Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 17.08.2022

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 22.08.2022
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 17.08.2022
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlara ckaunpams 99.08.2022
Kasakcran PecryOnukachiHbiH Y KiMeTi Ilocranosnenue IIpaBurenscraa IpaBurenscrBo PecnyOnuku Kazaxcran
(Kazaxcran Pecry6uikaceinbin IIpembep-Munuctpi) Pecny6nuku Kazaxcran ot 17 (ITpembep-Munuctp PK)

asrycra 2022 roga Ne 566

O BHeceHMH M3MEHEHHUH B IIOCTAHOBJICHHE
IIpaButenbcTBa Pecny0smmkn Ka3zaxcran ot 15 nekadps 2020 rona
Ne 850 «O0 yrBepaxaenuu IIpaBus BpeMeHHOM rocy1apcTBeHHOM
perucTpanuy BaKIUH NPoTuB KopoHasupyca COVID-19»

[IpaBurtensctBO Pecnybnuku Kazaxctan IOCTAHOBJISIET:

1. Baectu B nocranoBnenue I[lpaButensctBa Pecriyonuku Kazaxcran ot 15
nekadbps 2020 roga Ne 850 «O6 ytBepxkaeHuu [IpaBuir BpeMeHHOM rocy1apcTBEHHON
pErucTpanuy BakuyH NpoTtuB KopoHasupyca COVID-19» crnenyromue n3meHeHus:

npeamOyiTy U3JI0KUTh B CIEAYIOIIEH pelaKI1u:

«B cootBercTBUM ¢ noamyHkToM 9) cratbu 6 Konekca PecnnyOnuku Kazaxcran
«O 310pOBBE HAPO/IA U CUCTEME 3/IPABOOXpAHEHUs» U MyHKTOM 1 Yka3a [Ipe3uaenra
Pecnybnuku Kazaxcran ot 16 mapta 2020 roga Ne 286 «O mepax 1mo obecredeHuto
COIMAJIbHO-DKOHOMHYECKOM cTabminbHOCTHY» [IpaBuTtensctBo PecnyOnuku Kazaxcran
INOCTAHOBUJISET:»;

B [IpaBuiiax BpeMEeHHOM rocyJapCTBEHHOW PErUCTPAIlMU BAKIIMH IPOTUB
kopoHaBupyca COVID-19, yTBepKAE€HHBIX YKa3aHHBIM ITOCTAHOBJICHUEM:

MYHKT | M3JI0KUTH B CIENYIOIIEN PEIAKIIUN:

«1. Hacrosamue IIpaBuna BpeMEHHON rOCy1apCTBEHHON PETUCTPALIMY BAKIIUH
npotuB kopoHaBupyca COVID-19 (nanee — IIpaBuna) pa3paboTaHbl B COOTBETCTBUU C
noanyHKToM 9) crathu 6 Koaekca Pecniyonuku Kazaxcran «O 310poBbe Hapoja u
cucreme 3apaBooxpanenus» (nanee — Koaekc), mynkrom 1 Yka3za [Ipe3unenta
Pecny6uku Kazaxcran ot 16 mapta 2020 roga Ne 286 «O mepax no ob6ecreueHuro
COLIMAJIBHO-D)KOHOMHYECKOW CTaOMIBHOCTHY U ONPEAEIISIIOT OPSAI0K TPOBEICHUS

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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BPEMEHHOM rOCYyapCTBEHHOM PETUCTPALIMU BaKLMH MPOTUB KopoHaBupyca COVID-19
JUISI IPOM3BO/ICTBA ONBITHOM M MPOMBIIIJIEHHOMN NapTuu (Aajiee — BaKLIMHA).»;

MYHKT 3 U3JIOKUTH B CIECAYIOIIEH pelaKIIuu:

«3. 1151 BpEMEHHOW roCy1apCTBEHHOM PErUCTPallK BAKIIUH 3asIBUTEIIb
NPEACTABISET B TOCYAAPCTBEHHYIO SKCIIEPTHYIO OPTAHU3ALMIO 3asIBJICHUE U NIEPEYCHb
JOKYMEHTOB 110 (hopMam COTJIacHO MpuiIoxkeHussM 1 u 2 k Hactosum [IpaBumam.

Jlo moxauu 3asiBJI€HUS 3aABUTEIb 10 COOCTBEHHON MHULIMATUBE MOIYYaeT B
roCyJJapCTBEHHOM OpraHe U (WJIM) roCcyAapCTBEHHON AKCIEPTHOM OpraHu3alun
HAy4YHbIE U MPEIPETrUCTPALMOHHBIE KOHCYJIBTALMH 110 BOIPOCAM, CBA3aHHBIM C
IIPOBEJICHUEM BPEMEHHOM I'OCYyAApPCTBEHHON PETUCTPALMU BaKIMH IIPOTUB
kopoHaBupyca COVID-19.»;

B IIPUJIOKEHUU 6 K yKka3zaHHbIM [IpaBunam:
B paszaene «b. I3MeHeHus kayectsay:

B IoApas3aciic «b.I AkTuBHas Q)apMaIICBTI/I‘ICCKaSI CY6CT3HIII/I$I»2

CTPOKH:

«
b.l.a.5 3MeneHue akTuBHON (hapMarieBTHYECKOl CyOCTaHIIMK CE30HHOMN, IpenaHIeMHYeCcKoi Hiu VYeno- | Tpebyemas no- | Bun
MaHAEMHUYECKON BaKIHHBI U1 MPOQUIAKTHKY TPHUIIA BUS KyMeHTaLust npore-

