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2 rue Louis Pasteur
14200 Heérouville Saint Clair France

cenexi

ating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHATTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacteop ans
BHYTpMMbIWeYHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
E875

Manufacturing date (mm.yyyy):

Iata npouzBoacTea (MM.rrrr):

05.2022

Expiry date (mm.yyyy):

CpoOK rogHoCTH (MM.ITTT):

04.2025

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

Mpoussogutent B COOTBETCTBUU

c peructpaumnen B Poccuu:

CEHEKCW 3itu3cCu, ®PpaHuma

Parameter / Mokaszatenu

Specification limits / Hopmbl

Results / Peaynbrarthl

Appearance / OnucaHue

Clear red solution. / [NpospayHbii
pacTeop KpacHoro LgeTa.

Clear red solution. /
Mpo3payHblid pacTeop
KpacHoro ugeTa.

Identification /
MoannHHOCTE

-Thiamine hydrochloride /
TuamuHa rugpoxnopug,

-Pyridoxine hydrochloride
/ MupugokcuHa
rmgpoxnopug

-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
yOEPKUBAHWMA OCHOBHLIX MUKOB Ha
XpomaTtorpaMmax ucnbiTyemsIx
pacTBOPOB AOr¥HLI COOTBETCTBOBATL
BpPEMEHaM YAEPKNBAHNSA
COOTBETCTBYHOLLMX MUKOB Ha
XpomaTorpammax cTaHgapTHbIX
pacTBOPOB TMAMMHA TMAPOXMopMAa,
NUpUAOKCHHA ruapoxnopuaa u
unaHokobanamuHa (pasgen
«KonuyecteeHHoe anpefeneHvey).

Complies / CooTBeTcTBYET

iz
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Cene}\l 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH®, pacteop ans
BHYTpUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: [ Kon SAP: 28058493

Batch no.: / Cepusa Ne E875

Manufacturing date (mm.yyyy):

Nata npousBoacTBa (MM.Irrr): 05.2022

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 04.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
Mpou3BoauTENbL B COOTBETCTBUM

c perncTpauven B Poccum: CEHEKCW 31n4y3cCu, ®paHuma

Clarity / lMpospayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuuns npenaparta He
OOMKHA NpeBbilaTh onanecUeHLmo
3TanoHa CpaBHEHNA l.

Complies / CooTBeTcTByeT

Color / LipeTHocTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / MNpenapaTt
JoSKeH BbITb OKpalleH He MeHee
WHTEHCUBHO, YeM CTaHAAPTHbLIN
pacTeop 1, ¥ He Boriee UHTEHCUBHO,
Yyem CTaHAapTHbLIN pacTeop 2.

Complies / CooTBeTcTBYET

Refraction index n3%/ From 1.345to 1.349/ Ot 1,345 o 1.348
MokazaTensb 1,349
npenomneHus n3°

Relative density d2g / From 1.019t0 1.023. /071,019 00 |1.021
OTHocuTenbHas 1,023.
NNoTHOCTL d3)

pH / pH From 3.7to 4.2. / OT 3,7 no 4,2. 3.9

2N
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpUMbIWweYHoro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E875
Manufacturing date (mm.yyyy):

HNata npousBoacTBa (MM.rrrr): 05.2022
Expiry date (mm.yyyy):

Cpok rogHocTu (MMm.rrrr): 04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTBETCTBUU

c perucrpauuen B Poccuu:

CEHEKCW 3i143c¢Cu, ®paHuus

Particulate matter /
MexaHuyeckune
BKMNHOYEHUA

Subvisible particles: / Hesudumsie
yacmuuybi:

= 10 ym particles - not more than
6000/ampoule. /YacTuy pasvepom
2 10 mkm — He Bonee 6000/amnyna.

2 25 pm particles - not more than
600/ampoule. / YacTtuy pasmepom
2 25 MKm — He Bonee 600/amnyna.

