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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO . Costunolide
XUMHYECKO HANMEHOBaHHE . Costunolide
Kon na npoxykra : 201600080

1.2. UneHTHUIMPAHH BUIOBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Koxna cencnbmmmzanus, Kateropus 1 H317
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m ) /| HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBECKA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCICPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTCJICTBA.
2.2. EneMeHnTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHocT (CLP) : H317 - Moxxe na mpUYMHH aTepruiHa KOXKHA PeaKIus.
IMpenopsku 3a 6e3omacHoct (CLP) : P261 - M306srBaiite BAUIIBaHe HAa Mpax/IyIIeK/Ta3/IuM/H3IapeHHs/aepO30IH.

P272 - Jla He ce u3Hacs 3aMbPCEHO paOOTHO OOJICKIIO U3BBH paOOTHOTO MOMEIICHUE.

P280 - M3non3Baiite mpeanasHyu pbKaBULK/TIPEIITa3HO 00JICKIIO/IPEITa3HU OUrIa/Ipe/ia3Ha MacKa
3a JIMLE/IPEAIa3HI CPEJICTBA 3 3alIUTa Ha CIIyXa.

P302+P352 - TTIPU KOHTAKT C KOXATA: N3muiite 00HIHO C BOJA.

P321 - Crernuanusupano ederne (BX. JOIBIHATEHA HHCTPYKIIUS 3@ TbPBA IIOMOIIT HA TO3H
eTHUKET).
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

P333+P313 - [Ipu nosiBa Ha KOJKHO Apa3HeHe WiIu 0OpHB Ha KoxaTa: [loTepceTe MeTUIIMHCKU
CHBET/IOMOLII.
P362+P364 - Caiere 3aMbPCEHOTO OOJIEKIIO U TO U3MIEPETe MPEAH OBTOPHA yIoTpeda.
P501 - CpapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHH WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIHY H/HJIN MEXIyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHUS 3a BBTPCIIHH ONMAKOBKH, KOraTo ChABPXKAHUETO He npeBuiiasa 10 ml

He ce n3uckBa €TUKEeTHPaHe

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

TaB/mHpopManus 3a

HanmenoBanne HNnenrnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Costunolide - <100 Skin Sens. 1, H317

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHOCT: BX. pazjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo1I{

H’LpBa TIoMOLI IIPY KOHTAKT C KO>KaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36'prBaHC (C YUCTa U MEKa IIonuBalia m;pna).

H’LpBa TIOMOLI IIPU KOHTAKT C OUUTE : M3muakHeTe ounTe ¢ BOAa KaTo npeanasHa Mspka.

Hsima HanmuHa JOMIBJIHUTEHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbIHUTENHA HHOOPMAIIUSL

PA3JIEJI S: IIpoTHBONOXKAPHH MEPKH

Ioaxonsmm TI0)KapOTaCUTECIIHA CPEIACTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OnacHoCT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLII/IPl 3a racCHE Ha NOoXapu N I[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHN 32 rAaCEHE Ha IMOXKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHo u3

6.1.1. 3a mepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

/CKAHE

ABapuiiHH IIJTaHOBE : Jla ce n30srBa BCAKAKBA H3JHIIHA SKCIIO3HIIUSL.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHEUIHH CJIy4Yan

Hsima HanmuHa OMIBJIHUTETHA PIH(I)OpMaHHﬂ

Hsma nanuyHa qonbIHUTENHA HHOOPMAIIUSL

Hsma nanuyna gonenHUTENHA HHOOPMAIIUSL

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

JI 7: PaGoTa u cbXpaHeHue

Hsma HanmuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Bux maparpag 1.

