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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWOH?®, pacteop ans
BHYTpUMbIWeyHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
E869

Manufacturing date (mm.yyyy):

ODara npousBoAcTBa (MM.ITIT):

05.2022

Expiry date (mm.yyyy):
CpoKk rogHocTH (MM.TTIT):

04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTenL B COOTBETCTBUM

c perucrtpauuei B Poccuum:

CEHEKCW 91u43cCu, DpaHums

Parameter / NokazaTtenwu

Specification limits / Hopmbl

Results / PesynbTaThl

Appearance / OnucaHve

Clear red solution. / lNMpo3pa4Hbii
pacTBOp KpacHoro LeeTa.

Clear red solution. /
MNpo3payHbIi pacteop
KpacHoro LseTa.

Identification /
MognMHHOCTL

-Thiamine hydrochloride /
TvamuHa rugpoxnopua

-Pyridoxine hydrochloride
/ MupupokcnHa
ruapoxnopug

-Cyanocobalamin /
LinaHokoB6anamuH

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 NMUKOB Ha:
XpomaTorpammax ncrbiTyemblX
pacTBOPOB AOMKHbI COOTBETCTBOBATL
BpeMeHaMm yaepxuBaHuns
COOTBETCTBYIOLMX MUKOB Ha
XpomartorpamMmmax CTaHfapTHbIX
pacTBOPOB TMamMvHa ruapoxrnopuaa,
nMpuAoKCcUHa rugpoxnopuaa un
unaHokobanamuHa (pasgen
«KonuyecTtseHHoe onpegeneHuney).

Complies / CooTeetcTBYyET

S
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacteop ans
BHYTpUMbIlWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koo SAP: 28058493

Batch no.: / Cepusa Ne E869

Manufacturing date (mm.yyyy):

Darta npoussoacTBa (MM.ITIT): 05.2022

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 04.2025

Manufacturer according to the

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

c perucrpauuven B Poccum: CEHEKCW 3in43cCu, ®paHuumn

Clarity / NMpospa4yHocTb The opalescence of the product
should not exceed the opalescence Complies / CooTsetcrayeT
of reference standard I. /
OnanecueHuus npenaparta He
OOMKHa NMpeBbIWAaTh onanecueHUuo
aTanoHa cpaBHeHusA .

Color / LiseTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / Mpenapar
AOMKeH BbITb OKpalLeH He MeHee
WHTEHCUBHO, YeM CTaHAapTHbIN
pacTteop 1, u He Gonee UHTEHCUBHO,
YeM cTaHAapTHbIA pacTeop 2.

Complies / CooTtBetcTByeT

Refraction index n3°/ From 1.345t0 1.349/ 07 1,345 po 1.348
lMokaszatenb 1,349
npenomnenus n3’

Relative density d3 / From 1.019t0 1.023. /01 1,019 g0 |1.021
OTHocutenbHas 1,023.
MAOTHOCTb d39

pH / pH From 3.7t04.2./ Ot 3,7 go 4,2. 3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH?®, pacTteop ans
BHYTpUMbIlWeYyHoro BeeAeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne E869
Manufacturing date (mm.yyyy):

Oarta npoussoacTea (MM.ITrr): 05.2022
Expiry date (mm.yyyy):

Cpok rogHoCTH (MM.rITIr): 04.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

[MpouzBoauTen B COOTBETCTEBUU

¢ peructpauuein B Poccum:

CEHEKCW 3n43cCu, dpaHumsa

Particulate matter /
MexaHu4deckne
BKMNIOYEHUSA

Subvisible particles: / Hegudumsbie
yacmuupl:

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

= 25 ym particles - not more than
600/ampoule. / Yactuy paamepom
= 25 MKm — He bonee 600/amnyna.

