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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Page 1 of 7/ CtpaHnua 1 us 7

Product: / NMpoaykr: NEUROBION® coated tablets

HEWPOBUOH®, TabneTkyn, NokpbITbie 060/104KOiM
SAP-Code: / Koa SAP: 81725416
Batch no.: / Cepusa Ne 331623A

Manufacturing date (mm.yyvy): /

Oarta npousBoacTBa (MM.FITT): 06.2023
Expiry date (mm.yyyy): /
Cpox rogHocTy (MMm.rrrr): 05.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoguTenb B COOTBETCTBUM
¢ peructpaumen B Poccuu: Mu ana Oxun Xenc Octpus MM6X axg Ko. O, ABctpuna
Parameter / [lapameTtp Specifications / Cneunduxkaumm Results / Peaynbrartbi
Appearance / OnucaHue Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnbte, aBosikoBbinyknble TabneTky, tablets with the weak
nokpbiTble 06onoukon nouty 6enoro useTa, |characteristic smell/
6necrawme, co cnabbiM xapakTepHbIM Kpyrnbie,
3anaxom. ABOSAKOBLINYKNble

TabneTtku, NoKpbITbIe
obonoukoi noutn 6enoro
useTta, 6necrsawme, co
cnabbim xapakTepHbIM
3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
chromatograms of test solutions should [cooTBeTcTBYET
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 yaepxmBaHUA OCHOBHbIX
NMUKOB Ha XpomaTorpammax WCnbITyembixX
- cyanocobalamin / pacTBOpoB,  AOSIKHbI  COOTBETCTBOBATb
BpeMeHam yAepXuBaHUS OCHOBHbIX NUKOB Ha
XpomaTtorpammax CTaHAapTHbIX PacTBOPOB
TMaMuHa ancynscbunaa, nUpUAOKCUHA
ruapoxnopuaa u umaHokobanamuHa (pasgen
«KonuyecTteeHHoe onpeaeneHue»).

THaMuHa aucynbdua

aMpuaokCcuHa rmapoxnopu

umaHokobanamuH

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg 701.44 mg /701,44 mr
deviation from average weight / 1 5 %). / OT 665,00 mr go 735,00 mr (700,00
Mr £ 5 %).

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MMpogykT:

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

Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpousroauTensL B COOTBETCTBUU

C peructpauuei B Poccuu:

NEUROBION® coated tablets

HEMPOBWUOH®, TabneTkun, NOKpbITbIe 060M104KOiA

81725416
331623A

06.2023

05.2025

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

Mu ang Oxu Xenc Octpus M'mM6X ang Ko. O, ABcTpun

Parameter / lNapameTtp

Specifications / Cneundukaumm

Results / PeaynbTarthl

CpEﬂHﬂﬂ Macca TabneTtok v

18/20 tablets: not more than £ 5 %/

Conforms /

OTKNOHEHWE OT cpefHelr macchl 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than £ 10 % / Conforms /
2/20 Trabnetok: He Bonee + 10% COOTBETCTBYET

Disintegration / PacnapaemocTb

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 3asBneHHOro
KonuuecTtsa TMaMuHa aucynbcuaa OMKHO
nepenTy B pacTeop Yyepes 45 MUH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He mexee 75 % (Q) ot
3asBJIEHHOTO KONUYECTBa NPUAOKCUHA
rwapoxnopuga AosHKHO NepenTn B pacTeop
yepes 45 MuH.

101 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
KonuyecTtsa unaHokobanamuHa [OnMKHO
nepenTu B pacTeop Yepes 45 MuH.

