C en e X I BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur

ating innovative 14200 Hérouville Sainl Clair France
HSC-QUA-MOP-00449

., NEUROBION AMP 3ML X3 RU / i
Name of product | Nom du produit : Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Fintahied product Interrialicode)| 28058493 Customer Code | Code Client : 81765287

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : Fo68 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type / size | .
Type / taille de Conditionnement : Ampaule / 3mL Strength / Potency: | Teneur:/ Dosage:: 100mg
1 mg/3 mL
Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 65 340ea
Manufacturing date | 09/2024 Expiry date |Date de péremption : 08/2027
Date de fabrication :
Importing country | Marketing authorisation number | Numéro -
Pays destinataire : Russia d'AMM : JICP-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_146_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_146_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_146_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_146_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 : Fo68

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 manufactured, including packaging / 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 specifications in the Marketing

Authorisation of the importing country or product specification file for Investigational Medicinal Products, The batch proc il packaging and ysis records were
reviewed and found to be in oomprlarwe with GMP."
"Par la présente, j'atteste que les 1its cl-d. sont exacts et authentiques. Ce lot de médicament a été fabrlqué incl t son conditic it et son
contréle qualité, par le(s) établlssement(s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I' autorlté ré aire pétente, ainsi qu'avec
les spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du médi t pour les médi s expér| Les
données visant la fabrication du lot, sen condit t et ses ly 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 :
Signature : T = :
E. LEMAI)S

3 0 0CT,}2024
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Code : U240878 Batch F968 Page :1/2
NEUROBION (R) solution for intramuscular injection
Analysis date Oct 25 2024
APPEARANCE Clear red solution COMPLIES
TDENTIFICATION
THIAMINE HYDROCHLORIDE The retention times of COMPLIES
the main peaks in the
chromatograms of test
PYRIDOXINE HYDROCHLORIDE solutions should comply COMPLIES
with the retention times
of respective peaks in
CYANOCOBALAMINE the chromatograms of COMPLIES
reference standards
solutions
pH From 3.7 to 4.2 3.9
CLARITY The opalescence of the COMPLIES
(subcontracted test) product should not
exceed the opalescence
of reference standard I
COLOR The sample solution COMPLIES
should be at least as
colored as standard
solution 1 and not more
colored than the
standard solution 2
RELATIVE DENSITY From 1.019 to 1.023 1.021
REFRACTIVE INDEX From 1.345 to 1.349 1.348
PARTICULATE MATTER <= 6000 particles per 166
SUBVISIBLE PARTICLES >= 10um ampoule
PARTICULATE MATTER <= 600 particles per 2
SUBVSIBLE PARTICLES >= 25um ampoule
RELATED SUBSTANCES :
CYANOBALAMTN IMPURITIES
UDP 17 Not more than 7.0 % 0.7
Single unidentified impurity Not more than 5.0 % 0.4
Total impurities Not more than 13.5 % 1.9
Destination : Russia (28058493)




Code : U240878 Batch : F968 Page 2/2
NEUROBION (R) solution for intramuscular injection
Analysis date : Oct 25 2024

ASSAY

CYANOCOBALAMIN From 95 to 115 % 110 %
of label claim

THIAMINE HYDROCHLORIDE From 93 to 105 % 99 %
of label claim

PYRIDOXINE HYDROCHLORIDE From 94 to 105 % 99 %
of label claim

POTASSIUM CYANIDE Not more of 100 % 83 %
of label claim

STERILITY Must be sterile COMPLIES

BACTERIAL ENDOTOXINS <= 10 IU/mL COMPLIES

Decision : Accepted

Approved by : INNOCENTI Line

Destination : Russia (28058493)
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENLPOBUOH®, pacTBop Ans
BHYTpUMbIWweyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
Fo68

Manufacturing date (mm.yyyy):

Odara npousBoAcTBa (MM.rrTT):

09.2024

Expiry date (mm.yyyy):
CpokK rogHocTH (MM.ITIT):

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpousBoauTen B COOTBETCTBUM

¢ peructpaunen B Poccum:

CEHEKCW 3in43cCu, ®panuun

Parameter / MokaszaTtenu

Specification limits / Hopmbl

Results / PeaynbTaTthl

Appearance / OnucaHve

Clear red solution. / lNMpo3payHbii
pacTBOp KpacHoro LgeTa.

Clear red solution. /
Mpo3payHbii pacTeop
KpacHoro LgeTa.

