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TMHMA 1: AvayvwpioTiKOg KwdIKOG ouaiag/eiypaTog Kal eTalpeiag/etrixeipnong

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY :  Mometasone Lotion Formulation

1.2 Zuva@eig TpocdiopIfOEVES XPNOEIG TNG OUCIAG 1) TOU MEIYHATOG KOl OVTEVOEIKVUOUEVEG
XPNoEIg

XpnAon ¢ Ouaiag/Tou . PapuakeuTiké TTPOIGVTA

Meiyparog

1.3 Zroixeia Tou TTpoun0euTH TOU SeATiou dedopévwv ao@algiag

Etaipeia . Organon & Co.
30 Hudson Street, 33nd floor
07302 Jersey City, New Jersey, U.S.A

TnAépwvo :  551-430-6000
AigBuvon nAekTpovikou :  EHSSTEWARD@organon.com

Taxudpopeiou Tou aTéuou
utreUBuvou yia 1o SDS

1.4 Ap1Bp6g TnAEPWVOU £TTEIyOUOAG AVAYKNG
215-631-6999

TMHMA 2: NMpoodiopIouog ETIKIVOUVOTNTAG

2.1 Ta§ivounon TnG ouciag 1} Tou pEiypMaTOG
Tagivopnon (KANONIZMOZ (EK) api6. 1272/2008)

EU@AekTa uypd, Katnyopia 2 H225: Yypd kai atpoi TToAU eU@AEKTQ.

EpeBiopdg Twv opBaApwy, Katnyopia 2 H319: MpokaAei coBapd opBAAUIKS epeBICUO.
EidIkn To€ikéTNTa 0T 6pYyava-oTOXOUG - H336: Mtropei va trpokaAéoel utrvnAia i CAAn.

Mia epdatrag €kBeon, Katnyopia 3

Xpovia TogIKOTNTA yia TO UBATIVO H411: Togikd yia Toug udpofioug opyaviououg, Pe
mepIB&AAov, Katnyopia 2 MOKPOXPOVIEG ETTITITWOEIG.

2.2 ZTolx€ia emofuavong

Emonupavon (KANONIZMOX (EK) api6. 1272/2008)
Eikovoypduuara Kivouvou

MposidoTtroiNTiKA AéEN : Kivduvog

AnAwoeig emkivouvotnTag  : H225  Yypod kai atpoi TToAU eU@AeKTaQ.
H319 TpokaAei cofapd opOBaAuIKS epeBIouO.
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H336 Mrropei va TTpokaAéael uttvnAia fj CAAn.
H411 Togiké yia Toug udpodpIoug opyaviouous, UE
MOKPOXPOVIEG ETTITITWOEIG.
AnAWOEIG TIPOQUAGEEWY

MpoAnyn:

P210 Makpid atd BepudtnTa, BepUES ETIQAVEIEG, OTTIVOAPEG,
YUHVI @AOYa Kal GAAEG TTNYEG avA@AEENG. Mnv KaTTViCeTE.
P233 Na diatnpeital 0 TTEPIEKTNG EPUNTIKG KAEIOTOG.

P273 Na atro@elyeTal n eAeuBépwaon oTo TTEPIBAAAOV.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/ TIPOCTATEUTIKA
evoupaTa/ H€Oa ATOUIKAG TTPOCTAGIAG YIa T YATIO/ TTPOCWTTO.

Eméufaon:

P304 + P340 + P312 ZE MEPINTQXH EIZNMNOHZ:
MeTagépare Tov TaBOvTa aTov KaBapd agpa Kal aQrjoTe ToV va
EekoupaoTei oe aTdon TTou DIEUKOAUVEI TNV avaTrvor). KaAéoTte
10 KENTPO AHAHTHPIAZEQN/y1a1p0, av aigbavBeite
adiabeoia.

P337 + P313 Edv dev uttoxwpei 0 0QBaApIKOS peBICUOG:
>upuBouAeubBeite/ ETiokepBeite yiaTpo.

Emmkiviuva cuoTaTtika TTou TTPETTEI va avaypa@ovTal OTnV ETIKETA:

MpoTtrav-2-6An

2.3 AAAol Kivduvol
O1 AaTpoi gival duvaTtdv va oxXnUaTioouv PE TOV aépa PEIYHA IKavO va EKPAYEI.

TMHMA 3: 20vBson/TrAnpo@opisg yia T CUCTATIKA

3.2 Meiypata
Emikivouva TrepIEXOUEVA OCUCTATIKA
XnuIkr ovouagia CAS-Apib. Tagivéunon 2UYKEVTPWON
EK-Api6. (% wiw)
Ap1Bu6g katahdyou
Ap1Bu6S
Karaxwpnong
Mpotrav-2-6An 67-63-0 Flam. Lig. 2; H225 >=30-<50
200-661-7 Eye Irrit. 2; H319
603-117-00-0 STOT SE 3; H336
Mometasone Furoate 83919-23-7 Repr. 1B; H360Df >=0,1-<0,25
STOT RE 2; H373
Aquatic Chronic 1;
H410

MNa ee€iynon Twv ocuvtopoypa@iwyv BAETTE evéTnTa 16.

2/24




AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

- ORGANON
Mometasone Lotion Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
1.2 AvaBewpnong: Aedopévwv 25.09.2017
18.12.2017 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 25.09.2017

1998189-00002

TMHMA 4: Métpa TTpWwTWYV Bondsiwyv

4.1 Meprypa@n TwWV HETPWYV TTPWTWYV Bondsiwv

evikég uTTOOEICEIS . ZE TIEPITITWAN aTUXAMATOG ) av dev a1oBAveade KaAd,
€100TTOIEIOTE TOV YIATPO.
Av dIapKOUV TO GUUTITWHATA 1] UTTAPXEI KATToIO au@IBoAia,
OUMPBOUAEUBEiTE £va yiaTpO.

MpooTtacia Twv TpoowTiwy  : Ocol Tpoopépouv Tig MNpwTeg BorBeieg Ba TpéTrel va
TTOU TTAPEXOUV TTPWTEG TIPOCEEOUV TNV QUTOTTPOCTACIA KAl VA XPNOIUOTTOIoUV TOV
BonBeieg OUVIOTWHEVO ATOMIKO TTPOCTATEUTIKO EEOTTAICUO OTAV UTTAPXEI

n meavotnTa ékBeong.

2€ TTEPITITWON EICTTVOAG . Z& TTEPITITWAN EICTIVONG JETOQEPETE TO BUUA OTO KABapd
agpa.
ZuUpBouAeuTEiTE YIOTPO.

2€ TIEPITITWON ETTOQAG METO . Z€ TTEPITITWAON ETTAQPNG EETTAUVETE AUECWG TO DEPUA ME
Oépua agpBovo vepo.
BydAte Ta poAuopéva polxa Kai TTatrouTala.
2upBouleurteite yiaTpo.
MAUveTe Ta poAuopéva TToUXa TIPIV TA EAVOPOPETETE.
KaBapioTe empueAws Ta TTATTOUTOIA TIPIV TNV
ETTAVAXPNCIYOTTOINGN.

¢ TTEPITITWON ETTOPNAG PETA € TTEPITITWON ETTAPAS EETTAUVETE AUEOWG Ta PATIA PE dpBovo
pdaTia VEPO YIa TOUAGXIOTOV 15 AeTTTA.
ATtropakpuUveTte, av gival dSuvaTtd, Toug PakoUus ETTAPNG.
2UMBouUAeuTEiTE VIOTPO.

2¢ TTEPITITWON KATATTOONG : Ze mepimrtwon Katdmoong: MHN TTpokaA£oETE EUETO.
ZupBouleuteite yiaTpo.
MMAUveTE TO OTOUA OXOAQOTIKG pE vEPOD.

4.2 INUAVTIKOTEPA CUMTITWHATA KAl ETMISPACEIG, AUETEG ) HETAYEVEOTEPES

Kivduvol . TpokaAei coBapd oBAAPIKO peBICUO.
Mrtropei va TTpokaAéael uttvnAia 1} CaAn.

4.3 'Evdei§n orolaodAITOTE ATTAITOUMEVNG AMECNG IATPIKAG @POVTIdAG Kal €18IKAG OepaTreiag
MeTayeipion © AVTIMETWTTIOTE TA CUPTITWHOTA KAl OTNPIETE TOV A0BEVT).

