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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog © Meiypa
Ovopa Tov TPoidvTog : Bambuterol impurity mixture
Kwducde mpoidvrog : 201900130

1.2. Zuvageig mpocdloplopEVES P GELS TS 0VGILAG 1) TOV UEIYIATOS KU OVTEVOELKVUOILEVES Y PHGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodmTa (amd Tov 6TOHATOC), Katnyopio 4 H302
Ewum to&ucodtta o 6pyava-ctoyovs Hotepa amd emavenpupuévn ékbeon, H373
Kotnyopia 2

Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 3 H412

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopds copeove pe tov Kavoviopo (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS07 GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Iepiéyet . 3-[(1RS)-2-(tert-butylamino)-1-hydroxyethyl]-5-hydroxyphenyl dimethylcarbamate; 5-[(1RS)-1-
hydroxyethyl]-1,3-phenylene bis(dimethylcarbamate)
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT 1] EXLOVEIANUUEVT
£xBeon.
H412 - Empropég yio Toug v3poProvg opyoviopods, He HokpoypOVIES ETUTTOGELS.
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P260 - Mnv avanvéete dust/vapours.
P301+P312 - ZE IIEPIIITQXH KATAIIOXHZX: KaAéote apéong 1o KENTPO AHAHTHPIAZEQN
1 éva yuatpo, edv arcbavieite adwbecia.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv aiobavieite adiabeoio.

Zhpaven cOUPoV pe: eEapeitol 1 E6MmTEPIKT GLOKELAGIN, TO TEPLEYOLEV TNG omtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP) :

GHS08
Emicivduvo nepieydpevo . 3-[(1RS)-2-(tert-butylamino)-1-hydroxyethyl]-5-hydroxyphenyl dimethylcarbamate; 5-[(1RS)-1-
hydroxyethyl]-1,3-phenylene bis(dimethylcarbamate)

2.3. A)hor kivdvvor
Aev mepiéyet ovoiec PBT/VPVB > 0,1%, ot omoieg £xovv a&loroynbel cdppova pe to Iapdptnue XIII tov Kavoviepod REACH
To piypo dev mepiéyet ovoia(eg) mov meptAapPdverar 6Tov Katdloyo mov Kotaptiletatl suppmva pe to dpbpo 59 mapdypapog 1 tov kavoviopov REACH yo tig

W10t TEG EVOOKPVIKNG dloTapoyng N dev avayvepiletar 6Tt £xel 110TNTEG EVOOKPIVIKNG dloTapayng COME®VA e Ta KprTiplo Tov opilovtot 6Tov kot'
g&ovoioddtnon Kavoviepd g Emtponng (EE) 2017/2100 1 tov Kavoviepd g Emurponnig (EE) 2018/605, oe cuykévipwon ion 1 peyaivtepn and 0,1%

TMHMA 3: XovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Agv 1oy0gt

3.2. Meiypota

Ovopa AvVayvopeTIKOS KOdwkeg | % Katdraén copomva pe v odnyia
TPOIOVTOg 1272/2008 EK [CLP]
5-[(1RS)-1-hydroxyethyl]-1,3-phenylene - 68,1 Acute Tox. 4 (An6 tov otopatog), H302
bis(dimethylcarbamate) (ATE=500 mg/kg coparikod Bapovc)
3-[(1RS)-2-(tert-butylamino)-1-hydroxyethyl]-5- - 31,9 Acute Tox. 4 (And tov otoparog), H302
hydroxyphenyl dimethylcarbamate (ATE=500 mg/kg copotikod Bapovg)
STOT RE 2, H373
Aquatic Chronic 3, H412

IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufpa 16

TMHMA 4: Métpa apdTov fondsiov

4.1. eprypoon pETpoV TpAOTOV fonderdv

Métpa tpmdTev BPonbdeidv Hetd and emaen Le To dEpLO . KoBapiote ™ peyoivtepn duvorh moodtnto okovmilovtdg t (kabapd kot palakd amoppoenTikd
mavi).
Métpa tpdTev Bondeidv petd omd emapn pe Ta piTio 1 Eemlovete ta patio pue vepd yuo Adyoug ao@aieiog.

