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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / MpoAaykKT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKPLITbie 060N04YKOIA

81725416
323023A

Manufacturing date (mm.yyyy): /

gara npoussoacrea !MM.ITI'I'!Z

Expiry date (mm.yyyy): /

CpoK roaHoCcTH (MM.ITrT):

Manufacturer according to the

registration in Russia; /

04.2023

03.2025

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

MpoussoauTens B COOTBETCTBUMU

c peructpauyueii B Poccuu:

Mu ana bk Xenc Ocrpun NM6X aHa Ko. OIN, Ascrpus

Parameter / MapameTtp

Specifications / Cneundukaymm

Results / PesynbTaThbl

Appearance / OnucaHuve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrneie, ABOSKOBLINYKMbIE
TabneTku, NOKpbITbie 060N04KON NOUTU
©enoro uBeTa, bnectawme, co cnabbim
XapakTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSAKOBbLINYKIblE
TabneTkn, NOKpbITbIE
06onoukon nouTH
6enoro userta,
Onecrawme, co cnabbim
XaPaKTEPHbIM 3anaxom.

Identification / MognuHHoCTL

- thiamine disulfide /

TMamuHa ancynsdua

- cyanocobalamin /
uuaHokobanamuH

- pyridoxine hydrochloride /
NUPUAOKCUHA FMMAPOXNIOpUA,

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 yaepxvBaHnNA OCHOBHbIX NUKOB
Ha Xpomartorpammax UCnbITyeMbIX
pacTBoOpoB, AOMKHLI COOTBETCTBOBATHL
BpeMeHaM  YAEpXMBaHUS  OCHOBHbIX
NUKOB Ha XpomaTorpammax cTaHAapTHbIX
pacTBOpoB  TMamMuHa  aucynbduaa,
NUpUAOKCUHA rmapoxnopuaa 7]
unaHokobanammnHa (pasgen
«KonuyecteeHHoe onpeaeneHne).

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 Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHATNU3A

Product: / MpogykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbITble 060M0YKOA

81725416
323023A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacTea ‘MM.I'ITI'!Z

Expiry date (mm. i)
Cpok rogHocTH (MM.rTrT):

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

Mpou3soauTenb B COOTBETCTEBUU

c peructpauueti B Poccuu:

Mu a3na Mxn Xenc Octpua M'm6X anp Ko. OF, ABcTtpun

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesynbTarbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 710.13 mg/

deviation from average weight/ | mg + 5 %). / O1 665,00 mr go 735,00 mr (710,13 mr

CpeaHsasa macca TabneTok v (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

<40 min/ £ 40 My

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He mexee 75 % (Q)
OT 3aABNEHHOrO KONMYEeCcTBa TMammnHa
avcynbdunaa SOMKHO nepenTy B
pacTeop uepes 45 MuH.

95 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3anaBnNeHHOro KonuyecTea
NUPUAOKCUHA FNMAPOXNOpUAA AO0MKHO
nepenTy B pacTeop Yepes 45 MUH.

96 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asaBneHHOro KonuMyecTsa
umnaHokobanammuHa fOMKHO NepenTu B
pacTtsop Yyepes 45 MuH.

115 %

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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEMPOBWUOH®, tabnetku, NOKpbLITbIe 060n04YKON

81725416
323023A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrea ‘MM.ITI'I'):

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

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

I'Ipousaogmenb B COOTBETCTBUU

¢ peructpauuen B Poccum:

v ana Bxn Xenc Octpusa TmM6X anp Ko. OI, ABcTpun

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /

HEVIMECM TUamMmnHa EMC!ﬂbQMEaZ

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

01%/01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonR“puMnauH
nupuaokcuH (apaykrt) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMNHO-5-amnHomeTun-2-
MeTuanupuMmuanH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHnyHan HemaeHTUUUK-
posaHHas npumeck — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

ﬂgnmecvn nupuaokcuHa ruapoxnopuaa.

individual impurity - not more than
0.2 %; / eaHUY4Han npumecb —
He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cyMMma npumecen — He 6onee 1,0 %.

