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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY :  Losartan 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 dedopévwy ao@alcgiag

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)

Oteia TogIkoTNTA, Katnyopia 4 H302: EmBAaBEg o€ TTEPITTTWON KATATTOONG.
>oBapn opBaAuikA BAGRN, Katnyopia 1 H318: MpokaAei coBapry oeBaAuIKn BAGRN.
EuaioBnroTroinon tou &£puarog, H317: Mtropei va TTpokaAéael aAAepyIKA OEPUATIKA
Kartnyopia 1 avTtidpaon.

To&IKOTNTA yIa TNV avaTTapaywyn, H360D: Mtropei va BAGwel To €uppuo.

Kartnyopia 1B
Apdon oto oxnuatiopd ydAarog A dia tou  H362: Mtropei va BAdwel Ta Bpépn TTou TpEPovTal

BnAacpou ME UNTPIKO YAAQ.

Ei0Ikr TogIkéTnTa 0TA dpyava oTOXOoUG - H373: Mtropei va TrpokaAéael BAGReg oTa dpyava

emavalauavopevn €kBeon, Katnyopia 2 UOTEPQ ATTO TTOPATETANEVN 1] ETTAVEIANUMEVN
€kBeon.

2.2 ZToIxEia emoAuavong

Emonfuavon (KANONIZMOZ (EK) ap16. 1272/2008)
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Eikovoypdupuara Kivouvou

MpogidoTtroINTIKr A£En

AnAwoelg emKIvOuvOTNTAG

AnAWOEIG TIPOQUAGEEWY

ap

Kivduvog

H302 EmPBAafég oe ePITTWON KATATTOONG.

H317 MTropei va mpokaAéoel aAAepyIKr depuaTikA avTidpaaon.
H318 Tlpokahei coBaph o@BaAuikA BAGRN.

H360D MTropei va BAGwel To uppuo.

H362 MTropei va BAdwel Ta BpEPn TTOU TPEQOVTAI JE UNTPIKO
yaAa.

H373 MTropei va rpokaAéoel BAGReC oTa dpyava UaTePa aTToO
TTapaTeTapévn | eTavelAnuuévn €kBean.

MpoAnyn:

P201 E@odiaoTeite PE TIG €10IKEG 0dNYieS TTPIV ATTO TN XPAON.
P260 Mnv avarrvéeTe okovn.

P263 Ato@elyeTe TNV £Ta@r 0T IAPKEIA TNG EYKUPOOUVNG
Kal TG yaAouxiag.

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

Eméupaon:

P305 + P351 + P338 + P310 XE MNEPINTQXH EMNA®HX ME
TA MATIA: ZeTAUVETE TTPOCEKTIKA E VEPO YIA APKETA AETTTA.
Av UTTAPXOUV QAKOi ETTAPAG, AQAIPECTE TOUG, AV €ival EUKOAO.
>uveyioTe va EeTrAévete. KaléaTe apéowg 1o KENTPO
AHAHTHPIAZEQN/ yiaTpo.

P308 + P313 XE MNEPINTQZH €kBeong ) mOavoTnTag
¢€kBeong: ZupPouleuBeite/ Eioke@Oeite yiaTpo.

Emikivduva cuoTaTIKA TTOU TTPETTEI VA AVAYPA@OVTAl OTNV ETIKETA!

Losartan
2.3 AAAol kivduvol

Etragn pe TN oKOvn UTTopEi va TTPOKAAETEl NXAVIKO epeBIod i ENPOTNTA TOU BEPUATOG.
Mrtropei va oxnuatioel EKPNKTIKG piyua okovng-aépa katd n didpKela TnG eTTeCEpyaaciag, Tou

XEIPIOPOU 1) UTTO AAANEG CUVONKEG.

TMHMA 3: ZuvBeon/TTAnpo@opieg yia T CUCTATIKA

3.2 Meiypara
ZUOoTATIKA
XnUIKr ovouaaia CAS-Api6. Ta&ivéunon ZUYKEVTPWON
EK-ApiB. (% wiw)
Ap1Bu6S KataAdyou
Ap1Bu6S
Karaxwpnong
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Losartan 124750-99-8 Acute Tox. 4; H302 >=30-<50

Eye Dam. 1; H318
Skin Sens. 1; H317
Repr. 1B; H360D
Lact.H362

STOT RE 2; H373

MNa eme€nynon Twv cuvtopoypa@iwy BAETTE evoTnTa 16.

TMHMA 4: Métpa rpwTwv Bondsiwv

4.1 Mepiypa®n TWV HETPWYV TTPWTWYV Bondsiwv
levikég uTTOdEIEEIG . Ze TTEPITITWAON aTuXAUATOG ) av dev aioBaveabe KaA4,
€100TTOIEIOTE TOV YIATPO.
Av d10pKoUV TO GUUTITWHATA 1] UTTAPXEl KATToI0 au@IBoAia,
OUMBOUAgUBEiTE £va yiaTpO.

MpooTtacia Twv TpoowTiwy  :  Oool Tpooépouy TIG MNpwTeg BorBeieg Ba TpéTTel va
TTOU TTAPEXOUV TTPWTEG TPOCEEOUV TNV AUTOTTPOCTACIA KAl VA XPNCIUOTIOIoUV TOV
BonBeieg OUVIOTWHEVO ATOMIKO TTPOCTATEUTIKO EEOTTAICUO OTAV UTTAPXEI

n mBavoTnTa €kBeang (BA. TuAua 8).

> TTEPITITWON EI0TTVONG . Ze TTEPITITWAN EI0TTVONG JETOPEPETE TO BUA OTO KABapd
aépa.
ZupBouleuteite yiaTpo.

> TTEPITITWON ETTAQAG JETO € TTEPITITWAON ETTAPNG EETTAUVETE AUECWG TO BEPUA JE
Oépua d@Bovo vepd Kal oaTrouvl.
BydATe Ta yoAuopéva pouxa Kal TTatroUTold.
2UMBouUAeuTEiTE VIOTPO.
MAUOveTe Ta poAuopéva TToUXa TIPIV TA EAVOPOPETETE.
KoBapioTe emMueAws Ta TTATTOUTOIA TIPIV TNV
€TTAVAXPNOCIYOTIOINGCN.

> TIEPITITWON ETTOQNAG PETA  ©  Z€ TTEPITITWON ETTAPNAG EETTAUVETE AUETWGS T PATIA pE APOovVOo
pama vEPO yIa TOUAGXIoTOV 15 AeTTTd.
ATTOPOKPUVETE, av gival duvaTtod, ToUG PaKoUG ETTAPNG.
KaAéaTe apéowg Evav yiarpo.

