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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Fluticasone propionate for system suitability A
Xnuwn Ovopacio : Fluticasone propionate

apOpuog CAS 1 80474-14-2

Kodwdg mpoiévtog : 202500153

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]

Evdokpwvikdg Swatapdrtng yo Ty avBpomvn vyeio, Kotnyopia 1 EUH380
To&wdTo 6TV avorapaywyn, Katnyopio 2 H361
Ewu to&ucotnta o Opyova-otoyovs votepa and exovelnupuévny  H372
£xbeon, katnyopio 1

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

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

"Yronto yuo tpdxAnon PAGPNG otn yovipodtta 1 oto £uPpvo. [pokaket BAaPeg ota dpyava Dotepa and mapatetopevn 1 emavelnupuévn ékbeon.

2.2. Ztoyeia eTIKETOG

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

GHSO08
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : EUH380 - Mzopei va TpokaAEécel EVOOKPIVIKY dtatapayl] 6Tov AvOpwo.

H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdta 1 6to £uppuo.
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

H372 - Tlpokodei PAGBeg ota Opyovo (EVOOKPIVIKO 6VGTNIE) VOTEPO OO TAPUTETOUEV |
emavelnupévn ékbeon.

AnAdoetlg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kég 0dNyieg mpv omd tn xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SLofAoETE KOl KOTAVOGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/ekvepduata.
P263 - Amopehyete TV £man 0T S1APKELX THG EYKVHOGVVIG KOt TG YOAov)iog.
P264 - ITAdvete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUCTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE VTO TO TPOTOV.
P280 - Noa popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEVLATO/UEGO ATOUIKNG TPOCTAGIOG Y10 TOL
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KavovieHove.

ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypdppoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

H oveia meprapfavetor otov katdhoyo mov kataptifetor cOpe@vae pe to apbpo 59 mapdypapog 1 Tov kavoviepod REACH yia Tig 1310t teg EVE0KpVIKNG
Swatopaync 1 avayvepiletor 6t Exet W0TNTEG EVOOKPIVIKNG dLoTapoyng cOLP®VE pe Ta Kprenpla wov opilovtat otov kot e&ovotoddtnon Kavoviopd mg
Emutporig (EE) 2017/2100 1} tov Kavoviopé g Emrpornng (EE) 2018/605

TMHMA 3: Z9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOTKOg % Koatdraén copoova pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]
Fluticasone propionate apOpog CAS: 80474-14-2 <100 ED HH 1, EUH380
Ovcia TpocdlopicTnke Mg ovoia e 31OTNTEG EVOOKPIVIKOD Repr. 2, H361
Swatopdrt STOT RE 1, H372
ITAnpeg keipevo tov Mniocemv H kot EUH: BAéne tunqua 16
TMHMA 4: Métpa np@tov fonbsiov
4.1. leprypaon pétpov tpatov fonderdv
Tevikd pétpa tpodTev fonderdv 1 Xe mepintoot apPoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.
Métpa tpdTev Bondeidv petd anod silomvon 1 Metagépete Tov TofovTa 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6E GTAOT) TTOV

S1eVKOADVEL TNV avomvoT]. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and emaen pe To déppo : ATOPOKPOVETE TO LOAVGUEVO POVYIOHO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG LE ATAAD
GOTOVVL KoL VEPO, Kol 6T cuvéyeln Eemhévete pe (eoTO vepo.
Métpa tpotmv Bondetdv petd and exapn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEpapa kaAd avorytd. Zvpfovievteite yotpd €dv cuveyiletatl o

TOVOG N 1 KOKKIVIAQL.

Métpa Tpotmv Bondetdv petd and katdroon : Eemlovete 1o otopa pe vepod (Lovo edv To dTopo dratnpel i aebnoelg tov). Mnv yopnynoete noté
0TINTOTE OO TO GTOUN GE GTOLO TTOV £XEL YAOEL TIS a1oONoELg Tov. ZvpPovievdeite/Emokepheite
apEcmg yoTpd.

