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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHnoBaHue Ha BELIECTBOTO : Progesterone

Kox Ha mpoaykra : 201600761

CHHOHUMH : Progesterone, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Kanneporennoct, Kareropus 2 H351
ToxcuuaHoOCT 3a penpoxykiusra, Kareropus 1A H360
ToKCHYHOCT 32 PEeNPOLYKIHUATA, JOMBIHATEIHA KATETOPHs, €PEeKTU BBPXY HIN H362

9pe3 JIAKTaIIATa
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUEC U 110 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacuoct (CLP) : H351 - [Ipexmonara ce, 4e IPUINHSABA PaK.

H360 - Mosxe 1a yBpeau OIUIOAUTETHATA CIIOCOOHOCT HITH TUTOAIA.
H362 - Moxe ma 6b1e BpeaeH 3a KbpMauera.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIMH.
P202 - He u3momn3Baiite mpeau [a cTe IpoUYesn U pa3dpain BCHIKU MPEeITa3Hi MEPKH 3a
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Oe30macHoCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/ 1iumM/u3napeHns/aepo30Im.
P263 - [Ta ce n30srBa KOHTAKT IO BpeMe Ha OPEMEHHOCT U NP KbpPMEHE.
P264 - [Ta ce u3mue polieTe A0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/ yIoTpeda.
P270 - [a He ce size, He WIK MyLIH IPH yHoTpeba Ha NPOIyKTa.
P280 - M3non3BaiiTe npena3Hyu pbKaBULM/IPEINa3HO 00JICKIIO/IPeIa3HU OumIa/pena3Ha Macka
3a JIMIE/TPeIIa3Hu CPECTBA 3a 3allUTa Ha CIyXa.
P308+P313 - ITPU siBHa miu mpeamnoaraemMa ekcro3uius: [1oTbpcere MeTUIUHCKH ChBET/TIOMOLI.
P405 - Ja ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OMACHH HJIH CIIELHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKTyHAPOIHI
pasnopenou.

ETukeTrpane B ChOTBETCTBHE C: H3KITIOUCHHUS 32 BHTPELIHH OMIAKOBKH, KOTATO ChIBPKAHHETO He mpeBumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. Ipyru onacHocTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Progesterone - <100 Carc. 2, H351
Repr. 1A, H360
Lact., H362

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OIacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol Ipy BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IppBa moMoOIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (¢ uucTa M MeKa nonuaaia kepma). Jla ce usmue
OOMITHO ¢ BOJIa B KOSITO € MPUOABEH JIETEPreHT.

ITbpBa MOMOII] IPK KOHTAKT C OYUTE : Usmaksere ¢ BoJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa moMo1I PHU MOTITbIAHE : Mzmnakuere ycrara. CnienuanHo Jiekapcko HabmoaeHue. Moxe 1a Ob/ie npenopbyaHo

MPOIBIDKUTEIHO MEAUIIMHCKO HAOIIOICHUE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIIBALIHU CJIe/l U3BECTECH NMEPUO] OT BpeMe CUMIITOMU U e(l)eKTl/[

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHETH e)EeKTH.

Cumnromu/e(eKTa ciiej| BIHIIBaHe . Hepmocrarbunu raHHu.

CumnroMu/edekTn cie/l KOHTaKT ¢ KoXara . Hepmocrarbunu raHHu.

CumnroMu/epeKTH ciie/l KOHTAKT C OUHTe . Hepmocrarbuuu raHHu.

CumnroMu/e(eKkTa cie]| NorTbIaHe . Cumnromure Morar Ja Obar 3aMaiiBaHus, IN1aBo0OIHe, rajicHe U 3ary6a Ha KOOPAHHALIHS.

4.3. Yka3zaHue 3a HEO0OXO0MMOCTTA OT BCIKAKBHY HEOTJIOKHH MeIMIUHCKH I'PHUKH U CIIEIUAJIHO JIeYeHHue

IToTbpceTe MEANIIMHCKY ChBET/MOMOIL. [Tpi BH3MOXKHOCT J1a ce MOKa)Ke HACTOSIHMS JIKCT, a aKO HE € Ha Pa3NOoIOKEHHE, Ja Ce TIOKaKe OITAKOBKATa MM €THKETa.
AxrtuBarop. PapMaleBTHYEH MPOIYKT.
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JIEJI S: IIpoTHBONOKAPHA MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSL.

OmacHOCT OT moXxap : Bmx maparpad 2.2.

I/IHCT‘pyKHHH 3a racCHe Ha oXKapu . I[a C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIN 32 TACCHE HA OXKApH B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OO0y Mepku : Jla ce u30srBa npeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4Yan

ABapI/Ii/'IHI/I IJIAaHOBE . I[a C€ HOCH MMOAXOIAIIO0 IPEANa3sHO OGHCKJIO, PBKABUIH U 3alIMTHUA CPEACTBA 38 OYUTE WJIN JIULECTO.

