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cen mv/m 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 /| HEMPOBWUOH®, pacTeop ans
BHYTpUMbIWeYyHoro eeeaenus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepus Ne F667
Manufacturing date (mm.yyyy):
ara npousBogcrTea (MM.ITIT): 09.2023
Expiry date (mm.yyyy):
CpoK rogHocTH (MM.ITIT): 08.2026
Manufacturer according to the
registration in Russia: CENEXI HSC, France
MpousBoauTens B COOTBETCTBUU
¢ peructpauuveil B Poccuu: CEHEKCW 3nydcCu, ®paHuma
Parameter / MNokasatenu | Specification limits / Hopmbl Results / Pe3ynbTathl
Appearance / Onucanve | Clear red solution. / MNpospayHbii Clear red solution. /

pacTBOp KpacHoro LBeTa. MpoapayHblii pacTeop
KPacHOro LIBETA.

Identification /
MNognnHHOCTL

The retention times of the main peaks
of thiamine hydrochloride, pyridoxine
hydrochloride and cyanocobalamin in
Pyridoxine hydrochloride |the chromatograms of test solutions
/ TupuaokcnHa should comply with the retention
rmapoxnopug times of respective peaks in the
chromatograms of reference
standards solutions of thiamine
hydrochloride, pyridoxine
hydrochloride and cyanocobalamin
(Assay section). / BpemeHa
YAEp>KVBaHUsi OCHOBHbIX NUKOB Ha
Xpomarorpammax UcrbiTyemMblX
pacTBOPOB [OMKHEI COOTBETCTBOBATH
BpemMeHaMm yaepXusaHus
COOTBETCTBYHOLLMX MUKOB Ha
XpomaTorpammax cTaHgapTHbIX
pacTBOPOB TUaMWHa rugpoxnopunaa,
NUPUAOKCUHA ruapoxnopuaa 1
umaHokobanamuHa (pasgen
«KonuyecteeHHoe onpeaeneHue»).

Thiamine hydrochloride / Complies / CooTBeTcTBYET

TuamuHa rugpoxnopug

Cyanocobalamin /
LinaHoko6anamuH
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOBWOH®, pacTeop ans
BHYTpuMMbIwWe4YHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
F667

Manufacturing date (mm.yyyy):

[ara npou3soacTBa (MM.IrrT):

09.2023

Expiry date (mm.yyyy):
Cpok rogHocTH (MM.ITIT):

08.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

1 pou3BOOUTENBL B COOTBETCTBUM

¢ peructpauuein B Poccuum:

CEHEKCHW 31n43cCu, ®panuusn

Clarity / lNMpo3pa4yHoCTb

The opalescence of the product
should not exceed the opalescence
of reference standard |. /
OnanecueHuusa npenapara He
AOMKHa NpeBbILaTh onanecueHuuo
aTanoHa cpaBHeHus |.

Complies / CootBeTcTBYET

Color / LieTHOCTb

The sample solution should be at
least as colored as standard solution
1 and not more colored than the
standard solution 2. / UcnbiTyembiii
pacTeop fomkeH BTk oKpalleH He
MEeHee UHTEHCUBHO, Yem
CcTaHpapTHel pacTteop 1, u He Gonee
WHTEHCUBHO, YEM CTaHOAPTHbIN
pacTsop 2.

Complies / CooTtBeTcTBYET

pH/pH

Refraction index n2°/ From 1.345t0 1.349 /071 1,345 o 1,347
MokasaTtenb 1,349
npenomneHus nz®
Relative density d3 / From 1.019t0 1.023./011,019 00 (1,021
OTHocuTenbHas 1.023.
NAOTHOCTb d2)

From3.7t04.2. /071 3,7 o 4,2. 3,9

et
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHATIU3A

Product: / MpogykT:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEUPOEWUOH?®, pacteop ans
BHYTPUMBbIWeYHoro BeeaeHus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493
Batch no.: / Cepusa No Fe67
Manufacturing date (mm.yyyy):

Oara npoussopcTBa (MM.ITIT): 09.2023
Expiry date (mm.yyyy):

Cpok rogHoCcTU (MM.ITIT): 08.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MNpowussoauTens B COOTBETCTBUU

¢ perncTpaumuei B Poccum:

CEHEKCHU 31#43cCu, PpaHuums

Particulate matter /
MexaHudeckve
BKMIOYEHNSA

Subvisible particles: / Hesudumbie
yacmuubi.