Iypbl
a) 3aMeHa mraMma (OB) Ce30HHOM, PETaHAEMUIECKOM M TaHJeMHYEeCKOi BaKIMHBI T Tpodu- 11
JIAKTHKHU TPHUIIa
»
o
H3JI0OKHUTD B CJICAYIOICHU PCAAKIINI:

«
b.I.a.5 M3MeHeHHe akTHBHON (hapManeBTHYECKOH CyOCTaHINN BaKIMHBI IPOTUB KopoHaBupyca COVID- VYeno- | Tpebye- Bun
19, Be13BanHoOM SARS-CoV-2 BHS Masi JIOKy- po-

MEHTalMs 1e-
Aypbl

a) 3aMeHa WK 100aBJIeHNe HOBOTO CEPOTHUIIA, INTAMMa, AHTUTEHA MM KOJUPYIOLIEH 0CIeJ0BaTeIbHOCTH II
WM KOMOUHAIIUS CePOTUIIOB, IITAMMOB, aHTUICHOB MJIM KOAUPYIOIIHUX MOCIEI0BATEIbHOCTSH

JlokymeHTaIust, HeoOX0UMast JUTsl TIPOBEACHHS DKCIIEPTH3bI MOTU(PHUIIMPOBAHHBIX BAKIIUH:
1) conpoBOAUTENIEHOE TUCEMO C MOTHBHPYIOIINM 000CHOBaHHEM;

2) momnpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeiy (pasaenam) 10Che;

3) aKTyanu3upOBaHHBIE JOKYMEHTHI 10 Ka4eCTBY:

nO aKMugHOU ghapmayesmuueckotl cyocmanyuu:

o6ras nHpOpMaIKs aKTUBHOTO BEIIECTBA: HA3BaHKE, CTPYKTYpa, OOIIHe CBOMCTRA;
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MPOU3BOIUTEIIb, ONIHCAHUE TIPOM3BOICTBEHHOTO MPOLIECcca U ero KOHTPOJIb;
KOHTPOJIb HCXO/HBIX MATEPHAJIOB;

KOHTPOJIb KPUTHYECKHX ATAIOB ¥ IPOMEKYTOYHOMN MPOIYKINH;

BaJIM AL TIpoliecca U (M) ero OLeHKa;

pa3paboTka MpOU3BOACTBEHHOTO MIPOLIECCa;

JIOKa3aTeIbCTBO CTPYKTYPhI U XapaKTEPUCTHKH;

HpUMecH;

crieru(pUKaIys Ka4ecTBa;

AQHATUTHYCCKUE METOIUKH;

BaJIMALHS aHATUTHIECKHX METO/IHUK;

JOKYMEHT, MTOATBEPKAAOIIII KAaYeCTBO aKTUBHOTO BEIIECTBA TPEX cepril (cepTH(HHUKAT aHAIN3a CyOCTAHIIMH OT TIPOU3BOIUTEIIS, IPOTOKOI
aHaNM3a, aHATUTHICCKHUIA IACTIOPT);

00ocHOBaHKE crieln(UKAIINY;

CTaHJapTHBIE 00PA3Lbl MM BEIECTBA;

cUCTeMa YIaKOBKH (YKYIOpKa);

pe3toMe OTHOCHUTEIIBHO CTaOMIIBHOCTH U BBIBOJIBI;

IIPOTOKOJI HOCTPETHCTPALIMOHHOTO M3Y4EHHSI CTAOMIBHOCTH M 0053aTEbCTBA OTHOCUTEIIFHO CTaOMIIBHOCTH;
JTaHHBIE O CTaOMIIBHOCTH;

1O 20MOBOMY NPEnapamy:

JIOKYMEHT, TIOATBEP)KAAIONIHMI KaueCTBO TOTOBOTO MPOAYKTA TpeX cepuil (cepTuukaT aHau3a, IPOTOKOJ aHAIIN34a), OJHA CEPUst KOTOPOTO
COBIAJaeT ¢ cepuel o0pasia JIeKapCTBEHHOTO CPEJICTBA, TOJJAHHOI0 Ha PErUCTpPAlUIo;

JIOKYMEHT O IIPUOHOBOH 0€30MaCHOCTH Ha BELIECTBA XKUBOTHOI'O IIPOUCXOKACHHUS OT NPOU3BOAMTENS (IIOCTABIIHMKA);
Ka4eCTBEHHBII U KOJIMYECTBEHHBIH COCTaB JICKAPCTBEHHOTO Npenapara (aKTHBHBIE, BCIIOMOTaTEIbHBIC BEIIECTBA);
JIOKYMEHT, TIOATBEP K JAfOLIHI Ka4eCTBO YIIAaKOBOYHOTO U YKYIIOPOYHOT'O MAaTepHaIOB TOTOBOTO IPOIYKTa;

(bapMaueBTqucxas{ pa3pa60T1<a (OHI/ICaHI/Ie A(DC, BCIIOMOraTCJIbHbBIX BCIICCTB, pa3pa60T1<a JICKapCTBEHHOI'O IIpeapara, pa3pa60T1<a pous-
BOJCTBEHHOT'O ITPOLIECCa, COBMECTUMOCTh KOMIIOHEHTOB, U3JIUIIKH, CTa6I/IJ'H>HOCTI>, MI/IKp06I/IOIIOI‘I/I'-IeCKa$I '—II/ICTOTa);

