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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY . Betamethasone Injection 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 TTpouNnBeuTH TOU SeATiou dedopévwyv aocpalegiag

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&IKATNTA 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.
MakpoTrpoBecpuoo (Xpovio) 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.

Emikiviuva cuoTAaTIKA TTOU TTRETTEI VA avAYPA@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 >=0,3-<1
206-825-4 Repr. 1B; H360D

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 Bondsiwv
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 BorBeieg 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 PETOPEPETE TO BUA OTO KABapd
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 JOAUGHEVA 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 mepimTwan 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 €kBeon.

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 TTupooBeaTikda . 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 Kata Thv . H éxBeon o€ kauoiya TTPoidvVTa PTTOPEI va ival KivOuvog yia
KatatmmoAéunon tng TNV uyeia.
TTUPKAYIAG
Emikivduva trpoidvta : Og&eidia Tou avBpakog
KQUOEWG
5.3 ZuoTdoEIg yia TOUG TTUPOORECTEG
EIBIKOG TTpOOTATEUTIKOG . Ze TTEPITITWAN TTUPKAYIAG £XETE AUTOOUVANN AVOTTIVEUCTIKI)
€€OTTAIOUOG IO TOUG OuUOKeUr. XpNOIYJOTIOINOTE TTIPOCWTTIKN evOupaaia
TTUPOOREDTEG TTpooTaCiag.
Eidikég péBodol rupdofeong : XpnoldotroliRoTe péoa TupdoBeang TTou gival KATAAANAQ yia

TIG GUVONAKEG Kal TO TTEPIBAAAOV.

la ™ WAEn Twv KAEIOTWY DOXEIWV XPNOIKOTIOIEIOTE YPEKATUA
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 TV avTIJETWITION TUXaiag éKAuong

6.1 NMpoowTTIKEG TIPOPUAGEEIG, TTPOOTATEUTIKOG EEOTTAICHOG Kl S1aS1KACIEG EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAAEEIG : XpNOIYOTIOIRCTE TTPOCWTTIKN EvOUHATia TTPOCTATIOG.
AkoAouBnaoTe TIGC GUUBOUAEG YIO AOPAAR XEIPICUO Kal TIG
OUOTAOEIG VIO OTOUIKO TTPOOTOTEUTIKO £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.

EutrodioTe Tnv e€ATAWON 0€ peydAn Trepioxn (1T.X. HEow
TTEPIOpIoPOU A ppdyuaTa eAaiou).

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

6.3 M£00d01 Kal UAIKG Yo TTEPIOPICHO KAl KABApIoHO
MéBodoil kaBapiouol © ZUYKEVTPWOTE Pe adpavég u€ao amoppd@nong.

la peydAeg knAideg, TTAPACKETE AVTITTANUPUPIKA avaxwPaTa i
AAAEG KATAAANAEG OTEYAVEG CUWIVEG VIO VA OTTOTPEWETE TV
e€amAwon Tou UAIKoU. Edv gival duvaTr n avrtAnon Tou UAIKoU
TTOU TTPOEPXETAI ATTO TA AVTITTANUUUPIKG avaxwuaTa,
aTTOONKEUOETE TO AVOKTNOEV UAIKO 0TOV KATAAANAO TTEPIEKTN.
KaBapioTe Ta uttoAEImmOueva UAIKA TNG KNAIdAg PE ToV
KOTAAANAO TTpOCPOPNTH).
O1 ToTTIKOI 1} €BVIKOI KAVOVIGUOI EVOEXETAI VO EPAPPOCTOUV O€
TTEPITTITWON ATTEAEUBEPWAONG KAl ATTOPPIYNG TOU UAIKOU auToU,
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KaBwg Kal 60wV UANIKWYV Kal TEpaxiwv xpnolgotroindnkav kard
TOV KOBAPIOHO TwV ATTEAEUBEPWHEVWY OUCIWY. @a TTPETTEl va
TIPOCBIOPICETE TTOIOI KAVOVIOUOI €ival EQAPUOCTEQL.

2TIG evoTnTeG 13 KAl 15 TOU TTAPOVTOG PUAAOU aoPaAEiag
OeDOUEVWV TTAPEXOUV TTANPOPOPIEG OXETIKA UE TIG ATTAITACEIG
OPICUEVWV TOTTIKWV A €BVIKWY KAVOVIGHUWV.

6.4 MapatouTA o€ AAAQ TUAMATA
BAétre TuAuara: 7, 8, 11, 12 kai 13.

TMHMA 7: Xeipiop6g kal atrofnkeuon

7.1 NMpo@uAdseig yia ac@ali XeIpIouo

Texvika pETpa Agite Mnxavika pétpa oto TuAua EAEMXOZ THZ
EKOEZHZ/ATOMIKH NMPOZTAZIA.

Tomkog/Tevikdg e€aepiopdg @ Edv dev utmdpyel d1aB£0110G ETTAPKNG CAEPIOUAG,
XPNOIYOTTOINOTE £EAEPIOUO PE TOTTIKA ATTAYWYH.

Ymodeitelg yia ac@aln . Mnv aprioTe va £pBel o€ eTa@r pe To O€pua i TNV evdupaacia.

XEIPIOUO Mnv avarvéeTe TOug aToUG 1) TO EKVEQWATA.

Mn kaTarTiveTe.

ATTOQEUYETE TNV ETTAPNA YE TA YATIAL.

