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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog . Etonogestrel impurity mixture
Kodiog mpoidvtog : 202300496

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

YyeTikéc TpoPremopeveg yprocig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi oty xpron 1 Oy v TpOQILA, GAPHLOKE 1) OTKIOKT P17
1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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@edgqm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Evgiekta vypd, kotnyopia 2 H225
O&ela to&codTta (amd Tov 6TOHTOC), Katnyopio 4 H302
O&ela to&ucodmra (14 Tov déppatog), koatnyopia 4 H312
Oé&ela to&ucomta (814 g elomvong), kotnyopia 4 H332
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
Emcivduvo yio to vddtvo mepipdrlov — Xpoviog kivduvog, H410

Kkatnyopiag 1
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

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

Emprapés oe mepintmon katdmoong. EmProféc oe emapn pe to dépua. EmPrapés oe mepintmon giomvong. ITohd 10&1kd yio Tovg VIPOBLOVG OPYOVIGHOVS, LE
pokpoypdvieg emmrdoeis. [lpokodei cofapd opbaiutcd epebiopd. Yypd kot atpol mord edprekta.

2.2. Xroyeia eTIKETOG

Xapaxtnpropds copgove pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

$

GHSO02 GHS07 GHS09
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
Iepéyet 1 Axetovirpilio
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Etonogestrel impurity mixture

Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP)

AnAdoeig Tpoeoraéng (CLP)

: H225 - Yypo kou atpoi modd e0lekta.

H302+H312+H332 - EmProféc oe mepintmon KATATOONS, GE EXOPT LE TO JEPHA 1| O TEPITTMOON
€10TVONC.

H319 - IIpokaiei coPapd opBaipikd epediopo.

H410 - TToAd To&1Kd Yo Toug VIPOPLOVE OPYAVIoHOVG, [E LOKPOXPOVIES EMTTMOCELS.

. P210 - Mokpid and Oeppuomnra, Oeppés empdaveles, omvOnpec, yopveég eAOYeS Kot GAAEG TNYEG

avaereéng. Mnv kanvilete.

P233 - Na Swatnpeitot 0 TEPEKTNG EPUNTIKA KAEIGTOC.

P240 - T'eiwon kot 16odvvapiky cHVIEST] TOV TEPLEKTN KOt TOV EEOTAIGHLOV TOV SEKTN.

P241 - No ypnoponoteitor aviiekpnKTikog eE0mMe oS NAEKTPOLOYIKAG /eEaePIoOV/PMTIOTIKOG.
P261 - Anopebhyete va avomvéete okdOvn/avabupldcels/ aépa/oTayovidio/aTons/eKVEPMLOTAL.

P264 - ITAOvete Ta x€pia, TovG TNXELS (AvTIBpayia) Kot TO TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE 0WTO TO TPOTOV.

P271 - No ypnowonoteital poévo o€ avotkto 1 kakd aeplidpevo xmpo.

P273 - No amogevyetor 1 ehevbépwon oto meptBdAiov.

P280 - No popdte TpOCTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LAT10/70 TPOCMOTO/TA AVTLAL.

P301+P312 - XE ITEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwabecio.

P302+P352 - XE ITEPIIITQXH EITA®HXE ME TO AEPMA: ITAbvte pe apBovo vepd.

P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV SIEVKOADVEL THV OVOTTVOT.

P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Zen\ivete TpocekTiKd e vepod
Y10 0PKETE AeTTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar £0KOLO. XuveyioTe va
Eemhéverte.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av cicbavbeite adwabeoia.

P321 - Xpeidleton e18ikn ayoyn (PAEne copumAnpouaTikeég 0dNyies TpdTOV Pondeidv oty eTikéTa).
P330 - Eemldvete 10 oTOUA.

P337+P313 - Eav dev vroywpei 0 00Oaipikodg epebiopodc: Zvppovievdeite/Emorepbeite yotpod.
P362+P364 - Bydte to polvopuéva podya Kot TAOVTE To TPV 1o EOVOYPTGULOTOUGETE.
P370+P378 - Ze mepintmon mupkayldc: Xpnoponomote Héca KTOS VEPOD Y1 VOl KOTOGPNGETE.
P391 - Maléyte ™ yopévn mocdTa.

P403+P235 - Amobnkeveton oe KaAd aeplopevo ydpo. Atatnpeitor dpocepo.

P501 - AwaBeon tov mepiexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOV 1 EWIKOV aToPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Ko Sebvelg KovoviGHove.

INpavon coppova pe: E&apeitor n ecotepikn) cuokevacio, Ta meplexoeva g omoiag dev veepPaivovv ta 10ml.

