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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 : Drospirenone impurity E
XHUMHYECKO HANMEHOBAHHUE : 17-epidrospirenone

CAS Ne 1 90457-65-1

Kon na npoxykra : 202500595

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
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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, EUHA430
Kareropus 1

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

Ocrpa ToxcnuHocT (opainHa), Kareropus 4 H302
Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360Fd

CrernupuaHa TOKCHIHOCT 32 ONpeJIe]IeHH OpraHy — moBrapsma ce  H372

excnozunus, Kareropus 1

OmacHo 3a BOJHATa cpesia — XpOHUYHA OIIACHOCT, KaTeropus 1 H410 (M=100)
3a meinnus Teker Ha H- 1 EUH-npenynpexaeHusTa 3a onacHoOCT: BX. pazjen 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

Bpenen npu normbiiane. CUITHO TOKCHYEH 32 BOJAHUTE OPTaHU3MH, ¢ ABJIroTpacH edekr. [Ipeanonara ce, ye npuyunHsaBa pak. Moxke J1a yBpeau OIUIOIU-TeIHATa
crocobHocr. IIpeamnonara ce, ye yBpexaa mioja. [IpuunHsaBa yBpexaHe Ha OpraHUTE MOCPEICTBOM HPOIBIDKUTEIHA TN MOBTAPSAIIA CC CKCIIO3HIIML.
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Drospirenone impurity E

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)

$

GHSO07 GHSO08 GHS09
OmacHo
EUH380 - Moe 1a IpHYUHY HapylIeHHe Ha (YHKIUUTE Ha CHIOKPUHHATA CUCTEMA B YOBEIIKHUS
OpraHU3bM.
EUH430 - Moske 1a IpHYNHA HapyIleHHe Ha (yHKIIUUTE Ha CHIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H302 - Bpenen npu noribluaHe.
H351 - IIpennonara ce, 4e IPUINHSBA PaK.
H360Fd - Moske na yBpeau omionuTenHaTa cnocodnoct. Ilpenmonara ce, 4e yBpex/a miona.
H372 - IlpuunnsBa yBpexxJaHe Ha OPraHHUTe (SHIOKPHHHA CHCTEMA, ChPAECYHO-CHI0BA CHCTEMA,
4epeH Apo0) MOCPeICTBOM IIPOIBIDKUTEIIHA WITH IIOBTAPSINA CC eKCIO3HIIHS.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(eKT.
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.
P301+P312 - ITPU ITOI'JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LIEHTHP I1O
TOKCHKOJIOT S unu Ha nexap.
P314 - TIpu Hepa3MnoI0KEHNE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P330 - M3mnakHere ycrara.
P391 - Cpbepere pazasToro.
P405 - Jla ce cbxpaHsiBa 1o KIr04.
P501 - CbappxaHHETO/ChABT Aa CE€ U3XBBPIIH B IIyHKT 3a ChOMpaHe Ha ONACHH WITH CIELHATHU
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIIHY, HAIIMOHAIHY H/MIH MEKIyHApOJHU
pasnopenou.

ETnxernpane B CbOTBETCTBHE C: MI3KIIOUCHNS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChAbPKAHUETO He IpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. /Ipyru onacHoCcTH

Jpyra nndopmarys

GHS08

Buumanue - BCIIECTBO, KOETO BCC OLIC HE € U3IUTAHO HAIIBJIHO.
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Drospirenone impurity E

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]
17-epidrospirenone CAS Ne: 90457-65-1 <100 ED ENV 1, EUH430

ED HH 1, EUH380

Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg)

Carc. 2, H351

Repr. 1A, H360Fd

STOT RE 1, H372

Aquatic Chronic 1, H410 (M=100)

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue HAa MEPKHTE 32 MbPBa MOMOII]

[TpBa momox - 001N MEPKU : BbB Bcnuku ciyyan Ha CbMHEHHE, WM aKO CHMITTOMHUTE MPOABIDKABAT, OTHPCETE MEIUIIMHCKA
TTOMOIII.

[TspBa oMo Npy BAHIIBaHE : M3Bezmere AMIETO HA YHCT BB3YX U IO OCTABETE B MO3MIIMS, YIIECHsBAIlA AULIaHeTo. [la ce octaBu
MOCTpaIaIys 1a Cu movnHe. B crnydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITspBa oMo MPH KOHTAKT C KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOXKATa J1a Ce H3MHE C MK CalyH U
BOJIa, KaTo CJIE/l TOBA Ce M3IIAKHE C TOILIA BOJIA.

