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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJIU3A

Product: / [pogykT:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /

EaTa npouv3soncrTea ]MM.I'ITI'!:

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

Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUU

¢ perncrpauuei 8 Poccuu:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbITbie 060N0YKOIA

80781326
326124A

0065652564

07.2024

06.2026

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

Mu axa Oxun Xenc Octpua F'méX ana Ko. O, AscTpus

Parameter / Napamerp

Specifications / Cneuudukaumm

Results / PeaynbTtaTthl

Appearance / OnuicaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnbie, ABosKoBbINyKNble TabneTky,
nokpbITble o6onoykomn noutn 6enoro ueTa,
bnecrawume, co cnabbliv XapakrepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrneie,
ABOSAKOBbINYKMble
TabneTkn, NokpbITLIE
obonoukoi noyTn 6enoro
useTta, bnecrawue, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MoanuHHoCTL

- thiamine disulfide /

TWaMunHa aucynsug

- pyridoxine hydrochloride /

nMpuaoKCUHa rnapoxnopug

- cyanocobalamin /
umaHokobanamuH

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 yaepuBaHUsi OCHOBHbIX
NMMKOB Ha XpomaTorpammax MWCnbITyembix
pacTBopoB, AOMKHbI  COOTBETCTBOBATHL
BpEMEHaM yaepXUBaHWA OCHOBHbIX NUKOB Ha
XpomarorpaMmmax CTaHgapTHbIX PacTBOpoB
TMamuHa aucyneduaa, nUpUAOKCUHa
ruapoxnopuaa v unaHoko6anamuHa (pasgen
«KonunyectseHHoe onpeaeneHuey).

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 (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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p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

Product: / MpogykKT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Qata npousBogcTBa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocT# (MM.IrTT):
Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUMN
€ perucrpauuen B Poccum:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbLITbIE 060104KOM

80781326
326124A

0065652564

07.2024

06.2026

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

Mu anp Dxn Xenc Octpusa M'm6X anAa Ko. O, ABctpus

Parameter / MapameTp

Specifications / Cneuucukaumm

Results /| PeaynbTathbl

Average weight of tablets and
deviation from average weight /
CpepnHsia macca TabneTok u

From 665.00 mg to 735.00 mg (700.00 mg
1+ 5 %). / O1 665,00 mr no 735,00 mr (700,00
mr £ 5 %).

709.11 mg /709,11 mr

OTKNOHEHWe OT cpeaHen 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 mMuH

< 37 min/ £ 37 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
KonuyecTea TMaMuHa gucynbduaa A0MKHO
nepenTn B pacTeop Yepes 45 MuH.

102 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asBNEHHOTO KoNM4YecTsa NUPUAOKCUHA
ruapoxnopuaga AOMKHO NepenTy B pacTeop
yepes 45 MuH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aaBneHHoro
KonuyecTea umaHokobanamvHa [OMKHO
nepenTy B pacTeop 4epes 45 MuH.

107 %

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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptm:

Manufacturing date (mm.yyyy): /
Oara npoussogcrBa (MM.ITrT):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.FrT):
Manufacturer according to the
registration in Russia: /
[lpoussoauTenL B COOTBETCTBUM

c peructpauuei B Poccuum:

NEUROBION® coated tablets

HEWPOBWUOH?®, TabneTku, NOKpbITbie 060M04KOI

80781326
326124A

0065652564

07.2024

06.2026

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

Mu anp Mxu Xenc Octpus Mv6X ana Ko. OI, ABcTpus

Related substances /
PoacrsenHble npumecuy

Thiamine disulfide impurities: /

I'Ig_mmecw TNamMmnHa gmcgnbgwga:

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

<01%/<01%

aminopyrimidine formamide - not more than
1.0 %; / amuHonupumuanH copmamug — He
Bonee 1,0 %;

<01%/<0,1%

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

<01%/<0,1%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTuUN-5-Ta3on aTaHonN — He
6onee 1,0 %;

<01%/<0,1%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amnHo-5-
aMUHOMETUN-2-METUNNUPUMUAUH — He
6onee 0,2 %;

<01%/<0,1%

Individual unidentified impurity - not more
than 0.2%; / eauHn4Hana HemaeHTUULK-
poBaHHaa npumeck — He 6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /
MNpumecy nupuaoKCUHa ruapoxnopuaa:

individual impurity - not more than 0.2 %, /
eAMHNYHas npumech — He bonee 0,2 %;

<01%/<0,1%

total impurities - not more than 1.0 %. /

cymma npumecen — He 6onee 1,0 %.

