cenexli BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur

creating innovative partnerships
14200 Hérouville Sainl Clair France
HSC-QUA-MOP-00449

) NEUROBION AMP 3ML X3 RU / . ; i
Name of product | Nom du produit : Neurobion® Dosage form |Forme pharmaceut[que. Solution for injection
Finished product internal code | 28058493 Customer Code | Code Client : 80780938

Code Interne produit fini :
Thiamine hydrochloride
LO59 API | Principe(s) actif(s) : Pyridoxine hydrochloride

Batch number | Numéro de lot :
Cyanocaobalamin

100mg

Packagi i
T:Feajgt:?lltev:: é::‘ﬁtilonnement : Ampoule / 3mL Strength / Potency | Teneur / Dosage : iooml% L
mg/3 m

Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 60 080 ea

Manufacturing date | 12/2024 Explry date |Date de péremption : 11/2027
Date de fabrication :

Marketing authorisation number | Numéro NICP-004589/08

Imparting country | Russia d'AMM

Pays destinataire :

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 Louis Pasteur14200 Hérouville 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 |

Nom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI HSC

2 rue Louis Pasteur14200 Hérouville Saint-Clair France

2024_324_1.2

2024_HPF_FR_080

Control quality site(s) | Site(s) de contréle 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 Louis 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'autorisation d'ouverture et numéro du certificat BPF :
CENEXI H5C

2 rue Louis 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 : U240878
Résultats des analyses : voir certificat joint SF Batch number [ Numéro de lot 5F : L059

Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):

Labelled ampoules code 28058494 - Batch number : L0O59,

"I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality contral
at the above mentionned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications 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 be in compliance with GMP."

"Par la présente, j'atteste que les i ci-d sont exacts et authentiques. Ce lot de médicament a été fabriqué, inch son conditi t et son
contrdle qualité, par le(s) établlssement(s) mentlonné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité régl talre pétente, ainsl qu'avec
les spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du médicament pour Ies médic expérimentaux. Les
données visant la fabrication du lot, son conditio it et ses ¥ ont été revues et trouvées conformes aux BPF."

. GAILLARD
14 FEV, 2025

Name of qualified person of Hérouville Saint Clair FRANCE |
Nom du pharmacien responsable de la Libération Hérouville Saint Clair

pate J. GAILL |Signature :

T4 prf. 2025
P
(




Code U240878

Analysis date

Batch : LO59 Page :1/2
NEUROBION (R) solution for intramuscular injection

: Jan 24 2025

APPEARANCE

CYANOCOBALAMI

pPH

CLARITY

ICOLOR

RELATIVE DENSI

REFRACTIVE IND

SUBVISIBLE PAR

SUBVSIBLE PART

UDP 17

Single unide

Total impuri

Destination :

IDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

NE

(subcontracted test)

TY

EX

PARTICULATE MATTER

TICLES >= 10um

PARTICULATE MATTER

ICLES >= 25um

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES

ntified impurity

ties

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

16

K. GAILLARD
14 FEV, 2025




Code U240878

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date : Jan 24 2025

L059

Page 2/2

LSSAY
CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
POTASSTUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Ppproved by : HUGON Mickaél

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 c¢laim

Must be sterile

<= 10 IU/mL

110 %
99 %
99 %
89 %
COMPLIES
COMPLIES

K. GAILLARD JQ
1 W




cenexi

creating innovative partnerships

Product: / Mpoaykr:

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

Page 1 of 7/ Ctpannua 1 ua 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTteop ans
BHYTpPHUMbIWEeYHOro BBeaeHus, 100 mr+100 mr+1 mr

28058493
LO59

Manufacturing date (mm.yyyy):

[ata npoussopacrea (MM.ITrrT):

12.2024

Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.FrrT):

11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTEUU

€ peructpauuein B Poccuu:

CEHEKCH 3i1udcCu, dpaHuus

Parameter / MNokazaTtenu

Specification limits / Hopmbi

Results / PesynbTathl

Appearance / OnucaHue

Clear red solution. / Npo3payHbIi
pacTBOp KpacHoro LgeTa.

Clear red solution. /
Mpo3pa4yHbIil pacTeop
KpacHOro LBerTa.

