cenexnl BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur

creating vative partnerships .
remne " 14200 Hérouville Saint Clair France

HSC-QUA-MOP-00449

NEUROBION AMP 3ML X3 RU /

Neurobion® Dosage form |Forme pharmaceutique: Solution for injection

Name of product | Nom du produit :

e el 28058493 Customer Code | Code Client : 80780938

Thiamine hydrochloride

Batch number | Numéro de lot : L127 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 : 64 800ea
Manufacturing date | 03/2025 Expiry date |Date de péremption : 02/2028
Date de fabrication :
Importing country | Marketing authorisation number | Numéro .
Pays destinataire : Russia d'AMM : 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 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
Caontrol 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_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'suverture 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 : u240878
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : L127

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 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 processing, packaging and analysls records were reviewed and found
to be In compliance with GMP."

"Par la présente, j'atteste que les r i nents cl-d 15 sont cts 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 compétente, ainsi qu'avec les
spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du médicament pour les mé expérl Les di é
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 |a Libération Hérouville Saint Clair . Date de libération :
Date : Signature :



ode U240878
UROBION (R) solution for intramuscular injection
alysis date : Apr 22 2025

Batch

TDENTIFICATION
THIAMINE HYDROCHLORIDE

CYANOCOBALAMINE

pH

CLARITY
(subcontracted test)

COLOR

\RELATIVE DENSITY
REFRACTIVE INDEX

PARTICULATE MATTER
PARTICULATE MATTER

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
UDP 17

Total impurities

PYRIDOXINE HYDROCHLORIDE

SUBVISIBLE PARTICLES >= 10um

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

3.8

COMPLIES

COMPLIES

1.021

1.348

28

ELE



Code : U240878 Batch L127 Page 2/2

NEUROBION (R) solution for intramuscular injection
Analysis date : Apr 22 2025

ASSAY

CYANOCOBALAMIN From 95 to 115 % 108 %
of label claim

THIAMINE HYDROCHLORIDE From 93 to 105 % 100 %
of label claim

YRIDOXINE HYDROCHLORIDE From 94 to 105 % 101 %
of label claim

OTASSIUM CYANIDE Not more of 100 % 92 %
of label claim

STERILITY Must be sterile COMPLIES

BACTERIAL ENDOTOXINS <= 10 IU/mL COMPLIES

Plo QP
Decision : Accepted

Rpproved by : HUGON Mickaél

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIU3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacTeop aAns
BHYTpUMLIWeY4yHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493
L127

Manufacturing date (mm.yyyy):

NaTta npoussoacTBa (MM.Irrr):

03.2025

Expiry date (mm.yyyy):

CpoK rogHocTH {(MM.ITIT):

02.2028

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpousBoauTeNnb B COOTBETCTBUMN

c peructpauuei B Poccum:

CEHEKCW 3in43cCu, ®paHuun

Parameter / NMoka3zaTtenu

Specification limits / HopMmbli

Results / Pe3ynbTathi

Appearance / OnucaHue

Clear red solution. / lNpospayHbii
pacTBOp KpacHOro LgeTa.

Clear red solution. /
Mpo3payHblil pacTeop
KpacHoro ugeTa.

Identification /
[MoanuHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopua

Pyridoxine hydrochloride
/ TivpuaokcuHa
rmapoxnopua

Cyanocobalamin /
LinaHoko6anamuH

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
YAEPKUBaHWSA OCHOBHbIX MUKOB Ha
XpomaTorpammax McrbiTyembixX
pacTBOpPOB AOMKHbI COOTBETCTBOBATh
BpeMeHaMm yaepxuBaHus
COOTBETCTBYHOLLMX MUKOB Ha
Xpomarorpammax cTaHAapTHbIX
pPacTBOPOB TMaMWUHA rMapOXIIoOpUaa,
NUPUAOKCUHA ruapoxnopuaa u
umaHokobanamuHa (pasgen
«KonuyecTBeHHoe onpefeneHne).

