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e e eyl Trichlorotrifluoroethane

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppova pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tpomoromifnke amd tov Kavoviopo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Trichlorotrifluoroethane
apOpog CAS T 76-13-1

Kodwog mpoidvtog 1 201700047

1.2. Zovogeic mpocdtopilopEvEg YPIGELS TS OVGILAG 1] TOV PEIYIOTOS KOL OVTEVOELKVOOIEVES YPNGELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emoryyeApaTIKE YpHRON
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

Emcivovvo yo ™ otfada tov 6Lovtog — katnyopia 1 H420
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnTEg PUOIKOYNMIKES EMOPAGELS, KAODG KUl EMIPAGELS 6TNV 0vOpOTIVY VYEia Kon 610 TEPIfaihov
Amdeaon HECE KPIoTG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1oY00G.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos cvpeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H420 - Bhamret ™ dnpoocia vyeio Kot 1o teptBIAlov KataoTpépovTag 0 0Lov 6TV avdtepn
aTuOGPaLPO.
Anidoeig Tpoevraéng (CLP) : P502 - Avatpé€re otov mopackevaotn 1| Tov mpopnBevtn yio mAnpoeopieg 6oov apopd v

aVAKTNOoN 1 TNV AVOKOKA®ON).
Zhpavon cOpemvo. pe: eEapeital 1 E0MTEPIKN GLOKELAGTM, TA TEPLEYOHEVA TNG OTtolag dev vrtepPaivovy Ta 10ml

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 17


mailto:sds@edqm.eu
http://www.edqm.eu/

Trichlorotrifluoroethane
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv amarteitol ofjpavon

Agv vdpyovv emmAfov mANpopopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Trichlorotrifluoroethane apOpog CAS: 76-13-1 <100 Ozone 1, H420

TIMpeg keipevo tov tdoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa pdTav Pondetdv petd and exaen pe o dEpuo . KoBapiote ™ peyarvtepn dvvarh mocdmta okovmilovids ) (kabapd Kot Lodakd amoppoenTikod
moavi).
Métpa npdTav fondetdv Hetd and enaen pe o paTio . Eemlovete to. pdtio pue vepo yuo Aoyouvg acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOToAEPN 061 TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoayidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca KatdoBeons katdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. ' dTopo mov TPooPLpovy TPpdTEG Pondsieg

Agv vrdpyovv emmAéov TANpoPopieg
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Trichlorotrifluoroethane
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmALoV TANPOPOpPiEg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmA£ov TANpoPopies

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog tng £k0eong/atopiki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyehpotikig £k0gong kot froloyukég oprokis Tipég
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOV Gépa
Agv vrdpyovy emmA£ov TANPOPopieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyon

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyor:
Awnpiote og kaAd e€aepildpevo ydpo. Zuvibog amarteitor GOGTNHA YEVIKOD UNYoviKoD eEAEPIGHOD TOV YDPOU.

8.2.2. Atopikdég TPooTaTEVTIKGG EEOTAGHOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 £pyaoTNPiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp06TUGia TOV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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Trichlorotrifluoroethane
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon Kk wapakorovOnon g meprparhovroroyikig £ék0eong o€ Kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duow KoTdoTtoon © Yypd

APDOHO : Mn dwbéopo
Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Inpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg : Mn dwbéopo
XaunAotepo 6pro £kpnéng © Mn dwbéoo
AvdToTo 0plo ekpnEpoTTag © Mn dwbéopo
Inpeio avapreéng © Mn dwbéoo
Bgppokpacio avtavieieéng : Mn dwbéopo
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
1EDOES, Kivepatikog (1) : Mn dwbéopo
Awdvtoétto : Mn dwbéopo
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn dwbéopo
ITieon atpod og Beppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C © Mn dwbéoyo
XopaKTnploTikd copaTdiov T Agv oyet

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU

Agv vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Zto8ep6 VIO KAVOVIKEG GUVOTKEG.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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Trichlorotrifluoroethane
Agltio Agdopévov Acpaleiag

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Kapio og kavovikn xpnon. BAéme tunpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&eia to&icdmra (amd 6TdON0TOC) © Mn ta&vopnpévog

Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvounpévog

Oé&eia to&icdmra (avamvon) © Mn ta&vounpuévog

AGBpmon kot epediopog Tov d€ppatog : Mn ta&vounpuévog

ZoPapn opOaipkr BAGPN/epebionog : Mn ta&vounpuévog

EvatsOnromnoinon tov avamnvevotikon 1 1 Mn ta&wvopnpévog

gvaicOntomoinon Tov dEppratog

Metarlho&ryéveon YEVWNTIKOV KOTTAP®OV 1 Mn ta&wvopnpévog

Koapkwvoyéveon © Mn ta&vounpuévog

To&wdTTa Y10 TV OVOTOpOy®YN © Mn ta&vounpévog

Ewu to&wotnto ota dpyava-ctoyovs (STOT) — © Mn tagvounpévog (Zaen ov Kot avemopkr dedopéva o Ty taStvouncn)
epanag £xbeon

Edun to&ucdtnta ota opyava-ctoyovg (STOT) — : Mn ta&wopnuévog (Iepartépw mAnpoopiec: Edikh to&ikdmta ota opyava-otdyoug (STOT) —
gmavelnupévn ékbeon gpamag £xbeon)

Emucvdovotnto avappdenong © Mn ta&wvopnpévog (EArepatikd dedopéva)

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 12: Owo)royikég TANPOQOPIES

Owoloyia - yevikd © Aev mopovcidlet Waitepo Kivouvo yio to meptBailov.
Emucivéuvo yia to vddrvo mepiBarrov, Bpayunpdbecpog @ Mn ta&vounuévog

(080¢)

Emucivéuvo yia to vddrvo mepiarlov, pakporpoddecpog : Mn ta&vounpévog

(xpdviog)

Trichlorotrifluoroethane (76-13-1)

AVOEKTIKOTNTO KOt IKAVOTNTO 0T0dOUNONG AVoKOAN BLOSIICTIOUEVO.

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

3
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Trichlorotrifluoroethane
Agehtio Aedopévav Acpareiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

12.7. AdheS 0pVNTIKEG EMTTAOCELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£60odor enelepyaociog amofijTov

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oy0et ‘ Aev 1oydet

14.2. Oweia ovopacio arostol)c OHE

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g KivdHvov KOTH TN HETAPOPQ

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvet | Aev 1oyder

14.5. Ilgprfarrovtikn emKivovvoTnTa

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovv emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@uAaGEELS Y1a TOV XPIGTY

Ermiyswo petagopa
Aev 1oy0et

petagopd pécw Bordcong
Agev 1oy0det

Evoépuo petagopd
Aev 1oydel

14.7. @aldooreg peta@opég x0oNy cdppmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTikd pe TV 06QAaAEWN, TNV VYEIO KO TO TEPLBAALOV Y10 TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmnpa XVII Too REACH (ITpoimobiceig mepropiopov)

Aev nepihappaveron oto Mapapmuoa XVII tov REACH

Hapapmpa XIV 100 REACH (Kotdloyog ad£1060TNn061|G)
Aev tepthapfavetat oto Mapapmpe XIV tov REACH (Katdloyog adei0ddtong)

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 6/7



Trichlorotrifluoroethane
Agltio Aedopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev neprhapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopog PIC (EE 649/2012, ITponyovpevn ocvvaiveon petd amé evpépmon)
Aev gpappoletar.

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

Aev gpappoletat.

Kavoviopog mepi eac0évnong tov 6Lovrog (EE 1005/ 2009)

TepthapPavetar otov katdroyo ovoidv mov e&acbeviovv 1o 6lov (Kavoviopog EE 1005/2009): Trichlorotrifluoroethane

Kavoviopdg mepi ekpnkTik®v tp6dpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meptrapPdvetar(oviat) 6Tov Katdrloyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio kot
™ ¥XPNOT TPOSPOLUDV OVGLDY EKPTKTIKMDV)

Koavoviepéc mepi mpodpopmv ovoidv vapkotik®dy (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg
Agev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon yMuikig ocQarelog

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
totygeio vopoBeTikol yapaKTipa.

I\ peg keipevo ppaoccwv H ko EUH:

H420 BAdnter ™ dnpodoia vyeio Kot to tepPAAlov KOTasTPEPOVTOG TO OOV GTNV AVATEPT ATLOGOULPO.

Ozone 1 Emwcivduvo yuo ™ otipddoe tov 6Lovtog — katnyopio 1

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TePLEyovTal 6€ autd T0 deATIO TPOEPYovTaL amd TNYES TIG omoieg Bewpolue a&omiotec. [Topora avtd, divovron
YOPiG Kapio eyydnon, pntn N appnTn, Yot MV aKpifeid Toug.
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