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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Etravirine

Xnuwn Ovopacio . 4-(6-Amino-5-bromo-2-(4-cyanoanilino)pyrimidin-4-yloxy)-3,5-dimethylbenzonitrile
Kodiodg mpoidvtog : 202100381

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
Emcivduvo yio to vdatvo meptBdriov — Xpoviog kivduvog, katnyopiog 4 H413
ITAnpeg keipevo tov niocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOOT LEG® KPIONG EUTEPOYVOLUIVOV KoL OTOSEIKTIKNG 1GYVOGC.
2.2. Xtoyyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
H413 - Mropei vo tpokadEGEL LOKPOYPOVIEG EMTTMCELS GTOVG VOPOBLOVG OPYUVIGHOVG.
AnAdoeilg Tpoeoraéng (CLP) : P264 - ITAdvete ta xépua, Toug TyeLS (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpdrte, mivete | kanvilete, 6Tav ¥pnoyonoteite avtd T0 TPOIov.

P273 - Na anogedyetar 1 eAevbépwon oto meptaiiov.

P301+P312 - XE INEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoio.

P330 - EenAdvete 10 oTONO.
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Etravirine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P501 - AdBeon Tov TEPLEYOUEVOV/TEPIEKT GE GNEID GLAAOYNG EMKIVEVVOV 1) EWBIKGOV anoPAnTmY,
GOUPMVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVG, EBVIKODG 1)/Kan debveig Kavoviopolg.

INpaven cOHeOVe. pE: eE0IpEiTaL 1| ECMTEPIKT GLOKEVAGIN, TO TEPIEXOHEV TG OToiag dev vrepPaivovv Ta 10ml

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpowva pe tny odnyia
TPOioVTOG 1272/2008 EK [CLP]
4-(6-Amino-5-bromo-2-(4-cyanoanilino)pyrimidin-4- - <100 Acute Tox. 4 (And tov otoparog), H302
yloxy)-3,5-dimethylbenzonitrile (ATE=500 mg/kg copatikov Bépovg)
Aquatic Chronic 4, H413

TIMpeg keipevo tov ndoswv H kar EUH: BAéne tpunpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fonderov

Métpa tpdtmv fondetdv HeTd and enapt pe T0 dEPHOL : KoBapiote ™ peyaivtepn duvorn mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
movi).
Métpa npdTev fondetdv petd and exapn pe o LaTio : Eemldvete to patia pe vepod yio AOyous acpoeiog.

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 5: Métpa yio. TNV KOTOTOAENNON TG TVPKAYLAG

KoatdAinio péoa mopodsPeong : KovBépta mupdoPeong.

Kivévvog mupkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTG

6.1.1. ' Tpocs TS (A0 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Meétpa £KTaKTNG OVAYKNG 1 Amogevyete kdBe meprrtn £xbeom.
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Etravirine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

6.1.2. T Gropo Tov TPocPépovy TPpATES fonidereg

Aev vrdpyovv emmAéov TANpogopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

lppr, Kol amofnkevon

Agv vdpyovv emmALov TANPOPOPiEs

Agev vdpyovv emmAov TANPOPOpie

BAéme tunpa 1.

TMHMA 8: 'Eleyyoc tg ékBeonc/atopikn mpoctacio

8.1.1 EOvikég oprokés Tipég emayyeipotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emALOV TANPOPOPIES

8.1.2. ZuvioTOpEvES S1001KOGiES TOPAKOLOVONONG
Agev vdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emmALov TANPOPOPies

8.1.4. DNEL kox PNEC

Agev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs

8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlopevo ydpo. Zuvibg amatteitol GOGTNUA YEVIKOD UNyavikoD) eE0EPIGHOD TOL XDPOL.

8.2.2. ATopikdg TPOoTATEVTIKOG EE0TMONOG

8.2.2.1. IIpooTacio TOV HOTIOV KOl TOV TPOGATOV
Agv vépyovv emmALOV TANPOPOpieg

8.2.2.2. TIpostacio Tov déppatog

Ipootacia Tov déppotoc:

mod14 £pyooTNPiov

IIpoctacio TOV yEPLOV:
IIpoctatevtikd yavtio
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Etravirine
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®OV

Aev vrdpyovv emmAéov TANpogopieg

8.2.2.4. Ogppukoi kivovvor

Agv vapyovv emTALOV TANPOPOPiEg

8.2.3."Eleyyor meprfarrovrikig ékbeong

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kot YNUIKES WOOTNTES

Duon KotdoTaom 1 Xteped
APDHOL : Mn Swbéopo
Oopn : Mn Swbéopo
Op1o oopng : Mn Swbéopo
Inueio &emg : Mn dwbéoyio
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomta : Mn dwbéoyio
Opto kvdvvov ekpnéemg 1 Agv oydet
Xoapniotepo 6pio £kpnéng 1 Agv oydet
Avdtato 6pro expnEpomrag : Agv oydet
Inpeio avaereéng : Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoipo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwAvtomra : Nepo: <0,1 g/l
TOVTEAEGTNG KOTAVOUNG OE HEYHO N-0KTAVOAN G/ VEPOD : Mn dwBéoipo
(Log Kow)

Téon atudv : Mn dwBéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéoipo
TTvkvéta : Mn dwbéorpo
TyeTIKN TOKVOTITOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUDV 6ToVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opieg oyeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL

Aev vrdpyovv emmAéov TANpoPopieg

9.2.2. AhLa YOPAKTNPIOTIKG d6QaAEiog

Agv vdpyovv emmALov TANPOPOPiES

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO
Ztabepd VIO KAVOVIKEG GUVOTKEG.

