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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHoBaHMe Ha BEIIECTBOTO . Clomifene

Kon na nponykra : 201600223

CHHOHUME . Clomifene, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

TokcuaHOCT 3a penponykimsaTa, Kareropns 1A H360
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyau epexT U HedIaronpusTHN eheKTH 3a 3APaBeTO 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 omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360 - Moxe na yBpeau orIoguTenHaTa CliocoOHOCT WITH IUIOJA.
Ipenopsku 3a 6e3onacHoct (CLP) : P202 - He u3non3BaiiTe mpeay aa cTe Mpoveny U pa3dpai BCHIKHU Mpe/a3Hi MEpKH 3a
6e30macHoCT.

P308+P313 - IIPU siBHa MM mpeamonaraeMa eKcro3unust: [1oTppcere MeUIIMHCKH CHBET/IIOMOIII.
ETHKeTHpaHe B CbOTBETCTBHE C: U3KJIIOUCHHS 3a BBTPEIIHH ONAKOBKH, KOraTo ChAbPXKaHHETO He Tpepuiiasa 10 ml

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 1/8


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

Clomifene

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMukrorpamu 3a onacHoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Clomifene - <100 Repr. 1A, H360

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

ITspBa oMol Npy BAUIIBAHE : Jla ce ocTaBu mocTpagaivs Ha YMCT Bb34yX. OCHTYpeTe CBeXK Bb3/lyX Ha 3aCEerHaToTo JIHLIE.

ITbpBa OMOLL IIPH KOHTAKT C KOXKaTa : Jla ce oTCTpaHH MaKCHMAIIHO 4pe3 n30bpcBaHe (C YMCTa U MeKa MOoNKBaIla Kbpra). [la ce nsmue
OOMIIHO ¢ BOZa B KOSITO € IPUOaBEH ACTEPreHT.

ITspBa oMol IpU KOHTAKT C OYUTE : UznnakHere ¢ BOza, KaTO JIBPIKUTE OUNTE LIKPOKO OTBOPEHU.

ITepBa oMol IPH MONITBIIAHE : Msnnakuere ycrara. CrienuaHo jekapcko Habmoaenue. Moxe 1a Obje npernopbyaHo

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOI[eHI/Ie.

Cumnromu/edextr . Bb3MoxHHE ca 3aKbCHENMH eEKTH.

Cumnromu/eeKTH Cliell BAUIIBAaHE . HenmocrarbuHn naHHu.

Cumnromu/eheKTH ClIe KOHTAKT ¢ KOXKaTta . HenmocrarbuHu naHHu.

Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . HenmocrarbuHn naHHu.

CumnroMu/e)eKTH CIe] MOrTbIIaHe . CumnromuTe Morat fa ObaT 3aMaiiBaHus, T1aBOOOINE, TajieHe U 3ary0a Ha KOOpIHHALIHSL.

Tlorbpcere MeanuuHckH chBet/momont. [Ipy BE3MOXKHOCT /la Ce TOKa)e HACTOSIIHS JIUCT, a aK0o HE € Ha Pa3IoJI0KEHHE, /1a Ce MOKaXe ONaKOBKAaTa MIIH CTHKETa.
AxrtuBatop. PapMarieBTH4YCH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

Tlomxopsmu moskaporacUTeNHN CPEACTBA : Ogmesio 3a 3aracsiHe Ha OTbHS.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3MI0JI3BAT CPEACTBA, IMOAXOAAIINHN 3a raCeHE Ha I10XKapH B CbCEIICTBO.
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Clomifene

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

O6mm MepKH : Jla ce n30srBa Npekus KOHTAKT ¢ poxykTa. He BaumBaiite
Ipax/IymeK/ras3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

A.BapPlﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEeANasHO OGHCKJ'IO, PBKAaBULU U 3alIUTHU CPEACTBA 3a OUUTE UIIH JIULIETO.

6.1.2. 3a MuHATa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOTBIHUTENHA HHPOPMAIHSL

Meroau 3a MOYKCTBAHE . YGe,ueTe C€, 4€ OTIIaAbLHUTE Ca C’L6paHI/I 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXITIOPUT.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMALIUS

O0padoTka U CbXpaHeHHe

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha notpe6urens na ce 00bpHE BHUIMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BaHETO Ha
[POJLYKTA 3a APYTH LIE]H, PA3JIUYHU OT TE3H, 38 KOMTO € IPEeJHA3HAYCH.

Tpennasuu mepku 3a 6e3onacHa padboTa : C marepuaina Tpsa0OBa Ja ce paboTu BHUMATENHO. [la ce u30srsa npekust KOHTaKT ¢ npojaykra. C
Marepuaia TpsAbBa Ja ce paboTH 1o JabopaTopHa KaMHUHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHHUSATA HA 0OpATa MIPOMUIILIIEHA XUIHEHa U NIPOLIEyPUTE 3a
6e30MacHOCT.

