European Directorate  Direction européenne

M 1 COUNCOFEUROPE 1’1’1’2_tetraﬂuoro-z-(1,2,2,2-tetraﬂUOI’OethOxy)Ethane

Agltio Agdopévov Acpareiog
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE oopgova pe tov Kavoviepéo REACH (EK) 1907/2006 6mwg tpomonomdnke and tov Kavoviopo (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : 1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Kwducde mpoidvrog : 202000417

1.2. Zuvageig mpocdLopllopeEvEg AP GELS TG 0VGIAG 1] TOV PEIYIOTOS KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoiog/Tov petyHaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEXTiON dEdOPEVMV HGPaLEiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katatein copoova pe v odnyio 1272/2008 EK [CLP]

ZoPapn opboipkn PAAPN/o@Oarpdg epebiopds, katnyopio 2 H319
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361
Ewum to&ucomta o Opyava-otdyovs Dotepa and pia epdmas £xdeon, kamyopio H336
3, vapkoon

ITAnpeg keipevo tov dntdcemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07 GHS08
Ipogwomomtikn AéEn (CLP) . Ilpoocoyn
Anidoeig emkvdvuvomtag (CLP) 1 H319 - IMpoxarei coPapd opBakpikd epediopo.

H336 - Mnopei va tpokoréoet vevniio 1) {oAn.
H361 - "Yronto ywo tpéxAnon BAGPNG otn yovipotta 1) 6to £uPpvo.
Anhaoeig tpoedraing (CLP) : P201 - Egodiooteite pe Tig e101kEG 00Myieg mpv omd ) xpnon.
P202 - Mnv 10 ypnoipomomcete Tpv SuPACETE Kot KOTOVONGETE TIG 0d1Yieg TPOPVAUENC.
P261 - Amogevyete va avomvéete okOvn/ovabupidoels/aépio/otayovidio/otpode/ekvepmpoTa.
P264 - IThovete to yépia, Toug Tyels (avTBphyior) Kot 10 TPOGONTO GYOAUGTIKG HETH TO YEPLOUO.
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

P271 - No ypnoyronoteitatl Lovo o€ ovolktod 1 Kokd aepllopevo ympo.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OLTOUIKNG TTPOGTOGIOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P304+P340 - XE ITIEPIIITQXH EIZIINOHEX: Metagépate Tov TofdvTa otov Kabapd aépa Kot
APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TNV CLVOTTVOT.
P305+P351+P338 - ZE INEPIIITQXH EITAOHX ME TA MATIA: Eenidvete TpoceKTIKE e vEPO
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETUPNS, APULPESTE TOVG, AV Eivol €0KOA0. Zuveyiote va
Eemlévete.
P308+P313 - XE ITEPIIITQXH ékbeong 1 mbovotntag éxbeong: Zvppovievdeite/Emorkepheite
YTpo.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yiotpd, av arcBavieite adiobeoia.
P337+P313 - Edv dev vmoywpei 0 opBaApkdg epebiopoc: Zupfovievdeite/Emokeqbeite yotpo.
P403+P233 - Amobnkeveton o€ Kohd aepillopevo ympo. O mepiéktng dratnpeitan epunTikd KAEGTOG.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom oV TEPLEYOUEVOV/TEPLEKTN GE OTIEID GLAAOYNG ETKIVELVEOV 1 EOIKOV AmOPANT®V,
GULOOVA LLE TOVG TOTIKOVG, TEPLPEPELOKODGS, £BVIKOVG 1)/Kat diebveic Kavoviopode.

ZAuavon cOUPOVO pe: eEUPEiToL 1 ECMTEPIKT GLOKELAGIN, TO TEPLEXOUEVO. TNG omoing dev vrepPaivovy ta 10ml

Ewovoypdppora ktvdovov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 3: ZovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg
Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane - <100 Eye Irrit. 2, H319
Repr. 2, H361

STOT SE 3, H336

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Meprypogn péTpov Tpdtmy fonderiov

Métpa TpdTOVv Pondeidv Hetd amd enapn Le TO dEpU . KoBapiote ™ peyoidvtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa TpdTOV Pondeidv Hetd omd emapn Le Ta PATIoL . Hemhovete to pdtio Le vepod Yo AOYous aopoeiag.