Identification /
MognnHHOCTL

Thiamine hydrochloride /
TwamunHa rugpoxnopug

Pyridoxine hydrochloride
/ MuupwaokcuHa
rmapoxropua

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
yOEPKUBAHUS OCHOBHbIX NUKOB Ha
XpOMaTorpamMmmax UCrbITyeMbIX
pPacTBOPOB AOMKHbI COOTBETCTBOBATb
BpeMeHaM Y[ epX1uBaHnA
COOTBETCTBYHIOLUX MUKOB Ha
XpomaTtorpamMmmax CTaHgapTHbIX
pacTBOPOB TUaMWUHa rMapoxXnopuaa,
NUPUAOKCUHA ruapoxropuaa n
umMaHokobanamuHa (pasgen
«KonuyecTeeHHOE onpeaerneHmne).

Complies / CooTteetcTBYET




cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATNU3A

Product: / MpoAykT:

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

Page 2 of 7/ CtpaHuua 2 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop Ans
BHYTpuMbIWwe4yHoro BBegeHus, 100 mr+100 mMr+1 mr

28058493
Fo68

Manufacturing date (mm.yyyy):
Darta npou3BoacTBa (MM.rrIT): 09.2024

Expiry date (mm.yyyy):
CpoK rogHOCTH (MM.IITT):

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpou3sBoauTens B COOTBETCTBUM

c perucTpauunen B Poccuu:

CEHEKCHW 3#43cCu, ®paHuus

Clarity / Npospa4yHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHLusa npenapaTa He
[OMKHa NpeBbILaTh onanecLeHLno
aTanoHa cpaBHeHus |.

Complies / CooTBeTcTBYET

Color / LipeTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyembiii
pacTBOp A0MKeH ObITb OKpalleH He
MEHee UHTEHCUBHO, YeMm
cTaHaapTHbIi pacTeop 1, u He Boree
WHTEHCUBHO, YeM CTaHAapTHbINA
pacTeop 2.

Complies / CooTBetcTBYET

pH / pH

Refraction index n3°/ From 1.345 to 1.349/ Ot 1,345 o 1.348
MokaszaTtens 1,349
nperomneHus n3°
Relative density d2 / From 1.019t0 1.023. /011,019 g0 | 1.021
OTHocuTernbHas 1,023.
MMoTHOCTb d39

From 3.7t04.2. / OT 3,7 go 4,2. 3.9

(L



cenexi

creating innovative partnerships

Page 3 of 7/ CtpaHuua 3 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEULPOBUOH®, pacteBop ans
BHYTpPUMbIlWeyHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne Fo68
Manufacturing date (mm.yyyy):

Oara npou3BoacTBa (MM.ITTT): 09.2024
Expiry date (mm.yyyy):

CpoK rogHOCTH (MM.ITIT): 08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTensL B COOTBETCTBUMN

c perucTpauueil B Poccuu:

CEHEKCHU 3n4u3cCu, ®paHuun

Particulate matter /
MexaHunveckne
BKMIOYEHUA

Subvisible particles: / Hegudumbie
vyacmuupl:

2 10 ym particles - not more than
6000/ampoule. /Yactuy pasmepom
2 10 mkm — He Gonee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / HacTu, pasmepom
2 25 mkm — He Bornee 600/amnyna.

166/ampoule /
166/amnyna

2/ampoule /
2/amnyna

Related substances /
PoacTteeHHble npumecu

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EanHnyHas
HewaeHTudMLUMpoBaHHas NpMMech —
He Gonee 5,0 %

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

0.7 %

0.4 %

1.9%

Bacterial endotoxins /
bakTtepuanbHbie
3HO,OTOKCUHBI

Not more than 10 I.U./mL. / He Bonee
10 E3/mn.

Complies / CooTBerctBYET
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CEﬂE}\I 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pactBop Ans
BHYTpUMBbIlweyHoro BeefeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne Fo68

Manufacturing date (mm.yyyy):
Oata npoussoAcTBa (MM.ITIT): 09.2024

Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.TTTT): 08.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTens B COOTBETCTBUU

¢ peructpauuei B Poccuu: CEHEKCHW 91#43cCu, ®paHums

Sterility / CtepunbHocTb | Must be sterile. / JornxeH BbiTb
CTEPUNBHEIM. Sterile / CtepuneH

Assay / KonuyecteeHHoe
onpegenexHue

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ [99 %
Tuamuna rugpoxnopug | OT 93 % no 105 % ot 3asBneHHoro
KormyecTBa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ |99 %

MupugokcnHa OT1 94 % po 105 % oT 3aaBneHHoro

rugpoxnopusa Konu4ecTBa.

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

UnaHokobanamuH Ot 95 % po 115 % oT 3asBNEeHHOro
Konu4ecTea.

