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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAIU3A

Page 1 of 7/ Ctpannua 1 us 7

Product: / Mpoaykt: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTkn, NOKpbiTLIe 060104KON

SAP-Code: / Kog SAP. 81725416

Batch no.: / Cepusi Ne 310624A

Bulk batch no.: / Homep naptu: 0065396765

Manufacturing date (mm.yyyy): /

[Oata npon3BoACcTBa (MM.FIIT): 03.2024

Expiry date (mm. 1

Cpok rogHocTy (MM.rrrr): 02.2026

Manufacturer according to the

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

MpousBoguTent B COOTBETCTBUU

¢ peructpaumein B Poccum: Mu 3ua Dxku Xenc Octpua M6X aHa Ko. O, ABcTpus

Parameter / NapameTtp Specifications / Cneundukauuu Results / PesynbraTbl
Appearance / OnucaHue Round, biconvex, glossy off-white coated Round, biconvex, glossy

tablets with the weak characteristic smell/ off-white coated
Kpyrnbie, ABOAKOBLINYKNbIE TAONeTKy, tablets with the weak
noxpbiTble 06onouykoii noutn 6enoro useTta, characteristic smell/
6necrawue, co cnabbim xapakTepHbiM Kpyrnele,
3anaxom. OBORAKOBbINYyKNble

TabneTkn, NOKpbIThbie
oBonoukoir nouTk 6enoro
useta, bnecrawme, co
cnabbiMm xapakTepHbIM
3anaxom.

Identification / NoanuHHOCTb

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
chromatograms of test solutions should|cooTBeTcTByeET
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 yaepXuBaHUA OCHOBHbIX
NMKOB Ha XpomaTorpammax ucnbITyembix
- cyanocobalamin / pacTBOpOB,  AOMKHbI  COOTBETCTBOBATH
BpPeMeHam yAepX1uBaHUA OCHOBHbIX NUKOB Ha
XxpomaTorpammax CTaHAapTHbIX pacTeopos
TMamuHa avcynbduaa, NUPUAOKCUHA
rnapoxnopuaa u umaHoko6anamuHa (pasgen
«KonunyecTeeHHoe onpeaeneHune»).

TuamuHa aucynbdug

nMpUaoOKCUHa rmapoxnopua

unaHokobanamuH

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



Page 2 of 7/ Ctpannua 2 s 7

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:
Manufacturing date (mm.yyyy): /
Qata npoussoactea (MM.IIrT):
Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

ngousaogyrenb B COOTBETCTBUU

c perncrtpauunei B Poccum:

NEUROBION® coated tablets

HEWPOBUWOH®, Tabnetku, NoKpbITble 060M104KOiA

81725416
310624A

0065396765

03.2024

02.2026

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

Mu axua Dxu Xenc Octpua M'mM6X 3na Ko. OI, ABcTpus

Parameter / MapameTtp

Specifications / Cneuudpuxkauumn

Results / Pe3ynbTathbl

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

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

692.94 mg / 692,94 mr

OTKNOHEHWE OT CpeAHER 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

€22 min/ £ 22 MHUH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3assnexHHoro
KOnu4ecTBa TUaMUHa Aucynbduaa AOMKHO
nepeiTu B pacTeop Yepes 45 MUH.

83 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) oT
3asiBNEHHOro Konu4ecTsa NUpUAOKCUHa
rUApoXNopuAa AOMMKHO NEPEenT B pacTBop
yepes 45 MUH.

85 %

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

85 %

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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PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / MpoaykT:

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

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

Oata npousBogcTsa (MM.ITrT):
Expiry date (mm. i |

Cpok rogHocTH (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

Mpoussoautens B COOTBETCTBUU

¢ perucTpauuen 8 Poccum:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKpbITbie 060/104KOM

81725416
310624A

0065396765

03.2024

02.2026

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

Mu ana Dxm Xenc Octpua M'm6X anp Ko. OI, AscTpun

Related substances /
PoacTeeHHble NpuMecH

Thiamine disulfide impurities: /

I'Ipmmecw TnammHa gwcganuga:

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTUN-5-TNA30N 3TAHOMN — He
6onee 1,0 %;

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnuHas HenaeHTUbULK-
poBaHHas npumech — He 6onee 0,2 %,;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
Mpumecy NupuaoKcMHa rapoxnopuaa.

