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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO . Leuprorelin
XHUMUYECKO HAaMMEHOBAHUE : Leuprorelin acetate
CAS Ne 1 74381-53-6

Kon na npoxykra : 201700517

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

EHOKpHMHEH HapyLINTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIOKpHHEH HapyLINTEN 110 OTHOIIEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360Fd
CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraHy — €IHOKpaTHa H371

excnozunus, Kateropus 2

CrenmdryHa TOKCHYHOCT 3a ONPEIeNIeHN Oprany — mosrapsima ce  H372
excnozunus, Kareropus 1

3a nmbanus Texcet Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHn q)l/l3l/ll(0XPlMPl‘lHl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(])elcTn 34 3IPaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Ipennonara ce, ye npuuuHABa pak. Moxe J1a yBpeIu OIUI0JU-TeaHaTa criocoOHocT. [Ipennonara ce, ue yBpesxaa miojna. Mose 1a NpUYMHY yBpEXkKIaHe Ha
opranure. [IpudnHsBa yBpexKAaHEe HAa OPraHUTE MOCPEACTBOM HMPOIBIDKUTEIHA WK MOBTAPSIA CE CKCIIO3HIIMS.
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHoct (CLP)

Ipenopsku 3a 6e3omacuHoct (CLP)

GHS08
Omnacuo
EUH380 - Moe 1a IpHYUHY HapylIeHHe Ha (YHKIUUTE Ha CHIOKPUHHATA CUCTEMA B YOBEIIKHUS
OpraHU3bM.
EUH431 - BeposiTHO IpHYHHsBA HapyIIeHHe Ha (PyHKIMUTE Ha €HIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H351 - IIpeamnonara ce, 4e NPUYMHABA PaK.
H360Fd - Moske na yBpeau omronutentara cnocodnoct. Ilpenmonara ce, 4e yBpex/a miona.
H371 - Mosxe na MpUYMHE YBpeXKJaHe Ha OPTaHUTE (JUXaTeIHa CHCTEMA).
H372 - IIpuunnsBa yBpexkaaHe Ha OPraHuTe (L[EHTpalHa HepBHA CHCTEMa, ChPAEYHO-ChI0Ba
CHCTeMa, CHIOKPHHHA CHCTEMa, CKENeT, XPAHOCMIUIATEIHA CUCTEMA) TOCPEACTBOM IIPOABIDKUTEIHA
WITH TIOBTapsIIa Ce eKCIO3HIIHS.
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeay a CTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/IyIex/ra3/auM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 JTaKTUTE U JHIETO CTapaTelHo Clel yIoTpeda.
P270 - [1a He ce siae, mue WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P273 - Jla ce n3bsrea u3myckaHe B OKOJIHATa Cpeaa.
P280 - M3non3BaiiTe npenna3sHu phKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYrIa/Ipena3Ha Macka
3a JHIIe/IpeAna3Hy CPEeCTBa 3a 3alIUTa Ha CIyXa.
P308+P311 - [TPU siBHa nnm npennonaraema excrosuuus: Obanere ce B LIEHTBP I10
TOKCHKOJIOT S unu Ha nexap.
P314 - TIpu Hepa3MnoI0KEHNE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Cpbepere pazasToro.
P405 - Jla ce cbxpaHsiBa 1o KJIr04.
P501 - CbabprkaHHeTO/CBhABT J1a Ce H3XBBPIIH B IIYHKT 33 ChOMpaHe Ha OMACHU MU CIICIUATHI
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHY H/MIH MEKIyHAPOJHI
pasnopenou.

ETnxernpane B CbOTBETCTBHE C: MI3KII0UCHNS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChAbPKAHUETO He IpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHoCTH

GHS08

BelecTBOTO € BKIIOYEHO B CHMCHKA, M3TOTBEH B ChOTBETCTBUE ¢ wieH 59, naparpad 1 or REACH, 3a npurexaBaHe Ha CBOICTBa, HapyLIaBaly QyHKIMUTE HA

€HJOKpHHHATA CHCTEMa, UM € HICHTU(UINPAHO KaTo MIPUTEKABAIIO CBOMCTBA, HApyIIaBaIly (GyHKIMUTE Ha CHAOKPUHHATA CUCTEMA, B CbOTBETCTBUE C

kputepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra unu B Pernament (EC) 2018/605 na Komucusita

