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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY : Desloratadine Solid 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) ap16. 1272/2008)
>oBapn opBaApikA BAGRN, Katnyopia 1 H318: MpokaAei coBapry oeBaAuIKA BAGRN.

TogikdTNTA YIa TNV avaTTapaywyn, H361fd: "Y1rotrTo yia TTpékAnon BAGRNG oTn

Kartnyopia 2 yovipétnta. "YTroTrTo yia TTpOKAnon BAGBNG oTo
£uBpuo.

MakpoTrpoBeopoo (xpdvio) kivduvog yia H412: EmBAaBEg yia Toug udpdBioug opyaviopoug,

10 UdaTIvo TrepIBaAlov, Katnyopia 3 ME HOKPOXPOVIEG ETTITITWOEIG.

2.2 ZTolx€ia emofuavong

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

fap
MposidoTtroiNTiKA AéEN : Kivduvog
AnAwoeig emkivouvotnTag  : H318 TMpokaAei coBapr opBaApikr BAGRN.

H361fd "YtroTrTo yia mpokAnan BAGBNG otn yoviudéTtnTa.
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“YTroTrTo VIa TTPpOKAnon BAGBNG oTo éuppuo.
H412 EmBAaBég yia Toug udpdfioug opyaviopoug, JUe
MOKPOXPOVIEG ETTITITWOEIG.
AnAWOEIG TIPOQUAGEEWY

MpoAnyn:

P201 Eo@odiaoTeite pe TIG €101KEG 0ONYiES TTPIV OTTO TN XPHoN.
P273 Na atmrogelyeTal n eAeuBépwan aTo TTEPIBAAAOV.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/ TIPOCTATEUTIKA
evoupaTa/ H€oa aTOUIKAG TTPOCTAGIAG YIa T PATIO/ TTPOCWTTO.

Eméufaon:

P305 + P351 + P338 + P310 ZE MEPINTQXZH ENA®HZ ME
TA MATIA: ZeTTAUVETE TTPOCEKTIKA PE VEPO YIA APKETA AETTTA.
Av UTTApXOUV POKOI ETTOPNG, APAIPECTE TOUG, av €ival EUKOAO.
>uvexioTe va EeTrAévete. KaAéaTe apéowg 1o KENTPO
AHAHTHPIAZEQN/yiaTpd.

P308 + P313 ZE MEPIMNTQZXZH ékBeong 1 mOAvoTNTAG
€kBeong: ZupPBouleuBeite/ ETriokepBeiTe yiaTpo.

ATrofnkeuon:
P405 ®uAdooeTtal KAEIBwEVO.

Emmkivduva ouoTaTiKG TTOU TTPETTEI VO avaypa@ovTal TNV ETIKETA:

Desloratadine
2.3 AAAol kivduvol

Etragpn pe TN oKovn UTropei va TTpOKAAEoEl pnXavIKO epeBIopud i ENPOTNTA TOU BEPUATOG.
Mrtropei va oxnuatioel EKPNKTIKG piypa okovng-aépa katd tn didpKela TnG eTTeCEpyaciag, Tou

XEIPIOPOU 1) UTTO AAANEG CUVONKEG.

TMHMA 3: ZuvBeon/TTAnpo@opieg yia T CUCTATIKA

3.2 Meiypata

ZUoTaTIKA

XnUIKr ovouaacia CAS-Api6. Tagivéunon 2UYKEVTPWON
EK-Api6. (% wiw)
Ap1Bu6S KataAdyou
Ap1Bu6S
Karaxwpnong

Desloratadine 100643-71-8 Acute Tox. 4; H302 >=3-<10

Eye Dam. 1; H318
Repr. 2; H361fd
Aquatic Chronic 2;
H411

MNa emegfynon Twv cuvtopoypagiwy BAETTE evoTnTa 16.
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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 apBovo vepod Kal aatrouvi.
BydaATe Ta poAuopéva pouxa Kai TTaTrouTola.
2upBouleurteite yiaTpo.
MAUveTe Ta poAuopéva TToUXa TIPIV TA EAVOPOPETETE.
KaBapioTe empueAws Ta TTATTOUTOIA TIPIV TNV
ETTAVAXPNCIYOTTOINGN.

¢ TTEPITITWON ETTOQNAG ETA  ©  X€ TTEPITITWON ETTAPAS EETTAUVETE AUEoWG Ta PATIa pE d@Bovo
pdaTia VEPO YIa TOUAGXIOTOV 15 AeTTTA.
ATtropakpuUveTte, av gival dSuvaTtd, Toug PakoUus ETTAPNG.
KaAéoTe apéowg Evav yiarpo.

2¢ TTEPITITWON KATATTOONG : Ze mepimrtwon Katdmoong: MHN TTpokaA£oETE EUETO.
ZupBouleuteite yiaTpo.
MMAUveTE TO 0TOUA OXOAAOTIKA PE VEPO.

4.2 INUAVTIKOTEPA CUMTITWHATA KAl ETISPACEIG, AUETEG ) HETAYEVEOTEPES

Kivduvol . [NpokaAei coBapr) o@BaApIKr BAGRN.
“Y1TOTTTO YIa TTPOKANGN BAGRNG OTN yovINOTNTA. "YTTOTITO YIa

TTPOKANGN BAGBNG OTO £UPpUO.

Etragn pe TN okdévn YTropei va TTpoKaAéoEl unxaviko epebioud
f EnPdTNTA TOu BEPUATOG.

4.3 'Evdei§n orolaodAITOTE ATTAITOUMEVNG AMECNG IATPIKAG @POVTIdAG Kal €18IKAG OepaTreiag
MeTaxeipion : AVTIUETWTTIOTE TA CUPTITWHOTA KAI OTNPIETE TOV A0BEVA,.
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TMHMA 5: MéTpa yia THV KATATTOAEMNON TNG TTUPKAYIAG

5.1 MNupooBeoTiKG HECa

KataAAnAa TTupooBeaTika
péoa

AkaTdAANAa TTUPOCBETTIKA
péoa

Exvépwpua vepou

A@pbc 0TaBepOG ae AAKOOAN
Aloggidio Tou dvBpaka (CO2)
=npda XNUIKA péoa TTupOcReong

Kapia yvwoTn.

