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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Promethazine for peak identification
Xnuwn Ovopacio : Promethazine hydrochloride
Kwd.-EE 1 200-375-2

apOpuog CAS : 58-33-3

Kodwodg mpoidvtog : 202300501

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
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
ZoPBopn opBarpkn PAAPN/0@OuiKdG epedicpodc, katnyopio 1 H318
EvaisOntonoinon tov déppoatog, karnyopio 1 H317
Ewwn| to&ikotmra o€ 0pyoava-ctdyovs Hotepa amd pio EQAnas H336
£xbeom, kotnyopia 3, véprwon

Ewwn| to&ikotmra o€ 0pyova-ctdyovs Hotepa and pio epanas H335
£xbeon, katnyopia 3, epebiopdg e avamveLSTIKNG 0500

Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H411
Katnyopiog 2

IIpeg keipevo tov dnhwcemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov

Emprapés oe mepintmon kardmoong. To&ucd yia Toug v3poPiovg opyaviopovgs, pe pokpoypdvieg emmrdoeic. [pokoiel cofapn opboiuucy PAAPn. Mropei va
TPOKOAEGEL aAAepYKT deppatikn avtidpaot. [Ipokodei epebiopd tov déppatog. Mmopei va mpokaAiéset vvnhia 1 LaAn. Mmopel va mpokaAiécet epediopd g
OVOTVELGTIKNG 000V.

25/11/2025 (svnuépwon) EL (eMnvikd) 1/12


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

Promethazine for peak identification

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 Tpoevraéng (CLP)

$

GHSO05 GHS07 GHS09
Kivdvvog
H302 - Emprofég o€ nepintmon Katdmroons.
H315 - TIpokahei epebiopd tov déppatoc.
H317 - Mropei vo. tpokaAécel 0ALepYIKT SEPUATIKY AvVTIdpOoN.
H318 - IIpokaiei coPapn opBaipkn BAGSN.
H335 - Mropei va tpokarécet epebiopd TG avamveLGTIKNG 030V.
H336 - Mmopei va tpokarécet vivnkio 1) {oAn.
H411 - To&wd 1o Tovg VIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTOCELS.
P261 - Anogedyete va avamvéete okdvn/ovabudoei/oéplo/otayovidlo/aTnods/ekveQdUaTO.
P264 - TTAOvete Ta ¥€p1a, TOVG TNYELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P271 - Na ypnowyronoteital povo 6€ ovotkto 1 Kakd agptiopevo xmpo.
P272 - Ta polvopéva evovpata epyosiog dev mpémet vo. fyaivouv amd o ydpo epyasiog.
P273 - No amopevyetat 1 eEAevBépmon 6to meptBarlov.
P280 - No 9opdite TPOGTATEVTIKG YAVTIO/ TPOGTATEVTIKG EVOVLATO/UEGO OTOUIKNG TPOGTAGIOG Y10l TOL
UATLO/TO TPOCMTO/TAL OVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOZHX: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpo, av acbavieite adabeoio.
P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAdvte pe dgpbovo vepd.
P304+P340 - ZE IIEPIIITQXH EIXIINOHE: Metagépate Tov nofovia otov kabapd aépa Kot
AQPNOTE TOV V. EEKOVPOCTEL GE GTACT OV SIEVKOAVVEL TNV AVOTTIVOT).
P305+P351+P338 - £E IIEPIIITQXH EITAO®HE ME TA MATIA: EnA0vete TPOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eival E0KOA0. ZuveyioTe va
Eemlévere.
P310 - KoAéote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yotpd.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 1 éva yatpd, av oncbaveite adobecio.
P321 - Xpetdleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNOEIOV OTNV ETIKETA).
P330 - Eemhdvete 10 0TOUO.
P332+P313 - Eqv mapatnpnOei epediopog tov déppatog: Zvppovievbeite/Emokepbeite yratpo.
P333+P313 - Eqv mapatmpnBei epediopodg tov déppatog 1 eppavictei e€avonua:
Zoppovievbeite/Emokepbeite yotpo.
P362+P364 - BydAte ta poAvopéva podya Kot TAOVTE T TPV To. EAVOYPNCLLOTOU|CETE.
P391 - Maléyte ™ yopévn moodTA.
P403+P233 - Amobnkedeton o€ kakd aeplopevo xmpo. O mepéktng dtatnpeiton epuNTIKG KAEIGTOC.
P405 - dvidoocetatl KAEWB®UEVO.
P501 - AwdBeomn Tov TEPLEXOUEVOV/TEPLEKTN GE oMpelo GLAAOYNG EMKIVELV@OV 1| E18IKAOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot dleBveic Kavoviopove.