O XeIpIoUOG TTPETTEI VA YiveTal CUPQWVA WE TIG BEATIOTES
TIPAKTIKEG BIOUNXAVIKAG UYIEIVIG KAl a0QAAEIQG, Je Baon Ta
ATTOTEAEOUATA TNG EKTINNONG €KBEONG OTOV XWPO £PYOTiag
Na diaTnpeital o TEPIEKTNG EPUNTIKA KAEIOTOG.

dpovTioTe va aTTOTPEWYETE TIG DIOPPOES, TO ATTOBANTA KAl va
eAOXIOTOTTOINOETE TNV aTTEAEUBEPWOTN OTO TTEPIBAAAOV.

MéTpa uyieivig . Edv umrdpyel mBavoTtnTa £€KBEONG GE XNUIKES OUGiEG KATA TN
SIdpKEIa TNG TUTTIKAG XPHONG, GPOVTIOTE yIa TNV TTapouacia
OuUOTNUATWY EKTTAUCNG OQPBAALWYV KAl VTOUG YIa TNV aoQAaAsia
TOU TTPOCWTTIKOU, KOVTA OTOV XWpPo epyaaiag. OTtav 1o
XPNOIYOTIOIEITE UNV TPWTE, YNV TTIVETE, PNV KatrvideTe. MAUveTE
TA HOAUCUEVA pOUXQ TTPIV TO {AVOPOPEDETE.

H atroteAeopartikh AeIToupyia piag eykataoTaong TTPETTEl va
TEPIAGUBAVEI TNV ETTIBEWPNON TWV PUNXAVIKWY PETPWV
eAéyyou, Tov owoTé XEIPIOUO Tou EOTTAICUOU ATOUIKAG
TTPOOoTACiAG, TIG KATAAANAEG BIAdIKATIEG apaipeang pouxiouou
Kal atToAUpavongG, EAEyX0 TNG EPYACIAKAG UYIEIVAG, I0TPIKN
EMTAPNON KAl XPrion SIOIKNTIKWVY JETPWV EAEYXOU.

7.2 ZuvOnkeg ac@aloug @UAaéng, cuptrepiAapBavopuévwy TUXOV aoUUBiBacTWY KATAOTACEWV

ATTQITACEIG YIO XWPOUG : AmoBnkeleTal og doxeia TTou Ye owaoTA anuavaorn. Puldooeral
atroBrikeuong kal doxeia KAEIOwEVO. AlaTnpeiTal KaAd KAeIoTd. ATToOnkeUeTal
oUP@WVA PE TIG IBIAITEPEG EBVIKEG VOUIKEG BIATAEEIG.

Ymodeitelg yia Kovi : Mnv ammoBnkeUeTe e TOUG AKOAOUBOUG TUTTOUG TTPOIOVTWV:
atrobnkeuon loxupd ofeidwTikG péoa

Opyavika utrepogeidia

EkpnkTiKa

Aépia

5/18



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

-5 ORGANON
Betamethasone Injection Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017
2112663-00006
7.3 E1d1kA} TeAIKA XpAon R XpRoeig
EidIKA xprion 1 Xxpnoeig . Aev uttdpyouv oToIXEia
TMHMA 8: 'EAgyx0¢ TnG é€KBeoNG/ATOMIKA TTpOOTACIA
8.1 MapdpeTpol eAéyxou
Opia erayyeApaTIKAG €KBEoNGg
2UoTaTIKA CAS-Apib. Eidog Tiung MapdaueTpol eEAEyXOU Bdon
(Eidog 1ng
eKOETEWG)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) Eowrtepikn
Mepaitépw TTANPOPoOpPIES: Aépua
| Opio kaBapiouoy | 10 pg/100 cm? | Eowtepikn

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO

OAa ta pnxavikd pétpa eAéyxou TTPETTEI va UAOTTOINBOUV CUUQWVA PE TOV OXEDIOAOUO TNG
EYKATAOTAONG KAl O XEIPIOPOG TOUG TIPETTEI va yiveTal e BAon Tig apxég OpBrig KataokeuaaoTIKnG
MPAKTIKAG yIa TNV TTPOCTACTA TWV TTPOIOVTWY, TWV £PYalopévwy Kal Tou TTEPIBAAAOVTOG.
OuaoiaaTikd dev ETTITPETTETAI KAVEVAG XEIPIOPOG XWPIG EYKAWBIoUO.

XpnoluoTrolgiTe KAEIOTA oUCTAATA ETTEEEPYATIAg i TEXVOAOYiIEG EYKAWPBIGUOU.

2€ TTEPITITWON XEIPIOPOU O€ EPYAOTRPIO, XPNOIWOTTOIEITE KATAAANAQ Ooxedlaouévo BaAapo
BioAoyikAg acedaAeiag, atTaywyd avabBupidoewy 1] GAAN cuokeun eYKAWPRIoPOU €AV UTTAPXEI
mBavéTnTa agpowekacpou. Edv auth n mOavoeTnTa dev UTTAPXEI, O XEIPIOPOG TTPETTEI va YivETal
ETTAVW O€ BIOKOUG I ETTIPAVEIEG TTAYKWV PE ETTEVOUON.

ATOMIKOG TTPOOTATEUTIKOG £EOTTAIONOG

MpooTagia Twv PaTIV . DopdTe TTPOCTATEUTIKA YUOAIG PE TTAEUPIKA TTPOCTATEUTIKA I
TTPOCWTTIOEG.
Edv 1o TrepIBdAAov epyaaiag A k&troia dpacTtnpidétnta
TepINapuBavel ouvBAkeg pe okOveg, odixAeg i agpoAupara,
TIPETTEI VO QOPATE Ta KATAAANAQ TTPOCTATEUTIKA YUAAIG.
dopdaTe TTPOCTATEUTIKA TTPOCWTTIOA 1 AAAO PHECO TTpOCTACiag
OAGKANPOU TOU TTPOCWTTOU €AV UTTAPXE! TTIBAVOTNTA AUECNG
ETTAPNAG TOU TTPOCWTTOU UE OKOVEG, OMIXAES ] agEpoAUuaTA.

