i
O0;J1I€ll

O BHECCHMH M3MEHECHHH U NONOIHEHHI B mocraHoBIeHNUE [IpaBuTenscTBa PecmyOmmku
Kazaxcran ot 15 mexabps 2020 roga Ne 850 "O6 yrBepxaennu IIpaBun BpeMeHHOH
TOCYAapCTBEHHOH PETHCTPALMK BaKWH MPOTUB kKopoHaBupyca COVID-19, mpousBeaeHHBIX
B Pecy6imke Ka3zaxcran"

[Tocranosnenue [IpaBurensctBa Pecriyonmuku Kazaxcran ot 15 anpens 2021 roma Ne 244

[IpaBurenscTBo Pecniyonuku Kazaxcran [IOCTAHOBJIAET:

1. Baectu B mocranosnenue [IpaBurenscrBa Pecnyonuku Kazaxcran ot 15 nexkabps 2020
roga Ne 850 "O6 yrBepxkaenuu [IpaBusl BpeMeHHOW roCy1TapCTBEHHON perucTpaluuy BaKUWH
npotuB kopoHaBupyca COVID-19, npousBenennsix B Pecnybnuke Kazaxcran" ciemytomniue
M3MEHEHUS U IONOJIHEHUS

3aroJIOBOK M3JIOKUTH B CIEYIOLIEH pelaKI1u:

"O06 ytBepxaeHuu [IpaBuil BpeMEHHOW roCy1apCTBEHHON PErUCTpAIlK BaKI[UH MPOTUB
koponasupyca COVID-19";

MYHKT | U3JI0KUTH B CIIEYIOWIEH pelaKIUu:

"1. YTBepaute npunaraemsle [IpaBuna BpeMEHHON IOCYyIapCTBEHHOM PETHCTPALUH
BaKIMH NMPOTUB KopoHaBupyca COVID-19.";

B IIpaBuiax BpeMEHHON rOCy1apCTBEHHON PETHCTPALMM BaKIIMH IIPOTUB KOPOHABUpYCa
COVID-19, npousBenennsix B Pecnybnuke Kazaxcran, yTBEpKICHHBIX YKa3aHHBIM
OCTAHOBJICHUEM:

3aroJIOBOK U3JIOKUTH B CIEAYIOLIEH pelaKI1u:

"[IpaBuna BpeMEHHON TOCYIapCTBEHHOW PETMCTPAllMM BaKLIUH NPOTUB KOPOHABUpPYCA
COVID-19";

MYHKT | U3JI0KUTH B CIEYIONIEH peIaKIUu:

"1. Hacrosmume IIpaBriia BpeMEHHOM roCyJapCTBEHHOM PErMCTPALlK BAKIMH MPOTHUB
koponasupyca COVID-19 (nanee — IIpaBuna) pazpaboTanbl B COOTBETCTBUH C MOAITYHKTOM 9
) ctatbu 6 Konekca Pecniy6nuku Kazaxcran ot 7 utons 2020 roga "O 310poBbe Hapoja u
cucreme 3apaBooxpanenus” (nainee — Komekc), mynkrom 1 Ykaza [Ipesunenta PecnyOnuku
Kazaxctan ot 16 wmaprta 2020 roma Ne 286 "O wmepax mno oOecnedeHUIO
COLIMAJIBHO-DKOHOMHYECKOW CTAOUIBHOCTH" U ONPENEISAIOT NOPSAJOK POBENCHHSI BPEMEHHOM
rOCyJapCTBEHHOW pErucTpaluyd BakIUMH nOpoTuB KopoHaBupyca COVID-19 nns
MIPOU3BOICTBA OINBITHOW U MPOMBIIUIEHHON NAapTUH (Jajee — BakIuHa).";

MYHKT 2 JOMOJIHUTH MOJITYHKTOM 7) CIEAYIOIIETO COACPKAHMUS:

"7) BHECEHHE H3MEHEHUM B PEruCTPAIMOHHOE J0ChE BAaKIMHBI — MPOLEAYypa,
OCYILIECTBIIIEMasi HA OCHOBAHUHU DKCIIEPTU3bl U3MEHEHUN, BHOCUMBIX B PETHCTPALIMOHHOE



JI0ChE BaKLMHBI B TEUEHHE CPOKA JACHCTBUS BPEMEHHOI'O PETUCTPALMOHHOIO YAOCTOBEpEHUS. "
;

IYHKT 5 U3JIOKUTH B CICIYIOMIECH PENAKIINU:

"5. CocraB JKCHEPTHOW KOMHMCCHUHM YTBEPKAAETCS MPUKA30M PYKOBOJIMUTEIS
roCyIapCTBEHHOM SKCIIEPTHOM OPTraHU3aLHH.

IIpencenaresnemM 3KCHEPTHOW KOMMCCUU BBICTYNAET JIMUO HE HUXKE 3aMECTHUTEII
PYKOBOAMUTENS TOCYJAPCTBEHHOM 3KCHEPTHOM opraHu3anuu. OO0miee KOJUYECTBO YJICHOB
DKCIIEPTHON KOMHUCCHUH SIBISIETCS HEUETHBIM.

3acegaHue SKCIEPTHOM KOMHUCCUU CYUTAETCS MPABOMOYHBIM, €CJIM HA HEM ITPUCYTCTBYIOT
HE MEHee JIByX TpeTeil OT 0OlIero yncia 4IeHOB SKCIEPTHOW KOMUCCUU, BEAETCS BUJICO- UIIH
ayauo3anuch 3aceqaHuil. MToru 3acenaHuss SKCHEPTHOM KOMHUCCHUM O(QOpMIISIOTCS
COOTBETCTBYIOIIMM IPOTOKOJIOM, KOTOPBIA NOAIMCHIBAETCA BCEMM YJICHAMM JKCIEPTHOMU
KOMUCCHH.

Pemrenust 3xcriepTHOM KOMHUCCUU NMPUHUMAIOTCA IMYTEM T'OJ0COBaHUS OOJIBIIMHCTBOM
rOJIOCOB OT YHCJIA IPUCYTCTBYIOIIMX HA 3aCE€AaHUH YJICHOB KCIIEPTHOW KOMHUCCHH.

[Ipu paBeHCTBE TOJIOCOB, TOJIOC NPEICENATENBCTBYIOLIETO SIBISETCS PEIIAOIINM.

UiieH 3KCIEpTHOM KOMUCCHM HE YIIOJIHOMOYEH IIepelaBaTh MIPaBo rojioca HUHOMY JIMILY, B
TOM YHUCJIE APYTOMY YIEHY SKCIIEPTHON KOMHUCCHUHU.

UneH »KCIepTHOM KOMHCCHH, HE COTJIACHUBIIHKCS C MHEHHEM OOJIBIITMHCTBA,
YIIOJJHOMOYEH B TEUYEHHE CYTOK C MOMEHTAa OKOHYAaHUS 3aCeJaHus I0JaTh B MMCbMEHHOM
BHJIC CBOE 0CO00€ MHEHHE ISl PUOOIICHHSI K TIPOTOKOITY.

He nonyckaercs kakoe-1100 BMEIIATENbCTBO B AESITEIBHOCTD SKCIIEPTHON KOMHCCHHU.

He nomyckaercst BKIIOUEHHE B COCTaB dKCIIEPTHOM KOMHMCCHUH, A TAK)KE MPUBJICUECHUE IS
UHOU (popMBI yuacTHsi B paboTe SKCIIEPTHON KOMUCCHH JIUIL, SBJISIOIINUXCS MPEACTaBUTEIIMU
3asIBUTEINS, a TAKXKE JIML, TPSMO WJIM KOCBEHHO MPUHUMABILIKX Y4aCTUE B MOATOTOBKE U (MIJIH)
pa3pabOTKe BaKIIMHGL";

MYHKT 9 U3JI0OKUTH B CIECAYIOUIEH PEIaKIIUN:

"9. T'ocyaapCTBEHHBIM OpPraH HA OCHOBAHUU MPEJICTaBIECHHOTO SKCIEPTHON KOMHCCUEH
3aKJIFOYEHMsI 0 0€30IacHOCTH, KauecTBe U 3(PPEKTUBHOCTU BAKLMHBI B TeueHue 1 (0auH)
paboyero JHs MPUHUMAET PELIEHUE O BPEMEHHOM TOoCyJapCTBEHHOM perucTpaluy BaKIMHbBI
cpokoM Ha 18 (BoceMHaaaTh) MecCsLEB WIM 00 OTKa3e BO BPEMEHHOM rocyJapCTBEHHOU
perucTpanuuy BaKIHHBL.";

JOTIOJHUTH TJIABOM 3 CIEAYIOIIETO COAEPIKAHUS:

"I'maBa 3. Ilopsimok BbIIauy BPEMEHHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHUS BAKLIMHAM
npotuB kopoHaBupyca COVID-19, npousBenennpM 3a npeaenamu Pecrryonuku Kazaxcran

16. 'ocynapcTBEHHBIM OpraH, yYuThIBas SMUAEMHOIOTMYECKYIO cUTyanuio B PecriyOmimke
Ka3zaxcran, HampaBisieT 3ampoc B TOCYIAPCTBEHHYIO OKCIEPTHYIO OpPTraHU3ALMI0 O
HEOOXOJIMMOCTH IPOBEPKH HAJIWYUS PETUCTPAllMU BaKIMHBl B CTpaHE NPOU3BOJUTENS U
COOTBETCTBHMH IMPOU3BOJCTBEHHOM TUIONIAKU IPOU3BOAUTENS BaKIIMHbI TpeboBanusim GMP.



['ocynapcTBeHHast SKCIIEpTHAs OpraHu3aius B TeueHue 3-X (Tpu) paboumx JHEH co AHS
perucTpaium 3amnpoca oT rocyAapCTBEHHOT'0 OpraHa MpoBepsIeT U aHATU3UPYET UMEIOLTYIOCS
“HpOpMAIINIO U3 OTKPBHITHIX O(PUIIMATBHBIX, UHTEPHET-PECYPCOB U HHBIX HCTOYHHKOB
MH(GOPMAILIHIO O:

1) peructpanuu BaKiMHBI B CTPAHE MPOU3BOAUTEIS 3aIBUTEIIS;

2) COOTBETCTBUH MPOU3BOJICTBEHHON IJIOMIAAKN TPOU3BOAUTEIS BAKIIMHBI TPEOOBAHUSM
GMP.

[lo wToramMm mnpoBEAECHHBIX PpabOT SKCIEPTHAs OpraHU3aIUs HANpaBiseT B
FOCYJapCTBEHHBIM OpraH 3aKJIIOYEHUE TOCYAApCTBEHHOW OJKCIIEPTHOM OpraHu3aluud o
HaJUYUU/OTCYTCTBUU PETUCTPAIIMU BaKIMHBI B CTpPaHE MPOU3BOJUTENS U COOTBETCTBUM/
HECOOTBETCTBUU MTPOU3BOJICTBEHHOM TII0MIa KK TpeboBaHusiM GMP.

17. BpeMeHHOE PErMCTPALMOHHOE YJIOCTOBEPEHUE BAKIIMHAM IPOTUB KOPOHABHUpYyCa
COVID-19, npousBeaeHHbIM 3a nipeaenamu PecryOnuku KazaxcraH, BIaeTCs MPU YCIOBUU
HaJIMuus COOTBETCTBYIOLIETO pelnieHus MeXBeJOMCTBEHHON KOMUCCHM IO HEAOMYILEHUIO
BO3HUKHOBEHHUSI W PACIHPOCTPAHECHHUS KOPOHOBHPYCHOM HHGEKUUH HaA TEPPUTOPUH
Pecny6onuku Kazaxcran (pacnopsbkenue Ilpembep-Munuctpa Pecyonuku Kazaxcran ot 27
aaBapa 2020 rona Ne 10-p) u Ha OCHOBaHMM 3aKJIIOUECHUSI TOCYJAPCTBEHHOW AKCHEPTHOMN
OpraHMU3alliy O HAJIMYWUU PETUCTPAMU BAaKIIMHBI B CTpaHE MPOU3BOJUTEINSI U COOTBETCTBUU
MIPOU3BOACTBEHHOM IOMIA KK TpeboBaHusiMm GMP.

18. BpemeHHOE perucTpalmoHHOE YJIOCTOBEPEHUE BBIIAECTCS HA CPOK /10 8 (BOCEMb)
MecsIeB.";

JOTIOJIHUTH TJIAaBOU 4 CIEAYIOIIETO COAECPKAHUS:

"I'naBa 4. [1lops10K BHECEHUSI N3MEHECHUIN B PETUCTPALIMOHHOE JIOChE BAKIIMH, UMEIOIIUX
BPEMEHHOE PETUCTPALIMOHHOE YAOCTOBEPEHUE

19. B nepuon 1ecTBUS BPEMEHHOTO PErUCTPAIMOHHOIO YI0CTOBEPEHUS 3asBUTENb IS
BHECEHUS U3MEHEHUN B PETUCTPALIMOHHOE JIOChE MPEAOCTABISIET B TOCYJAPCTBEHHYIO
AKCIIEPTHYIO OpraHU3alUIo:

1) 3asiBieHME HA BHECEHUE U3MEHEHHI B PETUCTPAILIMOHHOE 10ChE BAKIMHBI MO (popme
COTJIACHO MPUJIOKEHUIO 5 K HactoAmuM [IpaBunam;

2) JIOKyMEHTHI B COOTBETCTBUU C NIEPEUYHEM U3MEHEHUN, BHOCUMBIX B PETUCTPALIMOHHOE
JOChE BAKIMHBI, COTJIACHO MPUJIOKEHHIO 6 K HacToamuM [IpaBunam.

['ocynapcTBeHHas SKCIiepTHAsI OpraHu3alus OCYIIECTBISET PErUCTPAIIUIO 3asiBJICHUS B
JI€Hb MOCTYIUIEHUS U NEepeaeT NOCTYNUBIINE JOKYMEHTBI HA PACCMOTPEHUE B IKCIEPTHYIO
KOMUCCHIO.

20. OkcnepTHas Komuccus B TedeHue 10 (mecarsb) pabouux MHEW co AHS Mepenadu
JOKYMEHTOB Ha pPAacCMOTPEHHE OCYUIECTBISAET OLEHKY IIOJHOTHI MPEACTABICHHBIX
JOKYMEHTOB U HX PacCMOTpPEHUE C COOJIOJCHUEM TMPUHIIUIIOB HE3aBUCUMOCTH,
O00BEKTUBHOCTH.



B cnyuae Hamuuus BONPOCOB WIIM 3aMEUaHUUM K MPEACTABICHHBIM JOKYMEHTaM,
AKCIIEpPTHAs KOMUCCHSI HAIIPaBJISET 3asBUTENIO0 B CpoK He Oosee 1 (oauH) pabouero AHS CO
IHS Tepefaud JTOKYMEHTOB Ha pacCMOTpeHHe, o(UIMaNIbHBIN 3ampoc (B MPOU3BOILHON
dbopMe) 0 HEOOXOAUMOCTH MPEIOCTABJIICHUS JOMOJHUTEILHOTO pPa3bsCHEHUS U (UJIN)
YCTPAHEHUS BBIABJICHHBIX 3aMEYaHUIl B IOJIHOM 00BbEME B CPOK, HE MPEBBIIAOIMNN 3 (TpH)
pabounx JHEH.

21. Ilo utoraM paccMOTpeHHUsI U OOCYKIEHUS 3adBJICHUS U TOKYMEHTOB JKCHEpTHAs
KoMmuccusi B TeueHue 1 (oauH) paboudero AHS (GOPMUPYET 3aKIIOYEHHE O BHECEHUU
M3MEHEHUM B PETHCTPALMOHHOE JIOChE BAKLUMHBI MO (OPME COTNIACHO MPUIIOKEHUIO 7 K
HacTosamuM [IpaBunam.

B ciywasx mpencraBieHUs 3asBUTEIEM HEMOJHOIO MakeTa JOKYMEHTOB, a TaKkKe
YCTPAHEHMS! BBISIBIIEHHBIX 3KCIIEPTHOW KOMUCCUEN 3aMEYaHHUI B HEMOJIHOM O0OBEME B CPOKH,
IPEAYCMOTPEHHBIE HACTOSIIIIUM ITYHKTOM, 9KCIIEPTHOW KOMUCCHEN BBIIAETCSA OTPULIATEIIBHOE
3aKJIIOYCHHE.

B caywasx mpenocTaBieHHMs 3asBUTEIEM 3asBICHUS U IMAKETa JOKYMEHTOB
COOTBETCTBYIOLIEro TpeOoBaHUAM HacTosuux [IpaBuil SKCHepTHOW KOMHMCCHEN BBIIAETCS
IIOJIOXKUTEIIBHOE 3AKIFOUECHHUE.

22. I'ocygapCTBEHHBIM OpraH Ha OCHOBAaHUHU MPEICTABICHHOTO 3KCIIEPTHON KOMHUCCUEH
3aKTI0YeHUS B TeueHue | (0uH) pabodero MHs MPUHUMAET PEIICHNE O BHECEHUU N3MECHECHHM
B PErUCTPAIlMOHHOE JI0ChE, C BblJayeil OOHOBJIEHHOTO BPEMEHHOTO PETUCTPALIMOHHOIO
YAOCTOBEPEHUS MO (POpPME COTTIACHO NPHIIOKEHHIO 4 K HacTosuM [IpaBuinam, ninm o0 oTkase
BO BHECEHUU U3MEHEHU B PETUCTPALIMOHHOE JOChE BAKIUHEL.";

B IIPUJIOKEHUU | TIpaBbI BEPXHUM yTOJ U3JIOKUTH B CICAYIOIEH PEAAKIIUN:

"Tpunoxenne 1
k [IpaBunam BpemeHHOM
roCyapCTBEHHON PErUCTpaluu
BaKIIMH NPOTUB KOPOHABUpPYyCa
COVID-19";

B MIPUJIOKEHUU 2 TIPABbI BEPXHUMN yTOJ U3JI0KUTH B CIEIYIONIEH pEeIaKIUu:

"TIlpunoxenue 2
K [IpaBunam BpeMeHHOI
rOCYZapCTBEHHON PerucTpanuu
BaKIIMH POTUB KOPOHABUpPYyCa
COVID-19";

npuioxenue 3 U 4 K ykazaHHbIM [IpaBuUiiaM U3JI0OKUTH B HOBOM PEIAKIIMU COTJIACHO
NpUIOKEHUSIM | U 2 K HACTOSIIEMY OCTAHOBJICHUIO;
JOTIOJIHUTH MPUJIOKEHUSIMHA S, 6 1 7 K yKa3aHHbIM [IpaBriiam cornacHO NpuioXeHusm 3,
4 1 5 K HaCTOSAMIEMY ITOCTAHOBJIEHUIO.
2. Hacrosiiiee nocTaHOBIEHUE BBOJAUTCA B JEUCTBUE CO JIHS €r0 MOANUCAHUS U MOJICKUT
00s3aTeIbHOMY OPHUITUATBHOMY OITYOJIMKOBAHUIO.



Ipembep-Munuctp

A. Mamua
Pecrry6mnkn Kazaxcrad

IIpunoxenue 1
K noctaHoBienuro [IpaBurenscTBa
Pecny6mmkn Kazaxcran
ot 15 ampens 2021 roga Ne 244

[punoxenne 3
k [IpaBunam BpeMeHHOM
rOCyAApCTBEHHOU PETUCTPALIUU
BaKIIMH IPOTUB KOPOHABUpYCa
COVID-19

3aximogenne o 6€30MacHOCTH, kadecTBe U 3P (HEKTHBHOCTH BaKIIWHEL

1. DKkcnepTHas KOMUCCHS COOOIIAET PE3YIbTAThl IKCIIEPTU3bI HA 0€30M1aCHOCTh, KAYECTBO
1 3(pPEeKTUBHOCTh BaKIMHBI JJIsl 1IeJIel BPEMEHHOW TOCYJapCTBEHHOM PETUCTpPAIMU B
Pecny6niuke Kazaxcran:
Howmep u nara 3asBku

TOpFOBoe HaMMCHOBAHUEC BaKIIMHBI (C YKazaHuem HeKapCTBeHHOﬁ (bOpMI)I, JAO3UPOBKH, KOHIICHTpAIIUN 1 o0bema
3aIlOJIHCHUA, KOJIMYCCTBA 103 B YIIAKOBKC JJISI JICKAPCTBEHHOT'O npenapaTa)

Oprann3anus-nmpou3BOANUTENb, CTPaHA-IIPOM3BOAUTENb, [EpPXKaTeldb BPEMEHHOTO pPETHUCTPALOHHOTO
YAOCTOBEPEHUS

3aKiIroueHHe 3KCH€pTHOI71 KOMHUCCHH (HOJ'IO)KI/ITGJ'H)HOG 5010%¢ OTpI/IIIaTeJ'H:HOG)

2. 3akiroueHue (MOJ0KUTEIBbHOE): MaTepUalbl U JOKYMEHTHI PETMCTPALIMOHHOTO JTIOChE
Ha BaKIMHY, MPEACTaBICHHbIE /ISl BpEMEHHOM rocyJapcTBEHHOM peructpanuu B Pecryoiuke
Kazaxcran, cootrBeTcTByIoT TpebOoBanusiM IIpaBun BpeMEHHOW TOCYyJapCTBEHHOMU
perucrpainuu BakiuH npotuB kopoHasupyca COVID-19 (nanee — [IpaBuina).

Bakmuna (ToproBoe HauMEHOBAaHWE BAKLMHBI C YKa3aHUEM JIEKAPCTBEHHOU (OPMBI,
JI03UPOBKH, KOHIIEHTpAIIMU U 00beMa 3aloJHEHN s, KOJTUYECTBA J03 B YIIAKOBKE) MOXKET OBITh
3apeructpupoBana B Pecriyonnke Kazaxcran cpokom Ha 18 (BoceMHaI1aTh) MECSIIEB.

3aktoueHue (OTpHUIATENIbHOE): MAaTEPHAIBI U JOKYMEHTBI PETUCTPAIMOHHOTO JIOChE Ha
BaKIMHY, MPEJICTaBICHHbIE JUIsl BpDEMEHHOM rOoCyJapCTBEHHOM peructpauuu B PecnyOiuke
Kazaxcran, He COOTBETCTBYIOT YCTaHOBJIECHHBIM TpeOoBaHusM [Ipasu.

Bakuuna (ToproBoe HaMMEHOBAaHHME BAKLMHBI C YKa3aHUEM JIEKApCTBEHHOU (POpMBHI,
JIO3UPOBKH, KOHIIEHTPALMU U 00beMa 3allO0JIHeHUS, KOJIMYECTBA /103 B YIIaKOBKE) HE MOXKET
ObITh 3apeructpupoBana B Pecniyonuke Kazaxcran.

PykoBonurens DKCHEPTHOU KOMUCCHUHU
HOJAMNHUCH ®.U.O. (npu HaAHYHH)
UneHsl DKCINEPTHOMU KOMUCCHUHU

HOJAMNHUCH ®@.U.O. (npu HadH4YHUH)




HOAMNHUCH ®@.U.O. (Ipu HadH4YHUH)

MOAITHUCH @.U.0. (npu Haanaum).";

[Tpunoxenue 2
K nocraHoBieHuto [IpaButenscTBa
Pecrry6mukn Kazaxcran
ot 15 ampens 2021 roga Ne 244

IIpunoxenue 4
K [IpaBunam BpeMeHHO
TOCYAAapCTBEHHON PETUCTPALINH
BaKI[H IIPOTUB KOPOHABUpYcCa
COVID-19

dopma

I'ep6 Pecry6imku Kazaxcran
MunncrepcTBo 3apaBooxpaneHna Peciry6mixu Kasaxcran
Bpemernnoe perucrpanuonsoe yaocroBeperue PK-BII - Ne

1. HaunMeHoBaHue JiepikaTesisi perHCTPAIIMOHHOTO YI0CTOBEPEHHS
2. Crtpana nepkatessi perucTpaliiOHHOTO YO0CTOBEPEHUS

B TOM, YTO JIEKAPCTBEHHOE CPEJACTBO 3aPETHMCTPUPOBAHO U PA3pPEIIEHO K MPUMEHEHHIO B MEAUIIUHCKON TIPAaKTUKE
Ha Tepputopun PecryOnmkn Kazaxcran (mH(pOpMAIHs 0 3aperncTpHpOBaHHOM JIEKAPCTBEHHOM CPEJICTBE)

ToproBoe HanMeHOBaHUe TIpenapara

Jis mpon3BOUTENCH TOPrOBOE HANMEHOBAHUE JUTS IKCIIOPTA
MexayHapoHOe HEMATeHTOBAaHHOE Ha3BaHUe (TP HAJMYNH)
JlekapcTBeHHAs (popma

Ho3upoBka

dacoBka

A BN BN

Kox anatromo-TepaneBTHIecko-XUMHYECKON KITaCCU(PUKAITNN
10. CocTaB aKTUBHBIX BEIIECTB
11. Cpok xpaHeHUst
12. Iopsnok otirycka (10 perenty, 6e3 perenta)
I/IH(l)OpMaHI/ISI O IIPOU3BOJUTEIIC JICKAPCTBCHHOI'O CPCACTBA
Ne  Tun opraHu3zanuy UM y4acTOK IIPOU3BOJCTBA HanmenoBanue opranuzanuu Crpana
1. IIpousBoautenb

2. YmakoBHIuK

Jlata BpeMeHHOM roCcy1IapCTBEHHOM perucrpamuu ot " " 20 roaa Ne
pelieHus.
JHewcTBurensHo 10 " " 20 rojaa.

®.MN.0. (npu HATUYUU) PYKOBOAUTENS TOCYJIapCTBEHHOTO opraHa (Wiu
YIIOJTHOMOYEHHOTO JIMIIA)



Jlonmyckaercss MEQUIIMHCKOE IPUMEHEHHE BaKIUWH, IOJYYHUBIIUX BPEMEHHOE
PErUCTPALlMOHHOE YAOCTOBEPEHUE Ha JOOPOBOILHOM OCHOBE, pH Hanuuuu otyeTos | - 11 (a3
KIMHUYECKUX MCCIENOBaHUN U mnpoMexxyTtouHoro otudera [l dassl uccremoanuid,
OPOBEJAEHHOIO ¢ BKiItOYeHHeM He MeHee S50 (marbaecsaT) % CyObEeKTOB HCCIEIOBaHMS,
IIPEAYCMOTPEHHBIX ITPOTOKOJIOM KIMHUYECKOTO UCCIIENOBAHUS.

IIpunoxenne 3
K mocta"oBieHuto [IpaButenscTra
Pecnyonuku Kazaxcran
ot 15 ampens 2021 roga Ne 244

ITpunoxenue 5
k IIpaBunam BpeMeHHOU
TOCYAAapCTBEHHON PETUCTPALIIH
BaKI[H IPOTUB KOPOHABUpYCa
COVID-19

®opma

3asgBlIcHHE HA BHECEHNE N3MEHEHHH B PETACTPATMOHHOC J1OCHE€ BAKIINHBI

Ha Ka3aXxCKOM SI3BbIKE
1. ToproBoe HauMeHOBaHHE Ha PYCCKOM SI3bIKE
Ha aHTJIMICKOM SI3BIKE
Ha Ka3aXxCKOM SI3BbIKE
2. MexnyHapogHOE HEMAaTEeHTOBAaHHOE Ha3BaHUE Ha PyCCKOM SI3BIKE
Ha aHTJIMHACKOM SI3BIKE
Ha Ka3aXxCKOM SI3BIKE
3. JlexapcTtBeHHas Gpopma

Ha PyCCKOM SI3BIKE

I[031/Ip0131<a (KOHHGHTpaHI/IH) (3aHOJ’IH$I€TC$I KOHICHTpalnusA  YKa3blBaCTCA - AJIA
4. Inpu HaJIW4uu, 00bEM 3aIONHSAETCS B KHUIKUX, MATKUX H Fa3006p33HHX

YIaKOBKE) JIEKapCTBEHHBIX (hOpM
KOJl
AHaTOMO-TepaneBTHIeCKO-XUMUIECKast
5. HanMEHOBAaHHUE Ha Ka3aXCKOM S3bIKE
KiaccuuKaIus

HAaMMCHOBAHUC HaA pyCCKOM SI3BIKC
6. CrocoObl BBEIEHNS

7. YmakoBka (3amOJHSAETCS CIIUCOK 3HAYCHHUIA)

Ob6wvem  (mpu

Ne Bup (mepBr4Has WM BTOpUYHAS) HaumenoBanue Pazmep (mpn Hanmm4nm) )
HaJTMYUH

1) IlepBuunas
2) TlpomexyTtouyHas (TIpU HAJTHIUH)
3) Bropuunas

M pux-xon BropuuHoit ynakoBku (GTIN) (Ixurun) (

4
) TIpY HAJTMIHN)

yKa3aTh ITPUX-KOJ IS KAKIONH TO3UPOBKHU (KOHIIEHTPALIHUH)

8. TlomHbIi KaueCTBEHHBIH M KOJMYECTBEHHBIN COCTAB (3aIOTHIETCS CIIMCOK 3HAYCHHUI)



KomnaectBo
eIUHHULY

Ne Tunm  BemecTBa

1/ aKTUBHOE AU

1T BCIIOMOTATEILHOE) o
OpMBI

1) AxTtuBHOE

2) BcnomorarensHoe

9. Cpox xpaHeHHUs JEKapCTBEHHOT'O CPEJCTBA

VYcnoBus TpaHCIOPTUPOBKHU

VYcnoBust XpaHeHus

HanmvenoBanne JICKAPCTBECHHON yqqectpo,

HopmaTusHsiit IIpoussoautens, Kontpomupyercs Hanuune
Ha nokymenr, CTpaHa W aapec MexIyHapOIHBIM SITOBUTHL
perJIaMEeHTHPYIOIINI TPON3BOJICTBEHHON KOMHTETOM IIO  BEIIECTB
UIM  IUIOIAAKW (MUIsI KOHTPOJIO 3a  OTMEdacT
¢apmakomness C  aKTHBHBIX BEIIECTB HapKOTHUKaMH (I pu
yKa3zaHueM rojaa ) OTMEYaeTCs MpU HAJIUIUH,
U3JaHUS HaJTNYUH)
IT Tab.
111 126, 1-cicok
IV 146. -CIIACOK

MIpeAaraeMblil CPOK XpaHEHUs
npeasiaraeMblil Iepro/I IpUMeHEHHs (T10CiIe TIEPBOT0 BCKPHITHSI KOHTEHHE]

MIpeAaraeMblii IEpUOJI IPUMEHEHHS (TTOCIIE PACTBOPCHNUS HIIH PAa3BEACHHS

IIpeAIaraeéMble YCIOBUS XPaHEHUS

npeajiara€Mbl€ YCJIOBHUA XpaHCHUS ITOCJIC IIEPBOT0 BCKPLITHSA YITAKOBKU

12 OxpaHHBIH JOKYMEHT Ha H300pETEHNE WM TOJIE3HYIO MO/IENb, TOBAPHBIN 3HAK (TIPH HAIMYNH)

Hazsanue OXpaHHOI'0 JOKYMEHTa

13
[IpousBoncTeo

No oxpaHHOTO JOKyMEHTa Jara BbIp
1) MONTHOCTEHIO Ha JaHHC
2) JaCTHYHO Ha TaHHO

3) HOHOCTEIO HA IPYTOM MPOU3BOCTBE

14 TlponsBoauTens (1) JEKapCTBEHHOT'O IIpenapara 1 y4acTok (M) MpOM3BOACTBA (BKJIIOYAsk y4acTKU ITPOU3BOJICTBA JIFOOOT0 KOMI
JIEKapCTBEHHOW (POPMBI), KOTOPHIH SBISIETCS YaCTHIO JIEKAPCTBEHHOT'O ITperapara)

HaumenoBanue
crpaHa (Ha Ne, mata M CpOK
o , cTpaHa ( 3 p 3 . Tenepon
Ka3aXCKOM, nelcTBUS IOpunuueckuit dakrTnyeckuit
n/ Tun npousBoauTENs ¢daxc,
pycckowm, pa3peInTeabHoro  ajapec azipec A
n N e-mai
AQHTJIMHACKOM  JIOKyMEHTa
SI3BIKAX)
1) IIpousBoautens
2) Tlpenmpusrue-ynakoBIIHK
3) mepBuyHas
4) BropHYHas
5) [IpousBoguTens, OCYLIECTBIAIOLIUN
KOHTPOJIb KauecTBa
6) IIpousBoauTens, OTBETCTBEHHBIA 3a
BBIIIYCK cepuil
JaHHbIC o
JUIEH3UH  Ha
MPOU3BOJCTBO,
7) Hepxareb TUIEH3UH BBIJAHHOMU
YHOJTHOMOYEHHBIM

OpPraHOM CTpaHBI
HPOU3BOAUTENS



8) Jlepkarenb  permcTparmOHHOIO
YI0CTOBEPEHUS

JaHHbIe o
9) 3asBHUTENH WIH TPEACTABUTECIBCTBO

JIOBEPEHHOCTH
10 YrnonHOMOYEHHOE  JIMIO IO
) OCYLIECTBICHUIO (hapMaKoHaI30pa B
Pecny6iinke Kazaxcran
15

JlabopaTopus CTpaHBI-IIPOU3BOAMTEINS IO KOHTPOJIIO KauecTBa MpernapaToB KPOBU U BaKIIMH, OTBETCTBEHHAS 32 KOHTPOJIb KayecT

1) HamMeHOBaHHUE JTaOOPATOPUH

2) azapec MecTa OCYLIECTBIICHHS IESTEIbHOCTH
3) crpana

4) tenedon/daxc

5) 2NEeKTPOHHAsS IMOYTa

16
W3meHeHns, BHOCHMBIE B PETHCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO CPEZCTBA (YKa3aTh BHOCHMbIC M3MECHCHH)

Tun usmeHeHus Penakimus 1o BHECEHNUST U3MEHEHUH Brocumsb

17
I[aHHLIe 110 IOTOBOPY Ha MPOBECACHNUE SKCIIEPTUIBI JICKAPCTBEHHBIX CPEACTB

1) Ne moroBopa
2) [ara 3aKiroueHus
3) Cpok neiicTBus

18
Cy6LGKT, OCYHICCTBJIAIOIINU OIUIATy 3a MMPOBEACHUEC SKCIICPTHU3bL

1) HanmenoBanue

2) Crpana

3) KOpuanyeckuii aapec

4) ®daktuueckuii axpec

5) @.1.0. (npu HATUYUH), TOJKHOCTh PYKOBOTUTEISA
6) Temedon

7) daxc

8) e-mail

9) busnec-uneHTH(PUKALNOHHBIH HOMEP

10
) WuauBUayanbHbIA HACHTH(PUKAIIMOHHBIH HOMEP
11
bank
)
1 .
) PacueTHbIN cueT
1 .
) Bamrornsbiii cuer
14

Kon

)



15 BaHKOBCKMI MICHTU(DHUKAMOHHBIA KO

3adBUTEND:

['apaHTHpy!O: TOCTOBEPHOCTh HHPOPMAIIMU PETUCTPALMOHHOTO JJOChe, HE HApYIIaTh HCKITIOYUTENLHBIX IPaB TPETHUMH JINI[AMHU Ha
aJICKBaTHOCTH TICPCBOJIOB METOIMK KOHTPOJIS Ka4eCTBA, MHCTPYKIIMU 10 MEIUIITHCKOMY IIPUMCEHECHUIO JICKAPCTBEHHOTO CPEJICTBA; I
CPEICTB, CTAaHAAPTHBIC 0Opa3Ibl JICKAPCTBEHHBIX CYOCTAHINA W WX MPUMeced B KOJIMYECTBAX, TOCTATOYHBIX JUISI TPEXKPATHOTO

pacxo/Hble MaTepHasbl, MPUMEHSIEMbIe PU MPOBEJCHUU HCIBITAHUN JIEKAPCTBEHHBIX CPEICTB (B MCKIIOYUTENBHBIX CIyYasx U 1
COOTBETCTBHE HOPMAaTHBHBIM JOKYyMEHTaM, MpeaCTaBlisieMbIM

O06s3yr0och c0o00maTe 000 BCEX M3MEHEHHAX B PETHCTPAIIIOHHOE JOChE, a TAaKXKe IPEACTaBIATh MaTephaibl MPH OOHApyXKe:
MMPUMEHCHUU JICKAPCTBEHHOI'O CPCACTBA, paHEC HE YKa3aHHBIX B MHCTPYKIHU 11O MEAUIHUHCKOMY ITPUMEHCHUIO.

Jara
®.1.0. u 10IKHOCTH OTBETCTBEHHOTO JIMIIA U 3aABUTES

TToxamuce

IIpunoxenue 4
K noctaHoBieHuro [IpaBurenscTBa
Pecny6nmkn Kazaxcran
ot 15 ampens 2021 roga Ne 244
[Tpunoxenne 6
k IIpaBunam BpeMeHHOM
roCyJJapCTBEHHOH perucTpaiuu
BaKIMH IPOTUB KOPOHABUpYCa
COVID-19

®dopma
Hepeqem, I/IBMCHCI-[[/IE;I, BHOCHMBIX B PETHCTPAITHOHHOC JOCHC BAKITHHBI

A. AIMMUHUCTPaTUBHBIEC N3MEHEHHUS

A.1 N3menenue Ha3BaHus U (WJIM) ajipeca AepxKaTells perucTPaliOHHOTO JloxyMeHThI U

Ycenosus [Ipouenypa
YAOCTOBEPEHUS JTaHHBIE
a) IiepKaTeNb PETUCTPAIMOHHOTO YIOCTOBEPEHHS HE MEHSCTCS 1 1,2 1A
0) cMeHa jepiKaTensi perUCTPAIlMOHHOTO yIOCTOBEPEHHS 2,3,4 IB

YV ¢ nm1 o B uU 4
1. JlepxaTteneM perucTpanioHHOrO yI0CTOBEPEHHUS SIBIISICTCS FOPHIUUECKOE JIHIIO.

JdokKyMeHT aunumsd

1. JIOKyMEHT YIOJTHOMOUYEHHOT'O OpraHa Ju00 YIOJIHOMOYCHHOM OpraHu3aliuy (HAlpuMep, HaJOTOBOTO OpraHa),
B KOTOpPOM yKa3aHbI HOBOGC Ha3BaHUC 1781871 anpec.
2. TlepecmotpeHHass MHpOpMAIHs O JCKapCTBEHHOM mperapare (OOHOBJICHHAs KpaTKas XapaKTepHUCTHKa
JIEKapCTBEHHOTO TIpernapaTa, MHCTPYKIUS 110 MEOUIIMHCKOMY IPUMEHEHHUIO (JIMCTOK-BKJIAIBIII), MApPKAPOBKA).
3. KpaTtkas xapakTepucTHKa CHCTEMBI (apMakoHaaA30pa OT HOBOTO MAEpXKATeNsl PETHCTPAIMOHHOTO
YIOCTOBEPEHUS (APY) BKJIIOYaAET cIeAyrIune 3JIEMEHTHI:
- uHpopMmaius o ToM, uto JIPY mMeer B cBOeM pacHOpsSKEHHH OTBETCTBEHHOE JIMIIO 3a IJIOOAIBHBIN
bapmMaxoHamgZ3o0p;

- KOHTaKTHEIC TIaHHEIC OTBETCTBECHHOTO numa 3a rao00anbpHBIN dhapmakoHag3op;
- mekjaparus, nmoanucanHas [IPY o Tom, 9To OH WMeeT cucteMy (apMaKOHAA30pa IUIS BEITIONHEHHUS 3a7ad U
00s13aHHOCTEH 1O TOCTPETHCTPAlMOHHOMY KOHTPONIO 0€30mMacHOCTH  JIEKapCTBEHHBIX  CPEJCTB;
- cceuika Ha Mecto (ampec), TrOe XpaHHTca MacTep-¢dain  cucrembl  (apmakoHagzopa.
4. JloroBopHbIe B3aMMOOTHOIIIEHUSI MEX Ay Tpou3BoauTeneM u JIPY Ha mpaBo ocyllecTBICHUs JESTENbHOCTH 110
(hapmakoHa30py.



A.2 VI3mMeHeHue (TOproBoro) HaMMEHOBaHUS JIEKAPCTBEHHOTO npenapata  Ycnosus Jlokyments! u  Ilponenypa
JaHHBIC

JIEKapCTBEHHBIE MpPETapaThl 1 1,2,3,4,5 1B

YV ¢ 1 o B H®H 1

1. Cnemyer wu30eraTh NYTaHWIBI C Ha3BaHUSAMHU CYIIECTBYIOIIMX MEIUIMHCKUX MPEIapaToB WU
MEXYHApOJHBIM HEMaTeHTOBaHHBIM Ha3BanuemM MHH, ecnu HanmMeHOBaHWe OOLICTIPUHATOS, U3MEHEHHE
JIOJDKHO OBITh MPOM3BEJCHO B CIEAYIOLIEM MOPSAKE: OT OOLICTPUHITOr0 Ha3BaHUs K (papMaKoNeHHOMY WM K
MHH

JdoxyMmMeHT aUuus

1.  MoTuBupoBaHHOe  00OCHOBaHHME  HEOOXOAMMOCTH  HW3MEHEHHWs  Ha3BaHUsA  Ipemapara.
2. TlepecmoTrpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (0OHOBIEHHAs KpaTKas XapaKTepUCTHKa
JEKapCTBEHHOTO IIperapaTa, HHCTPYKLUS 110 MEIUIMHCKOMY HNPHMEHEHHIO (JIMCTOK-BKJIAJBIII), MapKUPOBKA).
3. Komust JOKYMEHTA, BBIIAHHOT'O KOMIICTCHTHBIMH OpraHaMu CTPaHbI-IIPOU3BOJUTECIIA, KOTOpBIﬁ YAOCTOBEPACT
M3MEHEHHUE ero Ha3BaHUS.
4. IMoanucanHast JeKaapanys 0 TOM, 9YT0 MECTO, CIoco0, cOCTaB, HOPMAaTHBHBIN JTOKYMEHT, peTJIaMEHTHPYIOIIN
Ka4eCTBO npemnapara, OCTaJNHCh 0e3 H3MEHCHUS.
5. BemoMocTh M3MEHEHWH K YTBEPKIACHHOMY HOPMAaTHBHOMY JOKYMEHTY II0 KOHTPOJIIO KadecTBa H
6e3zomacuoctu JIC.

