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European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

TMHMA 1: IIpocdropiopog ovoiag/peiypatog ko erorpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoiovtog : Ovoia

Ovopo ovoiog . (52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5- phenylpentyl]cyclopentyl]hept-5-enoic
acid

Kmdkos mpoidvrog : 201900140

1.2. Zovo@eic Tpocdopiiopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXOyYEALOTIKY EKTaidEVoT).
Xp1on g ovciag/tov peiypatog : Movo Yo emoyyEALATIKN ¥pIOT
Koatnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovaieg epyactnpiov

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

1.3. Zroygio Tov TpopunBcvTI) TOL dEATiON dEdopéveV acPadEing

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

ApBuodg mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvOUVOTNTOG

2.1. Ta&woépnon G 0v6iag 1| TOV PEIYNATOS

Katarein oopoova pe v odnyie 1272/2008 EK [CLP]

To&wodmrta otV avamapayoyn, katnyopio 1B H360D
IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufipa 16

AvemOOUNTES PUOIKOYNIKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPLPdilov
Andgaon HECE Kplong EPTEIPOYVOUOVAV KO OTOSEIKTIKNG 1oY00G.
2.2. Troyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Anhdoeig emkivduvottog (CLP) : H360D - Mmopei va BAdyet to Epfpvo.
Anidoelg mpoevraéng (CLP) 1 P202 - Mnv 10 xpnoonooete Tpv S1oPAcETE Kol KATOVONOETE TIG 0d1yieg Tpo@OAaEnGc.
P308+P313 - XE IIEPIIITQXH éxfeong 1 mbovotnrag ékbeong: Zvupfovievdeite/Emokepbeite
yrpd.

Zipoven cOpeve pe: eEalpeital | E0OTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG omoiag dev vepPaivovy Ta 10ml
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tpomonomdnke amnd tov Kavoviopd (EE) 2020/878

Ewcovoypappata kvddvov (CLP)

GHSO08

2.3. AMLot Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 3: ZOvOeon/TAnpo@opies Y10 TO GVOTATIKG

3.1. Ovoieg

Ovopa AvVayvopeTIKOS KOdwkés | % Katdraén copomva pe v odnyia
TPOIOVTOg 1272/2008 EK [CLP]

(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy- |- <100 Repr. 1B, H360D

5- phenylpentyl]cyclopentyl]hept-5-enoic acid

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Agv 1oy0gt

TMHMA 4: Métpa npOTtov fondsiov

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa tpdTev Pondeidv petd amd silomvon . Bydhte tov maBovra otov kabapd aépa. Aenote 1o dropo mov TpocPrdnke va avanvedoet kabapd
aépol.

Métpa tpmdTev Bonbeidv pHetd and enaen He To dEppo : KoBapiote ™ peyoivtepn duvorh moodtnto okovmilovtdg t (kabopd kot palakd amoppoenTikd
novi). [TAovete pe GeBovo vepod Kot amoppuTAVTIKO.

Métpa tpdTav Bonbeidv pnetd and exapn pe o Lot . Hemhovete pe vepd kpatdvtag ta BAEQapa Kakd avorytd.

Métpa TpdTev Pondeidv petd omd katdmoon . Hemhovete to otopa. Evdéyetar va oot el mapatetapévn wotpikh mapakolovonon.

4.2. ZNPavTIKOTEPO. CUPTTONATO KON EMOPAGELS, GPUECEG 1| NETUYEVECTEPES

ZOUTTOUOTO/EMBPACELS © BAaPeg oty vyeio evdéyeton va eppaviotovv pe kabvotépnon.
SOUTTOUOTO/EMOPAGELS LETE ) E16TVOT . Avenopkn dedopéva.
SOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPUOL . Avenopkn dedopéva.
ZOUTTOUOTO/ EMOPAGELS LETE OO EXOQT LE TOL PATIOL . Avenopkn dedopéva.

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

ZopPovievbeite/Emokepbeite yiotpo. Eqv eivar duvatd dei&te avtd to gOALo acpodeiog, Kt av 0yt dei&te T cvuokevacia 1 TV ETUETA.

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O] TNG TVPKAYLAG

5.1. MvpooPeotikd péca

KotdAinio péoa mopdcfeong : KovBépta mupdoPeonc.

5.2. E1dwkoi T0ol EMKIvOuvOTITOS TOV TPOKVTTOVV 0Td TV 0VGia 1| TO peiypa
Kivduvog mopkaytdc © BMéme tuqpa 2.2.

5.3. Zv6Td0os1g Y10 ToVg TUPOGPEoTEG

Métpa Yo, TNV KOTOTOAEUNGT| TG TUPKAYLAG : Xpnowonomote Léca KoTdoPeons KatdAnia yio tv tepPailovca TupKayid.
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tpomonomdnke amnd tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOGN AKOVOLOS EKAVGNG

6.1. TIpoc®TKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTAMGIOG KL H10d1KAGIEG EKTAKTNG OVAYKNG

Ievikd pétpa 1 Amoglyete TV QueCT| ETOQN LE TO TPOTOV. MnVv avanvéete
oKkovn/avadopdosis/aéplo/oTayovidi/ oTHoVy EKVEPDLATA.