MpooTacia Twv XepIWV

YAIKO . Tavmia avBekTIKG O€ XNUIKEG OUTiEg

Mapatnproeig . E&erdoTe 1O evdeEXOUEVO XPrIONG OITTAWYV YAVTIWV.
MpooTacia Tou dépuatog kal  :  PopdTe POpUA EPYATiag r EpyacTnPIaKA TTODIE.
TOU OWUATOG Mpétrel va eTTiong va xpnolyoTroloUvTtal TTpdoBeTa evoupaTa

avdloya pe Tnv epyacia Tou eKTEAEITAI (TT.X. TTPOOTATEUTIKA
pavikia, Todid, yavTia, 0TOAEG piag XpAong) yia TV aTToQuyn
TNG £€KBEONG ETTIPAVEIWV TOU BEPUATOG.
XpNOIYOTTOIEITE TIG KOTAAANAEG TEXVIKEG YIO TNV APAipETN TOU
duVNTIKA HOAUGUEVOU pouxITHOU.

MpooTacia Twv . Edv dev uttdpyel d1aB£01UOG ETTAPKNG EEAEPIOPOG UE TOTTIKN
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AVATTVEUOTIKWY 00WV

®iATpo TUTTOU

atmaywyn A n ekTiunon €kBeong uTTodEIKVUEI EKBETEIG EKTOG
TWV GUVICTWHEVWYV KATEUBUVTAPIWY 08NYIWY,
XPNOIUOTTOINOTE AVATIVEUCTIKN TTPOCTATIA.

O e€ommAiouds mrpétrel va TTAnpoi 1o TTpétutto EAOT EN 143

TOmmog cwuamdiwy (P)

TMHMA 9: ®uoikég Kal XNUIKEG 1810TNTEG

9.1 Zroixeia yia TiIg BACIKES PUOIKE

Oyn
Xpwpa
Oopn

Opio ooung

pH

Znueio TAgEwg/onueio TMEEwg
Apxikd onueio {éong Kal
Teploxn ¢éong

2nueio avagAegng

TayutnTa e§aTpiong
Ava@AeCIuoTNTA (OTEPED,
aéplo)

AvwTtepo 6plo €kpneng /
AvwTepo 6plo avapAegng

Katwrtepo 6plo ékpnéng /
Katwtepo 6p1o avapAegng

Micon atpwv

2XETIKA TTUKVOTNG ATHWV

2ZXETIKA TTUKVOTNTA

MukvéTtnTa

AlaAutéTnTa (S10AUTOTNTEG)
YdartodiaAuTtéTnTa

2UVTEAEOTAG KATAVOUNAG: N-

OKTAVOAN/vEPO

O¢puokpacia autoavapAegng

O¢puokpaacia amoouvBeong

1€wWdeg
[EWdEG, KIVNTIKO

G Kal XNHIKEG 1810TNTEG

uypo

Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEia
Aev uttépxouv aToixeia
Aev uttépxouv oToIxeia
Aev uttépxouv aToIxeia
Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEia

Mn epapudoiuo

Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia

Agv uttdp)ouv oToIXEia
Agv uttdp)ouv oToIXEia
Agv uttdp)ouv oToIXEia
Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia
Mn epapudoipo

Aev uttdpxouv oToIxEia

Aev uttdpxouv oToIxEia

Aev uttdp)ouv oToIXEia
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2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017
2112663-00006

EKpnKTIKES 1810TNTES : Mn ekpnKTIKO

OCeIdWTIKES 1010TNTEG . Houagia n 1o yeiypa dev Tagivoueital wg oeIdWTIKO.
9.2 AAAeg TTAnpo@opieg

Ava@AegiuétnTa (uypd) : Agv utrdpyouv aToixeia

MéyeBog cwpuaTidiwv : Mn epapudoipo
TMHMA 10: Z1a@gpoTnTa KOl AVTISPACTIKOTNTA
10.1 AvTidpaoTiKéTNTA

Mn Tagivounuévo wg Kivouvog avTidpaoTIKOTNTAG.
10.2 XnuIkA oT00gpOTNTA

2100ep0d KATW ATTO KAVOVIKEG OUVONKEG.
10.3 MBavéTnTa EMMIKiVOUVWY avTISpAoEWwYV

Emikivduveg avmidpdoeig . Mrmopei va avTidpdoel pe 1I0XupoUg 0EEIBWTIKOUG TTAPAYOVTEG.

