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PM-GR-RSA-ADVR-230001 | IZXYZ 10/2023 - 10/2024

AREXVY - MOIOTIKH KAI MOZOTIKH ZYNOEXZH:'

Metd v avacuataon, pia 5600 (0,5 mL) nepiéxet: Avtyévo RSVPreF3122,

120 pkpoypappdpla. 'Avacuvduacpévn yAukonpwteivn F Tou avanveuotikou
OuYKUTIakoU 10U otaBeponotnpévn otn popdr npo g ouvingng = RSVPreF3.
2RSVPreF3 nou napdyetat oe KUTtapa woBnkwv Kvelikol Kpikntou (CHO)
péow Texvoloyiag avacuvduacpévou DNA. ‘avocoevioxupévo pe ASOT.
nou nepiéxet: euUTKG ekxUAlopa Quillaja saponaria Molina, kKAaopa 21 (QS-
21), 25 pwpoypappdpla, 3-O-desacyl-4-monophosphoryl lipid A (MPL) an6
Salmonella minnesota 25 pikpoypappdapa.

ZYNOWH MPO®IA AZDAAEIAZ AREXVY:'

To Arexvy avtevbeikvutal € onolovGAnote éxet unepevaadnata otic Gpactikég
ouolieg i og kanoto anéd ta ékdoxa. ‘Onwg oupPaivel pe 6Aa ta evéowa pPoéAa,
n katd\nAn atpikr Bepaneia kat eniBAewn Ba npénel va eival ndvta dueca
Slabéon oe nepintwon avapulaktikoU cupPBAvtog PETA T Xoprynon Ttou
gpBoAiou. To npo@ih acpdielag nou napouctdletal napakdtw Paciletal oe
pla ereyxOpevn Pe elovikd @dppako, ®aong Il kKAwikr peAétn (nou Sie€hixdn
otnv Eupwnn, T Bépeta Apepik, tTnv Acia kat to N6To NPo@aiplo) o€ eVANKES
nAiag = 60 etwy, katd v onoia ndvw anéd 12.000 evilikeg éAaBav pia Séon
Arexvy kat ndvw and 12.000 éAaBav €KOVIKO PAPPAKO. STOUG CUPHETEXOVTES
ot PEAETN NAKiag 60 ETWV Kal Qvw, Ol CUXVOTEPA AVAPEPOUEVEG QVENIBUPNTES
evépyeleg ftav dAyog atn Béon éveong (61%), kénwon (34%), puadyia (29%),
kepalalvia (28%) kat apBpalyia (18%). Autég oL avenBUpNTEG EVEPVELEG fTav
ouvAbwg Anag f pétplag évtaong Kat unoxwpPnNoav eviog Alywv NPEPWY PETA
Tov epBohacpd.

Ot neploodtepeg AANeG avemBUpnTeg evépyeleG Sev ATV OUXVEG Kat
avagépbnkav napépola avapeoa ot opddeq NG PEAETNG. AEV UNAPXOUV
Sedopéva and Tt xprion Tou Arexvy o€ £YKUEG YUVaikeq. QG NPoANNTIKG PETPO,
gival npotpdtePo va ano@elyetal n xpion Tou Arexvy katd Tn SlGpkela g
£yKupooUvnG. Eivat dyvwoto £dv to Arexvy anekkpivetal 6to avbpwnvo f {wikd
ydAa.'Onwg oupBaivel pe onotodrnote epPOAo, 0 pBoAlacpds Pe Arexvy Pnopel
va pnv éxel wg anotéAeopa tny npootasia dAwv twv epBoAlacpévwy.

BiBAoypagia:
1. Arexvy, MepiAnwn Twv Xapaktnplotkwy tou Mpoidvtog, lovviog 2023

Evdewktiki Atavikr Tyr 205,99 €

BonBnote va yivouv ta @dppaka nio acaAn kat AvapEépete

OAEZ ug avenBupnteg evépyeteg yta OAA ta pappaka
ZupnAnpwvovtag tnv «KITPINH KAPTA»

Ta epnopikd afipata avfikouv fi éxouv napaxwpn@el atov Opito ETaipeidhv GSK
©2023 Opihog eTaipeIdov GSK 1 61katonapoxog tou Opidou GSK

% ENXOPFAYNONG aNd TOUG 0PYaVIoHOUG KOWWVIKKV A0AACEWY: Qvapévetat.
Ta avwTtépw 10XUOUV KATd TV NUEPONVIa GUVTAgNG Tou EVIUNOU/KATaxwpnong.
DappaKeuUTIK NPOIGY yia To onoio anarteital [aTpIKe auvtayn.

Ta avwtépw toxUouv Katd tnv npepopnvia ovvtagng tou uAKoU.

MNapakaloUpe ENKOWVWVACTE pE TN eTatpeia yia enBePaiwon nAfpwe
evnuepwpévwy edopévwy, yia onotadrnote nAnpogopia fi/kat avapopd
AvemBUpntwv Evepyelv oto tTNAépwvo 210 6882100.

Mpw tn ouvtayoypdenon cupBouleuteite Tnv MepAnwn XapaktnploTkwy Tou
Mpoi6vtog n onoia SlatiBetal katénv artoews oTny eTalpeia.

Ma tnv MNepiAnyn Twv XapakTnploTiKwV
Tou AREXVY okavapete to QR code.

Ze évtunn pop@i eivat StaBécun katénmyv
QITioEWG oTNV ETALPEia.

GlaxoSmithKline MONOMPOZQIMH A.E.B.E.
A. Knotolag 266, 15232 ABrjva, TnA. 210 6882100
www.gr.gsk.com
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¢ MpoAnyn
oupoloipw§ewv
ano kabetnpeg*

e MpoAnyn anogppagng
oupokaBeTnpwv Kai
QUTOCUYKPATOUUEVWV
kaBetnpwv*

SupnAfpwpa diatpo@rg xwpig yAouTtévn kai AakTodn
30 pakeliokol

meditrina
HELLAS

ABnva

HpakAeitou 117, 152 38 Xahavdpi | T. 210 6726260
©scoalovikn

AagpTou 22, 555 35 Muhaia | T. 2310 478891
info.hellas@meditrina.eu
www.meditrina.gr

Na pn YiveTcu unépBaon Tng ouwcmbpsvr]g npepr‘]onqg doong. Ta oupn)\npo’opqm Slquor.pr']:; 8ev npénel va
Xpnclpononouvml WG UNoKaTdoTaTo piag |copponr]psvr]g Siarrag. To nponov auTd dev npoopl(zml yla Tnv
npoAnyn, qywyn n O=pansia uvepmmvnq vooou. ZupBouleuTeite Tov ylquo oag av ioTe £€yKUoG, Gn}\q(STe
ﬁplaKzo-rs Uno (PAPUAKEUTIKE aywyr fy av-nps-rcom(zn npoBAnpara uyzlag Na cpu)\accs-rul paKplu and Ta
pikpd naidid. Na quldooeral og §npd kai pooepd xwpo. Mn xpnoiponoieite peTd TNV nuepopnvia Ajgng.
ApiBuog N'vwaoronoinong EO®: 32920/ 3-4-2023 | To npoiov dev unokeital oe diadikacia adeiodoTnong.

* BAoel aToIxeiwV KAIVIK@V HENETGV TGV CUGTATIKMY TOU NPOIOVTOG.
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XAIPETIXMOX

Avanntoi/éc ouvadeApol,

Ek pépoucg tng Etalpeiag MeAétng tng AvoooAdoyiag tng Aoipwéng
(E.M.A.A), cac npookaloUpe pe 6laitepn TIUA Kat xapa oTi¢ Epyacieg
ToU 60U EnotnuovikoU Zuvedpiou Aowpwélodoyiag. To Zuvédplo Oa
61e€axBeil unod tnv Alyida tng A’ MaBoloyikng KAwikAg tou A.M.O., otig
17 - 19 NoepBpiou, 2023, oto ouvedplakd KEVIpo Tou =evodoxeiou
Hyatt Regency otn ©ccoalovikn.

H A’ NMaBoloyik KAwikA tou A.M.0., yetd and noAueth ePnelpia otov
Topéa Twv Aolpwéewy, Bewpel 6T ta Bépata nou Ba avantuxBolv oTo
Suvédplo evdla@épouv oAGKANPN TNV lATPIKA Kowotnta. PEtog, ota
nAaiola tou ouvedpiou, Ba yloptdoel ta 80 xpovia Asttoupyiag tng ue
pia TNtk enetelakn ekdRAwaon.

Y& pia enoxn nou ot AoIPWEELS, VOOOKOPEIAKEC Kal EEWVOCOKOUELIAKEC,
glval oto enikevipo tn¢ Kab' nuépa KAWIKAG NpA&ng, NoteUoUPE OTL N
Slopydvwon auth Oa éxel akéun geyailtepn npoo@opd.

H napoucia kat n evepydg ocuppetoxi oa¢ Oa pag tpniosl kat Ba
oupBaliet kaBoploTikd aTnv niTuxia TWV £pYactwy TN ENGTNPOVIKAG

ekdAAwoNC.

Me @IAikoU¢ ouvadeA@LkoUg xalpeTiapoUg,

O Mpdebdpocg tou Tuvedpiou

Tupewv MetalAidng
Kabnyntig MaboAoyiag — AotpwéloAoyiag A.MN.O.
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ZAVICEFTA\)

ceftazidime and avibactam

W\ PRIX GALIEN GREECE &
Adiwa 2079
KAAYTEPO ®PAPMAKEYTIKO ITPOION

R,

o mvipeic ouvayoypagikéq mhipogopiec oupp mv

é Pﬁ 1Zer  PfizerEMacAE, Nepihnyn Xapakmpioniki tou Mpaidvtog nou Slariferat and Ty etaipela. 3
A Megoyeinv 243, N. Yuyiko 15451, Aiva, EMada, =

Tnh. Emkowwviag 210-6785800, Bon61jote va yivouv Ta gpdppaka mo ac@alr Kat N

Apt6.[.E.MH. 000242901000 Avagépete §

Pfizer EN\g A.E. (Cyprus Branch) OAEZ T1g avemBUpNTEG eVEPYEIEC i 5

Newpdpo ABardooag 26, 2018 Aevkwaia, Kimpoc, OAA ta pappaka E

o

&

TnA:22817690 TupmAnpwvovtag v «KITPINH KAPTA»
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EMITPOMNEZ

MNpoedpog tou Zuvedpiou: ¥. MetaAAidng
MNpoéedpog tng EMAA: X. MetaAAidng

OpyavwTtiki Enttponn

Entotnupoviki Enttponn

Npoedpog:

3. MetaAAibng

MéAn:

M. Zepnekdkng
M. AavinAidng
M. Nanaiwdvvou
. Feppavidng
K. Kwtoa
B. Alak6nouAog

MNpoedpog:

0. XpuoavBidng

MéAn:

M. KoAAapag
I. Mnakaiun
O. Toaxoupidou
A. TpakatéAn
A. AWANC
E. AloUyka
X. Koupakng
M. XaAoUdng
E. Xat{nxapion
A. MavteAidou
>. Xat{nAsovtiadou
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efditoren pivoxil me o

[la n Ogparreia
TWV AOIUWEEWV TOU avamveueTIKoU?

-
N
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NPEX

Spectracef

400 mg

roAUpEva s ASTTTS UpEvI0 B1oKia

Spectracef
F.C. 7AB. 400 mg/BTx 10

i i
10 rerié i sieria
g

Spectracef

AUV e MBS U BN

Spectracef
F.C. 1AB.200 mg/BTx20
7 «n,.,nw;:.':

Ta nepiocdTepeq mMAnpogopisg amsubuvBsite oTo tatpikd Tpfpa e GAPAN ABEE. “"/Ak
BonBioTe Vel Yivouv Ta appaKa TTio ao@aAr Kal H Nepinyn Xapakpiotikav Mpoidvrog akohovBei. F AR AN
Avagépere: BIBAIOTPAOIA
OAEZ Tig avrrrlOupn"rEg BYEPYEIES yio 1. Nepilnyn Twv Xapaktnpiotike Tou Mpoidvtog Spectracef, EOO 7-5-2021.
OAA Ta pdpHaKa KAK Spectracef®: OAPAN ABEE
ZupmAnpwvovrag TNV «KITPINH KAPTA» pryeitat pe artohoynuévn eidiki ouvtayr, puhacaopevn emi Sietia. Ayaiac 5 & Tpornviac, 145 64 N. Kngiond, Atk
SPECTRACEF F.C.TAB.400mg /BT x 10,A..33,38 € +Tnh.:210 6254175 « Fax: 210 6254190

Oappakosmaypimvnon Tnh.: 210 6254175, 210 9960971 SPECTRACEF F.CTAB.200mg /BT x 20,A.T.32,39 € « Email: faran@faran.gr - www.faran.gr

SPEKTX/09-2022
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OEMATA XYNEAPIOY

e EménuioAoyia twv Aolpwéewv
* EEwvoookopelakég AolwEELG

*  NOOCOKOUEIAKEG AOIPHWEELC

e Aowwdn petadotika voornuata
e MNapaocttikég Aolpweelg

e latpkn Baotopévn oe anodeifelg (Evidence based medicine)
otov Topéa Twv AolpwEewv

* loyeveig Aopwéelg

*  NaBoguololoyia twv Aolpwéewv

e AlQYVWOTIKA NPpocéyylon TwV AoIHWwEEWV

e @appakokivntiki / Pappakoduvapiki

e EAMANVIKEC Kal AleBveic kateuBuvtApleg 0dnyieg
e XnuelwoBepaneia twv Aopwéewv

e HIV Aoipwén - AIDS

e MUKNTIQGIKEC AOLHWEELC

*  Kavévec opBoloyikic Oepaneiag




Vekl
eKiury'v
@ GiLeAD st 3

LEADING THE WAY

To Veklury® gv8eikvutal yia tn Ogpaneia
g vooouv COVID-19 oe:?

£VAAIKEG Kal TTaldlatpikolG acOeveig
(Bapoug TouAdaxiotov 40 kg) mou
8ev XpeladovTal GUUTTANPWHATIKO
0EUYOVO Kal TTou SLaTPEXOLV
auvEnpévo kivduvo sEENENG o
coBapn voco COVID-19

£VNAIKEG Kal TTadlatpikolG acOeveis
(nAkiag TouAdaxioTov 4 eBSopadwv.
kat Bapoug TouAdaxiotov 3 kg) pe
TIVEupOvia TTou XPNEEL Xoprynons

cupmAnpwuatikoL oEvyovou
(0Euyovou xaunAng i LYNAMG pong
1 AAAOUL pn) eMEPBATIKOV AEPIOHOL
Katd Tnv évapgn tng Bspansiag)

MelwoTe TNV €EENEN TN VOCOL
ETTIGTTIEVCTE TNV avappwon

PINETREE:

i . i . 87% oXeTIKA peiwon TG voonAsiag
5’3 nuépeg NVOTEPES £Wg TNV avappwon 1 Tou BavdTou ot aoBeveic uwnAol
£€vavTi Tou €IKovikoU gapudkou’ KIvdUvou €vavTi Tou placebo?

70% peiwon TnG BvnToTNTOG O 00BEVEIG
HE o§uyovo xapnAng pong Kata tnv évapén,
o€ post - hoc avaAuon Tng peAéTng ACTT-1
(4% évavt 12,7% Tou €IKOVIKOU @apPaKouU,
HR: 0,30 [95% ClI, 0,14-0,64])"

ZuVTOoHOYPaPIEG:
ACTT=Adaptive COVID-19 Treatment Trial, Cl=6idotnpa gpmotoobvng, COVID-19=v6c0g kopovoioL 2019

Maparropneg

1. Beigel JH, et al. N Engl J Med. 2020; 383:1813-1826.

2. Gottlieb RL, et al. N Engl J Med. 2022; 386:305-315.

3. VEKLURY MepiAngn Xapaxtnpiotikwv Mpoidvtog, Avadewpnon OktwRptog 2023.

Tpomog 51a8s0ng: MePLopLopEVN LATPIKA cuvTtayr. MapakoAobBNnon Katd tn SIAPKELA TNG AYWYIG, YA XPFON AMOKAEIOTIKA O TIEPIBAANOV
AgutepoBaduiag n TpitoBaduiag Movasag Yyeiag mou 8a SlacealiZel Ta 1Slaitepa XapakTnEIoTIKA TOL TTPOIOVTOG CUMPWVA HE TNV Adsia
KUKAOGPOPIAG KAl Ta TTapapTAHHATA AUTAG.

Ap1Budg adelag kukhogopiag: EU/1/20/1459/002

v To PAPHAKO AULTO TEAEL LTTO GLUITANPWHATIKFA TTApakoAoLONON. ALTO Ba EMTPEPEL TO YPHYOPO TIPOCSIOPICHO VEWV TTANPOPOPLIV
ACPAAELAG. ZNTETAL ard TOLG EMAYYEALATIEG LYEIAG VA AQVAPEPOLY OTTOIECSHTOTE TIOAVOAOYOUHEVEG QVETIOVUNTEG EVEPYELEG.

) GILEAD

Creating Possible
Tormkog avtrpoécwrtog tou KAK:
Gilead Sciences EAAAG M. EME, EBvapyou Makapiov & Mwpditivn 4, 17564

MaAaw ®aAneo, THA.: 210 89 30 100 Ap. [E.MH.: 004304401000 vy b, Wk s,
Oktwpplog 2023, eite oo

TENOG TOL TIPOYPAMHATOG )

YrehBuvog yia tn cuMoyr) AE: : ;
OKQVAPETE €6W

Gilead Sciences, Inc., Pharmacovigilance & Epidemiology, 333 Lakeside Dr.,
Foster City, CA 94404, TnA: +1 866 633 4474, Email: Safety_FC@gilead.com

GR-VKY-0038

, y E ' ' i7 Bon6rioTe va yivouv Ta gdppaka Mo ac@alr kai
HapQKgASLGIS vg QVAPEPETE KVOBE ElKClZOuSVI’]/T:[leQVO)\OVOUuEVF] ) I‘s‘!x Avagépere
QvemBLUNTN evepyela armeubeiag otov EOD , obppwva e To EBVIKO s OAEE Tig avemOUUNTEG EVEPYEIES Yia

Frsrerom ONA 10 gipyiaka SupTrAnp@voviag TV «KITPINH KAPTA»

0LOTNHA AVAPOPAG AVETTIBVUNTWY EVEPYELWV.
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NMPOrPAMMA TEAETHZ ENAP=HX

MPOZ®QNHZEIZ - XAIPETIZMOI

K. Avactaciadng Mpo6edpog tou TuAPATog laTptlkAC TNG IXOANC
Entotnpwv Yyeiag A.MN.0.

N. Nitoag Mpoedpog tou latpikol ZuAAOYou Oecaalovikng

A. E§adaktulog Mpo6edpog MaveAAnviou latpikol ZuAAdyou

A. ToaAKGKNG AloknTA¢ 4ng YNE

KHPY=H ENAP=HZ EPFAZIQN TOY ZYNEAPIOY
A. Bapt{énoulog
Younoupydg Yyeiag

BPABEYZH
Kabnyntr k. Eudyyehou MNapapéAAou-MnouppnoUAn

ENAPKTHPIA OMIAIA
«H lotopia tng A’ MaBoAoyikng KAviKAG A.M.0.»
0. AapdaBéaong
KoopAtopag IxoAn¢ Entotnuwy Yyelag A.M.O.

AEZIQZH YMOAOXHZ




2COMIRNATY"

EppoAto mRNA COVID-19 (tpononotnpévwv voukAgoaidiwy)

$COMIRNATY" ™

EyBélio mRNA COVID-19 (spononoimpéviay voukheooibiaw)

AIANIKH KAl NOXOKOMEIAKH TIMH EXAa6ag kat Kinpou: To npoidv Sev éxet nepihngBei oto detio tpicov kaBg Sev biatiBerar, péxpt vewtépag, npog xovBpiki i Maviki
nwAnan, eve n NpopnBeta Tou yivetat kevipika and 1o EMnviké Anpdato to onofo kat peptpva yia Ty didBeon kat xopriynon tou.

To npoidv 6ev éxel AdPet akdpa upn otnv Kunpiakn Anpokparia, kaBag de biatiBetar, péxpt vewrépag, npog xovpikn i Ataviki ncoAnan, eved n npopnBela Tou yivetat Kevipika
and6 v Kunpiakn Anpokpatia, n onoia HepIpvA yia v nepartépw Slavopin Tou.

TPOMOE AIAGEXHE: EAAaSa: To npoidv SiatiBetar kat xopnyeitat pdvo and adetoixoug enayyehuaties uyeiag nou eivat e§ouatodotnpévol epBolactés ota eykekpipéva and
10 EMnvik Anpdoto epBoliaoukd kévipa, 161wTikd latpeia, Kivntég povadeg kat kat' oikov. H xopriynan Tou epBoAiou yivetal oUp@uwva e TG UOTATEIS Kal TG KateuBuvTnpIeS
0dnyieg g EBvikng Enttponng EpBoAiacpichv. Kénpog: Me latpiki uvtayn yia xpiion anokAe1otkd oe etdiké nepiBaMov nou Ba SiaopaliZel ta 1daitepa xapaknpiatikd tou
npoidvtog oUppwva pe Ty ddela KUKAoPop(ag Kat ta Napaptipata autng.

'w To (pdppako autd teAei und oupmAnpwpatiki napakoAoBnan. Auté Ba enttpépet 1o ypriyopo Npoadiopiapd Ikavdpete €6 yia neploodrepeg

vEwv NAnpopopiv ao@delag. Zntetal and Toug enayyeAuaties uyeiag va ava@épouv onoleadnnote nAnpogopicg oxeukd pe 1o COMIRNATY®
niBavohoyoUpeves avemBUpnteg evépyeleg. TupBouleuteite Ty napdypago 4.8 (AvemBUpntes evépyeles) g
MepiAnyng Xapakmpiotkv tou Mpoiéviog tou Comirnaty yia Tov 1pono avapopds aveniBUpntwy evepyelwv.

T ug nA\npeig ouvtayoypaikég mMnpogopieg oupBouleuteite v Mepinyn Xapaktpiaukwv tou Mpoidviog
nou iatiBetar and v etaipeia.

SIONT=CH Q& Pfizer

Kdroxog Abelag Pfizer EAAdg A.E.
Kukhogopiag: BioNTech A Meooyeiwv 243, N. Wuxiké 15451, ABAva, ENdba,
Manufacturing GmbH Tn. Enikowwviag 210-6785800, Api6. I"E.MH. 000242901000 Bon@iiote va yivouv Ta pdpuaka nio ac@ahi kat

Pfizer EAAdg (Cyprus Branch)
. ABahdooag 26, 205 6pogog Kinpto Ztepavi, Aeukwaia 2018,
Kunpog, Tn. Enikowvwviag: +357-22817690

Avagpépete
OAEL g aveniBUpnteg eVEpYELEG yia

OAA 1a pdppaka
ZupnAnp®vovrag tnv «KITPINH KAPTA»

To COMIRNATY EpBoAio mRNA COVID-19 (tpononoinpévwv voukAeoatdiwv), 1o onoio Baciletat otnv mRNA
Ttexvohoyia tg BioNTech, avantixBnke ané koivod and tg BioNTech kat Pfizer.

PP-CMR-GRC-0075-APR23



PP-UNP-GRC-0222-MAR23

[lpootatevoe eceva

Kal TIC otlypEg mou a&idouv.

KaBwg o 16 SARS-CoV-2 cuveyilel va amacyxoAel tnv MayKOouLa KOLVOTNTA KAl VEES
mapaiiayeg avadlovtal, 0 avauvnoTIKog elf3oAlacuds cUPQWVA PE TIG ETTIONUES
cuotdoelg evavtl tng COVID-19 umopei va cupBaiel otnv mpdAnwn tng cofBapng véonong.

Mapauévoviag MpooTateupevos/n, umopeis va polpaleoal pe autoUg TTou eival onUavTIKol
vla e0éva, OAeg eKkelveg TIG oTLyuég TTou Ba Buudoal yia pia {wi.

Evnuepwicou cnpepa yia thv mpoéAnyn tng vocou COVID-19 pécw tou epfoAtacpol amd
TOV YLATpO N TOV papuakomold coul

Pfizer EAAGG A.E., A. Meaoyeiwv 243, N. Wuyiké 15451, ABrjva, EAAGSa,

TnA. Emkowwviag. 210-6785800, Api8. E.MH. 000242901000 apﬁzer

Pfizer EAAGg A.E. (Cyprus Branch), A. ABaldoaag 26, 20 6pogpog Kriplo Ztepavry,
Agukwaia 2018 , Kumpog, TnA. Emkowwviag.: +357-22817690
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EMNIZTHMONIKO NMPOrPAMMA

Napaokeun 17 NoeyBpiou 2023

9:00 - 9:30 NMPOZ®PQONHZEIZ - ENAP=H

9:30 - 10:00 AIAAE=H
MNpoedpeio: M. AavinAidng
AvoooavendapKeLleG - EAEyX0G o€ EVAAIKEG
A. Towva

10:00 - 10:30 AIAAE=H
Mpoedpeio: M. ZepneKAkKng
H eménuia ané COVID 19 pia totopiki avadpopn;
Z. MetaAAidng

10:30 - 11:00 AIAAE=H
Mpoedpeio: A. NMana
To péMov elval edw: Next gen sequencing kat
metagenomics otnVv KAWVIKA Npaé&n
. rkwovUAa

11:00 - 11:30 AIAAE=H
MNpoedpeio: I'. Aalapidng
AvTikapKIviki avocoBepaneia kal cUUBOUAEUTIKA
AotpwéloAdyou
I. Mnakaipn

11:30 - 12:00 AIAAE=H
MNpoedpeio: I'. Feppavidng
Hnatitda E pla véa anelin;
K. AKtvocoyAou
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12:00 - 12:30 AIAAEIMMA - KA®EX

(xopnyoUpevo andé apuakeuTiki etalpeia oel. 24)

12:30 - 13:30 ITPOITYAH TPANEZA
EpBoAlactiké Brpa - ANayég EBvikoU
Mpoypdappatog EyBoAiacpwv
Mpoedpeio: X. Avtaxénoulog
MNaidia
H. lwoneidng
EVAAIKEC
A. NikonoUAou
COVID
N. Navayénoulog

13:30 - 14:00 AIANE=H
Mpoedpeio: Z. MetaAAidng
O pdAog tng PET/CT otn Sidyvwon
Kal tnv napakoAoudnaon twv Aotpwewv
A.Apcog

14:00 - 14:30 AOPY®OPIKH AIAAEZH

(xopnyoUpevo and @appakeuTiki etatpeia oel. 24)
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14:30 - 15:30

15:30 - 16.00

16:00 - 16:30

16:30-17:00

17:00-17:30

17:30 - 18:30

EAADPY TEYMA

AIANE=H

Mpoedpeio: K. Apyupakn

Nolpwéelc oe xpoTteg eVOOPAEPBLWV OUCLWV
M. Wuxoyutou

AIAAE=H

Mpoebdpeio: . MetaAAidng

Baktnplatpia and eviepokdKKouUG -
Evéokapditida and Enterococcus faecalis
E. Xplotdkn

AIAAE=H

MNpoedpeio: A. Xatl{ndnuntpiou

H HIV Aolpwén otnv npwtofdabuta nepibaiywn
N. KoAAapag

AIAAEIMMA - KA®EX

(xopnyoUpevo ané @appakeutki etalpia oe. 24)

AOPY®OPIKO ZYMNOZIO

(xopnyoUpevo and pappakeutiki etalpia oel. 25)



17-19 NoepBpiou 2023 | @scoalovikn Hyatt Regency Hotel

18:30 - 20:30 ZTPOITYAH TPANEZA
ZTpatnyikn neploplopol Twv NoAuavOekTIKWY
JikpoBiwv oto Nocokopeio
MNpoedpeio: A. ZkoUpa, E. Fkéka
Op6n xpARon diayvwotikwy e€etdoswy - Diagnostic
stewardship
E. Mpwtovwtapiou
‘EAeyxoc opBA¢ xprRong avtiBlotikwy - Antimicrobial
stewardship
0. Xpucaveidng
‘EAeyxo¢ Kal npOANWn VOOOKOHUEIAKWV AOIHWEEWV -
Infection prevention and control
K. MapKkakng

20:30-21:00 AIAAEZH
Mpoebpeio: I'. Feppavidng
Post COVID zUvdpopo
I. MigTooudng
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>appBato 18 NoeyPBpiou 2023

8:30-9:30

9:30 - 10:30

10:30 - 11:00

11:00- 11:30

ITPOITYAH TPAMEZA

Nopwéelg OuponoloyevvnTikoU
Mpoebdpeio: M. Zepnekakng, A. TpakatéAn
Mn ennAgypéveg AolpwéEeLg ouponotntikoU
E. Mtodfa

Mpootatitiba

H. XUtag

O€eia nuehoveppitidba

A. AlBo§oénoulog

ITPOITYAH TPAMEZA

Nowpwéelg og aoBeveicund Bepancia ve@plkig
unoKataotaong

MNpoedpeio: MN. Newpylavog

Nolpwéelg o aipokaBalpdpevoug acOeveig

A. MupnaconoUAou

Nolpwéelg oe acBeveic und nepitovaiki kGBapon
K. MapKakng

AIAAE=H

Mpoedpeio: M. NikoAaidng

Nedtepa avtiflotika yia Ta gram apvntika
. MouAdkou

AIAAEIMMA - KA®EX
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11:30 - 12:30

12:30 - 14:00

14:00 - 15:30

15:30- 16.00

16:00 - 17:30

AIAAE=H

Nolpwdng Evéokapditida
Mpoedpeio: K. Avactaoctddng
H nAgupd tou AotpwéloAdyou
A. NikonouAou

H nAgupd tou XelpoupyoU

M. Avtwvitong

AOPY®OPIKO zYMNOZIO

(xopnyoUpevo and appakeuTiki etalpeia oel. 26)

EAA®PY TEYMA

AIAAE=H

MNpoedpeio: M. Manaiwdavvou

Nopwéelg oe aoBeveic pe MoANanAd Muéhwpa,
pe éppaon otig oxXeTI{OPEVEG HE VEOTEPOUC
BepaneutikoUc NapAayovieg

