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COOTBETCTBHH MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSIM TTPABIT
HAJUIEXAULE#H [TPOM3BOACTBEHHOM ITPAKTHUKH EBPA3UIICKOTO SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/RU/01479-2024
Cpok peticteus ¢ 09.08.2024 no 08.08.2027

«Cankr-IlerepOyprckui HAy9YHO-HCC/IEI0BATEILCKAH HHCTHTYT BAKIHH H
CHLIBOPOTOK M NpeANpHsATHE 110 NPOU3BOACTBY 6aKTepHHHBIX MPenapaToB
DenepaibHOro MeJHMKO0-0HOJOrHYEeCKOro areHTCTea

(MOTHOE HAMMEHOBAHHE TIPOHIBO/TATENS )

r. Cankr-IleTepbypr, r. Kpacuoe Ceno, yn. Crobonsl, a. 52, nmut. b

(ampec Npon3BOACTBEHHOMN TUTOMIAMKH)

Ha OCHOBaHHHU:
sasBieHusa Ne 4390210884 na nomyyenue paspemenns (JMIEH3MHA) Ha OCYIIECTBICHHE
JeATEIBHOCTH 110 IIPOM3BOACTBY JIEKAPCTBEHHBIX CPE/ICTB.

Ha ocHOBaHMH CBeJeHHUH, IOJYYCHHBIX IPH NIPOBEJCHHH HMHCIEKTHPOBAHMS,
nocyiefHee U3 KoTophix 6pu10 nposeneno 08.08.2024 - 09.08.2024, ycraHOBEHO, UTO
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JaHHOE (hapMaleBTHYECKOE HPOHM3BOACTBO COOTBETCTBYeT TpeboBanusm IlpaBmi
HazUIeXalel [POMU3BOACTBEHHOM MPaKTHKH EBPasMiCKOro 3KOHOMHHYECKOTO CO03a,
skBuBaneHTHeIX Ilpuanunam u PykoBozacTBy EBponeiickoro corosa 1o Hamnexaei
POM3BO/ICTBEHHON IPAaKTHKE JIEKapCTBEHHLIX CPEACTB I  MEIUIHHCKOTO
M BETEPUHAPHOIO IPUMEHEHHS ¥ npuHimnaM  CHCcTeMBl  COTpYQHHYECTBA
dhapmanesTryeckux uncneknuit (PIC/S).

Hacrosmuii ceprudukaT OTpakaeT CTAaTyC NPOM3BOACTBEHHOMW IIOIIAIKH
HA MOMEHT TIPOBEACHUS (papMaNeBTHIECKOH MHCIIEKIMK U IO MCTeYeHHH Gonee 3 jier
OT [Jarbl NOCIEOHEro AHA IIOCIENHEr0 HHCICKTHPOBAaHHA HE MOXET CYHTATHCA
JOKYMEHTOM, CBHJAETENbCTBYIOIMM O craryce coorBercTBus. Cpok aedcTBHS
cepruuKara MOXeT OBITH COKpalleH IPH MCIONB30BAHHH COOTBETCTBYHOLHX
[PUHLMIIOB YIIPABJICHMUS PUCKaMM NpPH HAJIMYUM COOTBETCTBYIOILECH 3amKCH B I10JIE
«OrpaHuyeHys WM TIOSCHUTENBHbIE 3aMETKH, Kacalomuecs o01acTd NpHMEHEHHS
HACTOAIIEro cepTHHUKaTaN.

Cepruduxar sBiieTcs ACHCTBUTENBHBIM B Cilydae NpPEACTaBICHHS BCEX
€ro JIMCTOB (KaK OCHOBHBIX JIMCTOB, TaK U JIOTIOTHHUTENBHBIX JIUCTOB).

AyTEHTHYHOCTH (IOJJIMHHOCTH) HACTOAIIEro cepTu(HKaTa MOXKHO IPOBEPUTH
B Oa3e maHHBIX MuHpomTopra Poccuu.