Jpyra nndopmarys

AKTHBHO BeLIECTBO (BbB (hapMaleBTUYHU [IPOILYKTH).
BHuMaHMe - BeLeCTBO, KOETO BCE OIIE HE € U3MHUTAHO HAIBIIHO.
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Leuprorelin acetate CAS Ne: 74381-53-6 <100 ED ENV 2, EUH431

BEIECTBO, UACHTU(HUIIMPAHO KaTO IIPUTEKABAIIO CBOICTBA ED HH 1, EUH380

Ila HapymaBa (yHKIMHTE Ha €HJOKPHHHATA CUCTEMa Carc. 2, H351

Repr. 1A, H360Fd
STOT SE 2, H371
STOT RE 1, H372

3a mennus TekeT Ha H- u EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pa3nen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTE 32 MPBA MOMOLI

IIppBa nomo1i - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE MPOABIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa nomo1 nMpu BIUIIBAHE : H3Besere NMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOIIL.

ITbpBa MOMOII IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

ITbpBa oMol IPH KOHTAKT C OYUTE : Usmiakuere ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO OTBOpeHH. [ToThpceTe MeANIIMHCKA TOMOLLL, aKO
60JIKaTa, MUTAHETO WM 3a4EPBSBAHETO MPOABIKAT.

IIppBa nomo1L Y MOTITbIIAHE . HMsmakHere ycrara ¢ Bojia (CaMo aKko MOCTpalalivsiT € B ch3HaHue). Hukora He naBaiiTe HULIO 1pe3
ycTaTa Ha Y0BeK B Oe3ch3nanue. He3abaBHO MOTHpCeTe MEANLMHCKH CHBET/IIOMOLIL.

4.2. Hali-chbIecTBeH! OCTPH M HACTHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.IPIH

4.3. Yka3aHue 32 HE00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIMHCKH IPUKHA U CIICLIMAJTHO JIeYeHU e

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeactBa 3a raceHe Ha MOKap

TToaXOISIIIH TT0KAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha MIOXKapH B ChCEICTBO. BBIiepoieH HOKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Heroaxos11uy okaporacuTelIH| CPe/ICTBa : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELeCTBOTO HJIH CMECTa

OnacHu MIPOAYKTH Ha pasnajlaHe B cnyqaﬁ Ha moxap . HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIac€H BBITIEPOJACH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3aMoxxHO € OTACIIAHETO HAa TOKCUYHU U3NIaPCHUSA.

5.3. CbBeTH 32 O’KAPHUKApHUTe

WHcTpyKuuu 3a raceHe Ha Imokapu . Jla He ce momycka M3noi3BaHaTa B bopbaTa ¢ moxapa Bojia J1a 3aMbpCH OKOJIHATa Cpeaa.
3amuTa Ipy raceHe Ha mnoxap . Jla He ce npennpuemMa HaMmeca 6e3 MOAXOSIIO 3alUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPALI]
amapar 3a JuxaresHa 3ammTa. [IbHa 3amura Ha TI0TO.

PA3JIEJI 6: Mepku npu aBpapHMiiHO H3MyCKaHe

6.1. JIuuHM NpeANa3sHA MePKH, NPEANIa3HH CPeJCTBA U NPOLEeAYPHU NPHU CHEIIHH CJIy4au

OO0y Mepku . /Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U JAPEXUTE.
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU CJaydan

ABapuitHH TITaHOBE : Jla ce oTcTpaHM HEHYKHHS TIEPCOHAII.

3a JIMIAaTa, OTTOBOPHH 32 CICLIHU CJIyYau

3almuTHU CpeacTBa . Jla He ce mpeanprema Hameca 6e3 MOIXO/IAIIO 3aIUTHO 000pyABaHe. 3a moBeye HHPOPMAIIHS,

BrokTe paszgen §: "KoHTpon Ha ekcro3uimsITa/ TMYHA Mpe/na3Hu cpeactsa’.

)_'[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTe HABJIM3aHETO B KaHAJIM3alUsATa U B O6H.ICCTBCHI/ITG BOIH.

3a 3agbpprkane : IlonmiiTe ¢ MHEPTEH MaTEpHA U IIOCTABETE B MOAXO/SI KOHTEHHED 3a 00e3BpexJaHe Ha OTIAABLIH.
Mertou 3a OYKCTBaHE : IlouncTeTe 3aMBpCEHUTE TOBBPXHOCTH OOKMIHO C Bojia. [I0YnCTBaHE ¢ HOMILTA HA IETEPIEHT.