E. Xat{nxapion

TO BHMA TQN EIAIKEYOMENQN: MAPOYZIAZH
KAINIKQN NEPINTQZEQN

MNpoedpeio: X. ZapBoénouiog, T. MUpou

X. FTwyou

K. Kanikn

M. KulipoyAou

l. OBadiag

E. Nanaviwviou
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17:30 - 18:00 AIAAEZH
MNpoedpeio: M. Kaxpipavidou
Noipwén anod Clostridioides difficile
M. Wuxoyuilou

18:00 - 18:30 AIAAEIMMA - KA®EZ

18:30 - 19:30 AOPY®OPIKO £YMNOZIO

(xopnyoUpevo and appakeuTiki etalpeia oel. 26)

19:30 - 20:00 AIAAE=H
Mpoedpeio: M. AoUpag
AvocoBepaneia otn oAywn
l. - E. TwapapéAAog - MnouppnouUAng

20:00 TEAETH ENAP=HZ

MPOZ®QNHZEIZ - XAIPETIZMOI

BPABEYZH
KaBnyntr k. EudyyeAou MNapapéAAou-MnouppnoUAn

ENAPKTHPIA OMIAIA
«H lotopia tng A’ MaBoAoyikAg KAWVIKAC A.M.0.»
0. AapdaBéong

AEZIQZH YNOAOXHZ
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Kupwakn 19 NoepBpiou 2023

08:30 - 10.00 ZTPOITYAH TPANEZA
Nolpwéelg otnv Eykupooivn
Mpoebdpeio: K. AKivéooyAou
Noipwén ané CMV
A. BAaxakng
Noipwén and To&dénAaopa
A. MAdAag
Hnatitdeg otnv eykupoolvn
M. KoAAdpag

10:00 - 10:30 AIANE=H
Mpoedpeio: T. - A. Bu{avtiddng
Candida auris Mia véa ansiAf
K. Apyupdkn

10:30 - 11:00 AOPY®OPIKH AIAAEZH

(xopnyoUpevo ané @appakeuTiki etatpeia oel. 27)

11:00 - 11:30 AIAAEIMMA - KA®EX

11:30 - 13:00 ZTPOITYAH TPANEZA
Nolpwéelg ootwv Kal apbpwoewv
Mpoedpeio: . MetaAAidng, I. Mnakaipn
O&eia/xpobvia oateopuelitidba
I. Mnakaipn
>nntikn apBpitidba
A. MAaAag
Nopwéelg Eévou cwpatog otnv opbonedikn
Z. Navoudng
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13:00 - 14:30

14:30 - 15:30

15:30- 16.00

16:00 - 18:00

18:00 - 18:30

AOPY®OPIKO ZYMNOZIO

(xopnyoUpevo and appakeuTiki etalpeia oel. 27)

EAA®PY TEYMA

AIAAE=H

Mpoedpeio: Z. MetaAAidng

Enwtloyn avtiBlotikwy ektd¢ MEO otov Znntikd
AcBevn

0. Toaxoupidou

ITPOITYAH TPANEZA

Evola@pépovta Bépata Nolpwewyv oe MEO
Mpoedpeio: E. MouAoUdn, I. ZouAtdtn
Taxeieg pikpoPloloyikég pébBodol

. MeAétng

ApXIKA epnelpikn avuigikpoflakn Bepaneia
N. KoAAapag

AnokAlpdkwon avtiBlotikwy. H xpAon Tng
npokaAattovivng yia tov kaboplopod tng dtdpkelag
TWV avtIBLloTtikwy

X. Na{Bavtn

YXOMaoTéC: Z. MetaAAidng, I. Mnakaipn

AIAAE=H

Mpoebdpeio: K. Apyupakn
dupatiwon: Oepaneia to 2022
K. Mavika
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18:30 - 19:00 AIAAEIMMA - KA®EZX

19:00 - 20:30 ITPOITYAH TPANEZA
Evllapépovta Bépata oti¢ Aolgweelg
Mpoebdpeio: K. Kwtoa
loyeveic Aolpwéelg oTov avoookataoTtaApévo
acBevi
A. BAax@kng
Alaxeiplon ZA og aocBevi pe Aolpwén
0. Kou@dakng
Alatpo@n otov onntikd acBevi
K. F'kavtaAn

20:30 - 21:00 AIAAEZH
Mpoebdpeio: M. E§nvtapn
RSV otouc evAAIKEG - Mia unoTtignuévn emdnuia
H. XUtag

21:00 - 21:30 AHZH ZYNEAPIOY - ZYMIMNEPAZMATA
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XOPHIOYMENA AOPY®OPIKA XYMIMOZXIA & AIAAE=ZEIX
XOPHIOYMENA AIAAEIMMATA - KA®E

Napaokeun 17 NogpBpiou 2023
12:00-12:30  AIAAEIMMA - KAGEX

UE TNV €UyeVIKA Xxopnyia tng ®apyp. Etaipeiag

H
&
3
2
@
2

Menarini Hellas

14:00 - 14:30 AOPY®OPIKH AIAAEZH

ME TNV guyeVIKA xopnyia tng ®apyp. Etalpeiag

Menarini Hellas

Mpoebdpeio: . MetaAAidng

H 6éon tng peponevéunc-fapnopBaktdung oTig
61e0veic kateuBuvtipleg 06nyieg yia tnv
avtigetwnion twv Aotwéewv and CPE

E. Xplotakn

17:00 - 17:30 AIAAEIMMA - KA®EX

UE TNV guyevikh xopnyia tng Papp. Etapeiag
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XOPHIOYMENA AOPY®OPIKA XYMINOZIA & AIAAE=EIX
XOPHIOYMENA AIAAEIMMATA - KA®E

17:30 - 18:30 AOPY®OPIKO ZYMNOZIO

HE TNV EuyeViKA xopnyia tng Papp. Etaipeiag

() GILEAD

Creating Possible

Aedopéva npaypatikoU kéopou otn @povtida tng
HIV Aolpwéng

Mpoedpeio: M. Wuxoyuilou

Méxpttn Stdyvwon

M. Wuxoyuiou

Méxpttnv évapén

0. Toaxoupidou

KAwvika 6edopéva Bepaneiag

I. KatoapoAng
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XOPHIOYMENA AOPY®OPIKA XYMINOZXIA & AIAAE=ZEIX
XOPHIOYMENA AIAAEIMMATA - KADE

ZapBpato 18 NoepPpiou 2023

12:30 - 14:00 AOPY®OPIKO zYMMNOZIO

ME TNV euyeVIKA xopnyia tng ®apy. Etalpeiag

@ Pfizer

Mpoedpeio: E. MNapapéANog, . MetaAAidng
RSVPreF: Mia noAAG unooxOpevn oTpatnyiki
npdANWNG Tn¢ “ouykaAuppévng emdnuiag” anod
tov RSV

. MouAdkou

Oepaneia tng COVID-19 atnv KowvotnTa: o poAog
NG vippatpeABipng / prtovaBipng

0. Toaxoupidou

H Keptalwvtipn-ABlunaktaun otn Bepansia twv
NOAUAVOEKTIKWY gram-apvnTIKwV AoHwEswVY
Neodtepa eAANVIKAG Kal 61eBvi bedopéva

A. MupnaconoUAou

18:30-19:30 AOPY®DOPIKO YMIMOZIO

UE TNV €UyeVIKA xopnyia tng ®apyp. Etalpeiag

GSK

HIV Aolpwén: latpiki patid ylag cuyxpovng vooou
Mposbpeio: . MeTtaAAidng

MpdéAnwn kat Mpo@uAaén Twv YYEIOVOUIKWY TNV
£kBeon otov HIV

N. KoAAdpag

HIV Aoipwén: ‘Eva "Case Study" tn¢ latpikAg
EnotApng

0. Xpuoaveidng
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XOPHIOYMENA AOPY®OPIKA XYMIOZIA & AIAAEZEIZ
XOPHIOYMENA AIAAEIMMATA - KA®E

Kupwakn 19 NogpBpiou 2023

10:30- 11:00

13:00 - 14:30

AOPY®OPIKH AIAAE=ZH

PE TNV euyeviki xopnyia tng Papyp. Etalpeiag

() GILEAD

Creating Possible

Mpoedpeio: A. MupnaconoUAou

Néa 6edopéva atnv diaxeipion tng véoou
COVID-19 pe avtuki aywyn

0. Xpuoaveidng

AOPY®OPIKO zYMMNOZIO

UE TNV eUYeVIKA xopnyia tng ®apy. Etalpeiag

€9 MSD

HIV & Aolpwéelg

Mpoebdpeio: . MetaAAidng

MpokAfoelc kal vedtepa dedopéva atnv HIV Aoipwén
M. KoAAGpag

Iuinevéun/oidactativn/peAeynaktaun, yla véa
endoyn otn Bepansia twv Aopwewv and avBektika
otic kapBanevépeg Gram (-) Baktipla

A. NikonouAou
Iginevéun/oidactativn/peAegnaktdun otny KAWVIKN
NPAkTIKN

A. MAdAag




Prevenar 3

1 pwmug‘wg]

2011

EINAI MAEON
AIAGESIMO ENA
YYZEYTMENO EMBOAIO
MINEYMONIOKOKKQOY
NEOTEPHY TENIAY%?

@ 2022

APEXXNAR'

LuCeuypévo nohugakxaptiikd MVEUOVIOKOKKIKO
ejipoho [20-duvayio,npooponpévo]

TO APEXXNAR EINAI TO MONO XYZEYTMENO EMBOAIO ENANTIA XTON
[INEYMONIOKOKKO T10Y XYXTHNETAI A0 TO EGNIKO MPOIPAMMA
EMBOAIAZIMQON ENHAIKQN 2023

To APEXXNAR €xel Baolotel oto Prevenar 13 kat 51aB€teL thy nio supsia kGAuyn opdtunwv
ouleuypEVoU ePBOAIOU NVEUHOVIOKOKKOU, MPOKELUEVOU Va BonBrcel oty npoctacia
€vAVTLO GTNV MVEUHOVIOKOKKLKA MVEUHOVIa Kat T OLELGOUTIKNA MVEUHOVIOKOKKIKN v600.2™

@ Pfizer

Vaccines

To Apexxnar Ba mpémel va xopnyeital o€ pia epdamnag §6on oe dropa nhikiag 18 £Twv kat avw.
H avaykn yia emavainmtiké eyBoMacpé pe emakoloudn 86on Apexxnar Sev €xel Tekunplwbei?

Movo yia evbopuiki xprion. Mpémet va xopnyeitat pia §6on (0,5mL) Tou Apexxnar ev8opUikd, KaTd mPoTipnon oTov SeAToEISn uu,
TIPOOEXOVTAG VA ATTOPUYETE TNV £VEON PECA I KOVTA OE VEUPA Kal alo@opa ayyeia.2

la To mArpeg Keipevo Tng Socoloyiag Kal Tou TPOToU Xoprynong cupBouleuteite Ty Mepidnyn XapaktnploTikey Tou Mpoidvtog.
BiBAioypa@ikéc avagpopeg: 1. EBviké Mpoypaupa EpBohiacumy Evnhikwy 2023. AAA: 6I034650YO0-OIT. EBviké Mpoypauua EpBoliacumy Evnhikwv

2023 - EBvikS Mpdypappa EpBohiacudv (EME) Evniikwy - Ymoupyeio Yyeiag (moh.gov.gr). 2. APEXXNAR. Mepidnyn XapaktnploTikiv MNpoiovtog.
12/2022. 3. PREVENAR 13. MepiAnyn XapaktnpioTikev Mpoiévtog. 10/2021. 4. VAXNEUVANCE. MepiAnyn Xapakmpiotikav Mpoidvrog, 10/2022.

H ouvtetpunpévn MepAnyn XapaktnploTiKwy Tou Mpoiévtog SnpocteveTal o€ S1a@opeTiki GeNiba Tou MapovTog.



'V To papje Tehel \ 0 AuT6 Ba emTPEPELTO YPIiyopo MIPOGBIOPIO O VEWY TANPOYOPIKY ACPANELAG. ZNTE(Tal AMG TOUG EMayYEA uyelag va avagépt
Yo s £Vépyeiec. BA. 48m¢ NeplAnyng )V MPO6VTOG Yia ToV Tp6TIO aVaPoPAS AVEMBUHNTWY EVEPYELDV.

/Apexxnar eVEGILO EVaIWPNA OF IPOYEMOUEVT CUpLYYa
VM It £pBoMo (20- 60vuuo, Tipoopopnuévo) 0,5 ML/PF.SYR

Evéo R Aeuk6

ANTENAEIZEIX: YnepevaioBnola oTiq SpacTiké ouoleg, o kamolo amé ta SKéoxa 1} 010 TogoE15EG e SipBepitidac. EIAIKE}: NPOEIAOMOIHZEIZ KAI POGYAAZEIZ KATA TH XPHEIH: Mnv evéoete To Apexxnar evoayyelakd.
va BeATwBEl Twv B P o bvopia 1pIBHOG MAPTISAG TOL XOpPNYOU: Papu TIipmelLva e oagrivela.
Ynepevaiebnala: Onwg yia GAaTa evéolpa epBoNa, npsusl navmts va sivul it 16 AN 1aTPIKT} BEp Kau eniBheyn o€ mepl ondviag PAONG HETa TN Xopriynon 1B 3
V600G O Bampéneiva OF (TOJIA TTOU TIGOXOUV uno o€ela, coBapr| eMUPETN V600. Q0T600, N apouaia fiogovog Aolpwéng, 6mwg To Bev Banpéneiva mv
avapBolr Tou Kal To epBONI0 pETEL va XopnyelTal e ipocox 1 o€ dropa pe BpopBomevia  aipoppayiki Statapayr, kabug pnopel va mpokAnBel aploppayia peta and
£vBopiki xopriynor). O kivduvog o€ aoBevelc pe TTag Mp£nl va agloAoyn Bl TPOEKTIKA TPIV amd TV EVBOUIKI Xopriynan) omoloudHote epBolou, evi ea Tipénelva eEeTaleTal o svésxousvo
UMoSGPIAC XOPHYNONG EGV T SUVNTIKA OQEAN UTEPTEPOLV GAPWC TV KIVSUVWV. [pootacia évavti Tng 1600U: To Apexxnar Ba mapéxe! 1mp HOVO £vavTi TwV 0poTOMIWY TOU Streptococct
Tiou mepAapBavovtal ato epBOo kat Sev Ba mapéxel TpooTacia vavTi Twy AWV, 0U TIp 0 j V600 I veupovia. Omwg pe kaBe euBOAIo, To Apexxnar unops[ Va pnv mapéxel npoumo[u anoé
i | véoo Iy Hovia og 6Aa Ta dropia mou AapBavouy To epBoo. Na g mo Y YiaTn xwpa oag, 8a mpénet va PYQVIOHO.
dropa: Aev undpyouv SlaBéoipia Gedopéva ao@ahelag Kat Y JTag Tou Apexxnar yia dropa j HEveG opddec. O Banpéneva etaletal oe
e€atopkevpévn Baon. Baoeitng epmeiplog pe e €UBONa, OpLOp Ha e i 1T UOpE( va £X0LV HEIWUEVES AVOTONOYIKEG AMOKPIOEIG 0TO Apexxnar. Tal GTopd e PEwpévn
10t o xprion ic Bepancelag, y: Aattwpa, Aolpwgn ané HIV 1 aAheg artleg, pmopei va sxouv ) plon e ™V evepyr H
KAWVIKT} unuacr[a autou slvcu ayvwotn. Ynapxouv Slabéaipia Sedopéva uotpd)\slclc Kl QVOOOYOVIKGTNTA e To Prevenar 13 (éva Y and 13 ouCevypévoug mou
TIEPIEXOVTAL KAl 0TO Apexxnar) Y TIEpIoPIOHEVO aplBu6 atépwv pe Aoluwen and HIV  pe HSCT (BN mapaypago «AvemBUunTes svépyeee). Te EVI‘])\IKE( ané ())\EC m NAIKIaKEG OpABEG oL peAeTBNKaY, Ta enonua KpITpia pn
] 1poU Tapdt ) HEoOL TITAOL pE To Apexxnar yia TouG Tipl POUG a6 TOUG He o Prevenar 13, wot60o, N KAWIKN onpacia
avtrig Inc yata Héva dTopa £l Y N ‘EK&oxo: AUTO TO Papie TIPOIGV TEPIEXEL A P 1 mmol vatplou (23 mg) avd 66on, SnAadi ouclacTikd sivat «eAevBepo vatpiou.
ANEMI® ENEPTEIEX: Z0voyn Tou Ipo@i\ ao@aAeiag. ‘nAikfag 18 €TV kai dvw: H acpdheia Tou Apexxnar aglohoyriBnKe og 4.552 GUpETEXOVTEG NAIKIAg 18 €TMV Kat Gvw ot £€1 KAIVIKEG SoKIpEG (BUo ddong 1,
Jla ®dong 2 kaiTpeig Aong 3) kai og 2.496 CUPPETEXOVTEG OTIG OMASEG EAEyoU. ZTi¢ Sokiués DAoNG 3, 4.263 CUPPETEXOVTEG éAaBav Apexxnar. Z€ QUTOUG GUYKATAAEYOVTaV 1.798 OUMUETEXOVTEG 18 € 49 €Ty, 334
OUMETEXOVTEG 50 €3G 59 €TV Kal 2.131 OUPPETEXOVTEG 60 €TV Kat avw (1.138 fitav nAiklag 65 TGV Kal dvw). Ao Toug UPHETEXOVTEG TTou éaBav Apexxnar oTic Sokipé ®Aong 3, 3.639 Sev elyav MABel IVEUHOVIOKOKKIKA
£UBOAa oTo MapeABov, 253 elxav Aapet 23 £UBONo [23 SUvapio], PPSV23) (2 1 £wg < 5 £t ipiv amd Ty évtagh), 246 sixav AaPel mponyoupévag Prevenar 13 povo
(2 6 priveg mpv amé v évragn) Kat 125 glxav AaBet Prevenar 13 uno PPSV23 (1 660n Tou PPSV23 2 1 £10¢ pIv amd Tnv £vtagh). Ot CUPPETEXOVTEG TN Sokipn Ddong 3 B7471007 (Baokr| pehétn
1007), agiohoyriBnkav yia avemBUPNTE EVEPYELEG Yia 1 Hiva PETE ToV Katyla coBapéc. EVEPYELEC YIa £L)G KAl 6 MIVEG HETA TOV Autri N peétn 447 nAiag 18
£WG 49 €TV, 445 CUPPETEXOVTEG NAIKIAG 50 £wG 59 £T@V, 1.985 CUHHETEOVTEG NAIKIAG 60 £wG 64 ETWV, 624 CUMETEXOVTEG NAIKIAG 65 £wG 69 €TV, 319 CUMETEXOVTEG NAIKIAG 70 £wG 79 €TMV Kal 69 ouuusréxovtsc nAklag > 80
ETWHV. ITOUG UUPETEXOVTEG NAIKIAg 18 £w¢ 49 €TV otn Mehét) 1007 kai o€ pila Sokipn ®aong 3 B7471008 (Lot Consistency Mehétn 1008), ot EVEPYEIEQ firav dAyog T Béong éveong
(79,2%), puik6 ahyoc (62,9%), K6mwon (46,7%), kepaadyia (36,7%) kat apBpahyia (16,2%). ZToug GUHHETEXOVTEG NAIKIAG 50 £w¢ 59 £T(V ot MeNétn 1007, EVEPYELEG pa frav GAyog TG
Béang éveong (72,5%), puiko ahyog (49,8%), komwon (39,3%), kepahahyla (32,3%) kat apBpayla (15,4%). ETOUG GUMLS nAiag > 60 Tiv otn Mehétn 1007, ot EVEPYELEG frav
ahyog TG Béang éveang (55,4%), puiko Ghyog (39,1%), kénwan (30,2%), kepahalyla (21,5%) kat apBpalyia (12,6%). Autéc Firav qunewn Hmag 1 H€Tplag évraong Kat vnm(wpnuuv VTG Mywv nUePWY LeTd Tov epBoliacpé. H
Mehén B7471006 ©dong 3 (Mehétn 1006) afloAbynas To Apexxnar 0 GUPHETEXOVTEG NNIKIAG 2 65 TV e TTOIKI) P e PPSV23, 1y Prevenar 13 1 Prevenar 13
(aKoAoUBoUEVO a6 PPSV23). Ze autriv Tn HENETN), Ol QVEMBUUNTEC EVEPYELEG TIOU 0 Y1a TOUG OV nmv TIApOHOIEC OE 1T KE EKEVEG IOV Y10 TOUG OUpIs nAKiag =
60 €16V 01N Mehétn 1007, pe eEhagpd vwn)mspo m d)\von G B¢ong éveang (61,2%) 0TOUG OUpL oL £lxav AdBel mponyoujis Prevenar 13 kat v apBpalyia (16,8%) 0TouG ouppETEXOVTEG TToU £lXav AGBeL
YU Prevenar 13 £Vépyeieq amd KAVIKEG Sokipég DAoNG 3 Kal Tny epmelpla HETA Ty Kukhogopla oTny ayopd. AvemBUunTeS evépysiss amo
KAMKé( Bokip£c: KaBig To Apexxnar mepIéxel Toug [6|oU< 1 B} oulzuvusvoun no)\uuakxupnsc ™G KAYag mou £lvat £151KOI yia Tov 0pdTurio kai Ta (Sia £kSoxa euBoliou pe To Prevenar 13, o1 avemBUUNTEG EVEPYEIEG TIOU
avayvwplotnkav {61 yia 1o Prevenar 13 éxouv uioBeTnBel yia To Apexxnar. llapakatw EVEPYELEGTIOU Sokipé Daong 3 Tou Apexxnar, BAceL Ty uPnAGTEPN OUXVOTNTA UETAgD
TWV QVEMBUOUNTWV EVEPYEIDY, TWV TOMIKWV aVTISP! v T RGN HETAT opddaTou Apexxnatr. ZTi¢ KMVIKEG SOKIEG, To oA ao@Alelag Tou Apexxnar ftav mapooIo pe
auT6 Tou Prevenar 13. ploTnke Kapia véa i HeTo Prevenar 13. Ot EVEPYEIEG TIOP o€ @Blvouca oglpd TTag kai coBapétnrac. H Ta oplCetal wg e€ic:
TION) OUXVEG (> 1/10), OUKVEG (> 1/100 £w¢ < 1/10), 6x1 oUXVEG (= 1/1 000 sm < 1/1 00), omavieg (= 1/10 000 £wg < 1/1. 000) no)\u onavlsc (< 1/10.000), un YvwoTé (Sev unopow va ekipnBoov pe Baon Ta SlaBéoipa Sedopéva).
P amé Tig KAWVIKEG SoKIéG Tou Apexxnar: oA 3 il YOG, TTOVOG Kémwon. Zuxvéc: okAnpla/Giéykwon oto
onuslo pUBNHa |1t Mupegla. Ox1 ouxvéc: avtidp oiBrjparog, 0 éuonvoluc, Bidppola, vautla, £ueTog, eEavBnpa,
KVI]OIIO( s Kvibwon oto unus[o su[io)\luuuou, piyn. Mn yvwotég: Melwpévn 6pegn, ieploplopos TG Kivnong Tou Bpaxiova. ZupBav mou avapépBinke oTiG KAWIKEG GOKIpEG
us To Prevenar 13 e IONO ] ta (= 1/10). Hewpévn 6pegn kau NG kivnong Tou Bpaylova o Sokipég DAang 3 Tou Apexxnar oToug eVAAIKEG. TUVETIDG, 1) SUXVETNTA eV £lval yWwoTr.
Evépyetecand v ayopd: Mapakarw map Epmelpieq TIoL £X0UV avaPepBel aUBGPUNTA KATA T SIGPKEI TG XPFONG TOU Prevenar 13 petd T kukAogopla
0TV ayopd ol omoleg pmopel enfong va npokvwouv He To Apexxnar. H eumelpla Tng aogdheiag peté tny Kukhogopla Tou Prevenar 13 oxetiCetat pe To Apexxnar, KaBig To Apexxnar TEpIEXEl OAa Ta GUOTATIKA pépn (OUTeuypévoug
TIOAVOTKXAPITE Kal £K5oxa) Tou Prevenar 13. AUTEG Ol EVEPYELEG and évav mnBuap6 dy Hey£Bouc. Zuvemiig, Sev elval Suvarr| n aIomoTn £KTIUNON TG CUXVOTNTAG TOUG 1 Iskunp(won, yia 6heg
TIG EVEPYELEG, HIOG YIKIiG Oxéang pie T ] su[}o)\lo. tvépvtlt( 13 amé v gpneipla PETE TV KUKAOQOPIa 6TV ayopd: in YVWOTEG:
PEVNCTNG 0 BN (Orevépyeieg and v epneipla pie To Prevenar 13 PETd Ty KukAogopla aTnv ayopd. Zuvsm-.'c, Ol
Bev Tad ot 11 Héva kay, yia aumv Tov A6yo, BewpolvTal WG un YVWoté). MpdaBete 0 EI6IKOUG 0€ MENETEC e TO Prevenar 13: O1 GUp
nAIKlag > 18 €16V pe )\oluwin ano HIV £XOUV TTAPOLOIEG CUXVOTNTEG QVEMBUUNTWY EVEPYELDV HE AUTEC TIOL avapéPBnKav apanavw otiq Sokipés daong 3 Tou Apexxnar, ekTéc and Ty mupegia (5% £wg 18%) kai Tov £ueTo (8%
£ 12%) TToU I{Tav TONY GUXVEG Kall T vautla (< 1% £wg 3%) TTou fTav ouvr. Ot CUUPETEXOVTEG NAIKIAG > 18 €TV pe HSCT £X0UV TApGHOIEG CUXVOTNTEG AVEMBUUNTWY svspvslwv HE QUTEG TTOU avapépBnkav Mapanavw oTiq
Bokipgc DAoNG 3 Tou Apexxnar, eKToG a6 Ty upegla (4% £wg 15%), Tov £peTo (6% £wg 21%) katTn Slappota (25% £wg 36%) Tou Frav TOAU GUXVEG. Avagopd £evepyelv. H avapopd
TBavoloyoUpEVWV: avsmeuuntwv EVEPYEWWV KETA TN Xopriynon ddetag Kukhogoplag Tou lpclpp(lKE\HIKOU TIPOi6VTOG £lval onuavTiki. Emtpénel T ouvexi mapakoloUBnon Tng oxEong o@EAOUC-KIVEUVOU TOU QapUAKEUTIKOD
TIPOIGVTOG. i OUG EMTAYYELK uyelag; EVEPYEIEG €0 TOL £BVIKOU OUTIHATOC avagopdg kai va mepthapBavouy Tov apiBpé maptidac/Lot eav elvat
SaBéotpoc: ENNGSa: Eevu«x Opyaviopés Gappakwy, Msoovslwv 284, GR-15562 Xo)\upvoc, Ael‘]vu, Tnh: +30 21 32040380/337, Dag: + 30 21 06549585, lotétonog: http:/www.eof.gr. Kimpog: DappakeuTIkéG Ynpeoieg,
Ymnoupyelo Yyelag, CY-1475 Acukwola, Thk: +357 22608607, Dag: + 357 22608649, lotétomog: www.moh.gov.cy/phs. KATOXOX THE AAEIAZ KYKAO®OPIAE: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles,
BéAyio APIOMOZX(O1) AAEIAX KYKAOQOPIAE: EU/1/21/1612/002. HMEPOMHNIA ANAGEQPHEHX TOY KEIMENOY: 12/2022 TOMIKOZ ANTINPOXOQMOZE ETHN EAAAAA: PFIZER EAAAS AE, A. Meooyelwv 243, 154 51 N.
Wuxiko, ABriva, ThA.: 210 6785800. TOMIKOE ANTIMPOZQMOX ETHN KYTPO: PFIZER EAAAT A E. (CYPRUS BRANCH), Acw@6pog ABahdooag 26, 206 Opogoc, Ktipio Etepavi, 2018 Acukwala, Kunmpog, TnA: +35722817690.
APEXXNAR INJ.SUSP 0.5ML/PESYR 1 PESYRX 0.5ML + 1 BEAONA: NOZOKOMEIAKH KAI AIANIKH TIMH - EANAAA: NogoKoeIakr Tipry: 48,54 €, Atavik Tijary: 70,98 €. ®APMAKEY TIKO IMPOION F1A TO OOIO ANAITEITAI
IATPIKH ZYNTATH. A NAHPEIZ ZYNTATOr PAQIKEZ MAHPOO®OPIEZ MAPAKAAEIZOE NA AMEYOYNOEITE ZTON TOMIKO ANTINPOZQMO.

THMANTIKEZ NAHPOOOPIEZ AZOAAEIAL!

H ao@d)ela Kal n amoTEAEoUATIKGTNTa Tou Apexxnar O TTaidLd Kal EQrBOoUG VEGTEPOUG TwV 18 TV Sev £Xouv TEKUNPIWBEL Aev undpxouv Slabéatpa Sedopéva.

To Apexxnar 8a mapéxel TpooTacia Pévo Evavri Twv opoTUNwV Tou Streptococcus pneumoniae mou MepINapBAavovTal oo PBGAIo Kat Sev Ba mapéxet £VaVTI TWV A TIou
Slelo6uTIKI V60O Iy TIvEUpoVia. O pie kABe epBOALo, To Apexxnar UMOpE( va uny mapExet and. V600 I TIVeupovia og 6Aa Ta dTopa Tou AapBavouy To epBoAio.

H unepeuaiobnala oTic 5pacTikéG oualeg, ot Kamolo amd Ta £kdoxa, 1f oTo Tooeldéc TG SipBepbag anotehel avTévoelfn yia Tn Xprion Tou Apexxnar.

‘Onwg yia OAa Ta eVEOIPa PBONID, TIDETIEL TGVTOTE Va lval Gpeca Siabéatn Kat@AnAn latpikr) Bepamela kat emBAY O MEPITTWON OTIAVIAC AVAQUAAKTIKTG avTIBpacn HETA T Xopriynan Tou £iBollou.

