C e n e A l BATCH CERTIFICATE
CERTIFICAT DE CONFORMITE 2 rue Louls Pasteur

14200 Hérouville Saint Clair France

HSC-QUA-MOP.00449
. NEUROBION AMP 3ML X3 RU / .
MName of product | Nom du prodult : Neurobion® Dosage form |Forme pharmaceutique: Solution for injection
Finished product Internal code | 28058493 Customer Code | Code Cllent : 81765287

Code interne produit fini :
Thiamine hydrochloride

Batch number | Numéro de lot : F820 API | Principe(s) actif(s) : Pyridoxine hydrochloride
Cyanocobalamin

100mg
Packaging type / size | .
Type / taille de Conditionnement ;  /"MPoule / 3mL Strength / Potency | Teneur / Dosage:  100mg

1 mg/3 mL
Final Pack | Conditionnement final : 3 ampoules (3mL) Number of units | Nombre d'unités : 65 475 EA
Manufacturing date | 02/2024 Expiry date |Date de péremption ; 01/2027
Date de fabrication :
Importing country | Marketi ! | Numéro o
Pays destinataire : Riiowa 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' d'e e et éro du certificat BPF :
CENEXI HSC
2 rue Louls Pasteur14200 Hérouville Saint-Clair France
2022_129_1.2
2023_HPF_FR_143
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 :
CENEX1 HSC
2 rue Louis Pasteur14200 Hérouville Saint-Clair France
2022 12912
2023_HPF_FR_143
Control quality site(s) | Site(s) de contrle 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
2022_129_1 2
2023_HPF_FR_143
Release site | Site Libérateur
Name, address, Autorisation number and GMP certficate number |
Nom, adresse, numéro d" ion d' rture et éro du certificat BPF :
CENEXI HSC
2 rue Louis Pasteurl4200 Hérouville Saint-Clair France
2022_129_1_2
2023_HPF_FR_143
Result of ysis : refer to hed certificate code sem| finished product | code Interne SF : u240878
Résultats des analyses : voir certificat joint SF Batch number | Numéro de lot SF : FB20
Comment(s) / Déviation(s) | Commentaire(s) / Déviation(s):
No major deviation.
Manufacturing date : 27/02/2024
Expiry data : 31/01/2027
Labelled ampoules code 28058494 - Batch number : F820
"1 hereby certify that the above Information Is authentic and accurate. This batch of product has been if; d, Includi ckaging / labelling and quality control
at the above mentionned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and w!th the specificati inthe
Authorisation of the Iimporting country or product specification file for In igati | Medicinal Products, The batch pr sing, packeging and ysis records were
reviewed and found to be In eompll:nu with GMP."
“Parla p 4 i que les [+ o sont exacts et authentiques. Ce lot de médi t a &té fat &, incluant son conditionnement et son
:nm:rblc quamb, par le(s) établl (s) menti é(s) cd-dessus, en toute conformité avec les exigences BPF de l‘lutoritt righmmuimmptunu. ainsl qu'avec
les spécifications de |'autorisation de mise en marché du pays importateur ou du dossier de spécification du médi t pour les médi P Les

données visant la fabrication du lot, son conditionnement et ses analyses ont &té revues et trouvées conformes aux BPF.”

Name of qualified person of Hérouville Saint Clalr FRANCE | Release date : ﬁ /0 L{ / %2 (_‘

Nom du phar resp de Ia Libération Hérouville Saint Clair A!\ 8!; de libération :

I::‘;rlne-Sophie_ BL
18 AVR, 2024




Code : U240878

Batch

NEUROBION (R) solution for intramuscular injection
Analysis date : 22 Mar 2024

Fg820 .

Page :1/2

PEARANCE
IDENTIFICATION

THIAMINE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
CYANOCOBALAMINE

pH

CLARITY
(subcontracted test)

ICOLOR

LATIVE DENSITY
FRACTIVE INDEX

ARTICULATE MATTER

UBVISIBLE PARTICLES >= 10um

PARTICULATE MATTER

LATED SUBSTANCES :
CYANOBALAMIN IMPURITIES
UDP 17

Total impurities

Destination :

UBVSIBLE PARTICLES >= 25um

Single unidentified impurity

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 %

CéﬁéﬁIES
COMPLIES
COMPLIES
COMPLIES

3.9

COMPLIES

COMPLIES

1.021
1.348

53

0.5
0.3

1.6

Anne-Sophie BL

ANC

2024




Code : U240878 _ Batch
NEUROBION (R) solution for intramuscular injection
Analysis date : 22 Mar 2024

