C enex | BATCH CERTIFICATE

ST S PR L e v CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur
S 14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449
Name of product | Nom du produit : :ES;?}IB:::S ANEZML IR Dosage form |Forme pharmaceutique: Solution for injection
Finished product int: | code |
28058493 Customer Code | Code Client : 80780938

Code Iinterne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot ; L112 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 (BmL) Number of units | Nombre d'unités : 63 810ea
Manufacturing date | 02/2025 Expiry date |Date de péremption : 01/2028
Date de fabrication :
Importing country | Marketing authorisation number | Numéro _
Pays destinataire : Russla d'AMM : 71cP-004589/08
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'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 Louls Pasteur14200 Hérouville Saint-Clair France
2024_324_1 2
2024_HPF_FR_08B0
Release site | Site Libérateur
Name, address, Autorisation number and GMP certificate number |
Nom, adresse, numéro d'autarisation 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 SF : L112
Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):
Nane
"I hereby certify that the above information Is authentic and accurate. This batch of product has been factured, includi L g / 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 spe:lﬂcatlons in the Marketing
Authorisation of the importing country or product specification file for Investigational MedIicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be In r.ompllance with GMP."

"Par la présente, j'atteste que les ts ci-d sont exacts et authentiques. Ce lot de médicament a été fabriqué, incluant son conditionnement et son
contrdle qualité, par le(s) établissement(s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité réglementaire cumpélente, ainsi quavec
les spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du médi 1t pour les médi p X. Les
données visant la fabrication du lot, son conditionnement et ses analyses ont été revues et trouvées conformes aux BPF."
Name of qualified person of Hérouville Saint Clair FRANCE | Release date :
Nom du pharmacien responsable de la Libération Hérouville Saint Clair Date de libération :

Date : Signature :



ode : U240878

UROBION (R) solution for intramuscular injection
alysis date : Mar 12 2025

Batch : L1112

Page :1/2

PEARANCE

ITDENTIFICATION

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
CYANOCOBALAMINE

pH

CLARITY
{subcontracted test)

COLOR

RELATIVE DENSITY
REFRACTIVE INDEX

[PARTICULATE MATTER

ARTICULATE MATTER

UBVSIBLE PARTICLES >= 25um

ELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
UDP 17

Total impurities

Clear red solution

SUBVISIBLE PARTICLES >= 10um

Single unidentified impurity

Destination : Russia (28058493)

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

3.9

COMPLIES

COMPLIES

1.021

1.348

241
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ode U240878

NEUROBION (R) solution for intramuscular injection
Analysis date : Mar 12 2025

RSSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
POTASSIUM CYANIDE

STERILITY

BACTERTAL ENDOTOXINS

Decision : Accepted

Fpproved 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 claim

Must be sterile

<= 10 IU/mL

Plo QP

109 %
99 %
100 %
89 %
COMPLIES
COMPLIES
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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 / HENWPOBUOH?®, pacteop ana
BHYTpUMbIWeyHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
L112

Manufacturing date (mm.yyyy):

[arta npoussoacTBa (MM.IITT):

02.2025

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

01.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lpouzBoguTEnL B COOTBETCTBUM

c peructpauuvein B Poccuu:

CEHEKCHU 3i43cCu, ®paHuus

Parameter / Moka3saTenu

Specification limits / HopMbl

Results / PesynbTarbl

Appearance / Onucaxue

Clear red solution. / Mpo3spayHblii
pacTBOp KpacHoro LgeTa.

Clear red solution. /
Mpo3payHbii pacTeop
KpacHoro usera.

Identification /
MopgnuHHOCTE

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupunaokcuHa
rugpoxnopus

Cyanocobalamin /
LnaHokoB6anamuH

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
YAEPKUBaHWA OCHOBHBIX MUKOB Ha
XpomMaTorpaMmMax MCrbITyembIX
PacTBOPOB AOMKHBI COOTBETCTBOBATL
BpEMEHaM yaepXmBaHns
COOTBETCTBYIOLLMX MUKOB Ha
Xpomarorpammax ctaHaapTHbIX
pacTBOPOB TMAMUHA MMAPOXIopMAA,
NYPUAOKCHMHA rmapoxnopuaa u
LumnaHoko6anamuHa (pasgen
«Konu4yecTBeHHOE onpegeneHne).