Ecnu ceprudukar He mpencraBlieH B yKa3aHHOM Oa3e NaHHBIX, CIEXyeT
00paTUThCA B YIIOJIHOMOYECHHBIN OpraH, €ro BHIAaBLIMH.
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MUHUCTEPCTBO NPOMBILUIJIEHHOCTHU ¥ TOPTOBJIA
POCCHUMCKOM ®EJEPALIMHA
GMP/EAEU/RU/01479-2024

= .]Iexapcn;ennme cpeacTrsa IJid MEAUIHHCKOI0 nplmenemm'

® JlekapcTBeHHbIE NPENaPATHI I KIMHHYECKHX HCCIEN0BAHMN (MCNBITAHMI)

Kon HaumeHoBaHue

I. IPOM3BOJACTBEHHBIE OIIEPAIIUH - JIEKAPCTBEHHASA INPOAYKIIHMA

1.1 | CrepuibHas NPOAYKIHS

1.1.1 Ilpom3BoauMas B acenTH4YECKHX YCIOBHAX (omepamuu o0paboTku
JUISE CJIEAYIOLIMX JIeKapCTBEHHBIX (hopm):

1.1.1.1. Xunkue nexkapcrseHHbBIe (HOpMbI O0IBIIOr0 00BEMa

1.1.1.2. XKuakue JexkapcTBeHHbIe GOpMbI Majgoro o6bema: pacTBOPUTEND,
PacTBOP, CYCIIEH3Hs, SMYJIbCHSA

1.1.1.3. JInopuausaTsl: TMOPHUIH3AT

1.1.1.4. Trepsie nekapcTBeHHbIE HOPMBI H HMILIAHTATHI

1.1.1.5. Markue nekapcTBEHHBIE (OPMEI

1.1.1.6. Ilpoyas mpoayKnusi, NPOM3BOAMMANA B ACENITHYECKUX YCJIOBHAX:
NPOMEXYTOYHBIH IIPOAYKT: pacTBOP

1.1.2. IloaBepraemas GHUHMIIHON cTepuaM3auuu (omepaumu o0padoTKm
VIS CJIEAYIOLIMX JieKapCTBeHHBIX opM):

1.1.2.1. XXunkue nexapcrBeHHsbIe (HOpMEI O0IBIIOTO 00BEMA

1.1.2.2. XKnakue jJexapcTBeHHble GopMbl Manoro obbema: pacTBOPHUTEND,
pacTBOp.

1.1.2.3. Teepasie nexapcTBeHHbIE GOPMBI H HMILIAHTATHI

1.1.2.4. Msrkue ekapcTBeHHBIE HOPMEI

1.1.2.5. IIpoyas mpoayKius, moasepraeMas GUHHIIHON CTEPHUIIM3ALMH

1.1.3. Beimyckaronmi KOHTPOIb Ka4eCTBa

1.2 | HecrepuibHas NPOAYKIHS

1.2.1. HecrtepuabHasih  NpoAyKOHA  (TeXHOJOTrHYEeCKHEe  ONepauuu
AJISA MOJIY4EeHHMS C/IeIYIONINX JeKapCcTBeHHbIX hopm):

1.2.1.1. Kancymnsl B TBEpA0it 0601049KE

1.2.1.2. Kancymnsl B MATKOM 0060109Ke

1.2.1.3. XKeBarTensHele JEKapCTBEHHBIE (HOPMEI

1.2.1.4. UMrIperHupOBaHHBIC JIEKAPCTBEHHBIE (DOPMBI

1.2.1.5. XKunxue nekapcTBeHHBIE (HOPMBI U1 HAPYKHOTO IPHMEHEHNS

1.2.1.6. XKXuaxue nekapcTBEHHBIE ()OPMEI I BHYTPEHHETO MPUMEHEHUS

1.2.1.7. MenunuHckue rassl

