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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npoussogcrBa (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rerr):

Manufacturer according to the

registration in Russia: /

lMpoussoautens B COOTBETCTBUU

c peructpauuei B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH®, TabneTkun, NOKpbITbIe 060M04KOM

80781326
317424A

0065577213

05.2024

04.2026

P&G Health Austria GmbH & Co. OG, Austria/

Mu aup Qxun Xenc Octpua MM6X anp Ko. O, ABcTtpus

Parameter / [lapameTtp

Specifications / Cneundukauum

Results / Pesynbrathbi

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOSIKOBbINYKIblEe TAGNETKY,
nokpbIThie obonoykon noytu Genoro useTa,
BnecTawwme, co cnabbiM xapaKkTepHbLIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrneie,
ABOSIKOBbINYKNble
TabneTku, NOKpbIThLIE
obonoukon noutu 6enoro
useta, bnecrawwme, co
cnabbiM xapakTepHbIm
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TWamuHa aucynbcug

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /

AMpuAoOKCuUHa rmgpoxnopua

Retention times of the main peaks in the
chromatograms of test solutions should
comply with the retention times of the main
peaks in the chromatograms of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). / BpemeHa yaepXxvnBaHus OCHOBHbIX
NAKOB Ha XxpomaTtorpaMmmax MCNbITyemblxX
pacTBOpOB,  AOMKHbl  COOTBETCTBOBaTb
BpemMeHam yAepKUBaHUA OCHOBHbIX NUKOB Ha
XpomartorpamMmax CTaHAapTHbIX pacTBOPOB
TMaMuHa ancynecuaa, NUPUAOKCUHA
rmapoxnopuaa n umaHokobanamvHa (pasaen
«KonuuecreeHHoe onpenenexney).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /

gaTa npounssoacTsea !MM.I’I’I’I’!:

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.rrrr):

Manufacturer according to the
registration in Russia: /
MpoussoauTent B COOTBETCTBUU

¢ perucrtpauyunei B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbITbie 060M104KOM!

80781326
317424A

0065577213

05.2024

04.2026

P&G Health Austria GmbH & Co. OG, Austria/

Mu 3Ha [xu Xenc OcTtpua M'M6X aHa Ko. OIN, ABcTpusa

Parameter / MapameTp

Specifications / Cneuundukaummn

Results / Pe3ynbTtathbl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg 704.02 mg / 704,02 mr
deviation from average weight / + 5 %). / O1 665,00 mr ao 735,00 mr (700,00
CpeaHsasa macca TabneTok n Mmr £ 5 %).
OTKNOHEHWNE OT CpeaHEn macchl 18/20 tablets: not more than £ 5 % / Conforms /
18/20 Tabnetok: He Bonee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTtb

Not more than 60 min. / He 6onee 60 MuH

< 36 min/ £ 36 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KONu4ecTBa TMamuHa aucynbhuga SOSKHO
nepenTn B pacTeop Yepes 45 MuR.

93 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3asABNEHHOro KoNWYecTBa NNPUAOKCUHA
rMapoxnopuaa A0SHKHO NepeiTu B pacTBop
yepes 45 MuH.

94 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
KonuyecTsa unaHokobanammHa QormkHoO
nepenT B pacTeop Yepes 45 MUH.

96 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 561-0
Telefax +43 (0)4762 51 51-440
wwWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
dava npoussoacrea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTensL B COOTBETCTBUU
€ peructpauumen 8 Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, NOKpbITbIE 060M104KON

80781326
317424A

0065577213

05.2024

04.2026

P&G Health Austria GmbH & Co. OG, Austria/

Mu anp Oxu Xenc Octpus M'mM6X ang Ko. OT, ABcTpusa

Related substances /
PoncteeHHble npumecy

{ Npumecu TamuHa ancynbduaa:

Thiamine disulfide impurities: /

thiamine - not more than 3.0 %; /
ThamuH — He 6onee 3,0 %;

<01%/<01%

aminopyrimidine formamide - not more than
1.0 %; / amuHoNpUMUANH opmMamMug — He
6onee 1,0 %;

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupuMnanH
NUPUAOKCUH (apAayKT) — He Gonee 1,0 %;

<01%/<0,1%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTun-5-Tason ataHon — He
6onee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-aM1UHO-5-
AMUHOMETUN-2-METUNNNPUMUANH — He
6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / epuHnuHan HemaeHTUULY-
poBaHHaa npumeck — He Gonee 0,2 %:;

<01%/ <01%

Total unidentified impurities - not more than
1.0 %. / cymma HenpeHTUULMPOBAHHbIX
npumecen — He 6onee 1,0 %.

