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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MIpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnetku, NokpbITble 060M104KOA

81725416
331423A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacrTBea (MM.ITrT):

Expiry date (mm. </

Cpok rogHocTy (MM.ITrT):

Manufacturer according to the

registration in Russia: /

04.2023

03.2025

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

I'Igouaaogvn'enb B COOTBETCTBUU

¢ peructpauuei B Poccuu:

Mu anp Mxun Xenc Octpua M'meX axa Ko. O, ABctpun

Parameter / MapameTp

Specifications /| Cneundukauuu

Results / PesynbTaTthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOSAKOBbINYKNbIE
TabneTkn, NOKpbITbIe 0BONOUKON NOYTK
6enoro ysera, 6necrawme, co cnabbim
XapakTepHbiM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnble,
ABOSAKOBbLIMNYKNble
TabneTkn, NOKpbITbIe
obonoukol nouTtu
6enoro uBeTa,
6necrawwme, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

TUamuHa gucynsoug,

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /
NMPUAOKCUHA rMAPOXITOPUA

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 yaepxuBaHUs OCHOBHbIX NUKOB
Ha  xpomartorpammax  UCNbITYeMbIX
pacTBOpOB, [AOMKHbI COOTBETCTBOBATb
BpeMEHaM  yAEepXuBaHWA  OCHOBHbIX
MUKOB Ha XpomaTorpaMmmMax cTaHaapTHbIX
pacTBopoB  TWamuHa  Aaucynboduaa,
nNUpuAOKCUHa rugpoxnopuaa n
unaHoko6anamuHa (paspen
«KonnyectseHHoe onpeaeneHme»).

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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / MpoAykr:

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

NEUROBION® coated tablets

HEWUPOBWOH®, TabneTku, NoKpbITbie 060M104KOA

81725416
331423A

Manufacturing date (mm.yyyy): /

Oarta npou3BoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /
CpOK rogHoCTH (MM.rTIT):

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

MNpoussoauTenb B COOTBETCTBUU

C peructpauueii B Poccuu:

Mu anp ku Xenc OcTtpusa M'm6X anp Ko. O, ABctpun

Parameter / Mapametp

Specifications / Cneundukaunu

Results / PesynbTtaTthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 (704.18 mg/

deviation from average weight/ [mg + 5 %). / Ot 665,00 mr go 735,00 Mr | 704,18 mr

CpeaHssa macca TabneTok v (700,00 mr £ 5 %).

OTKMNOHEHWUe OT cpeaHeil 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

<22 min/ £ 22 Muu

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3a5BMEHHOro KonuYecTsa TMaMuHa
Aucynbduraa AOMKHO NepenTu B
pactBop vepes 45 MuH.

91 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro Konu4ecTea
NMPUAOKCUHA FMAPOXNIopuAa A0MKHO
nepenTy B pacTeop Yepes 45 MuH.

93 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3aABNEHHOro KoNM4yecTea
unaHokobanamvHa AOMKHO NepeinTn B
pacTtBop Yepes 45 MuH.

103 %

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 AHATTU3A

Product: / [IpoaykT:

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

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITLIe 060M04KOM

81725416
331423A

Manufacturing date (mm.yyyy): /

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

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

Mpoussoautens B COOTBETCTBUMU

€ peructpauuven B Poccum:

Mu 3 kv Xenc Ocrpus MvbX ana Ko. O, ABcTpus

Related substances /
PoacTtseHHble npyumecu

Thiamine disulfide impurities: /

HEVIMECVI TUhammnHa BVIC!J'IbQVIQaI

thiamine - not more than 3.0 %; /
TuamuH — He Bonee 3,0 %;

01%/ 0,1 %

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / aMmmHoNUPUMUGWH
nUpUAOKCHH (aaaykr) — He 6onee 1,0 %:;

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMmnHo-5-ammHomMeTuUnN-2-
meTunnupumuamnH — He 6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnuHan HenpeHTUULK-
poBaHHas npumecb — He 6onee 0,2 %;

<01%/<01%

Total unidentified impurities - not more
than 1.0 %. / cymma HenaeHTubUUn-
poBaHHbIX npumecein — He Gonee 1,0 %.

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu nupuaokcuHa rmapoxnopuaa:

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

<01%/<0,1%

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

<01%/<0,1%

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 AHAINU3A

Product: / [IpogykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpbITbIe 060M04KOiA

81725416
331423A

Manufacturing date (mm.yyvyy): /

gaTa npou3soncTea !MM.I'ITI'!:

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

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

ﬂgousaogm‘enb B COOTBETCTBUM

c peructpauuei B Poccum:

Mwv 3na Mxku Xenc Octpus M'm6X avg Ko. OT, Asctpus

Cyanocobalamin impurities: /
MNpumecu unaHokoGanamuHa:

more than 5.0 %; / eauHuyHasn
HeumaeHTUMUMpOBaHHaa NpUMech —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / ruppokcokobanamvH — He Bonee

8,0 %;

individual unidentified impurity — not 0.7%/70,7%

total unidentified impurities - not more
than 13.5 % / cymma HenpeHTUdbuum-
poBaHHbLIX npumecen — He 6onee 13,5 %.

1.2%/12%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /

Cy MMa HGVIQGHTVIQVIQVIQOBaHHbIX

npumecen TMamMmuHa aucynsuaa,

nMpuagoKcuHa rmapoxnopuaa un
unarokobanamuta — He 6onee 15,5 %.

