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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY . Betamethasone (0.05%) Ointment 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 TTpoun0euTr TOU SeATiou Bedopévwv ao@alsgiag

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)

To&IKOTNTA yIa TV avaTTapaywyn, H360D: MTropei va BAdyel To £€ufpuo.
Katnyopia 1B
Eidikn To€ikéTnTa 0T dpyava oTOXOUG - H372: MpokaAei BAGBEG oTa dpyava UoTepa atrd

emavalauBavouevn ékBeon, Karnyopia 1 TTOPATETAUEVN 1 ETTAVEIANPUEVN €KBEDTN.
MakpoTrpoBeopoo (xpdvio) Kivduvog yia H410: MoAU ToéIKO yia Toug udpdBioug
10 udaTivo TrepIBaAlov, Katnyopia 1 opyaviopoUg, JE HAKPOXPOVIEG ETTITITWOEIG.

2.2 ZTolx€ia emofuavong

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

MposidotroinTikr) AéEn : Kivduvog

AnAwozelg emkivdéuvétntag  : H360D Mrtropei va BAGwel To €uppuo.
H372 Tlpokahei BAAReg oTa 6pyava UOTEPA ATTO
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TTAPATETAMEVN ) ETTAVEIANUPEVN €KOEOT).
H410 TloAU To&Iké yia Toug udpoRioug opyaviououg, Pe
MOKPOXPOVIEG ETTITITWOEIG.
AnAWOEIG TIPOQUAGEEWY MpoAnyn:

P201 E@odiaoTeite pe TIG €10IKEG 0ONYieg TIPIV ATTO TN XPAHON.
P264 T1AUveTe TO BEPUA OXOANACTIKA UETA TO XEIPIOUO.

P273 Na atro@elyetal N eAeuBépwan oTo TTEPIBAAAOVY.

P280 Na @opdTte TTPOCTATEUTIKA YAVTIQ/ TIPOCTATEUTIKA
evoupaTa/ H€oa aTOUIKAG TTPOCTACIAG YIa T YATIO/ TTPOCWTTO.

Eméufaon:

P308 + P313 ZE MNEPINTQZH ékBeong fy mlavoTnTag

€kBeong: ZupPBouleuBeite/ ETioke@BeiTe yiaTpo.

P391 MadléwTe Tn XUpévn TTOOOTNTA.

Emikivduva cuoTaTIKA TTOU TTPETTEI VA avVAYPA@OVTAI OTNV ETIKETA!

Betamethasone

2.3 AAAol kivduvol
Kapia yvwoTr.

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

3.2 Meiypata

ZUoTaTIKA

XnUIKr ovouaaoia CAS-Api6. Ta&ivéunon 2UYKEVTPWON
EK-Api6. (% wiw)
Ap1Bu6g katahdyou
Ap1Bu6S
Karaxwpnong

Betamethasone 378-44-9 Acute Tox. 2; H330 >=0,025 - <
206-825-4 Repr. 1B; H360D 0,1

STOT RE 1; H372
Aquatic Chronic 1;
H410

JuvTeAEOTAG M
(Xpoévia TogIkoTNTA
yida TO UBATIVO
mePIBAAAov): 1.000

MNa emegfynon Twv cuvtopoypagiwy BAETTE evoTnTa 16.

TMHMA 4: MéTtpa rpwTwv Bondsiwv

4.1 Meprypa@n TWV HETPWYV TTPWTWYV Bondeiwv
evikég UTTOOEIEEIG

2€ TTEPITITWON ATUXAMATOG I av dev a1oBAveabe KaA4,
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€100TTOIEIOTE TOV YIATPO.
Av d10pKOUV Ta CUUTITWHATA 1] UTTAPXEl KATToIa au@IBOoAia,
OUMPBOUAEUBEiTE £va yIaTpO.

MpooTtacia Twv TpoowTiwy ;. Ocgol mpoagépouv TiG MNpwTeg BorBeleg Ba TpéTrel va
TTOU TTAPEXOUV TTPWTEG TPOCEEOUV TNV AUTOTTPOCTACIA KAl VA XPNCIUOTTOIoUV TOV
BonBeieg OUVIOTWHEVO ATOMIKO TTPOCTATEUTIKO EEOTTAICUO OTAV UTTAPXEI

n meavotnTa ékBeang (BA. TuAPa 8).

> TTEPITITWON EI0TTVONG . Ze TTEPITITWAN EI0TTVONG JETOPEPETE TO BUA OTO KABAPO
aépa.
2upBouleurteite yiaTpo.

> TIEPITITWON ETTAQNAG JETO € TTEPITITWAOTN ETTAPNG EETTAUVETE AUECWG TO BEPUA E
Oépua apBovo vepod Kal gatrouvi.
BydATe Ta poAuopéva pouxa Kal TTatroUTold.
ZuUpBouAeuTEiTE YIOTPO.
MAUOveTE T JOAUGEVA TTOUXA TTPIV TA EAVOPOPETETE.
KaBapioTe emueAws Ta TTATTOUTOIA TIPIV TNV
€TTAVAXPNOCIYOTTOINGCN.

> TTEPITITWON ETTAQNAG PETA  ©  ZETTAUVETE T PATIO TTPOANTITIKA UE VEPO.

paTIa ETmioke@Beite yiaTpO O€ TTEPITTITWON TTOU OEV UTTOXWPEI O
epeBIoPOG.

> TTEPITITWON KATATTOONG . Ze epimtwan katdmoong: MHN TTpokaAéaeTe EUETO.

2UMBouUAeuTEiTE VIOTPO.
[MAUveTE TO OTOPA OXOAAOTIKG PE vEPO.

4.2 ZNUAVTIKOTEPA CUPTITWHATA KOl ETTIOPACEIG, AUECEG ) HETAYEVEOTEPES

Kivduvol . Mrmopei va BAdyel To €ufpuo.
MpokaAei BAGReG aTa dpyava UoTEPA ATTO TTAPATETAUEVN A
eTTavelAnuuévn €kBean.

4.3 'EvdeIgn o1rolaodNTTOTE ATTAITOUMEVNG AUNECNG IATPIKAG PPOVTIdAG Kal £18IKAG BepaTreiag
MeTayeipion : AVTIMETWTTIOTE TA CUPTITWHPOTA Kal OTNPIETE TOV aoBevr).