4

Complies / CooTtseTcTByeT

e
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C e ﬂ E Al 2 rue Louis Pasteur
T T —— 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEUPOEWOH®, pacteop aAns
BHYTPUMBbILLIeYyHoro BBeaeHust, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne L112

Manufacturing date (mm.yyyy):

fdata npousBogcTea (MM.rrrr): 02.2025

Expiry date (mm.yyyy):

Cpok rogHoCTH (MM.rrrr): 01.2028
Manufacturer according to the

registration in Russia: CENEXI HSC, France

[pousBoguUTEnL B COOTBETCTBUM
C peructpauwnen B Poccum: CEHEKCHW 3inu3cCu, ®paHuyus

Clarity / Npo3apaurocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuus npenaparta He
[OMKHa NpeBbIlaTh onanecLUeHuuio
aTanoHa cpaBHeHus .

Complies / CootBeTcTByET

Color / LiseTHocTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemblii
pacTeop AormKeH ObiTb OKpaLLeH He
MEeHee UHTEHCUBHO, YeMm
CcTaHAapTHLIN pacTeop 1, n He Bonee
WHTEHCUBHO, YeM CTaH4apTHbLIN
pacteop 2.

Complies / CooTBeTcTByET

Refraction index n3%/ From 1.345t0 1.349/ 071,345 50 | 1.348
Mokazatenb 1,349
npenomneHus n3°

Relative density d23 / From 1.019t0 1.023. /071 1,019 go | 1.021
OTtHocuTenbHas 1,023.
NNoTHOCTbL d39

pH / pH From 3.7t04.2. / OT 3,7 no 4,2. 3.9

HF
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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 / HEUPOBUOH?®, pacteop ans
BHYTpUMbIWeYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne L112
Manufacturing date (mm.yyyy):

MaTta npou3sBoAacTBa (MM.ITTT): 02.2025
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITrT): 01.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTeNbL B COOTBETCTBUM

c perucrpauuen B Poccuu:

CEHEKCHW 3iiu3dcCu, ®paHums

Particulate matter /
MexaHuveckue
BKNHOYEHWUA

Subvisible particles: / Hegudumsie
yacmuuypbl:

2 10 um particles - not more than
6000/ampoule. /Yactuy pazamepom
2 10 Mkm — He 6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / YacTtuu pasmepom
2 25 Mkm — He BGonee 600/amnyna.

241/ampoule /
241/amnyna

2/ampoule /
2/amnyna

Related substances /
PoacTteeHHble npyumMech

Cyanocobalamin impurities: /
lMpumecu yuarnokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EguHn4Han
HEUAEHTUDULIMPOBaAHHAS NPUMECH —
He Bonee 5,0 %

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

0.8%

0.3%

1.7 %

Bacterial endotoxins /
BakrepuanbHble
3HOOTOKCUHbI

Not more than 10 L.U./mL. / He Gonee

10 E3/mn.

Complies / CooteTtcTayeT

e
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Product: / Mpoaykr:

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

Page 4 of 7/ Ctpannua 4 us 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pactBop ans
BHYTpUMBbIWeYHOro BeefaeHus, 100 mr+100 mr+1 mr

28058493
L112

Manufacturing date (mm.yyyy):

Qarta npousBoacTea (MM.rrrT):

02.2025

Expiry date (mm.yyyy):
CpokK ronHoCTu (MM.rrrT):

01.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTens B COOTBETCTEUU

c peructpauuen B Poccuu:

CEHEKCHW 3#u3cCu, PpaHuusa

Sterility / CtepunbHocTb

Must be sterile. / JomkeH BbiTb
CTEPUIIbHBIM.

Sterile / CtepuneH

Assay / KonuyecTteeHHoe
onpepeneHue

Thiamine hydrochloride /
Tuamuxa rugpoxnopua

Pyridoxine hydrochloride /
MupugokcuHa
rugpoxnopua

Cyanocobalamin /
LinaHokobanamuu

Potassium cyanide /
Kanua umaHug

From 93 % to 105 % of label claim. /
Ot 93 % po 105 % oT 3aABnNEeHHoro
Konu4ecTBa.

From 94 % to 105 % of label claim. /
Ot 94 % po 105 % ot 3asiBNeHHoro
KOnu4yecTBa.

From 95 % to 115 % of label claim. /
O1 95 % po 115 % oT 3aaBneHHoro
konu4yecTBa.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBneHHoro
KOMU4ecTBa.

