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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog . Alprostadil
Xnuwn Ovopacio . Alprostadil
Kwd.-EE 1 212-017-2
apOpuog CAS 1 745-65-3
Kodwodg mpoidvtog : 201600037

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]

O&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360Fd
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpO oo pic EQATAs H370

£xbeon, katnyopio 1

Ewwn to&ikomra o€ 0pyava-ctdyovs Hotepa and exovelnuuévny  H372
£xbeon, katnyopio 1

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

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

To&wo og nepintoon Katdroons. Mmopet va BAGyet T yovipdtnto. "Yronto yo tpékinon PAaPng oto Euppvo. Ipokakei BAaPeg ota dpyava. [pokarel PrdPeg
ot Opyava VOTEPA amd TAPATETOUEVN 1) Emavenpévn EkOgom.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

o

GHSO06 GHSO08

Ewovoypappata kivovvov (CLP)

18/07/2025 (evnpuépwon) EL (eMnvikd) 1/12


mailto:sds@edqm.eu
http://www.edqm.eu/

Alprostadil
Agltio Agdopévev Acpaleiog

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

[pogdomomtkn Aé€n (CLP) : Kivdvvog

AnAdoelg emkvdvvomtag (CLP) : H301 - To&wo oe mepintmon KaTAmoongs.
H360Fd - Mmopei va. Brayet T yovipodtta. "Yronto yio mpdkinon PAAPng oto éufpvo.
H370 - IIpokoAei PAGBeg oTa Opyavo. (AVamTVEVSTIKO GUOTN LA, KOPILOYYEWKd cOGTNH).
H372 - IlpokoAei PAGBeg ota opyava (Skeletal system, Metaforopdc) votepa amd mopateTapévn 1
emavelnupévn ékbeon.

AnAdoeig Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 001 yieg mpv o T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVONGETE TIG 001YiEg TPOPOANENG.
P260 - Mnyv avamvéete okovn.
P264 - ITAovete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P280 - No popdte TpocTATEVTIKE YOVTIO/TPOGTOTEVTIKA EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P310 - ZE IIEPIITQXH KATAIIOZHEX: koAéote apéoms 1o yotpo.
P308+P311 - ZE IIEPIITQXH ékbeong 1 mbavig ékbeong: KaAiéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copumAnpopatikeég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTONA.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov mepiexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPATOV,
GOUPOVOL [LE TOVG TOTKOVS, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVelg KOvoviGHovE.

Znpavon coppova pe: E&apeitor ) ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv tao 10ml.

Ewovoypdppoata kivdvvov (CLP)

GHS06 GHS08
2.3. AX)ot kivovvor
Alheg mAnpogopieg : Evepyd ovotatikod (o8 QapHOKEVTIKE TPOTOVTQL).

ITpocoyn - N Tapodca ovsio dev Exel aKOUN SOKIULAGTEL TAP®C.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe tnv odnyia
TpoidvTog 1272/2008 EK [CLP]

Alprostadil apOpog CAS: 745-65-3 <100 Acute Tox. 3 (Am6 tov otoparog), H301
Kwd.-EE: 212-017-2 (ATE=228 mg/kg copatikov Bépoug)

Repr. 1B, H360Fd
STOT SE 1, H370
STOT RE 1, H372

ITAnpeg keipevo tov niocemv H kow EUH: BAéne tpnqua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpo mpdtmv fonderdv : e mepintoon apeBOAM®Y 1 €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT OV
S1eVKOADVEL TNV ovamrvon]. Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bondeldv petd and exaen He To déppa : ATOPOKPOVETE TO LOAVGHEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLLOTOG e ATAAD
GATOVVL Kot VEPO, Kl 6Tn cuvéyeta Eemhévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £dv cuveyiletatl o
TOVOG N 1 KOKKIVIAQL.
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Alprostadil
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE ATOWO OV £xeL YAoeL Tig aucbnoelg Tov. Karéote apéomng to KENTPO
AHAHTHPIAZEQN/yotpo.

