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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Promethazine hydrochloride

Xnuwn Ovopacio : Promethazine hydrochloride

Kodiodg mpoidvtog : 201600765

Zovavopo . 10H-Phenothiazine-10-ethanamine N,N-alpha-trimethyl monohydrochloride

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, Eonvon, Aeppoticd

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

sds@edgqm.eu - www.edgm.eu

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
ZoPapn opbaipkn PAAPN/0@OaApIcOG epebiopdS, KaTnyopia 1 H318
Evaisbntomoinon tov déppotog, katnyopia 1 H317
Emcivduvo yio to vdatvo meptBdilov — Xpoviog kivduvog, katnyopiog 2 H411

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xtoyeia eTIKETOG

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

$

GHSO05 GHSO07 GHS09
Ipogworomtikn AEn (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H317 - Mmopei vo. tpokadécel oALepYIKT dEPUATIKY avTidpoon.
H318 - IIpokaiei coPapn opBaipkn BAGPN.
H411 - To&wd yio Tovg vIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTMGELS.
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Promethazine hydrochloride
Agltio Agdopévev Acpaleiog

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

AnAdoetlg Tpoevraéng (CLP) : P261 - Anogebdyete vo avomvéete okdvn/avabopidoels/aépia/otayovidio/aTons/eKvepMULOTaL.
P264 - ITAOvete ta xépio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnoonoteite avtd T0 TPOiov.
P272 - To polvopéva evddporta epyaciog dev mpénet va Byaivovy and 1o xdpo epyaciog.
P273 - No amogedyetor 1) ehevBépwon oto meptBdAiov.
P280 - No 9opdte TpooTaTeLTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: Kaiéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpd, av oicbavieite adwabecio.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, CPAPESTE TOVGS, AV givar £0KOLO. XuveyioTe va
Eemhévere.
P310 - KaAéote apéowg to KENTPO AHAHTHPIAXZEQN 7 éva yuatpd.
P321 - Xpedlerar €1dwn ayoyn (BAéne cuprinpopoticés odnyieg tpdtmv fonbeidv oty eTikéTa).
P330 - Eemhvvete to otopa.
P333+P313 - Edv mapatnpnBei epebiopds tov déppatog 1 eppaviotei eEavOnua:
Tvppovievbeite/Emokepbeite yotpod.
P362+P364 - Bydte ta poAvopéva podyo Kot TAOVTE Ta TPV TO. EQVOYPT|GLLOTOLGETE.
P391 - Moaléyte ™ yopévn mocoTTO.
P501 - AudBeon tov mepieyopEvou/nepIEKTN o€ GNUEID GVAAOYNG EMKIVELVMV 1) E18IKOV oA Tmy,
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) :

3

GHS05

2.3. AlLot Kivovvol

Aev vrdpyovv emmAov TANpoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 GCVGTATIKG,

3.1. Ovoieg

Ovopa AvayvopioTikog KOOKOG % Kararaln copoova pe Ty odnyio
TPOi6VTOg 1272/2008 EK [CLP]

Promethazine hydrochloride - <100 Acute Tox. 4 (Amd tov otopatog), H302

(ATE=765 mg/kg copatikov Bépovg)
Eye Dam. 1, H318

Skin Sens. 1, H317

Aquatic Chronic 2, H411

ITAnpeg keipevo tov niocewv H kon EUH: BAéne tunqua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpa tpodTev fonderdv : ITovete apéomg o onpeio mov pBe o emapn pe To TPoidy, e Apdovo vepod.
Métpa tpdTev Bondeidv petd anod silomvon . Bydte tov mofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPANONKE va avamvevoet kabapd
aépa. Apeon wtpkn mepiBakym kot £101KN ay®yn, G€ TEPIMTOOT AVAYKNG.
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Promethazine hydrochloride
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv ondetdv petd and emaen pe 1o déppa @ Kobapiote m peyarvtepn dvvorh moodtnto okovmilovtdg ) (kabapd Kot polakd amoppoenTikd
novi). [TAovete pe dpBovo vepd kat amoppumovtikd. Eefydite pe yAapd vepd yur 15 Aentd. Eqv o
£pe0iopdg Tov dEppatog empével, GUUPOVAEVTEITE YLTPO.