[TspBa oMo IPY KOHTAKT C OYHTE : HW3makuere ¢ Boaa, KaTo AbPIKUTE OYUTE MIKPOKO OTBOPEHH. [loThbpceTe MeAUIMHCKA TOMOLL, aKO
Goskata, MUTAHETO MM 3a4ePBSIBAHETO MPOIBIDKAT.

[TpBa moMoLI IPU MOTJTBIIAHE : M3mnakuere ycrara ¢ Boja (caMo ako MOCTpagajusT € B cb3HaHue). Hukora He qaBaiiTe HUIIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LEHTHP I1O0 TOKCHUKOJIOT USl/Ha
neKap.

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

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH TPUKHA U CNIELIMAJTHO JIeYeHUu e

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0KAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Batr cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhIiepoieH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
HeroaxoIs11y okaporacuTelIH| CPE/ICTBA : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.

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

OmnacHu IPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha moxap . HemwiHOTO TOpCHE oc13060>1<;[a13a OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH JIBYOKHUC U JIPYTU TOKCUIHU
razoBe. B3MOXKHO € OT/eNsIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KapHUKApHUTe

WHCTpyKINH 3a TaceHe Ha M0XKapu : Jla He ce IOIycKa U3MOJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap : Jla He ce npennpuemMa HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TSI0TO.
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Drospirenone impurity E

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU UM KbPMAUIKUTE.

TIpennaszuu Mepku 3a Ge3omacHa pabora : Jla ce n30srBa BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce u3Hacsi 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MomenieHue. [la ce U3MUAT phleTe NPeIu MOYUBKUTE H CIIE]T
MPUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILTHHA U IPSIKa CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeamnmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJ

IMoaxoas HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeanasHu cpeacraa

3ammTa HA OYHTE H JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Drospirenone impurity E

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)
3ammTa HAa UXaTeTHHTE IBTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B cinyuaii Ha 06pa3yBaHe Ha Hpax Ja ce U3IO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHE CBOiCTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BEIIECTBO
st . He e HannuHO
MornekynHa maca : 366,5 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca : He e Hannuno
Touka Ha TONIEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUIIEHE . He e HanuuHO
3anaauMoct . He e HanuuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
T'opHa rpanuLa Ha eKCIIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa : He e npunoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe . He e HannuHo
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTer, KHHEMaTHUEH . He e npunoxumo
PazrBopumoct . He e HannuHO
Koeduiuent Ha pasnpeznenenue: n-okranon/soga (Log @ <4

Kow)

Hausirane Ha napure . He e HannuHO
Haunsrane Ha napure npu 50°C : He e Hanuuno
IlnsTHOCT . He e HanuuHO
OTHOCHUTEIHA IUITBTHOCT . He e HannuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure . He e HanuuHo

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS
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Drospirenone impurity E

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

10.5. HecrBMecTHMH MaTepHAIH

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpasHa) : Bpenen npu nornsiuase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢uupa (JIunceat nanuu)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacu¢umpa (JIunceat nanam)

17-epidrospirenone (90457-65-1)

LD50 opanHo mibx > 300 — <2000 mg/kg (mporHo3Ha CTOMHOCT)
Kopo3suBHOCT/ipa3HeHe Ha KOKaTa : He ce xnacudumupa (JIuncear nanHm)
CepHo3HO yBpex/JaHe Ha OYHTe/Apa3HeHe Ha OUHTE . He ce xnacu¢mumpa (JIuncsat nanam)
Cencubunm3anys Ha AUXaTeIHUTE IBTUINA WK Koxkata : He ce xnacudunupa (Jlumncsar qaHam)
MyTareHHOCT Ha 3apOAMIIHUTE KJIETKH . He ce knacudunupa (Bp3 ocHOBa Ha HANMYHUTE JAHHH, HE Ca U3IIBIHEHH KPUTEPUUTE 3a
Kiacuuypane)
KanneporeHHoct . Ilpenmonara ce, 4e MpUYUHSIBA PaK.
TOKCHYHOCT 32 PENPONYKIHATA : Moske na yBpeau omoanTenHara criocobnocrt. IIpesmonara ce, 4e yBpex/a mioja.
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEICHI . He ce xnacu¢mummpa (JIunceat nanxm)
OpraHy) — eIHOKPAaTHA eKCIIO3UIUS
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : IlpuuunsBa yBpexkIaHe Ha OpraHuTe (€HIOKPUHHA CUCTEMA, ChPJICYHO-CH0BA CUCTEMA, YEPEH
OpraHn) — IOBTaPSIIIA CE EKCIO3ULIU 11po6) MOCPEACTBOM MPOIBIDKUTEIHA WK MOBTAPSINA CE CKCIIO3HIHS.
OmnacHOCT IIpU BAUIIBaHE . He ce xnacuduimpa (JIuncsar gaHHK)

