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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napru:

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, nokpbiTbie 060M04KOM

81725416
304924A

0014010154

Manufacturing date (mm.yyyy): /

Oarta npousBoacrBa (MM.rerr):
Expiry date (mm. 1/
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
reqgistration in Russia: /

10.2023

09.2025

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

MpousesoauTens B COOTBETCTBUU

¢ peructpauueit B Poccuu:

Mu ana [k Xenc Octpun M'm6X ana Ko. O, ABctpuna

Parameter / MapameTp

Specifications / Cneuudukaumnu

Results /| Peaynbtathl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnsie, ABosAKoBbINYKNble
TabneTkn, NOKpbITbIe 060NOUKON NOYTH
Henoro LiBeTa, 6necrawue, co cnabbim
XapakTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnsie,
ABOSAKOBbINYKNble
TabneTku, NOKpbITLIE
obonouKon nouTtu
6enoro usera,
6necTawume, co cnabbim
XapaKTepHsIM 3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TWamuHa gucynbduna

- pyridoxine hydrochloride /

nMpuaokcuHa rngpoxnopui

- cyanocobalamin /
unaHokobanamuH

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 yaepxuBaHUa OCHOBHbIX NUKOB
Ha  xpomaTtorpammax  WUCMbITyeMbIX
pacTBOpOB, AOMKHbI COOTBETCTBOBATbL
BpEMEHaM  yAepXWBaHWUA  OCHOBHbIX
MUKOB Ha XpomMaTorpaMmMax CTaHAapTHbIX
pacTBOpOB  TuamuHa  Aucynbduaa,
NUPUAOKCUHA ruapoxnopuga n
unaHokobanamuna (pasgen
«KonnyecteseHHoe onpeaenexHuen).

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




Page 2 of 7/ CtpaHuua 2 us 7

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:

NEUROBION® coated tablets

HEWPOBUOH?®, Tabnetku, NoKpbITble 060M104KOM

81725416
304924A

0014010154

Manufacturing date (mm.yyyy): /

ga'ra npou3BoncTBea ‘MM.I'I'I'I'!:

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

Manufacturer according to the
registration in Russia: /

10.2023

09.2025

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

MpoussoauTenb B COOTBETCTBUMU

¢ perucrtpauuen B Poccuu:

Mn aup km Xenc Octpus MTmM6X ang Ko. OI, ABcTpus

Parameter / MapameTp

Specifications / Cneyudukayumn

Results / PesynbTaThl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 |708.83 mg /

deviation from average weight/ [ mg + 5 %). / Ot 665,00 mr go 735,00 mr 708,83 mr

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

OTKMOHeHWe oT cpegHel 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.

<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 3asIBNEHHOro KonuyecTsa TuamnHa

Ancynbduaa A0rmKHO NepenTu 8
acTBOp Yepes 45 MWH.

100 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He mexee 75 %
(Q) oT 3asBNEHHOro KonuyecTea
NMPWAOKCHHA rMApPOoXIopraa A0MKHO
nepenTu B pactsop vyepes 45 MuH.

100 %

Not less than 75 % (Q) of
cyanocobalamin labe! claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KonNu4ecTea
unaHokobanammHa [OMKHO NepeiTn B
pacTeop 4epes 45 MuH.

108 %

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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtu:

NEUROBION® coated tablets

HEWPOBUWUOH®, TabneTku, NoKpbITbie 060/104KOMN

81725416
304924A

0014010154

Manufacturing date (mm.yyyy): /

ga'ra npounsoacTsa !MM.I'ITI'!:

Expiry date (mm. 1/
Cpok rogHocTH (MM.Irrr):

Manufacturer according to the
registration in Russia: /

10.2023

09.2025

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

Hgousaogmenb B COOTBEeTCTBUMN

¢ peructpauuen B Poccuu:

Mu anp [bxu Xenc Octpus TM6X aHa Ko. OIN, ABcTpus

Related substances /
PoacrteeHHble npumeck

Thiamine disulfide impurities: /

I'Igmmecvn TUamMmunHa BMC!I‘IbQMaZ

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHonMpuMmnaunH
nMpUAOKCUH (apaykr) — He 6onee 1,0 %;