TMHMA 5: Métpa yia TRV KATATTOAEUNON TNG TTUPKAYIAG

5.1 NMupooBeoTIKA HECA
KatdAAnAa TTupooBeoTikG . Ekvépwpa vepou
péoa AQpbg 0TaBePOG a€ AAKOOAN
Aioggidio Tou avBpaka (CO2)
=npd xnuIKA péoa TTupooBeong
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AkatdAAnAa TTUPOCRETTIKA
péoa

Aéoun Tremmeopévou vepou OI' EKTOEEUOEWS

5.2 E181Kkoi KivBuvol TTou TTPpOKUTITOUV OT1Td TNV OUCid I} TO HEiyua

ISiaiTepor kivduvol katd Tnv
KatatmmoAéunon Tng
TTUPKAYIGG

Emkivbuva 1TpoidvTa
KaUOoEWG

Mn xpnoigoTrolgite S€oUN TTETTIECUEVOU VEPOU OI' EKTOEEUOEWG
TTPOG ATTOPUYT] BIACKOPTTIGHOU Kal EEATTAWONG TNG GWTIAG.

H emoTtpo@n TNG @ASGYyag atmd peydAn amdéoTaon gival duvarh.
O1 atpoi mBavév oxnuaTiouv JE TOV aépa EKPNKTIKO PEVUA.
H ékBean o€ KauoIya TTPOIGVTA PTTOPEI va ival KivOuvog yia
TNV uyeia.

O¢eidia Tou avBpakog

5.3 ZuoTdoEIg yia TOUG TTUPOORECTEG

Ei1d1k6¢ TTpooTaTEUTIKOG
€EOTTAIOUOG IO TOUG
TTUPOOREDTEG

Eidikég pébodol TrupdoBeang

2€ TTEPITITWON TTUPKAYIAG EXETE AQUTOOUVANN AVATTVEUCTIKN
OUOKeEUH. XpNOIUOTIOINOTE TIPOCWTTIKY evduuacia
TTPOOTACIAG.

XpnoIyoTToINoTe HEGa TTUPOCRECNG TTOU gival KATAAANAa yia
TIG OUVONAKEG Kal TO TTEPIBAAAOV.

Mo ™ YRén Twv KAEIOTWV BOXEIWV XPNOILOTIOIEIOTE YEKACUA
vepou.

A@aipéoTe Ta aképaia doxeia atrd TNV TTEPIOXT TTUPKAYIAG, EAQV
auTO €ival a0PAAEG VO TO TTPAEETE.

EkkevwaoTe TNV TTEPIOXN.

TMHMA 6: Métpa yia TRV QVTIMETWTTION TUXaioag éKAuong

6.1 NpoowTTIKEG TTPOPUAAEEIG, TTPOOTATEUTIKOG £EOTTAICOG Kal S1081KATiIEG EKTAKTNG AVAYKNG

MpoowTTIKEG TTPOPUAAEEIS

6.2 Mep1BaAAoVTIKEG TTPOQPUAGEEIG

MepiBaAAovTikEG
TTPOQUAAEEIG

ATTOPOKPUVETE OAEG TIG TTNYES AVAPAEENG.

E¢agepioTe TOV XWpPO.

XpnoIPoTTOINOTE TTPOCWTTIKI EVOUACia TTPOC0TACIAG.
AkoAouBnaoTe TIGC GUUBOUAEG YIO AOPAAR XEIPICUO Kal TIG
OUOTAOEIG VIO OTOUIKO TTPOCTATEUTIKO £EOTTAIGHO.

H atroBoAn aTto epIBAANOV TTPETTEI VO ATTOPEUYETAI.
EutrodioTe Tn TrepeTaipw diappon Kai dIagKOoPTTIONO, av auTd
givar duvaTd dixwg Kivouvo.

EutrodioTe Tnv e€amAwon o€ peyaAn tepioxn (1T.X. HEOW
TTEPIOPIOUOU A PpAyuaTa Aaiou).

To poAuapuévo vepd TTAUCEWGS CUAAEyETaI Kal DIaTiBeTAl.
EidoTtroIgioTE TIG TOTTIKEG UTTNPETIEG, AV UTTAPXEI TNUAVTIKOG
OIAOKOPTTIONOG KAl OEV UTTOPET VA TTEPIOPIOTEI.
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6.3 MéB80odo1 kal UAIKA yia TTEpIOPICHO Kal KaBapioud

MéBodol kaBapiouou

6.4 MapatrouTA o€ AAAQ TUAMATA
BAéte TuRuara: 7, 8, 11, 12 kan 13.

Mpémel va xpnoiyoTtroloUvTal EpyaAgia TTou dev TTapayouv
ommvenpa.

2UYKEVTPWOTE PE adpaveéG HECO aTTopPOPNONG.
Aépia/aTuoi/vEpol aTTopaKPUVOVTAl JE WEKATHO VEPOU.

o peydAeg knAideg, TTAPACKETE AVTITTANUPUPIKA avaXWHaTA i
GAAEG KATAAANAEG OTEYaVEG CUWIVEG VIO VA OTTOTPEWETE TV
e€amAwon Tou UAIKoU. Edv gival duvatr n avrAnon Tou UAIKOU
TTOU TTPOEPXETAI ATTO TA AVTITIANUMUPIKA avaxwuaTa,
aTTOONKEVUTETE TO AVAKTNOEV UAIKG aTOV KATAAANAO TTEPIEKTN.
KaBapioTe Ta uttoAEITTOUEVA UAIKA TNG KNAIdAG PE TOV
KatdAAnAo TTpocpo@nTHh.

O1 ToTTIKOI 1} €BVIKOI KAVOVIGUOI EVOEXETAI VO EPAPHOCTOUV OE
TTEPITTITWON ATTEAEUBEPWONG Kal ATTOPPIYNG TOU UAIKOU auTou,
KaBwg Kal 60wV UAIKWYV Kal TEpaxiwv xpnaigotroiénkav Katé
TOV KaBapIoud Twv atreAeuBepwEVV OUCIWV. Oa TTPETTEl va
TTPOCBIOPICETE TTOI0I KAVOVIOUOI Eival EQAPUOCTEOL.

2116 evoTNTEG 13 KA1 15 TOU TTAPOVTOG PUANOU aOPaAEiag
0edOUEVWIV TTAPEXOUV TTANPOPOPIEG OXETIKA WE TIG ATTAITACEIG
OPICUEVWV TOTTIKWV A EBVIKWV KAVOVIGHUWV.

TMHMA 7: Xei1piop6g kai atrofikeuon

7.1 NMpo@uAdgeig yia ac@ali X£IpI0'|JO

Texvika pETpa

TomKOG/TevIKOG e€aEPIOUOG

Ymodeitelg yia ac@aln
XEIPIOUO

MéTpa uyieivig

Acite Mnxavika yétpa oto Tufpa EAEMXOZ THZ
EKOEZHZ/ATOMIKH MPOXTAZIA.

XPNOIUOTTOIEIOTE TOTTIKO £EQEPIOUO yIa T avadIdopEva agpia.
Na xpnoiyoTtroigital yévo o€ TTepIoyr) TTou dIaBETel e€aepioud
ME QVTIEKPNKTIKY TTpOOTACIq, €AV AUTO evdeikvuTal PE BACN TV
agloAdynan Tou TOTTIKOU duvapikoU £kBeang

Mnv agnaoTe va £€pBel o€ eTTaQr Pe To d€pua f TNV evoupaaoia.
Mnv avatvéeTe TOUG ATPOUG ) T EKVEQWUATA.

Mn kaTaTiveTe.

ATTOQEUYETE TNV ETTAQPN PE TA UATIAL.

O XeIpIOPOG TTPETTEN VA YiveTal CUP@QWVA PE TIG BEATIOTEG
TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG KAl ao@AAEIOG, YE BAon Ta
ATTOTEAEOUATA TNG EKTINNONG €KBEONG OTOV XWPO £PYOTiag
Mpétel va xpnoiyoTroiouvTal Epyalgia TTou dev TTapdyouv
ommvenpa.

Na diaTtnpeital o TEPIEKTNG EPUNTIKA KAEIOTOG.

DUAGETE TO pakKpIG aTrd TINYEG BEpPavang Kal ava@AEgng.
NGBETE TTPOCTATEUTIKA PETPA £VAVTI NAEKTPOOTATIKWV
EKKEVWTEWV.

®povTioTe va aTroTPEWETE TIG IOPPOES, Ta ATTORANTA KAl va
eAaxIoTOTTOINCETE TNV aTTeEAEUBEPWOTN OTO TTEPIBAAAOV.
BeBaiwBeite 611 o1 TTidaKeG TTAUONG OPOAAUWY KAl TO VTOUG
ao@alAcgiag BpiokovTal KovTd oTo XWwpPo epyaciag. Otav 10
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XPNOIYOTIOIEITE PNV TPWTE, YNV TTIVETE, Unv KatvifeTe. MNMAUveTE
Ta JOAUCUEVA pouxa TTPIV T EAVAPOPETETE.