A.3 l3MmeHeHne HaWMMEHOBAaHHUS AaKTHUBHOW (apMameBTHYECKOH v JloKyMeHTHI 1
CIIOBUS
CyOCTaHIIMM MIIX BCIIOMOTaTEIFHOTO BEIECTBA JIaHHBIE

1 1,2 IA

[Ipouemypa

Y ¢ 1 o B HuU 4
1. ®apmaneBTHYECKast CYOCTAHIIHS U BCIIOMOT'aTeIbHOE BEIICCTBO HE M3MCHSCTCS.

JdokKyMeHT aunuumsd

1. CugerenbcTBO BeemupHoO# opranuzanuu 3apaBooxpaHenus (nanee — BO3) 00 yTBepKICHUU WU KOTIUS
HepevyHsl MEXIYHapOJHOI0 HEMAaTeHTOBAaHHOIO HauMeHOBaHUsS. Eciiu NMpUMEHMMO MOATBEPXKAECHUE TOTO, UTO
W3MEHEeHHe cooTBeTcTBYyeT [ocynapcrBeHHoit ®Papmaxoree PecmyOmukm Kazaxcran. Jlekmapamnusi, 4To

HaNMEHOBAaHHE PACTUTEIBHBIX JIEKAPCTBEHHBIX IIPENApaTOB PAacTUTEIBHOTO MPOMCXOXKICHHUS COOTBETCTBYET
JOKYyMEHTaM Pecnybnukmn Kazaxcran.
2. IlepecmoTpenHas nHpOpPMALHS O JEKAPCTBEHHOM IIpernapare.

A.4 V3meHeHne Ha3BaHMs M (WJIM) ajgpeca: MPOU3BOIUTENS (BKJIIOYas,
€CIIM NIPUMEHHUMO, IIJIOMAZ0K 110 KOHTPOJIO KA4ecTBa) WM JEpKaTess
Macrep-(aiina akTuBHOW (apmarieBTHUEeCKON CcyOcTaHImm (mamee —
MOA®C), nnn mocTaBIIMKa aKTHBHON (hapMarieBTHIECKOi CyOCTaHINH,

HCXOJHBIX MAaTEpPHaJiOB, PEaKTUBOB WM IPOMEXYTOUYHBIX IPOIYKTOB, JloKyMeHTHI 1

N . YcioBus [Ipouenypa
UCIOJBb3yEMbIX B IIPOM3BOJCTBE aKTUBHOW (hapMaleBTUYECKON JTaHHBIE
cyOcTannuuu (eciM YyKa3aHO B TEXHHYECKOM JOCbE), €ClIH B
PEeTUCTPAaLlMOHHOM JI0ChE OTCYTCTBYIOT CepTHU(HKAThl cOOTBETCTBHs Ph.
Eur., wim mponsBoanTeNs HOBOTO BCIIOMOTATENBHOTO BEIIECTBA (eciH
YKa3aHO B TEXHUYECKOM JIOChE)
1 1,2,3 IA

YV ¢ 1 o B HuW 4
1. Ilpon3BOACTBEHHAS ILTONIAIKA M HA OJJHA W3 TIPOM3BOJCTBEHHBIX ONEPAIIHiA HE H3MEHSICTCS.

JdokKkymMeHT anmusd

1. JIokyMEHT OT YIIOJHOMOYEHHOTO oOpraHa (HampuMmep, HaJOTOBOTO OpraHa) JHOO YIOJIHOMOYEHHOU
OpraHM3aluy, B KOTOPOM yKa3aHBbl HOBOE Ha3BaHUE u (nnm) anpec.
2. I[MompaBka K COOTBETCTBYROIMEMY(HM) pasgeny(am) nocke.
3. [Ipu m3menennu HazBaHus nepxkareinsi MOADC — oOHOBIIEHHOE pa3penieHre Ha JOCTY.



A.5 V3meHenne HasBaHus W (maM) ajgpeca npoumssogurens  Ycnosus Jlokymentsr u IIporenypa
JEKapCTBEHHOIO IIpernapaTa, BKIIOYas BBINYCKAIOMIHME IUIOIAAKH H JAHHBIC
IUIOINAIKH 110 KOHTPOJIIO Ka4ecTBa

a) JIe’CTBUS, 32 KOTOPBIE OTBEYAET MPOM3BOJIUTENb (MMIIOPTED),

. 1 1,2,3 IA
BKJIIOYAIOT BBIIIYCK CEPUil

0) neiicTBusA, 3a KOTOpHIE OTBEYAET IIPOM3BOJUTEIL/UMIIOPTEP, HE

g 1 1,2,3 1A
BKJIKOYAKOT BLIHYCK CepI/II/I

Y ¢ 1 o B u 1
1. HeT u3MeHEHHUs B MPOU3BOJICTBEHHOM Ipolecce, (PAKTUUECKOM MECTE PACIOJIOKCHHS TUIOIIAIKH,
HOPMAaTHBHOM JOKYMEHTE TI0 KOHTPOJIIO Ka4ecTBa U OE30MacHOCTH JICKAPCTBCHHOTO CPEJICTBA.

JokxkyMeHT anqs

1. Konus ucnipaBiieHHOTO pa3pemieHus Ha MPOU3BOACTBO (TIPU HAJTMYHUH) MM JOKYMEHT OT YIOJTHOMOYEHHOTO
opraHa Ju0o yIOJHOMOYEHHOHM OpraHM3aliM, B KOTOPOM YIOMMHAETCS HOBOEC Ha3BaHWE U (WIH) ajapec.
2. Ecnn mpuMeHHMO, TONpaBKa K COOTBETCTBYIOLIEMY(MM) pasfeny(am) J0Chbe, BKJIIOYas NePECMOTPEHHYIO

nadopmManmio 0 JEKapCTBEHHOM npemnapare.
3. OOHOBiIEHHasT KpaTKas XapaKTepUCTHKA JIEKApCTBEHHOTO TIpenapara, MHCTPYKIUS 10 MEAUIMHCKOMY

MIPUMEHEHHIO (JINCTOK-BKJIIA/IBIIT ), MApPKAPOBKA.

A H3MeHeHHe KOJa aHATOMO-TEpaNeBTHYECKO-XUMUYECKOH (nanee — Tpedbyemas Bun

Ycnosus

.6 ATX) knaccudukanun JIOKYMEHTalus IpOLEaypbl
1 1,2 IB

Y ¢ 1 o B u 1

1. 3meneHue BeneacTBue yTBepxaeHus uin usmenenus BO3 kona ATX.

JoxkxkyMeHT anqs

1. CsugerensctBo BO3 00  yTBepXAeHMHM  HMJIM  KOmHsA  mepedHs  komoB  ATX.

2. TlepecmorpenHass uHpOpMauMs O JISKAPCTBEHHOM Ipenapare (OOHOBJIEHHAs KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO TIperapaTa).

HckimrodeHrne NPOW3BOACTBEHHOW IUIOMAINKKA (B TOM YHCIE IS
aKTHBHOW (papMameBTUYECKOW CyOCTaHIIMH, MPOMEXKYTOUYHBIX
A TIpOYKTOB, IEKAPCTBEHHOTO Mpemnapara, yrnakoBIIUKa, MPOU3BOIUTEIS, Vernosi
.7 OTBETCTBEHHOTO 3a BBIMYCK CEPUHU, KOHTPOJS KauecTBa CEpUl WU JIOKYMEHTaIUsl TPOIeTyPhl
MOCTAaBIIMKAa UCXOAHOTO MaTepuala, peakTuBa UM BCIIOMOTaTENbHOIO
BEIIIeCTBA (€CII YKa3aHEI B JOCKE)

. Tpedbyemas Bun

1,2 1,2 IA

Y ¢ o1 o B un 14

1. Ocraercs He MeHee OIHOH paHee OJOOPEHHONH NPOM3BOJACTBEHHON IUIOIIAAKH/IPOU3BOANTEIS,

OCYIIECTBISIOMEH Te ke (DYyHKIHH, 9TO W TOAJEKAIlue HCKIo4YeHnio. Ecau npuMmenumo, B PecmyOmmke
Kazaxcran octaercs mo MEHbBIIEH Mepe OIUH NMPOW3BOAUTENh, OTBEYAIONINH 32 BBITYCK CEpHil, CIOCOOHBIH
cepTu(UIMPOBATh HCOBITAHHE MPOAYKTa B IEAAX BbIIycka cepuii B Pecmybnuke Kasaxcras.
2. UckiroueHne He sIBIISETCS CIeJCTBUEM KPUTHYECKHUX HEAOCTaTKOB MPOU3BOCTBA.

JdoxkyMmMeHT aUnus

1. B ¢opme 3asBnIeHNS 0 BHECCHHH H3MEHEHUI HEOOXOIUMO 4ETKO 0003HAUYHTh "TeKymmx" u "mpeiaraeMoix"
NpOU3BOAUTENEH, nmepeynciIeHHbBIX B 3aABJICHUH 0 perucTpamnuu.
2. IlompaBka K COOTBETCTBYMOIIEMY(MM) pasjeny(aM) I0OChe, BKIOYas MEPECMOTPEHHYI0 HH()OPMAILUIO O
JIEKapCTBEHHOM TIperapare.

A.8 U3meHeHwe paTel ayauTa A BepUHUKAUN COOTBETCTBUS
MIPOM3BOJUTENS aKTUBHOW (apMarieBTHUecKkoil cyOctanuuu [IpaBmmam YcioBus
Ha/JIe)Kalei Mporn3BoACTBEHHOHN npakTHKU Pecrry6nuku Kazaxcran

Tpebyemas Bung
JIOKYMEHTAIHS TIPOIIETYPbI
1 1A

JoxkxkyMeHT anqs
1. IluceMeHHOE NOATBEPKICHUE IMPOU3BOIUTENS JIEKAPCTBEHHOIO IIperapara, cojepiKallee yKa3aHHE O



BepU(PUKAIIMA COOTBETCTBUS IPOU3BOJMUTENS aKTHBHOW (apManeBTHYecKoi cyOcrannuu [IpaBuiam
HaJJIeKaIe Ipou3BOICTBEHHON pakTuku PecryOnmku KasaxcraH.

b. 3meHnenus kauecTBa
b.I AktuBHas dapMaiieBTHUYeCKas CyOCTaHIUs
b.1. a) mpou3BoCcTBO

b.l.a.1 M3MeHeHHe HmpOU3BOAUTENS HCXOIHOTO
MaTepHana/peakTHBa/IPOMEXXyTOUHOTO MTPOIYKTa,
HCIIONB3YEMOT0 B TIpOIEcCE MMPOM3BOJICTBA

aKTUBHOU (apmareBTudeckoii cyocranmmuu (ADPC

), miu u3MeHenue npousBoautenss ADPC (Bkimoyas Y cnoBus
, €CIIM TPHUMEHUMO, IJIOMAAKU IO KOHTPOIIO
KauecTBa), €CIU B PETUCTPAIMOHHOM J0ChE
OTCYTCTBYET  CEepTH(QHUKAT COOTBETCTBUS
EBponeiickoii @apmakoriee.

Tpebyemas Bun
JOKYMEHTAIHS HPOLIEAYPBI

a) IpeTaraeMblid MPOU3BOAUTENH TPUHAICHKUT K
Tol ke (apmaneBTuueckoii rpymme, uro u 1,2,3 1,2,3,4,5,6,7,9 1B
0JTI0OPEHHBIN TPOU3BOIUTEIb

0) BHeceHHME HOBOTO MPOW3BOAMTENS AKTHBHOU
(hapmarieBTHUECKOH cyOCTaHINH, 0O0OCHOBAaHHOH - - II
MOADC

B) TpeiaracéMblii MPOM3BOJUTENb HCIOJIB3YET

PEe3KO OTIMYAIOIUICS CHocod CHHTE3a WIIN

yCIIOBUSL TIPOM3BOJACTBA, KOTOPBIE MEHSIOT

Ba)XXHbIE IIOKA3aTEId KadecTBa AaKTHUBHOU

(dhapmaIrieBTHYECKOW CYOCTaHI[MH, TaKue Kak - - 1I
KayeCTBEHHBIH ¥ (WJIM) KOJWYECTBEHHBIN

npoduib npuMeceit, TpeOyromuil KBaduKaImy,

WA (U3UKO-XUMHUYECKHE CBOICTBA, BIHSIOLINE

Ha OMOIOCTYITHOCTH

r) HOBBI NOPOM3BOAUTEIL MaTepuaia,
TpeOYIOIIEro OEHKH BUPYCHOU 0€30MacHOCTH U (
nnu) pucka TpaHCMUCCHBHON ryOuaToi i
sHnedanonatnn (nanee — TI'D)

J) U3MEHEHHE 3aTparuBaeT OHOIOTHYECKYIO
aKTHBHYIO (hapMalleBTHYECKYIO CYOCTaHIIUIO WIIN
HCXOJHBI MaTepHa/peakTHB/IPOMEXYTOUHBIN
MPOAYKT, HUCIOJB3YIOUIMNACS B IPOU3BOJICTBE
OMOIOTHYECKOTO/HMMYHOJIOTHIECKOTO
JIeKapCTBEHHOTO IIperapara

€) WU3MEHEHUEe IOopsAJKa KOHTPOJsS KauecTBa
aKTHBHOU (hapMalleBTHIECKON CyOCTaHIIMU: CMEHA
nn  po0aBieHWE IUIOMAIKH, Ha KOTOPOH
OCYIIECTBIISICTCS] KOHTPOJIB/UCTIBITAHUE CEPUil

2,4 1,5 B

’K) BHECEHHE HOBOT'O NPOM3BOAMTEINSI aKTHBHOW

(apmaneBTHUecKoi cyOCTaHIMM, HE WMEIOLIer

MOADC wu Tpebyromeil CymecTBEHHOTO - - II
OOHOBJICHHUSI COOTBETCTBYIOILETO pa3ziena J10Che

10 aKTUBHOW (hapMareBTHIECKON CyOCTaHITNH

3) BKJIIOUEHHE aJbTEPHATUBHOM IUIOMIANKHU MO
CTEpWIIN3AllMN aKTHBHOM (apManeBTHIEeCKOH



CyOCTaHIIMM C HUCIOJIB30BAaHHEM METOIa - 1,2,4,5,8 1B
TocynapctBennoit ®apmakomnen PecmyOmuku
Kazaxcran

1) BHECEHHE HOBOM IJIOMIAIKHU 110 MUKPOHU3AIMU 2, 5 1,4,5,6 1B

K) U3MEHEHHS COTJIALICHUH IO HCHBITAHUSAM IO

KOHTPOJIFO KadecTBa OMOIOTHYECKOW aKTHBHON

(hapmaneBTHUECKO CyOCTaHIIMU: 3aMeHa WIH

BKJIIOYEHHE  TMJOIIAJAKH, Ha  KOTOpOH - - 11
OCYILECTBISIETCS. KOHTPOJI/UCTIBITAHUS CEPHH,

BKJIIOYasi OHMOJIOTMYECKUI/MMMYHOJIOTHYECKHIA/

HMMYHO-XUMHYECKHH METOT

J1) HOBasl TUTOIIA/IKA 110 XPAaHESHHIO TJIIaBHOTO OaHKa

- L5 1B
KJICTOK H (WIK) pabouux OaHKOB KJIETOK

Y ¢ o1 o B un 14

1. Cnerdukariu HCXOAHBIX MaTEPHUANIOB U PEAKTUBOB (BKIIIOYAs! BHY TPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METOIBI
aHanmpW3a BCeX MaTepHajoB) WIACGHTHYHB paHee onoOpeHHeM. Crnemupuxanum (BKIIOYAs
BHYTPHIIPOU3BOACTBEHHBI KOHTPOJIb, METO/IBI aHAJIM3a BCEX MAaTEPUANIOB), CIIOCOOBI IPUTOTOBICHNS (BKIIIOUAS
pa3mep cepur) U MoAPOOHBIN CrIOCOO CHHTE3a MPOMEXYTOUHBIX ITPOJAYKTOB M aKTHUBHBIX (papManeBTHYeCKuX
cybcTtaHuui NIEHTUYHBI paHee ONOOpEHHBIM.
2. AxTtuBHas QapmaneBTHUECKas CyOCTaHIMS HE SBISETCS OHWOJIOTHYECKOH/ MMMYHOJOTMYECKOHW WM
CTE€epHhuh a1s H O U

3. Ecm B mporiecce Mpon3BOACTBA HCHONB3YIOTCS MaTepHalIbl YEIOBEYECKOTO WIIN KUBOTHOTO ITPOMCXOXKICHUS,
MPOU3BOAMTENb HE HCIOIb3YET HOBOTO IMOCTABIUKA, B OTHOIIEHUH KOTOPOTO TpeOyeTcs OLEHKa BUPYCHOU
6e3omacHocty 1 cootBeTcTBUE ['ocynapcTBenHoN Dapmakonee Pecriyonuky Kazaxcran o MUHUMHU3AIMK pUCKa
nepefayn areHToB ry06yaToll dHIE(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENaparoB JUIs
MEAUIHUHCKOTO u BETEPUHAPHOTO NpUMEHEHUS.
4. Tpanchep MeToma €O  CTapod Ha  HOBYI  IUJIOMIAAKy  MPOM3BENEH  YCIENIHO.
5. Crnemm¢ukanns Ha pa3Mep YacTUI[ aKTHBHOW (apMaleBTUYECKOW CYOCTaHIIMM M COOTBETCTBYIOIIHA
AHAJTUTHYCCKUI METOJ HE U3MEHSIOTCS.

JdoxyMmMeHT aUu™s

I. Ecnu HPUMEHHUMO, HmonpaBKa K COOTBETCTBYOIIEMY(1M) pasneny(am) JOChE.
2. Hexmapanus JPY umm nepxarenss MOADC cooTBETCTBEHHO, YTO MPOLEAYPHI KOHTPOIA Ka4ecTBa CIocoda
CHHTe3a (WIN [UI1 PacTUTENBHBIX JIEKAPCTBCHHBIX IPENapaToB COOTBETCTBEHHO): METOJA MPUTOTOBJICHUS,
reorpapMyeckoro MCTOYHUKA, MPOU3BOJCTBA PACTUTENBHOH (apMmameBTHYeCKOH CyOCTaHIIMM M IIpolecca
MPOM3BOJICTBA) U ClielM(UKAIMN aKTUBHON (hapMalleBTUYeCKOW CyOCTaHIIMKM M UCXOJHOTO MaTepHaia/peakTipa/
MPOMEXYTOYHOTO IMPOAYKTa B MPOIECCe MPOM3BOJCTBA aKTHBHOH (hapMareBTHUYecKoil cyOcTaHimu (eciu
MIPUMEHHUMO) He OTIUYAKTCH oT paHee OOOpPECHHBIX.
3. JIubo ceprudukar coorsercTBus EBpomeiickoit ®@apmakonen mo TI'D mns mro00ro HOBOTO HMCTOYHHKA
MaTepuana, Ju00 (ecnM MPUMEHMMO) NOKYMEHTAIbHOE IOATBEP)KACHHWE TOTO, YTO HCTOYHHK MaTepHhana,
noaBep:keHHbIN pucky TI'D, paHee mccienoBaycsl YHOIHOMOYEHHBIM OPTaHOM; M OBLIO MOATBEPKAEHO €ro
cooTtBeTcTBHE l'ocynmapctBenHoit Papmaxomnee PecrmyOnmku KasaxcTtan mo MHHMMH3aLMK pUCKa Teperadd
areHToB ry04aTol sHIe]aIonaTHH KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX MTPENapaToB JUIsi MEAUIIMHCKOTO 1
BETEPHHAPHOT0 prMeHeHus. HeoOXxoauMo npeacTaBuTh CIeIyIOMINe CBEACHUS: Ha3BaHHE IIPON3BOIUTEINS; BUJ
JKUBOTHBIX M TKaHU, U3 KOTOPBIX MOIy4€H MaTepHai; CTpaHa MPOUCXOKACHUS *KUBOTHBIX, €70 HCIOJIb30BAHUE U
NpPUEMIEMOCTH B NPOMIOM.
4. lannple aHanm3a cepuil (B popmare CpaBHUTEIHHON TaOIHIIBI), IO MEHBIIIEH Mepe, ABYX cepHid (110 MeHbIIeH
Mepe, OIBITHO-IPOMBIIUICHHBIX) aKTHBHOH (papMameBTHYeCKOH CyOCTaHIIMH OT TeKYIIMX U INpeljaraeMbIX
NPpOM3BOAUTENEH/MIOMAaTOK.

5. B dopme 3asiBieHnst 0 BHECEHUH U3MEHEHHH HEOOXOAMMO 4eTKO 0003HAUMTh "Tekyux" u "npeaiaraembix”
NPOU3BOAUTENEH KakK yKa3aHo B pasnene 2.5 dhopmsbr 3aABICHUS.
6. Eciin akTnBHas (apmaneBTHUYECKas! CyOCTaHIMS MCIIONb3YEeTCsl B KaUeCTBE HCXOJHOTO MaTepHalia, JeKIapamnus
KBaJTM(HUIIMPOBAHHOTO JINIA KaXXJIOTO JepKaTels JIMICH3UH Ha MPOWU3BOACTBO, YKAa3aHHOTO B 3asBICHUH, U
KBATM(DUIIMPOBAHHOTO JIMIA KaKAOTO JEpKaTessi JMIEH3MH Ha NMPOU3BOJCTBO, YKa3aHHOTO B 3asBICHHH B



KayecTBE OTBETCTBEHHOTO 3a BBITYCK cepuil. B peknapauusx HeoOXOQMMO yKas3aTb, YTO IPOWU3BOIUTEIH(H)

aKTHBHOW (hapMalleBTHIECKON CyOCTaHINH, YKAa3aHHBIN(€) B 3asIBJICHUH, OCYIIECTBISAECT(I0T) CBOIO IESITEILHOCTD
B cooTBeTcTBUU ¢ [IpaBunamu Hamsekalei mpon3BOACTBEHHON pakTUKU PecryOimkn KasaxcTaH B oTHOIICHUN
HCXOIHBIX MaTepuainoB. IIpu ompeneneHHbIX 00CTOSTENbCTBAX JOIMYCKACTCS MPECTaBIATh OJHY ACKJIAPaIuio (
cM. NpUMEYaHUeE K H3MEHEHHUIO B.I1.6.1).
7. TapantuiiHoe MUcbMO (IIpU HEOOXOIUMOCTH) MPOU3BOJUTENS aKTHBHOW (hapMaleBTHUECKON CyOCTaHIUH

JIOJDKHO OIOBENIaTh JEpKaTellsl PEeTHCTPAllMOHHOIO YAOCTOBEPEHHUs O JIOOBIX H3MEHEHHMAX Ipolecca

MPOM3BOJICTBA, cHenu(UKaIMii W aHATUTHYECKHX METOJIUK aKTHBHON (apManeBTHIECKOW CyOCTaHIUH.
8. IloaTBepkAeHHE TOTO, YTO MpeJaraeMas IUTOIIAAKa JOJDKHBIM 00pa3oM JIMIIEH3WpPOBaHA B OTHOIICHHWH

paccMaTpuBaeMon JIEKapCTBEHHOW (OPMBI, JIEKAPCTBEHHOTO Mperapara WM MPOW3BOJCTBEHHOH OIEpaiui.
9. CpaBHuTeNnbHBIC HaHHBIC (B (opMe TaOJHUIBI) CIIOCOOOB CHHTE3a W CHeHH(HUKAIMK KaueCTBa aKTHBHOM

(apMmaieBTHUECKOH CyOCTaHIIMM M MCXOJHOTO MaTepualia/peakTHBa/IPOMEXyTOUYHOrO MPOAYKTa B IIpollecce

MPOM3BOJICTBA aKTUBHOM (papMarieBTHUECKOi CyOCTaHIIMY MPEAIaraeMoro U yTBEP KICHHOT'O TIPOU3BOJUTENIS.

b.l.a.2 H3MmeHeHHs mporecca MIPOU3BOJCTBA y Tpebyemas Bun
N . CJIOBUSI
aKTUBHOH (papMaIieBTUIECKOI cyOcTaHIINN JIOKYMEHTAITUS MIPOIIE Ty PBI
a) HeCYIeCTBEHHOE HW3MEHEHHEe IMpolecca
MPOU3BOJCTBA AaKTUBHOW (hapmaneTrueckoit 1,2,3,4,5,6,7 1,2,3 1B

cyOCTaHIIH

0) 3HaYMMOe U3MEHEHHE TpoIlecca MPOU3BOJICTBA

AKTHBHOW (papManeBTHUECKONH CyOCTaHIIHH,

KOTOpPOE MOXKET OKa3aTh CYIICCTBEHHOC BIIMSHUE - - II
Ha Ka4eCTBO, 0€30MaCHOCTh WIH YPPEKTHUBHOCTH

JIEKapCTBEHHOTO TpenapaTa

B) M3MEHEHHE 3aTparuBacT OWOJOTHYECKYIO/
MMMYHOJIOTHYECKYI0  CYOCTaHLHIO  WIIHU
HCIIOJIb30BAHUE JIPYTOr0 BEIIECTBA, ITOJIYYEHHOTO
MyTeM XUMHYECKOTO CHHTE3a, PHU IPOM3BOICTBE
OMOIOTHYECKOTO/HMMYHOIJIIOTHIECKOTO
JIEeKapCTBEHHOT'O IIperapaTa, KOTOPOE MOXKET
OKa3aTh CYIIECTBEHHOE BIHMSIHHE Ha KadecTBO,
0e30macHOCTb UIu 3¢ peKTUBHOCTD
JIEKapCTBEHHOT'0 IIperapara M He CBS3aHO C
MIPOTOKOJIOM

I) W3MEHEHUE 3aTParuBacT pacTUTEIbHBIN
JIEKapCTBEHHBIN Tpemapar, a HMEHHO:
reorpapuyecKui HUCTOYHUK, croco6
MIPOU3BOACTBA UM IPUTOTOBICHUS

Il) HECYIIECTBEHHOE U3MEHEHHE 3aKPBITOW 4acTH

MPOADC - 1,2,3,4 1B

Y ¢ o1 o B un 14

1. HexenatenbHOoe H3MEHEHHE KA4YECTBEHHOTO WM KOJMYECTBEHHOTO Mpoduias TmpuMeceil uiIu
GHU3UKO-XUMHUUIECKHX CBOHCTB OTCYTCTBYET.
2. Criocob cuHTE3a OCTAeTCsl TEM XKe, TO €CTh MPOMEXYTOUYHbIC MPOAYKTHl HE U3MCHSIOTCS M B IPOIECC HE
BBOJISITCS. HOBBIE PEAKTUBBI, KaTaIM3aTOPbl WM pacTBopuTend. ['eorpadMueckiii KCTOYHUK, IPUTOTOBJICHUE
PacTUTEIBHOTO CBHIPbS M CHOCOO MPOM3BOJCTBA JIEKAPCTBEHHBIX PACTHUTEIBHBIX IPENapaToB HE M3MEHSIOTCS.
3. Cneundukanuy akTUBHOH (apMarieBTHUecKol CyOCTaHIIMM M MPOMEKYTOUYHBIX MPOAYKTOB HE U3MEHSIIOTCS.
4. I3MeHeHre MTOJTHOCTBIO ONMCHIBAETCS B OTKPBITOH yacTh (dactu "3asButens'") MOADC (ecnu nmpuMEHNMO).
5. AxtuBHas QapmaneBTHdecKas CyOCTaHINS He SBISETCS OMOJIOTHYSCKONW/ MMMYHOJIOTHYECKOW cyOcTaHInei.
6. M3MmeHeHne He 3aTparuBaeT reorpauueckuii UCTOYHHUK, CIOCOO MPOHM3BOJACTBA WM HPUTOTOBJICHUS
JIE€KapCTBEHHOTO PacTUTEIBHOTO npemnapara.
7. I3meHeHue He 3aTparusaeT 3akpbIToi yactu MOADC.



JdokyMeHT anmsd

1. I[TonpaBka K COOTBETCTBYIOLIEMY (MM) pa3zieny (aM) JOChe, BKIIIOUas IPsIMOE CpaBHEHHE TEKYIIEro M HOBOTO
oI p oI ecc o B

2. JlanHblc aHanmm3a cepuii (B popmare CpaBHUTEIFHONW TAOIUIIB), IO MCHBIICH Mepe IBYX cepuil (110 MEHBIIEH
Mepe ONBITHO-IIPOMBIIUICHHBIX ), MPOU3BEACHHBIX C IOMOIIBI0 OJOOPEHHOTO W MPEIIaraeMoro IpoIecCOB.
3. Konun YTBEPKICHHBIX crienupuKaIum AKTHBHOU (dhapmarneBTHUECKOI CyOCTaHITHH.
4. Jlexnaparus JPY wmu gepxarenss MDPADC cooTBETCTBEHHO, YTO H3MEHEHHE KAaYeCTBEHHOTO H

KOJIMYECTBEHHOr0 Mpoduis TNpuMecedl Mian (U3NKO-XMMHUYECKHX CBOMCTB OTCYTCTBYET, CHOCOO CHHTE3a,

crienuQUKay akTHBHON (papMalieBTHUECKOl CyOCTaHIIMHU 1 TIPOMEKYTOUYHBIX ITPOyKTOB HE H3MEHSIOTCSL.

k b.[.a.2.6) [Tox 3HAaYUTENbHBIMU U3MEHEHUSMH aKTHUBHBIX
(apMareBTHYECKUX CYyOCTaHIMHA, MNOJYYSHHBIX MyTeM
XMMUYECKOTO CHHTE3a, MOJAPa3yMEBAIOTCS HM3MEHEHUS
crnoco0a cHHTe3a WM YCIOBHH IPOM3BOJCTBA, KOTOpHIE

[Tpumeuanne CIIOCOOHBI M3MEHUTh BAXKHBIC TIIOKa3aTeld KadecTBa
AKTUBHOW (apMareBTUYeCKOi CyOCTaHIIMK, TaKue Kak
Ka4ueCTBEHHBIN M (M) KOJMYECTBEHHBIA PO IpUMeCeH
, TpeOyoUMii KBaTU(pHUKALNN, WU (U3UKO-XUMHUECKUE
CBOMCTBa, BIUSIOUINE Ha OMOJOCTYITHOCTb.

b.l.a.3 HM3meHeHue pasmepa cepuu (BKIOYas
IUAMa3oHbBl pa3Mepa CEpHHM) aKTUBHOH

(dapmaneBTHUYECKOH  CyOCTaHIMH WM N Tpebyemas Bun
CIIOBUS

MMPOMEKYTOYHOTO IMPOAYKTA, UCIOJB3YyEMOTO B JOKYMCHTaluA mpouecaypbl

npoiecce MIPOU3BOACTBA aKTUBHOM

(hapMareBTHUCCKOW CYOCTaHIHH

a) yBeIMYEHHE pa3Mepa cepud BILIOTH 10 10 pa3

1,2,3,4,5,6,7,8 1,2,5 1B
M0 CPAaBHEHUIO C 3aPETUCTPUPOBAHHBIM Pa3MEPOM
0) 10-kpaTHOE pa3yKpyIHEHUE 1,2,3,4,5 1,2,5 1B

B) M3MEHEHHE TpeOyeT aHan3a COMOCTaBUMOCTH
OHMOJIOTrMYECKOW/MMMYHOJIOTHYECKOM aKTUBHOM - - 11
(apmaneBTHYECKOW CyOCTaHIIMN

') yBenuueHue pa3mepa cepuu Oonee 10 pas mo

- 1,2,3,4 1B
CPaBHEHHIO C 3apETUCTPHPOBAHHBIM Pa3MEpPOM
1) yBeIWYCHUE/yMCHBIICHHE  MaciiTada
NpPOU3BOJCTBA Ouonorndeckoi/
HMMYHOJOTHYECKOM aKTUBHOM
Y - 1,2,3,4 B

(hapmarneBTHYCCKOI cyOcTaHIIMHM 0e3 M3MECHEHHUS
mpomecca  HPOM3BOJACTBAa  (HampuMmep,
IyOnupoBaHHE JTMHUH)

Y ¢ 1 o B HuU 4
1. Bce u3MEHEHHS METOJOB MPOW3BOJCTBA 3aTParHBAIOT JHUIIb HEOOXOIUMBIC IS YKPYIMHEHUS WITH

pasyKpymnHEHHUS, Hanpumep, HCIIOJIb30BaHUE obopynoBaHus JIpyToro pasmepa.
2. HeoOxoanMo mpencTaBUTh PE3yJIbTAaThl HCIBITAHUHA COTIACHO CHEUU(HUKAIMAM, HE MEHEE OBYX Cepuil
npeararaeMoro paszmepa CEpHUH.

3. PaccMarpuBaeMblii JICKAPCTBCHHBIH Mpemapar HE SBISICTCS OHOJOTHYCCKUM/MMMYHOJIOTHYCCKUM
JEKapCTBEHHBIM npemnaparom.
4. U3MeHeHHEe He BO3ICHCTBYET HEXKeNaTeIbHBEIM 00pa3oM Ha BOCHPOHW3BOIUMOCTH IpOIlecca.
5. 3MeHeHue He JOJDKHO OBITh CIEICTBUEM HEIPEABUACHHBIX CHTYalldil, BO3HUKIINX B XOJ€ MPOU3BOJICTBA,
nlu HapylleHHs CTabOUNBHOCTH.
6. Crnenudukanuy akTHBHOH (apMaieBTHYecKoi CyOCTaHIMHU/TPOMEKYTOYHBIX MPOJYKTOB HE H3MEHSIOTCS.
7. AXTHBHaA dbapmaneBTHUECKAS cyOcTaHIus HE SABIISETCS CTEPUJIbHOM.
8. Pasmep cepuu Haxozstcs B mpenene 10-kpaTHOro nuamasoHa pasMepa CEpHH, NPEAyCMOTPEHHOTO IpHU
PETHUCTPAIUH, WK TOCIIC TOCIEAYIONIETO U3MCHEHNS, HE SBJISIBILICTOCS U3MEHEHHEM [A Twuria.



JokxkyMeHT anuqs

1. I[TonpaBka K COOTBETCTBYIOHEMY (M) pasneny(am) noche.
2. Howmepa cepui, HCTIBITAHHBIX cepuit HMEIT npeajgaraemMblil pasMmep cepuu.
3. JlanHbie aHanmu3a cepuil (B (hopMaTe CpaBHHUTEIBHOMN TAOJHUIIBI), 0 MEHBIICH MEpe OJHOU MPOMBIILICHHON
CepUH AaKTHBHOW (papManeBTHICCKOW CYOCTaHIIMA WM TPOMEXKYTOYHOTO NPOAYKTa COOTBETCTBEHHO,
MIPOM3BEJICHHON B YTBEPKICHHOM U TIpeanaraecMoM pasmepe. [1o 3ampocy HeoOXOAMMO MPEACTaBUTh JaHHEIE 110
CJIEIYIOIINM JIBYM TIOJIHBIM TPOMBIIUIEHHBIM CEpHUsIM; AepKaTellb 00s3aH COOOIIUTD, €CIIH Pe3yIbTAaThl aHAIH3a

HE YKJIaabIBAIOTCS B crenupUKaIUIo u HNPEI0XKHUTh IJ1aH JefcTBU.
4. Komuu onoOpeHHBIX crnenuduKaluii akTUBHOW (apMaleBTHUECKOW cyOcTaHIMU (M HPOMEKYTOUYHBIX
ONPOAYKTOB, ecnu NPUMEHUMO).

5. Hexknapanus APY wnu nepxarens MOADC coOoTBETCTBEHHO, YTO BCE U3MEHEHHUS! METOJIOB MPOU3BOACTBA
3aTparuBaroT JHIIb HEOOXOAWMEBIC [UIS YKPYMHEHHUS WM pPa3yKpyMHEHUs, HAMpUMEp, HWCIOJb30BAHHC
o0opynoBaHUS PYroro pasMmepa; M3MEHEHHE HE BIHSAET HEXENaTeIbHBIM 00pa3oM Ha BOCIPOHU3BOIUMOCTH
TpoIiecca; N3MEHEHHE HE SIBIIIETCS CIeICTBHEM HENpPEIBUICHHBIX CUTYAII, BO3HUKIINX B XOJI€ TIPOU3BOJICTBA,
WM HAPYIICHUS CTaOMJIBHOCTH; Crenu(UKaNuy aKTUBHOW (hapMaIleBTHYCCKOW CYOCTaHIMH/TIPOMEKYTOUHBIX
MIPOJYKTOB HE U3MEHSIOTCS.

b.l.a.4 H3menenue BHYTPUIPOU3BOJACTBEHHBIX
HUCTBITAHUM WM KPUTEPUEB MPUEMIIEMOCTH, v Tpebyemas Bun

.. Ycaosus
UCTIOJNIb3YIOIIUXCS] IPU MPOU3BOJCTBE AKTUBHON JOKYMEHTAIHS MIPOLEAYPHI

(hapMaIreBTHUCCKON CYOCTaHIHH

a) YXKCCTOUCHUC BHYTPHUIIPOU3BOACTBECHHBIX

1,2,3,4 1,2 1A
KPHUTEPUEB MTPUEMIIEMOCTH

0) noGaBlieHNE HOBBIX BHYTPHIIPOU3BOJICTBEHHBIX

N 1,2,5,6 1,2,3,4,6 1A
UCTIBITAHUHN WIIH KPUTEPUEB IPUEMIIEMOCTHU

B) HUCKIIYCHHUC HC3HAYHUMOTO

1,2,7 1,2,5 1A
BHyTpI/IHpOI/ISBOI[CTBCHHOI‘O HUCIIBITAHUS

r) pacuiupeHue 0JT0OpEHHBIX

BHYTPHIIPOU3BOJICTBEHHBIX KpHUTEPUCB

MPUEMIIEMOCTH, KOTOPbIE CYIIECTBEHHO BIHSIOT 1I
Ha COBOKYNHOE KadecTBO aKTHUBHOM

(hapMareBTHIECKON CyOCTaHINH

J1) HUCKJIIOYEHHE BHYTPUIPOHU3BOJICTBEHHOTO
HCIBITAaHUS, KOTOPOE MOXKET CYLIECTBEHHO
MOBJIMATh Ha COBOKYITHOE KayeCTBO aKTHUBHOI
(hapMareBTHIECKON CyOCTaHIIH

II

e) pobOaBieHue 31051 3aMeHa
BHYTPHUIIPOU3BOJCTBEHHOTO HCIBITAHUS U3 1,2,3,4,6 1B
coo0pakeHN Oe30MTaCHOCTH WIIH Ka4eCcTBa

Y ¢ o1 o B u 14

1. M3MeHeHue He SBISICTCS CICACTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO IO pe3yJjbTaTaM paHee
MPOBEJICHHBIX SKCIIEPTH3 C ILEIbI0 aHAN3a KPUTCPUEB MPHEMIIEMOCTH crenudukanuu (Hampumep, B X0Je
perucrtpanuu 158871 BHECEHUSA H3MEHEHUHU IT THIA).
2. V3MmeHeHne He SBISIETCA CIIEACTBHEM HEMPEIBUACHHBIX CHTYAIlMi{, BO3HUKIINX B XOJ€ IMPOU3BOJCTBA,
HallpuMep, HOBas HEKBATH(HUIMPOBAHHAS MPHUMECh, M3MEHEHHE IIPENETIOB COIEP)KAHUS CYMMBI NPHMECEH.
3. JIro00€e n3MeHeHre TOJKHO YKIIaIbIBaThCS B THAMA30H JACHCTBYIOIINX OZOOPEHHBIX KPUTEPHUEB IPHUEMIIEMOCTH

4. AHanuTudeckas METOJUKa HE HU3MEHseTCs UIu U3MEHsIeTCs HE3HAYUTEIBHO.
5. Hu oauH HOBBIM METOJ UCHBITAHUS HE OCHOBAaH HA HOBOM HECTAHAAPTHON METOOJIOTMU WU CTaHAAPTHOMN
METONONOTHH, HCIOIb3yeMOH MO-HOBOMY.
6. HoBbIif MeTOJ MCTBITaHUS HE SABISAETCA OHOJIOTMIECKHM/MMMYHOJOTHYECKUM/MMMYHOXUMHYECKAM FITH
METOZAOM, B KOTOPOM HCIIONB3yETCsl ONOIOTHUECKUI PEakTHB Uil OMOJIOTHIECKON aKTUBHON (hapMarieBTHIECKOM
cyOcTaHuuu (32 HUCKJIIOYEHHEM CTaHAApTHBIX  (apMakoNmeHHBIX MHUKPOOHOJOIHYECKHX  METOJIOB).