<01%/<01%

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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‘ &Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANIU3A

Product: / [lpoaykT:

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

Bulk batch no.: / Homep naprtu:

Manufacturing date (mm.yyyy): /
Qara npoussoactea (MM.rrrr):
Expiry date (mm. )

Cpok rogHoCcT! (MM.IrTT):
Manufacturer according to the
registration in Russia: /
MpoussoguTens B COOTBETCTBUU
¢ peructpauuven B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKPbITbIe 060104KON

80781326
326124A

0065652564

07.2024

06.2026

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

Mu ana Oxu Xenc Octpus F'mM6X ang Ko. OIN, ABctpus

Cyanocobalamin impurities: /

Mpumecu UnarokobanamuHa:

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

15%/1,5%

individual unidentified impurity — not more
than 5.0 %; / eauHuyHaa HenpgeHTU-
duumposaHHas npumech — He 6onee 5,0 %;

0.7%10,7%

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

1.2%/12%

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

Cymma HenaeHTUOULIMPOBaHHbIX NpUMecen

ThamunHa aucynb@uga, NpunaokcuHa

rmapoxnopuiia u LmaHokobanamuHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopogHOCTb
[03UpoBaHUA (ANA Kaxaon 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

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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‘ &Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHATNTUIA

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtu:

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

Cpok rogHoCcTU (MM.ITrT):
Manufacturer according to the

registration in Russia: /
Npou3ssoauTensL B COOTBETCTBUMU
¢ peructpaumen B Poccum:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkun, NOKpbITbie 060104KOM

80781326
326124A

0065652564

07.2024

06.2026

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

MNu aup Dxku Xenc Octpus Mu6X ang Ko. O, ABcTpus

Parameter / Mapametp

Specifications / Cneundukauum

Results / Pe3ynbrtarh!

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas unmcrora
(Ans kaxxpon 5-oi cepun)

TAMC - NMT 103 CFU/g / <10 CFU/g/
O6wee uncno asapobHbIx <10 KOE/r
MukpoopraHnamos He Gonee 103 KOE/r

TYMC - NMT 102 CFU/g / <10 CFU/g/
O6wee yucno rpubos He 6onee 102 KOE/r {<10 KOE/r

Escherichia coli — absence in1g/
Escherichia coli - otcytcteue s 1r

Absence in 1g

Assay / KonudyectseHHoe
onpeaenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr go 105 mr TmamnHa gucynbduaa;

100 mg /100 mr

190 mg to 210 mg of pyridoxine
hydrochloride; / o1 190 mr go 210 mr
NUPUAOCKCUHA rMApOXNOpUAa;

203 mg /203 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr go 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 6Gnuctep u3
NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTPyKUMein No
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

Complies / CooTBetcTBYyeT

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: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

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

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

Manufacturer according to the

registration in Russia: /
MpousBoguTens B COOTBETCTBUMN

C Qemcrgagueﬁ B Poccum:

NEUROBION® coated tablets
HEWUPOBUOH®, TabneTku, NOKpbITLIE 060M04KOI

80781326
326124A

0065652564

07.2024

06.2026

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

Mu anp Dxm Xenc Octpua Mv6X ang Ko. OIN, ABcTpun

Parameter / MapameTtp

Specifications / Cneuucdukaumu Results / PeaynbTaTbl

Labeling / MapkupoBka

Complies as prescribed /
CooTseTtcrayeT
TpeboBaHUaM

According to normative document. /
B cooTBeTcTBUMM C HOpMATUBHOMN
OOKYMEeHTaUnen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTn

2 years./ 2 ropa.

APls used in FPC-Batch:

Name / HaumeHoBaHune: THIAMINE DISULFIDE / Tnamuna aucynbcua

FP_Manufacturer AP| Batch number / Homep cepuu cybctaHuum

npoussogutens [J1d: 91652246 - C601300134

API Manufacturer Batch number / Homep cepun cybctanuum npoussogurens

A®C: PRMU3290C59900
API Manufacturer name / HaumeHosaHue npoussogutens AOC: Procter &

Gamble Health Limited / Mpokrep ang MM6Nn Xenc NMumuren
APl Manufacturer country / CtpaHa npoussogutens A®C: India / Uuauna

Name / HaumeHosaumne: THIAMINE DISULFIDE / Tnamuaa aucynbdng

EP_Manufacturer API Batch number / Homep cepuu cybctanuum
npoussoautens [J1P: 91652246 - C601300131
API Manufacturer Batch nhumber / Homep cepuu cy6cTaHuumM nponssogurtens

APC: PRMU3278C59901

API Manufacturer name / HaumenoBaHue npoussogutens APC: Procter &
Gamble Health Limited / NpokTep 3aHg MM6n Xenc Numuren

API Manufacturer country / CtpaHa npoussoautena A®C: India / Ungua

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




P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Page 7 of 8/ CtpaHuua 7 3 8

