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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 : Cetirizine for peak identification
XHUMUYECKO HAaMMEHOBAHUE : Cetirizine

CAS Ne 1 83881-52-1

Kon na npoxykra : 202400171

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

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 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
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

Heﬁnaronpm]THu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
Ipenopbku 3a 6e3omacHoct (CLP) : P301+P312 - TIPU TIOTJIBIIJAHE: He3a6asHo ce o6anere B IEHTBP I1O TOCKUKOJIOT S minn

Ha JICKap Mpyu HEPA3IMOJIOKEHHUE.
ETI/IKCTI/IpaHe B CHOTBETCTBHE C: V3KIIIOUCHHS 3a BBHTPEIIHU OMIAKOBKH, KOIaTO CbABPIKAHUETO HE ITPEBUIIIABA 10 ml.

29/04/2024 ([lata Ha u3naBaHe) BG (6warapckn) 177


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

Cetirizine for peak identification

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]
Cetirizine CAS Ne: 83881-52-1 <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TeecHo Terio)

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

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMoII{

H’BpBa TIOMOLI IIPU KOHTAKT C KOXKaTa : Ila C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 H36'prBaHC (C YUCTa U MCKa ImonuBalia K’I:pl'[a).

H’BpBa TIOMOLI IIPU KOHTAKT C OUUTE : M3muakHeTe ounTe ¢ BOja KaTo npeanasHa Mspka.

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

Hsma HamM4YHA TOMBITHUTETHA I/IH(i)OpMaI.IHSI

PA3EJI S: IIpoTHBONOXKAPHU MEPKH

Tloaxonsmm TI0)KapOTaCUTECIIHA CPEICTBA : Opesiyo 3a 3aracsiHe Ha OT'BHSI.

OnacHoCT OT moXkap : Bwx maparpad 2.2.

I/IHC’I‘pyKLII/II/I 3a racCHE Ha MOXKapu N I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOAAIIHN 32 FACCHE Ha IMOXKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHo u3

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

ABapuiiHy T1aHOBE : Jla ce n304rBa BCAKAKBA U3/THINHA EKCIIO3HIIHS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIHHU CIy4Yan

Hsima HanmuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

29/04/2024 ([ara Ha uzngaBaHe) BG (6barapckn) 2/7



Cetirizine for peak identification

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

PA3JIEJI 7: PaGoTa u ¢ AHEHH e

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Bmx maparpad 1.

J1 HA eKCl’lO}lll[llﬂTa/.Tlll‘{HH mnmp

8.1.1 HanuoHaIHU rPAHHYHH CTOHHOCTH HA NPO(eCHOHATHA eKCIO3UIHA ¥ OHOJIOTHYHY FPAHUYHHU CTOHOCTH

Hsma nannana nonmsiHuTENHA MHOOPMAIHS

8.1.2. IIpenopb4uTEeTHH NPOLEAYPH 32 HAOIIOIEHUE

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

8.1.3. 3ambpcuTeH HA Bb3yXa, 00pa3yBaHH [0 BpeMe Ha MpeAnucaHaTa ynorpeda
Hsma nannana gonsiHuTENHAa MHOOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryinpane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIIHUTETHA HH(I)OpMaHHﬂ

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Toaxoasiuy MH:KEHEPEH KOHTPOJI:
Jla ce cbxpaHsiBa B 100pe mpoBeTpuBo nomMenienne. OOMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUJIAIMS, TaKa M BEHTUJIALKS Ha 00II0TO
MOMEIICHHE.

8.2.2. JInuHHU Npeana3Hu cpecTBa

8.2.2.1. 3ammTa HA OYMTE H JHUIIETO

Hsma HanuyHa JONBIHUTENHA HHPOPMALIUS
8.2.2.2. 3ammTa Ha KoKaTa

3amuTa Ha KOKATa H TAJIO0TO:
JlaboparopHa mpecTrika

3ammTa Ha pbueTe:
3aIUTHA PPKABULU
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Cetirizine for peak identification

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

8.2.2.3. BamuTa Ha IUXATEJHUTE MHTHIIA

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

8.2.2.4. TepMuYHH ONACHOCTH

HsiMa Hann4dHa QOMBIHATETHA HHOOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HLHUATA HA OKOJIHATA cpeaa

Hsima HanmaHa JOITBJIHUTECITHA I/[H(bOpMaI_II/I}I

PA3JIEJI 9: ®u3u4YHA U XUMHYHHU CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE

st

BoHien sug

Mupuc

I'pannnaTa Ha MupHUca

Touka Ha ToneHe

Touka Ha 3aMpB3BaHe

Touka Ha KUIICHE

3ananuMocT

I'paHnIM Ha eKCIUIO3UBHOCT
JlonHa rpaHuIa Ha eKCIIO3UBHOCT
I'opHa rpaHuIia Ha €KCILIO3UBHOCT
IInamua temneparypa
Temmneparypa Ha camo3anaaBaHe
Temneparypa Ha pa3narane

pH

pH pastBop

Bucko3uteT, KHHEMAaTHICH
PastBOpUMOCT

KoedummenT Ha pa3npeneneHue: n-okranon/soga (Log
Kow)

Hansrane na napute

Hansrane na napute mpu 50°C
IInsTHOCT

OTHOCHTENHA ITBTHOCT
OtHocuTeNHa ITBTHOCT Ha mapute mpu 20°C
Pa3mep Ha uactuiure

9.2. Ipyra uapopmanus

TBBPIO BELIECTBO
He e nannuno
Ipax.

