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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMUPOBWOH®, pacteop ans
BHYTpUMbIWeYHoro BeegeHusd, 100 mr+100 mr+1 mr

28058493
EB76

Manufacturing date (mm.yyyy):

Narta nponssoactBa (MM.ITrr):

05.2022

Expiry date (mm.yyvy):
CpoK rogHocTH (MM.ITrr):

04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoguTenb B COOTBETCTBUN

Cc perucrpauvei B Poccuum:

CEHEKCWU 31u3cCu, ®paHuun

Parameter / NokasaTenu

Specification limits / Hopmbl

Results / Pe3ynbTathl

Appearance / OnucaHue

Clear red solution. / IMpo3payHbIi
pacTBOP KpacHoro LuseTa.

Clear red solution. /
Mpo3payHbIi pacTeop
KpacHoro useTa.

Identification /
MognNuHHOCTL

-Thiamine hydrochloride /
TuamuHa rugpoxnopus

-Pyridoxine hydrochloride
/ MNMupugokenHa
rnppoxnopua,

-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
YAEPXKUBAHUA OCHOBHbIX MUKOB Ha'
XpomaTorpammax UcnbITyembIX
pacTBOpOB AOMMKHbI COOTBETCTBOBATD
BPEMEHAM yAepXUBaHUA
COOTBETCTBYHOLLMX MWKOB Ha
XpoMaTtorpaMmMax CTaHAapTHbLIX
pacTBOPOB TMaMWHa ruapoxnopuaa,
NMpUAOKCHUHA rugpoxnopuaa u
uraHokobanamuHa (pasgen
«KonunuecTBeHHoe onpefeneHne»).

Complies / CooTtsetcTBYET
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINMN3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEMPOBWOH®, pactBop ans
BHYTpUMbIWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne E876

Manufacturing date (mm.yyyy):

Oata npoussoacrtea (MM.rrrr): 05.2022

Expiry date (mm.yyyvy):

Cpok rogHocTu (MM.rrrr): 04.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
[pousBoguTEentL B COOTBETCTBUMU

C peructpauuer B Poccuu: CEHEKCW 3nu43cCu, ®paHuusa

Clarity / Npo3pa4HocTs The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuws npenaparta He
JOIMKHa NpeBbIWaTh onanecuUgHLNIo
3aTanoHa cpasHeHus |.

Complies / CooTseTcTByeT

Color / LiBeTHocTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / MNpenapat
JormKeH OblTe OKpaLUeH He MeHee
WHTEHCUBHO, YeM CTaHAapTHbIR
pacTteop 1, n He Bonee UHTEHCUBHO,
Yem cTaHA4apTHbIA pacTeop 2.

Complies / CooTBeTcTBYET

Refraction index n2%/ From 1.345t0 1.349/ OT1 1,345 po 1.348
[NokasaTenb 1,349
npenomnexvs n3°

Relative density d23/  [From 1.019t0 1.023./011,019 40 |1.021
OTtHocutenbHas 1,023.
NNOTHOCTb d23

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 AHATIU3A

Product: / Mpoaykr:

NEUROBION?® solution for_ intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pactBop ans
BHYTPUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne E876
Manufacturing date (mm.yyyy):

HaTta npouszBogcTBa (MM.ITIT): 05.2022
Expiry date (mm.yyyy):

Cpok rogHoCcTH (MM.ITTT): 04.2025

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lpoussoguTens B COOTBETCTBUN

c perucTpauyuen B Poccuu:

CEHEKCW 3n43cCu, DpaHuun

Particulate matter /
MexaHudeckue
BKMHOYEHUS

Subvisible particles: / Hesudumbie
yacmuupl:

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

= 25 pym particles - not more than
600/ampoule. / YacTuy pasmepom
= 25 Mkm — He Bornee 600/amnyna.

11/ampoule / 11/amnyna

1/ampoule / 1/amnyna

Related substances /
PofcTBeHHbIE NpUMecK

Cyanocobalamin impurities: /
lNpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EquHndHasn
HeugeHTUULUMpOoBaHHas NPUMECH —
He Gonee 5,0 %

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

0.6 %

0.3%

1.9%

Bacterial endotoxins /
BakrepuanbHbie
3HOOTOKCUHbI

Not more than 10 [.U./mL. / He 6onee
10 ESQ/mn.