Product: / Mpoaykr: NEUROBIONP® coated tablets
HEUPOBUWOH®, TabneTku, NoKpbITLIe 060M104KON
SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 326124A
Bulk batch no.: / Homep napTtu: 0065652564
Manufacturing date (mm.yyyy): /
Qara npoussoacTea (MM.ITrr): 07.2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.rrrr): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MNpousBoguTenb B COOTBETCTBUM
¢ peructpauueu B Poccuu: Mu sng Oxm Xenc Octpus M'm6X ang Ko. O, ABcTpun

Name / HaumenosaHue: THIAMINE DISULFIDE / TnamnHa gucynsdpug
EP_Manufacturer API Batch number / Homep cepuu cybcTaHuyuu
npoussoautens No: 91652246 - C601300136

AP| Manufacturer Batch number / Homep cepuu cybcTanuyuu npovwssogutens
A®C: PRMU3293C59904

API Manufacturer name / HaumeHosanue npoussogurens A®PC: Procter &
Gamble Health Limited / MpokTrep 3ug Mm6n Xenc NMumurepg

API| Manufacturer country / CtpaHa npoussogutens A®QC: India / Unaunn

Name / HaumeHoBanue: CYANOCOBALAMINE EP / Linanoko6anamun

FP Manufacturer APl Batch humber / Homep cepumn cyGeranumm
npoussogutens NeP: 91181664 - C601300015

API Manufacturer Batch number / Homep cepun cybcTanuum npovssogutens
A®C: 2311732012

API Manufacturer name / HaumeHoBaHve npoussogutens A®C: EuroAPI
France / EBpoAlU ®panc

AP| Manufacturer country / CrpaHa npoussogutens A®C: France / ®paHumna

Name / Haumernosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa ruapoxnopug

FP Manufacturer API Batch nhumber / Homep cepuu cy6craHuuu
npoussogutens I'Nad: 91200960 - C601400008

AP| Manufacturer Batch number / Homep cepuu cy6cTaHuuu npoussoautens
APC: JTPC+23104056C

AP| Manufacturer name / HaumeHoBanue npoussogutens ADC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3saHcu TAHbCHHBL PapMacbLioTUKaN
Ko., NTa.

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

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 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: / Mpoaykr:

NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NOKpbLITbIe 060NOYKOW

SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 326124A
Bulk batch no.: / Homep naptu: 0065652564
Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.FIIT): 07.2024
Expiry date (mm. 2/

Cpok rogHocTu (MMm.rrrr): 06.2026

Manufacturer according to the

registration in Russia: /

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

I'Igousaogmenb B COOTBETCTBUMN

¢ perucrpauuei B Poccuu:

Assessment: /| 3aknoueHue:

Date / Signature of Qualified Person: / 2 0. Nov. 2024

Mu aua hku Xenc Octpua Mm6X aHA Ko. O, Asctpus

Name / HaumeHosaHnue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rmapoxnopun

FP Manufacturer API Batch number / Homep cepuu cy6Gctanumm
npoussoautens NMao: 91200960 - C601400007

API Manufacturer Batch number / Homep cepuu cy6ctanuuu nponssoautens
ADC: JTPC+23104055C

API Manufacturer name / Haumenosanue npoussoautens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / U3zsaHcu TAHbCUHL PapmackioTvKan
Ko., NITa.

AP| Manufacturer country / CtpaHa npovssogutens A®C: China/ Kutai

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, No 4 from 30.11.2023) / Cepusa cooTBeTCTBYeT TpeboBaHNAM
HopmaTtusHoro aokymeHTa J1C-001540-150720 (usmeHeHne Ne 1 ot 06.10.2020,
usmeHeHve Ne 2 ot 18.11.2021, usmeHeHune Ne 3 ot 11.05.2023, usmeHeHune Ne
4 ot 30.11.2023)

gaTa / noaonuchL KBaﬂMQMgMQOBaHHOFO nuuya

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
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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep napTtu:
Manufacturing date (mm.yyyy): /

Oara npoussoacrtsa (MMm.rrrr):
Expiry date (mm. 2/
Cpok rogHocTH (MMm.rrrr):

Manufacturer according to the
registration in Russia: /
NMpoussoauTtens B COOTBETCTBUU
¢ peructpaumein B Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIe 060/104KOM

80781326
326124A

0065652565

07.2024

06.2026

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

Mu anAa xu Xenc Octpus MM6X ang Ko. OFF, AscTpus

Parameter / Napamertp

Specifications / Cneundukauum

Results / Pe3ynbTaThl

Appearance / OnucaHne

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, aBosikoBbInyknbie TabneTku,
nokpbiThlie 06onoyvkoi novTn Genoro LBeTa,
6necrawue, co cnabbiM xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
ABOSAKOBbLINYKIblE
TabneTku, NOKpbITbIEe
obonoukoit nouTn 6enoro
useTta, bnecrawue, co
cnabbiM xapakTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TaMuHa aucynbcua

