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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATTU3A

Product: / [IpoAyKT:

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

NEUROBION® coated tablets

HEWPOBUOH®, tabneTkun, NoKpbITLIe 060M104KOM

81725416
311923A

Manufacturing date (mm.yyvyy): /

ga'ra npou3Boacrtea !MM.ITIT!:

Expiry date (mm.yyyy): /

Cpok rogHoCcTu (MM.ITTT):

Manufacturer according to the

registration in Russia: /

02.2023

01.2025

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

NpounasoauTenb B COOTBETCTBUU

C perucrtpatuven B Poccuu:

Mu aup xn Xenc Octpusa M'M6X ana Ko. OT, AscTtpusn

Parameter / MNapameTtp

Specifications / Cneuudukayum

Results /| PeaynbTtathbl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABosKoBbINyKNblE
TabneTku, NOKpbITbie 060N0YKON NOYTU
6enoro ugeTa, bnecrtawue, co cnabbim
XapaKkTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbie,
OBOSAKOBbINYKNblE
TabneTtku, NoKpbITble
obonoukon nouTn
6enoro usera,
6necTawme, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MoanuHHOCTL

- thiamine disulfide /

TamuHa avucynbdua

- cyanocobalamin /
umnaHokobanamuH

- pyridoxine hydrochloride /

nMpuaoKcuHa ruapoxnopua

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 yaepXBaHUA OCHOBHbLIX NMUKOB
Ha XpomaTorpammax ncnbITyeMbIX
pacTBOpOB, AOMMKHb! COOTBETCTBOBATb
BpEMEHaM  YAEePXKUBAHWUA  OCHOBHbBIX
NUKOB HA XpOMaTorpammax CTaHaapTHbIX
pacTBOpOB  TWamMwHa  Aucynbduaa,
MMpUAOKCUHA ruapoxnopuaa "
UrnaHokobanammHa (pasaen
«KonuyectseHHOE onpeaeneHue»).

Conforms /
cooTBeTCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (04762 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 / CEPTUPUKAT AHATIU3A

Product: / MpoAykT:

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

NEUROBION® coated tablets

HEAPOBUWUOH®, TabneTku, NOKPbITbIe 0GONOYKOM

81725416
311923A

Manufacturing date (mm.yyyy): /

gara npoun3BoacTBa ! MM. I'I'l'I'I:

Expiry date (mm. ./

CEOK rogHocTn 1MM.ITI'I'!:

Manufacturer according to the

registration in Russia: /

02.2023

01.2025

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

MpoussoauTenb B COOTBETCTBUM

¢ peructpauuen B Poccuu:

Mu ana Dxm Xenc Octpua M'moX axa Ko. O, Asctpus

Parameter / MapameTtp

Specifications / Cneuudukauuu

Results / PesynbTtaTthl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 702.64 mg /

deviation from average weight / | mg + 5 %). / Ot 665,00 mr ao 735,00 Mmr | 702,64 mr

CpeaHsa macca TabneTtok u (700,00 mr £ 5 %).

OTKNOHEHWe OT cpeaHei maccbl | 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 / PacnagaemocTtbk

Not more than 60 min. / He 6onee
60 MuvH

£ 32min/ s 32 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHnee 75 % (Q)
OT 3aIBNeHHOro KoNu4ecTea TMaMmuHa
Ancynbduaa A4OMKHO NepenTn B
pacTsop Yepe3 45 MUH.

74 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3asBNEHHOro Konn4yecTea
NMPUAOKCUHA rMAPOXNOopUAA AOMKHO
nepenTy B pactesop Yepes 45 MuH.

76 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNEHHOro KONUyecTsa
uraHokobanaMmHa AOSMKHO NEPENTH B
pacTteop Yyepes 45 MuH.

83 %

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
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 / CEPTU®UKAT AHANTU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTtku, NokpbITbie 060M04KOMA

81725416
311923A

Manufacturing date (mm.yyyy): /

ga'ra npoun3isoncrea ‘MM.I’I’I’I‘!:

Expiry date (mm. 2/
Cpok rogHocTU (MM.ITIT):

Manufacturer according to the
registration in Russia: /

02.2023

01.2025

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

MpounssoaguTesnb B COOTBETCTBUU

C perucTpatiein B Poccuu:

Mu a3ng Oxu Xenc Octpua MM6X aHa Ko. O, ABctpus

Related substances /
PoacteeHHble Nnpumecn

Thiamine disulfide impurities: /

I'Ipwmecm TUhamMmmnHa EMC!anMQai

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

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %, /
4-amMuHO-5-amuHomeTUN-2-
MeTunnupumMuauH — He Gonee 0,2 %;

<01%/<01%

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

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
Mpumecn nupugokcuHa rugpoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymMma npumecen — He 6onee 1,0 %.