Emwcivduvo mepieydpevo

2.3. AlLot Kivouvol

: Axetovitpilio

Aev nepiéyet ovaieg PBT 1/kot vPVB > 0,1%, ot omoieg éyovv a&loroynfei coupmva pe to Hopapmmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meprapfdvetol oTov Katdroyo mov kotaptiletar copewva pe 1o Apdpo 59 Iapdypapog 1 Tov kavovicpod REACH yua tig

1310t TEG EVOOKPIVIKNG dloTapoyng M (o) ovsia(eg) dev avayvmpiletar(ovar) 6Tt Exey(0VV) W10TNTEG EVOOKPIVIKNG S1OTOPAYNG COUPOVOL LE TO KPLTHPLY TOV
opilovtot otov kat' e&ovaloddton Kavovieno g Emtponng (EE) 2017/2100 1} tov Kavoviopd g Emtponng (EE) 2018/605 oe cuykévipmon ion 1 peyaivtepn

and 0,1 %

TV6TUTIKO

Ovoia(eg) mov mepthopPaverarovtot) 6Tov KaTdAoyo Tov
Kotaptilerar coppova pe to apbpo 59 mopdypaeos 1 tov
kavoviopobd REACH yio 116 1010t 1eg eVE0KPIVIKNIG
Swatopaync 1 avayvepiletat 6Tt Exel(ovv) 1010t TEG
£VOOKPIVIKAG dL0TapONG COULPMVOL [E TOL KPLTHPLOL TOV
opilovtat otov kat' e&ovcloddtnon Kavoviopd g
Emutponng (EE) 2017/2100 1y tov Kavoviopé g Emtponng
(EE) 2018/605

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8)(*), 13-Ethyl-17-hydroxy-11-methylene-
18,19-dinor-17a-pregn-5-en-20-yn-3-one (3081732-55-7)(")

(") Ovoio(eg) o ovykévipmon kdtm and 0,1 % ko epeaviletor oe eBelovticn Paon

AlAeg mAnpoopieg

: IIpocoyn - To mpoidv dev el dokiaotel TANPOG.
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

3.2. Meiypota

Ovopa AvayvopieTikog KOOIKOG % Koraraén copeova pe tTnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

Axetovirpilo ap1Opdg CAS: 75-05-8 99 — 100 Flam. Liq. 2, H225

Kwd.-EE: 200-835-2 Acute Tox. 4 (A1 g ewonvorg), H332
No. kataroyov: 608-001-00-3 (ATE=11 mg/1/4h)

Acute Tox. 4 (A6 tov dépparog), H312
(ATE=1100 mg/kg copatikod Bapovg)
Acute Tox. 4 (And Tov otopatog), H302
(ATE=500 mg/kg copotikod Bapovg)
Eye Irrit. 2, H319

13-Ethyl-11-methylene-gon-4-ene-3,17-dione ap1Opog CAS: 54024-17-8 <0,1 ED ENV 1, EUH430

ED HH 1, EUH380

Carc. 2, H351

Repr. 1A, H360

STOT RE 1, H372

Aquatic Chronic 1, H410 (M=10000)

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a- apOpog CAS: 3081732-55-7 <0,1 ED ENV 1, EUH430
pregn-5-en-20-yn-3-one ED HH 1, EUH380

Carc. 2, H351

Repr. 1A, H360

STOT RE 1, H372

Aquatic Chronic 1, H410 (M=10000)

ITAnpeg keipevo tv niocemv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

T'evikd pétpa podTev fonderdv 1 Xe mepintoot apPoA®V 1| €4V T0 GUUATOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod slomvon 1 Metagépete Tov T0fovTa 6TV Kabapd aEpa Kot apioTe TOV Vo EEKOVPOCTEL 6€ GTAOT) TOV
S1evkoAvVEL TV avomvor|. Apriote Tov Tafovta va Eekovpaotel. Karéote apéowng to KENTPO
AHAHTHPIAZEQN/yotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : Bydte ta poivopéva podyo. IThovete to déppa pe dpbovo camovvovepo.

ZvpPovievdeite/Emorepbeite apéong ylotpo.

Métpa tpotmv Bondetdv petd and exapn pe to pdtio 1 Eemldvete apéomg Kol TOPATETAUEVO [LE VEPO KPATMOVTAG avoryTd To. PAEQapa TOVAG IGTOV 15
Aentd). Edv vdpyovv @oicoi emaeng, apaip£ote Toug, epocov eival evkolo. Zuveyiote vo Eemiévere.
SvpPovievteite yatpd £dv cuveyiletat 0 TOHVOG 1) 1) KOKKIVIAQL.

Métpa Tpotmv fondetdv petd and katdroon : Eemlovete 1o otopa pe vepod (LOvo edv To dTopo dratnpel i aebnoelg tov). My yopnynoete noté
0TIONTOTE OO TO GTOUN GE GTOWO TTOV £XEL YAoEL TIS aotnoelg tov. Karéote apéowg 1o KENTPO
AHAHTHPIAZEQON/ywotpo.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES
ZOUTTOUOTO/EMOPAGELS LETA OO EMAPT LLE TOL LOTIOL . TIpoxaiei coPapd opBaipicd epebiopd. Epvbpdmra, Tovos.