- pyridoxine hydrochloride /
NUPUAOKCUHA ruapoxnopua

- cyanocobalamin /
LnaHokobanamuH

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 yaepXnBaHUA OCHOBHbIX
fIUKOB Ha Xpomarorpammax WCMbITyeMbIX
pacTBOpoB,  AOMKHb!  COOTBETCTBOBATb
BpemMeHaMm yAepXXMBaHWUA OCHOBHbIX NUKOB Ha
XpomaTtorpaMmmax CTaHAapTHbIX pPacTBOpPOB
TMaMuHa Avcynbduaa, nupnaoKcuHa
ruapoxnopuaa v umaHokobanammHa (pasgen
«KonuyectBeHHoe onpegenexHme»).

Conforms /
COOTBETCTBYET

Average weight of tablets and
deviation from average weight /

From 665.00 mg to 735.00 mg (700.00 mg
*+ 5 %). / Ot 665,00 Mr go 735,00 mr (700,00
Mr£ 5 %).

703.18 mg /703,18 mr

P&G Health Austria GmbH & Co.

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

0G

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.rrrr):
Expiry date (mm. )

Cpok rogHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

MpoussogurTenL B COOTBETCTBUM
¢ peructpauuven B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTku, NoKpbITLIE 060/104KOM

80781326
326124A

0065652565

07.2024

06.2026

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

Mu anp Oxu Xenc Octpus MNM6X anAa Ko. OT, ABcTpusa

Parameter / [apametp

Specifications / Cneundukauumn

Results / PeaynbTtathbl

CpeAHﬂﬂ Macca TabneTok v

18/20 tablets: not more than +5 % /

Conforms /

OTKIMOHEHNE OT cpeaHel MacChbi 18/20 Tabnetok: He 6onee + 5% COOTBETCTBYET
2/20 tablets: not more than + 10 % / Conforms /
2/20 tabnetok: He Gonee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

£ 37 min/ < 37 muH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aaBneHHoro
KONnuyecTea TuamuHa ancynbuaa JOMKHO
nepenTn B pacTeop Yepes 45 MuH.

95 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3asBMNEHHOro konuyecTsa NUPUAOKCUHA
rnapoxrnopuga AOMKHO NepeinTy B pacTBop
yepes 45 MuH.

95 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHOro
KkonuyecTsa unaHokob6anammHa [onmkHO
nepenTy B pacTeop Yepes 45 MuH.

104 %

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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naprtu:

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

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

Manufacturer according to the
registration in Russia: /

NpoussoauTens B cOOTBETCTBUK
c perucrpauueii B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, Tabnetku, NoKpbiTbie 060M104KOW

80781326
326124A

0065652565

07.2024

06.2026

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

Mu anp Dxu Xenc Octpus TM6X 3ua Ko. OF, ABcTpun

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /

ﬂgmmecm THammHa gmcyanwga:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amuHONUPUMUAWH
nUpUAOKCUH (aanyKT) — He 6onee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTvN-5-Ta3on ataHon — He
6onee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHo-5-
aMUHOMETUN-2-METUANUPUMUANH — He
6onee 0,2 %;

<01%/<01%

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

<01%/<0,1%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecu NupnaokcnHa ruapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecein — He 6onee 1,0 %.

<01%/<01%

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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p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJNTU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /

Oara npousBogacTBa (MM.rrrT):
Expiry date (mm. i)
Cpok rogHoCTH (MM.rTIT):

Manufacturer according to the
registration in Russia: /

MpoussoauTenb B COOTBETCTBUU
¢ perucrpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbITbIe 060N04KOiA

80781326
326124A

0065652565

07.2024

06.2026

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

Mu ang Oxu Xenc Octpus M'm6X ana Ko. OIN, ABcTpus

Cyanocobalamin impurities: /
Mpumecu uvaHokobanamuHa:

hydroxocobalamin - not more than 8.0 %; /
rugpokcokobanamuH — He 6onee 8,0 %;

19%/1,9%

individual unidentified impurity — not more
than 5.0 %; / eguHYHaA HenaeHTK-
duuymposaHHas npumech — He Gonee 5,0 %;

0.4%/0,4%

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

0.4%1/0,4%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenaeHTUULMPOBAHHbIX NpUMecein
TnamuHa aucynbduaga, NUpUOoKCUHa
rmapoxnopuaa u umaHokobanammHa — He
6onee 15,5 %.

