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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: /| Cepug Ne

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTeop ans
BHYTpUMbIlweYHoro BBeaeHus, 100 mr+100 mr+1 mr

28058493
F794

Manufacturing date (mm.yyyy):

Oara npousBogcTBa (MM.ITTIT):

12.2023

Expiry date (mm.yyyy):
Cpok rogHoCTH (MM.TITIT):

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MMpousBsoauTens B COOTBETCTBUU

c perucTpauuein B Poccuu:

CEHEKCHW 9143cCun, ®paHumsa

Parameter / NokasaTenu

Specification limits / Hopmbi

Results / PesynbTaThl

Appearance / OnucaHue

Clear red solution. / INpo3pa4HbIi
pacTBOp KpacHoro LseTa.

Clear red solution. /
Mpo3payHblit pacTBop
KpacHoro ugeTa.

Identification /
MNoanvHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupuaokcuHa
rmapoxrnopug,

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
yOEPKUBaHWA OCHOBHbIX NMUKOB Ha
Xpomarorpammax McrbITyembix
pPacTBOPOB AOMKHbI COOTBETCTBOBATL
BpEMEHaM yaepXuBaHus
COOTBETCTBYIOLLMX MUKOB Ha
XpoMaTorpammax ctaHgapTHbIX
pacTBOpOB TUaMWHa ruapoxmnopuaa,
NUpMAOKCUHA rugpoxnopuaa u
unaHokobanamuHa (pasgen
«KonuyecTBeHHOE onpegeneHuen).

Complies / CooTBeTcTBYET
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CEHEI\I 2 rue Louis Pasteur
crenting IAnBvative parkverdhis 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHATNU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEUPOBWOH®, pacteop ans
BHYTpPUMbIWe4yHoro BeeaeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F794

Manufacturing date (mm.yyyy):

Oata npousBoacTea (MM.rrrr): 12.2023

Expiry date (mm.yyyy):

CpoK roaHOCTY (MM.ITIT): 11.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTENnL B COOTBETCTBUM

C peructpauuein B Poccuu: CEHEKCW 3n43cCu, PpaHuus

Clarity / Mpo3payHocTb The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHunsa npenapara He
AOMKHA NpeBbILWaTh onanecUeHUmio
aTanoHa cpaBHeHus |.

Complies / CooTtBeTcTBYET

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
pacTteop formxeH BbiTb okpalleH He
MeHee UHTEHCUBHO, Yem
cTaHgapTHbIA pacTteop 1, u He Bonee
MHTEHCWBHO, YeM CTaHOaPTHBLIN
pacTeop 2.

Complies / CooTeeTcTBYET

Refraction index n2°/ From 1.345to 1.349/ Ot 1,345 oo 1.347
MNMokasaTensb 1,349
npenomnenusi n2°

Relative density d23 / From 1.019t0 1.023. /071,019 00 |1.021
OtHocuTensHas 1,023.
NNOTHOCTL d2)

pH / pH From3.7t04.2. /07 3,7 no 4,2. 3.9
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C e n e )\I 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr: NEUROBION® solution forv intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH®, pacTeop ans
BHyTpUMLILWeyHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: [ Cepusa Ne F794
Manufacturing date (mm.yyyy):
Oarta npousBoactTea (MM.ITrT): 12.2023
Expiry date (mm.yyyy):
Cpok rogHoCTH (MM.ITIT): 11.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUU
c perucTpaumei B Poccuu: CEHEKCH 3i143cCu, ®PpaHuus
Particulate matter / Subvisible particles: / Hesudumbie
MexaHu4yeckune yacmuypl:
BKITHOYEHUSA
2 10 ym particles - not more than 122;:;‘{_?0#;6 /
6000/ampoule. /YacTtuuy pasmepom y
2 10 mkm — He Bonee 6000/amnyna.
2 25 ym particles - not more than g;::;ﬁoj'{';e 4
600/ampoule. / YacTtul pasmepom y
2 25 MKm — He Bonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PoacteeHHble 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 % / EquHu4Has
HengeHTUULUMpOBaHHas NPUMeECh —
He Bonee 5,0 %
Total impurities — not more than 1.9 %
13.5 %. / Cymma npumecein — He
fonee 13,5 %.
Bacterial endotoxins / Not more than 10 I.U./mL. / He 6onee | Complies / CooTeeTcTBYET
BaktepuanbHble 10 EQ/mn.
3HOOTOKCUHBI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HELPOBUOH®, pacTeop ans
BHYTpUMbIleYHoro sBeaeHus, 100 mr+100 mr+1 mr

28058493
F794

Manufacturing date (mm.yyyy):

Oata npousBoacTea (MM.ITIT):

12.2023

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

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[NpousBoguTens B COOTBETCTBUM

C peructpauuveil B Poccum:

CEHEKCH 31n43cCu, ®paHuua

Sterility / CtepunbHocTb

Must be sterile. / JomkeH ObITb

STapURALHEIN: Sterile / CrepuneH

Assay / KonndyectBeHHoe
onpefeneHve

Thiamine hydrochloride /
TuamuHa rugpoxnopug,

Pyridoxine hydrochloride /
MupugokcuHa
rmapoxnopug,

Cyanocobalamin /

LinaHokobanamuH

Potassium cyanide /
Kanusa unanng,

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % oT 3asABnEeHHOro
Konu4yecTea.

