-"’-‘;E-B-'P-A3M1‘f1c1<1f1ﬁ 3KOHOMMUYECKHUHN COIO3 b= 5|

MHUHUCTEPCTBO NPOMBILWJIEHHOCTH U TOPT'OBJIH
POCCHUHCKOH ®EIEPAILIMHA

CEPTU®HUKAT PN

COOTBETCTBH}{ TTPOU3BOJICTBA JIEKAPCTBEHHbBIX CPEJCTB TPEBOBAHH}IM [TPABHJI
HAJUTEXALIEV [TPOM3BOACTBEHHOM IMPAKTHKHU EBPA3UICKOIO SKOHOMMYECKOI'O COIO3A

Ne GMP/EAEU/RU/01478-2024
Cpox neiictust ¢ 09.08.2024 o 08.08.2027

Beigan 1mo  WToraM  mpoBeAeHus — GapMaleBTHYECKOH ~— MHCIIEKIHH
B cooTBeTCTBHM ¢ IlpaBunmamu mnpoBeneHHMs (apMaleBTHIECKMX HHCIIEKLIMA,
yreepxxaeHHeEIMH  Pemienuem CoBera EBpasuiickod 3KOHOMHYECKOH KOMMCCHH
oT 3 HosOps1 2016 1. Ne 83

MUHHUCTEPCTBO MPOMBIIIIEHHOCTH ¥ TOprosii Poccuiickoi @enepauun
(Musanpomropr Poccun)

(rTonHOE M COKpallIeHHOE HAMMEHOBAHHE YIIONTHOMOYEHHOTr0 OpraHa)

TIOITBEPXKIAET CIEAYIOLIEE:
npoBeJeHa apMaleBTHIeCKas HHCITEKIIUS

DeepabHOE TOCYaPCTBEHHOE YHUTAPHOE NpeNpUHsTHe
«CankT-Tlerep6yprekuii HayyHO-HCC/IEI0BATENbCKHH HHCTHTYT BAKIHH H
CHIBOPOTOK M NPeANpPHSATHE 10 MPOH3BOACTBY 0aKTEPHITHBIX IpenapaToB»

DeaepaibHOro MeAMKO-0HOJIOrHYeCKOr0 areHTCTBA

(MoNHOE HaMMEHOBaHHE NPOUIBOTHTENS )
r. Canxr-Iletep6ypr, r. Kpacroe Ceno, yn. Cob6oasl, a. 52, mur. A
(anpec MPOH3BOACTBEHHOH IMNOMAIKH)

Ha OCHOBAaHHUH:
sassreHns Ne 4390210884 na nonydenue paspenieHus (JIMIEH3MH) Ha OCYIICCTBIECHHE
' OEATENBHOCTH I10 IPOM3BOJCTBY JIEKAPCTBEHHBIX CPE/ICTB.

Ha ocHOBaHHMH CBEICHHH, IOMYYEHHBIX IIPY NPOBEICHHH HHCIIEKTHPOBAHHA,
nociegHee u3 KoTopsix 6pu10 nposeneHo 08.08.2024 - 09.08.2024, ycTaHOBIEHO, YTO
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naHHOe (hapMaleBTHIECKOE IPOM3BOACTBO COOTBETCTBYyeT TpebGoBanmsiM IlpaBui
HaJUIe)Xalled IIPOM3BOACTBEHHON NMpaKTHKM EBpa3MiiCKOro 3KOHOMHYECKOrO CO03a,
9KBHUBAJICHTHBIX lemunnam u PykoBoacTBy EBpOmeickoro corsa mo HaJuiexaliei
NPOM3BOJACTBEHHON INPAKTHKE JIEKADCTBEHHBIX CPEACTB AN  MEIHIHMHCKOTO
M BETEPHHApHOrO NPUMCHEHHA M TpHHUMIaM CHCTEMBI COTDYAHHYECTBA
dapmaneBTHyeckux uHcneknuit (PIC/S).

