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HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament
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Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHoBaHKe Ha BEIIECTBOTO . Parthenolide
Kon Ha mponyxra : 202000220

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, 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]

Koxna cencnbmmzanust, Kateropus 1 H317
MyTareHHOCT 3a 3apOAMIIHYU KIeTKH, Kareropus 2 H341
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) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe 1a IpUYMHY alepruiHa KOKHA PeaKIus.
H341 - Ipenmnonara ce, 4e MpUYUHSIBA FEHETHYHH AC()EKTH.
Ipenopsku 3a 6e3onacHoct (CLP) : P201 - Ipenu ynotpeba ce cHabaeTe ChC CHEIHATHA HHCTPYKLIUH.

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

P261 - N30srBaiiTe BAMIIBaHE Ha IPax/MyLIeK/Ta3/ IiMM/H3apeHNUs]/aepO30IIH.

P272 - Jla He ce n3Hacs 3aMbpCEHO PabOTHO OOJIEKIIO H3BBH PaOOTHOTO IIOMELICHHUE.

P280 - M3non3gaiiTe nmpenna3Hu pbKaBULI/TIPEAIa3HO 00JIEKIO/IPeIIa3Hy OYrIIa/IIpeina3Ha Macka
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Nudopmanronen auct 3a 6€30macHOCT
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3a JIe.

P302+P352 - TTP11 KOHTAKT C KOJXXATA: 13mMuiite OOMIIHO C BOJA.
P308+P313 - I[TPU siBHa wiu npe/ronaraemMa ekcrno3unus: [IoTppceTe MEIUIIMHCKY ChBET/TIOMOIILI.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 IIbPBA IIOMOII] Ha TO3H
€THUKET).
P333+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeAUIUHCKH
CHBET/IIOMOII.
P362+P364 - Cpanete 3aMbpCEHOTO 00JICKIIO U TO M3MEPETE MPEIH MOBTOPHA yIIoTpeda.
P405 - Ta ce cbxpaHsiBa MO KIKOY.
P501 - CbabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IIYHKT 32 ChbOMpaHe Ha ONACHU WJIH CIICI[HATHN
OTIaABIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHH, HAIIMOHATHH H/WIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BHTPEIIHH OIAKOBKH, KOTaTO ChAbPKAaHUETO He IpesunIasa 10 ml

IMukrorpamu 3a onacHoct (CLP)

GHS08

2.3. Ipyru onacHoCcTH

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE €
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Parthenolide - <100 Skin Sens. 1, H317
Muta. 2, H341

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

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

H‘BpBa TIoMOII IPY KOHTAKT C KOXKaTa . I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36T)pCBaHe (C quCTa U MCKa IormrBalia K'Bpl'[a).
H‘BpBa TIoMoII IIPY KOHTAKT C OUUTE . Msmmakaere ounte ¢ Boja KaTo npeamnasHa Mspka.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIM CJie/l U3BECTECH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKT]/l

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEUATHO JIeYCeHN e

Hsma HanmvHa JOMbIHUTENTHA HHOOPMALUS

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmu TI0KapoTaCUTCIIHA CPEACTBA . OZLCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
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OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha Ioxapu : Ja ce uznonspar CpEaCTBA, IIOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIELIHH CJIyYaH

ABapP[ﬁHH IIJTAaHOBE . I[a ce U30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3UI U

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuaHa gombIHHUTENHA HHPOPMALUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Bmx maparpag 1.

PA3IEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbYNTETHH MPOLETYPH 32 HAGTIOeHHE

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.3. OGpa3yBar ce 3aMbPCHTEJIH HA BB3/IyXa

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanuvHa TONBIHHUTENHA HHOOPMAIIUS

8.1.5. Perysiupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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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. Iloaxoasiy TeXHUYECKH KOHTPOJI

HO/]XOI[S[]].] TEeXHHYECKH KOHTPOJI:
)Ia C€ CbXpaHsBa B /106])3 MIPOBETPUBO ITOMEIICHHUE. OOHMKHOBEHO Ce M3UCKBAT KaKTO MECTHA CMyKaT€/IHa BCHTUIAWA, TaKa U BECHTUJIAllUA Ha 06I_IIOTO
TIOMCIICHUE.