Métpa npdTov fondetdv petd amd emagn pe to paTio 1 EemlOvete pe vepod kpatdvtog to PAEeapa Kakd avolytd. Edv vrdpyovv gakoi emapng, apapéote
T0VG, £pOGOV eivar ebkoro. Zvveyiote va Eemhévete. Xe mepintoon epediopdv, cvpBovlevteite
opOoApioTpo.

Métpa tpdTmv ondetdv petd and katdmoon : Eem\bdvete o otoOpa. Mnv mpokodeite §peto.

ZOUTTOUOTO/EMOPAGELS : Ilpokaiel eykavpata.

ZOUTTOUOTO/ETOPAGELS ETA OO EIGTVOT : Avemapkn dedopéva. Mropei va tpokarécet Aoydviacpa, aichnon Bapovs oto Odpaka, epediopd
670 Aoupod Kot .

ZOUTTOUOTO/EMOPAGELS LETG A EMAPT LLE TO SEPLLOL : Avemapkn dedopéva. EpvBpotnra, mévoc.

ZOUTTOUOTO/ETOPAGELS LETA OO ETAPN LLE TOL HATIO : Avemapkn dedopéva. EpvBpotnra, movog.

ZOUTTOUOTO/ETOPAGELS HETA OO KOTATOOT . Eykadpato tov fAevvoydvav Tov 6TopdyoL Kot TV EVIEPOV.

YvpPovievbeite/Emokepbeite yiorpo. Eav eivat duvatd dei&te avtd to gOIlo acpodeiag, KL av oxL, dei&te ) cvuokevacio 1 TV ETIKETA.

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

Katdnka péca nopdcPeong : Kovpépta nupdoPeong.

Kivévvog mupkayidg : Bhéme tuqpa 2.2. Kivduvog oynuaticpod toéikadv kot Siefpatikdv aepimv.

Métpa yio TV KOTATOAEUNGN TG TUPKAYLHG : Xpnoomomote péca Kataofeons KATOAANA Yo TV TepPAAlovca TUPKOYLE.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : Amo@uyete TV QECT) EMAPN e TO TPOiOV. Mnv avanvéete
oKkovn/avabudoeis/aéplo/oTayovidia/oToNs/ EKVEPOLATA.

6.1.1. T Tpocs TS GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG
Aev vrdpyovv emmAéov TANpoPopieg
6.1.2. ' dTopa mov TPooPEpovy TPAOTES forOereg

E&onhopog mpootaciog : BAéme tunpa 8.

Agv vdpyovv emmALOV TANPOPOPiEg

MéBodot kabapiopon 1 XZryovpéyre, 01t ta amoppipato 0o TepiouAkeyovv kot Oa amodnkevtody acearéc. Kabapiote
TPOGEKTIKG. XPNGHOTOMGTE TO TPOIOV e TPOocoyN. L€ Vd&Tvo mepPdArov : Alofp@Tikd yio Ta
UATIOL, TG OVOTVEDGTIKEG 000UG Kot TO SEPLLAL.

Aev vdpyovv emmAéov TANpoPopieg
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Promethazine hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 7: Xepiopog ko awodnkevon

7.1. IIpo@vAGEELS Y10, AGQUA YEIPLONO

Emn\éov kivduvor katd v eneepyacio . Euotdton emiong n mpoooyn tov xpfiotn 6Toug mhavong Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpNoomotndel pue TpdTo oL opileTal amd TG KATACKEVUGTIKEG TPOILOYPUPES. 1€
V3GTvo TEPIPAALOV @ AlBPOTIKO YloL T HATLO, TIG OVOTTVEVGTIKEG 0000G KO TO SEPLLOL.