H atroteAeopaTIKA AsITOupyia pIag eykaTdoTaong TTPETTEN Va
TEPIANQUBAVEI TNV ETTIBEWPNOCN TWV PNXAVIKWY PETPWV
eAEyXOU, TOV OWOTO XEIPIOWO TOU €EOTTAIGUOU ATOMIKAG
TIPOOTACIAG, TIG KATAAANAEG B1adIKaaieg apaipeong POUXICUOU
Kal atroAUpavong, EAEyX0 TNG EPYACIOKNAG UYIEIVAG, IATPIKN
ETTITAPNCN Kal XPron SIOIKNTIKWY PETPWYV EAEYXOU.

7.2 ZuvOnkeg ac@aloug @UAaNg, cuptrepIAaBaVOEVWY TUXOV ACOUURBIBACTWY KATAOTACEWYV
ATTITACEIG YIa XWPOUG
atroBrikeuong kal doxeia

YTT00¢€igeIg yia KoIVA
atoBnkeuon

7.3 EIBIKA TEAIKA XpAON 1| XPNOEIg
Eidikn xprion 1 xproeig

AmroBnkeleTal og doxeia TTou Ye owoTh onuavon. Guldooetal
KAEIdwEvo. AlaTnpeital KaAd KAgIoTd. Alatnpeital kpuo, o€
KaAd& €€agp1COueVO XwpPo. ATToBNKEUETAI CUPNQWVA WE TIG
1I010iTEPEG €BVIKEG VOUIKEG DIaTAEEIG. PUAGETE TO JaKPIG aTTO
TTNYEC B€puavang Kal avapAegng.

Mnv atToBnkeleTe pe TOUG AKOGAOUBOUG TUTTOUG TTPOIOVTWV:
loxupd o&eIdWTIKG péoa

Opyavika utrepoéeidia

EUgpAekTa oTEPEG

Mupogopika uypd

MNMupo@opika oTeped

AuToBEpUaIVOUEVEG OUTIEC KAl PEiypaTa

Ougaigg kal peiyparta Ta oTToia O€ ETTAQPN UE TO VEPO EKAUOUV
eUQAEKTO aEpIa

ExpnkTIKé

Aépia

Aev uttdpxouv oToIxEia

TMHMA 8: 'EAeyx0og TnG £€KBEONG/ATOUIKA TTPOOTATIA

8.1 NapdueTpol eAéyxou

Opia erayyeApaTIKAG €KBEONG

2UoTaTIKA CAS-ApiB. Eidog Tipng MapdaueTpol eEAEyXOU Bdon
(Eidog Tng
eKBEoEWC)
Mpotrav-2-6An 67-63-0 TWA 400 ppm GR OEL
980 mg/m?3
STEL 500 ppm GR OEL
1.225 mg/m3
Mometasone 83919-23-7 | TWA 1 pg/m3 (OEB 4) Merck
Furoate
Mepaitépw Aépua
TTANPOPOPIES
| Opio kaBapiouoy | 10 pg/100 cm? | Merck
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Huepounvia Tng TeAeutaiag ékdoong:

Etritredo xwpig emmrwoeig (DNEL) ouppwva pe Tov Kavoviopé (EK) apibu. 1907/2006:

Ovopaaia Tng ouaiag | TeAIKA xpron Odoi €kBeang AuvnTikEG BAGReG TG | TiuA
uyeiag
MpoTtrav-2-6An Epyalduevol EioTrvon Makpoxpovia - 500 mg/m?3
OUOTEMIKA
atroteAéouaTa
Epyalopevol Etmapn pe 1o Makpoxpovia - 888 mg / kg
Oépua OUOTEMIKA OWHMOTIKO
atmmoteAéouaTa Bapog / nuépa
KatavoAwTrég Eiomrvon Makpoypovia - 89 mg/m?
OUCTEMIKA
atmmoteAéouaTa
KatavaAwTrég Emaen pe 10 Makpoypovia - 319 mg / kg
déppa OUOTEUIKA owuaTiké
atroTeAéouaTa Bapog / nuépa
KatavaAwTég Katdtroon Makpoxpovia - 26 mg/ kg
OUOTEMIKA OWHMOTIKO
atroTeAéouaTa Bapog / nuépa
FTAUKOAN Epyaldpevol EioTrvon Makpoxpovia - 10 mg/m3
TOTTIKG
atmmoreAéouaTa
Epyaldpuevol EioTrvon Makpoxpovia - 168 mg/m?3
OUOTEMIKA
atoTeAéouaTa
KatavaAwTég Eiomrvon Makpoypovia - 10 mg/m3
TOTTIKG
ammoTeAéouaTa
KatavaAwTég Eiomrvon Makpoypovia - 50 mg/m?
OUGCTEMIKA
atmoTeAéouaTa

PORAeTOHEVN OUYKEVTPWON XWpPig emiTTTwoelg (PNEC) oUppwva pe Tov Kavoviouod (EK)

apifu. 1907/2006:

Ovopaaia TG ouaiag MepiBaAlovTiké Tunua Tiun

MpoTtrav-2-6An "AUKO vepod 140,9 mg/I
©aAdooio Udwp 140,9 mg/l
Alakekoupévn xpron / atreAeuBépwon 140,9 mg/l
Movéda eme€epyaaiog AupaTwy 2251 mg/l
I¢nua Tou yAukoU vepou 552 mg/kg
OaAdooio iCnua 552 mg/kg
ESapog 28 mg/kg
A6 otépartog (Yodarivo MepiBaAiov 160 mg / kg
(ouptrepiAapBavopévwy Twv IENUETWY)) TPOYiJwVv

"TAUKOAN "AuK6 vepo 260 mg/l
OaAdoaio Udwp 26 mg/l
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Alakekoupévn xpnon / atreAeuBépwaon 183 mg/I
Movada emmeéepyaaiag Aupdtwy 20000 mg/I
I¢nua Tou yYAukoU vepoU 572 mg/kg
©aAdooio iCnua 57,2 mg/kg
Edagog 50 mg/kg

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPA

OAa ta pnxavikd géTpa eAEyXou TTPETTEI va UAOTTOINBOUV CUUQWVA E TOV OXEDIAOUO TNG
EYKATAOTAONG KAl O XEIPIOPOG TOUG TTPETTEN va yiveTal pe Baaon Tig apxég OpBrg KataokeuaoTiKAg
MPAKTIKAG yIa TNV TTPOCTACTA TWV TTPOIOVTWY, TWV £PYalopévwy Kal Tou TTEPIBAAAOVTOG.
OuaoiaaTikd dev ETTITPETTETAI KAVEVAG XEIPIOPOG XWPIG EYKAWBIoUO.

XpnoiyoTrolgite KAEIOTA cuoThpaTa £TTEEEPYOTiag i TEXVOAOyieG eyKAwPBIoUOU.

2 TTEPITITWON XEIPIOPOU O€ EPYATTAPIO, XPNOIYOTTOIEITE KATAAANAQ oxedlacpuévo BdAauo
BioAoyikAg ac@aAeiag, atraywyd avabupidaewy 1] GAAN cuokeun eyKAWPRIOUOU €AV UTTAPXEI
mBavoTnTa agpowekacuou. Edv auth n mBavoeTnTa Oev UTTAPXEI, O XEIPIOUOG TTPETTEI val YiveTal
eTTAVW 0€ DIOKOUG 1 ETTIPAVEIEG TTAYKWY E ETTEVOUOT.

ATOMIKOG TTPOOTATEUTIKOG £EOTTAIONOG

MpooTagia Twv PaTIV . DopdTe TTPOCTATEUTIKA YUOAIG PE TTAEUPIKA TTPOCTATEUTIKA I
TTPOCWTTIOEG.
Edav 1o repIBaAAov epyaaiag A k&troia dpacTnpidTnTa
TepIAapuBdvel ouvlAkeg pe okOveg, opixAeg i agpoAupara,
TIPETTEI VO QOPATE Ta KATAAANAQ TTPOCTATEUTIKA YUAAIG.
dopdaTe TTPOCTATEUTIKA TTPOCWTTIOA 1 AAAO PHECO TTpOCTACiag
OAGKANPOU TOU TTPOCWTTOU €AV UTTAPXE! TTIBAVOTNTA AUECNG
ETTAPRAS TOU TTPOCWTTOU PE OKOVEG, OUIXAES i} agpoAlpuaTa.

MNpooTacia Twv XEPIWV

YAIKO . Tavmia avBekTIKG O€ XNUIKEG OUaiEg

Mapatnproeig . E&erdoTe 1O evdeXOUEVO XPrIONG OITTAWY YAVTIWV. ZNUEIWOCTE
OTI TO TTPOIOV €ival EUPAEKTO, YEYOVOGS TTOU PTTOPEI va
ETTNPEACEI TNV ETTIAOYK TTPOCTACIA YIO TO XEPIQ.

