COUNCIL OF EUROPE

3 3
Pimozide
Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 10/02/2025 3amens Bepcusra ot: 03/04/2023 Bepcewus: 2.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO : Pimozide
XUMHUYECKO HAMMEHOBaHUE . Pimozide
EO Ne : 218-171-7
CAS Ne . 2062-78-4
Kopx Ha nponykra : 201600721

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

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

sds@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue Ha ONACHOC

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 32 penpoxaykuusra, Kareropus 2 H361
CrerupuaHa TOKCHIHOCT 32 OIPEJIeTICHN OPraHy — eHOKpaTHA H336

excriosunus, Kareropus 3, HapkoTnaau edextn
3a meiaHus Teket Ha H- n EUH-npenynpeskieHusTa 3a OHacHOCT: BXK. pa3jen 16

He0naronpuaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen npu nornsimane. [Ipenmnomnara ce, ue yBpekaa OIUIOANTEIHATA CIIOCOOHOCT MK TUT0Aa. MOXe [a IPEAN3BHKA CHHIMBOCT HIIH CBETOBBPTEXK.

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : Bummanue

10/02/2025 ([lata Ha penakiusTa) BG (6barapckn) 1/9


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

Pimozide

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

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H336 - Moxe 1a mpein3BUKa ChbHIMBOCT HJIH CBETOBBPTEK.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P261 - U36sreaiite BOMIIBaHe Ha Mpax/MyIIeK/ra3/IuM/U3MapeHs/aepo30IH.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIULETO CTAPATEIHO ClIe/ ynoTpeba.
P270 - la He ce sae, nue Wiy My npy ynorpeba Ha IpoayKTa.
P271 - la ce u3noi3Ba caMo Ha OTKPUTO WJIM Ha 0OpE MPOBETPUBO MSICTO.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 32 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOI'JIBIIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P304+P340 - [TPU BJAMIIBAHE: M3Benere aMLETO Ha YUCT Bb3YX U I'O IOCTABETE B IO3MIIHA,
yJIeCHsBAIIA AULIAHETO.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIIMHCKH ChBET/ITOMOLI.
P312 - I1pu Hepasznonoxenue ce odazere B IEHTHP [1O TOKCUKOJIOT' YIS unu Ha nexap.
P330 - M3nnakuere ycrara.
P403+P233 - Jla ce cpxpansiBa Ha 100pe TpoBeTPHBO MsACTO. CHABT Aa Ce ChXPAHsABA ILTBTHO
3aTBOPCH.
P405 - Ta ce chxpaHsiBa 1oJ KIJIH04.
P501 - CpapprkaHueTo/chabT Aa ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEX/IyHapOIHU
pasnopenou.

Ertukernpane B choTBeTCTBHUE C: M3KIIIOUCHHMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAHUETO He npeBumiasa 10 ml.

IMuxrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoCcTH

Jlpyra nadopmarys : AKTHBHO BemecTBo (BB (hapManeBTHIHH NPpoxyKTH) (IIcnxoTpomnHo BemecTso).
Brymanye - BemecTBo, KOETO BCE OIIE He € M3IMUTaHO HAIIBIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Pimozide CAS Ne: 2062-78-4 <100 Acute Tox. 4 (opanna), H302 (ATE=300
EO Ne: 218-171-7 mg/kg TenxecHo Terio)
Repr. 2, H361
STOT SE 3, H336

3a nmbanud TexceT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. paszjen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IIbPBa MOMOL

H’BpBa mmoMo1g - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIH aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TIOMO1II.
H’BpBa TIOMOII IpXU BAUIIBAHE . HW3Benere nuiiero Ha 9uCcT BB3AYX U I'O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. I[a C€ oCTaBH

TIoCTpagaIns a1a CU NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIHUHCKHA C'bBeT/l'IOMOI]_L
H’pra TIOMOII TP KOHTAKT C KOXKaTa : I[a C€ CBaJI 3aMBPCEHOTO 00JIEKIIO U M3JIOKCHUST YJacCThK OT KOXKaTa J1a C€ U3MHUE C MEK CallyH U
BOJa, KaTo CJICIa TOBAa CE€ U3IINIaKHE C TOILIA BOOA.
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Pimozide

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

IIspBa momony Ipyu KOHTAaKT C OUUTE : H3mnakHere ¢ Boza, KaTo JbPKUTE OUHUTE MIMPOKO 0TBOpeHH. [ToThpceTe MeqUIIMHCKA TOMOLI, aKO
60JIKaTa, MUTAHETO WIIHM 3a4EPBSIBAHETO MPOABIIKAT.