<01%/<0,1%

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A
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Product: / Mpoaykr: NEUROBION® coated tablets
HEMPOBUOH®, TabneTkun, NOKpbITbIe 060MO4KON
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 311923A
Manufacturing date (mm. :
Qata npousBogcrBa (MM.IIIT): 02.2023
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 01.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoguTens B COOTBETCTBUMN
¢ peructpauven B Poccuu: Mu 3na bk Xenc Octpus M'mM6X anp Ko. OI, AscTpun

Cyanocobalamin impurities: /
MNpumecyu LunaHokobanamuHa:

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / ruapokcokobanamuH — He 6onee

8,0 %;

individual unidentified impurity — not 0.7% /0,7 %

more than 5.0 %; / eanHn4Han
HengeHTnhUUMpoBaHHas NPUMECH —
He 6onee 5,0 %;

total unidentified impurities - not more 1.0%/1,0%
than 13.5 % / cymma HenaeHTUdUum-
poBaHHbIX Npumecen — He Gonee 13,5 %.

Total unidentified impurities of thiamine |1.0%/1,0%
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUULIMPOBaHHbIX
npumecen TvamuHa aucynbcuaa,

NUPUAOKCUHA rmapoxnopuaa v
naHokobanamuHa — He 6onee 15,5 %.

Uniformity of dosage units
(every 5th batch) /
OpHopoAHOCTL A403UPOBaHUSA

(ana kaxpon 5-oi cepun) 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 Rechtsform: Offene Geselischaft (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 / CEPTUD®UKAT AHAIIU3A

Product: / MpogykT:

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

NEUROBIONP coated tablets

HEMPOBUOH®, TabneTku, NOKpbITLIE 060N0YKON

81725416
311923A

Manufacturing date (mm.yyyy): /

Qara npousBoactBa (MM.rrrr):
Expiry date (mm.yyyy): /
CpoK rogHocTy (MM.rrrT):

Manufacturer according to the
registration in Russia: /

02.2023

01.2025

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

MpousBoauTens B cooTBETCTBUM

c peructpaumeit B Poccuu:

Mu ang Bxm Xenc Octpusa TM6X anp Ko. OF, ABctpus

Parameter / MapameTp

Specifications / Cneundukauum

Results / Pe3ynbTtathb!

Microbial purity / (every 5th
batch) / Mukpobuonoruyeckas
yucToTa (ANA kaxaon 5-on
cepun)

TAMC - NMT 108 CFU/g / 5 CFU/g/
Obuwee uncno asapobHbix 5 KOE/r
MukpoopraHuamos He 6onee 10° KOE/r

TYMC - NMT 102 CFU/g / <10 CFU/g/
O6wee uncno rpubos He Gonee <10 KOE/r

102 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue B 11

Absence in 1g

Assay / KonnuecteeHHoe

Each coated tablet contents:

leaflet in a carton. / Mo 10 TabneTok B
6nuctep us NBX/NBOX/An.

Mo 2 6nucTepa ¢ UHCTPYKUKWER no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

onpeaeneHve
90 mg to 105 mg of thiamine disuilfide; / |99 mg / 99 mr
ot 90 mr go 105 mr TvamuHa
aucynbsunaa;
190 mg to 210 mg of pyridoxine 200 mg / 200 mr
hydrochloride; / ot 190 mr ao 210 mr
NUPUAOKCUHA TMAPOXNOPUAS;
0.18 mg to 0.26 mg of cyanocobalamin. |0.24 mg / 0,24 mr
/010,18 mr no 0,26 mr
LmaHokobanamuHa.