04%/0,4%

Uniformity of dosage units (every
5th batch) / OaHopoaHOCTb
A031poBaHNa (ANA Kaxaon 5-on
cepun)

- thiamine disulfide

- pyridoxine hydrochloride

Conforms / cootBeTcTBYyeT

Conforms /
COOTBETCTBYET

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
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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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.IIrT):
Expiry date (mm. 4l
Cpok rogHoCcTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoanTenL B COOTBETCTBUMU
€ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKpPbITbIe 060104YKON

80781326
326124A

0065652565

07.2024

06.2026

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

Mu ang Oxu Xenc Octpus Mu6X aHa Ko. OIN, AscTpus

Parameter / Mapametp

Specifications / Cneuncdukaunn

Results / PesynbTartsi

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas uiactora
(ans kaxpon 5-o cepun)

TAMC — NMT 10 CFU/g / <10 CFU/g/
O6wee uncno aspobHbix <10 KOE/r
MUKpoopraHuamoB He 6onee 103 KOE/r

TYMC - NMT 10?2 CFU/g / <10 CFU/g/
O6wee uucno rpubos He Gonee 102 KOE/r |<10 KOE/r

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

Absence in 1g

Assay / KonunyecteeHHoe
onpeaenexve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot (98 mg / 98 Mr
90 mr o 105 mMr TvamuHa gucynsuaa;
190 mg to 210 mg of pyridoxine 200 mg / 200 mr

hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCUHA TMAPOXITIOPNAA;

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

0.23mg /0,23 mr

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B GnucTep us
NnBX/NBAX/An.

Mo 2 6nucrepa ¢ MHCTPyKUMen no
NPVYMEHEHWIO B NaYKy KAPTOHHYIO.

Complies / CooTtseTcrByeT

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



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Page 6 of 8 / CtpaHuua 6 us 8

Product: / Mpoaykr: NEUROBIONP® coated tablets
HEUPOBWUOH®, tabnetku, NOKpbITLIE 060N04KON
SAP-Code: / Kog SAP: 80781326
Batch no.: /[ Cepus Ne 326124A
Bulk batch no.: / Homep napTu: 0065652565
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.IrrT): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHoCcTu (MM.FrIT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUU
¢ peructpauven B Poccum: Mu anp Oxu Xenc Octpust TM6X aHa Ko. O, ABcTpun
Parameter / lNapametp Specifications / Cneuudukauum Results / PeaynbTarhl
Labeling / MapkupoBka According to normative document. / Complies as prescribed /
B cooTBeTCTBUN C HOPMATUBHOW CootBeTcTBYET
AOKyMeHTauuen. TpebosaHuam
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpn Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok rogHocT! 2 years. / 2 roaa.

APIs used in FPC-Batch: Name / Haumenosaxue: THIAMINE DISULFIDE / Tuamusa aucynbeug
EP Manufacturer API Batch number / Homep cepuu cy6cTanuum
npoussoautens MNMo: 91652246 - C601300134
AP| Manufacturer Batch number / Homep cepuu cybcTaduymu nponssogurens
A®C: PRMU3290C59900
API Manufacturer name / HaumernoBaHue npounssoautenss AOC: Procter &
Gamble Health Limited / NMpokTep 3aHa M3M6n Xenc Numureg
API Manufacturer country / CtpaHna npoussoautens APC: India / Unaun

Name / Haumernosanuve: THIAMINE DISULFIDE / Tuamuua aucynsdug
FP_Manufacturer API Batch number / Homep cepuu cybctaHuyum
npoussogutens INMo: 91652246 - C601300136

APl Manufacturer Batch number / Homep cepuu cy6cTaHuum nponseoauTtens
A®C: PRMU3293C59904

API Manufacturer name / HaumeHoBaHue npoussogurens A®C: Procter &
Gamble Health Limited / Mpokrep ang Mm6n Xenc Numuten

API Manufacturer country / Ctpana npoussogutens A®C: India / Unauns

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



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNIU3A

Page 7 of 8/ CtpaHuua 7 us 8

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, nokpbiTble 0601104KON
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepus Ne 326124A
Bulk batch no.: / Homep napTu:; 0065652565
Manufacturing date (mm.yyyy): /
Qara npoussoactsa (MMm.frrr): 07.2024
Expiry date (mm. :/
Cpok rogHocTu (MM.rrrr): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUM
€ perucrpauven B Poccuu: Mn aHa Oxu Xenc Octpusa MNweX ava Ko. OF, Asctpus

Name / HaumeHosanne: CYANOCOBALAMINE EP / UnaHoko6anamuu

FP Manufacturer AP| Batch number / Homep cepuu cy6cTanumv
npoussoautens [19: 91181664 - C601300015

AP| Manufacturer Batch number / Homep cepuv cy6ctaHnumnu nponssoautens
APC: 2311732012

API Manufacturer name / HaumeHoeaHue npoussogutens A®C: EuroAPl
France / EBpoAllA ®panc

API Manufacturer country / CtpaHa npoussoaurena A®C: France / ®panums

Name / HaunmenoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
NupuaokcuHa rmgpoxnopua

FP Manufacturer API| Batch number / Homep cepuu cy6ctaHuunm
npoussogutens MNo: 91200960 - C601400008

AP| Manufacturer Batch number / Homep cepuv cyGecTaHumm npovssoautens
A®C: JTPC+23104056C

AP| Manufacturer name / HaumenosaHue npouasogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizsaHcu TAHbCUHBb DapmackioTukan
Ko., Nra.

