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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Miconazole nitrate

Kodwog mpoidvtog : 202000132

Svvdvopo : Miconazole nitratel, 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 avATTLEN KoL TNV EXOYYEALOTIKY EKTAIOEVLOT).
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 g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
Emkivduvo yio to vdativo meptBaAiov — 0&0g kivovvog, katnyopiag 1 H400
Emkivduvo yio to vddtivo meptBdAiov — Xpoviog kivdvvog, katnyopiog 1 H410

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov
Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

¥

GHSO07 GHS09
Ipogworomtiky AéEn (CLP) : IIpocoyn
Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés og mepintwon katdmoong.

H410 - TToAb to&cd 1o Tovg V3POPLOVG OPYAVIGHOVG, IE HAKPOYPOVIESG EMTTAOGELS.

Anidoeilg Tpopvriaéng (CLP) © P264 - ITiovete ta yépia, toug myels (avtpdyio) Kot 0 TpOGmTO GXOAUCTIKG LETE TO XEPIOUO.
P270 - Mnyv tpmre, mivete 1} kamvilete, 0tav xpnoponoteite avtd To mpoiov.
P273 - Na anopgdyetor 1 Elevbépmon oo meptBarrov.
P301+P312 - ZE INEPIITQXH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
yutpo, av acbavieite adabecia.
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P330 - Egn\dvete to oTOUA.
P391 - Maléyte T yopévn mocdTNTO.
P501 - Awdbeomn tov Tepieyopévon/mepléktn o€ onpeio cLAAOYNG emkivdLVeV 1} E18IKGOV amofAntmy,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kan diebveig kavoviopovs.
INpoven cOppova pe: eEapeital 1 E0OTEPIKT CLCKEVAGIN, Ta TEPLEXOHEVA TNG omoiag dev vepPaivovy Ta 10ml
Agv amanteitol ofjpavon

Agv vrdpyovv emmAéov TAnpoeopie

TMHMA 3: Z9vOeon/mAnpo@opiss Yo To 60

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

(ATE=500 mg/kg copotikov Bapovg)
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

TIMpeg keipevo tov idoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAako amoppoenTikod
mavi).
Métpa npdTav fondetdv HeTd and enaen 1e o LaTio . Eemhovete to. pdtio pue vepod yio Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG : Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovca TUPKAYLA.
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Agltio Agdopévov Acpaleiog
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TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: ‘Eleyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyukés oprokis Tipnég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBmg amatteitar GOGTNHA YEVIKOD UNYOVIKOD £EAEPIGHOD TOV YDPOV.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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Miconazole nitrate
Aghtio Aedopévav Acpalreiog

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

8.2.2.2. llpoctocia déppatog
IIpootacio Tov déppatoc:
Tod1d epyasTnpiov
Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis £ékOeong og Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Duown Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Oopny : Mn dwbéopo
Op1o ooung : Mn dwbéopo
Enupeio théewg © Mn dwbéopo
Enpeto mh&ewg © Mn dwbéotpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéems 1 Aev oyoet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTnTog T Agvioydet
Enueto avapreéng 1 Aev oyvet
Beppokpacio avtavaereéng 1 Aev oydet
Bgeppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDdeC, KIVEpoTicog (1) . Aev woybdel
AwAvtomzto : Nepo6:0.1-1g/l
ZUVTEAEOTNG KOTAVOUNG GE UELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowtéc TAnpogopieg
9.2.1. IIAnpo@opics 6YETUKA PE TIC KAAGELS PUGIKOD KIVdVVOU
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA 06QULEing

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gpdtNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2t00epd VIO KAVOVIKEG GUVOTKEG.
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Miconazole nitrate
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmA£ov TANPOPopieg

Kapio og kavovikn ypnon. BAére tunqpa 7.

Ortav Beppaivetat p€ypt Tov onpeiov SIUOTOONG, EKTEUTEL EMKIVOVVOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPiES

1.1 Tlinpogopiss yio T TiEeis Kivdivov, 6mos opilovas otov kavovios (BK) api®. 12722008
Oé&ela to&icodmta (amd cTOHUTOC) . EmProfés o nepintoon kotdmoong.

