cenenl BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE N

reating innavative partnership 14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449

2 NEUROBION AMP 3ML X3 RU / L
Name of product | Nom du produit : Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Finished product Internai cods, | 28070893 Customer Code | Code Client : 80780938

Code interne produit fini :

Thiamine hydrochloride
L248 API | Principe(s) actif(s) : Pyridoxine hydrochloride

Batch number | Numéro de lot :
Cyanocobalamin

100mg
Packaging type / size | .
Type / taille de Conditionneiment : 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 350ea
Manufacturing date | 07/2025 Expiry date |Date de péremption : 06/2028
Date de fabrication :
Importing country | ing horisati ber | Numéro "
Pays destinataire : L d'AMM : JICFO0AEAY/08
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 Hérouvllle Saint-Clair France
2024_324_1_2
2024_HPF_FR_080
Packaging site(s) | Site(s) de conditionnement
Name, address, Autorisation number and GMP certificate number |
Nomn, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouville Saint-Clair France
2024_324_1_2
2024_HPF_FR_080
Control quality site(s) | Site(s) de contrble 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 Hérouville Saint-Clair France
2024_324_1_2
2024_HPF_FR_080
| site | Site Libé
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autarisation d'ouverture et numéro du certlficat BPF :
CENEXI HSC
2 rue Louis Pasteur14200 Hérouvllle Saint-Clair France
2024_324_1_2
2024_HPF_FR_080
Result of analysis : refer to attached certificate Internal code semi finished product | code interne SF : 28070915
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : L248
< (s) / Déviation(s) | C: ire(s) / Déviation(s):
N/A
"I hereby certify that the above information is authentic and accurate. This batch of praduct has been mar sred, including packaging / labelling and quality control at

the above mentionned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the lpaeifﬂtions in the Marketing Authorisation of
the importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to

bein compllnnce with GMP.™

"Par la pré j' que les r ig i-d sont exacts et authenti Ce lot de médi a &té fabriqué, incl son ditionnement et son contréle
qualité, par Ia{’) 1t(s) ionné(s) ci-d , en toute avec les exig BPF de ['autorité réglementaire compétente, ainsi qu'avec les
spécifications de |'autorisation de mise en marché du pays importateur ou du dossier de spécification du médi t pour les médi expéri Les donné
visant la fabrication du lot, son i 1t et ses Iy ont été revues et trouvées conformes aux BPF."

Name af qualified person of Hérouvll!e Saint Clair FRANCE | Release date :
Nom du phar p bledelal é Ille Salnl: Clair ... Datedelibération i :

Signature ;




NEUROBION (R) solution for intramuscular injection
rnalysis date : Aug 26 2025

ode : 28070915 Batch : L248

Page :1/2

PPEARANCE Clear red solution
TDENTIFICATION
THIAMINE HYDROCHLORIDE The retention times of

the main peaks in the
chromatograms of test
PYRIDOXINE HYDROCHLORIDE solutions should comply
with the retention times
of respective peaks in

CYANOCOBALAMINE the chromatograms of
reference standards
solutions

pH From 3.7 to 4.2
CLARITY The opalescence of the
(subcontracted test) product should not

exceed the opalescence
of reference standard I

COLOR The sample solution
should be at least as
colored as standard
solution 1 and not more
colored than the
standard solution 2

RELATIVE DENSITY From 1.019 to 1.023
REFRACTIVE INDEX From 1.345 to 1.349
PARTICULATE MATTER <= 6000 particles per
SUBVISIBLE PARTICLES >= 1O0um ampoule

PARTICULATE MATTER <= 600 particles per
SUBVSIBLE PARTICLES >= 25um ampoule

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
UDP 17 Not more than 7.0 %

Single unidentified impurity Not more than 5.0 %

Total impurities Not more than 13.5 %

Destination : Russia (28070893)

COMPLIES

COMPLIES

COMPLIES

COMPLIES

3.9

COMPLIES

COMPLIES

1.021

1.348

0.6

0.3

1.6

e
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NEUROBION (R) solution for intramuscular injection
rnalysis date : Aug 26 2025

VISIBLE PARTICLES Practically free from COMPLIES
(Eur. Ph. 2.9.20) visible particles

This is an IPC test (100 % visual inspection with a passed AQL
(meaning 0 visible particle))

S 1

LSSAY

CYANOCOBALAMIN From 95 to 115 % 109 %
of label claim

THIAMINE HYDROCHLORIDE From 93 to 105 % 100 %
of label claim

PYRIDOXINE HYDROCHLORIDE From 94 to 105 % 100 %
of label claim

POTASSIUM CYANIDE Not more of 100 % 88 %
of label claim

STERILITY Must be sterile COMPLIES

BACTERIAL ENDOTOXINS <= 10 IU/mL COMPLIES

Decision : Accepted | E. LEMANISSIER

Approved by : FILLOLS Charlotte

Destination : Russia (28070893)
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIU3A

Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepus Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTpuUMbIlLe4YyHoro BeegeHus, 100 mr+100 mr+1 mr

28070893
L248

Manufacturing date (mm.yyyy):

Oara npousBoacTBa (MM.ITIT):

07.2025

Expiry date (mm. =
Cpok roaHocTu (MM.rrrr):

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTen B COOTBETCTBUMU

C perucTpauuein B Poccum:

CEHEKCW 3inudcCu, ®paHuusa

Parameter / NokazaTtenu

Specification limits / Hopmbli

Results / PesynbTathi

Appearance / Onucaxue

Clear red solution. / MNMpo3spa4HbIi
pacTBOP KpacHOro uBeTa.