APl Manufacturer country / CtpaHa npoussoautens A®C: China / Kutan

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



p&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Page 8 of 8 / CtpaHuua 8 us 8

Product: / Mpoaykr: NEUROBION® coated tablets
HEWPOBWOH®, TabneTkun, NOKpLITbie 060M04KO#M
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusi Ne 326124A
Bulk batch no.: / Homep napTu: 0065652565
Manufacturing date (mm.yyyy): /
Qara npoussoacraa (MMm.rrrr): 07.2024
Expiry date (mm. :
Cpok rogHocTu (MM.TTIT): 06.2026
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MNpoussoguTenb B COOTBETCTBUU
¢ perucrpauuven B Poccum: Mu ana Bxun Xenc Octpus MmM6X aHa Ko. OF, ABcTpuna

Assessment: / 3aknioveHune: 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, amend No
3 from 11.05.2023, No 4 from 30.11.2023) / Cepus cooTBeTCTBYET TpeGoBaHUAM
HopmatusHoro aokymeHTa J1C-001540-150720 (usmeHernune Ne 1 ot 06.10.2020,
nameHeHne Ne 2 ot 18.11.2021, nsameHenune Ne 3 ot 11.05.2023, nsmeHeHune Ne
4 o1 30.11.2023)

/ 'a
Date / Signature of Qualified Person: / l__’,(/&
Oara / noanuck kBanuduuMpoBaHHOTro nuLa 20, Nov. 2024 A :

P&G Health Austria GmbH & Co. OG

Hésslgasse 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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHANU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITrT):
Manufacturer according to the
registration in Russia: /

MNpousBoauTenb B COOTBETCTBUU
¢ perucrtpauuein B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060M04KOM

80781326
326124A

0065652566

07.2024

06.2026

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

My ang Qxun Xenc Octpua M'moX aup Ko. OIN, ABctpus

Parameter / MapameTtp

Specifications / Cneundukaumu

Results / PeaynbTathbl

Appearance / Onucanue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABOAKOBLINYKNbIE TabneTKy,
nokpbiTbie o6onoukoin noutn Henoro upeTa,
6nectawme, co cnabbiM xapakTepHbIM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnble,
ABOSAKOBbINYKNble
TabneTku, NoKpbITbIE
obonouykoih nouTn Senoro
useTa, bnectawue, co
cnabbiM xapaKTepHbIM
3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TUaMuHa aucynbdua

- pyridoxine hydrochloride /

NUPUAOKCUHA TMAPOXIIOpUA

- cyanocobalamin /
LuaHokobanamuH

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 yaepmBaHUS OCHOBHbIX
NMAKOB Ha Xpomartorpammax MCMbITyeMbIX
pacTBOpOB,  AOSKHbI  COOTBETCTBOBATb
BpEMEHaM yaepXvuBaHus OCHOBHbIX NUKOB Ha
XpomatorpamMmax CTaHAapTHbIX pacTBOpOB
TMamuHa ancynscunaa, nNUpUAOKCHUHA
ruapoxnopuaa u umasokobanamuxa (pasaen
«KonuuyectseHHoe onpeaeneHuey).

Conforms /
cooTBeTCTBYET

Average weight of tablets and
deviation from average weight /

From 665.00 mg to 735.00 mg (700.00 mg
+ 5 %). / OT1 665,00 mr go 735,00 mr (700,00
mr 5 %).

703.97 mg /703,97 mr

P&G Health Austria GmbH & Co.

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

0G

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MMpoAykT:

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

Bulk batch no.: /| Homep napru:
Manufacturing date (mm.yyyy): /

gaTa npounssoacrsea ! MM. I'I'IT!:

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

Manufacturer according to the
registration in Russia: /
MpoussogurensL B COOTBETCTBUU

¢ peructpauveii B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTkn, NOKpbITble 060n04YKON

80781326
326124A

0065652566

07.2024

06.2026

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

Mu ana Dxn Xenc OcTtpusa Mu6X aug Ko. OI, ABcTpus

Parameter / MapameTp

Specifications / Cneuudmnkaumu

Results / PeaynbTarthbl

CpeanHsia macca TabneTtok v
OTKINOHEHMWe OT cpeaHeli macchl

18/20 tablets: not more than £+ 5 % /
18/20 TabneTok: He 6onee + 5%

Conforms /
COOTBETCTBYET

2/20 tablets: not more than + 10 % /
2/20 TabneTtok: He 6onee + 10%

Conforms /
COOTBETCTBYET

Disintegration / PacnagaemocTb

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

<23 min/ <23 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3assneHHoro
KonuyecTsa TMaMuHa gucynbhuaa fomKHO
NepenTn B pacTeop Yepes 45 MuH.