<01%/<01%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMyHO-5-amMHOMETUN-2-
mMeTunnupumunauH — He 6onee 0,2 %;

<01%/<01%

individual unidentified impurity - not more
than 0.2%; / eauHnyHas HempeHTuuum-
poBaHHas npumech — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

ﬂgmmecm nMpuaoKcuHa rugpoxnopuaa:

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

<01%/<01%

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 AHATU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NoKpbIThbie 060M04KOM

81725416
304924A

0014010154

Manufacturing date (mm.yyyy): /

ga'ra npov3sogcrea !MM.I'ITI'!:

Expiry date (mm. i)
Cpok rogHoCcTH (MM.ITrT):

Manufacturer according to the
registration in Russia: /

10.2023

09.2025

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

MpousBoguTenL B COOTBETCTBUM

¢ perucrpauuent B Poccuu:

Mu ang kn Xenc Octpus 'm6X aug Ko. OI, ABcTpus

Cyanocobalamin impurities: /

Mpumecu unaHokobanamuHa:

hydroxocobalamin - not more than
8.0 %; / ruapokcokobanamuH — He Bonee
8,0 %;

18%/1.8%

individual unidentified impurity — not
more than 5.0 %; / eanHuyHag
HenaeHTUdhMUMpoBaHHaA NpUMech —
He Gonee 5,0 %;

04%/04%

total unidentified impurities - not more
than 13.5 %. / cymma HenaeHTubULu-
poBaHHbIX npumecein — He Gonee 13,5 %.

0.6 % /0,6 %

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

Cymma HenaeHTUdUUMPOBAHHbIX

npumecei TvamvHa gucynosduaa,

NUpWAOKCHHA rnapoxnopuaa u
umaHokobanammHa — He 6onee 15,5 %.

06%/06 %

Uniformity of dosage units
(every 5th batch) /
OaHopoAHOCTL AO3NPOBaHUS
(Ans xaxgon 5-oi cepun)

Conforms / cooTBeTcTBYET

- thiamine disulfide / TnamuHa Conforms
ancynbcung COOTBETCTBYET
- pyridoxine hydrochloride / Conforms
NUPUAOKCUHA rMAPOXNopUa, 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
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATNU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:

NEUROBIONP® coated tablets

HEWPOBUOH®, TabneTtku, nokpbiTbie 060M04KOW

81725416
304924A

0014010154

Manufacturing date (mm.yyyy): /

gaTa npou3soacrTea ‘MM.ITI'I'!:

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

Manufacturer according to the
registration in Russia: /

10.2023

09.2025

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

MpoussoauTens B COOTBETCTBUU

c perucrpauueii B Poccuu:

Mu ana Dxun Xenc Octpua N'M6X ana Ko. O, ABctpus

Parameter / MapameTp

Specifications / Cneundpukauum

Results / Pe3ynbTarbl

Microbial purity / (every 5th
batch) / Mukpobuonornyeckas
yucTOoTa (ANS Kawaon 5-on
cepum)

TAMC — NMT 103 CFU/g /
O6Lwee uncno aspobHbIx
MuKpoopraHuamoB He 6onee 10° KOE/r

Not tested

TYMC — NMT 10% CFU/g /
O6Lwee uucno rpnbos He bonee
102 KOE/r

Not tested

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

Absence in 1g

Assay / KonuyecTteeHHoe
onpeaeneHue

Each coated tablet contents: / Kaxaas
Tabnetka, nokpbITas 060no4kon,
COACPXKNT:

90 mg to 105 mg of thiamine disulfide; / |99 mg / 99 mr
oT 90 mr go 105 mr TmammHa

ancynbuaa;

190 mg to 210 mg of pyridoxine 200 mg / 200 mr

hydrochloride; / ot 190 mr 2o 210 mr
NUpUAOKCUHA rMapoxXnopuaa;

0.18 mg to 0.26 mg of cyanocobalamin.
/070,18 mMr no 0,26 mr
unaHokobanamuHa.

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 vs NBX/NBAX/An.

