C en e X ] BATCH CERTIFICATE

e i e CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur
9 % dLsa 14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449
Name of product | Nom du produit : Ip\::tljli?alsolr?g AMP 3ML X3 RU / Dosage form |Forme pharmaceutique: Solution for injection
Finlalied produst Infecial code:| 28058493 Customer Code | Code Client : 80780938

Code Interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : LO68 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg

Packaging type / size | Pot T .
Type / taille de Conditionnement : Ampoule / 3mL Strength / F vl / ge: 10011';93 .
ma/3 m

Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 64 800ea

Manufacturing date | 01/2025 Expiry date |Date de péremption : 12/2027
Date de fabrication :

Marketing authorisation number | Numéro NCP-004589/08

Importing country | Russia e

Pays destinataire :

Country of manufacturer | Pays du site de fabrication : FRANCE

Manufacturing site(s) | Site(s) de fabrication

Name, address, Auterisation 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 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 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 : LO68

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

N/A

"I hereby certify that the above information is authentic and accurate. This batch of product has been tured, i i ing / 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 speclﬂ:ations In the Marketing
Authorisation of the importing country or praduct specification file for Investigational Medicinal Products. The batch pr ing, packaging and yslis records were

reviewed and found to be in compliance with GMP."
"Par la présente, j'atteste que les r ts ci-d sont exacts et authentiques. Ce lot de médicament a été fabrlqué, Irl:luant son conditionnement et son

contrdle qualité, par le(s) établlssement(s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité régl taire compét ,-ainsi qu'avec
les spécifications de I'autorisation de mise en marché du pays importateur ou du dossler de spécification du médi pour les médi ts expérlmentaux. Les
données visant la fabrication du lot, son conditi et ses y 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 :
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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.: / Cepus Ne

NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteBop ans
BHYTPUMBbIWEeYHOro BeeaeHus, 100 mr+100 mr+1 mr

28058493
LO68

Manufacturing date (mm.yyyy):

OaTta npousBoacTBa (MM.ITIT):

01.2025

Expiry date (mm.yyvyy):
Cpok rogHocTyu (MM.TTIT):

12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTenlb B COOTBETCTBUM

C perucrpauuen B Poccun:

CEHEKCHU 3inu3cCu, ®paHuus

Parameter / NokazaTtenu

Specification limits / Hopmbl

Results / Pesynbtarsl

Appearance / OnucaHue

Clear red solution. / [Npo3payHbli
pacTBOp KpacHoro LseTa.

Clear red solution. /
Mpo3payHblil pacTeop
KpacHoro LpeTa.

Identification /
MoanWUHHOCTL

Thiamine hydrochloride /
TuamuHa rugpoxnopna

Pyridoxine hydrochloride
/ TMnpuaokcuHa
rugpoxnopug

Cyanocobalamin /
LinaHokoGanamuH

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
YOEpKUBaHUA OCHOBHBIX MUKOB Ha
XpomMaTorpammax UCnbiTyemblx
pacTBOpOB AOMKHbI COOTBETCTBOBATL
BPEMEHaM yaepXuBaHus
COOTBETCTBYIOLLUX MUKOB Ha
XpomaTtorpamMmmax cTaHfapTHbIX
pacTBOPOB TWaMWHa rugpoxrnopuaa,
NUPUAOKCUHA Fnapoxnopuaa u
unaHokobanamuHa (pasgen
«KonuyectseHHoe onpeaeneHuey).

Complies / CooTBeTcTBYET

I
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr:

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

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne LO68
Manufacturing date (mm.yyyy):

[aTta npousBoacTBa (MM.ITIT): 01.2025
Expiry date (mm.yyyy):

CpoK rogHoCcTH (MM.Irrr): 12.2027

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

n POU3IBOOMTENL B COOTBETCTEBUU

c peructpauuen B Poccum:

CEHEKCH 3ii43cCu, @ paHums

Clarity / Npo3pa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuna npenapara He
[OOIMKHA NpeBbILLaTh onanecLeHLuo
3TanioHa cpaBHeHwus |.