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

Ewovoypappata kivovvov (CLP)

2.3. AALot Kivovvolr

Aev vrdpyovv emmAéov TAnpoeopiesg

GHS05
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Promethazine for peak identification
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
TPOioVTOG 1272/2008 EK [CLP]

Promethazine hydrochloride ap1Opdg CAS: 58-33-3 <100 Acute Tox. 4 (Amé tov otopatog), H302
Kwd.-EE: 200-375-2 (ATE=765 mg/kg copatikov Bépovg)

Skin Irrit. 2, H315

Eye Dam. 1, H318

Skin Sens. 1, H317
STOT SE 3, H336
STOT SE 3, H335
Aquatic Chronic 2, H411

IIpeg keipevo tov dnhdoemv H kot EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsidv

Fevikd pétpa tpdTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evKoADVEL TV avamvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
Zopfovievdeite/Emoxeqbeite yotpo.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete amald pe dpbovo vepd kot comovvi. Eqv to cupntdpata
empévouv, KoAéote yorpo. EGv o epebiopdg tov dépuatog empévet, cupPovievteite yopo.

Métpa tpdtev Bondeidv petd amd exapn pe o paTio 1 Eemhivete apéomg Kol TOPATETAUEVO HE VEPO KPATMOVTAS avorytd o PAEQapa TovAdy ooV 15
Aemtd). Edv vdpyovv @oioi emaens, apatpEote Tous, EpOcov gival e0kolo. Xuveyiote va Eeniévere.
Xvpfovievteite apéoms o@OaipioTpo.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete To otOpa pe vepd (Lovo edv o dropo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOWA GE ATOUO TV £XEL XAoeL Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/ywatpo.

4.2. TNpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS LETE 0O EIGTVOT : Mmnopei va tpokorécet epedico TG OVOTVEVGTIKNG 0300.
ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| UE TO EPLLOL : Mmnopei va tpokoréoet addepykn deppatikn avtidpoon. Ipokakei epebiopd Tov déppoatoc.
ZOUTTONOTO/EMOPACELS LETE OO ETAQT UE TOL LATLOL : Ilpokarel coPapn opOaiuky BAAPN. EpuBpotnta, mévoc.

4.3."Evo€1En 0To10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG QPOVTIONS KAl 101K G Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOmOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovsa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupdsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TIV 0VGIA 1] TO PEIYRO

Xe mepintmon TupKaylig Tapdyovtot ETKivouva . H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€id1o Tov avBpaka Kot
TPOIOVTO amoGHVOESNG ko to&kd agpta. TTIBavn amoforn to&kod vEpoug.

5.3. Zv6Ta0EIS Y10 TOVG TUPOGPEoTeg

Métpa yio TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vepoL T TupdcPecng 6To TEPIBAALOV.
Ipooctocio katd v TupdoPeon 1 Mnv enepPaivete yopig KatdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE LOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.
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Promethazine for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPIOL, TO LATIO 1] TO POVYIGUO.

I TpocOmKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCOTIKO.
T dTopa wov TPocPEpovy TpdTES fo10reg

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

Noa amogevyetor n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG amoyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vepov.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Ko TOTODETOTE TO G€ Evav KOTAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog (e amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe ™ didbeon.

TMHMA 7: Xepiopog kon awodnkevon

TIpopura&elg yio ao@oAn YEPLopd 1 Amogevyete kdBe meprrtn £kBeon. Dpovticte OoTE 0 YDpog epyasiog va e&aepileTar cwoTd.