Identification /
MNMoanuHHoCcTb

Thiamine hydrochloride /
TvamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MnpngokcnHa
ruapoxnopug

Cyanocobalamin /
LinaHokoGanamuH

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). f BpemeHa
yAEPXXMBAHUA OCHOBHbIX NMUKOB Ha
XpOMaTorpammax UCrbITyeMbIX
pacTBOPOB JOIMKHbBI COOTBETCTBOBATb
BpeMeHaMm yaepKusaHus
COOTBETCTBYIOLMUX MUKOB Ha
XpomaTorpammax cTaHAapTHbIX
pacTBOPOB TUAMWUHA rMapoxnopuaa,
NUPULOKCHHA rugpoxrnopuaa u

| umaHokoGanamuHa (pasgen

«KonunyecTeeHHoOe onpepeneHuey).

Complies / CooTBeTcTByET




cenexi

creating innovative partnerships

Page 2 of 7/ Ctpannua 2 us 7

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 / HEUPOBWUOH®, pacTeop ans
BHYTpUMBIlWeYHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne LO59
Manufacturing date (mm.yyyy):

Oarta npoussoacTBa (MM.rrrr): 12.2024
Expiry date (mm.yyyy):

CpoK rogHoCTU (MM.ITIT): 11,2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTBUMU

C peructpauvein B Poccum:

CEHEKCHU 3i143cCu, dpaHuunsa

Clarity / Npo3spayHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuus npenaparta He
A0MKHa NpeBbillaTh OnanecUeHLmo
3TanoHa cpaBHeHWs |.

Complies / CooTtBeTcTBYET

Color / LipeTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemblii
pacTBop foMmKeH BbITh OKpalleH He
MeHee UHTEHCUBHO, YeMm
CTaHAapTHeIN pacTeop 1, v He Gonee
WHTEHCUBHO, YeM CTaHAapPTHbIN
pacTeop 2.

Complies / CootsetcTBYET

pH / pH

Refraction index n3°/ From 1.345t0 1.349/07 1,345 50 | 1.348
MokasaTtens 1,349
npenomnexns n3°
Relative density d3 / From 1.01910 1.023. /07 1,019 g0  |1.021
OTtHocutensHasn 1,023.
MIOTHOCTb d39

From3.7t04.2./OT 3,7 po 4,2. 3.9
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C e ﬂ e }'\ | 2 rue Louis Pasteur
Eiaating innovaivemarEiershins 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTIU3A
Product: / MNpoaykT: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEKLPOBUOH®, pacTteop Ans
BHYTPUMbIweuHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne LO59
Manufacturing date (mm.yyyy):
Oarta npoussoacTea (MM.rrrr): 12.2024
Expiry date (mm.yyyy):
CpoK rogHOCTU (MM.ITTT): 11,2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUM
€ peructpauuven B Poccuu: CEHEKCU 3i143cCu, PpaHuus
Particulate matter / Subvisible particles: / Hegudumeie
MexaHunyeckune yacmuusl:
BKIIOYEHNA
2 10 um particles - not more than 125:350#;6 !
6000/ampoule. /YacTtuy pazmepom y
=2 10 MKm — He Bonee 6000/amnyna.
2 25 ym particles - not more than i‘;g:ﬁ 0;';8"
600/ampoule. / YacTuu pasmepom y
2 25 mkm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PoacreeHHble npumecn | Mpumecu yuaHokobanamura:
UDP 17 — not more than 7.0 %. / 0.8%
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EaguHndHan -
HengeHTUhUMpoBaHHas NpuMech —
He bonee 5,0 %
Total impurities — not more than 1.8 %
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTBeTcTBYET
BakrepuanbHble 10 E3/mn.
39HAOTOKCUHbI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / Mpogykr:

NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacTteop ana
BHYTPUMbILIeYyHOro Beegexnuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne L059
Manufacturing date (mm.yyyy):

[arta npousBoacTBa (MM.ITIT): 12.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.TTIT): 11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[pousBoauTenb B COOTBETCTBUMU

¢ peructpauven B Poccuu:

CEHEKCW 31n43cCu, PpaHumnna

Sterility / CtepunbHocTb

Must be sterile. / JomxkeH GbITb
CTEPUITBHBIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe

Kanusa unaHng

He 6onee 100 % oT 3asaBneHHOro
KonuyecTBsa.

onpepenexHve

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ |99 %

Tuamuna rugpoxnopug | OT 93 % no 105 % ot 3asiBneHHoro
KonuyecTsa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ (99 %

MupupokcuHa Ot 94 % po 105 % oT 3aABneHHOro

rmapoxnopug Konu4yecTBa.