4.2. ZNpOoVTIKOTEPH COPTTONOTO KOL EMOPACELS, AUEGES 1] LETAYEVECTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3.’Evo£iln 0mo1000MmoTE 0TOITOOIEVIIG GUEGTG LUTPIKIG PPOVTIOUS KO E10IKNG Oepameiag

Agv vrdpyovv emmAéov TANpopopieg
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

TMHMA 5: Métpa yro TV KOTOToAEP) 0N TS TVPKAYLAG

5.1. [vpooPeoTika péca

KatdAinia péoa mopocBeong ;. Xpnowomromote péca Katdofeons katdAinia yio v mepipdrrovoa mopkayid. Ato&eidio Tov
avOpara. Yekaopodg pe vepd. Enpn okovn. KovBépta mopdoPeonc.
AxatdAnko TopocPecTikd HEGo : Mn ypnowonoteite peydin pon vepov.

5.2. E01koi T0mol ETKIVOUVOTNTAS TOV TPOKVTTOVV ATé TNV 0VGia 1] TO peiypa

Ye mepinton TupKayLig Topdyovtor entkivéuva : H atelig kavon anglevbepmdvet entcivéuvo povo&eidio Tov avBpaka, d10&eidio Tov avOpaia Kot
mpoidvta arochvieong Ao o€ aépra. [TiBovn amoBoin to&kod vEpoug.

5.3. Z0oTaoEIS Y10 TOVGS TUPOGPEGTES

Métpa yuo TV KOTOTOAEUN O TG TUPKOYLAG 1 Amogevyete T S1opLY1 TOL vEPOD TG TVPOGPESNS 6TO TEPPAALOV.
IIpoctacia kotd TV TupdoPeon : Mnv engpPoivete yopic kKatdAAnio e£0TAGHO. AVTOVOUT OVOTVEVLGTIKT GUGKELT LE HOVOGT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLas KAVONG

6.1. IIpocomikéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOC KOL H100IKAGIEG EKTOKTNG UVAYKIG
Tevikd pétpo : Amo@evyeTe TV ETAPY) TOV TPOIOVTOG LE TO SEPLA, TOL HATLO ) TO POVYIGHO.

I'a TpocmmKd GALO 00 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCWOTIKO.

TN dropa wov TpooPépovy TpdTES for)Bereg

E&omhopdg mpoctaciog : Mny enepfaivete yopig katdAAnio eEomhopd. o tepiocdtepeg mAnpoopieg avatpééte oTnv
evotnta 8 :""EAeyyog g ékbeonc-Atopkn tpootooia.

6.2. IleprpailovTikés TPoPUAGEES
Noa amopevyetan 1 ekevBépmon oto tepBarlov. Epumodicte tnv €i06080 6TOVG AmOYETEVLTIKOVG 0ly®Y0oG 1 6T0 dNUOGLO diKTLO VEPOD.

6.3. M£600d01 Kon VAIKG Y10 6VYKpATON Kot KaBopiopo

To v amobfkevon 1 AToppo@NoTe To He Eva adpavEG VAKO Kot TOTOBETGTE TO 6€ Evay KATAAANAO TeptékTn duibeong
amopAToV.
MéBodot kabapiopon 1 EemAOVETE TIG LOAVGUEVEG EMLOAVELES PE ApBovo vepd. Kabapiopog e amoppumavTikd.

6.4. [lopomopnn) o GAho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUA YEIPLONO

Emn\éov kivduvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va umv £pxoviat o€ Kopio ETaQt| He T0 TPoidv.
Ipoeurdéers yio aoorn XEPIOUO 1 Amogevyete kaOe meprrt ékbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOGTA.
Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£PYOOLOKO StEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg 06Qaiovg @OLAENS, copmePLopfavopuévay T 6y acoppotoTiTev

XovOnkeg eoiagng 1 Amofnkeveton og KoAG aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAloKT akTvoBolia.
Y\ cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Ewdun} telkn xpnion 1 p1oeis

Agev vdpyovv emmAéov TANpoPopieg
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Fluticasone propionate for system suitability A
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

Agv vdpyovv emmALov TANPOPOPiEg

8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyol

Katarlinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletal cmotd. Zuvnbmg amatteitol cHOTNHA YEVIKOD HNyaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpooTaciog yio o patio. [Ipootatevtikd yvad pe midylo tpoctatevtikd. (EN 166)
IIpootacio Tov déppatog