MpooTtacia Tou dépuatog kal  : Popdre OpUa £pyaaiag r epyacTnPIaKr] TTodId.

TOU OWUATOG Mpétrel va eTTioNng va xpnolyoTrolouvTal TTpOoBeTa evoUupaTa
avdloya pe Thv epyacia Tou eKTEAEITAI (TT.X. TTPOOTATEUTIKA
pavikia, Todid, yavTia, 0TOAEG piag Xpriong) yia TV aTToQuUYN
TNG £€KBEONG ETTIPAVEIWV TOU BEPUATOG.

XpNOIYOTTOIEITE TIG KATAAANAEG TEXVIKEG YIO TNV APAipECN TOU
ouvnTIKA HOAUCEVOU POUXICHOU.

MpooTtacia Twv . ®opdte YEGA ATOWIKAG TTPOCTACIAG TNG AVATIVOAG, EKTOG Kal

QVOTTVEUCTIKWY 00WV €AV TTOPEXETAI ETTAPKNG ECOEPICPOG UE EVTOTTIOUEVN
avappo®nan r €kTog Kal €av n agiloAdynon g ékBeang
uTtodEIKVUEl OTI 01 EKBEDEIG BpioKOoVTal EVTOG TwV
OUVIOTWHEVWY 0BNYIWYV TTEPT €KBEONG.

®iATpo TUTTOU : TUmog ouvduaouoU CwHaTIdiwY Kal opyavikoUu aTuou (A-P)
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TMHMA 9: ®uoikég Kal XNHIKEG 1810TNTEG

9.1 Zroixeia yia TIg BACIKEG QUOIKEG KAl XNHIKEG 1810TNTEG

-5 ORGANON

Huepounvia Tng TeAeutaiag ékdoong:
25.09.2017
Huepounvia mpwtng ékdoong: 25.09.2017

Oun YOAGKTWUA

Xpwua axpwpo, dlapaveég, Ewg, dIaPAVES
Ooun Aev uttépXouVv TTANPOPOPIEG.
Oplio ooung Aev uttépxouv aToIxeia

pH 4,5

Znueio TAgewg/onueio TTAEEWG
ApXIKG onueio ¢éong Kai
epIoXN ¢éong

Znueio avapAegng

Taxutnta €€aTuIoNg
Ava@AeCIuoTNTa (OTEPED,
aéplo)

AvwTepo 6pio €kpnéng /
AvWTEPO OpI0 avapAeEng

Katwtepo 6pio €kpnéng /
Katwtepo 6plo avapAegng

Mieon aTpwv

2YETIKA TTUKVOTNG ATHWV

2ZXETIKA TTUKVOTNTA

MukvoTnTa

AloAutéTnTa (SIGAUTOTNTEG)
YoarodioAuTtéTnTa

2UVTEAEOTAG KATAVOUAG: N-

OKTAVOAN/vePO

Oepuokpacia autoavapAegng

O¢epuokpacia aroouvBeong

1€Wdeg
[EWdEG, KIVNTIKO

EkpnKTIKEG 1016TNTEG

OLeIdWTIKES 1010TNTEG

Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEIa

18,4 °C
M£B0d0g: KAEIOTO KUTTEAAO

Aev uttépxouv oTolxeia
Mn epapudoiuo

Agv uttdpxouv oToIXEia

Agv uttdp)ouv oToIXEia

Aev uttéipxouv aTolxeia
Aev uttépxouv aTolxeia
Agv uttdp)ouv oToIXEia
Agv uttdp)ouv oToIXEia
Agv uttdp)ouv oToIXEia
Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia

Aev uttdpxouv oToIxEia
Mn €kpNKTIKO

H ouaia ) To peiypa dev Tagivoueital wg oeIdwTIKO.
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9.2 ANAeg TTAnpo@opieg

Ava@Ae€iudétnTa (uypd) : Ava@A£giuo (BA. onueio avagAegng)
Mopiaké Bdpog : Agv utrdpyouv aToixeia
MéyeBog cwpuaTidiwv . Agv utrdpyouv aToixEia

TMHMA 10: Z1aBgpdTNTA KOl AVTISPACTIKOTNTA

10.1 AvTidpaoTiKéTNTA

Mn Tagivounuévo wg Kivouvog avTidpaoTIKOTNTAG.
10.2 XnuIkA oTa0gpOTNTA

2100epd KATW aTTO KAVOVIKEG OUVONKEG.

10.3 MBavéTnTa MIKivOUVwy avTidpdoewyv

Emikivbuveg avmidpdoeig © Yypo kai aTuoi TTOAU eU@AEKTA.
O1 AaTpoi gival duvaTtdv va axnuUaTioouv Pe ToV aépa Peiypa
IKAVO va EKPAYEI.
Mrropei va avTidpdoel Je I0XUPOUG 0EEIBWTIKOUG TTAPAYOVTEG.

10.4 ZuvBnkKeg TTPOG ATTOPUYRHV
> UVOAKEG TTPOG ATTOPUYRYV © OgppotnTa, PAGYEG Kal OTTiBEG.

10.5 Mn ocupBard uAikd
YAiké TTpog atropuyn : O&edwrTikG péoa

10.6 Emikivduva TrpoidévTa atrooivleong
Agv gival yvwoTd eTmikivouva 1Tpoidévta didoTTacng.

TMHMA 11: TogikoAoyikég TTAnpo@opiEg

11.1 NAnpo@opiteg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpoopicg yia Toaveg . Elomvon
0douUg ékBeang Etragpn pe 10 dépua
Katdroon

Emaen patnwv
O¢eia TogIkOTNTO
Aev Tagivopeital pe Baon Tig S108£01UEG TTANPOYOPIEG.

ZUCTOTIKA:

Mpotrav-2-6An:

Oteia TogIkOTNTO ATTO TOU . LD50 (Apoupaiog): > 5.000 mg/kg
OTOUATOG

Oteia TogIkoTNTO dI1G TNG . LC50 (Apoupaiog): 72,6 mg/l
€I0TTVONG Xpovog ékBeong: 4 h
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ATuoéc@aIpa SOKIYNAG: aTUOG

Oteia TogIkOTNTA BId TOU . LD50 (Apoupaiog): > 5.000 mg/kg
OépuaTog

Mometasone Furoate:

Oteia TogIKOTNTO ATTO TOU . LD50 (Apoupaiog): > 2.000 mg/kg
OTOUATOG

LD50 (Movriki): > 2.000 mg/kg

Oteia TogIkoTNTA BIG TNG : LC50 (Apoupaiog): > 3,3 mg/l

€I0TTVONG Xpoévog ékBeong: 4 h
ATOC@aIpa BOKIUAG: OKOVN/EKVEQW A
Mapatnpenocig: Aev Tapatnpnbnke Bvnoiudtnta o€ auth Tn
ooon.

LC50 (Movriki): > 3,2 mg/l
Xpoévog ékBeong: 4 h
ATuOC@AIPa BOKIUAG: OKOVN/EKVEQW A

Oteia TogiIkoTNTa (GANOI 060i ;' LD50 (Apoupaiog): 300 mg/kg
AAWNG) Tpoétog EpappoyAg: YTTodopia
ZUNTITWHATA: AVOTTVEUOTIKEG BUOXEPEIES

AidBpwon kal epeBIOCNOG TOU BéPUATOG
Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.

ZUOTOTIKA:

Mpotrav-2-6An:
Eidog: KouvéAl
AtrotéAeopa: Kavévag epeBioudg Tou d€puaTog

Mometasone Furoate:
Eidog: KouvéAl
AtrotéAeopa: Kavévag epeBioudg Tou d€puaTog

2oBapn BAGBN/epeBIONOG TWV HATIWV
MpokaAei coBapd opBaAuIKS epeBIoud.

ZUCTATIKG:

Mpotrav-2-6An:
Eidog: KouvéA
AtrotéAeopa: EpeBiopdg Twv patiwyv, Tou avaoTpé@eTal péoa o€ 21 NUEPES

Mometasone Furoate:
Eidog: KouvéAl
AtrotéAeopa: Kavévag epeBIiouog Twv PaTiwv
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AvatrveuoTiKh guaioOnrotroinon f euaionToTroincn Tou d€pUaTog

EvaioBnToTtroinon Tou 8épparog
Aev Tagivopeital ue Bacn Tig S10BECIPES TTANPOYOPIEG.
EvaioBnToTtroinon Tng avamvong
Aev Tagivopeital pe Baon Tig S1aBE0IUES TTANPOYPOPIEG.

