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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Mesterolone impurity A

XHUMHYECKO HANMEHOBAHHUE . 17beta-Hydroxy-1alpha-methylandrost-4-en-3-one
EO Ne 1 210-063-8

CAS Ne 1 604-26-2

Kon Ha npoxykra : 202500853

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

EHIOKpHHEH HapyLIMTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIIOKpHHEH HapyLIUTE 110 OTHOILEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360

CrrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsima ce  H372
excnozunus, Kareropus 1

OmacHo 3a BoJHAaTa cpejia — XpOHHYHA OIIACHOCT, KaTeropus 2 H411

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

Tokcu4eH 3a BOAHUTE OPraHU3MH, C ABIroTpacH edekrt. [Ipeamnonara ce, 4e mpuyuHsiBa pak. Moxe fa yBpeau OIUIOAUTENIHATA CIOCOOHOCT HITH ILTOJA.
IMpuuuHsBa yBpeXkaHe Ha OpraHUTE MOCPEICTBOM MPOIBIDKUTEIHA WU IOBTAPSIIIA €€ eKCIO3HIIHS.

20/11/2025 ([lata Ha u3naBane) BG (6warapckn) 1/10


mailto:sds@edqm.eu
http://www.edqm.eu/

Mesterolone impurity A

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)

IMpenopsku 3a 6e3omacuHoct (CLP)

GHS08 GHS09
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.
H360 - Mo>xe 1a yBpeau OIUIOAUTENHATA CIIOCOOHOCT MIIH IUIOA.
H372 - IIpuunHsBa yBpexxIaHe Ha OPraHUTe (€HIOKPHHHA CHCTEMa) IIOCPEACTBOM IPOABIDKUTEIHA
WITH TIOBTapsIIa Ce eKCIO3HIIHS.
H411 - ToxcuueH 3a BOTHHTE OPTaHU3MU, C ABITOTPACH e(EKT.
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIHUATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbIeTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WK U OpH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce n30srea u3nyckaHe B OKOJIHATa Cpeaa.
P280 - M3non3BaiiTe npennasHu pbKaBULU/TIPENa3HO 00ICKIO/MPena3Hu OYrIa/Ipena3Ha Macka
3a JHIe/IpeAna3Hy CPEeCTBA 3a 3aIIUTa Ha CIyXa.
P314 - TIpu Hepa3noI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Cpbepere pazasaToTo.
P405 - Jla ce cbxpaHsiBa 1o KIr04.
P501 - CbabpprkaHHeTO/ChIBT J1a CE M3XBBPIIH B ITYHKT 3a ChOMpaHe Ha OMACHU MU CIICIUATHI
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHH H/MIH MEKIyHApOJHI
pasnopenou.

ETI/IKBTI/IpaHe B CHOTBETCTBHE C: M3KiTIoueHus 3a BBTPCIIHA OITAKOBKH, KOTAaTO ChABPKAHUECTO HE IPEBUIIaBa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. /Ipyru onacHoCcTH

GHS08

BelecTBOTO € BKIIIOYEHO B CIMCHKA, M3TOTBEH B ChOTBETCTBHE ¢ wieH 59, naparpad 1 or REACH, 3a npurexxaBaHe Ha CBOICTBa, HapyLIaBaly QYyHKIIMUTE HA

€HJOKPHHHATA CHCTEMA, UK € HICHTU(UINPAHO KaTO IPUTEKABAIIO CBOMCTBA, HApyIIaBaIly (yHKIMUTE Ha eHAOKPUHHATA CHCTEMA, B CbOTBETCTBUE C

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

Jlpyra nndopmarys

Buumanue - BEIIECTBO, KOETO BCC OLIC HE € U3IIUTAHO HAIIBJIHO.
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Mesterolone impurity A

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]

17beta-Hydroxy-1alpha-methylandrost-4-en-3-one CAS Ne: 604-26-2 <100 ED ENV 2, EUH431