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

2 25 um particles - not more than
600/ampoule. / Yactuy pazmepom
= 25 Mkm — He Bonee 600/amnyna.

142/ampoule /
142/amnyna

2/ampoule /
2/amnyna

Related substances /
PopcTteeHHbIe npumecn

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 % / EgnHn4yHas
HengeHTUULMPOBaHHaA NPUMeECk —
He bonee 5,0 %

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

0,5%

0,2%

1,7 %

Bacterial endotoxins /
BakTtepnanbHble
3H0TOKCHHLI

Not more than 10 I.U./mL. / He 6onee
10 ES/mn.

Complies / CooTteetcTBYET

Lt



cenexi

creating innovative partnerships

Page 4 of 7/ Ctpannuya 4 us 7

2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpogykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBWOH®, pacTeop ans
BHYTpUMBIeYHoro BeeaeHus, 100 mr+100 mr+1 mr

28058493
F667

Manufacturing date (mm.yyvy):

ara Nnpou3BoacTBa (MM.ITIT):

09.2023

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

08.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

lMpouzBoauTenk B COOTBETCTBUM

C perucTpauuen B Poccum:

CEHEKCHW 3#u43cCu, Ppanuus

Sterility / CtepunbHocTb

Must be sterile. / JomkeH 6biTb
CTEPUNBHBIM.

Sterile / Ctepuner

Assay / KonnyecTtseHHoe
onpegeneHue

Thiamine hydrochloride /
TuamuHa ruapoxnopua

Pyridoxine hydrochloride /
MNupuaokcuHa
rmapoxnopug

Cyanocobalamin /
LinaHokoBbanamuH

Potassium cyanide /
Kanust unanng

From 93 % to 105 % of label claim. /
Ot 93 % A0 105 % oT 3aseneHHoro
Konu4yecTea.

From 94 % to 105 % of label claim. /
OT1 94 % po 105 % oT 3asBNeHHOoro
KonudecTsa.

From 95 % to 115 % of label claim. /
O195 % po 115 % ot 3aaBneHHoro
Konu4yecTea.

Not more than 100 % of label claim. /
He 6onee 100 % oT 3asBneHHOro
Konmn4yecTBa.

99 %

99 %

109 %

85 %

(Lt
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HEMPOBWOH®, pacTeop ans
BHYTpUMbIWeyHoro BeegeHus, 100 mr+100 mr+1 mr

28058493
F667

Manufacturing date (mm.yyyy):

09.2023

Hara npon3iBogcTBa (MM.ITrT):

Expiry date (mm. :
Cpok rogHocTH! (MM.ITIT):

08.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

1 POUIBOAUTENL B COOTBETCTEHUHM

¢ peructpauvein B Poccum:

CEHEKCW 3ihu3cCu, ®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. / Mo 3 mn
npenapata B amnyny u3 TEMHOro
crekna tuna |. Ha amnyny
HaHeceHa ToYKka pasnoma u
MapKupyoLLasa nornocka.

Mo 3 amnynel unu no 10 amnyn B
KOHTYPHOW A4YEAKOBOWN YyNaKoBKe
BMECTE C MHCTPYKLUMEn no

MPUMEHEHWIO B NaYKy KAPTOHHY!HO.

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. / Mo 3 mn npenapara B
amnyny us TEMHOTO CTekna
Tvna . Ha amnyny HaHeceHa
TO4YKa pasnoma u
MapKupyoLas norocka.

Mo 3 amnynbl B KOHTYPHON
AYENKOBOW YNaKoBKe BMecTe C
WHCTPYKUMER Mo NMpUMEHEHUIO B
nayKy KapTOHHYIO.