MIPOM3BOICTBEHHAs (hOpMyIIa;

OIMCAaHKE TEXHOJIOTHH IPOU3BOICTRA;

KOHTPOJIB B IIPOLIECCE MPOU3BOACTBA (ONEPALHOHHBINH KOHTPOJB);

METOIbI KOHTPOJISI HCXOIHBIX MaTEPHAIIOB;

cepTU(UKAThI Ka4eCTBa Ha BCIIOMOTaTeNbHbIE BEIIECTRA;

METO/bI KOHTPOJISI KauecTBa IIPOMEKYTOUHBIX MTPOLYKTOB (IIpH HEOOXOIMMOCTH);

HOPMATHBHBIH JOKYMEHT TPOU3BOMUTEINS 110 KOHTPOJIIO KauecTBa M O30MacCHOCTH JISKAPCTBEHHOTO CPECTBA B DJICKTPOHHOM BHE B (hopMa-
te .docx;

BaJIMJAIMSA METOUK UCTIBITAHUIA JICKapCTBEHHOT'O Ipenapara,

pe3yabTaThl UCIBITAHUSI CTAOMIBHOCTH CPOKOM HE MEHee 4eM | MecsI| He MeHee YeM Ha TPEeX ONBITHO-IPOMBILIICHHBIX CEpPUsX C rapaHTHii-
HBIM 00513aTEJILCTBOM O MPEJOCTABICHHH PE3yIbTaTOB HCCIICIOBaHHMI CTAaOMIBHOCTH, IPOBEICHHBIX Yepe3 3 (Tpu) u 6 (11ecTh) MecsIeB Ha 3
(TpH) mOCIEe0BATEIBHBIX MPOMBIIUICHHBIX CEPHSIX ITOCIIE 3aBEPILCHNS HCCIICI0OBAHUI CTaOMIBHOCTH;

JIOTIONHUTEIbHAS HH(POPMAIKS, TOTBEPKAAIOIAs Ka4eCTBO (IIPU HEOOXOJMMOCTH);

4) rapaHTHITHOE TUCHEMO JIepXKATENS BPEMEHHOTO PErUCTPALMOHHOTO YJOCTOBEPEHUS (B TIPOM3BOJIBHOMN (POpPME) O IPOBEACHUH KIHHUYECKO-
TO MCCIIEA0BaHHUS MMMYHOT€HHOCTH BAPUAHTHON BaKIMHBI OCIE TOIYYEHUSI BpEMEHHOW PErHCTpaIuu.

JlaHHbIe 00 MUMMYHOT€HHOCTH MOHOBAJICHTHOH U MOJIMBAJICHTHO!M BapHAaHTHOH BaKLMHBI IPOTUB BAPHAHTHOTO IITaMMa (ILITAaMMOB) OLIEHUBA-
I0TCS1 HA OCHOBAHHU IPE/ICTABICHHbIX JaHHBIX:

KJIMHUYECKOT'O UCCIIeIOBaHHUS MMMYHOTCHHOCTH TP NIEPBUYHON BaKIMHAI[MY BapHAHTHOW BaKIIMHON (PEKOMEH/1yeTCs IPOBECTH, KAK MUHHU-

MYM, OJHO UCIIBITAHUE HA Cy6LCKTaX, paHee HE BaKIIMHUPOBAHHBIX U 0e3 TIIPU3HAKOB Hpez{mecmy}omeﬁ I/IH(i)CKI_II/II/I);

KIIMHUYECKOT0 HCCIIeI0BaHN NMMYHOTCHHOCTH P BaKI[MHAIIMY BAPHAHTHOW BaKIIMHOHN (OJHOKPAaTHOE JO3MPOBaHNE) CyObEKTOB, paHee Mo-
JIYYUBIIMX IIEPBUYHYIO BAKIIUHAIMIO POTUTENIHCKON (MCXOTHOM) BAKIIMHOM;
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O TUTpax HeﬁTpaanymme AHTUTEJI, UBSMEPCHHBIX 10 OTHOIIECHHUIO K COOTBETCTBYIOLIEMY IITAMMY (IJ_ITaMMaM) BaKIUHBI, TO €CTh B pOJAU-
TEJIbCKOM TPYIIIC BAKIIMHBI IPOTUB POAUTEIIHCKOTO ITaMMa U BapHaHTHOﬁ TPYIIIC MPOTUB BAPUAHTHOI'O IITaMMa (HITaMMOB);

0 TOM, YTO HIDKHSIS TpaHuna 95 % 1oBepUTENIPHOTO HHTEPBAJIA PA3HUIIBI B YPOBHAX CEPOKOHBEPCHH /s BAaKI[MHBI C BAPUAHTHBIM ITAMMOM
M0 CPAaBHEHHMIO C POAUTENBCKHUM IITaMMOM He npesbimaeT 10 % (cepokoHBepcHs onpeaesieTcs Kak 4-KpaTHOe YBEJIMYeHHE TUTPA OT COCTOSI-
HHS J10 BaKI[MHALMH K COCTOSIHUIO TTOCTBAKIMHALIMN );

