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

1.1 AvayvwpIoTIKOG KwBIKOG TTPOoidvVTOg
2Aua karaTeBév . Sitagliptin / Metformin Formulation

1.2 Zuvageig TpoodiopI{OPEVES XPAOEIG TG OUCIAG 1} TOU JEIYMOTOG KAl 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)

O¢cia ToCikoTnNTa, Katnyopia 4 H302: EmBAaBEC o€ TTEPITITWAN KATATTIOONG.
2.2 Zroixeia emioApavong

Emionuavon (KANONIZMOZ (EK) ap18. 1272/2008)
Eikovoypduuara Kivouvou

MpocidoTroiNTiKA A£EN . TMpoooxn
AnAwoelg emkivouvotntag . H302 EmBAaBég o mepiTTwon kKaTdmmoong.
AnADOEIG TTIPOPUAGEEWY : MNpoéAnyn:

P264 TIAUveTE TO OEPUA OXOAQOTIKA META TO XEIPIOHO.
P270 Mnv Tpwre, TTiVETE A KATTVICETE, OTAV XPNOIUOTTOIEITE
auTo TO TTPOIGV.

1/19



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

Sitagliptin / Metformin Formulation

‘Ekdoon Huepounvia Ap1Bu6g AgATiou
2.3 AvabBewpnong: Aedopévwv
23.03.2020 Ao@dAciag:

2044922-00009

€3 MSD /) e

Huepounvia Tng TeAeuTaiag ékdoong:
13.09.2019
Huepounvia mpwTtng ékdoong: 05.10.2017

EméuBaon:

P301 + P312 + P330 XE MEPINTQXH KATAMNOZHX:
KaAéoTe To KENTPO AHAHTHPIAZEQN/ yiarpd, av
a108avBeiTe adlabeoia. =Z€TTAUVETE TO OTOMA.

Emikiviuva ouoTaTIKA TTOU TTPETTEI VA AVAYPAQPOVTAl OTNV ETIKETA:

Metformin
2.3 AAAol Kivduvol

ETragn Tng okdvng Pe Ta PATIA PTTOPET VA TTPOKAAECE! UNXavIKG £peBIOUO.
ETra@nA pe Tn okévn ptropei va TTpoKaAETEl nxaviké epeBIouo ) EnpdTtnTa Tou SEPUATOG.
MrTropei va axnuaTioel eKpnKTIKG Piyua oKOvnG-aépa Katd Tn SIAPKEIQ TNG ETTEEEPYATIAG, TOU

XEIPIOPOU 1 UTTO AAAEG OUVONKEG.

TMHMA 3: 20vBson/TrTAnpo@opiss yia T GUCTATIKA

3.2 Meiypara

ZUoTATIKG

XnUIKA ovouaagia CAS-Apib. Tagivounon 2UYKEVTPWON
EK-Apib. (% wiw)
ApiBuo6g kataAdyou
ApiBuo6g
KaTaxwpenong

Metformin 1115-70-4 Acute Tox. 4; H302 >=70-<90
214-230-6

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

MNa eme€iynon Twv cuvtopoypa@iwy BAETTE evotnTa 16.

TMHMA 4: Métpa mpwTwy Bondsiwyv

4.1 Nepiypa@n TwV HETPWV TTPWTWV Bondeiwv
evikég UTTOOEIEEIG

2 TIEPITITWON aTuXAPOTOG 1 av dev aiIoBAvecBe KaAG,
€100TTOIEIOTE TOV YIATPO.

Av 310pKOUV TO GUUTITWHATA 1] UTTAPXEI KATTOIO au@IBOAIa,
OupPBouAeuBEiTe £va yiaTpo.

MpooTacia Twv TTPOCWTTWV
TTOU TTOPEXOUV TTPWITEG
BonBeieg

n mBavornta ékBeong (BA. TuRua 8).

> € TIEPITITWOT EICTIVONG
aépa.

Y1oBANBeiTe o€ 1aTPIKN £EETACN av upavioBouv

CUUTITWHOTA.

Oaool poogépouv Tig MNpwTeg BorBeieg Ba péTel va
TIPOCEEOUV TNV QUTOTTPOCTACIA KAl VO XPNOIUOTIOIoUV TOV
OUVIOTWHEVO ATOUIKO TIPOCTOTEUTIKO EEOTTAIOUO OTAV UTTAPXEI

> € TIEPITITWOTN EICTIVONG PJETAPEPETE TO BUPa OoTO KABaPH
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2€ TTEPITITWON ETTAPAG UE TO
Oépua

2 € TTEPITITWON ETTAPAG ME TA
MAaTIO

2 € TTEPITTITWON KATATTOONG

MAOveTE pe vepd Kal oatmouvi.
YT1roBAnBeite o€ 10TpIKA €€£TAON av EPPaviIcOouV
CUMTITWHOTA.

Av utrel oTa PATIA, EETTAUVETE KAAG E VEPO.
ETmoke@OeiTe yIaTpO € TTEPITITWON TTOU BEV UTTOXWPEI O
epEBIOPAC.

2 ¢ TepiTTwaon karatroong MH trpokaleite ueTd, KTOGC Kal av
auTo Yivel JE EVTOAN TOU 10TPIKOU TTPOCWTTIKOU.
2UMBouUAeuTEiTE YIATPO.

MAUOveTE TO OTOUA OXOAAOTIKA HE VEPOD.

Na pnv xopnyeitai TiTTota o110 TO OTOUA O€ GTOMO TTOU €XEI
XAOoE€l TIG AIGOATEIG TOU.

4.2 TNUAVTIKOTEPA CUUTITWHATA KAl ETTIOPACEIG, AUECES ] METAYEVEOTEPES

Kivduvol

EmBAaBEg o€ TTepITITWON KATATTOONG.

Etraen pe Tn oKOvn PTTOPE va TIPOKAAETEI INXAVIKO PEBICUO
r ENPOTNTA TOU BEPUATOC.

Etraen Tng okévng PE Ta PATIA UTTOPET VA TTPOKAAECE!
MNXxaviké epeBICUO.

4.3 "Evdein ommolaodATToTE ammaITOUNEVNG AUEONG IATPIKAG @pPOoVTIdag Kal £181KNAG BepaTtreiag

MeTaxeipion

AVTINETWTTIOTE TA CUPTITWHATA KOl OTNPIETE TOV aoBevr).

TMHMA 5: MéTtpa yia TNV KatatroAéunon Tng TTUPKAyIdg

5.1 NMupooBeoTIKA péoa

KatdAAnAa TTupooBeaTikd
uéoa

AkatdAANAa TTUPOGRECTIKG
uéoa

Exkvépwpa vepou

AQpb¢ oTabepdS 0 aAKOOAN
Alogeidio Tou dvBpaka (CO2)
=npd xnUIKAG péoa TTupodoBeong

Kauia yvwaoTn.