5.2 E181k0i Kivduvol TTou TTpoKUTITOUV a1Td TNV ousia | TO MEiypa

ISiaiTepol Kivduvol Kata TV
KaTatmmoAéunon tng
TTUPKAYIGG

Emkivduva mTpoidvTta
KaUOoEWG

Na atroelyeTal n dnuioupyia okévng; N WIAA okOvn YTTopEi
va d1a0TTapBei aToV a€Pa O€ APKETA PEYAANEG OCUYKEVTPWOEIG,
KAl av UTTAPXEl TTapoudia TTNyRG avagAegng, uttdpyel Kivouvog
€KpNgng.

H €kBean o€ kaUuoIua TTPOIGVTA PTTOPEI va ival KivOuvog yia
TNV uyeia.

O¢eidia Tou avBpakog
MeTaAAIka ogeidia
O¢eidia Tou pwapopou

5.3 ZuoTdoeig yia TOug TTUPOORECTEG

Ei8i1k6¢g TTpooTaTEUTIKOG
€€OTTAIOUOG IO TOUG
TTUPOOREDTEG

Eidikég pébodol rupdoBeong

2 TTEPITITWON TTUPKAYIAG £XETE AUTOOUVANN AVATTVEUCTIKI)
OUOKEUH. XpNOIUOTIOINOTE TIPOCWTTIKY vouuacia
TTpooTaCiag.

XpnoiyoTroinoTe y€oa TTUPOCRECNG TTOU gival KATAAANAa yia
TIG OUVOAKEG Kal TO TTEPIBAAAOV.

MNa ™ wRén Twv KAEIOTWY dOXEIWV XPNOIUOTTIOIEIOTE WEKATHUA
vepou.

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

EkkevwoTe TV TTEPIOXN.

TMHMA 6: MéTpa yia TNV AVTIMETWITION TUXAiag EKAuong

6.1 NMpoowTrikéG TTPOPUAGSEIG, TTPOOTATEUTIKOG £EOTTAICNOG Kal S1aSIKACiIEG EKTAKTNG AVAYKNG

MpoowTTIKEG TTPOPUAAEEIS

6.2 Mep1BaAAovTiKéG TTPOPUAGEEIG

MepIBaAAovTIKEG :
TTPOQUAAEEIQ

XpnOoIYOTTOINCTE TTPOCWTTIKA evOUpacCia TTpooTaciag.
AkoAouBnoTe TIGC CUUPBOUAEG YIa AOQAAR XEIPIOPO KAl TIG
OUOTAOEIG VIO OTOUIKO TTPOOTOTEUTIKO £EOTTAICHO.

H atrooAn oto epIB&GAAOV TTPETTEI VO ATTOPEUYETAL.
EutrodioTe Tn TrepeTaipw Siappor| Kal dIaoKOPTTIGHO, av auTo
gival duvard dixwg Kivduvo.

To poAuopévo vepd TTAUCEWG CUAAEyeTal Kal BiaTiBeTal.
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EidoTtroIgioTE TIG TOTTIKEG UTTNPETIEG, AV UTTAPXEI TNUAVTIKOG
OIA0KOPTTIONOG KAl OEV UTTOPET VA TTEPIOPIOTEI.

6.3 MéBodoI kai UAIKG yia 1T£p|0p|0'|.lo Kal KaBapiouo

MéBodoil kaBapiouoU : ATToppo@noTE TO UNXAVIKA Kal GUAAEETE TO O€ KATAAANAO
TTEPIEKTN TTPOG OIGBEDN.
Na atrogeuyetail n diaoTopd TG okdvNG oToV agpa (1T.X va
KaBapifovTal Ol OKOVIGPEVEG ETTIQAVEIEG PE TTETTIECUEVO AEPQ).
Aev EMTPETTETAI N CUCCWPEUCT OKOVNG O€ ETTIPAVEIES, YIATI
auTd PTTOPEl va 0dNyROoEl OE EKPNKTIKO JEIYUa av n okovn
atreAeuBepwOEi aTOV 0€Pa O€ ETTAPKI) CUOKEVTPWON.
O1 ToTTIKOI 1} €BVIKOI KAVOVIGUOI EVOEXETAI VO EQAPUOCTOUV C€
TTEPITITWON ATTEAEUBEPWONG KAl ATTOPPIYNG TOU UAIKOU auTou,
KaBW¢ Kal 60wV UAIKWYV Kal TEPaxiwv xpnaigotroiénkayv Katé
TOV KaBapIoud Twv atreAeuBepwévV ouaIWV. Oa TTPETTEl va
TTPOCBIOPICETE TTOI0I KAVOVIOUOI Eival EQAPPOCTEOL.
2116 evoTNTEG 13 KA1 15 TOU TTAPOVTOG PUAAOU aCPaAEiag
0edOUEVWIV TTAPEXOUV TTANPOPOPIEG OXETIKA WE TIG ATTAITATEIG
OPICUEVWV TOTTIKWV A EBVIKWYV KAVOVIGHUWV.

6.4 MapatrouT ) o€ AAAA TUAMATA
BAéme TuAparta: 7, 8, 11, 12 kan 13.

TMHMA 7: Xei1piop6g kai atrofikeuon

7.1 NMpo@uAdseig yia ac@alni X£Ip|0'|10
Texvika péTpa ;O oTaTikdG NAEKTPIOPOG PTTOPE va CUCCOWPEUOEI Kal va
ava@A&Eel TNV alwpolpevn okOvn TTPOKOAWVTAG £KPNEN.
Na TrapéxovTtal eTTapKeig TTPOQUAGEEIG, OTTWG NAEKTPIKA
yeiwon kal cwpdtwaon, i adpavig atuécealpa.

TomKAOg/MevikOG e€aeplIodG @ XPNOIPOTTOIEITE HOVO PE KATAAANAO £€0EPICUO.
YTodeitelg yia ac@ali : Mn avaTtrvéete Tnv okovn.
XEIPIOUO Mn KaTaTTivETE.

ATTOQEUYETE TNV ETTAQPN PE TA UATIAL.
ATTOQEUYETE TNV POKPAG SIOPKEIAG ] ETTAVEIANUPEVN ETTAQPN PE
10 O€pUQ.
O XeIpIoPOG TTPETTEN VA YiveTal CUP@QWVA PE TIG BEATIOTEG
TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG KOl a0@AAEIag, ye Baon Ta
ATTOTEAEOUATA TNG EKTINNONG €KBEONG OTOV XWPO £PYOTiag
Na diaTnpeital o TEPIEKTNG EPUNTIKA KAEIOTOG.
Na ghaxioToTrolgital ) Snuioupyia Kol CUCCWPEUOT OKOVNG.
AlatnpeioTe T0 doxeio KAEIOTO av eV XPNOIUOTTOIEITAI.
DUAGETE TO pakKpIG aTrd TINYEG BEpPavang Kal ava@Aegng.
NGBeTE TTPOCTATEUTIKA PETPA EVAVTI NAEKTPOOTATIKWV
EKKEVWTEWV.
®povTioTe va aTroTPEWETE TIG SIOPPOES, Ta ATTORANTA KAl va
€EAAXIOTOTTIOINCETE TNV ATTEAEUBEPWAN OTO TTEPIBAAAOVY.

