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

1.1 AvayvwpIoTIKOG KWSIKOG TTPoidvTog
2Aua KaTaTeBEY . Mirtazapine 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 TTpouNnBeuTH TOU SeATiou dedopévwy aopalsgiag

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)

TogikéTNTA YIa TNV avaTTapaywyn, H361fd: "Y1roTtrTo yia TTpékAnon BAGRNG oTn

Katnyopia 2 yovigotnta. "YTToTITo yia TpokAnon BAGBNng oto
£uBpuo.

Eidikn To€ikéTnTa 0T Spyava oTOXOoUG - H373: MTtropei va TpokaAéoel BAAReg oTa 6pyava

emavalauBavoépuevn ékBeon, Karnyopia 2 UoTEPQ ATTO TTAPATETAPEVN 1) ETTAVEIANUPEVN
£€kBeon.

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

10 UdaTIvo TrepIBaAlov, Karnyopia 3 ME HOKPOXPOVIEG ETTITITWOEIG.

2.2 ZTolx€ia emofuavong

Emonfuavon (KANONIZMOZ (EK) ap10. 1272/2008)
Eikovoypdupata Kivouvou

MposidotroinTikr) AéEn . [poooxn
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AnAwaoeig emKivOuvoTNTAG

AnAWOEIG TIPOQUAGEEWY

H361fd "YtrotrTo yia mpékAnan BA&BNG otn yoviudTtnTa.
“YTroTrTO VIa TTPOKANCN BAGBNG oTo éuPpuo.

H373 MTropei va rpokaAéoel BAGREG oTa dpyava UaTEPA aTTO
TTapaTeTapévn A eTavelAnuuévn €kBean.

H412 EmPBAaBEg yia Toug udpoRioug opyaviououg, Je
MOKPOXPOVIEG ETTITITWOEIG.

MpoAnyn:

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

P273 Na atrogelyetal N eAeuBépwan oTo TTEPIBAAAOVY.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/ TIPOCTATEUTIKA
evoupaTa/ y€oa aTOUIKAG TTPOCTACIAG Yia Ta YATIo/ TTPOCWTTO.

Eméupaon:

P308 + P313 XE MEPINTQXZH ékBeong 1 mOavoTnTag
€kBeong: ZupPBouleuBeite/ ETioke@OeiTe yiaTpo.
ATrofnkeuon:

P405 ®uhdooeTal KAEIBWEVO.

Emikivduva cuoTaTIKA TTOU TTRETTEI VA avVAYPA@OVTAl OTNV ETIKETA:

Mirtazapine
2.3 AAAol kivduvol

Etragpn TnG oKOvNG P Ta PATIA UTTOPET va TTPOKOAETEI UNXAVIKO £pEBICUO.
Etragn pe TN oKOvn UTTopEi va TTPOKAAETEl NXaVIKO epeBIod i ENPOTNTA TOU BEPUATOG.
Mrtropei va oxnuatiogl EKPNKTIKO Wiyua okovng-aépa katé Tn didpKeia TnG emeepyaaciag, Tou

XEIPIOHOU 1) UTTO GAANEG CUVONKEG.

TMHMA 3: 20vBson/TTAnpo@opisg yia To GUCTATIKA

3.2 Meiypata
ZUoTaTIKA
XnUIKr ovouaaoia CAS-Api6. Ta&ivéunon 2UYKEVTPWON
EK-Api6. (% wiw)
Ap1Bu6g katahdyou
Ap1Bu6S
Karaxwpnong
Mirtazapine 85650-52-8 Acute Tox. 4; H302 >=10-<20
288-060-6 Repr. 2; H361fd
STOT RE 2; H373
Aquatic Chronic 2;
H411

MNa ee€iynon Twv ocuvtopoypa@iwyv BAETTE evéTnTa 16.
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TMHMA 4: Métpa TTpWwTWYV Bondsiwyv

4.1 Meprypa@n TwWV HETPWYV TTPWTWYV Bondsiwv

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

MpooTtacia Twv TpoowTiwy ;. Ocol Tpoaépouv TIG MNpwTeg BorBeieg Ba péTrel va
TTOU TTAPEXOUV TTPWTEG TIPOCEEOUV TNV QUTOTTPOCTACIA KAl VA XPNOIUOTTOIoUV TOV
BonBeieg OUVIOTWHEVO ATOMIKO TTPOCTATEUTIKO EEOTTAICUO OTAV UTTAPXE!

n mBavotnTa ékBeang (BA. Turua 8).

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 ETTOQAG ETA  :  Av PTTElI OTA PATIA, EETTAUVETE KOAG pE vePOD.

pdaTia ETmioke@Beite yiatpd o€ TEPITITWON TTOU OEV UTTOXWPEI O
epebIopbG.

2¢ TTEPITITWON KATATTOONG : Ze mepimrtwon kKatdmoong: MHN TTpoKaAETETE EUETO.

2UMBouUAeuTEiTE YVIOTPO.
MMAUveTE TO OTOUA OXOAQOTIKG pE vEPOD.

4.2 INUAVTIKOTEPA CUMTITWHATA KAl ETMISPACEIG, AUETEG ) HETAYEVEOTEPES
Kivduvol : YmoTrTo yia TTpdkAnon BAAGBNG oTn yoviudtnTta. "YTTOTITO VId

TTPOKANON BAGBNG oTO €UPpPUO.
Mrtropei va TTpokaAéael BAAReg oTa dpyava UoTEPA ATTO

TTapaTeTapévn A eTTaveiAnuuévn €kBeon.

ETragn ye TN okovn UTTopEi va TTPOKAAETEl UNXAVIKO epeBIoUO
N ¢EnedTnTa TOU SEPUATOG.

Etraen TG okévng PE Ta PATIA ITTOPET VA TTPOKAAETEI
MNXavikod £peBIGUO.