TMHMA 5: MéTpa yia TV KATATTOAEMNON TNG TTUPKAYIAG

5.1 NMupooBeoTIKA HECA
KatdAAnAa TTupooBeaTika . Ekvépwpa vepou
péoa Appbg 01a0epOG O AAKOOAN
Aloégidio Tou avBpaka (CO2)
=npd xnuIKA péoa TTupooBeong

AkaTdAANAa TTUPOOBECTIKA . Kayia yvwoTh.
péoa
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5.2 E181K0i Kivduvol TTou TTpoKUTITOUV a1Td TNV Oousia | TO PEiypa
ISiaiTepol Kivduvol Katd Thv : Or1 arpoi mMBavov axnuatifouv Pe TOV aépa EKPNKTIKO JEiyHa.
KatatmmoAéunon tng H €kBean o€ kavuoIua TTPOIGVTA PTTOPET va ival KivOuvog yia
TTUPKAYIAG TNV uyeia.
Emikivduva trpoidvta : Og&eidia Tou avBpakog
KQUOEWG
5.3 ZuoTdoE€Ig yia TOUG TTUPOORECTEG
EIBIKOG TTpOOTATEUTIKOG . Ze TTEPITITWAN TTUPKAYIAG £XETE AUTOOUVANN AVOTTIVEUCTIKI)
€€OTTAIOUOG IO TOUG OuUOKeUr. XpNOIYJOTIOINOTE TTIPOCWTTIKN evOupaaia
TTUPOOREDTEG TTpooTaCiag.
Eidikég péBodol TTupdofeong : XpnolyotrolinoTe Yéoa TupdoBeong TTou gival KaTdAANAa yia

TIG GUVONAKEG Kal TO TTEPIBAAAOV.

la ™ WAEN Twv KAEIOTWVY BOXEIWV XPNOIKOTTIOIEIOTE WEKATHA
vepou.

A@aipéoTe Ta aképala doxeia atd Tnv TTEPIOXA TTUPKAYIAGS, AV
auTo €ival ag@AAEG va TO TTPACETE.

EkkevwaoTe TNV TTEPIOXN.

TMHMA 6: MéTpa yia TNV aVTIMETWITION TUXaiag éKAuong

6.1 NMpoowTTIKEG TTPOPUAGEEIG, TTIPOOTATEUTIKOG £EOTTAICUOG Kl B10BIKACIEG EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAAEEIG : XpNOIYOTIOIRCTE TTPOCWTTIKN EvOUHATia TTPOCTATIOG.
AkoAouBnaoTe TIGC GUUBOUAEG YIO AOPAAR XEIPICUO Kal TIG
OUOTAOEIG VIO OTOUIKO TTPOCTOTEUTIKO £EOTTAIGHO.

6.2 Mep1BaAAovTiKEG TTPOPUAGEEIG

MepiBaAAovTikEG : H ammoBoAr oto mepIBAAAov TTPETTEI va aTTOPEUYETAL.
TTPOQUAAEEIG EutrodioTe Tn TrepeTaipw diappon Kai dIagKOPTTIGNO, av auTd
givar duvatd dixwg Kivouvo.

To poAuopévo vepd TTAUCEWG CUAAEYETaI Kal BIaTiBETA.
EidoT1TOIEIOTE TIG TOTTIKEG UTTNPECIES, AV UTTAPXEI ONUAVTIKOG
OIAOKOPTTIONOG KAl OEV UTTOPET VA TTEPIOPIOTEI.

6.3 M£00do01 Kal UAIKG Yo TTEPIOPICHO Kol KABapIoH6

MéBodol kaBapiouou . ATTOppOo@nOTE TO UNXAVIKA Kal GUAAEETE TO O€ KATAAANAO
TTEPIEKTN TTPOG DIABEDN.
O1 ToTTIKOI A €BVIKOI KaVOVIOUOI EVOEXETAI VA EQAPUOCTOUV O€
TEPITTTWON ATTEAEUBEPWONG KAl ATTOPPIYNG TOU UAIKOU auTou,
KaBwg Kal 60wV UANIKWV Kal Tepaxiwv xpnaoligotroiénkayv katé
TOV KOBAPIOHO TWV ATTEAEUBEPWHEVWYV OUCIWY. @a TTPETTEI VO
TIPOCIOPICETE TTOIOI KAVOVIOUOI €ival EQAPUOCTEOL.
211G evOTNTEG 13 KaI 15 TOU TTAPOVTOG PUAAOU aCPaAgiag
OeBOUEVWIV TTAPEXOUV TTANPOPOPIEG TXETIKA WE TIG ATTAITATEIG
OPICHEVWY TOTTIKWY A EBVIKWV KAVOVIOUWV.
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6.4 Mapatrou ) o€ AAAA TUAMATA
BAétre TuAuata: 7, 8, 11, 12 kai 13.

TMHMA 7: Xeipiop6g kai atrofikeuon

7.1 NMpo@uAdgeig yia ac@aln XeIPIOUO
Texvika péTpa . Acgite Mnxavika pétpa oto TuAPa EAEMXOZ THZ
EKOEZHZ/ATOMIKH MPOXTAZIA.

Tomkog/TevikoG e€agpioudg :  Edv dev uttdpyel S1aBEoIoG ETTAOPKAG £€0EPIOUAG,
XPNOIMOTTOINCTE £EAEPIOUO UE TOTTIKA aTTAyYWYH.

YTmodeitelg yia ac@aln ;. Mnv apnoTe va £pBel o€ eTTagn he To 0épua A TNV evdupaacia.

XEIPIOPO Mn kartaTriveTe.

ATTOQEUYETE TNV ETTAPN PE TA YATIAL.

O XeIpIoUOG TTPETTEN VA YiveTal CUPQWVA WE TIG BEATIOTES
TIPAKTIKEG BIOUNXAVIKAG UYIEIVAG KOl a0@AAEIag, e Baon Ta
QATTOTEAEOUATA TNG EKTIMNONG €KBEONG GTOV XWPEO EPYATIag
Na diaTnpeital o TEPIEKTNG EPUNTIKA KAEIOTOG.

dpovTioTe va aTroTPEYETE TIG DIOPPOEG, T ATTORANTA KAl vVa
€EAAYIOTOTTOINCETE TNV ATTEAEUBEPWAN OTO TTEPIBGAAOV.

Métpa uyieivig . Edv umrdpyel mBavoTtnTa £€KBEONG G€ XNUIKEG OUGiEG KATA TN
OIAPKEIQ TNG TUTTIKAG XPAONG, POVTIOTE yia TNV TTapouaia
OUCOTNUATWY EKTTAUCNG OQBAAUWYV Kal VTOUG YIa TNV ac@AaAsia
TOU TTPOCWTTIKOU, KOVTA OTOV XWpPo epyaaciag. OTtav 1o
XPNOIYOTIOIEITE YNV TPWTE, YNV TTIVETE, PNV KatvideTe. MNMAUveTE
TA HOAUCUEVA pOUXQ TTPIV TO AVOPOPEDETE.

