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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 : Dihydroergocristine mesilate
XHUMHYECKO HANMEHOBAHHUE : Dihydroergocristine mesilate
Kon na npoxykra : 201600292

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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France

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

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

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

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

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo

4.1. OnucaHue Ha MepPKHUTe 32 IbPBA MOMOLY

[TepBa OMOLL IPH BAWIIBAHE : Jla ce ocraBu mocTpagaius Ha YKCT Bh3ayX. OCHrypeTe CBEX Bb3/IyX Ha 3aCErHATOTO JIMIIE.

[TepBa MOMOLI IPK KOHTAKT C KOXKara : Jla ce oTcTpaHu MakCHMaiHO upe3 H30bpCBaHe (C YyncTa 1 MeKa MoluBaiia Kepra). M3muiite 06miHO
cBOAa/....

ITepBa MOMOLI P KOHTAKT C OYUTE : Usmmaksere ¢ BoJa, Kato AbPKUTE OYUTE IIHPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmnakuere ycrara. CrierpaiHo jekapcko Habiroaenue. Moske 1a Gbjie pernopbiyaHo

TIPOABIDKUTEIIHO METUITUHCKO Ha6J'IIOI[eHHe.

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

Cumnromu/epexTn . Hapymienus Ha HepBHara cuctema. HapyiieHus Ha Bb3IPOU3BOUTEIIHATA CHCTEMA U I'bpJara.
HapyuieHus Ha KoxaTa ¥ MOAKOXXHATA ThKaH. Bh3MOXKHHU ca 3aKbCHENN e()EKTH.

Cumnromu/eeKT ciel] BAUIIBaHe . Hemocrarb4Hu TaHHH.

Cumnromu/eeKTH ciell KOHTaKT C KoyKara . Hemocrarb4Hu JaHHH.

Cumnromu/eeKT ciell KOHTAKT C OYUTE . HemocraTb4Hu TaHHH.

Cumnromu/eheKT ciel] MOrIbIIaHe : CumnroMure Morar Jia ObJaT 3aMaiiBaHus, I1aBo0OJIHE, TaZieHe U 3ary0a Ha KOOpJHHALIHUSI.

4.3. Yka3anue 3a He00X0JHMMOCTTA OT BCIKAKBY HEOT/I0KHH MEAMIUHCKH IPUAKHU H CIIELHATHO JieYeHue

IMoTspceTe MeUITMHCKU CHBET/IIOMOII. [IpH BE3MOXKHOCT Jia Ce TTOKa)Ke HACTOSIINS JIICT, 4 aKO HE € Ha Pa3IOI0KeHHE, Ja ce MOKaXe ONaKOBKATA MU €THKETA.
Axrtusarop. ®apManeBTUUEH IPOTYKT.
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Dihydroergocristine mesilate

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

MeTo/u 3a HOYHCTBAHE : V6enere ce, 4e OTMAIBLUUTE Ca CHOPaHH U ce ChbXPAHsABAT HA 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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Dihydroergocristine mesilate

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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Dihydroergocristine mesilate

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: 1-10g/1
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

Octpa TOKCHYHOCT (OpasiHa) . He ce knacuduuupa (B3 0cHOBa Ha HANTMYHUTE JaHHU HE CA H3IIBIHEHH KPUTSPHHUTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacu¢umpa (JIluncsaum fanun)

OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce xnacu¢uimpa (JIuncsaum 1anHnm)

Dihydroergocristine mesilate

LD50 opanHo mbx 2643 mg/kg RTECS Ne: KE7600000

15/06/2023 ([lata Ha penakiusTa) BG (6barapckn) 5/8



Dihydroergocristine mesilate

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

KoposusHoct/apa3HeHe Ha KoxaTa : He ce xnacuduuupa (JIuncpanum gaHH)

Cepro3HO yBpesk/jaHe Ha OUMTE/IpasHEHEe Ha OUUTe : He ce xnacuduimpa (JIunceamy gaHHN)

CeHcnbmM3anys Ha UXaTeJHUTE MTUINA WK Koxata  : He ce kimacuduuupa (JIuncpanm nanan)

MyTareHHOCT Ha 3apOJUIIHUTE KIETKA . He ce kacudumupa (Bb3 ocHOBa Ha HAJMYHWUTE JAHHH HE Ca W3IIBIHEHA KPUTEPUHTE 3a

KIacu(pHIIpaHe)

Kanneporennoct : He ce xnacudunupa (Jluncsamy naHHm)

TOKCHYHOCT 3a PEHPOAYKIHATA : Ilpexnonara ce, 4e yBpesk/ia OIUIOAUTEIHATA CIIOCOOHOCT MIIM TUIOAA.

