cenenxl BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE N

creating innovative partnerships
14200 Hérouville Saint Clair France
HSC-QUA-MOP-00449

NEUROBION AMP 3ML X3 RU /

Name of product | Nom du prodult : Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Finished product Internal code | 28058493 Customer Code | Code Client : 81765287

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : F958 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 (3mL) Number of units | Nombre d'unités : 43 125 EA
Manufacturing date | 09/2024 Expiry date |Date de péremption : 08/2027
Date de fabrication :
Importing country | Marketing authorisation number | Numéro -
Pays destinataire : Russla FAMM : NCP-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_145_1 2
2024_HPF_FR_0B0
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 Louls 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 : F958
Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):
None.
"I hereby certify that the above information is authentic and accurate. This batch of product has been tured, inc g pac / 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:lﬂ:ations In the Marketing
Authorisation of the importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GHP "

"Par la présente, j'atteste que les r ci-d: sont exacts et authentiques. Ce lot de médi t a &té fabriqué, incluant son conditionnement et son
contréle qualité, par le(s) étahlissement(s) mentlonné(s) ci-dessus, en toute conformité avec les exigences BPF de I, autorlté réglementaire compétente, ainsi qu'avec
les spécifications de l'autarisation de mise en marché du pays Importateur ou du dossler de spécification du médicament pour les médic exp 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

Signature :




ode : U240878

Batch : F958
UROBION (R) solution for intramuscular injection
alysis date : Oct 25 2024
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APPEARANCE
TDENTIFICATION

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
CYANOCOBALAMINE

pH

CLARITY
(subcontracted test)

COLOR

RELATIVE DENSITY
REFRACTIVE INDEX

PARTICULATE MATTER

PARTICULATE MATTER

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
UDP 17

Total impurities

SUBVISIBLE PARTICLES >= 1l0um

SUBVSIBLE PARTICLES >= 25um

Single unidentified impurity

Destination : Russia (28058493)

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

3.9

COMPLIES

COMPLIES

1.021

1.348




Code : U240878

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date : Oct 25 2024
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ASSAY
CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : INNOCENTI Line

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

111 %
99 %
98 %
81 %
COMPLIES
COMPLIES




cenexi

Page 1 of 7/ CtpaHnua 1 us 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENIPOBWOH®, pacteop ans
BHyTpMMbIwe4Horo BeeaeHus, 100 mr+100 mr+1 mMr

28058493
Fo58

Manufacturing date (mm.yyyy):

Oarta npousBoAcTBa (MM.IIIT):

09.2024

Expiry date (mm.yyyy):
Cpok rogHocTu (MM.rrrr):

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpou3sBoauTent B COOTBETCTBUM

¢ perucTpauuen B Poccum:

CEHEKCHW 31143cCu, ®paHums

Parameter / [NlokaszaTtenu

Specification limits / Hopmbl

Results / PesynbTathl

Appearance / OnucaHue

Clear red solution. / MNpo3paqHbIn
pacTBOp KpacHoro LseTa.

Clear red solution. /
Mpo3payHbli pacTeop
KpacHoro LugeTa.

Identification /
lNMognuHHOCTb

Thiamine hydrochloride /
TuamuHa rugpoxnopun,

Pyridoxine hydrochloride
{ MnpuagokcuHa
rmgpoxnopua

Cyanocobalamin /
LinaHokoBGanamuH

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
yAepKMBaHNA OCHOBHbIX MUKOB Ha
XpoMaTorpaMmmax UCbITyeMbIX
pacTBOPOB AOMKHbI COOTBETCTBOBATbL
BpEMEHaM yAepXuBaHuA
COOTBETCTBYHLLMX MUKOB Ha
XpomaTorpaMmmax cTaHAapTHbIX
pacTBOPOB TUAMUHA rMApPOXnopuaa,
nupuaoKCUHa rugpoxnopuaa u
LMaHokobanamuHa (pasgen
«KonnyecTBeHHOE onpeaeneHune).

