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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Salbutamol impurity J

Xnuwn Ovopacio . 2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone
apOpuog CAS 1 156547-62-5

Kodwdg mpoiévtog : 202400729

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV 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.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
ZoPapn opboipkn BAGPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
EvawsOntomoinon tov déppoatoc, katnyopio 1B H317
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpO oo pic QTS H370
£xbeon, katnyopio 1

Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H412
Katnyopiog 3

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov
Emprapés oe mepintmon kardmoong. EmProféc yio toug vdpdProvg opyavicpols, pe pakpoypovies entmtdoels. Ipokakel coPapd opBotukod epediopd. Mmopet
va pokarécet adlepykn| deppotikn avtidpaon. [Ipokaiel BrdPeg ota dpyava.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08
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Salbutamol impurity J
Agltio Agdopévev Acpaleiog

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

[pogdomomtkn Aé€n (CLP) : Kivdvvog

AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdmnoong.
H317 - Mmopet vo. mpokaAr£cet aAAEPYIKT SEPUOATIKY AVTIOPACT|.
H319 - IIpokoAei coPapd opBoiuikod epediopo.
H370 - Ipokodei PAGReg ot Opyave. (Kapdtayyelokd GOGTNHA).
H412 - EmPrapég yio Toug vdpoBiovg opyoviopois, He HoKkpoypOVIES EMTTOGELS.

AnAdoeig Tpoevraéng (CLP) : P260 - Mnv avanvéete okovn/avadopidosis/aépio/ctayovidia/otnods/ekvepduata.
P264 - IT\ovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA HETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P272 - Ta polvopéva evdvpato epyociog dev mpénet vo. fyaivouv amd to ydpo epyosios.
P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YOVTIO/TPOGTOTEVTIKA EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1 éva
ytpd, av oicbavieite adwabecio.
P302+P352 - XE IEPIIITQXH EITA®HXE ME TO AEPMA: ITA0vte pe apBovo vepd.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Een\ivete TpocekTiKd pe vepd
Y10 0PKETE AeTTA. AV VIAPYOLY POKOT ETAPTC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.
P308+P311 - XE IIEPIIITQXH éxbeong 1 mbaviig ékbeong: KaAéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.
P321 - Xpeidleton 18 ayoyn (PAéne copumAnpopuatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOU.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N eppaviotel e£avinpua:
Yvppovievbeite/Emokepbeite yotpod.
P337+P313 - Eav dev vroywpei 0 00Baipkog epebiopodc: Zvppovisvdeite/Emorepbeite yotpod.
P362+P364 - BydAte to polvopuéva podya Kot TAOVTE To TPV 1o EOVOYPTGULOTOUGETE.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuaBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aToPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvovIGHOUE.

INpavon coppova pe: E&apeitor ) ecotepikn) cuokevasio, Ta meplexoeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypdppoata kivdovov (CLP) :

GHSO08
2.3. AXLor Kivovvol
Alheg TAnpoopieg : TIpocoyn - n mapovoo ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.

TMHMA 3: X9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg

Ovopa AvayvopioTikog KOowkog | % Kararaén copeova pe tny odnyio
TPOidVTOg 1272/2008 EK [CLP]

2-(Tert-butylamino)-1-[4-hydroxy-3- apOpog CAS: 156547-62-5 <100 Acute Tox. 4 (Amd tov otopatog), H302

(hydroxymethyl)phenyl]ethanone (ATE=500 mg/kg)

Eye Irrit. 2, H319

Skin Sens. 1B, H317
STOT SE 1, H370
Aquatic Chronic 3, H412

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

TMHMA 4: Métpa npaTov fondsiov

4.1. Ileprypagn pétpov ap@TOV fonderdv

Tevikd pétpo mpdtmv fondeidv : g mepintwon apEBOAMMY 1| €0V TO. CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.
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Salbutamol impurity J
Agltio Agdopévev Acpaleiog

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

Métpa tpodtmv Bonbeldv petd and glomvon 1 Metagépete tov mabovta otov Kabapd aépa Kot apioTe Tov va EEKOVPOCTEL GE GTAGT IOV
S1evKkoADVEL TNV avamvon]. Apnote tov mabovta va Eekovpaotel. Te mepintwon adwbesiog :
Zopfovievdeite/Emoxebeite yiotpo.