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHU : He ce xnacu¢ummpa (JIluncsaum 1anunm)

opra}m) — €IHOKpaTHa €KCNO3uIUA
CTOO (CHCHI/Iq)PI‘IHa TOKCHUYHOCT 3a OIIPEACIICHN N HpP[‘II/IHSIBa YBpEXKAAaHE HA OPTAHUTE IMMOCPEACTBOM IIPOABIDKUTEIIHA UIIH ITIOBTApsIIa C€ €KCIIO3UIUS.
OpFaHH) — IOBTapsIa c€ €KCIo3unus

OmnacHOCT IIpH BAUIIIBaHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE Ha JaHHH)

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

OrMYHa m{([)opMamm

Exomorus - 00110 : Onachu otnaabuy. Jla ce n3non3yBat MoAXOSIIM KOHTEHHEPH 3a OTIAAHUTE IPOILYKTH.
OmacHo 3a BogHaTa cpefia, KpaTKOCPOUuHa (0CTpa) . He ce xnacudunupa (Jlumncsamy gaHH")
OmnacHo 3a BogHaTa cpefia, IbITOCPOUYHA (XPOHUYHA) . He ce xnacudunupa (Jlumncpamy gaHH)

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma manmmyaa JOIIBJIHUTECITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma HanmuvHa TOTBIHUTETHA HHOOPMAIIUS

AaHE HA OTHHAABIUTE

MecTHO 3aKOHOIATENICTBO (OTNAIBIIN) . Jla ce u3xBbpiu mo Ge30maceH HaYMH B ChOTBETCTBHE C MECTHUTE / HAIIMOHAIHH Pa3mopeadu.

PA3JIEJI 14: Undopmanust oT

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu upeHTHPUKAIMOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeja

He e mpunoxumo He e mpunoxumo | He e nmpunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt mo Mope
He e npunoxumo

Bb3ayuied Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe0a/3aK0H0IATE/ICTBO OTHOCHO G€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH IIpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He durypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH Cnucbk ¢ kanauaat-seuectsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BelecTBa, KOMTO HapyaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopHuTe Ha B3puBHH BeectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHHU BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha ma3apa u ynorpebarta Ha

IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe HAa HapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BewecTBo(a), BKIIIOYeHO(H) B ciucbka ¢ IIpexypcopu Ha HapkoTnunuTe Bemectsa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha OIpEJIeIeHH BEIECTBA, U3IM0JI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIECTBA)
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Dihydroergocristine mesilate

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

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JIOITBJIHUTEITHA I/IH(bOpMaI.IPIﬂ

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BeIIECTBO MJIM CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/IH(bOpMaI_II/IH

PA3IEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn

Paznen IIpomeHeH eneMeHT Ipomsina Komenrapu
3aMeHs BepcusTa OT Jlo6aBeHo
Jlata Ha pemakuusita Jlo6aBeHO

1.1 HaumenoBanne IIpomeneno

2.1 Knacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno

Ne 1272/2008 [CLP]

2.2 TIpenopsku 3a 6e3onacHoct (CLP) IIpomeneHo
2.2 IIpenynpexnenus 3a onacHoct (CLP) IIpomeneHo
11.1 IprurHa 3a Junca Ha KiacupHUKanus JlobaBeHo
11.1 LD50 opanHo miex ITpomeneno
12.1 IMprunna 3a Junca Ha KIacuHKAIUS JlobaBeHo

II'bnen Texer na H- u EUH-npegynpeskaeHusiTa 3a oIacHoOCT:

H361 [penmosara ce, 4ye yBpex/1a OIUIOAUTEIHATA CIIOCOOHOCT I TUIOIA.

H372 IpuuKHsBa yBpexaaHe HA OPraHUTE MOCPECTBOM NPOIBIKUTEIHA MIIU OBTaPSIIIA CE EKCIIO3HIHS.
Repr. 2 ToxcuaHOCT 32 penpoyknusTa, Kareropns 2

STOTRE 1 Creru$uyaa TOKCHYHOCT 32 OIpeJielIeHH OpTaHy — IIOBTapsIa ce excrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(GOopMaImoHeH JMCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSTaMe 3a
HaJeXKIHU. Berpeku ToBa, nHpOpMaNuATa ce IpeaocTaBs 6e3 HUKaKBa TapaHIns, H3pUYHA WK MOoApa3duparna ce, OTHOCHO HeHAaTa KOPEKTHOCT
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