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Product: / Npoaykr:

SAP-Code: / Kon SAP:
Batch no.: / Cepus Ne
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANMU3A

NEUROBION® solution for intramuscular injection,
100 mg+100 mg+1 mg / HEAPOBWOH®, pacTeop anA
BHYTpUMbIWeYyHoro BeBeaeHus, 100 mr+100 mr+1 mr

28058493
LO60

Manufacturing date (mm.yyyy):

ga'ra Npou3BoOACTBa !MM.I"ITI'!:

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

12,2024 -

11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpouseoautens B COOTBETCTBUU

C peructpauueii B Poccuu

CEHEKCM 3i143cCn, PpaHyuna

Parameter / NMokazatenu

Specification limits / Hopmbi

Results / PeaynbTaThl

Appearance / Onucaxue

Clear red solution. / Mpo3apayHbiit
pacTtsop KkpacHoro LipeTa.

Clear red solution. /
lMNpospayHblit pacTeop
KpacHoro usera.

Identification /
MognuHHOCTB

Thiamine hydrochloride /
TvamuHa rugpoxnopug,

Pyridoxine hydrochloride
/ TlupuaokcuHa
ruppoxnopug,

Cyanocobalamin /
LinaHoko6anamux

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
YAEePXUBaHNA OCHOBHLIX MUKOB Ha
XpoMartorpammax UcnbITyembIx
PacTBOPOB AOMKHbLI COOTBETCTBOBATL
BPEMEeHaM yaepxuBaHus
COOTBETCTBYIOLLMX NUKOB Ha
XpomaTorpammax cTaHAapTHbIX
PacTBOpPOB TMaMWHa ruapoxmopuaa,
NMUPUAOKCUHa ruapoxnopuaa u
uuaHokobanamuHa (pasgen
«KonuyectseHHoe onpegenexmey).

Complies / CooTseTcTayeT
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C e ﬂ e}\l 2 rue Louis Pasteur

¢reating innovative partnerships 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEWPOBWOH®, pacteop ans
BHYTPUMBIWEeYHOTrO BBegeHus, 100 Mr+100 mr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus Ne LO60

Manufacturing date {mm.yyyy):

DOara npoussoacTea (MM.Irrr): 12.2024

Expiry date (mm.yyyy):

Cpok roaHocTH (MM.rrrr): 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
lMpoussoauTens B COOTBETCTEUU

C perucrtpauuen B Poccuu: CEHEKCU 3i1y3cCu, ®paHuua

Clarity / NMpo3spayHocTs The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHums npenapata He
AOIMKHa MPEBbILLATL onanecLeHLmo
aTanoHa cpasHeHuA |.

Complies / CooTsetctayet

Color / LiBeTHocTb The sample solution should be at 4
least as colored as standard solution
1 and not more colored than the
standard solution 2. / Ucnbiryembiit
pacTBop AomkeH ObiTb OKpalleH He
MEHee NHTEHCUBHO, Yem
CTaHA4apTHBIA pacTBop 1, u He Gonee
WHTEHCUBHO, YeM CTaHAapTHLINA
pactsop 2.

Complies / CooTseTcTayeT

Refraction index n%/ From 1.345 to 1.349/ Ot 1,345 o 1.348
[MokasaTens 1,349
npenomreHus n3°

Relative density d29 / From 1.019t0 1.023./0711,019 a0  |1.021
OTHocuTenbHas 1,023.
NNOTHOCTL d29

pH/pH From 3.7t04.2. /01 3,7 go 4,2. 3.9
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CE ﬂ e}\ ' 2 rue Louis Pasteur

creating innovative partnerships 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A
Product: / Npoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEAPOBWOH?®, pacteop ans
BHYTPUMBbIWeYHoro eBegeHus, 100 Mr+100 Mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus No LO60

Manufacturing date (mm.yyyy):
daTta npousBogcTea (MM.rrrr): 12.2024

Expiry date (mm.yyyy):

