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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Testosterone decanoate for system suitability
Xnukn Ovopocio : Testosterone decanoate

Kwd.-EE 1 227-226-4

apOpuog CAS : 5721-91-5

Kodwodg mpoidvtog 1202600497

1.2. Zvvo@eic TPocdLoplopeves YPNOGELS TNG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV 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.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedVoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Evdokpwvikdg dwrtapdirtng yua o tepipdilov, Katmyopia 1 EUH430
Evdokpwvikdg Swatapdrtng yo Ty avOpomvn vyeio, Kotnyopia 1 EUH380
O&ela to&ucodta (amd Tov 6TOHNTOC), Katnyopio 4 H302
Kapxwoyéveon, katmyopio 1B H350
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H372
£xbeon, katnyopio 1

Emcivduvo yo to vddtvo mepifdaiov — 0&0g kivduvog, katnyopiog 1 H400
I peg keipevo tov dniooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPIPdALov

Emprapés oe mepintmon kardmoong. IToAd 1o&ucd yia Tovg vdpofiovg opyaviopovs. Mmopet vo mpokaiécet kapkivo. Mmopei va BAdyet T yovipomta 1 To
£uppvo. Ipokadei BAaPeg ota dpyava VoTEPO 0O TAPOTETOUEVN | EXAVEIANUUEVT EKOEGT.
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Testosterone decanoate for system suitability

Agltio Agdopévev Acpaleiog

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

2.2. Ltoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)

AnAdoelg emkvdvvottag (CLP)

AnAdoeig Tpoeviaéng (CLP)

$

GHSO07 GHSO08 GHS09
Kivdvvog

EUH380 - Mropei vo. tpokadécel evOOKpLVIKT dtatapay} 6Tov avOpomo.

EUH430 - Mropei vo. tpokarécetl evEoKpviKT dtatapoy} 6To meptBaiiov.

H302 - Emprofég o€ mepintmon Katdmroons.

H350 - Mropei vo. tpokadécel Kopkivo.

H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.

H372 - TIpoxaiei fAGPec ota Opyavo (EVEOKPIVIKO GOGTNUA) VOTEPA OO TUPATETOUEVT 1
emavelAnupévn ékbeon.

H400 - TToAb T0&1K0 Yo TouG VEPOPLOVS OPYAVIGHOVG.

P201 - Epodwiorteite e Tig €181kéG 0dNyieg Tpv amd ) xpron.

P202 - Mnv 10 pNCLOTOMNGETE TPV SOPACETE KL KATAVONOETE TIG 00N YiEG TPOPOAAENS.

P260 - Mnyv avoamvéete okdvn/ovabodoets/aéplo/otayovidlo/atnods/ekvepdpaTa.

P263 - Amogedyete TNV €mapn 0TN SLAPKELL TG EYKVHOGVVNG KL TNG YOAoLYiaG.

P264 - TTAOvete Ta ¥€pia, TovG TNXELS (AvTIBPayieL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pmdte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.

P273 - No amogevyetor 1 ehevBépwaon 610 mepBGALOV.

P280 - No 9opdite TPOGTATEVTIKG YOAVTIO/ TPOGTATEVTIKG EVOVLATO/UEGO OTOUIKNG TPOGTAGIOG Y10l TOL
UATLO/TO TPOCMTO/TAL OVTIA.

P301+P312 - ZE IIEPIIITQYXH KATAIIOZHX: KaAéote 10 y1otpd, av aucbavbeite adiobecia.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv acbavieite adabecio.

P330 - Eemhdvete 10 0TOUA.

P391 - Maléyte ™ yopévn moodTTA.

P405 - dvidooetol KAEWB®UEVO.

P501 - AuiBeom Tov TEPLEXOUEVOV/TEPLEKTN GE OMPEI0 GLAAOYNG EMKIVELVOV | E18IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot diebveic Kavoviopoe.

