EBPA3PIHCKHH 3KOHOMHMYECKHH COIO.’:»

a7

MHH UCTEPCTBO NMPOMBILUWIEHHOCTHU M TOPI‘()BJ]H
POCCHHCKOH ®EIEPALIUUA

CEPTH®UKAT S

COOTBETCTBHH TIPOH380J.ICTBA JIEKAPCTBEHHAIX CPEJICTB TPEFOBAHUSIM ITPABIJT
HAJUTEXXALLEA HPOHSBO,[[CTBEHHOFI [TPAKTHKHW EBPASUHCKOIO SKOHOMHWYECKOT'O COHO3A

Ne GMP/EAEU/RU/01481-2024
Cpoxk geiicteus ¢ 09.08.2024 no 08.08.2027

Beiman 1m0 WTOTaM — OpOBeAEHHS  (papMaleBTHYECKOH  HMHCIIEKIHH
B cooTBEeTCTBHM ¢ [lpaBmiamu mpoBeAeHHs (apMaleBTHYECKHAX HHCITCKIMH,

yrBepxkzacHHbEIME Pemienuem Cosera Eppasuiickoli 3KOHOMHYECKOM KOMMCCHH
ot 3 Hos6ps 2016 1. Ne 83

MHUHHACTEPCTBO NPOMBIIIEHHOCTH ¥ Toprosiu Poccuiickoit denepauuu

(Muanpomropr Poccun)
(MoNHOE M COKpAIIEHHOE HAMMEHOBAHNE YIIONHOMOYEHHOT0 OpraHa)

NIOATBEPXKAAET CAEAyIOLIee:

IpoBeieHa (papMarieBTHYECKass HHCIEKIUA

®DenepaibHOE FOCyAapCTBEHHOE YHHTAPHOE HpeNpHATHE
«Cankr-IleTepOyprckuii HayYHO-HCCAEA0BATEbCKHE HHCTUTYT BAKIHH U
CHLIBOPOTOK W NMpeANpPHATHE N0 NPOU3BOJACTBY OaKTEePHHHBLIX PENapaToBy
DeepaibHOro MEANKO-0HOIOTHYECKOr0 areHTCTBA

(momHoe HaHMEHOBAHHE nponanonﬂms)
r. Canxr-Ilerepbypr, r. Kpacnoe Ceno, yi. Csoboasl, a. 52, nut. T

(azpec NpOH3BOICTBEHHOI TTOMIAKH)

H4 OCHOBAHUH

3asiBieHus Ne 4390210884 na monygenue paspemeHus (JIMIEH3UH) Ha OCYIIECTBIEHHE
IESTENBHOCTH 110 NPOU3BOJCTBY JIEKAPDCTBEHHBIX CPE/ICTB.

Ha ocHoBanHMM CBeIEHHH, ITOIYYEHHBIX IPH IPOBEACHHH WHCIIEKTUPOBAHHA,
nocieaHee 13 KOTOpsIX 66110 nposezneno 08.08.2024 - 09.08.2024, ycraHoBIeHO, YTO
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IaHHOe (apMaleBTHYECKOE NPOM3BOJACTBO COOTBETCTBYeT TpeboBamusm IIpasun
HaJUTeXaNleil NpOU3BOICTBEHHON NPAaKTHKH EBPasHMHCKOro 3KOHOMHYECKOTO COK03a,
3KBUBAJIEHTHBIX TIpHHanaM u PykoBoacTey EBpornelckoro cor3a no Haauexaumein
MPOU3BOJICTBEHHON ITPAaKTHKE JEKAPCTBEHHBIX CPEACTB U  MEJMIMHCKOTO
W BETEpMHApHOTO TpuMeHeHus | npuHimnaM CHcreMsl  COTPYOHUYECTBA
¢dapmaneBTHueckux uHcnekuui (PIC/S).

