Eciam pe3yiabTaThl He

YKJIQABIBAIOTCS B CHeNU(UKAIMK WM OTEHIMAIBFHO MOTYT HE YJIOXHTHCS B CHEUM(HUKAIUU HA KOHEIl CpoKa
TOZHOCTH, MX HEMEJUICHHO MPEACTaBST YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpeularaéMbIM IUIaHOM JICHCTBHH.

JoxyMeHTanus

1. ITommpaBka K COOTBETCTBYOIEMY(MM) pa3aeiry(am) Jocke.

2. Jlexiapanus, 9TO Ha4daThl TpeOyemble HCCIeIOBaHHS CTAOMIBHOCTH B COOTBETCTBHH C yCTAHOBICHHBIMHU
TpeOOBaHMIMH (C YKazaHHEM HOMEpOB cepHuil); M 4TO (B COOTBETCTBYIOIIMX CIydasx) Ha MOMEHT BBEICHUS
W3MEHEHUH B €ro pacnopsKEHUU HaXOAUJIUCH TpeGyeMble MHUHHUMAJIbHBIC YAOBJICTBOPUTCIIbHBIC TaHHBIC 10
CTaOMJIBHOCTH; MMEIOLIMECs JIaHHbIE HE CBHJETENBbCTBOBAIM O Kakoil-1umb6o mpobieme. HeobOxomumo takke
MPENICTABUTH MOATBEPKACHAE TOTO, YTO MCCICAOBaHUSA OyIyT 3aBEPIICHBI, U YTO, €CIU PE3YJIBTATHl HE OYIyT
VKJIaABIBaThCS B CHEHU(PUKAIUN WIA TMOTCHIWATHLHO HE YKIAABIBATHCSI B CHEIU(PUKAIIMU Ha KOHEI CpOKa
TOJHOCTH, UX HEMEIJICHHO NPEACTaBAT YIIOJIHOMOYEHHOMY OpraHy Hapsy ¢ MpeUlaraéMbIM IDTAHOM JISHCTBHH.
Kpowme TOr0, B COOTBETCTBYIOIINX CITydasx HEOOXOAUMO MPOBECTH MCTIBITaHUE (POTOCTAOMIEHOCTH.

b.Il.a.5 H3meHeHue
KOHIICHTpAINH
OJIHOZO3HOTO, IOJHOCTBIO
BBOIUMOTO
MapeHTePaAIBLHOTO
JICKapCTBEHHOTO

npenapara npu Yenosua Bz npomenypet



HEM3MEHHOCTH TpeOyemast moKyMeHTaIMs
COJepKaHUS AKTHUBHOM

(hapmaneBTHIECKOM

CyOCTaHIMHM Ha EIUHHUILY

JI035I (TO €CTh JO3UPOBKH)

11

B.1l.a.6 HcxmroueHue
KOHTeWHepa c
pacTBOopHuTEeIEeM/ VenoBus Tpebyemast noKyMeHTauss By nporeaypol
paszbaBuTeneM u3
YITAaKOBKH

1,2 1B
JoxymeHTtanus

1. ObocHOBaHME MCKIIIOUEHMS, BKJIIOYas yKa3aHHE Ha aJbTEPHATHBHBIE CIOCOOBI ITOJIyYEHHS PacTBOPHUTEIs/
paszbaBurens B nemsx 6e3onacHoro u 3(heKTHBHOTO IPUMEHEHUs JIEKapCTBEHHOTO TIpernapaTa.
2. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

B.11. 6) [TpousBoacTBO

B.11.6.1 3amena wuan
no0OaBlIeHHE
MPOM3BOACTBEHHOM
MJIOMIAAKH JJIA YaCTH MU
BCEX MpOIECCOB
NPOU3BOICTBA
JeKapCTBEHHOTO
mpemnapara

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) IIomangkKka  Imo

N 1,2 1,3,8 IA
BTOPUYHOM yIIAKOBKE

0) miomangka 1O

y 1,2,3,4,5 1,2,3,4,8,9 1A
NEPBUYHOUN YIIAKOBKE

B) IUIOIIA/IKa, HA KOTOPOH
OCYILECTBISIOTCS
MPOU3BOJICTBEHHBIE
omepanuu st
OMOJIOTHYECKHUX,
MMMYHOJIOTHYECKHIX
JeKapCTBEHHBIX
npenaparos 781871
JEKapCTBEHHBIX  (opM, II
NPOU3BEJEHHBIX  C
MMOMOIIBIO  CITOXKHBIX
MIPOU3BOACTBEHHBIX
NpOLECCOB, 3a
HCKIIIOUYEHHUEM BBIITyCKa
cepuil, KOHTPOJI KayecTBa
cepuili U BTOpPUYHOH
YIIaKOBKH

T) TUIOIIaaAKa, Tpedyromas
IIPOBEICHUSL IEPBUYHOMN I
WHCHEKINH, UIH TPOAYKT

crenu(UIHON HHCTICKITHH



) TUIOIAaKa, HA KOTOPOU
OCYIIECTBISIOTCS JIIO0OBIC
MPOU3BOJACTBEHHEIE
omnepanuu s
HECTEPHUIBbHBIX
JeKapCTBEHHBIX
npenapaTos, 3a
UCKJIIOUEHUEM BBIITyCKa
cepui, KOHTpPOJII CEpuid,
TIEpBUYHON U BTOPUYHOMU
YIIaKOBKH

1,2,3,4,5,6,7,8,9 IB

€) MIoIIaKa, Ha KOTOpOi
OCYIIECTBISIOTCS JIIOOBIC
MPOU3BOJICTBCHHEIC
omepanuu co
CTEPHUIBHBIMHA
JeKapCTBEHHBIMHU
npemnapatami,
MPOU3BOASIIUMUCT €
HCIIOJIb30BAHUEM 1,2,3,4,5,7,8 1B
ACENTHYECKHX MEeTONOB (
HMCKJII0Yass OMOJIOTHYECKHE,
MMMYHOJIOTHYECKHE
JICKApCTBCHHBIC MTPETapaThl
), 3a HCKJIIOYEHUEM
BBIITYCKa CepUil, KOHTPOIISI
KadyecTBa cepud U
BTOPUYHON yITaKOBKU

VYcenosus

1. Hanuune ceprudukara Haajexameid npou3BoacTBeHHoi npaktuku (GMP) npon3BoacTBEHHOW IUIOMIANKA
nepeaaronel 1 IpUHUMAIOIIeH CTOPOH.

2. [Tnomaznka TUIIeH3UpOBaHa B YCTAaHOBJIEHHOM HOpsIKe (JUTs TPOU3BOICTBA pacCMaTpHUBaeMOH JIeKapCTBEHHON
(hOpMBI MK JIEKapCTBEHHOTO TIperapara).

3. PaccMaTtpuBaeMblil IeKapcTBEHHBIH Npenapat He SBISeTCS CTEPUIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasix, HApUMep, B OTHOIICHUU CYCIICH3UIl MM 3MYJIbCHM, MMeEeTcs cxema
BaJMJallM{ WIN B COOTBETCTBUHU C TEKYILUM IIPOTOKOJIOM YCHEIIHO IPOBEACHA BATUAALIUS HOBOH IUIOMAAKY C HE
MEHEe YeM TPeMs IPOMBIIUIEHHBIMU CEPHUAMU.

5. PaccmarpuBaeMslii JIeKapCTBEHHBIN IpenapaT He SABISIETCSl OMOIOrMYECKUM/ HMMYHOJIOTHYECKHM.

JoxymeHTanus

1. Ceptudukar HauIeKAIIEH MPON3BOACTBEHHOI pakTHKH (GMP) mpon3BOCTBEHHON TUTOIIAAKH TTepeIaroIieit
Y IPUHUMAIOIIEH CTOPOH.

2. B cooTBeTCTBYyIOHIIMX CiIydasX YKa3bIBAaIOTCS HOMEpa CEpHil, COOTBETCTBYIOIIME Pa3Mep CEpUH U jAara
Mpou3BoCTBa cepuil (3), UCTIONB30BaHHBIE B BalUAAIIMOHHOM HCCIEIOBAaHWUHU, W MPEJOCTABIISIOTCS JaHHbBIE
BaJIMIAIIMY WJIH TIPOTOKOJI (CXeMa) BaJIMIAliH, NOAJIeKAIMH TTo/1aue.

3. B ¢opme 3asBieHuss O BHECCHMHM HM3MEHEHHH YETKO yKasblBatoTcs "Tekyuue" u "mpeanaraembie'
MPOU3BOIMTENH JIEKAPCTBEHHOT'O ITpenapara (CoriacHo paszeiy 2.5 GopMbl 3asBICHNUS).

4. Koruu yTBEp»KICHHBIX CHIEHU(HUKAINIA Ha BBITYCK M KOHEI] CPOKa FOAHOCTH (€CiIM TPUMEHHMO).

5. JlaHHbIe aHaMM3a OJHOM MPOMBINUICHHON CEPUHM M JIBYX OIBITHO-IPOMBINUICHHBIX CEPUH, UMUTHPYIOLUIHX
NpOIlecC MPOM3BOJCTBA, (MM JBE HPOMBIIUICEHHBIE CEPUH) M CPaBHHUTENbHBIE NaHHBIE C TPEMs CEPHSIMH,
MIPOM3BENICHHBIMU Ha IPebIAyIIeii MPON3BOACTBEHHON Iutontaake. I1o 3ampocy mpemocTaBisioTCs JaHHBIE 10
CJIC/TYFOIIIMIM JIBYM TIOJHBIM IIPOMBIIIJIEHHBIM CEPHSIM; COOOIAETCS, €CITM PE3YJIbTaThl aHAIN3a HE YKIIabIBAIOTCS
B cienn(UKaIIIo, U IpeAiaracTcs IUIaH IeHCTBHM.



6. COoOTBETCTBYIOIIME JaHHBIC BAJHMJAIMHU, BKIIIOYAsl PE3yJbTaThl MUKPOCKOIINHU paclpeesieHns TI0 pa3Mepam
YACTHIl U UX MOP(OIIOTHH MITKUX U KHIKUX JIEKAPCTBEHHBIX ()OPM, B KOTOPBIX (papMarieBTUUecKast CyOCTaHIIUsS
HAXOJIUTCS B HEPACTBOPCHHOM COCTOSIHHH.

7. Ecnu Ha HOBOW MPOM3BOJICTBEHHOH IMJIOIIAAKE B KAYECTBE UCXOHOTO MaTepHaia MCIONb3YeTCs aKTHBHAS
(apmareBTHYECKas CYOCTAHIMSA, — ACKIAPALUSI YIIOJIHOMOYEHHOT'O JIMIIA TUIOIIAAKH, OTBETCTBEHHOT'O 32 BBIMYCK
CepHid, 4TO aKTHBHAas (papMarieBTHUecKas CyOCTaHIIMS POU3BE/IeHa B COOTBETCTBHIH ¢ [IpaBuiiaMu Haaexaiei
MPOU3BOJICTBEHHOH MpakTHKK PecrryOnnku Kazaxcran aist HCXOHBIX MaTepHAaIoB.

8. [TompaBka K cOOTBETCTBYIOIIEMY (MM) paseny (aM) J0Cke.

9. Ecnu mpou3BojCTBeHHAs IUIOMIAJKA W IUIOIIA/AKA, Ha KOTOPOM OCYILECTBIISETCS TEepBHUYHAs YMaKOBKa,
pa3IM4aloTCsl, ONMUCBHIBAIOTCS W BAIWAMPYIOTCS YCJIOBHSI TPAaHCIIOPTHPOBKH W XpaHEHHsI Hepac(hacoBaHHOTO
npenapara (bulk).

IIpy m3MeHEeHMHM NPOW3BOACTBEHHOW IUIOMIAIKKA B CTpPaHE W 3a IpeaeiIaMu
Pecrrybnmukn Kaszaxcran, ¢ KOTOpoil HE 3aKIIOYEHO COTJIAICHWE O B3aWMHOM
npusHaunn GMP, nepxaTensiM perucTpanroHHOTO yIOCTOBEPEHHS A0 IOAadd
YBEAOMJICHUSI PEKOMEHAYEeTCS MPOKOHCYIbTHUPOBATHCA C YIMOJIHOMOYEHHBIM
OpPTaHOM U NPEACTaBUTh CBEJCHUS O BCEX MPEIbIIYIINX HHCIEKIHAX 3a OCIeIHIE
2-3 rona v (MIM) BCeX 3aIUTAHMPOBAHHBIX MHCIEKIMAX, BKIIIOUAs 1aThl MHCIEKIINH,
KaTeTOPUU MHCTIEKTUPYEMBIX IPOJYKTOB, HAA30PHOE BEIOMCTBO W IIPOYHE CBEICHUS

Jexnapanuu  ynoJMHOMOYEHHOTO  JIMLA, 3aTParuBalOlld€  aKTUBHYIO
(hapMaleBTUIECKYIO CyOCTaHIHIO.
JepxaTenu JIULEH3UMH HAa MPOU3BOJACTBO B KAUECTBE HCXOAHBIX MaTEpHUAJIOB
HCIIOJIB3YIOT MCKJIFOYMTEILHO aKTHBHBIC (papMalieBTUYECKUe CyOCTaHIINH,
IIpumeuanus: MIPOU3BEACHHBIE B COOTBETCTBUHM ¢ GMP, mo3TOMY KasK/blii Iep>KaTeNb TUIIEH3UU Ha
MIPOU3BOJICTBO JACKIAPUPYET, UYTO OH B KAUECTBE UCXOJHOTO MaTepuaia UCIOIb3yeT
aKTUBHYIO (papMareBTHYECKYI0 CYOCTAHIIMIO, MMPOU3BEICHHYIO B COOTBETCTBUH C
GMP. Kpome TOro, Tak Kak yHNOJHOMOYEHHOE JHUUO, OTBETCTBEHHOE 3a
cepTUHUKAIINIO CEPHUH, OTBEUACT 33 KaXIyI0 CEPHIO, SCITU IUIOMIA KA, BHITYCKAOIIast
CEepHI0, OTINYAETCS OT YKAa3aHHOM BBIIIE, YITOJTHOMOYEHHOE JIUI0, OTBETCTBEHHOE 32
CcepTUGUKAIMIO CEPUH, TPEIICTABIIACT JOMOJHUTEIBHYIO ICKIapaIlHio.
[Ipu HanuuuM OJHOTO JEepIKaTeNsl JIUIICH3UU Ha MPOU3BOJCTBO, MPEIOCTABIAECTCS
JUIIL OfHA Aekjiapanus. Eciu BoB€UeHbl HECKOIBKO JepKaTeeil JUIeH3uld Ha
MPOU3BOJCTBO, BMECTO TMOJauyd HECKOJBbKHX JeKJIapaluii MNoAaeTcs OJHa
JIeKJIapalysi, NOAMUCaHHAs OAHUM YIOJTHOMOYEHHBIM JHUIOM, NPU YCIOBUU TOTO,
YTO B JAE€KJIapallly YETKO YKa3aHO, YTO OHA MOJNMCAaHa OT JIMLA BCEX BOBJICUEHHBIX
YIOJIHOMOYEHHBIX JIULI.

B.11.6.2 H3Mmenenue
HMIIOpPTEpa, COTIAICHUN O
BBIIYCKE CepUHd H

y . P VcnoBus Tpebyemast nokymenTarusi Bun mpoueaypbt
HCIIBITAHUI 110 KOHTPOITIO
Ka4yecTBa JICKapCTBEHHOTO

npemnapara

a) 3aMeHa Win 1o0aBJIcHUE

MJIOMIA/IKA, HAa KOTOPOU

OCYIIECTBIIACTCS KOHTPONb 1,2, 3 1,2 1A
Ka4eCTBa/UCIBITAHUE

cepuit

0) 3aMeHa WU No0aBICHHE
MPOU3BOJAUTENSA,
OTBETCTBEHHOTO 32 BBIMYCK
cepuii  OMOJIOrHYECKOro/
HMMYHOJOTHYECKOTO
JIEKapCTBEHHOTO



mpemnapara H JIFOOBIX II
METOMOB  HCIBITaHUH,

OCYIIECTBISIEMBIX  Ha

TJIOIIAKE, SIBJISIOLINXCS

O6uonorundeckum/

UMMYHOJIOTHYECKUM

METOZOM

B) 3aMcHa WJIM J00aBICHHE
MPOU3BOAUTENS,
OTBETCTBEHHOI'O 3a BBIITYCK
cepuii

1. 3a HCKIHYEHHEM
KOHTPOJISI ~ KadecTBa/ 1 1,2,3,4 1A
UCIBITaHUE Cepuit

2. Bxknrouas KOHTpPOIb
KauecTBa/UCIBITAHHE 1,2,3, 1,2,3,4 1A
cepuii

3. Bxirogas KOHTPOJIb
KadeCTBa/UCIBITAHUE
OHoJIOruYecKoro/
HMMYHOJOTHYIECKOTO
JIeKapCTBEHHOTO
npemapata W OJWH U3
METOJ0B HCIIBITAHUM,
OCYULIECTBISIEMBI  Ha
IUIOINAAKE  SBJISETCS
Ouosoruueckum/

II

HMMYHOJOTHIECKUM/
UMMYHOXUMHYECKUM

VYcnoBus

1. Ilnomaaka JUIEH3UPOBaHA B YCTAHOBICHHOM MOPSIIKE.

2. JlekapCTBEHHBII TIpenapaT He SBISIETCS OHOJOTHYSCKUM/MMMYHOJIOTHICCKAM JICKAPCTBEHHBIM TIPErapaToM.
3. TpaHchep TEXHOJOTHH CO CTApOl HA HOBYI IUIOIIAAKY HJIA HOBYHO HCIBITATCIBHYIO J1a00PaTOPHIO
MPOU3BECH YCIICIIHO.

JoxymeHTanus

1. Konust mumieH3uii Ha MPOU3BOACTBO HIIH B CIIydae WX OTCYTCTBHA — cepTudukar GMP, BEIIaHHBIN B TCUCHHE
TPeX MOCJIEAHNUX JIET COOTBETCTBYIOIINM YIIOTHOMOYEHHBIM OPTaHOM.

2. B ¢opme 3asBiueHHS O BHECEHHHM H3MEHEHHH HE0OX0AWMO yKa3aTh "Tekymux'" u 'mpemraraeMpix"
MIPOM3BOIUTENICH JEKApCTBEHHOTO TIpernapara (COrIacHO pasaery 2.5 GopMbl 3asiBICHIS).

3. Jlexnaparys yrnoJIHOMOUYSHHOTO JIMIIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTCs, YTO
MIPOM3BOIUTENH(HM) aKTUBHOM (papMarieBTHUECKOH CyOCTaHIIUH, YKa3aHHOI B PETUCTPAIIMOHHOM JI0Che, paboTaeT(
10T) B cooTBeTcTBUU ¢ [IpaBunamu Hajyuiexanield Mpou3BOACTBEHHON npakThku PecriyOnukn Kaszaxcran mns
MCXOJHBIX MaTepHaioB. [Ipu onpeneneHHbIX 00CTOSITENLCTBAX AOIMYCKAETCs MPEACTABIATh OHY AeKIapanuio (
cM. IpuMevaHue K m3MeHenuto b.11.6.1).

4. TlonpaBka K COOTBETCTBYIOLIEMY(MM) pazfeiy(am) Jochbe, BKIOYas HH(OPMALMIO O JEKapCTBEHHOM
npenapare.

B.I1.6.3 U3MmeHeHue

mpolecca MpOU3BOJCTBA

JI€KapCTBEHHOT O

nmpenapara, BKJIIOYas

MIPOMEKYTOUYHBIA MPOIYKT, Y CIOBHUS Bun npouenypst
HUCIO0JIb3YyEMBbI i B



MPOHU3BOACTBE TpeOyemast moKyMeHTaIMs
JEeKapCTBEHHOTO
mpenapara

a) He3HAUMMBbIe U3MEHEHHSI
npolecca Ipou3BOICTBA

1,2,3,4,5,6,7 1,3,4,5,6,7,8 IB

0) 3HaYMMBIE H3MEHEHUS
npoiiecca MpPOU3BOJICTBA,
OKa3blBaIOIUE
CYIIECTBEHHOE BIIMSHUE Ha
Ka4ecTBO, 0€3011acHOCTh 1
3¢ PEKTUBHOCTH
JEeKapCTBEHHOTO
npemnapara

II

B)  JCKapCTBCHHBIN
npemnapar  SIBISETCS
Onomormyeckum/ I
AMMYHOJIOTHYECKUM, |
U3MEHeHHne TpedyeT

OLCHKH COITIOCTAaBUMOCTHU

r) BBEJECHHE
HECTaHZapTHOTO
TEPMHUHATBHOTO METOJa
CTEpPHIN3AIIN

II

) BBEJACHUE HUIH
yBeNUYeHUE M30BITKA,
HCIIOJIB3YEeMOTO B I
OTHOIIICHUM aKTHUBHOM

(hapManeBTHIECKON

cyOCTaHIUH

€) HEeCYLIECTBEHHOE

W3MEHEHHE IIpolecca

MPOU3BOACTBA BOJHOM 1,2,4,6,7,8 1B

CyCIEeH3UU IS TpHueMa

BHYTpb

VYcenoBus

1. 3MeHeHNsI KaueCTBEHHOTO WM KOJIMYECTBEHHOTO MPOQHIS MpuMeced mimn (QU3NKO-XUMHUYECKHX CBOICTB
OTCYTCTBYIOT.

2. VI3mMeHeHne KacaeTcs TBepAOH JlekapcTBeHHON (popMBI 71 iprueMa BHYTpPb (pacTBopa IUIA MpHeMa BHYTPE) C
HEMEJICHHBIM BBICBOOOK/IEHHEM U PACCMaTPUBAEMBbIN JIEKAPCTBEHHBIN Mpenapar He ABISIETCS OMOIOrnIecKuM/
HMMYHOJIOTHYCCKUM HUJIN PaCTUTCIIbHBIM.

