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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Clobetasone butyrate for system suitability
Xnuwn Ovopacio : Clobetasone butyrate

Kwd.-EE 1 246-635-9

apOpuog CAS 1 25122-57-0

Kodwodg mpoidvtog : 202500352

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

Evdokpwvikdg dwatapdrtng ya to mepipdiiov, Katmyopio 2 EUH431

Evdokpwvikdg Swatapdrtng yo Ty avOpomvn vyeio, Kotnyopia 1 EUH380

To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H373

£xbeon, katnyopio 2

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

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

Mmnopei va. Prayet ) yovipodmra 1 o EuPpuo. Mropei va tpokaréoet PAGBeS ota Opyove VoTEPQ 0d TAPOTETAUEVT T ETAVEIANUUEVT EKOECT.
2.2. Xroyeia eTIKETOG

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

GHS08
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
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Clobetasone butyrate for system suitability
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : EUH380 - Mnopei va tpokaAécel evOoKpviKn dtatapayn oTov avipwmo.
EUH431 -"Ynonto yio tpdkAnon ev8okpvikig dtotapoyig 6to meptBailov.
H360 - Mropei vo. BAéyet T yovipdtnta 1 1o £uppuo.
H373 - Mmopet va pokarécet BAaPeg ota dpyava (evdokpvikd chotua) HGTEPA AT TOPATETAUEVT
1N emavelnpupévn €xbeon.
AnAdoeig Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 001 yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofACETE KOl KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avonvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P263 - Amopehyete TV £maen 6T SLAPKEL THG EYKVHOGVVIG KoL THG YoAovyiog.
P273 - No amogevyeton 1) ehevfépwon oto meptBdAiov.
P280 - No popdte TpoCTATEVTIKE YOVTIO/TPOGTOTEVTIKG EVOOLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 TOL
LATI0/T0 TPOCMOTO/TO AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P391 - Maléyte ™ yopévn mocdTA.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.
INpavon cvppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Avt n ovoio/piypa dev mpet ta kprrfpra ABT tov kavoviepod REACH, IMapdptnpo XIII
Avt n ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Hapdaptpo XIIT

H oveia meprapfavetor otov katdhoyo mov kataptifetor cOpeovae pe to apbpo 59 mapdypapog 1 Tov kavovicpod REACH yia Tig 1310tnteg evE0KpVIKNG

Swatopaync 1 avayvepiletor 6t Exet WOTNTEG EVOOKPIVIKNG dL0Tapoyng cOLP®VE pe Ta Kprenpila mov opiloviat otov kot e&ovotoddtnon Kavoviopd mg
Emutponng (EE) 2017/2100 1} tov Kavoviopé g Emrponng (EE) 2018/605

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

3.1. Ovoicg
Ovopa AVayvoOpeTIKOg KOOTKOG % Katdraén copoova pe tnv odonyia
TPoidvTog 1272/2008 EK [CLP]
Clobetasone butyrate apOpog CAS: 25122-57-0 <100 ED ENV 2, EUH431
Ovcia Tpocdiopiotnie mg ovoia pe 1010t Teg evdokpvikoy | Kwd.-EE: 246-635-9 ED HH 1, EUH380
Satopdrt Repr. 1B, H360
STOT RE 2, H373

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
S1evKoADVEL TNV ovamvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

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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Clobetasone butyrate for system suitability
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

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.

o
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Clobetasone butyrate for system suitability
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
APOLOL 1 AguK0. oYedOV AEVKO.
Epgdvion 1 ZKovI.
Mopuoxn pada 1 479 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inueio &emg 1 =178°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 : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
Awrvtomra : Ngpd: <0,1 g/l

04/11/2025 (Hpepounvia ékdoong)

EL (eAnvicd) 4/8



Clobetasone butyrate for system suitability
Agltio Agdopévev Acpaleiog

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

2uvTedeoTNG KOTOVOUNG O pelypo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

2uvTedeoTNG KATOVOUNG OE pelYHo N-0KTOVOANG/VEPOD <4

(Log Pow)

Téon atumdv : Mn dwbéoipo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
Zyetkn TokvoTnTa aTHAV 6Tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agev vdpyovv emmAov TANPoPopie

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopies

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTOHATOS) : Mn ta&wvopnuévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévopnong dev mAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Clobetasone butyrate (25122-57-0)
LD50 and tov 6tdpaTog 68 0povpaiovg > 6000 mg/kg (Ap. RTECS TU4154083)
AGBpmon ko gpediopdg Tov dEppatog : Mn ta&wounuévog (EMeparticd dedopévar)
ZoPapn opOaipkn PAAPN/epedionog : Mn ta&vounpévog (EAiepatikd dedopéva)
Evaisbntomoinem tov avamvevustikov 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVNTIKOV KOTTAPOV : Mn ta&wopnpévog (EAdeiatikd dedopévar)
Kapxwoyéveon : Mn ta&wopnpévog (EAketpaticd dedopévar)
To&wodmTa 6TV avamopay®yn : Mmnopei va. PAdyet T yovipodmta i) 7o Euppuo.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (Erdepatikd dedopéva)
epanag éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va mpokarécet BAAPeEG oTa Opyava (EVEOKPIVIKO GVGTNIE) VOTEPO OO TAPUTETOUEVT )
emovelknppévn €xbeon emovellnupévn éxbeon.
Emucwvdvvotta avoppoenong 1 Mn ta&wopnpévog (EMAeytaticd dedopévar)
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Clobetasone butyrate for system suitability
Agltio Agdopévev Acpaleiog

