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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHATTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacteop ans
BHYTpUMbIwe4yHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E976

Manufacturing date (mm.yyyy):

Hata npouzeozcTea (MM.ITIT):

09.2022

Expiry date (mm.yyyy):

CpokK roaqHoCTH (MM.ITrT):

08.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTens B COOTBETCTBUM

c perucrpauven B Poccuum:

CEHEKCHW 31u43cCu, ®paHuua

Parameter / NMokasaTenu

Specification limits / Hopmbli

Results / PesynbTarhbl

Appearance / OnucaHve

Clear red solution. / MNpo3payHbIi
pacTBOp KpacHOro useTa.

Clear red solution. /
Mpo3payHbIin pacTtBop
KpacHoro useta.

Identification /
MoanuMHHOCTL

-Thiamine hydrochloride /
TwamuHa rugpoxnopug,

-Pyridoxine hydrochloride
/ MnpnaokenHa
rugpoxnopug

-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

| yaepxmBaHNA OCHOBHbLIX NMKOB HA

XpomarorpaMmmax UcnbiTyemsix
pPacTBOPOB AOMKHbI COOTBETCTBOBATH
BPEMEHaAM YAepXUBaHUA
COOTBETCTBYHOLLIMX MUKOB Ha
XpOMaTtorpammax cTaHAapTHbIX
pacTBOPOB TUAMWHAE MMAPOXNOopPUaa,
NUPUEOKCUHA TMAPOXIIopMAa U
LumaHokobanamuHa (pasgen
«KonuyecTBeHHoOe onpefeneHne»).

Complies / CooteeTcTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacteop ans
BHyTpuMbIwWeYyHoro Beegenmns, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepua Ne E976
Manufacturing date (mm.yyyy):
ara npowssoacTBa (MM.ITrT): 09.2022
Expiry date (mm.yyyy):
Cpok rogHocTu (MM.rrrr): 08.2025
Manufacturer according to the
reqistration in Russia: CENEXI HSC, France
MNpousBoguTens B COOTBETCTBUU
c perucTtpauuvein B Poccuu: CEHEKCW 31y3cCu, ®PpaHuums

Clarity / lpo3payHocTb The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuus npenapara He
AOMMKHa NpeBbIaTh onanecueHuuo
aTanoHa cpasHeHus |.

Complies / CooTBeTcTBYET

Color / LiBeTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / lNpenapat
JorpkeH BbITb OKpalleH He MeHee
WHTEHCUBHO, YeM CTaHAapTHbIN
pacTteop 1, n He 6onee MHTEHCUBHO,
Yem CTaHZapTHEIN pacTeop 2.

Complies / CooTeetcTBYET

Refraction index n3°/ From 1.345t0 1.349/ 0Ot 1,345 no 1.348
MokazaTenb 1,349
npenomneHus n3°

| Relative density d39 / From 1.019t0 1.023. /Ot 1,019 so " [1.021
OTtHocuTenbHasn 1,023.
MAOTHOCTb d29

pH / pH From 3.7t04.2. / OT 3,7 oo 4,2. 3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacTeop ans
BHYTPUMbIWeYHoro eeegenns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne E976
Manufacturing date (mm.yyyy):

Hata npouseoacTea (MM.ITIT): 09.2022
Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITTT): 08.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTes B COOTBETCTBUM

c peructpauueil B Poccum:

CEHEKCW 3#43cCu, ®paHuma

Particulate matter /
MexaHun4eckne
BKMOYEHUA

Subvisible particles: / Hesudumsie
yacmuypb!:

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

2 25 ym particles - not more than
600/ampoule. / YacTuy, pasmepom
2 25 MKkm — He Bonee 600/amnyna.

93/ampoule / 93/amnyna

1/ampoule / 1/amnyna

Related substances /
PogcreeHHble npumecn

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 % / EauHndHan
HenaeHTUULMPOBaHHAA NPUMECh —
He Bonee 5,0 %

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

0.4 %

0.3%

1.8%

Bacterial endotoxins /
bakTrepuarnbHble
3HAOTOKCUHBI

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

Complies / CooteeTcTByeT
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Product: / MpoaykT:

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTtBop ans
BHYTpUMbIWe4YHoro BeBegeHust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne E976
Manufacturing date (mm.yyyy):

OdaTta npoussogcrTBa (MM.ITIT): 09.2022
Expiry date (mm.yyyy):

CpokK rogHoCTHU (MM.ITTT): 08.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussoauTens B COOTBETCTBUMU

¢ peructpauuen B Poccuum:

CEHEKCHU 3inu3cCu, ®paHuums

Sterility / CtepunbHOCTb

Must be sterile. / JomkeH BbiTb
CTEPUNbHbIM.

Sterile / CtepuneHn

Assay / Konu4yecTBeHHoe

Kanwa unanug

He 6onee 100 % oT 3aABneHHOro
Konu4yecTsa. '

onpepeneHue

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

Tuamuna rugpoxnopug | OT 93 % ao 105 % ot 3asBneHHoro
Konu4ecTsa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ |99 %

MupngokcnHa Ot 94 % po 105 % ot 3aABNeHHoro

rugpoxnopug KonuyecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ |[114 %

LinaHokobanamuH Ot 95 % go 115 % ot 3asBneHHoro
KonuyecTea.

Potassium cyanide / Not more than 100 % of label claim. / |88 %




cenexi

creating innovative partnerships

Page 5 of 6 / CtpaHuua 5 us 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMbIwWeYyHoro BBegeHums, 100 mr+100 mr+1 mr

28058493
E976

Manufacturing date (mm.yyyy):

[arta npon3BoncTea (MM.ITIT):

09.2022

Expiry date (mm.yyyy):

Cpok rogHoCcTU (MM.ITIT):

08.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpou3soauTenks B COOTBETCTEUU

C perucTpauuei B Poccum:

CEHEKCH 39143cCu, PpaHuma

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
npenapaTa B amnyny u3 TeMHoro
crekna tuna . Ha amnyny
HaHeceHa To4ka pasnoma u
MapKupyoLLas norocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHON A4YEAKOBON YnakoBKe
BMECTE C MHCTPYKUMEN No

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 npenaparta B
amnyny u3 TeMHOro cTekna
Tvna |. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupytoLasa norocka.

Mo 3 amnynbl B KOHTYPHOWR
AYENKOBON YNaKoBKe BMECTe C
WHCTPYKLUMEN Mo MPUMEHEHUIO B
nayky KapTOHHYIO.
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cenenl 2 rue Louis Pasteur
creating innovative partnership 14200 HéfOUVi"e Saint C|ai|" France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWOH®, pacTeop ans
BHYTpUMbIWWeYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne E976

Manufacturing date (mm.yyyy):

Oata npousBoncrea (MM.ITTT): 09.2022

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 08.2025

Manufacturer according to the

reqgistration in Russia: CENEXI HSC, France
[Mpon3BoauTenbL B COOTBETCTBUMU

C perucrpaumein B Poccum: CEHEKCHU 3in43cCu, ®paHuun

Labeling / MapkupoBka According to ND. /
B coorsetcraim ¢ HJI. Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / lpu Temnepatype ot 2 fo 8 °C.

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

Assessment: / 3akntoyeHue: The batch complies with the specification according to ND JICP-
004589/08-141221 / Cepusa cooTBeTCTBYET TPeboBaHUAM
HopmaTuBHOW gokymeHTaumm Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/

Oara / nognuck kBanugpuumMpoBaHHOro nuua:

Name / ®.1.0.:

P.OSition/,EI,OJ'l)KHOCTbZ | C. F“_LOLS aP |

14 NOV. 2022





