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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Alprostadil

Kwducde mpoidvrog : 201600037

Suvovopa . Alprostadil, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&komTaL (ad Tov GTOHTOC), Katnyopio 3 H301
Ewum to&ucodtta o€ 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, H372
kotnyopia 1

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovioué (EE) Ap. 1272/2008 [CLP]

S

Ewovoypdppoza ktvdovov (CLP)

GHS06 GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Anidoeig emkvdvuvomtag (CLP) 1 H301 - To&wd og mepintwon katdmroonc.
H372 - Tpokaiei Prafeg ota Opyava Hotepa amd TOPATETAUEVT 1 EXAVEINUUEYT £kBeo.
Anhooeig tpopvraéng (CLP) : P260 - Mnv avanvéete okovn.

P301+P310 - XE IIEPIITQXH KATAIIOXHX: koAéote apécmg To yoTpo.
Zhpavon cOUPoVvo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy o 10ml
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Alprostadil
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

S

GHS06 GHS08

Ewcovoypappata kvddvov (CLP)

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVOTUTIKA

3.1. Ovoigg
Ovopa AvayvoploTikog Kodikog | % Katdraén oopomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Alprostadil - <100 Acute Tox. 3 (Am6 tov otoparog), H301
(ATE=50 mg/kg copatikod Bapovg)
STOT RE 1, H372

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev woydet

TMHMA 4: Métpa npotov fondsiav

4.1. Ileprypa@n pétpov npoOTOV fondeidv

Métpa TtpdTRv Pondeidv petd omd elomvon . Bydhte Tov maBovta otov kabapd aépa. APoTe T0 GTopo OV TPOGPANONKE Va avanvedoet kabapd
oépa.

Métpa TpdTOVv Pondeidv Hetd amd enapn Le TO dEpU . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg m (kabopd kot Lodakd amoppoenTikd
mavi). [TAovte pe apbovo vepod/....

Métpa TpdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to BAEQapo Kald avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon . Hemhovete to otopa. Kaiéote opécmg to KENTPO AHAHTHPIAZEQN/yatpd. Ewducr worpikn

mapokorovdnon. Eviéyetan va cuetbel mapatetapévn wtpikn mapacolovdno.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg oty vyeio evdéyeton va eppaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS LETE b E16TVOT . Avenopkn dedopéva.

SOUTTOUOTO/EMOPACELS LETE OO EXOPT| LE TO SEPHOL . Avenopkn dedopéva.

ZOUTTOUOTO/ EMOPAGELS LETE b EXOQT LE TOL PATIOL . Avenopkn dedopéva.

SOUTTOUOTO/EMBIPAGELS LETE b KOTAmOooT . To cvpurntdpata gvdgyeton va etvar (oAn, KeQaloAyies, vouTio Kot aT®AELL GUVTOVIGHOV.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVG GIECTS LATPIKNG PPOVTIdUG Kot E101KN G Oepameiag

Zvpfovievdeite/Emorepbeite yiotpd. Edv eivan duvatd dei&te avtd o pOAAo aceareiog, K av oxL, dei&te ) cuokevacio 1 v etikéta. Evepyn ovoia.
DapUaKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IvpocPestikd péoa

Katddnia péca mopdoPeong . KovBépta mupdoPeong.

5.2. E1dukoi TOo1 EMKIVOUVOTITOS TOL TPOKVTTOVV UTd TNV 0VGIA 1] TO peEiypa

Kivévvog mupkoaytdg © BMéme tuiqua 2.2.
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Alprostadil
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTmon aKoVoLIS EKAVONG

Tevika pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ oTHoVE/ EKVEPD AT,

6.1.1. I'e. TPooOTIKG GALO 07O TO TPOGMOTIKO EKTAUKTNG AVAYKNG

Métpa £kTOKTNG OVayKng 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO KO TPOGTAGIO Y10, TO. LATIo Kot TO TPOCMTO.