4.3 'Evdei§n orolaodATTOTE ATTAITOUMEVNG AUECNG IATPIKAG PPOVTIdAG Kal £18IKAG BepaTreiag
MeTaxeipion : AVTIUETWTTIOTE TA CUPTITWHOTA KAI OTNPIETE TOV A0BEVA,.
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TMHMA 5: MéTpa yia THV KATATTOAEMNON TNG TTUPKAYIAG

5.1 MNupooBeoTiKG HETa

KataAAnAa TTupooBeaTika
péoa

AkaTdAANAa TTUPOCBETTIKA
péoa

Exvépwpa 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

IS1aiTepol Kivduvol Kata Tnv
KaTatmmoAéunon tng
TTUPKAYIAG

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€ kauoIua TTPOIGVTA PTTOPEi va ival KivOuvog yia
TNV uyeia.

O¢eidia Tou avBpakog
O¢eidlo Tou TTUpITIOU

5.3 ZuoTdoeig yia TOUG TTUPOOPRECTEG

Ei8i1k6¢g TTpooTaTEUTIKOG
€COTTAIOUOG IO TOUG
TTUPOORBEDTEG

Eidikég pébodol rupdoBeong

2 TTEPITITWON TTUPKAYIAG £XETE AUTOOUVANN AVOTTVEUCTIKI)
OUOKEUN. XpNOIYJOTTOINOTE TTIPOCWTTIKY EvOUpaaia
TTpooTaCiag.

XpnoiyotroinoTe p€oa TTUPOCRECNG TTOU gival KATAAANAA yia
TIG OUVOAKEG Kal TO TTEPIBAAAOV.

Ma ™ wRén Twv KAEIOTWY doXEiwv XPNOIKUOTTOIEIOTE WEKATUA
vepou.

A@aipéoTe Ta aképaia doxeia atrd TNV TTEPIOYT TTUPKAYIAG, EQV
auTO €ival aO0PAAEG VO TO TTPAEETE.

EkkevwoTe TNV TTEPIOXN.

TMHMA 6: MéTpa yia TNV AVTIMETWITION TUXAiag EKAuong

6.1 NMpoowTriKEG TIPOPUAGEEIG, TTPOOTATEUTIKOG £EOTTAICUOG Kail B10BIKACIEG EKTAKTNG AVAYKNG

MpoowTTIKEG TTPOPUAAEEIS

6.2 Mep1BaAAovTiKéG TTPOPUAGEEIG

MepiBaAAovTikEG
TTPOQUAAEEIQ

XpnOoIYOoTTOINCTE TTPOCWTTIKA EvOUpaCia TTpooTaciag.
AkoAouBnoTe TIGC CUUBOUAEG YIa AOQAAR XEIPIOPO KAl TIG
OUOTAOEIG VIO OTOUIKO TTPOCTOTEUTIKO £EOTTAICHO.

H atroBoAn ato epIBAANOV TTPETTEI VO ATTOPEUYETAL.
EutrodioTe Tn TrepeTaipw Slappor| Kal dIaoKOPTTIGHO, av auTo
gival duvard dixwg Kivduvo.

To poAuopévo vepd TTAUCEWG CUAAEyeTal Kal IaTiBeTal.
EidoTtroIEioTE TIG TOTTIKEG UTTNPETIES, AV UTTAPXEI ONUAVTIKOG
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OIAOKOPTTIONOG KAl OEV UTTOPET VA TTEPIOPIOTEI.

6.3 M&00do1 Kal UAIKA yia Traploplcuo Kol KaBapiouo

MéBodoil kaBapiouoU : ATTOppo@noTE TO UNXAVIKA Kal GUAAEETE TO € KATAAANAO
TTEPIEKTN TTPOG OIGBEDN.
Na atmmogetyetal n diactropd TG okdvng aTov agpa (1T.X va
KaBapifovTal Ol OKOVIGPEVEG ETTIQAVEIEG PE TTETTIECUEVO AEPQ).
Agv EMTPETTETAI N CUCCWPEUAN OKOVNG O€ ETIQPAVEIES, YIATI
auTd PTTOPEl va 0dNynRoEl O EKPNKTIKO PEIYUa av n okovn
atreAeuBepwOEi aTOV 0€Pa O€E ETTAPKI) CUOKEVTPWON.
O1 ToTTIKOI 1} €BVIKOI KAVOVIGUOI EVOEXETAI VO EPAPHOCTOUV O€
TTEPITITWON ATTEAEUBEPWONG Kal ATTOPPIYNG TOU UAIKOU auTou,
KaBW¢ Kal 60wV UAIKWYV Kal TEPaxiwv xpnalgotroinénkayv Katé
TOV KaBapIou6 TwV aTTeEAEUBEPWUEVWV OUCIWYV. Oa TTPETTEI va
TTPOCBIOPICETE TTOI0I KAVOVIOUOI Eival EQAPUOCTEOL.
2116 evoTNTEG 13 KA1 15 TOU TTAPOVTOG PUAAOU aOPaAEiag
0edOoUEVWIV TTAPEXOUV TTANPOPOPIEG OXETIKA WE TIG ATTAITACEIG
OPICUEVWV TOTTIKWV A EBVIKWYV KAVOVIGHUWV.

6.4 MapatrouT il o€ AAAA TUAMATA
BAéte TuRuara: 7, 8, 11, 12 kan 13.

TMHMA 7: Xei1p1iop6g kai atrofikeuon

7.1 NMpo@uAdseig yia ac@ali X£IpI0'|JO
Texvika péTpa . O oTaTmikdg NAEKTPIOPOG UTTOPEl va CUCCWPEUCE Kal va
ava@A&Eel TNV alwpolpevn okOvn TTPOKOAWVTAG £KPNEN.
Na Trapéxovtal eTTapKeig TTPOQPUAGEEIG, OTTWG NAEKTPIKA
yeiwon kal cwpdtwaon, i adpavig atuécealpa.

TomKAOG/MevIKOG e€aepIoPOG @ XPNOIPOTTOIEITE HOVO PE KATAAANAO £€0EPICUO.
YTodeitelg yia ac@alf : Mn avaTtrvéete Tnv okovn.
XEIPIOPO Mn kartaTriveTe.

ATTOQEUYETE TNV ETTAQPN PE TA UATIAL.

