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TMHMA 1: AvayvwpioTIKOG KwdIKOG ouoiag/ueiypaTtog Kal eTalpeiag/etrixeipnong

1.1 AvayvwpIOoTIKOG KW3SIKOG TTpOoidvTOog
2Aua kaTateBév . Sitagliptin / Metformin Extended Release Formulation

1.2 Zuva@eig TTpoodlopI{OUEVES XPOEIS THG OUCIAG I} TOU MEIYMATOG KOl AVTEVOEIKVUOUEVES
XPNoeig

Xpnon 1ng Ouaiag/Tou . OApPAKEUTIKA TTPOIOVTO

Meiyuartog

1.3 Zroixeia Tou TTpopnNBeuTA TOu SeATiou dedopévwv ao@aAgiag

Etaipeia . MSD
Kilsheelan
Clonmel Tipperary, IE

TnAépwvo :  353-51-601000
AiguBuvon nAekTpovikou : EHSDATASTEWARD@msd.com

TaxudpouEiou Tou aTéuoU
utreUBuvou yia To SDS

1.4 Api1Bu6g ThAE@wVoU eTTEiyoucag avaykng
+1-908-423-6000

TMHMA 2: NMpood10pIoHOG EMIKIVOUVOTNTAG

2.1 Ta§ivounon TnG ouciag N Tou YEiyHaTog

Tagivopnon (KANONIZMOZ (EK) api6. 1272/2008)

O¢eia TogikoTnNTa, Katnyopia 4 H302: EmBAaBEG o€ TePITITWON KATATTOONG.
2.2 Z1oIXEia eTIOAMAVONG

Emonuavon (KANONIZMOZ (EK) api6. 1272/2008)
Eikovoypdppata Kivéuvou

MposidoTroinTiKA AéEn . Tpoooxn
AnAwaoeig emkivouvotntag . H302  EmPAaBég oe TepimrTwon katdmoong.
AnADOEIC TTPOPUAGEEWY ;. MNpoAnyn:

P264 TIAUveTe TO OEPUA OXOAAOTIKA UETA TO XEIPIOUO.
P270 Mnv Tpwre, TiveTe A KATTVICETE, OTAV XPNOIUOTIOIEITE
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€3 MSD [} v

Huepounvia Tng TeAeuTaiag ékdoong:
13.09.2019
Huepounvia Tpwtng ékdoong: 18.05.2018

auTé TO TTPOIOV.

Eméupaon:

P301 + P312 + P330 ZE MEPINTQXH KATANOZHX:
KaAéote To KENTPO AHAHTHPIAZEQN/ yiatpd, av
a108avBeiTe adlabeoia. =ZeTTAUVETE TO OTOMA.

Emikivduva ocuoTaTIKA TTOU TTPETTEI VA AVAYPA@POVTAI OTNV £TIKETA!

Metformin
2.3 AAAol Kivduvol

ETTagn Tng okévng PE Ta PATIA UTTOPET VA TTPOKAAECEI UNXAVIKO £pEBIOUO.
Emaen pe TN okdvn YTTopEi va TTPOKAAECEl unxaviko epebiopo A EnpdTnTa Tou dEPUATOG.
Mrtropei va oxnuaTioel EKPNKTIKO Wiypa OKOVNG-a€pa KaTA Tn SIGPKEIQ TNG ETTECEPYaTiag, Tou

XEIPIOHOU 1 UTTO AAAEG OUVONKEG.

TMHMA 3: 20vBgon/TrTAnpo@opisg yia To CUCTATIKA

3.2 Meiypara

ZUOoTaTIKG

XnMIKR ovouaaoia CAS-Apib. Tagivounon 2UYKEVTPWON
EK-ApiB. (% wiw)
ApiBu6c kataAdyou
ApIBu6g
KATaxwpnong

Metformin 1115-70-4 Acute Tox. 4; H302 >=50-<70
214-230-6

Sitagliptin Phosphate 654671-77-9 Eye Irrit. 2; H319 >=1-<10

MNa ee€nynon Twv cuvtopyoypa@iwy PAETTE evoTnTa 16.

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1 MNepiypa@n TWV HETPWV TTPWTWV Bondeiwv
evikég uTTOOEICEIG

2 TTEPITITWON aTUXNMATOG 1] av Ogv aIoBAveaBe KA,
€1doTTOIEIOTE TOV YIATPO.

Av d1apKoUV Ta GUUTITWHATA i UTTAPXEI KATTOIO au@IBoAia,
oupPBouAeuBEiTe éva yiaTpo.

lMpooTacia Twv TTPOCWTTWYV
TTOU TTAPEXOUV TTPWTEG
BonBeieg

n moavoTnTa ékBeong (BA. TuAua 8).

>€ TTEPITITWON EICTIVONRG
aépa.

YmoBAnBeite o€ 1aTpIKN €€£TOON av EU@avicOouv

Oool mpoa@épouv TiG MpwTeg Bonbeieg Ba rpéTTel va
TPOCEEOUV TNV AUTOTTPOOTAGCIA KAl VA XPNGCIKOTTIoIoUV ToV
OUVIOTWHMEVO ATOUIKO TTPOCTATEUTIKO £EOTTAICHG OTAV UTTAPXEI

>€ TTEPITITWOT EICTIVONG YETAPEPETE TO BUPA OTO KABAPO
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CUPTITWHOTA.

>¢ repitrTwon ema@ng e o @ TAOveTE Pe vePO Kal oaTTOUVI.

Oépua YT1roBAnBeite o€ 1aTPIKY £€€TACN AV ePpavicBolv
CUUTITWMOTA.

>€ TEPITTTWON ETTAPAG ETA AV PTTEI OTA PATIO, EETTAUVETE KAAG PE VEPO.

MaTIO ETmoke@Beite yIaTpO O€ TTEPITTITWON TTOU OEV UTTOXWPEI O
epeBIoOC.

2 € TTEPITITWON KATATTOoNG . Ze mrepimtwaon katdmoong MH TTpOKaAEITE EPETO, EKTOG KAl Qv

auTO Yivel ue EVIOAN TOU 10TPIKOU TTPOCWTTIKOU.
2upBouleuteite yiaTpod.

[MAUveTE TO OTOUA OXOAACTIKG UE VEPO.

Na unv xopnyeitai TiTrota atrd 10 oTOHA € ATOUO TTOU EXEI
XAOo¢€l TIG AlIoBACEIG TOU.

4.2 INMAVTIKOTEPO CUMTITWHATA Kal EMISPATEIG, AMETEG | METAYEVEOTEPEG
Kivduvol . EmBAaBég oe mepimTwon katdmoong.

ETTa@n pe Tn oKOvn PTTopEi va TIPOKAAETEl NXaVIKO £pEBIONO
N EnpdéTNTa TOU HEPUATOG.

ETagn Tng okévng PE Ta PATIA UTTOPED VA TTPOKAAECEI
MNXavikd €peBICUO.

4.3 'Evdeign omolaoSATTOTE aTraITOUNEVNG AUECNG IATPIKAG PPOVTIdag Kal g181KAG BepaTreiag
MeTayeipion © AVTIUETWTTIOTE TA CUPTITWHOTA KO OTNPIETE TOV A0OEVH.

