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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag . Polymyxin B sulfate

Kodwog mpoidvtog : 202200128

Svvdvopo . Polymyxin B sulfate, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTLEN KoL TNV EXOYYEALOTIKY EKTAIOEVLOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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
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1.4. Ap1Opiog 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]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
O&eia To&komra (814 TG €16TVoNg), Katnyopio 4 H332
IMnpeg keipevo twv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOunNTEG QUOIKOYNMIKES EMOPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY VYEia Ko 610 TEPIfaihov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

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

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) © H302+H332 - EmBraféc og nepintmon katdmoong 1 o€ nepintmon 16mvong.
Anidoeig Tpoevraéng (CLP) © P261 - Anogehyete va avanviete okOVn/avabuldoels/aépto/otayovidio/atpode/ekvepdpoTa.

P264 - TI\bvete ta xépia, Toug TNYE (avTIBpdyLo) Kot To TPOGOITO GYOAACTIKG HETA TO YEPIGUO.
P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnotponoteite avtd To TPOiov.

P271 - Na ypnowomotgitat povo o€ avoikto 1 KoAd agptlopevo ydpo.

P301+P312 - ZE INEPIITQXH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAXZEQON 1 éva
yutpo, av acbavieite adabecia.

P304+P340 - XE INEPIIITQXH EIXIINOHX: Metagépate tov mabovia otov kabapd agpa kat
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AQNOTE TOV VO EEKOVPACTEL GE GTAOT OV SIEVKOAVVEL TNV OVOTVOT.
P312 - Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva yutpd, av oicbavieite adiabecia.
P330 - Egn\dvete to oTOMA.
P501 - Awdbgomn tov Tepieyopévon/mepiéktn o€ onpeio cLAAOYNG emkivdLVeV 1} £181IKGOV amofAntmy,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG T/Kot SleBveig KOvoVIGHOVG.
Ifpoven cOppova pe: eEapeital 1 E0OTEPIKY CLCKEVAGIN, Ta TEPLEXOHEVA TNG Omoiag dev vepPaivovv to 10ml
Agv amarteitol ofjpavon

Agv vrdpyovv emmAéov TANpoeopie

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

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v odnyia
TPOiOVTOG 1272/2008 EK [CLP]
Polymyxin B sulfate - <100 Acute Tox. 4 (Amd tov otoparog), H302

(ATE=500 mg/kg copotikov Bapovg)
Acute Tox. 4 (A g eionvorg), H332
(ATE=1.5 mg/l/4h)

TIMpeg keipevo tov idoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyaivtepn duvarh moodtnta okovmilovids ) (kabapd Kot LolaKo amoppoenTikod
Tavi).
Métpa npdtav fondetdv HeTd amd emaen 1e o LaTio . Eemhovete to. pdtia pue vepo yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG : Xpnowomomote péca Katdofeons katdAinia yio v tepBailovco mopKayid.
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TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Aev vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopies

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: ‘Eleyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyukés oprokis Tipnég

Aev vrdpyovy emmAfov TANpoPopies

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vadpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBwg amotteitonr GOGTNHE YEVIKOD UNXOVIKOD EEAEPIGHOD TOV YDPOV.

8.2.2. ATOpIKOG TPOGTOTEVTIKOS £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg

03/04/2023 (Huepopmvia ékdoong) EL (eMnvikd) 317



Polymyxin B sulfate
Aghtio Aedopévav Acpalreiog

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

8.2.2.2. llpoctocia déppatog
IIpootacio Tov déppatoc:
oS8 epyasTnpiov
Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpocTocio TOV UVOTVEVGTIKAOV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vo1kég Kot ynpiKég 1010t TEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Duown Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Oopny : Mn dwbéopo
Op1o ooung : Mn dwbéopo
Enpeio th&ewg © Mn dwbéopo
Enpeto mh&ewg © Mn dwbéotpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéems 1 Aev oyoet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTnTog T Agvioydet
Enueto avapreéng 1 Aev oydet
Beppokpacio avtavaereéng 1 Aev oydet
Bgeppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDdeC, KIVEpoTicog (1) . Aev woybdel
AwAvtomzto : Nepo:>1g/l
ZUVTEAEOTNG KOTAVOUNG GE UELY 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
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowréc TAnpogopisg
9.2.1. IIAnpo@opics 6YETUKA PE TIC KAAGELS PUGIKOD KIVdVVOU
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA 06QULEing

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gpdtNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Polymyxin B sulfate
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmA£ov TANPOPopieg

Kapio og kavovikn ypnon. BAéme tunpa 7.