11.2. Uudopmanust 3a Ipyrd ONaCHOCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3IEJI 12: Exojioru4Ha uHgopmanus

12.1. Tokcu4UHOCT

OrnacHo 3a BOJ(HATA Cpesia, KpaTKOCpouHa (0cTpa) . He ce knacuduuupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHEHH KPHTEPUUTE 32
KJIacupHIIpaHe)
OrnacHo 3a BOJ(HATA CPefia, ABIrOCPOYHA (XPOHHYHA) : CHJIHO TOKCHYEH 32 BOJIHHTE OPraHU3MU, C ABITOTPacH eeKT.

17-epidrospirenone (90457-65-1)

LC50 - Pubm [1] > 1 mg/l (96 4yaca) (mporuo3Ha CTOHHOCT)
EC50 - Pakoo6pasuu [1] > 1 mg/l (48 4yaca) (mporuo3Ha CToitHOCT)
ErC50 Bomopaciu > 1 mg/l (72 yaca) (mporHO3Ha CTOIHOCT)
NOEC xponnuHa pubu <0,1 mg/l (mporHo3Ha CTOWHOCT)
NOEC xponndHa pakooOpazHi <0,1 mg/l (mporHO3Ha CTOWHOCT)

12.2. YcTOHYMBOCT M pa3srpaiuMoctT

17-epidrospirenone (90457-65-1)

YcToiunBOCT U pasrpaguMocT He ce pa3srpaxna 6Bp30

24/09/2025 ([lata Ha u3naBaHe) BG (6warapckn) 6/10



Drospirenone impurity E

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

17-epidrospirenone (90457-65-1)

Koe¢uiuent Ha pasnpeznenenue: n-okranon/sona (Log <4
Kow)

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

PA3EJI 13: O0e3BpeskaaHe HA OTHAABLUTE

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaI.IPIﬂ

PA3JIEJI 14: Undgopmanust 0THOCHO TPAHCIIOPTUPAHETO

B cpotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nian naenTudukanuoHeH HoMmep

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE Ha NIpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPJIO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBP/IO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, IIl, MARINE solid, n.o.s., 9, I1I
POLLUTANT

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

14.4. OnakopbyHa rpyna

111 1 111
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ADR

IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

OmacHo 3a okonHata cpeaa: la

OmacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mombiHHTeIHA HaNHYHA HHQOpMALHS

14.6. Cnenma,THu npeana3Hu MePKH 32 MOTpedUTeINTE

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopenou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CriennaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIMHM 32 TPEHOCHMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHU
TpancnoprHa kareropus (ADR)

CriennanHu pa3snopenou 3a npeosa - Onakosku (ADR)
CriennanHu pasnopendu 3a npesos - HacunHo
cberosiHue (ADR)

CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe 1 06paboTka (ADR)
Vnentudukannoner Homep 3a onacHocT (Kemnep No.)
OpamxeBHu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpancnopT nmo mope

Crniennanuu pasnopenou (IMDG)

Orpannuenu konmuectsa (IMDG)

W3kirouenu konuyecta (IMDG)

OnakoBbunK MHCTpYKIMH (IMDG)
Crenuanau pasnopenou 3a onaxkosatre (IMDG)
IBC onakosbunn nactpykuun (IMDG)

IBC cnenmnannu pasnopendu (IMDG)
Wncrpyknun 3a iucreprn ( IMDG)
Cneruanuu pasnopenou otHocHo uucrepad (IMDG)
Kareropust Ha ToBapene ( IMDG)

Cxitagupane u o6padorka (IMDG)

Bb3aymeH TpaHcnopT

PCA Uzkmouenn xonuuectsa (IATA)

