cenen | BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2ree Lo s

creating innovative partnerships
14200 Hérouville Saint Clair France

HSC-QUA-MOP-00449

. NEUROBION AMP 3ML X3 RU / . ’ :
Name of product | Nom du produit : Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Finished product internal code | 28058493 Customer Code | Code Client 80780938

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : L071 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg

Packaging type / size | .
Type / taille de Conditionnement : Ampoule / 3mL Strength / Potency | Teneur / Dosage : ion(:g}% -

Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 64 665 ea

Manufacturing date | 01/2025 Expiry date |Date de péremption : 12/2027
Date de fabrication :

Marketing authorisation number | Numéro fICP-004585/08

Importing country | Russia 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_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 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, Autarisation 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 : voir certificat joint SF Batch number | Numéro de lot S5F : LO71

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

Labelled ampoules code 28058494 - Batch number : LO71.

"I hereby certify that the above information is authentic and accurate. This batch of product has been tured, 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 Investigati | Medicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP."
"Par la présente, j'atteste que les r i ts ci sont exacts et authentiques. Ce lot de médicament a été& 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'auturlté réglementaire mmpétente, ainsi qu'avec
les spécifications de I'autorisation de mise en marche du pays importateur ou du dossier de spécification du médi t pour les médi ts expéri t: Les
données visant la fabrication du lot, son condit et ses ¥ 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 I RD Tite de i .
K. GAILLA K. GAILLARD

27 FEY, 2005 L 23-FEV, 2025
/[
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIM3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ansa

BHYTpUMbIWeYHOoro BeegeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne LO71
Manufacturing date (mm.yyyy):
Hata npouseoacTBa (MM.ITrT): 01.2025
Expiry date (mm.yyyy):
CpokK rogHOCTH (MM.ITIT): 12.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[Mpou3BoauTent B COOTBETCTBUM
c perucTpauuen B Poccuu: CEHEKCH 3ihu3cCu, ®paHuuna
Parameter / MNoka3zatenu | Specification limits / Hopmel Results / PesynbTtathbl
Appearance / OnucarHne | Clear red solution. / MNpo3payHblii Clear red solution. /
pacTBOp KpacHoro LgeTa. Mpo3payHblin pacTBop

KpacCcHOro usera.

Identification /
MNoannHHOCTL

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions
[ MupugokcuHa should comply with the retention
ruapoxnopua times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YAEPKMBaHWUSA OCHOBHbIX MUKOB Ha
XpomarorpaMmmax UcrblTyemblix
pacTBOpPOB A0MKHbI COOTBETCTBOBATD
BpeMeHaM yaepxveaHus
COOTBETCTBYIOLLMX MUKOB Ha
XpomMaTtorpammax CTaHgapTHbIX
pacTBOPOB TMAMUHa rMApPOXIopuAaa,
NUPWAOKCUHA rnapoxnopuaa 1
unaHokobanamuHa (pasgen
«KonuyecteeHHOe onpeaeneHuer).

Thiamine hydrochloride / Complies / CooTBeTcTByeT

TuamuvHa rugpoxnopug

Cyanocobalamin /
LnaHoko6anamuH
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14200 Hérouville Saint Clair France
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacTeop ans
BHYTpUMbILWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne LO71

Manufacturing date (mm.yyyy):

Qara npoussoacrTea (MM.ITIT): 01.2025

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITrT): 12.2027

Manufacturer according to the

reqgistration in Russia: CENEXI HSC, France
[pousBoAuTeNnb B COOTBETCTBUMN

¢ perucrpauumei B Poccum: CEHEKCU 31n43c¢Cu, ®paHuus

Clarity / Npospa4HocTb The opalescence of the product
should not exceed the opalescence Complies / CooTeeTcTayet
of reference standard I. /
OnanecueHuus npenaparta He
AOIMKHA NPeBbLIWAaTE ONanecUeHLMIo
aTanoHa cpaBHeHus |.

