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Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 25/03/2024  exdoymn: 1.0

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

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Evgiekta vypd, kotnyopia 2 H225
O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
Oé&ela to&ucodmra (14 Tov déppatog), kotnyopia 4 H312
Oé&ela to&icodtta (e1omvon:okovn,ctayovidia) Katmyopia 4 H332
ZoPapn opbaipkn BAAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319

ITAnpeg keipevo tv dniocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.

2.2. Xtoyyeia eTIKETOG

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

GHSO02 GHSO07
Ipogworomtikn AN (CLP) . Kivduvog
Iepéyet 1 Axetovirpilio
Ankaooeig emukvdvvotnrog (CLP) : H225 - Yyp6 xon otpol modv gverexta.
H302+H312+H332 - Emprofé oe mepintmon KOTAmOONS, GE EXOPT LE TO JEPUA 1| G TEPITTMOON
£LOTVOTG.

H319 - IIpokaiei coPapd opBaipicd epediopo.
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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

AnAdoetlg Tpoevraéng (CLP) : P210 - Mokptd and Oeppuomnra, Oeppés empdaveles, omvOnpec, Yopvég eAOYES Kot GAAEG TYEG
avaeieéng. Mnv kanvilete.
P233 - Na dwatnpeitot 0 TEPEKTNG EPUNTIKA KAEIGTOC.
P240 - Teiwon kot 16oduvapiky cOHVIEST] TOV TEPLEKTN KOt TOV EEOTAIGHLOV TOV SEKTN.
P241 - No ypnoonoteital avtiekpnKTikog eE0mAMoUOG NAEKTPOLOYIKOS /eEaePIoHOV/POTIOTIKOC.
P261 - Amogedyete va avamvéete okdvn/ovabupdoeic/aéplo/otayovidio/atnode/ekveQduoTa.
P264 - ITAOvete Ta x€pia, TOVG TNXELS (AvTIBpayie) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE VTO TO TPOTOV.
P271 - Na ypnowonoteital poévo o€ avotkto 1 kakd aeptidpevo xmpo.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P302+P352 - XE IIEPIITQXH EITAO®HXE ME TO AEPMA: ITAdvte pe apbovo vepd.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITAO®HXE ME TA MATIA: EenAivete TpoceKTikcd pe vepo
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adwabdeoia.
P321 - Xpeidleton e18icn ayoyn (PAéne copminpopatikég 0dnyieg TpdTav Pondeidv oty etikéta).
P330 - Eemldvete 10 oTOUA.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopodc: Zvppovievdeite/Emorepbeite yotpod.
P362+P364 - Bydte to polvopuéva povya Kot TAHVTE To TPy 1o EOVOYPTGULOTOUGETE.
P370+P378 - Ze mepintmon mupkayldc: Xpnoponomote HEca EKTOS VEPOD Y1 VOl KOTOGPNGETE.
P403+P235 - Amobnkeveton og KaAd aeplopevo ydpo. Atatnpeitor Spocepo.
P501 - AuaBeon tov meplexopévou/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aToPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVElG KOvoVIGHOUE.

INpavon coppova pe: eEapeitor 1) E0OTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVD TNG omoiag dev vrepPaivovv to 10ml

Emwcivduvo nepieydpevo : Axetovirpilio

2.3. Al)Lot Kivovvol

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

To peiypa dev mepiéyet ovoio(eg) mov meprapfdvetol otov Katdroyo mov koraptiletar copewva pe o Apdpo 59 Iapdypapog 1 Tov kavovicpod REACH yua tig
1310t TEG EVOOKPIVIKAG dloTapoyng M (o) ovoia(eg) dev avayvmpiletay(ovar) 6Tt Exey(0VV) W10TNTEG EVOOKPIVIKNG S1OTOPAYNG COUPOVO. LE T KPLTHPLY TOV
opilovrtot otov Kat' e&ovaloddton Kavoviepo g Emtponng (EE) 2017/2100 1y tov Kavoviopd g Emtponng (EE) 2018/605 o€ cuykévipmon ion 1 peyaidvtepn
and 0,1 %

TMHMA 3: X6vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Aev 1oyvet

3.2. Meiypora

Ovopa AvayvopieTikog KOOIKOS % Kataraln copeovae pe tny odnyio
TpoidvTOg 1272/2008 EK [CLP]

