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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Isoprenaline impurity A

Xnun Ovopacio 3" 4'-dihydroxy-2-(isopropylamino)-acetophenone hydrochloride

Kodwog mpoidvtog : 202200390

Svvdvopo : Ethanone, 1-(3,4-dihydroxyphenyl)-2-[(1-methylethyl)amino]-, hydrochloride

1.2. Zovogeic mpocdtopillopEvEg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOILEVES YPNOCELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpua katmyopia ypnong : To mpoidv mpoopiletar yia TV £pevva Kot avATTUEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| xpnong © Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOVL dEXTiOV dEdOPEvVEV cPaLEing

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. ApOpog Tnre@@vov emeiyovcag avaykng

ApBpog mrepdvou eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIp0o6o10piop6g EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV peiypaTog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&comra (amd Tov oTONATOG), KaTnyopio 4 H302
IIpeg keipevo twv nhmoemv H kot EUH: BAéne tunqua 16

AvemOOunNTEG QUOIKOYNMIKES EMOPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY VYEia Ko 610 TEPIfaihov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopds sopemva pe tov Kavoviono (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.
Anidoeig Tpoevraéng (CLP) : P264 - TTIiovete ta yépia, toug mxels (avtiPpdyia) kot 10 Tpdommo oXOAUCTIKA HETE TO XEPLOUO.

P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnoiponoteite avtd To TPOiov.

P301+P312 - ZE INEPIITQXH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAXZEQON 1 éva
yutpo, av acbavieite adabecia.

P330 - Egnidvete to oTOMA.

P501 - AwdOgomn tov Tepieyopévon/mepléktn o€ onpeio GLAAOYNG emkivduveV 1 E181IKOV amofART®y,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kkon dtebveig kavoviopovs.
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ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

Trpavon oOpemvo. pe: eEapeital 1) EMTEPIKY GLOKEVAGIM, Ta TEPLEYOUEVA TG omtoiag dev vepPaivovy to 10ml
Agv amarteitol ofjpavon

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

3',4'-dihydroxy-2-(isopropylamino)-acetophenone - <100 Acute Tox. 4 (Ao tov otoparog), H302

hydrochloride (ATE=500 mg/kg copotikov Bépovg)

TIMApeg keipevo tov idoewv H ko EUH: BAéne tprpa 16

Aev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa npdTav Pondetdv petd and exaen pe o dEpuo : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovids ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa npdTav fondetdv HeTd and exaen pe o LaTio . Eemlovete to pdtia pe vepo yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopies

TMHMA 5: TNV KOTOTOLEUN G TG TUPKO!

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons KatdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: pinToon axovolug EKAvong

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. ' dTopo mov TPooPLpovy TPpdTEG Pondsieg

Agv vrdpyovv emmAéov TANpoPopieg
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Agltio Agdopévov Acpaleiog
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Agv vdpyovv emmAfov mANpopopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmA£ov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog tng £k0eong/atopiki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0gong Kot froloyukés oprokis Tipnég
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOV Gépa
Agv vrdpyovy emmA£ov TANPOPOpieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyon

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyor:
Awnpniote og kaAd e€aepildpevo xdpo. Zuvibog amarteitor GOGTNHA YEVIKOD UNYovVIKOD £EAEPIGHOD TOV YDPOV.

8.2.2. Atopikdég TPooTaTEVTIKGG EEOTAGHOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 £pyaoTNPiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp06TUGia TOV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon Kk wapakorovOnon g meprparhovroroyikig £ék0eong o€ Kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Mopon| T Xteped
APDOHO : Mn dwbéopo
Oopny : Mn dwbéopo
10pio oopdv © Mn dwbéoo
onpeio ™éng / meployn TENG : Mn dwbéopo
Inpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv oydet
XapnAotepo 6pio £kpnéng 1 Asvioyoet
Yynhotepo 6pro ékpnéng T Agv oyvet
Inuelo avapredng 1 Asv ioyoet
Bgppokpacio avtavapreéng 1 Agvoyvet
Ogppokpacio didonacng : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1) T Agv oyvet
Awdvtoémto : Mn dwbéopo
ZOVTEAEOTIG KOTAVOUNG OF HelyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

ITieon atpov © Mn dwbéoyo
ITieon atpod og Beppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn dwbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVdVVOU

Agv vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OPOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Zta8ep6 VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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Isoprenaline impurity A
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