Mo 2 6nucTepa ¢ MHCTPYKLUMEl no
NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Complies /
CootsetcTByeT

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 /| CEPTUOGUKAT AHAJTTU3A

Product: / MpoaykT:

NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, nokpbiTbie 060N104KOMN

SAP-Code: / Ko SAP: 81725416
Batch no.: / Cepus Ne 304924A
Bulk batch no.: / Homep naprtu: 0014010154
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.rrrr): 10.2023
Expiry date (mm. ./

Cpox rogHocTU (MM.rrrT): 09.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

¢ perucTpauuei B Poccuu:

Mu axup Mxu Xenc Octpua M'M6X aHg Ko. O, ABcTpusn

Parameter / Mapametp Specifications / Cneundukaumm Results / Pe3ynbTtaTth!

Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBeTcTBUM C HOpMATUBHOW CootsetcTByeT
AOKyMEHTauuen. TpeboBaHMAM

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HanmeHosanue: THIAMINE DISULFIDE / Tuamuna gucynedug

FP Manufacturer API Batch number / Homep cepuu cy6cTaHumu
npoussoautens N1oP: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuun cy6cTanumm npoussoautens
A®C: PRMU2294C59902

API Manufacturer name / HaumeHoBaHue npouasogutens A®GC: Procter &
Gamble Health Limited / Mpokrep 3ang Fam6n Xenc Numuren

API Manufacturer country / CtpaHa npoussogutens APC: India / Unaus

Name / HaumeHosanne: CYANOCOBALAMINE EP / LinaHoko6anamus

FP Manufacturer API Batch number / Homep cepuu cy6ctanymmn
npoussogutens [J19: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybctaHuuu npoussoaurens
A®C: 2210130900

AP{ Manufacturer name / Haumenosanue npoussogutens A®C: EuroAPI
France / EBpoAllA ®panc

API Manufacturer country / CtpaHa npoussoautens AGC: France / ®paHumnsn

Name / HaumeHoBaHuve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP_Manufacturer API Batch number / Homep cepuu cy6cTasumu
npoussoautens INNo: 91200960 - C601200099

AP| Manufacturer Batch number / Homep cepuu cy6cTaHuun npovussogutens

A®C: 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 / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTku, nokpbiTbie 060M104KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: /| Cepus Ne 304924A
Bulk batch no.: / Homep napru: 0014010154
Manufacturing date {(mm.yyyy): /

Qara npousBogctBa (MM.Irrr): 10.2023
Expiry date (mm. |

Cpok rogHOCTU (MM.ITTT): 09.2025

Manufacturer according to the

registration in Russia: /

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

NpousBoguTens B COOTBETCTBUU

¢ peructpauueii B Poccuu:

Assessment: / 3aknioveHue:

Date / Signature of Qualified Person: /

Mu ana Bxu Xenc Octpuna T'M6X aHg Ko. OF, ABcTpus

APl Manufacturer name / HaumeHosanve npounssogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Laancu TaHbCcUHb ®apmackioTUkan
Ko., NTa.

AP| Manufacturer country / CtpaHa npouseoautens A®C: China/ Kurait

Name / HaumenosaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupuaokcuna rmgpoxnopua

FP_Manufacturer AP| Batch number / Homep cepuu cy6ctanuyuu
npouseoautens 1. 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepwn cy6eTanumu npowssogutens
ADC: JTPC+22054028C

API Manufacturer name / Haumenosanue npoussogutena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / |aaHcu TaHbcuHb PapmackioTukan
Ko., NTa.

AP| Manufacturer country / CtpaHa npoussogutena A®C: China/ Kutait

The batch complies with the specification according to ND J1IC-001540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021,
amend No 3 from 11.05.2023 / Cepusa cootBeTcTByeT TpebGoBaHUAM
HopmaTusHoro pokymeHTta JIC-001540-150720 (M3meHeHne Ne 1 ot
06.10.2020, nameHenue N2 2 ot 18.11.2021, nameHeHue Ne 3 ot
11.05.2023

arta / nognucb kBanuduumMpoBaHHOro nuua Wdﬂﬁ

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) - RU  304924A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

16 OCT 2023 SEP 2025

Lot Quantity: Unit of Measure:
38,040.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038373449

Bulk batches consumed in the reported Batch Code:

Batch No: 0014010154, Manufacturing Date:16.10.2023

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 20, 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 06.03.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 06.03.2024

PeG

Package Size:
20

Package Type:

blisters
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