6.1.2. T Gropa mov TPpocpépovy TPpMOTEG Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Mébodot kabapiopon 1 Zyovpéyte, 0T Ta. amoppipata Oo mepicuAeyovv kot Oo amobnkevtovv aceaiés. Kabapiote

mpooekTikd. [TAMvete To vToAgipLoTa TOV deV PTOPELTE VO AVAKTHGETE UE : ALGAV O VTTOYADPLOSOVG
vatpiov.

Agv vdpyovv emmAEOV TANPOYOPiES

TMHMA 7: X&eipiopoég kot amo0nkevon

Emm\éov kivduvol katd v enetepyocio . Egiotdron eniong n mpocoyn Tov xpnotn 6tovg mifovois Kivdhvoug Tov EVUTAPXOVY 6TV TEPINTOGT
OV TO TPOIOV xpnoworomndel pe Tpdmo mov opileTar amd TIG KATUOKEVAGTIKES TPOSIOLYPAPES.

TIpo@urdéels yio ac@oAn yeipiopnd : XpNoWomomoTe TO TPOIOV LE TPOGOYT. ATOQUYETE TV GUECT) EMAPN LLE TO TPOIOV. XTO HETPO TOV
duvato 1 pRHoT TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOOTIPLOKT KOOV

Métpa vyewng 1 Xpnon tov Tpoidvtog pe ophn Propmyovikn vyewn kot dtadikacieg aceoeiog.

Teyvicd pétpa : Zoppopeobeite pe TOVG 10YDOVTEG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tinés emayyelpatikng £k0gong kot froroyikés oprokés Tipés

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeveg drodikocics TapakorovOneng

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. ynuarifovrar stoyygio pomavens Tov aspa

Agv vdpyovv emmAEOV TANPOEOPiEg
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Alprostadil
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.4. DNEL xon PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Ileproyéc eréyyov

Agv vrtdpyovv emmAéov TANpopopieg

8.2."Eleyyor £k0gong

8.2.1. Katdhinhot pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koAd e&aeplopevo ydpo. Xpnoonoleite amokAEloTIKA 6€ KAEIGTH X0dvn [e EVOOUOTOUEVO PiATpo. DINTPO 0EPOCOUOTISIOV VYNANG
amotedecpatikotrog (HEPA filter).

8.2.2. ATopkOG TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IlIpocTacio TOV HATIAV KUl TOV TPOGAHTOV

Ipoctucia 0pOorpdv:
Ipoctatevtikd yvoiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpoctacia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouylopod yio ynpkd. DIN EN 13034

[pooctucio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvra. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

IIpoctucio TOV AVETVEVCTIKOV 00AOV:
Yg nepintoon amekevdipmong okovng : pnaokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypo npoiov : Mdoka agpordpatos. Popdte avomvenoTikn
GLGKELT O€ TEPITTOON £kBeong o€ aTHODG/GKOVES/ aEPOAD AT

8.2.2.4. Ogppkoi kivovvol

Agev vdpyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kon wapokorovOnon g teppaiiovroroyikig £k0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynIKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNIIKES 1O10TNTEG

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion ToZkovn.

Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéoipo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra Ktvdvvov ekpiéEemg 1 Agv woydet
XoapnAotepo 6pro €kpnéng 1 Agv woydet
Avdrtato 6pro expn&ydmrag T Agv woydet
Znueio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng T Agv woydet
Beppokpacio arocvuvieong © Mn dwbéopo
pH © Mn Swbéorpo
Adiopo pH : Mn Swbéorpo
EDeC, KvepoTkdg (1) 1 Agv woydet
AwAivtomra : Nepo:<0,19/l
2uvTedeo TG KATAVOUNG GE pelyLo N-0KTOVOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
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Alprostadil
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet

Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiEg

Kapio og kavovicn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SACTOONG, EKTEUTEL EMKIVEVVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&ela to&kdmTaL (0d GTOHATOS) . To&wo og nepintmon KoTdmoong.
Oé&ela to&coTa (Seppatikn) : Mn ta&wopnuévog
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog
Alprostadil
LD50 and tov 6T0H0T0G 68 Apovpaiovg 50 — 300 mg/kg
AGBpmon kot epebiopdg Tov dépuratog : Mn ta&wopnuévog (EAkewotiicd dedopévor)
ZoPapn opOoiukn PAGPN/epedionog : Mn ta&wopnpévog (EAretaticd dedopévor)
EvaisOntomoinon Tov avamvenstikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, ta kprrnpio to&vounong dev minpovvan)
gvaucOnTomoinom Tov dEPUOTOG
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wvopnpévog (EAeaticd dedopévar)
Kapkwvoyéveon : Mn ta&wvopnpévog (EAeaticd dedopévar)
To&wodTa Yo TV avamopayoyn : Mn ta&wopnuévog (Ilepartépm minpogopies: O&eia To&ucotn o)
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog
epanag ékbeom
Ewdum to&icdtnta ota 6pyava-otoyovg (STOT) — . TIpokoAei PAaPeg ota dpyava DoTEPO 0O TAPOTETAUEVN | EROVEIANUUEVT EKOEGT.
emavelhnppévn ékbeon
Emktvduvotta avoppoenong T Mn a&wvopnpévog (Bdoet tov dwbéoymv dedopévav, ta kptmmpto tagivounong dev minpodvron)
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Alprostadil
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.

Emucivduvo yio to vddtivo meptBdrlov, Bpayunpdbecpog : Mn ta&wvopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdilov, pakporpdbeopog : Mn ta&wvopnpévog
(xpdviog)

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwr| vopoBeasio (andfinto)
TVOTACELS GYETIKA [E TNV omdppLym
TPOIOVTIMV/GUOKEVAGLOV

. Kotaotpéyte pe aopoli TpOTO GOUPEOVO e TOVG TOTIKOVS/ £BVIKOUG KOVOVIGHOVG.
: Mnv omoppintete To VIOAEILIATO GTOV VTOVOLO, SDGTE TO TPOIGV KOt TN GUGKELAGIO TOL GE ELSWKO
onpeio GLALOYNG EMKIVOLVAV 1 EWIKOV OTOPPLLULATOV.

TMHMA 14: ITAnpo@opies GYETIKA IE TN HETAPOPD,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA
14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopocio arostolig OHE

TOZIKA XTEPEA, OPI'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Meprypogi eyypapov petagopdg

6.1, 111, ()

UN 2811 TOZIKA XTEPEA, OPT'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,
1

UN 2811 Toxic solid, organic, n.o.s., 6.1, 1l
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Alprostadil
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA
14.3. Ta&n/-e1g Ktvdvvov KaTd T petapopd
6.1 6.1 6.1

14.4. Opada ocvokevaciog

14.5. MeprfariovtiKn emKivovvoTTO

Emucivduvo yia to meptBdiiov: Oyt

Emucivduvo yia to mepidirov: Oyt
MoAvopaTIKOg TopayovTag Y1 T0 VOGTIVO

nepBdArov: Oyt

Enucivduvo yio to mepipdirov: Oyt

Aev vrdpyovv emmAéov dabéoec TAnpopopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypieTn

Eniycwo petogopa

Kodwog tag&vounons (ADR)

Ewwcéc data&erg (ADR)

Tepropiopéveg moodtteg (ADR)

E&apovpeveg mocotteg (ADR)

Odnyieg cvokevaciog (ADR)

Ewucés duatdéelc ovokevaoiog (ADR)

Awtdéeig pewctg cvokevooieg (ADR)

Odnyies Yo popnTég deEopEVES KOl EUTOPEVUOTOKIPAOTIOL
xoonv (ADR)

E1ducéc datd&ers yio popntés deEapevég Ko
gumopevpotokiParia yvdnv (ADR)

Kwdwkdg deEapeviig (ADR)

Ewwég dotageis v de&apevég (ADR)

Oymuo yo petapopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dotagels yio ) petapopd - Xodnv (ADR)
Ewwég dratageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yewplopdg (ADR)