Axketovirpido apBuog CAS: 75-05-8 99 — 100 Flam. Liq. 2, H225
Kwd.-EE: 200-835-2 Acute Tox. 4 (Ald g elomvong), H332
No. kataddyov: 608-001-00-3 (ATE=11 mg/1/4h)

Acute Tox. 4 (Al Tov déppoatog), H312
(ATE=1100 mg/kg copoatikod Bapovc)
Acute Tox. 4 (And Tov otopatog), H302
(ATE=500 mg/kg copotikod Bapovg)
Eye Irrit. 2, H319

IIpeg keipevo tov dnhooemv H kor EUH: BAéne tuqua 16
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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 4: Métpa npatov fondsidv

Métpa tpdTav fonbeidv petd and elomvon : Bydhte tov mabovra otov kabopd aépa. Apnote 1o dropo mov mpooPidnke va avamvedoet kabapd
aépaL.

Métpa npdtmv fondetdv petd and emaen pe o déppa @ Kobapiote m peyarvtepn dvvorh mocdtnto okovmilovtdg ) (kabapd Kot Lalakd amoppoenTikd
mavi). [TAvete pe GeBovo vepd Kot amoppuTaVTIKO.

Métpa ntpdtav fondetdv petd and emagn pe o LaTio : Eem\dvete pe vepd kpatdvtas o PAE@apa KaAd ovorytd.

Métpa tpdtmv fonbetdv petd and katdmoon : Eem\dvete 10 6TOA.

TOUTTOUOTO/ETOPAGELS ETA OO EIGTVOT : Avemapkn dedopéva.
ZOUTTOUOTO/ETOPACELS LETG AO EMAPT LLE TO SEPLLOL : Avemapkn dedopéva.
TOUTTOUOTO/ETOPAGELS LETO OO ETAPN LE TOL HATIO : Avemapkn dedopéva.

YvpPovievbeite/Emokepbeite yotpo. Eqv eivar duvatd dei&te avtd 1o gOAlo acpodeiog, ki av oxt, dei&te ) cuokevacio 1 TV ETKETA.

TMHMA 5: Métpa Y10, TNV KOTATOAEPN O] TG TVPKAYLOG

Katdnka péca mopdcPeong : KovBépta mupdoPeong.

Kivdvvog moprayidg : BMéme tufqpa 2.2,

Métpa yio TV KOTATOAEUNGN TG TUPKAYLHG . Xpnowonowmote péca katdoPeong KotdAnia yio v nepipdilovoa TupKayid.

TMHMA 6: Métpa o€ TepinTmon aKovoLoS EKAVONG

Tevikd pérpa : Amo@uyete TV QLECT EMAQT LLE TO TPOIOV. MnV avamviete
okovn/avabupdosis/aéplo/otayovidt/atpods/ekvepduata.

6.1.1. ' Tpocs KO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Agev vrdpyovv emmAéov TANpoPopieg

6.1.2. I'a dropa mov TPooeipovy TPAOTES forOereg

Agv vdpyovv emmALoV TANPOPOPiE

Aev vdpyovv emmA£ov TANPOPopie

MéBodot kabapiopon 1 Xyovpéyre, 01t Ta amoppipato Oa TepicuAkeyovv kot Oa amodnkevtody acparéc. Kabapiote
TPOGEKTIKAL.

Aev 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

TMHMA 7: Xepiopog ko awodnkevon

7.1. IIpo@vAGEELS Y10, AGQUA YEIPLONO

Emn\éov kivduvor katd v eneepyacio . Euotdton emiong n mpoooyn tov xpfiotn 6Toug mhavong Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV Ypnoyomondel pue tpdmo mov opileTar amd TG KATUCKEVAGTIKES TPOSLOYPAPES.

Ipoeurdéers yio aoorn XEPIoUO 1 XpNOoWonomote 1o TPoidv pe TPOcoy. ATOPOYETE TNV GLECT EXAQT LE TO TPOTOV.

Métpa vytewng : Xp1ion tov mpoidvtog pe oph Brounyavikn vyewn Kot dtodikaocieg oc@aAeiog.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmePLopfavopuévay T 6V acoppotoTiTaOv

Teyvikd pétpo 1 Zoppopembeite e TOVG 1YXVOVTEG KAVOVIGHOVG.
ZovOnkeg eoAagng ;. Dvrdcoetol KAEWB®LEVO.

7.3. Exducn) tehkn yprion 1 yprioeig

BAéme tpuqpa 1.

