CERTIFICAT DE CONFORMITE 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

cenesn i BATCH CERTIFICATE

ng innovativ 1ips

HSC-QUA-MOP-00449

Name of product | Nom du produit : :ES&%&I:@N AMP 3ML X3 RU/ Dosage form |Forme pharmaceutique: Solution for injection
Einiansc prodit fafaiviol.codie:| 28058493 Customer Code | Code Client : 80780938

Code interne produit fini :
Thiamine hydrochloride
F971 API | Principe(s) actif(s) : Pyridoxine hydrochloride

Batch number | Numéro de lot ;
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 : 64 440 EA
Manufacturing date | 10/2024 Expiry date |Date de péremption : 09/2027
Date de fabrication :
Importing country | " Marketing authorisation number | Numéro CP-004589
Pays destinataire : Russia d'AMM : n 198,
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
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 : vair certificat joint SF Batch number | Numéro de lot SF ! F971

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

D(l:t!-r\c U’\.(_, Cosoome” Coole
J Wop L ©5.11. 201

S~

No major deviation N Y
(e . ecdbion o f the b.tch &:‘EWE(JQ A ler o

"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 Prod The batch p g, ing and analysis records were reviewed and found

to be in compliance with GMP."

"Par la présente, j' quelesr i ts ci-d sont exacts et authenti Ce lot de médi a été fabriqué, incluant son canditionnement et son

contrdle qualité, par le(s) é s) mentionné(s) ci-dessus, en toute conformité avec les exigences BPF de I'autarité rdglementaire campétente, ainsi qu'avec les
édi 1t pour les médi 1ts expérimentaux, Les données

spécifications de I'autorisation de mise en marché du pays importateur ou du dossier de spécification du
visant la fabrication du lot, son conditionnement et ses analyses ont été revues et trouvées conformes aux BPF."

Mame of qualified person of Hérouville Saint Clair FRANCE | | Rel date:! ag M blﬁ
[

Nom du pharmacien responsable de la Libération Hérouville Saint Clair K. (’}1;6\! LLARD Dat¢ de libération :

Dhte Sighature :

63 DEC. 2024

(




Code U240878

Batch
NEUROBION (R) solution for intramuscular injection
Analysis date : Nov 14 2024

Page :1/2

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 >= 1lO0um

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

225




Code : U240878

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date : Nov 14 2024

: F971
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ASSAY

CYANOCOBALAMIN

THIAMINE HYDROCHLORIDE

PYRIDOXINE HYDROCHLORIDE

POTASSIUM CYANIDE

STERILITY

BACTERIAL ENDOTOXINS

Decision : Accepted

Approved by : BAGOT Caroline

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

110 %

99 %

99 %

78 %

COMPLIES

COMPLIES

9 /o’

K. GAILLARD

28 HOV.

(o2)
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CEﬂE)\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoayxkr: NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEUOH?®, pacreop ans
BHYTPUMBILLeYHOro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: [ Kog SAP: 28058493

Batch no.: / Cepusa Ne Fo71

Manufacturing date (mm.yyyy):

Oata npou3BoAcTBa (MM.ITIT): 10.2024

Expiry date (mm.yyyy):

CpOoK rogHocTH (MM.rrrr): 09.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France

MNpounssogutesns B COOTBETCTBUY

c peructpauuei B Poccuu: CEHEKCH 31n43cCu, ®paHumna
Parameter / Nokasarenu | Specification limits / Hopmbl Results / PesynbTathl
Appearance / OnucaHue |Clear red solution. / MNpo3spayHbliii Clear red solution. /

pacTBop KpacHOro useTa. Mpo3payHelii pacTeop

KpaCHOro ueera.

Identification /
MNognuHHOCTL

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

/ TlupupokcuHa should comply with the retention
rugpoxnopun times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine ‘
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YOEPXMBaHWNA OCHOBHbBIX NUKOB Ha
XpomaTorpaMmmax UcnbITyemblx
pacTBOPOB AOIPKHLI COOTBETCTBOBATL
BpEMeHaM yaAepKUBaHUs
COOTBETCTBYIOLLMX MUKOB Ha
XpomartorpaMmmax ctaHfapTHbIX
pacTBOPOB TMaMUHa ruapoxnopuaa,
NUPWAOKCUHA rMapoxnopuaa u
LumaHokobanamuHa (pasgen
«KonvyecTBeHHOE onpegeneHuey).