<01%/ <01%

Pyridoxine hydrochloride impurities: /

I'Igmmecn nupuaokcrHa rmapoxnopuga:

individual impurity - not more than 0.2 %; /
eAavHuYHas npumecs — He Gonee 0,2 %:

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co.
Hésslgasse 20 * 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWW.pg.com
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
dara npoussoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the

registration in Russia: /

MpoussoguTenbL B COOTBETCTBUM

C peructpauuei B Poccun:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NoKpbITbie 060n0uKon

80781326
317424A

0065577213

05.2024

04.2026

P&G Health Austria GmbH & Co. OG, Austria/

Mu ana Mxu Xenc Octpus M'M6X aHAa Ko. O, Asctpus

Cyanocobalamin impurities: /
Mpumecu unaHokobanamuHa:

than 5.0 %; / eanHnuHasa HenpaeHTu-
durumposaHHasn npumech — He Gonee 5,0 %:

hydroxocobalamin - not more than 8.0 %;/ (0.8 %/0,8%
rmgpokcokob6anamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 0.7%/0,7%

total unidentified impurities - not more than
13.5 % / cymma HenpaeHTUNUMPOBAHHBIX
npumecer — He 6onee 13,5 %.

1.0%/1,0%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and

cyanocobalamin - not more than 15.5 % /
CyMma HenaeHTUULIMPOBAaHHbIX NpUMecel

ThamMuHa QMC!J’IbQIAga, nnpnaoKcuHa

rmapoxnopuaa u unaHokobanamwHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OgHopoaHocTb
[o31poBaHuA (ANA KaXKaon 5-ou
cepum)

Conforms / cooTBeTcTBYET

- thiamine disulfide Conforms
cooTBeTcTBYeT

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau » Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Dara npoussogcrea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /
Mpoussoaurtens B cooTseTCTBUM

c gerucrgagueﬁ B Poccuu:

NEUROBION® coated tablets

HEAPOBUOH®, Ta6neTku, NOKpbITLbIe 060104KOM

80781326
317424A

0065577213

05.2024

04.2026

P&G Health Austria GmbH & Co. OG, Austria/

Mu anp Mxu Xenc Octpus MM6X 3Ha Ko. or, AscTpusa

Parameter / NapameTtp

Specifications / Cneundpukauuu

Results / PesynbTtartbl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas yucrora
(ans kaxpoi 5-oi cepun)

TAMC — NMT 10°CFU/g /
Obwee uncno asapobHbix
MUKpoopraHuimos He Gonee 103 KOE/r

Not tested

TYMC — NMT 102 CFU/g / Not tested
Obulee uncno rpubos He Gonee 102 KOE/r
Escherichia coli — absence in1g/ Not tested

Escherichia coli — oTcyTctBuue B 11

Assay / KonnyecTtBeHHoe
onpepeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide: / oT
90 mr go 105 Mr TnamuHa gucynbduaa;

101 mg/ 101 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 Mr go 210 mr
NUPUAOKCUHA rMAPOXNopUAa:;

203 mg /203 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
oT 0,18 mr o 0,26 mMr yunaHokoBanamuHa.

0.23mg /0,23 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nuctep us
NBX/NBAX/An.

Mo 2 6nuctepa ¢ UHCTPyKUMeit no
NPUMEHEHUIO B NAaYKy KAPTOHHYHO.