Iipoaven ocopeove pe: E€oipeitar ) e6mTEPIKI 6VOKEVOGIN, TO TEPLEYONEVA TNGS 0TTOl0G OV VTepPaivouy Ta 10ml.

Ewovoypdppoata kvdvvov (CLP)

2.3. AlLot Kivoovol

GHS08

H ovoia mepiiapfaverar otov katdhoyo mov kataptiletor cupeova pe to apbpo 59 mapdypopog 1 Tov kavovicpod REACH yia T1¢ 1810tnTeg EVOOKPIVIKNG
Swatapayns N avayvopiletor 0Tt £xEl IOTNTEG EVOOKPIVIKNG SL0TOPAYNG COLPOVO LE T KprTipia. Tov opilovtat otov Kot e&ovctoddton Kavoviopd g
Emrpomng (EE) 2017/2100 1y tov Kavovioud g Emtponnic (EE) 2018/605

Alheg TAnpoopieg

Evepyd cvotatikd (68 QoppraKeVTIKE TpoidvTa).
IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.
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Testosterone decanoate for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPOioVTOG 1272/2008 EK [CLP]

Testosterone decanoate apBpog CAS: 5721-91-5 <100 ED ENV 1, EUH430

Ovoia Tpocdiopiotnke mwg ovaia e 1010tnTES evookpvikod | Kwd.-EE: 227-226-4 ED HH 1, EUH380

StatapdkTn Acute Tox. 4 (A6 tov otoparog), H302

(ATE=500 mg/kg)
Carc. 1B, H350

Repr. 1B, H360

STOT RE 1, H372
Aquatic Acute 1, H400

IIpeg keipevo tov dnhooemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. eprypoon péTpov TpOTOV fondsidv

Tevikd pétpa tpodTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo : AmOpoKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEEVT TEPLOYN OEPLATOG LE ATOAD
GamTOvVL Kot VEPOD, Kat TN cLVEXELD Eemévete pe (eoTO vepo.

Métpa tpdtev Bonbdeidv petd amd exapn pe o paTio 1 Eemhovete pe vepd kpatdvtog ta Bréeapa kakd avorytd. Zvpfovlevteite yatpd edv cvveyiletat o
TOVOG M 1| KOKKWVIAaL.

Métpa tpdtov Bondeidv petd amd katdmoon ;. Eemhdvete to otOpa pe vepd (Lovo edv to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE 0O TO GTOUA GE ATOUO TV £XeL XAoeL Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/ywatpo.

4.2. TpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

Aev vdpyovv emmAov TANpoPopie

4.3.’Evé€i&n omo1a601moTe amatToOPEVNS GIEST|G L TPIKIG PPOVTIONG Ko 01K Ogpaneiog

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PElypa

X mepinTmon TupKaylig Tapdyovtot ETKivouva 1 H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaka, d10&€id1o Tov avBpaa Kot
TPOIOVTO amocHVOESNG ko to&kd agpta. TIBavn amoforn to&kod vépoug.

5.3. Zv6Ta0EIS Y10 TOVG TUPOGPEoTeg

MéTpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Spuyn ToLv vepoL TG TupdcPeong 6To TEPBAALOV.
Ipootocia katd v TupdoPeon 1 Mnv enepPaivete yopig KatdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY GTOAN.
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Testosterone decanoate for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. IIpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOS KOL S10OIKAGIEG EKTOKTNG UVAYKNG

Ievikd pétpa : AmoQevyeTE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLO ) TO POVYLGLUO.

I TpocOmKS GAro a6 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG OVAYKNG : ATOHOKPOVETE TO TEPITTO TPOCHOTIKO.
T dTopa wov TpocsPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdAnio eEomhopd. ' tepiocdtepes TAnpopopies avatpiére oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEELS
Na anopedyetar 1 Erevbépmon oto mepipdrrov. Eumodicte T €i6080 6T0VG 0mOXETEVTIKOVG 0y®@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 6VYKPATI 0N Kol KaOoplopo

I'a v amobnkevon : Amoppo@noTe T0 PE £V AdPOVEG DAIKO Kol TOTODETOTE TO G€ Evav KOTAAANLO Teptéktn S1ébeong
amofANTmV.
MéBodot kabopiopod : Eemhdvete TI LOAMGUEVEG EMPAVELES e GpBovo vepd. Kabopiopog (e anoppumavTikd.