Hacrosmuit ceptuduxar oTpaxkaeT CTAaTyC IIPOM3BOICTBEHHOM IUIOIIAIKK
Ha MOMEHT ITPOBeNCHHA (papMaueBTHYSCKOM MHCIIEKIIMH U IO UCTedeHHH Oojiee 3 neT
OT [aThl IOCIEOHEro MHA IOCHEJHEr0 MHCIEKTHPOBAHHUA HE MOXKET CUYHTATHCS
OOKYMEHTOM, CBHACTCIIECTBYIOIIMM O cTaTyce coorBercTBuA. Cpok aeicTBHA
ceprudukaTa MOXeT OBITH COKpAlleH TIPHM MCIIONB30BAHUM COOTBETCTBYIOIHX
MPHHIMIIOB YIIPABIIEHUS PHCKaMU MPH HAJWYHUH COOTBETCTBYIOIIEH 3amuUCH B II0JIE
«OrpaHuyeHys WM IOSCHUTENBHBIE 3aMETKM, Kacaloluecs 00IacTH NpUMEHEHHsS
HACTOAIIEro cepTudUKaTay.

Ceptudukar sBIAETCA NCHCTBHTENBHBIM B CIydae MPENCTaBICHHS BCEX
€ro JMCTOB (KaK OCHOBHBIX JINCTOB, TaK M AOMOJIHUTEIBHBIX JIHUCTOB).

AyTeHTHYHOCTD (TIOJJIMHHOCTH) HACTOAIIET0 CEPTH(PHUKATA MOXHO IPOBEPUTH
B Da3e nanubIx Munnpomropra Poccuu.

Ecnmu cepruduxar He NpeIcTaBIeH B YKa3aHHOW 0ase NaHHBIX, ClEAyeT
06paTUThCA B YIIOJIHOMOYECHHBIH OpraH, ero BbIAaBIIHH.

E.I'. Ilpue3:xeBa
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MMHHCTEPCTBO INPOMBIIIJIEHHOCTH H TOPFOB.HH
POCCHUMCKOWM ®EJEPALIANA
GMP/EAEU/RU/01481-2024

= JICKRPCTB&HHM& CpeacTBa JJid MEAHIHHCKOI0 NPHMEHECHHS

= JIelcachBeHHue npenaparsl AJisd KJIHHHYCCKHX HCCJIeNOBAHHH (!!CI!blTaHllﬁ)

