cenen i BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louis Pasleur

creating innovative partnerships 14200 Hérouville Sainl Clair France

HSC-QUA-MOP-00449

NEUROBION AMP 3ML X3 RU /

Dosage form |Forme pharmaceutique: olution for injection
Neurobion® o ! P 4 S i

Name of product | Nom du produit :

:lezr;:iag;zd::;t::::: ;i?:ir:cm’e | 28058493 Customer Code | Code Client ; 80780938

Thiamine hydrochloride

Batch number | Numéro de lot : L135 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type / size | :
Type / tallle de Conditionnement : Ampoule / 3mL Strength,/: Patency | Teneir / Dosage s 100mg
1 mg/3 mL
Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités 64 050 ea
Manufacturing date | 03/2025 Expiry date |Date de péremption : 02/2028
Date de fabrication :
Imparting country | Marketing authorisation number | Numéro s
Pays destinataire : Russia 'AMM : JICP-004589/08
Country of manufacturer | Pays du site de fabrication : FRANCE
Manufacturing site(s) | Site(s) de fabrication
Name, address, Autarisation number and GMP certificate number |
Nom, adresse, numéro d'auterisation d'ouverture et numéro du certificat 8PF :
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 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 semi finished product | code interne SF : U240878
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot 5F : L135

Comment(s) / Déviation(s) | Cc ire(s) / (s):

Labelled ampoules code 28058494 - Batch number : L135.

"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 abave 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 renseignements ci-dessus sont exacts et authentiques. Ce lot de médicament a &té fabriqué, incluant son conditionnement et son
contrdle qualité, par le(s) é 1t{s) il &(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité réglementaire compétente, ainsl qu'avec les
spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du médi pour les mé 1ts expérimentaux. Les données
visant |a fabrication du lot, son conditionnement et ses analyses ont été revues et trouvées conformes aux BPF."

Name of qualified persan of Hérouville Saint Clair ERA Release date :
Nom du pharmacien responsable de la Libération Hérouvill Date de libération,; | K, GA"—-LARD




UROBION (R) solution for intramuscular injection
alysis date : Apr 23 2025

ode : U240878 Batch : L135

APPEARANCE Clear red solution

IDENTIFICATION
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

kELATIVE DENSITY From 1.019 to 1.023
REFRACTIVE INDEX From 1.345 to 1.349
PARTICULATE MATTER <= 6000 particles per
SUBVISIBLE PARTICLES >= 10um 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 (28058493)

COMPLIES

COMPLIES

COMPLIES

COMPLIES

3.9

COMPLIES

COMPLIES

1.021

1.348

21
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ASSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE

[PYRIDOXINE HYDROCHLORIDE

[POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : HUGON Mickaél

Destination : Russia (280584093)

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 %
98 %
100 %
S1 %
COMPLIES
COMPLIES
K. GAILLARD

(p)

13 MAI 2005~




cenexi

creating innovative partnerships

Page 1 of 7/ Ctpanuua 1 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pacTeop ans
BHYTpUMbIWweYHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
L135

Manufacturing date (mm.yyyy):

gaTa npou3BoacTBa ‘MM.[’ITT!:

Expiry date (mm.yyyy):

CpoK rogHOCTH {MM.TITIT):

03.2025

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTBUU

c peructpauuven B Poccuu:

CEHEKCMH 3i143cCun, PpaHuun

Parameter / lNokaszaTtenu

Specification limits / Hopmbl

Results / Pesynbtathbl

Appearance / OnucaHue

Clear red solution. / MNpo3payHbii
pacTBOp KpacHoro LpeTa.

Clear red solution. /
Mpo3spayHLIi pacTsop
KpacHoro LseTa.

Identification /
MognnHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupupokcuHa
ruapoxnopug

Cyanocobalamin /
LinaHokob6anamuH

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
YAEPKVBAHUA OCHOBHBIX MUKOB Ha
XpomMaTorpammax UCrbITyemblxX
pPacTBOPOB AOMMKHLI COOTBETCTBOBATb
BpeMeHaMm yAepXuBaHus
COOTBETCTBYHLLMX MUKOB Ha
Xpomarorpammax cTaHAapTHbIX
pacTBOPOB TMAMUHA rMapoxmopuaa,
NUPWAOKCUHA rmapoxnopuaa u
unaHokobanamuHa (pasgen
«Konu4yecTBeHHoe onpegeneHunen).

