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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 . Codergocrine mesilate
XHUMHYECKO HANMEHOBAHHUE : Dihydroergotoxine mesilate
Kon na npoxykra : 201600234

1.2. UneHTHUIMPAHH BUIOBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361
CreruuaHa TOKCHIHOCT 3 ONpeJie]IeHH OpraHy — IOBTapsIia ce ekcnosuims,  H372
Kareropus 1

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpnﬂTHu (l)l/l3l/lKOXPlM]/l‘lHl/l eq)eKTl/l H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIECPTHO MHCHUE U IO CHJIaTa HAa IOKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

Erukerupane B crorBercTBHe ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H361 - IIpexnonara ce, 4e yBpexaa OIUIOAUTEIHATA CIOCOOHOCT MIIH IUIOAA.

H372 - llpuunnsiBa yBpexIaHe HA OPTaHHUTE TIOCPEACTBOM TPOIBDKATENHA WK MTOBTAPSIIIA Ce
€KCITO3HIIHSL.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ipenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He uzmon3BaiiTe mpe/iu 1a CTe MPOYEd U pa3dpaliit BCHUKH TPEINa3Hi MEPKH 32
0€30MMacHOCT.
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P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iH.
P264 - Jla ce u3amue pbLeTe 10 JIAKTUTE U JIMIETO CTApATENIHO clie]] yrnoTpeda.
P270 - [la e ce siae, mue WM MyIId Opy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIa3Hy OYiIa/Ipeana3Ha Macka
3a JTHLe/IPeINa3Hu CPeCTBA 3a 3alIUTa Ha CITyXa.
P314 - IIpu Hepa3oNI0KeHNE MOTHPCETE MEAULIMHCKH CHBET/TIOMOIII.
P405 - [la ce cpxpaHsiBa 1o KIro4.
P501 - CbappxkaHHETO/ChIBT 1A CC M3XBBPIIH B IYHKT 33 ChOMPAHE HA OMACHU MU CIICHUATHI
OTMaabLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH /WA MEKIYHAPOIHI
pasnopenou.
ETukeTHpaHe B CbOTBETCTBHE C: H3KITIOUCHHSI 32 BBTPELIHH OIaKOBKH, KOTaTo ChAbPKAHUETO He mpeBuniaBa 10 ml
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCcTH

Hsma HanuyHa AONBIHUTEIHA I/IH(i)OpMaLII/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecTBa

Bwu Ha BeriecTBOTO : MHOrochcTaBHO
HaumenoBanue HNnenTuduxarop Ha % Kaacuduxauus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Dihydroergotoxine mesilate - <100 Repr. 2, H361
STOT RE 1, H372

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOL

ITbpBa MOMOLLL IPH BAHIIBAHE : Jla ce 0CTaBH NOCTPAJANKs HA YHCT Bh3YX. OCUIypeTe CBEkK BB3yX HA 3aCECTHATOTO JIHIIE.

ITbpBa MOMOLIL PH KOHTAKT € KOXKaTa : Ja ce OTCTpaHM MaKCHUMAaJIHO Ype3 H30bpcBaHe (C 4ICTa M MeKa IMONHBaNia kspra). a ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH JAETEPreHT.

ITbpBa MOMOIIL TP KOHTAKT € OYHTE . 3miaknere ¢ BoJa, KaTO IBbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLLL IIPH MOTITbIIAHE : Mznnaksere ycrara. CrienyaaHo Jekapcko HaGmoneHne. Moxke 1a Gbie npernopbyaHo

TIPOABIDKUTEIIHO METUITUHCKO Ha6J'IIOI[eHI/Ie.

4.2. Hali-chbIecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumnromu/epexTu . Hapymienus na HepBHara cuctema. HapyiieHus Ha Bb3IPOU3BOUTENIHATA CHCTEMA U I'bpJara.
Hapyuienus Ha KoxaTa ¥ MOAKOXXHATA ThKaH. Bh3MOXKHHU ca 3aKbCHENN e()EKTH.

Cumnromu/eeKT ciel] BAUIIBaHE . Hemocrarb4Hu 1aHHH.