ZUOTOTIKA:

MpoTtrav-2-6An:

Eidog Aoxipng: Meipapa Buehler

Odoi ékBeang: ETragn e 1o dépua

Eidog: Yopbdyoipog

MéBodog: OECD KateuBuvTrpia ypauun dokiung 406
ATTOTéAEGHA: apVNTIKO

Mometasone Furoate:

Eidog Aokiung: Meipapa MeyioTotroinong

Odoi ékBeong: Aépua

Eidog: Yopbdyoipog

AloAdynan: Agv TTpokaAei euaioOnToTToinCN TOU OEPUATOC.

ATTOTéAEG A apVNTIKO

Mapatnpnocic: Ta atmroTeAéopaTta evog TTEIPAUATOS e UdPOXEIPOUG deiEave OTI AUTA N ouaia €XEl
Mia piIkpA dpdaon euaioBnToTroinang Tou dEPUATOG.

MeTaAAaglyéveon YEVVNTIKWY KUTTAPWV
Aev Tagivopeital ye Baon Tig S10BE0IUES TTANPOYPOPIEG.

ZUCTOTIKA:

Mpotrav-2-6An:
ovidloToIkOTNTA iN Vitro . Eidog Aokipng: Baktnpiakn dokipyacia avaotpoeng

petrédAAagng (AMES)
ATTOTEAEGUA: ApPVNTIKO

lovidioToIKOTNTA in Vivo . Eidog Aokiuig: AoKIUnA MIKPOTTUPHVWY EPUBPOKUTTAPWY O
ONAQOTIKA (KUTTOPOYEVETIKR dOKIPaAaia in vivo)
Eidog: Movriki
Tpotrog Epapuoyng: EvdoTtrepiTovikr éveon
ATToTéAEGUA: ApPVNTIKO

Mometasone Furoate:
ovidloTogIKATNTA in Vitro . Eidog Aokiung: Baktnpiakn dokiyagia avaotpoeng

peTaAAaEng (AMES)
ATToTéAEGUA: APVNTIKO

Eidog Aokiung: XpwPoowWIKA EKTPOTTH
200TnUa doKIPAG: KUTTapa TveUpova KIVECIKOU XAUoTEP
ATToTéAEGUA: APVNTIKO
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IovidIoTOEIKATNTA in Vivo

MeTaAAalyéveon yevvnTiKWv
KUTTapwv- AEIoAGynan

Eidog Aokiung: XpwuoowWIKA EKTPOTTH
200TnPa SOKIPNAG: KUTTapa owBKNG KIVECIKOU XAUOTEP
ATtroTéAeapa:; BeTIKO

Eidog Aokiuig: Aépowpa MNovTikiou
ATTOTéEAEGUA: APVNTIKO

Eidog Aokiung: AoKIur MIKPOTTUPAVWYV
Eidog: Movriki

Tpétog E@appoyng: ATrd oTOpaTOg
ATToTéAeCQ: apvnTIKO

Eidog Aokiung: XpwHOOWHIKA EKTPOTTN
Eidog: Apoupaiog

TUTTOG KUTTAPOU: MUEASG TWV OOTWV
ATTOTEAEGUA: ApPVNTIKO

Eidog AoKIUNG: un TTpoypapuaTiopévn doKiyaaia auvBeong
DNA

Eidog: Apoupaiog

TOtog kuTTépou: KutTapa ATTaTog

ATToTéAEGA: apvNTIKO

To BApog TwV ETTIOTNHOVIKWY OTOIXEIWV dEV UTTOOTNPICEI TNV
Tagivounon wg peTaAAagioyovo TTapdyovTa yevvnTiKoU

KUTTApou.

Kapkivoyéveon
Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOPOPIEG.

ZUOTOTIKA:

Mpotrav-2-6An:

Eidog: Apoupaiog

Tpdtmog Epapuoyng: eioTvor] (aTuog)

Xpbvog ékBeong: 104 efdopdadeg

MéBodog: OECD KarteuBuvTrpia ypauur dokiung 451
ATToTéAECHA: apvNTIKO

Mometasone Furoate:

Eidog: Apoupaiog

Tpotrog Epapuoyng: Eiotrvon
Xpévog ékBeong: 2 ETn

Adon: 0.067 mg / kg Bapog cwparog
ATtToTéAECUA: apvNTIKO

Eidog: Movriki

Tpdmog E@appoyng: Eiotrvon
Xpoévog ékBeong: 19 Mrveg

Adon: 0.160 mg / kg Bapog cwuartog
ATTOTEAEGHA: ApVNTIKO
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ToIkéTNTA YIA TNV AvATTAPAYWYK

Aev Tagivopeital pe Baon Tig S1aBEIUES TTANPOPOPIEG.

ZUOTOTIKA:

MpoTtrav-2-6An:

Emmrwoeig otn yovipotnta ;. Eidog Aokiung: MeAéTng To0EIkOTNTOG OTNV avatrapaywyn duo

YEVEWV

Eidog: Apoupaiog

Tpoétog Epappoyng: Katatoon
ATTOTEAEGUA: ApPVNTIKO

Emodpdoeig otnv avamTugn . Eidog Aokiung: Eppuikn avamtugn
TOU €U pUou Eidog: Apoupaiog
Tpoétog EpappoyAg: Katatroon
ATToTéAeCA: apvnTIKO

Mometasone Furoate:

Emmrwoeig otn yovipoétnta  : Eidog Aokiung: MNovipétnta
Eidog: Apoupaiog
TpoéTmog EpappoyAg: YTodopia
MovipétnTa: NOAEL: 0,015 mg / kg Bapog cwparog
Supmrtwpata: Meiwpéveg mOavoTnTeG ETMIRIWONG Tou guPpUOU
Meiwpévo Bdapog Tou eufpuo.
AmrotéAecpa: Kapia emidpaan otn yoviudtnra., Emdpdocig
OTNV AvVaTTaPaYWYIKN IKavOTNTA.

Emdpdoeig oTnv avatTugn . Eidog Aokipng: EpBpuikr avattugn

TOU €uppUOU Eidog: Movriki
Tpotrog Epapuoyng: Ymodopia
EuBpuikn to€ikétnTa.: LOAEL: 0,06 mg / kg Bdpog cwparog
AtrotéAecpa: EpBpuoTtolikég emdpdoeig., Tepatoyévean Kai
avaTrTuglakr ToEIKOTNTA

Eidog Aokiung: EpBpuikA avamtugn

Eidog: Apoupaiog

Tpotrog E@apuoyng: Aépua

EuBpuikn toéikétnTa.: LOAEL: 0,3 mg / kg Bdpog cwpuatog
AmotéAeopa: EpBpuikA TogikéTnTO.

Eidog Aokiyng: EpBpuikn) avamTuén

Eidog: KouvéA

Tpotrog EpapuoyAg: Aépua

EuBpuikn to€ikétnTa.: LOAEL: 0,15 mg / kg Bdpog cwparog
AtrotéAeopa: EpBpuikn ToéikdtnTa., Naparnpridnkav
aVWHAaAIEG.

Eidog Aokiung: EpBpuikh avamtugn
Eidog: Apoupaiog
Tpotrog Egapuoyng: Ymodopia

14/ 24



AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

- ORGANON
Mometasone Lotion Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
1.2 AvaBewpnong: Aedopévwv 25.09.2017
18.12.2017 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 25.09.2017

1998189-00002

EuBpuikn to€ikétnTa.: LOAEL: 0,15 mg / kg Bapog cwpuarog
AtrotéAeopa: Emdpdoeig 010 veEOyVo.

Eidog Aokiung: EuBpuikn avamtuén

Eidog: Kouvé

Tpotog E@appoyAg: AT oTOUATOG

EuBpuikn to€ikétnTa.: LOAEL: 0,7 mg / kg Bapog cwuartog
AtrotéAecapa: EpBpuikn TofikétnTa., MNaparnpnénkav

AVWHAaAIEG.
To&IKOTNTA VIO TNV : Ymapyouv cageig atmodeigelg duouevwy emMOPATEWY OTNV
avatrapaywyn - AgloAdynon avaTtrTuén, ye Bdon meipdpata o€ wa., YTTAPXoUV PEPIKES

evOEIgeIg yIa duopeveig emMOPATEIG OTN OEEOUAAIKT AgIToupyia
KOl yovIuoTNnTa, JE BAon Treipduara o€ wa.

STOT-e@atrag ékBeon
Mrropei va TrpokaAéael uttvnAia r) CaAn.

ZUCTOTIKA:

Mpotrav-2-6An:
Alohéynon: M1ropei va TTpokaAéoel uttvnAia i CaAn.

Mometasone Furoate:
Mapatnpnrocig: Baoel Twv dlabéoipwy dedopévwy, Ta KpITAPIa Tagivounang dev TTAnpouvTal.

STOT-emravelAnpuévn ékBeon
Aev Tagivopeital pe Baon TG S10BE0IUES TTANPOYOPIEG.

