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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBUOH®, pactBop ansa
BHYTPUMBbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E828

Manufacturing date (mm.yyyy):

HaTta npoussoactTea (MM.rrrr):

04,2022

Expiry date (mm.yyvyy):
Cpok rogHocTu (MM.rrrr):

03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTBUU

c perucrpauyuen B Poccuum:

CEHEKCW 3inu3cCu, ®paHuus

Parameter / Nokasatenu

Specification limits / HopMmbl

Results / PesynbTaThl

Appearance / OnucaHue

Clear red solution. / [Mpo3payHbIi
pacTBop KpacHoro LpeTa.

Clear red solution. /
MpospayHblil pacTeop
KpacHoro useTa.

Identification /
MoanuHHoOCTB

-Thiamine hydrochloride /
TuamuHa rugpoxnopug

-Pyridoxine hydrochloride
[ TInpnaokcuHa
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
YAEPXKMBAHUA OCHOBHbIX NMUKOB Ha
XpOMaTorpamMmmax CrnbITyeMbIX
pacTBOPOB AOMKHbI COOTBETCTBORATH
BpeEMeHaM yaepXKuBaHus
COOTBETCTBYHOLLMUX NUKOB Ha
XpomaTtorpammax CTaHA4apTHbIX
pacTBOPOB TMaMWHa ruapoxnopuaa,
nupuaoKcuHa rugpoxnopuaa u
umMaHokobanamunHa (pasgen
«KonnyecTtBeHHOE onpegeneHuer).

Complies / CooTeeTCcTBYET

&S
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWUOH®, pacteop ans
BHYTpUMbIlWeYyHoro BeefeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne E828

Manufacturing date (mm.yyyy):

Harta npoussoacTBa (MM.ITIT): 04.2022

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 03.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouzBoauTENnbL B COOTBETCTBUM

c perucTtpauuen B Poccuu: CEHEKCW 3#143cCu, ®paHuus

Clarity / MpoapayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard [. /
OnanecueHums npenaparta He
AOMKHa NpeBkIWaTh onanecueHLuo
aTanoHa cpaBHeHus |.

Complies / CooTtsetcreyeT

Color / LipeTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / MNpenapart
OomkeH 6bITb OKpalleH He MmeHee
WHTEHCWBHO, YeM CTaHOapPTHbIA
pacTteop 1, u He 6onee UHTEHCUBHO,
yeMm CTaHAapTHbI pacTeop 2.

Complies / CooTetcTByeT

Refraction index n3°/ From 1.345t0 1.349/ Ot 1,345 go 1.347
lNokazaTtenb 1,349
npenomnexus n3°

Relative density d29 / From 1.0191t0 1.023. /071,019 go | 1.021
OTHocuTenbHas 1,023.
MNMoTHOCTb d2)

pH / pH From 3.7t04.2. /O1 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 / HEMPOBEWOH®, pacteop ans
BHYTpUMBbILWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E828
Manufacturing date (mm.yyyy):

Oarta npousBoAcTBa (MM.ITIT): 04.2022
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr): 03.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpousBoauTENL B COOTBETCTBUMN

c peructpauuven B Poccuum:

CEHEKCHW 31143cCu, ®panuma

Particulate matter /
MexaHu4eckue
BKITHOYEHUA

Subvisible particles: / Hegudumsie
yacmuubl:

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

= 25 um particles - not more than
600/ampoule. / YacTtuy pasmepom
= 25 Mmkm — He Bonee 600/amnyna.

54/ampoule / 54/amnyna

1/ampoule / 1/amnyna

Related substances /
PoacrteeHHble npumecn

Cyanocobalamin impurities: /
lpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EanHu4Has

HEUAEHTUDULMPOBAHHASA NPUMECH —

He Bonee 5,0 %

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

0.4 %

0.3 %

1.7 %

Bacterial endotoxins /
bakTtepuanbHble
3HOOTOKCUHBI

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

Complies / CooTBeTcTBYET

ofS
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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.: / Cepusa No

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

28058493
E828

Manufacturing date (mm.yyyy):

Nata npou3BogcTBa (MM.ITIT):

04.2022

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

03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpousBoguTenL B COOTBETCTBUM

c perucTpauuen B Poccuu:

CEHEKCW 31143cCu, ®PpaHuus

Sterility / CTepunbHocTb

Must be sterile. / [lomxkeH BbITb
CTEPUITBHBIM.

Sterile / CtepuneH

Assay / KonuyecTtBeHHoe
onpegeneHne

Thiamine hydrochloride /
TuamuHa ruapoxnopug,

Pyridoxine hydrochloride /
MupuaokcuHa
rngpoxnopuna

Cyanocobalamin /

LinaHokobanamuH

Potassium cyanide /
Kanusa umaHmng,

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % ot 3asaBNeHHoro
Konu4yecTea.

From 94 % to 105 % of label claim. /
O1 94 % po 105 % ot 3asBneHHoro
KonvyecTsa.

From 95 % to 115 % of label claim. /
OT1 95 % no 115 % oT 3aaBnNeHHoro
Konudecrtea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aABnNeHHOro
Konu4decTBa,

99 %

99 %

110 %

92 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: [ Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pactBop ans
BHYTpUMbIwWeYyHoro BeefeHusi, 100 mr+100 mr+1 mr

28058493
E828

Manufacturing date (mm.yyyy):

Oata npou3sogcTBa (MM.ITIT):

04.2022

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

03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

M POU3BOOUTENIL B COOTBETCTBUU

c peructpaumen B Poccuu:

CEHEKCW 3i43cCu, ®paHuus

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
npenapaTta B amnyny U3 TeMHOro
ctekna tvna |. Ha amnyny
HaHeceHa To4ka pasfnoma u
MapKuUpyroLLas rnonocka.

Mo 3 amnynbl unuv no 10 amnyn B
KOHTYPHOR AYEiKOBON yrakoBKe
BMECTE C MHCTPYKUMER no

NPUMEHEHUIO B NAYKy KAPTOHHYIO.

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
amnyry “3 TeMHOro crekna
Tuna |l. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKUpyoLas nonocka.

1o 3 amnynbl B KOHTYpHOM
AYENKOBOM yNakoBKe BMecCTe ¢
WHCTPYKUWER NO NPUMEHEHUIO B
navky KapTOHHYIO.
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C e ﬂ e}\| 2 rue Louis Pasteur
creatifig Innavative gertershins 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpogykr: NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacteop ans
BHYTpUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne E828

Manufacturing date (mm.yyyy):

Hata npoussoacTea (MM.ITIT): 04.2022

Expiry date (mm.yyyy):

Cpok rogHoCcTU (MM.TTIT): 03.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lMpousBoauTens B COOTBETCTBUMN

c peructpauver B Poccuu: CEHEKCW 3in43cCu, ®paHuus

Labeling / MapkupoBka According to ND. /
B cooteetcteun ¢ HI. Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Ipu TemnepaTtype ot 2 go 8 °C.

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

Assessment: [ 3akntouyeHue: The batch complies with the specification according to ND JICP-
004589/08-141221 / Cepusa cooTBeTcTBYET TpeboBaHuAM
HopmaTusHon aokymeHTauum Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/
HdaTta / noanuck KBanuduumMpoBaHHOro nuua:

Name / ®.M.0.: C. FILLOLS (ap>
Position / omkHOCTb: 7
30 JUIN 2022

(Releasre daky - 24J04[2022