Complies / CooTeeTcTBYET




cenexi

creating innovative partnerships

Page 4 of 6 / Ctpanuua 4 u3 6

2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOEWUOH®, pacTeop ans
BHYTpUMbIWeYHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
E876

Manufacturing date (mm.yyyy):

Oarta npouseoactea (MM.rrrr):

05.2022

Expiry date (mm.yyyy):
CpoK roaHocTu (MM.Frr):

04.2025

Manufacturer according to the

reqgistration in Russia:

CENEXI HSC, France

MpouszBoANTENL B COOTBETCTBUM

c peructpauuven B Poccuu:

CEHEKCW 3inu3cCu, PpaHuusa

Sterility / CTepunbHocTs

Must be sterile. / JomnxeH 6biTb

GIEPHTBHbIN Sterile / CtepuneH

Assay ! KonudecteeHHoe
onpepeneHune

Thiamine hydrochloride /
TwamuHa rugpoxnopua

Pyridoxine hydrochloride /
MupuaokcuHa
ryapoxnopupa,

Cyanocobalamin /

LinaHokobanamuH

Potassium cyanide /
Kanua unaxmg

From 93 % to 105 % of label claim. /
O1 93 % po 105 % oT 3asBneHHoro
KONM4ecTBa.

99 %

From 94 % to 105 % of label claim. /
OT1 94 % o 105 % ot 3aaBnNeHHoro
KOnuM4yecTea.

99 %

From 95 % to 115 % of label claim. /
O7 95 % po 115 % oT 3asaBneHHoro
KOnMM4yecTBa.

111 %

Not more than 100 % of label claim. /
He Bonee 100 % oT 3adBneHHoro
Konu4yecTea.

83 %
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CEﬂE)\I 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacteop ans
BHYTPUMbILWeEYHOro BBepeHust, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepusa Ne E876

Manufacturing date (mm.yyyy):

Darta npoussogcrea (MM.ITrr): 05.2022

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.ITTT): 04.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lNpou3BoanTENL B COOTBETCTBUM

c peructpauuen B Poccuu: CEHEKCHU 31nu3cCu, ®PpaHums
Package / YnakoBka 3 mL of product in type | amber = ML o praduetin e | amier

glass ampoules. Ampoule has
one-point-cut and a marking
strip.

3 ampoules in a blister and a
patient information leaflet in a
carton. / lNo 3 mn npenapara B
amnyny 13 TeMHOro cTekna
Tuna |. Ha amnyny HaHeceHa
TOYKa pasnoma u
MapKupytoLLas nonocka.

Mo 3 amnynbi B KOHTYpHON
AYEKOBOW YNaKoBKe BMECTE C
WHCTPYKLMERN MO MPUMEHEHWIO B
naudky KapTOHHY!O.

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
npenapaTa B amnyny 13 TEMHOro
ctekna Tuna . Ha amnyny
HaHeceHa To4YKa pasnoma u
MapKMpyoLLasa nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHON SYENKOBOWN YNaKoBKe
BMeCTe C UHCTPYKUMEN no
MPUMEHEHWIO B MAYKy KapTOHHY!O.
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Ce ﬂ el\l 2 rue Louis Pasteur

<hi 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINMU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEWPOBWOH®, pacteop ans
BHYTpUMBILWeYyHoro BeegeHus, 100 mr+100 mr+1 mr

SAP-Code: /| Kog SAP: 28058493

Batch no.: / Cepusa Ne E876

Manufacturing date (mm.yyyy):

Oata npon3soacTBa (MM.ITIT): 05.2022

Expiry date (mm.yyyy):

CpoK rogHocTU (MM.ITTT): 04.2025

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoguTens B COOTBETCTBUU

¢ peructpauuen B Poccuu: CEHEKCH 31nu3cCu, ®paHuna

Labeling / Mapkuposka According to ND. /
B cooTteeTtcTBUM ¢ H.

Complies. / CooTBeTCTBYET.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / lpu Temnepatype ot 2 go 8 °C.

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

Assessment: / 3aknioyenune: The batch complies with the specification according to ND JICP-
004589/08-141221 / Cepus cooTBeTCTBYET TpeGOBaHUAM
HopmaTuBHOW fokymeHTauum Ne JICP-004589/08-14

Date / Signature of Qualified Person/

Oarta / nognuck kBanudyuMpoBaHHOTo NUua: 1§ JuL. o2 __/
Name / ©.1.0.: b/qﬁ‘uﬂ@

Position / JJormxHocTs: 5!*6(0““5[;' Qd:l.la q&ahmlh’ ( QA 5";(4_.;' :.s(:>