H atroteAeopartikh AeIToupyia piag eykataoTaong TTPETTEl va
TEPIANAUBAVEI TNV €TIBEWPNCN TWV UNXAVIKWV PETPWV
eAEyxoU, TOV OWOTO XEIPIOKO TOU €EOTTAIGOU ATOMIKAG
TTPOOTACIAG, TIG KATAAANAES BIadIKATIEG apaipeang pouxiouoU
Kal atroAUpavang, EAeyXo TNG EPYACIAKNG UYIEIVAG, 10TPIKA
EMTAPNON Kal XPrion SIOIKNTIKWV PHETPWYV EAEYXOU.

7.2 ZuvOnkeg aoc@aloug @UAagng, ocuptrepiAapufavopuévwy TUXOV aoUuBiBacTwy KATAOTACEWV

ATTQITACEIG VIO XWPOUG . AmoBnkeleTal o€ doxeia TTou Pe CWaTA orjpavorn. PuAdooeTal
atroBnikeuong kal doxeia KA€1dwévo. Alatnpeital KA KAEIOTO. ATToBnkeUeTal
OUP@WVQ JE TIG IDIAITEPEG EBVIKEG VOUIKEG DIATAEEIG.

Ymodeitelg yia Kovi : Mnv ammoBnkeueTe pe TOUG AKOAOUBOUG TUTTOUG TTPOIOVTWV:
atroBnikeuon loxupd ofeidwTikd péoa

Opyavika utrepogeidia

ExpnkTIKG

Aépia

7.3 E1d1kA TeAIKA XpAon N XpRoeig
EidikA xprion 1 Xproeig . Aev UuTTGp)OUV OTOIXEID
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TMHMA 8: 'EAgyx0¢ TnG é€KBeoNG/ATOMIKA TTpOOTACIA

8.1 NMNapdueTpol eAéyxou
Opia erayyeAJaTIKAG €KBEONG

2uOoTaTIKA CAS-ApiB. Eidog Tipng Mapdpuetpor eAéyxou Baon
(Eidog Tng
eKBETEWC)
AkaTépyaoTn 8009-03-8 TWA (OpixAn) 5 mg/m3 GR OEL
BaleAivn
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) EowrTepikni
Mepaitépw TANPOoYopies: Aépua
| Opio kaBapiouou | 10 pg/100 cm? | Eowtepikn

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

TeAIKA xprion Oodoi €kBeong AuvnTikéG BAGRBEG TNG | TiuA
uyeiag

Ovopagia TnNG ouaiag

Epyaldpevol EioTrvon Makpoxpovia -
TOTTIKG

atmroreAéouaTa

MpoTTuAevoyAUKOAN 10 mg/m3

Epyaldpuevol EioTrvon Makpoxpovia -
OUCTEMIKA

ammoTeAéouaTa

168 mg/m?3

KatavaAwTég Eiotrvon Makpoxpovia -
TOTTIKG

ammoTeAéouaTa

10 mg/m3

KatavaAwTég Eiotrvon Makpoxpovia -
OUGCTEMIKA

ammoTeAéouaTa

50 mg/m3

PORAeTTOHEVN OUYKEVTPWON XWpig emimTwoel§ (PNEC) oUppwva pe Tov Kavoviouod (EK)
apifu. 1907/2006:

Ovopagia TG ouaiag MepiBaAlovTiké Tunua Tiun

AkatépyaoTn BadeAivn A6 otéuartog (YdaTivo MzepiBdAiov 9,33 mg/ kg
(ouptrepiAapBavopévwy Twv IENUETWY)) TPOYiPwVv

MpoTtruAevoyAukdAn "AUKO vepO 260 mg/l
Oaldoaoio Udwp 26 mg/l
Alokekoppévn xpron / atreAeuBépwan 183 mg/l
Movdada emeepyaaiag Aupdrwy 20000 mg/I
‘I{nua Tou YAUKOU vepOU 572 mg/kg
OaAdaooio iCnua 57,2 mg/kg
Edagpog 50 mg/kg

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO

AmraitouvTtal KatdAANAeg TexvoAoyieg eyKAWRIOPOU yia ToV EAEYXO TwV CUPTTIAGKWY, OTNV TINyr] Kai
TNV TTPOANWN TNG METAPOPAS TWV €V AOYW OUCIWY G UN EAEYXOUEVEG TTEPIOXEG (TT.X. METAPOPA
UTTO KEVO aTTO KAEIOTO OUCTNHA, KEQAAR «packout» Pe QOUOKWTO aTeyavoTToinTikd AACTIXO aTTd
oTaTIKO TTEPIEKTN, TTEPIBANMO pE EEAEPIOPO KTA.).
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OAa ta pnxavikd pétpa eAéyxou TTPETTEl va UAOTTOINBOUV CUUQWVA PE TOV OXEDIAONO TNG
EYKATAOTAONG KAl O XEIPIOPOG TOUG TTPETTEN va yiveTal pe Baaon Tig apxés OpBr¢ KartaokeuaoTiKG
MPAKTIKAG yia TNV TTPOCTACIA TWV TTPOIGVTWY, TV £pyalouévwy Kal Tou TTEPIBAAAOVTOG.
OuaiaaTikd dev ETTITPETTETAI KAVEVAG XEIPIOWOG XWPIG EYKAWPICHO.

XpnoiuoTroleiTe KAEIOTA CUCTAATA ETTEEEPYATIQg A TEXVOAOYiEG eyKAWRIOUOU.

ATOMIKOG TTPOCTATEUTIKOG a&orr)\louog

MNpooTagia Twv PaTIwV . Popdte TTPOCTATEUTIKA YUOAIG YE TTAEUPIKA TTPOCTATEUTIKA N
TTPOCWTTIOEG.
Eav 1o repIBaAAov epyaaiag R Katrola dpacTnpIdTNTA
TepINaUBAvel CUVOAKEG e OKOVEG, OUIXAEG | agpoAUuaTa,
TIPETTEI VO QOPATE Ta KATAAANAQ TTPOCTATEUTIKA YUAAIG.
PopdaTe TTPOCTATEUTIKA TTPOCWTTIOA 1 AAAO HECO TTpOCTaCiag
OAGKANPOU TOU TTPOCWTTOU €AV UTTAPXEI TTIBavOTNTA AUECNS
ETTAPNG TOU TTPOCWTTOU € OKOVEG, OMIXAES ) agpoAUuuaTa.