Color / LieTHOCTb The sample solution should be at

least as colored as standard solution Complies / CootseTcTayer
1 and not more colored than the
standard solution 2. / UcnbiTyembii
pacTteop gormkeH 6bITb OKpalleH He
MeHee UHTEHCUBHO, YeM
cTaHgapTHelA pacTeop 1, n He Bonee
WHTEHCUBHO, YEM CTaHAapPTHbINA
pacTteop 2.

Refraction index n3°/ From 1.345 to 1.349/ Ot 1,345 no 1.348
lNokasatenb 1,349
npenomnexus n3°

Relative density d29 / From 1.019t0 1.023. /071,019 g0 [1.021
OTHocutenbHas 1,023.
nnoTHocTb d2)

pH/pH From 3.7t04.2. / O1 3,7 po 4,2. 3.9




Page 3 of 7/ CtpaHnua 3 us 7
cenexl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

partnerships

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ana

BHYTpPUMbIWeYyHoro BeBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne L071
Manufacturing date (mm.yyyy):
Hata npousaBoAcTBa (MM.ITrT): 01.2025
Expiry date (mm.yyyy):
CpoK rogHoOCTU (MM.ITIT): 12.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUU
c peructpauuei B Poccum: CEHEKCH 3inu3cCun, ®paHuusn
Particulate matter / Subvisible particles: / Heaudumeie
MexaHu4eckue yacmuupl:
BKITHOYEHUA
2 10 ym particles - not more than ;g;’:rmnr?o#;e f
6000/ampoule. /Yactuu pasmepom y
2 10 Mmkm — He Bonee 6000/amnyna.
2 25 um particles - not more than ' i,{::ﬁoﬁf /
600/ampoule. / YacTtuy pasmepom y
2 25 mkm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PoacteeHHble npumecu | Mpumecu uuaHokobanamuHa:
UDP 17 - not more than 7.0 %. / 0.8 %
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EguHuyHasn
HenaeHTMPULMPOBaHHAA NPUMECH —
He Bonee 5,0 %
Total impurities — not more than 1.7 %
13.5 %. / Cymma npumecei — He
6onee 13,5 %.
Bacterial endotoxins / Not more than 10 I.U./mL. / He 6onee | Complies / CooTBeTcTByeT
BakTtepuanbHbie 10 E3/mn. '
3HO,OTOKCUHBI




Page 4 of 7/ CtpaHuua 4 na 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMBILIeYHOro BeeAeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusn No LO71
Manufacturing date (mm.yyyy):

Jarta npousBoAacTBa (MM.ITIT): 01.2025
Expiry date (mm.yyyy):

Cpok rogHocTU {MM.ITIT): 12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpounssoauTens B COOTEETCTBUMN

Cc perucrpaumenn B Poccum:

CEHEKCW 3inu3cCu, ®paHuun

Sterility / CTepunsHocTb

Must be sterile. / JomkeH bbITb
CTEPUNBHBIM.

Sterile / CtepuneH

Assay / KonnyecTtBeHHoe

Kanusa uuaHug,

He 6onee 100 % oT 3asBneHHOro
Konu4ecTBa.

onpeneneHue

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ |[100 %

TuamnHa rugpoxnopua OT1 93 % po 105 % ot 3asBneHHoro
KonuyecTea.

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

MupraokcuHa OT1 94 % po 105 % ot 3aABNeHHOro

TMAPOXNOPUA, Konvm4ecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ |109 %

LinaHoko6anamuH O1 95 % fo 115 % ot 3asBneHHoro
KonuyecTea.