IIspBa momony npy MOrIbIIAHE : H3znnaksere ycrarta ¢ Boga (caMo ako MOCTpaJaluAT € B ch3HaHue). Huxora He gaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere 8 LIEHTBP I[10 TOKCUKOJIOI USl/Ha
JeKap.

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Toxxoasmy noxaporacHTENHN CPEACTBA : Jla ce m3mon3Bat cpeJcTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKapH B ChCEJCTBO. Bhrieponen auokcus.
Bonen cnpeii. Cyx mpax. Ojnesiio 3a 3aracsiHe Ha OT'bHSI.
Henoxxosmu mmoxkaporacuTelTHi CpeicTBa : Jla He ce n3mon3Ba CHIIHA BOJHA CTPYSI.

OnacHM IPOYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TopeHe 0cBOOO0K/1aBa ONACceH BHITIEPOICH OKIHC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU

Ta30Be. Bh3MOXHO € OTIeIISTHETO Ha TOKCUYHH H3TMIapeHUs.

MHcTpykunuy 3a raceHe Ha Moxapu : Jla He ce [0ommycKa H3mon3BaHaTa B GopbaTa ¢ mojkapa Bo/a Jia 3aMbpPCH OKOJIHATA Cpe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3NyCKaHe

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapuitHH TITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JIMAaTa, OTTOBOPHH 32 CICIUHM CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIUTHO 000pyABaHe. 3a MoBede HHpOpMaALHs,
BIDKTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTBa’.

I[a ce u3bsrea H3IyCKaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUsATa U B OGH.ICCTBeHI/ITe BOIH.

3a 3agbprKane : IlonmiiTe ¢ HHEPTEH MaTEpHA U MOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpekJaHe Ha OTHAABLIH.
Mero/u 3a MoYKCTBaHE : IlouncTeTe 3aMbpceHUTE TOBBPXHOCTH OOMIHO C Bojia. [104YnCTBaHE ¢ OMILTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nH(bOpMarys 3a 06e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: PaGoTa U cbXpaHeHHe

HOH’BJ’IHHTGJ’IHI/I OITaCHOCTH II0 BpEME Ha pa60Ta : I{a HE C¢€ usjarar 6peMCHHP[TC KCHH WM KbpMAYKHUTE.
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Pimozide

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

Ipennasuu Mepku 3a 6e3omacHa paboTa . /Jla ce u30srBa BCsIKAaKBa M3NHUINHA ekcrio3uus. [la ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUTueHHH MEPKH . Jla He ce sz1e, nMe WK TyIIH OpH yrotTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCceHO paboTHO

00J1eKI10 N3BBH pabOTHOTO NomenieHue. [la ce U3MUAT phLETe NpeIu MOYUBKUTE U CIIE]T
MPUKIIIOYBaHE Ha padorara.

7.2. YcnoBus 3a 6€30MacCHO ChbXpPaHsBaHe, BKJIKYHTEIHO HECHbBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a CE ChXpaHsiBa IUIBTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepHAIH : Jla ce chXpaHsiBa B OPHTMHATHUTE KOHTCHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [ITapameTpun Ha KOHTPO.JI

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

8.2. KoHTpo.1 Ha eKCo3HIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po mpoBeTpsiBaHe Ha paboTHOTO MsICTO. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka M BEHTUIALHS Ha 00LIOTO
nomerienue. C Matepuana TpsOBa a ce paboTH 1101 1abopaTopHa KaMHHa, TOKOJIKOTO TOBA € Bh3MOXHO.

JInuHu npeanasHu cpeacrsa

3amuTa Ha OYMTE U JIMIETO

3ammTa HA OYHTe:

Jla ce HocsiT peanazHu ounia. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3ammuTa Ha KoXkKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMAMLIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopsa npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXONAIM PhKaBUILM. XUMHYECKH YCTOHUMBH pena3Hu ppraBuiy. (EN 374)

Sall(uTa Ha [UXaTeJIHUTE MbTHIIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHM CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSIHUE : TBBpIO BemecTBo
st : Osu1. mo4TH OsI.
BroHIIEH BUI . Ilpax.
MornekyiHa Maca 1 461.55 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca . He e mannuno
Touka Ha ToneHe 1 214-218°C
Touka Ha 3aMpB3BaHE . He e HannuHo
Touka Ha KuneHe : He e nanuuno
3amanuMocT : He e manuuno
JlonmHa rpaHHIla Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIII03UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
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Pimozide

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

Temmneparypa Ha pa3naraHe : He e Hanuuno
pH : He e nanuuno
pH pastBop : He e HamuunO
Buckosurer, KuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: <0.1 g/ml
Koeduient na pasmnpeznenenue: n-okranon/soga (Log @ He e nammdno
Kow)