4.2. TNRovTIKOTEPO COUTTONATO KOL EMOPAGELS, AUEGES 1] LETAYEVEGTEPES

Agv vrtdpyovv emmAéov TANpoPopieg

4.3."Evd€1&n 0mo1000MTOTE OTONTOOUEVIG GUEGTG LUTPIKNG QPPOVTIOUS KoL E10TKIG Oepameiag

Aev vdpyovv emmAéov TANPOQOpieg
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 5: Métpa Y10, TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMIKO EKTUKTNG UVAYKIG

Métpa €kTaKTNG OVAYKNG : Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyoc tg ékBeonc/aropikn npoctaciao

8.1.1 EOvikég oprokis Tipég emayyelpatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves dLudikasiss TapakorovOneng
Agv vdpyovv emmAEov TANPOQOPiEg
8.1.3. Zynpotifovror oToycia pomaveng Tov aépa

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.4. DNEL ka1 PNEC

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpiote o€ KoAd eEoeptlopevo ydpo. Zuvibog amatteitor 6N YEVIKOD UNYavikoD £E0EPIGILOD TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGPOG

8.2.2.1. TlIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

Agv vrtdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:

TOd14 EPYUGTNPIOL

[pooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.2.4. Ogppkoi kivovvol

Agev vapyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kon wapokorovOnon s neppailovroroyikis £kOeong 6€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynuKEG 1016TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KO YNUIKES 1O10TNTES

Dok KotdoToom T Zteped
APDLLOL © Mn dwbéorpo
Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio T&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra Kvdvvov ekpiéemg 1 Agv woy0et
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato 6pro expn&ydmrog 1 Agv woydet
Enpeio avaoreéng . Aev woyvel
Bgppokpacio avtavaereéng 1 Agv woy0et
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéoipo
EDAES, KivepaTikos (1) . Aev woyvel
Awdvtomra : Mn dwbéorpo
YVVTEAEOTNG KOTAVOUNG GE HElY L0 N-OKTOVOANG/VEPOD © Mn dwbéotpo
(Log Kow)

Tdon otumdv © Mn dwbéotpo
ITieon atpov oe Heppokpacio 50°C © Mn dwbéotpo
IMokvotnto © Mn dwbéotpo
ZyETIKN TOKVOTNTA © Mn dwbéotpo
ZyeTIKN TUKVOTNTA ATHOV 6ToVG 20°C 1 Aev woyet
Méyefog copatidiov © Mn dwbéoipo
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 10: X100gp0TNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog

Bambuterol impurity mixture

ATE CLP (Ané tov 6t0p070G) 500 mg/kg copoaticov Bapovg
AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnuévog
ZoPapn opborukn PAGPN/epedionog : Mn ta&wopnuévog
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog
gvaucOnToToinom Tov dEPUOTOG
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog
Kapkvoyéveon : Mn ta&wopnpévog
To&wodTa Y10 TV avamopayoyn : Mn ta&wopnuévog
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
epanag ékbeomn
Ewwm to&womra ota opyava-ctdyovg (STOT) — : Mnopei va tpokaréoet PAAPeG ota Opyove VOTEPO OO TAPOTETAUET T) ETAVEIANLUEVT EKOEOT).
gmavelnupévn xbeon
3-[(1RS)-2-(tert-butylamino)-1-hydroxyethyl]-5-hydroxyphenyl dimethylcarbamate
Ewdwn to&ikotra ota 6pyava-otdyovg (STOT) — Mmropei va mpokarécet BAAPeg ota dpyava HoTEPO OO TAPATETAUEVN 1| EmOVENUUEVT EkDEOT).
emavenupuévn keon
Enucivduvotnto avappdenong : Mn ta&wvounpévog
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Aev mapovcidlet wiaitepo kivovvo yio To mepBUALOV.
Emucivduvo yio to vddtivo mepiBdriov, Bpayvnpodbecpog : Mn ta&wvopnpévog
(080g)

