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/EBPA3MICKMII SKOHOMHYECKHUI COIO3

¥

"MHHUCTEPCTBO MNPOMBILIJIEHHOCTU ¥ TOPI'OBJIM
POCCHUICKOH ®EJEPALIUU

S CEPTU®UKAT IR

; COOTBETCT’BHE[ I'IPOH3B0.IICTBA JIEKAPCTBEHHBIX CPEICTB TPECOBAHWAM TTPABWJI
15 = HAJUIEXALLEYM ITPOU3BOJICTBEHHOM MTPAKTUKHA EBPA3UICKOTO SKOHOMMYECKOI'0 COHO3A

Ne GMP/EAEU/RU/01489-2024
Cpok ne#ictus ¢ 09.08.2024 o 08.08.2027

Beiman 1o  mroramMm — npoBeneHus — (apManeBTHYECKOH ~— MHCIEKIUU
B COOTBeTCTBHM ¢ [lpaBumamMu mpoBeneHuss (PapMaleBTUYECKUAX HHCIIECKLMH,
yrBepxaeHHeIMA  Pemienuem Cosera Eppasuiickodi 5KOHOMMYECKOW KOMUCCHHM
ot 3 Hos6ps 2016 . Ne 83

MuHHCTEPCTBO IPOMBILIIIEHHOCTH ¥ TOproBiu Poccuiickoit Meepanumn

(Munnpomropr Poccun)
(l'lOﬂHOé H COKpalleHHOE HAaHMEHOBAHHE YTTOITHOMOYEHHOTO opraHa)

MOATBEPKAAET ClIeyIouee:
npoBezieHa (papMaleBTHYECKass HHCIEKIMS

DeepajbHOE rOCYJapCTBEHHOE YHATAPHOE NPENPHATHE
«Cankr-IlerepOypreknii Hay4HO-HCCIEJ0BATEIbCKHH HHCTHTYT BAKIHH H

‘4 CHIBOPOTOK M NMpeANpPHATHE IO MPOU3BOACTBY OAKTEPHHHBIX MPENapaToB»

(De,aepam.noro MeAHKO0-0HO0JIOrHYeCcKOoro areHTcTBa

(onHOe HaMMEHOBaHHE npousaomens)
r. Caukr-Ilerepbypr, r. Kpacuoe Ceno, yi. Csobomsl, a. 52, mat. [T

4o (ap;pec IIPOM3BOJICTBEHHON MJIOIAMKH)

Ha OCHOBAHHUHU:
3aseenust Ne 4390210884 na nonyuenue paspemnienus (JIMLEH3MH) HA OCYIECTBICHHE
IESTENBHOCTH 10 IPOM3BOICTBY JIEKAPCTBEHHBIX CPEJICTB.

Ha ocHOBaHHM CBe[eHWMI, MONYYEHHBIX IPH NPOBEACHHM HHCIIEKTHPOBAHUA,
nocneanee M3 koropeix 65110 nposeaeno 08.08.2024 - 09.08.2024, yctaHOBIEHO, Y4TO
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GMP/EAEU/RU/01489-2024

AagHOe (apMaleBTHIECKOE TNPOU3BOICTBO COOTBETCTBYeT TpeboBanuam Ilpasui
Ha/yIeXaled Mpou3BOICTBEHHOH MPaKTHKH EBpasuiicKOro 3KOHOMMYECKOTO COI03a,
9KBUBAIEHTHBIX -Hpmumam u PykoBoacTBy EBpomeHcKoro cor3a 0 Hammiexamei
NPOM3BOACTBEHHON NPAKTHKE JIEKAPCTBEHHBIX  CPEACTB I  MEIMIMHCKOTO
M BETCPMHAPHOT0 TNpUMEHEHHMs M mnpuHmunam CHCTEMBI COTPYIHHYECTBA
(apmanesTryeckux uncnexkuui (PIC/S).