10.4 ZuvBnkKeg TTPOG ATTOPUYRHV
2uvBnKeg TTPOG ATTOPUYIV : Kayia yvwoTn.

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

10.6 Emikivduva TrpoidévTa atroolvleong
Agv gival yvwoTd eTmikivouva mTpoidévta didoTTacng.

TMHMA 11: TogikoAoyikég TTAnpo@poOpiEg

11.1 NAnpo@opiteg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpo@opicg yia Toaveg . Elomvon
0doug ékBeong Etragn ue 10 6éppa
Katdroon

Emaen parnwv

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

Mpoidv:
Oteia TogIkoTNTO dI1G TNG . EkTipnon oéeiag TogikéTNTOG: > 5 Mg/l
EIOTTIVONG Xpévog ékBeong: 4 h

ATpbéoc@aipa dOKIPAG: oKOVN/eEKVEQWUA
MéBodog: MéBodog utroAoyiopou
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AEATIO AEAOMENQN AXOAAEIAZ
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

Apuhlic

peTaAAagng (AMES)

-5 ORGANON
Betamethasone Injection Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017
2112663-00006

ZUCTATIKA:

Betamethasone:

O¢eia TogIKOTNTO ATTO TOU . LD50 (Apoupaiog): > 5.000 mg/kg

oTONaTOG

LD50 (Movriki): > 4.500 mg/kg

Oteia TogIkoTNTO BI1G TNG :  LC50 (Apoupaiog): 0,4 mg/l

€I0TTVONG Xpoévog ékBeong: 4 h

AidBpwon kal epeBIOCUOG TOU BéPUATOG

Aev Tagivopeital ue Baon Tig SI0BECIPES TTANPOYPOPIEG.

ZUCTOTIKA:

Betamethasone:

Eidog . Kouvéll

AtroTéAeopua . ENagpUcg epebiopudg Tou dEpuartog

ZoBapn BAABN/epeBIOCNOG TWV pHATIWV

Aev Tagivopeital ue Baon Tig SI0BECIPES TTANPOYOPIEG.

ZUCTOTIKA:

Betamethasone:

Eidog : Kouvéh

AtroTéAeopua . Kavévag epeBIiopog Twv paTiwv

AvatrveuoTIKR guaioOnToTroinon f euaioOnTOTTOINC TOU SEPUATOG

EvaiocBnToTtroinon Tou dépparog

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.

EvaioBntoTmroinon Tng avamvong

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.

ZUCTATIKA:

Betamethasone:

Odoi £kBeong . Aéppua

Eidog . YOpbyoipog

ATtroTéAeoa : 'Hmog euaioBnTotroIinTAg

MeTaAAaglyéveon YEVVNTIKWYV KUTTAPWV

Aev Tagivopeital pe Baon Tig S10BECIPES TTANPOYPOPIEG.

ZUCTATIKA:

Betamethasone:

ovidloTogIKATNTA in Vitro . Eidog Aokipng: Baktnplakn dokipyaoia avdotpo®ng
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AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

- ORGANON
Betamethasone Injection Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017

2112663-00006

ATToTéAECHA: apVNTIKO

Eidog Aokiung: Aokiun in vitro yovidiakAg JeTdAAagng
KUTTapou BnAacTikoU
ATTOTéEAEGUA: APVNTIKO

Eidog Aokiuig: TeoT TTAPAPOPPWONGS XPWHATOCWHATWY in
vitro
ATtrotéAeopa: BeTIKO

FovidloToIkOTNTA iN Vivo . Eidog Aokipng: AoKiuf MIKPOTTUPAVWY EPUBPOKUTTAPWY O€
ONAQOTIKG (KUTTOPOYEVETIKR doKIpaaia in vivo)
Eidog: Movriki
Tpémog E@appoyrg: ATrd oTépaTog
ATtroTéAeaua: apgifoio

MeTtaAAalyéveon yevvnmikwy :  To BAPOG TwV ETTICTNUOVIKWY CGTOIXEIWV Ogv UTTOOTNPIfEl TNV
KUTTApwV- ACloAdynan Tagivounon wg petaAAagloyovo TrapdyovTa yevvnTikou
KUTTGpPOU.

Kapkivoyéveon

Aev Tagivopeital pe Baon Tig SI0BECIPES TTANPOYPOPIEG.
To&IkOTNTA YIA TNV AVATTAPaAYyWYN

Mrtropei va BAGyel To Euppuo.

ZUOTOTIKA:

Betamethasone:

Emdpdoeig oTnv avatTugn . Eidog: KouvéA

TOU €uppUOU Tpotog Epapuoyng: Evdopuikd
To&ikétnTa yia Tnv Avatrtugn: LOAEL: 0,05 mg / kg Bapog
OWPATOG
AtrotéAeopa: Euppuoviki ToéikéTnTa., MNapatnpAdnkayv
AVWUOANIEG.

Eidog: Apoupaiog

Tpotrog Egapuoyng: Yodopia

To¢ikétnTa yia Tnv AvamTuén: LOAEL: 0,42 mg / kg Bapog
OWHATOG

AmrotéAeopa: Mapatnpndnkav avwuaAieg.

Eidog: Movriki

Tpotog Epapuoyng: Evdopuikd

To&ikétnTa yia Tnv Avdrtuén: LOAEL: 1 mg / kg Bdpog
OWPATOG

AtrotéAeopa: Mapatnpndnkav avwpaAieg.

To&IkéTNTA VIO TNV ;. Ymapyouv cageig atrodeitelg duoueVWY €TIOPACEWY OTNV
avatrapaywyn - AZloAdynon avartrTuén, ye Bdon Teipduata og Cwa.
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AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON

Betamethasone Injection Formulation

‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017

2112663-00006

STOT-e@atras ékBeon

Aev Tagivopueital pe Baon Tig SI0BECIPES TTANPOYPOPIEG.

STOT-emravelAnuuévn ékBeon

MpokaAei BAGReG oTa dpyava UOTEPaA aTTO TTAPATETAUEVN A ETTAVEIANUUEVN €KBETN.

ZUOTOTIKA:

Betamethasone:
Opyava Z1éx0I

Alohéynon

Ymé@uaon, AvoooTroinTiké gUaTNUa, UG, BUPOEIONG adévag,
Aiua, Emive@pidiog adévag

MpokaAei BAGReG oTa dpyava UoTEPa aTTd TTAPATETAUEVN A
emaveiAnuuévn €kBean.