Métpa tpdrov Bondeidv petd omd exaen pe To dEpuo : Bydte ta poivopéva podya. Iivvete amald pe dpbovo vepod kar camodvi. Eqv to cupntdpata
EMEVOLY, KOAESTE Y1aTPO.

Métpa tpdTev Bonbdeidv petd and exapn pe o paTio 1 Eemhivete apécmg Kol TopaTETAUEVO He VEPO KpatdvTag avorytd to PAEpapa TovAdyioTov 15
Aentd). Edv vdpyovv gaxol eTagns, apapéote Toug, epoOcov givat evkoro. Zvveyiote va Eemlévete.
Zvpfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdrov Bondeidv petd amd katdmoon : Eemhovete o otOpa pe vepd (Lovo eav to dropo dratnpel Tig arofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOWA GE ATOUO TV £xeL XAoeL Tig aiohnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. ZNROVTIKOTEPO. COUTTONATA KOL ETOPACELS, APEGES 1] NETUYEVECTEPES

ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LE TO EPLLOL : Mmnopei va tpokoréoet addepyikn deppatikn avtidpoon.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LTI : Ilpokarel coPapd o@Oaipd epebiopd. Epubpdtnra, movoe.

4.3.’Evo£iln omo1ao0MmoTe 0TUITOOUEVIG AUEGT|G LUTPIKNG PPOVTIOUS KUl £101KNG Oepaneiag

Aev vdpyovv emmAov TANPoPopie

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

5.1. [TvpooPeotika péca

KotdAinia péoa mopoécBeong : Xpnoworomote péca Kotdofeons katdAnia yio v teppdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAinko mupocPestikd péco : Mn ypnoonoteite peydin pon vepov.

5.2. Edukoi T0mol EmKIVOUVOTNTAS TOV TPOKVTTTOVY ATé TNV 0VGia 1] TO peiypa

e mepinTmon TupKAyiG TapAyovToL ETKIVELVa . H atelg kavon anehevbepdver emkivovvo povoeidio tov avBpaxa, d10&€id10 Tov GvOpaa Kot
TPOIOVTO amocHVOECNG ko to&kd agpta. IIBavn amofoln to&kod vEpovg.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTeg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 ATo@evyete T S1puyn ToL VEPOD TG TVPOSPRESTG 6TO TEPIBAALOV.
Ipooctocio katd v Tupdofeon 1 Mnv enepPaivete xopig KaTdAANA0 E0TAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE LOVOOT).
OLOGOUN TPOGTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVGTG

6.1. Ilpocomkés TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL HL0OIKAGIEG EKTOKTNG OVAYKNG
T'evikd pétpa 1 ATOQEVYETE TNV EMAPY TOV TPOIOVTOG UE TO SEPLLOL, TOL LATLOL T} TO POVYIGHO.

TN TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa €KTaKTNG AVAYKNG : ATOLOKPOVETE TO TEPITTO TPOCMAIKO.

TN dropa mov Tpocipovy Tp®dTEG foOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete yopig katdAAnio eEomhopd. o tepiocdtepeg mAnpogopieg avatpééte otnv
evotnta 8 :""EAeyyog g ékBeonc-Atopkn Tpootacia.

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

6.3. M£00d01 Kot VAIKG Y10 6GVYKPAT 0N Kol KaOopLopo

INa v amobnkevon : Amoppo@noTe 10 pe £va adpavEG DAIKO Ko ToToDEToTE TO 68 évav KOTGAANLO meptéktm Stdbeong
amofANToV.
MéBodot kabopiopod : Eemhdvete TIG LOAMGUEVEG EMPAVELES [e GpBovo vepd. Kabopiopog e anoppumavTikd.

6.4. [lopomwopnn) og GAho TUHpATO

Aeite To Tunpa 13 yo tAnpogopieg oyetikd e t didbeon.
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Salbutamol impurity J
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

Ipoeurd&ers yio aoorn XEPIoUO : Amogevyete kaOe mepirth Ekbeon. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.

Métpa vylewvng : Mnv tpdre, mivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kdbe
£pYOOLOKO StAEYLIO KO LETE TO TENOG TNG EPYACTINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmePLopfavopuévay T 6V acoppotoTiTaOv

ZovOnkeg eoiagng : Amofnkevetor og KoAd agplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AmoQevyete
™ (éotn Kot TV Apecn nAloKT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 8: 'Eieyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
Agev vrdpyovv emmAéov TANpoPopieg

8.2."ELeyyor £ék0gong

Katarlinior pnyavikoi éheyyon

Kataiinior pnyavikoi éreyyou:
Ppovriote dote 0 YDPOg epyaciog vo eEaepiletol cmoTd. TovN0mG amotTeital GUGTNLLO YEVIKOD UNYOVIKOD EEQEPIGILOD TOV YDPOV. LTO HETPO TOV SLUVATOD M
APNOT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYUCTNPLUKT YOAV).

