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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Antazoline hydrochloride
Xnuwn Ovopacio : Antazoline hydrochloride
Kwd.-EE 1 219-719-8

apOpuog CAS : 2508-72-7

Kodwodg mpoidvtog : 201600058

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
O&ela to&ucodmra (14 Tov déppatog), katnyopia 4 H312
Oé&ela to&icomta (1omvon:okovn,ctayovidia) Katmyopia 4 H332
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
ToPBopn opBaipkn PAAPN/0@OoiKOG epedicpods, KaTnyopio 2 H319
Ewwn| to&ikomra o€ 0pyoava-ctdyovs Hotepa amd pio EPAnas H336
£xbeomn, kotnyopia 3, vépkwon

Ewwn| to&ikomra o€ 0pyova-ctdyovs Hotepa and pio panas H335

£xbeon, katnyopia 3, epebiopdg e avamveLSTIKNG 0500
I peg keipevo tov dnhooemv H kot EUH: BAéne tunqua 16
AvemOUUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov

Emprapés oe mepintmon katdmoong. EmProféc oe emaon pe to dépua. EmPrapés oe mepintmon eionvons. Ipokadei coPapd opBotuikod epediopod. Ipoxakret
epediod tov déppatog. Mmopel va mpokaAiésel vvniia 1 LaAn. Mropel va Tpokadécet epedod TG OVOTVELGTIKNG 0000.
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

2.2. Xtoyyeia eTIKETOG

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

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)
AnAdoelg emkvdvvotntag (CLP)

AnAdoelg Tpoeoraéng (CLP)

GHSO07
IIpocoyn
H302+H312+H332 - Emprofé o€ Tepintmon KOTATOoNS, GE EXOPT LE TO dEPUO 1) G TEPITTMOON
€10TTVONG.
H315 - TIpokaiei epebiopd tov déppatoc.
H319 - IIpoxaiei coPapd opBaipicd epediopo.
H335 - Mropei va tpokarécet epebiopd TG avamveLGTIKNG 030V.
H336 - Mnopet vo. tpokarécet vvnio 1 (aAn.
P261 - Anogedyete va avamvéete okdvn/ovabudoeis/oéplo/otayovidlo/atnods/ekvepdUaTO.
P264 - TTAOvete TaL ¥€p1a, TOVG TNXELS (AvTIBPayIeL) Kot To TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P271 - Na ypnoyonoteital povo 6€ avotkto 1 Kakd agpliOpevo xmpo.
P280 - No 9opdite TPOGTATEVTIKG YAVTIO/ TPOGTATEVTIKG EVOVLATO/UEGO OTOUIKNG TPOGTAGTIOG Y10 TOL
UATLO/TO TTPOGMTO/TAL OVTIA.
P301+P312 - XE IIEPIIITQXZH KATAIIOXZHX: KaAéote to KENTPO AHAHTHPIAXEQN ) éva
ytpo, av acbavieite adabeoio.
P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAdvte pe dpbovo vepod.
P304+P340 - ZE IIEPIIITQXH EIXIINOHE: Metagépate Tov nofovia otov kabapd aépa Kot
AQPNOTE TOV VL EEKOVPOOTEL GE GTACT OV SIEVKOAVVEL TNV AVOTTVOT).
P305+P351+P338 - £E INEPIIITQXH EITAO®HE ME TA MATIA: EenA0vete TPOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eivol E0KOA0. Zuveyiote va
Eemlévere.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yuatpd, av aicbavOeite adiabecia.
P321 - Xpedleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0SNYiEG TPOTOV PONOEIOV OTNV ETIKETAL).
P330 - Eemhdvete 10 GTOU.
P332+P313 - Eqv mapatpnOei epediopog tov déppatog: Zvppovievbeite/Emokepbeite yratpo.
P337+P313 - Edv dev vmoywpet 0 0pBoipkdg epediopoc: Zupfovievdeite/Emokepbeite yotpo.
P362+P364 - BydAte ta poAvopéva podyo Kot TAOVTE T TPV To. EAVOYPNCLLOTOU|CETE.
P403+P233 - Amobnkedeton o€ kKakd aeplopevo ympo. O mepéktng dtatnpeiton epuNTIKG KAEIGTOC.
P405 - dvidooetotl KAEW®UEVO.
P501 - AwdBeomn Tov mEPLEXOUEVOV/TEPLEKTN GE oNpelo GLAAOYNG EMKIVELV@OV | E18IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot diebveic Kavoviopode.

