C e n e R I BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE N

ships 14200 Hérouville Sainl Clair France

o

HSC-QUA-MOP-00449

Name of product | Nom du produit : ::32%?:{?{; AMP 3ML X3 RU / Dosage form |Forme pharmaceutique: Solution for injection
Finished product internal code | 28058493 Customer Code | Code Client : 80780938

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : L113 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 : 65 250 ea
Manufacturing date | 03/2025 Expiry date |Date de péremption : 02/2028
Date de fabrication :
Importing country | Marketing authorisation number | Numéro -
Pays destinataire : Russia d'AMM : NCP:004539/08
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'auterisation 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 contrdle qualité
Name, address, Auterisation number and GMP certificate number |
Nem, 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 HSC
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 seml finished product | code Interne SF : u240878
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : L113

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

Labelled ampoules code 28058434 - Batch number : L113,

"I hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, 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 specifications in the Marketing

Authorisation of the importing country or product specification file for Investigational Medicinal Products. The batch proc ing, packaging and lysls records were
reviewed and found to be in compliance with GMP."

"Par la présente, j'atteste que les i ts ci-d sont exacts et authentiques. Ce lot de médicament a été fabriqué, incluant son conditi et son
contrdle qualité, par le(s) établissement(s) mentlonné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité régl e compétente, ainsi qu'avec
les spécifications de I'autorisation de mise en marché du pays Importateur ou du dossier de spécification du médi 1t pour Ies édi ts expérimentaux. Les
données visant la fabrication du lot, son conditiol et ses Iy ont été revues et trouvées conformes aux BPF."

Release

Name of qualified person of Hérouville Saint Clair
Nom du pharmacien responsable de la Libération Hérouville S3int CIK GAI LLARD

11 AR 2005
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ode U240878 Batch L113 Page 2/2
UROBION (R) solution for intramuscular injection
alysis date : Apr 9 2025

ASSAY
CYANOCOBALAMIN From 95 to 115 %
of label claim
THIAMINE HYDROCHLORIDE From 93 to 105 %
of label claim
PYRIDOXINE HYDROCHLORIDE From 94 to 105 %
of label claim
POTASSIUM CYANIDE Not more of 100 %
of label claim
STERILITY Must be sterile
BACTERIAL ENDOTOXINS <= 10 IU/mL
Decision : Accepted

Approved by : INNOCENTI Line

Destination : Russia (28058493)

i

109 %
99 %
99 %
86 %
COMPLIES
COMPLIES

K GAILLARD [@?)

U AR, 205




Code

V240878

Apr 9 2025

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date

L113

pH

ARTICULATE MATTER
UBVISIBLE PARTICLES >= 1lOum

ARTICULATE MATTER
UBVSIBLE PARTICLES >= 25pum

LATED SUBSTANCES
CYANOBALAMIN IMPURITIES
UDpP 17

CLARITY
(subcontracted test)

COLOR

APPEARANCE
TDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

CYANOCOBALAMINE

RELATIVE DENSITY

EFRACTIVE INDEX

Single unidentified impurity

Total impurities

Destination : Russia (28058493)

Cleér red solution

The retention times of
the main peaks in the
chromatograms of test
gsolutions 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 %

COMPLIﬁé
COMPLIES
COMPLIES
COMPLIES

3.9

COMPLIES

COMPLIES

1.021

1.348

K. GAILLARD

11 AVR 2025
/
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cen e>\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacTBop Ans
BHYTpPUMbIWeYHOro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne L113

Manufacturing date (mm.yyyy):

Jarta npou3sBoacTBa (MM.ITIT): 03.2025

Expiry date (mm.yyyy):

CpoK rogHOCTH (MM.TTIT): 02.2028

Manufacturer according to the

reqgistration in Russia: CENEXI HSC, France

MNpousBoguTentL B COOTBETCTBUM

c perucrpaumen B Poccuu: CEHEKCHU 3143cCu, ®paHuun
Parameter / MokazaTenu | Specification limits / Hopmbl Results / PesynbTtathl
Appearance / Onucanue |Clear red solution. / [Npo3pa4yHbiii Clear red solution. /

pacTeop KpacHoro LipeTa. [Npo3payHbIin pacTeop

KpacHOro LpeTta.

|dentification /
MognuHHOCTL

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

/ MupnaokcmHa should comply with the retention
rmgpoxnopua times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YAEPXKMBaAHUA OCHOBHbIX MUKOB Ha
XpomMaTorpammax UcrnbITyemMbIx
pacTBOPOB AOMKHbI COOTBETCTBOBaTb
BpeEMeHaM yaepxnsaHua
COOTBETCTBYHLLMX MUKOB Ha
XpomaTorpammax CTaHAapTHbIX
pacTBOPOB TMAMWHA ruapoxnopuaa,
NYpUAOKCHHA rmapoxriopuga un
LmaHokoBanamuHa (pasgen
«KonunyecTeeHHoe onpeneneHuey).

