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06 yrBepxneHmnu [IpaBui BpeMEHHO#M IOCYyAapCTBEHHOH PErHCTPAIlH BaKI[MH IPOTHUB
kxoporaBupyca COVID-19, npousBeaernsix B Pecrry6imke Kasaxcran

[Tocranosnenue [IpaBurensctBa Pecriyonuku Kazaxcran ot 15 nexadps 2020 roga Ne 850

B cootBercTBUM ¢ moanyHKTOM 9) ctathu 6 Konekca PecyOnuku Kazaxcran ot 7 urosns
2020 roma "O 3m0poBbE HapoJa M CHUCTEME 3ApaBooxpaHeHus" W myHKTOM | VYkaza
[Ipesunenra Pecnyomuku Kazaxcran ot 16 mapra 2020 roga Ne 286 "O mepax mno
00€eCTeYeHHI0 COLMAIbHO-I)KOHOMUYEecKkoi crtabmibHOCTH" [lpaButenbctBo PecnyOnuku
Kazaxcran [IOCTAHOBJIAET:

1. YTBepauts npunaraemeie [IpaBuna BpeMEHHOW TOCyJIapCTBEHHON pErucTpainuu

BaKIMH NpoTuB KopoHaBupyca COVID-19, npoussenennsix B Pecnyonuke Kazaxcran.

2. Hacrosiee mocTaHOBJICHHE BBOAUTCS B JEHCTBUE CO JHS €rO MEPBOTO O(QUIIHATEHOTO

omyOJIMKOBAHUS.

IIpempep-Munuctp

A. Mamuua
Pecniybuku Kazaxcran

YTBepKIEHbI
nocra"oBieHueM [IpaBurenscrea
Pecrry6mukn Kazaxcran
ot 15 nexabps 2020 roma Ne 850

ITpaBua BpeMeHHOM roCyJapCTBEHHOM pPErHCTpaliviy BaKIWH POTHB KOPOHABHPYCa
COVID-19, npouszBenennsix B Pecmybmikxe Kazaxcran

I'masa 1. O0mue monoXxeHus

1. Hacrosmue [lpaBuna BpeMEHHOW TOCyJapCTBEHHOW PErHCTpallMy BAaKIUH HNPOTHUB
kopoHaBupyca COVID-19, npoussenennsix B Pecnybnuke Ka3zaxcran (nanee — IlpaBuna),
pa3paboTaHbl B COOTBETCTBUH ¢ MOANMYHKTOM 9) crathul 6 Koxekca Pecry6nuku Kazaxcran
ot 7 utona 2020 roga "O 370poBbe HApOaa U cucTeMe 3paBooxpaHeHus” (nanee — Kogekc),
nyHkToM | Ykasa IIpesunenta Pecniyonuku Kazaxcran ot 16 mapra 2020 roga Ne 286 "O
Mepax 1Mo 00eCeueHNI0 COIMAIbHO-AKOHOMUYECKON CTaOUIBHOCTH" U ONIPEIEIISIIOT MOPSIIOK
MPOBEJECHUS BPEMEHHOW TOCYJAapCTBEHHOM PETrMCTpallMd BAKLIMH NPOTHB KOPOHABHUpYyca
COVID-19, npousBenennbix Ha tepputopun PecnyOnuku Kazaxcran, ajis npousBojicTBa
OMBITHOM W MPOMBILIIIEHHOW MapTUX (J1ajee — BaKIMHA).

2. B nHacrosamux [IpaBriiax UCHOJIB3YIOTCS CIIETYIOLIUE OCHOBHBIE TIOHSTHS:
1) rocynapcTBeHHBbIi opraH B cdepe oOpallleHus JIEKApCTBEHHBIX CPEICTB U
MEJIUIIMHCKHUX M3CIIHA — FOCYIapCTBEHHBIN OpraH, OCYIIECTBIISIIONINNA PYKOBOJICTBO B cepe



oOpallleHus1 JeKapCTBEHHBIX CPEJCTB U MEAMLMHCKUX H3JIEINI, KOHTPOJb 3a 0OpalieHHueM
JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3JENHM (Jjanee — rocy1apCTBEHHbBIN OpraH);

2) rocynapcTBEHHasl dKCIEepTHas OopraHuszainus B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M MEIUIMHCKUX WU3AeIUid — CcyObeKT TOoCyJapCTBEHHOW MOHOIOJINH,
OCYIIECTBIISIIOIIUNA  MPOU3BOJCTBEHHO-XO3SIMCTBEHHYIO  JIEATEIHHOCTh B  00JIacTH
3IpaBOOXpaHeHUs] Mo obecrneyeHuro Oe3omacHOCTH, S(PGEKTUBHOCTH U KadyecTBa
JIEKAPCTBEHHBIX CPEACTB U MEIUMUMHCKUX U3JENUil (ajee — rocyJapcTBEHHas dKCIEpTHAsS
opraHu3anus);

3) BakUMHBI — JIEKAPCTBEHHBbIE MpemnapaThl s crneuuduueckod mpopuiIaKTUKU
MH(DEKITMOHHBIX 3a00JIEBaHMM, OKa3bIBAIONUE MPOdUIaKTUIECKH 3P PEKT Yepe3 UMMYHHYIO
CUCTEMY;

4) sKcrepTHasi KOMUCCUS — KOJUJIETHAJIbHBIA OPraH, CO3JaBaeMblil B TOCYIapCTBEHHOU
AKCIEPTHOW OpraHU3aluu, M0 PACCMOTPEHUIO JOKYMEHTOB W MPUHATHIO 3aKIIOYEHUS O
0e30macHOCTH, KauecTBe U 3(P(PEKTUBHOCTHU BAKIIVH;

5) 3asButenb — (Quznveckoe JUOO IOPUIUUECKOE JIMI0, TPABOMOYHOE T10/1aBaTh
3as1BJICHUE HAa BPEMEHHYIO FOCYJapCTBEHHYIO PETMCTPALMIO BAaKIIMH MPOTUB KOpOHABUpYCa
COVID-19, npoussenennbix B Pecyonuke Kazaxcran;

6) LeHTpaJibHasE KOMHUCCHUS MO OMOATHUKE — HE3aBUCHUMBIM 3KCIEPTHBIA OpPTraH MpH
YIOJHOMOYEHHOM OpraHe B 00JacTH 3ApaBOOXPAaHEHHUs, MPOBOAAIIUNA OHOITUYECKYIO
AKCIIEPTU3Y JOKYMEHTOB, CBA3aHHBIX C IMPOBEACHUEM MEIUIIMHCKUX UCCIEAOBaHUH, Ha dTare
UX IUIAaHUPOBAHUSA, B XOJI€ BBITIOJIHEHHUS M TOCIE 3aBEpPIICHUS C IEIbI0 00eCTIeUeHHS
0€30MacHOCTH Y 3aIUTHI MPaB YYACTHUKOB MEIUITMHCKUX UCCIIEIOBAHUM.

