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creating innovative partnerships

Product: / Mpogykr:

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

Page 1 of 7/ Crtpanuua 1 us7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAITU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTpUMbIWeYHoro BeeaeHuns, 100 mr+100 mr+1 mr

28058493
F666

Manufacturing date (mm.yyyy):

OaTta npoussoacTBa (MM.ITIT):

07.2023

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

06.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n pou3BoauTesNlb B COOTBETCTBUU

C peructpauueli B Poccum:

CEHEKCH 3i43cCn, PpaHuus

Parameter / NokazaTenu

Specification limits / Hopmel

Results / PesynesTarthl

Appearance / OnucaHue

Clear red solution. / Mpo3spayHblii
pacTBOp KpacHOro LBerTa.

Clear red solution. /
Mpo3payHbiil pacTeop
KpacHOro LiBeTa.

Identification /
MopgnuHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopua

Pyridoxine hydrochloride
/ MnpuaokcuHa
rmapoxnopug

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
YAEPXKUBAHUA OCHOBHbBIX MUKOB Ha
XpomaTorpaMmax ucnbiTyemblx
pacTBOPOB AOMKHbI COOTBETCTBOBAThL
BpeMeHaM yaepXuBaHus
COOTBETCTBYIOLLUX MUKOB Ha
XpoMmaTorpamMmmax CTaHaapTHbIX
pacTBOpOB TMaMUHa ruapoxnopuaa,
NUpUAOKCUHA rugpoxnopuaa un
LmaHokobanamuHa (pasaen
«KonnyecTseHHoe onpegencHuen).

Complies / CooTeeTtcTByeT

n
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop AnA
BHYTpUMBbIWeYHOro BeeaeHus, 100 mr+100 mr+1 mr

Product: / Mpoaykr:

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepusa Ne F666

Manufacturing date (mm. :

HOaTa npousBoacTBa (MM.ITIT): 07.2023

Expiry date (mm.yyyy):

CpoK rogHocTu (MM.ITIT): 06.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MNpousBoauTens B COOTBETCTEUM

c perucipaumen B Poccum: CEHEKCH 31143cCu, ®paHuus

Clarity / Npo3apayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecugHuna npenapaTa He
AOfKHa npeBbIlWaTh onanecueHuuto
3TanoHa cpaBHeHus |.

Complies / CooTBeTCcTBYET

Color / LieTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / VicnbiTyemslii
pacTtBop fomkeH ObITk OKpalleH He
MeHee UHTEHCUBHO, Yem
CTaHpapTHbIA pacTBop 1, U He Gonee
WHTEHCUBHO, YeM CTaHAAPTHbINA
pacTeop 2.

Complies / CooTBeTCTBYET

Refraction index n2°/ From 1.345 to 1.349/ Ot 1,345 o 1,348
MNokasaTens 1,349
npenomnenus n3’

Relative density d2J / From 1.019t0 1.023./011,019 80 |1,021
OTtHocuTenbHas 1,023.
nnoTHoCTb dZ)

pH / pH From 3.7t04.2. / OT 3,7 no 4,2. 3,8

Ken
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Product: / Mpogykr:

Page 3 of 7/ CtpaHnua 3 us 7

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 / HEWPOBUOH®, pacTteop aAns
BHYTPUMbILWeYHOro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F666
Manufacturing date (mm.yyyy):

arta npouvseoacTea (MM.ITIT). 07.2023
Expiry date (mm.yyyy):
Cpok rogHocT! (MM.ITIT): 06,2026

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

Mpoussogutens B COOTBETCTBUU

c perucrpauuen B Poccun:

CEHEKCMH 3i143cCu, ®paHums

Particulate matter /
MexaHuueckune
BKMOYEHUA

Subvisible particles: / Hesudumsie
yacmuupl:

2 10 ym particles - not more than
6000/ampoule. /YacTuy pasmepom
2 10 mkm — He Gonee 6000/amnyna.

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

336/ampoule /
336/amnyna

10/ampoule /
10/amnyna

Related substances /
PoacTeeHHbIe npyumech

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EanHudHas
HenaeHTuhLMpoBaHHaa NnpuMeck —
He Bonee 5,0 %

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

0,6 %

0,3 %

1,6 %

Bacterial endotoxins /
BakrtepuaneHsie
3HAOTOKCUHEI

Not more than 10 1.U./mL. / He 6onee
10 E3/mn.

Complies / CooTBeTCTBYET
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacTteop ans
BHYTpUMbILLEeYHOro BBeaeHus, 100 Mr+100 mr+1 mMr

28058493
F666

Cpok rogHocTu (MM.rrrr):

07.2023

06.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

NMponzBoauTens B COOTBETCTBUUN

¢ perucrtpauuein B Poccun:

CEHEKCH 3i143cCu, ®GpaHumus

Sterility / CtepunsHocTb

Must be sterile. / lomkeH BbITb
CTEPUIbHBLIM.

