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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Chloroquine sulfate
Kodog mpoiovrog : 201600186
Suvovopa . Chloroquine sulphate

1.2. Zuvageig mpocdlopllopEvEg AP GELS TG 0VGILAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES PNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoiog/Tov petyHaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun v T TOL dEXTiON dEdopévEV acPaLeiag

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 AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

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

EvaisOntomoinem tov déppatog, katnyopia 1 H317
Kapkwoyéveon, katmyopio 2 H351
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon oT0 TEPLPailov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

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

GHSO07 GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoeig emkvdvuvomtag (CLP) : H317 - Mropei va mpokoAécel aAAEpYIKT Sepuatikn ovtidpaot.
H351 - "Yronto yio tpdxAnon kapkivov.
Anidoelg mpoevraéng (CLP) : P201 - Egoduwioteite pe tig e181kég 0dnyieg mpv amod T xprion.

P202 - Mnv 1o ypnoiponomoete nptv SofAoETE KoL KATAVONOETE TIG 00NYieg TPOPOANENS.

P261 - Anogevyete va avamvéete okdvn/avabupdoeis/aépio/otayovidle/atpods/ekvepdpora.

P272 - Ta polvopéva evddpata epyaciog dev mpémet va fyaivovy amd 1o xdpo epyasciog.

P280 - Na popdte TposTATEVTIKA YAVTIO/ TPOCTOTEVTIKG EVOVUATO/HEGH ATOMIKNG TTPOGTAGIOG YL0. TOL
HETI0/TO TPOCHOTO/TAL AVTLAL.
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P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAvte pe dobovo vepd.
P308+P313 - XE IIEPIIITQXH ékbeong 1 mbovotntag ékbeong: Zvppovievdeite/Emorepheite
YTpo.
P321 - Xpeidleton ek ayoyn (PAETE CUUTANPOUATIKEG 0ONYiEG TPOTOV PONOEIOV 0TV ETIKETR).
P333+P313 - Eav mapatnpndei epebiopog tov déppotog N eppaviotei Eavonuo:
Yvpupovievbeite/Emokepbeite yratpo.
P362+P364 - BydAte to LoAvopéEVE povyo Kot TAVVTE TO TPV T EQVAYPNOLOTOU|GETE.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom 1oV TEPLEYOUEVOV/TEPLEKTN GE OTEID GLAAOYNG ETKIVELVEOVY 1 EOIKOV AOoPANT®V,
GUHOOVA LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG 1)/Kat dieBveic Kavoviopode.

ZHAuavon cOUPOVO pe: eEUPEiTol 1) E6MTEPIKT GUGKELAGIN, TO TEPLEXOUEVO. TNG omtoing dev vrepPaivovv ta 10ml

Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AALot Kivovvor

Agev vapyovv emmAEOV TANPOQOPiEg

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

3.1. Ovoigg
Ovopa AvVayvopieTikog Koowkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
Chloroquine sulfate - <100 Skin Sens. 1, H317
Carc. 2, H351

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov npdOTOV fondeidv

Métpa TpmdTev Pondeidv Hetd amd emapn Le TO dEp . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa TpdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete to pdtia Le vepod Yo AOYous aopoeiag.

4.2. INPOVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

Agv vrdpyovv emmAéov TANpoeopieg

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVG GIECTS LATPIKNG PPOVTIdUG Kot E101KN G Oepameiag

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TUPKAYLAG

5.1. IvpocPestikd péoa

Katddnia péca mopdoPeong . KovBépta mupdoPeong.

5.2. Exdukoi T0o1 EMKIVOUVOTITOS TOV TPOKVTTOVV 0Td TNV 0VGia 1| TO peiypa

Kivévvog mupkaytdg © BMéme tuiqua 2.2.
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Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTmon 0KoVoLIS EKAVONG

6.1.1. I'e. TPocOTIKG GALO 0TTO TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG QVayKng 1 Amopevyete kGOe meprrtn €xbeon.

6.1.2. T Gropa mov Tpocpipovy TPpMOTEG Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQEOPieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vapyovv emmAEoV TANPOQOpieg

Béme tunpa 1.

- 'Eheyyoc g ékBeonc/atopkn poctocia

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeves drudikocics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynpartifovrar otoyygio pOmTAVeNS TOL aEpa
Agv vdpyovv emmAEov TANPOEOPieg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.2.1. Kotdhinhor pnyavikoi £reyyor

Koataiinior pnyavikoi éleyyou:
Awnpiiote o KoAd e&oeptlopevo ydpo. Zuviifg amatteitor cOGTNUA YEVIKOD UNYavKoD eE0EPIGILOD TOV XMHPOL.
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Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpororomnke and tov Kavoviopd (EE) 2020/878

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOGATOV

Aev vdpyovv emmAéov TANPoQOpieg
8.2.2.2. IIpoctacia déppatog
Ipoctacio Tov déppatog:

TOd14 EPYUOTNPiOL

Ipoctucic TOV yEPLAOV:
IIpoctotevTiKg yavtio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 03MV

Aev vdpyovv emmAéov TANPoQOpieg

8.2.2.4. Ogppkoi kivovvol

Agv vrtdpyovv emmAéov TANpopopieg

8.2.3. Oprobétnon kor wapokorovOnon g teptpaiiovroroyikiis £kOeonS 6€ Kivouvo

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 9: ®voikég Ko ynuKEG 1016TNTEG

9.1. Zroyeia Yia Tig facIKES QUOIKES KO YNUIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHOL : Mn dwbéorpo
Eppdvion T Xkovn.

