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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 : Pimozide impurity D

XHUMHYECKO HANMEHOBAHHUE 1 1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6-tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2-
one

Kon na npoxykra : 202300004

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraHy — €IHOKPaTHa H336

excriosunus, Kareropus 3, HapkoTnaau edextn
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
Bpenen npu normsiane. [pennonara ce, 4e yBpexaa OIIOAUTEIHATA CIIOCOOHOCT WK I10/1a. MosKe J1a IpeIu3BHKa ChHIMBOCT WIIM CBETOBBPTEK.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue

26/03/2025 ([daTa Ha pepakuusra) BG (6barapckn) 1/8


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

Pimozide impurity D

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 uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P261 - U30sireaiite BAMIIBaHE HA Tpax/MyIeK/Ta3/IuM/H3MapeHus/aepo30Iu.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JMIETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P271 - Jla ce u3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
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 BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIeCHsBAIIA AULIAHETO.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unust: I10Tbpcete MeANIMHCKH ChBET/IOMOLI.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.
P330 - M3mnakHere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 0Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa ITBTHO
3aTBOPCH.
P405 - [la ce cpxpaHsiBa 1o KJIr04.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPaHEe Ha OMACHU MU 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 napopmarys : BHHMMaHHe - BEECTBO, KOETO BCE OIIE HE € M3MUTaHO HAITBIIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6- - <100 Acute Tox. 4 (opanna), H302 (ATE=500
tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2- mg/kg)
one Repr. 2, H361
STOT SE 3, H336

3a mbanus TexcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pas3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’BpBa moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WK aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TIOMO1II.
H’BpBa oMo Npyu BAUIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0O TIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. I[a C€ oCTaBH

TIoCTpagaIns 1a CU NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIHUHCKHA C’bBeT/HOMOI]_L
H’BpBa TIOMOII IIPYU KOHTAKT € KOXKaTa : I[a C€ CBaJI 3aMBPCEHOTO 00JIEKIIO U M3JIOKCHUST YJacCThK OT KOXKaTa J1a C€ U3MHUE C MEK CallyH U
BOa, KaTo CJICIa TOBA CE€ U3IINIaKHE C TOILIA BOOA.
H’pra TIOMOII IPU KOHTAKT C OUUTE . Wsmnmakuere ¢ BOJZA, KaTo ABPKUTE OUUTE IIUPOKO OTBOPECHU. HOT’preTe MCIOIUOHWHCKaA ITOMOII], aKO
60mcaTa, MUT'aHETO UM 3a4€PBABAHETO MPOABIIKAT.
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Pimozide impurity D

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

IIspBa momon npy MOrIbIAHE : M3zmnaksere ycrarta ¢ BoAa (caMo ako MOCTpaJaluAT € B ch3HaHHUe). Hukora He qaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere 8 LIEHTBP [10 TOKCUKOJIOI USl/Ha
JeKap.

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : I{a C€ U3M0J3BaT CPEACTBA, IIOAXOAAIINHN 3a raCEHE Ha I10KapHu B CbCEACTBO. B’LFJ'IBPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx nmpax. Ojnesiio 3a 3aracsHe Ha OT'bHS.
Henoaxonsmu moxaporacuTelIH! CpeIcTBa : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSI.

OrnacHu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha I1oxkap . HemwiHOTO TOpeHE 003060)!(,11&]33 OIIace€H BBITICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U APYT'd TOKCUIHHU
Ta30Be. Bp3MOXKHO € OTIe/ISTHETO Ha TOKCUYHH H3napeHus.

MHcTpyKunu 3a raceHe Ha Mokapu : Jla He ce [ommycKa n3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [IbIHa 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBaj

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

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

ABapuiiHH IITaHOBE : Jla ce oTCcTpaHM HEHYKHHUS TIEPCOHAIL.

3a JHUIaTa, OTTOBOPHH 32 CHEIIHH CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeAnpreMa HaMeca 6e3 IMOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBeue HHpOpMaNus,
BiDkTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHHU IPEeAa3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUUsiATa U B O6H.I€CTBeHI/ITe BOIH.