4.3."Evé€1&n omo1a6dNToTE AMOLTOOPEVG GPECTIG LOTPIKNG PPOVTIdUG Ko E101KN G Ogpaneiog

Agv vrdpyovv emmAfov TAnpogopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEP)ON TS TVPKAYLAG

5.1. IvpooPeoTika péca

KatdAnia péoa mopocBeong . Xpnoworomote péca Katdofeons katdAinia yio v mepipdriovoa mopkayid. Ato&eidio Tov
avOpaxa. Yekaopodg pe vepd. Enpn oxovn. KovBépta mopdofeonc.
AxatdAnio TopocPecTicd HEGo : Mn ypnowonoteite peydin pon vepoo.
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

Tevikd pétpa : Amo@evyete TV ETAPN TOV TPOIOVTOG LLE TO SEPHA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv engpoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ehevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGLO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpoPopieg
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Ye nepintoon ékbeong oe opiyAn, yekaouo 1 agpdivpo: Avamvevotikn cuokevn pe iktpo (P3). Xe nepinton mov vrdpyel Kivouvog mapoymyng vepPorkdv
ATUAV, POPESTE KATOAANAN LACKO. .

TMHMA 9: ®vokég Kot ynNUIKEG 1016TNTEG

9.1. Ztoyeia Yo TS facikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Dok KoTdoToom : Yypd

APDUOL : Mn Swbéopo
Oopn : Mn Swbéotpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mgemg : Mn Swbéorpo
Enpeio Bpacpon : Mn Swbéorpo
Evpiextémrto : Yyp6 kot atpoi ToAd edQAEKTO.
Xoaunidtepo 6pro Ekpnéng : Mn Swbéotpo
AvdTato 0plo ekpnEpoTnTog : Mn Swbéorpo
Enpeio avaereéng : Mn Swbéorpo
Beppokpacio avtavapreing : Mn Swbéorpo
Bgppokpacio arocHvieong : Mn Swbéotpo
pH : Mn Swbéorpo
1E®deg, KvepoTicdg (1) : Mn Swbéopo
Awdvtomra : Mn Swbéorpo
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéopo
ITieon atpov oe Oeppokpacio S0°C : Mn Swbéorpo
IMokvotnto : Mn Swbéorpo
ZyETIKN TUKVOTNTO : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6ToVG 20°C : Mn dwbéoyio
XopaKTnploTikd copatidiov 1 Agv woydet

9.2. Aoutéc TAnpoopisg

Agv vrtdpyovv emmAéov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO.

10.1. AvtidpacTiKOTTO.

Yypo kot atpoi ToAd e0@AEKTA.
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Etonogestrel impurity mixture

Agltio Agdopévev Acpaleiog

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

10.2. Xnuki] 6tafspoTnTa

Agv vdpyovv emmALov TANPOPOPiEs

10.3. MBavoTNTO EMKIVOLVOV OVTIOPAGEDV

Aev vdpyovv emmAov TANPOPopie

10.4. ZovOnkeg TPpog awopuyn

Aev vrdpyovv emmAéov TANPoPopieg

10.5. Mn coppoatd vikd

Aev vrdpyovv emmAéov TANpoPopieg

10.6. Emuxivovva wpoiovra amwoovvleong

Aev vrtapyovv emmAéov TANPoPopieg

TMHMA 11: To&ikoroyikég TANPOPOPIES

11.1. ITAnpo@opies yia Tig TAEES Kvovvov, 0Tteg opilovtar oTov kavoviepo (EK) aprf. 1272/2008

O&eia To&wotnta (0md oTOHATOG)
O&ela to&ucodto (Seppotikn)
O&eia To&wotnta (avomvon)

;. EmProPég o mepintwon katdmoong.
. EmProPég oe emapn pe 1o déppa.
;. EmProBég o nepintmon ionvonc.

Etonogestrel impurity mixture

ATE CLP (A7 T00 GTOHATOG)

500,05 mg/kg copoaticod Papovg

ATE CLP (Atd tov 6£ppotog)

1100,11 mg/kg copatikod Bapovg

ATE CLP (Aépia) 4500 ppmv/4h
ATE CLP (Atpoti) 11 mg/1/4h
ATE CLP (Zxévn/ctayovidia) 1,5 mg/l/4h

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8)

LD50 amd tov 6T0p0T10g 68 apovpaiong

‘ > 2000 mg/kg (ekTiudpEVN TN

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a-pregn-5-en-20-yn-3-one (3081732-55-7)

LD50 a6 tov 6TOp0T0g 68 0povpaiong

‘ > 2000 mg/kg (ekTiudpevn )

AéBpwon kot epebiopdg Tov dEPHATOG

1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)

Axetovitpiho (75-05-8)

pH

‘ 6,5—7,5 at 50g/1 (20°C)

ZoPapn opbaipkn BAPN/epedionog

: IIpoxahiel coPapd opBaipikd epebiopd.