Cumnromu/eeKTH ciiell KOHTAKT C KoyKara . Hemocrarb4Hu TaHHH.

Cumnromu/e(eKTu ciel KOHTaKT C OYUTE . HemocraTh4Hu TaHHH.

Cumnromu/eheKTy ciel] MOrIbIIaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aB00OJIHE, TaZieHe U 3ary0a Ha KOOpJHHALIHUSI.

4.3. Yka3anue 3a He00X0JHMMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIUHCKH IPUAKHU H CIIELHATHO JieYeHue

IMoTspceTe MeIUITMHCKU CHBET/IIOMOII. [1pH BE3MOXKHOCT Jia Ce IIOKaKe HACTOSIINS JIHCT, 2 aKO HEe € Ha Pa3IOI0KeHHE, Ja ce MOKaXe ONaKOBKATA HIIU €TUKETA.
Axrtusarop. @apMaleBTUUEH IPOTYKT.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToaxoasiuu TIOKapOTaCUTCIIHA CPEACTBA : Opesiyio 3a 3aracsiHe Ha OTbHS.

OnacHocT OT noxap : Bwx maparpad 2.2.

HHCprKHP[PI 3a racCHe Ha I1oXKapu : )_Ia C€ U3no0J13BaT CPEeACTBA, IIOAXOAAIINHU 3a raCEHE Ha I10KapHu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

06 Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ Npoxykra. He BanmBaiite
Ipax/ITyIeK/ra3/ M/ U3IapeH s /aepo30IIH.

6.1.1. 3a mepcoHaJ, KOWTO He 0TTrOBAPS 32 CNCIIHN CIy4Yan

ABapPIﬁHH ITaHOBE N I[a C€ HOCH MMOAXOJAIIO MPEANa3sHO 06J'leKJIO, PBKABULH U 3AIIUTHU CPEACTBA 34 OYMUTEC UJIH JIULECTO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CHEUIHH CJIy4Yan

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHOpMALHS

Mertomu 3a MOYHUCTBAHE : VY6enere ce, 4e OTHAABIATE Ca CHOPAHHU U CE ChXPAHABAT HAa CUTYPHO MsicTo. [louncrere

crapatenHo. Jla ce n3Mue HeChOMpaeMust OCTaThK C : Pa3TBOp OT HATPHUEB XUIIOXJIOPUT.

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

O0padoTka u ¢

JIOIBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTKa . Ha norpeGurenst 1a ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO Ha
MPOJYKTA 3a APYTH LIEIH, PA3JIMYHHU OT T€3H, 38 KOMTO € IPeIHA3HAYCH.

Tpeanasuu mepku 3a 6e3onacHa padboTa : C marepuana TpsabBa 1a ce pabotu BHUMATENHO. [[a ce u30srBa npekust KOHTaKT ¢ npoaykra. C
Marepuaia TpsabBa Ja ce paboTH Mo JabopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEpKU . Jla ce paboTH B ChOTBETCTBUE C M3MCKBAHHUATA HA 0OpaTa MPOMUIIIICHA XUTHEHA | MIPOLIEyPHTE 32
6E30I1acHOCT.

TexHuuecku MEpKH : Ila C€ crasBaT NPUIOKUMUTE pa3nope;[6n.
VYcnosus 3a CbXpaHsBaHE : Ila C€ ChXpaHsaBa NOJ KJIHY.

Bumx maparpag 1.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 8:

8.1. [IapameTpn Ha KOHTPO.JI
8.1.1 HanmoHaJIHH rPAHUYHU CTOHHOCTH HA MPO(ECHOHAIHA eKCIO3ULUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hanmuuna JOITbJIHUTCIIHA I/IH(bOpMaLII/I}I

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEIM HA Bb3/1yXa

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

8.1.5. Pery.impane upe3 o6xsatu (control banding)

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

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOI:
Jla ce cpxpaHsiBa B 100pe MPOBETPUBO MOMeEIIeHHE. J]a ce H3MoN3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ nHTerpupan Guitep. BucokoedekrnBen Gpuarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIM4HM npenasHu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu oumna. DIN EN 166

