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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Ziprasidone

Kodwog mpoidvtog : 201600971

Svvdvopo : Ziprasidone, 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]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
Ewwn to&ikodmra og Opyava-ctdxovs Hotepa and pia epanas £kxbeomn, katnyopic H336
3, vapkmon

IIpeg keipevo twv nhmoemv H ko EUH: BAéne tuqua 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov

Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopds copemva pe tov Kavoviopo (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHSO07
Ipogworomtiky AéEn (CLP) : IIpocoyn
Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés og mepintwon katdmoong.
H336 - Mropei va tpokaréoet vevniio 1) {oAN.
Anidoeilg Tpopvriaéng (CLP) © P261 - Amogelyete va avamnviETe GKOVT.

P301+P312 - XE IMEPIIITQXH KATAIIOXHE: KaAéote t0 yotpd edv arcavdeite adobdeoio.
Zhpavon cOpemva pe: eEapeital 1 EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Ziprasidone
Agltio Agdopévov Acpaleiog

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

Agv amarteitol ofjpavon

Agv vdpyovv emmAfov mANpopopieg

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

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Ziprasidone - <100 Acute Tox. 4 (Am6 tov otoparog), H302

(ATE=500 mg/kg copotikov Bapovg)
STOT SE 3, H336

TIMApeg keipevo tov idoewv H ko EUH: BAéne tprpa 16

Aev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa npdTav Pondetdv petd and exaen pe o dEpuo : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovids ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa npdTav fondetdv HeTd and exaen pe o LaTio . Eemhovete to. pdtia pue vepo yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: TNV KOTOTOLEUN G TG TUPKO!

Katddnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLHG 1 Xpnowomomote péca KotdoBeons KatdAAnia yio v tepBarlovca TupKayid.

TMHMA 6: ] pinToon axovolug EKAvong

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

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. ' dTopo mov TPooPLpovy TPpdTEG Pondsieg

Agv vrdpyovv emmAéov TANpoPopieg
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Ziprasidone
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog tng £k0eong/atopiki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0gong Kot froloyukés oprokis Tipnég
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOV Gépa
Agv vrdpyovy emmA£ov TANPoPopieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyov

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyor:
Awnpiote og kaAd e€aepildpevo xdpo. ZoviBwg amorteitor GOSN YEVIKOD UNXOVIKOD EAEPIGULOD TOV YDPOV.

8.2.2. Atopikdég TPooTaTEVTIKGG EEOTAGHOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 epyaoTnpiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp0oTUGia TV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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Ziprasidone
Agltio Agdopévov Acpaleiog

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

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g meptparhovroroyikig £k0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdoTaon T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKoVI.

Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektomnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv ioyvet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inuelo avapregng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arochvheong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
Awdvtoétto : Mn dwbéopo
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

Téon atpumdv : Mn Swbéopo
ITieon atpod og Beppokpacio S0°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIxnpoopics GYETIKA PE TISC KLAGELS PUGIKOD KIvdHvou

Agv vrdpyovv emmAfov TANpoPopieg

9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2t00epd VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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Ziprasidone
Agltio Agdopévov Acpaleiog

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

Kapia og kavovikn ypiion. BAéne tpipa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SUOTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

111 Minpogopiss 1ia 7 Tias kwvdivov, émog opilovea otov kavovions (EK) api0. 12722008
Oé&ela to&icdmra (amd oTdON0TOC) . EmProfés o nepintoon kordmoong.

Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvounpévog

Oé&eia to&icdmra (avamvon) © Mn ta&vounpuévog

AGBpmon kot epediopog Tov d€ppatog © Mn ta&wvopnpévog (EAepatikd dedopéva)

ZoPapn opOaipkr BAGPN/epebionog : Mn tag&vopnpévog (EAreipatikd dedopéva)

EvatsOnromnoinon tov avamnvevotikon 1 © Mn taéwopnuévog (Baoet tov dabécipmv dedopévav, ta kprripta ta&vopnong dev TAnpovvrat)
gvaicOntomoinon Tov dEppratog

Metarlho&ryéveon YEVWNTIKOV KOTTAP®OV © Mn ta&wopnpévog (EArepatikd dedopéva)

