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

®dopma Ha NpoJyKTa : Cmec
HanmenoBanue Ha npogykTa : Buserelin
Kopn Ha nponykra : 202200257

Hpentndunupanu ynorpeoun

Vnorpeba Ha BemecTBOTO/CMeCTa : Hayunu uscienBaHus H pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynorpeba
OyHKIHS WK KaTeropys Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

Ynorpeou, KOUTO He ce MPEenopbHYBAT

OrpannueHns 3a ynorpeda . He 3a xpana, JIekapcTBa MM IOMaIlTHa yrioTpeda

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@edqm.eu, www.edqm.eu

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHUTE

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

EHI0OKpHHEH HapyLIMTEN [0 OTHOILIEHUE Ha OKOJIHATA Cpejia, EUH431
Kareropus 2

EH0KpHHEH HapyLIMTEN [0 OTHOLIEHUE Ha 31paBETO HA YOBEKa, EUH380
Kareropus 1

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1A H360F
CrernupuaHa TOKCHYHOCT 32 ONpeJIe]IeHH OpraHy — moBrapsma ce  H372
excriosuuus, Kareropus 1

3a meiaHus Teket Ha H- n EUH-npenynpeskieHusTa 3a OHacHOCT: BXK. pa3jen 16

He0naronpuaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Moske na yBpeau omnoauTenHaTa cnocooHocT. [IpuunnsBa yBpexxaaHe Ha OpraHUTe IOCPEICTBOM IPOIBDKUTEIHA MU MOBTAPSIIIA Ce eKCIIO3UIIH.

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
Creaspxa : Buserelin acetate
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Buserelin

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Ipenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

EUH380 - Moxe 1a mpu4nHM HapyleHue Ha (YHKIMUTE HAa €HJIOKPHHHATA CUCTEMA B YOBELIKHS
OpraHU3bM.

EUH431 - BeposiTHO npu4MHsBa HapylIeHUE Ha GYHKIMUTE HA €HJAOKPHHHATA CHCTEMA B OKOJIHATA
cpena.

H360F - Mosxxe 1a yBpeu OIUIOUTENTHATA CIIOCOOHOCT.

H372 - IlpuunnsBa yBpexaHe Ha OPraHUTE MOCPEACTBOM MIPOABIDKUTEIIHA HITH IIOBTapsIIIa ce
CKCIO3ULIHS.

P201 - IIpeau ynotpeba ce cHabneTe ChC CIELUAIHE HHCTPYKIIUH.

P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.

P260 - He BaumBaiiTe mpax/myIiex/ra3/anM/u3napeHs/acpo30iu.

P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U NPH KbPMEHE.

P264 - Jla ce u3amue pbleTe 10 JJAKTUTE U JMIETO CTAPATENIHO Clie]] ynoTpeda.

P270 - [la He ce sae, nmue WK MyIId Ipy ynoTpeda Ha MpoayKTa.

P273 - Jla ce n30dsrea usnyckaHe B OKOJIHATa CPeaa.

P280 - U3non3BaiiTe npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeIna3Hy OYIIa/mpeana3Ha Macka
3a JIMLE/IPe/Na3Hu CPEJICTBA 32 3allUTa Ha CIIyXa.

P314 - TIpu Hepa3on0KeHNe MOThPCETEe MEAUIIMHCKH ChBET/TIOMOIIL.

P391 - Cpbepere pazasroro.

P405 - [la ce cbxpaHsiBa 1o KoY.

P501 - CpappixaHHETO/ChIBT 1A CC U3XBBPIIH B IYHKT 33 ChOMPaHEe HA OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MIN MEXIyHapOIHU
pasnopenou.

ETukerrpane B CbOTBETCTBHE C: M3KITIOUSHHS 32 BETPEIIHH OMIAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

OrnacHU ChCTaBKH

2.3. Ipyr" onacHOCTH

GHS08
Buserelin acetate

He cvappxa PBT w/nun vPvB Bemectsa > 0,1%, onenenu B crotBercTBUEe ¢ REACH, Ilpnnoxenne XIII

KomnonenTt

BemectBo(a), HeoTroBapsmo(u) Ha kputepuute 3a PBT Ha
Pernament REACH, B crotBercTBuE ¢ [Ipunoxkenune XIII

Buserelin acetate (68630-75-1)

Bemecto(a), HeoTroBapso(u) Ha KpurepuuTe 3a VPvB Ha
Pernament REACH, B crotBercTBue ¢ [Ipunoxenune XIII

Buserelin acetate (68630-75-1)