Métpa vyevig : Mnv 1pdte, mivete 1| Komvilete, OTAV XPNOUOTOLELTE 0WTO TO TPOTIOV. T LOAVGHEVE EVIVLLATO
epyaciog dev mpémet va Byaivouv amnd o xmpo epyaciog. ITAOVETE Ta ¥€pLo cog Tpv and Kabe
EPYOCLOKO SLIAEYLILO KoL LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmofBnkebeton og kol agpilopevo ydpo. O mepiéktng dratnpeiton EpUNTIKA KAEIGTOC. ATOQEVYETE
T (éotn kot TV Gpeon nAlok aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPiE

TMHMA 8: "EAgyyog g £ék0eong/atopiki tpoctacio
Aev vdpyovv emmA£ov TANPOPopie

Kotaiinhor pnyavikoi heyyor

Katalinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvndmg amatteitol cOOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOL 1
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpocTocia TOV HOTIOV KUl TOV TPOGCAOTOV

IIpocrocia 0pOaipdv:
Dopdre cuokevn TpocTaciog yio o ptio. [Ipootatevtikd yvaid pe Tidylo tpoctatevtikd. (EN 166)
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Promethazine for peak identification
Agltio Agdopévev Acpaleiog

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

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdte kordAAnia yavtue. IIpocstatevticd yavta avOektikd og ynukd npoiovra. (EN 374)

TIpooTucio TOV UVATVEVGTIKMOV 00OV

IIpootacio TOV OVATVEVGTIKAV 00(DV:
e mepinTmon Tapay@yng oKOVNG, PTCLLOTOWOTE TPOSTUTEVTIKY HAoKa 1e @iktpo : P3

TMHMA 9: ®vokég Kot YNHUIKEG 1010TNTEG

9.1. Ztoyeia o TS facikés QUOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped

APOLOL : Aevko. Yrmokitpvo.
Epedavion : Crystalline powder.
Mopiaxr pata :320,9 g/mol

Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéorpo
Enpeio théewg 1 =222 °C (amoovvbeomn)
Enpeio mhéemg : Mn Swbéopo
Enpeio Bpacpod : Mn Swbéopo
Evopiektomra : Mn Swbéorpo
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agv oydet

Enpeio avaereéng 1 Aev woyvet
Bepokpacio avTavaPAeEng 1 Agv oydet

Beppokpacio arocHvieong

: Mn Swbéopo

pH 1 4-5(10%, Ydatud didivper)
Adropo pH : Mn Swbéorpo
1EDdeg, Kivepatikog (M) : Aevioydel
Awdvtomro : Nepo: > 1000 g/l
2VVTEAEOTNG KOTAVOUNG G€ HELYILO N-OKTOVOANG/VEPOD >4

(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atpov og Oeppokpacio S0°C : Mn Swbéotpo
IMokvotnto : Mn Swbéorpo
ZyETIKN TUKVOTNTO : Mn Swbéorpo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo

9.2. Aownéc mAnpoopiss

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUoTIKOTNTO.

10.1. AvtidpacTiKoTnTO.

Agv vrtapyovv emmAéov TANPoPopieg

10.2. Xnpwkn) otabepotnra

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavéTNTE EMKIVOUVOY AVTIOPACEDV
Agv vrdpyovv emmAéov TANpoeopies

10.4. ZovOnkeg Tpog awopuyn

Agv vdpyovv emmALov TANPOPOPieg
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Promethazine for peak identification

Agltio Agdopévev Acpaleiog

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

10.5. Mn coppotd vikda

Agv vdpyovv emmALov TANPOPOPiEs

10.6. Emucivovva wpoiovta amwocHvieong

Aev vdpyovv emmAov TANPOPopie

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpogopicg yia Tig TaEELS Kivovvov, 0ntmg opilovrar otov kavoviepd (EK) aprf. 1272/2008

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)

Promethazine hydrochloride (58-33-3)

LD50 amd tov 6t0p0T0G 68 apovpaiovg

765 mg/kg

AGBpmon ko epediopog Tov d€ppratog

ToPBopn opBaipkn PAGPN/epebiopog

EvaisOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dEPHATOG

MetoAha&lyéveon YEVVNTIKOV KUTTApmV
Kapxvoyéveon

To&wodmTa 6TV avamropay®yn

Ewwn to&ikomra ota 0pyava-otoyovg (STOT) —
epanaé £xbeon

Ewu to&ucotnta ota dpyava-otoyovg (STOT) —
emavelAnppévn ékbeon

Enucvdovotnta avappdenong

: Ilpokaiel epebiopd Tov déppatog.