Clear red solution. /
MMpo3payHbIli pacTBop
KpacHoro upeTa.

|dentification /
MoanwHHOCTL

Thiamine hydrochloride /
TuamuHa rugpoxnopung

Pyridoxine hydrochloride
/ MupnaokcuHa
ruapoxnopua

Cyanocobalamin /
LinaHokobanamuH

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
the chromatograms of test solutions
should comply with the retention
times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YOEPKUBaAHWUS OCHOBHBIX MUKOB Ha
XpomMaTorpaMmmax UCMbITyeMbIX
pacTBOPOB AOMKHbI COOTBETCTBOBATh
BpeMeHaMm yaepxuBaHuns
COOTBETCTBYHOLMX NUKOB Ha
XpomMaTtorpammax ctaHaapTHbIX
pacTBOPOB TUAMWHA rMApOXIiopuaa,
NUpUAOKCUHA rmapoxnopuaa n
uvaHokobanamuHa (pasgen
«KonnuyecTeeHHoe onpegeneHuey).

Complies / CooTtBeTCTBYET

€
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cenexi

creating inng erships

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENLPOBUOH®, pacteop ans

BHYTpUMBbIlle4yHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP:
Batch no.: / Cepusi Ne

Manufacturing date (mm.yyyy):
JaTta npoussoacTea (MM.ITIT):
Expiry date (mm.yyyy):

CpoK rogHocTH (MM.ITIT):
Manufacturer according to the

registration in Russia:

28070893

CENEXI HSC, France

[pou3BoauTenb B COOTBETCTBUM

c peructpauueii B Poccun:

CEHEKCWU 31u3cCu, ®panHuun

Clarity / MNpo3padHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuna npenapara He
AOMKHa NpeBbIWaTe onanecueHuUmio
aTanoHa cpaBHeHuA .

Complies / CootseTcTayeT

Color / LiBeTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcneiTyemMelit
pacTBop AoMmKeH BbiTb OKpaLleH He
MEHee MHTEHCUBHO, YEM
cTaHpapTHeln pacTteop 1, u He Bonee
WHTEHCUBHO, YeM CTaHAAPTHbIN
pacTsop 2.

Complies / CooTtBeTCcTBYET

pH / pH

Refraction index n3°/ From 1.345 to 1.349/ Ot 1,345 go 1.348
MokasaTenb 1,349
npenomnexuns n3°
Relative density d2J / From 1.019t01.023. /011,019 20 |1.021
OTtHocuTensHasa 1,023.
MAOTHOCTb d29

From3.7t04.2. /01 3,7 no4,2. 3.9

ac
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTpUMbILWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusa Ne L248
Manufacturing date (mm.yyyy):

[aTta npousaBoacTBa (MM.rrrr): 07.2025
Expiry date (mm.yyyy):

CpoK rogHoCcTHU (MM.ITIT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTeslb B COOTEETCTBUMN

¢ perncrpauuen B Poccum:

CEHEKCW 21i43cCu, ®paHuma

Particulate matter /
MexaHuyeckune
BKITHOYEHUSA

Subvisible particles: / Hesudumsbie
yacmuuybl:

2 10 ym particles - not more than
6000/ampoule. /Yactuy pasmepom
2 10 Mmkm — He 6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / Yactuy pasmepom
2 25 MKM — He Bornee 600/amnyna.

6/ampoule /
6/amnyna

1/ampoule /
1/amnyna

Related substances /
PopcTBeHHbIE NpyMech

Cyanocobalamin impurities: /
lMpumecu yuaHokobariamuHa:

UDP 17 — not more than 7.0 %. /
UDP 17 — He Bbonee 7,0 %.

Single unidentified impurity — not
more than 5.0 % / EguHu4Has
HengeHTupUUMpoBaHHas NpuMech —
He Bonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.

0.6 %

0.3%

1.6 %

Bacterial endotoxins /
bakTrepuanbHble
3HOO0TOKCUHBbI

Not more than 10 I.U./mL. / He 6onee
10 ES/mn.

Complies / CooTtBeTcTBYET

Ele
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepusa Ne

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

28070893
L248

Manufacturing date (mm.yyvy):

HaTta npou3BoacTBa (MM.ITIT):

07.2025

Expiry date (mm.yyyy):

Cpok roaHocTH (MM.rrrr):

06.2028

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

lMpoussoauTens B COOTBETCTBUMU

¢ perucrpaumein B Poccuu:

CEHEKCHW 3i43cCun, PpaHuus

Sterility / CtepunbHoCTb

Must be sterile. / JonxeH 6biTb
CTEPUIBHBLIM.

