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Product: / Mpoaykr:

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

Page 1 of 6 / Ctpanuua 1 u3 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWOH®, pacteop ana
BHYTpUMbIWweYHoro BBegeHud, 100 mr+100 mr+1 mr

28058493
E898

Manufacturing date (mm.yyyy):

Larta npoussofAcTBa (MM.IIIT):

06.2022

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

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouasBoauTens B COOTBETCTBUU

¢ peructpauuen B Poccuu:

CEHEKCU 3i1u3cCu, ®paHuus

Parameter / MNokazatenu

Specification limits / HopMbl

Results / Pe3ynbTtaThl

Appearance / OnucaHue

Clear red solution. / Mpo3pa4HbIi
pacTBOp KpacHOro ugera.

Clear red solution. /
Mpo3payHblii pacTeop
KpacHoro useta.

Identification /
MNognuHHOCTL

-Thiamine hydrochloride /
TuamuHa rugpoxnopug

-Pyridoxine hydrochloride
/ MupnpokcuHa
rMapoxnopvg

-Cyanocobalamin /
Linanoko6anamuH

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
yaepX1UBaHUA OCHOBHbLIX NWKOB Ha
XpomMarorpaMmMax 1cnbITyembIx
pacTEOpOB JOMHbI COOTBETCTBOBATL
BpeMeHam yaepxuBaHus
COOTBETCTBYHOLMX MUKOB Ha
XpomaTorpaMmax cTaHgapTHBIX
pacTBOPOB TMAMWMHA rMAPOXMopuaa,
NUpUAOKCWMHA rngpoxnopuaa n
unaHokobanamuHa (pasaen
«KonuyecTteeHHoe onpeaeneHuer).

Complies / CootsetcTByeT
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Product: / Mpoayir:

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

Page 2 of 6 / CTpaHuua 2 uz 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTUD®UKAT AHATNU3A

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOH®, pacteop ans
BHYTPUMbIWwe4yHoro seegeHus, 100 mr+100 mr+1 mr

28058493
E898

Manufacturing date (mm.yyyy):

Hata npoussogcTBa (MM.ITIT): 06.2022

Expiry date (mm.yvyy):
Cpok rogHocTu (MM.rrrr):

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

[Mpou3BoauTENL B COOTBETCTBUMU

Cc peructpauuven B Poccuu:

CEHEKCH 3i1u3cCu, ®paHyun

Clarity / MNpo3pa4yHocTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuua npenaparta He
AOMKHa NpeebilwaTh ofnanecLeHUmo
3TanoHa cpaBHeHus .

Complies / CooTeeTcTByeT

Color / LiseTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / MNpenapat
JorkeH BbITb okpalleH He MeHee
WHTEHCUBHO, YeM CTaHaapTHbINA
pacTteop 1, 1 He 6onee NHTEHCKBHO,
YeM CTaHAapTHLIN pacTeop 2.

Complies / CooTsercTayer

Refraction index n3%/ From 1.345to 1.349 /Ot 1,345 no 1.348
MokasaTens 1,349
npenomnenus n3’
Relative density d§8/ From 1.019 to 1.023. /01 1,019 go 1.021
OTHocuTEenbHas 1,023,
NoTHOCTE d39
pH /pH From 3.7t04.2. / Ot 3,7 po 4,2. 3.9
P\ ne-Soph\e BLANC
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Product: / Mpoaykr:

Page 3 of 6 / Ctpanuua 3 us 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTpUMblieyHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: | Kog SAP: 28058493
Batch no.: / Cepusi No E898
Manufacturing date (mm.yyyy):

Darta nponsBogcTea (MM.ITrT): 06.2022
Expiry date (mm.yyyy):

Cpok rogHoCTU (MM.IrIT): 05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpou3BoguTENE B COOTBETCTBUM

¢ perucrTpauuvei B Poccum:

CEHEKCH 3#u3cCu, ®paHyusa

Particulate matter /
MexaHu4eckue
BKMHOYEHUS

Subvisible particles: / Hegudumsie
yacmuuybl:

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

2 25 ym particles - not more than
600/ampoule. / YacTuy pasmepom
= 25 MKkm — He Bonee 600/amnyna.

25/ampoule / 25/amnyna

1/ampoule / 1/amnyna

Related substances /
PopcreeHHbIE NpumecH

Cyanocobalamin impurities: /
lMpumecu yuarokobanamura:

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

Single unidentified impurity — not
more than 5.0 % / EguHudHas
HewaeHTUUUMPpOBaHHas MPUMeCch —
He Bonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumeceli — He
Gonee 13,5 %.