MéTpa uyigivig . BeBaiwBeite 611 o1 Tidakeg TTAUONG 0POAAUWYV KAl T VTOUG
aoc@alAcgiag BpiokovTal KovTd oTo XWwpPo epyaciag. Otav 10
XPNOIYOTIOIEITE PNV TPWTE, PNV TTIVETE, PNV KatrvideTe. MAUveETE
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Ta JOAUCUEVA poUxa TTPIV T EAVAPOPETETE.

7.2 ZuvOnkeg aoc@aloug @UAagng, cuptrepiAapfavopuévwy TuXOV acuuBifacTwy KATAOTACEWV
ATtroBnkeUeTal o€ doxeia TTou e cwaoTh anpaveorn. PuAdoaoeTal
KAEIOwEVO. AlaTnpeiTal KaAd KAeIoTd. ATToBnkeUETal
oUPQWVA PE TIG IDIAITEPES EBVIKEG VOUIKES BIOTAEEIG.

ATTQITACEIG VIO XWPOUG
atroBnikeuong kal doxeia

YTT00€igEIg yIa KOIVA
atoBbnkeuon

7.3 EI31KR} TEAIKA XpAon N XpPNoEig
Eidiki xprion 1 Xpnoeig

Mnv atroBnkeleTe pe TOUG AKOAOUBOUG TUTTOUG TTPOIOVTWV:
loxupd o&eIdWTIKA péoa

Agv utTGpxouV aTOoIXEID

TMHMA 8: 'EAgyx0g TnG ékBsong/aTopIKA TTpooTaCia

8.1 MNapdpeTpol eAéyxou
Opia erayyeAJaTIKAG €KBEONG

2UOTaTIKA CAS-ApiB. Eidog Tipng Mapduetpor eAéyxou Baon
(Eidog Tng
eKBETEWC)
Desloratadine 100643-71- | TWA 20 pg/m3 (OEB 3) EowrTepikni
8
Opio kabapigpou | 200 ug/100 cm? Eowrtepikn
TaAkn 14807-96-6 | TWA 10 mg/m3 GR OEL
(e10TTVEUCIUOG)
TWA 2 mg/m3 GR OEL
(avaTTveuaiuog)
Aiogidio Tou 13463-67-7 | TWA 10 mg/m?3 GR OEL
TITQVioU (e10TTVEUCIUOG)
TWA 5 mg/m3 GR OEL
(avaTTveuaiuog)

Emitredo xwpig emmtwoelg (DNEL) ouppwva pe Tov Kavovioud (EK) apifu. 1907/2006:

Ovopaaia NG ouciag | TeAIKA xprion Obdoi €kBeong AuvnTikéG BAGBEG TNG | TiuA
uyeiag

Aiogidlo Tou TiITaviou Epyaldpevol Eiomrvon Makpoypovia - 10 mg/m3
TOTTIKG
aTroTeEAEOUATA

KatavoAwTég Katdmmoon Makpoypovia - 700 mg / kg

OUOTEUIKA OwHaTiké
aTroTeEAEOUATA Bapog / nuépa

apiBy. 1907/2006:

TPORAeTOMEVN OCUYKEVTPWON XWpPig emimTTwoel§ (PNEC) ouppwva pe Tov Kavoviouo (EK)

Ovopagia TG ouaiag MepiBaAlovTiké Tunua Tiun

Aio€idio Tou TITAViou "AUKO vepd 0,184 mg/l
OaAdoaoio Udwp 0,0184 mg/l
Alakekoupévn xpron / atreAeuBépwon 0,193 mg/l
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Movdada emme€epyaaiog Aupdtwy 100 mg/l
‘I¢nua Tou yAukou vepou 1000 mg/kg
Oaldooio iCnua 100 mg/kg
Edagog 100 mg/kg

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO

Na&Bate péTpa KaAoU e€aepIapoU, 10iwg o€ KAEIOTOUG XWPOUG.
EAaxIOTOTTIOINOTE CUYKEVTPWOEIG £KBETNG OTO XWPO £PYOTIOG.
E@apuooTe péTpa yia ammopuyr] €KpnEewyv atrd akovn.

Na diao@ahiCeTal 6Tl OAa Ta CUCTAPOTA XEIPIOPOU ThG OKOVNG (OTTwG aywyoi e§agpiopou,
OUAAEKTEG OKOVNG, TTEPIEKTEG, KAl EEOTTAIONOG £TTEEEPYATiag) eival oxedlaouéva KATA TETOIO TPOTTO
WOoTE va eutrodideTal N dlaguyr TNG OKOVNG OTO XWPO £pyaaiag (dnAadr, va punv utrdpyel diappon

aTT0 TOV £COTTAIOUO).

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICNOG

MpooTacia Twv paTiwy . ®opdre Tov akOAouBo TTPoowTTIKG EEOTTAICHO:
Mpétel va gopdTe TTPOCTATEUTIKA YUOAIG DITTANG TTPOCTACIOG

avOeKTIKG O€ XNUIKA.

®dopdare Ta akdAouBa av gival uttdpyel MeaveTnTa

TTOINioMATOG:
MpooTaTeuTikr TTpOoWTTIOA

O e€omhiopdg TTpétrel va TAnpoi 1o mpoTutio EAOT EN 166

MpooTacia Twv xepiwv

YAIKO . Tavmia avBekTIKG O€ XNUIKEG OUaiEg

Mapatnpnoeig . To €idog yavTiwv TTpooTaCiag atrd XNUIKA TTPETTEl va

ETMAEYETAI CUPPWVA HE TN CUYKEVTPWON KAl TTOOOTNTA
ETTIKIVOUVWY UAIKWV KOI JE TO OUYKEKPIPEVO XWPO £pyaaiag.
Aev éxel kaBoploTei xpdvog diaTpnong yia auTtd To TTpoidv. Ta
yavtia va aAAdlovtal cuxvda! ZuvioTdTal, N avBeKTIKOTNTA TWV
TTPOAVAPEPOPEVWYV TTPOCTATEUTIKWV YAVTIWV aTTd Ta XNMIKG,
yia €I0IKEG XPATEIG, va DIEUKPIVICETAI JETA aTTd GUlrTNON HE
TOV KATAOKEUAOTH yavTiwy. MAEVETE Ta XEPIQ TTPIV TA
OlaAgipypara Kal KaTtd To TEAOG TNG Epyaaiag.