Kopg

HaumMmeHnoBaHue

I

IIPOU3BOJCTBEHHBIE OIIEPAIIVH - IEKAPCTBEHHAS ITPOAYKIIHUA

1.1

CTepuiibHAs POAYKIIHA

1.1.1 TIlpousBopgumas B aceNTUYECKHUX YCHOBUsAX (omepauuu o0O6paboTku
JUIS CIIEIYIONMX JIEKAPCTBEHHBIX hopMm):

1.1.1.1. XXunxue nexkapcrTseHHBIe (hOPMEI 60IBIITION0 00BEMA

1.1.1.2. XXupakue ekapcTBeHHbIE (POpMBI MaJIoro obsema

1.1.1.3. Jlnodunnzatel

1.1.1.4. Teepasle nexkapcTBEHHBIE (DOPMBI M UMILIAHTATEI

1.1.1.5. Msrkue nekapcTBeHHEIE HOPMEL

1.1.1.6. IIpogas mpoayKIKs, IPOH3BOANMAS B ACENTHYECKUX YCIOBUAX

1.1.2. Tlomsepraemas GuHHIIHON CcTepwiu3anmu (omepauud 00pabOTKH
JUISL CIIEIYIOIIMX JIEKAPCTBEHHBIX (DOPM):

1.1.2.1. XXunxue nexkapcTBeHHBIE (hOpMBI O0IBIIOr0 00BEMa

1.1.2.2. XXunxue nexkapcTBeHHBIE (OPMBI MAJIOro obsema

1.1.2.3. Teepaple nekapcTBEHHBIE GOPMBI H HMILIAHTATHI

1.1.2.4. MsArkHe JeKapcTBEHHBIE (GOPMEI

1.1.2.5. Ilpoyas nmpoaykuus, noasepraeMas GHHHITHON CTEPHIH3ALIHU

1.1.3. Beimyckaromuii KOHTPOJIb Ka9eCTBA

HecTepunbHas NpoayKIus

1.2:1. Hecrepunbhas POAYKIHS (TexHOMOTUYECKHE oIepaluu
IUISL TIOJTYYEHUS CIEeAYIOIHUX JIEKapCTBEHHBIX GopM):

1.2.1.1. Kancynsl B TBEpoH 000JI049Ke

1.2.1.2. Kancymnsl B MATKO#H 000J104Ke

1.2.1.3. XKeBarenpHble JIeKapCTBEHHBIE (POPMBI

1.2.1.4. UMnperaupoBaHHbIE JEKAPCTBEHHEIE (OPMEI

1.2.1.5. XKunxue nekapcTBeHHbIe (DOPMBI [UIS HAPYKHOIO MIPHMEHEHUS

1.2.1.6. XKuaxue nexkapcTBeHHBIE GOPMBI JUIE BHYTPEHHET0 IPUMEHEHUS

1.2.1.7. MenquuuHCKHE Ta3bl

1.2.1.8. IIpoyue TBepABle T€KAPCTBEHHBIC (DOPMBI

1.2.1.9. Ilpenapatsl, HaXOAAUIHECS IO JaBICHHEM

1.2.1.10. PaguoHyKIHIHBIE TEHEPATOPHI

1.2.1.11. Msrkue 1eKapcTBeHHEIE (DOPMBI

1.2.1.12. Ceun (Cynmo3suToOpyn)

1.2.1.13. Tabnerxku

1.2.1.14. TpancaepMaibHBIE TUIACTHIPH

1.2.1.15. Tlpouas HeCTepHILHAS ITPOAYKIHS
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1.2.2. BeimycKaromui KOHTPOMb KadecTBa (cepTH(UKALUA CepHH)

