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TMHMA 1: AvayvwpIioTIKOG KwSIKOG ouaiag/pEiyMaTog Kal ETaIPEiag/eTIXEIPNONG

1.1 AvayvwpIioTIKOG KwIIKOG TTpoioVTOg
ZAMa KaTaTeEDEY : Amiloride / Hydrochlorothiazide Formulation

1.2 Zuva@eig TpoodIopI{OUEVEG X PAOEIG TNG OUCIOG | TOU UEIYMOTOG KOl OVTEVOEIKVUOUEVEG
Xpnoeig

Xpnon g Ouoiag/Tou ;. PappakeuTIKA TTPOIBVTA

MeiypaTtog

1.3 Zroixeia Tou Trpopun0euTh TOU deATiou dedopévwv ao@alegiog
ETaipeia : MSD
Kilsheelan
Clonmel Tipperary, IE

TnAépwvo : 353-51-601000

AigUBuvaon nAekTpoviKoU : EHSDATASTEWARD @msd.com
Taxud poeiou Tou aTéuou
utreUBuvou yia To SDS

1.4 Ap1Bu6g TNAEPWVOU £TTEI YyOUOOG AVAYKNG
+1-908-423-6000

TMHMA 2: NMpoodi10pIo oG ETIKIVOUVOTNTAG

2.1 Tagivéunon tngouciag ) Tou JeiyHaTog

Tagivopnon (KANONIZMOZ (EK) ap10.1272/2008)

E1d1kn T0gIkGTNTO OTA O pyava OTOXOUG - H372: MpokaAsi BAGBeG oTa Opyava UOTEPQ OTTO
eTavalapBavopevn ékBeon, Karnyopia 1 TTapaTeETAPEVN 1 ETTAVEIANUPEVN EKBEDN.

2.2 ZT1oIXEiO EMICAPNAVONG

Emonuavon (KANONIZMOZ (EK) api8. 1272/2008)
EikovoypduuaTta Kivoéuvou

MpoeidotroinTiKA A£En : Kivduvog

AnAwoeig emkivouvotntag  : H372  TMpokaAe BAGBeg oTa dpyava UoTepa atTd
TTapaTETAPEVN ) ETTAVEIANMUEVN EKBEON.

AnAwaoelg TTPOQUAGEEWY : NpéAnyn:
P260 Mnv avamvéete oKovn.
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P264 TIAUveTe TO OEPUA OXOAAOTIKA UETA TO XEIPIOHO.

P270 Mnv Tpwre, TTiVeTE f} KATTVICETE, OTAV XPNOIUOTIOIEITE
QUTO TO TTPOIGV.

EméuBaon:

P314 ZupPBouAeubeite/ EmokepOeiTe yiaTpd eGv aiocBavBeite
adlabeaia.

Emikiviuva cuoTaTIKA TTOU TTPETTEI VO aVAYPAPOVTAI OTNV ETIKETA
Hydrochlorothiazide

2.3 AAAo1 Kivduvol
ETragn Tng oKOVNG PE TA PATIO UTTOPET VA TTPOKOAETEI UNXAVIKO £PEBITUO.
ETragn pe Tn okOvN PTTO PE va TTPOKOAETE! UNXavIKO £peBIOUO A ENPOTNTA TOU O €PUATOG.
MTTOpEi va OXNUOTIOEI EKPNKTIKO Wiy Ha OKOVNG-a€pa KOTd T SIGPKEID TNG ETTECEPYATiag, TOU
XEIPIOPOU A UTTO AANEG OUVONKEG.

TMHMA 3: Z0v0eon/TTANpo@opieg yia Ta CUCTATIKA

3.2 Meiypara
ZuoTaTIKA
XnMIKR ovouaaoia CAS-ApB. Ta&ivounon 2UYKEVTPWON
EK-ApiB. (% wiw)
ApIBud ¢ KataAdyou
ApIBuOG
KaTaxwpnong
Hydrochlorothiazide 58-93-5 STOT RE 1; H372 >=20-<30
200-403-3
Amiloride 17440-83-4 Acute Tox. 2; H300 >=1-<25
Eye Irrit. 2; H319
Aquatic Chronic 3;
H412

MNa eme€rynon Twv ouvtopoy pa@iwv BAETE evoTnTa 16.

TMHMA 4: MéTpa TpwTWV Bondeiwv

4.1 Neprypa@n Twv YETPWV TTPWTWYV Bondeiwv
levikég utTodEiEEIG . ZE TTEPITITWON aTUXAMOTOG ] av Oev alIoBAvecOE KaAd,
€100TTOIEIOTE TOV YIOTPO.
Av diapkoUv Ta CUPTITWHATA 1] UTTAPXEl KATToIa augIBoAia,
OUUBOUAgUBEiTE Eva vIaTpO.

MpooTtacia Twv Tpoocwtiwy  :  Oool Tpooeépouyv Tig MpwTeg BoBeieg Ba TrpéTrel va
TTOU TTAPEXOUV TTPWTEG TTPOCEEO UV TNV QUTOTIPOCTACIA KAl VA X PNOTUOTTOIOUV TOV
Bonobeieg OUVIOTWEVO OTOMIKO TTPOCTATEUTIKO EOTTAIGUO OTAV UTTAPXE

n mBavoTnTa £€kBeang (BA. TUAua 8).

2 € TTEPITITWOT EI0TTVONG © Z€ TTEPITITWON EICTTVONG JETAPEPETE TO BUPA 0TO KaBapd
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agpa.
YT1oBAn6eite o€ 1aTpIkA €€£Ta0N av p@avicOolv
CUMTITWMATA.
2 TTEPITITWON ETTAQPAG ME TO @ Z€ TTEPITITWAN ETTAPNG EETTAUVETE AUECWG TO DEPUA UE
Oéppa dagpbovo vepod Kal GaTrouVvl.
YT1roBAnBeite o€ 1aTpIKA €€£TAON AV EPPavicOolv
CUMTITWMATA.
2€ TTEPITTTWON ETTAPNAG HETA & Av UTTElI OTA PATIA, EETTAUVETE KAAG E vEPOD.
MaTIO Emoke@OeiTe yiarpd o€ TTEQITITWON TTOU €V UTTOXWPEI O
epPeOIoNOG.
2 TTEPITITWON KATATTOONG : Ze mepitrtwon kaTtdmmoong MH trpokoAeite €uETO, EKTOG KAl av

auTo yivel pe eVIoAR Tou 1aTPIKOU TTPOCWTTIKOU.
2UMBoUAeuUTEITE YIOTPO.

MAUVETE TO OTOPA OXONAOTIKA HE VEPOD.

Na pnv xopnyeitail Timmota atrd 10 OTOUA 0€ ATOUO TTOU €XEl
XA0o€l TIG alo0nRoeg Tou.

