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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.: / Cepusi Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacteop ans
BHYTpPUMbIwWeYyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
E829

Manufacturing date (mm.yyyy):

Hata npousBoacrTea (MM.ITrr):

04.2022

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

03.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpoussoauTenb B COOTBETCTBUMN

c perucrpaumen B Poccum:

CEHEKCH 31n43cCu, PpaHuusa

Parameter / NMokasaTenu

Specification limits / Hopmbl Results / PesynbTrarbl

Appearance / Onucarne

Clear red solution. /
[Npo3payHkIil pacTeop
KpacHoro LgeTa.

Clear red solution. / MNpo3payHebIi
pacTBoOp KpacHoro LseTta.

Identification /
NognuHHOCTL

-Thiamine hydrochloride /
TuamuHa rugpoxnopug,

-Pyridoxine hydrochloride
{ MupwngokcuHa
rmapoxnopug

-Cyanocobalamin /
LUnaHokobanamuH

The retention times of the main peaks | Complies / CooTBeTcTBYET
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
YAEPKNBaAHUA OCHOBHbIX MUKOB Ha
XpoMaTorpammax UCrnbITyembix
pacTBOPOB O0SMKHbI COOTBETCTBOBATH
BpEMEHaM yaepXusaHua
COOTBETCTBYHOLLMX MUKOB Ha
XpomaTtorpammax cTaHgapTHbIX
pacTBOpPOB TWaMuHa rugpoxnopuaa,
NMpUOOKCYHA ruapoxnopuaa n
uvaHokobanamuHa (pasgen
«KonuyecTBeHHOe onpeaeneHne).
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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 / HEMPOBUOH®, pacTeop ans
BHYTpUMBbIWeYyHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E829
Manufacturing date (mm.yyyy):

Oarta npousBogcTBa (MM.ITIT): 04.2022
Expiry date (mm.yyvy):

CpoK roaHocTH (MM.ITrT): 03.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTBUM

c peructpauuen B Poccum:

CEHEKCW 31n43cCu, ®paHuus

Clarity / IMpo3pa4HoCTb

The opalescence of the product
should not exceed the opalescence
of reference standard [. /
OnanecueHuus npenapara He
[OMKHa NPeBbILLAaTh onanecLeHLmio
aTanoHa cpaBHeHUs |.

Complies / CooTteeTcTBYET

Color / LiBeTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / lNpenapar
JomkeH BbiTb OKpalleH He MeHee
WHTEHCWBHO, YeM CTaHAapTHbLIN
pacTtBop 1, n He Bonee MHTEHCUBHO,
YeM cTaHdapTHbIA pacTeop 2.

Complies f CooTseTcTBYET

pH/pH

Refraction index n3°/ From 1.345to 1.349/ Ot 1,345 go 1.347
[Mokasatensb 1,349
npenomnexus n2°
Relative density d29 / From 1.019t0 1.023./071,019 a0  [1.021
OTHocuTENbHASA 1,023.
MMoTHOCTL d29

From 3.7to4.2. / Ot 3,7 no 4,2. 3.9
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoayxT: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pacteop ans
BHYTpUMbIWeYHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne EB29
Manufacturing date (mm.yyyy):
Oara npoussoncTea (MM.ITIT): 04.2022
Expiry date (mm.yyyy):
Cpok rogHocTy (MM.ITIT): 03.2025
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpouzeoauTens B COOTBETCTBUU
c perucrtpauuei B Poccun: CEHEKCW 3i43cCu, PpaHuus
Particulate matter / Subvisible particles: / Hesudumsie
MexaHun4eckue qacmuubl:
BKIIHOYEHUSA
2 10 um particles - not more than 15/ampoule / 15/amnyna

6000/ampoule. /YacTtuy pasmepom
= 10 Mkm — He Bonee 6000/amnyna.

2 25 um particles - not more than 0/ampoule / O/amnyna
600/ampoule. / YacTuuy pasmepom
= 25 MkMm — He Bonee 600/amnyna.

Related substances / Cyanocobalamin impurities: /
PogcteeHHble npumecn | Mpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. / 0.5 %
UDP 17 — He 6onee 7,0 %.