<01%/<01%

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
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 / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEAPOBUOH?®, TabneTku, NokpbiTbie 060M104KOW

81725416
323023A

Manufacturing date (mm.yyyy): /

Dara npoussoacTea (MM.ITEr):

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

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

nQOM3BOgMTeﬂb_B COOTBETCTBUM

¢ perucrpauvein B Poccuum:

Mun anp Dxn Xenc Octpusi TM6X aHA Ko. OIN, ABcTpus

Cyanocobalamin impurities: /
MNpumecu LinaHokobanamuHa:

more than 5.0 %; / eanHnyHasn
HenaeHTuuMpoBaHHan NnpuMech —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / rugpokcokobanammnH — He Gonee

8,0 %;

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

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

1.2%/1,2%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
CyMmma HenaeHTudLMpoBaHHbIX
npuMecein TMaMmHa aucynbcuaa,
nupuaokcuHa ruapoxnopuaa u
unaHokobanamuHa — He 6onee 15,5 %.

0.1%/01%

Uniformity of dosage units
(every 5th batch) /
OpHOpoAHOCTL A03MPOBaHUS
(ansa kaxxgon 5-om 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 Geselischaft (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: / Koa SAP:
Batch no.: / Cepus Ne

NEUROBION® coated tablets

HEMPOBWOH®, TabneTku, NOKPbITbie 060M104KOM

81725416
323023A

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.ITrT):
Expiry date (mm.yyyy): /
Cpok roaHocTU (MM.rrir):

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

MpoussoauTens B COOTBETCTBUU

¢ perucrpauueii 8 Poccuu:

Mu axg [xu Xenc Octpusa M'm6X ang Ko. OIN, ABcTpun

Parameter / NapameTp

Specifications / Cneuudukauum

Results /| PeaynbTathb!

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
yucToTa (ANS Kaxaon 5-ou
cepum)

TAMC — NMT 10°CFU/g /
Obuwee 4yncno a3pobHbIX
MUKpoopraHuamos He Gonee 103 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wee yuncno rpubos He Bonee
102 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue 8 1 r1

Not tested CFU/g/
He ucnoitaHo KOE/r

Assay / KonuuecTtseHHoOe
onpegenexune

Each coated tablet contents: / Kaxxpasn
TabneTtka, nokpbITaa obonouykon,
COAEPHUT:

90 mg to 105 mg of thiamine disulfide; /
ot 90 mr go 105 mr Tuamuna
avcynbthuaa;

98 mg /98 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / or 190 mr go 210 mr
NUpUAOKCHUHA ruapoxnopuaa;

201 mg/ 201 mr

leaflet in a carton. / Mo 10 TabneTok B
6nucrep vz NBX/NBOX/An.

Mo 2 Bnucrepa ¢ UHCTPYKUMEn no
NPUMEHEHMIO B NAYKy KAPTOHHYIO.

0.18 mg to 0.26 mg of cyanocobalamin. {0.24 mg / 0,24 mr
/010,18 mr no 0,26 mr
umaHokobanamuHa.
Package / Ynakoska 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooTteetcTBYyeT

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 / CEPTUOUKAT AHANU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEWUPOBWUOH®, TabneTku, NOoKpbITLIe 060M104YKOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepust Ne 323023A
Manufacturing date (mm.yyvyy): /

Qata npousBoacTBa (MM.Irrr): 04.2023
Expiry date (mm.yyyy): /

Cpok roaHocTy (MM.rrrr): 03.2025

Manufacturer according to the

registration in Russia: /

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

ngousaogwrenb B COOTBETCTBUU

¢ peructpauuven B Poccuu:

Mu ana Qxu Xenc Ocrpus MM6X ana Ko. OI, ABcTpus

Parameter / MapameTp Specifications / Cneundukaunn Results /| PeaynbTtaTthl

Labeling / MapxupoBka According to normative document. / Complies as prescribed /
B cooTBeTCTBMN C HOPMATUBHOW CootBeTtcTeyeT
AOKYMEeHTauuen. TpeboBaHuamM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu TemnepaType He sbiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