1.2.1.8. IIpoune TBEpAbIE JeKAPCTBeHHbIE GOpPMBI: THohUIU3aT

1.2.1.9. Ilpenapatsl, HaXOAMIMECS IO NaBJIEHAEM

1.2.1.10. PaguoByKIMIHBIE T€HEPATOPEI

1.2.1.11. Msrkue nexapcTBeHHbie (HOPMEI

1.2.1.12. CBeun (CYTIIO3UTOPHH)
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1.2.1.13. Tabnetku

1.2.1.14. TpancaepManbHbIE IUIACTRIPH

1.2.1.15. IIpoyasi HECTEPHIbHAS IPOLYKIIHSA

1.2.2. Boinyckaoniaii KOHTPOJIb KagecTBa (CepTHHHKALHUS CePUH)

Buoaoruyeckas JeKapcTBeHHas NpPoayKIHUA

1.3.1. Buoaoru4yecKas JeKapcTBEeHHAsA MPOXYKIIMsA:

1.3.1.1. ITpoayKThL KPOBH

1.3.1.2. UmmyHoOuon0oruyecKas NpOAYKIMA: AIJISPIeHbl: PacTBOp; BaKLMHbI!
nHo(hUIM3aT, paCTBOP, CYCIECH3UA, 3MYJIECHS

1.3.1.3. IIpoayKuus Ha OCHOBE COMATHIECKHX KIETOK (IPOYKIIHS /171 TEpanuu
COMaTHYECKUMH KIETKaMH)

1.3.1.4. I'enoTepaneBTHYECKas NPOAYKIUI

1.3.1.5. BuoTexHOJIOruYecKass MPOAYKHMsI: IIpoyas OHOTEXHOIOTHYECKast
NPOIYKIHSA: PACTBOPUTEIND, IHOQHUIN3AT

1.3.1.6. Ilpoayxuusi, BbljieIeHHAs! U3 JKHBOTHBIX HCTOYHHKOB HIH OPraHoB
(TKaHel) YeJ0BeKa: OpraHolpenaparsl: pacTBOp

1.3.1.7. TkaneumKxesepHas NPOXYKIHA (IPOAYKIHSA TKAaHEBOH HHKECHEPHH)

1.3.1.8. Ilpouas  Ouosiormyeckas  JIeKapCTBEHHAdA  NPOAYKLHA:
IPOMEXYTOYHBIN IPOJYKT: PACTBOD

1.3.2. Brimyckawoommii KOHTpONb (cepTHOHKaLMsA cepuH) (mepedeHb BHIOB
IIPOAYKIHH):

1.3.2.1. IIpoayKThl KPOBH

1.3.2.2. UMmmyHOOHOJIOrHYECKas IIPOLYKIIHS

1.3.2.3. ITpoayKuus Ha OCHOBE COMAaTHYECKHUX KIETOK (TIPOAYKIMA s TEpaNHH
COMATHYECKMMH KJIETKaMN)

1.3.2.4. 'eHoTEepaneBTHYECKas IIPOTYKIHUS

1.3.2.5. BuoTeXHOJIOrH4eckas mpoayKIus

1.3.2.6 Ilpomykims, BBACICHHAS M3 XXMBOTHBIX HCTOYHUKOB H/IM OPraHOB
(TKaHeH) yeaoBeKa

1.3.2.7. TkaneuKeHEepHas NpoAyKiys (IPOAYKIMA TKAaHEBOH MHXEHEPHH)

1.3.2.8. IIpouas Omosornyeckas JeKapCTBEHHAs IPOAYKIIHS

E.I'. lIlpne3xeBa
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MHUHUCTEPCTBO NIPOMBIIIJIEHHOCTH A TOPFOBJIH
POCCHUMCKOHN ®EJEPALIMHA
GMP/EAEU/RU/01479-2024

