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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative part

Product: / Mpoaykr:

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacTeop ans
BHYTpUMbIiWweYyHoro BBegernus, 100 mr+100 mr+1 mr

28058493
E924

Manufacturing date (mm.yyyy):

Hata npousBoacTaea (MM.ITIT):

06.2022

Expiry date (mm.yyyy):
Cpok rogHocTy (MM.Irrr):

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpounssoauTenk B COOTBETCTBUU

c pervcTpauueli B Poccuu:

CEHEKCU 3143cCu, ®paHuyusn

Parameter/ Noka3aTenu

Specification limits / Hopmebli

Results / PeaynbTarhl

Appearance / Onucaxue

Clear red solution. / [Npo3pa4HbIi
pacTBOp KpacHOro useta.

Clear red solution. /
Mpo3payHklin pacTeop
KpacHoro upeTta.

Identification /
MognuHHOCTL

-Thiamine hydrochloride /
TuamuHa rugpoxnopug

-Pyridoxine hydrochloride
/ MupuaokcuHa
rugpoxnopua,

-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
YOEPXUBAHWA OCHOBHBIX NMWKOB Ha
XpomMaTorpamMmmax UCrblTyemMblX
pacTBOPOB AOMKHLI COOTBETCTBOBATL
BpeMeHaMm yaepxusaHus
COOTBETCTBYIOLMX NUKOB Ha
XpomMaTorpammax cTaHAapTHbIX
pacTBOpPOB TMAMUHA rMAPOXNopuaa,
nMpuAoKCHHa rmapoxnopuaa u
UmnaHokobanamuHa (pasgen
«KonuyecteeHHoe onpeaeneHune»).

Complies / CootsetcTeyeT
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr:

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

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

28058493
E924

Manufacturing date (mm.yyyy):

OaTta npov3soacTBa (MM.ITIT):

06.2022

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

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpounsgoauTens B COOTBETCTBUHA

c peructpauuen B Poccuu:

CEHEKCHW 2in43cCu, PpaHuyms

Clarity / NMpo3pa4HocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuus npenapara He
LOMKHa NpesBLIWaTth onanecueHumo
3TanoHa cpasHeHus |.

Complies / CooTBeTcTByeT

Color / LiBeTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / Mpenapat
nomkeH BbiTb OKpalleH He MeHee
WHTEHCWBHO, YeM CTaHAapTHEINA
pacteop 1, u He 6onee UHTEHCUBHO,
Yyem cTaHAapTHLIA pacTeop 2.

Complies / CooTsetcTByeT

Refraction index n3°/
Mokasarenb
npenomnexus n3°

From 1.345t0 1.349 /07 1,345 no
1,349

1.348

Relative density d23 /
OTHocuTenebHan
nnoTHocTb d29

From 1.019 to 1.023. /Ot 1,019 go
1,023.

1.021

pH / pH

From 3.7t0 4.2. / OT 3,7 o 4,2.

3.9

Anne-Sophie BLANC
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Product: / Mpoaykr:

SAP-Code: / Kog SAP:
Batch no.: / Cepusa Ne
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIN3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOEWOH®, pactesop ans
BHYTpUMbIWeyHoro BeegeHusa, 100 mr+100 mr+1 mr

28058493
E924

Manufacturing date (mm.yyyy):

QaTa npow3BoAcTEa (MM.IITr): 06.2022

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

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Hpoussogurenb B COOTBETCTBUU

¢ peructpauven B Poccuu:

CEHEKCM 3i43cCu, ®panumsi

Particulate matter /
MexaHu4veckue
BKMKOYEHUA

Subvisible particles: / Hesudumbie
yacmuyb!:

2 10 ym particles - not more than
6000/ampoule. /Yactuy pasmepom
2 10 MKm — He Bonee 6000/amnyna.

= 25 ym particles - not more than
600/ampoule. / Yactuy paamepom
= 25 MKkm — He Bonee 600/amnyna.

