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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO
HauMeHoOBaHNE Ha BELIECTBOTO . Latanoprost for system suitability
Kon na nponykra : 201900137

1.2. MnenTuduuupaHn BUI0BE YNOTPeda Ha BeeCTBOTO WM CMECTa, KOUTO Ca OT 3HA4YeHHe, U BHIOBE yIOTpe0da, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
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 1aHHH 32 TOCTABYHKA HA HH(OPMAILMOHHHUS JIHCT 32 6€30MacHOCT
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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 HJIH CMecCTa

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

ToxcnuHocT 32 penpoxykuusaTa, Kareropus 1B H360D
3a meaHus TekeT Ha H- 1 EUH-npenynpesxienusTa 3a oacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusiTHN epeKTH 3a 31paBeTO HA YOBEKA U OKOJIHATA cpeia
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a omacHoct (CLP)

GHS08
Curnaina gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H360D - Moxe na yBpenu mioga.
IMpenopsku 3a 6e3omacuHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa30paiy BCHYKH Npeara3Hi MepKH 3a
6e30macHOCT.

P308+P313 - IIPU siBHa MM mpeamonaraeMa eKcro3unus: I1oTepcere METUIMHCKH CHBET/IIOMOLI.
ErtHKeTHpaHe B CbOTBETCTBHE C: U3KJIIOUCHHS 32 BBTPEIIHH ONAKOBKH, KOraTo ChAbPXKaHHETO He Tpepuiiasa 10 ml
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Latanoprost for system suitability

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

IMukrorpamu 3a onacHoct (CLP)

GHS08

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUST

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Latanoprost for system suitability - <100 Repr. 1B, H360D

3a meaHus TekeT Ha H- m EUH-npenynpesxnenusTa 3a omacHoCT: BX. pasnen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

ITspBa oMol Npy BAUIIBAHE : Jla ce ocTaBu mocTpagaivs Ha YMCT Bb3AyX. OCUIypeTe CBeX Bb3/yX Ha 3aCEerHAaTOTO JIHLIE.

ITbpBa OMOLL IIPH KOHTAKT C KOXKaTa : Jla ce oTCTpaHH MaKCHMAIIHO 4pe3 n30bpcBaHe (C YMCTa U MeKa MOoNKBaIla Kbpra). [la ce nsmue
OOMIIHO ¢ BOZa B KOSITO € IPUOaBEH ACTEPreHT.

ITspBa oMol IpU KOHTAKT C OYUTE : UznnakHere ¢ BOzia, KaTO JABPIKUTE OUNTE LIMPOKO OTBOPCHH.

ITepBa oMol IPH MONITBIIAHE : Mznnakuere ycrata. Moxe ia Ob/ie PENOPHYAHO MPOABIDKUTEIHO MEAHIIMHCKO HAOIOICHHE.

Cumnromu/edextr . Bb3MoxHE ca 3aKbCHENMH e(EKTH.
Cumnromu/e)eKTH Clieli BAUIIBAHE . HenmocrarbuHu naHHu.
Cumnromu/e)eKTH CIIeT KOHTAKT ¢ KOXKaTta . HenmocrarbuHn naHHu.
Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . HenmocrarbuHu naHHu.

Hon,pceTe MCIULUHCKHA ChBET/ moMouI. HpPI BB3MOKHOCT [1a CC MOKaXC HACTOAIINA JINCT, & aKO HE € Ha PA3IIOJI0KEHUE, 1a CC MOKaXXE OMaKOBKaTa MJIA €TUKETA.

1 MEPKH

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsiHe Ha OTbHS.

OmnacHOCT OT IoXKap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a raceHe Ha oxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOIAIIM 3a TACEHE HA ITOXKapHu B CbCEACTBO.
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Latanoprost for system suitability

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

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

O6mm MepKH : Jla ce n30srBa Npekus KOHTAKT ¢ poxykTa. He BaumBaiite
Ipax/IymeK/ras3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIELIHH CJIyYau

A.BapPlﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEeANasHO OGHCKJ'IO, PBKAaBULU U 3alIUTHU CPEACTBA 3a OUUTE UIIH JIULIETO.

6.1.2. 3a MuHATa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

Meroau 3a MOYKCTBAHE . YGe,ueTe C€, 4€ OTIIaAbLHUTE Ca C’L6paHI/I 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HeC’LGHpaeMHSI OCTaThK C : Pa3TBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMALIUS

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha norpe6urens na ce 00bpHE BHUIMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO HA
[POJLYKTA 3a APYTH LIE]H, PA3JIUYHU OT TE3H, 38 KOMTO € IPEeJHA3HAYCH.

Tpennasuu mepku 3a 6e3onacHa padboTa . C marepuaia TpsOBa aa ce paboTu BHEUMATENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ mpoaykra. C
Marepuaa TpsAbBa Ja ce paboTH Mo J1abopaTopHa KaMHHA, JIOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHHUSATA HA 0OpATa MIPOMUIILIIEHA XUIHEHa U NIPOLIEyPUTE 3a
6e30MacHOCT.

