cenen | BATCH CERTIFICATE

CERTIFICAT DE CONFORMITE 2 rue Louls Pasteur
creating i tive partnerships 14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449
Name of product | Nom du produit : :Egiobﬁllrlo{g AMP 3ML X3 RU/ Dosage form |Forme pharmaceutique: Solution for injection
Finished product Internal cade | 28058493 Customer Code | Code Client : 81765287

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : F929 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type [ size | .
Type [ taille de Conditionnement : Ampoule / 3mL Strength / Potency | Teneur / Dosage : 100mg
1 mg/3 mL

Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 64 530 EA
Manufacturing date | 07/2024 Expiry date |Date de péremption : 06/2027
Date de fabrication :
Importing country | - Marketing authorisation number | Numéro CP-00. 9/08
Pays destinataire : Russin d'AMM : n 4589/
Country of manufacturer | Pays du site de fabrication : FRANCE
Manufacturing site(s) | Site(s) de fabrication
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouvlile Saint-Clair France
2024_146_1_2
2024_HPF_FR_0BO
Packaging site(s) | Site(s) de conditionnement
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louis Pasteur14200 Hérouville Saint-Clair France
2024_146_1_2
2024_HPF_FR_080
Control quality site(s) | Site(s) de contrdle qualité
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouvllle Saint-Clair France
2024_146_1_2
2024_HPF_FR_0B0
Release site | Site Libérateur
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louis Pasteur14200 Hérouville Saint-Clair France
2024_146_1_2
2024_HPF_FR_0DB0
Result of ysis : refer to attached certi Internal code semi finished product | code interne SF : U240878
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : F929
Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):
No major deviation
Manufacturing date : 17/07/2024 - Expiry date : 30/06/2027
Labelled ampoules code 28058494 - Batch number : F929
"I hereby certify that the above information is authentic and accurate. This batch of product has been m sred, includi kaging / labelling and quality contral at
the above mentionned site(s) in full compliance with the GMP requlrements of the local Regulatory Authunty and wnh the speclf':ﬂlons in the Marketing Authorisation of
the importing country or product specification file for Invest i I Prod The batch pr P ing and lysis records were reviewed and found
to be in compliance with GMP,”
"Par la présente, j" que lesr Qi 1ts ci-d sont exacts et hentiq Ce lot de médi a été fabriqué, incluant son conditionnement et son
contrdle qualité, par le(s) é i 1t(s) i é(s) ci-d 15, en toute conformité avec les exigences BPF de I‘auturll:é réglementaire compétuntc, ainsi qu'avec les
spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du méd| t pour les médi Les d &
visant la fabrication du lot, son conditi t et ses analy ont été revues et trouvées conformes aux BPF." K G

Name of qualified person of Hérouville Saint Clair FRANCE.} I date : LARD

Nom du pharmacien responsable de |a Libération Hérouville Saint Chair K GAILLARDDate de libération :
-

719 SEP. 2024




Code : U240878
NEUROBION (R) solution for intramuscular injection

Analysis date

Batch

Aug 22 2024

F929

pH

CLARITY

COLOR

UDP 17

APPEARANCE
ITDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

CYANOCOBALAMINE

(subcontracted test)

RELATIVE DENSITY
REFRACTIVE INDEX

PARTICULATE MATTER
SUBVISIBLE PARTICLES >= 10um

PARTICULATE MATTER
SUBVSIBLE PARTICLES >= 25um

RELATED SUBSTANCES
CYANOBALAMIN IMPURITIES
Single unidentified impurity

Total impurities

Destination Russia (28058493)

Clear red solution

The retention times of
the main peaks in the
chromatograms of test
solutions should comply
with the retention times
of respective peaks in
the chromatograms of
reference standards

solutions

From 3.7 to 4.2

The opalescence of the

product should not

exceed the opalescence
of reference standard I

The sample solution
should be at least as
colored as standard
solution 1 and not more

colored than the

standard solution 2
From 1.019 to 1.023
From 1.345 to 1.349

<= 6000 particles per

ampoule

<= 600 particles per

ampoule

Not more than 7.0 %

Not more than 5.0

Not more than 13.5 %

COMPLIES

COMPLIES

COMPLIES

COMPLIES

3.9

COMPLIES

COMPLIES

1.021

1.348

270
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Code :