Axetovitpiho (75-05-8)

pH

‘ 6,5—7,5 at 50g/1 (20°C)

EvaisOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dEPHATOg

MetoAra&lyéveon YEVVITIKOV KLTTApV
Kapxivoyéveon

To&wodmTa 6TV avamopay®yn

Eww to&ikomra ota opyava-otoyovg (STOT) —
epanag £xbeon

Ewdu to&ucotnta ota dpyava-ctoyovs (STOT) —
emavelAnpupévn ékbeon

1 Mn ta&wopnpévog (Baoet tov dwubéoipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)

: Mn tagwopnpévos (Baoet tov dabécipmv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)
: Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kprripta taévounong dev TAnpovvrat)
: Mn ta&vounpévos (Baoet tov dtebécytov dedopévav, ta kprripa ta&tvounong dev mAnpovval)

1 Mn ta&wvopnpévog (Baoet tov dtabéoipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)

1 Mn ta&wvopnpévog (Baoet tov dtabéoipmv dedopévav, ta kpreipila tagvoumong dev mAnpovvrot)
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8)

Ewum to&wotnta ota 6pyava-ctoyovs (STOT) — TIpokodei PAGReg ot Opyovo (KapStayYELKO GOGTN A, EVOOKPIVIKO GUGTNOL) VOTEPT OO
emavenupévn ékbeon TOPOTETANEVT 1) ETAVELANUPEVT EkOECT.

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a-pregn-5-en-20-yn-3-one (3081732-55-7)

Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) — TIpokodei PAGBeg oTa Opyavo (KapdtayyeElKO GOGTN LA, EVOOKPIVIKO GUGTNLLOL) VOTEPO OO
gmavelnupévn ékbeon TOPOTETAUEVT 1) ETAVELANUUEVT EKOECT.
Enucvduvotnta avappdenong 1 Mn ta&vounpévos (Baoet tov Stabéciav dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

11.2. ITAnpogopieg yro. GAhovg TOTOVG EMKIVOVVOTN TS

1510t TES EVOOKPIVIKIG draTapuyis

YV6TUTIKO

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8) | Exet evdokpvikd tpodmo dpaong, dniadn petaPdilet  Asttovpyia ) TG Aeitovpyieg Tov
£VOOKPIVIKOD GLUOTHLLOTOG

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a- "Exet evdoxpvikd 1pomo dpdiong, Snaadn petafarrel T Asttovpyio 1 TIg ATOVPYiEg TOV
pregn-5-en-20-yn-3-one (3081732-55-7) £VOOKPIVIKOV GLUOTHLLOTOG

TMHMA 12: Owoloyikég TANpopopies

12.1. To&wotnTa

Emkivduvo yua to vddtvo mepifdarov, Bpayvrpddecpog : Mn ta&vopnpévog (Baoet tov dtubéoipumv dedopévav, To kpreipla tagtvounong dev Tnpovvot)

(080

Emkivduvo yuo to vddrvo mepifdarov, pakporpdeopog : IToAd to&kd yio Toug v3pOPLOVE 0pYAVIGHODGE, HE LOKPOYPOVIES EMTTMOCELS.
(xpoviog)
13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8)

LC50 - Yapuo [1] ‘ < 0,1 mg/l (exTipudpeVN TIUR)

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a-pregn-5-en-20-yn-3-one (3081732-55-7)

LC50 - Yapua [1] ‘ <0,1 mg/l (ektipdpevn Tun)

12.2. AvOEKTIKOTNTO KO LKOVOTNTO 0T0d0UONG

Etonogestrel impurity mixture

AVOEKTIKOTNTO KO IKOVOTNTO ATOdOUNoNG Aev voiotaton Tayeio amocvvieon

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8)

Aev voiotato tayeio omocvvieon

AVOEKTIKOTNTO KO IKAVOTITO OTTOSOUNONG

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a-pregn-5-en-20-yn-3-one (3081732-55-7)

AVvOEKTIKOTNTOL KO KOVOTNTO ATOSOUN NG Aev voiototon Tayeio amocvvieon

Akegtovirpiho (75-05-8)

AVOeKTIKOTNTO KO IKOVOTNTO ATOdOUNGNG Toyfmg amodounoipuo
12.3. Avvototnro frocveocapevons

AkeTovirpiho (75-05-8)

ZUVTEAEOTIG KOTAVOUNG GE HELYILOL N-0KTAVOANG/VEPOD -0,34

(Log Pow)

12.4. KiwvynTikétnTo 670 £60.00G

Agv vrdpyovv emmAéov TAnpopopieg
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