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npvmecew — He 6onee 1,0 %.

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napTu:

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

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

Manufacturer according to the
registration in Russia: /

NpoussoguTenb B COOTBETCTBUN
c perucrtpauuei 8 Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKpbITbIe 060N0YKOMI

81725416
310624A

0065396765

03.2024

02.2026

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

Mu anp Oxu Xenc Octpusa M'm6X ang Ko. OIN, ABcTpus

Cyanocobalamin impurities: /
Mpumecu LinaHokobanamuHa;

than 5.0 %; / equHn4HaA HenaeHTU-
¢hnmumpoBaHHas npumecsk — He bonee 5,0 %,;

hydroxocobalamin - not more than 8.0 %;/ [0.3% /0,3 %
ruapokcokobanamuH — He 6onee 8,0 %;
individual unidentified impurity — not more 06%/0,6 %

total unidentified impurities - not more than
13.5 % / cymma HenaeHTMOULIMPOBaHHbIX
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 HempeHTUdUNPOBaHHbLIX NpUMecen
TUaMuHa ancynbduaa, NMpUAOKCUHa

ruapoxnopuaa v unaHokobanammHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OagHopoaHOCTb
[03UpOBaHUsA (AN KaxAow 5-on
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 Geselischaft: 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.: / Cepua Ne

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oarta npoussogcTea (MM.rrTT):
Expiry date (mm. /

CpoK rogHocTH (MM.FITT):
Manufacturer according to the
registration in Russia: /
MpousBogurenb B COOTBETCTBUU
c peructpauuen B Poccuu:

NEUROBION® coated tablets

HENPOBUOH®, TabneTtku, NOKpbITLIE 060N04KOIA

81725416
310624A

0065396765

03.2024

02.2026

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

Mv 3na Bxu Xenc Octpuna 'm6X 3anp Ko. OI, ABcTpus

Parameter / MapameTp

Specifications / Cneuudpukauvm

Results / PeaynbTarsl

Microbial purity / (every 5th batch)
/ Mukpobuonornyeckas yucrtoTa
(ansa kaxxgown 5-oi cepun)

TAMC — NMT 103 CFU/g / <10 CFU/g/
O6wee 4ncno aspobHbIx <10 KOE/r
mukpoopraHuamos He 6onee 10° KOE/r

TYMC — NMT 102 CFU/g / <10 CFU/g/
O6uwee uncno rpubos He 6onee 102 KOE/r | <10  KOE/r

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

Absence in 1g

Assay / KonnuecteeHHoe
onpepeneHue

Each coated tablet contents:

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

90 mr go 105 mr TvamnHa gucynbuaa;

190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / ot 190 mr ao 210 mr

NUpUAOoKCUHAa rmapoxnopuaa;

0.18 mg to 0.26 mg of cyanocobalamin./ |0.24 mg /0,24 mr

ot 0,18 mr oo 0,26 Mr unaHokob6anamuHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 Tabnetok 8 6nuctep 13
NBX/NBAX/An.

Mo 2 6nucTepa ¢ UHCTPYKLUER No
NPUMEHEHWUIO B NAYKy KAPTOHHYIO.

Complies / CooTBercTeyeT

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 / CEPTUOUKAT AHAJTU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Oarta npoussogcTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /
MpoussoauTensb B COOTBETCTBUMU

c perucrpauyuen B Poccuu:

NEUROBION® coated tablets
HEUPOBWUOH?®, TabneTkn, NoKpbiTbie 060N04KON

81725416
310624A

0065396765

03.2024

02.2026

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

Mu ang Oxu Xenc OcTpua M'm6X aHa Ko. O, AscTpusn

Parameter / Mapametp

Specifications / Cneuncdukaumm Results / PeaynbTaTtb!