Ortav Beppaivetar péypt Tov onpeiov SOCTOONG, EKTEUTEL ENKIVIVVOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPiES

Oé&ela to&icodmta (amd cTOHUTOC) . EmProfés o nepintoon kotdmoong.
Oé&ela to&ucotnto (SeppoTiKn) : Mn ta&vounpuévog

Oé&ela to&ucdmra (avamvon) . EmProfés o nepintoon eionvonic.
AGBpmon kot epebiopdg Tov dEppatog : Mn ta&vounpuévog

ToPapn opOoipkn BAAPN/epedionog © Mn ta&wvounpévog
EvatsOnronoinen tov avanvevstikon 1 © Mn ta&wvounpévog
gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&vounpuévog
Kapxwoyéveon : Mn ta&vounpuévog

To&wdmTa Y100 TV Avemepoy®yn © Mn ta&wvopnpévog

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wvounpévog

gpamag £xbeon

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn taéwvopnpévog

emavelnupévn ékbeon

Enucvéovotnto avappdenong © Mn ta&vounpuévog

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owoloyia - yevikd 1 Aev nopovcidlet Wiaitepo kivduvo yio to TepBarlov.
Emucivéuvo yia to vddrvo mepiarlov, Bpayunpdbecpog @ Mn tagvounpévog

(0809)

Emucivéuvo yio to vddrvo mepidrlov, pakponpdbecpog : Mn tagvounpévog

(xpéviog)

Aev vopiototon Tayeio amocvvheon

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg
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Polymyxin B sulfate
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmALov TANPOPOpieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woyvet Aev woyvet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0gt Agv 1oyvet Aev 1oyder

14.3. Taén/-e1g KivdOvov KaTd TN PETAPOPA

Agv 1oy0et Aev 1oy0et Aev 1oybdet

14.4. Opéoa ocvokevaciog

Agv 1oy0et Agv 1oy0et Aev 1oydet

14.5. TleprpailovTiKi} emKIVOLVOTNTO

Aev 1oy0et ‘ Aev woyvet | Agv woyvet

Agv vrdpyovv emmAéov dobéaieg TAnpopopies

Eniyewo petagopa
Aev woyvet

peToQopa péom Boracong
Aev 1oy0et

Evaépra petagopd
Agev 1oy0et

Agv 1oy0et
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Polymyxin B sulfate
Aghtio Aedopévav Acpalreiog

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

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QAaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto [Moapapmuo XVII tov REACH

Hopapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)

Aev meptrapfavetat oto Mapapmpa XIV tov REACH (Katdioyog adeioddtong)
Kataroyog vroyigiov oveidv REACH (SVHC)

Aev nepihappavetor 6tov Katdroyo vroynelev ovoliov REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaivesn petd omé evpépmon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavukoi pomor)

Aev gpappoletar.

Kavoviopdg mepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Agv meptlapfaveTol 6Tov KatdAoyo ovoudv mov e&acbevilovv to 6Lov (Kavoviondg EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v tp6dpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meprapfdvetar(oviat) 6Ttov Katdrloyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kavoviopiog mepi mpodpopmv overdv vapkotikadv (EK 273/2004)

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

15.1.2. EOvikég drotaserg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: AlLheg TANPOQOPiES

Emoipaven alhaydv:
Ta&woéunon g ovciog 1 Tov HelyHaToC.

M peg keipevo ppacswv H kor EUH:

Acute Tox. 4 (A6 Tov O&ela to&kodTTa (amd Tov 6TOHNTOC), Katnyopio 4
GTOLOTOG)

Acute Tox. 4 (Ad g O&eia To&otnTa (S1é TG €16mVoNg), Katnyopio 4
€10TTVONC)

H302 Emprapés oe mepintwon kordmoong.

H332 Emprapés oe nepintwon g16mvonc.

Agltio Asdopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHEX Ot mAnpopopiec mov mepiéyovial o€ avtd 10 deATio mpoépyovtal amd mnyEs Tig omoieg Oempovpe agiomiotes. [Tapora avtd, divovtar
xopig kapio eyydnon, pnm N dppnn, yro mv axpifeid Toug.

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