7. Iapamerp crienuduKauy HE 3aTparuBaeT KPUTHYECKHH MapaMeTp, Hampumep, JIIOO0H M3 ClelyroNuX:
KOJIMYECTBEHHOE OIpelelieHne, NpUMecH (ECM TOJBbKO ONpPEACTICHHBIA pPAaCTBOPUTENb OJHO3HAYHO HE
HCIIONB3YETCs B MPOM3BOACTBE aKTUBHOW (hapMameBTHIECKO# cyOCTaHIM), JIo0ast KpuThdeckas Qpu3maeckas
XapaKTepHCTHKa, HAIpUMep, pa3Mep YacTHUI, HAChITHAs IUIOTHOCTH IO M IIOCJe YIUIOTHEHHUS, MCIbITAaHHEe Ha
MOJJTHHHOCTb, BOJIA, JIIO00# 3a1poc Ha M3MEHEHUE YaCTOTHI UCTIBITAHHHN.

JdoxyMmMeHT anus

I. [Momparka K COOTBETCTBYIOIIEMY (um) pasgeny (am) Ioche.
2. CpaBHuTenbHasi TabnMia TEKYU[MX ¢ OPEIaraeMblX BHYTPUIIPOU3BOJCTBEHHBIX  HCIBITAHHIA.
3. TlogpoOHoe ommcaHWe HOBOW HedapMaKONEeHHON aHATMTHYECKOW METOOWKH W JIaHHbIE Bamuialuu (B

COOTBETCTBYIIOIHUX caydyasax).
4. JlaHHble aHamM3a JBYX MPOMBIINUICHHBIX CepUi (11 OMOJOTMYECKMX AaKTHUBHBIX (hapManeBTHUECKUX
cyOcTaHIMii, B OTCYTCTBHE [IOJDKHBIX OOOCHOBaHMH, — TpH NPOMBINUIEHHBIE CEPUU) AKTHBHOH
(bapManeBTHYCCKOI cyOcTaHUHH no BCEM napameTpam crenupuKaum.

5. Ob6ocHoBaHme/onIeHKa pHUCKOB co cTopoHBl JIPY wmm gepxkarens M®OPADC CcoOTBETCTBEHHO,
MOATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIC MApPaMETPhl SIBJISIFOTCS HE3HAYMMBIMHU WJIM yCTapeBIINMH.
6. ObocHoBaHue co cropoHbl JIPY nnu nepxarens MOADC cooTBETCTBEHHO HOBBIX BHYTPUIIPOU3BOJICTBEHHBIX
WCTIBITAHUH U MIPEEIIOB.

Bb.1.a.5 V3meHeHne akTHBHOH (hapMarieBTHISCKON

CyOCTaHIINM CEe30HHOH, MpEmaHIeMUYECKON FITH N Tpebyemas Bun
. CIJIOBUS
MaHJIEMHYECKONH BaKLIUHBI AN MPOPUIAKTHKH JOKYMEHTAIHS MIPOLEAYPHI
rpumma
a) 3amMeHa ImTamMMa(oB)  CE30HHOW,
NpenaHJeMUYeCKOW WIM [aHAEMUYECKOH 11

BaKIMHBI AT MPO(UITAKTHKY TPHUIITA

b.I. 6) KonTposnp kauecTBa akTUBHOM apMalieBTUUECKON cyOCTaHIIUU

b.1.6.1 N3menenne mapameTpoB crenupukanud u (WIH) KPUTEPUCB

TIPUEMJIEMOCTH aKTHBHOH (apMarieBTHIECKOW CyOCTaHIIMH, MCXOIHOTO v Tpebyemas Bupg
CIIOBHS

MaTepraja/IpoOMEeKyTOYHOI0 TMPOAYKTa/PeaKTHBA, HCIONb3YEMbIX B JIOKYMEHTAIUs MPOLETyPhI

mpoliecce MPOU3BOACTBA AKTHBHOM (papMaleBTHUCCKOM CyOCTaHITUH

a) YXKECTOYCHHE KPHUTEPHEB MNPHEMIIEMOCTH CIenu(DUKaIuu
JEKapCTBEHHBIX IIpemapaToB, MOMJIEKAIUX BBEIYCKy cepud 1,2,3,4 1,2 IA
o(hUIMaTBHBIM KOHTPOJIBHBIM OpraHOM

0) y’KecToueHHEe KPUTEPHEB IIPHEMIIEMOCTH CIIelU(DUKAIINN 1,2,3,4 1,2 1A

B) no0aBiieHNE B CIICM(PHUKALINIO HOBOTO ITapaMeTpa 1 COOTBeTCTRyomero 1,2, 5, 6

1,2,3,4,7 IB
eMy METOAa UCIIBITAHUS . 7

F) HCKIIIOYCHUEC HE3HAYUTCIIBHOTO IMMapaMeTpa CHGIII/I(l)I/IKaIII/II/I (HaanMep,

1,2,8 1,2,6 1A
HCKIIIOYEHHUE yCTapeBIIETro IIapaMeTpa)

) MHCKIIOYEHHE IapaMeTpa CcHelu(HUKalHud, KOTOPBI MOXeT
CyLIECTBEHHO IIOBIUATh HAa COBOKYIIHO€ KauyeCTBO aKTHUBHOH II
(apmaneBTHYECKOH CyOCTaHIINM U (MJTH) JIEKApCTBEHHOTO ITpenapara

€) HW3MCHEHME, BBIXOAAINIEC 3a OMOOPEHHBIM AMaNa3oH KPHUTEPHEB
NPUEMIIEMOCTH  cHeu(UKAuil  aKTUBHOH  (papMameBTHUECKOM II
cyOCTaHIUH

) pacIIMpeHne 000pEeHHBIX KPUTEPHUEB ITPUEMIIEMOCTH crienn(pUKauN
Ha HCXOJHBIC MAaTE€pPHAIbl/TIPOMEXYTOUYHBIE TIPOLYKTH, KOTOPEIC I
CYIIECTBEHHO BIHUSIOT HA COBOKYNHOE KadecTBO AaKTHBHOHU

(hapmarieBTHUECKON CyOCTaHIMK 1 (MITK) JIEKAPCTBEHHOTO MIpemnapara

3) nobamieHwe WJIM 3aMeHa (MCKIOYas OWOJOTHYECKYI0 W
MMMYHOJIOTHYECKYI0O CYOCTaHIMIO) mapaMerpa crneuupukanua u

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



COOTBCTCTBYIOLIETO €My METOJa HCHBbITAHUA U3 COO6pa>KeHI/II71
0e30ITaCHOCTH UJIM KauyecTBa

M) eciM Ha aKTUBHYIO (papMaleBTHUYECKYyI0 CyOCTaHIUIO OTCYTCTBYET
crathsi ['ocymapctBenHoit @apmakoneu PecnyOonukmn Ka3zaxcran,
U3MEHEHHE COOCTBEHHBIX JaHHBIX crneuu(uKanuu Ha JaHHbIE
Heo(pUIuaIsEHOH (hapmakonen Wi (hapMaKoNen TPEThEH CTpaHbI

1,2,3,4,5,7 1B

Y ¢ o1 o B un 1

1. V3MmeHeHWe He SBISETCS CIEACTBHEM JIOOOro 00s3aTeNbCTBA, NPUHATOrO MO pe3yJbTaraM paHee
MPOBEJCHHBIX AKCIIEPTU3 C IENbI0 NIEPECMOTpa KPUTEPUEB MPUEMIIEMOCTH crieluduKauy (HanpuMep, B X0Je
perucTpanuu JI€KapCTBEHHOTO npemnapara 15807 BHECEHUHU HU3MEHEHUU IT THTIA).
2. U3MeHeHue He sBIsIETCA CIEACTBHEM HENPEABUACHHBIX CHUTYyallMil, BO3HUKIIMX B XOJE MPOU3BOJCTBA,
HanpuMep, HOBOW HEKBATM(UIIMPOBAHHON IMPHUMECH, W3MEHEHHUS IPEIENIOB COACPKaHHS CyMMBI IPUMECEH.
3. JIroboe m3MeHeHHnEe OJDKHO YKIaAblBaThCsA B AMANA30H TEKYLIUX OJOOPEHHBIX KPUTEPHEB NPHEMIEMOCTH.
4. AHanuTHYeCcKas METOJHKa HE H3MEHSIETCS 118971 U3MEHIEeTCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METO/ MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOW METOJOJOTUM WM CTaHAAPTHOU
METONOJOTHUH, HCNONb3yeMOH MO-HOBOMY.
6. HoBbIif MeTOZ HCHBITAaHHS HE SBISETCS OMOIIOTHUECKHM/ MMMYHOJIOTHUECKHMM/ MMMYHOXHMHYECKHM HIIH
METO/IOM, B KOTOPOM HCIIOIB3YETCsl OMOIOTHYECKHIA PEaKTHB sl OMOJIOTHYECKOH aKTHBHON (papMarieBTHIECKOH
cyOcrannmmmu (32 HWCKIIOUYEHHEM CTaHAAPTHHIX (apMaKOMEHHBIX MHUKPOOMOJIOTHYECKHX METOIOB).
7. N3menenue mo00ro Marepuanga HE 3aTparuBacT T'€HOTOKCHYHYHO NpHMech. Eciy BOBIEUEHAa aKTHUBHAs
(dapmaneBTHUeckas CcyOCTaHIHMs, 3a KMCKIIOYEHHEM OCTAaTOYHBIX PACTBOPHUTENEH, KOTOpPbIE OJDKHBI
COOTBETCTBOBAThH IpeJieiaM, COOTBETCTBYIOIIEH crarbe ['ocynapcrBennoit ®@apmakonen Pecniyonuku Kazaxcran,
KOHTPOJIb JII00OH HOBOM NpHUMECH JOJDKEH COOTBETCTBOBaTH I'ocymapcrBeHHOi @apmakonee PecrryOnukn
K a3 axcrTawsu

8. Ilapamerp cnenuduKanuy HE 3aTParnBaeT KPUTHUECKUH MapaMeTp, HalpuMmep, J000i W3 clemyronmx:
KOJIMYECTBEHHOE OIpEJENIEHUE, NMPUMECH (€CIM TOJBKO ONPEACICHHBIH pPAacTBOPUTENh OJHO3HAYHO HE
UCIIOJNIb3YETCsl B MMPOM3BOJICTBE aKTUBHOW (hapMaleBTHUYECKOi cyOcTaHImu), aro0as KpuTHdeckas (Gpusndeckas
XapaKTepUCTUKA, HAIPUMEp, pa3Mep YacTHUl], HaChIIHAs IUIOTHOCTh A0 U TOCHE YIUIOTHEHUS, UCIBITAaHHE Ha
MOJJTMHHOCTb, BOJIA, JII000H 3alpoC Ha MPOIYCK UCIBITAHUSL.

JdoxkxkyMeHT aUngs

1. I[TonpaBka K COOTBETCTBYMOImEMY(HM) pasgeny(am) noche.
2. CpaBHUTeNbHAA Tabnuia TEKYUIHX u npeajgaraeMbix cnenupUKamui.
3. [HogpoGHoe onucanue J1t000I HOBOW aHATMTUYECKOW METOJMKHU U AaHHbBIE BATUIAINU (B COOTBETCTBYIOLIHX
c 1y 94 a s X )

4. JlanHbIe aHAM3a ABYX NPOMBIIIICHHBIX CEpHil (B OTCYTCTBHE 000CHOBaHMS 0OpPaTHOTrO JUIsl OMOIOTHYECKUX
aKTUBHOW (papMameBTHYECKUX CyOCTaHIMA — TPU CEPHUH) COOTBETCTBYIOUICH aKTHBHOHN (hapMalleBTHICCKOMH
cybcTaHIUH mo BCEM mapamMeTrpam cienupUKAHA.
5.B COOTBCTCTBYIOIIUX ClIydadX HAaHHBIC TECTa CpaBHI/ITeHBHOI\/’I KHHCTUKHN PACTBOPCHUA JICKAPCTBECHHOI'O
mpernapara, COJAEp)Kallero axkTHBHYI0 (apMaleBTHUECKyl0 CyOCTaHIMIO, IO MEHBLIeH Mepe, u3
OTIBITHO-IIPOMBIIIUIEHHOH CEpPHH, COOTBETCTBYIOLIEH AEHCTBYIOIIMM M MpeajaraeMpiM crenupukanusM. B
OTHOUIEHUH JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaToB AOCTATOYHBI JaHHBIE CPABHUTEIHHONW pacIaJacMOCTH.
6. OOocHOBaHme/OIeHKa pHUCKOB co cTopoHBl JIPY wumm gepxkarens M®OPADC CcoOTBETCTBEHHO,
MOJTBEPXKJAIOIINE, YTO BHYTPUIIPOHM3BOJACTBEHHBIH IapaMeTp SBISETCA HE3HAYMMBIM WM YCTAapEBIIUM.
7. O6ocHoBanue co ctoponsl JIPY win gepxatenss MOPADC cooTBETCTBEHHO, HOBBIX ITapaMeTpa Crelu(UuKaium
Y KpUTEPUEB MTPUEMIIEMOCTH.

b.1.6.2 lV3MeHeHHe aHAIMUTUYECKOM  METOIMKH  aKTHUBHOM

(hapManeBTHUECKON CyOCTaHIIMM WM HMCXOOHOTO Marepuana, v Tpebyemas Bupg
CIIOBUS

MIPOMEKYTOYHOTO MPOAYKTA, PEaKTHBA, HCIOIB3YEeMBIX B IIpoIecce JOKYMEHTAITUs MPOIIEeTypPHI

MIPOU3BOJICTBA aKTUBHOU (hapMaIleBTUICCKON CyOCTaHIIUN
a) He3HAYMMBbIC U3MEHEHHUS 0JJO0OPEHHON aHATUTHIECKOH METOIMKHI 1,2,3,4 1,2 1B

0) UCKITIOUEeHNE aHATTMTUICCKONH METOANKH aKTHBHOM (papMarieBTHIecKoit
CyOCTaHIIMM MM MCXOJHOTO MaTepuaya, MPOMEXYyTOYHOTO INPOIYyKTa,



peaxkTuBa, eciau albTepHATHBHAas €l aHaluTU4YeCKass METOIMKa Yxe 7 1 1A
omobOpeHa

B) MMpOYNEC N3MCHCHUA aHAJUTHYECKOU MCTOAUKHU (BKHIO‘-IaH 3aMCHY WJIN 1.2.3.5
2 b 2

1,2 IB
96 ’

n00aBJICHUE) PEAaKTHBA, KOTOpas HE OKAa3bIBACT 3HAYUMOIO BIIMSHUS Ha
COBOKYITHOC KaUeCTBO aKTHBHOM (apMaIieBTHUCCKON CYOCTaHIHH

T) CYIIECTBEHHOE W3MEHEHHWE WM 3aMeHa OHOJIOTHYECKOTO,
UMMYHOJIOTHYECKOTO, MMMYHOXHMHYECKOTO METOAA HCIBITAHUS WIIH 1
METO/Ja, B KOTOPOM HCIIOJB3YETCS OWOJOTHYCCKUNA PEaKTUB IS

OHMOJIOTUYECKOI aKTUBHOW (hapMaIleBTHYCCKON CyOCTaHIIMU

1) IPOYHe M3MCHEHHs aHATMTHYECKOW METONUKH (BKIFOYas 10OaBICHHE
WM 3aMEeHY) aKTHBHOM (hapMarleBTHUECKON CyOCTaHIINN WM UCXOIHOTO 1,2 1B
MaTepHaa/IpoMexyTOYHOTO IPOIYKTa

Y ¢ o1 o B un 14

1. IlpoBenena HeoOXoMMMas BaJIUIALMS, TIOATBEP KAAIONIAs TO, YTO OOHOBJICHHAS aHAUTHYECKAsh METOINKA, 1O
MEHbIIEH Mepe, SKBHUBAJE€HTHA npeab aAymei.
2. Ilpenensl conmepxaHus CyMMBI NpUMeEced HE W3MEHMINCH, HOBbIE HEKBAaIH(DHUIMPOBAHHBIE MPHUMECH HE
0 06 Hapy X eH H

3. Meton aHanu3a He U3MEHWICA (HapuMep, U3MEHEHHE JUIMHBI KOJIOHKH WM TeMIepaTyphl, HO He JPyroi BUJ
KOJTOHKH uu MEeTOo).
4. MetoJ UCIIBITaHUS HE SBISIETCS ONOJIOTHIECKUM, IMMYHOJIOTHIECKUM, UMMYHOXUMHWYECKUM HIIH METOJIOM, B
KOTOPOM HCIIONIb3YeTCsl OMOJIOTHYECKHH peakTHB sl OMOJIOTHYECKOW aKTHBHOW (hapMareBTHIECKOH
cyOcrannmmu (32 WCKIIOYEHHEM CTaHAAPTHHIX (apMaKOMEeHHBIX MHUKPOOHMOJIOTHYECKHX METOIOB).
5. Hu onuH HOBBIM METOA HCHBITAHUS HE OCHOBAaH Ha HOBBIX HECTAHIAPTHBIX METOJAaX MM CTaHIapTHBIX
MEeTOgax, HMCIMOJTb3YyECMBIX MO-HOBOMY.
6. AxrTuBHas (¢apmaneBTHYECKas CyOCTaHIMsI He SBISETCS OHOJOIMYECKOd, HMMMYHOJIOTHYECKOM.
7. AnpTepHaTHBHAs aHAJIMTHYECKas METOJMKa /sl apaMeTpa crenuprKanul yxe oJo0peHa, Ipyu 3TOM TaKas
METO/MKa He ObLTa BKJIIOYEHA TOCPEACTBOM [A-yBeqomiieHuS.

JdokKkyMeHT aunumsd

1. TTonpaBka Kk COOTBETCTBYIOILIEMY (MM) pa3zieny (aM) I0Cke, BKIIIOYAs ONMUCAHNE aHATUTUYECKOW METOA0JI0THH,
pe3loMe JTaHHBIX BaJdUJallMd, MEPECMOTPEHHBIC CHenu(UKalMu Ha TOpuMecH (SClIM TPUMEHUMO).
2. CpaBHHTENBHBIC PE3yNbTATHl BATUAANNN WIH, NIPH HATHYIAU OOOCHOBAaHUS, CPABHUTEIHHBIC PE3yIbTaThI

aHaIN3a, MOATBEPKIAIOIINE, YTO TEKYIIee U MpeiaraéMoe UCTIBITAHNS SKBUBAICHTHBI. HacTosmiee TpeboBanme
HE TIPUMEHSCTCS, €CJI T00aBIsIeTCsl HOBAs aHAIUTHYECKAask METOINKA.

b.I. B) ymakoBOoYHO-yKymopo4Hasi cuctrema

Bb.1.B.1 3MeHeHme MepBUYHON YIaKOBKH aKTHBHOHM (papMaIleBTHUSCKON Tpebyemas Bupg

Ycnosus
cyOCTaHIIH JOKYMEHTAITUs TPOIEeTypPHI
a) KAYeCTBEHHBIN U (MJIN) KOJIMYCCTBEHHBIN COCTAB 1,2,3 1,2,3,4,6 1A
0) KaueCTBEHHBIH U (W) KOIMISCTBEHHBIN COCTaB IS CTEPUIBHBIX WIJIH
HE3aMOPOKEHHBIX  OHMOJIOTHYECKUX/UMMYHOJIOTHIECKIX AKTHBHBIX II
(hapmareBTHUECKHX CyOCTaHIIHIA
B) JKHJIKHE aKTHBHBIE ()apMalleBTHUECKHE CyOCTaHIINH (HECTEPUIIbHBIC) 1,2,3,5,6 IB

Y ¢ o1 o B un 1

1. ITo COOTBETCTBYIOIIMM CBOWCTBAM IpeiaraeMblil yIIakoBOYHBINH MaTepHail JOJDKEH, 110 MEHbIIeH Mepe, ObITh
DKBUBAJIECHTHBIM ONO0OO0OpEHHOMY.
2. HauaTbl cOOTBETCTBYIOIIME UCCIIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMHU TPEOOBAHUIMHU
U 3asBUTEJIIEM Ha MOMEHT BBEACHHMS W3MEHEHHH MNPOAHAIU3UPOBAHBl COOTBETCTBYIOIIUE MapaMeTphl
CTaOMIBHOCTH HE MEHEE YeM Ha JBYX ONBITHO-IPOMBIIUICHHBIX WM HPOMBIIIICHHBIX CEPHSX, B €ro
pacrnopsKeHUH HaXOMATCS yAOBIETBOPUTENBHBIE PE3yNbTAThl, 110 MEHBIIEH Mepe, TPEXMECAYHOrO H3Y4YEHHs
crabunbHOCTH. OZIHAKO, €CIIU MpejJlaracMas yrakoBka 0ojiee YCTOHUMBa 110 CPAaBHEHUIO C 3apETHCTPUPOBAHHOM,
TO TpPEXMECSYHbIE JaHHBIC MO CTaOMJIBHOCTH He TpeOyroTcs. 1o 3aBeplieHMH TakUX HWCCIEIOBaHUM, €CIH
pe3yabTaThl HE YKIAIBIBAIOTCS B CIEUU(HUKALNN MM IMOTEHIMAIBHO HE YKJIaJIbIBAIOTCS B crel(UKALMU Ha



KOHEI[ CpOKa TOJHOCTH/TIEPUOJIa IMOBTOPHOTO HCHBITAHUS, HX HEOOXOIUMO HEMEICHHO TNPECTaBUTH
YIOJHOMOYEHHOMY oprany HapALY c npejanaraeMbiM IIaHOM JEWCTBUIA.
3. Hckimo4aroTesi CTepUIIbHBIC, KUAKHE U OHOJOrHYeCKue/MIMMYHOJIOTHYECKAE aKTHBHBIC (hapMalleBTHUSCKHE
CyOCTaHITHH.

JdoxyMmMeHT anmws

I. ITonpaBka K COOTBETCTBYIOIIEMY (um) pasgeny (am) Jocke.
2. Heobxonnmble naHHBIE O HOBOM yIakoBKe (HAampuMep, CPaBHUTENbHBIC NAHHBIE 1O NPOHHUIIAEMOCTH,

Hampumep, mns O2, CO2, Bmaru u T.X.), BKJIIOYas MOATBEP)KIEHHE TOTO, YTO MaTepHall COOTBETCTBYET

COOTBETCTBYIOIINM (hapMaKONEeHHbIM TPEOOBAHMUIM O IIACTHYECKUX MaTepHanax U 00beKTaX, KOHTaKTHPYIOINX
c NUILEBBMHU NPOAYKTaMH.
3. B cooTBeTCTBYIONIMX CIy4asX HEOOXOIMMO MPEICTABUTH MOATBEPIKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXIY
COJICPKMMBIM M YIMAaKOBOYHBIM MaTE€pHajOM HE IPOUCXOAMT (HAIpHUMEp, OTCYTCTBYET II€peMelleHne

KOMIIOHEHTOB MpEJIaracMoro Marepuaja B €ro COAEpKMMOE, KOMIIOHEHTHI JICKapCTBEHHOTO Ipernapara He

MEPEXOAAT B YHNAKOBKY), BKJIIOUYas MOATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM

(hapmakomneiiHbIM TPEeOOBaHUAM O IUIACTHYECKHX MaTepHaiax M 00BEKTaX, KOHTAKTHPYIOUINX C MHUIICBBIMU

O poagy KTaMH

4. Hexnapauus JAPY win nepxarens MOADC, yto TpeOyemble HCCleOBaHHS CTa0MIBLHOCTH HayaTbl B

COOTBETCTBUH C YCTAHOBJIEHHBIMU TPEOOBAaHHUAMH (C yKa3aHHEM HOMEPOB Cepuil); ¥ 4TO (B COOTBETCTBYIOIINX
ClIydasix) Ha MOMEHT BBEJCHHS HW3MEHEHHH B €ro paclopsDKEHHHM HAaXOAMIHMCH TpeOyeMble MHUHHMaJIbHBIC

YIOBJIETBOPUTEIIBHBIE JAHHBIC 1O CTAOMIBHOCTH; M YTO HMEIOUIMECS IaHHBIE HE CBHJETEIBCTBOBAIH O

Kakoi-mbo mpobieme. HeoOxoammo Tarxke MpeacTaBUTh MOATBEPKACHHWE TOTO, YTO HCCIEAOBAaHUSA OyIyT

3aBepLIEHBI, U YTO, €CIH pPe3yabTaThl He OyNyT yKJIaAblBaTbcsi B CIENM(UKAINWU WIM IOTCHIHAIbHO HE

YKJIABIBaThCS B clielM(UKAIMU Ha KOHEIl CPOKa FOJJHOCTH IMEePUo/ia TIOBTOPHOTO MCIBITAHUS, UX HEMEUIEHHO
NpeACTaBAT  YIOJTHOMOYEHHOMY  OpraHy  Hapsay ¢ [peajiaraeMblM — [JIaHOM  JICHCTBHH.
5. Pe3ynbrarsl nccneioBaHui CTaOMIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMbIM [TapaMeTpaM CTAOMIBHOCTH HE MEHEE YeM Ha IBYX ONBITHO-TIPOMBIIUIEHHBIX WM IPOMBIIIJICHHBIX
CEepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIEB, M MMOATBEPKACHHUE TOTO, YTO YKa3aHHBIE UCCIECIOBaHNS OyayT
3aBEPIICHBI, M €CITU PE3YNbTAThl HE OyIyT YKIaAbIBATECS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKJIJABIBATHCS
B cnenu(uKalMyd Ha KOHEI[ CPOKa IOJAHOCTH, IEPHOJia IOBTOPHOTO HMCIBITAHUS, X HEMEJICHHO MPEICTABAT
YIIOJIHOMOYEHHOMY oprany HapsALy c npeainaraeMbiM nJIaHOM nercTBHil.
6. CpaBHEeHHE NEHCTBYIONIMX U TpeIaraeMpIX crielii(uKanyii MepBUYHON YIaKOBKH (€CTIH IPUMEHUMO).

Bb.1.B.2 M3meHeHne mapaMmeTpoB cHerupUKanuyd U (WIH) KPUTEPHEB
MPUEMJIEMOCTH TIEPBHYHON YIAKOBKH AaKTUBHOH (hapMalleBTHUECKOW Y CIIOBHUS
CyOCTaHIUH

Tpebyemas Bun
JIOKYMEHTAIHS TIPOLEIYPHI

a) Y')KECTOUCHUE KPUTEPUEB MPUEMIICMOCTH CIICIIH(DUKAIIAHI 1,2,3,4 1,2 1A

06) nmoGamiaeHwe B cHemd(HUKAIKMIO HOBOTO IMapamMeTrpa u

. 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOIEMY EMY METO/1a UCIILITAHUM

B) HCKJIIOUYEHHE HECYIIECTBEHHOTO ITapaMeTpa crierudukanym (Hanpumep,

1,2 1,2,5 1A
HCKITIOYCHUE YCTapeBIIEro apaMeTpa)

r) n00aBjIeHHE WK 3aMeHa IapaMeTpa crieiu(UuKalud U3 CoOOOpaKeHui 12.3.4.6 B
0€30IaCHOCTH WIH KaueCcTBa T

Y ¢ a1 o B u 4

1. M3MeHeHue He SBISIETCA CIEACTBHEM KakKOro-THO0 00s3aTeNbCTBA, MPUHATOrO MO pe3yjbTaTaM paHee
MPOBEJCHHBIX JKCIEPTHU3 C IIEIbI0 aHANW3a KPUTEPUEB MPHEMJIEMOCTH crenudukanuu (Hampumep, B X01e
perucTpanuu JeKapCTBEHHOT0 MpernapaTa Wi BHeceHus udMeHeHui Il Tuma), eciu TONBKO OHO paHee He
paccMOTpeHo U ono0peHo B Ka4€eCTBE MepBbI MocAeqyOUEro HaOIOICHUS.
2. V3MeHeHHe HE SBISIETCS CIIEICTBHEM HENPEIBUJICHHBIX CHUTyalud, BO3HHMKIIMX B XO0JI€ MPOU3BOJICTBA
YIaKOBOYHOTO MaTepualia WM T[pH XpaHCHHH AaKTUBHOW  (QapMaleBTHUeCKOW CyOcTaHIUH.
3. JIroboe m3MeHeHHne MOJDKHO YKIIAABIBAaThCS B AHWANA30H TEKYIINX OJOOPEHHBIX KPUTEPHUEB NMPHUEMIIEMOCTH.
4. AHanmutudyeckas METOJMKa HE HU3MEHsIeTCA 381071 U3MEHseTCA HE3HAYUTEIbHO.
5. Hu oilvH HOBBIA METOJl UCTIBITAHHUSI HE OCHOBAH HAa HOBOW HECTAHJAPTHOW METOJIOJIOTMU WJIM CTaHJIapTHOM
METOJI0JIOTHH, UCTIOTIB3YEMON MTO-HOBOMY.



JdoxywMmMeHT anuwws

l. [MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) nocke.
2. CpaBHUTENbHASA Tabnuia TEKYIIHX " mpeaiaraeMbIX cuenupUKaAIUA.
3. ITogpoGHOe onmcaHue JTF000i HOBOIM aHAMTHYECKOW METOIUKY W JTaHHBIE BAaJHIAINH (B COOTBETCTBYOIINX
Cc Ty 9 a s X )

4. JlaHHble aHanM3a JBYX CEPHI YIAaKOBOYHOTO MaTepuana II0 BCEM IapamerpaMm CHelu(HUKaIH.
5. OOocHoBaHHE/OlICHKAa pPHUCKOB co cTopoHbl JIPY wmm nepxatens MODPADC cooTBETCTBEHHO,

MOJITBEPXKIAIOIINE, YTO BHYTPHUIIPOM3BOJCTBEHHBIH IapaMeTp SBISETCS HE3HAYMMBIM WM YCTApEBIIUM.
6. Ob6ocHoBanme co cropoHsl JPY wmmu nepxarenss MOADC cooTBEeTCTBEHHO, O HOBBIX IapaMeTpax
crenu(pUKaIN 1 KPUTEPUEB IPUEMIIEMOCTH.

b.1.B.3 l3MeHeHHe aHATUTUYECKOM METOAMKM HCIBITAHUS MEPBUYHOMN Tpedbyemas Bun

. . YcnoBusa
YHaKOBKH aKTUBHOU (hapMarieBTUIECKOH CyOCTaHIIUU JIOKYMEHTAITUS TPOIICTYPBI
a) He3HAYNTENIbHBIC I3MEHEHHUS YTBEPKICHHON aHaTUTHIEeCKoi MeToquku 1, 2, 3 1,2 1A
0) mpoure U3MCHCHUS aHATUTUYCCKON METOMUKH (BKJIFOUAs JTOOABICHHE L34 1.2 A
bl b b

WX 3aMEeHY)

B) HCKIIOUCHHE AHAINTHYECKOW METOAWKH, €CIIH albTepHATHUBHAS eu
METOJMKA yKe YTBEPKJIeHa

1 IA

YV ¢ 1 o B ®H 1
1. CormacHO COOTBETCTBYIOIIMM JoKyMeHTaM PecryOnmku Kaszaxctan mpoBeneHa HeoOXOamMash BaTHIAIIHS,
MMOATBEPXKAAOMAs TO, 9YTO OOHOBJIICHHAs aHAIWTHYECKas METOAHWKA, MO MEHBIICH Mepe, SKBHBaJCHTHA
oI pe a bl Oy I € i
2. Metop aHanu3a He U3MEHUIICS (HapuMep, U3MEHEHHE JUIMHBI KOJIOHKHU WIH TeMIepaTyphl, HO HEe JPyroi BUJ

KOJTOHKH Uau MeTOoJnd).
3. Hu onuH HOBBIM METOJ| MCIBITAHWN HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METOAAX WU CTAHIAPTHBIX
MEeTOomax, HCHONb3YeMBIX MO-HOBOMY.

4. AxrtuBHas (apmameBTHUECKas CyOCTaHIMS/NEKapCTBEHHBIA IpemapaT He SBISAIOTCS OHMONIOTHYeCKUMU/
UMMMYHOINOTHYECKHUMH.

5. B oTHOImICHUH napamMeTpa CHeHI/I(bI/IKaHI/II/I COXPAHACTCA aHAJIUTHYCCKasd METOAMKA, IPHU 5TOM TaKasg METOAUKaA
He ObLIa no0aBiieHa mocpencTBoM [A, yBeJOMIICHUS.

JdoxkxkyMmMeHT aUns

1. TTompaBka K COOTBETCTBYIOLIEMY(HM) pa3ieny(aM) JOCke, BKIIFOUAs ONMCAHIE aHATUTHICCKON METOIOJIOTHH,
pe3oMe I aHHB X BaJHUAANMUH.
2. CpaBHI/ITCHBHble PE3YIbTAaThl BaJIWAAIIUNA HIIU, IIPU HAJTAYHUU O6OCHOBaHI/IH, CPaBHUTCIIBHBIC PE3YJIbTaThbl

aHayiu3a, MOATBEPXKIAIOIIUMEe TO, YTO TEKyllee W IpeiaraeMoe HCIBITaHWS SKBHBaJeHTHBHL. Hacrosiee

TpeboBaHUE HE TPUMEHSIETCS], €CJIN T00ABIISIETCSI HOBAsI aHATMTHYECKast METOJTUKA.

B.1. 1) ctabuibHOCTH

Bb.I.r.1 N3meneHue neprosa MOBTOPHOTO UCHBITAHUA, IEPUO/A XPAHEHUS

WIN yCIOBUH XpaHEHUs] aKTUBHOHM (hapMalleBTHYECKOW CyOCTaHIINH, eCIn

B PETHCTPAlMOHHOM JOChE OTCYTCTBYET CEpPTH(HKAT COOTBETCTBHS Y CIIOBHSA
EBpomneiickoit ®apmakomneu, OXBaTBIBAIOUIUN MEPHUOL HOBTOPHOTO
UCTIBITaHMS

Tpebyemas Bung
JOKYMEHTAIHSI TIPOIIETYPhI

a) nepuon MMOBTOPHOTO I/ICHI)ITaHI/IH/HepI/IO,H XpaHCHUA 1

1,2,3 1A
1. Coxpamenue o

2. YBenudeHue Meprosia MOBTOPHOTO UCIIBITAHUS IyTEM KCTPAIONIALUH
JaHHBIX TIO0 CTaOWJIBHOCTH, HE COOTBETCTBYIOIIEH JOKYMEHTaM II
Pecrry6nmku Kazaxcran (*)

3. YBenuueHne Meproia XpaHEHHS OHOJIOTHYECKOW/ IMMYHOIOTHIECKON
aKTHBHON (apMareBTUYeCKoi CyOCTaHIIMM, HE COOTBETCTBYIOIIETO II
0JI00pEHHOM MPOrpaMMe U3YIEHHS CTAOMILHOCTH



4. YBenuueHue WM BBEACHHE NEPUO/ia TIOBTOPHOTO UCIIBITAHUS/TIEPHO/Ia 1,2,3 IB
XPpaHEHUs, TIOATBEP)KICHHOTO JTaHHBIMH €CTECTBEHHOTO XpaHEHHS

0) yclIoBUS XpaHEHHS

1. M3meHeHme yCIOBMH XpaHEHHs aKTHUBHOH (hapMaleBTHYECKOMH

1 1,2,3 1A
cyOcTaHIu Ha OoJee cTporue
2. VI3MeHeHHe YCIIOBHI XpaHEHHs OMOJOrMYeCKUX/MMMYHOJIOTHYECKUX
AKTHBHBIX (papMalneBTHYECKUX CYOCTaHIMi, €CJIH HCCICIOBAHHUS I
CTaOMIIBHOCTH ITPOBECHBI HE B COOTBETCTBHH C TEKYIIUM yTBEPKICHHBIM
MIPOTOKOJIOM CTaOMIBHOCTH
3. H3MmeHeHue YCIOBHU XpaHEHHs AaKTHUBHOW (hapMaleBTHYEeCKON 123 B
CyOCTaHIUH s 2y
B) N3MCHEHHE YTBEP)KJCHHON MPOTPaMMbl H3YUEHHSI CTAOMITBHOCTH 1,2 1,4 1A

YV ¢ 1 o B ®u 4

1. I/I3MCHCHI/I$[ HEC SBJIAKOTCA CICACTBUECM Here}:[BI/II[eHHBIX CHTyaHI/Iﬁ, BO3HUKIIIUX B XOIEC HpOI/I3BOI[CTBa, NN
H3MEHEHHUSI CTa0OUNBHOCTH.
2. Ni3MeHeHHs HEe NPUBO/IST K PACHTUPEHUIO KPUTEPHUEB MPHUEMIIEMOCTH HCITBITYEMBIX TAPAMETPOB, UCKITFOYCHHUIO
napamerpa cTabHUIbHOCTU WM CHHXEHHUIO YaCTOTHI UCTIBITAHHA.

JdokKyMeHT aunmsd

1. TlompaBka K COOTBETCTByMIIEMYy(HMM) pazaeny(am) pocke. HeobOXoaumo MpeacTaBUTh PE3yiIbTaThl

COOTBETCTBYIOIIUX HCCIICOBAHUIA CTAaOMIBHOCTH B PEAlIbHOM BpPEMEHH, MPOBEICHHBIX B COOTBETCTBHH C

COOTBETCTBYIONTUMH PYKOBOJCTBAMH I10 CTaOWMIBHOCTH HE MeHee 4YeM Ha JBYX (I OMOIOTHYECKHX

JIEKapCTBEHHBIX MPEMapaTOB — TPEX) OMBITHO-TIPOMBINIICHHBIX WM IPOMBIIIICHHBIX CEPHUSIX AKTUBHOW

(hapmareBTHIECKON CyOCTaHINH, YIIAKOBAaHHOH ¢ TOMOIIBIO 3aPETHCTPHPOBAHHOTO YITAKOBOYHOTO MaTepHaia, u
OXBaTBIBAIOIINX BECh MpeaaraeMblii Mepro] MOBTOPHOTO HCTIBITAHUS, WM MpeaIaraeMple YCIOBUS XpaHEHUS.
2. [ToaTBepKAeHUE TOTO, YTO MCCIICIOBAHUSA CTAOMILHOCTH MPOBEJCHBI B COOTBETCTBUHU C TEKYIIEH 0J00peHHOMN
nporpaMMoi. Pe3ynbTaThl MCCIEOBaHMS JOJDKHBI TOATBEPXKAaTh, YTO COOTBETCTBYIOIIME OAOOpPEHHBIC

cnenupuKanuu OPOJONKAKWT cobmnomarscs.
3. Kommm yTBepXACHHBIX cHenuUKAUA Ha aKTUBHYI  (apMameBTHYSCKYI CyOCTaHIIHIO.
4. ObocHOBaHUE MpeTaraeMbIX H3MCHEHUI.

MepUOJ] IOBTOPHOTO UCIIBITAHUS HE
OpUMEHHUM K  OHMOJOTrHYecKuM/
MMMYHOJIOTHYECKUM  aKTHBHBIM
(hapMareBTHYCCKIM CyOCTaHITUSIM

(*) [pumeuanue

b.I. 1) mpoekTHOE 1MoJIe U MPOTOKOJ MOCTPETUCTPATMOHHBIX U3MEHEHHM

b.I.a.1 BBenenune HOBOTO NPOEKTHOTO TMOJS WM paclIMpeHue
OIOOPEHHOT0 TPOEKTHOTO TONIA AaKTUBHOU (apMaleBTUYECKOH Y CIIOBUS
CyOCTaHITHH, 3aTParuBaoIIee

Tpebyemas Bung
JOKYMEHTAIHSI TIPOIIE/ Y PhI

a) OIHY OINEpPAIMOHHYIO0 €AMHMIlYy IIpolecca MPOU3BOJACTBA aKTHBHOM
(apmaneBTHYECKOM cyOCTaHIIMM, BKJIIOYas COOTBETCTBYIOIIHE 1,2,3 II
BHYTPHIIPON3BOICTBEHHBIE KOHTPOJH 1 (WJIN) aHATUTHIECKHE METOINKA

0) aHAJIUTUYECKHE METOAMKHM MCXOIHBIX MATEPUATIOB/IIPOMEKYTOUHBIX 123 I
OPOAYKTOB U (MJIM) aKTUBHOM (hapMarieBTHUECKOM CyOCTaHITHH >
JdoxkxkyMmMeHT aUn™s

1. IIpoektHoe mosie ObUTO pa3pabOTaHO Ha OCHOBAHHH COOTBETCTBYIOIIMX YCTAHOBJIECHHBIX TPEOOBAHUN M
MEXIyHapPOJHBIX HAy4YHBIX PYKOBOICTB. Pe3ynbTaThl HCCIEOBaHHMN pa3pabOTKU MPOAYKTa, HPOIEecca H

AQHAIMTUYECKOM METON0IOruM (HalpuMep, B3aUMOJEHCTBUE pa3JIMYHBIX I[ApaMETPOB, (HOPMHUPYIOIIUX

HojUIeXallee U3yYEHUIO IPOEKTHOE I0JIe, BKIJIIOYAs OIEHKY PUCKOB M MHOTOMEPHBIE HCCIEI0BAHUS

COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIydasX MHOATBEPHKAAIONIME TO, YTO JOCTUTHYTO IEIOCTHOE

MEXaHHCTHYECKOE ITOHMMAHUE MOKa3aTeNell KauecTBa MaTepualioB M MapaMeTpoB IIpoLecca Ha KPUTHYECKHE
MOKa3aTeNn KadecTBa aKTUBHOM bapMaleBTUIECKOM cyOCcTaHuH.