LL
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cenexl 2 rue Louis Pasteur

14200 Hérouville Saint Clair France

creating innovative ships

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr: NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH®, pacteop ans
BHyTpuMbIWeyHoro eeegenus, 100 mr+100 mr+1 mr

SAP-Code: / Kog SAP: 28058493

Batch no.: / Cepus Ne F667

Manufacturing date (mm.yyyy):

Hara npouaBogcTBa (MM.ITIT): 09.2023

Expiry date (mm.yyyy):

Cpok roaHocTH (MM.FTIT): 08.2026

Manufacturer according to the

registration in Russia: CENEXI HSC, France
Mpou3BoauTens B COOTBETCTBUMN

c peructpauvein B Poccuu: CEHEKCW 3i#43cCu, ®paHumsa

According to ND. /

Labeling / Mapkuposka B cootsetcTBum ¢ HA.

Complies. / CooTBeTCTBYET.

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

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

Assessment: / 3akntoueHue: The batch complies with the specification according to ND JICP-
004589/08-130123, amendement Ne 1 from 10.05.2023 / Cepus
COOTBETCTBYET TPeOOBaHMAM HOPMATUBHON AOKYyMEHTaUun
Ne ICP-004589/08-130123, nameHeHue Ne 1 ot 10.05.2023.

cLe
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2 rue Louis Pasteur

14200 Hérouville Saint Clair France

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

NEUROBION® solution for_intramuscular injection,
100 mg+100 mg+1 mg / HENPOBUOH?®, pacteop ans
BHYTpUMbILWeyHoro BeeaeHuns, 100 mr+100 mr+1 mr

SAP-Code: / Kon SAP: 28058493
Batch no.: / Cepusa Ne Fe67
Manufacturing date (mm.yyyy):

Jara npon3BoacTBa (MM.ITIT): 09.2023
Expiry date (mm.yyyy):

Cpok roaHocTu (MM.rrrr): 08.2026

Manufacturer according to the

registration in Russia:

CENEXI HSC, France

MpousBoAnTENL B COOTBETCTBUM

c perncrTpaumein B Poccuu:

CEHEKCW 3143cCu, ®paHums

Details regarding API used in manufacturing process of the batch:

AP| Name, INN /

API manufacturer batch

API Manufacturer

Country of Mfg. /

HaumeHoBaHue ADC, n°, FP Manufacturer API Name / Ctpana
MHH Batch :Mﬂ_cm_. / Homep HaumeHoBaHue nponsBoACTBa
cepuM NpousBoauTens
A, HoMep eofiti npousBogutens A®C
cyGCcTaHUUK

npoussogutensa [NNd
CYANOCOBALAMINE VIT | 2210822648
B12 CRYSTALLINE, 0000127367
INN: CYANOCOBALAMINE
/ LinaHokoBanamuH m“qwﬂﬂs e_umxﬁznm f FRANCE / ®paHuus
ButamuH Biz P P
KpUCTannu4eckuni,
MHH: unaHokoBanamuH
PYRIDOXINE PH23034015C Jiangxi Tianxin
HYDROCHLORIDE 0000127420 Pharmaceutical Co., LTD.
INN: PYRIDOXINE / ! UssHcn  TaHbcwuHb | CHINA / KuTaii
MupuackcuHa rmapoxnopua dapmacbloTuKan Ko.,
MHH: nupupoKkcuH NTa.
THIAMINE UQ21212520
HYDROCHLORIDE 0000127577 DSM Nutritional Products GERMANY
INN: THIAMINE / GmbH / ACM HytpuwHn Fepmanis

TwamuHa ruapoxnopuj
MHH: TuamuH

Mpogaktc MMBX

Date / Signature of Qualified Person/

Oara / nognuckb kBanuduUMpoOBaHHOro nuua:

Name / ¢.1.0.:

Position / JormxHoOCTE:

E. LEMANISSIER

1 6 NOVn2023
Jol

w4
5z