Iipavon oopemva pe: EEapeitar n ecwtepikn cvokevacio, ta tepleydpeva g oroiag dgv vepPaivovv ta 10ml.

Agv amarteitol oypavon

2.3. AALot Kivovvolr

AlAeg mAnpoopieg

Evepyd cvotatikd (6€ GopprakevTKd Tpoidva).
[Ipocoyn - n Tapodca ovaio dev Exet aKOUN SOKIUAGTEL TAPOC.
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopieTikog KOOIKOG % Koraraén copeova pe tTnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

Antazoline hydrochloride apBpdg CAS: 2508-72-7 <100 Acute Tox. 4 (Amé tov otopatog), H302
Kwd.-EE: 219-719-8 (ATE=398 mg/kg copatikov Bépovg)

Acute Tox. 4 (A6 tov dépparog), H312
(ATE=1100 mg/kg copatikod Bapovg)
Acute Tox. 4 (Etomvon:okovn,opiyin), H332
(ATE=1.5 mg/l/4h)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

STOT SE 3, H336

STOT SE 3, H335

IIpeg keipevo tov dnhwoemv H kot EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pétpa tpdTev Ponderdv . Ye mepintoot ap@PoAdV 1| €4V T0 CUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbeidv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
SevkoAvveL TV avamvor. Agrote Tov tafdva va Eekovpaotel. Karéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete to déppa pe dpbovo camovvovepo.
Yopfovievdeite/Emoxebeite apéong yotpd. Eqv o epebiopdg tov déppotog emévet,
cvppovlevteite yloTpo.

Métpa tpdtev Bondeidv petd amd exapn He o LaTio. 1 Eemhivete apécm Kol TOPATETAULEVO e VEPO KPATMOVTAS avorytd o PAEQapa TovAd IeTOV 15

Aemtd). Edv vdpyovv @oioi emaens, apatpEate Toug, EpOcov gival edkolo. Xuveyiote va Eemiévere.
Zopfovhievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo edv to dtopo drotnpel Tig atenoelg Tov). Mnv yopnynoete moté
0TWNTOTE 0O TO GTOUA GE ATOUO TTOV £XEL XAoeL Tig aichnoelg tov. Kodéote apuéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/ETOPACELS LETE OO ELGTVOT : Mmnopei va tpokorécet epediGo TG OVOTVEVGTIKNG 0000.
ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LUE TO EPLLOL : Ilpokaiel epebiopd Tov déppatog.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATLOL : Ilpokarel coPapd o@Oaipcod epebiopd. Epubpodtnra, movoe.

4.3."Evo€1&n 0mo10.601)TOTE ATUITOVIEVIS GUESTG LUTPIKNG @POVTIONS KAl 101K G Oepameiag

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TS TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovcsa tupkoyld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKaTdAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYpa

e mepinTmon TopKaylig Tapdyovtol ETKivouva 1 H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaika Kot
TPOIOVTO amoGHVOESNG ko to&kd agpta. [IBavn amoforn to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEioTeg

METpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePOL TG TuPOSPecng 6TO TEPIBAALOV.
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

IIpoortacio katd v TupdcPeon : Mnv erepPaivete ympig katdAAnio e£0mAGHO. AVTOVOUN AVOTVEVGTIKT GUOKELT HE HOVOCT).
OAOCON TPOGTATEVTIKY) GTOAT.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTNG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG e TO OEPIOL, TO LATIO 1] TO POVYIOHO.

I TpocOmKS GAL0 a6 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG : ATIOHOKPOVETE TO TEPLTTO TPOCMTIKO.
T dTopa wov TpocsPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdrinio e€omhopd. I tepiocdtepes TAnpoPopies avatpiéte oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

No amogevyeton n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG 0moyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vEPOD.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Kol TOTODETOTE TO G€ évav KOTAAANAO Teptéktn S1ébeong
amofATmV.
MéBodot kabapiopov : Eemlovete TIC LOAMGUEVEG EMPAVELES pe GpBovo vepd. KabBopiopog pe amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog kon arodnkevon

TIpopura&elg yio ao@oAn YEPLopd 1 Amogedyete kK0Oe mepirtn £kbeon. Ppoviiote dote 0 YdPog epyaciog va eEoepiletor cwoTE.

