AEATIO AEAOMENQN AZDAAEIAZ
oupewva pe Tov Kavoviouo (EK) apiBu. 1907/2006

Sugammadex Formulation

€3 MSD /) e

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
15 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 18.05.2018

2807583-00006

TMHMA 1: AvayvwpIoTIKOG KwSIKOG oUuTiag/HeiyHaTOG KAl ETAIPEIAG/ETIXEIPNONG

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvVTOg
2Aua karaTeBév : Sugammadex Formulation

1.2 Zuvageig TTpoodIopI{OHEVES XPAOEIG TNG OUCING i} TOU JEIYMOTOG KOl AVTEVOEIKVUOMEVEG

XpNnoeig
Xpnon tng Ouciag/Tou . PopuOKEUTIKA TTpOiIGVTa
Meiypartog

1.3 ZToixgia Tou TTpopnBeuTA TOU SeATiou dedopévwv ao@algiag

Etaipeia : MSD
Kilsheelan
Clonmel Tipperary, IE

TnAé@wvo : 353-51-601000
AielBuvan nAekTpovIKoU . EHSDATASTEWARD@msd.com

Taxudpoueiou Tou aréuou
utreUBuvou yia 1o SDS

1.4 Ap1Buég TNAs@wvou ereiyoucag avaykng
+1-908-423-6000

TMHMA 2: MNpood10pICHOG EMIKIVOUVOTNTAG

2.1 Ta§ivounon Tng ouciag | TOU MEiYUATOG
Tagivopnon (KANONIZMOZ (EK) ap16. 1272/2008)
Mn emmikivduvn ouacia 1 yeiyua.

2.2 Zroixeia emioApavong

Emionuavon (KANONIZMOZ (EK) ap18. 1272/2008)
Mn emmikivduvn ouadia | yeiyua.

2.3 AAAol kivduvol
Kapia yvwoTn.

TMHMA 3: Z0vBeon/TTAnpo@opieg yia T CUCTATIKG

3.2 Meiypara
ZUOTATIKG
XnMIKr ovouaacia CAS-Apib. Tagivounon 2UYKEVTPWON
EK-ApiB. (% wiw)
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AEATIO AEAOMENQN AZDAAEIAZ
oUp@wva pe Tov Kavoviouo (EK) apiBu. 1907/2006 Q MSD A"“”"‘

Sugammadex Formulation

‘Ekdoon Huepounvia
15 AvabBewpnong:
23.03.2020

Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
Aedopévwv 13.09.2019

Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 18.05.2018
2807583-00006

Ap1Buég kataldyou
Ap1Budg
KATaXwpnong

Qugaieg e 6pIo €KBeong OTO XWPO £PYOTiag :

Sugammadex

343306-79-6 >=10-<20

MNa eme€iynon Twv cuvtouoypa@iwy BAETTE evoTnTa 16.

TMHMA 4: Métpa TpwTwV Bondsiwyv

4.1 Meprypa®n TwV HETPWYV TTPWTWYV Bonbeiwv

MpooTacia Twv TPOCWTIWV
TTOU TTOPEXOUV TTPWITEG
Bonbeieg

2 € TTEPITITWON EICTIVONRG

2€ TTEPITITWON ETTAPAG HE TO

0épua

2€ TTEPITTITWON ETTAPAG ME TA
MAaTIO

2 € TTEPITITWAN KATATTOoNG

Agv gival ammapaitnTeg 1I01AITEPEG TIPOPUAAEEIS YIA TIG TTPWTES
BonBeicg.

2 € TTEPITITWON EICTIVORG PETAPEPETE TO BUPA GTO KABaPd
aépa.

YT1roBAnBeite o€ 10TpIKA €€£TACN av EPPavIcOoUV
CUMUTITWHOTAL.

MAéveTe TTPOANTITIKG e vEPS Kal GATTOUVI.
YT1roBAnBeite o€ 10TpIKA €€£TACN av EPPavIcOoUV
CUMUTITWUOTA.

ZETTAUVETE TA PATIA TTPOANTITIKA HUE VEPO.
ETmoke@Oeite yiaTpd G€ TTEPITITWON TTOU BEV UTTOXWPEI O
epeBIOPOG.

2 ¢ mepimrwaon karamroong: MHN TTpoKaAéoeTe EUETO.
YT1roBAnBeite o€ 10TPIKN €€£TAON Qv EUPavicOolV
CUMUTITWHOTA.

MAUveTE TO OTOUA OXOAACTIKG HE VEPOD.

4.2 INMAVTIKOTEPO CUMTITWHATA KAl EMIOPACEIG, AUECES | HETOYEVECTEPEG

Kauia yvwoTn.

4.3 'Evdeién omola oS ATTOTE ATTAITOUUEVNG AUEONG IATPIKAG PpovTidag Kal €18IKAG BepaTreiag

MeTaxeipion

AVTIUETWTTIOTE TO CUPTITWHATA KAl OTNPIETE TOV aoBevn.

