P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATIN3A

Page 1 of 8/ CtpaHuua 1 n3 8

Product: / Mpoaykr: NEl:lROBION® coated tablets
HEWPOBUOH®, TabneTku, NOKpbITbIE 060M0YKON

SAP-Code: / Kog SAP: 80781326

Batch no.: / Cepus Ne 322024A

Bulk batch no.: / Homep napTu: 0065603210

Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.rrrr): 07.2024

Expiry date (mm.yyyy): /

Cpok rogHoCcTU (MM.rrrT): 06.2026

Manufacturer according to the

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

MpoussoauTens B COOTBETCTBUMU

C peructpauuen B Poccum: Mu 3na Dxn Xenc Octpusa Mm6X anp Ko. OF, AscTpus

Parameter / NapameTp Specifications / Cneuundukauum Results / PesynbTaTthbl

Appearance / OnucaHuve Round, biconvex, glossy off-white coated Round, biconvex, glossy
tablets with the weak characteristic smell/ off-white coated
Kpyrnble, ABOSIKOBLINYKNbIE TabneTkn, tablets with the weak
nokpbITbie o6onouykon noutu 6enoro useta, |characteristic smell/
6necrawue, co cnabbiM xapakTepHbiM Kpyrnble,
3anaxom. [BOSKOBBINYKNbIE

TabneTtku, NoKpbITbIe
obonoukon noutu Genoro
useTa, bnecrauwme, co
cnabbim xapakTepHbIM
3anaxom.

Identification / MognuHHoOCTL

- thiamine disulfide / Retention times of the main peaks in the | Conforms /
chromatograms of test solutions should|cooTBeTcTBYET
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 yaepxvMBaHUA OCHOBHbIX
NAKOB Ha XpomaTorpammax WCNbITYEMbIX
- cyanocobalamin / pacTBOpOB,  AOMKHbI  COOTBETCTBOBATb
BpemMeHaM yaepXnsaHUA OCHOBHbIX NUKOB Ha
Xpomarorpammax CcTaHgapTHbIX pacTBOPOB
TMamuHa avcynboduaa, NUpUAOKCUHA
rmapoxnopuaa u ymaHokobanamuHa (pasgen
«KonuyectBeHHOE onpeAeneHuen).

TMamuHa aucynoua

nMpuaokCUHa rugpoxnopuj,

unaHokob6anamuH

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

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

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
[poussoauTens B COOTBETCTBUM
€ perucrtpaumei B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, TabneTkn, NOKpbITbie 060N04YKON

80781326
322024A

0065603210

07.2024

06.2026

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

Mu ana Mxm Xenc Octpua M'm6X aHg Ko. OF, AscTpus

Parameter / MapameTtp

Specifications / Cneundpukauuu

Results / PesynbraThl

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

From 665.00 mg to 735.00 mg (700.00 mg
+ 5 %). / Ot 665,00 mr go 735,00 mr (700,00
Mr x5 %).

707.66 mg / 707,66 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 / PacnagaemocTs

Not more than 60 min. / He Gonee 60 MuH

< 26 min/ < 26 MHH

Dissolution

Not less than 75 % (Q) of thiamine disulfide
label claim should pass into solution in 45
min./ He meHee 75 % (Q) oT 3asBneHHoOro
Konuyectsa TamuHa aucynscuaa AoMKHO
nepenTn B pacTeop Yepes 45 MuH.

103 %

Not less than 75 % (Q) of pyridoxine
hydrochloride label claim should pass into
solution in 45 min./ He meHee 75 % (Q) ot
3anBMEHHOro KonM4ecTsa NUPUAOKCUHA
rnapoxnopuaa AoMKHO NepenTn B pacTsop
yepes 45 MUH.

102 %

Not less than 75 % (Q) of cyanocobalamin
label claim should pass into solution in 45
min./ He mexee 75 % (Q) oT 3asBneHHOro
KonuyecTsa unaHokobanaMmmHa QonxHo
nepevTn B pacTteop Yepes 45 MuH.

112 %

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
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P&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr:

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

Bulk batch no.: / Homep naptu:

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

Cpok rogHocTH (MM.rTTT):

Manufacturer according to the
registration in Russia: /

MpoussoauTensb B COOTBETCTBUU
c perucrpauuen B Poccuu:

NEUROBION® coated tablets

HEMPOBUWUOH®, TabneTky, NOKPbITbIe 060N0YKON

80781326
322024A

0065603210

07.2024

06.2026

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

M anp Oxu Xenc Octpus N'MG6X aHg Ko. O, ABcTpus

Related substances /
PoacteeHHble npumecn

Thiamine disulfide impurities: /
MNpumecn TMamnHa gucynbduga:

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

<01%/<01%

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

<01%/<01%

aminopyrimidine pyridoxine (adduct) - not
more than 1.0 %; / amnHonupuMuanH
NUPUAOKCUH (apaykT) — He 6onee 1,0 %;

<01%/<01%

4-methyl-5-thiazole ethanol - not more than
1.0 %; / 4-meTnN-5-Ta3on 3TaHoON — He
6onee 1,0 %;

<01%/<0,1%

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

<01%/<01%

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

<01%/<0,1%

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

<01%/<0,1%

Pyridoxine hydrochloride impurities: /

I'Igmmecm nMpuaoKkcuHa rnapoxnopuaa.