ATTOQEUYETE TNV POKPAG SIOPKEIAG ] ETTAVEIANUPEVN ETTAQPN PE
10 O€pUQ.

O XeIpIOPOG TTPETTEN VA YivETAI OUP@WVA PE TIG BEATIOTEG
TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG KAl ac@dAeiag, ye Baon 1a
QTTOTEAEOUATA TNG EKTIMNONG €KBEONG GTOV XWPO EPYOTIag
Na ghaxioToTrolgital )} SnuIoupyia Kol CUCCWPEUOT OKOVNG.
AlatnpeioTe 10 doxeio KAEIOTO av eV XPNCIUOTTOIEITAI.
DUAGETE TO paKpIG aTrd TINYEG BEpPavang Kal ava@Aegng.
NGBeTE TTPOCTATEUTIKA PETPA EVAVTI NAEKTPOOTATIKWV
EKKEVWOEWV.

dpovTioTe va aTTOTPEWETE TIG DIOPPOES, TO ATTORANTA KAl va
eAaxIOTOTTOINCETE TNV aTTeEAEUBEPWOTN OTO TTEPIBAAAOV.

MéTpa uyieivig . Edv umrdpyel mBavoTtnTa £€KBE0NG G€ XNUIKEG OUGiEG KATA TN
dIdpKEIa TNG TUTTIKAG XPHONG, POVTIOTE yia TNV TTapouaia
OUOTNUATWY EKTTAUCNG OQPBAAUWYV KAl VTOUG YIa TNV ao@AaAsia
TOU TTPOCWTTIKOU, KOVTA OTOV XWpPo epyaaiag. OTtav 1o
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
KA€1dwEvo. ATToBnKeUETal CUPQWVA UE TIG IDIAITEPES EBVIKEG

ATTQITACEIG VIO XWPOUG
atroBnikeuong kal doxeia

YTT00€igEIg yIa KOIVA

atoBbnkeuon

7.3 EI31KR} TEAIKA XpAon N XpPNoEig
Eidiki xprion 1 Xpnoeig

VOMIKEG DIATAEEIG.

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

Agv utTGpxouV aTOoIXEID

TMHMA 8: 'EAgyx0¢ TnG éKBeong/aTONIKA TTpooTACIA

8.1 MNapdpeTpol eAéyxou

Opia erayyeAJaTIKAG €KBEONG

2UOTaTIKA CAS-ApiB. Eidog Tipng Mapduetpor eAéyxou Baon
(Eidog Tng
eKBETEWC)

Apulo 9005-25-8 TWA 10 mg/m?3 GR OEL
(e10TTVEUCIUOG)
TWA 5 mg/m3 GR OEL
(avaTTveuaiuog)

Mirtazapine 85650-52-8 | TWA 25 pg/m? Eowrtepikn
Opio kabBapigpou | 250 ug/100 cm? Eowrtepikn

8.2 'EAeyxol €kBeong

TeEXVIKA TTPOOCTATEUTIKA HETPO
NG&Bate pérpa Kahou e€aepIiapoU, 18iwg 0 KAEIOTOUG XWPOUG.
EAaYIOTOTTOIAOTE GUYKEVTPWOEIG EKBEGNG OTO XWPO EPYATiag.
Eg@apuooTe péTpa yia atropuyn £Kkpnéewv atré okovn.
Na diao@aAileTal 611 OAa Ta CUCTAPATA XEIPIOPOU ThG OKAVNG (OTTWG aywyoi e€agpiopou,
OUAAEKTEG OKOVNG, TTEPIEKTEG, KAl ECOTTAIONOG £TTECEPYATiag) eival oxXedlaopéva KaTd TETOIO TPOTTO
WOoTE va euTTodICETAI N BlAPUYN TNG OKOVNG OTO XWPOo epyaciag (dnAadr, va unv utrdpxel diappor)

aTT0 TOV €COTTAIOUO).

ATOMIKOG TTPOOTATEUTIKOG £EOTTAICOG
MNpooTacia Twv PaTIwV

MNpooTacia Twv XepPIV

YAIKO

Mapatnpnoeig

DopdaTte Tov akOAOUBO TTPOCWTTIKO €EOTTAICUO:

MpooTaTeuTiKa YuaAid SITTARG TTpooTaCiag
O e€ommAiopdg rpétrel va TTAnpoi 1o TrpéTutrto EAOT EN 166

[avTia avOekTIKA O€ XNUIKEG OUTiEg

To €idog yavTiwv TTPOCTACIAG OTTO XNUIKA TIPETTEI va
EMAEYETAI CUPQWVA PE TN CUYKEVTPWAN KAl TTOGOTNTA
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lMNpooTacia Tou dEpUATOG Kal

TOU OWHATOG

MpooTtacia Twv
AVATTVEUCTIKWY 00WV

®iATpo TUTTOU

ETTIKIVOUVWYVY UAIKWV KaI JE TO CUYKEKPIPEVO XWPO £PYOTiag.
Aev €xel kaBopioTei xpdvog diaTpnong yia auTtd To TTPoidv. Ta
yavTia va aAAafovTal guxva! ZuvioTaTal, n aveeKTIKOTNTA TWV
TTPOAVAPEPOUEVWY TTPOOTATEUTIKWYV YAVTIWV ATTO TA XNMIKA,
yia €10IKES XpNoE€Ig, va SIEUKPIVICeTal JETA aTTO oulATNON ME
TOV KATAOKEUAOTH yavTiwv. MNMAEVETE Ta XEpIa TTPIV TA
OloAgippaTa Kal Katd 1o TEAOG TNG Epyaciag.

EAEETE TO KATAAANAO TTPOCTATEUTIKO POUXICHO CUUPWVA E
Ta 6£dopéva XNMUIKNAG avToxng Kal TNV agloAdéynon Tng
mOavoTNTAG TOTTIKAG €KOEONG.

Mo va ammoTpéyeTe TNV €TTAQr PE TO OEPUA, XPNOIUOTIOINOTE
adIaTréPaaTo TTPOCTATEUTIKO POUXICHO (YAvTia, TTOdIEG,
MTTOTEG, K.T.A.).