O gpBoiaopiég Ba mpénel va avaBAlAeTal o€ Gropid TTou TTAoXouv and ogela, coBapr) UMUPETN V6Go. QGTO00, N Tapouaia ioaovog AIpwEnG, 6Mwg To kpuoAdynpa, Sev Ba TipEnel va MPoKaAEGEL THY avaBoAr| Tou

£pBoNiacpion.
To eBONO TIPEMEL Va XOPNVE(Tal [IE IPOTOXT| O GTOUA s 8 KaBaG pmopel va HETA a6 vt Xopriynon. O kivduvog aipoppaylag o acBevelg pe
TipEMELVa TIPIV an6 m £V Xopriynon £pBollov, evi) Ba mpémel va eEETATETal TO EVBEXOHEVO UMIOSOPIAG XOprynanG eV Ta SuVNTIKA OpEAn
UMEPTEPODV 0APWG TWV KIVEUVWV.
Aev unGpyouv SlaBéaipa SeSopéva aopalelag Kal avoooyovIKOTTAG Tou Apexxnar yia aropa j (3 HEVEG OpAdEC. O Ba mpénel va e€etaletal os §atopikeupévn Bdon. Baoei g
EPMEIplag IE IVEULIOVIOKOKKIKG £JBONIQ, OPICHEVA ATONA HE TPOTIOTIOINUIEVT AVOCOIKAVOTNTA MOPE( Val £XOUV HEIWHIEVEG AVOTONOYIKEG ATOKPITEIC GTO Apexxnar.
Ta dTopa P Petwpe anokpion, £Gv oQeiNeTal OE XprioN AVOCOKATACTANTIKHG BEpamelag, yeveTikd eAdTtwpa, Aolpwen amé HIV fj GANeG artleg, pmopel va €xouv HEWHEV ATIGKPIOT QVTIOWHATWY.
omy evepyn avmmnolnon H kA\wikr} onpacia autou elvat Gyvwotn.
O1 IO CUXVA QVapEPOHEVEG AVEMIBULINTEG EVEPYEIEC OF KNIVIKEG LENETEG JU€ TO Apexxnar o€ Evn)\lKE( 218 10V fitav (210%) Mévoc/ 01O Onpeld KoMwon kai (=
1/100 £wg <1/10) P Vi ] OTO Ol 0, epUBNpa el 0, mupe€la. ZTIC KAVIKEG SOKIPEG, TO TIpo@A uutpd)\slucrou Apexxnar jTav TapdHoLo HE auT6 Tou Prevenar 13.Asv
plotnke kapla véa sv€pv£|cl Me 1o Prevenar 13.
Aev £xouv. HeNéTeQ e To Apexxnar.!
ZTIG KAMVIKEG MEAETEG TOU Apexxnar, Ol OUMUETEXOVTEG TTIOU. |‘|mv UYIElG | pe oTaBEpEC, Hn avoooKATAOTEMOUCEG XpOVIEG TABNGELG, OE OAEG TIG NAIKIAKEG OASEG €lxan anoKpion pe
To Apexxnar og oUYKpIon We To Prevenar 13, nuporl Ta oplapn H K\ivikr onpaola autr Tng apatripnong Sev elval yvwotr.
Zepa HE Apye YKpIoNG, SIMAG TUQAY KAWIKK SoKiur 1N KatwtepdtTag (Baoikr puehém 1007) Tou Apexxnar oig Hvwpéveg Moheleg kat ot Zoundia, 0g CUMPETEXOVTES NAIKIAG 60 ETHV
Kal Gvw 1 aVOCOAOYIKT] ATTGKPIGT GTOV OPGTUTIO 8 SEV TTETUXE TO KpImjpio pn O€ OUYKPION HE T KPION TIOU EMAyeTal ané To PPSV23 (o KatTePo 6pio Tou ap@imeupou
95% Cl yia tnv avahoyla GMT €ivai 0,49 avrl yia >0,50). H kKAwikr) onpaoic (9019 €glvat Gyvwotn. Ot avahuoE(G yla Ta GAAa onpela og oxéon HE Tov 0poTUTTIo 8 0NV OpaSa Tou
Apexxnar KaTéSeI§av EVVOIKEG EKBATEIC.
ZTIG KMVIKEG MEAETEG TOU Apexxnar, 0€ OAEG TIG NAIKIAKEG OPASEG TTIou YEVIKG, anoéKpion 0Toug He KIVBUVOU, GUYKp LiE Toug
OUMILETEXOVTEG XWwlG TapdyovTeg KivSUvou. H KAVIKH) onpacia auTtric g mapatipnong slvar ayvwoT.
To Apexxnar priopel va xopnynBel Tautéxpova L To eUBONI0 TG EMOXIKIG ypirnG (QIV, avtiy6vo, adpe Ze dropa pe TIoBroEIG He UYNAS KivEuvo
avamugng yiatn wry 1600V, Prope( va e§eTaoTel To & 0 Twv Xpovwv ToU QIV Kal Tou Apexxnar (L. Katé mepimou 4 eBSOASE). Z€ pia SImd TUQAY,
Tuxalomonpévn HeAén (B7471004) og eviiMikeg nAIKIag 65 €TV Kal Gvw,  avoooNOYIKF amoKpion fTav TUMIKA Jn KaT@Tepn, woTtooo TftAot yla GAoUG Toug Tou
TIou 0T0 Apexxnar 61a pova P EUPOX i ypimng (QIV, yovo, O€ OUYKPION LE TN XOPriynon Tou

Apexxnar j6vo Tou. H KAIVIKI} onpacia autol Tou EUprpaTog ival yvwoTn.

1. APEXXNAR. Mepinyn xapakmpIoTikey Tou Tpoiévrog, 12/2022.

BonBnote va yivouy Ta pappaKa mo acpaln Kat

TnA. Enikoiveoviag 210 67 85 800, Apif. IE.MH. 000242901000. Ta pdppaka cupmAnpwvovtag Ty “Kitpivn Kapra PP-PNR-GRC-0054-SEP23

Pﬁ IZer ERarteaiiean sk ABfva, ENG8a, ANAOEPETE OAEX Tig avamipntag zvépyzizg yia OAA



=% BIKTARVY®

hictegravir 0mg/emtricitabine 200mg/
tenofovir alafenamide 25mg tablets

For today, tomorrow,
and the days to come

) GILEAD

Creating Possible

_.Q' GSI"

To BIKTARVY® evdeikvutal yia T Bepaneia g AoipwEng and Tov 16 g avBpadnivng avoooavendpkeiag 1 (HIV-1)
0€ eVANKEC Kal naidiatpikolc acBeveic nAikiag TouAAxioTov 2 TGV Kal Bapouc Touldxiotov 14 kg xwpic napoucia n
nponyoUpevec evOEIEEIC 10yevoUg avBeKTIKOTNTAG O€ NApdyovTeC NoU avAKOUV OTNV KATNYopia Twv avaotoAéwv TNC

Ivieykpdong, v emtricitabine i 1o tenofovir, MepiAnyn Xapakmpionkov Mpoidvrog (MXM) Anpiliog 2023.

To Giokio dev eppavileral oe PUOIKN diGoTaon.

Tiun NMapaywyou (ex factory): 600,52€

Tpdnog 61a8song: Mepiopiopévn IATPIKN cuvayn and 1aTpoUg HOVadwv AOIHOEEWVY He T aUpgwvn yvdpn Tou KEEATNO kai
napakoAoUBnaon Katd n diGpKela NG aywyng. H xoprynan yiveral pévo and 1a apUaKEia TwV VOOOKOHEIwV.

l'a va deire v nAripn MNXIM Tou Biktarvy okavdpere 10 QR code

O
E&H

[=]

() GILEAD oy
fetin

Creating Possible No 01010158

Tomrikég avimpéowiog Tou KAK: Gilead Sciences EAMdg METIE,

E6vdpyou Makapiou & Mwpairivn 4, 17564 Makaid BaAnpo,

TnA.: 210 89 30 100 - Ap. IE.MH.: 004304401000

YmedBuvn yia ) cuMoyr AE: Gilead Sciences, Inc.,

Pharmacovigilance & Epidemiology,

333 Lakeside Dr., Foster City, CA 94404, TnA: +1 866 633 4474,

Email: Safety_FC@gilead.com

o148

BongrioTe va yivouv Ta ppyaKa mio aogak Kai
Avagépete
OAEZ Tig avemBpnTeg evEpyeies yia OAA Ta @dppaka
Zupmhnpwévovrag Ty «KITPINH KAPTA»

MapakaheioTe va avaépete kaBe eikaldpevn/
mBavoAoyolpevn avemBUNTY evépyeia ameuBeia
1oV EO®, 0Up@WVa i T0 £8UIKS GUOTHA
Qvagopd QVEMBUUNTWY EVEpYEIV

GR-BVY-0056 (v.2, 10/2023)
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AKwoooyAou K. MaBoAdyoc-AopwéloAdyog, Avaninpwtpla Kabnyntpua,

latpiké TpAua Maveniotnpiou Matpwy, MaboAoyikr KAWIKA
Kat TuApa Aotpwéewv M.I.N.M.

Avaotaoldadng K. Kabnyntig Kapdloxelpoupyikig, Mpdedpog tou TuApatog
latpikAg A.M.0., Aleubuvtig tng Kap&loBwpakoxelpoupyikng
KAwvikAg A.M.0., M.I.N.O. "AXENA"

Avtaxoénoulog X. Kabnyntig¢ NadiatpikAg-Aotpwélodoyiag, AleuBuvtig
I MNawdlatpikig KAwikAg A.M.O., I.N.O. "I.NanavikoAdou"

Avtwvitong . AvanAnpwtic¢ Kadnyntrg Kapdloxelpoupyikig,
KapbdioBwpakoxeipoupyikr KAwviki A.M.0., N.Ir.N.©. "AXEMA"

Apyupadkn K. MaBoAdyog-Nopwélordyog, AleuBuvpila Maboloyikig
KAWIKAG M.N.N.©.A. "H Zwtnpia"

Apoog . KaBnyntig Nupnvikig latpikig A.M.0., Atcubuvtig I’ Epy.
MupnvikAg latptkA¢ latpikol TuApatog A.M.0., I.N.O.

"Manayewpyiou”

BAaxakng A. MaBoAdyoc-AolpwEloAdyog, EmpeAntig A, A” MaboAoyikn
KAwviki A.N.O., I.N.O. "Innokpdteto”

Bulavtiddng T.- A. KabnyntAic latpikig BlonaBoloyiac - MikpoBtohoyiag A.M.0.

Feppavidngl. Faotpeviepoldyog, Kabnyntig Fractpeviepoloyiag A.M.O.,
M.r.N.©. "AXEMA"

Fewpylavog M. Enikoupog KaBnynti¢ Neppoloyiag, B 'NeppoAoyiki KAwiKnA
A.MN.0., MN.r.N.©. "AXENA"




KaBe QLaAidLo TEPIEXEL TPLUBPIKT EPOTIEVEN Lo0dUvVapn e 1 g pepormeveung, kat 1 g aumopBaktdaung.
Metd mv avaouaotaon, 1 ml tou dlaAdpatog meplExel 50 mg peporeveéung, kat 50 mg BapropBaktaung

I'a M\pelg ouvtayoypagikés mANPopopieq Kat MANPOPOpiES OXETIKA pE TV ao@alela kat
avekTikdmta oupBouleuteite my Mepinyn Xapakmpuotikav Mpoidviog okavapovtag 1o QR Code

BonBriote va yivouv Ta @dpuaka mo ao@akr kai
Avagépere
OAEZ 11 avemBupnTES EVEpYEIES yia
OMA T pdppaka
ZupnAnpwvovrag v «KITPINH KAPTA»

VW To pdpuako autd TEAE( UG GUUTANPWHATIKT TtapakolouBnon.
Xopnyeitat e ePLoPLOPEVT LATPIKT ouvTayn: Hovo yia
VOOOKOWELAKT| XPriom).

ver MENAR’N//Y

Infection in focus

«.. VABOREM"™

GR-VAB-5-07-2022

N.T. 346,33€

I'a reploooTePES MANPOPOPIES MAPAKAA®
EMIKOWWVNOTE e v etapeia Menarini Hellas

Menarini Hellas

Menarini Hellas A.E. - Mdtpou 16-18,
151 23 Mapouaot, ATTIKA

T.:210 8316111-13, F.: 210 8317343,
info@menarini.gr, www.menarini.gr
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MNapapéAiog - KaBnyntAc Mabotoyiac-AopwEewy, AlEuBUVTAC
MnouppnoUAng Mpoypdappatog Metantuxiakwy noudwv «Aotpwéloloyia»,
l. - E. A’TlaBoMoyikr KAwvikA, M.I.N. "ATukév", latpikh ZXoAR

EBvikoU kat KanodiotplakoU Maveniotnuiou ABnvwy,
Chairman: European Sepsis Alliance, Board member: Global
Sepsis Alliance, Mpdedpog EAANvIKoU Ivotitodtou MeAétng
ZAWng

F'kavtdAin K. MaBoAdyog, EmpeAftpla A’ KAwikig "Ayiou Aoukd",
Entotnuoviki Zuvepydtng A’ NMaboloyikig KAwvikig A.M.O.

kéka E. AleuBlvtpla EXY, EvtatikoAdyog MEO, M.I.N.©. "AXEMA"
rkwouAaT. Kadnyntpla latpikig BionaboAoyiac-Mikpoftohoyiag A.M.O.
Frwyou X. Eidikeudpevn A’ Mponatdeutikig MadoAoyikAg KAwvikAg A.M.0.
AavinAidng M. Opdtpog Kabnyntng Maboloyiag - AvocoAoyiag A.MN.O.,

T. AleuBuvtig A’ MaBoloyikAg KAwvikAg A.M.O.

AoUpag M. KaBbnyntig MaboAoyiag A.M.0., AlcuBuvtig B' Mponaldeutikig
MaBoAoyikAg KAwvikAg, MN.N.©. "Innokpdatelo”

E€§nvtapn M. AvanAnpwtpla Kabnyntpla latpikn¢ MikpoBloAoyiag,
Epyaotiplo MikpoBioAoyiag, Tunua latpiknc A.M.0. EBvikd
Kévtpo Avaopdg Mpinng B. EANGSo¢

Zepnekakng M. KaBnyntig MaboAoyiag, T. Atleubuvtng A’ MaboAoyikAg KAVIKAG
A.N.O.

lwon@idng H. Enikoupog Kadnyntig¢ Maidiatpikig - Aowpwéloloyiag A.M.0., I
Naidiatpiki KAwvikA A.M.0., F.N.O. "Innokpatelo”

Kanikn K. EiSikeudpevn A' MaBoloyikAc KAvikAc A.M.O.

KatoapdéAng I. Director, Medical Affairs Gilead Sciences Hellas, Cyprus &

European Distributors Markets




Entotnuovikéd Zuvédplo NotpwéloAoyiag
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Kaxpwpaviéou M.

KoAAGpag .

Kou@dkng O.

KulipoyAou M.

Kwtoa K.

AalapidngT.

ABo€onoulog A.

Mavika K.

Mapkakng K.

MeAétng T.

MetaAAidng =.

AvanAnpwrtpla Kadnyntpla latpikig
BlonaBoAoyiag - MikpoBtloAoyiag A.MN.0.

MaBoAdyocg - AopwéEloAdyog, AleubuvtigELY,
A’ MaBoloyikA KAwvikA A.MN.O., M.F.N.G. "AXEMNA"

MaBoAdyoc - AtaBntoAdyog, Enikoupog Kabnyntig
MaBoloyiag, TuApa latpikAg A.M.O., B’ Mponatdeutiki
MaBoAoyikh KAwikA, I.N.O. "Innokpdteio”

Eldikeudpevn, A' Maboloyiki KAwviki A.MN.O.

KaBnyntpla Evéokpivohoyiac-AtaBntoAoyiag, Tufpa latpikig
A.N.0., Yneub. TuApatog Evéokpivoloyiag - MetaBoAlopou -
AltaBntoloyikou Kévtpou, A' MaBoloyiki KAwvikr, MN.I.N.O.
"AXEMNA"

OykoAdyog, EnpeAntig¢ A" EXY, I.N.O. "Nanayswpyiou”

E1dik6¢ MaboAdyog, E€etdikeuBeic Aotpwélooyiag,
A’ MaBoloyikA KAwvikA A.M.O., M.F.N.G. "AXEMNA"

AvanAnpwrtpla Kadnyntpla Mveupovoloyiac-dupatiodoyiag,
Movdadda AvanveuoTkwv AolpwEewy, NMVEUPOVOAOYIKA
KAwviki A.N.O., I.N.O. "I. ManavikoAdou"

MaBoAdyog Aotpwélordyog, Atddktopag latpikig, Reader
ayyAO@wVvou TUAPATOC laTPIKAG oX0AAG A.MN.O.,
A' MaBoAoyikn kKAwvikA, M.I.N.©. "AXEMNA"

EnpeAntig B' latpikig BlonaboAoyiag, Entotnuovikdg
TuvepYATnC A.M.0., M.I.N.O. "AXEMA"

KaBnyntrig Maboloyiag — Aotpwéloroyiag A.N.O.,
AleuBuvtig A’ MaboAoyikng KAwvikAg A.MN.O., M.I.N.O.
"AXEMNA"
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NMPOXKEKAHMENOI - MPOEAPOI - OMIAHTEZ

Muwtooudng I.

MoulAoudn E.

Mnakaipn I.

Muopou T.

Navoudng =.

NikoAaiéng M.

NikonoUAou A.

OBadiagI.
NadBavtn X.

Navayénoulog M.

Mana A.

MNanaiwavvou M.

MNanavtwviou E.

MAdAag A.

Mtodfa E.

MaBoAdyog, En. Zuvepydtng A' Maboloyikng KAwvikAg A.MN.O.,
TuApatog Aolpwéewy, IN.M.N.©. "AXEMA"

Yuvtoviotpla AteuBivtpla MEO, I'.N.O. "Innokpdteto”

MaBoAdyoc-AopwéloAdyog, Enperitpla A,
M.r.N.©. "AXEMA"

MaBoAdyog, A’ Mponatdeutiki NMadoAoyiki KAwvikn A.M.0.

MaBoAdyog, EEe1dikeudpevog AotpwéEloAoyiag,
A’ MaBoloyikn KAwviki A.M.0., N.I.N.O. "AXEMNA"

OudéTpog Kabnyntig Maboloyiag A.M.0., T. Ateubuvtig
A’ MaBoloyikAg KAvikAg A.MN.O.

MaBoAdyocg - AopwéloAdyog, Enperntpla A EXY,
I.N.®© "I". NanavikoAdou"

Eldikeudpevog, A' Madoloyiki KAwviki A.M.O.

MaBoAdyoc-EvtatikoAdyog, EmpeAftpla MEO, 424 I.Z.N.O.

MaBoAdyo¢ - AopwéloAdyog, Avaninpwtig Kabnyntig
A.N.O., M.I.N. AAe€avépounoAng

Kabnyntpia, Epyactiplo MikpoBioAoyiag, Tufua latptkig,
A.N.O.

KaBnyntpta Alpatodoyiag, A° MaBoloyiki KAwviki A.M.0.,
M.r.N.©. "AXEMNA"

Eldikeudpevn, A' Maboloyiki KAwviki A.MN.O.

MaBoAdyoc - E€c1dikeudpevog Aopwéswy, A’ Maboloyiki
KAwviki A.N.O., NM.F.N.©. "AXENA"

MaBoAdyocg, AteuBivipla EXY, I.N.© "Ayiog Anurtplog”




Entotnuovikéd Zuvédplo NotpwéloAoyiag

MPOZKEKAHMENOI - TPOEAPOI - OMIAHTEZ

MouAdkou I. AvanAnpwtpla Kabnyntpta MaboAoyiag-AotpwEewy,
" MaBoAoyikr KAwvikA kat Opwvupo Epyactiplo latpikig
YX0AAC EKMA, I.N.N.©.A. "H ZQTHPIA"

MpwTtovotapiou E. AvanAnpwrtpta KabnyAtpia latpikig
BionaBoAoyiag - Mikpoftohoyiag, Tufjua latpikig A.MN.0.,
MikpoBioAoyiké Epyactipio, M.I.N.©. "AXEMNA"

MupnaconoUAou A. MaBoAdyog - AolpwEloAdyog, Enperitpla A EXY,
I.N.©. "Innokpdatelo"

ZappBoénoulog X. Kabnyntig Maboloyiag, Ateubuvtig A’ TiponatSeuTikig
MaBoAoyikAg KAvikAg A.M.0., Movada Auénpévng ®povtidag
(Stroke Unit) A.N.©., N.r.N.e. "AXEnA"

Zkoupa A. Kabnyntpla latpikig BlonaboAoyiag - MikpoBioAoyiag,
latpikn ZxoAR A.M.0., Ateublvipla Mikpof3toAoyikoU
Epyaotnpiou, M.I.N.©. "AXEMA"

ZouAtadtn l. AvaloBnoloAdyo¢ - EvtatikoAdyog, AteuBivtpla EXY M.E.©.A.,
M.r.N.©. "AXEMNA"

Tpul(cn:é}\n A. MaBoAdyoc, EmpeAitpla B EXY, A’ MaBoloyiki KAwvIKA
A.M.0., MN.r.N.©. "AXEMNA"

Toaxoupidou O. MaBoAdyog, EEeldikeubeioa otn AotpwéloAoyia,
Enw. NaBoloyiag-Aopwewv KAvikAg "Ayiou Aouka",
Ento. Zuvepydtng ElSikwv Aolpwéswy,
A' NaBoloyiki KAvikA A.M.0, M.I.N.O. "AXEMA"

Towva A. MaBoAdyoc - AopwéEloAdyog, Emperntpla A EXY,
A’ MaBoloyikA KAwvikA A.MN.O., M.F.N.©. "AXEMNA"
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MPOZKEKAHMENOI - MPOEAPOI - OMIAHTEZ

Xat{ndnuntpiou A. AvaninpwtigKadnyntAg latpikig
BlonaBoAoyiag - MikpoBloAoyiag, A.M.0.

Xat{nxapion E. Apatohdyog, AleuBuvipla EXY,
A’ MaBoAoyikh KAwviki A.M.0., MN.I.N.©. "AXEMNA"

Xpiotakn E. Enikoupn KaBnyrtpla NaboAoyiac-AoipwéloAoyiag, Movada
Nowwéewy, TpAua latpikAg, ZxoAR Entotnuwy Yyeiag,
Maveniotiuto lwavvivwy, A’ Maboloyiki KAwIKA,

Maventotnuiako revikd Noookopeio lwavvivwy

Xpuoaviéng O. MaBoAdyog - AolgwéEloAdyog, AteuBuvtiGEZY,
A’ MaBoloyikA KAwvikA A.M.O., M.F.N.©. "AXEMNA"

Xutag H. MaBoAdyoc-Nopwélordyog-Eviatikordyog, Enw. A' EXY,
A' Mavemotnuuakni NaboAoyiki KAwikn, F.N.O. "Innokpdtelo”

WYuxoyuilou M. AvanAnpwtpla Kadnyrtpla Naboloyiag Aopwewyv, EKMA
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Enmotnuoviko Tuvédplo Aotpwéloloyiag

EYXAPIZTIEX

O Mpdedpoc kat n Opyavwtikl Enttponn tou 6ou Entotnpovikou
Zuvedpiou Aopwéloloyiag, euxaplotolv Bepud Tg Nnapakatw
etalpeieg yia tnv euyevikn unoothiptén kat cupBoAr Toug otn
Slopydvwon tou Zuvedpiou.

@ Pfizer

) GILEAD

Creating Possible
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FENIKEZ MAHPO®OPIEX

Huepounvieg Ate€aywyng

Mapaokeun 17 — Kuptakn 19 NogpBpiou, 2023

Tonog

Hyatt Regency Hotel
130 XiAtbpetpo ©eooarovikng - Nepaiag, 570 01
Oeoaoalovikn, EAAGSa

Opyavwon Zuvedpiou - Mpappateia - MAnpogopieg

PRAXICON EVENTS

lwavvn MaocaAidn 43, T.K. 54453, K. ToUuna, ©@scoalovikn
TnA.: +30 2310 674 295 | E-mail: info@praxiconevents.com
Website: www.praxiconevents.com

'EkOeon

Katd tn didpkela tou Tuvedpiou Ba Acitoupyel €kOeon pappakeuTt-
KWV KAl latplkwyV npoioviwy.
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Enmotnuoviko Zuvédplo Aotpwéloloyiag

Alakpttiko Znpa kat Kapta barcode

MNa tnv napakoholBnon Twv epyactwv tou uvedpiou ol cuvedpol
eivalt anapaitnto va pépouv tn dlakpltiki Kovkapda eyypa@nig, nou
xopnyeital andé tn ypappateia on site kait napakaAolvtal va tn
@opoUv kaB’ 6An tn didpkela tou Tuvedpiou.

Eniong, pe tnv eyypa®n tou o kKaBe alvedpog 6a napaiapPBavel and
TN ypappateia on site kdpta pe ypappwtd kKwdiké (barcode), tnv
onola Ba okavdpel oto €181ké pnxdvnua Kabe popd katd tnv eicodo
kat £€€o60 tou and tn cuvedplakn aibouoa.

Me tov tpéno autd Ba yivetal katagéTpnon TwWV WPWV NapakoArou-
Onong kaBe cuvédpou Kal Pe tn CUPNARPwWON Tou 60% TwV GUVOAL-
KWV WpWV Tou npoypdaupatoc 6a divetal to niotonointikd napako-
AoUBnong, oclu@wva pe tnv teAeutaia un' ap. 37201/23.03.2020
€YKUKALO Tou EO® yia tn Slopydvwaon ocuvedpiwv.

Motonowntiké MapakoAolOnong

To Motonotntikd NMapakoAolBnong Ba divetal and tn ypauuateia tnv
teleutala nuépa Tou upnociou, katoénv enidelEng tng kKovkapdag
gyypa®ne, tng kaptag¢ barcode kabw¢ kalt tou gpwrtnuatoAoyiou
aflohdéynong tou Xuvedpiou. EAGXIOTEC WpPEG napakoAouBnong: to
60% TWV OUVOAIKWV wpwv Tou EnotnuovikoU MMpoypduuatod.

To ntotonotntikd éxet 23,5 popra Zuvext{opevng latpikig Eknaideu-
ong (CME/CPD credits) and tov MNaveAAfvio latpikd ZUANoyo, cUPQW-
va pe ta kpttipla aloAdynong kat poptodotnong tng UEMS - EACCME.
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MpoBoAikog EEonAtopog

Ytnv aibouoa twv gpyaciwyv tTou Tuvedpiou Ba npaypatonotolvtal
npofoAéc pe data video projectors kat Stapavelwv péow PowerPoint
yla TIG aVAYKEG TWV OPIANTWV.

MapakaAouvtal 6ot ot opiAnTéC va napadidouv to UAIKS TnG napouaoi-
aong toug £ykalpa (touAdxiotov 1 wpa npv TNV £évapén tng optAiag
TOUG) otn ypappateia tou npoBoAikou e€onAtopou.

Alkaiwpa ZUPPETOXAG

H cuppetoxn oto Tuvédplo eivat:
Eldikol: 50€
Eldikeudpevol: 20€
Aownd EnayyéAuata: Awpeav
Mpontuxtakoi doltntég: Awpeav

H eyypa@ri oto guvédplo guvendyetal TNV autouatn eyypa@ri we UEAOG
otnv Etaipeia MeAétng Avogodoyiac tn¢ ANoluwéng (E.M.AN.)

*OL eyypa@£g nou npaypatonotlovvtal and etalpeieg eniBapivovtal pe OriA.

Enionun lotooeAida Zuvedpiou

https://www.praxiconevents.com/lmx2023/




IMAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



V1o @appoKko avtd tekel VIO CLUTANPOHATIKY ToPaKOAOVONCT. AVTO B emTPéWEL TO YpriyOpO
TPOGSLOPIGUO VEDV TANPOPOPIOV 0GPIAELNG. ZNTEITOL 0O TOVG ETOYYELLOTIES VYEINS VO AVAPEPOLV
onolesdmote mhavoroyovpeves avemBounteg evépyetes. BA. mapdypago 4.8 yio Tov tpdmo avapopdg
AVETOOUNTOV EVEPYEIDV.

1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX

Veklury 100 mg kOvig Yo TuKvO GKEDAGLLOL Yol TOPACKELT] SWAVHATOG TPOG EYXVON

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kabe prorido nepiéyet 100 mg remdesivir. Metd tyv avacdotoon, kdbe eroridio nepiéyet 5 mg/mL
Sralvportog remdesivir.

"Exdoyo 1e yvoot paon

Kébe proridio mepiéyet 3 g vatplovyov covipopovtviafepikol betadex.

T tov T pn KotdAoyo Twv exddymv, BA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Kovig yio Tukvo oKeDOOHO Y10 TUPOOKELT) SHAVIATOS TTPOG £YYuon (KOVIG Yo TUKVO GKEVUGHLOL).
Aevkn| £G VTOAELKY £0G KiTpVN KOVIC.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTikég evoeifelg

To Veklury evdeikvotot yia ) Oepamneio g vosov tov kopavoiov 2019 (COVID-19) ce:

X eVNAKES Kot ToudloTpikong acbeveis (nhikiog tovddyiotov 4 efdopddmv Kot Bapovg
Tovkdytotov 3 kg) pe mvevpovia mov xpniet xoprynons CLUTANPOUATIKOD 0&uyOvoL
(0&uydvou yapnAng 1 vYMAIS pong 1 GArov pn enepPatikod oepopol Kotd TV Evapén
™mg Oepomeiog)

X eviAkeg Kot ToudloTpikong acbeveis (Bapovg TovAddyiotov 40 kg) mov dev ypetdlovran
GUUTANPOUATIKO 0ELYOVO Kot Tov Sttpéyovv avénpévo kivouvo eEEMéng oe cofapn
voco COVID-19

(BA. mapdrypogo 5.1)

4.2  Aocoloyio Kar TPOTOG JOPN NGNS

Ot acbeveis Oa mpémet va mapakorovbovvtot katd T Ayn tov remdesivir (BA. mapdypapo 4.4).

Ot acBeveig mov Aoppavovy remdesivir oe eEmvocokopelakod meptBdAiov Bo Tpémet va
TOPOKOAOVOOHVTAL GOUPOVAL [LE TNV TOTIKT W0TPIKT TPAKTIKY. XpNoyonoteite Vo cuVONKES KOTh TIG

0TO{EG £IvaL SLVOTN 1] OVTILETOTGT GORAPOV AVTIOPACEMY VIEPELALGTON GG, GLUTEPIAAUPAVOLEVIG
™m¢ avapuiagiog.