BEIECTBO, NACHTH(HUIIMPAHO KaTo IpuTekaBaimo cBoiictea | EO Ne: 210-063-8 ED HH 1, EUH380

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

Repr. 1A, H360
STOT RE 1, H372
Aquatic Chronic 2, H411

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)eKTl/l

Hsima HanuyHa AONBIHUTEIHA m—x(bopMamm

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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Mesterolone impurity A

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.I€CTBCHI/IT6 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

Tloaxoasiuy MHKeHePeH 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 ouMTe:

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

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

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
MonekynHa maca : 302,45 g/mol
Mupuc : He e Hanu4nO
I'pannnara Ha mupuca . He e Hanu4nO
Touka Ha TONIEHE : 142-143°C
Touka Ha 3aMpB3BaHE . He e nanuuno
Touka Ha KUIIEHE : He e nanmuuno
3anmanuMocT : He e nanuuno
JlonmHa rpaHHIIa Ha eKCIIO3UBHOCT . He e npunoxxumo
T'opHa rpanuIa Ha eKCIJIO3UBHOCT : He e npunoxumo
IInamua Temmepatypa : He e npunoxumo
Temmneparypa Ha camo3anaaBaHe : He e npunoxumo
Temmnepartypa Ha paznaraHe : He e nanuuno
pH . He e nanuuno
pH pastBop . He e nanmuuno
Buckosurer, kuHEMaTuueH : He e npunoxumo
PastBOpuMOCT : He e nanmuuno
Koedunuent Ha pasnpenencuue: n-okranon/soga (Log ' <4 (mporHosHa CTOHHOCT)
Kow)

Hansrane na napure : He e nanmuuno
Hansrane Ha napure npu 50°C : He e nanmuuno
IInpTHOCT : He e nanmuuno
OTHOCHTETHA IIBTHOCT . He e Haouuno
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C . He e npunoxumo
Pasmep Ha yacTunute : He e nanuuno

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsma HanuvHa ZONBIHUTETHA HHPOPMAIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

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

Hsima Hanmu4Ha TOMBIHUTENHA HHOpMALHS
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Mesterolone impurity A

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.6. OnacHu NPOAYKTH HA pa3nagaHe

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 11: Tokcuxojioruuia nugopmanus

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)

17beta-Hydroxy-1alpha-methylandrost-4-en-3-one (604-26-2)

LD50 opanHo mibx

> 2000 mg/kg (IporHo3Ha CTOHHOCT)

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 BAMIIBaHE

11.2. Undopmanus 3a APYrH OMACHOCTH

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 OIIOqUTENIHATA CIIOCOOHOCT MM TIOJA.

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca U3IIBIHEHH KPUTEPHUTE 32
KIacH(pHIIpaHe)

IpuunHsBa yBpeXAaHe HA OpPraHuTe (CHIOKPHHHA CHCTEMa) OCPEICTBOM IIPOABIDKATEIHA HITH
MIOBTapSIIIa Ce eKCIIO3UIHS.

He ce knacudunupa (Jluncsar nanxu)

CaoiicTBa, HApYmIaBaIU (PYHKIMHTE HA eHIOKPHHHATA CHCTEMa

HeO6maronpusTHU MOCEANIIHN 32 3PaBeTO, IPUINHEHH
OT CBOICTBa, HapyLIaBally (YyHKIMATE HA
€HJ0KpUHHATa CHCcTeEMa

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

PA3/IEJI 12: ExojiornyHa uH(popManus

12.1. ToxkcuuHOCT

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa)

OmacHo 3a BogHAaTa cpefia, JBITOCPOUHa (XPOHHIHA)

He ce knacudumupa (Br3 0CHOBa Ha HANWYHUTE JAHHH, HE Ca U3ITBIHEHH KPUTCPUUTE 32
KJIacuuIpane)
ToKCHYEH 32 BOJHUTE OPTAaHU3MH, C IBITOTPACH e(EeKT.

