C en e A | BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur

L 14200 Hérawille Saint Clair France

creating in

HSC-QUA-MOP-00449

NEUROBION AMP 3ML X3 RU /

Do foi 5 j injt
Neurobion® sage form |Forme pharmaceutique Solution for injection

Name of product | Nom du produit :

ZI:;:P:::;:I:&:::GI::::_::;Lmde I 28070893 Customer Code | Code Client : 80780938
Thiamine hydrochloride
Batch number | Numéro de lot : L245 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type / size | =
Type / tallle 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 : 64800
Manufacturing date | 07/2025 Expiry date |Date de péremption : 06/2028
Date de fabrication :
Importing country | : Marketing authorisation number | Numéro 5
Pays destinataire : Ruxila d'AMM : NicP-004583/08
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 Louls Pasteur14200 Hérouvllle 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'auterisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouvllle 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'autarisation d'ouverture et numéro du certificat BPF :
CENEXI HSC
2 rue Louis Pasteur14200 Hérouvllle Saint-Clair France
2024324 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 Louls 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: 28070915
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : L245
Comment(s) / Déviation(s) | C ire(s) / Déviation(s):
None
"I hereby certify that the above information is authentic and accurate. This batch of product has been d, includi kaging / labelling and quality control at
the above mentionned site(s) in full compliance with the GMP reqt of the local Y Authontv and with the lpceif’ﬂtionl in the Marketing Authorisation of
the importing country or product specification file for I igati ] dicinal Prod The batch p! packaging and analysis were revi d and found to
be in compliance with GMP."
"Par la pré j' quelesr i i=d. sont exacts et t i Ce lot de médi a &té fabriqué, | son diti et son 6l
qulll!é, par In(-) bli 5) é(s) ci-d , en toute conformité avec les exigences BPF de I'autorité réglementaire compétente, ainsi qu'avec les
spécifications de I'autorisation de mise en marché du pays impornmur ou du dossier de spécification du médi pour les médi ts expérimentaux. Les données
visant la fabri du lot, son et ses analyses ont été revues et trouvées conformes aux BPF."

Name of qualified person of Hérouville Saint Clair-FRANEE- Release date : Q'
Nom du pharmacien responsable de Ia Li:érltien Hérouvillg Saint w: GAI LLARD Date de libérati K- GA"—LA 3 _O_j
10 SEP, k'c-fb,BJ

10 SEP. 2025
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ode 28070915

Batch

UROBION (R) solution for intramuscular injection

alysis date

Sep 1 2025

L245

Page

pH

CLARITY

COLOR

APPEARANCE Clear red solution

TDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

CYANOCOBALAMINE

(subcontracted test)

RELATIVE DENSITY
REFRACTIVE INDEX

PARTICULATE MATTER
SUBVISIBLE PARTICLES >= 10um

PARTICULATE MATTER
SUBVSIBLE PARTICLES >= 25um

RELATED SUBSTANCES
CYANOBALAMIN IMPURITIES
uDP 17

Single unidentified impurity

Total impurities

Destination Russia (28070893)

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

70

A

/

K. GAILLARD
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ode : 28070915 Batch

UROBION (R) solution for intramuscular injection
alysis date : Sep 1 2025

L245 Page 2/2

ViSIBLE PAﬁTICLES
(Eur. Ph. 2.9.20) visible particles

(meaning 0 wvisible particle))

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 : DEFLIN Grégoire

Destination : Russia (28070893)

Practicéllf”féée from

COMPLIES

This is an IPC test (100 % visual inspection with a passed AQL

110 %
100 %
100 %
94 %
COMPLIES
COMPLIES

J’/o K. GAILLARD |
110 SEP

¥)




cenexi

creating innovative partnerships

Product: / MpogykT:

SAP-Code: / Koa SAP:
Batch no.: / Cepusi No

Page 1 of 7/ Ctpanuua 1 ua 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTA3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTeop ans
BHYTpUMbIlWweyHoro BeegeHus, 100 mr+100 mr+1 mr

28070893
L245

Manufacturing date (mm.yvyy):

,ga'ra npon3BogcTBa | MM.I'I'IT!:

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

07.2025

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n pousBoOnTENb B COOTBETCTEUU

¢ perucTtpauuein B Poccuu:

CEHEKCHW 3i#43cCu, PpaHums

Parameter / MNokaszarenu

Specification limits / Hopmbl

Results / PeaynbTaTthbl

Appearance / Onucaxue

Clear red solution. / Npo3spayHbli
pacTBOP KpacHOro LgeTa.

Clear red solution. /
Mpo3payHblil pacTeop
KpacHoro LBeTa.

