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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIN3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacteop ans
BHYTpUMbILe4Horo BBegexus, 100 mr+100 mr+1 mr

28058493
Lo61

Manufacturing date (mm.yyyy):

ga'ra npousBohcTea (MM.ITIT):

01.2025

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

12.2027

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

MpousBoauTenb B COOTBETCTBUU

c perucrtpauuven B Poccum:

CEHEKCHW 3iu3dcCu, ®paHuun

Parameter / Nokazarenu

Specification limits / Hopmbl

Results / PesynbTarsl

Appearance / OnucaHue

Clear red solution. / lNpo3pa4yHbli
pacTBOp KpacHoro LseTa.

Clear red solution. /
Mpo3payHblil pacTsop
KpacHOro LuseTa.

Identification /
MoanMHHOCTL

Thiamine hydrochloride /
TuamuHa rugpoxnopus

Pyridoxine hydrochloride
/ TIupnaoKcuHa
ruapoxnopua

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
yAepu1BaHWA OCHOBHbIX MUKOB Ha
XpomaTtorpammax UcrbITyembliX
pacTBOpOB AOMKHbI COOTBETCTBOBATD
BPEMEHAM yAEepXUBaHUA
COOTBETCTBYIOLLUX NUKOB Ha
XpoMaTorpammax cTaHAapTHbIX
pacTBOpOB TMAaMWHa rngpoxnopuaa,
NUpUOOKCMHA rugpoxnopuaa n
unaHokobanamuHa (pasaen
«KonuyecTBeHHOE onpegeneHue).

Complies / CooTeeTcTBYET
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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 / HENPOBWOH®, pacteop ans
BHYTpUMbIeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne Lo61
Manufacturing date (mm.yyyy):

Oata npou3BOACTBA (MM.ITIT): 01.2025
Expiry date (mm.yyyy):

CpoK regHoCTH (MM.ITTT): 12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpouzeoauTenb B COOTBETCTBUN

c peructpauunei B Poccum:

CEHEKCH 3ii43cCu, ®paHuma

Clarity / Mpo3payHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard . /
Onanecuexuus npenapaTa He
AOIDKHA NPeBbIWaTh onanecueHuuo
aTanoHa cpasHeHus .

Complies / CooTseTcTBYET

Color / LipeTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / VicnbiTyembii
pacTBop AOCMKEH ObITb OKpaLLEeH He
MeHee UHTEHCUBHO, YeMm
cTaHgapTHbIM pacTeop 1, u He Bonee
WHTEHCMBHO, YEM CTaHAAPTHbLIN
pacTeop 2.

Complies / CooTBetcTeyeT

pH / pH

From 3.7t04.2. /O1 3,7 o 4,2.

Refraction index n3%/ From 1.345t0 1.349/ 071 1,345 po 1.348
MNMokasaTenb 1,349
npenomnexus n3’
Relative density d3 / From 1.019t0 1.023./01 1,019 a0 |1.021
OTHocuTenbHas 1,023.
NAOTHOCTb d3]

3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNN3A

Product: / Mpoaykr:

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacreop aAns
BHYTpUMBIWeYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne LO61
Manufacturing date (mm.yyyy):

Odarta npou3BoACTBa (MM.ITIT): 01.2025
Expiry date (mm.yyyy):

Cpok rogHoOCTH (MM.FTTT): 12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

ngouaaogu'renb B COOTBETCTBUU

c peructpauueii B Poccum:

CEHEKCH 3i143cCu, dpaHuusa

Particulate matter /
MexaHu4eckue
BKINKOYEHNSA

Subvisible particles: / Hesudumete
yacmuubl:

2 10 pm particles - not more than
6000/ampoule. /YacTuy pasmepom
2 10 mkm — He 6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / YacTuy pasmepom
= 25 MkMm — He Gonee 600/amnyna.

89/ampoule /
89/amnyna

O/ampoule /
0/amnyna

Related substances /
PoacTeeHHble npumMeci

Cyanocobalamin impurities. /
Mpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EguHuyHas
HengeHTUULMpoBaHHasa NPUMech —
He Gonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumeceit — He
6onee 13,5 %.

0.8 %

0.3%

1.9%

Bacterial endotoxins /
BakTepuarnbHbie
3HAOTOKCUHBI

Not more than 10 1.U./mL. / He Gonee
10 ES/mn.

Complies !CdOTBe‘rCTsyeT
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacTteop ans
BHYTpUMbILWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493
Lo61

Manufacturing date (mm.yyyy):

ga'ra npon3BoacTBa IMM.I"ITF!:

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITrr):

01.2025

12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBoauTesrib B COOTBETCTBUU

c perucrpauuei B Poccuum:

CEHEKCMW 3ii43cCu, PpaHuus

Sterility / CTepunbHocTb

Must be sterile. / [lom¥eH BbiTb
CTEPUINbHbIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe

Kanus uuaHng

He Gonee 100 % oT 3aaBNEHHOr0
Konu4yecTBa.

onpeneneHne

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

TuamuHa rugpoxnopug OT1 93 % po 105 % oT 3aaBNeHHoro
KonuyecTsa.

