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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH?®, pacTeop ans
BHyTpUMbIwWeyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
F767

Manufacturing date (mm.yyyy):

Narta npou3zBoacTBa (MM.ITrT):

11.2023

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

10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[Mpou3BoauTesib B COOTBETCTBUMU

c perncrpaumein B Poccum:

CEHEKCW 3143cCu, PpaHums

Parameter / [Noka3zaTtenu

Specification limits / Hopmbi

Results / PesynbTathi

Appearance / OnucaHue

Clear red solution. / MNpo3payHbii
pacTBOP KpacHoro upera.

Clear red solution. /
Mpo3pavHbIi pacTeop
KpacHoro LBeTa.

Identification /
MoanuMHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ NMupnaokcuHa
ruapoxnopua

Cyanocobalamin /
LwnaHokobanamuH

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
YOAEePKUBaAHNA OCHOBHBIX MUKOB Ha
XpoMaTorpammax UcnbiTyeMblX
pacTBOPOB AO/KHEI COOTBETCTBOBATh
BpeMeHaMm yaepKuBaHus
COOTBETCTBYIOLLMX MUKOB Ha
XpomaTtorpammax CtaHAapTHbIX
pacTBOPOB TUAMWHAa rmapoxsiopuaa,
NUPUAOKCUHA rugpoxnopuaa v
LmaHokobanamuHa (pasgen
«KonuyecTBeHHOE onpeaeneHue).

Complies / CooTBetcTByET
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIU3A

Product: / Npoaykr:

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

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

28058493
F767

Manufacturing date (mm.yyyy}):

Hata npouzsoacTea (MM.ITTT):

11.2023

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

10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MponssoauTenb B COOTBETCTBUM

c peructpauvein B Poccum:

CEHEKCW 3inu3cCu, PpaHumna

Clarity / Npospa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuns npenaparta He
AOMKHa NpeBbIWaTh onanecueHUuo
aTanoHa cpaBHeHuA .

Complies / CooTtBetcTBYET

Color / LiBeTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / VicneITyemelit
pacTBop AomKkeH BbiTb OKpalleH He
MeHee WHTEHCHBHO, YeMm
CcTaHAapTHBIA pacTeop 1, U He Bonee
WHTEHCUBHO, YeM CTaHAAPTHbLINA
pacTteop 2.

Complies / CootBeTcTByeT

pH/pH

Refraction index n3°/ From 1.345t0 1.349/ Ot 1,345 o 1,348
MokazaTtenb 1,349
npenomneHus n2°
Relative density d2 / From 1.019t0 1.023./01 1,019 80 |1,021
OTHocuTeneHan 1,023.
NAOTHOCTb d3]

From3.7t04.2./0T13,7 o 4,2. 3,9

2
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATNU3A

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

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F767
Manufacturing date (mm.yyyy):

Oata npoussogcrTBa (MM.ITTT): 11.2023
Expiry date (mm.yyyy):

CpoK rogHoCcTH (MM.ITrT): 10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[lpousBoAuUTENbL B COOTBETCTBUMH

c peructpaumnein B Poccuu:

CEHEKCHW 3in43cCu, ®PpaHums

Particulate matter /
MexaHun4deckue
BKIHOYEHUA

Subvisible particles: / Hegudumbie
yacmuuysl:

2 10 ym particles - not more than
6000/ampoule. / Yactuy pasmepom
= 10 Mkm — He 6onee 6000/amnyna.

= 25 um particles - not more than
600/ampoule. / YacTtuy pasmepom
2 25 mkm — He 6onee 600/amnyna.

176/ampoule /
176/amnyna

4/ampoule /
4famnyna

Related substances /
PoacTBeHHbIE NpUMecH

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

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

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

0,5%

0,6
%

1,8 %

Bacterial endotoxins /
BakrepuarneHble
3HOOTOKCUHBI

Not more than 10 I.U./mL. / He Bonee
10 E3/mn.

Complies / CooTBetcTBYET

[ 4
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®PUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENWPOBWOH®, pacTeop Ans
BHYTpUMbIlWeYHoro BBegeHua, 100 mr+100 mr+1 mMr

28058493
F767

Manufacturing date (mm.yyyy):

gaTa NnpousBogcTBa !MM.FFITI:

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

11.2023

10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[pousBoauTeNnL B COOTBETCTBUU

¢ perncrpauuven B Poccum:

CEHEKCHU 3#43cCu, ®paHuuma

Sterility / CtepunsHocTb

Must be sterile. / [JJomkeH 6biTb
CTEPUIBHBIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe
onpepenexHue

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride /
MNupugokcuHa
rvgpoxnopug

Cyanocobalamin /
LnaHokoBanamuH

Potassium cyanide /
Kanusa umaHung

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % ot 3asBneHHoro
KonuyecTea.

