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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

cenexi

creating innovative partnerships

CERTIFICATE OF ANALYSIS /| CEPTUGUKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® solution foru intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH®, pacTtBop AnA
BHYTPUMBbIWEYHOro BBegeHuns, 100 mr+100 mr+1 mr

28058493
F880

Manufacturing date (mm.yyyy):

Nara npou3BoAacTBa (MM.ITIT):

07.2024

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

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

n POU3IBOAONUTENb B COOTBETCTENU

¢ perucTtpauuen B Poccun:

CEHEKCH 3i43cCu, ®paHuma

Parameter / Mokasatenu

Specification limits / Hopmebl

Results / PesynbTathl

Appearance / OnucaHue

Clear red solution. / Mpo3payHbli
pacTBOp KpacHoro useTa.

Clear red solution. /
MpospayHklii pacTeop
KpacHoro Lpera.

Identification /
MognuHHOCTE

Thiamine hydrochloride /
TuamuHa ruapoxnopua

Pyridoxine hydrochloride
/ TTupuaokcuHa
rmgpoxnopus

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). / BpemeHna
YAEpXXMBaHWUSA OCHOBHbIX NUKOB Ha
XpomartorpaMmmMax UcnbITyembix
pacTBOPOB [OMKHbI COOTBETCTBOBATD
BpeMeHaM yaepXusaHua
COOTBETCTBYIOLLUX MUKOB Ha
XpoMaTorpammax CtaHaapTHbIX
pacTBOpPOB TMaAMUHA rMAPOXIIOPUAA,
NUPWAOKCUHA ruapoxnopuaa v
umaHokobanamuHa (pasgen
«KonuyecteseHHoe onpeaenexHve).

Complies / CooTeeTcTBYET
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C enexl 2 rue Louis Pasteur
roating innovative partnerships 14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A
Product: / Mpoaykr: NEUROBION® solution for intramuscular injection,

100 mg+100 mg+1 mg / HENPOBWOH®, pacteop ans
BHYTpUMbIWeYyHoro BeefeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493

Batch no.: / Cepus Ne F880

Manufacturing date (mm.yyyy):

Oata npoussoacTea (MM.rrrr): 07.2024

Expiry date (mm.yyyy):

Cpok roaHocTu (MM.ITrT): 06.2027

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MNpouszBoguTensL B COOTBETCTBUU

€ peructpauuven B Poccuu: CEHEKCH 311u3cCu, ®paHuus

Clarity / MpospauHocTb The opalescence of the product
should not exceed the opalescence
of reference standard I. /
OnanecueHuusi Nnpenaparta He
[0SKHa nNpeBbiwaTh onanecueHuUmo
3TanoHa cpaBHeHus .

Complies / CooTteeTcTByeT

Color / LiBeTHoOCTb The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcneiTyemblii
pacTBOp AOoMmKeH BbiTb OKpalleH He
MEHEE MHTEHCUBHO, YeM
CTaHAapTHbIA pacTeop 1, U He Gonee
WHTEHCMBHO, YEM CTaHAapTHbI
pacTteop 2.

Complies / CooTeeTcTBYET

Refraction index n3°/ From 1.34510 1.349/0711,345 00 |1.348
Mokazatens 1,349
npenomnexus n3°

Relative density d3 / From 1.019t01.023./071,019 80 |1.021
OTHoCcUTENbHAasA 1,023.
MNNOTHOCTb d2)

pH / pH From 3.7t04.2. / OT1 3,7 po 4,2. 3.9
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacteop ans
BHYTpPUMbIWe4Horo BBegeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Koo SAP: 28058493
Batch no.: / Cepusa Ne F880
Manufacturing date (mm.yyyy):

Oarta npou3BogcTea (MM.ITIT): 07.2024
Expiry date (mm.yyyy):

CpoK rogHocT (MM.ITIT): 06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTBETCTBUMN

Cc peructpaumen B Poccun:

CEHEKCH 3#14ydcCu, PpaHums

Particulate matter /
MexaHu4eckue
BKTOYEHUS

Subvisible particles: / Hesudumble
yacmuuypl:

2 10 ym particles - not more than
6000/ampoule. /YacTuy pasmepom
= 10 Mkm — He B6onee 6000/amnyna.

2 25 um particles - not more than
600/ampoule. / HYactu pasmepom
2 25 mkm — He Gonee 600/amnyna.

20/ampoule /
20/amnyna

1/ampoule /
1/amnyna

Related substances /
PoacTteeHHEIE npumecK

Cyanocobalamin impurities: /
lMpumecu yuaHokobanamuHa:

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

Single unidentified impurity — not
more than 5.0 % / EgnHuYHas
HenaeHTUULMPOBaHHasA NpUMech —
He Bonee 5,0 %

Total impurities — not more than
13.5 %. / Cymma npumeceit — He
bonee 13,5 %.

0.6 %

0.4 %

2.0%

Bacterial endotoxins /
BakTtepuankHule
3HOOTOKCUHEI

Not more than 10 |.U./mL. / He Gonee
10 EQ/mn.

Complies / CooTBeTcTByeT
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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 / CEPTU®UKAT AHATIU3A

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOEWUOH?®, pacteBop ans
BHYTpUMbIWweyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
F880

Manufacturing date (mm.yyyy):

Oata npousBoacTea (MM.rrrr):

07.2024

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITrT):

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoguTens B COOTBETCTEBUU

€ peructpauuen B Poccuu:

CEHEKCH 3i143cCu, ®paHuua

Sterility / CTtepunbHocTb

Must be sterile. / JormkeH BbiTb

CTEPUNbHBIM. .
P Sterile / CtepuneH

Assay / KonnuecTteeHHoe
onpepaenexHne

Thiamine hydrochloride /
TuamuHa ruapoxnopug

Pyridoxine hydrochloride /
MupuaokcuHa
rmopoxnopug,

Cyanocobalamin /
LinaHokobanamux

Potassium cyanide /
Kanusa unanvg

From 93 % to 105 % of label claim. /
OT1 93 % po 105 % oT 3agaBneHHoro
KonuyecTBsa.

