European Directorate  Direction européenne

e e gyl Colistimethate sodium

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppova pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tpomomomifnke amd tov Kavoviopo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia
Ovopo ovoiag : Colistimethate sodium
Kodwog mpoidvtog : 201700355

1.2. Zuvo@eic mpocdtoplioPEVES YPNGELS TS OVGIAG 1] TOV PEIYIATOG KUL GVTEVOELKVUOIEVES YPIGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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 THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

EvawsOnromoinon tov déppatog, katnyopio 1 H317
IMnpeg keipevo twv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpnTEg QUOIKOYNMIKES EMOPAGELS, KAODG KoL EMIPAGELS 6TNV 0vOpOTIVY VYEia Ko 610 TEPIfarhov
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H317 - Mropei va tpokaréoet adlepyikn deppatikn avtidpaon.
Anhaoeig tpoeoraéng (CLP) © P261 - Anogebyete va avanviete okOVN/avabudoeic/aéplo/otayovidio/atnode/ekvepdpoTo.

P272 - Ta poivopéva evdvpota epyaciog dgv Tpénet va Byaivovy amd 1o xdpo epyaciog.

P280 - Na popdte mpootatenTikd yvTio/TposTatevTiicd evoOIaTo/LEGH OTOMIKNG TPOGTAUGIAS Y10 TO
naTio/10 TPOoMTO/TOL OV TLE.

P302+P352 - XE IEPIIITQXH EITA®HE ME TO AEPMA: [TA0Ovte pe apBovo vepo.

P321 - Xpetdleton ewdikh aymyn (PAéne copminpopoticés odnyieg mpdtov fondeidv oy eTikéTa).
P333+P313 - Eqv nopatnpnbei epebiopds tov déppatog 1 eppaviotei eEavonua:
Zoppovievbeite/Emokeqbeite yratpo.

P362+P364 - Bydhte ta. poAvopéva podyo kot TAOVTE To. TPV T0. EAVOYPT|CIULOTOGETE.
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Colistimethate sodium
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomndnke omd tov Kavoviouo (EE) 2020/878

P501 - AwgOgomn tov Tepleyopévou/mepiéktn o€ onpeio GLAAOYNG EmKivELVEV 1 EI01K®OV 0oPANTOV,
GUULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kon diebveig kavoviopovs.

Zrpavon oOpemvo. Le: eEapeital 1) EGMTEPIKT GLOKEVAGIM, Ta TEPLEYOUEVA TG OToi0G dgv vrepPaivovy Ta 10ml

Agv amarteitol ofjpavon

Agv vrdpyovv emmAéov TANpoPopie

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Eidog ovoiog ;. ITolvovotatikn oveio
Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Colistimethate sodium - <100 Skin Sens. 1, H317

TIMpeg keipevo tov tdoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyarvtepn dvvarh mosdma okovmilovtdg ) (kabapd Kot Lodakd amoppoenTiKd
mavi).
Métpa npdtav fondetdv HeTd amd emaen 1e o LaTio . Eemhovete to. pdtia pe vepod yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopies

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca KatdoBeons katdAinia yio v tepBaAlovco TupKayid.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVONG

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng avaykng . Amogevyete kGOe mepirt Ekbeon.
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Colistimethate sodium
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomndnke omd tov Kavoviouo (EE) 2020/878

6.1.2. ' GTope mov TPooPEPovy TPAOTES Podsies

Agev vrdpyovy emmA£ov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkevon

Agv vrdpyovv emmAéov TANpoeopie

Agv vrdpyovv emmAéov TANpopopieg

Béme tunua 1.

r

TMHMA 8: 'Eleyyog ¢ £k0gonc/atopiki tpoctacio.

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyikég oprokis Tipég

Agv vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvicTAPEVES S10dIKAGiES TUPAKOLOVONGNG
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.3. Zympatifovror sToygia poTaveng Tov aipa
Agv vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vrdpyovy emmA£ov TANPoPopieg

8.1.5. Ileproyés eréyyov

Agv vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinhor pnyovikoi £reyyor

Kotahinhor pnyovikoi £reyyol:
Awnpiote og kad e€aepilopevo ydpo. ZoviBog amarteiton GOOTNHA YEVIKOD UNXOVIKOD EAEPIGHOD TOV YDPOV.