Agv vdpyovv emmA£ov TANPOPOPie

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot
mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a aropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste oTnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
IIpo@ura&els yio ac@aAn yepiopod 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.
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Alprostadil
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cLoKeLT TpocTaciog Yo Ta pdtia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTEVTIKO povyicpd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm

APOLOL

Epodvion

Mopraxn palo

Oopny

Op1o oopng

Inpeio Eemg

Inpeio m&ewg

Inpeio Bpacpod
Evplextomta

Xopniotepo 6pio £kpnéng
Avdrtato 6pro ekpn&dmrag
Inueio avagregng
®gppokpacio avtavaereéng
Bgppokpacio arocvuvieong
pH

Yteped

Aevkd. KITpvonos.
Kpvotodlr okovn.
354.5 g/mol

Mn dwbéoyo

Mn dwbéoyo
~115°C

Mn dabéoyo

Mn dabéoyto

Mn dabéoyto

Aev 1oy0et

Agv 1oy0et

Agv 1oyvet

Agv 1oy0et

Mn dabéoyto

Mn dabéoyo
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Alprostadil
Agltio Agdopévev Acpaleiog

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

Awiopo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) : Agv oydeL
Awdvtomra : Nepo: <0.1 g/l
2uvTedeoTg KOTOVOUNG OE pelyHo N-0KTOVOANG/VEPOD <4

(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&icodmra (amd oToOHATOS) : To&wod og mepintmon Katdmoonc.
Oé&ela to&ucdmra (Seppotin) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Alprostadil (745-65-3)
LD50 and tov 6tdpatog 68 0povpaiovg 228 mg/kg
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wounuévog (EMeparticd dedopévar)
ZoPapn opOarpkn PAAPN/epedionog 1 Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevustikov 1 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (Mn coprepacpatikd dedopéva)
Kapxwoyéveon : Mn ta&wopnpévog (EAetpaticd dedopévar)
To&wodmTa 6TV avamopay®Yn : Mmnopei va. PAdyet T yovipodma. "Yronto yio mpdkinen BAAPng oto éufpvo.
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Ilpoxaiel BraPes ota Opyava (AVOTVELGTIKO GVGTNIE, KAPSIAYYELNKO GOGTNHLAL).
epanag éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : IIpokoaiei PAaPeg ota dpyova (Skeletal system, MetafoAopog) votepa amd mopateTapévn 1
emavelnppévn €kbeon emovelAnppévn €kbeon.
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Alprostadil
Agltio Agdopévev Acpaleiog

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

Enwivduvotnta avappdenong : Mn ta&wopnpévog (EMeiparticd dedopévar)

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vddrtvo mepiBdrrov, Bpayvmpodbecpog @ Mn ta&wounuévog (EMeaticd dedopéva)
(0809)

Emwcivduvo yio to vdartivo mepipdirov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)
(xpoviog)

Alprostadil (745-65-3)

AVOEKTIKOTNTO KO IKOVOTNTO 0T0dOUNoNG Aev voiotaton Tayeio anocvvieon

Alprostadil (745-65-3)

TUVTEAEGTNG KOTAVOUTNG G Pely o N-0KTavOAN S/ vEPOD <4
(Log Kow)

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmAéov TANPOPOpies

KGO pe 11 oabeon

Aev vrdpyovv emmAéov TANPoPopie

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 2811 UN 2811 UN 2811

14.2. Owkeio ovoposia arootoriig OHE

TOZIKA XTEPEA, OPI'ANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
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Alprostadil
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

Meprypogn eyypaoov peragopdg

UN 2811 TOEIKA ETEPEA, OPI'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, III

6.1, 11, (E) i
14.3. Ta&n/-e1g KivdHvov KOTA TN HETAPOPE.
6.1 6.1 6.1
6 6
14.4. Opado. cvokevaciog
1T 11T 1T

14.5. Ileprforrovtikn emKivovvoTnTo

Emucivduvo yia to meptfdiiov: Oyt

Emwcivduvo yio to mepifdirov: Oyt
MOoAVGHATIKOS TaPEYOVTOG Y10l TO VOGTIVO
mepdArov: Oyt
ApOuoc EmS (Ivprayd): F-A
ApBudc EmS (Awppony): S-A

Emucivduvo yia to meptfdiiov: Oyt

Agev vrdpyovv emmAéov Stabéoiueg TANPOPopieg

14.6. Ewdwkég mpo@uiacelg yia Tov ypiotn

Eniyewo petagopa

Kodwag tagvounong (ADR)

Ewwég dorages (ADR)
Iepropiopéveg mocotnteg (ADR)
E&upovpeveg mocdtnteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég dotaéelg ovokevooiog (ADR)
Awtdéel pektg cvokevacieg (ADR)

