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Oépa : «Awavopn entotoAng tou EMA oxetikd pe tn xopriynon tou Paxlovid »

Z€ OUVEXELQ TNG EYKPLONG oo Tov Eupwmaikd Opyaviopd Qappdkwy (EMA) Tou and Tou oTOMOTOS avTLikoU
¢apuaxov Paxlovid (PF-07321332 kau provafipn) ywa tn Uepaneia te COVID-19 oe evidikes mou e
Xpewadovral ovpmAnpwuatiké ofuyovo kot ot omolot Statpéxouv auénuévo kivbuvo eupdvionc coBapric
Vooou, TnG OXETIkAG oulrtnong oty Eupwnaikr Erutponr Qappakoenaypinvnong (PRAC) Kol TG OXETIKAC
glonynong tg Emtpomnig Gappakoenaypinvnong tou EOQ (E.OAP.) oag anootéAAoupe TV eMLOTOAR TOu
EMA L oKOTO VoL TNV KOWOTOLOETE 0T MEAN OOG PO EVAUEPWON Ko ENOYPUIVNGH TWV LOTPWY 1OV
nmBava Ba ouvrayoypoadroouvv to Paxlovid, oxetikd pe tov kivéuvo mbovwv aMnhsmGpdcem ™meg
PitovaBipng pe dAAa ouyyopnyoUpevo GpappoKkoL.

Zuykekpipéva, oUpdwva e thv €wofynon tng E.OAP. mpoteiveton n Swavour tng petoadpacpévng
gnotoAng tov EMA otoug kdtwBi dopeig:

- MNaveAAqviog latpikdg Z0ANoyoc

- Kartd téﬁouq latpikolg ZuAhdyoug

- Emutpony Epnelpoyvwpovwv Anpoociog Yyeiog

- Ertponiy E§Etaong Altnogwv Xopriynong Avtukwv @apudkwy yio COVID-19



(etbixotepa n E.QAP. npoteivel: ot Sepanovies tatpol va AauBavouv yvwon yia thv emotodr, téoo kard
Swabikaoia vmoBoAric tou autruarog yopriynong tou PAXLOVID, 600 Kot Katd TNV EYKPLOT) TOU, WG CUVSEOUOC
UE TNV EMLONUQVON: CHUAVTIKI EVNUEPWON QOPAAELOS)

- EOAY
(n E. DAP. npotelvet T avdptnon tn¢ emtotolr otn oeAiba pe ta Fepanevtikd npwtokoAa ywa tnv COVID-
19, w¢ ouvbeouog oto PAXLOVID, ue TNV EMLONUQVON. GNUAVTLKT EVAUEPWOT) OOPAAELXC)

H emotoAd cuth Ba avaptnBel, cOpdwva pe Ty mayla taktikn tou EOD otnv wtooeAiba tou Opyaviopou Kat
OUYKEKPLUEVA OTLC QVAKOWWOELS YLt OépoTa hoprOaKOETAYPUTVIGNG KOL OTLG AVOKOVWOELG OXETIKA 1€ TV Covid-19.
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1. Tpadeio Npoédpou
2. AelBuvon QoppokeuTikwy MERETWY Kol
‘Epeuvag/Tufpo Averm@uuntwy EVepyeLwv
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H EniTponn ®apudkwv yia AvBpwnivn Xprion (CHMP) Tou EupwnaikoU OpyaviopoU dappakwv
OUVEOTNOE TNV £YKPION TOU ano Tou oTOPaTog avTiikoU ¢pappdakou Paxlovid (PF-07321332 kai
piTovapipn) yia Tn 6epaneia Tng COVID-19 ot evAIkeg nou O XpelalovTdl CUUNANPWHATIKO 0EUYOVO KAl
ol onoiol diaTpExouv au&nuévo Kivauvo eupaviong coBapng vooou.

To Paxlovid nepiéxel pitovapipn, €évav EUPEWG YVWOTO avacToAEa TOU KUToXpwpaTtog P450
CYP3A4 (ka1 avacTtoAéa TnG PgP), o onoiog aAAnAemdpa pe aAAa papuaka odnymvTag o€
KAIVIKA ONHAVTIKEG avTISpACEIG, CUMNEPIAAUBAVOHEV®WV JUVNTIKA AngIANTIK®OV yid Tn {wn n
0avaTnPopmwv avTidpacemv, an®A&eia OspansuTikoU anoTeAéoparog Tou Paxlovid kair mOavn
avanTtuin 1IKAG avTioTaong.

H emikoivwvia autr) anooTéAAeTal yia Tn cUHBOAR oag oThv euaiocdnTonoinon Tov Iarpav,
OXETIKA HE TIG NPOEISONOINCEIG KAl CUCTACEIG NOU CUHNEpIAagBavovTdl oTiG NANPoPopieg Tou
npoiovTog, £I3IKOTEPA:

e Ta pAdpHaka (Kabmg Kal To PUTIKOG Npoiov BaAocapoxopto (Hypericum perforatum), Ta
onoia avTevdeikvuvTal va XpnoigonoioUvTdl TauToxpova pe To Paxlovid,

e TNV avaykn enave§ETaong TWV CUyXOpnYOUHEVMV PAPHAK®V NPIV Kal Katda Tn didpkeia
NG Ospanciag pe Paxlovid kai

e TNV avaykn napakoAouOnong Twv agOevmV yid TIG AVENIOUNNTEG EVEPYEIEG NOU
oxeTifovTal HE ONOIOBANOTE CUYXOPNYOUHEVO (papHAKO.

H Emitponn ®appdkwv yia AvBpwnivn Xprion (CHMP) éxel UIOBETACEI Pia GUVTNPNTIKN NPOCEYYION Kal
£xel AaBel unown OAeC TIC YVWOTEG aAANAeMIdpAcelg PeTAEU TwV Qapudkwy Kal Tng pitovapipne. H
piTovapipn xpnoidonoleiTal wg pakponpoBbeoun Bepaneia og uwnAoTepnN 1 idia doon o€ aTtopa pe HIV.
‘Oogov agpopd 1o Paxlovid n pitovaBipn cuoTtriveral povo yia 5 pépec. Kabwe oUAAEYOUNE NEPAITEPW
YVWOEIG anod TIG TPEXOUOEG/NPOYPAUUATIOUEVEG EpEUVEG and TNV €TdIpeia, and akadnuaikoug Kal HECW
TNG XPRONG TNG oTnv KAIVIKA Npagn, BOa eEeTaoTei n avaykn enikaiponoinong Tng Tpexouoag cUoTaong
OXETIKA HE TIG aAAANAENISPACEIG.

O1 NAnpo@opieg yia To npoiov, ONwg gykpinkav ano Tn CHMP oTig 27 Iavouapiou 2022 kai and Tnv
Eupwnaikn EmiTponn, gival d1a0€oipeg oTov akoAouBo oUvOETHO:

https://www.ema.europa.eu/en/documents/product-information/paxlovid-epar-product-
information el.pdf.

210 napdv £yypago €NCUVANTOVTAl Ol OXETIKEG EVOTNTEG TNG NEPIANWNG TWV XAPAKTNPICTIKWV TOU
npoiodvTog, TIC OMOIEG Ol ENayyeAUATIEC Uyeiag Npénel va AdaBouv unown.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2022. Reproduction is authorised provided the source is acknowledged.
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EninAéov, enionuaiveral 0TI To GUAAO odnyI®V XProng Kal To eEMTEPIKO KOUTI MEPIEXOUV £vav KwdIKO
QR kal pia dieBuvon URL nou napéxeral and Tnv raipeia, énou Ba diaTtiBetal €éva gpyaleio avalntnong
yia TIC aAANAEMOPACEIC PpapUAKOU-(PapUakou. Mpog evnuEépwon oag 6a BpeiTe eniong CUVNUPEVN TN
OXETIKN evOTNTA.

EAnidw n €ykaipn auTr evnuepwon va sivai BondnTikn.

Me ekTignon

Juan Garcia Burgos
Head of Public and Stakeholders Engagement Department
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Anoondcpara ano Ta oXeTika Afnppata TnG NepiAnwng XapakTnpioTik®V Mpoiovrog Tou
Paxlovid, onwg eykpidnke anoé Tnv CHMP oTig 27 Iavoudpiou 2022 kdl eNIKUP®ONKE ano Tnv
Eupwnaikn EniTponn

4.3 Avrevdei&eig

(]

To Paxlovid dev pnopei va Eekivioel au€owe JETA TN dlakonr onoloudnnoTe ano Ta akdAouba
(PAPHAKEUTIKA NPoiovTa AOyw TNG KabBuoTepnuévng avTioTabuiong Tou enaywyea Tou CYP3A nou
dlekonn npodogata (BA. napdypago 4.5).

Ta QapuPakeuTIKG NpoidvTa Nou avaypdagovTal Napakdtw anoTeAouyv €vav odnyo kal dev BewpouvTal
£vac NANPNG KataAoyog 0AwV TwV NIBavwv papUakKeUTIK®OV NPOIOVTWY Ta onoia avTevdeikvuvTal Ue
TO Paxlovid.