Labeling / MapkupoBka

Complies as prescribed /
CooTteetcTayeT
TpeboBaHUAM

According to normative document. /
B cooTseTcTBMAM C HOPMATUBHONW
OOKYMEHTauuen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHocTu

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuna ancynoscup

FP Manufacturer API Batch number / Homep cepun cybctanuymm

npoussogutens [11P: 91652246 - C601200139

AP} Manufacturer Batch number / Homep cepuu cybctanuvu npovssogurtens

A®PC: PRMU2294C59902
AP| Manufacturer name / Haumenoeauue npoussogurena A®C: Procter &

Gamble Health Limited / MpokTtep ana Namén Xenc Numureq
API Manufacturer country / CtpaHa npoussoantena A®C: India / Unguna

Name / Haumenosanue: CYANOCOBALAMINE EP / Llnanokob6anamut

FP Manufacturer API Batch number / Homep cepuu cybctanuvm

npoussoautens [Nd: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuun cy6ctanumu npoussogurens

A®C: 2210130900
APl Manufacturer name / HaumeHnosanue npoussogutens AQC: EuroAPI

France / EBpoAlU ®panc
AP| Manufacturer country / CtpaHa npoussogutens A®C: France / ®paHumn

Name / HaumeHoBanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /

MupuaokcuHa rnapoxnopuna

FP_Manufacturer API Batch number / Homep cepuu cybcraHumm
npouseoautens NMe: 91200960 - C601200099

API| Manufacturer Batch number / Homep cepun cybctaHuun nponssoavrens
ADPC: JTPC+22054027C

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 Geselischaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTIU3A

Product: / MpoaykKT:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NOKpbITbie 060N104YKON

SAP-Code: / Kon SAP: 81725416
Batch no.: / Cepus Ne 310624A
Bulk batch no.: / Homep napTu: 0065396765
Manufacturing date (mm.yyyy): /

Oara npousBoacrea (Mm.rrrr): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.FrrT): 02.2026

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTenb B COOTBETCTBUN

C Qerucrgagueﬁ B Poccuum:

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: / ]
aTa / noanuck kBanuuULMpPoBaHHOro NuLa UA

Mu ana Dxu Xenc Octpuna M6X aHa Ko. OI, AscTpus

AP| Manufacturer name / Haumenosanue npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Ll3aHcn TAHbCUHL DapmMmackloThKan

Ko., NtAa.
AP| Manufacturer country / CTpaHa npoussoautens A®C: China / Kutai

Name / Haumerosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupuaoxcuHa ruapoxnopug

FP Manufacturer API Batch number / Homep cepuun cy6cTaHuuu
npoussoautens FN®: 91200960 - C601200104

AP| Manufacturer Batch number / Homep cepuu cybctaduun nponssoautens
A®C: JTPC+22054028C

AP| Manufacturer name / Haumexosanve npoussogutens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Ll3aHcu TaHbCcUHL DapMmacklOTUKaN
Ko., NTa.

AP| Manufacturer country / CTpana npoussoautens A®C: China/ Kutai

The batch complies with the specification according to ND J1C-001 540-
150720 (amend No 1 from 06.10.2020, amend No 2 from 18.11.2021, amend No
3 from 11.05.2023) / Cepusa cooTBeTcTByeT TpebGoBaHWAM HOPMAaTUBHOIO
npokymenTta J1C-001540-150720 (wsmeHerune Ne 1 ot 06.10.2020, n3smeHeHue
Ne 2 oT 18.11.2021, nameHenuve Ne 3 ot 11.05.2023)

[

03 JUN 2024

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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / [poaykT:

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

Bulk batch no.: /| Homep naptu:

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

Expiry date (mm. 2/

CEOK roaHocTHn !MM.rI"IT!:

Manufacturer according to the

registration in Russia: /

MpoussoauTens B COOTBETCTBUN

¢ perucrpauuei B Poccuu:

NEUROBION® coated tablets

HEWUPOBUOH®, TabneTku, NOKpbITbie 060N04KON

81725416
310624A

0065396768

03.2024

02.2026

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

Mu ana Qxu Xenc Octpusa Mi6X aHA Ko. O, Asctpusa

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbraTthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic smell/
Kpyrnble, ABosiKOBBINYKNble TabneTkuy,
nokpbITble oBonoukon noutu Genoro useta,
6necrawue, co cnabbiM xapakTepHbiM
3anaxom.