pH: 4 — 5 (10%, Ydatwkd StéAvpa)

. TIpoxaiei coPapn o@BaApukn BAGSN.

pH: 4 — 5 (10%, Ydatwkd SiéAvpa)

1 Mmnopei va mpokarécel oAlepykn deppotikn avtidpoon.

: Mn tagwopnpévos (Baoet tov dubécipmv dedopévav, ta kprripta Tagvopnong dev mAnpovvrat)
: Mn taéwvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
: Mn tag&vopnpévog (Mn copnepacuatikd dedopéva)

. Mnopei va mpokarécet vevniia 1) {aAN. Mropel va TpokaAécel EpeMGHO TG OVATVELGTIKHG 0000.

1 Mn ta&wvopnpévog (EAeparticd dedopéva)

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

11.2. ITAnpo@opieg yro. GALovg TOTOVG EMKIVOVVOTNTOS

Aev vdpyovv emmAov TANPOPopies

TMHMA 12: Oworoyikég TAnpo@opisg

12.1. TogwkoétnTa

Enwcivduvo yio to vddtivo mepiBdilov, Bpayumpoddeciog

(0&09)

Emcivduvo yio to vddtivo meptBdilov, pokporpodesiog

(xpdviog)

: Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

1 To&wd o Tovg VIPOPLOVG OPYAVIGUOVG, LE HAKPOYPOVIES EXTTMOCELS.

Promethazine hydrochloride (58-33-3)

EC50 - Kapkwoewdn [1]

‘ >1-<10 mg/l (48 dpeg, Daphnia magna (NepdyvArog))

12.2. AVOEKTIKOTNTO KO IKOVOTNTO 0T0d0U NS

Promethazine hydrochloride (58-33-3)

AVOEKTIKOTNTO KO IKAVOTITO OTTOSOUNONG

‘ Aev voiotaton tayeio omocvvheon

12.3. AvvotétnTa frocvocapevong

Promethazine hydrochloride (58-33-3)

(Log Kow)

YUVTEAEGTNG KOTAVOUNG GE MElY o N-0KTOVOAN G/ VEPOD

>4
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Promethazine for peak identification

Agltio Agdopévev Acpaleiog

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

12.4. KiwvynTikétnTto 670 £60.00G

Agv vdpyovv emmALov TANPOPOPiEs

12.5. Anoteréoparta s a&ordynong ABT kot aAaB

Aev vdpyovv emmAov TANPOPopie
12.6. [016TNTES EVOOKPIVIKIG SO TAPUYNS
Aev vrdpyovv emmAéov TANPoPopieg

12.7. AXheg dvopeveig EMATAOCELS

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtorycio oyeTikd pe T otaeon

13.1. M£00dor enetepyaciog amofiiTov

Aev vrapyovv emmAéov TANPoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T LETAPOPA

Toupovo pe ADR /IMDG / TATA

ADR IMDG IATA
14.1. AprOpog OHE 1 op1Opég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amostoric OHE

IEPIBAAAONTIKA ENIKINAYNEX OYZXIEZ,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Ieprypagn eyypapov petapopig

UN 3077 I[IEPIBAAAONTIKA EIIKINAYNES
OYZIEZ, XTEPEES, E.A.0., 9, 111, ()

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-€1g KivdHvov KOTA TN HETAPOPE.

14.4. Opado. 6vokevOGiag

I

1II

I

14.5. Ilgprfoirovtikn emKivovvoTnTO

Emucivduvo yio to mepidiiov: Now

Emkivduvo yio to mepididov: Not
MoAvopoTikds TapdyovTag Yo To VIATIVO
nepBdiiov: Noaw
ApOuoc EmS (Ivpkayd): F-A
ApBuog EmS (Awppon): S-F

Emucivduvo yio to mepidiiov: Now

Aev vrapyovv emmAéov Stabéoiueg TANPOEOpieg
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14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo peragopd

Kddwoag ta&vounong (ADR)

Ewducée dotaées (ADR)