2¢ TTEPITITWON KATATTOONG : Ze mepimrtwon kKatdmoong: MHN TTpoKaA£oETE EUETO.
2UMBouUAeuTEiTE VIOTPO.
[MAUveTE TO OTOPA OXOAAOTIKG E VEPO.
Na unv xopnyeitai TiTrota atrd 10 OTOUA G€ ATOUO TTOU EXEI
XAo¢€l TIG AloBARTEI TOou.

4.2 INUAVTIKOTEPA CUPTITWHATA Kl ETTIOPACEIG, AUECEG ) METAYEVEOTEPES

Kivduvol . EmpBAaBég oe mepitrTwon kardmoong.
MTropei va TTpokaAéael aAAEPYIKN dEPUATIKY avTidpaon.
MpokaAegi coBapr) opBaApIKr BAGRN.
Mrtropei va BAdwel To EuBpuo.
Mrtropei va BAdwel Ta Bpé@n TTou TPEPOVTAI UE UNTPIKO YAAQ.
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Mrtropei va TTpokaAéael BAAReg oTa dpyava UoTePA ATTO
TTAPATETAMEVN ] ETTAVEIANMUEVN €KBEDT.

ETragn ye TN oKOvn UTTOPE va TIPOKAAETEI INXAVIKO £PEBICUO
N EnedTnTa TOU OEPUATOG.

4.3 'Evdei§n oTolaodNITOTE ATTAITOUMEVNG AMECNG IATPIKNAG @POVTIdAG Kal €18IKAG OepaTreiag

MeTayeipion

AVTIMETWTTIOTE TA CUPTITWHOTA Kal OTNPIETE TOV a0Bevr).

TMHMA 5: MéTpa yia TNV KATATTOAEMN O TNG TTUPKAYIAG

5.1 MNupooBeoTiKG HETO

KataAAnAa TTupocoBeaTikd
péoa

AkaTdAANAa TTUPOCRETTIKA
péoa

Exvépwpa vepou

AQpbg 01aOePOG a€ AAKOOAN
Aioéeidio Tou avBpaka (CO2)
=npa XNUIKA péoa TTupodoPeong

Kapia yvwoTn.

5.2 E181koi Kivduvol TTou TTPpOKUTITOUV aTTd TNV oUdid I} TO MEiyUa

[S1aiTepol Kivduvol katd Tnv
KOTATTOAEUNON TNG
TTUPKAYIGG

Emkivduva 1TpoidvTta
KaUOEWG

Na atroeuyeTal n dnuioupyia oKOvVNG; N WIAr KOV UTTOPEI
va d100TTapBei aToV a€Pa O€ APKETA PEYAANEG OCUYKEVTPWOEIG,
KOl av UTTAPXEl TTapoudia TTNyNG avagAegng, uTTdpyel Kivduvog
€KpNgng.

H €kBeon o€ kavuoIua TTPOIGVTA PTTOPET va ival KivOuvog yia
TNV uyeia.

O¢eidla Tou dvBpakog
XAWPIOUXEG EVWOEIG
Oteidia alwTtou (NOXx)

5.3 ZuoTdoEig Yo TOUG TTUPOORECTEG

EIBIKOG TTpooTaTEUTIKOG
€€OTTAIOUOG IO TOUG
TTUPOORBEDTEG

Eidikég péBodol Trupdofeang

2¢ TTEPITITWON TTUPKAYIAG £XETE AUTOOUVANN AVATTIVEUOTIKN)
OUOKEUH. XpNOIUOTTOINOTE TIPOCWTTIKY vouuaaoia
TTpooTaCiag.

XpNOIUOTIOINOTE HEGQ TTUPOGRECNG TTOU €ival KATAAANAQ yia
TIG OUVONAKEG Kal TO TTEPIBAAAOV.

la ™ Wnén Twv KAEIOTWY DOXEIWV XPNOIKOTIOIEIOTE YEKATUA
vepou.

A@aipéaTe Ta aképala doxeia atrd TNV TTEPIOXT TTUPKAYIAG, EAV
auTo €ival a0PAAEG VO TO TTPAEETE.

ExkevwaoTe TNV TTEPIOXN.
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TMHMA 6: MéTpa yio THV OVTIMETWITION TUXAiag EKAuong

6.1 NMpoowTrikéG TTPOPUAGEEIG, TTPOOTATEUTIKOG EEOTTAICNOG Kol S1081KACIEG EKTAKTNG AVAYKNG
MPoCWTTIKEG TTPOPUAAEEIS . XpnOIYOTIOINOTE TTPOCWTTIKY EVOUUATia TTPOCTACIAG.
AKoAOUBNOTE TIGC CUUPBOUAEG YIa ACOPAAR XEIPICUO Kal TIG
OUOTAOCEIG VIO OTOMIKO TTPOCTATEUTIKO £EOTTAICHO.

6.2 Mep1BaAAOVTIKEG Trpocpu)\uialg

MepIBaAAOVTIKES : H amoBoAn oto mepIBAAAOV TTPETTEI VO ATTOPEUYETAI.
TIPOPUAAEEIC EutrodioTe Tn TrepeTaipw Slappor| Kal dIAoKOPTTICHO, av auTo
gival duvatd dixwg Kivduvo.

To poAucapuévo vepd TTAUCEWCS CUAAEYETaI Kal DIaTIBETAI.
EidotrolgioTeE TIG TOTTIKEG UTTNPETIES, AV UTTAPXEI TNPAVTIKOG
OI0OKOPTTIOPOG KOl OEV UTTOPEI VO TTEPIOPIOTEI.