8.2.2. ATopikdg TPOSTUTEVTIKOG EEOTAGNOG

8.2.2.1. IIpooTucio TOV HUTIAV KOl TOV TPOGATOV
Agev vrdpyovv emmAfov TANpoPopieg

8.2.2.2. TIpoctocio déppotog

IIpootacia Tov déppatog:

modd epyactnpiov

IIpoctacia ToV yeprav:
IIpoctotevTikd yavtio
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Colistimethate sodium
Agltio Agdopévov Acpaleiog

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

8.2.2.3. IIpocTocio TOV UVATVEVGTIK®OV 060GV

Agev vrdpyovy emmAov TANpoPopies

8.2.2.4. Ogppkoi kivovvor

Agv vrtdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vo1kég Kot (NUIKEG 1010TNTES

9.1. Zroygia Yo TG fAGIKES QUOIKES KO YNUIKES 1O10TNTES

oo Kotdotoon 1 Zteped
APDOUOL © Mn dwbéopo
Epgdvion T Zkovn.

Oopny : Mn dwbéopo
Opto ooung © Mn dwbéopo
Enpeto th&ewg © Mn dwbéorpo
Enpeto méewg : Mn dwbéopo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéems 1 Aev oyoet
Xoaumiotepo o6pro Ekpnéng 1 Aev oyoet
Avatato 6plo ekpnEpoTntog 1 Agvoydet
Enpeto avapreéng 1 Aev oyoet
Bgeppokpacio avtavaereéng 1 Aev oyoet
Bgppokpacio arocHvieong © Mn dwbéotpo
pH © Mn dwbéorpo
Awiropo pH : Mn dwbéopo
1EDdeC, KIVepoTicog (1) . Aev woybdel
Awdvtémto : Mn dwbéopo
2UVTEAEOTNG KOTAVOUNG GE PELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIkn TokvOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowréc TAnpogopisg

9.2.1. TIApo@opics oYeTKA pE TIS KLAGELS PUOLKOD KIvdUVOy

Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AAA0 YOpUKTNPIOTIKG AGQUAEing

Agv vrdpyovv emmAéov TANPoPOpieg

TMHMA 10: Xta0gp6tnTo KOl avVIIOPUoTIKOTNTO.

10.1. AvidpaoTiKOTNTA

Z108ep6 VIO KAVOVIKEG GUVONKES.

10.2. Xnpwn ota0gpotnTa

Agv vrdpyovv emmAéov TANpoPopieg

10.3. MBavoTNTO EMKIVOLVOV OVTIOPAGEDV

Kavévog yvootdg/-n/-6.
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Colistimethate sodium
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomndnke omd tov Kavoviouo (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Koapia o kavovikn xprion. BAéne tunqpa 7.

Ortav Beppaivetat péypt Tov onUeiov SACTOONG, EKTEUTEL ENKIVIVVOUS KOTVODG.

TMHMA 11: To&ikoloyikég TANpoPOpisg

Oé&ela to&icdmra (and oTOUNTOC) © Mn ta&vounpuévog

Oé&ela to&ucom o (deppoTikn) © Mn ta&vounpuévog

Oé&ela to&ucdmra (avamvon) © Mn ta&vounpuévog

AGBpmon kot epediopog Tov d€ppatog © Mn tag&vopnpévog (EArepatikd dedopéva)

ZoPapn opOaipn BAGPN/epebionog : Mn tag&vopnpévog (EArepatikd dedopéva)
EvatoOnromnoinen tov avamnvevotiko 1 © Mmnopei va Tpokodéoel aAAEPYIKT deppaTiKn ovTidpaon.
gvaicOntomoinon Tov dEppratog