0 J0Ka3aTeIbCTBAX, YTO BAPUAHTHBIC BAKIIUHBI IIPOU3BOAATCSA TEM KE MPOU3BOAUTEIIEM C UCIIOJIB30BAHUEM TOT'O K€ IIPOLECCa, YTO U OpUTH-
HAJIbHBIC BaKIIUHbI, KIMHUYCCKast 3(1)(1JCKTI/IBHOCTI> KOTOPBIX ObLTa NPOACMOHCTpUPOBaHaA 151 MOI[HqJHHHpOBaHHOﬁ BaKIMHBI (I/I3M€H€HHLII>’I
BapuaHT (IJ_ITEIMM)7 HCTIOJIb30BAHHBIN B WHAKTUBUPOBAHHBIX BaKIIUHAX, WX U3MEHEHHBIN BapuaHT 66111(3., MPHK wmiu nHOM Cy6’b€HI/IHI/IHLI);

0 TOJPOOHOMY ONHUCAHUIO COOCTBEHHO HCIOJIB30BAHHOrO mTammMa uin Oenka, MPHK niu nHoii cyObeIMHULBI ¢ (pUKCALHeil OTINYHI OT HC-
XOJHOTO BapUaHTa (CpaBHHUTEIbHAS XapaKTEPHCTUKA IITAMMOB WIH CyObEeUHNL);

0 06e30macHOCTH COOPAHHOM B XO/I€ MCTIBITAHUH MIMMYHOT'€HHOCTH BAPUAHTHOW BAKI[MHBI.

JlokymeHTaIus npecTaBisieTcs ¢ yueToM pykoBoactea EMA/117973/2021 o HOpMaTHBHBIX TPeOOBaHUSIX K BaKI[MHAM, NpeIHA3HAYCHHBIM
JUISL 3QIUTHL OT M3MeHEHHOTO mramma (mramMmmoB) SARS-CoV-2 u EMA/175959/2021, o MeTonuueckuxX yKa3aHUsIX 110 OOHOBJICHHIO BapH-
AQHTHBIX [ITAaMMOB JJIsl BaKI[MH, IIPEJHA3HAUYCHHBIX JUIS 3alIUTHI OT KOPOHABHpYCa YeJIOBEKa.

»;
B noapasznaene «b.Il JlekapcTBEHHBIN ITpenapar»:

CTPOKH:

«

B.11.6.1 3ameHa pOU3BOACTBEHHOM IJI0- VYcnosus TpeOyemast TOKyMeHTaIHs Bun npouenypsr
IIAJIKH JJIsl YaCTH HITH BCEX POLIECCOB
MPOU3BOJICTBA JICKAPCTBEHHOTO TIperapara

a) TUTOIIa KA [0 BTOPUYHON YIaKOBKe 1,2 1,3,8 1A
0) TIonIaaKa Mo IMEPBUYHON YIIaKOBKE 1,2,3,4,5 1,2,3,4,8,9 1A
B) IUIOIIA/IKA, HA KOTOPOW OCYIIECTBIISIOT- 11

sl IPOU3BO/ICTBEHHBIE ONIEPALUHU ISl OHO-
JIOTMYECKUX/MMMYHOJIOTHYECKHUX JIeKap-
CTBEHHBIX IIPENapaToOB UIIH JIEKaPCTBEH-
HBIX ()OpPM, IPOU3BEJICHHBIX C IOMOIBIO
CJIOKHBIX TIPOU3BOJICTBEHHBIX IIPOLIECCOB,
3a UCKJIIOYEHHEM BBIITyCKa CEpPHii, KOHTPO-
JI51 Ka4eCTBA CEpHi M BTOPUYHON yIaKOBKU

T) II0LIa/Ka, TpeOyIoIas MpoBeICHHs 11
MEPBUYHOM, WM MPOAYKT CICUPUIHOM

HMHCTIEKIHH

1) TUIOLIa/IKa, Ha KOTOPOM OCYILECTBIISIOT- 1,2,3,4,5,6,7,8,9 1B

cs1 IF0OBIe TIPOU3BOJICTBEHHBIE OIIEpallui
JUTS HECTEPHUIIbHBIX JIEKAPCTBCHHBIX IIpera-
paToB, 3a HCKIIFOYSHHEM BBIIyCKa CEpHid,
KOHTPOJISI CEpHii, IEPBUIHOI U BTOPHY-
HOM yIaKoBKH

€) IIoIIaKa, Ha KOTOPOH OCYILECTBISIOT- 1,2,3,4,5,7,8 1B
cs1 J1100bIe TPOU3BOJICTBEHHBIE ONEPaLlUK
CO CTepHIILHBIMH JICKAPCTBEHHBIMH ITperia-
paTamu, IPOU3BOIIIAMICS C UCIIOIb30Ba-
HHEM aCENTUYECKUX METOIOB (MCKITIOYast
OHOJIOrMYeCKHEe/MIMMYHOIOTHYECKHE Jie-
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KapCTBEHHbIE IIPENapaThbl), 32 UCKIIIOUCHU-
€M BBIITyCKa CepHii, KOHTPOJISI KauecTBa ce-
pHii ¥ BTOPHYHON yIIaKOBKU

Ycnosus

1. Hanuuwre ceptudukara Haaiexaniei npou3BoacTBeHHol npakTuku (GMP) nmporn3BoACTBEHHO IUIONMIAIKH MTEPEAAIOIISH U MPUHUMAOIICH
CTOPOHBI.

2. TInouaaka JIMIEH3MPOBaHa B yCTAaHOBICHHOM IOpsiIKe (JUIS IPOM3BOJICTBA PACCMATPHBAEMOii JIEKAPCTBEHHON (hOPMBI HITH JIEKaPCTBEHHO-
ro npernapara).