4.2 InUavTIKOTEPA cupmwpa'ra KOl EMBSPACEIG, AUETEG ) HETOYEVEOTEPEG

Kivduvol . MpokaAei BAGBeg oTa Gpyava UOTEPA ATTO TTAPATETAUEVN i
ETTAVEIANMUEVN €KBED.

ETTraor] pe Tn oKO VN PTTopEi va TTPOKAAETE NXavIKO peBIoud
r EnEdTNTa TOU BEPPATOG.

ETragn Tng okO VNG PE T JATIO ITTOPET VA TTPOKOAETE
MNXQVIKO £peBICUO.

4.3’Evdei§n omolaodRmoTE aTraITOUMEVNG APETNG IOTPIKIAG PPOVTIOAS Kal £181KNAG BepaTeiag
MeTtayeipion © AVTIMETWTTIOTE TO CUPTITWHOTA KAl OTNPIETE TOV a0 BEVr).

TMHMA 5: MéTpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1 MupooBeoTIKA péCa
KatdAAnAa TTupooP ecTikd : Exkvépwpa vepou
péoa Appo¢ oTabepds oe aAkooAn
Aio&eidio Tou avBpaka (CO2)
=npd XNUIKA HEoa TTUPOGREONS

AkatdAMnAa TTupooBeoTikd  : Kapia yvwoTh.
Méoa

5.2 E181k0i Kiviuvol TTou TTPOKUTTTOUV ATTé TNV OUCIia ] TO MEiyHa

IBiaitepol kKivduvol kataTnv -~ : Na atro@elyeTal n dnuioupyia okOvNng; N WA oKOvN UTTOPEI

KOTATTOAEUNON TNG va dlooTapB el OTOV aépa O€ APKETA EYBAAEG CUYKEVTPWOEIG,

TTUpKayI4g KAl av UTTAPXEI TTapouadia TTNY NG avaPAEEns, UTTapXEl Kivouvog
€KPNENG.
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H €kBeon o€ Kauoiya TTpOIOVTa UTTOPEl Va gival KivOuvog yia

TNV uyeia.
Emikivbuva trpoidvta : O¢&eidia Tou avBpakog
KaUoEwg O¢eidia afwtou (NOx)

XAWPIOUXES EVWTEIG
Oteidia Tou Beiou
MeTaAAIKG oEeidia
O¢teidia Tou PoPopou

5.3 ZuOTAOEIG YIO TOUG TTUPOOREOCTEG

E181KOG TTpOCTATEUTIKOG . Z€ TTEPITITWON TTUPKAYIAG £XETE AUTOOUVOLN AVOTTVEUOTIKNA
€EOTTAIONOG yIa TOUG OuoKeur]. XpnoIUOTIoINOTE TIPOCWTTIKA £vOUuaoia
TTUPOORECTEG TTPOOTACIAG.

E1d1kég uéBodoI TTupdoPBeong : XpnoIPOTTOIROTE YEOQ TTUPOOR ECNG TTOU €ival KaTdANAa yia
TIG CUVONKEG KAITO TTEPIBAAAOV.
Ma ™ wiAgn Twv KAEIOTWY BOXEIWY XPNOINOTIOIEIOTE WEKAT A
vepou.
AgaipéoTe Ta aképaia doxEia atrd TNV TTEPIOXT TTUPKAYIAS, GV
QaUTO gival a0PAAEG va TO TTPAEETE.
EkkevwaTe TNV TTEPIOXN.

TMHMA 6: MéTpa yia TV AVTIMETWITION TUXaiag EKAuong

6.1 MNPooWTITIKEG TTIPOPUAAEEIS, TTPOOTATEUTIKOG EEOTTAIONOG Kal SI0BIKACIiEG EKTAKTNG AVAYKNG
MPoowWTTIKEG TTIPOPUAGEEIG : XpnOIYOTTOINOTE TTPOCWTTIKN EVOUUOTia TTPOOTACIOG.
AKOAOUBNOTE TIG CUPPBOUAEG VIO AOQOAT XEIPIOUO KA TIG
OUOTAOEIG VIO ATOUIKO TTPOOTOTEUTIKO EEOTTAIOUO.

6.2 Mep1BaAAoVvTIKEG TIPOPUAGEEIG
MepiBaAAovTKEG : HatmoBoAn ato epiBaAoV TTpETTEl va aTIOQEUYETA.
TTPOPUAGEEIG EutrodioTe T repeTaipw diappon Kai S1aoKOPTTIoNO, av autod
gival duvard dixwg Kivouvo.
To pHoAUCPEVO vEPO TTAUCEWG CUAAEYETAI KAl SIaTIOETAL.
EidoTroIEioTE TIG TOTNKEG UTTNPETIES, AV UTTAPXE! ONUAVTIKOG
OIAOKOPTTIOUOG Kal OEV UTTO PE VA TTEPIOPIOTEI

6.3 Mé6odo1 kal UAIKA yIa TTEPIOPICHO KOl KABapIouo

M¢Bodor kaBapiouou : ATTOppo@ACTE TO PNXAVIKA KAl GUAAEETE TO 0€ KOTGAANAO
TTEPIEKTN TTPOG DIGOEDN.
Na atro@eUyeTal n d1a0TTopd TNG OKOVNG OTOV aépa (TT.X va
KaBapifovTal 01 OKOVIOUEVEG ETTIQPAVEIEG [E TTETTIETUEVO OEPQ).
Agv EMTPETTETAI | CUCCWPEUOT) OKOVNG O€ ETMQPAVEIES, YIOTI
QAUTO UTTOPEI va 0dNyACEl O€ EKPNKTIKO PEIY A av N okévn
atTeAeuBepwWBEi oTOV aépa O€ ETTAPKI CUOKEVTPWOT).
O1 TOTTIKOI 1] €BVIKOI KAVOVIOUOI EVOEXETAI VA EQAPUOCTOUV €
TEPITTITWON ATTEAEUBEPWONG KAl ATTOPPIYNG TOU UAIKOU auToU,
KaBw¢ Kal 60wV UAIKWV Kal TEPAXiwV XpnoluoTroinénkay Katd
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6.4 Mapatroutri o€ dAAA TURMOTA
BAéme TuAuaTa: 7, 8, 11, 12 kai 13.

TOV KaBapIouo Twv atTeAeuBepwuEVWY oUWV, Oa TTPETTE va
TTPOCOIOPICETE TTOIOI KAVOVIOUOI Eival EQAPPOCTEO.

2TIg evoTNTEG 13 Ka 15 Tou TTAPAVTOG GUANOU aoPaAciag
OedopEVY TTaPEXOUV TTANPOYO PIEG OXETIKA WE TIG ATIAMAOCEIG
OPICUEVWY TOTTIKUV ] EBVIKWV KAVOVIOUWV.