Hansirane na nmapute : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma HanuyHa 1onBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

KCHKOJIOIrM4YHa HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpajiHa) . BpegeH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Pimozide (2062-78-4)

LD50 opanto mrbx 1100 mg/kg (RTECS Ne DE1750000)
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat ganHm)
CepHo3HO yBpeXKAaHe Ha OUHTE/Ipa3HEeHe Ha OUHTe . He ce knacudunupa (JIuncsar naHuu)
CeHcnbMIH3anys Ha JUXaTeIHATE IBTUIIA WK Koxkata  :  He ce kiacuguumpa (JIuncsar 1aHam)
MyTareHHOCT Ha 3apOJUIIHATE KICTKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHH KPHUTEPUUTE 32
KJacuduypane)
Kanueporensoct . He ce xnacuduunpa (Heybeanrenun nanum)
TOKCHYHOCT 32 PeHPOAYKIHsITA : Ilpexanonara ce, 4e yBpex/ia OIUIOUTEIHATA CIIOCOOHOCT WX IIJIOZA.
CTOO (crienuduyHa TOKCHYHOCT 33 OIPEENCHH : Moxe J1a mpein3BrKa ChHIMBOCT MIIM CBETOBBPTEXK.

OpFaHH) — €/IHOKpaTHa €KCIO3uLIUA
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Pimozide

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI : He ce xnacudunupa (Heybenurentu nanHn)
OpraHi) — IOBTapsIIa CE EKCIO3ULHS

OnacHOCT NpH BIMIIBaHE . He ce knacuduupa (JIuncear gaHHm)

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 12: Exosioruuna uagopmanus

OmacHo 3a BoJHaTa cpejia, KpaTKocpouHa (0cTpa) . He ce xnacu¢uupa (JIunceat nanam)
OmacHo 3a BoJHAaTa cpejia, JBIroCpoYHa (XpOHHYHA) : He ce xnacu¢umpa (JIuncsat nanau)

Pimozide (2062-78-4)

YCToiYMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsma HanwyHa KOMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOPMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHHAAbIUTE

Hsma HanuvHA TOMBIHUTETHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHUKALHOHEH HOMEP

He e mpunoxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha omacHOCT NPH TPAHCHOPTHPAHE

He e npunoxumo He e npunoxumo He e npunoxumo
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Pimozide

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He e npunoxumo

TpaucnopT no mope
He e npunoxumo

Bb3ayumien Tpancnoprt
He e npunoxumo

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CiepmynH 32 BEIECTBOTO HJIM CMECTa HOPMATHBHA YPei0a/3aK0H0AATEJICTBO OTHOCHO §€301aCHOCTTA, 3PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BelecTBa, KOUTO HapyuiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 32 M3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/aHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHcdepa,

Opokepckara IEfHOCT M TpaH3UTa Ha U3JIEIHs U TEXHOIOTHH C JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)
He cpappixa BemmecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJCTBOTO M ITYCKAHETO

Ha mma3apa Ha OIpeACIC€HU BEIIECTBA, U3IIOJI3BAHHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU UIIU TICUXOTPOITHN BeHIeCTBa)

15.2. Onenka Ha 0€30NMACHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hann4Ha IOMBIHUTENHA HHOPMAIUST
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Pimozide

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

PA3JIEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn
Pasznen IIpomenen eemMeHT KomenTtapu
JlaTa Ha pepaxmuATa JlobaBeno
3ameHs BepcHATa OT Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.2 Orpannuenys 3a ynorpeda IIpomeneno
1.2 Vrnorpeba Ha BelecTBOTO/CMECTa ITpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba ITIpemaxuato
2.1 Heb6naronpusitaun QU3HKOXUMUYHY e(DEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APABETO HA JOBEKA U
OKOJIHATa cpejia
2.1 Knacudukarus B cborBercTBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
2.2 Ipenynpexnenust 3a onacxoct (CLP) IIpomeneno
2.3 Jlpyra nudopmarys Jlo6aBeno
4.1 IIppBa nomo1 npu BAUIIBAHE Jlo6aBeno
4.1 II'ppBa nomou - 001K MEpPKH Jlo6aBeHo
4.1 IIppBa nomoll npu NOrITbIAHE JobaBeHo
4.1 [IppBa HOMOIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomouy Ipy KOHTAKT C OYHTE ITpomeneno
5.1 Henoaxo sy mmoxkaporacuTelIH| CPe/ICTBa JlobaBeno
5.1 Iloaxoasmu noxkaporacUTeIHA CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha paslajiaHe B ciIyyaid Ha JobaBeHo
moXap
5.2 OnacHoCT OT moXxap IIpemaxnarto
53 3amuTa Npy raceHe Ha rnoxap JobaBeHo
53 WHCTpyKIMHM 32 TaceHe Ha I0Kapu ITpomeneno
6.1 OO0mu Mepku Jlo6aBeno
6.1 3aIUTHY CpeCcTBa Jlo6aBeno
6.1 ABapuiiHu 11aHOBE IIpomeneno
6.2 IIpeana3Hu Mepky 3a orna3BaHe Ha OKoyIHaTa cpea | JlobaBeHo
6.3 3a 3aabpKaHe JlobaBeHo
6.3 MeTtoxu 3a HOYNCTBaHE Jlo6aBeno
6.4 Tlo3oBaBaHe Ha apyru pazneint (8, 13) JobaBeHo
7.1 JIOI'BIIHUTEITHY ONTACHOCTH TI0 BpeMe Ha paboTa JobaBeHo
7.1 XUTrHeHHH MEPKH JobaBeHo
7.1 [penmna3uu mMepku 3a Ge3omnacHa paboTa JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
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Pimozide

