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CEﬂE)\I 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HELPOBEMOH®, pacTeop ans
BHYTpUMbIlWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepusa Ne F796
Manufacturing date (mm.yyyy):
Oara npoussofcTBa (MM.ITIT): 01.2024
Expiry date (mm.yyyy):
CpoK roqHOCTH (MM.rrrr): 12.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MNpouspoauTesi B COOTBETCTBUU
c perucTpauven B Poccum: CEHEKCHW 3i#43cCu, ®paHumnsa
Parameter / MNokasaTtenu | Specification limits / HopMeil Results / Pe3ynbTatbl
Appearance / Onucanne |Clear red solution. / NMpo3payHbIi Clear red solution. /
pacTBOp KpacHOro useTa. Mpoz3payHblin pacTeop

KpacHoro userta.

Identification /
MNoanuvHHOCTL

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions
/ TinpnaokcuHa should comply with the retention
rmapoxnopug times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YOEPXMBaHUA OCHOBHbIX MUKOB Ha
XpoMaTorpammax McnblTyemblX
pacTBOPOB AOMKHBI COOTBETCTBOBATb
BpeMEeHaM yAepKUBaHNA
COOTBETCTBYIOLMX MUKOB Ha
XpomMaTorpammax CTaHAAPTHBIX
pacTBOPOB TMaMUHa rugpoxnopuaa,
nUpUAOKCUHA rmapoxnopuaa n
uMaHokoBanamuHa (pasgen
«KonuyecTtseHHoe onpefeneHne).

Thiamine hydrochloride / Complies / CooTBeTcTBYET

TuamuHa rugpoxnopug

Cyanocobalamin /
LinaHokoBanamuH
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Ce ﬂ e Al 2 rue Louis Pasteur

Eredting innovative partrerdhiss 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAINMU3A

Product: / Mpogykr: NEUROBION® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pacTteop ans
BHYTpuUMbIwWeyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493

Batch no.: / Cepus Ne F796

Manufacturing date (mm.yyyy):

Oata nponsBoacTea (MM.rrrr): 01.2024

Expiry date (mm.yyyy):

Cpok roaHoCTH (MM.ITTT): 12.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[MponsBoguTent B COOTBETCTBUM

C peructpauuven B Poccuu: CEHEKCHU 3i43cCu, PpaHuums

Clarity / MNpoapayHocTb The opalescence of the product
should not exceed the opalescence
of reference standard . /
OnanecueHunsa npenaparta He
AOMKHa NpeBbILLAaTh onanecuUeHuuo
aTanoHa cpagHeHus L.

Complies / CooTBeTcTBYET

Color / LiBeTHoCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbITyemblii
pacTBop AomKkeH BbiTh okpalleH He
MEeHee UHTEHCUBHO, YeMm
CTaHOapTHeIA pacTeop 1, n He Bonee
WHTEHCWBHO, Y€M CTaHAAPTHbIN
pacTeop 2.

Complies / CooTBeTcTBYET

Refraction index n3°/ From 1.345to 1.349/ Ot 1,345 o 1.347
MNokasaTtenb 1,349
npenomnexusi n3°

Relative density d2J / From 1.019t0 1.023. /011,019 80 |1.021
OtHocuTensHas 1,023.
NnoTHOCTb d2)

pH/ pH From 3.7t04.2. /Ot 3,7 o 4,2. 3.9
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cenexi

creating innovative partnerships

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEAIPOBUOH®, pacteop ans

BHYTpUMbIwWeyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP:
Batch no.: / Cepusa N2

Manufacturing date (mm.yyyy):
Oara npounasoactea (MM.ITIT):
Expiry date (mm.yyyy):

CpokK rogHocTH (MM.ITTT):
Manufacturer according to the
registration in Russia:
MpousBoAuTENbL B COOTBETCTBUMU
c peructpaumen B Poccum:

28058493

F796

01.2024

12.2026

CENEXI HSC, France

CEHEKCH 2i14y3cCun, ®paHuums

MexaHu4eckne yacmuuybl:
BKINHOYeHWA

Particulate matter / Subvisible particles: / Heaudumsbie

2 10 ym particles - not more than
6000/ampoule. /Yactu pasmepom
2 10 Mkm — He Bonee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / Hactuy pasmepom
2 25 MKm — He 6onee 600/amnyna.

196/ampoule /
196/amnyna

4/ampoule /
4/amnyna

Related substances / Cyanocobalamin impurities: /
PopcteBeHHble npumecu | lpumecu 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 % / EanHn4Hasn
HeVaeHTUULMPOBaHHaA NPUMECH —
He Gonee 5,0 %

Total impurities — not more than 1.8%
13.5 %. / Cymma npumecei — He
Bonee 13,5 %.

BakrepuanbHble 10 ES/mn.
3HAOTOKCUHBI

Bacterial endotoxins / Not more than 10 I.U./mL. / He 6onee | Complies / CooTBeTcTBYET
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cenexi

creating innovative partnerships

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMGILLeYHOro sBeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua No F796
Manufacturing date (mm.yyyy):

Qara npouseoacTea (MM.rrrr): 01.2024
Expiry date (mm.yyyy):

Cpok roaHoCTU (MM.rrrT): 12.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[pousBoanTENb B COOTBETCTBUMN

C perncrpauuvei B Poccuu:

CEHEKCH 3itu3cCu, ®paHuunsa

Sterility / CtepunbHocTb

Must be sterile. / JomkeH BbITb
CTEPUNbHBLIM.

