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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : D-His-Buserelin
Xnuwn Ovopacio : [2-D-Histidine]buserelin
apOpuog CAS : 1872434-99-5

Kodwdg mpoiévtog : 202500331

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV 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 TOV peiypoTog

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

Evdokpwvikog dwatapdrtng ya to mepipaiiov, Katmyopia 2 EUH431
Evdokpwvikdg Swatapdrtng yo Ty avBpomvn vyeio, Kotnyopia 1 EUH380
O&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
To&wdmTa 6TV avorapaywyn, katnyopio 1A H360F

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H372
£xBeon, katmyopio 1
I peg keipevo tov dniwoemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon katdmoong. Mmopei va Brdyet ) yovipdtnta. [pokarel AdPeg ota dpyava Hotepa and mopateTapnévn 1 exavelnupévn Exbeon.
2.2. Xroyeia eTIKETOG

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

GHS07 GHS08
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : EUH380 - Mmropei va mpokarécet evdokpiviky dtatapayf otov avOpmmo.
EUH431 -"Ynonto yio tpdkAnon ev8okpvikig dtotapoyig 6to meptBailov.
H302 - EmPrapés og mepintoon katdmoonc.
H360F - Mnopei va. BAdyet T yovipotto.
H372 - Tlpokodei PAGBeg ota dpyovo (EVOOKPIVIKO 6VGTNIE) VOTEPO OO TAPUTETOUEV |
emavelnupévn ékbeon.
AnAdoeig Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 001 yieg mpv o T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVONGETE TIG 001YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/sekvepaduata.
P263 - Amopehyete TV £maen 61N SLAPKELR THG EYKVHOGVVIG KO THG YOAov)iog.
P264 - ITAdvete ta gépra, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnyv 1pdte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1 ehevfépwon oto meptBdAiov.
P280 - No popdte TpoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 7 éva
ytpd, av oicbavieite adwabecio.
P314 - ZupPovievbeite/Emokepbeite yratpd edv arcbavdeite adiobdeoio.
P330 - Eemldvete 10 oTONA.
P391 - Maléyte T yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPARTOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Ko SieBVElg KOvovIGHOUE.
ZNpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta teplexoeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kvdovov (CLP) :

GHS08
2.3. Alhot kivovvor
AlAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe tnv odnyia
TpoidvTog 1272/2008 EK [CLP]

[2-D-Histidine]buserelin apOpog CAS: 1872434-99-5 <100 ED ENV 2, EUH431

ED HH 1, EUH380

Acute Tox. 4 (Ao tov otopatog), H302
(ATE=500 mg/kg)

Repr. 1A, H360F

STOT RE 1, H372

ITAnpeg keipevo tv niocemv H kot EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. lleprypoon pétpov TpoOTOv fonderav

Tevikd pétpo mpdtmv fonderdv 1 e mepintoon apEBOAM®Y 1| €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT TOV
S1eVKOADVEL TNV avamvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TEPLOYN SEPLOTOG e ATAAD
GOTOVVL KOt VEPO, Kol 6Tn cuvéyeta Eemlévete pe (eoTO vepo.
Métpa Tpotmv Bondetdv petd and exagn pe to pdtio 1 Eemlovete pe vepd Kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £4v cuveyiletal o

TOVOG N 1 KOKKIVIAQL.
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE ATOWO OV £xeL YAoeL Tig aucbnoelg Tov. Karéote apéomng to KENTPO
AHAHTHPIAZEQN/yotpo.

Agv vdpyovv emmA£ov TANPOPOPie

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.

AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot

mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.

I'a aropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste oTnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
IIpo@ura&els yio ac@aAn yepiopod 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cLoKeLT TpocTaciog Yo Ta pdtia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTEVTIKO povyicpd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm 1 Xteped
APDHOL : Mn Swbéopo
Mopoxn pada 1 1239.5 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inpeio Eemg : Mn dwbéoyo
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdtarto 6pro expn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

EmdeG, KvepoTikog (1) : Agv oydeL
Awrvtomra : Mn dwbéopo
2uvTedeoTNG KATOVOUNG OE pelYHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
Zyetkn TokvoTnTa aTHAV 6Tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agev vdpyovv emmAov TANPoPopie