TMHMA 7: Xe1p1opog Kal atrofnkeuon

7.1 NMpo@uAdgeig yia ac@aAn XEIPICHO

Texvikd péTpa :

TomKO /T evikg £CagpIoudS
YT1rod¢&igeg yia acpaln
XEIPIOPS

MéTpa uyigivig

O oT1aTIKOG NAEKTPIOPOG UTTOPET VO CUCOWPEUTEI KAl Va
AVAa@QAEEEI TNV AlwpoUEVN OKOVN TTPOKAAWVTAG £KPNEN.

Na TTapEXoVTal ETTAPKEIS TIPOPUAAEEIG, OTTWG NAEKTPIKA
Vveiwon Kal cwudaTwan, i adpavig atudéo@alpa.
XpnoipoTroleiTe PO vo pe KatdAAnAo egagpiouo.

Mn avaTivéeTe TNV OKOvN.

Mn KATATTIiVETE.

ATTOQEUYETE TNV ETTOPNA KE TA PATIAL

ATTOQEUYETE TNV HOKPAG DIAPKEING ] ETTAVEIANUPEVN ETTAPT PE
10 O€pua.

O XEIPICPOG TTPETTEI VO YIVETOI TUUPWVA WE TIG BEATIOTESG
TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG Kal aopAaAeiag, ue Bdon ta
aTToTEAEOUATA TNG EKTIMNONG €KBEONG GTOV XWPO EPyaCiag
Na eAaxioToTrolgiTal /| dnuIoupyia Kal cuoowpEEUON OKOVNG.
AlaTnpeioTe To d0XEiIO KAEIOTO av dev XPNOILOTTOIETA.
GUAAGETE TO PakpIa aTio TTNYES Béppavong Kal avaQAEEnG.
NGBETE TTPOCTATEUTIKA PETPA EVAVTI NAEKTPOOTOTIKWY
EKKEVWOEWV.

®povTioTe va aTIOTPEWETE TIG OI0PPOES, Ta ATTORANTA KAl VO
eAAXIOTOTTOINOETE TNV ATTEAEUBE pWON OTO TTEPIBAAAOV.

Edv uttdpxe mBavotnTa £KBE0NG O€ XNMIKEG OUTIEG KOTA TN
OIGPKEIA TNG TUTTIKAG XPNONG, @POVTIOTE yIa TNV TTApouCia
OuUOTNUATWY EKTTAUONG OPOAAUWY KaI VTOUG YIa TNV aopAAEia
TOU TTPOCWTTIKOU, KOVTA OTOV XWPo epyaciag. Otav 1o
XPNOIUOTTOIEITE PNV TPWTE, YNV TTIVETE, UNV KATTVICETE. MAUVETE
TA JOAUCPEVA POUXQ TTPIV TO EAVAPOPETETE.

H atroTeAeOpaTIKA ASITOUPYia PIOG EYKATAOTOONG TTPETTEI VA
TTEPIANAPBAVEI TNV ETTIBEWPENCN TWV HNXAVIKWY PHETPWV
eAEyxou, TOV OWOTO XEIPIOUO TOU £EO0TTAICIOU ATOMIKAG
TTPOCTACIAG, TIG KATAAMNAESG B1adIKACiES aPaipeEoNG POUXIOUOU
Kal atroAUpavong, EAEYX0 TNG EPYACIOKNAG UYIEIVIG, IOTPIKN
£MITAPNON KAl XPAoN OI0IKNTIKWYV METPWYV EAEYXOU.

7.2 Zuvlnkeg aoc@aloug @UAaENG, CUPTTEPIAGUBAVOUEVWY TUXOV aOUMBIBAOTWY KATOOTATEWY

ATTQITACEIG VIO XWPOUG
atroBnkeuong kal doxeia

Ymodei&eig yia KovA

ATro0nkKeUeTal O€ dOYEia TTOU YE OCWOTHA OrUavon.
ATT00NKEUETAI CUPPWVA HE TIG IBIAITEPESG EBVIKEG VOUIKES
dlatagelg.

Mnv a1roBnkeUeTe pe TOUC AKOAOUBOUC TUTTOUC TTPOTOVTWV:
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aTToBAKeuoN loxupd o&e1dwTikd péca

Opyavika utrepoéeidia
ExpnkTIKG
Aépia

7.3 E181kA TENIKA XpAoN A XPROEIG
Ei1d1kn xprion i xproeig . Agv uttdpyouv oToIxEia

TMHMA 8: ‘EAeyx0g TnG €KBeoNg/ATOUIKA TTPOCTACIA

8.1 MapdpeTpol eAéyxou
Opia eTayyeAJATIKAG £€KOEONG

2UoTaTIKG CAS-Api6. Eidog miung MapdaueTpol eAéyxou Bdon
(EidocTng
EKOETEWG)

Hydrochlorothiazid | 58-93-5 TWA 100 pg/m3 (OEB 2) Eocwrtepikn

e

ApuAo 9005-25-8 TWA 10 mg/m? GR OEL
(s10TTVEUOIUOC)
TWA 5mg/m3 GR OEL
(avaTtveloiuog)

Amiloride 17440-83-4 | TWA 100 pg/ms3 EowTtepikn

8.2 'EAeyxol ékBeong

TexVIKG TTPOCTATEUTIKA METPO

XPNOIUOTTOIEITE UAOTIOINCIUO UNXAVIKA JETPO EAEYXOU YIa TNV EAAXIOTOTIOINGN TNG €KBEONG GTO
OUMTTAOKO.

OAa 1a pnxavikd gETpa eEAEyXou TTPETTEI va UAOTTOINBOUV CUUQWVQ PE TOV OXESIOOUO TNG
EYKATAOTAONG KAI O XEIPIOPOG TOUG TTPETTEI vVa yiveTal pe Baon Tig apxEs Opbrig KaTtaoKeuaoTIKAG
MPAKTIKAG yIa TNV TTPOCTACIO TWV TTPOIOGVTWY, Twv £pyalopévwy Kail Tou TTEPIBAAAOVTOG.

ATOMIKOG TTPOCTATEUTIKOG ESOTTAICHOG

MpooTagia Twv PaTILY ;. ®opdTe TTPOCTATEUTIKA YUAAIG PE TTAEUPIKA TTPOCTOTEUTIKA 1
TTPOCWTTIOEG.
Edv 1o epiBaMov epyaaiag A katmoia & paoTnpidTNTa
TTEPINAPPBAVEI CUVONKEG UE OKOVEG, OUIXAEG i agpoAlpaTa,
TTPETTEI VO PO PATE Ta KATAAANAQ TTPOCTATEUTIKG YUTAIQ.
®opdTe TTPOCTATEUTIKI TIPOCWTION ] AAAO PJECO TTPOCTACIG
0AGKANPOU TOU TTPOCWITOU €AV UTTAPXEI TTIBAVOTNTA AUECNS
E£TTAPAC TOU TTPOCWITOU PE OKOVES, OUIXAEC A AEPOAUNATA.

