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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

¢reating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pactBop ans
BHYTpUMbIweYyHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493
F945

Manufacturing date (mm.yyyy):

Harta npousBoacTBa (MM.ITIT):

09.2024

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

08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

nDOHSBOEHTEJ'Ib B COOTBETCTBUU

c perucTpauueil B Poccuu:

CEHEKCHW 3it43cCu, ®paHuua

Parameter / NMokasatenu

Specification limits / HopMbl

Results / PesyneTtathl

Appearance / OnucaHue

Clear red solution. / lNpo3payHbiii
pacTBOp KpacHOro Lpera.

Clear red solution. /
[Mpo3payHbIil pacTeop
KpacHoro usera.

Identification /
MoanMHHOCTL

Thiamine hydrochloride /
TwamuHa rugpoxnopug

Pyridoxine hydrochloride
/ MupuaokcuHa
rugpoxnopua

Cyanocobalamin /
LinaHokoBGanamuH

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
YAEPXUBaHWA OCHOBHBIX MUKOB Ha
XpomaTtorpammax UcrbiTyembIx
pacTBOPOB AOSPKHLI COOTBETCTBOBATH
BpEMeHaM yaepXuBaHus
COOTBETCTBYIOLLUX MUKOB Ha
XpoMaTorpammax cTaHaapTHbIX
pacTBOpOB TMAMUHA rmapoxnopuaa,
nMpuOoKCHHa rugpoxnopuaa u
unaHokobanamuHa (pasgen
«Konu4yecteeHHoe onpegeneHunes).

Complies / CooTtBetcTayeT
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUDOUKAT AHATNTN3A

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

SAP-Code: / Koo SAP: 28058493
Batch no.: / Cepus No F945
Manufacturing date (mm.yyyy):

Oata npou3soacrea (MM.ITIT): 09.2024
Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr): 08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

I'Ipouaaogmenb B COOTBETCTBUMU

C peructpauuven B Poccuu:

CEHEKCHW 3i43cCn, dpaHuma

Clarity / MNpo3apayHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |I. /
OnanecueHuus npenapara He
LOMKHA NPeBbIWaTh onanecueHuuo
aTanoHa cpaBHeHus .

Complies / CooTtBeTcTBYET

Color / LieeTHocTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnkiTyemblid
pacTBop AOMKeH ObITh OKpaLUEH He
MEHEE UHTEHCUBHO, YEM
cTaHAapTHbIl pacTeop 1, u He Gonee
WHTEHCUBHO, YEM CTaHAapTHbIN
pacTeop 2.

Complies / CooteeTCcTBYET

Refraction index n3°/ From 1.34510 1.349/ 071,345 o 1.348
Mokazatensb 1,349

npenomneHuns n3°

Relative density d39 / From 1.019t01.023./071,01900 [1.021
OTHoCcUTENbHas 1,023.

MAoTHOCTL d29

pH / pH From 3.7t04.2./O1 3,7 oo 4,2. 3.9
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creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBEWUOH®, pacteop ans
BHYTpUMbIWeYyHoro BeepeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F945
Manufacturing date (mm.yyyy):
Oarta npousBoacTBa (MM.IIIT): 09.2024
Expiry date (mm.yyyy):
CpoOK roqHoCcTH (MM.ITIT): 08.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MNpousBoguTenL B COOTBETCTBUM
¢ perucrtpauuei B Poccuu: CEHEKCH 3in43cCu, ®paHuua
Particulate matter / Subvisible particles: / Hegudumsie
MexaHuyeckue yacmuuybi:
BKIIOYEHUA
2 10 ym particles - not more than ggzmﬁoﬁf J
6000/ampoule. /YacTuy pazamepom Y
2 10 mkMm — He Bonee 6000/amnyna.
2 25 um particles - not more than 3/ampaule
3/amnyna

600/ampoule. / YacTuy pasmepom
2 25 MKMm — He Gonee 600/amnyna.

Related substances / Cyanocobalamin impurities: /
PogcteeHHble npumecn | lpumecu yuaHokobanamuHa:

UDP 17 — not more than 7.0 %. / 0.6 %
UDP 17 — He 6onee 7,0 %.

Single unidentified impurity — not 0.4 %
more than 5.0 % / EauHn4Hasn
HengeHTUULUMPOBaHHaA NPUMECh —
He Gonee 5,0 %

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

Bacterial endotoxins / Not more than 10 I.U./mL. / He 6onee | Complies / CooTtBetcTByeT
BakTepuanbHbie 10 E3/mn.
3HO0TOKCUHbI
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexl

partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr:

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

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne F945
Manufacturing date (mm.yyyy):

Oata npounzsoacTea (MM.ITIT): 09.2024
Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITIT): 08.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpousBoauTens B COOTBETCTBUU

C perucrtpauuven B Poccuu:

CEHEKCW 3#143cCu, PpaHums

Sterility / CtepunbHocTh

Must be sterile. / JomkeH GbiTb
CTEPWUNbHBLIM.