ToikéTnTa eTTaAvalappavopevng d6ong

ZUOTOTIKA:

Betamethasone:
Eidog

LOAEL

Tpdmog Epappoyrig
Xpoévog €kBeang
Opyava 21éx0I

Eidog

LOAEL

Tpomog Epappoyng
Xpbvog €kBeang
Opyava Z1éxo0I

Eidog

LOAEL

Tpdmog Epappoyrig
Xpoévog €kBeang
Opyava Z1oxo0l

Eidog

LOAEL

Tpomog Epappoyng
Xpbvog €kBeang
Opyava Z1éxo0I

TogikéTnTa AvappéPnong

KouvéAl

0.05 %

Etraen pe 10 déppa

10-30d

Y1o@uaon, AvoooTroinTiKé gUCTNKA, JUG

Apoupaiog

0.05 %

Etragn ue 10 6éppa
8 ERSop

BupoeIdng adévag

MovrTiki

0.1%

Etragpn pe 10 8épua
8 Ef3dou

BupoeIdng adévag

>KUAOG

0,05 mg/kg

A6 otéparog

28d

Aipa, Bupocidng adévag, Emiveppidlog adévag

Agv Tagivopeital pe Baon Tig S10BE0IUES TTANPOYOPIEG.

Eptreipia atré tnv avBpwirivn ékBeon oTnv oucia

ZUCTOTIKA:

Betamethasone:
Eiotvon

Opyava Z1oxor: Emive@pidiog adévag
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AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

-5 ORGANON
Betamethasone Injection Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017
2112663-00006
Etragn ye 10 déppa : ZupTrtwparta: Kokkiviopa, Kvnopog, EpeBiouog
TMHMA 12: OikoAoyikég TTAnpo@opicg
12.1 To§ikéTnTA
ZUCTOTIKA:
Betamethasone:
To&IkOTNTa OTIC OAPVIES Kal . EC50 (Americamysis (Iapida €idoug Muaidwv
GAAa USPORIa HaAGKIa Americamysis)): > 50 mg/I
Xpoévog €kBeong: 96 h
To&ikéTnTa OTO . EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): > 34
dUkn/udpoBIa QuTh mg/l
Xpovog ékBeong: 72 h
MéBodog: OECD KarteuBuvTrpia ypauun dokiung 201
Mapatnpenocig: Kapia ToikdTnTa oTa 6pI1a SIGAUTOTNTAG
NOEC (Pseudokirchneriella subcapitata (Trpdciva @ukia)): 34
mg/I
Xpoévog ékBeong: 72 h
MéBodog: OECD KateuBuvTrpia ypauun dokiung 201
Mapatnpenoeig: Kapia toéikdtnTa ota 6pia diaAutdtnTag
To&ikéTnTa OTO WaApia . NOEC: 0,052 mg/l
(Xpovia TogikéTnTA) Xpovog ékBeong: 32 d
Eidog: Pimephales promelas (XovTpok€é@aAog KUTTpivog)
MéBodog: OECD KarteuBuvTripia ypauun dokiung 210
NOEC: 0,07 pg/l
Xpévog ékBeong: 219 d
Eidog: Oryzias latipes (Japanese medaka)
MéBodog: OECD KarteuBuvTrpia ypapur) dokiuAig 229
To&IkOTNTa OTIG dAPVIES KAl . NOEC: 8 mg/l
GAAa udpPOBIa HaAdKIa Xpovog ékBeong: 21 d
(Xpoévia TogIKOTNTA) Eidog: Daphnia magna (NepOwuAAog o péyag)
MéBodog: OECD KarteuBuvtripia ypauun dokiung 211
>uvteAeoTig m (Xpovia : 1.000
TOCIKOTNTA YIO TO UBATIVO
TEPIBAAAOV)

12.2 AvBekTIKOTNTA KaI IKAVOTNTA ATTOd6NOoNg
Agv utt@pxouv aToIxEia

12.3 AuvaroTnTa BIOOCUCOWPEUONG
ZUOTOTIKA:

Betamethasone:
ZUvTEAEOTAG KATAVOUNG: N- : log Pow: 2,11
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AEATIO AEAOMENQN AXOAAEIAZ A
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

- ORGANON
Betamethasone Injection Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017

2112663-00006

OKTAVOAN/veEPO
12.4 KivnTikéTnTa 0TO £50pOG
Aev uttdpxouv aToixeia
12.5 AtroteAéopara Tng agioAdynong ABT ka1 aAaB
Aixwg onuaacia
12.6 AAAEG ApVNTIKEG ETTITITWOEIG
Agv utt@pxouv aToIxeia

TMHMA 13: Zroixcia oXeTIKA JE TN S1d0e0on

13.1 Mé0odoi diayeipiong amoBARTWY

Mpoidv . KataoTtpéperal Aappdavovtag utr” dwn TIG 00NYieg TWV TOTTIKWV
UTTNPECIWV.
ZUuowva pe Tov Eupwtraikd KatdAoyo ATToBARTwY o Kwdikoi
Twv ATTOBARTWY ava@épovTal TN XPAON Kal Ox1 OTa TTPOIOVTA.
O1 kwdIkoi atroAATWY TTPETTEI va KaBopiaBouv aTrd Tov
XPNoTn, 600 10 duvVaTO O€ CUVEVVONGON WE TIG UTTNPETIES
8136eong amoBANTWV.

