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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Metformin hydrochloride
Xnuwn Ovopacio : Metformin hydrochloride
Kwd.-EE 1 214-230-6

apOpuog CAS : 1115-70-4

Kodwodg mpoidvtog : 201600570

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon katdmoong. [Ipokaiel coPfapd opBaiikd epebiouo.
2.2. Xtoyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.
H319 - IIpokaiei coPapd opBaipikcd epediopo.
AnAdoeilg Tpoeviaéng (CLP) 1 P264 - [TAdvete ta xépua, Toug TelS (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpdrte, mivete M| kanvilete, 6Tav ypnoyonoteite avtd T0 TPOiov.
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P280 - No popdte TpocTATEVTIKG YOVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTIAL.
P301+P312 - XE ITEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavleite adwabecio.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Y0 0PKETE AEMTA. AV VILAPYOVV QOKOT ETAPNC, APALPESTE TOVG, OV £lval €0KOA0. Xvveyiote va
Eemlévere.
P330 - Eemhdvete 10 GTOA.
P337+P313 - Eav dev vroyopei 0 00Baipikog epebiopdc: Zvppovievdeite/Emorepbeite yotpd.
P501 - AuiBeon tov meplexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPAfTOV,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SeBVEIG KOvoVIGHOUG.

ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv ta 10ml.

Agv amtarteitol opavon

2.3. AlLot Kivovvol

Avt n ovoio/piypa dev mpet ta kprrfpta ABT tov kavoviepod REACH, Iapdptnpo XIII
Avt n ovoio/piypa dev mpet ta kprripa aAaB tov kavoviepod REACH, Hoapdaptpo XIIT
AlAeg mAnpoopieg : Evepyd ovotatiko (o QopULaKEVTIKA TPOTOVTQL).
ITpocoyn - N Tapodca ovaio dev Exel aKOUN SOKIUAGTEL TAPMC.

TMHMA 3: X9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOioVTOG 1272/2008 EK [CLP]
Metformin hydrochloride apOpog CAS: 1115-70-4 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 214-230-6 (ATE=1000 mg/kg)
Eye Irrit. 2, H319

ITAnpeg keipevo tov niocemv H kot EUH: BAéne tuniua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpa tpdTev Ponderdv 1 Xe mepintoot apBoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod silomvon 1 Metagépete Tov TofovTa 6ToV Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6E GTAOT) TOV
S1eVKOADVEL TNV avomvor]. Apriote Tov Tafdvia va Eekovpaotel. e nepintwon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpo 1 ATOPOKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOamOVVL Kot VEPO, Kal OTN cLVEXELD EemAévete pe (eoTd vepod.

Métpa Tpotmv Bondetdv petd and exapn pe to pdtio 1 Eemlovete apéomg Kol TOPATETAUEVO [LE VEPO KPATMOVTAG avoryTd To. PAEQapa TOVAG IGTOV 15
Aentd). Edv vdpyovv @oicoi emaeng, apaip£ote Toug, epocov eival evkolo. Zuveyiote vo Eemiévere.
Yvppovlevteite ylatpod edv cuveyiletat o TOVOG I 1| KOKKIVIAAL.

Métpa Tpotmv Bondetdv petd and katdroon . Eemlovete 1o otopa pe vepod (LOvo edv To dTopo dratnpel i aebnoelg tov). My yopnynoete moté
0TIONTOTE OO TO GTOUN GE GTOWO TTOV £XEL YGoEL TIS aotnoelg tov. Karéote apéowg 1o KENTPO
AHAHTHPIAZEQON/ywotpo.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APECES 1] PETAYEVEGTEPES
ZOUTTOUOTO/EMOPACELS LETA OO EMAPT LLE TOL LOTIOL : TIpoxaiei coPapd opBaipicd epebiopd. Epvbpdmra, Tovos.

4.3."Evé€1&n omo1a6dNToTE AMOLTOOPEVG GPEST|G LOTPIKNG PPOVTIdUG Ko E101KN G Oepaneiog

Agv vrdpyovv emmAéov TAnpogopieg
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 5: Métpa yro TV KOTOToAEP) 0N TS TVPKAYLAG

Katdnka péca mopdcPeong : Xpnowonowmote péca katdoPeons KatdAAnAa yo tv nepipdiiovoa Topkaytd. Ato&eidio Tov
avOpara. Yekaopodg pe vepd. Enpn okovn. KovBépta mopdoPeonc.

AxatdAnko TopocPecTikd HEGo : Mn ypnoponoteite peydin pon vepov.