CwMmecra chbpika BelecTBO(a), BKIIOYEHO(H) B CIUCHKA, U3rOTBEeH B choTBeTCTBHE C wieH 59(1) or REACH, 3a npurexaBaHe Ha CBOMCTBA, HapylIaBaIin

(yHKIMHTE HAa CHIOKPUHHATA CHCTEMA MITH € YCTAaHOBEHO, Y€ BEIIECTBOTO(Ta) MMa(T) CBOWCTBA, HapylIaBaly GyHKIMHTE HA CHIOKPUHHATA CHCTEMA B

CHOTBETCTBHE C KpUTEpUHTE, onpenernenu B Jlenerupan Pernament (EC) 2017/2100 Ha Komucusita wnn B Pernament (EC) 2018/605 na Komucusita

KomnonenTt

BemectBo(a), BKIFOUEHO(H) B CIIMCHKA, H3TOTBEH B
cporBercTBre ¢ wieH 59(1) or REACH 3a mpurexxaBane Ha
CBOHCTBa, HAapyLIaBaly QYHKIUUTE HA CHIOKPUHHATA
CHCTEMa, HJIX € NACHTH(HUINPAHO KaTO HIPUTEKABALIO
CBOHCTBa, HAapyLIaBaly QYHKIUUTE HA CHIOKPUHHATA
CHCTEMa, B CHOTBETCTBUE C KPUTEPHUTE, OLPEACICHU B
JHenerupan pernament (EC) 2017/2100 na Komucusita nim
Pernament (EC) 2018/605 na Komucusra

Buserelin acetate (68630-75-1)

JHpyra uadpopmanus

Chabpka: AKTHBHO BEeLIECTBO (BbB (hapMarleBTHYHU IPOIYKTH).
Buumanue - [IpogyKThT He € HaITBIIHO TECTBAH.
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Buserelin

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.2. Cmecn
HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Buserelin acetate CAS Ne: 68630-75-1 15-20 ED ENV 2, EUH431
BEIECTBO, UACHTU(HUIIMPAHO KaTO IIPUTEKABAIIO CBOICTBA ED HH 1, EUH380
Ila HapymaBa (yHKIMHTE Ha €HJOKPHHHATA CUCTEMa Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TelxecHo TerIo)
Repr. 1A, H360F
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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Buserelin

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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Buserelin

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
LBt . He e manmnuno
Mupuc . He e Hanu4uO
I'pannnara Ha mupHca : He e Hanu4nO
Touka Ha TONICHE : He e nanmuuno
Touka Ha 3aMpB3BaHE : He e nanmuuno
Touka Ha KUTICHE . He e nanuuno
3anmanuMocT : He e nanuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha eKCIJIO3UBHOCT . He e npunoxxumo
IInamua Temmepatypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temmnepartypa Ha paznaraHe . He e nanmuuno
pH : He e nanuuno
pH pastBop . He e nanuuno
Buckosurer, kuHeMaTuueH . He e npunoxumo
PaztBOpHMOCT : Boga: 10-33.3 g/l
Koeduient na pasmnpenenenue: n-oktanon/sona (Log  : He e nammgno
Kow)

Hansrane na napure : He e nanmuuno
Hansrane Ha napure npu 50°C : He e nanmuuno
IInpTHOCT : He e nanmuuno
OTHOCI/ITeJ'IHa INTBTHOCT . He e Hanuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C . He e npunoxumo
Pasmep Ha yacTunute . He e nanmuuno

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

U PEAKTHUBHOCT

Hsma HanuvHa ZONBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL
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Buserelin

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

10.6. OnacHu NPOAYKTH HA pa3najaHe

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 (BIUILIBAHE)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAQHHH, HE Ca U3IIBIHEHH KPUTEPUUTE 32
KIacupHIIpaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAQHHH, HE Ca U3IIBIHEHH KPUTEPUUTE 32
KIacupHIIpaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca H3IIBIHEHH KPUTCPUUTE 32
KJIacHpHIIpaHe)

Buserelin

LD50 opanHo mrsx ‘ > 400 mg/kg
Buserelin acetate (68630-75-1)

LD50 opanHo mrex ‘ > 400 mg/kg

Kopo3uBHOCT/Apa3HEeHe Ha KOXKaTa

He ce knacuduumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3MTBIHEHH KPHUTEPUUTE 32
KJacuuypane)

Buserelin acetate (68630-75-1)

pH

‘ 8—-8.5at10.5 g/L, 20 °C.