Package / YnakoBka 10 tablets in PVC/PVDC/Alu blister. Complies /
2 blisters and a patient information CootBeTtcTBYyeT

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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MMpoaykT:

NEUROBION® coated tablets
HEWUPOBUOH®, TabneTkun, nokpbiTbie 060n04KOM

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 311923A
Manufacturing date (mm.yyyy): /

Odarta npoussoacrTea (MM.rrrr): 02.2023
Expiry date (mm. 2/

Cpok roaHocTu (MM.ITrT): 01.2025

Manufacturer according to the

registration in Russia: /

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

NpousBoauTenb B COOTBETCTBUU

C perucrpauuei B Poccuu:

Mu aug Mxu Xenc Octpua MM6X aHa Ko. OIT, ABctpus

Parameter / MapameTtp Specifications / Cneuundukaumnmn Results / PesynbTtaTs!

Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTCTBUMN C HOpMaTUBHON CootsetcrByeT
OOKYMEHTauUuen. TpeboBaHuAmM

Storage / XpaHeHne

At the temperature not more than 25 °C. /
[Tpn Temnepartype He Bbiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / HanmeHosanue: THIAMINE DISULFIDE / Tnamuna gucynbdug
FP_Manufacturer API Batch number / Homep cepuu cybctanuum
npoussogutens IJ1d: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6ctadHuum nponssoautens
ADC: PRMU2294C59902

AP| Manufacturer name / HaumeHosanve npoussogutens A®C: Procter &
Gamble Health Limited / Mpokrep aug Mamén Xenc Mnmuren

API Manufacturer country / CtpaHa npoussogutens A®C: India / Unauna

Name / Haumenosanne: CYANOCOBALAMINE EP / UnaHoko6anamuH

FP _Manufacturer API Batch number / Homep cepuu cy6cTtaHuum
npoussogutens N1o: 91181664 - C601200001

APl Manufacturer Batch number / Homep cepuun cybcTaHuun npoussoautens
A®C: 2210130900

API Manufacturer name / HaumeHoBaHue npoussoautens APC: Sanofi
Chimie, Saint Aubin Les Elbeuf / Canodwu LLinmu

API Manufacturer country / CtpaHa npoussoautens A®C: France / ®paHuma

Name / HaumernoeaHue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopma

FP _Manufacturer API Batch number / Homep cepuu cy6ctaHyuu
npoussoautens IJ1o: 91200960 - C601200099
API Manufacturer Batch number / Homep cepuu cy6cTanuum npovussogutens

A®C: 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 / CEPTU®UKAT AHANU3A

Page 7 of 7/ CtpaHuua 7 us 7

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpbITble 060N04KOM
SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepusa Ne 311923A
Manufacturing date (mm.yyyy): /
Qdarta nponssoacTea (MM.Irrr): 02.2023
Expiry date (mm. )
CpokK rogHoCTH (MM.rrIT): 01.2025
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoguTensb B COOTBETCTBUM
C perucTpauuein B Poccum: Muv ang Mxu Xenc Octpua MM6X 3HA Ko. O, ABcTpus

API Manufacturer name / HaumeHosanue npoussogutens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizaHcu TaHbcuHb ®apmacbioTUKan
Ko., NtA.

AP| Manufacturer country / CtpaHa npoussoautens A®C: China/ Kutan

Name / HanmeHosaHve: PYRIDOXINE HYDROCHLORIDE EP JIANGX! /
MupuaokcuHa ruapoxnopua

FP Manufacturer APl Batch number / Homep cepuu cybcTanuuu
npoussogurtens [ J19: 91200960 - C601200104

API| Manufacturer Batch number / Homep cepuun cy6cTaHuun npoussogutens
A®C: JTPC+22054028C

API Manufacturer name / HanmeHoBaHue npoussoautens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / U3AaHcu TaHbCUHL DapmacbioTukan
Ko., Nra.

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

Assessment: / 3akntoyeHue: 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) /
Cepwua cooTBeTCTBYET TpeboBaHMSIM HOPMATMBHOrO A0KyMeHTa J1IC-
001540-150720 (u3meHeHue Ne 1 g1 06.10.2020, nsmeneHue Ne 2 ot
18.11.2021)

Date / Signature of Qualified Person: /
dara / nognuch kBanucdUUuMpoBaHHOro 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 oo .
Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) -RU  311923A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

17 FEB 2023 JAN 2025

Lot Quantity: Unit of Measure:
45,720.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 040037848177

Bulk batches consumed in the reported Batch Code:

Batch No: 0013382882, Manufacturing Date:17.02.2023

Batch No: 0013382881, Manufacturing Date:17.02.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 8800 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

Hosslgasse 20-22, 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 05.04.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 05.04.2023

PeG

Package Size:
20

Package Type:

blisters
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