2. OnucaHue MPOEKTHOTO T0JISt B TAOJMYHOM BHJIE, BKIIIOUas IIEPEMEHHBIE (CBOWCTBAa MaTEpPHANIOB M MTapaMeTphI
npouecca NpPOU3BOACTBA) u ux npeniiaracMbie JHana3oHBl.
3. [TompaBKa K COOTBETCTBYIOIMEMY(MM) pa3iery(aM) Tocke.

b.1.n.2 BBemeHue NOCTPETHCTPALIMOHHOTO MPOTOKOJA YNPaBICHHUS
WU3MEHEHHUSMHU, 3aTpParuBalOlIMMU aKTUBHYIO (apMaleBTHUECKYI0 Y CIOBUS
CyOCTaHITHIO

Tpebyemas Bupg
JOKYMEHTAIHs POLEeIy b

1,2,3 I

JdoxyMeHT au™s

1. I[TonpoGHoOE OMHCaHHE npeajaraeMoro U3MEHEHHUS.
2. TIpoTokon ymnpaBlieHHS W3MECHCHHSMH, 3aTPATWBAONIMMH aKTHBHYIO (apMaleBTHYECKYIO CyOCTaHIUIO.
3. [TompaBKa K COOTBETCTBYIOIIEMY(HM) pa3iery(aM) Tocke.

Bb.1.n.3 UcknroueHue MOCTPErHCTPALMOHHOTO IMPOTOKOJA YIpaBJICHUS
W3MEHEHUSIMH, 3aTParvBalONIMMM AaKTHBHYIO (hapMaleBTHYECKyl0  YCIIOBHs
CyOCTaHIIIO

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLETYPEI

1 1,2 1A

YV ¢ 1 o B H®H 1

1. WckiroueHue moCTPEerucTPaiuoHHOrO MPOTOKOJIA YIIPABICHHSI U3MEHEHUSIMU, 3aTPAruBalONIMMU aKTUBHYIO
(hapmareBTHYECKYIO CyOCTAHIIMIO, HE SIBIISICTCS CICACTBUEM HEIPEIBUICHHBIX CUTYAIMH WM HECOOTBETCTBHS
crienu(pUKalul B X0/I¢ BBEACHUS N3MEHEHUH, OMHUCAHHBIX B MPOTOKOJIE, U HUKAK HE BIMSET HAa YTBEPXKACHHbIC
CBEJICHUS, BKIIFOUCHHBIC B PETMCTPALIMOHHOE JOChE.

JdoxyMmMeHT aUnus
1. O6ocHOBaHHE npeniraraeMoro UCKIIOYCHHUS.
2. [TompaBKa K COOTBETCTBYIOIIEMY(MM) pa3iery(aM) 1ocke.

Tpedbyemas Bun

b.I.n.4 VI3mMeHeHns yTBEpKASHHOTO IPOTOKOJIA YIPABICHUS H3MCHEHUSIMH Y CIIOBUS
JOKYMEHTaIUs POy phl

a) 3HaYMMbIe U3MEHEHHUS IPOTOKOJIA YIIPABICHUS N3MCHEHUAMHI II

6) HE3HAYUMBIC HN3MCHCHHSA IIPOTOKOJIA YHPABJICHHUA HU3MCHCHHUAMMU, 1 IB
KOTOPBIC HC UBMCHAIOT CTPATCTHUIO, OITMCAHHYIO B IPOTOKOJIC

JokxkyMeHT anqs

1. Hexmapamus, 4To 11000€ M3MEHEHHE JOJDKHO YKIAAbIBAaThCS B IHANA30H ACHCTBYIOUIMX yTBEPIKICHHBIX
KpUTEpUEB IpuemiieMocTd. [loMHMMO 3TOro, JeKkiapanus TOro, 4YTO B OTHOLICHHH OWOJIOTHYECKHX/
MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB He TpeOyeTcs OLEHKa COIIOCTaBUMOCTH.

b.I.n.5 Peanuzauuss u3MeHEHUH, NPEAYCMOTPEHHBIX YTBEPKIACHHBIM v Tpebyemas Bupg
CloBUs
MPOTOKOJIOM YIIPABICHHS U3MEHEHUAMHU JOKyMEHTAIHs TPOLECIYPhI

a) peainzanua HU3MCHCHUSA HC Tpe6yeT JOIIOJTHUTCIBbHBIX
BCIIOMOT'aTCJIIBHBIX JaHHBIX

1 1,2,4 1A

0) peannzanusi U3MEHEHHsI TPEOYET MOTOTHUTENBHBIX BCIIOMOTATEIbHBIX
JaHHBIX

1,2,3,4 IB

B) peaju3alds H3MCHEHHUS OHOJIOTHYECKOro/MMMYHOIOTHYECKOTO
JIeKapCTBEHHOTO Iperapara

1,2,3,4,5 IB

Y ¢ 1 o B u +#
1. IlpemnoxxeHHOE M3MEHEHHE OCYIIECTBJIEHO B TMOJHOM COOTBETCTBHUM C YTBEPKACHHBIM IMPOTOKOJIOM
YIPAaBIICHUSI U3BMEHEHUSIMU.

JoxkxkyMeHT anqs

I. Ccrlnka Ha YTBEpPKICHHBIN MIPOTOKOJ yIpaBIICHUS U3MEHECHHUAMH.
2. Jlexynapanus, 4yTO U3MEHEHHE COOTBETCTBYET YTBEP)KICHHOMY IPOTOKONY YIPABICHUS H3MEHEHUSIMH U

pe3yJIbTaThl HCCIeI0BaHUS yIOBIETBOPSIOT KPUTEPUIM IMPUEMIIEMOCTH, OTOBOPEHHBIM B IpoTokoie. ITomumo

3TOT0, AeKJapanus Toro, 9To0 B OTHOIICHUH OMOIOTHYECKIX/MMMYHOJIOTHIECKHUX JIEKApPCTBEHHBIX PETapaToB He
TpebyeTcs OIEHKA COMOCTaBHUMOCTH.



3. Pesynbrarhl MccnenoBaHMA, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KACHHBIM HPOTOKOJOM YIIPABICHHUS
U3 MEHGEEHHSIMHU

4. I[MompaBka K COOTBETCTBYROMEMY(HM) pasgeny(am) nocke.
5. Komust yTBep)kAeHHBIX CrieU(pHKANIl Ha aKTUBHYIO (hapMaleBTHYECKYIO CyOCTaHIHIO.

b.1I JIekapcTBEHHBIN ITpeniapar
B.11. a) BHeLIHUIA BUJ U COCTaB

b.Il.a.1 M3meHeHne uiau 100aBiICHUE OTTUCKOB, TPABUPOBKU HIIH
WHBIX 3HAKOB, BKJIOYas 3aMeHy WJIM J00aBJIeHHE UEpPHWJ, Y CIOBHS
HCTIONIb3YEMBIX NP MTPOM3BOACTBE JEKAPCTBEHHOTO IIpenapaTa

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLETYPEI

a) I3MEHEHHS OTTUCKOB, TPABUPOBKH UM HHBIX 3HAKOB 1,2,3,4 1,2 1B

6) HU3MCHCHUC pI/ICOK/HI/IHI/Iﬁ pasjioMa, NMpCAHA3HAYCHHBIX IJId
pa3acicHus Ha paBHbIC JO3bL

1,2,3 B

Y ¢ nm1 o B U 4
1. Cnenudukanuu JEKapcTBEHHOTO Mpenapara Ha BBIIYCK M Ha KOHEI[ CPOKa TOJHOCTH HE HU3MEHSIOTCS (3a

HCKIIUYCHHUCM BHCIIHCTO BI/I)Ia).
2. Bce YCpHUWIA AOJDKHBI COOTBETCTBOBATH HeﬁCTByIOHICMy (bapMaHCBTI/I‘ICCKOMy 3aKOHOAATCIbCTBY.
3. Pucku/nuauu pa3jiaoma, HC npeaAHa3HaYCHbI Ha pa3aciicHue Ha PaBHBIC JO3EI.

4. 3HaK¥ JEKapCTBEHHOTO MpenapaTa, HCIONb3yeMbIe U PAa3IHICHUS JO3UPOBOK, TOJHOCTHIO HE YAAICHBI.

JdokymMeHT anmsd

1. TlompaBka K COOTBETCTBYIOIIeMY(MM) paszieny(am) IOChe, BKIIOYas MOAPOOHOE TpaduuecKkoe WiIH

TOBECTBOBATEIBHOE OMUCAHHE TEKYIIETO U HOBOTO BHEIIHEro BUJA, a TAKXKE COOTBETCTBYIOIIUN MEPECMOTP
HHPOpPMAI AU 0 JTEKapCTBEHHOM mpemapare.
2. B COOTBETCTBYIOIINX cIyqasix 00pa3mbl JEKapCTBEHHOTO mpermapara.
3. Pe3ynbTaThl COOTBETCTBYIOMUX HCHBbITaHMNA 1o ['ocymapctBenHoit ®@apmakonee Pecnybnuku Kazaxcraw,

MOATBEPKAAIOIINE SKBUBAJICHTHOCTD CBOﬁCTB/HpaBHHBHOCTB J03UpPOBaHUA.

Tpebyemas Bupg

b.1l.a.2 V3menenne hopMBbI HITH pa3MepOB JIEKapCTBEHHOW OPMBI | Y CIIOBHS
JOKYMEHTAIUs MPOLETypBI

a) TabJIeTKH, KarCyJibl, CyMO3UTOPUN U MECCAPUH C HEMEIJICHHBIM

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

0) JekapcTBeHHBIE ()OPMBI C OTCPOYCHHBIM, MOIH(PHUIIIPOBAHHBIM
WIHA TIPOJIOHTHPOBAHHBIM BBICBOOOXKIIEHHEM U TaOJIETKH C PHUCKOM, 1,2,3,4,5 1B
MPeIHA3HAYCHHOM TS pa3Ie/ICHUS Ha PaBHBIC H03bI

B) Jo0aBIIeHHE HOBOTO Habopa s pamuodapMareBTHICCKOTO

II
JICKapCTBCHHOTI'O IIperapara ¢ Apyrum 00BEMOM 3aITOITHCHUS

Y ¢ 1 o B u 1
1. [Ipo¢une pacTBOpEeHHUS] K3MEHEHHOTO JICKAPCTBECHHOTO Mpernapara COMOCTaBUM CO CTaphIM, €CJIA TPUMEHHMO.
IIpu HEBO3MOXKHOCTH MPOBEIECHUSI MCIBITAHUS PACTBOPEHUS BpEeMs paclajaeMOCTH HOBOTO JIEKAPCTBEHHOTO

npenapara B CpaBHEHHHU co HCU3MCHCHHBIM.
2. Crenn¢uKaniy JeKapcTBEHHOTO Iperapara Ha BBITYCK W Ha KOHEIl CPOKa TOJAHOCTH HE M3MEHIIHCH (3a
HCKIIOYEHHEM pa3MepoB JEeKapCTBEHHOH bopmHI).
3. KayecTBeHHBIM ©  KOJWYECTBEHHBIH COCTAaB H  CpEeOHSAsI Macca HE  HU3MEHHUINCH.

4. VI3mMeHeHune He 3aTparuBaeT TaOJIETKU C PUCKOM, MpeHa3HAueHHOM JUIS pa3AesieHusl JIeKapCTBEHHON (hOopMbI
Ha paBHbIE JIO3BI.

JdoxkxkyMeHT aUngs

1. ITommpaBka K COOTBETCTBYIOLIEMY(MM) pa3aeny(aM) Iocke, BKIOUas HoApoOHOe rpadudeckoe 0ToOpakeHne
TEKYIIEero M IpeIaracMoro IMOJOXKECHHS, a TaKkkKe MEepecMOTp HUHGpOpPMAIMK O JIEKAPCTBCHHOM IperapaTe
COOTBETCTBGEHHDO

2. CpaBHHTEIBHBIC JAHHBIC PACTBOPCHUS HE MCHEE YeM OJIHOW OIMBITHO-IIPOMBINUICHHON CEPHU C TCKYIIMMHU W
rpeagaracMbIMA pa3MepaMu (OTCYTCTBUE 3HAYUTEIBHBIX Pa3iIMYUi ¢ TOYKU 3PEHUS COMOCTABUMOCTH — CM.
[IpaBuna mpoBeneHHUs MCCIEAOBAHUH OMOIKBHUBAICHTHOCTH JICKapCTBEHHBIX IpemnapaToB (maree — [IpaBuia



OPOBCACHUA I/ICCJ'ICZ[OBaHI/Iﬁ 6I/IO3KBI/IB3.J'I€HTHOCTI/I). B oTHOmEHNN JICKapCTBCHHBIX PACTHUTCIIbHBIX MPCHapaToB

MIpHUEMIIEMEI JaHHBIC CpaBHUTENBbHON pacmamgaeMocCTH.
3. OOocHOBaHHS HEMPEICTABICHUS PE3yJbTaTOB HOBOTO HCCIIEIOBAHHUS OMO’KBHUBAJICHTHOCTH COTJIACHO
[IpaBunam NpOBEACHHUS HCCIeTOBaHUN OMOIKBUBAJIEHTHOCTH.
4. B COOTBETCTBYIOIINX clydasx 00pa31b JIEKapCTBEHHOTO npemnapara.

5. Pe3yibraThl COOTBETCTBYMOLIMX HcIbITaHUH 10 [ocynapctBennoir ®apmakonee PecriyOnuku Kazaxcras,
MOATBEPXKTAIOIIIE SKBUBAJIEHTHOCTh CBOWCTB/TIPABUIIEHOCTD JO3UPOBAHMS.

"

Hna B.Il.a.2 B), moboe H3MEHCHHE
JIO3UPOBKHU" JICKapCTBEHHOTO Tpemapara

(*) Ilpumeuanne
TpeOyeT NoAaun 3asBJICHHS O PACIIUPEHUN

peructpanuu
b.Il.a.3 UM3menenme cocraBa (BCIOMOTATEIBHBIX BEIICCTB) v Tpebyemas Bupg
CJIOBHSI
JIEKapCTBEHHOTO IIperapara JOKYMEHTAITUS TPOIIEeTyPHI
a) U3MCHCHHE COCTaBa BKYCOBBIX JI0OABOK (apoMaTH3aTOPOB) WIIH
Kpacurenen
1,2,3,4,5,6
1. JloGaBneHue, UCKIIOUEHHE WA 3aMEHA 7’ 9’ T T,2,4,5,6 IB
b
2. YBenu4yeHue Wik yMEHbIIEHHE COIePKaHus 1,2,3,4 1,2,4 1B

0) mpoune BCTIOMOTaTeNbHBIE BEIIEeCTBA

1. JIroOast He3HAUUTENbHAS KOPPEKIHUs KOJIWYEeCTBEHHOro coctaBa 1, 2, 4, §, 9,

1,2,7 1B
BCIIOMOTaTeNbHBIX BELIECTB JIEKAPCTBEHHOIO IIpernapara 10

2. KadecTBeHHBIC WIIM KOJMYIECTBEHHBIC W3MEHEHHUS OIHOTO WIIH
6oJiee BCIIOMOTATENBHBIX BEIHIECTB, CYNIECTBEHHO BIHSIOIINE Ha
KayecTBO, 0€30MacHOCTh WU 3(PPEKTUBHOCTH JICKAPCTBEHHOTO
mpemnapara

II

3. N3menenmue, 3aTparuBaroniee Ouonmornyeckmii/ I
UMMYHOJIOTHYECKHH IIperapar

4. JIroboe HOBOE BCIIOMOTATEIHFHOE BEIIECTBO, MPEIIMOJIATAONIee
HCIOJIb30BAHUE MATEPUAIIOB YEIOBEYECKOr0 WM JKUBOTHOTO I
MPOUCXOXKACHUS, TPEOYIOMUX OLEHKH MAaHHBIX BHUPYCHOU

6e3omacHocTr U (nnn) pucka TI'D

5. U3meHeHne, OOOCHOBAaHHOE pe3yJbTaTaMU HCCIEIOBAHUS

II
OMO3KBUBAJICHTHOCTH

6. 3aMeHa OJHOrO BCIIOMOIaTEIbHOI'O BEIIECTBA CXOIHBIM
1,3,4,5.6,7,

89

BCIIOMOT'aTCJIIBHBIM BCIICCTBOM C TCMH XKC (byHKHI/IOHaJ'IBHI)IMI/I
XapaKTCPpUCTUKaMH B aHAJIOTUYHOM KOJIMYECTBE

Y ¢ o1 o B u 14

1. 3meHeHus GyHKINOHAIHHBIX XapaKTEPUCTHK JIEKAPCTBEHHOW (pOPMBI, HAaIIpUMep, BPEMEHHU PacIiafaeMOCTH,
npoduns pacTBOpeHHS OTCYTCTBYIOT.
2. Besikyro He3HAYUTEIbHYIO KOPPEKIIMIO COCTaBa IS MOACPIKaHuUs 00IIeH MacChl HEOOXOIMMO OCYIIECTBIIATh
BCIIOMOTATEIbHBIM BEIICCTBOM, COCTABJISIIOIIMM B HACTOSIIEE BPEMsi OCHOBHYIO YacCTh JICKAPCTBECHHOIO
m pemaspacrtTa

3. Crenudukanus JIeKapCTBEHHOTO Mpenapara OOHOBIICHA B YacTH BHEIIHETO BHJa/3amlaxa/BKyca W, HpH
HEOOXOOMMOCTH, HCKIIOYEHO HCUBITAHUE Ha MONINHHOCTG.
4. HagaTbl COOTBETCTBYIOIINE UCCIEIOBAHNSA CTAOMIBHOCTH B COOTBETCTBHH C YCTaHOBIICHHBIMH TPEOOBAHUAMHU
(c ykazaHHEeM HOMEPOB CEpHii); MPOAHATU3UPOBAHBI COOTBETCTBYIOIIHE MApaMETPhl CTAOMIILHOCTH HE MEHEE YeM
Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WJIH MPOMBIIUICHHBIX CEPHSIX; B PACIOPSIKCHUM 3asBUTEIS HAXOIATCS
VIAOBJICTBOPUTEIBHBIC PE3YJIbTAThl, IO MEHBIICH Mepe, TPEXMECIYHOTO M3yUCHUsS CTAOMIBHOCTA (HA MOMEHT
BBeNlCHUS M3MCcHEHHMU [A Tuma u yBemomieHus 00 m3MeHeHHsAX IB twma); mpoduis CTaOMIBEHOCTH CXOX C
YTBEpKIICHHBIM B HacTodmee Bpems npodmieM. [loaTBep kIeHe TOTo, 9TO HCCIeOBaHUSA OYyAyT 3aBEpIICHBI, U



YTO, €CJIN PE3yJbTaThl Ha KOHEIl CPOKa TOJHOCTH He OYAYT YKIaAbIBaThCS B CIICIM(UKAIIMN MU TIOTEHIIHAIBEHO
HE YKJIAIbIBATHCS B CHEHU(HUKALUH, UX HEMEUICHHO MPEICTaBAT YIOJIHOMOYCHHOMY OpraHy Hapsiy C
mpeajaraeMeiM IUIAHOM aeicTBuil. KpoMe TOro, B COOTBETCTBYIOIIMX CIy4asX HEOOXOIMMO IIPOBECTH
HCHOBITAaHUE boTOCTaOHUIBHOCTH.
5. Bce HOBBIE KOMIIOHEHTHI IOJIKHBI YZIOBIETBOPATH TPEOOBAHISIM COOTBETCTBYIOIINX JOKYMEHTOB PecmyOmuku
Kazaxcran, kacarouiuxcsi KpacuTelei, UCIOIb3yeMbIX B MUILIEBON MPOMBIIIJICHHOCTH, U BKYCOBBIX J00aBOK.
6. Hu onuH HOBBIN KOMIIOHEHT HE MPEAIoJIaracT HCIOIb30BaHNE MAaTEPHAIOB YEJIOBEUECKOTO WIIN KUBOTHOTO
MIPOMCXOXK/ICHHS, TPEOYIOINX OLEHKH JAHHBIX BHUPYCHOW OE30MacHOCTH WIIM COOTBETCTBUS JICHCTBYIONIIMM
TpeboBanusiM ['ocynapcrBennoir ®apmakornen PecmyOnuku Kasaxcrtan mo MUHMMH3aLUH pHCKA Iepenadd
areHToB I'y0uaToil 3HIEe(aNIONaTHH KUBOTHBIX IIOCPEACTBOM JIEKAPCTBEHHBIX MIPEapaToB Ul MEIUIIMHCKOTO U
BETEPUHAPHOTO NPUMEHEHHUS.
7.B COOTBCTCTBYIOIIUX CIy4YadX MU3MCHCHUA HEC BJIMAIOT HA pas3jinuvdgd MEKAY AO3UPOBKAMU U HEC OKa3bIBAIOT
HEraTHMBHOT'O BIIMSHUSI Ha BKYCOBBIE CBOICTBA JIEKAPCTBEHHBIX NpeNapaToB, NpPEAHAa3HAYEHHBIX ISl AETeH.
8. IIpo¢unp pacTBOpeHHsT HE MEHEEe 4YeM JBYX OIBITHO-IPOMBIIUIEHHBIX CEpUil HOBOTO JIEKApPCTBEHHOTO
mpenapaTa CONOCTaBHMM CO HEU3MEHEHHBIM (OTCYTCTBHE 3HAYHTENBHBIX pPa3IM4dil ¢ TOYKH 3pEHUS
CONIOCTaBUMOCTH — CM. [IpaBhiia TIpOBeIEHHS HCCIEAOBAHMHA OHOIKBUBAJICHTHOCTH). IIpH HEBO3MOXXHOCTH
NPOBEJICHNUS UCTIBITAHUS PACTBOPEHHS C JICKapPCTBEHHBIMH PACTUTENBHBIMU IpEHapaTaMy BpeMs pacagaeMOCTH

HOBOTO JCKAapCTBEHHOTO npenapara COIIOCTAaBHUMO C HCHU3MCHCHHBIM.
9. IaMeHeHue He SIBISETCS CIICICTBHEM HECTaOMIIbHOCTH U (I/IJ'II/I) HC ITOJIDKHO CKa3bIBaThHCsA Ha 6630HaCHOCTI/I, TO
€CTh pasziduyunuax MEXKAY AO3UPOBKaAaMHU.

10. PaccmaTtpuBaemblii JIeKapCTBEHHBIH Ipemapar He SBJSETCS OHOJIOTHYECKUM/MMMYHOJIOTHYECKHM
JIEKapCTBECHHBIM TIPETIApATOM.

JdokKyMeHT aunumusd

1. ITonpaBka K cOOTBETCTBYOLIEMY(MM) pa3zeiy(am) Joche, BKIIOYas METO/IbI UCITBITAHUS Ha TIOJJMHHOCTD BCEX
HOBBIX KpacwTenei (eciw MPUMEHHMO), a TaKXKe MepecMOTp HH(pOpManMH O JICKapCTBCHHOM IIperapare
COOTBETCTBGEHHDO

2. Jexmapariysi, 9TO0 HadaThl TpeOyeMble MCCICIOBAHUS CTAOMIFHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMH
TpeOoBaHMAMH (C YKa3aHMEM HOMEPOB CEpHii); M 9TO (B COOTBETCTBYIONIMX CIy4asx) Ha MOMEHT BBEICHHSA
MU3MEHEHUI B €ro pacrnopspkKeHHH HaxOIWIHCh TpeOyeMble MUHHMANbHBIC YJIOBIETBOPUTEIBHBIE TaHHBIE 110
CTaOMIIBHOCTH; UMEIONIMECcs] JIaHHbIE HE CBHJETENBbCTBOBAIM O Kakoil-mumbo mpobieme. Heobxomumo Takike
MPEACTaBUTh IOATBEPIKICHNAE TOTO, YTO MCCIEI0BaHMs OyIyT 3aBEpIIEHBI, U YTO, €CIIM Pe3yJbTaThl HE OyxyT
VKJIQJBIBAaThCS B CHCHU(PUKAIUN WIH MMOTCHIMAIHLHO HE YKIAABIBATHCS B CHCIU(PHUKAIMU Ha KOHEI CpOKa
TOTHOCTH, NX HEMEIJICHHO IPEACTaBAT YIIOJTHOMOYEHHOMY OpPTaHy Hapsay ¢ MpeliaracMbIM IUIAHOM JISHCTBHH.
3. PesynbraTsl HccaenoBaHni CTAOMIIBHOCTH, IPOBECHHBIX B COOTBETCTBUH C YCTaHOBICHHBIMH TPEOOBAHUSIMH,
M0 3HAYMMBIM TTapaMeTpaM CTAOMIIBHOCTH HE MEHEe YeM Ha JIBYX OMBITHO-MPOMBIIUICHHBIX WIIM MPOMBIILIEHHBIX
CepHUAX, OXBATHIBAIOIIMX HE MeHee 3 MecsleB, U MOATBEPXKIAEHUE TOT0, YTO yKa3aHHBIC HUCCIEAOBAaHUS OyayT
3aBEpLICHBI, U €CIIU Pe3YJIbTaThl He OyIyT YKIaAbIBaThCS B CHEUU(PHUKALUY WIN TIOTEHIMAIBHO HE YKJIAJbIBAThCS
B crienM(UKaIMK Ha KOHEIl CPOKa FOAHOCTH, HX HEMEUIEHHO MPEACTABsIT YIIOJIHOMOYEHHOMY OpraHy Hapsmy €
npeairaraeMb M NIaHOM OEWCTBHUMH.
4. B COOTBETCTBYIOIIUX ciydasx 00pasmbl HOBOTO JIEKapCTBEHHOTO nmpemnapara.
5. JIubo ceprudurar coorBerctBus EBponeiickoit @apmaxoreun mo TI'D Ha 1r000# HOBBIH HCTOYHMK MaTEpUaIa,
1100 (ecay MPUMEHHMO) NOKYMEHTAIbHOE IOATBEPXKIEHHE TOr0, YTO MCTOYHUK MarepHana, HOABEepPIKEHHbIH
pucky TI'D, paHee mpoBepeH YIOIHOMOYEHHBIM OPTraHOM; W OBLJIO IOATBEPXKIEHO €ro COOTBETCTBUE
nelicTByromedt ctathbe ['ocymapcrBeHHoit ®dapmakomnen PecnyOnukm KazaxcTaH mo MUHUMHU3AlUU PHCKa
rmepenayyl areHTOB TyOuaTOW SHIC(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JICKAPCTBCHHBIX IPEHApaToB s
MEIUIWHCKOTO W BETEPUHAPHOTO MpUMEHeHHs. J{J1s1 KaXkI0ro TaKoTo poja MaTeprana HeoOX0AUMO MIPEICTaBUTh
CIIeIyIOIINe CBEACHUS: HA3BaHWE MPOU3BOANUTEINS;, BUJ KUBOTHBIX W TKaHHU, U3 KOTOPHIX IOIYYCH MaTepHa,
cTpaHa NPOUCXOKICHUS HKHUBOTHBIX u ero HCIOJNb30BaHUE.
6. B cooTBeTCcTBYIOIIMX CiIy4asx JaHHbIE, MOATBEP)KJIAIONINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEIIECTBO HE
B3aMMOJACHCTBYET C AaHATUTHYECKHMH METOAMKAMHM CHEelH(UKAINH JIEKapCTBEHHOrO  Iperapara.
7. HeobxoauMo mocpeacTBoM Hajuiexanield (hapManeBTHIeCKOi pa3paOboTKy (BKII0Yast BONPOCH CTaOMIBHOCTH
W TPOTHUBOMHUKPOOHOTO KOHCEPBHPOBAHWS, €CIM IPUMEHHUMO) MpPEICTaBUTh OOOCHOBAaHME CMCHEI/BHIOOpa
BCMOMOTAaTEeNbHBIX BEImECTB u T.O.
8. CpaBHHTENbHBIC aHHBIE MPOMUIS PaCTBOPEHUS TBEPIBIX JIEKAPCTBEHHBIX (JOPM HE MEHEe YeM Ha ABYX



OTBITHO-TIPOMBIIINICHHBIX CEPUSAX JICKAPCTBEHHOTO ITperapara HOBOTO M CTapoOro COCTAaBOB. B oTHomIcHWH
JICKApPCTBEHHBIX ~ PACTUTENBHBIX IMPENapaTtoB JAOCTATOYHBI JAaHHbIE CPABHUTEIBHOW paclagacMOCTH.
9. O60CHOBaHHS HETPEACTABICHUS PE3YIFTATOB HOBOT'O UCCIIEAOBAHM OMOKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBuiamMu POBEACHHS UCCIIE0BAaHN OHO3KBHBAIEHTHOCTH.

b.ll.a.4 V3meHenne Maccbl 00OJIOUKH JIEKAPCTBEHHBIX (GOpM s Tpebyemas Bun

Ycnosus
IpreMa BHYTPb WIM H3MEHEHNE MacChl 000I0YKHN KarCyJIbl JOKyMEHTAIHs TIPOLETYPbI
a) TBep/IbIC JIEKapCTBEHHBIE (POPMEI [T ITpHEMa BHYTPb 1,2,3,4 1,2 1B
0) nexapcTBeHHbIE ()OPMBI C OTCPOYCHHBIM, MOJIU(PUIIMPOBAHHBIM
WIN TIPOJIOHTMPOBAHHBIM BBICBOOOJK/IEHHEM, B KOTOPBIX 000JI0YKa I

ABJIACTCA KIIFOYCBBIM (baKTOpOM BLICBO60)KI[CHI/I$I

Y ¢ o1 o B u 14

1. Ilpoduip pacTBOpeHHsT HE MEHEe 4YeM JABYX OIBITHO-NPOMBIIUICHHBIX CEpUl HOBOTO JIEKApCTBEHHOTO
mperapara COIOCTaBUM €O cTapbiM. [Ipy HEBO3MOXHOCTH TIPOBEACHUS HCHBITAHUS PACTBOPEHUS C
JIEKapCTBEHHBIMU PACTUTEIBHBIMU TIPEapaTaMy BPEeMs pacrajaeMOCTH HOBOTO JIEKAPCTBEHHOIO Mperapara B
CpPaBHEHUH co CTaps M.
2. O6onouka HE SIBIISIETCS KJITIOYEBBIM tbakTopom MeXaHH3Ma BBICBOOOXKICHHUS.
3. Cnenudukanus JeKapCTBEHHOTO Mpenapara 0OHOBJIEHA JIUIIh B YaCTH MACChl M pa3MepoB (eclii MPUMEHHIMO ).
4. Hauatsl COOTBETCTBYIOIIHEC UCCICAOBAHUA CTa6I/IJ'IbHOCTI/l B COOTBCTCTBHUU C YCTAHOBJICHHBIMU Tpe6OBaHI/IﬂMI/l
He MEHee YeM Ha JIBYX OIBITHO-ITPOMBIIUIEHHBIX WM NPOMBIIUICHHBIX CEPHSX; B PACHOPSHKCHUH 3asBUTEINS Ha
MOMEHT BBEJICHUS M3MEHEHNH HaXOAATCS YAOBIETBOPUTEIbHEIE, IO MEHBIIEH Mepe, TPEXMECSIYHbIE TaHHBIE 110
CTAaOMIBHOCTH, MOATBEPKJCHHE TOr0, 4YTO HWCCIEIOBaHHUS OYIyT 3aBepuicHbl. Eciau pe3yinbTaThl He
YKJIAABIBAIOTCS B Crieln(UKAIMK WM MOTSHIMAIBHO MOTYT HE YIOXHTHCS B CHEUU(BHUKALMU HA KOHEIl CpOKa
TOZIHOCTH, MX HEMEJUICHHO MPEACTABST YIOJIHOMOYEHHOMY OpPraHy Hapsiy ¢ IpeiaraeMbIM [UIaHOM JeCTBHH.

JdoxywMmMeHT anuwws

l. [MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) nocke.
2. Jlexmapanusi, 4TOo Ha4aThl TpeOyeMble HCCIICIOBaHHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH
TpeOoBaHMAMH (C YKa3aHMEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIONIMX CIy4asx) Ha MOMEHT BBEICHHSA
W3MEHEHUH B €ro pacnops>KEHNU HaAXOAUJIUCH Tpe6yeMLIe MHUHHUMAJIbHBIC YAOBJICTBOPUTCIIBHBIC TaHHBIC I10
CTaOMJIPHOCTH; MMCIONIUECS NaHHBIC HE CBHICTCILCTBOBAIM O KakoW-nmubo mpobiieme. HeobOxomumo Takke
NPENCTaBUTh MOJATBEPKICHHE TOTO, YTO MUCCIEAOBAaHHS OyIyT 3aBepIICHbI, U YTO, €CIH Pe3yIbTaThl HE OYAyT
YKIIQABIBAThCS B CICHM(UKALNY WIA HNOTCHIHATFHO HE YKIAABIBAThCsA B CrelHM(UKALMK HAa KOHEIl CPOKa
TOTHOCTH, X HEMEIUICHHO TIPEICTABAT YIIOJTHOMOYCHHOMY OpraHy Hapsay ¢ IpeiiaraeMbIM IIIAaHOM JCHCTBHIL.
Kpome Toro, B COOTBETCTBYIOLIMX CIydasix HEOOXOIUMO IPOBECTH HCIBITaHNE (HOTOCTAOHIBHOCTH.

b.Il.a.5 M3meHeHHe KOHLIEHTpPAUHUH OJHOJ03HOTO, IOIHOCTHIO

BBOJMMOIO MapeHTEepPaJbHOIO JIEKapCTBEHHOTO IIpenapara IMpu Tpebyemas Bun

o . YcnoBus
HEM3MEHHOCTH COJIEpKaHUsl aKTUBHOW (apmameBTHUECKOH JOKyMEHTAIHs TIPOLIETYPbI
CyOCTaHITUH HA €IUHUILY T03BI (TO €CTh TO3HUPOBKH)
I
B.Il.a.6 MckmoueHne KOHTEHHEpa ¢ pacTBOpUTeNeM/pa3baBUTeIeM v Tpebyemas Bupg
CIIOBUS
13 YIaKOBKH JOKyMEHTAIs TIPOLETYPbI

1,2 B

JdoxkxkyMmMeHT aUnus

1. OGocHOBaHME WCKIIOYCHHUS, BKIIOYAs yKa3aHHWE HA albTEPHATUBHBIC CIIOCOOBI TMOJYYCHHS PACTBOPHUTEIS/
pa3baBuTens B 1enAx Oe3omacHOro M 3(GQEKTHBHOTO NPHUMEHEHHUS JIEKapCTBEHHOTO Ipernaparta.
2. [lepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

B.11. 6) IIpousBoacTBo

B.11.6.1 3aMeHa
HpOHSBO)ICTBeHHOﬁ TUIOIIAAKHW TJIsT

Ycnosus Bun npouenypst



YacTH WJIM BCEX MPOIECCOB
MIPOM3BOJACTBA JICKAPCTBEHHOTO
npenapara

a) IUIoOHmIaAKa IO BTOPUYHON
YIIaKOBKE

0) momagka MO MTEPBUYHOM
YIIaKOBKE

B) IUIOIIAjaKa, Ha KOTOPOH
OCYHIECTBIAIOTCS
MIPOM3BOACTBCHHBIC ONEPanny JUIs
6umomormdeckux/
UMMYHOJOTHUYECKHUX
JICKapCTBCHHBIX IIPEIapaToB HJIN
JIeKapCTBEHHBIX dopwm,
MPOU3BEACHHBIX C IIOMOIIBIO
CIIO)KHBIX TIPOM3BOJICTBEHHBIX
MIPOLECCOB, 3a HCKIIOYCHHEM
BBIIyCKA CEpPUH, KOHTPOIA
Ka4yecTBa CEpUH U BTOPUYHOU
YITaKOBKH

r) T1oIomanka, TpeOyromas
MPOBEJCHUS TMEPBUYHOMN, WM
MPOAYKT cnenupUIHO U

HMHCIIEKIIAN

) IUIOMmaJKa, Ha KOTOpPOH
OCYIIECTBIAIOTCS JTr00BIE
MPOM3BOICTBEHHBIE OIEpaluy IS
HECTEPUIBHBIX JIEKAPCTBEHHBIX
MpenapaTroB, 3a HCKIYCHHEM
BBINTyCKa Cepuil, KOHTPOJIS Cepui,
NMEPBUYHONM U  BTOPUYHOU
YIIaKOBKH

€) IuIomaaka, Ha KOTOpOH
OCYIIECTBISIOTCS  JIIOOBIE
MIPOM3BOJICTBEHHBIE OIEPaLUU CO
CTCPUIHHBIMU JICKAPCTBCHHBIMU
TperapaTaMu, TPON3BOIAIIIIMUCS
C HCITOJIF30BaHUEM aCeNTHUECKUX
METOJ0B (uckmiovas
6uonoruueckue/
UMMYHOJIOTHYECKHE
JIEKapCTBCHHEBIC TIpEnaparkl), 3a
HCKITIOUCHUEM BBITyCKa CEpHH,
KOHTPOJISI KauyecTBa CEpUil Hu
BTOPUYHOM YITaKOBKHU

YV ¢ 1 o B HuU 4

1. Hanmume ceprudukata Hamiexkameld mpon3BoacTBeHHOW npakTHKu (GMP) mpon3BoACTBEHHON IUIOMIAKH
NPpUHUMALII €I
2. [Inomaaka JTUIIEH3UPOBaHA B YCTAHOBICHHOM MOPSIKE (U IPOM3BOJICTBA pPacCMaTpUBAEMO JIEKapCTBEHHOM

nepepawmuei

bop™MBbI Unu

3. PaccmaTtpuBaemblif JIeKapCTBEHHBIH

1,2

1,2,3,4,5

nu

JEKapCTBEHHOTO

TpeOyemast OKyMEHTaIHs

1,3,8 1A
1,2,3,4,8,9 IA
I
I
1,2,3,4,5,6,7,8,9 IB
1,2,3,4,5,7,8 IB

npenapar HE SIBJISIETCS
4. B COOTBETCTBYIOIIUX CIydasix, HAIpUMeEp, B OTHOIICHUH CYCIIEH3UIl MM 3MYJIbCHM, MMEeTCs cXema

npemapara).
CTCPUIIBbHBIM.



BaJMJallMY WIN B COOTBETCTBHUHU C TEKYILUM IPOTOKOJIOM YCHEIIHO MPOBEACHA BaUAALUS HOBOH IUIOMAAKY C HE
MeHee qyeM TpeMs NPOMBIIIIECHHBIMH CEepUIMH.
5. PaccMmaTprBaeMBIif JIeKapCTBEHHBIH Tpemapar He SBISETCS OMONIOTHIeCKUM/ MMMYHOJIOTHYECKIIM.

JdokymMeHT anmsd

1. Ceprudukar HauIexKarel npou3BoacTBeHHON pakTHku (GMP) npon3BoCTBEHHOM TUTOLIA/IKH MTEepeatOIIei
n ONpUHUMAWIEH CTOPOHE.
2. B cooTBeTCTBYIOmUX CiTydasx HEOOXOAMMO yKa3aTh HOMEpA CepHii, COOTBETCTBYIOIIHE Pa3Mep CEpUH U JaTy
Mpou3BojAcTBa cepuil (3), MCHOIB30BAHHBIE B BaIWIAIMOHHOM HCCIECAOBAHHM, W TPEACTaBUTH JAaHHBIC
BaJuJalUU 78971 HPOTOKOJI (cxemy) BaJluAaLNH, MO UIe KA U I nojpade.
3. B ¢dopme 3asiBieHHsT O BHECEHUHM M3MEHEHHH HEO0OXOJMMO YeTKO yka3aTh "Tekymux" u "mpemyiaraeMpix"
NpOU3BOJMTENCH  JIEKApCTBEHHOTrO  mperapata (corjacHo  pasueiny 2.5  QopMmbl  3asBICHHS).
4. Kommu yTBepXAEHHBIX cHenuduKanuidi Ha BBIIYCK M KOHEI CpPOKa TOAHOCTH (€CIM NPUMEHHMO).
5. JlaHHBIC aHANW3a OJHON MPOMBIIUICHHON CEpUH M JBYX OIBITHO-NIPOMBIIUICHHBIX CEPHH, MMUTHPYOLINX
Iporiecc NMPOM3BOJACTBA, (WM JIBE IPOMBIIIJICHHBIE CEPUH) M CPAaBHUTEIBbHBIC NAHHBIE C TPEMs CEPHUSIMH,
MPOU3BEICHHBIMUA Ha MPEABIIYyLIed MPON3BOACTBEHHON Muromanke. Ilo 3ampocy HEoOXOAMMO NHpeACTaBHUTH
JIAaHHBIC TIO CJICAYIOIIUM JIByM MOJHBIM MPOMBIIUICHHBIM CEPUsIM; HEOOXOAMMO COOOUIMTH, €CIIH PE3YJIbTAThI
aHaiusa HE YKJIaAbIBAXOTCS B crnenupuKanuio, 51 NIPEIIOXKUTh IJ1aH nercTBUH.
6. CoOTBETCTBYIOIIME JaHHBIE BAIUAALNY, BKIIOUAs Pe3ylbTaThl MUKPOCKOIHMH PaclpeseNeHus o pasMepam
YacTHIl ¥ UX MOP(OIIOTHH MATKUX U KHJIKUX JIEKAPCTBEHHBIX ()OPM, B KOTOPBIX (papMarieBTHUECKast CyOCcTaHIIUs
HaxXOoIUTCHA B HEPAaCTBOPEHHOM COCTOSHUH.
7. Ecnu Ha HOBOM IMPOU3BOACTBEHHOMU IIOMIAJKE B KaYECTBE MCXOJHOTO MaTepHana MCIOJb3YyETCs aKTHBHAS
(apmarieBTHUIECKas CyOCTaHIUS, — AeKJIapanys yIIOTHOMOYEHHOTO JIULA [UIOIIAAKH, OTBETCTBEHHOTO 32 BBIITYCK
CepHid, 4TO aKTHBHAas (papMarieBTHUecKas CyOCTaHIIMS POU3BEIeHa B COOTBETCTBHH ¢ [IpaBuiaMu Haamexamei
MPOU3BOJICTBEHHON MPaKTUKU Pecnybnuku Kazaxcran hiniE: HUCXOJHBIX MaTepuasoB.
8. ITonpaBka K COOTBETCTBYIOIIEMY(HUM) pasneny(am) Jocke.
9. Ecnu mpom3BoACTBeHHAs IIIOMIAZKa M IUIOIIAAKA, Ha KOTOPOH OCYIIECTBIISICTCS IEpPBHYHAs yNAaKOBKA,
pa3nandaloTcs, HEoOXOOMMO OmHCcaTh W BATUAMPOBATH YCIOBHS TPAHCIOPTHPOBKH W XPaHEHHS
HepacdacoBanHoro npenapara (bulk).

