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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANN3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, TabneTku, NOKpbITbie 060N0YKON

81725416
304622A

Manufacturing date (mm.yyvy): /

gaTa npousBogcrTea ‘MM.I'I'I'I'!:

Expiry date (mm. |

Cpok rogHOCTU (MM.IriT):

Manufacturer according to the

registration in Russia: /

11.2021

10.2023

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

I'Igomaogm'enb B COOTBETCTBUN

c peructpauymei B Poccuu:

Mu ana xu Xenc Octpua M'moX aHa Ko. O, ABcTpun

Parameter / MNapameTp

Specifications / Cneundukauun

Results / PesynbTarthl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrnble, ABOAKOBbINYKNbIE
TabneTkn, NOoKpbITbie 060N10UKOA NOYTK
6enoro ugeTa, 6necrawme, co cnabbim
XapaKTepHbIM 3anaxom.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnbte,
ABOSAKOBbINYKNbIE
TabneTtku, NOKpbITbIE
obonoukon nouTtn
6enoro useTa,
6necTsawmne, co cnaboim
XapakTepHbIM 3anaxom.

ldentification / NMoanuHHoCTL

- thiamine disulfide /
TnamuHa aucynbcng

- cyanocobalamin /
unaHokobanamuH

- pyridoxine hydrochloride /
NUPUAOKCUHA rMAPOXNOpUA

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 yaepXnBaHUsi OCHOBHbIX MWUKOB
Ha  XxpomaTtorpammax  WUCMbITyEeMbIX
pacTBOpPOB, AOMKHbI COOTBETCTBOBATH
BpEMEHaM  YAEPXWBAHWA  OCHOBHbIX
NUKOB Ha XpomaTtorpaMmmax CTaHAApTHbIX
pacTBOpPOB  TMamMuMHa  Aucynbduaa,
NUPUAOKCUHA ruapoxnopuaa n
unaHokobanamuHa (paspen
«KonuyecteeHHoe onpeaeneHuney).

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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWUOH®, Tabnetku, NoKpbiTbie 060M04KOiA

81725416
304622A

Manufacturing date (mm.yyyy): /

ga'ra npoun3soncTsea ‘MM.I'I'ITIZ

Expiry date (mm.yyyy): /
CpoK rogHocT! (MM.rrrr):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

MNpounssoautens B COOTBETCTBUMU

¢ peructpaumeir B Poccuu:

Mu anp xmn Xenc Octpua M'm6X anp Ko. OIN, ABctpusa

Parameter / MapameTp

Specifications / Cneuudukauuu

Results / PeaynbTarbl

Average weight of tablets and | From 665.00 mg to 735.00 mg (700.00 71119 mg/

deviation from average weight/ | mg + 5 %). / Ot 665,00 mr go 735,00 mr  |711,19 Mr

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

OTKINOHEeHWe oT cpeaHen 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 TabneTtok: He Honee + 10% COOTBETCTBYET

Disintegration / Pacnagaemoctb

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

< 30 min/ < 30 MuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3asiBNEHHOro KonuyecTsa TammHa
Aucynbcuaa A0MKHO NepenTn B
pacTteop Yepes 45 MUH.

73%

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBNeHHOro konu4yecTea
NUPWAOKCUHA rMAPOXNOpUAA [OIHKHO
nepenTu B pacTesop Yepes 45 MUH.

78 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) ot 3asBneHHOro konuyecTea
unaHokob6anamMmHa [OMMKHO nepenTn B
pacteop Yepe3 45 MuH.

80 %

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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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HEWPOBWOH®, Tabnerku, NnokpbITbie 060n04KOiA

81725416
304622A

Manufacturing date (mm.yyyy): /

ga'ra npou3soncTea ‘MM.ITI'I'!:

Expiry date (mm. 4 )
CpoK roaHocTH (MM.ITIT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

I'Igousaogwrenb B COOTBETCTBUMU

c peructpauuei 8 Poccuu:

Mu ana xm Xenc Octpusa M'm6X ang Ko. O, Asctpun

Related substances /
PoacTteeHHble npumecu

Thiamine disulfide impurities: /

Mpumecn TvamuHa gucynsduaa:

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-methyl-5-thiazole ethanol - not more
than 1.0 %; / 4-meTtun-5-Tnason ataHon —
He Gonee 1,0 %,;

<01%/<01%

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

<01%/<01%

Individual unidentified impurity - not more
than 0.2%; / eanHnyHas HempeHTUdum-
poBaHHasa npumech — He Gonee 0,2 %;

01%/ 01%

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

0.1%/ 01%

Pyridoxine hydrochloride impurities: /
MMpumecyn nupuaokcuHa ruapoxnopuaa:

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumecel — 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
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEAMPOBWUOH?®, TabneTku, NOKpbLITbIe 060M04KOM

