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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Formoterol fumarate dihydrate
Xnuwn Ovopacio : Formoterol fumarate dihydrate
apOpuog CAS : 183814-30-4

Kodwdg mpoiévtog : 201600416

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

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

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 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]

Oé&ela to&comta (1omvon:okovn,ctayovidia) Katmyopia 4 H332
To&wdTo 6TV avorapaywyn, Katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpa omd pic EQATE H370

£xBeon, katmyopia 1
I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon gionvons. 'Yronto yio mpdkinon PAAPNG ot yovipdtnta 1y oo éuPpuo. [pokarel Prafes ota dpyava.
2.2. Ztoyeia eTIKETOG

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

GHSO07 GHSO08
Ipoewomomtikn Aé€n (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : H332 - EmBlapéc oe mepintwon gomvongs.

H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdta 1 6to £uppuo.
H370 - IIpoxaiei fAdPes ota Opyava (Kapdayyetakd cvomua) (and To 6TOA, EI6TVON).
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Formoterol fumarate dihydrate
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.
P264 - TTAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE VTO TO TPOTOV.
P271 - Na ypnowonoteitatl poévo o€ avotkto 1 kard aeplidpevo xmpo.
P280 - No popdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
WATI0/T0 TPOCMOMO/TO AVTLAL.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov nafovia otov kabapd aépa kot
aPNoTe TOV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P308+P311 - XE IIEPIITQXH éxbeong 1 mbavig ékbeong: KaAiéote to KENTPO
AHAHTHPIAZEQN 1} éva yutpo.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbavotnrag £xbeong: Zvpfovievdeite/Enoxepbeite
yuTpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adiabeoia.
P321 - Xpeidleton 8 ayoyn (PAEne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P405 - dvrdooeton KAEWOUEVO.
P501 - AwiBeon tov meplexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVElg KOvovIGHOUE.

INpavon cvppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypappata kivdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Avt n ovoio/piypa dev mpet ta kprripra ABT tov kavoviepod REACH, IMoapdptnpo XIII
Avt n ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Hapdaptpo XIIT
Aldeg mAnpoopieg : Evepyo ovotatikod (o8 QopUOKEVTIKA TPOTOVTQL).
ITpocoyn - N Tapodce ovaio dev £xet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg
Ovopa AVayvoOpeTIKOg KOOTKOG % Katdraén copoova pe tnv odonyia
TPoidvTog 1272/2008 EK [CLP]
Formoterol fumarate dihydrate apOpog CAS: 183814-30-4 <100 Acute Tox. 4 (Ewonvon:okévn,opiyin), H332
(ATE=1,5 mg/l/4h)
Repr. 2, H361
STOT SE 1, H370

ITAnpeg keipevo tov niocemv H kow EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatov fonderdv

Tevikd pétpo mpdtmv fonderdv 1 e mepintwon apeBOAMMY 1| €0V TO CUUTTOUOTA EXTUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon . Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL GE GTAGT TOV
d1evkoAvveEL TV avamvon]. Aenote tov mabovta va Eexovpaotel. Kodéote apéomng to KENTPO
AHAHTHPIAZEQON/ywotpo.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOWO, TAVVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GOTOVVL KOt VEPO, Kol 6T cuvéyeta Eemhévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exapn pe to pdtio . Eemlovete pe vepd Kpotdvtag to BAEPapa kaAd avorytd. Zvpfovievteite yoTpd €dv cuveyiletatl o
TOVOG N 1 KOKKIVIAQL.

Métpa mpotmv fondetdv petd and katdmroon : Eemlovete 1o otopa pe vepd (LOvo edv To dTopo dratnpel i aebnoelg tov). Mnv yopnynoete moté

0TINTOTE OO TO GTOUN GE GTOHO TOV £XEL YAOEL TIS 010N GELS Tov. ZvpPovievdeite/Emokepheite
apESHG YoTpd.
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Formoterol fumarate dihydrate
Agltio Agdopévev Acpaleiog

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

ZOUTTOUOTO/EMOPAGELS . Kapdukég dwatapayéc.