109 %

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /

Mpumecu TnamumHa EVIC!J'IbQVIQaZ

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

<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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr:

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

Manufacturing date (mm.yyyy): /
Qara npousBogcrtea (MM.ITrT):

Expiry date (mm. |
Cpok roaHocTH (MM.Trrr):

Manufacturer according to the

registration in Russia: /
NpoussoguTenL B COOTBETCTBUM

c perucrpauueii B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NoKpbITbie 060M104KOM

81725416
331623A

06.2023

05.2025

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

Mu sna Qxu Xenc Octpua MM6X ana Ko. O, Asctpun

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonnpumMuanH
nupUAOKCUH (aaaykT) — He 6onee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTN-5-TMa3onN aTaHoON — He
6onee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyi-2-methylpyrimidine -
not more than 0.2 %; / 4-aMuH0-5-
aMUHOMETUN-2-METUNNNPUMUANH — He
6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecy NupnaokcHMHa rmapoxnopuaa:

individual impurity - not more than 0.2 %; /
efvHu4YHana npumech — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Cyanocobalamin impurities: /
MNpumecu unaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /

rnapokcokobanamuH ~ He 6onee 8,0 %;

0.3%/0,3%

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 AHANU3A

Product: / MMpogykT:

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

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

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

Manufacturer according to the
registration in Russia: /

MpousBoauTens B COOTBETCTBUM

c peructpauueit B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkun, NOKpbITbie 060M104KOM

81725416
331623A

06.2023

05.2025

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

Mv anp xu Xenc Octpus M'mM6X ang Ko. O, ABcTpus

individual unidentified impurity — not more
than 5.0 %; / eauHW4YHa| HenaeHTn-
dvumposaHHas npumecs — He 6onee 5,0 %;

0.7% /0,7 %

total unidentified impurities - not more than
13.5 % / cymma HenaeHTUUUMPOBAHHBIX
npumecei — He 6onee 13,5 %.

11% /11 %

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and

cyanocobalamin - not more than 15.5 % /

Cymma HeMgeHTVIgQMQVIQOBaHHbIX npumecen
THamuHa QMC!J’IbQMga, nupnaokcuHa

rmapoxnopuaa v usnaHokobanamuHa — He
6onee 15,5 %.

11%/11%

Uniformity of dosage units (every
5th batch) / OaHopoaHocTL
A03npoBaHNsa (ANA Kaxaon 5-ou
cepuu)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / MMpoaykT:

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

Manufacturing date (mm.yyyy): /
Oata npoussogcrea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /

MpoussoauTenb B COOTBETCTBUM
c peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTtku, nokpbITbie 060M104KoM

81725416
331623A

06.2023

05.2025

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

Mu anp xu Xenc Octpusa MM6X 3na Ko. OF, Asctpun

Parameter / MapameTtp

Specifications / Cneuudukauum

Results / PeaynbTatsl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas yicrora
(ans kaxaown 5-on cepun)

TAMC — NMT 103 CFU/g / <10 CFU/g
O6wwee uncno a3pobHbix

MukpooprasusmoB He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g

Ob6uwiee uncno rpubos He 6onee 102 KOE/r

Escherichia coli— absence in1g/
Escherichia coli — otcytctBue B 1r

Absence in 1g

Assay / KonuyectseHHoe
onpepenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TuamuHa ancynbohuaa;

98 mg / 98 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / ot 190 mr go 210 mr
NMMpUAOKCUHA rmapoxnopuaa;

199 mg /199 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr go 0,26 mr unaHoko6anamuHa.

0.24 mg /0,24 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nucTep u3
nBX/NBAX/An.

Mo 2 6nuctepa ¢ UHCTpyKuMen no
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / CooTBeTcTayeT

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 / CEPTUDGUKAT AHANTU3A

Product: / Mpoaykr:

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

Manufacturing date (mm.yyyy): /
Oara npousBoactBa (MM.TTIT):
Expiry date (mm. :/

Cpok rogHOCTY (MM.ITTT):

Manufacturer according to the
registration in Russia: /

MpoussoauTenb B COOTBETCTBUU
¢ peructpaumein B Poccum:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTtkun, NoKpbITbie 060M04KOA

81725416
331623A

06.2023
05.2025
P&G Health Austria GmbH & Co. OG, Austria/

Mu ana Mxn Xenc Octpus M'M6X aHa Ko. O, ABcTpus

Parameter / MapameTp

Specifications / Cneuundukayum Results / PeaynbTtarbl

Labeling / MapkupoBka

Complies as prescribed /
CooTtBetcreyeT
TpeboBaHUAM

According to normative document. /
B cooTBeTCTBUM C HOpMaTUBHOW
OOKYMEeHTaumnen.