MpooTaocia Twv XepIwv

YAIKO . Tavmia avBekTIKG O€ XNUIKEG OUaieg

Mapatnproeig . E&erdoTe 10 evdeXOuEVO XprioNG OITTAWYV YaVTIWV.
MpooTtacia Tou dépuatog kai ;. Dopdre POpUa epyaaciag ) epyacTnpiakh Todid.
TOU OWUATOG Mpétrel va eTTioNng va xpnaoiyoTrolouvTtal TTPpooBeTa evoUuuaTa

avaAoya pe TNV epyacia TTou ekTeAEITal (TT.X. TIPOOTATEUTIKA
Mavikia, Todid, yavTia, OTOAEG piag Xxprong) yia TNV atmmoguyn
TNG £€KBEONG ETTIPAVEIWV TOU BEPUATOG.
XpNOIYOTTOIEITE TIG KATAAANAEG TEXVIKEG YIO TNV OQAipETN TOU
ouvnTIKA HOAUCEVOU pOUXICHOU.
MpooTtacia Twv . Edv dev utdpyel 81a6£a1u0G ETTAPKNG EAEPIOUOG UE TOTTIKA
QVATIVEUTTIKWY 00wV ataywyn A n ekTiunon €kBeang UTTOdEIKVUEI EKBETEIG EKTOG
TWV CUVICTWHEVWY KATEUBUVTAPIWY 0dnyiwy,
XPNOIKJOTTOINCTE AVATIVEUCTIKA TTPOCTATIQ.
O e€omhiopdg TTpémrel va TAnpoi 1o mpoTutto EAOT EN 143
®iATpo TUTTOU . Tumog owuaTdiwyv (P)

TMHMA 9: Quoikég Kal XNUIKEG 1810TNTEG

9.1 Zroixeia yia TiIG BaoIKEG (pucu(eg Kal XNUIKEG 1IB10TNTEG

Oun . ahoipn

Xpwua © AeUKO €wg UTTOAEUKO
Ooun : Agv ummdpxouv oToIXEIa
Oplio ooung . Aev uTT@pyxouv aToIXEia
pH . Aev uTr@pyxouv aToIXEia
Znueio TAewg/onueio TTAEwG :  Agv uTTGp)XouV OTOIXEIa
ApxIk6 onueio féong Kkai . Agv uttdpyouv oToIxEia
meploxn ¢éong

2nueio avagpAegng . >0933°C

Taxutnta €¢aTuiong : Mn epapudoiyo
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2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006

Avo@AegiudtnTa (oTeped, : Aegv Tagivounbnke wg Kivouvog ava@AeSINOTNTOG

aéplio)

AvwTepo 6plio €kpnéng / . Agv utTdpyouV oToIXEIa

AvWTEPO 6pI0 avAPAeEng

Katwtepo 6pio €kpnéng / . Agv utTdpyOoUV OToIXEId

KatwTepo 6pio avapAeéng

Micon atpwv . Aev utrdpyouv aToixeia

2ZXETIKA TTUKVOTNG ATHWV : Mn gpapuodoipo

2XETIKA TTUKVOTNTA : Aev utrdpxouv oToIXEIa

MukvéTnTa . Aev uttdpyouv oToIxEia

AloAutoTnTa (SIGAUTOTNTEG)

YdaTtodlaAutoTnTa . Agv uttdpyouv oToIxEia

2UVTEAEOTAG KATAVOUNAG: N- : Mn epapudoiyo

oKTavoAn/vepd

O¢puokpacia autoavaPAegng :  Aev uTTApYouV GToIXEIa

O¢puokpacia amoouvBeong ;. Aev UTTAPYXOUV GTOIXEIO

1€wdeg

1€EWdeG, KIVNTIKO . Mn epapudoipo
EKpNKTIKES 1810TNTES : Mn ekpnKTIKG
OCeIBWTIKES 1810TNTEG :  Houoia n 1o peiypa dev Tagivopeital wg oeIdwTIKS.

9.2 ANAeg TTAnpo@opieg
Ava@AegiuétnTa (uypd) : Mn epapudaoiyo

MéyeBog cwpaTidiwv : Mn epapudoiyo

TMHMA 10: Z1a@gpoTnTa KOl AVTISPACTIKOTNTA

10.1 AvTISpaOCTIKOTNTO

Mn Tagivounuévo wg Kivouvog avTidpacTIKOTNTAG.
10.2 XnuikA oTaBepoTnTa

2100epd KATW ATTO KOVOVIKEG OUVONKEG.
10.3 MBavoTnTa £mIKivOUVWY avTIOpACcEWV

Emikivbuveg avtidpdoeig . O1 Aatpoi gival duvatov va oXnUaTIooUV JE TOV aépa PEIYHa
IKOVO VO EKPAYEI.
Mrtropei va avTidpdoel pe I0XUpoUG 0EEIBWTIKOUG TTAPAYOVTEG.

10.4 ZuvBnKeg TTPOG ATTOPUYRHV
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018

2359499-00006

2UVOAKEG TTPOG ATTOPUYRY : Kapia yvwaorn.

10.5 Mn cupBartd uAika
YAiké TTpog atropuyn : O&eadwTika péoa

10.6 Emikivduva mrpoidévTa atrooivleong
Aev gival yvwaoTd eTTiKivouva TTpoidvTa dIdoTTacng.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1 NAnpo@opicg yia TIG TOEIKOAOYIKEG ETTITITWOEIG
MAnpogopieg yia moavég . Emaen pe 1o déppa
0doUg ékBeang Katdroon

Emaen panwv
O¢cia TogIKOTNTA
Aev Tagivopeital pe Baon Tig SlaBECIPES TTANPOPOPIEG.

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

LD50 (Movriki): > 4.500 mg/kg
Oteia TogIKOTNTA dIG TNG : LC50 (Apoupaiog): 0,4 mg/l
EICTIVONG Xpévog ékBeong: 4 h

AidBpwon kal epeBIOCNOG TOU BéPUATOG
Aev Tagivopeital pe Baon Tig S100E01UEG TTANPOPOPIEG.

ZUCTATIKA:

Betamethasone:

Eidog : Kouvéhi

ATtToTéAEC O : ENagpug epebiopdg Tou HEpuartog

2oBapn BAGBN/epeBIONOG TWV HATIWV
Aev Tagivopeital pe Baon Tig S108£01UEG TTANPOYOPIEG.