ZUCTOTIKA:

Mometasone Furoate:

Odoi £kBeang: eigmvor] (okévn/opixAn/Katrvoi)

Opyava Z16x01: AvoooTroinTiké aUaTnpa, 2ukwTl, Ne@pd, Aépua

AloAoynan: MTopei va TTpokaAéoel BAGREG oTa Opyava UOTEPQ ATTO TTAPATETAPEVN )
emaveIAnuuévn €kBean.

TogikéTnTa eTTaAvaAappavopevng dé6ong
ZUCTATIKA:

Mpotrav-2-6An:

Eidog: Apoupaiog

NOAEL: 5000 ppm

Tpotog E@apuoyng: eioTrvor] (aTuog)

Xpoévog ékBeong: 104 ERdop

MéBodog: OECD KarteuBuvTrpia ypauur dokiung 413

Mometasone Furoate:
Eidog: Apoupaiog
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NOAEL: 0,005 mg/kg

LOAEL: 0,3 mg/kg

Tpotrog EgappoyAg: ATTd oTOPATOG

Xpoévog ékBeong: 30 d

Opyava Z16x0!I: Aup@adéveg, ZukwTl, Eiveppidlog adévag, Aépua, OUuog

Eidog: ZkUAog

LOAEL: 0,5 mg/kg

Tpémog E@appoyrig: Ard oTtéuaTog

Xpovog ékBeong: 30 d

Opyava Z1ox01: Auppadéveg, ZukwTl, Emiveppidiog adévag, Aépua, Ouuog

Eidog: Apoupaiog

NOAEL: 0,00013 mg/I

Tpoémog E@appoyng: ei0TTvor] (okovn/opixAn/katrvoi)

Xpoévocg ékBeong: 90 d

Opyava Z1oxol: Emveppidiog adévag, Mvelpoveg, Aup@adéves, oTTAfva, MueAdG Twy 00TWY,
Neppd, ZUKWwTI, QUPOG

Eidog: ZkUAog

NOAEL: 0,0005 mg/I

Tpé1og E@appoyng: eioTTvor) (okovn/opixAn/katrvoi)

Xpovog ékBeong: 90 d

Opyava Z1oxor: Emve@pidiog adévag, MNMveuuoveg, Aup@adéveg, aTTAva, MueAdg Twy 00TWY,
Neppd, OUuoG, ZUKWTI

ToikéTnTa AvappoéPnong
Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.
ZUCTATIKA:

Mometasone Furoate:

Mn epapudoiuo

Eptreipia amé Tnv avlpwrivn £ékBeon oTnv oudia
ZUOTOTIKA:

Mometasone Furoate:

Eiomrvon © Zupmrtwpata: AMepyikn piviTida, Movoképalog, Papuyyimida,
Noipwén TNG avwTePNG AvATIVEUCTIKNG 000U, lypopiTida,
KavTivtiaon Tou otépatog, MecgooTrovdUAiol TTOVOl,
MuooKeAETIKOG TTOVOG, ETT®pACEIG avoooTToINTIKOU
ouoTAuaTog, AuoTreyia

Etrapn ue 10 dépua © ZupTrrwparta: Agppartinda, Kvnoudg

MepaiTépw TTANPOPoOpieg
ZUCTATIKA:

Mometasone Furoate:
Mapatnpnoeig: Eivalr duvatdv n amoppd@naon atréd 10 dépua
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TMHMA 12: OikoAoyikég TTAnpo@opicg

12.1 To§ikéTnTA

ZUOTOTIKA:

MpoTtrav-2-6An:
To&IkéTnTa OTA Wapla

TogikdTNTA OTIG BAPVIEG KOl
GAAa USPOBIa HaAGKIa

To&ikéTnTa O€
MIKpoopyaviouoUg

Mometasone Furoate:
To&ikéTnTa OTO WaApia

TogikdTNTA OTIG BAPVIEG KOl

GAAa USPOBIa HaAGKIa

To&IkOTNTa OTA PUKIA

ToikéTnTa O€
MIKpoOpyavIouoUg

LC50 (Pimephales promelas (XovTpoké@aAog KUTIpivog)):
10.000 mg/I
Xpoévog €kBeong: 96 h

EC50 (Daphnia magna (NepdywuAAog o péyag)): > 10.000 mg/l
Xpovog ékBeong: 24 h

EC50 (Pseudomonas putida (Weudouovdada putida)): > 1.050
mg/I
Xpoévog ékBeong: 16 h

LC50 (Menidia beryllina (ABepiva)): 0,11 mg/l
Xpoévog €kBeong: 96 h
Mapatnpenoeig: Kapia toikdTnTa oTa 6pI1a SIGAUTOTNTAG

LC50 (Cyprinodon variegatus (MpoBaTtoké@alog KUTTpivog)): >
5 mg/l

Xpévog ékBeong: 7d

Mapatnpnoeig: Kapia to€ikdtnTa oTta 6pia diaAutdtnTag

EC50 (Daphnia magna (NepowuAAog o péyag)): > 5 mgl/l
Xpoévog €kBeong: 48 h

MéBodog: OECD TG 202

Mapatnpenoeig: Kapia toéikdtnTa ota épia diaAutdTnTag

EC50 (Americamysis ([apida gidoug Mucidwv
Americamysis)): > 5 mg/l

Xpbvog €kBeong: 96 h

MéBodog: HIMA-Opyavioudg MNpooTaaiag MepiBdAAovTog
(EPA) Odnyia Aokiurng OPPTS 850.1035

Mapatnpnoeig: Kapia to€ikdtnTa ota 6pia diaAutdtnTag

EC50 (Pseudokirchneriella subcapitata (rpdoiva @ukia)): >
3,2 mgl/l

Xpovog ékBeong: 72 h

MéBodog: OECD TG 201

Mapatnpenocig: Kapia toikdtnTa oTa 6pia diaAutdTnTag

EC50 : > 1.000 mg/l

Xpoévog ékBeong: 3 h

Eidog Aokiyng: Mapeutddion TnG avativorg

MéBodog: OECD TG 209

Mapatnpnoeig: Kapia toéikdtnTa oTta 6pia diaAutétnTag
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NOEC : 1.000 mg/l

Xpoévog ékBeong: 3 h

Eidog Aokiunig: Mapeptrddion TnNG avativorg

MéBodog: OECD TG 209

Mapatnpenoeig: Kapia To€ikdTnTa oTa 6pia SIaAUTOTNTAG

To&IkéTnTa OTO WaApla . NOEC: 0,00014 mg/l

(Xpoévia TogIKOTNTA) Xpoévog ékBeong: 32 d
Eidog: Pimephales promelas (XovTpoké@ahog KuTTpivog)
MéBodog: OECD TG 210

To&ikéTnTa OTIG dAPVIES KAl . NOEC: 0,34 mg/l
GAAa udpOBIa HaAdKIa Xpovog ékBeong: 21 d
(Xpoévia TogIkéTNTA) Eidog: Daphnia magna (NepOdwuAAog o0 péyag)

MéBodog: OECD TG 211
Mapatnpenoeig: Kapia ToikdTnTa oTa 6pIa SIGAUTOTNTAG

2UvTeEAEOTAG M (Xpovia . 100
TOEIKOTNTA YIO TO UDATIVO
TEPIBAAAOV)

12.2 AvBekTIKOTNTA KaI IKAVOTNTA ATTOdONoNg

ZUOTOTIKA:

Mpotrav-2-6An:
BioatmrodounaoiyoTnta : AmroTéAeopa: TOXEWG OTTOIKOOOUNOIUO

Mometasone Furoate:

BioatmrodounaoiyoTnta . AtmrotéAeopa: H BioAoyikn atroikodounon gival SUGKOAN.
Bioatroikodéunon: 50 %
Xpévog ékBeong: 28 d
MéBodog: OECD KarteuBuvTripia ypauun dokiung 314

>1a0epdTNTA GTO UdWP : YOpoOAuon: 50 %(12 d)
MéBodog: OECD TG 111

12.3 AuvatoTnTa BIOOCUCOWPEUONG
ZUOTOTIKA:

Mpotrav-2-6An:

ZUVTEAEOTAG KATAVOUNAG: N- . log Pow: 0,05
oKTavoAn/vepd

Mometasone Furoate:

Bioouocwpeuaon . Eidog: Lepomis macrochirus (Mépka (wapr))
Bioouykévtpwong (BCF): 107,1
MéBodog: OECD KarteuBuvTrpia ypapur dokiuig 305

ZUvTEAEOTAG KATAVOUNG: N- . log Pow: 4,68
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12.4 KivnTikéTnTa 0TO £50pOG
ZUOTOTIKA:

Mometasone Furoate:
Alavoun peTagu Twv
TTEPIBAANOVTIKWV
OlauEPIOUATWY

log Koc: 4,02

12.5 AtroteAéopara Tng afioAdynong ABT ka1 aAaB

Aixwg onuaaia
12.6 AANAeG ApVNTIKEG ETTITITWOEIG
Aev uttdpxouv oToIxEia

TMHMA 13: ZToixeia oxeTikG Je Tn di1d0son

13.1 Mé0odoi diayeipiong ammoBANTW
Mpoidv :

Mn kaBaplopéveg
OUOKEUQOIEG (TTOKETA)

\'

KataoTpégperal AayBavovTag utr” éyn Tig odnyieg Twv TOTTIKWY
UTTNPECIWV.