MpooTaagia Twv XEPIWV

YAiké : TavTia avBekTIKG 0€ XNUIKEG OUTiEg
MpooTacia Tou dépuarog kal @ PopdTe PO PPa epyaaiag A EpyacTnpiokh TTodId.
TOU OCWHATOG
MpooTacia Twv . Edv dev ummdpyel DIaBETINOG ETTAPKNG EEAEPITUOG UE TOTTIKA
QAVOATIVEUCTIKWV 08wV atmmaywyn A N ekTiynon £kBeong UTTOdEIKVUEI EKBETEIG EKTOG
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€9 MSD [} v

Huepopunvia tng TeAeuTaiag éKd0ONG:
13.09.2019
Huepopunvia mpwrng ékdoong: 18.05.2018

®iAtpo TUTTOU

TWV CUVIOTWUEVWYV KATEUBUVTAPIWY 0dnyIwY,
XPNOIUOTTOINCTE AVATTVEUCTIKI) TTPOCTACIA.
O eCotTAiopog TTpéTrel va TTAnpoi To TTpdTutro EAOT EN 143

Tomrog owpatidiwy (P)

TMHMA 9: ®uoikég Kal XNHIKEG 1810TNTEG

9.1 Zroixeia yia TiIG BACIKEG PUOIKEG KOl X NMUIKES 1810TNTEG

Owyn
Xpwpua
Oopn

Opio oopung

pH

. OKOvNn

. OVOIKTO KOKKIVO-KOQE
doouo
Agv uTTGpYOoUV OTOIXEIO

Agv uTTdpyouV OTOIXEIO

Znueio TACewg/onueio TMEewg :  Agv UTTAPXOUV OTOIXEIO

ApxIk6 onueio {éong Kai
meploxn ¢éong

Znueio avAagpAegng
TayutnTa €€aTHIoNg
Ava@AeguéTtnTa (oTEPES,
aépio)

AvwTepo 6pio £kpnéng /

AvwTEPO 6pI0 aVAPAEENS

Katwrtepo 6pio ékpnéng /
Katwtepo 6pio avapAegng

Micon atpwy

2XETIKNA TTUKVOTNG OTUWV

2YETIKA TTUKVOTNTA

MukvéTnTa

AlaAutéTtnTa (810AUTOTNTEG)
YdaTodiaAutdTnTa

2UVTEANEOTNG KATAVOWAG: N-

OKTaVOAN/vEPS

O¢ppokpacia autoavagAegng

O¢ppokpacia amoouvBeong

[Ewdeg
[Ewdeg, duvauiko

Agev uTTdpyouV OTOIXEIO
Agv utTdpyouV OToIXEIO

Agv uttdpyouv oToIxeia

MTropei va oxnuaTioel EKPNKTIKO Uiy a okOVNG-OEPA KOTA TN
O1dpKeIa TNG ETTECEPYAOIAG, TOU XEIPIOHOU ] UTTO AAAEG

OUVONKEG.

Agev UTTGpyYOoUV OTOIXEIO

Agv uTTGpYOUV OTOIXEIO

Agev uttdpyouV oToIXEIO
Agev uTTGpyOoUV OTOIXEIO
Agv uTTdpyouV OTOIXEIO
Agv uttdpyouv oToIXEIa
Aev uttdpyouv oTolIxeia
Agv uTTdpyOoUV OTOIXEIO
Agv uttdpyouv oToIXEIa

Agev uTTdpyouV OTOIXEIO

Agv uTTdpYOUV OTOIXEIO
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[EWdEG, KIVNTIKO
EKpnKTIKES 1IDIOTATEG
OZeIOWTIKEG 1I010TNTESG

9.2 AAAeg TTANpo@opieg
Ava@AegiuétnTa (uypd)
Mo piaké Béapog

MéyeBog owpuamdiwv

Agev uTTdpyouv OToIXEIO
Mn eKPNKTIKO

H ouaia ) 1o yeiypa dev Tagivoueital wg 0EEIdWTIKO.

Agev uTTdpxOoUV OTOIXEIO
302,10 g/mol

Agev UTTGpyoUV OTOIXEIO

TMHMA 10: Zra8gp6TnTA KAI AVTIS PACTIKOTNTA

10.1 AvTISpaoTIKOTNTA

Mn Tagivounuévo wg Kivouvog avTIdPaaTIKOTNTOG.

10.2 XnuikA oTaBepoTnTa

21a0€p0 KATW ATTO KAVOVIKEG OUVONKEG.

10.3 MBavoTnTa ETTIKIiVOUVWYV aVTIOPATEWV

Emikivouveg avTIdOpAoeIg

10.4 ZuvOAKEG TTPOG ATTOPUYHV
2 UVOAKEG TTPOG OTTOPUYNV

10.5 Mn oupBard uAikd
Y AIK@ TTPOG aTTOoQUY

MTTO pEi VO OXNUATIOEI EKPNKTIKO Wiy Ua OKOVNG-aEPa KATA TN
OIGPKEIQ TNG ETTEEEPYATIAG, TOU XEIPITHUOU ) UTTO AAAEG
OuvOnKeg.

MTropeEi va avTiOpaoel e 10X UPOUG OEEIBWTIKOUG TTOPAY OVTEG.

OeppdTNTa, GAOYEG KOI OTTIBEG.
ATTOQEUYETE TOV OXNUATIOPO OKOVNG.

O&eIdwTIkG péaa

10.6 Emikivduva TTpoiovTa atroouveeong
Agv gival yvwoTd eTTIKiVOUVA TTPOIGVTa 1A CTTAoNG.

TMHMA 11: To&ikoAoyikég TTAnpo@opieg

11.1 NMAnpo@opieg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

MAnpo@opicg yia TTBaveg
000UG ékBeong

O¢eia To§IkéTNTA

Eiomrvon

ETtraon pe 1o dépua
Kartdtoon

ETtraon patiwv

Aev Taivopeital ye Baon Tig SIABETINES TTANPOYO PIES.
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MNpoidv:
O&eia To&IKOTNTO ATTO TOU . EkTigynon o&eiag ToikoTNTaG: > 2.000 Mmg/kg
OTOMATOG MéBodog: MéBodog utroAoyiopou

Hydrochlorothiazide:

O¢eia To&IkOTNTO OTT6 TOU : LD50 (Apoupaiog): > 2.750 mg/kg
OTOHOTOG
LD50 (Movriki): > 2.830 mg/kg

Oceia To&IkdTNTa (GANO1 000i  :  LD50 (Apoupaiog): 990 mg/kg
Afyng) TpoTog Eappoyng: EvoopA£Ria

LD50 (Movriki): 590 mg/kg
Tpo1mog E@apuoyng: EvoopAEpia

Amiloride:
Oteia To&IkdTNTO ATIO TOU : LD50 (Movriki): 56 mg/kg
OTOMATOC

LD50 (Apoupaiog): > 150 mg/kg

A1aBpwon kai epeBIoPOG TOU SéPATOg
Agv Tagivopeital e Baon TG SIABETIUESG TTANPOYO PiEG.

