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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHnoBaHue Ha BELIECTBOTO . 2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol
Kon na nponykra : 202100017

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BENIeCTBOTO WM CMeCTa, KOMTO ca OT 3HAYeHHe, H BHAOBE YOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYCH 32 U3CIICIBAHMS, AaHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMAMOHHHUS JIHCT 32 6€30MacHOCT

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

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIM cMecTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (nepmainHa), Kareropus 4 H312
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H302+H312 - Bpenen npu moripliaHe WK IPU KOHTAKT ¢ KOXKaTa.
Ipenopsku 3a 6e3onacHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIULETO CTAPATETHO Cle]] yrnoTpeda.

P270 - Jla He ce siie, ue WM My OpH yoTpeba Ha MPOIyKTa.

P280 - M3non3gaiiTe npenna3Hu pbKaBUIN/TIPEAIa3HO 00JIEKIIO/IPeIa3Hy OYrIIa/IIpeina3Ha Macka
3a JIMIe/NpeTa3Hu CPEJICTBA 32 3alllUTa Ha CIryXa.

P301+P312 - ITPU ITOTJIBIIAHE: mpu Hepasnonoxenue ce obanere B IEHTHP I1O
TOKCHUKOJIOT A unu Ha nexap.

P302+P352 - ITPU KOHTAKT C KOXATA: HU3muiite o6miHO ¢ Boza.
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P312 - Ilpu nepasnonoxenue ce odagere B LIEHTHP I10 TOKCUKOJIOI'MS unu Ha nexap.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 32 IbPBA IIOMOII[ Ha TO3H
€THUKET).
P330 - Mzmnakuere ycrara.
P362+P364 - Cpanere 3aMbpCEHOTO 00JICKIIO U TO M3MEPETE MPEIH NOBTOPHA yroTpeba.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChbOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaABIY, B CbOTBETCTBUE C MECTHHTE, PETHOHAIIHHU, HAIIMOHATHH H/UIH MEKIyHapOTHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUSHHUS 32 BBTPEIIHH OIIAKOBKH, KOTaTo ChAbPKaHUETO He IpeBunIaBa 10 ml

He ce u3uckBa eTHKeTHpaHe

2.3. JIpyru onacHOCTH

Hsima Hanmmana qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3JIEJI 3: ChcraB/mHpopManus 3a CbCTABKATE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/Kg TenecHo Terio)
Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg TeIecHo TerIo)

3a memHuA Texet Ha H- m EUH-nipeynpexaennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

H‘BpBa TIOMOIII ITIPU KOHTAKT C KOXKaTa . I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36T)pCBaHe (C quCTa U MCKa IormrBaria K'Bpl'[a).
H‘BpBa TIoMOII IIPU KOHTAKT C OUUTE . Msmnmakaere ounTe ¢ Boja KaTo npeamnasHa Mspka.

4.2. Haii-checTBeHn OCTPH U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMHA U e(l)eKTPl

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

4.3. Yka3aHue 3a HEOOXOMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEUATHO JIeYCeHN e

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxkap

Toaxonsmu TIOKapOTaCUTEIIHA CPEICTBA . OILCSIJ'IO 3a 3araCsgHe Ha OT'bHI.

5.2. Ocodenn ONMMACHOCTH, KOUTO NMPOU3THYAT OT BEIIECTBOTO UJIN CMeECTA

OmnacHOCT OT IoXkap : Bwx nmaparpad 2.2.

5.3. CbBeTH 32 NMOKapHHKApHTE

I/IHCprKI.II/II/I 3a raCc€HC Ha IoXXapu . I[a C€ U3M0JI3BAT CPEACTBA, IOAXOIAIHN 3a TACCHE Ha IOXKapHu B CbCEACTBO.
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBE . I[a ce U30srBa BCSIKAKBa M3JIHMIIHA CKCIIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3NIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHaIHH rPAHUYHH CTOMHOCTH HA MPodecHoHATHA eKCIO3UIUsSI U OHOJOTHYHH TPAHMYHHU CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiy TEXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGHMKHOBEHO ce M3UCKBAT KaKTO MECTHA CMyKaTeJIHa BEHTHIAIHS, TaKa U BEHTHIIAINS Ha 00II0TO
MOMEIICHHUE.
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4UHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS
8.2.2.2. Ilpeana3BaHe HA KOXKATa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanmuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2.3. KoHTpoJI Ha eKCIIO3MIHSITA B OKOJIHATA Cpela