TMHMA 5: MéTtpa yia TV KAaTammroAéunon TG TTUpKayidg

5.1 NMupooBeoTIKA péoa
KaTtdAAnAa trupooBeaTikd . Ekvépwpa vepou
uéoa Appdc 0TaBepOS O AAKOOAN
Aloggidio Tou dvBpaka (CO2)
=npd xnuIKG péoa TTUpOoREong

AkaTAAANAG TTUPOCRETTIKA . Kapia yvwoTn.
uéoa

5.2 E18ikoi Kivduvol TTou TTpoKUTITOUV a1Té TNV oudid 1| TO hEiypa

ISiaiTepor kivduvol katd Tnv . Na atmmogeuyeTail n dnuioupyia okdvNG; N WIA KOV PTTOPEI
KATATTOAEUNON TNG va dIa0TTapBei OToV AEPa O€ APKETA PEYAAEG OCUYKEVTPWOEIG,
TTUPKOYIAG Kal av UTTdpyel Trapouadia Tnyrng avag@AeEng, utrdpxel Kivouvog
€KpNgNng.
H €kBeon o€ kauoiua TTPoIdVTA PTTOPED va gival Kivduvog yia
TNV uyeia.
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Emikivbuva trpoidvTa
KQUOEWS

Oteidia Tou dvBpakog
MeTaAAIKd ogeidia
Oteidia alwTtou (NOx)
Octeidlo Tou TTUpITIOU

5.3 ZuoTdoEIg Yo TOUG TTUPOCRECTEG

E181kO¢ TTpooTATEUTIKOG
€€OTTAIONGG YIa TOUG
TTUPOOREDTEG

Eidikég péBodol TTupdofeong

2€ TTEPITITWON TTUPKAYIAG £XETE AUTOOUVAN AVATIVEUCTIK)
ouoKeur). XpnoIWOTTOINOTE TTPOCWTTIKA evOUNaaia
TTpooTaciag.

XpnaoigotroinoTe péoa Tupodofeong TTou gival KatdAAnAa yia
TIG OUVONKEG Kal To TTEPIBAAAOV.

MNa ™ Wnén Twv KAEIOTWV SOXEIWV XPNOIKOTTIOIEIOTE WEKATHUA
vepou.

A@aipéaTe Ta aképala doxeia atrd TNV TTEPIOYT] TTUPKAYIAG, £QV
auTo gival a0PAAEG va TO TTPAEETE.

EkKevwoTe TNV TTEPIOXA.

TMHMA 6: MéTpa yia TV avTIJETWITION TUXaiag éKAuong

6.1 MPooWTTIKEG TIPOPUAAEEIG, TTPOCTATEUTIKOG EEOTTAICHOG Kl S1a81KATIEG EKTAKTNG AVAYKNG

MpoowTTIKEG TTPOPUAAEEIS

6.2 NMepiIBaAAovTIKEG TTPOPUAGEEIS

MepiBaANOVTIKEG :
TTPOPUAAEEIG

XpNOIYOTTOINOTE TTPOCWTTIKA EvOUuaaia TTpooTaciag.
AKoAoOUBNOTE TIGC CUUPBOUAEG YIa AoPAAA XEIPIOUO KAl TIG
OUOTAOEIG VIO OTOMIKO TTPOCTATEUTIKO EEOTTAICHO.

H atrooAn ato epIBAANOV TTPETTEI VO ATTOPEUYETAL.
EutrodioTe Tn TrEpETAipW diappor Kail dIACKOPTTICUO, av auTd
givar duvard dixwg Kivouvo.

To poAuapévo vepod TTAUCEWG TUAAEYETaI Kai SlaTiBeTal.
EidoTroIgioTE TIG TOTTIKEG UTTNPETIEG, AV UTTAPXEI ONUAVTIKOG
OIAOKOPTTIONOG KAl OEV PTTOPET VA TTEPIOPIOTEI.

6.3 M£Bodo1 kal UAIKG yia TTEPIOPICHO Kal KaBapiouo

MéBodol kaBapiouou

ATTOPPOQPROTE TO PNXAVIKA Kal CUAAEETE TO O KATAAANAO
TTEPIEKTN TTPOG dIABEDN.

Na atrogeUyeTal n diaoTmopd TG OKOVNG oTov aépa (T1.X va
KaBapifovTal oI GKOVICHEVEG ETTIQAVEIEG LE TIETTIECUEVO aéPQ).
Agev eMTPETTETAI N CUCCWPEUCT OKOVNG O€ ETTIPAVEIES, YIATI
QuTO PTTOPEI Va 0dNYNROEl O EKPNKTIKO UEIYUa av n okévn
atreAeuBepwBei oTOV A€pPa O€ ETTAPKNA CUOKEVTPWON.

O1 ToTTIKOI 1} €BVIKOI KAVOVIOOI EVOEXETAI VA £EQAPUOCTOUV €
TTEPITITWON ATTEAEUBEPWONG KAl ATTOPPIYNG TOU UAIKOU auToU,
KaBwg Kal 60wV UAIKWYV Kal TEPaxiwv xpnoipgotroinénkayv Katd
TOV KaBapIoud Twv atreAeUBEpWUEVWV OUTIWY. Oa TTPETTEN va
TTPOCDIOPICETE TTOI0I KAVOVIOUOI €ival EQAPUOCTEOL.

211G evOTNTEG 13 KA 15 TOU TTAPOVTOG PUAAOU aCPaAEiag
OeOOUEVWV TTAPEXOUV TTANPOPOPIEC OXETIKA HE TIC ATTAITACEIG
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6.4 NapatrouTA o€ GAAG TUAHOTA
BAétre TuAuara: 7, 8, 11, 12 kai 13.

OPICHEVWV TOTTIKWV 1] €BVIKWV KOVOVIOUWV.

TMHMA 7: Xeipiopo6g Kal atrofRKeuon

7.1 Npo@uAdgeig yia aoc@aAn XeIpIoUO

Texvika péTpa :

TomKOg/TevikOG £€aEPIOUOG
YTodeigeIg yia ao@ain
XEIPIOUO

MéTpa uyieivig

O oTaTIKOG NAEKTPIOPOG PTTOPEI VA CUCOWPEUOE! KAl VO
ava@A&gel TNV alwpoUpevn okOvn TTPOKAAWVTAG €KPNEN.

Na TTapéxovtal ETTAPKEIG TTPOPUAAEEIG, OTTWG NAEKTPIKN
y€iwon Kal cwPAaTwaon, 1 adpavig atuécalpa.
XPNOIUOTTOIEITE HOVO PE KATAAANAO £€agpIOUO.

Mn avaTtrvéeTe TNV oKovn.

Mn KaTATTIVETE.

ATTOQEUYETE TNV ETTAQPN UE TA PATIAL.

ATTOQEUYETE TNV JOKPAG SIOPKEIAG ) ETTAVEIANUPEVN ETTAQN ME
10 O€pua.