3. IlpuHnun npous3BOJCTBA, BKIOYas OTAEIbHBIE €ro 3Tallbl, HE H3MEHIIOTCS, Hamnpumep, oOpaboTka
MPOMEXXYTOYHBIX POJYKTOB, OTCYTCTBYIOT H3MEHEHHUS KaKMX-THO0 PacTBOPUTENIEH, HCIIONIB3YEMBIX B ITPOIIECCE
MIPOU3BOJICTBA.

4. 3aperucTpupoBaHHBIII B HacTosllee BpeMs MpoIecc MPOMU3BOJACTBA KOHTPOJHUPYETCS
BHYTPHITPOM3BOJCTBEHHBIMH KOHTPOJISIMM M HM3MEHEHHE TaKMX KOHTpOJeH (pacIiMpeHHe WIM HCKII0oYeHHE
KpPHUTEPHUEB ITPUEMIIEMOCTH) He TpeOyeTcs.

5. CenuduKaiyy JIeKapCTBEHHOTO IIpenapara Wil IPOMEXYTOYHBIX IPOJAYKTOB HE H3MEHSIOTCSL.

6. ITo pe3ynbraTaM HOBOTO Ipollecca JIOJDKEH 0O0pa30BBIBATHCS MCHTUYHBIA C TOUKH 3pPEHUS] BCEX acIEKTOB
KadyecTBa, 0e30macHoCcTH U 3()(HEKTHBHOCTH JIEKAPCTBEHHOTO ITpenapara.

7. CorylacHO COOTBETCTBYIOIINM JJOKyMeHTaM PecryOnku Kazaxcran HauaThl COOTBETCTBYIOIIHE UCCIIEOBAHNS
CTaOMIBHOCTH HE MEHEEe 4eM Ha OJHON ONBITHOM WM MPOMBINUICHHON CEpUH; B PAcTOpPSHKEHUH 3asSBUTEIS
HaXOIATCS YIOBJIECTBOPUTENBHBIE PE3YNbTAThl, TI0 MEHBIIEH MEpe, TPEXMECSIHOTO M3YUECHUS! CTaOMIBLHOCTH.



[MonTBepkaeHne TOTO, YTO MCCIEAOBAaHMS OYyAyT 3aBEpILECHBI, U €CIU pe3yJbTaThl He OyIyT YKIIa/IbIBaThCS B
crnenn(UKaUN WM MOTEHIMAIbHO HE YKJIAIbIBAThCSA B CIIEHU(HUKAIMM HAa KOHEI[ CpOKa TOJHOCTH, HX
HEMEJICHHO MPE/ICTABAT YIOJIHOMOYEHHOMY OpraHy Hapsiiy ¢ MpeJlaraéMbIM IIIAaHOM AEHCTBHI.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(UM) pazaeny(amM) T0Che.

2. B OTHOIIIEHNHU MATKHX U JKUJIKUX JIEKapCTBEHHBIX ()OPM, B KOTOPBIX aKTUBHAs (hapMalieBTH4ecKas CyOCcTaHIns
HaXOJUTCS B HEPACTBOPECHHOM COCTOSHUM: HaJJIe)Kalllas BaluJalusg H3MEHEHHs, BKIIF04as MUKPOCKOIIHIO YaCTHI]
B LIEJISIX TIPOBEPKH BUIMMBIX U3MEHEHHH MOP(OIOTNH; CpaBHUTENIFHBIE JaHHBIE O pacIlpeae’IeHU: 110 pa3Mepy
YacTHII (UCIIEPCHOCTH ), TIOJTyYSHHBIC HA/IJIEKAIINM CIIOCOOO0M.

3. B oTHOmIEHNN TBEpABIX JIEKAPCTBEHHBIX ()OPM: JAaHHBIE MPOQMIS PACTBOPEHHS OJHOW perpe3eHTaTHBHON
TIPOMBIIIJICHHONH CEepUH W CpPaBHUTEIBHBIC TAaHHBIC TPEX IOCICTHUX CEepUi, MPOU3BEICHHBIX C IOMOIIBIO
npeapaymero mpormecca. [lo 3ampocy HE0OXOIWMO TPENCTaBUTH JAHHBIE MO CIEAYIOIIAM IIBYM IOJHBIM
MIPOMBIIIJICHHBIM CEPHSIM HJIM COOOIINTH, €CIH Pe3yJIbTaThl HE YKIAIbIBAIOTCS B CIEIM(PHUKALINIO U MIPEIIOKUTH
TUTaH AeHCTBHUM. B OTHOIIEHNH JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENAapaToB JOCTATOYHBI JaHHBIE CPAaBHUTEIHHOM
pacnagaeMocCTu.

4. O0OCHOBaHUS HEMPEACTABICHUS PE3YIBTATOB HOBOTO UCCIICAOBAHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBuiiamu ipoBeeHNs UCCIIEI0BaHN OMO3KBHBAIEHTHOCTH.

5. Ilpn n3MeHeHnH napameTpa(oB) Hpolecca, KOTOPbIE CYMTAIOTCS HE OKa3bIBAIOIIMMHU BIIMSHUE Ha KAa4eCTBO
JIEKapCTBEHHOTO Mpenapara, JeKJIapaiys, 4To 3TO JJOCTUTHYTO B XOJIe paHee NMPOBEICHHONW 0JJ0OPEHHON OLIEHKH
PHCKOB.

6. Konnu crienudnkarnmii Ha BBITYCK M Ha KOHEI] CPOKa TOTHOCTH.

7. JlanHble aHanu3a cepuil (B ¢opmare CpaBHHTENBHOH TaONHMIBI), IO MEHBIIEH Mepe, OJHOW cepuH,
TIPOM3BEICHHOM C TIOMOIIBI0 0TOOPSHHOTO M IpeiaraeMoro mporecca. [1o 3ampocy HeoOXOANMO TPEICTaBUTh
JAHHEIE TI0 CIIEAYIONINM JBYM TOJTHBIM IIPOMBIIUICHHBIM CEPHSM; CIEAYET COOOIIUTh, ECITH Pe3yIbTaThl aHAIIN3a
HE YKJIaIbIBAIOTCS B CIICIIU(HUKAINIO U TIPEATIOKHUTD IUIaH IeHCTBHH.

8. Jlexmaparmus, 9T0 Ha4aThl COOTBETCTBYIOIIIE UCCIEIOBAHIS CTAOMIBHOCTA B COOTBETCTBHU C JOKYMEHTAMHU
Pecny6nuku Kazaxcran (¢ ykazaHHEM HOMEPOB CEpHil) M H3yUYCHBI HEOOXOAMMBIE MTapaMeTPhl CTAOUIBHOCTH, 110
MEHBLICH Mepe, Ha OJIHOM OIBITHO-IIPOMBIIUICHHON WIXA IPOMBIIIJIEHHOW CEPUM U HA MOMEHT YBEJOMJICHUS B
PacTOpsDKEHUH 3asBUTEINS HAXOIWINCh YAOBIETBOPUTENBHBIE PE3YNbTaThl, 10 MEHBIIEH Mepe, TPeXMECAIHOTr0
W3yYeHHs CTAOMJIBHOCTH; M MPOQMIb CTaOMIBHOCTH aHAJOTMYEH TEKYIIeH 3apernCTpHpPOBAHHON CHUTYAIWH.
[IpencraBieHO MOATBEPKICHUE TOTO, YTO MCCIEOBAHUS OYIYT 3aBEpIICHBI, U YTO, €CIIA PE3yIbTATH HE OyIyT
VKJIaABIBaThCS B CHEHU(UKAIUN WIA TOTCHIHWAIHHO HE YKIAABIBATHCS B CHEIU(UKAIIMN Ha KOHEIN CpOKa
TOJHOCTH, X HEMEUIEHHO TPEACTaBAT YIOJTHOMOYCHHOMY OpTaHy Hapsay ¢ IpeaiaraéMbIM IIaHOM JIeHCTBHH.

B.11.6.4 U3meHenwue

pasMepa cepur (BKIIOUYas

JIMANa30Hbl pa3Mepa cepuu Y CIoBust Tpebyemast nokymenranus Buj nporeayps
)  IIeKapCTBEHHOTO

npernapara

a) YKPYITHCHHE BIUIOTH JIO
10 pa3 mo cpaBHenuto ¢ 1,2,3,4,5,7 1,4 1B
0100pEHHBIM

0) pasykpymnHeHue g0 10
pa3

1,2,3,4,5,6 1,4 IB

B) H3MeHeHue Tpedyer

aHa/Nu3a CONOCTaBUMOCTH

O6uonorunueckoro/

UMMYHOJIOTHYECKOT'0

JEKapCTBEHHOTO I
npernapara Wil H3MCHCHHUE

pasmepa cepumu TpedOyer

HOBOTO HCCIIEJOBAHUS

OMOPKBUBAJIEHTHOCTH



T') UI3MEHEHHUE 3aTparuBaeT

BCE OCTaJIbHBIC

JeKapCTBEHHBIE (POPMEI, I
MPOU3BOIAIINECST  C

INOMOIIBKO KOMIIJICKCHBIX

IPOLIECCOB POU3BOACTBA

) ykpymHeHue 6omee 10

pa3 Mo CpaBHEHHUIO C

0J00pPEHHBIM pPa3MepoOM

Cepuu JEKapCTBEHHBIX 1,2,3,4,5,6 1B
dbopM C HEMeIICHHBIM

BBICBOOOXKICHUEM (st

rpreMa BHYTpPb)

€) Macmrab Mpou3BOICTBA

O6uonorunueckoro/

UMMYHOJIOTHYECKOT'0

JEeKapCTBEHHOTO

mpenapara  yBEeIHJHIICs/ 1,2,3,4,5,6 1B
YMEHBIITHUIICS 6e3

W3MEHEHHsI Tpolecca

MIPOU3BOJICTBA (HAIPUMED,

JyOJNIMpOBaHUE JTMHUH )

VYcenoBus

1. I3MeHeHne He BIHUAET Ha BOCTIPOM3BOAUMOCTS U (MITH) ITOCTOSTHCTBO KauecTBa JIGKAPCTBEHHOTO TIpenapara.

2. V3MeHeHHWE 3aTparuBacT CTAHJAPTHEIC JIEKApCTBCHHBIC (OPMBEI IJIs IpHEMa BHYTPh C HEMEIJICHHBIM
BBICBOOOXICHIEM WIIA HECTEPIIIBHBIC KHUIKHE JIEKAPCTBEHHBIE (POPMEL.

3. JIroOble M3MEHEHHsI METOJIOB MPOU3BOACTBA M (MJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJEH HEOOXOIUMBI
JIUIOG 7151 I3MEHEHHS pa3Mepa Cepru, HallpuMep, MCIIOIb30BaHIe 000PYIOBaHUS IPYTOTO pa3mepa.

4. NmeeTcs cxemMa BaIHJAINH WIH B COOTBETCTBHU C TEKYIIUM IIPOTOKOJIOM YCIIEUTHO IPOBEICHA BATHUAALINS
IIPOU3BOJICTBA HE MEHEE YEM Ha TPEX MPOMBIIUICHHBIX CEPUSAX C HOBBIM pa3MEpPOM B COOTBETCTBHUM C
MIPUMEHUMBIMH TPEOOBAaHUSIMH.

5. PaccMarpuBaeMblil JIEKaPCTBEHHBIHN Mpemnapar He SBIACTCS OMOIOTHIeCKUM/ HMMYHOJIOTHYCCKIM.

6. VI3MeHeHme HE HOIDKHO OBITH CIEACTBHEM HENPEIBHUIACHHBIX CHUTYAIlHi, BO3HUKIINX B XOJ€ IMPOM3BOJICTBA,
WJIM U3MEHEHUsI CTAOMIBHOCTH.

7. Pa3zmep cepum ykmanasiBaercss B 10-KpaTHBIA Anana3oH, MPEAyCMOTPEHHBIM HpPU PErHCTPALdH, WIH TOCIe
MOCTETYIOIET0 U3MEHEHUs], He ABJIABIIErocs u3MeHeHueM [A tuna.

JoxymeHTanus

1. TTommpaBka K COOTBETCTBYOIIEMY(MM) pa3aerry(am) JoCke.

2. larHbIe aHaM3a cepuii (B GopMaTe CpaBHUTEIEHOM TaOIHIIB), TPEX MPOMBIIUICHHBIX CEPUH, MMPON3BEICHHBIX
B 3apETUCTPUPOBAHHOM W TIpeanaraeMom pasmepax. APV o00s3aH cooOmuUTh, €Ciiu pe3yiabTaThl aHAIH3a He
YKJIaIBIBAIOTCS B CIICII(PHUKALINIO, M MIPEUIOKUTH IJIaH ACUCTBHUH.

3. Kommnu oo6peHHbIX cenurKamnmii Ha BEITyCK U Ha KOHEIl CPOKa TOTHOCTH.

4. B COOTBETCTBYIOINX CIIyYasx HEOOXOANMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOLINE Pa3Mepy CEpUH U JaTe
WX TIpou3BOACTBA (3), NCIOIB30BAHHBIX B BAIMJAIIMOHHOM HCCIICIOBAaHHUH, WIH MIPEICTABUTD OTUYET (PEe3yabTar)
BaJIMIAlUY TTPOU3BOICTBEHHOTO MIpoliecca s 3asBISHHOTO pa3Mepa CepHH.

5. Heo6xommumo nipeACcTaBUTh Pe3yIbTaThl BATHIAINN.

6. Pe3ynpTaThl HCCIIeAOBaHM CTAOMIHFHOCTH, IPOBEACHHBIE B COOTBETCTBHH ¢ JoKyMeHTamMu PK, 1o 3HaYmMBIM
napaMeTpaM CT3.6I/IJ'IBHOCTI/I, HpI/I yCKOpeHHBIX nu )IOHFOCpO‘IHI)IX yCJ'IOBI/IHX UCIIBITAHUA Ha Tpex OIIBITHBIX HUJIN
HpOM])ILHJ'IEHHI)IX cepmlx, OXBaThIBAOIIUX, IIO MeHbU.leﬁ Mepe, TpI/I MeEcsa, HOHTBep)K)IeHI/Ie TOT'0, YTO TAKHC
UCCIICJIOBaHUS OYIyT 3aBEpIICHBI, U YTO €CIH Pe3yJIbTaThl He OyAyT YKIAABIBATHCS B CICHUGUKAIUN U



MMOTEHIIMAIBHO HE YKIIAIbIBAThCS B CllelM(UKAIMKM HAa KOHEI| CpOKa T'OJHOCTH, MX HEMEIUIEHHO INPEJCTaBST
YIIOJIHOMOYEHHOMY OpraHy Hapsiay ¢ IpelJlaraéMbIM IUTaHOM JeicTBuil. B oTHomieHnm Omosormdeckux/
MMMYHOJIOTHYECKHX CPEACTB: JEeKIapanys, YT0 OEHKa COMOCTABUMOCTH He TpeOyeTcs.

B.I1.6.5 MH3meHnenue
BHYTPHIIPOU3BOJICTBEHHBIX
WCTIBITAHUN WA KPUTCPHUECB
MPUEMIIEMOCTH,
WCIONB3YIOMUXCS TPH
MPOU3BOACTBE
JIEKapCTBEHHOTO
npemnapara

VYcnosus TpeOyemast nokymeHnTauus Bun npouenypst

a) yXKeCTOUCHHE
BHYTPHUIIPOU3BOACTBEHHHIX 1, 2, 3,4 1,2 1A
KPUTEPUEB IIPUEMIIEMOCTH

0) noOaBiicHHE HOBBIX
HCTIBITAaHUN WU KputepueB 1,2, 5, 6 1,2,3,4,5,7 1B
TIPHEMIIEMOCTH

B) HCKIYECHUE
HECYIECTBEHHOI 0
BHYTPUIIPOU3BOACTBEHHOT
O UCTIBITAHHS

1,2,7 1,2,6 IA

T) UCKJIYECHUE

BHYTPUIPOU3BOJACTBEHHOT

0 HCHBITaHUsA, KOTOpOE

MOXET CYIIECTBEHHO 11
TOBJIMATH Ha COBOKYITHOE

Ka4eCcTBO JIEKaPCTBEHHOTO

mpemapara

) pacmupeHue
0n00pEeHHBIX
BHYTPHIIPONU3BOACTBEHHBIX
KPUTEpUEB PUEMIIEMOCTH,
KOTOpBIE CYIECTBEHHO
BJIMSIOT Ha COBOKYIHOE
Ka4yecTBO JIEKaPCTBEHHOTO
npenapara

II

e) noGaBieHue UK 3aMeHa
BHYTPHUIIPOU3BOJACTBEHHOT
0 HCHOBITAHUS U3
coobpaxeHU#
0e30MacHOCTH  WJIHU

1,2,3,4,5,7 IB

KadyeCTBa

VYcenosus

1. M3MeHeHue HE SBISICTCS CICACTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pe3yJjbTaTaM paHee
MPOBEJICHHBIX SKCICPTHU3 C ILEIbI0 aHAM3a KPUTCPUEB MPHEMIICMOCTH crenudukanuu (Hampumep, B X0Je
peTHCTpaIy Wi BHeCeHUs n3MeHeHui 11 tuma).

2. VI3MeHeHUEe He SIBISIETCS CIIEICTBUEM HENPEABUICHHBIX CUTYallMi, BOBHHMKIIMX B XOJE MPOU3BOJICTBA,
HampuMep, HOBask HEKBATU(UIIMPOBAaHHAS TPUMECh, N3MEHEHHE TIPEICIIOB COJCPKAHUS CYMMBI IIPUMECEH.

3. JIroboe n3MeHEeHNE TOKHO YKJIaIbIBATHCS B TUAMTA30H TEKYIIUX 0J0OPEHHBIX KPUTEPUEB MMPHEMIIEMOCTH.

4. AHanmuTH4YecKasi METOAMKA HE U3MEHSIETCS WM U3MEHSIETCSI HE3HAUUTENBHO.



5. Hu ofuH HOBBIH METOJ| MCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH MM CTaHJapTHOH
METOJI0JIOTHH, UCIIOJIb3yEeMOH IT0-HOBOMY.

6. HoBbIif MeTOA MCHIBITAaHUS HE SBISIETCS OMOIIOTHUECKHM/ MMMYHOJIOTHUECKHMM/ MMMYHOXUMHYECKHM HIIH
METOJIOM, B KOTOPOM HCHOJIB3YEeTCSl OMOJIOTUYECKUI PEaKTUB ISl OMOJIOTHYECKON aKTHBHOH (hapMalieBTHIECKOi
cyOcTaHINH (32 UCKIIFOYCHNEM CTaHAAPTHHIX (GapMaKOIEeHHBIX MUKPOOHOIOTHIECKAX METOZOB).

7. BHYTpHUIIPOM3BOJICTBEHHOE HCIIBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOrO MapaMerpa, HalpHMep:
KOJIMYECTBEHHOE OIpeNeNICHHe IPUMECH (ECIIM TOJIBKO OIPENeNICHHBIH PAaCTBOPUTENh ONHO3HAYHO HE
UCIIONIb3YETCS B IPOU3BOJCTBE), JIIOOYIO KPUTHYECKYIO (DM3MYECKYIO0 XapaKTepUCTHKY (pa3Mep 4YacTul,
HaCBHIITHYIO TUIOTHOCTBIO 110 W TOCJIE YIUIOTHEHHWS] M T.J.), MCIBITAHHE Ha IOJIMHHOCTH (B OTCYTCTBHE
MOJXO/ISIIIETO aJbTEPHATHBHOTO KOHTPOJIS), MUKPOOHNOJIOTHYECKUI KOHTPOIIb (€CIIH TOJIBKO OH HE TpeOyeTcs B
OTHOIICHHUH OMPE/ICIICHHON JIeKapCTBEHHOH (popMBbI)

JloxyMeHTanus

1. ITommpaBKa K COOTBETCTBYOIEMY(MM) pazaery(am) Jocke.

2. CpaBHHTENbHAs TaOMUIA TEKYIIUX U IPEATaracMbIX BHYTPUIIPOU3BOACTBEHHBIX HCIIBITAHUN U KPUTEPUEB
HNPUEMJIIEMOCTH.

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 MperapaTa Mo BCEM MapaMeTpaM
cnenuduKanuy.

5. B COOTBETCTBYIONIMX CITydasiX CpaBHUTEIbHBIC TaHHBIC MPO(UIISl paCTBOPEHUS JICKAPCTBEHHOT'O Mpernapara He
MEHEE YeM Ha OJTHOW OIBITHO-IPOMBINUICHHOW CEPUH, MPOU3BEICHHON C MCITONB30BAHHEM TEKYIIUX U HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX UCTIBITAHHNA. B OTHOIIEHHH JTIEKAPCTBEHHBIX PACTUTENBHBIX MPEapaToB MOTYT ObITH
OCTaTOYHBI JAHHBIC CPABHUTEIBHOMN PACIIalaeMOCTH.

6. OGOCHOBaHHE/OIICHKA PUCKOB, MOATBEPXKIAIOIINE, YTO BHYTPUIPOHU3BOACTBEHHOE HCIIBITAHUE SIBIISCTCS
HECYILIECTBEHHBIM HJIH yCTapelo.

