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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / [IpoAaykT:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTkmn, NoKpbITble 060M0Y4KOiA

81725416
303023A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrtea ‘MM.I'I'I'I'!!

Expiry date (mm. 2/

Cpok roaHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

12.2022

11.2024

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

MpoussoauTens B COOTBETCTBUMN

c peructpaumeit B Poccuu:

Mu 3na ikm Xenc Octpusa M'm6X avg Ko. OI, AscTpun

Parameter / MapameTtp

Specifications / Cneuncdukauum

Results / PesynbTarthbl

Appearance / Onucaxve

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOsIKOBbINYKNbIE
TabneTkun, NOKpbITbie 060MOYKON NOYTK
6enoro useTa, 6necTawue, co cnadbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnete,
ABOSAKOBbINYKNblE
TabneTtku, NOKpbITbIe
obonoukon noytn
6enoro ugeta,
bnecrawue, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MognuHHoCTL

- thiamine disulfide /

TMamuHa gucynedua

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /
NUPUAOKCHHA rMapoxnopua

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
hydrochloridle and  cyanocobalamin
standard  solutions (see Assay)./

BpemeHa yaepxuBaHUsi OCHOBHbIX NMUKOB
Ha  xpoMaTtorpamMmax  UCMbITYEeMbIX
pacTBopoB, AOSMKHBI COOTBETCTBOBATH
BpeMeHaM  yAepXWBaHWA  OCHOBHbIX
fXKOB Ha XpomaTorpammax CTaHgapTHbIX
pacTBopoB  TuamuHa  Aaucynbcduaa,
NUPUAOKCUHA rmgpoxnopvaa n
unaHokobanamuHa (paspen
«KonuyectseHHOE onpegeneHuey).

Conforms /
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 §1 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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PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJITU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbITbie 060M104KON

81725416
303023A

Manufacturing date (mm.yyyy): /

data nponssoacTBa ‘MM.I'I'I'I'!:

Expiry date (mm. 2/

CEOK rogHocTu ‘MM.I'I'I'I'!:

Manufacturer according to the

registration in Russia: /

12.2022

11.2024

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

Hgousaogmenb_s COOTBEeTCTBUM

¢ peructpauveii B Poccuu:

Mu ang Dxn Xenc Octpua M'moX aHg Ko. O, Aectpus

Parameter / MapameTtp

Specifications / Cneuudukauumn

Results / PeaynbTaTbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 703.67 mg/

deviation from average weight / | mg x5 %). / OT 665,00 mr o 735,00 mr [ 703,67 mr

CpepnHss macca TabneTok u (700,00 mr £ 5 %).

OTKNOHeHWe oT cpeaHei maccel | 18/20 tablets: not more than £ 5 % / Conforms /
18/20 TabneTok: He Gonee * 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

< 38 min/ < 38 Mun

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
0T 3asBAEHHOro KonuMyecTsa TMaMuHa
ancynbduaa A0MKHO NepenTn B
pacTteop Yepe3 45 MUH.

98 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KoNUYecTea
NMPUAOKCHHA ruapoxnopuaa AOMKHO
nepenTun B pacTeop Yepes 45 MuH.

98 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He menee 75 %
(Q) ot 3asBNEHHOro KonuyecTea
uvaHokobanamuHa [OSPKHO NepenTy B
pacteop Yepes 45 MuH.

110 %

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 AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEMAPOBWOH?®, Tabnetku, NoKpbITbie 060M104KOIA

81725416
303023A

Manufacturing date (mm.yyyy): /

Qara npousBozcTea (MM.ITrT):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITrT):

Manufacturer according to the
registration in Russia: /

12.2022

11.2024

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

MNpouseoauTensL B COOTBETCTBUU

c peructpaumeir B Poccuu:

Mu 3na Mxu Xenc Octpua M'M6X ang Ko. O, ABctpun

Related substances /
PoacTeeHHble npumeciu

Thiamine disulfide impurities: /

ﬂgmmecm ThaMmunHa QVIC!J’IbQVIEaZ

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

<01%/<0,1%

aminopyrimidine formamide - not more
than 1.0 %; / amuHonupMuAnH
thopmamug — He Gonee 1,0 %;