O XeIpIoPOG TTPETTEN VA YiveETal CUPQWVA PE TIG BEATIOTEG
TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG KOl ao@dAgiag, pe Baon 1a
ATTOTEAEOUATA TNG EKTIMNONG £KBECNG OTOV XWPO EPYyaTiag
Na ghaxioToTroigital rj dnuioupyia Kal CUCOWPEUCN OKAVNG.
AlatnpeioTe T0 doXEIO KAEIOTO av BEV XPNOIYOTTOIEITAL.
DUAAETE TO pakPIG aTTO TINYEG BEpUavVONG Kal ava@AEEnG.
NGBETE TTPOCTATEUTIKA PETPA £VAVTI NAEKTPOCTATIKWV
EKKEVWOEWV.

®dpovTioTe va aTToTPEYETE TIG IAPPOES, Ta ATTORANTA KOl va
€ANAXIOTOTIOINCETE TNV ATTEAEUBEPWAN OTO TTEPIBAAAOV.

Edav utrdpyxel miBavoTnTa €KBECNG O€E XNMIKES OUTIEG KATA TN
SIdpKEIa TNG TUTTIKAG XPONG, POVTIOTE yia TNV TTapouaia
OUOTANATWY EKTTAUGNG 0QOAANWY Kal VTOUG YIa TRV Ao@AAEIa
TOU TTPOCWTTIKOU, KOVT& GTOV XWwpo epyaciag. OTtav 1o
XPNOIUOTIOIEITE PNV TPWTE, YNV TTIVETE, unv KaTrvideTte. MAUveTE
TA JOAUGHEVA poUxa TTPIV TA AVOPOPETETE.

H atroteAeopaTikh A&IToupyia PIag eyKaTaoTaong TTPETTEN va
TEPIAAUPBAVEI TNV ETTIBEWPNCN TWV UNXAVIKWY PETPWV
eAéyxou, TOV OwaTO XEIPIOTUO TOU £EOTTAICHOU OTOMIKAG
TTPOOoTACiaAg, TIG KATAAANAEG BIAdIKOTIEG apaipeang pouxIouou
Kal atTToAUpavong, EAeyX0 TNG EPYACIOKNAG UYIEIVAG, IATPIKI
ETTITAPNON KAl XPron SIOIKNTIKWY PETPWYV EAEYXOU.

7.2 TuvBAkeg ao@aloug @UAAENG, cuptrepIAauBavouévwy TUXOV aouuBiBaoTwWY KATAOTACEWV

ATTQITACEIG YIO XWPOUG
atmobAkeuong kal doxeia

YTTod¢€igeIg yia KovA
atmoBnkeuaon

ATtr00nkKeUETAI O€ DOXEIQ TTOU YE OCWOTH OrRuavon.
ATtroBnkeveTal CUPQWVA PE TIG IDIAITEPES EOVIKEG VOUIKES
dIaTdgeIs.

Mnv atroBnkeleTe e TOUG akOAOUBOUG TUTTOUG TTPOIOVTWV:
loxupd o&eIdWTIKA Péoa
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7.3 EI8IKA TEAIKA Xprion R XPNOEIg

EidiIkr xprion A xpnoeig Agv uTTApy)ouV aToIXEia

TMHMA 8: 'EAeyx0og TnG £€KBEONG/ATOUIKA TTPOCTACIN

8.1 MapdueTpol eAéyxou
Opia erayyeApaTikig €kBeong

2UoTaTIKA CAS-Apif. Eidog Tiung Mapduetpol eAEyxou Bdon
(Eidog Tng
ekBETEWC)
Metformin 1115-70-4 TWA 2 mg/m3 (OEB 1) Eowrtepikni
Sitagliptin 654671-77- | TWA 0.5 mg/m3 (OEB 2) Eocwrtepikni
Phosphate 9

8.2 'EAeyxol €kBeong

TeXVIKA TTPOCTATEUTIKA METPA
XPNOIUOTTOIEITE UAOTTOINTIMA UNXAVIKA PJETPA EAEYXOU YIO TNV EAAXIOTOTTOINON TNG €KBEONG OTO

OUMTTAOKO.

OAa 1a pnxavika PETpa eEAEyXOU TTPETTEI va UAOTTOINBOUV GUN@WVA PE TOV OXEDIAOUS TNG
EYKATAOTAONG KAl O XEIPIOPOG TOUG TTPETTEI va yiveTal pe Bdon Tig apxég OpbAg KataokeuaoTIKNAG
MPAKTIKAG YIa TNV TTPOCTACTA TWV TTPOIOVTWY, TWV £PYACOPEVWYV Kal TOU TTEPIBAAAOVTOG.

ATOMIKOG TTPOOTATEUTIKOG £EOTTAICNOG
MpooTacia Twv paTiwv

MpooTagia Twv XepIwV

YAIKO

MpooTacia Tou dEpPATOG Kal

TOU CWHATOG
MpooTacia Twv

AVOATTVEUOTIKWY 00WV

®iATpo TUTTOU

®opdre TPOCTATEUTIKA YUOAIG pE TTAEUPIKA TTPOCTATEUTIKA A
TTPOCWTTIOEG.

Edav 1o repiBaAAov epyaciag A kaTTola dpacTnpioTnTa
TePIANaUPBAVEl OUVBNKEG e OKOVEG, OUIXAES 1) agpoAluaTa,
TTPETTEI VO QOPATE TA KATAAANAQ TTPOCTATEUTIKA YUAAIC.
dopdTe TTPOCTATEUTIKA TTPOCWTTIOA ) GAAO €GO TTpOCTACiag
OAGKANPOU TOU TTPOCWTTOU EGV UTTAPXE! TTIBavOTNTa AUECNG
ETTAPNG TOU TTPOCWTTOU UE OKOVEG, OUIXAES ] agpOAUMATA.

[avTia avBeKTIKA O€ XNUIKES OUTiEG
dopdTe pOppa Epyaciag r EpyacTnpIakr] TTodId.

Edv dev uttdpyel S1a0€01U0G ETTAPKAG EEAEPIOUOG PE TOTTIKN
atraywyn f N ekTiunon €kBeang UTTOBEIKVUEI EKOETEIG EKTOG
TWV CUVICTWHEVWY KATEUBUVTHPIWY 0dNyIWV,
XPNOIUOTIOINOTE AVATIVEUOTIKA TTPOCTATIA.

O e€ommhiouég Trpétrel va TTAnpoi 1o Tpotutro EAOT EN 143
TutroC cwuaTdiwv (P)

TMHMA 9: ®uoikég Kal XNUIKES 1810TNTEG

9.1 Zroixeia yia TIG BACIKEG QUOIKEG KAl XNMIKEG IB16TNTES
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Znueio TAewg/onueio TAgewg
ApxIk6 onueio {éong Kai
meploxn ¢éong

2nueio avagAegng

Taxutnta e¢dTpIong

AvaAegiuétnTa (oTEPED,
aépio)

Aev utt@pxouv aToIxeia
Aev utt@pxouv aToIxEia
Mn epapudoiuo

Mn epapudoipo

‘Ekdoon Huepounvia ApIBu6g AgATtiou Huepounvia Tng TeAeuTaiag ékdoong:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ac@pdAsiag: Huepounvia Tpwtng ékdoong: 18.05.2018
2807607-00006
Ouyn oKovn
Xpwpa yaAalotrpdaoivo
Ooun Aev uttdpxouv oToixeia
Oplo ooung Agv utt@pxouv oToIxeia
pH Agev uttdpxouv oToIxeia

