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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Quinine sulfate
Kwducde mpoidvrog : 201900113

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

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
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France
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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]

O&ela to&kodmTaL (0d TOL 6TOHATOC), Katnyoplo 4 H302
EvaisOntomoinem tov avoamvevstikov, kotnyopio 1 H334
EvaisOntomoinom tov déppatog, katnyopia 1 H317

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL eMIPAceLS 6TV avOpAOmIVY VYEio Kor 6To TEpLpdiiov
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
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H317 - Mnopei va tpokoréoet oAlepyikn deppatikh avtidpoon.
H334 - Mropei va tpokaréoet oddepyio 1| copntdpato dobpoatog 1 d0onvola g nepintmwon
£10TVONC.

Anhaoeig tpoedraing (CLP) : P301+P312 - XE IIEPIITOQXH KATAIIOXHX: Kaléote apéomng to KENTPO AHAHTHPIAXZEQN
1 éva yuatpd, edv arcBavieite adwbecio.
P304+P340 - XE IIEPIITQXH EIXIINOHX: Metagépete tov mabdvto otov kabopd aépa kot
AQNOTE TOV VoL EEKOVPOCTEL GE GTAGT] TTOV SLEVKOAVVEL TNV OVOTVON.
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Quinine sulfate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (EE) 2020/878

Zhpavon cOUPov pe: eEapeitor 1 EmTEPIKT GUOKELAGTIN, TO TEPLEYOLEV TNG omtoiag dev vepPaivovy to 10ml
Ewcovoypappata kvddvov (CLP) :

GHSO08

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpoPopie

TMHMA 3: Z0v0eon/ainpo@opies yio To GVOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopeTIKOS KOOKOg % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Quinine sulfate - <100 Acute Tox. 4 (And tov otoparog), H302

(ATE=500 mg/kg copatikod Bapovg)
Resp. Sens. 1, H334
Skin Sens. 1, H317

ITAnpeg keipevo tov dnrdcewmv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev woydet

TMHMA 4: Métpa npotov fondsiaov

4.1. Ileprypa@n pétpov npoOTOV fondeidv

Métpa Tpmtev Pondeidv puetd and eiomvon : Bydhte Tov maBovta otov kabapd oépa. AQnoTe T0 GTopo OV TPOSPANONKE Va avarvedoet kabapd
oépa.

Métpa TpdTev Pondeidv Hetd amd enapn Le To dEp . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
mavi). [TAovete pe Gpbovo vepd Kot 0moppuTOVTIKO.

Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon 1 Hemhovete to otopa. Ewwr wtpucn mapokorovdneomn. Evééyeton va cuot el mopatetapévn watpikn
Toapokorlovdno.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg otnv vyeio evdéyeton va eppaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS LETE b E1GTVOT . Avenopkn dedopéva.

SOUTTOUOTO/EMBPACELS LETE amd EXOPT| LE TO SEPLLOL . Avenopkn dedopéva.

ZOUTTOUOTO/ EMOPAGELS LETE b EXOQT LE TOL PATIOL . Avenopkn dedopéva.

SOUTTOUOTO/EMIPAGELS LETE b KOTAmTOoT : To cvpurtdpata gvogyeton va etvar (oAN, KeQaloAyies, vouTio Ko AT®AELL GUVTOVIGHOV.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIS GIECT|G LUTPIKNG PPOVTIdUG Ko E101KNG Ogpameiog

ZopPovievbeite/Emokepbeite yiotpo. Eav eivar duvatd dei&te avtd to pOAo acpodeiag, Kt av OyL, dei&te T cuokevacio N Vv eTkéta. Evepyn ovoia.
DapUAKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G TS TUPKAYLAG

5.1. IvpocPestikd péoa

KorédAinio péoa mopocPeong : KovBépta mupdoPeonc.
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Quinine sulfate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLOG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

Tevikd pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNgG OvVayKNG : Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIO Kot TPOGTAGIO Y10l TOL PATIO KO TO TPOSOTO.

6.1.2. ' GTopa mov TPooPEpovy TPdOTES Por)Osres

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipata Oo mepicuAeyovv kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmAéov TANPOEOPieg

TMHMA 7: Xeipiopog ko amodnkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn) Tov xpNotn 6Toug mhovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT
OV TO TPOTOV Ypnoorombel pe Tpdmo mov opileTal amd TIC KATUCKEVAGTUKES TPOSIOLY PUPES.

TIpo@ura&els yio ac@ain yeipiopd : Xpnowonomaote o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.

Métpa vytewvng : Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg acQoAeiog.

Teyvicd pétpa : Zoppopeobeite [e TOVG 10YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘EAeyyog tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokés Tipnés emayyelpotikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeveg drodikocics TopakorovOneng

Aev vdpyovv emmaAéov TANPOQOpieg
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Quinine sulfate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (EE) 2020/878

8.1.3. Xynportifovror oTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxax PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg

8.2. "Eleyyot ék0eong
8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Xpnoylomoeite amokAEIoTIKA 6 KAEIGTN XOUVN Le EVEOUOTOUEVO GidTpo. DIkTpo aepocmUATISIOV VYNANG
amoterecpatikomrog (HEPA filter).

