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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Fludrocortisone acetate for system suitability
Kodiog mpoidvtog 1202400101

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Agv vrdpyovv emmAéov TAnpopopieg

1.2.2. Avtevogikvodpeveg yposig

Aev vrdpyovv emmAéov TANpoPopieg

1.3. Ztoyyeia Tov TpopunBevT) TOL dEXTiOV dEdOPEVEOV BGPaLEiag

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@edqm.eu - www.edgm.cu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpog TNAEPOVOL eMElyOVGOG OVAYKNG : +33(0)390215608

TMHMA 2: I1poco10piopog eTKIVOUVOTTOS

2.1. Ta&woépnon TG 0vGiag 1| TOV pEIYRATOG

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

To&wodmta oty avaropayoyn, katmyopio 1B H360
Ewu to&ucotnta 6 0pyova-otoYous VoTepa and enovelAnupévn Ekbeon, H372
kotnyopia 1

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV

Agv vdpyovv emmALov TANPOPOPies

2.2. Zroyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

GHSO08
Ipogworomtikn AEn (CLP) . Kivduvog
AnAdoelg emkivdvvottag (CLP) : H360 - Mnopei va Brayet ) yovudmta 1 to EuPpuo.
H372 - TIpoxaiei fAGPec ota Opyavo VOTEPO OO TAPUTETAUEVT 1| ETAVEIANUUEVT EKBEOT.
AnAdoelg Tpoeoiaéng (CLP) : P201 - Epodiaoteite pe T1g £101kéG 0dnyieg mpv amd T xpnon.

P202 - Mnv 10 ypnoyonooete mpv SLoGoETe KOl KATOVONGETE TIG 0d1Yieg TpoPOAAENG.

P260 - Mnv avoanvéete okOVI/avabupdcELy/aépio/oToyoviSie/ oTHOVS/ EKVEPMLATOL.

P264 - ITAOvete ta xépia, Toug myels (avtifpayia) Kot To TpOoOTO GXOANGTIKA LETA TO XEPIOUO.
P270 - Mnv tpirte, mivete N kanvilete, 6tav ypnoyonoteite avtd T0 TPOiov.

P280 - No popdte TpOOTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/LEGO OTOMIKNG TPOGTAGIOG Y10 TOL
UATLO/TO TPOGMTO/TAL OVTIAL.

P314 - ZvpBovrevdeite/Enokepbeite yiotpd ebv arcBavbeite adwbeoio.
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

P405 - dvrdooetal KA ®UEVO.
P501 - AGBeon tov mepieyopEvoL/nEPIEKTN 68 ONUEID GVAAOYNG EMKIVELV®V 1| £181KOV amoPfAnTmv,
GOUPOVO LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBvelg KovovioHove.

Trpovon cOpeove. pe: Ealpeital 1 E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TN omtoiag dev vepPaivovy Ta 10ml

Ewovoypappata kvdovov (CLP) :

GHSO08
2.3. AlLot Kivovvol

Aev mepiéyet ovaieg PBT f/kon vPVB > 0,1%, ot omoieg éxovv a&toroynOet coppava pe to Iapdpmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meprapfdvetol otov Katdroyo mov kortaptiletar cvpeova pe 1o ApBpo 59 Hapdypapog 1 Tov kavoviepnod REACH yua tig
1310t TEG EVOOKPVIKTG dloTapoyng N n(ot) ovoia(eg) dev avayvmpiletar(ovor) 6Tt ExeY(0VV) W1OTNTEG EVOOKPIVIKNG SLOTAPAYNG COUOOVOL LE T KPLTHPLO TOV
opilovtor otov kat' e&ovoloddton Kavoviepd g Emtponig (EE) 2017/2100 1} tov Kavoviopd g Emtponng (EE) 2018/605 oe cuykévipmon ion 1 peyaivtepn
o6 0,1 %

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Aev woydet

3.2. Msiypota

Ovopa AVayvoOpIeTIKOG KOOKOG % Koatdraén copoova pe tnv odnyia

TpoidvTog 1272/2008 EK [CLP]

9-Fluoro-11beta,17-dihydroxy-3,20-dioxopregn-4-en-21-yl | - 99 — 100 Repr. 1B, H360

acetate STOT RE 1, H372

Cortisone acetate - 0.01 -1 Repr. 2, H361

STOT RE 2, H373

I peg keipevo tov dnhwoemv H kot EUH: BAéne tuqua 16

TMHMA 4: Métpa npaTov fondsiov

4.1. Ileprypagn péTpov apOTOV fonderidv
Agv vrapyovv emmAéov TANpopopieg
4.2. ZNPovTIKOTEPO CUPTTONATO KUL ETOPAGELS, APECES 1] PETAYEVEOTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evo€1En 0TT010.601)TOTE ATOITOOUEVIS GUEGTG LOTPIKNG QPOVTIONS Kol E10IKNG Opameiag