Complies / CooTtseTtcTBYET

.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH®, pacTtBop Ans
BHYTpUMbIlWe4yHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
F958

Manufacturing date (mm.yyyy):

[arta npon3sBoacTBa (MM.ITIT):

09.2024

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

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTen B COOTBETCTBUM

c permctpauuven B Poccuu:

CEHEKCHW 3in43cCu, ®paHuus

Clarity / lNpospayHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuuna npenaparTa He
JOorkHa npeBbillaTh onanecueHUuno
aTanoHa cpasHeHus |.

Complies / CootBeTcTBYET

Color / LiBeTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / VicnbiTyembli
pacTBop A0omKeH ObiTh OKpalleH He
MEHEE UHTEHCUBHO, YeMm
cTaHAapTHbIA pacteop 1, u He Bonee
WHTEHCUBHO, YEM CTaHAaPTHbIN
pacTeop 2.

Complies / CooTBeTcTBYET

pH / pH

Refraction index n3%/ From 1.3451t0 1.349/07 1,345 00  [1.348
MNokasaTtens 1,349
npenomneHus n3°
Relative density d39 / From 1.019t0 1.023./0711,019 a0 |1.021
OTHocuTenbHas 1,023.
NAOTHOCTb d39

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

v



Page 3 of 7/ Crtpanmua 3 us 7
c e n e 1\ I 2 rue Louis Pasteur

14200 Heérouville Saint Clair France
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pacTteop aAns
BHYTPUMbIWeyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne F958
Manufacturing date (mm.yyyy):
Oara npousBoacTea (MM.ITIT): 09.2024
Expiry date (mm.yyyy):
Cpok rogHocTu (MM.FITT): 08.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MNpoussoauTent B COOTBETCTBUU
c perucTpauuen B Poccum: CEHEKCH 3i1u3cCn, PpaHums
Particulate matter / Subvisible particles: / Hesudumbie
MexaHuyeckne yacmuubl:
BKITHOYEHUSA
2 10 ym particles - not more than ;g;:mr?o;;e f
6000/ampoule. /Yactuy paamepom ¥
= 10 mkm — He Bonee 6000/amnyna.
2 25 um particles - not more than gﬁmﬁoﬁf !
600/ampoule. / YacTtuu pasmepom ¥
= 25 mkm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PopacteeHHble npumecu | [pumecu yuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0.7 %
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.4 %
more than 5.0 % / EguHunyHas
HenaeHTUdULMPoBaHHasA NpUMech —
He Gonee 5,0 %
Total impurities — not more than 1.8%
13.5 %. / Cymma npumecein — He
tonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTeeTcTBYET
BakrepuanbHbie 10 EQ/mn.
3HOOTOKCUHEI
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Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepua Ne
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NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH®, pacteop ans

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

BHYTpUMbIWeyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
F958

Manufacturing date (mm.yyyy):

gaTa npon3BoacTBa !MM.ITFI'[:

Expiry date (mm.yyyy):
Cpok rogHocTy (MM.rTIT):

09.2024

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenL B COOTBETCTBUM

¢ peructpauuven B Poccuu:

CEHEKCW 3#n43cCu, ®paHuusa

Sterility / CtepunbHOCTb

Must be sterile. / [lorxeH 6b1Tb
CTEPUIBHBIM.

Sterile / Ctepunen

Assay / KonnyectseHHoe
onpefeneHne

Thiamine hydrochloride /
TwamwuHa rugpoxnopva

Pyridoxine hydrochloride /
MupunaokcrHa
rmapoxnopug

Cyanocobalamin /

LnaHokobanamuH

Potassium cyanide /
Kanua unaxng

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % ot 3aABNeHHOro
Konu4yecTea.

From 94 % to 105 % of label claim. /
OT1 94 % pgo 105 % oT 3asiBneHHoro
KonudecTBa.

From 95 % to 115 % of label claim. /
Ot 95 % po 115 % oT 3asaBnNeHHOoro
KonmnyecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aABneHHOro
KonuyecTea.

99 %

98 %

111 %

81 %

AL
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBUOH®, pacteop ans
BHYTpUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 Mr

28058493
F958

Manufacturing date (mm.yyyyv):

Harta npousBoacTea (MM.ITrr):

09.2024

Expiry date (mm.yyyy):
Cpok rogHocTy! (MM.rrrT):

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauUTENL B COOTBETCTBUMU

¢ perucrtpauuein B Poccuu:

CEHEKCHW 3in43cCu, ®paHuuna

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 npenapaTta B

amnyny u3 TeMHoro ctekna tTuna l.