TMHMA 5: Métpa yia TNV KOTATTOAEUNOTN TNG TTUPKAYIAG

5.1 NMupooBeoTIKA péoa

KaTtdAAnAa TTupoaBeaTikd
uéoa

AkatdAANAa TTUPOGRECTIKG

Exvépwpa vepou

AQpOG oTabepdG o€ aAKOOAN
Alo&eidio Tou avBpaka (CO2)
=npd xnMIKG péoa TTupodoBeong

Kapia yvwoTn.

2/13




AEATIO AEAOMENQN AZDAAEIAZ
oUp@wva pe Tov Kavoviouo (EK) apiBu. 1907/2006 Q MSD A"“”"‘

Sugammadex Formulation

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
15 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 18.05.2018

2807583-00006

uéoa

5.2 E181koi Kivduvol TTou TTPOKUTTTOUV aTTO ThV OUCid ) TO HEiYMa

I&iaiTepol Kivduvol katd Tnv : H €ékBeon o€ kauoipa TTpoidvTa PTTopEi va gival Kivouvog yia
KATATTOAEUNON TNG TNV UYEia.

TTUPKaYIAG

Emmikivéuva TTpoidvta : O&eidia Tou dvBpakog

KaUOEWG

5.3 ZuoTAOEIG VIO TOUG TTUPOOREDTEG

EI10IKOG TTpOCTATEUTIKOG . Katd tn katdoBeon TTupkayids @opdTte autoduvapun
€EOTTAIONGG yIa TOUG QVATTVEUOTIKI OUOKEUR, OTav gival atrapaitnTo.
TTUPOORECTEG XPNOIYOTTOINOTE TTPOCWTTIKI EVOUNATia TTPOCTATING.
Eidikég péBodol TTupdoPeong . XpnoIPOTTOINOTE HEOQ TTUPOCRECNG TTOU gival KATAANAQ yia

TIG OUVBNKEG Kal TO TTEPIBAAAOV.

MNa T Wnén Twv KAEIOTWY BOXEIWV XPNOIKOTTOIEIOTE WEKAT A
vepou.

A@aipéoTe Ta aképaia doxeia atrd TNV TTEPIOXT TTUPKAYIAS, AV
auToé ival a0PAAEG va TO TTPACETE.

EkkevwaoTe TNV TTEPIOXT.

TMHMA 6: MéTpa yia TNV AVTIJETWITION TUXAiag éKAuong

6.1 NMPooWTTIKEG TTPOPUAAGEEIG, TIPOCTATEUTIKOG £EO0TTAICHOG Kal S1adIKACiEg EKTAKTNG AVAYKNG

MpoowTTIKES TTPOPUAGEEIQ : AkoAouBnoTe TIGC GUPPBOUAEGS yia ao@aAf XEIPIOHUO Kal TIG
OUOTACEIG VIO ATOUIKO TTPOCTATEUTIKO EEOTTAICUO.

6.2 Mepi1BaAAovTIKEG Trpo<pu)\a§£|g

MepIBaAAOVTIKEG . H ammoBoAn ato mepIBAANoV TTPETTEI va ATTOQEUYETAL.
TTPOPUAGEEIG EptrodioTe Tn TrepeTaipw diappor| Kai SIaoKOPTTICHO, av auTo
gival duvarod dixwg Kivouvo.

EpmrodioTe Tnv e€dmAwonN o€ YeyaAn Trepioxn (1T.X. HEOW
TTEPIOPIOUOU ) PPAyuaTa eAaiou).

To poAuopévo vepd TTAUCEWG GUAAEYETAI Kai BIaTiOETAN.
EidoTToIgioTE TIG TOTTIKEG UTTNPETIES, AV UTTAPXEI ONUAVTIKOG
OI0OKOPTTIONOG Kal OEV UTTOPET va TTEPIOPIOTEI.

6.3 M&0odo1 Kail UAIKA yia Trsploplopo Kal KaBapiouod

MéBodol kaBapiouou I ZUYKEVTPWOTE PE OOPAVEG HEGO ATTOPPOPNONG.
MNa peydAeg KNAIGEG, TTAPATXETE AVTITTANUMUPIKG avaxwaTa i
AAAeG KaTAAANAEG OTEYAVEG CWIVEG VIO VO OTTOTPEWETE TV
e€ammAwan Tou UAIKoU. Edv gival duvarr n avtAnon Tou UAIKoU
TTOU TTPOEPXETAI ATTO TA AVTITTANUPUPIKG QVOXWHOTA,
aTTOONKEUOETE TO AVAKTNOEV UAIKO OTOV KATAAANAO TTEPIEKTN.
KaBapioTe Ta utToAEmmOpEVa UAIKA TG KNAIdag e Tov
KatdAAnAo TTpocpo@nTh.
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O1 ToTTIKOI A €BVIKOI KaVOVIoUOi EVOEXETAI VA EQAPPOCTOUV O€
TTEPITITWON ATTEAEUBEPWONG KAl aTTOPPIYNS TOU UAIKOU auTou,
KaBWg Kal 60wV UAIKWYV Kal TEPJaXiwV XpnoiuoTToIdnkav Katd
TOV KABAPIoPO TwV ATTEAEUBEPWHEVWY OUCIWYV. Oa TTPETTEN va
TIPOCOIOPICETE TTOIOI KAVOVIOUOI €ival EQAPUOCTEOL.

