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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Ethambutol hydrochloride

Xnuwn Ovopacio : Ethambutol hydrochloride

Kodiodg mpoidvtog : 201600359

Zovavopo ¢ [S-(R*,R*)]-2,2'-(ethylenediimino)dibutan-1-ol dihydrochloride / (2S,2'S)-2,2'-

(Ethylenediimino)dibutan-1-ol dihydrochloride / [S-(R*,R*)]-2,2'-(1,2-ethanediyldiimino)bis[1-
butanol] dihydrochloride / (+)-(S,S)-2,2'-(Ethylenediimino)di- 1-butanol dihydrochloride

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron : Mn ypnowomnoteite : Katdnoon, Ewonvon, Aeppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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.cu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

To&wodmta otV avaropayoyn, katmyopia 1B H360
Ewu to&ucotnto 6 0pyova-otod)ous VoTEpa amd eTOvEIANUpévn £kbeo, H373
Kotnyopia 2

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

ATOQOoN LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xtoyeia eTIKETOG

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

GHSO08
Ipogworomtikn AéEn (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : H360 - Mnopet va Brayet ) yoviudmta 1 to EuPpuo.

H373 - Mnopei va tpokarécetl PAaPeg ota dpyava (o@Bur- poi) botepa and mapateTapévn 1
emavelAnupévn ékbeon.
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofAoETE Kol KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P280 - No popdte TpooTATEVTIKG YOVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yratpd edv arcbavieite adiobeoio.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov mepiexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUPOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBVElg KOvovIGHOUG.
Inpavon coppova pe: eEapeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOEVA TNG oToiag dev vepPaivouv ta 10ml
Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopies

TMHMA 3: XvvOeon/TAnpo@opisg yia T GLCTATIKG

3.1. Ovoieg
Ovopa AVoyvoOpIeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOIOVTOS 1272/2008 EK [CLP]
Ethambutol hydrochloride - <100 Repr. 1B, H360
STOT RE 2, H373

IMAnpeg keipevo tov nidcewv H kot EUH: BAéne tunipa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa apdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Métpa tpdTev Bondetdv petd and eilomvon : Bydte tov mobovta otov kabapd aépa. AQHoTe TO GTOHO TOL TPOSPANnOnKe va avarvevoet kabapd
aépaL.

Métpa tpdtev Bondeidv petd amd emaen pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto okovmilovtdg m (kabapd Kot LoAakd amoppoenTikd
mavi). [TAvete pe deBovo vepd Kot amoppuTOVTIKO.

Métpa tpdTev Bondetdv Hetd amd exapn e To LATIoL : Eemlovete pe vepd kpotdvtog to BAEQapo Kakd avoryTd.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemhovete 1o otopo. Ewdun wtpucr mapokorovbnen. Evééyetar va cvotdel mapatetapévn wtpikn
moapakolovdnon.

4.2. ZnpovTiKOTEPO. GUUTTONATO KOL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

ZOURTOUOTO/ETOPACELG . BAGPeg oty vyeia evdéyetan vo eppavictody pe kodvuotépnon.

TZOUTTOUOTO/ETOPAGELS LETH OO EIGTVON : Avemopkn dedopéva.

ZOUTTOUOTO/ETOPACELS LETH OO EMAPT) LLE TO OEPOL . Avemopkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETA OO ETAPT) LLE TOL LOTIOL . Avemopkn dedopéva.

ZOUTTOUOTO/ETOPAGELS LETA 0T KOTATOOT . Ta ocvpuntdpoto gvdéyetor va ivor (AN, Kepaiokyies, vouTio Kot 0T®AELN GUVTOVIGUOD.

4.3."Evé€1&n 0mo1a60NTOTE AMULTOOPEVIG GPECT|G LUTPIKIG PPOVTIdUG Kot 181K G Ogpaneiog

Toppovievbeite/Emokeqbeite yiatpo. Eav eivar duvatd dei&te avtd to g0 acpoleiog, ki av Oyl, dei&te T cvokevacia 1) v etikéta. Evepyn ovoia.
DapUOKELTIKO TPOTOV.
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA §: Métpa Y10, TNV KOTATOAEPN O TG TVPKAYLAG
Katdnka péca mopdcPeong . KovPépra mupocPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Xpnoworomote péca KotdoBeons kKatdAnia yio v tepiparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

Tevikd pétpa 1 Amo@iyete TV dpeom enaen pe To Tpoidv. Mnv avomvéete
oKOVI/avabVIACELS/ 0EPLa/GTAYOVIOI/ A TOVS/ EKVEPDATO.

