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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / [IpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnertku, noKpbiTbie 060104KOA

81725416
331523A

Manufacturing date (mm.yyyy): /

gara npouisoacrea !MM.ITI'I'!!

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrer):

Manufacturer according to the

registration in Russia: /

06.2023

05.2025

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

MpoussoguTens B COOTBETCTBUMU

c peructpauueii B Poccuu:

Mu 3xa hxkn Xenc Octpua MNM6X aHa Ko. O, Asctpun

Parameter / MapameTp

Specifications / Cneuyndukaumu

Results /| PeaynbTatbl

Appearance / OnucaHve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABosikoBbINyKNble
TabneTkun, NoKpbITeie 0GONOYKON NOUTH
6enoro ugeTa, bnectawme, co cnaboim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSAKOBBINYKIbIE
TabneTku, NOKpbITbIE
obonoukon noyTn
6enoro LBeTa,
6necrawme, co cnabbim
XapaKTEPHbIM 3anaxoMm.

Identification / MognuHHOCTL

- thiamine disulfide /

TuamvHa aucynbdug

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /

nMpuaokCcuHa rmngpoxnopua

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 yaepxuBaHUA OCHOBHbIX MUKOB
Ha  XpomaTorpamMmax  WCnbITyeMbixX
pacTBopoB, [OMKHbI COOTBETCTBOBAaTb
BpeMEeHaM  YAEPXWBAHWSA  OCHOBHbIX
NUKOB Ha XPOMAaTOrpaMmax CTaHAAPTHBIX
pacTBOpOB  TWamMuWHa  Aucynbouaa,
nNUpUAOKCMHA ruapoxnopuaa "
uvaHoko6anammHa (pasgen
«KonuyecteeHHoe onpeaeneHue»).

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 AHAJTU3A

Product: / IpoaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIE 060M04KOM

81725416
331523A

Manufacturing date (mm.yyyy): /

ga'ra npou3BogacrTsa !MM.rrI'I'!:

Expiry date (mm. )

Cpok rogHoCTH (MM.ITIT):

Manufacturer according to the

registration in_Russia: /

06.2023

05.2025

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

flpoussoauTenb B COOTBETCTBUU

c peructpaumeit B Poccuu:

Mu anp Dxu Xenc Octpuna FTMO6X 3Hg Ko. OIN, Ascrpus

Parameter / lMapameTp

Specifications / Cneundukaummn

Results / PesynbTathl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 (702.12 mg/

deviation from average weight / {mg + 5 %). / Ot 665,00 mr go 735,00 mr | 702,12 mr

CpepnHsan macca TabneTtok n (700,00 mr £ 5 %).

OTKNOHEHWe oT cpeaHen macchl | 18/20 tablets: not more than £ 5 % / Conforms /
18/20 TabneTok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 Tabnetok: He 6onee + 10% COOTBETCTBYET

Disintegration / PacnagaemocTb

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

<25min/ s 25 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asiBNEHHOro KonuyecTsa TvammHa
aucynbdunaa AOMKHO NepenTy B
pacTeop yepes 45 MuH.

100 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3aABNEHHOro KONU4ecTBa
NUPUACKCUHA rMAPOXNIOpUAA AOMKHO
nepenTu B pacTsop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He menee 75 %
(Q) oT 3asBNEHHOro KoNM4yecTea
ynaHokobanamuHa [OMKHO NepenTu B
pacTeop Yyepes 45 MuH.

111 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 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 / CEPTU®UKAT AHAITU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKPbITbie 060N04KOM

81725416
331523A

Manufacturing date (mm.yyyy): /

gaTa npon3soacrTea !MM.ITI'I'!Z

Expiry date (mm. il
Cpok rogHocTH (MM.rrTT):

Manufacturer according to the

registration in Russia: /

06.2023

05.2025

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

NpoussoguTenb B COOTBETCTBUMN

c perucrpaumeii B Poccuu:

Mu anp Oxu Xenc OcTtpusa M'mM6X ang Ko. OF, ABcTpus

Related substances /
PoacTteeHHble Npumecu

Thiamine disulfide impurities: /

MNpumecn TMamuHa aucynbpua:

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

01%/01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amwHoNMpUMUaWH
NMPUAOKCUH (apaykT) — He Bonee 1,0 %;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMUHO-5-amuHoMeTUN-2-
MeTunnupumuanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnuyHas HenaeHTUULK-
poBaHHasn npumech — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecn NupuaoKCUHa rnapoxnopuaa:

individual impurity - not more than
0.2 %; / epMHUYHaA npuMech —
He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cyMma npumecen — He 6onee 1,0 %.