6.4. [lopomopnn) og Ghho TpHpATO

Agite to Tpnipa 13 yio Tinpopopieg oxetikd pe ) dudbeon.

TMHMA 7: Xeipiopég kan amodikevon

7.1. TIpo@uAGEELS Y10 AU YELPIOHO

EmumAéov kivovvor katd v enegepyacio . Eyxopovovoeg kot Onialovoeg va v pyoviol 6€ Kopio ETaQ LE TO TPOIoV.
TIpo@uAGEELS Y10 0GQAAN XEPIGUO 1 Amogevyete k6Oe mepirt kbeom. Opovricte OoTE 0 YHPog epyaciog va e&aepileTar cmOTA.
Métpa vylewng : Mnv tparte, mivete 1 kamvilete, Otav xpnoponoteite avtd to mpoiov. Ta polvopéva evdvpato

epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAELILO KO LETG TO TENOG TNG EPYACING.

7.2. ZovOnkeg 06Qarovs QUAAENG, COPTEPIAARPAVOREVAOV TVYXOV AGVUBATOTNTOV

Zovonkeg @OAUENG 1 AmoBnkedeton og KoAd aeplopevo xmpo. O mepiéktng Sratnpeitar epunTikd KAEGTOG. ATOQEvYETE
™ Céot kot TV Gpeon niokn aktvoPolia.
YAikd cvokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPIEKTES.

7.3. Ewducn} Telkn xpion 1 yp1osis

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: ‘Edeyyog g ék0eonc/atopiki mpoctacio.

8.1. [TapapeTpor eréyyov

Aev vdpyovv emmAov TANPOPopieg

8.2. 'Edeyyor ék0gong

Katariinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
Dpovricte hote 0 YDPOg epyaciog vo e&aepiletol 6oTd. ZuvNnOmg ATUITEITAL GUGTNHO YEVIKOD UNYOVIKOD EE0EPIGLOD TOV YDPOV. ZTO HETPO TOV SLVATOD ™)
XPNON TOL TPOIGVTOG TPEMEL VOL YIVETAL GE EPYOGTNPLOKT OBVY).

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

Ipootucio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipcdv:
Popdre cuokevn TpooTaciog Yo o ptio. [Ipootatevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
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Testosterone decanoate for system suitability
Agltio Agdopévev Acpaleiog

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

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdite kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpooTucio TOV UVATVEVGTIKMOV 00®V

IIpootacio TOV OVATVEVGTIKAV 00DV:
e mepinTmon Tapay@yng oKOVNG, XPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e @iktpo : P3

TMHMA 9: ®vokég Kot YNHIKEG 1010TNTEG

9.1. Zroyeia o TS facikéc QUOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped
APDLLOL : AevKo. oyedov AgvKo.
Epepdvion 1 Xkovn.
Mopiaxr pata 1 442,7 g/mol
Oopn : Mn Swbéorpo
Op1o ooung : Mn Swbéopo
Enpeio théewg : =50°C
Enpeio mhéemg : Mn Swbéopo
Enpeio Bpacpon : Mn Swbéorpo
Evopiektomra : Mn Swbéopo
Xapunkotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agvioydet
Enpeio avaereéng 1 Aev woyvet
Bepokpacio avTavaPAeEng 1 Agvoydet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéopo
Adropo pH : Mn Swbéorpo
1EDdeg, Kivepatikog (1) : Aevioydel
Awdvtomro : Nep6: <0,1 g/l
2VVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumdv : Mn Swbéorpo
ITieon atpov og Oeppokpacio S0°C : Mn Swbéotpo
IMokvotnto : Mn Swbéopo
ZYETIKN TUKVOTNTO : Mn Swbéorpo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéorpo

9.2. Aownéc mAnpoopiss

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xt00gp6tnTo KO AVIIOPUOTIKOTNTO.