X TePItTOOT TVPKAYLIG TOPAYOVTOL ENIKIVEVLVO : H atelig kavon anglevbepmdvet entcivéuvo povo&eidio Tov avBpaka, d10&eidio Tov avOpaia Kot

mpoidvta arochvieong Ao o€ aépra. [TiBovn amoBoin to&kod vEpoug.

MéTpa Y100 TNV KOTOTOAEUNGT THG TUPKOYLIG 1 Amogevyete T S1opLY1 TOL vEPOD TG TVPOGPESNS 6TO TEPPAALOV.
IIpoctacio kotd v TupdSPecT : Mnv engpPoivete yopic kKatdAAnio e£0TAGHO. AVTOVOUT OVOTVEVLGTIKT GUGKELT LE HOVOGT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN GKOVGLOG EKAVONG

Tevikd pétpa : Amo@evyeTe TV ETAPY) TOV TPOIOVTOG LE TO SEPLA, TOL HATLO ) TO POVYIGHO.

I'a Tpoc®mIKO GALO amd TO TPOCOTIKO EKTUKTNG UVAYKIG

Métpa éktaxtng avykng : ATMOUoKpOVETE TO TEPLTTO TPOSOTIKO.

TN dropa wov TpooPépovy TpdTES for)Bereg

E&onhopog mpootaciog : Mnv enepfoivete yopic katdrinio egonhopd. ' tepiocdtepeg TAnpopopics avaTpiste oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No anopevyetar 1 ehevbépwon oto mepBarrov. Epmodiote v 16060 6TOVG OMOYETEVTIKOVS Ay®YOVS 1) GTO SNUOGLO JIKTVLO VEPOL.

T v anobnkevon 1 ATOppoPNGTE TO HE £VOL 0OPAVEG VAIKO Kot TomoBeTNoTE T0 68 vav KatdAAnio mepiéktn didbeong
amofANToV.
MéBodot kabapiopon : Eem\Ovete Tig LOAVGUEVEG EPGvELES pe dpBovo vepd. Kabapiopds pe amoppumoviikd.

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@aAn yeipiopod : Amogevyete kaOe mepirt ékbeon. Dpoviicte MOTE 0 YOPOG epyosiag va e&uepileTal cOOTA.

Mérpa vyewvig : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to Tpoidv. Ta poivouéve evévpoo
epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kdbe
£PYOOLOKO StEAEY LI KoL LETE TO TENOG TNG EPYAGINGC.

TovOnkeg @OAUENG 1 Amofnkedeton og KoAd aeplopevo ympo. O meptéktng Sratnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAlkT akTvoBolia.
Y\ cvokevasiog : Anpnote 6TOVG apYKODG TEPIEKTES.

Aev vrdpyovv emmAéov TANpoQopieg

N=}
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

Agv vdpyovv emmALov TANPOPOPiEg

8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyol

Katarlinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletal cmotd. Zuvnbmg amatteitol cHOTNHA YEVIKOD HNyaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpooTaciog yio o patio. [Ipootatevtikd yvad pe midylo tpoctatevtikd. (EN 166)
IIpootacio Tov déppatog

Ipootacio Tov déppoToc:
Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpron € epyasTipla : Todld epyactnpiov. (EN 13034)

Ipocrocia ToV yepLodv:
Na popdte kordAAnio yavtie. IIpostatevticd yavtio avOektikd og ynukd npoiovra. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00GV

IIpocTocia TOV OVATVEVGTIKAV 00DV:
Y nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY LACK pe Pidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KotdoTaom 1 Xteped
PO : Aevko. oYed6V AgVKO.
Epgpdvion : Kpvotaiiot
Moprakn palo : 165,6 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyio
Inueio &emg 1 220-235°C
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextomto : Mn Swbéorpo
Xapnhotepo 6pio £kpnéng 1 Aev oyvet
Avdtato 6pro expn&pomrag : Agv woydet
Inueio avapredng 1 Agv oyvet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio amrocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
Awdropo pH : Mn Swbéorpo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwdvtoTTo : Nepo: 100 — 1000 g/l
ZUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Tdon atuodv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotta : Mn dwbéoyo
ZyETIKN TUKVOTNTO : Mn Swbéopo
ZyeTikn TuKvOTTO 0TUOV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotin) : Mn ta&wounuévog (EMelpaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounpévog (EMeparticd dedopévar)

Metformin hydrochloride (1115-70-4)