2Uppwva pe Tov Eupwtraikd KatdAoyo ATToBARTwY o Kwdikoi
Twv ATTOBARTWY ava@épovTal oTn XPAON Kal Ox1 OTa TTPOIOVTA.
O1 kwdIkoi atroPAATWY TTPETTEI va KaBopiaBouv aTod Tov
XpnoTn, 600 10 duvaTd o€ ouvevvdNON WE TIG UTTNPETIES
8140song atmoBAATWV.

Ta adeia doxeia TTPETTEI VA JETAPEPOVTAI OE EYKEKPIPEVO
pEpOG dlaxeipiong atToBARTWY yia avakUKAwon A atrdéppiyn.
O1 ddelol TTEPIEKTEG OCUYKPATOUV UTTOAEIYPOTA KAl UTTOPE va
atrodeixBouv eTmiKivouvol.

Mnv cuuTTiéCeTe, KOBETE, GUYKOAAEITE, XOAKOKOAAEITE,
NAEKTPOKOAAEITE, TPUTTATE, TPIBETE KAI NV EKBETETE TETOIOUG
TOUG TTEPIEKTEG AUTOUG € BepUOTNTA, PASYQ, OTTIVOAPEG 1)
AAAEG TTNYEG avapAegng. MTTopei va ekpayouv Kal va
TIPOKOGAETOUV TpaupaTIoud A/kal Bavaro.

Av dev UTTOBEIKVUETAI KATI DIAPOPETIKO: ATTOPPIYTE TO WG UN
XPNOIUOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opo6g OHE

ADN
ADR
RID
IMDG
IATA

UN 1219
UN 1219
UN 1219
UN 1219
UN 1219

14.2 Oikeia ovopacia arrootoAng OHE
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ADN
ADR
RID
IMDG

IATA

[ZOMPOMANOAH, AIAAYMA
[ZOMPOMANOAH, AIAAYMA
[ZOMPOMANOAH, AIAAYMA

ISOPROPANOL, SOLUTION
(Mometasone)

Isopropanol, solution

14.3 Ta€n/-€1g KivdUvou KATdA Tn METAPOPA

ADN
ADR
RID
IMDG
IATA

14.4 Oudda cuoKkeuaoiag

ADN

Oudda cuokeuaaiag
Kwdikdg Tagivéunong

Api1B8. avayvwpiong Kivouvou
ETikéTeg

ADR

Opéda cuokeuaaoiag
Kwdikdg Tagivéunong

ApI6. avayvwpiong KivoUuvou
ETikéTEG

Kwdikag TTepIopiguou yia Ta
TOUVEA

RID

Opéda cuokeuaaoiag
KwdIkdg Tagivéunong

Ap18. avayvwpiong Kivouvou
ETikéTeg

IMDG

Opéda cuokeuaoiag
ETikéTeg

EmS Kwdikdg

IATA (®oprio)

Oodnyia cuokeuaaiag
(popTnyd agpoTTAGVO)
EvtoAr ouokeuaaoiag (LQ)
Opéda cuokeuaoiag
ETikéTeg

IATA (ETIBaATIKO)
Odnyia cuokeuaaiog

3

3
3
3
3

I
F1
33

Il
F1
33

(DIE)

Il
F1
33

Il
3
F-E, S-D

364
Y341

Il
Flammable Liquids

353
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(emPBaTik6 agPOTTAGVO)

EvtoAn ouokeuaoiag (LQ) D Y341
Oudda cuokeuaaiag o
ETikéTeg :  Flammable Liquids

14.5 NepiBaAAovTiKoi Kiviuvol

ADN
Emikivduvo yia 10 /o (!
TEPIBAAAOV

ADR
Emkivduvo yia 1o ©ooval
TEPIBAAAOV

RID
Emkivduvo yia 1o ©ooval
TEPIBAAAOV

IMDG

OaAdooI0g pUTTOG ©oval
14.6 E181kég TTpo@UAGEEIS yia TOV XPAOTN

Mn epapudoipo
14.7 Xddnv petagopd ocuu@wva pe 1o rapdptnua Il Tng cuupaong MARPOL kal Tou KWaIka
IBC

Mapatnpnoeig © Agv IoxUEl yia TO TTPOIGV OTTWG dlaTiBeTAl.

TMHMA 15: ZToixeia vopuoBeTIKoU XapaKTApa

15.1 Kavoviopuoi/lvopoBeoia oXeTIKG YE TNV AO@AAEIA, TNV UyEia Kal TO TTEPIBAAAOV yia TV
ougia 1 To peiypa

REACH - Mepiopiopol oTnv TTapaywyn, 1n diabson otnv - : Mn e@apudaciyo

ayopa Kal TN XPNon OPIGUEVWY ETTIKIVOUVWY OUCIWY,

TTAPACKEUAOUATWY Kal avTikeipevwy (Mapaptnua XVII)

REACH - KatdAoyog utroyni@iwv Tpog adeioddtnon . Mn e@apudaiuo
OUCIWV TTOU TTPOKAAOUV TTOAU ueyadAn avnouyia ( ApBpo

59).

Kavoviouég (EK) apiB. 1005/2009 yia TI¢ ouaieg TTou . Mn epapudoipo
KATAoTPEPOUV TN OTIBAdA Tou 6LOVTOG

KANONIZMOZ (EK) Api6. 850/2004 yia Toug €éypovoug @ Mn epapudoiyo
opyavikoUug pUTToug

Kavoviouég (EK) apiB. 649/2012 tou Eupwtraikou . Mn e@apudoipo

KolvoouAiou Kal Tou ZUPPBOUAIOU OXETIKA YE TIG

€CAYWYEG KAl E1I0QYWYEG ETTIKIVOUVWYV XNUIKWV

TTPOIGVTWV

Seveso Ill: Odnyia 2012/18/EE Tou EupwTraikou KoivoBouAiou kai Tou ZupfouAiou yia Tnv
QVTIUETWTTION TWV KIVOUVWYV PEYAAWY ATUXNHATWY OXETICOUEVWV lIE ETTIKIVOUVEG OUTIES .

Moootnta 1 MoootnTa 2
P5c EYDAEKTA YIPA 5.000 t 50.000t
E2 KINAYNOITIATO 200t 500 t

MEPIBAAAON
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AMAAeg 0dnyigg:

Na AngBei uttdwn n Odnyia 94/33/EK yia TV TTpOCTAGIA TWV VEWV KATA TNV £pyaacia 1 ol
auoTnPEOTEPOI £BVIKOI KaVOVIOOIi, OTTOU auTOoi I0XUOUV.

Ta CUCGTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI OTOUG TTAPAKATW KATAAOYOUG:

AICS ;. Ogv éxel TTpoadioploBei
DSL ;. Ogv éxel TTpoadioploBei
IECSC . Oev é€xel TTpoodIoploBei

15.2 A§ioAdynon XnNMIKAG ac@dAgiag
Aev €xel TTpaypaToTToIin®ei afloAdynan XNUIKAG ao@AAEIag.

TMHMA 16: AAAeg TTAnpo@oOpieg

MAARpeg keipevo Twv Ppdoswv H

H225 © Yypo kai aTuoi TTOAU eU@AEKTA.

H319 . MpokaAei coBapd o@BaAUIKS epeBICUO.

H336 : MTopei va rpokaAéoel uttvnAia A {AAn.

H360Df . Mrmopei va BAayel To €uppuo. Yoo yia TpokAnaon BAGRNG
oTn YovIuoTnTa.

H373 ;. Mrmopei va rpokaAéael BAGReS oTa 6pyava UCTEPA ATTO
TTapateTapévn A eTavelAnuuévn ékBeon Adyw EI0TTVORG.

H410 : oAU 10€IKO Yia Toug udpPORIoUG OpyavIoUoUG, UE

HOKPOXPOVIEG ETTITITWOEIG.