Ipoyas JeKapcTBeHHAs NPOAYKIMS WIH NPOU3BOACTBEHHAS e TebHOCTh

1.4.1. Ilpon3BoaCTBO:

1.4.1.1. PacTturensHas nOpoayKIus

1.4.1.2. 'omeonaTndeckas IpPOIyKIIHI

1.4.1.3. IIpoyas NpoAYKIMS: PACTBOPUTENE, PACTBOP, THOPHIHA3AT

1.4.2. Crepuausanus papmManeBTHYECKHX CyOCTAHIMH, BCIOMOraTeJbHbIX
BeIeCTB, F'OTOBOH NMPOAYKIHM:

1.4.2.1. ®uasTpanus

1.4.2.2. CyxoxapoBas CTepHIH3aLHs

1.4.2.3. Crepuin3anusg napom

1.4.2.4. XuMu4eckas CTEpHIIH3aIHs

1.4.2.5. Crepuim3auus raMMa-u3ITydeHHEM

1.4.2.6. Crepunuzanys SJ€KTPOHHEIM H3IYYCHHEM

1.4.3. IIpouee

-
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YnakoBka

1.5.1. IllepBHyHas ynaKkoBKa:

1.5.1.1. Kancynsl B TBepaoi 000JI049KE

1.5.1.2. Kancymsl B MATKO#H 000109Ke

1.5.1.3. XXeBarenbHble T€KapCTBEHHbIE (HOPMBI

1.5.1.4. UmMnperaupoBaHHbI€ JIGKAPCTBEHHBIE (POPMEI

1.5.1.5. XKunkue nekapcTBeHHbIE (HOPMBI ISl HAPYKHOIO IPUMEHEHUS

1.5.1.6. XXunkue nekapcTBEHHBIE GOPMBI JUIA BHYTPEHHETO IPUMEHEHMA

1.5.1.7. MenuuuHCKHe ra3sl

1.5.1.8. ITpo4une TBepabIE JJeKapCcTBeHABIE GOpMbI: THOGHUIH3AT

1.5.1.9. IlpenapaTsl, HaXOASIHECS M0J] JaBJICHUEM

1.5.1.10. PanuoHYKIHIHEIE TEHEPATOPEI

1.5.1.11. Msrkue aeKapcTBeHHbBIE HOPMBI

1.5.1.12. Ceeuu (Cynmmo3uTOpUH)

1.5.1.13. Tabnerku

1.5.1.14. TpancaepMasibHbI€ IIACTHIPH

1.5.1.15. IIpoyas HecTepHIbHAS JIEKAPCTBEHHAs MIPOAYKLIHS

1.5.2. Bropu4Has ynakoBKa

KoHTpoJb Ka4yecTBa

1.6.1. Mukpo6GHOIOrHIeCKHUE HCTIBITAHUA: CTEPHIbHOCTh

1.6.2. MuKpoOHOJIOTHYECKHE HCITBITAHUA: MUKPOOHOJIOTHYECKasi YUCTOTa

1.6.3. Xumnyeckne (pu3ndecKue) MCNLITAHUS

1.6.4. BHOIOTrMYECKHE UCTILITAHUS

2. UMIIOPT JIEKAPCTBEHHOM ITPOAYKIIAU

KOHTpOJIb Ka4yeCcTBa UMIIOPTHPYEMOM JIEKAPCTBEHHON IMPOAYKIAH

Mo escooso6odd0600s 7

2.1.1. MukpoOHOIOrH4ecKHe HCIBITAHUA: CTEPHIILHOCTE

Crpanuna 5 u3 8 000004791

AD «ONILUMOHs, Mockea, 2021 r, «Bn. T3 e 46.




TR o

L

L

ST

LIS B A B ERA RN ~ | RN T § R N AR A AT R e O | 7 AT AR N - FE TN AL AN ™
e '.‘-‘{" r'_“n.‘\__-'" ‘rﬂ;r -‘_.;.".__- ny AVATE S g 1}’-\_{ 'f-?___.-l.; VT "'-_4_.-.-_ - af\r}“":: o) .‘J" o SNy A "?’_ o Vvt

GMP/EAEU/RU/01479-2024

2.1.2. Mukpo6HOIOrHYeCKHe HCIBITAH!A: MUKPOOHOIOTMYECKas YHCTOTa

2.1.3. Xumuyeckue (pusngeckne) HCIBITAHHA

2.1.4. Buonoruyeckue UCIbITaHusA

Ceprudukanys CepHH HMIIOPTHPYEMOH NEKapCTBEHHOH NPOAYKUUY

2.2.1 CrepunpHas OpOyKIHS:

2.2.1.1. ITpon3BoauMas B aCENTHYECKUX YCIOBHAX

2.2.1.2. ITopsepraeMas hHHUITHON CTEPHIM3AIUMU

2.2.2. HecTepunbHas OpOAYKIUA

2.2.3. buonoruyeckas JIEKapCTBEHHAA IIPOAYKIIHS:

2.2.3.1. IIpoyKThI KPOBH

2.2.3.2. UMMyHOOHOIOrHYeCcKas MpOAYKIIHS

2.2.3.3. IlpoayKums Ha OCHOBE COMaTHYECKHUX KJIETOK (IIPOMYKLIMSA I TEpanuu
COMaTHYECKMMH KIETKaMH)

2.2.3.4. 'enoTepaneBTHYECKas IPOLYKIIHS

2.2.3.5. buotexHonoruyeckas npoayKuus

2.2.3.6. Ilpomykiiusi, BbIJEIE€HHAs M3 >KMBOTHBIX HMCTOYHHKOB HIIH OPTaHOB
(TKaHeH) YeIoBeKa

2.2.3.7. TkaHeumKeHEPHAasa MPOAYKIUA (MPOAYKIIMS TKAHEBON WHXECHEPHH )

2.2.3.8. Ilpouas Oronoruyeckas JeKapCTBEHHAs IPOAYKIUA

2.3

[Tpoyas AesTeNBHOCTE 110 UMIIOPTY (BBO3Y)

2.3.1. Ilnomanka dusngeckoro uMopra (Beo3a)

2.3.2. AIMnopT NpOMEXKYTOYHOM NPOXYKUHMH, IOABEPralolIeHcs NanbHEHIIeH
0bpaboTke

2.3.3. IIpouyee
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MUHUCTEPCTBO MPOMBILIJIEHHOCTH Y TOPTOBJIN
POCCHUMCKOMU ®EJEPALIUHA
GMP/EAEU/RU/01479-2024

3. [IPOU3BOJCTBEHHBIE ONIEPAIIUHA - PAPMAIIEBTHYECKHUE
CYBCTAHIIMHU

®apManeBTHdecKad cydcTaHIus (CyOCcTaHIAN):

3.1 | IIpom3BoacTBO (apManeBTHHYECKHX CyOCTAHIMH METONOM XMMH4YECKOro
CHHTEe3a

® |3.1.1. Ilpom3BOACTBO TNPOMENKYTOYHBIX MPOAYKTOB ¢(apmMaueBTHYECKOH
CyOCTAHIMM

3.1.2. TIpou3BOACTBO HEOUMINIEHHON (hapMalleBTUYECKOM CyOCTaHIIMM

3.1.3. ConeobOpazoBanue (0OYHMCTKA): OYHCTKa, 0OpaboTka ¢UIUIECKUMHU
METO/IaMH

3.1.4. lIpouee: QpwisTpanms/cTrepunnsyromas GuisTpanus, THopUILHOE
BEICYIUMBaHHE

IIpousBoncTBO dapMmaneBTUYeCKUX CyOCTaHIMH METOAaMHM BBLIJEICHMS U3
IIPHPOIHBIX HCTOYHHUKOB :

3.2.1. Brigenenue papMaleBTHYECKUX CYOCTaHUMH U3 MCTOYHHKOB PACTHTEIIBHOIO
IIPOUCXOXKACHUA

3.2.2. Boigenenue ¢apmMaLeBTHYECKHX CYOCTAHLMH ¥3 HMCTOYHHUKOB >KUBOTHOIO
TIPOMCXOXICHUS

3.2.3. Beigenenue hapmMaleBTHIECKUX CyOCTaHLMMi B3 OpraHoB (TKaHei) yenoseka
3.2.4. Briienenue ¢papManeBTHYECKUX CyOCTaHIIUA U3 HCTOUHMKOB MUHEPAJIBHOTO
TIPOMCXOXKICHUA

3.2.5. Momudukanus BeIAEIeHHON hapMalleBTUYECKOH CyOCTaHLUA

3.2.6. OuncTka BEUICICHHON (hapMalleBTHYECKOH CYOCTaHIHM

3.2.7. Ilpouee

IlpousBoacTBo ¢apmaneBTHYECKHX CYOCTAaHOMH € HCHOJAL30BaHHEM
0HOJOrHYeCcKHX NpoLeccoB

3.3.1. @®epMeHTALHSA

3.3.2. IIpon3BOACTBO € HCNONB30BAHMEM KIIETOYHBIX KYJbTYP (KIeTKH rpuboB,
KIETKH OaKTepHii)

3.3.3. Boizesienue (0YHCTKA)

3.3.4. Monuduxanus

3.3.5. IIpouyee: co3manue u MOANEpIKaHKHe IIIaBHOTO ¥ paboyero 6aHKOB KIIETOK
(knetku rpuboB, KieTkd OakTepuif), CO34aHHE M IO[IEPXKAHHE TJIABHOIO H
pabouyero GaHKOB BHpPYCOB, (UIBTpalMs/cTepwiM3ylOmas  (QUILTpaiys,
hopMynMpoBaHHe, THOQHUIFHOE BEICYIIMBAHHUE