CQOK rogHocTu !MM.ITIT!: 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTens B cooTBeTCTBUM
C pervcTpauuei B Poccun: CEHEKCH 3i143¢Cu, ®paHuus
Particulate matter / Subvisible particles: / Heaudumsie
MexaHu4yeckne yacmuuysi:
BKITIOYEHURA
2 10 um particles - not more than gggmﬁoﬁale ¢
6000/ampoule. /Yactuy pasmepom y
2 10 Mkm — He Bonee 6000/amnyna.
2 25 um particles - not more than i;:mf 0;;8 J
600/ampoule. / Yactuy pasmepom y
2 25 Mkm — He Gonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PoacteeHHble npumecn | Mpumecu yuaHokobanamuna:
UDP 17 — not more than 7.0 %. / 0.8%
UDP 17 — He Gonee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EqunuyHas
HenaeHTUULMPOBaHHan NpuMech —
He 6onee 5,0 %
Total impurities — not more than 1.8%
13.5 %. / Cymma npumeceit — He
bonee 13,5 %.
Bacterial endotoxins / Not more than 10 1.U./mL. / He 6onee Complies / Cootsetcrayer
BakrepunanbHble 10 E3/mn. ' '
3HA,0TOKCUHBI
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C e ﬂ e }\ | 2 rue Louis Pasteur

creating innovative partaerships 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEAPOBUOH®, pacteop ans

BHYTpUMbIWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusi Ne L060
Manufacturing date (mm.yyyy):

Jara npousBogcTea (MMm.rrrr): 12.2024
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.rrrr): 11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

Mpoussogurens B COOTBEeTCTBUMU

€ peructpauuei B Poccuu:

CEHEKCH 3i143cCu, ®paHuus

Sterility / CTepunbHocTb

Must be sterile. / lonxeH 6biTb
CTEepPUnbHbLIM.

Sterile / CtepuneH

Assay / KonvdyecTteeHHoe

Kanus unanug

He bonee 100 % oT 3asBrneHHoro
Konu4yecTsa.

onpegenexue

Thiamine hydrochloride /|From 93 % to 105 % of label claim. / 99 %

TuamuHa rugpoxnopug | OT 93 % 0o 105 % ot 3asBreHHoro
KonuyecTea.

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

lMupnaokcuHa OT1 94 % no 105 % ot 3asBRNeHHOro

rmapoxnopug, Konu4yecTBa.

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

LinaHokoBanamux Ot 95 % po 115 % ot sasBnNeHHOro
KonuyecTea.

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

T
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C e ﬂ e }’\ | 2 rue Louis Pasteur

creating innovative partnerships 14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HEWPOBUOH®, pacteop ans
BHYTPUMBIWeYHOro BBegeHus, 100 mr+100 mMr+1 mr

SAP-Code: / Koa SAP: 28058493
Batch no.: / Cepus No LO60

Manufacturing date (mm.yyyy):

Oara npousBoAcTBa (MM.rrrr): 12.2024
Expiry date (mm.yyyy):
Cpok roaHocTm (MM.rrrr): 11.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France

MpoussoauTens B cooTBeTCTBMM

C pernucrpauuein B Poccuu: CEHEKCW 3#143cCu, ®paHuus

Package / Ynakoska 3 mL of product in type | amber 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 ctekna Tuna l. Ha
amnyny HaHeceHa TouyKa
pasnoma u mapkupytoLLas
norocka.

Mo 3 amnynbl B KOHTYPHOM
A4EKOBOI YNaKkoBKe BMeCTe C
VHCTPYKLIMEN MO NpUMeHeHWo B
nayky KapTOHHYIO ¢
KOHTponeM nepeoro
BCKpbITUA (nepdopavueii).