Complies / CooTeeTCcTBYET

Color / LiBeTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemelit
pacTBop A0SKeH ObITh OKpalleH He
MeHee UHTEHCUBHO, YeM
cTaHAapTHbIl pacTeop 1, U He Gornee
WHTEHCUBHO, YeM CTaHAAaPTHbINA
pacTteop 2.

Complies / CooTBeTcTByeT

pH / pH

From 3.7t04.2. /0T 3,7 o 4,2.

Refraction index n3°/ From 1.345t0 1.349/071 1,345 00 |1.348
Mokasatens 1,349
npenomnexns n3°
Relative density d39 / From 1.019t0 1.023./071 1,019 30 |1.021
OTHocuTenbHas 1,023.
NMNOTHOCTb d3]

3.9

¢
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cenexi
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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 / HEWPOBUOH®, pacTeop AnsA

BHYTpUMbIWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):

Oarta npousBoacTea (MM.ITIT):
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITTT):
Manufacturer according to the
registration in Russia:
MNpoussoauTens B COOTBETCTBUM
c perucrtpauuei B Poccuu:

28058493

LO68

01.2025

12.2027

CENEXI HSC, France

CEHEKCW 3iiu3cCu, ®@padums

MexaHun4eckue qyacmuubl:
BKMOYEHUS

Particulate matter / Subvisible particles: / Hesudumbie

2 10 pm particles - not more than
6000/ampoule. /YacTuy pasmepom
2 10 Mkm — He Gonee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / Hactuu pasmepom
= 25 mkm — He Bonee 600/amnyna.

70/ampoule /
70/amnyna

1/ampoule /
1/amnyna

Related substances / Cyanocobalamin impurities: /
PoacTeeHHble npumeck | Mpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. / 0.8 %
UDP 17 — He Gornee 7,0 %. :

Single unidentified impurity — not 0.3%
more than 5.0 % / EauHnyHasn
HeunAeHTUMUMpOBaHHan NPUMECh —
He Gonee 5,0 %

Total impurities — not more than 1.8%
13.5 %. / Cymma npumeceil — He
6onee 13,5 %.

BakrepuanbHble 10 ES/mn.
3HO0TOKCUHBI

Bacterial endotoxins / Not more than 10 I.U./mL. / He Gonee Complies IICOOTBETCTByET

e
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Npogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH?®, pacteop ans
BHYTpUMbIwWeYyHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
LO68

Manufacturing date (mm.yyyy):

ga'ra npou3BoacTea (MM.IT[T!:

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrTT):

01.2025

12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoauTEenL B COOTBETCTBUU

¢ perucTpauuneil B Poccuu:

CEHEKCH 3ii43cCu, ®PpaHums

Sterility / CTepunbHocTb

Must be sterile. / JorxeH 6biTb
CTEPUNbHbIM.

Sterile / CtepuneH

Assay / KonunyecTtseHHoe
onpeaeneHue

Thiamine hydrochloride /
TwamuHa rugpoxnopug,

Pyridoxine hydrochloride /
MupwpokcnHa
rmapoxnopua

Cyanocobalamin /

LinaHokoBanamuH

Potassium cyanide /
Kanws umaHug,

From 93 % to 105 % of label claim. /
OT1 93 % go 105 % oT 3asABNeHHoro
KonndyecTBea.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % oT 3asABNEHHOro
Konu4yecTBa.

From 95 % to 115 % of label claim. /
OT1 95 % no 115 % oT 3asBneHHoro
KonuyecTBa.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aABNeHHOro
Konu4ecrsa.