Ipootacio Tov déppoToc:
Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpron € epyasTipla : Todld epyactnpiov. (EN 13034)

Ipocrocia ToV yepLodv:
Na popdte kordAAnio yavtie. IIpostatevticd yavtio avOektikd og ynukd npoiovra. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00GV

IIpocTocia TOV OVATVEVGTIKAV 00DV:
Y nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY LACK pe Pidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KotdoTaom 1 Xteped
PO : Aevko. oYed6V AgVKO.
Epgpdvion 1 Ziovn.
Mopuokr pada : 500,6 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyio
Inueio &emg : =270°C
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomto : Mn dwbéoyio
Xoapniotepo 6pio £kpnéng : Agv woydet
Avdtato 6pro expn&pomrag : Agv woydet
Inueio avaereéng : Agv oydet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio amrocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
Awdivpo pH : Mn dwbéoyio
EDEC, KIVELOTIKOG (17) : Agv oydet
AwAvtomo : Nepo: <0,1 g/l
ZUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Tdon atuodv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotta : Mn dwbéoyo
ZyeTIKN TUKVOTNTOL : Mn dwbéoyo
ZyeTikn TuKvOTTO 0TUOV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 11: To&woloyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC)
Oé&ela to&ucdmra (Seppotin)
Oé&eia to&ucdmra (avamvon)

: Mn ta&wounuévog (Baoet tov dtoabéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaon)
: Mn ta&wounuévog (EMelpaticd dedopévar)
: Mn ta&wounpévog (EMeparticd dedopévar)

Fluticasone propionate (80474-14-2)

LD50 and tov otdpaTog 68 0povpaiong > 2000 mg/kg (Ap. RTECS BV7980000)

AGBpmon ko gpediopdg Tov dEppratog
XoPapn opOaipkn PAPN/epedionog

: Mn ta&wopnpévog (EMepartikd dedopévar)
: Mn ta&vounpévos (EAdepatikd dedopéva)

Evaisbntomoinen tov avoamvevstikcod 1
gvoucOntomoinon Tov déppatog

MetaAdo&ryéveon YEVVINTIKOV KOTTApOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

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

Ewum to&ucotnta ota 6pyava-ctoyovg (STOT) —
emavelnppévn €kbeon

Emucivduvomta avoppoenong

1 Mn ta&vounpévog (EAepatikd dedopéva)

: Mn ta&wvopnuévog (Baoet tov Stoféoipmv dedopévmv, Ta kprnpio toSvounong 6ev mAnpovvral)
: Mn ta&wopnuévog (Baoet tov dtoféoipwv dedopévav, ta kprrnpio to&vounong dev minpovval)
: Ymonto yio mpdrinon BAaPng ot yovudtnto 1} 6o £uppvo.

: Mn ta&vounpévog (Mn coprepacpoticd dedopévor)

: TIpokaiei PAaPeg ota Opyova (EVOOKPIVIKO GUGTNEL) VOTEPD OO TOPUTETOUEVT T) EXOVEIANUHEVT

£xOeon.

: Mn ta&wopnpévog (EAleipatikd dedopévar)

1016t TES EVOOKPIVIKIG draTapoyns

Avopeveig emmTdoelg 6TV vyeia TOL TPOKUAOVVTOL 0O

10T TEG EVOOKPIVIKNG SLOTAPOYNG

. 'Eyet evdoxpivikd tpdmo dpdong, Sniadr petafaiiel m Aettovpyia 1 TG AELTOVPYIEG TOV

£VOOKPIVIKOD GLUGTHHLOTOG
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Fluticasone propionate (80474-14-2)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Avopeveig emmTOGELS 6T0 TEPIBAALOV TTOV : H ovoia éxet avayvoplotel 0Tt £x€1 1010TNTEG EVOOKPIVIKNG Stetopaync, OALG dgv VITAPYOLVY ETTAEOV
TPOKOAOVVTOL 00 W10TNTEG EVOOKPIVIKNG SL0TaPOiG Swbéorpa dedopéva (BA. mapdypapo 2.3)