LD50 and tov otdpaTog 68 0povpaiong 1000 mg/kg (Ap. RTECS DU1800000)
AGBpmon ko gpediopdg Tov dEppratog : Mn ta&wopnuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpio ta&vounong dev minpovvon)
XoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipkod epebiopo.
Evaisbntomoinen tov avoamvevstikcod 1 1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
gvoucOntomoinon Tov déppatog
MetaAdo&ryéveon YEVVINTIKOV KOTTApOV : Mn ta&wvopnuévog (Baoet tov Stoféoipmv dedopévmv, Ta kprnpio toSvounong 6ev mAnpovvral)
Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtoféoipwv dedopévav, ta kprrnpio to&vounong dev minpovval)
To&wodmTa 6TV avamopay®yn : Mn ta&wounpévog (Baoet tov dtobéoipov dedopévav, ta kprnpia ta&vounong dev mAnpovval)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAiepatikd dedopéva)
epanag Exbeon
Ewum to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mn to&wvounpévog (Baoet tov dobécipov dedopévav, Ta Kprnpla tastvounong dev mAnpovval)
emavelnppévn €kbeon
Emucivduvomta avoppoenong : Mn ta&wopnpévog (EAleipatikd dedopévar)

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 12: Owoloyikég TANpoQopieg

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wounuévog (Baoetl tov drabéoipmv dedopévav, o kprmmpla ta&vounong dgv TAnpodvor)

(0&09)
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Emkivéuvo yur to vddrtvo meptBdilov, pakponpdbespog : Mn ta&vounpévog (Baoet tov dwbéoipmv dedopévav, ta kprripla tavopnong dev minpovviol)
(xpdviog)

Metformin hydrochloride (1115-70-4)

LC50 - Yapu [1] > 982 mg/1 (96 mwpeg, Lepomis macrochirus (I'akaloldyapo))

EC50 - Kapkvoewdn [1] 130 mg/l (48 dpeg, Daphnia magna (Nepdyvirog))

EC50 72h - @V [1] > 320 mg/l (72 dpeg, Scenedesmus subspicatus (IIpdowa eokn)) (Mébodog OOZA 201)
NOEC ypévia ywépuo > 10 g/l (34 nuépeg, Danio rerio(yapt CEPpa) (MEBodog OOZA 210)

NOEC ypbvia kapKivoetdn > 32 mg/l (21 nuépeg, Daphnia magna (Nepoyvirog)) (Mébodog OOZA 211)

Metformin hydrochloride (1115-70-4)

AvbektikodtnTa Kot ikavoTnte arodopuneng Agv vpiototor taygio omocvvheon

Agv vdpyovv emmAéov TANPOPOpieg

Aev vdpyovv emmAéov TANpoPopie

Metformin hydrochloride (1115-70-4)

Avti 1 ovoio/piypa dev mpet ta kprripia ABT tov kavoviepod REACH, Mapdptnpo XIIT

Avti 1 ovoio/piypa dev mpet ta kprripa aAaB tov kavoviepod REACH, Hoapdaptpo XIIT

Aev vdpyovv emmAov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPA.

Topeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

ZOpeva pe Tig StotdEels HETaPopag To TPoidv awTod de yapaktpiletat og emkivovuvo

14.2. Oweio ovopacio arostoig OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Mn poOulopevo Mn poBulopevo Mn poBulopevo
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ADR IMDG IATA

14.4. Opado cvokevaciog

Mn poBulopevo | Mn pvBulopevo | Mn poBulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn povOulopevo | Mn poBuldpevo | Mn poOulopevo

Aev vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypiotn

Eniyewo petagopa
Mn pubulopevo

petapopd pécm Baraocong
Mn pvBulopevo

Evoépuo petagopd
Mn pubulopevo

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty 06QaAEL0, TNV VYO KO TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hopaptpe XIV tov REACH (Katdloyog ad£1006Tnong)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev neptrapfdveton otov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwhig xpiong
Aev teptrapfavetatl otov Kavoviopd (EK) tov Zupfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTik®v Tpoédpopmv overdv (EE 2019/1148)

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetor(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi wpédpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLaBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VSIAV VapKeTIK®OV (Kavoviopog EK 273/2004 oyetikd pe Tig mpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&orhdoynon ymuikig ao@aietag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpovoen erlhaydv:
Ta&woéunon g ovciog 1 Tov peiypatoc.
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
Avtikafiotd v £kdoon Ipootidnke
svnuépmon Ipootédnke