IIpu u3MeHeHnn NMPOU3BOACTBEHHON IUIOMIAJKU B CTpaHE U 3a MpejaesiaMu
Pecny6imku KazaxcraH, ¢ KOTOpOIt He 3aKITIOYEHO COTJIANICHHE O B3aHMHOM
npm3Haann GMP, mepkarensM A0 mMomaydl yBEIOMIICHUS PEKOMEHIYETCS
MIPOKOHCYJBTUPOBATECA C YIMOJHOMOYCHHBIM OPTaHOM W MPEICTaBUTH
CBEJIEHUS 0 BCEX MPEBITYINX HHCIEKITUAX 3a Mmocyieqaue 2-3 roga u (vim)
BCEX 3aIJIAHUPOBAHHBIX MHCIICKITHSIX, BKITFOYAs JAaThl MHCIICKIINN, KAaTCTOPHIA
HMHCIEKTUPYEMbIX MPOAYKTOB, HAJ30PHOE BEIOMCTBO U MPOUYUE CBEACHUS.
Jexnapanuu yHOONHOMOYCHHOTO JIMIIA, 3aTPardBalIIie aKTHBHYIO
bapMameBTHIECCKYIO cyOCTaHUHIO.
Hepxatenn TUICH3WH Ha MPOW3BOJACTBO 00s3aHBI B KAa4eCTBE HMCXOIHBIX
MaTepHaJIOB HMCIIOJIb30BaTh UCKIIOYNTEIHHO aKTUBHBIE (hapMaIleBTHYECKHUE
cyOCTaHIMH, MPOU3BEACHHBIC B cOOTBETCTBHH ¢ GMP, mo3aromy Kakasiid
JieprKaTeNb JIMIEH3UU Ha IIPOU3BOJICTBO 00513aH MPOJIEKJIAPUPOBATH, YTO OH B
Ka4yecTBe UCXOAHOTO MaTepHuajla UCIIOIb3yeT akKTHBHYIO (hapMaleBTHYECKYTO
cyOcraHIuio, mpoms3BeAcHHYI0 B coorBerctBuu ¢ GMP. Kpome Toro,
MTOCKOJIBKY YIIOJIHOMOUYEHHOE JIUII0, OTBETCTBEHHOE 32 CEPTH(UKAIINIO CEPUH
, Oeper Ha cebs OOUIyI0 OTBETCTBEHHOCTH 3a KAXKIYIO CEPHIO, €CIH
IJIONIA/IKA, BBIMYCKAIOIIAs CEpHI0, OTIMYaeTcs OT YKa3aHHOW BHIMIE,
YIOJIHOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 32 CEPTH(UKAIMIO CEPHHU, JOIDKHO
MpeJACTaBUTH JOTOJIHUTEIbHYIO JleKJIapanuio.
Bo MHOTrHX cimydasx BOBJIEYCH JIMIIh OJWH Jep)KaTelb JUICH3UH Ha
MIPOU3BOJICTBO, TIOATOMY TOTpeOyeTcs JHIIh OfHa Mekiaparus. OmHako,
€CJIM BOBJICYCHBI HECKOJBKO BIAACNBIEB JHUICH3UN Ha IPOU3BOACTBO,
BMECTO MOJa4YM HECKOJBKHX JeKJIapaluil OIMyCKaeTcs IOoJaTh OIHY
JNEeKJIapanuio, IMOANHCAHHYI0O OIHHM YIIOJIHOMOYEHHBIM JIULOM. OTO

IIpumevanus:

A0NYCTHUMO npu yYClI10BU U TOro, q4TO:



B ACKJapaluu 4YETKO YKa3aHO, 4YTO OHa NOOoJANUCaHa OT JKMla BCEX
BOBJICUCHHBIX YIIOJTHOMOYCHHBIX JIHLI.

B.I1.6.2 HM3meHeHue ummoprepa,
COTJIALICHUM O BBIIYCKE CEpUU U

UCNBITAHUH 1O KOHTPOJI  YcJIOBUA TpeOyemast fOKyMeHTaIMs Bun npouenypst
KayecTBa  JIEKapCTBEHHOTO
npenapara

a) 3amMeHa wiM no0OaBlIeHHUE
MJIOMaAKH, Ha  KOTOpOH
OCYLIECTBISIETCS.  KOHTPOJIb
Ka4yecTBa/UCIbITaHHE CEPUH

1,2,3 1,2 1A

6) 3ameHa wunu pgobOaBlieHHE

MPOU3BOAUTENS, OTBETCTBEHHOIO

3a BBIYCK CEpUil OMOJIOrMYEeCcKOro

/ MMMYHOJOTHYECKOTO

JIEKapCTBEHHOr'0 IMpenapara Hu II
TI00BIX METOJOB HWCHBITAHUI,

OCYIIECTBISIEMBIX HA IUIOIIANKE,

SBIISIIOIIMXCST  OMOJIOTHYECKUM/

UMMYHOJIOTHYECKUM METOJIOM

B) 3aMeHa WM JjJoOaBlIeHHUE
MPOU3BOJIUTENSI, OTBETCTBEHHOTO
3a BBIIIYCK cepuit

1. 3a ucCKJIIOYEeHUEM KOHTPOJIS

. 1 1,2,3,4 IA
Ka4yecTBa/ UCIIBITAHNUE CEePHU

2. Bxmrouass KOHTpOJIb KadecTBa/

y 1,2,3, 1,2,3,4 1A
HUCIIBITAHUC CepI/II/I

3. Bxirouass KOHTPOJb KadecTBa/

HCTIBITaHUE Ouonornueckoro/

HMMYHOJIOTUYECKOTO

JIEKapCTBEHHOTO TMpernapara u

OJIWH W3 METOJIOB HCIIBITAHUH, II
OCYILECTBIISIEMbI Ha TJIOMIAIKE

SBISCTCI  OMOJTOTHYCCKUM/

UMMYHOJIOTHYECKHAM/

MMMYHOXUMUYECKUM

YV ¢ 1 o B H 1

1. Ilnomanka JUICH3UPOBaHa B YCTAaHOBICHHOM MmopsIKe.
2. JlekapCcTBEHHBIH Mpenapar He SABISAETCS OHOJOTHYECKHUM/UMMYHOJIOTHYECKHM JICKAPCTBEHHBIM MPENapaToM.
3. Tpancdep TEXHOJIOTHMH CO CTapO¥ Ha HOBYIO IUIOMIAJKYy MK HOBYIO HCIBITATEIBHYIO J1a00paTOpHIO
MPOU3BE/ICH YCIIEIIHO.

JdoxyMmMeHT anuuws

1. Komust nunieH3mii Ha MPOM3BOACTBO WIIM B CIIy4ae UX OTCYTCTBHS — cepTudukar GMP, BEITaHHBIN B TedueHHe
Tpex MOCIEIHUX neT COOTBETCTBYIOIINM YMOJHOMOYEHHBIM OpraHoOM.
2. B ¢opme 3asgBiueHHS O BHECEHHHM H3MEHEHHH HEOOXOAWMO yKa3aTh "Tekymux'" u 'mpemraraeMpix'
MPOM3BOMMUTENICH  JIEKAapCTBEHHOro  mpemaparta (corjacHo  pasgedy 2.5  ¢GopMmbl  3asBICHHS).
3. Jlexnapalys yrnoJHOMOUYEHHOTO JIUIA, OTBETCTBEHHOTO 33 CEPTU(PHKAIIUIO CEPUH, B KOTOPOH YKa3bIBaeTCsI, YTO
MPOU3BOINTENH(M) aKTUBHON (papMalieBTUUECKOI CyOCTaHIINK, yKa3aHHOH B PErHCTPallMOHHOM JI0Che, paboTaeT(
I0T) B COOTBETCTBHHM ¢ [IpaBmiaMu Hajjexaieil Mpon3BOJICTBEHHON NpakTtuku PecrnyOnuku Kasaxcran s
HCXOIHBIX MaTepHaioB. [Ipn ompeneneHHbIX 00CTOSATENbCTBAX JOIMYCKACTCS MPECTABIATh OJHY ICKJIAPAIHIO (
cCM. NpUMedaHHUeE K H3MEHECHHUIO B.I1.6.1).



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

b.11.6.3 W3meHenue mporiecca
MPOU3BOJICTBA JICKAPCTBEHHOTO

npemnapara, BKJIIOYas
. VYcenoBus TpebOyemast TOKyMEHTAIIUS Bup npouenypst
MPOMEXYTOYHBIH  MPOIYKT,
HCIIONIE3YEMBI B TIPOU3BOJICTBE
JIEKapCTBEHHOTO IIperapara
a) He3HauuMble H3MEHEHUS
) 1,2,3,4,5,6,7 1,3,4,5,6,7,8 1B

nporecca MPOr3BOICTBA

0) 3HaYMMBbIe N3MEHEHHS IIpoIiecca
MPOU3BOJICTBA, OKa3bIBAIOIINE
CYIICCTBCHHOE BJIMSHHE Ha I
Ka4ecTBO, OE30MacHOCTh U
3((HEeKTUBHOCTD JIEKAPCTBEHHOTO

npenapara

B) JIEKapCTBEHHBIM Mpemapar
ABJIAETCS Oouosoruueckum/ I
UMMYHOJIOTHUECKUM, U U3MEHEHUE

TpeOyeT OICHKH COTIOCTABHMOCTH

I) BBEJCHHEC HECTAHAAPTHOIO
TepPMHHAJIBHOTO MeToa I
CTEPUITH3AIHH

) BBCICHHC WU yBEIMYCHHE
U30BITKA, HWCIOIB3yeMOTO B
OTHOIICHUH aKTUBHOU

(hapMaIeBTHUCCKON CYOCTaHIHH

II

€) HeCYyIIeCTBEHHOE H3MEHEHUE
Tpolecca MPOU3BOJCTBA BOIHOM 1,2,4,6,7,8 1B
CYCIEH3HUH JIJIs TPUeMa BHYTPb

Y ¢ o1 o B un 14

1. V3MeHeHUs] KaueCTBEHHOTO WMJIM KOJIWYECTBEHHOTO MPOQUIIS MpuMeceid nimn (QU3UKO-XUMHUYECKHX CBOICTB
OTCYyTCTBYIWOT

2. NI3MeHeHue KacaeTcsl TBEPIOH JIeKapCTBEHHOH (hOPMBI [T IpHeMa BHYTPb (pacTBOpa AJIs IpreMa BHYTPB) C
HEMEUICHHBIM BBICBOOOXKIEHHEM M pacCMaTpHBaeMBbIii JIEeKapCTBEHHBIH NpenapaTr He SBIeTcs OHOIOrHIecKumM/
MMMYHOJIOTHYE€CKUM niun PAaCTUTECIbHBIM.
3. IlpuHOMNI OpPOUM3BOJCTBA, BKIOYAs OTIEIbHBIE €ro JTallbl, HE W3MEHSIOTCS, Hampumep, oOpaboTka
MIPOMEXYTOUHBIX ITPOYKTOB, OTCYTCTBYIOT U3MEHEHHSI KaKUX-JIMOO PacTBOPUTEIIEH, UCIIOIb3YEMBIX B Ipolecce
IpoMU3BOICTEBa

4. 3aperucTpUpOBAaHHBEIH B  HAacTOsAllee BpeMs IpollecC NPOU3BOJACTBA  KOHTPOJIHPYETCH
BHYTPHIIPOM3BOACTBEHHBIMU KOHTPOISAMH M H3MEHEHHME TaKUX KOHTpOJEH (pacliMpeHHe WIM HCKIIOYEeHHEe
KpUTEpHUECB NPUEMIEMOCTH) HE TpebyeTcs.
5. Cneuudukanuym JeKapcTBEHHOTO IIpernapara WM IPOMEXYTOYHBIX HPOAYKTOB HE H3MEHSIOTCS.
6. ITo pe3ynbraTaM HOBOTO IpoIlecca JIOJDKEH 0Opa3OBBIBATHCS MASHTUYHBIA C TOYKU 3PEHUS] BCEX aclEKTOB
KayecTsa, OGe3omacHoCTH u 3 pexTuBHOCTH JIEKapCTBEHHOTO npenapara.
7. CoriacHO COOTBETCTBYIOIINM JOKYMeHTaM Pecrry6miku KasaxcraH HayaTbl COOTBETCTBYIOLINE UCCIICIOBAHHS
CTa0WIBHOCTH HE MEHee YeM Ha OJHOHM OIBITHON WIIM IPOMBIIUICHHOW CEpUH; B PACIIOPSDKEHUH 3asBUTEILI
HaxOMAATCS yIOBIETBOPUTEIbHBIC PE3yJbTaThl, 110 MEHBUIEH Mepe, TPeXMECAYHOIO U3Y4EHHs CTaOMIbHOCTH.
[ToaTBepskaeHUE TOTO, YTO HCCIIEJOBAHUS OyIyT 3aBEPIICHBI, U €CIH pe3yibTaThl He OYAYT YKIaJbIBaThCs B
cnenr(UKaIUK WM MOTEHIUAIbHO HE YKJIaIbIBaThCS B ClieUM(UKAIMM HAa KOHEI| CpOKa TOJHOCTH, HX
HEMEJJICHHO NPE/ICTABAT YIIOJIHOMOYEHHOMY OpraHy Hapsity ¢ IpeularaeMbIM IJIaHOM JAEHCTBUI.



JdoxywMmMeHT anuwws

l. [MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) nocke.
2. B oTHOmIEHNN MATKUX U JKAAKHUX JIEKAPCTBEHHBIX (POPM, B KOTOPHIX aKTHBHAs (hapMarieBTHIecKast CyOCTaHIINS
HaXOAWTCS B HEPACTBOPEHHOM COCTOSIHUH: HaJUIEKaIIasi BaJIMIAIN H3MEHEHN, BKIIFOYast MUKPOCKOIIHIO YaCTHUI]
B IIEJISIX MPOBEPKU BUIUMBIX U3MEHEHHH MOP(OIOTHH; CpaBHUTEIbHbIE JaHHBIC O PACIpeeICHUH 10 pa3Mepy
JaCTHI (nucmepcHocTH), MOJy4EeHHBIEC HaJJleXalmuM CIIOCO60M.
3. B oTHOmIEHNN TBEpABIX JIEKAPCTBEHHBIX (OPM: JAaHHBIE MPOGHIS PACTBOPEHHS OJAHON perpe3eHTaTHBHON
MPOMBIIITIEHHON CEPUH U CPaBHUTENBHBIE AAHHBIE TPEX IMOCIEIHUX CEpUM, MPOU3BEACHHBIX C MOMOILBIO
npenpaymero mporecca. [lo 3ampocy HEoOXOIWMO TPENCTaBUTH JAHHBIC MO CICAYIOIIAM IIBYM IOJHBIM
TIPOMBIIIICHHBIM CEPHUSM T COOOIINTE, €CITH Pe3yJIbTaThl He YKIIAIbIBAIOTCS B CIICIU(PHUKALINIO U MPEIUIOKUTH
TUTaH AeUCTBHUM. B OTHOIIEHNH JIeKapCTBEHHBIX PACTUTEIBHBIX MIPETAapaToB TOCTATOYHBI JaHHBIE CPAaBHUTEIHHOM
pacmangaeMOCTH

4. O00oCHOBaHUS HENPE/ICTABICHUS Pe3yIbTaTOB HOBOI'O UCCIIEJOBAHHsI OMOIKBUBAIICHTHOCTH B COOTBETCTBUH C
[IpaBuinamu MIPOBEACHUS HUcciaeJ0oBaHUU OMOPKBHUBAJICHTHOCTH.
5. [Ipu u3MeHeHUN mapameTpa(oB) MpoIecca, KOTOPBIE CYUTAIOTCS HE OKA3hIBAIOIIMMHU BIMSHHAE Ha KAa4eCTBO
JIEKapCTBEHHOTO TIpernapaTta, JeKJIapamus, 9TO STO JOCTUTHYTO B XOJIe paHee MPOBEICHHON 0I00pEHHOI OIEHKH
p “ ¢ KX O B

6. Konuu cuenupuKauii Ha BBINIYCK u Ha KOHell cpoka FOJTHOCTH.
7. JlaHHbIC aHanu3a cepuil (B (opMare CpPaBHUTEIBHOW TaONHIIBI), IO MCHBIIEH Mepe, ONHOHM cepuH,
MPOM3BEJICHHOHN C TIOMOIIBIO 0JIOOPEHHOTO U IpeasaraeMoro mpouecca. [1o 3ampocy HeoOX0ANMO MPEACTaBUTH
JIAaHHBIC T10 CJICAYIONIMM JIBYM HOJHBIM IPOMBIIUIEHHBIM CEPHSM; CIEIYET COOOIINTD, €CIIH PE3yIbTaThl aHAN3a
HE YKJIAIBIBAIOTCS B crenupUKAHIO u MpPEeaT0XKUTH IIaH IEeHCTBUMA.
8. Jlexmaparmus, 9T0 Ha4aThl COOTBETCTBYIOIINE UCCIEIOBAHISI CTAOMIBHOCTA B COOTBETCTBHU C JOKYMEHTAMHU
Pecniy6nuku Kazaxcran (¢ ykazaHHEM HOMEPOB CEpHi) M H3yUYCHBI HEOOXOAMMBIE MTapaMeTpPhl CTAOMIBHOCTH, 110
MEHBLICH Mepe, Ha OJIHOM OIBITHO-IIPOMBIIUICHHON WX IPOMBIIIJIEHHOW CEPUM U HA MOMEHT YBEJOMJICHUS B
PacOpsDKEHUH 3asBUTEINS HAXOIWINCh YIOBIETBOPUTENBHBIE PE3YNIbTaThl, 10 MEHBIIEH Mepe, TPeXMECAIHOTr0
W3yYeHHs CTAOMJIBHOCTH; M MPOQMIb CTaOMIBHOCTH aHAJOTMYEH TEKYIIeH 3apernCTpHUpPOBAHHON CHUTYAIWH.
[IpencraBieHO MOATBEPKIACHUE TOTO, YTO MCCIEOBAHUS OYIOYT 3aBEPIICHBI, U YTO, €CIIA PE3yIbTATH HE OyIyT
VKJIaABIBAaThCS B CHEHU(UKAIUN WIA MOTCHIHWAIHHO HE YKIAABIBATHCS B CHEIU(UKAIMN Ha KOHEI CpOKa
TOJHOCTH, X HEMEUIEHHO TPEACTaBAT YIOJTHOMOYCHHOMY OpraHy Hapsay ¢ IpeaiaraéMbIM IIaHOM JIeHCTBHH.

B.11.6.4 W3meHeHnue pasMmepa
cepun (BKIIFOYAs JIHAIIa30HBI
pa3mepa cepuu) JEKapCTBEHHOTO
npemnapara

VYcenosus TpeOyemast fOKyMeHTaIMs Bun npouenypst

a) yKpyIHeHue BIIoTh 70 10 pas

1,2,3,4,5,7 1,4 IB
10 CPaBHEHUIO C 0100pEHHBIM

0) pasykpymHenue 10 10 pa3 1,2,3,4,5,6 1,4 1B

B) W3MCHEHHE TpeOyeT aHaim3a

COIIOCTaBUMOCTH OMOJIOTHIECKOTo/

HMMYHOJOTHYECKOTO

JIEKApCTBEHHOI'0 Ipenapara WiH I
W3MEHEHHE pa3Mepa Cepuu

TpeOyeT HOBOTO HCCIEJIO0BAHUS

OMOIKBUBAJICHTHOCTH

r) M3MCHEHHE 3aTparuBacT BCE

OCTallbHbIE  JIEKAPCTBEHHbIE

(hopMBI, TpPOU3BOASIIUECS C 1I
IOMOIIBIO KOMIIJIIEKCHBIX

MPOLIECCOB MTPOU3BOJICTBA

) ykpynHerue Oomnee 10 pas mo
CPaBHEHHUIO C OJOOPEHHBIM
pPa3MepoM CepHH JICKapCTBEHHBIX



dbopM ¢  HEMEIJICHHBIM 1,2,3,4,5,6 1B
BBEICBOOOXKICHHEM (IUIsl TIpreMa
BHYTPB)

e¢) Macmrad mPOU3BOJCTBA
OMOJTOru4YeCcKOTro/
HMMYHOJOTHYECKOTO
JEeKapCTBEHHOTO  Ipemapara 1,2,3.4.5.6 B
YBEITUYHIICS/YMEHBITIUICT ~ 0e3

W3MEHEHHUS npoiecca

MpOU3BOJACTBa  (Hampumep,

JyOJNIMpOBaHUE JTMHUH )

Y ¢ o1 o B uU #

1. 3MeHeHwe He BIHAET Ha BOCHPOM3BOIUMOCTE M (MJIM) TIOCTOSIHCTBO Ka4decTBa JIEKApCTBEHHOTO Ipermapara.
2. V3MeHeHHME 3aTparuBacT CTaHIAPTHBIC JCKAPCTBCHHBIC (OPMBI IS MPHEMa BHYTPh C HEMEIJICHHBIM

BBICBOOOXJEHUEM unu HECTEePUJIbHBIE JKUJKHE JIeKapCTBEHHbIE GbopMBI.
3. JIroOble U3MEHEHHSI METOJIOB MPOU3BOJACTBA M (WJIM) BHYTPUIIPOU3BOJACTBEHHBIX KOHTPOJICH HEOOXOIUMBI

JUIIb 1 W3MCHCHHS pa3Mepa CepuH, HalpuMep, HCIOIb30BaHHWE OOOPYIOBaHUS IPYyroro pasmepa.
4. VImeeTcs cxeMa BaJUAALMM UM B COOTBETCTBUU C TEKYIIHMM MPOTOKOJIOM YCIELIHO NMPOBEAEHA BaJIUAALMUS
MPOU3BOJICTBA HE MEHEE UYEM Ha TPEX NPOMBILUIEHHBIX CEpPUAX C HOBBIM Pa3MEpPOM B COOTBETCTBUHU C

NPUMEHUMBIMHU TpeOOBAaHUAMU.
5. PaccmaTpuBaeMblii JICKApCTBCHHBIH IpemapaT He SBISICTCS OHOJIOTHYECKHM/ HMMYHOJOTHYESCKUM.
6. VI3MeHeHHE HE JOJDKHO OBITH CIICJACTBHEM HEMPEIBUICHHBIX CHUTYAI[Hi, BO3HUKIIMX B XOJC MPOU3BOJICTRA,
U U H3MEHEHHUS CTaOUMNBHOCTH.
7. Pa3mep cepun yknaapiBaercs B 10-kpaTHbIM 1Mana3oH, NPeIyCMOTPEHHBI IPHU PErucTpaluu, Wik Mocie
MOCJIENYIOIIETO U3MEHEHHUS, HE SIBISIBIIErOCsS U3MEeHeHHeM A tuma.

JdokymMeHT anmsd

1. [TonpaBka K COOTBETCTBYHOMEMY(HM) pasneny(am) Joche.
2. larHbIe aHaM3a cepuil (B popMaTe cpaBHUTEIBEHOM TaOIHIIB), TPEX MPOMBIIUICHHBIX CEPUH, MPON3BEICHHBIX
B 3apErHCTPUPOBAHHOM U MpeiyiaraeMom pasmepax. JIPY 00si3aH cOOOIINTH, €CM Pe3yJbTaThl aHAIH3a He

yKIaJbIBAIOTCS B crnenupuKanuio, u MpeIOKUTD IIaH JNEeHCTBHH.
3. Komum onoOpeHHbIXx crnenudukanuidé Ha BBINYCK M Ha KOHEI CpoOKa TOJHOCTH.
4. B COOTBETCTBYIOIINX CITy4asix HEOOXOJMMO yKa3aTh HOMEpa CEpHi, COOTBETCTBYIOIIHME pa3Mepy CEpHHU U JaTe
UX MPOU3BOACTBA (3), UCIOJIE30BAaHHBIX B BAIMAANIMOHHOM HCCJICIOBAHUH, HIIH TIPEJCTABUTh OTYET (PE3ysIbTaT)

BaJUAIUH MPOU3BOICTBEHHOTO mporecca TUTST 3asIBJICHHOTO pa3mepa CepHuH.
5. Heob6xomumo NpencTaBUTh pPe3yNbTATHI BaJUAlUU.
6. Pe3ynbTaThl HCCIIEA0BaHUI CTAaOMILHOCTH, TIPOBEACHHBIE B COOTBETCTBUU C okKyMeHTaMu PK, o 3HaYrMbIM
napameTpaM CTaOMJIbHOCTH, MPU YCKOPEHHBIX U JOJTOCPOYHBIX YCIOBHSX HUCIBITAHUS HA TPEX OIBITHBIX HJIH

MMPOMBIINIJICHHBIX CEPUAX, OXBATBIBAIONIUX, IO MEHbIIIEn MEpE, TpU MEcAla, MOATBEPKIACHUE TOTO, UYTO TAKHC

HCCIICIOBaHUs OYIyT 3aBEPIICHBI, U YTO €CIH Pe3yJIbTaThl He OyIyT YKIaAbIBAThCS B CHCIUGUKAIUU KU

MOTEHI[MAIIEHO HE YKJIAJBIBAaThCS B CICNU(UKANMKA HAa KOHEIl CPOKA TOJHOCTU, UX HEMEJICHHO IPEACTABST

YIOJTHOMOYEHHOMY OpTraHy Hapsaxy C IpelaraeMbIM IUIAHOM JeWCTBHH. B oTHOmEHWM OMOIOTrHYeCKHX/
MMMYHOJIOTHUECKHUX CPEJICTB: JCKIapalius, 4T0 OlIEHKA COMOCTABUMOCTH He TpeOyeTcs.

B.I1.6.5 HN3meHeHune

BHYTPHUIIPOU3BOACTBEHHBIX

HUCNBITAHUN MM KPUTEPUEB
VYcenosus Tpebyemast TOKyMeHTaIs Bun npouenypst

MIPUEMIIEMOCTH, UCIIOJIB3YIOMINXCS

npu MPOU3BOJICTBE

JIeKapCTBEHHOTO IIperapara

a) YXKECTOUYCHUEC
BHYTPHUIIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KpUTEPHUEB IPHEMIIEMOCTH



0) nobaBneHE HOBBIX UCIBITAaHUN 1,2, 5, 6 1,2,3,4,5,7 1B
WA KPUTEPHUEB PHEMIIEMOCTH

B) HCKIIIOYCHNE HECYIIECTBEHHOTO
BHYTPUIIPOU3BOCTBEHHOTO 1,2,7 1,2,6 IA
WCTIBITaHUS

) HCKIIOYCHHUE
BHYTPUIIPOU3BOICTBEHHOT'O
HCIIBITAHUS, KOTOPOEC MOXKET
CYIICCTBCHHO TMOBIHITH Ha
COBOKYITHOE KadecTBO
JICKapCTBCHHOTO IIperapara

I

1) pacimpeHue oJI00pPEHHBIX
BHYTPUIIPOU3BOACTBEHHBIX
KPUTCPHUECB  MPUEMIIEMOCTH, I
KOTOpPBIC CYIIECTBCHHO BIHSIOT HA

COBOKYIIHOE Ka4yecTBO

JeKapCTBEHHOTO Iperapara

¢) nmobaBlieHHME WM 3aMcHa
BHYTPUIIPOU3BOJACTBEHHOTO
WCIBITAHUS W3 COOOpaXKeHH
0€e30MMacHOCTH MITH KauecTBa

1,2,3,4,5,7 B

Y ¢ n o B Hu 1

1. MI3MeHeHHNe He SBISETCS CIEACTBUEM KaKoro-au0o 00s3aTeNbCTBA, NMPHUHSATOIO IO pe3yjbTaTaM paHee
MIPOBE/ICHHBIX JKCIIEPTHU3 C IIENbI0 aHalIN3a KPUTEPHUEB NPUEMIIEMOCTH Crenu(HUKanuy (HaupuMmep, B XOJe
perucrtpauuu 1591871 BHECEHHUS H3MEHEHUHU IT THIA).
2. V3MeHeHHNE HE SBISETCS CIEACTBHEM HENPEIBHACHHBIX CHTYaIlMi, BOSHUKIIMX B XOJE HPOHM3BOJCTBA,
HalpuMep, HOBas HEKBAJU(HULIUPOBAHHAS NPHUMECh, U3MEHEHHE IIPENIENIOB COACPKAHUS CYMMBI NPHMECEH.
3. JIro0oe m3MEHEeHHEe IOJDKHO YKIIAAbIBAaThCS B JHMANA30H TEKYIIUX OJOOPEHHBIX KPUTEPHUEB NMPHUEMIIEMOCTH.

4, AHanuTHyeckas MCTOJHKA HC U3MCHACTCA niin NU3MCHACTCA HC3HAYUTCIBbHO.
5. Hu OJIMH HOBBII METOJ HMCIIbITaHWA HC OCHOBAH Ha HOBOI HeCTaHZ[apTHOfI METOI0JIOTUHN WU CTaH)IapTHOﬁ
METOJOJIOIruM, I/ICHOJ'IBSYCMOI\/‘I MO-HOBOMY.

6. HoBBIif MeTOA MCHIBITAaHHUS HE SBISIETCS OMONOTHUECKHMM/ MMMYHOJIOTHUECKHMM/ MMMYHOXHMHYECKHM HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OMOIIOTHIECKUN PEeakTHB IS OMOIOTHIECKO aKTUBHOM (hapMarieBTHIECKON
cyOcrannuu (32 HCKIIOYECHHEM CTaHAAPTHHIX  (apMaKOMEHWHBIX MHKPOOHMOJOTHYSCKUX  METOIOB).
7. BHYTpHUIIPOM3BOJCTBEHHOE HCIBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOTO MapaMeTpa, Hampumep:

KOJINYECTBEHHOE OIpe/eICHne NpUMecH (€CIM TOJIbKO OIpENeIeHHBIH pacTBOPUTENh OJHO3HAYHO HE

HCIOJB3YETCsl B NPOM3BOJCTBE), JIOOYI0 KPUTHYECKYIO (PH3MUYECKYI0 XapaKTEpHCTHKY (pa3Mep YacTHIl,

HAaCBIITHYIO IUIOTHOCTBIO IO W IIOCTE YIUIOTHEHUS M T.J.), MCIBITAHWE HA IMOJUIMHHOCTH (B OTCYTCTBHE

TTOIXOISINET0 aTbTePHATUBHOTO KOHTPOJIST), MUKPOOHOIOTHIECKI KOHTPOJIb (€CIH TOJIBKO OH HE TpeOyeTcs B
OTHOIICHHUH OTIPEICIIEHHON JIEKapCTBEHHON (POPMBI)

JdoxyMmMeHT anuus

l. [Momparka K COOTBETCTBYROIMEMY(HM) pasneny(am) JIOChE.
2. CpaBHHTeNbHAS TaONUIA TEKYIUX U MPEJIAraeMbIX BHYTPHUIIPOU3BOJCTBEHHBIX HCIIBITAHHI M KPUTEPHEB
OpUueEeMIEeMOTCTH

3. [TogpobHOe onucaHre HOBOW aHATMTHUYECKON METOIMKH U JaHHbIE BATHIAIUNH (B COOTBETCTBYIOIINX CITydasx)

4. JlaHHbIC aHAJIN3a JABYX MPOMBIIUICHHBIX Cepuii (B OTCYTCTBHE JOJDKHBIX OOOCHOBAaHUM TSl OMOTOTHYCCKUX
AKTUBHBIX (DPapMalleBTHYCCKUX CYOCTAHIMH — TPH CEPUH) JICKAPCTBCHHOTO IMpernapaTa Mo BCEM IMapaMeTpam
cmenuduAKaMUAU

5. B COOTBETCTBYIOIIUX CIYYasiX CPABHUTENbHBIC JAHHBIC MTPOQUIISI PACTBOPEHHS JICKAPCTBEHHOTO MpenapaTa He
MEHee YeM Ha OJIHOW OMBITHO-IIPOMBIIUICHHO!H CepuH, MPOM3BECHHOW C UCIOJIb30BAHUEM TEKYIIMX U HOBBIX
BHYTPHIIPOU3BOJCTBEHHBIX HCIBITAHUI. B OTHOIIICHUHN JIEKAPCTBCHHBIX PACTUTEIBHBIX MPEIIAPATOB MOTYT OBITh



OCTaTOYHBI JaHHBIE CPaBHUTENBbHON pacmamaeMoOCTH.
6. OGocHOBaHME/OIICHKA PUCKOB, MOATBEPXKIAIOIINE, YTO BHYTPUIPOHM3BOACTBEHHOE HCIIBITAHUE SIBISCTCS
HECYIMECTBEHHBI M UIH ycTapeno.
7. O60CcHOBaHNE HOBOTO BHYTPUIIPON3BOICTBEHHOT'O UCTIBITAHNS M KPUTEPHEB IPHEMIIEMOCTH.

b.1I. B) KOHTPOJIb Ka4€CTBAa BCIIOMOI'aTCJIbHBIX BCIICCTB

B.Il.B.1 U3meHnenne mapaMeTpoB CHEIU(PUKAIIN U (WIH) KPUTCPHUEB Veonms Tpebyemas Bupg

MIPUEMIIEMOCTH BCTIOMOTaTEIBHOTO BEIIECTBA JOKYMEHTAIUs TPOIIECTyPHI
a) Y)KECTOUCHUE KPUTCPUEB MPUEMIICMOCTH CIICIIM(DUKAITAH 1,2,3,4 1,2 1A

0) moGaBneHNe B CHEIU(HUKAIINIO HOBOTO mapamerpa cnemudurammu u 1,2, 5, 6

5 1,2,3,4,6,8 IB
COOTBCTCTByIOHICFO eMy METOAAa UCIIBITAHUU . 7

B) HCKJIIOYCHUEC HCCYHICCTBECHHOT'O IMMapaMeTpa CHGHI/I(l)I/IKaHI/II/I (HaanMep,

1,2 1,2,7 1A
HCKITIOYEHHUE YyCTapeBIIEro IIapaMeTpa)

I') M3MEHEHHE, BBIXOJIIee 3a OJOOPEHHbIC KPUTEPUH MPHEMIIEMOCTH I
cnenuduKanuu

) UCKIIOYEHHE IapameTpa crenu(ukanuy, KOTOPBIH MOXKET
CYIIECTBEHHO MOBIHATh HAa COBOKYITHOE Ka4deCTBO JIEKAPCTBEHHOTO II
npenapara

e) npobaBineHne wuiau 3ameHa (MCKIOYas OWOJIOTMYECKUH W

MMMYHOJIOTHYECKHI TIpemapar) mnapaMerpa clenuu@uxkanun Hu 1,2,3,4,5,6, B
COOTBETCTBYIOIIETO €My METOJa HCHBITAaHUH U3 COOOpaKeHHH 8

6€301acHOCTH WM Ka4ecTBa

JK) €ClIM Ha BCIIOMOTATENbHOE BEIIECTBO OTCYTCTBYET CTaThs

Tocynmapcteennoit ®apmakonen PK, n3MeHneHrne B COOCTBEHHBIX JTaHHBIX 1,2,3,4,5,6, B
cnennuKay Ha HeOPHIHUAIBHYIO (hapMakonero Wi (apMakornero 8

TPETbEN CTpaHbI

Y ¢ n1 o B U 4

1. M3MeHeHUe He SBISICTCS CICACTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pPe3yjbTaTaM paHee
MPOBEJICHHBIX 3KCIIEPTH3 C IICIBI0 aHAIHM3a KPUTCPHEB MPUCMIIEMOCTH CHEIU(UKAINK (HAIPUMEp, B XOJe
peructpanumn JMeKapCTBEHHOTO mpemnapara WU BHECEHUH H3MEHEHUH 11 THIA).
2. "3MeHeHne HE SABISCTCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMid, BO3HHKIIAX B XOJAE NPOM3BOJACTBA,
HaIpuMep, HOBOI HEKBaTU(HUIMPOBAHHON IMPHMECH, WU3MEHEHHUS IPENeTIOB COACPKAHWS CYMMBI NpHMECEH.
3. JIroboe M3MEHEHHE MOJDKHO YKIAAbIBAThCS B JMANA30H TCKYNIUX OJ00PEHHBIX KPUTCPUEB MPHUEMIICMOCTH.

4, AHanuTHyeckas MECTOJHKA HC U3MCHACTCA N NU3MCHACTCA HC3HAYUTCIBbHO.
5. Hu OJIMH HOBBII METOJ HMCIIbITaHWA HC OCHOBAH Ha HOBOI HeCTaHZ[apTHOfI METOO0JIOTUHN HUIIN CTaH)IapTHOfI
METOOJOJIOIuM, I/ICHOJ'IB3yeMOI\/’I MO-HOBOMY.

6. HoBbIif MeTOA MCHIBITAHHUS HE SBISAETCS OMONIOTHUECKHMM/ MMMYHOJIOTHUECKHMM/ MMMYHOXHMHUYECKHM HIIH
METOJIOM, B KOTOPOM HCTIONIB3YETCS OMOIOTHIECKUN PeakTHB IS OMOIOTHIECKO aKTUBHOM (hapMarieBTHIECKON
cyOcrannuu (32 HCKIIOYEHHEM CTaHAAPTHHIX  (apMaKOMEHWHBIX MHKPOOHMOJOTHYSCKUX  METOIOB).
7. I3MeHeHHe He KacaeTcsl TEHOTOKCUYHOW IIPUMECH.

JdoxkyMmMeHT aUnuavs

l. I[MompaBka K COOTBETCTBYROIMEMY(HM) pasgeny(am) nocke.
2. CpaBHUTENbHASA Tabnuia TEKYIHX u npeaiaraeMbIX cuenupUKaAIUA.
3. [HogpoOHoe onucanue 1000 HOBOW aHATMTUYECKOW METOJMKHU U JAaHHbIE BATUIAIMU (B COOTBETCTBYIOLIMX
c 1y 94 a s X )

4. JlaHHbBIe aHAJIM3a ABYX IPOMBIIIICHHBIX CEpUi (B OTCYTCTBHE MOJDKHBIX 00OCHOBAHHMHU JUISI OMOJIOTHYECKHUX
AKTHBHBIX (papMalleBTHYECKUX CYOCTAHIIMH — TPH CEPHUH) BCIIOMOTATEIFHOTO BEIIECTBA 110 BCEM IapaMeTpam
cmenud U KamMUTH

5. B COOTBeTCTBYIOMIMX cCIydasX ITaHHBIE TECTa CPABHUTEIHHONW KHHETHKH PACTBOPEHUS JIEKAPCTBEHHOTO

npemnapara, 1Mo MEHbIIEH Mepe, OJHOW OIBITHO-MPOMBIIUIEHHON CEpUH, COJAeprKallleil BCIIOMOraTelbHOe

BEIIICCTBO, COOTBETCTBYIOIICIO TEKYIIEH M MpeaaracMoi crerudukanusM. B oTHOIICHUH JeKapCTBEHHBIX

PAaCTUTENBHBIX npenapaTos JIOCTaTOYHBI JTaHHBIE CpPaBHUTEIBHOU pacnazaeMocTH.



6. OO0CHOBaHMSI HEMPEICTABICHNUS PE3YJIbTaTOB HOBOTO MCCIIEAOBAHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBHUH C
[IpaBunamu NpOBEACHUS UCcClieJOBaHU M OMOIKBUBAJICHTHOCTH.
7. OGoCcHOBaHHKE/OLIEHKA PUCKOB, TIOATBEPXKAAOIINE TO, YTO MAPaMETp SABISCTCS HECYILECTBEHHBIM HIIH yCTapel.
8. O0ocHOBaHME HOBOTO MTapaMeTpa CIIeHUPUKAINN 1 KPUTEPUEB TPHEMIIEMOCTH.