ZUCTATIKA:

Betamethasone:

Eidog : Kouvéhi

ATtroTéAeCUO : Kavévag epeBIoPog Twv paTiwv
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006
AvatrveuoTIKR guaioOnToTroinon f euaioOnTOTTOINC TOU SEPUATOG
EvaioBnToTtroinon Tou 8épparog
Aev Tagivopeital ue Bacn Tig S10BECIPES TTANPOYOPIEG.
EvaioBnToTtroinon Tng avamvong
Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYPOPIEG.
ZUCTATIKA:
Betamethasone:
Odoi £kBeong . Aépua
Eidog . YOpbxolipog
ATtToTéAEC O : 'Hmog euaioBnroTtroinTAg
MeTaAAaglyéveon YEVVNTIKWY KUTTAPWYV
Aev Tagivopeital pe Baon Tig SlaBEcIPES TTANPOYPOPIEG.
ZUCTATIKA:
Betamethasone:
ovidloTogIKATNTA in Vitro . Eidog AokiuAg: Baktnpiakn dokiyacia avaoTpopng
peTadAAagng (AMES)
ATTOTéEAEGUA: apVNTIKO
Eidog Aokiung: Aokipr in vitro yovidiakAg HeETAAAAENG
KUTTGpou BnAaoTikou
ATTOTEAEGUA: ApPVNTIKO
Eidog Aokiurg: TeoT TTApAPOPPWONG XPWHATOCWHATWY in
vitro
ATtroTéAeopa:; BeTIKO
MNovidiotoikéTNTa in vivo : Eidog Aokipng: AoKiuf MIKPOTTUPAVWY EPUBPOKUTTAPWYV O€
BNAQOTIKA (KUTTOPOYEVETIKR dokKipaaoia in vivo)
Eidog: Movriki
Tpotog Epapuoyng: Ao oTépaTog
ATttoTéAeca: au@ifoAo
MeTaAAaiyéveon yevvnmikwv . To BAPOG TwV ETTICTAPOVIKWY OTOIXEIWV OgV UTTOOTNPICEl TRV
KUTTapwv- AEIoAGynan Tagivounon wg peTaAAagioyovo TTapdyovTa yevvnTiKoU

KUTTApOU.

Kapkivoyéveon

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.
TogikéTNTA YIa TRV avaTTapaywyn

Mrtropei va BAdwel To EuBpuo.

ZUCTOTIKA:

Betamethasone:
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AEATIO AEAOMENQN AZODAAEIAXZ
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

Betamethasone (0.05%) Ointment Formulation

2.3

‘Ekdoon Huepounvia Ap1Buo6g AgAtiou
AvaBewpnong: Aedopévwv
23.03.2020 Aoc@dAsiag:

2359499-00006

Apuhlic

-5 ORGANON

Huepounvia Tng TeAeutaiag ékdoong:
13.09.2019
Huepounvia mpwtng ékdoong: 03.01.2018

Emdpdoeig otnv avatTugn Eidog: KouvéA

TOU €uppUOU

To&IkéTNTA VIO TNV

avatrapaywyn - AgloAdynon

STOT-e@arras ékBeon

Tpotrog Epapuoyng: Evoouuika

To&ikétnTa yia Tnv Avattugn: LOAEL: 0,05 mg / kg Bapog
CwHaTog

AtrotéAecpa: EpBpuovikn TogikéTnTa., MNaparnphdnkav
AVWHOAIEG.

Eidog: Apoupaiog

Tpotrog Egapuoyng: Ymodopia

To¢ikéTnTa yia Tnv AvarTuén: LOAEL: 0,42 mg / kg Bapog
OWHATOG

AtrotéAeopa: Mapatnpndnkav avwuaAieg.

Eidog: Movriki

Tpoémog Epappoyng: Evoopuika

To&ikétnTa yia Tnv Avamtuén: LOAEL: 1 mg / kg Bdpog
CwHaTog

AtrotéAeapa: Mapatnpndnkav avwuaAieg.

Ymrdpxouv oa@eic atmodeifelc QUCUEVWV ETTIOPATEWY GTNV
avaTtTuén, ye Bdon Teipdpata og Cwa.

Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYOPIEG.

STOT-emravelAnupévn ékBeon

MpokaAei BAGBeG oTa dpyava UoTEPa aTTd TTAPATETAUEVN A ETTAVEIANUUEVN €KBETN.

ZUOTOTIKA:

Betamethasone:
Opyava Z16xo0I

Aglo\éynon

Yméeuon, AvoooTroinTIKé cUaTnua, Yug, BUPoEIdNG adévag,
Aipa, Emivepidiog adévag

MpokaAei BAGBeG oTa dpyava UoTepa aTTd TTAPATETAUEVN A
eTTavelAnuuévn €kBean.

ToikéTnTa eTTaAvaAappavopevng d6ong

ZUCTOTIKA:

Betamethasone:
Eidog

LOAEL

Tpdtrog Epappoyrig
Xpoévog €kBeang
Opyava Z1oxo0I

Eidog

LOAEL

Tpomog Epappoyng
Xpbvog €kBeang
Opyava Z1éxo0I

Kouvéhi

0.05 %

Etraen pe 10 dépua

10-30d

Ymé@uaon, AvoeoTroinTiké gUCTNHA, JUG

Apoupaiog

0.05 %

Etragn ue 10 dépua
8 ERdop

Bupoeldng adévag
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006
Eidog : TMovriki
LOAEL : 0.1%
Tpotrog Epapuoynig . ETTaen e 10 6éppa
Xpoévog €kBeang . 8 ERSou
Opyava z1ox0I : Bupoeidig adévag
Eidog : ZKUAOG
LOAEL ;0,05 mg/kg
Tpotrog E@apuoyng . Ao otéupartog
Xpovog ékBeang : 28d
Opyava 216x0I . Aiya, Bupoeidng adévag, Emiveppidiog adévag
TodikéTnTa AvappéPnong
Aev Tagivopeital pe Baon Tig SlaBEcIPES TTANPOYPOPIEG.
Eptreipia amé Tnv avlpwrivn ékBeon oTnv oudia
ZUCTOTIKG:
Betamethasone:
Eiotrvon . Opyava Z1éx0I1: ETiveppidlog adévag
ETragn ue 10 6épua . ZudTmtwparta; Kokkiviopa, Kvnouog, EpeBioudg
TMHMA 12: OikoAoyikég TTANpo@oOpiEg
12.1 To§ikéTnTA
ZUCTATIKA:
Betamethasone:
To&IkdTnTa OTIG BAPVIES Kal :  EC50 (Americamysis ([apida gidoug Muoidwv
AAAa udpoBIa PaAdaKia Americamysis)): > 50 mg/I
Xpbvog €kBeong: 96 h
To&ikdéTnTa OTA . EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): > 34
dukn/udpoBia eutd mg/l
Xpovog ékBeong: 72 h
MéBodog: OECD KarteuBuvtripia ypapun dokiung 201
Mapatnpenocig: Kapia to€ikdtnTa oTta épia diaAutdTnTag
NOEC (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 34
mg/|
Xpévog ékBeong: 72 h
MéBodog: OECD KarteuBuvTrpia ypauur dokiung 201
Mapatnpnoeig: Kapia To&ikotnTa 0Ta OpIa diaAuTtdTNTAG
ToéikéTnTa OTO WApIa : NOEC: 0,052 mg/l
(Xpévia TogIKOTNTA) Xpévog ékBeong: 32 d