271G evoTnTeG 13 Kai 15 Tou TTapdvTog GUAAOU aoPaAciog
OedOPEVWV TTOPEXOUV TTANPOYPOPIEG OXETIKA WE TIG ATTAITATEIG
OPIOHUEVWYV TOTTIKWY I €BVIKWYV KAVOVICUWV.

6.4 MapatrouTri) o€ GAAA TUAMATA
BAétre TpAuara: 7, 8, 11, 12 kan 13.

TMHMA 7: Xeipiop6g Kai atrofikeuon

7.1 NMpo@uAdgeig yia ac@aAn xeipiouod

Texvikd pétpa Agite Mnyavikd pétpa oto TuApa EAEMNXOZ THX
EKOEZHZ/ATOMIKH MNMPOZTAZIA.

TomKOG/TevIKOG €€aEPICUOG  © XPNOIPOTTOIEITE HOVO PE KATAAANAO e€agpIouo.
YTTod¢€igeIg yia ao@aAn . O XeIpIoPOG TTPETTEN VA YiveTal CUPQWVA WE TIG BEATIOTES
XEIPIOUO TIPOKTIKEG BIOUNXAVIKAG UYIEIVAG Kal aog@AAEIag, e Baon Ta

ATTOTEAETATA TNG EKTINONG £€KOEGNG OTOV XWPO £pYaTiag
DpovTiaTe va aTTOTPEWETE TIG BIOPPOES, TA ATTORANTA KOl VO
eAAYIOTOTTOINOETE TNV ATTEAEUBEPWON GTO TTEPIBAAAOV.

Métpa uyieivig . Eav umtdpyxel mBavotnTa €KBEONG O€ XNMIKES OUaTieg KaTd Tn
O1dpKeIa TNG TUTTIKAG XPAONG, PPOVTIOTE yia TNV TTapouadia
OUOTNUATWY £KTTAUGNG 0POAANWY KAl VTOUG VIO TV Ao@AAEIa
TOU TTPOCWTTIKOU, KOVTA aTOV XWPO epyaciag. Otav 1o
XPNOIUOTTOIEITE PNV TPWTE, PNV TTiVETE, uNv KaTTvileTe. MAOveTE
Ta JOAUGEVA poUxa TTPIV TA EAVOPOPETETE.

7.2 ZuvOnKeg ao@aAoUg @UAAENG, CUMTTEPIAGUBAVONEVWY TUXOV ACUURBIRACTWY KATACTACEWY

ATTQITACEIS yIa XWPOUG . AmoBnkeletal o doyeEia TTOU ue CWATA CAUAvon.

atmoBbnkeuong Kal doxeia ATtroBnkeUETAI TUPPWVA JE TIG IBIAITEPES EOVIKEG VOUIKEG
diatééeis.

YTodeigeig yia koivr . Mnv amoBnkeUeTe Ye TOug akOAoUBOUG TUTTOUG TTPOIGVTWV:

atrobnkeuon loxupd oCeIdWTIKG péoa

7.3 E1dIkA TEAIKA XpRon R XpPNOoEIg
EidikA xprion 1 xpnoeig . Aev umt@pyouv aToixeia

TMHMA 8: ‘EAeyxog TnG £€KBeong/aTolIKA TTpocTACIa

8.1 Mapduerpol eAéyxou
Opia erayyeApaTIKAG €KOECNG

2UCTOTIKA CAS-Apb. Eidog Tiung Mapduetpol eAEyxou Bdon
(Eidog 1ng
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eKBETEWG)

Sugammadex 343306-79- | TWA 200 pg/ms EowTtepikn
6

8.2 'EAgyxol ékBeong

TeXVIKG TTPOOTATEUTIKA PETPO

Nd&BaTte péTpa KaAoU e€aepIooU, 1I8iWG 0€ KAEIOTOUG XWPOUG.
EAayI0TOTTOINOTE CUYKEVTPWOEIG €KBEGNG OTO XWPO EPYATIAgG.
ATOUIKOG TTPOOTATEUTIKOG £EOTTAIGHOG

MpooTacia Twv paTiwv ;. @opdre Tov akOAOUBO TTPOCWTTIKG EEOTTAIOUO:
MpooTateuTikd yuahid
O egommAiopog TTpéTTel va TAnpoi 1o mpoTutto EAOT EN 166
MpooTagia Twv XePIWV

Mapatnpnoeig . TAévete Ta XEpia TTPIV TA SIGAEIMUATA KOl KATA TO TEAOG TNG
epyaaciag.
MpooTtacia Tou dépuatog kal  :  Metd atrd emmagn TTAUVETE TIG ETTIQPAVEIEG TOU OEPUATOG TTOAU
TOU CWHATOG KaAQ.
MpooTacia Twv . Eav dev utrdpxel 01a6£01u0G £TTAPKNG €AEPIOUOS PE TOTTIKA
AVATTVEUCTIKWY 00WV ATTayWYyr 1 N €KTiuNon €kBeong UTTOBEIKVUEI EKBETEIG EKTOG

TWV OUVIOTWHPEVWY KATEUBUVTHPIWY 0dNyIwY,

XPNOIUOTTOINCTE AVATIVEUCTIKH TTPOCTACIa.