Edav dev uttdpyel d1IaBECIUOG ETTAPKNG EAEPIOUOG PE TOTTIKA
atraywyn A n ekTiynon ékBeang uTTodEIkvUEl EKBETEIC EKTOG
TWV CUVICTWHEVWY KATEUBUVTAPIWY 00NYIWVY,
XPNOIUOTTOINOTE AVATIVEUCTIKA TTPOCTATIA.

O e€ommAiou6s TrpéTrel va TTAnpoi 1o TTpéTutto EAOT EN 143
Tut0G cWATIBIWY (P)

TMHMA 9: ®uoikég Kal XNUIKEG 1IB10TNTEG

9.1 Zroixeia yia TIG BACIKEG QUOIKEG KAl XNMIKEG 1810TNTEG

Oyn
Xpwua
Oopn

Oplio oopung

pH

2nueio TAZewg/onpeio TTAgEWS

ApXIKO onueio {Eong Kal
mepioxn ¢éong

Znueio avapAegng
Tayutnta e§aTpiong
AVaQAEgIUOTNTA (OTEPEOD,
aéplo)

AvwTtepo 6plo €kpnéng /
AvwTepo Oplo avapAegng

Katwtepo 6pio €kpnéng /
Katwtepo 6pio avapAeéng

Mieon aTpuwv

2YETIKA TTUKVOTNG ATHWV

oKovN

Agv uttdpxouv oToIXEia

Agv uttdp)ouv oToIXEia

Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia

Aev uttépxouv aTolxeia

Agv uttdp)ouv oToIXEia

Mn epapudoiuo

Agv uttdp)ouv oToIXEia

Mrtropei va oxnuatioel EKPNKTIKO Piypa okOvNG-aépa KaTd Tn
OIdpKEIa TNG ETTEEEPYATIAG, TOU XEIPIOHOU f UTTO GAAEG

OUVONKEG.

Aev uttépxouv aTolxeia

Aev uttdpxouv oToIxEia

Aev uttdpxouv oToIXEia

Aev uttépxouv aTolxeia

7117



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

-5 ORGANON

Mirtazapine Solid Formulation

‘Ekdoan Huepounvia

2.3

AvaBewpnong:
23.03.2020

Ap1Buo6g AgAtiou Huepounvia Tng TeAeutaiag ékdoong:
Aedopévwv 13.09.2019

Aoc@dAsiag: Huepounvia Tpwtng ékdoong: 18.05.2018
2807666-00006

2XETIKN TTUKVOTNTA

MukvéTnTa

AloAutéTnTa (OIGAUTOTNTEG)
YdarodiaAuTtdTnTa

2UVTEAEOTAG KATAVOUNAG: N-

okTavoAn/vepd

O¢puokpacia autoavapAegng

O¢puokpaacia amoouvBeong

1€wdeg
[1€EWwdeg, duvauIko

1€WOEG, KIVNTIKO
EKpNKTIKES 1816TNTEG

OLeIdWTIKES 1810TNTEG

9.2 ANA\eg TTAnpo@opieg

Ava@AegiuétnTa (uypd)
Mopiaké Bdpog

MéyeBog cwuaTidiwv

Aev uttépxouv aToixeia
Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia
Aev uttépxouv oToIxeia
Agv uttdpxouv oToIXEIa

Agv uttdpxouv oToIXEia

Aev uttépxouv aToIxeia
Aev uttépxouv oToIxeia
Mn €KpNKTIKO

H ouaia ) To peiypa dev Tagivopeital wg o&eIdwTIKO.

Aev uttépxouv aTolxeia
Aev uttépxouv aTolxeia

Agv uttdp)ouv oToIXEia

TMHMA 10: Z1a@gpdTNTA KOl AVTIOPACTIKOTNTA

10.1 AvTISpaOCTIKOTNTO
Mn Ta&ivounuévo wg Kivduvog avTidpaoTIKOTNTAG.

10.2 XnuikA oTalepoTNTA
2100epd KATW aTTO KAVOVIKEG OUVONKEG.

10.3 MBavéTnTa EMIKiIVOUVWYV aVTIOPAOEWY

Emikivbuveg avtidpdoeig

10.4 ZuvBnKeg TTPOG ATTOPUYRV

2UVOAKEG TTPOG ATTOPUYRYV

10.5 Mn ocuppard uAIkd

YAIKG TTPOG OTTOQUYA

Mrtropei va oxnuatiogl EKPNKTIKG piypa okOvNnG-aépa KaTd Tn
OIdpKEIa TNG TTECEPYATIAg, TOU XEIPIOUOU 1) UTTO AAAEG
OuVvOnKeg.

Mrtropei va avTidpdaoel Je I0XUPOUG 0EEIBWTIKOUG TTAPAYOVTEG.

OepudTnTa, PASYES Kal OTTIBEG.
ATTOQEUYETE TOV OXNMATIOUO OKOVNG.

OteidwTikG péoa
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10.6 Emikivduva mrpoidvTa amrooivleong
Aev gival yvwaoTd eTTIKivOuva TTpoidvTa dIACTTaonG.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1 NAnpo@opicg yia TIG TOEIKOAOYIKEG ETTITITWOEIG
MAnpo@opicg yia moavég . Eiomrvon
0doUg ékBeang Etraen pe 10 8éppa
Kardatroon
Etraen panwv
O¢cia TogIKOTNTA
Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOPOPIEG.
O¢eia TogIKOTNTO ATTO TOU . EkTipnon oeiag ToikéTNTAG: > 2.000 Mmg/kg
OTOUATOG MéBodog: MéBodog uttoAoyiouou

ZUCTOTIKA:

Mirtazapine:

Oteia To¢IkOTNTO ATTO TOU . LD50 (Apoupaiog): 320 - 490 mg/kg
OTOUATOG

AidBpwon kal epeBIOCHOG TOU BéPUATOG

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.

