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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A
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Product: / MpoAaykT: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NokpbITbie 060104KOM

SAP-Code: / Koa SAP: 81725416

Batch no.: / Cepus Ne 311224A

Bulk batch no.: / Homep naptu: 0065458762

Manufacturing date (mm.yyyy): /

Qara npousBogcTBa (MM.ITIT): 04.2024

Expiry date (mm. 2

Cpok rogHocTH (MM.ITrT): 03.2026

Manufacturer according to the

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

MpousBoauTens B COOTBETCTBUM

c peructpauven B Poccuu: Mu anp Oxu Xenc Octpus M'M6X aHa Ko. O, ABcTpus

Parameter / lMapametp Specifications / Cneunduxkayum Results / PeaynbraTtbl
Appearance / OnucaHue Round, biconvex, glossy off-white coated Round, biconvex, glossy

tablets with the weak characteristic smell/ off-white coated
Kpyrnele, aBosikoBbiNyknbie TabneTku, tablets with the weak
nokpbITble o6onoykoi noutn 6enoro upeta, |characteristic smell/
6nectsawume, co cnabbiM xapakTepHbIM Kpyrnble,
3anaxom. ABOSKOBbINYKblE

TabneTkn, NOKpbITbIe
obonouykoli noutn 6enoro
useta, bnecrawue, co
cnabbim xapakTepHbiM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the|Conforms /
chromatograms of test solutions should|cooTBeTcTayeT
comply with the retention times of the main
peaks in the chromatograms of thiamine
- pyridoxine hydrochloride / disulfide, pyridoxine hydrochloride and
cyanocobalamin standard solutions (see
Assay). /| BpemeHa yaepxuBaHUsa OCHOBHbIX
MUKOB Ha XpomaTorpammax WCnbITyembixX
- cyanocobalamin / pacTBopoB, [OMKHbI  COOTBETCTBOBATb
BpeMeHaM yAepKMBaHUA OCHOBHbIX NUKOB Ha
XpomarorpamMmax CTaHQapTHbLIX PacTBOPOB
TMaMuHa avcynscuaa, nupuaoKcUHa
ruapoxnopuaa n umasokobanamuHa (pasgen
«KonuyectseHHoe onpeaeneHvey).

TamuHa aucynbcna

AMpuAoOKCUHa rmgpoxnopua

unaHokobanamuH

P&G Health Austria GmbH & Co. OG

Ho6sslgasse 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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyvyy): /
Qarta npousBogcrTBa (MM.ITrT):

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

Manufacturer according to the
registration in Russia: /

ﬂpousaogwrenb B COOTBETCTBUMU

c peructpayueit B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, Ta6neTku, noKpbiTble 060M04KOI

81725416
311224A

0065458762

04.2024

03.2026

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

MNu ana Qxu Xenc Octpua M'mM6X ana Ko. O, ABcTtpusa

Parameter / MapameTtp

Specifications / Cneuucdukaumum

Results / Pe3ynbTtartbi

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00mg |(710.30 mg /710,30 Mr
deviation from average weight / 1+ 5 %). /Ot 665,00 mr ao 735,00 mr (700,00
CpepaHsia macca TabneTok u Mr i 5 %).
OTKNOHEHWe OT cCpeaHen 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 rabneTok: He 6onee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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 3asasneHHoro
KonuyecTsa TUaMuHa ancynbguaa AoMKHO
nepenTn B pacTBop Yepes 45 MuH.

89 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He menee 75 % (Q) ot
3asBNEHHOro KonuyecTea NUPMAOKCUHA
rmapoxnopvaa AOMKHO NepenTn B pacTBop
yepes 45 MUH.

89 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoro
KonuyecTsa uaHokobanamuHa QoMKHO
nepenTn B pacTBop Yepes 45 MUH.