6.3 M£00d01 Kal UAIKG Yo TTEPIOPICHO Kol KABapIouo

MéBodol kaBapiouoU ;. ATToppo@nOTE TO UNXAVIKA Kal GUAAEETE TO O€ KATAAANAO
TTEPIEKTN TTPOG dIGBEDN.
Na atro@edyeTal n d1a0TTopd TG OKOVNG OToV aépa (TT.X va
KaBapifovTal Ol OKOVIGPEVEG ETTIQAVEIEG PE TTETTIECUEVO AEPQ).
Agv EMTPETTETAI N CUCCWPEUAT OKOVNG O€ ETIQPAVEIES, YIATI
QUTO PTTOPE] va 0dNYOEl O€ EKPNKTIKO PEiypa av n okdvn
atreAeuBepwOei aTOV OEPA O€E ETTAPKI) CUCKEVTPWOT.
O1 ToTTIKOI 1} €BVIKOI KAVOVIGUOI EVOEXETAI VO EQAPUOCTOUV O€
TTEPITTITWAON ATTEAEUBEPWONG KA ATTOPPIYNG TOU UAIKOU auToU,
KaBwg Kal 60wV UNIKWV Kal TEpaxiwv xpnaoigotroiénkayv katé
TOV KOBAPIOHO TwV ATTEAEUBEPWHEVWYV OUCIWY. Oa TTPETTEl va
TIPOCdIOPICETE TTOIOI KAVOVIOMOI €ival EQAPUOCTTEQL.
2116 evOTNTEG 13 KA 15 TOU TTAPAOVTOG PUANOU aCPaAEiag
0edopEVwV TTAPEXOUV TTANPOPOPIEG OXETIKA UE TIG ATTAITATEIG
OPICHEVWY TOTTIKWYV 1 EBVIKWYV KAVOVIOUWY.

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

TMHMA 7: Xeipiop6g Kail atrofikeuon

7.1 Npo@uAdgeig yia ac@alni xslplopo
Texvika péTpa ;O oTaTmikdg NAEKTPIOPOG UTTOPET va CUCCWPEUCEI KAl Va
ava@A&Cel TNV alwpouuevn okOvn TTPOKAAWVTAG £KpNEn.
Na TTapExovTal ETTAPKEIG TTPOPUAGEEIG, OTTWG NAEKTPIKNA
yeiwan kal cwudtwaon, i adpavnig atuéa@aipa.

Tomkog/Tevikdg e€aepiopdg @ Edv dev utmdpyel d1aBEaiuog eTapKng e€agpIouag,
XPNOIMOTTOINOTE €EAEPIOUO PE TOTTIKA aTTAyWY.

YTmodeitelg yia ac@ali . Mnv agpnoTe va £pBel oe eTTan Ye To déppa f TNV evOulaaia.

XEIPIOPO Mn avaTtrvéete TNV oKovn.

Mn kartaTriveTe.
ATTOQEUYETE TNV ETTAPNA YE TA YATIAL.
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O xeIpIouOG TTPETTE VA YiveTal CUPQWVA PE TIG BEATIOTEG
TIPAKTIKEG BIOUNXAVIKAG UYIEIVIG KAl ao@AAEIOg, JE BAon Ta
QTTOTEAECUATA TNG EKTIMNONG €KBECNG OTOV XWPEO EPYOTIAg
Na diatnpeital o0 TTEPIEKTNG EPUNTIKA KAEIOTOG.

Na eAayioToTtrolgital ] dnuioupyia Kal cucowpeuon okévng.
AlatnpeioTe TO doxeio KAEIOTO av dev XpNOIKOTTOIEITAl.
QUAGETE TO pakpIG aTrd TNyEG BEpuavang Kal ava@Aegng.
NGBETE TTPOCTATEUTIKA PETPA £VAVTI NAEKTPOCTATIKWV
EKKEVWOEWV.

dpovTioTe va aTroTPEWPETE TIG BIOPPOES, TO ATTORANTA KAl va
€EAAXIOTOTTIOINCETE TNV ATTEAEUBEPWON OTO TTEPIBGAAOV.

Métpa uyieivig . Edv umrdpyel mBavoTtnTa £€KBE0NG GE XNUIKES OUGiEG KATA TN
dIdpKeIa TNG TUTTIKAG XPHONG, GPOVTIOTE yia TNV TTapouacia
OUOTNUATWY EKTTAUCNG OPBAAUWY KAl VTOUG YIO TNV ao@AAEIa
TOU TTPOCWTTIKOU, KOVTA OToV XWpPo epyaaciag. OTav 1o
XPNOIUOTTIOIEITE YNV TPWTE, UNV TTVETE, unv Katviete. MAUOveTE
Ta JoOAUoUéVa pouxa TIPIV T EaVAPOPETETE.

7.2 ZuvOnkeg ac@aloug @UAang, cuptrepIAaBavoéVWY TUXOV ACOUUBIBACTWY KATAOTACEWY

ATTQITACEIG VIO XWPOUG . AmoBnkeleTal o€ doxeia TToU Pe CWaTA orjpavorn. PuAdooeTal
atroBnrikeuong kal doxeia KA€1dwuévo. Alatnpeital KA KAEIOTO. ATToBnkeUeTal
oUP@WVA HE TIG IDIAITEPEG EBVIKEG VOUIKEG DIATALEIC.

YTmodeitelg yia Koivh : Mnv amroBnkeUeTe e TOUG AKOAOUBOUG TUTTOUG TTPOIOVTWV:
aTToBrKeuon loxupd ogeidwTtikd péoa

Opyavika utrepogeidia

ExpnkTIKG

Aépia

7.3 EI8IKA TEAIKA XpAON i XPNOEIg
EidIkn xprion f xpnoeig . Aev uttdpyouv oTolxEia

TMHMA 8: 'EAeyx0g TnG £€KBEONG/ATOUIKN TTPOOTATIA

8.1 NapdueTpol eAéyxou
Opia erayyeApaTiKAG €kBeoNg

2UoTaTIKA CAS-ApiB. Eidog Tipng MapdaueTpol eEAEyXOU Bdon
(Eidog Tng
eKBETEWC)

Losartan 124750-99- | TWA 100 pg/m3 (OEB 2) Eowrtepikn

8

Auuio 9005-25-8 TWA 10 mg/m3 GR OEL
(e10TTVEUOIUOG)
TWA 5 mg/m3 GR OEL
(avaTTvelaiuog)
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8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA HETPO
EAaxIOTOTTIOINOTE CUYKEVTPWOEIG £KBETNG OTO XWPO EPYOTIaG.
E@apuooTe péTpa yia amopuyr] EKpnEEwv aTrd akovn.

Na diac@aAileTal 6Tl 6Aa Ta CUCTANATA XEIPIGHOU TG aKOVNG (6TTwG aywyoi e€agpiouou,
OUAAEKTEG OKOVNG, TTEPIEKTEG, KAl EEOTTAIONOG £TTEEEPYATiag) eival aoxedlaouéva KaTa TETOIO TPOTTO
WOoTE va eUTTOdICETAI N dIAPUYK TNG OKOVNG OTO XWPO £pyaciag (dnAadr, va unv utrdpxel diappor)

aTT0 TOV €EOTTAIOUO).