Aev vdpyovv emmAov TANPOPopieg

Kavévag yvootog/-1/-6.
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Etravirine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovucr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOCNG, EKTEUTEL EXKIVEVVOVG KOTVODG.

TMHMA 11: To&wkoloyikég TAnpo@opis

Oé&ela to&codmTa (amd GTOHUTOC) : EmProfég oe nepintoon kotdmoong.

Oé&ela to&ucodmra (Seppotikn) 1 Mn ta&vounpévog (EAepatikd dedopéva)
Oé&ela to&ucodmra (avamvon) 1 Mn ta&vounpévog (EAepatikd dedopéva)
ABpwon kot epebiopdg Tov dEPHATOG : Mn ta&wopnpévog (EAdeiatikd dedopévar)
ToPapn opOaipkn PAAPN/epedionog : Mn ta&wopnuévog (EAeiparticd dedopévar)
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wounpévog (EXelparticd dedopévar)
gvaucOntomoinomn Tov dEppaTog

MetaAro&ryéveon YEVWINTIKOV KUTTApOV : Mn ta&vounpévog (Eriepatikd dedopéva)
Kapxwoyéveon 1 Mn ta&wopnpévog (EMeiparticd dedopévar)
To&wdmta TNV avomapayoyn : Mn ta&wopnuévog (EMepartikd dedopévar)
Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wounpévog (EMelpaticd dedopévar)
epamag éxbeon

Ewum to&icdmra ota opyava-ctdyovg (STOT) — 1 Mn ta&wvounpévog (EMepaticd dedopévar)
emavelnupévn ékbeon

Enucvéovomta avappoéenong : Mn ta&vounpévog (Advvapio GOAROYNAG SESOUEVMV Yl TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpoQopieg

OwkoroYIKEG TANPOPOPIES

Owcoroyia - yevika : Agv mapovoldlet Wiaitepo Kivduvo yia to mepPaiiov.

Emnwivduvo yio to vddtvo mepiBailov, Bpayvnpdbecpog : Mn ta&wvopnpévog (EAdeiatikd dedopévar)

(0&bg)

Emivduvo yo to vddtvo mepifdArov, pakporpdBeopog : Mmopel va mpokahEGEL HUKPOYPOVIEG EMMTMGELS GTOVG VOPOPLOVG OPYAVIGHOVGS.
(xpoV10G)

Aev vpiotato Tayeio amocuvheon

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOpies

Aev vdpyovv emmAov TANPOPopies

Aev vrdpyovv emmAéov TANpoPopieg
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Etravirine
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

Agv 1oy0€t Agv 1oy0€t Aev 1oy0et

14.2. Oweia ovopacio amostorlic OHE

Agv 1oy0gt Agv 1oy0g1 Aev 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Aev 1oy0et Agv et Agv oyvet

14.4. Opada cvokevaciog

Agv 1oy0et Agv 1oy0€L Aev 1oy0et

14.5. IleprparrovTiKi emKIVOUVOTTA

Aev 1oy0et | Aev 1oy0et | Agv oyvet

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniysiwo petagopa
Agev 1oyvet

HETOPOPE pécm Buhacong
Aev woyvet

Evoépuo petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1.1. kavovicpoi EE

Hopaptmpe XVII oo REACH (Ilpobmodiceis mepropiopov)
Aev nephapPaveton oto Mapaprnua XVII oo REACH
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Etravirine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev nephappaveton oto Mapaptmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdaveton otov kKatdroyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)
Aev gpappodletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev neptlapfdveton otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov mepthapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoval) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe Tig TpOSpOLES 0voieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOpies

15.2. A&ordynon ymuikis a.o@dierog

Aev vdpyovv emmAéov TANPOPopies

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4

GTOLOTOC)

Aquatic Chronic 4 Emucivduvo yio to vdativo meptdilov — Xpoviog kivévvog, katnyopiog 4

H302 Emprapés oe mepintmon kardmoons.

H413 Mmropei va. Tpokarésel LAKPOXPOVIEG ETMTTMOGELG GTOVG VIPOPLOVS OPYAVIGUOVG.

Agltio Agdopévav Acpadeiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mtAnpogopieg mov meptéyoviat 6e antd o deAtio Tpoépyovtot amd TyEG Tig onoieg Dempovpe a&iomotes. [Tapdra avtd, divovton
XOPIG Kopio gyydnon, pnti N appnTn, Yo Ty akpifetd tovg.
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