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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWUOH®, pacTeop ans
BHYTpUMbIWeYHoro eeegeHus, 100 mr+100 mr+1 mr

28070893
L218

Manufacturing date (mm.yyyy):

[arta nponzBoacTBa (MM.ITIT):

06.2025

Expiry date (mm.yyyy):

Cpok rogHocTy (MM.ITIT):

05.2028

Manufacturer according to the

reqistration in Russia:

CENEXI HSC, France

MpousBoauTENL B COOTBETCTEBUM

c peructpaumen B Poccuu:

CEHEKCW 3i43cCu, ®paHuus

Parameter / lNoka3aTtennu

Specification limits / Hopmbli

Results / PesynbTathl

Appearance / OnucaHue

Clear red solution. / NMpo3payHbiv
pacTBOp KpacHOro LiBeTa.

Clear red solution. /
MpospayHbIi pacTsop
KpacHoro uBeTa.

Identification /
MoanuHHOCTE

Thiamine hydrochloride /
TuamuHa rugpoxnopuz

Pyridoxine hydrochloride
/ MyupuaokcuHa
rmapoxnopug

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). / BpemeHa
YAEPKMBaAHWUA OCHOBHBIX MUKOB Ha
XpoMaTorpammax UcnbITyembiX
pacTBOPOB AOMXHbl COOTBETCTBOBaTh
BpeMeHaMm yaepXusaHus
COOTBETCTBYHOLMUX MUKOB Ha
XpoMaTorpammax cTaHgapTHbIX
pacTBOpOB TMaMUHA ruapoxnopuaa,
NUpPMAOKCUHA TMApoXnopuaa u
unaHokobanamuHa (pasgen
«KonuyecTBeHHOE onpegeneHune»).

Complies / CooTseTcTBYET

ele
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBUOH?®, pacTeop ans
BHYTPUMLILWEeYHoro BBeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepusa Ne L218
Manufacturing date (mm.yyyy):

Oara npousBogcrea (MM.Irrr): 06.2025
Expiry date (mm.yyyy):

Cpok rogHocT (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTBUU

C perucrpauuein B Poccuum:

CEHEKCHW 3in4y3cCu, Ppanuus

Clarity / NMpospayHocTts

The opalescence of the product
should not exceed the opalescence
of reference standard . /
OnanecueHuus npenapara He
[0MKHa NpeBblllaTh onanecueHLuo
3TanoHa cpasHeHus .

Complies / CooTBeTCTBYET

Color / LipeTHoCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyemslii
pacTBop AOIPKEH ObITh OKpalleH He
MeHee UHTEHCUBHO, Yem
cTaHpapTHbln pacTteop 1, u He Bonee
WHTEHCMBHO, YeM CTaHg4apTHbIN
pacTeop 2.

Complies / CooTBeTcTBYyET

Refraction index n3°%/ From 1.345t0 1.349/071,34500 |1.348
Mokasatenb 1,349

npenomnexus ni’

Relative density d2 / From 1.019t0 1.023. /011,019 a0 |1.019
OTHocuTenbHas 1,023.

nnoTHocTb d2)

pH/pH From3.7t04.2. / O1 3,7 po 4,2. 3.9

HE



Page 3 of 7/ Ctpanmua 3 us 7
CE“EI\i 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative partnerships