Thiamine hydrochloride / Complies / CooTBeTcTBYET

TuamuHa rugpoxnopug

Cyanocobalamin /
LnaHokobanamuH
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CEﬂEi\ 2 rue Louis Pasteur

eicating.iinavative Bartnerships 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ansa
BHYTpUMbILWeYHoro BBeAeHus1, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F971

Manufacturing date (mm.yyyy):

Oata npouzBoacrea (MM.Irrr): 10.2024

Expiry date (mm.yyyy):

Cpok roaHocTu (MM.IrrT): 09.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouseoauTens B COOTBETCTBUM

C peructpauuvein B Poccuu: CEHEKCH 3i14dcCu, ®paHumsa

Clarity / Mpo3spayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard |I. /
OnarnecueHuuns npenapaTta He
AOMKHa NpesblllaTh onanecueHuuo
3TanoHa cpasHenus .

Complies / CooTBeTcTByeT

Color / LiBeTHoOCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyembli
pacTBOp AoMKeH OblTb OKpalleH He
MEHEE MHTEHCWBHO, YEM
cTaHgapTHbIA pacTeop 1, U He Bonee
WHTEHCMBHO, YeM CTaHA4apTHELIN
pacteop 2.

Complies / CooTBeTcTBYET

Refraction index n2°/ From 1.345 to 1.349/ OT1 1,345 po 1.348
MNokasaTens 1,349

npenomnexns n3°

Relative density d3g / From 1.019t0 1.023. /0T 1,019 a0  |1.021
OtHocutensHas 1,023.
NNOTHOCTL d39

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




cenexi

creating innovative partnerships
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH?®, pacteop ans
BHYTpPUMBLILWEeYHoro BeeaeHusa, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F971
Manufacturing date (mm.yyyy):

Oata npoussoacTBa (MM.ITIT): 10.2024
Expiry date (mm.yyyy):

CpoOK rogHocTu (MM.ITrT): 09.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouaBoauTens B COOTBETCTBUU

¢ perucrtpaumuen B Poccuu:

CEHEKCW 3i1u3cCu, ®paHuun

Particulate matter /
MexaHuyeckue
BKITIOYEHUA

Subvisible particles: / Hegudumsie
yacmuybl:

= 10 um particles - not more than
6000/ampoule. /YacTtuy pazmepom
= 10 mkm — He 6onee 6000/amnyna.

= 25 ym particles - not more than
600/ampoule. / Yactuy pasmepom
2 25 MKM — He 6onee 600/amnyna.

225/ampoule /
225/amnyna

2/ampoule /
2/amnyna

Related substances /
PopgcTBeHHbIE NpUMecH

Cyanocobalamin impurities: /
lNpumecu uuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EgnHu4Has
HeumaeHTUULMpOoBaHHaa NpUMech —
He Bonee 5,0 %

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

0.7 %

0.4 %

1.8%

Bacterial endotoxins /
BakrepnaneHble
3HAOTOKCHHBI

Not more than 10 |.U./mL. / He 6onee
10 E3/mn.

Complies / CooTBeTtcTBYET
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Product: / Mpoaykr:

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

Page 4 of 7/ Ctpannua 4 ns 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTUSA

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pacTteop ans
BHYTpUMbIWeYyHoro BBeaeHust, 100 mr+100 mr+1 mr

28058493
F971

Manufacturing date (mm.yyyy):

gaTa Npou3BoACTBa (MM.ITIT):

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

10.2024

09.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpownsBoguUTenk B COOTBETCTBUM

C peructpauuvei B Poccum:

CEHEKCHU 3in43cCu, ®paHuus

Sterility / CTepunbHocTb

Must be sterile. / JonxeH GbiTb

CTEPUNBHBIM. Sterile / Ctepunen

Assay / KonuyectBeHHoe
onpeaenexHue

Thiamine hydrochloride /
TrnamuHa rugpoxnopug

Pyridoxine hydrochloride /
MupuaokcuHa
ruapoxnopua,

Cyanocobalamin /
LinaHoko6anamuH

Potassium cyanide /
Kanusa umaHung

From 93 % to 105 % of label claim. /
Ot 93 % po 105 % oT 3aABNeHHoro
KonuyecTBa.

99 %

From 94 % to 105 % of label claim. /
O71 94 % pno 105 % oT 3asBneHHoro
Konu4yecTBa.

99 %

From 95 % to 115 % of label claim. /
Ot 95 % o 115 % oT 3anBneHHoro
KonuuecTea.