Eidog: Pimephales promelas (XovTpoké@aAog KUTTpivog)
MéBodog: OECD KarteuBuvTripia ypauun dokiung 210
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON

Betamethasone (0.05%) Ointment Formulation

‘Ekdoan Huepounvia
2.3 AvaBewpnong:
23.03.2020

Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
Aedopévwv 13.09.2019

Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006

To&IkOTNTa OTIG OAPVIES Kal
GAAa USPORIa HaAGKIa
(Xpoévia TogIKOTNTA)

2uvteAeoTAg m (Xpovia
TOEIKOTNTA YIa TO UBATIVO
TEPIBAAAOV)

NOEC: 0,07 pg/l

Xpévog ékBeong: 219 d

Eidog: Oryzias latipes (Japanese medaka)

MéBodog: OECD KarteuBuvTrpia ypapur] dokiuAg 229

NOEC: 8 mg/l

Xpoévog ékBeong: 21 d

Eidog: Daphnia magna (NepOwuAAog 0 péyag)
MéBodog: OECD KarteuBuvtripia ypauun dokiung 211

1.000

12.2 AvBekTIKOTNTA KaI IKAVOTNTA ATTOdoNnoNg

Agv utt@pxouv aToIxEia

12.3 AuvaroTnTa BIOOCUCOWPEUONG

ZUOTOTIKA:

Betamethasone:

2UVTEAEOTAG KATAVOUNAG: N-
oKTavoAn/vepd

12.4 KivnTIkOTNTa OTO £30QOG

Aev uttdpxouv oToIxEia

log Pow: 2,11

12.5 AtroteAéoparta Tng agioAdynong ABT ka1 aAaB

Aixwg onuacia

12.6 AAAEG APVNTIKEG ETTITITWOEIG

Aev uttdpxouv oToIxEia

TMHMA 13: ZToixeia oxeTIkG Je Tn Si1d0son

13.1 MéBodol diayeipiong atrofAn

Mpoidv

Mn kaBaplopéveg
OUOKEUQTIEG (TTOKETA)

TWV

KataoTtpépetar AapBdavovTag utr” own TIG 0dnyieg TwV TOTTIKWY
UTTNPECIWV.

2UhQwva ue Tov EupwTraikéd KatdAoyo AttoBAnTwv o Kwdikoi
Twv ATTOBARTWYV ava@EpovTal aTn Xpron Kail 01 oTa TTPoidvTa.
O1 KwdIkoi atroAATWY TTPETTEI VA KaBopioBouv atrd Tov
XpPNoTh, 600 To duVaTO O€ OUVEVVONGON WE TIG UTTNPETCIES
01406eong atToBAATWV.

Ta adeia doxeia TTPETTEI va ETAPEPOVTAI OE EYKEKPIUEVO
MEPOG dlaxeipiong atToBAATWY yIia avaKUKAwGN A atrdéppiyn.
Av dev UTTOOEIKVUETAI KATI DIAPOPETIKO: ATTOPPIYTE TO WG UN
XPNOIUOTTOINUEVO TTPOIOV.

TMHMA 14: TAnpo@opicg OXETIKA PE TN HETAPOPA

14.1 Api1Opuég OHE
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oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006
ADN . UN 3077
ADR . UN 3077
RID . UN 3077
IMDG . UN 3077
IATA : UN 3077
14.2 Oikeia ovopacia arrootoAng OHE
ADN . MEPIBAAAONTIKA ENIKINAYNEZ OYZIEZ, STEPEEZ, E. A.
0.
(betamethasone)
ADR . MEPIBAAAONTIKA ENIKINAYNEZ OYZIEZ, 2TEPEEZ, E. A.
0.
(betamethasone)
RID . MEPIBAAAONTIKA ENIKINAYNEZ OYZIEZ, 2TEPEEZ, E. A.
0.
(betamethasone)
IMDG . ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
IATA . Environmentally hazardous substance, solid, n.o.s.
(betamethasone)

14.3 Tagn/-€1g KivdUivou KaATd Tn METAPOPA

ADN 9
ADR 9
RID 9
IMDG 9
IATA 9

14.4 Oudda ocuokeuaciag

ADN

Oudéda cuokeuaaiag [

Kwdikdg Tagivounong M7

ApiB. avayvwpiong kivduvou @ 90

ETikéTeg : 9 (ENVIRONM.)
ADR

Opéda cuokeuaoiag [

Kwdikdg Tagivéunong M7

Api8. avayvwpiong kivduvou 90

ETikéTeg : 9 (ENVIRONM.)
Kwdikag mreplopiopov yia ta -+ (-)

TOUVEA

RID
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AEATIO AEAOMENQN AZODAAEIAXZ
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

Apuhlic

-5 ORGANON

Betamethasone (0.05%) Ointment Formulation

‘Ekdoon

2.3

Huepounvia
AvaBewpnong:
23.03.2020

Ap1Buo6g AgAtiou
Aedopévwv
AogdAciag:
2359499-00006

Huepounvia Tng TeAeutaiag ékdoong:
13.09.2019
Huepounvia mpwtng ékdoong: 03.01.2018

14.5 NepiBaAAovTiKoi Kiviuvol

Opéda cuokeuaaoiag
Kwdikdg Tagivéunong
ApiB. avayvwpiong Kivouvou

ETIKETEG
IMDG

Oudda cuokeuaaiag

ETIKETEG
EmS Kwdikdg

IATA (PoprTio)

Odnyia cuokeuaaiag
(popTnyd agpoTTAGvo)
EvTtoArf ouokeuaoiag (LQ)
Oudda ouokeuaaoiag

ETikéTEG

IATA (ETIBaATIKO)
Oodnyia cuokeuaaiag
(emBaTIKG 0EPOTTAGVO)
EvtoAr cuokeuaaoiag (LQ)
Oudda cuokeuaaiag

ETIKETEG

ADN

Emkivduvo yia 1o

mepIBGANOV
ADR

Emkivduvo yia 1o

TEPIBAAAOV
RID

Emikivduvo yia 10

TEPIBAAAOV
IMDG

OaAdooI0G PUTTOG

IATA (EmiBaTikd)
Emkivduvo yia 1o

mepIBGANOV
IATA (®oprTio)

Emkivbuvo yia 1o

mepIBGANOV

I

M7

90

9 (ENVIRONM.)