B.11.B.2 M3MeHeHHE aHATUTHUECKON METOIUKU AJI BCIIOMOraTENIbHOTO v Tpebyemas Bun
CJIOBHSA

BelleCcTBa JOKYMEHTaIUs MpoLeTyphl

a) He3HAYMMBbIE U3MEHEHHUS 0JJOOPEHHON aHATUTHIECKOH METOIMKHI 1,2,3,4 1,2 1A

6) HCKIIIOYCHHE aHAJIUTHYECKOM METOJUKH, €CJIM aJIbTCPHATUBHAA e

5 1 1A
METOJINKA YKe 0JJ00peHa

B) 3aMeHa OHOJOTMYECKOr0/MMMYHOJIIOTHYECKOT0/ MIMMYHOXHMHUYECKOTO
METOJA MCHBITAHUW HIM METOJA, B KOTOPOM HCIOJIb3YETCA II
OMOJIOTHYECKHUiT peaKTHB

F) IPOYUEC U3MCHCHUA AHATUTHYCCKON METOIUKHU (BKH}O‘Iaﬂ I[O6aBJIeHI/Ie

1,2 IB
WJIH 3aMeHY)

Y ¢ o1 o B u =1

1. CormacHo COOTBETCTBYIOIIUM JOKYMEHTaM IPOBEICHBI HEOOXOAMMEIC BAMIAIIMOHHBIC WCCICIOBAHUS,

MOJITBEPXKAAIONINE TO, YTO OOHOBJCHHAS AHAIUTHYECKAss METOAMKA, MO MEHbIIeH Mepe, SKBUBAJICHTHA

npenx B Oy Il e i

2. Tpenensl comepaHusi CyMMBbI MPUMECEH HE W3MEHHJINCh, HOBbIC HEKBaTH(DUIMPOBAHHBIC MPUMECH HE

00 Hapy X eH B

3. MeTon aHanu3a He M3MEHWICS (HapuUMep, M3MEHEHHE JUTMHBI KOJIOHKH MJIH TEMIICpaTyphl, HO HE JPYroi BH
KOJOHKH UHu METOJ).
4. HoBBIif METOA WCHBITAHWS HE SBISACTCA OMOIOTHYCCKHM/ WUMMYHOJIOTHICCKUM/ UMMYHOXHUMUYCCKUM HITH

METOJ/IOM, B KOTOPOM HCIIOJIb3yeTCsl OMOJIOTHYECKUI PEakTUB (32 UCKIFOUCHUEM CTaHIAPTHBIX (hapMaKorenHbIX
MHUKPOOHMONMOTHUECKHX METOTOB).
5. AJbpTepHATHBHAs aHAJIMTHYECKass METOJMKA JJIsl HapaMeTpa crenuprKanuy yxe oJo0peHa, Mpyu dTOM Takast
METOIMKa ObLTa BKIIOUYEHA HE C MOMOIIBI0 [A/-yBe1oMITCHH S,

JdoxkxkyMmMeHT aUnus

1. TTompaBka K COOTBETCTBYIOLIEMY(HM) pa3neny(aM) AOCke, BKIIOUYAs OMMCAHIE aHATUTHICCKON METOMOJIOTHH,
pe3loMe JaHHBIX BaJIWJAlNM, IEPECMOTPEHHBIE chnenu(UKanuu Ha MpUMecH (€Cln IMPUMEHHUMO).
2. CpaBHI/ITeHBHI:-Ie PE3YIbTaThl BAJIUAALIUNU HIIU, IIPU HAJTAYHUU 06OCHOBaHI/I${, CPaBHUTCIIBHBIC PE3YJIbTaThbl
aHaJM3a, NOATBEPKIAIOIIUE TO, YTO TEKYIee U MpeaiaracMoe UCTIbITaHus SKBUBAICHTHBI. JlaHHOE TpeboBaHue
HE NIPUMEHSETCS, €CIU 100aBIseTCs] HOBAsl aHAIMTHYECKAs! METO/INKA.

B.11..3 V3MeHeHne HCTOYHHKA TIOTYICHUS BCTIOMOTATEIBHOTO BEIIEeCTBA v Tpebyemas Bupg
CIoBUS

WM peakTuBa ¢ puckom TI'D JIOKYMEHTAaIUs TPOLELYPhI

a) u3 martepuana ¢ puckoM TI'D Ha MaTepuan pacTUTEIBHOTO WU
CHHTETHYECKOTO MPOMCXOXKICHUS

1. /I BcrioMOTraTEIbHBIX BEIECTB MM PEaKTUBOB, HE UCIIOJIb3YEMBIX B
MPOU3BOJCTBE  OMOJOTMYECKOH/MMMYHOJIOTHYECKOH  aKTHBHOM

. 1 1A
(dhapmaneBTUYCCKON cyOcTaHuu UIH OMOJIOTHYECKOTO/
HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOT'O Iperiapara
2. Jlns BCIOMOTATENBbHBIX BEIIECTB WM PEAKTHBOB, MCIOJIB3YEMBIX B
MPOU3BOJCTBE  OMOJOTMYECKOH/MMMYHOJIOTHYECKOH  aKTHBHOM 12 B
b

(dhapmaneBTUYCCKOMN cyOcTaHIuu WA OHOJIOTHYECKOTO/
HMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara

0) W3MeCHeHHe WM BBEIEHHE MaTepuana ¢ puckom TI'D mnm 3ameHa
Marepuana ¢ puckom TI'D Ha apyroit marepuan ¢ puckom TI'D, He II
UMeIoni cepTudukat coorBercTBus mo TT'D



Y ¢ 1 o B u 1
1. Cnenudukanuu Ha BBHITYCK W HA KOHEIl CPOKA TOJHOCTH BCIIOMOTATEIHHOTO BEMIECTBA W JICKAPCTBEHHOTO
npenapara He U3MEHSIOTCSL.

JoxkxkyMmMeHT aUngs

1. Jexnapanus npousBoautens win JIPY Marepuana, 4To OHM MOJTHOCTHIO PACTUTENHHOTO WJIM CUHTETHYECKOTO
IpPOUCXOKJEHHH4

2. UccnenoBanue SKBUBAJIEHTHOCTH MAaT€pUAOB U BIMSHUE HAa MPOU3BOJICTBO TOTOBOrO MaTepuasa, U BIUSHUE
Ha XapaKTePUCTUKH (HAIpUMEp, XapaKTEPUCTHKH PACTBOPEHHUS ) JICKAPCTBEHHOTO Tpenapara.

b.I1.e.4 W3meHeHHe CHHTE3a HJIM MOJYyYCHHsS He(apMaKomehHOTro
Tpebyemas Bupg

BCIIOMOI'aTENIbHOTO BELIECTBA (€CIM OMUCAH B PETUCTPALMOHHOM JOChE) Y CIOBUS
JOKyMEHTAIHs TPOLETYPbI

HJIK HOBOI'O BCIIOMOTI'aTCJIBHOI'O BCIICCTBA

a) HeCYNU[eCTBEHHOEC H3MEHEHHWE CHHTE3a WM MOJy4YeHHUs
He(apMaKOIEHHOTO BCIIOMOTATENBHOTO BellecTBa WJIW HOBoro 1,2 1,2,3,4 1B
BCIIOMOTATENILHOIO BEIIECTBA

6) U3MCHAKOTCA CHGHI/I(I)I/IKaHI/II/I nin HUMECTCA NU3MCHCHUC
(I)I/IBI/IKO-XI/IMI/I‘ICCKI/IX CBOICTB BCIIOMOTaTEILHOTO BCIIIECTBA, KOTOPbIC 1I
BJIMAIOT Ha Ka4€CTBO JICKAPCTBEHHOI'O Iperapara

B) BCIIOMOI'aTC€JIbHOC BCIICCTBO 6I/IOJ'IOFI/I‘{eCKOC/I/IMMyHOJ'IOFI/I‘IeCKOG
BCIICCTBO

II

YV ¢ 1 o B ©H 4

1. Crioco6 cuHTe3a ¥ CrieU(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) wmu
GU3UKO-XUMHUUECKHUX CBOMCTB.
2. UckmogaroTcs aqbIOBaHTEL

JdokywmMeHT aunumsd

1. [TonpaBka K COOTBETCTBYIOUIEMY(HUM) paszneny(am) JoChe.
2. lanHble aHanmu3a cepuii (B opMaTe CpaBHUTENBEHON TaOIUIIBL), 0 MEHbIIEH Mepe, IBYX CepHid (II0 MEHbILEH
Mepe OIBITHO-TIPOMBIIIJICHHBIX) BCIOMOTAaTeIFHOTO BEIECTBA, IIPON3BEACHHBIX C MOMOIIBIO CTAPOTO M HOBOTO
mn p oiImecTCc o B

3. B cooTBercTByIOImMX CilydasX JaHHbIE TECTa CPAaBHUTEIBHOM KWHETUKU PACTBOPEHHS JIEKAPCTBEHHOTO
mpemnapara, 1Mo MeHbIeld Mepe, ABYX cepuil (10 MEHbBIIEH Mepe ONMBITHO-IIPOMBIIUICHHBIX). B oTHOMmEHNN
JIEKapCTBEHHBIX PACTUTEIBHBIX MpenapatoB JOCTATOYHBI JaHHBIE CPAaBHUTEIBHON pacnmagaeMOCTH.
4. Komusi 0100peHHO# ¥ HOBOH (€ci IPUMEHUMO) crienn(UKanii BCHOMOTaTeIbHOTO BEIECTBa.

B.II. r) KOHTPOJIb KauecTBa JEKAPCTBEHHOTO MpernapaTa

b.Il.r. 1 MW3meHnenue mapamMeTpoB
cenupukanuu W (WIH) KPUTEPUEB Y CIOBHUSA Tpebyemast nokyMeHTawst Bup nmporenypsr
MPUEMIIEMOCTH JIEKaPCTBEHHOI'O MIpernapaTa

a) y)KeCTOUYEeHHE KPUTEPHEB IMPUEMIIEMOCTH

1,2,3,4 1,2 IB
crienuduKanuu
0) y)kecToueHne KpUTepreB MPHEMIIEMOCTH
crielin(pUKAIUN JICKApCTBEHHBIX IIPENapaToB 1,2.3.4 1.2 B

, TOIJeXamuX BEBIIYCKY cepuit
o(uIHMaIbHBIM KOHTPOJIBHBIM OPTaHOM

B) A00aBJIcHHE B CIEHU(PUKAIUIO HOBOTO

nmapaMeTpa M COOTBeTcTBylomero emy 1,2,5,6,7 1,2,3,4,5,7 IB
METOJIa UCTIBITAHUN

) MCKJIIOYEHHWE HECYIIECTBEHHOTO

napameTrpa cnenudukanuu (Hampumep, 1,2 1,2,6 IA
HCKITIOUYCHUE YCTAPEBIIETO MapaMeTpa)



I) U3MEHEHHUE, BBIXOAAIIEE 32 0J0OpEHHbIE I
KPHUTEPUH MIPUEMIIEMOCTH CHEIUPHUKAIIIHA

€) MCKJIFOUeHHE TIapaMeTpa Creu(puKaIi,
KOTOpLIﬁ MOXKCT CYIIECTBEHHO MMOBJIUATH HAa

I
COBOKYNHOE KadecTBO JIEKAPCTBEHHOTO
npenapara
K) mobOaBieHWe WM 3aMeHa (MCKIIoYast
OMONOrNYecKUii M HMMYHOJIOTHYECKHUi
mpenapaT) mapaMmerpa crneuupukanuu u
penapar) napavetp b 1,2,3,4,5,7 1B

COOTBETCTBYIOIETO €My METO/a UCIBITAHUI
U3 COOOpakeHHW OE30MaCHOCTH WU
Ka4yecTBa

3) OOHOBJICHHE JOCHE C IIEJBI0 COOTBETCTBHS

MOJIOKEHUSIM OOHOBJICHHOM O0INEH CTaThu

T'ocynapctBeHHOM ®apmakoneu 1,2,3,4,7,8 1,2 IA
Pecrry6muku Kazaxcran Ha JieKapCTBEHHBIH

mpemapar (*)

M) BBOJUTCS CTaThid [ ocCymapcTBEHHOMH
®dapmakonen Pecnyonuku Kaszaxcran
OOHOPOMHOCTh JO3UPOBaHMA" B IENAX
3aMEeHBl TEKYIIEro 3aperucTPUPOBaHHOTO
Meroma nmbo craThsi [ocymapcTBeHHOM
®dapmakornen Pecnybnuku Kazaxcran
OnHopoaHocTh  Maccel",  aubo
OmHOPOIHOCTE coAep)KUMoro"

"

1,2, 10 1,2,4 1A

"
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1. MI3MeHeHHne HeE SBIAETCS CIEACTBUEM KaKOTo-THO0O 00s3aTeNbCTBA, NMPHUHATOrO IO PE3yIbTaTaM paHee
MPOBEACHHBIX KCIIEPTH3 C IIETBI0 TEPECMOTpa KPUTEPHEB MPUEMIIEMOCTH crienndrKanuu (Hampumep, B Xo1e
perucTpanyy JIEKapCTBEHHOTO Ipernapara ik BHeceHHH u3MeHeHui 11 Tuma), eciny TojbKo 000CHOBBIBAIOIAS
JOKyMeHTanuss He Obula paHee TpoBEpeHa M yTBEpXKJIEHAa B paMKax Jpyroil Mpoueayphl.
2. U3MeHeHue He sBIseTCA CIEACTBHEM HENPEABUACHHBIX CHUTYyallMil, BO3HUKIIMX B XOJ€ MPOU3BOJCTBA,
HampuMep, HOBOW HEKBATH(UIIMPOBAHHOW IMPHUMECH, W3MEHEHHUS IPEIENIOB COACPKaHMS CyMMBI IPUMECEH.
3. JIroboe m3MeHEHNEe OJDKHO YKIaAbIBaThCA B AMANA30H TEKYIIUX OJOOPEHHBIX KPHUTEPHEB NMPHEMIIEMOCTH.
4. AHanuTH4eckKas METOJUKA HE HU3MEHSAETCA HIIH U3MEHAETCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METONOJOTHH, HCTONb3yeMOH NO-HOBOMY.
6. HoBbIif MeTOA MCHBITAaHUS HE SBISAETCS OMOJIOTHYECKHM/ MMMYHOJIOTHUECKHMM/ MMMYHOXUMHYECKHM HIIH
METO/IOM, B KOTOPOM HCIIOIB3YeTCsl OMOIOTHYECKHI PEaKTHB sl OMOJIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcrannmmu (32 WCKIIOYEHHEM CTaHAAPTHHEIX (apMaKOMEeHWHBIX MHUKPOOMOJIOTHYECKHX METOOB).
7. W3meHeHume He 3aTparMBacT Kakue-InOO mpuMecH (BKIOYAas TEHOTOKCHYHBIE) WM PacCTBOPEHHE.
8. U3meHenue 3arparuBaeT 0OHOBJICHUE KPUTEPHEB IPHEMIIEMOCTH MHKPOOHOJIIOTHYECKUX KOHTPOJIEH B LENsAX
cooTBeTCTBUs JeiicTByromeit dapmakonee, a 3aperHCTPUPOBAHHBIE HBIHE KPUTEPUU MPUEMIIEMOCTHU
MHUKPOOMOJIOTMYECKUX KOHTPOJIEH He BKIIOYAIOT KaKUe-THOO JOMOJHHUTENBHBIE KOHTPOJIH, BKIIOYEHHBIE B
crienu(pUKanuio, MOMUMO (apMakONeHHBIX TpeOOBaHWH B OTHOIIECHHH OIPECIICHHON JIGKAPCTBEHHON (DOPMBEL.
9. Iapametp crierMpuKauy HE 3aTparuBaeT KPUTHIECKUI mapaMeTp, HalpuMep: KOIMWIECTBEHHOE OIpeielIeHHE
npuMecH (€clM TONBKO OMNPENENICHHBIH pPacTBOPUTEIh OAHO3HAYHO HE MCIONIB3YyEeTCS B IPOHU3BOJCTBE
JIeKapCTBEHHOTO Ipenapara), 00yl KPUTHYECKYIO (PH3NYECKYIO XapaKTEePUCTHKY (IPOYHOCTh MM XPYIIKOCTh
Ta0JIeTOK, HE TIOKPBITBIX O00OJOYKOW, pa3Mmepsl), J0OO00H 3ampoc Ha NPONYCK HCIBITAHUSA.
10. IIpemnaraemblii KOHTPOJIb ITOJHOCTBIO COOTBETCTBYeT Tabmuue cratbu [ocynapcrBenHod dapmakonen
Pecnyonmkn Kazaxcran u He BKIIIOYaeT albTepHATUBHBIEC PE/IOKEHHS UCIIBITAHNS OTHOPOAHOCTH JO3UPOBAHMS
C IIOMOUIBIO BAPHALIMU MACCHI WIIK OJHOPOAHOCTHU COAEPKaHUs, €CIIU IOCIEHHE YKAa3aHbl B CTaTheE.



JdokyMeHT anmsd

l. I[MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) nocke.
2. CpaBHUTenbHAS Tabnuna TEKYIIUX u npejanaraeMbpIx cenupUKaui.
3. [MoapobHOe omucanue 1000 HOBOW aHATUTUYECKONW METOJMKHU U JAaHHbBIC BATUAAIMK (B COOTBETCTBYIOMIMX
C T y 9 a s X )

4. JlaHHble aHaaM3a ABYX MPOMBIIIICHHBIX CEpUii (B OTCYTCTBHE JOJDKHBIX 00OCHOBAHHMMU JUIs OMOJOTHYECKUX

aKTHBHBIX (hapMaleBTHYECKUX CYOCTaHIHUI — TPU CepHHU) JICKAPCTBEHHOTO MperapaTa Mo BCEM MapamMeTpam

cnmenuu dukangumu

5. B COOTBETCTBYIOLIMX CIy4YasX NaHHbIC TECTa CPABHUTEIBHON KHHETHKH PACTBOPCHHS JEKAPCTBEHHOI'O

mpenapara, M0 MEHbIIeH Mepe, OIHON ONBITHO-MPOMBIILICHHON CEpUH, COOTBETCTBYIOUIME TEKyIled u

npeyiaraeMoi crierdukaimsamM. B 0OTHOIIEHHH JIEKAPCTBEHHBIX PACTUTEIBHBIX [TPEMAPATOB JOCTATOYHBI JaHHbIC
CPaBHUTENbHOMH pacnmagaeMOCTH.
6. O0oCHOBaHWE/OLIEHKA PHCKOB, MMOATBEPXKAAIONIME, YTO TapamMeTp SBISIETCS  HE3HAYUMBIM.
7. O60cHOBaHHE HOBOTO TTapamMeTpa Cieln(pHKAIMN U KPUTEPHEB MPUEMIEMOCTH.

€CJIA B JIOChE 3apETHCTPHPOBAHHOTO JICKAPCTBECHHOTO Mperapara
ymoMuHaeTrcs 'Tekymiee u3naHume"', HEOOXOOUMOCTH B
YBEIOMJICHHH YIIOJTHOMOYEHHBIX OpraHOB 00 0OHOBJICHHOI cTaThe
locynapctBennoit ®@apmakonen PK. B cBa3u ¢ atum Takoe
W3MCHEHUE TPHUMCHSICTCS WPH OTCYTCTBUU YIOMHHAHHS
OOHOBJICHHOW (hapMaKOIEHHON CTaThU B TEXHUYCCKOM JIOChE, a
W3MEHEHUE OCYIIECTBIISICTCS B IIENIAX BKIIOYCHHUS YITOMHHAHUS
OOHOBIICHHOH BEpPCHH.

(*) Ilpumeyanne

B.Il.r.2 H3meHeHue aHAIUTHUYECKOMH

YcnoBus Tpebyemast nokymenTaust Bup mponenypsr
METOAMKH JEKapCTBEHHOTO Mpernapara

a) HEC3HAYUTCIBbHBIC U3MCHCHHUA

; . 1,2,3,4 1,2 B
yTBep)KI[CHHOI/I AHAJIUTUYCCKONU METOAUKHU

0) MCKITIOYeHNE aHAJMTUIECKONH METO/INKH,
€CM anbTepHaTHBHas el MeToAuka yxe 4 1 IA
omobOpeHa

B) M3MCHEHHE (3aMeHa) OMOJOrHYecKoro/

MMMYHOJIOTHYECKOT0/ UMMYHOXUMHYECKOTO

WCIIBITaHHUST WIM METOoJld, B KOTOPOM

HCTIOJIB3YeTCs] ONOIOTHYECKUI peaKTHB, WM I
3aMeHa OWOJIOTMYECKOro TIpemapara

CpaBHEHHS, HE OXBA4ECHHOTO

YTBEPHKIEHHBIM IIPOTOKOJIOM

T) TpoYre H3MCHCHHUS AaHATUTHICCKOM
METOJNHMKK (BKJIIOYas JOOAaBIICHUE WIIH 1,2 IB
3aMeHy)

J1) OOHOBJICHHE aHATUTHYECKOH METOIUKH B
LIEJITX COOTBETCTBUSI OOHOBIICHHOW 00mIeH
cratbe [ocynapctBeHHoit dapmakoneu
Pecrryonuku Kazaxcran

2,3,4,5 1 1A

€) B IEIAX OTPaKCHUS COOTBETCTBHUS

Tl'ocynapcrBenHoit dapmakornee

PeciyOonmmku Kazaxcran u uckimouenus 2, 3,4, 5 1 1A
YIOOMHHAHUS yCTapeBIIeH COOCTBCHHOMN

AHATUTHYECKON METOIMKHU U ee Homepa (*)

Y ¢ 1 o B u 4
1. CormacHo COOTBETCTBYIOIIUM JOKYMEHTaM IPOBEICHBI HEOOXOAMMEIC BAaIMIAIIMOHHBIC WCCICIOBAHUSA,
TTOITBEPIKAAIOMIHE, 9YTO OOHOBIICHHAS aHATUTHYCCKAsi METOJIIKA, IT0 MEHBIIICH Mepe, SKBUBAIICHTHA MIPEABIIYIICH



2. Ipepensl conepxaHusi CyMMBI NpUMeceil HE M3MEHHJIMCh, HOBbIC HEKBaNH(DUIMPOBAHHBIC NMPHUMECH HE

00 HaAapy X eH H

3. Meron aHann3a He U3MEHWICS (HAapUMep, U3MEHEHHE JUTMHEI KOJIOHKH HJIH TeMIIepaTyphl, HO He IpyTroil BUx
KOTOHKH UIau MEeTOoJnd).
4. HossIit MCTOA HUCHBITAHUA HC ABJISCTCA 6I/IOJ'IOFI/I'-IeCKI/lM/I/lMMyHOJ'IOFI/ILIeCKI/IM/ HUMMYHOXUMHUYCCKUM HJIU

METOJIOM, B KOTOPOM HCIIONIB3YeTCs OMOJIOTHUECKUI PEaKTHB (32 NCKIIOYEHUEM CTaHIAAPTHBIX (papMaKoIeHHbIX
MHUKPOOHMOTOTHYECKHX METOJOB).
5. 3aperucTpupoBaHHas aHAJUTHYSCKas METOJAMKA yXKe CChUIaeTcs Ha oOIIyro cratbio ['ocynapcTBEHHOI

®apmakonen Pecyonukn Kazaxcran, a mro0bie M3MEHEHHS SBISIOTCS HE3HAYMMBIMHA U TPeOYIOT OOHOBICHUS
TEXHUYECKOTO JI0CheE.

JdoxywMmMeHT aUnuws

1. IompaBka K COOTBETCTBYOIIEMY(KUM) pa3aeny(am) A0Che, BKIIOYAs OMUCAHNE aHATUTHYECKOW METOI0IOTHH,
pe3ioMe JaHHBIX BaIMJAIMH, [EPECMOTPEHHbIC crneuu(UKAuu Ha [puMecHd (eclid MPUMEHHUMO).
2. CpaBHUTENbHbIE PE3yJIbTATHl BANMIALWU WM, NIPU HATUYUK OOOCHOBAHMUS, CPABHHUTENIBHBIC PE3yNbTAThI
aHajM3a, IMOATBEPKIAIONIME TO, YTO TEKyIIee W MpeajaracMoe HUCIBITAaHHS SKBHBAJICHTHBI. Hacrosiiee
TpeOOBaHUE HE MPUMCHSETCS, €CJIM J100aBISCTC HOBask aHAJTMTUYECKAs METOIMKA.

€CITH B JIOChE 3apPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO Mperapara
ymoMuHaeTrcs 'Tekymee u3naHume"', HEOOXOOUMOCTH B

(*) Ilpumeuanmne YBEIOMIICHIH YTIOJTHOMOYEHHBIX OPraHOB 00 OOHOBIICHHOH cTaThe
TlocynapcrBennoit ®apmakomen Pecnyonuku Kazaxcran
OTCYTCTBYET.

b.Il.r.3 M3meHeHue, 3aTparuBarolice
BBEJICHUE BBIIIyCKAa B PEaIbHOM BPEMEHHU

VYcnosus TpeOyemast nokymeHTanms Bun mpouenyps
UM BBITyCKAa MO TapaMerpaMm IIpH

POU3BOICTBE JICKAPCTBEHHOTO MperapaTa
II

B.II. 1) ymakoBOYHO-yKyIIOpOUYHasi CUCTEMA

Tpebyemas Bun
JIOKYMEHTAIWs  TIPOLEIYPHI

B.II.1.1 M3MeHeHne epBUYHON YIAaKOBKH JIEKapCTBEHHOTO IIpenapara Y cJIOBUsA

a) Ka4eCTBEHHBIN M KOJMYECTBEHHBIN COCTaB

1. TBepapie MeKkapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1B
2. Msirkrie ¥ HeCTePHIIbHBIC JKUAKHE JIEKapCTBEHHBIC ()OPMBI 1,2,3,5,6 IB
3. CrepuibHble JI€eKapCTBEHHBIE Npenapathl W Ouosiorndeckue/ I
MMMYHOJIOTUYECKHUE JIEKAPCTBEHHBIE ITPETapAThI

4. V3MeHeHHe 3aTparwBaeT YMaKOBKY, O0JIaJalolIyl0 MEHBIIUMHU

3aIUUTHBIMU CBOMCTBAMU IIPU OJHOBPEMEHHBIX U3MEHEHMSIX YCIOBUM II
XpaHEeHMS U (W) COKPAILEHUH CPOKa TOJHOCTH

0) u3MeHeHNe BH/Ia KOHTEHHEpa WK J0OaBIeHne HOBOTO KOHTEHHepa

1. TBepapie, MATKHE U HECTCPUIIBHBIC YKHUIKUE JICKAPCTBEHHBIC (DOPMBI 1,2,3,5,6,7 1B
2. CrepunbHBIE JIEKApCTBCHHBIC IIpemapaThl W OMoJOTHYECKHe/ I
MMMYHOJIOTUYECKUE JIEKAPCTBEHHBIE IIPETIapaThl

3. HckmroyeHue KOHTeHHepa NEpPBHYHON YHNAKOBKHM, KOTOPOE HE

MPUBOAUT K IOITHOMY HCKIIOYEHUIO JO3HPOBKU WIH JEKapCTBEHHOU 4 1,8 IA

(hopmbl

Y ¢ o1 o B u 1

1. 3MeHeHue 3aTparuBaeT TOJLKO OJHMH U TOT K€ BHJ YIIAKOBKH/KOHTEHHepa (Harmpumep, ouctep Ha onuctep).
2. Tlo 3HaYMMBIM CBOWCTBAM IMpeaJiaraeMblil YIAKOBOYHBIA MaTepHwal IO MEHBIICH Mepe SKBUBAJICHTCH
oo 00pPpeHHOMY



3. HavaTel COOTBETCTBYIOIIUE HCCICIOBAHUS CTAOMIEHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBAHUSMU
W 3asgBUTEIEM Ha MOMCHT BBCACHHS H3MCHCHHH IPOAHAIHN3UPOBAHBI COOTBETCTBYIOIINE TIapaMeTPHI
CTAaOMJIBHOCTH HE MeHee 4YeM Ha JABYX OMNBITHO-IPOMBINUICHHBIX WM TMPOMBIIIICHHBIX CEPUAX, B €ro
pacmopspKeHIH HaXOMIATCS YAOBICTBOPUTENBHBIE PE3yIbTaThl, 10 MEHBIIEH Mepe, TPEXMECSYHOTO H3yUeHHS
crabmipHOCTH. O/IHAKO, €CNM TpeasiaraeMasi yrmakoBka 0ojiee yCTOWUYMBA MO CPABHEHHIO C OJOOPEHHOH, TO
TPEXMECSYHbBIC JaHHBIC [0 CTAOMIBLHOCTH HE TpeOyroTcs. MccaenoBanus 3aBepIlalOTCs], €CIM UX PE3yJIbTaThl HE
YKJIaBIBAIOTCS B CIICNM(UKAIIIY WM MMOTCHIIUAILHO HE OYAYT YKIaIbIBATHCS B CICNU(UKAIIMH Ha KOHEIl CPOKa
TOTHOCTH, UX HEOOXOTUMO HEMEIJICHHO IMPEACTABUTH YIOJHOMOYECHHOMY OpraHy Hapsay ¢ MpeaiiaracMbiM
ODJaHOM oIeuncTBHUH
4. Octamasi(ue)csa ¢Gopma(bl) BBITyCKa JEKapCTBEHHOTO Mpemnapara MoKHA(bI) OBITH JocTaTodHA(BI) IUIA
BBITIOJTHEHHUSI PEKOMEHIAIMI 110 JO3WPOBAHHUIO M TPOJOJDKUTEIBHOCTH JICUCHMS, YKa3aHHBIX B oOmIei
XapaKTEPUCTHKE JICKAPCTBCHHOTO IMpernapara.

JdoxkxkyMeHT aUuus

l. I[MTompaBka K COOTBETCTBYIOIMEMY(HM) pasgeny(am) nocke.
2. HeoOxonuMble HaHHBIE O HOBOM YIIAKOBKE (HAIpUMep, CPAaBHHUTENBHBIC TAHHBIC MO IPOHHLIAEMOCTH,
HaIpHUMEp, JUTT St 02, CcO2, BIAaTH u T.O.).

3. B cooTBeTCTBYIONIMX CIy4asiX HEOOXOJMMO MPEICTABUTDH MOATBEPKACHHE TOTO, YTO B3aUMOJICHCTBUE MEXIY
COJICPKMMBIM M YIAaKOBOYHBIM MaTE€pHajOM HE IPOUCXOAMT (HAIpUMeEp, OTCYTCTBYET I€peMelleHne
KOMIIOHEHTOB MpEJIaracMoro MaTepuaja B €ro COAEpKHMMOE, KOMIIOHEHTHI JICKapCTBEHHOTO Npernapara He
MEPEXOAAT B YNAaKOBKY), BKJIIOUYas MOATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakoneHHBIM TPeOOBAHUSIM WM 3aKOHOAATENbCTBY PecnyOnmku Kazaxcran o ruiacTHdecknx marepuanax u
00BEKTAM, KOHTAaKTHPYIOUIIUM c HUIIEeBBIMU OPOAYKTaMH.
4. Jleknapauusi, 4TO Ha4yaTbl TpeOyeMble HCCIEIOBAaHHUS CTa0MIBLHOCTH B COOTBETCTBHH C yCTAHOBJICHHBIMH
TpeOoBaHUSIMHU (C yKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOLIMX CIIydasiX) Ha MOMEHT BBEJCHHUS
W3MEHEHUH B PACIOpsHKEHUH 3asiBUTENST HAXOUINCh TpeOyeMble MUHUMAIIbHBIE YJIOBIETBOPUTEIBHBIEC TaHHbIE
10 CTaOMIIBHOCTH; UMEIOLIECS TaHHBIE HE CBHUIETEILCTBOBAIN O KaKoi-mnbo mpobieme. Heobxoammo Taxske
MIPEICTaBUTh OATBEPKACHUE TOTO, YTO MCCIEIOBAaHMs OyAyT 3aBEpIICHBI, M 4TO, €CIH PE3YJIbTaThl HE OyayT
YKIIaJpIBaThCA B CHENM(UKAUN WIM MOTEHIMAIBHO HE YKIAJIbIBAThCS B CIEHU(HUKANNK Ha KOHEI CPOKa
TOZHOCTH, UX HEMEJICHHO MPEACTABST YIIOJIHOMOYEHHOMY OpraHy Hapsiay ¢ Ipe/iaraeMbiM IUIAaHOM JICHCTBUIA.
5. Pe3ynbrathl ncciaeqoBaHuil CTaOMIBHOCTH, IPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTaOMILHOCTH HE MEHee YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX WIIN TIPOMBIILIEHHBIX
CepHsiX, OXBaTHIBAIOIIMX HE MeHee 3 MecsIeB, U MOATBEP)KACHUE TOTO, YTO yKa3aHHBIC MCCIEAOBaHMS OyayT
3aBEPIICHBI, M €CIIN PE3YNbTaThl HE OyIyT YKIAAbIBATHCS B CHEHU(HUKALNY WIN TIOTEHIMAIBHO HE YKJIQJABIBATHCS
B crenu(HUKanuy Ha KOHEIl CPOKa TOJHOCTH, UX HEMEUICHHO IPEICTABAT yIIOJIHOMOYEHHOMY OpPTaHy Hapsay C
npepgjlaraeMb M OJ1aHOM OEUCTBHUMN.
6. CpaBHeHHME TEKyIMX MW TpeajaraeMblx crnenupUKauil MEepBUYHONW YNAaKOBKH (€CIM TPUMEHHMO).
7. B COOTBETCTBYIOIIUX clyudasx 00pasubl HOBOTO KOHTeiHepa/yKynopKH.
8. Jlexmapanms, 4ro octaBmmii(e)css pa3Mep(bl) YNaKOBKH COOTBETCTBYET (IOT) PEXUMY JO3UPOBAHHS U
TIPOIOIDKUTETHHOCTH JICUCHUS M TOCTATOYHBI JUISl BBIOJIHEHHUS PEKOMEHAAINH 10 JO3UPOBAHHIO, IPUBEICHHBIX
B 001IIel XapaKTePHCTHKE JIEKapCTBEHHOTO ITpenapara.

Jns B.ILJ.1.0) — eciu u3MeHEHUE
NPUBOIUT K '"0Opa3oBaHUIO HOBOH

IIpumeuanue JeKapcTBeHHOH (opmbl", TO Takoe
M3MEHEHHe TpeOyeT Moadu 3asBICHUS
0 PacUINpPEHUH PETHUCTPALNU

B.II.a.2 N3meHenne napaMeTpoB crienuuKauy U (WIM) KPUTEPHEB v Tpebyemas Bun
. CJIOBHSA

MIPUEMJIEMOCTH NIEPBUYHON YIIAKOBKH JIEKAPCTBEHHOT'O IIperapaTa JOKyMEHTalMss  IPOLEAYPHI
a) Y)KeCTOUCHHE KPUTEPUEB IPUEMIIEMOCTH CHIeN(DUKAITUHI 1,2,3,4 1,2 IA
0) noGaBnenne B crneuuUKalUO HOBOrO IapaMerpa H

) ) uxauts PaMetP 1,2,5 1,2,3,4,6 1B
COOTBETCTBYIOIIEH My aHATUTHYECKOH METOIUKH
B) HCKIIOUEHHE HECYIIECTBEHHOTO Iapamerpa crneuupukanun (

1,2 1,2,5 1A

HaTpuMep, UCKIIOUEHUE YCTapeBIIETo MapaMeTpa)



r) poOaBjeHHe WIM 3aMeHa IapameTpa crneundukanmuu u3 1,2,3,4,6 IB
cooOpakeHHii 0€301TaCHOCTH WIIN KayecTBa

Y ¢ o1 o B u 14

1. M3MeHeHue HE SBISICTCS CICACTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pPe3yJbTaTaM paHee
MPOBEJICHHBIX SKCICPTHU3 C IEIbI0 aHAIM3a KPUTCPUEB MPHEMIICMOCTH crenudukanuu (Hampumep, B X0Je
peructpanuu JIEKapCTBEHHOT O npemnapara AIu BHECECHHUU U3MEHEHUI II THIA).
2. V3MeHeHue HE SBISETCS CIEICTBHEM HENPEABUACHHBIX CUTyallMi, BO3ZHUKIIMX B XOJE€ IPOU3BOJACTBA.
3. JIroboe mM3MEHEeHHEe MOJDKHO YKIIAJBIBAaThCS B IHWANA30H TEKYIINX OJOOPEHHBIX KPUTEPHUEB MPHEMIIEMOCTH.
4. AHanutudeckas METOAMUKA HE HU3MEHseTCs 581078 U3MEHsEeTCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METOJ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METOJI0JIOTHH, UCTIONIB3YEMOM MTO-HOBOMY.

JdoxkxkyMeHT aUns

l. I[MTompaska K COOTBETCTBYIOIMEMY(HM) pasgeny(am) noche.
2. CpaBHUTeNbHASA Tabnuia TEeKYyUUX u npeajgaraeMbIx cnenupUKaui.
3. IloppoOHOE omucaHe HOBOW aHAJTUTHYECKOH METOMKHU U AaHHbBIE BATUAANH (B COOTBETCTBYIOIIMX CIIy4asix)

4. lanHble aHaNM3a JIByX CEpHH yIIaKOBOYHOT'O MaTepHaja 10 BCEM MapameTpaM (TIoKa3aTelsiM) Crenn(pHKaIlium.
5. OO0OCHOBaHHE/OLIEGHKAa PHCKOB, MONTBEPXKAAIONIME, YTO IapamMeTp SBISIETCSd  HE3HAYHMBIM.
6. ObocHOBaHIE HOBOTO ITapaMeTpa CennPUKAIINH U KPUTEPHUEB TTPHEMIEMOCTH.

B.I1.n.3 l3MmeHeHHe aHAJIUTUYECKOM METOMUKU I MEpPBUYHOMN v Tpebyemas Bun
CIoBUs

YIaKOBKH JEKapCTBEHHOTO Mpemnapara JIOKYMEHTaIHs IpOoLEeTy Pl

a) He3HAYMMBIC U3MEHEHHUS OJJ0OPEHHON aHATUTHIECKOH METOIMKHI 1,2,3 1,2 1B

0) mpoure W3MEHEHUs] aHAJUTUYECKOW METOIMKH (BKIOYas 3aMeHy L34 12 B

Wi 100aBIIeHKE) »7 ’

B) HCKITIOUECHNE aHATUTUIECKOW METOJIUKH, CCIIH albTepHATUBHASA CH 1 IA

METOJIMKa YK€ 0100peHa

Y ¢ o1 o B u 1

1. CoryiacHO COOTBETCTBYIOIIAM JIOKYMEHTaM, MPOBECHHAs] HEOOXOMUMasi BATUIAIMS, TIOATBEPKIAIOIIAs TO,
4TO OOHOBJICHHAsE AaHANUTHYECKas METOAMKA, II0 MEHBIIeH Mepe, OKBUBAJNCHTHA MPEABIAYIICH.
2. Meron aHanu3a He U3MEHWICS (HAampuMep, U3MEHEHHE JUTMHBI KOJIOHKU MM TeMIepaTypbl, HO He Apyras
KOJOHEKa Uau MeTOoJa).
3. Hu oauH HOBBIN METOJ MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAHIAPTHON METOIOJIOTHU WU CTaHAaPTHOMN
METOJOJNOTHH, HCTONb3yeMOH MO-HOBOMY.
4. AxtuBHas (apmameBTHUECKas CyOCTaHIUS/IEKApCTBEHHBIA IpemapaT HE SBISAIOTCS OHOJOTHYECKUMU/
MMMYyHONOTHUYECKHUMU.

5. AnpTepHATHBHAs aHAJIMTHYECKass METOJMKA JJIsl TapaMeTpa crenuprKann yxe oJo0peHa, Mpu dTOM Takast
MeTolMKa OblIa BKIIOUEHA He ¢ MOMOIIbIo [A/-yBenomieHusl.

JdoxyMmMeHT aUnus

l. [MompaBka K COOTBETCTBYROIMEMY(HM) pasgeny(am) Iocke.
2. CpaBHHUTENbHbIC PE3yJbTaThl BAUIMAALMU WM, NIPH HAJHYMHA OOOCHOBAHMS, CPaBHHUTEIBHBIC PE3yJIbTaThl
aHaJM3a, IOATBEPXKIAIOLNIME TO, YTO TEKyllee M IpeajaracMoe HCIBITaHHMs SKBUBaJCHTHHI. Hacrosmee
TpeOoBaHUE HE ITPUMEHSIETCS], €CJIN T00ABIISIETCsl HOBAsl aHATUTHYECKAsi METOIUKA.