Aocoloyia

Iivakoeg 1: Zoviotdpevi 6601 6€ EVIJMKES Kot ToidLaTpikovg ao0sveic

Xopnyodpuevn péco evoo@riifrag £yyvong
Evijkeg Modratpikoi Houdrarpikoi acOeveig
ac0eveig (Bapovg nikiog TovhayeTov
TovAdyiotov 40 kg) 4 efdopadmv (Papovg
ToVAGyIoTOV 3 KE 0AAG KATO
Tov 40 kg)
Hpépa 1 200 mg 200 mg 5 mg/kg
(e@ana& 661 £9630v)
Hpépo 2 ko peta 100 mg 100 mg 2,5 mg/kg
(nic @opd v Npépa)
Mivakoeg 2: Avdpkera Ogpameiog
Evijlkeg Modratprkoi Tadrerpikoi acdeveig
acOeveig (Bapovg nMkiag TovAGYIGTOV
Tovrayotov 40 kg) 4 efdopadmv (Bapovg
ToVAGIoTOV 3 KE 0AAG KATO
Tov 40 kg)
Acbeveic pe mvevpovia Kabnuepwvé yio Kabnpepwva yu KoOnpepva nia £og
Kot wov ypiovv TOVAGIGTOV TOVAAIGTOV 5 Nuépeg 10 npépeg cvvohukd.
xopiynong 5 nuépeg Ko oy Ko 01 TEPLEGOTEPO
GUUTAN PO RATIKOD TEPLOGOTEPO OO and 10 npépeg.
o&vyovou 10 nuépec.
Acbeveic mov dev Kabnuepwvé yio Kabnpepwva yu Aev gpappoletat.
xpiicovv yopiiynong 3 nuépzg, 3 nuépeg, Eexvavtag
GUUTANPOPATIKOD EeKvavTag To TO GLVTOHOTEPO SLVATO
o&vyovov ko GUVTOUOTEPO HeTd T Sdyveon g
dwatpéyovv avénuévo Sdvvatd petd ™ vocov COVID-19 kat
Kivduvo s&EMEng o€ dthyvoon g &vtog 7 nuepdv amd
copapn véco COVID- vocov COVID-19 mv évopén Tov
19 KO EVTOG GUUTTOUATOV.
7 nuepdv and mv
évapén tov
GUUTTOUATOV.

Ewwoi tAnbuouoi

Hlkiopévor

Agv anotteiton Tpocappoyn g d6ong tov remdesivir oe acbeveic nhikiog dveo tov 65 etV (PA.
Topaypaeovg 5.1 kat 5.2).

Negpixij dvalertovpyio.

Aev amotteiton Tpocappoyn g 00ong tov remdesivir og acbeveig pe veepikn dvcrettovpyial,

cvpmepropPovopévev 6cmv givar vid aokdBapon. Qotdoo, To dedopéve aoParetag yio aodeveic
pe Baptd veppikn duoAertovpyia Kot veppikn voso tehikol otadiov (ESRD) givon nepropiopéva (BA.
napdypaeo 4.4) kot Bacilovtor oe didpketa Bepomeiog S nuepdv. O xpdvog yoprynong tov remdesivir
dev emmpedletat and v opokdBapon (BA. mapdypogo 5.2).

Hrotikij ovalertovpyio.

Aev anotteiton Tpocapproyn e 00ong tov remdesivir 6e acOevelg pe o, PETPLOL Kot Popid NTOTIKY
dvcdertovpyia (otadiov A, B, C kotd Child-Pugh) (BA. mapdypago 5.2). Qotdco, To dedopéva
acparelng og aobeveic pe Popid nratikn dvcrertovpyio eivor mepropiopéva kot aciCovior povo o

yxopnynon wog epdmas d6ong 100 mg.

THoudrozpirog whnboouog
H ac@dieto kot 1 amotedespoticdTnTo Tov remdesivir o€ moudid nAkiog K4to v 4 efdopddov Kot
Bapovg katom tmv 3 kg dev Eyovv akopa tekunprobei. Aev vdpyovv dobéoipa dedopéva.



Avoookateataluévog mAnBooucg

H aopdleto kot 1 amotelesLoTikOTNTO TOL remdesivir 6€ avoGoKATESTUAUEVOVG 0ohevEiG dev £xovV
axopo tekpnplodel. Yrdapyovv dwbéoipa povo mepropiopéva dedopéva (PA. mapdypapo 4.4).

Tpoémog yoprynong

T evoopAéPia xprion.

To remdesivir Tpoopiletat yio xoprynon péom evooeAEPLaG Eyyvong HETA amd ava.cVOTOCT Kot

TEPOLTEP® APAiMOT).

Aev mpémet va yopnyeitat og evéopwikn (EM) éveon.

T 0dMyieg oYeTIKA e TV avacHOTAGT] KO 0poimcT) TOL GOPHAKEVTIKOD TPOTOVTOG TPV od TN

xopfiynon, Pr. mapdypago 6.6.

IMivakag 3: Zoviotdpevog puOpdg £yvong — yio TNV avacVETONEV KOL ApULOpEV KOVL Yia
TUKVO GKEVUONA Y10 TOPACKELT O1aAVpHaTOC TPOog £yyvon remdesivir 6& evijAkes kau

TodLeTPIKovs acbeveig fapovg Tovidyiotov 40 kg

‘Oykog Aokov 'Eyyveng Xpévog Eyyvong PvOpég Eyyvong
30 Aemtd 8,33 mL/Aentd
250 mL 60 Aemtd 4,17 mL/\entd
120 Aemtd 2,08 mL/Aento
30 Aemtd 3,33 mL/Aento
100 mL 60 Aemtd 1,67 mL/\entd
120 hemtd 0,83 mL/Aentd

Iivakoeg 4: ZovietOpevog puOpog £yveng — Yl TV avEGVGTUNEVT] KOl OpULOPEVI] KOVL VLo
TVKVO GKEVUONA Y10 TOPACKELT OLaADpaTOC TPog éyyvon remdesivir 6
T TPIKOVG a60eveic nhikiag TovAdyieTov 4 fdopddmv kKot Bapovg TOVAG IGTOV

3 kg aihd kato Tov 40 kg

‘Oykog Ackov 'Eyyvong Xpévog 'Eyyvong PoOpég "Eyyvonc”
30 Aemtd 3,33 mL/\ento
100 mL 60 Aemtd 1,67 mL/Aentd
120 hemtd 0,83 mL/\entd
30 lemtd 1,67 mL/\entod
50 mL 60 Aemtd, 0,83 mL/Aentd
120 Aemtd 0,42 mL/Aentd
30 Aemtd 0,83 mL/\entd
25 mL 60 Aemtd 0,42 mL/\entd
120 hentd 0,21 mL/\entd

o O pubudg €yxvong umopei vo tpocaprootel BAGEL TOV GLVOMKOD OYKOV TPOG EYYVOT.
4.3  Avrevocigeag

YrepevoioOnoio otn(otig) dpactiki(£6) ovsia(eg) 1 6€ KATOL0 amd T EKS0Y 0 TOV UVOPEPOVTOL GTNV
Topaypao 6.1.

4.4 Edkég mpog1domonjosig Kot TPOYUAGEELS KOTd TN yprion

YrepevoioOnoio, copnepiiaufavouévev Tmv oyeTilOUEVOV e TNV EYYVOT KOL TMV OVOOPVAOKTIKOV
avTdpacE®V

Koatd ) didpketa kot petd amd ) xopriynon tov remdesivir £xovv mopatnpndei oavidpdoeig
vrepevacinciog, CuUTEPILALPOVOLEVOV TV GYETILOHEVOV IE TNV EYYVOT] KOL TOV AVOPUANKTIKOV
avtdpdoeov. Ta onpeio Kot To. GUUTTOUOTO PTopel va TepAapfdvovy vTOTAoT, VIEPTUOT),
tayvkapdia, Bpadvkapdio, vro&ia, TVPETO, SVGTVOLN, GUPLYHO, oyyelo0idnua, £vOn e, vouTia,



£ueto, Stapopnon kat piyn. Ot padvtepot pupoi £yyvong, pe HEYoTo Xpodvo Eyyuong £mg kot 120
Aemtd, pmopel va Be@pnBody mg SuYNTIKA IKOVOT VoL ATOTPEWYOVV 0VTA T GNUEIN KOl GUUTTMHOLTOL.
TapakorovBeite Tovg 0obeveis Yo avTdpacels vrepevacONGiog Katd T SIPKELD Kot HETE TN
yoprynon tov remdesivir, epodcov kpivetor kKAvikd kotdAinio. Ot acBeveic mov Aapfdavovy
remdesivir e eEwvocokopelakd meptBarlov Ba mpénetl va TopakorlovBodvTal HETA TN XOpTynomn
GOLPMVO LE TV TOTKN 10TPIKN TPaKTIKY. EQv epoovictody onpeio kot GOPTTdHOTo KAMVIKA
ONUAVTIKNG aVTISPAOoT|G VIEPELAIGONGIOG, SIKOYTE aPESMS TN Yopnynon tov remdesivir kot apyiote
KoT@AANAN Oepomeio.

Neopikn dvoetrovpyio

Epodoov kpiveton kKAvikd katdAinio, Oa tpémet vo mpoodiopiletar o eGFR yia toug acbeveig npv and
mv évapén tov remdesivir Kot Kotd ) Sipketo. e Ayng tov. Ta dedopéva ac@areltg Tov
avopépnkay and acbeveig pe Bapid veppikn dvoiertovpyio kot ESRD katd ) didpketo tng Meiéng
GS-US-540-5912 Ntav cuykpica pe 10 yvootd mpoeik acpdielog tov remdesivir. Qot6c0,
VIAPYOVY TEPLOPIGHEVE SESOUEVE AOPAAELNS OTOV GLYKEKPLUEVO TANBLGHO acBevdv. Emopévac,
AOUPAVOLEVIG LITOYN TNG oNAVTIKE LYNAOTEPN S EkBeonc otov petafBoritn GS-441524, ot acbeveig
pe Boptd veppikn duchertovpyio kot ESRD Qo npémet va maporxorovbodvtot otevd yio avembounta
ouppdvta kotd ™ Sidpketa g Bepaneiog pe remdesivir (BA. Tapdypapo 5.2).

Kivduvog petmpévng avtiuknig pacmpiotntag Katd T Guyyopnynon 1e YAmpokivn 1

vdpoéuyrmpokivn

H ovyyopnynon remdesivir Kot @oo@opikng yhopokivig N Oeukng vdpo&uyAmpokivng dev cuvicTdTon
Baoet in vitro 5ed0UEVMV TOL JETYVOVV OVTAYOVIGTIKY ETIBPACT) TG YAWPOKIVIG GTNV EVOOKLTTAPLLL
HETOBOAKN SpaoTnPLOTNTO KoL TNV avTukn dpaotnpiotnta tov remdesivir (BA. mapaypdeovg 4.5

kot 5.1)

Avoocokateotalévol acbeveic:

Aev givar capég edv 1 dtdpketo Bepameiog TV TPLOV NHEPDV VoL ETAPKNG YLOL TV ATOPOAT TOV 10V
G€ (VOCOKOTESTOAUEVOVG 0G0EVEIG, 6TOVG 0TOl0VG GLVTEAEITAL UKY| adTTOON. YTapyEL TOvOg
Kivduvog avamtuéng avtoyng. Ymapyovv dtabéoiia mepropiopéve povo dedopéva.

"Exdoya

AvTd T0 QUPUAKEVTIKO TTPOidV mepLEyet 212 mg vatpiov avd d6on 100 mg, mov iodvvopet pe 10,6%
Mg cuvieTOpeVNG omd Tov IIOY péyiong niepriotog TpdsAnyng 2 g vatpiov yio Evoy EVAAIKA.

4.5  Allemdpaosig pe GALO QUPPAKEVTIKG TPOTOVTA Ko Ghhes pop@ég arinienidpaocng

Dappokoduvapkés OAAAETIOPAoELS

AOY® TOV OVTOYOVIGHOD TOV TapOTNPNONKE in vitro, | TOWTOYXPOVN YPNON TOL remdesivir pe POGPO-
picn yhwpokivn N Beukn vépo&uyhmpokivn dev cuvicTdtat.

DopUOKOKIVNTIKEG OAAAETIOPACELS

ETidpaoeic GALmv popuoKevtik@y mpoioviwy ato remdesivir

In vitro, 1o remdesivir givat évo VTOGTPOLK Y10 TIG EGTEPAGES GTO MAAGLLOL Kot TOV 16TO, TO EVELHO
CYP3A4 10 onoio petaforilet pappoko Kot £ivot £ve VTOGTPOULO Y10 TOVG HETOPOPELS TOAVTERTIO MV
petapopdg opyavikov aviovtog 1B1 (OATP1BI1) kot g P-yAvkompwteivng (P-gp). To GS-704277
(évag petafolitng tov remdesivir) eivor éva vrosTpopa yio tovg OATP1B1 kot OATP1B3.

‘Eyet die&aydel o perétn alknienidpaons goappdakev pe o remdesivir. Xtov IMivaka 5 cuvoyilovtat
Ol QOPUOKOKIVITIKEG EMOPACELS TV PUPUAK®Y OV pedetnOnkay oto remdesivir Kot Tovg
petaPoiriteg Tov, GS-704277 kor GS-441524.



Mivakoeg 5: Enidpacn drirlov gappdkmv 6to remdesivir kot Tovg petaforites tov, GS-704277

Kkar GS-441524

Zuyyopnyovuevo oappo- AlLemidpaon LO6TOGY GYETIKA PE TN
Ko TeopeTpikn péon petafoin (%) ouyopiynon
Adon (mg)
remdesivir:  Cpax 149%
Kvxioomopivn AUC ¢ 189% Agv amatteiton TpocaprOY)
400 gpdmna& d6om GS-704277: Coax 151% g 80on¢ Tov remdesivir
AUCy¢ 1197% KOLTGL T GLYXOPTYNCT| TOV UE
GS-441524: Cpnax T17% (IV(XGTO}LSIV.Q tov OATP1B1
AUC;¢ o kot OATP1B3.
Agv avopévovtol aAMNAETIOPAGELG KATA T GLYXOPTYNoN
[rov remdesivir pe avaotodeic tov OATPIB1/1B3 fi/kat tng
P-gp.
remdesivir:  Cpax 113%
Koppopalenivy AUCy¢ 18% Aev amatteiton Tpocappoyn
300 600 Popég ™V NUEPX [GS-704277:  Conax o g 80ong Tov remdesivir
AUC;,¢ P KOTd TN GVYXOPNYNOT TOV pE
GS-441524: Comx - GYLPOVG EMAYWYELS TOV

AUCh  17%

Aev avopévovtal GAAMAETISPAGELG KOTG TN GLYXOPIYNOT
rov remdesivir pe 1xvpovg emaymyeic tov CYP3A4 1 ava-
otoleic Tov CYP3A4.

CYP3A4 f/xaw g P-gp.

YHMEIQXH: H perét aAinienidpaong de&nydn oe vyeig eBehoviég.

Emidpdoeig tov remdesivir o€ Ao, opuoKELTIKG, TPOIOVTOL
In vitro, o remdesivir eivat évag avactoréag twov CYP3A4, UGT1AL, MATEIL, OAT3, OCT1,
OATPIBI1 kot OATP1B3. 'Ewg 6tov kotaotodv dtabéoio avtiototyo KAvikd dedopéva, 1
GLYYOPNYNON ELAIGONTOV VTOGTPOUATMV CVTAOV TV EVEOHOV /Kot peTaPopénv Ba mpénet va
e€etaleton pe mpoosoyn. To remdesivir ennye 1o CYP1A2 kot mbavadg 1o CYP3A in vitro. H
cuyxopniynon tov remdesivir pe vrootpmdpato. Tov CYP1A2 1} tov CYP3A4 pe otevd Hepamevtikd

deiitn pmopel vo 08N yNoEL GE OTOAELN TNG OUTOTELEGUATIKOTNTAG TOVG.

H de&apebalovn eivar voostpopa tov CYP3A4 kot mapodro mov to remdesivir avacstédlet To
CYP3A4, Moym g toyeiog kGBapong tov remdesivir petd amd v ED yopriynon, to remdesivir givot

amiBavo va £xel onpavtikn enidpacn oty £kbeon g de&apebalovne.

4.6 TovipétnTa, Kvnon ko yorovyia

Konon

Yrapyet TEPLOPIoUEVT TOGOTNTO SESOUEVMV OTd TN PNON TOL remdesivir 6€ eyKDOVG YUVAIKEG
(mepurtdoelg EkPaong eykvpoovvig Aydtepeg amd 300). Ot nepiocdTepeg amd Tig ekBEGELS
onuetdnkoy katd o de0TEPO, TO TPiTO N G€ AYVEOGTO TPiuNVo Kat To. S1abécijia dedopéva dev

VTOJEIKVOOVY KOVEVE, KIVOLVO.

Meléteg og (Do dev vodetkviovv aueces 1 épnpeceg emPrafeic emdpacelg oe oyéon He v
avaropayoykn toikodmra oe ekbécels Tov peilovog petafolitn tov remdesivir, ot omoieg Hrov

mepinov ioeg pe TG Oepancvtikég exBécels otov avbpwmno (BA. mapdypopo 5.3).

A6y ™G TOAD TEPLOPIGLEVNG EUTELPiaG, TO remdesivir dev TPEMEL VaL ¥ PNGLULOTOLELTAL KOTH TO TPADTO
Tpipmvo oty Kinom, Ktdg €4V 1 KAVIKY Kotdotaon g yovaikag arattel Ospaneio pe ovto. H yprion
K0T T0 de0TEPO KOt TPiTo TPipNVo ™G Kinong pmopet va e&etaotet.




Qo Tpémel va eEETACTEL TO EVOEXOLEVO YPTONG OMOTEAEGULOTIKNG OVTIGOAANYNG KATA T S1ApKELo TG
Oepaneiog og YuVaiKeg G AvamapoymyKi NAKio.

Onhacpudg

To remdesivir Kot 0 KOPLOg LETAPOAITNG TOV UTEKKPIVOVTOL GTO OVOPOTIVO YAAO GE TOAD HIKPES
TOGOTNTEG HETA Amd £VOOPAEPLL YopIyNo. Aev avopéveTorl KAMVIKT enidpacn 61o BpEépog Adym g
KPNG HETAPOPAG HEGM TOV OVOPAOTIVOL YOAUKTOG KOt TNG TTMYNG 0td TOL GTOULUTOG
ProduebecipomTac.

Kabdg n khvikn epmetpio eivar mepropiopévn, o mpémet va AneOei omdeaon oxetikd e Tov Inkacud

Kotd ™ dlapkeln TG Oepameiog HeTd and TPOCEKTIKN 0TOpIKT AELOAOYNON TG GXEONS OPELOVG-
KvdHvou.

Toviwémra

Agev vrapyovv dtabéaipa dedopéva v Tov AvBpwmo Yo v enidpact) tov remdesivir 6T yovipoTa.
Xg appeveg apovpaiovg, dev vanpée enidpaon oto Cevydpopa i ) yovipdtnro pe ™ Oepameio pe
remdesivir. Qotdc0, oto Mhea apovpainv Tapatnpidnke datapoyi Tg yovipdmtag (BA.
nopdypaeo 5.3). H oxéon yio tovg avOpdmovg sivar dyveoot.

477 Emdpdaoeig 6Ty IKovOTNTO 0011YN6NG KO (ELPIGHOD PYOVIRETOV

To remdesivir TpofAémetan va unv £xet Kaptio 1 vo (L 0oNUOVTN ETIOPICT G AVTES TIG IKOVOTNTES.

4.8 AvemOOunteg evépysieg

Tepidnyn Tov TPoPiA ao@dAsiog

H ovyvotepn avembountn evépyeia oe vyteic e0ehovtés etvar ot avénuéves tpavoapvaoes (14%) H
ouyvotepn avemBvpun evépyeta otovg acbeveic pe COVID-19 eivar ) vavrtio (4%).

ZUVORTIKY) TEPIAMNYN AVETOVUNTOV EVEPYELDY

Ot avemBopnteg evépyeteg otov Ilivako 6 mapotiBevior TapokdTo ovd Kotnyopio GLGTLATOS
opyavaov kot cuyvotnTa eppdvions. Ot cuyvotteg opilovtot g e&ng: ITodd cuyvég (> 1/10), cuyvég
(= 1/100 émg < 1/10), Oyt ovyvég (= 1/1.000 £mg < 1/100), omdvies (=1/10.000 £wg <1/1.000), pun
YVOOTES (8ev LTOPOVV vaL kTN B0V amd To Stabéotpa dedopévar).



Mivokog 6: Katdloyog o€ popei} TivoKo T@V avem@Oountov EVepyEIOV

XuyvétnTe | AvemO@ountn evépysio

A10T0poyES TOV AVOTOTOITIKOD CVOTHUATOS

Trhvieg | vrepgvatcnoio

Mn yvootég | OVOQLAOKTIKY ovTidpaon, ava@Llaktiky kotaminéio
A1070p0oyES TOL VEVPIKOD GUOTHIOTOS

Toyvég | KeQOAOAyiol

Koporaxég dratapayéc

Mn yvootég | oiefokopfixn fpadvkapdio*
A1070pOoYES TOL YOOTPEVTEPIKOD

Toyvég | votio

A1070p0YES TOL NTOTOS KOL TWV YOANQPOPWV

TTohv cuyvég | TPOVOAUIVAGEG OVENUEVES
A1atopoyés 100 dEPIATOS Kai T VTOIOPLOV 1TOD

Tuyvég | e&avnua

Hoporiivikég eCetdoerg

TTol cuyvég | 1p6vog Tpobpopfivng mopateTapévog
Koakaoeig, onlnnpidoeic kou emnlokés Oepomevtindy yeipiopdv
Xmavieg | oyeTlOpevn pe v £yyvon avtidpaon

*AvaeépOnke kotd v epmepio petd v kukrogopio. Tovndmg eEopardvetar viog 4 nuepdv HeTd TV TeAELTai0
yopnynon remdesivir, ywpig tpécBetn mapipuPaon.

Teprypaor) emleypévov avemBounTey evepyeidv

Avénuéves tpaveapuvaoeg

e peréteg oe vytelg eBelovtéc, ot avénoelg oty apvotpaveeepdon g aiavivng (ALT), oty
aomopTikn apwvotpavepepdon (AST) N apeotepa oe dropa mov Elafav remdesivir Rrav 1,25 mg
2,5 popég o avatoTo Puotoroytkd 6plo (ULN) (10%) 1 2,5 £ 5 popég to ULN (4%). Xe khvikég
peréteg acbevov pe COVID-19, 1 enintmon TV avENUEVOVY TPOVEUUIVOCHOV HTOV TOPOLOLN GTOVG
acbeveig mov ElaPav remdesivir o€ oOyKplon pe 6o0vg ELafav EKOVIKO Qappako 1 TV Kadepopuévn
Oepaneio.

Xpovog mpobpoufiivis mopatetauévos

e o khvikn perét (NIAID ACTT-1) o acBeveig pe COVID-19, 1 enintwon tov Topatetopévon
1povov pobpopfivng 1 Tov INR (kvpimg Aydtepo amd 2 popég o ULN) rav vynrotepn ota dropo
nov éLafav remdesivir oe GHYKPION LE TO EIKOVIKO GAPLLOKO, VO eV Tapatnpnonke Kopio Stoapopd
OGNV EMATOGCT TOV AUOPPAYIKGOV GUUPAVTOV HETAED TV V0 OpAdmV.

X Merémn GS-US-540-9012, n enintwon tov avénpévou xpdvou mpobpopfivng 1 tov INR ftav
napopota 6Tovg acbeveis Tov Elafav remdesivir 6e GOYKPION E TO EIKOVIKO QAPIOKO.

Aobeveic ue veppikiy dvalertovpyio.

¥ Merémn GS-US-540-5912, 163 voonievopevor acbeveic pe emPefarwpévn COVID-19 kot oeio
veepikn PAARN, xpovia veppikr| averndpkela 1] ESRD vrd onpokdBapon Eafov remdesivir yio og kot
5 nuépeg (PA. mapaypdpovg 4.4 kat 5.2). Ta dedopéve acoiretng amd avtods Tovg acheveic ftav
GLYKPIGILO LE TO YVOOTO TPOPIA acpiletag Tov remdesivir. £& ovTh TNV 010 LEAETN, 1 ETITTOGT TOV
avénpévou yxpovov tpobpopfivng 1 INR nrav vymidtepn otovg acbeveic mov Ehafav remdesivir oe
GUYKPLON LE TO EIKOVIKO PAPLLOKO, VD dev Tapatnpionke Kapio Sapopd oty enintwon tov
OLLOPPAYIKDV GLUPAVTOV HeTald Tmv dVo opddwv (BA. mapdypago 5.1).

Haudrazpirog minbvouds

H a&oddynon g acedieiag Tov remdesivir og mondid nAkiog 4 BSopddmv Kot avo Kot Bapovg
tovAdytotov 3 kg pe COVID-19 Baciletar og dedopéva omd pa Daong 2/3, avoytig entenioveng
KAwvikn dokipun (Merétn GS-US-540-5823) mov evétate 53 aobeveig ot omoiot éAafav remdesivir (BA.
Topdypao 5.1). Ot avemBopunTeg EVEPYELEG TOL TOPOTNPNONKOV NTAV CUVETEIS LLE AVTEG TOV
mopoTNPRONKaV 68 KAVIKEG SoKIES ToV remdesivir o€ EVIAKEG.




Avapopd mihavoroyovevey avemfiunTov eVEPYELOV

H avagopd mbovoroyodevav avemBiuntov evepyeldv HETd amd T xopiynon adetug
KUKAOPOPING TOL POPLAKEVTIKOD TPOTOVTOG eiva onuavtiky. Emitpénet ) cuveyn
TOPAKOAOVON G TG GYEGNG OPELOVG-KIVOVVOL TOV PAPLOKEVTIKOD TPOTOVTOG. ZnTeitat amd
TOVG EMOLYYELLOTIEG VYELOG VOL AVOLPEPOVY OTOEGINTOTE THAVOLOYOVUEVEG OVETLOVUNTES
EVEPYELES LECH TOV EBVIKOV GLOTHIATOG AVAPOPAS:

EA\rada

EbOvikog Opyaviouog @opudrxwv
Meooyeiwv 284

GR-15562 Xolopyog, AGnva
Tni: + 30 21 32040380/337
@Gal: + 3021 06549585
lotéromog: hitp.//www.eof.gr

Kvmpog

Dopuoxevtikés Yanpeoies
Yrovpyeio Yyeiog
CY-1475 Aevkwaio

Tni: +357 22608607
Dol + 357 22608669

Iotoromog: www.moh.gov.cy/phs
4.9 Ymngpdooolroyia

H avtipetdnion g vrepdocoroyiog pe to remdesivir Oa mpénet va anoteheiton amd yevikd
VTOGTNPIKTIKA HETPOL, CUUTEPIAAUPAVOLEVNG TG TOpaKOLoVONoNG TV (OTIKGV onpei®V Kot TG
TOPATNPNONG TG KAVIKNG KOTAoTooNG ToL 060evois. Aev vdpyet £1dtkd avtidoTo yio Tnv
vrepdocoroyia pe o remdesivir.

5.  ®APMAKOAOI'IKEX IAIOTHTEX
5.1 DoppokodvvopuKEG 1OLOTNTEG

DappokobepamevTiky KoTnyopio: AVIHIKA Y100 GUGTNUATIKY XPNOT, GUECNS dPAONG AVTIILKEL, KOIIKOG
ATC: JOSABI16

Mnyavicude dpdong

To remdesivir givat £vo VOUKAEOTIOIKO TPOPEPLLOKO THG AdEVOGTVIG TToV pHeTafoAileTan ota KbTTOpa
0V EEVIOTI, TPOKELUEVOD VO GXNULATIOTEL O EVEPYOS VOUKAEOGLOIKOG TPLPMGPOPIKOG HeTafoAitns. To
TPLPOSEOPIKO remdesivir dpa mg avaroyo ™G TPLPOSPOPIKNS adevosivig (ATP) kot avtaywviletat
70 PLOKO vocTpopa ™ ATP yio v evoopdtoon oe avadvopeveg alvcideg RNA amd m SARS-
CoV-2 RNA-g&aptmpevn morvpepdon RNA, pe amotélespa tov Kofuotepnuévo TEPUOTICUO TG
aADGOL KOTA TN SLIPKELD TOV TOARATAAGLOGHOD ToL tkov RNA. Q¢ mpocbetog pnyaviopog, To
TPLPOSEopIkd remdesivir propei emiong va avaoteirel T cdvheon tov ukod RNA petd myv
£VOOUAT®ON TOL 670 UKO RNA TOL TTpoTHTOL (G UTOTELEGLOL TG AVAYVOGTIKNG dtélevong (read-
through) amd v ukn morvpepdon, n onoia evoéyetat va cupfel Tapovsio vynAdTEPOV
GLYKEVTPMOGEWY VOUKAEOTIWSImV. Otav 10 VoukAeoTidlo Tov remdesivir vdpyet 6o ukd RNA tov
TPOTVTTOV, 1] OTOTELEGULOTIKOTITO TNG EVOMUATMONS TOV CUUTANPOUOTIKOD PUGIKOD VOUKAEOTISION
StakvPevetat, avasTéALovtag Kotd avtoév Tov Tpdmo ™ cvvheon tov ukod RNA.



Avtiiikn dpaotnproTnTa

To remdesivir epeavice in vitro dpocpoTTa 68 KAMVIKA omopovouévo SARS-CoV-2 e
TpOTOTHON ETONAOKE KOTTOPO TOV AVOPOTIVOV 0EpoymYdV He 50% OmOTEAEGHATIKY CUYKEVTPOGN
(ECs0) 9,9 nM petd anod 48 dpeg Oepancioc. To remdesivir avéstetke Tov molhomhaciacid tov SARS-
CoV-2 011G cuveyeic KuTTapIkEG GG avOpdTvov Tvevpovikol emdniiov Calu-3 kot A549-hACE2,
pe tipég ECso 280 nM petd omd 72 dpeg Oepaneiog kat 115 nM petd amd 48 dpeg Beponeiog,
avtiotorya. Ot tipég ECso tov remdesivir évavtt tov SARS-CoV-2 g kottopa Vero tav 137 nM otig
24 dpeg kar 750 nM otig 48 dpeg petd and ™ Oepamneio.