<01%/<01%

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: / MpoAykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkun, NOKpbIThbie 060N04KOW

81725416
331523A

Manufacturing date (mm.yyyy): /

gaTa npou3soaAcTea ‘MM.I'I'I'I'!:

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

Manufacturer according to the
registration in Russia: /

06.2023

05.2025

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

"QOM3BOQMT9HLB_ COOTBETCTBUMU

¢ perucrpauuen B Poccuum:

Mu ana Axu Xenc Octpua N'M6X anp Ko. O, ABcTpun

Cyanocobalamin impurities: /
MNpumecu umaHokobanamuHa:

more than 5.0 %; / eauHn4Hasn
HenaeHTUUUMPOBaHHas NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 04%/0,4%
8.0 %; / rmapokcokobanamuH — He Bonee

8,0 %;

individual unidentified impurity — not 0.7%/0,7%

total unidentified impurities - not more
than 13.5 % / cymma HengeHTunum-
poBaHHbIX Npumecen — He 6onee 13,5 %.

11%/11%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUdUUNPOBaHHbIX

npumecein TmammHa aucynbduaa,

NUPUAOKCUHA rtmapoxIopuaa u
unaHokobanamuna — He 6onee 15,5 %.

11%/11%

Uniformity of dosage units
(every 5th batch) /
OAaHopoAHOCTL A03UPOBaHUSA
(ans kaxxgon 5-on cepun)

Conforms / cootBeTcTBYET

- thiamine disulfide Conforms
COOTBETCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITblIe 060N104YKOU

81725416
331523A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTea (MM.ITIT):
Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.ITrT):

Manufacturer according to the
registration in Russia: /

06.2023

05.2025

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

"QOM3BOEMTe.l1b B COOTBETCTBUUN

c perucrpauuei B Poccuu:

Mu 3npa [Dkn Xenc Octpus MTu6X aHg Ko. OF, ABcTpus

Parameter / NapameTp

Specifications / Cneuudukaumm

Results / PeaynbTaTthbi

Microbial purity / (every 5th
batch) / Mukpo6uonoruyeckas
YUCTOTa (ANA Kaxaon 5-ok
cepum)

TAMC - NMT 108 CFU/g /
O6wee yncno aspobHbix
MUKpoopraHuamoB He Gonee 10° KOE/r

Not tested

TYMC — NMT 102 CFU/g /
O6wee uucro rpubos He Gonee
102 KOE/r

Not tested

Escherichia coli — absence in 1 g/
Escherichia coli — otcytcteue B 1 r

Absence in 1g

Assay / KonnyectseHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
o1 90 mr go 105 mr TnamuHa
avcynbohuaa;

97 mg /97 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
MUPUAOKCUHA MMAPOXIOpUAa;

199 mg/ 199 mr

0.18 mg to 0.26 mg of cyanocobalamin.
/o1 0,18 Mmr o 0,26 mr
unaHokobanamuHa.

0.24 mg /0,24 mr

Package / Ynakoeka

10 tablets in PVC/PVDC/Alu blister.

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

Mo 2 6nuctepa ¢ MHCTpyKuuen no
NPUMEHEHWNIO B NaYKy KAPTOHHYIO.