Aev vdpyovv emmAov TANPOPopie

TMHMA 5: ¥ Y10, TV KOTOTOAENON

KatdAnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio vy nepipdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAyOoVTOaL ENLKIVOVLVO : H atelig kavomn anglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidio Tov dvOpaia Kot
mpoidvta amocHvieong Ao To&d aépta. [TiBovn amoBoin To&tkov vEpoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLOG : Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv erepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : Amo@elyeTe TNV EMAPT) TOV TPOTOVTOG LE TO SEPLLAL, TOL LATLO 1] TO POVYICUO.

I TpocOTIKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpdTES foriOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia'.

Na anopedyerar 1 Erevbépmon oto mepipdrrov. Epmodiote T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v amnobnkevon : AmoppoenoTe 10 Pe £va adpOvEG DAIKO Ko TOToDETHOTE TO G€ évav KATGAANLo meptéktn Stébeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELES [e GpBovo vepd. Kabopiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio . Eyxvopovotoeg kot Onialovoes va pmv £pyovial o€ Kopio EToQ He TO TPOIdV.
IIpo@ura&els yio acQaAn YepIopod 1 Amogevyete kaOe mepirt Ekbeon. Dpovticte doTE 0 YOPOG epyosiag va e&uepileTal OOTA.
Meétpa vytewvng 1 Mnv tpdre, mivete M| komvilete, 0tav ypnoiponoteite ovtd To Tpoidv. Ta poivouéve evévpota

epyaciog dev mpémet va Pyaivovv and to ydpo epyacioc. [TMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Formoterol fumarate dihydrate
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG agplopevo xmpo. O mepiéktng dwatnpeiton epuntikd KAEWTOG. AToQevyeTe
™ (éotn Kot TV dpeon nAlokn aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telkn xpion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog ¢ ék0gonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol cmoTd. ZovnOmg amotteital GUGTNLLO YEVIKOD UNYOVIKOD E0EPIGLOD TOV YDPOV. LTO HETPO TOL SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAUV.

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre cLuoKeLT TpocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTELTIKO povyicpd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtie. [Ipoostatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeio Yo TG faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped

APDHOL 1 Aevko. oxedov Agvkd. Ymokitpvo.
Epgdvion 1 ZKovI.

Mopuoxn pada 1 841 g/mol

Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inueio &emg 1 >135-<155°C
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtarto 6pro ekpn&dmrag 1 Agv oydet
Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH 1 5,5-6,5(0.1% Ydatwo Siéivpa)
Awdivpo pH : Mn dwbéoyo

EDEC, KIVEUOTIKOG (17) 1 Agv oydet

AwAvtomTo : Nepd: 1-10 g/l
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Formoterol fumarate dihydrate
Agltio Agdopévev Acpaleiog

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

TOVTEAEGTNG KOTAVOUNG G HETY O N-0KTAVOANG/VEPOD : <4

(Log Kow)

Téon atumdv : Mn dwbéoipo
ITieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvémta : Mn dwbéoipo
TyeTIKN TOKVOTITOL : Mn dwbéopo
Zyetkn mokvoTnTa aTHAV otovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kot avIldpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPiEg

TMHMA 11: To&koroyikég TANPOPOPIES

: Mn ta&wvopnpévos (Baoet tov dubéciumv dedopévav, ta kprripta Taé&vopnong dev mAnpovvrat)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: glomvon:okovn,otayovidia: EmPrapés oe mepintoon siomvons.