O AvTaywVvIoTAG TwV aApal-adpevepyIk®V unodoxewv: algouloaivn
O AvaAynTika: nedidivn, nipo&ikaun, nponogugpaivn
O AvTioTnBayXiko: pavoAadivn
O AvTIKapkIvikG @Aappaka: vepaTivignn, BEVETOKAGEN
O AvTiappubpuikd: apiwdapovn, Benpidiin, dpovedapodvn, evkaividn, QAekaividn,
nponagaivovn, Kividivn
O AvTIBIOTIKA: (OoUCIDIKO 08U, pIpaunikivn
O AvTionacpwdika: kapBapadlenivn, gaivoBapBITain, gaivuToivn
O KaTta Tng oupikng apBpiTidag: KoAxIKivn
O AvTiioTapivika: aoTepifoAn, Teppevadivn
O AvTIpuxXwoika/veupoAnnTika: Aoupaaidovn, nipolidn, kAolanivn, KOUETIANivn
O MNapaywya gpuciBwdouc 6Aupag: diudpospyoTapivn, epyovopivn, epyoTapivn,
pHeBuAepyovoBivn
O MapdyovTeg KIVATIKOTNTAG TOU YAOTPEVTEPIKOU: a1oanpidn
O o®uTika npoidvTa: St. John’s wort (Hypericum perforatum)
O MapdyovTeg Tpononoinong Amidiwv:
o AvaoToAeic Tng HMG CoA avaywyaong: AoBacTarivn, ciyfaacrarivn
0 AvaoToAEac TNG MIKPOOWMIAKAC NPWTEIVNG HETAPOPAG TPIYAUKEPIDiwv (MTTP):
AopiTanion
O AvacoToAeic Tng PDE-5: aBavagiAn, aiAvTeva@iin, Bapvrevagiin
O HpepioTikd/ unvwTika: kAopalendartn, dialendapn, eotaloAaun, @Aoupalendaun, HidaloAdun
anod oTopaToc kal TpialoAdaun

4.4 EI0IKEG NPoEIBONOINCEIG KAl NPOoPUAAEEIG kKaTa Tn XpRon

Kivduvog coBapwv avenibuunTtwyv evepyeinv eEaiTiag aAANAEMIdpAcswy Ue AAAA PAPUAKEUTIKA
npoiovra

H évap&n xopnynong Tou Paxlovid, evog avacToAéa Tou CYP3A, os agBeveic nou Aaupavouv
(PAPUAKEUTIKA NpoiovTa nou petapoliovral and 1o CYP3A 1 n eévapgn xopriynong ¢apuakeuTIKwV
npoiovTwyv nou petapoAiovral and To CYP3A oe aoBeveig nou ndn Aappavouv Paxlovid, evdexeTal va
QUENOEI TIG CUYKEVTPWOEIG OTO MAACOHA TWV PAPHAKEUTIKWV NPoidvTwy nou petaBoAiovral and To
CYP3A.

H €vap&n papuakeuTIK®V NpoiovTwyv nou avaoTeAAouy 1 endyouv To CYP3A ev3EXeTal va au&noel N
va MEIWOEI TIG CUYKEVTPWOEIG Tou Paxlovid, avTioToixa.

O1 aAAnAemidpdoeig auTeg Pnopei va odnynoouv o€:

e KAIVIKG ONUAVTIKEG avenIBUNNTEG EVEPYEIEG, MOU EVOEXETAI va 0dnynoouv os ooBapq,
ansiAnTika yia T Cwn f 8avatn@opa cuppavTa anod PeyYaAUTEPEG EKBETEIC TWV
ouyXopnYOoUHEVWY (PAPHAKEUTIKWV MNPOIiOVTWV.

o KAIVIKG ONUavTIKEG avenBUUNTEG evepyeleg and PeyaAUTepeG ekBEaeig Tou Paxlovid.

e AnwAela TnG BepaneuTIKNG enidpacng Tou Paxlovid kal mBavry avanTu&n 10A0YIKNG avToxnG.

BA. Mivaka 1 yia ¢pappakeuTikd NpoidovTa Ta onoia avrevosikvuvTadl yia TauTdxpovn Xpron HeE To
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PF-07321332/piTovaipn kai yia duvnTika onuavTikeG aAANAENIOPACTEIG HE AAAD PAPHAKEUTIKA
npoiovta (BA. napaypago 4.5). ©a npénel va eEeTaletal To evOEXOHEVO AAANAENISPACEWY e AAAQ
(PApUAKeUTIKa NpoidvVTa NpIV KAl KATa Tn didpkela TnG Bspaneiag pe Paxlovid. Ta cuyxopnyoUpeva
(PApPHAKEUTIKA NpoiovTa Ba npenel va enave€eralovTal kaTa Tn diapkela Tng Bepaneiag pe Paxlovid
Kal o acBevng Ba npénel va NapakoAoubeiTal yia TIG avenBUPNTEG EVEPYEIEG MOU OXETICOVTAl HE TA
ouyxopnyoUHeva (pApPAKEUTIKA NMpoiovTa.

4.5 AAANAEMIOPACEIG HE AAAD PAPHAKEUTIKA NPoiovTa Kal AAAEG HopPEG aAAnAenidpaong

To Paxlovid (PF-07321332/piTovaBipn) sival évag avactoAéac Tou CYP3A kal ynopei va au&nosl Tig
OUYKEVTPWOEIC OTO NAAONA TWV PAPHAKEUTIK®OV NPOioVTWV Nnou PeTaBoAilovTal KUupiwg ano To
CYP3A. Ta @apuUaKeuTIKA NpoidvTa nou petaBoAifovTal ekTevwg and To CYP3A kal €xouv upnAd
peTaBoAlopo npwTng d10dou (aiveTal va €ival Ta nio enippenn og PeydAeg au&naoeig Tng €kBeong oTav
ouyxopnyouvTal ye PF-07321332/piTovaipn. SUvenwg, n cuyxoprynon PF-07321332/piTovapipng
avTevOsikvuTal HE PAPHAKEUTIKA NPOiovTa TwV onoiwv n kaBapon e€apTtaTal os peydAo Badbud anod To
CYP3A kal yia Ta onoia ol AUENUEVEG CUYKEVTPWOEIG 0TO NAAONa oxeTidovTal e coBapa n/kai
aneiAnTika yia Tn {wr oupBavra (BA. Mivaka 1).

H piTovaBipn €xel uWPnAR CUYYEVEIA YIA APKETEG ICOPOPPEG TOU KUuToXpwHaTog P450 (CYP) kal pnopei
va avaoTeiAgl TNV 0&€idwon PE TNV NapakaTw lepapxnuevn osipa: CYP3A4 > CYP2D6. H pitovaBipn
£XEl €MNiONG UWNAN ouyyeveld yia TV P-yAukonpwTeivn (P-gp) kai ynopei va avaoTeilel auTov Tov
uerapopea. H pitovaBipn pnopsi va endayel yAukoupovidiwon kal o&sidwon ano ta CYP1A2,

CYP2C8, CYP2C9 kal CYP2C19, au&avovTag €101 TOV BIOYETAGXNHUATIOHO OPICHEVWV

(PAPHAKEUTIKWV MPOoiovVTwV nou PeTaBoAifovTal HECW auTWV TwV 0dWV Kal UNOPE va NPOKAAECEI
UEIWHEVN CUCTNWIKN €KBE0N O auTa Ta PAPPAKEUTIKA NPOiOVTA, KATI Mou 8a YnopoUads va PEIWOE! N
va ouvTopeUoEel Tn BEPAneUTIKN TOUg enidpaacn.

H ouyxoprnynon aAAwv unooTpwpdaTwyv Tou CYP3A4 nou pnopei va odnynaosl og duvnTiKa onuavTikn
aAAnAenidpaaon (BA. Mivaka 1) 8a npénel va eEeTaleTal HOVO €POCOV Ta OPEAN UNEPTEPOUV TWV
KIVOUVWV.

To PF-07321332 kai n piTtovaBipn €ival unootpwpata Tou CYP3A. Katd cuvéneia, Ta ¢AapPaKeUTIKA
npoiovTa nou enayouv 1o CYP3A UNopei va PHEIWOOUV TIGC CUYKEVTPWOEIG Tou PF-07321332 kal TNG
piTovaBipng oTo NAGoNa, Kai va PEImwoouv Tn BgpaneuTikn enidpaon Tou Paxlovid.

QG CUVTNPNTIKO HETPO, Ol PAPHAKEUTIKEC AAANAEMIDPATEIG NOU a@opoUv aTn piTovaBipn nou
Xpnoigonolsital atn Xpovia Aoigwén ano HIV (600 mg 2 @opEG NUEPNTIWG OTAv XpNoIdonoIndnke
apxIka wg avTIPETPOIKOG napayovTag kai 100 mg 2 QpopeC NUEPNTIWG ONWG XpNOoIJonolgiTal eni Tou
napovToC WG PAPHAKOKIVNTIKOG EVIOXUTNG ME AVTIPETPOIKOUC NapayovTeg), 6a npenel va
epapudlovTal yia To Paxlovid. MeANOVTIKEG EpEUVEG EVOEXETAI VA ENITPEWYOUV TNV NPOCAPHOYN TWV
OUOTAOEWV NOU OXETICOVTAl HE TIC PAPUAKEUTIKEC aAAnAenidpdaosic oTn Bepaneia dIAPKEIAG 5 nUEPV
pe To Paxlovid.

Ta papuakeuTikd NpoiovTa nou napaTibevral atov Mivaka 1 anoteAouv evav odnyod kai dev
BewpoUvTal £vac NAAPNG KAaTaAoyog OAwV Twv NiBavev GpAapuakeuTIKOV NPoiovTwyY Ta onoia
avtevdeikvuvTal n evdéxetal va aAAnAemdpdoouv pe 1o PF-07321332/piTovapipn.