0J1 Ha €KCIO3UIUSITA/IUIHI npeanmasHu cp

8.1.1 HanMoHa/IHKM TPAaHUYHM CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHHE FTPAHMYHH CTOHHOCTH

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbuuTEeIHN NPOLEAYPH 32 HAGII0/IEHHE
Hsma nannana gonsiHuTENHAa MHOOPMAIHS

8.1.3. O0pa3yBat ce 3aMbPCHTE/IH HA BB3AyXa
Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

8.1.4. DNEL u PNEC

Hsma nannana nonmsiHuTENHAa MHGOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Ioaxoasi] MH:KEHePeH KOHTPOJI

Hoxaxoasi HHKeHEPEH KOHTPOT:
/Jla ce chxpansiBa B JJoOpe npoBeTpruBo noMerieHre. OOMKHOBEHO e M3UCKBAT KAKTO MECTHA CMyKaTelIHA BEHTHIIALMSA, TAKa U BEHTUJIAIUS HA OOIIOTO
HOMEIIIEHHE.

8.2.2. JIn4uHM npeana3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHUIETO

Hsma HanuvHa HOTBIHUTETHA HHPOPMAIIHS
8.2.2.2. 3amuTa HA KoKaTa

3amuTa Ha KOXKATA H TSJIOTO:
JlaboparopHa npecTuika
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3amuTa Ha phLeTe:
3auMTHA PHKABUIIN

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

Hsima HanuyHa AOMBIHUTEIHA HH(bOpMa].IPIH

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

8.2.3. KoHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/IH

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHTE (U3UYHM M XMMHUYHH CBOHCTBA

ATrperatHo cbCTOSHUE . TBBpIO BELIECTBO
IBsT . He e Hamuuno
BrbHiieH Bug . IIpax.

Mupuc : He e nanuuno
I'panuuara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannyHo
Touka Ha 3aMpb3BaHe : He e HanuuHo
Touka Ha KUTICHE . He e HannuHO
3amaaumoct . He e HannuHO
I'paHuLM HA EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIIa Ha €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmeparypa Ha pa3araHe . He e HanuuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUeH . He e npuoxumo
PazrBopumoct . He e mammunOo
KoeduimenT Ha pasnpenenenue: n-okranoi/sona (Log  : He e HammuHO
Kow)

Hansrane Ha napure . He e mamuuno
Hansrane Ha mapute npu 50°C : He e manmuuno
IInpTHOCT . He e mamuunO
OTHOCHUTENHA IUTBTHOCT . He e HannuHo
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pasmep Ha yacTuiure . He e mamuuno
9.2. Ipyra unpopmanus

9.2.1. Uudopmanusi BbB Bpb3Ka ¢ KJacoBeTe HA GU3MYHA ONACHOCT

Hsima HanuyHa AOMBIHUTEIHA I/IH(bOpMaLII/IH

9.2.2. JIpyru XapakTepuCcTHKH 32 0e301acHOCT

Hsima Hammana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3JIEJI 10: Ctadu T M PEAKTUBHOCT

10.1. PeakunonHa crnocooHocT
CrabueH pu HOPMAIHH YCIOBHSL.
10.2. XuMHYHA CTA0OMITHOCT

HsiMa Hann4dHa QOMBIHATENTHA HHQOPMALIHS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B choTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

He e u3BectHO.

Hsma HanuyHa 1ONBIHUTENHA HHPOPMALIUS

Hsma npu HopmainHa ynorpe6a. Broxre Paspmen 7.

HPH 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIlaCHU U3IIapCHUs.