Hydrochlorothiazide:

Eido¢ : KouvéNl

ATTOTEAEO O . Kavévag epeBiopdg Tou dépuaTtog
Amiloride:

Eidoc ;. Kouvéhl

ATTOTEAEO O : EAagpucg epeBiouds Tou déppaTog
Mapatnproeig . eAa@pUg epeBIoPOC

ZoBapn BAGBN/epeBIO OGS TWV HATIWV
Aev Taivopucital ye Bdaon Tig dI0BETIUES TTANPOPO PiEG.

Hydrochlorothiazide:

Eidoc¢ . Kouvéh

ATtroTéAEoua ;. EAa@pdC epeOIOuOC TWV PATIOV
Amiloride:

Eidog . Kouvén

Mapatnprosig . 'BEviovog gpeBioudg Twv paTiwv
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AvatrveuoTiKA euaioBnroTroinon A EuaiodnToTroinon Tou dépuUaTog

EvaioBntotroinon Tou dépuarog
Aev Taivopucital ye Bdaon Tig dI0BETIUES TTANPOPO PiEG.

EvaioBnTotroinon Tng avarrvong
Aev Taivopeital ue Baon Tig SIABETINES TTANPOYO PIES.

MeTaAAagiyéveon YEVVNTIKWYV KUTTAPWV
Aev Taivoueital ue Baon TIg SIABETINES TTANPOYO PIES.

ZUOTATIKG:

Hydrochlorothiazide:
FovidiotogikéTNTa in Vitro

FovidiotoéIkéTNTa in Vivo

MeTaAAagyéveon yevwnTikwv

KUTTApwv- AiIoAdynon

Amiloride:
FovidiotoéikéTnTa in vitro

Eido¢ Aokiung: Baktnplakr dokiyaoia avaoTpopng
peTAAAaENG (AMES)
ATTOTEAEOUA: apVNTIKO

Eido¢ Aokiung: XpwHOOWWIKY EKTPOTTA
200TNUa SOKIPAG: KUTTAPO 0wBAKNG KIVECIKOU XAUOTED
ATTOTEAECUA: apVNTIKO

Eidog Aokiung: dokipaoia aviaAayig adeA@uv XpwuoaTIdiwv
200TnUa BOKIUAG: KUTTapa owBKNG KIVECIKOU XANOTED
ATtroTéAeoa: BETIKO

Eidog Aokiung: in vitro dokiun
200TNPA SOKIPAG: KUTTAPO AEPPUHOTOG TTOVTIKOU
AtToTéNECUQ: BETIKO

Eidog Aokiung: XpwUOCWUIKY] EKTPOTT
Eidog: KivéQko xapoTep

TUtmog KuTTdpoU: MUEAOG Twv 00TWV
ATTOTEAECUA: apvNTIKO

Eidog Aokipng: in vivo dokipn

Eidog: MNovriki

TUTTOG KUTTAPOU: MUEAGG TWV OO TWV
ATTOoTEAEOUA: apvNTIKS

To BApPOog TwV ETTICTAUOVIKWY OTOIKEIWV deV UTTOOTNPICEI TNV
Tagivounon wg JeTaAaAgIoyovo TTapayovTa yEevNTIKOU
KUTTApOU.

Eidog Aokiung: Baktnpiakr dokipyacia avaarpo®ng
peTAAAaéNg (AMES)
ATTOTEAEOUA: apvNTIKS
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Kapkivoyéveon

Aev Taivopeital ye Baon Tig SIABETIES TTANPOYO PIES.

Hydrochlorothiazide:

Eidog

TpoTog E@apuoyng
Xpovocg £kBeong
ATTOTEAEO O

Eidoc¢

Tpdmog Egapuoyig
Xpodvoc £kBeong
ATTOTEAEO O

Eidoc

Tpé1og Egappoyng
Xpodvoc £€kBeong
ATtroTéAEoua

Amiloride:

Eidog

Tpd1rog E@apuoyng
Xpovog £kBeong

ATtroTéAEOA

Eidoc¢

Tpdtrog Eapuoyng
Xpobvog €kBeong

ATTOoTEAEO O

MovrTiki, BnAukd
ATT6 oTéuaTOC
2Emn

apvnTiKo

MNovTikl, apoevikd
ATT6 OTOHOTOG
2ETn

apeiBoAo

Apoupaiog, apoevikd kal BnAukd
AT1ré otépatog

2E1n

apvnTiko

Apoupaiog

A6 oTOATOC

92 eBdopddeg

10 mg / kg cwpaTiké Bapog / nuépa
apvnTiko

MovrTiki

ATT6 oTéuaTOC

104 edopddeg

8 mg / kg ocwpaTikd Bapog / nuépa
apvnTiKo

To§IKOTNTA YIO TV AVOTTAPAYWYR
Aev Taivopeital ue faon Tig O1IABETIUES TTANPOYO PIEG.

Hydrochlorothiazide:
EmTTwoeig otn yovipotnta

Eidog Aokiung: MNoviyotnTa

Eidog: Apoupaiog, apoevikd kal BnAuko
Tpdmog E@appoyrig: Ao 10 oTéPa (TPOYN)
MoviyétnTa: NOAEL: 4 mg / kg Bapog owuaTog
AtroTéAeoua: Emdpdoeig otn yovipdTnTa.

Eidog Aokiung: MNoviydtnTa

Eidog: MNovriki, apoevikd kal OnAuko

Tpoé1og Egapuoyng: ATé 1o otéua (TPOYn)
lMovipydtnTa: NOAEL: 100 mg/ kg B&pog owuaTog
ATroTéAeoua: Emdpdoeig oTn yoviuoTnTa.
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Emdpdoeagotnvavdammuén :  Eidog Aokiuig: Avarmuén
TOU gUBpUOU Eidog: Movriki
Tpo1og Eappoyng: AT oTépaTog
To&ikotnTa yia TNV Avarmmugn: NOAEL: 3.000 mg / kg Bdpog
owpaTog
AtroTéAeoua: Kapia eTridpaan atnv Teparoyévean.