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

1016t TES EVOOKPIVIKIG draTapoyng

Avopeveig emmtdoeig oty vyeio wov Tpokolovvtat omd  : Exet evdokpvikd tpomo dpdong, dniadn petadrlet  Agttovpyio 1) TIG Aettovpyieg Tov
10T TEG EVOOKPIVIKNG SLOTAPOYNG £VOOKPIVIKOD GLUGTHHOTOG

TMHMA 12: Owoloyikég TANpopopieg

Emkivduvo ya to vddrvo mepidArov, Bpayvrpddecpog : Mn ta&vopunuévog (EAkepaticd dedopéva)
(0&bg)

Emkivduvo ya to vddtvo mepipdArov, pakporpdeopog : Mn ta&wvopnpévog (EAkepatikd dedopéva)

—_
%

&
15}

(22

Clobetasone butyrate (25122-57-0)

AvOeKTIKOTNTA KoL IKOVOTNTO ATOdOUNONG Aev voiototor Tayeio amocvvieon

Clobetasone butyrate (25122-57-0)

TOVTEAEGTNG KOTAVOUNG G UETYLLO N-0KTAVOAN G/ VEPOD <4
(Log Pow)

Aev vdpyovv emmAov TANPoPopies

Clobetasone butyrate (25122-57-0)

Avti 1 ovoio/piypa dev pei ta kprripla ABT tov kavoviepod REACH, IMoapdptnpo XIII

Avti 1 ovoio/piypa dev mpei ta kprripla 0AaB tov kavoviepod REACH, Hapapmpa XIII

Avopevei emmTtdoceLg 670 TEPBAALOV TTOV . 'Eyet evdoxpivikd tpomo dpdomng, dniadh petaBdiier m Aettovpyia 1 Tig AELTOVPYiEG TOV
TPOKOAOVVTOL 00 W1OTNTEG EVOOKPIVIKNG SLoTaporyiG €VOOKPIVIKOD GUGTIHLOTOC.

Aev vdpyovv emmAéov TANpoPopie

pe ™ 0waBeon

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA LE TT| LETAPOPD.

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

ZOpeova e Tig Stotdéels PETapopag To TPoiov autod de yapaktpiletor og emkivéuvo
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Clobetasone butyrate for system suitability
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.2. Owkeia ovopoosio awrootoing OHE

Mn poBulopevo | Mn pvBulopevo | Mn poBulopevo

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

Mn povOulopevo | Mn poBuldpevo | Mn poOulopevo

14.4. Opada cvoekevaciog

Mn pvBulopevo | Mn pvBuldpevo | Mn pvBulopevo

14.5. TlepifalhovTIKI EMKIVOVVOTITO

Mn pvOulopevo | Mn pvOulopevo | Mn pvOulopevo

Agv vrdpyovv emmAéov dabéaies TAnpopopieg

14.6. Ewduéc mpo@uAhagels yia Tov (pioetn

Eniyewo petagopa
Mn puOuldpevo

petapopd pécm Boraoong
Mn pvOuldpevo

Evoépuo petagopd
Mn pvOuldpevo

14.7. Oahaooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio Kot 7o agpidirov yio TV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepilapPbvetar otov KatdAoyo vroyneuwy ovoidv REACH

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

Aev nepthappdvetor otov Katdroyo ovotdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10@v dumhg ypiong

Aev meprapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumhng ypnone.
Kavoviopog mepi ekpnkTik®@v Tpédpopmv overdv (EE 2019/1148)

Aev nepiéyet kopia ovoio(eg) mov mepthapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovcotdv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkatikadv (EK 273/2004)
Aev mepiéyer ovoio(eg) mov mepthappavetayovior) otov Katdhoyo mpddpopmv ovotdv vapketikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@dierog

Agv vdpyovv emmA£ov TANPOPOpies
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Clobetasone butyrate for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

ED ENV 2 Evdokpwvucdg dwrtapdrtng ya o epBdriov, Kamyopio 2

EDHH 1 Evdokpwvikog dratapdktng yio v avBpomvn vyeio, Kotnyopio 1

EUH380 Mrmopei vo TpokarEseL EVOOKPLVIKT Statapoy 6Tov avOpwo.

EUHA431 "Ymonto yio mpdrkAnon evEokpvikig dtatapoyig 6To mepBailov.

H360 Mmropei va. PAayet T yovipodtta 1 o ufpuo.

H373 Mmropei va tpokarécet BAAPES oTa Opyova (EVEOKPIVIKO GVGTNUA) VOTEPO OO TAPUTETAUEVN 1) ETAVENULUEVT EKOECT.
Repr. 1B To&wodmta otV avamapayoyn, katyopio 1B

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

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd To dehtio mpoépyovtar and myég Tig onoies Bempodpe a&iomotes. [Tapodia avtd, divovtot
YOPIG Kapio gyydnon, pntm N appnn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPOIOVTOG deV
VIOKEWVTOL 6T S1KN Hag VOOV Kot PHIopet Kot vor v EUmInTouY Kot 6TIG approdtoTnTés pog. I'i'ontong kot yio GALovg AOYoUG, 0momolovpacte Kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNpiog oo, 1 LLe 0TTOL0dNTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TPOTov. Edv 1o Tpoidv ypnoiponoteitent g cuotatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMCELS LLOG KoL
TPoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AGQUAENS Kt TEPPAAAOVTIKOV OmOITOEWY. ZVVETADG, dev o mpémet vo. OewpnOei
OTL £YYLATOAL OTOLUSNTOTE GUYKEKPILEVT] 11OTNTO TOV TPOIOVTOG.
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