Mepropiopéveg moodteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewdwés dotaéerg ovokevooiog (ADR)

Awtdéelg pektg cvokevacieg (ADR)

Odnyieg Yoo opNTEG SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
x0dnv (ADR)

Ewducég drotaéers yio popntég deEopevig Kot
gumopgvpotokiBdtio xodnv (ADR)

Kodwog de&apevig (ADR)

Oympo yo petopopd de&apevng

Katmyopia petapopdc (ADR)

Ewducéc draraéers yuo ) petapopd - Kora (ADR)
Ewducés drotaéels yia ) petagopd - Xodnv (ADR)
Ewdwcés dataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xePopog (ADR)

Ap1Bv avayvopiong kwvdvvov (Kéuhep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

petapopd pécm Boraoong

Ewduc) npopreyn (IMDG)
[epropiopéveg mosdmteg (IMDG)
E&mpovpeves mocdtnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Ewducée dataées ovokevasiog (IMDG)
Odnyieg cLOKELAGIOG EUTOPEVUATOKIBAOTIOV-OEEAUEVDY
(kddwog IMDG)

Ewucés daraées IBC (IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés dotaéers yua defapevég (IMDG)
Katmyopieg poptiov (IMDG)
Amofrkevon kot xeptopdg (IMDG)

Evaépia petagopd

PCA E&apovpeveg mocoteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péylom mocdmta yio Teplopiopévn tocomto
EMTPETOLEVT Y1 ETPOTIYE AEPOCKAPT KO YLOL
agpookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emPatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aeposkaen
Ko yu 0epookaen petapopds goptiov (IATA)
Odnyieg cvokevAGIOgG LOVO YO0 HEPOTKAPT LETUPOPAS
poptiov (IATA)

Méyiot mocdTNTo. LETAPOPAS UTOKAEIGTIKG AT
aepookden petapopdg eoptiov (IATA)

Ewwés dotaers (IATA)

Kodwog ERG (IATA)

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

: MP10

. T1, BKl1, BK2, BK3

. AT
: 3

: VI3

: VCI,vVC2
: CVI3

. El
. LP02, P002
: PP12

. IBCO8

: M7
. 274,335,375, 601

Skg

: TP33

SGAV, LGBV

: 90

90
3077

1 274,335, 375, 966, 967, 969

Skg

: B3

. BKI, BK2, BK3, T1
. TP33

DA

SW23

. El
: Y956

30kgG

: 956
: 400kg

: 956
: 400kg

: A97, A158, A179, A197, A215
: 9L

14.7. Oaldooreg petapopis yvony copgpmva pe Tig Tpaters ron IMO

Agv oyvet
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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
Ewu mpopreyn (IMDG) TpomomouiOnke

1.1 Kwd.-EE Ipoctédnke

1.1 apOpog CAS Ipoctédnke

1.1 Mopen mpoiévtog TpomomouniOnke

1.2 Iepropiopoi otn xprion TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

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

2.1 AvemBopunteg puotkoynkeég emdpaoets, kabng | TpomorowOnke
KO EMOPACELS 6TV avOpdTIVN VYEia Kot 6T0
nepaAiov

22 Ankaoelg Tpogvraing (CLP) TpomomoumOnke

2.2 AnAdoelg emkcvdvvomtag (CLP) TpomomouOnke

3 2OvOeoN/TANPOPOPIES Y10l TOL CLOTATIKA TpomomouOnke
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Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopotnpiicers

4.1 Tevikd pétpa mpotmv fondeidv TpomomouOnke

4.1 Métpa tpdtev Bondedv petd amd enaen pe 10 TpomomouOnke
dépro

4.1 Métpa tpdtev Bonbetdv petd amd glomvon TpomomouOnke

4.1 Métpa tpdTev Bondeidv petd omd katdmoon TpomomouOnke

4.1 Métpa tpdTev Pondeidv petd and emopn pe to TpomomouOnke
pétio

4.2 ZopURTOUOTH/ EMOPACELG HETE 0td KoTdmoon Aparpédnke

42 ZOURTOUATO/ETOPACELS Aparpénke

42 ZOURTOUATO/EMOPACELG UETG OO ETAPN LLE TO TpomomorOnke
dépuo

4.2 ZOUNTOUATO/EMOPACELS LETE OO ELGTVON TpomomouOnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL TpomomouniOnke
pétio