Hacrosmuit cepTudukar OTpaXkaeT CTaTyC IPOM3BOIACTBEHHOW IUIOUIAIKH
Ha MOMEHT NPOBEACHMs (apMaleBTHYECKOM MHCIIEKIUH B 0 ucTeueHuu bosee 3 ser
OT JaThl IIOCHENHET0 [AHS IIOCIEOHEr0 HWHCIEKTHPOBAHHA HE MOXKET CYUMTAThCH
OOKyMEHTOM, CBHIETEIBCTBYIOIMM O cTaryce coorBercTBHA. Cpox aeicTBms
ceprudrrata MOXeT OBITH COKpalieH IIPH MCIOJB30BaHHH COOTBETCTBYHOLIMX
NPHUHIIMIIOB YIPABIEHUS PUCKAMH NPH HAIWYUM COOTBETCTBYIONIEH 3amMCH B TOJE
«OrpaHUYeHHUs WM I[OSCHUTENBHBIE 3aMETKH, Kacalolupecs o0IacTH IpUMEHEHUS
HACTOAILEro cepTudukaTay.

Ceprudukar sBIAETCA NEHCTBHTENBHBIM B Cly4ac MpEACTaBIEHHA BCEX
€ro JIMCTOB (KaK OCHOBHBIX JINCTOB, TaK M JOMOIHUTENBHEIX JIHCTOB).

AyYTEHTHYHOCTS (MOANMHHOCTD) HACTOAIIECTO CepTH(UKATA MOXKHO IIPOBEPUTH
B 6a3ze mannelx Munnpomropra Poccun.

Ecnu ceprudukar He IpEACTaBIEH B YKa3aHHOM 0a3ze HaHHBIX, ClemyeT
00paTUTHCA B YIIOTHOMOYEHHBIH Opras, ero BBIJIABIIMH.

E.T'. Ipue3sxeBa

centsbps 2024 r.
BHL0AYU cepmugpuxama)
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MUHWUCTEPCTBO IIPOMBILIIEHHOCTH W TOPTOBJIM
POCCHNUCKOH ®EJNEPALIUA
GMP/EAEU/RU/01478-2024

= Hexapmeanme CpeacTBa g MEJHIHHCKOI0 NPHMCHEHH S

® JlekapcTBeHHbIE NPenapaThl JJIs KIMHHYECKHX HCCIeJ0BAHUH (MCIIBbITAHMI)

Kon

HauMeHoBanue

. IPOU3BOJCTBEHHBIE OIIEPAIIUU — IEKAPCTBEHHAA NNPOAYKIIUA

CrepuabHAsA NPOXAYKIIHS

1.1.1 Ilpom3BoguMas B acenTHYECKHX YyCJIOBHAX (omepanuu o0paboTkm
JJIS CJIeYIOUIMX JIeKAPCTBEHHbIX (hOpM):

1.1.1.1. XXunkue nexapcreenHble (hopMbl 60JIBIOr0 00BeMa

1.1.1.2. ZKmakue JexapcTBeHHble (GopMbl Majoro obbema: pacTBop,
3MYJIBCHSA

1.1.1.3. JInodunuszatsl

1.1.1.4. TBepaple TekapcTBeHHBIE HOPMBI X UMILTAHTATHI

1.1.1.5. Markue nexapcTBeHHbIE HOPMBI

1.1.1.6. Ilpovas npoayKIMs, IPOU3BOIHMAsN B aCENTHYECKHUX YCIOBHSIX

1.1.2. IlomBepraemas ¢uHMIIHONW crepunu3auuu (omepauuu o6paboTKH
JUIA CIEAYIONIMX JIEKapCTBEHHBIX GopM):

1.1.2.1. Xuaxue ekapcTBeHHsIe GopMsel 6osb1Ioro obsema

1.1.2.2. XXunxue sekapcTBeHHBIE POPMBI MAIOro oosema

1.1.2.3. TBepapie JieKapcTBeHHBIE HOPMBI H HMIUIAHTATHI

1.1.2.4. Markue nexapcTBeHHbIE HOPMBI

1.1.2.5. ITpoyas npoaykuus, noasepraeMas GUHUIIHONW CTEPUIU3ALMU

1.1.3. Boinyckawmui KOHTPOJIbL Ka9ecTBa

HecTepniabHasi NnpOAYKIHA

[ EE X EEXEEEXEXEX.