Mivakag 1: AAAnAenidpaon HE AAAa PAPHAKEUTIKA NPOIovVTa Kal AAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOiov evTOg
Kartnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoidvrog Cmax) KAIvikEG napaTnpnoEig
AVTaywvIoTnG t AApouloaivn AUENUEVEG OUYKEVTPWOEIG aApouloaivng
aApal- oTO NAdopa pnopei va odnynoouv os
adpEVEPYIKWV coBapn unoTaon Kal CUVEN®G
UNoJdoXEWV avtevdeikvuTal (BA. napaypago 4.3).
MNapaywya TAHQETANIVNG H pitovaBipn, 6Tav xopnyeital oe d6on
AU@ETApivng avTIpeTPOikoU napayovTa, ival nibavo
va
avaoteilel To CYP2D6 kal wg
anoTEAegud
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg
Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovrog Cmax) KAIVIKEG NapAaTnPROEIC

AVAUEVETAI VA AUENOEI TIG OUYKEVTPWOEIG
TNC QU@ETANIVNG KAl TwV Napaywywy
TNnC.

SUVIOTATAl NPOCEKTIKN nNapakoAouBnon
TWV aveniBUPNTWV evepyeinv OTav auTd
Ta papuaka cuyxopnyoUlvTal UE TO
Paxlovid.

AvaAynTika 1 Bounpevoppivn (57%, O1 au&nosig TwV eNINEdwWV TNG

77%), Bounpevopivng kKai Tou evepyou

1 NopBounpevop®ivn (33%, METABOAITN TNC oTO NAGoua dev

108%) odnynoav o€ KAIVIKA ONUavTIKEG
(PAPUAKODUVAUIKEG HETABOAEG OE £vav
nAnBuopd acBevwv nou napouaiale
avoxn oTa onio€idn. SUVENWG, EVOEXETAI
va pnv €ivalr anapaitntn n npoocapuoyn
Tng d60NG TNG BounpevopPivng KATa Tn
ouyxoprnynon Twv duo.

Ol QUENUEVEG OUYKEVTPWOEIG
1MeBIBivN, vopneBI1divng, MpoEIKaung Kai
tMpogikaun, npono&ugaivng oTo NAACKa PNopei va
tMponogu@aivn npokaAéoouv gopapr avanveuoTIKA
KATAoTOAR 1 aIaTOAOYIKEG dIaTapaxEg
Kaliguvenwc avrevdesikvuvTtal (BA.
napaypago 4.3).

t®aivtavuAn H pitovaBipn, 6Tav xopnyeital oe d6on
(PAPUAKOKIVNTIKOU EVIOXUTH aVACGTEAAEI
To CYP3A4, Kal WG anoTeEAEoUa,
avapeveTal va au&noel TIG CUYKEVTPWOEIG
TNG paivravUuAng oTo NAAopa. SuvioTaTal
NPOCEKTIKA NapakoAolonon Twv
BEPANEUTIK®V Kal avemduunTwyv
eMdpAoewV GUUNEPIAANBAVOUEVNG TNG
avanveuaoTIKNC KATAaoToANG) katd Tn
guyxopnynon aivravuAng He
piTovapipn.

Mnopei va sival anapaitnTn augnuévn
doon peBadovng kaTda Tn ouyxoprynon
1MeBadovn (36%, 38%) LE TN piITovapipn, d0Tav xopnyeital og
060N PAapuakoKIvVNTIKOU EVIOXUTH,
€€aITiag TNG eNaywyng Tng
yAukoupoviIdiwong. Oa npénel va
€€eTAlETAl TO EVOEXOPEVO MNPOCAPHOYNG
TNG dO60NG KE BAON TNV KAIVIKN
avtanokpion Tou acbevolg oTn Bepaneia
ME hHeBadovn.

Ta enineda Tng Hop®ivng Unopei va
IMop@ivn pelwBoUV eEaitiag TNG enaywyng TG
yAukoupovidiwaong and Tn cuyxoprnynon
HE piITovaBipn og doon
(PApHUAKOKIVNTIKOU

EVIOXUTN.
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

Kartnyopia

(PAPHAKEUTIKOU

npoiovrog

DAPHAKEUTIKO NPOioV eVTOg
TNG KaTnyopiag
(HeTaBoAn AUC, peTaBoAn
Cmax)

KAIVIKEG NapAaTnPROEIC

AvTioTnOayxIka

tPavoAadivn

E€aiTiag TnGg avaoToAng Tou CYP3A and
Tn piTovaBipn, ol CUYKEVTPWOEIG TNG
pavoAalivng avauéveral va auénbouv. H
TauToxpovn xopnynon pe pavoAalivn
avtevdeikvuTal (BA. napdypago 4.3).

AvTiappuBuika

TAHIWdapdvn,
1BenpidiAn,
tApovedapodvn,,
TEvkaividn,
t®Aekaividn,,
tMponagaivovn,,
TKIvidivn

TAIyogivn

H ouyxopriynon pitovaBipng sivai
mBéavov va NpoKaAETel AUENUEVEG
OUYKEVTPWOEIC aUiwdapovng,
BenpidiAng, dpovedapovng,

€vKaividng, pAekaividng, nponagaivovng
Kal KIvidivng oTo NAAopa Kal GUVENW®G
avtevdeikvuTal (BA. napdypago 4.3).

AUTR N aAAnAenidpaon unopsi va
OMEIAETAI TNV Tpononoinon Tng
dlapecoAaBoupevng ano Tnv P-gp
gkpon¢ d1yo&ivng ano Tn piTovapipn,
oTav xopnyeital og d6on
(PAPUAKOKIVNTIKOU EVIOXUTH.

AvTiacOpari

KO 1©g0@UAAivN (43%, 32%)

Mnopei va anaiteital augnuévn doon
Beo@UAAIVNG KaTa Tn cuyxopnynon He
piTovapipn, €EaiTiag TNG eENaywyng Tou
CYP1A2.

AVTIKApPKIVIKOI

napayovTeg

TA@aTIvipnn

TAHUNEPATIKAIMNN

tAnalouTapion

Ol CUYKEVTPWOEIG OTOV 0pO YMNOPEl va
au&nBoulv AOyw TNG avaoToAng Tng
NPWTEIVNG avToXAG OTOV KAPKivo Tou
pHaoTou (Breast Cancer Resistance
Protein-BCRP) kai Tng o&eiag avaoToAng
TnG P-gp ano tn pitovaBipn. O Babuodg
NG augnong Tng AUC kai Tng Cmax
g€apTaTal and Tov XpOvo Xoprnynong Tng
piTtovaBipng. ©a npénel va diveral
NPOCOoXN KATA Tn Xopnynon agaTiviynng
pe Paxlovid (avaTtpe€re otnv MNXM TG
agaTivignng). NMapakoAouBeiTe yia
avenBuunTeg evépyeleg nou oxeTidovTal
HE TNV apaTiviunn

Ol OUYKEVTPWOEIG OTOV OPO UMNOPEi va
au&nBolv AOYw TNG avaoToAng Tou
CYP3A4 ano tn pitovaBipn. H
ouyxopnynon aunePacikAiynng kai
Paxlovid 8a npenel va anogelyeTal. Eav
auTn n ouyxopnynon Kpiverai
avanogeukTn, avaTpeETe otnv MXM TG
AMUNEPACIKAIINNG YIa OUOTAOEIG OXETIKA
ME TNV npocappoyn Tng doogoAoyiag.
MapakoAouBeiTe yia avenBUPNTEG
EVEPYEIEC NMOU OXeTICOVTAl PHE TNV
apnepaocikAipnn .

H analouTapidn €ival évag HETPIOG EWG
1I0xUpd¢ enaywyéac Tou CYP3A4 kal auto
Hnopei va odnynoel og Peiwpévn €kBean
oTo PF-07321332/piTovaBipn Kkai
dUVNTIKA anwAEIa TNG I0AOYIKNAC
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg
Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC

avtanokpiong. EninAéov, ol
OUYKEVTPWOEIG TNG anaAouTapidng oTtov
opd pnopei va augnBouv kata Tn
ouyxopnynon pe pitovaBipn, pe
anoTEAECHA EVOEXOHUEVN EUPAVION
coBapwv avenBuUNTwV CUPBAVTWY,
OUMNEPIAAUBAVOPEVNC TNG EMNIANMTIKAG
kpiong. H TauTtoxpovn xprion Paxlovid pe
anaAouTapidn dev cuvioTarai.

1ZEPITIVIMNN Ol GUYKEVTPWOEIG TNG OEPITIVIUNNG OTOV
0pO hnopei va au&ndolv Aoyw TNnG
avaoToAng Tou CYP3A kal Tng P-gp and
Tn piTovaBipn. ©a npénel va diveral
npogoxn KaTtd Tn Xoprynan CEPITIVIKNNG
pe Paxlovid. AvaTpéEre atnv MXM Tng
CEPITIVIUANG YIQ GUCTACEIC OXETIKA HE
TNV npocapuoyn TG docoAoyiag.
MapakoAouBsiTe yia avemBUuNTEG
EVEPYEIEG NouU oXeTiovTal HE TN
ospITIVignn..

tAacaTivipnn, Serum concentrations may be increased
tNIAOTIVIKNN, when coadministered with ritonavir
1BIvKpIaTivn, resulting in the potential for increased
TBivunAaaorivn incidence of adverse events.