Potassium cyanide / Not more than 100 % of label claim./ |85 %
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Ce n E)\| 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJIU3A

Product: / Npoaykr: NEUROBION?® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBEUOH?®, pacteop ans
BHYTpUMbIlWeYHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne L071
Manufacturing date (mm.yyyy):
Oara npousBoacTBa (MM.ITTT): 01.2025
Expiry date (mm.yyyy):
CpoK rogHOCTM (MM.ITIT): 12.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
lMpousBoauTens B COOTBETCTBUM
C perucrtpaumnen B Poccuu: CEHEKCHW 3##43cCu, ®paHumn
Package / YnakoBka 3 mL of product in type | amber 3L of proditiet iri type. | arnler
glass ampoules. Ampoule has

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 us TemHoro crekna tuna l.
Ha amnyny HaHeceHa Touka
pasnoma 1 MapkupyoLLas
norocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHOW A4EAKOBOW YrNaKkoBKe
BMECTE C MHCTPYKUWER no
NPUMEHEHWNIO B NaYKy KapTOHHYIO
C KOHTpOneMm nepBoro
BCKpbITUA (Nepcopauuei).

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 npenapara B amnyny
13 TemHoro ctekna tuna l. Ha
amnyrny HaHeceHa Touka
pasnomMa M MapkupyLlas
nonocka.

Mo 3 amnynbl B KOHTYPHOWN
AYEKOBON YraKoBke BMECTE C
WHCTPYKLUMEN NO NPUMEHEHMIO B
Nnayky KapTOHHYIO C
KOHTpONneM nNepeoro
BCKpbITUA (nepdopauueit).
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CERTIFICATE OF ANALYSIS /| CEPTU®PUKAT AHATIU3A

Product: / Npogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTPUMbIWeYyHoro BeegeHua, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne LO071

Manufacturing date (mm.yyyy):

Harta nponssogcTea (MM.ITIT): 01.2025

Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.ITIT): 12.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[TpousBoauTenL B COOTBETCTBUU

C peructpauuen B Poccuu: CEHEKCHU 3143cCu, ®paHums

According to ND. /

Labeling / MapknpoBka | 5" e HA.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepatype ot 2 o 8 °C.

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

Assessment: / 3akntoyeHue: 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 / Cepusi cooTBeTCTBYET
TpebosaHmAM HOpmaTMBHOWM gokyMeHTauun Ne JICP-004589/08-
130123, nsmeHenune Ne 1 ot 10.05.2023, nsmeHeHue Ne 2 ot
14.11.2023.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacTeop ans
BHYTpPUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

Product: / Mpoaykr:

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne L071
Manufacturing date (mm.yyyy):

HDara nponzBoacTea (MM.ITIT): 01.2025
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITTT): 12.2027

Manufacturer according to the
registration in Russia:
MNpousBoauTenb B COOTBETCTBUMU
c peructpauuei B Poccun:

CENEXI HSC, France

CEHEKCH 3ihu43cCu, dpaHuun

Details regarding API used in manufacturing process of the batch:

APl Name, INN /

API manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBanue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH E:;z':' ';:':f:; ém\;ﬁﬂ HaumeHoBaHme Npou3BoAcTEa
A®E, Homep cepi npouszsogutensa A®C
cy6cTaHumMm

npousBogutensa Mo
CYANOCOBALAMINE VIT | i
B12 CRYSTALLINE, 2412410840
INN. CYANOCOBALAMINE | 0000134916
{3 LinaHokobanamuH E:;%ﬁl:li:l/l ¢E§£NCE / FRANCE / ®paHuus

uTamMmuH B1z

KPUCTaNMYeckui,
MHH: unaHokoGanamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / [ UssHcn  TsHbcuHb | CHINA / Kutai
MupuackcuHa rugpoxnopua dapmacbioTukan Ko.,
MHH: nupugokcuH NnTa.
THIAMINE UQ30312153
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / OCM HyTtpuwHn FepMaHys
TwamunHa ruapoxnopua Mpoaakrc MTm6X
MHH: TvamuH

Date / Signature of Qualified Person/

Hata / nognuck kBanuduuMpoBaHHOro nuua:

27 Lo So95

ﬂ

Name / $.1.0.:

K ﬁ'ﬁn‘ L2
Position / [lomkHOCTb: CFm Eiono! Qu J\—}wj ’_)l n z)f

e