Kapxwoyéveon © Mn taé&wopnpévog (EArepatikd dedopéva)

To&wdTTa Y10 TV OVOTOpOy®YN © Mn ta&wopnpévog (Iepartépm minpogopies: O&sia to&ucdTa)

Ewu to&wotnto ota dpyava-otoyovg (STOT) — : Mmnopei va tpokorécet vavniia 1 CoAn.

epanag £xbeon

Edun to&ucdtnta ota opyava-ctoyovg (STOT) — : Mn tag&wopnuévog (Iepartépm mAnpogopies: Edwn to&ucdtnta ota dpyava-otdoyovg (STOT) —
gmavelnupévn ékbeon gpamag £xbeon)

Emucvdovotnto avappdenong © Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kprripa tatvounong dev mAnpovval)

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 12: Owo)royikég TANPOQOPIES

Owoloyia - yevikd © Aev mopovcidlet Waitepo Kivouvo yio to meptBailov.
Emucivéuvo yia to vddrvo mepiBarrov, Bpayunpdbecpog @ Mn ta&vounuévog

(080¢)

Emucivéuvo yia to vddrvo mepiarlov, pakporpoddecpog : Mn ta&vounpévog

(xpdviog)

Aev vrdpyovy emmAfov TANpoPopieg

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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Ziprasidone
Aghtio Aedopévav Acpalreiog

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

TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T1 NETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oyvet | Aev 1oyder

14.2. Oweio ovopacio arostomig OHE

Aev 1oybet ‘ Aev 1oy0et ‘ Aev 1oydet

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

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvel ‘ Aev 1oyder

14.5. Tlgprfairovtikn emKivoLvOTITO

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovy emmAéov Stabéoipueg TANpoPopieg

14.6. Exdukég Tpo@uAaEelg Yia Tov XpioTY

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Aev 1oy0et

14.7. @alaooreg peTa@opég y0oNV cdpemva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavoviopoi/vopo0eoio 6YeTIKG pe THY 06QILED, TNV VYEIX KOl TO TEPIBGLLOY Y10 TNV 0VGia 1] TO peiypa
15.1.1. kavoviopoi EE

Hapapnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto Moapapmuo XVII tov REACH

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

Aev tepihapfavetot oto Mapapmmpe XIV tov REACH (Katdroyog adgi0d6tong)

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopiog PIC (EE 649/2012, ITpornyodpevn cuvaivesn peTd omoé evpépmon)

Aev gpappoletar.
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Ziprasidone
Aghtio Aedopévav Acpalreiog

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

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

Aev gpappoletar.
Kavoviopig mepi e€aodévnong tov 6Lovrog (EE 1005/ 2009)
Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapia ovoio(eg) mov meptrapPdvetoi(ovrar) 6Tov Katdrloyo Tpddpopmv ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe T gpumopio kot
™ XPNON TPOSPOUOV OVGLDYV EKPNKTIKMDV)

Kavoviopog wepi apodpopmv oveidv vopkontikdv (EK 273/2004)

Aev mepiéyel ovola(eg) mov meplapBaveTa(oviot) 6Tov Katdloyo Tpodpopmy ovotdv vapkatik®v (Kavoviopog EK 273/2004 oyetikd pe Tig TpOSpOLES 0VGieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon yMuikig ocQarelog

Agev vrdpyovy emmA£ov TANPOPopies

TMHMA 16: Alheg TAnpo@opieg

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&elo to&ikomta (amd Tov 6ToOHNTOC), Katnyopia 4

GTOHATOG)

H302 Emproapés oe nepintwon kotdmoong.

H336 Mmnopei va. tpokarécet vavniio 1} LaAn.

STOT SE 3 Ewdum to&ucotnta o Opyova-ctoxovs Votepa omd pia epamaé £kbeon, katnyopia 3, vapkwon

Agltio Asdopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpopopiec mov mepiéyoviatl o€ avtd 10 deATio mpoépyovtal amd mnyEs Tig omoieg Oempovpe agiomiotes. [Tapora avtd, divovtan
xopig kapio eyydnon, pnmm N dppnn, yro mv axpifetd Tous.
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