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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Colistimethate sodium
Xnuwn Ovopacio : Colistimethate sodium
Kwd.-EE 1 232-516-9

apOpuog CAS : 8068-28-8

Kodwodg mpoidvtog : 201700355

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]

To&wdmTo 6TV avorapaywyr, Katnyopio 2 H361d
To&wdmTa 6TV avorapaywyn, Enmpdchetn katmyopia, emdpdoeg H362
o711 YoAovyio 1 HES® TNG Yolovyiog

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

"Yromto yio mpdrinon BrAaPng oto éuPpvo. Mmopei va. Prdyet Ta Bpéen mov tpEPovtat pe unTpikd yéia.
2.2. Ztoyeia eTIKETOG

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

GHSO08
Ipogwboromtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H361d - "Ymonto yw mpdxAnon PAaNg oto uppuo.

H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAL.
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Colistimethate sodium
Agltio Agdopévev Acpaleiog

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

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofAoETE Kol KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P263 - Amopehyete TV £maen 6T SLAPKELX THG EYKVHOGVVIG KOt THG YOAOL)iog.
P264 - ITAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GXOAUCTIKA HETA TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE OVTO TO TPOTOV.
P280 - No popdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
WATI0/T0 TPOCMOMO/TO AVTLAL.
P308+P313 - XE IIEPIIITQXH éxbeong 1 mbovotntag Exbeong: Zvpfovievdeite/Enoxepbeite
ytpo.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov mepiexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KavovioHove.

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

Ewovoypappata kvdovov (CLP) :

GHS08
2.3. AXLot kivovvor
Alheg mAnpogopieg : Evepyd ovotatikod (68 QapHoKELTIKE TPOTOVTQL).

ITpocoyn - n Tapodca ovaio dev Exel aKOUN SOKIUAGTEL TAPOC.

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

3.1. Ovoieg

Eidog ovoiog . TTohvovototikn ovoio

Ovopa AVayvopeTIKOg KOOTKOg % Koatdraén copoova pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

Colistimethate sodium apOpog CAS: 8068-28-8 <100 Repr. 2, H361d
Kw3.-EE: 232-516-9 Lact., H362

ITAnpeg keipevo tov niocemv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@Tov fondeidv

Tevikd pétpa podTev Ponderdv : Xe mepintoot apPoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod silomvon : Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAGT) TTOV

S1eVKOADVEL TNV avomvor]. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yotpo.

Métpa tpotmv Bondeldv petd and emaen pe To déppo : ATOPOKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GATOVVL KoL VEPO, Kol 6TN cuvéyetn Eemdévete pe (e6TO vepo.

Métpa tpotmv Bondetdv petd and exagn pe to pdtio : Eemlovete pe vepd kpotdvtog ta fAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletar o
TOVOG N 1 KOKKIVIAQL.

Métpa tpotmv fondetdv petd and katdroon : Eemlovete 1o otopa pe vepd (LOvo edv To dTopo dratnpel i aebnoelg tov). My yopnynoete moté

0TINTOTE OO TO GTOUN GE GTOLO TTOV £XEL YAOEL TIS aoONoElg Tov. ZvupPovievdeite/Emokepeite
apEcmG yoTpd.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES
Agv vrdpyovv emmAéov TANpopopieg

4.3."Evé€1&n omo1acdNmToTE amotTOOPEVIG GIECTIG LUTPIKNG PPOVTIdUG Kot E101KN G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg
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Colistimethate sodium
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

Emn\éov kivduvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va umv £pxoviat o€ Kopio ETaQt| He T0 TPoidv.
Ipoeurd&ers yio aoorn XEPIGUO 1 Amogevyete kaOe meprrt ékbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOGTA.
Mérpa vytewvig : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£PYOOLOKO StEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.

ZovOnkeg @OAUENG 1 Amofnkeveton og KoAG aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAloKT akTvoBolia.
Y\ cvokevasiog : AloTnpnote 6TOVG apYLKODG TEPIEKTEG.

Agev vdpyovv emmAéov TANpoPopieg

N=}
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Colistimethate sodium
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 : VTOKITPIVO AEVKO.
Epgpdvion 1 Ziovn.
Moprakn palo : 1749.8 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyio
Inueio &emg : Mn Swbéopo
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 : 6.5-85
Awdropo pH : Mn Swbéorpo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwdvtoTTo : Nepo: > 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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Colistimethate sodium
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: X100gp0TTO KO OVTIOPAGTIKOTTA

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&woloyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) : Mn ta&wounuévog (Baoet tov dtoabéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaon)
Oé&ela to&ucdmra (Seppotin) : Mn ta&wounuévog (EMelpaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounuévog (Mn cvumepacpatikd dedopéva)

Colistimethate sodium (8068-28-8)

LD50 and tov otdpaTog 68 0povpaiong 5450 mg/kg (Ap. RTECS GH1650000)
AGBpmon ko gpediopdg Tov dEppratog : Mn ta&wopnpévog (EMepartikd dedopévar)
pH: 6.5-8.5
ZoPapn opOaipkn PAaPN/epedionog : Mn ta&vopnpévos (Eriepatikd dedopéva)
pH: 6.5-8.5
Evaisbntomoinem tov avamvevoticob 1 1 Mn ta&vounpévog (EAepatikd dedopéva)
gvaucbntomoinon Tov déppatog
Metalho&Ly€veon YEVWINTIKOV KUTTAPOV : Mn to&wopnuévog (Baoet tov Stoféoipmv dedopévmv, Ta kprnpio toSvounong 6ev mAnpovval)
Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpio to&vounong dev minpovvan)
To&wodmTa 6TV avamopay®yn . Yronto yio mpdrinon BAGPng oo éuPpuo. Mropei va Brayet Ta Bpépn Tov TpEPovTaL e UNTPIKO
YoAQL.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (Mn coprepacpoticd dedopévor)
epanad éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvounpévog (Mn cupmepacpotiké dedopéva)
emavelnppévn €kbeon
Emucivduvomta avoppoenong : Mn ta&wopnpévog (EAleiatikd dedopévar)