IIpoM3BOACTBO CTEPHIABLHLIX (hapManeBTHYECKHX CYOCcTaHIMH

3.4.1. MdapmaneBTHYecKHe CYOCTAHLHHM, NPOM3BOAHMBIE B ACENTHYECKHX
YCJIOBHAX
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3.4.2. ®apMaleBTHYECKHE CYOCTaHIIMH, IOABEpPracMble HQHHHUITHON CTEPHIH3ALIHH

3.5 | 3aBepmiaoniAe CTAAMH NPOM3BOACTBA PapMANEBTHIECKMX CYOCTAHUMHA
3.5.1. Cranuu duszuaeckoi 06paboTku
® | 3.5.2. [leppuyHas YNAKOBKA
B | 3.5.3. BropuyHasi YIaKoOBKa
3.5.4. IIpouee
3.6 | KoHTpoJib KauecTBa

3.6.1. ®usnueckue (XMMUYECKHAE) UCIIBITAHUA

3.60.2. MuKpOOHOIOrHYECKHE UCIILITAHHS (Brurroyas HCIBITaHAE
Ha CTEPHJIBHOCTD)
3.6.3. MuKpOOHOTIOTHYECKHE UCTIBITaHUS (cxmroyas HCITBITaHHE

Ha CTEPUIIBHOCTH)

3.6.4. buonoruyeckue UCIIbITaHus

4. TIPOYUE OIIEPALIUU - PAPMALEBTUYECKUE CYBCTAHLIUA

OrpaHMueHHs MM TIOACHUTEIbHBIE 3aMETKH, Kacaloluecs oOnacTd NpPUMEHEeHMs
ceprudukara: -

E.I'. Ilpue3xeBa
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EURASIAN ECONOMIC UNION
MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION

CERTIFICATE

OF COMPLIANCE OF THE MEDICINAL PRODUCTS MANUFACTURE WITH THE RULES OF GOOD
MANUFACTURING PRACTICE OF THE EURASIAN ECONOMIC UNION

No. GMP/EAEU/RU/01479-2024
Valid from August 09, 2024 to August 08, 2027

Issued following the results of the pharmaceutical inspection in accordance with the
Rules for Conducting Pharmaceutical Inspections approved by the Decision of the Eurasian
Economic Commission No. 83 dated November 03, 2016

Ministry of Industry and Trade of the Russian Federation (Minpromtorg of Russia)
(full and abbreviated name of the competent body)

certifies that
a pharmaceutical inspection was conducted at

Federal State Unitary Enterprise “Saint Petersburg Scientific Research Institute of
Vaccines and Sera and Enterprise for the Production of Bacterial Preparations” of the
Federal Medical and Biologic Agency

(manufacturer’s full name)

Saint Petersburg, Krasnoe Selo, ul. Svobody, 52, letter B
(address of the manufacturing site)

according to:
application No. 4390210884 for a permit (license) to carry out activities related to the
production of medicinal products.

Subject to the information obtained during the inspections, the latest of which was
carried out from August 08, 2024 to August 09, 2024, it was established that the
pharmaceutical production complies with the Rules for Good Manufacturing Practice of the
Eurasian Economic Union, which are equivalent to the Principles and Guidelines of the
European Union on Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use and the principles of the Pharmaceutical Inspection Cooperation System
(PIC/S).
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GMP/EAEU/RU/01479-2024

This certificate shows the status of the manufacturing site at the time of the
pharmaceutical inspection and may not be considered a document evidencing the compliance
status after more than 3 years from the last date of the latest inspection. The term of validity
hereof may be reduced using appropriate risk management principles if there is an
appropriate entry in the field "Restrictions or explanatory notes regarding the scope of this
certificate".

The certificate is valid if all of its sheets (both main and additional sheets) are presented.

The authenticity of this certificate can be verified in the database of the Ministry of
Industry and Trade of Russia.

If the certificate is absent in the database above, please, contact the issuing authorized
body.

Deputy Minister /Signature/ E.G. Priezzheva
L.S.