Complies / CooTtseTcTBYET
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacteop ans
BHYTpUMbIWe4yHoro BeegeHusi, 100 mr+100 mr+1 mr

28058493
Li27

Manufacturing date (mm.yyyy):

MNaTta npou3sBoacTBa (MM.ITIT):

03.2025

Expiry date (mm.yyyy):

CpoK rogHocTH (MM.ITTT):

02.2028

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

Mpou3BoguTeNnlb B COOTBETCTBUU

C peructpauueii B Poccuu:

CEHEKCH 3#1#43cCun, ®paHuus

Clarity / Npo3payHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuus npenapara He
OOIPKHA NpeBbllaTth onanecyeHuuo
aTanoHa cpaBHeHuA .

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. / UcnbiTyeMblii
pacTBOp [OIPKEH BbITb OKpalleH He
MeHee UHTEHCUBHO, YeM
cTaHdapTHbIA pacteop 1, u He Bonee
WHTEHCUBHO, YEM CTaHAAPTHbIN
pacteop 2.

Complies / CooTtBeTtcTBYET

pH / pH

Refraction index n3°/ From 1.345t01.349/0711,345 00 | 1.348
MNokasaTtenb 1,349
npenomnexus n3°
Relative density d3 / From 1.019t0 1.023. /011,019 go  |1.021
OTHocuTenbHas 1,023.
NMoTHOCTb d39

From 3.7t04.2./ OT 3,7 po 4,2. 3.8
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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 / HEUPOBEWOH?®, pacteop ans
BHYTpUMbIWeYHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne L127
Manufacturing date (mm.yyyy):

OaTta npousBogcTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTens B COOTBETCTBUMN

¢ perucTpauuvei B Poccuu:

CEHEKCW 3#43cCu, dpaHuusa

Particulate matter /
MexaHuueckne
BKITHOYEHWSA

Subvisible particles: / Hesudumbie
yacmuuyel:

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

2 25 pm particles - not more than
600/ampoule. / Yactuu pasmepom
2 25 Mkm — He Bonee 600/amnyna.

28/ampoule /
28/amnyna

0/ampoule /
O/amnyna

Related substances /
PoacTeeHHbIE npuMech

Cyanocobalamin impurities: /
lpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EguHu4Has
HengeHTUULMpoBaHHas NpUMech —
He 6onee 5,0 %

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

0.7 %

0.3%

1.6 %

Bacterial endotoxins /
bakTepuanbHble
3HAOTOKCUHbI

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

Complies / CootBeTtcTBYET

e
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Cene>\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTteop gns
BHYTpUMbIWe4yHoro eBeaeHust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa No L127

Manufacturing date (mm.yyyy):

Oata npousBoacTBa (MM.ITTT): 03.2025

Expiry date (mm.yyyy):

CpoK rogHocTu (MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTens B COOTBETCTBUM

Cc peructpauuen B Poccuu: CEHEKCW 3i143cCu, ®PpaHuus

Sterility / CtepunsHocts | Must be sterile. / JomxeH 6bITb
CIRRITS Sterile / CtepuneH

Assay / KonvuyecteeHHoe
onpegerneHue

Thiamine hydrochloride /| From 93 % to 105 % of label claim. / |100 %
TwamuHa rugpoxnopug | OT 93 % fo 105 % ot 3asBeneHHoro
KOnu4yecTea.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ [101 %

MupngokcuHa Ot 94 % po 105 % oT 3asBNEHHOro

rmapoxnopug Konu4ecTsa.

Cyanocobalamin / From 95 % to 115 % of label claim./ | 108 %

LnaHokoBanamuH Ot 95 % no 115 % ot 3aaBnNeHHOro
KonnyecTea.

Potassium cyanide / Not more than 100 % of label claim./ |92 %

Kanusa uManng He 6onee 100 % oT 3asiBreHHOro
KonuyecTea.

i
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / [poaykr:

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

SAP-Code: [ Ko SAP: 28058493
Batch no.: / Cepus Ne L127
Manufacturing date (mm.yyyy):

NaTta npou3BoacTBa (MM.ITIT): 03.2025
Expiry date (mm.yyyy):

Cpok rogHocTu {MM.ITIT): 02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'lpouaaggwrenb B COOTBETCTBMU

¢ peructpauuei B Poccum:

CEHEKCW 3iiu3cCu, ®paHums

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 npenapaTa B
amnyny u3 TEMHOro cTekna Tuna .
Ha amnyny HaHeceHa To4ka
pasnomMa u MapkupytoLlas
nonocka.