Page 2/2

PSSAY
CYANOCOBALAMIN From 95 to 115 %
of label claim
THIAMINE HYDROCHLORIDE From 93 to 105 %
of label claim
[PYRIDOXINE HYDROCHLORIDE From 94 to 105 %
of label claim
POTASSIUM CYANIDE Not more of 100 %
of label claim
STERILITY Must be sterile
BACTERIAL ENDOTOXINS <= 10 IU/mL
Decision : Accepted

Approved by : INNOCENTI Line

Destination : Russia (28058493)

106 %
99 %
99 %
87 %
COMPLIES
COMPLIES

hie BLANG

Anne-SoP




cenexi

Product: / Npogykr:

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

Page 1 of 8/ CtpaHuua 1 us 8

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINU3A

NEUROBION?® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBEWUOH®, pacTteop ans
BHYTpUMbIWe4yHoro BBeaenua, 100 mr+100 mr+1 mr

28058493
F820

r

Manufacturing date (mm.yyyy):

ga'ra NPoOU3BOACTEA (MMm.rrrr):

02.2024

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT):

01.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

M pou3BoauTernb B COOTBETCTEBUN

¢ perucrtpaumei B Poccuu:

CEHEKCH 2iu3cCn, PpaHuumna

Parameter / Nokazatenu

Specification limits / Hopmbl

Resulits / PesynbTaThl

Appearance / OnucaHuve

Clear red solution. / lNpo3payHbli
pacTBOp KpacHOro LseTa.

Clear red solution. /
Mpo3payHbli pacTeop
KpacHOro Liseta.

Identification /
[MoarnnHHOCTE

Thiamine hydrochloride /
TuamunHa rugpoxnopus

Pyridoxine hydrochloride
/ TiupugokcuHa
rmapoxnopug,

Cyanocobalamin /
LinaHokobanamuH

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
YAEPKUBAHUA OCHOBHBIX NUKOB Ha
XpoMmaTorpammax ucnbiTyembix
pacTBOPOB AOSMKHbI COOTBETCTBOBATbL
BpEMEeHaM yAepKuBaHusA
COOTBETCTBYIOLLMUX NMUKOB Ha
XpoMaTorpamMmMax cTaHAapTHbIX
pacTBOPOB TUAMUHAa ruapoxsopuaa,
nUpUAoKCUHa rmapoxnopuaa u

' | unaHokoBanamuHa (pasgen

«KonuyecTBeHHOE OnpegeneHuey).

Complies / CooTBetcTByeT

Anne-Sophie )E’I-MN C/
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Product: / MpogykT:

SAP-Code: /| Kog SAP:
Batch no.: / Cepua Ne

Page 2 of 8/ CTpannua 2 nz 8

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDPUKAT AHAITU3A

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH?®, pacteop ans
BHYTpUMbIlLe4yHoro BBeaeHuns, 100 mr+100 mr+1 mr

28058493
F820

Manufacturing date (mm.yyyy):
Oata npoussoncTea (MM.IITT): 02.2024

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

01.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpou3BoanTens B COOTBETCTBUM

¢ peructpaumeii B Poccuu:

CEHEKCHU 3n43c¢cCu, PpaHumn

Clarity / NpospavHocTe

The opalescence of the product
should not exceed the opalescence
of reference standard [. /
OnanecueHuma npenaparta He
JOMKHa NpesbillaTh onanecueHuuo
3TanoHa cpaBHeHus .

Complies / CooTBeTcTBYET

Color / LieeTHocTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / VicnbiTyemelin
pacTsop AomieH ObiTb OKpalleH He
MeHee WHTEHCUBHO, YeM
CTaHAapTHbIA pacTeop 1, U He Gonee
WHTEHCUBHO, YeM CTaHAapTHbIN
pacTsop 2.

Complies / CooTBeTcTayeT

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

npenomnexus n3°

Relative density d29 / From 1.019101.023. /071,019 g0 | 1.021
OTHocuTenbHas 1,023.

