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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Ephedrine hydrochloride
Xnuwn Ovopacio : Ephedrine hydrochloride
No. kotardyov 1 614-024-00-X

Kwd.-EE 1 200-074-6

apOpog CAS : 50-98-6

Kodidg mpoiévtog 1 201600345

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

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron : Mn ypnowomnoteite : Katdnoon, Ewonvon, Aeppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV 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@edgm.eu - www.edgm.cu

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
EvawsOntonoinon tov déppoartoc, katnyopia 1B H317
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)

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
H317 - Mmopei vo. tpokadécel oALepYIKT dEPUATIKY avTidpoon.
AnAdoelg Tpoevraéng (CLP) : P261 - Amogebhyete va avamvéeTe oKOVI/avaBVAGELG/ 0EPLO/GTOYOVISIO/ OTHOVG/ EKVEPMLLALTOL.

P264 - ITAOvete ta xépia, Toug el (avTifpdyia) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P270 - Mnv tpdrte, mivete M| kanvilete, 6tav ypnoyonoteite avtd T0 TPOIov.
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Ephedrine hydrochloride
Agltio Agdopévev Acpaleiog

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

P272 - To polvopéva evddporta epyaciog dev mpénet va Byaivovv amd 1o ydpo epyaciog.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LGT10/70 TPOCMOMO/TO AVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
ywtpd, av oicbavleite adwbeoio.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P321 - Xpedlerar e1dwcn ayoyn (BAéne cupninpopoticég odnyieg tpdtmv fonbeidv oty eTikéTa).
P330 - Een\dvete 10 oTONO.
P333+P313 - Edv mapatnpnBei epebiopdc tov déppatog 1 epeaviotel eEavOnua:
Tvppovievbeite/Emokepbeite yotpod.
P362+P364 - BydAte ta polvopéva podyo Kot TAOVTE To TPV TO. EAVOYPNCLULOTOU|GETE.
P501 - AuiBeon tov mepiexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KavovioHove.

INpavon coppova pe: eEapeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG OToiag dev vrepPaivovv ta 10ml

Agv amtarteitol opavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANpoPopies

TMHMA 3: XvvOcon/TAnpo@opisg yia T GLOTATIKG

3.1. Ovoieg

Ovopa AVayvoOPGeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]

Ephedrine hydrochloride ap1Ouog CAS: 50-98-6 <100 Acute Tox. 4 (Amd tov otopatog), H302
Kwd.-EE: 200-074-6 (ATE=710 mg/kg copatikov Bépovg)
No. kataroyov: 614-024-00-X Skin Sens. 1B, H317

ITAnpeg keipevo tov nidcewv H kot EUH: BAéne tunipa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorn mocdtnto ckovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
avi).
Métpa tpdTev Bondeidv HeTd amd exapn e To LATIO : Eemlovete to patio pe vepod yio AOyous acpoleiag.

4.2. XnpovTIKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Agv vrtdpyovv emmAEov TANPOPOpieg

4.3."Evé€1&n omo1a60NToTE AMULTOOPEVG GIEST|G LUTPIKIG PPOVTIdUG Kot 181K G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TV KOTOTOAEPNON TG TVPKAYLAG

5.1. TvpocoPestika péoa
Katdhnia péoa mopdofeong . KovBépta mupdoPeong.
5.2. E01koi TOmol ETKIVOUVOTITAS TOV TPOKVTTOVY GT6 TNV 0VGiq 1] TO peiypa

Kivduvog moprayidg 1 BAéme tunpoa 2.2.
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Ephedrine hydrochloride
Agltio Agdopévev Acpaleiog

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

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonomote péca katdoPeong KatdAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ mepinton aKovoLas EKAVONG

6.1.1. '@ TPooOTIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £kTaKTNG OVAYKNG 1 Amogebyete kGBe meprrtn £xbeon.

6.1.2. T Gtopo mov TPpocpipovy TpdTEG fonideieg

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Béme tunpa 1.

