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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Promethazine for peak identification
Kodiog mpoidvtog : 202300501

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opOaipkn PAAPN/0@OaApcOG epebiopde, KaTnyopia 1 H318
Evaisbntomoinon tov déppotog, karnyopia 1 H317
Emivduvo yio to vdatvo meptBdilov — Xpoviog kivduvog, katnyopiog 2 H411

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xroyyeia eTIKETOG

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

$

GHSO05 GHS07 GHS09
Ipogworomtikn AéEn (CLP) . Kivduvog
Tepiéyer . Promethazine hydrochloride; Phenothiazine ; 10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-,
monohydrochloride
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H317 - Mropei vo. pokaAécel oALepyIK dEPUATIKY avTidpoon.
H318 - IIpokaiei coPapn opBaipkn AGPN.
H411 - To&wd Yo Tovg VIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTMGELS.
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Promethazine for peak identification
Agltio Agdopévev Acpaleiog

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

AnAdoetlg Tpoevraéng (CLP) 1 P261 - Amogebyete va avamvéete oKOVN/avaBupdcels/aépto/cTaryovidia/ oTOVS/ EKVEPMLATOL.
P264 - ITAOvete Ta x€pia, Tovg TNXELS (AvTIBpdyiae) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCULOTOLEITE 0WTO TO TPOTOV.
P272 - Ta polvopéva evévpata epyosiog dev mpémet vo. fyaivouv amd to ydpo epyasiog.
P273 - No amogevyetan 1 ehevBépmaon 610 meptBarlov.
P280 - No 9opdite TPOCTATEVTIKA YAVTLOU/ TPOGTATEVTIKG EVOVLLATO/UEGO ATOUIKNG TPOCTAGIOG Y10l TOL
UATLO/TO TPOCMOTO/TAL QVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpo, av acbavieite adwabecio.
P302+P352 - XE [IEPIIITQXZH EITA®HE ME TO AEPMA: TTAvvte pe dgbovo vepo.
P305+P351+P338 - ZE INEPIIITQXH EITAO®HX ME TA MATIA: ZEenA0vete TpocEKTIKA pe VEPO
Y0 OPKETE AETTAL. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. XvveyioTe va
Eemhévere.
P310 - Koréote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yorpd.
P321 - Xpeidleton 8 ayoyn (PAéne copuminpopatikég 0dnyieg tpdTav Pondeidv oty etikéta).
P330 - Eemldvete 10 oTOUA.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epeoaviotel e£avinpua:
ZopPovlrevdeite/Emoxeqbeite yiotpo.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE Ta TPy 1o EOVOYPTGULOTOUGETE.
P391 - Maléyte T yopévn mocdTa.
P501 - AudBeon tov mepieyopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Ko SebVelg KOvovIGHOoUE.

INpavon coppova pe: eEapeitor 1) EcOTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVD TNG OToiag dev vrepPaivovv tao 10ml

Ewovoypdppoata kivdvvov (CLP) :

g

GHSO05
Emwcivduvo nepieydpevo . Promethazine hydrochloride; Phenothiazine ; 10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-,
monohydrochloride

2.3. A)hor Kivovvol
Aev nepiéyel ovaieg PBT/VPVB > 0,1%, ot omoieg éyovv a&roroynOei soppmva pe to Mopdpmuo XIII tov Kavoviepod REACH
To piypo dev mepiéyet ovoia(eg) mov meptapPaverar oTov KatdAoyo mov Kataptiletar cuupmva pe to apbpo 59 mapdypapog 1 tov kavoviopod REACH yo tig

10T TEG EVOOKPIVIKAG dloTapoyng M dev avayvepiletat 6Tt £xeL 1B10TNTEG EVOOKPIVIKNG dl0TapayNG COUPMVOL [E TA KPLTNPLo. ToL opilovtotl 6Tov Kat'
g&ovolodotnon Kavovioud mg Emrponng (EE) 2017/2100 1 tov Kavoviepd g Emtrponnig (EE) 2018/605, oe cuykévipwon ion 1 peyarvtepn and 0,1%

TMHMA 3: Z6vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Aev 1oyvet

3.2. Meiypora

Ovopa AvayvopioTiKog KOOIKOS % Koararaén copeova pe tnv odnyia
TpoidvTog 1272/2008 EK [CLP]