TEVKOpageviunn Ol OUYKEVTPWOEIG TNG EVKOPAPEVIUMNNG
oTOV 0pO WMnopei va augnbouv kaTta Tn
ouyxoprynon Ke pitovaipn, KAt nou
unopei va au€noel Tov Kivouvo
TOEIKOTNTAG, OUMNEPIAAUBAVOEVOU TOU
KIvdUvou ooBapwv avendupuntwy
oulBavTwy, 6Nwe n napdracn Tou
dlaoctnuartog QT. H ouyxopnynon
€Evkopageviunng kai pirovapipng 6a
npenel va ano@elyetal. EGv 1o 6eAog
BewpeiTal 0TI uNepTePEi TOU KIVOUVOU Kal
npenel va xpnoiyonoinBei pirovapipn, ol
aoBeveig 6a npenel va
napakoAouBoUvTal NPOCEKTIKA

yla Tnv aocpaieia.

tdooTapaTiviynn H ouyxopriynon ooTapaTiviunng Je
piITovaBipn pnopei va augnoel Tnv
€kBeaon oTov PeTaBoAiTn R406 Tng
(POCTANATIVIMNNG, JE anNOTEAEGHA
oxeTICOMEvVa Pe Tn ddon aveniBuunTa
oupBAvVTa, ONWG NNATOTOEIKOTNTA,
oudeTeponevia, unéptaon n didppoia.
AvaTpeETe otnv NXMN TG
(POCTANATIVIMNNG YIa OUCTACEIG HEiwaNng
Tng d0ong, €dv napouciacTolv auTd Ta
oupBavra..

tIgnpouTIvinnn Ol OUYKEVTPWOEIG TNG IMAPOUTIVIUANG
oTOV 0pO Wnopei va auénBouv AOYyw TNG
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg
Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC

avaoToAng Tou CYP3A and Tn
piTovapipn, HE ANOTEAECUA AUENHEVO
Kivouvo ToEIkOTNTAG,
oupnepIAaPBavopuEvou Tou

KIvOUvou ouvdpouou AUONG Tou OYKOU.
H ouyxoprynon IunpouTIViPANG Kal
piITovaBipng 6a npénel va anopeUyeTal.
Edav 1o 0pelog BewpeiTal 0TI unepTepEi
Tou KIvVOUVOU Kal Npénel va
XpnoigonoinBei pitovaBipn, HEIWOTE TN
000N TNG INNPOoUTIVIMNNG oTa 140 mg kal
napakoAouBeiTe oTeva Tov acBevr yia
TOEIKOTNTA.

tNepaTivipnn Ol OUYKEVTPWOEIC OTOV OPO WMNOPEi va
au&nBoulv AOyw TNG avaoToAnG Tou
CYP3A4 ano tn piTovapipn.

H TauToxpovn Xpnon vepaTivignng pe
Paxlovid avTevdsikvuTal €EaiTiag
evdexopevwY coBapwv n/kal
ansIANTIK®OV yia Tn {wn eVEPYEIQY,
oupnepIAapBavopevng TnG
nnatoTo&ikoTnTag (BA. napaypago 4.3)

1BeveTOKAGEN Ol CUYKEVTPWOEIG OTOV 0pO MMOPEi va
au&nBoulv AOyw TNG avaoToAnG Tou
CYP3A

anod Tn piTovapipn, YE anoTéAeopa
au&nuévo kivduvo auvdpdpou Alaong
oyKou

KaTa Tnv évapgn xopryynong Tng d6ong
Kal

Kata Tn d1apKela TNG pAaonc au&nong Tng
d00NG Kal ouvenwg avrtevdeikvuTal (BA.
napaypa@o 4.3 kai avaTtpéEre atnv NXMN
TNG BEVETOKAAENG). MNa aoBeveic nou
£XOUV

oAoKANpwael TN @aon al&nong Tng
doong

Kal AapBavouv otaBepn nuepnola d6on
BeveTOKAAENG, HEIWOTE TN dOON TNG
BeveTokAAENG KaTd TouAdyxioTov 75%
OTav XpnoliJonolsiTal Je 1IoXupouc
avaoToAeic Tou CYP3A (avaTpé€re oTnv
MXMN Tng BeveToKAAENG yia 0dnyieg
OXETIKA PE Tn dogoAoyia).

EMA/41603/2022 Page 8/21



Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

DAPHAKEUTIKO NPOioV eVTOg

Katnyopia TNG KaTnyopiag

(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn

npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC
AVTINNKTIKA tPIBapo&apndvn (153%, 53%) | H avaoTtoAn Tou CYP3A kai Tng P-gp
papuaka odnyei og auénuéva enineda oto NAdoua

tBopana&apn

Bappapivn,,
11S-Bapapivn (9%, 9%),
l<R-Bapgpapivn (33%)

Kal (papUakodUVapIKEG eNISPATEIG TNG
pIBapo&apnavng nou pnopsi va
0dnynoouv o€ au&nuévo Kivouvo
alpoppayiag. Zuvenwg, n Xpnon
piTovaBipng dev cuvioTaTal o€ AoBEVEIG
nou AauBavouv piBapo&aunavn.

Ol GUYKEVTPWOEIG OTOV 0pO UMNOpPEi va
au&nBolv AOyw TNG avacToAng Tou
CYP3A ano Tn pitovapBipn. H

ouyxopnynon Bopana&apng pe Paxlovid
dev ouvioTaTal (avaTpeEte atnv MXM NG

Bopana&apng).

H enaywyn Twv CYP1A2 kair CYP2C9
odnyei o€ peiwuéva enineda R-
Bap@apivng, evw napatnpsitTal pikpn
(PApUAKoKIVNTIKA €nidpacn aTnv S-
Bapgapivn KaTa Tn ouyxoprnynon He
pitovaBipn. Ta peiwpéva enineda R-
Bap@apivng ynopei va odnyrnoouv oc
HEIWPEVN AvTINNKTIKA dpdAcn, CUVEN®G,
ouvIoTATal N napakoAoubnon Twv
avTINNKTIK®OV NApapETPWV KAaTd Tn
ouyxopnynon Bapeapivng pe
piTovaBipn.

AvTionacpuwdika

KapBauadenivn,
®aivoBapBITdAn,
daivuToivn

LAIBaAnpoiko,
AapoTpiyivn,
daivuToivn

H kapBapadlenivn, n eaivoBapBITaAn kai
n @aivuToivn €ival IoXupoi enaywyeic Tou
CYP3A4 kal auTo pnopsi va odnynosl os
HEIwPEVN €kBeon oTo PF-07321332 Kal
oTn piTovaBipn kal evoexOUevn anwAeia
NG 10A0YIKAG avTanokpiong. H
Tautdxpovn Xpron kapBapalenivng
@aivoBapBITaing kar eaivuToivng pe
Paxlovid avtevdeikvuTal (BA. napaypago
4.3).

H piTovaBipn oTav xopnyeital og 360N
(PAPHAKOKIVNTIKOU EVIOXUTN €NAYEl TNV
o&eidwon ano To CYP2C9 kal Tn
YAUKOUPOVIBIWON Kal WG anoTEAETHA
AaVAPEVETAl VA PEINTEI TIG OUYKEVTPWOEIG
TWV avTIENIANNTIKQWV 0TO NAdoua.
SUVIOTATAl NPOCEKTIKN NapakoAoudnon
TWV €MNESWV OTOV 0PO N TWV
BepansuTik®V eNIdpAgewy OTAvV auTda Ta
(pApuaka cuyxopnyouvTal pe pitovapipn.
H qaivuToivn pnopei va peinoel Ta
enineda Tng piTovaBipng aTov opo.
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

DAPHAKEUTIKO NPOioV eVTOg

Katnyopia TNG KaTnyopiag

(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn

npoiovrog Cmax) KAIVIKEG NapAaTnPROEIC

AvTIKaTaBbAINTIKA TAMITPINTUAIVD, H piTovaBipn, 6éTav xopnyeital og d6on
DAOUOEETIVN, avTIpeTpoikoU napdayovTa, €ival nieavo
Iyinpapivn, va avaoteilel To CYP2D6 kal wg
NopTpinTuAivn, anoTEAECUA avap£VveTdl va Aau€nael TIg
MNapo&eTivn, OUYKEVTPWOEIC TNG IMINPANivNG, TNG
ZepTpaAivn apITPINTUAIVNG, TNG VOPTPINTUAIVNG, TNG

tAgoinpapivn (145%, 22%)

(PAOUOEETIVNG, TNG NAPOEETIVNG I TNG
ogpTpalivng. ZuvioTaTal NPOCEKTIKN
napakoAoUBnon Twv BEPANEUTIK®V KAl
TWV avenibuunTwv emdpdoswy oTav
auTa Ta pappaka xopnyouvTal
TauTdXpOVa HE AVTIPETPOIKEG DOOEIC
piTovaBipng (BA. napaypago 4.4).

H AUC kai n Cmax Tou 2-udpo&u
METABOAITN peiwBNKav KaTa 15% kai
67%, avTioTolXd. ZuVIoTATdl Peiwon TNG
doogoloyiag Tng deainpapivng oTav
ouyxopnyeitar ge pirovapipn.

KaTa Tng oupikng
apBpiTidag

tKoAxIKivn

Ol CUYKEVTPWOEIG TNG KOAXIKIVNG
avapéveral va auénbouv kaTta Tn
ouyxoprynon Ke pitovaBipn. 'Exouv
avagepBei ansIAnTIkEG yia Tn wn Kal
8avaTnPOpeC PAPHAKEUTIKEG
aAAnAemdpdoeig o€ acBeveig nou ehapav
Bepaneia Ye KOAXIKIVN Kal piTtovaBipn
(avaoToAn CYP3A4 kai P-gp).

H TauTtdxpovn xprnon KoAXIKivnG Pe
Paxlovid avtevdeikvuTal (BA. napaypago
4.3).