10.1. AvtidpacTiKoTnTO.

Agv vrtapyovv emmAéov TANpopopieg

10.2. Xnpwkn) otabepotnra

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavéTNTA EMKIVOUVOY AVTIOPAOEDV
Agv vrdpyovv emmAéov TANpoeopieg

10.4. ZovOnkeg Tpog amwopuyn

Agv vdpyovv emmA£ov TANPOPOpie
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Testosterone decanoate 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 emmA£ov TANPOPOPieg

10.6. Emucivovva wpoiovra amwocHvieong

Aev vdpyovv emmAov TANPoPopieg

TMHMA 11: To&ikoloyikég TANPOPOPiES

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

Oé&ela to&codmra (amd oTOHOTOS) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmroa (Seppotikny) 1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpévog (Eriepatikd dedopéva)

Testosterone decanoate (5721-91-5)

LD50 amd tov 6t0p0T10g 68 0povpaiong > 300 — <2000 mg/kg (ektipdpevn Tiun)
AGBpmon kot epediopog Tov d€ppratog 1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
ZoPapn opbaipkn PAPN/epedionog 1 Mn ta&vounpévos (Baoet tov dtabéciov dedopévav, T kptipia Tagvounong dev TAnpovvtat)
EvaisOntonoinon tov avomveuotikod 1 1 Mn ta&wopnpévog (Baoet tov dwubécipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
guaedntomoinon Tov dEPHATOG
Metalho&yEveon YEVWNTIKOV KUTTAp®V : Mn taéwopnpévos (Baoet tov dabécipmv dedopévav, ta kprripta tavopnong dev mAnpovvrat)
Kapxivoyéveon : Mmnopei va tpokoréoetl KapKivo.
To&wodmTa 6TV avamopay®yn : Mmopei va Brdyet ) yovipdmra 1 To £uppvo.
Eww to&ikomra ota 0pyava-otoyovg (STOT) — 1 Mn ta&wopnpévog (EAkepatikd dedopéva)
epanaé £xbeon
Ewua to&ucotnta ota dpyava-ctoyovs (STOT) — : IIpoxakrel BAdPeg ota Opyava (evEoKkpviKd GOGTNO) VOTEP OO TUPATETAREVT 1] EXAVEIRTUILEVT
emavelnppévn €kbeon £xBeon).
Enucivdovotna avappdenong : Mn ta&wvopnpévog (EAdepatikd dedopéva)

11.2. ITAnpo@opieg yro. GALoVG TOTOVG EMKIVOVVOTNTOS

1010t TES EVOOKPIVIKIG draTapaynis

Avopeveic emntdoelg oty vyeio mov Tpokorovvtol omd : Exel evdorpvikd tpomo dpdiong, SnAadn petaPariel T Agrtovpyio 1 TG AEITOVPYIEG TOV
1WB1OTNTEG EVOOKPIVIKIG SLaTaporyig £VOOKPIVIKOV GUGTILLATOG

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétnTo

Emkivduvo yua to vddrvo mepifdarov, Bpoyvnpdbecpog : TToAd to&kd yia toug vdpodPLovg opyavicpode.

(080¢)

Emikivduvo yua to vddtvo mepifpdArov, pakporpdeopog : Mn ta&vopnpévog (Baoet tav dwubéoipumv dedopévav, to kpreipla tagvounong dev Tinpovvot)
(xpoviog)

Testosterone decanoate (5721-91-5)

ErC50 @ik ‘ >0,1 —< 1 mg/l (72 dpeg) (eKTUDOUEVN TIUN)

12.2. AVOEKTIKOTITO KOL IKOVOTNTA 0T0S6M|0NG

Testosterone decanoate (5721-91-5)