Oé&ela to&ucot o (SeppoTiKn) : Mn tag&vopnpévog (EAeipatikd dedopéva)

Oé&ela to&ucdmra (avamvon) : Mn tag&vopnpévog (EAreipatikd dedopéva)

AGBpmon kot epebiopdg Tov dEppatog : Mn tag&vopnpévog (EAdeipatikd dedopéva)

ToPapn opOoipkn BAAPN/epedionog © Mn ta&wopnuévog (EArepatikd dedopéva)

EvatsOnronoinen tov avanvevstikon 1 © Mn taé&wopnpévog (EAreipatikd dedopéva)

gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTOPOV © Mn tag&wvopnpévog (EAreipatikd dedopéva)

Kapxwoyéveon : Mn ta&vopnpévog (EArepatikd dedopéva)

To&wdmTa Y100 TV Avemepoy®yn © Mn ta&wvopunpévog (EAetpaticd dedopéva)

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn taéwopnpévog (EAreipatikd dedopéva)

gpamag £xbeon

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wopnuévog (EAepatikd dedopéva)

emavelnupévn ékbeon

Enucvéovotnto avappdenong © Mn tag&wvounpévog (Advvapio GOAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOVG)

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owoloyia - yevikd 1 Aev nopovcidlet Wiaitepo kivduvo yio to TepBarlov.

Emucivéuvo yia to vddrvo mepiBarlov, Bpayvnpodbecpog : IToAd to&ucd yio Toug v3pORlovg 0pyOVIGHOVGE.

(0&09)

Emucivéuvo yia to vddrvo meptpdrlov, poxponpodbecpog : IToAd to&ticd yio Toug v3pOBLOvS 0PYOVIGHOVG, HE LOKPOYPOVIEG EMMTOGELS.
(xpéviog)

Agv vrdpyovv emmAéov TANPoPopies

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmAfov mANpopopieg
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Miconazole nitrate
Agltio Agdopévov Acpaleiog

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

12.5. Anoteréoparta s a&rordynong ABT kot aAaB

Agv vrdpyovv emmAéov TANpoPopieg
12.6. Id10TNTEG EVOOKPIVIKNG Sratapayns
Agv vrdpyovv emmAéov TANpoeopieg

12.7. AMLeS apVNTIKEG EMTTAOGELG

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 13: Ztoiycio oyeTikd pe T o1dfeon

13.1. M£6odor enelepyuciog amofiiTov

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YeTIKG pe T PETAPOPE

Zoppova ue ADR /IMDG / IATA

ADR IMDG IATA
14.1. AprOpoéc OHE 1 ap1Opég TavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacia arostorisc OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZXIEX,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypagi eyypdowv petagopis

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEZ, XTEPEEZ, E.A.O., 9, I1L, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Ta&n/-€1g KivdOvov KOTA T RETAPOPA
9 9 9

14.4. Opdaoa cvoekevaciog

14.5. MeprforhovTikn ETKIVOLVOTITO

Emucivouvo yo to mepipdiiov: Now

Emucivovvo yo to mepipdiiov: Not
Molvopatikdg Tapdyovtog yio To VOATIVO
nmeppaiiov: Now

Emwcivduvo yuo to mepipdiiov: Now

Aev vrdpyovv emmAéov dobéaieg TAnpopopies

14.6. Ewdwkég mpouAdEerg yia Tov ypiotn

Eniyewa petagopa

Kodwog tagvounons (ADR)
Ewwcés dotaées (ADR)
Iepropiopéveg mocdteg (ADR)
E&upovpeveg mosotnteg (ADR)
Odnyieg ovokevaoiog (ADR)

: M7
274,335,375, 601
: 5kg
El
P002, IBC08, LP02, R001
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Miconazole nitrate
Agltio Agdopévov Acpaleiog

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

Ewuég dotaéelg ovokevooiog (ADR) : PP12,B3
Awraéelg pektg ovokevaocies (ADR) : MP10
Odnyieg Yo opnTég defapeveg kon epmopevpatokiPotio : T1, BK1, BK2, BK3
xodnv (ADR)
Ewdwég datd&erg yuo popntég de&apevég Kot © TP33
gumopevpoTokiPdTior Y0dnv (ADR)
Kodwog degapevng (ADR) : SGAV, LGBV
Oynua ylo petapopd de&opevig AT
Katmyopia petapopds (ADR) : 3
Ewwég datdéerg yuo  petagpopd - Kora (ADR) © V13
Ewwég datdéerg yuo t petagpopd - Xovdnv (ADR) : VC1,VvC2
Ewwég datdéerg yuo  petagpopd - Doptwon, : CV13
eKQOPTOON Kot XEPIopHOs (ADR)
ApBv avayvopiong kwvdvvov (Képiep ApBu.) : 90
Toptokai diokot :