MpooTtacia Tou dépuatog kai ;. ETMAEETE TO KATAAANAO TTPOCTATEUTIKO POUXICHO GUUPWVA E

TOU OWHATOG Ta 6£doPEVA XNMIKAG AVTOXNG KAl TNV agIoAdynon Tng

mOavATNTAG TOTTIKNG €KBEONG.

[a va atroTpEWETE TNV ETTAPH WE TO OEPUA, XPNOIUOTTOINCTE
adIaTTéPaaTo TTPOCTATEUTIKG POUXICHOS (YAvTia, TTOdIEG,

MTTOTEG, K.T.A.).

MpooTtaocia Twv . ®opdTe Y€oa ATOPIKAG TTPOCTACIAG TNG AVATIVONRG, EKTOG Kal

QVOTTVEUCTIKWY 0OWV €AV TTAPEXETAI ETTAPKNG EEAEPIOUOG PE EVTOTTIOUEVN
avappo®nan r ekTog Kal €av n agiloAdynon g ékBeang
uTTodEIKVUEl OTI 01 EKBEDEIG BPioKOVTaI EVTOG TwV

OUVIOTWHEVWY 0BNYIWV TTEPI €KBEDNG.

®iATpo TUTTOU . Tumog owuaTdiwy (P)
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AEATIO AEAOMENQN AXOAAEIAZ
oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

Desloratadine Solid Formulation

‘Ekdoan Huepounvia
2.1 AvaBewpnong:
24.04.2019

ApiB

Aedopévwv
Aoc@dAsiag:

MOG AgATiou
16.10.2018

2808264-00004

Apuhlic

-5 ORGANON

Huepounvia Tng TeAeutaiag ékdoong:

Huepounvia Tpwtng ékdoong: 18.05.2018

TMHMA 9: ®uoikég Kal XNHIKEG 1810TNTEG

9.1 Zroixeia yia TIG BACIKEG PUOIKEG K

Oyn

Xpwua

Oopn

Oplio ooung

pH

Znueio TAEwg/onueio TTAGEWG
ApXIKG onueio ¢éong Kai
epIoXN ¢éong

Znueio avapAegng
Taxutnta €€aTuIoONg
Ava@AegiudTNTa (OTEPED,
aéplo)

AvwTepo 6plio €kpnéng /
AvWTEPO OpI0 aVAPAEENS

Katwrtepo 6plo €kpnéng /
Katwtepo 6p1o avapAegng

Mieon aTpwv

2YETIKA TTUKVOTNG ATHWV

2XETIKA TTUKVOTNTA

MukvoTnTa

AlaAutéTnTa (OIGAUTOTNTEG)
YdarodiaAuTtéTnTa

2UVTEAEOTAG KATAVOUAG: N-

OKTAVOAN/vEPO

Oepuokpacia autoavapAegng

O¢epuokpacia amroouvBeong

1€Wdeg
[1€Wdeg, duvapuikd

[EWdEG, KIVNTIKO

EKpNKTIKES 1810TNTES

ol XNMIKEG 1I810TNTEG
oKoévn

Aeukd

Aev uttdpxouv aToIxeia
Aev uttépxouv aToIxeia
Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEia
Agv uttdpxouv oToIXEIa

Aev uttépxouv aToIxeia

Aev uttépxouv aToixeia

MTropei va oxnuaTiosl EKPNKTIKG PiyHa oKOvNG-aépa KATA TN
BIdpKEIa TNG ETTEEEPYATIAG, TOU XEIPIOUOU 1] UTTO AAAEG

OUVOnKeg.

Agv uttdpxouv oToIXEia

Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia
Agv uttdpxouv oToIxEia
Agv uttdp)ouv oToIXEia
Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia

Aev uttdpxouv oToIxEia
Aev uttdpxouv oToIXEia

Mn €KpNKTIKO
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OLeIdWTIKEG 1810TNTEG : Houacia n To pyeiypa dev Tagivopeital wg oEIdWTIKG.
9.2 ANAeg TTAnpo@opieg
Ava@AegiuétnTa (uypd) : Agv utrdpyouv aToixeia
Mopiaké Bdpog : Agv utrdpyouv aToixeia
MéyeBog owpaTidiwv : Aev uttdpxouv oToIXEIa
TMHMA 10: Z1a@gpoTnTa KOI AVTIOPACTIKOTNTA
10.1 AvTidpaoTiKéTNTA
Mn Tagivounuévo wg Kivouvog avTidpaoTIKOTNTAG.
10.2 XnuIkA oT00gpOTNTA
2100ep0d KATW ATTO KAVOVIKEG OUVONKEG.
10.3 MBavéTnTa ETMIKIVOUVWY avTISpAoEWY
Emikivduveg avmidpdoeig . Mrmopei va oxnuatiogl EKPNKTIKO Wiypa oKOVNG-aépa KATa TN
BIdpKEIa TNG ETTEEEPYQTIAG, TOU XEIPIOWOU 1) UTTO AAAEG

OUVOnKeg.
Mrtropei va avTidpdaoel Je I0XUPOUG 0EEIBWTIKOUG TTAPAYOVTEG.

10.4 ZuvBnKeg TTPOG ATTOPUYRHV

> UVOAKEG TTPOG ATTOPUYRY : OgppotnTa, PAGYEG Kal OTTiBEG.
ATTOQEUYETE TOV OXNMATIOUO OKOVNG.

10.5 Mn ocupBard uAikd
YAIKG TTpOG atropuyn o OCeidwTika péoa

10.6 Emikivduva mrpoiovta amroouvleong
Agv gival yvwoTd eTmikivouva mTpoidévta didoTTacng.

TMHMA 11: TogikoAoyikég TTAnpo@popiEg

11.1 NAnpo@opites yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpogopieg yia moaveg . Eiomvon
00oUg ékBeang Etraen pe 10 dépua
Kararroon

Emaen patnwv

O¢eia TogIkOTNTO
Aev Tagivopeital pe Baon Tig S10BECIPES TTANPOYPOPIEG.