5.2 Ei81koi KivBuvol TTou TTPOKUTITOUV a1Td TNV OUCia I} TO HEiyua

IdiaiTepol Kivduvol Katd TV
KATaTToAEPNON TNG
TTUPKAYIAG

Emkivduva TTpoidvta
KAUOEWG

Na atro@eUyeTal n dnuioupyia GKOVNG; N WIAR OKOVN YTTOPET
va dlaoTTapBei OTov aEpa 0€ APKETA PEYAAEG OUYKEVTPWOEIG,
Kal av UTTApYEl TTapOoUCia TTNYAS ava@Aegng, UTTApXEl Kivouvog
€KpNENS.

H ékBeon o€ kauoipa TTpoidvTa PTTopEi va gival Kivduvog yia
TNV uyeia.

O¢eidia Tou avBpakog
O¢eidia adwtou (NOx)
MeTaAAIka o&eidia
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5.3 ZuoTAOEIG VIO TOUG TTUPOORECTEG

EidIk&G TTpOOTATEUTIKOG
€EOTTAIOGG yIa TOUG
TTUPOOREDTEG

Eidikég péBodol TTupdoPeong

2 € TTEPITITWON TTUPKAYIAG €XETE AUTOOUVAUN AVATTIVEUCTIKA
OUOKEUR. XpNOIUOTTOINOTE TIPOCWTTIKA EVOUUOTia
TTPOOCTACIOG.

XpnoliyotroinoTe péoa TTupdoBeong TTou gival KAaTadAANAa yia
TIG OUVONKEG Kal TO TTEPIBAAAOV.

MNa TN Wnén Twv KAEIOTWY BOXEIWV XPNOIKOTTOIEIOTE WEKATUA
vePOU.

A@aipéoTe Ta aképala doxEia atrd TNV TTEPIOXT TTUPKAYIAS, AV
auToé ival a0PAAEG va TO TTPAEETE.

EkkevwoTe TNV TTEPIOXNA.

TMHMA 6: MéTpa yia TNV AVTIJETWITION TUXaiag éKAuong

6.1 NMPooWwTTIKEG TTPOPUAAEEIG, TIPOOTATEUTIKOG £EO0TTAICHOG KAl S1a8IKATIEG EKTAKTNG AVAYKNG

MpoowTTIKES TTPOPUAGEEIQ

6.2 MepiBaAAovTikég Trpocpu)\af,slg

MepIBaAAOVTIKEG
TIPOPUAGEEIS

XPNOIYOTTOINOTE TTPOCWTTIKI EVOUHACia TTPOCTATING.
AkoAouBnaoTe TIG GUUPBOUAEG yIa aoPaAn XEIPIOHUOS Kal TIG
OUOTACEIG VIO ATOMIKO TTPOCTATEUTIKO EEOTTAIGUO.

H atroBoAn ato epIBAANOV TTPETTEI va ATTOPEUYETAL.
EptrodioTe Tn TTEpETAIpW B1appor| Kal SIACKOPTTICNO, av auTd
gival duvarod dixwg Kivouvo.

To poAucpévo vepd TTAUCEWG GUAAEyETaI Kail diaTiBeTal.
EidoTtToIEioTE TIG TOTTIKEG UTTNPETIES, AV UTTAPXEI TNUAVTIKOG
OIaOKOPTTIONOG Kal OV UTTOPEI va TTEPIOPICTEI.

6.3 M&0odo1 Kai UAIKA yia TI'£pIOpIO'|.IO Kol KaBapioud

Mé¢Bodol kaBapiouou

6.4 MapatrouTtrn o€ AAAA TUAMATA
BAétre TuApara: 7, 8, 11, 12 kai 13.

ATTOPPOQHOTE TO INXAVIKA Kal GUAAEETE TO O KATAAANAO
TTEPIEKTN TTPOG dIABeo.

Na atro@euyeTal n d1a0TTopd TNG OKOVNG OTOV aépa (T1.X va
KaBapifovTal Ol OKOVIGUEVEG ETTIPAVEIEG E TTETTIECUEVO QEPQ).
Agv EMTPETTIETAI N CUCCWPEEUCT OKOVNG GE ETTIQAVEIEG, YIOTI
auTd PTTOPEl va 00NYACEl G€ EKPNKTIKO PEiyua av n okévn
atmeAeuBepwBei oTOV aépa o€ ETTAPKA CUOKEVTPWON.

Ol ToTTIKOI A £BVIKOI KAVOVIOUOi EVOEXETAI VO £QAPUOCTOUV €
TTEPITITWON ATTEAEUBEPWONG KAl ATTOPPIYNS TOU UAIKOU auToU,
KaBwg Kal 60wV UAIKWYV Kal TEPaXiwv XpnoIKoTToInénkav Katd
TOV KaBapIouo Twv atTeAEUBEPWHPEVWY OUTIWY. Oa TTPETTEI Va
TIPOCBIOPICETE TTOIOI KAVOVIOUOI €ival EQAPPOCTEOL.

271G evéTnTEG 13 KOl 15 TOU TTAPOVTOG GUAAOU aCPaAEiag
edOPEVWV TTOPEXOUV TTANPOYPOPIEG OXETIKA UE TIG ATTAITACEIG
OPIOHEVWYV TOTTIKWY I €BVIKWYV KAVOVICUWV.
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TMHMA 7: Xeipiop6g Kal atrofnkeuon

7.1 Mpo@uAdgeig yia ac@aln Xeipiouod

Texvikd pétpa :

ToTKOG/TeVvIKOG £CAEPIOUOG
YTTod¢€igeIg yia ao@aAn
XEIPIOUO

Métpa uyieivig

O oTatikdg NAEKTPICUOG UTTOPET VO CUCCWPEUCEI KAl Va
AVAQAEEEl TNV alWPOoUPEVN OKOVN TTPOKAAWVTAG €KPNEN.

Na TTapéxovral ETTAPKEIG TTIPOPUABGEEIS, OTTWGS NAEKTPIKNA
yeiwon kal cwpdtwan, f adpavig atudécealpa.
XpnoliyoTtrolgite pévo pe KatdAAnAo e¢aspiouo.

Mn avatrvéete Tnv okévn.

Mn kaTaTTiveTe.

ATTOQEUYETE TNV ETTAQPN PE TA PATIQL

ATTOQeUYETE TNV POKPAG SIaPKEIAG ) ETTAVEIANUPEVN ETTAQNA HE
TO €A

O xeIpiopdg TTPETTEl Va YiveTal cUPQWVA PE TIG BEATIOTEG
TIPAKTIKEG BIOUNXAVIKAG UYIEIVAG KAl aoPAAEIag, ue Baon Ta
ATTOTEAEOUATA TNG EKTIMNONG £KBEONG OTOV XWPO EPYATiag
Na eAaxioToTrolEiTal ) dnuIoupyia Kal CUCCWPEUCN OKOVNG.
AlaTnpeioTe TO doXEi0 KAEIOTO av OeV XPNOIKOTTOIEITAI.
DUAGETE TO pakpId aTTd TTNYES BEpuavang Kal avagAegng.
NAGBEeTE TTPOCTATEUTIKA PETPA EVAVTI NAEKTPOCTATIKWV
EKKEVWIOEWV.