Complies / CooTBetcTBYyeT

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 « 9800 Spittal an der Drau » Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBUWOH®, Ta6bneTkun, NoKpbITbie 060N104KOA

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 317424A
Bulk batch no.: / Homep napTu: 0065577213

Manufacturing date (mm.yyyy): /
data npoussoacTBa (MM.rrrr): 05.2024

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr):

04.2026

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co. OG, Austria/

ﬂgousaogmenb B COOTBETCTBUU

¢ perucrpauuent 8 Poccuu:

Mu ana xu Xenc Octpuna MNM6X aHa Ko. OF, AscTpus

Parameter / Mapametp Specifications / Cneundukaunm Results / PeaynbTaThl

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTUBHOW CootBeTtcTeyeT
AOKYyMeHTauuen. TpeboBaHusm

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Npn Temnepatype He Bbite 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuna aucynsdug

FP Manufacturer AP| Batch number / Homep cepuun cybcTanumm
npoussoautens [J1P: 91652246 - C601300125

AP|_ Manufacturer Batch number / Homep cepuu cybcTaHuvu npoussoauTtens
A®C: PRMU3249C59906

AP| Manufacturer name / HaumeHosaHnue npoussoautens A®C: Procter &
Gamble Health Limited / ipokTep 3HAa Mam6n Xenc Numurten

API Manufacturer country / CtpaHa npoussogutens A®C: India / Ungusn

Name / HaumexosaHne: CYANOCOBALAMINE EP / UnaHoko6anamuu

FP Manufacturer API Batch number / Homep cepuu cy6cranumu
npoussoautens [J19: 91181664 - C601300018

APl Manufacturer Batch number / Homep cepuun cy6ctanuumn npovwseogurens
A®PC: 2311711986

API Manufacturer name / HaumerosaHue npovasoautens A®C: EuroAPI
France / EBpoAllA ®panc

API Manufacturer country / Ctpana npoussoautens A®C: France / ®panuus

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0

Sitz der Gesellschaft: Spittal an der Drau

Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com

UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATTU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NokpbITblie 060M104KOMN

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepua Ne 317424A
Bulk batch no.: / Homep napru: 0065577213
Manufacturing date (mm.yyyy): /

Oara npoussoactBa (MM.ITIT): 05.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 04.2026

Manufacturer according to the

registration in Russia: /

P&G Health Austria GmbH & Co. OG, Austria/

ngoussogm'enb B COOTBEeTCTBUU

c peructpauuei B Poccuu:

Assessment: / 3aknioveHue:

Mu anp Dk Xenc Octpusa Mu6X ang Ko. OI, ABcTpus

Name / HaumeHoeaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa rmgpoxnopun

EP__ Manufacturer APl Batch number / Homep cepuu cybcraHuyuu
npoussoautens [J10: 91200960 - C601300103

API Manufacturer Batch number / Homep cepuun cy6cTaniuvm npoussoauTens
A®C: JTPC+23104009C

API Manufacturer name / Haumenosanue npoussogurtens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcn TAHbCUHL DapmackoTvkan
Ko., Nra.

API Manufacturer country / Ctpana npoussoautens A®C: China/ Kutain

The batch complies with the specification according to ND J1C-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepus cooTBeTCTBYEeT TpeboBaHUAM
HopmaTuBHoro aokymeHta J1C-001540-150720 (usmeHeHve Ne 1 ot 06.10.2020,
nameHeHue Ne 2 ot 18.11.2021, nsmeHenne Ne 3 ot 11.05.2023, nsmexeHne Ne
4 o1 30.11.2023)

Date / Signature of Qualified Person: / M
Qara / nognuceb kBanuduUuMpoBaHHOro nuua

2 3 JULADZ4

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0

Sitz der Gesellschaft: Spittal an der Drau

Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com

UID-Nr. ATU43740706



SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA . .
Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) -RU  317424A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine
Brand Code: Contractor Item No:
80781326 80781326

Date of Manufacturing: Expiration Date:

05 MAY 2024 APR 2026

Lot Quantity: Unit of Measure:
36,840.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038572250

Bulk batches consumed in the reported Batch Code:

Batch No: 0065577213, Manufacturing Date:05.05.2024

P&G Health Austria GmbH & Co. OG
HoRBIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

I hereby certify that the above information is authentic and accurate. This batch of product has

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications

in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:

n/a

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 22.07.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 22.07.2024

PeG

Package Size:
20

Package Type:

blisters
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