Hacrosmmii ceprudukaT oTpakaeT CTaTyc NpPOM3BOICTBEHHOM ILTOMIAIKH
HAa MOMEHT IIpOBe/IeHMs (papMalleBTUYECKOM MHCIIEKIMH H 110 McTeueHun Oonee 3 et
OT HAaThl IOCIEIHETO MOHS NOCIECAHEr0 MHCIEKTUPOBaHMA HE MOXKET CUYHMTAThCH
JOKYMEHTOM, CBHIETENBCTBYIOIIMM O CTaTyce cooTBeTCTBHA. Cpok meicTBHs
ceprudukata MOXKET OBITH COKpAaIlEH NPH MUCIONB30BAHAM COOTBETCTBYIONIMX
IPUHIMIIOB YIIPABICHUA PUCKAMH NPH HaIM4YMH COOTBETCTBYIOIIEH 3aIlMCH B IOJE
«OrpaHuyeHys HIM HOSCHHTENBHBIE 3aMETKH, Kacarolmuecs obnacTd IpuMeHEHHUs
HAaCTOSIIEro CepTU(UKATA.

Ceprudukar sBISETCS [CHCTBHUTENBHBIM B Cllydyae IIPEJCTaBIEHHS BCEX
ero NMCcTOB (KaK OCHOBHBIX JIUCTOB, TaK ¥ HOTMOJHUTEIIBHBIX JIUCTOB).

AyTeHTHYHOCTD (IOAJHHHOCTE) HACTOAIIEIO CepTHGHUKATa MOXKHO NPOBEPHUTH
B Oaze mamnpIx Murnpomropra Poccun.

Ecnu ceprudukar He IpeAcTaBieH B yKa3aHHOW 0a3e HOaHHBIX, cleayer
00paTUTECS B YIIOJIHOMOYCHHBIN OpraH, €ro BhIIaBIIHiA.
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MHUHUCTEPCTBO ITPOMBILJIEHHOCTHU U TOPI'OBJIA
POCCHHCKOHN ®EJIEPALIMHA
GMP/EAEU/RU/01489-2024

R JlekapcTBeHHbIE CPEACTBA A1l MEAUIHHCKOr0 IPHMEHEHAS
® JlekapcTBeHHBIE IPeNapaThl IJIs KIMHHYECKUX HCCIeJOBAHUMN (MCILITAHMIH)

>

HaunMeHoBaHue
L. IPOU3BOJCTBEHHBIE OIIEPAI.IEII JEKAPCTBEHHAS NNPOAYKIIUA
1.1 | CrepunpHas Opo yKIUs
1.1.1 IlpowsBommmas B aceNTHYECKHX YcnoBusax (omepaumuu oOpaboTku
JUIS CIEAYIONIHX JIEKAPCTBEHHBIX hopM):

