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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Etravirine

XHUMHYECKO HANMEHOBAHHUE . 4-(6-Amino-5-bromo-2-(4-cyanoanilino)pyrimidin-4-yloxy)-3,5-dimethylbenzonitrile
Kon na npoxykra : 202100381

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
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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]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONAcHOCT, KaTeropus 4 H413
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

Heﬁnaronpm]THu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H413 - Moske 1a IpHYUHH JBITOTPAcH BpeJeH e()eKT 3a BOJHUTE OPraHU3MH.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.

P270 - Ta He ce e, ue WM MyHIY IpH yHoTpeba Ha IPOayKTa.

P273 - Jla ce n30sirBa u3myckaHe B OKOJIHATa Cpeja.

P301+P312 - [1PU ITIOI'JIBIIIAHE: npu mepasnonoxenue ce odanere B LIEHTHP I10

TOKCHKOJIOT S unu Ha nexap.
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P330 - U3nnakuere ycrata.
P501 - CpapprkaHneTo/ChIbT A Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHH, HALIMOHATHH /WA MEKTyHAPOIHA
pasnopenou.

ETukeTrpane B ChOTBETCTBHE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAKOBKH, KOTaTO ChAbPKAHUETO He mpeBumiaBa 10 ml

He ce n3uckBa €TUKEeTHPaHe

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

TaB/mHpOpMAaus 32

HanvenoBanne HNnentnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
4-(6-Amino-5-bromo-2-(4-cyanoanilino)pyrimidin-4- - <100 Acute Tox. 4 (opanna), H302 (ATE=500
yloxy)-3,5-dimethylbenzonitrile mg/kg TelxecHo Terio)
Aquatic Chronic 4, H413

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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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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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
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HanuuHo
Touka Ha 3aMpb3BaHe . He e HannyHo
Touka Ha KUIIEHE : He e HanuuHo
3amaaumoct . He e HannuHO
I'paHuLM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe . He e HanuuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUEH . He e npuoxumo
PazrBopumoct : Boma: <0,1 g/l
KoeduimenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuuno
Hansaraune na napute npu 50°C : He e nanuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HannuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pasmep Ha gacTuiure . He e mamuuno
9.2. Ipyra unpopmanus

9.2.1. Uudopmanusi BbB Bpb3Ka ¢ KJacoBeTe HA (U3MYHA ONACHOCT

Hsma HanuyHa AONBIHUTEIHA I/IH(l)OpMaLH/IH

9.2.2. JIpyru XapaKkTepucTHKH 32 06e30MacHOCT

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

PA3IEJI 10: Ctadu T M PEAKTHBHOCT

10.1. PeakunonHa cnocooHoct
CrabueH pu HOPMAJIHH YCIOBHSL.
10.2. XuMH4HA CTAOMITHOCT

HsiMa HanndHa JOMBIHATETHA HHOOPMALIHS
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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 (OpasHa) : Bpenen npu normsuiane.

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)
CeHcubMM3anys Ha JUXaTeJHUTE MbTUINA WK koxkata  : He ce kiacuduuupa (JIuncpanm nanHm)
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 I BAUIIBAaHE : He ce xnacudunupa (Texauuecka HeBB3MOXKHOCT 3a IIOTyYaBaHE 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) : Mose fa IPUYMHU IBIATOTPACH BPECH epeKT 3a BOAHUTE OPraHM3MH.
He ce pasrpaxna 6bp3o

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA PIH(I)OpMaHHﬂ
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Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

: O0e3BpekaaHe HA OTHAABLIIUTE

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

PA3JEJI 14: UudopManusi OTHOCHO TPAHCII

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKAIOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTUPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpela

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

Hsma nompiaauTeTHA HATMYHA HHOOPMAIIHS

CyXonmbTeH TPAHCIIOPT

He e npunoxumo

TpaHcnopT no Mmope
He e npunoxumo

Bb3aynieH TpancnopT
He e npunoxumo

He e npunoxumo

PA3IEJI 15: UudopMmanusi 0THOCHO HOPMATHBHATA ypeada

15.1.1. PernamenTtn na EC

REACH Ilpuaosxenune XVII (YciaoBus 3a orpaHnyapaHe)

He ¢urypupa B [Ipunoxenne XVII vra REACH
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REACH, IIpuiaoxenue XIV (Cnuchbk Ha BelecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Crichk Ha BelecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ kananzaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHo 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiunBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT OTHOCHO BellecTBa, KOMTO Hapymasat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypnpa B crimcsKa ¢ BelecTa, KOUTO HapymiaBaT 030H0BH: cioii (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
MPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIO4YEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Bemecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MIIH IICUXOTPOITHH BEILECTBA)

15.1.2. Hauuonauu paznopenoun

HsiMa HannyHa qOMBIHATENTHA HHQOPMALHS

15.2. OneHka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.IHﬂ

PA3EJI 16: Ipyra ungopmanus

II'bnen Texker Ha H- 1 EUH-npegynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

Aquatic Chronic 4 OmacHo 3a BoIHATA cpefia — XPOHHYHA OIACHOCT, KaTeropus 4

H302 Bpenen npu nornbiuaxe.

H413 Moske 1a IPHYMHU JBITOTPacH BpeaeH e(eKT 3a BOJHUTE OPraHH3MH.

Nudopmanmonen uct 3a 6e3onacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpikamia ce B To3u MHpopMamoHeH JucT 3a 6€30MacHOCT, € MOJIyYeHa OT H3TOYHHUIIN, KOUTO CMsITaMe 3a
HaZeKAHH. Bbrpexn ToBa, HHpopManusTa ce MpeocTasst 0e3 HUKaKBa rapaHIus, M3pUYHA WM HOoApa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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