43/ampoule / 43/amnyna

1/ampoule / 1/amnyna

Related substances /
PoacTteeHHbIe NpuMech

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHra:

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

Single unidentified impurity — not
more than 5.0 % / EguHuiHas
HeungeHTUhULMpoBaHHasa NpumMeck —
He Bonee 5,0 %

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

0.6 %

0.3%

2.0%

Bacterial endotoxins /
BakrepuanbHble
3HAOTOKCUHbI

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

Complies / CooTsetcTByeT
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2 rue Louis Pasteur

14200 Herouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWUOH®, pacteop gns
BHYTPUMbILWeYyHoro BBegeHus, 100 mr+100 mr+1 mr

28058493
E924

Manufacturing date (mm.yyyy):

Hara npousBogcrTea (MM.ITIT):

06.2022

Expiry date (mm.yvyyy):
Cpok rogHocTy (MM.ITIT):

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpoussogutens B COOTBETCTBUM

c peructpauuei B Poccuu:

CEHEKCHW 2@43cCu, ®paHuun

Sterility / CtepunbHOCTb

Must be sterile. / JomikeH 6biTh
CTEPUNIBHBIM.

Sterile / Crepunenx

Assay / KonuyecTteeHHoe
onpegeneHue

Thiamine hydrochloride /
TuamuHa rugpoxnopua

Pyridoxine hydrochloride /
MupugokcuHa
rmgpoxnopnga

Cyanocaobalamin /
LnaHokoBanamuH

Potassium cyanide /
Kanusa uwaHng

From 93 % to 105 % of label claim. /
O71 93 % no 105 % ot 3asBneHHoro
Konu4ecTsa.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % ot 3anBneHHoro
KonuyecTsa.

From 95 % to 115 % of label claim. /
O1 95 % po 115 % oT1 3aABNEeHHOoro
Konuyectea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asABNeHHOro
KonuyecTsa. ‘

98 %

99 %

110 %

79 %
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH®, pacteop ans
BHYTpUMEBIWeYHoro Beegenus, 100 mr+100 mr+1 mr

28058493
E924

Manufacturing date (mm.yyyy]:

Harta npousBogcrea (MM.ITIT):

06.2022

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr):

05.2025

Manufacturer according to the

registration in Russia:

npon_sso,qmen b B COOTBETCTBUMU

Cc peructpauuen B Poccuu:

CENEXI HSC, France

CEHEKCHU 3i43cCu, ®paHuusa

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. /Mo 3 mn
npenapara B amnyny u3 TemMHoro
ctekna tuna |. Ha amnyny
HaHeceHa TOYKa pasnomMa u
MapkupytoLaa nosnocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW S14eiKOBOR YNakoBKe
BMECTe C MHCTPYKUWER no

NPUMEHEHUIO B NaYKy 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 leafiet in a
carton. / o 3 mn npenapara 8
amnyny n3 TEMHOro cTekna
Tuna l. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupyoLLas nonocka.

Mo 3 amnynbl B KOHTYPHON
A4eKOBOIA YMaKOBKE BMECTE C
WHCTPYKLUWEN N0 NPUMEHEHMIO B
navky KapTOHHYIO.
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C e ﬂ e }\ | 2 rue Louis Pasteur
creating innowitive BArtRRIships 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pactesop ans
BHYTpUMBIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne E924

Manufacturing date (mm.yyyy):

Oata npoussogcTBa (MM.Irrr): 06.2022

Expiry date (mm.yyyy):

Cpok rogHocTh (MM.Irrr): 05.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpouzBoguTent B COOTBETCTBUMN

c peructpauuei B Poccuu: CEHEKCU 3i43cCu, ®paHuus

Labeling / Mapknpogka According to ND. /
B cootsetctam ¢ HA. Complies. / CooTseTcTayer.

Storage / XpaHeHwne At the temperature from 2 to 8 °C. / Npu TemnepaType oT 2 fo 8 °C.

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

Assessment: / 3akntouyenune: The batch complies with the specification according to ND JICP-
004589/08-141221 / Cepus cooTtBeTcTBYET TpeboBaHUAM
HopmaTtueHoW gokymeHTauum Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/
Oarta / nognuck KBanuULUMPOBaHHOIO NMua:

Name / ©.1.0.:

Position / JomxHocTs: Anne-Sophie BLANC
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