90

3077

Kodwog teplopiopav yio onpoyyes (ADR) Do-

petapopd péco Balacong

Ewu mpopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg mocdtteg (IMDG) : 5kg

E&apovpeves mosotnteg (IMDG) © E1

Odnyieg ovokevaciog (IMDG) : LP02, P0O02

Ewwés dotaéels ovokevasiog (IMDG) . PP12

Odnyieg ovokevaoiog epumopevpotokiBotiov-dciopevaoy : 1BCO8

(kddwog IMDG)

Ewwés doraées IBC (IMDG) : B3

Odnyieg v de€apevég (IMDG) : BK1,BK2,BK3, T1
Ewdwcés dotaéels yua deEapevég (IMDG) : TP33

ApOpdc EmS (ITupkoryid) : F-A

ApOudc EmS (Awppony) © S-F

Katmyopieg poptiov (IMDG) A

Amobnkevon kot xewpopodg (IMDG) © SW23

Evoépua petagopd

PCA E&aupovpeveg mocotmteg (IATA) © El
PCA Tlepropiopéveg mocotmteg (IATA) © Y956
Kabapn péyiom mocdtta yio mepopiopévn mocotnre. - 30kgG

EMTPETOLEV Y10 EMPATN YA AEPOTKAPT] KOL YL0L
aepookden petapopds eoptiov (IATA)
0dnyieg ovokevaoiog ya emPamyd aepookdon (IATA) : 956

Kabapn péyiom mocdmta yio emPotnyd aepockaen : 400kg

KO Yot 0epOSKAQN petapopds poptiov (IATA)

Odnyieg cuokEVUGIOG LOVO Y10 AEPOCKAPT) LETOPOPAG : 956

poptiov (IATA)

Méyiot mocoTNTe LETAPOPAG OTOKAELGTIKG OO : 400kg

aepookden petapopds eoptiov (IATA)

Ewwég dotases (IATA) © A97, A158, A179, A197, A215
Kodwog ERG (IATA) © 9L

14.7. @aldooreg peta@opis yvony copgpmva pe Tig Tpacers ron IMO

Agev 1oy0et
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Aghtio Aedopévav Acpalreiog

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

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QAaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto [Moapapmuo XVII tov REACH

Hopaptpae XIV Tov REACH (Katdhioyog ad€1080tn01G)

Aev meptrapfavetat oto Mapapmpa XIV tov REACH (Katdioyog adeioddtong)
Kataroyog vroyniguov overdv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneiev ovcliov REACH

Kovoviopég PIC (EE 649/2012, IIponyovpevn cvvaivesn petd amd svnpuépoon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavukoi pomor)

Aev gpappoletar.

Kovoviopég mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviouog EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v tp6dpopmy ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdavetar(oviar) 6tov Katdroyo Tpddpopmv ovotdv ekpnktikav (Kavoviopog EE 2019/1148 oyetcd pe Ty epmopio kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kovoviepég mepi mpodpopmv ovoidv vapkotik®dy (EK 273/2004)

Aev mepiéyel ovola(eg) mov mepAapfaveTal(ovial) 6Tov KaTdAoyo Tpodpopmy ovstdv vapketik®dv (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: AlLheg TANPOQOPiES

Emoipaven alhoydv:
Ta&woéunon g ovciog 1 Tov HelyHaToC.

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&wotnta (ammd ToV 6TOHATOC), KaTnyopio 4

GTOLOTOG)

Aquatic Acute 1 Emkivduvo ya 1o vddrvo mepipdArov — 0&0g kivduvog, katnyopiog 1
Aquatic Chronic 1 Enwivuvo yua 1o vddtvo tepiBdirov — Xpdviog kivévvog, katnyopiog 1
H302 Emprapés oe mepintwon kordmoong.

H400 TToAb o0&k Yo Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToA) T0&1Kd Y1 TOVG VIPOPLOVG OPYAVIGHOVG, LE HOKPOYPOVIEG ETTTOCELS.

Aektio Agdopévov Acpaleiag (AAA), EE

ATIOIIOIHEH EY®NHE Ot mhinpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtar amd myEg Tig onoieg Oempovpe a&omotes. [lapdia avtd, divovrar
xopis Kapio eyyvnon, pnt i &ppntn, Yo Ty akpifetd Toug.
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