cenexnl BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE B

14200 Hérowville Saint Clair France
HSC-QUA-MOP-00449

Name of product | Nom du produit : ::EE:E?J?:S&J AMP 3ML X3 RU / Dosage form |Forme pharmaceutique:; Solution for injection
Finished product internal code | 28070893 Customer Code | Code Client : 80780938

Code interne produit fini :
Thiamine hydrochloride
L250 API | Principe(s) actif(s) : Pyridoxine hydrochloride

Batch number | Numéro de lot ;
Cyanocobalamin

100mg
Packaging type / size | 3
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 : 64 800 EA
Manufacturing date | 07/2025 Expiry date |Date de péremption : 06/2028
Date de fabrication :
Importing country | Marketing authorisation number | Numéro
Pays destinataire : Russia d'AMM : FCP-00ARARI/OR
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 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 |
Mom, adresse, numéro d'autorisation d'ouverture et numéro du certificat BPF :
CENEXI H5C
2 rue Louls Pasteur14200 Hérouville Saint-Clair France
2024 324 1 2
2024 _HPF_FR_080
Control quality site(s) | Site{s) de contrdle 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 Hérouvllle Saint-Clair France
2024 329 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 : veir certificat joint SF Batch number | Numéro de lot SF ; L250

1(s):

c t(s) / Déviation(s) | C rtaire(s) /

No major deviation

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

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

"Par la présente, j'atteste que les renseignements u-dessus sunl exacts et authentiques, Ce lot de médi a été fabriqué, incluant son conditionnement et son
contréle qualité, par le(s) &tabli 1t{s) menti é(s) , en toute conformité avec les exigences BPF de |' nutorlté égl e é , ainsi qu'avec les
spécifications de I'autorisation de mise en marché du pays Importaleur ou du dossier de spécification du médi 1t pour les médi expénmentaux, Les données

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

Release date : K. Gﬁ‘.!\LLA&RD

Date de libération ;
26 SEP. 200

Name of qualified person of Hérouville Saint Claif ERAB
Nom du pharmacien responsable de la Libération Hérouville|Saint Tliir

GAILLARD
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28070915

UROBION (R) solution for intramuscular injection
: Sep 23 2025

alysis date

Batch : L250

Page :1/2

PPEARANCE

PH

CLARITY

COLOR

UDP 17

Destination :

TDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

CYANOCOBALAMINE

(subcontracted test)

RELATIVE DENSITY
kEFRACTIVE INDEX

PARTICULATE MATTER
SUBVISIBLE PARTICLES >= 10um

PARTICULATE MATTER
SUBVSIBLE PARTICLES >= 25um

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES

Single unidentified impurity

Total impurities

Russia (28070893)

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

3.8

COMPLIES

COMPLIES

1.021

1.348

214

K. GAILLARD

REF

26 SEP, 2025




Code 28070915 Batch L250 Page 2/2
NEUROBION (R) solution for intramuscular injection
Analysis date : Sep 23 2025

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

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

ASSAY

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 % 90 %
of label claim

STERILITY Must be sterile COMPLIES

BACTERIAL ENDOTOXINS <= 10 IU/mL COMPLIES

Decision : Accepted

Approved by : GAILLARD Karine

P[O K. GAILLARD ( |

,
26 SEP. 2 7

Destination : Russia (28070893)
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Product: / NMpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepus Ne
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2 rue Louis Pasteur

- 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBEUOH®, pacteop ans
BHYTpUMbILWeYHoro BeegeHma, 100 mr+100 mr+1 mr

28070893
L250

Manufacturing date (mm.yyyy):

QaTta npoussoAcTBa (MM.rrrT):

07.2025

Expiry date (mm.yyyy):
CpoK rogHOCTU (MM.rrrT):

06.2028

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

Hpouaso,gwrenb B COOTBETCTBUMU

¢ peructpauuein B Poccuu:

CEHEKCMU 3itu3cCu, dpaHuns

Parameter / Mokaszatenu

Specification limits / Hopmbi

Results / Pesynbrathl

Appearance / OnucaHue

Clear red solution. / Mpo3payHbiii
pacTBOp KpacHOro LiBeTa.

Clear red solution. /
Mpo3payHblin pacTeop
KpacHoro ugerta.

Identification /
lNoanuHHOCTL

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride
/ TinpupokcuHa
ruapoxnopug

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
yAEpXUBaAHWA OCHOBHbIX NMUKOB Ha
XpomaTtorpammax UCnbITyeMbIX
pacTBOpOB AOMKHbI COOTBETCTBOBATL
BpEMEHaM yaepxuBaHus
COOTBETCTBYIOLLMX NWKOB Ha
XpomaTtorpammax ctaHaapTHbIX
pacTBOpPOB TMAMWUHA MMApoxnopuaa,
NUPUAOKCUHA rmgpoxnopuaa u
UnaHokobanamuHa (pasgen
«KonnyecteseHHOe onpefeneHney).