77/ampoule / 77/amnyna

1/ampoule / 1/amnyna

Related substances /
PoacTeeHHbIe npumecu

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EguHu4Has
HenaeHTUULMpoBaHHAsA NPUMECH —
He bonee 5,0 %

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

0.4 %

0.3%

1.6 %

Bacterial endotoxins /
bakTepuanbHble
3HLOTOKCUHbI

Not more than 10 |.U./mL. / He Gonee
10 E3/mMn.

Complies / CooTseTcTBYyeT

Vin
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacTteop ans
BHYTpUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne E875
Manufacturing date (mm.yyyy):

Hata npouseoacTea (MM.ITTT): 05.2022
Expiry date (mm.yyyy):

CpoK rogHoCTU (MM.ITTT): 04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTeNb B COOTBETCTEBUM

¢ peructpauuven B Poccuu:

CEHEKCW 3i1u3cCu, ®paHuus

Sterility / CtepunbHocTb

Must be sterile. / JomxeH BbITb
CTEPUNbHBIM,

Sterile / CtepuneH

Assay / KonnyecTtBeHHoe

Kanua ynaxug

He 6onee 100 % oT 3aABNEHHOMO
KonuyecTBa.

onpefeneHue

Thiamine hydrochloride /| From 93 % to 105 % of label claim./ |98 %

TuamuHa rugpoxnopus [ OT 93 % po 105 % oT 3asBNEHHOro
Konu4ecTBa.

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

MupunaokcuHa O1 94 % fo 105 % oT 3aABNEHHOrO

rmgpoxnopusg Konn4ecTBa.

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

LinaHokoBanamuH OT1 95 % 8o 115 % oT 3asBneHHoro
KOnuM4ecTBa.

Potassium cyanide / Not more than 100 % of label claim./ |87 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NMpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBEWUOH?®, pacteop ans
BHYTPMMbIWeYyHOro BBegeHuda, 100 mr+100 mr+1 mr

28058493
E875

Manufacturing date (mm.yyyy):

Oata npoussoncTea (MM.rrrr):

05.2022

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

04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[MpouzeoaUTENbL B COOTBETCTBUMN

c peructpauvei B Poccuu:

CEHEKCHW 3itu3cCu, ®paHuus

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
npenapaTta B aMmnyny u3 TeMHoro
ctekna Tuna . Ha amnyny
HaHeceHa To4ka pasnoma u
MapKupyloLlasa nonocka.

Mo 3 amnynel unuv ro 10 amnyn B
KOHTYPHOW S4YENKOBOW YNaKoBKe
BMECTE C MHCTPYKLMEN Mo

NMPUMEHEHWIO 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. / Mo 3 mn npenapaTa B
amnyny 13 TEMHOTO cTekna
Tuna l. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupyoLLas nonocka.

Mo 3 amnynkl B KOHTYPHOM
AYSMKOBON YNaKoBKe BMeCTe C
WHCTPYKUMEN MO NPUMEHEHWIO B
naqky KapTOHHYIO.

7
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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 / HEWPOBWOH®, pacTeop ans
BHYTPUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne E875
Manufacturing date (mm.yyyy):

OaTta npousBoacTBa (MM.IIrr): 05.2022
Expiry date (mm.

Cpok rogHocTU (MM.FTrT): 04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBsoauTeNnL B COOTBETCTBUM

¢ perucrpauuein 8 Poccuu: CEHEKCW 3143¢Cu, @paHuusa

Labeling / MapkupoBka

According to ND. /
B cooTseTcTBUAM C HJ. Complies. / CooTBeTcTBYET.

Storage / XpaHeHune

At the temperature from 2 to 8 °C. / Ipu Temnepatype o1 2 go 8 °C.

Shelf-life / Cpok rogHocTK

3 years. / 3roga.

Assessment: / 3akntoueHue: The batch complies with the specification according to ND NCP-

004589/08-141221 / Cepus cooTBeTCTBYET TpeboBaHUAM
HopmaTuBHON gokymeHTauum Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/

Narta / nognuch KBanubuuMpoBaHHOro nuua: f\ﬂ’) .TLH 40(‘4 2.

Named A0 I (,'AW‘LURO

Position / lormxHocTs: QU-J"-EJ Acsurance g}».f:c.-,.ﬁl:st.