I'maBa 2. ITopsamok BpeMeHHOM roCyJapCTBEHHOM PErHCTpalliy BaKI[UH IIPOTHB
kopoHasupyca COVID-19, npousBezeHHbIX B PecryOimke Kasaxcran

3. 115 BpEMEHHOM roCyIapCTBEHHOW PEruCTpaly BaKIIMH 3asBUTEIb MPEACTABISET B
roCyJapCTBEHHYIO 3KCIEPTHYIO OPTaHU3AIUIO 3asBJICHUE U MIepeYeHb JOKYMEHTOB 10 (hopme
COTJIACHO IpuiIokKeHusM | u 2 x HacTosmum [ IpaBunam.

4. Jlna paccMOTpeHUsl NMPEACTABIEHHBIX 3asBUTENIEM TOKYMEHTOB IrOCYyJAapCTBEHHAs
JKCHEpTHasg opraHuszauus B TedyeHue | (omHOro) padbouero JHA CO JIHS pPErHUCTpaluu
3asiBIeHUS] POPMUPYET IKCIEPTHYIO KOMHCCHIO, COCTOSIIIYIO U3:

1) ciennanucToB M 3KCHEPTOB FOCYAAPCTBEHHOM SKCIEPTHON OpraHu3aluu;
2) mpeAcTaBUTENEH IEHTPATbHOM KOMUCCHH 110 OMOITHKE;
3) nmpencraBuTeNel, CIEHUATNCTOB U SKCIEPTOB MEIUIIMHCKUX OpraHU3alINiA;
4) mpeacTaBUTENEH, CHELMAINCTOB W JKCIEPTOB MPO(HUIBHBIX OpraHU3aIui,
OCYILECTBIISIONIUX JEATENbHOCTh B 00JIACTH MEIUIMHBI, OMOJIOTUH, MUKPOOUOJIOTHH,
MMMYHOJIOTHH U UAEMHUOJIOTUH.



5. CocraB 3KCHEPTHOM KOMHUCCHM YTBEPKIAETCA NPUKA30M PYKOBOJUTEIS
rocyJapCTBEHHOW AKCIEPTHON OpraHu3aluu.

[IpencenarenemM 3KCIEPTHOW KOMHMCCUU BBICTYNAET JIMUO HE HUKE 3aMECTHUTEIIS
PYKOBOAMUTENSI TOCYJAPCTBEHHOM SKCHEpPTHOM opraHuzanuu. OO0miee KOJUYECTBO YJICHOB
DKCIEpTHOM KOMUCCHUU SIBJIIETCS HEYETHBIM.

He nomyckaercs kakoe-n100 BMEMIATENbCTBO B JIEATEILHOCTh JKCIIEPTHON KOMUCCHUH.

[Ipu paBeHCTBE TOJI0COB rOJI0C MPEACEAATENBCTBYIOIIETO SIBISIETCS PEIIAOLLIMM.

He nomyckaeTcsi BKIIOUEHHUE B COCTaB DKCHEPTHON KOMUCCHH, a TAK)KE MPUBIICUCHHUE JIS
MHOU (OopMBI ydacTus B paboTe DKCIEPTHON KOMUCCUU JIULL, SIBJSIOLIUXCS TPEICTaBUTEIAMHU
3asIBUTEIIS, a TAKXKE JUL, IPSMO WM KOCBEHHO MPUHUMABIINX YYaCTUE B TOJATOTOBKE U (WJIH)
pa3pabOTKe BaKIIMHBI.

6. DkcnepTHas komuccus B TeueHue 10 (ecsiTh) paboyux JHEW OCYIIECTBISET OLEHKY
MOJIHOTHI MIPEACTABICHHBIX JTOKYMEHTOB U UX PACCMOTPEHUE C COOJIOJICHUEM MPUHIUIIOB
HE3aBUCUMOCTH, 0ObEKTUBHOCTH.

B caydae Hamuuusi BONPOCOB WM 3aMEUaHUM K MPEJCTABICHHBIM JOKYMEHTaM,
rocyJapcTBeHHasi HKCIEpTHAsE OpraHu3alisl HallpaBisieT 3asiBUTENI0 B CpOK He Oonee 1 (oauH
) pabouero IHsA CO JHS PETUCTpALMM 3asBIEHUS, OPUIUANBHBIN 3ampoc (B IPOU3BOJIBHOM
dbopMe) 0 HEOOXOAUMOCTH MPEAOCTABJICHUS JOMOJHUTEILHOTO pPa3bsCHEHUS U (UJIN)
YCTpaHEHHUsI BBISIBJICHHBIX 3aMEUaHUI B MTOJTHOM 00BbEME B CPOK, HE MPEBBIIAONMINKI 3 (TpH)
pabounx JHEH.

B ciyyasx mpeactaBiieHUs 3asBUTEIEM HEMOJHOIO MakKeTa JOKYMEHTOB, a TAKXKe
HEYCTPaHEHMs 3aMEUaHUN IKCIIEPTHON KOMUCCHM B CPOKH, MPETYCMOTPEHHBIE HACTOSIIIUM
ITYHKTOM, dKCIIEPTHOM KOMHUCCHUEN BBIIAETCS OTPULATEIBHOE 3AKIIOUYCHHE.

7. Wtorm mnpoBeneHUs 3acelaHus IKCIEPTHOW KOMHUCCHUH OQGOPMIISIOTCS
COOTBETCTBYIOIIUM MPOTOKOJIOM U MOAMUCHIBAIOTCSA BCEMH YI€HAMH SKCIEPTHOW KOMUCCHH.

8. ITo uroram paccMOTpeHHs U OOCYKJICHHsI SKCTIEpTHAsE KOMUCCUS B TeueHue 1 (0uH)
pabouero gHs ¢dopMUpYyeT 3akIoueHHEe O O€30MacHOCTU, KauecTBE M A(PHEeKTUBHOCTH
BaKIUHBI 110 (POPME COIIACHO NPHIIOKEHHIO 3 K HacToAmuM [IpaBunam.

9. N'ocynapcTBeHHBIN OpraH Ha OCHOBAHHMH MPEICTABIIEHHOTO SKCIIEPTHOW KOMHCCUEHN
3aKJII0YEHUs O 0€30MacHOCTH, KayecTBe U 3(P(EKTUBHOCTU BaKIMHBI B TeueHUe 1 (0uH)
pabouero JHs MPUHUMAET PElIEHUE O BPEMEHHOM ToCyJapCTBEHHOM PerucTpanuy BaKIIMHbBI
CPOKOM Ha 9 (ZI€BSITh) MECALIEB WJIM OTKa3€ BO BPEMEHHOU roCy/IapCTBEHHOW PErHCTpalUU
BaKIUHBI.

10. B ciydae mosioxKUTEIBHOTO pEeUIEHUs TOCYAapCTBEHHBIN opraH B TeueHue 1 (ouH)
paboyero JHS BbIJAET 3asBUTEII0 BPEMEHHOE PETUCTPALIMOHHOE yAOCTOBEpeHUE Mo (hopme
COTJIacHO MPUJIOKEHUIO 4 K HacTosmuM [IpaBuiiam.