1.1 Zuvovopa Aparpédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apBuog CAS Hpootédnke

1.2 TIeplopiopot otn yprion TpomomouOnke

1.2 Xpnon g ovciog/Tov Helypratog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemB0OuNTEG PUOIKOYNUKEG EMOPACELS, KAODG TpomomouOnke
Kot EMOPACELS 0TV avBp@OTLIVY VYEia Kot GTO
neptPariov

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomorovOnke
[CLP]

22 Anhooeig emkvdvvotnrog (CLP) TpomomouniOnke

2.2 AnAodacelg Tpoporaéng (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdtev Bondeidv petd amd exaen pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd eilomvon Ipootédnke

4.1 Métpa TpdTOV Pondeidv petd omd Katdmoon Ipootidnke

4.1 Métpa tpdTev Bonbeldv petd amd enaen pe To TpomomouOnke
pétio

42 ZOUNTOUATO/EMOPACELG LETG OO ETAPN LLE TO. Ipootédnke
péto

5.1 AxotdAAnAo TupocPecTtikd pécGo Mpootédnke

5.1 KatdAinia péca mopdcPeong TpomomounjOnke

5.2 Ye Tepinton TupkayLig Topdyovtol entkivévva Ipootédnke
TPOiovVTO 0mocvvOEST|g

52 Kivdvvog mupkayidc Aparpédnke

53 TIpootaoio katd v TopdoPeon Ipootédnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomorOnke

6.1 E&omhopndg mpootaciog Mpootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa Ipoctédnke

6.2 Tlep1Barrovtiég TpoPLAGEELG Ipootidnke

6.3 T v amobfkevon Ipootidnke

6.3 MéBodot kabapiopon Ipootédnke

6.4 Hapanoun oe dAho tunqpota (8, 13) Mpootédnke

7.1 IIpopulaéels yio ao@ain xepopuod Ipoctédnke
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Metformin hydrochloride
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
7.1 Métpa vylewvng Ipootidnke
7.2 YuvOnkeg O agNg Ipootédnke
7.2 YAkd cvokevaciog Ipootédnke

7.3 Edwcég yprioetg tedkol kotavaimt) Aoupidnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV Ipoctédnke
8.2 Ipoctacio tmv yepudv TpomomouniOnke
8.2 TIpootacio opBaApmv Ipootidnke

8.2 Katdiiniot umyavikoi Ereyyot TpomomouOnke
8.2 Ipoctacio Tov déppatog TpomomouOnke
9 Mopuaxr pao Ipootédnke

9 Enpeio éewg Ipoctédnke

9 APDHOL IIpoctédnke

9 Epopdvion TpomomouOnke
10.1 AvtidpaoTtikdTTo Aparpédnke
10.3 MBavomTa emkivduvemv ovTdpdcemv Aoupidnke
10.5 Mn cvpfatd vikd Aoupidnke
10.6 Emwcivduva mpoidvta amocdvieong Agopédnke
11.1 ATE CLP (Am6 T00 6TOHATOG) TpomomouOnke
11.1 LD50 and tov 6topatog 6€ 0povpaiong TpomomouOnke
12.1 NOEC ypévia yapua Ipootédnke
12.1 NOEC ypdvio kopKivoedn Ipootédnke
12.1 EC50 72h - ®oka [1] Ipoctédnke
12.1 LC50 - Yopua [1] Ipoctédnke
12.1 EC50 - Kapxvoewdn [1] Ipootidnke
12.1 Oworoyia - yevika Aparpédnke
IIMpeg keipevo ppaoswv H ko EUH:

Acute Tox. 4 (Amo Tov Oé&ela to&codmra (amd Tov 6TON0TOC), Katnyopia 4

6TONOTOC)

Eye Irrit. 2 YoBopn o@Oaipcr PAAPN/0pBokikdg epebiopdg, katnyopio 2

H302 EmProapég o nepintwon katdmoone.

H319 Ipokaiei coPapd opBuApkd epebiopo.

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoies Bempodpe aéiomotes. [Tapdia avtd, divovtat
Y0P Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoioVTog dev
VIOKEWVTOL 6T S1KN [ag OOV Kot Hropet Kat vor v UminTouy Kot 6TIS approdtdtntég pog. I'iontoig kot yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNTOTE TPOTO GUVIEVELEVN LLE, TO YEPLGUD, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VoL YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TTOV TAPEXOVTUL EO( EVOEYETOL VO LNV Vol EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KO
npoopilovTal Yo va TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOUG VYIRS, aoQUAEing Kot TEPPAAAOVTIKOV ATAITHCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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