<01%/<0,1%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonupuMmnanH
NUpUAOKCUH (aaaykT) — He 6onee 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-
MEeTUNNUPUMNAYH — He bonee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHWuHasa HenaeHTUULK-
poBaHHas npumeck — He 6onee 0,2 %;

01%/ 01%

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

01%/ 01%

Pyridoxine hydrochloride impurities: /
Mpumecyn nupuaoKcuHa ruapoxnopuaa:

individual impurity - not more than
0.2 %; / eanHN4Hasn npumecb —
He 6onee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /
cymma npumecein — 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
WWW.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




Page 4 of 7/ CtpanHnua 4 us 7
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NokpbITbie 060104KOM

81725416
303023A

Manufacturing date (mm.yyyy): /

ga'ra npoun3soncrTsea ‘MM.I'ITI'!I

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

Manufacturer according to the

registration in Russia: /

12.2022

11.2024

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

NpoussoauTens B COOTBETCTBUN

c peructpaumeit B Poccuu:

Mu ana Dxu Xenc Octpua Mm6X aHg Ko. O, AscTpus

Cyanocobalamin impurities: /
MNpumecu LmaHokobanamuHa:

more than 5.0 %; / egnHUYHas
HengeHTUdUUMpoBaHHAs NPUMECH —
He 6onee 5,0 %;

hydroxocobalamin - not more than 02%/02%
8.0 %; / rmapokcokobanamuH — He Gonee

8,0 %;

individual unidentified impurity — not 06%/0,6 %

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

1.2%/12%

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

npumecen TMamuHa gueynbduaa,

NUPUAOKCUHA rnapoxnopnaa u
unaHokob6anamuxa — He 6onee 15,5 %.

1.3%/1,3%

Uniformity of dosage units
(every 5th batch) /
OaHopoaHOCTb A03NPOBaHUS
(ans kaxxgoh 5-oi cepun)

Conforms / cooteeTcTBYET

- 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 Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [poAaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKPbITbIe 060104KOM

81725416
303023A

Manufacturing date (mm.yyyy): /

gara npoun3soacraa !MM.rrl’l’!:

Expiry date (mm. |
CpoK rogHoCcTy (MM.FIrr):

Manufacturer according to the
registration in Russia: /

12.2022

11.2024

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

Hgousaogmenb B COOTBETCTBUMU

¢ peructpauueit B Poccuu:

Mu aup Dxn Xenc Octpua MNM6X ana Ko. OIN, ABcTpus

Parameter / MapameTtp

Specifications / Cneuudukauun

Results / Pe3ynbTartbl

Microbial purity / (every 5th
batch) / MukpoGuonoruyeckas
uncToTa (ans Kaxaon 5-ou
cepum)

TAMC — NMT 103 CFU/g /
O6wee yncno aspobHbix
MuKpoopraHnamoB He Gonee 10° KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
Obwee uucno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ucneitaHo KOE/r

Escherichia coli — absence in1g/
Escherichia coli — oTcytcTBue B 11

Not tested CFU/g/
He ucnbitaHo KOE/r

Assay / KonuuecTBeHHoe
onpeaenexuve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; /
oT 90 mr go 105 mMr TMamuHa

ancynsuaa;

100 mg / 100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr 8o 210 mr
NUPUAOKCUHE rMMapoxXIopuaa;

204 mg / 204 mr

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

0.25mg /0,25 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

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

Mo 2 6nucTepa ¢ UHCTPyKUWel no
NPUMEHEHWIO B NAYKY KapTOHHYIO.