ZoBapn BAGBN/epeBIOCNOG TWV pHATIWV

Aev Tagivopeital pe Baon Tig S10BE0INES TTANPOPOPIEG.

AvaTtrveuoTIKR guaioOnToTroinon f euaioOnTOTTOINCT TOU SEPUATOG

EvaioBnToTmroinon Tou dépparog

Aev Tagivopeital pe Baon Tig S1aBECIPES TTANPOYPOPIEG.
EvaioBnToTmroinon Tng avamvong

Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYPOPIEG.
MeTaAAaglyéveon YEVVNTIKWYV KUTTAPWV

Aev Tagivopeital pe Baon Tig S10BECIPES TTANPOYPOPIEG.

ZUCTOTIKA:

Mirtazapine:

ovidloTogIKGTNTA in Vitro . Eidog Aokipng: Baktnplakn dokipyaoia avdotpopng
peTaAAaEng (AMES)
ATToTéAEGUA: APVNTIKO

Eidog Aokiung: Aokipr in vitro yovidiakAg peTGAAagNg
KUTTGpou BnAacTikou

2UoTnua SoKIPNAG: KUTTapa TIveUpova KIVECIKOU XAUOTEP
ATTOTEAEGUQ: ApPVNTIKO
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Eidog Aokiung: un TpoypapuaTiopévn dokiyaoia ouvBeong
DNA

2U0Tnua SOKIPAG: KUTTapa BNAACTIKWY

ATTOTéEAEGUA: APVNTIKO

Eidog Aokiunig: dokipaoia aviaAAayng adeAQWV XpWHATIBIWV
2U0Tnua SOKIPAG: KUTTapa BNAACTIKWY
ATTOTéEAEGUA: APVNTIKO

ovidioToIkOTNTA in Vivo . Eidog Aokipig: AoKIun HIKPOTTUPHVWY
Eidog: Apoupaiog
TUTmog KUTTAPOU: MUEAGG TWV 00TWV
Tpémog E@appoyrig: ATrd oTépaTog
ATroTéAeCuQ: apvnTIKO

Kapkivoyéveon
Aev Tagivopeital pe Baon Tig SlaBECIPES TTANPOYPOPIEG.

Mirtazapine:

Eidog : TMovriki

Tpotog E@apuoynig . AT oTépaTOg

Xpoévog €kBeang . 18 uAvag(eg)

LOAEL : 200 mg / kg Bapog cwparog
ATtToTéAEC O . auQiBoio

Opyava Z1éxo0I . ZUKWTI

Eidog . Apoupaiog

Tpdmog E@appoyrig . A6 otéuarog

Xpovog ékBeong : 2Em

LOAEL . 20 mg/ kg Bapog cwpuartog
AtroTéAeopua : ap@iBoAo

Opyava Z16x0I © ZUKwTI, Oupoeldng

TogIk6TNTA YIA TNV AvATTAPAYWYIK)
“Y1rotTo yia TTpokAnon BAGBRNG oTn yovigotnTa. "YTTOTITo Yia TTPOKAnon BAGBNG oto éuppuo.
ZUCTATIKA:

Mirtazapine:

EmmTwoeig otn yovipétnta ¢ Eidog Aokiung: MNovipdtnta/ mpogppuikn avamtuén
Eidog: Apoupaiog
Tpotog Epapuoyng: Ao oTépaTOg
lovipétnra: LOAEL: 15 mg / kg Bépog ocwpatog
Suutrrwyara: Emidpaon otov opuovikd KUkAo, Algnon Twv
TTPOWPWY ATTOPPOPITEWV.
AtrotéAecpa: Ta TreipdpoTa o {wa dev KATEDEIZOV Kapia
€MidPaCN OTN YOVINOTNTA., AVIXVEUTNKAV EUPPUOTOEIKEG
eMOPACEIS Kal QVETTIOUNNTEG EVEPYEIEG OTOV ATTOYOVO.
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Emdpdoeig otnv avatTugn . Eidog Aokipng: Avartuén
TOU €uppUOU Eidog: Apoupaiog

Tpotrog E@appoyAg: AT oTOUATOG

To&ikétnTa yia Tnv Avamtuén: LOAEL: 100 mg / kg Bapog
CwHaTog

AtroTéAeapa: AvixvelTnkav eUBPUOTOEIKEG ETIOPACEIS KAl
QVeTTIBUNNTEG evEPYEIEG aTOV aTTdyovo., Kapia emridpacn oTtnv
TEPATOYEVEDN.

Eidog Aokipng: Avarmtuén

Eidog: Kouvéh

Tpdtog E@appoyng: ATrd oTépaTog

To¢ikétnTa yia Tnv AvarTuén: NOAEL: 40 mg / kg Bapog
OWHATOG

AtrotéAecpa: Kapia avemBuuntn evépyeia., Kapia emmidpaon
oTnV TEPATOYEVEDT.

To&IkéTNTA VIO TV ;. YTTApYouv PEPIKES EVOEILEIG YO OUTUEVEIC ETTIOPATEIG OTN

avatrapaywyn - A€loAdynon 0€CoUaAIKN AsiToupyia Kal yoviuoTnTa, e BAcn Tmeipduata o€
wa., YITapxouv PePIKES eVOEIEEIC yia OUTEVEIG ETTIOPATEIS
otnv avarmrTuén, ye Bdon eipdpata og fwa.

STOT-e@arras ékBeon

Aev Tagivopeital pe Baon Tig S10BE0IUEG TTANPOYOPIEG.

STOT-emravelAnupévn ékBeon

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

ZUCTATIKA:

Mirtazapine:

Obdoi €kBeong . Kardatoon

Opyava Z16xo0I . Neupikd ouoTnua

Aglo\éynon : Mrmopei va rpokaAéoel BAGREG oTa dpyava UoTeEpa ATTd

TTOPATETAPEVN 1 ETTAVEIANPUEVN €KBEDTN.