Sterile / CtepuneH

Assay / KonnyecteeHHoe

Kanus unanng

He 6onee 100 % oT 3asABneHHOro
KonuyecTea.

onpeaenexue

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

Tuamura rugpoxnopus | OT 93 % Ao 105 % oT 3asBneHHoro
KonunyecTBa.

Pyridoxine hydrochloride / | From 94 % to 105 % of label claim./ [100 %

MupupokcuHa O1 94 % po 105 % oT 3asBneHHoro

ruapoxnopua konuyecTea.

Cyanocobalamin / From 95 % to 115 % of label claim./ [110 %

LinaHokoBanamuH OT1 95 % po 115 % ot 3aABneHHoro
KonuyecTBa.

Potassium cyanide / Not more than 100 % of label claim./ |86 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pacteop ans
BHYTpUMLIWe4Horo BeeaeHus, 100 mr+100 mr+1 mr

28058493
F945

Manufacturing date (mm.yyyy):

OdaTta npouseofcrtea (MM.FITT):

09.2024

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

08.2027

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

Flgouaao,gwrenb B COOTBETCTBUUN

c perucrpauuent B Poccum:

CEHEKCH 3iu3cCu, ®paHuuma

Package / Ynakoska

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 with first
opening control (perforation
line). / Mo 3 mn npenapara B
amnyny us TeMHoro cTekna Tuna .
Ha amnyny HaHeceHa Todka
pasnoma u MapkupytoLlas
nornocka.

Mo 3 amnyne! unu no 10 amnyn B
KOHTYPHOW AYEiKOBON ynakoBke
BMECTE C MHCTPYKUMER no
NPUMEHEHUIO B NaYKy KapTOHHYIO
C KOHTpPOJiEM NepBoOro
BCKpLITUA (Nnepdopaumei).

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 with first opening
control (perforation line). /
Mo 3 mn npenapata B aMnyny
13 TemHoro crekna Tuna l. Ha
amnyny HaHeceHa To4ka
pasnoma v MapkupytoLlas
rnonocka.

Mo 3 amnynel B KOHTYPHOIA
AYeliKoBON yNnakoBKe BMecTe C
WHCTPYKUMEW NO NPVMEHEHWUIO B
nayvky KapTOHHYIO €
KOHTpONeM nepsoro
BCKpbITUA (Nnepcdopaumneii).
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop gns
BHYTpUMbILIeYHoro seeaeHun, 100 mr+100 mr+1 mr

SAP-Code: /| Kon SAP: 28058493

Batch no.: / Cepus Ne Fo945

Manufacturing date (mm.yyyy):

Qata npousBogcrea (MM.ITIT): 09.2024

Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITTT): 08.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUM

C perncTpaumein B Poccum: CEHEKCHU 3iu3cCu, ®paHums

According to ND. /

Labaling / Mapkuposya B cootseTtcTeum c HL.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / MNpu Temnepatype ot 2 o 8 °C.

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

Assessment: / 3akntoyenue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepus cootBeTcTBYET
TpeboBaHnAM HOpMaTUBHOW AokymeHTauun Ne JICP-004589/08-
130123, nameHeHne Ne 1 ot 10.05.2023, nameHenune Ne 2 oT
14.11.2023.
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creatin vative rships

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH®, pactBop Ans
BHYTpUMLILWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepus Ne F945

Manufacturing date (mm.yyyy):

Oara npoussogcrTea (MM.ITIT): 09.2024
Expiry date (mm.yyyy):
CpoK rogHocTH (MM.TTIT): 08.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoouTens B COOTBETCTBUU

¢ peructpauueii B Poccum: CEHEKCMH 3i1ydcCu, ®PpaHumus

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

API Name, INN / API manufacturer batch APl Manufacturer Country of Mfg. /
Haumenosanune A®C, | n° FP Manufacturer API Name / CrpaHa
MHH Batch number / Homep HaumeHoBaHue NpoOU3BOACTBa

cepuu npoussoauTens "
A®C, Homep cepun npounspoautensa A®

cybcTaHuum
npousBogutens Mo

CYANOCOBALAMINE VIT

B12 CRYSTALLINE, 2311421322
INN: CYANOCOBALAMINE | 0000131595
{3 LnaHokobanamuH E:;%Q\T':M QEaRIﬁ:NCE / FRANCE / ®paHuus
uTamuH Bz
KpucTannuyeckui,
MHH: uwanokoGanamuH
PYRIDOXINE PH23114014C Jiangxi Tianxin
HYDROCHLORIDE 0000133516 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / / UasaHcn  TsanbcuHb | CHINA / Kutai
MupugokcuHa ruapoxnopua dapmacbkloTyKan Ko.,
MHH: nupuaoKcuH Jita.
THIAMINE UQ30612192
HYDROCHLORIDE 0000132941 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ACM HyTpuwnn re
pmaHus
TuamuHa rugpoxnopua Mpogakrc MBX

MHH: TuamuH ﬁ

Date / Signature of Qualified Person/ 4%/4
Dara / nognuck kBanudUUMpoBaHHOTO NUUa: OLI QCT Jol4

Name / ®.1.0.: /C P LD - (—///

Position / [JomKkHOCTb: Olg( Fo g ((LJ FJ‘?\)