Ipoeurdéers yio aoorn XEPIoUO 1 XpNOWonomoTe 10 TPoidv He TPOcOoYY|. ATOPHYETE TNV GLECT EXAQN LLE TO TPOTOV.

Métpa vytewng : Xp1ion tov mpoidvtog pe oph Brounyavik) vyewn Kot dtodikaocieg ac@aAeiog.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmePLopfavopévay T 6y acoppototiTeOv

Teyvikd pétpo 1 Zoppopembeite e TOVG IGYXVOVTEG KAVOVIGHOVG.

ZovOnkeg eoiagng ;. DvAdcoetol KAEW®LEVO.

7.3. Ewdun} telukn xpion 1 p1oeis

BAéne tpuqpa 1.

TMHMA 8: 'Eieyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
8.1.1 EOvikég oprokég Tipés enayyelpotikig ék0eong kan froroyikég oprakés Tipég
Agv vdpyovv emmALov TANPOPOPiEg

8.1.2. ZuvioTdpeveS S1001K0GiES TOPAKOLOVONONG
Aev vrtdpyovv emmAéov TANPoPopieg

8.1.3. Zymparilovrar otoycio pHTaveng Tov aépo.
Agv vdpyovv emmA£ov TANPOPOPieg

8.1.4. DNEL kax PNEC

Aev vrtdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmA£ov TANPOPOpieg

8.2. 'Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éheyyor

Kotdaiinhor pnyavikoi éleyyou:
Awnpiote og KaAd e&aeptlopevo xdpo. Xpnoylomoleite AmokAEIGTIKA GE KAEIGTN Y04V Le EVEOUATOUEVO @ikTpo. DikTpo aepocmpaTdimy vyning
amoteieopatikomrag (HEPA filter).

8.2.2. Atopik6g TPOSTATEVTIKOG EE0TAGPOG
8.2.2.1. [Ipootocio TOV HATIOV KOl TOV TPOGAOTOV

Ipootocio 0@OIAN®V:
Ipoototevtikd yvoaiid. DIN EN 166

8.2.2.2. TIpoctacio Tov déppatog

IIpocrocia Tov déppartog:
XpNnoiponoleioTte TPOSTATELTIKO povy oo Yo ynpkd. DIN EN 13034

IIpocrocia TOV yepLAOV:
ITpoctotevtikd yavTio avhekTikd og ynukd tpoiovra. ISO 374-1
8.2.2.3. TIpo6TOGio. TOV AVOTVEVGTIKMOV 00OV

IIpooTucio TOV OVATVEVGTIKAOV 00(DV:
Xe mepintowon anehevBépmong okovng : phokeg pe idtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoka agporvpatoc. Dopate avomvevoTiKn
GLOKEVT| 0€ TepinTwon £kBeons o€ aToVS/GKOVES/ aepOADLATO.
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Promethazine hydrochloride
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.

Oopun 1 Aev oyoet.
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 : 4 -5 (5%, Ydatucod Sidhopa)
Awdropo pH : Mn Swbéopo
1EDOEC, KIvERaTIKOg (17) 1 Aev woyvet
Awdvtomro : Nep6: > 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