Métpa vyewvig : Mnv 1pdrte, mivete 1| Komvilete, OTav XpPNOUOTOLELTE 0WTO TO TPOoidV. T LoAVGHEVE EVVLLATO
epyaciog dev mpémet va Byaivouv amnd o xmpo epyacias. [TAOvVeETE Ta ¥€pLo cog Tpv and Kabe
£PYOCLOKO SLUAELILO KO LETG TO TENOG TNG EPYACIOG.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo ydpo. O meptéktng dratnpeiton EpUNTIKA KAEIGTOS. ATOQEVYETE
T (éotn Kot TV Gpeon nAlokn aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG OPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPie

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki tpoctacio
Agv vdpyovv emmAéov TANPOPOpieg

Kotaiinhor pnyavikoi £heyyor

Katalinior pnyavukoi éreyyou:
Dpovriote hote 0 YOPog epyaciog vo eEaepiletol cmotd. Zuvndmg amoiteital GUOTH YEVIKOD UNYOVIKOD E0EPIGLOD TOV YDPOV. LTO HETPO TOL duVATOD 1)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOV
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

ATOPIKOG TPOCTATEVTIKOG EEOTTALO NG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpooTaciog Yo Ta patio. [Ipoctotevtikd yoad pe mAdylo tpoctatevtikd. (EN 166)
IIpootacio Tov déppatog

IIpootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TOV yePLOV:
Na popdte kordAAnia yavte. [Ipootatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootacic TOV AVATVEVGTIKAV 00OV

IIpooTucio TOV OVATVEVGTIKOV 00(DV:
X TepinTOON TopayyNg okOVNG, XPNCLLOTOWOTE TPOCTATEVTIKY NACK pe Gidtpo : P3

TMHMA 9: ®voikég Kot ynuIKEG 10160TNTEG

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

DUoIKH KOTAGTOOT 1 Xteped

APOLOL : AgUKO. oYEdOV AEVKO.
Epedvion : Kpvotodikn okoévn.
Mopraxn pado : 301.8 g/mol

Oopn : Mn dwbéoyo
Opto oopng : Mn dwbéoyo
Inueio Eemg 1 =236°C

Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xapnhotepo 0pio £kpnéng 1 Asv ioyoet
Avdtato 6pro ekpnEpomrag 1 Agv oydet

Inueio avapredng 1 Agv oyoet
®gppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo

pH : Mn Swbéopo
Adiopo pH : Mn Swbéopo
1EDOEG, Kvepatikog (17) 1 Agv oyoet
AwAvtomTo : Nepd: 10-33.3 g/l
ZVVTEAECTIG KOTAVOUTNG O Helypo N-0KTavOANG/vepoD 1 Mn Swbéopo
(Log Kow)

Téon atudv : Mn dwbéoyo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéopo
Tukvomta : Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn dwbéoyo
ZYETIKN TUKVOTNTO 0TUOV 6ToVG 20°C 1 Agv woydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aownéc TAnpopopics

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOCTIKOTITO.

10.1. AvridpaoTikOTNTO
Agev vdpyovv emmAov TANPoPopie
10.2. Xnpwkn ctabepétnta

Aev vrdpyovv emmAéov TANpoPopie
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Antazoline hydrochloride
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

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 11: To&wkoloyikég TANpopopisg

O&ela to&codTTa (amd GTOHTOC)
O&ela to&ucodro (Seppotikn)
Oé&ela to&ucdmta (avamvon)

: EmPraPég oe mepintmon katdmoons.
: EmPlaPég oe emapn pe to déppa.
: glonvon:okovn,otayoviowr: EmPArofés oe nepintwon eionvonc.