101 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He menee 75 % (Q) ot
3anABNEHHOrO KONMYeCTBa NUPUAOKCUHA
ruapoxnopuaa A4omMKHO NepeiTn B pacTBop
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 3asBNeHHoOro
konuyecTea uvaHokobanamuHa fOMKHO
nepewTu B pacTteop Yepes 45 MuH.

106 %

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



Page 3 of 7/ Ctpanmua 3 us 7

p&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoAykT:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /

Qara npoussofacTBa (MM.rrrr):
Expiry date (mm. |

Cpok rogHocTH (MM.TTIT):
Manufacturer according to the
registration in Russia: /
MpoussoauTensL B COOTBETCTBUU
¢ peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH?®, TabneTku, NOKpbITbie 060104KOW

80781326
326124A

0065652566

07.2024

06.2026

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

Mu ana Oxu Xenc Octpusa MNmM6X ana Ko. OI, ABcTpusa

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /

Hgmmecm ThamMmnHa EMC!anMQaZ

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTun-5-Tna3on 3TaHoN — He
6onee 1,0 %;

<01%/<01%

4-amino-5-aminomethyl-2-methylpyrimidine -
not more than 0.2 %; / 4-amuHo-5-
aMUHOMETUN-2-METUNNUPUMULVH — He
6onee 0,2 %;

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eauHU4Hasa HemaeHTUUUK-
poBaHHas npumecb — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /

ﬂgmmecw nupmnaokcuHa rugapoxnopuaa.

individual impurity - not more than 0.2 %; /
eanHnYHan 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

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 Geselischaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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P&Gghly Restricted

CERTIFICATE OF ANALYSIS /| CEPTU®OUKAT AHATNIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /

Oarta npoussofcTBa (MM.rrir):
Expiry date (mm. 4

Cpok rogHocT# (MM.rrrr):
Manufacturer according to the
registration in Russia: /
Mpoussoaurens B COOTBETCTBUU
C peructpauuen B Poccum:

NEUROBIONP® coated tablets

HEWPOBUOH®, TabneTkn, NOKPbITble 060N104YKON

80781326
326124A

0065652566

07.2024

06.2026

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

Mu ana fixu Xenc Octpusa Mu6X ana Ko. O, Asctpusn

Cyanocobalamin impurities: /

MNpumecu LnaHokobanamuHa:
hydroxocobalamin - not more than 8.0 %; /
ruapokcokobanamuH — He 6onee 8,0 %,;

1.4%/14%

individual unidentified impurity — not more
than 5.0 %; / eaMHWYHAA HenaeHTu-
duvumpoBaHHaa npumech — He Gonee 5,0 %;

0.7%10,7%

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

1.0%/1,0%

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

Cymma HGMQGHTMQMHMDOBaHHbIX npumecemn

TMamuHa aucynscuaa, NpUaoKcuHa
rmapoxnopuaa v unaHokobanammHa — He
oonee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OgHopoaHOCTb
003upoBaHua (Ana kaxxaon 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

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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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATTIU3A

Product: / MpoAaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qara npoussoacrsa (MM.ITrT):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B cOOTBETCTBUU
¢ peructpauuei B Poccuu:

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITble 060104KOM

80781326
326124A

0065652566

07.2024

06.2026

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

Mu aua Mxu Xenc Octpus M'm6X avg Ko. O, AscTpus

Parameter / MapameTp

Specifications / Cneuudukanum

Results / PesynbTtarb!

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas uncrora
(ans kaxpon 5-oi cepum)

TAMC - NMT 103 CFU/g / <10 CFU/g/
O6wee uncno asapobHbIX <10 KOE/r
MukpoopraHusmos He 6onee 103 KOE/r

TYMC — NMT 10% CFU/g / <10 CFU/g/
O6wee yucno rpubos He 6onee 102 KOE/r |<10 KOE/r

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

Absence in 1g

Assay / KonuyectseHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / ot
90 mr o 105 mr Tuamuta gucynobduaa;

98 mg /98 mr

180 mg to 210 mg of pyridoxine
hydrochloride; / oT 190 mr go 210 mr
NUPUAOKCUHA rTMAPOXNOPUAA;

201 mg/ 201 mr

0.18 mg to 0.26 mg of cyanocobalamin. /
ot 0,18 mr po 0,26 mr umaHokobanamuvHa.