Bmxre Paznen 13 otHOcHO nH(bOpMarys 3a 06e3BpekIaHe Ha OTIAIBLHTE.

JIOITBITHUTEITHY OTIACHOCTH 10 BpeMe Ha paboTa : Jla He ce u3narat OpeMEHHHTE JKEHH MM KbPMAUKHUTe.

Tpennassn mepku 3a 6e3omacHa padoTa : Jla ce m304TBa BCAKAKBA M3NMIITHA eKCIIO3UIMs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrHeHHH MepKI : Jla e ce sze, nmue uim mymm npu ynotpeba Ha npoaykTa. Jla He ce n3HAcA 3aMBPCEHO PabOTHO

00NIeKI0 H3BEH PabOTHOTO MoMeIIerue. Jla ce M3MHAT PBIETE NPEH IIOUYMBKHUTE H CIeT
TIPHKITIOYBaHE Ha paboTara.

Venosust 3a chxpaHsiBate : Jla ce cbxpansiBa Ha 100pe npoBeTpuBo MsicTo. ChIBT Jia ce ChbXpaHsBa ILITHO 3aTBopeH. Jla ce
T1a3u OT TOIUIMHA U MpsiKa CIbHYCBA CBETJIINHA.
OnakoBbYHU MaTepUAIH : Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

JI HA EKCIIO3UIINA a/JINYHA npeanmasH Cpeacrea

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Toaxoasiy HHKEHEPEH KOHTPOJI

IToaxoasim HH:KeHEPeH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha pabOTHOTO MsACTO. OOMKHOBEHO C€ M3HCKBAT KAaKTO MECTHA CMyKaTelIHA BEHTHIAINS, TaKa ¥ BEHTUIAIMS Ha OOIIOTO
nomenienue. C marepuaina TpsOBa 1a ce paboTH 1o/ 1abopaTopHa KaMUHA, TOKOJIKOTO TOBA € Bb3MOXKHO.

JInYHH npeana3sHu cpeacTBa

3a1MTa HA OYUTE U JTHIETO

3amuTa Ha ounTe:

[la ce HoOcsT peanasuu oura. [peanasnu ounna cse crpannyna 3amura. (EN 166)
3amuTa Ha KokKaTa

3ammTa HA KOXKATA U THIOTO:
Ja ce Hocu noaxoasIo npennasHo odnekio. Jlaboparopua ynorpeba : JlJabopatopHa npecriika. (EN 13034)
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

3amuTa Ha pbLeTe:
Jla ce HOCAT MOAXOMAIM PhKAaBUILM. XUMHYECKH YCTOMUMBH penna3Hu pprrasuii. (EN 374)
3amuTa HA AMXATEJTHUTE IIbTHIA

3amuTa Ha AMXATEIHATE MHTHINA:
B ciyuaii Ha 06pa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a quinane ¢ Gpunrsp: P3

PA3JIEJI 9: ®u3uyHu 1 XUMHUYHHU CBOIiCTBA

ArperaTtHo CbCTOSHHE : TBBpHO BemecTBO
IIBsiT : Os1. mouTH OsUIL.
BbHIeH Bug . Ilpax.
MonekynHa maca 1 1269.4 g/mol
Mupuc . He e Hanu4nO
I'panunara Ha Mupuca : He e nanmuuno
Touka Ha ToreHe : 170 °C

Touka Ha 3aMpB3BaHE : He e nanmuuno
Touka Ha KUIIeHe : He e nanmuuno
3anmanumocT : He e nanuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temmepatypa : He e npunoxumo
Temmeparypa Ha camo3anaaBaHe : He e npunoxumo
Temmnepartypa Ha paznarane . He e nanuuno
pH . He e nanmuuno
pH pastBop : He e nanmuuno
Buckosurer, kuHEMaTuueH : He e npunoxumo
PastBopumoct : Boga: > 1000 g/
Koedwurent na pasnpenenenue: n-okranon/sona (Log  : He e nammgno
Kow)

Hansrane na napure : He e nanmuuno
Hansrane Ha napure npu 50°C : He e nanmuuno
IInsTHOCT : He e nanmuuno
OTHOCI/ITCJ'IH& INTBTHOCT . He e HanuuHo
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Paszmep Ha yactuure : He e HanuynO

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS
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Leuprorelin

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.6. OnacHu NPOAYKTH HA pa3nagaHe