Thiamine hydrochloride / Complies / CooteeTcTBYET

TuamuHa ruapoxnopus

Cyanocobalamin /
LnaHoko6anamuH




cenexi

innovative partnerships
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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 / HENPOBUOH®, pacteop Ans
BHYTpUMbLIWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua No L113
Manufacturing date (mm.yyyy):

Hata npousBogcTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

CpoK rogHOCTH (MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpounssoauTenb B COOTBETCTBUMU

¢ peructpauuven B Poccuu:

CEHEKCW 3i43cCu, PpaHums

Clarity / Mpospa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuuMa npenapara He
AOMKHa NpeBkILLaTh onanecueHLno
aTarnoHa cpaBHeHKA |.

Complies / CootBeTcTBYET

Color / LieTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyembiit
pacTBop AomKkeH ObITb okpalleH He
MEHEE MHTEHCUBHO, YeM
cTaHAapTHeIA pacTeop 1, 1 He Bonee
WHTEHCUBHO, YEM CTaHAapPTHbI
pacTeop 2.

Complies / CooTteTtcTByeT

pH / pH

Refraction index n2°/ From 1.345 to 1.349/ Ot 1,345 o 1.348
Mokasartene 1,349
npenomneHus n3’
Relative density d23 / From 1.01910 1.023./01 1,019 g0 [1.021
OTHocuTEnbHas 1,023,
MIOTHOCTL d2]

From3.7to4.2. /Ot 3,7 no 4,2. 3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH®, pacTeop ans
BHYTPUMbILWEeYyHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne L113
Manufacturing date (mm.yyyy):

Oarta npousBoacTBa (MM.ITTT): 03.2025
Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenbL B COOTBETCTBUM

c perucTpaumein B Poccum:

CEHEKCW 3in43cCu, ®paHuun

Particulate matter /
MexaHuyeckne
BKMIOYEHWS

Subvisible particles: / Hesudumbie
yacmuubl:

2 10 ym particles - not more than
6000/ampoule. /Yactuy pasmepom
= 10 mkm — He Gonee 6000/amnyna.

2 25 ym particles - not more than
600/ampoule. / YacTuy pasmepom
2 25 Mkm — He Gonee 600/amnyna.

78/ampoule /
78/amnyna

1/ampoule /
1/amnyna

Related substances /
PoacTteeHHbIe npumecn

Cyanocobalamin impurities: /
Mpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EgnHuyHas
HengeHTUULMPOBaHHasA NPUMECh —
He Bonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumecen — He
6onee 13,5 %.

0.7 %

0.3%

1.5%

Bacterial endotoxins /
BakrtepuansHble
3HAOTOKCUHBI

Not more than 10 |.U./mL. / He Bonee
10 E3/mMn. '

Complies / CooTBeTcTBYET
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBUOH®, pacteop ans
BHYTpUMbIWey4yHoro BBegeHust, 100 mr+100 mr+1 mr

28058493
L113

Manufacturing date (mm.yyyy):

Oarta npoussonAcTea (MMm.rrrr):

03.2025

Expiry date (mm.yyyy):
CpoK rogHOCTH (MM.FTTT):

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTBETCTBUM

c peructpauvien B Poccuu:

CEHEKCHW 3n43cCu, dpaHuusn

Sterility / CtepunbHocTb

Must be sterile. / Jom«keH 6bITb
CTEPUIBHBIM.

Sterile / Ctepuner

Assay / KonnyecTtBeHHoe
onpegenenve

Thiamine hydrochloride /
TwamuHa rugpoxnopua,

Pyridoxine hydrochloride /
MNupuaokcuHa
rMapoxnopug,

Cyanocobalamin /
LinaHoko6anamunH

Potassium cyanide /
Kanusa ymanug

From 93 % to 105 % of label claim. /
OT1 93 % pgo 105 % ot 3asaBneHHOro
KONMU4YecTBa.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % ot 3aaBnNeHHOro
Konu4ecTea.