3. PaCCManI/IBaeMLIﬁ J'IeKapCTBeHHHﬁ Iipenapatr HE ABJIICTCSA CTCPUIIbHBIM.

4.B COOTBCTCTBYIOIUX CIydasX, HAIIpUMEP, B OTHOIICHUN CyCHCH3I/Iﬁ nim SMYHLCHfI, HMECTCA CXEMa BalluJallui UJIH B COOTBETCTBUHU C TC-
KYIIUM IIPOTOKOJIOM YCIIEITHO ITPOBEACHA BaIU AU HOBOM TUIOIIAIKA C HE MEHEE YE€M TPEMSA NPOMBINUICHHBIMU CEPUAMHA.

5. PaccmarpuBaeMblii JIeKapCTBEHHBI TPenapaT He SBISIETCS OMOIOTMIECKUM/ HMMYHOIOTHIECKUM.

JloxymeHTanus

1. Ceprudukat Hamiexareil mpon3BoacTBeHHOH npakTuku (GMP) mpon3BoICTBEHHO# TUTOIIAIKH MEpeIAIONIeH U IPUHIUMAFOIIEH CTOPOHBI.
2. B COOTBETCTBYIOIIMX CIy4asix HEOOXOIUMO yKa3aTh HOMEpa CepHil, COOTBETCTBYIOIINE pa3Mep CEpHH U JaTy POU3BOJCTBa cepuit (3), uc-
MOJIb30BAHHbBIC B BAIMIAIIMOHHOM HCCIICIOBAHNH, U IPEACTABUTH JaHHbIC BAIUIAIUH MM IIPOTOKOJ (CXeMY) BaJHIALMH, TOUISKALIN MO~
naqe.

3. B ¢opme 3asiBIeHHSI O BHECCHUH H3MEHEHUIT HEOOXOANMO YETKO yKa3aTh «TEKYIINX» U «IpeIaraeMbIxX» IPOU3BOANUTEINEH JIeKapCTBEHHO-
ro mpenaparta (corinacHo paszzeny 2.5 hOpMbI 3asBICHHS).

4. Konuu yTBepKIeHHBIX crelu(UKalui Ha BBITYCK U KOHELl CPOKa TOJHOCTH (€CIH IPUMEHHUMO).

5. JlaHHBIE aHAIN3a OITHOM MPOMBIIUICHHOW CEPHU U ABYX OMBITHO-IPOMBILIICHHBIX CEPHii, IMUTUPYOIIHUX MTPOLIECC MPOU3BOICTBA, (MU
JIBE MTPOMBIIIUICHHBIC CEPUH) U CPAaBHHUTEIIBHBIC JJAHHBIE C TPEMS CEPUSMHU, IIPOU3BEICHHBIMU Ha MPEABIIYyIeH POU3BOJICTBEHHON TIIOMIA-
ke. [1o 3anpocy HEOOXOANMO MPENCTABUTh JAHHBIE 110 CIEAYIOIIUM ABYM MOJIHBIM IIPOMBIIIIEHHBIM CEPHSIM; HEOOXOIMMO COOOIINTb, €CITH
Ppe3yabTaThl aHANM3a HE YKIIABIBAIOTCS B CHICLU(UKALIUIO, U IPEATIOKHUTH [UIAH ISHCTBUIA.

6. COOTBETCTBYIONINE JaHHbIC BaIHAAIUH, BKIIOYAs Pe3yIbTaThl MUKPOCKOIHH PacHpeneNieHHs 0 pa3MepaM JacTHI] U UX MOP(OIOruy Msr-
KHUX U )KUIKHX JIeKapCTBEHHBIX (hOpM, B KOTOPBIX (hapMalieBTHUECKas CyOCTaHIMA HAXOAUTCS B HEPACTBOPEHHOM COCTOSHUH.

7. Ecnu Ha HOBOM NMPOM3BOJCTBEHHOM IUIOLIAIKE B KAUECTBE UCXOHOIO MaTepHaa NCIOJIb3yeTcsl akTHBHAs (papMmalieBTHYecKas cyOcTaH-
LUsl, — ICKJIapalisl yIIOJIHOMOYEHHOTO JINIA TUIOMIA KK, OTBETCTBEHHOTO 32 BBIIIYCK CEpUil, 4TO aKTHBHAsK (hapMaleBTHYeCKas CyOCTaHIIUs
IIpOM3BEJICHA B COOTBETCTBIH C [IpaBmamu Haiexanei Ipon3BoICTBEHHON NpakTHKX PecryOmukn KazaxcTaH Juist HICXOAHBIX MaTepHaioB.

8. IlonpaBka K COOTBETCTBYIOLIEMY (UM) pazzeny (am) 10Che.

9. Ecnu mpon3BOICTBEHHAS IUIOLIAIKA U IUIONIAJIKa, HA KOTOPOH OCYLIECTBIISICTCS IEPBUYHASL YIIAKOBKA, PA3JIMYal0TCsl, HEOOXOAUMO OIH-
caTh ¥ BAIMANPOBATH YCIOBHUS TPAHCIIOPTUPOBKH U XpaHeHuUs HepacdacoBannoro npenapata (bulk).