Buonorudeckas IEKapCTBEHHAS IPOTYKIIHA

1.3.1. Buonorndeckas JIeKapCTBCHHas IPOJyKIIHS:

1.3.1.1. ITpoayKTel KPOBH

1.3.1.2. MmmyHOOHONOTMYECKass NPOAYKLHMA: AUIEpreHbl. pPacTBOpP; BaKI[MHEL:
OMYJIbCUS

1.3.1.3. IIpomyKuusa Ha OCHOBE COMAaTHYECKHX KIETOK (IPOAYKUKSA I TEPAINy
COMATHYECKMMH KJICTKAMH)

1.3.1.4. 'enoTepaneBTHYeCKas IIPOLYKLIMS

1.3.1.5. buoTexHoIOruyecKas IpoyKIus

1.3.1.6. Ilpomykumsi, BbIAEICHHAA W3 >XMBOTHBIX HCTOYHHKOB WIIM OpPraHOB
(TkaHe#) yenoBeka

1.3.1.7. TkaHeumxeHepHas NPOAYKIHSA (IPOAYKIHI TKAHCBOH HHKCHECPHH )

1.3.1.8. Ilpogast Guonoruyeckas 1eKapCTBEHHAS POIAYKIMS

1.3.2. Bemmyckarommii KoHTponb (ceprudmkamus cepud) (MepedeHb BHIOB
POTYKIHH):

1.3.2.1. IlpoogykTHl KpOBH

1.3.2.2. UMMyHOOHOJIOrHYECKAs IPOAYKIIHMS

1.3.2.3. IIpogyKuys Ha OCHOBE COMAaTHIECKHX KIETOK (IIPOLYKIHS 1A TEpaiu
COMaTHYECKUMH KIETKaMH)

1.3.2.4. 'enoTepanieBTHYECKasA NPOOYKIIHA

1.3.2.5. buoTexHonoruyeckas npoayKIius

1.3.2.6 Ilpoaykius, BbIENCHHAs M3 JKUBOTHBIX MCTOYHHMKOB WM OPIraHOB
(TKaHeH) YyenoBeKa

1.3.2.7. TxaneuHxeHepHast MPOAYKIMA (MPOAYKLMA TKaHEBOK MHXEHEPHH)

1.3.2.8. Ilpoyas Guonorudeckas JeKapCcTBEHHas NPOAYKIHSI

o

S oa

E.I'. [Ipue3xena




MHHHUCTEPCTBO IPOMBINLIEHHOCTH ¥ TOPTOBJIM
POCCHMCKOM ®EJNEPALIMA \
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Hpoqaﬂ JIEKapCTBEHHAs NPOAYKLMSA MJIM NPOU3BOACTBEHHAA AE€ATEIbLHOCTD

1.4.1. ITpou3BOACTBO:

1.4.1.1. PacTuTensHas NpoyKIH

1.4.1.2. 'omeonaTiyeckas IIpOIyKIus

1.4.1.3. [Ipoyas npomyKIys

1.4.2. Crepunusanus GapMalEBTHYECKHX CYOCTaHIMH, BCIIOMOraTEIbHBIX

BEIIECTB, TOTOBOM IPOIYKIIHH:
1.4.2.1. ®unsTpanus '

1.4.2.2. CyxoxapoBasi CTEPHIM3aIHs

1.4.2.3. Crepunusalus napom

1.4.2.4. XuMudeckas CTepUIH3alus

1.4.2.5. Crepuanzalis raMMa-H3IydcCHHEM

1.4.2.6. Crepuin3anys 2JIEKTPOHHEIM U3IY4EHUEM

1.4.3. IIpouee

VYnakoBka

1.5.1. ITepBuyHas ynakoBKa:

1.5.1.1. Kamncymsl B TBepioi 060J109Ke

1.5.1.2. Kancymnsl B MATKOM 000JI09Ke

1.5.1.3. XKXeparenrpHble JIEKapCTBEHHEIE (HOPMBI

1.5.1.4. UMriperHupoBaHHBIE JIEKADCTBEHHBIE (DOPMBI

1.5.1.5. Xunkue nekapcrBeHHbIe HOPMBI I HAPYXKHOIO IIPHMEHEHHS

1.5.1.6. XXunxue nexapcTBeHHBIE (OPMBI IS BHYTPEHHET'0 NPUMEHEHUS

1.5.1.7. MenuumHCKHE ra3bl

1.5.1.8. ITpoune TBepABIE JeKapCTBEHHBIE DOPMEI

1.5.1.9. IIpenapaTsl, HaXOAAIMECS O JABICHHEM

1.5.1.10. PagroHyKIHIHEIE T€HEPATOPEI

1.5.1.11. Msrkue nexapcTBeHHBIE (POPMBI

1.5.1.12. Ceeun (CYMImo3suTOpun)

1.5.1.13. TabneTku

1.5.1.14. TpancaepMalbHBIE IUIACTHIPH

1.5.1.15. Ilpoyasi HECTEpHIIbHAS JIEKAPCTBEHHAS TIPOIYKIIUS

1.5.2. BropuyHas ynakoBKa

Kon’rpom: Ka4vyecTrBa

1.6.1. Mukpo61OIOrHYECKUE UCTIBITAHMUS: CTePHIBHOCTh

1.6.2. MukpoOHOJIOrH4eCKHE HCIILITAHMS: MUKPOOHOIOrHYecKas 4uCcToTa

1.6.3. Xumudeckue (bu3ndecKue) HCIIBITAHAS

1.6.4. BuojornuyeckKue HCNLITAHUA

2. IMIIOPT JIEKAPCTBEHHOM ITPOJTYKIIVU

KOHTpONIb KayecTBa MMIIOPTHPYEMOM JIEKAPCTBEHHOMN IPOAYKLHH

2.1.1. MuxkpoOHOIOrHYeCKHE UCIIBITAHUSA: CTEPHIBHOCTD
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2.1.2. Mukpo6HOoa0rMyYeCcKie HCIBITAaHNA: MUKPOOHOIOrHdecKas YHCTOTa