From 95 % to 115 % of label claim. /
OT1 95 % po 115 % ot 3aABNEeHHoro
Konu4yecTea.

Not more than 100 % of label claim. /
He tonee 100 % oT 3asBNeHHOro
KonuyecTsa.

99 %

99 %

109 %

86 %
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cenexi

creating innovative partnerships

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / NpoaykT:

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

BHYTPUMLIWEYHOro BeeaeHus, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):
Oara npousBogcTBa (MM.ITIT):
Expiry date (mm.yyyy):

Cpok rogHOCTH {MM.TTIT):
Manufacturer according to the
registration in Russia:
Mpou3BoauTEnbL B COOTBETCTBUM
c peructpaumein B Poccuum:

28058493

CENEXI HSC, France

CEHEKCW 3inu3cCu, ®paHuun

Package / YnakoBka

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
amnyfy U3 TEMHOro ctekna tuna .
Ha amnyny HaHeceHa To4ka
pasrnoma 1 MapkupytoLlas
ronocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHON s14eikOoBOWM YraKoBKe
BMEeCTe C UHCTPYKUMEN no
NPUMEHEHMNIO B NaYKy KAPTOHHYIO
C KOHTpoOneM nepBoro
BCKpLITUA (nepchopauneint).

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
13 TeMHoro ctekna tuna |. Ha
amnyny HaHeceHa To4ka
pasnoma 1 MapkupyoLwas
norocka.

Mo 3 amnynbl B KOHTYPHOM
AYESNKOBOW YNakoBKe BMECTe C
WHCTPYKLUMEN NO MPUMEHEHUIO B
nayky KapTOHHYIO C
KOHTponeM nepBoro
BCKpbITUA (nepdopauuei).
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mponykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBMOH?®, pacTeop ans
BHYTpUMbILWEeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne L113
Manufacturing date (mm.yyyy):

OJara npousBoacTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 02.2028

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MNpoussoauTens B COOTBETCTBUMU

c peructpauven B Poccuu: CEHEKCHW 3inu3cCn, ®paHuus

Labeling / MapkupoBka

According to ND. /
B cooTBeTcTBuM ¢ HA.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / Ipu TemnepaTtype oT 2 go 8 °C.

Shelf-life / Cpok rogHocTn

3 years./ 3 ropa.

Assessment: / 3akntoueHune: 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 HopMaTUBHON AokyMeHTaummn Ne JICP-004589/08-
130123, uamenenue Ne 1 ot 10.05.2023, nameHenue Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / MpoaykT:

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacTeop ans
BHYTpUMbILWeYyHoro BeBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne L113
Manufacturing date (mm.yyyy):

[ata npoussogcTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

Cpok roaHocTH (MM.FTTT): 02.2028

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

MpousBoauUTens B COOTBETCTBUU

C perucrTpauven B Poccum: CEHEKCW 9143cCu, ®paHumsa
Details regarding API used in manufacturing process of the batch:
API Name, INN / API manufacturer batch API Manufacturer Country of Mfg. /
HaumeHoBaHue A®C, | n° FP Manufacturer API Name / CTpaHa
MHH E:;z: ::';‘p?:; ;;ﬂ?r";ﬁz HaumeHoBaHMe Npou3BOACTEA
AOE. Feverecnmm npoussoautens A®C
cybcTaHumm
npoussoagurens MNMao
CYANOCOBALAMINE WIT i
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000135652
/ UmnaHokoBanamuH E:r%AAFli:VI d)FaR:::NCE J FRANCE / ®paHuus
ButamuH B2 P P
KpUCTanmam4eckui,
MHH: ynaHokoBbanamuH
PYRIDOXINE PH24094032C Jiangxi Tianxin
HYDROCHLORIDE 0000137117 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / !/ UsaHcu  TadbeuHb | CHINA / Kutan
MupuaokcuHa rugpoxnopug, dapmackloTukan Ko.,
MHH: nupnaokcuH Jita.
THIAMINE UQ40312132
HYDROCHLORIDE 0000137157 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTtpuwHn FepMaHus
TwamuHa rugpoxnopug Mpopgakrc MMBX
MHH: TvamuH ~
Date / Signature of Qualified Person/ (| ” ] // {{/ —
‘ A ~ ()=
Qarta / nognuce kBannudbuUMPoOBaHHOro NuuUa: ADR A;J_? — A i

Name / $.1.0.:

Position /

" K. GAILLARD OF‘_ s Bl C’uslta;//

| |AWR, 2025 fjijf