Edv dev uttdpyel d1aBEaIUOG ETTAPKNG EAEPIOUOG, XPNOINOTTOINCTE £EAEPIOUO UE TOTTIKNA

atraywyn.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG

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

avOeKTIKG O€ XNUIKA.

dopdre Ta akdAouBa av gival uttdpyel mlavoTnTa

TTOINioPATOG:
MpooTaTeuTikr TTpOCWTTIOA

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

MpooTacia Twv XepIwv

YAIkO . TavTia avBekTIKG O€ XNUIKEG OUaieg

Mapatnpnoeig : To €idog yavTiwv TTpo0TaCiag atmd XNUIKA TTPETTEl va

ETTAEYETAI CUPPWVA PE TN CUYKEVTPWON KAl TTOOOTNTA
ETTIKIVOUVWY UAIKWV KOI JE TO OUYKEKPIPEVO XWPO £pyaaiag.
Aev éxel kaBoploTei xpdvog diaTpnong yia auTtd To TTpoidv. Ta
yavtia va aAAafovtal guxva! ZuvioTaTal, n aveekTIKOTNTA TWV
TTPOAVOPEPOPEVWY TTPOCTATEUTIKWY YAVTIWV ATTO TA XNUIKA,
yia €I0IKEG XPATEIG, va DIEUKPIVICETaI JETA aTTd GulrTNoN PE
TOV KATAOKEUOOTH yavTiwy. MAEVETE Ta XEPIQ TTPIV TA
OlaAgipypara Kal Katd To TEAOG TNG Epyaaiag.

MpooTtacia Tou dépuatog kal ;. EMAEETE TO KATAAANAO TTPOCTATEUTIKO POUXIOUO GUUPWVA E

TOU OWUATOG Ta dedopéva XNUIKAG avToxnG Kal TNV agloAdynon tng

mOavATNTAG TOTTIKAG €KBEONG.

[a va atroTpEWETE TNV ETTAPH WE TO OEPUA, XPNOIUOTTOINCTE
adIaTTéPacTo TTPOCTATEUTIKG pouXIoHS (YavTia, TTOdIEG,

MTTOTEG, K.T.A.).

MNpooTacia Twv : Edv dev uttdpyel d1aB£aIUOG ETTAPKNG ECAEPIOPAG UE TOTTIKA
QVATIVEUTTIKWY 00wV ataywyn A n ekTiunon €kBeang uTTOdEIKVUEI EKBETEIG EKTOG
TWV CUVICTWUEVWY KATEUBUVTAPIWY 0dnylwy,
XPNOIKJOTTOINCTE AVATIVEUCTIKI TTPOCTACIA.
O e€omAiopdg TTpémrel va TAnpoi 1o mpoTuto EAOT EN 143

®iATpo TUTTOU . Tumog owuaTdiwy (P)

TMHMA 9: ®uoikég Kal XNUIKEG 1I810TNTEG

9.1 ZToixeia yia TIG BACIKEG PUOIKEG KAl XNHIKEG IBIOTNTEG

Oun : okoévn
Xpwua © Neukd €wg avoikTo KiTpIvo
Oaoun . Agv uttdpyouv oToIxEia
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Losartan Formulation

Apuhlic

-5 ORGANON

Znueio TAewc/onueio TTASEWS
Apxiké onueio éong Kal
mepioxn ¢€ang

2nueio avapAegng

Taxutnta €€aTuiong
Ava@Ae€iudtnTa (oTeped,
aéplo)

AvwTepo 6plio ékpnéng /
AvWTEPO 6pI0 avAPAeEng

Katwtepo 6plo €kpnéng /
Katwtepo 6pio avapAeéng

Micon atpwv

2XETIKA TTUKVOTNG ATHWV

ZXETIKA TTUKVOTNTA

MukvéTtnTa

AloAutéTtnTa (S10AUTOTNTEG)
YdarodiaAuTtéTnTa

SUVTEAEOTAG KATAVOUNAG: N-

okTavoAn/vepd

O¢puokpacia autoavapAegng

O¢puokpaacia amoouvBeong

1EWwdeg
1EWdEeG, KIVNTIKO

EKpNKTIKES 1810TNTES

OLeIBWTIKES 1810TNTEG

9.2 AAMAeg TTAnpo@opieg

Ava@Ae€iuétnTa (uypd)
Mopiaké Bdpog

EAGxioTn evépyela avapAegng

Aev uttépxouv oToIxeia
Aev uttépxouv aTolxeia
Agv uttdpxouv oToIxEia

Agv uttdpxouv oToIXEia

‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 12.09.2017
1942019-00007
Oplio ooung Aev uttdpxouv aTolxeia
pH Aev uttépxouv aToIxeia

Mrtropei va oxnuatiogl EKPNKTIKO Wiypa oKOvVNG-aépa KaTd TN
BIdpKEIa TNG TTEEEPYQTIAG, TOU XEIPIOUOU 1) UTTO AAAEG

OUVONKEG.

Aev uttépxouv oToIxeia

Aev uttépxouv aToIxeia

Agv uttdpxouv oToIXEia
Agv uttdp)ouv oToIXEia
Aev uttépxouv aTolxeia
1g/cm3

Aev uttépxouv aTolxeia
Agv uttdpxouv oToIxEia
Agv uttdp)ouv oToIxEia

Agv uttdp)ouv oToIXEia

Aev uttépxouv aTolxeia

Mn €KpNKTIKO

H ouaoia ) To peiypa dev Tagivopeital wg o&eIdwTIKS.

Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia

>300 mJ
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MéyeBog cwpuaTidiwv

Aev uttépxouv aToixeia

TMHMA 10: Z1a@gpoTnTa KOl AVTISPACTIKOTNTA

10.1 AvTidpaoTIKOTNTA

Mn Tagivounuévo wg Kivduvog avTidpaoTIKOTNTAG.

10.2 XnuIkA oT00gpOTNTA

2100ep0d KATW ATTO KAVOVIKEG OUVONKEG.

10.3 MBavéTnTa ETMIKIVOUVWY avTISpAoEWY

Emikivduveg avmidpdoeig

10.4 ZuvBnKeg TTPOG ATTOPUYRHV
2UVOAKEG TTPOG ATTOPUYRYV

10.5 Mn cupBard uAika
YAIKé TTpog atropuyn

Mrtropei va oxnuatiogl EKPNKTIKO Wiypa okOvNG-aépa KATé TN
BIdpKEIa TNG TTEEEPYQTIAG, TOU XEIPIOUOU 1) UTTO AAAEG
OUVOnKeg.