1.1.1.1. Xunxue JgekapcTBeHHbIE (GopMBI O0Ib1IOr0 00BEMA

1.1.1.2. XXunkue gekapcTBeHHbIE GOPMEI MaIoro obsema

1.1.1.3. JIuopunusatel

1.1.1.4. TBepaspie NekapcTBEHHBIE HOPMBI M UMILIAHTATEI
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1.5. Markue ekapcTBeHHbIe HOPMBI
1.1.6. Ilpoyas npoXyKLHs, TPOU3BOAHMAsA B aCENTHYECKHX YCIOBHUAX
1.1.2. Tlomeepraemass GUHHMIIHOM cTepuIM3auMe (omepauuu 0o6paboTku
JUISL CIIEYIONHX JIEKAaPCTBEHHBIX hopM):
1.1.2.1. XXungxue nekapcrBeHubie Ghopmel 60bmIoro odsema
1.1.2.2. Xunxue nekapcTBeHHbIE GOPMBI MAJIOT0 0OBEMa
1.1.2.3. Teepasie 1ekapcTBeHHBIE POPMBI U MMIITAHTATHI
1.1.2.4. Msrkue exapcTBeHHbIE (hOpMBI
1.1.2.5. Ilpoyast npoaykuys, mogsepraemMas GHHUIIHOMN CTEPHIM3ALMU
1.1.3. Bemyckaromuil KOHTPOJIb Ka4YeCTBa
HecTepunpHas OpoAyKLHS
1.2.1. HecrepunsHas IPONYKIHSA (TexHOIOTHYECKHE orepauuu
JUIS TIONMYYEeHHs CIeIyIOMMX JIEKapcTBEHHBIX hopm):
1.2.1.1. Kancyisl B TBEpAOH 000109Ke
1.2.1.2. Kanicysel B MATKOH 000/109Ke
1.2.1.3. JXKeBaTensHble JEKAPCTBEHHEIE (DOPMEI
1.2.1.4. UmnperHupoBaHHble JEKapCTBEHHBIE HOPMBI
1.2.1.5. XXunkue nexapCcTBeHHBIE (OPMBI I HAPYXKHOT'O IPUMEHEHUS
1.2.1.6. Xunkue nekapcTeeHHsbIe (HOPMBI JIJI BHYTPEHHEr0 MPHUMEHEHUS
1.2.1.7. MeguuuHCKHE a3kl
1.2.1.8. ITpoume TBEpIBIE IEKaPCTBEHHBIE (HOPMEI
1.2.1.9. IlpenapaTsl, HAXOAAIIHECS IO/ AABICHHUEM
1.2.1.10. PajinoHyKIMAHBIE T€HEPATOPHI
1.2.1.11. MsArkue 1ekapcTBeHHBIE (OPMEI
1.2.1.12. Ceeuu (CyIIImo3uTOpHH)
1.2.1.13. Tabnerku
1.2.1.14. TpaHcaepMaibHbIE IUIACTRIPH
1.2.1.15. ITpoyas HecTepHIbHAA IIPOIYKIIHA
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GMP/EAEU/RU/01489-2024

1.2.2. BEIyckaomuii KOHTPOJIb KayecTBa (CepTHhUKAIHS CepHu)

1.3

Buonornyeckas JeKapCcTBCHHAA IIPOMYKIHA

1.3.1. buonorngeckas J€KapCTBEHHAS NIPOAYKIMA:

1.3.1.1. IIpoayKThl KpOBH

1.3.1.2. UmmyHOOHONOrHYECKass MPOAYKIMA: alIePreHbl: PacTBOP; BAKIMHBL
IMYIIBCHSA

1.3.1.3. TIpoayKuust Ha OCHOBE COMATHYECKHX KIETOK (IIPOMYKIIHS VIS TePAIuH
COMAaTHYECKUMH KICTKAMM)

1.3.1.4. I'eHoTepaneBTHYECKAs IPOAYKIUS

1.3.1.5. buoTtexHonoruyeckas rmpoyKuus

1.3.1.6. Ilpoaykiwsi, BeIOE/NE€HHAs M3 XHBOTHBIX HMCTOYHHMKOB HIIM oprauon'

(TKaHe#) yenoBpeka

1.3.1.7. TkaneunxenepHas TpoayKIHs (IPOAYKIHS TKAHEBOM HHKCHEPHH)

1.3.1.8. ITpoyas Ouonornyeckas JeKapCTBEHHAsA POIYKIIHAS

1.3.2. Breimyckamomuii KOHTpONIb (CepTUHKAUMsA cepuM) (NepedyeHs BHUIOB
IPOAYKIIHMHK):

1.3.2.1. IlpogyKThl KpOBH

1.3.2.2. UMMyHOOHOJIOTHYECKAS IPOYKLIUS

1.3.2.3. IIpoayxums Ha OCHOBE COMATHYECKHX KIETOK (POIYKIHMS IS TEPAIiu
COMAaTHYECKMMH KIETKaMHU)

1.3.2.4. 'enoTepaneBTHYECKas MPOAYKIHS

1.3.2.5. BuorexHonoruyeckas mpoayKius

1.3.2.6 IIpomykums, BBIAENEHHAA M3 XXUBOTHBIX HCTOYHMKOB HJIM OpraHoB
(TkaHel) yenoBeKa

1.3.2.7. TkanenHxXeHepHas NpOayKuus (IpOAyKIIHs TKAHEBOW WHIKEHEPHH)

1.3.2.8. IIpogas Guonornyeckas JeKapCTBeHHas IPOIYKIIUS

-}

E.I'. lIpuesxena

_ ceHTs0ps 2024 .
ithalsv10aqu cepmugpuxama)