Sterile / CtepuneH

Assay / Konu4yectseHHoe
onpegerneHue

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride /
MupupokcuHa
ruapoxnopug

Cyanocobalamin /

LinaHoko6anamuH

Potassium cyanide /
Kanus uuaHug

From 93 % to 105 % of label claim. /
OT 93 % Ao 105 % oT 3aABNEHHOro
Konu4yecTsa.

From 94 % to 105 % of label claim. /
OT 94 % po 105 % oT 3asBneHHoro
KonuyecTea.

From 95 % to 115 % of label claim. /
OT 95 % no 115 % OT 3aABMNEHHOr0
Konu4yecTBea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBnNeHHOro
KonuyecTea.

99 %

98 %

111 %

90 %

Ien
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr: NEUROBION® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTPUMbIWe4yHoro BBegewus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne F666
Manufacturing date (mm. <<<S
07.2023
Expiry date (mm.
Cpok rogHocTH (MM. _._._.: 06.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpounssoauTesnib B COOTBETCTBUMN
C permcTpauuen B Poccum: CEHEKCW 3i143cCu, PpaHums
Package / Ynakoska 3 mL of product in type | amber 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. / 1o 3 MmN npenaparTa B
amMnyny u3 TeMHOro ctekna
Tvna l. Ha amnyny HaHeceHa
TOuYKa pasnoma u
MapKupyloLlas nonocka.

Mo 3 amnynbl B KOHTYPHOW
AYEeiKOBO ynaKoBKe BMECTE C
WHCTPYKLUMENR No NPUMEHEHNIO B
Nayky KapTOHHYIO.

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. / INo 3 mn
npenapara B amnyny u3 TEMHoro
ctekna Tuna . Ha amnyny
HaHeceHa To4ka pasnoma u
MapKApYIoLLLas nonocka.

Mo 3 amnynsl unu no 10 amnyn B
KOHTYPHOWN AYEKOBOI ynakoBke
BMECTE C UHCTpYKUWei no
MPUMEHEHUIO B NaYKy KapTOHHYIO.

[2aN
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr:

NEUROBION?® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTeop ana
BHYTPpUMbILWeY4Horo BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa Ne F666
Manufacturing date (mm.yyyy):

Oarta npousBoacrTea (MM.ITIT): 07.2023
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rIrT): 06.2026

Manufacturer according to the

registration in Russia:

MpouszsoauTens B COOTBETCTBUU

CENEXI HSC, France

c peructpauuvein B Poccuu: CEHEKCHU 3i143cCu, ®panuun

Labeling / Mapkupoeka

According to ND. /

B cooteetcTBMM ¢ HO.
Complies. / CooTBeTCTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / MNpu Temneparype o1 2 go 8 °C.

Shelf-life / Cpox rogHocTK

3 years. / 3ropa.

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

004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepusa
COOTBETCTBYET TPEBGOBAHUAM HOPMATUBHON LOKYMEHTaLWUK
Ne NNICP-004589/08-130123, uameHenne Ne 1 ot 10.05.2023.
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Product: / Mpogykr:

SAP-Code: / Kog SAP: 28058493

Batch no.:/ Cepus Ne F666
07.2023

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITIT): 06.2026

Page 7 of 7/ Ctpanuua 7 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTPUMbIWweYvHoro BeeaeHuns, 100 mr+100 mr+1 mr

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lNpousBoguTenb B COOTBETCTBUMA

c_perucrpauneil B Poccum:

CEHEKCH 3iy3cCu, ®paHuua

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

APl Name, INN /

API manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBaHue A®C, | n°, FP Manufacturer API Name / CtpaHa
MHH Batch number / Homep HaumeHoBaHue npoMsBoACTEa
cepuu NpousBoauTens
BIBC, HoMERonim npousBoguTtens A®C
cybecTaHuuu

npousBogutena MN®d
CYANOCOBALAMINE VIT | 2210822648
B12 CRYSTALLINE, 0000127367
INN: CYANOCOBALAMINE
w LinaHokoBanamuH M“_wwﬂﬂs emwbuzom / FRANCE / ®paHuus

uTtamuH Bz

KpUCTannM4ecKui,
MHH: unanokobanamuH
PYRIDOXINE PH23034015C Jiangxi Tianxin
HYDROCHLORIDE 0000127420 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / {  UssHcn  TaHbcuHb | CHINA / KuTain
MupraokcuHa rugpoxnopug dapmacbloTikan Ko.,
MHH: nupnaokcuH Jira.
THIAMINE UQ21212520
HYDROCHLORIDE 0000127577 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / JCM HyTpuwHn Fepmanis

TwamuHa rugpoxnopun
MHH: TmamuH

MpopakTc MGX

Date / Signature of Qualified Person/

Oata / nognuck keanudpuuMpoBaHHOro nuua:

lo Nod. Lotd

Name / ®.1.0.; v\.ﬂarré
Position / [JormkHOCTb: OCL@ >.mmc\v)9 3.5(.—“-.\

7=



