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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

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

28058493
LO58

Manufacturing date (mm.yvvy):

Oarta npousBogcTBa (MM.ITTT):

12.2024

Expiry date (mm.yyyy):
CpokK rogHoCTU (MM.ITIT):

11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTesb B COOTBETCTBUU

¢ peructpauuei B Poccum:

CEHEKCH 31n43cCu, dpaHuuna

Parameter / NokazaTtenu

Specification limits / Hopmbl

Results / Peaynbratbl

Appearance / Onucaxve

Clear red solution. / [Mpo3payHbii
pacTBOp KpacHOro LseTa.

Clear red solution. /
Mpo3payHbli pacTeop
KpacHoro usera.

Identification /
MognvHHOCTL

Thiamine hydrochloride /
TwamunHa rugpoxrnopug

Pyridoxine hydrochloride
/ MnpwaokcnHa
rMapoxnopug

Cyanocobalamin /
LinaHoko6anamuH

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
YAEPXKUBAHUA OCHOBHBIX MUKOB Ha
XpomaTorpammax UCrbITyembix
pacTBOPOB AOMKHbI COOTBETCTBOBATL
BpEMeHaM yaepXuBaHUsA
COOTBETCTBYHLLMX MUKOB Ha
XpoMaTorpammax cTaHAapTHbIX
pacTBOPOB TMaMMUHA rMAPOXIopKAa,
NYPUAOKCHHA rmgpoxropuaa u

'| unaHokoBanamuHa (pazgen

«KonunyecTBeHHOE onpegeneHue).

Complies / CooTBeTcTBYET
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBUOH?®, pacTteop ans
BHYTPUMbIWEYHOro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne LO58
Manufacturing date (mm.yyyy):

fdara npousBogcTea (MM.rrrr): 12.2024
Expiry date (mm.yyyy):

Cpok ronHocTH (MM.IrTT): 11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTens B COOTBETCTBUM

C perucTpauuen B Poccuu:

CEHEKCHW 3ia43dcCu, ®paHuums

Clarity / Mpo3payHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuns npenapara He
AOMKHAa NpeBbIlLaTh onanecueHumIo
3TanoHa cpaBHeHus |.

Complies / CooTBeTtcTByeT

Color / LieTHocTh

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / Ucnibityemelin
pacTeop omkeH ObiTb OKpalleH He
MEeHee UHTEHCUBHO, YeM
CTaHZ4apTHLIA pacTeop 1, U He Gonee
WHTEHCWBHO, YeM CTaHAAPTHbLIN
pacteop 2.

Complies / CooTBeTcTBYET

Refraction index n2°/ From 1.345t0 1.349/ 011,345 00 | 1.348
MNokasartenb 1,349

npenomMneHunsi n3°

Relative density d29 / From 1.019t0 1.023./0711,019 g0  |1.021
OTHocuTenbHasn 1,023.

MNNoTHOCTbL d3)

pH/pH From 3.7t04.2. / 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 AHAJIU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENLPOBWOH®, pacTeop ans
BHYTpuUMbIwWeyHoro BBeaexuns, 100 mMr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne LO58
Manufacturing date (mm.yyyy):

HNaTta npousBoacTBa (MM.ITIT): 12.2024
Expiry date (mm.yyyy):

CpoK rogHoCTH {MM.ITTT): 11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoguTens B COOTBETCTEBUMN

c perucTpauuein B Poccuu:

CEHEKCHU 31n43cCun, ®paHumn

Particulate matter /
MexaHundeckue
BKIIOYEHWA

Subvisible particles: / Hesudumsie
yacmuuybi:

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

2 25 um particles - not more than
600/ampoule. / Hactuy pasmepom
2 25 MkMm — He Bonee 600/amnyna.

116/ampoule /
116/amnyna

1/ampoule /
1/amnyna

Related substances /
PopgcTtBeHHble npyuMecK

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EanHnyHas
HenaeHTUULMPOoBaHHasA NPUMECH —
He 6onee 5,0 %

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

0.8 %

0.3%

1.8%

Bacterial endotoxins /
BakrepuanbHble
SHOOTOKCUHbI

Not more than 10 I.U./mL. / He 6onee
10 E3/mn.

Complies / CooTsetcTByeT
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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 / HELPOBUOH®, pacteop ana
BHYTpUMbIWeyHoro BeeaeHusi, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus No LO58
Manufacturing date (mm.yyyy):

Oarta npousBoacTea (MMm.rrrT): 12.2024
Expiry date (mm.yyyy):

Cpok roaHocTy (MM.rrTr): 11.2027

Manufacturer according to

the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTRETCTBUMN

€ perncrpauuven B Poccuu:

CEHEKCHW 3nu3cCu, PpaHuusn

Sterility / CtrepunbHocte | Must be sterile. / JomkeH 6biTb
CTEPUNbHBLIM.

Sterile / CtepuneH

Assay / KonuyecteeHHoe
onpefeneHne

Konu4yecTtea.

Thiamine hydrochloride /|From 93 % to 105 % of label claim./ | 100 %
TuamuHa rugpoxnopug | OT 93 % no 105 % oT 3asiBNEHHOro
KOnn4yecTea.