Crpannua 4 us 8

-
T

R e

-

S e

-

A




MUHUCTEPCTBO [IPOMBIIJIEHHOCTH H TOPTOBJIH
POCCHUHMCKOHN ®EJEPALIUU
GMP/EAEU/RU/01489-2024

IIpouas JjieKApCTBEHHAS NPOAYKINSA WM NPOU3BOACTBEHHAA eATE/IbHOCTh
1.4.1. ITpousBoacTBO:
1.4.1.1. PacturensHas MpOAYKIIUA
1.4.1.2. 'omeonaTugeckasi MPOIYKIIHS
1.4.1.3. ITpoyas npoayKIHs

1.4.2. Crepwnmzanus (apMalueBTHYECKUX CyOCTaHIMHM, BCIIOMOTaTEIbHBIX
BEIECTB, TOTOBOM IIPOAYKIIMH:

1.4.2.1. dunsTpanus
1.4.2.2. CyxoxapoBasi CTepHIH3aLMs
1.4.2.3. Ctepunusanus napomM
1.4.2.4. XumMudeckas CTEPHIIU3ALHS
1.4.2.5. Crepuimsaiug raMMa-H3aTydeHHEM
1.4.2.6. Crepunmzanys 3J1€KTPOHHBIM H3TYYCHUEM
1.4.3. Ilpouee: xpaHeHHE ChIPbS M MaTEPUAOB, XpaHEHHE M peay3alusd
JIEKapPCTBEHHEIX CPENICTB
Y1akoBka
1.5.1. ITepBuyHas yakoBKa:
1.5.1.1. Kancyasl B TBepAo# 060104Ke
1.5.1.2. Kancynsl B MATKOH 000n049Ke
1.5.1.3. XeBaTensHble NEKAPCTBEHHBIE (HOPMEI
1.5.1.4. UmMnperaupoBaHHbI€ JIEKAPCTBEHHBIE (DOPMBI
1.5.1.5. XKuakue JekapcTBEHHBIC POPMBI U1 HAPYKHOI'O IPUMEHEHUS
1.5.1.6. XXunkue JekapCTBEHHBIC (OPMBI I BHYTPEHHETO IPUMEHEHU S
1.5.1.7. MegunuHCcKHe Ta3bl
1.5.1.8. ITpoune TBepABIE TEKAPCTBEHHEIE (HOPMEI
1.5.1.9. [IpenapaThbl, HaXOJAIHECK 10 JaBJICHHEM
1.5.1.10. PaguonyKiIuaHbIE T€HEPATOPHI
1.5.1.11. Msrkue JieKapCTBEHHEIE (DOPMEI
1.5.1.12. Cseun (Cynmo3uTOpHH)
1.5.1.13. TabneTku
1.5.1.14. TpancaepManbHbIE TUIACTHIPH
1.5.1.15. Ilpoyas HecTEpUIbHAS TEKAPCTBCHHAA NTPOAYKIIMA
1.5.2. BropuyHas ynakoBKa
KoHTponb KayecTBa
1.6.1. MuKpoOHOIOrMYECKHE HCIIBITAHUA: CTEPHIBHOCTD
1.6.2. Mukpo0HOIOrH4ecKHe HCITBITAHUI: MUKpOOMOJIOTHYECKasi YHMCTOTa
1.6.3. Xumuyeckue (Pu3ngeckne) HCIILITAHAS
1.6.4. Buoysiorn4eckue UCIbITaHUs
2. AMIIOPT JIEKAPCTBEHHOM NNPOXYKIIAN
2.1 | KoHTponb KauecTBa UMIIOPTHPYEMOU JIEKAPCTBEHHOH MPOIYKIIHHA
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GMP/EAEU/RU/01489-2024

