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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

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla 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. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l/l3l/lKOXPlMM‘lHl/l ed)eKTl/l ) /| 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)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H361 - IIpenmnonara ce, ue yBpeK/a OIUIOANTETHATA CIIOCOOHOCT HIIH TUTOIA.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ipenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.

P202 - He uzmnon3BaiiTe mpe/iu 1a CTe MPOYENd U pa3dpalii BCHUKH TPEINa3Hi MEPKH 32

0€30MMacHOCT.

P264 - Jla ce u3Mue phleTe 0 JAKTUTE U JIMLETO CTAPATEIHO ClIe/ ynoTpeba.
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P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpoayKTa.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPENA3HO 0OIEKIO/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMLE.
P301+P312 - TIPU [TOTJTBILIAHE: npu Hepasnonoxenue ce odanere 8 IEHTHP 1O
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa niu npeamonaraemMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/ITIOMOLI.
P330 - U3nnakuere ycrara.
P405 - Ta ce chxpaHsiBa 1moJ KJIo4.
P501 - CoapprxkaHneTo/chabT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPAHE HA OMACHU WU CIICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH /WA MEKIYHAPOIHI
pasnopenou.

ETukeTHpaHe B ChOTBETCTBHE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAKOBKH, KOTaTo ChAbPKAHUETO He mpeBuniaBa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHOCTH

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacuduxauus B cboTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6- - <100 Acute Tox. 4 (opanna), H302

tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2- Repr. 2, H361

one

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

H’BpBa TIOMOII IIPU KOHTAKT C KOXKaTa : lla C€ OTCTpaHU MaKCUMAJIHO 4Ype3 HBGLpCBaHe (C YucCTa U MCKa ImonuBamia K"Bpl'[a).
H’BpBa TIOMOII IIPY KOHTAKT C OUUTE . MsmnmakHere ounTe ¢ Bojaa Kato npeamnasHa Msipka.

4.2. Hali-chbIecTBeH! OCTPH M HACTBIIBALIIHU CJIe/l U3BECTEH MEPUOJ 0T BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmaaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/ISI

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIHMHCKH TPHKA U CIIEUATHO JIeYeHn e

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

Toaxoasmy noxaporacuTeIHA CpeCTBa . Opesto 3a 3aracsiHe Ha OT'BHSI.
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OnacHocT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLIPIPI 3a racCHe Ha MoXapu : )_Ia C€ U3N0JI3BaT CPEACTBA, NIOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEICTBO.

PA3JIEJI 6 NIPY ABAPUITHO U3IyCKAHE

6.1.1. 3a nepcoHaJ1, KOITO He OTTOBApPS 32 CIIELIHHU CJIy4Yan

ABapuilHH IIIaHOBE : Jla ce u30srBa BCAKAKBA M3JIUIIHA €KCIO3HIIHS.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOOPMAIHS

EJI 7: O6padoTka 1 cbXpaHeHue
Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOTBIHUTENHA HHPOPMAIIUS

Bux maparpag 1.

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPeANAa3HU CPelCcTBA

8.1.1 HanmoHaJHH rPAHHYHHU CTOIHHOCTH HA NMPO(QECHOHATHA eKCIO3UIUsA U OHOJOrHYHN TPAHUYHH CTOHHOCTH

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAOII0/IEHHE
Hsma nannana nonsiiHUTENHA HHOOPMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEJIM HA Bb31yXa
Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIUS

8.1.4. DNEL u PNEC

Hsma nannana gonmsiHuTENHA MHOOPMAIHS

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS
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8.2. KoHTpo. Ha eKCIO3HIMATA

8.2.1. Ioaxoasil TeXHHYECKH KOHTPOJI

TMoaxoasiuy TeXHHYECKH KOHTpOJI:
I[a C€ CbXpaHsABa B I[06p€ IIPOBETPUBO NOMCIICHHUEC. OOUKHOBEHO CE U3UCKBAT KaKTO MECTHA CMyKaT€JIHa BCHTUJIALKA, TaKa U BEHTUJIALUA Ha 001I0TO
TIOMEUICHHUE.

8.2.2. JInuHH NpeanasHu CPeAcTBa

8.2.2.1. 3amuTa HA OYHTE W JIUIETO

HsiMa HanuYHA JOIBIHUTENHA HHOOPMAIHS
8.2.2.2. TIpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa H TSJIOTO:
JlaGopaTopHa npectuiika

3amura Ha pbLeTe:

3amuTHA pHKaBUIU

8.2.2.3. 3amuTa HA JUXATEJHUTE MbTHIA

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCIIHA HH(I]OpMaI_II/Iﬂ

8.2.3. KoHTpO./1 Ha eKCNnO3HIMATA B OKOJIHATA Cpela

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 9: ®u3uyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0OTHOCHO OCHOBHHTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE . TBBpIO BELIECTBO
IBsT . He e HamuunO
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpB3BaHe . He e Hannuno
Touka Ha KHIICHE . He e Hamuuno
3amaaumoct . He e HannuHO
I'panuuM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npuoxumo
I'opHa rpaHHIIa Ha €KCIUIO3UBHOCT . He e npuoxumo
ITnamua TeMnepatypa : He e npunoxumo
Temneparypa Ha camo3anajaBaHe . He e npuoxumo
Temneparypa Ha pa3yiaraHe . He e HanuuHo
pH : He e nanuuno
pH pastsop : He e nanuuno
Bucko3uTer, KHHEMaTHUeH . He e npunoxumo
PaztBOpuMOCT . He e mamuuno
KoedummenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane Ha napute . He e mamuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInpTHOCT . He e mamuuno
OTHOCHUTEIHA IUTBTHOCT . He e Hanuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuire . He e mamuuno
9.2. JIpyra unpopmanusi

9.2.1. Undopmanusi BbB Bpb3Ka ¢ KJacoBeTe HA (U3MYHA ONACHOCT

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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9.2.2. JIpyru XapakTepuCTHKH 32 6€30MacHOCT

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

PA3IEJI 10: Cta0HIHOCT U PEaKTHBHOCT

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qonbIHUTENHA HHOOPMALHS

He e u3BectHO.