I
9 (ENVIRONM.)
F-A, S-F

956

Y956
I
Miscellaneous,

956

Y956
1]
Miscellaneous,

vai

vai

vai

vai

vai

vai

14.6 E181kég TTpo@UAGEEIG Yia TOV XPAOTN
H(o1) Tagivounon(eig) HETa®OPAg TToU TTAPEXETAI(OVTAI) OTO TTAPOV £yypa@o TTpoopileTal pévo yia
EVNUEPWTIKOUG OKOTTOUG Kal BacifeTal aTTOKAEIOTIKA OTIG IBIGTNTEG TOU YN CUOKEUOOTPEVOU UAIKOU,
OTTWG aUTEG TTEPIYPAQOVTAl 0TO TTapOv AegATio Acdopévwv Ao@alciag. O Tagivounoeig HETaQopdg
EVOEXETAI VA BIAQEPOUV aVAAOYA PE TOV TPOTTO PETAPOPAG, TO NEYEBOG TNG CUCKEUATIAG Kal TIG
d1a@OPEG avAPEDT OTOUG TTEPIPEPEIAKOUG i €BVIKOUG KaVOVIOUOUG.
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018

2359499-00006

14.7 Xddnv petagopd cuu@wva pe 1o Trapdprnua ll tng cuufaong MARPOL kal Tou Kwaika
IBC

Mapatnproeig : Aev Io0XUEl yia TO TTPOIGV OTTWG dlaTiBeTAl.

TMHMA 15: ZTolxcia VOLUOOETIKOU XUPOKTH P

15.1 Kavoviouoi/lvopofeaia oXeTIKA ME TV ACQAAELIN, TNV UYEia KAl TO TTEPIBAAAOV yia TNV
ougia 1 To peiyua

REACH - Mepiopiouol oTnv TTapaywyn, 1n diabson otnv - :  Mn e@papudaiyo

Qayopa Kal Tn XPnon OPICHEVWYV ETTIKIVOUVWY OUGIWY,

TTapacKeUaouaTwy Kail avTikeipevwy (Mapaptnua XVII)

REACH - KatdAoyog uttown@iwy TTpog adeiodoTnon . Mn e@apudoipo
OUCIWV TTOU TTPOKAAOUV TTOAU ueydAn avnouyia ( ApBpo

59).

REACH - KatdAoyog ouGIwyV TTOU UTTOKEIVTAI O€ : Mn e@apudaiuo
ade1006Tnon (Mapdaptnua XIV)

Kavoviouég (EK) apiB. 1005/2009 yia T11G ouaieg TTou : Mn e@apudaoiuo
KATaoTpEQouv Tn oTIfdda Tou 6ovTog

KANONIZMOZ (EE) 2019/1021 yia TOUG €UPOVOUG : Mn e@apudaoiuo
opyavikoUg puTroug (avadiaTuTrwan)

Kavoviopog (EK) apiB. 649/2012 tou EupwTraikou : Mn epapudaiyo

KoivoBouAiou Kail Tou ZUPBOUAIOU GXETIKA WE TIG

€CAYWYEG Kal E100YWYEG ETTIKIVOUVWYV XNUIKWYV

TTPOIOVTWYV

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikoU KoivoouAiou kail Tou ZuuBouAiou yia Tnv

QVTIYETWTTION TWV KIVOUVWYV PEYAAWV ATUXNUATWVY OXETICOUEVWV UE ETTIKIVOUVEG OUTIES .

Mooodtnta 1 MooodtnTa 2

El KINAYNOITIATO 100t 200 t

MEPIBAAAON

AMAAegg 0dnyieg:
Na AngBei uttéwn n Odnyia 92/85/EOK yia Tnv TTpocTagia TG unTPATNTAS 1 OI AUCTNPATEPOI
€BvIKOi Kavoviouoi, 6TTou auToi IoXUouV.

Na An@Bei uttdwn n Odnyia 94/33/EK yia Tnv TTpocTadia Twv vEwV KATA TNV £pyaacia rj ol
auoTNPOTEPOI EBVIKOI KAVOVIGUOI, OTTOU auToi IGXUOoUV.

Ta ouGTATIKA TOU TTPOIOVTOG AUTOU TTEPIEXOVTAI OTOUG TTAPOKATW KATAAGYOUG:

AICS . Ogev €xel TTpoadiopioOei
DSL . Ogev €xel TTpoadioploOei
IECSC ;. Ogv €xel TTpoadioploBei

15.2 A§ioAdynon XNMIKAG ao@AAgiag
Agv €xel TTpaypaToTToinBei afloAdynon XNUIKNG ao@AAEIag.

TMHMA 16: AAAeg TTAnpoPoOpiEg

AMNeG TTANPOPOPIES : ZToixeia 6tTou £xouv yivel aAAayEG oTnv TTponyouUpEevn €Kdoon
ETTIONUAivovTal GTO OWHA AutoU Tou yypAPou Pe dUO KABETEG
YPAUUEG.
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AEATIO AEAOMENQN AZODAAEIAXZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone (0.05%) Ointment Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia mpwtng ékdoong: 03.01.2018
2359499-00006
MARpeg keipevo Twv Ppdoewv
H330 : Oavatn@opo o€ TTEPITITWON EI0TTVONG.
H360D . Mrmopei va BAayel To €uppuo.
H372 . [MpokaAei BAGBeg oTa dpyava UoTepa aTrd TTAPATETAUEVN i
eTTavelAnuuévn €kBean.
H410 : TMoAU 10€IKO yia Toug udpPORIoUG OpYaVIGHOUG, UE
MOKPOXPOVIEG ETTITITWOEIG.
MANpPEG Keievo AAAWYV CUVTOLOYPAPIWY
Acute Tox. . O&eia TogIkOTNTO
Aquatic Chronic : MakpotrpoBeopoo (xpovio) Kiviuvog yia To udaTIvO
TepIBalAov
Repr. . To&ikéTnTa yia TNV avatrapaywyn
STOT RE ;. Ei0IkA To€ikéTnTa 0TO 6pyava aTOXoUGS - eTTavaAauBavouevn
ékBeon
GR OEL ;. Opiakn Tiun ‘EkBeong
GR OEL / TWA : Opiakn Tiun ‘EkBeong