Promethazine hydrochloride - 95-100 Acute Tox. 4 (And tov otopatog), H302
(ATE=765 mg/kg copotikod Bapovg)
Eye Dam. 1, H318

Skin Sens. 1, H317

Aquatic Chronic 2, H411

Phenothiazine - 0,01 -1 Acute Tox. 4 (And Tov otopatog), H302
(ATE=500 mg/kg copotikod Bapovg)
Skin Sens. 1, H317

STOT RE 2, H373

Aquatic Acute 1, H400

Aquatic Chronic 1, H410
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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

Ovopa AvayvopieTiKkog KOOIKOG % Kataraln copeova pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, - 0,01 -1 Acute Tox. 4 (And tov otopatog), H302

monohydrochloride (ATE=500 mg/kg copotikob Bapovg)

Eye Dam. 1, H318
Skin Sens. 1, H317
Aquatic Chronic 2, H411

IIpeg keipevo tov dnhmwoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondsiov

4.1. Ileprypagn péTpov TpAOTOV fondeidv

Tevikd pétpa mpdtmv fondetdv 1 IIvete apéowg To onpeio mov Npde og emapn pe o TPoidv, pe dpbovo vepod.

Métpa Tpodtmv Bonbeldv petd amd glomvon 1 Bydte Tov maBévta otov kabapd aépa. APHoTE TO GTOHO TOV TPOSPANONKE Vo avamvevoel kKabupo
aépa. Apeon otpikn mepiBaiyn Kot 101K aywyn, 6€ TEPITTMOT AVAYKNG.

Métpa Tpdtmv Bonbeldv petd and emaen e To déppo 1 KaBapiote ™ peyordtepn duvari tocotta okovmilovtdg ) (Kabapd kot porakd amoppoenTikd
navi). [TAvete pe apbovo vepd kat amoppumavtikd. Eefydrte pe yAapo vepd yua 15 Aentd. Eqv o
£peBiopOg Tov 8€ppatog empével, cupPovievteite yloTpo.

Métpa mpodtmv Bonbdetdv petd and exagn pe to pdtio 1 Bemlovete pe vepd Kpotdvtag ta BAEpapa kaAd avorytd. Edv vrdpyovv gakol emagns, apapéote
TOVG, £POCOV givar ebkoro. Tuveyiote va Eemhévete. Te mepintmon epebiopdv, cupfovievteite
opBaipiotpo.

Métpa tphrov Bondeidv petd amd katdmoon 1 Eemlovete to otopa. Mnv mpokakeite épeto.

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

ZounTOUOTO/EMSPACES : Ilpokaiel eykavpata.

ZOUTTOUOTO/EMOPACELS LETE OO ELGTVON : Avemapkn dedopéva. Mropei va Ttpokarécet Aaydviacpa, aicdnon Bapovg oto Odpaka, epediopd
670 Aopd Kot .

ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LE TO DEPLLOL : Avemapkn dedopéva. EpvBpotnra, movoe.

ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LTI : Avemapkn dedopéva. EpvBpotnra, movoc.

ZOUTTOUOTO/EMSPACELS LETE OO KOTATOGT : Eykadpato tov fAevvoydvov Tov 6Topdyov Kot TV EVIEPOV.

4.3."Evo€1En 0TT010.601)TOTE ATUITOVUEVIS GUEGTG LUTPIKNG QPOVTIONS KA E0IKNG Oepameiag

ZvpPovievdeite/Emoreqbeite yiatpd. Edv eivan duvatd dei&te oavtd to pOAL0 acareiog, Kt av Oyl dei&te T cuokevasio N ™V ETKETA.

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

5.1. [TvpooPeotika péca

KotdAinia péoa mopodcfeong : KovBépta nmupdoPeonge.

5.2. Edwkoi T0mol EmKIVOUVOTITAS TOV TPOKVTTTOVY até TNV 0VGia 1] TO peiypa

Kivdvvog mupkoyidc . BAéme tpunpa 2.2. Kivéuvog oympaticpod toéikdv Kot S1ofpoTikdy aepimy.
5.3. Zv6Ta0ELS Y10 TOVG TUPOGPEoTEg

METpa Yo TV KOTATOAEUNOT) TG TUPKAYLAG . Xpnowonomote péca KoTdofeons KOTdAANAN Yo TV TepBAAlovca TUPKOYLE.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVGTG

6.1. IIpocomKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTMGIOG KUl O1OIKAGIES EKTAKTNG OVAYKNG

Tevikd pétpa 1 Amo@¥yete v Gueom enogn pe To TPoidv. Mnv avamvéete
GKOVI/avaBLILAGELS/ 0EPLO/GTOYOVISIH OTLOVC/ EKVEQMLALTAL.