Oé&ela to&codmra (amd oToOHATOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&eia to&ucdmra (avamvon)

Formoterol fumarate dihydrate (183814-30-4)

LD50 and tov otdpatog 68 0povpaiong

3130 mg/kg (Ap. RTECS LQ2988000)

LC50 Ewonvon - Enipg (Zxdvng/cuykévipoong
oTayovidiov)

>1—<5mg/l/4h

AGBpmon ko epediopog Tov d€ppratog

ZoPapn opOaipkn PAAPN/epedionog

EvaisOntonoinon tov avomveustikod 1
guaieOntonoinon Tov déppratog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag Exbeon

: Mn ta&wvounuévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

pH: 5,5—6,5 (0.1% Ydatuod didivpior)

1 Mn ta&vounpévog (EAdepatikd dedopéva)

pH: 5,5-6,5 (0.1% Ydotikd dddvpa)

: Mn ta&wopnpévog (Baoet tov dabéoiov dedopévmv, ta kprmmpia To&vopnong dgv tAnpodvrat)

: Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpia to&vounong dev minpovval)
: Mn ta&wvounuévos (Baoet tov dtubécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
: Yronto yo mpdrinon BAAPng ot yovindtnto 1} 6o Euppvo.

: Ilpokaiel BréPeg ota Opyava (kapdioyyelakd cvotna) (amd To GTOH, EIGTVON).
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Formoterol fumarate dihydrate
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn to&wounpévog (Baoet tov doféoipov dedopévav, ta kprrpia ta&vounong dev mAnpovval)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn ta&wvopnpévog (EAiepatikd dedopéva)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Emwivduvo yio to vddtvo meptBdilov, Bpayvrpodbecpog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, to kprmpla Tasvopnong dgv TAnpovvaL)

(0&09)

Emwcivduvo yio to vdatvo meptBdilov, pakporpdbespog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, To kprmmpla Tasvopnong dgv TAnpovvar)
(xpdviog)

Formoterol fumarate dihydrate (183814-30-4)

LC50 - Yapu [1] > 120 mg/1 (96 dpeg, Oncorhynchus mykiss (Apepwavikn [éotpoga)) (Mébodog OOZA 203)
EC50 - Kapkvoewdn [1] 144 mg/!1 (48 dpeg, Daphnia magna (Nepoyvirog)) (MéBodog OOZA 202)

ErC50 gdxn 94 mg/1 (72 dpeg, Selenastrum capricornutum (IIpdowva eokn)) (MéBodog OOZA 201)
NOEC ypévia ik 30 mg/1 (72 dpeg, Selenastrum capricornutum (IIpdowva gokmn)) (MéBodog OOZA 201)

Formoterol fumarate dihydrate (183814-30-4)

AVOeKTIKOTNTO KOt IKOVOTNTO ATOdOUNONG Aev voiotator Tayeio amocvvieon

Formoterol fumarate dihydrate (183814-30-4)

2uvTedeoTNG KOTOVOUNG € pelypo N-0KTOVOANG/VEPOD <4
(Log Kow)

Agv vdpyovv emmAov TANPOPopie

Formoterol fumarate dihydrate (183814-30-4)

Avti 1 ovoio/piypa dev pei ta kprripla ABT tov kavoviopod REACH, Mapdptnpo XIIT

Avti 1 ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Mopdaptnpo XIIT

Agv vdpyovv emmAéov TANPOPOpie

Aev vdpyovv emmAov TANpoPopieg

TMHMA 13: Ztorycio oyeTikd pe T o1abeon

Aev vrdpyovv emmAéov TANpoPopieg
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Formoterol fumarate dihydrate
Agltio Agdopévev Acpaleiog

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

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

ZOpeavo pe Tig S1aTdEelg HETapopag To TPoiov avtod de xapaktnpiletat og emkivévvo

14.2. Oweia ovopacia amostoric OHE

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

14.3. Ta&n/-€1g KivdvvoL KOTE TN HETAPOPA

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opado. cvokevooiog

Mn pvOulopevo Mn pvOulopevo Mn pvOulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn pvOulopevo Mn poOuldpevo Mn poOulopevo