T2

274,614

Skg

El

P002, IBCOS, LP02, RO01
B3

MP10

Odnyieg yio popntég de&opevég kot epumopevpotokifaotio @ Tl

xvdnv (ADR)

Ewdwéc datdéers yuo popntég deEapevig Ko
sumopgvpotokBdTio xodnv (ADR)

Kodwog degapevig (ADR)

Ewucég doraels yia degapevég (ADR)

Oympo yio petopopd de&apevng

Katmyopia petapopds (ADR)

Ewwég dratdéerg yuo t petagpopd - Xvdnv (ADR)
Ewwég datdéerg yuo ) petagpopd - Doptwon,
eKQOPTOON Kat XePopos (ADR)

Ewwéc dratdéerg yio ) petapopd - Agttovpyio (ADR)

ApBv avayvodpiong kwvdovov (Képrep ApBp.)
Toptokoi dickot

TP33

SGAH, L4BH
: TU15, TE19
AT

2

VCl1, VC2, AP7

CV13,CV28

S9
60

60
2811

Kwdwds tepropiopdmv yio onpayyes (ADR) E
petapopd péco Baraocong

Ewu npopreyn (IMDG) 223,274
Iepropiopéveg moodteg (IMDG) Skg
E&upovpeveg mocdmreg (IMDG) El
Odnyieg ovokevaciog (IMDG) P002
Odnyieg ovokevaciog epnopevpatokiPotiov-oeéapevov  : IBCO8

(kwdkog IMDG)

18/07/2025 (evnpuépwon)

EL (eAnvicd)

712



Alprostadil
Agltio Agdopévev Acpaleiog

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

Ewucés dataées IBC (IMDG) : B3

Odnyieg yio de€apevég (IMDG) . Tl

Ewducés drataéers yuo deEapevég (IMDG) : TP33

Katyopieg poptiov (IMDG) DA

Inueio avapieéng IMDG)

1810t 1eg ko Tapanprioels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépuo petagopd

PCA E&upovpeveg mocdmteg (IATA) . El
PCA Tlepropiopéveg mocdtteg (IATA) 1 Y645
Kabapn péyiom mocdta yio mepopiopévn tocdmra @ 10kg

EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 670

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 100kg
KO yuoL 0epookaen petaeopds eoptiov (IATA)

Odnyieg cvokevaoiog LOVO Yo AEPOGKAPT LETUPOPES 1677
poptiov (IATA)

Méyiot mocoTNTO. LETAPOPAG OTOKAELGTIKG Ad : 200kg
aepookden petapopds poptiov (IATA)

Ewducée drotaéelg (IATA) : A3,AS
Kwdikog ERG (IATA) : 6L

14.7. @araooreg peTapopis yvony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaktipa

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe TNV 06@arera, tTny vysio kou to nepifariiov yia Ty ovcia 1| To peiypo
kavovicpoi EE

Mapéaptype XVII tov REACH (IIpodmoBécsic mepropiopov)

Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn0616)

Aev neprappaveton oto Mapaptnuoa XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev meptlapfavetotl 6tov KatdAoyo vroyneuwv ovcidv REACH

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

Aev nepthappdvetonr otov Katdloyo ovetdv mov e&acbeviCovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopiog tov Zvpfoviriov (EK) yio Tov £heyyo e1d0®@v Simhig ypfiong
Aev nepthappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyetucd pe v epmopio kot
™ ¥XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetay(ovior) 6Tov KoTdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANPOPopie
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Alprostadil
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
ApBuog OHE (RID) Ipoctédnke
Ap1Opog kdvov/umie podtov (ADN) Ipootédnke
Ynroypewtikodg eEomiopog (ADN) Ipootédnke
Emupenopeva péoa petapopds (ADN) Mpootédnke
E&mpovpeveg mocdtnteg (ADN) Ipoctédnke
Iepropopéveg moootnteg (ADN) Ipoctédnke
Etucéreg kivdvvov (ADN) Ipootidnke
Kwdwog ta&vopnong (ADN) Ipootédnke
KatdAinin ovopaocio aroctodng (RID) IMpoctédnke
Ap. Tavtomoinong kwdvvov (RID) Ipoctédnke
Aépoata e&npég (RID) Ipoctédnke
Ewwég daragers yio m petapopd - Doptmon, IIpoctédnke

£KQOpTOON Kot xepiopog (RID)