Agv vdpyovv emmALov TANPOPOPies

TMHMA 5: M£tpa y10. TNV KOTOTOAEPNN 6] TS TUPKAYLAG

5.1. [vpooPeotika péca
Agev vdpyovv emmAov TANPoPopieg

5.2. EWdwkoi T0mol ETKIVOUVOTNTAS TOV TPOKVTTTOVV 0té TNV 0VGia 1] TO peiypa

Aev vrdpyovv emmAéov TANpoPopie
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 6: Métpa o€ mepinton aKovoLos EKAVONG

6.1.1. '@ TPooOTIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Agv vrdpyovv emmAéov TANpopopieg

6.1.2. T Gtopo mov TPpocpipovy TpdTEG fonideieg

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 8: ‘ELreyyog g £ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipés emayyehpotikig £k0eong ko frohoyikég oprokés Tipég

Agv vrdpyovv emmAéov TANPopopieg

8.1.2. ZuvieTOpEVES S1001KOGIES TOPAKOLOVONONG
Aev vdpyovv emmAov TANPOPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vrapyovv emmAéov TANpopopieg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAov TANpoPopie

8.1.5. Ileproyég eréyyov

Agv vrdpyovv emmAéov TANPoPopieg

8.2.1. Katdiinkior pnyavikoi éreyyor

Aev vdpyovv emmAéov TANpoPopieg
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

8.2.2. ATopkog TPOOTOTEVTIKOG EE0TAMGIOG

Aev vrdpyovv emmAéov TANpogopieg

8.2.3. Ekeyyor meprforrovrucnic £k0eong

Agv vapyovv emTALOV TANPOPOPiEg

TMHMA 9: ®voikég Kon ynNRIKES 10T TES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéorpo
Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéopo
Inueio Eemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéorpo
Evopiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnEpomTag 1 Agv oydet
Inueio avapreéng 1 Aev woyvet
Beppokpacio avtavapreéng : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéorpo
Awdropo pH : Mn Swbéopo
1EDOEC, KIveHaTkog (17) 1 Aev woyvet
Awdvtomro : Mn Swbéorpo
TUOVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN S/ vEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atpov o Oeppoxpacio 50°C : Mn Swbéorpo
TTvkvémta : Mn Swbéorpo
THETIKN TOKVOTNTO : Mn Swbéorpo
TyETIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpoopics GYETIKA IE TIC KAAGELS PUOIKOD KIvOHVOL

Agv vdpyovv emmALOV TANPOPOPiEg

9.2.2. AAA (OPUKTNPIGTIKA 0.6Quleing

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUoTIKOTNTO.

Agev vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOPies
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

10.5. Mn cvppatd vikda

Agv vdpyovv emmALov TANPOPOPiEs

10.6. Emucivovva wpoiovta amwocHvieong

Aev vdpyovv emmAov TANPOPopie

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpogopicg yia Tig TaEELS Kivovvov, 0ntmg opilovrar otov kavoviepd (EK) aprf. 1272/2008

Oé&ela to&codmra (amd oTOHUTOC) : Mn ta&wvounuévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

9-Fluoro-11beta,17-dihydroxy-3,20-dioxopregn-4-en-21-yl acetate

LD50 amd tov 6t0p0T0G 68 apovpaiovg > 1000 mg/kg

AGBpmon ko epediopog Tov d€ppratog 1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
ZoPapn opbaipkn PAAPN/epedionog 1 Mn ta&vounpévos (Baoet tov Stabéciov dedopévav, Ta kpttipia Tagtvounong dev TAnpovvtat)
EvaisOntonoinon tov avomveuotikod 1 1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
guaednTomoinon Tov dEPHATOG

Metalho&ryEveon YEVWNTIKOV KUTTAP®V : Mn taéwopnpévos (Baoet tov dabécipmv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)
Kapkwoyéveon : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Tagvounong dev TAnpovvrat)
To&wodmTa 6TV avamopay®yn : Mmnopei va Brdyet ) yovipodmta 1 to £uppvo.

Eww to&ikomra ota 0pyava-otoyovg (STOT) — 1 Mn ta&wopnpévog (Baoet tov dwabécipmv dedopévav, To kpreipila tagvounong dev Thinpovvot)

epanag £xbeon
Ewu to&ucotnta ota dpyava-ctoyovs (STOT) — : IIpoxakrel BAdPeg ota Opyava HoTEPA ATO TOPATETALEVN 1] ETAVEIRNLLLEVT £xBeOT).
emavelnppévn €kbeon

9-Fluoro-11beta,17-dihydroxy-3,20-dioxopregn-4-en-21-yl acetate

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — TIpoxaiei BAaPec ota Opyava (evE0oKpVIKO GOGTNUO) VOTEPO OO TOPATETOUEVT 1) ELOVEIANUUEV
emavelAnupévn ékbeon éxbeon.