12.5. Anoteréoparto s a&toréynong ABT kot aAaB

Agv vdpyovv emmALov TANPOPOPiEs

12.6. 1016TNTES EVOOKPIVIKNG SraTAPUYNS

YVoTOTIKO

13-Ethyl-11-methylene-gon-4-ene-3,17-dione (54024-17-8) | Exet evokpvikd tpomo dpdiong, Sniadn petafarlel T Asttovpyio N TIg AlTOVPYiEg TOV
£VOOKPIVIKOV GLUOTHLLOTOG

13-Ethyl-17-hydroxy-11-methylene-18,19-dinor-17a- Exet evdokpvikd tpomo dpdiong, Sniadn petafarrel T Asttovpyia N T ATovpyieg TOV
pregn-5-en-20-yn-3-one (3081732-55-7) £VOOKPIVIKOV GUOTHLLOTOG

12.7. AXLeS HUOPEVEIG EMATAOCELS

Agv vdpyovv emmALov TANPOPOPie

TMHMA 13: Ztovycio oyeTikd pe T 01a0gon

13.1. M£0odor emeCepyaciog amoprntov

Aev vdpyovv emmAov TANPoPopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pe T PETAPOPE

Zoppova e ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 1993 | UN 1993 | UN 1993

14.2. Oweia ovopacia amostor)sc OHE

EY®AEKTA YI'PA, E.A.O. | FLAMMABLE LIQUID, N.O.S. | Flammable liquid, n.o.s.

Heprypagi eyypaowv petagopds

UN 1993 EYDPAEKTA YI'PA, E.A.O,, 3,111, (D/E), | UN 1993 FLAMMABLE LIQUID, N.O.S., 3, III, UN 1993 Flammable liquid, n.o.s., 3, III,
EITNIKINAYNA I'TA TO IIEPIBAAAON MARINE POLLUTANT/ENVIRONMENTALLY ENVIRONMENTALLY HAZARDOUS
HAZARDOUS

14.3. Ta&n/-e1¢ KivdOvov KOTA TN RETO.POPA

3 3 3

$ ) ¥ $ )

14.4. Opada cvekevaciog

111 11 111

14.5. TlepifalhovTIKI] EMKIVOVVOTITA

Emwivduvo yuo to mepipdiiov: Now Emcivovvo yuo to mepipdiiov: Not Emwivduvo yuo to mepidiiov: Now
Molvopatikdg Tapdyovtog Yo To VIATIVO
neppdiiov: Now
ApBpodc EmS (TTvpxayid): F-E
ApBuog EmS (Awppon): S-E

Agv vrdpyovv emmAéov dabéaies TANpopopies
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Etonogestrel impurity mixture

Agltio Agdopévev Acpaleiog

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

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo peragopd

Kddwoag ta&vounong (ADR)

Ewducée dotaées (ADR)

Mepropiopéveg moodteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaoiog (ADR)

Awtdéelg pektg cvokevacieg (ADR)

Odnyieg Yo opNTES SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
x0dnv (ADR)

Ewducéc drotaéers yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)

Kodwog detapevig (ADR)

Oympo yo petopopd deEapevng

Katmyopia petapopdc (ADR)

Ewducés draraéers yuo ) petapopd - Kora (ADR)
Ewducég dotaéers yio ) petapopd - Agtrovpyio (ADR)
Ap1Bv avayvopiong kwvdvvov (Kéurep Apiop.)
[Moptokoi dickot

Kodwodg mepropiopndv yio onpayyes (ADR)

petapopd pécm Boraoong

Ewdu mpopreyn (IMDG)

[epropiopéveg mosdmteg (IMDG)

E&upovpeveg mosdmreg (IMDG)

Odnyieg ovokevaciog (IMDG)

Odnyieg cvoKELAGIOG EUTOPEVUATOKIBAOTIOV-OEEAUEVDY
(kddwog IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés drataéers v defapevég (IMDG)

Katmyopieg poptiov (IMDG)

Evaépia petagopa

PCA E&apovpeveg mocotreg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péylom mocdmta yio Teploptopévn Tocomto
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepockaen
Ko yu 0epookaen petapopds eoptiov (IATA)
Odnyieg cvokevaGiog LOVO Y10 HEPOTKAPT LETUPOPES
poptiov (IATA)

Mé£yiot mocoTNTO. LETAPOPAG OTOKAEIGTIKG AT
aepookden petapopds poptiov (IATA)

Ewwcés dotaers (IATA)

Kodwog ERG (IATA)

. Fl
. 274,601

51

. El

: P001, IBC0O3, LPO1, ROO1
: MP19

. T4

: TPI, TP29

. LGBF
. FL

: 3

. VI2

S2

: 30

30
1993

. D/E

1 223,274,955

5L

. El
: LPO1, P0OO1
. IBCO3

. T4
. TP1, TP29
A

. El
© Y344

10L

¢ 355
: 60L

366

: 220L

: A3

3L

14.7. @ordooieg peTa@opés Yoy cvpe®va pe Tig Tpaéels rov IMO

Aev 1oy0et
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev Tepiéyet kapio ovaia(eg) mov nepthoppdavetarovrar) oto [Mapdpmua XVII tov REACH (TIpotnoféceic mepopiopon)
Hopaptpe XIV Tov REACH (Katdloyog ad£1006TnonG)