7. O60CHOBaHKE HOBOTO BHYTPUIIPON3BOICTBEHHOTO UCTIBITAHUS U KPUTEPHEB IPUEMIIEMOCTH.

b.II. B) KOHTPOJIb Ka4C€CTBA BCIIOMOTATCIIbHBIX BCIIICCTB

b.Il.e.1  U3meHeHue
mapaMeTpoB
crienuukanuu U (WAIn)
KPUTEPHEB IPUEMIIEMOCTH
BCIIOMOTaTeILHOTO
BEIIIeCTBA

YcnoBust Tpebyemast nokymenTamusi Bun mpoueaypsl

a) Y)KeCTOUCHUE KPUTEPUEB
NPUEMIEMOCTH 1,2,3,4 1,2 1A
cnenudukanuu

0) nobOaBiaeHue B

crienu(UKaIuio HOBOTO

napameTpa crerubukammu 1,2, 5, 6, 7 1,2,3,4,6,8 1B
U COOTBETCTBYIOIIETO EMY

METO0/JIa UCTIBITaHUI

B) HCKIIOYCHUE

HECYIECTBEHHOT O

napameTpa crerupurammu 1, 2 1,2,7 1A
(Hanmpumep, UCKIIOYEHUE

ycTapeBILEero napameTpa)

T') U3MEHEHHE, BBIXOASIICe
3a 0HOOpeHHBIE KPUTEPHH
NPUEMIIEMOCTH
crienuduKanuu

II



1) UCKJIIIOYCHHUE MMapaMeTpa

crenu(uKay, KOTOPBIH

MOXET CYIIECTBEHHO 11
TOBIHUATH Ha COBOKYITHOE

KauecTBO JIEKAPCTBEHHOTO

npemnapara

¢) noOaBieHIE WA 3aMEHa
(ucknrmogas
OHMOJIOTHYECKUI u
UMMYHOJIOTHYECKUU
npenapaTr) mapaMmeTpa
crnenupuKanuu u 1,2,3,4,5,6,8 1B
COOTBETCTBYIOIIECTO EMY
MEeTOJa HCIBITAHUH W3
coobpaxeHu
0€30MacHOCTH  WJIH
KayecTBa

K ) ecnu Ha
BCIIOMOTATEeIbHOE
BEII[ECTBO OTCYTCTBYET
craThsl ['ocynapcTBeHHOU
dapmakomneun PK,
H3MEHEHHE B COOCTBEHHBIX 1,2,3,4,5,6,8 1B
JAHHBIX CHeNH()UKAINN Ha
HEopUIHATBHYIO
tdhapmakormner 17897
dbapmakomnero TpeTbhei
CTpaHbI

YcenoBus

1. VI3MeHeHHMe He SBISETCS CIEACTBHEM KaKOro-au00 00s3aTeNnbCTBA, NMPHUHATOIO IO pe3yjbTaTaM paHee
MIPOBEICHHBIX IKCIIEPTHU3 C IENbI0 aHAIN3a KPUTEPHEB IPHUEMIIEMOCTH CIeNU(HUKanny (HaIpuMep, B XOIe
perucTpanuy JIeKapcTBEeHHOI0 IpenapaTa Wi BHECEHHH n3MeHeHui 11 tuma).

2. I3MeHeHne HE SBISETCA CIEICTBHEM HENPEABHICHHBIX CHUTYaIlWi, BO3HHUKIINX B XOJAE NPOWU3BOACTBA,
HaIllpuMep, HOBOH HEKBATH(HUIPOBAHHOM IPHMECH, N3MEHEHHS IIPEAEIIOB COJEPIKaHUs CyMMBI IIPHUMECEH.

3. JIro6oe n3MeHeHne IOKHO YKIIAIbIBATECS B ANAMA30H TEKYIIUX OJ0OPEHHBIX KPUTEPHEB IPHEMIIEMOCTH.

4. AHanuTHUYECKas METOAMKA HE M3MEHSCTCS MJIM M3MEHSIETCS] HE3HAUYUTENbHO.

5. Hu oavH HOBBII METOJ MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOOJIOTHUH, HCIIOIb3YEMOU II0-HOBOMY.

6. HoBblIit MeTOA HCHBITAaHHS HE SBIAETCS OMONOTHYECKHMM/ MMMYHOJIOTHUECKHMM/ MMMYHOXHMHUYECKHM HIIH
METOJIOM, B KOTOPOM HMCHOJIB3YeTCsl OMOJIOTHYECKUI PEakTUB JUIsi OMOJIOTHYeCKON aKTUBHOI (hapMalleBTHYEeCKOi
cyOcTaHIuu (32 UCKIIIOYEHHEM CTaHJapTHHIX (PapMaKoNeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. I3MeHeHHe He KacaeTcsl TEHOTOKCUYHOW IIPUMECH.

JoxymeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(MM) pa3eny(am) 10cke.

2. CpaBHHTeNbHAs TaOJIMIIA TEKYIIUX U IpeIaraeMbIX crieluduKanmi.

3. [MogpoGHoe omucanue 1000 HOBOW aHATMTUYECKOW METOJMKHU U JaHHBIE BATUIAINHU (B COOTBETCTBYIOLINX
CITyqasix).

4. JlaHHbIe aHAIM3a ABYX IPOMBIIIJICHHBIX CEpUi (B OTCYTCTBHE MOJDKHBIX 00OCHOBAHHMHN JUISI OMOIOTHYECKUX
AKTHBHBIX (papMalleBTHIECKUX CYyOCTAHIMH — TPH CEPHH) BCIIOMOTATEIFHOTO BEIIECTBA IT0 BCEM IapaMeTpam
cnenuuKamy.

5. B cooTBercTByIOmHMX Cilydasx JaHHBIE T€CTa CPAaBHUTEIBHOM KWHETHKH PACTBOPEHHS JIEKAPCTBEHHOTO
npemnapara, 10 MEHbIIEH Mepe, OJHOM ONBITHO-IPOMBINUIEHHOW CEPHUM, COAEpIKalleil BCIOMOraTelbHOE



BCIICCTBO, COOTBETCTBYIOLICTO TeKymeﬁ n npezmaraeMoﬁ CHGIII/I(i)I/IKaHI/ISIM. B orHOmEHNN JICKaPCTBCHHBIX
PACTUTCIIBHBIX ITPEapaToB JOCTATOYHBI JaHHBIC CpaBHHTeJ’ILHOﬁ pacnaaacMOCTH.

6. Ob6ocHOBaHUs HCIPCACTABIICHUA PE3YJIbTATOB HOBOI'O MCCIICAOBAHUA OHMO3KBHMBAJICHTHOCTH B COOTBETCTBUH C
HpaBI/IHaMI/I IPpOBCACHUSA I/ICCJ'ICI[OB&HI/Iﬁ OMO3KBHBAJICHTHOCTH.

7. O6OCHOBaHI/I€/OL[€HKa PUCKOB, MOATBCPIKAAIOMINEC TO, YTO IMAPAMCTP SABJISICTCA HECYIICCTBCHHBIM HUJIN YCTapeJl.

8. ObocHOBaHME HOBOTO TTApaMeTpa CEeHU(PHUKAIINHA 1 KPUTEPUEB TPUEMIIEMOCTH.

B.I1I.B.2  H3MecHeHue

aHAJIUTHYECKON METOIUKHU
IS BCIOMOTaTEILHOTO
BEIIICCTBA

YcnoBus Tpebyemast nokymenTamust Bun mpouemaypsl

a) He3HAYNMBbIe U3MECHECHHMSI
onoOpeHHOM 1,2,3,4 1,2 1A
AHAJIMTUYECKOM METOIMKHU

0) HCKIIOYCHUE
aHAJUTHYECCKOM METOIUKH,
eclii ajbTepHATHUBHAsA €i
METOJIMKa YK€ 0100peHa

1 IA

B) 3aMeHa OMOJIOTHYECKOTO

/AMMYHOJIOTHYECKOTO/

MMMYHOXUMHYECKOTO

MEeTOJla MCHBITAHUNW HIIHU 1I
MeToJa, B KOTOPOM

UCIIOJIB3yeTCs

OHMOJIOTHYECKHUIT peaKTHB

T) Tpouyne HU3MEHEHHUS
AQHAJIMTUYECKON METOIAUKHU
(Bxumovas nobaBiieHHE HIIH
3aMeHy)

1,2 1B

Ycnosus

1. CormacHO COOTBETCTBYIOIINM [OKYMEHTaM IPOBEICHBI HEOOXOMMMbIE BaIHJAlMOHHBIE HCCIIEIOBAHUS,
MOATBEPXK/JAIOIINE TO, YTO OOHOBJICHHAs aHAIUTHYECKas METOAWKA, MO MEHBLIEH Mepe, SKBHBAJICHTHA
npeablIyIe.

2. Ilpenensl conepxaHusi CyMMBI IpUMeced He U3MEHMINCH, HOBbIE HEKBAaIM(DUIMPOBAHHBIE MPUMECH HE
0OHapy KEHBI.

3. Meroz aHanu3a He U3MEHHJICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKH WM TEMIIepaTyphl, HO HE Ipyroi BUI
KOJIOHKH UJTU METOJ).

4. HoBblii METOJ| MCHBITAHUS HE SBISETCS OMOJIOTMYECKUM/ UMMYHOJIOTHYECKUM/ UMMYHOXMMHUYECKUM WIIU
METOJIOM, B KOTOPOM HCIIONIb3YeTCs OMOJIOTHUECKUI PEaKTHB (32 NCKIIOYEHUEM CTaHIAPTHBIX (apMaKoIeHHbIX
MHUKPOOHOIOTHYECKHX METOJIOB).

5. AnpTepHaTHBHAs aHAJIMTHYECKas METOJMKa /sl apaMeTpa cruenurKanuy yxe oJo0peHa, Ipu 3TOM Takas
MeTo/AnKa ObLIa BKJIIOYEHA HE ¢ TIOMOIIBI0 [A/-yBeqoMiteHus.

JoxyMmeHTanus

1. ITompaBka K COOTBETCTBYIOLIEMY(MM) pa3aeny(aM) 10Che, BKIOYAs OMMCAHUE aHATUTHIECKONW METOI0JIOTHH,
pe3roMe JTaHHBIX BAIHUAALNH, IIEPECMOTPEHHBIE CcrielM(UKAINY Ha TPUMeECH (ECITU TPUMEHUMO).

2. CpaBHI/ITeHBHI:-Ie PE3YIbTAaThl BAJIWAALUN HIIU, IIPU HAJTAYHUU 06OCHOBaHI/I${, CPaBHUTCIIBHBIC PE3YJIbTaThbl
aHaJln3a, OJATBEPKIAIOIINE TO, YTO TEKYIee U MpelaracéMoe UCIIBITaHKs SKBHUBAJICHTHEI. JJaHHOE TpeOoBaHHe
HE MPUMEHSETCSI, €CITU TOOABISIETCS HOBAsI aHAIMTUYECKAsT METOIMKA.

B.I1.s.3 UM3meHeHue
HCTOYHHMKA IOJYYCHUS

VYcaoBus Bun npouenypst



BCIIOMOTAaTCJIBHOTI'O Tpe6yeMa${ JAOKYyMCHTalus

BEIL[ECTBA MJIM PEaKTUBA C
puckom TT'D

a) U3 Marepuana ¢ pPUCKOM
TI'D =Ha Martepuan
PacTUTENHHOTO  WIH
CHHTETHUYECKOTO
TIPOUCXOKICHUS

1. [Ins BcioMoraTeIbHBIX
BEIICCTB WU PEaKTHUBOB,
HE WCIOIb3YEMBIX B
MIPOU3BOJCTBE
Ounomormueckoit/
MMMYHOJIOTHYECKON
aKTHUBHOMU 1 1
(dhapmaneBTHYECKOM
cyOocTaHIUH A
Ononoruyeckoro/
HMMYHOJOTHYECKOTO
JEKapCTBEHHOTO
mpernapara

2. s BCOMOTaTeNbHbBIX
BEIICCTB WM PEaKTHUBOB,
HCIIOTB3YEeMBIX B
MPOU3BOICTBE
OHMOJIOTHYECKOM/
UMMYHOJIOTHYECKOU
AKTHBHOM 1,2
(hapmaneBTHUECKOM
cybcTaHIuH HIIHA
OHOJIOTHYECKOTr O/
HMMYHOJOTHYECKOTO
JIEKapCTBEHHOTO
mperapara

0) Wu3MEHEHHE HIH
BBEJIEHHUE MaTepuanga ¢
puckom TI'D unm 3ameHa
MaTepuaia ¢ puckom TI'D
Ha JIpyrol marepuain c
puckom TI'D, He
AMEIIANA cepTudurat
cootBetcTBHst o TI'D

YcmoBus

IA

IB

II

1. CHCHI/I(l)I/IKaHI/II/I Ha BBITYCK M Ha KOHEI] CpOKa roAHOCTHU BCIIOMOT'aTCJIbHOI'O BCHICCTBA M JICKAPCTBCHHOI'O

nperapara HE U3MCHAIOTCA.

JoxymeHTanus

1. dexmapanus npousBoautens win J[PY maTtepuana, 9T0 OHH MOTHOCTHIO PACTUTEIHHOTO MIIM CHHTETHYECKOTO

IIPOUCXOKIACHUA.

2. HccnenoBanme 3KBUBAICHTHOCTH MaTC€pruaJIoB U BIIMAHHUEC HA IIPOU3BOJCTBO I'OTOBOI'O Mar¢puaia, U BIUAHUC

Ha XapaKTEepUCTHKH (HaIpUMep, XapaKTepUCTUKU PACTBOPEHMS) JIEKapCTBEHHOT'O TIpernapara.

b.I1.B.4 U3meHenue
CHUHTE3a WIH TOIyYCHHUS



HepapMaKomeiHOTO

BCIIOMOTaTEILHOTO

BEIIECTBA (ECIIH OIMCAH B Vcenosusa Tpebyemast nokymenrtanust Bun mpouemaypst
PETUCTPAITHOHHOM JI0CHE)

HiIn HOBOTO

BCIIOMOTaTEJILHOTO

BeIlleCTBa

a) HECYIIeCTBEHHOE
WU3MEHEHHE CHHTE3a HIH
NMOJNYyYEeHUS
HedapmakoneHHoOro
BCIIOMOTATEIbHOT0
BCIIECTBA WJIK HOBOTO
BCIIOMOTaTEIHHOTO

1,2 1,2,3,4 IB

BEIllECTBA

0) U3MCHSIOTCS

cnenuUKaMK WK

HMEETCsS  H3MCHECHHE

(HhU3UKO-XUMHIECKHUX

CBOHMCTB I
BCIIOMOTaTeJIbHOTO

BEIIECTBA, KOTOpPHIC

BIUSIOT Ha KadyeCTBO

JEKapCTBEHHOT O

mpenapara

B) BCIIOMOTraTeJIbHOE
BEIIECTBO OHOJOrnYecKoe/
HMMYHOJOTUYECKOE
BEILECTBO

II

YcnoBus

1. Crioco6 cruHTe3a ¥ CreU(UKAINY HASHTHYHBI 1 OTCYTCTBYIOT KAYECTBEHHBIC U KOJUYCCTBCHHbBIC N3MEHCHHSI
npodusis mpuMmeceil (HMCKIOYas OCTAaTOYHBIC PACTBOPUTEIH, MPH YCIOBHU TOTO, YTO HUX KOHTPOJb
OCYIICCTBIISICTCSI B COOTBETCTBHUHU C MPEICIBHBIM COJCPKaHUEM, YKa3aHHbIM B JokyMmMeHTax PK) wimun
(hM3UKO-XMMHYECKIX CBOHCTB.

2. UckmouaroTcs aaqbIOBaHTEL

JoxymeHTanus

1. ITomrpaBKa K COOTBETCTBYOIEMY(MM) pa3aery(am) JoCke.

2. Jlannple aHanm3a cepuil (B popmare CpaBHUTEIHHON TaOIHIIBT), IO MEHBIIEH Mepe, OBYX cepHid (110 MeHbIIeH
Mepe OIBITHO-TIPOMBIIIJIEHHBIX) BCIIOMOTaTEIFHOTO BEIECTBA, IIPON3BEACHHBIX C MTOMOIIBIO CTAPOTO M HOBOTO
MPOLIECCOB.

3. B cooTBercTByIOImMX CllydasiX JaHHbIE TeCTa CPAaBHUTEIbHON KUHETUKU PACTBOPEHMsS JIEKapPCTBEHHOTO
mpemnaparta, 1o MEHbIIeH Mepe, IByX cepuil (10 MEHBIIEH Mepe ONBITHO-NPOMBINUICHHBIX). B oTHomeHUN
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB JOCTaTOYHBI JaHHBIC CPABHUTENBHOM PaclafaeMoCTH.

4. Komust o100peHHO# ¥ HOBOIA (€ciy IPUMEHHMO) crielin(UKaNnii BCHOMOTaTeIbHOTO BEIECTBa.

B.11. ) KOHTpOJb KaueCcTBa JEKAPCTBEHHOTO IMpernapara

B.Il.r. 1 W 3meHeHue
napamMeTpoB
cnenudukanuu M (WIK)
KpPHUTEPUEB IPUEMIIEMOCTH
JE€KapCTBEHHOTO
npemnapara

VYcnosus Tpebyemas nokymenrauus Bup npouenypst



a) yXKECTOUCHHE KPUTEPHEB | » 3 4

MNpUEMIEMOCTH
cnenuuKauu

0) yXXeCcToueHue
KPHUTEPUEB IIPHEMIIEMOCTH
cnenupUKanuu
JEeKapCTBEHHBIX
MIpernapaToB, MOJIekKAIINX
BBIIIYCKY cepuit
opHUIHATLHBIM
KOHTPOJIHBIM OPTaHOM

B) ngoOaBieHHWe B
crenu(UKauio HOBOTO
nmapaMeTpa "
COOTBETCTBYIOILIETO €MY
METO/1a UCIIBITAHUI

T) HCKIIOYCHHE
HECYIIECTBEHHOT 0
napameTpa crienupuKanuu
(HammpuMep, MCKIIIOYECHUE
yCTapeBILEero napameTpa)

) U3MCHEHHE, BBIXOJISIICEe
3a 0JI0OpEHHBIE KPUTEPUHU
NpUEMIIEMOCTH
crienuduKani

€) HCKIIIOUCHHUE IapaMeTpa
cnenu(uKanuy, KOTOPBIH
MOXET CYIICCTBEHHO
IIOBJIUATH Ha COBOKyHHoe
Ka4eCTBO JICKAPCTBEHHOTO
mperapara

K) gobaBieHHWE HIIH
3aMeHa  (UCKI04as
OHMOJTOTHYECKHU T u
MMMYHOJIOTHYECKUH
npernapar) mapameTpa
cnenupuKanuu 154
COOTBETCTBYIOILIETO EMY
METOJla HCIBITAHHNA W3
coobpaxeHUi
0e30MacHOCTH  HJIH
KadyecTBa

3) OOHOBJEHHE J0ChE C
OEIbIO COOTBETCTBUA
MOJIOKECHU M
oOHOBNIEHHOH  o0Oel
crateu ['ocynapcTBeHHOM
®dapmaxkorien PecyOmuku
Kaszaxcran Ha
JIEKapCTBEHHBIN Mpemnapar (

")

1,2,3,4

1,2,5,6,7

1,2

1,2,3,4,7,8

1,2

1,2

1,2,3,4,5,7

1,2,6

1,2,3,4,5,7

1,2

IB

IB

IB

IA

II

II

1B

IA



M) BBOJUTCS CTaThs

T'ocynapctBeHHOM

dapmakonen PecryOnuku

Kazaxcran "OgHOpOAHOCTE

IO3UpOBaHUA" B LEIAX

3aMEHBl  TEKYIIeTo

3aperucTPUPOBAHHOTO 1,2,10 1,2,4 IA
MeTona JU0O0 CTaThd

T'ocynapcrBenHnoit

®dapmaxkoren PecyOmuku

Kazaxcran "OgHOpOAHOCTD

Maccher", oo "
OIHOPOAHOCTH
coziep>XumMoro"

VYcenoBus

1. I3MeHeHHMe He SBIIAETCS CIEACTBHEM KaKOTo-TH0O 00s3aTeNbCTBA, NMPHUHSATOTO IO pe3yjibTaTaM paHee
MIPOBEICHHBIX SKCIEPTH3 C LEJIBI0 IIEPECMOTpa KPUTEPHEB IIPHEMIIEMOCTH CTIeHU(HUKALNK (HalIpUMep, B X0
perHcTpaIy JIEKapCTBEHHOTO NpenapaTa Wik BHeCeHNH n3MeHeHuit 11 Tuma), ecnu Tompko 000CHOBBIBAIOIIAS
JIOKYMEHTAITUs He OblIa paHee MPOBEPEHa U YTBEPIKIACHA B paMKaXx APYrow MpoIeyphl.

2. I3MeHeHHne He SBISETCA CIEICTBHEM HEMPEIBHICHHBIX CUTyallWi, BO3HHUKIINX B XOJE NPOU3BOJACTBA,
HarpuMep, HOBOH HeKBaIH(DUIIMPOBAHHOW PUMECH, U3MEHEHUS MIPEJIEIOB COIEPKAHUSI CYMMBI TPUMECEH.

3. JIro6oe n3MeHeHre TOJDKHO YKIIAbIBATHCS B AUANA30H TEKYIIMX O00PEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. Ananutrdeckas METOAUKA HEC UBMCHACTCS MJIN UBMCHACTCA HE3HAUYUTCIIBHO.

5. Hu oviH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METOJI0JI0T UM, UCTIONb3YEMOIl 0-HOBOMY.

6. HoBwrit METOJ UCHIBbITAHUSA HC SBJISICTCA 6I/IOHOFI/I‘IGCKI/IM/ I/IMMyHOJ'[OFI/I‘IeCKI/IM/ HUMMYHOXUMHWYECCKHUM HIIN
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTHYEeCKON aKTUBHOH (hapMaleBTHYECKOi
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (papMaKoNmeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. VI3MeHeHune He 3aTparuBaeT Kakue-JInoo nmpuMmecy (BKIFOYasi TeHOTOKCUYHBIE) MITH PAaCTBOPEHHE.