TexHUYIECKH MEPKH : Jla ce criazBar MpUIOXKHMHTE Pa3mopendu.
VYcnoBus 3a chbxpaHsBaHe . Jla ce cbxpaHsiBa MOJ KITIOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHU rPAHUYHH CTOMHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H OHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbUYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIH HA BB3/IyXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.5. Perysupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Latanoprost for system suitability

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

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Iloaxoasiy TeXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpansBa B 100pe poBETpUBO HoMemIeHue. Jla ce H3Mmon3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKaTa

3ammTa HA KOKATA U TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOITYrBO 3amuTHO obnekito. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOHYMBHY NpeanasHu pbkasuny. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: npoTtuBonpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oaHa Macka. Hocere auxaresien amapat, ako cTe
M3II0)KEHU HA TapU/TIPaxoBe/aepo30iu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XHMHYHH CBOIHCTBA

ArperatHo ChCTOSIHHE . Teuno

st . He e HannuHo
Mupuc © He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIyM Ha €KCIUIO3UBHOCT . He e nanmnuno
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT . He e nanmnuno
T'opHa rpanua Ha €KCIIIO3UBHOCT © He e Hannuno
Temneparypa Ha pa3naraHe © He e Hannuno
Temneparypa Ha camo3arnaiBaHe © He e Hannuno
Temneparypa Ha pa3nagaHe : He e Hannuno
pH © He e Hannuno
Buckos3uteT, KHHEMAaTHYCH . He ¢ namuuno
PastBOpuMOCT . He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C . He e nanuuno
XapakTepuCTUKN Ha YaCTULIUTE : He e npunoxumo
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Latanoprost for system suitability

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

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa HOMBIHUTEIHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: CTa0MJIHOCT M peaKTHBH

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

OKCHKOJIOTHYHA IlH(l)OpMaIIHSI

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (JiepMaiTHa) . He ce xacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa
KoposuBHocT/pa3HeHe Ha Koxara : He ce xmacuduumpa
Cepno3HO yBpesK/jaHe Ha OUHTE/IpasHEeHe Ha OUUTe : He ce xmacuduumpa
Cencubunusanus Ha AMXaTEIHUTE MBTUIIA WK KoxkaTa  ©  He ce kimacuguumpa
MyTareHHOCT Ha 3apOJIMIIHATE KICTKU : He ce xmacuduumpa
Kanneporennoct : He ce xmacuduumpa
TOKCHYHOCT 32 PEHPOYKLHITA : Moske na yBpeau Iioza.
CTOO (crenu¢pudHa TOKCHYHOCT 3a ONPEICTICHH . He ce xmacuduumnpa

OpraHn) — eIHOKPATHA CKCTIO3MLIUS
CTOO (crenupudHa TOKCHYHOCT 3a OMPEICTICHH : He ce xmacuduumnpa
OpraHu) — IOBTaPsIIA CE EKCIO3UIIHS

OmnacHOCT Npy BJMIIIBaHE : He ce xmacudunmpa

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

PA3IEJI 12: Exojioru4yHa uH(popmanus

Exosnorust - 001110 : Omnacuu oTnagsiy. Jla ce U3Mo3yBaT MOAXO/ISIIN KOHTEHHEPH 3a 0TI HNTE MPOIYKTH.
OmnacHo 3a BOIHaTa cpesia, KpaTKocpoyHa (0cTpa) . He ce xnacudunmpa
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Latanoprost for system suitability

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

OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA) . He ce xmacudunupa

Hsma nammana nomsmanTenHa HHGOpMAIHs

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIATbIUTE

MecTHO 3aKOHOAATENICTBO (OTIMAIbIH) : Jla ce n3xBBpiu 110 6e30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3opeOn.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBie ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMEDP

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OmacHOCT NPH TPAHCIIOPTHPaHE

He e npunoxumo | He e npunoxumo l 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 | He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATTMYHA PIH(l)OpMaHHiI

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

TpaHcnopt 1o Mmope
He e npunoxumo
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Latanoprost for system suitability

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

Bb3aywmeH TpaHcnopT
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MEXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxxumo

PA3JIEJI 15: UHpopManusi 0OTHOCHO HOPMATHBHATA ypenda

15.1. Cnenuduynm 32 BeUIeCTBOTO WJIM CMECTAa HOPMATHBHA YPea0a/3aK0HO0JATEJCTBO OTHOCHO 0€30IACHOCTTA, 3/[PABETO H OKOJIHATA
cpena

15.1.1. Perinamentu Ha EC

REACH IIpuno:xenune XVII (YciaoBus 3a orpanuyaBaHe)

He ¢urypupa B [Ipunoxenue XVII nra REACH

REACH, ITpunoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Chnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kanannaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Pernament oTHocHo YO3 (EC 2019/1021, YcToiiunBH OPranMyHu 3aMbPCHTENIH)

Henpunosxumo.

PerjiaMeHT OTHOCHO BelllecTBa, KOUTO HapymaBat 030HoBus cJioii (EC 1005/2009)

He ¢urypupa B cnimcbKa ¢ BelecTBa, KOUTO HapymiaBat 030HoBust cioii (Permament EO 1005/2009): Latanoprost for system suitability

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA C IIPeKypcopy Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpebaTa Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HA HAapKOTU4YHHU BewecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchka ¢ [Ipexypcopu Ha HapkoTnuruTe Betiecta (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U IIyCKAHETO
Ha 11a3apa Ha OIPE/ICIICHH BEIIECTBa, U3MOJI3BAaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopenou

Hsima Hammana JOIIBJIHUTCITHA PIH(bOpMaLIHS[

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

H360D Moske 1a yBpeau mioza.

Repr. 1B TokcuaHOCT 32 penpoxykiusTa, Kareropus 1B

Nudopmarmonen jymcer 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabpikamia ce B To3u MHpopMamoHeH et 3a 6e3011acHOCT, € MoTydeHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaJeKIHU. Bbrpexn ToBa, HHpopManusTa ce mperocTaBs 0e3 HUKaKBa rapaHIilis, U3pHYHa WIM oIpa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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