Ewwég dratageis yo ) petapopd - Agttovpyia (ADR)
Ap1Bv avayvopiong kvdovov (Kéurep Apop.)
IMoptokoi dickot

Kodwos nepropiopndv yio onpayyes (ADR)

petagopd pécw Buraocong

Ewwn mpopreym (IMDG)
Mepropiopéveg moodteg (IMDG)
E&apovpeveg mocomreg (IMDG)
Odnyieg cvokevaciog (IMDG)

Odnyieg cvokevaciog epumopevpoToKIPoOTiov-deEopevay
(kodwog IMDG)

Ewwés datdéerg IBC (IMDG)

Odnyieg ya de&apevég (IMDG)

Ewwés datdéers yo deapevég (IMDG)
ApBpdéc EmS (TTuprarytdr)

ApBudc EmS (Awppon)

Katyopieg poptiov (IMDG)

. 5kg

T2

274,614

El

P002, IBC08, LP02, RO01
B3

MP10

Tl

: TP33

SGAH, L4BH

: TU15, TE19
AT

2

: VC1,VC2, AP7

CV13,Cv28

S9
60

60
2811

223,274
5kg

El

P002
IBC0O8

B3

Tl
. TP33

F-A
S-A
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Alprostadil
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

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

Evoépra petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Ilepropiopéveg mocotmtes (IATA) 1 Y645
Kabopn péyrom nocdnra yia tepopiopévny noscdtnra.  : 10kg
EMTPETOUEVT] Y10t EXLPOTYE AEPOCKAPT KO Y10

aepookden petapopds poptiov (IATA)

Odnyieg cvokevaciog ywo emPotnyd aepookaon (IATA) : 670

KoBapn péyiom mocdmta yo entPoatnyd aeposkaen : 100kg
Ko Yo 0gpockaen petapopds eoptiov (IATA)

Odnyieg cuokevaGiog HOVO Y10 AEPOSKAPT LETOPOPES . 677
eoptiov (IATA)

Méyiot T0o0TNTO. LETAPOPAS OTOKAEIGTIKG O . 200kg
aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) : A3, A5
Kwdwog ERG (IATA) © 6L

14.7. @araooieg peTa@opig VoV cdppmva pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoygio vopoOetikod yopoxktipa

15.1. Kavoviopoi/vopoOeoio 6YeTIKG pe THY 06QaAED, TNV VYEIX KOl TO TEPLPGLLOV Yia TNV 0VGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdhoyog 0:6£1086thong)

Aev neprapPéveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnong)

Katahoyog vroynorov ovordv REACH (SVHC)

Aev meprapfavetor otov kKatdhoyo vroynewv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETd omd evpépmon)

Aev gpappoletor.

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

Aev epappodletart.

Kavoviepog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev neprapfévetol otov Katdhoyo ovciav mov e&acbeviCovv to 6Cov (Kavoviepog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoi(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Ko
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKDOV)

Kavoviopog nepi Tpodpopmv overtdv vapkotik®v (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KoTdAoyo Tpddpopmy ovetdv vopkaTikev (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Agv vrtdpyovv emmAéov TANpoPopieg
15.2. A&wohdynon ynkig acodaislog

Agv vrdpyovv emmAéov TANpoeopieg
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Alprostadil
Aghtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 3 (Ao tov Oé&eia to&ucodmra (amd Tov 6ToONNTOC), Katnyopio 3

GTOLOTOC)

H301 To&wo o€ mepinTt®on KATATOONG.

H372 IIpokaiei PAaPeg ota Opyove VoTEPO 0O TOPAUTETOUEVN 1) ETAVEIANUUEVT EKOECT.
STOTRE 1 Ed1kn to&ikdtnta og 0pyava-ctoyovs votepa amd enavelinupuévn £kbeon, katnyopio 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHEX Ot mAnpogopieg mov mepiéyovial o€ auTo 10 deATio mpoépyovtat and mnyég Tig onoieg Bempodpe adiomotes. [Tapdia avtd, divovtot
YOPIc Kapio yyvmon, pntm 1 appnTn, Yo Ty okpifeld tovg.
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