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

<01%/<01%

total impurities - not more than 1.0 %. /

cymma npumece — 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
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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‘ &Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep naptu:

Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.Frrr):
Expiry date (mm. i)

Cpok rogHocTu (MM.rrrT):
Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUU
¢ peructpaumen B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, TabneTkn, NOKpbITbIE 060M104KOiA

80781326
322024A

0065603210

07.2024

06.2026

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

Mu anp [xn Xenc Octpusa M16X ana Ko. O, ABcTpus

Cyanocobalamin impurities: /
Npumecu unaHokobanamvHa:

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

0.7% 10,7 %

individual unidentified impurity — not more
than 5.0 %; / eauHU4YHaa HengeHTH-
duumposaHHas npumech — He Gonee 5,0 %;

0.8%/0,8%

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

1.3%/1,3%

Total unidentified impurities of thiamine

disulfide, pyridoxine hydrochloride and
cyanocobalamin - not more than 15.5 % /

Cymma HengeHTuduumpoBaHHbIX NpyuMecei

TvamuHa gucynscuaa, nmpuaokcuHa

rmapoxnopuaa u umaHokob6anamvmHa — He
6onee 15,5 %.

1.4%/1,4%

Uniformity of dosage units (every
5th batch) / OgHopoaHoCTL
[O03NpoBaHuA (ANA KaXKaon 5-oi
cepuu)

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




Page 5 of 8 / CtpaHuua 5 us 8

P&Gighly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpogykT:

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

Bulk batch no.: / Homep napTu:

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

Expiry date (mm.yyyy): /

Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

l'lgousaogm'enb B COOTBETCTBUMU

C peructpauuein B Poccuu:

NEUROBION® coated tablets

HEWPOBWUOH®, Ta6neTku, NOKpbITbIe 060N04YKON

80781326
322024A

0065603210

07.2024

06.2026

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

Mu ang Dxu Xenc Octpus MM6X aHa Ko. OF, Asctpus

Parameter / NapameTp

Specifications /| Cneuudukauum

Results / PeaynbTarth!

Microbial purity / (every 5th batch)
/ Mukpobuonoruyeckas uncrora
(ans kaxpaon 5-oi cepun)

TAMC — NMT 108 CFU/g / <10 CFU/g/
O6wee yncno aspobHbix <10 KOE/r
MUKpoopraHuamos He 6onee 10 KOE/r

TYMC - NMT 102 CFU/g / <10 CFU/g/
Obuyee yucno rpubos He Gonee 102 KOE/r |<10 KOE/r

Escherichia coli — absence in 1 g/
Escherichia coli — otcytctBue 8 1 r

Absence in 1g

Assay / KonuyectaeHHoe
onpeaeneHue

Each coated tablet contents:

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

90 mr ao 105 Mr Tamura aucynbhuaa;

190 mg to 210 mg of pyridoxine 200 mg /200 mr
hydrochloride; / ot 190 mr o 210 mr

NMUPUAROKCUHA rMAPOXIIOpUAa;

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

oT 0,18 mr go 0,26 Mr ynaHoko6anamuHa.

Package / YnakoBka

10 tablets in PVC/PVDC/Alu blister.

2 blisters and a patient information leaflet in
a carton. / Mo 10 TabneTok B 6nucrep u3
NBX/NBAX/An.

Mo 2 6nuctepa ¢ MHCTPyKUWEN No
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

Complies / CooTtetcTayet

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&Gghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT:

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

Bulk batch no.: / Homep napru:

Manufacturing date (mm.yyyy): /
Qarta npoussogctsa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):
Manufacturer according to the
registration in Russia: /

nEOVI3BOBMTeﬂb B COOTBeTCTBUU
c peruchagueﬁ B Poccuu:

NEUROBION® coated tablets

HEMPOBUOH®, Tabnetku, NOKpbITbie 060104KOM

80781326
322024A

0065603210

07.2024

06.2026

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

Mu anp xu Xenc OcTtpus Mu6X ana Ko. OF, ABcTpus

Parameter / MapameTp

Specifications / Cneundukauuu

Results / Pesynbrarthl

Labeling / MapkupoBka

According to normative document. /
B cooTBeTcTBUM C HOpMaTUBHOW
OOKYMEHTauumen.

