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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJIU3A

Product: / Mpoaykr:

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

NEUROBION® coated tablets

HENPOBWUOH®, TabneTkun, NoKpbiTbie 060M104KOM

81725416
329022A

Manufacturing date (mm.yyyy): /

gaTa npou3Boacrtea ]MM.I"I"IT!:

Expiry date (mm.yyyy): /

CpoK rogHoCcTH (MM.TTrT):

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

Mpou3BoauTENb B COOTBETCTBUU

¢ perucrpauuei 8 Poccuu:

Mu anp hkm Xenc Octpus M'm6X ana Ko. O, ABcTpus

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynsTaThl

Appearance / OnucaHue

Round, biconvex, glossy off-white coated
tablets with the weak characteristic
smell/ Kpyrneie, ABOAKOBbLINYKNbIE
TabneTky, NoKpbITbie 060N104KON NOUTH
6enoro LBeTa, 6necTswme, co cnabbim
XapakTepHbIM 3anNaxoMm.

Round, biconvex,
glossy off-white coated
tablets with the weak
characteristic smell/
Kpyrnole,
DBOSAKOBbINYKble
Tabnetku, NOKpbITbIE
obonoukon nouTn
6enoro useTa,
Onecrtawue, co cnabbim
XapaKTepHbIM 3anaxom.

Identification / MognuHHOCTL

- thiamine disulfide /

TUaMuHa gucynbcua

- cyanocobalamin /

umaHokobanamuH

- pyridoxine hydrochloride /

nvpuaoKkcuHa rugpoxnopua

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 yaepxmBaHUA OCHOBHbLIX MUKOB
Ha  XxpomarorpamMmax  UChbITyeMbIX
pacTBOpPOB, AOSPKHb! COOTBETCTBOBATH
BPEMEHaM  yAEPXWUBAHUS  OCHOBHbIX
NWKOB Ha XpoMaTorpaMmmax CTaHAapTHbIX
pacTeopoB  TuamuHa  Aucynbcduaa,
NUPUAOKCUHA rwapoxnopuaa n
unaHokobanamuHa (paspen
«KonuyecTBeHHoOe onpeaenexumen).

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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A

Product: / [IpoAyKT:

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

NEUROBION® coated tablets

HEMPOBWOH?®, TabneTku, NOKpbITbie 060M104KOM

81725416
329022A

Manufacturing date (mm.yyyy): /

gaTa npoussoacTBa ‘MM.I’I’I’I’!:

Expiry date (mm. )

Cpok rogHocTH (MM.IrTT):

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

MpoussoauTens B COOTBETCTBUM

¢ peructpauueit B Poccuu:

Mu ana Dxun Xenc Octpus M'méX aHg Ko. O, Aectpus

Parameter / MapameTtp

Specifications / Cneundukaummn

Results / PeaynbTaTtbl

Average weight of tablets and [ From 665.00 mg to 735.00 mg (700.00 708.89 mg/

deviation from average weight / [mg £ 5 %). / Ot 665,00 mr ao 735,00 mr (708,89 mr

CpeaHas macca TabneTok un (700,00 mr £ 5 %).

OTKIOHEHUe OT cpefaHen 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 / Pacnapgaemocts

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

< 34 min/ £ 34 MmuH

Dissolution

Not less than 75 % (Q) of thiamine
disulfide label claim should pass into
solution in 45 min./ He meHee 75 % (Q)
OT 3aABNEHHOro KonuyecTsa TammHa
ancynbduaa AOMKHO NepenTy B
pacTeop Yepe3 45 MWH.

99 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass
into solution in 45 min./ He meHee 75 %
(Q) oT 3asBneHHoOro Konn4ecTea
NMPUAOKCUHA ruapoxnopuaa AoSHKHO
nepenTn B pacTeop 1epes 45 MuH.

98 %

Not less than 75 % (Q) of
cyanocobalamin label claim should pass
into solution in 45 min./ He menee 75 %
(Q) ot 3asBnEHHOro Konu4yecTea
unaHokob6anammHa JOMKHO NepenTy B
pacTeop Yepes 45 MuH.

112 %

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 AHAITU3A

Product: / MpoaykT:

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

NEUROBION® coated tablets

HEWPOBWOH?®, TabneTku, NOKpLITLIe 0605104KOA

81725416
329022A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTBa ! MM. I'I'IT!:

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

Manufacturer according to the

registration in Russia: /

04.2022

03.2024

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

MpoussoauTenb B COOTBETCTBUUN

c peructpaumeit B Poccuu:

Mu anp Dku Xenc Octpus Mm6X ana Ko. OIN, ABcTpus

Related substances /
PoacTeeHHbie NpumMecu

Thiamine disulfide impurities: /

I'Ipmmecw TnamuHa EVIC!.I’II:QVIEGI

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

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

<01%/<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than 0.2 %; /
4-aMUHO-5-aMUHOMETUN-2-
MeTunnupumuanH — He Gonee 0,2 %;

<01%/<0,1%

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

0.1%/ 01 %

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

01%/01%

Pyridoxine hydrochloride impurities: /
Mpumecu NUpUAOKCUHA rnapoxnopuaa:

individual impurity - not more than
0.2 %; / eanHnYHas npumecb —
He 6onee 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
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: / Mpoaykr:

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

NEUROBION® coated tablets

HEMPOBUOH®, TabneTku, NOKPLITbie 060MN0UKOA

81725416
329022A

Manufacturing date (mm.yyvyy): /

Oara npoussogcrTea (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT):

Manufacturer according to the
registration in Russia: /

04.2022

03.2024

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

MpoussoauTens B COOTBETCTBUU

¢ perucrpauuein B Poccuu:

Mu aua Dxu Xenc Octpus MM6X aug Ko. O, ABcTpus

Cyanocobalamin impurities: /
MNpumecu LUnaHokobanamuHa:

hydroxocobalamin - not more than
8.0 %; / rmgpokcokobanamuH — He bonee
8,0 %;

0.3%/0,3%

than 13.5 % / cymma HenaeHTUpUUK-
poBaHHbIX Npumeceit — He 6onee 13,5 %.

individual unidentified impurity — not 0.4%/0,4%
more than 5.0 %; / eauHK4Han
HenaeHTUULMpoOBaHHas NpUMech —

He 6onee 5,0 %;

total unidentified impurities - not more 09%/09%

Total unidentified impurities of thiamine
disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /
Cymma HenmaeHTUMULIMPOBaHHBIX
npumecei TvamuHa gucynscduaa,
OMPUAOKCKMHA ruapoxnopuaa u
naHokobanamuHa — He 6onee 15,5 %.

1.0%/1,0%

Uniformity of dosage units
(every 5th batch) /
OpHopoAHOCTL AO3MPOBaHNSA
(ana kaxgown 5-o1 cepun)

- thiamine disulfide

- pyridoxine hydrochloride

Conforms / cooTBeTCcTBYET

Conforms
COOTBETCTBYET

Conforms
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoAaykT:

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

NEUROBION® coated tablets

HEWPOBUWUOH®, TabneTku, NoKpbITbie 060104KOM!

81725416
329022A

Manufacturing date (mm.yyyy): /

Qara npousBoacTaa (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

04.2022

03.2024

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

NpoussoauTenb B COOTBETCTBUU

c peructpauueit B Poccum:

Mu 31 Mxu Xenc Octpua M'm6X ang Ko. OIN, ABcTpus

Parameter / lapameTtp

Specifications / Cneundukauunu

Results / PeaynbTatbl

Microbial purity / (every 5th
batch) / Mukpobuonoruueckas
YucToTa (4NA Kapon 5-ou
cepun)

TAMC — NMT 102 CFU/g /
O6wee uncno aspobHbIX
MUKpoopraHuamos He 6onee 10° KOE/r

Not tested CFU/g/
He ncnbitaHo KOE/r

TYMC — NMT 102 CFU/g /
O6wee uncno rpubos He Gonee
102 KOE/r

Not tested CFU/g/
He ucnbiTaHo KOE/r

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

Absentin 1.0g/
Otcytceyers 1,01

Assay / KonunuecteeHHoe
onpegeneHuve

Each coated tablet contents:

90 mg to 105 mg of thiamine disulfide; / {100 mg/ 100 mr
o1 90 Mr go 105 mr TnamuHa

ancynouaa;

190 mg to 210 mg of pyridoxine 203 mg/ 203 mr

hydrochloride; / oT 190 mr go 210 mr
NMPUAOKCUHA TMAPOXNOPUAA;

0.18 mg to 0.26 mg of cyanocobalamin.
/010,18 mr oo 0,26 mr
unaHokobanamuHa.

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 TabneTok B
6nuctep vz NBX/NBOAX/An.

Mo 2 6nucTtepa ¢ UHCTPYKUMEN NO
NPUMEHEHUIO B NAYKY KAPTOHHYIO.

Complies /
CooTtseTtcTayeT

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

Page 6 of 6 / CtpaHnua 6 us 6

Product: / MpoaykT: NEUROBION® coated tablets
HEWPOBWOH®, Tabnerku, nokpsiTblie 060n104KON
SAP-Code: / Kog SAP: 81725416
Batch no.: /| Cepus Ne 329022A
Manufacturing date (mm.yyyy): /
Oara npoussofacTBa (MM.rrrr): 04.2022
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 03.2024
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/
MpoussoauTens B COOTBETCTBUU
¢ peructpauunen 8 Poccuu: Mu aup hxu Xenc Octpus TmM6X aHa Ko. O, Asctpus
Parameter / MNapameTp Specifications / Cneuudunkauum Results / PeaynbTtarthl
Labeling / Mapkuposka According to normative document. / Complies as prescribed /
B cooTBeTcTBUM C HOPMATUBHOW CootBetcrBYyeT
AOKyMeHTauuen. TpeboBaHuam
Storage / XpaHeHue At the temperature not more than 25 °C. /
Mpu Temnepartype He Bbiwe 25 °C.
Shelf-life / Cpok rogHoCTH 2 years. / 2 roga.

Assessment: /| 3akniouenue: 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) /
Cepus cooTBercTByeT TpeboBaHNAM HOpMaTUBHOro gokymerTa J1C-
001540-150720 (nsmeHeHue Ne 1 ot 06.10.202Q, nameHeHve Ne 2 ot
18.11.2021) UNTEREQGER[Thomas

Date / Signature of Qualified Person: / 017
ara / nognuch kBanucduumpoBaHHoro nuua

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 * 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a

WWW.pg.com UID-Nr. ATU43740706