0.1%/01%

Uniformity of dosage units
(every 5th batch) /
OpaHopoaHOCTL A03MPOBaHUSA
(ana kaxaown 5-on cepun)

Conforms / cooTeeTcTayeT

- thiamine disulfide Conforms
cooTBeTCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 5 of 7/ Crpanuua 5u3 7

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NOKpbITbie 060M0Y4KOM

81725416
331423A

Manufacturing date (mm.yyyy): /

gaTa npounssoacTea !MM.I’I‘I’I‘!:

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

Manufacturer according to the
registration in Russia: /

04.2023

03.2025

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

MpoussoauTtenb B COOTBETCTBUMN

C peructpauueii B Poccum:

My anp xku Xenc Octpusa M'm6X aua Ko. OIN, ABcTpus

Parameter / MapameTp

Specifications / Cneuucdukauun

Results / PesynbTathbl

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
yucToTa (ansa Kaxgon 5-on
cepun)

TAMC —~ NMT 103 CFU/g /
O6wwee yncno aapobHbIX
MukpoopraHuamos He 6onee 10° KOE/r

Not tested

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

Not tested

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

Absence in 1g

Assay / KonnyectseHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 Tabnetok B
6nucrep us NBX/NBAX/An.

Mo 2 6nnctepa ¢ MHCTPYKUMER no
NPUMEHEHWNIO B NAYKY KAPTOHHYIO.

onpeaenexue
90 mg to 105 mg of thiamine disulfide; / (98 mg / 98 mr
oT 90 mr go 105 mr TnamuHa
ancynbduaa;
190 mg to 210 mg of pyridoxine 200 mg/ 200 mr
hydrochloride; / oT 190 mr o 210 mr
NUPUAOKCUHA r’MApOXNopuaa;
0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg / 0,24 mr
/010,18 mr go 0,26 mr
UuaHokobanamuHa.
Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CooreercrByeT

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:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTkn, NOKpbITLIE 060M104KON

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusi Ne 331423A
Manufacturing date (mm.yyyy): /

Oara npousBogcrTBa (MM.rrrr): 04.2023
Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.ETrT): 03.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMN

¢ perucrpauueir B Poccuu:

Mu 3ua xm Xenc Octpusa M'm6X ang Ko. O, ABcTtpus

Parameter / MapameTp Specifications / Cneuudukauun Results / PesynbTtaTthl

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBETCTBUM C HOPMATUBHOMN CootseTtcTByeET
AOKyMeHTauuen. TpeboBaruam

Storage / XpaHeHue

At the temperature not more than 25 °C. /
[Mpn TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok rogHoOCTH

2 years./ 2 ropa.

APIs used in FPC-Batch:

Name / HaumeHosanue: THIAMINE DISULFIDE / TuamuHa avucynbhung

FP_Manufacturer APl Batch number / Homep cepuu cybcranuvn
npoussogutens [NP: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cybcTaHymMm npoussoautena
A®PC: PRMU2294C59902

APl Manufacturer name / HanmeHosanue npoussoautens ADC: Procter &
Gamble Health Limited / IpokTep aHa Mamén Xenc NMumurten

API Manufacturer country / Ctpana npoussogutens A®C: india / Uhans

Name / HaumeHosanne: CYANOCOBALAMINE EP / Llnanoko6anamuvH
FP_Manufacturer APl Batch number / Homep cepuu cy6ctanuum
npoussoautens [T1P: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybcTaHumu npovssogutens
A®DC: 2210130900

AP| Manufacturer name / HaumeHoBaHue npoussoautens AOC: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canocu lWnmn

API Manufacturer country / CtpaHa npouseogutens A®C: France / ®paHuusa

Name / HaumeHoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctaHuum
npoussoautens [N1P: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cybctaHumu npoussoantens
APC: 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Page 7 of 7/ Ctpaumua 7 ua 7

Product: / MpoAaykT: NEl}ROBION® coated tablets

HEWPOBUOH®, TabneTtkn, nokpuiThlie 060n04Kon
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 331423A

Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.IrrT): 04.2023

Expiry date (mm.yyyy): /
CpokK rogHocTw (MM.rrrr): 03.2025

Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/

MNpousBoauTens B COOTBETCTBUUN
¢ peructpauuen B Poccuu: Mu ang Oxu Xenc Octpusa MM6X aHAa Ko. O, ABcTpun

AP| Manufacturer name / HanmeHosaxue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L{zaHcn TaubcuHb ®PapmacbioTukan
Ko., Na.

API Manufacturer country / CtpaHa npoussogutens A®C: China / Kutan

Name / HaumeHosaHnue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP_Manufacturer API Batch number / Homep cepuu cybctaHuum
npoussoautens [J1P: 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepuu cybctasumu npoussogutens
APC: JTPC+22054028C

API Manufacturer name / HaumeHoeaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|aaHcy TAHbCMHL PapMacbloTUKan
Ko., NTa.

API Manufacturer country / CtpaHa npoussogautens A®C: China / Kutawn

Assessment: / 3aknioyeHue: 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) /
Cepwus cooTseTcTBYET TpeGOBaHUAM HOPMaTHUBHOrO fokymeHTa J1C-
001540-150720 (nameHenue Ne 1 ot 06.10.2020, nsmeHeHue Ne 2 ot
18.11.2021)

Date / Signature of Qualified Person: / M/@
Harta / nognucb ksanuduuupoBaHHoro nuua & /

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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  331423A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

28 APR 2023 MAR 2025

Lot Quantity: Unit of Measure:
5,760.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040038092090

Bulk batches consumed in the reported Batch Code:

Batch No: 0013523159, Manufacturing Date:28.04.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRligasse 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
HoRIgasse 20, 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 06.09.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 06.09.2023

PeG

Package Size:
20

Package Type:

blisters
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