DpovTiaTe va aTTOTPEWETE TIG DIOPPOES, TA ATTORANTA KOl VO
eAAYIOTOTTOINCOETE TNV ATTEAEUBEPWON GTO TTEPIBAAAOV.

Edav utrdpyxel mBavoTnTa €KBEONG O€ XNMIKEG OUTIEG KATA TN
OIdpKeIa TNG TUTTIKAG XPAONG, PPOVTIOTE yia TNV TTapouadia
OUOTNUATWY EKTTAUGNG 0POAANWY Kal VTOUG VIO TV Ao@AAEIia
TOU TTPOCWTTIKOU, KOVTA aTOV XWPo epyaciag. Otav 1o
XPNOIUOTTOIEITE PNV TPWTE, MNV TTiVETE, INv KaTTvideTte. MAUveTE
Ta JOAUGEVA poUXa TTPIV TA EAVOAPOPETETE.

H atroteAeopaTIKA AEITOUPYia PIAG EYKATACTOONG TTPETTEI VA
TTEPINAPBAVEI TNV ETTIBEWPNCN TWV PNXAVIKWY PETPWVY
eAEyxOoU, TOV OWOTO XEIPIOHO Tou EOTTAICOU OTOMIKNG
TIPOCTACIAG, TIG KATAAANAEG Dladikagieg agaipeansg pouxiouou
Kal atrroAUpavong, EAEYX0 TNG EPYACIOKIG UYIEIVAG, IOTPIKA
ETTITAPNON Kal XPran SIOIKNTIKWY PETPWV EAEYXOU.

7.2 ZuvBnkeg ao@aloug pUAagng, cupTrepIAauBavouévwy Tuxov acuuBifacTwy KATAOTACEWV

ATTQITACEIG YIO XWPOUG
aTToBrkeuong Kai doxeia

YTodeigeIg yia Koivr
atrobnikeuon

7.3 E1dIkA TEAIKA Xpion A XPHROEIg
EidikA xprion n xpnoeig

ATtroBnkeUeTal ge OOXEIQ TTOU YE CWOTH CrPavan.
ATToONnKeUETAI CUPPWVA WE TIG IBICITEPEG EBVIKEG VOUIKEG
diatééeis.

Mnv atmoBnkeUeTe Pe Toug akOAOUBOUG TUTTOUG TTPOIOVTWV:
loxupd ogeIdwTIKG péoa

Agv uTTGpYOUV OTOIXEIO
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TMHMA 8: 'EAgyx0g TnG €KBEONG/ATOMIKA TTPpOOTACIA

8.1 Mapduerpol eAéyxou

Opia erayyeApaTIKiG £€kBeong

2uoTaTiké CAS-Ap©. Eidog Tiung MapdaueTpol eEAEyxou Bdaon
(Eidog Tng
eKOETEWQ)
Metformin 1115-70-4 TWA 2 mg/m3 (OEB 1) EowTtepikn
Sitagliptin 654671-77- | TWA 0.5 mg/m3 (OEB 2) EowTtepikn
Phosphate 9

8.2 'EAgyxol ékBeong

TeXVIKGA TTPOOTATEUTIKA PETPO
XPNOILOTTOIEITE UAOTTOINTIKG PNXAVIKG PETPA EAEYXOU YIO TNV EAAXIOTOTTOINON TNG £€KBEONG OTO

OUMTTAOKO.

OAa Ta unxavika PETPa EAEYXOU TTPETTEI VA UAOTTOINBOUV GUU@WVA E TOV OXEDIACUO TNG
EYKATAOTOONG KAl O XEIPIOWOAG TOUG TTPETTEI va YiveTal he BAon Tig apxES OpBrig KataokeuaaoTIKNG
MPAKTIKAG yia TNV TTPOCTACIA TWV TTPOIOVTWY, TwV £pyalouEVWY Kal Tou TTEPIBAAAOVTOG.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG
MpooTacia Twv PaTiwy

MpooTagia Twv XepIwv

YAIkO

MpooTacia Tou dEPUATOG Kal

TOU CWHATOG
MpooTtacia Twv
QVATTVEUCTIKWY 00WV

®iATpo TUTTOU

DopdaTe TTPOOTATEUTIKA YUOAIG PE TTAEUPIKA TTPOCTATEUTIKA i
TIPOCWTTIOEG.

Eav 1o repiBdAAov epyaciag A k&troia dpacTnpidTnTa
TTEPINAPPBAVEI CUVONKEG UE OKOVEG, OMIXAES ) agpoAUpaTa,
TIPETTEI VA POPATE TA KATAAANAQ TTPOCTATEUTIKG YUOAIG.
®dopdre TTPOCTATEUTIK TTPOCWTTIOA 1) GAAO PECO TTPOCTACIag
OAGKANPOU TOU TTPOCWTTOU €AV UTTAPXEI TTIBavVATNTA AUECNS
ETTAPAG TOU TTPOCWTIOU PE OKOVEG, OUIXAES A agpoAupara.

IavTia avOekTIKA O€ XNUIKEG OUTiES
dopdre POpU Epyaadiag r epyacTnpiokn TTodId.

Edv dev utrdpyel S1aB£01u0G ETTAPKAG EEAEPIOUOG PE TOTTIKN
aTTaywyn f n ekTipnon €kBeong UTTOdEIKVUEI EKBETEIG EKTOG
TWV OUVIOTWHPEVWY KATEUBUVTHPIWY 0dNyIwY,
XPNOIUOTTOINCTE AVATIVEUGTIKNA TTPOCTACIa.

O egommAiopog TTpéTrel va TAnpoi 1o rpoTutto EAOT EN 143
Tommog ocwpamdiwv (P)

TMHMA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1 Zroixeia yia TiG BACIKEG QUOIKEG Kl XNMIKES IBIOTNTES

Ouyn
Xpwua
Oopny

Oplo oouAG

oKovn

Agv uTTGpy)OoUV OTOIXEIO
Agv uTTGpYOUV OTOIXEIO
Agv uTtdpyouV oToIXEIa
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pH Agv utTdpyxouv oTolXeia
2nueio TAewg/onueio TTHgEWG Agv utTdpyxouV oToIXEia
Apxikd onpueio {éong Kai Agv uttdpyouv aToIxeia
TepIoxn ¢éong
2nueio avageAeéng Mn epappooipo
Taxotnta e€dTiong Mn e@appdoipo
Ava@AeCIuoTNTa (0TEPED, MrTropei va oxnuaTiosl eKpnKTIKG Piyua OKOVNG-aépa KaTd Tn
aéplo) OIdpKeIa TNG £TTECEPYATIAg, TOU XEIPIOHUOU ) UTTO AANEG
OUVOAKEG.