6.1.1. I'la TPoc®OMIKO GALO A6 TO TPOCOTIKO EKTUKTIG UAVAYKIG

Métpa éktaxtng avéykng : Qopdte KATAAANAO TPOGTATEVTIKO POVLYIGHO, YAVTIO KOt TPOGTOGIA Yo To. pdtia Kot T0 Tpdommo.

6.1.2. ' Gtopo mov Tpocpépovy TpdTEg PoniOereg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

MéBodot kabapiopon : Zyovpéyte, 6TL Ta omoppipata Oo mepoLALeyohv kot Ba amoBnkevtodv acparés. Kabapiote
mpooektikd. [IMOvete Ta vodeippoTa mov dev Pmopeite vo avakToeTe He - AlGAvpo VIOYA®PLHIOVG
vatpiov.

Agv vdpyovv emmALov TANPOPOPies

IPLOROG Kol amwofkevon

Emndéov kivduvor katd v eneepyacio . Egiotdrton eniong n mpocoyn Tov xpnotn 6Toug mhovois Kvdhvoug Tov EVUTAPXOVY GTNV TEPINTOCT
OV TO TPOTOV Ypnoyomondel pue tpdmo mov opileTar amd TG KATUCKEVAGTIKES TPOSLOYPAPES.

TIpo@ura&els yio ac@aAn yeipiopod : XpNoWomomoTe T0 TPOIOV e TPOGOYT. ATOPUYETE TNV QUECT] ETAPN LLE TO TPOIOV. XTO HETPO TOV
duvato 1 xp1omN TOL TPOIOVTOG TPEMEL VO YIVETAL GE EPYOCTNPLAKT KOOV

Meétpa vytewng : Xpnon tov mpoidvtog pe ophn fropmyovikn vyewn Kot Stadikacieg acQoAeiog.

Teyvikd pétpo 1 Zoppopembeite e TOVG IYVOVTEG KAVOVIGHOVG.
TovOnkeg @OAUENG 1 dvrdcoetol KAEW®LEVO.

BAéme tunpa 1.
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

8.1.1 EOvikéc oprokég Tipés enayyelpatikig ék0eong ko froroyikég oprakéc Tipég
Aev vrtapyovv emmAéov TANPOPopieg

8.1.2. ZuvieTdpEvES SLad1Kacieg TaPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyygio pHmavong tov aépo

Aev vrtapyovv emmAéov TANPoPopieg

8.1.4. DNEL xau PNEC

Agev vdpyovv emmAéov TANPOPOpieg

8.1.5. Ileproyéc eréyyov

Aev vrtapyovv emmAéov TANPoPopies

8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote o€ koAl eEaeplopevo ydpo. Xpnoomoeite amokAEIoTIKA 68 KAEIGTH X00vn HE EvoopaTopévo oiktpo. Oiktpo aepocmpatidiov vyning
amotereopatikomrag (HEPA filter).

8.2.2. ATopkdg TPOOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV POTIAOV KL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipoctacio Tov déppatog

IIpocrocia Tov déppartog:
XpNOYOTOLEIGTE TPOGTUTEVTIKO POLYIGHO Yot ynpcé. DIN EN 13034

Ipootacia TV yePLOV:
[poctatevtikd yavtio aviektikd og ynukd mtpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

IIpocTocia TOV aVATVEVGTIKAV 00(DV:
Ye nepintoon anelevbépmong okovNg : pnaokes pe eiktpo Yo okdves P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpoidpatos. Popdte avamvensTikn
GUGKELT G€ TEPINTOO £kbeong o€ aTODG/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3.'Eleyyor meprfarioviikig ék0eong

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia o Tig fucikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Puown KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Epgpdvion 1 Ziovn.

Oopn 1 Aev oyt
Op1o oopng : Mn Swbéorpo
Inueio ™Eemg : Mn Swbéorpo
Inueio m&emg : Mn Swbéotpo
Inueio Ppoacod : Mn Swbéorpo
Evpiextomto : Mn Swbéopo
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

Opra kvdvvov ekpnéemg : Aev oydet
Xaunidtepo 6pro £kpnéng : Agv oydeL
Avatato opto ekpnéipdTnrag 1 Aev oydet
Enpeio avapreéng : Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : 3,7-4
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awdvtomra : Negpo: 100 — 1000 g/1
TOVTEAEGTNG KOTAVOUNG G HElY L N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opics GYETIKA BE TIS KAAGELS PUOIKOD KIVdHVOL
Agv vrdpyovv emmAéov TANpopopieg
9.2.2. AAAo (OPUKTNPIGTIKA 0.6QuLEing

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: Zta0gp6TnTO KOl 0VTIOPAGTIKOTNTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANPoPopies

Kapia o kavovikn ypnon. BAéne tpfipa 7.