6.1.1. T TpoSs TS GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Aev vrdpyovv emmAéov 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

6.1.2. T Gropo Tov TPocPépovy TPpATES fonidereg

E&onhopog mpootaciog : BMéme tpnpa 8.

Agev vrdpyovv emmAéov TANpogopieg

MébBodot kabapiopon : Zyovpéyte, 6TL Ta omoppipota Oo mepoLALeYODY Kot Ba amoBnkevtodv aoparis. Kabapiote
TPOGEKTIKA. XPNGUOTOWGTE TO TTPOIOV LE TPOGOYN. L€ VIATIVO TEPPAAioV : AlfpmTIKO Yo TO
HATLO, TIG AVOTTVEVOTIKEG 000VG KOL TO OEPLLAL.

Agv vdpyovv emmALOV TANPOPOPIES

PLoNog Ko amodKevon

Emn\éov kivduvor katd v eneepyacio . Egiotdron eniong n mpocoyn} Tov xpnotn 6Toug mhovois Kvdhvoug Tov EVUTAPXOVV TNV TEPINTOCT

OV TO TPOTOV YpNoomotndel pue TpOTO OV 0pileTar amd TIG KUTACKEVUGTIKEG TPOILUYPUPES. 1€
V3GTvo TEPIPAALOV : ABPOTIKO Yl0L T HATLO, TIG OVOTTVEVGTIKEG 0000G KOl TO SEPLLOL.
TIpo@ura&els yio ac@ain yeipiopd : XpNoWomomoTE TO TPOIOV LE TPOGOYT. ATOQVYETE TNV GLECT] EMAPT LE TO TPOIOV.
Meétpa vytewvng : Xpnon tov mpoidvtog pe ophn fropmyovikn vyewn Kot dtadikacieg acQoAeiog.

Teyvikd pétpo 1 Zoppopembeite e TOVG 1YXVOVTEG KAVOVIGHOVG.
TovOnkeg @OAUENG ;. DvAdooetol KAEWB®LEVO.

BAéme tunpa 1.

TMHMA 8: ‘ELreyyog ™G £ék0eonc/aTopiki Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0gong kot frohoyukég oprokés Tipég

Agv vdpyovv emmALoV TANPOPOPiES

8.1.2. ZuvioTdpeveS S1001K0GiES TOPAKOLOVONONG
Aev vrdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emmALov TANPOPOPie

8.1.4. DNEL kax PNEC

Agev vrdpyovv emmAéov TANpoQopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPieg

8.2.1. Katdiinkior pnyavikoi éreyyor

Kotaiinhor pnyavikoi éreyyou:
Awnpiiote og KaAd e&aeptlOpevo xdpo. Xpnoylomoleite AmokAEIOTIKA G KAEIGTN XOAVN Le EVeOUaTOpéVo iktpo. DikTpo aepocmpoatdiov vyning
amoterecpatikomrag (HEPA filter).
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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

8.2.2. ATopkog TPOOTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV PUTIAOV KL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipoctacio Tov déppatog

IIpocrocia Tov déppatog:
XpNoYOnolEioTE TPOSTUTEVTIKO POLYIGUO Yo ynpké. DIN EN 13034

Ipootacio TOV yePLOV:
[poctotevtikd yavtio avhektikd og ynukd mpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

IIpoctacio TOV OVATVEVGTIKOV 00(V:
Ye nepintoon anelevbépmong orovNG : pnaokes pe eiktpo yio okdves P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpoidpatos. Popdte avamvenotikn
GUGKELT G€ TEPinTOo £kBeong oe aToDE/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

8.2.3.'Eleyyor meprfariovrikig ék0eong

Aev vrdpyovv emmAéov TANpoPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia yia Tig faGIKES QUOIKES KL YNMIKES 1O10TNTES