2.1.3. Xumuyeckue ((HhU3HMIeCKue) HCIBITaHUA

2.1.4. BHONOrH49EeCKHE UCIIBITAaHHUA

2.2

CepTH(hHKaIMs CEPUH MMIIOPTUPYEMO JISKAPCTBEHHOH NPOIYKIUK

2.2.1 CrepuibHas NPOAYKLIHS:

2.2.1.1. Ilpou3BoauMas B aCENTHYECKUX YCIOBHIX

2.2.1.2. ITogBepraeMas GUHHIIHON CTCPHUIIUA3ALHHI

2.2.2. HectepunbHas NpOAYKIHS

2.2.3. buonornyeckas JIEKapCTBEHHAs MPOAYKIIHA:

2.2.3.1. IIpOJTyKTEI KPOBA

2.2.3.2. UmMmyHOOHOIOrHYeCKast ITPOIYKITHSA

2.2.3.3. IIpoayKuus Ha OCHOBE COMaTHYECKHUX KIETOK (IPOAYKLIHUS AJIA Tepanu
COMATHYECKHMH KJIETKaMH)

2.2.3.4. 'enoTepaneBTUYECKas IPOTYKIMSI

e e gt
1

2.2.3.5. buorexHoaorudeckas mpoayKius

2.2.3.6. TIpoayxius, BbIENEHHAs U3 >XKMBOTHBIX HCTOYHHMKOB HIIM OpraHOB
(TKaHEH) YeJIOBEKa

2.2.3.7. TkaneHH)XeHepHas IPOAYKLHA (MpOAYKIMA TKaHEBOH HHKCHEPHH)

2.2.3.8. IIpoyas Ouosorudeckas JJIEKapCTBEHHAs IIPOIYKIHA

2.3

ITpoyas nesTeNbHOCTh IO HMIOPTY (BBO3Y)

2.3.1. [Inontaaxa Gpu3HYeCcKOro uMnopra (BBo3a)

2.3.2. IMmopT npOMEXYyTOYHOH NPOAYKUHH, IOABEPraroleHcs manbHEeHIIei
o0paboTke

2.3.3. Ilpouee

E.I'. Ilpuesixena

4§ 10 cenrabps 2024 .
ma evidauu cepmugpuxama)
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MHAHUCTEPCTBO NPOMBILJIEHHOCTH A TOPFOBJ[I/I
POCCUIMCKOM ®EJEPALIUA
GMP/EAEU/RU/01481-2024

3. IPOM3BOJACTBEHHBIE ONTEPAIINH - PAPMAIIEBTHYECKHUE
CYBCTAHIIAH

dapmaneBTrHdeckas cydcranuus (cyocTanumm):