1.2:1. Hecrepunsnas MIPOAYKIIHA (TEeXHOJIOrMYECKHe onepauuu
UL TIOJIY9E€HHMS CISIYIOMMX JIEKapCTBEHHBIX (GOopM):

1.2.1.1. Kancynsl B TBEpI0# 06010UKE

1.2.1.2. Kancysl B MATKOM 000J109Ke

1.2.1.3. XeBaTenbHbIe JIEKapCTBEHHBIE HOPMEI

1.2.1.4. UMOperaupoBaHHEIe JIEKApCTBEHHEIE HOPMBI

1.2.1.5. JdKuakue nexkapcTBeHHbIE HOPMBI AJIsL HAPY>XHOIO IPHMEHEHUS

1.2.1.6. XKuakue nekapcTBeHHbIE (OPMBI ULl BHYTPEHHET 0 IPUMEHEHHUS

1.2.1.7. MeuIMHCKHAE Ta3bl

1.2.1.8. IIpoune TBepaBIe JeKapCTBEHHBIE (DOPMEI

1.2.1.9. ITpenapatel, Haxoasnixecs N0 JaBICHHEM

1.2.1.10. PaguoRyKIMIHBIE TeHEPATOPE]

1.2.1.11. Msirkue nexapcrBeHHbIE QOPMEI

1.2.1.12. CBeuu (CYIIIO3UTOPHH)

1.2.1.13. Ta6bnerkn

1.2.1.14. TpancaepMayibHbIe IUIACTHIPH

Crpanuua 3 u3 8
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GMP/EAEU/RU/01478-2024

1.2.1.15. Ilpoyas HECTEpUIbHAS IIPOAYKIIHA

1.2.2. BeinycKali KOHTPOJIb Ka4yecTBa (CepTHOUKANMS CEPHH)

Buonornyeckasi JeKapCTBEHHAS NPOAYKIHS

1.3.1. Buosornyeckas JeKapcTBEHHAA NIPOAYKI M

1.3.1.1. IIpOayKTEL KpOBH

1.3.1.2. UMMyHoOHOJOTHYeCcKasd NPOAYKUMA: aJUICPIeHEl: PacTBOP; BaKLMHBI:
SMYIIbCUS

1.3.1.3. IIpoayKiss Ha OCHOBE COMaTHYECKHX KJIETOK (IPOAYKLIHA IJIA TEPAIHH
COMATHYECKUMH KIETKAMH)

1.3.1.4. 'enoTepaneBTHYECKas NPOLYKLHS

1.3.1.5. buorexHomoru4yeckas mpoLyKius

1.3.1.6. Ilpomykuws, BBIACIEHHAs M3 XXMBOTHBIX HCTOYHMKOB HJIM OpPraHOB
(TKaHel) yenoBexa

1.3.1.7. TkanenHxeHepHas TPOAYKIHs (MPOXYKIHMSI TKAHEBOM MH)KCHEPUH)

1.3.1.8. ITpouas Guonoruyeckas JeKapCTBEHHAs POy KIS

® | 1.3.2. Beinyckawmuii KOHTPOJE (CepTHGHKANMS cepml) (nepeyeHL BHAOB
MPOIYKIHH):
1.3.2.1. [IpogyKThl KpOBH
= 1.3.2.2. AMMyHOOHOJI0THY eCKas IIPOAYKIHS
1.3.2.3. TIpomyKuust Ha OCHOBE COMATHYECKHX KIETOK (IIPOXYKIHSA AJIs TEPAIii
COMATHYECKUMHM KIIETKAMH)
1.3.2.4. 'enoTepaneBTHYECKas IPOLYKIIUSA
= 1.3.2.5. BuoTexHoJ0ru49ecKas NPoayKIHs
= 1.3.2.6 Ilpoaykuus, BbIAeJI€HHANA H3 JKHBOTHBIX HCTOYHHKOB HJIH OPraHoB
(TKaHeH) YeJ0BeKa
1.3.2.7. TxaHeHHXX€eHepHas MPOAYKIHs (IPOAYKIMA TKAaHEBOH MH)XCHEPUH)
® 1.3.2.8. Ilpoyas 6moJornyecKasi JeKapcTBeHHas MPOAYKIMSA
3amegLTs E.I'. Ilpne3sxesa
pr .
g S
g g&_;"
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MWHUCTEPCTBO ITPOMBIUIJIEHHOCTH U TOPFOB.HH
POCCHIMACKON ®EJEPALIUA
GMP/EAEU/RU/01478-2024