Eidog Aokiung: Avarruén

Eidog: Apoupaiog

Tpo1og E@apuoynig: ATrd oTduaTog

TogikotnTa yia TNV Avarmmugn: NOAEL: 1.000 mg / kg Bdapog
owpaTog

AtroTéleoua: Kapia eTridpacn oTnv TEpaToyévean.

Amiloride:
Emdpdceagotnvavdammuén :  Eidog Aokiung: Eupuikn avamruén
TOU guBpUOU Eidog: KouvéN

Tpotog E@apuoyng: ATrd oTéuaTOg
AtroTéAeoua: Aev aviXveuBnke Kapia eTTiIOpaon 0T yoVIUOTIa
Kal oTnV TTPWIKN €U PUIKA avaTTTugn.

Eidog Aokiung: Euppuikn avammuén

Eidog: MNovriki

TpoTog E@appoyng: Ao oTépaTog

AtroTéNeoua: Aev aviXvelBnke Kapia eTTiIOpaon 0T yoVIUOT A
Kal oTnV TTPWIKN €U PUIKA avaTTugn.

STOT-e@dtrag ékBeon

Aev Taivoueital ye Baon TIg SIABETINES TTANPOPO PIES.

STOT-emravelAnppévn £€k0eon

MpokaAei BAGREG oTa Opyava UOTEPT OTTO TTAPATETAUEVN ] ETTAVEIANMUEVN EKBEON.

ZUOTOTIKA:

Hydrochlorothiazide:

Opyava Ztéxol : Neogpad, MNapabupeoeidng adévag

AgloAdynon . MNpokaAei BAABeg oTa 6 pyava UCTEPA ATTO TTOPATETAPEVN A
eTTaVEIANUUEVN €KOEDT.

ToikoTnTa eTTAVAAOuBaAvOpEVNG BOONG

ZUOTATIKG:

Hydrochlorothiazide:

Eidoc . Apoupaiog, apoevikd Kal BnAuKS
LOAEL ;10 mg/kg

Tpbé10¢ Epapuoyng . Amé otoéuatog

Xpovocg £kBeong o2yr

Opyava Ztéxol : Neogpad, MNapaBupeocidng adévag
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Eidoc . Movrikl, apoevikd ka1 OnAukd
NOAEL : 300 - 550 mg/kg
Tpd10¢ Eapuoynig . Amé otdéuaTog
Xpovoc €kBeang Co2yr
Mapatnproeig : Agv avo@EpBnkav oNUOVTIKEG AveTMOUUNTEG EVEPYEIEG
Eido¢ . ZKUAOG
. 50-200mg/kg
Tpd10¢ Eapuoynig . Amé otdéuaTog
Xpbdvog ékBeong © 9 MAveg
Opyava ZT16X0I : MapaBupeocidNg adévag

ToIkoTnTa avappopnong
Agv Tagivopeital e BAon TIG dIABECIUES TTANPOPOPIEG.

ZUOTATIKG:

Hydrochlorothiazide:
Kapia Tagivéunon oxeTika Je TNV TOEIKOTATA avappo@nong

Eptreipia amé tnv avBpwirivn €kOeon oTnv oucia

Hydrochlorothiazide:

Etraen ye Ta pama ; ZupmtwuaTta: EpeBiopog Twv ogBaAuwv

Katdtoon : ZupmTwpaTta: ZaAn, MNovokégaAog, E¢aviAnon, Nauria, MNoévol
OTO UTTOYAoTpIo, YTIOTaoN, =NPooTouia, HAEKTPOAUTIKN
diatapayn, Mévog Tou oPBaAuoU

Amiloride:

Katdtoon . ZUPTITWHATA: UTTEPKaAIaIdia

TMHMA 12: O1koAoyIkéG TTAnpoopisg

12.1 TogIkéTNTA

Hydrochlorothiazide:

To&IKOTNTO OTa WAPIO . LC50 (Pimephales promelas (Xovtpoképalog KUTIpivog)): >
500 mg/I
Xpbdvog €kBeang: 96 h
To&ikéTnTa omig dagviegkar  :  EC50 (Daphnia magna (NepowuAhog o péyag)): > 500 mg/l
AAAa udpoRIa paAdkia Xpovog €kBeang: 48 h
Amiloride:
To&ikéTnTa OTIG 0APviegKal  :  EC50 (Daphnia magna (NepowuAAog o péyag)): 56,3 mg/l
AGAAa udpPOBIa aAdKIa Xpodvocg ékBeong: 48 h
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MéBodog: OECD KateuBuvripia ypauury dokiung 202

12.2 AVBeKTIKOTNTA KAl IKAVOTNTA a1Todonong
ZUOTATIKA:

Hydrochlorothiazide:
21a0€pdTNTA OTO UdWP . YOpoAuon: 46,2 %(96 h)

12.3 AuvatoTnTa BIOOUCCWPEUONG
Agv UTTGpYOUV OTOIXEIO

12.4 KivnTIKOTNTA OTO £€8a(POG
Agv uTTGpYOUV OTOIXEIO

12.5 AtroteAéopara Tng agioAdéynong ABT ka1 aAaB
Aixwg onuaocia

12.6 ANAEG APVNTIKEG ETTITITWOEIG
Agev uttdpyouv aToIxeia

TMHMA 13: ZToixcia oXeTIKA Je TN S140€0n

13.1 MéBodoi diay ipiong atroARTWYV

Mpoidv . KataoTtpépetal \apBavovTag utr” oyn TIG 0Onyieg Twv TOTTIKWV
UTTNPECIWV.
2U0ppwva pe Tov Eupwrraiké KardAoyo AToBARTwy o1 Kwdikoi
TwV ATTOBAATWY ava@EépovTal oTn XPAoN Kal 0 X OTa TTPOIOVTA.
O1 KwdIKoi arToBAATWY TTPETTEl VO KaBopIagBouv aTré Tov
XPNoTn, 600 To duvaTd G€ TUVEVVONON WE TIG UTTNPETIES
01a6&e0ng aTORATWYV.