Oteia To¢IKOTNTO ATTO TOU . Ekripnon oégiag TogikéTNTAG: > 2.000 mg/kg
OTOUATOG MéBodog: MéBodog utroAoyiopou
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ZUOTOTIKA:

Desloratadine:

O¢eia TogIKOTNTO ATTO TOU . LD50 (Apoupaiog): > 549 mg/kg
oTONaTOG
LDLo (Movriki): > 353 mg/kg

LD50 (Mibnkog): > 250 mg/kg

Jupmrtwpata: Epetog

Mapatnpnroeig: Aev Tapatnprbnke Bvnoiudtnta o€ auth Tn
doon.

AidBpwon kal epeBIOCHOG TOU BépUATOG

Aev Tagivopeital ue Baon Tig SI0BECIPES TTANPOYPOPIEG.
ZUCTOTIKG:

Desloratadine:

Eidog : Kouvéh
AmroTéAeopa . Kavévag epeBiopog Tou dépuatog

ZoBapn BAGBN/epeBIOCNOG TWV pHATIWV
MpokaAei coBapnh opBaAuikr BAGRN.
ZUOTATIKA:

Desloratadine:

Eidog . Kouvéhl
Mapartnpnoeig . 'Evtovog £peBIiopog Twv paTiwv

AvatrveuoTIKR guaioOnTotroinon f euaionrotroinon Tou d€pUaTog

EvaioBnToTmroinon Tou dépparog

Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYPOPIEG.
EvaiocBnToTtroinon Tng avamvong

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.
ZUCTATIKA:

Desloratadine:

Eidog Aokiung . Meipapa MeyioTotroinong
Obdoi €kBeong . Aépua

Eidog : Y6pbyoipog

ATtroTéAeoa . apvnTiké

MeTaAAaglyéveon YEVVNTIKWV KUTTAPWV
Aev Tagivopeital pe Baon Tig S10BE01UES TTANPOYOPIEG.
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ZUCTATIKA:

Desloratadine:

[ovidIoTOEIKATNTA N Vitro . Eidog AokiuAg: Baktnpiakn dokiyacia avaoTpopng

peTaAAagng (AMES)
ATTOTéEAEGUA: APVNTIKO

Eidog AoKIUAG: XpWHOOWUIKA EKTPOTTH
2UoTnua dOKIPAG: AeUQOKUTTAPA avOPWTTOU
ATroTéAeCuQ: apvnTIKO

ovidioToIkOTNTA in Vivo . Eidog Aokipig: AoKIunR HIKPOTTUPHVWY
Eidog: Movriki
TUTmog KUTTAPOU: MUEAGG TWV 00TWV
Tpémog E@appoyng: ATrd oTépaTog
ATTOTéEAEGUA: ApVNTIKO

Kapkivoyéveon
Aev Tagivopeital pe Baon Tig SlaBECIPES TTANPOYPOPIEG.
ZUCTATIKA:

Desloratadine:

Eidog . TMovriki

Tpotrog Epapuoyng : Amé otéuarog

Xpbvog €kBeang . 2Em

ATtToTéAEC O . apvnTiké

Eidog : Apoupaiog

Tpdmog E@appoyrig . A6 otéuarog

LOAEL ;10 mg/ kg Bdapog cwpuartog

AtroTéAeopua © ap@iBoAo

Opyava Z1oxo0l © ZUKWTI

Mapatnproeig . Mg Bdon ta dedopéva atrd TTapdpoIa UAIKA

O pnxaviopég i o TpéTToG dpdaong UTTOPEi va unv givail
OXETIKOG OTOUG aVOPWTTOUG.

TogIkéTNTA YIA TNV AvaTTApaAYyWYK)
“Y1roTTo yia TTpokAnon BAGRNG otn yovipgoTtnTa. "YTToTrTo yia TpokAnon BAGBNg oto éufpuo.

ZUCTOTIKA:

Desloratadine:
Emmrwoeig otn yovipdtnta ;. Eidog Aokiyng: MNoviyétnta
Eidog: Apoupaiog, apoeviko
Tpotog Epapuoyng: Ao oTépaTog
lovipétnTa: LOAEL: 12 mg / kg Bépog ocwpatog
ZupTTTwuara: Meiwpévn yoviuétnta
ATtroTéAecpa: BeTIKO
Mapatnpenoeig: O unxaviouog r o TPOTToG dPACNG UTTOPE va
MNV gival OXETIKOG GTOUG AvVOPWTTOUG.
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Eidog Aokiung: MNoviyétnta

Eidog: Apoupaiog, BnAukd

MoviuétnTa: NOAEL: 3 mg / kg Bdpog cwpuartog
2upTTTwuara: Kapia emidpaon otn yoviudtnTa.
ATTOTéEAEGUA: APVNTIKO

Emodpdoeig otnv avamTugn . Eidog Aokiung: Eppuikn avamtugn
TOU €UBpUou Eidog: KouvéA
Tpémog E@appoyrig: ATrd oTépaTog
To¢ikétnTa yia Tnv AvamTuén: NOAEL: 30 mg / kg Bapog
OWHATOG
AtrotéAecpa: Kapia emmidpaan oTnv Tepatoyévean.

Eidog Aokiung: EuBpuikn avamTuén

Eidog: Apoupaiog

Tpoémog EgappoyAg: AT oTOPATOG

To&ikéTtnTa yia Tnv Avamtuén: LOAEL: 9 mg / kg Bdpog
OwHaTog

ZUNTTITWHATA: ATTWAEIQ TTPOEUPUTEUONG., MEIWPEVO CWHATIKO
Bapog

AtrotéAecpa: EidikéG avwpalieg Katd Tnv avaTTuén.
Mapatnproeig: O unxaviouog rj o TPOTToG dPACNG UTTOPE va
MNV gival OXETIKOG GTOUG AVOPWTTOUG.

Eidog Aokiurg: MeAétn dUO yeviwv

Eidog: Apoupaiog

Tpotrog Epapuoyng: Ao oTépaTog

ToéikétnTa yia Tnv AvaTtugn: LOAEL: 18 mg / kg Bdpog
OWPATOG

ATtrotéAeopa: Kapia avetmBuunTn evépyela.

To&IkéTnTA VIO TNV : YTApYouv PEPIKES EVOEILEIG YIa DUTUEVEIG ETTIOPATEIG OTN

avatrapaywyn - AgloAdynon 0€€OUOAIKN AsIToupyia Kal yoviuoTnTa, Ye Baan meipduata o€
Cwa., Yapyouv pepIkEG evOeitelg yia duapeveig emOpAoelg
oTtnv avamrTuén, ye Bdon eipdpata og {wa.