8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3ammTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekito. DIN EN 13034

3ammTa Ha pbueTe:
XuMHUYECKH yCTONUMBH Npena3Hu pbkasuiy. ISO 374-1
8.2.2.3. BammTa Ha IUXaTEJHUTE NHTHIIA

3amuTa Ha AMXATEJIHATE TbTHINA:
OtaensHe Ha npax: npotuBonpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen npoxykt : AHTHaepo3onHa Macka. Hocere nuxareneH anapar, ako cTe
U3JI0’KECHU Ha Mapu/IpaxoBe/aepo30IIH

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

8.2.3. KoHTpOJI HAa eKCIIO3HLHUATA B OKOJIHATA Cpea

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XHMHYHHU CBOICTBA

ArperaTtHo ChCTOSHHE : TBBpIO BemecTBO
st . He e HannuHO
BrbHieH Bug : IIpax.

Mupuc : He e npunoxumo.
I'pannuara Ha Mupuca : He e manuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEHE : He e nannuno
3ananmumocT : He e nanmmuno
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

I'panuim Ha eKCILIO3UBHOCT : He e npunoxumo
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno
pH : He e HamuyHO
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma:>1g/l
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno
Kow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe Ha GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepuUCTHKH 32 0€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuieH Ipu HOPMAaTHH YCIIOBHSL.

Hsawma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLIPISI

Hsima Hanu4HA TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha TOMbIHUTENHA HHOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Pazgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACJIA OIIaCHU U3NapCHUA.

PA3JIEJI 11: Toxkcukojoruuia nHgopmanus

Ocrpa TOKCHYHOCT (OpasHa) : He ce xnacu¢uimpa (HeyOenurennu naHuum)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacu¢uimpa (JIuncsaum fanun)
Octpa TOKCHYHOCT (BMILIBAHE) : He ce xnacu¢umpa (JIluncsaum fanun)
KoposuBHoCT/ipa3sHeHe Ha Koxara : He ce xnacu¢ummpa (JIuncsamnm fanHn)
CepHO3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUUTe : He ce xnacudunupa (JIuncsamy naHHm)
Cencubunusanys Ha IUXaTeIHATE IBTUINA WK Koxkata  : He ce knacudunupa (Jluncsamy qaHHN)
MyTareHHOCT Ha 3apOJUIIHUTE KICTKN . He ce xnacuduuupa (Heybenurentn nanHn)
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Kanneporensoct : He ce xnacuduuupa (JIuncpanum gaHH)
TOKCHYHOCT 32 PEIPOAYKIHATA : Ilpenmosara ce, ye yBpe)kaa OIIOANUTEIHATA CIIOCOOHOCT MM IUIOAA.
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xnacudummpa (JIuncsamnm fanHn)

OpraHu) — €JHOKPATHA EKCIIO3HIIUS

CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEIeHU : IlprumHsBa yBpe)xaaHe Ha OpraHUTE IOCPEICTBOM IIPOBIDKUTEINIHA WM IIOBTApSIIa CC eKCIIO3HIIHS.
OpraHu) — MOBTAPSIILA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIIBAaHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE HA JaHHH)

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIHS

PA3JIEJI 12: Exosiornyna nH(popmManust

Exosorust - 06110 : Onachu oTnanbly. Jla ce U3Mon3yBaT NOAXOAAIM KOHTCHHEPH 3a OTIAJHHUTE MPOLYKTH.
OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : He ce xiacuduuupa (JIuncpanum gaHH)
OnacHo 3a BOJHATA CpeJia, ABIrOCPOUHA (XPOHHYHA) : He ce xmacuduuupa (JIuncpanm qaHH)

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IHﬂ

Hswma Hamuyaaa JOIBJIHUTCITHA I/IH(i)OpMaLIPISI

Hsima Hanu4Ha TOMBIHUTENHA HHOpMAIHS

Hsma HanmuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

13: O6e3Bpexaane HA OTHAXbLIHUTE

MecTHO 3aKOHOIATEICTBO (OTl'IaI[’LI.II/I) N I[a C€ U3XBBPJIU 110 6e30MmaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATTHU pa3nope;[6n.

