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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Cetirizine for peak identification
Xnuwn Ovopacio : Cetirizine

apOpuog CAS : 83881-52-1

Kodwdg mpoiévtog 1202400171

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN dEdOpEvEOV dGPaLEiag

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
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&cota (amd Tov 6TOHNTOC), Katnyopio 4 H302
ITAnpeg keipevo tov niocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOOT LEG® KPIONG EUTEPOYVOLUIVOV KoL OTOSEIKTIKNG 1GYVOGC.
2.2. Xtoyyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
Anhdoeig Tpogvragng (CLP) . P301+P312 - XE [IEPIIITQEH KATAIOXHE: Kaléote apéowng to KENTPO AHAHTHPIASEQN

1 éva yoTpo, av acbavieite adabecia.
Irpavon ooppovo pe: E&apeitol n ecmtepikn cuokevacio, Ta mepleyopeve g onoiag dev vepPaivovy to 10ml.
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Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpoova pe tny odnyia
TPOiOVTOG 1272/2008 EK [CLP]
Cetirizine apBuog CAS: 83881-52-1 <100 Acute Tox. 4 (Amd tov otoparog), H302
(ATE=500 mg/kg cmpatikov Bapovg)

II\peg keipevo Tov dnidcemv H kot EUH: PAéne tunpa 16

Aev 1oy0et

TMHMA 4: Métpa npotov fondeiov

Métpa npdtmv fondetdv HeTd and exaet pe TO dEPO : KoBapiote ™ peyaivtepn dvvorn mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
movi).
Métpa tpdTev fonderdv petd and exapn pe o LaTio : Eemlovete to patio pe vepo yio AOyous acpoeiag.

Aev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

TV KATATOAEP| O] TS TOPKAYLAG

KoatdAinio péoa mopdoPeong : KovBépta mupdoPeong.

Kivduvog mupkaytdg : BMéme tuipo 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLAG . Xpnowonowmote péca katdoPeons KatdAAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTNG

6.1.1. ' Tpocs TS GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €kToKTNG OVAYKNG 1 Amogevyete kabe mepirtn £kbeon.

6.1.2. T GTope mov TPocPEpovy TPpdTES fondeieg

Aev vdpyovv emmAov TANPOPOpieg
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Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 7: Xeipiopog omo0nkevon

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

BM\éne tunqpa 1.

TMHMA 8: ‘Eleyyoc g ékBeonc/atopikn wp

8.1.1 EOvikéc oprokég Tipés enmayyelpotikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAéov TANpoPopieg

8.1.2. ZuvicTdpeveg drodikacics TopakorovOneng
Agv vrdpyovv emALOV TANPOPOPIES

8.1.3. Zymparilovrar otoygio pHTaveong tov aépo
Agev vdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmALov TANPOPOPies

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoPopieg

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatmpniote og koAl e€aepilOpHevo Ydpo. ZuvO®E amotTeiTon GOGTNHO YEVIKOU UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkog TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. IIpocTucio TOV POTIOV KL TOV TPOGAHTOV

Aev vdpyovv emmAfov TANpoPopieg
8.2.2.2. Ilpootacio Tov d&ppotog
IIpootacia Tov déppatog:

Tod1d EpyooTNpiov

IIpocrocia TOV yEPLOV:
IIpoctatevtikd yavtio

8.2.2.3. [IpocTacic TOV AVATVEVGTIKAOV 00OV

Agv vrtdpyovv emmAéov TANpopopieg
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Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

8.2.2.4. Ogppikoi kivovvor

Aev vrdpyovv emmAéov TANpogopieg

8.2.3. Ekeyyor meprforrovrucnic £k0eong

Agv vapyovv emTALOV TANPOPOPiEg

TMHMA 9: ®voikég Kon ynNRIKES 10T TES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéorpo
Epgpdvion 1 Zkovn.

Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéorpo
Inueio éemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéopo
Evopiektomra : Mn Swbéopo
Opra kvdvvov ekpnéemg 1 Aev woyvet
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdToTo 0plo expnEpomTag 1 Agv oydet
Inueio avapreéng : Aev woyvet
Bepokpacio avtavapreing : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéopo
Awdropo pH : Mn Swbéopo
1EDOEC, KIvERaTIKOg (17) 1 Aev woyvet
Awdvtomro : Nep6: 100 — 1000 g/l
TUOVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon otumdv : Mn Swbéorpo
Ilieon atpov o Beppoxpacio 50°C : Mn Swbéorpo
TTukvémta : Mn Swbéorpo
ZYETIKN TOKVOTNTO : Mn Swbéorpo
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev woyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpoopics 6YETIKA IE TIC KAAGELS PUOIKOD KIvOHVOL

Agv vdpyovv emmALOV TANPOPOpPiEg

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QuLEing

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUOTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTKEG.

Agv vrapyovv emmAéov TANpopopieg

Kavévag yvootog/-7/-6.