Mn kaBapiopéveg . Ta adeia doxeia TTPETTEI va HETAPEPOVTAI OE EYKEKPIUEVO

OUOKEUQTIEG (TTOKETA) MEPOG diaxeipiong atToBAATWY yIa avaKUKAWGN A ammoppiyn.
Av dev utrodeikvUeTal KATI SIAPOPETIKG: ATTOPPIYTE TO WG UN
XPNOIUOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opoég OHE

ADN : UN 3082
ADR : UN 3082
RID : UN 3082
IMDG : UN 3082
IATA : UN 3082

14.2 Oikeia ovopacia arrootoAig OHE

ADN . TEPIBAAAONTIKA ENIKINAYNEZXZ OYZIEZ, YTPEZ, E. A. O.
(betamethasone)

ADR . MEPIBAAAONTIKA ENIKINAYNEZ OYZIEZ, YTPEZ, E. A. O.
(betamethasone)

RID . MEPIBAAAONTIKA ENIKINAYNEZ OYZIEZ, YTPEZ, E. A. O.
(betamethasone)

IMDG - ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)

IATA . Environmentally hazardous substance, liquid, n.o.s.
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AEATIO AEAOMENQN AXOAAEIAZ
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

Betamethasone Injection Formulation

‘Ekdoan Huepounvia

2.3

AvaBewpnong:
23.03.2020

Ap1Buo6g AgAtiou
Aedopévwv
AogdAciag:
2112663-00006

Apuhlic

-5 ORGANON

Huepounvia Tng TeAeutaiag ékdoong:
13.09.2019
Huepounvia Tpwtng ékdoong: 23.10.2017

(betamethasone)

14.3 Tagn/-€1g KivdUvou KATA TN METAPOPA

ADN
ADR
RID
IMDG
IATA

14.4 Opydda ocuokeuaoiag

ADN

Oudéda cuokeuaaiag
Kwdikdg Tagivéunong

Ap16. avayvwpiong KivoUuvou
ETikéTEG

ADR

Oudda cuokeuaaiag
Kwdikdg Tagivéunong

ApiB. avayvwpiong Kivouvou
ETIKETEG

Kwdikag TTeplopiouou yia Ta
TOUVEA

RID

Oudéda cuokeuaaiag
Kwdikdg Tagivéunong

ApI6. avayvwpiong KivoUuvou
ETikéTEG

IMDG

Opéda cuokeuaaoiag
ETikéTeg

EmS Kwdikdg

IATA (PoprTio)

Odnyia cuokeuaaiog
(popTnyd agpoTrAdGvo)
EvToAn ouokeuaoiag (LQ)
Oudéda cuokeuaaiag
ETikéTeg

IATA (EmiBaTiko)
Oodnyia cuokeuaaiag
(emBaTik6é agPOTTAGVO)
EvtoAn ouokeuaaiag (LQ)
Opéda cuokeuaoiag
ETikéTeg

14.5 NepifaAAovTiKoi Kivduvol

ADN
Emikivduvo yia 10

9

9
9
9
9

i
M6
90

I
M6
90

¢

i
M6
90

i
9
F-A, S-F

964
Y964

I
Miscellaneous

964
Y964

1]
Miscellaneous

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

Betamethasone Injection Formulation

Apuhlic

-5 ORGANON

TEPIBAAAOV

14.6 E181kég TTPOQUAGEEIG YIa TOV XPAOTN
H(or1) Tagivounon(eig) HeTa®opdg TTou TTapEXETAI(OVTAI) OTO TTAPOV £yypago TTpoopileTal pévo yia
EVNMEPWTIKOUG OKOTTOUG Kal BacifeTal ATTOKAEIOTIKA OTIG 1I810TNTEG TOU PN OUCKEUACGHEVOU UAIKOU,
OTTWG auTEG TTEPIYPAovTal aTo TTapov AegAtio Aedouévwv Aa@alciag. Or Tagivounoeig HeTa@opdg
eVOEXETAI VO DIAPEPOUV aVAAOYQ PE TOV TPOTTO PETAPOPAG, TO HEYEDOG TNG CUCKEUATIAg Kal TIG
O1a@OopEG avAPETT OTOUG TTEPIPEPEIOKOUG i €BVIKOUG KaVOVIGHOUG.

‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017
2112663-00006

TEPIBAAAOV

ADR

Emmkivduvo yia 1o val

TEPIBAAAOV

RID

Emmkivduvo yia 1o val

TEPIBAAAOV

IMDG

OaAdoo10Gg pUTTOG vai

IATA (ETiBaTiko)

Emikivduvo yia 1o vai

TEPIBAAAOV

IATA (PoprTio)

Emikivduvo yia 1o vai

14.7 X0adnv peragopd ocuupwva pe to Trapdptnua ll Tng ouupaong MARPOL kai Tou KWaIKa

IBC

Mapatnproeig

Agv 10x0¢€l yia To TTPoidv 6TTwGg diaTiBeTal.

TMHMA 15: ZToiXcia VOLUOOETIKOU XOPAKTHP

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

REACH - lMepiopiopol otnv TTapaywyn, 1n diaBeon otnv. ;. Na AngBouv uttéyn o1 6pol

OYOpPa Kal T XPNon OPICHEVWY ETTIKIVOUVWY OUTIWY,

TTEPIOPIOHOU YIa TIG aKOAOUBES

TTapaoKeUaopaTwy Kal avTikeiyevwy (Mapaptnua XVII) €10060UG:

REACH - KatdAoyog utroyni@iwv Tpog adeioddTtnon

Ap1Budg otn Aiota 3
Mn epapudoiuo

OUCIWV TTOU TTPOKAAOUV TTOAU ueyadAn avnouyia ( ApBpo

59).