MARPEG KeipeEVO AAAWYV CUVTOUOYPAPIWV
Aquatic Chronic 1 Xpovia ToEIKOTNTA YIa TO UBATIVO TTEPIBGAAOV

Eye Irrit. : Epebiopdg Twv opBaApwyv

Flam. Liq. . EU@AekTa uypd

Repr. : TogikdTnTa yia TNV avatmmoapaywyn

STOT RE : BBk ToéikdTnTa 0T dpyava aTOXouG - eTTavalauBavopevn
¢€kBeon

STOT SE . Eidkn TogikdTnTa 01O dpyava-oToOXoUG - Hia eQAaTTag £kBeon

GR OEL . Opiakn Tipn ‘EkBeong

GR OEL / TWA . Opiakn Tipn ‘EkBeong

GR OEL / STEL . Avwrtartn Opiakn Tiur ‘ExkBeang

ADN - Eupwtraiki Zupg@uwvia yia Tn 01eBvh PeETaQOPAa ETKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTrdiky cupowvia yia TIG d1eBveiG OBIKEG UETAPOPES
EMKIVOUVWY  euTTOpeUNaTWY; AICS - AuoTtpaAiavd €upethipio  XnWIKwy ouciwv; ASTM -
Apepikavikh  etaipeia dokIywv  UAIKwv; bw - Xwpatikd Pdpog; CLP - Kavovioudg Ttrepi
Ta&ivéunong, Emonuavong kar Zuokeuaoiag, Kavoviouds (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petahAagioyévog ouaia f oucia Toéikn yia Tnv avarmmapaywyn; DIN - Mpdtutro Tou
eppavikol IvoTitoutou Tutrotroinong; DSL - KatdAoyog oikiokwyv ouciwv (Kavaddg); ECHA -
Eupwraikdg Opyaviopdg Xnuikwv Mpoidvtwy; EC-Number - ApiBudg Eupwiraikng Koivétnrag;
ECx - Zuykévipwon Tou oxeti¢etar pe avramokpion x%; ELx - Mocootd empBdpuvong Trou
oxetieTal ye avramokpion x%; EmS - Xpovodidypaupa éktaktng avaykng; ENCS - Ymédpyouoeg
Kal VEEG XNMIKES ouaieg (laTTwvia); ErCx - Zuykévipwon TTou OXETICETaI JE avTaTTOKPIon pubuou
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auénong x%; GHS - lMaykéopio evappoviopévo ouatnua; GLP - OpBr epyacTnpiakr) TTPAKTIKN;
IARC - Aigbvn¢ Opyaviopog Epeuviov Kapkivou; IATA - AigBviig ‘Evwon Agpouetagopwy; IBC -
AleBvrg KWwoIKag yla TNV KATOOKEUR Kal TOV €EOTTAIGHS TwV TTACIWV TTOU PETAPEPOUV ETTIKIVOUVA
XNMIK& x0dnv; IC50 - Miofl péyioTn avaoTaATikr ouykévipwaon; ICAO - AieBviigc Opyaviopuog
MoAmkAg AegpoTtropiag; IECSC - Eupetrpio utrapXouowv XNUIKWY ouciwv otnv Kiva; IMDG -
AieBvng NauTtiAlakog Kwdikag Emikivouvwy Eidwy; IMO - AieBvrig NauTiAiakog Opyaviouég; ISHL
- Nopog Ttrepi BlounxavikAg ac@dAeiag kai uyeiag (lammwvia); 1ISO - Aigbvrig Opyaviouog
Tumrotroinong; KECI - Eupetipio uttapxouowv xnuikwv ouciwv TnG Kopéag; LC50 - Gavaoiun
ouykévipwaon oto 50% mAnBuopou dokiuig; LD50 - @avdaoiyn 66on oto 50% TmAnBucuou
OokIuAG (Wéon Bavdaaoiun d6on); MARPOL - Aigbvrig Sidokewn yia Tnv TTpOAnwn tng putravong
amd TAoia; n.o.s. - Aev opiCetal diagopeTikd; NO(A)EC - Zuykévipwon oOTnv omoio dgv
mapatnpouvTal (duopeveig) emdpdoeig; NO(A)EL - Emimedo oTo omoio dev Traparnpouvtal
(duopeveig) emdpdoeig; NOELR - [Mocootd emBdpuvong oTto omoio dev  TTaparnpouvral
emdpdoeig; NZIoC - Eupempio xnuikwv ouciwv TG Néag Znhavdiag; OECD - Opyaviouog
OikovouIikAg Zuvepyaoiag kal AvamTuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwyv Ouaiwv Kai
MpoéAnwng Tng PuUmavong; PBT - AvBekTikr, BlooucowpeuTiky kal Togikr ouaia; PICCS -
Eupetrpio xnuIKwv ouciwv Twv PIArTTivwy; (Q)SAR - (IMoooTikr) oxéon doung-0paaTnpIOoTNTAG;
REACH - Kavoviopég (EK) Ap. 1907/2006 Tou EupwTraikoUu KoivoouAiou kai Tou ZupfouAiou
oXeTik@ pe TNV Kataxwpion, afloAdynon, adeioddTnon Kal Tov TTEPIOPICHO TWV  XNUIKWV
mpoidviwy; RID - Kavoviopoi yia TI¢ OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWYV
eutmopeupatwy; SADT - Ogpuokpacia auTtoemiTaxuvouevng atmoolvBeong; SDS - Aeghtio
Aedopévwv Acogalcgiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNMIKWV ouaiwv NG TaiBdv; TRGS - Texvikd TpoTuTio yia Tig emiKivouveg ouoieg; TSCA - Nopog
epi eAéyxou TOgIKWV ouoiwv (Hvwpéveg MoMiteieg); UN - Hvwpéva 'EBvn; vPVvB - Akpwg
avOeKTIKA Kal AKpwGs Biooucowpelaiun ouaia

MepaiTépw TTANPOPopieg

Mnyég Twv CNUAVTIKWY . Eowrtepikd TEXVIKA dedopéva, dedouéva atrd Ta AAA TTPWTWV

0edouEVWY TTOU UAwv, atroteAéoparta avalnitnong tng dIKTuakng TTUAng OOZA

XPNOIUOTToINONKAV yIia TN eChem kai Tov EupwTrdikd Opyavioud Xnuikwy MNpoiéviwy,

ouvtagn Tou AeATiou http://echa.europa.eu/

Aedopévwv Acpalciag

Tagivéunon Tou piyyarog: Aladikaoia Tagivopnong:

Flam. Lig. 2 H225 Me Bdaon Ta dedopéva ) Tnv
agloAdynan Tou TTPOIGVTOG

Eye Irrit. 2 H319 MéBodog uttoAoyiopou

STOT SE 3 H336 Mé&Bodog uttoAoyiouou

Aquatic Chronic 2 H411 MéBodog uttoAoyiopou

ZToIxeia 61TOU £X0UV Yivel aAAQYEG OTNV TTPONYOoUUEVN £€KO0OCN ETTICNUAIVOVTAI OTO GWHA auTOU
TOU £yYPA@POU e DUO KABETEG YPAUMEG.

O1 TAnpogopieg ae autd 1o AeATtio Aedopévwv Aopaheiag (SDS) avTatrokpivoTval OTIG YVWOEIG
MOg Katd 1o XpOvo TnG €kdoaaor|g Toug. O1 TTAnpogopieg TTpoopifovTtal pévo cav kabodrynan yia
owaTo XeEIPIoPd, Xprnon, amobhikeuon, peTapopd, d1aBeon kai EKAuon Kal dgv BewpouvTal wg
gyyunon A podiaypa® An TToIOTTAG Yia oTTo10vdNTTOoTE TUTTO. O1 TTANpOPOpPIES aopolv ubévo 1o
€I0IKO UAIKS TToU ava@épeTal oTnv apxr] Tou AgAtiou Acdopévwv Ao@aleiag kal evoEXouévwg va
pNVv 1IoxUEl o€ TTEPITITWON TTOU TO UAIKG auTd Tou AegATtiou Aedopévwy xpnoiuoTroinbei o€
ouvduaopd pe AAAa UAIKA 1} o€ AAAEG BIadIKOTIEG aTTO AUTH TTOU ava@EpeTal aTo AgATIO
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AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

- ORGANON
Mometasone Lotion Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
1.2 AvaBewpnong: Aedopévwv 25.09.2017
18.12.2017 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 25.09.2017

1998189-00002

Aedopévwy. O1 xprRoTeg Tou UAIKOU va AauBdavouv uttdyn TouG TIG TTANPOPOPIES Kal CUCTACEIG O€
oxéon JE TN Xprnon trou emBupoU, ae oxéon We T diadikagia Kal atrobrikeuon,

oupTrepIAapBavouévng Kai TNG KATaAANASTNTAG Tou UAIKOU Tou AeATiou Aedouévwy Ac@aleiag aTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTEPITITWOT.

GR/EL
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