3a 3agbprKane : TlonmiiTe ¢ HHEPTEH MaTEPHA U MIOCTABETE B MOAXO/ISIL KOHTEHHED 3a 00e3BpexkJaHe Ha OTHAABLIH.
Mertou 3a OYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [109YMCTBAaHE ¢ MOMILTA HA IETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: Pa6oTa U Chb>

JIOITBITHUTEITHY ONIACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3naratr GpeMEHHNTE XKEHH HIIN KbPMAuKHTE.
Tpennasun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
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Pimozide impurity D

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

XHUrueHHH MEpKU : Jla He ce sze, Mue WM IMylx Opy ynoTpeba Ha NpoaykTa. Jla He ce H3HaCs 3aMBPCEHO PabOTHO
00JIeKII0 U3BBH PabOTHOTO MoMelieHue. Jla ce U3MUST PBLETE MPEIN HOYUBKUTE U CIEN
MPUKIIIOYBaHE Ha padorara.

7.2. YcoBus 3a 6e30MacHO 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 IPsIKa CTbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . /Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

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

Hsima HanuyHa AOMBIHUTEIHA m—x(bopMamm

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

8.1. [TapameTpun Ha KOHTPO.JI

Hsima HanuyHa AOMBIHUTEIHA P[H(bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCIo3uIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MscTO0. OOMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka  BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaia TpsOBa J1a ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HAa 0YMTE M JUIETO

3amuTa HA OYHTe:

Ja ce HocsT peanazHu ounia. [IpeanasHu ounna cbe crpannyHa 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopua ynorpeba : Jlaboparopua npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOHUMBH pena3Hu ppkasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannuHO
MonekyinHa Maca 1 459.53 g/mol
Mupuc : He e HannuHo
I'pannnara Ha Mupuca : He e mannuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHE : He e Hannuno
Touka Ha KunEHE : He e nanuuno
3amanuMocT : He e manuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmnepatypa Ha camo3anajaBaHe : He e npunoxxumo
Temnepatypa Ha pasznaraHe . He e HanuuHo
pH : He e HannuHO
pH pastBop : He e HannuHo
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Pimozide impurity D

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

Buckosurer, kuHemMaTHIeH : He e npunoxumo
PastBOpuMOCT : He e nanuuno
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamnuHO
Kow)

Hansrane Ha napure : He e Hanuyno
Hansirane na napute npu 50°C : He e Hanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e HanuyHO
OtHOcuTeNHa INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA Hthopmaum

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

Hsama manmnyaa JOIIbJIHUTCIIHA I/IH(‘I)OpMaI.II/[ﬂ

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTETHA HHOOPMAIIUS

PA3JIEJI 11: CHUKOJIOTHYHA MHpopManus

Octpa TOKCHYHOCT (OpajiHa) : Bpenen npu noribLiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uupa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6-tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2-one

LD50 opanHo mrbx > 300 — <2000 mg/kg (mporHO3HA CTOWHOCT)
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat nanHm)
Cepro3HO yBpeK/[aHe Ha OUnTe/IpasHeHe Ha OUnTe . He ce kiacudumupa (JIuncsar qaHHm)
CeHcuOMIM3aIys Ha IUXaTeIHUTE IBTUINA WM Koxkata : He ce xacudunupa (Jluncsar naHam)
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHU KPHUTEPUUTE 32
KJacudupane)
Kanneporennoct : He ce xacuduuupa (Heybenurentn nanHn)
TOKCHYHOCT 33 pelpOIyKLHATA : Ilpexnosnara ce, ye yBpesk/ia OIUIOANTEIHATA CIIOCOOHOCT WIIM TUIO/A.
CTOO (crienupuvHa TOKCHIHOCT 3a OIPEICICHI : Mosxe n1a npeu3BrKa ChHIMBOCT I CBETOBBPTEXK.