Identification /
MNognuHHOCTE

Thiamine hydrochloride /
TuamuHa ruapoxnopus

Pyridoxine hydrochloride
/ MupupokcuHa
rmgpoxnopug

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
YAEPKMBAHUA OCHOBHbIX MUKOB Ha
XpomarorpamMmmax UCnbITyemMbIx
pacTBOPOB AOIPKHBI COOTBETCTBOBATD
BPEMEHaM yAEepXXUBaHUSA
COOTBETCTBYHLLMX MWKOB Ha
XpomMaTorpammax cTaHgapTHbIX
pacTBOPOB TUAMWUHA rMapoxXnopuaa,
NUPUMAOKCUHA rugpoxnopuaa u
umaHokobanamuHa (pasgen
«Konu4yecTBEHHOE onpegeneHne»).

Complies / CooTBeTcTBYET




Page 2 of 7/ Ctpanuua 2 ua 7

cene;\i 2 rue Louis Pasteur

creating innovative partnerships 14200 HérOUVIlle Saint C|a|r France
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTpuMbIWeYyHoro seegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepusa Ne L245

Manufacturing date (mm.yyyy):

Oara npousBogcTsa (MM.rrrT): 07.2025

Expiry date (mm.yyyy):

Cpok roaHocTU (MM.FTTrT): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MponssoauTens B COOTBETCTBUM

€ perucrpauuei B Poccum: CEHEKCW 3143cCu, ®paHuus

Clarity / Mpo3payHocTsb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuusa npenapara He
A0IMKHa NpeBbillaTh onanecUeHUunio
aTanoHa cpaBHeHus |.

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. / Ucnbityemsiit
pacteop formkeH 6biTh oKpalleH He
MEeHEee WHTEHCUBHO, YeMm
CTaH4apTHbIA pacTeop 1, U He Gonee
WHTEHCUBHO, YEM CTaHAapPTHLINA

Complies / CooteeTctayeT

pacteop 2.
Refraction index n3° From 1.345 to 1.349/ Ot 1,345 oo 1.348
MokasaTensb 1,349
npenomnexus n3°
Relative density d23 / From 1.019t0 1.023. /011,019 a0 |1.021
OTHocuTenbHas 1,023.

MNOTHOCTb d39

pH/ pH From3.7t04.2./O1 3,7 no 4,2. 3.9




cenexi

creating innovative partnerships

Product: / Mpoaykr:

Page 3 of 7/ Ctpanmua 3 ua 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop gna
BHyTpMMbIWeYyHoro BBegeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L245
Manufacturing date (mm.yyyy):

Oata nponzeogcrea (MM.Irrr): 07.2025
Expiry date (mm.yyyy):

Cpok roaHocTu (MM.TTTT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoaurTens B COOTBETCTEBUU

€ perucrtpaumuei B Poccuum:

CEHEKCU 3ii43cCu, ®paHums

Particulate matter /
MexaHudeckue
BKITIOYEHUSA

Subvisible particles: / Hesudumsie
Yacmuypi:

2 10 ym particles - not more than
6000/ampoule. /Yactyy pazmepom
2 10 mkm — He 6onee 6000/amnyna.

2 25 pym particles - not more than
600/ampoule. / YacTtny pazmepom
= 25 Mkm — He 6onee 600/amnyna.

70/ampoule /
70/amnyna

1/ampoule /
1/famnyna

Related substances /
PopcreeHHble npumecn

Cyanocobalamin impurities: /
lNpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EquHnyHas
HewnaeHTUULMpoBaHHas NnpuMecs —
He Gonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumecei — He
Gonee 13,5 %.

0.5%

0.3%

1.4%

Bacterial endotoxins /
BakrepunanbHble
3HAOTOKCHHBI

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

Complies / CooTBeTcTBYET




Page 4 of 7/ CTtpanuya 4 us 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHANU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacteop ans
BHYTpUMEIWeyHoro BBegeHuUs, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L245
Manufacturing date (mm.yyyy):

Qara npousBogcTBa (MM.rrrr): 07.2025
Expiry date (mm.yyyy):

CpokK rogHocTu (MMm.rrrr): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTens B COOTBETCTBUMN

C peructpauuein B Poccum:

CEHEKCW 3#143¢Cu, DpanHums

Sterility / CTepunbHocTb

Must be sterile. / [lorkeH 6biTb
CTEPUIbHBLIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe

Kanua unanmp

He 6onee 100 % oT 3asBNeHHOro
KonuyecTea.

onpepenexHue

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

Twamuna rugpoxnopua | OT 93 % Ao 105 % oT 3asBNEHHOro
KonuyecTaa.

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

MupuaokcuHa Ot 94 % po 105 % ot 3asBneHHoro

rmapoxnopug Konu4ecTea.

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

LinaHokobanamuH Ot 95 % po 115 % oT 3asBNeHHOro
Konu4ecTea.