ATopIKOG TPOOTATEVTIKOG EE0TAO NGOG

IIpootocio TOV pOTIOV KOL TOV TPOGAHTOV

Ipootocio 0@OaAN®V:

Dopdre cuokevh Tpoctaciog yio ta pdtia. [Ipostatevtikd yvaiid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipocrocia Tov déppatog:
Dopdte KATAAANAO TPOGTOTEVTIKO povyIco. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yEPLOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctacio TOV UVOTVEVGTIKAV 00®OV

IIpocTocia TOV AVATVEVGTIKAV 00ADV:
e mepinTmon Tapaywyng oKOVING, YPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko ynRIKES 10T TES

9.1. Zroyeia yia Tig facIKES QUOIKES Ko YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APDHOL : Mn dwbéopo
Mopiaxn pala : 237,3 g/mol
Oopn : Mn dwbéopo
Op1o oopng : Mn Swbéopo
Inueio éemg : Mn Swbéopo
Inueio mEemg : Mn Swbéopo
Inueio Bpaocpod : Mn Swbéopo
Evopiektomra : Mn Swbéopo
XopnAotepo 6pto £kpnéng 1 Agv oydet
Avdtato 6pro expn&dmrag 1 Agv oydet
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Salbutamol impurity J
Agltio Agdopévev Acpaleiog

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

Inueio avapreéng : Aev oydet
Bgppokpacio avtavapieéng : Agv woydet
Ogppokpacio anocHvbeong : Mn dwbéoipo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G UETY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Tdon aTumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAov TANpoPopies

TMHMA 10: Zt00gp4TNTO KO OVTIOPOCTIKOTITO.

Aev vdpyovv emmAéov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrtapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPies

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd oToOHaTOC) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (EAdepatikd dedopéva)
2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)
LD50 and tov otdpatog 68 0povpaiovg > 300 — <2000 mg/kg (ektipdpevn Tiun)
AGBpmon ko epediodg Tov dEppratog : Mn ta&wounuévog (Baoet tov dtobéoipomv dedopévav, ta kprtnpio to&vounong dev minpovvan)
ZoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipod epebiopo.
Evoaisbntomoinem tov avoamvevstikcov 1 1 Mmnopei va tpokorécet oAdepyikn deppatikn avtidpoon.
gvaucOntomoinon Tov déppatog
Metalho&ryéveon YEVWINTIKOV KUTTAPOV : Mn ta&wopnpévog (Baoet tov dabéoimv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvrat)
Kapxwoyéveon : Mn ta&wopnpévog (EMeparticd dedopévar)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wvounpévog (EMeparticd dedopévar)

22/10/2025 (evnuépwon) EL (eMnvikd) 5/8



Salbutamol impurity J
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) — : Ilpokodei BAaBeg ota dpyava (kapdayyelakd cHoTUA).
epano ékbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounpévog (EMeparticd dedopévar)
emavelnupévn ékbeon

Enucvduvotnta avappdenong : Mn ta&vounpévog (EAiepatikd dedopéva)

Agev vrdpyovv emmAéov TANpoQopieg

O1k0LoYIKEG TANPOPOPIES

Emiivduvo yia to vdativo mepiBdirov, Bpayvnpobecpog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, To kpimplo TaSvopnong 0gv TAnpovvTaL)
(0800)

Emkivduvo yuo to vddrvo mepifdarov, pakporpdeopog : EmPraPés yio toug vdpoplovg opyaviopole, te HoKpOYpOVIES EMMTMOCELS.

