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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOEWOH®, pacteop ansa
BHYTPUMbIWeYHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
FS28

Manufacturing date (mm.yyyy):

Hata npousBoacTBa (MM.ITIT):

07.2024

Expiry date (mm.yyyy):
CpoK rogHoCTH (MM.ITIT):

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpoussoautent B COOTBETCTBUU

¢ peructpauuen B Poccuu:

CEHEKCHW 3i143cCu, ®paHuuna

Parameter / NokasaTtenu

Specification limits / HopmMbl

Results / PesynbTathl

Appearance / OnucaHue

Clear red solution. / MNpo3payHbin
pacTBOp KpacHoro useTa.

Clear red solution. /
Mpo3payHblil pacTeop
KpacHoro LBerTa.

Identification /
MoanvHHOCTL

Thiamine hydrochloride /
TuamuHa rugpoxnopua

Pyridoxine hydrochloride
/ MupupaokcuHa
rugpoxnopua

Cyanocobalamin /
LnaHokob6anamuH

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
yAepXKvBaHMA OCHOBHbIX NUKOB Ha
XpomMaTtorpaMmmax McrbiTyemblX
pacTBOPOB AOMKHEI COOTBETCTBOBAThL
BPEMEHaM yaepXuBaHus
COOTBETCTBYIOLLMX MUKOB Ha
XpoMaTorpammax cTaHAapTHLIX
pacTBOPOB TMamuHa ruapoxmnopuaa,
NUpWUAOKCUHA rugpoxnopnaa u
umaHokobanamuHa (pasgen
«Konn4yecTBeHHOE onpegeneHne).

Complies / CooTeeTcTBYEeT
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C e l'l e }\ I 2 rue Louis Pasteur

sarERBFshis 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWOH®, pacTteop ana
BHYTpUMbIWeYyHoro eeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: { Koo SAP: 28058493

Batch no.: / Cepusa Ne F928

Manufacturing date (mm.yyyy):

[Oarta npouaBoacTea (MM.ITIT): 07.2024

Expiry date (mm.yyyy):

CpoK roaHoCTU (MM.ITTT): 06.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[pousBoAuTEnt B COOTBETCTBUMN

€ perucTpauuein B Poccum: CEHEKCHW 3i143cCu, ®paHuus

Clarity / NMpospayrocTb The opalescence of the product
should not exceed the opalescence
of reference standard 1. /
OnanecueHuua npenapara He
OOMKHa NpeBbILaTh onanecLeHLuio
3TanoHa cpaBHeHus |.

Complies / CooTtseTcTByeT

Color / LiBeTHOCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemelia
pacTeop fomkeH ObiTb OKpalleH He
MeHee MHTEHCUBHO, Yem
CTaHAapTHbIA pacTeop 1, n He Gonee
WHTEHCUBHO, YEM CTaHAAPTHbI
pacTteop 2.

Complies / CooTtBeTcTBYET

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

npenomnexuns n3°

Relative density d29 / From 1.01910 1.023./07 1,019 a0 |1.021
OTHocuTenbHas 1,023.
NNoTHOCTb d39

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

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWUOH®, pactBop ansa
BHYTPUMbIlWIe4YHoro BBegeHus, 100 mr+100 mr+1 Mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepus Ne F928
Manufacturing date (mm.yyyy):

Darta npousBonacTBa (MM.ITTT): 07.2024
Expiry date (mm.yyyy):

CpoK rogHocTu (MM.IIrr): 06.2027

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

n pou3BonuUTesNlb B COOTBETCTBUM

c perucTpauuvein B Poccun:

CEHEKCH 3i1u3cCu, ®paHums

Particulate matter /
MexaHu4yeckue
BKJTHOMEHUSA

Subvisible particles: / Hegudumele
yacmuubi:

2 10 ym particles - not more than
6000/ampoule. /Yactuy pasmepom
2 10 MKm — He Gonee 6000/amnyna.

= 25 um particles - not more than
600/ampoule. / YacTuy pasmepom
2 25 Mkm — He Gonee 600/amnyna.

18/ampoule /
18/amnyna

O/ampoule /
O/amnyna

Related substances /
PopcTeeHHbIE npumecy

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EguHuyHas
HenpeHTUhuyMposaHHasa npuMech —
He 6onee 5,0 %

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

0.3%

0.4%

2.0%

Bacterial endotoxins /
BaktepuanbHbie
3HAOTOKCUHBI

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

Complies / CooTsercTByeT
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cenexi

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr:

NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HENIPOBEWOH®, pacTeop ans

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

BHYTpUMbIlWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493
F928

Manufacturing date (mm.yyyy):

ga'ra npousBogcrea (MM.ITIT[:

Expiry date (mm.yyyy):
Cpok rogHocTu (MM.IITT):

07.2024

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'Igousso,gmenb B COOTEBETCTBUMU

€ perucrtpauuein B Poccuu:

CEHEKCH 3i14dcCu, ®paHums

Sterility / CtepunsHocTb

Must be sterile. / JomxeH 6biTh
CTEPUIbHBIM.

Sterile / Ctepunen

Assay / KonnyecTteeHHoe
onpepenexve

Thiamine hydrochloride /
TuamuHa ruppoxnopus

Pyridoxine hydrochloride /
MupuaoKcuHa
rmapoxnopug,

Cyanocobalamin /
LUnaHokobanamux

Potassium cyanide /
Kanus uvanng

From 93 % to 105 % of label claim. /
OT1 93 % no 105 % oT 3asABNeHHoro
KonuyecTtsa.