Ipoyas JeKapcTBeHHAS NPOAYKIASA HIH NPOU3BOACTBEHHANA NeATENbHOCTD

1.4.1. ITpou3BOACTRO:

1.4.1.1. PactuTensHas npoXyKIIUs

1.4.1.2. 'omeonaTiudeckas NPOIYKIUA

1.4.1.3. ITpouas npoayKuus

1.4.2. Crepuimsanus ¢apmaneBTHYECKHX CyOcTaHIHWH, BCIOMOraTe bHbIX
BellecTB, FTOTOBOM NMPOAYKIMH:

1.4.2.1. ®PuabTpanus

1.4.2.2. CyxoxapoBasi CTepHInA3aus

1.4.2.3. Crepuansanys mapom

1.4.2.4. XuMuyeckas CTepHWIH3aIUs

1.4.2.5. Crepunm3anysi raMMa-u3Iy9eHHeM

1.4.2.6. CTepuan3anys 31€KTPOHHEIM H3TyYEHHEM

1.4.3. IIpouyee: xpaHeHHe U peanH3aLlUs JeKapCTBEHHbIX cpeacTs: (MockoBckas
061, r.0. Jomongenoso, r. Jomoaenoso, Mxp. CeBepHbli, yia. Jloructudgeckas,
. 1/6

VYnakoBka

1.5.1. IlepBuuHas yrakoBKa:

1.5.1.1. Kancysl B TBEp0# 000104Ke

1.5.1.2. Kanicynsl B MATKO# 060/1049Ke

1.5.1.3. XXeBarenpHbIe JEKapCTBEHHBIE (POPMEI

1.5.1.4. UMniperHUupOBaHHEIE JIEKAPCTBEHHEIE (DOPMEL

1.5.1.5. Xunkue iekapcTBeHHBIE HOPMBI U1 HAPY>KHOI'O IIPUMEHEHUS

1.5.1.6. XKXunkue nexapCcTBeHHbIE (GOPMBI U1l BHYTPEHHEr0 IPUMEHEHUS

1.5.1.7. MeguIMHCKHE Ia3bl

8806060 0 =28

(A X ERERENK)

1.5.1.8. ITpousne TBEpAbIE IEKAPCTBEHHBIE HOPMEI

1.5.1.9. IlpenmapaTsl, HaXOAAMIMECS IO NABICHUEM

1.5.1.10. PanuoHyKIHAHBIE TE€HEPATOPEI]

1.5.1.11. Markue nekapcTBeHHEIE HOPMEBI

1.5.1.12. CBeuu (CYynImo3HTOpHH)

1.5.1.13. Tabnerku

1.5.1.14. TpancaepManbHbI€ TUIACTHIPH

1.5.1.15. ITpoyas HecTepwiIbHAs JIeKapCTBEHHAsA MPOAYKIIHUS

1.5.2. BropuyHas ynakoBka

KonTpoas kayecTBa

1.6.1. MuxpoOMoJ0rndecKne HCNLITAHUS: CTEPHIBHOCTH

1.6.2. MuKpPOOHMOJIOTHYECKHE HCTIBITAHUSA: MHKPOOHOJIOT HYEeCKas 9MCTOTA

1.6.3. Xumuyeckue (puzndyecKHe) HCNbITAHUSA

1.6.4. BuojornyecKkue HCHbITAHUSA

2. AMIIOPT JIEKAPCTBEHHOM ITPOIYKIIMA

Crpanuna 5 u3 8 000004794
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KoHTpPONb KaYecTBa HMIIOPTHPYEMOH JIeKapCTBEHHON NPOAYKLHH
2.1.1. MuKpOOHOIOrHYECKHE UCIILITAHUS: CTEPUIBHOCTD ;
2.1.2. Muxpobuoaorniyeckre HCIBITaH!A: MUKPOOHOIOrHYeCcKasa YHCTOTA
2.1.3. Xumuyeckue ((hpu3n4ecKuie) HCIbITAHHS
2.1.4. bHoNOrnYecKHe HCNbITAHUSA &
CepTudukanus cepuy UMIOPTHPYEMOMH JIeKAPCTBEHHOH NPOAYKIIMH 4
2.2.1 CrepuabHas MPOAYKIIMA:
2.2.1.1. Ilpou3BoauMasi B aCeNTHYECKHX YCJIOBHAX I
2.2.1.2. IlogsepraeMasi (GUMHUIITHON CTEPWIH3ALMH i
2.2.2. HecrepunbHasi IPOAYKIIVS
2.2.3. buoJjornyeckasi JileKapCTBeHHAas NPOAYKIUA: {t
2.2.3.1. ITpoayKTsl KpOBH |
2.2.3.2. UmMyHOOHOJIOrHYeCKAs] NPOAYKIMS I
2.2.3.3. [Iponykuus Ha OCHOBE COMAaTHYECKHX KIETOK (IPOAYKLHS I TEPANTHH
COMATHYECKHMH KIETKaMH)
& 2.2.3.4. I'eHoTepaneBTHYECKAs IPOIYKIIMAL
' 2.2.3.5. bruorexHoioru4eckas npoayKuus
2.2.3.6. Ilpomyxius, BBIIENEHHAsA M3 XHUBOTHBIX HCTOYHHKOB HJIH OpTaHOB
(TKaHeit) yenmoBexa 12
2.2.3.7. TkanenHxeHepHas NPOAYKLMs (NMPOIYKIIHs TKAHEBOH HHKCHEPHH) g
2.2.3.8. IIpoyas buonorudeckas JIeKapCTBEHHAs! IPOIYKIIHS "
2.3 | [Ipoyas geaTenbHOCTS 110 UMIIOPTY (BBO3Y)
2.3.1. Ilnouragka dhuzuyeckoro uMnopra (Beo3a) |
2.3.2. IMDoptT NpoOMEKYTOYHOH TPOMYKIHH, IIOJBEPraloieics albHennen
obpaboTke i
2.3.3. Ilpoyee