Agv vdpyovv emmALov TANPOPOPiEs
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Colistimethate sodium
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Colistimethate sodium (8068-28-8)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Zopeave pe Tig StotdEels PETapopig To TPoidv atod de yapaktpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Mn pvBulopevo Mn poBulodpevo Mn pvOulopevo

14.4. Opaoda cvokevaciog

Mn pvOulopevo Mn poOuldpevo Mn poOulopevo

14.5. Ilgprforrovtikn emKivovvoTnTO

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Colistimethate sodium
Agltio Agdopévev Acpaleiog

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

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Mn pvOuldpevo

petapopd pécm Boraoong
Mn pvOuildpevo

Evoépuo petagopd
Mn pvOuildpevo

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpae XVII tov REACH (IIpodmoBéceic mepropiopov)

Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

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

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)
Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong

Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.
Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpovon erhaydv:
Ta&wounon g oveiag 1 Tov petypatog. [pocdiopiopds ovoiog/pelypatog Kot etatpeiog/entyeipnong.

Emonpavon ailaycdv

Tunpo Tpomomompévo cTorycio Hapotnpiicerg
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Mpoctédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apopog CAS Ipoctédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke
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Colistimethate sodium
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

1.2 Xpnon g ovsiog/Tov pelypratog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpénke

2.1 AvemB0OunTEG PUOIKOYNUKEG EMOPACELS, KAODG TpomomouOnke
Kot EMOPACELS 0TV avBp@OTIVY VYEin Kot GTO
neptPariov

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

22 Anhaoelg Tpoevraing (CLP) TpomomouniOnke

2.2 AnAooeig emkvdvvottag (CLP) TpomomouOnke

2.2 Ewcovoypappata ktvddvov (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdTev Pondeidv petd omd exogn pe to TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd silomvon Ipoctédnke

4.1 Métpa tpodtmv Bonbeldv petd and katdnoon Ipootidnke

4.1 Métpa tpdTev Bondedv petd amd enaen pe To TpomomouOnke
pétio

5.1 AxotdAANnAo TupocPectikd péGo Ipootédnke

5.1 KatdAiniao péoa mopdcPeong TpomomounjOnke

5.2 Yg TepInTOon TupKAYLIG TopdyovTal EXtKivovva Ipootédnke
TPoiovTo 0mocvvOEsTg

52 Kivduvog mopkayidc Agopédnke

53 TIpootaoio katd v TopdoPeon Ipootidnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&omhondg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG AVAYKNG TpomomouOnke

6.1 Tevikd pétpa Ipootédnke

6.2 Tlep1Barrovtiég TPOPLAGEELG Ipootédnke

6.3 T v amobfkevon Ipootidnke

6.3 MéBodot kabapiopon Ipootédnke

6.4 Hapanopny oe dAho tunqpota (8, 13) Mpootédnke

7.1 Emm\éov kivduvot katd v eneéepyocio Ipoctédnke

7.1 IIpoguldéels yio ao@ain xePLopuod Ipoctédnke

7.1 Métpa vylewvng Ipootidnke

7.2 YuvOnkeg O agNg Ipootidnke

7.2 YAkd cvokevaciog Ipootédnke

7.3 Edwcég yprioetg telucod katavoimt Aparpédnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV Ipootédnke

8.2 TIpoctacio tov epudv TpomomouOnke
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Colistimethate sodium
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
8.2 TIpootaoio opBaApmv Ipootidnke

8.2 Katdiiniot unyavikoi Ereyyot TpomomouOnke
8.2 [poctacio Tov déppatog TpomomouOnke
9 XPOHOL Mpootédnke

9 YdarodwalvtotnTa Ipoctédnke

9 pH Ipoctédnke

9 Moproxn palo Ipootidnke
10.1 AvtidpaoTtikodTTo Aparpédnke
10.3 MBavotTo emKivduvev ovTdpacemv Apupidnke
10.5 Mn cvpfatd vikd Aoupidnke
10.6 Enwcivduva mpoidvto amocdvieong Agopédnke
11.1 LD50 and tov 6T0p0T0G G 0povpaiong IIpoctédnke
12.1 Oworoyia - yevika Aparpénke
14.1 ApBuog OHE (ADR) ApupiOnke

ITqpeg keipevo ppaceov H xan EUH:

H361d "Yronto ywn mpdxinon BAGPNG oo Euppuo.

H362 Mmnopei va. PAoyeL Ta BpEPn TOL TPEPOVTOL pe UNTPLKO YEAOL.

Lact. To&wodmTa 6TV avorapaywyr, emmpdodetn katyopia, emdpacels otn yokovyio 1| HES® TG yaAovyiog
Repr. 2 To&wdmTa 6TV avorapaywyn, katnyopio 2

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtar and mnyég Tig onoieg Bempodpe adiomotes. [Tapdia avtd, divovtat
YOPIic Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTAL 6T KN [ag VOOV Kot pHropet Kat vor unv UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe

TEPIMTOON UTMOAELNG, VKNG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VoL YPTGLLOTOLEITOL Y0l TO GUYKEKPILEVO TTPoTldv. Edv o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTUL EO( EVIEYETOL VO LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL

npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIS, AcPUAEiNS Kot TEPPAAAOVTIKAOVY OTAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel

OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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