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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Hydroxyzine hydrochloride
Xnuwn Ovopacio . Hydroxyzine hydrochloride
Kwd.-EE 1 218-586-3

apOpuog CAS : 2192-20-3

Kodwodg mpoidvtog : 201600467

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV 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

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
To&wdmTo 6TV avorapaywyr, katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpO oo pic EQATAs H336

£xbeomn, kotnyopia 3, vépkwon
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
Emprapés oe mepintmon katdmoong. "Yronto yio tpokAnon PAGPng o yovipdmra 1 oto ufpvo. Mmopet va mpokarécet vvniio 1 CaAn.
2.2. Zroyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.
H336 - Mmopei va tpokarécet vevniio 1) LoAn.
H361 -"Yronto yo mpdxinon PAAPNG ot yovipdtnta 1y oo épufpuo.

AnAdoetg Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0d1yieg mpv omtd Tt xprion.
P202 - Mnv 10 gpnoiponomoete mpv SLofACETE KOl KOTAVOHGETE TIG 001 YiEg TPOPOANENG.
P261 - Anogebyete va avomvéete okdOvN/avabupldoels/ aépa/oTayovidio/atpons/eKvEPMLOTAL.
P264 - ITAovete ta gépua, Tovg TS (avtifpdyia) Kot 0 TpOomTO GYOAUCTIKA HETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE OWTO TO TPOTOV.
P271 - Na ypnotpomnoteitol Lovo 6€ avolkto 1| KoAd agptlopevo xdpo.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
aPNoTE TOV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P308+P313 - XE IIEPIIITQXH éxbeong 1 mbavotntag £xbeong: Zvpfovievdeite/Enoxepbeite
yTpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av cicbavbeite adiabeoia.
P330 - Eemldvete 10 oTOUA.
P403+P233 - Anobnkeveton o€ KaAd aeplopevo ydpo. O mepléktng dtotnpeitot epunTikd KAEIGTos.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov mepilexopévou/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

ZNpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta teplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP) :

GHS08
2.3. Alhot kivovvol
AlAeg mAnpoopieg . Evepy6 ovotatiko (oe pappakeutikd mpoidvta) (Poyotpodmog ovsia).

ITpocoyn - N Tapodca ovsio dev £xel aKOUN SOKIUAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg
Ovopa AvayvopieTikog KOOKOG % Koatdraén copoova pe tnv odnyia
TPoidvTog 1272/2008 EK [CLP]
Hydroxyzine hydrochloride apOpog CAS: 2192-20-3 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 218-586-3 (ATE=950 mg/kg copatikov Bépoug)
Repr. 2, H361
STOT SE 3, H336

ITAnpeg keipevo tov niocemv H kow EUH: BAéne tpnqua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatav fonderav

Tevikd pétpo mpdtmv fonderdv : e mepintoon apeBOAM®Y 1 €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT OV
S1eVKOADVEL TNV ovamrvon]. Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bondeldv petd and exaen He To déppa : ATOPOKPOVETE TO LOAVGHEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLLOTOG e ATAAD
GATOVVL Kot VEPO, Kl 6Tn cuvéyeta Eemhévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £dv cuveyiletatl o
TOVOG N 1 KOKKIVIAQL.
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE ATOWO OV £xeL YAoeL Tig aucbnoelg Tov. Karéote apéomng to KENTPO
AHAHTHPIAZEQN/yotpo.

Agv vdpyovv emmA£ov TANPOPOPie

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov

avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot
mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a aropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste oTnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
ITpopuld&ers Yo acorn XEPIGHO 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cLoKeLT TpocTaciog Yo Ta pdtia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTEVTIKO povyicpd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm Z1eped

APDHOL AEVKO. 0YEDOV AEVKO.
Epodvion 1 Kpvotorikn okovn.
Mopraxn palo 1 447.8 g/mol

Oopn Mn Swbéopo

Op1o oopng Mn dwbéoyo
Inpeio Eemg ~190°C

Inpeio m&ewg Mn dabéoyo
Inpeio Bpacpod Mn dabéoyto
Evplextomta Mn dabéoyto

Xopniotepo 6pio £kpnéng
Avdrtato 6pro ekpn&dmrag
Inueio avagregng
®gppokpacio avtavaereéng
Bgppokpacio arocvuvieong
pH

Aev 1oy0et
Agv 1oy0et
Agv 1oyvet
Agv 1oy0et
Mn dabéoyto
<25
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