Sterile / CtepuneH

Assay / KonuyecTeeHHoe
onpegeneHve

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride /
MupyaoKcuHa
rMapoxnopug

Cyanocobalamin /
LUnaHokobanamuH

Potassium cyanide /
Kanua uyvwaHug

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % ot 3asBneHHoro
KonunyecTtsa.

From 94 % to 105 % of label claim. /
0194 % pno 105 % oT 3asBNEHHOro
KonuyecTea.

From 95 % to 115 % of label claim. /
Ot 95 % po 115 % oT 3aABNEHHOro
Konu4yecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3assBNeHHOro
KonuyecTBsa.

100 %

100 %

109 %

88 %

dt
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepus Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacteop ans
BHYTpUMbIWe4YyHoro Beegexnus, 100 mr+100 mr+1 mr

28070893
L248

Manufacturing date (mm.yyyy):

Harta npoussoacTea (MM.rrrr):

07.2025

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT):

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenL B COOTBETCTBUM

c perucTpaunein B Poccum:

CEHEKCW 3iny3cCu, ®PpaHuus

Package / Ynakoeka

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). / o 3 mn npenaparta B

amnyny 13 TemHoro cTekna Tuna |,

Ha amnyny HaHeceHa To4ka
pasnoma 1 MapKkupyoLLas
norocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOWN A4YENKOBOW YNakoBKe
BMECTe C UHCTPYKUMEn no
NPUMEHEHWNIO B NAYKy KAPTOHHYIO
C KOHTpOJeM nepeoro
BCKpbITUA (nepcopayumeit).

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). /
lNo 3 mn npenapara B amnyny
13 TemHoro crekna tuna l. Ha
amnyny HaHeceHa To4ka
pasnoma 1 Mapkupytoas
nonocka.

Mo 3 amnynkl B KOHTYpPHOR
S4eNKoBON YNaKoBKe BMECTE C
WHCTPYKUMEN NO NPUMEHEHMIO B
nayky KapTOHHYIO C
KOHTpONneM NnepBoro
BCKpLITUA (Nepdhopauuen).

e
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cenexli 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

19 innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATIU3A

Product: / MpogykT: NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacTeop ans
BHYTpUMbIWe4YHoro Beenenust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepua Ne L248

Manufacturing date (mm.yyyy):

Harta npou3soacTBa (MM.ITIT): 07.2025

Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.rTIT): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
Mpou3BoauTensL B COOTBETCTBUM

¢ peructpaumen B Poccuu: CEHEKCHW 3ii43cCu, ®paHuus

According to ND. /

Labeling / Mapkuposka B cooTBeTcTBuM ¢ HA.

Complies. / CooTtBeTcTByeT.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepatype ot 2 fo 8 °C.

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

Assessment: /| 3akniouenue: The batch complies with the specification according to ND INCP-
004589/08-130123, amendement Ne 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepusa cooTBeTcTBYET
TpeboBaHMAM HopMaTuBHON fokymeHTauuu Ne JICP-004589/08-
130123, nameHeHue N2 1 ot 10.05.2023, nsmeHexue Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpUMbILWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusa Ne L248
Manufacturing date (mm.yyyy):

Oata npouseoacTea (MM.ITIT): 07.2025
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTBETCTBUU

C peructpauuen B Poccuu:

CEHEKCH 3iau3cCn, ®paHuus

Details regarding API used in manufacturing process of the batch:

API Name, INN /
HaumeHoBaHue ADC,
MHH

API manufacturer batch
n°, FP Manufacturer API
Batch number / Homep
cepuu Npou3BoaUTENA
A®C, Homep cepum
cy6cTaHumMm
npoussogurtens INo

API Manufacturer Country of Mfg. /
Name / CtpaHa
HanmeHoBaHue npousBoACTBA
npouzBogutena A®C

CYANOCOBALAMINE VIT

2413022250

B12 CRYSTALLINE,

INN: CYANOCOBALAMINE | 0000140200

/ LUnaHokoBanamuH Euro:;F[’_:M ¢FRANCE 4 FRANCE / ®paHuus
ButamuH B2 Bpo parc

KpUCTannuyeckui,

MHH: unaxoko6anamuH

PYRIDOXINE PH25034003C Jiangxi Tianxin
HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.

INN: PYRIDOXINE / /' UsaHcn  TsadbcuHe | CHINA / Kutai
MupugokcuHa rugpoxnopua dapmaceloTukan Ko.,

MHH: nupugokcuH nTo.

THIAMINE

HYDROCHLORIDE UQ50112045 DSM Nutritional Products GERMANY
INN: THIAMINE / 0000139033 GmbH / ICM HyTtpuwHn ———
TuamuHa rugpoxnopug Mpopakre M'MBX P

MHH: TnamuH

Date / Signature of Qualified Person/

Mata / noanuck kBanuduumpoBanHoro nuua: 4 D SECT Je? 5 ,Q—\

Name / ®.U1.0.: % ; bge NG UGS & (

Position / [lomxtocTs: (4 pe orioaal fppate GL“:}J' SpeL ¢ ot