32/ampoule / 32/amnyna

1/ampoule / 1/amnyna

Related substances /
PoncTtBeHHbIe NpuMmecu

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 % / EgnHnyHas
HengeHTUhUUMpoBaHHas NPUMech —
He bonee 5,0 %

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

0.5 %

0.3 %

1.8%

Bacterial endotoxins /
bakrtepuanbHble
3H0TOKCHHBI

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

Complies / CooTeetcTByeT
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14200 Hérouville Saint Clair France
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: | Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWOH®, pacTeop ans
BHYTpUMBIWeYHoro eeepeHus, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493
Batch no.: / Cepusa Ne E869
Manufacturing date (mm.yyyy):

Nata npoussoacTea (MM.rrrr): 05.2022
Expiry date (mm.yyyy):

CpokK rogHocTu (MM.rrrr): 04,2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoauTens B COOTBETCTBUM

c peructpauuen B Poccuu:

CEHEKCW 31143cCu, ®paHuus

Sterility / CtepunbHocTb

Must be sterile. / lormxeH BbITb
CTEPUIBHBLIM.

Sterile / CtepuneH

Assay [/ KonuyecTtBeHHoe

Kanusa ynanug

He 6onee 100 % oT 3aABNEHHOMO

" | konudecTBa.

ornpegeneHve

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ |99 %

TuamuHa rugpoxnopus | Ot 93 % go 105 % ot 3aseneHHoro
Konu4ecTea.

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

MupuaokcuHa OT1 94 % po 105 % oT 3aABMNEeHHOro

rmgpoxnopug Konu4ecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ [110 %

LinanokobanamuH O1 95 % fo 115 % oT 3asBneHHoro
KonuyecTea.

Potassium cyanide / Not more than 100 % of label claim. / |85 %

oS
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacteop ans
BHYTpUMbIWweYyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E869

Manufacturing date (mm.yyyv):

Hara npousBogcTBa (MM.ITIT):

05.2022

Expiry date (mm.yyyy):
Cpok rogHoCcTH {MM.rTIT):

04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[Mpou3BoguTENb B COOTBETCTBUM

c peruncrpauuvein B Poccuu:

CEHEKCH 2#143cCu, ®paHums

Package / YnakoBka

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 amnyny u3 TEMHOro
ctekna Tuna |. Ha amnyny
HaHeceHa Touka pasnoma u
MapkvpytoLwas nonocka.

Mo 3 amnynb! unv no 10 amnyn B
KOHTYPHOWN AYENKOBOW yraKoBKe
BMECTE C MHCTPYKLUMEN no

NpMMeHeHWI0 B Na4YKy 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 npenapaTta B
amnyny u3 TeMHOro cTekna
Tvna |l. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupytoLasa nonocka.

Mo 3 amnynbl B KOHTYPHOR
AYENKOBOW YyNaKkoBKe BMECTE C
WHCTPYKUWEN MO NMPUMEHEHWIO B
NaYky KapTOHHYIO.
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CEﬂe;\I 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS /| CEPTUDPUKAT AHAJTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pactBop ans
BHYTpPUMbIWeYyHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa No E869

Manufacturing date (mm.yyyy):

Nata npousBogcTBa (MM.ITIT): 05.2022

Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.rrrr): 04.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoguTEenb B COOTBETCTBUM

¢ peructpauuein B Poccuu: CEHEKCW 3143cCu, ®paHuun

Labeling / Mapxupoeka According to ND. /
B cootseTcTauM ¢ HA. Complies. / CooTBeTcTByeET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / MNpu TemnepaTtype o1 2 go 8 °C.

Shelf-life / Cpok rogHoctu | 3 years. / 3 ropa.

Assessment: / 3akntoueHue: The batch complies with the specification according to ND JICP-
004589/08-141221 / Cepus cooTBETCTBYET TPeboBaHUAM
HopmaTtuBHoO gokymeHTauum Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/
Darta / nognucb kBanuuuMpoBaHHOro nuua:

Name / ©.1.0.: C. F“_LOLS (Qf%

Position / JomxHocTb:

30 JUN 2022

Rlease dake = 2LJod| 202