Aev vrapyovv emmAéov Stabéoiueg TANPOPOpieg

14.6. Exdukég Tpo@ura&els yia Tov ypioetn

Eniyewo petagopa
Mn puOulopevo

peTapopd péco Baraocong
Mn pubulopevo

Evoépua petagopd
Mn pubulopevo

14.7. @ardooreg peta@opég y0oNy cdppmva pe Tig Tpageig rov IMO

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEID Kot TO TEPIBGALOY Yia TNV OVGiC 1) TO pEiypa
kavoviopoi EE

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Agv mepthappavetor oto Iapapmmpa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 08£1060Tn61|G)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev neprapfdvetor otov Katdroyo vroyneuv ovoiwv REACH

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

Aev nephapfhveton 6tov Katdroyo oveidv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopég tov Zvppoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypfiong
Aev nepirappaveton otov Kavoviepd (EK) tov Zvpfoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyel kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdrloyo Tpddpopmv ovoidv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio. kot

™ XpNON TPOSPOUDY OVGLDV EKPNKTIKADV)
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Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe 11 TpOSpOopeS ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikig aoc@dierog

Aev vrtdpyovv emmAéov TANpopopieg

TMHMA 16: ALLeg TANPOQOPIES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo crovyeio Hapotnpiceg
Kodwog ERG (IATA) Aoupidnke
Ewwég dotages (IATA) Agorpédnke

Méyiot TocOTTO HETAPOPAS ATOKAEIGTIKG amd | Apaupédnke
aePOSKAQN petapopds poptiov (IATA)

Odnyieg cuokevasiog LOVO Yo AEPOSKAPN Aparpédnke
petapopds poptiov (IATA)

Kabapn péyiom nocdta yio empPornyd Aparpédnke
EPOCKAPT KO Y10 0EPOCKAPT LETAPOPAS

poptiov (IATA)

Odnyieg cuokevaciog Yo emPaTnyd aepocKaPn Aparpédnke
(IATA)

Kabapn péyot mocdmta yio TEPLopiopévn Agorpédnke

TOGOTNTA EMLTPETOUEVN Yl EMPATNYE 0EPOCKAPN
Ko yuo 0gpockden petapopds eoptiov (IATA)

PCA Tlepropiopéveg mocotteg (IATA) Aparpédnke
PCA E&apodpeveg mocomteg (IATA) Aparpédnke
Etwcéreg kivddvov (IATA) Aparpédnke
KatdAinin ovopacio aroctoing (IATA) Aparpédnke
1810t Teg ko mapatnprioeg IMDG) Apupidnke
Ewwég dotages cvokevasiog (ADR) Agorpédnke
Katdiinin ovopacio arostodric (IMDG) Aparpédnke
Etwcéreg kivdvvov (IMDG) Aparpénke
ApBudc EmS (Awppon) Aparpédnke
ApBuoc EmS (Iuproyidr) Aparpédnke
Iepropopéveg mosotnteg (IMDG) Agorpédnke
Kamyopieg poptiov (IMDG) Agorpédnke
Ewwcég datdéerg yuo deapevég (IMDG) Aparpénke
Odnyieg v de&apevég (IMDG) Aparpédnke
Ewdwég datages IBC (IMDG) Apupidnke
Odnyieg cLoKELAGIOG EUTOPEVUATOKIBOTIOV- Aparpédnke

de&apevov (kmdicag IMDG)

E&mpovpeveg mocdtteg (IMDG) Agorpédnke

Ewwm npofreyn (IMDG) Apmpédnke
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Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopotnpiicers
Ewdwcéc datdéels yio ) petapopd - Agttovpyio Aparpédnke
(ADR)
Ewwég datdéels yio  petapopd - Doptwon, Aparpénke
£KQOPTOON Kat xepopog (ADR)
Ewwcéc datdéerg yio t petagopd - Xodnv (ADR) | Apapédnke
Ewducég dataéers yia deEapevég (ADR) Aoupidnke
Kmdwog de&opeviig (ADR) ApupiOnke
Ewdukéc datdéerg yio popntég deEapeveg Ko Aparpédnke
gumopgvpatokiPatia yvdnv (ADR)
Odnyieg yo popntég deapevég Kot Aparpénke
gumopgvpatokiPatia yvdnv (ADR)
Awtdéeig pektg ovokevaoieg (ADR) Aparpédnke
Odnyieg cvokevaciog (ADR) Aparpédnke
Oynua yio peta@opd de&apevig Agarpédnke
Avtikofiotd v ékdoon Ipoctédnke
svnuépmon Ipootidnke