O egommAiopog TrpéTel va TAnpoi 1o mpotutto EAOT EN 143
®iAtpo TUTTOU . TOmog owpaTidiwv (P)

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zroixeia yia TiIG BACIKEG QUOIKES KAl XNHIKESG 1810TNTEG

Oun : YdaTikoé didAupa
Xpwua . axpwuo

Ooun . doouo

Oplo oopAg . Aev umr@pyouv aToixeia
pH . Aev umt@pyouv aToixeia

>nueio TAZswg/onueio TTAgEWG @ Agv UTTAPXOUV OTOIXEIQ

ApxIkd onpeio {éong Kai . Aev umt@pyouv aToixeia
eploxn ¢éong

>nueio avapAeéng . Aev uttdpxouv oToIxEia
TaxuTtnra e§arpiong . Aev uttdpxouv oToIxEia
Ava@AegiudtnTa (oTePED, : Mn gpapudoipo

aépIo)

AvwTepo 6pio €kpnéng / ;. Aev umt@pyouv aToixeia

AvwTePo 6pIo avaPAeENg

KatwTtepo 6pio €kpnéng / . Aev uttdpyouv oToIxEia
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AEATIO AEAOMENQN AZDAAEIAZ
oupewva pe Tov Kavoviouo (EK) apiBu. 1907/2006

Sugammadex Formulation

‘Ekdoon Huepounvia
15 AvabBewpnong:
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Ap1Bu6g AgATiou
Aedopévwv
Ao@dAciag:
2807583-00006

13.09.2019

€3 MSD /) e

Huepounvia Tng TeAeuTaiag ékdoong:

Huepounvia mpwTtng ékdoong: 18.05.2018

KaTtwTepo 6plo avAagAegng

Micon aTpwv

SYETIKA TTUKVOTNG OTHWV

MukvoTnTa

AlgAuTtoTnTa (S10AUTOTATEG)
YdarodioAutéTnTa

2UVTEAEOTAG KOTAVOUNG: N-

oKTavoAn/vepd

O¢puokpaacia autoavagAeéng

O¢puokpaacia atroolvBeong

1Ewdeg
[Ewdeg, duvapikd

IEwdEG, KIvNTIKO
Xpobvog porg
EKPNKTIKES 1810TNTES

OLeIdWTIKEG 1010TNTES

9.2 AAAeg TTAnpoQoOpiEg

AvagAe€iuotnta (uypd)
Mopiakd Bdapog

MéyeBog cwpaTidiwv

Agv utTdpyxouV oToIXEia
Agv utTdpyouv aTolxeia
1 g/lcm3

Agv utTdpyouv aTolxeia
Agv utTdpyouv aTolxeia
Agv utTGpyxouV aToIXEia

Agv utTdpyouv aToixeia

Agv utTGp)OoUV aTOIXEIO
Agv utTdpyouV aToIxXEia
Agv utTdpyxouv aToIxXEia

Mn ekpnKTIKO

H ouacia A 1o peiypa dev Tagivopeital wg oeIdWTIKO.

Agv utTdpyxouV aToIXEia
Agv utTdpyxouV aToIXEia

Agv utTdpyxouV aToIXEia

TMHMA 10: Z1a0epbTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTISpaoTIKOTNTA
Mn Ta&ivounuévo wg Kivduvog avTidpaoTIKOTNTAG.

10.2 XnuIKA oTaBepdTnTa
>1a0gp06 KATW OTTO KAVOVIKEG OUVONKEG.

10.3 MBavoTnTa £MIKIVOUVWYVY aVTISpACEWV
Mrtropei va avTidpaaoel P I0XUPOUG OEEIBWTIKOUG TTAPAYOVTEG.

Emmikivduveg avTidpaoeig

10.4 ZuvBRKeG TTPOG ATTOPUYRV

2UVBNKEG TTPOG aTTOPUYAV

10.5 Mn oupBard UAIKd

Kapia yvwoTn.
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YAIKG TTpOG aTTOpUYH o OCeldwTIKG péoa

10.6 Emikivduva 1TpoiévTa arroouvlsong
Agv gival yvwoTd emmikivduva trpoidvta didoTaong.

TMHMA 11: To§ikoAoyIkéG TTAnpo@opisg

11.1 NMAnpo@opitg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpogopieg yia TBaveg . EiomvoR
000U¢ €kBeong Etraen pe 10 dépua
Kardtroon

Emaer) patiwv
Oteia TogIkOTNTA
Aev Tagivopeital ye Baon TIG SI0BECIUES TTANPOPOPIEG.

ZUCTATIKG:

Sugammadex:

O¢cia ToCikoTNTa (GAAOI 000i  :  LD50 (Apoupaiog): > 2.000 mg/kg
Ayng) Tpotrog E@appuoyng: EvOo@A£Bia

LD50 (Movriki): > 2.000 mg/kg
Tpotrog E@appuoyng: EvOopA£Bia

AidBpwon kal epeBIOPOG TOU BEPHATOG

Aev Tagivopeital ye Baon Tig S1ABETIUES TTANPOPOPIEG.

