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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®OUKAT AHATTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacteop ans
BHYTpuMbIWeYyHoro BeBegeHus, 100 mr+100 mr+1 mr

28058493
F795

Manufacturing date (mm.yyyy):

NaTta npousBoacTBa (MM.ITIT):

12.2023

Expiry date (mm.yyyy):

Cpok rogHOCTH (MM.ITTT):

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTenbL B COOTBETCTBUMN

C perucTpauuvein B Poccum:

CEHEKCW 3443cCu, ®panHuus

Parameter / Nokazatenu

Specification limits / Hopmbi

Results / Peaynkrathl

Appearance / OnucaHue

Clear red solution. / MNMpo3payHbIi
pacTBOp KpacHOro LeeTa.

Clear red solution. /
Mpo3padHbIi pacTeop
KpacHoro ugeTa.

Identification /
MoanuHHOCTE

Thiamine hydrochloride /
TuamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupngokcunHa
ruapoxnopua

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
YOEPKMBAHUS OCHOBHBIX MUKOB Ha
XpomaTorpammax UcrbITyeMbiX
pPacTBOPOB A0MKHEI COOTBETCTBOBATL
BpEMEHaM yAePKUBaHUSA
COOTBETCTBYHOLLMX MUKOB Ha
XpomaTorpamMmmax CTaHAapTHbIX
pacTBOPOB TUaAMMHA ruapoxnopuaa,
NYPUAOKCHUHA ruapoxrnopuaa u
umaHokobanamuHa (pasgen
«Konn4yecTBeHHOe onpeaeneHue»).

Complies / CooTBeTCcTBYET
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SAP-Code: / Koo SAP:
Batch no.: / Cepus Ne
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacteop ans
BHYTpUMbIWeyHoro eseaeHus, 100 mr+100 mr+1 mr

28058493
F795

Manufacturing date (mm.yyyy):
Harta npousBoAcTBa (MM.ITIT): 12.2023

Expiry date (mm.yyyy):
Cpok ronHOCTU (MM.IrrT):

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoaouTens B COOTBETCTBUMU

C perucrtpauven B Poccuu:

CEHEKCHW 3#43cCn, PpaHuusa

Clarity / Mpo3pauHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuna npenapara He
AOMKHa NPEBLILATL OnanecueHUuio
aTanoHa cpaBHeHus |.

Complies / CooTBeTcTByeT

Color / LipeTHocTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemblii
pacTBOp [OMKEH BbiTb OKpalLeH He
MEeHee UHTEHCUBHO, YeM
CTaHfapTHbIV pacTeop 1, n He Gonee
WHTEHCWBHO, YeM CTaHL4aPTHbI
pacTeop 2.

Complies / CooTBetcTByET

Refraction index n3°/ From 1.34510 1.349/011,345 00 | 1.348
MokaszaTens 1,349

npenomnexus n3°

Relative density d23 / From 1.019t01.023. /071,019 g0 [1.021
OTHocuTenbHas 1,023.

NNOTHOCTb d3]

pH / pH From3.7t04.2./O1 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 AHAJTTU3A

Product: / Mpoaykr:

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

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F795
Manufacturing date (mm.yyyy):

HaTta npou3BogcTBa (MM.ITIT): 12.2023
Expiry date (mm.yyyy):

CpoK roaHocTU (MM.ITIT): 11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTenb B COOTBETCTBUU

c peructpaumei B Poccuu:

CEHEKCW 3143cCu, ®paHuus

Particulate matter /
MexaHu4yeckue
BKITIOMEHUA

Subvisible particles: / Hesudumbie
yacmuuyb!:

2 10 ym particles - not more than
6000/ampoule. /YacTtuy pasmepom
= 10 mkm — He Bonee 6000/amnyna.

2 25 ym particles - not more than
600/ampoule. / Hactuy pasmepom
2 25 Mkm — He Gonee 600/amnyna.

170/ampoule /
170/amnyna

6/ampoule /
6/amnyna

Related substances /
PogcTeeHHbIE npumMmecu

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EauHn4Has
HengeHTuduUMpoBaHHasa NpUMech —
He Bornee 5,0 %

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

0.6 %

0.5%

2.0%

Bacterial endotoxins /
BakTepuanbHble
3H0TOKCUHLI

Not more than 10 |.U./mL. / He Gonee
10 E3/mn.

Complies / CootseTcTBYET




cenexi

g innovative partnerships

Page 4 of 7/ Ctpannuya 4 us 7

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Npoaykr:

SAP-Code: / Kon SAP:
Batch no.: / Cepusi No

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTteop ans
BHYTpUMbIlWIeYHOro BBegeHus, 100 mr+100 mr+1 mr

28058493
F795

Manufacturing date (mm.yyyy):

Oarta npousroacTea (MM.rrrIT):

12.2023

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.IrrT):

11.2026

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

MpouzBoaUTENnsL B COOTBETCTBUM

€ perncrpaumei B Poccum:

CEHEKCHW 3in43cCu, ®PpaHuus

Sterility / CtepunbHocTb

Must be sterile. / JomxeH ObITb
CTEPUIbHBIM.