11. B cinyyae oTpuLaTenbHOro pelieHus roCy1apCTBEHHBIM opraH B TeueHue 1 (oauH)
pabodero AHS W3BENIAeT B MMCbMEHHOW (IIPOM3BOJILHON) Gopme 3asBuTENss 00 OTKa3e BO
BPEMEHHOM rOCyIapCTBEHHOM pPETUCTPALIMU BAaKIIMHbBI C YKa3aHUEM MPUYHMH OTKAa3a.



OcHoBaHuEM 151 OTKa3a SIBISETCS OTPULIATEIIBHOE 3aKIIFOUEHUE IKCIIEPTHOW KOMUCCHUHU.

12. He nomyckaeTcss MEIUIIMHCKOE NMPUMEHEHUE Ha JOOPOBOJIBLHONW OCHOBE BaKIIMH,
MOJYYUBIINX BPEMEHHOE PETUCTPALIMOHHOE YAOCTOBEPEHUE JO MPEAOCTABIICHUS 3aIBUTEIIEM
B TocyJapcTBeHHbI opran ortuetoB [ - Il a3 kiIuHWYEeCKUX HCCIEJOBAaHUN U
npomexxyTouHoro otuera III ¢a3zpl uccienoBanuii, IpPOBEIEHHBIX ¢ BKIOYEHHEM He MeHee S50
(nsThaecsaT) % CyOBEKTOB MCCIENOBAHMS, MPEAYCMOTPEHHBIX MPOTOKOJIOM KIMHHUYECKOTO
WCCJIEOBAHUS, 32 MCKJIIOUYEHUEM MEIUIHMHCKOTO MPUMEHEHMS, MPOBOAUMOTO B paMKax
KJIMHUYECKUX HCCIIEOBAHUM.

13. B xo1€e MEAUIIMHCKOTO MPUMEHEHHUS BAKIIMH B paMKaX MPOBOJUMOTO KIMHUYECKOTO
WCCIICIOBAHUS WJIM MEIMUIIMHCKOTO TMPUMEHEHHS BAaKIIMH Ha JOOPOBOJBHOM OCHOBE,
MOJYYUBIIUX BPEMEHHOE PETHCTPAIlMOHHOE yJA0CTOBepeHue mo pesyibratam I - 11 ¢a3
KIMHUYECKUX MCCIENOBaHUN W mpoMexxkyTtouHoro otdera [l ¢asel wuccnemoBanuid,
OPOBEJEHHBIX C BKIOUeHHeM He MeHee 50 (marpaecsat) % cyOBEKTOB HCCIEIOBaHUS,
MPEIYCMOTPEHHBIX MPOTOKOJIOM KIMHUYECKOTO MCCIEIOBaHUS, T'OCYIAPCTBEHHBIA OpraH
IPUHUMAET PELICHUE O MPUOCTAHOBICHUM WM OTMEHE JIEWCTBUS BPEMEHHOTO
PETUCTPALIMOHHOTO YIOCTOBEPEHUS B CIIydasiX:

1) BIsIBJICHUS U (WJIM) MTOJTYUYEHHUS JaHHBIX O BOSHUKHOBEHUH HEXKEJATeNbHBIX PEaKIui
BAKIIVHBI;

2) BBISIBIICHUS W (WJIM) MOJYYEHHUS JAHHBIX O HEOJAromnpusiTHOM COOTHOILICHUU "
N0JIb3a-PUCK" BAKLIUHBIL;

3) HaMM4Ks BCTYHUBILIETO B CUJTY CYACOHOTO PELICHHS O HAPYUICHUH UCKITFOUUTEIbHBIX
IpaB TPETHUX JIUIl HA U300PETEHHE WU TOJIE3HYIO MOJIEb.

B nepuoa neicTBHS BPEMEHHOTO PETUCTPALIMOHHOTO YJIOCTOBEPEHHS 3aSBUTEID
npeacTaBiseT nouHble oT4eThl | - II a3 kIMHUYeCcKux uccaeqoBaHUuN U MPOMEKYTOUHBIH
otuet III ¢a3wl uccnenoBanuii, MpPOBEAECHHBIX C BKIOUeHHUEM He MeHee 50 (msaThaecar) %
CyOBEKTOB UCCIEAOBAHMS, MPEYCMOTPEHHBIX TPOTOKOJIOM KIMHUYECKOTO NCCIIEOBAHMSL.

14. Ilo ucreyeHun cCpoka JNECHUCTBUS BPEMEHHOI'O PETUCTPALIMOHHOTIO YJIOCTOBEPEHUS
3asBUTEIb NPEACTABIIET B SKCIIEPTHYK0 KOMUCCHUIO PE3YJIbTAThl KIIMHUYECKUX HUCCIIEIOBAHUMN
o 0e30MacHOCTH, KauyecTBY U 3PHEKTUBHOCTH BaKIMHbBI, TOJYYCHHBIE B MEPUO JEHCTBUS
BPEMEHHOTO PETUCTPALMOHHOTO YAOCTOBEPEHUSI.

15. DkcnepTHas KomuccHusi B TedeHue 7 (ceMb) pabodux JHEH paccMaTpuBaeT
MPEJ/ICTABJICHHBIC 3asIBUTEIIEM CBEJACHUS.

B ciiyyae monoXKUTENBHBIX PE3yJIbTaTOB KIMHUYECKUX MCCIEAOBAHUN BAKIMHBI O €€
MEIULMHCKOM NPUMEHECHUHU, 3asBUTEb, BJIAJCIOIINNA BPEMEHHBIM PETUCTPALMOHHBIM
YIOCTOBEPEHUEM, MPOXOAUT MPOLEAYPY IKCIEPTU3bI U TOCYAAPCTBEHHOM PETUCTPaLNU
JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3/IENUNA B COOTBETCTBUU C TPEOOBAHUSIMU CTAThU
23 Kopekca.

IIpunoxenue 1



k [IpaBunam BpeMeHHOU
TOCyIapCTBEHHOH PETUCTPAINH
BaKIIMH IPOTHUB KOPOHABHpPYCa
COVID-19, npon3BeaeHHBIX B

Pecniyonuke Kazaxcran

dopma

3asBiIeHHE HA IPOBEACHAE BPEMEHHON I'OCYJapCTBEHHOM PErHCTPAlliK BaKIIMHBI

Bpemennas perucrpanus

1. Tun mponenyps I:I

Ha Ka3aXxCKOM SI3BbIKE
2. ToproBoe HAMUMEHOBaHUE Ha PYCCKOM SI3bIKE
Ha aHTJIMICKOM SI3BIKE
Ha Ka3aXxCKOM SI3BbIKE
3. MexayHapoaHOE HEATEHTOBAaHHOE HA3BAaHWE  HAa PYCCKOM SI3BIKE
Ha aHTJIMHCKOM SI3BIKE
Ha Ka3aXCKOM SI3BIKE
4. JlexapcTBeHHas ¢opMa