AVOeKTIKOTNTO KOt IKOVOTNTO ATOdOUNGNG

Toyfmg amodounoipuo

12.3. Avvototinro frocveocapevons
Aev vdpyovv emmAéov TANpoPopieg
12.4. Kiwwntmikétnro 610 £60.00G

Agev vrdpyovv emmAéov TANpoPopieg
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Testosterone decanoate for system suitability

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 emmA£ov TANPOPOPieg

12.6. 1016TNTES EVOOKPIVIKNG SLoTAPUYNS

Avopevei emmT®GELS 6T0 TEPBAALOV TTOV
TPOKOAOVVTOL 00 W1OTNTEG EVOOKPIVIKNG SLoTapoyiG

12.7. AXLeS OVOPEVEIG EMATAOCELS

Aev vdpyovv emmAéov TANpoPopieg

. 'Eyet evdoxpivikd tpdmo dpdomng, Sniadh petaBdidel t Aettovpyia 1 TG AELTOVPYiEG TOV

€VOOKPIVIKOD GUGTIHLOTOC.

TMHMA 13: Xtovycio oyeTikd pe T o1aeon

13.1. Mé0odor emeCepyaciog amopfritov

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6Tk pe T RETAPOPE

Zopeovo pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoég OHE 1 ap1Opég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacio arostoig OHE

IEPIBAAAONTIKA EINIKINAYNEX OYXIEZ,
XTEPEEX, E.A.O.

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

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

Heprypogn eYypaeov petapopdg

UN 3077 IIEPIBAAAONTIKA EINIKINAYNEXZ
OYZXIEZ, XTEPEEX, E.A.O., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-e1¢ KtvdHvov KOTE T PETAPOPA

14.4. Opaoa cvokevaciog

I

1T

I

14.5. Ileprfoirovtikn emKivovvoTTO

Emucivduvo yia to mepidiiov: Now

Emkivduvo yio to mepipdidov: Nou
MoAvopotikdg TapdyovTag yio To vdATIVO
nepBdiiov: Now
ApBuoc EmS (Ivupkayud): F-A
ApBuog EmS (Awppon): S-F

Emucivduvo yia to mepidiiov: Now

Aev vrapyovv emmAéov Stabéoipues TANPoopie

14.6. Exduég mpo@ura&elg yia tov ypiotn

Eniyewo petagopd
Kodwag ta&vounong (ADR)
Ewwég dotaées (ADR)

M7
1 274,335,375, 601
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Mepropiopéveg moodteg (ADR)

E&apovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwés datdéelg ovokevooiog (ADR)

Awtdéeig pektg ovokevacieg (ADR)

Odnyieg Yo @opNTéG de&OpEVES KL EUTOPEVUOTOKIPAOTIOL
x0onv (ADR)

Ewdwcéc dratdéers yio popntés delapeveg Ko
sumopevpotokiPdTie 6dnv (ADR)

Koducodg de&apevig (ADR)

Oynua yo petagopd deEopevig

Katmyopia petagopds (ADR)

Ewwcéc datdéerg yio t petagopd - Koio (ADR)
Ewducés drotaéetg ya ) petagopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xepopog (ADR)

ApBv avayvopiong kvdvvov (Képiep ApBu.)
IMoptokoi dickot

Kodwodg mepropiopndv yio onpayyes (ADR)

petagopd pécm Boraoong

Ewwmn mpopreyn (IMDG)
[epropiopéveg moodmteg (IMDG)
E&apovpeveg mocdmreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Ewwég datdéelg ovokevooiog (IMDG)
Odnyieg ovokevaciog epmopevpatoKPoOTiov-deEauevmv
(k®dwkog IMDG)

Ewwég dataéerg IBC (IMDG)

Odnyieg Y de&apevég (IMDG)

Ewwéc datdcers v de€apevég (IMDG)
Katyopieg poptiov (IMDG)
Amofnkevon kot yepopnds (IMDG)