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

31EJI 11: Tokcukoaornysa nHgpopManus

11.1. Uudopmanus 3a KIacoBeTe HA ONACHOCT, onpeaejaeHd B Permament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpaHa)

OcTtpa TOKCUYHOCT (iepMaliHa)
OcTpa TOKCHYHOCT (BJIUILIBAHE)

He ce knacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAQHHH, HE CA U3IIBIIHEHN KPUTEPUUTE 38
KIacupHIIpaHe)

He ce knacuduuupa (Jlunceat nanHu)

He ce knacuduuupa (Jlunceat ganHu)

Leuprorelin acetate (74381-53-6)

LD50 opanHo mibx

> 5000 mg/kg (RTECS Ne OH6390000)

KOPOSI/IBHOCT/ﬂpaSHCHC Ha KoXara
CepH03HO YBpEXKAaHE HA O‘H/ITC/Z[pa3HCHe Ha OUHuTEC
CeHcuOMIM3aNUs Ha IUXATEIHUTE IBTUIIA WK KOXKaTa

MyTareHHOCT Ha 3apOJUIIHHTE KICTKH

KanueporenHoct

TOKCHYHOCT 32 PEIPOAYKIHATA

CTOO (cnenu¢uvHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHf) — €IHOKPATHA EKCIIO3HLIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHn) — IOBTaPSIIIA CE& EKCIO3ULIS

OnacHOCT NpH BAMIIIBaHE

11.2. Undopmanus 3a APYrH ONACHOCTH

He ce knacuduuupa (Jlunceat nanHm)

He ce knacu¢unupa (JIunceaT naHum)

He ce xnacu¢unupa (JIuncsat nanxm)

He ce xnacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPHUTEPUUTE 32
KJIacuupane)

Ilpearnoara ce, ue NPUUUHABA PAK.

Mosxe na yBpeau ormoauTenHata ciocodHoct. [Ipeanonara ce, ue yBpex/aa mioza.

Mooke 1a NPUYMHY yBPEXkK/JaHE Ha OPTaHNTE (JUXaTeTHa CHCTEMA).

IMpruunsBa yBpekaHe Ha OpraHuTe (IIeHTpaaHa HEePBHA CHCTEMa, ChP/ICUHO-CHI0BA CUCTEMA,
€HJOKPHHHA CHCTEMa, CKeIeT, XpaHOCMHUJIATEeIHA CHCTeMa) IIOCPEICTBOM IIPOIBIDKUTEIIHA HIIH
MOBTAPSIIIA CE& EKCIIO3UIIMSA.

He ce knacudunupa (Jluncsar nanxu)

CaoiicTBa, HApYmIaBaIU (PYHKIHHTE HA eHIOKPHHHATA CHCTEMA

HeO6maronpusTHU MOCNEAUIHN 32 3PaBeTO, IPUINHEHH
OT CBO¥CTBa, HapyIaBally (YHKIHMATE HA
EHJ0OKpUHHATa CHCTeEMa

ma eHOKpHHEH MEXaHH3bM Ha JeficTBHE, T.€. IPOMEHs (PYHKIHATA/(QyHKINATE Ha €HIOKPHHHATA
cucTeMa

3AEJI 12: Exonoruuda undopmanus

12.1. ToxkcuuHOCT

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa)
OmacHo 3a BogHAaTa cpefia, JBITOCPOUHa (XPOHHIHA)

12.2. YcTOlYMBOCT M pa3srpaiuMoctT

He ce xnacu¢unupa (JIuncsat nanxm)
He ce xnacudunupa (JIuncsat nanxm)

Leuprorelin acetate (74381-53-6)

YcToiuuBOCT U pasrpaauMocT

Pasrpaxna ce 6sp30

12.3. BuoakymyJMpania cnocooHoOCT

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/ISI

12.4. IlpeHocumocT B MOYBATA

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

12.5. Pe3yararu ot onenkara Ha PBT u vPvB

Hsma Hann4Ha I0MbIHUTETHA HHOPMAIUS
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

He6naronpu51THn NOCJICAMIIN 3a OKOJIHATa cpenaa, . Hma CHAOKPUHCH MEXaHNU3bM Ha HeﬁCTBHC, T.C. IPOMCHA (byHKHPIﬂTa/ (1)yHKI.Il/II/ITC Ha €EHOKpHUHHATa
TIPUYUHEHU OT CBOﬁCTBa, HapyumaBaiu Q)YHKHHHTC Ha CcucTema.
CHIOKPpHUHHATA CUCTEMA