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

MupuaokcuHa Ot 94 % po 105 % oT 3asBneHHoro

rmapoxnopua KonunyecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ [109 %

LinaHokobanamuH OT95 % go 115 % oT 3aABNEHHOro
KONn4yecTsa.

Potassium cyanide / Not more than 100 % of label claim./ |85 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pactBop ansa
BHYTpUMBIlWeYyHoro BBeaeHns, 100 mr+100 Mr+1 mr

28058493
Lo61

Manufacturing date (mm.yyyy):

Darta npou3BoacTBa (MM.ITIT):

01.2025

Expiry date (mm.yyyy):
CpokK rogHocTH (MM.ITTT):

12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'Igou3Bon.wrenb B COOTBETCTBUU

c peructpauunein B Poccuu:

CEHEKCH 3i143cCu, ®paHuma

Package / Ynakoska

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 with first
opening control (perforation
line). / Mo 3 mn npenapara B
amnyny w3 TemHoro ctekna tuna .
Ha amnyny HaHeceHa To4ka
pasrnoma u mapkupyloLas
nonocka.

Mo 3 amnynsbl unu no 10 amnyn B
KOHTYPHOW SIYeAKOBOI YraKoBKe
BMECTE C UHCTPYKLWel no
NPUMEHEHUIO B MaYKy KapTOHHYIO
C KOHTpOJieM nepBoro
BCKpbITUA (nepdpopauuen).

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 with first opening
control (perforation line). /
Mo 3 mn npenaparta B amnyny
u3 TemHoro ctekna Tuna l. Ha
amnyny HaHeceHa Touka
pasnoma n mapkupyoLias
nonocka.

Mo 3 amnynbl B KOHTYPHOIA
SI4eNKoBOI YNakoBKe BMECTE C
WHCTPYKUWeh No NPUMEHEHWIO B
nayky KapTOHHYIO C
KOHTpOJiIeM NepBeoro
BCKpbITUA (Nnepcopaunen).
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTPUMbIWweYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne Lo61
Manufacturing date (mm.yyyy):

Oarta npoussoacTBa (Mm.rrrr): 01.2025
Expiry date (mm.yyyy):

CpoK rogHocTH (MM.ITTT): 12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouzBogurerib B COOTBETCTEBUU

c perucrtpauven B Poccuu: CEHEKCMU 3##43cCu, ®paHuums

Labeling / MapkupoBska

According to ND. /

B cooteetcTBuuM ¢ HA.
Complies. / CooTBETCTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / Mpw Temnepartype oT 2 4o 8 °C.

Shelf-life / Cpok rogHoCTH

3 years. / 3roga.

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

004589/08-130123, amendement N2 1 from 10.05.2023,
amendement N2 2 from 14.11.2023 / Cepusa cOOTBETCTBYET
Tpe6oBaHMAM HOPMaTMBHOI fokymeHTaLum Ne JICP-004589/08-
130123, nameHeHue Ne 1 ot 10.05.2023, namererue Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENWPOBWOH®, pacteop ans
BHYTpUMbIweYyHoro BBegenns, 100 mr+100 mr+1 mr

28058493

L0661

Manufacturing date (mm.yyyy):

Oarta npoussoacTea (MM.ITIT):

01.2025

Expiry date (mm.yyyy):

CpoK rogHocTy (MM.ITIr):

12.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussoauTenb B COOTBETCTBUN

c perucrtpauuen B Poccuu:

CEHEKCHU 3i143cCn, ®paHuusa

Details regarding AP| used in manufacturing process of the batch:

API Name, INN /

APl manufacturer batch

API Manufacturer

Country of Mfg. /

HanmeHoBaHue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH Batch "“mb;" ;:“‘;MEP HaumeHoBaHue npousBoAcTBa
cepum nNnpouse ensa
460, Homepcapun npoussoautena A®C
cyGecTaHumm

npouzeogutens Mo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE | 0000
/ UnanokobanamuH 134916 EuroAPI FRANCE / FRANCE / ®paHuus
ButamuH Biz BRaATIAwpaNe
KpUcTannu4eckui,
MHH: unanokobanamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / /  Usancu  TadecuHs | CHINA / Kutai
MupupokcuHa rugpoxnopug dapmacbioThKan Ko.,
MHH: nupuOoKCHH : ITa.
THIAMINE UQ30312153
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTtpuwHn FepMaHys

TwamuHa rugpoxnopug
MHH: TvamuH

MpopakTc M6X

Date / Signature of Qualified Person/

Oata / noanuck kBanuduunposaHHoro nuua:
KOk waa))

Name/ $.1.0.:

% fep Jo95 //J%%;

Position / JonKHOCTb: C}xubmzL Cu'

by

I r;

=