99 %

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % oT 3asBNeHHoro
KornvyecTBa.

99 %

From 95 % to 115 % of label claim. /
OT195 % o 115 % oT 3aABNeHHOro
KOnnyecTea.

109 %

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBNeHHOro
KonuyecTBa.

88 %
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C e ﬂ E)\l 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

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

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus No F794

Manufacturing date (mm.yyyy):

Hara npouzsopcrtea (MM.ITIT): 12.2023

Expiry date (mm.yyyy):

CpoK rogHoCTU (MM.TTIT): 11.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
Mpou3BoauTEnL B COOTBETCTBUMU

¢ perucrpauuen B Poccuum: CEHEKCHU 343cCu, ®panuus

Package / Ynakoska 3 mL of product in type | amber & ml ol product.intype amber
glass ampoules. Ampoule has

glass ampoules. Ampoule has one-point-cut and a marking
one-point-cut and a marking strip. strip

3 ampolliesior 10 afipoLias n.& 3 an".lpoules in a blister and a
blister and a patient information patient information leaflet in a

leaflet in a carton. /Mo 3 mn carton. / Mo 3 Mn npenapara &
npenapara B amnyny us TeMHOro :
penap yny amMnyny u3 TEMHOro ctekna

crekna tvna |. Ha amnyny Tuna . Ha amnyny HaHeceHa
HaHeceHa To4Ka pasnoma 1 : Yoy
TOYKa pasnoma u

MapKupyoLLas nonocka. S
Mo 3 amnynel unu no 10 amnyn B PEMPY ‘.
£ o . Mo 3 amnynkl B KOHTYPHOW
KOHTYPHOI S4ENKOBOIA ynaKoBke - "
AYSNKOBOIN yNaKoBKe BMECTe C

BMECTS & UHETRYXUMEN 110 MHCTPYKLMEN MO NPUMEHEHWIO B
MPUMEHEHWIO B NaYKy KAPTOHHYH.
P y Kap y naYky KapTOHHYIO.
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ce nEI\l 2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAITU3A

reating innovative

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ansi
BHYTpUMbIwWeYyHoro BBeaeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne F794

Manufacturing date (mm.yyyy):

Jata npoussoacTBa (MM.ITIT): 12.2023

Expiry date (mm.yyyy):

Cpok roqHoCcTH (MM.ITIT): 11.2026

Manufacturer according to the

reqistration in Russia: CENEXI HSC, France
MpousepoauTENnsL B COOTBETCTBUM

¢ pernctpaumei B Poccuun: CEHEKCHW 3#143cCu, ®paHuusa

According to ND. /

Labeling / Mapkuposka B cootBeTcTBUM ¢ HA.

Complies. / CooTBeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / MNpu TemnepaTtype ot 2 go 8 °C.

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

Assessment: / 3aknioveHme: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
cooTBeTCcTBYeT TpeboBaHNAM HOPMATUBHON AOKYMEHTaLuWN
Ne JICP-004589/08-130123, nameHnenue 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: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH?®, pacteop ans
BHYTpUMbILleYyHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne F794
Manufacturing date (mm.yyyy):

Hdata npoussoacTBa (MM.ITIT): 12.2023
Expiry date (mm.yyyy):

CpokK rogHocTU (MM.ITIT): 11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTBUU

c peructpauueil B Poccuun:

CEHEKCMH 3i43cCn, PpaHuus

Details regarding API used in manufacturing process of the batch:

APl Name, INN / AP| manufacturer batch APl Manufacturer Country of Mfg. /
HaumeHosanue ADC, n°, FP Manufacturer API Name / CrpaHa
MHH Eea;ﬁ: “"’c"‘::; ;;‘;";ﬁg HaumeHoBsaHue npousBoACTEa
np
ADC, Homep cepHy npouseoautens A®C
cybcTaHuMm

npoussogutena MNod
CYANOCOBALAMINE VIT | 2310291080
B12 CRYSTALLINE, 0000128928
INN: CYANOCOBALAMINE
/ LnaHokoBanamuH Egrzfli:l/l ¢F:}_‘:::NCE J FRANCE / ®paHuus
ButamuH B4z P P
KPUCTaNMMYeckun,
MHH: unaHoko6anamuH
PYRIDOXINE PH23074001C Jiangxi Tianxin
HYDROCHLORIDE 0000130661 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { UssHcu  TaHbcubb | CHINA / KuTait
MupuaokcuHa ruapoxnopug dapmackioTrkan Ko.,
MHH: nupugokcuH nrp.
THIAMINE UQ30312106
HYDROCHLORIDE 0000129728 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / OCM HyTpuwwHn Fepmatms

TuamuHa rugpoxnopug
MHH: TnamuH

MpogaxTe MBX

Date / Signature of Qualified Person/

Oata / nognuck KBanudpuUuMpoBaHHOro NUua:

Name /&0 K. Gi LepaD)

Position / JlomkHoCTb: Q

u)/f [j Aﬁ‘j_,r'—-ﬂc(_.