8. Uzmenenue 3arparuBaeT 0OHOBJIEHUE KPUTEPHEB IIPHEMIIEMOCTH MUKPOOHOJIIOTHYECKUX KOHTPOJIEH B LENSAX
COOTBETCTBHs JeiicTBylonieid dapmakonee, a 3aperMCTPUPOBAHHBIE HBIHE KPUTEPUH HPUEMIIEMOCTH
MHUKPOOHOJIOTHUECKIX KOHTPOJIEH HE BKIIOYAIOT KaKWE-THOO JOTOJIHUTEIbHBIE KOHTPOJH, BKJIIOYCHHBIC B
cnenn(UKaIuio, MIOMIUMO (papMaKOTEHHBIX TpeOOBaHMI B OTHOIICHUH OIPEeNICHHOM JIEKapCTBEHHOM (POPMEL.
9. Iapametp crierpuKaMy HE 3aTparuBaeT KPUTHIECKUI apaMeTp, HalpuMep: KOIMUIECTBEHHOE OIpeielICHHE
mpuMecH (€ClM TONBKO OINPENEICHHBIH pPAacTBOPUTEIh OMHO3HAYHO HE HCIIONB3YyEeTCS B IPOHM3BOJCTBE
JIeKapCTBEHHOTO Ipenapara), 00yl KPUTHIECKYI0 (PH3NYECKYIO XapaKTepUCTHKY (IPOYHOCTh MM XPYIIKOCTh
Ta0JIETOK, HE IIOKPHITHIX 000JI0YKOM, pa3Mepbl), JII000i 3a1poc Ha MPOIMYCK HCIBITAHUSL.

10. TIpemnaraeMblii KOHTPOJIb IMOJHOCTBIO COOTBETCTBYeT Tabnuue crathbu [ocynapcrBenHod dapmakoren
PecrryGnmku Kazaxcran u He BKIIIOYAEeT aJIbTEPHATHBHBIC IPEIOKEHUS] HCIIBITAHUSI OJTHOPOTHOCTH JTI03UPOBAHHUS
C TTIOMOIIBIO BapHally MacChl WIIM OJTHOPOJHOCTH COZEP KaHMUs, €CITH MOCIIEAHNE YKa3aHbl B CTaThbe.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYOIIEMY(MM) pa3aerry(am) JoCke.

2. CpaBHHTeNbHAs TaOJINIIA TEKYIIUX U IPEIaraeMbIX crielu(uKami.

3. [ogpoGHOe omucanue 1F000i HOBOW aHATMTUYECKONW METOMMKH U JaHHBIE BATUIAINN (B COOTBETCTBYIOLINX
CITyJasix).

4. JlaHHbBIC aHATHW3a ABYX IPOMBIIIICHHBIX CEPUH (B OTCYTCTBHE MODKHBIX O0OCHOBAHHMH TSI OMOIOTHYECKUX
aKTHBHBIX (DapMarieBTUYECKUX CyOCTaHILMH — TPH CEpHM) JEKaPCTBEHHOTO Iperapara 1o BCEM IapaMeTpam
cnenuduKanuy.

5. B COOTBETCTBYIOHNIMX CIy4asX HAHHBIE TECTA CPABHUTEIBHOM KHHETHKH PACTBOPEHHA JIEKAPCTBEHHOIO
mpenapara, 110 MEHbIIEH Mepe, OJAHOW OIBITHO-IPOMBINUIEHHOW CEpPUHU, COOTBETCTBYIOIIME TEKYyIIEH U
npejaaraeMon crienuuKanusM. B OTHOIEHNH JIeKapCTBEHHBIX PACTUTENBHBIX PENapaToB JOCTATOUHBI JaHHbIC
CPaBHUTEIBHON PaclaJjaeMOCTH.



6. O60CHOBaHI/I€/OII€HKa PUCKOB, MOATBCPKAAIOMINEC, YTO NApaAMETP ABJIACTCA HE3HAYUMBIM.

7. O60cHOBaHKE HOBOTO MapaMeTpa crenuprKanui 1 KpUTEpPHUEB IPHEMIIEMOCTH.

(*) Ilpumeyanne

B.Il.r.2  H3menenue
aHAJIUTHYECKON METOJIUKU
JIEKapCTBEHHOTO
npenapara

a) HEe3HAYUTEITbHBbIC
WU3MEHEHUs yTBEPKACHHON
AHAJTUTUYECKON METOIUKU

0) HCKIIOYCHUE

aHAJNTHYECKOM METOIUKH, 4

eclii albTepHAaTHUBHasA €i
METOJIMKa YK€ 0100peHa

B) H3MeHEHHE (3aMeHa)
Oouomorugeckoro/
WMMYHOJOTHIECKOTO/
HNMMYHOXUMHUYECKOTO
UCIIbITAHUA WU METOAA, B
KOTOPOM HCIIOJB3YETCS
OMOJNOTHYECKUH PEaKTHB,
HIu 3aMeHa
OHMOIOTHIECKOTO
npenapara CpaBHEHHUsI, He
OXBAUYC€HHOTO
YTBEPKACHHBIM
MIPOTOKOJIOM

T) Tpouyne HU3MEHEHHUS
aHAJIUTHYECKON METOJIUKH
(Bxutovasi tobaBiieHUE MM
3aMeHy)

o) OOHOBIIEHHUE
AHAJIUTHYECKON METOIUKH
B IeJIIX COOTBETCTBUS
0oOHOBIEHHOH  o0Ien
ctatbe [ocymapcTBeHHOI
®dapmaxkorien Pecyonuku
Kasaxcran

€) B IEeNAX OTpaxeHus
COOTBETCTBUS
Tl'ocynapcTBenHoit
®dapmakomnee PecrryOmmku
Kasaxcran 1 uckmoueHus
YIOMMHAaHMS yCTapeBIIeH
coOCTBEHHOU
AQHAJIMTUYECKONW METOANKU
u ee HOMepa (*)

"

€CIIM B JI0ChE 3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpEnapara yHOMHHACTCS
TeKyIee u3ganue", He0OX0IMMOCTh B YBEJJOMJIICHUH YIIOTHOMOUYEHHBIX OPTaHOB 00
oOHOBJIeHHOM cTaThe ['ocymapcTBennoit ®apmakornen PK. B ¢Bsi3u ¢ 3TuM Takoe
W3MEHEHHE TIPUMEHSETCS IPU OTCYTCTBHHM YIOMHUHAHHS OOHOBICHHOW
(hapMaKomeifHOi cTaTbW B TEXHHMYECKOM J0ChE, a U3MEHEHHE OCYIIECTBISIETCS B
LEeIISIX BKITIOYCHUS YIIOMUHAHUSI OOHOBJICHHOH BEPCHH.

YcnoBus Tpebyemast nokymenramust Bun mpouemaypsl

1,2,3,4 1,2 IB

1 IA
II
1,2 1B
2,3,4,5 1 1A
2,3,4,5 1 IA



YcmoBus
1. CormacHo COOTBETCTBYIOIINM JOKYMEHTaM IPOBEACHBI HEOOXOAMMEIC BAMIAIIMOHHBIC HCCIIEIOBAaHUS,
MOATBEP K IAIOIINE, YTO OOHOBJICHHAS aHATHUTUYIECKAas METOANKA, TI0 MEHBIIIEH Mepe, SKBUBAJICHTHA TPEABI Iy

2. Ipenensl conmepaHusi CyMMBI MpUMece He W3MEHMJIMCh, HOBbIC HEKBaJTH(DUIUPOBAHHBIC MPUMECH HE
00OHapy KEHBI.

3. Meroz aHanu3a He U3MEHMJICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKHU WIIM TEMIIepaTypbl, HO HE Ipyroi BUI
KOJIOHKH UJTU METOJ).

4. HoBblil MeTOJ HCIIBITAaHHUS HE SBJISETCS OMOJIOTMYECKUM/MMMYHOJIOTHYECKMM/ UMMYHOXHUMHUYECKUM HIIH
METO/IOM, B KOTOPOM HCIIOJIb3YETCS] OMOJIOTUYECKUH PEakTUB (3a MCKIIOUEHNEM CTaHJIapTHBIX (hapMaKoIeHHBIX
MHUKPOOHOIIOTHYECKHX METOJIOB).

5. 3aperucTprpoBaHHAs aHAJIWTHYECKAsh METOIMKA YyXK€ CChUIaeTcs Ha OOIIyI0 CTaThlo [ ocynapcTBEHHOM
dapmaxonen Pecriyonukn Kazaxcran, a qr00ble M3MEHEHHS SIBISIFOTCS HE3HAYMMBIMH M TPEOYIOT OOHOBIICHUS
TEXHUYECKOTO JIOCHE.

JoxyMeHTanus

1. ITompaBka K COOTBETCTBYIOLIEMY(MM) pa3aeny(am) 10Cche, BKIOYas OMMCAHUE aHATUTHYECKONW METOI0IO0THH,
pe3toMe TaHHBIX BaHJIAINHY, IIEPECMOTPCHHBIC CIICIIM(DUKAIIUN HA TIPUMECH (€CITH TPUMEHHIMO).

2. CpaBHHTENBHBIC PE3yJbTAThl BATUAAIMUA WIH, NIPH HATHYAU OOOCHOBAHUS, CPABHUTCIHLHBIC PE3yNbTaThl
aHanu3a, MOATBEPXKIAIOLIME TO, YTO TEKyIlllee U MpeJjaraeMoe HCIBITaHUS SKBUBaleHTHbl. Hacrosiee
TpeOOBaHUE HE IPUMCHSETCS, €CIIM T00aBIAeTCA HOBasK aHATHTHICCKAs METOIMKA.

"

€CJIM B JIOChE 3apErMCTPUPOBAHHOTO JICKAPCTBEHHOI'O IMpernapara YHOMHHAETCS
TeKyIee u3aanue", He0OX0IMMOCTh B YBEJJOMJIICHUH YIIOJTHOMOUYEHHBIX OpPraHOB 00
(*) Ilpnmeyanne . .

oOHOBIICHHO# cTaTthe ['ocymapctBenHoit ®apmakomnen PecnyOnuku Kazaxcran

OTCYTCTBYET.

B.II.r.3 H3menenue,
3aTparuBaroIiee BBEICHHE
BEIITyCKAa B pEalbHOM
BPEMCHHU HITH BBITYyCKa IO
mapaMeTpam npu
MPOU3BOJACTBE
JEeKapCTBEHHOTO
npernapara

VYcnosus Tpebyemast nokymenraiust Bun mpouemypsl

11
B.II. 1) ynmakoBOYHO-yKyNOpO4Hasi CUCTeMa

B.Il.g.1  H3MmcHeHnue
NMEePBUYHON YNaKOBKHU
JeKapCTBEHHOTO
rperapara

VYcnosus TpeOyemas nokymenrauust Bun npouenyps

a) KayecTBEHHBIH U
KOJIMYECTBEHHEIN COCTaB

I. TBepnbie

1,2,3 1,2,3,4,6 1B
JieKapCTBEHHBIE (POPMBI

2. Msarkue u
HECTEPWIbHBIE KUIKHE 1,2,3,5,6 1B
JIeKapCTBEHHBIE (DOPMBI

3. CrepuipHbie

JIEKApCTBEHHBIE MPENapaThl

u Ouolornueckue/ II
AMMYHOJOTHIECKUE

JIEKApCTBEHHBIC TIPETIapaThl



4. V3MeHeHHe 3aTparuBaeT

YIaKOBKYy, 00Ja/lalolIyto

MEHBIIUMH 3aIIUTHBIMHU

CBOHCTBaMH npu I
OJHOBPEMEHHBIX

U3MEHEHUSX YCIOBUH

XpaHeHHS W (HMJIH)

COKpalleHUU  CpoKa

TOJHOCTH

0) u3MeHeHHe BHJA

KOHTeHHepa 1581851
nobaBieHHE  HOBOTO
KOHTEHHEpa

1. Tmepasle, MArkue u
HECTEpUJIbHBIE KUIKUE 1,2,3,5,6,7 1B
JICKApCTBCHHBIC (DOPMBI

2. CrepunpHbie

JIeKapCTBEHHBIE IIPEeTapaThl

u Oouonoruueckue/ II
UMMYHOJIOTHYECKHE

JIEKapCTBEHHBIC MpPenapaThl

3. HcknroueHnue

KOHTEWHepa MEepBUYHOU

YIaKOBKH, KOTOpPOE He

OPUBOAUT K TOJHOMY 4 1,8 IA

HCKJIFOUCHHIO T03UPOBKU

WU JIEKapCTBEHHOU

(hopmBI

VYcenosus

1. Vi3MeHeHune 3aTparuBacT TOJILKO OJMH K TOT JK€ BUJI YITAKOBKU/KOHTEHHepa (HanmpuMmep, OrcTep Ha OiucTep).
2. Tlo 3HaYMMBIM CBOWCTBaM IIpeljIaraeMblii yHMaKOBOYHBIA MaTepHal IO MEHbIIEH Mepe SKBHBAJICHTEH
0JI00pEHHOMY.

3. Hayatsl COOTBETCTBYIOIIHE MCCIIEAOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBaHUSIMHU
W 3asABUTEJIEM Ha MOMEHT BBEJCHHMS W3MEHEHMH NpPOaHaJM3UPOBaHbI COOTBETCTBYIOLINE MapaMeTphI
CTaOWIIBHOCTH HE MEHEe YeM Ha JBYX ONBITHO-IPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEpPHsX, B €ro
pacriopsHDKeHHH HaXOAATCS yIOBIECTBOPUTEIBHBIE PE3YIbTATHI, IO MEHBIIEH Mepe, TPEXMECSIHOTO H3YydeHHS
crabuipHOCTH. OIHAKO, €CIH TpejiaraeMasi yIrakoBka 0ojiee ycTOMUYMBa 1O CPaBHEHHIO C OJOOPEHHOM, TO
TPEXMECSIUYHbIE JaHHBIE TI0 CTAOMIBHOCTH He TpeOyroTcsl. VccnenoBaHus 3aBEPIIAIOTCS, €CIIN X Pe3yIbTaThl He
YKJIQBIBAIOTCS B CHENM(PHUKALUK WIN TOTSHIHAIBHO He OyIyT YKIaJbIBaThCs B clienn(UKAINN Ha KOHEIl CPOKa
TOJHOCTH, UX HEOOXOJMMO HEMEJICHHO IPEJCTaBUTh YIMOJHOMOYEHHOMY OpraHy Hapsay C INpeuiaraeMbiM
IJIAHOM JeHCTBUI.

4. OcraBmasi(ue)cst Gopma(bl) BBIIYCKa JEKapCTBEHHOIO IperapaTta J0JDKHA(bI) OBITH JocTatouHa(bl) ISt
BBIMIOJTHEHUS! PEKOMEHIANNH 110 JIO3MPOBAHMIO M TPOJODKUTENFHOCTH JICUEHHs, yKa3aHHBIX B oOImIeit
XapaKTEePUCTHKE JICKapCTBEHHOTO TIperapara.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(am) T0Che.

2. HeoOxonumble NaHHBIE O HOBOW YNakoBKE (HampuMep, CPaBHUTEIbHBIC NaHHBIC MO MPOHHIIAEMOCTH,
Hanpumep, g 02, CO2, Bnaru u 1.1.).

3. B COOTBETCTBYIOIIMX CIIy4asx HEOOXOIMMO MPEACTABUTh MOATBEPIKICHHE TOTO, YTO B3aUMOICHCTBHE MEXKITY
COJICPKMMBIM M YIaKOBOYHBIM MaTe€pHajOM HE IPOUCXOAMT (HAIpUMeEp, OTCYTCTBYET IepeMelleHne
KOMITOHEHTOB TpeajaraeMoro MaTepuaja B €ro COJIEpXMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He
MEPEXO/AT B YHNAaKOBKY), BKJIIOUYas MOATBEPXKJICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM



(hapMakONICHHBIM TPEOOBAHMSIM WM 3aKOHOAATENbCTBY PecyOnmuku KazaxcTaH o IIaCTHYCCKUX MaTepuaiax u
00BEKTaM, KOHTAKTHPYIOIIUM C TTUIIEBBIMA TIPOTyKTAMHU.

4. leknapanus, 4TO Ha4aThl TpeOyeMble MCCIEIOBAHHUS CTAOMIBHOCTH B COOTBETCTBHM C YCTAHOBJICHHBIMH
TpeOoBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIONINX CIydasX) Ha MOMCHT BBEICHHSA
M3MEHEHHUH B PACTIOpsHKCHHHN 3asIBUTENS HAXOIWINCH TpeOyeMble MUHUMAITbHBIE YIOBICTBOPUTEIEHBIC TaHHBIE
M0 CTaOMJIBHOCTH; UMEIOIINECS TaHHble HEe CBUIETENILCTBOBAIM O Kakoi-mubo mpobiaeme. HeoOxomumo Takke
NPEICTaBUTh MOATBEPKICHNUE TOTO, YTO MCCIEI0BaHMs OyIyT 3aBEpIICHBI, U YTO, €CIIM Pe3yJbTaThl HE OyayT
YKJIaJbIBaThCA B CHElM(UKAUN MM MOTEHIMAIBHO HE YKJIaJIbIBaThCsl B CIEHU(HUKAINK Ha KOHEI CPOKa
TOZHOCTH, MX HEMEJUICHHO PEACTaBST YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpeularaéMbIM IUIaHOM JeHCTBHH.
5. Pe3ynbrathl ncciueqoBaHui CTaOMIBHOCTH, IPOBEJICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMEBIM [TapaMeTpaM CTaOMIFHOCTH HE MCHEE YeM Ha JABYX ONBITHO-TIPOMBIIUICHHBIX WIH IPOMBIIIIICHHBIX
CepUsX, OXBATHIBAIOIINX HE MEHee 3 MecsleB, W MOATBEPKICHUE TOTO, YTO YKa3aHHBIC UCCICAOBAHUS OyayT
3aBEPIICHBI, ¥ €CIH Pe3yIbTaThl HEe OYAYT YKIAIbIBaTHCS B CIEHHU(UKAIINH WA MOTEHIINAIBFHO HE YKIIaIbIBaTHCS
B CriCIU(pUKAIIMHA HA KOHEI[ CPOKA FOJHOCTH, MX HEMEIJICHHO MPEACTABAT YIIOJIHOMOYCHHOMY OpraHy Hapsay ¢
MpeJiaraeMbIM IJIaHOM JIEUCTBUM.

6. CpaBHEHHE TEKYIIMX M MpeAaraeéMbIX CrielUpUKaKi TePBUYHON YITAKOBKH (€CJIM IPUMEHNMO).

7. B COOTBETCTBYIOIIMX CIIydasix 00pa3iibl HOBOTO KOHTEeHHepa/yKyIOPKH.

8. JHexmapanus, 4to ocraBmmii(e)cs pasmep(bl) YIaKOBKH COOTBETCTBYET (IOT) PEKHUMY ITO3WPOBAHUS U
MMPOAOJDKUTEIIBHOCTH JICYCHUA U JOCTATOYHBI JJI1 BBITIOJIHCHUS peKOMeHI[aLII/Iﬁ IO AO3UPOBAHHNIO, TPUBEACHHBIX
B 001IIel XapaKTepHCTHKE JIEKapCTBEHHOTO ITpernapara.

Hna B.ILLJ.1.6) — ecnmn u3MEeHEHHE TNPUBOIUT K "OOpa3oBaHHIO HOBOU
[Iprmeuanne JeKapcTBEHHOW (opMEI", TO Takoe M3MEHEHHEe TpeOyeT MOoJauyd 3asBICHHUS O
pacIIMpEHnH pETUCTPALUN

b.Il.n.2 U3meHenue

napamMeTpoB

crenuuKauy u (WITH)

KpUTEpPUEB MPUEMIIEMOCTH Y CIIOBUS Tpebyemast nokymenramust Bun mpouemaypst
[IEPBUYHON  YIIAKOBKH

JeKapCTBEHHOTO

npenapara

a) Y)KeCTOUCHUE KPUTEPUEB
NPUEMIEMOCTH 1,2,3,4 1,2 1A
cnenuduKanuu

0) nobOaBiaeHue B

crienu(pUKauio HOBOTO

mapaMmeTpa u 1,2,5 1,2,3,4,6 IB
COOTBETCTBYIOLEH €My

AHAIMTUYECKON METOIUKH

B) HCKIIOYCHUE

HECYIECTBEHHOT O

napameTpa crerupurammu 1, 2 1,2,5 1A
(Hanmpumep, UCKIIOYEHUE

ycTapeBILero napameTpa)

T) 100aBIIeHUE WIIK 3aMEHa
rmapaMeTpa CrennpUKaIIH

U3  coobpaxeHuil 1,2,3,4,6 IB
0€30MacHOCTH  HJIH

KauecTBa

YcmoBus

1. VI3MeHeHHe HE SBIAETCS CIEACTBHEM KaKOTO-THOO 00s3aTenbCTBA, NMPHUHATOIO IO PE3yibTaTaM paHee
MIPOBEICHHBIX IKCIIEPTHU3 C IIENbI0 aHAIN3a KPUTEPHEB NPUEMIIEMOCTH CIenUHUKAnuu (HaIpuMep, B XOIe
perucTpanmy JeKapcTBEHHOI0 IpenapaTa Wik BHECEHUH n3MeHeHui 11 tuma).



2. I3MeHeHUe HE SBIISICTCS CJICACTBUEM HCIPCABUACHHBIX chyauHﬁ, BO3HUKIINX B XOAC MMPOU3BOACTBA.

3. JIrob6oe u3meHeHue JOJIKHO YKJIAJAbIBATHCA B AWAIIA30H TECKYIIUX OZIOGpeHHI:IX KPUTCPUECB IIPUEMIIEMOCTHU.

4. AHanuTU4YecKas METOAUKA HC UBMCHACTCS MJIN UBMCHACTCA HC3HAUYUTCIIBHO.

5. Hu ogun HOBBIH METOJ UCTLITaHUS HE OCHOBAaH Ha HOBOM HeCTaHI[apTHOﬁ METOJ0JIOTUHN WU CTaHI[apTHOﬁ
MCTOOOJIOTHH, I/ICHOJ'IL?,YGMOﬁ MO-HOBOMY.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYOMIEMY(MM) pa3aerry(am) JoCke.