Potassium cyanide / Not more than 100 % of label claim./ |94 %




cenexi

creating innovative partnerships

Page 5 of 7/ CtpaHuua 5 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / NMpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWOH®, pacteop ans
BHYTpUMILLIeYHOro BeeneHus, 100 mr+100 mr+1 mr

28070893
L245

Manufacturing date (mm.yyyy):

Qa‘ra npousBogcTBea IMM.TFI‘I’!:

Expiry date (mm.yyyy):
Cpok rogHocTU (MM.ITIT):

07.2025

06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lNpousBoauTens B COOTBETCTBUM

C perncTpaumen B Poccun:

CEHEKCH 31n43cCun, ®paHuun

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 npenaparta B

amMnyny u3 TeMHoro ctekna tuna |l.

Ha amnyny HaHeceHa Touka
pasnomMa v MapkupytoLas
nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOM AYEAKOBOM YNakoBKe
BMECTEe C MHCTPYKUMER no
NPUMEHEHWIO B NAYKy KapTOHHYIO
C KOHTPONEM NepBOro
BCKpbLITUA (Nnepdopauuen).

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 amnyry
n3 TemHoro ctekna Tuna l. Ha
aMmnyny HaHeceHa To4ka
pasnomMa 1 mapkupyroLlas
nornocka.

Mo 3 amnynbl B KOHTYPHOM
AYEKOBOW yraKoBKe BMECTE C
WHCTPYKLMEN MO NPUMEHEHWIO B
NayKy KapTOHHYIO C
KOHTpOsieM NepBoro
BCKpbITUA (nepdropauueii).




Page 6 of 7/ Ctpanuya 6 ua 7

C e ﬂ F_’)\ i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacreop ans
BHYTPUMbILWeYyHoro BBeaeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepus Ne L245

Manufacturing date (mm.yyyy):

daTta npoussoacTea (MM.rrrr): 07.2025

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrT): 06.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lNpousBoanTens B COOTBETCTEBUMU

¢ pernctpauuei B Poccum: CEHEKCMH 31n43cCu, ®paHums

According to ND. /

Labeling / Mapkupogka B cooTeTcTRMM ¢ HA.

Complies. / CooTBeTcTBYET.

Storage / XpaHeHnue At the temperature from 2 to 8 °C. / lMpu Temnepatype ot 2 1o 8 °C.

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

Assessment: / 3akniouenue: 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 cooTseTcTBYET
TpeboBaHnAM HopMaTUBHOMN fokymeHTaummn Ne JICP-004589/08-
130123, usmereHune Ne 1 ot 10.05.2023, nsmeHeHue Ne 2 ot
14.11.2023.
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Page 7 of 7/ Ctpanmua 7 u3 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpogykT:

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH®, pacTeop Ans
BHYTpUMbILLeYHoro BeegeHust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusi Ne L245
Manufacturing date (mm.yyyy):

Oata npoussoacTBa (MM.ITIT): 07.2025
Expiry date (mm.yyyy):

Cpok rogHoOCTH (MM.ITTT): 06.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTBETCTBUMU

c peructpauuen B Poccuu: CEHEKCH 3#43cCu, ®PpaHuus

Details regarding API used in manufacturing process of the batch:

APl Name, INN /
HaumeHoeaHue ADC,
MHH

API manufacturer batch API Manufacturer Country of Mfg. /
n°, FP Manufacturer API Name / CrpaHa

Batch number / Homep HaumeHoBaHue npou3BoACTBa

Cepuu nponsBoguTens U3B uTena
A®C, Homep cepumn R AGC

cyb6cTaHu MK
npoussoautens NMo

CYANOCOBALAMINE VIT

B12 CRYSTALLINE, 2413022250
INN: CYANOCOBALAMINE | 0000140200
:;3 LinanokoBanamuH Eg;%iﬁm ¢E8R£NCE / FRANCE / ®paHyus
uTamuH B1z
KpucTannmyeckuni,
MHH: unaHokobanamuH
PYRIDOXINE PH25034003C Jiangxi Tianxin
HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / !/ UssHcu  TsHbcuHb | CHINA / KuTaii
MupuaokcuHa rmgpoxnopus PapmMacbloTukan Ko.,
MHH: nMpuaokcuH Jra.
THIAMINE
HYDROCHLORIDE UQ50112045 DSM Nutritional Products GERMANY
INN: THIAMINE / 0000139033 GmbH / OCM HyTpuwHn r
epMaHus
TuamuHa rugpoxnopus Mpopakrc MMBX
MHH: Tnamux

Date / Signature of Qualified Person/ / 4‘4
Qata / noanuchb kBanuduLMpoBaHHOro NUuUa: 1c C) LP Qo 15 /

Name / ®.11.0.: /qm G / /’/&

Position / [lomxHocTb: U\xﬁ bofw\ L,u) | b ‘J] 7\\;,)/”