Round, biconvex, glossy
off-white coated

tablets with the weak
characteristic smell/
Kpyrnbie,
OBOSIKOBLINYKNbIE
TabneTkn, NOKpbITbIE
obonoukoit noutn 6enoro
useTa, bnecrawwe, co
cnabbiMm xapakTepHbiM
3anaxom.

Identification / MoAnNUHHOCTL

- thiamine disulfide /
ThamuHa aucynbung

- cyanocobalamin /
unaHokob6anamuH

- pyridoxine hydrochioride /
NUPWMAOKCWHA 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). / Bpemena yaepxvusaHus OCHOBHbIX
MAKOB Ha XpoMaTorpammax WCNbITyemblX
pacTeopoB,  AOMKHbI  COOTBETCTBOBATb
BpemMeHaM yaepXuBaHUsA OCHOBHbIX MUKOB Ha
Xpomarorpammax CTaHAapTHbIX PacTBOPOB
TMaMmuHa avcynbduaa, NUPUAOKCUHA
ruapoxnopuaa u umadokobanamuHa (pasaen
«KonuyectBeHHOE onpeaeneHne»).

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



CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAJIU3A

Product: / [poaykKT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /

ga'ra npoussoacTea ‘MM.I'I'I'I'[:

Expiry date (mm. 2/
Cpok rogHocTu (MM.rerr):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUU

c peructpauueit B Poccuu:

Page 2 of 7/ Ctpatnuya 2 us 7

NEUROBION® coated tablets

PeG

HEWPOBWUOH®, TabneTkun, NoKpbITbie 060M104KON

81725416
310624A

0065396768

03.2024

02.2026

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

Mu anpa Dxu Xenc Octpusa M'm6X anp Ko. OT, ABcTpun

Parameter / MapameTtp

Specifications / Cneundukaumu

Results / Pesynbrathl

Average weight of tablets and From 665.00 mg to 735.00 mg (700.00 mg (697.57 mg/ 697,57 mr
deviation from average weight / + 5 %). / Ot 665,00 mr o 735,00 mr (700,00
Cpepnnas macca TabneTok 1 mr x5 %).
OTKMNOHEHWNE OT cpeAHel 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

£ 32 min/ £ 32 MuH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He metree 75 % (Q) oT 3anaBneHHOro
Konu4ecTea TUamuHa aucynbuaa AOMKHO
nepewnTtn B pacTeop Yepes 45 MUH.

100 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3afiBNEHHOro KonuyecTsa NMpuUaoKcuHa
ruapoxnopuaa AOMMKHO NepenTy B pacTeop
yepes 45 MuH.

99 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3aaBneHHoro
KonnyecTBa LnaHokobanammwHa [onxkHo
nepeunTh B pacTeop Yepes 45 MUH.

107 %

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 / CEPTUOUKAT AHAJTU3A

Product: / [IpoaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qara npousBogcrea (MM.IrrT):
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.TTrT):
Manufacturer according to the
registration in Russia: /
MpousBoguTentL B COOTBETCTBUU
c peructpauuen 8 Poccum:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NoKpbIThie 060M104KOM

81725416
310624A

0065396768

03.2024

02.2026

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

Mu anpg xm Xenc Octpusa M'm6X ang Ko. OI, ABcTpus

Related substances /
PoacteeHHble npumecu

Thiamine disulfide impurities: /

Mpumecn TnamuHa gucynbduga:

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

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHn4Han HenpeHTNpUUN-
poBaHHas npumeck — He 6onee 0,2 %;

<01%/<01%

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

<01%/<01%

Pyridoxine hydrochloride impurities: /
MNpumecu nupugokcuHa rnapoxnopuaa:

individual impurity - not more than 0.2 %; /
eanHu4YHaa npumecb — He Gonee 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.
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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: /| Homep naptu:
Manufacturing date (mm.yyyy): /
Oarta npoussoacrea (MM.Irrr):
Expiry date (mm. o/

