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creating innovativ 0

BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

HSC-QUA-MOP-00449

Name of product | Nom du preduit ; NEUROBION AMP 3ML X3 RU / Dosage form |Forme pharmaceutique: Solution for injection

Neurobion®
:i:‘:ir::‘:e'::;d::diﬂ:::::I:mda l 28070893 Customer Code | Code Client : 80780938
Thiamine hydrochloride
Batch number | Numéro de lot : L217 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 : 63 720 EA
Manufacturing date | 06/2025 Expiry date |Date de péremption : 05/2028
Date de fabrication :
Importing country | Russia Marketing authorisation number | Numéro JICP-004589/08
d'AMM !

Pays destinataire :

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_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_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'autorisation d'ouverture et numére 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

28070915
L217

Result of analysis : refer to attached certificate I | code semi finished product | code interne SF :
Résultats des analyses : voir certificat jeint SF Batch number | Numéro de lot SF :

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

No major deviation

"I hereby certify that the above information is authentic and accurate. This batch of product has been ured, i a / 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 analysis records were reviewed and found
to be in compliance with GMP.”

"Par la présente, j'attesta que les renseignements ci-dessus sont exacts et hentiq Ce lot de médi 1t a été fabriqué, incluant son conditionnement et son
contréle &, par le(s) établi (s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autorité régl pétente, ainsi qu'avec les
spécifi de |'autorisation de mise en marché du pays importateur ou du dossier de spécification du médicament pour les médicaments expérimentaux. Les données

visant |a fabrication du lot, son conditionnement et ses analyses ont été revues et trouvées conformes aux BPF."

Nom du pharmacien responsable de la Libération Hérouville Sajnt Cla!'r‘

)

Name of qualified person of Hérouville Saint Clair FRANCE"
n
Date :

|

BESEEE



Analysis date

Code : 28070915

Batch : L217

NEUROBION (R) solution for intramuscular injection
: Jul 22 2025

Page :1/2

APPEARANCE

PH

CLARITY

COLOR

uDP 17

Destination :

TDENTIFICATION
THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

CYANOCOBALAMINE

(subcontracted test)

RELATIVE DENSITY
FEFRACTIVE INDEX

PARTICULATE MATTER
SUBVISIBLE PARTICLES >= 1lOum

PARTICULATE MATTER
SUBVSIBLE PARTICLES >= 25um

RELATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
Single unidentified impurity

Total impurities

Russia (28070893)

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 cpalescence 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
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Code : 28070915

Analysis date :

Batch

NEUROBION (R) solution for intramuscular injection
Jul 22 2025

L217 Page 2/2

VISIBLE PARTICLES
(Eur. Ph. 2.9.20)

(meaning 0 visible particle))

ASSAY

CYANOCOBALAMIN

THTAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : GAILLARD Karine

Destination : Russia (28070893)

Practically free from
visible particles

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

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

COMPLIES

111 %
100 %
100 %
93 %
COMPLIES
COMPLIES
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CEﬂ e>\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innavative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoaykT: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacteop ans
BHYTpUMbIWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L217
Manufacturing date (mm.yyyy):
Hata npousBoacTBa (MM.FTTT): 06.2025
Expiry date (mm.yyyy):
Cpok rogHocTH (MM.ITrr): 05.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTensL B COOTBETCTBUMU
c perucrpaumnen B Poccuu: CEHEKCW 3ih43cCu, ®paHuuna
Parameter / NokasaTtenu | Specification limits / Hopmbi Results / Pesynbtathl
Appearance / OnucaHve |Clear red solution. / MNpo3paqHbIi Clear red solution. /
pacTBOp KpacHOro LseTa. Mpo3payHbin pacTeop

KpacHoro LuseTta.

Identification /
MoanuHHOCTb ;
The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions

{/ MupnpokcuHa should comply with the retention
rmapoxropug times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
yAEPXKMBaAHNA OCHOBHbIX NUKOB Ha
XpomMaTorpammax UcrbiTyembiX
pacTBOPOB AOMKHLI COOTBETCTBOBATH
BpEMEHaM yAepKMBaHNA
COOTBETCTBYHOLLMX MUKOB Ha
Xpomarorpammax ctaHaapTHbIX
pacTBOPOB TMAaMWHA FMAPOXIIopUaa,
NUPULOKCUHA rMapoxnopvaa u
unaHokobanamuHa (pasgen
«Konn4ecteeHHoe onpefeneHues).