From 94 % to 105 % of label claim. /
O1 94 % po 105 % ot 3aaBneHHoro
KONMWYeCTRBa.

From 95 % to 115 % of label claim. /
OT1 95 % po 115 % ot 3aaBneHHoro
KonuyecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aABNeHHOro
KonuyecTea.

100 %

100 %

110 %

89 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

SAP-Code: / Ko SAP:
Batch no.: / Cepus No

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pactBop ans
BHYTpUMbIlWweyHoro BeeaeHus, 100 mr+100 mr+1 Mr

28058493
F928

Manufacturing date (mm.yyyy):

Oarta npou3BoacTBa (MM.ITIT):

07.2024

Expiry date (mm.yyyy):
CpoOK rogHOCTH (MM.ITTT):

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

nEOH:!BOﬂHTEHb B COOTBETCTBUMU

C perucrpauuvei B Poccuu:

CEHEKCHW 3#143¢cCu, ®paHumn

Package / Ynakoska

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 npenapata B
amnyny U3 TeMHOro ctekna Tuna .
Ha amnyny HaHeceHa To4ka
pasnoma U MapkupyloLlas
norocka.

Mo 3 amnynsl unu no 10 amnyn B
KOHTYPHOW A4YENKOBOI ynaKoBke
BMeCTe C UHCTPYKUMEn no
NPUMEHEHUIO B NaYKy KapTOHHYHO
C KOHTponeM nepeoro
BCKpLITHA (Nnepdopaunei).

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 npenapata B amnyny
13 TeMHoro ctekna Tuna l. Ha
amnyny HaHeceHa Touka
pasnoma u MapkupyoLlas
nonocka.

Mo 3 amnynbl B KOHTYPHOW
SIYEKOBOI yNaKoBKe BMECTe C
WHCTpYKLMER No NPUMEHEHWIO B
nauvky KapTOHHYIO C
KOHTpONeMm nepsoro
BCKpbLITUA (Nnepcopauneit).




cenexi

creating inno

Page 6 of 7/ Ctpannua 6 us 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Npoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMbIlWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus No Fo28
Manufacturing date (mm.yyvy):

Oata npoussogcrea (MM.rrrr): 07.2024
Expiry date (mm.yyyy):

Cpok ronoHocTH (MM.ITIT): 06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

nEOVI3BOﬂMTeJ'Ib B COOTBETCTBUU

€ perucTpauuven B Poccum: CEHEKCHU 39i143cCu, ®paHuus

Labeling / MapkupoBka

According to ND. /

B cooteeTcTBum c HA.
Complies. / CootBeTcTBYET.

Storage / XpaHeHnue

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

Shelf-life / Cpok rogHocTn

3 years./ 3roga.

Assessment: / 3akntouenue: 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
TpeboBaHUAM HopMaTMBHON AokymeHTaumm Ne JICP-004589/08-
130123, nameHerue N2 1 ot 10.05.2023, nameHeHue N2 2 ot
14.11.2023.
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cenexl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENIPOBUOH®, pacTteop ans
BHYTpMMBbIWeYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493

Batch no.: / Cepus Ne F928

Manufacturing date (mm.yyyy):

Oara npousBoacTea (MM.rrrr): 07.2024

Expiry date (mm.yyyy):

Cpok rogHocTy (MM.ITIT): 06.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France

MpoussoguTens B COOTBETCTBUU

c perucTpauuvein B Poccuu: CEHEKCH 3#43cCun, ®paHuma

Details regarding API used in manufacturing process of the batch:

APl Name, INN / API manufacturer batch APl Manufacturer Country of Mfg. /
HaumeHoBaHne A®C, | n°, FP Manufacturer API Name/ CrpaHa
MHH E:;ﬁ'; 'I:‘;':::; ;:“"T':ﬁz HaumeHoBaHue NPou3BOACTBA
A4, HoMBE, Copin npoussogutens A®C
cybcTaHuuu
npoussoautensa [No

CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2311421322
INN: CYANOCOBALAMINE 1315
/ UnaHokobanamuH a0te =0 E:L%iﬂm ¢E§QNCE ¢ FRANCE / ®paHuus
ButamuH Bz
KpUCTannu4eckuid,
MHH: unanokobanamuH
PYRIDOXINE PH23114011C Jiangxi Tianxin
HYDROCHLORIDE 0000131870 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / [/ UssHcu  TsHecudb | CHINA / Kutait
MupuaokcuHa ruapoxnopua GdapmacbioTuKan Ko.,
MHH: nupuaokcuH Jlra.
THIAMINE UQ30312147
HYDROCHLORIDE 0000131659 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HytpuwHn Fepman
TuamuHa rugpoxnopug Mpogakrc MmM6X /27
MHH: TvamuH

Date / Signature of Qualified Person/ B s ; %

Oarta / noanuck KBannduUUpoBaHHOrO nNuua: A2 S 'ZG 127

Name / ®.1.0.: l\/ C,Y\'\‘LLMD - /S ////

(..f," 3

I

Position / [JomKkHOCTb: Q: ULLj || PR ‘h jj,_,_r



