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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]

To&wodmTa 6TV avamopay@yn, katnyopio 2 H361d
Ewu to&ucotnta 6 Opyova-otoxovs votepa and exovelnupévny  H373
£xbeon, katnyopio 2

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

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

"Yronto yuo tpdxinon PAAPNG oto EuPpuo. Mropei va mpokoréoel PAafes ota dOpyavae VoTEPO 0d mAPATETAUEVT T ETAVELANUUEVT EkOECT.

2.2. Xtoyeia eTIKETOG

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

GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H361d - "Ymonto yw mpdxkAnon PAaBNG oto uppuo.

H373 - Mnopei va mpokarécetl PAGPeS ota Opyavo VOTEPA OO TOPATETALEVT 1) ETAVEIANUUEV
£xOeon.

21/02/2025 (Huepounvia ékdoong) EL (eMnvikd) 1/9


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

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

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
UATI0/TPOCOTO.
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: E&apeitor ) ecotepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kvdovov (CLP) :

GHSO08
2.3. Alhor kivovvor
AlAeg mAnpoopieg : Evepyd ovotatikod (o QopULoKEVTIKA TPOTOVTQL).

ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUAGTEL TAPMC.

TMHMA 3: X0vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
Fluticasone propionate apOpog CAS: 80474-14-2 <100 Repr. 2, H361d
STOT RE 2, H373

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderaov

I'evikd pétpa tpodTev fonderdv 1 Xe mepintoot apPoA®V 1| €AV T0 GUUTTOUATO ETLUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and elomvon 1 Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTACT) TTOV
S1evKOADVEL TNV avomvoT]. Apriote Tov Tafovia va Eexovpaotel. Xe nepintwon adwbeciog :
ZvpPovievdeite/Emoxepbeite yotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : ATOPOKPOVETE TO HOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEUEVT TEPLOYN OEPLATOG HE OTAAD
GOTOVVL KOt VEPO, Kal TN GLVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTOv Bondeidv HETd amd eTopn Le To LATIOL : Eemlovete pe vepd kpoatdvtog to fAEeapa kakd avorytd. Zvpfovlevteite yiutpd edv cvveyiletat o
TOVOG M 1 KOKKIVILQL.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemlovete 1o otOpa pe vepd (Lovo edv o dtopo dtatnpei Tig arsnoelg Tov). Mnv yopnynoete moté
OTWONTTOTE OO TO GTOU GE ATOLO TTOV £XEL XAOEL TIg 0o oelg Tov. ZupPovlevbeite/Emokepbeite
apESmG yYoTpd.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, GAPEGES 1] NETAYEVECTEPES
Agv vrtdpyovv emmAéov TANPoPopieg

4.3."Evé€1&n omo1a6dNToTE AMULTOOPEVG GPESTG LUTPIKNG PPOVTIdUG Ko 101K G Ogpaneiog

Agv vrtdpyovv emmAéov TANpoeopieg
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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

21/02/2025 (Huepounvia ékdoong) EL (eMnvikd) 3/9



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.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

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

IIpocrocia Tov déppatog:
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
APDOHOL : Mn Swbéopo
Epgpdvion 1 Ziovn.

Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéopo
Inueio &emg : Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextoémto : Mn Swbéorpo
Xapnhotepo 6pio £kpnéng 1 Aev oyvet
Avdtato 6pro ekpnEpomrag : Agv woydet
Inueio avapredng 1 Agv oyvet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio arocvvieong : Mn dwbéoyo
pH : Mn dwbéoyio
Awddopo pH : Mn Swbéorpo
EDEC, KIVEPOTIKOG (17) : Agv oydet
AwAvtomTo : Nepo: <0.1 g/l
ZUVTEAEOTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Téon atuodv : Mn dwbéoyio
ITieomn atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotnta : Mn dwbéoyio
ZyETIKN TUKVOTNTO : Mn Swbéorpo
ZyeTikn TuKvOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aoutéc TAnpogopieg

Agv vrdpyovv emmAfov TAnpogopieg

21/02/2025 (Huepounvia ékdoong) EL (eMnvikd) 4/9



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 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC) : Mn ta&wopnuévog (EMeiparticd dedopévar)
Oé&eia to&ucdmra (deppotikn) : Mn ta&wopnpévog (EMeipaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wopnuévog (EMeipaticd dedopévar)
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wvopnpévos (EAdepatikd dedopéva)
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevstikov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (EAleiatikd dedopévar)
Kapxwoyéveon : Mn ta&wounpévog (EMeipaticd dedopévar)
To&wodmTa 6TV avamopay®yn 1 Yronto yio mpdinon PAaPng oto Eufpuo.
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAepatikd dedopéva)
epanag éxbeon

Ewu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mmnopei va mpokarécel PAAPec ota Opyave VOTEPO OO TAPOTETAUEVT | ETAVEIANUUEVT EKOEON.