ToikéTnTa eTTaAvaAappavopevng d6ong

ZUCTATIKA:

Mirtazapine:

Eidog : Apoupaiog
LOAEL : 120 mg/kg
Tpotrog E@apuoyng . Ao otéupartog
Xpovog ékBeang . 13 EpRdop
Opyava Z1oxo0I : Neupiké oloTtnua
Eidog : ZKUAOg

LOAEL ;15 mg/kg
Tpotog Epapuoyng : Amo otéparog
Xpbvog €kBeang . 52 ERdou
Opyava Z1éxo0I . Neupikd ouoTnua
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JuuTITwpaTa . Tpéuouha
Eidog : ZKUAOG
LOAEL . 20 mg/kg
Tpotrog Epapuoynig . AT oTépaTOg
Xpoévog €kBeang . 13 EBSou
Opyava z1ox0I : Neupiké ouoTtnua, Opxig
2ZUPTITWPOTO . TpéuouAa
ToikéTnTa AvappéPnong
Aev Tagivopeital ue Baon Tig SI0BECIPES TTANPOYPOPIEG.
Eumreipia aré tnv avlpwirivn ék@gon oTnV ousia
ZUCTATIKA:
Mirtazapine:
Kardatroon . Zudmrmwpata: NwBpdTtnTa, duokolAidTNTa, =NPoCTolia,
E€aaBévian, ZaAn, ATToTrpocavatoAIouog
TMHMA 12: Oi1koAoyIKEG TTANpOQOpiEg
12.1 To§ikéTnTOA
ZUCTATIKA:
Mirtazapine:
To&ikéTnTa OTO WaApia . LC50 (Pimephales promelas (XovTpokEéQaAog KUTTpivog)):
6,92 mg/l
Xpovog ékBeong: 96 h
MéBodog: FDA 4.11
To&IkdTnTa OTIG BAPVIES Kal . EC50 (Daphnia magna (NepdwuAAog o péyag)): 19,5 mg/l
AAAa udpoBIa paAdakia Xpévog ékBeong: 48 h
To&ikdéTnTa OTA . EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 5,7
dukn/udpoBia eutd mg/l
Xpovog ékBeong: 72 h
MéBodog: OECD KarteuBuvTripia ypauun dokiung 201
NOEC (Pseudokirchneriella subcapitata (rpdoiva gukia)): 3,2
mg/|
Xpovog ékBeong: 72 h
MéBodog: OECD KarteuBuvTrpia ypauur dokiung 201
ToéikéTnTa O€ : EC50 (puoikoi pikpoopyavigpoi): > 1.000 mg/l
MIKpOOpYavIouoUG Xpévog ékBeong: 3 h

Eidog Aokiyng: Mapeutddion TnG avativorg
MéBodog: OECD KarteuBuvTrpia ypapur) dokiuig 209

NOEC (guoikoi pikpoopyaviguoi): < 100 mg/l
Xpoévog ékBeong: 3 h
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To&IkéTnTa OTO WaApla
(Xpoévia TogIKOTNTA)

To&ikéTnTa OTIG dAPVIES KAl
GAAa USPOBIa HaAGKIa
(Xpoévia TogIKOTNTA)

Eidog Aokiyng: Mapeutddion NG avartvorg
MéBodog: OECD KateuBuvTrpia ypapur) dokiuig 209

NOEC: 3,6 mg/|

Xpoévog ékBeong: 31 d

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

NOEC: 0,32 mg/I

Xpoévog ékBeong: 21 d

Eidog: Daphnia magna (NepOwuAAog o péyag)
MéBodog: OECD KarteuBuvtrpia ypauun dokipung 211

12.2 AvBekTIKOTNTA KaI IKAVOTNTA ATTOdoNnoNg

Agv utt@pxouv aToIxEia

12.3 AuvaroTnTa BIOOCUCOWPEUONG
ZUOTOTIKA:

Mirtazapine:
Bioouocwpeuon

SUVTEAEOTAG KATAVOUNAG: N-
okTavoAn/vepd

12.4 KivnTikéTnTa OTO £50¢pOG
ZUCTOTIKA:

Mirtazapine:
Alavoun peTagu Twv
TTEPIBAAAOVTIKWOV
OlauEPIoUATWY

Eidog: Oncorhynchus mykiss (Ipidiouca TéaTpopa)
Bioouykévipwong (BCF): 334
MéBodog: OECD KateuBuvTrpia ypapur dokiung 305

log Pow: 2,78

log Koc: 4,48

12.5 AtroteAéoparta Tng afioAdynong ABT kai aAaB

Aixwg¢ onuacia
12.6 AANAEG APVNTIKEG ETTITITWOEIG
Aev uttdpxouv aTolxeia

TMHMA 13: ZToixeia oXeTIKA pe TN S1d0gon

13.1 M£0odoi diayxeipiong amoBARTW
Mpoiov :

\'J

KataoTtpépetar AayBavovTag utr” éywn TIG 0dnyieg Twv TOTTIKWY
UTTNPETIWV.

ZUpgwva pe Tov Eupwtraikd KatdAoyo ATToBARTwY o Kwdikoi
Twv ATTOBAATWY ava@épovTal TN XPAON Kal Ox1 OTa TTPOIOVTA.
O1 kwoIkoi atroBANTWY TTPETTEI va KaBopiaBouv atré Tov
XProTn, 600 To duvaTO G€ OUVEVVONGCN WE TIG UTTNPETIES
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0140s0ong atmoBAATWV.
Mn kaBapliopéveg . Ta adeia doxeia TTPETTEI VO HETAPEPOVTAI OE EYKEKPINEVO
OUOKEUOTiEG (TTOKETA) MEPOG dlaxeipiong aTToBAATWY yia avakUKAwaoN i amrdéppiyn.