TMHMA 8: ‘ELreyyog g £ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipés emayyehpotikig £k0eong ko frohoyikég oprokés Tipég

Agv vrdpyovv emmAéov TANPopopieg

8.1.2. ZuvieTOpEVES S1001KOGIES TOPAKOLOVONONG
Aev vdpyovv emmAov TANPOPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vrapyovv emmAéov TANpopopieg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAov TANpoPopie

8.1.5. Ileproyég eréyyov

Agv vrdpyovv emmAéov TANPoPopieg

8.2.1. Katdiinkior pnyavikoi éreyyor

Katdiinhor pnyavikoi éreyyou:
Awnpriote og KoAd eEaeplopevo ydpo. Zuvibog amatteitol cOoTNHA YEVIKOD UnyavikoD eE0epIGHOD TOL XHPOL.
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Ephedrine hydrochloride
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

Agev vdpyovv emmAéov TANpoPopieg
8.2.2.2. TIpoctacio Tov déppatog
IIpootacio Tov déppoToc:

oS8 epyaoTnpiov

IIpocrocia TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpooTocio TOV AVUTVEVGTIKAOV 00DV

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vrdpyovv emmAéov TANpoPopieg

8.2.3. "Eheyyor meprpariovrikg £k0eong

Agv vrtdpyovv emmAéov TANpoeopies

TMHMA 9: ®voikég Kon ynRIKES 1O0TNTES

9.1. Ztoycia o TS facikéc QUOIKES KoL YNUIKES 1O10TNTEG

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéopo
Epepdvion 1 Xkovn.

Oopn : Mn Swbéopo
Op1o oopng : Mn Swbéopo
Enpeio théewg : Mn dwbéopo
Enpeio mhéewg : Mn dwbéopo
Enpeio Bpacpon : Mn Swbéopo
Evpiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunkotepo 6pio £kpnéng 1 Aev woyvet
Av®ToTo 0plo expnEpomTag 1 Agv oydet
Enpeio avaereéng : Aev woyvet
Beppokpacio avtavapreéng 1 Agv oydet
Beppokpacio arocHvieong : Mn Swbéorpo
pH ¢ 4.5-6.5(50 g/1,20°C)
Awdropo pH : Mn Swbéopo
1EDOES, KIvepaTikog (1)) : Aev woyvet
Awdvtomra : Nep6: 100 — 1000 g/l
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumv : Mn Swbéopo
[Tieon atpov og Oeppokpacio S0°C : Mn Swbéorpo
IMukvotnro : Mn Swbéorpo
ZyETIKN TOKVOTNTAL : Mn Swbéorpo
ZyeTikn TokvoT T ATU®OV 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéorpo

9.2. Aownéc mAnpoopiss

9.2.1. IIxmpo@opisg 6YeTIKAE pe TIG KAAGELS QUOLKOD KIvOUVOL

Agv vrdpyovv emmAéov TANpopopies

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QuLEing

Aev vrdpyovv emmAéov TANpoPopieg
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Ephedrine hydrochloride
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. AvnidpaoTikOTNTO

Zt00epd VIO KAVOVIKEG GLUVONKES.

10.2. Xnpkn ctabepétnta

Aev vdpyovv emmAov TANPOPopie

10.3. IBavéTNTO EMKIVOUVOY AVTIOPAGEDV
Kavévag yvootodg/-1/-6.

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)
O&eia To&koTNTal (deprOTIKN)
O&eia To&wotnta (avamvon)

;. EmProPég o mepintwon katdmoong.
1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)
1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev mhnpovvot)

Ephedrine hydrochloride (50-98-6)

LD50 a6 tov 6Top0T0g 68 Apovpaiong

710 mg/kg

AéBpwon kot epebiopdg Tov dEPHATOG

ZoBoapn o@Baipkn BAEPN/epebiopds

EvaisOntomoinemn tov avamvevotikod 1
gvaucOnTomoinom Tov dEpUaTog

MetoAa&LyEveon YEVVITIKOV KUTTAP®V
Kapkwvoyéveon

To&wdmta otV avomapoyoyn

Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) —
gpanag £xbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavenupévn ékbeon

Emucvduvotnta avoppoenong

1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)

PH: 4.5 6.5 (50 g/l, 20°C)

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

pH: 4.5 6.5 (50 g/l, 20°C)

: Mmnopei va Tpokoréoet addepyikn deppatikn avtidpoon.