Analysis date :

Batch

NEUROBION (R) solution for intramuscular injection
Aug 22 2024

Page 2/2

ASSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Rpproved by : BOLOCH Lucile

Destination : Russia (28058493)

From 95 to 115 %
of label claim

From 93 to 105 %
of label claim

From 94 to 105 %
of label claim

Not more of 100 %
of label claim

Must be sterile

<= 10 IU/mL

110 %
100 %
100 %
86 %
COMPLIES
COMPLIES

£

¥ 4 /O K. GAILLARD *QP)

19 sw./zuzr’?
o
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C enEI\| 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

i

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop Ans
BHYTpUMbIWeYyHoro eeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F929
Manufacturing date (mm.yyyy):
Data npouzsoacTBa (MM.ITIT): 07.2024
Expiry date (mm.yyyy):
CpoK rogHoCTH (MM.ITrT): 06.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpounseoauTentL B COOTBETCTBUM
c peructpauunein B Poccuu: CEHEKCHW 3#iu3cCu, ®PpaHums
Parameter / Nokasatenu | Specification limits / Hopmbl Results / Pe3ynbTathbi
Appearance / Onucanme | Clear red solution. / [NpospayHbiii Clear red solution. /
pacTBOp KpacHoro useTa. MpospadyHbIin pacteop

KpacHoro useta.

Identification /
lNognuHHOCTL

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions

/ MupnaokcuHa should comply with the retention
rMApoOXIiopus times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YAEPKMBAHUS OCHOBHbIX NMUKOB Ha
XpomaTorpammax UCrbiTyeMblX
pacTBOPOB A0MKHbBI COOTBETCTBOBATL
BpeMeHaMm yaepKuBaHus
COOTBETCTBYIOLUMNX MUKOB Ha
XpomarorpamMmmax CTaHaapTHbIX
pacTBOPOB TUAMUHa rMapoxnopuaa,
NMPUAOKCHHA rngpoxsopuaa 1
umaHokobanamuHa (pasgen
«KonunyecTteeHHOe onpegeneHne).

Thiamine hydrochloride / Complies / CooTBeTtcTBYET

TrnamuHa rugpoxnopus

Cyanocobalamin /
LnaHokobanamuH
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CEﬂEnI 2 rue Louis Pasteur

rshis 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANMU3A

Product: / Npogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pacteop ans
BHYTpUMLIlLeYyHoro eeegeHud, 100 mr+100 mr+1 mr

SAP-Code: /| Kon SAP: 28058493

Batch no.: / Cepusa Ne F929

Manufacturing date (mm.yyyy):

Oara npouseogcTBa (MM.ITIT): 07.2024

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUMU

€ perucrtpauuen B Poccum: CEHEKCHW 311u3cCu, ®PpaHuus

Clarity / Mpo3payHocTb The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuUWs npenapara He
AOIMKHA NPeBbilWaTh onanecueHUmo
aTanoHa cpaBHeHus .

Complies / CooTBeTcTBYET

Color / LiBeTHoCTB The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / cnbityemblit
pacTBoOp A0MKeH BbITb OKpaLleH He
MEHEee VHTEHCUBHO, YeMm
cTaHfapTHbIA pacTeop 1, u He Bonee
WHTEHCWBHO, YEM CTaHAAPTHbIA
pacTeop 2.