ZoBapn BAABN/epeBICUOG TWV PaATIWY

Aev Tagivopeital ye Baon Tig S1ABECIUES TTANPOPOPIEG.

AvaTrveuoTIKN guaioOnrotroinon N evaicONToTTOINoN TOU BEPHATOG
EvaioOnrotroinon Tou dépuartog

Aev Tagivopeital pe Baon TiG SI0BECIUEG TTANPOPOPIEG.
EvaioBnrotroinon tng avarmvong

Aev Tagivopeital pe Baon TiG SI0BECIUEG TTANPOPOPIEG.

ZUOTOTIKG:

Sugammadex:

Eidog Aokiung . TomikA dokiyagia Aeppadévwy (LLNA)

Odoi ¢ékBeong . Aépua

Eidog : Movriki

AloAdynon . Aev TTpokaAei euaioBnToTTOINGN TOU BEPUATOG.
MéBodog :  OECD KareuBuvtnpia ypauur dokiung 429
ATtroTéAecua . apvnTIKO

MeTaAAagiyéveon yevvnTIKWV KUTTAPpWYV
Aev Tagivopeital pe Baon TIG SIOBETIUESG TTANPOPOPIEG.
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ZUCTATIKG:
Sugammadex:

MovidloTogIkdTNTA in Vitro

MovidlotogIkéTNTA in Vivo

MeTaAAaglyéveon yevvnTIKWV
KUTTGpwv- AgiIoAdynon

Kapkivoyéveon

Eidog Aokiprg: Baktnpiokn dokipacia avdotpopng
peTrdAAagng (AMES)

MéBodog: OECD KareuBuvtApia ypauur dokiung 471
ATroTéAeopa: apvnTIKO

Eidog Aokipng: TeoT TTapapoppwong XPWHATOOWHATWY in
vitro

2uoTnua SoKIUAG: avBpwTTiva AeupoBAacToEIdr) KUTTapa
ATTOTEAECGUA: apPVNTIKO

Eidog Aokiung: AoKIur PIKPOTTUPHVWV
Eidog: Apoupaiog
ATTOTEAECUA: apPVNTIKO

To BApog TWV ETTIOTNHUOVIKWY OTOIXEIWV dEV UTTOOTNPICEl TNV
TagIivounon wg PeTaAAagioyévo TTapayovTa YEVVNTIKOU
KUTTApPOU.

Aev Tagivopeital ye Baon Tig 1ABECIUES TTANPOPOPIEG.

To§IkéTNTA YIO TV AVATTApAYWYR
Aev Tagivopeital ye Baon Tig 1ABECIUES TTANPOPOPIEG.

ZUOTATIKG:

Sugammadex:
EmmTwoeig otn yoviyoTnTa

Emdpdoeig otnv avamrtugn
TOU €uPpUOU

Eidog: Apoupaiog

Tpoétrog E@appuoyng: EvOo@A£Ria éveon

MoviuétnTa: NOAEL Mating/Fertility: 500 mg / kg Bapog
OWuaTog

Mpwipn epBpuikn avartuén: NOAEL F1: 500 mg / kg Bdpog
OWUaTOG

Eidog Aokiung: EpBpuikh avamtugn

Eidog: Apoupaiog aAuTrivo

Tpotrog E@apuoyng: Evoo@A£Ria Eveon

To&ikotnTa yia Tnv Avarmtuén: NOAEL: 500 mg / kg Bapog
OWPaTOG

Eidog Aokiung: EpBpuikn avamtugn

Eidog: KouvéN

Tpotrog E@apuoyng: Evoo@A£Ria Evean

Teparoyéveon: NOAEL: 200 mg / kg Bapog owuatog
To&ikotnTa yia Tnv Avamtuén: NOAEL F1: 200 mg / kg Bapog
owpaTog

EpBpuikn TogikéTnTa.: NOAEL F1: 200 mg / kg Bdapog
owpaTog
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Eidog Aokiung: Avarrruén

Eidog: Apoupaiog

Tpotrog E@appuoyng: EvOopAERIa éveon

Aldpkela piag Beparreiag: 3 EROoU

To&ikoTnTa yia TNV Avdrtuén: LOAEL: 120 mg / kg Bdpog
OwuaTog

Opyava Z1éxo1: Advtia

STOT-e@daTtrag ékBeon

Agv Tagivopeital ye Baon TIG SI0BECIUESG TTANPOPOPIEG.
STOT-emaveiAnuuévn ékBeon

Agv Tagivopeital ye Bdon TIG SI0BECIUES TTANPOPOPIEG.

ToikéTnTa eTTAvaAaupBavopevng dé6ong

ZUCTATIKG:

Sugammadex:

Eidog . ZKUAOG
NOAEL . 250 mg/kg
Tpotog E@appuoyng . EvOopAiBia
Xpovog ékBeong . 4 EBdop
ApiBu6s ekbEcewv . dalily

Eidog . Apoupaiog
NOAEL . 500 mg/kg
Tpoétog E@appuoyrg . EvOopAéBia
Xpovog ékBeong . 4 EBdop
ApIBu6g ekBEaewv . dalily
TogikéTnTa avappoépnong

Aev Tagivopeital ye Baon Tig O1ABECIUES TTANPOPOPIEG.