Ha PyCCKOM SI3BIKE

KonnenTpamust ykas3pIBaeTcsl UL
JloznpoBka (KOHIEHTpaLusl) (3aroIHsIeTCs IPH

5. KUAKUX, MSATKHX W Ta3000pa3HbIX
HaJIMYUH, 00BEM 3aII0JIHSAETCS B yIIAKOBKE)
JIEKapCTBEHHBIX (hOopM
Kon
AHaTOMO-TepaneBTUIECKO-XUMUYECKas
6. HanmMeHoBaHME Ha Ka3aXCKOM S3bIKE

KIaccu(UKaIus
HaumeHoBaHME HAa PYCCKOM SI3BIKE

7. Twum nexapcTBEHHOTO CPEICTBA (3aMOIHIETCS ISl COOTBETCTBYIOLIETO JICKAPCTBEHHOTO MPemnapara, BEIONPAeTCs TONBKO OUH TH

L[]

OpurHHAIBHBIN JeKapCTBEHHBIA penapaT

)]
[] []
OIHOKOMITOHEHTHBIH MHOrOKOMIIOHEHTHBIH
[] L]
Buonorunueckuii nekapcTBEHHbIN Mpenapar NMMYyHOOHOOTHYCSCKUH ICKapCTBCHHBIH I
[] []
HoBas aktuBHas apmarieBTH4ecKast CyOCcTaHIIUS Bbank-mpoxyxr

2 []

AxTHuBHas QapmarieBTHUecKas CyOCTaHIMsI, IPON3BeIeHHas He B ycioBusx GMP
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bes3 perernta Bpaya.

CDopMa OTITYCKa B CTpaHEC 3asABUTCIIA

Crioco0nI BBEAEHUS

Wudopmanus no ycrpoiicTBaM BBOJa

‘VmakoBKa (3amoIHIeTCs CITUCOK 3HAYCHHMH )

Bun (nepBr4Has niy BTOpudHast) HaumenoBHue

IlepBuuHas
[IpomexxyTodnas (TIpyu HATUINN)
Bropuunas

M pux-xon Bropuunoit ynakoBku (GTIN) (Ixurun) (
TIpY HAJTMIHN)

peunenty

Pasmep (pu Hanmmunu) OOBeM (pu HaIMY

[ToHBII Ka4eCTBEHHBIN W KOJTMYSCTBEHHBIH COCTAB (3aIMOTHICTCS CITUCOK 3HAYCHUHN )

HopmaTusHslit
MOKYMCHT,
KonudectBo Ha .
Tun BemecTtBa  ( perIaMeHTHPYFOIIHI
CAUHUIL
aKTHBHOE  WIH HaumenoBanmue J . KadecTBO, WIH
JICKapCTBCHHOM
BCIIOMOTaTEIBHOE) o dbapmakomnes ¢
OpMBI
P yKa3aHueM roja
U3JIaHHS
AKTHUBHOE
BcnomorarensHoe

HammeHnoBanne akTHBHOH (papManieBTHIECKOH CyOCTaHIINT

IIpousBoaurens,
CTpaHa W ajpec
IIPOU3BOJCTBEHHOU
UTomanku (s
AKTUBHBIX BEIECTB

)

IIpeAaraeMblil CPOK XpaHEHUs

CpOK XpaHCHUA JICKAPCTBCHHOT'O CPEICTBA

VYka3aTh IWTPUX-KOA AJIS KAXKON TO3UPOBKHU (KOHIIEHTPALIUH)

Kontponupyercs
MEXyHapOJAHBIM
KOMHUTETOM TI0

Hanwnuwne
SAOJOBUTHIL:

BELICCTB
KOHTPOJIO 3a

OTMeuaeT
HapKOTHKaMu  (

Ipy HaJn

)

OTMeuaeTcsi Npu
HaJIMYUH)

II ta6.1II Ta6.IV 1 cnucox
Ta0. CIIHCOK

HpeﬂﬂaraeMLIﬁ nepuoa NpuMCHCHU (nocne TEPBOT'0 BCKPLITHUA KOHTeﬁHep

IIpeAIaraeMsblil Iepro] MPUMEHEHHS (TT0CIe PACTBOPEHHUS WM PA3BEACHUS)

YcnoBus TpaHCIOPTUPOBKU

MIpeAJIaracMbl€ YCIOBUS XPaHEHUS

VYcnoBus xpaHeHuUs

npeajiara€Mbl€ YCJIOBUA XPpaHCHUS ITOCJIC IIEPBOT'0 BCKPLITHSA YITAKOBKN

OxpaHHBII JOKyMEHT Ha N300pETEHHE MITH MOJIE3HYI0 MOJIETb, TOBAPHBIA 3HAK (IIPH HAINYNH)

Hazsanue OXpaHHOI'0 JOKYMEHTa

1)

[IpomsBoacTBO 2)

Ne oxpaHHOTO TOKYMEHTa

NHOJIHOCTbHIO
YaCTHUYHO

3) HOHOCTEIO HA JIPYTOM MIPOU3BOICTBE.

Ha1
Ha JaHH
Ha JLaHHC

[TpousBoauTens (1) JIEKApCTBEHHOTO Tpernapara M y4acToK (M) MPOU3BOJCTBA (BKJIIOYAsl yYacTKU IPOU3BOJCTBA JIOOOTO KOM
JIEKapCTBEHHOW ()OPMBI), KOTOPBIH SBISIETCS YaCThIO JIGKAPCTBEHHOT'O ITperapara)

HanmenoBanne
, cTpaHa (Ha Ne, mata u cpok
Ka3axCcKoM, nercTBUA

Tun npon3BoauTeENs



7)

8)

9)
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)
2)
3)
4
5)
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1
2)
3)
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)
2)
3)
4
5)
6)

pyccKoM,
AHTJIMHCKOM
SI3BIKAX)
IIpousBoaurens
[pennpusTie-ymakoBIIUK

HepBUYHAS
BTOpHYHAs

[IpousBoguTenb, OCYLIECTBISIOLUN
KOHTPOJIb Ka4ecTBa

IIpousBoauTenb, OTBETCTBEHHBIH 3a
BBIITYCK CepHii

I[epmaTem, JIMICH3HUHU

JepxaTens  perucTpaloOHHOIO
YAOCTOBEPEHUS

3asgBUTENb WX npeaCTaBUTCIILCTBO

YIOIHOMOYEHHOE  JIMIO 10
OCYLIECTBICHUIO (hapMaKoOHaI30pa B
Pecny6imke Kazaxcran

Ppa3speuIuTCIbHOTO
JAOKYMCHTA

JlanHaBIC mo
JUICH3UU  Ha
MPOU3BOJICTBO,
BBIJAaHHOM
YIIOJTHOMOYEHHBIM
OpraHoM CTpaHBI
TIPOU3BOAUTEIS

JlanHBIC mo
JIOBEPEHHOCTH

IOpunuueckuit
ajpec

dakTnyeckuit
azapec

Tenedon
(axkc, e-m

JlabopaTopus cTpaHBI-NIPOU3BOAMUTENS 10 KOHTPOJIIO KauecTBa [IPENapaToB KPOBHU U BAKIWH, OTBETCTBEHHASI 32 KOHTPOJIb Ka4ecT