110 %

Not more than 100 % of label claim./ |78 %
He 6onee 100 % oT 3aaBneHHoOro

Konun4yecTtea.




cenexi

creating innovative partnerships
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBMOH®, pacTeop ans
BHYTpUMbIWeYyHoro seeegeHma, 100 Mr+100 mr+1 mr

28058493
F971

Manufacturing date (mm.yyyy):

Hara npoussoacisa (MM.Irrr):

10.2024

Expiry date (mm.yyyy):
Cpok rogHocTy {MM.ITIT):

09.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTenk B COOTBETCTBUMU

c peructpauueii B Poccuu:

CEHEKCH 3iiu3cCu, ®paHuma

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 npenaparta B
amnyny 1u3 TeMHoro ctekna tuna l.
Ha amnyny HaHeceHa ToYka
pasnoma v MapKupyoLas
nonocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHOI A4eliKoBON ynakoBke
BMECTE C UHCTPYKLWEN no
NPUMEHEHWNIO B NAYKY KAPTOHHYIO
C KOHTpOnem nepBoro
BCKpLITUA (Nnepcopauuen).

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 npenapaTta B amnyny
W3 TeMHoro ctekna Tunal. Ha
amnyny HaHeceHa To4ka
pasnoma 1 MapkupyloLas
ronocka.

Mo 3 amnynkl B KOHTYPHOW
AYENKOBON yNaKoBKke BMecTe C
WHCTPYKLMEN No NPUMEHEHNIO B
nayvky KapTOHHYIO C
KOHTponemM nepsoro
BCKpLITUA (Nnepcbopaumneit).
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creating innovative partnerships
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Nponykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacreop ans
BHYTPUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne F971
Manufacturing date (mm.yyyy):

Jarta npoussoacrBa (MM.ITIT): 10.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rTTT): 09.2027

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

ﬂgouaao,gmenb B COOTBETCTBUM

€ peructpauuei B Poccuu: CEHEKCMH 3#143cCn, ®paHumnsn

Labeling / Mapkuposka

According to ND. /
B cooTtBeTcTBNM ¢ HA.
Complies. / CooTBeTCcTBYET.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTm

3 years. /3 roaa.

Assessment: / 3akntoyenune: 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 / Cepusa cooTBeTCTBYET
TpeboBaHnAM HOpMaTUBHOW AoKkyMeHTauun Ne NICP-004589/08-
130123, nameHeHune N2 1 ot 10.05.2023, namenerme Ne 2 ot
14.11.2023.
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Product: / Npoaykr:

Page 7 of 7/ CtpaHMua 7 us 7

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 / HEMPOBWUOH?®, pacTteop ans
BHYTpuMbIWweyHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne Fo971
Manufacturing date (mm.yyyy):

Oarta npou3sBoacTBa (MM.ITIT): 10.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 09.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I pou3BoauTENb B COOTBETCTBUU

C perucTtpauuei B Poccuum:

CEHEKCW 3143cCu, ®PpaHuma

Details regarding API used in manufacturing process of the batch:

APl Name, INN / API manufacturer batch API Manufacturer Country of Mfg. /
HaumeHoBaHue ADC, n°®, FP Manufacturer API Name / CtpaHa
MHH E:;zz 2:’:::; (;'J:'“‘z_':j‘:z HaumeHoBaHune npouseogcTea
ADC, Homah ceri npoussogutensa APC
cyGcTaHuumn

npousBogutensa Mo
CYANOCOBALAMINE WVIT
B12 CRYSTALLINE, 2311952455
INN: CYANOCOBALAMINE | 0000133857
/ UnaHokoBanamuH EurogFr"llVl (DFRANCE 4 FRANCE / ®paHuus
ButamuH Biz BPO parc
KpUCTanmnM4yeckuii,
MHH: unaHokobanamuH
PYRIDOXINE PH23114014C Jiangxi Tianxin
HYDROCHLORIDE 0000133516 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { LUssHcu  TsiHbeuHb | CHINA / Kutait
MupuaoKcMHa rmapoxnopua dapmacboTukan Ko.,
MHH: nupuaoKkcuH nro.
THIAMINE UQ40512175
HYDROCHLORIDE 0000135475 DSM Nutritional Products GERMANY /
INN; THIAMINE / GmbH / ACM HyTtpuwHn FepManms
TwamuHa rugpoxnopug Mpopaktc MMBX P
MHH: TvamuH

Date / Signature of Qualified Person/ T
_ b el Jo2

Hata / nognuchb KBanuduuupoBaHHOro nu

Name / ®.1.0.: L(C;A{LLAQD
Position / l0mKxHOCTb: q%, s Q‘J\L.‘Qj r—’ e
& i