TMHMA 12: OikoAoyikéG TTANpo@opieg

12.1 TogikéTNTO

ZUOTOTIKG:

Sugammadex:

ToikoTnTa OTA . NOEC (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 10
PUKn/udpoOBIa PuTa mg/l

Xpoévog €kBeong: 72 h
MéBodog: OECD KareuBuvtrpia ypappur dokiunig 201

EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): >
100 mgl/l

Xpoévog €kBeong: 72 h

MéBodog: OECD KareuBuvtrpia ypapur dokiuig 201
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To&ikéTnTa 0¢€
MIKPOOPYQVIOUOUG

To&ikétnTa oTa Wapia
(Xpovia ToéIkéTnTa)

To&IkOTNTa OTIG BAPVIES KAl
AAAa uBPORIa HaAdKIa
(Xpovia ToéIkéTnTa)

NOEC : 100 mg/|

Xpoévog ékBeong: 30 AeTTTo

Eidog Aokipng: Mapeptrddion TG avatTvong
MéBodog: OECD KareuBuvtipia ypauuf dokiung 209

EC50 : > 100 mg/l

Xpoévog ékBeong: 30 AeTTTod

Eidog Aokipng: Mapeptddion TG avatTvong
MéBodog: OECD KareuBuvtipia ypauun dokiung 209

NOEC: 100 mg/I

Xpévog €kBeong: 30d

Eidog: Danio rerio (ZeBpowapo)

MéBodog: OECD KareuBuvtipia ypauuf dokiung 210

NOEC: 100 mg/I

Xpévog é€kBeong: 21 d

Eidog: Daphnia magna (NepOWuAAog 0 péyag)
MéBodog: OECD KareuBuvtApia ypauur dokiung 211

12.2 AVOEKTIKOTNTA KAl IKAVOTNTA ATTod6uNnong

Agv uttGpxouv aToIxXEia

12.3 AuvaréTtnra BIOCUCOoWPEUCNS

ZUOTATIKG:

Sugammadex:
2UVTEAEOTAG KOTAVOMNG: N-
oKTavoAn/vepd

12.4 KivnTiIkOTNTA OTO £30POG
ZUCTOTIKG:

Sugammadex:

Alavoun peTagu Twv
TTEPIBAANOVTIKWV
OIaUEPICUATWYV

log Pow: < -6,4

log Koc: 3,4

12.5 AtroteAéopara Tng agioAdynong ABT ka1 aAaB

Aixwg onuaacia
12.6 AAAEG APVNTIKEG ETTITITWOEIG
Agv UTTAPYOUV OTOIXEIO

TMHMA 13: ZToixeia oxeTiKa pe Tn di1d0gon

13.1 Mé6odoi diaxeipiong amoARTWV
Mpoidv
UTTNPECIWV.

KataoTtpépetal AapavovTtag utr” oyn Tig 0dnyieg Twv TOTTIKWY

ZUpewva pe Tov Eupwtraiké Katdhoyo AtroBARTwY o Kwdikoi
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Twv ATTOBAATWYV avagEpovTal oTn XpAon Kal 6yl oTa TTpoiévTa.
O1 kwdikoi atroBAATWYV TTPETTEI Va KaBopioBouv atrd Tov
XPRoTn, 600 TO duvaTtd O CUVEVVONON UE TIG UTTNPETIES
d138eonG atmoBARTWV.

Mn kaBapiopéveg : Ta ddeia doxeia TTPETTEI VA UETAPEPOVTAI OE EYKEKPIUEVO

OUOKEUAOIES (TTOKETA) MEPOG dlaxeipiong aTToRANTWY yIa avakUKAwoN A amoéppiyn.
Av dev UTTOBEIKVUETAI KATI BIAPOPETIKO: ATTOPPIYPTE TO WG UN
XPNOIPOTTOINUEVO TTPOIOV.

TMHMA 14: NMAnpo@opisg OXETIKA JE TN HETAPOPA

14.1 Ap1Buég OHE

Agv eAéyxeTal wg eTIKivouvo ayaBo
14.2 Oikeia ovopacia amrootoAig OHE

Agv eAéyxeTal wg eTIKivOuvo ayaBo
14.3 Tagn/-€1g KiIvdUvou KaTd Tn HETAPOPA

Agv eAéyxeTal wg eTTIKivOuvo ayaBo
14.4 Opdada cuokKeuaoiag

Agv eAéyxeTal wg eTTIKivouvo ayabo
14.5 MepiBaAAovTiKoi Kiviuvol

Agev eAéyxeTal wg eTIKivouvo ayabo
14.6 E1d1kég rpo@uAdelg yia Tov XpRoTn

Mn g@apudoipo

14.7 X4dnv peTagopd cupewva e 1o rapdprnua ll Tng cuppaocng MARPOL Kail Tou KWwaIKa
IBC

Maparnpnoeig . Aev 10Ul yia TO TTPoIOdV OTTWG diaTiBeTal.