Aev mepiéyetl kopia ovoio(eg) mov meprapPavetoi(ovrar) oto Mapdapmua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroynguov ovordv REACH (SVHC)

Aev mepiéyet kapio ovoia(eg) mov nephappdavetar(ovtat) 6Tov Katdioyo vroyneuwy ovcuwv REACH

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

Aev mepiéyel kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdroyo ovatdv mov e&acbevilovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd e Tig ovoieg mov

e&acbeviCouv ™ otiffdda tov 6lovTtog)

Kavoviepog tov Zoppoviiov (EK) yia tov éheyyo e1d@v Siwhig xpiong

Aev mepiéyet ovaio mov voketat otov Kavoviopd (EK) tov Zvppoviriov yio tov Ereyyo 8@V SUTANg xpriong

Kavoviopog mepi ekpnkTIK®OV Tpodpopmv overdv (EE 2019/1148)

Aev nepiéyetl kopia ovoio(eg) mov mephapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi mpédpopmv ovortdv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mtepAapBaveTa(oviot) 6Tov Kotdloyo Tpodpopmy ovotdv vapketik®dv (Kavoviopog EK 273/2004 oyetikd pe tig mpd3popeg ovoieg

VOPKOTIKOV)

15.2. A&orhoynon ynmuikig ac@aietag

Agv vrdpyovv emmAfov TAnpogopieg

TMHMA 16: ALAheg TANPOPOPIES

Emonpavon arlhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Odnyieg cvokevacsiog (ADR) TpomomouOnke
Odnyieg cvokevaciog epmopevpaToKPOTiOV- TpomomouOnke
de&apevav (kodkag IMDG)
E&mpovpeveg mocdtteg (IMDG) TpomomouiOnke
Educh mpopreyn (IMDG) TpomomounjOnke
Ewdwcég dotaéers yio ) petapopd - Agttovpyio TpomomouniOnke
(ADR)
Kmdwog de&opeviig (ADR) TpomomouniOnke
Ewducéc datdéerg yio popntés deEapeveg Ko TpomomouOnke
gumopgvpatokiPatia yvdnv (ADR)
Odnyieg yo popntég deapevég Kot TpomomouOnke
gumopgvpatokiPatia yvdnv (ADR)
Kddwag ta&vounong (RID) Ipootédnke
Edwcég drotaéers yio ) petagpopd - Kora (ADR) | Ipoctédnke
Kodwog ERG (IATA) TpomomouniOnke
Méyiom mocdtTa HeTapopas anokAelotikd and | TpomororOnke
aepooKaen petapopdg poptiov (IATA)
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

nepiékteg (RID)

Tpnpa Tpomorompévo cToyyeio Hopotnpiicers
Odnyieg cvokevaGiog LOVO Yo BLEPOSKAPN TpomomouOnke
petopopds poptiov (IATA)

KaBapn péyrotn mocomra yo emPotnyd TpomomouOnke
OLEPOCKAPT KO Y10, 0EPOCKAPT LETAPOPAS

poptiov (IATA)

Odnyieg cvokevaciog Yo emPatnyd aeposKaen TpomomouOnke
(IATA)

Kabapn péyot mocdmta yio Teplopiopévn TpomomouOnke
TOGOTNTA EMTPETOUEVN Yl EMLBATNYA 0EPOSKAPN

Ko yuo, 0epockaen petapopds eoptiov (IATA)

PCA Ileplopiopéveg nocomreg (IATA) TpomomouniOnke
PCA E&aupovpeveg mocotteg (IATA) TpomomouOnke
Tlepropiopéveg moodmteg (IMDG) TpomomouOnke
Katmyopieg poptiov (IMDG) TpomomouOnke
Ewwcés datdéers v deapevég (IMDG) TpomomouOnke
Odnyieg yio de&apevég (IMDG) TpomomounjOnke
ApBuog OHE (RID) Ipoctédnke
ApOuodc kdvov/pumie potov (ADN) Ipootidnke
E&aepiopdc (ADN) Ipootédnke
Yroypewtikog eEomiopog (ADN) Ipootédnke
Emupenopeva péoa petapopds (ADN) Ipootédnke
E&mpovpeves mocdtnteg (ADN) Ipootédnke
[epropopéveg mocotnteg (ADN) Ipootidnke
Etucéreg kvddvov (ADN) Ipootidnke
Kwdwog ta&vopnong (ADN) Ipootédnke
Katdiinin ovopacio aroctorrg (RID) Ipootédnke
Ap. Tavtomoinong kwdvvov (RID) Ipootédnke
Aépata e&npéc (RID) Ipootédnke
Ewwcéc datdéerg yio ) petapopd - Aépota (RID) | Mpootédnke
Metagopiny katnyopio (RID) Ipootidnke
Kodwoi de&apevav ya tig de&apevég RID (RID) | [Ipootédnke
Ewwcéc dratdéers yio kivntég de€opevég ko xodnv | IIpootédnke