2. CpaBHHTeNbHAs TaOJINIIA TEKYIIUX U IPEIaraeMbIX crielu(uKami.

3. IloppoOHOE omucaHe HOBOW aHATUTHYECKOH METOAMKH M JaHHbBIE BATUAAINH (B COOTBETCTBYIONINX CIIyJasx)

4. lanHBIC aHATN3a IBYX CEpPHl YITAKOBOYHOTO MaTepHaja II0 BCEM ImapaMeTpaM (ToKa3aTelsaM) Cren(puKaIiim.
5. O00CcHOBaHUE/OLIEHKA PHCKOB, MOATBEPIKAAIOLIHE, YTO APAMETP SBIISCTCS HE3HAUMMBIM.

6. O6ocHOBaHKE HOBOTO ITapaMeTpa crennprKanui 1 KpUTEPHEB TPHEMIIEMOCTH.

B.I1.n.3 H3meHeHue

aHAJIUTHYECKON METOJIUKU

JUTS. TIEPBUYHON YITAKOBKH Y CJIOBUS Tpebyemast nokymenranust Bun mpoueaypbt
JEKapCTBEHHOTO

mperapara

a) He3HAUYMMBbIe U3MEHEHHSI

onoOpeHHOH 1,2,3 1,2 1B
AHATMTUYECKON METOIUKH

0) mpoume H3MEHEHHUS
AHAJIUTHYECKON METOIUKU

1,3,4 1,2 IB
(Bxirowass 3aMeHy WU
Jo0aBJICHUE)
B) HCKIIOYCHUE
aHAJINTHYECKOM METOIUKH, | IA

eclii albTepHAaTHUBHasA €i
METOJIMKA yKe 0700peHa

VYcnoBus

1. CormacHO COOTBETCTBYIOIINM JOKyMEHTaM, IMPOBEJCHHAS HEOOXOANMAas BATHIAINS, TOITBEPKAAOMAs TO,
49TO OOHOBJICHHAS aHATUTUYECKAs METOINKA, TI0 MEHBIIIEH Mepe, SKBUBAICHTHA TIPEIBIIyIICH.

2. Meron aHanm3a HE M3MCHWJICS (HalpUMep, H3MEHEHHE IMHBI KOJOHKH WM TEMIIEpPaTyphl, HO HE Apyras
KOJIOHKA HJTH METO.).

3. Hu ogwH HOBBIN METOX MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTAHAAPTHON METOIOJIOTHH HIIM CTAaHAApPTHOMN
METOAOJIOTHUH, HCIIOIB3yEMOH O-HOBOMY.

4. AxtuBHas (apmameBTHUECKas CyOCTaHIUS/NEKapCTBEHHBIA IpemapaT He SBISIOTCS OHONIOTHYecKUMu/
NMMYHOJIOTHYCCKUMU.

5. AJbpTepHATHBHAs aHAJIMTHYECKass METOJMKA JIJIsl HapaMeTpa crenuprKanuy yxe oJo0peHa, Mpu dTOM Takast
METO/MKa ObLIa BKIIOYEHA HE C MMOMOIIBI0 [A/-yBe1oMIICHHS.

JoxymeHTauus

1. ITompaBka K COOTBETCTBYOIIEMY(MM) pa3aerry(am) JoCke.

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAAINNNA WIH, NIPH HATUYAU OOOCHOBAHUS, CPABHUTCIHLHBIC PE3yIbTaThI
aHanM3a, MOATBEPXKIAIOMIME TO, YTO TEKyllee W IpenjaraeMoe HWCHIBITAaHUS SKBUBAJCHTHBHL. Hacrosmee
TpeOOBaHNE HE IPUMEHSETCS, €CIIN T00aBIAeTCs HOBAs aHATUTHIECKAs METOINKA.

b.Il.n.4 W3MmeHeHue

¢bopMBl WM pa3MepoB

MIEPBUYHON YIaKOBKU MM Y CIIOBUS TpeOyemast nokymeHTanusi Bun nponenypsl
YKYHOpKH  (TIEpBUYIHOMN

YIaKOBKH)



a) HECTEPHUJIbHBIE 1,2,3 1,2,4 1B
JICKapCTBEHHEIC MPETapaThl

0) n3meHenue GopMbl WK
pa3MepoB 3aTparuBacT
KJIFOUEBBIE TOKa3aTeIH
YIaKOBOYHOTO MaTepuaia,
KOTOpbI€ CYIIECTBEHHO
BIMSIIOT Ha JOCTaBKY, 11
NpUMCHCHHE,
0€e30MacHOCTh WIH
CTaOHUIBHOCTH
JEKapCTBEHHOTO
mpemnapara

B CTCPUIIbHBIC
) P 1,2,3,4 B
JIEKapCTBEHHBIE TIPEMapaThl

VYcnoBus

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTAB NEPBUYHON YIIAKOBKU HE U3MEHUIICS.

2. I3MeHeHue He 3aTparuBaeT KIIUeBble MOKa3aTeIl KayecTBa YIIaKOBOYHOIO MaTeprala, KOTOphIe BIMSIOT Ha
JIOCTaBKY, IpUMEHEHHE, 0€30MMacHOCTh WM CTaOMIBHOCTD JIGKAPCTBEHHOTO TIpenapara.

3. Ilpm wu3MeHeHMH CBOOOTHOTO TPOCTPAHCTBA WM OTHOIICHUS IOBEPXHOCTH/00BEMa COTJIAcHO
COOTBETCTBYIOIIMM MOoKyMeHTaM PecmyOmukn KazaxcraH mo cTaOMIBHOCTH HadaThl COOTBETCTBYIOIIHE
HCCIIEZIOBaHUS CTAOMIBHOCTH; MIPOAHATIM3UPOBAHEI COOTBETCTBYIOIINE TTApaMETPHl CTAOMIIBHOCTH HE MEHEE 4eM
Ha JIBYX OIBITHO-ITPOMBIIUICHHBIX (7151 OHOJOTHUSCKUX/UMMYHOJOTHUECKUX JICKAPCTBEHHBIX TPEHapaToB — TPEX
CepHsiX) WM IPOMBIIUIEHHBIX CEPHSIX; B PACTIOPSHKEHUN 3asIBUTENSI HAXOASTCS YAOBIETBOPUTENBHBIE PE3YIbTAaThI
, TI0O MEHBIIEH Mepe, TPEXMECSYHOTO H3YYCHHUS CTAOMIBHOCTU (I OMOJIOTHYECKHUX/UMMYHOJIOTHYCCKUX
JICKapCTBEHHBIX MPEMapaToB — MIECTUMECTIHOT0). [TonTBEpKACHUE TOTO, UTO UCCICAOBAHUS OyIyT 3aBEPIICHBL,
W 9TO, €CIH Pe3ylbTaThl He OYAYT YKIAABIBATHCA B CHCHHM(PHUKAIMKA WU MOTCHIIMAIEHO HE YKIIaIBIBATHCS B
cnenu(uUKanuy Ha KOHEI[ CPOKa TOJHOCTH, NX HEMEUICHHO MPEICTABIT YIOJTHOMOYCHHOMY OpPTaHy Hapsay C
MpeJiaraeMbIM IJIaHOM JIEUCTBUH.

HoxymeHTtanus

1. [TompaBka k cooTBeTCTBYIOIEMY(MM) paszaeny(am) 1ocke, BKIIIOYas ONHMCaHKE, ITOAPOOHBIN YepTeX U COCTaB
MaTepHasa KOHTeHHepa WM YKYIOPKH, a TaKkKe IepecMoTp HH(popManuy o JeKapcTBEHHOM IIpernapaTe.

2. B coOTBeTCTBYIOIIMX CIIy4asx 0Opa3isl HOBOTO KOHTEHHEpa/yKyIIOpKH.

3. IlpoBeneHbl MOBTOPHBIE BAJIMAALMOHHBIE HCCIEIOBAaHUS CTEPHIIBHBIX IPENapaToB, IOABEPTaAIOIIMXCS
TEPMUHANBHOM cTepHian3aluu. B COOTBETCTBYIONIMX Cllydasx HEOOXOIMMO YyKa3aThb HOMeEpa CepHii,
HCIIOJIb30BAHHBIX B BAJMIAIIIOHHBIX UCCIICTOBAHMAX.

4. llpu n3mMeHeHNH CBOOOTHOTO TIPOCTPAHCTBA MM OTHOIICHHUS TIOBEPXHOCTH K 00beMY JCKIIapanus, 9TO Ha4aThl
TpeOyeMble MCCIIeOBaHUS CTAOMIBHOCTH B COOTBETCTBHH C yCTaHOBIICHHBIMH TpPeOOBaHHSIMH (C yKa3aHHEM
HOMEPOB CepHil); U 4TO (B COOTBETCTBYIOLINX CIIydYask) HA MOMEHT pean3alliil yBeZOMIICHUs 00 n3MeHeHnn [A
TUIIa U TTOJa4YN YBECIAOMIICHUS 06 n3Menenuu IB tuna B ero PpacCinopsAKECHUU HAXOOATCA yAOBJICTBOPUTCIILHBIC
pe3yabTaThl M3y4YeHHs CTAaOMJILHOCTH; WMEIOIIMECs JaHHbIE HE YKa3bIBAalOT Ha KaKHe-IMOO IMpOoOIJIeMBI.
Heo0xomumo Taxke NMpeAcTaBUTH MOJITBEPKICHHUE TOTO, YTO MCCIEAOBaHMS OYyIyT 3aBEpLICHBI, U 4TO, €CIIH
pe3yIbTaThl He OyIyT YKIAIbIBaThCSA B CHENU(DUKANNN WM TOTCHIMATHHO HE YKIAIBIBATHCS B CICHU(UKAIIIN
Ha KOHEIl CPOKa TOTHOCTH, WX HEMEIJICHHO NPEICTABAT YIIOJIHOMOYCHHOMY OpPTaHy Hapsay C MpeagaracMbIM
MJIAHOM JE€MCTBHM.

B.Il.n.5 MH3MmcHenue
pa3Mepa  YHaKOBKH
JEeKapCTBEHHOTO
mpemnapara

VYcnosus TpeOyemas nokymenrtanus Bun nponenyps

a) U3MCHEHHUE KOJIMYECTBA
eIMHHIl JIEKapCTBEHHOM
¢bopmber  (Hampumep,



TabJeTOK, aMITysl U T.JI.) B
YIaKOBKe

1. N3menenue
YKJIaaAbIBacTCA B
OJIOOpEHHBIN  JTUana3oH
pa3sMepoB YIIaKOBOK

1,2 1,3 1A

2. H3meHnenue He
YKJIaaAbIBACTCA B

0700peHHbI IHana3oH
pa3MepoB YIIaKOBOK

1,2,3 1B

0) u3MeHeHne pazMepa(oB)

3 1,2 1A
YIaKOBKH(OK)

B) U3MEHECHHUEC
HOMHUHAJIbHON Macchl/
HOMHMHAJIBHOTO 00BeMa
CTEPHUIIBHBIX MHOTOJI03HBIX
(MM OMHONO3HBIX C
YaCTUYHBIM H3BJICYCHHEM )
napeHTepajJbHbIX
JIIEKapCTBEHHBIX II
npenaparos n
6uosornyeckux/
UMMYHOJIOTHYIECKHUX
MHOTO/JO03HBIX
napeHTepalbHBIX
JeKapCcTBEHHBIX
IpenapaToB

r) U3MEHEHHE

HOMMHAJIbHOMI Macchl/

HOMHUHAJIBHOTO 00beMa

HeTapeHTEePaIbHBIX

MHOTOJIO3HBIX  (HJIH 1,2,3 1B
OJHOJIO3HBIX C YaCTHYHBIM

HU3BJICUCHUEM )

JeKapCTBEHHBIX

npenapaTon

Ycnosus

1. HoBblif pa3mep ymakoBKH J0JKEH COOTBETCTBOBATH PEXHUMY JO3HMPOBAHHSA M IPOAOJDKUTEIFHOCTH JICUCHNS,
yKa3aHHBIM B OOIIEH XapaKTEPHUCTHKE JIEKAPCTBEHHOTO TIpenapaTa.

2. Marepuail NEpBUYHON yIAaKOBKU HE U3MEHSAETCSL.

3. OcraBmmecs: (popMBbl BBITyCKa MO3BOJISIIOT BBHINOJHUTH PEKOMEHJAMU IO JO3MPOBAHUIO M JIUTEIBHOCTH
JIeYeHUs], yKa3aHHbBIE B OOIIEH XapaKTepHCTHKE JIEKaPCTBEHHOTO IIpernapara.

JoxymeHTanus

1. TlompaBka K cOOTBEeTCTBYIOIIEMY(MM) paszaeny(am) Jocbe, BKIOYas mepecMoTp HHopManuu o
JICKApCTBCHHOM IIperapare.

2. O0OCHOBaHHME, YTO HOBAs/OCTAMOIIUECS Pa3MEPhbl YIMAKOBOK COOTBETCTBYIOT PEXHMY JTO3UPOBAHUS U
MIPOJOIDKUTEITFHOCTH JICUCHHS, YKa3aHHBIM B OOIIIEH XapaKTepPUCTHKE JICKAPCTBEHHOTO Tperapara.

3. Jleknapanus, 94To, €CIIU 0XKHUACTCS BIMSHUAC Ha CTAOMIBHOCTD, COTJIACHO COOTBETCTBYIONIUM YCTAHOBIICHHBIM
TpeboBaHusM OyAyT Ha4yaThl HCCIIENOBaHUS CTAOWIBHOCTH. JlaHHBIE HEOOXOJUMO TMpEeACTaBUTH (C
MpeJIaraeMbIM IJIAHOM JICHCTBUIA), JIUIIb €CIIM OHU HE YKJIAABIBAIOTCS B CriCH(UKAIINH.



[Ipumeuanue: Jusa B.IL.o.5.B) u r) — ecau M3MEHEHHE NPUBOAUT K M3MEHEHUIO "NO3MPOBKH"
JIEKapCTBEHHOI'0 IpernapaTa, TO TaKoe W3MEHEHHe TpeOyeT MOoAaud 3asBIEHHSA O
pacHIMpEHHH.

B.Il.n.6 U3menenue
Kakoi-1ubo0
COCTaBJIsIIOIIEH (
MEpPBUYHON) YIaKOBKH,
HENOCPEJCTBEHHO HE
compuKacawmouieics ¢
J€KapCTBEHHBIM
Ycnosust TpeOyemast nokymeHnTauus Bun nponenypst
mpernapaToM (Hampumep,
I[BET CbEMHBIX KOJIIa4KOB,
I[BETHBIEC KOJIOBBIE KOJIbLIA
Ha aMIrysiaXx, U3MEHEHUe
KOJIITauKa, 3allUIIaioniero
uriay (MCIoIh30BaHUE
JIPYTOro TIacTUKA)

a) H3MECHEHHE,
3aTparmuBalomee
HHPOPMALIUIO 0
JeKapCcTBEHHOM TIpernapare

0) wu©3MeEHEHHE, HE
3aTparusaloniee
HHPOPMALUIO 0
JIeKapCTBEHHOM IIpernapare
VYcenosus

1. 3MeHeHHe He 3aTparuBaeT 4acTH YIMAKOBOYHOI'O MaTepHaja, KOTOpHIE BIUSIOT Ha AOCTAaBKY, IPUMEHEHUE,
0€3011acHOCTb WJIH CTa0MIIBHOCTH JICKAPCTBEHHOTO TIpernapaTta.

JoxymeHTanus
1. TlompaBka K COOTBETCTBYyIOIIeMY(MM) pazmgerxy(aM) Iochbe, BKIIOYAs IEepecMOTp HH(pOpMAIuu o
JIEKapCTBEHHOM TIpernapaTe.

b.Il.n.7 U3meHenue
IMOCTaBIIMKAa KOMIOHCHTOB
YITAKOBKH WM YCTPOICTBA
(ecnm yka3zaHO B 1OCHE)

VYcnosus TpeOyemas nokymenrtanus Bun nponenyps

a) UCKJIIOUEHUE
MOCTABIIHAKA

0) 3aMeHa WU no0aBICHUE
[TOCTaBILIMKA

1,2,3,4 1,2,3 B

B) no0oe wH3MeHeHue
MOCTABIIUKOB CIIeficepoB
JIO3UPOBAHHBIX
HHTAJISITOPOB

II

VYcnoBus

1. WckiroueHre KOMIIOHCHTA YIIAKOBKH MJIH U3JICITUS HE TIPOUCXOJIHT.

2. Ka‘leCTBeHHbIﬁ nu KOHI/I'—ICCTBGHHLIﬁ COCTaB KOMIIOHCHTOB yHaKOBKI/I/I/I?;[[eJ'II/Iﬂ nu CHCHI/I(bI/IKaHI/II/I 3CKH3a HC
HU3MEHSIOTCS.

3. CrierpuKanyy ¥ METOBI KOHTPOJIA Ka4eCTBa, IO MEHbBIIIEH Mepe, SKBUBAICHTHEI.

4. Metoa cTepuiu3alliy U €€ YCIOBUS HE U3MEHSIOTCS (€CITU MPUMEHUMO).

JoxymeHTanus



1. ITonpaBka K COOTBETCTBYIOIIEMY(MM) pa3eny(am) 1ocke.

2. [ToaTBeprkeHne perucTpanuy MeAUIIMHCKOTO u3tenus B Pecry6nuke KazaxcTan B OTHOIIEHUN MEIMIIMHCKUX
W3JICTINH, TPUIIaraeMbIX K JISKapCTBEHHOMY Iperapary.

3. CpaBHHTENBHAS TA0IHMIA TEKYIUX U TIpeJUIaraeMpIx crienuuKanyii (€cau NpUMEHUMO).

B.I1.n.8 H3meneuue
JA3aiiHa MapKUPOBKH

. . YcioBus Tpebyemast nokymenramnust Bun mpoueaypsl
MEPBUYHON U BTOPUYHOMN
YIaKOBKH
1 1,2 1A
Ycnosus

1. KauecTBeHHBIH U KOJIMYSCTBEHHBIM COCTAB KOMIIOHCHTOB yHaKOBKI/I/I/I?;L[eJ'II/Iﬂ u CHCHI/I(bI/IKaHI/II/I OCKH3a HC
HU3MCHSAKOTCA.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYOIIEMY(MM) pa3aeiry(am) Jocke.
2. MakeTbl YIakOBOK B CTapOM AH3aiiHe.

b.IL. ) ctabunbHOCTH

Bb.Il.e.1 U3menenue cpoka
TOMHOCTH WJIH YCIOBHH
XpaHEHHS JEKapCTBECHHOTO
mpernapara

VYcnoBus TpeOyemast nokymeHnrtauust Bun npouenyps

a) COKpalleHHE CpoKa
TOJHOCTH JIEKAPCTBEHHOTO
mperapara

1.
YnakoBaHHOTO B 1.2.3 IA
KOMMEPUECKYIO YITaKOBKY

2. TIlocne mepBoro

1 1,2,3 1A
BCKprTI/Iﬂ

3. Ilocne pa3BeneHus UiIu
BOCCTAHOBIICHHSI

1 1,2,3 1A

0) yBenuWueHHE CpOKa
TOZHOCTH JIEKAPCTBEHHOTO
npenapara

1. VYnakoBaHHOro B

KOMMEPYECKYIO YITaKOBKY (

MOATBEPKIACHHOE 1,2,3 1B
JaHHBIMU B pE€aJlbHOM

BPEMEHN)

2. TIlocne mepBoro

BCKPBITHSA (

MOJATBEPKIECHHOE 1,2,3 1B
JaHHBIMH B peaJbHOM

BpPEMEHN)

3. Ilocne pa3BencHUS WA

BOCCTAHOBJICHU I (

MOJATBEPKIECHHOE 1,2,3 1B
JaHHBIMH B peajJbHOM

BpPEMEHN)

4. VYBemnueHue Ccpoka
TOAHOCTH nyTeM



9KCTPAIOJISINHI TAHHBIX 110
CTaOMWIBHOCTH,  HE
COOTBETCTBYOUIEH
JoKyMeHTaM PecryOnukn
Kazaxcran (*)

II

5. YBenuuenue mnepuoa
XpaHeHUsI OHOJIOTHYECKOTO
/AMMYHOJIOTHIECKOTO
JEKapCTBEHHOTO
mpernapara B COOTBETCTBUU
c 000OpeHHOM
MpOTrpaMMOil  U3y4YCHUS
CTaOMIBHOCTH

1,2,3 B

B) HM3MEHEHHE YCJIOBHIA
XpaHEHUs] OMOJIOTHYECKHX/
MMMYHOJIOTHYECKHUX
JeKapCcTBEHHBIX
NpemnapaTroB,  €CJIH
HCCIENOBaHUS II
CTaOMIBHOCTH NPOBEICHBI
HE B COOTBETCTBUU C
TEeKyle oa00peHHOMH
MPOrpaMMoON  M3y4YEeHHS
CTaOMIBHOCTH

T) HW3MEHEHHUE YCJIOBHIl

XPaHEHUs JIEKaPCTBEHHOTO

npemnapara 281051

JIEKapCTBEHHOTO 1,2,3 1B
mpemapara mocie

pa3BeneHus/

BOCCTaHOBJICHUS

) U3MEHEHHE
0100peHHOro mpoTokona 1, 2 1,4 1B
CTaOMIBHOCTH

YcnoBus

1. I3MeHeHue He MOJDKHO OBITh CJIENCTBUEM HEINPEABUACHHBIX CUTYaIlMil, BOHUKIINX B XOJ€ MPOU3BOJCTBA,
WU U3MEHEHUS CTa0UILHOCTH.

2. I3MeHeHus He MPUBOJST K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCTILITYEMbIX TapaMeTPOB, UCKIIOUEHUIO
napameTpa CTaOMIBbHOCTH WIIM CHUKCHUIO YaCTOTHI UCTIBITAHU.