TMHMA 15: ZToixeia vOuOBETIKOU XapaKTAPpA

15.1 Kavoviouoi/lvopuoBeoia oXeTIKA e TNV ao@AALIA, TNV UyEia Kal To TTEPIBAAAOV yia TV
ougia 1 To peiyuya

REACH - Mepiopiouol oTnv TTapaywyn, 1n diabecn otnv. - :  Mn e@apuociyo

ayopa Kal TN XPNOT OPICHUEVWV ETTIKIVOUVWY OUCIWY,

TTAPOACKEUOOHATWY Kal avTiKelhevwy (Mapaptnua XVII)

REACH - KardAoyog uttoyhA@iwy TTpog adeioddotnon . Mn gpapudoipo
OUCIWV TTOU TTPOKAAOUV TTOAU peyaAn avnouyia ( ApBpo

59).

REACH - KatdAoyog ouCIwyV TTOU UTTOKEIVTAI O€ . Mn gpapudoiuo
ade10d6tnon (Mapdptnua XI1V)

Kavoviopog (EK) apiB. 1005/2009 yia Tig oucieg TTou : Mn gpapudoipo
KaTaoTpEéPouv Tn oTIBAda Tou 6LovVTog

KANONIZMOZ (EE) 2019/1021 yia Toug £upovoug : Mn ggpapudoipo
opyavikoug puTToug (avadiarumrwaon)

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

KoivoouAiou kai Tou ZUpBOUAiOU OXETIKA JE TIG
€EAYWYEG KOl EI0AYWYEG ETTIKIVOUVWV XNHIKWV
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TTPOIGVTWY

Seveso llI: Odnyia 2012/18/EE Tou EupwTrdikou KoivoBouAiou kai Tou Zupfouliou yia Thv

QVTIUETWTTION TWV KIVOUVWVY PEYGAWY aTuXNUATWY OXETICOUEVWV E ETTIKIVOUVEG OUTIES .
Mn e@apudoipo

To CUCTATIKA TOU TTPOIOVTOG AUTOU TTEPIEXOVTAI OTOUG TTOPOAKATW KATAAGYOUG:

AICS . Oev éxel TTpoadIopIoBEi
DSL . Ogev éxel TTpoadIopIoBEi
IECSC . Ogv éxel TTpoadiopIoBEi

15.2 AgIoAdynon XNUIKAG ao@AaAsIag
Agv €xel TTpaypaToTroindei agloAdynon XNUIKAG 0o@AAEING.

TMHMA 16: AAAeg TTAnpogopieg

AMN\eG TTANPOPOpPIES . ZToIXeia O1Tou €X0UV Yivel aAAaYEG OTNV TTPONyoUlEVH £KOOoN
ETTIONUAiVOVTAI OTO CWHPA auTOU TOU £yyPAPOU e dUO KABETEG
YPAUE.

