BATCH CERTIFICATE
cenEA| CERTIFICAT DE CONFORMITE

reating innovative partnerships

HSC-QUA-MOP-00448

NEUROBION AMP 3ML X3 RU /

Name of product | Nom du produit : Dosage form |Forme pharmaceutique:

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

Solution for injection

Neurobion®
Finished product internal code | 5
Code interne produit fini : 28070893 Customer Code | Code Client : 80780938
Thiamine hydrochloride
Batch number | Numéro de lot : L223 API | Principe(s) actif(s) : Pyridoxine hydrochleride
Cyanocobalamin
100mg
Packaging type / size | st " t T D i
Type / taille de Conditionnement : Ampoule / 3mL rength / Potency | Teneur / Dusags 100mg
1 mg/3 mL
Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 64770
Manufacturing date | 07/2025 Expiry date |Date de péremption : 06/2028
Date de fabrication :
Importing country | Marketing autharisation number | Numéro NCP-004589/08
Pays destinataire : Russia d'AMM : /
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 Hérouville Salnt-Clair France
2024_324_1 2
2024_HPF_FR_080
Packaging site{s) | Site(s) de conditionnement
Name, address, Autarisation number and GMP certificate number |
Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouville Salnt-Clair France
2024_324_1_2
2024_HPF_FR_080
Contral quality site(s) | Site{s) de contrdle qualité
Name, address, Autarisation number and GMP certificate number |
Nom, adresse, numéro d'autarisation 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
Release site | Site Libérateur
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autarisation d'cuverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouville 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 : L223
C {s) / iation(s) | C ire(s) / Déviation(s):
None
"I hereby certify that the above information is authentic and accurate, This batch of product has been ¢ ed, + / labelling and quality control at
the above mentionned site(s) in full compliance with the GMP requir of the local h y and with the :pemrcaﬂnm in the Marketing Authorisation of
the importing country or product specification file for I | Medicinal Products. The batd! pro packaging and lysis records were rewlewed and found to
be in compliance with GMP."
"Par la pré y § quelesr ts ci-d sont exacts et authentiques. Ce lot de médicament a été hbr(qué, | son iti et son contrdle
qualité, par Ia(l) établi (s) ionné(s) ci en toute conformité avec les exig BPF de I' ire pé ainsi qu'avec les
spécifications de I'autorisation de mn:e en marché du pays importateur ou du dossier de spécification du médi pour les médi; expéri Les données

visant la fabrication du lot, son et ses ly ont été revues et trouvées conformes aux BPF."

Name of qualified person of Hérouville Saint Clair FRANCE(]
Nom du p ienr ble de la Lil ion Hérouville Saint Clajr

Date]:

K. GAILLARD
29 AOUT 2025




ode : 28070915 Batch : L223 Page :1/2
UROBION (R) solution for intramuscular injection
alysis date : Aug 11 2025

CE Clear red solution COMPLIES

IDENTIFICATION
THIAMINE HYDROCHLORIDE The retention times of COMPLIES

the main peaks in the
chromatograms of test

PYRIDOXINE HYDROCHLORIDE solutions should comply COMPLIES
with the retention times
of respective peaks in

CYANOCOBALAMINE the chromatograms of COMPLIES
reference standards
solutions
pPH From 3.7 to 4.2 3.9
CLARITY The opalescence of the COMPLIES
(subcontracted test) product should not

exceed the opalescence
of reference standard I

COLOR The sample solution COMPLIES
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 1.019
REFRACTIVE INDEX From 1.345 to 1.349 1.348
PARTICULATE MATTER <= 6000 particles per 33
SUBVISIBLE PARTICLES >= 10um ampoule

PARTICULATE MATTER <= 600 particles per 2
SUBVSIBLE PARTICLES >= 25um ampoule

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES

UDP 17 Not more than 7.0 % 0.6
Single unidentified impurity Not more than 5.0 % 0.3
Total impurities Not more than 13.5 % 1.6

s
K. GAIELARD
29 AT 2025

Destination : Russia (28070893)




Code : 28070915

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date : Aug 11 2025

VISIBLE PARTICLES
(Eur. Ph. 2.9.20)

(meaning 0 visible particle))
ASSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : DEFLIN Grégoire

Destination : Russia (28070893)

visible particles

This is an IPC test (100 % visual inspection with a passed AQL

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

Practically free from

COMPLIES

109 %
100 %
100 %
83 %
COMPLIES
COMPLIES
(
K. GAILLARD [(Qf )

29
AOUT @_
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Product: / Mpoaykr:

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

Page 1 of 7/ Ctpanvua 1 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacTteop ans
BHYTPUMbIlWeyHoro BeeaeHus, 100 mr+100 mr+1 mr

28070893
L223

Manufacturing date (mm.yyyy):

ga'ra npou3BoacTBa ! MM.rrIT[:

Expiry date (mm.yyyy):
CpoK rogHocTH (MM.ITTT):

07.2025

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoaurenk B COOTBETCTBUMU

c perucrpauuei B Poccum:

CEHEKCHW 3143cCn, PpaHuus

Parameter / MokaszaTtenn

Specification limits / Hopmbl

Results / PesynkTaTthl

Appearance / OnucaHue

Clear red solution. / Npo3apayHbii
pacTBop KpacHoro LgeTa.