8.2.2. JINuHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHs
8.2.2.2. llpeana3BaHe HA KoOKaTa

3ammTa HA KOKATA M TAJIOTO:
JlabGoparopHa mpecTiika

3amuTa Ha pBUETE:

3aluTHA PbKABULIM

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.3. KoHTpo.1 Ha eKCNO3HIMATA B OKOJIHATA Cpeaa

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3uyHu 1 XMMHYHH CBOHCTBA

9.1. Mndopmanusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOICTBA

ATperaTHo CbCTOsSTHUE : TBBpHO BELIECTBO
IBsT : He e HamnmuHO
Mupuc . He e manmuuno
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KHUIIEeHe : He e nannuno
3anmammmocT . He e nHamuno
I'panuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanua Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e nannuno
pH pastsop . He e manmuuno
Bucko3uteT, KHHEMaTHIECH : He e npunoxumo
PazrBopnmocT : Boma:<1g/l
Koeduruent Ha pasnpenesnenune: n-okranoi/soga (Log  : He e namuano
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C : He e npunoxumo
Pa3mep Ha wactuiute . He e manmmuno

9.2. Jipyra undopmanus

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha GU3NIHA OMACHOCT

Hsima HanmMuHa JOTTBIHUTENHA I/IH(I)OpMaLII/Iﬂ
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 10: CTaOM/IHOCT U PEAKTHBHOCT

Cra0uIeH npy HOPMAJIHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

He e uszBectHo.

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma npu HopmanHa ynorpe6a. Brokre Pasnen 7.

TIpu 3arpsBane 10 ToUKaTa Ha pasrpaxaaHe OTAENS ONACHN U3MAPEHHs.

Octpa ToKCHYHOCT (OpasHa) : He ce xnacuduunpa

OcTpa TOKCHYHOCT (JiepMaltHa) . He ce xnacuduunpa

OcTpa TOKCUYHOCT (BMILIBAHE) : He ce xmacuduumpa

Koposusroct/npasuene Ha koxara : He ce xmacuduumpa

Cepno3HO yBpesk/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe : He ce xmacuduumpa

CeHcnbmm3anus Ha JUXaTeIHATE MBTUIIA WM KoxkaTa . MoxKe J1a MPUYHHY alepruiHa KOKHA PeaKIus.

MyTareHHOCT Ha 3apOUIITHATE KJIETKA : Ilpexnonara ce, e MPUYNHABA TEHETHIHH JICEKTH.

Kanneporennoct . He ce xnmacudunmnpa

ToKcHUYHOCT 3a PENpOLYKIMATA : He ce xnacuduuupa (JlanHuTe ca yOeAUTEIHH, HO HEOCTATHYHH 3a Jla CC HANPaBU KiIacH(HKaIlHs)
CTOO (criennguyHa TOKCHYHOCT 32 OIPEIEICHI . He ce xmacudunmpa

OpraHM) — eIHOKpATHA eKCIIO3ULIHS
CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa
OpraHM) — TOBTApSIIIA CE CKCIIO3UIHS

OmnacHOCT NpH BJMIIIBaHE : He ce xmacugpummpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioru4Ha uH(popmanusi

Exonorust - 0610 : He npencraBinsiBa KOHKpETHA OMACHOCT 3a OKOJIHATA CpeJia.
OmnacHo 3a BOJHATa cpefia, KpaTKocpodHa (0cTpa) : He ce xmacudunmpa

OnacHo 3a BoJHATa cpejia, IbIAr0CpOoYHa (XPOHUYHA) . He ce xmacudunmpa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Parthenolide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIHUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niau naeHTHGUKALNOHEH HOMeP

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HamMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OMacHOCT NPH TPAHCIIOPTHPAHE

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo l He e npunoxumo

Hsima monmbiHHUTENIHA HATTMYIHA PIH(l)OpMaI.IHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopT 1o Mope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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Nudopmanronen auct 3a 6€30macHOCT
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15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B Ipunoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

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

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTsa, KOUTO HapymaBaT 030H0BHs ciioi (Permament EO 1005/2009): Parthenolide

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npenaraneTo Ha nasapa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PernameHT 0THOCHO MpeKypcopuTe Ha HapKoTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOJCTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

H317 Moske 1a MPUYKMHY aJepPrUYHa KOKHA PEaKIHs.
H341 Ipennonara ce, 4e NpUYMHABA TEHETUYHH Ne(EKTH.
Muta. 2 MyTtareHHOCT 3a 3apoAuIIHM KieTku, Kareropus 2
Skin Sens. 1 Koxna cencubunuzanus, Kareropus 1

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHpopManmoneH IucT 3a 6e30MacHOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhrpexn Toa, HH(OpManusiTa ce npegocTasst 0e3 HUKAaKBa rapaHIlysl, M3pHYHA WIH T0Apa3duparia ce, OTHOCHO HefHaTa KOPEKTHOCT
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