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPieg
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Promethazine hydrochloride
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) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévog (EAiepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) 1 Mn ta&vounpévog (Erdepatikd dedopéva)
Promethazine hydrochloride
LDS50 and tov 6tdpatog 68 0povpaiovg 765 mg/kg
AGBpmon ko epediopog Tov d€ppratog : Mn ta&vounpévos (EAdepatikd dedopéva)
pH: 4 -5 (5%, Ydatwod didAvpa)
ZoPapn opbaipikn BAPN/epedionog : Ilpokaiel coPapn opOaiptkn BAGSN.
pH: 4 -5 (5%, Ydatwkod didivpa)
EvaisOntonoinon tov avomveuotikod 1 : Mmnopei va TpokaAEcel OAAEPYIKT SEPLATIKY AVTIOpOOT).
guaedntomoinon Tov déppratog
MetaAlo&ryéveon yevwnTikdv KuTtapov : Mn ta&wopnuévog (Mn cvumepacpatikd dedopéva)
Kapxwoyéveon : Mn ta&wvopnpévos (Mn coprepacpotikd dedopévor)
To&wodmTa 6TV avamropay®yn : Mn ta&wvounpévog (Mn cupmepacpotiké dedopéva)
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog (EMeiparticd dedopévar)
epanag £xbeon
Ewduc to&wcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnuévog (EMeparticd dedopévar)
gmavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn ta&wounuévog (Advvopio GVALOYNG SEGOUEVOV Vi TEYVIKODG AOYOVC)

Aev vdpyovv emmAov TANPOPopies

TMHMA 12: OwoAoyikég TAnpo@opisg

Owoloyia - yevika : Enwivduvo amdpinta. Xpnoonoteite katdAAnio doyxeio andppiyng.
Emwivduvo yio to vddtvo mepipairov, Bpayvrpodbeopog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, o kprmmpla Ta&vopnong dgv TAnpovvar)
(0809)

Emivduvo yio to vddtvo mepiBdrlov, pakporpodbespog : To&ukd yio Toug VIPOBIOVG OPYOVIGHOVS, HE LOKPOYPOVIES EMTTAOGELS.
(xp6viog)

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TAnpogopieg

Agv vrtdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPIiES
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Promethazine hydrochloride
Agltio Agdopévev Acpaleiog

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

12.6. [016TNTES EVOOKPIVIKIG SraTapayng
Agv vdpyovv emmALov TANPOPOPiEs
12.7. AXLeS OUOPEVEIG EMATAOCELS

Aev vdpyovv emmAov TANPOPopie

TMHMA 13: Ztorycio oyeTikd pe T o1abeon

13.1. M£0odor emeCepyaciog amopritov

Tomwr| vopobesio (andfinto) : Kotaotpéyte pe ac@ain tpdmo cOUP®mVO e TOVG TOTIKOVS/ €0VIKOVG KOVOVIGHOVG.

TMHMA 14: [TAnpo@opieg 6YeTIKG pe T PETAPOPE

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoég OHE 1 ap1Opég TavtétnTog

UN 3077 UN 3077 UN 3077

14.2. Owkeia ovopoosio awrootoiic OHE

TTIEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EINIKINAYNEZ OYZXIEZ, HAZARDOUS
YXTEPEEZX, E.A.O. SUBSTANCE, SOLID,
N.O.S.

Heprypaei eyypaowv petagopds

UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
TIEPIBAAAONTIKA ENVIRONMENTALLY
EIIKINAYNEZ OYZIEZ, HAZARDOUS

XTEPEEZX, E.A.O.,, 9, 111, (-) SUBSTANCE, SOLID,
N.O.S., 9, III, MARINE
POLLUTANT

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

14.4. Opdada cvokevaciog

111 | 111 | 111

14.5. Meprforhovtikn emtkivouvoTTo

Emkivovvo yua to mepiBdrrov: | Emikivdvvo ya to meptdiiov: Emcivovvo ya to meptBdirov: Not
N N

Moivopatikdg TapdyovTag

Yt 70 V3GTIvVO TEPBAALOV:
Nou

Aev vdpyovv emmAéov Stabécipes TANPOEopieg

14.6. Edwukéc mpo@uAdEels yia Tov (pioetn

Eniyewo peragopa
Kodwog tag&wvounong (ADR) : M7
Ewducée dataées (ADR) 1 274,335, 375, 601
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Promethazine hydrochloride
Agltio Agdopévev Acpaleiog