Mrtropei va oxnuaTiosl EKPNKTIKO Wiypa oKOvNG-aépa KaTd Tn
dIdpKela TNG ETTECEPYATIAG, TOU XEIPITHOU 1 UTTO GAAEG

OUVOAKEG.
AvwTepo 6plo £kpnéng / Aev utt@pxouv aToIxeia
AvWTEPO 6pI0 avAPAEENS
KatwTepo épio €kpnéng / Agv uttdpxouv aToIxEia

KaTtwtepo 6plo avagAegng

Mieon atpwv

2ZXETIKA TTUKVOTNG ATHWV

2XETIKA TTUKVOTNTA

MukvéTnTa

AloAuTOTNTA (SIGAUTOTNTEG)
YdarodiaAuTtéTnTa

2UvTEAEOTAG KATAVOUNAG: N-

oKTavoAn/vepd

O¢epuokpaacia autoava@Aegng

O¢puokpaaia aroouvBeong

1EWdeg
IEWOEG, KIVNTIKO

EKPNKTIKES 1810TNTES

OLeIdWTIKES 1010TNTEG

9.2 AAAeg TTAnpo@opieg

AvaAe§iuétnTa (uypd)

Mn epapudoipo
Mn epapudoiuo
Aev uttdpxouv oTolxeia
Agev uttdpxouv oToIxEia
Agev utTGpxouv aToIxEia
Mn epapudaoiuo
Agv utt@pxouv aToIxeia

Agv uttdpxouv oToIxEia

Mn epapudoipo

Mn €KpNKTIKO

H ouaia 10 peiypa dev TagivopeiTal wg oEEIdWTIKO.

Agev uttdpxouv oToIxEia
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MéyeBog cwpaTdiwv . Aev uttdpyouv cToixEia

TMHMA 10: Z100£pOTNTA KOI AVTIOPACTIKOTNTA

10.1 AvTiSpaoTIKOTNTA
Mn Tagivopnuévo wg KivOuvog avTidpaoTIKOTNTAG.

10.2 XnuIkA oTaBepoéTNTA
2100ep0 KATW OTTO KOVOVIKEG OUVOAKEG.

10.3 MBavéTnTa ETMIKIVOUVWY AVTISPACEWV
Emkivduveg avtidpdoeig . Mrmropei va oxnuaTios! EKPNKTIKO Wiypa OKOVNG-aépa KATd TN
OIdpKeEIa TNG £TTECEPYATiag, TOU XEIPIOPOU ) UTTO AAAEG
OUVOAKEG.
Mrtropei va avTidpdoel pe 1I0XUpoUg OEEIBWTIKOUG TTAPAYOVTEG.
10.4 ZuvBnKeg TTPOG ATTOPUYRHRV

2UVONAKEG TTPOG ATTOPUYAV . OgppotnTa, ASYEG Kal OTTIOEG.
ATTOQEUYETE TOV OXNMATIONO OKOVNG.

10.5 Mn cupBartd uAikd
YAIKG TTpOg atropuyn : O&edwTika péca

10.6 Emikivduva mTpoidvTa amoocuvleong
Aegv gival yvwoTd eTmikivéuva TTpoidvTa didoTracng.

TMHMA 11: To§ikoAoyikég TTAnpo@oOpiEg

11.1 NAnpo@opicg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpo@opieg yia TBavEg . Eiomrvon
000U¢ ékBeang Etraen pe 10 dépua
Katdtroon

Etaer| patiwv
O¢eia ToiIkOTNTO
EmBAaBég o€ TepiTTTWON KATATTOONG.
Mpoidv:
O¢eia TogIkOTNTA ATTO TOU : ExkTtigynon oégiag ToikdTNTOG: 1.588 Mg/kg
OTOPATOG MéBodog: MéBodog uttoAoyiouou

ZUOTOTIKA:

Metformin:

O¢cia TogIkOTNTA ATTO TOU :  LD50 (Apoupaiog): 1.000 mg/kg
OTOMATOG
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LD50 (Movriki): 1.450 - 3.500 mg/kg
LD50 (MiBnkog): 463 mg/kg

LD50 (KouvéAr): 350 mg/kg

LD50 (Ydpdxo1pog): 500 mg/kg

Sitagliptin Phosphate:

O¢eia TogIKOTNTA ATTO TOU . LD50 (Apoupaiog): > 3.000 mg/kg
oTOMaTOG
LD50 (Movriki): 3.000 mg/kg

AidBpwon kal EpeBIOCHOG TOU BEPHATOG
Aev Tagivopeital pe Baon TG d10BE0IUES TTANPOPOPIEG.

ZUCTOTIKG:

Metformin:

Eidog . Kouvéll

ATtrotéAeopa . EAagpug epebiopdcg Tou dépuartog

Sitagliptin Phosphate:

Eidog : Kouvéhl
MéBodog . Tleipapa Draize
ATtrotéAeopa . Kavévag epeBiouog Tou dépUaTog

Zofapn BAGBN/epeBIOCHOG TWV PATIWV
Agv Tagivopeital pe Baon Tig SI0BECIPESG TTANPOPOPIEG.

ZUOTOTIKG:

Metformin:

Eidog . Kouvéll

ATtrotéAeopa . EANa@pog epeBioudc Twv paTiwv

Sitagliptin Phosphate:

Eidog : Kouvéhl
MéBodog . Tleipapa Draize
ATtrotéAeopa . Epebicel Ta yama.

AvatrveuoTiK euaioBntotroinon 1 euaionrotmroinon Tou S£pUaTog

EvaioOnroTtroinon Tou dépuarog
Agv Tagivopeital ye Baon Tig SI0BECIUESG TTANPOPOPIEG.
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EvaioOnroTtroinon tng avamrvong
Aev Tagivopeital ye Baon TG dIABETIPES TTANPOPOPIES.

ZUCTOTIKG:

Sitagliptin Phosphate:
Eidog AokipnAg

Eidog

MéBodog

ATtrotéAeapa

Totmikn dokipaoia Aepadévwy (LLNA)
MovTiki

OECD KaTteuBuvtipia ypauuf dokiung 429
Aev euaioBOnToTTOIEl TO BéPYQ.

MeTaAAagiyéveon YEVVNTIKWYV KUTTAPWV
Agv Tagivopeital ye Baon Tig SI0BECIUEG TTANPOPOPIEG.