17beta-Hydroxy-1alpha-methylandrost-4-en-3-one (604-26-2)

ECS50 - Pakoo6pasau [1]

>1-<10 mg/l (48 gaca) (mporHo3Ha CTOHHOCT)

ErC50 Bomopaciu

>1—-<10 mg/l (72 gaca) (IpOrHO3HA CTOHHOCT)

12.2. YcTOiYMBOCT M pa3srpaguMoctT

17beta-Hydroxy-1alpha-methylandrost-4-en-3-one (604-26-2)

YcToiuMBOCT U pasrpaguMocT

He ce pasrpaxna 6Bp30

12.3. BuoakymyJMpania cnocooHOCT

17beta-Hydroxy-1alpha-methylandrost-4-en-3-one (604-26-2)

Koedunuenr Ha pasnpenenenue: n-okrason/soga (Log
Kow)

<4 (IporHO3Ha CTOMHOCT)
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Mesterolone impurity A

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

12.4. IIpeHocuMOCT B MOYBATA
HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS
12.5. Pe3yaratu ot onenkata Ha PBT u vPvB

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

12.6. CoiicTBa, HapymaBamu GYHKIHHUTE HA €HAOKPHHHATA cCHCTeMa

HeOnaronpusTHY MoCIeMIM 3a OKOJIHATA CPEAa,
HPUYMHEHH OT CBOMCTBA, HAapylIaBaly QYHKINHUTE HA
€HJIOKpPUHHATa CHCTEMA

12.7. Ipyru HeO1aronpusiTHU eQeKTH

Hsima HanmaHa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

: Vma eHJOKpUHEH MEXaHH3bM Ha JieiicTBHE, T.€. TpoMeHs QyHKIMATa/DyHKINNTE Ha eHIOKPUHHATA

cucrema.

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAABIIUTE

13.1. MeToau 3a TpeTHpaHe HA OTHAXbIHT

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

PA3JIEJI 14: UndopManysi 0OTHOCHO TPAHCTIOPTUPAHETO

B crotBerctBie ¢ ADR / IMDG / IATA

ADR IMDG TIATA
14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKAIUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHUe HA MpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBP/IO, H.Y K.

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

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

Onmucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEHLIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 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. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

14.4. OnakoBb4Ha rpyna

I

1II

I

14.5. OnacHocTH 32 0KOJIHATA cpea

OnacHo 3a okosiHata cpeza: Jla

OnacHo 3a okonHara cpeza: [la
Mopcku 3ambpeuten: la
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OnacHo 3a okosiHata cpeza: [la

Hsima ormbyiHUTEIHA HAJTMYHA I/[Hq)OpMaI.IH}I
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14.6. Cnenma;THu npeana3Hu MePKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR) . M7
Criennanuu pasnopenou (ADR) 1 274,335,375, 601
Orpannuenu konuyectsa (ADR) . Skg
W3kmouenu konmyectsa (ADR) . El
OnakoBbunu uHCTpyKLIuK (ADR) : P002, IBCOS, LP02, ROO1
CriennanHy onakoBb4HU pasznopenou (ADR) . PP12,B3
Cwmecenu onakoBku (ADR) : MP10
WHcTpykuuu 3a IpeHOCUMU LcTepHu U KouTelHepu 3a : T1, BK1, BK2, BK3
HacunHu ToBapu (ADR)
CriennaiiHy pa3nopendy OTHOCHO NMPEHOCUMU Luctepan @ TP33
U KOHTelHepH 3a HacunHu ToBapu (ADR)
Konose 3a nucrepau (ADR) : SGAV, LGBV
IIpeBo3HO CpesCTBO 3a PEBO3 B LIUCTEPHHU AT
Tpancnoprha kareropus (ADR) : 3
CriennanHu pasnopendu 3a npesosa - Onakosku (ADR) : VI3
Criennaniu pasnopendu 3a npeso3 - HacunHo : VCI, VC2
cwerosinue (ADR)
Criennaiiiy pasnopesou 3a npeBo3 - TOBapeHe, : CVI13
pasroBapBane 1 obpaboTka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.) @ 90
OpanxeBu Tabenu :