1.1 apbpog CAS Ipoctédnke

1.1 Zuvovopa Aparpédnke

1.1 ‘Ovopa TpomomouOnke

1.2 IIeplopiopoi otn xprion TpomomouOnke

1.2 Xpron g ovciag/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemBOuNTEG PUOIKOYNLUKEG EMSPACELS, KAODG TpomomouOnke
Ko EMOPACELS GTNV avOpOTIVY VYELD KoL GTO
nepPariov

2.1 Katdtaén ooppmva pe v odnyia 1272/2008 EK | TpowomouOnke
[CLP]

2.2 Ewovoypdppora kivdvvov (CLP) TpomomouOnke

22 Anhaoelg Tpoevraing (CLP) TpomomouOnke

2.2 AnAooeg emkvdvvottag (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdtev Bonbeldv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Pondeidv petd and elomvon TpomomouOnke

4.1 Métpa TtpdTOVv Pondeidv petd omd Katdmoon TpomomouniOnke

4.1 Métpa tpdTev Bondeldv petd amd enaen pe To TpomomouOnke
pétio

42 ZopUnTOUOTH/EMBPACELG HETE b KaTdmoon Aparpédnke

42 ZOUNTOUATO/EMOPACELG LETE OO ETAPN LLE TO Aparpédnke
dépuo
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Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig

42 ZOURTOUATO/EMOPACELG UETG OO ELGTTVON Aparpédnke

42 ZOURTOUATO/EMOPACELG UETG OO EMOPN LLE TO. Aparpénke
pétio

4.2 ZOUNTOUOTO/EMOPACELS TpomomouOnke

43 AN wTpikn yvopdtevon 1 Ogpaneio Aoupidnke

5.1 Axatdrnko mupooPeoticd péco Ipoctédnke

5.1 Katdiiniao péoa mopdofeong TpomomouOnke

5.2 Y mepinTOon TUPKAYIAS TOPAyOVTOL ETKIVELVEL Ipootidnke
TPOIGVTO. 0TOcVVOESNG

5.2 Kivdvvog mupkaytdc Aparpédnke

53 Ipoctacio katd v TopdoPeon Ipootédnke

53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpoctaciog Ipoctédnke

6.1 Métpa éktaktng ovéykng TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovtiég Tpo@LAGEELG pootédnke

6.3 I v amobnkevon Mpootédnke

6.3 MéBodot kabopiopod TpomomounjOnke

6.4 IMapamopnn o dAha Tppota (8, 13) Ipoctédnke

7.1 Emumhéov kivéuvor kotd v eneéepyacio TpomomouOnke

7.1 TIpo@uAa&els Yo acQaAn XEPIGHO TpomomouOnke

7.1 Métpa vytevig TpomomouOnke

72 ZovOnkeg eOAaENG TpomomounjOnke

7.2 Ylkd cvuokevaciog Ipootédnke

7.2 Texvucd pétpa Aparpédnke

7.3 Ewdwcég ypnoeig telkod Kotovalot Aparpénke

8.2 TIpootocio TV AVOTVELSTIKOV 030GV TpomomouOnke

8.2 TIpootacio tov yepudv TpomomouOnke

8.2 Ipoctacio 0@OaAudY TpomomounjOnke

8.2 Katdiinkot pnyavucoi €deyyot TpomomouniOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

9 APOLLOL Ipootidnke

9 pH Ipootédnke

9 Mopraxm pao Ipootédnke

9 Enpeio éewg Ipootédnke

9 YVVTEAEOTNG KOTAVOUNG G€ pelypo n- Ipoctédnke
oktavoing/vepov (Log Kow)

9 Oopun Aparpédnke

10.1 AvtidpactikdnTa Aparpédnke
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Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
10.5 Mn ovppatd vika Aparpédnke
10.6 Emwivduva tpoidvta amocHvieong Aparpénke
11.1 LDS50 and tov 6tépatog o€ apovpaiovg TpomomouOnke
11.1 ATE CLP (Zxovn/ctayovidio) TpomomouOnke
11.1 ATE CLP (Atpoi) Apurpédnke
11.1 ATE CLP (Aépu) Aparpédnke
12.1 NOEC ypovia ¢pukn Ipootidnke
12.1 ErC50 @okn Ipootédnke
12.1 LC50 - Yapua [1] Mpootédnke
12.1 EC50 - Kapkwvoewdn [1] Ipootédnke
12.1 LCS50 Ewnvon - Exipog (Exovng/cuykévipoong Ipoctédnke
oTayovidiov)
12.1 Owcoroyia. - yevikd Aparpédnke
13.1 YVUOTAGELS GYETIKG [LE TNV amdppLym Aparpénke
TPOIOVIMV/GVGKEVOCLDV
13.1 Teprpepelakdg kavoviopog mepi anofAnTwv Aparpédnke
14.1 ApBuoc OHE (IMDG) Apupidnke
14.1 ApOudc OHE (IATA) Apupédnke
14.1 ApiBnog OHE (ADR) AgpupéOnke
14.2 KatdAinin ovopacio omootodric (ADR) Aparpédnke
14.3 Etwcéreg kivdvvov (ADR) Aparpénke
14.3 KXéon (ADR) Aparpédnke
14.4 Kamyopio cvokevaciog (IATA) Aparpédnke
14.4 Kammyopia cvokevaciog (IMDG) Apurpédnke
14.4 Opdda cuokevaciog (ADR) Aparpédnke
14.6 Odnyieg ovokevaciog (IMDG) Aparpénke
14.6 Kamyopio petagpopdag (ADR) Aparpédnke
14.6 Ewwéc datdéers (ADR) Aparpédnke
14.6 E&mpovpeves mocdtnteg (ADR) Aparpédnke
14.6 [epropopéveg moootnteg (ADR) Apurpédnke
14.6 Kwdikog mepropiopdv yio onpayyes (ADR) Aparpédnke
14.6 ApBv avayvopiong kivdovov (Kéuiep Apiop.) Aparpédnke
14.6 Kddwag ta&vounong (ADR) Aparpédnke
IApeg keipevo ppacewv H ko EUH:
Acute Tox. 4 Oé&elo to&kodmTa (e16mvon|:okovn,ctayovidwe) Katmyopia 4
(Ewomvon:okévn,opiyin)
H332 EmProfég o nepintmon ionvonc.
H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1| 6t0 Euppuo.
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I peg keipevo ppacewv H ko EUH:

H370 Ipokaiei Prafeg ota Opyava (kapdtayyelakd cvotnua) (omd To GTOHO, EIGTVOTY).
Repr. 2 To&wdmTa 6TV avorapaywyr, Katnyopio 2
STOT SE 1 Eww to&ikotmra og 0pyava-ctdyovs Hotepa and pio epdnas £kbeon, katnyopio 1

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidvVTog dev
VIOKEWVTOL 6T S1KN [ag OOV Kot PHITopet Kot vor v UmInTouY Kot 6TIS approdtdtntég pog. I'iontoig kot yio GALovg AdYoug, 0momolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| XPNUOTIKNG CNpiag oo, 1 [e 0TOL0dNTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TTPoTlov. Edv 1o mpoidv ypnoiponoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTUL EO( EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVOES YVMCELS LLOG KoL
npoopilovTal Yo val TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoPUAEiNG Kot TEPPAAAOVTIKOV OTOITOEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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