He e nanmuuno
He e nanmmuno
He e nanmuuno
He e nanmmuno
He e nanmmuno
He e nanmumuno
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nannuno
He e nanuuno
He e nannuno
He e npunoxumo

Bopga: 100 — 1000 g/1

He e nanmuuno

He e nanmuuno
He e nanmuuno
He e nanmuuno
He e nanmuuno
He e npunoxumo
He e nanmuuno

9.2.1. Undopmanusi BbB BPb3Ka ¢ KilacoBeTe HA GU3HYHA ONACHOCT

Hsima HanmaHaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/I}I

9.2.2. /Ipyru XxapakTepuCTHKH 32 6e30MacCHOCT

HsiMa Hann4yHa QOMBIHATENHA HHQOpMALIHS

10.1. PeaknuoHHA CIIOCOOHOCT

CrabuieH pu HOPMATHH YCIOBHSL.
10.2. XuMH4YHA CTA0HIHOCT
Hsma HanmnuHa JOITbJIHUTCIITHA I/IH(bOpMaI.II/Iﬂ

10.3. Bb3MOKHOCT 32 ONACHHU PeaKIUuu

He e u3BectHoO.
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Cetirizine for peak identification

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsma npu HopmanHa ynotpe6a. Brokxre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIlaCHU U3IapEeHUs.

PA3JIEJ 11

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (epMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

U4YHA MH(opManus

. BpexeH npu norirpIiaHe.
He ce xnacudunupa (JIuncsar naHam)
He ce xnacudunupa (JIuncsar naHam)

Cetirizine (83881-52-1)

LDS50 opanHo mrbx

300 — 2000 mg/kg

KoposuBHoCT/ipa3sHeHe Ha Koxarta

CepHO3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUHTe
CeHcnOMNM3anys Ha JUXATETHUTE TBTHIIA IIH KOXKAaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KICTKA
KanneporenHoct

TOKCHYHOCT 3a PENPOAYKIUATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHN
OpraHu) — €IHOKpaTHA eKCTIO3UIHS

CTOO (crnenuuyHa TOKCHYHOCT 3a OIPEACTICHI
Opranu) — MOBTAPSIIIa Ce EKCITO3ULIUS

OnacHocT NpyU BAUIIIBAHE

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

PA3JIEJI 12 0JI0TUYHA UHopMaIUA

Exoiorus - 001110
OmacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa)
OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

Hsma nanuyHa qonbIHUTENHA HHOOPMAIIUSL

Hsma nanwana gonenHUTENHA HHOOPMAIUSL

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

Hsima HanmuuHa TOMBJIHUTETHA PIH(l)OpMaI.II/Iﬂ

Hsima HaymMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

He ce xnacu¢unupa (Jlunceat nanam)
He ce knacuguuupa (Jluncear naHHmn)
He ce xnacudunupa (Jluncsar qanam)
He ce xnacuduunpa (Jlumncsar qaHam)
He ce knacu¢unupa (Jlunceat nanHu)
He ce xnacudunupa (JIuncsar nanam)
He ce xnmacudunupa (Jluncsar qanam)

He ce xmacuduuunpa (Jlumncar qaunm)

He ce xiacuduumpa (TexHHYecKka HEBB3MOXKHOCT 3a MOJTy4YaBaHEe HA JJAHHH)

He NIpeACTaB/IsIBa KOHKPETHA OIMMACHOCT 3a OKOJIHATa Cpeaa.

He ce xacudunmpa (Jluncsar nanam)
He ce xnacudunupa (JIuncsar naHam)

29/04/2024 ([ara Ha uzngaBaHe)

BG (6warapckn)

~



Cetirizine for peak identification

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA HH(‘I)OpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyxonmbTeH TPaHCIOPT

He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3ayuied Tpancnopr

He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciaoBusi 3a orpaHnyapaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

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

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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Cetirizine for peak identification

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

REACH, Cnucsbk ¢ kanauaat-pemecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

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

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimchKa ¢ BELIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/IH(bOpMaI_II/ISI

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUS

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpesxaeHnsiTa 3a oIacHOCT:

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

H302 Bpenen npu nornsluaxe.

Nudopmarmonen jmcer 3a 6ezonacuoct (MJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpikamnia ce B To3u MH(pOpMamoHeH JInCT 3a 6€301acHOCT, € HOJIy4eHa OT H3TOYHUIN, KOUTO CMsITaMe 3a
HaJeXIHH. Bblpexn ToBa, mHpopManusTa ce peocTasst 0e3 HIKaKBa TapaHIs, H3pUYHA WIN HOoApa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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