STOT-e@arrag ékBeon

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOPOPIEG.
STOT-emravelAnpuévn ékBeon

Aev Tagivopeital pe Baon Tig S10BE01UES TTANPOYPOPIEG.
TogikéTnTa eTTaAvaAappavopevng d6ong

ZUCTOTIKA:

Desloratadine:

Eidog : Apoupaiog
LOAEL : 30 mg/kg
Tpotog Epapuoyng : Amo otéparog
Xpbvog €kBeang : 3 Miveg
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Opyava Z16x0I Neppd

Mapatnpnoeig 211G BOKIPEG TTAPATNPABNKE oNUAVTIKA TOgIKOTATA
O pnxaviouég i o TpoéTTo¢ dpAaonG UTTOPEi va PNV €ival
OXETIKOG OTOUG avOPWTTOUG.

Eidog MiBnkog

NOAEL 6 mg/kg

LOAEL 12 mg/kg

Tpémog E@appoyrig A6 oToépaTOg

Xpoévog €kBeang 3 Mnveg

Opyava 216x0I KevTpikod veupikd ouoTnua

JUUTITWHATA AlaTapax£G TOU YOOTPOEVTEPIKOU

Eidog Minkog

NOAEL 40 mg/kg

Tpotog Epapuoynig A6 otéuaTOg

Xpoévog €kBeang 17 Mrveg

Maparnpnoeig Aev ava@épBnKav onNUAvTIKEG AVETTIOUUNTEG EVEPYEIES

Toik6TnTa AVappOPnong

Aev Tagivopeital ye Baon Tig SI0BECIPES TTANPOYPOPIEG.

Eumreipia aré tnv avlpwirivn ék@gon oTnV ousia

ZUOTOTIKA:

Desloratadine:
Eiotvon

Etragn ue Ta patia
Kardatroon

Mapatnproecig: Mmopei va TTpokaAéael epeBIoud TG
QVOTTVEUOTIKAG 000U.

Suptrtwpara: EpeBiopdg Twv oeBaApwv

JupTtrTwpara: =npooTtoyia, Muikog mévog, EEavTAnon,
NwBpdTnTa, TTéVOog 0TO AdIug, £TTWdUVN £UPnvog puon

TMHMA 12: OikoAoyikég TTANpo@oOpiEg

12.1 To§ikéTnTOA

ZUOTOTIKA:

Desloratadine:

To&ikéTnTa OTO WaApia

ToéikdTnTa OTIG BAPVIES KAl
AAAa udpoBia paAdakia

ToéikéTnTa OTO
dUkn/udpoRIa QuTd

LC50 (Lepomis macrochirus (Mépka (wapr))): 9,2 mgl/l
Xpovog ékBeong: 96 h
MéBodoc: FDA 4.11

EC50 (Daphnia magna (NepdywuAhog o péyag)): 9,6 mg/l
Xpévog ékBeong: 48 h
MéBodog: FDA 4.08

EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 1,6
mg/|

Xpovog ékBeong: 72 h

MéBodog: OECD TG 201
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NOEC (Pseudokirchneriella subcapitata (Trpdoiva @uUkia)):
0,36 mg/l

Xpoévog ékBeong: 72 h

MéBodog: OECD TG 201

To&ikéTnTa O€ . EC50 (puaikoi pikpoopyaviouoi): 53,7 mg/l
MIKPOOPYQVIOUOUG Xpoévog ékBeong: 3 h
Eidog Aokiung: Mapeutddion TnG avarvorg
MéBodog: OECD TG 209

NOEC (guoikoi pikpoopyaviopoi): 12 mg/l
Xpoévog ékBeong: 3 h

Eidog Aokiung: Mapeutddion TnG avartvorg
MéBodog: OECD TG 209

To&IkéTnTa OTA WApla . NOEC: 0,12 mg/l

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

To&ikéTnTa OTIG dAPVIES KAl . NOEC: 0,48 mg/l
GAAa udpOBIa HaAdKIa Xpovog ékBeong: 21 d
(Xpoévia TogIKOTNTA) Eidog: Daphnia magna (NepOwuAAog o péyag)

MéBodog: OECD TG 211

12.2 AvBeKkTIKOTNTA KOl IKAVOTNTA ATTOdoNoNg
ZUCTATIKA:

Desloratadine:

Bioatrodounoipyétnra . AtmrotéAeopa: H BioAoyikA atroikodounon gival SUOKOAN.
BioaTtroikodopnon: 67,4 %
Xpovog ékBeong: 28 d
MéBodog: OECD KarteuBuvTripia ypauun dokiung 314

ATtrotéAecpa: H BioAoyikr atroikodéunon gival SUCKOAN.
Bioatroikodéunon: 0 %

Xpévog ékBeong: 28 d

MéBodog: FDA 3.11

21a0epdTNTA OTO UdWP . YOpoOAuon: <10 % oe 50 °C(5 d)
MéBodog: FDA 3.09
12.3 AuvatoTnTa BIOOCUCOWPEUONG
ZUOTOTIKA:

Desloratadine:

ZUvTEAEOTAG KATAVOUNG: N- : log Pow: 1,24
oKTavoAn/vepd MéBodog: OECD KarteuBuvTrpia ypauur dokiung 107
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12.4 KivnTikéTnTa 0TO £50pOG
ZUOTOTIKA:

Desloratadine:
Alavoun peTagu Twv
TEPIBAANOVTIKWV
OlauEPIOUATWY

log Koc: 3,00
MéBodog: OECD KateuBuvTrpia ypapur dokiung 106

12.5 AtroteAéopara Tng afioAdynong ABT ka1 aAaB

Aixwg onuaaia
12.6 AAAEG APVNTIKEG ETTITITWOEIG
Aev uttdpxouv oToIxEia

TMHMA 13: ZToixeia oxeTikG Je Tn di1d0son

13.1 Mé0odoi diayeipiong ammoBANTW
Mpoidv :

Mn kaBaplopéveg
OUOKEUQOIEG (TTOKETA)

\'

KataoTpégeral 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€ ouvevvONON WE TIG UTTNPETIES
8140song atmoBAATWV.