Awiopo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) : Agv oydeL
Awdvtomra : Nepo: 100 - 1000 g/l
2uvTedeoTg KOTOVOUNG OE pelyHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&icodmra (amd oToOHATOS) . EmProfés oe mepintoon kotdmoons.
Oé&ela to&ucdmra (Seppotin) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Hydroxyzine hydrochloride (2192-20-3)
LD50 and tov 6tdpatog 68 0povpaiovg 950 mg/kg (Ap. RTECS KK2280000)
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wounuévog (EMeparticd dedopévar)
pH: <2.5
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (Eriepatikd dedopéva)
pH: <2.5
Evaisbntomoinem tov avoamvevustikov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
gvaucbntomoinon Tov déppatog
Metalho&ryéveon YEVWINTIKOV KUTTAPOV : Mn ta&wopnpévog (EAlelatikd dedopévar)
Kapxwoyéveon : Mn ta&wopnpévog (EMeiparticd dedopévar)
To&wodmTa 6TV avamopay®Yn : Yronto yio mpdrinon BrAaPng ot yoviudtnto 1| 6o Euppvo.
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va tpokoréoet vivniia 1) SOAN.
epanag éxbeon
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn to&wopnuévog (EMeparticd dedopévar)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn ta&wvopnpévog (EAiepatikd dedopéva)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Emcivduvo yio to vdatvo mepiBdirov, Bpayunpdbecpog : Mn tadwounpévog (EAeyaticd dedopéva)
(0809)

Emwcivduvo yio to vdatvo mepipdilov, pakporpdbecpog : Mn tagvounpévog (EAeyaticd dedopéva)
(xpdviog)

Hydroxyzine hydrochloride (2192-20-3)

AVOEKTIKOTNTA KOt IKOVOTNTO ATOdOUNGNG Aev voiotaton Tayeio amocvvheon

Aev vdpyovv emmAov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeio oyeTika pe 0 6130gon

Agv vdpyovv emmALoV TANPOPOPiES

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Xoppwvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 ap1Opég tavtétnTog

Agv 1oy0gt Aev 1oy0et Agv 1oy0et

14.2. Oweia ovopacio arostorig OHE

Aev oy0et Aev woydet Aev oy0et

14.3. Ta&n/-€1g KivdOvov KOTE TN RETAPOPA

Agv 1oy0gt Agev 1oy0et Agv 1oy0eL
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.4. Opado cvokevaciog

Aev 1oy0¢t | Agv 1oy0et | Aev 1oy0¢t

14.5. Ileprforrovtikn emKivovvoTnTo

Agv 1oy0et | Agv 1oy0eL | Agv 1oy0et

Aev vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypiotn

Eniyewo petagopa
Agv woydet

petapopd pécm Baraocong
Agv woydet

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty 06QaAEL0, TNV VYO KO TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hopaptpe XIV tov REACH (Katdloyog ad£1006Tnong)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)
Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev neptrapfdveton otov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwhig xpiong
Aev teptrapfavetatl otov Kavoviopd (EK) tov Zupfoviiov yuo ta €idn dumdng ypnone.

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

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetor(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi wpédpopmv overdv vapkotikdv (EK 273/2004)
Aev mepiéyet ovoio(eg) mov TePLaBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VSIAV VapKeTIK®OV (Kavoviopog EK 273/2004 oyetikd pe Tig mpd3popeg ovoieg

VOPKOTIKOV)
15.2. A&orhdoynon ymuikig ao@aietag

Agv vrdpyovv emmAéov TANpopopieg
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
Hpepopnvio ékdoong TpomomouOnke
svnuépmon Ipootédnke
Avtikafiotd v ékdoon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apOpog CAS Ipoctédnke

1.1 Zuvovopo Agorpédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBOuNTEG PLOTKOYNKEG EMOPAGELS, KAOMG TpomomouOnke
KO EMOPAGELS 6TV avOpdTIvn vYEia Kot 6T0
nepBaAiov

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | TpomororOnke
[CLP]