Agv vdpyovv emmALov TANPOPOPieg
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Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kapio og kavovicr yprion. BAére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOONG, EKTEUTEL EXKIVEVYOVG KOTVODG.

TMHMA 11: KOLOYIKEG TANPOPOPiES

Oé&ela to&codmra (amd oTOHUTOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: EmProfés oe nepintoon kotdmoong.
: Mn ta&vounpévog (EAiepatikd dedopéva)
1 Mn ta&vounpévog (Erdepatikd dedopéva)

Cetirizine (83881-52-1)

LDS50 and tov 6tdpatog 68 0povpaiovg

300 — 2000 mg/kg

AGBpmon ko epediopog Tov d€ppratog
ZoPapn opbaipkn PAAPN/epedionog
EvaisOntonoinon tov avomveuotikod 1
guaiedntonoinon Tov dépratog
MetaAro&ryéveon YEVWNTIKOV KUTTapOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

: Mn ta&vounpévos (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAeipatikd dedopéva)
: Mn ta&wopnpévog (EAdeiatikd dedopévar)

: Mn ta&wvopnpévog (EAketpaticd dedopévar)
: Mn ta&wvopnpévos (EAiepatikd dedopéva)
1 Mn ta&wvounpévog (EMdetpaticd dedopévar)

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag £kbeon

: Mn ta&wopnpévog (EXeiparticd dedopévar)

Ewdu to&wcotnta ota dpyava-ctoyovg (STOT) —
gmavelnupévn ékbeon

: Mn ta&wopnuévog (EMeparticd dedopévar)

Enucivdovotna avappdenong

: Mn ta&wounpévog (Advvopio GVALOYNG SEGOUEVOV YL TEYVIKODG AOYOVC)

Aev vrdpyovv emmAov TANPoPopieg

TMHMA 12: Oworoyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovctalet Wiaitepo Kivouvo Yo to TepPaiiov.
Emcivduvo yio to vdartvo mepipdrrov, Bpayunpdbecpog : Mn tagwvounuévog (EAeyatikd dedopéva)

(0&0¢)

Emwcivduvo yio to vdatvo mepipdilov, pakporpodbespog : Mn tagwounpévog (EAeyaticd dedopéva)

(xpdviog)

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv eMTALOV TANPOPOPIES

Agv vdpyovv emmA£ov TANPOPOpieg
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Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 13: Ztorycio oyeTikd pe T 01agon

Aev vdpyovv emmAov TANPOPopie

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0gt Agv 1oy0€L Aev 1oy0¢et

14.2. Oweio ovopacio arostomig OHE

Agv 1oy0g1 Agv 1oy0g1 Aev 1oydet

14.3. Ta&n/-€1g KivdoHvov KOTE TN HETAPOPQ

Aev 1oy0et Aev woyvet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0gL Agv 1oy0€1 Aev 1oy0et

14.5. IleprporrovTiKi ETKIVOUVOTTO

Aev 1oy0et | Aev 1oy0et | Agv woyvet

Aev vrdpyovv emmAéov dabéaies TAnpopopieg

Ermiysio petagopa
Agv woyvet

HETOQOPE péc® Burhacong
Aev 1oy0et

Evoépuo petagopd
Agv 1o0et

Agev 1oy0et

TMHMA 15: Xtovysio v

15.1.1. kavovicpoi EE

Hopapmpe XVII oo REACH (Ilpovmodéceis mepropiopov)

Aev tepthapBavetat oto [Mapdpmua XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.d£1060Tn615)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

29/04/2024 (Huepounvia ékdoong) EL (eMnvikd) 6/7



Cetirizine for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kataroyog vroyiguov ovordv REACH (SVHC)

Aev nepthapfdavetor otov Katdroyo vroyneuwy ovoidv REACH

Kavoviopiog PIC (EE 649/2012, IIponyoduevy cuvaivesn peTd amd evnpuépmon)

Aev gpappodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfdveton 6tov Katdloyo ovoidv mov eEacbeviCovy to 6Lov (Kavoviopnog EE 1005/2009)

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoiovtat) 6Tov KaTtdloyo Tpddpopmv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ ¥PNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) otov Kotdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dratacerg

Agv vrtdpyovv emmAéov TANPOPopieg
15.2. A&orhdoynon yMuikig acQaielag

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: ALAheg TANPOPOPIES

Mpeg keipevo ppacswv H ko EUH:

Acute Tox. 4 (And Tov Oé&ela to&udmra (amd tov 6TdN0TOC), Katnyopia 4
GTOHATOC)
H302 Emprapég oe mepintmon kordmoong.

Aghtio Agdopévov Acpakeiog (AAA), EE

ATIOITIOIHXEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd T0 SEATIO TPoépyovTal omd TNYES TIG omoieg Dewpovpe aomiotes. [Topodia avtd, divovron
XOPIG Kapio gyydnon, pntm N appnTn, yio Ty akpifetd tove.
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