6.1.1. o TpocOTKG GALO 07T TO TPOGMOTIKG EKTUKTNG AVAYKNG

Métpa KTAKTNG OVAYKNG 1 ®opdte KATAAANAO TPOGTATELTIKO POVYIGUO, YAVTLO KOl TPOSTOCIO Y10, TOL LLATLOL KO TO TPOCWOTO.
6.1.2. ' dropo mov TPOoPEPOLY TPOTES Por)Bsreg

Aev vdpyovv emmAéov TANPOQOpieg

6.2. Meprparrovrikég mpoPuAGEelg

Aev vdpyovv emmAéov TANPOQOPieg

6.3. M£00odotr ko VAIKG Y10 6VYKpATION Kot KaBopiopd

MéBodot kabapiopod 1 Xryovpéyrte, 6t Ta anoppipato 0o mepicuileyodv kot Oa amobnkevtody acparéc. Kabapiote
npocektikcd. [TAOvete Ta vrokeippota mov dgv PTOPEiTe Vo OVOKTNGETE HE : ALAvpO VTOYA®PLDHIOVG
vatpiov.

6.4. Mapomopmn o€ Grho TPpOTA

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 7: Xeipiopég kon amwofikevon

7.1. IIpo@orda&eis yia acpain yepiopod

Emm\éov kivduvol katd v eneepyocio . Euotdton eniong n mpocoyn tov xpiotn 6Tovg Thavong Kvohvoug Tov EVOTAPYOVV GTNV TEPITTMON
OV TO TPOTOV Ypnoorom el pe TpdTo mov opileTal amd TIG KATUOKEVAGTIKES TPOSIOLYPAPES.

ITpogurd&els yio aopain xeplopod : XpNOoWOTomoTE TO TPOIdV Le TPOGOXN. ATOPVYETE TNV GUECT] EXOPT LE TO TPOTOV. £TO HETPO TOV
Sduvatol M xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.

Métpa vytewvng : Xp1ion tov mpoidvtog e 0pbn Proumyavikn vyewn Kot dtadikacieg oc@oAeiog.

7.2. ZovOnkeg 06@arovs pOLAENG, cupmepthapfavopivov Toyov acvpfototiTOV

Teyvicd pétpa . Zoppopembeite e TOVG 1oXVOVTEG KOVOVIGHOVG.

Zovonkeg @OAAENG . dvldcoetor KAeWmLEvo.

7.3. Exducn) Tehucn} yprion 1 xpfiosig

BAéme tunpa 1.

TMHMA 8: "Eleyyog Tng ék0eong/atopikn tpootacio

8.1. IlapapeTpor eEréyyon

8.1.1 EOvikég oprokég Tipég emayyepoTikig £k0gong Kot froroyikég oprakés TIpég
Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvioTdpeveg d10dKaoies TapaKorlovONoNg

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Zynpotifovror sToygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL kax PNEC

Agv vrtdpyovv emmAéov TANpopopieg
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tpomonomdnke amnd tov Kavoviopd (EE) 2020/878

8.1.5. leproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg

8.2. "Eleyyot ék0eong
8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koA e&aeplopevo ydpo. XpnoonoLEite AmoKAEIGTIKG 6€ KAEIGTN YOGV He EVOOUUTOUEVO QiATpo. DIATPO 0EPOCOUTISIOV VYNANG
amotedecpatikotrog (HEPA filter).

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IIpocTacio TOV HATIAV KUl TOV TPOGAHTOV

Ipoctucia 0pOorpndv:
Tpoototevtikd yvold. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnowonoteiote Tpootatevtikd pouyopod yio ynpkd. DIN EN 13034

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

Ipoctucio TOV AVETVEVGTIKAOV 00AV:
e nepintmon omehevdépwong okdvng : pdokeg e eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Maoka agpoidpatog. Popdte ovomveuosTikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/DEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.2.3. Oprofétnon kot TapaxkorovOnon g tepifariovroroyikig £ékBeong og Kivdvvo

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 9: ®vokég Ko YNUIKES 1OLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

Dok KoTdoToom T Yypo

APDLLOL © Mn dwbéorpo
Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéorpo
Enpeio Téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéoipo
Evpiextomrta © Mn dwbéorpo
Opra KtvdOvov ekpiéemg © Mn dwbéoipo
Xapunhotepo 6pio EkpnéEng © Mn dwbéorpo
Avdtato 0pilo expnEpotrog © Mn dwbéoipo
Enpeio avaoreéng © Mn dwbéorpo
Bgppokpacio avtavaereéng © Mn dwbéopo
Beppokpacio arocvuvieong © Mn dwbéopo
pH : Mn Swbéorpo
1EDSEG, KvepaTikog (1) © Mn Swbéorpo
AwAvtomTa © Mn dwbéopo
ZVVTEAECTIG KATOVOUNG G pelypa n-0KTavOAng/vepoD : Mn Swbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov o Beppokpacio 50°C : Mn Swbéorpo
IMoukvotnro : Mn Swbéorpo
ZyeTIKN TUKVOTNTO © Mn Swbéorpo
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

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

ZyeTikn ToKvOTNTO ATUAV 6ToLG 20°C : Mn Swbéoo
XapoKTnplotiké copatidiov : Aevioydet

9.2.1. IIMpo@opicg oYETIKA pE TIS KLAGELS PUOLKOV KvdHVOU

Agv vapyovv emmAéov TANPOQOpieg

9.2.2. AMLa YOPUKTNPIOTIKG 06QaAEiog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol avTIOpacTIKOTNTO,

Ztabepd Vo KOvovikég GuVONKES.