JoxymeHTanus

1. TlompaBka K cooTBeTcTByOImeMy(uM) paszmeny(am) ngocke. OHa MODKHA COACPKATh PE3YIBTATHI
COOTBETCTBYIOIINX HCCIIEOBAaHUN CTaOMIBHOCTH B pEalbHOM BPEMEHH (OXBATHIBAIOMIMX 3asSBICHHBIN CPOK
XPaHEeHHUsI ), MPOBEACHHBIX COTIACHO COOTBETCTBYIOIIMM JAokyMeHTaM PK, Ha Tpex mpoMbIUIeHHBIX cepusx (1)
JIEKapCTBEHHOTO IperapaTa, yNakOBaHHOTO C IMOMOIIBIO 3aperCTPHPOBAHHOTO YIIAKOBOYHOTO MaTepHaia, u (
WJIN) COOTBETCTBEHHO IIOCJIE MEPBOTO BCKPBITHS WM Pa3BEICHHS; B COOTBETCTBYIOUIMX CIydasXx HEOOXOIMMO
MIPEACTaBUTh PE3YIIbTaThl MUKPOOHOIIOTHYECKHUX UCTIBITAaHHH.

2. IlepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

3. Komuu yTBep K/IeHHBIX crieln(UKani Ha KOHEI] CpoKa FOJJHOCTH H, €CIIH MPUMEHUMO, Clenn(UKaLUH 1T0CiIe
Ppa3BelIeHN/BOCCTAHOBIIEHHSI MITH T10CTIE TIEPBOTO BCKPBITHSI.

4. ObocHOBaHHME MpeUIaraeMbIX H3MEHEHHH.



(*) [Mpumeyanue: B oTHOmEHNN OGHOIOrHYECKOT0/MMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIperapara
SKCTPAITOJISIINS HENPUMEHNMA.

[Tpu Ham4uMy 0653aTENBCTBA MIPOBEPUTH CPOK TOJHOCTH Ha MPOMBIIUICHHBIX CEPUIX

(M

, A0IMYCTUMbI OITBITHO-IIPOMBIIIJICHHBIC CCPUH.

B.II. 5x) mpoeKTHOE 10JIe ¥ MPOTOKOJ MOCTPETUCTPALMOHHBIX U3MEHEHHM

B.I1.>x.1 BBenenue HoBOro

IMPOCKTHOTO TMOJA WA

pacumpeHue 0J00peHHOT0

MPOEKTHOTO  ITOJIS

JEKapCTBEHHOT O VYcnosus TpeOyemast nokymeHtauusi Bun nmpouenypsr
mpemapara (3a

HUCKIIOYEHUEM

OHOJIOTUUECKOTO),

3arparuBaroliee:

a) oxHy wunm Ooiee

OTACIbHBIE OIepalun

mporiecca MPOU3BOJICTBA

JeKapCTBEHHOTO

npemnapara, BKJIOYas 1,2,3 1I
COOTBETCTBYIOUIUE

BHYTPHUIIPOU3BOICTBCHHEIC

KOHTponu #  (WiIN)

AHATMUTUYECKUE METOINKHU

0) aHATUTUYECKHUEC

METOIHUKH st

BCIIOMOTATEJIbHBIX

BEIIECTB/TIPOMEKYTOTHBIX 1,2,3 II
OpOAYKTOB H  (WiH)

JeKapCTBEHHOTO

npenapara

JoxymeHTanus

1. PesynpraTh! uccmenoBaHmil pa3paboTKu IMpemapara U mporecca (BKII0Yasi OLEHKY PUCKOB M MHOTOMEPHBIE
HCCIENOBAaHUS COOTBETCTBEHHO), MOITBEP)KOAIONINE TO, YTO IOCTUTHYTO IIEIIOCTHOE MEXaHHCTHIEeCKOe

MMOHUMAaHKE MOKa3aTe/ici KayecTBa MaTCPHAIOB U IIApaMETPOB Mpoliecca Ha KPUTHUECKUE MapaMeTphbl KauecTBa
JICKaQpCTBCHHOTO IIperapara.

2. OnucaHue IPOEKTHOTO TOJIsl B TAOJUYHOM BHJIE, BKIIIOUas IEPEMEHHBIE (CBOWCTBA MAaTEPHAJIOB U MapaMeTphI
mpoliecca MPOU3BOCTBA) U UX MpeJiaracMbIe THATa30HbIL.

3. [TompaBka K COOTBETCTBYIOIIEMY(UM) pa3einy(am) Tocke.

B.I1.x.2 BBenenune

TTOCTPETUCTPALUOHHOTO
MPOTOKOJIa YIIpaBICHU

VYcaoBus Tpebyemast qokyMeHTanus Bu mporexypsl
H3MEHECHHUIMH, peoy JOKY A Tponeayp
3aTparuBalOUIUMHU
JIEKapCTBEHHBIN Ipernapar
1,2,3 I

JoxymeHrtanus

1. ITogpoOHOE onMcaHKe TMPEATIaracMoro H3MEHEHUS.

2. HpOTOKOJ'I praBﬂeHI/lH U3MCHCHUAMMU, SanaFI/IBaIOH_[I/IMI/I ﬂeKapCTBeHHLIﬁ npenapaT.
3. [TonpaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(am) T0Che.

B.Il.x. 3 HWckmoucHue

YTBEPKIECHHOTO



OpOTOKOJIa YIIPpAaBJICHUA

VYceaoBus Tpebyemast nokymenTamust Bun mpouemaypsl
H3MEHEHUSIMH,
3aTparuBalOIIMHI
JIEKapCTBEHHBIN Ipenapar

1 1 1A

VcnoBus

1. MHckmoueHWe TOCTPETHCTPAIIMIOHHOTO TIPOTOKOJNA YIPaBICHUS WM3MEHCHUSAMH, 3aTPardBarOIIUMU
JIEKapCTBEHHBIN Ipenapar, He SBISETCSA CIIEICTBHEM HEINPEIBHUICHHBIX CHUTYaIli WM HECOOTBETCTBHUS
CHCLIPI(I)I/IK&HI/II/I B X0Z€ BBCACHUS HSMGHGHHﬁ, OIIMCAaHHBIX B l'IpOTOKOJ'[e, U HUKAK HC BJIUACT HA yTBep)K}leHHBIe
CBCIACHMHA, BKIIFOUCHHBIC B 1OCKC.

JoxymeHTanus
1. ObocHOBaHHE TpEATTIATaeMOT0 UCKITFOUCHUS.
2. [NompaBka K COOTBETCTBYIOIIEMY(HMM) pa3ieny(aM) Tocke.

B.Il.x.4 MW3meHnenus

YTBEPXKAECHHOTO
VYcaoBus Tpebyemast nokymenTamusi Bun mpoueaypsl
MPOTOKOJIa YIIpaBICHUS
U3MEHEHUSIMU
a) 3HAYMMBbIC W3MCHEHUS
MPOTOKOJIA YIPABICHUS II

HU3MCHCHUAIMU

0) He3HAYMMBIEC H3MCHEHHMSI

MPOTOKOJA YIPABICHHUS

M3MEHEHUSAMHU, KOTOPBIE HE 1 IB
HU3MCHSIOT CTPaTETHIO,

OIMKCAHHYIO B IIPOTOKOJIC

JoxymeHTanus

1. Hexmaparmusi, 94To JI000¢ M3MEHEHHE MOJDKHO YKIAABIBATHCS B IHANA30H JEHCTBYIOIIUX YTBEPKICHHBIX
KpUTepHueB mpuemiieMocT. [ToMrMo 3Tor0, AeKIapaIis, 9TO B OTHOMEHAH OMOIOTHIECKIX/MMMYHOIOTHUECKIX
JIEKapCTBEHHBIX IpEnapaToB He TPeOyeTCs OIIEHKa COMTOCTaBUMOCTH.

B.Il.x. 5 Peanuszamnus
WU3MEHEHUM,
MpeayCMOTPEHHBIX
YTBEPXKACHHBIM
MPOTOKOJIOM YIIPaBIICHUS
W3MEHEHUSMHU

VYcnosus TpeOyemast nokymenrtauust Bun npouenypst

a) peaym3anys U3MEHCHHUS
HE Tpebyer
JOTOJHUTEIBHBIX
BCIIOMOTaTEJIbHBIX JaHHBIX

1 1,2,4 1A

0) peayn3anus U3MECHCHUS
TpeOyeT MTOMOTHATEIEHBIX 1,2,3,4 IB
BCIIOMOTATENBHBIX TaHHBIX

B) peanu3aiis W3MEHEHUS

OHOJIOTrUYEeCKOTO/

HMMYHOJIOTHYECKOTO 1,2,3,4,5 1B
JeKapCTBEHHOTO

mpermapara

YcnoBusa
1. IlpemnoxxeHHOE M3MEHEHHE OCYIIECTBIEHO B TOJHOM COOTBETCTBHUH C YTBEPKACHHBIM MPOTOKOJIOM
VIOPaBJICHUS H3MCHEHUSIMH, TPEOYIOIINM HEMEJICHHOTO YBEIOMIICHUS MTOCIIE €T0 PeaTH3aliy.



JoxymeHTtanus

1. Ccputka Ha yTBEp)KACHHBIH IPOTOKOI YIIPABICHHUS U3MEHEHHUSIMH.

2. Jlexyapanus, 4yTO MU3MEHEHHE COOTBETCTBYET YTBEP)KICHHOMY IPOTOKOIY YIPAaBICHUS HU3MEHEHHUSIMH M
pe3yIbTaThl HCCIIEIOBAHUS YIOBICTBOPSIOT KPUTEPUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIM B mpoTokoiie. [Tomumo
3TOT0, AeKJIapanus TOro, 9T0 B OTHOIICHUH OHMOIOTMYECKIX/MMMYHOJIOTHIECKHIX JIEKapCTBEHHBIX IPETapaToB He
TpeOyeTcsl OIIEHKa COMTOCTABUMOCTH.

3. Pesynbprarhl mccnenoBaHWNA, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KACHHBIM IPOTOKOJOM YIIPABICHHUS
HM3MECHEHHSIMHU.

4. IompaBka K COOTBETCTBYIOIIEMY (M) pa3ieiny(aM) Tocke.

5. Konms yTBepKICHHBIX CIIEIU(UKANNN Ha JEKapCTBEHHBIN Tpenapart.

b.11. 3 be3onmacHOCTh B OTHOIIEHWH ITOCTOPOHHUX Ar€HTOB

B.Il.3.1 OOGHOBNCHHE

napopmanun  "OrneHKa

6e3omacHOCTH

OTHOCHUTEIBHO VYcnosus Tpebyemast nokymenrauus Bup nporuenypst
MOCTOPOHHUX areHToB" (

pasnen 3.2.A.2

PETUCTPAIIOHHOTO J10ChHE)

a) HCCIIeJOBaHUs,

3aTparuBaroniue

MIPOU3BOJICTBEHHBIE JTaIlbI,

W3y4YEHHBIE BIIEPBBIE Ha 11
MpeIMeT OIHOTO WU

Ooiee  MMOCTOPOHHUX

arcHTOB

0) 3amMeHa ycTapeBIIUX
WCCIeN0BaHUMN,
3aTparuBarpIuX
IIPOU3BOJCTBEHHBIC JTAIIbI
U TOCTOPOHHHE areHTEHI,
paHe€€ BKIIOYCHHBIC B
JIOChE

1. C u3MeHEeHNEM OIIEHKH
PHCKOB

II

2. be3 u3MeHeHHUs OIEeHKH
PHUCKOB

1,2,3 IB

JoxymeHTanus

1. TlompaBka K cOOTBETCTBYyIOImEeMY(MM) pasnery(am) IOChe, BKIIOYAas BBEICHHE HOBBIX HCCIIECIOBaHUH,
HaIllpaBJICHHbIX Ha H3Y4Ye€HHE CIOCOOHOCTH IPOU3BOICTBEHHBIX 3TallOB HHAKTHBHPOBATH/3IMMHHUPOBATH
MMOCTOPOHHUE arcHTHI.

2. O00CHOBaHHE TOTO, YTO HCCIIEIOBAHUS HE U3MEHSIOT OIIEHKY PHUCKOB.

3. [TompaBka k uHpOPMAIINHU O JIEKAPCTBEHHOM TIpernapaTe (€CIu MPUMEHUMO).

B.III Ceptudukar coorsercteusi EBponeiickoit ®apmakonee (CEP) (npu Hanuuum)/TT'D/
CTaTbu

B.1II.1 ITogaua HOBOTO MU
0OHOBIECHHOTO
ceprudukara
COOTBETCTBHA
EBponeiickoit ®apmakomnee
UITH HCKJIIYCHHE

VYcnosus Bun npouenypst



ceprudukara
COOTBETCTBUS
EBponeiickoii @apmakoriee

Ha dapmaneBTrueckyro
CyOCTaHIHIO

HA UCXOIHBIA MaTepuan/
PEaKTHB/IPOMEKY TOUHBIH
MPOJYKT, UCIOIb3yEeMbIii B
mporecce MpOU3BOJCTBA
(hapmaneBTHUECKON
cybcraHun

Ha BCIIOMOTaTeJIbHOE
BEILIECTBO

a) cepTuduUKar
COOTBETCTBHA
EBponeiickoii @apmakoriee
COOTBETCTBYIONIEH CTaThe
Espomnelickoit @apmakoneun

1. Hogerit ceptudukar ot
panee 0m00pEHHOTO 1,2,3,4,5,6,9
MPOU3BOIUTENS

2. OOHOBIEHHBIH
ceptudukar oOT paHee
0TOOpPEeHHOTO
MIPOM3BOAUTEIS

1,2,3,4,6

3. HoBelii ceprudukar ot
HOBOrOo mpomsomutens ( 1,2,3,4,5,6,9
3aMeHa Win J00aBIICHIE)

4. HUcknrodyenue

cepTudukaToB (eciu K
MaTepHay INpHIarainch
HECKOJIBKO CepTH(UKATOB)

5. HoBplli cepTuduKar Ha
HECTEPUIILHYIO aKTUBHYIO
(hapMareBTHYECKYIO
cyOcTaHIHIO,
MOAJIEKAMY IO
HWCIONB30BAHUIO B
CTEPHUIBHOM
JIEKapCTBEHHOM TIperapare
, IPHU UCIIOJIb30BAHUHN BO/IbI
HAa TMOCJEJHEM JTare
CHHTE3a, & B OTHOIICHUHU
MaTepuana He 3asiBICHO
OTCYTCTBHE B HEM
9H/IOTOKCHHOB

0) ceprudukar
COOTBETCTBUS
EBpomneiickoii @apmakoren
mo TI'D Ha akTHBHYIO
(hapMareBTUUECKYIO
CyOCTaHI[UIO/UCXOTHBIH

TpeOyemast moKyMeHTaIMs

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1A

IA

IB

1A

IB



Marepuan/peakTuB/
MIPOMEXYTOUHBIH TPOITYKT/
BCIIOMOTATEJIbHOE
BEIIECTBO

1. HoBblii ceprudukar Ha
AKTHUBHY IO
(hapmaneBTHUECKYIO
CyOCTaHIIMIO OT HOBOTO
WU paHee OA00OpPEHHOTO
IIPOU3BOAUTEIIA

3,5,9 1,2,3,4,5 IB

2. Hosblit ceprudukar Ha

(hapmaneBTHUECKYIO

CcyOCTaHIINIO/MCXOTHBIH

Marepua/peakTus/

MPOMEKYTOUHBINA TPOayKT/ 3, 6, 7 1,2,3,4,5 1B
BCIIOMOTATEIbHOC

BEIIECTBO OT HOBOTO WA

paHee 0mOOpPEHHOTO

TIPON3BOIUTENS

3. OOHOBIEHHBI I
cepruduKaT OT paHee
0TOOpPEHHOTO
MIPOU3BOAUTEIS

7 1,2,3,4,5 IB

4. Hcknrovyenue

ceprudukaroB (ecaum K
MaTepuany NpHIaraiuch
HECKOIIBKO CepTU(hHUKATOB)

5. HoBbIit/0OHOBICHHBIH
ceptudukar oOT paHee
0100pEHHOTO/HOBOTO
MPOU3BOJAUTENS,
HCIOJIB3YIOMIETO
MaTepHabl YeJI0BEUECKOro
1781871 KHUBOTHOTO I
MPOUCXOKICHHUA, B
OTHOIICHHUU  KOTOPBIX
TpeOyeTcs OICHKa Ha
npeaMer pucka
NOTEHIIMAJIbHON
KOHTaMHUHAIUHU
IMOCTOPOHHMUMHU ar¢HTaMun

VYcnosus

1. Cnenudukaiyy Ha BBITYCK M Ha KOHEI] CPOKa FOAHOCTH JIEKaPCTBEHHOI'O TIpenapaTa He U3MEHSIOTCS.

2. HeusmenenHsle (MCKIIoUas yecToueHue) gornoyiHuTensHble (k [ocynapcrBennoit ®apmakonee PecryOiamnku
Kazaxcran) cienudukanmuy Ha npuMecH (MCKIII0Yasi OCTaTOYHBIE PACTBOPUTENH, IIPH YCIIOBUU MX COOTBETCTBHSA
TpeboBanmsaM PecnyOmmkn Kaszaxcran), mponaykrt- cnenndudnapie TpeboBanus (Hampumep, IpoGuin pazMepoB
YaCTHUII, TOTUMOPQHEIE HOPMBI), €CITH TPUMEHHMO.

3. Ilpomecc mpow3BOICTBAa aKTHBHON (hapMameBTHUECKON CyOCTaHIIMH, WCXOTHOTO MaTepHaiia/peakThBa/
MPOMEXYTOUYHOTO IPOAYKTa HE BKJIIOYAET HCIIOJIB30BAaHME MATCPHANIOB YEJIOBEYECKOTO MM KHBOTHOTO
MIPOMCXOXKACHUS, U1 KOTOPBIX TpeOyeTcs MpoaHalu3upoBaTh JaHHBIE O BUPYCHOM O€30MaCHOCTH.

4. VcknrounTenbHO AJsl aKTHBHOW (papMarieBTH4ecKoi cyOCTaHIuK: oHa OyJeT MCIbITaHA HEeNOCPEICTBEHHO
nepes HMCIOJIb30BAHUEM, €CJIM IEPHUOJI MOBTOPHOI'O HCIBITAHUS HE BKJIIOYEH B CEPTU(PHUKAT COOTBETCTBUS



EBpomneiickoit @apmakonee uin JaHHbIE, 000CHOBBIBAIOIUE MIEPHO TOBTOPHOTO UCTIBITAHHUS, YK€ HE BKIIIOUCHBI
B JIOChEC.

5. AkrtuBHas (apmaneBTHUecKas CyOCTaHIMA/UCXOMHBIH MaTepHaj/peakTHB/IPOMEXYTOUHbIH TMPOIYKT/
BCIIOMOTaTEJIbHOE BEIECTBO HECTEPHIIBHBI.

6. PacturenpHBle (apMmaneBTHYECKHE CYOCTaHIMU: CHOCOO0 MNPOHM3BOACTBA, (H3MYECKOE COCTOSHHE,
9KCTPATUPYIOIINIA PACTBOPUTEINH U KOA(Q(OHIUEHT SKCTPAKIUH JISKAPCTBEHHOT'O CPEICTBA HE H3MEHSIOTCSL.

7. Ecnu B cocTaBe JIGKapCTBEHHOTO IpenapaTa Uil NapeHTepaibHOrO BBEICHUS HCIIOIB3YCSTCS JKEIaTHH,
MIPOU3BEACHHBIN U3 KOCTEH, €ro IPOM3BOACTBO JOJDKHO OCYIIECTBIATHCS MCKIIOUUTENBFHO B COOTBETCTBUH C
TpeOOBaHUSIMH COOTBETCTBYIOIICH CTPaHBbI.

8. B mocke ocraercs, Mo MEHBIIIEH Mepe, OWH MPOU3BOAMUTENb ATOH CyOCTaHIINH.

9. Ecnm akTuBHasg QapmarieBTU4ecKas CyOCTaHIIUS HECTepuibHa, HO OyJeT HCIOJIb30BATHCI B COCTaBE
CTEPHJILHOTO JIEKAPCTBEHHOTO Tpernapara, Torna B coorserctBuu ¢ CEP Ha nociennem sTamne cuHTE3a HENb3s
UCIIOJIB30BaTh BOJY WJIM, €CJIIM TaKoe HPOHMCXOAMUT, HEOOXOAMMO OOECIEeYHTh OTCYTCTBHE OaKTEpHaIbHBIX
9H/IOTOKCHHOB B aKTHBHOW (hapMalleBTHIEeCKON CyOCTaHIHN.

JoxymeHTanus

1. Komns peticTByromero (0OHOBICHHOTO) cepTuduKara coorBeTcTBHs EBpomneiickoit @apmakoree.

2. Ilpn noGaBneHNN MPOU3BOACTBEHHOH IUIOMAAKK B (popMme 3asBICHUS O BHECEHWH M3MEHEHUH HEOOXOIMMO
YeTKO 00O03HAYUTH "3apernCTPUPOBAHHBIX" M "MpemiaraeMbIX' MPOM3BOAMTENCH, KaKk yKazaHO B pasmene 2.5
(hopMmEbI 3asBICHUS.

3. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3iery(aM) 10cke.

4. Ecnu mpuUMEHNMO, JOKYMEHT, COEPXKAILIUN CBEAECHHS O BCEX MaTepHaax, BXOAAMHNX B chepy NMPUMEHEHUS
crateu ['ocynmapcrBenHoi dapmakoneu Pecrybnuku KazaxcraH mo MUHUMHU3AIMKM PUCKa TEpeayd areHTOB
ry6an0171 3HH€¢)aJ'IOHaTI/II/I JKUBOTHBIX ITOCPCIACTBOM JICKAPCTBCHHBLIX MNpcnaparoB IJd MEAUIHUHCKOIO H
BETEPUHAPHOIO IPUMEHEHHMs, BKIIOYas HCIOJb3yeMble B IIPOM3BOJACTBE aKTUBHOW (hapMaleBTHUECKON
CyOCTaHIMI/BCIIOMOTaTEeNIFHOTO BelecTBa. Jlisi KaKI0ro Takoro poja Marepuana HeOoOXOJMMO IPEICTaBHTh
CJIEAYIOIINE CBEJCHUS: Ha3BaHNE IPOW3BOAMTENS; BHJ )KUBOTHBIX M TKaHH, W3 KOTOPBIX IOIyYeH MaTepHal;
CTpaHa MPOUCXOXKJCHNUS KUBOTHBIX 1 €TO HCIOIb30BaHHUE.