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov

8.1.1 EOvikég oprokég Tipég emayyelpotikig £k0gong kan froroyikég oprakés Tipég
Agv vdpyovv emmALov TANPOPOPie

8.1.2. ZuvioTdpeveS S1001K0GiES TOPAKOLOVONONG

Agev vrdpyovv emmAéov TANpoQopieg

8.1.3. Zymparilovrar otoycio pHmaveng Tov aépo.
Agv vdpyovv emmAéov TANPOPOpieg
8.1.4. DNEL kau PNEC

Aev vrtapyovv emmAéov TANPOPopies

8.1.5. TIeproyéc réyyon

Agv vdpyovv emmAéov TANPOPOpieg

8.2. 'Edeyyor ék0gong
8.2.1. Katdiinkior pnyavikoi éheyyor

Kotdaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd e&aeptlOpevo ydpo. XpnoYomoleite AmoKAEIGTIKA GE KAEIGTN YOGV Le EVeOUATOpEVO @ikTpo. DikTpo aepocmpatdiov vyning
amoteiecpatikomrag (HEPA filter).

8.2.2. Atopik6g TPOSTATEVTIKOG EE0TAGPOG
8.2.2.1. [Ipootocio TOV HOTIOV KOl TOV TPOGCAOTOV

Ipootocio 0@OIAN®V:
IIpoototevtikd yvoiid. DIN EN 166

8.2.2.2. TIpoctacio Tov déppatog

IIpocrocia Tov déppatog:
Xpnoiponoteiote TPOSTATELTIKO povyIonod Yo ynpkd. DIN EN 13034

IIpocrocia TOV yePLAOV:
ITpoctotevtikd yavTio aviekTikd og ynuikd tpoidvra. ISO 374-1
8.2.2.3. TIpo6TOcio TOV AVOTVEVGTIKMOV 00OV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:

Xe mepintwon anehevBépmong okovng : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoko aepordpatoc. Dopate avomveLoTiKn
GLOKELT| O€ TepinTwon EkBeons o€ aToVS/GKOVES/ aepOADLLATO.

8.2.2.4. Ogppikoi kivovvor

Aev vdpyovv emmAov TANPoPopies
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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

8.2.3.'Eleyyor meprfariovrikig ékBeong

Aev vrdpyovv emmAéov TANpogopieg

TMHMA 9: ®vo1kég Kot ynIUIKEG 1010TNTEG

Duon KotdoTaom : Yypo

APDOHOL : Mn Swbéorpno
Oopn 1 Aevioydet.
Op1o oopng : Mn Swbéopo
Inueio ™&emg : Mn Swbéorpno
Inueio m&emg : Mn Swbéopno
Inueio Ppoacpod : Mn Swbéopo
Evpiektomto : Mn Swbéopno
Opra ktvdvvov ekpn&emg : Mn dwbéoipo
Xapnhotepo 6pio £kpnéng : Mn dwbéoipo
Avdtoto 0plo expnépotTTag : Mn dwbéoipo
Inueio avaereéng : Mn dwbéoipo
Bgppokpacio avtavaereéng : Mn dwbéoipo
Bgppokpacio arocvuvieong : Mn dwbéoipo
pH : Mn dwbéoipo
EDEC, KIVELOTIKOG (1]) : Mn dwbéoipo
AwAvtomTo : Mn dwbéoipo
TUVTEAEOTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atudv : Mn dwbéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéoipo
TTvkvomnta : Mn dwbéoipo
ZyeTIKN TOKVOTNTOL : Mn dwBéoipo
ZyeTIKN TUKVOTNTO 0TUOV 6ToVG 20°C : Mn dwbéoipo
XopaKkTnplotikd copatidiov 1 Agv oydet

9.2.1. IIxpo@opicg oYeTIKA pe TIS KLAGELS PVOLKOV KIVOHVOL

Aev vrdpyovv emmAéov TANpoPopieg

9.2.2. AAL0 YOPAKTNPIOTIKG dGQaisiog

Agv vdpyovv emmAL0V TANPOPOPiES

TMHMA 10: X100gp0T1TO KO GVTIOPAGTIKOTTA

2tabepd VIO KAVOVIKEG GUVOTKES.