AvwTepo 6pio ékpnéng / Agv uttdpyouv aToIxeia
AvwTepo 6pIo avaPAegng
KatwTtepo épio £kpnéng / Agv uttdpyouv aToIxeia
KaTtwtepo 6pio avagAegng
Micon aTpwv Mn g@apudaipo
2XETIKI TTUKVOTNG ATHWV Mn g@apudaipo
2 XETIKN TTUKVOTATA Agv utTdpyouv aToIXEia
MukvoTnTa Agv utTdpyouv aToIxXEia
AlagAuTtoTnTa (SIOAUTETATEG)

YdarodioAutéTnTa Agv utTdpyouV aToIxXEia
2UVTEAECTAG KOTAVOMNG: N- Mn g@apuodoipo
oKTavoAn/vepd
O¢puokpaacia autoavagAeEng Agv utTdpyxouV aToIXEia
O¢ppokpaacia ammoolvBeong Agv uttdpyouv aTolxeia
1Ewdeg

1Ewdeg, KIVNTIKO Mn g@apudoipo
EKpNKTIKES 1816TNTEG Mn €kpNKTIKO
OCeIdwTIKEG 1010TNTEG H oucia A To peiypa dev Tagivopeital wg ogeIdWTIKO.

9.2 AANAeg TTANpoOPoOPpPiEg

Ava@Ae€iuotnTa (uypd)

MéyeBog cwpaTdiwv

Agv uTTGpYOUV OTOIXEIO

Agv uTTGpYOUV OTOIXEIO
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TMHMA 10: Z1a0epdTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTIBpaOTIKOTNTA
Mn Tagivounuévo wg Kivduvog avTidpaoTIKOTNTAG.

10.2 Xnuikn otaBepdTnTa
2106epO KATW aTTO KAVOVIKEG OUVONKEG.

10.3 MBavéTNTA EMIKIVOUVWY aVTIOPAOoEWY
Emmkivduveg avTidpaoeig . Mrtropei va oxnuaTiosl EKkpnKTIKG Piyua OKOVNG-aépa KATa TN
OIdpKeIa TNG £TTECEPYATIAg, TOU XEIPIOHUOU 1] UTTO AANEG
OUVOAKEG.
MrTropei va avTidpdaoel Pe 1I0XUpoUS OEEIDWTIKOUG TTAPAYOVTEG.
10.4 ZuvORKEG TTPOG ATTOPUYAV
2 UVONKEG TTPOG ATTOPUYHV . OgpudrnTa, AGYEG Kal OTTIOEG.
ATTOQEUYETE TOV OXNUATIONS OKOVNG.

10.5 Mn cupBard uAikd
YAIK& TTpOG aTTOPUYN . O&eidwrika péoa

10.6 Emikivduva mTpoiévTa armroouvleong
Aegv gival yvwoTd emikivouva TTpoidvTa didoTTacng.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1 NAnpo@opieg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpo@opieg yia moaveég . Eiomvon
000U0¢ €kBeang Etraen pe 10 &épua
Kardrtroon

Etmaen patiwv
O¢cia To§ikOTNTO
EmBAaBEg o€ TTEPITITWON KOTATTOONG.
Mpoidv:
Oteia TogIKOTNTO OTTO TOU . EkTiynon oégiag To¢ikétnTag: 1.380 mg/kg
OoTONATOG MéBodog: MéBodog uttoAoyIouOoU

ZUOTATIKG:

Metformin:
Oteia TogIKOTNTO OTTO TOU : LD50 (Apoupaiog): 1.000 mg/kg
OTOUATOG
LD50 (Movriki): 1.450 - 3.500 mg/kg
LD50 (MiBnkog): 463 mg/kg

LD50 (KouvéAr): 350 mg/kg
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LD50 (Ydpdxoipog): 500 mg/kg

Sitagliptin Phosphate:
O¢eia To&IkOTNTA ATT6 TOU . LD50 (Apoupaiog): > 3.000 mg/kg
OTOMATOG

LD50 (Movriki): 3.000 mg/kg

AilaBpwon Kal epeBICOG TOU BEPUATOG
Agv Tagivopeital ye Baon TG BIOBECIYES TTANPOPOPIEG.

ZUCTATIKG:

Metformin:

Eidog : Kouvéh

ATToTéAECUO . EAa@pucg epeBiopds Tou dEpuaTog

Sitagliptin Phosphate:

Eidog . KouvéA
MéBodog . Meipapa Draize
ATroTéAECUQ . Kavévag epebioudg Tou dépuaTog

ZoBapn BAABN/epeBICUOG TWV PATIWV
Aev Tagivopeital ye Baon Tig 1ABECIUES TTANPOPOPIEG.

ZUCTOTIKG:

Metformin:

Eidog . KouvéA

ATroTéAECUQ . EAa@pdg epeBiopods Twv paTiwv

Sitagliptin Phosphate:

Eidog . Kouvéh
MéBodog . Meipapa Draize
ATroTéAeCua . EpebBicel Ta pdia.

AvaTtrveuoTiKh euaioOnrotroinon i euaiolnrotroinon Tou dépparTog
EvaioBnrotroinon Tou 8épparog

Aev Tagivopeital pe Baon TiG SIOBECIUESG TTANPOPOPIEG.
EvaioOnrotroinon Tng avarmrvong

Aev Tagivopeital ye Baon Tig SIOBECIUEG TTANPOPOPIEG.

ZUCTOATIKG:

Sitagliptin Phosphate:

Eidog Aokiung : TommkA dokiyagia Aeppadévwy (LLNA)
Eidog : Movriki
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MéBodog OECD KareuBuvtipia ypauuf dokiung 429
ATToTéAECUQ Agv euaioBnToTrolgi TO déppa.

MeTaAAaglyéveon YEVVNTIKWV KUTTAPWYV
Agv Tagivopeital ye Baon TIG SI0BECIUES TTANPOPOPIEG.

