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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTteop ans
BHYTpUMbIwevyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
F766

Manufacturing date (mm.yyyy):

Odara npouzsoacTBa (MM.ITIT):

10.2023

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

09.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTent B COOTBETCTBUM

¢ perucrpauven B Poccuu:

CEHEKCMW 31143cCu, PpaHuus

Parameter / MokazaTenu

Specification limits / Hopmebi

Results / PeaynbTathl

Appearance / OnucaHue

Clear red solution. / MNpo3payHbIn
pacTBOpP KPaCcHOro LBeTa.

Clear red solution. /
Mpo3payHbli pacTeop
KpacHoro userta.

Identification /
[NognuHHOCTbL

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupupoKcnHa
rugpoxnopug

Cyanocobalamin /
LinaHokoB6anamuH

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
YAEPXKUBAHWUA OCHOBHbIX NUKOB Ha
Xpomarorpammax UcnbiTyemMbix
pacTBOPOB AOMKHbI COOTBETCTBOBATL
BpEMeHaM yaepXuBaHUs
COOTBETCTBYHOLMX NUKOB Ha
XpoMaTorpammax CTaHaapTHbIX
pacTBOPOB TMaMWHa rMapoxnopuaa,
NUPUAOKCHMHA ruapoxnopuaa 1

'| unaHokoB6anamuHa (pasgen

«KonuyecTteeHHoe onpeaeneHune»).

Complies / CootseTtcTByeT
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWNOH®, pacTteop ans
BHYTpUMbLILWLeYHOro BeeaeHmnsd, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F766
Manufacturing date (mm.yyyy):

Oata npoussoacTBa (MM.ITTT): 10.2023
Expiry date (mm.yyyy):

CpoK roqHocTH (MM.ITIT): 09.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[MpoussoguTenL B COOTBETCTBUMU

C perncrpauuei B Poccuu:

CEHEKCHU 3iu3cCu, ®PpaHuus

Clarity / NMpo3payHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuns npenapaTta He
AOMKHA NPEBbILWATL OnanecLUeHLuMo
aTarnoHa cpaBHeHus |.

Complies / CooTtBeTcTBYET

Color / LieeTHocTh

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UicnbiTyemslit
pacTBOp AOMKEH ObITh OKpalleH He
MeHee UHTEHCUBHO, YEM
CTaH4apTHbIA pacTeop 1, u He Gonee
MHTEHCWBHO, YeM CTaHL4apTHLIN
pactesop 2.

Complies / CooTBeTcTBYET

Refraction index n3°/ From 1.345t0 1.349/ Ot 1,345 o 1,348
MokazaTtenb 1,349

npenomnexus n3’

Relative density d3§ / From 1.019t0 1.023./O7 1,019 po | 1,021
OTHocuTenbHas 1,023.

MNOTHOCTb d3)

pH / pH From3.7t04.2. /O1 3,7 oo 4,2. 3,9

FS
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pactBop ans

BHYTpUMbILWIe4YHOro BBeaeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne F766
Manufacturing date (mm.yyyy):
Hara npouzBofacTBa (MM.ITIT): 10.2023
Expiry date (mm.yyyy):
Cpok rogHocTu (MM.ITIT): 09.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MNpou3sBoauTens B COOTBETCTBUU
c perucTpauuven B Poccum: CEHEKCH 3i143cCu, PpaHuums
Particulate matter / Subvisible particles: / Hesudumsbie
MexaHuueckne yacmuuyb!:
BKITHOYEHMUSA
2 10 um particles - not more than iggﬁ?ﬁoﬁf /
6000/ampoule. /YacTtuy pasmepom y
2 10 mkm — He Bonee 6000/amnyna.
2 25 ym particles - not more than ;;:mﬁ)o;;el
600/ampoule. / YacTtuy pasmepom ¥
2 25 mkm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PopcreeHHble npumMechn | [lpumecu yuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0,6 %
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0,6
more than 5.0 % / EguHu4Has %
HenaeHTUULMPOBaHHANA NPUMECH —
He Gonee 5,0 %
Total impurities — not more than 1,9%
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.
Bacterial endotoxins / Not more than 10 .U./mL. / He 6onee | Complies / CooTeseTcTByeT
BakrepuaneHble 10 E3/mn.
3HO,OTOKCUHbI
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cenexi

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for“ intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacteop ans
BHYTpMMbIWeYHOro BeegeHun, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne F766
Manufacturing date (mm.yyyy):

Oara npousBogcTBa (MM.ITIT): 10.2023
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 09.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

nDOH3BO,[‘|MTen§ B COOTBETCTBUM

Cc peructpauuein B Poccum:

CEHEKCW 91i#43cCu, ®paHuun

Sterility / CTepunbHocTb

Must be sterile. / JomkeH BbITb
CTEPUIBHBIM.