90

3077

Kon 3a TyHennu orpanudenus (ADR) Do

TpancnopT o mope

Crennanuu pasnopeaou (IMDG) 1 274,335, 375, 966, 967, 969
Orpannuenu konuuectsa (IMDG) : Skg

W3kmouenu konuyectsa (IMDG) . El

Onakobunu uHcTpykuuu (IMDG) . LP02, P002
Criennanuu pasnopen6du 3a onakosane (IMDG) : PPI12

IBC onakopbunu unctpykuuu (IMDG) : IBCOS8

IBC cnennanuu pasnopendu (IMDG) : B3

WHerpykuuu 3a nucrepuu ( IMDG) : BKI, BK2, BK3, T1
Criennaniu pasnopendu otHocHo uucrepuu (IMDG) . TP33

Kareropus na ToBapene ( IMDG) DA

Ckitagupane u obpadotka (IMDG) : SW23

BLSI{yIIIeH TPpaHCHopT

PCA Uzkmouenu konudectsa (IATA) . El
PCA OrpanuueHu KoJImuecTBa IbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO : 30keG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuuy 3a ONakoBaHe MbTHUYECKH caMoiieT U : 956
kapro (IATA)

PCA MakcuMasaHO HETHO KOJIMYECTBO ITbTHUYECKH : 400kg
camouter u kapro (IATA)

HWHcrpyknun 3a onakosate camo kapro (IATA) 1 956
MaxkcHuMatHO HeTHO Koin4ecTBo camo kapro (IATA) : 400kg
Cnenuanuu pasnopenou (IATA) . A97, A158, A179, A197, A215
ERG xon (IATA) : 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApO/IHATA MOPCKA OPraHu3alus

He e npunoxumo

20/11/2025 ([lata Ha u3naBane) BG (6barapckn) 8/10
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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)

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOWHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha U3Jeus ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

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

He cpabpika BemecTBo(a), BKIO4YeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkotruHuTe Beniecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HAa HAPKOTUYHH MJIM IICUXOTPOIIHH BEILECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma HannvHa I0MbIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpesxaenusiTa 3a oacHoCT:

Aquatic Chronic 2 OnacHo 3a BOJJHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2

Carc. 2 Kanueporennoct, Kareropus 2

ED ENV 2 EnnokpuHeH HapylMTel [0 OTHOILIEHUE Ha OKOJIHAaTa cpena, Kareropus 2

EDHH 1 EnnoxpuHeH HapyIIMTeN 0 OTHOIICHHUE Ha 37]paBeTO Ha YoBeKa, Kateropus 1

EUH380 Moske ia IPHYHHA HApyIIeHHE Ha GYHKIMATE HA CHIOKPUHHATA CHCTEMA B YOBEIIKHUSI OPTaHU3bM.
EUH431 BeposTHO mpuuKHsIBa HApYLIEHHE Ha (GYHKIMUTE HA CHIOKPUHHATA CHCTEMa B OKOJIHATA Cpejia.
H351 IIpennonara ce, ye NPUUUHABA PAK.

H360 Moske 1a yBpeau OIUIOAUTEINIHATA CIOCOOHOCT M ILIOJA.

H372 IMpruuHsBa yBpexxaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMa) IIOCPEICTBOM IIPOIBKUTEIHA WU OBTaPSIIIa C¢ eKCIIO3HIIHS.
H411 ToOKCHYEH 3a BOJHUTE OPTAaHU3MH, C IBITOTPACH eeKT.

Repr. 1A TokcuuHoCT 3a penpoaykiusaTa, Kareropus 1A

STOTRE 1 Creruduyna TOKCHYHOCT 32 ONpe/IelIieHH OpraHy — MOoBTapsiia ce ekcrosuims, Kareropus 1

Nudopmarnmonen nuct 3a 6e3onacuoct (MJIB), EC
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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