IIpumeuanmus: Tlpu u3mMeHeHnn MPOM3BOACTBEHHOM IJIOIIAAKU B CTpaHe u 3a npeaenamu Pecnyonuku Kazax-
CTaH, C KOTOPOH HE 3aKJII0OYEHO COrJallieHue o B3auMHoM npusHanuu GMP, nepkatensm 1o
10JIaY¥ YBEIOMIICHUS] pEKOMEHIYETCS IPOKOHCYIIBTHPOBATHCS C YIIOJTHOMOYEHHBIM OPTaHOM
Y TIPEJCTAaBUTh CBEICHUS O BCEX MPEIBIIYIIMX HHCIIEKIHSIX 3a ociieHue 2-3 roja u (Wim)
BCEX 3aIJIAHUPOBAHHBIX MHCIIEKIUIX, BKIIOYast JaThl HHCICKIUI, KaTerOpuil MHCIICKTHpYe-
MBIX ITPOIYKTOB, HaJ30pPHOE BEAOMCTBO ¥ IPOUME CBEACHHMS. JleKxiiapain yIoJHOMOYEHHOTO
JIMIA, 3aTparuBarolue akTHBHYIO (hapMaleBTHYECKYIO CyOCTaHIHIO.

Jlepxxatenu JIMLUEH3UH Ha IPOU3BOJCTBO 00s3aHbI B KAUECTBE UCXOAHBIX MATEPUAIOB UCIIOJb-
30BaTh HCKJIIOYUTENILHO aKTUBHBIE (DapMalieBTHYECKHEe CyOCTaHIINH, TIPOU3BE/ICHHBIE B COOT-
BercTBUH ¢ GMP, 103TOMY KaXK/BIi JiepKaTelb JIMIEH3UH Ha IIPOU3BOJICTBO 00s3aH Mpoje-
KJIapUpOBaTh, YTO OH B KAYECTBE UCXOJHOTO MaTepUaja UCIOIb3yeT aKTHBHYIO (hapMaleBTH-
4YeCKyIo CyOCTaHIHMIO, Tpou3BeAeHHY0 B cooTBeTcTBHE ¢ GMP. Kpome TOro, mockonbsky ymos-
HOMOYEHHOE JIMII0, OTBETCTBEHHOE 33 CePTU(HKALIUIO Cepur, OepeT Ha cels OOy 0 OTBET-
CTBEHHOCTB 33 KaXK/Lyl0 CEepHIO, €CJIH IUIOIIA KA, BBITYCKAIOIIAsl CEPUI0, OTIMYAETCS OT yKa-
3aHHOM BbIIIIE, YIIOJTHOMOYEHHOE JIUI0, OTBETCTBEHHOE 3a CEPTU(GUKALIUIO CEPUH, IOTKHO
HPECTAaBUTh JOMOIHUTEIBHYIO NEKIapaluIo.

Bo MHOTrHX ciTydasx BOBJIEYEH JIMIIb OJUH ACPKATEINb JUIEH3NH Ha IPOU3BOJICTBO, TOATOMY
notpedyercst auiib oHa aeknapaiust. OHaKO, €CIIi BOBJICUYCHBI HECKOJIBKO BIIAICIBLICB JIH-
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JlaTta ckaunBaHMs 22.08.2022

HeH3HI>’I Ha MPpOU3BOACTBO, BMECTO IMOAAYU HECKOJIBKHUX neKnapaum‘/'I JAOIYyCKaeTCs noaarb oA-

HYy AC€KJIapanuio, NoANUCaHHYy0 OAHUM YIIOJTHOMOYE€HHBIM JIMLIOM. OT0 JA0IIyCTUMO IIpU yCJI0-

BHH TOr'0, 4TO:

B JICKJIapallii Y€TKO YKa3aHO, YTO OHa IoANMrCaHa OT JIMIa BCEX BOBJICYCHHBIX YIIOJJTHOMOYCH-

HBIX JIMI.

U3JI0KHUTH B CIEAYIOIIEH peJaKIuu:

«

»

B.11.6.1 3ameHa wnu 1o0aBieHne IPOU3BO/-
CTBEHHOMH ILIOMIAIKK /IS YACTH MIIH BCEX
MIPOLIECCOB MPOM3BOICTBA JIEKAPCTBEHHOT'O
npenapara

Vcnosus

Tpebyemast TOKyMeHTaIHS

Bun npouenypsr

a) TIoIIa KA [0 BTOPUYHON YHaKOBKE

1,2

s

1,3,8

1A

0) rIomIaaKa 1o MepBUYHON YIIaKOBKe

1,2,3,4,5

1,2,3,4,8,9

1A

B) IUIOIIA/IKA, HA KOTOPO OCYIECTBISIOTCS
MPOU3BO/ICTBEHHBIEC OIEPALMHU JUIst OMOJIOTH-
YECKHUX, IMMYHOJIOTHUECKUX JIEKapPCTBEHHBIX
IpenapaToB WIIH JICKApCTBEHHBIX (HOpM, IIpo-
U3BEJIEHHBIX C IOMOILBIO CI0KHBIX ITPOU3-
BOJICTBEHHBIX IIPOLIECCOB, 3a UCKIIOYEHUEM
BBIITYCKa CEepHii, KOHTPOJISI Ka4ecTBa CepUil U
BTOPUYHON YIIaKOBKU

11

T) IUIoIaKa, TpeOyromias IpoBeACHHS Iep-
BUYHOH MHCTICKINH, WX MIPOAYKT CrIeIUpud-
HOM MHCIEKIINHU