e
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MUHUCTEPCTBO MTPOMBILIJIEHHOCTH ¥ TOPTOBJIM
POCCHUNUCKOA ®EJIEPALIA
GMP/EAEU/RU/01478-2024

3. IPOM3BOJACTBEHHBIE ONEPAIINY - PAPMAIIEBTUYECKUE
CYBCTAHIIAHA

®apmarnieBTHYeCKas cybCcTaHIusg (cyGCTaHuﬁH):

3.1

ITpou3BoACTBO (hapMaLEBTHYECKHX CYOCTAHIMIA METOIOM XMMHYECKOTO CHHTE32

3.1.1. ITpou3BOACTBO MPOMEXYTOYHEIX MPOAYKTOB (hapMaIleBTHYECKOH CYOCTaHIHH

3.1.2. [Tpou3BOACTBO HEOYHIEHHOH (hapMalleBTHYECKOH CyOCTaHUIHM

3.1.3. ConeobpasoBanue (04HCTKA)

3.1.4. TIpoyee

IIpousBoncTBO  (hapMaueBTHYECKHX CyOCTAaHLMA METOZaMH BBIACNCHHUS U3
IIPUPOJIHEIX HCTOYHUKOB

3.2.1. Brizenenne papMaueBTHIECKUX CYOCTaHIMIM H3 HCTOYHHKOB PACTUTEIIBHOIO
IIPOUCXOXICHUS

3.2.2. Boigenenue (GapMaleBTHYECKHX CyOCTaHLUMH M3 HCTOYHHKOB JKMBOTHOTO
IIPOUCXOXKIECHHUS

3.2.3. Brijenenye dhapManeBTHIECKHUX CYOCTaHIMIM B3 OpraHoB (TKaHe#H) YeaoBeka

3.2.4. Brigenenue dhapMaleBTHYECKHMX CyOCTaHIMH M3 HCTOYHMKOB MHHEPATIBHOTO
IIPOHCXOXKIACHUSA

3.2.5. MomuduKauus BeIEIEHHOH (DapManeBTUYECKON cyOcTaHIH

3.2.6. OyncTka BeLICIEHHON (hapMalleBTHYECKOH cyOCcTaHIMU

3.2.7. Ilpoyee

IIponsBocTBO  (apmManeBTHYECKHX CyOCTaHHHMH ¢  HMCNOJb30BaHHEM
OHOJIOrMYEeCKUX MPONECCOB

3.3.1. ®epMeHTaAIHA

3.3.2. IlIpoM3BOACTBO € HMCHOJAB30BAHHEM KJIETOYHBIX KYJIBTYpP (KIETKH
OaxTepui)

3.3.3. Boizeienue (04HCTKA)

3.3.4. Moaupukanus

3.3.5. IIpoyee: co3nanue ¥ NOANEPXKAHME ITIaBHOrO U pabodero 6aHKOB KIETOK
(knetku Oakrepuit), co3maHMe M MOJAEpPKaHWE INAaBHOro W paboyero OGaHKOB
BHPYCOB, GuabTpanus/crepunnsyromas GuinsTpanns, GopMyIHpOBaHNE