100 %

From 94 % to 105 % of label claim. /
O194 % po 105 % oT 3asBneHHoro
KonuyecTsa.

98 %

From 95 % to 115 % of label claim. /
Ot 95 % pno 115 % ot 3assneHHoro
Konu4yecTea.

110 %

Not more than 100 % of label claim./ | 88 %
He Gonee 100 % oT 3aaBneHHOro

Konun4yecTtsa.
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNN3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBMOH®, pacTeop ans
BHYTpUMbIWeyHoro sBeaeHus, 100 mr+100 mr+1 mr

28058493
F880

Manufacturing date (mm.yyyy):

Darta npoussoacrea (MM.ITrr):

07.2024

Expiry date (mm.yyyy):
CpoOK rooHoCcTH (MM.ITTT):

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpouzBoauTens B COOTBETCTBUMU

¢ peructpaunen B Poccun:

CEHEKCH 3ih43cCu, ®paHuus

Package / Ynakoeka

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 with first
opening control (perforation
line). /Mo 3 mn npenapata B
amnyny u3 TeMHoro crekna tuna l.
Ha amnyny HaHeceHa Touka
pasnoma v MapkupytoLlas
nonocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOIN SYeiKOBON ynaKkoBKe
BMECTE C UHCTPYKUWEN no
NPUMEHEHMIO B NaYKy KAPTOHHYIO
C KOHTpPONEeM NepBoro
BCKpbLITUA (Nepdopauueit).

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 leafletin a
carton with first opening
control (perforation line). /
o 3 mn npenaparta B amnyny
M3 TemHoro ctekna Tunal. Ha
amnyny HaHeceHa TouKa
pasnoma u MapkupyloLjas
nonocka.

Mo 3 amnynbl B KOHTYPHOM
AYENKOBON YyNakoBKe BMecTe C
WHCTPYKLMER NO NPUMEHEHWIO B
nayvky KapTOHHYIO €
KOHTpPOJieEM NepBoro
BCKpLITUA (Nepcopauuei).
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Npoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWOH®, pacTteop ans
BHYTpUMbIlWe4YHoro eeegeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepus Ne F880
Manufacturing date (mm.yyyy):

Harta npousesoacrBa (MM.ITIT): 07.2024
Expiry date (mm.yyyy):

CpoK roaHocTH (MM.rrrT): 06.2027

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

MpousBoauTensL B COOTEETCTBUM

¢ perucTpauuen B Poccumn: CEHEKCH 31nu3cCu, ®paHuun

Labeling / Mapkuposka

According to ND. /
B cooteBeTcTBMn ¢ HA.
Complies. / CooTBeTCcTBYET.

Storage / XpaHeHue

At the temperature from 2 to 8 °C. / [pu Temnepartype ot 2 o 8 °C.

Shelf-life / Cpok rogHocTK

3 years. / 3roga.

Assessment: / 3aknioueHue: 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 cooTeeTCTBYET
TpeboBaHUsIM HopMaTUBHON gokyMeHTauun Ne JICP-004589/08-
130123, uameHeHue N2 1 ot 10.05.2023, uameHeHue Ne 2 ot
14.11.2023.
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTIU3A

Product: / Mpogykr:

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

NEUROBION® solution for“ intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pactBop ans
BHYTpUMBbILWe4yHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493

F880

Manufacturing date (mm.yyyy):

ga'ra npon3BoaOcTBa ! MM. rrrr):

Expiry date (mm.yyyy):

Cpok rogHocTH (MM.rrrr):

07.2024

06.2027

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpoussoguTesrib B COOTBETCTBUM

c peructpauuei B Poccum:

CEHEKCMH 3i#432cCu, ®paHumsn

Details regarding AP| used in manufacturing process of the batch:

API Name, INN /

APl manufacturer batch

APl Manufacturer

Country of Mfg. /

HaumeHoBanwne A®C, | n°, FP Manufacturer API Name / CtpaHa
MHH Batch "“:"b:" (‘)' Hozep HaumeHoBaHne npoussoacTea
cepuu npoun3sogurtena
ABC. HOMED CBDH npoussoautena APC
cy6ecTaHumm

npoussoaurtens o
CYANOCOBALAMINE WIT
B12 CRYSTALLINE, 2311421322
INN: CYANOCOBALAMINE | 0000131595
{3 LinanokoBanammH E::)%};FF:M d)EaR:::NCE 4 FRANCE / ®paHuus

utamuH B12
KpUCTannu4eckun,
MHH: unanokoBanamuH
PYRIDOXINE PH23114011C Jiangxi Tianxin
HYDROCHLORIDE 0000131870 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / /' UasHcn  TaHbcubb | CHINA / Kutait
MupuaokcuHa ruapoxnopung ®apmaceloTVKan Ko.,
MHH: nupuaokcuH Jita.
THIAMINE UQ30312147
HYDROCHLORIDE 0000131659 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / ACM HyTtpuwHxn r
epmaH

TuamuHa rugpoxnopua Mpogaktc M'mM6X /&
MHH: TuamuH » il

Date / Signature of Qualified Person/

Oara / nognuck KBanudpuLUMpoBaHHOro nuua:

K. GAILLAERB/ I

Name/®.N.0O.: /QA\U.AQD

Position / flomkHocTb: QU"b ASSblmf‘

04 SEP, 202ﬁ::"'

e