HAaMEHOBaHHE JJA00OPATOPUH

aJipec MecTa OCYLIECTBIICHUS JIESITENEHOCTH
Crpana

tenedon/daxc

QJICKTPOHHAs IMOYTa

ﬂaHHLIe 10 AOTOBOPY Ha MPOBEACHUEC SKCIICPTU3LI JICKAPCTBEHHBIX CPEJICTB

Ne norosopa
JlaTa 3aKkmrodeHus

Cpok aeicTBust

CY6T>GKT, OCYIIIGCTBJ'IHIOIIII/Iﬁ OIlIaTy 3a MPOBCACHUC IKCIICPTUS3BI

HaumenoBanue

Crpana

IOpunuueckuit agpec
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@®.1.0. (pu HAJTUYKH ), TOJKHOCTh PYKOBOTUTEIS

Tenedon



7) dakc
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3asBUTENB:

lapanTHPYIO: JOCTOBEPHOCTH MH(OPMAIMH PETHCTPALIMOHHOTO JIOChE, HE HapyIIaTh UCKIIOUYNTEIbHBIX IIPaB TPETHUMHU JIUIIAMH H:
a/IeKBaTHOCTh IIEPEBOIOB METOMK KOHTPOJISI KauecTBA, HHCTPYKILHUH 110 MEAWIIMHCKOMY IIPUMEHEHHUIO JIEKaPCTBEHHOTO CPE/ICTBA;

CPEZACTB, CTaHAAPTHBIE 00Pa3Nbl JICKAPCTBEHHBIX CYOCTaHIMH M MX MpHUMecel B KOIWYECTBaX, AJOCTATOYHBIX IS TPEXKPATHOTC
pacxoaHble MaTepHalbl, IPUMEHAEMBIC MPU MPOBEACHUH HCIBITAHNH JEKAPCTBEHHBIX CPEICTB (B MCKIIOUUTEIBHBIX CIydasx H
COOTBETCTBHUE HOPMATHBHBIM JOKYMEHTaM, NpeaCcTaBIsIEMbBIM

O06s13y10ch c000IIaTh 000 BCEX M3MEHEHUX B PETUCTPALMOHHOE JIOChE, a TAK)KE MPEJICTABIATh MaTepHaibl IPH OOHAPY)KEHUH HEXK¢
JIEKapCTBEHHOT'O CPEJICTBA, PAaHEE HE YKA3aHHBIX B MHCTPYKIMU MO METUIIMHCKOMY IPUMEHEHHUIO.

JHara

d.1N.0. " IHOJNXKXHOCTH OTBETCTBEHHOTO IHAIa
3asgBurens

TTonnuce

[Tpunoxenue 2
k [IpaBunam BpeMeHHOI
roCy1apCTBEHHOHN perucTpaIiu
BaKILUH IPOTUB KOPOHABUpPYyCa
COVID-19, npousBeneHHBIX
B Pecybmmuke Kazaxcran

ITepedeHp JOKYMEHTOB, IIPEACTABIAEMBIX AJI1 BPEMEHHON IrOCy JapCTBEHHOM
PETHCTpanMy BakIMH A1 mpousBoauTeneit Pecmy6miku Kasaxcran

o

/ HaumenoBanue JOKYMCHTOB
II/TI

1 2
Yacte [ O0mas moxymeHTanus*

[Ipu mpousBoncTBe Ha Teppuropun PecryOnukn KazaxcraH — HOTapHajbHO 3aCBUJIETEIILCTBOBAHHBIN

IAl ceprudukar GMP (npwm HaJlU4YUU).
[Tpn mpousBoAcTBE Ha OCHOBE IepeHoca (TpaHcdepa) MONHOTO MUKIA WIM YacTH IPOU3BOJICTBEHHBIX H
TEXHOJIOTHYECKHX TPOLIECCOB — HOTAPUAJIBHO 3aCBUICTENLCTBOBAHBII cepTudukar GMP.
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Komus FOCYI[apCTBGHHOfI JIUOCH3HMHU  Ha q)apMaHeBTI/I‘ICCKyIO JACATCIIbHOCTD (HOTapI/IaJ'ILHO
BEICBI/IJIGTGJ'IBCTBOBaHHaSI)

HpI/IJ'IO)KeHI/Ie K JJUIICH3UN

Ecim B IpOM3BOACTBEHHOM MPOLECCE YYACTBYET HECKOJBKO MPOM3BOMUTENCH TOKYMEHTHI IyHKTOB A2,
1A3, TA4 mpencTaBisAIOTCS HA BCEX YYaCTHHKOB MTPOM3BOJICTBA

JInieH3MOHHBIN OTOBOP (COoTjalleHue) Ha MPaBo MPOU3BOACTBA (JI0 UCTEUSHHs CpOKa AEHCTBHS NMaTeHTa Ha
OpPUTHHANILHBIN TIpernapar) (P HATAYIHH)

HortapranbHo 3acBHIETENbCTBOBAHHASI KOMUS OXPAaHHOTO JAOKYMEHTa Ha M300pETEHHE WM TOJIE3HYIO
MOJIENIb OPUTHMHAIBHOTO JIEKAPCTBEHHOTO CpPEeACTBa (IPEACTABISAETCA MAaTECHTOOOIAanaTeleM OXPAaHHOIO
JOKYMEHTa), OXpPaHHOTO JOKYMEHTa Ha TOBAPHBIHM 3HaK (TIPH HAJTHMYUH)

JloKyMeHT, OATBEPKAAI0INI KaueCTBO TOTOBOTO MPOJYKTa TpeX cepuii (cepTudukaT aHannsa, IpOTOKOJ
aHaJM3a), OfHA CEepHs KOTOPOTO COBIIA/IAaeT C CepHel oOpasiia JIEKapCTBEHHOTO CPE/CTBA, MOAAHHOTO Ha
PETUCTPALHIO

HOKyMeHT 0 HpHOHOBOﬁ 0e30I1acCHOCTH Ha BEHICCTBA )XKUBOTHOI'O ITPOUCXOXKIACHUA OT ITPOU3BOAUTEIIA

TexcT MapKUpPOBKH [UIsl HEPBUYHOIN M BTOPHYHOH YIaKOBOK, CTUKEPOB, 3THKETOK Ha Ka3aXCKOM U PyCCKOM
A3BIKAX

Yacts II Xumuueckas, hapmaneBTHdeckas 1 OMoJIornyeckast JOKyMeHTarus ™
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Copnepxanne
Cocrtas

KadecTBeHHBIH M KOJIMYECTBEHHBIH COCTAB JIEKAPCTBEHHOrO Mpernaparta (aKTUBHbBIE, BCIIOMOTATEIbHbIC
BEIIECTBA)