Av dev uttodeIkvUETal KATI SIAPOPETIKG: ATTOPPIYTE TO WG UN
XPNOIUOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

14.1 Api1Opu6g OHE

Aev eAéyxeTal wg eTIKivOuvo ayaBo
14.2 Oikeia ovopacia arrootoAig OHE

Aev eAéyxeTal WG ETTIKIVOUVO ayaBo
14.3 Ta€n/-€1g KivdUvou KATA Tn METAPOPA

Aev eAéyxeTal wg eTTIKivOuvo ayaBo
14.4 Opydda ocuokeuaoiag

Aev eAéyxeTal wg eTTIKivouvo ayaBo
14.5 NepiBaAAovTikoi Kiviuvol

Aev eAéyxeTal WG ETTIKIVOUVO ayaBo
14.6 E181kég TTPO@QUAGEEIG YIa TOV XPAOTN

Mn epapudoiuo

14.7 X0adnv peragopd cuupwva pe to Trapdptnua Il Tng ouupaong MARPOL kai Tou KWaIka
IBC

Mapatnproeig . Aev Io0XUEl yia TO TTPOIGV OTTWG dlaTiBeTAl.

TMHMA 15: ZToiXcia VOLUOOETIKOU XOPAKTHP

15.1 Kavoviopuoi/lvopuoBsoia oXeTIKA PE TRV AC@AAEIA, TV UYEia Kal TO TTEPIBAAAOV yia ThV
oucia i To peiypa

REACH - lMeplopiopol otnv TTapaywyn, 1n diaecn otnv. . Mn e@apudoiuo

ayopa Kal TN XPnon OPICHEVWYV ETTIKIVOUVWY OUGIWY,

TTAPACKEUAOUATWY Kal avTIKeIpevwy (Mapaptnua XVII)

REACH - KatdAoyog utroyni@iwv 1Tpog adeioddtnon . Mn epapudoipo
OUCIWV TTOU TTPOKAaAoUV TTOAU peydAn avnouyia ( ApBpo

59).

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

Kavoviouég (EK) apiB. 1005/2009 yia Tig ougieg TTou . Mn e@apudaiuo
KATAaoTPEQPOUV TN aTIRAGda Tou 6LOVTOG

KANONIZMOZ (EE) 2019/1021 yia TOUG €UOVOUG . Mn e@apudaiuo
opyavikoUg puTToug (avadiaTuTTwaon)

Kavoviouég (EK) apif. 649/2012 tou EupwTraikou . Mn e@apudoipo

KolvoBouAiou Kal Tou ZUPPBOUAIOU OXETIKA E TIG

€€AYWYEG Kal E1I00YWYEG ETTIKIVOUVWV XNUIKWV

TTPOIOVTWYV

Seveso lll: Odnyia 2012/18/EE tou EupwTraikoU KoivoouAiou kal Tou ZuuBouAiou yia Tnv
QVTILETWTTION TWV KIVOUVWYV JEYAAWY ATUXNHATWY OXETICOUEVWV LE ETTIKIVOUVEG OUTIES .
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Mn epapudoipo
AMAAegg odnyieg:

Na An@Bei uttdywn n Odnyia 92/85/EOK yia Tnv TTpocTagia TnG unTpoTNTAS 1} 01 AUGTNPOTEPOI
€Bvikoi kavoviouoi, 61Tou auToi IoXUouv.

Na An@Bei uttéwn n Odnyia 94/33/EK yia Tnv TTpooTaCia Twv VEWV KaTd TNV Epyacia i ol
auoTnPEOTEPOI £BVIKOI KavOVIOOIi, OTTOU auToi I0XUOUV.

Ta CUCTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI OTOUG TTAPAKATW KATAAOYOUG:

AICS ;. Ogv éxel TTpoadioploBei
DSL . Oev éxel TTpoodioplobei
IECSC . Oev €xel TTpoodIoplobei

15.2 A§ioAdynon XnNMIKAG ac@dAgiag
Aev éxel TTpayparoTroinBei agloAdynon XnuIkAg ac@dAciag.

TMHMA 16: AAAeg TTAnpO@oOpicg

AMAeG TTANpOYOpPiEG . ZToIxEia OTToU £X0UV Yivel aAAay€EG oTnyv TTpoNyoUuEvn €Kdoon
€TTIONUaivovTal GTO CWHA auToU ToU eyyYPAPou e OUO KABETEG
YPAUES.

MAARpeg keipevo Twv Ppdoswv H

H302 . EmBAaBéc og mepiTTTwon kardmoong.

H361fd : “YmoTrTo yia TTpdkAnon BAGBNG oTn yoviudTnTa. "YTTOTITO YId
TPOKANoN BAGBNG oTo EuPpuo.

H373 . Mrmopei va pokaAéael BAARES oTa 6pyava UaTEPA ATTO
TTapateTapévn A emaveiAnuuévn €kBeon Adyw KaTaTToong.

H411 . To&ikd yia Toug udpodRIoug opyaviououg, HE HAKPOXPOVIEG
ETTITITWOEIG.