H avtuwn dpactnpiomra tov remdesivir déxOnke avtoymviopd and ) eOoEopK YApPoKivn e
5060e&APTOUEVO TPOTO OTOV TOL VO PAPLUKE, GUVETMAGTNKAY G& KAWVIKO, OYETIKEG GUYKEVIPMGELS GE
HEp-2 k0ttapo ETPOAVGHEVA LLE OVOTVEVSTIKO GLYKLTIKO 10 (RSV). Orvynmidtepeg tipég ECso Tov
remdesivir TapotnpHONKAY HE TIG AVEAVOUEVEG GUYKEVIPMGELS TNG POOPOPIKNG YAwpokivig. Ot
AVEAVOLEVEG GUYKEVIPAOGELS TNG PMOPOPIKNG YAWPOKIVIG LEIMGY TOV GYNUATIGHO TOV
TPLPOc@opikod remdesivir o€ kOTTapa AS549-hACE2, HEp-2 kot 6& pUOL0A0YIKA avOpdmTivo
Bpoyykd embniiokd KoTTOpO.

Bdoet in vitro e€étaong, To remdesivir dtatypnoe mapdpote avtiitkn dpactnpromea (petaforn < 2,5
@opég oV T ECsp) évavtt khvikd amopovouivey otedeydv toporraydv tov SARS-CoV-2,
ovpmeptrappavopévov tov Adea (B.1.1.7), Bita (B.1.351), Fappa (P.1), Eytiov (B.1.429), Kana
(B.1.617.1), Aduda (C.37), Tdta (B.1.526), Znta (P.2) ko Aékto (B.1.617.2), oe cykpion pe ta
Tponyov eV omopovopréve otedéyn SARS-CoV-2 (thmog A). Opoimg, yio Tor KAVIKG 0moOVOUEVE.
oteléM ™G TopaAdaync Opkpov (cupmeprapfovopévey tov B.1.1.529/BA.1, BA.2, BA.2.12.1,
BA.2.75,BA.4, BA.4.6, BA.5, BF.5, BQ.1.1 kot XBB), to remdesivir dtatfpnoe eniong v avtiitkn
dpaotnpromeo (petaforn < 1,1 popég oy Tun ECso) o€ oéon pe 10 amopovmpévo 6TELEY0G
tomov A tov SARS-CoV-2. H avtiitki dpactnpiotra tov remdesivir £vovtt tov mopoilaydv Tov
SARS-CoV-2 mapovcialetar otov Iivaka 7.

Iivaxeg 7: Avtiiiki] paotnproTnTe Tov remdesivir £VovTL KMVIKOV 0TopovOREVOVY GTELELDOV
nopairay®@v Tov SARS-CoV-2

TYomog SARS- | Ovopatodroyio Boowég ECso Moiramhact Metofoi otnv

CoV-2 noy Ynokataotdcels | remdesivir o petaforn Evnafcia

(nM) otV
Evnafsia
A - - 110 1,0

B.1.1.7 Aloa P323L 192 1,58 Kopio petoforn®
B.1.351 Bt P323L 141 1,19 Kapio petoforn®
P.1 Tappa P323L 97 0,82 Kapio petoforn”
B.1.617.2 Aélta P323L, G671S 70 0,59 Kapio petoforn®
B.1.429 ‘Eytlov P323L 210 1,94 Kapio petoforn®
P2 Zita P323L 151 1,17 Kapio petoforn®
B.1.526 Téra P323L 258 2,33 Kapio petoforn®
B.1.617.1 Kémno P323L 77 0,63 Kapio petoforn®
C.37 Adpoo P323L 175 1,37 Kapio petoforn®
B.1.1.529/BA.1 Opupov P323L 44 0,45 Kopio petaforn®
BA.2 P323L 25 0,23 Kapio petoforn®
BA.2.12.1 P323L 33 0,20 Kapio petafoin®
BA.2.75 P323L, G671S 32 0,30 Kapio petoforn®
BA.4 P323L 25 0,15 Kopio petapoin®
BA.4.6 P323L 92 0,64 Kapio petoforn®
BA.S P323L 106 0,66 Kapio petoforn®
BF.5 P323L 134 0,94 Kopio petaforn®
BQ.1.1 Y273H, P323L 90 1,12 Kapio petafoin®
XBB P323L, G671S 86 1,07 Kapio petoforn®

o Iolamhdoo petafoing: n Ty < 2,5 dev givar onuavtikn. Kapio topariaym dev deiyver peimon oty evmdbeta.

Avtoyn




e Kotropixn KoAliépyeia

Kawvikd anopovopéva otedéyn SARS-CoV-2 pe peiopévn eumddeio oto remdesivir emdéydnkav oe
KOTTOPIKN KoAMEPYELa. Xe pia emAioyn pe GS-441524, 10 yovikd vovkAeosidio tov remdesivir,
TPOEKLYAV UK amobépata Tov e£EPpalay GLVOVOCHOVE VTOKOTAGTAGE®MV aUVOEEmV ota VI66A,
N198S, S759A, V7921, C799F ka1 C799R otnv RNA moivpepdon mov e&optatat amd 1o ukd RNA,
odnymvrag oe petaforég mg ECso morhoamhdotieg katd 2,7 éwg kot 10,4 popés. Katd ) pepovouévn
EL00YMYN G€ EVOV AVOGLVIVAGUEVO 10 Gyplov TOTTOV HEGH KoTevbuvopevng o Tpog T HEom
petodradryéveong, mopatnpndnke sumadeto petopévn Kot 1,7 éog 3,5 popéc. Ze o devtepn emAoy)
pe to remdesivir kot ypromn evog amopovopévov oteléyoug SARS-CoV-2 mov mepieiye v
vrokatdotacn P323L oty uki| molvpepdon, mpoékuye o vokaTdoTao apvoEog oto V166L.
AvacuvovacHEVOL 101 [ VToKaTOoTAGELS Hovo 6to P323L 1 otov cuvdvacud P323L+V166L
eméderéav petaforéc emt 1,3 kat 1,5 popég oy gumdbeia oto remdesivir, avtictorya.

To mpo@ik avtoyng tov remdesivir 6& KLTTOPIKN KOAMEPYELX, GTO OO0 YPNOLULOTOMONKE 10G TMV
TPOKTIKGOV CoV g NoTitidng TmV TOVIIKOVY eviomoe dVo vrokataotdoels (F476L kot VS53L) otnv
e&aptdpevn anod yevég RNA nolvpepdon RNA og vmoreippota mov Stetnpridnkav ota CoV,
yeyovog to omoio odnynoe o (5,6 popéc) petwpévn evrdbeta oto remdesivir. H eilcayoyn tov
avtictorwv vrokatactdoewv (F480L kot V557L) oto SARS-CoV odnynce oe 6 popég petopévn
evndbelo 6to remdesivir ot KLTTAPIKY KaAMépyeta kot e&acBévnoe v maboyovicdtnto tov SARS-
CoV og povtéro movtikov. Katd ) pepovopévn ewloayoyn oe évav avacuvdvacpévo 1o SARS-CoV-
2, ot avtiotoyes vrokataotdoels oto F480L kot V557L odnynoay ekdotn o€ 2 popéc HEImpUEVN
evndfeto 6To remdesivir.

e Khvikég Aokipég

Xt perétn NIAID ACTT-1 (CO-US-540-5776), amd toug 61 acBeveic pe dtobéoyto dedopévo
aAANAoVyIoNG KAt TV Evapén Kot HeTd TV £VOpEN, TO TOGOGTO TMV OVISVOUEVOY VTOKATAGTAGEMV
oty e&aptopevn omd v ukny RNA-e&aptdpevn molvpepdon oy tapdpolo oe acbeveic vnd
Oepaneio pe remdesivir GUYKPLTIKG e TO EIKOVIKO Qappako. Xe 2 acbevels mov EhaPav Oepansio pe
remdesivir, Tapatmprionkoy vrokatactdcels otnv RNA-g&aptdpevn RNA molvpepdon, ot omoieg
elyav evromotel Tponyovpévmg ota telpapota emAoyng avtoyns (V7921 v C799F) kot cuvdédnkav
pe pKpd moAamAdoto petaBoAng oty eumddeia oto remdesivir (< 3,4 popég). Kapio GAAn
vrokatdotacn oty RNA-e&aptdpevn RNA nolvpepdon o acbeveig mov éhafav Oepameio pe
remdesivir dev cuvdEOnKe pe avtoyn oto remdesivir.

X pedét GS-US-540-5773, and tovg 19 acbeveic mov Ehafav Bepameio pe remdesivir Kot eiyov
Swbéoa dedopéva aAANLoVYIoNG KaTA TV Evapén Kot HeTd Vv Evapén, mapatnpndnkay
VIOKATACTACEL 6TV e&aptdpevn omd yevég RNA noivpepdon RNA (nspl2) oe 4 acbeveig. Ot
vrokataotdoelg T761, A526V, AS554V kot C697F de cuvdédnkay e avtoyn oto remdesivir

(£ 1,45 popég petaforny oy gumddeta). O mposdiopiopds g enidpaong g vrokatdotaong E665K
oV eundfeta oo remdesivir dev Tov SuvaTOg AOY® EALELYNG AVTLYPAPNG.

2 perétn GS-US-540-9012, and tovg 244 acbeveig pe Swabéoipa dedopéva alnhovyions Katd v
Evopén kot pHetd v évapén, T0 T0600TO TOV AVASVOUEVMV VITOKOTACTAGE®Y 6TV Uk1) RNA-
e&aptopevn RNA moivpepdon ftav mopdpoto e acbeveic vrd Oepancio pe remdesivir GuykplTKa e
70 €1KOVIKO Pappako. Xe vav acbevi mov EdafPe Oepaneio pe remdesivir, Tpoékvye pio
vrokatdotaon oty RNA-gEaptdpevn RNA molvpepdon (A376V) kat cuvdébnke pe peimon oty
eumdOeio oto remdesivir in vitro (12,6 popég). Kapio GAAN vrokatdotacn mov topatnpidnke oty
RNA-g&aptdpevn RNA moivpepdon 1 o€ GAEG TPOTEIVEG TOL GUUTALYHATOG AVTLYPOPTG-
petaypaeng oe acbeveic mov Ehafav Bepomeio pe remdesivir dev cuvEINKe e avtoyn 6To
remdesivir.

2t perétn GS-US-540-5912, peta&d tov 60 acbevdv pe dtabéoio dedopéva ariniovylong Kotd
mv évapén kot Hetd TV £vapén, TPOEKLYOV VITOKATAGTAGELS 6TNV eE0PTOUEVT amd To RNA Tov 100
RNA-mohvpepdon oe 8 acbeveic mov Elafav Oepaneia pe remdesivir. e 4 acbeveig mov Ehafov
remdesivir, Tpoékvyav vrokatoctdoelg oty RNA-g&aptdpevn RNA molvpepdon (M7941, C799F 1
E136V) kot cuvdétnkav e peiopévn eumddeia oto remdesivir in vitro (koatd <3,5 opéc). Kopia
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GAAN amd T1G vokataotdoelg oty RNA-e&aptodpevn RNA molvpepdon mov avivedbniav oe
acbeveig, ot omoiot Elafav Oepancia e remdesivir dgv cuvdEONKe pe avtoyn oto remdesivir.

X perét GS-US-540-5823, peta&d tov acbevov pe dtabécia dedopéva ariniodylong Kotd v
Evopén kat Hetd v Evapén, TapatnpiinKay VToKATUGTAGES 6TV e&upTdpevn amd TV ukn RNA-
e&optdpevn molvpepdon (A656P kat G670V) oe évav and tovg 23 acbeveic mov Erafav Bepomeio pe
remdesivir. Ot VTOKATAGTAGELS TOV TOPATNPNONKAY deV EYOVV GYETIOTEL e avToy 0TO remdesivir.

Khlvien anoteleopatikdtnto Kot ac@iieio

Kivikég peléreg oe aobeveic ue COVID-19

Mehén NIAID ACTT-1 (CO-US-540-5776)

Mo TUXOOTOMUEVT), SUTTAG TVPAN), EAEYYOLEVT HE EKOVIKO QAPHOKO KAWVIKT dokiun a&lohdynce To
remdesivir 200 mg pia eopd v nuépa yo 1 nuépa, akorovbovpevo and remdesivir 100 mg pio
@opa TV Nuépa Yo oG kat 9 nuépeg (Yo suvolikd Emg kot 10 nuépeg evdoprePimg yopnyoduevng
Bepanciog) oe voonievpévoug evidikes acheveic pe COVID-19 pe evdeilelg cuppetoyng tov
KoTdTEPOL avomvevoTtikov. H dokun evéto&e 1.062 voonievpévoug acbeveic: 159 (15%) acbeveic pe
Nmo/pérpa voco (15% oe apeotepeg g opddeg Oepomeiag) kot 903 (85%) acbeveig pe coPopr voso
(85% o€ appdtepes Tig opddes Oepaneiog). H fima/pétpio vosog opiotke og SpO2 > 94% kot
OVOTTVEVLGTIKY GLYVOTNTO < 24 avamvoéc/Aentd ywpic cupminpopatikd o&uyoévo. H coPapn vosog
opiotnke ®g SpO2 < 94% ce 0épal SWUATION, AVATVEVGTIKY GLYVOTNTO > 24 avOTTVOEG/AETTO Ko
avayKn yio 0&uYOvo 1 avaykn o unyavikd oepiopd. Zuvokikd 285 acbeveic (26,8%) (n=131 éhafov
remdesivir) Ntav Vo PNYaVIKo aepiopd/o&uyoveoon pe eEocmpatikt pepppavn (ECMO). Ot acbeveic
Toyaomomonkay og avaroyia 1:1 Kot Seotpopat@dnkay avd Bapdtnta vocov Kotd Ty Eviadn yio
™ ANy remdesivir (n=541) 1 gucovikov eappdkov (n=521) 6e cLVSVLAGHO e TNV KablEpOUEVN
Oepaneio.

H péon nukia katd mv évapén frav to 59 £ kot o 36% tov acbevav fTav niikiog 65 etdv Kot
Gvo. To e&nvta téooepa enti To1G KOTO T AVOPES, T0 53% 1Tav Agvkoi, to 21% Moy Mavpot, to
13% nrav Actatec. Ot cuyvotepeg GuvvoonpotTTeg NTay N vEptact (51%), N moyvcapkio (45%) kot
0 cakyap®dNG drafnmg tomov 2 (31%). H katovoun tmv cuvvoonpotitey NTay mepopoto Heta&d
TV §Vo opddwv Oepaneiog.

Tepimov 1o 38,4% (208/541) twv acbevav élafe kokho Bepanciog 10 nuepdv pe remdesivir.

To kbp1o KAMVIKO KOTOANKTIKO GNUELD NTAV 0 YPOVOG MG TNV aVAPPOGT 6€ ST 29 UEPDV UETE
TNV TVYOLOTOINGT, TO 0moio opiletat gite g e&tnplo amd T0 vosokopeio (Le 1 xopig TePLOPIoHODS TG
SpaoTPOTTOG Kot He 1) X®pig amontnoels Kat' oikov yopnynong o&uyovov) eite og voonheio, aALd
YOPIG TNV OVAYKN Y10 GUUTANPOULOTIKT XopNyNon 0&vydvoy Kot cuveylopevn wtpikn mepiboiym. O
S1apecog xpovog £mg v avappmon fToay 10 nuépeg oty opddo Tov remdesivir GLYKPLTIKG Pe TG

15 nuépeg otnv opddo Tov elkovikoD pappdkov (Adyog mtococtiaiag avappmong 1,29, [95% AE 1,12
¢wg 1,49], p <0,001).

Aev TapatpnOnke S1apopd 6Tov ¥pdvo £0G TV AVAPPMGCT] GTO GTPMLL TV 0GHEVOV e NTLo-PETPLOL
VOG0 Kotd v éviaén (n=159). O S1ipesog ¥povog Emg TV avappmCT NTAV 5 NUEPES GTNV OULASH TOV
remdesivir kot 7 NUEPEG TNV OULASE TOV EIKOVIKOD @opldkov (Adyog mocootiaiog avippwong 1,10
[95% AE 0,8 £mg 1,53]). Or mbavotnteg Bedtimong ava katnyopieg ToKTkig KMUOKOG 6TV opdda
tov remdesivir Tnv Huépa 15 o€ o0ykpion pe v opddo Tov eIKovikod @oprakov Ntav og eENg: Adyog
mBavot)tov, 1,2 [95% AE 0,7 éog 2,2, p = 0,562].

Metaéd tov aclevav pe cofapn vooco katd v viaén (n=903), o diipecog ypovog £ TV
avappwon oy 12 nuépeg oty opdda tov remdesivir oe cOykpion pe 19 nuépeg oty opddo Tov
£IKOVIKOD pappdrov (Adyog mocootiaiog avappoons 1,34, [95% AE 1,14 éog 1,58], p < 0,001). Ot
mbavomteg Peltioong avd Katnyopieg TakTikhg KApaKkag oty opndda tov remdesivir v Huépa 15
6€ GUYKPLOT HE TNV OLLAS0 TOL EKOVIKOD QOpIAKOL NTav ¢ e&Ng: Aoyos Thavottav, 1,6 [95% AE
1,3 éwg 2,0].



YUVoMKd, ot ThavOTNTEG BEATIOONG OVE KATYOPIES TAKTIKNG KAILOKOG TOV VYNAOTEPEG GTNV OUASL
tov remdesivir v Huépa 15 o€ oOykpion pe v opdda tov eikovikod goappdkov (Adyog
mbavottov, 1,6 [95% AE 1,3 éwg 1,9], p < 0,001).

H 6vnromra 29 nuepdv 6tov cuvolikd mAnduopd nrov 11,6% yio v opdda tov remdesivir Evavtt
15,4% yuo v opdda g1kovikod @appdkov (Aoyog kvdvvov, 0,73, [95% CI 0,52 wg 1,03], p=0,07).
Yrov [livaxa 8 avaeépetar o post hoc avéivon g Bvnromrag 29 nuepdv ovd Kot yopieg TOKTIKNG
KAlpokag.

Iivaxoeg 8: ExBaoceig Ovntéotnrog 29 nuep®dv ava Kotnyopisg TOKTIKNG KAipokoc” Kotd tTnv
évapén —Aoxiun) NIAID ACTT-1

Toxtkn kKhipokae katd v Evapén
5
Avaykn y1a ogvydéve yapniig porig Avayxn yie 08vy6vo vyniig porg 1 pn
enepfaTikd pnyoviko oepiopd
Remdesivir Ewoviko pdppaxo Remdesivir Ewoviko @dppaxo
(N=232) (N=203) (N=95) (N=98)
Ovntomra 29 4,1 12,8 21,8 20,6
NUEPOV
Abyog KivdHvooP 0,30 (0,14, 0,64) 1,02 (0,54, 1,91)
95% CI)

o Oyt mpoxabopiopévn avaivon.
B OtAdyot kvdvvov yia Tig vroopuddeg pe Paon tn Podporoyia g TakTikng KAipoKkag Katd v Evapén Tpoépyovtat and
un dwotpopatopéve. poviédo Cox avoloyikdv Kivdhvmv.

Mehétn GS-US-540-5773 oe acBeveig pe cofapn véco COVID-19

Mia TUYOOTOMUEVT, AVOLYTIG EONILOVOTG, TOAVKEVTPIKY KAWVIKY perétn (Medét 5773) acbevav
NAwciog tovkéyiotov 12 etdv pe emPefaropévn Aoinwén and SARS-CoV-2, kopeopd o&uydvou

< 94% ce aépa SopoTiov Kot aKTVOYpuPIkeg evoeielg mvevpoviog cuvékpive 200 acBeveis mov
Elapav remdesivir yia 5 nuépeg pe 197 acbeveic mov Ehapav remdesivir yio 10 nuépeg. Orot ot
acBeveic Eofav 200 mg remdesivir v Huépa 1 kot 100 mg pio gopd v nuépa. Tig endpeves
nuépes, ouv v kabiepopévn Oepancio. To KHPLo KATOANKTIKO onpeio NTav 1 KAVIKH KOTAoTaon TV
Hpépa 14, omog agoloyndnke Pacet taxtikng kAipokag 7 onpeinv mov kopovotay and 1o e&itnplo
amd T0 VOGOKOUEID £00G T EAVOEVE ETITESX 0EVYOVOL KOl TNV OVOTVEVGTIKT VITOGTNPIEN MG TOV
Bdavaro.




Or mbBovotneg Pertioong v Huépa 14 yia toug acbeveic mov tuyatomomnkay e kokAio 10 nuepmdv
pe remdesivir 6g GUYKPLON LE EKEIVOLS TTOV TVYAOTOMONKAV G€ KOKAO 5 nuepdv pe remdesivir itov
0,67 (Mdyog mBavotitav), [95% AE 0,46 £¢wg 0,98]. Ze anti ™ pedétn mapatnpndnkoy GTaTIGTIKG
ONHOVTIKEG OVIGOPPOTES GTNV KAVIKT KATAGTOON KOTd TV £Vopen. META TV TPOGOPLOYN Yia TIG
S1popé HETAED TOV OpAd®V Katd TV £vapén, ot mbavotteg Pektioong v Huépa 14 ntav 0,75
(Aoyog mBavotiTewv), [95% AE 0,51 mg 1,12]. EmmAfov, dev vmipyov GTOTIGTIKG ONUAVTIKEG
S10POPEG OTAL TOGOGTE AVAPPOONG 1] TO TOGOGTE BVNTOTNTOG OTIS OUASES TMV 5 NUEPOV Kol Twv 10
NUEPDV HETG TNV TPOGAPHOYN Y10 TIG SOPOPEG peTald Tmv opddov katd v évapén. H Bvntomra 28
Nuepdv kabe arttoroyiag Ntav 12% évavtt 14% otig opddeg Oepanciog 5 kot 10 npepdv, avtictoryo.

Merém GS-US-540-9012 oe acbeveig e emPeBaropévn voco COVID-19 kot awénpévo kivouvo
e&EMENG g VOG0V

Mo TUYOOTOMUEVT), SUTAG TVPAN], EAEYYOLEVT LE EIKOVIKO QAPLLOKO, TOAVKEVTPIKT KAWVIKT SOk
v v a&ordynon g Oepameiog pe remdesivir og eEmvocokopelakd TepPAiiov, OTOL GLUUETE AV
562 acbeveig, cvpmeprapfavopévev 8 eprfmv (Mikiog 12 etdv kot dvo Kot Bapovg Tovidyiotov
40 kg) pe emPePorwpévn voco COVID-19 kat TovAhdytotov £vav mopdyovio Kivdbuvou yuo eEEMEN g
vocov e vooneia. Ot mapdyovtes Kvovvov ylo EEMEN g vOGoL ftav: nhikia > 60 etdv, xpdvia
TVEVLLLOVOTAOELDL, VTEPTAOT), KAPSIOYYELOKT 1} OYYELOEYKEPOALKT| VOGO, Gakyapddn dtafnm,
TOYLCOPKIN, KATAGTOGT) OVOGOKOTUGTOANG, XpOVIe NIl 1 HETPLOL vE@pOTabeLa, Xpovia nratonddera,
evepyd kapkivo 1 dpemavokvttopikny ovaipio. Ot pPoitacuévol acbeveic amokieiotray omd ™

perétn.

Ot acBeveic mov voPAnOnkav ce Bepomeio pe remdesivir Edafov 200 mg v Huépa 1 kon 100 mg
pio @opd TNV NUEPQ TIG EMOUEVES NUEPES Y10 GUVOMKE 3 NUEPES EVOOPAERI®DG yopnyodueYNG
Bepanciog. Ot acbeveig Toyoomomnkoy oe avaroyia 1:1, StuctpopatddnKay avé Stopovi oe
e€edkevpéveg eykataotdoelg voonieiog (vavoy), nhiio (< 60 Evavtt > 60 etdv) ko mepoyn (HITA
évavtt ektog HITA) ya ) Ay remdesivir (n=279) 1} gicovikod gappdkov (n=283), o€ cuVSVAGHO L
mv kabepopévn Bepaneio.

Koatd v évapén, n péon nikia nrov ta 50 £ (pe to 30% tov acevav va ivar niuiog 60 etdv Kot
avem), 52% Mqrav avdpeg, 80% Mtav Agvkoi, 8% ftav Mavpot, 2% Ntav Acidteg, 44% Ntav lomavikng
M AOTIVOOLEPIKAVIKTG KATAY®YHG, 0 S1dpecoc deiktng nalag smparog frav 30,7 kg/m?. Ot
GLYVOTEPEG GLYVOGPOTNTEG NTOV GOKXOPOING dofn g (62%), Tayvoapkio (56%) Kot vréptacn
(48%). H duapeon (Q1, Q3) dudpketa twv cupmtopdtov apv and m Oepomeio ntav 5 (3,6) nuépec. To
Sapeco uko eoptio Nrav 6,3 logio avtiypaeo/mL katd v évapén. Ta Snpoypa@ikd xopaKkTpioTiKd
KO TOL YOPOKTNPLOTIKA TNG VOGOL KOTh TNV Evapén NTav 160ppomnuéve. LeTa&d Tov opadoy Bepansiog
pe remdesivir Kot etkovikod eappoko. H post hoc diepguvntikn avalvon Tpoapetikdv detypitmv
Brodewctdv £dei&e 6Tt 14,8% twv acbevav ftav oporoykd Betucol katd v évapén kot 37,7% nrov
oporoyikd apvntikol (47,5% dev cuvoivesay 6TV TPOULPETIKY GUAAOYY PLOSEIKTAOV).

To kOpro katodnktikd onpeio NTav 0 T0606Td 0chevdv pe voonieio oyetillopevn e ) voco
COVID-19 (op1lopevn g tovhayiotov 24 dpeg eviatikng epovtidag) 1 Bvntomra 28 nuepav kabde
arttoroyiog. Xvppavta (voonieio oxetilopevn pe ™ voco COVID-19 1 Ovntdmra 28 nuepav kabde
artiodoyiag) epeaviomray ot 2 (0,7%) acBeveig mov Ehafav remdesivir og cuykpon pe 15 (5,3%)
acbeveig Tov TVYOOTOWONKAY TAVTOYPOVE GTO EIKOVIKO QAPLAKO, TO 0TOI0 KATUSEIKVOEL i peimwon
87% ot oyetilopevn pe m véoo COVID-19 voonheio 1) t Bvntomta 28 nuepdv kdbe ortioloyiog
6€ GUYKPLON LE TO EIKOVIKO @apuoko (Adyog kwvdbvov, 0,134 [95% CI, 0,031 éwg 0,586], p=0,0076). H
peiwon tov amdAvToL Kvdvvov Ntav 4,6% (95% CI, 1,8% éwg 7,5%). Aev mapatnpridnkay Odvatot
v Huépa 28. 'E&L amd ta 17 cupfdvta voonieiog onueiddnKoy 6 GUUUETEXOVTES LE YVOOTH
0pPOAOYIKN KOTAGTAON KoTd TNV £vapén (oporoyikd Betikoi: n=0 otnv opdda tov remdesivir kot n=2
GTIV OULAS0 TOV EIKOVIKOD PUPUAKOV, OPOAOYIKA apvnTIKOl: n=2 otV opddo Tov remdesivir Kot n=2
oIV OUAd0 TOV £1KOVIKOD pappdkov). Evteka and ta 17 cuppdavta voonleiog onpeiddnkay oe
GUUUETEYOVTEG PE AYVWOTI OPOAOYIKT KOTAGTOON KATA TNV EvapEén GTNV OPAd0 TOV ELKOVIKOD
QOPUAKOV KOl KOvEVE GUUPAY dev onueimOnke oty opdda tov remdesivir. Agv givar dvvoti n
e€aymYn GUUTEPAGILOTOG GYETIKA LE TNV AMOTELEGUATIKOTITO GTIG VTOOUAIES TTOV
SGTPOUATOONKAY KATE OPOAOYIKY KOTAGTUCT AOY® TOL HKPOD aptBpod aclevdv pe yvoot)
0POAOYIKY|] KATAGTAGT] KOL TV GUVOALKEL YOUNADY TOGOGTMV GUUBAVTIMV.
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Melétn GS-US-540-5912 oe acbeveig pe COVID-19 kou vepiki| dusiettovpyio

Mio ToxooTompuéVN, SIAG TVEAN, ELEYXOUEVN LE EIKOVIKO Qappako kKAvikn peétn (Merét GS-US-
540-5912) a&oroynoe to remdesivir 200 mg pio @opd v nuépa yio 1 nuépa, akorovboduevo amd
remdesivir 100 mg pia gopd v nuépa yio 4 UEPES (Y100 GUVOAKE £mG Kot S NUEPES EVOOPAEPImG
xopnyoduevng Bepamneiog) oe 243 voonievdpevoug evitikeg acbeveic pe emPeforopévn COVID-19
Kot vepikn dvoAetrtovpyio. H doxiun nepildpfave 90 acbeveis (37%) pe AKI (opildpevn og adénon
50% oV kpeatviv 0pov evtog TEPLOdoL 48 WPV, 1 0ol ETEUEVE Yl > 6 DPES TAPE TV
VIOGTNPIKTIKY PpovTidn), 64 acbeveic (26%) pe CKD (eGFR < 30 mL/Aentd) kan 89 acbeveic (37%)
pe ESRD (eGFR < 15 mL/Aento) ypnlovreg apokdbapon. Ot acbeveig tuyoromonidnkay pe avaroyio
2:1, pe dwotpopdtmon kotd ESRD, avaykn yia 0o&uydvo vymiig ponig kot teployf (HITA évavtt
ekt0¢ HITA), ot Mjyn remdesivir (n=163) 1} etkovikov eappdiov (n=80), o cuvdvacud pe v
kabepopévn Oepomeia.