Mrtropei va avTidpdaoel Je I0XUPOUG 0EEIBWTIKOUG TTAPAYOVTEG.

OepuodTnTa, PAGYES KOl OTTIBEG.
ATTOQEUYETE TOV OXNMATIOUO OKOVNG.

OteidwTikG péoa

10.6 Emikivduva mrpoidovTa amrooivleong

Agv gival yvwoTd eTmikivouva mTpoidévta didoTTacng.

TMHMA 11: TogikoAoyikég TTAnpo@poOpiEg

11.1 NAnpo@opiteg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpogopieg yia moaveg
0douUg ékBeang

O¢eia TogIkOTNTA

Eiotrvon

Etragpn pe 10 dépua
Katdroon

Emaen panwv

EmBAaBEg o€ TEPITITWON KATATTOONG.

Oteia To¢IKOTNTO ATTO TOU
OTOUATOG

ZUCTOTIKA:

Losartan:
Oteia To€IkOTNTO ATTO TOU
OTOUATOG

EkTtiynon o&eiag TogikdTNTaG: 1.502 mg/kg
MéBodog: MéBodog utrohoyiouou

LD50 (Movriki): 1.257 - 1.590 mg/kg

LDLo (Apoupaiog): 200 mg/kg
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LDLo (MMovriki): 400 mg/kg

AidBpwon kal epeBIOCHOG TOU BéPUATOG
Aev Tagivopeital pe Baon Tig S1aBE0IUEG TTANPOYPOPIEG.

ZUCTATIKA:

Losartan:

Eidog : Kouvéh

AtroTéAeopua . ENagpUcg epebiopudg Tou dEpuartog

ZoBapn BAABN/epeBIOCNOG TWV HATIWV
MpokaAei coBaph opBaApikr BAGRN.

ZUCTATIKA:

Losartan:

Eidog : Kouvéh
AtroTéAeopua . ZoPapdg epeBiouog

AvaTTvVeUOTIKN guaioOnToTTroinon f euaioOnToTTOINC TOU 3EPUATOG
EvaioBnToTmroinon Tou dépparog
MrTropei va TTpokaAéoel aAAEPYIKT dEPUATIKA avTidpaon.

EvaiocBnToTtroinon Tng avarrvong
Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYOPIEG.

ZUCTATIKA:

Losartan:

Eidog Aokiung . Meipapa MeyioTotroinong

Obdoi €kBeong . ETmaen pe 10 6épua

Eidog : Y®pbyoipog

Alohéynon . [iBavotnTa ) amodeitelg xapunAig 1 HETPIag
euaigbnToTtroinong atov avBpwTro

AmroTéAeopa : Bemikd

MeTaAAaglyéveon YEVVNTIKWY KUTTAPWV
Aev Tagivopeital pe Baon Tig S108£01UES TTANPOYOPIEG.

ZUCTOTIKA:

Losartan:

lovidioToIkoTNTA in Vitro : Eidog Aokipnig: in vitro dokipn
ATTOTEAEGUA: ApPVNTIKO

Eidog Aokiung: Aokipr in vitro yovidiakng geTaAAaENG
KUTTApOU BnAacTikoU

200TnPa BOKIPNAG: KUTTapa owBAKNG KIVECIKOU XAUOTEP
ATToTéAEGUA: APVNTIKO
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2.3

AvaBewpnong:
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Aedopévwv 13.09.2019

Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 12.09.2017
1942019-00007

IovidIoTOEIKATNTA in Vivo

Kapkivoyéveon

Eidog Aokiung: Aokipyaaia aAkaAIknG EKAouang
ATTOTéEAEGUA: APVNTIKO

Eidog AoKIUAG: XpWHOOWUIKA EKTPOTTH
ATTOTéEAEGUA: APVNTIKO

Eidog AoKIUAG: XpWHOOWUIKA EKTPOTTH
ATroTéAeCuQ: apvnTIKO

Aev Tagivopeital ue Baon Tig SI0BECIPES TTANPOYPOPIEG.

ZUOTOTIKA:

Losartan:

Eidog

Tpdtrog Epappoyrig
Xpoévog €kBeang
Adon

AtroTéAeopa

Eidog

TpoTog Egappoynig
Xpbvog €kBeang
Adon

ATtToTéAEC O

MovrTiki

ATT6 oTépaTog

92 gpdoudadeg

200 mg / kg Bapog cwPATOG
apvnTIKO

Apoupaiog

A6 otéuaTOg

105 eBdouddeg

270 mg / kg BApog cwPaTog
apvnTiké

TogIkéTNTA YIA TNV AvATTAPAYWYIK)

Mrtropei va BAdwel To EuBpuo.

Mrtropei va BAdwel Ta BpéPn TTou TpEPOVTAI E UNTPIKO YAAQ.

ZUCTOTIKA:

Losartan:
EmmTwoeig otn yovigotnta

Emdpdoeig oTnv avatTugn
TOU guppUoOU

Eidog Aokiung: MNovigétnta

Eidog: Apoupaiog, OnAukd

Tpdtog E@appoyng: ATmd oTopaTOg

MovipétnTa: LOAEL: 200 mg / kg B&pog cwuatog
ATTOTEAEGUA: QVATTAPAYWYIKEG ETTITITWOEIG OTIG YUVAIKEG
Mapatnpnoeig: ‘Exel mapatnpnBei unTpikA T0§IKOTNTA.

Eidog Aokiung: Avarrtuén

Eidog: KouvéA

Tpotrog Epapuoyng: Ao oTépaTOg

[evikh TOCIKOTNTA TNG uNTéPag: NOAEL: 10 mg / kg Bdpog
OWPATOG

To&ikétnTa yia Tnv Avartuén: NOAEL F1: 20 mg / kg Bdpog
OWHATOG

AtrotéAeapa: O1 euBpuoTodikég eOPACEIS KAl Ol AVETTIOUUNTES
emMOPACEIS OTOV ATTOYOVO QVIXVEUTNKAV HOVO O€ TTEPITITWON
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TogikéTnTA VIO TNV

avatrapaywyn - AgloAdynon

STOT-e@atrag ékBeon

uynAwv Togikwv d0oewyv aTn untépa, Kapia emmidpacn otnv
TEPATOYEVEDN.