4.2. TNpovTIKOTEPH COUTTONATO, KOL EMOPAGELS, UEGES 1] HETAYEVECTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evd€1&n 0mo10.001|TOTE OTONTOOUEVIG GUEGG LUTPIKNG QPPOVTIOUS KUt E1OTKIG Oepameiag

Agv vrdpyovv emmAéov TANpoeopieg
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 5: Métpa Y10, TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMIKO EKTUKTNG UVAYKIG

Métpa €kTaKTNG OVAYKNG : Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/atopiki Tpootacio

8.1.1 EOvikég oprokis Tipég emayyelpatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves dLudikasiss TapakorovOneng
Agv vdpyovv emmAEov TANPOQOPiEg
8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.4. DNEL ka1 PNEC

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyovikoi éleyyon:
Awmpiote o€ KoAd eEoeptlopevo ydpo. Zuvibog amatteitor 6N YEVIKOD UNYavikoD £E0EPIGILOD TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGPOG

8.2.2.1. TlIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

Agv vrtdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:

TOd14 EPYUGTNPIOL

[pooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.2.4. Ogppkoi kivovvol

Agev vapyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kor wapokorovOnon g teppaiiovroroyikis £k0eong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynuKEG 1016TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KO YNUIKES 1O10TNTES

Dok KotdoToom T Yypo

APDLLOL © Mn dwbéoipo
Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio T&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra Kvdvvov ekpiéemg © Mn dwbéorpo
Xapunhotepo 6pio EkpnéEng © Mn dwbéorpo
Avdtato 0pio expnEpotrog © Mn dwbéorpo
Enpeio avaoreéng © Mn dwbéoipo
Oeppokpacio avTavAPAEENS © Mn dwbéorpo
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
EDAES, KivepaTikog (1) © Mn dwbéoipo
Awdvtomta © Mn dwbéorpo
ZUVTELEOTNG KATOVOUNG O€ pely o n-0KTavOAng/vepoD : Mn dwbéorpo
(Log Kow)

Tdon otumdv © Mn dwbéotpo
ITieon atpov oe Heppokpacio 50°C © Mn dwbéotpo
IMokvotnto © Mn dwbéotpo
ZyETIKN TOKVOTNTA © Mn dwbéotpo
ZyeTIKN TUKVOTNTA ATHOV 6ToVG 20°C : Mn dwbéoipo
XopaKTnpIoTIKd COUATOIOV 1 Aev woyet
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpOTNTO KO OVTIOPUCTIKOTNTO

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmAEoV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

111, Winpogopiss 11a T e kvdivow, émog opiCovean otov kavoviond (EK) api0. 12722008
Oé&ela to&kodmTaL (0d GTOHATOS) : Mn ta&wopnuévog

Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog

O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov d€ppatog : Mn ta&wopnuévog

ZoBopn opOaikn PAAPN/epediopds : Ilpokodei coPapd o@Botutkd epediopd.

EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog

gvaucOnToToino TOL dEPUOTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAP®OV : Mn ta&wopnuévog

Kapkwoyéveon : Mn ta&wopnuévog

To&wodTa Y10 TV avamopayoyn : Yromto yio mpokinemn PAAPNG ot yovipdtnto 1} 6to EpPpvo.
Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mmopeti vo tpokaiécet vvniia 1 (aAn.

epanag éxbeon

Ewdum to&icomta ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog

emavelhnppévn ékbeon

Enucvduvotnro ovappdenong : Mn ta&wounuévog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAroyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovctdlel wiaitepo kivovvo yio To meptBaAiov.
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Emucivduvo yio to vddtivo mepiBdiiov, Bpayvnpodbecpog : Mn ta&vopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdiiov, pakporpdbespog : Mn ta&wvopnpévog
(xpdviog)

Aev vopiotatot Toyeio amocvvOeon

Agv vapyovv emmAEov TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 13: Ztovycio oyeTikd pe tn ovd0son

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA IE TN HETAPOPD,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTTOg

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoliig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.5. Mep1pailovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TAnpoopieg

Eniyewa peragopd
Aev oydet
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

peTaQOpa péco Baraocong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoygio vopoBetikod yopoxktipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe TNV 06QAAEL, TNV VYEIO KOL TO TEPLBAALOV Y10 TNV OVGIN 1] TO PEIYHO
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)

Aev neprapPéveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)

Aev meprapPavetor oto Hapaptnua XIV oo REACH (Katdloyog adetoddtnong)
Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevy ovvaiveon petd amd evnpépmon)
Aev gpappdletart.

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

Aev gpappoletor.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopdg EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov mepthapfdveta(ovtat) 6Tov Katdrhoyo mpddpopmv ovcidv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetar(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vopkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmaAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Eye Irrit. 2 ZoBopn opBaipkn PAAN/0@OoiKkdG epediopdg, Katnyopio 2

H319 TIpokaiel coPapd o@OaApcd epebiopod.

H336 Mmopet va TpokaAécet vvniio 1) CaAN.

H361 "Yromto yio mpdkinen BAAPng ot yovipdmta 1) 6t0 £uppvo.

Repr. 2 To&wdmta 6TV avomapaywyn, katnyopio 2

STOT SE 3 Edwkn to&idtnta og Opyava-ctoyovg votepa amd pio epdmas ékbeon, katnyopia 3, vapkmon

Aghtio Agdopévov Acpareiog (AAA), EE
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1,1,1,2-tetrafluoro-2-(1,2,2,2-tetrafluoroethoxy)ethane
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyoviatl o€ antd T0 deATiO TPoEPYovTaL amd TyES TS onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot

xopis Kapio eyyomon, pnm N appnTn, Yo TV aKpifetd Toug.
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