Dok KoTdoToom 1 Zteped
APDHOL : Mn Swbéorpo
Oopn 1 Aev woyveL
Opto oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéotpo
Enpeio mgemg 1 Mn Swbéorpo
Enpeio Bpacpon : Mn Swbéorpo
Evpiextomrto : Mn Swbéorpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xoauniotepo 6pro Ekpnéng 1 Aev oyvet
Avdtato 0plo ekpnEpoTnTog 1 Aev oyvet
Inueio avapreéng 1 Aev oyvet
Beppokpacio avtavapreing 1 Aev oyvet
Bgeppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéopo
1E®deg, Kvepotiedg (1) : Aev oy
AwAvtomro : Mn dwbéoyio
ZUVTEAEGTNG KOTAVOUNG O Pely o N-0KTavOANG/vEPOD : Mn dwbéoyio
(Log Kow)

Taon atuodv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotnta : Mn dwbéoyio
ZyeTikn TokvoOTNTOL : Mn dwbéoyio
Tyetikn TokvOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg
9.2.1. TIxnpoopicg oYeTIKA pE TIS KLAGELS PUOLKOV KIVOHVOL
Aev vdpyovv emmAov TANpoPopie

9.2.2. AAA0 (OPUKTNPIGTIKG 06Quleiog

Agv vrdpyovv emmAéov 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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

10.1. AvtidpacTikéTnTO

Zt00epd VIO KAVOVIKEG GLUVONKES.
10.2. Xnpkn ctabepétnta
Aev vdpyovv emmAov TANPOPopie

10.3. IBavéTNTO EMKIVOUVOY AVTIOPAGEDV
Aev vrdpyovv emmAéov TANpoPopieg

10.4. ZovOnkeg Tpog awopuyn

Agev vrdpyovv emmAéov TANpoPopieg

10.5. Mn cvppata vika

Kapia og kavovikn yprion. BAéne tpunqpo 7.

10.6. Emcivévva wpoiévra amocvvleong

Otav Beppaivetar péxpt Tov onNpeiov S1ACTAONG, EKTEUTEL EXKIVELVOLG KOTVOVGS.

TMHMA 11: To&koroyikég TANPOPOPIES

11.1. ITAnpo@opies yia Tig TAEES Kivovvov, 0Tteg opilovrar otov kavoviepo (EK) apif. 1272/2008

O&eia To&wotnta (0md oTOHATOG) ;. EmProPég o mepintwon katdmoong.
O&eia To&koTNTal (deprOTIKN) 1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)
O&eia To&wotnta (avamvon) 1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev mhnpovvot)

Promethazine for peak identification

ATE CLP (Am6 100 6TOHATOC) ‘ 768,535 mg/kg copatikod Bapovg

Promethazine hydrochloride

LD50 and tov 6tép0t0g 68 apovpaiovg ‘ 765 mg/kg

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

LD50 and 100 6T0HaTOG 6 Apovpaiovg ‘ > 300 — <2000 mg/kg

AGBpmon ko epediopog Tov d€ppratog : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

Promethazine hydrochloride

pH ‘ 4 -5 (5%, Ydortiko didivpa)

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

pH ‘ 4 -5 (5%, Ydatko dadvpa)

YoBapn o@Baipikn BAEPN/epebiopds : Ilpokaiei coPfapn opOaipucy BASN.

Promethazine hydrochloride

pH ‘ 4 -5 (5%, Ydatko didvpa)

10H-Phenothiazine-10-ethanamine, N,alpha-dimethyl-, monohydrochloride

pH ‘ 4 -5 (5%, Ydatwko dtdiopa)
EvasOntonoinon tov avomveustikod 1 : Mnopei vo mpokarécel oAlepytkn depUaTIKh avTidpoon.
guaednTomoinon Tov dEPHATOC
Metorha&lyéveon YEVVNTIKOV KUTTAp®V 1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)
Kapkwoyéveon : Mn ta&wvopnuévos (Baoet tov dtubéciumv dedopévav, ta kprripta Tag&vopnong dev mAnpovvrat)
To&wodmTa 6TV avamopay®yn : Mn tag&wvounuévos (Baoet tov dabécyiov dedopévav, ta kprripa ta&vounong dev mAnpovval)
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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