emavelAnpupévn ékbeon
Enucvduvotnta avappdenong : Mn ta&wopnuévog (EAeipatikd dedopévar)

Agv vdpyovv emmALov TANPOPOPies

TMHMA 12: Owoloyikég TApopopies

Emcivduvo yia to vddrtvo mepiBdrrov, Bpayvrpodbecpog : Mn ta&wounuévog (EMeyaticd dedopéva)
(080¢)

Emcivduvo yio to vdartvo mepiBdrrov, pokporpodbeopog : Mn ta&wounuévog (EAeyaticd dedopéva)
(xpdviog)

Fluticasone propionate (80474-14-2)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Agev voiotatot tayeio omocvvieon
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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

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 13: Xtoyycio oyeTikd pe 1 ova0eon

Agv vrapyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprBpég tovtétnTog

Aev 1oy0et Aev 1oyvet Aev 1oy0et

14.2. Oweia ovopacio amostoric OHE

Agv 1oyet Aev 1oy0et Agv 1oyet

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

Agv 1oy0gt Agev 1oy0et Agv 1oy0gt

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Heprforhovtucn emkivovvoTnto

Agv 1oy0et Aev 1oy0et Agv 1oy0et

Aev vrapyovv emmAéov Stabéciues TANPoopieg

Ermiysio petagopa
Aev woydet

petagopd péow Bordcong
Aev woydet

Evaépro petagopd
Aev woydet

Aev woyvet
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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 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hopaptpe XIV Tov REACH (Katdloyog ad£1006TnonG)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong
Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootidnke

1.1 apOpog CAS Ipooctédnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Agorpédnke

2.1 AvemOOUNTEG PLGTKOYNIKEG EMOPAGELS, KAODG TpomomouOnke
Ko EMOPACELS GTNV AvOpOTIVI VYELD KoL GTO
neptPariov

2.3 AM\eg mAnpogopieg Ipootidnke

4.1 Métpa tpdtev Bonbeldv petd amd glomvon Ipootédnke

4.1 Tevikd pérpa tpdTOV Pondeidv poctédnke

4.1 Métpa tpdTev Bondeidv petd omd Katdmoon Ipoctédnke

4.1 Métpa TpdTeVv Pondeidv petd omd enagn pe To TpomomouniOnke
Séppa

4.1 Métpa tpdTev Bonbedv petd amd emaen pe To TpomomouOnke
pétio
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Fluticasone propionate for system suitability A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig

5.1 AxotdAANAo TUPOGPEGTIKO HEGO Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TupKayLac TopayovTal ENKivELVa Ipootédnke
TPOIGVTO 0TocVVOESNG

5.2 Kivduvog mopkayidc Aparpédnke

53 IIpoctacio kotd TV TopdoPeon Ipootédnke

53 MéTpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke

6.1 Tevikd pétpa Ipootidnke

6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa KTOKTNG AVAYKNG TpomomouOnke

6.2 [eptBoailovTikés TPOPLAGEELS Ipoctédnke

6.3 MéBodot kabopiopod Ipoctédnke

6.3 T v amodfkevon Ipootédnke

6.4 Tapanopn og aAho tunpota (8, 13) Ipootédnke

7.1 Emumhiéov kivouvor katd v enegepyacio Ipootédnke

7.1 TIpopuraéels o acQaAin XEPIGHO Ipootédnke

7.1 Métpa vylevnig Ipootédnke

72 Ylkd cvuokevaciog IIpoctédnke

7.2 YuvOnkeg O agNg Ipootidnke

7.3 Ewwcég ypnoeig telkod katovolot Aparpénke

8.2 TIpootacio TV AVOTVELSTIKOV 00MV Ipootédnke

8.2 Ipoctacio 0@OaAudY Mpoctédnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 KatdAinkot pnyavucoi €deyyot TpomomouOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

10.1 AvtidpactikdtnTa Aparpédnke

10.3 MBavomta emkivéuvev ovtidploemv Aparpédnke

10.5 Mn cvpfatd vid Aoupidnke

10.6 Enwcivduva mpoidvta amochveong Apurpédnke

12.1 Owcoroyio. - yevika Aparpédnke

Mpeg keipevo ppacswv H ko EUH:

H361d "Yronto yio mpoxkAnon PAAPNG oto Euppuo.

H373 Mmnopei va. tpokarécet BAAPES ota dpyava VoTEP OO TAPATETOUEVN 1) EmavEUUEVT EkDgo.

Repr. 2 To&wodmTa otV avamapay®yn, kKatnyopio 2

STOT RE 2 Ewdwn to&ikotnra o€ 0pyoava-ctoyovs Hotepa and exovellnupévn Ekbeon, katnyopio 2

Aghtio Agdopévaov Acpakeiog (AAA), EE
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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

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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