‘Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&woloyikég TANpOPOpPiES

Oé&ela to&codmra (amd oToOHITOC) : Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (deppotikn) : Mn ta&vopnpévos (EAieipatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vopnpévog (EAdepatikd dedopéva)
AGBpmon ko epebiopog Tov d€ppratog 1 Mn ta&vounpévog (EAepatikd dedopéva)
pH:3,7-4
ToPBopn opBaipkn PAAPN/epebiopog : Mn ta&wvopnpévog (EMAeiparticd dedopévar)
pH:3,7-4
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

EvaisOntomoinon tov avamvevotikod 1 : Mn ta&wopnpévog (EMeiparticd dedopévar)

gvatoOnromoinen tov déppartog

MetaAro&ryéveon YEVWINTIKOV KUTTApOV : Mn ta&wvopnpévog (EAiepatikd dedopéva)

Kapxwoyéveon : Mn ta&vounpévog (Erdepatikd dedopéva)

To&wodtTa 6TV avamopay®yn : Mmnopei va PAdyet T yovipodtta 1 70 Euppuo.

Ewdu to&wcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnuévog (EMeiarticd dedopévar)

eamaé £kbeon

Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mmnopei va mpokarécet BAaPeg ota dpyava (0@Oak- pot) Votepa amd TOPATETAUEVN | EMAVEANLUEVT
emavelnupévn ékbeon £xBeon.

Enucvdovotnta avappdenong : Mn ta&vounpuévos (Advvapio GOAROYNG SESOUEVMV Yl TEXVIKOVG AOYOVG)

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoloyikég TApo@opisg

Owoloyia - yevikd : Emivduvo amdpinta. Xpnoonoteite katdAAnio Soyeio andppiyng.
Emucivduvo yio to vdatvo mepipdilov, Bpayumpdbecpog : Mn tadvopunpévog (EAeyaticd dedopéva)

(0809)

Emcivduvo yio to vdativo meptBdilov, pakponpodbespog : Mn tadwvounpévog (EAeyaticd dedopéva)

(xpdviog)

Agv vrdpyovv emmAéov TANPopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe ™ 0100gon

Tomwr| vopoBeasio (andfinto) : Kotaotpéyte pe ac@ain Tpomo GOUPMVO UE TOVG TOTIKOVS/ £6VIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| HETAPOPE.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev 1oy0et Agv woyvet
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.2. Owkeia ovopoosio awrootoing OHE

Agv 1oy0et | Agv woyvet | Agv woyvet

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

Agv 1oyvet | Agv et | Agv woyvet

14.4. Opada cvoekevaciog

Aev 1oydet | Aev 1oybdet | Aev 1oy0et

14.5. TlepifalhovTIKI EMKIVOVVOTITO

Agv 1oy0g1 | Aev 1oyder | Aev 1oydet

Agv vrdpyovv emmAéov dabéaies TAnpopopieg

14.6. Ewduéc mpo@uAhagels yia Tov (pioetn

Eniyeiwo petagopa
Aev 1oyvel

petagopd péow Boricong
Aev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. Oahaooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio Kot 7o agpidirov yio TV ovoia 1 10 peiypa
15.1.1. xoevoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev neptlapPévetar otov Katdioyo vroyneuey ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cuvaiveon petd amwd evnpépmon)
Aev gpappoletar.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomot)

Aev gpappodletar.

Kavoviopog mepi eEaodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdvetor otov Katdloyo ovetdv mov e&acbeviCovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog wepi ekpnktik@v tpoédpopmv ovordv (EE 2019/1148)

Aev mepiéyerl kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDY EKPNKTIKADV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mepthapfavetayoviat) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpOpES 0voieg

VOPKOTIKOV)
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

15.1.2. EOvikég drwatacerg

Aev vrdpyovv emmAéov TANpogopieg

15.2. A&oroynon yMuikig acQaielag

Aev vrtdpyovv emmAéov TANPoPopies

TMHMA 16: A)Leg TANPOQPOPIES

Emonqpavon arlhayov

Tpnpa Tpomomompévo crovyeio Tpomomoinon Mapoatnpioelg
Avtikofiotd v ékdoon Ipootédnke
EVNUEPOOT| ITpootédnke
Hpepopnvio ékdoong TponomomOnke
Artia gdv dev £ovv Ta&vounBet Ipootédnke