REACH - KardAoyog ouciwv TTou UTTOKEIVTAl O€
ade10d6tnon (Mapdaptnua XI1V)
Kavoviouég (EK) apiB. 1005/2009 yia TI¢ ouaieg TTou

KATaoTpEQPOUV Tn oTIBAda Tou 6LovVTog

KANONIZMOZ (EE) 2019/1021 yia TOUG €UPOVOUG

opyavikoUg puTToug (avadiaTuTTwaon)

Kavoviouég (EK) apiB. 649/2012 tou Eupwtraikou
KolvoouAiou Kal Tou ZUPPBOUAIOU OXETIKA YE TIG

€CAYWYEG KAl EI0QYWYEG ETTIKIVOUVWYV XNUIKWV

TTPOIGVTWYV

Mn epapudaoiuo
Mn epapudoipo
Mn epapudoipo

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

- ORGANON
Betamethasone Injection Formulation
‘Ekdoon Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 23.10.2017

2112663-00006

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikol KoivoouAiou kai Tou Zupouliou yia Thv
QVTIUETWTTION TWV KIVOUVWV PEYAAWY ATUXNUATWY OXETICOUEVWV E ETTIKIVOUVEG OUTIES .
Mooodtnta 1 MooodTnTa 2
El KINAYNOITIATO 100t 200t
MEPIBAAAON

AAAeg 0odnyieg:

Na An@Bei uttdywn n Odnyia 92/85/EOK yia Tnv TpoaTagia TG unTpdTNTAG ] OI AUGTNPOTEPOI
€Bvikoi kavoviopoi, 6TTou auToi I0XUouV.

Na AngBei uttéwn n Odnyia 94/33/EK yia Tnv TTpocTadia Twy VEWV KATd TNV £pyaacia r ol
auoTNPOTEPOI EBVIKOI KAVOVIGHOI, OTTOU aUTOi I0XUOUV.

Ta CUCTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI OTOUG TTAPAKATW KATAAOYOUG:

AICS . Oev €xel TTpoodIoplobei
DSL . Oev €xel TTpoodioploBei
IECSC ;. Oev éxel TTpoadioploBei

15.2 A§ioAdynon XNMIKAG ao@AAgiag
Aev éxel TTpayparoTroinBei agiloAdynon xnUikAg ac@dAciag.

TMHMA 16: AAAeg TTAnpoO@oOpicg
AANAeG TTANpOPOpPIES . ZToixeia 6trou £xouv yivel aAAayEg aTnv TTponyouUpevn €Kdoan
ETTIONUAiVOVTAl GTO CWHA AuToU TOU £yYPAPoU e dUO KABETEG
YPOUUEG.

MAApeg keipevo Twv Ppdoswv H

H330 : Oavatn@opo o€ TTEPITITWAN EI0TIVONG.

H360D : MTopei va BAGyel To uBpuo.

H372 . TMpokaAei BAGBeg oTa dpyava UoTepa aTrd TTApaATETAUEVN i
eTaveIAnuuévn €kBeon.

H410 . TMoAU 10€IKO yia Toug udPOBLIoUG OPYaVIOUOUG, UE

HOKPOXPOVIEG ETTITITWOEIG.