Potassium cyanide / Not more than 100 % of label claim./ |83 %

Kanusa uvanvg He 6onee 100 % OT 3asiBNEHHOro

Konu4yecTtea.
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Npoaykr:

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

NEUROBION® solution for‘_ intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTpUMbIWeYHoro BeegeHust, 100 mr+100 mr+1 mr

28058493
Fo68

Manufacturing date (mm.yyyy):

Hdarta npou3BogcTBa (MM.ITTIT): 09.2024

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

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTesnb B COOTBETCTBUMN

C perncTtpauwneun B Poccuu:

CEHEKCH 3n43cCu, PpaHuun

Package / Ynakoska

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 u3 TemHoro crekna Tuna l.
Ha amnyny HaHeceHa To4ka
pasnoma u MmapkupytoLLas
norocka.

Mo 3 amnynel unn no 10 amnyn B
KOHTYPHOIN A4EeAKOBOW YNaKoBKe
BMECTE C MHCTPYKUMEN Mo
MPUMEHEHWNIO B MaYKy KapTOHHYIO
C KOHTpoOneM nepBoro
BCKpbITUA (nepcpopauueit).

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 MmN npenapata B amnyny
13 TemMHoro ctekna tuna l. Ha
amnyny HaHeceHa Touka
pasnomMa n Mmapkupyrowjas
norocka.

o 3 amnynel B KOHTYPHOW
AYENKOBON YyNaKoBKe BMecTe C
WHCTPYKLMER M0 NPUMEHEHUIO B
nadky KapTOHHYIO C
KOHTpONeM nepBoro
BCKpbITUA (Nepdopauuen).

ar
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cenexl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / NMpogykr: NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans

BHYTPUMbIWeYyHoro BeBegeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F968

Manufacturing date (mm.yyyy):

[ata npoussogcTea (MM.ITrr): 09.2024

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.FTIT): 08.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
Mpou3BoauTEnb B COOTBETCTBUMU

C perucTpauuen B Poccuum: CEHEKCHW 3#143cCu, PpaHuma

According to ND. /

Labeling / Mapkuposka B cooTtBeTcTBUM ¢ H].

Complies. / CooTBeTcTBYET.

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

Shelf-life / Cpok rogHocTu | 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
TpeboBaHuAM HopMmaTtueHol gokymeHTayum Ne JICP-004589/08-
130123, nsmeHeHme Ne 1 ot 10.05.2023, nameHeHune Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / Mpoaykr:

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

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

28058493

Fo68

Manufacturing date (mm.yyyy):

Hata npousBoncTea (MM.ITIT): 09.2024

Expiry date (mm.yyyy):

CpoK rogHOCTHU (MM.ITIT): 08.2027

Manufacturer according to the

registration in Russia:

MpoussoguTens B COOTBETCTBUU

c peructpauven B Poccuu:

CENEXI HSC, France

CEHEKCH 2inu3cCu, ®paHumun

Details regarding API used in manufacturing process of the batch:

API Name, INN /

API manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBaHue APC, n°, FP Manufacturer API Name / CtpaHa
MHH E:;:'; 2‘;’:::; ;;'“‘:_";ﬁg HaumeHoBaHue npousBoAcTBa
A®C, Homep cepui npoussoautens A®C
cy6cTaHummn
npoussogutens Mo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2311952455
INN: CYANOCOBALAMINE | 0000133857
/ LUnaHokoBanamuH E:rcgﬁ-:m (DFaRl:lNCE / FRANCE / ®paHuwna
ButamuH Bz P P
KPUCTannM4Yeckui,
MHH: unanokobanamuH
PYRIDOXINE PH23114014C Jiangxi Tianxin
HYDROCHLORIDE 0000133516 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / /  UssHcu  TaHbcuHb | CHINA / Kutai
MupugokcuHa rmgpoxnopug dapmacbloTUKan Ko.,
MHH: nnpngokcuH nra.
THIAMINE UQ30612192
HYDROCHLORIDE 0000132941 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTpwwHn = S———
TuamuHa ruapoxnopua MpogakTc MMBX P
MHH: TnamuH
Date / Signature of Qualified Person/
Oata / nognuck kBanuduuMpoBaHHOro nuua:
‘ : E. LEMANISSIER
Name / 0.1.0.. G LEWANASHER 2 0 b -
- ) \ % p J U l'L o) &
Position / JomxHOCTb: ()Pu iavon ol L\_LLL‘-.GJ t,%) &.‘-,T)e Lt Qﬁ‘g‘\