MIoTHOCTL d2]

pH/pH From 3.7t04.2./O1 3,7 no 4,2. 3.9

Anne-Sophie BLANC
18 AVR. 2024




Page 3 of 8/ Ctpanuua 3 n3 8
cenenl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

Product: / Mpogykr: NEUROBION® solution for _intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans

BHYTpUMbIWe4YHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F820
Manufacturing date (mm.yyyy):
Oara npoussoncTea (MM.IIrr): 02.2024
Expiry date (mm.yyyy):
Cpok rogHocTu (MM.ITTT): 01.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[pounszBoauTenk B COOTBETCTBUMN
c peructpauuei B Poccuu: CEHEKCHU 3i143cCu, ®PpaHuma
Particulate matter / Subvisible particles: / Hesudumsie
MexaHu4eckune yacmuuysl:
BKIOYEHUA
2 10 ym particles - not more than gg;:mfo;l‘:e,
6000/ampoule. f/YacTtu pasmepom Y
= 10 mkm — He Bonee 6000/amnyna.
. ) 1/ampoule /
= 25 ym particles - not more than 1/amnyna

600/ampoule. / Yactuy pasmepom
2 25 mkm — He Bonee 600/amnyna.

Related substances / Cyanocobalamin impurities: /
PopcteeHHble npumecy | [pumecu yuaHokobanamuHa:

UDP 17 - not more than 7.0 %. / 0.5%
UDP 17 — He Gonee 7,0 %.

Single unidentified impurity — not 0.3%
more than 5.0 % / EguHndHas
HenaeHTUhULMPOBaHHasA NpMMech —
He bonee 5,0 %

Total impurities — not more than 1.6 %
13.5 %. / Cymma npumecein — He
6onee 13,5 %.

Bacterial endotoxins / Not more than 10 I.U./mL. / He 6onee | Complies / CooTBeTcTByET

BakTepuanbHbie 10 EQ/mn.
3HIOTOKCUHBI




ceneni

Product: / MpoaykT:

Page 4 of 8/ Ctpannua 4 us 8

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATNTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH?®, pacteop ans
BHYTpMMBbIWeYyHoro eBegeHusn, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493
Batch no.: / Cepusa Ne F820
Manufacturing date (mm.yyyy):

Oata npou3BogcTBa (MM.ITIT): 02.2024
Expiry date (mm.yyyy):

Cpok rogHocTy (MM.TTIT): 01.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n POU3BOAUTENL B COOTBETCTBUU

¢ perncTpauuen B Poccuu:

CEHEKCW 3#43¢cCu, ®paHums

Sterility / CtepuneHocTb

Must be sterile. / DorxeH bbiTb
CTEPUNBHBLIM.

Sterile / Ctepunen

Assay / KonnyectseHHoe
onpegencHue

Thiamine hydrochloride /
TuamuHa rugpoxnopvs

Pyridoxine hydrochloride /
MNupwgokcuHa
rMapoxnopua

Cyanocobalamin /
LinaHokobanamuH

Potassium cyanide /
Kanusa umanua

From 93 % to 105 % of label claim. /
OT1 93 % pno 105 % oT 3aasneHHoro
Konu4yecTea.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % oT 3aABnNeHHoro
KONUYecTBa.

From 95 % to 115 % of label claim. /
Ot 95 % o 115 % ot 3asABnNeHHOro
Konu4ecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aasneHHoro
Konu4yecTea.

99 %

99 %

106 %

87 %




Page 5 of 8/ Ctpanuua 5 us 8

C e ﬂ e Fal I 2 rue Louis Pasteur
_ 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTeop ana

BHYTpUMbIleyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493
Batch no.: / Cepusa Ne F820

Manufacturing date (mm.yyyy):

Darta npoussogcTBa (MM.ITIT): 02.2024

Expiry date (mm.yyyy):

CpoOK rogHocTU (MM.ITTT): 01.2027

Manufacturer according to the

reqgistration in Russia: CENEXI HSC, France
MpouszBoguTent B COOTBETCTBUU

c perucTpauueti B Poccuu: CEHEKCU 3#43cCu, ®Ppanuun

; 3 mL of product in type | amber
Package / Ynakoeka 3 mL of product in type | amber glass ampoules. Ampoule has

glass ampoules. Ampoule has o X
one-point-cut and a marking strip. :tr:%pomt cut and'amarking
3 ampoules or 10 ampoules in a ' ; .
blister and a patient information 3 arnpo_ules na blister am_:! @

; patient information leaflet in a
leaflet in a carton. /Mo 3 mn carton. / Mo 3 mn Npenapara
npenaparta B amnyny u3a TEMHOro amnyny 13 TeMHOro cTekna

crekna Tuna |. Ha amnyny

TMna l. aHeceHa
HaHeceHa To4Ka pasnoma u . Ha amnyny H

TOYKa pasnoma

MapKupytoLLas nonocka.
Mo 3 amnynsl unu no 10 amnyn 8 Hg%";ﬁ’&fjllﬁ:ﬁ;ﬁoﬁ
KOHTYPHOW SA4YENKOBOW YNaKoBKe M »

TP y AYENKOBOW ynaKkoBKe BMEcCTe C

BMECTe C MHCTPYKLWEN No WMIHCTPYKLMEN NO NPUMEHEHNIO B
NPUMEHEHUIO B NaYKy KapPTOHHYIO. PYKU P
nasky KapTOHHYIO.