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.2 VYcnoBust 3a chXpaHsBaHe JobaBeHo
7.3 Creru$uyna KpaifHu yIoTpeOn IIpemaxnaro
8.2 3amura Ha JUXaTeTHUTE IIBTUIA Jlo6aBeHo
8.2 3alura Ha OYUTE Jlo6aBeno
8.2 3amura Ha pbleTe IIpomeneno
8.2 TToaxosii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amurTa Ha KoXkaTa U TSIOTO IIpomeneno
9 Touka Ha TorneHe JobaBeHo

9 MornekyiaHa Maca JobaBeHo

9 IBsar Jlo6aBeno
10.1 Peakmonna crnocoGHOCT IIpemaxunaro
10.3 BB3MOXKHOCT 32 OIIACHH PEAKLMU IIpemaxnato
10.5 HecbBMecTuMu MaTepuanu IIpemaxuato
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuarto
11.1 LDS50 opanHo mabx IIpomeneno
12.1 Exonorus - 0010 IIpemaxnarto

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcuuHoCT (opanHa), Kareropus 4

H302 Bpenen npu nornsiaxe.

H336 Moske 1a peAn3BUKa ChbHIMBOCT MM CBETOBBPTEXK.

H361 [penmosara ce, 4ye yBpex/aa OIUIOAUTEIHATA CIIOCOOHOCT MU TUIOZA.

Repr. 2 ToxcuunocT 3a penpoaykuusTa, Kareropus 2

STOT SE 3 Crernuuyaa TOKCHIHOCT 32 OIpeJIe]IeHH OpTraHy — €JHOKpaTHa excro3uius, Kareropus 3, HapkoTHIHH eheKTH

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MHGOpMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a

HaOCK/THHU. B’I)HpeKI/I TOBAa, I/IH(i)OpMaI_II/I}ITa C€ IpeaoCTaBs 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,t[pa3614pau1a C€, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusita Ui

MECTOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6a NI 0683Bpe)K,E[aHe Ha MPpOAYKTa Ca U3BBH HAIIMs KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. HO}’)HZ{I/I
Tasu U ApYyTHU IMIPUYNHHA, HUC HE ITIOEMAME OTTOBOPHOCT U U3PHUIHO CE OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary61/1, HIETHU WU pa3Xoau, IPOU3TUYAIIU OT WU CBBP3aHU

10 HAKaKbB HAYUH C pa60TaTa, CbXpPaHCHUETO, yHOTpC6aTa J5n10%1 0663Bp€)K£[aHeTO Ha IpoayKTa. To3u I/IH(i)OpMaLII/IOHCH JIUCT 32 6€301aCHOCT € U3TOTBEH U Tp?{6Ba

Ja Cce U3I0JI3Ba CaMoO 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYT'd NPOAYKTH, HAITUIHATA I/IHq)OpMaI_II/I}I Ou MorIia Jla CC OKaxe
HETIPUIOKUMA. Tasu I/IHC])OpMaI_II/UI C€ OCHOBaBa HAa HAIIUTE TEKYIIH IIO3HAHUS U € IPEITHA3HAYUCHA J1a 1a/I€ ONMCAaHNUE Ha MIPOAYKTa CaMO 3a LCJIUTE Ha
3ApaBEOoMa3sBaHEeTO, 06e3011aCHOCTTa M OKOJIHATA cpena. Hopa}m TOBa, T4 HE Tpﬂ6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha MIpOAYKTa.
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