PCA OrpannueHu KoJmuecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)

PCA MHcTpykiuy 3a 0akoBaHe MTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO IIbTHUYECKH
camoutet u kapro (IATA)

M7

274, 335, 375, 601

Skg

El

P002, IBC08, LP02, R0O01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV

AT
3

1 V13
: VC1,VvC2

CV13

90

90
3077

274, 335, 375, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956

400kg
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WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956

MakcumaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crennanuu pasnopeaou (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CietpvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0ATEICTBO OTHOCHO G€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BeliecTBaTa 3a pasperiaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PeriaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS € IBOIHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U31e1us ¢ JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

Per;iaMeHT 0THOCHO peKypCOPHTE HA HApKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/IeNICHH BEIeCTBa, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HanuyHa nombiHUTETHA HHOPMALUSI

PA3JIEJI 16: Ipyra undgopmanus

I'baen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a onacHoOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opaina), Kareropus 4

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIIACHOCT, KaTeropus 1

Carc. 2 Kanneporennoct, Kateropus 2

ED ENV 1 EHnokprHEH HapylmMTen [0 OTHOILICHUE Ha OKONHATa cpena, Kareropus 1

EDHH 1 EHnnokpHuHEeH HapylmMTes 1o OTHOILEHUE Ha 3]]paBeTo Ha yoBeka, Kareropus 1

EUH380 Moske 1a IpHYMHM HapyLIeHHe Ha GYHKIMUTE Ha CHAOKPUHHATA CHCTEMa B YOBEIIKHUS OPraHU3bM.
EUH430 Moske 1a IpHYMHY HapyIleHHe Ha (GYHKIUUTE Ha CHIOKPUHHATA CHCTEMa B OKOJIHATA CPesia.
H302 Bpenen npu nornsiane.

H351 IIpennonara ce, ye NPUUNHABA PAK.

H360Fd Moske n1a yBpeau oroauresiHara crocooHoct. [Ipearnonara ce, ye yBpexnia mioja.
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[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

H372 IprunHsBa yBpexkAaHe Ha OpraHuTe (CHIOKPHHHA CUCTEMA, ChPACUHO-CHI0BA CHCTEMA, YEPEH APo0) MOCPeCTBOM
MPOABIKUTENHA UITH TTIOBTAPAIIA CE€ EKCIIO3MIIMS.

H410 CHITHO TOKCHYEH 33 BOJAHUTE OPraHU3MH, C JBJITOTPacH e(eKT.
Repr. 1A TokcuunocT 3a penpoxykimsaTa, Kareropus 1A
STOTRE 1 Creriyaa TOKCHYHOCT 32 ONpe/ielIieHH OPraHy — IIOBTapsia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHdopMaroneH ucT 3a 6e30MacHOCT, € MoJdy4eHa OT H3TOYHUIIN, KOUTO CMsTaMe 3a
HafeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IPeaoCcTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK MO/pa3oupalia ce, OTHOCHO HeHHATa KOPEKTHOCT. Y CIIOBHATA N
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda Uik 00e3BpexIaHe Ha MPOAyKTa ca H3BBH HAIIKS KOHTPOJ U MOXKE Ja ca U3BBH Halata komneTeHTHoCT. [Topaau
Tasu U APYTU HPUYHHU, HUC HE TI0EMaMe OTTOBOPHOCT UM U3PHYHO CE OTKAa3BaMe OT OTFOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAILM OT WIH CBbP3aHH
10 HAKAKbB HAYMH C paboTaTa, ChXpPAaHEHUETO, yIoTpedaTa uian 00e3BpexIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI13Ba CaMo 3a TO3H MPOAYKT. AKO MPOAYKTHT Ce H3I0I3BA KATO ChCTaBKa Ha APYTU MPOAYKTH, HATHYHATA HH(pOpMAIHs OU MOTTIa []a ce OKaKe
Henpuiokuma. Ta3u nHopMarys ce 0OCHOBaBa Ha HAIIMTE TEKYI[M MO3HAHKS U € NPEAHA3HAYCHA 1A []aJiec ONMCAHKE Ha MPOJYKTa CaMo 3a LEJINTE Ha
3[paBeora3BaHeTo, 0e30I1aCHOCTTa M OKOJIHATa cpena. [lopaau ToBa, Ts1 He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA IPOIYKTA.
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