2.1.1. MukpoOHOJIOrHIecKre UCIIBITaHMSA: CTEPHIBHOCTD

2.1.2. Mukpo6HOIOrHYeCKHe UCIIBITAHUSA: MUKPOOHONOrH9ecKas YUCTOTa

2.1.3. Xumuueckue (husnyeckue) uCrpITaHus

2.1.4. buonora4eckue UCIIBLITAHU

2.2

CepTudukalys cCepun UMIIOPTHPYEMOH JICKAPCTBEHHOM ITPOAYKIIMHI

2.2.1 CrepunbHas NpogyKIM:

2.2.1.1. Ilpon3BoauMas B ACENTHYECKUX YCITOBHIX

2.2.1.2. ITonBepraemasi GMHHIIHON CTEPHIH3ALMU

2.2.2. HectepuiibHas NpOOYKIIMS

2.2.3. buonornyeckas JeKkapcTBEHHAS PO IYKIHA:

2.2.3.1. IIpoayKTel KPOBU

2.2.3.2. UmMmMyHOOHONIOTHYECKAS TPOLYKIIHS

2.2.3.3. IIpogyKiust HA OCHOBE COMAaTHYECKHUX KIETOK (TIPOAYKLIMS JJIA TEPATHU
COMATHYECKUMH KIETKAMH )

2.2.3.4. I'enoTepaneBTHYECKAS MPOAYKIHIS

2.2.3.5. buoTexHOnOruyecKas MmpoayKIys

2.2.3.6. Ilpogykuusi, BBIAEJIEHHAs M3 >KUBOTHBIX MCTOYHMKOB HJIH OPraHOB
(TKaHEe#H) JyeIoBeKa

2.2.3.7. TkaHeumKXeHepHasa IPOAYKIMA (MPOAYKIMS TKAHEBON HHKXCHEPHH)

2.2.3.8. Ilpoyas 6uonorugeckas JEKapCTBEHHAs! IPOIYKLIMS

2.3

Ilpoyasi AeATeNLHOCTE 10 UMIOPTY (BBO3Y)

2.3.1. Ilnowaaxka ¢puznyeckoro MMnoprta (Bpo3a)

2.3.2. VIMnopt mnpoMexyTO4YHOM NpOLYKIMH, IOJABEpPralomiecs maJbHeHIIeH
0bpaboTke

2.3.3. Ilpouee

E.I'. Ilpues:xeBa
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MWUHHUCTEPCTBO INPOMBIINIJIEHHOCTHU U TOPI'OBJIU
POCCUMCKOM ®EJEPALIMH
GMP/EAEU/RU/01489-2024

3. IPON3BOJICTBEHHBIE ONEPAIINH - ®PAPMAIEBTUYECKHUE
CYBCTAHIIMHA

dapmaneBTudeckas cyoctanmus (cydcTaHIMN):

3.1 | IlpomsBoacTBO hapManeBTHUYECKHX CYOCTAHIIMI METOIOM XMMHYECKOI0 CHHTE3a
3.1.1. TIpow3BOACTBO TMPOMEXYTOYHbIX MPOLYKTOB (hapMaleBTHYECKO#
cybcTaHIu

3.1.2. Ilpou3BoACTBO HEOYHILEHHOH (hapMalleBTHYECKOH CyOCTaHIHK

3.1.3. Coneobpa3oBanue (OYHCTKA)

3.1.4. IIpouee
3.2 | IIlpousBoacTBO (hapManeBTHYECKUX CyOCTaHOMM METOHAaMM BBHIJIENIEHHS M3
NIPHPOIAHBIX HCTOYHUKOB

3.2.1. Brigenenue papManeBTHYECKUX CyOCTaHIUH U3 UCTOYHUKOB PACTHTEIBHOIO
ITPOMCXOMIECHUSA

3.2.2. Beigenenue GapmaneBTHIeCKuX CyOCTaHIMH M3 HMCTOYHHKOB JKHBOTHOTO
MIPOMCXOXKJICHUSA

3.2.3. Beigenenue papmaneBTHYECKUX CYOCTaHI[MIA M3 OpraHoB (TKaHeH ) YeIoBeKa
3.2.4. Beienenue GpapManeBTHUECKUX CyOCTaHIMK U3 UCTOYHHKOB MMUHEPAIIBHOIO
MPOUCXOXKACHUA