Anne-Sophie BLANC

18 AVR, 2024
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIU3A

Product: [ NMpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH?®, pacteop ans
BHYTpUMBbIWeYHoro Beegenus, 100 mr+100 mr+1 mr

28058493
F820

Manufacturing date (mm.yyyy):

dara npoussoncTea (MM.FITT): 02.2024

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

01.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n poU3BOOWTENbL BE COOTBETCTBUMU

¢ pervicTpauueti B Poccuu: CEHEKCW 3iu3cCu, ®paHuums

Labeling / Mapkuposka

According to ND. /
B cooTtBeTcTBUM ¢ HL.

Complies. / CooTBeTcTBYET.

Storage / XpaHerue

At the temperature from 2 to 8 °C. / Npu Temnepatype ot 2 ao 8 °C.

Shelf-life / Cpok rogrocT

3 years. / 3roga.

Assessment: / 3aknouenune: The batch complies with the specification according to ND NICP-

004589/08-130123, amendement N2 1 from 10.05.2023 / Cepua
COOTBETCTBYET TpeboBaHWAM HOPMaTUBHOW JOKYMEHTaUMu
Ne JICP-004589/08-130123, uameHeHve N2 1 ot 10.05.2023.

Anne-Sophie BLANC
18 AVR. 2024
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cenexi

Product: / Mpoaykr:

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

Page 7 of 8/ Ctpanuua 7 u3 8

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUPUKAT AHAJTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacTteop ans
BHYTpuMbIwWweyHoro BeegeHun, 100 mr+100 mr+1 mr

28058493

F820

Manufacturing date (mm.yyyy):

ga'ra NPOWU3BOOCTEA [MM.rrrr[:

Expiry date (mm.yyyy):

Cpok rofiHocTH (MM.IrrT):

02.2024

01.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoguTentL B COOTBETCTBUM

c peructpauuei B Poccum:

CEHEKCHW 3iiudcCu, ®paHums

Details regarding API used in manufacturing process of the batch:

API Name, INN /

API| manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBanme A®C, | n°, FP Manufacturer API Name / CrtpaHa
MHH Batch number / Homep HaumeHoBanue npoussoacTEa
Cepum NPou3BOAUTENSA a1 AD
A®C, Homep cepui npouseogutena A®C
cybecTaHuum

npoussogutens Mo
CYANOCOBALAMINE VIT | 2311842231
B12 CRYSTALLINE, 0000131441
INN: CYANOCOBALAMINE
/ UnaHokobanamuH EuroAPl = FRANCE  / FRANCE / ®paHums
B EBpoAl ®paHe

wTaMmuH Bz
KpUCTaNMYECcKun,
MHH: unaHokobanamuH
PH23074001C

PYRIDOXINE 0000130661 Jiangxi Tianxin
HYDROCHLORIDE Pharmaceutical Co., LTD.
INN: PYRIDOXINE / !/ LUsaHcu  TadbcuHb | CHINA / KuTaii
MupugokcuHa rnapoxnopua ggég%;:‘g;éc dapmackloTrKan Ko.,
MHH: nupuaokcuH Nra.
THIAMINE UQ30312110
HYDROCHLORIDE 0000130932 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTpuwiHn P
Twamuna rugpoxnopug Mpogakre MB6X P
MHH: TvammH

Date / Signature of Qualified Person/

Oata / noanuch KBanNUUUMPOBaHHOrO nuua:

Name / ©.1.0.:

Anne-Sophie BLANG

18 AVR, 2024
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C EE ﬂ E VAN i 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS | CEPTUDPUKAT AHANMU3A
Product: / NMpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEWPOEWOH®, pacTeop ana
BHYTpUMbIileyHoro eeegenus, 100 mr+100 mr+1 mr

Position / JomkHocTb:

Anne-Sophie BLANC
18 AVR. 2024