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

Mepropiopéveg moodteg (ADR) . Skg
E&apovpeveg mocdmteg (ADR) : El
Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwés datdéelg ovokevooiog (ADR) . PP12,B3
Awtdéeig pektg ovokevaocieg (ADR) : MP10
Odnyieg yo popntég de€oplevég Kot epmopevpotokipotie : T1, BK1, BK2, BK3
x0onv (ADR)
Ewwéc dratdéers yio popntés de&apeveg ko . TP33
sumopevpotokiPdTie odnv (ADR)
Koducog de&apevig (ADR) : SGAV, LGBV
Oynua yo petagopd deEapevig AT
Katmyopio petagopds (ADR) : 3
Ewwcéc datdéers yio t petagopd - Koia (ADR) : VI3
Ewducéc drotaéelg yia ) petagopd - Xodnv (ADR) : VC1,vVC2
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13
eKQOPTOON Kat xepopog (ADR)
ApBv avayvopiong kvdvvov (Képiep ApBu.) : 90
IMoptokoi dickot :
90

3077

Kodwodg mepropiopdv yio onpayyes (ADR) Do

petapopd péco Baraocong

Ewwn tpopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg moodtteg (IMDG) . S5kg

E&upovpeveg moodtteg (IMDG) : El

Odnyieg ovokevaciog (IMDG) : LP02, P002

Ewwég datdéelg ovokevooiog (IMDG) . PPI2

Odnyieg ovokevaciog epmopevpatokiPotiov-oeéapevov  : IBCO8

(kwdwkog IMDG)

Ewwég data&erg IBC (IMDG) : B3

Odnyieg v de&apevég (IMDG) : BKI, BK2,BK3, T1
Ewwég datdacers yu de€opevéc (IMDG) : TP33

ApBpds EmS (TTupraryid) . F-A

ApBpds EmS (Awppon) . S-F

Koamnyopieg poptiov (IMDG) A

Amobnkevon kot yepopds (IMDG) : SW23

Evaépro petagopd

PCA E&apovpeveg mocotteg (IATA) . El
PCA Ileplopiopéveg mocomreg (IATA) : Y956
Kabopn péylotn mTocotnto yio TEPLOPIoHEVT TOGOTI T : 30keG

EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KO Yl0L
aepookden pHetapopds poptiov (IATA)
Odnyieg ovokevaciog yio emPatnyd agpookden (IATA) : 956

Kabopn péylotn mocotra yo ematnyd a.epookaen : 400kg

KO Yl 0€POCKAQPN HeTa@opds poptiov (IATA)

Odnyieg cLokEVOGING LOVO Y10 ALEPOCKAPT HETAPOPAS ;956

poptiov (IATA)

Méyiot mosdTNTO HETAPOPAS ATOKAEIGTIKG 0 : 400kg

aepookden petapopds poptiov (IATA)

Ewwéc datacerg (IATA) : A97, A158, A179, A197, A215
Kodwog ERG (IATA) : 9L

14.7. @ardooreg petapopis yvony copgpmva pe Tig Tpaters ron IMO

Aev 1oyvel

21/11/2023 (evnuépwon) EL (eAnvicd) 8/11



Promethazine 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
15.1.1. kovovicpoi 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

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon peTd amd evnuépmon)
Aev gpoppodletar.

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

Aev gpappoletar.

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

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Koavoviepéc mepi mpoédpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg

15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon ailayov

Tpnpa Tpomorompévo cToyyEio Tpomomoinon Hopatnpriceg
Autio v dev €xovv Tagvopndet Ipootédnke
Avtikafiotd v £kdoon Ipootédnke
svnuépmon Ipootédnke

1.1 ‘Ovopo TpomomomOnke

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

22 [poewdomomtikn AéEn (CLP) TpomomomOnie

2.2 Eucovoypappata kvddovov (CLP) TponomomOnke

2.2 Anidacelg Tpoeoraéng (CLP) TponomomOnke

22 Anhaoeig emkivdvvotnrtog (CLP) TpomomowOnie

4.1 Tevikd pétpa tpdTOV Pondeidv Ipootédnke

4.1 Métpa TtpdTev Bondeidv petd omd Katdmoon Ipootébnke

4.1 Métpa tpdTOVv Bondeidv petd omd silomvon ITpootédnke
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Promethazine 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 Tpomomoinon Mopatnpriceg