II

1) TIJIOIA IKa, Ha KOTOPOI OCYIIECTBIISIFOTCS
J100bI€ IPOU3BOICTBEHHBIE OIEpaLlUU IS
HECTEePUWIbHBIX JIEKAPCTBEHHBIX MIPENaparTos,
3a UCKJIIOUEHUEM BBIITYCKa Cepuil, KOHTPOIs
CepHii, IepBUYHON ¥ BTOPUYHON YIIAKOBKU

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

1B

€) IIOIa/Ka, Ha KOTOPOH OCYIECTBISIOTCS
nro0bIe TIPOM3BOJICTBEHHBIE OIIEPALIMH CO CTe-
PHIIBHBIMU JICKAPCTBEHHBIMU IIperapaTamu,
TIPOM3BO/ISIIIUMHUCS C UCTIONIH30BAaHUEM aCeTl-
THYECKHX METO/IOB (MCKIIFoUasi Onoyioruye-
CKHE, IMMYHOJIOTHIECKHE JIEKapPCTBCHHBIE
npernaparsl), 3a HCKIIOYEHUEM BBIITyCKa Ce-
puii, KOHTPOJISI Ka4ecTBa CepUidl U BTOPUIHOM
YIaKOBKH

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

1B

YcnoBus

CTOpOH.

TO TIpernapara).

3. PaccmatpuBaeMblii JIeKapCTBEHHBIH MPENapaT He SBISIETCS. CTEPIIIbHBIM.

5. PaCCManI/IBaCMHﬁ J'[eKapCTBeHHBIﬁ Tpenapar HE SABJISICTCA OHOJIOTHYECKUM/ UMMYHOJIOTUYCCKUM.

1. Haymuue ceptudukaTa Hauiexaniei npou3BoacTBeHHoH npakTuky (GMP) npon3BoacTBEHHOI MIIOIAKH HepeAatolel 1 NPUHUMAIOIIeH

2. IInomanka JIMIICH3UPOBAaHa B YCTAHOBJICHHOM ITOPSAKE (I[II}I TIpOMU3BOACTBA paCCManI/IBaCMOﬁ HCKapCTBeHHOﬁ qJOpMLI WM JICKapCTBECHHO-

4. B COOTBETCTBYIOIIUX CIy4asiX, HAIPUMEp, B OTHOLIEHUH CYCIECH3UIl WK dMYJIbCUI, IMEETCs CXeMa BalUAAlK WIIH B COOTBETCTBUH C Te-
KYIIUM IPOTOKOJIOM YCIIEIIHO MPOBECHA BaIUAAIMS HOBOW IUIOMIAAKH C HE MEHEEe YeM TPeMsI IPOMBIIIJICHHBIMH CEPHSIMHU.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 17.08.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.08.2022

e. A d' [ | DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 17.08.2022
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 22.08.2022

JloxymeHTanus
1. Ceptu¢ukar HauIeKaIeH npon3BoAcTBeHHOH npakTiky (GMP) npon3BoacTBEHHON IIONIAIKY NIepefaroiel M MPUHIMAIOIIEH CTOPOH.
2. B COOTBETCTBYIOIIMX CIIy4asiX YKa3bIBalOTCS HOMEpa CEpHid, COOTBETCTBYIOIINE pa3Mep CEpUH U JlaTa IIPOU3BOJICTBA cepuil (3), UcIoap30-

BAaHHBIC B BAJIMAALIUOHHOM HUCCIENOBAHUH, U TIPEAOCTABIAIOTCA JaHHBIC BAJTUAAIIUNA UIIN IIPOTOKOJI (CXCMa) BaJInJaluu, nonnemamnﬁ moaa-
qe.

3. B popme 3asiBICeHHS 0 BHECCHHU H3MEHEHHI Y€TKO YKa3bIBAIOTCS «TEKYILHE» U «IIPEIaracMple» MPOM3BOAUTEIH JICKAPCTBEHHOTO Mperna-
para (cornacHo paszeiy 2.5 GpopMbl 3asBICHUS).

4. Koy yTBepIKACHHBIX cHel(UKAIMI Ha BBITYCK U KOHELl CPOKa TOJHOCTH (€CIIH MPUMEHHUMO).

5. JlaHHbIE aHATM3a OJJHOM MPOMBIIIICHHON CEPHHU U IBYX OMBITHO-NPOMBIIUICHHBIX CEPHil, IMUTHPYIOIIHX MPOLECC POU3BOJICTBA, (MK
JIBE IPOMBIIIICHHBIC CEPUH) M CPABHUTEIbHbIC TAHHBIC C TPEMS CEPUSIMH, IPOM3BEICHHBIMHA Ha MPEIbIAYIICi IPOU3BOACTBEHHOM ILTOMIA/I-

ke. [To 3anpocy npenocTaBIsSIOTCS JaHHBIE MO CIEAYIOIIUM JIBYM MOJIHBIM IIPOMBIILIICHHBIM CEPHSM; COOOIIAETCS, €CITH Pe3YJIbTaThl aHAIU3a
HE YKJIabIBAIOTCS B CHIEM(MHUKALMIO, U IIpeJyIaraeTcs IiaH AeHCTBUIL.

6. COOTBETCTBYIOLINE JaHHBIC BAJIUJIALIMHU, BKIIIOYAS PE3yJIbTaThl MUKPOCKOIIUH PaCIIpe/ieNIeH s 110 pa3MepaM 4acTHULl U X MOP(OIOrHU Msr-
KHX W JKHJIKUX JICKApCTBEHHBIX (POpPM, B KOTOPBIX (papMarieBTHUECKast CyOCTaHIsI HAXOAUTCS B HEPACTBOPEHHOM COCTOSIHUH.