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

PA3JIEJI 13: O0e3BpeskiaHe HA OTHAABLUTE

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKAIHOHEH HOMEP

He e obexT Ha HapenbuTe 3a TpaHCTIOPT

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He ce perymupa He ce perymupa He ce perymupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakopbyHa rpyna

He ce perynupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeJa

He ce perynupa He ce perynupa He ce perynupa

Hsma nompianuTeHA HATHYIHA HHOOPMAIIHS

CyxonmbTeH TPAHCIIOPT
He ce perynupa

TpancnopTt 1o Mope
He ce perynupa

Bb3aynied Tpancnopr
He ce perynupa

He e npunoxumo
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PeriiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu

HeGnaronpusTHH MOCIEIHIN 3a 3APABETO, JobaBeHo
MPHYNHEHH OT CBOWCTBA, HApyIIaBaIH
(yHKIMNTE Ha CHIOKPUHHATA CHCTEMa

3aMeHs BepcHsATa OT Jlo6aBeno

JaTa Ha pemaxknuiTa Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenys 3a ynorpeda JobaBeHo
1.2 VYnorpeba Ha BemecTBOTO/CMecTa JobaBeHo
1.2 ODyHKIHS WK KaTeTOpUs Ha yIoTpeba Jlo6aBeno
2.1 HebGnaronpusitin QU3HKOXUMUYHE e(DEKTH 1 JobaBeHo

HeOaronpusaTHU e(PeKTH 3a 3PaBETO HA YOBEKA U
OKOJIHATa cpena

2.1 Krnacudukauus B cvotBerctre ¢ Pernmament (EO) | lo6aBeno
Ne 1272/2008 [CLP]

2.2 Ipenynpexnenus 3a onacxoct (CLP) JlobaBeHo
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Leuprorelin

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
2.2 TIpenopbku 3a 6e3omacHoct (CLP) JobaBeHo
22 Curnanna gyma (CLP) Jlo6aBeno
2.2 Tuxrorpamu 3a onacuoct (CLP) JobaBeHo
2.3 Jpyra undopmarims Jlo6aBeno
4.1 ITppBa nmomouy - 00IIM MEPKU JlobaBeHo
4.1 IIppBa noMoIIL IPU KOHTAKT € KOXKaTa JobaBeHo
4.1 IIppBa nomo1 npu BIUIIBAHE JlobaBeHo
4.1 II'ppBa NOMOII IPH TOTITBILAHE Jlo6aBeHo
4.1 IIbpBa nOMOIIL TP KOHTAKT C OYUTE JobaBeHo
5.1 Henonxxonsuy noxaporacuTenHu CpeaACTBa Jlo6aBeno
5.1 Tloaxoasmu noxaporacuTesIHi CpecTBa JobaBeHo
5.2 OracHM IPOJIYKTH Ha paslajaHe B caydaid Ha Jlo6aBeHo

oxap

5.3 3amuTa Opy raceHe Ha IoXap JlobaBeHo
53 MHcTpykumy 3a raceHe Ha IoKapu JobaBeHo
6.1 3aluTHU cpecTBa Jlo6aBeno
6.1 ABapuiiHy I1aHOBE JobaBeHo
6.1 OO0y Mepku JobaBeHo
6.2 IIpennasHu Mepku 3a ona3BaHe Ha okojHarta cpenia | /lobaBeno
6.3 3a 3aabpikaHe Jlo6aBeHo
6.3 Metoau 3a mouncTBaHe Jlo6aBeno
6.4 Tlo3oBaBaHe Ha apyru pasznent (8, 13) JobaBeHo
7.1 JlobIIHUTETIHU ONIACHOCTH IO BpeMe Ha paborta JlobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aBeno
7.1 XUTHEeHHU MEPKH Jlob6aBeHo
7.2 VYcnoBust 3a cpXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
8.2 3alura Ha JUXaTeIHUTE IIbTUIIA Jlo6aBeHo
8.2 3amura Ha pbleTe Jlob6aBeHo
8.2 3amuTa Ha OYUTE JobaBeHo
8.2 IToxxomsiiy MHKEHEPEeH KOHTPOI Jlo6aBeno
8.2 3aluTa Ha KO’KaTa U TSIOTO Jlo6aBeHo
9 MornekyiaHa Maca JobaBeHo
9 st Jlo6aBeno
9 BrHieH Bug IIpomeneno
9 PasrBopumocT BBB Boaa JlobaBeHo
11.1 LD50 opanHo mIeX IIpomeneno
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Leuprorelin