OpraHu) — €JHOKpaTHA eKCIIO3ULIHs
CTOO (cnennduyHa TOKCHIHOCT 32 OIPEIEICHI : He ce xnacudunupa (Heybenurennu qaHam)
OpraHH) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAaHE : He ce xnacudunupa (Jluncat nanxm)
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Pimozide impurity D

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

OmacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (octpa) : He ce knacu¢umpa (Jlunceat nanxu)
OmnacHo 3a BoJHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6-tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2-one

YcToWIMBOCT U pa3rpaiuMocT He ce pasrpaxmna 0bp30

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha TONbIHUTENHA HHOpMAIHS

PA3IEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cwotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKALHOHEH HOMep

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HAa MPAaTKaTa Mo cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OmacHoOCTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo
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Pimozide impurity D

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

ADR IMDG IATA

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0UTeuTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaucnopT no Mmope
He e npunoxumo

Bb3ayuien TpaHcnopt
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoIHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHY 32 BENIECTBOTO HJIN CMECTA HOPMATHBHA ypen6a/3aKoHOAATeJICTBO OTHOCHO 6€30NMacHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)
He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelmecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanguaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He durypupa B cucbKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBus cioii (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeba (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BEBex/IaHe pexkuM Ha OOIIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara ISHHOCT M TPaH3UTa Ha U3/CIHS M TEXHOJIOTHH C [IBOMHA ynoTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMmeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, N3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XHMHUYHOTO BEeIIECTBO MJIM CMeC

Hsima Hanmana JOITBJIHUTECITHA I/IH(l)OpMaI_II/IH

PA3EJI 16: Ipyra undopmanus

NHaukanms 3a npoMeHn

Paznen IIpomeHeH eneMeHT Komentapu
3ameHs BepcusTa OT JobaBeHo
Jlata Ha pepakuusra JobaBeHo

26/03/2025 (JlaTa Ha penakuusTa) BG (6warapckn) 7/8



Pimozide impurity D

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

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcnuHocT (opaiHa), Kareropus 4

H302 Bpenen npu norneiane.

H336 Moske 1a IpeU3BUKA CHHIMBOCT MM CBETOBBPTEK.

H361 IIpeamnonara ce, ye yBpex/a OIUIOIUTENIHATA CIIOCOOHOCT MIIH TUIOJA.

Repr. 2 TokcuuHocT 3a penpoaykuusaTa, Kareropus 2

STOT SE 3 CrenuduyHa TOKCHYHOCT 32 ONpeeTICHH OpraHy — eHOKpaTHa ekcro3uims, Kareropus 3, HapkoTHYHH eheKTH

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpkamnia ce B To3u MHpopMauoHeH JucT 3a 6e30MacHoCT, € HOJIyYeHa OT H3TOYHUIHI, KOUTO CMsTaMe 3a

HageKAHH. Bblpexn ToBa, nHGpopManusTa ce npefocTans 0e3 HUKaKBa rapaHLus, H3pUYHA WK Hopa3dupalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUSTA HIIH

MeToxuTe 32 paboTa, ChbXpaHeHHe, yrorpebda 1 00e3BpekaaHe Ha MPOAYKTa ca H3BBH HAIIUsI KOHTPOJ M MOJKE Jia ca M3BbH HalaTa komnereHTHoct. [Topaan

Tasu U Apyru NpuIuHU, HUEC HE ITIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary6n, LICTH WK pa3Xoau, NPOU3TUYAIIH OT WU CBBP3aHU

0 HAKAaKbB HAUMH ¢ paboTaTa, ChXpaHEHHETO, yroTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MH(popMalnoHeH JIMCT 3a 6€30MacHOCT € U3rOTBEH U TpsiOBa

Ja Ce€ U3I0JI3Ba CaMo 3a TO3U NMPOAYKT. Ako NPOAYKTHT C€ U3II0JI3BA KAaTO ChbCTaBKa Ha APYTryd NPOAYKTH, HAJIMYHATa MHd)opmaum[ 6u MorJia Jla CC OKaxe

HETIPUIOXKUMaA. Tasu an)opmauMﬂ C€ OCHOBaBa Ha HAIWUTE TCKYIIH IO3HAHUS U € IPCAHA3HAYCHA J1a 1aJl€ ONMMCAaHUE Ha MPOAYKTa caMO 3a LCIUTE Ha

3/1paBC€oIa3BaHEeTO, 0e30IacHOCTTa M OKOJIHATA cpena. Hopazm TOBa, T4 HE TpﬂﬁBa Jla C€ ThIIKYBA KaTo rapaHuus 3a CBOMCTBaTa Ha NpoayKTa.
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