Sterile / CtepuneH

Assay / KonnuyecteeHHoe

Kanus unannp

He 6onee 100 % oT 3aABneHHOro
KONMWYecTBa.

onpepenexHve

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ |100 %

Tnamuna rugpoxnopug | OT 93 % o 105 % oT 3asBneHHoro
KOnu4ecTBa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ |98 %

MupugokcuHa Ot 94 % po 105 % oT 3asBneHHoro

rugpoxnopun KOnu4yecTBa.

Cyanocobalamin / From 95 % to 115 % of label claim./ | 106 %

LinaHokoBanamuH Ot 95 % po 115 % ot 3asBneHHoro
Konuyecrtea.

Potassium cyanide / Not more than 100 % of label claim./ |92 %
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cenexi

creating innovative partnerships

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEAPOBWOH®, pacteop ans

BHYTpUMBILWEYHOro BeefeHus, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):

Data npousBoacTBa (MM.ITIT):

Expiry date (mm.yyyy):

Cpok rogHocTU {MM.ITIT):
Manufacturer according to the
registration in Russia:

[poussoauTens B COOTBETCTBUM

Cc perucrpauuven B Poccuum:

28058493

F796

01.2024

12.2026

CENEXI HSC, France

CEHEKCH 31#43cCn, PpaHuus

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
npenapara B amnyny 13 TeMHoro
ctekna tuna l. Ha amnyny
HaHeceHa Touvka pasnoma u
MapKupyloLLias nonocka.

Mo 3 amnyns! unu no 10 amnyn B
KOHTYPHOR AYEeKOBOA ynakoBKe
BMECTe C MHCTPYKLMeNn no
NMPUMEHEHMIO B NAYKy 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. / o 3 mn npenaparta B
amnyny u3 TEMHOro CTekna
Tvna l. Ha amnyny HaHeceHa
TO4Ka pasnoma u
MapKUpYoLLas norocka.

Mo 3 amnynbl B KOHTYPHOMN
AYENKOBOW YNakoBKe BMecCTe ¢
WHCTPYKUMEN MO NPUMEHEHUIO B
nadky KapTOHHYIO.
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cenenl 2 rue Louis Pasteur

ting innovative partnerships 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEMUPOBUOH?®, pacTeop ans
BHYTPUMbILIeYHOro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F796

Manufacturing date (mm.yyvyy):

Jata npousBoacTea (MM.rrrr): 01.2024

Expiry date (mm.yyyy):

Cpok rogHoOCTU (MM.IrIT): 12.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTens B COOTBETCTBUM

C peructpauuen B Poccuum: CEHEKCWU 3inu3cCu, ®paHuunsa

According to ND. /

Labeling / Mapkuposka B cooteeTcTBUM ¢ HL.

Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Npu Temnepatype o1 2 go 8 °C.

Shelf-life / Cpok rogHocTu | 3 years. / 3 roga.

Assessment: / 3aknioyenne: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
COOTBETCTBYET TpeboBaHNAM HOPMAaTUBHOR AOKYMEHTaLWK
Ne JICP-004589/08-130123, namerenve Ne 1 ot 10.05.2023.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Npoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEUOH?®, pacTBop ans
BHYTpUMbiweyvyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus No F796
Manufacturing date (mm.yyyy):

HaTta npousBogcTBa (MM.ITIT): 01.2024
Expiry date (mm.yyyy):

Cpok rogHocTU {MM.ITIT): 12.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'Ipou:;aogwrenb B COOTBETCTBEUU

c peructpauuei B Poccuum:

Details regarding API used in manufacturing process of the batch:

CEHEKCW 3#u3cCu, ®paHuums

API Name, INN /
HaumeHoBanue APC,
MHH

APl manufacturer batch
n°, FP Manufacturer API
Batch number / Homep
cepuu NponsBoauTens
A®C, Homep cepuu

APl Manufacturer Country of Mfg. /
Name / CrpaHa
HaumeHoBaHue Npou3BOACTBA
npouseoautens A®C

cybecTaHumm

npouzsogutens Mo
CYANOCOBALAMINE VIT | 2311842231
B12 CRYSTALLINE, 0000131441
INN: CYANOCOBALAMINE
I UnaHokobanamuH E;;%QFF,IIM ¢g§:c\:NCE / FRANCE / ®paHuunsa
ButamuH B2
KpUcTannuyeckui,
MHH: unaHokoGanamuH
PYRIDOXINE PH23074001C Jiangxi Tianxin
HYDROCHLORIDE 0000130661 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / ! UssHcn  TaHecuHb | CHINA / KuTtai
MupuaokcuHa rmgpoxnopug dapmMacbkloTuKan Ko.,
MHH: nupugokcuH nTa.
THIAMINE UQ30312106
HYDROCHLORIDE 0000129728 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HytpuLiHn

TuamuHa ruapoxnopua

MHH: TnamuH

Mpoaakrc MBX %

Date / Signature of Qualified Person/

Oarta / nognuck kBanudUMunpoBaHHOIo nuua:

Name / ®.1.0.: L/ qm,u:\,@

Position / [lormkHOCTb: C’u 2 k\%j

Jo MM Qoo A 2
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\,