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

3AEJI 9: ®u3uyHu 1 XUMHUYHU CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE . Teuno

IBsT : He e HammuHO
Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HammuHO
3ananrumMocT : He e Hanu4no
I'panuiy Ha €KCIUIO3UBHOCT : He e HammuHO
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e HanmuHo
T'opHa rpanua Ha €KCINIO3UBHOCT . He e HanmuHo
TeMneparypa Ha pa3narane . He e HanmuHo
TeMneparypa Ha camo3arnanBaHe . He e HanmuHo
TeMneparypa Ha pasnagaHe : He e HanmuHo
pH . He e HanmuHo
Buckosuter, KHuHEMaTHYEH . He e HanmuHo
PastBopumoct . He e HanmuHo
KoeduimenT Ha pasnpenenenne: n-okranoi/soga (Log : He e HanmuHo
Kow)

Hansrane na napute . He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
IIreTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTENHA MITBTHOCT Ha mapuTe npu 20°C . He e manmuuno
XapakTepUCTUKH HAa YaCTULIUTE : He e npunoxumo

9.2. Ipyra undopmaunus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3MYHA ONACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. Jlpyru XapaKkTepHuCTHKH 32 6e30macHoCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanmuvHa HOMBIHUTEIHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu normsmane.

OcTpa TOKCHYHOCT (epMaiHa) . Bpenen npu KOHTaKT ¢ KoXKata.

OcTpa TOKCHYHOCT (BJHILIBAHE) : He ce xnmacudunupa ([lanaure ca yoeauTenHu, HO HEIOCTATHYHY 32 J]a C€ HAIPaBU KilacH(HUKaLHs)
KoposzuBHOCT/ipa3sHeHe Ha KoXarta : He ce xacudunmnpa

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE : He ce xnmacudunupa ([lanauTe ca yoeauTeNHH, HO HEOCTATHYHH 3a Ja €€ HAIPABH KJIacH(pUKAIIS)
Cencubunusanys Ha AMXaTeIHUTE MBbTULIA Wik KoxkaTa . He ce kiacupuumpa

MyTareHHOCT Ha 3aPOHIIHUTE KICTKU : He ce xmacuduumpa

Kanneporennoct : He ce xmacuduumpa

TokcHYHOCT 3a PENpOAYKIHATA : He ce xmacugpummpa

CTOO (crenu¢pudHa TOKCHYHOCT 3a ONPEICTICHH : He ce xnmacuduumpa

OpraHu) — eIHOKPATHA CKCTIO3HIIUS
CTOO (crnenuudHa TOKCHYHOCT 3a OMPEIETICHH : He ce xmacuduumpa
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHOCT NpH BMIIIBAHE : He ce xmacuduumpa

Hsima HaymaHa TOMTBJIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exosnorust - 001110 : He npezacrasiisiBa KOHKpETHA OMACHOCT 32 OKOJIHATA Cpe/a.
OmacHo 3a BoIHaTa cpesia, KpaTKocpoyHa (0cTpa) . He ce xnmacudunmpa

OmacHo 3a BOIHATa cpeJia, IBIrOCpPOYHa (XPOHHYHA) . He ce xnacuduumnpa

He ce pasrpaxia 6bp30

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAAbUUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu naeHTHGUKALTOHEH HOMeP

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATTUYHA PIH(l)OpMaI.IHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopt o Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, Ipunoxenne XIV (Cnucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTo Hapyiasat 030HoBHs cioil (Permament EO 1005/2009): 2-[benzyl(1-phenoxypropan-2-yl)amino]ethanol

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HAPKOTH4YHH BewlecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOH3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:
Acute Tox. 4 (zepmaHa) Ocrtpa TokcngHOCT (nepMmainHa), Kateropus 4
Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4
H302 Bpenen npu norsiane.

H312 Bpezen npu KOHTAKT € KOXKATA.

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHpopManmoneH IucT 3a 6e30MacHOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhrpexn ToBa, HHpOpMaNHsTa ce nmpeocTanst 0¢3 HUKAaKBa rapaHIlysl, H3pHYHA W T0pa30upaiia ce, OTHOCHO HefHaTa KOPEKTHOCT
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