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 npenapata B
amnyny u3 TeMHoro ctekna Tuna |.
Ha amnyny HaHeceHa Touka
pasnoma v mapkupytoLas
nomnocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW S14eiikoBOi yrakoBke
BMECTE C MHCTPYKUUE no
MPUMEHEHUIO B NAYKy KapTOHHYIO
C KOHTpONeM nepeoro
BCKpbITUsA (nepcopauueii).




Page 6 of 7/ CtpaHuua 6 us 7
Ce ﬂ e>\| 2 rue Louis Pasteur

creating innovative partnerships 14200 HérOUVi"e Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJN3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBWOH®, pacteop ans
BHYTpUMblWweyHoro sseaeHust, 100 mr+100 Mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne LO60

Manufacturing date (mm.yyyy):
fara npoussoacTBa (MM.rrrr): 12.2024

Expiry date (mm.yyyy):
Cpok roaHocTH (MM.rrer: 11.2027

Manufacturer according to the
registration in Russia: CENEXI HSC, France

[pousBoauTens B cOOTBETCTEUU
CEHEKCHU 3i143cCu, ®paHuns

€ peructpauueint B Poccun:

According to ND. /
B cooteTcTaMM ¢ HA.

Labeling / Mapkupoeka
Complies. / CooteetctByeT.

Storage / XpaHeHue At the temperature from 2 to 8 °C. / Mpu Temnepartype ot 2 go 8 °C.

Shelf-life / Cpok rogHocTn | 3 years. / 3 rona.

Assessment: / 3akniouerune: The batch complies with the specification according to ND [ICP-
004589/08-130123, amendement Ne 1 from 10.05.2023,
amendement Ne 2 from 14.11.2023 / Cepus cooTetcTByeT
TpeboBaHMAM HopMaTUBHOIA AokymeHTauun Ne JICP-004589/08-
130123, uameHenne Ne 1 ot 10.05.2023, uameneHue Ne 2 ot
14.11.2023.

; =
Anne-Sophie BLANG

0 7 EEV. 200
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<reating innavative partnerships

Product: / Mpoaykr:

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

Page 7 of 7/ Ctpannua 7 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEWPOBUOHS, pacTBop ans
BHYTPUMbIWeYHoro BBeaeHus, 100 Mr+100 Mr+1 mr

28058493

L060

Manufacturing date (mm.yyyy):

ara npoussogcTBa (MM.rrrr):

Expiry date (mm.yyyy):

Cpok roaHocTy (MM.rrrr):

12.2024

11.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

HDOM3BOAMTeﬂb B COOTBETCTBUU

€ perucrpaluen B Poccuu:

CEHEKCU 3it143cCu, dpanums

Details regarding API used in manufacturing process of the batch:

API Name, INN /

APl manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBaHue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH ‘:B:;z: ’r":’:::; C{;""‘:_Mﬁp HaumeHoBaHue npousBoAcTBa
ens
ADE, Howep cepnn npoussogurtens A®C
cybcTaHuuum
npoussoaurtens INNo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2412410840
INN: CYANOCOBALAMINE 0000134916
/ UnaHokoBanamun E:r %/:l:_].lm ¢FaR}Q:NCE f FRANCE / dpaHyus
ButamuH B2 P P
KpucTannuyeckui,
MHH: uvanoko6anamuH
PYRIDOXINE PH24064033C Jiangxi Tianxin
HYDROCHLORIDE 0000136251 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / ! UsaHcu  TaubeuHs | CHINA / Kutaii
MupugokenHa rugpoxnopug, dapmacbioTukan Ko.,
MHH: nupnaokcun JiTo.
THIAMINE UQ30312153
HYDROCHLORIDE 0000136506 DSM Nutritional Products GERMANY /
INN: THIAMINE / GmbH / ICM HyTpuwuHn et
TuamuHa rugpoxnopug MpoaakTc MMEX P
MHH: Tvamux
Date / Signature of Qualified Person/
fara/ noanuck kBanuduuMpoBaHHoro nuua:
Name / ©.1.0.:
Position / JomkHocTb:
Anne-Sophie B'.‘ANC'
5. L2
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