Single unidentified impurity — not 0.3%
more than 5.0 % / EanHnyHas
HengeHTUhUMpoBaHHas NpuMecs —
He bonee 5,0 %

Total impurities — not more than 1.7 %
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.

Bacterial endotoxins / Not more than 10 |.U./mL. / He Gonee
BakTepuansHble 10 E3/mn. Complies / CooTBeTCTBYET
3HOOTOKCUHbI

W



cenexi

creating innovative partnerships

Page 4 of 6 / CtpaHuua 4 n3 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

Product: / Mpoayvkr:

SAP-Code: / Koo SAP:
Batch no.: / Cepuga No

Manufacturing date (mm.yyvy):

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacteop ans
BHYTPUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E829

Hata nponsBoacTBa (MM.ITIT):

04.2022

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

03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpou3BoguTenb B COOTBETCTBUM

¢ peructpauvein B Poccuu:

CEHEKCW 31n43cCu, ®paHuums

Sterility / CtepunsHocTb

Must be sterile. / omkeH BbiTb
CTEPUNLHBLIM.

Sterile / CtepuneH

Assay / KonudecTteeHHoe
onpegeneHvne

Thiamine hydrochloride /
TuamuHa ruapoxnopug

Pyridoxine hydrochloride /
[NuprgokcuHa
rugpoxnopun

Cyanocobalamin /
LnaHokobanamuH

Potassium cyanide /
Kanws unanung,

From 93 % to 105 % of label claim. /
OT1 93 % no 105 % oT 3asABNeHHOro
Kornudecrea.

From 94 % to 105 % of label claim. /
O1 94 % po 105 % ot 3asaBneHHOro
KonwuyecTsa.

From 95 % to 115 % of label claim. /
OT1 95 % o 115 % oT 3asBneHHoro
Konu4yecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBNeHHOro
Konu4ecTBa. '

98 %

99 %

110 %

90 %

[tea
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

SAP-Code: !/ Kon SAP:
Batch no.: / Cepuga Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacteop ans
BHYTpUMbIWWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E829

Manufacturing date (mm.yyyyv):

[data npoussogcTBa (MM.ITIT):

04.2022

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

03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTBUU

c peructpauuven B Poccum:

CEHEKCW 9143cCu, ®paHuna

Package / Ynakogka

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
npenaparta B amnyny u3 TeMHoro
crtekna tuna |. Ha amnyny
HaHeceHa ToYKa pasnoma u
MapKupyoLLasa nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOWN A4EAKOBOWN ynaKkoBKe
BMECTE C MHCTPYKUMEn no

NPUMEHEHUIO B NMaYKy 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. / Mo 3 mn npenaparta B
amnyny n3 TEMHOro cTekna
Tuna . Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupyroLLlas nonocka.

Mo 3 amnynbl B KOHTYPHOW
AYeNKOBON YNakoBKe BMECTE ¢
WHCTPYKUMEN NO NPUMEHEHWIO B
nayvky KapTOHHYO.

iea



cenexi

creating innovative partnerships

Page 6 of 6 / CtpaHuua 6 us 6

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoavkr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBWUOH®, pacteop ans
BHYTpUMbIWweYHoro eeegedus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E829
Manufacturing date (mm.yyyy):

Oarta npousBogcrTea (MMm.rrrr): 04.2022
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr): 03.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[lpouzBogUTENL B COOTBETCTBUM

c perucTpauuein B Poccuu: CEHEKCHW 3143cCu, ®paHuums

Labeling / MapkupoBka

According to ND. /
B cootsetctaum ¢ HA. Complies. / CooTBeTCTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / pu Temnepatype ot 2 go 8 °C.

Shelf-life / Cpok rogHocTH

3 years. / 3 roga.

Assessment: / 3akntoueHnue: The batch complies with the specification according to ND JICP-

004589/08-141221 / Cepua cooTBeTCTBYET TpeboBaHWAM
HopmaTusHol AokymeHTauuu-Ne ICP-004589/08-141221.

e

K. GAILL A
Date / Signature of Qualified Person/ .
L’ i JL Ll /

Hara / nognuck kBanudMUMPOBaHHOIO NuuUa:

§

Name / ®.1.0.: // C]ﬁ)‘h'(,uﬂp - %’

Position / formkHoets: (/A S,)c‘c_. »lisk
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