AVTHOTAUIVIKA

TACTEUICOAN
1Teppevadivn

rdeEopevadivn

tAopartadivn

AUENMEVEG OUYKEVTPWOEIG AOTEMICOANG
Kal Teppevadivng oTo NAAoHa. SUVENWG,
au&non Tou KIvdUvou coBapwv
appubpiov anod autoUc TOUG NApPAYOVTEG
Kal CUVEN®G N TAUTOXPOVN Xprnon HUE To
Paxlovid avtevdeikvuTtal (BA. napaypago
4.3).

H piTovaBipn pnopei va Tpononoincel T
diapecoAaBoupevn and Tnv P-gp ekpon
peEopevadivng, 6Tav xopnyeitalr og 560N
(PAPHUAKOKIVNTIKOU EVIGXUTHR, HE
AanoTEAECHA AQUENHUEVEG OUYKEVTPWOEIG
peEopevadivng.

H pitovaBipn, 6Tav xopnyeital oe d6on
(PAPHAKOKIVNTIKOU EVIOXUTI, aVaoTEAAE
To CYP3A Kal WG anoTEAECHA AVAMEVETAl
va au§noel TIG CUYKEVTPWOEIG TNG
Aopatadivng oto nAdoua. ZuvioTdTal
NPOCEKTIKN napakoAouBbnaon Twv
BepaneuTikWV Kal aveniBupunTwy
emdpaoswyv OTav n Aopartadivn

ouyxopnyeitai pe pirovaipn.
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

Kartnyopia

(PAPHAKEUTIKOU

npoiovTog

DAPHAKEUTIKO NPOioV eVTOg
TNG KaTnyopiag
(HeTaBoAn AUC, peTaBoAn
Cmax)

KAIVIKEG NapAaTnPROEIC

AvTidikpoBlaka

tPipapnouTivn (4 gopeg, 2,5
POpEG),

125-0-0g0akeTUNO PETABOAITNG
pipaunouTivng (38 popeg, 16
POpPEG)

|BopikovaloAn (39%, 24%)

tKeTokovaloin (3,4 Qopég,
55%)

1 ITpakovagoAn?,
1 EpuBpopukivn

| AToBakovn

1 BedakiAivn

E€aiTiag TnG peydAng au&nong Tng AUC
TNG pIPAPnouUTivng, Jnopei va
evoeikvuTal n peiwon Tng ddong Tng
pipaunouTivng o€ 150 mg 3 @opég TNV
€Bdopada katd Tn ouyxoprynon He
piTovaBipn os d6on GApUAKOKIVNTIKOU
EVIOXUTH

H ouyxopriynon BopikovaldAng kai
piTovaBipng, 6Tav xopnyeital og d6on
(PAPUAKOKIVATIKOU €VIOXUTN, 6a npéEnel
va ano@eUyeTal, ekTOG €dv n a&loAdynon
TOU 0(EAOUG/KIVOUVOU Yid TOV aoBevr)
dikaloAoyei Tn xpron BopikovaloAng.

H piTovaBipn avacTéAlel Tov
diapecgoAaBolpevo and 1o CYP3A
METABOAIONO TNG KeETOKOVAZOANG. AOYW
TNG au&nuevng eNinTwaong
YAOTPEVTEPIKWV KAl NNATIKWV
aveniBupnTwv evepyeiwv, 6a

npenel va eEeTdleTal To EVOEXOUEVO
peiwong Tng ddong TnG keTokovaldAng
KaTa Tn ouyxopriynon e pitovagipn.

H pitovaBipn, 6Tav xopnyeital og d6on
(PAPUAKOKIVNTIKOU EVIOXUTH, aVACTEAAE
To CYP3A4 kal w¢ anoTeAeoua
aVAPEVETAl VA AUENOEI TIC CUYKEVTPWOUOEIG
NG ITpakovaldAng kai Tng
€puBpopukivng oTo NAAoua. XuvioTtaTal
NPOCEKTIKA NapakoAolBnon Twv
BepaneuTikwVv Kar avenfuunTwv
€MOPATEWY KATA TN GUyXopAynon
€puBpopukivng n ITpakovaloAng He
piTovapipn.

H pitovaBipn, 6Tav xopnyeital oe d6on
(PAPHUAKOKIVNTIKOU EVIGXUTR, ENAyEl TN
YAUKOUPOVISIWON Kal WG AnoTEAECHA
AVAUEVETAl VA PEIWTEI TIG CUYKEVTPWOEIG
TnG atoBakdvng oTo NAAcud. ZuvioTdTal
NMPOCEKTIKA NapakoAolonon Twv
ENINEdwV GTOV 0pO 1 TWV BEPANEUTIKWV
eMOpAcewY KATd Tn ouyxopnynon Tng
aTtoBakovng He pirovaBipn.

Agv €ival 51a0€01un Kapia PEAETN
aAAnAenidpaong poévo pe Tn pitovapipn.
E€artiag Tou kivdUvou avemduunTwv
OUMBAVTWYV Nou oXeTifovTal PE TN
BedakiAivn, n ouyxopriynon 6a npénel va
anogelyeTal. Edv To 6pelog unepTepei
Tou KIVOUVOU, n auyxopnynon
BedakiAivng pe piTovaBipn npenel va
yiveTal ye npoooxr. ZuvioTdaTal
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg
Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovrog Cmax) KAIVIKEG NapAaTnPROEIC

OUXVOTEPN NAEKTPOKAPdIOyPaAPIKD
napakoAoUBnaon kai napakoAoluBnon Twv
Tpavaapivacwv (BAEne MNepiAnywn
XapakTnploTiKwV MpoidvTog TnG
BedakiAivng).

AgAapavidn Aev €ival d1aBEoIUN Kapia PEAETN
aAAnAenidpaong povo pe Tn pitovapipn.
Se yia HEAETN aAAnAenidpaong
PApHAKWY OF UYIEIG EBEAOVTEC HE
deAapavidn 100 mg dUo Qopég
nUepnoiwg kai AonivaBipn/ pirovaBipn
400/100 mg U0 POPEC NUEPNTIWG €Ni
14 nuépec, n €kBeon oTov PETAPBOAITN
DM-6705 Tng dehapavidng nrav
au&nuévn kaTtda 30%. EEaitiag Tou
KIvdUvou napdtaong Tou d1acThAKAToq
QTc nou oxerileTal e To DM-6705, €dv
n ouyxopnynon dsAapavidng pe
piTovaBipn kpiveral anapaitnTn,
ouvioTaTal noAU ouxvn HKI
napakoAoUBnaon kad’ 6An Tn didpkeia
TNG neplodou Bepaneiag pe deAapavidn
(BA. napaypago 4.4 kal avaTpEETe TNV
MNepiAnwn XapakTnpioTikwv MpoidvTog
Tng deAapavidng).

1 KhapiBpopukivn (77%, E€aiTiag Tou gup€og BepaneuTikoU

31%), napabupou TnNG KAapiBpopukivng, dev Ba
| 14-OH peTaBoAitTng NpENel va €ival anapaitnTn Kapia peioon
kAapi8popukivng (100%, TNG dOONG 0 AOBEVEIG HE PUGCIOAOYIKN
99%) VEQPIKN AerToupyia. Adoeig
kAapiBpopukivng peyaAlTtepeg ano 1 g
TNV nuepa dev Ba npénel va
ouyxopnyouUvTail Ye pitovaBipn
xopnyoupevn o€ d6on

(papuakokivnTikoU gvioXuTr). lNa
acBeveic pe veppikn ducAeiToupyia, Ba
npenel va eEeTaleTal To eVOEXOUEVO
Heiwong Tng d06ong TnG kKAapiBpopukivng:
yla acBeveig pe kaBapon kpeaTivivng 30
€wg 60 ml/min n d6on 6a npenel va
peloveTal katd 50%, yia acBeveig e
kdBapon kpearivivng xaunAotepn ano 30
ml/min, n d6on Ba npenel va Pel®VETAl
katd 75%.

Soul@apebo&aloin/ Aev Ba npénel va ival anapaitntn n
TpieBonpiun Tpononoinon Tng 500nG TG
ooUAPapeBoEaloANng/ TpiheBonpiung
KaTa Tn JIApKEId TNG TAUTOXPOVNG
Bepaneiag pe pirovapipn.

1 ®ouoidikd o&u H ouyyxopriynon pe pitovaipn €ivai
meavo

va NPOoKAaAETEl AUENUEVEG CUYKEVTPWOEIC
TOOO TOU POoUaIdIKoU 0EE0C OO0 KAl TNC
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg

Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC
piTovaBipng oTo NAACKA Kal GUVENW®G
avtevdeikvuTal (BA. napdypago 4.3).
Pipapnikivn H pipapnikivn gival évag 1oxupog

enaywyéag Tou CYP3A4 kal auto Pnopei
va odnynoel g YEIWPEVN €KBECN OTO
PF-07321332/piTovapipn kai evOeXOUEVN
anwAeia Tng 1I0AoYIKNG avtanokpiong. H
TauTdxpovn XpHon pIPApnIKivng Je
Paxlovid avtevdeikvuTtal (BA. napaypago
4.3).

ddapuaka yia
Bepaneia AoipwENG
ano HIV

t E@aBipevin (21%)

1 MapaBipokn (161%, 28%)

| PaATeykpaBipn (16%, 1%)

| Z1doBoudivn (25%, Aev £xel
kaBopioTei)

'Exel napatnpnBsi uwnAoTEPN OUXVOTNTA
aveniBuunTwv evepyeiowv (n.x. ZaAn,
vauTia, napaiobnaoia) kar pn
(PUCIOAOYIKWV EpYACTNPIAK®OV
dokipaoiov (au&énuéva nnaTika eviuua)
KaTa Tn ouyxopnynon £papipeving pe
piTovagipn.