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNHaukanms 3a npoMeHn
Pa3znen IIpomenen eqemMeHT KomenTtapu
12.6 HebnaronpusaTHy mociie Uiy 3a okonHaTa cpena, | JlobaBeno
[IPUYMHEHH OT CBOWCTBA, HapyIIaBaIy
(yHKIMHTE HAa eHIOKPHHHATA CHCTEMa
II'bnen Texker na H- u EUH-npegynpeskaennsiTa 3a oIacHoOCT:
Carc. 2 Kanueporennoct, Kareropus 2
ED ENV 2 EHnllokprHEH HapymMTel [0 OTHOLLIEHUE Ha OKOJIHATa cpena, Kareropus 2
EDHH 1 EHoKpHHEH HapyLIMTEN 110 OTHOIIEHHE Ha 3/]paBeTo Ha YoBeka, Kareropus 1
EUH380 Moske 1a IpHYMHY HapyIIeHHe Ha (GYHKIMUTE Ha CHAOKPUHHATA CHCTEMa B YOBEIIKHUS OPraHU3bM.
EUHA431 BeposiTHO npuunHsBa HapyIIeHHe Ha (YHKIIUMUTE Ha CHIOKPUHHATA CHCTEMa B OKOJIHATA Cpejia.
H351 IIpenmnonara ce, ye NPUYUHABA PAK.
H360Fd Mosxe z1a yBpeu orutouresiHara criocooHoct. [Ipearnonara ce, ye yBpex/a mioja.
H371 Moske 1a IpHYMHY YBpEXKIaHe HAa OPraHUTe (IUXaTesIHa CHCTEMA).
H372 IMprunHsBa yBpexknaHe Ha opraHuTe (IIEHTPaIHA HEPBHA CHCTEMA, ChPJCYHO-CHI0BA CHCTEMA, CHIIOKPUHHA CHCTEMa, CKEIIET,
XPaHOCMHJIATENIHA CHCTEMA) TTOCPEICTBOM MPOIBIKUTEITHA MM MOBTAPSAIIA CE €KCTIO3HIINSL.
Repr. 1A ToxcuunoCT 32 penpoxykiusaTa, Kareropus 1A
STOTRE 1 CrenndiyHa TOKCHYHOCT 32 ONPEACICHN OpPraHy — MOBTapslia ce ekcrosuiys, Kareropus 1
STOT SE 2 Crerdryaa TOKCHIHOCT 3a ONpe/IeJIeHH OPraHu — eJHOKpaTHa excro3uiusi, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a

HaJeXIHU. Berpeku ToBa, nHboOpMaIusTa ce NpeaocTans 6e3 HUKAaKBa rapaHIlys, M3pUUHa MU 0pa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChbXpaHeHHe, ynoTpeda uii 00e3BpexaHe Ha IPOAyKTa ca H3BBbH HAIMs KOHTPOJ U MOKE 1a ca U3BBH Halllata komneTeHTHocT. [Topaau

Tasu U APYry NPpUIUHHA, HUE HE TOEMaM€E OTTOBOPHOCT U U3PHUYHO CE OTKa3BaMe€ OT OTTOBOPHOCT 3a 331"}'614, LICTH WK Pa3sxOoau, NPOU3TUYAIIU OT WJIA CBBbP3aHN

0 HAKaKbB HAYMH ¢ paboTara, CbXpaHEHUETO, ynoTpedara 1in 00e3BpexkJaHeTo Ha npoayKTa. To3u MHpopMalnoHeH JMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

Jla ce U3M0JI3Ba CaMo 3a TO3H MPOTYKT. AKO NIPOLYKTHT C€ U3M0JI3Ba KaTO ChCTaBKa Ha APYTH NPOILYKTH, HaluuHaTa MH(OpMalKs OM MOTJia J1a Ce OKaxe

HENPUIIOKHUMA. Tazu MH(i)OpMaILMﬂ C€ OCHOBAaBa Ha HAIIUTE TEKYIIH IIO3HAHUA U € IPEAHA3HAYCHA J1a Na/I€ ONMCAaHHUE Ha NIPOAYKTAa CaMO 3a LCJIUTE Ha

3/]paBeora3BaHeTo, 6e30I1acHOCTTa M OKoJIHATa cpesa. Ilopaau ToBa, Ts1 He TPsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOJYKTA.
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