5. B oTHOmIeHNN aKTUBHOW (papMaIleBTHUECKOW CYOCTaHIMH: ACKIApanns YHOTHOMOUYEHHOTO JIHIA KaXKIOTO
JULEH3NPOBAHHOTO ITPOM3BOANTENS], YKA3aHHOTO B 3asBJIICHHUH, HCIIOIb3YIOIIET0 aKTUBHYIO (hapMalleBTHIECKYTO
cyOcTaHIIMIO B KayecTBE MCXOHOTO MaTepHasia, M YMOIHOMOYEHHOI'O JIMIA KaXJIOTo JHIIEH3HPOBAHHOTO
IMPOU3BOJUTCIIA, YKA3aHHOTO B 3adBJICHUM B KAaUCCTBE OTBCTCTBEHHOI'O 3a BBIITYCK cepm‘/i. B JACKJIapaluiax
HEOOXOJMMO YKa3aTh, YTO NPOU3BOIUTENH(M) aKTHBHOW (apMarneBTHYeCKOil cyOcTaHIWM, yKa3aHHBIH(e) B
3asIBIIGHNHU, OCYIIECTBIISIET(IOT) CBOIO JEATENbHOCTH B COOTBETCTBMM ¢ [IpaBmiiamMm Hajaexarien
MIPOM3BOACTBEHHON TpakTuku PecrmyOnmkm KaszaxcTaH B OTHOIIEHMM MCXOIHBIX MatepuaioB. Ilpu
OTIPEZIETICHHBIX 00CTOSITEIECTBAX JOIYCKACTCS IPEACTABIATh OAHY JEKJIapanuio (CM. MpUMedaHne K M3MEHEHHIO
B.I1.6.1). Ecnu 3arparuBaioTcsi Kakue-Tu0O0 OOHOBICHHS CEPTH(PHUKATOB HA aKTHBHBIC (PapMaIeBTHUCCKUE
CyOCTaHIIMK ¥ MPOMEKYTOUYHBIE MTPOIYKTHI, OT MPOU3BOJAMUTEINEH MPOMEKYTOYHBIX HPOJYKTOB TaKXkKe TpeOyeTcs
JIeKIapanys yrnoJHOMOUYEHHOTI0 JINIa; IeKIapalys yIoJIHOMOUYEHHOIO JIMIA HY>KHA, JIUIIb €CJIU 110 CPAaBHEHHUIO C
paHee 3aperucTpUpOBaHHOM Bepcuell cepTHduKaTa MMEeTcs U3MEHEHHE ACHCTBYIOUIMX, BKJIIOUYEHHBIX B
TepedeHb MPOU3BOICTBEHHBIX IUIOMIAT0K.

B.II1.2 3meHeHus B Lemnax

COOTBETCTBHUA

Tl'ocynapcTBenHolt Ycnosus TpeOyemast nokymeHTauust Bun nponenyps
dapmakonee PecryOnmkn

Kasaxcran

a) N3meHneHue
cneundukanuu(it) panee
HeapMaKkoneHHON
cyOcTaHIIMM B IeNIX
COOTBETCTBUSA
T'ocynapctBeHHOH



dapmakonee PecryOnuku
Kasaxcran

1. AKTUBHOM
(hapmaleBTHYECKOM 1,2,3,4,5 1,2,3,4 1B
cyOCTaHIuH

2. BcmomorartenpbHOTO

BEIECTBA/UCXOJHOTO

Marepuana akTuBHoro 1,2,4 1,2,3,4 1B
(dhapmareBTHUECKOM

cyOCTaHIH

0) WM3MEHEHHS B IEIAX

COOTBETCTBUS

OOHOBJCHHOMU

COOTBETCTBYIOIEH cTathe 1,2,4,5 1,2,3,4 1B
T'ocynapcrBenHnoit

®dapmaxkoren PecyOmuku

Kazaxcran

B) H3MEHEHUE

crienupuKanui c

T'ocynapctBenHoM 1,4,5 1,2,3,4 1B
®dapmaxkornien PecyOmuku

Kasaxcran

Ycnosus

1. I3mMeHeHne OCyIEeCTBIISIeTCsI HCKIIIOYUTENLHO B LIEJISIX MOJHOTO COOTBETCTBUS (hapmakorniee. Bee ucnbitanus B
crienu(HUKanuy JT0JDKHBI COOTBETCTBOBATh (DapMaKoNeHOMY CTaHAApTy ITOCie M3MEHEHHUs, 32 UCKIIOYEHHEM
JFOOBIX JOTIOJIHUTENBHBIX BCIIOMOTATEIbHBIX UCTIBITAHHH.

2. JononHuTenpHble K (apMmakonee crnenuuKald Ha NMPOAYKT-Clelu(UYHbIE CBOWCTBA HE MU3MEHSIOTCS (
HanpuMep, NPOoIIH Pa3MEepOB JaCTHIL, ToTUMopdHas Gpopma mim OHOIOTHYECKHE METOIHNKH, arperaTsl).

3. 3HauyMMble HM3MEHEHUS KadeCTBEHHOTO M KOJHMYECTBEHHOTo Mpodwmield IpuMeced OTCYTCTBYIOT (3a
HCKJIIOYCHUEM YXKECTOUCHHS CTIeH(pUKaIii).

4. lonomHAUTENbHAS TIEPBUYHAS SKCIIEPTH3a HOBOH MIM N3MEHEHHOW (hapMaKOTICHHOW METOANKH He TpeOyeTcs.
5. PacturensHble apMarieBTHUECKHE CYyOCTaHIIMN: CIIOCO0 IPON3BOJICTBA, (PU3NYECKOE COCTOSIHUE, SKCTPAreHT U
K03(HUIMEHT IKCTPAKIINH JIEKAPCTBEHHOTO CPECTBA HE H3MEHSIOTCSL.

JoxymMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(aM) T0Che.

2. CpaBHHTENBHAS TaOMUIA TEKYIUX U IIPEIaraéMbIX CIICIU(pUKAIUHN.

3. Jlannble aHanu3a cepuii (B hopmare CpaBHUTEIHHOW TAONHIIBI), TIO MEHBIIEH Mepe, MBYX MPOMBINUICHHBIX
CepHil COOTBETCTBYIOIIEH CyOcTaHIuu (BemecTBa) IO BCEM HCIBITAHWSIM HOBOW crenu(UKAlUd U
JIOTIOJTHUTENBHO, €CIM NMPUMEHUMO, PE3YJIbTaThl TECTa CPaBHUTEIBHON KUHETHUKH PAaCTBOPEHHMS, MO MEHbIIEH
Mepe, OJHOW ONBITHO-IPOMBIIIJICHHOW CEpHH JICKapCTBEHHOrO Tpernapara. B OTHOIIEHUM JIeKapCTBEHHBIX
PACTHTENBHBIX MPETMapaToB TOCTATOYHEI JAaHHBIC CPABHUTEIIFHON PacalaeMOCTH.

4. lanHble, NOATBEPKIAIOIINE TPUTOXHOCTD CTaThH JUI KOHTPOJIS KayecTBa cyOCTaHIINM, HAaIpUMEp, CPaBHEHHE
MTOTCHITMABFHBIX MTPUMECEH ¢ MpUMedaHreM IPO3PavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV BaeceHnue um3MeHEHUN B PETHCTPAIMOHHOE JOChE, OOYCIOBICHOEC WHBIMH
PEryJIATOPHBIMU MPOLEAYPAMHU

b.V.a.2 Bkiouenune
HOBOTO, OOHOBJIEHHOT'O
HIn I/ICl'IpaBIIeHHOFO
Mmacrep-daiiia BAKLIMHHOTO

anturena (nanee — MOBA)
VYcaoBus Bun npouenypst



B PETUCTPALMOHHOE J0CHE TpeOyemast moKyMeHTaIMs
JEeKapCTBEHHOTO

npenapara (mpomexypa

M®BA 2-ro sTamna)

a) TepBOC BKIIOYCHHUE

HoBOro MOBA I

0) BKJIIOYEHUE
00HOBJIICHHOTO/
ucrnpasienHoro M®BA:
U3MCHEHUS BIUSAIOT Ha
CBOWCTBA JIEKAPCTBEHHOTO
mperapara

1925 334 IB

B) BKJIIOUEHUE
0OHOBIEHHOT O/
ucnpasieHHoro M®BA:
WM3MEHEHHUS HE BIUSIOT Ha

1,2,3,4 1A

CBOICTBA JIEKAPCTBEHHOTO
npenapara

YcmoBus

JoxymeHTanus

1. dexmaparus, uyto cepTudukar MOBA u s5KCnepTHBIH OTYET MOTHOCTEIO TPUMEHNMEI K 3apEeTHCTPHPOBAHHOMY
JeKapCTBEHHOMY mpemapaty, nepxkatens M®BA mpencrasun HAPY (ecnu [APY u mepxarens MOBA =e
SIBJSIFOTCSL OTHUM M TeM ke JuioM) ceptudukatr MOBA, skcniepTHbIii oT4yeT u 1ocke Ha MDBA, ceprudukar
M®BA u 3KkcriepTHBINH OTYET 3aMEHSIOT MPEABIAYIIYI0 JOKyMeHTanuio Ha MOBA 11151 TaHHOTO JIEKapCTBEHHOTO
npemnapara.

2. Cepruduxkar MOBA u 3KCIepTHBIN OTYET.

3. Jexmapamusi 3KCIepTa, XapaKTepu3yrolas BCE BBOJUMBIC C MOMOIBIO cepTUduUipoBanHoro MOBA
U3MEHEHHs U OLEHUBAIOIIAs UX NOTEHIMAJbHOE BIMSHHME Ha JEKapCTBEHHBbIE NMpenapaThl, BKIIOYas OLEHKU
MIPOLYKT-CIIEIU(DUIHBIX PUCKOB.

4. B ¢opme 3asBIIeHHST O BHECEHNH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NercTByIomuil" 1 "mpeyiaraeMpli
" ceprupuxkatr MOBA (HOMep Kona) B PETUCTPAIIMOHHOM Jocke. Ecimm mpuMenumo, B Gopme 3asBIeHHUS O
BHECEHUU H3MEHEHUH TakKe CJIeAyeT YETKO NepeduciuTb Bce npoune M®PBA, Ha KOTOphIE ccbUIaeTCs
JIEKapCTBEHHBIN MTPENapar, Jake €CIIM OHH HE SBIISIOTCS IIPEIMETOM 3asBIICHHS.

B. 3menenue 6e3onacHocTd, 3PEKTUBHOCTH U (hapMaKoOHa30pa
B.I JIekapcTBeHHbBIE IpenapaThl Iyl MEAUIUHCKOTO IPUMEHEHUS

B.I.1 U3menenue oobuieit
XapaKTepUCTUKHU
JEeKapCTBEHHOTO
npernapara, MapKHPOBKH
BOCIIPOU3BEICHHOTO/
rudpuagHoro/
OMO0aHaJIOTHYHOTO Ycnous TpeOyemas nokymeHnrtauusi Bun npouenypst
JIeKapCTBEHHOT O
npenapaTa Mocie OLEHKU
TOTO K€ HW3MEHEHHS
pedepeHTHOTO
JIE€KapCTBEHHOTO
mpemnapara

a) peanu3anus U3MEHEHHs(
i), B OTHOIIICHHH KOTOPOTO
(p1X) oOT mepxarens



perucTpanuoHHOrO
YAOCTOBEPECHHUS  HE
TpeOyeTcs TpenCcTaBIATh
HOBBIE [IONIOJHUTEIbHBIE
JaHHBIC

0) peanmzarus U3MeHEHHs(
i), TpeOymux
npeacrasieHus APY
HOBBIX JONOJHHUTEIBHBIX
JaHHBIX,
00OCHOBBIBAIOIIUX TaKHE
U3MeHeHus (Hampumep,
COIMOCTaBUMOCTD)

JoxyMmeHTanus

1,2 1B

II

1. Hpunome}me K CONPOBOAUTEIBHOMY ITMCBbMY 3asIBJIICHUSA O BHECCHUH W3MCHCHUI: 3apoC HAIMOHAJIbHOTO

YIOJHOMOYEHHOT'O OpraHa (€Ciu MPUMEHIMO).

2. TlepecmoTpeHHass uHpOpMaLUs O JEKApCTBEHHOM Ipenapare (OOHOBJICHHAash KpaTKas XapaKTepUCTHKa

JIEKapCTBEHHOI'O MpenapaTa, UHCTPYKIHS [10 MEIUIIUHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIA IBIII ).

B.1.2 U3menenune(s) oomei
XapaKTEePUCTUKH
JEKapCTBEHHOTO
mpemnapaTta, MapKHUPOBKH
JeKapCTBEHHOTO
nmpemapara JUTSE
MEIHIUHCKOTO
NpUMEHEHHUS, VYcaoBus
HalpaBlieHHOe(BIE) Ha
peayiM3anuio pelyibTara
NpouEnyPHI,
3aTparuBawomieit [IOOb
WM TIOCTPETHCTPANNOHHOE
HCCIeIOBaHUE
0e30macHOCTH

a) BHECEHUE
$bopMynupoBKH,
COrJIacCOBaHHOM 1
YIIOJTHOMOYEHHBIM

OpraHoM

0) BHCCCHHME HM3MCHCHHU,
TpeOyrmux
npeacrasienus APY
HOBBIX JOIOJTHUTENBHBIX 2
JaHHBIX,
000CHOBBIBAIOIIUX TaKHE
M3MEHEHUs

YcmoBus

Tpebyemast nokymenTamusi Bun mpouemaypsl

2,3,4 II

1. M3meHenne peannsyeT GpopMyInpoBKY, 3aTpeOOBaHHYIO YITOTHOMOUYEHHBIM OpPTraHOM, W He TpeOyeT mojaadu
JOTIOTHUTEIHHBIX CBEICHUH U (WJIH) JajdbHEHIIeH SKCTIePTH3HI.

2. be3omacHOCTh IIPUMEHEHUA IIperiapara JOJDKHA COXPAaHATBCA W IMOATBEPKAATHCA MHaHHBIMH KIMHUYCCKUX
I/ICCJICZ[OBaHI/Iﬁ, KJIMHUYECKO# 0€30IacHOCTH. I[OJ'DKHLI OBITh MPEACTABJICHBI UX ITOATBEPKACHUS.

JoxymeHTtanus



1. IMpunoxxeHre K CONMPOBOAUTEIHLHOMY NHCHEMY 3asBJICHHS O BHECEHHM M3MEHEHHI: CChUIKAa Ha corJalleHue/
OLICHKY YIOJIHOMOYEHHOT'0 OpraHa.

2. O0BsiCHEHHs IPUYMHBI 100aBIICHNST HOBOT'O/HOBBIX MPEJOCTEPENKEHUS (Mif) TOOOUHBIX NEHCTBHI U 3asBICHUE
TOT0, 4TO OE30IIACHOCTh IPHMEHEHHUS NperapaTa COXPaHsIeTCs.

3. IlepecMoTpeHHass WHpOpMaNUs O JICKAPCTBEHHOM mpernapare (OOHOBJICHHAs KpaTKas XapaKTepHCTHKA
JIEKApCTBEHHOTO Iperapara, HHCTPYKIHS 110 MEAUIIMHCKOMY HPHMEHEHHIO (JINCTOK-BKJIAIBII).

4. Mepuognueckn oOHOBIsIEMBIH oTueT 1o OezonacHocTr (IIOOB) mimm mocTperucTpanmoHHbIE HCCICIOBAHNE
0e30I1aCHOCTH, OTPaXKalOINe BHOCUMbIE H3MEHEHHSL.

B.I.3 N3meHnenus,

3aKJIYapIIuecs B

3HAYUMOM HM3MEHEHHUU

o0meil xapaKTepUCTUKH

JIEKapCTBEHHOTO

npenapara BCJIEACTBUE Y CIIOBUS Tpebyemast qokymeHTaiust Bu mporeaypbt
HOBBIX JaHHBIX TIO

Ka4yeCTBY, JAOKIMHUYECKAM

, KIIMHUYECKUM JIaHHBIM

nnu JaHHBIM
(hapmakonagzopa
I
3TO M3MEHEHHE HE NMPUMEHSETCS, €CIM HOBBIC AAHHBIC ITOJAHBI B COOTBETCTBHH C
m3mernenneM B.1.13. B Ttakux cioydasx u3MeHeHHE OOIIeH XapaKTEepPUCTHKH
IIpumeuanue:

JICKAPCTBECHHOI'O IIperapara, MapKHPOBKH IOMagacT Mmoa cdepy NPUMCHCHHS
n3menenns B.1.13.

B.1.4 U3menenue ycnoBuit
OTHYCKa JIEKAPCTBEHHOI'O Y CIOBUS Tpebyemast nokymenTamust Bun mpouemaypst
npenapara

a)BOCIIPOM3BEICHHBIX/

TUOPUIHBIX/

OMOaHaTOTUIHBIX

JeKapCTBEHHBIX

mpemnapaToB  Iocie 1 1,2 IB
U3MEHEHUS  yCIOBUH

OTIIyCKa peQepeHTHOTrO

JEeKapCTBEHHOTO

mperapara

6) wWHBIE TPUYHUHBI

W3MEHEHUS  YCIOBUH 1 2,3,4,5 11
OTITyCKa

Ycnosus
1. be3onacHOCTh MPUMEHEHMS TTPENAPATA JOIKHA COXPAHATHCS

JoxyMeHTauus

1. TloaTBepskaCHIE U3MEHEHHUS YCIOBUI OTIyCKa pedepeHTHOro JIEKApCTBEHHOTO TMpenapara, IpHIoKEHHOE K
COTPOBOAUTENHFHOMY MHCHMY 3asBICHUSI O BHECCHHH U3MCHCHHIA.

2. IlepecmoTpeHHass MHpOpPManUs O JEKApCTBEHHOM mpenapare (OOHOBJIEHHas oOmias XapaKTepHCTHKa
JIEKapCTBEHHOTO Mpernapara, HHCTPYKIMS M0 MEAUILIMHCKOMY PHUMEHEHUIO (JINCTOK-BKIIAIBII ), MAPKHUPOBKA).

3. OObsicHeHHEe TPHYMHBI U3MEHEHHS YCIOBHH OTIMYCKA W 3asABJICHHUE TOTO, YTO 0E30MaCHOCTh MPUMEHEHHUSI
mpenapara COXpaHsIeTcs.

4. JlaHHBIC KIMHUYECKUX MCCICIOBAHUIMA, TOCTPETUCTPALIMOHHBIX UCCIICA0BAHNMN; TaHHbIE (papMaKoHaA30pa.

5. JIOKyMeHT, MOATBEPKIAIOINI U3MCHEHHE YCIOBHIA OTIYCKa B CTPaHE-NPOU3BOAUTENS (OT PETYISATOPHOTO
oprana).



B.I.5 H3menenune(s)

nokaszanns (i) K VcinoBus Tpebyemast qokyMeHTaust Bu mporeaypbt
TIPAMEHEHHIO
a) BKJIOUYEHHE HOBOIO
MOKa3aHUs K MPUMEHEHUIO
1,2,3 II

WM U3MEHEHUE paHee
0T0OpPEHHOTO
0) UCKJIIOUCHHE TTOKa3aHMS

) 1,2 IB

K MPUMEHCHHIO

VcnoBus

1. Be3onmacHOCTH MpUMEHEHHS TIpeTapara JOJDKHA COXPAHATHCS U IMOATBEPIKAATHCS TaHHBIMHU PETPOCTIEKTUBHBIX
HCCIEN0BaHNH, KIMHUYECKON 0€30ITaCHOCTH M KayecTBa.

2. be3omacHOCTs MPUMEHEHHUS Tpernapara IOJDKHA COXPAHSATHCS M MONTBEPXKIATHCS NAaHHBIMHA KIMHHYECKUX
HCCIIEOBAaHNH, KITMHUYIECKOI Oe30macHOCTH. J{OMKHBI OBITh IPEACTABICHBI UX MOATBEPIKICHIS.

JoxymeHranus

1. OOpsicHeHnEe NPUYWHBI YyIaleHHs WIH J00aBIeHHs IOKa3aHWs M 3asBIEHHE TOrO, YTO OE30MacHOCTb

NPUMEHEHHS POAYKTA COXPAHSIETCS.

2. OOHoBiIeHHast o0mIas XapaKTepUCTHKA JIEKAPCTBEHHOI'O Ipenapara, WHCTPYKLUS 110 MEIUIHUHCKOMY

TIPUMEHEHHIO (JIMCTOK-BKIIAIbIII).

3. JlaHHBIE KIIMHUYECKUX MCCIIEA0BaHMUI, TOCTPETHCTPAIMOHHBIX UCCIIEI0BaHNI; TaHHbIE (hapMaKoHaI30pa.
Ecnu nobaBieHue WM HM3MEHEHHE IIOKAa3aHUS K NPUMEHEHHIO IPOUCXOIUT

BCJICAICTBHE pPEaJU3allii 3aKIIOYCHHUS SKCIIEPTHOTO KOMHTETa WJIM H3MEHEHUI
MHPOPMAIUK O JIEKAPCTBEHHOM IIperapare BOCIPOU3BEACHHOIO/THOPHUIHOTO/

IIpumeuanue
OMOaHAJIOTUYHOI'0 JICKAPCTBEHHOTO IIperapara MOocCie 3KCICPTU3Bl TOTO IKE
HU3MEHEHUs peePEeHTHOTO JIEKAPCTBEHHOTO Iperapara, IPUMEHSFOTCS U3MEHEHS
B.I.1 u B.1.2 cooTBeTCTBEHHO.