7. Ecniu Ha HOBOM NMPOM3BOJICTBEHHOM IUIOMIAIKE B KAUSCTBE HCXOJHOTO MaTepHala HCIOJIb3yeTcsl akTHBHAs (papMalieBTHYeCKast CyOcTaH-
¥, — ACKJIapanust yIOJIHOMOYSHHOTO JIMLA [UIOIIAIKH, OTBETCTBEHHOIO 32 BBIYCK CEpHid, YTO aKTHBHAs (hapMaleBTHUECKast CyOCTaHIMS
nmpou3Be/ieHa B cooTBeTcTBIHM C [IpaBunamu Hajiexkalei mpon3BoICTBEHHOM npakTuku Pecryonuku Kazaxcran uist HCXOAHBIX MaTEPHAIIOB.

8. [TompaBka Kk cOOTBETCTBYIOIIEMY (MM) pa3zieny (am) Joche.

9. Eciin npon3BOACTBEHHAs IUIOMIAKA H ILUIONIA/Ka, Ha KOTOPOi OCYIEeCTBIeTCS IePBUYHAsS YIAKOBKA, PA3IMYaloTCsl, ONUCHIBAIOTCS U Ba-
JUIMPYIOTCS YCIOBHS TPAHCIOPTUPOBKU U XpaHeHHUs HepacdacoBanHoro npemnapara (bulk).

[Ipumeuanus: ITpu u3MeHeHNH POU3BOICTBEHHOI TUIONIAIKU B CTpaHe U 3a npezaeiamu Pecyonuku Ka-
3axCTaH, C KOTOPOH HE 3aKJII0YEHO COTJIalIeHHe 0 B3anMHOM npu3Hannu GMP, nepxare-
JISIM PETUCTPAlMOHHOTO yIOCTOBEPEHHUS 10 NOAAYH YBEAOMIICHUS PEKOMEHIYETCS IPOKOH-
CYJIBTHPOBATHCS C YIOJTHOMOYEHHBIM OPTaHOM U HPEACTABUTH CBEJCHUS O BCEX MPEIBIIY-
LIMX WHCTIEKIHUAX 32 TochenHue 2-3 roja u (WIn) BCeX 3alUIaHMPOBAHHBIX HHCIICKIHSX,
BKJIFOUasl ]aThl HHCIEKLINI, KaTErOpUH HHCIIEKTUPYEMBIX MTPOIYKTOB, HAJI30PHOE BEIOM-
CTBO M IIPOYHE CBEACHHUS.

Jlexnapanuu yrnoJHOMOYSHHOTO JIHIIA, 3aTPAaruBaIOIIe aKTHBHYIO (hapMalleBTHYECKYIO
CyOCTaHIHUIO.

JlepxxaTenu JTULEH3UI Ha TPOU3BOJICTBO B KAYECTBE MCXOAHBIX MATEPUAJTIOB UCIIONB3YIOT
HCKJIIOYMTENIBHO aKTHBHBIE (hapMalleBTHYECKUE CyOCTaHIIUH, IPON3BECHHbIE B COOTBET-
crBur ¢ GMP, 109TOMY KasK/Iblil epKaTeb JIMLIEH3UH Ha MPOU3BOJICTBO JEKIapUPYET, YTO
OH B KaueCTBE MCXOJHOI0 MaTepHalia UCIOJIb3yeT aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaH-
LU0, TPOU3BeNICHHYIO B cooTBeTcTBUHM ¢ GMP. Kpome Toro, Tak kak yrnoJIHOMOYSHHOE JIU-
110, OTBETCTBEHHOE 32 CePTU(HHKALMIO CEPHHU, OTBEYALT 32 KAKAYIO CEPHUI0, SCITH TUIOIIA/IKa,
BBIITYCKAIOII[asi CEPHUI0, OTINYAETCS OT yKa3aHHOI BbILE, YIIOJHOMOYEHHOE JIMLO, OTBET-
CTBEHHOE 3a CepTU(HHKALMIO CEPUU, IPEICTABIAET AOMOIHUTEIbHYIO JIEKIAPALHMIO.

l_[pI/I HaJIMYUU OJHOT'O ACpIKATEIIA JIMIEH3UU Ha IIPONU3BOJACTBO, MPEAOCTABIACTCA JIULIIb O~
Ha JICKJ1apanus. Ecnu BoBiieueHBI HECKOIBKO L[ep)i(a’reneﬁ JIMIICH3WH Ha TIpOU3BOACTBO, BME-
CTO mogavYu HECKOJIBKUX L[eKJ'IapaHPII:I T1I0AacTCs OZHA ACKIapalus, MOANNCaHHas OAHUM
YIIOJTHOMOYEHHBIM JIMIIOM, ITPH YCIIOBUU TOT'O, YTO B ACKJIapaluu Y€TKO YKa3aHO, 4YTO OHa

noanvcaHa OT JInla BCEX BOBJICYCHHBIX YIIOJJHOMOYCHHBIX JIUII.

».

2. Hacrosmiee mocTaHOBIEHUE BBOJIUTCS B IEICTBUE CO AHS €0 IIEPBOrO
0(HUIIHAIBHOTO OITyOJIMKOBAHUS.

Ipembep-Munuctp Pecnyosiuku Kazaxcran A. CmaunnoB
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