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTIU3A

Product: / Mpoaykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWUOH®, pacteop ans
BHYTPUMbIlWe4yHoro Beegenns, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28070893
Batch no.: / Cepus Ne L218
Manufacturing date (mm.yyyy):
Odara npoussoacTBa (MM.rIIIT): 06.2025
Expiry date (mm.yyyy):
Cpok rogHocTy (MM.ITIT): 05.2028
Manufacturer according to the
registration in Russia: CENEXI HSC, France
[Mpou3ssoauUTesNiL B COOTBETCTBUMU
c peructpauuein B Poccuu: CEHEKCH 3iu3cCu, PpaHuua
Particulate matter / Subvisible particles: / Hesudumbie
MexaHu4eckue yacmuypbl:
BKITHOYEHUSA
2 10 um particles - not more than :8;:3#0;;9 J
6000/ampoule. /YacTtuy pasmepom y
= 10 mkMm — He Bonee 6000/amnyna.
2 25 um particles - not more than gﬁmﬁoﬁf Y
600/ampoule. / HYacTuy pasmepom y
2 25 mkm — He Gonee 600/amnyna.
Related substances / Cyanocobalamin impurities: /
PogcteeHHble npumecn | MNpumecu yuaHokobanamuHa:
UDP 17 — not more than 7.0 %. / 0.6 %
UDP 17 — He 6onee 7,0 %.
Single unidentified impurity — not 0.3%
more than 5.0 % / EauHn4Has
HengeHTULMpoBaHHan NPUMECh —
He B6onee 5,0 %
Total impurities — not more than 1.3%
13.5 %. / Cymma npumecein — He
bonee 13,5 %.
Bacterial endotoxins / Not more than 10 |.U./mL. / He 6onee | Complies / CooTeetcTByeT
BakrepuanbHbie 10 EQ/mn.
9HOO0TOKCUHBI

a
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEULPOBWOH?®, pacteop ans

BHYTpuUMbIlWIeYyHOro BBegeHusi, 100 mr+100 mr+1 mr

28070893
L218

Manufacturing date (mm.yyyy):

Oata npousBoacTBa (MM.ITIT):

06.2025

Expiry date (mm.yyyy):
CpoK rogHoOCTU (MM.Irrr):

05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoauTens B COOTBETCTBUU

C perucTpauuen B Poccuu:

CEHEKCW 3i43cCu, PpaHums

Sterility / CtepunbHocTb

Must be sterile. / JJomkeH BbiTb
CTEPUIEBHBIM.

Sterile / CtepuneH

Assay / Konu4ecteeHHoe
onpepenexHue

Thiamine hydrochloride /
TwamuHa rmgpoxnopug

Pyridoxine hydrochloride /
MupugokcuHa
ruapoxnopug

Cyanocobalamin /

Linanoko6anamuH

Potassium cyanide /
Kanus umanug

From 93 % to 105 % of label claim. /
Ot 93 % po 105 % oT 3aABneHHoro
KonuyecTea.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % ot 3asiBNeHHoro
Konu4yecTea.

From 95 % to 115 % of label claim. /
OT1 95 % po 115 % oT 3asaBNeHHoro
Konu4yecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3aasneHHOro
Konu4yecTea.

99 %

100 %

111 %

84 %

Qe
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2 rue Louis Pasteur
14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWUOH?®, pacteop ans

BHYTpUMbIlWeYyHoro BBegeHns, 100 mr+100 mr+1 mr

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

Manufacturing date (mm.yyyy):
Dara npouzsoncTBa (MM.ITIT):
Expiry date (mm.yyyy):

Cpok rogHocTH (MM.rTIT):
Manufacturer according to the
reqistration in Russia:
MNpoussoauTens B COOTBETCTBUMU
¢ perucrpauuen B Poccuu:

28070893
L218
06.2025
05.2028

CENEXI HSC, France

CEHEKCH 3i143cCu, ®PpaHuun

Package / YnakoBka

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 npenaparta B
amnyny u3 TemHoro ctekna tuna l.
Ha amnyny HaHeceHa To4vka
pasnoma 1 MapkupytoLlas
nonocka.

Mo 3 amnyne! unwn no 10 amnyn B
KOHTYPHOM SYENKOBOW YrNaKkoBKe
BMECTe C UHCTPYKUMEN no
NPUMEHEHMWIO B NaYKy KApPTOHHYIO
C KOHTpPONEeM nepBoro
BCKpbITUA (Nepcopauuein).