Complies / CooteTcTBYyeET
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Cene}\| 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 / HEUPOBWOH®, pacteop ans
BHYTpUMbIlWeYyHoro BeeaeHusn, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepusa Ne L250

Manufacturing date (mm.yyyy):

OaTta npousBoacTBa (MM.ITrT): 07.2025

Expiry date (mm.yyyy):

Cpok rogHocTU (MM.rrrr): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lMpousBoauTens B COOTBETCTEUMU

c peructpaumein B Poccuu: CEHEKCH 3#143cCu, ®paHuums

Clarity / MNMpo3spayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHunsa npenapaTa He
[0MMKHa NpeBbILLaTh onanecLeHumio
3TanoHa cpaBHeHus .

Complies / CootBeTtcreyeT

Color / LieTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyembli
pacTBop [oMmKkeH BbiTb OKpalleH He
MEHEE MHTEHCUBHO, YeM
cTaHaapTHbIA pacTeop 1, n He Bonee
WHTEHCUBHO, YeM CTaHAapPTHbIA
pacTeop 2.

Complies / CooteeTtcTByeT

Refraction index n2°/ From 1.345to 1.349/ Ot 1,345 go 1.348
MokazaTens 1,349
npenomneHust n3°

Relative density d3g / From 1.019t0 1.023. /011,019 80 |1.021
OtHocuTenbHasn 1,023.
MAOTHOCTb d2)

pH / pH From 3.7t04.2. /OT 3,7 no 4,2. 3.8
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cenexl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATNU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENLPOBUOH®, pacteop gns
BHYTpUMbIWwWeyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus No L250
Manufacturing date (mm.yyyy):
[data npousBogcTBa (MM.TITIT): 07.2025
Expiry date (mm.yyyy):
Cpok rogHoCcTy (MM.ITTT): 06.2028
Manufacturer according to the
reqgistration in Russia: CENEXI HSC, France
[pou3BoauTenL B COOTBETCTBUM
c peructpauuen B Poccuu: CEHEKCH 3i43cCu, PpaHuums
Particulate matter / Subvisible particles: / Hegudumsie
MexaHun4yeckne yacmuybl:
BKITIOYEHNS
2 10 um particles - not more than ;i:ﬂz:ﬂnﬁo;;el
6000/ampoule. /Y4actuy pasamepom Y
2 10 mkm — He 6onee 6000/amnyna.
2 25 ym particles - not more than gﬁi\r:fo:;e /
600/ampoule. / HacTuy pasmepom y
2 25 Mkm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PopcteeHHble npumecn | Mpumecu yuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0.6 %
UDP 17 — He Bbonee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EguHuyHas
HenaeHTUpULMpoBaHHas Npumech —
He bonee 5,0 %
Total impurities — not more than 1.6 %
13.5 %. / Cymma npumecein — He
6onee 13,5 %.
Bacterial endotoxins / Not more than 10 [.U./mL. / He 6onee | Complies / CooTseTcTBYET
BakrepuanbHblie 10 ES/mn.
3HAOTOKCUHBI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

1ips

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacTeop ans
BHYTpUMbIWey4yHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L250
Manufacturing date (mm.yyyy):

DaTta npousBoacTea (MM.rrrr): 07.2025
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.Irrr): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'Igousso,qmenb B COOTBETCTEUU

c perucTpauuein B Poccuu:

CEHEKCHW 31n43cCu, ®paHumsa

Sterility / CtepuneHoCTb

Must be sterile. / lomkeH bbITb
CTEPUNbHBIM.

Sterile / CtepuneH

Assay / KonnyecTBeHHoe

Kanusa umaHng

He 6onee 100 % oT 3assneHHoro
KonuyecTea.

onpegerneHue

Thiamine hydrochloride /|From 93 % to 105 % of label claim. / 100 %

Tuamuna rugpoxnopug | OT 93 % o 105 % oT 3asBneHHoro
KonuyecTea.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ [ 100 %

MupnpokcuHa Ot 94 % po 105 % oT 3asBNEHHOro

rMAPOXIopuL Konu4yecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ [109 %

LinaHokoBanamuH OT1 95 % po 115 % oT 3asiBneHHoro
Konuyecrsa.