0.6 %

0.3%

1.9%

Bacterial endotoxins /
bakrepuanbHble
3HOOTOKCUHBI

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

Complies / CooTsetcrayer

Anne quh‘e BLAN
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creating innovabive partnerships

Product: / Mpogykr:

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

Page 4 of 6 / Ctpanuua 4 n3 6

2 rue Louijs Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH?®, pacteop ans
BHYTpUMBIWeYHoro seegeHus, 100 mr+100 mr+1 mr

28058493
E898

Manufacturing date (mm.yyyy):

Oata npouzBoacTBa (MM.IITT):

06.2022

Expiry date (mm.yyyy):
Cpok rogHocTu (MM.rrrT):

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoauTenL B COOTBETCTBUM

C perucrtpauuen B Poccuu:

CEHEKCMUW 3i143cCu, ®paHuyua

Sterility / CtepunbHocTb

Must be sterile. / JomkeH BbITb
CTEePWIBHLIM.

Sterile / CtepuneH

Assay / KonuuyecTtseHHoe
onpegeneHue

Thiamine hydrochloride /
TwamuHa rugpoxnopun

Pyridoxine hydrochloride /
MupugokcuHa
ruapoxnopus

Cyanocobalamin /
LinaHokoBanamuH

Potassium cyanide /
Kanua unanug

From 93 % to 105 % of label claim. /
Ot 93 % po 105 % ot 3asBneHHoro
KonuyecTea.

From 94 % to 105 % of label claim. /
OT 94 % po 105 % oT 3asABneHHOrO
KONM4yecTsa.

From 95 % to 115 % of label claim. /
OT 95 % po 115 % oT 3asBNeHHOro
KonuyecTea.

Not more than 100 % of label claim. /
He Gonee 100 % oT 3anaBneHHoro
KonudecTsa. ]

99 %

99 %

110 %

82 %
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creating innguative partaesshis

Product: / Mpoaykr:

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

Page 5 of 6 / Ctpannuya 5 uz 6

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATTU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEAIPOBUOH®, pacteop ans
BHYTpUMbIWeYyHoro seegeHus, 100 mr+100 mr+1 mr

28058493
E898

Manufacturing date (mm.yyyy):

Oara npon3soacTea (MM.FrIT):

06.2022

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

05.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpousBoguTesib B COOTBETCTBUM

c perucTpauvei B Poccuu:

CEHEKCH 3#43cCu, ®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. / Mo 3 mn
npenapaTta B amnyny U3 TeMHOro
ctexna Tuna l. Ha amnyny
HaHeceHa Touka pasnoma u
MapKupyroLLas nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW A4eiKOBON ynakoBke
BMECTe C UHCTPYKUMWENR 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 blisterand a
patient information leaflet in a
carton. /o 3 mn npenapara B
amnyny u3 TEMHOrO cTekna
TUNna |. Ha amnyny HaHeceHa
TouKa pasfnoma u
MapKupytoLLas nonaocka.

Mo 3 amnyrbl B KOHTYPHOI
SYElIKOBON ynakoBKe BMECTE C
WHCTPYKUMEN NO NPUMEHEHWIO B
nayky KapTOHHYIO.

Anne-Sophie BLANC.
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C e ﬂ E}\ [ 2 rue Louis Pasteur
sieELGESN 14200 Hérouville Saint Clair France

creating innow st etnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH?®, pacteop ans
BHYyTpUMbIWeYyHoro BBefeHus, 100 Mr+100 mr+1 mr

SAP-Code: [/ Kog SAP: 28058493

Batch no.: / Cepus Ne E898

Manufacturing date (mm.yyyy):

Hata npousBogcTea (MM.rrrr): 06.2022

Expiry date (mm.yvyyv):

Cpok rogHoCcTy (MM.rrrr): 05.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBogUTENL B COOTBETCTBUMU

c perucTpauueli B Poccuu: CEHEKCHW 3ihu3cCu, ®panuus

Labeling / Mapkuposka According to ND. /
B cooTsetcraum ¢ H[I. Complies. / CooTeeTcTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / IMpu Temnepatype o1 2 ao 8 °C.

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

Assessment: / 3akntoyenue: The batch complies with the specification according to ND NICP-
004589/08-141221 / Cepus cooTeeTcTBYeT TpeboBaHuam
HopMaTusHol gokymeHTauun Ne JICP-004589/08-141221.

Date / Signature of Qualified Person/
Hata / nognuck KBanubuLMPOBaHHOro nuua:

Name / $.1.0.:

Position / [lormkHocTb:

Anne-Sophie BLANC
03 AT 2022
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