Clear red solution. /
Mpo3payHblii pacTBop
KpacHOoro LpeTa.

Identification /
MoanuHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopua

Pyridoxine hydrochloride
/ MupuaokcuHa
rnapoxnopua

Cyanocobalamin /
LinaHokoBbanamuH

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
yOEepXMBaHWA OCHOBHBIX NUKOB Ha
XpomaTorpammMmax UCrbITyeMbiX
pacTBOPOB A0MKHbI COOTBETCTBOBATL
BpEMEHaM yAepKUBaHUA
COOTBETCTBYIOLLMX NUKOB Ha
XpomaTorpammax cTaHAapTHbIX
pacTBOpPOB TUAMUHA rMapoxnopuaa,
NUPMAOKCHHA rmapoxropuaa u
LunaHokoGanamuHa (pasgen
«KonuuecTBeHHOE onpeaeneHmes).

Complies / CooTseTcTBYET




cenexi

creating innovative partnerships

Page 2 of 7/ Ctpanuua 2 ua 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTBop Ans
BHyTpUMbIwWweYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L223
Manufacturing date (mm.yyyy):

Oara npousBoactBa (MM.ITIT): 07.2025
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpousBoaunTens B COOTBETCTBUU

Cc perucrtpauuvein B Poccum:

CEHEKCH 3#43cCun, ®PpaHuus

Clarity / Mpo3pa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuus npenaparta He
[OMKHa NpeBbillaTe onanecueHumio
aTanoHa cpaBHeHwus .

Complies / CooTeeTCcTBYET

Color / LipeTHOCTB

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnibiTyembin
pacTeop AomkeH BbiTb OKpalleH He
MEHEE UHTEHCUBHO, YEM
CTaHAapTHbIA pacTeop 1, u He Bonee
WHTEHCUBHO, YeM CTaHOapTHLIN
pacTteop 2.

Complies f CooTBeTtcTBYET

Refraction index n3°/ From 1.345t01.349/07 1,345 00  |1.348
MNokasaTens 1,349

npenomnexns n3’

Relative density d3 / From 1.019t0 1.023. /071,019 go  |1.019
OTHocuTenbHas 1,023.

nnoTHocTb d39

pH / pH From3.7to4.2./013,7004,2. 3.9
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Product: / Mpoaykr:

Page 3 of 7/ CtpaHuua 3 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH®, pacTeop ans
BHYTPUMbILWeyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: | Koa SAP: 28070893
Batch no.: / Cepus Ne L223
Manufacturing date (mm.yyyy):

Oata npousBoacTBa (MM.IIIT): 07.2025
Expiry date (mm.yyyy):

Cpok roqHoCTH (MM.IITT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoguTesnib B COOTBETCTBUM

c peructpauuei B Poccuu:

CEHEKCMU 3iu3cCu, ®PpaHuus

Particulate matter /
MexaHnyeckue
BKMIOYEHUSA

Subvisible particles: / Hegudumbie
yacmuupbl:

2 10 um particles - not more than
6000/ampoule. /YacTtuy pasmepom
= 10 mkm — He 6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / YacTuu pasmepom
= 25 mkm — He Bonee 600/amnyna.

33/ampoule /
33/amnyna

2/ampoule /
2/amnyna

Related substances /
PoacteeHHble npumecu

Cyanocobalamin impurities: /
Mpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EquHn4Han
HewnaeHTuULMpoBaHHas NpUMeCh —
He Bbonee 5,0 %

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

0.6 %

0.3%

1.6 %

Bacterial endotoxins /
BakrepuanbHble
3HOO0TOKCUHbI

Not more than 10 [.U./mL. / He Bonee
10 E3/mn.

Complies / CooTeeTcTBYET
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENWPOBWOH®, pacteop Ans
BHYTPUMbILWEeYHoro BBegeHus, 100 mr+100 mr+1 mr

28070893
L223

Manufacturing date (mm.yyyy):

Oata npou3BoacTBa (MM.ITTT):

07.2025

Expiry date (mm.yyyy):
Cpok roaHoCTH (MM.ITTT):

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussoauTenb B COOTBETCTBUM

¢ pernctpauueil B Poccuu:

CEHEKCH 3itu3cCu, PpaHums

Sterility / CtepunbHoOCTb

Must be sterile. / [lomkeH 6bITb
CTEpPUIBHBIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe
onpegenexHve

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride /
MupmngokcuHa
rmapoxropug

Cyanocobalamin /
LinaHokobanamuH

Potassium cyanide /
Kanua unaHng

From 93 % to 105 % of label claim. /
OT1 93 % o 105 % ot 3aABneHHOro
KonuyecTBa.