Ha amnyny HaHeceHa To4ka
pasnoma 1 MapkvpyoLLas
norocka.

Mo 3 amnynb! unu no 10 amnyn B
KOHTYPHOI AYENKOBOW YNaKoBKe
BMECTe C MHCTpYKUMen no
MPUMEHEHWIO B MaYKy KapTOHHYIO
C KOHTpOneM nepeoro
BCKpbITUA (nepcopauuen).

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 mr¥ npenapata B amnyny
u3 TemHoro ctekna tuna l. Ha
amryny HaHeceHa To4ka
pasnoma 1 MapKupytoLas
nonocka.

Mo 3 amnynbl B KOHTYPHOW
AYENKOBOW YNaKoBKe BMeCTe C
WHCTPYKUWE MO NPUMEHEHWIO B
nayky KapTOHHY!O C
KOHTpONneM nepeoro
BCKpbITUA (nepdopauueit).

et
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C e ﬂ e A l 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / MpoaykT: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pactBop ans
BHYTpUMbIWeYyHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F958

Manufacturing date (mm.yyyy):

Hata npouseoacTBa (MM.ITrT): 09.2024

Expiry date (mm.yyyy):

CpokK rogHoCcTy (MM.ITrT): 08.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[pousBoauTenb B COOTBETCTBUM

c peructpauuvein B Poccum: CEHEKCHW 3in43cCu, ®paHuus

According to ND. /

Labeling / Mapkvposka | g0 e areramm ¢ HI,

Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / lMpu TemnepaTtype ot 2 fo 8 °C.

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

Assessment: / 3aknicueHune: 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 / Cepua cooTBETCTBYET
TpeboBaHuaAM HopMaTUBHON gokymeHTaummn Ne JICP-004589/08-
130123, nameHeHune 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 AHAJTIU3A

Product: / MpogykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpPUMbIWEeYHOro BBegeHus, 100 mr+100 mr+1 Mr

28058493

Fo58

Manufacturing date (mm.yyyy):

NaTta npou3BoacTBa (MM.ITIT):

09.2024

Expiry date (mm.yyyy):

CPpoK ronHocTH (MM.rrT):

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpousBoauTesib B COOTBETCTBUM

C perucTpaumuein B Poccuu:

CEHEKCW 3#143cCu, ®paHuua

Details regarding APl used in manufacturing process of the batch:

APl Name, INN /

API manufacturer batch

API Manufacturer

Country of Mfg. /

HaumeHoeaHue APC, n°, FP Manufacturer API Name / CtpaHa
MHH S:;ﬁ':l 2:?»?:; o’;l"“":‘r':ﬁz HaumeHoBaHue npousBoACcTBa
ABC, Hamep cepum npoussogutena A®C
cybcTaHumu

npousBogutens Mo
CYANOCOBALAMINE VIT | .
B12 CRYSTALLINE, 2311952455
INN: CYANOCOBALAMINE | 0000133857
/ UnaHokoBanamuH E:r%ﬁﬂm ¢F8R:QNCE / FRANCE / dpaHuus
ButamuH Bz P P
KpUCTanMYeckun,
MHH: unanokobanamuH
PYRIDOXINE PH23114014C Jiangxi Tianxin
HYDROCHLORIDE 0000133516 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { UsaHcu  TsiHbeuHb | CHINA / Kutait
MupuookcuHa rnapoxnopug dapmaceroTHKan Ko.,
MHH: nupngokcuH JITh.
THIAMINE uUQ30612192
HYDROCHLORIDE 0000132941 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / OCM HyTtpwuwHn BRI
TwamuHa rugpoxnopug Mpoaakrc MMEX P
MHH: TvamuH

Date / Signature of Qualified Person/

Oarta / nognuck kBanucduMpoBaHHOroO nuua:

Name / ©.1.0.:

Position / JomKHOCTB:

E LEMANISSIER | ¢ LEVONNSSH\ER
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