JIoKyMeHT, OATBEPKAAIOIIHNI KaueCTBO YITAKOBOUYHOTO M YKYIIOPOUHOTO MAaTEPUAIOB TOTOBOTO MPOYKTa

dapmareBTuueckas pazpadorka (onucanne ADC, BCnoMoraresbHbIX BEIIECTB, pa3padoTKa JEKapCTBEHHOTO
mpernapara, pa3paboTKa MpPOM3BOJICTBEHHOTO IPOIECcCca, COBMECTHMOCTh KOMIIOHEHTOB, HW3JIHILIKH,
CTaOMIEHOCTh, MUKPOOHOIOTHYECCKAsT YHCTOTA)

CBGHGHI/ISI O NPpOU3BOJACTBC:

MIPOU3BOICTBEHHAs (hopMyJia

OMMCAHNUE TEXHOJIOTUU TPOMU3BOACTBA

KOHTPOJIb B ITPOLIECCE TIPON3BO/ICTBA (ONEPAIMOHHBINA KOHTPOJIB)

METOABI KOHTPOJISI UCXOOHBIX MaTEPHUAJIOB

aKTHBHas Cy6CTaHHI/I$I

JIOKYMEHT, MOATBEPKIAIONIMI KauyeCTBO AaKTHBHOTO BEIIECTBA TpeX cepuil (ceprudukaT aHamuza
CyOCTaHITUM OT MIPOU3BOIUTENIS, MPOTOKOJI aHATN3a, AHATUTHYCCKUI MACTIOPT)

BCIIOMOTI'aTCIbHBIC BEIICCTBA
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CepTI/I(l)I/IKaTI)I Ka4ycCTBa Ha BCIIOMOTI'aTCJIbHBIC BCUICCTBA

YIaKOBOYHBIA MaTepHai (IIepBUYHAS M BTOPUYHAs yIIAKOBKA)

cepTH(UKATHl Ka4eCTBa YIIAKOBOYHOIO MaTepHaja ¢ NPUIOKEHUEM JOKYMEHTOB, PErJIaMEHTHPYIOIUX HX
Ka4ecTBO

METOJBI KOHTPOJIA Ka4eCcTBA IIPOMEKYTOIHBIX IPOIYKTOB (TIPH HEOOXOANMOCTH)

CHCHI/I(pI/IKaLlI/I}I Ka4ye€CTBa 1 METOAUKHU KOHTPOJISA TOTOBOI'O IIPOAYKTa

HOPMATHUBHBIA JOKYMEHT IPOM3BOAMTENS IO KOHTPOJIO KauyecTBa M O€30MacHOCTH JICKapCTBEHHOTO
Cpe/CTBa B 3JIEKTPOHHOM BHJIEe B opmaTte "pdf (10K)", mosiCHUTEIbHAS 3aIiCKa K HEMY

BaJiInaanus METOAUK HCIBITaHUI JICKapCTBCHHOT'O ITpeIiapara *
PE3YyIbTAThI UCIIBITAHUS CTaOUIBLHOCTH CPOKOM HE MCHEC UCM 3 (TpI/I) MeEciaa

JAaHHBIC KOHTPOJIA Ha )KUBOTHBIX

JIONIOJTHUTENbHAS HHPOpMaLHs, MOATBEPIKAAIOIIAs Ka4eCTBO (IIPU HE0OXOJMMOCTH)

Yacts III. ®apmakonornyeckas 1 TOKCUKOJIOTHYECKAS JOKYMEHTAIUS

III.

I1I
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II1
B.

I11
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D.
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I1I
F.

111
G.

I11
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Q.

Copnepxanue

JlaHHBIE TTO0 TOKCHYIHOCTH (OCTPON M XPOHWUYECKOH), (MEAUIIMHCKII MMMYHOOUOIOTHYECKUN Mpenapar —
TOKCUYHOCTD ITPYU OTHOKPATHOM BBCJICHUU U BBEACHUU MMOBTOPHBIX [[03)

BnusiHue Ha penponyKTUBHYIO (pyHKIHIO

JlaHHBIE IO 3MOPHOTOKCHYHOCTH U TEPATOTCHHOCTH

JlaHHBIE 10 MyTareHHOCTH (TIpH HAJIMYHN)

JlaHHBIE IO KaHIIEPOTEHHOCTH (TIPH HAJTMYIHIH)

dapmakoguHaAMUKa (U1 METUIMHCKUX T€HHO-OMOJIOTHUECKHX MPENapaToB — pe3yJIbTaThl UCCIEIOBaHUS
PEaKTOT€HHOCTH)

DapMaKOKHHETHKA (U1 MEMIUHCKUX UMMYHOOHOIOTHYECKHX MPENapaToB — pe3yJIbTaThl CeHUpHIECKOH
AKTHBHOCTH)

JlaHHBIC O MECTHO-pa3pa)karoleM JACUCTBUH (IS METUIIMHCKUX HUMMYHOOHOJOTHUCCKUX MPEIapaToB —
Pe3yJIbTaThl UCCIICAOBAHMS UMMYHOTCHHOCTH)

HononuurensHas nHGOpManus, NOATBEpXKIaronas 6e30IacHOCTh (P HE0OXOIMMOCTH)

Yacts V. Kitmanueckas nokymeHTanus**

IVv.

v
A.

v
B

Conepxanue

Jannbie o KIHHAYECKOH papmakoioruu (papmMakoainHaMUKa, (papMaKOKHHETHKA)

Knuanueckas, nMmmyHonornaeckas 3gpQeKTHBHOCTh



IV InarHoctrnyeckast 3¢peKTHBHOCTD

IV Pe3ynpraThl KNIMHUYECKUX MUCCIEAOBAHUN (MCIBITAHWH), BKIIOYAst OTYETHI JOKIMHUYCCKUX HUCCIICIOBAHUM,
D npomexyrounsie otueThl | - II pa3 kinHUuECKHX nccaeJ0BaHHH.

v
Dl

v

IlaHHI)Ie MOCTPETUCTPALIMOHHOT'O OIIbITAa (HpI/I HaHH‘II/II/I)

JononauTtenpHas HHGOpMAIH, MOATBepKAAI0Mast 3(PPEeKTUBHOCTD

[Ipu mpom3BOICTBE Ha OCHOBE IepeHoca (TpaHcdepa) MOTHOTO MHKIA WIM YAaCTH IPOU3BOJICTBEHHBIX H
TEXHOJIOTHYECKIX IPOIECCOB K PErHCTPALIMOHHOMY JOCHE TOTIOJHUTEIBHO MPEACTABISIOTCS CIEAYIOINE
I 0O K Y M € H T B