Kapio og kavovikn xpnon. BAéne tunqpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&ela to&icdmra (amd oTdON0TOC) . EmProfés o nepintoon kotdmoong.
Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvopnpévog (EArepatikd dedopéva)
Oé&eia to&icdmra (avamvon) © Mn taé&wvopnpévog (EAreipatikd dedopéva)
3',4'-dihydroxy-2-(isopropylamino)-acetophenone hydrochloride
LD50 and tov 6T0NATOG 68 apovpaiovg 300 - 2000 mg/kg
AGBpmon kot epediopdg Tov dEppatog 1 Mn taé&wopnpévog (EArepatikd dedopéva)
ZoPapn opOaipikn BAGPN/epebionds © Mn ta&vopnpévog (EAeipatikd dedopéva)
EvaisOntomoinon tov avomvevstikod 1 © Mn tag&vopnpévog (EArepatikd dedopéva)
gvaucOntomoinom Tov d€pratog
MetaAro&ryéveon YEVVNTIKOV KUTTAP®OV : Mn ta&vopnpévog (EAdeipatikd dedopéva)
Kapxwoyéveon © Mn ta&wopnpévog (EAdeipatikd dedopéva)
To&wdTTa Y10 TV OVaTOpoy®OYN © Mn ta&wopnuévog (EAepatikd dedopéva)
Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vopnpévog (EAepatikd dedopéva)
epanag £xbeon
Ewu to&wotnto ota dpyava-otoyovs (STOT) — : Mn tag&wvopnpévog (EAkepatikd dedopéva)
emovenupuévn ékbeon
Emucvovvomta avoppoenong © Mn ta&wvopnpévog (Advvapio GuAAOYNG OESOUEVEOV Y10 TEYVIKOVG AOYOUG)

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 12: Oworoyikég TAnpogopisg

Owoloyia - yevikd © Agv mopovoidlet 1aitepo Kivouvo yia to teptBailov.
Emikivduvo yio to vddrtivo meptBdiiov, Bpayvrpdbecpog : Mn ta&wounuévog (EAeaticd dedopéva)

(0&0c)

Emikivduvo yio to vddrtivo meptBdirov, pakporpodbeopog : Mn ta&wounuévog (EAeaticd dedopéva)

(xpoV106)

Aev voiotator Tayeio amocvvieon

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopies

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Isoprenaline impurity A
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

Agv vdpyovy emmA£ov TANPOPopieg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 13: Xtovyeio oyeTika pe 1 61d0gon

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe TN PETAPOPE.

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 aprBpog tovtéTnTOg

Agv 1oy0et Agv 1oy0et Aev 1oydet

14.2. Owsia ovopacia owostorjc OHE

Aev 1oy0et ‘ Aev woydet | Agv et

14.3. Taén/-€1g KivdOvov KT T PETOQOPA.

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet

14.4. Opéoa ocvokevaciag

Agv 1oy0g1 ‘ Agv 1oy0et | Aev 1oyder

14.5. MeprparhovTiKi ETKIVOUVOTTA

Aev 1oydet ‘ Aev 1oy0et | Aev 1oydet

Agev vrapyovv emmAéov Stobéoipueg TANpoopieg

Ermiyswo petagopa
Aev 1oy0et

peToQopd péocm Boracong
Agev 1oy0et

Evoépuo petagopd
Aev woyvet

Agev 1oy0det

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1.1. kavovicpoi EE

Hapaptnpa XVII too REACH (ITIpoimobéceig mepropiopov)
Aev nepihappaveton oto Mopdpmuoa XVII tov REACH
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Isoprenaline impurity A
Aghtio Aedopévav Acpalreiog

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

Hapapmpa XIV 100 REACH (Katdroyog ad£1060TNn01G)
Aev nepihappaveron oto [Mapapmuo XIV tov REACH (Katdhoyog adei0d0tnong)

Kotdhroyog vroyierev oveidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovciwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omdé evpépmon)

Aev gpappoletat.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)

Aev gpappoletat.

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

Aev nepihopfavetor otov Katdroyo ovolav mov e&acbevitovv to 6lov (Kavoviepog EE 1005/2009)

Kovoviopég mepi ekpnktikav poédpopov ovordv (EE 2019/1148)

Aev mepiéyet kapia ovoia(eg) mov mephappavetar(oviat) oTov Katdhoyo npddpopwv ovoldv ekpnktikdv (Kavoviopdc EE 2019/1148 oyetikd pe v epmopio Kot
™ PO TPOSPOL®Y OLGLDY EKPNKTIKADV)

Kavoviopég mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mephapfavetayoviat) 6Tov Katdhoyo Tpddpopmy ovetdv vopkatikdv (Kavoviepog EK 273/2004 oyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg

Agv vrdpyovv emmAéov TANpopopie

15.2. A&woroynon ymuikig ocQarelog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: AlLheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (And tov O&ela to&kodmra (amd tov 6TdOH0TOC), Katnyopio 4
G6TONOTOC)
H302 EmProfég o nepintmon katdmoong.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpo@opieg mov TePIEYOVTaL 6€ aVTO TO SEATIO TPOEPYOVTUL 0O TNYEG TIG 0moieg Bewpodpe a&omiotes. [Tapoia avtd, divovton
XOPIG Kapio gyydnon, pntn N appnTn, Yoo v aKpifed toug.
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