Mn kaBapiopéveg . Ta adeia doxeia TTPETEI va HETAPEPOVTAI OE EYKEKPIPEVO

ouoKeuaaieg (TrTakéTa) MEPOG dlaxeipiong atroBAATWY yia avak UKAwaor A atréppiyn.
Av dev utTodEIKVUETAI KATI DIOQOPETIKO: ATTOPPIYTE TO WG [N
XPNOIMOTTOINKEVO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA HE TN HETAPOPA

14.1 Api18u6g OHE
Agv eAEyYETAI WG ETTIKIVOUVO ayaBo

14.2 Oikeia ovopacia atrootoArjg OHE
Agv eAEyyETAI WG ETTIKIVOUVO ayaBd

14.3 Tagn/-e1g Kivd0vou KATd TN HETOQOPT
Aev eAEyxeTal wg IKivOuvo ayabo

14.4 Oydda cuokeuaciag
Aev eAéyxeTal wg eTTIKiVOUVO ayaBo
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14.5 NepiBaAAovTiKoi Kiviuvol
Aev eAEyxeTal WG ETTIKIVOUVO ayaBo
14.6 E151kég TTPOQUAGEEIG YIO TOV X POTH
Mn epapudaoiuo
14.7 Xudnv peragpopd ouppwva pe To ropdptnua ll Tng ouppaong MARPOL kai Tou KWSIKa
IBC
Mapatnproeig . Aevioxuel yia 1o Tpoidv 6 Twg diaTibeTal.

TMHMA 15: Zro1X€i0t VOMOOETIKOU XOpAKTAP O

15.1 KavoviouoilvopoBesia OXeTIKA ME TNV AOPAALIA, TNV UYEia KAl TO TTEPIBAAAOV yia TV
ougia i} To peiypa

REACH - lMepiopiouol oTnVv TrTapaywyn, Tn 01a8eonotnv  :  Mn e@apudoiuo

ayopa KalTn XPNon OPICHEVWY ETTIKIVOUVWY OUCIWY,

TTAPACKEUAOUATWY Kal avTiKepevwy (Mapaptnua XVII)

REACH - KatdAoyog utroyn@iwv Tpog adgioddTnon : Mn epapuodaiyo
OUCIWY TTOU TTPOKAAOUV TTOAU ey dAn avnouyia ( ApBpo

59).

REACH - KatdAoyog ouoiwv TTou UTTOKEIVTAI O€ : Mn epapudoiyo
adeloddétnon (Mapdptnua XIV)

Kavoviouog (EK) apiB. 1005/2009 yia Tig ouaieg TTou : Mn epapuodaipo
KaTaoTpépouv Tn oTIfAda Tou 6JovTog

KANONIZMOZ (EE) 2019/1021 yia TOUug €OVOUG : Mn epapuodaoipo
opyavikoug putroug (avadiaTuTiwaon)

Kavoviouég (EK) apiB. 649/2012 tou EupwrrdikoU : Mn epapudoiyo

KoivopouAiou Kai Tou ZUpuBouAiou OXETIKA WE TIG

€CAYWYEG KOl E1I0AYWYEG ETTIKIVOUVWV XNHIKWY

TTPOTOVTWV

Seveso lll: Odnyia 2012/18/EE tou EupwTrdikou KoivoouAiou kai Tou ZupouAiou yia v

QVTILETWTTION TWV KIVOUVWVY PEYAAWY aTUXNUATWY OXETICOPEVWY E ETTIKIVOUVEG OUCTIEG .
Mn epapudoipyo

AMAeg 0dnyieg:

Na AneBei uttown n Odnyia 94/33/EK yia Tnv TTpooTacia Twv VEWV KATd TNV Epyaacia r ol
auoTNPATEPOI £BVIKOI KaVoVIoUOoi, OTTOU AUTOI I0XUOUV.

Ta CUCTATIKA TOU TTPOIOVTOG OIUTOU TTEPIEX OVTAI OTOUG TTOPAKATW KATOAGYOUG:

AICS . Oev éxel TpoodiopioBei
DSL ;. Oev €xel TTPpoadIopIoOEi
IECSC . Oev éxel TTpoadlopIodEi

15.2 Ag1oAdynon XNUIKAG Ao @AAEING
Aev €xel TpayuaroTtronBei afiloAdynon XNUIKAG A0PAAEING.

TMHMA 16: AAAeg TTANnpoO@oOpieg

AAAeC TTANPOYOpPIES ;. 2ZToIXEia OTTOU £X0UV Yivel aAAayEC aTnNV TTPoNyoUuEvn €kdoon
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€TTIONUAiVOVTalI OTO CWHA auTOU TOU £yypAgou e dU0 KABETEG
YPOUPES.

MARpeg keipevo Twv Ppdoewv H

H300 ;. OavaTtneopo o€ TTEPITITWON KATATIOONC.

H319 . TMpokaAei coBapd oPBaAUIKO epeBICUO.

H372 . MNpokaAei BAABeg oTa 6 pyava UOTEPA ATTO TTOPATETAPEVN A
eTTavEINNUPEVN €KOeOT.

H412 . EmPBAaBég yia Toug udpoBioug o pyaviopoug, e HOKPOXPOVIEG
ETMITITWOEIG.