B.II.1.4 V3menenne (GopMbl WK pa3MepOB IEPBUYHON YIIaKOBKH HIIH v Tpebyemas Bung
CIIOBUS

YKYMOPKH (TIEPBUYHON YITaKOBKH) JOKyMEHTalMsi  MPOLEAYPHI

a) HeCTepUIIbHbIE JIEKaPCTBEHHBIE TperapaThl 1,2,3 1,2,4 1B

0) usMeHeHue (OPMBI WM Pa3MEpOB 3aTParvBacT KIIIOYEBHIC
[MOKAa3aTell YITAKOBOYHOTO MaTepuaa, KOTOPbIE CYIIECTBEHHO BIIHUSIOT
Ha [OCTaBKy, MNpHMEHEHHe, Oe30MacHOCTh WM CTa0HIbHOCTh
JIEKapCTBEHHOTO TIpernapaTa

II

B) CTEpPHJIbHBIE JIEKAPCTBEHHBIEC NIPEapaThl 1,2,3,4 IB



YV ¢ o1 o B u 14

1. KauecTBeHHBIH W  KOJMYECTBEHHBIH COCTaB MEPBUYHOW  yMNAKOBKM  HE  H3MEHMJICH.
2. VI3MeHeHne He 3aTparuBaeT KIIFOYEBBIE TTOKA3aTeIH KaueCTBa YIAaKOBOYHOTO MaTepHaia, KOTOPhIE BIMSIIOT Ha
IOCTaBKY, MIpUMEHEHHE, 06e30MmacHOCTh WU CTaOMIILHOCTh JIEKapCTBEHHOTO mpermnapara.
3. Ilpu wu3MeHEeHHWH CBOOOJHOrO MPOCTPAHCTBA WM OTHOIICHUS IOBEPXHOCTH/00BEMA COTJIACHO
COOTBETCTBYIOIIMM JOKyMeHTaM PecryOnuku KaszaxcraH mo CcTaOMIBHOCTH HAvaThl COOTBETCTBYIOIIUC
HCCIICIOBAHMSI CTa0MIFHOCTH; TIPOAHATH3UPOBAHEI COOTBETCTBYIOIIHIE ITAPAMETPhI CTAOMIBEHOCTH HE MEHEE YeM
Ha JIBYX OTBITHO-TIPOMBIIUICHHBIX (IJ1s1 OMOIOTHIECKAX/MIMMYHOJIOTHIECKAX JICKAPCTBEHHBIX MPEMapaToB — TPEX
CEepHsX) WK IIPOMBIIIUICHHBIX CEPUSX; B PACIIOPSHKCHUH 3asBUTEIS] HAXOAATCS YIOBICTBOPUTEIBHBIC PE3yIIbTaTHI
, TI0O MEHBIIEH Mepe, TPEXMECSYHOTO H3YYCHHS CTAOMIBHOCTH (A OMOIOTHYECKHX/MMMYHOJIIOTHYECKUX
JIEKapCTBEHHBIX TPENapaToB — MecTUMeCTIHOr0). [ToATBepKAeHHE TOTO, YTO UCCICAOBAHMS OYAyT 3aBEPIICHBI,
U YTO, CCJIM PE3yNbTaThl HE OyAyT YKIIAIbIBAThCSA B CHCHU(DUKAIMK WM MOTCHIHAIBLHO HE YKIIAIbIBATHCS B
cnenuduKanuy Ha KOHEI[ CPOKa TOJTHOCTH, MX HEMEUICHHO MPEICTABIT YIOJIHOMOYCHHOMY OpPTaHy Hapsay C
MpeAsiaraéMbIM IIaHOM JIEHCTBUH.

JoxkxkyMmMeHT anqs

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pazaeny(aM) 10che, BKIIOYas OMUCAHKE, TOAPOOHBINH YEPTEK U COCTAB
MaTeprajga KOHTEWHEpa WM YKYIOPKH, a TakXe MepecMOoTp HHGOpMAIMU O JICKAPCTBEHHOM Iperapare.
2. B COOTBETCTBYIOIINX clydasx 00pasiel HOBOTO KOHTeWHepa/yKYIOPKH.
3. IIpoBenmeHBI MOBTOPHBIC BAJHUJAIIMOHHBIC HCCIICIOBAHMS CTEPIIIBHBIX MPENapaToB, ITOJBEPTaOIINXCS
TePMUHAIBHON CTEPHIM3aliA. B COOTBETCTBYIONIMX CcIydasx HEOOXOIWMO yKa3aTb HOMEpa Cepui,
HCIONB30BaHHBIX B BAJIHUIANMHOHHBIX HCCIEeTOBaHUAX.
4. Ilpu n3mMeHeHNH CBOOOTHOTO IPOCTPAHCTBA MM OTHOIICHHUS TIOBEPXHOCTH K 00BeMy JeKJIapaus, 9TO HauaTsl
TpeOyeMble MCCIeOBaHMsl CTa0MIBLHOCTH B COOTBETCTBUHU C YCTAHOBJICHHBIMH TPeOOBAaHUSMH (C yKazaHHEM
HOMEPOB CepHii); U 4TO (B COOTBETCTBYIOIIMX CIIyYasik) HA MOMEHT pealIU3alliil YBEAOMIICHUS 00 n3MeHeHnn [A
TUTIA ¥ [I0JIaY¥ YBEAOMIICHHUs 00 M3MeHeHHH |B THIIa B €ro pacrnopsKeHHH HaXOMATCS YIOBICTBOPUTEIHHBIC
pe3yibTaThl HM3Y4YCHHUS CTAaOWIBHOCTH, WMEIOIIHECS NaHHBIE HE YKa3hIBAIOT HAa KaKWe-IHOO MPOOIIeMEI.
Heo0xoammo Takke MpeacTaBUTh MOATBEPKIECHUE TOT'O, YTO HCCICIOBAaHHUA OyAyT 3aBEpIIEHBI, W YTO, €CIH
pe3yapTaThl He OYIAyT YKJIaabIBaThCS B CHENU(UKAIIMN WIH TOTCHIMAIBHO HE YKIAABIBATHCS B CIEIU(UKAITUN
Ha KOHEI[ CpOKa I'oJHOCTHU, UX HEMEJICHHO MPEACTABAT YIIOJHOMOUYCHHOMY OpraHy Hapsaay C IpeajiaracMbiM
TJIAHOM JIEHCTBUH.

Tpebyemas Bun

B.IL.n.5 V3meHeHue pa3mepa ynakoBKH JIEKapCTBEHHOTO IIpenapara Ycnosus
JIOKYMEHTallMsi  IPOLEIypBI

a) U3MEHEHHE KOJIMUEeCTBa eIMHHIL JIEKApCTBEHHOH GopMBbI (Hanpumep,
Ta0JIEeTOK, aMITyJI U T.JI.) B YIIaKOBKE

1. VM3MeHeHHe yKIaAbIBAaeTCS B OJOOpPEHHBIH IMANa3oH pa3MepoB

1,2 1,3 1A
YIIaKOBOK
2. V3meHenune He yKiaipIBacTCsl B 0J00pEHHBIN JHana3oH pa3MepoB 123 B
YIIaKOBOK »T
0) u3MeHeHue pazmepa(oB) YIaKOBKH(OK) 3 1,2 1A

B) H3MEHEHME HOMHHAJIBHOM MacChl/HOMHHAILHOTO 00beMa

CTepUIbHBIX MHOTOAO3HBIX (WJIM OJHOMO3HBIX C YaCTHYHBIM

W3BIICYECHUEM) MAPEHTEPANbHBIX JIEKAPCTBEHHBIX IIPETapaToB | II
6MOIOTrMYECKUX/UMMYHOIOTHYECKIX MHOTOZIO3HBIX MapeHTEPaIbHBIX

JIEKapCTBEHHBIX IpenapaToB

Ir) U3MEHEHHWE HOMHHAJIBHOM MacChl/HOMHHAIBHOTO OO0BbeMa
HEeMapeHTePaIbHBIX MHOTOMO3HBIX (MM OJHOAO3HBIX C YaCTHYHBIM 1,2,3 1B
W3BIICYEHUEM) JIEKAPCTBEHHBIX MTPEapaToB

Y ¢ o1 o B un 14

1. HoBslii pa3Mep yNakoBKH JOJIKEH COOTBETCTBOBATH PEXKUMY JAO3UPOBAHUS U MPOJOIKUTENLHOCTH JIEUSHMUS,
yKa3aHHBIM B obmeit XapaKTEepHUCTUKE J€KapCTBEHHOTO npemnapara.
2. MaTtepuan NEPBUYHOMU YyIaKOBKHU HE U3MEHSIETCH.



3. OcraBmmecs (i)OpMI)I BBIITYCKAa MO3BOJIAIOT BBINIOJIHHUTL PEKOMCHAAIUU IO AO3MPOBAHUIO U JUIUTCIBHOCTH
JICUCHUS, YKA3aHHBIC B O6H.[GI71 XapaKTCPUCTHUKEC JICKAPCTBECHHOI'O IIpeIiapara.

JdokKyMeHT aunums

1. TlompaBka K COOTBETCTBYyIOIIeMYy(HM) pasaeny(aM) J0Chbe, BKIOYAs IEPECMOTp HH(OpPMAIUU O

JEKaAapCTBECHHOM npemnaparte.
2. O0ocHOBaHHE, YTO HOBAS/OCTAIOIIHECS pa3Mephl YIMAKOBOK COOTBETCTBYIOT PEXHMY ITO3UPOBAHUS H

MPOIOJDKUTEIHPHOCTA JICUCHHS, YKa3aHHBIM B OO0med XapaKTEepUCTHKE JIEKapCTBEHHOTO IIperapara.
3. Aexnapariusi, 9T, €CIIi 0)KHUIACTCS BIMSIHNAE Ha CTAOMIBHOCTD, COTJIACHO COOTBETCTBYIONINM YCTAaHOBICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCCIEHOBAaHHS cTaOuWiIbHOCTH. JlaHHBIE HEOOXOOUMO MPEACTaBUTH (C

npeajiaracMbIM IIJIaHOM L[eﬁCTBHfI), JIMIb €CJIK OHU HE YKJIaJAbIBAIOTCS B CHCL[I/I(bI/IKaHI/II/I.

Hus B.IL.o.5.8) u T) — ec’u ©3MEHEHUE
MPUBOIUT K M3MECHEHUIO "MO3UPOBKH"

[Ipumeuanue: JIEKApCTBEHHOT'O MIpemnapara, TO TaKoe
W3MEHEHHE TPEOYEeT MOAaYH 3asiBICHUS
0 pacCUIUPCHHH.

B.Il.o.6 U3meHeHme KakOH-IHOO COCTAaBISIOMICH (TIEPBUYHOMN)

YIAKOBKH, HEIIOCPEACTBEHHO HE COMPHKACAIOMIEHCS C JIEKapCTBEHHBIM
Tpebyemas Bun

npemnapaToM (HampuMep, IBET ChEMHBIX KOJIIAYKOB, IIBETHBIC KOJOBBIC Y CIOBHUS
JIOKYMCHTAITHUS MPOIIE Ty PBI

KOJIbL[A Ha aMIlyJax, W3MEHEHHE KOJIauka, 3aIlUIIAIoIero uriy (
HCIOJIb30BaHUE APYTOrO IUIACTHKA)

a) M3MEHEHHe, 3aTparuBaroniee HHPOPMAIMIO O JIEKAPCTBEHHOM
npernapare

1 1 IB

0) n3MeHeHUe, He 3aTparuBaroniee HHGOPMAIMIO O JEKapCTBEHHOM
npemnapare

1 1 1A

Y ¢ m1 o B uU 4
1. 3MeHeHne He 3aTparuBaeT 4acTH YIAKOBOYHOT'O MaTepHalia, KOTOPhIE BIUSIIOT Ha TOCTaBKY, MPUMEHEHHE,
0€30MaCHOCTh WJIH CTA0OMIILHOCTH JICKAPCTBEHHOT'O Mperapara.

JdoxkxkyMmMeHT aUnus
1. TlompaBka K COOTBETCTBYyIOIIeMYy(MM) pazmerxy(aM) Iochbe, BKIIOYAs IEepecMOTp HWH(pOpMAmuu o
JIEKapCTBEHHOM TIpemnapaTe.

B.Il.n.7 M3MeHeHHMe NOCTAaBIIMKA KOMIIOHEHTOB YMAaKOBKHM WU v Tpebyemas Bun
i CIIOBUS
ycTpoiicTBa (eciy yKazaHo B JOChE) JOKyMEHTalsl  IpOLELYypbl
a) HCKJIFOUYEHHE TIOCTaBITNKa 1 1 1A
0) 3aMeHa win 100aBICHHUE TTOCTABIUKA 1,2,3,4 1,2,3 1B
B) m000e W3MEHEHHE IIOCTaBIIMKOB CIIEHCEpOB TO3WPOBAHHBIX I
UHTaJISITOPOB
Y ¢ o1 o B un 14
1. Hckmouenue KOMIIOHEHTA YIaKOBKH 17897 H3enns HE MPOMCXOIUT.

2. KagecTBeHHBI M KOJMYECTBEHHBIH COCTaB KOMIIOHEHTOB YIMAKOBKH/MU3IEIUS U CIeNU(UKANN SCKHA3a HE
M 3 M € H I I T C I

3. CHeHI/Id)I/IKaHI/H/I u METOAbI KOHTpOJ’IS[ Ka4dyccCTBa, 10 MeHBIHeﬁ Mepe, SKBHUBAJICHTHBI.
4. Metoa cTepuiu3alliy U €€ yCIOBUS HE U3MEHSIOTCS (€CITU MPUMEHUMO).

JdoxkxkyMmMeHT aUnas

I. I[Momparka K COOTBETCTBYROIMEMY(HM) pasgeny(am) nocke.
2. IToaTBepKIaeHNE perucTpaluy MEJULIMHCKOTO n3nenus B PecryOnuke Kazaxctan B OTHOLIEHHN MEAUIMHCKUX
U3aenui, IpujgaraeMalx K JIEKAPCTBEHHOMY npemnapary.

3. CpaBHHTENBHAS TAOIHIA TEKYIUX U TIpeJIaraeMbIX crieriuuKanyii (€cau NpUMEHUMO).

Bb.11.1.8 M3MeHeHue nu3ailHa MapKUPOBKU MEPBUYHOW M BTOPHUUYHOMN v Tpebyemas Bun
CIOBUS

YTIaKOBKH JOKyMEHTalisl  MPOLEAYpHI



1 1,2 1A

Y ¢ m1 o B uU 4
1. KaquTBeHHBIﬁ nu KOHH‘IGCTBGHHBIﬁ COCTaB KOMIIOHCHTOB yl'IaKOBKI/I/I/ISJIGJ'II/IH nu CHCHI/I(bI/IKaLII/II/I 3CKH3a HC
W3MEHSIOTCS.

JdoxkxkyMmMeHT aUnus
I. I[MompaBka K COOTBETCTBYIOIMEMY(HM) pasgeny(am) nocke.
2. MakeTsl yIakOBOK B CTapoM JTH3aifHe.

B.II. e) crabuibHOCTH

b.Il.e.1 H3meHeHue cpoka TOAHOCTH WM YCIOBUH XpaHEHUS y Tpebyemas Bun
CJIOBHS
JIEKapCTBEHHOTO IIperapara JOKYMEHTAIlUsI  MPOLEAYPHI
a) COKpalIeHUE CPOKa TOJHOCTH JICKAPCTBEHHOTO Iperapara
1. YmakoBaHHOTO B KOMMEPYECKYIO yIIaKOBKY 1 1,2,3 IA
2. Ilocne nepBOro BCKPHITUS 1 1,2,3 1A
3. Ilocne pa3BeneHus UM BOCCTAHOBIICHHUS 1 1,2,3 1A
0) yBenmueHne Cpoka roJHOCTH JIEKapCTBEHHOT'O Mpernapara
1. YmakoBaHHOTO B KOMMEPYECKYHO YIIAKOBKY (IIOATBEPIKICHHOE 123 B
JaHHBIMU B PEAILHOM BPEMEHH) >
2. Ilocne mepBoOro BCKPHITHS (MTOATBEPKACHHOE TaHHBIMU B PEAbHOM 1.2.3 B
BPEMECHH) 7
3. Tlocnme pasBemeHHs WM BOCCTAaHOBIEHUS (TIOITBEPIKICHHOE 123 B
b b

JAHHBIMH B pealbHOM BPEMEHN)

4. YBenuueHue Cpoka roJHOCTU IyTeM HKCTPAMOJALUU JaHHBIX IO
CTaOMIIBHOCTH, HE COOTBETCTBYIOIIEH [OKyMeHTaM PecyOnmku II
Kazaxcran (*)

5. YBenuueHue  mepuojga  XpaHeHUs ~ OMOJIOTHYECKOro/
UMMYHOJIOTHYECKOTO JICKAPCTBEHHOT'O TIpenapara B COOTBETCTBHH C 1,2,3 1B
0JI00pEHHON MPOrpaMMOil H3y4eHHs CTAOHIBHOCTH

B) U3MEHEHHE YCIOBUN XpaHEHH OMOJIOTHYECKUX/IMMYHOIIOTHIECKUX
JEKapCTBEHHBIX IIperapaToB, €CIIH HCCIENOBaHUS CTaOWIBHOCTH

. . N I
MIPOBEICHBI HE B COOTBETCTBUHU C TEKyIIeill 0100peHHO mporpamMmoit
M3y4YEHUs CTaOMIIbHOCTH
I') U3MCHEHHE YCIOBUI XpaHEHHs JIEKapCTBEHHOI'O Iperapara WIn 123 B
JIEKapCTBEHHOTO Iperapara IocJie pa3BeIeHUs/BOCCTaHOBIICHUS 7
1) U3MEHEHHE 0100pEHHOr0 MPOTOKOJIA CTaOMIIBHOCTH 1,2 1,4 1B

YV ¢ 1 o B ©H =4

1. 3MeHeHme HE AOIKHO OBITH CIEACTBHEM HENPEIBHUICHHBIX CHUTYAIlHi, BO3HUKIINX B XOJ€ IMPOM3BOJCTBA,

U H3MEHECHHUS CTaOMIBLHOCTH.
2. I3MeHeHus He PUBOJAST K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCTILITYEMBIX TapaMeTPOB, UCKIIOUEHUIO
rapaMeTpa CTaOMIFHOCTH WIH CHIDKCHHUIO YaCTOTHI HCIIBITAHHU.

JokxkyMeHT anqs

1. ITompaBka K COOTBETCTByMIIeMy(uM) pasnmeny(am) nocke. OHa JOJDKHA COJEpPXKaTh Pe3yJbTaThl
COOTBETCTBYIOIIMX HCCIIENOBaHUI CTAOMIBHOCTH B peajbHOM BpPEMEHHU (OXBATHIBAIOIIMX 3asBICHHBII CPOK
XpaHEeHUsl), MPOBEJCHHBIX COTJIACHO COOTBETCTBYIOIMM JokyMeHTaM PK, Ha Tpex mpomsbinuieHHbIX cepusix (1)
JICKapCTBEHHOTO Tperapara, YIIakKoBaHHOTO ¢ TOMOIIBI0 3apETUCTPHUPOBAHHOTO YIIAKOBOYHOTO Marepuana, u (
WJIM) COOTBETCTBEHHO ITOCTIE ITEPBOTO BCKPBITHS WM Pa3BEICHUS; B COOTBETCTBYIOIINX CIIyYasX HEOOXOIMMO
MpeaCTaBUTH pe3yabpTaTH MHUKPOOHUOTOTHYECKHAX HCTIBITaHUN.
2. I[lepecmoTpenuas nHdopmanus 0 JEeKapCTBEHHOM nmpemapare.
3. Komuu yTBepIK/IeHHBIX crielin(UKaINi Ha KOHEI] CPOKa FOJJHOCTH H, €CJIH MPUMEHUMO, Crieln(HKALUH [T0CIIe



pa3BEICHUSI/BOCCTAHOBICHUS UIHU nocie MepBOro BCKPBITHS.
4. ObocHOBaHUE MpeTaraeéMbIX H3MCHCHUIA.

B  orHomieHuM = OHMONIOrHYECKOro/
HMMYHOJIOTHYECKOTO JIEKaPCTBEHHOTO
npemapara SKCTPAMOJISIIUs
HEeMpUMEHUMA.

(*) Ilpumeyanne:

ITpu Hanu4nu 06A3aTenbCTBA IPOBEPUTH
CPOK TOJHOCTH Ha TNPOMBIIIIEHHBIX
cepusx, JOTMYCTUMBI
OTBITHO-TIPOMBIIIICHHBIE CEPUU.

(M

B.11. ) npoeKkTHOe moJie ¥ MPOTOKOJI MOCTPETrUCTPAIIMOHHBIX HU3MEHEHU I

B.Il.x.1 BBenenue HOBOTO MPOEKTHOTO TOJS HJIH pacliupeHHe
OJIOOPEHHOTO TMPOEKTHOTO TOJs JICKAPCTBEHHOrO Tmpemapata (3a  YcIoBUs
HCKITFOYCHUEM OMOJIOTHIECKOT0), 3aTparuBaromiee:

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLEYPEI

a) oxHy WM Oojee OTIACNbHBIE OIEpallUU IpoIecca MPOU3BOACTBA
JIEKapCTBEHHOTO  Ipemnapara, BKJIO4Yasg  COOTBETCTBYIOILIHE 1,2,3 II
BHYTPHIIPOU3BOICTBEHHBIC KOHTPOJIH | (WJIH) aHATUTHYCCKIE MCTOAUKH

0) aHATMUTHYECKWE METOMMWKH JUISI BCIIOMOTATEIbHBIX BEMIECTB/ 123 I
MPOMEXKYTOYHBIX TPOAYKTOB U (MJIH) JIEKAPCTBEHHOTO Tpernapara >

JdoxyMmMeHT auuws

1. PesynbraThl uccmeaoBaHuil pa3paboTKu Mpemapara U mporecca (BKJII0Yas OLECHKY PUCKOB M MHOTOMEPHEIC
HCCIICZIOBAHMSI COOTBETCTBEHHO), MOATBEPXKAAIONIME TO, YTO JOCTUTHYTO IEIOCTHOE MEXaHHCTHYECKOE
MMOHUMaHHE MoKa3aTeNeil KauecTBa MaTepralioB M MapaMeTpoB Ipoliecca Ha KPUTHIESCKUE TTapaMeTphl KauecTBa

JEKapCTBEHHOTO npemapara.
2. OnucaHue MPOEKTHOTO TOJIsl B TAOJUYHOM BHJIE, BKIIIOUas IEPEMEHHbBIE (CBOWCTBA MAaTEPHAJIOB U MapaMeTphI
npouecca NpPOU3BOJACTBA) u ux npeajlaracMale JAana3oHBbl.

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

B.I1l.x.2 BBemeHne MOCTPErHCTPAIIMOHHOTO MPOTOKONA YIPaBIECHUS Tpebyemas Bupg

. VYcnosus
W3MEHEHHSIMH, 3aTParuBaroMH JIEKapCTBEHHBIH ITpenapar JOKYMEHTAIUs [IPOIIEeTypPHI
1,2,3 I
JoxkxkyMmMeHT angs
l. [MonpoGHoOe ONHUCaHHUe nmpeniaraeMoro U3MCEHEHHUS.
2. Ilporoxon  ympaBieHHMS  H3MEHEHHUSAMHM,  3aTParMBAOIMMH  JIEKapCTBEHHBIM  mpemapart.

3. [TompaBka K COOTBETCTBYIOIIEMY(UM) pa3neiny(aM) Tocke.

B.Il.x. 3 MHckmroueHne yTBEpKACHHOTO TMPOTOKOJA YIPABICHUS v Tpebyemas Bupg
CIoBUS

W3MEHEHUSMH, 3aTParuBaroIMH JIEKapCTBEHHEIH ITpernapar JOKYMEHTAIUs MPOIEeTyphI
1 1 1A

YV ¢ 1 o B ©H 4

1. WckitoueHWe TMOCTPETUCTPAIMOHHOTO TMPOTOKOJNA YIpaBICHHS W3MEHEHUSMH, 3aTpardBarolIuMHU
HeKapCTBeHHLIﬁ npenapaT, HC SBJSICTCA CICACTBUEM Hel'[pe}IBI/II[eHHbIX chyauHﬁ HJIIN HECOOTBCTCTBHUSA
cnenu(UKanry B X0/I€ BBEICHUS U3MCHCHHM, OIIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HA YTBEPIKIACHHBIC
CBECHMS, BKIIIOUYCHHBIE B JOCKE.

JoxkxkyMmMeHT angs
1. Ob0ocHOBaHHE npeaixaraeMoro UCKIIOUYEHUS .
2. [NompaBka K COOTBETCTBYIOIIEMY(HUM) pa3einy(aM) 1ocke.

B.Il.x.4 W3menenus TBEPKJECHHOIO IPOTOKOJIA TpaBJICHUS Tpebyemas Bnu
YTBEPKA p yop Venosus peoy n

HN3MECHEHHUSIMHU JOKyMEHTAIHs TIPOLETYPbI

a) 3HAaYMMbIC U3MCHCHUS MIPOTOKOJIa YIIPABJICHUSA U3MCHCHUAMU 11



0) He3HauMMblE HM3MEHEHUS IPOTOKOJa YIPAaBICHUS H3MECHEHUSIMH, 1 IB
KOTOpBIE HE U3MEHSIOT CTPATETHIO, OITMCAHHYIO B IPOTOKOJIE

JdokKyMeHT aunums

1. Jexknapamusi, 4to J1000€ M3MEHEHHE JOJKHO YKIAIbIBAaThCS B JUAINA30H JEHCTBYIOUIUX YTBEPKICHHBIX
KPUTEPHUEB MPHEMICMOCTH. [IOMUMO 3TOTO0, IEKIapalys, YTO B OTHOIICHAN OMOJIOTUYECKUAX/MMMYHOJIOTUICCKUX
JICKapCTBEHHBIX TPErapaToB He TPeOyeTCs OIIEHKA COMTOCTaBUMOCTH.

B.Il.x. 5 Peanuzanuss U3MEHEHUH, NMPENYCMOTPEHHBIX YTBEP)KICHHBIM Tpebyemas Bupg

YcmoBus
MIPOTOKOJIOM YIIPABJICHUS H3MECHCHHSIMU JOKYMEHTAIMS TIPOLIEIYPbI
a) peamu3anus HU3MEHEHUs HE TpeOyeT JOMOTHUTEIbHBIX ! 124 IA
BCIIOMOTaTENbHBIX JAHHBIX >
0) peanu3anusi N3MEHEHUs TPEOyeT JOMOTHUTEIBHBIX BCIIOMOTATENbHBIX 1234 B
b 9 9

JaHHBIX

B) peainu3anus HM3MEHEHUS OWOJIOrMYecKOro/ HUMMYHOJOIHYECKOTO
JIeKapCTBEHHOT'O IIperapara

1,2,3,4,5 IB

YV ¢ 1 o B uU 4
1. IIpemnoxeHHOE H3MEHEHUE OCYIICCTBICHO B IOJIHOM COOTBETCTBHH C YTBEPKICHHBIM IMPOTOKOIOM
yIPaBICHUS U3MEHEHUSIMHU, TPEOYIOIIMM HEMEUIEHHOTO YBEOMIICHHS TTOCIIE €r0 Pealn3aliuu.

JdokKyMeHT aunmsd

1. Cchlika Ha YTBEPKICHHBIN MPOTOKOJI yhnpaBJICHUS U3MEHECHUAMU.
2. Jlexynapanus, 4yTO U3MEHEHHE COOTBETCTBYET YTBEP)KICHHOMY IPOTOKOIY YIPABICHUS HU3MEHEHUSIMH H

pe3yJIbTaThl HCCIAEI0BAHUS yIOBIETBOPSAIOT KPUTEPUSIM IMPUEMIIEMOCTH, OTOBOPEHHBIM B npoTokoie. IToMmumo

3TOT0, AEKJIapanus TOro, 9T0 B OTHOIICHUH OHMOIOTHYECKIX/MMMYHOJIOTHIECKHIX JIEKApPCTBEHHBIX MPETIapaToB HE
TpebyeTcs OIMEHKA COMOCTaBUMOCTH.
3. PesynbTatel HccnenoBaHUM, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KICHHBIM IPOTOKOJIOM YIIPABICHHUS

M3 MeEeHEHUH SIMH

4. [TonpaBka K COOTBETCTBYHOMEMY(HM) pasneny(am) Joche.
5. Konust yTBep K ICHHBIX CHIEUU(UKAIIH Ha JIEKapCTBEHHBIH Mpenapar.

b.1I. 3 be3omacHOCTh B OTHOIIEHUH IOCTOPOHHUX areHTOB

B.11.3.1 O6HOBneHue nHpopmarun "OneHka 0€30MacCHOCTH OTHOCUTEIBHO Tpebyemas Bun

" VYcnosus
MMOCTOPOHHUX areHToB" (paszaen 3.2.A.2 perucTpaioHHOTO 10Che) JOKyMEHTAIHs TIPOLETYPbI
a) UCCIIEI0BaHMS, 3aTpariBaroIiie NPOU3BOACTBEHHBIE 3Tallbl, H3yYCHHBIC 1
BIIEPBBIE HA IIPEAMET OJHOTO MM 00Jiee TOCTOPOHHUX areHTOB
6) 3aMeHa yCTapeBIIMX HCCIEJOBAaHHH, 3aTparuBaloOIUX
MIPOU3BOJICTBEHHBIC ATAIbl U TIOCTOPOHHHE arcHThI, paHee BKIIOYCHHBIC B
J0Che
1. C u3MeHeHueM OIIeHKH PUCKOB 11
2. be3 u3MeHeHus OLICHKH PUCKOB 1,2,3 IB

JdokKyMeHT aunumusd

1. IompaBka K cOOTBETCTByIOLIEMY(MM) paszaeny(am) J0Che, BKJIIOYAs BBEIEHHE HOBBIX HCCIICIOBAHHM,
HaIpaBICHHBIX Ha HW3yYCHHE CIIOCOOHOCTH IPOM3BOJCTBEHHBIX 3TAIlOB WHAKTHBHPOBATH/3JIMMHUHHPOBATH
MOCTOPOHHHE AaTEeHTEH .
2. Ob6ocHoBaHUue TOTO, 970 uccle 0BaHUA HE H3MEHSIOT OIICHKY PHCKOB.
3. ITompaBka Kk WH(pOPMAIHHU O JIEKAPCTBEHHOM IIpenapaTte (eciu MPIMEHUMO).

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

B.II1.1 TTomaua HOBOTO WM OOHOBJIEHHOTO CepTH(UKAaTa COOTBETCTBUS
EBporneiickoit ®apmakoree WM HCKITIOYSHUE CepTU(PHUKATa COOTBETCTBUS Y CIIOBUS
Esponeiickoit dapmakonee

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLETYPEI



Ha dbapManeBTUUYECKYIO cybcTaHIIUIO

Ha HCXOIHBIH  MaTepual/peakTHB/IPOMEXKYTOUHBIH  IPOAYKT,
HCIIONB3YEeMBIl B Tpolecce MPOW3BOACTBAa (hapMaleBTHICCKOM
cybcTtTaHOuHU

Ha BCIIOMOT'aTeIbHOE BEILIECTBO

a) ceprupukar cooTBeTcTBHUA EBpomeiickoit ®Papmaxonee
COOTBETCTBYIOIIEH cTaThe EBponeiickoit @apmakonen

1,2,3,4
1. HoBblii cepTUdUKAT OT paHee 0100pEHHOI0 NPOM3BOIUTENSL ’5 ’6 ’9 1,2,3,4,5 1A

1,2,3,4
2. OOHOBJICHHBIN cepTH(UKAT OT paHee 0T0OPEHHOTO MPOU3BOTUTEISL ’6 > 1,2,3,4,5 1A

3. HoBblii cepTH(HUKAT OT HOBOrO mpousBoguTens (3ameHa wiu 1,2,3,4

no6aseHue) 5.6.9 1,2,3,4,5 IB

4. HWckmrouenne cepTHQUKATOB (€cIM K MaTepuaay MpIIarainch

8 3 1A
HECKOJIBKO CEPTU(DHKATORB)

5. HoBblii cepTrduKaT Ha HECTEPUIbHYIO aKTUBHYIO (hapMaleBTHYECKYIO

CyOCTaHIHIO, TMOMJIEKAIIYI HCHOJIB30BAHHIO B  CTEPHIBHOM

JIEKapCTBEHHOM IIpemnapare, IMpU WCIOIB30BAaHMH BOJBI HA IMOCICIHEM 1,2,3,4,5 1B
JTalle CHHTE3a, a B OTHOIICHUHI MaTepHaa He 3asiBJICHO OTCYTCTBUE B HEM

9HJIOTOKCUHOB

0) ceprudurar coorBercTBua EBpormetickoit ®apmakonen mo TI'D Ha
aKTHBHYIO (papManeBTHUYECCKYI0 CYOCTaHIHMIO/MCXOMHBIH MaTepuai/
PEaKTHB/IIPOMEKYTOIHBIN MMPOAYKT/ BCIIOMOTaTEIHHOE BEIIECTBO

1. HoBwlil cepTuduKaT Ha akTHBHYIO (hapMaleBTHYECKYIO CyOCTaHIIMIO OT

3,5,9 1,2,3,4,5 IB
HOBOT'O WJIM paHee 0JI00PEHHOT0 TIPON3BOIUTEIS

2. HoBrrit ceprudukar Ha (apMameBTHIECKYIO CyOCTaHITUIO/MCXOTHBIH
MaTepuall/peaKkTUB/TIPOMEKY TOUHBII MPOIYKT/BCIIOMOTATEIBHOE 3,6,7 1,2,3,4,5 IB
BEILIECTBO OT HOBOT'O MJIM paHee 000pEHHOT0 MPOU3BOAUTEIIS

3. OGHOBIIEHHBIN cepTU(HKAT OT paHee 0J00PEHHOTO IIPON3BOIUTEIS 7 1,2,3,4,5 IB

4. Hckirouenue ceprudukaroB (eciin K MaTepuany IpHIArainch 3 IA
HECKOJIbKO CEpTH(UKATOB)

5. HoBbIii/0OHOBICHHEIN cepTH(QUKAT OT paHee OJOOPEHHOTO/HOBOTO

MIPOU3BOAMTENS, HCHOJIB3YIOIIETO MaTepHaibl YEIOBEYECKOTO HIIH

KMBOTHOTO IPOUCXOXKIEHHS, B OTHOILICHUH KOTOPBIX TpeOyeTcs OLeHKa I
Ha MpeaMeT pHUCKa MOTCHUUAIbHOW KOHTaMUHAIIMK TOCTOPOHHHUMHU

areHTaMu

Y ¢ o1 o B uU 1

1. Cneun¢ukanuyu Ha BBITYCK M Ha KOHEI CpPOKAa TOAHOCTH JICKAPCTBEHHOTO Ipenapara HE W3MEHSIOTCA.
2. Hem3zMeHeHHBIE (MCKITIOUasl YXKECTOUeHHE) NONoTHUTeNbHbIe (K ['ocynapcTBenHoit @apmakoriee PecryOonnku
Kazaxcran) cnenuukanyy Ha npuMecH (MCKIII0Yas OCTaTOYHbIE PACTBOPHUTEINH, IIPH YCIOBUH X COOTBETCTBHUS
TpeboBanusam PecnyOnmuku Kaszaxcran), npoaykT- cnenuduynbie TpeboBaHus (HanpuMep, npoduim pazMepos
4acTHUl, nonumMoppHbIE bopmer), eciu ONPUMEHUMO.
3. Ilpomecc mpou3BOACTBA AKTUBHOW (hapMareBTHYECKOH CyOCTAaHIMH, HCXOJHOTO MaTepHaia/peakTnBa/
MIPOMEKYTOYHOTO TMPOJYKTAa HE BKIIOYAET HCIIONHb30BAHHE MATEPHATIOB YEJIOBEYECKOTO WM JKHBOTHOTO

MPOUCXOXKICHUSA, JUISI KOTOPBIX TpeOyeTcs MNpOoaHaIu3UpOBaTh MAAaHHBIE O BHPYCHOW O€30IacHOCTH.
4. VcknrounTenabHO AJIsl aKTHBHOW (papManeBTH4ecKoi cyOcTaHIMK: oHa OyJeT MCIbITaHA HEIOCPEICTBEHHO

nepes MCIOJIb30BAHUEM, €CIIM IEPHUOJl MOBTOPHOI'O HCHBITAHUS HE BKJIIOUEH B CEPTU(PHUKAT COOTBETCTBUS

EBporneiickoit @apmakonee uiu JaHHbIE, 000CHOBBIBAIOIIUE MIEPHO TOBTOPHOTO UCTIBITAHMS, YK€ HE BKIIIOUCHBI
B I o ¢ b ¢

5. AxTtuBHasg QapMmareBTHUYECKas CyOCTaHINSA/MCXOMHBIN MaTeprai/peakTHB/IPOMEKYTOIHBIN MPOIYKT/



BCIIOMOTAaTEJNbHOE BEI[ECTBO HECTEPHIBbHE.
6. PacturenpHble (apMmaneBTHYECKHE CyOCTaHIMU: CHOCO0 NPOM3BOACTBA, (H3MYECKOE COCTOSHHE,
9KCTPArHPYIOIMIA PACTBOPUTENE M KOI(DPHUIMEHT SKCTPAKLIUH JIEKAPCTBEHHOTO CPEICTBa HE H3MEHSIOTCS.
7. Ecnu B cocraBe JIEKapCTBEHHOTO IIperiapaTa Uil HNapeHTepalbHOTO BBEICHHUS HMCIOJNB3YeTCs JKENATHH,
HpOHSBe)IeHHBIﬁ us3 KOCTeﬁ, €T0 INPOM3BOACTBO JOJDKHO OCYIICCTBIATHCA MCKIIIOUUTCIBHO B COOTBETCTBHUU C
TpeboOBaHUIMU COOTBETCTBYHOIIEH CTPaHBbI.
8. B nmocee ocraercs, 1O MeHbIIEH Mepe, OJWH NPOM3BOJAMTENHb OTOW CyOCTaHIIMH.
9. Ecim aktuBHast QapmaneBTHUeckas CyOCTaHIMS HeCTEpHIIbHA, HO OyJeT HCIIONb30BaThCs B COCTaBE
CTEPUIILHOTO JICKAPCTBEHHOTO Tpernaparta, Torga B coorsercTBud ¢ CEP Ha mocnenHeM sTarne cuHTe3a Hellb3s
HCIIONB30BaTh BOAY HIIM, €CIIM TAaKOE MPOMCXOAUT, HEOOXOAUMO OOECIeUUTh OTCYTCTBHE OaKTepHAIbHBIX
SHJOTOKCHHOB B aKTUBHOHU (hapMarieBTHYeCKOl CyOCTaHIHH.

JdoxywMmMeHT aUnuws

1. Komums peiictByromero (0OHOBIEHHOTO) cepTHUHUKaTa CcOOTBEeTCTBHs EBpomeiickoit ®apmakomee.
2. [Ipu moGaBieHWH MPOU3BOJACTBEHHON IIOMIAAKA B (OpME 3asiBIICHUS O BHECEHWH M3MEHEHUH HEOOXO0IMMO
YeTKO 0003HAYUTH "3aperncTPUPOBAaHHBIX" M "MpemiaraeMbIX' MPOM3BOAMTENCH, KaK yKazaHo B pasmerne 2.5
b opw™m B 3ad4BJI€HHUSH
3. I[TonpaBka K COOTBETCTBYIOUIEMY(HUM) pasneny(am) Joche.
4. Ecnu mpuMEeHNMO, JOKyMEHT, COJIepXKalluii CBEICHHs O BCEX MaTepualiax, BXOIAMNX B cepy NMPUMEHEHUS
crate ['ocynapcTBennoir @apmaxomnen Pecrry6nmkn Kaszaxcran mo MHHMMH3AIMM pHCKa Iepefaddl areHTOB
ry0uaToif SHIE(anonaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIPENapaToB UIsl MEIWIMHCKOTO M
BETCPUHAPHOTO IPUMEHEHHS, BKIIOYas MHCIOIb3yEMbIe B IPOM3BOACTBE AKTUBHOW (hapMareBTHUECKON
CyOCTaHIIMU/BCIIOMOTaTeIbHOTO BemecTBa. s KakJoro Takoro pojga MaTepuana HeOOXOAMMO HPEICTaBUTh
CIIeIyIONIUe CBEACHUSA: HAa3BaHUE MPOU3BOAUTEINS; BUJ KUBOTHBIX M TKaHHU, U3 KOTOPHIX IOIY4YEeH MaTepHua;
cCTpaHa NPOUCXOKIACHUSA JKUBOTHBIX u ero HCHOJb30BaHUE.
5. B oTHOIIEHMM aKTHUBHOH (hapManeBTHYECKOI CyOCTaHIMM: JEKiIapanusi yIoJTHOMOYEHHOTO JIMIA KaXI0Tro
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asBICHHH, HCIIOIB3YIOIIET0 aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMIO B KadecTBE MCXOZHOTO MaTepHana, W YHOTHOMOYEHHOIO JIHIA KaKIOTOo JHIEH3UPOBAaHHOTO
MPOU3BOJUTENS, YKa3aHHOIO B 3asBJICHUM B KadeCTBE OTBETCTBEHHOTO 3a BBINYCK cepuil. B nexmaparusix
HEOOXOJMMO YKa3aTh, YTO NPOU3BOJIUTEb(M) aKTHBHOW (apmaieBTHYeCKOil cyOcTaHIWM, yKa3aHHbIi(e) B
3asIBJIGHUHU, OCYIIECTBISIET(IOT) CBOIO JIEATENBHOCTh B COOTBeTCTBHM ¢ [IpaBmiiamMu Hamexamnien
NPOU3BOACTBEHHONW mnpakTukn PecnyOnukm KazaxcraH B OTHOIIEHMM HCXOTHBIX MarepuanioB. Ilpu
OTIpEJIETICHHBIX 00CTOSITEILCTBAX JIOMYCKAETCS IIPEICTABIATH OAHY JeKJIapanuio (CM. IpUMedaHne K M3MEHEHHIO
B.I1.6.1). Ecnu 3arparuBaroTcs Kakue-au00 OOHOBICHHSA CepTU(UKATOB HAa aKTUBHBIC (hapMalleBTHUICCKUC
CyOCTaHIIMH ¥ TPOMEKYTOUYHBIE MTPOLYKTHI, OT MPOU3BOAMUTENCH MPOMEKYTOIHBIX IPOLYKTOB TaKXKe TpeOyeTcs
JIeKJIapanys yroJHOMOUYEHHOT0 JINIA; IeKIapanys yIoJIHOMOUYEHHOTO JIMIA HY>KHA, JIUIIb €CITH 110 CPAaBHEHHUIO C
paHee 3aperMCTPUPOBAHHONW Bepcuel cepTUdUKaTa MMEETCS HM3MEHEHHE JECHCTBYIOIINMX, BKIIOYEHHBIX B
NepedyeHb MPOU3BOJCTBEHHBIX MJIOMIAIO0K.