Ewwcég datdéerg yio  petagopd - Xodny (RID) | IIpootédnke

Metagopikny katnyopio (RID) Ipootédnke

Edwcég drataers yuo tig de€apevég RID (RID) Ipoctédnke

Kodwoi de&opevav yio tig defapevég RID (RID) | poctédnke

Ewdwég drotaéers yio komtég debapeveg ko xoomv | IIpoctédnke

nepiékteg (RID)
Odnyieg yo kvntég defapevég kat ooy nepiéktes | lIpootédnke
(RID)
Awtdéeis yio Tig pektég ovokevaoies (RID) Ipootédnke
Edwcég dataéers ovokevaoiog (RID) Ipoctédnke
Odnyieg ovokevaoiog (RID) Ipootédnke
E&mpovpeves mocdtnteg (RID) Ipoctédnke
Iepropiopéveg moosodtnteg (RID) Ipoctédnke
Ewum npopreyn (RID) Ipoctédnke
Katmyopia cvokevaciog (RID) Ipootédnke
Kddwag ta&vounong (RID) Ipootédnke
Avtikofiotd v ékdoon Ipoctédnke
gvnuépmon Ipoctédnke

1.1 Kwd.-EE IIpoctédnke

1.1 apBpog CAS Ipootédnke

1.1 Zuvavopa Aparpédnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/Tov pelypratog TpomomouniOnke

1.2 Kopuo katnyopia ypnong Agorpédnke
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Alprostadil

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

2.1 Avemb0OuNTEG PUGIKOYNUKEG EMSPACELS, KAODG TpomomouOnke
Ko EMBPACELS GTNV avOpOTIVI VYELD KoL GTO
neptPariov

2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | TpomomouniOnke
[CLP]

2.2 Anioocelg emkvdvvomtag (CLP) TpomomouOnke

22 Anhaoelg Tpoevraing (CLP) TpomomounjOnke

2.3 AMeg mAnpoopieg Ipoctédnke

4.1 Tevikd pétpa Tpmtmv fondeidv Ipootidnke

4.1 Métpa tpodtev Bondedv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bonbeldv petd amd glomvon TpomomouOnke

4.1 Métpa tpdtmv Bonbeldv petd and katdroon TpomomouOnke

4.1 Métpa tpdTev Bondeidv petd amd emogn pe to TpomomouOnke
pétio

4.2 ZOUTTONOTO/EMSPACELS Agorpédnke

4.2 ZoURTOUOTH/ EMOPACELG LETE 0td KaTdmoon Aparpédnke

4.2 ZOUTTOUOTO/EMOPACELS UETE OO ETUPT| LUE TO ApupiOnke
dépuo

42 ZOUNTOUATO/EMOPACELG LETG OO ELGTVON Aparpédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOQT| LE TOL Aparpédnke
pétio

4.3 A\ wTpikh yvopdtevon 1 Oepaneio Agarpédnke

5.1 Axatdrinlo TupocPectucd pHEco IpootéOnke

5.1 Katdiinio péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TuPKAYLAS ToPayovToL ETKIVELVE Ipootédnke
TPOIGVTO 0TocVVOESNG

5.2 Kivdvvog mupkaytdc Aparpédnke

53 Ipootacio kotd TV TopdoPeon Ipootédnke

53 MéEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLHG TpomomouOnke

6.1 E&omhopndg mpoctaciog Ipootidnke

6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovtikég Tpo@LAGEELS Ipootédnke