ADN - EupwTraiki Zug@wvia yia tn O1eBvr HeTa@opd ETIKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTrdiky cup@wvia yia TIG dieBveic 0DIKEG WETAPOPEG
emKivouvwy eummopeupdtwy; AICS - AuoTpohiavd €UupeThApIo XNUIKWVY oudiwv; ASTM -
Apepikavikly eTaipeia OOKIHWY  UAIKwv; bw - Xwpatiké Bdpog; CLP - Kavovioudg Tepi
Ta&ivounong, Emonpavong kai 2uokeuaoiog, Kavovioudg (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petahAagioyévog ouaia 1) ouaia ToéIkA yia Tnv avatmmapaywyn; DIN - Mpdétutro Tou
leppavikoU IvoTmitoutou Tutrotroinong; DSL - KatdAoyog oikiokwyv ouciwyv (Kavaddg); ECHA -
EupwTraikdg Opyaviopdg Xnuikwy Mpoidviwyv; EC-Number - ApiBud¢ EupwTraikng Koivotntag;
ECx - Zuykévipwon Tou oxeTifetal pe avtatrokpion x%; ELx - MNocootd emBdpuvong Trou
oxetiCeTal pe avtatrokpion x%; EmS - Xpovodidypappa €ktaktng avaykng; ENCS - Y1rdpyouoeg
Kal véeg XNUIKES ouoies (latTwvia); ErCx - Zuykévipwaon TTou OXETICETAI JE AVTATIOKPION pubuou
auénong x%; GHS - lMaykéopio evappoviopévo ocuotnua; GLP - OpBr) epyacTnplakr TTPAKTIKN;
IARC - Aigbvng Opyaviouos Epeuviov Kapkivou; IATA - AigBviig ‘Evwon Agpopetagpopwy; IBC -
AlgBvAg KWwdIKag yia TNV KOTAOKEUN Kal TOV eEOTTAICHO Twv TTACIWV TTOU PETAQEPOUV ETTIKIVOUVA
XNMIKA x0dnv; IC50 - Miofl péyioTn avaoTaATikr) ouykévipwon; ICAO - AieBviigc Opyavioudg
MoAmkAg AegpoTtropiag; IECSC - Eupetrpio utrapXouowv XnNUIKwv ouciwv otnv Kiva; IMDG -
AigBviAg NauTihiokog Kwdikag Emikivouvwy Eidwyv; IMO - Aiebvrig NauTtiAlakég Opyavioudg; ISHL
- Nopog Ttrepi BlounxavikAg ac@dAeiag kai uyeiag (lamwvia); 1ISO - Aigbvrigc Opyaviouog
Tumrotmmoinong; KECI - Eupetrpio utrapxouowy XNuikwv ouciwv Tng Kopéag; LC50 - ©avaaoiun
ouykévipwon oto 50% TtAnBucpou &dokiurig; LD50 - Gavdoiyn d6on oto 50% TtAnBucuou
dokiung (Péon Bavdaoiun &6on); MARPOL - AigBviig didokewn yia TRV TTPOANWN NG pUtravong
amd TAoia; n.o.s. - Aev opiletal diagopeTikd; NO(A)EC - Xuykévipwon oTnv otoio dev
TaparnpouvTal (duopeveic) emdpdoeig; NO(A)EL - Emimedo oTo otroio dev Traparnpouvtal
(duopeveic) emdpdoelg; NOELR - lMoocootd emBdpuvong oto omoio dev TTaparnpoulvral
emdpdoeig; NZIoC - Eupempio xnpikwv ouciwv TG Néag Znhavdiag; OECD - Opyaviouog
OikovouikAg Zuvepyacoiag kai Avamtuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwyv Ouaiwv Kai
MpoéAnwng Tng PuUmavong; PBT - AvBekTikr, BlooucowpeuTikly kar Togikr) ouaia; PICCS -
EupetApio xnuIkwy ouciwv Twv PiINmmivwy; (Q)SAR - (MoooTikn) oxéon dourng-0pacTnpIOTNTOG;
REACH - Kavovioupég (EK) Ap. 1907/2006 tou EupwTraikou KoivofouAiou kar Tou ZupfouAiou
OXeTik@ pe Tnv Kataxwpion, afioAdynon, ade€ioddTnon Kal ToV TTEPIOPICHO TwV  XNUIKWV
mpoidviwy; RID - Kavoviopoi yia TIG OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWV
eutTopeupdatwy; SADT - Ogpuokpacia autoemiTayuvouevng atoolvBeong; SDS - Aeghtio
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Aedopévwv Acogalcgiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNMIKWV ouciwyv TnG TaiBdv; TRGS - Texviké TpdTuTtro YyIa TG emiKivOuveg oucieg; TSCA - Néuog
TTepi eAéyxou TOgIKWV ouoiwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva 'EBvn; vPVvB - Akpwg
avBeKTIKA Kal AKpwG Blooucowpelaiun ouaia

MepaiTépw TTANPOPoOpieg

MNy£g Twv oNUAVTIKWV . Eowrtepikd TEXVIKA dedopéva, dedouéva atrd Ta AAA TTPWTWV
OedouEvVwY TToU UAWv, atroteAéopaTta avalitnong Tng dIKTUakng TTUANng OOZA
XpnolgoTtroinénkav yia n eChem kai Tov EupwTraiké Opyaviopud Xnuikwv MNpoidvtwy,
ouvtagn Tou AgAtiou http://echa.europa.eu/

Aedopévwv AcpaAciag

Ta§ivounon Tou piyyarog: Aladikacia Ta§ivopnong:

Repr. 1B H360D MéBodog uttoAoyiouoU

STOTRE 1 H372 MéBodog utTtoAoyiguoU

Aquatic Chronic 1 H410 MéEBodog uttoAoyiopou

O1 TAnpogopieg og auTo To AeATio Acdopévwv AopaAeiag (SDS) avTatrokpivoTval OTIG YVWOEIG
Mg Katd 1o Xpoévo TnG ékdoaaorg Toug. O1 TTAnpogopieg TTpoopifovTal uévo cav kabodrynan yia
owaTo XEIPIoHO, Xpron, amobAKeuon, JeTapopd, diaBeon Kal EKAuon Kal 0gv BewpouvTal wg
gyyunaon f podiaypa® 'An ToIOTTAG YIa OTTo10vONTTOTE TUTTO. O1 TTANPOYOPIEG aPopoUv PHévo TO
€I0IKO UAIKG TTou ava@épeTal oTnv apxr Tou AeAtiou Aedopévwv ACPaAgiag Kal EVOEXOUEVWG Va
MNV 10XUEl O€ TTEPITITWAN TTOU TO UAIKG auTd Tou AgAtiou Aedopévwy xpnoipotroinBei o
ouvouao o pe AAAa UAIKA 1 o€ GAAEG BIadIKOTIEG aTTO QUTH TTOU ava@EPETAl GTO AEATIO
Aedopévwyv. O1 xpAoTeg Tou UAIKOU va AapBdavouv utrdyn Toug TIG TITANPOQPOPIEG KAl GUGTATEIG O€
ox€an Je TN XpRon Tmou €mBupou, og oxéan ue T diadikagia Kal atrobrikeuan,
oupTrepIAapBavopévng Kai TNg KATAAANAGTNTAG Tou UAIKOU Tou AgATiou Agdouévwv Ac@algiog aTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTEPITITWOT.

GR/EL

18/18