ZUOTOTIKA:

Metformin:
MovidloTogIkdTATA in Vitro

"ovIBIOTOEIKOTNTA iN Vivo

Sitagliptin Phosphate:
ovidioTogIKOTNTA in vitro

MovidioTogIkéTNTA in Vivo

Kapkivoyéveon

Eidog Aokiung: Baktnplokn dokipacia avdotpopng
peTrdAAagng (AMES)
ATTOTEAECGUQ: apPVNTIKO

Eidog AokiyAg: in vitro dokiun
200Tnua SOKIUAG: KUTTAPO AEUPUWUATOS TTOVTIKOU
ATTOTEAEGUQ: apPVNTIKO

Eidog Aokiung: XpwHOOWUIKA EKTPOTTN
2uoTnua SoKIUAG: AeUPOKUTTapA avlpwTTou
ATroTéAeCa: apvnTIKO

Eidog Aokiung: AoKiur PIKPOTTUPHAVWY
Eidog: Movriki

Tpoétog E@appuoyng: Ammé oTouaTog
ATroTéAeCa: apvnTIKO

Eidog Aokipng: TeoTt Ames
ATroTéAeCQ: apvnNTIKO

Eidog Aokiung: TeoT TTapapdppwong XPWHATOCWHATWY in
vitro

200Tnua SOKIUAG: KUTTaPa owBnKNG KIVECIKOU XAUOTEP
ATToTéAeCUQ: apvNTIKO

Eidog Aokiung: BAGBN kai emdiopbwon DNA -
atrpoypauuariorn auvbeon DNA o€ kKUTTapa BnAAoTIKWY - in
vitro

2uoTnua SoKIPAG: NTTATOKUTTAPA apoupaiou

ATToTéAeGUQ: apvNTIKO

Eidog Aokiung: AoKiur HIKPOTTUPAVWY
Eidog: MNovriki

Tpotrog E@apuoyng: Atd oTopaTOg
ATtToTéAeopa: apvnTiko

Aev Tagivopeital pe Baon Tig SI0BECIUEG TTANPOPOPIEG.
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AEATIO AEAOMENQN AZDAAEIAZ
oupewva pe Tov Kavoviouo (EK) apiBu. 1907/2006

Sitagliptin / Metformin Formulation

€3 MSD /) e

Sitagliptin Phosphate:

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
23 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 05.10.2017
2044922-00009
ZUCTATIKG:
Metformin:
Eidog Movriki
Xpovog ékBeong 91 eBdopdadeg
Adon 1500 mg / kg Bdpog cwpatog
ATtroTéAECUQ apvnTiKo
Eidog Apoupaiog, apoeVIKO
Tpotrog E@apuoynig AT otépaTog
Xpobvog ékBeong 104 eBdouddeg
Adon 900 mg / kg Bapog cwuaTtog
ATToTéAECUO apvnTiKO
Eidog Apoupaiog, BnAukd
Tpotrog E@apuoynig AT oTépaTog
Xpovog ékBeong 104 eBdouddeg
LOAEL 900 mg / kg Bapog cwuaTtog
ATToTéAECUO apvnTiKo
Opyava Z16xo0I MnATpa (TrepiAauBavouévou Tou TpaxriAou)
Maparnpnoeig O pnxaviouog f o TPOTToG dPACNG UTTOPEI va PNy gival

OXETIKOG OTOUG avOpPWTTOUG.

Eidog Movriki

Tpotog E@appuoyng ATT6 oTéHaTOG

Xpovog ékBeong 2 Emn

ATroTéAECUQ apvnTiko

Eidog Apoupaiog

Tpoétog E@appuoyng ATT6 1O GTOA (TTOCIMO VEPOD)

Xpovog ékBeong 2 Emn

ATroTéAEC O BeTIKO

Opyava Z16xo0I ZUKWTI

Mapartnpnoeig 2TIG OOKIMEG TTapATNPAONKE ONUAVTIKA TOEIKOTNTA

Kapkivoyévean - AEloAdynon

To Bdapog Tng amrddeIEng dev utTooTNPICEl TNV TAgIVOUNON WG
KOAPKIVOYOVOo

TogIkoTNTA YIA THV avVATTOpaywyn
Aev Tagivopeital pe Baon TiG SI0BECIUEG TTANPOPOPIEG.

ZUOTATIKG:

Metformin:

EmmTTwoeig otn yovipotnTa

Eidog Aokipng: MNovipétnra

Eidog: Apoupaiog

Tpotrog E@apuoyng: Atd oTopaTog

MNovipétnTa: NOAEL: 600 mg / kg Bapog cwpaTtog
AtrotéAeopa: Kapia eridpacn otn yoviudéTnra.
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Emdpdoeig otnv avdamTuén
TOU €UPpPUOU

Sitagliptin Phosphate:
EmmTwoeig otn yovipotnta

Emdpdoeig otnv avamTuén
TOU €uPpUOU

STOT-e@damas £ékBeon

Eidog Aokiung: Avarrruén

Eidog: Apoupaiog

Tpotrog E@apuoyng: Ao oTouaTog

To&ikoTnTta yia Tnv Avdartuén: NOAEL: 600 mg / kg Bapog
OwuaTog

AtrotéAeopa: Kayia emmidpaan oTnv TepaToyévean.

Eidog Aokiung: Epppuikh avartugn

Eidog: KouvéA

Tpotrog E@apuoynig: Ao oTépaTog

EpBpuikn togikdéTNTa.: NOAEL: 140 mg / kg Bdpog owuatog
AtrotéAeopa: Kayia emmidpaon aTnv TEpATOYEVEDN.

Eidog Aokiung: MNovipdtnTa/ TTpoepPpuikr avarTuén

Eidog: Apoupaiog

Tpotrog Epapuoynig: Ao otouaTog

MNovipétnTa: NOAEL Parent: 1.000 mg / kg B&pog cwpaTog
AtrotéAeopa: Ta reipduaTa o€ {wa dev KATESEIEaV Kapia
€TTidpaan OTn YOVIUOTNTA.

Eidog Aokiung: EuBpuikn avamTuén

Eidog: Apoupaiog

Tpoétog E@appuoyng: Ammé oTouaTog

Teparoyéveon: LOAEL: 250 mg / kg B&pog cwpaTog
AtrotéAeapa: AvixvelTnkav eUBPUOTOEIKEG ETTIOPACEIS KAl
avemluunTeg evépyeleg atov armoéyovo., Kapia emridpacn otnv
TEPATOYEVEDN.

Eidog Aokiung: EuBpuikn avamTuén

Eidog: Kouvéh

Teparoyéveon: NOAEL: 125 mg / kg Bdpog cwuaTog
AtrotéAeopa; Kayia emmidpaan oTnv Tepatoyévean.

Aev Tagivopeital pe Baon TiG SI0BECIUEG TTANPOPOPIEG.

STOT-emavelAnuuévn ékBeon
Aev Tagivopeital pe Baon Tig SI0BECIUEG TTANPOPOPIEG.