1 Mn ta&vounpévog (EAdeipatikd dedopéva)

1 Mn ta&wopnpévog (Baoet tov dwubéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
: Mn tag&wopnuévog (Mn cvpnepacuotikd dedopsvar)

: Mn ta&vopnpévos (EAdepatikd dedopéva)

1 Mn ta&vounpévos (Baoet tov dtabécytov dedopévav, ta kprripa ta&tvounong dev mAnpovval)

: Mn ta&wvopnpévog (Advvapio GUAAOYNG SESOLEVOV Y1aL TEXVIKOVG AOYOLS)

11.2. ITAnpo@opies yro. GAAOVS THTOVS EMKIVOLVOTITAG

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétnTa

Oworoyia - yevika

Emikivduvo yua to vddrvo mepifdarov, Bpoyvnpdbecspog

(080

1 Agv mopovotalet 1iaitepo kivouvo yia 1o TEPBAALOV.
1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev mhnpovvot)
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Ephedrine hydrochloride
Agltio Agdopévev Acpaleiog

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

Emikivduvo yia to vddrtivo mepiBdAlov, pakporpodbeopog : Mn ta&wounuévog (Baoet tov drabéctpumv dedopévav, to kprmmpla ta&vopnong dgv TAnpodvor)
(xpoV10G)

Agv vdpyovv emmAéov TANPOPOpieg

Aev vdpyovv emmAov TANPoPopie

Agev vdpyovv emmAéov TANPoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAfov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: X1oiycio ¢ j DL

Agv vdpyovv emmALOV TANPOPOPiES

TMHMA 14: ITinpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. ApOpog OHE 1 ap1Opég tavtétnTog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.2. Oweia ovopacio arostorig OHE

Aev oy0et Agv oyvet Agv woyvet

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

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.4. Opdodo cvokevaciog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.5. Ileprforrovtikn emKivovvéTnTo.

Agv 1oy0et Agv 1oy0gt Aev 1oy0et

Aev vrapyovv emmAéov Stabéoiueg TANPOPOpieg

Enriyewo petagopa
Aev 1oy0et

petagopd péow Bardoong
Agv 1oy0et
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Ephedrine hydrochloride
Agltio Agdopévev Acpaleiog

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

Evoépua petagopd
Aev 1oyvel

14.7. @aldooreg peta@opég y0oNy cdpepmva pe Tic Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtovyeio vopo0eTikov yopaKtipo

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaLED, TNV VYELD KoL TO TEPIBGALOY Yia TNV 0VGi0 1) TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev nepthappaveton oto Mapaptnuo XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 08£1060Tn61|G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev neptlapfdvetor otov Katdloyo vroyneuyv ovoidv REACH

Kavoviopiog PIC (EE 649/2012, IIponyoduevy cuvaivesn peTd amd evnpépmon)

Aev gpappodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviopog mepi e€ao0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfhaveton 6tov Katdroyo ovoidv mov eEacbeviCovy to 6Lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopia ovsio(eg) mov mepthapfdvetoiovtat) 6Tov Katdloyo Tpddpoumv ovcotdv ekpnktikav (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwatacerg

Agev vrdpyovv emmAéov TANpoopieg
15.2. A&rorhoynon yMuiKig aoQarelag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonqpavon arhayov

Tpnpa Tpomomompévo croryeio Tpomomoinon Mapotnpioeg
evnuépmon ITpootébnke
Avtikafiotd v £kdoon Tpootédnke

1.1 ‘Ovopa TponomomOnke

2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | TpomomowmOnke
[CLP]

22 Anhaoeig emkivdvvotntog (CLP) TpomomomOnke

22 Anhaoelg Tpoevraing (CLP) TpomomomOnie

9.1 pH ITpootédnke
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Ephedrine hydrochloride
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
9.1 YdatodaivtdtnTa TponomomOnke

11.1 Artia gdv dev €ovv Ta&vounBet Ipootédnke

11.1 LDS50 and tov 6tépatog o€ apovpaiovg Ipootédnke

11.1 ATE CLP (Amo6 0V 6T0p10TOC) TpomomomOnie

12.1 Attio v dev €xovv Ta&vopndet Ipootédnke

I peg keipevo pacswv H ko EUH:

Acute Tox. 4 (An6 Tov

O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4

GTOLOTOC)
H302 Emprapés oe mepintmon katdmoons.
H317 Mmropei va. Tpokarécet odlepyikn deppatikn| avtidpoon.

Skin Sens. 1B

EvaisOnromoinon tov déppoatog, katnyopia 1B

Agltio Agdopévaov Acpaleiog (AAA), EE

ATIOITOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o€ antd to dehtio mpoépyovtat and mnyés Tig onoies Oempodpe a&iomotes. [Tapoia avtd, divovtot

XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tovg.
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