Hsma HanmuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OIIaCHU U3NapCHU.

Ocrtpa TOKCHYHOCT (OpaiHa) : BpeneH npu nornsmiane.
OcTpa TOKCHYHOCT (JepMaiHa) : He ce xnacu¢ummpa (JIuncsanm faHHn)
Ocrpa TOKCUYHOCT (BIHMIIBAHE) : He ce xnacu¢ummpa (JIuncsamm 1aHHn)

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

LD50 opanHo mbx 300 — 2000 mg/kg
KoposuBHOCT/ipa3HeHe Ha Koxarta : He ce xnacu¢ummpa (JIuncsamm fanunm)
CepHoO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUUTe . He ce xnacudumupa (JIuncsamm fanan)
Cencubunmusanys Ha AUXaTeIHUTE IBTUINA WK KoxkaTta : He ce knacudunupa (JIuncsamy qaHHN)
MyTareHHOCT Ha 3apOJUIIHUTE KJIETKU : He ce xnacudunupa (JIumncsamy gaHHH)
Kanneporennocr : He ce xnacudummpa (JIunceamy naHHN)
TOKCHYHOCT 32 penpoayKIHATa : Ilpexmnonara ce, 4e yBpesk/ia OIUIOANTENHATA CIIOCOOHOCT MIIM TUIOJA.
CTOO (cnenuduyHa TOKCHIHOCT 33 OIPEIeIeHU : He ce xnacudunupa (JIuncsamy nanHm)

OpraHu) — €IHOKpaTHA eKCIIO3UIHS
CTOO (crnenuryHa TOKCHYHOCT 3a OIPEACTICHI : He ce xnacudunupa (JInncpaim qaHH)
OpraHu) — MOBTapsIIa CE EKCIIO3UILHS

OnacHOCT NpH BINIIBaHE : He ce xnacuduimpa (TexHnuecka HeBb3MOXKHOCT 3a IOJTy4aBaHE HA JaHHMN)

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 12: Exosioruuna uagopmanus

Exounorust - 001110 . He npepcrasisiBa KOHKPETHA OMIACHOCT 32 OKOJIHATA CPEJia.
OmacHo 3a BoJHaTa cpena, KpaTKocpouHa (0cTpa) : He ce xnacu¢ummpa (JIuncsamm faHHn)
OmnacHo 3a BoJHAaTa cpejia, IBIroCpoyHa (XpOHHYHA) : He ce xnacudummpa (JIuncsanm fanun)
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He ce pasrpaxma 6Bp30

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaHHﬂ

Hsma nanuyna qonbnHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbIHUTENHA HHOpMAIHS

PA3JIEJI 13: O6e3Bpe:kaane Ha OTHHAXbLHUTE

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIHS

PA3JIEJI 14: Undopmanysi OTHOCHO TPAHCIIO :

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHPUKAIMOHEH HOMEP

He e mpunoxumo He e mpunoxumo He e nmpunoxumo

14.2. TouHo HAaMMeHOBaHMe 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 npunoxxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpea

He e npunoxxumo He e npunoxumo He e npunoxumo

Hsima nombiHHTENIHA HANTUYHA HHq)OpMaHHﬂ

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo
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Bb3aywmeH TpaHCnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoIHATAa MOPCKA OPraHU3anus

He e npunoxumo

PA3EJI 15: Undopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHy 32 BENIeCTBOTO HJIN CMECTAa HOPMATHBHA yPea6a/3aK0HO0AaTeJICTBO OTHOCHO 6€30NacHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuao:xenune XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, IIpuiaoxenue XIV (Ciucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He durypupa B [Ipunoxenne XIV na REACH (Cnuchk Ha BelmecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-seirecrtsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-BemecTsa

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

Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PerjiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He durypupa B cuchKa ¢ BeIeCTBa, KOUTO HapymIaBat 030HoBuUs cioif (Permament EO 1005/2009): Pimozide impurity D

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA C IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIIECTBA, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JIOITBJIHUTEITHA I/IH(bOpMaI.IPIFI

15.2. OneHka Ha 0€30IaCHOCT HA XUHMHUYHOTO BEeIlleCTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/IH(bOpMaI_II/IH

PA3IEJI 16: Ipyra undopmanus

II'bnen Texer na H- u EUH-npenynpesxaeHnsTa 3a oacHOCT:

Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kareropus 4

H302 Bpenen npu nornsluaxe.

H361 Ipenmoiara ce, 4e yBpexk/aa OIUIOAUTEIHATA CIIOCOOHOCT MM IUIOZA.
Repr. 2 TokcuanocT 3a penpoxaykiusta, Kareropus 2

Wudopmanuonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, Chabpkaiia ce B To3u MH(OOpMaIMOHEH JIUCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT U3TOYHUIIN, KOUTO CMSITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHGOpMaNusITa ce IpeocTaBs 6e3 HIKaKBa TapaHIns, H3pUYHA WK Oopa30uparna ce, OTHOCHO HelHaTa KOPEKTHOCT
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