H piTovaBipn au€avel Ta eningda Tng
HapaBipokng oTov opd WG anoTEAECUA
TnNG avacToAng Tou CYP3A. H
HapaBipokn pnopei va xopnynOei pali pe
piTovaipn yia Tnv at&non TnG €kBeong
oTn JapaBipokn. MNa nepaiTépw
nAnNpo@opiec, avaTpeETe oTnVv MepiAnwn
XapakTnpioTikwv MpoidovTog TNG
pHapapipokne..

H ouyxopriynon pitovapipng kai
paATeyKpaBipng npokaAei nooova
HEiwoN TwV eMMedwV TNG
paATeykpaPipng

H pitovaBipn pnopsi va enayer mn
yAukopouvidiwon Tng ¢idopoudivng, He
anoTeAeopa eAappd PelwpEVa enineda
1doBoudivnc. Aev Ba npénel va sival
anapaiTnTeg TpononoInoeig TNG d00NG.

ddappako yia
Bepansia HCV

AoipwENG

1 FkAekanpeBipn/
nignpevraoipn

Ol GUYKEVTPWOEIG OTOV 0pO UMOpEi va
au&nBouv Adyw Tng avaoToAng Tng P-gp,
Tng BCRP kai Tou OATP1B ano mn
piITovaBipn. H Tautoxpovn xopriynon
ykAgkanpeBipng/ munpevracBipng kai
Paxlovid dev ouvioTaTar Aoyw au&nuévou
KIvOouvou augnoewv Tng ALT nou
oXeTiCovTal ue augnuévn €kBeon oTnv
ykAgkanpeBipn.

AVTIYUXWOIKA

1 KAoZanivn,
1 Mipodion

1 AAonepidoAn,
1 Pionepidovn,

H ouyxopriynon e piTtovaBipn ival
nibavd va npokaAéosl auEnueveg
OUYKEVTPWOEIG kKAodanivng f mipodidong
0TO NAAOMA KAl CUVEN®G avTevaEikvuTal
(BA. napdaypago 4.3)..

H pitovaBipn €ival mBavo va avaoTeiAel
70 CYP2D6 Kal wC anoTeAeoua
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

Kartnyopia

(PAPHAKEUTIKOU

npoiovTog

DAPHAKEUTIKO NPOioV eVTOg
TNG KaTnyopiag
(HeTaBoAn AUC, peTaBoAn
Cmax)

KAIVIKEG NapAaTnPROEIC

1 @eiopi1dadivn

1 Aoupaacidovn

1 KoueTianivn

AVAUEVETAI VA AUENOEI TIG OUYKEVTPWOEIG
TNG ahonepidOANG, TNG pIoTIEPIdOVNG KAl
TnG Bgiopidadivnc. SuvIoTATAl NPOCEKTIKNA
napakoAoUBNon Twv BEPANEUTIKWV Kal
avemBuunTwv enidpdocwyv 6TAV AuTd Td
@dpuaka xopnyouvTal TAQUTOXPOVA HE
avTIPETPOIKEG DOOEIG piTovapipng.

E€aiTiac Tng avaoToAng Tou CYP3A ano
Tn piTovaBipn, ol CUYKEVTPWOEIG TNG
Aoupacidovng avapéveral va auénbouv.
H Tautdxpovn Xopriynon HeE Aoupaaidovn
avtevdeikvuTal (BA. napaypago 4.3).

E€aiTiag TnGg avaoToAng Tou CYP3A and
Tn piTovaBipn, ol CUYKEVTPWOEIC TNG
KOUEgTIanivng avapéveral va auénbouv. H
TauTtoxpovn xopnynon Paxlovid kai
KOUETIANivNG avTevdeikvuTal, Kabmg
unopei va au&foel TV ToEIKOTNTA nou
oxeTiCeTal e TNV KoueTianivn (BA.
napaypa®o 4.3).

B2-aywvioTng
(Makpag dpaong)

1 ZaAHETEPOAN

H pitovaBipn avactéAlel To CYP3A4 kal
WG ANOTEAECUA AVAUEVETAl EKTETAUEVN
au&non OTIC CUYKEVTPWOEIC TNG
OQAUETEPOANG OTO NMAACHA. SUVENWG,
dEv ouVIOTATAl N TAUTOXPOVN XPNON..

AvVTaywvioTnGg

dlauAwv aoBeaTiou

1 ApAodinivn,
T MiIATiadgpn,
1 Nigpedinivn

H pitovaBipn, 6Tav xopnyeital os d6on
€iTe PpapuakokivnTIkoU EVIOXUTN) €iTe
avTIPETPOIKOU NapayovTa, avacoTEAAEl TO
CYP3A4 kal wG anoTéEAEOPa avapéveTal
va au€noel TIC CUYKEVTPWOEIG TWV
avTaywviotT®v SiaUAwV aoBeoTiou oTO
nAdopa. ZuvioTaTal NPOCEKTIKA
napakoAoUBnon Twv BEPANEUTIK®V Kal
avemBuunTwv enidpdoswyv 6TAV AuTd Ta
(@Aapuaka xopnyouvTal TAuTOxXpova HE
piTovapipn..

AVTAyWVIOTEG
gvooBnAivng

1 MnooevTavn

1 PlooiyoudTn

H ouyxopriynon pnooevtavng kai
piITovaBipng pnopei va au&naoel TIg
HEYIoTEG oUYKEVTPWOEIG (Cmax) kal TNV
AUC Tng gnooesvTavng os otabepn
KataoTaon.

Ol GUYKEVTPWOEIG OTOV 0pO HMNOpPEi va
au&nBouv Adyw TNG avaoToAnG Tou
CYP3A kal Tng P-gp ano tn pitovaBipn. H
ouyxopnynan plociyoudTtng pe Paxlovid
dev ouvioTaTal (avaTpeETe otnv NXM TG
pI00IYOUdTNC).

MNapaywya
EPUOIBWdOUG
oAupag

1 AiudpoepyoTapivn,
1 EpyovoBivn,,

1 Epyotapivn,,

1 MeBuAepyovopivn

H ouyxopriynon He pitovaBipn eivai
nibavd va npokaAéosl auEnueveg
OUYKEVTPWOEIG TWV NAPAY®YWV TNG
epuaIBwdoucg 6Aupag oTo NAdoua Kal
ouvenwg avrevdeikvuTal (BA. napdypago
4.3).

MNapdyovTag

1 Zioanpidn

AUENUEVEC OUYKEVTPWOEIC aloanpidng
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg

Katnyopia TNG KaTnyopiag

(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn

npoiovrog Cmax) KAIVIKEG NapAaTnPROEIC
KIVATIKOTNTAG TOU oTo nAdopa. Suvenwc, au&naon Tou
yaoTpevTepIKOU KIvdUvVoUu cgoBapwv appubuiov ano

auTov Tov napdyovTa Kdl GUVENWG N
TauTtoxpovn xprnon We To Paxlovid
avtevdeikvuTal (BA.napaypago 4.3).

duTIKA NpoidvTa St. John’s Wort ®UTIKA oKEUAOPATA Nou NePIEXOUV St.
John’s Wort (Hypericum perforatum)
€€aITiag Tou KIVOUVOU HEIWHEVWV
OUYKEVTPWOEWV OTO NAACONA Kal
HEIWPEVWV KAIVIKOV €NIdpACEWY Tou
PF-07321332 kal Tng pitovapipng, kai
OUVEN®G N TAUTOXPOVN XPHon HE
Paxlovid avtevdeikvuTtal (BA. napaypago

4.3).
AvacToAeig Tng HMG | 1 ATopBaoTarivn, O1 avaoToAeic Tng HMG-CoA avaywydong
Co-A avaywyaong ®AouBaaTaTivn, nou eEapTwvTal og UYPNAO Baduod ano
NoBaararivn, Tov peTaBoAiopd and 1o CYP3A, 6nwc n
MpaBaoTarivn. AoBaoTarivn kai n cigBaacrarivn,
PooouBaoTaTivn, AaVAPEVETAl VA €XOUV ONUAVTIKA
SiyBacTaTivn QUENMEVEG OUYKEVTPWOEIC 0TO NAGoua

KaTa Tn ouyxoprynon e pitovaBipn
xopnyoupevn o 860N €iTe avTIPETPOIKOU
napdyovTa €ite GApUAKOKIVNTIKOU
gvioxuTh. Kabw¢ o1 au&nuéveg
OUYKEVTPWOEIG AoBacTaTivng

Kal oigBacTaTivng pnopei va
npodiaBEoouv aobeveiG o PUONABEIEG,
OUMNEPIAANBAVOPEVNC TNG
paBdopudAuong, o cuvduaopOC AUTWV
TWV QAPHAKEUTIK®OV NPOIOVTWV HE
piTovaBipn avrevdeikvuTal (BA.
napaypago 4.3). H atopBaoTarivn
eEaptaTal Alyotepo ano To CYP3A yia Tov
peTaBoAiopd. MapdTi n anoBoAn TG
pooouBaaraTivng dev eEapTdTal ano To
CYP3A, €xel avapepBei al&non Tng
€kBeang oTn pooouBacTaTivn KaTtd T
ouyxopnynon Ke pitovaBipn. O
HNXaviopog auTtng TnG aAAnAenidpaong
dev eival capng, aAAa pnopei va sivai
anoTEAECHA TNG AVAOTOANG HETAPOpPEQ.
‘OTav xpnoiygonolouvTail pe pirovapipn,
nou xopnyeitar os ddon &ite
(PAPUAKOKIVNTIKOU EVIOXUTH, EITE
avTIPETPOiKOU napdayovTa, Ba npénel va
xopnyouvTail ol XaunAOTEPEG OUVATEG
dboeig atopBaacTaTivng n
pooouBaacTativng. O PeTaBoAIopOg TNG
npaBaoTarivng kar Tng @AoupaacTtaTivng
dev e€aptaTal anod To CYP3A kai dev
avapévovtal aAAnAenidpdoeic Je TN
piTovaBipn. Edv evdeikvutal Bepaneia pe
avaoToAéa Tng HMG-CoA avaywydaong,
ouvioTaTal npapacTarivn f