Sterile / CtepuneH

Assay / KonuyecTBeHHoe

Kanusa umaxHug

He 6onee 100 % oT 3asBneHHOro
KonuyecTea.

onpeneneHve

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

TwamuHa rugpoxnopug | OT 93 % go 105 % ot 3asBneHHoro
KonuyecTea.

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

MupupokcuHa Ot 94 % pno 105 % ot 3asBneHHoro

rmapoxnopug KonuyecTsa.

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

LinarnokoB6anamuH OT1 95 % po 115 % ot 3assneHHoro
Konu4yecTsa.

Potassium cyanide / Not more than 100 % of label claim./ |91 %

&
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pactBop ans

BHYTpUMbILWeYyHoro BBegeHna, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):

28058493

Oata npoussoncTea (MM.ITIT):
Expiry date (mm.yyyy):

CpoK rogHOCTH {MM.TITIT):
Manufacturer according to the
registration in Russia:

CENEXI HSC, France

MpousBoANTENL B COOTBETCTBUM

c perucTtpauuein B Poccuu:

CEHEKCHU 3i43cCu, PpaHuus

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. / Mo 3 mn
npenapara B amnyny U3 TEMHOro
ctekna Tuna l. Ha amnyny
HaHeceHa To4ka pasfnomMa u
MapKupytoLLasa norocka.

Mo 3 amnyne! unu no 10 amnyn B
KOHTYPHOWM AYENKOBOW yNnakoBke
BMECTe C MHCTPyKUuen no

NMPEUMEHEHUIO B NMa4Ky 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. / No 3 mn npenapara B
amnyny 3 TEMHOro cTekna
Tvna |. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapkupyoLlas nomocka.

Mo 3 amnynbl B KOHTYPHOM
AYellKoBOWN ynaKoBKe BMecCTe C
WHCTPYKUMEA No NPUMEHEHUIO B
nayky KapTOHHYIO.

&5



Page 6 of 7/ CTtpaHuua 6 uz 7
Ce ﬂ e}\l 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

ting innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWUOH®, pacTteop ansa
BHYTpUMBILWEeYHOro BBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusi Ne F766

Manufacturing date (mm.yyyy):

Oara npouzBoacTBa (MM.rrrr): 10.2023

Expiry date (mm.yyyy):

Cpok roaHocTH (MM.rrrr): 09.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouzsoguTENL B COOTBETCTEBUM

c peructpauueii B Poccuu: CEHEKCH 31#u3cCu, ®paHunsa

According to ND. /

Labeling / Mapkuposka B cooTBeTcTBUmM ¢ HY.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepartype ot 2 fo 8 °C.

Shelf-life / Cpok rogHoctu | 3 years. / 3 ropa.

Assessment: / 3aknouenue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
CoOoTBETCTBYET TPpeboBaHUAM HOPMATUBHOW AOKYMEHTALMN
Ne JICP-004589/08-130123, nameHeHue Ne 1 ot 10.05.2023.
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pactBop ana
BHYTpUMbIwWe4yHoro BeBegeHus, 100 mr+100 mr+1 mr

28058493
F766

Manufacturing date (mm.yyyy):

OJata npousBoacTBa l MM.ITTT):

10.2023

Expiry date (mm.yyyy):

CpoK roqHOCTH (MM.ITIT):

09.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

NpousBoauTenb B COOTBETCTEUMU

c perucTpauuein B Poccuu:

CEHEKCHU 3i143cCu, PpaHuma

Details regarding API used in manufacturing process of the batch:

APl Name, INN /

APl manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBaHue ADC, n°, FP Manufacturer API Name / CrpaHa
MHH Batch number/ Ho':geP HaumeHoBaHue Nnpou3BoOACTBa
cepuu NpousBoanTens
A®C, Homep cepui npoussogutena A®C
cybcTaHumum

npousgogutens Mo
CYANOCOBALAMINE VIT | 2310291080
B12 CRYSTALLINE, 0000128928
INN: CYANOCOBALAMINE
/ UnaHoko6anamuH ES;AAFJJ'IIM mg;{:::NCE / FRANCE / ®paHuus
ButamuH Biz
KpUCTannM4yeckui,
MHH: unaHokoBanaMmuH
PYRIDOXINE PH23064018C Jiangxi Tianxin
HYDROCHLORIDE 0000128801 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { UssHcu  TaHecuHe | CHINA / KuTait
MupuaoKcHa rmapoxnopua, dapmackoTHKan Ko,
MHH: nupugoKcuH : ITg.
THIAMINE UQ20812311
HYDROCHLORIDE 0000128368 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / OCM HyTtpuwiHn FepmaHus

TwuamuHa rugpoxnopus

MHH: TuamuH

Mpogakrc M'MBX

Date / Signature of Qualified Person/

Oata / nognucek kBanudbnunpoBaHHOro nuua:

Name / ®.1.0.:

Position / JlonmxHocTk:

C. FILLOLS an

12 JAN, 2024

f.‘
—
]