Ewikn to&ikdmta ota 0pyava-otoyovg (STOT) — : Mn ta&wopnpévos (Baoet tov dtabéoimv dedopévav, ta kptmpta tagivounong dev mAnpovvat)
epano ékbeon
Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounpévog (Baoet tov dobéoipov dedopévav, ta kKprnpla ta&vounong dev minpovval)
emavelnupévn ékbeon
Phenothiazine
Ewdun to&ucdtta ota opyava-ctoyovg (STOT) — Mmopet va tpokarécet BAaPeg ota dpyava Hotepa and TopaTeTapévn 1 emavenupévn kbeon.
emavenupévn ékbeon
Enucvdovotnta avappdenong : Mn ta&wvounuévos (Advvaptio GOAROYAG SESOUEVMV YiaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAov TANpoPopie

TMHMA 12: Oworoyikég TAnpo@opisg

Owoloyia - yevikd : Emivduvo amdpinta. Xpnoyonoteite katdAAnio Soyxeio andppiyng.

Emwcivduvo yio to vdatvo mepiBdilov, Bpayvrpodbeopog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, o kprmpla Tasvopnong dgv TAnpovvar)
(0809)

Emivduvo yio to vdatvo meptBdrlov, pakporpodbecpog : To&ukd yio Toug VIPOBIOVG OPYOVIGHOVS, HE LOKPOYPOVIES EMTTAOGELS.

(xpdviog)

Aev vopiotaton Tayeio amocvvieon

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPiEs

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

TMHMA 13: Ztorycio oyeTikd pe T otadeon

Tomwr| vopoBesio (andpfinto) : Kotaotpéyte e ac@ain Tpomo GOUP®MVO e TOVG TOTIKOVS/ €0VIKOVS KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Topeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. AprOpoég OHE 1 op1Opég TavtétnTog

UN 3077 UN 3077 UN 3077
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ADR

IMDG

IATA

14.2. Owkeia ovopaosio arootolig OHE

TMEPIBAAAONTIKA
EIIKINAYNEX OYZIEY,
XTEPEEZ, E.A.O.

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

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

Heprypagn eyypaoov peTagopas

UN 3077
TTEPIBAAAONTIKA
ENIKINAYNEX OYZIEZ,
XTEPEEZ, E.A.O., 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 Kivovvov Kot T peETaQOpa

9

%
dlh.

14.4. Opaoa cvokevaciog

I ‘

1

1T

14.5. IleprforhovTiki] emKivouvoTNTA

Emkivdvvo ya to meptpaiiov:
Nau

Emkivdvvo yua to meptpaiiov:
No
Moivopatikdg mapdyovtag
Y1t To VIATIVO TEPIPAALOV:

Emucivouvo ya to meptBdirov: Not

Now

Aev vrapyovv emmAéov Stabéoipes TANPOEOpieg

14.6. Ewdkég mpo@uratels yia tov (piotn

Eniyewo petagopa

Kodwods ta&vopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg ovokevacieg (ADR)

Odnyieg Yoo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPAOTIOL
x0onv (ADR)

Ewwéc dratdéers yio popntés delapeveg Ko
gumopevpotokiPdTie Odnv (ADR)

Kodwog de&apevng (ADR)

Oympa yo petopopd deEapevig

Katmyopia petapopds (ADR)

Ewducée drataéers yuo ) petapopd - Kora (ADR)
Ewducés drotaéelg yia ) petagopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - optmon,
eKQOPTOON Kat xepopog (ADR)

ApBv avayvopiong kvdvvov (Képiep ApBu.)

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

: MP10

. Tl1, BKI, BK2, BK3

. AT
: 3

: M7
. 274,335,375, 601

Skg

. TP33

SGAV, LGBV

V13
VCl1, VC2

: CV13

: 90
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oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR) Do

petagopd péow Bordcong

Ewu npopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg mosotnteg (IMDG) : Skg

E&ampovpeveg mocotnteg (IMDG) . El

Odnyieg ovokevasiog (IMDG) : LP02, P002

Ewwég dotages ovokevasiog (IMDG) : PP12

Odnyieg ovokevaciog sumopevpotokiBotiov-deiopevav : IBCO8

(kddwkog IMDG)

Ewwég dorages IBC (IMDG) : B3

Odnyieg Yo de&apevég (IMDG) . BKI, BK2,BK3, T1
Ewwég doragers yua de&apevég (IMDG) . TP33