Katd v évapén, n péon niia rav to 69 £m (e 62% tov achevov va eivar nhikiog 65 kot dve),
57% twv acBevav Nty Gvdpeg, 67% fTav Agvkot, 26% frav Mavpot kot 3% frav Actdteg. Ot
GLYVOTEPOL TTALPAYOVTES KIVEUVOL Katd TV évapén Ntav 1 véptaon (89%), 0 cakyopddng dafnmge
(79%) kar 1 Kopdloyyelokn 1 eyKeporoayyelokn vosog (51%). H katavoun tov mapayéviov Kivdhivov
Ntav mopdpote PETad TV Vo opddwv Oepameiog. Zuvokd 45 acbeveic (19%) Ntav vro o&vydvo
VYNNG pong, 144 (59%) ftav vd o&uydvo yapuning pong kot 54 (22%) frav vd aépa dopatiov
Kkatd mv Evopén. Kavévag acbevig dev fitav vrd enepfatikd pnyoviko aepiopd (IMV). Tuvolkd

182 acbeveig (75%) dev Nrav vo Bepomeio veppikng vrokatdotaong kot 31 acbeveig (13%) eiyav
AaPet epforo Evavt g COVID-19. H pekétn ékhetoe mpdmpa Aoym Cntnudtov epietdtntog Kot dev
eiye emapkn 1w0y0 Yo Vv a&ordynon tov kiplov (Bdvatog kabe artoroyiog ) IMV éwg v

Huépa 29) kot tov SevTEPEVOVIOV KATOANKTIKOV ONUEIMV OTOTEAEGUATIKOTNTOG AOY® TNG
KOUNAOTEPNG EVTAENG CLUUETEXOVTMV OO TO CVOLUEVOLEVO.

QT

Ta tpéyovta un KAVIKA Kot KAviKa dedopéva dev vtodetkvoovy Kivouvo mapdtaong tov QT, alkdn
napdtacn tov QT dev Exet a&oroynbet TANpwg oe avOpdTOvS.

Hodatpikodg minbuopog

H perémn GS-US-540-5823 givon pio peAETn evog 6KEAOVG, VOLYTIHG EMGTHAVONG, 6TV omoia a&to-
AOYNONKE M PUPUOKOKIVITIKY Kot 1) ac@GAEL0 TOL remdesivir o€ ToudloTpikong acbeveic nlikiog tov-
Adyotov 28 nuepdv Kat Bapovg tovidyiotov 3 kg pe COVID-19 (n=53). Ta katoAnkTikd onpeio
AMOTELECHATIKOTNTOG TV devTEPEVOVTO KOt avakOnKay meptypapikd, cuvenms 0o Tpémet va epun-
vevovtal pe mpoooyn. H pelé Bpioketon og eEEMEN.

Ot acBeveic Papovg > 40 kg £rafoav remdesivir 200 mg v Huépa 1 kot 6t cuvéyeta remdesivir
100 mg pio @opd v Nuépa TG mOUEVES NHEPES (SNA., TN d060M Yo EVIMKEG), ot acbeveig Papovg
>3 kg éog < 40 kg éhofoav remdesivir 5 mg/kg mv Huépa 1 kot ot cuvéysto remdesivir 2,5 mg/kg
pio @opd v nuépa tig emdpeves nuépes. H didpeon éxbeon oto remdesivir rav 5 (1, 10) nuépes.

Koaté mv évapén, n dtdpeon niio nrav ta 7 £ (edpog: 0,1 éwg 17 e1dv), 57% Ntav Onieo, To Si16-
ueco Bapog Nrav 24,6 kg (evpog: 4 kg éwg 192 kg). Tuvolkd 19 acbeveic (37%) Ntav moybooapkot
[AMX y1o. nAiio > 95° ekatootnopto), 7 (58%), 2 (17%), 3 (27%), 3 (27%) kor 4 (80%) acbeveic
oG kooptelg 1, 2, 3, 4 ko 8, avtictoyo. Tuvolikd 12 acbeveic (23%) Ntav vd enepPoticd unyovikd
aeplopo (Podporoyia 2 oe takticy kKAipakae 7 onpeiov), 18 (34%) firav vod pn enepPoticd pnyoviKd
aeplopo 1 o&uydvo vyming pong (Badporoyia 3), 10 (19%) frav vd o&vyovo yauming pofig (Badpo-
Aoyia 4) kor 13 (25%) Nrav vrd aépa dwpatiov (Pabporoyia 5), katd mv Evapén. H cuvolikn didpe-
on (Q1, Q3) didpkelo TOV cLUTTOUATOV Kot THG VoonAeiag Tpv and v tpmdtn d6on remdesivir ftav
5 (3, 7) nuépeg kar 1 (1, 3) nuépa, avtictoya.

210V GUVOAIKO TANBVopd ™G pekétng, 1 dtdpeon (Q1, Q3) petafoin amd v Evapén oty KAVIKH
katdotaon [a&ohoyovpevn og o Taktikh Khipoka 7 Badumv mov kopawvotav ard tov Bavato (fabd-
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poroyia 1) £wg to e&mipro omd to vocokopeio (Babporoyia 7)] frav +2,0 (1,0, 4,0) Babpoi tnv Hué-
pa 10. Zto dropo pe toxtikn fabporoyia < 5 Babudv katd mv évopén, To T0G0oTo TOL £iyov PeATi-
o ™G KAViKNG kotdotoong > 2 Babudv v Huépa 10 ftav 75,0% (39/52). O didpesog (Q1, Q3)
APOVOG £G TV avappwon Ntav 7 (5, 16) nuépes. Zuvorikd, 60% tov acbevav élafe e&itnpio £og v
Hpépa 10. Ot mepiocdtepor acbeveic 92% (49/53) éhafav tovddyiotov 1 cuyyopnyodievo @appako
£KT0G ToL remdesivir yio ) Ogparneio g vocov COVID-19, cupnepilapfovopévmy avosopudictov
Kot avTIAEYHLOVOI®V Ttapaydviov. Tpelg acheveic anefimoav katd t ddpkelo TG HEAETNG.

O Evponaikog Opyoavicopds Pappudkmv £xet ddoet avaforn amd v vroypémon veofolic Tov
OTOTELEGUATMOV TOV LELETOV e TO remdesivir 6e pia 1) TEPIGGOTEPEG VTOKATYOPIEG TOV TALSLALTPUKOV
mn0vcpov (Préne mapaypdpovg 4.2 kot 5.2 yio TANPOQOPIES OYETIKA UE TNV TOUSIOTPLKT XP1OT).

5.2  ®@oppoKOKIVITIKEG LOLOTITEG

Ot pappoakokvnTikés 1010 teg Tov remdesivir £xovv dtepevvnBel oe vyeig eBehovtég kot aobeveig pe
COVID-19.

Amoppoonon

Ot QoPHOKOKIYNTIKEG 1O1OTNTEG TOL remdesivir Kot Tov ENKPUTOVVTOG KUKAOPOPOUVTOG HETABOAITY
GS-441524 £yovv a&oroyndei o vy evijlika dtopa. Metd and evoopréPio xopynomn S0GoLoYLKOD
oyfuotog evniikev remdesivir, 1 HEY1GTN GLYKEVTPOON 6TO TAGGHO TOPUTNPHONKE 6TO TEAOG TNG
£yyoong, ave&aptnto amd To ninedo ™G dOoNGC, Kot HELOONKE YpIyopa 6T GuVEXELD pe Npioeta {on
mepinov 1 dpac. Or péyoteg ovykevipmoelg tov GS-441524 oto mhdopo tapatmpndnkay otig 1,5 £mg
2,0 dpeg petd and v Eyyoon 30 Aentdv.

Katavoun

To remdesivir deopueveton kol mepinov 93% otig TpoTEiveg ToL 0vOPOTIVOL TAAGHOTOG (dEdOpEVEL
ex Vvivo), pe to ehedbepo kKAdopo va kopaivetar and 6,4% émg 7,4%. H déopevon eivor ave&aptn
076 TN GLYKEVTPMGT] TOV PUPUAKOL 6TO 0pog amd 1 £mg 10 uM, ympic evdei&els yio kopeopd g
déopevong tov remdesivir. Meté and epdmof d6om 150 mg [“C]-remdesivir og vyn dropa, 0 Adyog
atparog mpog mAdopa g [*Cl-padievépyetag fitav mepimov 0,68 oto 15 Aentd amd v &vopén g
£yyvong, avéndnke pe v mapodo Tov xpodvov emttuyydvovtas Adyo 1,0 oTig S dpeg, vrodekviovtog
™ S1popIKn KoTavoun tov remdesivir Kot Tov HETOPOATOV TOV 6TO TAAGHO 1) T0L KLTTOPLKE GTotEin
TOV O{pOTOG.

Buopetaoynuotiopog

To remdesivir petafolletat eKTEVOG EVOOKVLTTAPLO GTO QPUPUUKOAOYIKA OPUGTIKO VOUKAEOGIOKO
ovaroyo Tppwopoptkod GS-443902 (oynuatiCetor evdokvttapia). To povomdtt petaforikng
gvepyomoinong mepthapfévet Ty VEPOAVON HECH EGTEPAGMYV, 1| OToiet 03N YEL 6TOV GYNUATIGUO TOV
gvolapecov petaforitm, GS-704277. 1o Nmap, n kopPoéviestepdon 1 kot 1 kabeyivn A eivar ot
£0TepAoeg Tov gvbvvovtat yio To 80% kot to 10% tov petofoiiopod tov remdesivir, avtictoyo. H
S1domaon ™G eOoPopaddTng, 0koAovhov eV and POoEopLLincn cynuatifet To evepyd
TPLYP®oPopkd, GS-443902. H amo@@c@opuAimwcn OA@V TV GOGEOPLAOUEVOV HETAROMTOV umopel
VO 00N YNGEL GTOV GYNUATIGUO TOV VOuKAEoGdkob petaforitn, GS-441524, o onoiog dev
EMAVUPOCPOPVLAOVETOL AMOTELEGUATIKG, 07O dvog tov. H amokvdvwon tov remdesivir /Kot tov
UETAPOMTOV TOV, 0KOAOLOOVEVT 0td ETaKOAOLON peTaTpom peGoAafodpevn ard ™) podavacn
mapayet Ogrokvavikd avidv. opatnpriOnke o1t ta enineda BelokvaviKoD oLV aviyveddnkay Hetd arnd
xoprynon 100 mg kot 200 mg remdesivir NTav GNUOVTIKG YOUNAOTEPO 0T TOL EVOOYEVT] ETITESX GTO
avOpdTvo mAdopa.

Amofoi

Metd and spamaé E.®. 36on 150 mg ['*C]-remdesivir, n péon cuvoliky avéktnon g d6ong frav
92%, n onoia amotelodvtay amd mepimov 74% kot 18% avdxtnon oto 0vpo Kot Ta KOTPOVaL,
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avtiotoya. H mietovomta g avakmbeicag d6ong tov remdesivir ot ovpa rav GS-441524 (49%),
evo 10 10% avoxtidnke og remdesivir. Ta dedopéva avtd vIOdeKVOOVY OTL 1| VEPPIKY KaBapon eivar
70 KVOplo povordrtt amoforng yia To GS-441524. H dudpeon tehkn nuicewa {on tov remdesivir kot tov
GS-441524 tav mepimov 1 kot 27 dpeg, avtioToryo.

Dappokokvntikn Tov remdesivir kot petafolriteg o eviikeg ue COVID-19

Ot poppokokivnTikég ekbécelg tov remdesivir kot TV petafoAtdv Tov og evijhikeg pe COVID-19
mapovsialovtat otov Iivaka 9.

MMivaxeg 9: K mapapetpor” morhamh®dv d66£mV Tov remdesivir kol TV peTafoTdv TOL
(GS-441524 xor GS-704277) peta andé E® yopiiynon remdesivir 100 mg o¢ evijAikeg

pe COVID-19
ﬁ‘g‘;ﬁ‘ﬁ;’:{;‘@ S%CD) Remdesivir GS-441524 GS-704277
(Cn“;/*mL) 2700 (2440, 2990) 143 (135, 152) 198 (180, 218)
agi‘;h) 1710 (1480, 1980) 2410 (2250, 2580) 392 (348, 442)
Cu (ng/mL) ND 61.5 (36,5, 66.8) ND

CI=Awgompa Epmictoctivng, ND=Mn aviyvevoo (24 dpeg petd m doon)

o.  Extymoeig minbuooxig @K yua E® éyyvon remdesivir digpketog 30 Aentdv yio 3 nuépeg (Mehétn GS-US-540-9012,
n=147).

B. TeopeTpikég HECES EKTIUNGELS

Alhot ediot TAinBucpoi

Dolo, gl ko nlikio

Baoet OA0L, GUANG Kot NAKIOG, 01 PUPUOKOKIVITIKES Slopopés oTig ekbEaels Tov remdesivir
a&odoynOnkav pe ™ xpnon TIANOVGUINKNG POPHAKOKIVITIKNAG aviAveng. To @UAO kot 1 QUAY dev
£mMPENCAV T QUPULOKOKIYNTIKT Tov remdesivir kot tov petafoitdv tov (GS-704277 ko GS-
441524). O pappaxokivntikég ekBécelg Tov petaforitn GS-441524 frav petpiog ovénuéves ce
voonigvopevovug acbeveig pe COVID-19 nhikiog > 60 etdv. Q61660, dev OmOLTEITAL TPOGAPUOYT TNG
300MG Y10 TOLG GLYKEKPLUEVOVG aoDEVELS.

Konon

T perétn CO-US-540-5961 (IMPAACT 2032), ot péoeg ek0é0€is (AUCau, Cmax, and Ciay) TOL
remdesivir kot tov petafortdv tov (GS-441524 kor GS-704277) ftav ovykpicyes petaéd eykdmv
Kot PN €yKOOV YOVOIK®V G€ OVOTopay®yk nikio.

Toudiazpikoi aobeveic

Movtého TANOVGLIKNG GOPUOKOKIVITIKAG Y1 TO remdesivir kot Toug KukKA0opovvTeg petaforiteg
oV (GS-704277 kou GS-441524), to omoio avorrthyOnKay e T XpNoT CLYKEVIPOTIKOV dEOUEVOV
amd peAETeG o€ VYU GTopa Kot o€ evihikes kot moudtatpikolg acbeveic pe COVID-19,
xpnoomotiOnkay yio v TpdPAEYN TOV QApHOKOKIVITIKOVY ekBécemv o SO TodtoTpikods acbeveig
nhkiog > 28 nuepdv Emg < 18 gtdv ko Papovg > 3 kg (Merétn GS-US-540-5823) (Tlivakag 10). Ot
yempetpkés péoeg ek0€e1g (AUC u, Cmax Kot Crau) Y100 TOVG GLYKEKPLUEVOLS 0G0EVEIS GTIC SOGELS TTOV
xopnynOnkav nrav vymAdtepes yio to remdesivir (44% £mg 147%), GS-441524 (-21% £mg 25%) kar
10 GS-704277 (7% éw¢ 91%) o€ cVYKpLoN HE EKEIVEG GTOVG EVIAIKEG VOO AELHEVOLG 0GOEVEIG e
COVID-19. Ot avénoeig dev BempnOnkay KAVIKE GNUovTIKES.




IMivakog 10:  Extipnon nepopétpov goppokokivntikic” Tov remdesivir, Tov GS-441524 ko
10V GS-704277 mhaopaTOg 6€ 6TAOEPT] KUTAGTUGT, G TULSLATPIKOVG KOL EVIIAIKEG
voonisvopevovg acbeveig pge COVID-19

Hopapetpor Mudratpikoi acheveig Eviilikeg
Méon TP Koép 1 Koép 8 | Kodptn 2 Koépm 3 | Kodptn 4 | voonievopevor
12¢0c<18 | <12etdv | 28 nuepdv | 28 nuepdv | 28 nuepdv acOsveig
£TOV Kat Kk Bé- £0g <18 £0g <18 £0g <18 (N=277)
Bapovg povg ETOV KoL ETAV KoL ETOV KoL
>40 kg >40 kg papovg Bapovg Bapovg
(N=12) (N=5) 20 £og 12 éog 3 fog
<40 kg <20 kg <12 kg
(N=12) (N=11) (N=10)
Remdesivir
Cunax (ng/mL) [ 3910 | 3920 | 5680 | 5530 | 4900 | 2650
AUCu (heng/mL) | 2470 | 2280 | 3500 | 3910 [ 2930 | 1590
GS-441524
Cinax (ng/mL) 197 162 181 158 202 170
AUCau (heng/mL) 3460 2640 2870 2400 2770 3060
Ciau (ng/mL) 98,3 76,2 73,8 69,4 78,4 784
GS-704277
Cunax (ng/mL) [ 307 | 278 | 423 | 444 [ 390 | 233
AUCw (heng/ml) | 815 | 537 | 754 | 734 | 691 | 501

o Ot nopapetpor PK wpocopotddnkay pe ™ ypfion povieromoinong ninbucakng OK pe didpketa 0,5 dpog yio tig
gyyvoelg remdesivir

B Tewpetpikég Héceg eKTINGELS.

Ot noaudrotpikoi acbeveis mpoépyovton amd ) perém GS US 540 5823. Ot acleveic Elafav 200 mg v Huépa 1, akokov-
Bovpevo amd remdesivir 100 mg pio @opd v nuépa ya Tig emdpeves nuépes (Kodptn 1 kan 8) 1 5 mg/kg v Huépa 1,
axoiovbovpevo amd remdesivir 2,5 mg/kg pia popd v nuépa v Tig emdpeveg nuépes (Kodptn 2-4), pe cuvolikn didpketa
Oepaneiog éog 10 nuépec.

Ot evihikeg voonhevopevol aobeveig mpoépyovrat amd t pekétn CO US 540 5844 (o toyotomompévn pekétn edaong 3 yu
™mv a&ordynon g ac@Aielng Kot TG avTikhg dpactmpiottag tov remdesivir oe acOeveig pe copapn voso COVID-19).
Ot aoBeveic Elafav 200 mg v Huépa 1, akorovbovpevo amd remdesivir 100 mg pio gopd Ty npépa yio Tig eTOUEVES
nuépes (cuvolikn diapketa Bepomeiog 10 nuéPeg).

Negpikij dvalerrovpyio.

H gappakokivntikn tov remdesivir kou tov petafoitdv tov (GS-441524 kot GS-704277), kabdg kot
0V £kd0yov SBECD a&oroynitnkav og vy dropa, dropa pe fima (e€GFR 60-89 mL/Aentd), pétpia
(eGFR 30-59 mL/Aento), Bapid (€GFR 15-29 mL/Aentd) veppikn duchertovpyio 1} ESRD (eGFR

<15 mL/kentd), vad opokdOapon N un, petd amd epdnaé d6om Ewg 100 mg remdesivir (Tlivaxog 11)
kot o€ o perét daong 3 oe acbeveic pe COVID-19 pe Boptd Ekntmon g VEPPIKNG Aettovpyiog
(eGFR < 30 mL/Aent6) mov éhaPav remdesivir 200 mg v Huépa 1 kot otn cvvéyeta 100 mg omd v
Huépa 2 émg v Huépa 5 (Tlivakag 12).

ZOUPOVOL [E TO PUPUAKOKIVITIKG dedopéva, Ta einedn EkOeong Tov remdesivir dev ennpedoTnioy
amd ™ veppiky Aettovpyia 1} Tov xpovo xoprynong tov remdesivir oe oyéomn pe v apokddapon. To
eminedo £kBeong tov GS-704277, tov GS-441524 kot tov SBECD ftav £0¢ 2,8, 7,9 Kot 26 popég
TOAOTAAG10L, OVTIGTOLYCL, GTO GTOLOL LLE VEPPIKT] SVGAEITOVPYID £VaVTL OGOV YOV PLUGLOAOYIKY
VEQPIKT| AglTovpyia, To 0moio dev Bempeitanl KAvIKG oNpavTikod BAGEL TV TEPIOPIGUEVOV S10OEGHOV
dedopévev ao@aAelnc. Agv amorteitol TPosaproyn e 00ong Tov remdesivir yio ac0eVeiS e veppikn
Sdvchrettovpyia, cupmepAapPavopévav 0cmv ivar Vo ookadopaon.




IMivoxkog 11:

ZTaTIoTIKY] 6VYKPLON TAPAPETPOV® QUPROKOKIVITIKIG EQamas d6ong Tov

remdesivir kot Tov petafoirtav Tov (GS-441524 kor GS-704277) petad

EVMKOV aTOpOV pe petopévy veppikn Asttovpyio? (ma, pétpra, Bapré veppikn
dvorertovpyio kor ESRD) kot evAMKOV aTOp@V” PHE QUOLOAOYIKT] VEQPIKT

Asrtovpyia
60-89 mL | 30-5 mL | 15.29 mL <15 mL ava Aentéd
. -6% m -59 m -29 m . B
Ad10¢ GLSMY avé AenTé | avé hemté | avd demto pw Ty Mezd mv Xopis
90%CI) N=10 N=10 N=10 apokadapon owpokdBapon | apokdbapon
N=6 N=6 N=3
Remdesivir
Cinax 96,0 120 97,1 89,1 (67,1, 118) 113 93,9
(ng/mL) (70,5, (101, 142) (83,3, (79,4, 160) (65,4, 135)
131) 113)
AUCinr 99,5 122 94 79,6 (59,0, 108) 108 88,9
(heng/mL) (75,3, (97,5, (83,0, (71,5, 163) (55,2, 143)
132) 152) 107)
GS-441524
Chnax 107 144 168 227 (172, 299) 307 (221, 300
(ng/mL) (90, 126) | (113,185) | (128,220) 426) (263, 342)
AUCinf 119 202 326 497 (365, 677) 622 (444, 787
(heng/mL) (97, 147) | (157,262) | (239, 446) 871) (649, 953)
GS-704277
Crnax 225 183 127 143 (100, 205) 123 176
(ng/mL) (120, 420) | (134, 249) (96,1, (83,6, 180) (119, 261)
168)
AUCins 139 201 178 218 (161, 295) 206 (142, 281
(heng/mL) (113, 171) | (148,273) | (127, 249) 297) (179, 443)

CI=Awgompa Epmiotoctiving, GLSM=yeopetpikog LEGOG EAAYICTMV TETPAYDVMV

o.  Orexbéoeig extipnOnkay pe T ¥pion pn SIUEPICHATIKIG avaAvong ard Ty edikn pehétn Gaong 1 GS-US-540-9015
Y1 veppik duoiettovpyia. Xopnyfhdnkav epdnas d0ceig Emwg kot 100 mg. T kGBe dropo pe veppikh Suchettovpyio
EVTOGGOTAV AVTIGTOLO EVAALKO GTOHO HE PUGLOAOYLKY ve@pik) Aertovpyia (eGFR =90 mL/Aentd/1,73 m?) tov 1diov
@OAov Kot pe Topopoto deiktn palag ompatog [(AME (£20%)] kot nAucia (= 10 étn)

To dropio pe pEL®UEV VEQPIKT Ae1TOVPYio Kot ToL avTIGTOL(0 EVIJALKO GTOLO [E GUGIOAOYIKT) VEQPIKY Aettovpyio Edafav
mv {610 d6om remdesivir

B. O eGFR vrohoyiotke pe ) xpnon g e&icmwong tpomomoinong mg diottag ot veppiki} voco kot avagipbnke oe
mL/Aent6/1,73 m?

v. O Adyog vohoyiotnke Yo ™ 6OyKpion tev tapapétpov PK g e&étaong (Gropa pe petwpévn veppikn Aettovpyia) pe
™V ovapopd. (GTope He GLGLOAOYIKY VEQPIKT Aettovpyia)

8. AUCo-72n Y100 dropa v arpokdOapon

Mivaxoeg 12: HMopapetpor” gappoxokivitikiig Tov remdesivir kot Tov petafoirtdv Tov (GS-
441524 ko GS-704277) petd andé E® yopiiynon remdesivir (200 mg v nuépa 1
Ko 611) ovvéyera 100 mg nuepnoing Tic nuépseg 2-5) o evijhkeg pe COVID-19 ko
Baprd ékntoen veppikng rettovpyiag (eGFR < 30 mL/Aent6/1,73 m?)

MopapeTpog

Méon Twnf Remdesivir GS-441524 GS-704277
(exatootnpépro, 5°, 95°)

Cinax 3850 703 378
(ng/mL) (1530, 8720) (343, 1250) (127, 959)
AUCuu 2950 15400 1540
(heng/mL) (1390, 8370) (7220, 27900) (767, 3880)

o.  Extymoeig minbvopoxig @Ky E® éyyvon remdesivir didpketog 30 Aentdv yio 5 nuépeg (Merét GS-US-540-5912,

1n=90).

B. TeopeTpiKég HEGEG EKTIUNGELG.



Hrotikn dvalerrovpyio.

H gappakokivntikn tov remdesivir kot tov petafoitdv tov (GS-441524 kar GS-704277)
a&lodoynOnke ce vyu) dtopa Kot 6e dropa pe péETpla M Papid nratikn dvoiertovpyio (otadiov B 1 C
kotd Child-Pugh) petd omd gpdna d6om 100 mg remdesivir. Xe oyéon e to. GTOHO (e PUGIOALOYIKN
nrotik Aettovpyia, ot péceg ekBE0e1G (AUCing, Cimax) TOL remdesivir kot tov GS-704277 frov
GUYKPIOIHEG 6T HETPLO NTOTIKY SuoAettovpyio kot Em¢ 2,4 Popég VYNAOTEPES 6T Paptd NToTikn
dvohettovpyia. Qot6c0, N wdENom dev BewpnOnke KAVIKG onpavTiKn.

Noonieio

Ot pappoakokvntikés ekbéoelg tov remdesivir oe voonkevopevouvg acbeveis pe cofapn mvevpovio amd
COVID-19 ftav yevikd evtog tov €0poug g £kbeong oe un voonievopevous acbeveic. Ta emineda
tov petoforrtdv GS-704277 ko GS-441524 frav petpiog ovénpuéva.

Alinlemidpdoels

To remdesivir avéoteide t0 CYP3A4 in vitro (BL. mapdypa@o 4.5). L& QUGLOAOYIKA GYETIKES
GLYKEVTPOGELS (oTabepc katdoTtaong), To remdesivir 1 ot petaforiteg tov GS-441524 o
GS-704277 dgv avéotethay ta CYP1A2, 2B6, 2C8, 2C9, 2C19 kat 2D6 in vitro. To remdesivir dgv
eivar ypovoe&aptmpevog avacstoréag tmv eviopwmv CYP450 in vitro.

To remdesivir enfjye 1o CYP1A2 kou duvntikd 1o CYP3A4, adré oyt to CYP2B6 in vitro (BA.
Tapaypapo 4.5).

Ta in vitro dedopéva dev vodetkviovy Khvikd oyetikny avactod tov UGT1A3, 1A4, 1A6, 1A9 0
2B7 am6 1o remdesivir 1 tovg petafolriteg tov GS-441524 ko GS-704277. To remdesivir, oAra Oyt ot
petafolriteg tov, avéotethe o UGT1AL in vitro.

T'a toug GS-441524 kon GS-704277, 10 povo Eviopo yie 1o 0moio oviyvedTnKe LETOBOMGHOG NTa TO
UGTI1A3.

To remdesivir avéotetke 10 OAT3, 10 MATEL, 10 OCT1, 10 OATP1BI kot to OATP1IB3 in vitro (PA.
Tapdypapo 4.5).

& PUGLOAOYIKG GYETIKEG GLYKEVTPAOGELS, TO remdesivir Kot ot petoffoAiteg Tov dev avéotehay to P-gp
kot BCRP in vitro.

5.3 TIpoxhvika dedopéva yio TNV ao@diero

To&woloyio

Metd and v evéoeréPua xopriynon (Bpadd bolus) tov remdesivir oe T KovG rhesus Kot
apoVPAiovs, cofapn veepikn To&KdTNTO oNUEL®ONKE HeTd and Oepameies Ppayeiog didpretag. Xe
appeveg mnkovg rhesus og docoroyikd emnineda 5, 10 kot 20 mg/kg/muépa yio 7 nuépeg 0dynoe, ce
oMo Ta Socoroyika eminedo, oe avénpéva péoa enineda aldTov ovpiog kot avénuéve péoa eninedo
KPEOTVIVIG, TpoQic. TV VEPPIKOV coinvapimv, faceopilic Kot KUAIVOPOLGS, KoL GTOV U
TPOYPOUHATIGHEVO OdvaTto £vog (dDov 6To d0G0A0YIKS emtinedo tmv 20 mg/kgmuépa. tovg
apovpaiovs, docoroyikd emineda >3 mg/kg/muépa yio émg kot 4 fdopddes odNynoay og EuprHpaTe
Aoticd veppikng PAAPNG ko duoiertovpyiag. Ot cvampatikég ekbécelg (AUC) Tov
EMKPOTOVVTOG KUKAO(QOPOUVTOG petafolritn tov remdesivir (GS-441524) fitav 0,1 @opég (mbnrovg
ota 5 mg/kg/muépa) kar 0,3 popéc (apovpaiovg ota 3 mg/kg/muépa) eni Ty £xBecn otovg avOpdTOVG
UETE amd eVOOPALPLa xopNyNoT 61N GLVIGTOEVN d0oT Yo avBpdmovg (RHD).

Kapkivoyéveon

Agev éyovv mparypatorom0el pakpoypovies perétes oe (oo yio v a&loAdynon Tov KopKivoyodvou
Suvapkov tov remdesivir.
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Metadhaéryéveon
To remdesivir dev NTav YOVOTOEIKO GE L0l GEWPE SOKIUAGLOV, GUUTEPIAAUBOVOLLEVIG TNG PAKTNPLOKHG
UETOALAELYOVIKOTNTOGC, TNG XPOUOCOIKNG amdKAong 6mov yivetal ypnon avlpomvmy

AELPOKVTTAPMV TEPLPEPIKOV AILOTOC, KAOMS KL GE in Vivo KPOTUPNVIKES SOKILOGIES GE apOVPaiO.