B.II1.2 V3menenns B 1iensx cooTBeTcTBUS [ ocynapcrBenHoit dapmakornee v Tpebyemas Bupg
CloBUs
Pecny6muku Kazaxcran JOKYMEHTalusl NpOLEeypbl

a) N3menenne criennukannu(ii) panee HedapMakoIeifHoW cyOCTaHIINN B
nemsix coorBercTtBusl [ocynmapctBeHHoit @®apmaxomree PecmyOmmkn

Kazaxcran
. . 1,2,3,4
1. AxTBHO# (apmManeBTHIecKoii cyOcTaHINN 5 1,2,3,4 1B
b
2. BcmomorarenbHOTO BEHIECTBA/MCXOJHOrO MAaTepHala aKTHBHOTO 124 1234 B
(bapMmaleBTHYECKON CYyOCTaHIMH 7 T
0) U3MEHEHUs B ENAX COOTBETCTBUS OOHOBJIEHHOU COOTBETCTBYIONIEH 12.45/1.2.3.4 B
crarse ['ocynapcrennoit ®apmakorien Pecry6nnku Kasaxcran S I
B) u3MeHeHHe crnenuukanuii ¢ TocynapcreeHHor @apmakomnen
) upuan ynap p 1,4,5 1,2.3.4 B

Pecrry6nuku Kazaxcran

YV ¢ 1 o B uU 4
1. I3MeHeHue OCYIIECTBISIETCS HCKITIOYUTENLHO B LIENIAX MOJTHOTO COOTBETCTBUs (hapmakoriee. Bee ucnbitanus B



crienu(uUKanuy JT0JDKHBI COOTBETCTBOBATh (DapMaKoNeHHOMY CTaHAapTy IOCie M3MEHEHHs, 32 UCKIIOYEHHEM
T O BIX JOTOJHUTEIbHBIX BCHOMOTAaTEIbHBIX HWCIBITAHHH.
2. JlomoHuTENbHBIE K (hapMakoriee cHenu(UKANd Ha MPOAYKT-CHEIM(UIHBIE CBOMCTBA HE M3MEHAIOTCA (
HalpuMep, NpoguiIn pa3MepoB YacTHI, HoauMopdHas (GopMma I OHOIOTHYECKHE METOIWUKH, arperatsl).
3. 3HayMMble HM3MEHEHUS KAuYeCTBEHHOTO M KOJMYECTBEHHOro mpoduield mpuMmeced OTCYyTCTBYIOT (3a
HCKIIOUYECHUEM YXKE€CTOUYECHUHA cnenupUKanui).
4. JlomoHUTENBHAS TIEPBUYHAS SKCIIEPTHU3a HOBOHM MIIM U3MEHEHHOH (hapMaKoINeHHOH METOUKH He TpeOyeTcs.
5. PacturensHble apmarieBTHUECKHE CYyOCTaHIIMN: CIIOCO0 TPON3BOJICTBA, (PU3NYECKOE COCTOSIHUE, IKCTPAreHT U
KO GHIIMEHT SKCTPAKIMHU JICKAPCTBEHHOI'O CPEICTBA HE H3MEHSFOTCSL.

JdokKyMeHT anmusd

1. [TonpaBka K COOTBETCTBYHOMEMY(HM) pasneny(am) Joche.
2. CpaBHUTeNbHAS Tabnuia TEKYIIHX u mpeiiaracMbIX cuenupuKamui.
3. Jlanuble aHanmu3a cepuil (B (hopMare CpaBHUTEIHHON TAOJHIIbI), 0 MEHBIIEH Mepe, IBYX MPOMBIIIICHHBIX
cepuii COOTBeTCTBYIOImEH cyOcTaHIMU (BemlecTBAa) MO BCEM HCHBITAHHSAM HOBOW cCIeOH(UKAIUU U
JIOTIOJTHUTENIBHO, €CIM MPUMEHUMO, PEe3YJIbTaThl TECTa CPABHUTEIBHON KUHETHKH PACTBOPEHHMS, MO MEHbIICH
Mepe, OOHOW ONIBITHO-IPOMBIIIJIEHHON CEpUU JIEKApCTBEHHOr'O Ipenapara. B OTHOLIEHUHU JIEKapCTBEHHBIX
paCTI/lTeHbeIX npenapaTOB JOCTAaTOYHBI JAHHBIC CpaBHHTeﬂbHOﬁ paCHaﬂaeMOCTI/I.
4. JlaHHBIC, TOTBEPKAAIOIINE MTPUTOTHOCTh CTATHH [T KOHTPOJIS Ka4eCTBA CYOCTaHIIMH, HATIPUMED, CPAaBHCHUE
MTOTCHITHABFHBIX MTPUMECEH ¢ MpUMEeUaHHeM IPO3PavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Bnecenue m3MeHeHUN B PEruCTPaAllMOHHOE JOCHhE, 00YCIOBIECHOE WHBIMU
PETYIATOPHBIMU IIPOLEYPAMHU

b.V.a.2 Bxirouenne HOBOTO, OOHOBIEHHOTO WJIH HCIIPaBICHHOTO

MacTep-¢aiiiia BakIWHHOTO aHTHUreHa (nmamee — MOBA) B v Tpebyemas Bupg
CIIOBHS
PETHCTPAIIMOHHOE JOChE JIEKaPCTBEHHOr0 Mpemnapata (npouenypa MOBA JOKyMEHTAIHs TPOLECTYPhI
2-ro 9Tana)
a) mepBoe BKIFOYeHHe HoBoro MOBA II
0) BKIIOUEHHE OOHOBIEeHHOro/ucnpasieHHoro M®BA: u3MeHeHus 1234 B
BIIMSIOT HA CBOMCTBA JIEKAPCTBEHHOTO IIpenapara T
B) BKJIIOUEHHE OOHOBIEHHOTO/HcTpaBieHHOT0o M®BA: m3MeHeHus He 1.2.3.4 IA
b b b

BIIMSIFOT Ha CBOICTBA JIGKAPCTBEHHOTO TIpenapaTa
YcnoBus

JdoxkxkyMmMeHT aUns

1. dexmaparus, uyto cepTudukar MOBA u sKCHepTHBII OTYET MOTHOCTHIO TPUMEHNMEI K 3apPEeTHCTPHPOBAHHOMY
neKkapcTBeHHOMY Tpemnapary, aepxkartenb M®BA mnpenctaBun JIPY (ecam JIPY u nepxatenr M®BA He

SIBJSIFOTCSL OTHUM M TeM ke JuioM) ceptuduxar MDBA, skcriepTHbIi oT4yeT u 1ocke Ha MDBA, ceprudukar

M®BA u 3KCHepTHBII OTUET 3aMEHSIOT NPEeABLTYIYI0 JoKyMeHTalo Ha MOBA a5 1aHHOTO JIeKapCTBEHHOTO
n pemapaTtTa

2. Cepruduxkar M®BA u SKCHEePTHHI I OTYET.
3. Hexmapamusi 3KCHepTa, XapakTepusylolas BCe BBOAWMBEIE C MOMOIIBIO cepTuduimpoBanHoro MOBA

M3MCHEHUS U OIICHUBAIONIAsl MX IOTCHIMAIbHOE BIMSHUE Ha JIGKAPCTBEHHBIC IPEMApaThl, BKIIOYAsS OLECHKH

NPOAYKT-cHneuudHBbBIX PHCKOB.
4. B ¢opme 3asiBiieHHsI O BHECEHHH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NelcTByIOmuUit" 1 "IpeiaraeMplii
" ceprupuxkatr MOBA (HOMep Ko&a) B PETUCTPAIMOHHOM Jocke. Ecnu mpuMenumo, B Gopme 3asBieHHUS O

BHECEHUU HM3MEHEHHUH Takke CleQyeT 4eTKO MepednucinuTh Bce nmpoune MODPBA, Ha KOTOpbIE cChUIAETCS

JIEKapCTBEHHBIN MpETapaT, AK€ €CIIM OHH HE SBIISIOTCS IPEAMETOM 3asIBICHHS.

B. U3menenune 6e3omacHocTH, 3pdhekTuBHOCTH U (papMakoHa130pa
B.I JIexapcTtBeHHbIE nipeniapaThl Jjisl MEAULUHCKOIO IPUMEHEHUS

B.I.1 M3meHenue oOImieil xapaKTepHUCTUKH
JICKapCTBCHHOT'O IMperapata, MapKHPOBKU



BOCIIPOH3BEICHHOTO/THOPHIHOTO/ VenoBust  TpeGyemast JOKYMEHTALHS Bun nporeypsi
OMOAHAIIOTHYHOTO  JIEKAPCTBEHHOTO

Iperapara I1ocjie OLEeHKH TOTO K¢ H3MEHEHHUS
pedepeHTHOTO JIeKapCTBEHHOT'O IIpernapaTa

a) peanm3anys U3MeHeHus1 (i), B OTHOIICHUN

KOTOpOTO(BIX) oT JepxKaTens

PETUCTPALIMOHHOTO  YIOCTOBEPEHHUSI HE 1,2 1B
TpeOyeTcss ~ HPEACTABISTH  HOBBIC

JOTIOJTHUTENbHBIE JAHHBIE

0) peamm3anus U3MeHeHU(i), TPeOyOUIIX

MpencTaBICHUS APY HOBBIX

JNOMOJHUTEIbHBIX ITaHHBIX, 11
00OCHOBBIBAIONIUX TaKWe M3MEHEHHS (

HaTpuMep, COIIOCTaBUMOCTbD)

JdoxyMmMeHT aUnus

1. [IpunoskeHre K CONPOBOJIMTEIHLHOMY MUCHEMY 3asBJICHHS O BHECCHWH M3MCHCHHMI: 3alpoc HAMOHAJIBHOTO

YIOTHOMOYEHHOTO oprana (ecnm MPUMEHHUMO).
2. TlepecmoTrpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (OOHOBIEHHAs KpaTKas XapaKTepUCTHKa

JIEKapCTBEHHOT'O MpenapaTa, UHCTPYKIIHS 110 MEIUITUHCKOMY MTPUMEHEHHIO (JIMCTOK-BKJIA IBIII ).

B.1.2 N3menenne(s) o0meil XxapaKTepHCTHKH
JICKapCTBEHHOTO TIpernapaTta, MapKHpPOBKH
JeKapCTBEHHOTO  Ipenapara s
MEJHIHCKOTO IIPUMEHECHUS, HalPaBIEeHHOE(
bI€) Ha peaH3alfio pe3yIbTaTa MpoLeIyphl,
3aTparuBaromiei ITOOb uiau
ITOCTPETUCTPALIOHHOE  HCCIIEIOBaHKE
0e30macHOCTH

VYenosus  TpeOyemast JOKyMEHTAIHS Bun npouenypst

a) BHeCCHHE (HOPMYIIUPOBKH, COTTIACOBAHHOMN
YIOJIHOMOYEHHBIM OpTraHOM

0) BHeceHHE W3MEHEHHH, TpeOyommx
npeacTaBlIeHUs APY HOBBIX
JOTOTHUTENbHBIX JaHHBIX,
000CHOBBIBAIONINX TAKKE N3MEHEHHUS

2 2,3,4 i
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1. M3meHenne peanusyeT GpopMyInpoBKY, 3aTpeOOBaHHYIO YITOTHOMOYEHHBIM OpPTraHOM, W He TpeOyeT mojgadu
JOTIOJTHUTEIbHBIX CBEJICHU U u (nnn) naiabHenmein 3KCIEPTHU3HI.
2. be3omacHOCTh NMPUMEHEHUS IpenapaTa JOJDKHA COXPAHATHCS M MOATBEPKAATHCSA JAHHBIMU KIMHHYECKUX
HCCIIeIOBaHUH, KITMHUYECKOH 6e30macHOCTH. J{0JIKHBI OBITh IPEACTaBIEHBI UX MOATBEPIKICHHUS.

JdoxkxkyMmMeHT aUuags

1. IIpunoxxeHne K COMPOBOANTEIHHOMY HMHCHEMY 3asBICHHS O BHECCHHM M3MEHEHHH: CCBUIKA Ha COTJAICHHE/
O EHKY YyOOTHOMOYEHHOTO oprasa.
2. OObsiCHEHUsI IPUYUHBI TOOABJICHUS] HOBOT'O/HOBBIX MpeAocTepekeHus (1ii) MoOOYHBIX ACHCTBUI U 3asBICHHE
TOTO, 4TO 6e30macHOCTh NpUMEHEHU npemnapara coxXpaHseTcs.
3. IlepecmoTpeHHas nHGpOpManusi O JEKapCTBEHHOM Ipernapare (OOHOBJICHHAash KpaTKas XapaKTepHUCTHKa

JEKapCTBEHHOTO Iperapara, WHCTPYKIUS MO  MEIUIMHCKOMY TPUMEHEHHIO  (JIMCTOK-BKJIAJIBIII).
4. Mepuognuecku oOHOBIsIEMBIH oTueT 1o OezonacHocTr (IIOOB) mim mocTperucTparmoHHbIE HCCICIOBAHNE

6€301acHOCTH, OTPAXKAIOLINE BHOCUMBIE N3MCHEHHS.

B.I.3 U3MmeHenwus, 3akiaroyarolnigecs B

3HAYMMOM W3MEHEHUU oOmeit

XapaKTEePUCTHUKHU JIEKAPCTBEHHOTO Mperapara

BCJIC/ICTBHE HOBBIX JaHHBIX MO Ka4yecTBYy, YCIOBHUS Buna nporeaypsr



JOKJIMHUYECKUM, KIMHUYECKUM JIaHHBIM WIJIN TpeOyemast TOKyMEeHTaIMs
JaHHBIM (hapMakoHa30pa

II

9TO U3MEHEHHE HEe MPUMEHSIETCS, €ClIi HOBbIE JaHHbIE MOJaHbl B

COOTBETCTBUU ¢ u3MeHeHueM B.1.13. B Takux ciiydasx u3MeHeHue
[Iprmeuanne: o0mel XapakTEPUCTUKH JIEKAapCTBEHHOTO TMpemapara,

MapKHUPOBKH MoMagaeT nox chepy npumeneHus n3menenns B.1.13

B.I.4 MW3MmeHeHue ycIoBHIl OTIOycKa

VYcnoBusi  TpeOyemasi foKyMeHTanuUs Bun npouenypst
JIEKapCTBEHHOTO TIpernapaTa

a)BOCTIPOM3BEACHHBIX/THOPUIHBIX/

OMOaHaIOTUYHBIX JIEKapCTBEHHBIX

MpenapaToB Mocjie HU3MEHEeHHs yciuoBuil 1 1,2 1B
OTIycKa pedepeHTHOr0 JIEKapCTBEHHOTO

mperapara

6) uHBIE NPUYMHBI W3MEHEHHS YCIOBUH
OTITyCKa

1 2,3,4,5 II

YV ¢ 1 o B uW 4
1. bezomacHOCTs IPUMEHEHUS TIPeTapara JOJDKHA COXPAHATHCS

JdoxyMmMeHT au™ws

1. ITonTBepkaeHne N3MEHEHUs! YCIOBUH OTIYCKa ped)epeHTHOro JIEKapCTBEHHOTO MpernapaTa, MPHIoKeHHOe K
CONMPOBOIUTEIBLHOMY NHCHEMY 3asIBICHUS 0 BHECCHHUU U3MECHCHHII.
2. IlepecmoTpeHHass WHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (OOHOBJIEHHas oOmas XapaKTepUCTHKA

JEKapCTBEHHOTO IIperapaTa, HHCTPYKLUS 110 MEAUIMHCKOMY HNPHMEHEHHIO (JIMCTOK-BKJIAJBIII), MapKUPOBKA).
3. O6'I)5[CHCHI/Ie IMPUYNHBI U3MCHCHUA yCHOBI/Iﬁ OTITYCKa M 3asBJICHHUEC TOI'0, 4YTO 0€3011aCHOCTh IIPUMCHCHUA

npemnaparta CoOXpaHseTCH.
4. JlanHBlCe KIMHUYECKHX HCCIICJIOBAHUM, MOCTPErUCTPALIMOHHBIX HCCIICJOBAaHNH; JTaHHbIe (hapMaKoHaA30pa.

5. JIOKyMEHT, ITONTBEPKIAONIMIA M3MEHEHHE YCIIOBUIl OTIIYCKa B CTPaHE-NIPOU3BOIUTENS (OT PEryJTOPHOTO

opraHa).
B.I.5 MW 3menenue(s) mnokxazanusa(i) x
VYenosus  Tpebyemast JOKyMEHTaIHA Bun npouenypst
MPUMEHEHHIO
a) BKJIOYCHHE HOBOTO TIIOKa3aHHUI K
MPUMEHEHUI0O WJIM HW3MEHEHHe paHee 2 1,2,3 I
0/100pEeHHOTO
0) UCKITFOUCHHE TIOKAa3aHUS K IPUMCHCHUIO 1 1,2 1B

YV ¢ 1 o B ®u 4

1 . EC3OHaCHOCTb HpI/IMeHeHI/ISI npenapaTa JOJKHaA COXpaHHTI)CH nu HO)Z[TBCp)KI[aTI)CH JaHHBIMU peTPOCHeKTI/IBHI)IX
WCCIICTOBAHHM, KJIUHUYECCKOHU 0€30MacHOCTH u KayecTBa.
2. be3zonacHOCTh MPUMEHEHUs Mpenapara AOHKHA COXPAHATHCS W MOITBEPKAATHCS JAHHBIMU KIMHHUYECKHUX
HCCIICIOBAHNN, KITMHNYIECKOH Oe30macHOCTH. J{OMKHBI OBITh PEACTABICHBI UX MTOITBEPIKICHIS.

JdokKyMeHT aunmsd
1. OObsicHeHHEe NPUYWHBI YyIaleHHs WIM J00aBJIeHHs IOKa3aHUs M 3asiBIEHHE TOrO, YTO 0E30MacHOCTb

NPUMCHCHUS NPpOAYKTA cCoXpaHsieTCH.
2. OOHoOBIEHHAs 0Omas XapaKTEpHCTHUKA JICKAPCTBEHHOTO NperapaTra, WHCTPYKIHS MO0 METUIIUTHCKOMY
MPUMEHCHUIO (TUCTOK-BKJABII).

3. JlaHHBIE KIIMHUYECKHAX UCCIIEIOBAHIM, TIOCTPETUCTPAIIMOHHBIX NCCIICAOBAHMIA; JTaHHBIEC (hapMaKOHAI30pa.

Ecmu Z[O6aBJ'IeHI/Ie WM U3MCHCHHE IMOKa3aHusd K IMPUMCHCHUIO
MPOUCXOAUT BCJICACTBUC pCaIn3alluU 3aKJIHOYCHUSA DKCIIEPTHOTO
KOMHTETa HIIM H3MEHCHHI I/IH(i)OpMaL[I/II/I 0 JICKApCTBCHHOM

Mpenapare BOCIPOU3BEIEHHOIO/THOPUAHOI0/ OMOaHATIOTrHIHOIO
IIpumeuanue perap p A pUx



JIEKapCTBEHHOI'0 Mpemapara Iocle 3KCHEePTU3bl TOTO K€
M3MEHEHHUS peQepeHTHOro JIEKapCTBEHHOTO Iperapara,
npumenstorcs uaMeHenus B.1.1 u B.1.2 coorBeTcTBEHHO.

B.1.6 Uckmtouenue: VYenorust TpeOyemas AOKyMEHTAIHS IIponenypa
a) JIeKapCTBEHHOH (POpMBI 1,2 1B
0) 103UPOBKH 1,2 1B

JdoxyMmMeHT aUnus

1. dexmapanus, 9ro octaBmasi(ue)cs Gopma(bl) BEITyCKa IT0CTaTOYHA(BI) IJIs BHITOJHEHUS PEKOMECHIAINH IO
JO3UPOBAHMIO W JUTUTEIFHOCTH JICYCHHS, ONMMCAHHBIX B OOIICH XapaKTepHUCTHKE JIEKApPCTBEHHOrO Ipenapara.
2. [lepecmoTpennas nHGOpMAIHS O JIEKAPCTBEHHOM ITperapare.

Ecnun paccmaTtpuBaemas ekapcTBeHHast (hopMa MM JTO3MPOBKA
Obuta 3aperucTpUpoBaHa B BHJIE OTAEIBHOTO JICKApPCTBEHHOTO

[Tpumeuanne npenapara, TO UCKJIIOYEHHE TAKOW JIEKapCTBEHHOH (OPMBI HIIH
JO3UPOBKM OylIeT CUYMTAThCA HE BHECEHHEM H3MEHEHUH, a
U3BATHEM U3 OOpaIIeHus.

B.I.7 BBeaenue uiu H3MEHEHUE pe3lOMeE
CHUCTEMHI (hapMaKOHAI30pa JIEKAPCTBEHHOTO

VYcnoBust  Tpebyemasi TOKyMeHTaIHs Bun npouenypst
npenapara il MeIUIMHCKOTO IPUMEHEeHNS (
)
a) BBEJCHHE pE3lOME  CHUCTEMBI
¢dapmakoHanzopa, W3MEHEHHUH
KBUIM(GUOUPOBAHHOTO  JUIOAa IO
1,2 IB

(apmakoHam3opy (BKIIOYas KOHTAaKTHYIO
uHpopmarnuo) U (MIH) H3MEHECHHE
MecTtopacnonoxenus MOCD

JdoxkxkyMeHT aUuuqs

1. Pestome cucremsl (apMakoHag3opa HIH OOHOBJICHHE 3HAYMMBIX DJIEMEHTOB (COOTBETCTBEHHO):
MTOATBEPKACHHUE TOTO, YTO 3asBUTENIb IMEET B CBOEM PACTIOPSLKEHHH KBATM(HUIMPOBAHHOE JIMIIO, OTBETCTBEHHOE
3a (apmMakoHan30p, ¥ YTBEpXKIEHHE, MOJINHMCAHHOE 3asBUTEIEM, YTO 3asBUTENb 00JagaeT HEOOXOIUMBIMH
crnocobamMy BBITIOJHEHHS 3a/a4 M OOS3aHHOCTEH B COOTBETCTBHM C YCTaHOBJICHHBIMH TPEOOBaHHUSIMHU

JIEHCTBYIOLIETO 3aKOHOJATeNbCTBA B chepe oOpamieHus JIeKapCTBEHHBIX CpPEACTB.
KonTaktHas wHbopMarms KBaTH(QUIIMPOBAHHOTO JHIA 10 (papMakoHam3opy PK, B KOTOpwIX pacmomaraercs
KBATUQHUIUPOBAHHOE JUII0 mno dbapmakoHI30Py u BBITMOJTHSACT CBOH 3ajauu
MecTtopacnonoXeHHE M®Co

2. Homep MOCO (ipu HATU9IHH)

JlanHoe u3MeHeHue oxBaTbiBaeT BBeaeHue MOPCO He3aBUCHMO
OT HAJIWYMS B TEXHWYECKOM YacTH PErHCTPAlMOHHOTO J0ChE
moapoOHOTO  OMHCAaHHUS CHCTEMBI  (hapMaKOHAA3I0pa.

V3MeHeHns1 KOHTAKTHOTO JIMIA 10 (papMakoHaI30py, BKIOYAs
KOHTaKkTHYI0 HH(popMaiuio (HoMmepa TeneoHOB M (Dakcos,
MOYTOBBIN aipec W ajpec AJIEKTPOHHOM MOYTHI) U M3MEHEHUS
Mmecropacrionoxkeranss MOCO (ynuua, ropos, MHIEKC, CTpaHa)

[Ipumeuanue: JIOITyCKaeTcss OOHOBIISATH MCKITIOYUTEIBHO MMOCPEACTBOM Peectpa
Peciyomukn  Kaszaxcram (mamee — Peectp PK) (6e3
HEOOXOAUMOCTH BHECEHU S H3MEHCHUHN).

Ecnu nepsxarens perucTpalimOHHOTO YAOCTOBEpEHUs puberaet K
BO3MOXXHOCTH OOHOBJICHHS YIOMSHYTOH BBIlIE HH(pOPMAIHH
nocpenctBom Peectpa PK, on jgomkeH ykazare B
PETHCTPAMOHHOM JOChE, YTO OOHOBICHHAS MH()OPMAIUS ITHX
JaHHBIX BKJIoyeHa B Peectp PK.



B.I.8 M3meHeHue cymiecTByIOLE CHCTEMBI
(apMakoHaI30pa COIJIACHO MOAPOOHOMY
OIIMCaHUIO CUCTEMBI (papMakoHa3opa (nanee
—TIOCD)

VYcnoBusi  TpeOyemast foKyMeHTanus Bun npouenypsl

a) U3MEHeHHe KBaTH(UIIMPOBAHHOTO JIMIIA 110
(dbapmakoHan3opy u (MIM) KOHTAKTHOMU

nHpopmanuu, u (WIM) TPOUETYPHI

pe3epBUPOBAHHUS

0) n3MeHeHue 6a3bl JaHHBIX 0€30MAaCHOCTH U
(1) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHU B
LEJISIX BBIOJHEHHUS (QapMaKOHaI30pHBIX
00s13aTeNbCcTB M (MIIM) M3MEHEHHE MecTa
MIPOBEICHUS dbapmakoHa 30pHOM

e TeTFHOCTH

1,2,3 1 1B

B) uHble u3MeHeHus [1OCO, He Bnusmonue

Ha  (QYHKIUOHHPOBAHHE  CHUCTEMBI

(apmakonag3zopa (HampuMep, u3MeHeHHe | 1 IB
MECTOIIOJIOKCHHUS TJIABHOTO  XpaHWIIHNIIA/

apXx¥Ba, aAMUHUCTPATUBHBIC N3MCHEHHSA)

r) BHecenue usMmeHeHuid B I[IOCD 1o
pesynbratam skcnepTtusel IIOCO gpyroro 4 1,2 IB
JIEKapCTBEHHOTO Mpemnapara Toro xe JPY

YV ¢ 1 o B ®u 4

1. Cama cucrema bapmakoHag3opa HE M3MEHSIETCH.
2. Cucrema 0a3ml IaHHBIX npouia BaJUAALUIO (ecam MIPUMEHUMO).
3. [IlepeHoc maHHBIX W3 JPYTHX CHCTeM 0a3 [aHHBIX BalMAWPOBAH (€CIU TMPUMEHHMO).
4. Te xe uamenenns B [IOCD BBeneHs! Isi BCEX JIGKAPCTBEHHBIX IperapatoB Toro xe PV (ommHakoBas
okoHYarenbHas Bepcus [IOCD).

JdokKyMeHT anmsd

1. IMocnenusst Bepeust [IOCD u, ecnu NpUMEHNMO, TOCIIEAHSAS BEpCHs Ipenapar-crelu(GUIHOTO JTOTTOTHEHUS.
OHHM TOJDKHBI B OTHOIICHUH U3MEHEHUsI KBATH()UIIMPOBAHHOTO JIMIA IO (hapMaKOHAA30py BKIIOUATh &) KPATKYIO
omorpa¢uio HOBOro KBANH()HIMPOBAHHOTO JHUIA 1O (apMaKOHAIA30py, 0) HOBOE TOJNOKEHHE AepxkKaTens U
KBaJM(HUIIIPOBAHHOTO JIMIIA 10 (apMaKOHAA30py 00 WX CIIOCOOHOCTH M ITyTAX YBEIOMJICHUS O HEXKEJIATEIbHBIX
peakuusx, MOJIMUCAHHOEC HOBBIM KBaJM(QHUIMPOBAHHBIM JHIOM IO (apMakoHaI30py U JAepKaTeneM, U
OoTpaxkalollee OCTajbHbIE BBITEKAIONIME W3MEHEHHs, HalpuMmep, B OpraHu3aluoHHOW cxeme. Eciu
KBaNM(UIMPOBAHHOE JIUIO 10 (hapMakoHa30py M (MiIHM) KOHTaKTHas MH(OpManus KBATU(QHIUPOBAHHOTO JIUIIA
o QapmakoHan3opy u3HadanbHO He ObUIM BKmModeHB! B [IOCD mmm [IOCD He cymecTByer, mojada
nepecmoTpeHHoro [IOC® wHe TpedOyeTcs, HEOOXOOUMO NPEICTaBUTh TOJNBKO (OPMYy 3asiBICHHSA.
2. Ccplika Ha 3asiBICHHE/TIPOLIEAYPY W JCKapCTBEHHBIN Ipenapar, B OTHOIIEHHH KOTOPOTO M3MEHEHUS OBLIH
0I00pEHBI.

B.I. 9 V3menenune wactoTel U (WJIN) IaThl
mojayd MEPUOAMYECKOTO OTYeTa II0
oeszonacHoctn (ITOOB) nexapcTBEeHHBIX
MIPerapaToB A1k MEAUIIMHCKOTO IIPUMEHEHUS

YcnoBust  Tpebyemasi TOKyMeHTaIHs Bun npouenypst

1 1,2 B

YV ¢ 1 o B uW 4
1. N3menenne gactoTsl 1 (1n) aatel nogaun [T0OB cornacoBaHo HAMOHAIBHBIM YIIOJHOMOYEHHBIM OPTaHOM.

JdoxyMmMeHT aUu™s

1. [IpumoxxeHue K CONMPOBOAUTEIHPHOMY NMHUCHMY 3asBJICHUS O BHCCCHHH W3MEHEHUI: CCHUIKA Ha COTJIAIICHUE
YyOOTHOMOYEHHOTO opraHa.
2. [lepecmoTpenHas gacrorta u (wm) gara nogadu [I0OB.



JIaHHO€ M3MEHEHHE MpUMEeHsieTcs, b eciu nuki [I00b ykazan

TpumMeuanue B PETUCTPAIIMOHHOM JOChE CIIOCOOAMH, OTIIMYHBIMH OT yYKa3aHHS
CCBUTKA Ha TEepeyYeHb OTUETHBIX IaT, M IMPH HEOOXOIUMOCTH
nomauu [100B.

B.1.10 BBemenme wuiIuM H3MEHEHHUS
00s3aTENIBCTB M yCIIOBUU peructpanuu, YcioBus TpeOyemas JOKyMEHTAIHS Bun npouenypst
BKJTIOYAs TDIAH YTIPABICHHS PHCKAMU

a) peanuzanus bopMyIUpPOBKH,

. 1 1,2 IB
COTJIACOBAHHOH C YIOJIHOMOYEHHBIM OPraHOM ’
0) peammsanus W3MEHEHHH, TPEOYIOINX
npencTaBlleHUs APY HOBBIX I

JOTIOJTHUTEIBHBIX JaHHBIX, HYKAAIOMINXCS B
AKCIIEPTHU3E YIIOTHOMOYEHHBIM OpraHom (*)

Y ¢ 1 o B uW 4
1. U3MmeHeHne peanmsyeT IOeHCTBHE, 3aTpeOOBAaHHOE YIIOJHOMOYCHHBIM OpPTaHOM, M He TpeOyeT IMmomadu
JOTIOTHUTEHHBIX CBEICHUH U (WJIH) JajbHEHIIeH SKCTIePTH3HI.

JdoxyMmMeHT anus

1. IlpunoxeHne K CONPOBOJUTEIHEHOMY IHCHBMY 3asfBIIEHHS O BHECEHHMM HW3MEHEHHH: CChIJIKa Ha
COOTBETCTBYONIIEE pemeHue YIOJTHOMOYEHHOTO oprasa.
2. [TepecmoTpeHHast nHPOPMAIIHS O JEKAPCTBEHHOM IIpernapare.

9TO H3MEHEHHE OXBAaThIBaeT JIUIIb CHUTYyallMio, B KOTOPOM
BBOJIMMOE M3MEHEHHUE 3aTParuBaeT NCKIIOYUTEIHFHO YCIOBHS U (
IIpumeuanue WIN) 00s513aTeNIbCTBA PETHCTPALIUH, BKJIIOYAs IUIAH YIIPaBICHUS
pHCKaMu W ycioBHS M (WiIn) 005A3aTeNbCTBA PETUCTPAlMN TIPH
HCKITIOUNTEIBHBIX 00CTOSTENbCTBAX U YCIIOBHONW PETUCTPALIUH

BBEJICHUE IUIaHA YIpPaBJICHUS pPHCKaMH, 3aTpeOOBaHHOC
*) YIIOJIHOMOYEHHBIM OpraHOM, Bcerna TpeOyeT CyIIeCTBEHHOM
9KCIEPTU3BI

B.I. 11 BxkiaoueHune wWiIH HCKIIOYECHHE
YEepHOTO CHMBOJAa WJIHU TOSCHUTEIbHBIX
yKa3aHUM B OTHOIIEHUHU JIEKApCTBEHHBIX

VYenosust Tpebyemas JOKyMeHTaIMs Bun npouenypst
NpenaparoB, BXOIANIUX B TEPEUYEHb
JIEKapCTBEHHBIX TIPENApaTOB, IMOJUICKAIINX
JOTIOTHUTEIBHOMY MOHUTOPHHTY

1 1,2 IB

YV ¢ m1 o B U 4
1. JlekapcTBeHHBIN IpenapaT BKIIOYEH WM MCKIIOYCH U3 IEPEeUHs JIEKaPCTBEHHBIX MPENapaToB, MOUIEKAIIIX
JIOTIOJTHUTEITFHOMY MOHUTOPHUHTY (COOTBETCTBEHHO).

JdoxyMmMeHT anus

1. IlpuioxxeHHe K CONMPOBOAMUTEIBHOMY MHCHMY 3asBJICHUS O BHECEHHHM M3MEHCHHI: CCBUIKA Ha INepedcHb
JeKapCTBEHHBIX npenaparos, MO JIeKALTIX JTOTOHUTEIEHOMY MOHHUTOPHHTY.
2. TlepecmoTpeHHass wHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (0OHOBIEHHas oOIIas XapaKTepUCTHKA
JIEKapCTBEHHOT'O MpenapaTa, UHCTPYKIIHS 110 METUITUHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIA IBIII ).

JAaHHOE W3MEHEHHE OXBAThIBACT CHUTYAIUIO, MPH KOTOPOU
BKIIOYEHWE WJIM HWCKIOYEHHE YEepHOTO CHMBOJIA WM
TOSICHUTENBbHBIX YKa3aHHi He MPOM3BOAUTCS B paMKax IPYroi
PEryIATOPHOI TPOIEAYpPhl (HAIPUMED, MPOLEAYPHI MPOICHHUS
WM M3MEHEHUS, 3aTparuBaronei HHHOPMAIUIO O JIEKAPCTBEHHOM
npernapare)

IIpumeuanue



B.1.12 Ilpoune uzMeHeHus, He OMUCaHHbBIE B
JIpYTUX paszjenax Hacrosuero JonoaHeHus,
BKJIIOYAIOLIMX [OJadyy HCCIEJO0BAHUN

VYenosus TpeOyemast JOKyMEHTaIHS Bun npouenypst

YIOJHOMOYEHHOMY oprany (*)
11

€CJI DKCIEPTU3a YIOTHOMOYEHHBIM OPraHOM MOAAHHBIX JaHHBIX
MPUBOINT K U3MEHEHHIO 00IIeil XapaKTepUCTUKH JIEKaPCTBEHHOTO

[Tpumeuanne npenapara, MapKHpPOBKH, JAHHBIM M3MEHEHHEM OXBAThIBAIOTCS
COOTBETCTBYIOIIME IOMPaBKH K OOIIEeH XapaKTEepHCTHKE
JICKapCTBEHHOTO Npenaparta, MapKUpPOBKE.

JaHHOE M3MCHEHHE HE NMPHMEHSETCS K M3MEHEHHSM, KOTOpBIe
NPUHATBl B KadyecTBE U3MeHeHUH IB Tuma nmo ymosyaHuio B
COOTBETCTBUH C JIIOOBIM JAPYTUM pa3[elioM HaCTOSIIETO

*)
JlomomHeHusI.
IIpumeyanue:
[Ipu BHECEHMM U3MEHEHUN B PETUCTPAIMOHHOE JoCcke Thna II:

- mo nyHkram b.I mpexacraBnseTrcs nepedyeHb qokymMeHTOB yacteil I, Il mepeuns (
oOHOBJNIEHHBIC pa3nenbl | A7 — TOKYMEHT, MOATBEPKIAONINN Ka9eCTBO aKTUBHOTO BEIECTBA
(cepruduxat ananusza 3 cepuii akTUBHOM (apMaleBTUYECKON CyOCTaHIIMM OT MTPOU3BOAUTENS
, CepTH(UKAT aHaiu3a CyOCTAaHLIMH OT MPOU3BOIAUTENSA, CEPTH(PUKAT COOTBETCTBUSA
moHorpadun Eppormeiickoit dapmakoreu, MpOTOKOJ aHalnu3a, aHAJTUTHUYECKUM IMacIopT,
JaHHBIE 110 U3YUYEHUIO CTA0OMIBHOCTH TOTOBOTO MPOAYKTA MPU JTOJITOCPOUYHBIX U YCKOPEHHBIX
YCIIOBUSIX U3yUY€HUS! CTAOMIBHOCTU C UCIIOJNb30BAaHUEM 3asBIsIeMON CyOCTaHIIUU 3a MEPUOJL
Kak MUHUMYM 6 mecsueB) U I C 1 — akTuBHas cyOCTaHUMA B COOTBETCTBUU C BHOCUMBIMU
M3MEHEHUSIMU).

- mo nynktam B.II mpexacraBnsiercst nmepeyeHb AOKyMeHTOB uyacteil | (0OHOBIEHHBIM
pazgen I A8 — HOKYMEHT, MNOATBEPKAAIOIUK KAadeCTBO TOTOBOrO MPOAyKTa 3
IPOMBIIIUIEHHBIX cepuil (cepTu(dUKaAT aHalu3a, IPOTOKOJ aHajIu3a), OJHA CEpUs KOTOPOTO
COBIIAJAET C cepuel oOpas3la JEKapCTBEHHOIO CPEACTBA, NMOJAAHHOTO HA PETHCTPALMIO B
COOTBETCTBUH C BHOCUMBIMU M3MeHEeHUsIMU) U II mepeuns.

ITpunoxenue 5
K nocraHoBieHuto [IpaButenscTBa
Pecny6nmkn Kazaxcran
ot 15 ampemns 2021 roma Ne 244
IIpunoxenue 7
K [IpaBunam BpeMeHHOM
rOCYAapCTBEHHON PETUCTPALUN
BaKILMH IPOTUB KOPOHABUpPYCa
COVID-19

dopma

3akmodeHne 0 BHECEHHH M3MEHEHHI B PETUCTPAITHOHHOC JOCHE€ BAKITAHBI



1. DKcrepTHas KOMUCCUS COOOIIAET PE3YIbTaThl IKCIIEPTU3BI HA O€30MACHOCTH, KAYECTBO

1 3(QPEeKTUBHOCTh BaKIMHBI JJIs II€JICH BPEMEHHOW TOCYJapCTBEHHOW pPETHCTPAIMHU B
Pecnybnuke KazaxcraH:

Howmep u nara 3asBku

ToproBoe HanMEHOBaHHE BaKIWHBI (C YKa3aHHEM JICKapCTBEHHOM ()OPMBI, TO3MPOBKH, KOHIIEHTPAMH U 00beMa
3aIMlOTHEHMS, KOJIUIECTBA 103 B YIIAKOBKE — JJIs JIEKAPCTBEHHOTO TIpeTapaTa)

OpFaHI/I?)aHI/IH-HpOI/I?)BOL[I/ITeJ'H), CTpaHa-IpOU3BOAUTEIIb, ACPIKATCIb BPCMCHHOTO PETUCTPAMOHHOTO
YAOCTOBEPCHUA

Tun BHOCUMBIX U3MEHEHUN
3aKIroueHue 3KCHCpTHOI7[ KOMHUCCHHU (HOJ'IO)KI/ITGJ'II)HOC njim OTpI/IIIaTe.]'H)HOG)
2. 3akitoueHue (MOJ0KUTEIBLHOE): MaTepUalbl U JOKYMEHTHI PETUCTPALIMOHHOTO JIOChE
Ha BAaKLWHY, IMPEICTABICHHBIC JJISI BHECEHUS W3MEHEHHIl B PETHCTPALMOHHOE JIOCHE,
COOTBETCTBYIOT TpeOoBaHMsM [IpaBui BpeMEHHOW roCyJapCTBEHHOM PErMCTpallid BaKIMH
npotuB kKopoHaBupyca COVID-19, (nanee — I[IpaBuna).
BHocuMmble n3MeHeHns MOTYT ObITh 3apETUCTPUPOBAHBI.
3akioueHue (OTpULATENIBHOE): MAaTEpHANIbl U IOKYMEHTBI PErUCTPALlMOHHOIO JOChE Ha
BAKLMHY, TPEACTaBJICHHbIC JJIsI BHECEHUS W3MEHEHHH B PErucTpalMOHHOE J0Che, He
COOTBETCTBYIOT YCTAaHOBJICHHBIM TpeboBanusiM [IpaBu.
BHocuMble u3MEeHEeHHs He MOTYT OBbITh 3apETUCTPUPOBAHBI.

PykoBonurens DKCHEPTHOU KOMUCCHUHU

HOJAMHUCH ®.U.O. (npu HaAH4YHUH)

UneHsl DKCHEPTHOMH KOMUCCHUHU

HOAMNHUCH ®.U.O. (npu HaIHYHUH)

HOJAMNHUCH ®.NU.O. (npu HaAu4YHUH)
MOAITHCH @.U.0. (npu Hamu4um)
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