Appds EmS (TTupraryid) . F-A

ApOpds EmS (Awppon) . S-F

Katyopieg poptiov (IMDG) A

Amobnkevon kot yepiopods (IMDG) : SW23

Evaépra petagopd

PCA E&apovpeveg mocotreg (IATA) . El
PCA Ileplopiopéveg mocomreg (IATA) : Y956
Kabapn péyom mocdta yio tepopiopévn tocoémta  : 30kgG
EMTPETOLEVT Y10 ETPOTYE AEPOCKAPT KO YLOL

aepookden petapopdg poptiov (IATA)

Odnyieg ovokevaciog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KOL Y10t 0epOoKaQN petapopds poptiov (IATA)

Odnyieg cvokevaciog HOVO Yol HEPOSKAPT LETUPOPES 1 956

eoptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS UTOKAEIGTIKG AT : 400kg

aepookaen petapopds poptiov (IATA)

Ewwés dotaeis (IATA) . A97, A158, A179, A197, A215
Kodwog ERG (IATA) : 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikod yopoktipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe TNV 0.6QaLEWD, TNV VYEID KoL TO TEPIBaLLOY Yia TNV OVGiC 1| TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepiéyerl kopia ovoio(eg) mov meprapfavetoovrar) oto Mapaptnua XVII oo REACH (Ilpobnobiceig neplopiopon)
HMapaptnpae XIV tov REACH (Katdhoyog 0d€1006Ttnong)

Aev mepiéyet kapio ovaia(eg) mov nephappavetar(ovrar) oto Mapdpmua XIV tov REACH (Katdloyog adg1086tnong)
Kataroyog vroyiorov overdv REACH (SVHC)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuyv ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevn cuvaiveon petd amd evnpépmon)

Aev gpappoletar.

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

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

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

Aev mepiéyet kopia ovoio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdroyo ovatdv mov e&acbevilovv to 0lov (Kavoviopog EE 1005/2009 oyetikd e Tig 0voieg mov
e&acbeviCouv ™ otifdda Tov 6lovtog)

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

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mephapfavetayoval) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe Tig TpOSpopeS ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&ohdynon ymuikis o.o@dierog

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo pacswv H ko EUH:

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

GTOLOTOC)

Aquatic Acute 1 Emucivduvo yio to vdativo meptBdAlov — 0&0g kivdvvog, katnyopiag 1

Aquatic Chronic 1 Emucivduvo yia to vddrtivo mepidriov — Xpoviog kivduvog, katnyopiog 1

Aquatic Chronic 2 Emucivduvo yio to vdartvo mepdrlov — Xpoviog kivduvog, katnyopiog 2

Eye Dam. 1 YoPoapn o@Oaipucr PAAPN/00Batkdg epebicpdg, kKatnyopio 1

H302 Empropég oe mepintmon kordmoong.

H317 Mrmopei vo Tpokarécel oAlepyKn depUaTiKh avTidpoon.

H318 TIpoxaiel coPapn opBaipkn AGLN.

H373 Mmnopei va. tpokarécet BAAPeg ota dpyava VoTEPR amd TAPATETOUEVN | Emavenupévn kOgom.
H400 TToAd to&o Y10 Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAd to&o Yo Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXITTMOCELS.

H411 To&wcd Y10 TOLG VIPOBLOVS OPYOVIGHOVGE, LE HOKPOYPOVIEG EMITTMCELS.

Skin Sens. 1 EvaisOntonoinon tov déppatog, katnyopia 1

STOT RE 2 Ewwm to&ikomra og 0pyava-otdyovs Hotepa and exovelknupévn ékbeon, katnyopio 2

Katnyopromoinon ko 7p@TéK0OALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Acute Tox. 4 (Ao Tov H302 M¢£60d0g VTOAOYIGHOY
GTONOTOC)

Eye Dam. 1 H318 Mé£0050¢ VITOAOYIG OV
Skin Sens. 1 H317 Mé£60d0¢ VTTOAOYIG OV
Aquatic Chronic 2 H411 MéBodog voroyiopon

Agktio Aedopévov Aceareiag (AAA), EE

ATIOIIOIHZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e avtd 0 deATio Tpoépyovtatl amd myES Tig omoieg Dewpoipe aéomiotec. [Tapodia avtd, divovraor

Yopic Kapio eyyonon, pnty N appntn, Yo Ty akpifetd tove.
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