Ta adeia doxeia TTPETTEI VA JETAPEPOVTAI OE EYKEKPIPEVO
pEpOG dlaxeipiong atToBARTWY yia avakUKAwon A atrdéppiyn.
Av dev UTTOBEIKVUETAI KATI BIAQOPETIKO: ATTOPPIWTE TO WG PN
XPNOIUOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opuég OHE

Agv eAéyxeTal wg €TTIKIiVOUVO ayaBo

14.2 Oikeia ovopacia arrootoAig OHE
Agv eAéyxeTal wg eTTIKIiVOUVO ayaBo

14.3 Tagn/-€16 KIvdUVOU KATA TN METAPOPA
Agv eAéyxeTal wg eTTIKivOUvo ayaBo

14.4 Opdda ocuokeuaoiag

Agv eAéyxeTal wg eTIKivOouvo ayaBo

14.5 NepiaAAovTikoi Kiviuvol

Agv eAéyxeTal wg eTTIKivOUvo ayaBo

14.6 E151kéG TTPOQUAGEEIG YIa TOV XPAOTN

Mn epapudoipo

14.7 MeTa@épeTal XUdnv oupewva Je TiIg pubpioceig Tou IMO
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Mapatnpnoeig : Aev Io0XUEl yia TO TTPOIGV OTTWG diaTiBeTAl.

TMHMA 15: ZTolixcia VOLUOOETIKOU XOPOKTH PO

15.1 Kavoviopoi/lvopofeoia oXeTIKA ME TNV ACQAAEIN, TRV UYEia Kal TO TTEPIBAAAOV yia TRV
ougia I} To peiypa

REACH - Kat@Aoyog utTTown@iwy TTpog adeiodotnon . Mn e@apudoipo
OUCIWV TTOU TTPOKAAOUV TTOAU peydAn avnouyia ( ApBpo

59).

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

Kavoviouég (EK) apiB. 1005/2009 yia Tig ougieg TTou : Mn e@apudaiuo
KATaoTpEQouV Tn oTifdda Tou 6ovTog

KANONIZMOZ (EK) Api6. 850/2004 yia Toug €guovoug @ Mn e@apudaiuo
opyavikoug pUTToug

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

KoivoBouAiou kail Tou ZUPBOUAIOU OXETIKA WE TIG

€EAYWYEG Kal E100YWYEG ETTIKIVOUVWYV XNUIKWYV

TTPOIOGVTWYV

REACH - Mepiopiouol oTnv TTapaywyn, 1n diabson otnv - :  Mn epapudaiyo

ayopa Kal Tn XPnon OPICHEVWYV ETTIKIVOUVWY OUCIWY,

TTapackeuaopaTwy Kal avrikeipevwy (Mapaptnua XVII)

Seveso lll: Odnyia 2012/18/EE tou EupwTraikou KoivoouAiou kai Tou ZupBouliou yia Tnv

QVTIUETWTTION TWV KIVOUVWYV JEYAAWY ATUXNHATWY OXETICOUEVWY UE ETTIKIVOUVEG OUTIES .
Mn epapudoiuo

AMAAegg 0dnyieg:

Na An@Bei uttdywn n Odnyia 92/85/EOK yia Tnv TTpocTagia TG unTPOTNTAG 1 OI AUCTNPOTEPOI
€Bvikoi kavoviopoi, 8TTou auToi I0XUouV.

Ta ouGTATIKA TOU TTPOIOVTOG QUTOU TTEPIEXOVTAI OTOUG TTAPUKATW KATAAGYOUG:

AICS . Ogev €xel TTpoadioploOei
DSL . Ogv €xel TTpoadioploOei
IECSC . Oev €xel TTpoodiopioBei

15.2 A§ioAéynon XnHIKAG ao@AaAgiag
Agv €xel TTpaypaToTToinBei afloAdynon XNUIKNG ao@AAEIag.

TMHMA 16: AAAeg TTAnpooOpieg

AMNeG TTANpOPOPIES : ZToixeia 61Tou £xouv yivel aAAayEG oTnv TTponyoUpEevn ékdoon
ETTIONUAivoVTal GTO OWHA AutoU Tou eyyYpA@Pou Pe dUO KABETES
YPAUUEG.

MAARpeg keipevo Twv Ppdoswv H

H302 . EmPAaBéc oe mepiTTTWON KATATTOONG.
H318 . TpokaAei coBapry o@BaAuiki BAGRN.
H361fd : “YmoTrTo yia TTpdkAnon BAGBNG aTn yoviudTnTa. "YTTOTITO VId
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Desloratadine Solid Formulation
‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.1 AvaBewpnong: Aedopévwv 16.10.2018
24.04.2019 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 18.05.2018
2808264-00004
TTPOKANoN BAGBNG aTo €uPpuo.
H411 : To&ikd yia Toug udpdRIoug opyaviopoUg, HE HAKPOXPOVIES
EMITTITWOEIG.
MANpPEG Keievo AAAWYV CUVTOHOYPAPIWYV
Acute Tox. . O¢&cia TogIKOTNTO
Aquatic Chronic : MakpotrpoBeapoao (xpovio) Kivduvog yia To udaTIivo
mepIBailov
Eye Dam. . ZoBapr o@BaApikh BAGREN
Repr. ;. To&ikéTnTa yia TNV avatrapaywyn
GR OEL : Opiakn Tiun ‘EkBeong
GR OEL / TWA ;. Opiakn Tiun ‘EkBeong