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopies

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTOHATOS) . EmPraPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
[2-D-Histidine]buserelin (1872434-99-5)
LD50 and tov 6tdpaTog 68 0povpaiovg > 300 — <2000 mg/kg (ektipdpevn Tiun)
AGBpmon ko gpediopdg Tov dEppatog : Mn ta&wounuévog (EMeparticd dedopévar)
ZoPapn opOaipkn PAAPN/epedionog : Mn ta&vounpévog (EAiepatikd dedopéva)
Evaisbntomoinem tov avamvevustikov 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVNTIKOV KOTTAPOV : Mn ta&wopnpévog (EAdeiatikd dedopévar)
Kapxwoyéveon : Mn ta&wopnpévog (Baoet tov dtabéoimv dedopévav, ta kptmpta tagivounong dev minpovvat)
To&wodmTa 6TV avamopay®yn : Mmropei va. PAdyet T yovipoma.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (Erdepatikd dedopéva)
epanag éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : TIpokoaiei PAaPeg ota Opyova (VOOKPIVIKO GUGTNEL) VOTEPC OO TOPUTETOUEVT T) EXOVEIANUHEVT
emovelknppévn €xbeon £xBeon.
Emucwvdvvotta avoppoenong 1 Mn ta&wopnpévog (EMAeytaticd dedopévar)
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: Owoloyikég TANpoQopies

Emwcivduvo yio to vddrtivo mepiBdrrov, Bpayvmpodbecpog : Mn ta&wounuévog (EAMeaticd dedopéva)
(0&be)

Emcivduvo yia to vddrtivo mepipdrrov, pakporpodbeopog : Mn tagwounuévog (EMenaticd dedopéva)
(xpoviog)

[2-D-Histidine]buserelin (1872434-99-5)

AVOeKTIKOTNTO KO IKOVOTNTO ATOdOUNoNG Toyfmg amodounoio

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Toupovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 aprOpog TavtotnTog

Zopeavo pe Tig S1oTdEels HETapopig To TPoidv autod de yapaktpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvOulopevo Mn poOuldpevo Mn povOulopevo

14.3. Ta&n/-€1g KivdOvov KOTA TN HETAPOPA

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poBuldpevo Mn poOulopevo
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D-His-Buserelin
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Mn poBulopevo Mn pvBulopevo Mn poBulopevo

Agv vapyovv emmAéov Stabéctpes TANPOEOpies

14.6. EWdwuéc mpo@uAhdelg yia Tov (pietn

Eniyswo peragopd
Mn pvOulopevo

petapopd pécm Bordoong
Mn pvOuilopevo

Evoépra petagopd
Mn poOuilopevo

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0etiko yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko o aepifdirov yio TV ovoia 1 10 peiypa
Kkavoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nepthapfaveton oto Mapdaptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)
Aev tephappavetot oto Mapdapmmua XIV tov REACH (Katdroyog ade1086tmong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdavetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev teptlapfaveratl 6tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yia Tov £heyyo 0@V Simhig ypiong
Aev nephappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyet kapio ovsia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Koavoviepég mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephappavetayovior) 6tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis aoc@dierog

Aev vdpyovv emmAéov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

ITpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4
GTOLOTOC)
ED ENV 2 Evdokpwvicdg dratapdxtng yo o mepiBdriov, Kamyopio 2
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D-His-Buserelin
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:

EDHH 1 Evdokpwvucdg dwatapdrtng yuo v avhpomvn vyeio, Kotnyopia 1

EUH380 Mropei vo. TpokarEseL EVOOKPIVIKT Statapay 6Tov avOpwo.

EUH431 "YTomTo Y10 TpOKANGT EVOOKPIVIKNG SLTapoyiG 0TO TEPPGALOV.

H302 Emprapés og mepintmwon katdmoong.

H360F Mmropei va. PAayeL T yovipodtta.

H372 Ipokaiei PAaPec ota dOpyava (vOoKkpviKd GOGTNLL) VOTEPQ OO TAPOTETAUEVT 1) ETOVEIANUUEVT EKOEGT).
Repr. 1A To&wodmTa otV avamapayoyn, katmyopio 1A

STOT RE 1 Ewuw to&ikomra o€ 0pyava-ctoyovs Hotepa and exovellnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd To dehtio mpoépyovtat and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPIG Kapio gyydnon, pnty N appnTn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoioVTOG devV

VIOKEWVTOL 6T S1KN Hag VOHVI Kot PHITopet Kot VoL v UmInTONY Kot 6TIG approdtdTnTég pog. I'iontoig kot yior GALovg AGYoUG, 0momolovpacte Kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNpicg oo, 1] LLe OTTOL0ONTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPEMEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOToV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GAAOL

TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEYETOL VO LNV EIVOL EQUPUOCILES. VTEG 0L TANPOPOPies PacilovTol GTIC TPEXOVOES YVMGCELS LLOG KoL

TpoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOUG VYEINS, ACPUAEING Kt TEPPAAAOVTIKOV OTOITOEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel

OTL £YYLATOL OTOLUONTOTE GUYKEKPILEVT] 11OTNTO TOV TPOIOVTOG.

15/05/2025 (Huepounvia ékdoong)
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