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Zinplava (BelAoTto&ouuaunn) N

Avaokonnon Tou Zinplava kai aiTioAoyIko €ykKpiong oTnV EE‘\A
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&
Ti gival To Zinplava kdl 0€ NOIEG NEPINTMOEIG xpnolp&f?lsiwl;

To Zinplava €ival €&va (pappako nou XpnolponolgiTal g eVAAIKEG KG@IG nAikiag evog €Toug Kal avw
nou nacyouv and AoIJWEEIG Nou oPeilovTal oTo BakThpIo Clostri@ es difficile kai npokaAouv goBapn
diappoia. XpnoionoIeiTal yia Tnv npoAnyn mngG eueavions snsf&éiwv diappoiag o aobeveic nou
AapBavouv avTiBloTika yia Tn Bgpaneia TG Aoidwéng ano ktnpio C. difficile kai diaTpExouv uwnAo
kivOuvo enaveu@aviong tng Aoiuwénc. \&.

To Zinplava nepigxel Tn dpacTikn oudia Bs{AoroéEouudp&ﬂ.

o

Mwg xpnoiponoigital To Zinplava; ZDC&

To Zinplava xopnyeital ye pia povo evdo@AERIG“Eyxuon (oTaydnv xoprynon) didpkeiag nepinou 1 wpac.
H d6on eEapTaTtal and To owaTiko BApog T agbevouc.

)

To @APHAKO XOPNYEITAl HOVO WE IaTPIKA_OUVTayr. Ma NepIoCOTEPEG MANPOPOPIEG CUHBOUAEUBEITE TO
PUAAO 0dnyI®V XpAoNS N snmowm@s HE TOV yIaTPO f TOV (PAPPAKOMNOIO 0dac,.

o)
D

Ta Bakthpia C. difficile nap&\Buv TOEiveC NoU BAANTOUV T E0WTEPIKA TOIXMHATA TOU EVTEPOU

npokaiwvTtag diappoia, RBnoia evdEXETal va sival Bapiag HopPRG. MeTa TNV apxikf AOIWEN, OPICUEVEG
adpaveic HopPEC TwV* npeinv (onopia) evOEXETAl va NAPAPEVOUV EVTOG TOU opyaviopoU Kal TEAIKA va
napayouv nspm:igg Eivec, NnpokaAWVTAG TNV ENAVEUQPAVION TWV CUMNTWHATWV. H dpacTikr ouadia Tou

Nwg dpa 1o Zinplava;

Zinplava, n BeCA updapnn, gival éva povokAwvikod avTiowpa (TUnog NpwTeivng) nou €xel oxedIaoTei
yla va npooko‘)@ml OTIG TOEiVEG aUTEG, avaaTeANovTag Tn dpdAcn TOUC Kal anoTpENOVTAG KAT duToVv Tov
TPONO TNV gURTVION NEPAITEP® BAaBwv kai didppoidag.

Moia gﬁ| Ta oPEAN Tou Zinplava oUp@@Vva HE TIG HEAETEG;

Zs%oméq MEAETEC OTIC onoieg METEIXaV ouVoAIKa 2.655 eviAikeg, anodeixBnke OTI To Zinplava,
oUuevo kata Tn dIApKela TNG avTIBIOTIKNG Bepaneiag, ival anoTEAEOUATIKOTEPO And TO EIKOVIKO
&quako (eikovikn Bepaneia) otnv NpoOANWnN véou eneicodiou didppolac nou opeiAeTal o€ AoigwEn ano
&TO BakTtnpio C. difficile. Q¢ véo £negigcodio didppolac opioTNKE N ouxvoTNTa 3 ) NEPICOOTEPWV APAIDV
KEVWOEWV EVTOC 24 1 AIYOTEPWV WPOV.
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ZTNV NpwTn HEAETN, To 17% Twv acBevwv nou éAaBav Zinplava (67 ano Toug 386) supavicav véo
eneioddio didppolag oTig 12 eBdopadesg YeTd Tn Bepaneia oe gUykpion ME To 28% Twv acgBevwv nou
€\aBav €ikoviko Qapuako (109 and Toug 395). >Tn deUTEPN PEAETN Ta NoooaTd NTav 16% (62 and Tou®
395) yia Tnv opdada nou €AaBe Zinplava kai 26% (97 ano Toug 378) yia Tnv opada nou €Aae smowé)é\_
¢dappako. H enidpacn napatnpnbnke kKUpiwg oe acBeveic nou dIETpEXAV UWNAOTEPO KivOuvo N
enaveppaviong Aoipwgng ano to Bakthpio C. difficile (6nwg peyaAlTepNG NAIKiag aoBeveic ao&@iq VE3
€€agBevnuevo avooonoinTikd ouaTnua).