TogikoTnTa eTravalaupavouevng d6ong

ZUOTATIKG:

Metformin:

Eidog

NOAEL

Tpdtog Egappoyng
Xpoévog ékBeong
Mapatnpnoeig

Apoupaiog

125 mg/kg

ATT6 otéuartog

1 year

Agv ava@épBnKav onNUAvTIKEG AVETTIBUUNTEG EVEPYEIEG
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Sitagliptin Phosphate:

‘Ekdoon Huepounvia Ap1Bu6g AgATiou Huepounvia Tng TeAeuTaiag ékdoong:
AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 Ao@pdAgiag: Huepounvia mpwTtng ékdoong: 05.10.2017
2044922-00009

Eidog Kouvéh

NOAEL 100 mg/kg

Tpotrog E@apuoynig AT otopaTog

Xpovog ékBeong 1 Year

Mapatnpnoeig Agv ava@EPBNKav onNUAVTIKEG AVETTIOUUNTEG EVEPYEIEG

Eidog >KUAOG

NOAEL 50 mg/kg

Tpotog E@apuoynig YT1oddpia

Xpobvog ékBeong 2 year

Mapatnpnoeig Agv ava@EPBNKav onNUAVTIKEG AVETTIOUUNTEG EVEPYEIEG

Eidog MovrTiki

NOAEL 500 mg/kg

LOAEL 1.000 mg/kg

Tpotrog E@apuoynig AT oTépaTog

Xpoévog ékBeong >2yr

Opyava Z16xo0I Negppd

Eidog Apoupaiog

NOAEL 500 mg/kg

LOAEL 1.000 mg/kg

Tpotog E@appuoyng ATT6 oTéHaTOG

Xpovog ékBeong 14 ERSou

Opyava Z16xo0I 2ukwTl, Neppd, Kapdid, AdvTia

Eidog 2KUAOG

NOAEL 10 mg/kg

LOAEL 50 mg/kg

Tpoétog E@appuoyng ATT6 oTéuaTOG

Xpovog ékBeong 53 ERdou

Opyava Z16xo0I KevTpiko veupikd ouoTnua

ZUNTITWHATA ‘EANEIYPN 100pppOTTIag

MapaTnpnoeig O pnxaviopog A o TpOTTog OpACNG PTTOPEI va unv gival
OXETIKOG GTOUG avOPWITTOUG.

Eidog 2KUAOG

NOAEL 2 mg/kg

LOAEL 10 mg/kg

Tpoétog E@appuoyng ATT6 oTéuaTOG

Xpoévog ékBeong 27 EBoou

Opyava Z16xo0I 2KEAETIKOG puUg, Kevtpikd veupikd ouoThua

2UPTTITWHATA ‘EANEIYN 100pppoTTiag

Mapatnproeig O pnxaviopog A o TpOTTog OpACNG PTTOPEI va Unv gival
OXETIKOG OTOUG avOPWITTOUG.

Eidog MMienkog

NOAEL 100 mg/kg

Tpotrog E@apuoyng A6 otéuartog

Xpoévog £kBeong 14 ERSou
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Mapatnpnoeig © Aev ava@EpBnkav onUAvTIKEG AVETTIOUUNTEG EVEPYEIEG

TogikéTnTa avappdPnong
Aev Tagivopeital ue Baon Tig S1aBETIUES TTANPOPOPIEG.

Eptraipia a1md tnv avlpwirivn £€KBeon GTNV ousia

ZUCTATIKG:

Metformin:

ETragn pe 10 épua . Mapatnproecig: Mtropei va gpeBioel To déppua.

ETragnA pe Ta paria . Mapatnpnocig: Mtopei va epeBioel Ta pdTia.

Katdrtroon . Zupmmwpata: Aidppoia, Nautia, Epetédg, NaoTpevrepikeg
evoxAnoeig, Pouokwua, EEacBévion, EEAvTAnGn,
Movoké@aAog

Sitagliptin Phosphate:

Eiotvon » Zupmmwpata: Aoipwén TG avwTEPNS AvaTTVEUCTIKAG 00U,
dapuyyiTida, MovokéPalog

Katétroon . Zupmmwpata: Aoipwén TG avwTEPNS avaTTvEUCTIKAG 000U,

Pivogapuyyitida, MNovoképalog, Nauria, Névol oTo
uttoydoTpio, Aidppoia

TMHMA 12: OikoAoyIkéG TTANpo@oOpieg

12.1 To§ikéTNTA

ZUCTOTIKG:
Metformin:
TogikéTnTa OTA . EC50 (Pseudokirchneriella subcapitata (Trpdciva @ukia)): >
PUKn/udpoBIa QuTh 100 mg/I
Xpovog ékBeong: 72 h
MéBodog: OECD KareuBuvtApia ypauur dokiung 201
NOEC (Pseudokirchneriella subcapitata (Trpdoiva @ukia)):
100 mg/Il
Xpoévog €kBeong: 72 h
MéBodog: OECD KareuBuvtrpia ypappur dokiuig 201
ToikoTnTa O€ . EC50:>1.000 mg/l
MIKpOOpPYavIouoUg Xpovog ékBeong: 3 h
Eidog Aokiung: MNapeutrddion TngG avatrvorg
MéBodog: OECD KareuBuvtrpia ypapur dokiung 209
ToikoTnTa OTO WapIa : NOEC: 10 mgl/l
(Xpovia TogikoTnTa) Xpoévog €kBeong: 33 d
Eidog: Pimephales promelas (XovTpoké@aAog KUTTpivog)
M¢éBodog: OECD KareuBuvtrpia ypapur dokiung 210
ToikoTnTa OTIg 0AQvieg kai  :  NOEC: 40 mg/l
GAAa udpPORIa HaAdKIa Xpoévog €kBeong: 21 d
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(Xpovia ToéIkoTnTa)

Sitagliptin Phosphate:
To&ikétnTa oTa Wapia

To&IKOTNTA OTIG BAPVIES KA
AAAa uBPORIa HaAdKIa

TogikéTnTa oTA
dukn/udpdBIa QuTa

TogikéTnTa O€
MIKPOOPYQVIOUOUG

To&ikéTnTa oTa Wapia
(Xpovia TofIkéTnTa)

ToIkoTNTa OTIG OAPVIES KAl
GAAa udpORia paAdkia
(Xpoévia TogikoTnTa)

Eidog: Daphnia magna (NepOWuAAOG 0 Péyag)
MéBodog: OECD KareuBuvtApia ypauur dokiung 211

LC50 (Pimephales promelas (XovTpoké@ahog KUTTpivog)): >
100 mgl/l

Xpovog ékBeong: 96 h

MéBodog: OECD KareuBuvtipia ypauuf dokiung 203

EC50 (Daphnia magna (NepowuAAog o péyag)): 60 mg/l
Xpovog ékBeong: 48 h
MéBodog: OECD KareuBuvtipia ypauun dokiung 202

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

Xpovog ékBeong: 96 h

MéBodog: OECD KareuBuvtApia ypauur dokiung 201

NOEC (Pseudokirchneriella subcapitata (Trpaaiva @ukia)): 2,2
mg/I

Xpovog ékBeong: 96 h

MéBodog: OECD KareuBuvtApia ypauur dokiung 201

EC50 : > 150 mg/l

Xpovog ékBeong: 3 h

Eidog Aokiung: Mapeutmddion Tng avatvong
MéBodog: OECD KareuBuvtipia ypauun dokiung 209

NOEC : 150 mg/|
Xpovog ékBeong: 3 h
Eidog Aokiung: Mapeutmddion TG avatrvong

NOEC: 9,2 mg/l

Xpovog ékBeong: 33d

Eidog: Pimephales promelas (XovTpoké@aAog KUTTpivog)
MéBodog: OECD KareuBuvtrpia ypapur dokiung 210