81725416
304622A

Manufacturing date (mm.yyyy): /

Oara npoussogcrtBa (MM.rrrr):
Expiry date (mm. |
Cpok rogHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

NpoussoauTens B COOTBETCTBUU

c perucrtpauumein B Poccuu:

Mu anp Dxu Xenc Octpusa MNm6X anp Ko. O, ABcTpua

Cyanocobalamin impurities: /
MNpumecu LmaHokobanamuHa:

more than 5.0 %; / eanHnuHas
HenaeHTUdUUMpoBaHHan NPUMECh —
He 6onee 5,0 %;

hydroxocobalamin - not more than 0.3%/0,3%
8.0 %; / rmapokcoko6anamuH — He Bonee

8,0 %;

individual unidentified impurity — not 06%/0,6%

total unidentified impurities - not more
than 13.5 % / cymma HeupeHTudULK-
poBaHHbIX 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 HGMQGHTMQMHMQOBaHHblx

npumecen TMamuHa aucynsduaa,

NUPUAOKCHHA rmapoxnopuaa v
unadokobanamuHa — He 6onee 15,5 %.

11%/11%

Uniformity of dosage units
(every 5th batch) /
OpgHopoaHOCTb A03MPOBaHUSA
(ana kaxxgon 5-om cepun)

Conforms / cooTseTcTBYyeET

- thiamine disulfide Conforms
cooTBeTCTBYET

- pyridoxine hydrochloride Conforms
COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

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

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANTU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKPbITbie 060M104KOA

81725416
304622A

Manufacturing date (mm.yyyy): /

Qa‘ra npoun3soacTea ‘MM.ITI'I'!:

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

Manufacturer according to the
registration in Russia: /

11.2021

10.2023

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

MpoussoauTens B COOTBETCTBUMN

¢ perucrpauuen 8 Poccuu:

Mu ang xn Xenc Octpua M'méX aua Ko. O, ABctpun

Parameter / MapameTp

Specifications / Cneundukauum

Results / Peaynbrarthl

Microbial purity / (every 5th
batch) / Mukpo6uonorvnyeckas
yucToTa (ANA Kaxxaon 5-om
cepuu)

TAMC - NMT 103 CFU/g /
O6Luee yncno aspobHbiIx
mukpoopraHuamos He 6onee 10° KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

TYMC — NMT 102 CFU/g /
Obuwee umncno rpubos He Bonee
102 KOE/r

Not tested CFU/g/
He ucnbitaHo KOE/r

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

Absentin 1.0 g/
OvcytcreyetrB 1,01

Assay / KonunyectseHHoe
onpeaeneHue

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / |98 mg / 98 mr
oT 90 mr go 105 Mr TnamuHa

ancynbduaa;

190 mg to 210 mg of pyridoxine 206 mg / 206 mr

hydrochloride; / ot 190 mr go 210 mr
NUPUAOKCHUHA rmapoxnopuaa;

0.18 mg to 0.26 mg of cyanocobalamin.
/070,18 mr go 0,26 mr
uraHokobanamuHa.

0.25mg /0,25 mr

Package / Ynakoska

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok B
6nuctep u3 NMBX/MBAX/An.

Mo 2 6nucTepa ¢ MHCTpyKUMen no
NPUMEHEHWIO B NAYKy KAPTOHHY!IO.

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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoAaykr:

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

NEUROBIONP coated tablets
HEWUPOBWUOH®, TabneTku, NOKpLITbIe 060M04KOI

81725416
304622A

Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.ITIT): 11.2021

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.rrrT):

10.2023

Manufacturer according to the

registration in Russia: /

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

MNpouzsoauTens B COOTBETCTBUU

¢ perncrpauuen B Poccuu:

Mu anp Oxu Xenc Octpus MNM6X aHA Ko. O, ABctpua

Parameter / NMapameTtp Specifications / Cneuudukaummn Results / PeaynbTatbl

Labeling / MapkupoBska According to normative document. / Complies as prescribed /
B cooTtBeTCTBUM C HOPMATUBHOM CoortsercrByeT
OOKYMeHTauuen. TpeboBaHNaM

Storage / XpaHeHue

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

Shelf-life / Cpok roaHocTH

2 years. / 2 ropa.

Assessment: /| 3aknioyeHue:

The batch complies with the specification according to ND NC-001540-
150720, variation 1 to ND from 06.10.2020 / Cepus cooTBeTcTBYET
TpeboBaHnaM HopMmaTusBHoro aokymexra JIC-001540-150720,

nmameHeHna Ne 1 k HO ot 06.10.?(69” WatrirD
Date / Signature of Qualified Person: / A}j) ‘ﬂl

ara / nognuchb kBanudunumpoBaHHOro nuua

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

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

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




