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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / NMpoaykr:

SAP-Code: / Kog SAP:

Batch no.: / Cepua Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWLPOBWUOH?®, pacteop ans
BHYTpuMbIwWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493

F793

Manufacturing date (mm.yyyy):

Oarta npouzsoacTBa (MM.rrrr):

11,2023

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT):

10.2026

Manufacturer according to the

registration in Russia:

Mpo n3isoguTeslb B COOTBETCTBUU

Cc perucrpauueil B Poccuu:

CENEXI HSC, France

CEHEKCH 31y3dcCu, PpaHumns

Details regarding API used in manufacturing process of the batch:

APl Name, INN / APl manufacturer batch API Manufacturer Country of Mfg. /
HaumeHoBaHue ADC, n®, FP Manufacturer API Name / CtpaHa
MHH E:;E'; :‘;’:::; ;:H"T"gfg HaumeHoBaHune npoussoacTBa
ADC, Homeb cenim npoussopgutenss APC
cyGcTaHuumn
npouszsogutena Mo

CYANOCOBALAMINE VIT | 2310291080
B12 CRYSTALLINE, 0000128928
INN: CYANOCOBALAMINE
/ UnaHokoBanamuH Eur%flilll/l d)FaR]QNCE ! FRANCE / ®paHuus
ButamuH B1z BP P
KpUcTannuyeckui,
MHH: ynaHoko6anamuH
PYRIDOXINE PH23074001C Jiangxi Tianxin
HYDROCHLORIDE 0000130661 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / PH23064018C / UsaHcu  TaHbcuHb | CHINA / Kutai
MupnaokcuHa ruapoxnopud | 0000128801 dapmacktoTukan Ko.,
MHH: nupuaokcuH nro.
THIAMINE UQ30312106
HYDROCHLORIDE 0000129728 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / OCM HyTtpuwHn FepMaHs
TwamuHa rugpoxnopug MpogakTc MMBX
MHH: TuamuH /7

Date / Signature of Qualified Person/ " L

Oarta / nognuckb kBanucdUUMpoOBaHHOro nNuua: 20 r‘\A{l ﬂbi’;‘ A 5

Name/®.1.0.: /{M

Position / JomkHOCTb:! Q
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWOH®, pacteop ans
BHYTpUMbIWe4yHoro BBegeHmnsi, 100 mr+100 mr+1 Mr

28058493
F793

Manufacturing date (mm.yyyy):

Hata npousBofAcTBa (MM.FITT): 11.2023

Expiry date (mm.yyyy):
CpoK rogHoCTH (MM.ITTT):

10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoaunTens B COOTBETCTEBUU

C perucrpauuen B Poccuu: CEHEKCH 3itu3cCu, ®paHuus

Labeling / Mapkupoeka

According to ND. /

B cooTtBeTcTBUM ¢ H,
Complies. / CooTtBeTcTBYET.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTu

3 years. / 3 roga.

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

004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
cooTBeTcTBYeT TpeboBaHUsAM HOPMaTUBHOW AOKYMEHTaLMK
Ne ICP-004589/08-130123, uameHeHne Ne 1 ot 10.05.2023.
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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.: / Cepusi Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH®, pacteop ans
BHYTpUMbIwWeYyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
F793

Manufacturing date (mm.yyyy):

Oara npousBofacTBa (MM.ITIT):

11,2023

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

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

1 PoOuU3BoOUTENIb B COOTBETCTBUMN

C perucrtpauuen B Poccum:

CEHEKCW 3iu3cCu, dpaHunna

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. / [o 3 mn
npenapatTa B amnyny U3 TEMHOro
crekna tuna |. Ha amnyny
HaHeceHa To4ka pasfioma u
MapKupytoLLan nonocka.

Mo 3 amnyne! unu no 10 amnyn B
KOHTYPHOWN AYENKOBON YNaKoBKe
BMECTE C MHCTPYKLMEN no

NPUMEHEHWIO B MaYKy 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 npenapara B
amnyny u3 TEMHOro ctekna
Tuna |. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupytoLLas nonocka.

Mo 3 amnynbl B KOHTYpPHON
AYEHAKOBOW YNaKoBKe BMecTe C
WHCTPYKUWER No NPpUMEHEHUIO B
nayky KapTOHHY!O.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpoaykT:

NEUROBION® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWOH?®, pacteop ans
BHYTpUMbIWeYyHoro eBegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F793
Manufacturing date (mm.yyyy):

Oarta npoussoactea {(MM.ITIT): 11.2023
Expiry date (mm.yyyy):

CpoK roagHoCcTU (MM.rrrr): 10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTensL B COOTBETCTBUMN

€ perucTpauven B Poccuum:

CEHEKCH 3in43cCn, ®paHuums

Sterility / CTepunksHocTb

Must be sterile. / JlormkeH BbiTb
CTEPUNBHBIM.

Sterile / CrepuneH

Assay / KonnyectseHHoe

Kanua ymaHug,

He 6onee 100 % oT 3asBneHHOro
KonuyecTea.

onpegeneHne

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

TuamuHa rugpoxnopug | Ot 93 % o 105 % ot 3asaBneHHoro
Konu4yecTea.