1.1 ‘Ovopa TpomomowOnie

1.2 Ieplopiopoi otn xpron Ipootédnke

1.2 Xpron g ovciag/Tov pelypatog ITpootébnke

1.2 Kopa katmyopio yprong ITpootédnke

1.2 Katyopia Agrtovpyiog 1 xpriong Ipootédnke

2.1 AvemBOuNTEG PUOIKOYNLUKEG EMSPACELS, KAODG Ipootédnke
Kot EMOPACELS GTNV avBpOTIVI VYEln Kot GTO
nepPaAlov

2.1 Katdraén coppova pe myv odnyio 1272/2008 EK | [lpootédnke
[CLP]

22 Anhaoelg Tpoevraing (CLP) Ipootédnke

22 Anhaoeig emkvdvvotntog (CLP) ITpootédnke

2.2 Ipoewdomomtikn AéEn (CLP) Ipootédnke

2.2 Eucovoypappata kvddvov (CLP) Ipootédnke

4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdtev Bonbdeidv petd amd exoen pe to Ipootédnke
pétio

4.1 Métpa tpdTev Pondeidv petd omd exopn pe To Ipootébnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd elomvon ITpootébnke

42 ZOURTOUATO/ETOPACELS Tpootédnke

42 ZopnTOUOTH/EMBPACELG HETE 0d KaTdmoon Ipootédnke

4.2 ZOUTTOUOTO/EMBPACELS LETE OmO ETOPT| LE TO Ipootédnke
déppa

4.2 ZOUTTOUOTO/ETOPAGELS LETE OO ELGTVOT Ipootédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETUPT| UE TOL IIpootédnke
pétio

4.3 AN wTpikn yvopdtevon 1 Oepaneio ITpootédnke

5.1 Katdhinkao péoa mopdoPeong Ipootédnke

52 Kivévvog mopkayidc Ipootédnke
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Ethambutol hydrochloride
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
53 Métpa Yo TV KATATOAEUNGT TNG TUPKAYLAS Tpootédnke
6.1 Métpa KTAKTNG OVAYKNG Ipootédnke
6.1 Tevicd pétpa Ipootédnke
6.3 MéBodot kabopiopod Ipootédnke
7.1 Emm\éov kivduvor katd v eneiepyocio Ipootédnke
7.1 IIpopuraéels yio aopain xepopnd ITpootédnke
7.1 Métpa vylewvnig Tpootédnke
7.2 Teyvikd pétpa Ipootédnke
7.2 ZovOnkeg eOAaENG Ipootédnke
7.3 Ewdwég yprioetg telucod katavoimt Ipootédnke
8.2 [Ipoctacio TV VOTVELGTIKOY 0dMV ITpootédnke
8.2 Ipoctacio 0OaApdY ITpootébnke
8.2 Katdiinkot unyavikoi Ereyyot Ipootédnke
8.2 TIpootaoio Tov déppotog Ipootédnke
8.2 Tpooctacio tov yepudv Ipootédnke
9.1 Oopn Ipootédnke

9.1 pH ITpootébnke
10.1 AvtidpactikdTnTa Ipootédnke
10.5 Mn ovppatd vika Ipootédnke
10.6 Emwivduva tpoidvta amocdvieong Ipootédnke
11.1 Autia gav dev éyovv tavoun0et TpomomomOnke
11.1 LD50 and tov otépatog 6 apovpaiovg TpomomomOnie
12.1 Owoloyia - yevika ITpootédnke
13.1 Tomwn vopobesio (amdPfAnta) Tpootédnke

I peg keipevo ppacswv H ko EUH:

H360 Mmropei va. PAayet T yovipodta 1 7o ufpuo.

H373 Mmropei va tpokarécet BAAPES oTa dpyova VOTEP OO TAPATETAUEVN 1) ETAVEUUEVT EKOEGT).
Repr. 1B To&womta oty avarapayoyn, katmyopio 1B

STOT RE 2 Ewwn to&ikotra o€ 0pyava-otdyovs Hotepa and exovellnupévn ékbeon, katnyopio 2

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd To dehtio mpoépyovtar and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPIic Kapio eyydnon, pntm N appnTn, Yo Ty akpifetd tove.
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