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
M3 TemHoro ctekna tuna l. Ha
amnyny HaHeceHa To4ka
pasnoma U Mapkupyiouias
nonocka.

Mo 3 amnyrbl B KOHTYPHOWN
AYENKOBON YNaKOBKE BMECTE C
MHCTPYKLMEN No NpUMEHEHUIO B
nayky KapTOHHYIO €
KOHTpONneM nepeBoro
BCKpLITUA (nepcopauuen).

(e



Page 6 of 7/ Ctpannua 6 us 7

C e ﬂ E }\ | 2 rue Louis Pasteur
ereatinginmnovative par 14200 Hérouville Saint Clair France

tnerships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

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

SAP-Code: / Kog SAP: 28070893

Batch no.: / Cepus Ne L218

Manufacturing date (mm.yyyy):

Jata npoussoacTBa (MM.ITIT): 06.2025

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia: CENEXI HSC, France
MpousBoauTensL B COOTBETCTBUM

C peructpauuven B Poccuu: CEHEKCHW 3#43cCu, PpaHuus

According to ND. /

Labeling / Mapkuposka | cooTBeTcTBUM € HJ,

Complies. / CooTBeTCTBYET.

Storage / XpaHeHuve At the temperature from 2 to 8 °C. / MNpu Temnepatype oT 2 fo 8 °C.

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

Assessment: / 3akntoyeHune: 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 COOTBETCTBYET
TpebosaHuAM HopmaTUBHOR AokymeHTauuu Ne NICP-004589/08-
130123, nsmeHenue Ne 1 ot 10.05.2023, nameHeHue Ne 2 ot
14.11.2023.

(e
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacTeop ans
BHYTpUMBIWeYHoro eeeaeHus, 100 mr+100 mr+1 mr

28070893

L218

Manufacturing date (mm.yyyy):

Nata npou3ssogcTea (MM.ITIT):

06.2025

Expiry date (mm.yyyy):

Cpok roaHocTH (MM.ITTT):

05.2028

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpouseoauTens B COOTBETCTBUMU

c perucTpauuein B Poccuu:

CEHEKCHW 3143cCun, ®paHuus

Details regarding API used in manufacturing process of the batch:

APl Name, INN /

API manufacturer batch

API Manufacturer

Country of Mfg. /

HanmeHoBaHue ADC, n°, FP Manufacturer API Name / CtpaHa
MHH E:;:'; ::';‘::; ;;lu?rh;iﬁ HaumeHoBaHue npou3BoACTBa
ADC. HEMED Cotii npousrogutenss A®C
cybcTaHUuK

npoussoautens Mo
CYANOCOBALAMINE VIT
B12 CRYSTALLINE, 2413012248
INN: CYANOCOBALAMINE | 0000138825
/ UnaHokobanamuH Eg;%‘:lr_:m dJEaRI-ﬁ:NCE ! FRANCE / ®paHuusa
ButamuH B2
KpUCTanmum4yeckui,
MHH: unaHokobanamuH
PYRIDOXINE PH25034003C Jiangxi Tianxin
HYDROCHLORIDE 0000139496 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / /  Usancu  TaAHecude | CHINA / Kutai
MupugoKcuHa rngpoxnopua dapmacbioTuKan Ko.,
MHH: nupnaokcuH J1o.
THIAMINE
HYDROCHLORIDE UQ41112276 DSM Nutritional Products GERMANY
INN: THIAMINE / 0000138416 GmbH / OCM HyTpuwHn le

pMaHus

TuamuHa rugpoxnopung Mpogakrc TMBX
MHH: TnamuH

Date / Signature of Qualified Person/

Oarta / nognuck KBannduuupoBaHHOro nuua:

29 JuL 2095

) A
Name / ®.1.0.: % \fe\num 5% &

Position / [JomkHOCTb: (7() et abwnal Qo uEL/UJ S P e st