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

MupugokcuHa OT1 94 % po 105 % oT 3asBneHHoro

rmapoxnopug Konn4ecTBa.

Cyanocobalamin / From 95 % to 115 % of label claim./ |111 %

LinaHokoBanamuH Ot 95 % po 115 % oT 3aABNEHHOrO
KOnu4yecTsa.

Potassium cyanide / Not more than 100 % of label claim. / |88 %




Page 3 of 7/ Ctpanuua 3 us 7
cenexl 2 rue Louis Pasteur

creating innovative partnerships 14200 HéTOUVI”E Sa|nt C|ail’ Fl'ar'lce
CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJIU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEAPOBWUOH®, pacteop ans
BHYTpUMbIWweyYyHoro eeegeHud, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus No F793
Manufacturing date (mm.yyyy):
Darta npousBoacrsa (MM.rrrr): 11.2023
Expiry date (mm.yyyy):
Cpok rogHocTU (MM.ITTT): 10.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
Mpou3zBoAUTENL B COOTBETCTBUM
C peructpauueni B Poccuu: CEHEKCW 3#43cCu, PpaHuus
Particulate matter / Subvisible particles: / Hegudumsle
MexaHu4yeckune yacmuuhbl:
BKITHOYEHNSA
2 10 ym particles - not more than gg::,,nr?oﬁée f
6000/ampoule. /YacTtuy pasmepom y
= 10 Mkm — He Bonee 6000/amnyna.
2 25 ym particles - not more than ;::Zmpo#;e 4
600/ampoule. / YacTtuy pasamepom el
2 25 MKm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PopcteeHHble npumecn | Mpumecu yuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0.5%
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.6 %
more than 5.0 % / EgnHunyHas
HeungeHTUhUMpoBaHHas NpUMech —
He Bonee 5,0 %
Total impurities — not more than 1.9%
13.5 %. / Cymma npumecein — He
Gonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTeeTcTBYET
BakrepuanbHble 10 E3/mn.
3HOOTOKCUHBI
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14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHYTPUMBILWIeYHoro Beegenuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F793

Manufacturing date (mm.yyyy):

Hara npousBoacTea (MM.ITIT): 11.2023

Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.rrrr): 10.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUMU

C peructpauueid B Poccuu: CEHEKCH 3i#43cCu, ®paHums

Clarity / lNMpoapayHocTb The opalescence of the product
should not exceed the opalescence Complies / Cootsetcrayer
of reference standard I. /
OnanecueHuua npenaparta He
AOMKHa MpeBbIlWaTe onanecueHumo
3TanoHa cpaBHeHus .

Color / LipeTHocTb The sample solution should be at
least as colored as standard solution ;

1 and not more colored than the Compliss / CooragreTayer
standard solution 2. / Vicnbityembiii
pacTBOp AOIKeH BbITb OKpaLleH He
MEeHee MHTEHCUBHO, YeM
cTaHpapTHeI pacTteop 1, U He 6Gonee
WHTEHCUBHO, YeM CTaHOapTHbIN
pacTteop 2.

Refraction index n2°/ From 1.345t0 1.349/ 01 1,345 o 1.348

[Mokasatens 1,349
npenomnexus n3°

Relative density d33 / From 1.019t0 1.023./011,019 80 |1.021
OtHocutenbHas 1,023.
NAOTHOCTb d2)

pH / pH From 3.7t04.2. / OT 3,7 no 4,2. 3.9
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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.: [ Cepusa Ne

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTpUMbIwWeYyHoro BBegeHusi, 100 mr+100 mr+1 mr

28058493
F793

Manufacturing date (mm.yyyy):

Harta npousBoacTea (MM.ITrr):

11.2023

Expiry date (mm.yyyy):
CpoK roqHOCTU (MM.IITT):

10.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoguTens B COOTBETCTBUM

C peructpauvein e Poccum:

CEHEKCW 3i43cCu, ®paHums

Parameter / MokazaTtenu

Specification limits / Hopmbl

Results / Pe3ynbTaTthl

Appearance / Onucanve

Clear red solution. / Mpo3payHblit
pacTBOP KpacHOro LseTa.

Clear red solution. /
Mpo3payHbIv pacTeop
KpacHoOro LgeTa.

Identification /
MoanuHHoCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupnaokecuHa
rmgpoxnopva

Cyanocobalamin /
LwnaHokobanamuH

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
YAEPXKMBAHUA OCHOBHBIX MUKOB Ha
XpomaTorpammax UcnbITyembix
pPacTBOPOB AOKHBI COOTBETCTBOBATH
BpEMEHaM yAepKMBaHus
COOTBETCTBYIOLMX NUKOB Ha
XpomMatorpaMmmax CTaHgapTHbIX
pacTBOPOB TUAMUHA rMapoxnopuaa,
MUPULOKCUHA TMAPOXMoprAa 1
UmnaHokobanamuHa (pasgen
«KonuyecteeHHoe onpegeneHne»).

Complies / CooTBeTcTBYET