ZUOTOTIKA:

Metformin:
ovidloTo¢IkdTNTA in Vitro

ovidloTo¢IkdTNTA in Vivo

Sitagliptin Phosphate:
ovidloTo¢IkdTNTA in Vitro

MovidloTo¢IkdTNTA iN Vivo

Eidog Aokiung: Baktnpiakf dokiyacia avactpo®ng
perdAAagng (AMES)
ATtroTéAeopa: apvnTiKO

Eidog Aokiung: in vitro dokiun
200TnUa dOKIPAG: KUTTAPA AEPPWUATOG TTOVTIKOU
ATtToTéAeoa: apvnTIKO

Eidog¢ AoKIuAg: XpWHOCWHIKA EKTPOTTH
20uoTnua doKIPAG: AePPOKUTTaPA AvBPWTTOU
ATtroTéAeoua; apvnTIKO

Eidog Aokiung: AoKIUr PIKPOTTUPAVWV
Eidog: Movriki

Tpdtrog Epapuoyng: ATrd oTOPaTOg
ATtrotéAeopa: apvnTiko

Eidog Aokiung: Teor Ames
ATtroTéAeopa: apvnTiKO

Eidog Aokiung: TeoT TTapapoppwong XPWHATOCWHATWY in
vitro

>UoTnua SOKIPAG: KUTTapa owdNKNG KIVECIKOU XANOTEP
ATtToTéAeoua: apvnTIKO

Eidog Aokiung: BAGRN kar emdiopdwaon DNA -
atrpoypauudriaotn ouvBean DNA o€ kKUTTapa BnAACTIKWY - in
vitro

200Tnua SOKIPAG: NTTATOKUTTAPO GPOUPaiou

ATtroTéAeopa; apvnTiKO

Eidog Aokiung: AoKIUr PIKPOTTUPAVWV
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Kapkivoyéveon

Eidog: Movriki
TpotTog Eapuoyng: ATé oTopaTog
ATtrotéAeopa: apvnTiké

Agv Tagivopeital ye Baon Tig SI0BECIYESG TTANPOPOPIEG.

ZUOTOTIKA:

Metformin:
Eidog

Xpobvog ékBeong
Adon
ATtroTéAeoa

Eidog

Tpdtog E@appoyng
Xpobvog €kBeang
Adon

AtroTéAeopua

Eidog

Tpdtrog E@appoyng
Xpobvog ékBeong
LOAEL
ATtrotéAeopa
Opyava Z1oxo0l
Mapartnpnoeig

Sitagliptin Phosphate:

Eidog

Tpotog Egappoynig
Xpobvog ékBeang
ATTOTEAEO A

Eidog

Tpotrog E@appoynig
Xpobvog €kBeang
ATtroTéAeopa
Opyava Z1éxol
Mapatnpnoeig

Kapkivoyéveon - Agiohdynon

MovTiki

91 ¢Bdopadeg

1500 mg / kg B&pog cwuaTog
apvnTiko

Apoupaiog, apaevikd

ATT6 oTOHATOG

104 ¢Bdoudadeg

900 mg / kg BaGpog OWUATOG
apvnTIKO

Apoupaiog, BnAukd

A6 oTépaTOG

104 ¢Bdouddeg

900 mg / kg B&pog CWUATOG

apvnTiké

MnATpa (TTepIAauBavouévou Tou TpaxnAou)

O unxaviouég A o TpéTTog dpdong PTTOPEl va unv ival
OXETIKOG OTOUG avBpwTTOUG.

Movriki

AT1é otépaTOg
2 Emn
apvnTIko

Apoupaiog

ATT6 10 OTOA (TTOTIKO VEPOD)

2 Emn

BeTIKO

2UKWTI

211G BOKIPEG TTAPATNPABONKE ONPAVTIKA TOEIKOTNTA

To Bdapog TnG amddeiEng dev uTTOOTNPICEl TNV TAEIVOUNOTN WG
KapKIvoyévo

TogIkoéTNTA YIa TRV AvATTapaAywyn
Agv Tagivopeital ye Baon Tig SI0BECIUESG TTANPOPOPIEG.
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ZUOTOTIKA:

Metformin:
EmTTwoeig otn yovigotnta

Emodpdoeig otnv avamTugn
TOU €URpuou

Sitagliptin Phosphate:
EmTTwoeig otn yovigotnta

Emdpdoeig otnv avamTugn
TOU €uBpuUou

STOT-e@drma§ ékBeon

Eidog Aokiung: MNovipdotnta

Eidog: Apoupaiog

Tpo10G Eapuoyng: Atté oTopaTog

lFoviyotnta: NOAEL: 600 mg / kg Bapog cwuaTog
AtrotéAeopa: Kapia emidpaon otn yoviuoTtnTa.

Eidog Aokiung: AvarTuén

Eidoc: Apoupaiog

Tpotrog Egapuoyng: ATé aTOuaTog

TogikéTnTa yia Tnv Avatrtuén: NOAEL: 600 mg / kg Bdpog
owuaTog

AtrotéAeopa: Kapia eTridpacn otnv TepaTtoyEveon.

Eidog Aokiung: EuBpuikr) avamTuén

Eidog: Kouvéh

Tpo10G Eapuoyng: Atté oTéuaTog

EpBpuikn TogikéTnTa.: NOAEL: 140 mg / kg Bdpog owuaTog
ATtrotéAeopa: Kapia eTridpacn otnv TepaTtoyEveon.

Eidog Aokiung: MNovipdtnTa/ TTpogpPpuikr avaTTuén

Eidog: Apoupaiog

Tpotog Eapuoyng: Atté oTépaTog

Moviuétnta: NOAEL Parent: 1.000 mg / kg B&pog GwPaTOG
AtrotéAeopa; Ta teipduaTta o€ {wa dev KATEDEIEaV Kauia
ETTIOPACN OTN YOVIUOTNTA.

Eidog Aokiung: EpBpuikh avamtuén

Eidog: Apoupaiog

Tpdtrog Epapuoyng: ATrd oTopaTOg

Tepatoyéveon: LOAEL: 250 mg / kg Bdpog cwpartog
ATtroTéAeopa: AvixveluTnkav euPPUOTOEIKEG ETIOPACTEIS Kal
QVETTIOUUNTEG EVEPYEIEG OTOV aTTOYOVO., Kapia emidpaon atnv
TEPOATOYEVEDN.

Eidog Aokiung: EuBpuikn avarTuen

Eidog: Kouvéh

Tepatoyévean: NOAEL: 125 mg / kg Bapog cwuarog
AtrotéAeopa; Kayia emidpaan oTnv Tepatoyévean.

Agv Tagivopeital ye Baon Tig SI0BECIUESG TTANPOPOPIEG.

STOT-emravelAnuuévn €kBeon

Agv Tagivopeital ye Baon Tig SI0BECIUESG TTANPOPOPIEG.
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ToikéTnTa eTravaAauBavopevng d6ong

ZUOCTOTIKG:

Metformin:

Eidog

NOAEL

Tpotrog E@appoynig
Xpobvog ékBeang
Mapatnpnoeig

Eidog

NOAEL

Tpotog Epappoynig
Xpobvog ékBeong
Mapartnpnoeig

Eidog

NOAEL

Tpdtog E@appoyng
Xpobvog €kBeang
Mapatnpnoeig

Sitagliptin Phosphate:

Eidog

NOAEL

LOAEL

Tpdtrog E@appoyng
Xpobvog ékBeong
Opyava Z1éxol

Eidog

NOAEL

LOAEL

Tpdtog E@appoyng
Xpobvog ékBeang
Opyava Z16x0I

Eidog

NOAEL

LOAEL

Tpdtrog E@appoyng
Xpovog €kBeong
Opyava Z16x0I
JUpTITHATa
Mapatnpnoeig

Eidog
NOAEL

Apoupaiog

125 mg/kg

ATT6 oTONATOG

1 year

Agv ava@EPBNKav onUAVTIKEG AVETTIOUUNTEG EVEPYEIES

KouvéA

100 mg/kg

AT1é otépaTOg

1 Year

Agv ava@EpBnKav onUAvTIKEG AVETTIOUUNTES EVEPYEIES

2KUAOG

50 mg/kg

Ymodopia

2 year

Agv ava@EPBNKav onUAVTIKEG AVETTIOUUNTEG EVEPYEIES

MovrTiki

500 mg/kg
1.000 mg/kg
A6 oTépaTOG
>2yr

Negppd

Apoupaiog

500 mg/kg

1.000 mg/kg

A6 otépaTOg

14 ERdop

2ukwTl, Neppd, Kapdid, AdvTia

2KUAOG

10 mg/kg

50 mg/kg

A6 oTépaTOG

53 ERSop

KevTtpikd veuplké cuoTnua

‘EAMNeIyn 1co0pppoTriag

O pnxaviopog r o TPOTTog dPACNG UTTOPEI va PNV €ivai
OXETIKOG OTOUG avBpwTTOUC.