Cortisone acetate

Ewdumn to&wcotnta ota 6pyava-ctoyovs (STOT) — Mmopet va pokarécet BLAPeg ota Opyava VoTEP OO TOPATETAUEVN 1| ETAVERLUEVT EkDeOT).
emavenupévn ékbeon
Enucvduvotnta avoppoenong : Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, Ta kptipia Tagvounong dev TAnpovvrat)

11.2. ITAnpogopieg yro. GAhovg TOTOVG EMKIVOVVOTN TS

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoloyikég TANpo@opieg

12.1. To&ikétnTO

Emiivduvo yia to vdativo mepiBdirov, Bpayvnpodbecpog : Mn ta&wvopnpévog (Baoet tov dtabéotpumv dedopévav, To kpimpla Tasvopnong dev mAnpodvat)
(0&0¢)
Emiivduvo yia to vdativo meptBdilov, pakponpdbespog : Mn ta&wvopnpévog (Baoet tov dtabéotpumv dedopévav, To kptmpla Tagvopnong dev mAnpodvar)

(xpoviog)
Aev voiotatot Tayeio amocvuvheon

12.2. AVOEKTIKOTNTO KO TKOVOTNTO 0T0OOPONS

Agv vrdpyovv emmAéov TANpopopieg

12.3. AvvototnTo frocveocapevons

Agev vdpyovv emmAéov TANPOPOpies
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA / ADN / RID
ADR IMDG IATA ADN RID

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev 1oy0et Agv woyvet Agv woyvet Agv woyvet

14.2. Oweia ovopacia amostoric OHE

Agv 1oy0€1 Agv 1oy0€L Agv 1oy0€1 Aev 1oy0et Aev 1oy0et

14.3. Taén/-e1c KtvdOvov KaTd TN NETOPOPA

Agv 1oy0g1 Agv 1oy0gL Agv 1oy0gL Aev 1oy0det Aev 1oydel

14.4. Opddo cvokevaciog

Aev 1oy0et Aev woyvet Aev woyvet Aev woyvet Aev oyvet

14.5. Ilgprforrovtikn emKivovvéTnTo.

Agv 1oy0gL Agv 1oy0g1 Agv 1oy0gL Aev 1oy0et Agev 1oy0et

Aev vapyovv emmAéov Stabéotpues TANPOEOpies

Erniyewo petagopad
Agv 1oy0et

peToQopa péom Baracong
Aev 1oyvel

Evaépro petagopd
Aev woyvet

Hotama peragopd
Aev 1oy0et

a0 podpoKi pETAPOPE
Agv 1oyvet
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

14.7. @ardooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiera, TNV vysio Kot 7o agpiairov yio TNV ovoia 1 T0 peiypa
15.1.1. xoevoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev mepiéyet kapio ovaia(eg) mov nepthappdavetarovtar) oto [apdpmua XVII tov REACH (Ilpotnobéceic tepropiopon)
Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepiéyet kopia ovoio(eg) mov meprapfavetoi(ovrar) oto [apapmua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroynguov ovordv REACH (SVHC)

Aev mepiéyet kapio ovsia(eg) mov nepthappdavetarovtar) 6Tov Katdioyo vroyneuwy ovcuwv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnuépmon)

Aev gpoppodletar.

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

Aev gpappodletar.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdhoyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd e Tig o0voieg mov
e&acbeviCouv ™ otiffdda tov 6lovtog)

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

Aev mepiéyet kopia ovsio(eg) mov meplapfdvetoi(ovrat) 6Tov KaTdAoyo Tpddpoumv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ XpNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephappavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 oyetikd pe i TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vrapyovv emmAéov TANpoPopies

15.2. A&wordynon ymuikis ao@aierog

Agv vdpyovv emmALov TANPOPOPie

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

H360 Mmropei va. PAGyet T yovipodtTa 1 10 ERpuo.

H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1| 610 Euppuo.

H372 Ipokaiel PraPeg ota Opyava VoTEPQ OO TOPATETAREVN 1] EXAVELRNUULEVT £KBEST).

H373 Mmopei va tpokarécet BAAPeg ota dpyava VoTEPA amd TAPATETOUEVN 1| EmaveEnupéVn EkOgom.
Repr. 1B To&wodmta otV avamapayoyn, katmyopio 1B

Repr. 2 To&wodmTa otV avamapay®yn, kKatnyopio 2

STOT RE 1 Ewdum to&ucotnta o Opyova-otdxous VoTepa and enavelAnupévn ékbeon, katnyopia 1

STOT RE 2 Ewdwn to&ikotra o€ 0pyava-ctdyovs Hotepa and exovellnupévn Ekbeon, katnyopio 2
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Fludrocortisone acetate for system suitability
Agltio Agdopévev Acpaleiog

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

Katnyopromoinon ko tp@TéKoALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Repr. 1B H360

STOTRE 1 H372

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o€ antd 10 dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtol
XOPIG Kapio gyydnon, pntm N appnTn, Yo Ty okpifetd tove.
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