6.1.2. 3a 1MnaTa, OTTOBOPHU 32 CIIEIHH CJIyYan

Hsima HanmuHa JOMIBIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Meroau 3a IOYHCTBaHEe : Yb6enere ce, 4e OTHaaBLUNTE ca CHOPAHM U CE CbXPAHABAT Ha CUTYpHO MscTo. [louncrere

crapatenHo. Jla ce n3Mue HeChOUPaeMHs OCTATEHK C : Pa3TBOP OT HATPHEB XHIIOXJIOPHT.

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

JIOIIbIIHUTENTHU OIIACHOCTH 10 BpeMe Ha 06paboTka : Ha motpeburens na ce 00bpHE BHUMAHHUE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHH C H3II0I3BaHETO HA
MPOMYKTa 3a APYTH LIENH, PA3IHIHH OT TE3H, 32 KOHTO € IIPeJHa3HAUCH.

IIpenmasuu Mepku 3a Oe3omacHa paboTta : C marepuaina TpsiOBa Jja ce paboTH BHUMATENHO. [la ce H304rBa npekust KOHTaKT ¢ mpoxykTa. C
MaTeprana TpsOBa 1a ce paboTH 1oj 1abopaTopHa KaMHHA, JOKOJIKOTO TOBA € BB3MOXKHO.

XUrueHHH MepKH . Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHUATA Ha 100paTa MPOMHIIICHA XHTUCHA U IPOIIEAyPUTE 3a
6e30macHoCT.

TexHUUECKH MEPKH . /Jla ce ca3BaT NPHIOKUMHUTE Pa3NoOpeaOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa MMOJ{ KJII0Y.

Bumx maparpad 1.
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3EJI 8: KoHTpoJ1 Ha eKCIO3UIMSATA/TMYHM NPEANA3HU CPeCcTBA

8.1. [TapameTpy Ha KOHTPOJI
8.1.1 HanMoHaJITHH rPAHUYHH CTOMHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsima Hanu4yHa ZONBIHUTEIIHA PIH(bOpMaLII/Iﬂ

8.1.2. IllpenopbYMTEIHH NPOLEAYPH 32 HAOIIO/IEHUE
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3/yXa

Hsma Hanu4Ha ObIHUTETHA HHPOPMALHs

8.1.4. DNEL u PNEC

Hsma HanuyHa DOMBJIHUTENTHA HHPOPMALUS

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

8.2. KoHTpo. Ha eKcO3MIUATA

8.2.1. Tloaxoasi| TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B JoOpe POBETPUBO NMOMeIeHue. Jla ce H3Mon3yBa eqUHCTBEHO B CMyKaTelIHa KaOUHA ¢ HHTerpHpaH GuiThp. BucokoedexTuseH Gpuiarsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3non3zyBa XUMHUYECKH YCTOHYMBO 3aiuTHO o6aekio. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYeCKH YCTOIHYHBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3amuTa Ha AUXATeJHHTE IbTHINA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzaensHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Guntsp P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo30sHa Macka. Hocere nuxareneH amapar, ako cTe
M3JI0)KCHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3UIMSITa B OKOJIHATA cpela

Hsma HanuvHa DOMBJIHUTETHA HHPOPMALUS

3AEJI 9: ®u3u4HM 1 XUMHUYHU CBOMCTBA

9.1. Mudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSIHHE : TBBPIO BELIECTBO
st . He e Hanu4uHo
BroHIIEH BUI : Ilpax.

Mupuc : He e npunoxumo.
I'panuna Ha mupuca . He e HanuuHo
Touka Ha TonEHE : He e nanuuno
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KMIIEHE/MHTEPBAJ HA KUTIEHE : He e nanuuno
3anmanuMocT : He e HanmnmunO
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I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuna Ha €KCIIO3UBHOCT : He e npunoxumo
IInamua TemmnepaTypa : He e npunoxxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop . He e maimuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxumo
PastBopumoct : Boma:<0.1g/
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmmuno
OtHocuTenHa IIBTHOCT Ha mapute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qOonbIHUTENHA HHYOPMALHS

JI 10: CTaOMIHOCT M PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IP[}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsma npur Hopmanua ynorpe6a. Brkxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpax1aHe OTACIIA OITaCHU U3NAapCHUS.

PA3IEJI 11: Toxcukosoruuna nHgopmanus

Octpa TOKCHYHOCT (OpayHa) : He ce knacudunupa (Bs3 0ocHOBa Ha HANMYHHUTE JAHHH HE Ca M3IIBJIHEHH KPUTEPUUTE 32
KJIacuuIupane)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudurupa (Jlunceamm jaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacudumupa (Jlunceamm gaHam)
Progesterone
LD50 opanso mrbx > 2000 mg/kg

31/01/2023 ([lata na u3naBane) BG (6warapeku) 5/8



Progesterone

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

KoposzusHoCT/pa3HeHe Ha Koxkata : He ce xnacudurupa (Jlunceamm jaHam)

Cepro3HO yBpesK/jaHe Ha O4nuTe/IpasHeHe Ha OYNTe : He ce knacudumpa (Jluncsaum qanam)

CeHcubuIM3anys Ha JUXaTeJIHUTE TbTUINA WK Koxkata . He ce ximacuduuupa (JInncpanm naHHn)

MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA . He ce xmacudummpa (JInnceamy raHam)

Kanneporennoct : Ilpeamnonara ce, 4e NpUYMHABA PaK.