From 94 % to 105 % of label claim. /
OT1 94 % o 105 % ot 3asBneHHoro
KonvyecTea.

From 95 % to 115 % of label claim. /
Ot 95 % po 115 % oT 3aABnNeHHoOro
KonuyecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aaBneHHOro
KonudecTBa.

99 %

99 %

110 %

93 %

o o il
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacTteop ans

BHYTpUMbIWeyHoro BBegeHus, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):

28058493

Odara npoussoacTsa (MM.ITIT):
Expiry date (mm.yyyy):

Cpok rogHoCcTy {MM.ITIT):
Manufacturer according to the
registration in Russia:

CENEXI HSC, France

MpoussoauTens B COOTBETCTBUMU

¢ peructpauuei B Poccuu:

CEHEKCHU 3in43cCu, ®paHuusa

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. /Mo 3 mn
npenapara B amryny us TemMHoro
ctekna Tuna . Ha amnyny
HaHeceHa To4Ka pasnoma u
MapKMpyloLLas nonocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHOIN SI4EAKOBON YNakoBke
BMECTE C UHCTPYKLUMEN Mo

NPUMEHEHUIO B NAYKY KAPTOHHYHO.

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. / [o 3 mn npenapaTa B
amnyny u3 TEMHOro cTekna
Tuna |. Ha amnyny HaHeceHa
TouKa paznoma u
MapKupytoLlas nonocka.

Mo 3 amnynb! B KOHTYPHOR
AYENKOBOW YNaKkoBKe BMECTE C
WHCTPYKUMER No NPUMEHEHUIO B
nadky KapTOHHYIO.
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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 / HEUPOBEUOH®, pacteop ans
BHYTpUMbIwWey4yHoro eeeaenuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa No F767
Manufacturing date (mm.yyyy):

Harta npou3BoAacTBa (MM.rITIT): 11.2023
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.rTTT): 10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

1 POU3BOOUTENIL B COOTBETCTBUM

¢ perucrpauuein B Poccun: CEHEKCW 3i43cCu, ®paHuua

Labeling / MapkupoBka

According to ND. /

B cooTteetcTEum ¢ HA.
Complies. / CooTBeTCTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / [pn Temnepatype o1 2 o 8 °C.

Shelf-life / Cpok rogHocTH

3 years. / 3roaa.

Assessment: [ 3aknoveHue: The batch complies with the specification according to ND JICP-

004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
cooTBeTCTBYET TpeboBaHMAM HOPMATMBHOM JOKYMEHTaLUK
Ne ICP-004589/08-130123, nameHeHwe Ne 1 ot 10.05.2023.

Fae
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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®, pacrteop ans
BHYTPUMbIWeYHoro eBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F767
Manufacturing date (mm.yyyy):

[arta npousBoacTBa (MM.ITIT): 11.2023
Expiry date (mm.yyyy):

CpoK rogHocTHu (MM.TTIT): 10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTENnbL B COOTBETCTBUMN

c perucrtpaumein B Poccum: CEHEKCHW 3143cCu, ®PpaHuun

Details regarding APl used in manufacturing process of the batch:

APl Name, INN / APl manufacturer batch APl Manufacturer Country of Mfg. /
HaumeHosauue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH ?:mh "”mbf” H"ZBP HaumeHoBaHue NnpouzBoACTEA
pUM NpousBOaUTENSA
ADC, Homep cepmi npounssoguTensa APC
cyGcTaHUuKn

npoussogutens Mo
CYANOCOBALAMINE WIT | 2310291080
B12 CRYSTALLINE, 0000128928
INN: CYANOCOBALAMINE
! LUnaHokobanamuH Eg;’;ﬂm ¢E§;§:NCE / FRANCE / ®paHums
ButamuH B2
KPUCTanuM4eckui,
MHH: unwaHokobGanamuH
PYRIDOXINE PH23064018C Jiangxi Tianxin
HYDROCHLORIDE 0000128801 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / {  UssHcu  TsHbcuHb | CHINA f Kutait
lMupuaokcuHa rngpoxnopna dapmacbloTUKan Ko.,
MHH: nupugokcuH IrA.
THIAMINE uQ20812311
HYDROCHLORIDE 0000128368 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / ACM HyTtpuluHn e

pMaHus

TwamuHa rugpoxnopua Mpopakre MMBX
MHH: Tnamux

Date / Signature of Qualified Person/

DOarta / nognucb KBanndguunpoBaHHOIO nuua:

Name / ®.1.0.:

Paosition / JormkHOCTb:

E. LEMANISSIER
2 0 pEC. 2023
A
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