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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag . Vinblastine

Kodwog mpoidvtog : 201600959

Svvdvopo : Vinblastine, salts, 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 avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

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

Metodla&lyéveon yevVnTIK®V Kuttdpov, katnyopio 2 H341
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnNTEG PUOIKOYNMIKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY VYEio Kar 6To TEPLpdilov
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

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

GHS08
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H341 -'Yronto yio mpdrAnom YEVETIKOV EAUTTOUATOV.
Anidoeilg Tpopvriaéng (CLP) : P202 - Mnv to ypnoiponomoete npv dofdoete Kot KatovonoeTe Tig 0dnyieg Tpo@vraéng.
P308+P313 - XE IEPIIITQXH ékbeong 1 mbavottag ékbeong: Zvppovevbdeite/Emokepbeite
yoTpo.

Zhpavon cOpemva pe: eEapeital 1 E0MTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Agltio Agdopévov Acpaleiog

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

Ewovoypdppata kivdvvov (CLP)

GHS08

Agv vrdpyovv emmAéov TANpopopieg

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

Ovopa AvayvopioTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Vinblastine - <100 Muta. 2, H341

TIMpeg keipevo tov rdoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiaov

Métpa pdTav Pondetdv petd and emaen pe o déppo : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
Tavi).
Métpa pdTav Pondetdv petd and exapn pe o Pt . Eemlovete 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 : KovBépta nupdcPeong.

Kivdvvog moproayidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons katdAinia yio v TepBUALOVGH TUPKAYLA.

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 Ekbeo.
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6.1.2. ' GTope mov TPooPEPovy TPAOTES Podsies

Agev vrdpyovy emmAov TANpoPopies

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 g £k0gonc/atopki mpoctacio.

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
Agv vrdpyovv emmAfov TANpoPopieg

8.2.2.2. TIpoctocio déppotog

IIpootacia Tov déppatog:

modd epyactnpiov

IIpoctacia ToV yeprav:
IIpoctotevTikd yavtio
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8.2.2.3. IIpocTocio TOV UVATVEVGTIK®OV 060GV

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv 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. Zroyygia Yo TG fAGIKES QUOIKES KA YN UIKES 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
Xoapmidtepo 6pro 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
AwAvtomzto : Nepo: 100 — 1000 g/l
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 OVTIOPAGEDY

Kavévog yvootdg/-n/-6.

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 47



Vinblastine
Agltio Agdopévov Acpaleiog
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Agv vdpyovv emmAfov mANpoPopieg

Koapia o kavovikn xprion. BAéne tunqpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIUOTOONG, EKTEUTEL EMKIVOVVOVS KOTTVOUG.

TMHMA 11: To&wko TANPOPOPiES

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

LD50, o&eia, Zupntdpoto/emidpaoetg katd v evoopAipia | < 50 mg/kg bw
xoptfiynon, Apovpaiog

AGBpwon kot gpediopdg Tov déppatog © Mn ta&wopnpévog (EArepatikd dedopéva)
ToPapn opOoipkn BAAPN/epedionog © Mn ta&wopnuévog (EAdepatikd dedopéva)
EvaisOntomoinon tov avarvevotikod 1y © Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Taévounong dev mAnpovvrat)
gvaucOntomoinom Tov d€ppatog
MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © 'Y®omto o TpOKANGOT YEVETIKOV EAOTTOUATOV.
Kapxwoyéveon : Mn ta&vounpuévog
Vinblastine
Aebvég Ivetitovto Epgvvav yio tov Kapkivo (IARC) 3 - Advvaro vo katnyopromom el
To&wodTTa Yo TNV aVaTopoyyn : Mn tag&wvopnpévog (Iepartépm mAnpogopies: Metalha&yEveon YEVVNTIKOV KUTTAP®V)
Eww to&icomra ota opyava-otoyovg (STOT) — 1 Mn ta&wvopnpévog
epamaé £xbeon
Ewwn to&ikomra ota opyava-otoyovg (STOT) — © Mn ta&wvopnpévog
emovelnppévn €xbeom
Enmkwvduvomra avappoonong © Mn ta&wopnpévos (Baoet tov dabéoiumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)

Aev vadpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TAnpo@opisg

Owoloyia - yevikd © Aev mopovcidlet Waitepo Kivouvo yio to meptBailov.
Emivduvo o to vddtvo meptBaiiov, Bpayvrpdbecpog : Mn ta&vopnuévog

(080¢)

Emkivduvo o to vddtvo meptBaiiov, pakporpdbeopog : Mn ta&vopnuévog

(xpdviog)

Agv vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg
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Vinblastine
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

: ZroyEia oYeTIKA pe TN d1d0gon

Agev vrdpyovy emmAfov TANpoPopieg

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

Xopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TovtdtTnTOag

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet

14.2. Oweia ovopacio arostolig OHE

Aev 1oy0et ‘ Aev woydet | Agv et

14.3. Taén/-e1g KivdOvov KaTd T PETOPOPA

Aev 1oydet ‘ Aev 1oy0et | Aev 1oybdet

14.4. Opédoa ocvokevaciag

Agv 1oy0gL Agv 1oyvet Aev 1oyder

14.5. TleprpairovTiKi} emKIVOLVOTNTO

Aev 1oy0et ‘ Aev woydet | Agv et

Agev vrapyovv emmAéov Stabéoipueg TANpoopieg

Eniyewo petagopa
Aev woyvet

peToQopd péom Boracong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0det

Agev 1oy0et
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Vinblastine
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopuo (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 vroyiguov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneiev ovcliov 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)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviouog EE 1005/2009)

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

Aev mepiéyet kapio ovoio(eg) mov meprapPdavetar(oviat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikav (Kavoviopos EE 2019/1148 oyetucd pe v epmopio kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kavoviopiog mepi mpodpopmv overdv vapkotikadv (EK 273/2004)

Aev mepiéyel ovola(eg) mov mepAapfaveTal(ovial) 6Tov KaTdAoyo Tpodpopmy ovstdv vapkeTtik®dv (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAfov TANpoPopieg

TMHMA 16: AlLheg TANPOQOPiES

Mpeg keipevo ppacewv H xor EUH:

H341 "YTOTTO Y10 TPOKANGT YEVETIKDV EANTTOUATOV.

Muta. 2 Metodra&yéveon YEVVITIKOV KLTTAp®V, Katnyopio 2

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpopopiec mov mepiéyovial o€ avtd To dertio mpoépyovtatl amd myég Tig onoieg Oewpodpe a&domotec. [Tapdro avtd, divovtor
xopig kapio eyydnon, pnm N dppnn, yro mv axpifeid Tous.
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