Enucivduvo yio to vddtivo meptpdilov, paxponpodbecpog : EmPraféc yio Tovg v8poPlovg opyavicpols, He HOKPOYPOVIES ETITTMOCELS.
(upoviog)

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAéov TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprBpog tovtéTnTog

Aev 1oy0et Aev 1oy0et Aev 1oy0et

14.2. Oweia ovopocio arostolig OHE

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.3. Taén/-e1g Kivdhvov KaTa T1) PETUPOPA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.4. Opéada cvokevaciog

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt
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Bambuterol impurity mixture
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA

14.5. MeprfarhovtiKn emKivovvoTTO

Aev 1oy0et Agv 1oy0gt Agv 1oy0gt

Aev vrdpyovv emmAéov dabéciec TAnpopopieg

14.6. Exdwkéc TPpo@uAa&els yia Tov ypioeTn

Eniyswo petogopd
Agv 1oy0et

peTa@opd pécw® Boracong
Agev 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@araooieg peta@opig yvonNy cdppova pe Tic paselg rov IMO

Aev oy0et

TMHMA 15: Xtoyygio vopo0eTikov (opaxtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiea, TV vyeio Ko To Tepfailov yio Ty ovcia 1| TO peiypo
15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetayovtar) oto [apdaptnpa XVII tov REACH (TIpodmobéceig meplopiopov)
Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)

Aev mepiéyet kopio ovoio(eg) mov meptrapfavetaovrar) oto Hapdaptnua XIV tov REACH (Katdhoyog adetoddtnong)
Kataroyos vroynoiov overdv REACH (SVHC)

Aev mepiéyet kapia ovoio(eg) mov mepthapfdvetayovtat) 6Tov Katdioyo vroyneumv ovsidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnuépoon)

Agv epappodletat.

Kavoviepog POP (EE 2019/1021, "Eppovot opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) otov Katdhoyo ovotdv mov eEacbevilovv to 6lov (Kavoviopog EE 1005/2009 oyetikd pe Tig 0voieg mov
e€aocbeviCouv ™ otifdda tov 6Lovtog)

Kavoviopog nepi ekpnkTik®v Tpodpopmy over®v (EE 2019/1148)

Aev mepiéyet kopia ovoio(eg) mov meptrapfdvetaovtat) 6Tov KatdAhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopia Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Agv mepiéyet ovoia(eg) mov mepLapPaveTa(oviot) 6Tov KatdAloyo Tpddpopmy ovstdv vapkeTikdv (Kavoviopog EK 273/2004 oyetikd pe Tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotderg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@aiglog

Aev vdpyovv emmaAéov TANPOQOpieg
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Bambuterol impurity mixture
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 4 (Ao tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4

GTOLOTOC)

Aquatic Chronic 3 Emucivduvo yia to vddrvo mepifdrrov — Xpoviog kivéuvog, kotnyopiog 3

H302 EmPrapés oe mepintmon kotdmoons.

H373 Mrmnopei va mpokarécel PAGPec ota Opyavo VoTEPO OO TAPAUTETAUEVT 1| ETAVEANUUEVT EKBEOT.
H412 EmnBrapéc yio toug vdpofiovg opyavicpode, He HOKPOYPOVIES EMITTMGCELS.

STOTRE 2 Edwkn to&ikdtnta og Opyava-ctoxous VoTtepa omd enavetinupuévn £kbeon, katnyopio 2

Katnyopromoinen ko mp@TOKOALO Y10 TNV KATIYOPLOTOINGT] TOV HIYRATOV GOROOVO pE Tov Kavoviopo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (Ao tov H302 Mé00d0g voroyiopon
GTOLATOC)

STOTRE 2 H373 M¢é60d0g vroloyiopon
Aquatic Chronic 3 H412 M¢é60d0g vroloyiopon

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHZ Ot nAnpogopieg mov meptéyovtal o€ anutd to deATio mpoépyovtat and mnyEg Tig omoieg Oewpodue agiomotes. [Tapodia avtd, divovrot
XOPIC Kapio yydmen, pnTm 1 appnTn, Yo TV akpifeld tove.
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