TexHUYIEeCKH MEPKH : Jla ce criazBar MpUIOXKHMHTE Pa3mopendu.
VYcnoBus 3a chbxpaHsBaHe . Jla ce cbxpaHsiBa MOJ KITIOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHU rPAHUYHH CTOMHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H OHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbUYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.5. Perysupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Clomifene

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHMYeCKH KOHTPOT:
Jla ce cpxpansBa B 100pe poBETpUBO HoMemIeHue. Jla ce H3Mmon3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouHTeE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKaTa

3ammTa HA KOKATA U TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOITYrBO 3amuTHO obnekito. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. BamuTa Ha JUXaTeJIHUTE NHTHINA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: npoTtuBonpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oaHa Macka. Hocere auxaresien amapat, ako cTe
U3JI0XKEHHU Ha Mapu/IpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HannuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunarta Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT : He e Hanuuno
I'paHuIyM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT © He e npunoxumo
T'opHa rpanua Ha €KCIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3anaiBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hannuno
pH © He e Hannuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBopumocT : Boma:1-10¢/l
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e nammnuno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C : He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT . He e mHanmuuno
OtHOCHTeNHA ITBTHOCT Ha mapute mpu 20°C : He e npunoxumo
Pa3mep Ha uactuiute . He e manmuuno
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Clomifene

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

A0MJITHOCT U PC€aAKTUBH

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa HOMBIHUTEIHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

OKCHKOJIOTHYHA HH(l)OpMaIIHSI

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (epMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)

He ce knacudmmpa
He ce knacudurmpa
He ce knacuduimpa

Clomifene

LD50 opanHo murex > 2000 mg/kg

KoposzuBHOCT/ipa3sHeHe Ha KoXkarta He ce xnacudunupa (Jluncsamy nanHam)

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHTe He ce xnacudunupa (Jluncpamy naHHw)
CeHcnbHIM3anus Ha AUXATEIHUTE IBTUILA WITH KOJKaTa He ce xnacu¢uumpa (B3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IBJIHCHU KPUTEPHUHTE 32

KkinacuHIpane)

MyTal"eHHOCT Ha 3apOJUIIHUTE KJICTKU

He ce xnacu¢uumpa (JIuncsamm gaHHm)

Kanreporennocr He ce xnacu¢uumpa (B3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHU KPUTEPHUHTE 32
KkinacuHIpane)
Clomifene
IARC rpyna 3 - He noanexu Ha knacupuKauus

ToxcHUYHOCT 32 PEIPOLYKIHATA

CTOO (crenn@uyHa TOKCHYHOCT 32 OIPEIEICHI
OpraHn) — eJJHOKPATHA CKCIIO3HLIAS

CTOO (crenn(uyHa TOKCHYHOCT 32 OIPEIEICHI
OpraH1) — IOBTaPSIIIA Ce EKCIO3ULIHS

OmnacHOCT IIpHU BAUIIIBAaHE

Mosxe fa yBpean OIUIOUTENIHATA CIIOCOOHOCT MIN IO/,

He ce knacudunupa (Jluncpamy naHHmn)

He ce knacudunupa (Jluncpamy naHHmn)

He ce knacudwumipa (Bb3 0cHOBa Ha HATMYHKUTE JAHHH HE Ca U3MIBIHCHU KPUTEPHUTE 32
KIacuHIpane)
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Clomifene

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 12: Exonornyna nHpopmManus

Exonorust - 06110 . Onacuu oTiagbiy. Jla ce M3Mmon3yBar MOAXOASIM KOHTCHHEPH 3a OTIAJHHUTE POLYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA) . He ce xmacudunupa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEICTBO (OTHa,Il'I:I.II/I) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMEDP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HAa MPaTKaTa No cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0MacHOCT MPH TPAaHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBBbYHa rpyna

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e mpunoxumo He e npunoxumo He e npunoxumo
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Clomifene

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

Hsima onbiHUTEIHA HAJIMYHA I/IH(I)OpMaLII/ISI

14.6. CnenuaiHu mpeANa3Hu MEPKH 32 MOTPeOUTETUTE

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt o Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxxumo

14.7. Mopcku TPAaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHHE CHIJIACHO HHCTPYMEHTH Ha MeKIyHApPOIHATA MOPCKA OPraHH3aIUs

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIECTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOJATEJCTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenune XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B IIpunoxenne XVII nta REACH

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peranament PIC (EC 649/2012, IIpeaBapuTesiHo 000CHOBAHO ChIIacHe)
Henpunoxumo.

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

Henpunosxumo.

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

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO Hapyiiasat 030HoBus cioit (Permament EO 1005/2009): Clomifene

PersiaMmeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeyraraneTo Ha masapa u yrnorpebara Ha

TPEKYPCOpY Ha B3PUBHH BEIIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOCTBOTO U MYCKAHETO
Ha 11a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOJI3BaHU 32 HE3aKOHHO MPOM3BO/JICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopenou
Hsima Hammuna JOITbJIHUTCIITHA I/IH(i)OpMaI.II/IF[
15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsma HanmmyHa nonbiHUTENTHA HHOOpMALUs
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Clomifene

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

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H360 Moske fa yBpeau OIUIOAUTENHATA CIOCOOHOCT WITH III0A.

Repr. 1A Tokcu4HOCT 32 penpoaykiusiTa, Kareropus 1A

Mudopmannones et 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, cbabpikamia ce B To3u MupopmalnoneH nuct 3a 6e301aCHOCT, € I0Ty4eHa OT H3TOUYHHIH, KOUTO CMATaMe 3a
HaaeKaAHU. Bbrpeku ToBa, MHpopManusATa ce pelocTaBs 0e3 HUKaKBa rapaHilys, U3pHYHa WM 110pa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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