NOEC: 9,8 mg/l

Xpoévog €kBeong: 21 d

Eidog: Daphnia magna (NepdwuAAog o péyag)
MéBodog: OECD KareuBuvtrpia ypapur dokiung 211

12.2 AvOeKTIKOTNTA KOl IKAVOTNTO ATTOdOUNONG

ZUOTATIKG:

Metformin:
Biloatmrodounoiyotnra

ATroTéAeopa: TAXEWG ATTOIKOSOUNCIYO
Bioatroikodéunon: 50 %
Xpovog £kBeong: 2 Qpeg
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Sitagliptin Phosphate:
Bioatrodounoiyétnra

2108epdTNTA OTO UBWP

ATTOTENECA: U TOXEWG ATTOIKOOOWNOIWO
Bioatroikodopnon: 39,7 %

Xpévog ékBeong: 28 d

MéBodog: OECD KareuBuvtipia ypauun dokiung 314

pH: 7
Y&pbAuon: 50 %(401 d)
MéBodog: OECD KarguBuvtApia ypauur dokiung 111

12.3 AuvatéTtnra BIOCUCOCWPEUCNHS

ZUOTOTIKA:

Metformin:

2UVTEAEOTAG KOTAVOMNG: N-

oKTavoAn/vepd

Sitagliptin Phosphate:

2UVTEAEOTAG KATAVOMNAG: N-

oKkTavoAn/vepd

12.4 KivnTiIkOTnTA OTO £30POG

ZUOTATIKG:

Metformin:

Alavoun peTagu Twv
TTEPIBAANOVTIKWV
OIaUEPIOUATWYV

Sitagliptin Phosphate:

Alavoun peTatu Twv
TTEPIBAANOVTIKWV
OIaUEPICUATWY

log Pow: -2

log Pow: -0,03

log Koc: 4,3
MéBodog: OECD KareuBuvtipia ypauun dokiung 106

log Koc: 4,37

12.5 AmroteAéopara Tng agioAdynong ABT ka1 aAaB

Aixwg onuaacia

12.6 AAAEG APVNTIKEG ETTITITWOEIG

Aev utT@pyouv aTolxeia

TMHMA 13: ZToixeia oxeTika pe Tn didbeon

13.1 Mé6odol diaxeipiong amoARTWV

Mpoidv

KataoTtpépetal Aapdavovtag utr” oyn Tig 0dnyieg TwV TOTTIKWY
UTTNPECIWV.

2Uupewva pe Tov Eupwtraiké Katdhoyo AtroBARTwY oI Kwdikoi
Twv ATTORBAATWYV avagEépovTal aTn XpAon Kal 6x1 aTa TTPoidvTa.
O1 kwdikoi atroAATWYV TTPETTEI Va KaBopioBoUv atrd Tov
XProTn, oo 10 duvard O CUVEVVONON UE TIG UTTNPETIES
01a0e0nG atmoBANTWV.
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Mn kaBaplopéveg : Ta ddeia doxeia TTPETTEI VA HETAPEPOVTAI OE EYKEKPIUEVO
OUOKEUAOIES (TTOKETA) MEPOG dlaxeipiong aTToRANTWY yia avakUKAwoN A amoéppiyn.

Av dev UTTOBEIKVUETAI KATI BIAQOPETIKO: ATTOPPIYTE TO WG UN
XPNOIPOTTOINUEVO TTPOIOV.

TMHMA 14: NMAnpo@opisg OXETIKA JE TN HETAPOPA

14.1 Ap1Buég OHE

Agv eAéyxeTal wg eTTIKivOUvo ayaBo
14.2 Oikeia ovopacoia amrootoAig OHE

Agv eAéyxeTal wg eTIKivOuvo ayaBo
14.3 Ta&n/-e1g KiIvdUvou KaTd TN HETAPOPA

Agv eAéyxeTal wg emikivduvo ayabo
14.4 Opdada cuokKevaoiag

Agv eAéyxeTal wg eTIKivOuvo ayaBo
14.5 MNepiBaAAovTiKoi Kiviuvol

Agv eAéyxeTal wg eTIKivouvo ayabo
14.6 E1d1kég Tpo@uAdelg yia Tov XpRoTn

Mn e@apudoipo

14.7 X0dnv peTagopd cupewva pe 1o rapdprnua ll Tng cuppaocng MARPOL kal Tou KWSIka
IBC

Maparnpnoeig . Aev 10Ul yia TO TTPOIOV OTTWG dIaTIOETAI.

TMHMA 15: ZToi1x€ia vOOBETIKOU XapaKTAPA

15.1 KavoviopoilvopoBeoia oXeTIKA e TNV Aao@AALIA, TNV UyEia Kal To TTEPIBAAAOV yia ThV
ougia 1| To peiypa

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

ayopa Kal TN Xpnon OPICHEVWY ETTIKIVOUVWY OUGIWY,

TTAPOACKEUOOHATWVY Kal avTiKelhevwy (Mapaptnua XVII)

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

59).

REACH - KardAoyog ouGIwv TToU UTTOKEIVTAI O€ . Mn gpapudoipo
adei0d6tnan (Mapaptnua XIV)

Kavoviopog (EK) apiB. 1005/2009 yia Tig oucieg TTou . Mn gpapudoipo
KATaoTpEPOUV TN OTIRAdA Tou 6LOVTOG

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

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

KoivoBouAiou kai Tou ZUPBOUAiOU OXETIKA WE TIG

€EAYWYEG KOl EI0AYWYEG ETTIKIVOUVWV XNHIKWV

TTPOIOVTWY

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

QVTIYETWTTION TWV KIVOUVWY PEYAAWY aTUXNUATWY OXETICOUEVWV UE ETTIKIVOUVEG OUTIES .
Mn epapudoiIuo
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To CUCTATIKA TOU TTPOIGVTOG AUTOU TTEPIEXOVTAI OTOUG TTOPOKATW KATOAGYOUG:

AICS . Oev éxel TTpoodIoploBei
DSL . Ogev éxel TTpoadioploBei
IECSC . Ogv éxel TTpoadIopIoBEi

15.2 AgIoAdynon XNHIKAG ao@AaAsiag
Agv €xel TTpaypaToTroinBei agloAdynon XNMUIKAG 0OQAAEING.

TMHMA 16: AAAeg TTAnpogopieg

AMN\eG TTANPOPOpPIES . ZToixeia O1Tou €x0uv Yivel aAAQyEG OTNV TTponyoulEvn €Kdoon
ETTIONUAiVOVTAI OTO CWHPA auToU TOU £yyPAPOU e dUO KABETEG
YPAUES.