1) oroBop 0 mepeHoce MpOU3BOJCTBEHHBIX M TEXHOJOTMYECKHX IPOLIECCOB MEKIY MPOM3BOJHUTEIEM B
PecnyGnuke Kaszaxcran u 3apyOexXHBIM NpPOU3BOJUTEINIEM,;
2) OTYeT MO pe3yNbTaTaM IPOBEACHHOTO TpaHcdepa, BKIFOYAIOMICTO OMUCAHWE MPOEKTa TpaHcdepa,
Macmtad Tpancdepa, KpUTHICSCKHE MTapaMeTphl, MTOTyIeHHbIE OCHOBHON W MOTIONHUTEIHFHOHN IO IKAMH,
3aKTIOYMTENFHBIE BBIBOABI TpaHchepa, C MPHWIOKEHHEM HOTapHAJIBHO 3aCBUACTEIHCTBOBAHHOTO
cepruduxara GMP (c ykazanuem natThl U pe3yJIbTaTOB MOCIEIHENH HHCTIEKITUH 3apyOSKHOTO TPOU3BOIUTENS
), COOTBETCTBYIOLIETO HaIexkameil npousBojacTBeHHoi mnpaktuke (GMP) Pecny6nukn Kaszaxcraw;
3) order BanMIAaIMU NPOU3BOACTBEHHBIX NPOLECCOB Ha IPOW3BOJACTBEHHOH IIomaznke B PecrmyOnnke
KaszaxcTtam***,;

4) 0 MOATBEPKICHUU TOTO, YTO KAYECTBO MCXOJHOTO CHIPhs (aKTUBHOU CyOCTaHIIMH, BCIIOMOTATEIHHBIX
BEIECTB), MCHOIB3YEeMOTr0 Ha TPOHM3BOJACTBEHHOW InIomanke B Pecmybmmke Kaszaxcran, He BimseT Ha
nmpomecc 118187 TOTOBBH | NPOOYKT;
5) mo KOHTPOJIIO KayecTBa MpenaparoB, MPOU3BOAMMBIX Ha IPOM3BOJCTBEHHOH miomanke B Pecry6nuke
Kazaxcran, u mpemnaparoB 3apy0eXHOTO NMPOWU3BOAUTENS OCYIIECTBISIETCS MO OJHOW crenuuKauu;
6) OTYeTHl AOKIMHWYCCKUX uccienaoBanuil, I - Il a3 KIMHAYECKUX HCCICIOBAHUA M MPOMEKYTOYHOTO
oruera III ¢a3pr mccaenoBanuii, MpoBeAEHHBIX C BKIIOUeHHEM He MeHee 50 (marTprecst) % cyOBEeKTOB
HCCIIEZIOBAHUS, MPEIyCMOTPEHHBIX ITPOTOKOIOM KIMHUYECKOTO MCCIEIOBAaHHUS OT IMepearolieil CTOPOHEI.
OT mpuHUMarOIEH CTOPOHBI HE TPEOYIOTCS MOBTOPHOTO NPOBENEHUS MOKIMHHYECKUX W KIMHHYECKUX
UCCIEeNOBaHUNU B Pecnyb6nuxke Kazaxcran;

7) Ha MOMEHT I0JIa4M 3asBJICHUs] Ha BPEMEHHYIO TOCYAapCTBEHHYIO PETHCTPAIMIO MepeIalomiasl CTopoHa
MIPEJOCTABIISIET PE3yIbTaThl HCCIEAOBAaHUN YCKOPEHHOH CTaOMIBLHOCTH M HE MEHEe O-TH MECSYHBIX
HCCIIEIOBAHUM TOJTOCPOYHON CTAaOWIIBHOCTH JUIS NTPUHUMAIONIEH CTOPOHBI — MPOTpPaMMy HCCIIeIOBAHUH
CTaOMIIBHOCTH C YKa3aHHEM CEpHi JIEKapCTBEHHOTO TpernapaTa U MOCTPETUCTPAIIMOHHBIE 00s3aTebCTBA O
MPEAOCTAaBIEHNN JaHHBIX CTAO0MIBHOCTH C IDIOMAIOK Mepenammeld W NpUHUMAomed CcTopoH (
MEPUOJANYHOCTh MpPEJCTaBIeHUs] HHGOpPMAIMM COTJIACHO TIporpaMMe H3y4YeHHs CTaOWIBHOCTH).
[Tpu momHOM MM YaCTUYHOM TiepeHoce (TpaHcdepe) MPOM3BOACTBEHHBIX U TEXHOJOTMYECKUX POLIECCOB
3asBUTEJb 00ECIIeYBaET MOJHOE COOTBETCTBUE YCIOBHI IPOU3BOJICTBA U CUCTEMBI 00ECTIeYeH s Ka4eCcTBa
Ha TIPOM3BOJCTBEHHOW Iuromanke B Pecnybnmke KaszaxcraH yciaoBHSM NpOM3BOACTBA W CHCTEME
obecrieueHNsT KauecTBa MMPOU3BOACTBEHHOH muromanky BHe Ka3axcraHa.

[Ipumeyanue:
* 1 (papMakoneHbIX METOUK MPEACTABIISIIOTCS JaHHbIE BepupUKanuu;

** yTBEp>KIIEHHBII MPOTOKOJ MCCIEIOBaHUS, YTBEPKACHHBIH OTYET HUCCIEAOBAHMS,
paspelieHre peryasaTOpHOrO OpraHa Ha IMPOBEACHUE HCCiIeAOoBaHUsA (IIpU HAJTUYWH),
0J100peHHe 3TUYECKON KOMHCCHUHU, KOIUS JOTOBOpa CTPAaxOBaHUS OTBETCTBEHHOCTH CIIOHCOPa
U/ UCCIEOBATENbCKOTO I[EHTpPA, B Clydae MPUUYMHEHHS BpeAa >KU3HU U 3]I0POBBIO
CyObeKTa HCCIIEIOBAHMS, KONMHM WHIWBUAYAJIbHBIX PErHMCTPALMOHHBIX KapT CyOBEKTOB
UCCIIEOBAaHUS (11 MEKIyHAPOJAHBIX, MHOTOLIEHTPOBBIX KIMHUYECKUX HcciienoBaHuil 20 (
NBaNlaTh) %), XpoMaTorpaMmbl (MpU NPEIOCTABICHUU UCCIIEIOBAHUSI OMOAKBUBAJIICHTHOCTH )



, KOITUU TOTOBOPOB MEXIY CIIOHCOPOM KIMHUYECKOTO MCCIIEIOBAHUS M UCCIIEI0BATEIbCKUM
HEHTPOM (KOHTPAKTHOM HCCIEI0BATENILCKON opraHuszanueit) (B ciaydae HEOOXOIUMOCTH
MOCJIC U3BIITHUS KOHPUICHITUATHHOU HHPOpMAINN);

**%* rapaHTUiHOE 0053aTENBCTBO O TPEACTABICHUM OTYETa IO BaJUJAalMU
MIPOU3BOICTBEHHBIX MPOIECCOB, TPOBEIACHHONW Ha 3-X MOCIEAOBATEIBHBIX TPOMBITTUICHHBIX
CepusX B TeUEHHE 7 JHEW TOCTIe 3aBEPIICHUS BT IAINH.