Complies / CooTseTcTBYET
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C e n e }\ | 2 rue Louis Pasteur
creating 14200 Hérouville Saint Clair France

g innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacTeop Ans
BHYTpUMLIlWIeYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493

Batch no.: / Cepus Ne L135

Manufacturing date (mm.yyyy):

Odata npoussoactBa (MM.ITrr): 03.2025

Expiry date (mm.yyyy):

CpoK rogHoCcTH (MM.ITTT): 02.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUM

c perucTpauunen B Poccuu: CEHEKCHU 3i#4y3cCu, ®paHuus

Clarity / MNpospa4HocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuuA npenapaTa He
[OMKHA NpeBbilaTh onanecLeHLuno
aTanoHa cpaBHeHus |.

Complies / CooteeTcTBYET

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 A0SkeH ObITh OKpalleH He
MeHee UHTEHCUBHO, Yem
cTaHaapTHLIA pacteop 1, u He Bonee
WHTEHCUBHO, YEM CTaHAAPTHbLIN
pacTteop 2.

Complies / CooTBeTCcTBYET

Refraction index n3°/ From 1.345t0 1.349/01 1,345 00  |1.348
MNokasaTenb 1,349
npenomnenus n3’

Relative density d29 / From 1.019t0 1.023. /011,019 g0 |1.021
OTHocuTenbHas 1,023.
NNOTHOCTL d3§

pH/pH From 3.7t04.2. /Ot 3,7 o 4,2. 3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTeop ans
BHYTPUMBIWeYyHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepus Ne L135
Manufacturing date (mm.yyyy):

Oata npousBoAcTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

CpoK roaHocTH (MM.rrrr): 02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTenb B COOTBETCTBUMN

c peructpauunein B Poccuu:

CEHEKCW 3#143cCu, PpaHumn

Particulate matter /
MexaHnveckue
BKIMHOYEHWS

Subvisible particles: / Hegudumsie
yacmuypl:

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

2 25 um particles - not more than
600/ampoule. / YacTtuy pasmepom
2 25 mkm — He 6onee 600/amnyna.

21/ampoule /
21/amnyna

0/ampoule /
O/amnyna

Related substances /
PoacteeHHbIE npumec

Cyanocobalamin impurities: /
Mpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. /
UDP 17 — He 6onee 7,0 %.

Single unidentified impurity — not
more than 5.0 % / EguHuiHas
HeuaeHTuLMpoBaHHas NpuMech —
He Gonee 5,0 %

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

0.7 %

0.3%

1.6 %

Bacterial endotoxins /
BakTepuanbHble
3HOOTOKCUHBI

Not more than 10 |.U./mL. / He 6onee
10 E3/mn.

Complies / CooTBetcTBYET
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cenexi

creating innovative partnerships

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIM3A

Product: / MpoaykT:

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

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

BHYTpUMbIlWe4yHoro BeeaeHusi, 100 mr+100 mr+1 mr

28058493
L135

Manufacturing date (mm.yyyy):

Oara npoussoacTBa (MM.ITIT):

03.2025

Expiry date (mm.yyyy):
CpoK rogHocTu (MM.ITIT):

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTesib B COOTBETCTBUMU

c perucTpauuen B Poccum:

CEHEKCW 3it43cCu, ®paHuus

Sterility / CtepunbHocTb

Must be sterile. / [lomxkeH ObITh
CTEPUITBHBIM.

Sterile / CrepuneH

Assay / KonndyecteeHHoe
onpegenexHue

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride /
MupmaokcuHa
rMapoxnopug

Cyanocobalamin /
LinaHoko6anamuH

Potassium cyanide /
Kanua umaHug

From 93 % to 105 % of label claim. /
OT1 93 % no 105 % oT 3asBnNEeHHOro
KOnM4YecTBa.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % oT 3aaBneHHoro
Konu4yecTsa.

From 95 % to 115 % of label claim. /
OT1 95 % go 115 % oT 3asaBnNeHHoro
Konu4ecTBa.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBNEHHOrO
KONWYecTBa.