90 %

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. ATU437407086
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / [IpoAaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.ITIT):

Expiry date (mm. 1
Cpok rogHOCTU (MM.ITIT):

Manufacturer according to the
registration in Russia: /

(pousBoguTenL B COOTBETCTBUN

c peructpauueit B Poccum:

NEUROBION® coated tablets

HEMPOBUOH?®, TabneTku, NokpbITbie 060104KOM

81725416
311224A

0065458762

04.2024

03.2026

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

Mu 3 Oxu Xenc Octpua M'm6X anp Ko. OIN, ABctpus

Related substances /
PoacTtBeRHble npumecy

Thiamine disulfide impurities: /
| Npumecu TMamuHa gucynsduaa:

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

<01%/<0,1%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / ammHonupuMuanH
nupuaoKcuH (apaykT) — He Gonee 1,0 %;

<01%/<0,1%

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%; / eanHnuHas HengeHTuULK-
poBaHHasa npumecst — He 6onee 0,2 %);

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecy NUpUAOKCHHA rMapoxnopuaa:

individual impurity - not more than 0.2 %; /
€AnHWYHas npumeck — He Gonee 0,2 %;

<01%/<01%

total impurities - not more than 1.0 %. /

cymMma npumecewn — 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: / [poaykT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Oarta npousBoacrBa (MM.IIrT):

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

Manufacturer according to the
registration in Russia: /

I'lpoussogwrenb B COOTBETCTBUK

€ perucTtpauueii B Poccuu:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTku, NOKpbITble 060N0UKOM

81725416
311224A

0065458762

04.2024

03.2026

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

v ana Axn Xenc Octpua 'm6X anp Ko. Ol, Asctpus

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuHa;

hydroxocobalamin - not more than 8.0 %;/ |0.5% /0,5 %
rmapokcokobanamuH — He 6onee 8,0 %:;

individual unidentified impurity — not more 0.7%/0,7%
than 5.0 %; / eauHnyHasa HenaeHTu-
duumposaHHaa npumect — He 6onee 5,0 %:

total unidentified impurities - not more than (0.9 % /0,9 %
13.5 % / cymma HenaeHTUOVLMPOBaHHBIX
npumecen — He 6onee 13,5 %.

Total unidentified impurities of thiamine 09%/09%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUbULIMPOBaHHbIX NpUMecei
TvamuHa ancynbduia, NMpuaokcuHa

rmapoxnopunaa u unaHokobanammHa — He
6onee 15,5 %.

Uniformity of dosage units (every
5th batch) / OgHopogHoCTb
A031poBaHNS (ANa Kaxaon 5-oi
cepun)

Conforms / cooTBeTCTBYET

- thiamine disulfide Conforms
cooTBeTCTBYET
- pyridoxine hydrochloride Conforms
cooTBEeTCTBYET
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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oava npoussoacTBa (MM.ITIT):

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.IrrT):
Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUMU
¢ peructpauuvei B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITbIe 060M0YKOM

81725416
311224A

0065458762

04.2024

03.2026

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

Mu anp Axmn Xenc Octpua Nm6X aug Ko. OF, Asctpun

Parameter / MapameTp

Specifications / Cneuundukaumumn

Results / PesynbTarbl

Microbial purity / (every 5th batch)
/ Mukpo6ronornyeckas yncrora
(ans kaxaon 5-oi cepun)

TAMC - NMT 103 CFU/g /
O6wee 4ncno aspobHbIx
MUKpoopraHnamoB He Gonee 103 KOE/r

Not tested

hydrochloride; / ot 190 mr ao 210 mr
NUPUAOKCUHA rMapoXIopuaa;

TYMC - NMT 102 CFU/g / Not tested
O6wee yucno rpuéos He 6onee 102 KOE/r
Escherichia coli — absence in 1 g/ Not tested
Escherichia coli - otcytctBue B 11

Assay / KonuyecteeHHoe Each coated tablet contents:

onpeaeneHve
90 mg to 105 mg of thiamine disulfide; / ot | 100 mg/ 100 mr
90 mr go 105 mr TMamuHa aucynbuaa;
190 mg to 210 mg of pyridoxine 204 mg /204 mr

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

0.24 mg /0,24 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / No 10 TabneTok B 6Gnucrep u3
NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTPYKLUMEh No
NPUMEHEHUIO B NAaYKy KAPTOHHY!O.

Complies / CooTtBeTcTBYET

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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprm:
Manufacturing date (mm.yyyy): /
Oata npousBoacTsa (MM.ITIT):
Expiry date (mm.yyyy): /

CpoK roaHocTu (MMm.ITIT):
Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUU

€ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbITble 060M0Y4KOW

81725416
311224A

0065458762

04.2024

03.2026

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

Mu ang Dxu Xenc Octpusa MNm6X ang Ko. O, Ascrpus

Parameter / MNapametp

Specifications / Cneunduxkauun

Results / PesynbTathl

Labeling / Mapkuposka

According to normative document. /
B cooTeBeTcTBUM C HOpMaTUBHOM
OOKYyMEHTauuen.