3.2.5. Moaudukanwms BeIAEIEHHON GapMaleBTHYECKOH CyOCTaHIIMK

3.2.6. OuncTKa BeIIEICHHON (hapMaleBTHYECKOH CYOCTaHIMU

3.2.7. IIpouee
3.3 | IIpom3BoncTBo  (papMaleBTHHECKHX  CYOCTaHUMH € HCIONB30BaHHEM
OHOJOrHYECKHX ITPOLIECCOB

3.3.1. ®epmeHTaLIMA

3.3.2. ITpou3BOJACTBO C MCIIONB30BaHUEM KIETOYHBIX KYIbTYP (KiIeTku Oakrepuii)
3.3.3. Brigenenue (09nCcTKa)
3.3.4. Momubukams

3.3.5. Ilpouee
3.4 | IIpou3BOACTBO CTEPHIBHBIX (papMalleBTHYECKUX CYOCTaHIMI
3.4.1. ®apmalleBTUUECKHE CYOCTaHIIMHU, IIPOM3BOAMMEIE B ACENTHYECKHUX YCIOBHIX
3.4.2. ®apmareBTHYECKHE CYOCTaHITHH, TOABEpraeMble GUHHUIHOMN CTEPHIH3ALIHN
3.5 | 3aBepuaroniue CTailyM NPOU3BOACTBA (hapMalleBTHIECKHUX CYyOCTaHIIMMA
3.5.1. Craguu dhusugeckoi 00paboTkH
3.5.2. IlepBuynas yriakoBka
3.5.3. BropuyHas ynakoBka

® | 3.5.4. IIpoyee: XpaneHue U peaymusanys GapMarieBTUYECKHX CyOCTaHINI
3.6 | KoHTposas kavyecTtBa
3.6.1. ®usnyeckue (XUMUYECKHE) UCTIBITAHUS
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GMP/EAEU/RU/01489-2024

3.6.2. Mruxpobunonorngeckue HCTIBITaHUA (BKIXOYAs ~  HCHBITAaHHE
Ha CTEPUJIBHOCTD) _
3.6.3. Muxpobuonorugeckue UCIIBITaHUS (ucxTrovas HCIIBITAaHUE

HA CTEPUJILHOCTE)

3.6.4. Buonoruyeckue UCObITaAHUA
4. [TPOYME OITEPAIIMH - DAPMAIIEBTUYECKUE CYBCTAHIIUA

Orpanuyennus WIM [OACHUTENBHBIE 3aMETKH, Kacawomuecs 00JacTH NPUMEHEHUA
cepTu(HKaTa: -
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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/01489-2024
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 D
(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/01489-2024

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 12, 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/01489-2024

S Human medicinal products

S Pharmaceutical products for clinical trials (tests)

Code |

Name

I. PRODUCTION OPERATIONS — MEDICINAL PRODUCTS

1.1

Sterile products

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

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

1.2.1.15. Other non-sterile products
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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; 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

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
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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

products

1.4.3. Other: storage of raw and other materials, storage and sale of medicinal

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

1.6.4. Biological testing

2. IMPORT OF MEDICINAL PRODUCTS

2.1

| Quality control testing of imported medicinal products
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2.1.1. Microbiological testing: sterility

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

S 2.3.1. Physical import site

2.3.2. Import of intermediate products which undergo further processing

2.3.3. Other
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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

3.3.5. Other

3.4

Manufacture of sterile drug substances

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

3.5.4. Other: storage and sale of pharmaceutical substances

3.6

Quality Control

3.6.1. Physical (chemical) testing
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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: -
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