4.1 Métpa tpodtev Bondedv petd amd enaen pe 10 TponomomOnke
dépuo

4.1 Métpa tpdTev Bondedv petd amd emapn pe To TponomomOnke
péto

4.2 ZountdPoTH/EMOPACELG HETE 0d KaTdmoon Ipootédnke

4.2 ZOUTTONOTO/EMSPACELS Ipootédnke

4.2 SOUTTOUOTO/ETOPAUCELS LETE OO ETOPT| LUE TO IIpootédnke
déppa

4.2 ZOURTOUOTO/ETMOPACELG LETG OO ELGTTVON TIpootédnke

42 ZOURTOUATO/EMOPACELG UETG OO EMAPT LLE TO. Ipooténke
pétio

43 AN wTpkn yvopdtevon 1 Bepoamneio Ipootédnke

5.2 Kivdvvog mupkaytdc TponomomOnke

6.1 E&onhopnog npoctaciog [pootédnke

6.1 Tevikd pétpa ITpootédnke

6.3 MébBodot kabapiopon Tpootédnke

7.1 Emumhéov kivovvol kotd v enegepyacio Ipootédnke

7.1 TIpopuraéels Yo acQaAn XEPIGHO Ipootédnke

7.1 Métpa vytevig Ipootédnke

7.2 Teyvikd pétpo [pootédnke

7.2 XuvOnkeg eOAaENG Tpootédnke

8.2 TIpootooio TV AVOTVEVSTIKOV 030GV Ipooténke

8.2 TIpootacio opBaAipmv Ipootédnke

8.2 TIpootacio tov yepudv TponomomOnke

8.2 KatdAinkot punyavucoi EAeyyot TpomomomOnie

8.2 [Ipoctacio tov déppartog TpomomomOnie

9.1 Oopun Tpootédnke

9.1 YdatodaivtodtnTa Ipooténke

9.1 pH Ipootédnke

11.1 Autia edv dev £xovv Ta&voun el Ipootédnke

11.1 ATE CLP (And tov 6T0M0TOG) TpomomomOnie

11.1 LD50 and tov otépatog 6 apovpaiovg TpononouOnke

12.1 Owcoroyio. - yevika TponomomOnke

13.1 Tomwn vopobesio (amdPAnta) Ipootédnke

I peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (Ao Tov Oé&ela to&ucodmra (amd tov 6TdN0TOC), Katnyopia 4

GTOHATOC)

Aquatic Chronic 2 Emwcivduvo yio to vddtvo mepidrlov — Xpoviog kivduvog, katnyopiog 2

Eye Dam. 1 YoBapn opboikn BAARN/0@BaApKdg epebiopdc, katnyopia 1
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Promethazine 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:

H302 Emprapég oe mepintmon kordmoong.

H317 Mropei vo. Tpokarécel oAlepykn depUaTiky avTidpoon.

H318 Ipokaiel coPapn opBoiuky PAAPN.

H411 To&wd Y10 TOLG VIPOPLOVG OPYOVIGHOVGS, LE HAKPOYPOVIEG EMITTMCELS.
Skin Sens. 1 EvaisOntomoinomn tov déppatog, katnyopia 1

Aghtio Aedopévov Acpadeiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpogopieg mov meptéyoviat oe antd o deATio Tpoépyovtot amd myEg Tig onoieg Dempovpe a&idomotes. [Tapdia avtd, divovtat

yopig kapio eyydnon, pnm M dppn, yo v axpifeld tovg.

21/11/2023 (svnuépmon)

EL (eAnvicd)

11/11