Antazoline hydrochloride (2508-72-7)

LD50 and tov 6T0p0TOG 68 Apovpaiong

398 mg/kg

AGBpmon kot epebiopdg Tov d€ppatog

ToPapn opboipukn PAPN/epedionog
EvaisOntomoinom tov avamvevotikod 1
gvaucOnTomoinom Tov dEpRaTog

MetaAro&ryéveon YEVWINTIKOV KUTTApOV
Kapxwoyéveon

To&wdmTo 6TV AvoTapoy®Yn

Ewdu to&wcotnta ota dpyava-ctoyovg (STOT) —
gpamag éxbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Emtvduvomta avappoenong

. TIpokolei epebiopd tov 6éppatog.
. TIpokodei coPapd o@BuAipukd epebiouo.
: Mn ta&wopnpévog (EMeipaticd dedopévar)

: Mn ta&vopnpévos (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)
: Mn to&wvopnpévog (EMAepnaticd dedopévar)
: Mmopei va mpokarécet vivniio 1 (aAn. Mmopet va mpokarécet epebiopd TG aVaTVELGTIKAG 080V.

: Mn ta&wounpévog (EMeparticd dedopévar)

: Mn ta&vounpévos (EAdepatikd dedopéva)

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: OwKoAoyIKES TANPOPOPIESG

Emikivduvo yio to vdativo mepiBdilov, Bpayunpobesiog

(0809)

Emicivduvo yio to vdativo meptBdAlov, pokponpobesiog

(xpoviog)

1 Mn ta&wvopnpévog (EMeparticd dedopévar)

1 Mn ta&wvopnpévog (EMeiparticd dedopévar)

Antazoline hydrochloride (2508-72-7)

AVOEKTIKOTNTO KOL IKOVOTNTO ATOdOUNGNG

Aev voiotaton Tayeio amocvvieon

Aev vdpyovv emmAéov TANpoPopieg

14/03/2025 (svuépacn)

EL (eAnvicd) 6/10



Antazoline hydrochloride
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

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtoyycio oyeTikd pe T o1a0eon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITinpo@opieg 6YETIKA PE TN HETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacia amostoric OHE

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.3. Taén/-e1c KtvdOvov KaTd TN NETOPOPA

Agv 1oy0et Agv 1oyvet Agv 1oy0et

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvéTnTo.

Agv 1oy0et Agv 1oy0et Agv 1oy0et

Aev vapyovv emmAéov Stabéotpues TANPOEOpies

Eriysio petagopa
Aev woyvet

petagopd péow Bordcong
Aev woyvet

Evaépro petagopd
Aev woyvet

Aev woydet
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong
Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootidnke

1.1 Kwd.-EE Ipootédnke

1.1 apbpog CAS Ipoctédnke

1.1 Zuvevopa Aparpédnke

1.1 ‘Ovopa TpomomouniOnke

1.2 Iepropiopoi otn xprion TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBopunteg puotkoyn kg emdpacels, kabng | TpomomorOnke
Ko €mdpaceLg otV avOpdmvn vyeia Kot 6To
nepBéAiov

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomomowOnke
[CLP]