September 10, 2024
(certificate issue date)
Seal: MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION *
MINPROMTORG OF RUSSIA * PRINCIPAL STATE REGISTRATION NUMBER (OGRN)
1047796323123
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MINISTRY OF INDUSTRY AND TRADE
OF THE RUSSIAN FEDERATION
GMP/EAEU/RU/01479-2024

S Human medicinal products

S Pharmaceutical products for clinical trials (tests)

Code |

Name

I. PRODUCTION OPERATIONS — MEDICINAL PRODUCTS

1.1

Sterile products

S

1.1.1 Products prepared aseptically (processing operations for subsequent
dosage forms):

1.1.1.1. Large-volume liquid dosage forms

1.1.1.2. Small-volume liquid dosage forms: diluent, solution, suspension,
emulsion

1.1.1.3. Lyophilisates: lyophilisate

1.1.1.4. Solid dosage forms and implants

1.1.1.5. Semi-solid dosage forms

1.1.1.6. Other aseptically prepared products: intermediate product:
solution

1.1.2. Terminally sterilized (processing operations for the following dosage
forms):

1.1.2.1. Large-volume liquid dosage forms

1.1.2.2. Small-volume liquid dosage forms: diluent, solution

1.1.2.3. Solid dosage forms and implants

1.1.2.4. Semi-solid dosage forms

1.1.2.5. Other terminally sterilized products

1.1.3. Release quality control

1.2

Non-sterile products

1.2.1. Non-sterile products (processing operations for the following dosage
forms):

1.2.1.1. Hard-shelled capsules

1.2.1.2. Soft-shelled capsules

1.2.1.3. Chewing dosage forms

1.2.1.4. Impregnated dosage forms

1.2.1.5. Liquid dosage forms for topical application

1.2.1.6. Liquid dosage forms for oral administration

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms: lyophilisate

1.2.1.9. Pressurized preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solid dosage forms

1.2.1.12. Suppositories
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GMP/EAEU/RU/01479-2024

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Other non-sterile products

1.2.2. Release control (batch certification)

1.3

Biological medicinal products

1.3.1. Biological medicinal products:

1.3.1.1. Blood products

1.3.1.2. Immunological products: allergens: solution; vaccine: lyophilisate,
solution, suspension, emulsion

1.3.1.3. Somatic cell products (somatic cell therapy products)

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products: other biotechnology products: diluent,
lyophilisate

1.3.1.6. Products extracted from animal or human organs (tissues): organ
preparations: solution

1.3.1.7. Tissue engineering products

1.3.1.8. Other biological medicinal products: intermediate product: solution

1.3.2. Release quality control (batch certification) (list of product types):

1.3.2.1. Blood products

1.3.2.2. Immunobiological products

1.3.2.3. Somatic cell products (somatic cell therapy products)

1.3.2.4. Gene therapy products

1.3.2.5. Biotechnology products

1.3.2.6. products extracted from animal or human organs (tissues)

1.3.2.7. Tissue engineering products

1.3.2.8. Other biological medicinal products

Deputy Minister /Signature/ E.G. Priezzheva

L.S.

September 10, 2024

(certificate issue date)

Seal: MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION *
MINPROMTORG OF RUSSIA * PRINCIPAL STATE REGISTRATION NUMBER (OGRN)
1047796323123
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MINISTRY OF INDUSTRY AND TRADE
OF THE RUSSIAN FEDERATION
GMP/EAEU/RU/01479-2024