Odnyieg yio kivntég de&apevég Kan YOOV TeplékTes
(RID)

Ipootédnke

Aotaéels yuo i pektég cuokevaocies (RID) Ipoctédnke
Odnyieg ovokevaciog (RID) Ipootidnke
E&mpovpeveg mosdtnteg (RID) Ipoctédnke
Teplopiopéveg mocdtteg (RID) Ipootédnke
Ewduc) mpopreyn (RID) Mpoctédnke
Katyopia cvokevaciog (RID) Ipootédnke
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Etonogestrel impurity mixture
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
Avtikafiotd v £kdoon Ipootidnke
svnuépmon Ipootédnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Apurpédnke

2.1 Katdraén coppova pe myv odnyio 1272/2008 EK | TpomororOnke
[CLP]

2.1 AvembOuNTEG PUOIKOYNUKEG EMSPACELS, KAODG TpomomouOnke
Ko EMBPACELS GTNV AvOpOTIVY VYELD KoL GTO
neptPariov

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdTev Pondeidv petd omd exogn pe to TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd silomvon TpomomouniOnke

4.1 Métpa tpodtmv Bonbeldv petd and katdnoon TpomomouOnke

4.1 Métpa tpdTev Bondedv petd amd enaen pe To TpomomouOnke
pétio

42 ZOUNTOUATO/EMOPACELG LETG OO EMAPN LLE TO Aparpédnke
dépuo

4.2 ZOUTTOUOTO/EMOPAGELS LETE OO ELGTVOT Aparpédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL TpomomouOnke
pétio

43 AN wTpikn yvopdtevon 1 Oepaneio Aparpédnke

5.1 AxotdAANAo TUPOGPECTIKO HEGO Ipootédnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TupKayLic TopdyovTal ETKivauva Mpootédnke
TPOiGVTO 0TocVVOEDNG

5.2 Kivduvog mopkayidc Aparpédnke

53 IIpoctacio kotd TV TopdoPeon Ipootédnke

5.3 Métpa Y10 TV KATATOAEUNGT) TNG TUPKAYLAS TpomomouOnke

6.1 E&omhopndg mpootaciog Ipootidnke

6.1 Métpa EKTAKTNG OVAYKNG Ipootédnke

6.1 Tevikd pétpa TpomomouOnke

6.2 [eptBoilovtikés TPOPLAGEELS Ipoctédnke

6.3 T v amobnkevon Ipoctédnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Moapamopnn o dAka Tpmpota (8, 13) Ipoctédnke

7.1 Emumhéov kivéuvol katd v enegepyacio Aparpédnke

7.1 IIpo@ulaéels yio ao@ain xEPLopHd TpomomouOnke

7.1 Métpa vylevnig TpomomouOnke
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Etonogestrel impurity mixture
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
7.2 YuvOnkeg O aENg TpomomouOnke
7.3 Ewdwcég yprioetg telucod katavoim Aoupidnke

8.2 Katdiinkot punyavucoi Edeyyot TpomomouniOnke
8.2 IIpoctacio Tov déppatog TpomomouOnke
8.2 TIpoctooio TV AVOTVELSTIKOV 03MV TpomomouOnke
8.2 TIpootacio v yepudv TpomomouOnke
8.2 TIpootacio opBaipmv TpomomouOnke
9 Evpiextomro Ipootédnke

9 Oopn Agopédnke
10.1 AvtidpactikdTnTae TpomomouOnke
10.5 Mn cvpfatd vikd ApupiOnke
10.6 Emwivduva tpoidvta amochvieong Aparpédnke
11.1 ATE CLP (Atpoi) Ipootédnke
11.1 ATE CLP (Aépu) Ipootédnke
11.1 ATE CLP (Zxovn/ctayovidio) TpomomouniOnke
12.1 Owcoroyia. - yevika Aparpédnke
13.1 Tleprpepelakdg kavoviopog mepi anofAnTev Aparpédnke
14.1 ApOudc OHE (ADN) Ipootédnke
14.2 KatdAinin ovopacio aroctong (ADN) IMpoctédnke
14.3 Etwcéteg ktvdvvov (RID) Ipootédnke
14.4 Kamyopia cvckevaciog (IATA) TpomomouOnke
14.4 Katmyopia cvokevaciog (IMDG) TpomomouOnke
14.4 Katmyopia cuokevaciog (ADN) Ipootédnke
14.4 Onada cvokevaciog (ADR) TpomomouOnke
14.6 Tepropiopéveg mosdteg (ADR) TpomomouOnke
14.6 E&mpovpeveg mocdtnteg (ADR) TpomomouOnke
14.6 Katnyopio petapopds (ADR) TpomomouOnke
14.6 Ewwég datdéerg (ADR) TpomomouOnke
14.6 Odnyieg ovokevaciog (IMDG) TpomomouOnke
14.6 Ewwn mpopreyn (ADN) Ipootédnke
14.6 ApBv avayvopiong kivdvvov (Képrep Apop.) TpomomounjOnke
IIMpeg keipevo ppacemwv H kon EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4