Eidog Aokiung: Avarruén

Eidog: Apoupaiog

Tpotog E@appoyAg: AT oTOUATOG

To&ikétnTa yia Tnv Avattugn: LOAEL: 10 mg / kg Bapog
CwHaTog

AtrotéAecpa: EpBpuovikn ToéikétnTa., Kapia emidpaon otnv
TEPATOYEVEDT.

Ymdapxouv ca@eig amodeielg SuCPEVWV ETTIOPATEWY GTNV
avaTtTuén, ye Bdon meipdpata og {wa.

Ymrdpxouv HEAETEG TTOU Oivouv eVOEIEEIS yia KivOuvo o€ Bpéon
Katd TN mePiodo TnG yaAouyiag

Aev Tagivopeital pe Baon Tig S1aBEciIpeS TTANPOYPOPIEG.

STOT-emravelAnupévn é€k0eon

Mrtropei va TTpokaAéael BAAREG oTa Opyava UOTEPA ATTO TTOPATETANEVN 1) ETTAVEIANUPEVN €KOEDN.

ZUCTOTIKA:

Losartan:

Odoi £kBeong
Opyava Z1oxo0l
Alohéynon

Katdroon

Aiua, Kapdiayyelakd ouotnua, ZToudxi, Negpd
Mrtropei va TTpokaAéael BAAReG oTa dpyava UoTEPA ATTO
TTOPATETAUEVN 1 ETTAVEIANPUEVN €KBEDTN.

TogikéTnTa eTTaAvaAappavopevng dé6ong

ZUOTOTIKA:

Losartan:

Eidog

LOAEL

Tpomog Epappoyng
Xpbvog €kBeang
ApIBuoG ekBéoewv
Opyava Z1éxo0I

Eidog

NOAEL

Tpdmog Epappoyrig
Xpoévog €kBeang
JupTTwpara

Eidog
LOAEL
Tpomog Epappoyng

Apoupaiog

15 mg/kg

A6 otéuarog

309 d

daily

Aiua, Neppd, Kapdiayyeiakd ouotnua, ZToudy!

2KUAOG

5 mg/kg

A6 oTéuaTOog

1 Mrjveg

Ekpor) cdMiwv, Epetog

>KUAOG
25 mg/kg
A6 otéparog
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ToikéTnTa AvappoPnong

‘Ekdoan Huepounvia Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 12.09.2017
1942019-00007
Xpovog ékBeong 53 ERSop
ApIBuoG ekBécewv daily
2UPTITWHOTO Expon cdAiwv, EpeTog

Aev Tagivopeital pe Baon Tig S1aBE0IUES TTANPOYPOPIEG.

ZUOTOTIKA:

Losartan:

Kapia tagivéunaon oxetik& pe Tnv 1oEIkéTNTA avappoenong

Eumreipia aré tnv avlpwirivn ék@gon oTnV ousia

ZUCTOTIKA:

Losartan:

Etaen pe Ta pdmia
Kardatroon

Jupmrtwpata: EpeBiopdg Twv opBaApwv
2upTTTwuara: YmoTtaon, Taxukapdia

TMHMA 12: Oi1koAoyIKéG TTANpoOQOpiEg

12.1 To§ikéTnTOA

ZUCTOTIKA:

Losartan:
To&ikéTnTa OTO WaApia

To&IkdTnTa OTIG BAPVIES Kal

AAAa udpoBIa PaAdaKia

To&ikdéTnTa OTA
dukn/udpoBia eutd

ToéikéTnTa OTO WApIa

(Xpévia TogIKOTNTA)

To&ikdTnTa OTIG BAPVIES KAl
GAAO USPOBIa HaAGKIa

LC50 (Oncorhynchus mykiss (IpidiCouca méoTpoga)): > 929
mg/|

Xpovog ékBeong: 96 h

Mé6odog: FDA 4.11

EC50 (Daphnia magna (NepdwuAAog o péyag)): 331 mg/l
Xpévog ékBeong: 48 h
MéBodog: OECD KarteuBuvTripia ypauun dokiung 202

NOEC (Microcystis aeruginosa (KuavoBakTApio )): 949 mg/|
Xpévog ékBeong: 10 d
MéBodog: FDA 4.01

NOEC (Selenastrum capricornutum (Trpdaiva aAyn)): 143 mg/l
Xpovog ékBeong: 10 d
MéBodog: FDA 4.01

NOEC: 10 mg/l

Xpévog ékBeong: 32 d

Eidog: Pimephales promelas (XovTpoké@aAog KUTTpivog)
MéBodog: OECD KarteuBuvTripia ypauun dokiung 210

NOEC: 100 mg/I
Xpovog ékBeong: 21 d
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(Xpoévia TogIKOTNTA)

Eidog: Daphnia magna (NepOwuAAog o péyag)

MéBodog: OECD KarteuBuvTripia ypauun dokiung 211

12.2 AvOeKTIKOTNTA KaI IKAVOTNTA ATTOS0NONG

ZUOTOTIKA:

Losartan:
21a6epdTNTA GTO UdWP

12.3 AuvatoTnTa BIOOCUCOWPEUONG

Losartan:
2UVTEAEOTAG KATAVOUNAG: N-
okTavoAn/vepd

12.4 KivnTikétnTa 01O £50p0OG
Agv utt@pxouv aToIxEia

YdpoAuon: < 10 %(5 d)

log Pow: 1,2

12.5 AtroteAéopara Tng afioAdynong ABT kai aAaB

Aixwg onuaacia
12.6 AANAEG APVNTIKEG ETTITITWOEIG
Agv utTGpxouv aToIXEia

TMHMA 13: Zroixcia oXeTIKA JE TN 81400

13.1 Mé0odoi diayeipiong amoBARTW
Mpoidv :

Mn kaBapiopéveg
OUOKEUQTIEG (TTOKETA)

v

KataoTpéetal AapBavovtag utr” dyn TIG odnyieg TwV TOTTIKWY
UTTNPECIWV.

2UhQwva ue Tov EupwTraikéd KatdAoyo AttoBAnTwv o Kwdikoi
Twv ATTOBARTWY ava@épovTal TN XPAON Kal OX1 OTa TTPOIOVTA.
O1 kwdikoi atmoAATWY TTPETTEI va KaBopioBoulv atrd Tov
XProTn, 600 To duvaTd O€ oUVEVVONGCN WE TIG UTTNPETIES
8136eonG aTmoBANTWV.