IIpunoxenue 3
k [IpaBunam BpeMeHHOU
TOCYZAapCTBEHHOW PETUCTPALIUH
BaKIMH IIPOTHB KOPOHABHpPYycCa
COVID-19, npoun3sBeaeHHBIX
B PecniyOnmuke Kazaxcran

®dopma
3aximogenne o 6e30macHOCTH, kKadecTBe U 3()(HEKTUBHOCTH BaKIIWHEL

1. DkcriepTHas KOMUCCHS COOOIIAET Pe3yabTaThl IKCIIEPTU3bI HAa OE3011aCHOCTh, KAY€CTBO
1 A(pPEeKTUBHOCTh BaKIIWHBI JJIs II€JIEH BPEMEHHOW TOCYJAapCTBEHHOW PETHCTPAIMHU B
Pecnybnuke KazaxcraH:

HOMCp " JaTa 3asiBKU

ToproBoe HanMEHOBaHHE BaKIMHBI (C YKa3aHHEM JICKAPCTBEHHOM ()OPMBI, JO3MPOBKHU, KOHIIEHTPALUH U 00BbeMa
3aI0JHEHUs, KOJIMYIECTBA 103 B YIIaKOBKE — JJIs IEKAPCTBEHHOTO TIpenapaTa)

OpFaHI/I3aHI/I$I-HpOI/ISBOﬂI/ITeHI}, CTpAaHa-IIPOU3BOAUTECIIb, ACPIKATCIb BPEMCEHHOTO PETUCTPAOUOHHOTO
YAOCTOBCPCHUA

3aKII0YeHNe 3KCTIEPTHON KOMHUCCHH (IIOJIOKHUTENBHOE WM OTPHLIATEIEHOE)

2. 3axntoyeHue (MOJOKUTEIBHOE): MaTepHalbl U JOKYMEHTBI PETUCTPALMOHHOTO JJOChE
Ha BakKLMHY MpeACTaBIECHHbIE U1 BPEMEHHOW rocy1apcTBEHHON peructpaunu B PecryOmmke
Kazaxcran, coorBeTcTByI0T TpeOoBanusiM IlpaBun BpeMeHHOW ToOCyJapCTBEHHOU
perucTpamnuu BakiuH npotuB kKoponaBupyca COVID-19, npousBenenubsix B PecmyOnuke
Kazaxcran (nanee — [IpaBuna).

Bakinuna (ToproBoe HauMEHOBAaHWE BAKLMHBI C YKa3aHUEM JIEKAPCTBEHHOU (OPMBI,
JIO3UPOBKH, KOHIIEHTpAIIMU U 00beMa 3aroJIHEHNUs, KOJTUYECTBA J03 B YIIAKOBKE) MOXKET OBITh
3apeructpupoBana B PecriyOnnke Kazaxcran cpokoM Ha 9 MecsIieB.

3akioueHue (OTpULATENIBHOE): MaTEpHANIbl U IOKYMEHTBI PErUCTPALlMOHHOIO JOChE Ha
BaKIMHY, MPEJICTaBICHHbIE JUIsl BpDEMEHHOM rOCyJapCcTBEHHOM peructpauuu B PecnyOinuke
KazaxcraH, He COOTBETCTBYIOT yCTaHOBJIEHHBIM TpeOoBaHusM [IpaBui.

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

PykoBoauTens 3KCIEPTHOW KOMUCCUHU




MOANHUCH @.U.0. (npu HaATUIHUH)
UseHbl SKCIEPTHOW KOMUCCUHU

MOJAINHUCH @.U.0. (npu HaATUIHUH)

HOJAMHUCH ®.U.0. (npu HaAAHYHUH)

MOAITHCH @.U.0. (npu Hau4un)

Ipunoxenwne 4
k [IpaBunam BpemeHHOM
roCyapCTBEHHON PErUCTpaLluu
BaKIIMH POTUB KOPOHABUpPYyCa
COVID-19, npousBeaeHHbIX
B PecyOmmuke Kazaxcran

®dopma

I'ep6 Pecy6imxu Kazaxcran MuHHCTEpCTBO 37jpaBooxpaHeHns PeciyOimku
Kazaxcran BpemernOe peructpammonnoe yaocroseperne PK-JIC - Ne

1. HaunmMenoBanune neprxaTesst peruCTPaliOHHOTO YI0CTOBEPEHHS
2. CrpaHa mepskaTemns perucTPaliOHHOTO YAOCTOBEPEHUS

B TOM, YTO JIEKAPCTBEHHOE CPEJCTBO 3aPETUCTPUPOBAHO U Pa3peIIeHO K MPUMEHEHHIO B MEAUIIUHCKON TIPaKTHKe
Ha Tepputopuu PecryOnnkn Kazaxcran (mH(pOpManys o 3aperncTpupoBaHHOM JIEKAPCTBEHHOM CPEJICTBE)

ToproBoe HanMeHOBaHHE TpenapaTa

Jlig nmpousBoauTENeH TOProBoe HAMMEHOBAHUE Ul AKCIIOPTa
MesxayHapoaHOE HETaTeHTOBAaHHOE Ha3BaHWE (MIPH HATUINN)
JlekapcTBeHHas popma

Jo3upoBka

®dacoBka

Kox ATX

| P |||

10. CocTaB aKTUBHBIX BEIECTB
11. Cpoxk xpaHeHus
12. Hopsnok otmmycka (10 perenty, 6e3 perenTa)
HH(I)OpMaHI/IH O IIPOU3BOJUTEIIC JICKAPCTBCHHOI'O CPCACTBA
Ne  Tum opranmzauy WiIM y4acTOK MIPOU3BO/ICTBA HanmMenoBanne opranuzanuu Crpana
1. IIpousBomuTenb

2.  YnakoBIIUK

JlaTa BpeMEHHOM rocy1apCTBEHHOW peructpauuu ot " " 20 roga Ne
pelieHus.
JHewcrButensHo 10 " " 20 rojaa.

®.1.0 (mpu HaTUYIUHM) PYKOBOJIUTEISI TOCYIapCTBEHHOT'O OpTraHa (MK YIOJHOMOYCHHOE
JIAIIO)



Jlomyckaercss MEQULIMHCKOE IPUMEHEHHUE BaKIUH, IOJYYHMBIIUX BPEMEHHOE
PErUCTPALlMOHHOE YAOCTOBEPEHUE Ha JOOPOBOILHOM OCHOBE, pH Hanuuuu otyeTos | - 11 (a3
KIMHUYECKUX MCCIENOBaHUN U mnpoMexxyTtouHoro otudera [l dassl uccremoanuid,
OPOBEJEHHBIX C BKIOUeHueM He MeHee 50 (marpaecsat) % cyOBEKTOB HCCIEIOBaHUS,
IIPEAYCMOTPEHHBIX ITPOTOKOJIOM KIMHUYECKOTO UCCIIENOBAHUS.

© 2012. PT'TI na ITXB «MHCTUTYT 3aKOHOJATENBCTBA U TpaBoBoi nHMopMannu Pecryomiku Kazaxcram»
MunuctepctBa roctunmn Pecryonmku Kazaxcran



