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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 . Levodropropizine impurity B
XHUMHYECKO HANMEHOBAHHUE :1-Phenylpiperazine

EO Ne 1 202-165-6

CAS Ne 1 92-54-6

Kon Ha npoxykra 1202400621

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WM KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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@edgm.eu, www.edgm.eu

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

Heﬁnaronpnﬂn—m (l)l)l3l/lKOXPlM]/l‘IHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(beKTl/l 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsinane.
2.2. EneMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P312 - [1PU IIOI'JIBIIIAHE: Ilpu HepasnonoxeHnue ce obajere Ha JeKap.

ETI/IKCTI/IpaHe B CHOTBETCTBHE C: V3KIIIOUCHHS 32 BBTPCIIHU OIIAKOBKH, KOTAaTO CHABPIKAHUETO HE IIPEBUIIIaBa 10 ml.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

He ce n3uckBa €TUKETHPaHe

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

HaunmenoBanne HNnentnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

1-Phenylpiperazine CAS Ne: 92-54-6 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 202-165-6 mg/kg)

3a mpanus TekeT Ha H- u EUH-npenynpeskaeHusaTa 3a OIacHOCT: BXK. pa3fen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

H’BpBa TOMOLIL MPU KOHTAKT C KOXKaTa N I{a C€ OTCTPaHU MAaKCUMAJIHO 4YpE3 HSG’LpCBaHe (C YUCTa 1 MCKa IIoIMUBalia K’Bpl'[a).
H’BpBa TOMOLII MPU KOHTAKT C OUUTE . M3nuakHeTe oyuTe C BOAA KaTO npeanasHa Mspka.

Hsima HanmuHa JOMIBJIHUTEIHA nthopmaum

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxonsmm TI02KapOraCuTEIHA CPEICTBA : Opesiyio 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT 0T ToXxap : Bwx maparpag 2.2.

I/IHCpr'K].II/IPI 3a raCCHE Ha MOXKapu N I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOAAIIH 32 TACCHE Ha IMOXKapu B CbCEICTBO.

EJI 6: Mepku npu aBapuiiHoO U3

3a nepconaJi, KOWTO He 0TroBaps 3a CHEIIHHU cJydYan

ABapHﬁHH TTAaHOBE : I{a ce n30srBa BCSIKAKBa M3JIHMIITHA SKCIIO3UIIUSL.

Hsma nanwyna qonbnHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOonbIHUTENHA HHOpMAIHS

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

PA3JIEJI 7: PaboTa u cbXpaHeHue

7.1. llpenna3un Mepku 3a 6e30macHa padora

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

7.2. YcaoBusi 3a 6e30MacCHO ChXpaHsBaHe, BKIKYUTETHO HEChBMECTHMOCTH
Hsima HanudHa JOITbJIHUTECIIHA I/IH(bOpMaLII/Iﬂ

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Bwx maparpag 1.

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/THYHYN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmaaa JOITBJIHUTECITHA I/IH(bOpMaI_IPI}I

8.2. KoHTpo.1 Ha eKCo3HIMATA

Tloaxoasiuy HHKEHEPEH KOHTPOJI

TMoaxoasiux HHIKEHEPEeH KOHTPOJI:
I[a C€ CbXpaHsABa B ,E[06p€ IPOBETPUBO NOMCIICHUE. OOUKHOBEHO CE U3UCKBAT KAKTO MECTHA CMYyKaTCJIHa BCHTUIALKUA, TaKa U BEHTUJIallUA Ha 001I0TO
TIOMEUICHHUE.

JIM4HM npena3Hu cpecTBa

3ammuTa Ha KoKaTa

3ammTa HA KOKATA M TAJI0TO:
JlaGopaTopHa npecTuika

3amuTa Ha pbLeTe:
3auUTHA PHKABUIIN

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : Teunoct
st : He e manuuno
Mupuc . He e HannuHo
I'panunara Ha Mupuca . He e Hanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHE : He e HannuHo
Touka Ha KkuneHe : He e nannuno
3amanuMocT : He e Hanuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT . He e naauuno
T'opHa rpanuIa Ha eKCIIII03UBHOCT : He e HanuuHo
IInamua remnepatypa : He e HanuuHo
Temmneparypa Ha camo3anajaBaHe . He e HanuuHo
Temnepartypa Ha paznaraHe : He e HanuuHO
pH : He e Hannuno
Bucko3uteT, KHHEMAaTHYCH . He ¢ mamuuno
PazrBopumoct : He e nannuno
Koeduuuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e Hannuno
Kow)

Hansraune Ha napure : He e Hanuuno
Hansraune na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCUTENHA IUIBTHOCT Ha mapute npu 20°C : He e Hannuno
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

XapaKTepUCTHKU HAa YaCTHIUTE : He e npunoxumo

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

He e u3BectHo.

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

Hsma mpu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU U3MAPCHHUS.

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

Octpa TOKCHYHOCT (OpanHa) : Bpenen npu norieliaHe.
OcTpa TOKCHUYHOCT (iepMaiHa) : He ce xnacudunupa (Jlunceat nanHm)
OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jluncear nanHm)

1-Phenylpiperazine (92-54-6)

LD50 opanHo mrbx > 300 — <2000 mg/kg (mporHo3Ha CTOHHOCT)
KoposuBHocT/mpasnene Ha Koxara . He ce xnacudunupa (Jlunceat naHHm)
Cepro3HO yBpeskJjaHe Ha OUMTE/IpasHEHe Ha OUnTe : He ce xnacuduupa (JIuncear naHHm)
CeHcubunm3anys Ha JUXaTelHUTE MbTUINA i koxarta  : He ce kimacudunmpa (B3 ocHOBa Ha HAIMYHNTE NaHHU HE Ca M3IBIHEHH KPUTEPHUTE 3a
KIacu(pHIIpaHe)
MyTareHHOCT Ha 3apOJHUIIHUTE KIETKA : He ce xnacu¢unupa (Jlurncsar naHHmn)
Kanneporennoct . He ce xnacuduuupa (JIuncsat 1aHH#)
TOKCHYHOCT 3a PENPOAYKLHUATA . He ce xnacudunupa (Jlunceat nanHmn)
CTOO (cneunduyHa TOKCHYHOCT 32 OIPEIEICHU : He ce knacu¢umpa (Jlunceat nanxu)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanau)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpHU BAUIIBAaHE : He ce xnacudunupa (Jluncsat nanmm)

Hsma HanuvHa TOMBIHUTETHA HHPOPMAIIHS
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Levodropropizine impurity B

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

1-Phenylpiperazine (92-54-6)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e npunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ
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Levodropropizine impurity B

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

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

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

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

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

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

I'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HOCT (OpanHa), Kateropus 4

H302 Bpenen npu norneimane.

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC
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B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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