Storage / XpaHeHue

At the temperature not more than 25 °C. /
Mpu Temnepatype He Bbiwe 25 °C,

Shelf-life / Cpok rogHoCTH

2 years. / 2 ropa.

APIls used in FPC-Batch:

Name / HanmeHosanne: THIAMINE DISULFIDE / Tuamuna gucynnéng

FP_Manufacturer API Batch number / Homep cepuu cy6cranumm

npoussogutens [Mo: 91652246 - C601200139
API Manufacturer Batch number / Homep cepuun cy6craHuum npoussogutens

APC: PRMU2294C59902
API Manufacturer name / HaumeHosaHue npoussoautens AS®C: Procter &

Gamble Health Limited / NMpokrep ang M3m6n Xenc fiumuren
AP| Manufacturer country / Ctpana npoussoautena ADC: India / Ungua

Name / HaumeHnosaHune: CYANOCOBALAMINE EP / Linasoko6anamuH

FP Manufacturer AP Batch number / Homep cepuu cy6ctanLmm

npoussoautens MNMo: 91181664 - C601200001

API| Manufacturer Batch number / Homep cepum cy6ctaHumm npoussoautens

A®C: 2210130900

API Manufacturer name / HaumeHosaHnue npoussogutens A®C: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canocdu Lumn

AP| Manufacturer country / Ctpana npoussoautens A®C: France / ®paHuvs

Name / HaumenosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /

MupuaokcvHa ruapoxnopua

FP_Manufacturer AP Batch number / Homep cepuu cybcTanumm
npoussogutens J1o: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuu cy6ctaHumm npoussoguTens
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 (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Page 7 of 7/ Ctpaunua 7 na 7

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBWOH®, Tabnetku, NOKpbiTbie 060104KOI#
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 331623A
Manufacturing date (mm.yyyy): /
Qara npousBogcTaa (MM.rrrr): 06.2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 05.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpousBoauTenb B COOTBETCTBUMN
¢ perucrTpauuen B Poccuu: Mu anp Oxn Xenc Octpua MM6X aug Ko. O, ABcTtpus

API Manufacturer name / HaumernosaHue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LiasHcy TaHbcuHb ®apMmacbioTukan
Ko., Nra.

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

Name / HaumenoBaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rmgpoxnopug

FP_Manufacturer AP| Batch number / Homep cepuu cy6eTanumm
npoussogutens I'Ne: 91200960 - C601200104

API Manufacturer Batch number / Homep cepuu cybcTaHuum npoussogurens
ADC: JTPC+22054028C

API Manufacturer name / HaumeHnoBanue npouasoautens AOC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Laancn TAHbCcUHL DapMackioTUKan
Ko., Aiva.

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

Assessment: / 3aknioveHue: 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) / Cepus
coorseTcTByeT TpeboBaHWAM HOpMaTMBHOrO gokymeHTa JIC-001540-150720
(nameHeHue Ne 1 o1 06.10.2020, name e Ne 2 ot 18.11.2021)

UNTE GRRIThomas

3
Date / Signature of Qualified Person: / ! E 023
gaTa / noaonuchb KBaanugugoaaHHoro nuua -
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 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  331623A
Importing Country: Dosage Form:
RU coated tablets

Strength/Potency:
100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pg cyanocobalamine

Brand Code: Contractor Item No:
81725416 81725416

Date of Manufacturing: Expiration Date:
23 JUN 2023 MAY 2025

Lot Quantity: Unit of Measure:
114,480.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040038092092

Bulk batches consumed in the reported Batch Code:

Batch No: 0013656334, Manufacturing Date:23.06.2023

Batch No: 0013656335, Manufacturing Date:23.06.2023

Batch No: 0013656336, Manufacturing Date:23.06.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 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
Ho6RIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 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

Printed by: DN4521 Print Date: 06.09.2023

PeG

Package Size:
20

Package Type:

blisters
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SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

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.
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