(@AouBagoTarivn.
Oppovikd 1 AiIBivuloioTpadioAn (40%, EEaITiag TwV PEIWOEWV OTIG
avTiouAANNTIKG 32%) OUYKEVTPWOEIC a1BivuAolaTpadioAng Ba
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg
Katnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC

npénel va e€etaleral n xpnon HEBOdWV
avTiocUAANWNG @paypoU f aAA®V un
OPHOVIK®WV HEBOdWY avTICUAANWNG HE
TNV TAUTOXPOVN XPNon piTovapipng,
oTav xopnyeitalr og d60n €iTe
avTIPETPOIKOU NapayovTa €iTe
(PapuakokIivnTikoU gvioXuTr. H
piTovaBipn ival niBavo va aAlagel To
aigoppayikd npo@iA TnG uATPAc

Kdl va PEIWOElI TRV aNOTEAECHATIKOTATA
TWV avTICUAANNTIKWV MOU MEPIEXOUV
010TpadidAn..

AvoookaTaoTaATika | 1 KukAoonopivn, H piTovaBipn, 6Tav xopnyeitair o 560n

t TakpdAipoug, €iTe PapuakokIvnTIKoU EVIOXUTN €iTe

1 EBgpOAILOUC aVvTIPETPOIKOU NapayovTa, avacoTEAAE! TO
CYP3A4 kal wG anoTEAEOPA avapéveTal
va Au&noel TIC GUYKEVTPWOEIC TNC
KUKAOOMOPIVNG, TOU TAKPOAILOUG ] TOU
€BEPOAIMOUG OTO NAAGCHA. SuvioTaTal
NPOCEKTIKA napakoAoldnon Twv
BEPANEUTIK®V KAl avemduunTwyv
emdpacewyv OTAvV AuTa Ta pApUaAKa
xopnyouvTal Tautoxpova U pitovapipn..

MapayovTeg 1t Aopitanion O1 avaoToAeic Tou CYP3A4 au&avouv Tnv
Tpornonoinong €kBeon oTn Aopitanidn, Pe TOug
Anmdiwv I0XUpoUC avaoToAEic va auEavouv Tnv
€kBeon kaTa nepinou 27 gopeg. EEartiag
TnG avacToAng Tou CYP3A ano Tn
piTovapipn, ol CUYKEVTPWOEIC TNG
AopiTanidong avauéveral va augnbouv. H
Tautdxpovn xpron Paxlovid pe
AopiTanidon avrevdeikvuTtal (BA.
NANPO@OpPIeg ouvTayoypa®nong yia Tn
Aopitanion) (BA.napaypago 4.3).

AvaoToAeig 1 ABavaoiin (13 gopsg, 2,4 H TauTtdxpovn xprion aBavagiing pe
PWOoPOdIECTEPAONC | POPEG), Paxlovid avtevdeikvuTal (BA. napaypago
(PDES5) 4.3).

1 ZIAvTevagiin (11 gopég, 4 H TauTtdxpovn xprnon GIAvTEVA®IAnG yia
(POPEG), Tn Bepansia TNG oTUTIKNAG dUCAEIToUpyiag
HE piTovaBipn, xopnyouuevn os doaon
€ITE AvTIPETPOIKOU NapdyovTa €ite
(PapuakokIvnTIkoU evioxuTr, Ba npenel
va yiveTal e npoooxn Kal og Kayia
nepinTwon dev 6a npenel ol 3O0EIG TNG
OIAvVTEVAPIANG va ungpBaivouv Ta 25 mg
og 48 wpec. H Tautoxpovn xpnon
oIAvTEVA®iAngG pe Paxlovid
avTevdsikvuTal o€ aoBEeVEIG Pe
Nveupovikn aptnpiakn unéptaon (BA.
napaypago 4.3).

1 TavtaAaiin (124%, <) H TauTtdxpovn xprnon TavraAagiAng yia
Tn Bgpansia TNG OTUTIKNG OUCAEITOUpYiag
HE piTovaBipn, xopnyouuevn os ddon
€iTe avTIpeTpoikoU NapdayovTa &iTe
(PAPUAKOKIVNTIKOU €VIOXUTR, Ba npénel
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg

Kartnyopia TNG KaTnyopiag
(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn
npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC

va YiveTal e NpoooxXr|, O HEIWHPEVEG
d00sIC OXI HeyaAUTepeG ano 10 mg
TavTaAa@iAng kKabe 72 wpeg, Je
au&nuévn napakoAouBnon yia
avemBUuunTeG EVEPYEIEG.

1 BapvTteva@iin (49 @opég, 13 | H Tautoxpovn xpnon Bapvreva@iAng pe

POPEC) Paxlovid avtevdeikvuTal (BA. napaypago
4.3).
HpeuioTikd/ t KAopalendrn,, H ouyxopriynon We pitovaBipn sivai
UNVWTIKA t Aialenaun,, nieavo va NpoKAAETEl QUENUEVEG
1 EoraloAdun,, OUYKEVTPWOEIG KAopalendTng,
1 ®Aoupalenapn, dialenapung, eoTaloAaung Kai

(pAoupalendung oTo NAAoua Kai
ouvenwg avtevdeikvuTal (BA. napaypago

4.3).
tAnd oTouaTog Kal H pmidaloAaun peraBoAileTal ekTevwg anod
NapevTEPIKN To CYP3A4. H ouyxopnynon ue Paxlovid
MidaloAapn Hnopei va npokaA&oel pia peydAn

au&non oTn CUYKEVTPWON TNG
Hi16aloAdung. O1 CUYKEVTPWOEIG TNG
H1daloAGung oTo NAGOPa avapeveTal va
gival onuavTika uwnAoTepeG O0Tav n
p1daloAdun xopnyeitar ano Tou
OTOMATOG. Suvenwc, To Paxlovid

dev Ba npéEnel va cuyxopnyeital ge anod
TOU OTOMATOG Xopnyoupevn pidaloAaun
(BA.napaypago 4.3), evw Ba npenel va
OiveTal Npoooxn KATA Tn guyxoprnynon
Tou Paxlovid pe napevrepikd
xopnyoupevn pidaloAdaun. Asdopéva ano
TNV TAuTOXpPOVN XPrnon HidaloAdung
NapevTePIKA Pe AAAOUG avaoToAEig
npwWTEAo®V unodnAwvouv pia meéavn 3
€wG 4nAdoia avgnon Twv enNiNedwv TNG
p1daloAdung oto nAdopa. Eav to
Paxlovid guyxopnyeital Je NApevTEPIKA
xopnyoupevn pidaloAdun, autod Ba
npénel va yiveral og povada evraTikng
Bepaneiag (ME®) r; napopolo nepiBaAiov
nou d1aocpailel oTevr) KAIVIKNA
napakoAouBnaon kal KaTaAANAn 1aTpikn
AvTIMETWNION O€ NEPINTWON
avanveuaTIKNG KATaoToANG r/kal
NapaTeTaPevnG KaTaoToAnG. Oa npénel
va €&eTaleTal TO EVOEXOHEVO
npocgapuoyng TNG doooAoyiag Tng
p1daloAapung, €1d1ka eav xopnyouvTal
nepIooOTEPEG ano pia dOoeIg
p1dadoAaung.

1Triazolam (> 20-fold, 87%) H ouyxopriynon pe pitovaBipn ivai
nibavd va npokaAéosl auEnueveg
OUYKEVTPWOEIG TPIaloAduNnG oTo NAAcua
Kal ouvenwg avrevdeikvuTal (BA.
napdaypaqgo 4.3).
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

Kartnyopia

(PAPHAKEUTIKOU

npoiovrog

DAPHAKEUTIKO NPOioV eVTOg
TNG KaTnyopiag
(HeTaBoAn AUC, peTaBoAn
Cmax)

KAIVIKEG NapAaTnPROEIC

| MeBIdivn (62%, 59%),
1 MeTaBoAiTng vopnebidivng
(47%, 87%)

1 AAnpadoAapn (2,5 @opég, <)

1 Bouonipovn

H xprion nebi1divng kai pirovapipng
avTevdsikvuTal €EQITIAC TWV AUENHEVWYV
OUYKEVTPWOEWY TOU PETABOAITN, TNG
vopneBidivng, nou &xel TOGO avaAynTikn
dpdaaon 600 Kal dIEyEPTIKNA dpAacn OTo
KNZ. OI QUENMHEVEG OUYKEVTPWOEIG
vopneBIdivng pnopei va au&rfoouv Tov
Kivouvo Twv emdpdoswv oto KNZ (n.X.
EMIANNTIKEG Kpioeig) (BA. napaypa®o
4.3).