IIpoH3BOACTBO CTEPHIbLHBIX papManeBTHYEeCKHX CyOcTaHIH i

3.4.1. ®apmaneBTHYeCKHE CyOCTAHUHH, NPOM3BOAMMBIE B ACENTHYECKHMX
YCIOBHAX

3.4.2. ®apmauepTHUECKKE CyOCTaHIMH, MoaBepracMblie GUHUILHON CTEPUIH3ALIUH

3aBepluaronye CTaguy IIPOU3BOCTBA (hapMaLIEBTHYECKHX CYOCTaHIMHA

3.5.1. Craguu dusmgeckor 0b6paboTku

3.5.2. IlepruuyHas ynmakoBKa

3.5.3. Bropu4Has yIakoBKa

Crpannnua 7 n3 8
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3.5.4. Ilpouee

KoHTposb KayecTBa

3.6.1. ®uznyeckue (XHMHYECKHUE) HCNBITAHUSA

3.6.2. MukpoOuonoruyeckMe  HMCHOBITaHMA  (BKJIYAasg  MCOBITAHHE
HA CTEPHJIBbHOCTD)

3.6.3. MuxpobuosioruyecKkue  HMCOLITAHMA  (MCKJIHYasi  MCOBLITAHUE
HA CTEePHJbHOCTD)

3.6.4. BuoJjoru4yeckue HCNbLITAHUSA

4. TIPOYHME OIIEPAITMHA - PAPMAIIEBTUYECKHME CYBCTAHILIMA

OrpaHn4eHHUsi WM TIOSCHHUTENBHBIC 3aMETKH, Kacalmomuecs oO0JIacTH TpUMEHEHHs
ceprudukara: -

E.I'. Ilpues:xesa

3amecTuTens MunncTpa

e s A Tas,

0

% 10 centsiops 2024 r.
)
ama gvidayu cepmugpuxama)
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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/01478-2024
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 A
(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).

Page 1 of 8
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GMP/EAEU/RU/01478-2024

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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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: solution, emulsion

1.1.1.3. Lyophilizates

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

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

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

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

1.2.1.13. Tablets

1.2.1.14. Transdermal patches
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1.2.1.15. Other non-sterile products

S 1.2.2. Release control (batch certification)

1.3 | Biological medicinal products

S 1.3.1. Biological medicinal products:

1.3.1.1. Blood products

S 1.3.1.2. Immunological products: allergens: solution; vaccines: 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

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

1.3.1.7. Tissue engineering products

1.3.1.8. Other biological medicinal products

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

1.3.2.1. Blood products

S 1.3.2.2. Immunobiological products

1.3.2.3. Somatic cell products (somatic cell therapy products)

1.3.2.4. Gene therapy products

S 1.3.2.5. Biotechnology products
S 1.3.2.6. products extracted from animal or human organs (tissues)
1.3.2.7. Tissue engineering products
S 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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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

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

1.4.2.1. Filtering

1.4.2.2. Dry heat sterilization

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: storage and sale of medicinal products: (Moscow Region,
Domodedovo City District, Domodedovo, microdistrict Severny, ul.
Logisticheskaya, 1/6)

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

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

nwununwn

1.6.4. Biological testing

2. IMPORT OF MEDICINAL PRODUCTS
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2.1 | Quality control testing of imported medicinal products

2.1.1. Microbiological testing: sterility

2.1.2. Microbiological testing: microbial limits

2.1.3. Chemical (physical) testing

S 2.1.4. Biological testing

2.2 |Batch certification of imported medicinal products

S 2.2.1 Sterile products:

S 2.2.1.1. Aseptically prepared

2.2.1.2. Terminally sterilized

2.2.2 Non-sterile products

S 2.2.3. Biological medicinal products:

2.2.3.1. Blood products

S 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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3. MANUFACTURING OPERATIONS — DRUG SUBSTANCES

Drug substance(s):

3.1 |Manufacture of drug substances by chemical synthesis method

3.1.1. Manufacturing of drug substance intermediates

3.1.2. Manufacture of crude drug substance

3.1.3. Salification/purification

3.1.4. Other

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 (bacterial cells)

3.3.3. Extraction (purification)

3.3.4. Modification

nwuunwnwn

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

3.4 |Manufacture of sterile drug substances

S 3.4.1. Aseptically prepared drug substances

3.4.2. Terminally sterilized drug substances

3.5 |Final manufacturing stages of drug substances

3.5.1. Physical processing stages

3.5.2. Primary packaging

3.5.3. Secondary packaging
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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)

”nwnnonw

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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