Cpok rogHOCTU (MM.FrrT):

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

C peructpauuen B Poccuu:

NEUROBION® coated tablets

HEWPOBUOH®, TabneTku, NOKPLITbIE 0GONOUKON

81725416
310624A

0065396768

03.2024

02.2026

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

Mu 3na Oxu Xenc Octpua M'm6X ang Ko. O, AscTpun

Cyanocobalamin impurities: /
MNpumecu LinaHokobanamuHa:

than 5.0 %; / eguHN4Has HeMaAeHTH-
duumposaHHas npumech — He 6onee 5,0 %;

hydroxocobalamin - not more than 8.0 %;/ |0.5%/0,5%
rnapokcokobanamvH — He 6onee 8,0 %;
individual unidentified impurity — not more 0.6 % /0,6 %

total unidentified impurities - not more than
13.5 % / cymma HenaeHTUMUNpoBaHHbIX
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 HEVAEHTUBULMPOBaHHBIX NPUMECEN

THamuHa gMC!J‘IbQMQa, nMpuaoKCuHa

rvapoxnopvaa u umanokobanamuHa — He
6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units (every
5th batch) / OaHopoaHocTb
0O031poBaHUA (AN KaXXA0W 5-on
cepuun)

Conforms / cooTBETCTBYET

- thiamine disulfide Conforms
CoOTBETCTBYET

- pyridoxine hydrochloride 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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoAaykT:

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

Bulk batch no.: / Homep napru:
Manufacturing date (mm.yyyy): /
Oarta npousBogcTsa (MM.rerr):

Expiry date (mm. |
CpoK rogHoCcT! (MM.ITIT):

Manufacturer according to the

registration in Russia: /
MpousBogurens B COOTBETCTBUU

C peructpauuen 8 Poccum:

NEUROBIONP® coated tablets

HEWPOBUOH®, TabneTkun, NOKpbITLIE 060N0UKOI

81725416
310624A

0065396768

03.2024

02.2026

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

Mu ana Oxu Xenc Octpua M'mé6X aHa Ko. O, AscTpus

Parameter / NMapameTp

Specifications / Cneundukaumnu

Results / PesynbTtaTthl

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas yactota
(ansa kaxgon 5-ou cepum)

TAMC — NMT 103CFU/g /
Obwee uncno asapobHbIX
MukpoopraHnamos He 6onee 10° KOE/r

Not tested

TYMC — NMT 102 CFU/g /
O6uee uucno rpubos He Gonee 102 KOE/r

Not tested

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

Absence in 1g

Assay / KonunuecTtBeHHoe
onpegenexHve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / oT
90 mr go 105 mr TvammnHa gucynodunaa;

101 mg / 101 mr

190 mg to 210 mg of pyridoxine 204 mg / 204 mr
hydrochloride; / ot 190 mr go 210 mr

NUPUAOKCUHA TMAPOXIOpUAa;

0.18 mg to 0.26 mg of cyanocobalamin./ |0.24 mg / 0,24 mr

ot 0,18 mr ao 0,26 Mr umaHoko6anamuHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B Gnucrep n3
NBX/NBAX/An.

Mo 2 6nucTtepa ¢ MHCTPyKUMen no
NPUMEHEHWIO B NAYKy KAPTOHHYIO.

Complies / 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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [poaykT:

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

Bulk batch no.: /| Homep naptu:

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

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

Manufacturer according to the

registration in Russia: /
MpoussoanTens B COOTBETCTBUMU

c peructpauueit B Poccuu:

NEUROBION® coated tablets
HEWPOBUOH®, TabneTkn, NnoKpbITbie 060M104KON

81725416
310624A

0065396768

03.2024

02.2026

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

Mu ang Oxu Xenc Octpun MM6X ang Ko. OF, ABcTtpus

Parameter / MapameTtp

Specifications / Cneuucdukaumm Results /| PesynbTtarthbl

Labeling / MapxupoBka

Complies as prescribed /
CootsercrByeT
TpeboBaHmaAM

According to normative document. /
B cooTBETCTBUU C HOPMATUBHON
DOKyMeHTaunen.