Cepuro3HO yBpeKJaHe Ha OYUTE/IPa3HEHE HA OYHUTE

He ce xnacuduumpa (B3 0CHOBa Ha HATMYHUTE JaHHH, HE CA U3ITBIHCHH KPHUTEPUUTE 32
KJIacuuupane)

Buserelin acetate (68630-75-1)

pH

‘ 8- 8.5at 10.5 g/L, 20 °C.

CeHcnOMIM3anus Ha AUXATEITHATE IBTUIIA WITH KOXKATa

MyTareHHOCT Ha 3apOJHIIHUTE KICTKH

KaHI.IepOl'eHHOCT

ToKCHYHOCT 32 PENPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraHy) — eIHOKPATHA eKCIIO3UIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPE/ICIICHN
Oprafu) — MOBTAPSIIIa C€ EKCITO3UIIHSI

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

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA U3ITBJIHEHH KPUTEPUUTE 3a
KIacubHIEpaHe)

He ce xiacudunupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIIHEHH KPUTEPUUTE 3
KJIacuHIIpaHe)

Mosxe 1a yBpeau OTIOqUTEIIHATA CIOCOOHOCT.

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3IBIHEHH KPHUTEPHUTE 32
KJIacuuIpane)

IpryuHsABa yBpeskaHe HA OPraHUTE MOCPEICTBOM MIPOABIDKUTEIHA WK IOBTAPSIIA €€ eKCIO3HIIHS.

Buserelin acetate (68630-75-1)

CTOO (cenuduyHa TOKCHIHOCT 33 OIPEIEICHH OPraHH)
— MOBTAapSIIIA CEe CKCIIO3ULIHS

TIOBTapsMia C€ €KCIIO3ULINS.

IIpuunnsBa yBpexxaaHe Ha OpraHUTe (CHIOKPHHHA CHCTEMa) II0CPEICTBOM IPOIBIKATEHA HIIT

OnacHOCT NpH BAUILIBaHE

11.2. Undopmanus 3a Jpyru onacHOCTH

He ce xnacuguuupa (B3 0CHOBa Ha HATMYHUTE JAHHH, HE CA U3ITBIHECHU KPHUTEPUUTE 32
KiIacuupane)

CaoiicTBa, HapymaBauy yHKIUUTEe HA €HAOKPHHHATA CHCTEMa

KommnoneHT

Buserelin acetate (68630-75-1)

Vma eHIOKpHHEH MEXaHH3bM Ha JCHCTBUE, T.. MPOMEHS QyHKIMATA/QyHKIUHTE Ha
CH/IOKPUHHATA CHCTEMa
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Buserelin

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OmnacHo 3a BOj(HATa Cpejia, KpaTKocpouHa (0cTpa) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacubHIEpane)

OnacHo 3a BOJIHATA CPEia, ABJITOCPOYHA (XPOHHYHA) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KkIacubHIEpaHe)

Buserelin acetate (68630-75-1)

LC50 - Pubwu [1] > 1000 mg/1 (96 gaca, Danio rerio(puba 3e6pa) (meroq OECD 203)

Buserelin

YcToiuuBOCT U pasrpaguMocT He ce pasrpaxna 6bp30

Buserelin acetate (68630-75-1)

YCTOHYMBOCT U pasrpaauMocT Pasrpaxna ce 66p30

Buopasrpaxnane >90

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

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

KommnoneHT

BemectBo(a), Heotroapsio(un) Ha kputepuute 3a PBT Ha | Buserelin acetate (68630-75-1)
Pernament REACH, B cbotBercTBHE ¢ [Ipunoxenne XIII

BemecrBo(a), Heotroapsmo(u) Ha kpurepuute 3a VPVB Ha | Buserelin acetate (68630-75-1)
Permament REACH, B crotBetcTBHE ¢ [Ipnnoxenue XIII

Kommonent

Buserelin acetate (68630-75-1) Vma eHIOKpHHEH MEXaHH3bM Ha JCHCTBUE, T.e. IPOMEHs QyHKIMATA/QyHKIUHTE Ha
CH/IOKPUHHATA CHCTEMa

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpexaane Ha OTHATbUHUTE

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

PA3JIEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
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Buserelin

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

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP

He e oOexT Ha HapenOuUTE 32 TPAHCHOPT

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He ce perynupa | He ce perynupa | He ce perynupa

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He ce perynupa | He ce perynupa | He ce perynupa

14.4. OnakoBbuHa rpyna

He ce perymupa | He ce perynupa | He ce perymupa

14.5. OnacHocTH 32 0KOJIHATA cpea

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyxXonmbTeH TPaHCIOPT
He ce perynupa

TpaucnopT no Mmope
He ce perynupa

Bb3ayuien TpaHcnopt
He ce perynupa

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpena

Peraamentn Ha EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)