3.1

ITpou3BoicTBO (hapMalEBTHYECKHUX CYOCTAHIIMHA METOJIOM XMMHYECKOTI0 CHHTE3a

3.1.1. IIpou3BOACTBO IMPOMEXYTOYHBIX TPOAYKTOB  (papMaleBTHYECKOH
cybcTanmmn

3.1.2. IIpou3BOACTBO HEOUMILIEHHON (hapMalleBTUYECKOH CyOCTaHIMH

3.1.3. ConeobpaszoBanue (0IHUCTKA)

3.1.4. TTpouee

ITpon3BoACTBO (apMalEBTHIECKHX CyOCTaHUMK METOJaMM BBIACICHMS W3
MIPUPOIHBIX HCTOYHHKOB

3.2.1. Beigenenue hapMalieBTHIECKAX CyOCTaHIIMNA M3 UCTOYHUKOB PACTHTEIIHHOTO
IIPOUCXOXKAECHHUS

3.2.2. Brigenenue papmManeBTHUYECKHX CyOCTaHIMI M3 MCTOYHHUKOB JKMBOTHOIO
ITPOMCXOXK/IEHUS

3.2.3. Beienenue hapManeBTHYeCcKuX CyOCcTaHIMi H3 OpraHoB (TKaHEeH) 9enoBeKa

3.2.4. Brirenenue papManeBTHISCKUX CyOCTAHIMH U3 HCTOYHUKOB MHHEPAITEHOTO
IIPOUCXOXKICHUSA

3.2.5. Moaudukauus BelieNIeHHOM hapMalleBTUYECKOM CyOCTaHIIMU

3.2.6. OuncTKa BBIAENEHHOMN (hapMaleBTHYECKOH CyOCTaHIIMKI

3.2.7. IIpogee

[IpousBoacTBO  (apMalEeBTHYECKHMX  CyOCTaHIMH  C  HMCIONB30BaHHUEM
OMOIIOTHYECKHX IPOLIECCOB -

3.3.1. ®epmeHTaIls

3.3.2. IIpoM3BOACTBO C MCIOJB30BAHMEM KIIETOYHBIX KYJIbTYP (KJIETKH OaKkTepuit)

3.3.3. Brigenenne (04uCTKA)

3.3.4. Monuduxaums

3.3.5. [Ipoyee

[TpoM3BOACTBO CTEPHIBHEIX (hapMalleBTUIECKUX CyOCTaHIUHA

3.4.1. ®apmManeBTHYECKHE CYOCTAHLIMH, IPOU3BOIMMEIE B ACENTHYECKHX YCIOBHAX

3.4.2. ®apManeBTHYECKHE CYOCTaHIIUH, TOABEPracMble GUHUITHOMN CTEPHITH3AIIMH

3aBepHIAKOIIME CTAIHUH IPOU3BOACTBA (hapMaleBTHUYECKHX CYOCTaHIMIA

3.5.1. Craguu duszugeckoii 06paboTku

3.5.2. IlepBuyHas yrmakoBka

3.5.3. BropuyHasa ynmakoBKa

3.5.4. IIpoyee

KOH’I‘]’)OHB Ka4yecTBa

3.6.1. ®uszuyeckue (XUMHYECKHE) HCIIBITAHUS

Crpanuna 7 u3 8
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3.6.2. MUKpOOHOIOrHYECKHUE HCIIBITaHUA (BknrO4ass = HUCHBITaHHE
Ha CTEPUIBHOCTD) :
3.6.3. Mukpo6HoIOrHUecKHe HCIIBITAaHUSA (uckmouas UCTIBITAHUE
Ha CTEPUJIBHOCTD)
3.6.4. BuoJiorHyecKue HCNbITAHUS
4. TIPOYUE OITIEPAIIMHA - PAPMALIEBTHUYECKHE CYBCTAHIIMHA
OrpaHuyeHHsi WIM TIOSICHUTENBHBIE 3aMETKH, Kacalolupecs o007acTH NpUMeHeHHs
cepTUdUKaTa: - \.
o
g
bl

E.I'. Ilpue3xeBa

3amecTHTEL MHUHHCTP2

A 10 cenTsa6psa 2024 r.
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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/01481-2024
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 T
(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).

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

Page 1 of 8
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GMP/EAEU/RU/01481-2024

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

Page 2 of 8



MINISTRY OF INDUSTRY AND TRADE
OF THE RUSSIAN FEDERATION
GMP/EAEU/RU/01481-2024

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

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

September 10, 2024
(certificate issue date)
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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

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

2.1.1. Microbiological testing: sterility
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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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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

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)

S 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)
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