Thiamine hydrochloride / Complies / CooTtseTcTBYET

TuamuHa rugpoxnopug

Cyanocobalamin /
UwnaHokobanamuH
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Product: / Mpoaykr:
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacteop ans
BHYTpUMBbILWeYHoro BeeaeHus, 100 Mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L217
Manufacturing date (mm.yyyy):

OaTta npousBogcTea (MM.rrrr): 06.2025
Expiry date (mm.yyyy):

CpoK rogHOCTU (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[pou3BoanTenb B COOTBETCTBUM

C perucrpauuein B Poccuu:

CEHEKCH 3iu3dcCu, ®PpaHuus

Clarity / lNpospa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuus npenaparta He
AOMKHA MpeBLILAaTh onanecueHumo
aTanoHa cpaBHeHus |.

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. / UcnbiTyemein
pacTeop fomkeH BbiTb OKpaLLeH He
MEHEE WHTEHCUBHO, YEM
cTaHfdapTHbIA pacTteop 1, u He Bonee
WHTEHCWBHO, YeM CTaH4apTHBbINA
pacreop 2.

Complies / CooTBeTcTeyeT

Refraction index n3°/ From 1.345 to 1.349 / Ot 1,345 po 1.348
Mokaszatenb 1,349

npenomnenus n3’

Relative density d%gl From 1.019 to 1.023./ O1 1,019 po 1.021
OTHOCUTENbHas 1,023.

MIoTHOCTL d39

pH/pH From3.7t04.2. /01 3,7 no 4,2. 3.8
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cenexl 2 rue Louis Pasteur
i 14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Npogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWOH?®, pacTeop ans
BHYTpPUMbIWeYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusi Ne L217
Manufacturing date (mm.yyyy):
Oata npou3BoAacTBa (MM.ITTT): 06.2025
Expiry date (mm.yyyy):
Cpok roaqHoCcTH (MM.FTrT): 05.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoguTensL B COOTBETCTBUM
¢ peructpauyuveu B Poccumn: CEHEKCH 3iuy3cCu, ®paHuus
Particulate matter / Subvisible particles: / Hesudumbie
MexaHu4eckue Yacmuuypbi:
BKITIOYEHUS
2 10 um particles - not more than g:zmﬁoﬁfl
6000/ampoule. /Yactuy pasmepom y
2 10 Mkm — He Bornee 6000/amnyna.
= 25 ym particles - not more than 152350;;6 d
600/ampoule. / YacTtuy pasmepom Y
2 25 MKm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PogcTteeHHble npumecn lMpumecu uuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0.5%
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EguHu4Hasn
HewngeHTuhuUMpoBaHHan NpUMech —
He bonee 5,0 %
Total impurities — not more than 1.5%
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTtseTcTBYET
BakrepuanbHble 10 E3/mn.
3HOAOTOKCUHDI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NpoaykT:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTeop ans
BHYTpUMbIlMeYHOro BeepeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L217
Manufacturing date (mm.yyyy):

Hara npousBogcrTea (MM.ITIT): 06.2025
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rTIT): 05.2028

Manufacturer according to

the

registration in Russia:

CENEXI HSC, France

nDOH3BOEHTenb B COOTBETCTBUU

C perucTpauuein B Poccum:

CEHEKCHW 9i1u3dcCu, ®panuusa

Sterility / CrepunbHocts | Must be sterile. / JomnxeH 6biTb
CTEPUIbHBIM.

Sterile / CtepuneH

Assay / KonuyecteeHHoe
onpegeneHue

Konun4yecTBa.

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ |100 %
TuamuHa rugpoxnopug | OT 93 % Ao 105 % oT 3aaBnNeHHoro
Konu4ecTBa.

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

MupuookcuHa OT1 94 % po 105 % oT 3aABNeHHoro

ruapoxnopug KonuyecTBa.

Cyanocobalamin / From 95 % to 115 % of label claim./ |111 %

LinaHokobanamuH OT 95 % no 115 % oT 3asBnNeHHOoro
KonuyecTBa.