6.3 Ia v amobnkevon Mpootédnke

6.3 MéBodot kabopiopod TpomomouniOnke

6.4 Tapanoun| og GAho tunpoto (8, 13) Ipootidnke

7.1 Emm\éov kivduvol katd v ene&epyocio TpomomoumOnke

7.1 TIpoguraéels Yo ac@aAn XEPIGHO TpomomouOnke

7.1 Métpa vylewvig TpomomouOnke

72 XovOnkeg eOAAENG TpomomouniOnke
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Alprostadil

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

7.2 YAkd cvokevaciog Ipootidnke

7.2 Teyvikd pétpa Aparpénke

7.3 Ewwég ypnoeig telikod kotovolot Aparpédnke

8.2 [Ipootacio TV AVOTVELGTIKOY 0dMV TpomomouOnke

8.2 IIpoctacio tov epudv TpomomouOnke

8.2 TIpootaoio opOaApmv TpomomouOnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke

8.2 TIpootacio Tov déppotog TpomomouOnke

9 Mopraxn pao Mpootédnke

9 XPOHOL Ipootédnke

9 Epgpdvion TpomomouniOnke

9 Inueio T&emg Ipootédnke

9 ZUVTEAEGTNG KOTAVOUNG G€ Helypa n- Ipootidnke
oktavoing/vepoo (Log Kow)

9 Oopn Aparpédnke

10.1 AvtidpactikdnTa Aparpédnke

10.5 Mn cvpfatd vikd Agopédnke

10.6 Emwcivduva mpoidvta amocdvieong Agorpédnke

11.1 ATE CLP (And tov 6toM0TOG) TpomomouOnke

11.1 LD50 and tov 6téptog 68 0povpaiong TpomomouOnke

12.1 Oworoyia - yevika Aparpédnke

13.1 2VOTAGELS GYETIKG [Le TNV amdppLym Aparpédnke
TPOIOVIMV/GVGKELOCLOV

13.1 [eprpeperards kavoviopog tept anofrntmv Apurpédnke

14.1 ApBuog OHE (ADN) Ipootidnke

14.2 Katdiinin ovopacio amootorric (ADN) Ipootidnke

14.3 Etucéreg kivdvvov (RID) Ipootédnke

14.4 Kamyopia cvokevaciag (ADN) Mpootédnke

14.6 Ewduc) mpopreyn (ADN) Ipoctédnke

IIMpeg keipevo ppaccowv H kon EUH:

Acute Tox. 3 (And Tov O&eia To&wotnta (06 T0V GTOHATOC), KoTnyopio 3

GTOLATOC)

H301 To&wd ot mepinton KaTdnoong.

H360Fd Mmopei vo. BAdyet T yovipodtnto. Yonto yio mpokAnon PAAPnS oto Eufpvo.

H370 Ipokaiei PAaPes ota dOpyava (avamvevoTikd GUGTNUA, KOPILOYYEKO GOGTNILAL).

H372 Ipokaiei Prafeg ota Opyava (Skeletal system, Metafolicpog) votepa and nopateTapévn 1 exavellnupévn £kbeon.

Repr. 1B To&wdmTa 6TV avoropaywyr, katnyopio 1B

STOTRE 1 Ewu to&ucdtnta o dpyova-otodxovs Votepa and enavelAnupévn ékbeon, katnyopia 1
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Alprostadil
Agltio Agdopévev Acpaleiog

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

I peg keipevo ppdoewv H ko EUH:

STOT SE 1 Ewdu to&ucotnta o Opyova-otodxovs votepa omd pia epamad £xbeon, katnyopio 1

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpo@opieg mov mepiéyovial o€ antd 1o dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot
KOPig Kopio gyyomon, pnti 1 appnn, yio v akpifeld toug. Ot cuvOnkeg 1 ot péBodot yeipiopov, amodfikevong, xpHong 1 ATOPPIYNG TOL TPOTOVTOG deV
VIOKEWVTOL 0T SIKN HoG VOHVI Kot HTopel Ko VoL v EUmInTONY Kot 6TIG approdtoTnTég pog. I'lontong kot yio GALovg AGYous, 0monolovpacte kabe evbuvn oe
TEPITTOON ATMOAELNS, VAKNG 1 XPNUATIKNG {NUiog 0md, 1) e OTO0TOTE TPOTTO GUVOEVEUEVT LIE, TO XEPIGHO, TNV amodiKevo 1) T ¥PNoN TOL TPOidvTos. AVTd TO
Aghtio Agdopévav Acpaleiog cuvtaydnke KeL TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTOV. Edv TO TPoidV ¥pNoIHonoleitent g cuGTUTIKO GAAOL
TPOIOVTOG, 0L TANPOPOPIES TOV TAPEXOVTOL EGM EVOEYETOL VOL UMV EIVOL EQAPHOCIUES. VTES OL TANPOPOPies PacilovTol TS TPEYOVGES YVMGELS LG KOt
TPpoopilovTal yio Vo TEPTYPAWYOLV TO TPOTOV AMOKAEIGTIKE Y10t AOYOLG VYEiNG, AoPOAELNG Kot TEPIPUALOVTIKMOV OTOLTHOEMV. ZVVETMS, dev Oo mpémet va Bewpn et
OTL €YYLATOL OTTOLUONTOTE GUYKEKPILEVT] 1B1OTNTO TOV TPOIOVTOG.
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