1.4

Other medicinal products or manufacturing activities

1.4.1 Manufacture of:

1.4.1.1. Plant products

1.4.1.2. Homoeopathic products

1.4.1.3. Other products: diluent, solution, lyophilisate

1.4.2. Sterilization of active substances, excipients, and finished products:

1.4.2.1. Filtering

1.4.2.2. Dry heat sterilization

(4] ”wunow

1.4.2.3. Steam sterilization

1.4.2.4. Chemical sterilization

1.4.2.5. Gamma sterilization

1.4.2.6. Electron beam sterilization

1.4.3. Other

1.5

Packaging

1.5.1. Primary packaging:

1.5.1.1. Hard-shelled capsules

1.5.1.2. Soft-shelled capsules

1.5.1.3. Chewing dosage forms

1.5.1.4. Impregnated dosage forms

1.5.1.5. Liquid dosage forms for topical application

1.5.1.6. Liquid dosage forms for oral administration

1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms: lyophilisate

1.5.1.9. Pressurized preparations

1.5.1.10. Radionuclide generators

1.5.1.11. Semi-solid dosage forms

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches

1.5.1.15. Other non-sterile medicinal products

1.5.2. Secondary packaging

1.6

Quality Control

1.6.1. Microbiological testing: sterility

1.6.2. Microbiological testing: microbial limits

1.6.3. Chemical (physical) testing

1.6.4. Biological testing

2. IMPORT OF MEDICINAL PRODUCTS

2.1

Quality control testing of imported medicinal products

2.1.1. Microbiological testing: sterility
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GMP/EAEU/RU/01479-2024

2.1.2. Microbiological testing: microbial limits

2.1.3. Chemical (physical) testing

2.1.4. Biological testing

2.2 | Batch certification of imported medicinal products

2.2.1 Sterile products:

2.2.1.1. Aseptically prepared

2.2.1.2. Terminally sterilized

2.2.2 Non-sterile products

2.2.3. Biological medicinal products:

2.2.3.1. Blood products

2.2.3.2. Immunobiological products

2.2.3.3. Somatic cell products (somatic cell therapy products)

2.2.3.4. Gene therapy products

2.2.3.5. Biotechnology products

2.2.3.6. products extracted from animal or human organs (tissues)

2.2.3.7. Tissue engineering products

2.2.3.8. Other biological medicinal products

2.3 | Other import activities

2.3.1. Physical import site

2.3.2. Import of intermediate products which undergo further processing

2.3.3. Other

Deputy Minister /Signature/ E.G. Priezzheva
L.S.

September 10, 2024
(certificate issue date)
Seal: MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION *
MINPROMTORG OF RUSSIA * PRINCIPAL STATE REGISTRATION NUMBER (OGRN)
1047796323123
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MINISTRY OF INDUSTRY AND TRADE
OF THE RUSSIAN FEDERATION
GMP/EAEU/RU/01479-2024

3. MANUFACTURING OPERATIONS — DRUG SUBSTANCES

Drug substance(s):

3.1 |Manufacture of drug substances by chemical synthesis method

S 3.1.1. Manufacturing of drug substance intermediates

3.1.2. Manufacture of crude drug substance

S 3.1.3. Salification (purification): purification, physical processing

S 3.1.4. Other: filtration/sterilizing filtration, freeze drying

3.2 |Manufacture of drug substances by extraction from natural sources

3.2.1. Extraction of drug substances from plant sources

3.2.2. Extraction of drug substances from animal sources

3.2.3. Extraction of drug substances from human organs (tissues)

3.2.4. Extraction of drug substances from mineral sources

3.2.5. Modification of extracted drug substance

3.2.6. Purification of extracted drug substance

3.2.7. Other

3.3 | Manufacture of drug substances using biological processes

3.3.1. Fermentation

3.3.2. Manufacturing using cell cultures (fungal cells, bacterial cells)

3.3.3. Extraction (purification)

3.3.4. Modification

nwuunwnwn

3.3.5. Other: creation and maintenance of master and working seed bank (fungal
cells, bacterial cells), creation and maintenance of master and working seed virus
banks, filtration/sterilization filtration, formulation, freeze-drying

3.4 |Manufacture of sterile drug substances

S 3.4.1. Aseptically prepared drug substances
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GMP/EAEU/RU/01479-2024

3.4.2. Terminally sterilized drug substances

3.5 |Final manufacturing stages of drug substances

3.5.1. Physical processing stages

S 3.5.2. Primary packaging

S 3.5.3. Secondary packaging

3.5.4. Other

3.6 | Quality Control

3.6.1. Physical (chemical) testing

3.6.2. Microbiological testing (including sterility testing)

3.6.3. Microbiological testing (excluding sterility testing)

3.6.4. Biological testing

4. OTHER OPERATIONS — DRUG SUBSTANCES

Limitations or explanatory notes in respect of the scope of the certificate: -

Deputy Minister /Signature/ E.G. Priezzheva
L.S.

September 10, 2024
(certificate issue date)
Seal: MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION *
MINPROMTORG OF RUSSIA * PRINCIPAL STATE REGISTRATION NUMBER (OGRN)
1047796323123
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