MetaAro&ryéveon YevwnNTIKOV KUTTApOV 1 Mn ta&wopnpévog (EArepatikd dedopéva)
Kapxwoyéveon © Mn tag&wvopnpévog (EAepatikd dedopéva)

To&woTTa Y10 TV OVOTOPOYOYN : Mn ta&wvopnpévog (EAkepatikd dedopéva)

Edun to&ucdtta ota opyava-ctoyovg (STOT) — 1 Mn ta&wvopnpévog

e@amag éxBeon

Ewwn to&ikoétna ota 6pyava-ctoyovs (STOT) — . Mn tagwvopnuévog

emavelAnupévn ékbeon

Enmkwvduvomra avappoonong © Mn taéwopnpévos (Baoet tov dabécumv dedopévav, ta kptripta Ta&vounong dev mAnpovvrat)

Aev vadpyovy emmAfov TANpoPopieg

- Owodoyikég TANpopopicg

Owoloyia - yevikd © Aev mopovcidlet Wiaitepo Kivouvo yio to meptBailov.
Emucivéuvo yia to vddrvo mepiBarrov, Bpayunpddecpog @ Mn tagvounuévog

(0&bg)

Emucivéuvo yia to vddrvo mepiBarlov, pakporpoddecpog @ Mn tagvounuévog

(xp6vioc)

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmAfov mANpopopieg

3
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Colistimethate sodium
Aghtio Aedopévav Acpalreiog

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

12.7. AdheS 0pVNTIKEG EMTTAOCELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£60odor enelepyaociog amofijTov

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oy0et ‘ Aev 1oydet

14.2. Oweia ovopacio arostor)sc OHE

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdvvov KOTH TN HETAPOPA

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvet | Aev 1oyder

14.5. Ilgprfarrovtikn emKivovvoTnTa

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovv emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@UAGEELS YIa TOV PN GTY

Ermiyswo petagopa
Aev 1oy0et

petagopd pécw Bordcong
Agev 1oy0det

Evoépuo petagopd
Aev 1oydel

14.7. @aldooreg peta@opég x0oNy cdppmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTikd pe TV 06QAaAEWN, TNV VYEIO KO TO TEPLBAALOV Y10 TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmnpa XVII Too REACH (ITpoimobiceig mepropiopov)

Aev nepihappaveton oto [oapapmuo XVII tov REACH

Hapapmpa XIV tov REACH (Kotdloyog 00£1060Tn615)
Aev tepthapfavetat oto Mapapmpe XIV tov REACH (Katdloyog adei0ddtong)
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Colistimethate sodium
Aghtio Aedopévav Acpalreiog

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

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev neprhapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopog PIC (EE 649/2012, ITponyodpevn ovvaiveon petd amd evnpépmon)

Aev gpappoletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletat.

Kovoviondg mepi e€ac0évnong Tov 6Lovrog (EE 1005/ 2009)

Agv meptlopfavetar oTov KatdAoyo ovoimv mov e&acheviCovv to 6lov (Kavoviopdg EE 1005/2009)

Kavoviopég mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meptrapPdvetar(oviat) 6Tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio. kot
™ ¥XPNOT TPOSPOLUDV OVGLDY EKPTKTIKMDV)

Kovoviepéc mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg
Agev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhdoynon yMuikig ac@aielog

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
Ta&wounon g oveiag 1 Tov peiypatog. [pocdiopiopdg ovoiag/peiyportog Kot etoipeiog/entyeipnongc.

I\ peg keipevo ppaoccwv H ko EUH:

H317 Mrmopei vo. Tpokorésel AAEPYIKT SEPUOTIKN avTidpoon.

Skin Sens. 1 EvaisOntonoinon tov déppartoc, katnyopio 1

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TEPLEYOVTAL GE OVTO TO SEATIO TPOEPYOVTAL OO TNYEG TIG 0Toieg Bewpovpe a&omiotes. [Tapoia avtd, divovol
YOPiG Kapio eyydnon, pntn N appnTn, Yot MV aKpifeid Toug.

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 717