Avaropoyoyn toéikodmra

e ONhea apovpaiovg, TapaTnPHONKAV HEOGELG GTO MYPO COUATLO, GTOVG APLOLOVG TMV KEVTIPMV
epEHTELONG KOt TOV PLOSIHOV gpuPpdmv otav To remdesivir xyopnynOnke evdopreing oe nuepriota
Baon oe cvotpatikn toékn d0on (10 mg/kg/muépa) 14 nuépeg mpv omd o {evydpmpto. Kot Kot Tn
Sapketa g cOAANYNG. Ot ekBEGELS TOV EMKPATOVVTOG KUKAOPOPOUVTOG peTaforitn (GS-441524)
Nrav 1,3 popéc v £kbeon otovg avBpdTOVG 6TN GLVIGTOEVT d00T Y avBpdTovg (RHD). Aev
VINPEAY EMIPAGELS GTNV AVATOPOYMYIKT 0ddoot TV InAémv (CevydpmpLa, yoviuoTnto Kot
GUAANYN) G€ 0WTO TO S0GOAOYIKO emimedo.

e apovpaiovg kot KovvéAa, to remdesivir enédel&e pun dvopevi| emnidpaon oty epPpuikn avamtoén
Katd T yopnynon o€ Lo 6€ KOTAGTOON EYKVHOGVUVNG 6€ cuatnatikés ekbéaelg (AUC) tov
EMKPOTOVVTOG KUKAOQOPOUVTOG petafolitn tov remdesivir (GS-441524), o1 omoieg Tav £0g 4 Qopég
eni v €kBeon oTovg avBpdrovg oty RHD.

e apovpaiovs, dev VIPEAV AVETOVUNTES EVEPYELEG GTNV TPO- KL LETAYEVVITIKY avamTtuén o€
ovotpatikég ekBécels (AUC) Tov entkpatodvtog KUKAOQopouvTog petaforitn tov remdesivir
(GS-441524), ot omoieg Ntav mapdpoteg pe v £kbeon otovg avOpdmovg oty RHD.

6. D®APMAKEYTIKEX TIAHPO®OPIEX

6.1 Koartdhroyog ekdoyomv

Natprovyo covkpoBovtviaidepikd betadex

Ydpoyrmptkd o0& (yo tpocappoyr} tov pH) (E507)

Natpiov v3po&eidio (Yo mpocsappoyn tov pH) (E524)

6.2 AcvpBatoTnreg

AVTO TO PUPUOKEVTIKO TPOTOV OEV TPETEL VOL OVALLELYVIETOL 1| VOL YOPNYELTOL TOVTOYPOVE pE GARaL
QUPUOKEVTIKE TPOTIOVTOL GTNV 15100 OTOKAELGTIKT YPOULT EKTOG QVTAV TOV OVOPEPOVTAL GTNV
mapdypapo 6.6.

6.3 Awgpkero {ong

Kheotd @roAidio

4 ypovia

AvooLeTOUEVO Kot 0poi®uEVo StiAvpo Tpog Eyyuon

DovrGETe To apatmpévo didvpa Tpog Eyyvon remdesivir g kat 24 dpeg oe Heppokpocio KaTtm Tov
25°C 11 48 mdpeg oto yoyeio (Beppokpacia 2°C — 8°C).

6.4 Idwitepeg mpouraterg kotd T OLAEN TOV TPOidVTOG
Aev VAP oLV WBUTEPES TPOPLAAEELS Yol TN GUAEN.

I Tig GLVONKEG SLTHPNONG HETA TNV AVAGVGTOCT KOL THV 0PAidGT) TOV QOPUUKEVTIKOD TPOIOVTOG,
BA. mapdypapo 6.3.
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6.5 ®@Vo1 Kol GVOTAUTIKA TOV TEPLEKT)

Tomov I, d1dpavo, Yodivo eraAidio, e EL0CTOHEPES KAEIGLLO KoL GOPEYLET) AAOVULVIOL e
OTOCTIMOUEVO KATAKL.

Méyebog cvokevosiog: 1 uuAido
6.6 Idwitepeg mpoLLAEELS amOpPLYNGS KoL GALOG XEPLONOS

ITpoetodoTe To dLAvpe TPOG £yXVOT VIO AoNTTeg GLVONKEG TNV Ot Npépa pe T xopynon. To
remdesivir o mpénet vo embempeital OTTIKG Y100 GOUATISWL Kot OTOYPOUATIGHO TPV omd TN
KOPNYNOT, OMOTE TO EMTPENEL TO SIGAVLLOL KOl O TEPLEKTNG. 1€ TEPITTMON TOL ToPaLTnpNOet
onolodNmote and To 300, T0 ddAvpa Ba Tpénetl va amoppebei kot Ba Tpénet va mpoeTolacTel VEo
StéAvpo.

To remdesivir mpénet vo. avacvotivetat pe 19 mL oteipov HEATOG Yo EVEGILA KOL 1) 0paimoT TPETEL
va yivetot og evéatpo dtavpo yhwptovyov vatpiov 9 mg/mL (0,9%) mpwv amd ™ yopnynon pe
evOoPAEPLa £yyvom didpketag 30 Emg 120 Aemtdv.

Iopaockevn Tov remdesivir SleAdULOTOG TPOG EyYVON

Avociotaon

Agapéote Tov amopaitnto apldpud eradiov(wv) piog ypioewg amd tov xdpo eOAuENG. I'o kdbe

PLaAidio:

X Ipaypatomromote Gonatn ovacHeTact Tov remdesivir KOvig Yo TuKVO GKEVUGLLOL Yot
TOPACKELT) SAVHOTOG TTPOG Eyyvon mpocbétovag 19 mL cteipov HIATOG Yo EVESLLAL,
APNOLOTOLOVTOS GVPLYYa Kat Bekdva KaTdAANLoL peyEBoug ovd eLaAidlo Kot eloaydyete
Beldva 6TO KEVTPO TOL TOUATOG ELGYMDPNGNG TOV PLOALSIOL.

° Amoppiyte T0 LOAId0 £GV TO KeVO dev TP TO GTEPO VWP Yol EVEGLUA LEGE GTO
QLHAiSI0.
X XpNoYOTOWOTE HOVO GTEIPO VIMP Y10l EVESILA Y10 TNV AVOCVOTACT| TG KOVE®G remdesivir.

X

Avokwnote apéoms 1o eLoAidio yio 30 devtepdrenta.

X A@noTte T0 TEPLEYOLEVO TOV PraAdiov va kKabildvet yio 2 £mg 3 Aemtd. Oo mpémet vo TpoKkOYEL
£vaL O1aQavo SLAAV L.

X Eav ta mepleydpeva tov graidiov dev dtodbOnkav mAnpug, avakiviote Eova to goridio yio
30 devtepdrenta Kot aProTe TO TEPLEXOHEVE Vv Kabldvouy Yo 2 €mg 3 Aemtd. Emavaidafete
VT TN SdIKaGio avALoYOL LE TIG avayKes HEXPL v SlodAvBody TApmS Ta Tepteydpeve Tov
Qradiov.

X Embeopnote 1o groidio yo vo Stacpolicete 0Tt To KAEIGLHO TOL TEPEKTN dev £xeL
EAOTTOUOTOL KO OTL TO SLAAVLLOL OEV EYEL COUATIOW0L.

X ApoidoTe ApUECMG HETA TV 0VOGOOTOGCT.

Apoiwon

Amarteiton Tpocoyn Yo TV TPOANYT aKkoDoL0G pikpoPiakic porvveng. Kabmg 1o cuykekpipévo
TPOTOV deV MEPEYEL CLVTNPNTIKO 1) PAKTNPLOCTATIKO TAPAYOVTEL, TPETEL VOL YPNCHLOTOLEITAL Ao
TEYVIKT KATA TNV TUPUCKELT] TOV TEMKOD TOPEVTIEPIKOV SOAVUATOG. ZVVIGTATAL 1] XOPNYNOT| AUECMG
UETE TNV TOPACKELY, OTAV £ivar Suvato.

Evijlikeg kou woudioapikoi aoOeveis (Papovg tovldyiarov 40 kg)

X Xpnowomowdvrag tov Ilivaxa 13, 1pocdiopicte Tov GYKO TOV EVEGLLOL SLEADLATOS YAMPLODYOVL
vatpiov 9 mg/mL (0,9%) mov Bo amocvpbel amd Tov acKd £yxvone.
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Mivekag 13:

ZUVICTOUEVES 001 YiES 0paimons — AvacvoTapév KOvig remdesivir yuo Tokvo
OKEVUOLO, Y10, TAPUCKELY] SLOADIATOS TPOS £y Von

‘Oykog aocko? £yyvong ‘Oykog Tpog amHGVPoN KL
Adon AAOPLOVYOV VaTPiov anéppyYn 06 TOV UGKO Amartodpevog 6yKog
remdesivir 9 mg/mL (0,9%) mtpog £yyvong yhoprovyov avacvotapévov remdesivir
xpion vartpiov 9 mg/mL (0,9%)
200 mg 250 mL 40 mL 2 x 20 mL
(2 puaAidio) 100 mL 40 mL 2 x20mL
100 mg 250 mL 20 mL 20 mL
(1 puaAidio) 100 mL 20 mL 20 mL

YHMEIQXH: Ta 100 mL 0o npénet vo mapapévouy g emAoyh yio Toug aobeveis pe cofapd TEPLOpPIGUO VYPOV, TT.Y. HE
ARDS 1 veppik1] avendpkeio.

X Amochpete Kot anoppiyTe TOV OTALTOVUEVO OYKO YAmPlovyoL vatpiov 9 mg/mL and tov ackd
XPNOHOTOLOVTOG GOPtyyo Kot Beddva kKatdiinlov peyédovg copewva pe tov Iivaxo 13.
X ATOGUPETE TOV ATUITOVEVO OYKO OVOGLGTOUEVOL remdesivir YprnoLLonoldvTog GuPLYYo.

KatdAAniov peyéBoug copgavo pe tov Ilivaka 13. Amoppiyte ToxdV oxpnoionoinTo T
OV TAPAUEVEL GTO PLaAido Tov remdesivir.

X MeTapéPETE TOV ATOULTOVUEVO OYKO OVOGLGTAUEVOD remdesivir 6ToV EMAEYUEVO 0OKO £YYVoNG.

X Avootpéyete e Neg KAoelg Tov aokd 20 @opég Yo var avopeiete o SIIAVHO GTOV AGKO.
Mnyv avokuveite.

X To napackevacpévo ddivpa eivar otabdepo yio 24 dpeg o Beppokpacio dopatiov (20°C £mg
25°C) 1 48 wpeg ot0 Yoyeio (otovg 2°C €ag 8°C).

Houdrozpixoi aobeveic (nhixiog toviayiorov 4 gfidouddwy kot fapovg tovidyiarov 3 kg éwg kdtw twv

40 kg)

X Apardote TepatEPm To TVkVO okevacpo remdesivir 100 mg/20 mL (5 mg/mL) og ctabepn
ovykévipmwon 1,25 mg/mL ypnoyonoidviag yAoptovyo vatpo 0,9%.

X O cuvolikog amartovpevog 6yKog £yyvong 1,25 mg/mL dtodvpatog Tpog Eyyvon remdesivir
vroloyiletat amd To ToUSOTPIKE S0GOA0YIKA Gyfpata Pacet Bapovg 5 mg/kg yio ) d6om
gpodov kat 2,5 mg/kg yia kdbe d60m cuvtypnong.

X I ™ yopriynon oe modrotpikovg acbeveis Oo mpénet va ypnopomotodvrat pkpot aokol
£yyvong yAmptovyov vatpiov 0,9% (m.y. 25, 50 1 100 mL) 1 cVpryya katddiniov peyébovs. H
GLVIGTMEVT 00N yopnyeitar pécm ED £yyvong oe cuvolikd 6yko mov e€optdton omd T doom,
Y10 Vo TPOKVYEL 1) GTOYELOLEVT GLYKEVTpwon remdesivir 1,25 mg/mL.

X T ™ xopfiynon dykov < 50 mL pmopei va ypnopomomdei cOpryya.

Motig ohokinpwBei 1 Eyyvon, ekmAdvete pe tovAdyiotov 30 mL Sreddpatog YAmprovyov vatpiov
9 mg/mL.

Amoppryn

Kébe axpnoiponointo gappokentiicd mpoidv 1 VITOAEYLLO TPETEL VOL OTOPPITTETOL COLPMVA LLE TIG
KOTA TOTOVG 1GYVOVGEG GYETIKEG OLTAEELC.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX

Gilead Sciences Ireland UC

Carrigtohill

County Cork, T45 DP77
Iphavdio
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8. API®OMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1459/002

9. HMEPOMHNIA TPQTHX Er'KPIXHX/ANANEQXHY THX AAEIAX
Hpepopunvia mpdtng éykpiong: 03 Ioviiov 2020

Hpepounvia tekevtaiog avavémong: 12 Arpiiiov 2022

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

10/2023

Aentopepeic TANPoPopies Yo TO TOPOV PUPLAKEVTIKO TPOTIOV eivart SL0OECIUES GTOV SIKTVOKO TOTO
tov Evponaikov Opyaviopot dapudxkev: http://www.ema.europa.eu.
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pectrace

efditoren pivoxil m

[la ) Oeparreia
TWV AOIWEEWV TOU avamveueTIKoU?

=\ D ,.4%\

12

NPEX

KT

Spectracef

jtoren pivoxil e
400 mg

rkoAUpEva s ASTTTS UpEvI0 B1oKia

Spectracef
F.C. TAB. 400 mg/BTx 10

Spectracef

200 mg

AUV e ASTTS U BOKG

Spectracef
F.C. 1AB.200 mg/BTx 20

la nepiocdTepe mMAnpogopieg ameubuvBsite oTo 1atpikd Tppa tng GAPAN ABEE. ‘"'Ak
BonBoTe va yivouv Ta pdppaka o ao@aAf ka1 Nepinyn Xapakmpionikidv Mpaidvrog i FARAN
Avagépere: BIBAIOTPAOIA
OAEZ Tig avrrrlOupn"rEg ERCRYEIEGIVIM 1. Nepidnyn wv Xapakmpiotikav Tou Mpoidvrog Spectracef, EOO 7-5-2021.
OAA Ta pdpHaKa KAK Spectracef®: OAPAN ABEE
ZupmAnpwvovrag TNV «KITPINH KAPTA» Xopnyeitat pe artiohoynuévn eid1kr ovvayr, ¢ opevn eni Stetia. Axaiag 5 & Tpot{nviag, 145 64 N. Kngiord, Aruikn
SPECTRACEF F.CTAB.400mg /BT x 10,A.T. 33,38 € +TnA.:210 6254175 « Fax: 210 6254190

Oappakosmaypumvnon Tnh.: 210 6254175, 210 9960971 SPECTRACEF F.CTAB.200mg /BT x 20,A.T.32,39 € « Email: faran@faran.gr - www.faran.gr
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pectrace

efditoren pivoxil m

MEPIAHYWH TQN XAPAKTHPIZTIKQN TOY POIONTOX

1. ONOMA TOY ®APMAKEYTIKOY MPOIONTOX: Spectracef 200mg emka\uppéva pie Aemto
upévio Slokia. Spectracef 400mg emkalvppéva e Aemtd upévio Siokia. 2. MOIOTIKH KAl
NOXOTIKH XYITAZH: Spectracef 200 mg emkaAuyipiéva e Aemtd upiévio diokia: Kabe emkahuppiévo
e hemto upévio Slokio mepiéxet 200 mg cefditoren mou 1oduvapei e 245,1 mg cefditoren pivoxil.
Spectracef 400 mq emkalvpyéva pe Aemté vévio diakia: Kabe emkahupipévo pe Aemtd upiévio Siokio
Tepiéyel 400 mg cefditoren mou woduvayei pe 490,2 mg cefditoren pivoxil. ExSoyo pe ywotr
dpdon: 26,2 mq vatpiou (sodium) avd diokio. Na tov mifpn katdhoyo Twv exdoywy, PAéme
napdypago 6.1. 3. OGAPMAKOTEXNIKH MOP®H: Emkahupipévo pe Aemto upiévio dlokio. Aeukd
dlokio eNhenpoerdol oipatog mou éel TUMWHEVO TNV pia TAeUpd e HmAe peNdvt To AoyoTumo
“TMF". 4. KAINIKEZ TAHPOOOPIEL: 4.1 Ogpamsutikéq evdeifeic: To Spectracef evdeikvutat
yia v Bepaneia Twv napakdtw AopwEewv mov mpokaholvial ané evaioBToug oTo Qappako
Jikpoopyaviopols (BAéme mapaypago 5.1 Qappakoduvapikée 1biTTeq): « Ofeia papuyyinda/
apuydahitda « O&eia typopitida « Napo€ivaelg ypdviag Bpoyxinidag « Hmag éwg pérpiag apimnrag
Tvevpovia g kowotntag « M emmheypéves hopwEerc déppatog kat deppatikayv Sopdy, onwg
Kkuttapfuda, empolvopiéva Tpadpata, anootipata, Bulakitida, poluopatiko knpio kat dodivec.
Mpénet va hapBavovtat umoyn ot emionyieg odnyieg mou a¢opouv oty katdAnhn xpncn v

pewbef otav 1 cefditoren yopnyeitat ae aoBeveic pe ofeia 1y xpovia, pétpla éwg coBapr) veppiki
QVEMAPKELD, €101 OTe va amopeuyBolv mBavég kAIVIKEG ouvémELeg, Omwg omacjiof (BAéMe mapaypago
4.2). Otkepahoaropiveg mpénet va xopn yolviat e poao} o€ aoBeveic mov AapBdvouy auyxpovg
Bepameia e veppoTodIké dpacTikég ouoieq, Omwg apwvoyukooideg 1 1oyupd dloupnTikd (6mwg
@oupoaeNidn), kabig autoi ol cuvduacol popei va éyouv avemBupNTeG GpAgEl oTn VEPPIKY
\ermoupyia kat € ouv ouoyeTioTel e wiotokotna. Mapatetapévn xprion cefditoren pmopei va éyet
w¢anoTéNeaia TV abénon avBEKTIKGV UIKpoopyaviopwy, omwg Enterococci kat Candidaspp.. Katan
didpketa T Bepaneiac e kepahoomopivee, Hmopei va ejipaviotel Heiwon TG SpaotnpioTTag e
ipoBpopBivng. Ma auté To Adyo, o xpévoc mpoBpopBivng Mpénet va eNéyyetat ae aoBeveic upnol
KkwdOvou, omwg eivat ot aoBeveic pe vegpikn 1 nratik avendpkela 1 acBeveic mou AapBdvouy
avrmnkiky aywy. H xopriynon mpogappdkwy mov anodidowv pivalate, éxel ouoeTiotel pe T
Heiwon Twv ouykevTpwoewy kapvitivig oto mdopa. Mapdha autd, Kiviké dokipiéc éetav 6Tt kaplia
KAwikr) enibpaon amd T peiwon e kapyrivng dev ayetiabnke pe T xoprynon cefditoren pivoxil. To
emkahuppévo e Aeto upiévio Slokio Spectracef 200 mg mepiéyet Ayotepo and 1 mmol (23 mg)
vatpiov avd diokio, SnAadi ouolaoTik elvat «ehelBepo vatpioun. To emKkaNuppIévo pe Aemtd vpiévio
dlokio Spectracef 400 mg mepiéxel 26,2 mg vatpiov avd diokio, 100dbvapo pe To 1,3% ¢

avtipkpoBlaky pappdkwy. 4.2 Aocoloyia Kat Tpomog Xopiynon pevn doon
eapratat and v coapdtnta T Aofwéng, T yevikn Katdataon Tou aoevou Kat Toug ev 6uvapa
eumhekopevoug pikpoopyaviopoc. Aogodoyia: Evijhikes kar épnpor (Gvw Twv 12 ev): « Ofeia
gapuyyitida/ apuydahinda: 200 mg cefditoren kdBe 12 wpec yia 10 nuépec. - O&eia ypopimda: 200
mg cefditoren kae 12 dpeg yia 10 népec. « MapoSivaeig xpoviag poyyitidac: 200 mg cefditoren
KdBe 12 wpeq yia 5 npiépec. « Mveupiovia g kowoTntac: — 2e fmeg mepimtaaeig: 200 mg cefditoren
KkaBe 12 wpeg yia 14 nuépec. — Xe pétpleg mepimaaeic: 400 mq cefditoren kdbe 12 wpeg yia 14
npépec. « Mn emmheypévec Mopiselc déppatog kat Seppartikic Soprc: 200 mg cefditoren kdde 12
opeg yia 10 npépes. Madiatpikds mnBuaud: To Spectracef Gev ovviotdtat yia xprion o€ naibid
nhikiag kétw Twv 12 erov. H euneipia ota madld eivar mepoptopévn. Hhikiwpévor: Ytoug
nhikiwpévoug aoBeveic Sev amareftar mpooappoyr TG dogoloyiag ekTdg and Ti MEPIMTWOEL Tou
undpyel Bapeld vegpiki f/xat nratiki avendpkela. Neppikrj avendprela: Aev xperaletat mpooappioy
¢ 660n¢ yia aoBeveic e fima veppiki] avendpkela. L& aobeveic e PETpla VeppIKI) avendpkela
(kdBapon kpearwivng 30-50 mi/min) n ohiki nuepriota doon dev mpénet va Eenepvd ta 200 mg
cefditoren kéBe 12 kpec. e aoBeveic jie Bapeid veppikr avendpkela (kaBapon kpeativng < 30 mi/
min) ovviotdtar epdnag d6on 200 mg cefditoren pia opd npepnoiwe. Aev éyel kaBoplotei n
ouviotopevn 0o yla aoBeveic mov vmoBdMovtat oe ayokdBapon (BAéme mapaypdpoug 4.4
[6taitepec mpoeidonooelg kat Mpo@UAGEELC kata T xprAon kat 5.2 GapHakoKVTIKEG 1BIOTNTEG).
Hraukrj avendprela: Aev amartefat mpooappoyr g S6on¢ yia aoBeveic e fma nratiki avendpkeia
(Child-Pugh A) éwc pérpia nratik avendpketa (Child-Pugh B). Ze mepimwon Bapeids avendpketag
(Child-Pugh C) 6ev undpyouv Slabéotyia SeSopéva mou Ba enétpemav Tov kabopiopd GUVITTOHEVNG
doang (Bhéme napaypago 5.2 Dappakokwntikég 16TTES). Tpdrog xopriynong: Ta diokia mpénel va
Katanivovtat o\okAnpa, fie apketr moodtnta vepou. Ta dlokia mpémet va hapBavovtat e 1pogn. 4.3
Avevdei€eig: Ynepevaiobnoia ot Spaotikr ouoia, oe onotadimote AMn Kepahoomopivy 1 o€
Kdmoto and Ta ékSoxa mou avagépovtal oty mapdypago 6.1. fa aoBeveic pe unepevaiobnoia oty
kadelvn mpémel va avagepBel 0TI TO QAPHAKEUTIKO Tpoiov Mepiéel kadgivikd vatplo (sodium
caseinate). « lponyoUpevn dpeon f/kai coBapr avtidpaon unepevatoBnoiag oe mevikinivy 1) o€
onoladinote dAn Spactik ovoia Tomou B-haktdunc. « Omw¢ kat Ta GMa okevdopata mou
anodidouy pivalate,  cefditoren pivoxil avtevdeikvutal otig mepimoelq TpwTonaBol avenapkelag
kapvitivnc. 4.4 Eidikéq mpogidomoroeig Kat mpouldgeig katd m xprion: Mpw v évapén
aywyri pe cefditoren, mpémet va yivel mpodekTIKY e5€Taon yia va Stevkpwiotel eav o aoBeviig xel
LOTOPIKO TPONYOUHEVWY QVTISPATEWY UTTE] \oiag oe cefditoren, pivec, mevikihiveg Iy
Mg B-haktapikéc Spactikég ouotec. H cefditoren mpémet va xopnyeitat pe mpocoy oe acBeveic mou
£ouv Tapouoldae! omotadrmoTe G avtidpaon unepevatobnoiag o mevikikivy 1 o€ omotadrmote
aMn Spaotikiy ovsia Tomou B-Aaktapne. Atdppola oxetilopevn pe avtiplotikd, koMTda kat
YevdopenBpavadng kohitida éxouv avapepBei e T yprion T cefditoren. Autég ot Slayvwoelg
Tipémet va AngBoty undyn av kdnotog aoBevig epgavioel Siappota katd T Sidpketa i Myo petd
Bepancia. H yoprynon cefditoren mpénetva Siakonei av soBapr f/kai apatnpr Sippoia epgaviotet
Katd T Sidpkela G aywyAc kat mpénet va Eekivijoel katdMnhn Bepaneia. H cefditoren mpénet va
XOpNYeital {e TipoooyT} 0 aoBeveic e 10TopIKd MponyoUHEVIG YaoTPEVTEPIKTlG voaou, (Blaftepa
KkohfTI6ag. 2& aoBeveic jie pérpla éwg ooBapr veppiki| VedpKela o puBoG kai n éktaon TG ékBeang
ae cefditoren auéavovrar (BAéne napdypago 5.2). la to Adyo auté, n okikij npeprata doon mpénetva

wotopevng and tov MOY péylotng nuepriotag npoc)\anc v 2 g ya éav evihika.
4.5 ANnemdpa pe dalha  @ap mpoiovta Kat dAAeC popq)s(
ahhnhenid Avtidéiva: Tuyxopiiynon aviid&vwy oKeUaoATwY TIou TEPIEKOLY Ldpogeidio
Tou payvnatou kat udpoéeidio Tou apyihiov kat cefditoren pivoxil e Tpogn mpokaeoe peiwon ot
(.., Katomv AUC g cefditoren katd 14% kat 11% avtiotoiya. Juviotéat va napepBaetar éva
Xpovikd Sidotnyia 2 wpiv petagh T yopiiynong aviib§wwy kat cefditoren pivoxil. Aviaywviotég H -
umodoyéwv: H Tautdxpovn Yopiynon gapotidivng evbohepiwg kar cefditoren pivoxil amo tou
oTopato npoxaheoe pua peiwon otn € katoty AUCTG cefditoren katd 27% ka1 22%, avtiotoia.
Ma aud To Aéyo 6ev ouviotdtar n Tautdxpovy xopiiynon cefditoren pivoxil kar aviaywviotav H -
unodoyéwv. MpoPeveaidn: H auyyopriynon mpopeveaidng kat cefditoren pivoxil peivet Ty veppkn
anéxkplon e cefditoren, odnywvrac ae abgnon 49% ot €, 122% otnv AUC kat 53% oto xpévo
nioetaq (wric g anoBolrc. Ard Tov atduatog avriguMamrikd: H yopriynon cefditoren pivoxil Sev
HETEBaNe TIC QapaKOKWATIKES 1BIOTATEG TOU Ao TOU OTOPATOG XOpNYOUHEVOU avTIGUNNTTIKOU
aBvulototpadidhng. H cefditoren pivoxil pmopei va AgBei tautdypova pe Toug ouvduacpiolg
QVTICUNNTTTIKGY  YOpNyoUpevWwY  amb  Tou  0TpaTog Tiou nep\sxouv mewuhompa&o)\n
AMnAemdpdoeis papuakevtkdv  mpoidviwy / epyaotnp il 2 01 keg piveg
Jmopobv va mpokahéaovy Peudi Betiko anotéheapia oty apteon aviidpaon Coombs, mou propeiva
empedoel T Sokipacia Slaotabpwong Tou aijiatoc. « Yevdr Betikd anotehéopiata yAuKG(nG oTa
oUpa pmopei va epgaviatodv dtav xpnatonotnBoly Sokipacieg mov BaiCovtat oty avaywyr Tou
Xakov. Autd Sev oupBaiver av xpnotpomoinBotv Sokipaoieg mou PaciCovrar ae éviupia. « Yevdéc
apVNTIKO aMOTENEOYa PTopei va Tiap: {0t 016n 0o Sokipacia yta g PIONO TG
YAukd{ne oto mdoia i} oo ohiko aia. MpoTeivetat n xpnotpomoinon Twv Sokipaciwy g oeidaong
1 ¢ eSwkvdong TG YAukodng yia Tov mpoodiopiopid g yAuk6dng oto oMikd aijia/mdopia Twv
aoBeviv mou hapBavouy cefditoren pivoxil. 4.6 Tovipdtnra, kinon kat yahouyia: Kinon:
Mehétec ae (wa Sev umodetkvbouy dpeoeq 1 éupeoeg BAAMTIKEG EMOPATELC 0TV EyKUHOODVN, 0TIV
avdrmuén Tou epPplou, oToV TOKETO 1 0T petayewvnik avammuén (BAéme 5.3). Aev undpyouv
emapki} Sedopiéva and T xprion g cefditoren pivoxil oe éykueg yuvaikec. plagudc: Aev undpyouy
emapk} dedoiéva oyeTika pe v mapouaia g cefditoren pivoxil ato pnTpiké ydha. fa auté o Aoyo,
n xopq\moq TOU Spedra(ef Sev ouvmmm Katd v didpketa Tov Bnhacpol. 4.7 Emdpdoeic oy
1C Kat Yeipiop d To Spectracef el pkpr 1 pétpla
emépacn oty lK otnta oénchnc Kat yeipiopol pnavnpdtwy. H cefditoren pivoxil pnopei va
mpokahéoet (dAn katvrvndia (BX. mapaypago 4.8). 4.8 AvemBupnteq evépyetec: Mepinou 6000
aoBeveic, katd v Sidpkela KAIK®V peheta, éhapav cefditoren efte 200 mg ite 400 mg SU0 popég
nHepnaiwg éwg kat 14 népec. Mepimou To 24% Twv aoBeviv avépepav ToukdyioTov pia avemBopnTy
evépyewa. Aakom g Bepaneiag wg amotéleopa avemBOINTWY EVEPYELDY TIAPOUOIAOTNKE OF
1000070 2,6% Twv aoBevev. Ot ouyvotepa epgaviCopeves avemBOpnTeC evépyeleg ftav Slatapayéc
TOU YAOTPEVTEPIKOU OUOTAATOC. JTIG TEPIGOOTEPEC HENETEG, ENaviaTnKe Bdppola G€ MEPIOOOTEPO
an6 o 10% Tou cuvohou Twv acBevay kat fjtav ovyvetepn pe Ta 400 mg and ot pie Ta 200 mg So
gopéc nuepnoiwg. Ot mapatnpnBeioeg avemBUpNTeC evépyetec mou avapépBnkav efte katd
B1dpKela KMVIKOY SOKIHGV &fTe PeTd TV KukAopopia Tou apHaKou, TEPypApovTal TNV OUVENE:
Evtdg kdBe katnyopiag ouyvotntac ejgaviong, or avembupunTeq evépyeleq mapatibevial katd
@bivouaa oeipd cofapdtnTag.