O peTaBoAiouog TG aAnpaloAdung
avaoTEAAETAI PETA TNV €10AYWYN TNG
piITovaBipng. ZuvioTdTal Npoooxn KaTa
Tn SIGPKEIa TWV NPWTWV APKETWV
nuepwv oTav n aAnpaloAaun
ouyxopnyeital pe pirovaBipn,
Xopnyouuevn o€ d0a0n &iTe
avTIpETPOikoU napayovTa &iTe
(PApHAKoKIVNTIKOU EVIOXUTH, NpIv
avanTtuyxBei n enaywyn Tou
peTaBoAiopou Tng aAnpaloAdunc.

H pitovaBipn, 6Tav xopnyeital og d6on
€iTe PAPUAKOKIVNTIKOU EVIOXUTN €iTE
avTIpETPOikoU NapayovTd, avaoTEAAEl TO
CYP3A kal w¢ anoTéAEoUA avapueveTal va
au&noel TIG CUYKEVTPWOEIC TNG
Bouonipovng oTo NnAdoua. ZuvioTdTal
NPOCEKTIKA NapakoAolBnon Twv
BEPANEUTIK®V Kal avemduunTwy
emdpaoswv 6Tav n Bouonipodvn
xopnyeital Tautdxpova pe pitovaBipn..

YNvwTIKOG
napayovrag

1 ZoAmdEn (28%, 22%)

H CoAmdeun kai n pitovaBipn ivai
duvaTov va ouyxopnynbouv pe
NMPOCEKTIKN napakoAoudnon yia
uUnePBOAIKEG KATAOTAATIKEG EMIOPATEIG. .

Alakonn

KanvioparTog

| Bounponiovn (22%, 21%)

H Bounponiovn PeTaBoAileTal KUping
and 1o CYP2B6. H TauTtdxpovn Xoprnynon
Bounponidvng Pe enavaAauBavoueveg
000EIC pITOVaBipng avapeveTal va
peiwoel Ta enineda Tng Bounponidvng.
AUTEG o1 eNIdpAcelg BewpeiTal OTI
avTinpoownevUouVv eNaywyr Tou
HeTaBoAlopoU Tng Bounponidvng.
QoT000, €NIdn n piITovapipn €xel eniong
katadeixBei 0TI avaoTéAAel To CYP2B6 in
vitro, dev Ba npénel va yiveral unéppBaon
TNG ouvIoTWHEVNG d6aong Bounpomodvng.
Ze avTiBeon Pe TN Hakpoxpovia
xopriynon pitovapipng, dev unnpxe
onpavTikr aAAnAenidpaon e TN
Bounponiovn PETA anod Bpaxuxpovia
Xopnynon XapnAwv do6cswv pitovapipng
(200 mg dU0 POPEC NUEPNTIWG YIa 2
NUEPEG), UNOdNAWVOVTAG OTI Ol JEIWOEIC
OTIG OUYKEVTPWOEIG TNG Bounponiovng
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Mivakag 1: AAAnAenidpaon HeE GAAa PAPHAKEUTIKA

aAAnAenidpaong

npoiovra kai AAAEG HOPPEG

Kartnyopia

(PAPHAKEUTIKOU

npoiovrog

DAPHAKEUTIKO NPOioV eVTOg
TNG KaTnyopiag
(HeTaBoAn AUC, peTaBoAn
Cmax)

KAIVIKEG NapAaTnPROEIC

pnopei va EekivoUv apKETEG NUEPEG META
TNV €VApEN TNG OUYXOPHYNONG HE
piTovapipn.

>TepoeIdn

Eionveopevn, eveaiyn N
€vOOPPIVIKI NPOMIOVIK)
@AouTikalovn,
Boudeoovidn,
TpiapaivoAovn

1 Aggapebalovn

1 NpedvifoAovn (28%, 9%)

'Exouv avagpepBei cUOTNUIKEG EMIDPATEIG
anod Ta KOPTIKOOTEPOEIDN,
oUMNEPIAAUBAvVoOUEVOU TOU GUVSPOHOU
Cushing kal TNG KATACTOANG TWV
eniveppidiowv (Napatnpnbnke peiwon
TWV €NINEdWV TNG KOPTICOANG OTO
nAaopa katd 86%), oe agbeveic nou
AauBavav pitovaBipn kai €I0AVEOHEVN N
€vOOPPIVIKI NPoMioviKn gAouTikalovn.
Mapopoieg emdpacelc 8a ynopoloav
€niong va ocupPBoulv pe dAAa
KOPTIKOOTEPOEIDN MOU

pyeTaBoAifovral ano To CYP3A n.x.,
Boudeoovidn Kal TpIaPaIVOAOVN.
SUVEN®CG, N TauTdxpovn Xoprnynon
piITovapipng, xopnyoUUevNnG og 300N €iTe
avTIpETPOikoU napdayovTa &ite
(PAPUAKOKIVNTIKOU EVIOXUTH, Kal aUT®V
TWV YAUKOKOPTIKOEIDWY dev ouvIoTATAl,
EKTOG €AV To dUVNTIKO OPENOG TNG
Bepaneiac unepTepei Tou KIVOUVOU TWV
ouOoTNMIKWV €nidpdocwy anod Ta
KOPTIKOOTEPOEIDN. ©a npenel va
€€eTAlETAl TO EVOEXOHEVO MEIWONG TNG
d00NG TWV YAUKOKOPTIKOEIDWV HE OTEVH
napakoAoudnon Twv TOMIKWV Kal
ouUOTNMIK®WV €NIdpdoswV N N aAAayn o€
£€va YAUKOKOPTIKOEIOEC NMoU dev anoTeAEl
unooTpwpua Tou CYP3A4 (n.x.
BekAopebalovn). EninAéov, oe
nepinTwaon

andouponG TWV YAUKOKOPTIKOEID®V
pnopei va anaimnBei npoodeuTikn Peinan
TNG d0ONG 0 HEYAAUTEPO XPOVIKO
diaoTtnua.

H piTovaBipn, 6éTav xopnyeital og d6on
€iTe PApUAKOKIVNTIKOU EVIOXUTN €iTE
avTIpETPOIKOU NapayovTa, avaoTEAAEl TO
CYP3A kal wG anoTéAECHA avapPeveTal va
auUENaOel TIG CUYKEVTPWOEIG TNG
de€apebalovng oTo NAAopa. uvioTdaral
NMPOCEKTIKA NapakoAolonon Twv
BepaneuTikWV Kal aveniBupunTwy
eMdOpAcewyY KATd Tn ouyxopnynon
de€apebadovng ue pirovapipn.

SUVIOTATAl NPOCEKTIKN NapakoAoudnon
TV BEPANEUTIKWV Kal aveniBupnTwyv
eMdpAcewyY KATd Tn ouyxopnynon
npedvifoAdvng pe pitovaBipn. H AUC Tou
HeTaBoAITn npedvifoAovng augnnke
KaTa 37% kai 28% WeTa ano 4 kai 14
NMEPEG X0prynang pirovapipng,
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Mivakag 1: AAAnAenidpaon HE GAAa PAPHAKEUTIKA NPOoiovTa Kal GAAEG HOPPEG
aAAnAenidpaong

DAPHAKEUTIKO NPOioV eVTOg

Katnyopia TNG KaTnyopiag

(PAPHAKEUTIKOU (peTaBoAn AUC, peTaBoAn

npoiovTog Cmax) KAIVIKEG NapAaTnPROEIC
avrioToIxa.

Oepaneia NAeBoBUpPOEivn 'Exouv avapepBei NePINTWOEIC HETA TNV

uUnNokaTaoTaong KukAo@opia oTtnv ayopd nou

BupeoeISIKWV unodeikvuouv duvnTikr aAAnAenidpaacn

OpHOVMV METAEU NPOiOVTWV NMou NEPIEXOUV

piTovaBipn kai AeBoBupogivng. H
BupeoeIdoTponog opuodvn (TSH) Ba
npénel va napakoAouBeiTal oe aoBeveig
nou AapBavouv Bepancia pe
AeBOBUPOEIVN TOUAGXIOTOV TOV NPWTO
Mrva PeTda Tnv €vapgn n/kai Tn An&n Tng
Bepaneiac ye pitovaBipn.

SuvTunoeig: ALT = apivoTpavogepaon aiavivng, AUC = neploxn KATw and Tnv KapnuAn.
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Anoonacpa anod To OXeTIKO Afupa Tou ®UAAou Odnyi®v Xpriong Tou Paxlovid, 6nwg
€YKpPiONKe ano Tnv CHMP oTig 27 Iavoudpiou 2022 kal eNIKUPp®ONke ano Thv Eupwnaikn
EmiTponn

6. MepIEXOHEVA TG CUCOKEUACIag kal AoinéG NAnpo@opisg

[-..]

To napov pUAAO odnyi®V Xpriong avabempndnke yia TEAEUTAia popa oTIG

AUTO TO PAPHAKEUTIKO NPoidv €xel eykplBei ye TNV d1adikaacia Nou AnokKaA&iTal «Eykpion uno 0pouc».
AUTO onuaivel 6T avapEvovTal NEPITOOTEPEG anodeiEeIG OXETIKA HE TO PAPHAKEUTIKO NPOIdV.

O Eupwnaikog Opyaviopog dapuakwyv 8a a&loAoyei TOUAAXIOTOV €TNOIWG TIG VEEC MANPOPOPIEC YIa TO

Papuako autd kal Ba enikaiponolsi To Napov ®UAAo Odnyinv XpAong avaAoywg.

SapwoTe ToV KWJOIKO JE Hia (popnTr) CUCKEUN YIA VA AMOKTNOETE TO UAAO 0dnyI®V Xprnong os
d14popeC YAWOOEC.

O pevet{ O

URL: https://pfi.sr/c19oralrx
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