Mia npdoBeTn PEAETN, oTNV onoia peTeixav 148 naidid nAikiag evog ewg 17 €Twv, KATEDE 1 Ta
anoTeAEOPATA OXETIKA PE TNV aopdAsia Tou Zinplava kal Tov Tpono anoppo®nong, Tpo inong kai
anoBoAnG Tou (GapuAakou ano Tov opyaviopo Twv Naidi®v €ival napopola e ekeiva nanapaTnpoUvml
0TOUG EVAAIKEG. ZTN HEAETN, To 11% Twv naidiwv nou gAaBav Zinplava (11 ano Ta naidia) epgpavioav
véo enelgddio didppolag oTig 12 eBdopadeg PETA TN Bepaneia, o€ oUYKpPION WE 1015% Twv naididv nou

. L . . N\

ehapav eikoviko @appako (5 ano ta 34 naidia). (u
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Mool kivduvol cuvdéovTal Je To Zinplava; ZD(U

Ma Tov NAfpnN KataAoyo TWV aveniBuPNTWV EVEPYEIOV KAl TWV nspko@uwv nou £xouv avagepBei Pe To
Zinplava, oupgBouAeguBeitTe To UAAO 0ONYIMV XPHAONC. Q

Ol ouXVOTEPEG avenIBUNTEG EVEPYEIEG TOU Zinplava (ep(paviCo®| o€ NEPITOOTEPOUG and 4 otoug 100
acBeveic) eival vauTia (Taon yia éueTo), Sidppoid, NupeTodc kUKeparaiyia. Mapdpoieg aveniOUUNTECG
EVEPYEIEC £XOUV NapaTnpnBei o acBeveic nou é\aBav le® (PAapuako.

MNa noioug Adyoug eykpiOnke 10 Zinplava‘;"

To Zinplava €xel anodeixBei 0TI €ival anoTeAeoy \'cTnv npoANWn TnNG enavep®aviong Tng Aoidwéng
and 7o BakTtnpio C. difficile, €181ka o€ aoBevei diaTpEXouv UWNAOS Kivduvo unoTponng TnG AoIHWENG
(enavep@avileTal oe nepinou 15 £€w¢ 35% Twy NEPINTOOEWVY Kal gival 1d1aiTepa dUoKoOAo va
avTipgeTwnIoTEl). To Zinplava eival yevika c%avsmé, EVW Ol avenBUPNTEG EVEPYEIEG TOU gival
NapOMOIESG E EKEIVEG NOU napampoUw@ € aoBeveic nou AauBAavouv £IKOVIKO PpAapHako.

QG ek ToUTOU, 0 Eupwnaikog Opyo@yq Dapuakwyv Ekpive OTI Ta oPEAN Tou Zinplava unepTepolV TWV
KIvOUVWYV nou cuvdEovTal ue auT@ Kal EI0NYABNKE TNV £yKPION TNG XPAONG TOU €V AOYw QApuakou aTnv

EE. o

o
Moia pérpa Aade\&’&Tal yia TNV ac@aAn Kdl anoTeAECHATIKA XPRON TOU
Zinplava; o)
N
ZTnv nepiAnyn Tw PAKTNPIOTIKWV TOU MPOIOVTOG KAl GTO PUAAO 0dNnYI®V XPNoNG CUMNEPIANPOnKav
ouaTdoeig kal NARROPOpPIEC yia TIC KAaTAAANAEG NpoPUAAGEEIC Nou npéEnel va AapBavovTadl anod Toug
snayysquTiEi-QU TOMEA TNG UYEIAG Kal TOUG aoBeVEiG yia TNV aopaAn Kal anoTEAECUATIKR XPRon Tou

Zinplava. /K\
'onwg YIQJQ\CI Ta Qpapuaka, Ta dedopéva yia Tn Xpnon Tou Zinplava TeAoUv und ocuvexn napakohoudnon.

O1 av UMNTEG EVEPYEIEC NOU avagEpovTal yia To Zinplava a&ioAoyoUvTal NPOCEKTIKA Kal AapBavovTal
oAaste anapaitTnTa PETPA yia TNV NpooTacia Twv acbevav.

@%lnt'-:o; nAnpo@opieg yia 1o Zinplava

Q

To Zinplava €é\aBe ddsia kukAo@opiac, n onoia IoxUel o oAOKANpn Tnv EE, oTic 18 Iavouapiou 2017.
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MNepioodTEPEC NANPOPOPIEG yia To Zinplava diaTtiBevTtal oTov dIKTUAKO TONo Tou Opyaviopou, oTn
dielBuvon ema.europa.eu/medicines/human/EPAR/zinplava

TeAeuTaia evnuEpwon TNG avaokonnong: 03-2024.

N \O0
<\O
00
4/\0
RS
S
&
o
&\*'

>eAida 3/3


http://www.ema.europa.eu/medicines/human/EPAR/zinplava