Complies /
Cooteetcrayer

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 AHAJIU3A

Product: / Mpogykr:

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

NEUROBION® coated tablets
HEWPOBWOH®, TabneTku, NoKpbITbie 060N04KOMN

81725416
303023A

Manufacturing date (mm.yyyy): /
Qarta nponssogctBa (MM.Irrr): 12.2022

Expiry date (mm. </

Cpok rogHocTH (MM.rrrT):

11.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTen B COOTBETCTBUU

c peructpauueit B Poccuu:

Mu ana Oxu Xenc Octpusa M'mbX aHa Ko. O, Asctpus

Parameter / Mapametp Specifications / Cneuucdukaumu Results / Peaynbrarthb!

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBETCTBUMN C HOPMATUBHOM CoorseTtcTByeT
OOKyYMeHTaUMeN. TpeboBaHuAM

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpy TemnepaType He 8biwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / HanmeHoeanue: THIAMINE DISULFIDE / TnamuHa ancynbcua
FP Manufacturer API Batch number / Homep cepuu cy6cTaHumm
npoussoauTens 'o: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTanHumnu nponssognmTtens
A®C: PRMU2294C59902

AP| Manufacturer name / HaumeHosanue npoussogutens AQC: Procter &
Gamble Health Limited / Mpokrep ang Mmoén Xenc Numuren

API Manufacturer country / Ctpana npoussogutens A®C: India / Uugun

Name / Haumenosanue: CYANOCOBALAMINE EP / Linanoko6anamu

FP Manufacturer APl Batch number / Homep cepuu cy6ctaHunm
npoussoautens IMo: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cy6cTaHuvmn nponssoanTens
ADC: 2210130900

API Manufacturer name / HaumeHoBanue npoussoaurens APC: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canocu lLnmn

AP| Manufacturer country / CtpaHa npoussogutens A®C: France / ®panunsa

Name / HaumeHoesaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rmapoxnopua

FP _Manufacturer AP| Batch number / Homep cepuu cy6cTaHLmm
npoussogutens Mo: 91200960 - C601200099

APl Manufacturer Batch number / Homep cepuu cybcTaHuuu npovasoautens
ADC: 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 / CEPTUDOUKAT AHAITU3A

Product: / MpogykT:

NEUROBION® coated tablets
HEWPOBWUOH®, Tabnetku, nokpbiTbie 060n0uKkoin

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 303023A
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.ITIT): 12.2022
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.FITT): 11.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTensL B COOTBETCTBUU

¢ peructpauueit B Poccuu:

Assessment: / 3aknioueHue:

Mu 31 Dxu Xenc Octpusa MM6X aug Ko. OI, ABcTpun

API Manufacturer name / HaumeHoBanue npoussoautens ASC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizaHcu TAHbCUHb PapmacbioTukan
Ko., Nra.

AP| Manufacturer country / CtpaHa npoussoauntens A®C: China/ Kutain

Name / Haumenosanune: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa ruapoxnopua

FP Manufacturer API Batch number / Homep cepuu cybcTaHumu
npoussogutens FNMe: 91200960 - C601200104

APl Manufacturer Batch number / Homep cepuu cybcraHumm npounssogurens
APC: JTPC+22054028C

API Manufacturer name / HaumeHoBanune npoussogutens ADPC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3aHcu TaHbcuHb ®apmacbloTukan
Ko., Nta.

AP| Manufacturer country / Ctparna npouseogutens AQC: China/ Kutan

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 cooTseTcTeyeT TpeboBaHNAM HOpMaTUBHOro gokymeHTa J1C-
001540-150720 (n3ameHeHue Ne 1 ot 06..10.2020, nsmeHeHune Ne 2 ot
18.11.2021)

UNT
Date / Signature of Qualified Person: /
ata / nognuck kBanudUuuMpoBaHHOro nuua
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



SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

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

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG)-RU  303023A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

09 DEC 2022 NOV 2024

Lot Quantity: Unit of Measure:
74,280.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040037769334

Bulk batches consumed in the reported Batch Code:

Batch No: 0013193633, Manufacturing Date:03.01.2023

Batch No: 0013193634, Manufacturing Date:09.12.2022

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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

Hésslgasse 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:

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 23.02.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 23.02.2023

PeG

Package Size:
20

Package Type:
blisters

Page: 1 of 1
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