2KUAOG
2 mg/kg
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LOAEL . 10 mg/kg

Tpot0G EQapuoyng : A6 otépatog

Xpobvog ékBeong . 27 ERSop

Opyava Z16x0I © ZKEAETIKOG pUG, KevTpikd veuplkd oUoTnPa

ZUNTITWHATO . 'EMN\&yn 1copppoTriag

Mapatnproeig ;O pnxaviopég i o TPOTTOG OPACNG UTTOPEI va Unv gival
OXETIKOG OTOUG avBpWTTOUC.

Eidog : MiBnkog

NOAEL ;100 mg/kg

Tpdtog Egapuoyng . Amé otéuarog

Xpobvog ékBeang . 14 EBdop

Mapatnproeig : Agv ava@EpBnKav onuavTIKEG AVETTIOUUNTEG EVEPYEIES

ToikéTnTa avappodéPnong
Aev Tagivopeital ue Baon TG dIABETIPES TTANPOPOPIES.

Eptreipia amwd tnv avlpwrivn £€kOeon oTnV oudia

ZUCTOTIKG:

Metformin:

Etraen pe 10 d€pua . Mapatnpnocig: Mmopei va epebiael To déppa.

Etaen pe Ta paTia . Mapatnpnocig: Mmopei va epebicel Ta yaTia.

Karatroon o zupttwparta: Aidppoia, Nautia, Epetdg, MNaoTpevtepikEg
evoxAnoeig, Polokwua, E¢acBévian, E€avTAnon,
MovoképaAlog

Sitagliptin Phosphate:

Eiotrvon . ZupmTwpaoTa: Aoidwén TN avwTePNG AVATTVEUOTIKNG 000U,
dapuyyiTida, Movoképalog

Karatroon . ZudTrTwuata: Aoigwén TNG avwTEPNG AVATTVEUTTIKAG 000U,

Pivogapuyyimida, MNovoképahog, Naurtia, MNMovor ato
utroydoTpio, AiGppoia

TMHMA 12: Oi1koAoYIKEG TTANPOPOpPIEg

12.1 To§ikéTnTA

ZUCTOTIKA:

Metformin:

ToikdéTNTa OTA . EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): >
PUKN/udpPbBIa PUTA 100 mg/l

Xpovog ékBeang: 72 h
MéBodog: OECD KateuBuvtripia ypauun dokiung 201

NOEC (Pseudokirchneriella subcapitata (Trpaciva @ukia)):
100 mg/l

Xpoévog ékBeong: 72 h

MéBodog: OECD KateuBuvTtrpia ypauun dokiung 201
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To&ikéTnTa O€
MIKpOOPYaVIGHOUG

ToikdéTnTa OTO WApIa
(Xpoévia TogIkoTNTAa)

To&IkOTNTA OTIG BAPVIES KAl
AAAa UBPORIa HaAGKIa
(Xpévia TogIKOTNTA)

Sitagliptin Phosphate:
To&ikéTnTa OTA WApPIa

ToIkOTNTa OTIG DAPVIEG KAl

GAAO UBPORIa HaAAKIa

TogikéTnTa OTA
dukn/udpoBia euta

ToikoTnTa O€
MIKpOOpYavIGUOUG

To&ikéTnTa OTA WApPIa
(Xpbvia TogIKOTNTA)

EC50 : > 1.000 mg/I

Xpoévog ékBeong: 3 h

Eidog Aokiung: Mapeptmddion NG avatvong
MéBodog: OECD KateuBuvtipia ypauun dokiung 209

NOEC: 10 mg/l

Xpoévog ékBeong: 33 d

Eidoc: Pimephales promelas (XovTpoké@aAog KUTTpivog)
MéBodog: OECD KateuBuvTrpia ypauun dokiung 210

NOEC: 40 mg/l

Xpoévog ékBeong: 21 d

Eidog: Daphnia magna (NepdwuAAog o péyag)
MéBodog: OECD KateuBuvTripia ypauur dokiung 211

LC50 (Pimephales promelas (XovTpokEé@ahog KUTTPivog)): >
100 mg/l

Xpoévog €kBeong: 96 h

MéBodog: OECD KateuBuvTrpia ypauun dokipng 203

EC50 (Daphnia magna (NepowuAAog o péyag)): 60 mgl/l
Xpovog ékBeang: 48 h
MéBodog: OECD KateubuvTApia ypauun dokiung 202

EC50 (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): > 39
mg/l

Xpobvog €kBeong: 96 h

MéBodog: OECD KateuBuvtrpia ypauun dokiung 201

NOEC (Pseudokirchneriella subcapitata (Trpdoiva @ukia)): 2,2
mg/|

Xpobvog €kBeong: 96 h

MéBodog: OECD KateuBuvtrpia ypauun dokiung 201

EC50 : > 150 mgl/l

Xpobvog ékBeong: 3 h

Eidog Aokiuig: Mapeutrddion TNG avatvong
MéBodog: OECD KateuBuvTrpia ypauun dokiung 209

NOEC : 150 mg/I
Xpobvog ékBeong: 3 h
Eidog Aokiung: Mapeptddion TG avatrvong

NOEC: 9,2 mg/l

Xpovog ékBeong: 33 d

Eidog: Pimephales promelas (XovTpoké@aAog KUTTpivog)
MéBodog: OECD KateuBuvTrpia ypauur dokiung 210
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ToIkOTNTA OTIG BAPVIES KAl
dAAa udpoBia paAdakia
(Xpévia TogIKOTNTA)

NOEC: 9,8 mg/l

Xpévog ékBeong: 21 d

Eidog: Daphnia magna (NepSwuAAog o péyag)
MéBodog: OECD KateuBuvTrpia ypauun dokiung 211

12.2 AVOEKTIKOTNTA KO IKAVOTNTA ATTOS0UNONG

ZUOTOTIKA:

Metformin:
Biloatrodounaiudétnta

Sitagliptin Phosphate:
Biloatrodounaiudétnta

2100epdTNTA OTO UdWP

ATtroTéAeopa: TaOXEWGS ATTOIKOOOWNOINO
Bioatroikodéunon: 50 %
Xpovog ékBeong: 2 Npeg

ATroTéAeOA: PN TOXEWGS ATTOIKOOOUHCIUO
Bioatroikodéunon: 39,7 %

Xpovog ékBeong: 28 d

MéBodog: OECD KateubuvTApia ypauun dokiung 314

pH: 7
YdpbAuaon: 50 %(401 d)
MéBodog: OECD KateuBuvTtrpia ypauun dokiung 111

12.3 AuvatoTnTa BI0OCUCOWPEUCTG

ZUOCTOTIKG:

Metformin:

2UVTEAEOTAG KATAVOMNG: N-
oKTavoAn/vepo

Sitagliptin Phosphate:

2UVTEAEOTAG KATAVOUAG: N-
oKTavOAn/vepd

12.4 KivnTIKOTNTA OTO £€50(p0Og

ZUOTOTIKG:

Metformin:

Alavopr| yeTagu Twv
TTEPIBAAAOVTIKWV
OIOUEPIOUATWV
Sitagliptin Phosphate:
Alavopr| yeTagu Twv
TTEPIBAAOVTIKWV
OlauEPICUATWY

log Pow: -2

log Pow: -0,03

log Koc: 4,3
MéBodog: OECD KateuBuvTrpia ypauur dokiurg 106

log Koc: 4,37
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12.5 AtroteAéopara Tng afioAdynong ABT kai aAaB
Aixwg onuaacia

12.6 AAAEG APVNTIKEG ETTITITWOEIG
Aev uttdpyouv oToIxXEia

TMHMA 13: Zroixeia oxeTikd pe Tn 5140£on

13.1 MéBodol diaxeipiong aroARTWYV

Mpoidv . Kataotpégpetal AauBavovtag utr” oyn TIG 0dnyieg TwV TOTTIKWY
UTTNPETIWV.
2Uugwva pe Tov Eupwtraikd Karahoyo AtroBAATWY o1 Kwdikoi
TwVv ATTOBANTWY avagépovTal oTn XpHon Kai 61 OTa TTPOIOVTa.
O1 kwdIkoi atroPARTWY TTPETTEN Vva KaBopioBolv atrd Tov
XPNoTn, 600 10 duvaTd OE CUVEVVONOTN WE TIG UTTNPETIES
0146e0nG aTTORAATWV.

Mn kaBapiopéveg . Ta adela doxeia TTPETTEI VO HETAPEPOVTAI O EYKEKPIMEVO

OUOKEUOOIEG (TTOKETA) MEPOG Blaxeipiong aTTORANTWY yIa avakKUKAwoN A amoppiyn.
Av dev UTTOBEIKVUETAI KATI BIAPOPETIKG: ATTOPPIYTE TO WG YN
XPNOIMOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opicg OXETIKA JE TN HETAPOPA

14.1 ApiBpé6g OHE

Agv eAEyxeTal WG €TTIKIiVOUVO ayaBo
14.2 Oikeia ovopacia amrooToAig OHE

Agv eEAEYXETAI WG ETTIKIVOUVO ayaBo
14.3 Tagn/-€1g KIvdUvou KaTd Tn METAPOPA

Agv eAEyXeTaI WG €TTIKIVOUVO ayaBd
14.4 Opdda cuokeuaoiag

Agv eAéyxeTal WG €TTIKIVOUVO ayaBo
14.5 MepiBaAAovTikoi Kivduvol

Agv eEAEYXETAI WG ETTIKIVOUVO ayaBo
14.6 E1d1kég TTpOo@UAGEEIG Yo TOV XPROTN

Mn e@apudoipo

14.7 Xddnv petagpopd cUp@wva pe 1o Trapdprnua ll tng cuupaong MARPOL kail Tou KWaIKa
IBC

Mapartnpnoeig . Aev 1o0XUgl yia TO TTPOIOV OTTWG diaTiOETAI.

TMHMA 15: ZTo1xegia vOuOBETIKOU XapOAKTAPO

15.1 Kavoviouoi/lvouoBeoia oXeTIKA JE TNV ao@AALI, TNV UyEia Kal To TTEPIBAAAOV yia TNV
ouaia 1 To peiyua
REACH - lMepiopiouol oTnv TTapaywyn, 1n diaeon otnv. . Mn €papuéoiuo
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ayopa Kal TN XPNOonN OPICHEVWY ETTIKIVOUVWYV OUCIWV,
TTapaoKeUaouaTwy Kai avTikeipevwy (Mapaptnua XVII)

REACH - KatdAoyog utroyn@iwv 1Tpog adeioddtnon . Mn epapudaoipo
OUCIWV TTOU TTPOKAAOUV TTOAU peydAn avnouyia ( ApBpo

59).

REACH - KatdAoyog ouCIwyV TTOU UTTOKEIVTAI O€ . Mn epapudoiuo
ade10061non (Mapdptnua XIV)

Kavoviauog (EK) apiB. 1005/2009 yia Tig ouaieg TTou . Mn epapudoiuo
KataoTpépouv Tn oTIBdda Tou 6JovTog

KANONIZMOZ (EE) 2019/1021 yia TOUG €uOvVOUg . Mn epapudoiuo
opyavikoug puTroug (avadiaTuTrwaon)

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

KoivoBouAiou kail Tou ZUPBOUAiOU OXETIKA UE TIG

€CAYWYEG KAl EI00YWYEG ETTIKIVOUVWV XNHIKWV

TTPOIOVTWV

Seveso lll: Odnyia 2012/18/EE Tou EupwTraikoU KoivoouAiou kal Tou ZupBouAiou yia Tnv

QAVTIMETWTTION TWV KIVOUVWY PEYAAWY aTUXNUATWY OXETICOPEVWY UE ETTIKIVOUVEG OUTIEG .
Mn epapudoiyo

Ta oUCTATIKA TOU TTPOIOVTOG QUTOU TTEPIEXOVTAI OTOUG TTHPOKATW KATAAGYOUG:

AICS . Oev éxel TIpoodIoploBEi
DSL . Oev éxel TIpoodIoploBEi
IECSC . Oev éxel TTpoadloploBei

15.2 A§ioAdynon XnMIKAG ao@AAeiag
Agv €xel TTpaypaToTroindei agloAdynon XNMIKNG aoPAAEIOG.

TMHMA 16: AAAeg TAnpo@opieg
AAAeG TTANpOPOpPIES . ZToixeia 61Tou £xouv yivel aAAayEG GTNV TTPONyoUuEVn €Kdoan
ETTIONUAIVOVTAI GTO WA AuTOU TOU £yypAPoU e dUO KADETEG
YPOUUES.