B.1.6 Uckmtouenue: VYcnoBus Tpebyemast nokymenrarust  [Iporeaypa

a) JIeKapCTBEHHOH (hopMbI 1,2 1B

0) 103UPOBKH 1,2 IB

JoxymeHTanus

1. [exnapanusi, 4ro ocraBmasi(ue)cs ¢popma(bl) BbITycka A0cTaTOYHA(BI) JJIsl BHIIOJIHEHHUS PEKOMEHAAIMHA 1O
JIO3MPOBAHUIO U JUIMTEILHOCTH JICUSHHS], OTIMCAHHBIX B 00IIEH XapaKTepHCTHKE JIEKApCTBEHHOT'O ITpenapara.

2. IlepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

Ecom paccmarpuBaemass InekapcTBEHHass (opmMa WIHM [JO3HpPOBKa ObLTa
3apeTUCTPUPOBAHA B BUIE OTJCIBHOTO JEKAPCTBEHHOTO MIPEnapara, TO HCKII0YCHNE
TaKOW JIeKapCTBEHHOW (OPMBI MM JO3UPOBKU OY/JET CUMTATHCS HE BHECEHHEM
W3MEHEHHH, a U3bATHEM U3 00palleHHSI.

IIpumeuanue

B.I.7 BsBenenune wuau

U3MEHEHHE  pe3loMe

cucteMsl (hapMaKkoHaI30pa

JIEKapCTBEHHOTO Ycnosus Tpebyemast nokyMeHTaus By nporeaypol
npemaparta JUTS

MEJUIUHCKOTO

npumeHeHus (*)

a) BBEIEHUE pe3loMe
cucTeMbl (papMakoHa3opa,
HU3MEHEeHUH
KBaTU(UIHPOBAHHOTO
JHIa no papMakoHaI30py

(BKJIOYas KOHTAKTHYIO B



nHpopManuio) u (MIH)
H3MCHCHHE
MECTOPaCIIOIOKECHHS
MOCD

JoxymeHTtanus

1,2

1. Pe3rome cucrembl papMakoHaA30pa MM OOHOBIICHHUE 3HAYMMBIX AJIEMEHTOB (COOTBETCTBEHHO):

MOATBEPKACHUE TOI'O, UTO 3adBUTECIIbL UMECT B CBOEM PACOPSKECHUN KBaJ'Il/I(l)I/IL[l/IpOBaHHOC JINIO, OTBCTCTBCHHOC
3a (bapMaKOHaﬂ?,Op, U YTBCPKACHHUEC, MOANMMUCAHHOC 3asABUTCIICM, YTO 3asABUTCIIb 06naz[aeT HeO6XO,HI/IMLIMI/I
crmoco0aMu  BEIIIOIHEHHS 3agad Hu 0053aHHOCTEH B COOTBETCTBHH C YCTaHOBJICHHBIMHA Tpe6OBaHI/IHMI/I

,Z[CﬁCTByIOH.[CFO 3aKOHOJATCIbCTBA B C(bepe 06paH_[€HI/I$I JICKapCTBCHHBIX CPCACTB.

KonraktHast ua(opManms KBamnpUIHPOBAHHOTO Jnna mo ¢apmakoHanzopy PK, B KoTopwix pacmoiaraercs

KBaJTH()UIIMPOBAHHOE JIUIIO 1O (hapMaKOHA30pY U BHITIOIHIET CBOM 331241

Mecropacnonoxeane MOCO

2. Homep MOC® (npu Hanmmanm)

IIpumeuanue:

B.I.8 WN3menenune
CYUIECTBYIOIIEH CUCTEMBI
(apmakoHa30pa COTJIaCHO
MMOIPOOHOMY OIHCAHHIO
cucTeMbl (papMakoHaa30pa
(manee — ITIOCD)

a) U3MEHEHHUE
KBaJIN(PUIIUPOBAHHOTO
nuna 1o papMaKkoHaI30py
u (MIM) KOHTAKTHOM
nHQOopManuu, W (WMIN)
npouenyps
pe3epBUPOBAHHMS

0) wu3McHeHHe 0as3bl
JIaHHBIX Oe3omacHoCTH | (
HITH) OCHOBHBIX
KOHTPAKTHBIX COTJIALICHUH
B IEJAX BBIIOJHEHUS
(hapmMakoHaA30PHBIX
00s3aTeNbeTB U (WIIN)
W3MEHEHHE  MecTa
MpOBEICHHUS
(hapMakoHaI30pPHOM
JICSITeTbHOCTH

JlanHoe m3MeHeHHe oxBaThiBaeT BBelcHHEe M®C® He3aBHCMMO OT Hajau4us B
TEXHUYECKOHW YacTH PErHCTPAIlMOHHOTO JI0Che MOJAPOOHOTrO ONMHCAHUSI CHCTEMBI
(dhapMakoHaI3I0pA.

V3MeHeHHMs KOHTAaKTHOrO Juua mno (apMakoHaJI30py, BKIIOYass KOHTAKTHYIO
nHpopMmanuio (Homepa TesneoHOB W (HaKCOB, IOYTOBBIM aapec M anpec
AIEKTPOHHOW TOYTHI) W M3MEHEHUs MectopacnonoxeHnss MOCO (ymwuma, ropos,
WHJIEKC, CTpaHa) JOIyCKaeTcs OOHOBIATH MCKITIOYUTENBHO MOCPEACTBOM Peectpa
Pecrrybnmukn Kazaxcran (mamee — Peectp PK) (6e3 HeoOXoammocTH BHECEHHS
M3MEHEHUN).

Ecnu nmepxatenp perncTpallMOHHOTO YAOCTOBEPEHMs MpHUOEraeT K BO3MOKHOCTH
oOHOBIIEHHs yHOMSIHyTOW Bbimie uHMopMmarnuu mnocpenctBoM Peectpa PK, on
JIOJDKEH YKa3aTh B PErHCTPAIMOHHOM JIOChE, YTO OOHOBIICHHAs! HH(GOPMAIHS 3TUX
JIaHHBIX BKItoueHa B Peectp PK.

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst
1 1 IB
1,2,3 1 IB



B) HHBIE HW3MEHEHHS

IIOC®, ne BiausAOIKE Ha

(GYHKIHOHHpPOBAHUE

CUCTEMBI (hapMaKoHaI30pa

(manpumep, H3MEHEHHE 1 1 1B
MECTOIOJIOKECHHUS

TJIAaBHOTO XpaHUIHINA/

apxuBa,

AIMUHUCTPATHBHBIC

H3MCHECHHS )

T') BHECEHHE W3MEHEHHUH B

I[IOC® mno pesynbpTaTam

skcnepTu3sl  [IOCD 4 1,2 1B
JPYroro JIeKapCTBEHHOI'O

npenapara Toro xe JPY

YcnoBus

1. Cama cuctema hapMaKoHaa30pa HE U3MCHSIETCSI.

2. CucteMa 0a3bl JaHHBIX MPOIILIA BATUAANMIO (€CIH MPUMEHUMO).

3. IlepeHoc maHHBIX U3 APYTHX CHCTEM 0a3 JaHHBIX BAJIHIUPOBAH (€CIH IPHUMEHUMO).

4. Te xe m3menenns B [IOCD BBeneHsl sl BCEX JIEKApCTBEHHBIX IperapatoB Toro xe PV (ommHakoBas
okoHuatenbHas Bepcust [IOCD).

JoxymeHTtauus

1. IMocnenuss Bepeust [IOCD u, ecnu NpUMEHNMO, TOCIIEIHSS BEpCHs Ipenapar-creu(GUIHOTO JTOTOTHEHUS.
OHHM TOIDKHBI B OTHOIICHUH U3MEHEHUsI KBATH(UIIMPOBAHHOTO JIMIA IO (papMaKOHAA30py BKIIIOUATh a) KPATKYIO
omorpa¢uio HOBOro KBAMH()HUIMPOBAHHOTO JHUIA MO (hapMaKOHAI30py, 0) HOBOE IOJNIOKCHHE AepxkKaTens U
KBaJIM(HUIIMPOBAHHOTO JIUIIA 10 (hapMaKOHAA30py 00 UX CIIOCOOHOCTH M MYTSX YBEIOMIICHHS O HEXKEJIATEIbHBIX
peakIusaX, MOANHUCAHHOE HOBBIM KBAJIM(HUIUPOBAHHBIM JIMIOM MO (apMakoOHaA30py U IepikaTeieM, U
OTpakarolllee OCTajJbHBIE BBITEKAIOIMIME W3MEHEHMs, HalpuMep, B OpraHM3alMoOHHOH cxeme. Ecmu

KBaM(UIMPOBAHHOE JIMIO 10 (hapMaKoHa30py U (M) KOHTaKTHas MH(OpMaLUs KBATU(PHIUPOBAHHOTO JIUIIA
o QapmakoHan3opy u3HadanbHO He ObuM BKmModeHB! B [IOCD mmm [IOCD He cymecTByer, mojada
nepecmorpernHoro [IOC® e TpeOyercs, HEOOXOIMMO MPEACTABUTH TOIBKO (GOPMY 3asIBICHHUS.

2. CcpliKa Ha 3asBJICHUE/TIPOLEypPY M JIEKAPCTBEHHBIN Ipenapar, B OTHOIIEHHH KOTOPOTO M3MEHEHUs ObIIH
0IT0OOPEHBL.

B.I. 9 N3meneHne 4yacToTh
u (MIu) JaTel MOJAa4YU
TIEPUOINIECKOTO OTYeTa
o 6e3omacaoct (IIOOB)

Venosus Tpebyemas qokyMeHTauuss Bun npouenypsl
JeKapCTBEHHBIX peoy y p yp
npemnapaTron IS
MEIUIUHCKOTO
MPUMEHEHUS

1 1,2 IB
YcnoBusa

1. N3menenune yactoTs! 1 (1) gatel nogaun [T0OOB cornacoBaHo HAMOHAIBHBIM YIIOJTHOMOYEHHBIM OPTaHOM.

JoxymeHTtanus
1. IIpunoxxeHue K CONPOBOAUTEIBHOMY MUCHMY 3asIBICHUS O BHECEHUU M3MEHEHHI: CCBUIKA Ha COrJalleHHE
YTIOJTHOMOYEHHOTO OpTaHa.
2. IlepecmoTpennas yacrora u (nnm) nara nogauu [I0OB.
JJaHHOE€ M3MEHEHHe TpuUMeHsAeTcs, numb ecau muka IIOOB ykazan B

[Mpumeyanue PETHCTPAIIMOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIMHU OT yKa3aHUsI CCHUIKU Ha TIepeYeHb
OTYETHBIX JIaT, ¥ Ipu HeobxoaumoctH nmojgaun [TI0OB.



B.I.10 Beenenue wunu

HU3MEHEHUsI 00513aTeNbCTB U

YCIOBHII pErHCTpaLiH, VYcnosus Tpebyemast nokymenTaiust Bun mpouemypsl
BKJIFOUas TJIaH YIPaBICHHUS

pHucKaMu

a) peanu3anus

GbopMyIHpPOBKH,

COrJIacoBaHHOM C 1 1,2 1B
YHOJHOMOYEHHBIM

OpraHom

0) peaymzanus U3MECHCHH,

TpeOyromux

npeacrasieHus APY

HOBBIX JIOIOJHHUTEBHBIX "
JIAHHBIX, HYXIAOIUXCS B

dKCIepTH3e

YIOTHOMOYEHHBIM

opranom (*)

Ycenosus

1. M3meHeHue peanusyeT AEHCTBHE, 3aTpeOOBAHHOE YIOJTHOMOYEHHBIM OpPraHOM, M He TpeOyeT Moaadu
JIOTIONTHUTEBHBIX CBEICHUH U (MJIM) AajdbHENIIeN SKCTIePTHU3HI.

JoxymeHTanus

1. IlpunoxeHue K CONPOBOAUTEIBHOMY MHCbMY 3asBICHUS O BHECEHHHM H3MEHEHMH: CCBUIKA Ha
COOTBETCTBYIOLIEE PELICHHUE YITOTHOMOYEHHOTO OpraHa.

2. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM ITpernapare.

9TO U3MCHCHHEC OXBATbIBACT JIUIb CUTYyalHUIO, B KOTOpOﬁ BBOAUMOC HN3MCHCHHC
3aTparuBacT HCKIIOYUTCIIBHO YCJIIOBUA U (I/IJ'II/I) 00s13aTEILCTBA perucTtpanuu,

IIpumeuanue
BKJIIOYAsl TJIaH YTPaBICHWs PHCKaMH W yCIoBUsS M (Win) o00s3aTesbcTBa
perucTparyii Ipyu UCKIIIOYNTEIBHBIX OOCTOSTENBCTBAX U YCIIOBHON PETUCTPALIIH

*) BBEJICHHE IUIaHA YNIPABJICHUS PHCKaMH, 3aTpeO0BaHHOE YIIOJIHOMOYEHHBIM OPI'aHOM,

Bceraa TpeOyeT CyIIeCTBEHHOH SKCIEePTU3bI

B.I. 11 Bximouenne wiu
HCKJIIOYEHUE YEPHOTO
CUMBOIIa 581971
MOSICHUTENbHBIX yYKa3aHUH
B OTHOIIECHHUU
JeKapCTBEHHBIX VcnoBus Tpebyemast nokymenranusi Bun mporeayps
MpenapaToB, BXOASALIUX B
MepeUueHb JIGKAPCTBEHHBIX
MIPETapaToB, MOMIEKAIITIX
JNIOTIOTHUTEIbHOMY
MOHHUTOPHHTY

1 1,2 1B

YcnoBus

1. JlekapcTBeHHBIN penapaT BKIIOYCH WM MCKIIOYCH U3 IEPEUHs JICKapCTBEHHBIX MPENapaToB, MOIEKAIITIX
JIOTIOTHUTEIHHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

HoxymeHTtauus

1. [IpumokeHHe K COMPOBOJUTECIFHOMY HHCHMY 3asBICHUS O BHECCHHWH M3MEHCHWIA: CCHUIKA Ha TMEpeYcHb
JIEKAPCTBEHHBIX MIPENAPaTOB, MOJISKAIIUX JOMOIHUTETEHOMY MOHHUTOPHHTY.

2. TlepecmoTpeHHass WHpOpPMAILUS O JEKAPCTBEHHOM mpemnaparte (OOHOBJIEGHHas o0OIIas XapaKTepHCTHKA
JIEKaPCTBEHHOTO MpernapaTa, HHCTPYKIHUS [0 MEJUIIUHCKOMY TPUMEHEHHIO (JINCTOK-BKJIAIBII).



JTaHHO€ HW3MEHEHHME OXBAThIBACT CHUTYallMI0, MPHU KOTOPOH BKIIOYCHHE WIH
UCKJIIOUEHUE YEPHOTI'0 CUMBOJIA WM MOSICHUTENIBHBIX yYKa3aHUN He MIPOU3BOAUTCS B
paMKax Jpyroi peryJsTOpHOM MpoIeayphl (HarpuMmep, MpoLeayphl TPOIEHUs W
W3MEHEHHMS, 3aTparuBaromeil HHPOpManuio o JICKapCTBEHHOM Iperapare)

IIpumeuanue

B.1.12 TIpoune u3meHeHwUs,
HE OINHUCaHHbIE B APYTUX
pasaenax HacTOSIIEro
Jonmonuenus,
BKJTIOYAIOIUX TOAady
HCCIEeqOBaHUN
YIOJTHOMOYEHHOMY OpTaHy

*)

Ycnosus TpeOyemas nokymeHnrtauuss Bun npouenypst

II

€CJIM HKCIEePTH3a YIOJTHOMOUYEHHBIM OpPraHOM IOJAHHBIX JAaHHBIX NPUBOAHUT K
W3MEHEHUIO OOIIeH XapaKTepUCTHKH JIEKapCTBEHHOrO Iperapara, MapKUpPOBKH,

IIpumeuanue .
JIaHHBIM W3MEHEHHEM OXBAaTBIBAIOTCS COOTBETCTBYIOIIME IONPAaBKH K OOMIEH
XapaKTepUCTHKE JIEKapCTBEHHOTO IIpenapaTa, MapKHPOBKE.
JTAHHOE N3MECHEHHE HEe IMPUMEHSETCS K N3MEHEHHSIM, KOTOPBIC IIPUHATHI B KAYECTBE
* n3MeHeHui IB THma mo ymMoiuaHHIO B COOTBETCTBHUH C JIOOBIM JPYTHUM pPa3IeioM
Hacrosuero JlononHeHus.
[Ipnmeuanue:

[Ipu BHECEHMH U3MEHEHHH B PErUCTPALIMOHHOE Jocke Tuna II:

- mo nyHkram b.I mpexacraBnseTcs nepedyeHb nJokymeHTOB yacteil I, II mepeuns (
OoOHOBJIEHHBIE pa3nenbl | A7 — TOKYMEHT, MOATBEPKIAONINN KaueCTBO aKTUBHOTO BEIECTBA
(ceptudukar aHanuza 3 cepuil akTUBHOM (hapMarieBTUUECKON CyOCTaHIIUU OT TPOU3BOIUTEIS
, cepruduUKaT aHamM3a CyOCTAaHIHMH OT MPOU3BOIAUTENSA, CEPTUPUKAT COOTBETCTBUSA
moHorpaduu Epponeiickoit dapmakorneu, MpOTOKOJ aHalnu3a, aHAJTUTUYECKUM MachopT,
JAHHBIE 110 U3YUYEHUIO CTAOMILHOCTH TOTOBOTO MPOAYKTA MPH JIOJTOCPOYHBIX U YCKOPEHHBIX
YCIIOBUSIX M3YUYEHUS CTAOMIBHOCTH C MCIIOJIH30BAHUEM 3asiBIIIEMON CyOCTAHIIMM 3a TIEPHUO/T
KaKk MUHUMYM 6 MmecsaueB) u Il C 1 — aktuBHas cyOCTaHUMS B COOTBETCTBUU C BHOCUMBIMHU

M3MEHEHUSIMU ).
- mo nyHkram b.II npencraBnsieTcs nepedeHb TOKyMEHTOB yacteil | (OOHOBIEHHBIN
paznen I A8 — J0OKyMeHT, MNOATBEPKAAIOMIUNA KA4eCTBO TOTOBOr0 MpoOaykKTa 3

MPOMBILIEHHBIX cepuid (cepTu(dukaT aHanusa, IPOTOKOJ aHajdu3a), OJHA CEpUs KOTOPOTO
COBIIAJAET C cepuel oOpas3la JEKapCTBEHHOIO CPEACTBA, NMOJAAHHOTO HA PETMCTPALMIO B

COOTBCTCTBHMH C BHOCHUMBIMH I/I3MCHCHI/I}IMI/I) ull IEpCUHs.
[Tpunoxenue 7
k [IpaBunam BpeMeHHOM
rocyJ1JapCTBEHHOH perucTparuu
BaKIIMH IPOTUB KOPOHABUpPYCa
COVID-19

dopma
CHocka. IIpaBuna gONOIHEHBI MPUIOKEHUEM 7 B COOTBETCTBUHM C MOCTAHOBJIECHUEM
ITpaButenscTBa PK o1 15.04.2021 Ne 244,



3akmodeHre O BHECEHHHM H3MEHEHHH B PETUCTPAITAOHHOC JOCHE BAKIIUHEI

1. DkcniepTHas KOMUCCHS COOOIAET PE3YIbTAThl IKCIIEPTU3bI HA O€30MACHOCTh, KAYECTBO
1 3(pPEeKTUBHOCTh BaKIMHBI JJIsl 1I€JIEH BPEMEHHOW TOCYJapCTBEHHOW PETHCTPAINHU B
Pecny6niuke Kazaxcran:
HOMep " JaTa 3asiBKU

Topropoe HaMMeHOBaHHE BaKIMHBI (C yKa3aHHEM
JIeKapCTBEHHOM (POpMBI, TO3MPOBKHM, KOHIIEHTPAIUU H
o0beMa 3aroJIHeH!sI, KOJIMUECTBA /103 B YIAKOBKE — ISt
JIEKapCTBEHHOTO TIperapaTa)

OpFaHI/ISaLH/IH-HpOI/ISBOJII/ITC.HI), CTpaHa-IpoOnU3BOJIUTECIIb,
ACpiKaTeib BPECMECHHOTO PETUCTPALIMOHHOTO
YAOCTOBEPCHUA

Twurm BHOCHMBIX H3MCHEHHUH

3aKIII0oueHHe SKCIEePTHOM KOMHUCCHH (IIOJIOKUTENBHOE
W OTPULIATENIEHOE)

2. 3akitoueHue (MOJ0KUTEIBLHOE): MaTEpUalbl U JOKYMEHTHI PETMCTPALIMOHHOTO JIOChE
Ha BAaKLWHY, IMPEACTABICHHBIC JJISI BHECEHUS W3MEHEHHl B PETHCTPALMOHHOE JIOCHE,
COOTBETCTBYIOT TpeOoBaHMsM [IpaBui BpeMEHHOW roCyJapCTBEHHOM PErMCTpallid BaKIMH
npotuB kopoHaBupyca COVID-19, (nanee — [IpaBuna).
BHocuMble n3MeHeHns MOTYT ObITh 3apETUCTPUPOBAHBI.
3akioueHue (OTpULATENIBHOE): MaTepHANIbl U IOKYMEHThI PErUCTPALlMOHHOIO JOChE Ha
BAKLMHY, TPEACTaBICHHbIC JJIsI BHECEHUS W3MEHEHHH B PErucTpaldoOHHOE J0ChE, HE
COOTBETCTBYIOT YCTAaHOBJICHHBIM TpeboBanusim [IpaBu.
BHocuMble n3MeHeHUs HE MOTYT OBITh 3aPETUCTPUPOBAHBI.
PykoBoaurens 3kxcnepTHON KOMUCCUU

MOAITHCH @.U.0. (npu Hatu4um)
UneHbl SKCIEPTHONW KOMUCCUU

MOAITHCH @.U.0. (npu HaIM4uu)
MOAITHCH @.1.0. (npu HaIM4UH)
MOAITHCH @.1.0. (npu Hau4uu)
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