Potassium cyanide / Not more than 100 % of label claim./ |93 %

Kanusa unaHug, He 6onee 100 % ot 3asBneHHOro




cenexi

creating innovative partnerships

Page 5 of 7/ CtpaHnua 5 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / Mpogykr:

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

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

28070893
L217

Manufacturing date (mm.yyyy):

Jara npoussoacTBa (MM.ITTT):

06.2025

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

05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenL B COOTBETCTBUM

c peructpaumen B Poccum:

CEHEKCW 3in43cCu, ®PpaHuma

Package / YnakoBka

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). / No 3 mn npenaparta B
amnyny 1u3 TemMHoro crtekna Tuna .
Ha amnyny HaHeceHa Touka
pasnomMa u MapkupytoLias
ronocka.

Mo 3 amnyne! unu no 10 amnyn B
KOHTYPHOW sI4EAKOBOW YNakoBKe
BMECTE C MHCTPYKUMER Mo
MPUMEHEHWIO B NMaYKy KapTOHHYIO
C KOHTpONEeM NnepBoro
BCKpbITUA (Nepdopaument).

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 npenaparta B amnyny
13 TemHoro ctekna tvna |. Ha
amnyny HaHeceHa To4ka
pasnomMa v MapkupyoLlas
rnorocka.

Mo 3 amnynbl B KOHTYPHOR
SMenKoBON YNaKoBKe BMECTE C
VHCTPYKUMEN NO NPUMEHEHUIO B
NaYKy KapTOHHYIO €
KOHTpONeM MepBoro
BCKpbITUA (nepdhopauneit).
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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 / HEUPOBMWOH®, pacTeop ansa
BHYTpUMBIWeYHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: [ Kog SAP: 28070893
Batch no.: / Cepusi Ne L217
Manufacturing date (mm.yyyy):

[ata npousBoacTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy):

Cpok rooqHoCTU (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoguTENnb B COOTBETCTBUMU

C perucrpauuei B Poccum: CEHEKCW 31uy3cCu, ®paHuus

Labeling / MapkupoBka

According to ND. /
B cooTtBeTcTEUMN ¢ H.
Complies. / CooTBeTcTBYET.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTu

3 years. / 3roga.

Assessment: / 3aknioyeHue: 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
TpeboBaHmAM HopmaTuBHON AokyMeHTaumn Ne JICP-004589/08-

130123, nameHeHune N2 1 ot 10.05.2023, nameHeHue Ne 2 ot
14.11.2023.
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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 / HEUPOBWOH?®, pacteop ans
BHYTPUMbIWeY4yHoro BBegeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L217
Manufacturing date (mm.yyyy):

HaTta npousBogcTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrIT): 05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTeslb B COOTBETCTBUM

¢ perucTpauuen B Poccuu: CEHEKCHU 3n43cCu, ®paHuun

Details regarding API used in manufacturing process of the batch:

API Name, INN /
HaumeHoBaHue ADC,
MHH

APl manufacturer batch API Manufacturer Country of Mfg. /
n°, FP Manufacturer API Name / CrtpaHa
Batch number / Homep HaumeHoBaHMe NPoU3BOACTBA

cepuu npousBoauTens utenst A®GC
A®C, Homep cepuu BERMRRIE

cyGcTaHuumn
npoussogutens Mo

CYANOCOBALAMINE WVIT

B12 CRYSTALLINE, 2413012248

INN: CYANOCOBALAMINE | 0000138825

/ UnaHokoBanammnH EuroAPI FRANCE  / FRANCE / dpaHuus
EBpoAl dpaHc

BuTtamut Bz

KpUCTannuyeckuni,

MHH: uvaHokobanamuH

PYRIDOXINE PH25034003C Jiangxi Tianxin

HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.

INN: PYRIDOXINE /

/' UssHcn  TadHbcuHb | CHINA / KnTai

MupuaokcuHa rugpoxnopug dapmachioThKan Ko.,

MHH: nupuookcuH Nra.

THIAMINE

HYDROCHLORIDE UQ41112276 DSM Nutritional Products GERMANY /
INN: THIAMINE / 0000138416 GmbH / ACM HyTtpuwHn FepMaHys

TuamuHa rugpoxnopug MpogakTc M'm6X //

MHH: TuamuH

Date / Signature of Qualified Person/

9 ¢
Lata / noanuck KeanudnumpoBaHHoro nuua: 2 SUL XQJfJ/ _ 457 -
Pl

Name / ®.1.0.: L(’:/C'A—\’LLAQ_D €

Position / JomkHoCTb: )
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