MAApeg Keipevo GAAWV CuVTOpOYPAPIWV

Acute Tox. : O¢&cia TogIkéTNTA

Aquatic Chronic : MakpotpoBecpuoo (xpovio) Kivouvog yia To udaTIVO
TepIBalAov

Repr. . TogikdéTnTa yIa TNV avatrapaywyn

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

GR OEL . Opiakn Tiun ‘EkBeong

GR OEL/TWA : Opiakn Tipn 'EkBeong

ADN - Eupwtraik Zupowvia yia tn O1eBv peTa@opd €TMKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTrdiky cup@wvia yia TIG d1eBveiG OBIKEG WETOQOPEG
EMKiVOUVWY  euTTOpeUNaTWY; AICS - AuoTtpaAiavle €upethipio XnWIKwy ouciwv; ASTM -
Apepikavikh etaipeia doKIywY  UAIKwv; bw - Xwpatikd Pdpog; CLP - Kavovioudg Ttrepi
Ta&ivounong, Emonuavong kai Xuokeuaoiog, Kavovioudg (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petahAagioyévog ouaia 1) ouaia ToéIkn yia Tnv avatmmapaywyn; DIN - Mpdétutro Tou
leppavikoU IvoTmitoutou Tutrotroinong; DSL - KatdAoyog oikiakwyv ouciwv (Kavaddg); ECHA -
Eupwraikdg Opyaviopdg Xnuikwv Mpoidvtwy; EC-Number - ApiBudg Eupwiraikng Koivétnrag;
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ECx - Zuykévipwon Tmou oxeTifetal pe avtatmokpion x%; ELx - MNocootd empBdapuvong Trou
oxetieTal pe avratokpion x%; EmS - Xpovodidypaupa €ktaktng avaykng; ENCS - Ymdpyouoeg
Kal véeg XNUIKES ouaieg (latmwvia); ErCx - Zuykévipwan TTou OXETICETAI e aAvVTATIOKPION pubuoU
au¢nong x%; GHS - lMaykoopio evappoviopévo oloTtnua; GLP - OpBr epyacTnpiakh TTPAKTIKA;
IARC - Aigbvng Opyaviouog Epeuviov Kapkivou; IATA - AieBviig ‘Evwon Agpopetagopwy; IBC -
AlgBvrg KWwoIKag yia TNV KATOOKEUR Kal ToV €E0TTAICUS TWV TTAOIWY TTOU PETAPEPOUV ETTIKIVOUVA
XNMIK& x0dnv; IC50 - Miofl péyioTn avaoTaATikr ouykévipwaon; ICAO - AieBviic Opyaviouog
MoAmkAg AegpoTtropiag; IECSC - Eupetpio utrapXouowv XNUIKWvY oucdiwv oTtnv Kiva; IMDG -
AigBviAg NauTihiakog Kwdikag Emikivouvwy Eidwyv; IMO - Aiebvrig NauTtiAlakég Opyavioudg; ISHL
- Nopog Ttrepi BiounxavikAg ac@daAeiag kai uvyeiag (lamwvia); 1ISO - AigBvrigc Opyaviouog
Tumrotmmoinong; KECI - Eupetpio utrapxouowyv Xnuikwv ouciwv TG Kopéag; LC50 - ©avaaoiun
ouykévipwaon oto 50% mAnBuopou dokiuig; LD50 - @avdaoiyn 66on oto 50% TtAnBucuou
OokIUAG (Méon Bavdaoiun d6on); MARPOL - Aigbvrig Sidokewn yia Tnv TTPOANwn tng putravong
amd TAoia; n.o.s. - Aev opiCetal diagopeTikd; NO(A)EC - Zuykévipwon oOTnv omoio dgv
TaparnpoUvtal (duopueveig) emodpdoelg; NO(A)EL - Emimmedo 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 Toikr ouaia; PICCS -
Eupetrpio xnuIkwv ouciwv Twv PIAmTivwy; (Q)SAR - (IMoooTikn) axéon doung-dpacTnpIdTnTag;
REACH - Kavovioupég (EK) Ap. 1907/2006 tou EupwTraikou KoivoBouAiou kai Tou Zupfouliou
OXeTIKA pe Tnv Kataxwpion, afioAdynon, adeioddTnon Kal Tov TTEPIOPICPO TwV  XNUIKWV
mpoiovTwy; RID - Kavoviopoi yia TG OleBveic OIONPOOPOUIKEG HETAPOPEG  ETTIKIVOUVWV
eutmopeupdaTwy; SADT - Ogpuokpacia auTtoemiTaxuvouevng atmoolvBeong; SDS - Aeghtio
Aedopévwv Aogalcgiag; SVHC - oucia tmou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetipio
XNMIKWV ouaiwv TnG TaiBdv; TRGS - Texvikd TpoTuTio Yia Tig £miKivouveg ouaieg; TSCA - Nopog
epi eAéyxou ToCIKWV ouciwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva ‘EBvn; vPVvB - Akpwg
avOeKTIKA Kal AKpwG Blooucowpeloiyn ouaia

MepaiTépw TTANPOPOpPiEg

Mnyég Twv CNUAVTIKWY . Eowrtepikd TEXVIKA dedopéva, dedouéva atrd Ta AAA TTPWTWV
0edouEVWY TTOU UAwv, atroteAéopata avalitnong Tng diIkTuakng TTuAng OOZA
XPNOIUOTToINONKAV yIia TN eChem kai Tov EupwTrdikd Opyavioud Xnuikwy MNpoiéviwy,
ouvtagn Tou AgAtiou http://echa.europa.eu/

Aedopévwv Ac@aAeiag

Ta§ivounon Tou Piyyarog: Aladikacia Tagivopunong:

Repr. 2 H361fd MéBodog uttoAoyiopou

STOT RE 2 H373 MéBodog uttoAoyiopou

Aquatic Chronic 3 H412 Mé&Bodog uttoAoyiouou

O1 TAnpogopieg ae autd 1o AeAtio Acdopévwv Acopaleiag (SDS) avTatrokpivoTval OTIG YVWOEIG
Mog Katd 1o Xpoévo TnG €kdoaor|g Toug. O1 TTAnpogopicg TTpoopifovtal pévo oav kaBodrynon yia
owaTo XeEIpIoPd, Xprnon, amobhikeuon, peTapopd, d1dBeon kai EKAuon Kal dgv BewpouvTal wg
€yyunan f Tpodiaypa® ‘An TOIOTTAG YIa OTToI0vONTTOoTE TUTTO. O1 TTANPOYOPIES aPopoUv PHéVo TO
€I0IKO UAIKG TTOU ava@épeTal aTny apxr Tou AgAtiou Aedopévwv ACQaAEiag Kal evOEXONEVWG va
MNV 10XUEl O€ TTEPITITWAN TTOU TO UAIKG auTd Tou AgAtiou Aedouévwy xpnaoiyotroinBei o
ouvouaaouod Pe AAAO UAIKA 1} € GAAEG BIOBIKATIEG ATTO QUTH TTOU ava@EPETAl OTO AEATIO
Aedopévwy. O1 xpAoTeG Tou UAIKOU va AapBavouv utréyn Toug TIG TTANPOYOPIEG KAl CUCTACEIG O€
ox£an JE TN XPeRon Tmou €mBupou, og oxéan We T diadikagia Kal atrobrikeuan,
oupTtrepIAapBavopévng Kai TNg KATAAANASTNTAG Tou UAIKOU Tou AgATiou Acdouévwv Ac@algiog aTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTEPITITWOT.
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