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

LinaHokobanamuH OT1 95 % po 115 % ot 3asBNEeHHOro
KonuyecTsa.

Potassium cyanide / Not more than 100 % of label claim./ |89 %
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creating innovative partnerships

Page 5 of 7/ Ctpanuua 5 ua 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBMOH®, pacTteop ans
BHYTPUMBILWeYHOro BBeaeHus, 100 mr+100 mr+1 mr

28058493
LO59

Manufacturing date (mm.yyyy):

[Oata npousBoacTea (MM.Irrr):

12.2024

Expiry date (mm.yyyy):
Cpok rogHocTH (MM.ITrT):

11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

HDOH3BOQMTeﬂb B COOTBETCTBUMU

€ perucTpauuei B Poccum:

CEHEKCH 3i143cCu, ®paHuun

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 npenapata B

amnyny 13 TemHoro ctekna tvna l.

Ha amnyny HaHeceHa To4ka
pasnoma 1 MapkKupyoLas
nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW A4YENKOBOW yNaKkoBKe
BMECTE C MHCTPYKLMEN No
MPUMEHEHUIO B NAYKY KAPTOHHYIO
C KOHTPOJIEM NEPBOro
BCKpbITUA (Nnepdopauueit).

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 npenaparta B amnyny
13 TemHoro ctekna tuna l. Ha
amnyny HaHeceHa To4ka
pasnoma v MapkupyoLLas
nornocka.

Mo 3 amnynbl B KOHTYPHON
SYENKOBON YNaKoBKe BMeCTE C
WHCTPYKUMEN NO NPUMEHEHMIO B
Madky KapTOHHYIO €
KOHTpOneM nepeBoro
BCKpbITUA (neptpopauuen).
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CEﬂE)\I 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacTeop ans
BHYTpPUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493

Batch no.: / Cepus Ne LO59

Manufacturing date (mm.yyyy):

ODara nponsBoacTBa (MM.ITIT): 12.2024

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rTIT): 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTens B COOTBETCTBUMU

c peructpauuen B Poccuu: CEHEKCHW 3itu3cCu, ®PpaHuus

According to ND. /

Labeling / Mapkvposka B cooteetcTaum ¢ HJ.

Complies. / CooTtBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / INpu Temnepatype oT 2 go 8 °C.

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

Assessment: / 3aknoveHue: 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 / Cepua cooTBeTCTBYET
TpeboBaHUAaM HopMaTUBHOM gokymeHTauun Ne JICP-004589/08-
130123, uameHenune Ne 1 ot 10.05.2023, nameHeHune Ne 2 ot
14.11.2023.
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C e ﬂ E /\ | 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS /| CEPTU®PUKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans

BHYTpUMbIWeYHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne LO59

Manufacturing date (mm.yyyy):

Oarta npousBoacTea (MM.ITrT): 12.2024

Expiry date (mm.yyyy):

CpoK roaHocTu (MM.ITrT): 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoguTens B COOTBETCTEUM

c peructpaumen B Poccuu: CEHEKCHU 31n43cCn, dpaHuusn

Details regarding API used in manufacturing process of the batch:

API Name, INN / APl manufacturer batch API Manufacturer Country of Mfg. /
HaumenoBaHue A®C, n°, FP Manufacturer API Name / CrpaHa
MHH E:;z: ':1:21::; ;;'“‘1’:?; HanumeHoBaHue npou3BoAcTBa
A®C, Howmep cepui npoussogurens A®C
cyGcTaHumumn
npoussogutensa MNMo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000134916
/ UnaHokobanamuH EuroAF'l FRANCE [ FRANCE / ®paHuus
BpoAll ®panc
ButamuH B1z
KpUCTanMM4YecKmii,
MHH: ynaHokobanamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / [ UsaHcu  TadecuHb | CHINA / Kutaii
MupuaokcMHa rmapoxnopug dapmacbroTukan Ko.,
MHH: nupngokcuH JiTa.
THIAMINE UQ30312153 , ;
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTtpuwHn re
pMaHus

TuamuHa rugpoxnopug Mpopaktc MMBX

MHH: TvamuH

e

Date / Signature of Qualified Person/ é; ) // 4//
Dara / nognucb KBanuuuUMpoBaHHOro nuua: | Lf D 95 - -

Name / ®.1.0.: I/C ALLALD s T

Position / [lomkHOCTb: ', e J (fm;k

Qully g

i