99 %

100 %

109 %

89 %

i
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cenexi

¢reating innovative partnerships

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

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

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

BHYTpuMbIWeYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: [/ Kog SAP: 28058493
Batch no.: / Cepua Ne L112
Manufacturing date (mm.yyyy):

Harta npou3BogcTBa {MM.ITIT): 02.2025
Expiry date (mm.yyyy):

CpoK rogHocTU (MM.ITIT): 01.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France

MpoussoauTens B COOTBETCTBUMU

c peructpauuein B Poccum: CEHEKCH 3i43cCu, ®paHuns

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 npenapata B

Ha amnyny HaHeceHa Tovka
pasnomMa u MmapkupytoLLas
norocka.

Mo 3 amnynbl unun no 10 amnyn B
KOHTYPHOI SA4ENKOBOW YNaKoBKe
BMECTe C MHCTPYKLMENR no
NPUMEHEHWIO B NaYKy KapTOHHYIO
C KOHTpOneM nepeoro
BCKpbITHA (nepdgopauunein).

amnyny us TEMHOro cTekna Tuna .

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 npenapata B amnyny
13 TemHoro crtekna tuna . Ha
amnyny HaHeceHa To4kKa
pasrnoma v MapkupyoLas
nonocka.

Mo 3 amnynbl B KOHTYpHOU
SYENKOBOW ynakoBKe BMECTe C
WHCTPYKLMEN MO NPUMEHEHUIO B
nadky KapTOHHYIO €
KOHTpONeM nepeoro
BCKpbITUA (Nepdopauuenn).

e
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C E ﬂ e I\ I 2 rue Louis Pasteur
areRtIg inRatIve 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

wtnerships

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacTteop ans
BHYTpUMbIWeYHoro eeBegeHusi, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493

Batch no.: / Cepus Ne L112

Manufacturing date (mm.yyyy):

Qata npousBogcTea (MM.IrIT): 02.2025

Expiry date (mm.yyyy):

CpokK roaHoCcTH (MM.ITTT): 01.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoguTens B COOTBETCTBUM

C perucTpauuen B Poccum: CEHEKCW 31n43cCu, ®PpaHuyms

According to ND. /

Labeling / Mapkvposka | cooTBeTcTBUM ¢ HJ.

Complies. / CooTBETCTBYET.

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

Shelf-life / Cpok rogHocTy | 3 years. / 3 roaa.

Assessment: / 3akntouenune: 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 HopMaTuBHOW AokymeHTauun Ne NICP-004589/08-
130123, nameHerne N2 1 ot 10.05.2023, uameHeHune Ne 2 ot
14.11.2023.

e
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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 / HEUPOBUOH®, pacTeop ans
BHYTpuMbIlWeyHoro BeeAeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne L112
Manufacturing date (mm.yyyy):

Oara npoussoacTea (MM.ITrr): 02.2025
Expiry date (mm.yyyy):

CpoK rogHoCTU (MM.ITIT): 01.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[TpousBoAuUTENL B COOTBETCTBUU

¢ peructpauvei B Poccuum:

CEHEKCHU 3iu3dcCu, ®paHuma

Details regarding API used in manufacturing process of the batch:

APl Name, INN /

API manufacturer batch

API Manufacturer

Country of Mfg. /

HaumeHoBanune A®C, | n°, FP Manufacturer API Name / CrtpaHa
MHH E:;‘:I: ';:’:::B’ ;:“?r“;ﬁz HaumeHoBaHue npousBoAcTBa
ABG, Hossh capilit npoussogutensa A®C
cybcTaHUuMm

npoussogutens rNNe®
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000135652
/ LnaHoko6anamuH E:;%Q\FI::M q)';aRHACNCE ! FRANCE / ®paHuusi
ButamuH B2
KpUCTannu4eckui,
MHH: unaHokobanamuH
PYRIDOXINE PH24094032C Jiangxi Tianxin
HYDROCHLORIDE 0000137117 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / / UsaHcu  TaHbcuHb | CHINA / KuTaid
MupuaokcuHa rmgpoxnopus PapmacbkloTukan Ko.,
MHH: nupnaokcuH JiTa.
THIAMINE UQ40312132
HYDROCHLORIDE 0000137157 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / ACM HyTtpuwwHn Fe

pMaHus

TwamuHa rugpoxnopug Mpogaxrc MmbeX
MHH: TvamuH

Date / Signature of Qualified Person/

ODarta / nognuck KBanuhuUMpoBaHHOroO nNuua:

Name / ©.1.0.: kd . &9& Mo 595.e ¢

Position / [JormkHOCTb: (_)Pe (oo e €

C};\_;._C._ &)\:j ?)PQL& [ Q)zfz o
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