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG
8.2.2.1. TIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoiponoteiote TPOoTATELTIKO povyiouod Yo ynpkd. DIN EN 13034

IIpoctucia TV yEPLAOV:
[poctotevtikd yaviwe aviekTikd og ynukd tpoidvra. ISO 374-1

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 03DV

IIpocTucic TV AVATVEVGTIKAV 00QV:
Xe nepintmon omehevdépwong oxdvng : pdokeg pe eidtpo yua okoéveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprwo0étnon kot TapakorovOnon g meprfariiovioroykig £kOeong o€ Kivouvo

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL © Mn dwbéorpo
Oopn : Aev woyosl.
Opto ooung : Mn dwbéorpo
Inueio Eemg © Mn dwbéoipo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacod © Mn dwbéoipo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev woyet
AvdTato 6plo ekpnEpdTTog 1 Aev oyet
Enpeio avapreéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
Beppokpacio arocvvieong © Mn dwbéotpo
pH © Mn dwbéotpo
Adropo pH © Mn dwbéoipo
1EDdeG, Kvepotuedg (1) i Aev oydet
AwAvtomra : Nepo:1-10g/L
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Quinine sulfate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

ZUVTELEOTNG KATOVOUNG O pelypa N-0kTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.

Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog

O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov dépuratog : Mn ta&wopnuévog

ToPapn opboipkn PAaPn/epediopog : Mn ta&wopnpévog

EvaisOntomoinon Tov avamvenostikon 1 : Mmopeti va mpokaiécet akkepyio 1 copmtdpata Godpatog 1) SHoTVoLN 68 TEPITTMON EIGTVONC.
gvaucbnTomoinom Tov dEPUOTOG Mmopei va TpokarEsel OALEPYIKT SEPUOTIKY aVTIOPAOT).
MetoAho&ryéveon YEVWITIKAOV KOTTAP®OV : Mn ta&wounuévog

Kapkwoyéveon © Mn ta&wopnuévog

To&wodTa Yo TV avamopayoyn : Mn ta&wounuévog

Ewdwm to&icdtta ota 6pyava-otoyovg (STOT) — : Mn ta&wopnpévog

epanag £xbeon

Ewdwm to&icotnta ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog

emavelnupévn xbeon

Enucivduvotnto ovappdenong © Mn ta&wopnuévog
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Quinine sulfate
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yio to vddtivo mepiBdriov, Bpayvnpodbecpog : Mn ta&wvopnpévog

(0&bg)

Emucivduvo yio to vddtivo meptBdiiov, pakporpdbeopog : Mn ta&vopnpévog

(upoviog)

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwr| vopoBeasio (andfinto) . Kotaotpéyte pe aopoli TpOTO GOUPEOVO e TOVG TOTIKOVS/ £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog 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

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 6/8



Quinine sulfate
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (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. @araooreg peTo.opis yvony copgpmva pe Tig Tpaéeg oo 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 (Ilpoimoféceig mepropiopov)

Aev neprapféveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)
Aev meprapfavetor oto Hapaptnua XIV oo REACH (Katdhoyog adetoddtnong)

Kataroyos vroynoiov overdv REACH (SVHC)

Aev neprapfévetol otov Katdhoyo vroyneuwv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnuépmon)
Agv epappodletat.

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

Aev gpappoletor.

Kavoviepdg mepi e&ac0évnong Tov 6lovrog (EE 1005/ 2009)

Aev neprapfavetor otov Katdhoyo ovotdv mov eEacbeviCovv to 6Cov (Kavoviopdog EE 1005/2009)

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

Aev mepiéyet kopia ovoio(eg) mov meprapfdvetai(ovtat) 6Tov Katdrhoyo mpddpopmv ovcidv ekpnktikdv (Kavoviepog EE 2019/1148 oyetikd pe v epmopio Kot
™ XP1oN TPOSPOUDY OVGLOV EKPNKTIKAOV)

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

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotderg
Aev vdpyovv emmAéov TANPOQOpieg
15.2. A&wohoynon ynukig ac@aiglog

Aev vdpyovv emmAéov TANPOQOpieg
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Quinine sulfate
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (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)

H302 EmPrapés oe mepintmon koatdmoons.

H317 Mmopet vor TpoKaAEGEL OALEPYIKT| SEPULOTIKT AVTIOPOAOT).

H334 Mrmopei va Tpokarécel odlepyio 1} cvpmtdpate Gobpatog 1 SHomvola 6g TEPITT®OoN EIGTVONG.
Resp. Sens. 1 EvaicOntonoinon tov avanvevotikov, katnyopio 1

Skin Sens. 1 EvaicOntonoinon tov déppatog, katnyopio 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHEX Ot mAnpogopieg mov meptéyovial o€ antd 10 deATio TPoépyovtal amd myés Tis onmoieg Bempovpe agiomotes. [Tapdia avtd, divovtot
XOPI Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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