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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 . 1-(3-benzoylphenyl)ethanone
Kon Ha mponyxra : 202000150

CHHOHMMH . Ketoprofen impurity A

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYYHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba . Jla He ce u3noinssa : [lormsiane, Baumsane, JlepmanHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (nepmainHa), Kareropus 4 H312
Octpa ToxcnaHocT (MHXai.), Kareropus 4 H332

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexT U HedIaronpusTHH epekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OmnpeziensiHe Ype3 eKCIEPTHO MHEHHUE U TI0 CHIIATa Ha JI0Ka3aTeNCTBa.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302+H312+H332 - BpeneH npu nonibliane, IpH KOHTAKT ¢ KOXKAaTa WM IPY BAUIIBAHE.
Ipenopsku 3a 6e3onacHoct (CLP) : P261 - V30srBaiiTe BAMIIBaHe HA Mpax/IyIIeK/Ta3/InM/U3apeHHs/aepo30n.

P264 - Jla ce n3mue pbLeTe 10 JTAKTUTE U JULETO CTApaTeIHO CiIel ynoTpeba.

P270 - Jla He ce siie, ue WM ML OpH yotpeba Ha MpOIyKTa.

P271 - Jla ce u3non3Ba caMo Ha OTKPUTO WJIM Ha JOOpEe NPOBETPHBO MSCTO.

P280 - M3non3gaiiTe nmpenna3Hu pbKaBULI/TIPEAIa3HO 00JIEKIO/IPeIIa3Hy OYrIIa/IIpeina3Ha Macka
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3a JIe.
P301+P312 - ITPU TTOT' JIBIIAHE: npu Hepasnonoxenue ce odanere B IEHTHP I1O
TOKCHUKOJIOT U nnu Ha nexap.
P302+P352 - TTP11 KOHTAKT C KOJXXATA: 13mMuiite OOMIHO C BOJA.
P304+P340 - [TP11 BAUIIIBAHE: M3BeneTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B TO3HULINS,
yJlecHsBAIa AUIIaHETO.
P312 - Ilpu nepasnonoxenue ce odagere B LIEHTHP I10 TOKCUKOJIOI' M unu Ha nexap.
P321 - Crnieninanu3supano jeueHue (BX. JOMBIHUTEIHA HHCTPYKIUS 32 IIbPBa IOMOIL[ Ha TO3H
€THUKET).
P330 - Msmnakuere ycrara.
P362+P364 - Cpanere 3aMbpCEHOTO 0OJICKIIO U TO M3MEPETE MPEIH NOBTOPHA yroTpeba.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaABIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHN, HAIIMOHATHY H/WIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUSHHUS 32 BETPEIIHH OIIAaKOBKH, KOTaTo ChAbPKaHUETO He IpeBunIasa 10 ml

He ce u3nckBa eTuKeTHpane

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIIBJIHUTCITHA I/IHCI)OpMaLII/ISI

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE €
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
1-(3-benzoylphenyl)ethanone - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TeIecHo TerIo)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg TeIecHO TerIo)

Acute Tox. 4 (uaxanaiponHa), H332
(ATE=1,5 mg/l/4h)

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

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

4.2. Haii-checTBeHun OCTPH U HACTBIIBALIM CJie/l U3BECTCH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

HsiMa HanM4YHa TOMBJIHATENHA HHQOpMALIHS

4.3. Yka3aHue 3a HEOOXOIMMOCTTA OT BCAKAKBH HEOTIOKHH MeTHIIHHCKH TPHKA U CIIEIUATHO JIeYeHne

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmu TI0KapoTaCUTCIIHA CPEACTBA . OZLCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.
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1-(3-benzoylphenyl)ethanone

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

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha Ioxapu : Ja ce uznonspar CpEaCTBA, IIOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

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

ABapPIﬁHH IIJTAaHOBE . I[a ce U30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3UI U

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuaHa gombIHHUTENHA HHPOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Bmx maparpag 1.

PA3IEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbYNTETHH MPOLETYPH 32 HAGTIOeHHE

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIH HA BB3/IyXa

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.5. Perysiupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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1-(3-benzoylphenyl)ethanone

Nudopmanronen auct 3a 6€30macHOCT
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8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Iloaxoasiy TeXHUYECKH KOHTPOJI

HO/]XOI[S[]].] TEeXHHYECKH KOHTPOJI:
)Ia C€ CbXpaHsBa B /106])3 MIPOBETPUBO ITOMEIICHHUE. OOHMKHOBEHO Ce M3UCKBAT KaKTO MECTHA CMyKaT€/IHa BCHTUIAWA, TaKa U BECHTUJIAllUA Ha 06I_IIOTO
TIOMCIICHUE.