(xpoV10G)

2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)

EC50 - Kapxwvoewdn [1] > 100 mg/1 (48h) (extipudpevn Tn)

EC50 72h - ®bxa [1] > 10 — <100 mg/1 (72h) (ekTipdpeVT TIUN)

2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)

AVOEKTIKOTNTO KoL IKOVOTNTO, ATOdOUNGNG Aev voiotaton Tayeio amocvvieon

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vdpyovv eEmmTALOV TANPOPOPIES

TMHMA 13: Xtovyeia oyeTika pe tn 6130gon
Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 14: ITAnpo@opieg GYETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég tavtétnTog

Topeove pe Tig Stotdéels PeTapopdg To TPpoiov autod de yapaktnpiletorl og emkivéuvo
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Salbutamol impurity J
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.2. Owkeia ovopoosio awrootoing OHE

Mn poBulopevo | Mn pvBulopevo | Mn poBulopevo

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

Mn povOulopevo | Mn poBuldpevo | Mn poOulopevo

14.4. Opada cvoekevaciog

Mn pvBulopevo | Mn pvBuldpevo | Mn pvBulopevo

14.5. TlepifalhovTIKI EMKIVOVVOTITO

Mn pvOulopevo | Mn pvOulopevo | Mn pvOulopevo

Agv vrdpyovv emmAéov dabéaies TAnpopopieg

14.6. Ewduéc mpo@uAhagels yia Tov (pioetn

Eniyewo petagopa
Mn puOuldpevo

petapopd pécm Boraoong
Mn pvOuldpevo

Evoépuo petagopd
Mn pvOuldpevo

14.7. Oahaooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio Kot 7o agpidirov yio TV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepilapPbvetar otov KatdAoyo vroyneuwy ovoidv REACH

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

Aev nepthappdvetor otov Katdroyo ovotdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10@v dumhg ypiong

Aev meprapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumhng ypnone.
Kavoviopog mepi ekpnkTik®@v Tpédpopmv overdv (EE 2019/1148)

Aev nepiéyet kopia ovoio(eg) mov mepthapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovcotdv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkatikadv (EK 273/2004)
Aev mepiéyer ovoio(eg) mov mepthappavetayovior) otov Katdhoyo mpddpopmv ovotdv vapketikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@dierog

Agv vdpyovv emmA£ov TANPOPOpies
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Salbutamol impurity J
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
Avtikafiotd v £ékdoon Ipootidnke
svnuépmon Ipootédnke

2.1 AvemBdunteg puowoynuikés emdpaoets, kabng | Apapidnke
Ko EmBPAcELS 6TV avOpdTIVN VYEla Ko 6T0
nepdAiov

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

22 [poewdomomtikn Aé€n (CLP) TpomomouniOnke

22 Ewovoypdppota kivdvvov (CLP) TpomomouiOnke

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

2.2 Anidoelg emkvdvvomtag (CLP) TpomomouOnke

Ipeg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Amo Tov O&ela to&codmra (amd Tov 6ToONTOC), Katnyopia 4

GTONOTOC)

Aquatic Chronic 3 Emwcivduvo yio to vddtivo mepiBdriov — Xpoviog kivduvog, katnyopiog 3
Eye Irrit. 2 YoBapn opboikn BPAABN/0@BaApKdg epebiopde, katnyopio 2

H302 EmPraBég o nepintwon katdmoong.

H317 Mmopei va. tpokarécet odlepyikn deppatik avtidpoon.

H319 Ipokaiei coPapd opOupkd epebiopo.

H370 Ipokaiei PraPeg ota dpyava (kapdioyyelokd cOGTUW).

H412 EmBroafég yia Toug v3poPlovg opyaviopone, e LOKPOXPOVIEG ENTTMOCELS.
Skin Sens. 1B EvaisOntonoinon tov déppatog, katnyopio 1B

STOT SE 1 Edun to&ucdtnta og Opyava-otoxovg otepa and pio epamas £xbeon, katnyopia 1

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe aéiomotes. [Tapoia avtd, divovtol
YOPIic Kapio eyyonon, pnty N appntn, yio v akpifetd tovg. Ot cuvinkeg N ot péBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoiovTog dev
VIOKEWVTAL 6T KN Hag gvBOVI Kot Propet Kat vor v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GAlovg Adyoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNG 1) YPNUOTIKNG Cnpiag oo, 1 pe 0TotodNToTe TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 00BN KELON 1] TN YPNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VoL YPTGLLOTOLEITOL Y10l TO GUYKEKPILEVO TPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TUPEXOVTUL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOPies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KO
npoopilovTal Yo vaL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYElNG, AcQUAEing Kot TEPPAAAOVTIKAOY ATAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1L1OTNTO TOV TPOIOVTOG.

22/10/2025 (svnuépmon) EL (eMnvikd) 8/8