He cpappixa BemectBo(a), BritodeHo(n) B [Ipunoxenne XVII na REACH (YcnoBus 3a orpannyaBane)

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He cpappixa BemecTBo(a), BkiodeHo(n) B [Ipunoxenne XIV na REACH (Cnmchbk Ha BenecTBara 3a pa3pelIaBaHe)
REACH, Cnucbk ¢ kanguaart-seurecrsa (SVHC)

He cpappixa BemecTBo(a), BKitodeHo(n) B cnucbka Ha REACH ¢ kanpunar-seniectsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He cpappixa BemecTBo(a), BKIIIOUCHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBHA c1oi (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO

HapymIaBaT 030HOBHS CJIOH)

PersiameHT 3a u3esMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He cpappixa BemecTBo, koeto e npexmeT Ha PETJTAMEHTA HA CBBETA (EC) 3a koHTpou1 Ha U31emus ¢ JBOWHA ynoTpeba

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOPH Ha B3PUBHH BEIIECTBA)
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Buserelin

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/[H(t)OpMaI_II/IH

PA3/IEJI 16: Ipyra undgopmanus

Wuaukanus 3a npoMeHu:
Krnacudumupane Ha BEIIECTBOTO MIIH CMECTA.

Nuankanus 3a npoMeHn

Pasznen IIpomeHeH eeMeHT Komentapu
3amMeHs BepcusTa OT JlobaBeHo
Jlata Ha pepakuusra JobaBeHo
1.1 HaumenoBanne IIpomeneno
1.1 ®opma Ha IPOJyKTa IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnotpeba Ha BEIECTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto
2.1 HebnaronpusaTaun QU3NKOXUMUIHHE eHEKTH 1 IIpomeneno

He6naronpnsrrnn e(bCKTI/I 3a 3paBE€TO Ha YOBEKa U
OKOJIHaTa cpena

2.1 Knacudukanus B ceorBerctre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

22 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
2.2 Tuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3omacunoct (CLP) IIpomeneno
2.3 Jpyra nadopmarus Jlo6aBeno

3 CncraB/uH(pOpMAIIS 32 CHCTaBKUTE IIpomeneno
4.1 ITspBa nomoms - 00U MEepKU Jlo6aBeno
4.1 IIppBa HOMOIIL IPK KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1l npu BIUIIBaHE IIpomeneno
4.1 IIppBa nomoll Npu MOTTbIAHE IIpomeneno
4.1 ITspBa nomou1 Ipy KOHTAKT C OYHTE IIpomeneno
4.2 Cumnromu/edexTn IIpemaxunaro
4.2 CumMnroMu/eexTH ciell KOHTAKT ¢ KOXKaTa IIpemaxunaro
4.2 Cumnromu/eheKTy ciel] BAUIIBaHE IIpemaxnarto
4.2 Cumnromu/eeKTd ciesy KOHTAKT C OYUTe IIpemaxnaro
43 JIpyro MeIMIMHCKO CTAHOBUILE WU JIEYEHHUE IIpemaxnarto
5.1 Henoxxonsuy noxxaporacuTeNnHu CPeACTBA JlobaBeHo
5.1 Tloaxoasmu noxkaporacuTeIHA CpeCTBa IIpomeneno
52 OmnacHu IPOIYKTH Ha paslajaHe B CIydail Ha JobaBeHo