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovycia o

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Zopeava pe Tig StotdEels HETapopig To TPoidv atod de yapaktmpiletarl og emkivduvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. Taén/-e1g KtvdOvov Katd TN PETAPOPA

Mn pvOulopevo Mn pvOulopevo Mn pvOulopevo

14.4. Opdaoda cvokevaciog

Mn povOulopevo Mn poOuldpevo Mn poOulopevo

14.5. Ilgprforrovtikn emKivovvoTnTo.

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

Agev vapyovv emmAéov Stabécipues TANPOEopiss
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Mn pvOuldpevo

petapopd pécm Boraoong
Mn pvOuildpevo

Evoépuo petagopd
Mn pvOuildpevo

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

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

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootédnke
Avopeveic emntdoelg oty vyeio TOV Ipootédnke
TPOKAAOVVTOL OO 1LOTNTES EVOOKPIVIKNG
Swtopayns

2.1 AvemBounteg puotkoynkég emdpaoels, kabng | TpomororOnke
KO EMOPACELS 6TV avOpdTIvN vYEla Kot 6T0
nepaAiov
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | TpomomouniOnke
[CLP]

22 Aniooelg emkvdvvomtag (CLP) TpomomouOnke
2.2 [poewdomomtikn Aé€n (CLP) TpomomouOnke
22 Anhaoelg Tpoevraing (CLP) TpomomounjOnke
9 Enpeio éewg Ipoctédnke

9 Mopioxn pade Ipoctédnke

9 APOLOL Ipootidnke
11.1 LD50 and tov 6tdpat0g 6€ 0povpaiovg Ipoctédnke

I peg keipevo ppacewv H ko EUH:

EDHH 1 Evdokpwvicdg dwatapdrtng v v avOpomvn vyeio, Kotnyopia 1

EUH380 Mmropei va Tpokarécel EVEOKPIVIKT dloTapoyn oTov dvOpmmo.

H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1 610 Euppuo.

H372 TIpoxarei PAaPeg ota Opyava (EvEoKPVIKO GOGTNHA) VOTEPA OO TOPATETALEVT 1) ETAVEIANUUEVT EKOEO.
Repr. 2 To&wodmTa 6TV avamapay®yn, katnyopio 2

STOTRE 1 Edun to&ucotnta o Opyava-ctodyovs Dotepa and enavelnupévn ékbeon, katmyopia 1

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov meptéyoviat 6e avtd 10 deATio mpoépyovtan amd mnyég Tig onoieg Oempovpue a&omiotes. [apdra avtd, divovar

xopis Kapio eyyvmon, pnm N dppntn, yio v akpifeld tovg. Ot cuvifkeg i ot pébodot yeptopov, amobnkevong, xpiong 1 ardPPIYNG TOL TPOTOVTOG deV
VIOKEWTAL 6T S1KH [LoGg E0OVVN Kot PITOPEL Kat VoL NV EUTITTOVY Kot 6TIG applodtdTTég Log. [''oantong Kot yio GAAovG AdYOVE, omomotovacte kabe evbovn o

TEPINTOOT AMDAELNG, VAIKNG ) XPNHOTIKAG {Npiog 0md, 1 e 0TotodNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodKeVoT 1) TN XP1ON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpaleiog cuvtaydnke KeL TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPIUEVO TTPOTOV. EAv TO Tpoidv ypnoiponoleitent g cuoTtatikd GAAOL

TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL £ EVOEXETOL VAL LNV EIVOL EQUPUOCILES. VTEG O TANPOPOPiEg PacilovTol 6TIC TPEYOVOES YVMOELS LOG KoL
TPoopilovTal Yl VoL TEPTYPAYOLY TO TPOTIOV ATOKAEIGTIKA Y10, AOYOUG LYEINS, AoQUAEiNG Kot TEPPAAAOVTIKOVY OmTattHoe®V. Xuvendg, ogv o npénet vo. OswpnOei

OTL €YYLATOL OTOLUONTOTE GLYKEKPIUEVT] 11OTNTO TOV TPOIOVTOG.
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