APIls used in FPC-Batch:

Name / HaumenosaHue: THIAMINE DISULFIDE / TuamuHa gucynscpug

FP Manufacturer API Batch number / Homep cepuu cy6cTaHumn
npoussogutens [Me: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cybcraHuyuu npoussogurens
APC: PRMU2294C59902

AP| Manufacturer name / HaumeHosaHue npounseogutens AQC: Procter &
Gamble Health Limited / MpokTep ana MM6n Xenc Mumuten

API Manufacturer country / CtpaHa npoussogutenst A®C: India / Unann

Name / HaumeHosanne: CYANOCOBALAMINE EP / LilnaHoko6anamuH

FP Manufacturer APl Batch number / Homep cepuu cy6craHumm
npoussoautens Me: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuv cy6cTaHumum npowssoanTens
A®C: 2210130900

APl Manufacturer name / HanmeHosaHnue npoussogurens A®C: EuroAPI
France / EBpoAllA ®paHc

APl Manufacturer country / CtpaHa npoussoautena A®C: France / ®paHuus

Name / HaunmeHosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NupwaokcuHa rugpoxnopwa

EP Manufacturer API Batch number / Homep cepuu cy6craHumm
npoussoautens [1$: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuv cy6ctaHumm npouseogurens
ADC: JTPC+22054027C

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
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 / CEPTUDUKAT AHATIU3A

Page 7 of 7/ CTtpanHuua 7 us 7

Product: / Mpoaykr: NEUROBION® coated tablets

HEWPOBWOH®, TabneTtku, NoKpbITbie 060M0YKOM
SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepusa Ne 323023A

Manufacturing date (mm.yyyy): /
Qara npoussogcrTsBa (MM.FrIr): 04.2023

Expiry date (mm.yyyy): /

Cpok roaHocTH {MM.rrrr): 03.2025

Manufacturer according to the

registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTensb B COOTBETCTBUM

€ perucrtpauyven B Poccum: Mwn anp Lxkm Xenc Octpua MM6X aug Ko. OIF, Asctpus

AP| Manufacturer name / HaumenoBanue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizaaHcu TaHbcuHb PapmackioTukan
Ko., Nva.

AP| Manufacturer country / CtpaHa npoussogutens A®C: China/ Kurai

Name / HaumeHosaHnvne: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuna rmppoxnopua

FP _Manufacturer APl Batch number / Homep cepuu cy6cTaHumm
npoussogutens Nd: 91200960 - C601200104

API| Manufacturer Batch number / Homep cepuu cybctaHuum npoussoauTens
APC: JTPC+22054028C

API Manufacturer name / Hanmenosanue npoussoautena APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LIasHcn TaHbcuHbL DapmackioTukan
Ko., Nra.

API Manufacturer country / Crpana npoussogutens A®C: China / Kurau

Assessment: / 3akmoyenue: 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) / Cepua cooTseTcTBYyET TPebOBaHUAM
HopmaTuBHoro gokymenta JIC-001540-150720 (nsmeHenune Ne 1 ot
06.10.2020, nameHeHue Ne 2 ot 18.11.2021, uameHexue Ne 3 ot

11.05.2023)
Date / Signature of Qualified Person: / m
Qara / noagnucb kBanuduuMpoBaHHOro nuua
P
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Geselischaft (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  323023A

Importing Country: Dosage Form:

RU coated tablets
Strenqgth/Potency:

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

Date of Manufacturing: Expiration Date:

28 APR 2023 MAR 2025

Lot Quantity: Unit of Measure:
68,160.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040037991840

Bulk batches consumed in the reported Batch Code:

Batch No: 0013523159, Manufacturing Date:28.04.2023

Batch No: 0013523158, Manufacturing Date:28.04.2023

Manufacturing 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

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 30.06.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 30.06.2023

PeG

Package Size:
20

Package Type:

blisters
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