From 94 % to 105 % of label claim. /
OT 94 % po 105 % oT 3aaBnNeHHOro
KonnyecTea.

From 95 % to 115 % of label claim. /
Ot 95 % no 115 % oT 3asBnNeHHoro
Konu4ecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBnNeHHOro
Konu4yecTsa.

100 %

100 %

109 %

83 %
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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 / HEAPOBWOHS®, pacteop ans
BHYTPUMBIWeyHoro BBeAeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepua Ne L223

Manufacturing date (mm.yyyy):

Oata npoussoacTBa (MM.ITIT): 07.2025

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.FTIT): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoguTent B COOTBETCTBUMN

¢ peructpauuein B Poccuu: CEHEKCW 3#1u43cCu, ®paHuusn
Package / YnakoBka 3 mL of product in type | amber 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 npenapaTta B amnyny
13 TemHoro ctekna Tuna l. Ha
amnyny HaHeceHa To4Ka
pasnoma 1 MapkupytoLias
nonocka.

Mo 3 amnynbl B KOHTYPHOW
AYEKOBOMN YNaKkoBKke BMeCTe C
WHCTPYKLMEN NO NPUMEHEHWIO B
nayky KapTOHHYIO C
KOHTpONEeM nepsoro
BCKpbITUA (Nnepdopaumeit).

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 npenapara B
amnyny us TeMHoro crekna tuna |.
Ha amnyny HaHeceHa To4ka
pasnoma 1 MapkupytoLlas
nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW SA4EMKOBOI ynaKkoBke
BMECTe C MHCTPYKLWEN no
MPUMEHEHMIO B NMaYKy KapTOHHYH
C KOHTpOnem nepeoro
BCKpbITUA (nepdopauuei).
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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 / HEUPOBWOH®, pacTeop ans
BHYTpUMbIeYyHoro BBegenusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepua No L223
Manufacturing date (mm.yyyy):

Oara npounsBoacTBa (MM.ITIT): 07.2025
Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITIT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTEBUMU

¢ perucTpauuen B Poccun: CEHEKCW 39i43cCun, ®dpaHuma

Labeling / MapkupoBka

According to ND. /

B cooteetcTeumn ¢ HA.
Complies. / CooTBeTCcTBYET.

Storage / XpaHeHune

At the temperature from 2 to 8 °C. / Ipn Temnepartype ot 2 go 8 °C.

Shelf-life / Cpok rogHoCTH

3 years. / 3roga.

Assessment: / 3akniouenue: 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 / Cepusa cooTBeTCTBYET
TpeboBaHUAM HopmaTuBHOK aokymeHTauuu Ne JICP-004589/08-
130123, usmeHexue Ne 1 ot 10.05.2023, uameHeHue Ne 2 ot
14.11.2023.
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Product: / Mpoaykr:

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

Page 7 of 7/ CtpaHuua 7 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacTeop ans
BHYyTpUMbIweyvHoro BBeaeHuns, 100 mr+100 mr+1 mr

28070893

L223

Manufacturing date (mm.yyyy):

Oara npoussoacTBa (MM.ITIT):

07.2025

Expiry date (mm.yyvyy):

Cpok rogHoCTH (MM.ITIT):

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussoauTtent B COOTBETCTBUMN

¢ peructpauuvein B Poccuu:

CEHEKCHW 31#43cCu, ®paHuua

Details regarding API used in manufacturing process of the batch:

API Name, INN / APl manufacturer batch APl Manufacturer Country of Mfg. /
HaumeHoBaHue A®C, n°, FP Manufacturer API Name / CrpaHa
MHH Batch number / Homep HavumeHoBaHue npovsBoAcTEa
Cepun Npou3BOAUTENSA
AT, Bomep capu npousBogutena A®C
cyGcTaHUUK

npoussogutens o
CYANOCOBALAMINE WVIT
B12 CRYSTALLINE, 2413012248
INN: CYANOCOBALAMINE | 0000138825
/ UnaHokoBGanamuH E:r%‘;f.:m mFaR:;NCE / FRANCE / ®paHuus
ButamuH B12 P P
KPUCTannM4eckui,
MHH: unaHoko6anamuH
PYRIDOXINE PH25034003C Jiangxi Tianxin
HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / /  UssHcu  TaAHecuHb | CHINA / KuTaii
MupuooKcuHa rugpoxnopug, dapmMacboTUKan Ko.,
MHH: nMpuaoKcuH JITa.
THIAMINE
HYDROCHLORIDE UQ50112045 DSM Nutritional Products GERMANY
INN: THIAMINE / 0000139033 GmbH / ACM HyTpuwHn Fepmanms

TuamuHa ruapoxnopus

MHH: TmamuH

Mpoaakrc MM6X

Date / Signature of Qualified Person/

Darta / nognucb KBanuhuuMpoBaHHOro nuua.
Name / ®.1.0.: ;/qfn )

2 T )
Position / [lomkHocCTb: UFmtlomL (WP

.

N

29 WG dory

I’"y\ Dj.;;'

L

y