22 Ankaoelg Tpogvraing (CLP) TpomomoumOnke

2.2 AnAdoelg emkcvdvvomtag (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke
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Antazoline 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
4.1 Tevikd pétpa mpotmv fondeidv Ipootidnke
4.1 Métpa tpdtev Bondedv petd amd enaen pe 10 TpomomouOnke
dépro
4.1 Métpa tpdtev Bonbetdv petd amd glomvon Ipootédnke
4.1 Métpa tpdTev Bondeidv petd omd katdmoon Ipoctédnke
4.1 Métpa tpdTev Pondeidv petd and emopn pe to TpomomouOnke
pétio
4.2 ZOURTOUOTO/ETOPACELG UETG OO ELGTTVON Ipootidnke
42 ZOURTOUOTO/EMOPACELG UETG OO EMAPT] LLE TO Ipootidnke
dépuo
42 ZOURTOUATO/EMOPACELG LETG OO EMOPN LLE TO Ipootédnke
péto
5.1 AxotdAANAo TpocPecTiKd HEGO Ipootédnke
5.1 KatdAinka péoa mopdcPeong TpomomouniOnke
5.2 Ye mepinton mupkaylig Topdyovtal entkivévva Ipoctédnke
TPOIOVTO 0mocvVOESTg
5.2 Kivdvvog mupkayidc Aparpédnke
53 Ipoctacio kot TV mopdcPeon Ipoctédnke
53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke
6.1 E&omMopog mpootaciog Mpootédnke
6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke
6.1 Tevikd pétpa Ipootidnke
6.2 TIep1Barrovticég TpoPLAGEELG Ipootidnke
6.3 T v anobfkevon Ipootédnke
6.3 MébBodot kabapiopon Ipootédnke
6.4 Mapamopnn o diho Tufipoza (8, 13) poctédnke
7.1 IIpo@ulaéels yio aopain xePopuod Ipoctédnke
7.1 Métpa vytewvng Ipootidnke
7.2 YuvOnkeg O aENG Ipootidnke
7.2 YAkd cuokevaciog Ipootédnke
7.3 Ewwcés ypnoeig telikod kotovolot Aparpédnke
8.2 [Ipoctacio TV AVOTVELGTIKOY 00MV Ipootédnke
8.2 TIpoctacio tov yepudv TpomomoumiOnke
8.2 TIpootaoio opOaApmv Ipootédnke
8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
8.2 TIpootacio tov déppoatog TpomomorOnke
9 Mopraxn pao Ipootédnke
9 Enpeio éewg Ipootédnke
9 xpdupo IIpoctédnke
9 Epopdavion TpomomouOnke
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Antazoline hydrochloride
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
10.1 AvtidpactikdTnTa Aparpédnke
10.3 MBavomTa emkivouvev ovtidpdoemv Aparpénke
10.5 Mn cvpfatd vid Aparpédnke
10.6 Emwcivduva mpoidvta amochvieong Aoupidnke
11.1 LD50 and tov otépatog 6 apovpaiovg TpomomouniOnke
11.1 ATE CLP (Az6 T00 6TOpHATOG) TpomomouniOnke
11.1 ATE CLP (Zkovn/ctayoviolo) Ipootidnke
11.1 ATE CLP (At tov 8éppotog) Ipootédnke
12.1 Oworoyia - yevika Aparpédnke

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (And Tov
GTONOTOC)

O&ela to&codmta (amd Tov 6TONTOC), Katnyopia 4

Acute Tox. 4 (A& Tov
d¢ppatog)

O&eia To&wotnTo (516 ToL dEPLATOG), KaTnyopio 4

Acute Tox. 4
(Etomvon:okovn,opiyin)

O&ela to&omTa (e1omvon:okovn,ctayovidwa) Katmyopia 4

Eye Irrit. 2 YoPapn o@Oaipkn BAAPN/0pBakikdg epediopdg, katmyopio 2

H302 Emprapég oe mepintmon kordmoong.

H312 EmpraPég oe emapn pe to dépua.

H315 TIpoxalei epebiopd Tov déppartoc.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H332 Emprapés og mepintmon €16mvonc.

H335 Mmnopei va. Tpokarécet pefiopd TG AVATVEVGTIKAG 050V.

H336 Mmropei va Tpokarécet vvniio 1y Larn.

Skin Irrit. 2 AGBpmon/epediondg tov déppatog, kotnyopio 2

STOT SE 3 Eww to&ikomra o€ 0pyova-ctdyovs Hotepa and pio epanas £xbeon, katnyopia 3, vaprwon

Aghtio Agdopévav Acpaleiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd 10 dehtio mpoépyovtar and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot

YOPIG Kapio gyydnon, pnty N appnn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoioVTOG deV

VIOKEWVTOL 6T S1KN oG VOOV Kot HTopel Kot Vo iy UmITTONY Kot 6TIG ApprodtdTnTég pog. I'iontong kot yio GALovg AGYOUG, 0momolovpacte Kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNuicg oo, 1] LLe 0TTOL0dNTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvtaydnke KeL TPETEL VO YPTNGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GAAOL

TPOIOVTOG, O TANPOPOPIES TTOV TAPEXOVTUL £ EVOEYETOL VO LNV EIVOL EQUPUOCLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMCELS LLOG KoL

TpoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYEINS, ACQUAEINS KOt TEPPAAAOVTIKOV OIOITOEWY. ZVVETADG, dev Oa mpémet va. OewpnOel

OTL £YYLATOL OTOLUONTOTE GUYKEKPILEVT] 11OTNTO TOV TPOIOVTOG.
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