Storage / XpaHeHue

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

Shelf-life / Cpok rogHoCTU

2 years. / 2 roga.

APIs used in FPC-Batch:

Name / Haumernosanue: THIAMINE DISULFIDE / Tuamuna aucynocup

FP Manufacturer API Batch number / Homep cepuu cybctaHumu
npoussoautens MNd: 91652246 - C601200139

API Manufacturer Batch number / Homep cepuu cy6cTaHumm npoussogutens
ADC: PRMU2294C59902
API Manufacturer name / HaumenoBanue npounssogutens AQC: Procter &

Gamble Health Limited / Mpokrep 3xug Mm6n Xenc Numuren
API Manufacturer country / CtpaHa npoussogutena A®C: India / Unana

Name / Haumenosarnve: CYANOCOBALAMINE EP / UnaHoko6anamuH

FP Manufacturer API Batch number / Homep cepuv cy6cranumm

npoussoautens [M®: 91181664 - C601200001

API Manufacturer Batch number / Homep cepuu cybctadummn npoussogurens

ADC: 2210130900

APl Manufacturer name / HanmeHosanue npouasogutens A®C: EuroAPI
France / EBpoAlU ®panc

API Manufacturer country / CtpaHa npoussogutens A®C: France / ®paHumns

Name / Hanmenosanue: PYRIDOXINE HYDROCHLORIDE EP JIANGX! /

MupuaokcuHa ruapoxnopug

FP_Manufacturer AP| Batch number / Homep cepuu cy6craHuun
npoussogutens Mo: 91200960 - C601200099

API Manufacturer Batch number / Homep cepuv cybcTanuumn npovssogutens

A®C: 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
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 / CEPTUOUKAT AHAIIU3A

Product: / MpoAaykT:

NEUROBION® coated tablets
HEUPOBUWOH®, TabneTkn, NokpbIThbie 060M104KOiA

SAP-Code: / Kog SAP: 81725416
Batch no.: / Cepus Ne 310624A
Bulk batch no.: / Homep naptu: 0065396768
Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.rrrr): 03.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITrT): 02.2026

Manufacturer according to the

registration in Russia: /

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

NpoussoauTenb B COOTBETCTBUU

C geruc‘rgagueﬁ 8 Poccumu:

Assessment: / 3aknioueHue:

NMu ang Dxn Xenc Octpusa M6X ava Ko. O, Aactpua

API Manufacturer name / HaumeHosanue nponasogurens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / LizsHcn TanbcnHb PapmacbloTukan
Ko., NtA.

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

Name / Haumerosarve: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
MupnaokcuHa rugpoxnopua

FP Manufacturer APl Batch number / Homep cepuu cybctanumm
npoussoautens [Mo: 91200960 - C601200104

API Manufacturer Batch number / Homep cepun cybcrtaHuum npoussoaurens
A®PC: JTPC+22054028C

API Manufacturer name / HaumeHnoBaHue nponssogutena A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Usancy TanbcuHb ®apMacbioTukan
Ko., NTa.

API Manufacturer country / CtpaHa npoussogutens A®C: China/ Kuta#n

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) / Cepua cooTBeTcTByeT TpeboBaHUAM HOPMaTUBHOIO
AokymeHTa J1C-001540-150720 (vameHeHnne Ne 1 ot 06.10.2020, uameHeHue
Ne 2 o1 18.11.2021, nameHeHne Ne 3 ot 11.05.2023)

Date / Signature of Qualified Person: / M
Qara / nognuck kBanudvumposaHHOro nuua
4
03 JUN 2024

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  310624A

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:

03 MAR 2024 FEB 2026

Lot Quantity: Unit of Measure:
75,720.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038472012

Bulk batches consumed in the reported Batch Code:

Batch No: 0065396765, Manufacturing Date:03.03.2024

Batch No: 0065396768, Manufacturing Date:03.03.2024

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
HoRligasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:

n/a

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 06.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 06.05.2024

PeG

Package Size:
20

Package Type:

blisters
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