2.2 AnAoceig emkvdvvottag (CLP) TpomomouOnke

2.2 TIpogidoromtikn AéEn (CLP) TpomomouOnke

2.2 Anidaoelg Tpoeoraéng (CLP) TpomomouOnke

2.3 AMeg mAnpogopieg Mpoctédnke

4.1 Tevikd pétpa tpdTev Pondeidv Ipoctédnke

4.1 Métpa TpdTev Pondeidv petd omd enapn pe To TpomomoumiOnke
déppa

4.1 Métpa tpodtov Bondedv petd and lomvon TpomomouOnke

4.1 Métpa tpdtmv Bonbeldv petd and katdnoon TpomomouOnke

4.1 Métpa tpdTev Bonbeldv petd amd emaen pe To TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPACELS Aparpédnke

4.2 ZOUTTOUOTO/EMOPACELS LETE OO KOTATOGT Agorpédnke

4.2 SOUTTOUOTO/ETOPAUCELS LETE OO ETOPT| LUE TO Agorpédnke
dépua

4.2 ZOURTOUATO/EMOPACELG LETG OO ELGTVON Aparpénke

42 ZoURTOUATO/EMOPACELG LETG OO EMOPN LLE TO. Aparpédnke
pétio

43 AN wTpikn yvopdtevon 1 Ogpaneio A@upidnke

5.1 Axatdrinko mopooPeotikd péco Ipoctédnke

5.1 KatdAinka péoa mopdcPeong TpomomouniOnke

52 Yg nepinton mpkoyldg Topdyovtal entkivovva Ipootidnke
TPOIGVTO. 0TocVVOESTG

5.2 Kivdvvog mupkoytdc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
53 Métpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke
6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke
6.1 Tevikd pétpa TpomomouOnke
6.2 IepBoilovtikés TPOPLAGEELS Ipoctédnke

6.3 T v amoOfikevon IpootiOnke

6.3 MébBodot kabapiopon TpomomouOnke
6.4 Hapanopn og GAho tunqpota (8, 13) Ipootédnke

7.1 Emumhéov kivéuvol katd v enelepyacio TpomomouOnke
7.1 Ipo@uldéels yio ao@ain xEPopHd TpomomouniOnke
7.1 Métpa vytevnig TpomomouniOnke
7.2 YuvOnkeg O aENg TpomomouOnke
7.2 YAkd cvuokevaciog Ipootidnke
7.2 Teyvikd pétpa Aparpédnke

7.3 Ewwcég ypnoeig telikod katovolot Aparpédnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV TpomomouOnke
8.2 IIpoctacio tov xepudv TpomomouniOnke
8.2 TIpootaoio opBaApmv TpomomouOnke
8.2 Katdiiniotr unyavikoi Ereyyot TpomomouOnke
8.2 TIpootacio Tov déppoatog TpomomouOnke
9 XPOHOL Ipootédnke

9 Epgpdvion TpomomouOnke
9 Enpeio éewg Ipootidnke

9 Moproxn palo Ipootidnke

9 Oopn Aparpédnke
10.1 AvtidpactikdnTa Aparpédnke
10.5 Mn cupfatd vid Aoupidnke
10.6 Enwcivduva mpoidvto amocdvieong Apaurpédnke
11.1 ATE CLP (And tov 6t610TOG) TpomomouOnke
11.1 LD50 and tov 6Top0T0og 68 0povpaiong TpomomoumOnke
12.1 Oworoyia - yevika Aparpédnke
13.1 Teprpepelakdg kavoviopog mept anofAnTwv Aparpédnke
I\ peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (And Tov O&eia To&wotnta (06 TV 6TOHATOC), KoTnyopio 4

GTOLATOC)

H302 EmProapég o nepintwon katdmoong.

H336 Mmopei vo mpokaréoet vevniia 1) {aAn.
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Hydroxyzine hydrochloride
Agltio Agdopévev Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

H361 "Yronto yn mpdxinon BAAPNG otn yoviudtTa 1) 670 £UPpvo.
Repr. 2 To&wdmTa 6TV avorapaywyr, Katnyopio 2
STOT SE 3 Ewwm to&ikotra og 0pyava-otdyovs Hotepa and pio epanas £xbeon, katnyopia 3, vaprwon

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidvVTog dev
VIOKEWVTOL 6T S1KN [ag OOV Kot PHITopet Kot vor v UmInTouY Kot 6TIS approdtdtntég pog. I'iontoig kot yio GALovg AdYoug, 0momolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| XPNUOTIKNG CNpiag oo, 1 [e 0TOL0dNTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TTPoTlov. Edv 1o mpoidv ypnoiponoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTUL EO( EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVOES YVMCELS LLOG KoL
npoopilovTal Yo val TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoPUAEiNG Kot TEPPAAAOVTIKOV OTOITOEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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