Potassium cyanide / Not more than 100 % of label claim. / |90 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMEIWeYyHoro BeefeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L250
Manufacturing date (mm.yyyy):

Oara npoussoacTea (MM.ITrT): 07.2025
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 06.2028

Manufacturer according to the

registration in Russia:

[pousBoguTensb B COOTBETCTBUU

C peructpauuvein B Poccuu:

CENEXI HSC, France

CEHEKCH 3#43cCu, ®paHuums

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 npenapara B
amnysny u3 TemHoro crekna tuna l.
Ha amnyny HaHeceHa To4ka
pasnoma n MapkvpytoLas
nonocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHOW 14EAKOBOW YNaKoBKe
BMECTE C UHCTPYKUWeii no
NPUMEHEHUIO B NaYKy KAPTOHHYHO
C KOHTpOneM nepBoro
BCKpbITUA (nepdopaumen).

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 Touka
pasnoma n MapkupytoLas
nonocka.

Mo 3 amnynbl B KOHTYPHOM
AYENIKOBOW YyNaKkoBKe BMECTe C
WHCTPYKUWEN No NpUMEHEHNIO B
Mayvky KapTOHHYH C
KOHTpOseM Nepeoro
BCKpLITUA (Nnepdopauunei).
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cenex | 2 rue Louis Pasteur
A — 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIU3A
Product: / MpogykT: NEUROBION® solution for_intramuscular injection,

100 mg+100 mg+1 mg / HEUPOBEWUOH®, pacTteop ans
BHYTpUMbIwWeYyHoro BBeaeHun, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepusa Ne L250

Manufacturing date (mm.yyyy):

Hdata npousBoacTBa (MM.ITIT): 07.2025

Expiry date (mm.yyyy):

Cpok rogHocTU (MM.rrTT): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France

[pousBoauTenL B COOTBETCTBUM

C peructpauuvein B Poccuu: CEHEKCMH 31#143cCu, dpaHuus

According to ND. /

Labeling / Mapkuposka B cooTteeTcTBUM ¢ HA.

Complies. / CooTeeTcTBYET.

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

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

Assessment: / 3aknioueHne: 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 / Cepus cooTBeTcTByeT
TpeboBaHWAM HopMaTUBHOW foKkyMeHTauumn Ne NICP-004589/08-
130123, nsmeHeHue Ne 1 ot 10.05.2023, nameHeHme Ne 2 ot

14.11.2023.
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C e n e Al 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Npoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacteop ans
BHYTpUMbIWeYyHoro eeegerus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus No L250
Manufacturing date (mm.yyyy):
Hara npousBoacTBa (MM.rrrr): 07.2025
Expiry date (mm.yyyy):
Cpok roagHocTu (MM.IrrT): 06.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[Ipou3BoauTesib B COOTBETCTBUMN
¢ perncrtpauneu B Poccuu: CEHEKCHU 3#43cCu, ®paHuus
Details regarding API used in manufacturing process of the batch:
API Name, INN / APl manufacturer batch APl Manufacturer Country of Mfg. /
HaumeHoBanue A®C, | n°, FP Manufacturer API Name / CrtpaHa
MHH Batzl; 2:?::; é,m:ﬁﬁ HaumeHoBaHue npousBoACTBa
cep
ADGC, Homep: cepun npouspogutTena A®C
cybcTaHuum
npouzsogutensa Mo
CYANOCOBALAMINE WVIT
B12 CRYSTALLINE, 2413022250
INN: CYANOCOBALAMINE | 0000140200
/ UnaHokoBanamuH E;r%iﬂm qJFaRi_ﬁNCE k FRANCE / ©paHuus
ButamuH Bz P P
KpucTannuyeckuii,
MHH: unanokoBanamuH
PYRIDOXINE PH25034003C Jiangxi Tianxin
HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / !/ UssHcn  TaHbcuHb | CHINA / Kutaii
MupuAaokcuHa rugpoxnopua dapmMackloTrKan Ko.,
MHH: nupugokcuH Jito.
THIAMINE
HYDROCHLORIDE UQ50112045 DSM Nutritional Products GERMANY
INN: THIAMINE / 0000139033 GmbH / ACM HyTpuwHn rEhfsan
TwamuHa rugpoxnopug MpoaakTc MMBX P
MHH: TnamuH

Date / Signature of Qualified Person/

(
Oara / noanuchb KkBanuhuLuMpoBaHHOIO nNuLa: :)ZQ SEI) JCELC) (7
Name / ®.1.0.: \/qm Leas)

Position / Jom«kHocTb: o b@—‘ ,( Qu;q’_r(j l‘”} » )2,@(.
%