ADN - EupwTraiki Zug@wvia yia tn O1€Bvr HeTa@Opd ETIKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWY odwv; ADR - EupwTrdiky cup@wvia yia TIC OieBveEIC 0OIKEC WETAPOPES
emKivouvwy eummopeupdtwy; AICS - AuoTpahiavd €upeThAplo XNUIKWVY oudiwv; ASTM -
Apepikavikly eTaipeia OOKIHWY  UAIKwv; bw - Xwpatiké Bdpog; CLP - Kavovioudg Tepi
Ta&ivounong, Emonuavong kai Xuokeuvaoiog, Kavovioudg (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petahAagioyévog ouaia 1) ouaia ToéIkn yia Tnv avatrapaywyr; DIN - Mpdtutro Tou
eppavikou IvoTmitoutou Tutrotroinong; DSL - KatdAoyog oikiokwyv ouciwyv (Kavaddg); ECHA -
EupwTraikdg Opyaviopog Xnuikwv MNpoidvtwy; EC-Number - ApiBuog EupwTraikrig Koivotntag;
ECx - Zuykévipwaon TTou oxeti¢etal pe avramokpion x%; ELx - Mooootd empdpuvong Trou
oxeTiCeTal ye avramokpion x%; EmS - Xpovodidypapua éktaktng avaykng; ENCS - Ymdpyouoeg
Kal vEeg XNMIKEG ouaieg (laTTwvia); ErCx - Zuykévipwon TTou OXETICETAl JE avTATTOKPIoN pubuou
auénong x%; GHS - lMaykéopio evappoviopévo ouotnua; GLP - OpBr epyacTnplakr TTPAKTIKN;
IARC - Aigbvng Opyaviopos Epeuviov Kapkivou; IATA - AigBviig ‘Evwon Agpopetagpopwy; IBC -
AlgBvn¢ KwdIKag yla TNV KATOOKEUA Kal Tov €E0TTAICHS TwV TTAOIWV TTOU PETAQEPOUV ETTIKIVOUVA
XNMIKA x0dnv; IC50 - Miofl péyiotn avaoTaATikry ouykévipwon; ICAO - AieBviigc Opyavioudg
MoAmkAg AegpoTtropiag; IECSC - Eupetripio utrapXouowv XnNUIKWwv ouciwv otnv Kiva; IMDG -
AigBviAg NauTihiakog Kwdikag Emikivouvwy Eidwyv; IMO - Aiebvrig NauTtiAlakég Opyavioudg; ISHL
- Nopog Ttepi BlounxavikAg ac@dAeiag kai uyeiag (latrwvia); 1ISO - Aigbvrigc Opyaviouog
Tumrotmmoinong; KECI - Eupetrpio utrapxouowy Xnuikwv ouciwv Tng Kopéag; LC50 - ©avaaoiun
ouykévipwaon oto 50% mAnBuopou dokiuig; LD50 - @avdaoiyn 66on oto 50% TmAnBucuou
dokIung (Péon Bavdaoiun d6on); MARPOL - AieBviig didokewn yia tnv TTpdAnwn Tng putravong
amd TAoia; n.o.s. - Aev opiletal diagopeTikd; NO(A)EC - Xuykévipwon oTnv otoio dev
TapatnpouvTal (duopeveic) emdpdoeig; NO(A)EL - Emimedo oTo otroio dev Traparnpouvtal
(duopeveic) emdpdoelg; NOELR - lMoocootd emBdpuvong oto omoio dev  Trapatnpouvral
emdpdoeig; NZIoC - Eupempio xnuikwv ouciwv TG Néag Znhavdiag; OECD - Opyaviouog
Oikovopuikig Zuvepyaoiag kal Avdamtuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwv Ouciwv Kal
MpdAnwng Tng Pumavong; PBT - AvBekTikr, BlooucowpeuTiky kal Toikr) oucia; PICCS -
EupetApio xnuIkwy ouciwv Twv PiINmmivwy; (Q)SAR - (MoooTikn) oxéon dourng-0pacTnpIOTNTAG;
REACH - Kavoviopég (EK) Ap. 1907/2006 tou EupwTraikou KoivoouAiou kar Tou Zupfouliou
OXeTIKG pe Tnv Kataxwpion, afioAdynon, ade€ioddTnon Kal Tov TIEPIOPIOUSO TWV  XNMIKWV
mpoidviwy; RID - Kavoviopoi yia TG OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWV
eutmopeupdaTwy; SADT - Ogpuokpacia auTtoemiTaxuvouevng atroolvBeong; SDS - Aeghtio
Aedopévwv Acogalciag; SVHC - ouoia tTou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNUIKWV ouciwv TnG TaiBdv; TRGS - Texvikd TTpdTuTro YIa TIG £TMiKivOuveg oucieg; TSCA - Néuog
mepi eAéyxou ToCIkWV ouciwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva ‘EBvn; vPVB - Akpwg
avOekTIKA Kal AKpwS Blooucowpeloiyn ouaia

MepaiTépw TTANPOPOpPiEg
Mnyég Twv CNUAVTIKWY . Eowrtepikd TEXVIKA dedouéva, dedouéva atrd Ta AAA TTPWTWV
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‘Ekdoan Huepounvia

2.1

AvaBewpnong:
24.04.2019

Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
Aedopévwv 16.10.2018

Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 18.05.2018
2808264-00004

OedouEVWY TTOU
XPNOIUOTToINBNKAV yia Tn
ouvtagn Tou AeAtiou
Aedopévwv Aopalciag
Tagivounon Tou PiydaTog:

Eye Dam. 1
Repr. 2
Aquatic Chronic 3

UAwv, atroteAéoparta avalntnong tng dikTuakrg TTUAng OOZA
eChem kai Tov EupwTraiké Opyaviopd Xnuikwyv MNpoidvtwy,
http://echa.europa.eu/

Aladikacia Tagivopunong:

H318 MéBodog uttoAoyiopou
H361fd MéBodog uttoAoyiopou
H412 MéBodog uttoAoyiouoU

O1 mAnpogopieg ae autd 1o AeATtio Acdopévwv Aopaheiag (SDS) avtatrokpivoTval OTIG YVWOEIG
MOg KaTd 10 XpoOvo NG €kdoaorg Toug. O1 TTAnpogopieg TTpoopifovTtal pévo oav kabodrjynan yia
owaTo XEIPIoPO, Xprion, amobhAkeuon, peTapopd, diabeon kai EKAuon kal Ogv BewpouvTal wg
gyyunon A podiaypa® An ToIOTTAG yia OTTolovorTToTe TUTTO. OI TTANPOYOopPiES agopouv Puévo To
€101KG UAIKO TToU ava@épeTal aTnVv apXr Tou AeAtiou Acdopéviwv ACQaAEiag Kal eVOEXOUEVWG va
MNV 10X0El o€ TTEPITITWAN TToU TO UAIKG auTé Tou AeAtiou Aedouévwy xpnoldotroinBei o
ouvouaouo pe AAAa UAIKG 1) o€ dAAeg diadikaoieg atrd auTh TTou ava@épeTal oTo AgATIO
Aedopévwy. O1 xpAaTES Tou UAIKOU va AauBavouv uttdyn Toug TIG TTANPOYOPIES Kal CUCTACEIG O€
oxéan Je TN XPAon TTou €mmBupoU, o€ oxéan We T diadikagia Kal atrobrkeuan,
oupTrepIAapBavopévng Kal TNG KaTaAANAGTNTAG Tou UAIKOU Tou AgATiou Aedopévwv AopaAgiag oTo
TEAIKO TTPOIGV TOUu XPAOTN, KATA TTEPITITWON.

GR/EL
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