Ta adeia doxeia TTPETTEI VA JETAPEPOVTAI OE EYKEKPIPEVO
MEPOG dlaxeipiong atToBAATWY yIa avaKUKAWGN A atrdéppiyn.
Av dev UTTOBEIKVUETAI KATI DIAQOPETIKO: ATTOPPIWTE TO WG PN
XPNOIUOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opo6g OHE

Agv eAéyxeTal wg eTTIKivOUvo ayaBo

14.2 Oikeia ovopacia arrootoAig OHE
Agv eAéyxeTal wg eTTIKivOUvo ayaBo
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14.3 Tagn/-€1g KivdUivou KATd Tn METAPOPA
Agev eAEyXeTAI WG ETTIKIVOUVO ayaBo
14.4 Oudda cuoKeuaoiag
Agev eAEyXETAI WG ETTIKIVOUVO ayaBo
14.5 NepiBaAAovTiKoi Kiviuvol
Agv eAéyxeTal wg eTTIKiVOUVO ayaBo
14.6 E181kég TTpo@UAGEEIS yia TOV XPAOTN
Mn epapudoipo
14.C7 Xudnv peragopd cup@wva pe 1o Trapdprnua ll tng ouufaong MARPOL kai Tou KwaiKa
1B
Maparnpnoeig ;. Aev 1o0XUel yia TO TTPOIGV OTTWG dlaTiBeTal.

TMHMA 15: Ztoixeia vopuoBeTikoU XapakTipa

15.1 Kavoviouoi/lvopofeoia oXeTIKA ME TNV dO@AALIA, TNV UYEia Kal TO TTePIBAAAOV yia TV
ougia 1 To peiyua

REACH - MNepiopiopol oTnv TTapaywyn, 1n diabson otnv - : Mn e@apudaoiyo

ayopa Kal Tn XPNon OPIGUEVWY ETTIKIVOUVWY OUCIWVY,

TTApPaCKEUAOUATWY Kal avTikeipevwy (Mapaptnua XVII)

REACH - KatdAoyog utroyni@iwv Tpog adeioddtnon : Mn e@apudaoiuo
OUCIWV TTOU TTPOKAaAoUV TTOAU peydAn avnouyia ( ApBpo

59).

REACH - KatdAoyog ouCIWV TTOU UTTOKEIVTAI O€ . Mn e@apudoipo
ade10d6Tnon (Mapdptnua XIV)

Kavoviouég (EK) apiB. 1005/2009 yia Ti¢ ouaieg TTou . Mn e@apudoipo
KATAaoTPEPOUV TN oTIBAda Tou 6LoVTOG

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

Kavoviouég (EK) apif. 649/2012 tou EupwTraikoU : Mn e@apudaiuo

KoivoBouAiou kai Tou ZupBouAiou OXETIKA PE TIG

€CAYWYEG Kal E1I0QYWYEG ETTIKIVOUVWV XNUIKWV

TTPOIGVTWV

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikoU KoivoBouAiou kal Tou ZuuouAiou yia Tnv

QVTIYETWTTION TWV KIVOUVWV PEYAAWY ATUXNUATWY OXETICOUEVWV UE ETTIKIVOUVESG OUTIES .
Mn epapudoipo

AMAAeg 0dnyieg:

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

Na An@Bei uttéwn n Odnyia 94/33/EK yia Tnv TTpooTaCia TwV VEWYV KATA TNV Epyacia A ol
auoTnPOTEPOI £BVIKOI KavoVIOUOi, OTTOU auTOoi I0XU0OUV.

Ta CUCGTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI GTOUG TTAPOAKATW KATAAOYOUG:

AICS ;. Ogv €xel TTpoadioploBei
DSL ;. Ogv €xel TTpoodioploBei
IECSC . Ogv €xel TTpoadiopioOei
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15.2 A§ioAdynon XnMIKAG aoc@dAgiag
Agv €xel TTpaypaToTToinBei afloAdynan XNUIKNG ao@AAEIag.
TMHMA 16: AAAeg TTAnpO@oOpicg
AMAeG TTANpOYOpPIEG . ZToIxEia OTTOU £X0UV Yivel aAAay€EG oTnV TTPONYOUHEVN €KdOON
€TTIONUaivovTal GTO CWHA AuToU TOU £YYPAPOU e OUO KABETEG
YPAUES.
MARpeg keipevo Twv Ppdoswv H
H302 . EmBAaBég oe mepiTmTwon kardrmmoong.
H317 . MTropei va TTpokaAéoel aAAepyIKR dEpUATIKN avTidpaon.
H318 ;. MpokaAei coBapr o@BaAuIkr BAGRN.
H360D : MTopei va BAGyel To £uBpuo.
H362 . Mrmopei va BAGyel Ta Bpé@n TTou TPEPOVTAI PE UNTPIKO YAAQ.
H373 . Mrmopei va pokaAéael BAGREG oTa 6pyava UOTEPA ATTO

TTapateTapévn f emaveiAnuuévn €kBeon Adyw KataToong.