0.23 mg /0,23 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / No 10 TabneTtok B 6nucrep u3
NBX/NBOX/An.

Mo 2 6nucrepa ¢ NHCTpyKUMei no
NPVMEHEHUIO B NAYKy KAPTOHHY!IO.

Complies / CooTBercTByeT

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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P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr:

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

Bulk batch no.: / Homep naprtu:
Manufacturing date (mm.yyyy): /
Hata npousBoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
Mpoussoaurenb B COOTBETCTBUU
¢ peructpauven B Poccum:

NEUROBIONP coated tablets

HEWPOBWUOH®, TabneTkmn, NOKpbITbie 060N0YKOM

80781326
326124A

0065652566

07.2024

06.2026

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

Mu ang Oxu Xenc Ocrpus Mu6X ana Ko. OI, AscTtpun

Parameter / MNapameTtp

Specifications / Cneuundukauuun

Results / PeaynbTartbl

Labeling / MapkupoBka

According to normative document. /

Complies as prescribed /

CooTtsetcTByeT
TpebosaHusam

B cooTtBeTcTBUM C HOPMATUBHOW
OOKYMEeHTauunen.

Storage / XpaHeHne

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

Shelf-life / Cpok rogHocTH

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / TuamuHa aucynscpug

EP Manufacturer AP Batch number / Homep cepun cybctanumm
npoussoavrtens N1o: 91652246 - C601400023

API Manufacturer Batch number / Homep cepuu cy6cTtaHLmuy npoussoaurens
A®C: PRMU3333C59901

API Manufacturer name / HaumeHosaHnue npoussoautens A®C: Procter &
Gamble Health Limited / MipokTep 3ua MM6n Xenc Mumuten

AP| Manufacturer country / Ctpana npoussogutens A®C: India / Unugn

Name / HaumeHoeanne: CYANOCOBALAMINE EP / LinaHoko6anamun

FP Manufacturer AP| Batch number / Homep cepuu cy6cTaHuum
npoussogutens [J1P: 91181664 - C601300015

API Manufacturer Batch number / Homep cepuu cybcTaHumu nponssoaurens
A®C: 2311732012

API Manufacturer name / HaumeHoBaHue npoussogutens A®C: EuroAPI
France /| EBpoAlNU ®panc

API Manufacturer country / Ctpaxa npoussogutena A®C: France / ®panuus

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: / Mpoaykr:

NEUROBION® coated tablets
HEUPOBWUOH®, TabneTkn, NoKpbITbie 060104KOi

SAP-Code: / Koa SAP: 80781326
Batch no.: / Cepus Ne 326124A
Bulk batch no.: / Homep napTu: 0065652566
Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MM.Irrr): 07.2024
Expiry date (mm. :/

Cpok rogHocTH (MM.rrrr): 06.2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUU

c peructpauven B Poccuu:

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person; / Ll( &
Qara / nognuck kBanuduumMpoBaHHOro nuua 20’ Nov. 2024 T\ .

Mu ang Qxku Xenc Octpusa M'M6X anp Ko. OI, Asctpun

Name / HaumeHosaHve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaokcuHa rugpoxnopua

FP Manufacturer API Batch number / Homep cepuu cy6ctaHuymm
npoussoautens [ 11$: 91200960 - C601400002

API Manufacturer Batch number / Homep cepuu cy6ctaHuuv npoussoautens
A®C: JTPC+23104057C

API Manufacturer name / HaumeHosaHue npoussogutens AGC: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / L|zaHcu TAHbCUMHBL PapMacbiOTUKan
Ko., NTA.

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

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, No 4 from 30.11.2023) / Cepus cooTeeTcTByeT TpeboBaHUAM
HopmaTuBHoro gokymeHta JIC-001540-150720 (usameHerme Ne 1 ot 06.10.2020,
nameHeHne Ne 2 ot 18.11.2021, nameHeHne Ne 3 ot 11.05.2023, nameHeHume Ne
4 ot 30.11.2023)

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



SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG)-RU  326124A 20

Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
Strength/Potency:

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

Brand Code: Contractor Item No:

80781326 80781326

Date of Manufacturing: Expiration Date:

18 JUL 2024 JUN 2026

Lot Quantity: Unit of Measure:

109,680.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40038727890

Bulk batches consumed in the reported Batch Code:

Batch No: 0065652564, Manufacturing Date:18.07.2024

Batch No: 0065652565, Manufacturing Date:18.07.2024

Batch No: 0065652566, Manufacturing Date:05.08.2024

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
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
HofRlgasse 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: 14.11.2024 Page: 1 of 2




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 14.11.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 14.11.2024 Page: 2 of 2