MAAQpeg keipevo Twv Ppdoewv H

H302 . EmBAaBég og epimrwon Katdmroong.
H319 . MpokaAei coBapd opBaAuIKS epeIoud.
MARpeg KEipevo AAAWYV cuvTOHOYPAPIWYV

Acute Tox. . O&eia TogIkOTNTO

Eye Irrit. . EpeBiopdg Twv opBaApwy

ADN - EupwTtaikf Zup@wvia yia tn O1€bvr) PeETaQopd €TTIKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWV 00wv; ADR - EupwTtraiky cup@wvia yia TIG OIeBveic OOIKEG UETAPOPES
eMKivOUVwyY gutropeupdTwy; AICS - AucoTpoAiavd eupeTApIo  XNMIKWVY ouciwy; ASTM -
Apepikavikr) eTaipeia dOKIHWV UANIKWvY; bw - Zwuatiké Bdapog; CLP - Kavoviouég tepi
Ta&ivounong, EmonRuavong kai Zuokeuaoiag, Kavoviouég (EK) Ap. 1272/2008; CMR -
Kapkivoyévog, petaAlagloydvog ouaia fi ouaia Togikn yia Tnv avamrapaywyr; DIN - MpdTutro Tou
leppavikoU IvoTitoutou Tutromroinong; DSL - Kartdhoyog oikiakwy ouciwv (Kavaddg); ECHA -
EupwTtraikdg Opyaviopog Xnuikwyv Mpoidvtwy; EC-Number - ApiBuég EupwTraikig Koivotnrag;
ECx - Zuykévipwon Tou oxeti¢etalr pe avramokpion x%; ELx - lMoocootd empBdpuvong tmou
oxeTiCeTal ye avrattokpion x%; EmS - Xpovodidypappa éktaktng avaykng; ENCS - Ymapyxouoeg
Kal véeg XnUIkEG ouaieg (latrwvia); ErCx - Zuykévipwon TTou OXeTiCeTal Je avTaTTokpion puBuou
avénong x%; GHS - MNMaykoéopio evapuoviopévo cuotnua; GLP - OpBr epyacTnpIakr TTPOKTIK;
IARC - AieBvnig Opyaviopog Epsuvwov Kapkivou; IATA - AieBvAg ‘Evwon Agpouetagopwy; IBC -
Aigbvig KwdIKag yia TNV KATAOKEUR KAl ToV £EOTTAICHO TwV TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVO
XNMIKG xudnv; IC50 - Mior péyiotn avaoTaATikh ouykévipwon; ICAO - AigbvAg Opyaviouog
MoAimikng Aegpotropiag; IECSC - Eupetipio umrapxouowyv xnuikwv ouciwv oTtnv Kiva; IMDG -
Aigbvig NauTiAlokog Kwdikag Etikivouvwy Eidwyv; IMO - Aigbvrig NauTiAlakdg Opyaviopog; ISHL
- Nopog Trepi Biopnxavikng ac@dAeiag kai uyeiag (lamwvia); 1SO - AigBviig Opyaviouog
Tumromroinong; KECI - Eupetiipio uttapxoucowv Xnuikwyv ouciwv Tng Kopéag; LC50 - Oavdaoiun
ouykévipwaon oto 50% TAnBuopou dokiung; LD50 - @avdoiun &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
(duopeveig) emdpdoeig; NOELR - Tlooootd emBdpuvong oOTo OT0i0 Ogv  TTapATnEOUVTaI
emopaoelg; NZIoC - Eupethpio xnuiKwv ouciwv Tng Néag ZnAavdiag; OECD - Opyaviouog
Oikovopikng Zuvepyaoiag kal Avamtuéng; OPPTS - Ymnpeoia Ao@aleiag Xnuikwyv Ouciwv Kal
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MpoéAnwng Tng Putravong, PBT - AvOekTIkr, BlooucowpeuTik Kal Tolkr ouoia; PICCS -
Eupetrpio xnuikwv ouciwv Twv PiAmrmmivwy; (Q)SAR - (MoooTikr) oxéan douAg-0paaTnEIOTNTAG;
REACH - Kavoviouég (EK) Ap. 1907/2006 Tou EupwrtraikoU KolvoBouAiou kal Tou ZupfouAiou
OXETIKA Me Tnv Kataxwplion, agioAdynon, adeioddTnon Kal ToV TTEPIOPICUO TWV  XNMIKWV
mpoidviwy; RID - Kavoviouoi yia TG O1€Bveic O1ONPOOPOUIKEG METOPOPEG  ETTIKIVOUVWV
eutropeupdTwy; SADT - Ogpuokpaoia autoetiTaxuvouevng atmoouvBeong, SDS - AeAtio
Aedopévwyv Aopaheiag; SVHC - ouoia tmou TTpokaAei TTOAU peydAn avnouyia; TCSI - Eupetripio
XNMIKWV ouciwv NG TdiBdav; TRGS - Texvikd TrpdTuTIO YIa TIG £TTIKiVOuveg ouaieg; TSCA - Néuog
Tepi eAéyxou TOGIKWV ouoiwv (Hvwpéveg TMoAieieg); UN - Hvwpéva ‘EBvn; vPVB - 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
XPNOIJOTTOIRONKAV yia Tn eChem kai Tov EupwTradiké Opyavioud Xnuikwv Mpoidvtwy,
ouvtagn Tou AeAtiou http://echa.europa.eu/

Aedopévwv Aopaleiag

Tagivépnon Tou Jiyparog: Aladikacia Ta§ivopnong:

Acute Tox. 4 H302 MéBodog utroAoyiouoU

O1 TAnpo@opieg oe autd 1o AeAtio Acdouévwv Ao@aleiag (SDS) avratrokpivoTval OTIG YVWOEIG
MOG KaTd 1O XpOvo TG £kdoaang Toug. O1 TTAnpogopieg TTpoopifovtal pévo oav kabodrynon yia
OwaoTO XEIPIoHO, XPrion, atmobAKeuaT, JETaPopd, 8iaBeon Kal EKAuan Kal &V BewpouvTal WG
gyyunaon ) podiaypa@ An TToIOTTAG yia OTToIovOrTTOTE TUTTO. OI TTANPOPOpPIES apopouv PHéVo To
€10IKO UAIKO TToU ava@épeTal aTnv apxr Tou AeAtiou Aedopévwv Ac@aAEiag Kal evoeXouévwes va
MNV 10xU0El O€ TTEPITITWON TTOU TO UAIKO auTd Tou AgATtiou Aedouévwy xpnaoiyotroinBei o
OuUVOUAO O Pe GAAa UAIKA 1 o€ AAAEG BladIKaaieg aTTd auTr TTOU ava@EPEeTal 0To AEATIO
Aedopévwy. O1 xpAoTeg Tou UAIKOU va Aaudvouy uttéyn Toug TIG TTANPOQOpPIEC Kal CUCTACEIG O€
ox£on Pe TN XprRon Trou €mmBupoU, oe axéon Je Tn diadikagia Kal atrobrkeuan,
oupTrepIAauBavouévng Kal TNG KATAAANASTATAG Tou UAIKOU Tou AeATiou Acdouévwv Aa@alAgiag oTo
TENIKO TTPOIOV TOU XPNOTN, KATA TTEPITITWAN.

GR/EL
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