MARpPES KeipeEVO AAAWV GUVTOUOYPAPIWYV

Acute Tox. : O&eia TogIkéTNTO

Eye Dam. . ZoBaprh o@BaApikA BAGREN

Lact. . Apdaon 010 oxnuUaTiopo yaAartog r dia Tou BnAacpuoul

Repr. : TogikdTnTa yIa TNV avatrapaywyn

Skin Sens. . EuaigBnroTroinon tou d€puarog

STOT RE . EidkA ToéikéTnTa 0T dpyava aTéXoug - eTTavaAauBavouevn
¢kBeon

GR OEL : Opiakn Tipn 'EkBeong

GR OEL/TWA . Opiakn Tipn 'EkBeong

ADN - Eupwtraik Zupo@wvia yia tn O81eBvh PeTa@opd €TTIKIVOUVWY EUTTOPEUMATWY PECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTrdiky cup@wvia yia TIG dieBveig OBIKEG UETAPOPES
EMKIVOUVWY  euTTOpeUNaTWY; AICS - AuoTtpaAiavd €upethiplo  XNWIKwy ouciwv; ASTM -
Apepikavikly eTaipeia OOKIHWY UAIKwv; bw - Xwpatiké Bdpog; CLP - Kavovioudg Tepi
Ta&ivounong, Emonuavong kai 2uokeuvaoiog, 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 Opyaviopog Xnuikwv MNpoidviwy; EC-Number - ApiBuog EupwTraikrg Koivétnrag;
ECx - Zuykévipwon Trou oxeti¢etar pe avramokpion x%; ELx - Mooootd empBdpuvong Trou
oxetieTal pe avratrokpion x%; EmS - Xpovodidypaupa éktaktng avaykng; ENCS - YTrdpyouoeg
Kal véeg XNUIKESG ouoies (latTwvia); ErCx - Zuykévipwaon TTou OXETICETAI JE avTATTOKpIon puBuou
auvénong x%; GHS - Maykéopio evappoviopévo ouotnua; GLP - OpBr epyacTnpliakr TTPAKTIKN;
IARC - Aigbvng Opyaviopog Epeuviov Kapkivou; IATA - AigBviig ‘Evwon Agpopetagpopwy; IBC -
AlgBvn¢ KwdIKag yla TNV KATOOKEUA Kal ToV €EOTTAICHS TwV TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVA
XNUIKA x0dnv; IC50 - Miofy péyiotn avaoTaATikr ouykévipwon; ICAO - AieBviig Opyaviopog
MoAimikAg Aepotropiag; IECSC - Eupempio utmrapxouowv xnuikwv ouciwv otnv Kiva; IMDG -
AieBvng NauTtiAlakog Kwdikag Emikivouvwy Eidwy; IMO - AieBvrig NauTiiakog Opyavioudg; ISHL
- Nopog Ttepi BlounxavikAg ao@dAeiag kai uyeiag (lamwvia); 1ISO - Aigbvrig Opyaviouog
Tumrommoinong; KECI - Eupetrpio utrapxouowy Xnuikwv ouciwv Tng Kopéag; LC50 - ©avaaiun
ouykévipwaon o1o 50% TmAnBuopou dokiung; LD50 - @avdoiun d6on oto 50% TmAnBucuou
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ookiung (Péon Bavaoiun &6on); MARPOL - AigBviig didokeywn yia Tnv TTPOANYWN NG pUtravong
amd TAoia; n.o.s. - Aev opiCetal diagopeTikd; NO(A)EC - Zuykévipwon oOTnv otoio &ev
TapatnpouUvTal (ducueveig) emdpdoeig; NO(A)EL - Emimedo oTo omoio dev TmapatnpouvTal
(duopeveig) emodpdoeig; NOELR - lMocootd emBdpuvong oTto oTmoio dgv  Traparnpoulvral
emodpdoeig; NZIoC - Eupempio xnuIKwv oucdiwv Tng Néag ZnAavdiag; OECD - Opyaviouog
OikovouikAg Zuvepyacoiag kal AvamTuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwyv Ouaiwv Kai
MpoéAnwng Tng PuUmavong; PBT - AvBekTikr, BlooucowpeuTiky kar Toikr ouaia; PICCS -
Eupetrpio xnuIKwv ouciwv Twv PiarTmivwy; (Q)SAR - (MMoooTikr) oxéon doung-0pacTnpIoTNTAG;
REACH - Kavovioupég (EK) Ap. 1907/2006 tou EupwTraikou KoivoBouAiou kai Tou ZupfouAiou
OXeTIKA pe Tnv Kataxwpion, afioAdynon, adeioddTnon KAl ToV TTEPIOPICHO TwV  XNUIKWV
mpoidviwy; RID - Kavoviopoi yia TG OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWV
eummopeupaTwy; SADT - Ogpuokpacia auTtoemiTayxuvouevng atmoolvBeong; SDS - Aeghtio
Aedopévwv Acogalcgiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNMIKWV ouaiwv NG TaiBdv; TRGS - Texvikd TpoTuTio yia Tig emiKivouveg ouoieg; TSCA - Nopog
TePi eAéyxou TOEIKWV ouciwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva 'EBvn; vPvB - Akpwg
avBeKTIKA Kal GKpwG Blooucowpelaiun ouaia

MepaiTépw TTANPOPoOpPieg

MNy£ég Twv onNUAvTIKWV . Eowrtepikd TEXVIKA dedopéva, dedouéva atrd Ta AAA TTPWTWV
0edouEVWY TToU UAWv, atroteAéopata avalAtnong tng dIKTUAKNG TTUANg OOZA
XpnaolgoTtroinénkav yia n eChem kai Tov EupwTraiké Opyavioud Xnuikwv MNpoidvtwy,
ouvtaén Tou AgAtiou http://echa.europa.eu/

Aedopévwv AcpaAciag

Ta§ivéunon Tou piyyarog: Aladikacia Ta§ivopnong:

Acute Tox. 4 H302 MéBodog uttoAoyiopou

Eye Dam. 1 H318 MéBodog uttoAoyiopou

Skin Sens. 1 H317 Mé&Bodog uttoAoyiouou

Repr. 1B H360D MéBodog uttoAoyiopou

Lact. H362 MéBodog uttoAoyiouou

STOT RE 2 H373 Mé&Bodog uttoAoyiouou

O1 mTAnpogopieg ae autd 1o AeAtio Aedopévwyv Acpaleiag (SDS) avTatrokpivoTval OTIG YVWOEIG
MOg Katd 1o Xpovo NG €kdoaaor|g Toug. O1 TTAnpogopieg TTpoopifovTtal pévo oav kabBodiynan yia
owaTo XEIPIOHO, XpPron, amobhAkeuon, JeTapopd, d1aBeon kai EKAuon Kal Ogv BewpouvTal wg
€yyunaon A Tpodiaypa® An TOIOTTAG YIa OTTo10vONTTOTE TUTTO. O1 TTANPOYOPIEG aPopoUv PHévo TO
€I0IKO UAIKG TTOU ava@épeTal oTny apxr) Tou AgAtiou Aedopévwv ACQaAEiag Kal evOEXONEVWG Va
MNV 10XUEl O€ TTEPITITWAN TTOU TO UAIKG auTd Tou AgAtiou Aedopévwy xpnaoiyotroinBei o
ouvouaao o Pe AAAO UAIKA 1 o€ GAAEG BIOBIKATIEG ATTO QUTH TTOU ava@EPETAl GTO AEATIO
Aedopévwyv. O1 xpRoTeg Tou UAIKOU va AauBdvouv uttdyn Toug TIG TTANPOPOPIES Kal CUCTAOEIG O€
oxéon JE TN Xpnon tmou emBOupoU, ae oxéon Pe Tn diadikaoia Kal atroBrikeuon,
oupTtrepIAapBavopévng Kai TNg KATAAANASTNTAG Tou UAIKOU Tou AgATiou Acdopévwv Ac@algiog aTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTEPITITWOT.

GR/EL
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