Mo 3 amnynbl unuv no 10 amnyn B
KOHTYPHOI S4ENKOBOI YraKkoBKe
BMecTe C MHCTPYKUMEN Mo
NPUMEHEHWIO B NMaYKy KapTOHHYHO
C KOHTpOnem nepBoro
BCKpbITUA (nepdropaumein).

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
n3 TemHoro ctekna tuna |. Ha
amnyny HaHeceHa Touyka
pasnomMa v MapkupyoLlas
nonocka.

Mo 3 amnynbl B KOHTYPHOR
AYENKOBOW yrakoBKe BMeCTe C
WHCTPYKUMER NO NPUMEHEHUIO B
navky KapTOHHYIO C
KOHTpPOJIEM MepBOro
BCKpbITUA (Nepcpopaumeit).

Y
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAJTU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTpUMbIWeYyHoro BeegeHust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne L127
Manufacturing date (mm.yyyy):

[ata npouseoacTBa (MM.rIrrr): 03.2025
Expiry date (mm.yyyy):

CpoOK rogHoCTH (MM.ITIT): 02.2028

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpounseoaunTenbL B COOTBETCTBUMU

C peructpaumnein B Poccuu: CEHEKCH 3iudcCu, PpaHuus

Labeling / MapkupoBka

According to ND. /

B cootsetcTeum ¢ HA.
Complies. / CooTBeTcTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / INpn TemnepaTtype ot 2 o 8 °C.

Shelf-life / Cpok rogHocTk

3 years./ 3 roga.

Assessment: / 3akntoyenme: The batch complies with the specification according to ND JICP-

004589/08-130123, amendement N2 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepus cooTBeTCTBYET
TpeboBaHmAM HopmaTueHol gokymeHTauum Ne JICP-004589/08-
130123, nameneHue Ne 1 ot 10.05.2023, nameHerHne Ne 2 ot
14.11.2023.

i
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Npoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacTeop ans
BHYTpUMbIWeYyHoro eeegeHus, 100 mr+100 mr+1 mr

28058493

L127

Manufacturing date (mm.yyyy):

Hdarta npoussoacTBa (MM.ITIT):

03.2025

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr):

02.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussoauTens B COOTBETCTBUM

c perucTpauuenr B Poccuu:

CEHEKCU 31nu3cCn, ®paHuus

Details regarding API used in manufacturing process of the batch:

API Name, INN /

APl manufacturer batch

API Manufacturer

Country of Mfg. /

HaumeHoBaHue ADC, n°, FP Manufacturer API Name / CrtpaHa
MHH ?:;f‘: 'r‘ll::::; éfﬂ;ﬁﬁ HaumeHoBaHue npou3BoAcTEa
AT, Homep Copui npoussogutens A®C
cybecTaHuum

npoussogutens Mo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000135652
/ LnaHoko6anamuH Euro/ﬁ_:m (DFRANCE / FRANCE / ®paHuua
ButamuH B12 =P PRHE
KpUCTannu4ecKui,
MHH: ynaHokobanamuH
PYRIDOXINE PH24094032C Jiangxi Tianxin
HYDROCHLORIDE 0000137117 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { UssiHeu  TsHbcuHb | CHINA / KuTaii
MupuAacKcuHa ruapoxnopua dapmacbloTiKan Ko.,
MHH: nupngokcuH nrp.
THIAMINE 0000137157
HYDROCHLORIDE DSM Nutritional Products GERMANY
INN: THIAMINE / UQ41112268 GmbH / ACM HyTtpuwHn FepMaHhs
TwamuHa rugpoxnopug 0000137964 MpogakTc MMEX

MHH: TvamuH

Date / Signature of Qualified Person/

Oarta / nognuck kBanuduumposanHoro nuua: O6G M O 9o? 5/7A

Name / .1.0.: \CLLM(.\NQCJS\Q(L

=5
|

[
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cen E)\i 2 rue Louis Pasteur

creating innBvatIEpaTtNErhTES 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMbILWe4YHoro Beegenun, 100 mr+100 mr+1 mr

Position / [JormkHOCTb! ()P etefioaa€ Qe EL,‘L\d
5 ew ¢ BlsX