8.2.2. JINuHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JHIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHs
8.2.2.2. llpeana3BaHe HA KoOKaTa

3ammTa HA KOKATA M TAJIOTO:
JlabGoparopHa mpecTiika

3amuTa Ha pBUETE:

3aluTHA PbKABULIM

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.3. KoHTpo.1 Ha eKCNO3HIMATA B OKOJIHATA Cpeaa

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3uyHu 1 XMMHYHH CBOHCTBA

9.1. Mndopmanusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOICTBA

ATperaTHo CbCTOsSTHUE . Teuno

IBsT : He e HamnmuHO
Mupuc . CHIJIEH.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HanmuHo
Touka Ha 3aMpb3BaHe . He e HanmuHo
Touka Ha KUTIEHE . He e HanmuHo
3anaiuMocT . He e Hannuno
I'panuIy Ha €KCIUIO3UBHOCT . He e HanmuHo
JlomnHa rpaHuIia Ha eKCIUIO3UBHOCT . He e HanmuHo
I'opHa rpanua Ha €KCIIIO3UBHOCT . He e HanmuHo
TeMneparypa Ha pa3naraHe . He e HanmuHo
TeMneparypa Ha camo3arnanBaHe . He e HanmuHo
TeMneparypa Ha pasnagaHe . He e HanmuHo
pH . He e HanmuHo
Buckosuter, KuHEMaTHYCH : He e HanmuHo
PastBopumoct . He e HanmuHo
KoedummenT Ha pa3npenenenne: n-okranoi/soga (Log : He e HanmuHo
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IIreTHOCT : He e nannuno
OTHOCHUTENHA IUTBTHOCT : He e Hannuno
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C . He e nanuuno
XapakTepuCTUKU Ha YaCTULIUTE : He e npunoxumo

9.2. Jipyra undopmanus

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NIHA OMACHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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1-(3-benzoylphenyl)ethanone

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

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 10: CTaOM/IHOCT U PEAKTHBHOCT

Cra0uIeH npy HOPMAJIHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

He e uszBectHo.

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma npu HopmanHa ynorpe6a. Brokre Pasnen 7.

TIpu 3arpsBane 10 ToUKaTa Ha pasTPaXAaHE OTAENS ONACHN U3MAPEHUS.

Octpa ToKCHYHOCT (OpasHa) : Bpenen npu norieliate.

OcTpa TOKCHYHOCT (JiepMaltHa) . BpeneH npu KOHTaKT ¢ KoXKaTa.

OcTpa TOKCHYHOCT (BJIMILIBAHE) : Bpenen npu BauiiBaHe.
Koposusroct/npasuene Ha koxara . He ce xnmacuduunpa (JIuncpanum gaHH)
Cepno3HO yBpesk/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe : He ce xnmacuduunpa (JIuncpanum gaHH)
Cencnbmnmsanys Ha IMXaTeIHATE MbTUINA mik koxxata . He ce ximacudummpa (JIumncpamm nanam)
MyTareHHOCT Ha 3apOUIITHATE KJIETKA : He ce xmacuduumpa (JIumncpamnm nanam)
Kanueporennoct : He ce xnmacuduumpa (JIuncpanum gaHH)
ToKcHUYHOCT 3a PENpOLYKIMATA : He ce xnmacuduunpa (JIuncpanum gaHH)
CTOO (crennduyHa TOKCHYHOCT 32 ONPEEIeHI . He ce xnmacudunupa (JInrcpamy nanam)

OpraHn) — eJIHOKPATHA CKCIIO3HLIAS
CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xnmacudunupa (JInrcpamy nanam)
OpraHh) — IOBTapSIIIa Ce EKCIO3ULIHS

OmnacHOCT NP BAWIIBaHE : He ce xmacudunupa (JInmcpamy naHHm)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioru4Ha uH(popmanusi

Exonorust - 0610 : He npencraBinsiBa KOHKpETHA OMACHOCT 3a OKOJIHATA CpeJia.
OmnacHo 3a BOJHATa cpefia, KpaTKocpodHa (0cTpa) : He ce xmacudunmnpa

OnacHo 3a BoJHATa cpejia, IbIAr0CpOoYHa (XPOHUYHA) . He ce xmacudunmpa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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1-(3-benzoylphenyl)ethanone

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nanmdana nomemanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa HOMBIHUTETHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIHUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHGUKALNOHEH HOMeEP

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HamMeHOBaHHe 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 I 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 monmbiHHUTENIHA HATTMYIHA PIH(l)OpMaI.IHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopT 1o Mope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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1-(3-benzoylphenyl)ethanone

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

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA ypenoa

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 Ipunoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a 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 CriuchKa ¢ BeLIeCTBa, KOUTO HapymaBaT 030HOBHs ciioii (Permament EO 1005/2009): 1-(3-benzoylphenyl)ethanone

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

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

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

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHKTe BemecTsa (Pernmament EO 273/2004 0THOCHO POU3BOICTBOTO 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 0€30MacHOCT HA XHMHYHOTO BeIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

HWHaukanms 3a IpoMeHH :
DU3NYHN ¥ XUMUYHHA CBOHCTBA.

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:
Acute Tox. 4 (zepmaiiHa) Octpa Tokcu4HOCT (nepmainna), Kareropus 4
Acute Tox. 4 Ocrtpa TokcnaHOCT (MHXa.), Kareropus 4
(MHXaJaIOHHA)

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4
H302 Bpenen npu norsiane.

H312 Bpenen npu KOHTAKT ¢ KOXKaTa.

H332 Bpenen npu BaumBaxe.

Wudopmanmonen iuct 3a 6esonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpOpMaIMOHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHOpManusiTa ce npegocTasst 0¢3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3dHparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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