GTOLOTOC)

Acute Tox. 4 (A1d g O&eia To&wotnta (S1é TG el0mVoTg), kKatnyopia 4

€10TTVONC)
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A1d Tov O&elo to&comra (514 Tov déppartog), kotnyopia 4

déppatog)

Aquatic Chronic 1 Emcivduvo ya 1o vddrvo mepifdAiov — Xpoviog kivduvog, katnyopiag 1
Carc. 2 Kapkwoyéveon, katmyopio 2

ED ENV 1 Evdokpwvikdg dratapdrtng ya o meptpdriov, Kamyopia 1

EDHH 1 Evdokpwvicdg dwatapdrtng yuo v avBpodmvn vyeio, Katnyopia 1

EUH380 Mmropei va. Tpokarécel EVEOKPIVIKT dloTapoyn 6Tov dvOpmmo.

EUH430 Mmropei va Tpokarécel EVOOKPIVIKY SoTapoyt) 6TO TEPIPUALOV.

Eye Irrit. 2 YoBapn opOoikn BAABN/0@BaApKdG epebiopdc, katnyopio 2

Flam. Liq. 2 Ebderexta vypd, katnyopio 2

H225 Yvypo kot atpoi modd e0pAekTa.

H302 Emprapé oe mepintmon kordmoong.

H312 EmpraPés oe emapn pe to dépua.

H319 Ipokaiei coPapd opburpkd epebiopo.

H332 EmProfég o nepintmon ionvonc.

H351 "Y7onto yio IpOKANGT KopKivov.

H360 Mmnopei va. PAayet T yovipodmta 1 o pfpuo.

H372 Ipokaiei PAaPes ota Opyava voTepa amd mopateTapévn 1 exavetinpupévn £xbeon.
H410 TToAd to&Ko 1o Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYXPOVIES EXITTMOCELS.
Repr. 1A To&wdmTa 6TV avoropaywyn, katnyopio 1A

STOT RE 1 Eww to&ikotra o€ 0pyava-ctdyovs Hotepa and exavellnupévn ékbeon, katnyopia 1
Katnyopromoinon ko 7p@TéK0ALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:
Flam. Liq. 2 H225 MéBodog voroyiopon

Acute Tox. 4 (Ao Tov H302 MéBodog vroroyiopon

GTONOTOC)

Acute Tox. 4 (A& Tov H312 Mé£00d0¢ VTTOAOYIG OV

3¢pHaTog)

Acute Tox. 4 (A1 g H332 MéB0d0g vroroyiopon

€10TTVONC)

Eye Irrit. 2 H319 MéBod0g voroyiopon

Aquatic Chronic 1 H410 MéBodog voroyiopon

Aektio Agdopévov Acpakeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6g avtd To deATio mpoépyovtar amd mnyég Tig onoieg Oempovpue a&omiotes. [apdra avtd, divovar
xopis Kapio eyyomon, pnm N appntn, yie v akpifeid tovg. Ot cuvifkeg i ot pébodot xeptopov, amobnkevong, xpiong 1 ordPPYNG TOL TPOIOVTOG deV
VIOKEWTAL 6T S1KH [og €0OVVN Kot PITOPET Kot VoL NV EUTITTOVY Kot 6TIS appodtoTTég Log. [''antong Kot yio GAAoVG AdYoVS, omomotovacte kabe evbovn o
TEPINTOOT AMDAELNG, VAIKNG ) XPNHOTIKAG {Npiog 0md, 1] e 0TotodNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevon 1 TN XP1oN TOL TPOIOVTOS. AVTO TO
Aektio Agdopévav Acpaleiog cuvtayOnke Kel TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv to mpoidv ypnoiomoteiteat ©g Guotatikd GAlov
TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL G EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPieS BacilovTal 6TIC TPEYOVGES YVAOGELS UG KOL
TpoopilovTal yio. vo. TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, 0o@aAelog Kot TEPPAAAOVIIKOV ATOITHCEDV. XVVETMS, dgv Ba Tpénet va HewpnOet
OTL €YYLATOL OTOLUONTOTE GLYKEKPIUEVT] 131OTNTO TOV TPOIOVTOG.
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