Complies / CooTBeTtcTByeT

Refraction index n3%/ From 1.345 to 1.349/ 0t 1,345 po 1.348
MokazaTensb 1,349
npenomnenus n2®

Relative density d23 / From 1.019t0 1.023./07 1,019 n0  |1.021
OTHocuUTenbHas 1,023.
NNOTHOCTL d39

pH / pH From 3.7t04.2. /071 3,7 no 4,2. 3.9
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cenenl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBEWOH®, pacteop ans
BHYTpUMEIlWeYyHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne F929
Manufacturing date (mm.yyyy):
Oata npousBogcTBa (MM.rITIT): 07.2024
Expiry date (mm.yyyy):
Cpok ronHocTH (MM.TTTT): 06.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUM
¢ peructpaumein B Poccuu: CEHEKCHW 31n43cCu, ®paHumsa
Particulate matter / Subvisible particles: / Hesudumsbie
MexaHu4eckne yacmuuypl:
BKITHOYEHUSA
2 10 pm particles - not more than g;g;:nr?ﬁo;;e!
6000/ampoule. /YacTtuy pasamepom y
= 10 MKM — He Bornee 6000/amnyna.
2 25 pm particles - not more than gﬁmﬁ Cﬂe ¢
600/ampoule. / HYactuy pasmepom y
2 25 MKM — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PoacreeHHble npumecn | lpumecu yuaHokobanamMuHa:
UDP 17 — not more than 7.0 %. / 0.3%
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.4 %
more than 5.0 % / EanHuyHas
HenaeHTUULMpPOBaHHasA NpUMech —
He Bonee 5,0 %
Total impurities — not more than 2.0%
13.5 %. / Cymma npumecei — He
bonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTeeTcTByeT
BakrepuaneHble 10 E3/mn.
3HOOTOKCUHBI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / NMpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacTBop ans
BHYTpUMbIwWeyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne F929
Manufacturing date (mm.yyyy):

farta npouszsoncTea (MM.IIIT): 07.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.TTIT): 06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

l'lgousso.gwrenb B COOTBETCTBUU

c peructpaunen B Poccum:

CEHEKCHU 3143cCu, ®PpaHuyua

Sterility / CtepunbHocTe | Must be sterile. / [lorkeH BbITb
CTEPUILHBIM.

Sterile / CtepuneH

Assay / KonuyecTteeHHoe
onpeaeneHne

Konun4yecTtea.

Thiamine hydrochloride /| From 93 % to 105 % of label claim./ | 100 %
TuamuHa rugpoxnopug | OT 93 % go 105 % oT 3asBneHHOro
Konu4yecTaa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ | 100 %

MupupokcuHa OT1 94 % po 105 % oT 3asBneHHoro

ruapoxnopug konuyecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ [110 %

LinaHokobanamuH OT1 95 % 0o 115 % oT 3asBneHHOro
Konu4ecTea.

Potassium cyanide / Not more than 100 % of label claim./ |86 %

Kanusa ynanmg He 6onee 100 % oT 3asBneHHoOro
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacteop ans
BHYTpUMbIWeYHoro eeegeHus, 100 mr+100 mr+1 Mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa No F929
Manufacturing date (mm.yyyy):

[arta npousBogcTBa (MM.ITIT): 07.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTENHL B COOTBETCTBUM

Cc peructpauuei B Poccuu:

CEHEKCHU 3inu3cCu, ®paHuus

Package / Ynakoska

3 mL of product in type | amber
glass ampoules. Ampoule has
one-point-cut and a marking strip.
3 ampoules or 10 ampoules in a
blister and a patient information
leaflet in a carton with first
opening control (perforation
line). / Mo 3 mn npenaparta B
amnyny u3 TeMHoro ctekna tuna .
Ha amnyny HaHeceHa Touyka
pasnoma v MapkupyroLas
nonocka.

Mo 3 amnynel unw no 10 amnyn B
KOHTYPHOW A4YEAKOBOW yrNakoBKe
BMECTE C MHCTPYKUMER no
NPUMEHEHUIO B NaYKy KapTOHHYIO
C KOHTPONEM NepBoro
BCKpbITUA (Nepdopauuent).

3 mL of product in type | amber
glass ampoules. Ampoule has
one-point-cut and a marking
strip.