98 %

100 %

110 %

91 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH?®, pacTeop ans
BHYTpUMbILWeYHoro BBegeHms, 100 mr+100 mr+1 mr

28058493
L135

Manufacturing date (mm.yyyy):

[Jarta npousBoacTBa (MM.ITIT):

03.2025

Expiry date (mm.yyyy):
Cpok rogHoCTH (MM.TTIT):

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n poOU3IBOOUTENL B COOTBETCTBUU

¢ peructpaumen B Poccum:

CEHEKCH 3iu3cCun, ®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). / Mo 3 mn npenapata B
amnyny v3 TEMHOro cTekna Tuna l.
Ha amnyny HaHeceHa To4ka
pasnoma U MapkupyroLas
nonocka.

Mo 3 amnynel unv no 10 amnyn B
KOHTYPHOW S4ENKOBOW YNakoBKe
BMeCTe C UHCTPYKLWER no
NMPUMEHEHMIO B NaYKy KapTOHHYHO
C KOHTpOneMm nepBoro
BCKpbITUA (nepcopauuen).

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
u3 TeMHoro ctekna tuna |. Ha
amnyny HaHeceHa Tovka
pasnoma 1 mapkupyoLas
nonocka.

Mo 3 amnynkl B KOHTYPHOW
AYEIKOBOW YNaKoBKe BMECTe C
VHCTPYKUMER MO NPUMEHEHUIO B
nayky KapTOHHYIO €
KOHTpONEeM NepBoro
BCKpbITUA (Nepdopauueit).
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CEﬂe}\I 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENIPOBUOH?®, pacteop ans
BHYTpPUMbIWeyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne L135

Manufacturing date (mm.yyyy):

Oarta npon3soacTea (MM.ITTT): 03.2025

Expiry date (mm.yyyy):

CpoK rogHoOCTH {MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouseoauTens B COOTBETCTBUU

c perucrpauuein B Poccum: CEHEKCHW 3i43cCu, ®PpaHuumsn

According to ND. /

Labeling / Mapkvposka |5 TR © HL.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepatype o1 2 go 8 °C.

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

_Assessment: / 3aknioyeHue: 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 HopmaTueHoi faokymeHTauum Ne JICP-004589/08-
130123, nameHeHune Ne 1 ot 10.05.2023, nameHenne Ne 2 ot
14.11.2023.
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14200 Hérouvill

2 rue Louis Pasteur
e Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

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

28058493

L135

Manufacturing date (mm.yyvy):

Oarta npou3eoAcTBa (MM.ITrT):

03.2025

Expiry date (mm.yyyy):

CpoK rogHoCTH (MM.ITTIT):

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTBUM

c perucTpaumen B Poccuum:

CEHEKCW 3inuydcCu, ®paHuun

Details regarding API used in manufacturing process of the batch:

APl Name, INN /

APl manufacturer batch

API Manufacturer

Country of Mfg. /

HaumeHoBaHue ADC, n°, FP Manufacturer API Name / Crpana
MHH Batch number / HO“;EP HaumeHoBaHue NpPou3BoACTBa
cepun npoussoguTens
ASC, Housp Copii npousBogutens A®C
cybcTaHumm
npousBogutena MNMo

CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000135652
:|’3 LinaHokoBanamuH EEL?AT':M ¢EaR::‘:NCE } FRANCE / ®paHuus

uTamuH Biz
KpUCTannuyeckui,
MHH: unanokobanamuH
PYRIDOXINE PH24114032C Jiangxi Tianxin
HYDROCHLORIDE 0000138128 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / {  UssaHcu  TaHbcuHb | CHINA/ Kutait
MupuaokcuHa rugpoxnopng $apmacbioTHKan Ko.,
MHH: nupugokcuH JiTga.
THIAMINE
HYDROCHLORIDE UQ41112268 DSM Nutritional Products GERMANY /
INN: THIAMINE / 0000137964 GmbH / ACM HyTtpuLiHn Fe

pMaHus

TuamuHa rugpoxnopua Mpogakrc MmX
MHH: TuamuH p)

Date / Signature of Qualified Person/ /

[ara / noAnuck KEanuduLumMpoBaHHoro nuua: |5 Ay Neyle)

Name / ©.1.0.: ]/C]f\‘\L_L AL

Position / JormkHoCT: C]aé"’ab'cwl Qw“j r}micj-f"

]

LY
~

e