99 %

98 %

109 %

87 %
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C e ﬂ e }\ I 2 rue Louis Pasteur
creating ino 14200 Hérouville Saint Clair France

vative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBWOH?®, pacrteop ans
BHYTpUMbIwWey4yHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepus Ne LO68
Manufacturing date (mm.yyyy):
Oara npoussoncrea (MM.Irrr): 01.2025
Expiry date (mm.yyyy):
Cpok rogHocTy (MM.ITIT): 12,2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MNpoussoguTensL B COOTBETCTBUM
c perucTtpauueii B Poccuu: CEHEKCH 3#143¢cCu, ®paHumnsa
. 3 mL of product in type | amber
Package / Ynakoska 3 mL of product in type | amber glass ampoules. Ampoule has

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
amnyny u3 TEMHoro ctekna tuna .
Ha amnyny HaHeceHa To4ka
pasnoma u MmapkupyoLas
nonocka.

Mo 3 amnyns! unu no 10 amnyn B
KOHTYPHOW 54eiiKoBON yrakoBkKe
BMECTe C UHCTPYKLUMENR no
NPUMEHEHWIO B NaYKy KapTOHHYIO
C KOHTpONEeM Nepeoro
BCKpbITUA (Nepcopauueit).

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 crexna tunal. Ha
amnyrny HaHeceHa To4ka
pasnomMa v Mmapkupyouias
nonocka. '

Mo 3 amnynbl B KOHTYPHON
AYSNKOBOW YNaKoBKe BMecTe C
WHCTPYKUME No NpUMEHEHUIo B
nayky KapToHHYIO C
KOHTpOnem nepeoro
BCKpbITMA (nepdopauuen).

eLe
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Ce ﬂ e}\l 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnership

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

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

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne LO68

Manufacturing date (mm.yyyy):

Darta npousBoacTBa (MM.ITIT): 01.2025

Expiry date (mm.yyyy):

CPpOK rogHoCTH (MM.ITIT): 12,2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTens B COOTBETCTBUM

c perucTtpauues B Poccuu: CEHEKCH 3#143cCu, dpaHuus

According to ND. /

Labeling / Mapkuposka | 5" o e HA.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npun Temnepartype oT 2 Ao 8 °C.

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

Assessment: / 3aknioueHue: 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
TpeboBaHnam HopMaTuBHOMI fgokymeHTauum Ne JICP-004589/08-
130123, uameHeHune Ne 1 ot 10.05.2023, nameHexune Ne 2 ot

14.11.2023.

ac
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTpUMbIwWeYHoro seeaeHus, 100 mr+100 mr+1 Mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne L068
Manufacturing date (mm.yyyy):

Oara npousBoacTea (MM.ITTT): 01.2025
Expiry date (mm.yyyy):

Cpok rogHocT! (MM.ITTT): 12,2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[NMpoussoauTesib B COOTBETCTBUU

¢ perucTpauuven B Poccuu:

Details regarding AP| used in manufacturing process of the batch:

CEHEKCHW 3in43cCu, ®paHuus

APl Name, INN /
HanmeHoBaHue ADC,
MHH

API manufacturer batch
n°, FP Manufacturer API
Batch number / Homep
Cepuu NpouM3BOgUTENS
A®C, Homep cepumn
cybecTaHumum
npounssoautensa MNNe

API Manufacturer Country of Mfg. /
Name / CrpaHa
HanmeHoBaHue Npou3BOACTBA
npousBoautens A®C

CYANOCOBALAMINE WVIT

B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000134916
.:3 LinaHokoGanamuH E;:)OOPAFFIIVI ¢E:£:NCE s FRANCE / ®paHuus
nTamuH Bz
KpucTaniuyeckun,
MHH: unanokobanamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / / Usaucn  TadbcuHb | CHINA / Kutan
MupuaoKcUHa rmppoxnopus, dapmackioThKan Ko.,
MHH: nupwaokcuH i Iro.
THIAMINE UQ30312153
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTtpuwHn Fe
pMaHus
TwamuHa rugpoxnopua Mpogakre MTmMBX
MHH: TnamwnH

Date / Signature of Qualified Person/

OaTa / noanuckb kBanuduUuMpoBaHHOIo nNuua:

Name / ®.1.0. %.LCMQ\\J'\BS\Q\’L o \
Position / [lomkHocTb: (J pel ckroac € L},uo- &’% bpe wa Eﬁ)e

T4 ‘(’eb_aoz{ﬁ‘g
\_(V