3 ampoules in a blister and a
patient information leaflet in a
carton with first opening
control (perforation line). /
Mo 3 mn npenapara B amnyny
n3 TemHoro ctekna tuna l. Ha
amnyny HaHeceHa To4Ka
pasnoma 1 MapkupytoLas
nonocka.

Mo 3 amnysnbl B KOHTYPHOW
AYENKOBOW yNakoBKe BMECTE C
WHCTPYKLUMEN NO NPUMEHEHWIO B
nayKy KapTOHHYIO C
KOHTpONeM nepBoro
BCKpbITUA (nepdopauuei).
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C e ﬂ EI\I 2 rue Louis Pasteur

Fehips 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUD®UKAT AHAJTU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMBbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493

Batch no.: / Cepusi Ne F929

Manufacturing date (mm.yyyy):

Dara npousBogcTea (MM.IIrr): 07.2024

Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lMpoussoaguTens B COOTBETCTBUM

C peructpaumei B Poccuu: CEHEKCW 3i43cCu, ®paHuma

According to ND. /

Labeling / Mapkuposka B cooteeTcTaum ¢ HA,

Complies. / CooTBETCTBYET.

Storage / XpaHeHuve At the temperature from 2 to 8 °C. / Mpwn TemnepaType ot 2 go 8 °C.

Shelf-life / Cpok rogHocTtu | 3 years. / 3 roga.

Assessment: / 3aknoueHue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepusi COOTBETCTBYET
TpeboBaHuAM HopmaTueHol AokymeHTauun Ne JTICP-004589/08-
130123, nameHerue N2 1 ot 10.05.2023, nameHeHwe Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Npoayxkr:

SAP-Code: / Kon SAP:
Batch no.: / Cepua No

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacteop ans
BHyTpuMbIwWeyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493

F929

Manufacturing date (mm.yyyy):

OJata npoussogcrTBa (MM.ITTT): 07.2024

Expiry date (mm.yyyy):

Cpok rogHoCTU (MM.rTIT): 06.2027

Manufacturer according to the

registration in Russia:

[pouseoauTensL B COOTBETCTBUM

¢ perucrtpauuvein B Poccuum:

Details regarding API used in manufacturing process of the batch:

CENEXI HSC, France

CEHEKCH 31n43cCu, ®paHuuna

API Name, INN /
HaunmeHoBaHue ADC,
MHH

API manufacturer batch
n®, FP Manufacturer API
Batch number / Homep
cepuvu Npou3BoaAUTENA
A®C, Homep cepumn
cybcTaHuuu
npouseogurtena Mo

APl Manufacturer Country of Mfg. /
Name / CrtpaHa
HaumeHoBaHue npou3soAcTBa
npoussopautens A®C

CYANOCOBALAMINE WVIT

B12 CRYSTALLINE, 2311421322

INN: CYANOCOBALAMINE | 0000131595

/ UnaHokobanamuH Euro,:lr_:m ¢FRANCE / FRANCE / ®paHuus
ButamuH Bz Bpo parc

KpUCTannuyeckui,

MHH: unaHokoBanamuH

PYRIDOXINE PH23114011C Jiangxi Tianxin

HYDROCHLORIDE 0000131870 Pharmaceutical Co., LTD.

INN: PYRIDOXINE / /' UssHcn  TaHbeuHb | CHINA / Kutaid
MupuaokcuHa rmapoxnopua dapmacbkroTrkan Ko.,

MHH: nupuaoKkcuH JITa.

THIAMINE UQ30312147

HYDROCHLORIDE 0000131659 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / OCM HyTtpuwHn FepMaHus

TuamuHa rugpoxnopua
MHH: TnamuH

MpogakTc MMBX

Date / Signature of Qualified Person/

fara / nognuck kBanudULMpoBaHHOIO nNuua:

Name / ®.1.0.: k{”(_“lfr\‘ LplD

Position / [lomkHOCTb: CU,- (K L\S_L.f_«,ﬁc_‘_

N

—
« “,\
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9 5 9op 7544

ol
l\j’i!




