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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumeHoBaHNE Ha BELIECTBOTO . Buserelin acetate salt
Kon na nponykra : 202200257

1.2. UnenTudnuupanu BUAOBE yHOTPe6a HAa BeeCTBOTO WM CMeCTa, KOMTO ca OT 3HAYEHHeE, H BHI0BeE YIOTpeda, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Octpa ToxcudHoCT (opanHa), Kateropus 4 H302
ToxcuuHoCT 32 penpopykimsaTa, Kareropus 1A H360F
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau Gu3nKoXuMu4yHu edekTH U HeO1aronpusTHU edeKTH 32 31paBeTo HA YOBEKa M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacxoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.
H360F - Moxe na yBpeaH OIuIoguTeIHaTa CIIOCOOHOCT.
Ipenopsku 3a 6e3onacHoct (CLP) : P201 - Ipenu ynotpeba ce cHabaeTe ChC CIICHHATHNA HHCTPYKIUH.

P202 - He n3non3Baiite npeau 1a cTe MpoYer U pa3opain BCHIKH MPeIIa3Hu MEPKH 3a
6e30MacHOCT.

P264 - Jla ce n3mue pbLeTe 10 JTAKTUTE U JULETO CTApaTeIHO CiIel ynoTpeba.

P270 - Jla He ce siie, ue WM MLV OpH yotpeba Ha MPOIyKTa.

P280 - M3non3gaiiTe nmpeana3Hyu pbKaBULI/TIPEAIa3HO 00JIEKIIO/IPeIIa3Hy OYrIIa/IIpeina3Ha Macka
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Buserelin acetate salt

Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

3a JIHIe/TIpeNa3Hy CPECTBA 3a 3aIIUTa Ha CIIyXa.
P301+P312 - ITPU TTOT' JIBIIAHE: npu Hepasnonoxenue ce odanere B IEHTHP I1O
TOKCHUKOJIOT U nnu Ha nexap.
P308+P313 - TP siBHa uiu npe/mnonaraema excrno3unus: [IoTepcere MEeTUIIMHCKY ChBET/TIOMOIL.
P330 - Mzmnakuere ycrara.
P405 - Ta ce cbxpaHsiBa MOJ KJIKOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChbOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaABIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHN, HAIIMOHATHY /WM MEKAyHapOIHA
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUSHHUS 32 BETPEIIHH OIIAaKOBKH, KOTaTo ChIbPKaHUETO He IpeBunIasa 10 ml

IMukrorpamu 3a onacHoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Buserelin acetate salt - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TeIecHO TerIo)
Repr. 1A, H360F

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAHE . Ja ce ocTaBH IOCTpanaNys Ha 9HCT Bh3AYX. OCUTypeTe CBEX BB3IyX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL PH KOHTAKT C KOXKaTa . Jla ce OTCTpaHH MakCHMAaJHO upe3 H30bpeBaHe (C YMCTa M MeKa MOIMMBalia Kbprna). la ce u3mue
OOMITHO C BOJIA B KOSITO € IPUOABEH JIETEPTeHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTO IbPIKUTE OUUTE IHPOKO OTBOPEHHL.

ITbpBa MOMOIIL IIPH MOTITbIAHE . Mznnaksere yctata. Mosxe 1a 6b/ie MPEMOPBYAHO NPOABIKUTENHO MEIHIIMHCKO HAOIIOICHHE.

4.2. Haii-checTBeHun OCTPH U HACTBIIBALIM CJie/l U3BECTCH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eheKTH.
CumnroMu/epexTd ciell BAUIIBaHEe : Henmocrarbunu JaHHH.
Cumnromu/eeKTy ciell KOHTaKT ¢ Koxarta . Henocrarbunm maHHH.
Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.

4.3. Yka3aHue 3a HEeo0X0AMMOCTTA OT BCAKAKBY HEOTJI0KHU MeIUIMHCKH TPUKHA U CIELIMATHO JIeYeHue

HO’I’prETe MCIULUHCKHA C’LBe’I‘/HOMOIlI. HpI/I BB3MOKHOCT [1a CC MOKaXC HACTOAIINA JIUCT, & aKO HE € Ha PA3II0JI0KEHUE, 1a CC MTOKaXE OMaKOBKaTa MJIA €TUKETA.
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Buserelin acetate salt

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOoracuTEe/IHU CPEACTBa : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IIOAXOIAIIN 32 TaCEHE Ha IIOXKapu B ChCEIACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ NpoaykTa. He BaumBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE VM JIHIIETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaaABLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MACTO. TTouucrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka . Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmas3Hu Mepku 3a Ge3omacHa padoTa : C marepuana TpsiOBa 1a ce paboTH BHEMATeNHO. [{a ce M30srBa MpeKust KOHTAKT ¢ npoxykra. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH . Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSTA Ha 00paTa MPOMHUIIICHA XUTHEHA U IPOLISAYPHTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Buserelin acetate salt

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HADIIOAeHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOMBIHUTEIHA I/IH(i)OpMaI.H/ISI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO NoMelleHHe. Jla ce U3M0I3yBa eAMHCTBEHO B CMyKaTellHa KabuHa ¢ uHTerpupad GpuiThp. BucokoedexkTiseH Guiarsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: potuBomnpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere puxatenen amapar, ako cre
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHHE

st

Mupuc

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE

Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

I'paHHIM Ha EKCIUIO3UBHOCT

TBBpIO BEIIECTBO
He e nanmmuno
He e npunoxxumo.
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxumo
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Buserelin acetate salt

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
I'opHa rpanuLa Ha €KCIIIO3UBHOCT
TeMneparypa Ha pasnarane
TeMneparypa Ha camo3anajaBaHe
TeMneparypa Ha pasnagaHe

pH

pH pastBop

Bucko3urer, kuHeMaTuueH

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e manmuuno
He e manmuuno
He e manmuuno
He e npunoxumo

PasrBopumocT Boma: 10-33,3 g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammano
Kow)

Hansrane Ha napure : He e Hanmuyno
Hansrane na mapure npu 50°C : He e Hanuyno
IInsTHOCT : He e HanuyHo
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanmuyno

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapakTepHCTHKH 32 6e30ImacHoCT

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3IEJI 10: CTa0UJHOCT U peaKTHBHOCT

CraOuileH Ipyu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIsI OITaCHU HU3IIapECHUS.