MARpPEG Keipevo AAAWV CUVTOUOYPAPIWYV

Acute Tox. . O&eia TogIkKOTNTO

Aquatic Chronic : MakpotrpoBecpoo (xpovio) Kiviuvog yia To udaTIVO
TepIBalAov

Repr. ;. To&ikéTnTa yia TNV avatrapaywyn

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

ADN - Eupwtraik Zup@wvia yia tn O1eBvh PETaQOPd €TTIKIVOUVWY EUTTOPEUMATWY PECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTrdiky cup@wvia yia TIG d1eBveiG OBIKEG WETOQOPEG
EMKIVOUVWY  euTTOpeUNaTWY; AICS - AuoTtpaAiavde €upethipio  XnWIKwy ouciwv; ASTM -
Auepikavikf etaipgia dOKIYWY UAIKwv; bw - Zwparikd Pdpog; CLP - Kavovioudg Ttrepi
Ta&ivounong, Emonuavong kai Xuokeuaciog, Kavovioudg (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petahAagioyévog ouaia 1) ouaia Toéikn yia Tnv avatmmapaywyn; DIN - Mpdétutro Tou
lepupavikoU IvoTmitoutou Tutrotroinong; DSL - KatdAoyog oikiakwyv ouciwyv (Kavaddag); ECHA -
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EupwTraikdg Opyaviopog Xnuikwv MNpoidviwy; EC-Number - ApiBu6¢ EupwTraikng Koivotntag;
ECx - Zuykévipwaon Tmou oxeTifetal pe avratrokpion x%; ELx - MNoocootd emPBdapuvong Tmou
oxeTiCeTal ye avramokpion x%; EmS - Xpovodidypapua éktaktng avaykng; ENCS - Ymdapyouoeg
Kal véeg XNUIKES ouaieg (latmwvia); ErCx - Zuykévipwan TTou OXETICETAI e AVTATIOKPION pubuoU
au¢nong x%; GHS - lMaykoouio evappoviopévo oloTtnua; GLP - Opbn epyacTnpiakr TTPOKTIK;
IARC - Aigbvng Opyaviouog Epeuviov Kapkivou; IATA - AieBviig ‘Evwon Agpopetagopwy; IBC -
AleBvrg KWwoIKag yia TNV KATOOKEUR Kal ToV €E0TTAICUS TWV TTACIWY TTOU PETAPEPOUV ETTIKIVOUVA
XNMIK& x0dnv; IC50 - Miofl péyioTn avaoTaATikr ouykévipwaon; ICAO - AieBviigc Opyaviouog
MoAimikAg Aepotropiag; IECSC - Eupempio utrapxouowv xnuikwv ouciwv otnv Kiva; IMDG -
AigBviAg NauTtihiakog Kwdikag Emikivouvwy Eidwyv; IMO - Aiebvrig NauTtiAlakég Opyavioudg; ISHL
- Nopog Ttepi BlounxavikAg ao@daAeiag kai uyeiag (lamwvia); 1ISO - AigBvrigc Opyaviouog
Tumrotmmoinong; KECI - Eupetpio utrapxouowyv Xnuikwv ouciwv Tng Kopéag; LC50 - ©avaaoiun
ouykévipwon oto 50% mAnBuopou dokiuig; LD50 - @avdaoiyn 66on oto 50% TtAnBucpuou
OokIUAG (Wéon Bavdaaoiun 86on); MARPOL - Aigbvrig didokewn yia Tnv TTpoAnwn Tng puTTavong
a1é TAoia; n.o.s. - Aev opiCetar diagopeTikd; NO(A)EC - Zuykévipwon oTnv otoio dev
TaparnpoUvtal (duopueveig) emodpdoelg; NO(A)EL - Emimedo oT1o omoio dev Traparnpouvral
(duopeveig) emdpdoeig; NOELR - TMooootd emBdpuvong oTo oToio dev  TTapaTnpouvTal
emodpdoeig; NZIoC - Eupempio xnuIKwv oudiwv TG Néag ZnAavdiag; OECD - Opyaviouog
OikovouIikAg Zuvepyaoiag kal Avamtuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwyv Ouaiwv Kai
MpoéAnwng Tng PuUmavong; PBT - AvBekTikr, BlooucowpeuTik kal Togikr ouaia; PICCS -
Eupetpio xnuikwv ouciwv Twv GiAimrrivwy; (Q)SAR - (MoooTikA) oxéon doung-6pacTnpIdTNTAG;
REACH - Kavoviouég (EK) Ap. 1907/2006 tou EupwTraikou KoivoBouAiou kai Tou ZupfouAiou
OXeTIKG pe Tnv Kataxwpion, afioAdynon, adeioddTnon Kal Tov TTEPIOPICPO TwV  XNUIKWV
mpoioviwy; RID - Kavoviopoi yia TG OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWV
eutmopeupaTwy; SADT - Ogpuokpacia autoemiTaxuvouevng atroolvBeong; SDS - Aeghtio
Aedopévwv Aogalcgiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNUIKWV ouciwv TnG TaiBdv; TRGS - Texvikd mTpdTuTro yia TG £TiKivOuveg oucieg; TSCA - Néuog
epi eAéyxou ToEIKWV ouciwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva ‘EBvn; vPVB - Akpwg
avOeKTIKA Kal AKpwG Blooucowpeloiyn ouaia

MepaiTépw TTANPOPOpPiEg

Mnyég Twv CNUOVTIKWY . Eowrtepikd TEXVIKA dedopéva, dedouéva atrd Ta AAA TTPWTWV
0edouEVWY TTOU UAwv, atroteAéopata avalnitnong Tng dIkTuakng TTuAng OOZA
XpnaoigoTtroinénkav yia n eChem kai Tov EupwTraiké Opyaviopd Xnuikwv MNpoidvtwy,
ouvtagn Tou AgAtiou http://echa.europa.eu/

Aedopévwv Ac@alciag

Ta§ivounon Tou piyyarog: Aladikacia Ta§ivopnong:

Repr. 1B H360D MéBodog uttoAoyiopou

STOTRE 1 H372 Mé&Bodog uttoAoyiouou

Aquatic Chronic 1 H410 MéBodog utToAoyiguoU

O1 TAnpogopieg ae autd 1o AeAtio Aedopévwyv Aopaleiag (SDS) avtatrokpivoTval OTIG YVWOEIG
MOg Katd 1o Xpoévo TnG ékdoaor g Tous. O1 TTAnpogopies TTpoopifovtal pévo oav kaBodrjynaon yia
owaTo XEIPIOHO, Xpron, amobAkeuon, JeTagopd, diaBeon kai EKAucn Kal Osv BewpouvTal wg
€yyunaon A Tpodiaypa® 'An ToIOTTAG yia otTolovdnTToTe TUTTo. O1 TTANPOYOpPieg agopolv uévo To
€I0IKO UAIKO TTOU ava@épeTal aTnv apxr] Tou AeAtiou Aedopévwv AcQaAgiag Kal evOEXOUEVWG va
MNV 10XUEl O€ TTEPITITWAN TTOU TO UAIKG auTd Tou AgAtiou Aedouévwy xpnaoiyotroinBei o
ouvOUao o6 PE AAAO UAIKA i} o€ GAAEG BIadIKATiEG aTTd AUTH TTOU ava@épeTal 0To AgATIO
Aedopévwy. O1 xpAoTeG Tou UAIKOU va AapBavouv utrdyn Toug TIG TTANPOQPOPIEG KAl GUCTATEIG O€
oxéon Je TN Xpnon trou €mBOupoU, ae oxéon Pe Tn diadikaoia Kal atroBrikeuon,
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oupTrepIAapBavopévng Kai TnG KATAAANAGTNTAG Tou UAIKOU Tou AgATiou Aedopévwv Ao@aAcgiag oTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTEPITITWOT.

GR/EL
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