MARpeg KEipevo AAAWYV cuvTOHOYPAPIWYV

ADN - EupwTtaikf Zup@wvia yia 1n O1e0vr] PETa@OPd ETIKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWV 00wv; ADR - EupwTtraikry cup@wvia yia TIG OIeBveiG OOIKEG UETAPOPES
EMKIVOUVWY  guTTOpeUdaTWY; AICS - AucTpoAiavd eUpeTApPIO  XNMIKWV ouciwy; ASTM -
Apepikavikr) eTaipeia dOKIHWV UANIKWvV; bw - Zwpatiké Bdapog; CLP - Kavoviouég trepi
Ta&ivounong, EmonRuavong kai Zuokeuaoiag, Kavoviouég (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petaAlagloyévog ouaia fi ouaia Togikn yia Tnv avatrapaywyr; DIN - MpdTutro Tou
leppavikoU IvoTitoutou Tutrotroinong; DSL - Kartdhoyog oikiakwy ouciwv (Kavaddag); ECHA -
EupwTtraikdg Opyaviopog Xnuikwyv Mpoidvtwy; EC-Number - ApiBuég EupwTraikig Koivotnrag;
ECx - Xuykévipwon Trou oxeti¢etar pe avramokpion x%; ELx - lMoocootd empBdpuvong 1rou
oxeTiCeTal ye avrattokpion x%; EmS - Xpovodidypappa éktaktng avaykng; ENCS - Ymapyxouoeg
Kal véeg XnUIkEG ouaieg (larwvia); ErCx - Zuykévipwon TTou OxeTiCeTal Je avTatTokpion pubuou
avénong x%; GHS - MNMaykoéopio evapuoviopévo auotnua; GLP - OpBr epyacTnpIakr TTPOKTIK;
IARC - AieBvrig Opyaviopog Epsuviov Kapkivou; IATA - AieBvAg ‘Evwon Agpouetagopwy; IBC -
Aigbvig KwdIKag yia TNV KATAOKEUR KAl ToV €EOTTAICHO TwV TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVO
XNMIKG xudnv; IC50 - Mion péyiotn avaoTaATikh ouykévipwon; ICAO - AigbvAg Opyaviouog
MoAimikng Aepotropiag; IECSC - Eupetipio umrapxouowv xnuikwv ouciwv oTtnv Kiva; IMDG -
Aigbvig NauTiAlokog Kwdikag Etikivouvwy Eidwyv; IMO - Aigbvrig NauTillakdg Opyaviopog; ISHL
- Nopog Trepi Bropnxavikng ac@dAciag kai uyeiag (lamwvia); 1SO - AigBviig Opyaviouog
Tumromroinong; KECI - Eupetiipio uttapxoucowv Xnuikwyv ouciwv Tng Kopéag; LC50 - Oavdoiun
ouykévipwaon oto 50% TAnBuopou dokiung; LD50 - Oavdoiun &6on oto 50% TAnBucopuou
Ookiung (péon Bavdoiun d6on); MARPOL - AigBviig didokewn yia Tnv TTpOANWn Tng putravong
amé TAoia; n.o.s. - Aev opiCetar dlagopeTikd; NO(A)EC - Zuykévipwon oTnv oToio dev
Tapatnpouvtal (ducpeveic) emdpdoeig; NO(A)EL - Emimedo oT1o omoio dev TmaparnpouvTal
(Sduopeveig) emdpdoeig; NOELR - Tlooootd empdpuvong oTo OTm0io dev  TTapartnpouvTal
emopaoelg; NZIoC - Eupethpio xnuikwv ouciwv Tng Néag ZnAavdiag; OECD - Opyaviouog
Oikovopikng Zuvepyaoiag kal Avamtuéng; OPPTS - Ymnpeoia Aogaleiag Xnuikwv Ouciwv Kal
MpoéAnwng Tng PuUmavong, PBT - AvBekTikr, PBlooucowpeuTik Kal Tolkr) oucia; PICCS -
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Eupetripio xnuIkwv ouciwv Twv PiAmrmmivwy; (Q)SAR - (MoooTikr) oxéan douAg-0paaTnPIOTNTAG;
REACH - Kavoviouég (EK) Ap. 1907/2006 Tou EupwrtraikoU KolvoBouAiou kal Tou ZupfouAiou
OXETIKA Me Tnv Kataxwplion, agloAdynon, adeioddTnon Kal ToV TTEPIOPIOUS TWV  XNMIKWV
mpoidviwy; RID - Kavoviouoi yia T1IG O1€Bveic O1ONPOOPOUIKEG METAPOPEG  ETTIKIVOUVWV
eutropeupdTwy; SADT - Ogpuokpacia autoetiTaxuvouevng atmoouvBeong, SDS - AeAtio
Aedopévwyv Aopaheiag; SVHC - ouoia tmou TTpokaAei TTOAU peydAn avnouyia; TCSI - Eupetripio
XNMIKWV ouciwv NG TdiBdav; TRGS - Texvikd TTpdTUTIO YIa TIG £TTIKiVOUveg ouaieg; TSCA - Néuog
Tepi eAéyxou TOGIKWV ouciwv (Hvwpéveg TMoAireieg); UN - Hvwpéva ‘EBvn; vPVvB - Akpwg
avOeKTIKN Kal AKpwG Blooucowpelaiun ouaia

Mepaitépw TTANPOPoOpieg

MnNy€g TWV CNPAVTIKWY . Eowrtepikd texvika dedopéva, dedopéva atrd Ta AAA TTpWTWV
oedopévwy TTou VAWV, attoTeAéapaTa avalntnong Tng OIKTuakng TTUANG OOZA
XPNOIUOTTOIRONKAV yia TN eChem kai Tov EupwTradiké Opyavioud Xnuikwv Mpoidvtwy,
ouvtagn Tou AeAtiou http://echa.europa.eu/

Aedopévwv Aopaleiag

O1 TAnpo@opieg og autd To AeAtio Acdouévwv Ao@alciag (SDS) avratrokpivoTval OTIG YVWOEIG
MOG KaTd TO XPOVo TG £kd00anG Toug. O1 TTAnpoopieg TTpoopidovtal yévo oav kabodrynon yia
OwaoTO XEIPIoHO, XPron, atmobAKeUaT), JETaPOoPA, dIABeon Kal EKAuCT Kal &V BewpouvTal WG
gyyunaon ) podiaypa@ An TToIOTTAG yia OTToIovOrTTOTE TUTTO. OI TTANPOPOpPIES apopouv PHOVo To
€10IKO UAIKO TToU ava@épeTal aTnv apxr Tou AeAtiou Aedopévwv Ac@aAEiag Kal evoeXxouévwes va
MNV 10xU0El o€ TTEPITITWON TTOU TO UAIKO auTd Tou AgATtiou Aedouévwy xpnaoipotroinBei o
OuVvOUAGo O PE GAAa UAIKA 1] o€ AAAEG Bladikaaieg aTTd auTr TTOU ava@EpPeTal aTo AEATIO
Aedopévwy. O1 xpAoTeg Tou UAIKOU va Aaudvouy uttdyn Toug TIG TTANPOQOpPIEG Kal CUOTACEIG O€
ox£0n Pe TN XpAon Trou €mmBupoU, og axéon ue Tn diadikagia Kal atTrobrkeuan,
oupTtrepIAauBavopévng Kal TNG KAaTaAANASTATAG Tou UAIKOU Tou AeAtiou Acdouévwv Aa@alAgiag oTo
TENIKO TTPOIOV TOU XPHOTN, KATA TTERITITWAN.

GR/EL

13/13