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Agev vdpyovv emmAéov TANPOQOpieg

Kapio og kavovicr xprion. BAéne tpnua 7.

Ortov Beppaivetar LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

111, Minpogopiss 1ia T e kvbivov, omos opilovian otov kavoviond (EK) api0. 12722008
Oé&ela to&womra (amd oToOHATOS) : Mn ta&wopnpévog

O&ela to&ucomta (Seppatikn) : Mn ta&wopnpévog

Oé&ela to&woma (avamvon) : Mn ta&wopnpévog
AGBpwon kot gpebiopdg Tov dEppaTog : Mn ta&wopnpévog

ToPapn opboipkn PAaPn/epediopog : Mn ta&wopnpévog
EvaicOntomoinemn Tov avamvenosTikov 1 : Mn ta&wopnuévog
gvaucOnTomoinem Tov dEpUaTOG

MetoAho&ryéveon YEVVITIKAOV KOTTAP®OV : Mn ta&wopnuévog
Kapkvoyéveon : Mn ta&wopnuévog
To&wodTa Y10 TV avamopayoyn : Mmopeti va fAdwet o Euppuo.
Ewum to&ucodmrta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog

epana ékbeomn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog
emavenupuévn xeon

Enucvduvotnto ovappdenong : Mn ta&wounuévog

Agv vdpyovv emmAEOV TANPOQPOPiEg
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

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

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio omdppyme.
Enucivduvo yia to vddrtivo mepiBdriov, Bpayvrpodbecpog : Mn ta&wounpévog
(080¢)

Emucivduvo yia to vddrtivo meptBdrlov, pakporpdbecpog : Mn ta&wopnpévog

o

%
S‘
o

o

Aev vdpyovv emmaAEOV TANPOQOPiEg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agev vdpyovv emmAEoV TANPOQOpieg

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwkr| vopoBeoio (andfinto) . Koataotpéyte pe aopaln Tpémo GOUEOVO LE TOVG TOTKOVS £0VIKOUG KOVOVIGHOUG.

TMHMA 14: ITAnpo@opies GYETIKA PE TT) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.2. Oweia ovopooia awostoric OHE

Agv 1oy0et I Aev 1oy0et l Aev 1oy0et

14.3. Taén/-e1g KtvdHvov KOTA TN PHETAPOPE

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.4. Opéada cvokevaciog

Aev woyvet Aev 1oy0et Aev 1oy0¢t

14.5. MeprpairovTiKi] EmKIVOUVOTNTA

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

Agv vdpyovv emmiéov Srabioiueg TAnpoopisg
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tpomonomdnke amnd tov Kavoviopd (EE) 2020/878

14.6. Exdwkéc Tpo@uAa&ers yia tov ypioTn

Eriysio petagopd
Agv 1oyvet

peTaQOpa péce Baraoong
Agv 1oy0et

Evaépra petagopd
Agv 1oy0et

14.7. @aracoreg peTa.QOPEg yVONY oOpPmva pe Tig Tpaéeg Tov IMO

Agv 1oy0et

TMHMA 15: Ztoyygio vopoOetikod yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaAED, TNV VYEN KOl TO TEPLPGLLOV Yia TNV 0VGiA 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev neprapféveton oto Hapdaptnpa XVII tov REACH

Hapaptnypa XIV 100 REACH (Katdroyog 0d£1006Tn61G)
Aev neprapPavetor oto Hapaptnua XIV oo REACH (Katdloyog adetoddtnong)

Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny ovvaiveon petd amd evnpépmon)

Aev epappodletart.

Kavoviepog POP (EE 2019/1021, "Eppovot opyavikoi pomror)

Aev gpappoletor.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmy over®v (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthapfdvetaovtat) 6Tov Katdrhoyo mpddpopmv ovctdv ekpnitikdv (Koavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XpPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vapketikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmaAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 16: Alkeg TAnpo@opisg

I peg keipevo pacswv H kar EUH:

H360D Mmopet va pAdyet o Eufpuo.

Repr. 1B To&wodmTa 6TV avamapoy®yn, katnyopio 1B

Aghtio Agdopévov Acpaleiog (AAA), EE
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tpomonomdnke amnd tov Kavoviopd (EE) 2020/878

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyovial o€ antd T0 deATiO TPoEpyovTal amd myES TG onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtot

xopis Kapio eyyomon, pnm N appnTn, Yo TV aKpifetd toug.
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