Complies as prescribed /
CooTBeTcTBYET
TpeboBaHuaM

Storage / XpaHeHune

At the temperature not more than 25 °C. /

Mpu TemnepaType He Bbie 25 °C.

Shelf-life / Cpok rogHocT!

2 years./ 2 ropa.

APIs used in FPC-Batch:

Name / HaumeHosaHnve: THIAMINE DISULFIDE / Tuamuna aucynbcpua

FP Manufacturer AP| Batch number / Homep cepuu cybecTtanuyuu
npoussoautens [f1P: 91652246 - C601200139

API Manufacturer Batch number / Homep cepun cybcTanumu npounssogurens
A®C: PRMU2294C59902
API Manufacturer name / HaumeHosaHnue npoussoantens ASOC: Procter &

Gamble Health Limited / MpokTep ana Mm6n Xenc Nlumuren
API Manufacturer country / CtpaHa npoussoautena APC: India / Unagna

Name / HaumenoeaHvne: CYANOCOBALAMINE EP / Llnanoko6anamuH

FP_Manufacturer AP| Batch number / Homep cepun cy6ctanuymmn

npouseoautens [ J1o: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuv cyb6cTadumu nponssogutens
ADC: 2210130900
APl Manufacturer name / HaumernosaHue npoussogutens AOC: EuroAPI
France / EBpoAlNA ®panc
API Manufacturer country / Ctpana npoussogurens A®C: France / ®paHuuna

Name / HaumeHnosaHuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa ruapoxnopua
EP Manufacturer AP Batch number / Homep cepuu cybctaHuum

npoussogutens I'N1o: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cybctaHuvu npoussoautens

ADC: JTPC+22054027C

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 (0G)

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




PeG

Page 7 of 7/ CtpaHuua 7 ua 7

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANTU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEUPOBWOH®, TabneTku, NOKpbLITLIE 060NOYKOA

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepua Ne 311224A
Bulk batch no.: / Homep napru: 0065458762
Manufacturing date (mm.yyyy): /

Qata npou3BoAcTBa (MM.IrTr): 04.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrr): 03.2026

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

c peructpaumeii B Poccuu:

Assessment: /| 3aknioueHue:

Date / Signature of Qualified Person: /

Mu 3np Dxu Xenc Octpusa MM6X aHg Ko. O, ABcTpus

API Manufacturer name / HaumeHosaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiaaHcu TaHbCcUHL PapMacbloTUKan
Ko., NTa.

API Manufacturer country / CtpaHa npoussoautens APC: China / Kutait

Name / Haumenosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupupokcuHa rupgpoxnopua

FP Manufacturer AP! Batch number / Homep cepuu cybcTaHumu
npoussoautens IJ19: 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepuv cybcTaduwv npowssoautens
APC: JTPC+22054028C

API Manufacturer name / HanmeHosaHhve npoussoautens APC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3AaHucn TaHbCcuHb ®apMacklioTUkan
Ko., NTa.

API Manufacturer country / Ctpana npoussogutens A®C: China/ Kurtan

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) / Cepusa cooTseTcTByeT TpebGoBaHUAM HOPMAaTUBHOrO
pokymeHta J1C-001540-150720 (M3meHeHne Ne 1 ot 06.10.2020, nsmeHeHue
Ne 2 o1 18.11.2021, nameHexvie Ne 3 ot 11.05.2023)

/

gara / noanuchb KBaﬂMQMHMQOBaHHOTO 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 5§1-0

Sitz der Gesellschaft: Spittal an der Drau

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

WWWw.pg.com

UID-Nr. ATU43740706



SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description:

NEUROBION FORTE DRAGEES (20 DRG) - RU

Importing Country:
RU

Strength/Potency:

Batch Number:

311224A
Dosage Form:

coated tablets

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pg cyanocobalamine

Brand Code:
81725416

Date of Manufacturing:
02 APR 2024

Lot Quantity:
37,320.00

Marketing Authorization No:
LS-001540

Contractor Item No:
81725416

Expiration Date:
MAR 2026

Unit of Measure:

IT

Inspection Lot No:
40038475254

Bulk batches consumed in the reported Batch Code:

Batch No: 0065458762, Manufacturing Date:02.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Héflgasse 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
HoéRlIgasse 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:

Larissa Hermann, MSc. (DN4429) / Qualified Person 08.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429

Print Date: 08.05.2024

PeG

Package Size:
20

Package Type:

blisters

Page: 1 of 1