Evaépia petagopa

PCA E&aupovpeveg mocotteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

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

Odnyieg ovokevaoiog yo emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KO yuo 0epockaen petapopds eoptiov (IATA)
Odnyieg cvokevaoiog LOVO Yo 0EPOGKAPT LETUPOPES
poptiov (IATA)

Méyiot mocOTNTO. LETAPOPAG OTOKAELGTIKG ATd
aepockden petapopds poptiov (IATA)

Ewducés dotaerg (IATA)

Kwdwkog ERG (IATA)

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

: MP10

. Tl1, BKI1, BK2, BK3

. AT
: 3

. El
. LP02, P002
. PP12

. IBCO8

Skg

. TP33

SGAV, LGBV

V13
VCl1, vC2

: CV13

: 90

90
3077

1 274,335, 375, 966, 967, 969

Skg

: B3

. BKI, BK2, BK3, T1
. TP33

A

Sw23

. El
: Y956
: 30kegG

: 956
: 400kg
: 956
: 400kg

. A97, A158, A179, A197, A215
: 9L

14.7. @ordooieg peTaQOPES YOOV GVRP®VA pg TIg TPagels Tov IMO

Aev 1oy0et
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Testosterone decanoate for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV vyeio Ko 7o IEPIBAALOV Y0, THV 0VGia 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepthappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teptlapfavetotl 6Tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopdg mepi 6Covrog (2024/590)

Aev neprhapfdveton otov Katdhoyo ovoidv mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviepog tov Zoppoviiov (EK) yia tov éheyyo e1d@v Siwing xpiong
Aev tepirapfavetatl otov Kavoviepd (EK) tov Zvpfoviiov yuo ta €idn dumng ypnone.

Kavoviopog mepi ekpnkTik®v Tpoédpopmv overdv (EE 2019/1148)

Agv avoypaQeToL 6ToV KATAoyo TPOSPOUmY 0VGLdV EKPNKTIKOV VAGV (EE)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev avaypaeetatl 6Tov KatdAloyo Tpddpopmy ovcldv vapkotikdv (EE)

15.2. A& orhoynon ymuikig acQaietag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Ipeg keipevo ppacewv H ko EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cdmra (amd Tov 6ToONTOC), Katnyopia 4

6TONOTOC)

Aquatic Acute 1 Emwcivduvo yio to vddtivo meptBdrlov — 0&0¢ kivduvog, katnyopiag 1

Carc. 1B Kapkwoyéveon, katyopioa 1B

ED ENV 1 Evdokpwvikog dratapdrtng yio to mepipdirov, Kamyopia 1

EDHH 1 Evdokpwvicdg datapdrtng yuo thv avBpdmvn vyeio, Katnyopia 1

Repr. 1B To&wodmta oty avamapayoyn, katmyopio 1B

STOTRE 1 Ewdum to&ucotnta o Opyova-ctoéxous Votepa and enavelAnupévn ékbeon, katmyopia 1
EUH380 Mrmopei vo. TpoKarETEL EVOOKPIVIKT Statapoy 6Tov avOpmTo.

EUH430 Mrmopei vo Tpokarécel vOoKpVIKT Statapoy} 6To TepBAAiov.

H302 EmPraBég o nepintwon katdmoong.

H350 Mmnopei va. Tpokarécel KapKivo.

H360 Mmropei va. PAdyet T yovipodtta 1 To Eufpuo.

H372 Ipokaiel PAaPeg ota Opyava (vOOKPIVIKO GOGTNLLL) VOTEPD OO TAPOTETAUEVT 1) ETOVEIANUUEVT EKOEST).
H400 TToA) T0&1Kd Y1t TOVG VIPOPLOVG OPYAVIGHOVG.

Aghtio Agdopévov Acpakeiog (AAA), EE
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Testosterone decanoate for system suitability
Agltio Agdopévev Acpaleiog
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ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe a&idomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot Hropet Kat vo. v UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVIEVELEVN LLE, TO YEPLGUO, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL £ EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG Ol TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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