43 A\ wTpikn yvopdtevon 1 Oepaneio Agorpédnke

5.1 AxotdAANAo TUPOGPESTIKO HEGO Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 e mepinTOon TUPKAYLAS TOPAyoVTaL EMKIVELVEL Ipootédnke
TPOIGVTO 0moGVVOEDNG

5.2 Kivduvog mopkayidc Aparpédnke

53 Ipoctacio kotd TV TopdoPeon Ipootédnke

53 Métpa Yo TNV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 Métpa EKTOKTNG OVAYKNG Ipootidnke

6.1 E&omhopndg mpootaciog TpomomorOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 [eptBoaAlovTikés TPOPLAGEELS poctédnke

6.3 T'a v amobnkevon Ipootédnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Tapanopn og GAho tunpoto (8, 13) Ipootidnke

7.1 Emumhéov kivouvol kota v enegepyacio Aparpédnke

7.1 TIpopuraéels o acQaAn XEPIGHO TpomomouOnke

7.1 Métpa vylevig TpomomouOnke

72 Ylkd cvokevaciog Ipoctédnke

7.2 Teyvikd pétpo Aparpédnke

7.2 YuvOnkeg O agNg TpomomouOnke

7.3 Ewwcég ypnoetg telikod katovalot Aparpédnke

8.2 [Ipoctacio TV AVOTVELGTIKOV 0dMV TpomomouOnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 IIpoctacio 0@OaApudY TpomomoumOnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
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Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
8.2 TIpootaoio Tov déppotog TpomomouOnke
9 ZUVTEAEGTNG KATAVOUNG O€ Helypa n- Ipootédnke
oktavorng/vepov (Log Kow)

9 pH Ipootédnke

9 Mopruaxn pao Ipootédnke

9 Enpeio éewg Ipootédnke

9 APDLLOL Ipootidnke

9 YdatodaivtdtnTa Ipootidnke

9 Epoedvion Ipootédnke

9 Oopun Aparpédnke
10.1 AvtidpacTtikéTTo Apurpédnke
10.5 Mn cvppatd vikd Agorpédnke
10.6 Emwcivduva tpoidvta amochvieong Aparpédnke
11.1 LD50 and tov 6TOp0T0g 6 0povpaiong Ipoctédnke
11.1 ATE CLP (And tov 6top0TOG) TpomomouOnke
12.1 EC50 - Kapxivoewdn [1] Ipootédnke
12.1 Owoloyia - yevikd Apurpédnke
13.1 [eprpeperards kavoviopog tepi anofrntmv Agorpédnke

Mpeg keipevo ppacswv H ko EUH:

Acute Tox. 4 (And Tov O&eia To&wotnta (06 T0V GTOHATOC), KoTnyopia 4

GTOHATOG)

Aquatic Chronic 2 Emucivduvo yia to vdartvo mepBdrlov — Xpoviog kivduvog, katnyopiog 2
Eye Dam. 1 YoPoapn o@Oaipucr PAAPN/00Batkdg epebiouog, katnyopia 1

H302 Emprapég oe mepintmon kordmoong.

H315 TIpoxalei epebiopd Tov déppatoc.

H317 Mmopei vo Tpokarésel aALepYIKN depUaTIKT avTidpoon.

H318 Tpoxaiel coPapn opBaipkn PAALN.

H335 Mmropei va. Tpokarécet peBIGUO TG AVATVEVGTIKAG 050V.

H336 Mmropei va Tpokarécet vvniio 1y CaAn.

H411 To&wd Y10, TOLG VIPOBLOVS OPYAVIGHOVGS, LUE HOKPOYPOVIEG EMITTMCELS.
Skin Irrit. 2 AdBpwon/epebiopdg tov déppatoc, katnyopio 2

Skin Sens. 1 EvaisOntonoinon tov déppatog, karnyopio 1

STOT SE 3 Ewwm to&ikotra og 0pyava-ctdyovg Hotepa and pia epdnal £xbeon, katnyopia 3, vépkwon

Agktio Aedopévov Aceareiag (AAA), EE
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ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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