oXap
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Buserelin

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

5.2 OmnacHOCT OT IoXKap IIpemaxnaro

53 3amuTa Ipy raceHe Ha IoXKap JobaBeHo

53 MucTpykuuu 3a raceHe Ha MoXapHu IIpomeneno

6.1 3aluTHU cpecTBa Jlo6aBeno

6.1 ABapuiiHu naaHoBe ITpomeneno

6.1 OO0y Mepku IIpomeneno

6.2 Ipenma3sHu MepkH 3a oma3BaHe Ha OKoJIHaTa cpenia | JlobaBeHo

6.3 3a 3aabpiKaHe Jlo6aBeHo

6.3 Metoau 3a mouncTBaHe IIpomeneno

6.4 Tlo3oBaBaHe Ha apyru pasznent (8, 13) Jlob6aBeHo

7.1 JlonbIIHUTEIHY OLIACHOCTH 110 BpeMe Ha paborta ITpomeneno

7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno

7.1 XUTrHeHHU MEPKH IIpomeneno

7.2 OnakoBbYHU MaTepUaIl JobaBeHo

7.2 TexHuuecku MEpKu IIpemaxnarto

7.2 YcnoBust 3a chXpaHsIBaHe IIpomeneno

73 Crennduynn KpaifHu yrnoTpebu ITpemaxunato

8.2 3amuTa Ha AUXATEIHUTE IIBTUILA IIpomeneno

8.2 3amura Ha phleTe IIpomeneno

8.2 3amura Ha OYUTE IIpomeneno

8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno

8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno

9 Mupuc IIpemaxunarto

10.1 PeakionHa criocoOHOCT IIpemaxnarto

10.5 HecwBmMecTumu Marepuanu IIpemaxHarto

10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxuarto

11.1 ATE CLP (opaina) IIpemaxnaro

12.1 Exonorust - 061110 IIpemaxnarto

13.1 Pernonanuu pasnopenou 3a OTIabIHTE IIpemaxnarto
[I'bnen Texker na H- u EUH-npegynpesxieHnsiTa 3a oacHoOCT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HocT (opanHa), Kareropus 4

ED ENV 2 EHnoKkpruHEH HapylMTen 1o OTHOLLIEHUE Ha OKOJIHATa cpena, Kareropus 2
EDHH 1 EnfiokprHEH HapyLIMTEN 110 OTHOIIEHHE Ha 3/]paBeTo Ha YoBeka, Kateropus 1
EUH380 Moske 1a IPHYMHY HapyIeHHe Ha (YHKIMUTE Ha CHIOKPUHHATA CHCTEMa B YOBEIIKHUS OPTraHU3bM.
EUHA431 BeposiTHO mpuunHsiBa HapyIIeHHe Ha (PYHKIIUUTE Ha €HAOKPUHHATA CHCTEMa B OKOJIHATA Cpejia.
H302 Bpenen npu nornsiaxe.

H360F Moske 1a yBpeIy OIUIOIUTENIHATA CIIOCOOHOCT.
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Buserelin

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

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

H372 IpuunHsBa yBpeKaaHe HA OPraHUTE MOCPECTBOM NPOJBIKUTETHA MIIU OBTAPSIIIA CE EKCIO3HIIHS.
Repr. 1A ToxcuuHoCT 32 penpoxykiusiTa, Kareropus 1A
STOTRE 1 Creruduaaa TOKCHYHOCT 32 OIpeielIeHH OpTaHy — IIOBTapsIa ce excrosumus, Kareropus 1

Kiaacudunupane u npoueaypa, H3noJ3BaHa 3a MoJy4aBaHe Ha KiacupuKanusaTa 3a cMecH cbriiacHo Pernament (EO) Ne 1272/2008
[CLP]:

ED ENV 2 EUH431 M3uncnurenen meron
EDHH 1 EUH380 M3uncnutenen meron
Repr. 1A H360F W3unciureneH METo
STOT RE 1 H372 W3unciureneH METo1

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaroneH juct 3a 6€30MacHOCT, € MoJy4eHa OT H3TOYHUIIU, KOUTO CMsTaMe 3a
HafeKIHU. BbIpeku ToBa, HHpOpMaIMsTa ce IPeaoCcTaBs 0e3 HUKAKBa rapaHIus, U3pUYHA WK MO/pa3oupalia ce, OTHOCHO HeHHATa KOPEKTHOCT. Y CIIOBHATA N
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexaHe Ha IPOAyKTa ca H3BBbH HAIIMs KOHTPOJ U MOKE 1a ca U3BBH Halllata komreTreHTHocT. [Topaau
Tas3u ¥ APpYyry NPpUINHHU, HUE HE TOEMaME OTTOBOPHOCT U U3PHUYHO CE OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary6n, ETH WA pasxoau, NPOU3THYAIIN OT NI CBbP3aHU
10 HJIKaKbB HAUHMH ¢ paboTara, CbXpaHeHHETO, yroTpedara uin 00e3BpexIaHeTo Ha mpoaykTa. To3u MHdopmanroneH IuCT 3a 6e30IMacHOCT ¢ H3rOTBEH U TpsOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOJYKT. AKO HPOJYKTHT CE U3MON3BA KaTO ChCTABKa Ha JPYTH MPOLYKTH, HaJlnYHAaTa MH(OpPMAaIs OM MOTIIa Jia ce OKaxke
Henpmioxkuma. Tazu nHpopMaIys ce OCHOBaBa HA HAIINTE TEKYIIM MTO3HAHKS U € Mpe/IHa3HauYeHa [[a 1a/Ie OIMCAaHue Ha MPOIYKTa CaMo 3a IEJUTe Ha
3/]paBeoIa3BaHeTo, 6e30I1acHOCTTa M OKoJIHATa cpena. [lopaau ToBa, Ts1 He TPsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOYKTA.
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