TOKCHYHOCT 3a penpoAyKIHUATA : Moxe na yBpequ OIIOJUTEIHATA CIIOCOOHOCT MK Iona. Moske na Ob/ie BpesieH 3a KbpMadeTa.
CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONPEICICHH : He ce xmacudunupa (Jlunceamm ganam)

OpraHu) — eAHOKPATHA EKCHO3ULIUS
CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudurmpa (Jluncpamm qaHam)
OpraHu) — IOBTaPsIIA CE CKCIO3ULHS

OnacHocT IIpY BAUIIIBAHE : Hece Knacmbnunpa (TeXHPI‘IeCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha ,I[aHHI/I)

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

3EJI 12: ExoJiornuna nHgopmManus

Exomorus - o6mio : Omnachu otnageum. Jla ce M31M0I3yBaT MOIXOISAIIN KOHTEHHEPH 32 OTHAJHNTE IIPOIYKTH.
OmacHo 3a BoJHaTa cpeja, KpaTKocpodHa (ocTpa) : He ce xnacudumupa (Jlunceamm fanan)
OmacHo 3a BoJHATa cpejia, JbIrOCPOUYHa (XPOHUIHA) : He ce xnacudumupa (Jlunceamm jaHam)

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALHS

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

PA3JIEJI 13: O0e3BpesxkaaHe HA OTHAABIUTE

MecTHO 3aKOHOAATEICTBO (OTHAXBIIN) : Jla ce m3XBBpiH 110 6E3011aCEH HAYKMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHH Pa3oOpei0H.

PA3EJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu ureHTHGUKAUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo
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ADR IMDG IATA

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.3. Knac(oBe) Ha 0NACHOCT IPH TPAHCHOPTUPAHE

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsma JOITBJIHUTEIIHA HAJIMYHA I/IHd)OpMaIII/IS[

14.6. CnenuaiHu mpeAna3Hil MePKH 32 MOTPeONTETUTe

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. Mopckd TPAHCIOPT HA TOBAPH B HACHIIHO CHCTOSIHHE CHIJIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPTraHu3aus

He e nmpunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CienupuuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen6a/3aK0H0AATEICTBO OTHOCHO (G€30MACHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernniament Ha EC
REACH Ipuao:xenne XVII (YcinoBusi 3a orpanuyaBaHe)
He ¢urypupa B Ilpunoxenne XVII nra REACH

REACH, ITpunoxenne XIV (Cnucbk Ha BellecTBATa 32 pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Crucsk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cmucbk ¢ kananaar-semectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BenecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIaCHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cuchka ¢ BeIIecTBa, KOUTO HapymIaBat o30HoBuUs cioil (Permament EO 1005/2009): Progesterone

PersiameHT 0THOCHO NpekypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappixka BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ MpeKypcopy Ha B3puBHU BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa U ynorpedara Ha

HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopUTe HA HAPKOTUYHU BewecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIOUYEHO(M) B ciuchbKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BeulecTBa (Pernament EO 273/2004 0THOCHO POU3BOJCTBOTO U IIyCKaHETO

Ha mmazapa Ha OIpe€aCJI€HU BEIIECTBA, U3IIOJI3BAHU 3a HE3aKOHHO IMMPOU3BOJACTBO HA HAPKOTUYIHHU UIIA IICUXOTPOITHU BeHIeCTBa)
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Progesterone

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

15.1.2. Hanuona/uu pasnopenou

Hsima Hanu4yHa ZONBIHUTEIIHA PIH(bOpMaLlI/ISI

15.2. OneHka Ha 0€30IACHOCT HA XHMHYHOTO Bel[eCTBO HJIU CMeC

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaHI/IH

PA3JIEJI 16: Apyra uagopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a onacHocT:

Carc. 2 Kanmeporennoct, Kateropus 2

H351 [penmosara ce, 4e MPUYHHIBA PAK.

H360 Moske 12 yBpeau OIUIOAUTENIHATA CIIOCOOHOCT HJIH IUIOAA.

H362 Moske a Oblie BpeieH 3a KbpMayeTa.

Lact. TOKCHYHOCT 33 PEHPOAYKLHSATA, JOMBIHATEIHA KATEropys, e)eKTH BbPXY HIIM 4pe3 JIAKTALUsITa
Repr. 1A TokcuuHocT 3a penpoaykuusaTa, Kareropus 1A

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Unpopmarusta, chbpikaiia ce B To3u MHOpMAIMOHEH JIMCT 32 O€30MaCHOCT, € MOJIy4eHa OT U3TOUHHIH, KOUTO CMSITaMe 3a
HaJeXKIHU. Bbrpeku ToBa, HHpOpManusTa ce IpefocTaBs 0e3 HIKaKBa rapaHIys, H3pUYHA HIX [0Apa30upaa ce, OTHOCHO HeiHAaTa KOPEKTHOCT
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