H4YHa MHpopmanus

Ocrtpa ToKkcHYHOCT (OpaiHa) . Bpenen npu norisimane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xnacudunupa (JInncpamy naHHam)
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnacudunupa (JInncpamy naHHam)

Buserelin acetate salt

LD50 opanHo mrsx > 400 mg/kg
KoposuBHOCT/ipa3sHeHe Ha KOXkaTta . He ce xnacudunupa (JInncpamy naHHm)
CepHo3HO yBpexJaHe Ha OUUTE/ApasHEeHe Ha OYHTE . He ce xnacudunupa (JInncpamy naHHm)
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Buserelin acetate salt

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

Cencubunmsanus Ha JUXaTeHATE MbTUINA nin koxxata . He ce ximacuummpa (JIuncpanm nanam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU . He ce xnacudunupa (Jluncsamy nanam)
KanueporenHoct . He ce xnacudununpa (Jluncpamy gaHH")
ToKCHYHOCT 3a PEHPOAYKLHATA : Mosxe 1a yBpeau OIIOAMTENIHATa CIOCOOHOCT.
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudunupa (Jluncpamy gaHH")

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI . He ce xnmacudunupa (Jluncpamy nanHam)

OpraHy) — MOBTapSIIA C€ eKCIIO3UIUL

OmnacHOCT NpH BAMIIBaHE : He ce xmacuduumpa (Texanuecka HEBB3MOKHOCT 3a IIOTydaBaHe Ha JAHHH)

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3EJI 12: Exojioru4yHa uH(popManust

Exororust - 0010 . Onacuu oTagbi. Jla ce U3Mmon3yBaT MOAXOAAIIM KOHTCHHEPH 32 OTIAJHHUTE MPOLYKTH.
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (0cTpa) . He ce xnmacuduuupa (JIuncpaum gaHH)

OnacHo 3a BOJHATa cpejja, IbJAroCpoYHa (XPOHUYHA) : He ce xnacudunupa (Jlumncsamy naHH")

He ce pasrpaxna 66p30

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'IaI[’LI.[I/I) . I[a C€ U3XBBPJIIH 10 0e30MmaceH HaYKMH B ChOTBETCTBUE C MECTHHTE / HalMOHAJIHH pa3r[ope/:[6n.

PA3IEJI 14: UudopManusi OTHOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naenTudukanuoHeH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo
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Buserelin acetate salt

Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

ADR IMDG IATA

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npuinoxumo

14.5. OmacHocTH 32 OKOJHATA cpea

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsma JIOITBJIHUTECIIHA HAJIMIHA I/IH(l)OpMaI_II/ISI

14.6. Cnienqua/aHu mpeana3Hu MepKH 3a MOTPeOHTeINTe

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxxumo

Bb3aymien Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MesKIyHApOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneundpuynu 3a BeHIeCTBOTO UJIH CMeCTa HOPMAaTHBHA ypea0a/3aK0HOIATeJICTBO OTHOCHO 0€30MACHOCTTA, 3/IPABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuaosxenne XVII (YciaoBus 3a orpann4aBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Cricbk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)
Henpunoxumo.

PersiaMmeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BelecTBa, KOUTO Hapymasat o30Ho0Bus cioit (Permament EO 1005/2009): Buserelin acetate salt

PerinameHT 0THOCHO mpeKypcopuTe Ha B3puBHU BemecTBa (EC 2019/1148)

He cpabpika BemmecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaranero Ha nasapa H yrnorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PersiaMmeHT OTHOCHO NpeKypcopuTe HAa HapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIFOYEHO(M) B criuchbka ¢ [Ipexypcopu Ha HapkoTuunute BemectBa (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO H IMTYCKAHETO
Ha [1a3apa Ha OIIpe/Ie]ICHH BEIECTBA, H3MI0I3BAaHU 332 HE3aKOHHO MPOU3BOCTBO Ha HAPKOTHYHH MM IICHXOTPOIHH BEIIECTBA)

15.1.2. HanuoHaHu pa3nopeaou

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Buserelin acetate salt

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

5.2, OueHka HA 0€30MaCHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 16: Apyra uadopmanus

HWnankanus 3a NpoMeHu:

Knacmbnunpaﬂc Ha BEIICCTBOTO UJIA CMECTA.

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHOCT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcuuHOCT (opanHa), Kareropus 4

H302 Bpenen npu norislaHe.
H360F Moske 12 yBpeau OIUIOAUTENIHATA CIOCOOHOCT.
Repr. 1A Tokcu4HOCT 3a penpoaykiusTa, Kareropus 1A

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusita, chabpxaiia ce B To3u MHpopMannoHeH uct 3a 6e30MacHOCT, € MOoIy4YeHa OT U3TOYHUIH, KOUTO CMsITaMe 3a
HaJgexXIHU. Berpeku ToBa, nHpopmarusTa ce IpeaocTans 6e3 HUKaKBa rapaHIUs, U3pUYHA WIK H0oApa30Hupala ce, OTHOCHO HelfHaTa KOPEKTHOCT

03/04/2023 ([aTa Ha u31aBaHe)

BG (6warapckn)
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