avanapaywykol oUOTAUATOC
KA1 TWV JaoTev

puong, upoppayia, otk
duokemoupyia

Kamyopia / Opydvou Mohv ouyvég ) Tuyvég Opn ‘01 ougvég opn Imavieg Opy Ayvwotec (8ev pmopouv
Zuotipatog EVEPYELEC EVEYELEC EVEpYELEC EVEpYELEC va ektipnBodv amd ta
(=1/10) (=1/100,<1/10) (=1/1.000, <1/100) (=1/10.000, <1/1.000) S1aBéo1pa otoxeia)
Mapakhviké e€etaaeic Nevomevia, au§npévn ALT Maparetapévog ypovo migng, | Meiwon kapvitivng opod
avénpévo AST, auénpévn
ahkahikr} guopatdon,
NeUKWpATVOUPIa, HEIpEVOC
Xpovoc BpopBomhaativig,
avénpévn LDH kat avénpévn
KpeaTvivn
Kapdiakéc Slatapayés Kohmikr) pappapuyr, kapiaki
QavendpKela, GuyKomTIKi kpion,
Tayukapdia, KoMaKEG EKTaKTeq
oumo)\sc
Mwaapayéc Tov aiponomtixod OpopBokuttapwon, Aevkomevia | H 0 a, Tapapia
Ka1ToV AejiIkol ouoTraTog BpopPokuttomevia, mpo)\mm
avayia, AeppadevondBeia
Miatapayég Tov veupikol Kepahalyia Nevptotnra, (dhn, abmvia, Avnoia, aouvépyta, umeprovia,
ouoTrpatog umvnhig, Slatapayéc imvou vy, Tpopog
OpBahpikés diatapayéc AuBhuwnia, opBadpik
Slatapayf, movog Tou ogBakpod,
Bhegapitida
Miatapayég Tov wTog kai tou Eppoéc
aBupivou
Muatapayég Tou Oapuyyiuda, pwitida, AdBpa Hwowopikr nveupiovia,
QVanveuoTkoD OUOTAHATOG, TapappuokoAniTida Sldpeon mveuplovia
Tou Bopaka Kal Tou
g00Bwpakiou
Muatapayég Tou Aidppota Nauria, kothiakd @yog, Suomeia | Avokothidtnta, petewpiopiog, toparinda, oTopaTKG
YaOTPEVTEPIKOU OUOTAHATOC £eTog, Kavivtiaon Tou \kn, atoppayikr kohitida,
OTOHaTOG, £pUYEC, EnpoaToia, | ehkwdng kohitida, ayloppayia
duoyevoia ToU yaoTpevTEpIKoD owhiva,
Yhwooftida, Aouyyac,
duoypwpiatiopévn y\wooa
Miatapayéq Twv veppav kat Avooupia, movog ot veppikr Ogeia vegpiki) avendpxela
TWV 0UPOPOPV 05KV XWpa, veppiida, vuktoupia,
ToAvoupia, akpdrela,
evkwpatvoupia
Muaapayéc Tov Séppatog kat E€avBnpa, kvnopo, kvidwon Axpn, ahwnekia, éepa, 20vbpoyio Stevens Johnson,
ToU LTToS6pIOV 1TOY anogohdwrikr depparinida, TIONUpOpQo EpUBNHIa, TOSIKN
£pmnc amag, avtidpaon EemOeppiIki] vekpohuon
QuToevaloBnaiag
Muatapayég Tou Muaryia
JU0OKENETIKOU OUOTI AT,
ToU OUVBETIKOD 10TOD Kat
TWV 00TV
Muatapayéc Tov petapohiapion Avopeia Agquddtwon, unepylukarpia,
Kartne Bpéyng unokahiaipia, ronpwreivaiia
NoyaEe kai mapactaioel; Kohmr) kavtwvtiaon Muknriaon Oupohoipwén, kohtida
oyenCopevn pe Clostridium
difficile
Ayyeiakéc Slatapayéc OpBooranikd unétaon
evikéc Slatapayég kat Mupetdg, eEaoBévian, dhyog, Kakoopia oopato, piyn
Kataotdoel Trg odol epibpwon
| xopiynong
Muatapayég Tou Avaguhaktik katamingia,
avooomounTIkoD ouoTijiatog 0povooia
Miatapayéc Tov fAnatog at Marapayr nratikic Aetroupyiag | XohepuBpwarpia BAéBn ou fnato, nnattida
TwV XoA@OpwY
Muatapayég Tou Kohnitida, Aevkoppola Maotalyia, Slatapayéc eupnvou

Wuytatpikéc Slatapayég

Avola, anonpoowronoinan,
ouvatoBnpatiki aduvapia,
eupopia, PevdatoBrioel,
Biatapayéc okéyng, avénpévn
Yeverdota oppr

Ot axdhouBeg avemBUpnTe; evépyeteq pmopolv va epgaviotoly, kabuwg éxouv apatnpnBel oe aMeg
Kepahoomopivec: Yohdotaon kai amaotiky avaia. Avagopd mBavohoyolpevwy avemBountwv
evepyetwv: H avagopd mBavoloyolpevwv avemBOpNTwY evepyelv Petd and T yopiiynon ddetag
KukAoQopiag To (pHaKEUTIKOD TipoiovTog elvat onplavriki). Emtpénet T ouveyr) mapakoholBnan e
oxéong opéhouc- Kwéuvou 00 QOPHAKETIKOD npoxowoc Ineftat an6 Toug enayyehyiarieg yeiag va
avagépow Opleveg avemBOpnTeS evépyeteg atov EBvIKG Opyaviopd Gappdkwv
(Meooyeinv 284, GR 15562 Xo)\apyog Aenva Tnh: + 30 213 2040380/337, Da: + 30 210 6549585,
lotéronoc: http://www.eof.gr). 4.9 Ymepdooohoyia: Aev éxet avagepBei nepimwon unepodoloyia
e Spectracef. Yupmopata unepbooohoyiag mou éxouv avagepBet yia ANa avtilotika TG opddag Twv
KepahoomopivaV ivat eykepahikog epeiapiog Tou odnyei o€ omaapiolc. Xe epimtwon unepdocohoyiag,
Tipénet va epapplootef Tuon atopdyou. O aoBeviig mpénmet va mapakohovBeftal MPodeKTIkd Kat va Tou
80Bei n katdMnAn cupmtwaTIk katurootnpiktik aywyr. H cefditoren pivoxil pnopa va aro| paKpqua

Kwdwdg ATC: JO1D D16. Miyavigudc dpdang: H cefditoren aokei v avtiBakmpiakr g dpdon péow
avaotolig TG ovBeong Tou PakTnpiakol KUTTApIKoU ToldHaTg, AGyw TrG ouyyévelag TG je TIg
TIpwTeiveg v ouvdéovTal e T mevikivn (PBPs). Mﬂxawogoz avropric: H Bakmpiaks avnomcq
ot cefditoren pnopef va ogedetar oe éva 1) mepiaadTepoug and Toug akod pnxaviop

« Y8pohuon and B-haktapdoec. H cefditoren pmopei va udpohuBet enapkac and pepiké eupéwg paapatog
B-haktapdoeg (ESBLS) kat and ypwpoowpitka kwdikomomyéva &lupa (AmpC) ta omoia pmopei va
encyovtal 1 va eivat oTaBepd evepyomoinpéva o€ pepika agpopla gram apviTikd Pakmplakd eidn
« Metwpévn ovyyéveta Twv Seapleutimv MpwTeivev e mevikihivg yia Ty cefditoren « Adianepatdtnta
NG e§wiepikric pepBpavng, 1 omoia mepiopiCel Ty mpoopaon g cefditoren oTic Seapteutikés pweiveg
NG mevikiAivng o€ gram apvTikol opyaviapols « Avihieg expori T Spactikic ouoiag. Meptoadtepot
and évav amo Toug mapanave pyaviopod avriotaong pmopel va ouvundpyowy oto idto Bakmplakd
Kutrapo. Avdhoya jie Tov undpyov(vieg) pnyaviopo(olc) avtiotaong, Ta Baktrpta prope va eugavicouy

pepika) péow aipokabapong. 5. OAPMAKOAOTIKEL IAIOTHTEL: 5.1 O il
1otnreg: OappakoBepaneutikr| katnyopia: Kepahoomopiveg Tpitng yewidg Km ouwevs[c ouaec,

b Opevn avioy| o¢ apketd 1 oe oa Ta Gha B-haktapikd avriBloTikd kai/f o€ aviiBaktnplakég

paotiké ovofeg and dMeg katnyopie. Gram apvnTikoi HIKpOOPYaVIoHO! TIoU TIEPIEYOLV ENaYWEVES




XPWHOOWHIAKA Kwdikomonpéveq B-haktapdoes, onwe Enterobacter spp., Serratia spp., Citrobacter spp.
Kat Providentia spp., Ba mipénet va Bewpotvtar avBektikoi atnv cefditoren pivoxil mapdlo T gawopeviky
in vitro evawobnoia. Mépota enineda evaiwbnaiac Ta ovviotdpeva péyiota enfeda twv MIC yia Ty
cefditoren, Ta omoia SlaywpiCouv Toug evaioBrToug piikpoopyavioolg amd Toug HIKPOOPYAVIOHOUC
&vdidpeong evaobnoiag kat Toug pikpoopyaviopol evdidpieong evatobnaiag and Toug aveeKTIkoUg
Jikpoopyaviopol eivat: EuaioBnta <0,5 pg/ml, Avextika >2 pg/ml (1) >1 pg/ml obpgwva pe
Tipoogata kprijpia). O emmohacpég TG eniktTng avioxrc pmopel va motkiNet yia emheypéva eidn
Katd Ty mdpodo Tou Xpovou Kat va e§aptdral and T yewypagiki meptox. lia autd 1o Aoyo, ol TorIkég
Thnpogopieg oxeTika e TV enmwon e aviox elvat emBupntéc, 18laitepa dtav mpoKemal yia aywyr
coapwv howéewv. Omu eivat amapattnTo, Ba mpémet va AapBdveral n Wiy e8IKoD TG TEPITTHOEIS
KaTd TIG OMoieg 1) ENimTwon TG Tomiki¢ avrioTaong eival TETolou HeyBoug ate va Bétetumo apgiopitnon
0 xpnotdtnta trg cefditoren yia T aywyr Toukdyiatov kamotwy AotpiEewy.

ZuviiBn svaiobnra £idn
Aep6Bia Gram Betikd Baktipia

Opdda C kat Gsstreptococci

Staphylococcus aureus evaioBntoc oty methicillin®
Streptococcus agalactiae

Streptococcus pneumoniae **

Streptococcus pyogenes™

Aep6Bia Gram apvntikd Bakrpia

Haemophilus influenzae®

Moraxella catarrhalis*
Avaepopia Bakrpia:
(lostridium perfringes
Peptostreptococccus spp.

0TI¢ BpoyyIKég exkpioel frav To 60% kat To 20% avtiotola Twv cuyKevp@OEwV aTo Mhdopa. Metd
and xopiynon g idtag 86ong ot auykevtpwael T cefditoren ato uypd Twv SeppaTikav PuoahiSwv
fitav 10 40% kat 56% ¢ AUC Tov mhdapatog petd and 8 h kat 12 h avtiototya. Bloueragynuanioudc
[ AnoBori: Metd ano yopriynon noamav S00£wv, ol GappakoKWTIKEG TApApIETpol fTav Mapopoleg
e qutég Tov eNfjpBroav petd ano epdnag yoprynon, Xwpic va aviyveuBel ouoowpeuan papudov.
Ewg 18% g xopnyolpevng Soong cefditoren exkpiverar avaloiwto ota obpa. O xpovog nuicelag
(wri e anoBolrig g cefditoren and To mMdopia Ppioketar petagd 1 h kat 1,5 h. H ohik kdBapon
mov kabopiCerar and T ProdiaBeowiomra elvar mepinou 25-30 L/h, eve) n vegpikr| kdBapon eivar
mepinou 80-90 ml/min. Mehérec pe emonpaopévn cefditoren oe vyiei eBehoviég auvnyopodv 6t To
10 anoppo@oUpievo KAAGHa Tou QappdKo aMopaKkpUVETal 0Ta KOTIpava, €vd To eyaiTepo mogootd
0 xopnyodpevng cefditoren eppaviCetar pe T popgn avevepywv petapohrtav. H cefditoren pivoxil dev
aviyveletat o0Te oTa KoTpava oUte ota oUpa. H moadtnta pivalate anopakpOveTal e veppikr amékkpion
¢ ouCevypévn pivaloylcarnitine. Edikol mnfuguot: @o: Ot pappakokwiTIkéS 1diotnTeg T cefditoren
pivoxil Sev egaviCouv K\wika agloonpleiwteg Slagopéc avayieoa oe Avipeg kat yuvaikeq, Hhkiwpevor:
Ta enineda oto mdopa g cefditoren oe nhikiwjévoug aoBeveic (Avw Twv 65 T6V) ESei§av 6Tt o1 TiéG
(. kat AUC frav upnhotepec katd 26% kat 33% ouykpiTikd pe vewtepoug evijhike, Mlapoha autd,
dev anameftar npooappioyr TG S60NG EKTOG a6 TIC MEPITTHOEIG TG TPOKWPNHEVRG NIATIKAG Kal/f
vegpikiic avendpkelac. Negpikrj avendpkeia: Metd amo yopriynon noMamav ddoewv cefditoren pivoxil
400 mg oe aoBeveic pe pétpla éwc doBapr vegpi avendpketa, 1 fitav 2 popéc katn AUC 2,5 éwg
3 Qopé LPNAGTEP GUYKPITIKA € TIG TIAPATNPOUHEVEC TIHEC TOUS GE (puatohoytkols uyteig efehovég
(BAéne mapdypago 4.2 Aoooyia kar Tpomog yoprynan). Aev undpyouv diaBéata Kvikd dedopiéva
Yia aoBeveic ov umopaNovtal o€ apokdBapon. Hratikrj avendpkea: Le fima éwg petpia (Child-Pough
A wg Child-Pough B) nmatiki} avendpketa perd and yoprynon moMamav d6oewv twv 400mg cefditoren
pivoxil TapouaiaTnKe PKpR AUENON TwV YAPHAKOKVITIKGV APAETPWY OE GUYKPION |1E QUOIONOYIKG
dropa. Aev undpyowv dlaBéota aroiyeia yia aoBeveic pe Baped avendpkeia (Child-Pugh C) (BMéme
napdypago 4.2 Aododoyia ka Tpémog yoprynong). PaguakokvikEd/papuakoduvauikec_oyégec

m éooohoym 200 mng 00 (popéc Nepnaiw, ot GUYKeVTPQOELS oTo TAdaja enépacay TIC eAdyI0TeC

Ein pe eyyevi) aviotaon

Aep6Bia Gram Betikd Baktipia

Enterococcus spp.

Staphylococcus aureus avBextikoc oty methicillin (MRSA)+
Aep6Bia Gram apvntikd Baktrpia

Acinetobacter baumanii
Pseudomonas aeruginosa
Avaepopia Bakrpia:
Bacteroides fragilis group
Clostridium difficile

A

Chlamydia spp.
Mycoplasma spp.
Legionella spp.

+ Ot MRSA éyet enikrntn avriotaon oti¢ kepahooTiopiveg ahhd mepihapiBavovral e56) yia evkohia

* AnodefyBrike KVIKr) amoTENeopaTIKOTIYTA TV EUCiOBITWV HIKPOOPYAVIGH®V OTIC EYKEKDIIEVEC EVEISELC.
* Kanota otehéyn ta ooia mapouatalowy upnhj avriotaon otnv mevik\iviy propei va mapouatalow
pelwpévn evaobnoia oy cefditoren. Ta ateAéxn mou epipaviouy avtoyr atn cefotaxime kat ceftriaxone
dev Ba mpénetva Bewpolval evaiobita oty cefditoren.

5.2 Oappakokwnikég 11otnec: Amoppdenon: Metd ano otopatog yoprynan, n cefditoren pivoxil
anoppopatal amo To YaoTPevTEPIKd aloTnpa Kat udpohvetar ae cefditoren e v dpdon eatepacav.
H anohutn Brodiabeayétta T and Tov oTopatog yopnyoUpevng cefditoren eivat mepimov 15-20%.
H napousia payntod ato yaotpevtepikd owhiva auéavel T anoppognan g cefditoren pivoxil, pe
péq €, kat AUC katd mepinov 50% kat 70% uipnétepec uykpmikd pe T ouviikes vioteiac. Mia
86on wv 200 mg yopnyodpev pe Toogr odnyel ot C - 2,609/ml petd and 2,5 h nepinov, &vo
Yopiiynan iac 8don 400mg 8ivet pa péon i € 4, Jpg/ml, n omoia entruyaverat perd and my iba
Xpovikr) mepiodo. Katavouurf: H cefditoren ouvdéetar e Tig pwTeiveg Tov Midopiarog oe Togootd 88%.
0 dykog Katavoprig ot oTaBeporoinpiév katdotaon Sev Slagépel onuavTika and Tov uroAoyiCopevo
JeTd and yopriynon piag epamag S6ong Kat efvat oKeTIKG avesapTTog and To Togd TG YopnyoUpevng
60n (40-65 Mtpa). Merd amo egdnag yopriynon 400 mg,  Sieioduan atov Bpoyyikd BAewoyovo kat

yKevipwoei (IC,) yia tnv Moraxella catarthalis, Haemophilus influenzae, Streptococcus
Ppyogenes kal Ta evaiodita omy nswxwm aTeNéyn Tov Streptococcus pneumoniae TOUNGYOTOV Katd
50% Tov pecodiaotrpatog Twv S6cewv. H 66an Twv 400 mg dbo gopéc npepnoiw, Mapéxel eniong
&vav nmpooBeto ypovo mavew and TV ENAYIoT avaoTalTIKI} GUYKEVTpWON oy elvat enapkiic yia va
Eenepdoet v MIC,, yia Tov avBexud ot mevikiNivn Streptoco 53 Np
Sedopiéva yia Tnv aoq)a)\slu Ta pn Khvika Sedopiéva dev amokahimTouy 18laitepo kivSuvo yla Tov
AvBpwro e Bdon Ti aupBarikéc pehéteg pappakodoyikic aopahetag, TodikdtTag emavahapBavipevay
860wV, YOVOTOIKGTITAG Kal TOEIKGTITAC 0TV avamapaywyIKij kavotra. Aev égouv mpaypatonolnBei
JeNéteg Biepetvnang evdeyopevng kapkivoydvou Spdang g cefditoren pivoxil. 6. ®APMAKEYTIKEZ
NAHPO®OPIEL: 6.1 Katdoyog exkdoywv: /Tupijvac: Sodium caseinate, sodium croscarmellose,
mannitol E421, sodium tripolyphosphate, magnesium stearate. Emkdtvyn diokiov: Opadry Y-1-7000
o epiéyet: Hypromellose, titanium dioxide E171, macrogol 400, carnauba wax. Meddvi extiimwans
OPACODE S-1-20986 ume mov mepiéyet: Shellac glaze, brilliant blue lacquer titanium dioxide E171,
propylene glycol, concentrated ammonia solution. 6.2 AcupBatotnrec: Aev epappdletal
6.3 Mdpkera {wii: 3 xpovia. 6.4 181aitepe mpoguhagec katd v @UAagn Tov mpoidvtog:
Mn quhdooete oe Beppiokpacia peyalitepn Twv 30° C. Na guhdaoetat oty apiki auokevaoia.
6.5 ®oon ka1 cuoTatikd Tov mepiéktn: Kupéhes (blisters) pepovwpévng S6ong pie didtpnon, pe
paxn ahoupwiou/mohuBvudoghwpidiov (PVC) kar emiotpwon PVC/ahoupiviou/PA. TYZKEVAXIES: 1.
Juokevaoieg To eykpibnkav katd v apoiBaia dladikaoia. O yaptivog mepiéktng Spectracef 200 mg
Tepiéxet 16, 20 1) 500 emkaluppéva pe Aerto upévio Slakia. O ydprviog mepiéktng Spectracef 400 mg
Tepiéxet 10 7 500 emkaluppéva e Aemtd vpévio iokia. 2. Zuakevaoieg mou Kukhopopolv otny eIk
ayopd. Spectracef 200 mg emraupuéva e Aemtd uuévio diokia: Mepiéktng twv 20 Stokiwv. Spectracef 400
mg emkauypéva i Aemtd yuévio dioria: Neptéxng Twv 10 Slokiwv. Mmopei va pn kukogopoly dheg
ol auokevaoiec. 6.6 181aitepec mpogulagerg amdppiyng: Kapia edik unoypéwon. 7. KATOXOX
THE AAEIAX KYKAO®OPIAZ: OAPAN ABEE, Ayaiac 5 & Tpolnviag, 145 64 N. Knpiowd, Atuiki.
Tnh.: 210 6254175, E-mail: faran@faran.gr. 8. APIOMOX AAEIAY KYKAO®OPIAL.: Spectracef 200
mg emkahupéva pie At vuévio diokia: 33276/15/31-07-2018. Spectracef 400 mg emkaluyéva pe
Aemtd vpévio dioia:40674/15/31-07-2018. 9. HMEPOMHNIA NPQTHE ETKPIZHE/ANANEQXHE
THX AAEIAL: 17 lavovapiou 2005 / 31 loukiou 2018. 10. HMEPOMHNIA ANAGEQPHXHX TOY
KEIMENOY: 07-05-2021.

SPECTRACEF FC.TAB. 400mg /BT x 10,A.T.33,38 €
SPECTRACEF FC.TAB. 200mg /BT x 20,A.T.32,39 €

BonBnoTe va yivouv Ta GApHaKa TTIo ao@aAr Kai
Avo@épeTe:
OAEX TIg aVETIBUUNTEG EVEPYEIEG VIO
OAA Ta @dppaKa
ZuptrAnpwvovrag Tnv «KITPINH KAPTA»
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bS
Symtuza.

(darunavir/cobicistat/emtricitabine/
tenofovir alafenamide) tablets
B00ma/150mg/200mg/ 10mg

NEPIAHYH TQN XAPAKTHPIZTIKON TOV MPOIONTOX
ToY TIKOY tuza 800 mg/150 mg/200 mg/10 mg Emka?\uwz and 1atpous Movadwy I\olpw{zmv, e TV oGpgwvn Yapn Tou KEEATINO kau napakohosBnon katd
vape \emtd upévio Siokia. MOIOTIKH KAI I'IOZOTIKH ZYNOEZH: Kabe smKu}\uppzvo e Nemto upévio 8- Bidipketa g aywyric. H xoprynan yivetar povo aré ta gappakeia twv NOGOKOpEiwv.
okio mepiéxel 800 mg éapouvuﬁlpnc (m( aBavoliké €0Tépa), 150 mg Koummmmn(, 200 mg zmmmmﬁl
vnekai10mg (wg [TIMH
e Aemto upévio Siokio (Siokio). Knplvo £wg mpwumé Kkagé iokio o€ poper KCILUGKIDU, Sla0TaoEWy | B

i T Mavikn Tipi

CP-414304/5YM/1023/001

22mmx 11 mm, ou Gépet xapaypevn Ty évdei§n «8121» ot pia meupd Kal mv 2v5£|£r| «JG» otV aNn
mheupd. KATOXOZ THE AAEIAL : Janssen- Cilag 30, SYMTUZAFCTAB
B- 2340 Beerse, BE\yAPIOMOZ(0I) AAEIAZ KYKAODOPIAL:  EU/1/17/ 1215/001 30 EMKANUPLEVD LE 800:+150+200+10)MG/TAB HDPE Bottle x 30 TABS 645,60 € 810,59 €
Aemtd upévio Siokia. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 07 Maprtiou 2023. /\srrmutpt[c
anu@oplzc Y1070 APy QapiakeuTIké mpoidv eval SaBéaieg 0T SIKTUAKG TOO To E la Janssen-Cilag
pHaKwv: https .ema.europa.eu. TPOMOE évn watpikr ouvtayr; - Qappakevtiki AEBLE, A. Eiprivng 56, 151 21 I'IEuKr|,1r|)\ 2108090000

BonBAoTe va yivouv Ta papuaka mo acgahr kat

JANSSEN-CILAG OAPMAKEYTIKH A.E.B.E. ONES v avembipries svipyass ya J anssen
oy

o . 7 5 i ONA Ta pdppaka PHARMACEUTICAL COMPANIES OF
Azwapoc Eiprivng 56, 151 21, Meukn, ABriva, TnA.: 210 8090000 Supmhnpivovrac v eKITPINH KAPTA»
Www janssen.com.gr
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NMPOXZ®EPONTAZ NPOXTAZIA NOY AIAPKEI’

*To SHINGRIX devmpoatatedet to 100% twv eppohacyiévwy atopwv. Aiapieon mapakohoibnon 3,1-
4ty oTic pehéteg ZOE-50/70!

Zuvoyn mpo@il acpdAetag': To SHINGRIX avtevdeikvutat oe omotovaiimote éxet unepevatadn-
0{a 0TI¢ 5pacTikéC ouaieg 1) oe kamoto amo Ta éxkdoya. Omwg ouppaivel pe Oha Ta evéalpa eppolia, n
Katd\AnAn watpikr} Bepaneia kat enipheyn Oampémet va elvai mdvra apeoa Stabéoiyn o mepimwon
avaguAakTIkoD GUpBAVTOC PETA T Xoprynon Tou eppohiov.

e evijhikeg nhikiag 50 TGV Kat Gvew ot Mo oVXVA ava@epopeves avemBOpnTes evépyeleg fitav
dhyog ot Béon évean (68,1% ovvohika/Goon, 3,8% copapol Babpov/doon), puakyia (32,9%
ouvohika/5on, 2,9% ooapod Pabpov/doon), komwon (32,2% ouvohika/soon, 3,0 % copapol
BaByou/56on) kat kepahayia (26,3% ouvokikd/Goan, 1,9% oopapod BaBpou/5oon). Ot mepio-
00TEPEC AMO AUTEC TI avemBOpNTES Evépyeleq ev fTav peyahng didpkelac (Siapeon didpkeia 2
£0¢3 npépec). H didpketa Twv avemBOPNTWV evepyelwv Tou avapépdnkav we copapés ftav 1 éwg
2nuépec. Xe evijhike nhikiag =18 e1wv mov €xouv avoooavendpkela fj Bpiokovtal o€ avoookata-
oToh Aéyw vooou f Bepaneiag (avagépovtat w avoookateatahpiévot (IC)), Tompopik aopahetag
fitav o€ oupQwvia e exeivo mou mapatnprBnke o€ evijhikes nhikiag 50 eV kat dvew. Yndpyouv

AT.: 165,86 €. % emyopriynong amé Toug opyaviopols Kowwvikev acpahioewv: 100% yia Toug MnBuapolg mou Meptypapovial oTo
EBviké Mpoypappa Eppohacpicv Evhikwv. GappakeuTikd mpaiov yia o omoio anarteftal aTpikr ouviayn. Ta avwtépw (oXUouv katd
TNV njepopnvia abvtagng Tov evronou/kataxwpnong. Mapakalovjie eMKOWWVAOTE e TV eTaipia yia empepaiwon mifpwg evnjie-
pwévey deSopévav, yia onoladiinote minpogopia fi/kat avagopd AvemBujntwv Evepyeidv oto TnAégwvo 210 6882100. Mpwv

Tieploplopéva dedopiéva oe evihikeg nhikiag 18-49 tav pe auénpévo kivuvo HZ mou dev eivar IC.
Zuvohikd, ummip&e vPnAGTEPN CUXVOTNTA ENPAVIONG KATTOLWY AVEMBOUNTWV EVEPYEIDV O€ VEOTEPES
nhikiakéc opddec:

- pehéteg oe I Cevijhike nhikiag =18 v (ouykevTpwTikr avauon):n cuxvOTNTa ENPAVIONG TTOVOU GTO
anpeio T éveong, komwong, pualyiag, kepahahyiac, piyoug katmupeTol fav uPrnAdTepn o€ evijhikes
nhikiag 18-49 etwv oe obykpion pe autod nAikiag 50 ETeV kat dvw .

- pehéteg o€ evihikeg nhikiag =50 eTav (ouykevtpwTiki avahuon): n cugvoTnTa ppavions pualyiac,
Komwong, kepahahyiag, piyouc, TUPETOD Kal yaoTPEVTEPIKWV CUNMTWHATWY Tav uYPNAGTEPN Ot evij-
Nikeg nhikiag 50-69 eTev o alykpion e autolg nhikiag 70 TGV Kat dvw.

Aev unapyouv dedopéva and T xprion Tou SHINGRIX ae éykue yuvaikec. Q¢ mpohnTikd pétpo, eivat

TIPOTIHOTEPO Va amo@ebyeTat n xpron Tou SHINGRIX katd T didpketa tng eykupoobvng. Eivar dyve-

70 £dv 1o SHINGRIX amekkpivetat ato avBpamvo ydha. Onwg ouppaivet pe omotodrmote eypohio, o

eppohtaopoc pe SHINGRIX propei va pny éet w¢ anotéleopa v mpooTtacia GAwv Twv ejoAaoHEVaY.

Bihoypagpia: 1. SHINGRIX, Mepihnyn twv Xapaktnpiotikav tou Mpoidvtog, Aeképpptog 2022.

BonBijote va yivouv Ta pappaka mo ac@alr
Kat £ OAEZ Tig 0 EVEPYEIEC
yia ONA Ta @appaka
Supmnpévovrag Ty «KITPINH KAPTA»

T ouvtayoypdgnon oupBouheuteite Ty Mepilnyn Twv Xapaktnpiotikav Tou Mpoidvroc. Na v MepiAnyn Twv Xapaktnpiotikav Tov Mpoidvtog okavapete To QR code. Z¢ éviumn popr eivat Sabéotpn
Katomy arfoews otny etaipia. To umoptkd orjpa aviiket i éxet napaywpn el atov Opho Erapetav GSK. © 2023 Opihog etaipeiidv GSK1j dikatomapoyo tou Opihov GSK.
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— : :\ GlaxoSmithKline MONOMPOZQMHA.EB.E

www.gr.gsk.com

. Kngioiag 266, 152 32 Xahdvdpt, Abiva, TnA.: 210 6882100

SHINGRIX

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)