Complies as prescribed /
CooTtsetcTByeT
TpebosaHnamM

Storage / XpaHeHue

At the temperature not more than 25 °C. /

Mpw Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

APIs used in FPC-Batch:

Name / Haumerosanue: THIAMINE DISULFIDE / Tnamuna aucynndug
FP Manufacturer AP| Batch number / Homep cepuu cybctaduum

npounssogurens NNo: 91652246 - C601300126

API Manufacturer Batch number / Homep cepuv cy6cTanumm nponssoautens

A®C: PRMU3244C59905
AP Manufacturer name / HaumeHosaxue npouasogutens A®PC: Procter &

Gamble Health Limited / MpokTep ang MNam6n Xenc Numuren
AP| Manufacturer country / Ctpana npoussoautena A®C: India / Ungus

Name / Haumenosanue: THIAMINE DISULFIDE / Tuamuua aucyneduna

FP Manufacturer AP| Batch number / Homep cepuu cybctaHumm
npounssoauntens [J1P: 91652246 - C601300122

API Manufacturer Batch number / Homep cepuu cy6cranuum npoussoaurens
A®C: PRMU3258C59903

AP} Manufacturer name / HaumeHosaHue npovasoautens A®C: Procter &

Gamble Health Limited / MpokTep ang Famb6n Xenc NMumurten
AP! Manufacturer country / Ctpana npoussoautens A®C: India / Uugus

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




P&th Restricted

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Page 7 of 8/ CtpaHnua 7 u3 8

Product: / MpoAykT: NEUROBION® coated tablets
HEUPOBUOH®, TabneTku, NOKpbITbIe 060104KOM
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 322024A
Bulk batch no.: / Homep napTu: 0065603210
Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.rrrr): 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/
lMpoussoauTentL B COOTBETCTBUU
C perucrpauuen B Poccuu: Mun aua xn Xenc OcTtpua Mm6X aHa Ko. O, Asctpus

Name / HaumeHosaHne: CYANOCOBALAMINE EP / LinaHoko6anamun

FP Manufacturer AP| Batch number / Homep cepumn cy6ctanunm
npoussogutens [No: 91181664 - C601300014

AP| Manufacturer Batch number / Homep cepuu cy6cTaHumu npovssoautens
ADC: 2311722010

API Manufacturer name / HaumeHoeaHue npovssoantens APC: EuroAPI
France / EBpoAlU ®panc

API Manufacturer country / CtpaHa npovssogurens A®C: France / ®paHuus

Name / Haumernoeanue: PYRIDOXINE HYDROCHLORIDE EP JIANGXI /
Mupunpokcuna rmapoxnopua

FP Manufacturer API Batch number / Homep cepumn cy6ctaHLmm
npoussoautens [NP; 91200960 - C601300102

AP| Manufacturer Batch number / Homep cepuu cy6craHumu npousesogutens
A®C: JTPC+23104014C

APl Manufacturer name / HaumenosaHue npoussoauntens A®C: Jiangxi
Tianxin Pharmaceutical Co., Ltd. / Li3ancn TaHbcuHs PapmackioTukan
Ko., Nra.

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

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



P&Ghly Restricted

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Page 8 of 8 / CtpaHuua 8 u3 8

Product: / NMpoaykT: NEUROBION® coated tablets
HEWPOBWUOH®, TabneTku, NoKkpbiTbie 060M104KOi
SAP-Code: / Kog SAP: 80781326
Batch no.: / Cepusa Ne 322024A
Bulk batch no.: / Homep napru: 0065603210

Manufacturing date (mm.yyyy): /
Qara npoussoncrTBa (MM.rrrr): 07.2024

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 06.2026

Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG, Austria/

I'Igouaeogwrenb B COOTBETCTBUU

C peructpauuen B Poccuu: Mu ana Oxu Xenc Octpus M6X aHa Ko. OT, AscTpun

Assessment: / 3aknioyenmne: 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) / Cepusi cooTeeTcTBYET TpeGoBaHUAM
HopmaTtueHoro gokymeHta f1C-001540-150720 (usmeHeHue N2 1 ot 06.10.2020,
usmeHeHue Ne 2 ot 18.11.2021, uamereHne Ne 3 ot 11.05.2023, nameHenue Ne
4 ot 30.11.2023)

Date / Signature of Qualified Person: /
Qata / noanuck kBanuduumMposakHoro 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 Geselischaft: 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  322024A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 Mg cyanocobalamine
Brand Code: Contractor ltem No:
80781326 80781326

Date of Manufacturing: Expiration Date:

02 JUL 2024 JUN 2026

Lot Quantity: Unit of Measure:
37,200.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40038660376

Bulk batches consumed in the reported Batch Code:

Batch No: 0065603210, Manufacturing Date:02.07.2024

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
H6RIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number; 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

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

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications

in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:

n/a
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 05.09.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 05.09.2024

PeG

Package Size:
20

Package Type:

blisters
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