Oopn : Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacion : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra kKtvdvvov ekpri&emg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev oyet
Av@Tato 6plo ekpnEpdTTog : Aev oyet
Inueio avapredng : Aev oyvet
Beppokpacio avtovapreing 1 Aev oyet
Bgeppokpacio arocvvieong © Mn dwbéorpo
pH : Mn dwbéorpo
Adropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra . Nepo: 100 — 1000 g/l
ZUVTELEOTNG KATOVOUNG O€ pelya N-0KTavOAng/vepoD : Mn dwbéorpo
(Log Kow)

Tdon otumv : Mn dwbéorpo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéorpo
IMokvotnto © Mn dwbéoipo
ZyeTkN TUKVOTNTO : Mn dwbéorpo
ZyeTKN TOKVOTNTO ATUAV 6ToLG 20°C 1 Aev oyet
Méyefog copatidiov : Mn dwbéoipo

9.2. Aoutég mAnpogopisg

9.2.1. IIkmpo@opieg oYeTIKA pe TIS KLAGELS PUOLKOV KvOUVOU

Agv vrdpyovv emmAéov TANpoeopieg

9.2.2. AMLa YOPAKTNPIOTIKG 06QaAEinG

Aev vdpyovv emmaAéov TANPOQOpieg
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Chloroquine sulfate
Agltio Agdopévov Acpareiog
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TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vapyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmAéov TANPoQOpieg

Kapio og kavovicn xprion. BAéne tunipa 7.

‘Ortav Oeppaivetor LéExpt Tov oNUEIOL SAOTOONG, EKTEUTEL ENKIVEVVOUG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&ela to&koTTaL (0d GTOHATOS) : Mn ta&wopnpévog (EAkeltotiicd dedopévor)
O&ela to&cotTa (Seppatikn) : Mn ta&wopnuévog
O&ela to&kotTaL (avarvon) : Mn ta&wopnuévog

Chloroquine sulfate

LD50 and T0v 6T0p0Tog 68 Apovpaiong 300 — 2000 mg/kg
AGBpwon kot gpebiopdg Tov dEppatog : Mn ta&wopnpévog (EMeaticd dedopévar)
ZoPapn opborukn PAGPN/epedioog : Mn ta&wopnuévog (EAkeoticd dedopévor)
EvoaisOntomoinem Tov avamvenosTikov 1 : Mmopet vo pokaiécet adlepyikr| deppotikn avtidpacn. (Bdoet tov dtobéoiiwov dedopévav, Ta
gvaucOnTomoinom Tov dEPUTOG Kpiripla Ta&vopnong dev TAnpodvtar)
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog (EAeaticd dedopévar)
Kapkwoyéveon : Yronto yio mpdrhnon kapkivov. (EXewoticd dedopéva)
To&wodTa Yo TV avamopayoyn : Mn ta&wopnuévog
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
epanag ékbeomn
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
emaveknupévn kbeon
Enucvduvotnto avappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, ta kprrnpio to&vounong dev minpovvan)

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 12: OwoAoyikéc mAnpo@opies

Owoloyia - yevikd : Agv mapovoidlel 1iaitepo kivouvo yio To mepBAALOV.
Emucivduvo yia to vddtivo mepiBdrlov, Bpayvrpodbeopog @ Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo meptBdAlov, pakporpobeopog @ Mn ta&wopnpévog

(xpoV106)
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Chloroquine sulfate
Agltio Agdopévov Acpareiog
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Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPOEOPiEg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztovycio oyetikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Zopeava pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. ep1parhovTiKi ETIKIVOVVOTITA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa peragopd
Aev woydet

HETOQOPA pécm Barhacong
Agv 1oy0et

Evaépra petagopa
Agv 1oy0gt
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14.7. O@alacoieg peTa@opig yOoNv cdppova pe Tic Tpatelg tov IMO

Agv 1oyvet

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIN KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdhoyog 0:6£1006thong)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdloyog adeioddtong)
Katarhoyog vroyngrov ovordv REACH (SVHC)

Aev mephapfavetor otov Katdhoyo vroyneumv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevny cvvaiveon pPeETd omd svnuépmon)
Aev gpappoletor.

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

Aev epappdletat.

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

Aev mepthapfévetol 6Tov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi mpodpopmv overdv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikeV (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdierg

Agv vdpyovv emmAEOV TANPOQOPIiES

15.2. A&wohdynon ynmkig acodisiog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Carc. 2 Kapkwoyéveon, katnyopio 2

H317 Mmopei vo TpoKaAEcEL aAEPYIKT EPULOTIKY AVTIOPAOT).
H351 "Yronto yio tpdKAnon Kopkivov.

Skin Sens. 1 EvawsOnronoinon tov déppatoc, kotnyopia 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov meptéyovtat 6& avtd T0 AT TPoépyovTal omd TNYEG TIg omoieg Oewpovpe aiomiotes. [Topdra avtd, divovtol
XOPIG Kopio yydmon, pnTn 1 appnTn, Yo TV akpifeld tovg.
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