Complies /
CooteetcTByeT

P&G Health Austria GmbH & Co. OG

Hosslgasse 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 / CEPTUDUKAT AHATIU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTku, NnokpbiTbie 060M04KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 331523A
Manufacturing date (mm.yyyy): /

Oarta npoussoactBa (MM.rrrr): 06.2023
Expiry date (mm. :/

Cpok rogHocTu (MM.rrrr): 05.2025

registration in Russia: /

Manufacturer according to the

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

ﬂpousaogm'enb B COOTBETCTBUU

¢ perucrpauueni B Poccum:

Mun aua Jxm Xenc Octpus M'm6X aHg Ko. OI, ABcTpus

Parameter / Mapametp Specifications / Cneuudukayumn Results / Pe3ynbTaTthi

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBeTCTBUN C HOPMAaTUBHOW CootBeTtcrByeT
AOKyMEeHTaunen. TpeboBaHusm

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu TemnepaTtype He Bbilwe 25 °C.

Shelf-life / Cpok rogHocTU

2 years./ 2 ropa.

APIs used in FPC-Batch:

Name / Hanmenosanue: THIAMINE DISULFIDE / Tuamuna aucynsdua

FP Manufacturer API Batch number / Homep cepuu cy6cTaHumu
npounssoautens [N1P: 91652246 - C601200139

AP| Manufacturer Batch number / Homep cepuu cy6craHumu npoussoauTens
A®C: PRMU2294C59902

AP| Manufacturer name / Haumernosanue npoussoautens A®C: Procter &
Gamble Health Limited / MpokTep aug Mm6n Xenc NMumuren

API Manufacturer country / Ctpana npoussoautens A®C: India / Uuaus

Name / Haumerosanne: CYANOCOBALAMINE EP / LinaHoko6anamun

FP Manufacturer AP| Batch number / Homep cepuu cybcraHuum
npoussogurens f1P: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cy6ctasumu npoussogurens
A®C: 2210130900

API Manufacturer name / HaumeHoBaHnue npoussogutens A®C: Sanofi
Chimie, Saint Aubin Les Elbeuf / CaHodu LLinmu

API| Manufacturer country / CTpana npoussogutens A®C: France / ®paxuus

Name / HaumeHnosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NMupraokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctaHuum
npoussoautensa [MNP: 91200960 - C601200099

AP| Manufacturer Batch number / Homep cepuu cy6craHumu npowssogutens
A®C: JTPC+22054027C

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoAaykT:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTkun, NOKpbITbie 060N0YKOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 331523A
Manufacturing date (mm.yyyy): /

Oarta npoussoacrBa (MM.rrrr): 06.2023
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITIT): 05.2025

Manufacturer according to the

registration in Russia: /

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

I'Igoussogmenb B COOTBETCTBUM

¢ perucrpauueii B Poccuu:

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /

Mu snp [kn Xenc Octpus Mm6X ang Ko. OI, ABcTpus

AP| Manufacturer name / HanmeHosaHve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3aHcu TAHbCMHL PapmacbioTukan
Ko., Nta.

AP| Manufacturer country / Ctpana npoussoautensi AQC: China / Kuraii

Name / Hanmenosanve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupwpokcuHa ruapoxnopun

FP Manufacturer APl Batch number / Homep cepuu cy6cranuumm
npoussogutens Maeo: 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepuu cyb6ctaHuumu npoussogurens
ADPC: JTPC+22054028C

AP| Manufacturer name / HaumeHoBatve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L{3sHcn TAHbCMHL PapMackioTukan
Ko., Nra.

API Manufacturer country / CtpaHa npouasoaurens A®C: China / Kuran

The batch complies with the specification according to ND JIC-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021) /
Cepus cooTBeTCcTBYET TPebOBaHUAM HOPMATUBHOrO AOKYMeHTa J1C-
001540-150720 (usmeHeHne N2 1 ot 06.10.2020, nsmeHeHue Ne 2 ot
18.11.2021)

gaTa / nognuchb KBanMQMHMEOBaHHOFO auua v

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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  331523A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 g cyanocobalamine
Brand Code: Contractor Item No:
81725416 81725416

Date of Manufacturing: Expiration Date:

23 JUN 2023 MAY 2025

Lot Quantity: Unit of Measure:
38,160.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040038092091

Bulk batches consumed in the reported Batch Code:

Batch No: 0013656333, Manufacturing Date:23.06.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number; 480021

GDP certificate number 483031

Certification Statement:

| 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 05.09.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 05.09.2023

PeG

Package Size:
20

Package Type:

blisters
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