MARpeg keipevo Twv Ppdoewv H

H302 . EmBAaBég oe repimTwon katdmmoong.
H319 . MpokaAei coBapd o@BaAIKS epeBICUO.
MAARpeg keipevo AAAWV cuvTOopOYpPaAPIWYV

Acute Tox. . O¢&eia TogIkéTNTO

Eye Irrit. . Epebioudc Twv opBaipwyv

ADN - EupwTtaiky Zup@wvia yia 1n O1€bvr) PeETAQOopd ETTIKIVOUVWY EUTTOPEUPATWYV HECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - EupwTraiky cup@wvia yia Tig dieBveic 0DIKEG UETAPOPES
emKivouvwy eumropeupdtwy; AICS - AuoTpaAhiavd €upeTApIo XNMUIKWY oudiwyv; ASTM -
Apepikavikf  etaipgia doKIpwv  UAIKwvY; bw - Zwpatikd Bdpog; CLP - Kavovioudg Ttrepi
Ta&ivopnong, Emonuavong kai 2uokeuaociog, Kavovioudg (EK) Ap. 1272/2008;, CMR -
Kapkivoyévog, petahlagioyévog ouaia ) oucia To€ikn yia Tnv avatrapaywyr; DIN - [pdTutro Tou
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eppavikoU IvoTitoitou Tutromroinong; DSL - KatdAoyog oikiakwyv ouciwv (Kavaddg); ECHA -
EupwTrdikég Opyaviopog Xnuikwy MNpoidvtwy; EC-Number - ApiBudg EupwTraikig Koivétnrag;
ECx - Zuykévipwon Ttou oxeTifetal pe avtatrokpion x%; ELx - MNocootd empdpuvong Trou
oxetiCeTal ye avratmokpion x%; EmS - Xpovodidypappa €kTaktng avaykng; ENCS - YTrdpyouoeg
Kal VEEG XNUIKEG ouoieg (laTTwvia); ErCx - ZuykEévipwon TTou OXETICETal JE avTaTrokpian pubuou
auénong x%; GHS - MNMaykéopio evapuoviopévo auatnua; GLP - Opbr epyaocTnpiakr TTPOKTIKN;
IARC - Aiebvng Opyavioudg Epeuvwv Kapkivou; IATA - AigBvig 'Evwon Agpopetagopwv; IBC -
AieBvng KwoIKag yia TNV KATOOKEUN Kal TOV €EOTTAIGHO TWV TTACIWV TTOU PETAPEPOUV ETTIKIVOUVA
XNMIKG x0odnv; IC50 - Miofy péyioTn avaoTaATikr) ouykévtpwan; ICAO - AieBviigc Opyaviouog
MoAmkrg Aepotropiag; IECSC - Eupetripio uTrapXoucowyv XnUIKwv ouciwv otnv Kiva; IMDG -
AiBvAg NauTIAlokog Kwdikag Emikivouvwy Eidwyv; IMO - AieBvrig NauTiAlakég Opyaviopdg; ISHL
- Nopog Ttrepi Blopynxavikig ac@aAeiag kai uyeiag (latrwvia); 1ISO - Aigbvrig Opyaviopog
Tutrotroinong; KECI - Eupetrpio utrapyxoucwyv XnuIkwv oudiwv TG Kopéag; LC50 - Oavaoiun
ouykévipwon oto 50% TtAnBuopou dokiyAg; LD50 - Oavdoiun d6on oto 50% TTAnBucpuou
ookIunG (uéon Bavdoiun d6on); MARPOL - AigBvAg didokeywn yia TNV TTPOANWn Tng putravong
amd TAoia; n.o.s. - Agv opiCetal dia@opeTikd; NO(A)EC - Zuykévipwon oTnv OTroio Ogv
maparnpouvtal (duopeveig) emdpdoeig; NO(A)EL - Emimedo oT1o oTmoio Ogv Traparnpouvral
(duopeveig) emodpdoeig; NOELR - TlMocootdé empBdpuvong oTo oOToio dev  TTapaTtnpouvTal
emdpdaoelg; NZIoC - Eupetipio xnuikwv ouciwv Tng Néag ZnAavdiag; OECD - Opyaviouég
Oikovouikng Zuvepyaaoiag kai AvamTuéng; OPPTS - Ymnpeoia Ac@dAeiag Xnuikwv Ouaiwv Kai
MpéAnwng tng Pumavong; PBT - AvBekTkr, BlooucowpeuTik Kal Toélkr ouaia; PICCS -
Eupetnpio xnuikwv ouciwv Twv PiAmmmivwy; (Q)SAR - (MoooTikr) axéon doung-0pacTnpIoTnTaG;
REACH - Kavoviouég (EK) Ap. 1907/2006 Tou EupwTraikou KoivofouAiou kal Tou Zuppouliou
OXeTIKA Me TNV Katayxwplion, afloAdynon, adeioddtnon Kai ToV TTEPIOPICHS TWV  XNMIKWV
mpoidvTiwy; RID - Kavoviopoi yia T1ig 01eBveic O1ONPOOPOUIKEG METAPOPES  ETTIKIVOUVWV
eutropeupaTwy; SADT - Ogpuokpacia autoemiTayuvouevng atoolvBeong; SDS - Aeghtio
Aedopévwv Aogaleiag; SVHC - oucia tTou trpokaAei TTOAU peydAn avnouyia; TCSI - Eupetriplo
XNMIKWV ouciwv NG TdiBdv; TRGS - Texvikd TpdTuTIO Yia TIG £TTIKiVOUVEG ouaieg; TSCA - Nopog
epi eAéyxou TOEIKWV ouoiwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva 'EBvn; vPvB - Akpwg
avOEeKTIKN Kal AKpwg Blooucowpeloiun ouaia

MepaiTépw TANPOYPOpPiEg

MNy£g TWV ONUAVTIKWY . EowTtepikd TEXVIKA Oedopéva, dedopéva atro Ta AAA TTpWTWY
0edopévwy TTou UAWv, atroteAéopaTta avalAtnong Tng SIKTUGKAS TTUANG OOZA
XPnoliyotToinénkav yia eChem kai Tov EupwTraiké Opyavioud Xnuikwv MNpoidvtwy,
ouvtagn Tou AgAtiou http://echa.europa.eu/

Aedopévwv Aapalciag

Ta§ivounon Tou Piyparog: Ailadikaoia Tagivopnong:

Acute Tox. 4 H302 MéBodog uttoAoyiouoU

O1 TAnpogopieg o€ autd 1o AeAtio Acdouévwv Aopaleiag (SDS) avratrokpivoTval GTIG YVWOEIG
MOG Katd 10 XpoOvo TG ékdoaaor|g Toug. O1 TTAnpo@opicg TTpoopifovTal pévo oav kabBodAynan yia
owaTo XEIPIOUO, XPAON, atToBrkeuon, YETaPopPd, d1Id0eon Kal EKAuon Kal dev BewpouvTal wg
gyyunon 1 mpodiaypa® An TToIOTTAG YIa OTToI0voNTToTE TUTTO. O1 TTANPOYOPIES aPopoUV Pbévo To
€10IKO UAIKG TTou ava@épeTal aTnv apxr) Tou AgAtiou Aedopévwv AcQaAEiag Kal evOEXOoPEVWG va
MNV 10x0€l o€ TTEPITITWAN TTou To UAIKG auTd Tou AgATiou Aedopévwy xpnaoipoTroinBei o
OuvOUAOo NG hE AAAa UNIKA i o€ AAAeG Bladikaaieg atrd auTh TTou ava@épeTal oTo AeATio
Aedopévwy. O1 xproTeg Tou UAIKOU va Aaudvouv utroywn Toug TIG TTANPOYOpPIEg Kal CUOTACEIG O
oxéon ME TN Xprion Trou €TmBuPoU, o€ oxéan e Tn diadikagia Kal atrobrkeuan,
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oupTtrepIAauBavouévng Kal TNG KATAAANASTNTAG Tou UAIKOU Tou AgATiou Acdouévwv Ac@aAgiog aTo
TENIKO TTPOIGV TOU XPNOTN, KATA TTEPITITWON.

GR/EL
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