MARpeg Keipevo AAAWYV OUVTOHOYPOPIWV

Acute Tox. ;. OEcia To&IkdTNTA

Aquatic Chronic : MakpoT1rpoBecuoa (Xpovio) KivOuvog yia To UdaTIVO
epIBaAAov

Eye lrrit. . Epebiopdc Twv opB oApwv

STOT RE : EidikA To€IkéTNTa 0TO S pyava GTOXOUG - ETTAVOAQUBAVOUEVN
£€kOeon

GR OEL . Opiakn TipA 'EkBeong

GROEL/TWA ;. Opiakn Tiyn 'EkBeong

ADN - Eupwrrdik Zupowvia yia Tn 01€0vr) petagopd €mMKIVOUVWY EUTIOPEUPATWY  PECW
EOWTEPIKWY TAWTWY 0dwv; ADR - Eupwtaikfy cup@uwvia yia Tig dieBveic 0dIKEG PeETAQO PEG
ETMKIVOUVWY  eptTopeupdTwy; AICS - AuoTpoAiavd €upetipio  XNUIKWY ouclwv; ASTM -
Apepkaviky eTaipeia OOKIYWV UAKKWY; bw - Zwuankd Bdpog; CLP - Kavoviopdg Trepi
Ta&vounong, Emonuovong kai 2uokeuaciog Kavoviopog (EK) Ap. 1272/2008;, CMR -
Kapkivoyévog, petaAagioydvog ouaia ) ouaia 1oéikr yia mv avarrapaywyn; DIN - MpdTuto Tou
MeppavikoU IvoTitoUtou TumoTmoinong; DSL - KatdAoyog oikiokwv ouoiwv (Kavaddg); ECHA -
EupwTaikdg Opyavioudg Xnuikwy Mpoidvtwy; EC-Number - ApiBudg Eupwaikig Kovotntag
ECx - Zuykévipwon mou oxetidetal pe aviamokpion x%; ELx - MNMocootd emBdpuvong Trou
OXETICeTal pe avTammokpion x%; EmS - Xpovodidypappa éKTakTng avaykng; ENCS - YTrdpyxouoeg
Kal véEG XNUIKEG ouaieg (latTwvia); ErCx - ZuykévTpwaon Tou OXETICETAI E AVTATIOKPIoN PUBoU
augnong x%; GHS - lNaykéouio evapuoviopévo auatnua; GLP - OpBr epyacTnpiakr TTPOKTIKN;
IARC - Aigbvric Opyaviopog Epeuviov Kapkivou; IATA - AieBvrig Evwon Agpopuetagopwy; IBC -
Aigbvng KWdIKag yia Tnv Kataokeun kal Tov EOTTAIONS Twv TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVA
XNMIKA x0dnv; IC50 - Mior| péyiotn avactaAnkr] ouykévipwaon; ICAO - Aibvrg Opyavigudg
MoAimikAg AepoTiopiag [ECSC - Eupetrpio uttapxouowv xnuikwv ouciwv otnv Kiva; IMDG -
Aiebvng Nautihiako g Kwd kag Emkivouvwy Edwyv; IMO - AieBvrig NaunAiokdg Opyavioudg; ISHL
- Nopog Trepi Blounxavikng ac@dAeiag kal uyeiag (lamwvia); ISO - AieBvrig Opyaviouog
Tutmmomoinong; KECI - EupetApio uttapxouowv XnuIKWv ouciwv Tng Kopéag LC50 - Gavdoiun
ouykévipwon oto 50% mAnBuopou dokiunig; LD50 - Oavaoiun d6on oto 50% TAnBucuou
ookiung (péon Bavaaoiun d6on), MARPOL - Aigbvrig didokeyn yia Tnv TTpoAnywn Tng pUmiavong
amé TAoia; no.s. - Aev opiCetal dagopetikd; NOA)EC - Zuykévipwon otnv otoio Oev
TapatnpouvTal (duopeveiq) emdpdoelg NOA)EL - Emimedo oto oTmoio dev TapatnpoUvTal
(duopeveic) emdpdoeg, NOELR - lMoocootd emPdpuvong oOTo OToi0 dev  TTapaTtnpouvTal
emdpdoeg;, NZIoC - Eupempo xnuKwv oudiwv Tng Néag Znhavdiag OECD - Opyaviopog
Oikovoukng Zuvepyaaoiag kal Avatrtugng; OPPTS - Ymnpeoia Ao@aAgiag Xnuikwv Ouciwv Kal
MpdAnwng m¢ Pumavong PBT - AvOekTIKN, BIOCUCOWPEUTKY Kal 1ok ouocia; PICCS -
Eupetipio xnuiKwv ouciwv Twv GAImTivwy; (Q)SAR - (MoooTiKA) ox£an S0 uRg-0paaTnpIOTNTAG,
REACH - Kavoviopég (EK) Ap. 1907/2006 tou Eupwritaikou KoivofouAiou kal Tou ZuufBouliou
OXETKG e Tnv Kataxwpion, a&loAdynon, ad€oddTnon Kal Tov TTEPIOPICHO Twv  XNUIKWY
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AEATIO AEAOMENQN AZODAAEIAZ
oUpewva pe Tov Kavovious (EK) apiBu. 1907/2006 Q MSD A’"""“

Amiloride/Hydrochlorothiazide Formulation

‘Ekdoon Huepopunvia ApiBu6g AgAtiou Huepopunvia tng TeAeuTaiag éKd0ONG:
2.3 AvaBewpnong: Aedopévwv 13.09.2019
23.03.2020 AocgdAciac: Huepopunvia mpwrng ékdoong: 18.05.2018

2808211-00006

mpoidviwy; RID - Kavoviopoi yia T1I¢ OieBveic o1dnPodpouIKEG METAPOPES  ETTIKIVO UVWV
eumopeupdTwy; SADT - Oegppokpacio autoemmraxuvopevng omoouvBeong, SDS - AeAtio
Aedopévwv Aogaleiag SVHC - oucia TTou TTpokaAei TTOAU peydAn avnouyia; TCSI - Eupetrpio
XNHIKWV ouoiwv TNG TaiBav; TRGS - Texvikd TTpdTuTIO YIa TIG £MKiVOUVEG ouoieg; TSCA - Nouog
Tepi eAéyxou TOgKWv ouoiwv (Hvwpéveg TMoAiteieg); UN - Hvwpéva ‘EBvn; vPVB - Akpwg
avOekTIKN Kal dKpwG BIOCUCCWPEUTIUN ouaia

MepaiTépw TTANPOPOpPiEg

MnNy€g Twv oNUAVTIKWY . Eowrtepikd texvikd dedopéva, dedopéva arrd ta AAA TTpwTwyv
0edOUEVWYV TTOU UAwv, atroteAéopara avalitnong Tng O IKTUakrg TTUANG OOZA
XPNOIYOTTOIRBNKav yia T eChem ka1 Tov Eupwtraiké Opyaviopd Xnuikwv MNpoioviwy,
ouvTagn Tou AgAtiou http://echa.europa.eu/

Aedouévwv Aopaleiog

Tagivounon Tou giyporog: Aladikaoia Tagivounong:
STOTRE 1 H372 Mé£6060o¢ uttoAoyiouoU

O1 TAnpo@opieg o€ auto 1o AgATio Aedopévwv AcpaAciag (SDS) avratmok pivoTval OTIG Y VWOEIG
Mag KaTé To Xpovo Tng ékdoaorg Toug. O1 TTAnpogopieg TTpoopifovTal pdvo oav Kabodrynon yia
owaTo XEIPIOWO, XpPHon, aTroBrkeuon, YeTapopd, 81a0ean Kal EKAuon kal dev BewpouvTal wg
gyyunon A mpodiaypa® An TOIOTTAG Yia oTTolovOiToTE TUTTO. OI TTANPOQYOpPIEG APopPoUV HOVO TO
€101KS UAIKO TTou ava@épeTal oTnv apXr Tou AeATiou Aedopévuwv ACQaAEIOG Kal EVOEXOHEVWG VA
MNV 1I0XUEI O€ TTEPITITWON TTOU TO UAIKO auTo Tou AgATiou Aedopévwy XpnolpoTroinBei o
OuVOUAOPO ME AAA UAIKA 1] o€ AANEG BIadIKaoiE aTrd aUTA TToU ava@EPeTal 0TO AgATio
Aedopévwy. O1 xprioTeg Tou UNKOU va AauBavouv uttoyn Toug TIG TTANPOPOPIES KOl CUCTACEIG O€
oX€on ME TN xpron TTou €mmBupou, o€ ox£aon e Tn O1adikagia Kal aTroBAKeuaT,
ouptrepIAapBavopévng Kail TNG KATaAANAGTNTAG Tou UAIKOU Tou AgATtiou Agdopévwv AC@aAciag oTto
TEAIKO TTPOIGV TOU XPNOTN, KATA TTEPITITWOT).

GR/EL
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