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

MupnaookcuHa Ot 94 % po 105 % oT 3asABNEeHHOro

rmgpoxnopun, Konu4ecTea.

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

LinaHokoBanamuH Ot 95 % no 115 % ot 3asBneHHoro
KOnvYecTEa.

Potassium cyanide / Not more than 100 % of label claim. / |91 %

Kanusa unaxHng He Gonee 100 % oT 3afBneHHOro
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CEﬂE)‘\' 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWUOH®, pacTeop ans

BHYTpUMbILeYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne LO58
Manufacturing date (mm.yyyy):
Oata npouseoacTBa (MM.ITIT): 12.2024
Expiry date (mm.yyyy):
Cpok roaHocT (MM.ITIT): 11.2027
Manufacturer according to the
registration in Russia: CENEXI HSC, France
lMpouzBoauTens B COOTBETCTBUM
c perucTpauuven B Poccuu: CEHEKCWU 31u43cCu, ®paHuma
; 3 mL of product in type | amber
Package / YnakoBka 3 mL of product in type | amber glass ampoules. Ampoule has

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 u3 TemHoro ctekna tuna l.
Ha amnyny HaHeceHa To4ka
pasnoma v MapkupyoLlas
rionocka.

Mo 3 amnynbl unu no 10 amnyn B
KOHTYPHOW A4ENKOBOWN YnaKkoBKe
BMECTE C UHCTPYKLMEN no
NMPUMEHEHWIO B NMaYKy KapTOHHYIO
C KOHTpONeM NepBoro
BCKpbITUA (Nepdopaument).

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 npenaparta B aMmnyny
13 TeMmHoro ctekna tuna l. Ha
amnyny HaHeceHa Touka
pasnoma u Mmapkupylowas
nornocka.

Mo 3 amnyrbl B KOHTYPHOMN
AYEKOBON yraKoBKe BMecTe C
WHCTPYKLUEN MO NPUMEHEHWIO B
Na4ky KapTOHHYIO €
KOHTpOneM nepeoro
BCKpLITUA (Nnepdopaumneit).
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Ce ﬂ E)\I 2 rue Louis Pasteur

innovative partnerships 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINT3A
Product: / Npoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEWUPOBUOH®, pacTeop ans
BHYTpUMGIIIEeYHOro sBeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne LO58

Manufacturing date (mm.yyyy):

Oata npousBoacTea (MM.rrrr): 12.2024

Expiry date (mm.yyyy):

Cpok rogHocTy (MM.FTIT): 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lNpoussoauTens B COOTBETCTBUM

C peructpauuen B Poccuu: CEHEKCHW 2i43cCu, ®paHuun

According to ND. /

i
Labeling / Mapkuposka B cooteetcTaumM ¢ HA.

Complies. / CooTBeTCTBYET.

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

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

Assessment: / 3akniouyeHue: 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
TpeboBaHUAM HopMaTuBHOW AokymeHTauum Ne JICP-004589/08-
130123, nameHeHune Ne 1 ot 10.05.2023, uameHeHnue Ne 2 ot
14.11.2023.
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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 / HEMPOBUOH?®, pacteop ans

BHYTpPUMbIWeY4Horo BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepua Ne LO58
Manufacturing date (mm.yyyy):

JdaTta npousBogcTBa (MM.ITIT): 12.2024
Expiry date (mm.yyyy):

CpoK rogHocTH (MM.ITrT): 11.2027

Manufacturer according to the

registration in Russia:
MpousBoauTenb B COOTBETCTBUMN

c peructpauuen B Poccum:

Details regarding API used in manufacturing process of the batch:

CENEXI HSC, France

CEHEKCHW 3in4y3cCu, PpaHuun

API Name, INN / API manufacturer batch API Manufacturer Country of Mfg. /
HaumenoBanue A®C, | n°, FP Manufacturer API Name / CtpaHa
MHH Batch number / Homep HaumeHoBaHue npousBoAcTBa
cepuv npousBoguTens
A®C, Homep cepun npoussogutena APC
cyb6ecTaHumm

npousBogutens Mo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2311962457
INN: CYANOCOBALAMINE | 0000132237
/ LnanokoBanamuH 2412410840 E:L%}:FI,':M ng;ﬁ:NCE "'| FRANCE/ ®paHuus
BuramuH Bi2 0000134916
KpucTannu4yeckui,
MHH: yunaHokobanamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / { LUsaHcn  TaHbcuHb | CHINA / Kutait
MupuaokcrHa ruapoxnopua dapmackroTiKan Ko.,
MHH: nupnaokcuH Nra.
THIAMINE UQ30312153
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / OCM HyTpuwHn re

pMaHu

TwamuHa rugpoxnopus Mpoaakrc MGX /7
MHH: TvamuH

Date / Signature of Qualified Person/
Oara / noanuck kBanudpULUNPOBaHHOro nNuua:

O ] B, Jo 2D

Name / ®.1.0.. L/C}'A\'LLA@')

I

24

o

Position / lomxHoce: C/"J >bonl Cufﬁ‘j {

/
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|
- —
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