PA3JIEJI 11: TokcukoJsioruyHa nHgopmManus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnacudunupa (JIuncsamy nanHm)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (JIuncsamy naHnHm)
OcTpa TOKCHYHOCT (BJMIIBAHE) : He ce xnacudunupa (JIuncsamy nanHam)
KoposusHoct/apasnene Ha Koxara : He ce xnacudunupa (Jluncsamy nanHm)
Cepuro3HO yBpesk/[aHe Ha OUHTe/IpasHEeHe Ha OUnuTe : He ce xiacuduuupa (JIuncpanum gaHH)
CeHcnbMIM3anys Ha IMXaTeHUTE IBTUIA WM KoxkaTta  : MoxKe Ja IPUYMHM aJlepruyHa KOXKHA PeaKIus.
MyTareHHOCT Ha 3apOJIUIITHATE KIETKA : He ce xnmacudunupa (JInncpanm nanam)
Kanneporennoct : He ce xnacudunupa (Jluncsamy nanHm)
ToKkcuYHOCT 32 PEIPOLYKIHATA : He ce xmacuduuupa (JInmncpaum qaHH)
CTOO (crnenuduyHa TOKCHYHOCT 32 ONPEICICHU : He ce xnacudunupa (JIuncpauy gaHH)

OpraH1) — eJHOKPATHA €KCIIO3U LIS
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHA . He ce xnacudunupa (Jluncpamy naHHm)
OpraHi) — IOBTapsIIla CE EKCIO3ULIHS

OmnacHOCT NpH BANIIBaHE : He ce xnmacndunupa (TexHnuecka HEBB3MOKHOCT 3a IIOTydaBaHEe HA JAHHH)

Hsva nanwana gonsnHUTENHA HHOOPMAIIUSL

n4yHa uHopManus

Exonorus - 06mo : He npencraBinsiBa KOHKpeTHa OIACHOCT 3a OKOJHATA CPEJa.
OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) : He ce xnacuduuupa (JIuncpaum gaHH)
OmacHo 3a BogHAaTa cpefia, IbITOCPOUYHA (XPOHUYHA) : He ce xnacuduuupa (JIuncpanum gaHHN)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBJIHUTEIHA PIH(I)OpMaHHﬂ

Hsma nanuyna qonbiIHUTENHA HHOOPMAIIUSL
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA HH(‘I)OpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyxonmbTeH TPaHCIOPT

He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3ayuied Tpancnopr

He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

REACH Cnucbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimchKa ¢ BELIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/IH

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima HanmdHa AOMIBIHUTETHA I/IH(bOpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

Muaukanus 3a IpoMeHH

Paznen IIpomeHeH eneMeHT Ipomsina Komentapn
IMprunHa 3a nurca Ha KiIacupuKarus Jlo6aBeHO
3amMeHs BepcusaTa OT Jlob6aBeHo
Jata Ha pemaxknusiTa JlobaBeno

2.1 Knacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

2.2 Curnanna nyma (CLP) IIpomeneHo

2.2 IMukrorpamu 3a onacHoct (CLP) IIpomeneHo

2.2 IMpenopsku 3a 6e3omacHoct (CLP) ITpomeneno

2.2 TIpenynpexnaenus 3a onacHoct (CLP) IIpomeneno

4.1 IIppBa noMoIIl IPY KOHTAKT € KOXKAaTa IIpomeneHo

4.1 IIppBa nOMOIIL TP KOHTAKT C OYUTE IIpomeneHo

6.1 ABapuiiHy IIaHOBE IIpomeneHo

8.2 3amura Ha pbleTe IIpomeneHo

8.2 TToaxoasii MHKEHEPEH KOHTPOIT ITpomeneno

8.2 3amuTa Ha KoXkaTa U TSUIOTO ITpomeneHo

10.3 BB3MOXKHOCT 32 OIIaCHU pEAKLUK JlobaBeHo

11.1 IIpuunna 3a nunca Ha KiacuUKaLUsL Jo6aseno

12.1 Exonorus - o010 IIpomeneHo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

H317 Moske 1a NpHYMHHM alepruyHa KOXKHA PeaKiHs.

Skin Sens. 1 Koxna cencnbmmmzanust, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MHGOpMaIOHEH JIUCT 3a 0€30IaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJICKIHU. BbIipeku ToBa, HHQOpMAIHATA ce IPEIOCTaBs Oe3 HUKaKBa TapaHLus, H3pHYHA WM T0Ipa30uparia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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