Aev vdpyovv emmAov TANPOPopieg

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Kapio og kavovucr yprion. BAéne tunqpo 7.
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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

10.6. Emukivovva wpoiovta amwocHvieong

‘Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpo@opieg Yro. Tig TAEELS KIvdUVOV, 67T opilovTtan oTov kavoviop6 (EK) apid. 1272/2008

Oé&ela to&codmra (amd 6ToOH0TOC)
Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)

. EmProfés oe nepintowon kotdmoong.
. EmProféc oe emaopn pe to déppa.
: EmProfés oe nepintoon eionvorc.

Etonogestrel impurity mixture

ATE CLP (Am6 10V 6TOpHATOC) 500.05 mg/kg copatikod Pépovg
ATE CLP (Aud tov déppatog) 1100.11 mg/kg copatikod Bapovg
ATE CLP (Zxévn/ctayovidia) 1.5 mg/l/4h
AGBpmon kot epebiopog Tov d€ppratog 1 Mn ta&vopnpévos (Baoet tov dtabéciomv dedopévav, Ta kptipia Tagvounong dev TAnpovvtat)

AkgTovirpiho (75-05-8)

pH ‘ 6.5 7.5 at 50g/1 (20°C)

ZoPapn opbaipkn BAPN/epedionog : Ilpokaiel coPapd o@Baipod epebiopo.
AkgTovirpiho (75-05-8)

pH ‘ 6.5 7.5 at 50g/1 (20°C)

EvaisOntomoinem tov avamvevstikcob 1 1 Mn ta&vounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
gvoucOntomoinom Tov d€ppaTog

MetoAa&Lyéveon YEVVITIKOV KUTTAP®V 1 Mn ta&wopnpévog (Baoet tov dwabécipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)

Kapkwvoyéveon 1 Mn tagvounpévog (Bdaoet tov dtabéoiov dedopévay, to kptripia Tagvounong dev TAnpovvrat)
To&wodmTa 6TV avamopay®yn : Mn taéwopnuévos (Baoet tov dabécmv dedopévav, ta kprripo tavounong dev mAnpovva)
Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

epanag éxbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn tag&vopnpévog (Baoet tov dtabécytov dedopévav, ta kptripa ta&tvounong dev mAnpovvral)
emavelnppévn €kbeon

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

11.2. ITAnpo@opies Yo GAAOVS THTOVS EMKIVOLVOTNTOG

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpo@opies

12.1. To&wotTnTa

Owoloyia - yevikd . Emivdvva amdpinta. Xpnowonoteite katdAAnio doyeio amdppyng.

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wounuévog (Baoet tov dtabéoiumv dedopévav, to kprmpla ta&vounong dgv TAnpodvor)
(050¢)

Emwivduvo yia to vddrtivo mepiBdilov, pakporpdbeopog : Mn ta&wounuévog (Baoel tov dabéoipumv dedopévav, to kprmmpla ta&vopnong dgv TAnpodvor)
(upoviog)

Aev vopiotaton Tayeio amocvvheon

12.2. AVOEKTIKOTNTO KoL IKOVOTNTO 0T0d0P NS

Aev vdpyovv emmAov TANPOPopie
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Etonogestrel impurity mixture
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Axerovirpilo (75-05-8)

ZUVTEAEGTNG KOTAVOUTNG G Hely o N-0KTovVOANG/vEPOD -0.34
(Log Pow)

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOpieg

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Tleprpepetoods kKavoviouodg nepi amofAntev : Kotaotpéyte pe ac@ain tpdmo cOUPMVO e TOVG TOTKOVS/ €0VIKOVG KaVOVIGHOVG.

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 1993 UN 1993 UN 1993

14.2. Oweia ovopacio arostorlic OHE

EY®AEKTA YTPA, E.A.O. FLAMMABLE LIQUID, Flammable liquid, n.o.s.
N.O.S.

eprypagi] eyypdomv petapopdg

UN 1993 EYOAEKTA UN 1993 FLAMMABLE UN 1993 Flammable liquid, n.o.s., 3, II
YI'PA, E.A.O., 3,11, (D/E) LIQUID,N.O.S., 3,11

14.3. Tagn/-e1g KtvdOvov KaTd TN NETOPOPA

3 3 3

14.4. Opada cvokevaciog

1I 1I 1I
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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

ADR IMDG

IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Ox Ox

Ox

Emivdvvo yua to meptBdrrov: | Emkivdvvo ya to meptdiiov:

Moivopatikdg mapdyovtag
Y1 To VIATIVO TEPIPAALOV:

Emivduvo yu to mepiairov: Oyt

Aev vrdpyovv emmAéov dobéaies TAnpopopies

14.6. E101kéc TPoQUAGEELS Y10 TOV (PGTN

Eniyewo petagopa

Kodwods ta&vopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&apovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Awtdéelg pektg ovokevacieg (ADR)

Odnyieg Yo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

Ewwéc dratdéers yio popntés deEapeveg ko
sumopevpotokiPdTie 6dnv (ADR)

Kodwodg de&apevng (ADR)

Oynua yo petagopd deEapevig

Katyopia petapopds (ADR)

Ewwég dratdéers yio t petagpopd - Agttovpyio (ADR)
ApBv avayvdpiong kwvdovou (Kéurep ApBu.)
Toprtokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

petagopd péco Baraocong

Ewum npopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&apovpeveg moodtteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg ovokevaciog epmTopeLHATOKIPOTIOV-deEAUEVHV
(xddwkog IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datd&ers v de€opevég (IMDG)
ApBpds EmS (TTupraryid)

ApBuog EmS (Awppon)

Katmyopieg poptiov (IMDG)

Evoépua petagopd

PCA E&apovpeveg mocotreg (IATA)

PCA Ileplopiopéveg mocomtes (IATA)

Kabapn péylom mocdmTa yio TEPLopiopévn TosoTTo
EMTPETOUEVT Y10 ETPOTYE AEPOCKAPT KO YLOL
aepookaen petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KO Yl 0epOooKaQN petapopds poptiov (IATA)
Odnyieg cvokevaGiog HOVO Y10l HEPOSKAPT HETUPOPES
eoptiov (IATA)

Méyiot mocoTNTO LETAPOPAS UTOKAEIGTIKG AT
aepookden pLetapopds poptiov (IATA)

Ewwcég dotaes (IATA)

0 33

. Fl
. 274,601, 640C

11

. E2

: P0OO1

. MP19
17

: TPI1, TPS, TP28
: L1.5BN

: FL
: 2

S2, 520

33
1993

. D/E

;274

1L

. E2
: P0O1
: IBC02

o T7
. TP1, TP28, TP8
. F-E

S-E

B

. E2
: Y341

1L

353
SL

364

: 60L

. A3
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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

Kwdwog ERG (IATA) : 3H

14.7. @aldooreg peTapopis yvony coppmva pe Tig apasels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6@aierda, Tnv vysio Ko 7o agpairov yio TNV ovoia 1 T0 peiypa
15.1.1. xevoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev mepiéyet kapio ovaia(eg) mov nephappavetarovtar) oto [apdpmua XVII tov REACH (IIpotnobéceic tepropiopon)
Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn615)

Aev mepiéyet kopia ovoio(eg) mov meprapPavetoi(ovrar) oto [apapmmua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroynguov ovordv REACH (SVHC)

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

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

Aev gpappodletar.

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

Aev gpappodletar.

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

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdhoyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd e Tig 0vcieg 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 Tpddpopmy ovcstdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ XpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovsio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&wordynon ymuikis oo@aierog

Agv vdpyovv emmALov TANPOPOPies

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&codmta (amd Tov 6TONTOC), Katnyopia 4
GTONOTOC)

Acute Tox. 4 (A1d g O&eia To&wotnTa (516 TG €l0TVoTG), Katnyopia 4
£10TTVONC)

Acute Tox. 4 (A4 Tov O&eia To&wotnTa (516 ToL d€PATOG), Katnyopio 4
Sdéppatog)

Eye Irrit. 2 YoBoapn o@Oaipkr BAGPN/0pBatikdg epediopdg, katmyopio 2
Flam. Liq. 2 Evpiexta vypd, kotnyopia 2

H225 Yvypo kot atpoi modd e0pAekTa.

H302 EmBroapég o nepintmon katdmoong.
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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:

H312 EmpraPég oe emapn pe to dépua.
H319 TIpoxarei coPapd opBaiikd epediopo.
H332 EmProfég o nepintmon iomvonc.

Katnyopromoinon ko 7p@TéK0OALO Y10 TNV KATIYOPLOTOINGT 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 (A4 Tov H312 Mé£B0d0¢ VTTOAOYIG OV
3¢pHaTog)

Acute Tox. 4 H332 Mé£60d0¢ VTTOAOYIGLLOV
(Ewomvon:okévn,opiyin)

Eye Irrit. 2 H319 MéBodog voroyiopon

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtar and mnyég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOpic Kapio eyyonon, pntq N appnTn, Yo Ty akpifetd tove.
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