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCIIOPT

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucska Ha OOH nnn naenTudukanuoneH Homep

He e npunoxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa Nno cnucbka Ha OOH

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

14.3. Kiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 3a 0KOJIHATA cpeAa

He e npunoxxumo He e npunoxumo | He e npunoxumo

Hsima torrbJiHUTEIHA HAJTMYHA HH(bOpMaLIHﬂ

14.6. CnenpaiHu NpeANa3sHH MepPKHU 32 NOTPeOUTeINTe

CyxonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHAapo/iHATa MOPCKA OPraHu3aIus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenuduyHu 32 BelieCTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC
REACH Ipuaoxenne XVII (YcaoBus 3a orpaHnyaBaHe)
He ¢urypupa B [lpunoxenne XVII ra REACH

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He ¢urypupa B IIpunoxenne XIV na REACH (Crmcbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-semecrsa (SVHC)

He ¢urypupa B cnncvka Ha REACH ¢ kananaar-BenecTsa

Pernament PIC (EC 649/2012, IIpexBapuTe1HO 060CHOBAHO ChIJiacue)

Henpunoxumo.

Pernament ornocuo YO3 (EC 2019/1021, YcToiiunBH OPranMyHu 3aMbPCHTEIH)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaT 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnuchbKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBus cioii (Permament EO 1005/2009)
PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEILECTBA)

Per;iaMeHT 0THOCHO MpeKypcOpHTe Ha HAapKOTHYHM 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 T1a3apa Ha ONpe/IeTIeHH BEIIECTBA, M3MO0NI3BaHM 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHH BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH
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Codergocrine mesilate

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuaukanus 3a MPOMEHHU

Paznen IIpomeHeH eneMeHT IIpomsina Komenrapn
IMprunna 3a sunca Ha KIacUHKAIUSL JlobaBeno
TIpuunna 3a nunca Ha KIacuUKALUs Jo6aseno
3amMeHs BepcusTa OT Jlo6aBeno
Jlara Ha penakuusTa Jlo6aBeHo
2.1 Krnacugukanus B ceorBerctre ¢ Pernament (EO) | IIpomeneno
Ne 1272/2008 [CLP]
2.2 TTukrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneHo
11.1 IpuurHa 3a urnca Ha KiIacupHUKaLUs Jlo6aBeno
11.1 IprurHa 3a Junca Ha KiIacu(pHUKanus JlobaBeHo
11.1 IMprunHa 3a nurica Ha KIIacHpUKaIms Jlo6aBeHO
11.1 IMprunna 3a sunca Ha KIacuHKAIUST JlobaBeHo
11.1 IMprunna 3a unca Ha KIacHHUKAIUST JlobaBeHo
11.1 IpuurHa 3a unca Ha KiIacu(pHUKALUs Jlo6aseno
11.1 IpuurHa 3a Junca Ha KiIacupHUKaus JloGaBeHo
11.1 IpyurHa 3a Junca Ha KiIacupHKaLus JlobaBeno
11.1 TIpuunHa 3a naumnca Ha Kiacu(UKALUs Jlob6aBeHo
11.1 IMprunna 3a junca Ha KIacH(HKAIUSL JlobaBeno

II'bnen Texker na H- u EUH-npegynpeskaenusiTa 3a oacHocT:

H361 [pennosara ce, 4ye yBpex/aa OIUIOAUTEIHATA CIIOCOOHOCT I IUIOAA.

H372 IpuunHsBa yBpexaaHe HA OPraHUTE MOCPEJCTBOM NPOJBIKUTETHA MIIU OBTAPSIIIA CE EKCITO3HIIHS.
Repr. 2 TokcuanocT 3a penpoxykiusra, Kareropus 2

STOTRE 1 Creruuyaa TOKCHIHOCT 32 OIpeIelIeHH OpTaHy — IIOBTapsIa ce excrosuius, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaIoneH J1cT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a
HajekK/HU. BhIpeku ToBa, HHpOpMaImsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIis, H3pUYHA WK 0pa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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