Sterile / CtepuneH

Assay / KonuyecTteeHHoe
onpegenexHue

Thiamine hydrochloride /
TwamuHa ruapoxnopug

Pyridoxine hydrochloride /
MupupokcuHa
ruapoxrnopva

Cyanocobalamin /

LinaHokoBanamuH

Potassium cyanide /
Kanusa unanup

From 93 % to 105 % of label claim. /
Ot 93 % po 105 % oT 3aABNeHHoro
KONnU4ecTBa.

From 94 % to 105 % of label claim. /
Ot 94 % po 105 % oT 3aABNEHHOro
Konu4yecTtsa.

From 95 % to 115 % of label claim. /
Ot 95 % po 115 % oT 3aABnNeHHoro
Konu4ecTBa.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asiBNeHHOro
Konu4yecTsa.

99'%

98 %

109 %

88 %
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C e n e )\ | 2 rue Louis Pasteur
14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTPUMbIWweYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusi Ne F795

Manufacturing date (mm.yyyy):

Hara npousBoacTBa (MM.IIrT): 12.2023

Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITIT): 11.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpoussoauTenb B COOTBETCTBUMU

c perucTpauuvein B Poccum: CEHEKCHW 3i143cCu, ®paHuus

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

glass ampoules. Ampoule has pptnne. -
one-point-cut and a marking strip. (s)tr;iTJ pRini-EUL iald marking

3 ampoules or 10 ampoules in a ; y
blister and a patient information 5 a!'npolules na Dlfster a”q a
patient information leaflet in a

leaflet in a carton. /Mo 3 mn carton. / Mo 3 MA NDenapaTa B
npenaparta B amnyny u3 TeMHOro ‘ penap
amnyny u3 TEMHOro cTekna

crekna Tuna |. Ha amnyn
yny Tvna |. Ha amnyny HaHeceHa
HaHeceHa To4yka pasnomMa u
TOYKa pasnoma u

MapkupytoLasa nonocka.
MapKupytoLLlas nonocka.
Mo 3 amnynel unu no 10 amnyn B Mo 3 aMnyribl B KOHTYPHOI

KOHTYPHOWM SIYEKOBOI YNaKkoBke X 4
yp y AYeKoBOW ynaKoBKe BMECTE C

BMECTe C UHCTPYKLME no -
VHCTPYKLMEN MO NPUMEHEHWIO B
MPUMEHEHWIO B NaYKy KapTOHHYIO.
nadky KapTOHHYIO.
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CenEI\l 2 rue Louis Pasteur
creating innovative partngrshiss 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH?®, pacteop ans
BHYTpUMbie4yHoro BeegeHus, 100 Mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusi Ne F795

Manufacturing date (mm.yyvyy):

Oata npousBoacTBa (MM.ITIT): 12.2023

Expiry date (mm.yyyy):

CpoK rogHoCTH (MM.rrrr): 11.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[MpousBoguTEnt B COOTBETCTBUU

Cc peructpauunen B Poccum: CEHEKCH 3inu3dcCu, ®paHumn

According to ND. /

Labeling / Mapkuposka B cooTseTtcTBum ¢ HA.

Complies. / CooTBeTCTBYET.

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

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

Assessment: / 3akniouenue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
cooTBeTCTBYeT TPeboBaHMAM HOPMATUBHON AOKYMEHTaLMK
Ne JICP-004589/08-130123, usmeneHune 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: / Npoaykr:

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

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

28058493

F795

Manufacturing date (mm.yyyy):

gaTa npousBoacTea ‘MM.I'ITT)I

12.2023

Expiry date (mm.yyyy):

Cpok rogHoCTW (MM.ITIT):

11.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[poussoguTens B COOTBETCTBUM

¢ peructpauvein B Poccum:

CEHEKCW 2143cCun, ®paHuns

Details regarding API used in manufacturing process of the batch:

API Name, INN / APl manufacturer batch API Manufacturer Country of Mfg. /
HanmeHoBaHue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH Batch number / Homep HaumeHoBaHue npousBoAcTBa
cepuu NpousBoaUTENA
ABC: HOMG[ i npoussoautens A®C
cybcTaHumMm
npoussogutensa Mo

CYANOCOBALAMINE VIT | 2310291080
B12 CRYSTALLINE, 0000128928
INN: CYANOCOBALAMINE
/ LnaHokobanamuH 2311842231 E:;F)%?\T‘:M ¢EaR:::NCE / FRANCE / ®paHLus
Butamu Biz 0000131441
KpUCTannmyeckun,
MHH: unanokobanamuH
PYRIDOXINE PH23074001C Jiangxi Tianxin
HYDROCHLORIDE 0000130661 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / / Ussancu  TaHbcuHb | CHINA / KuTait
MupuaokcuHa rnapoxnopus dapmackoTuKan Ko.,
MHH: nupugokcuH Jito.
THIAMINE UQ30312106
HYDROCHLORIDE 0000129728 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / ICM HytpuwHn Fepmanms
TuamuHa rugpoxnopug Mpogaxkrc MmeX
MHH: TuamuH /

Date / Signature of Qualified Person/ 0 ) g k

Hata / nognucb KBanudpuLMpoBaHHOIO NUua: ALO ‘M,ffl RS o B -— _

Name/®MO. /T o> (

Position / lomKHOCTb: '

e Qe Bsoncs g
A\



