IIpoTuBipycHi npenapaTu NpAMoi Aii A/ JikyBaHHA BipycHoro renatuty C .

CIITA (1) 04.10.2016. AreHilis 3 KOHTPOJIFO 3a JiKapCHKUMM 3aco0aMH Ta XapuOBUMHU
ripoayktamu CIIIA (FDA) monepe/ykae 1po pyU3UK BUHUKHEHHSI aKTUBHOI (hOpMU BipyCy TenaTuty
B (HBV) noBTOpHO y Oy/ib-IKMX MAl[i€HTIB, SIKi B JAHUH MOMEHT abo TorepeHbo Oyiu iHbiKOBaHi
HBYV Ta B siKoCTi Tepariii oTprMyBa/iM MPOTUBIPYCHI MpenapaTty npsaMoi fii Big Bipycy rematuty C
(HCV). Y pedxkux Bumnazgkax, peaktuBauis HBV y mnaijieHTiB, fiki oTpuMyBasu MNPOTHBIPYCHI
TiperiapaTy MpsiMoi Aii pu3Besia 10 cepiio3HuX NpobieM 3 reviHKow abo 710 cMepTi.

B pe3sysnbrati, FDA BrMarae BHeCeHHsI 0COO/TMBOTO 3aCTepe>KeHHsI PO PU3MK peaKTUBALlii
HBV 3 okpemuM HaranoumeHHsM (BUZi/JIeHHSIM paMKOK) B IHCTPYKIL|il0 [0 3aCTOCYBaHHSI LIMX
nperapariB,  CIIPSIMOBYIOUM TIPOBiZHMX (axiBI[iB y ramy3i 0XOpoHH 3/0pOB'S Ha HEOOXiJHICTb
CKpUHIHTY 1 MoHiTopuHry HBV y Bcix naiji€HTiB, siKi OTPUMYIOTb JIIKYBaHHSI [IPOTUBIPYCHUMU
nipenapatamMu npsimMoi fii. Ile momepemkeHHsT TaKOXK Ma€e OyTH BK/IIOUeHe B iHOpPMalliiHUH JIUCTOK
nalfieHTa uyi peKoMeHallii st ikapiB 100 X JiKapchbKUX 3aco0iB.

[IpoTuBipycHi mnpenapaTu IIpAMOI [Jii BHUKOPUCTOBYHOTBCSL [JIs1 JIIKYBaHHSI XPOHIYHOI'O
reratuty C, iH@ekIil, 1110 MoXXe TpuBaTU Bce UTTs. Lli mpenapaTy 3MeHIIYIOTh KiJIbKiCTh Bipycy
reratuty C B OpraHi3mi Iisixom 3amnobiraHHio Horo po3MHOXKEHHEO, i B Gi/IbIIIOCTi BUMA/IKiB, BOHU
nikyrotb HCV. fIkmo rematutr C He JiKyBaTH, Ile MOXKe TIPHU3BECTH /10 CEpHO3HMUX MpobJeM 3
TMEeYiHKOK, BK/IFOUAIOUH LIUPO3 TeYiHKY, PaK MeuiHK1, CMepPTh.

FDA 3Bepraethcs [0 (axiBLiiB 0XOPOHHU 3/J0POB'S 3 THUM, 1110 BOHM ITOBUHHI M1€pPeBipUTH yCixX
TaIfieHTiB Ha HasiBHICTb icHyr04oi abo paHile mepeHeceHoi iHdekwii HBV o moyartky JsiKyBaHHS
TPOTUBIPYCHUMM TIperapaTaMy MpsAMOoi [Jii, 1 CriocTepiraty 3a naijieHTamMH 3a JOIOMOIOK aHasli3iB
KPOBi 3a//1s1 BUSIBJIEHHsI 3arocTpeHHs1 abo peakrtuBailii HBV mig vac i micas nikyBanHs. B manwmii
yac HeBiZIoOMO, UOMY BiI0yBa€TbCSI peaKTHBALlis.

[TarfieHTM MOBMHHI MOBIJOM/SATA MEJWYHOrO TpalliBHMKA MPO Te UM BOHW XBOPIIM Ha
reratit B abo mpo iHmi mpobsemMu 3 MeviHKOR, mepil HixK jikyBatu rematuT C. IlarfieHTn He
TOBUHHI TIPUMMHATU TIpUAMATH TPOTUBIPYCHI TiperapaTy TipsMoi Aii  6e3 morepeAHbOI
KOHCYJIbTaLlil Jlikapsi. PaHHE pUNMHEHHs JIIKyBaHHSA MOXKe IPU3BeCTH [0 TOrO, L0 BIpyC renaTury
C crae MeHII UyTJMBKM |0 TIEBHUX JIKiB. 3 KO)KHUM HOBUM NPU3HAYeHHSM, BUITMCAHUM peLeNToOM
Ha Ii /iKY, TAallieHTM TIOBUHHI 03HAMOM/IIOBAaTHUCh 3 JINCTOM-BK/IQJUILIEM YU MeJUUYHUMH
pPeKOMeH/Ial[iIMH, 1110 WAYTh 3 HUM, OCKi/IbKM iH(dopMarlis Mo)ke OyTu oHOBieHa. IlarfieHTH
TIOBUHHI HeraitHO 3BepHYTHCh /IO JiiKapsi, SIKII0 BUHUKAIOTh TaKi CUMITTOMH: BTOMa, C/1aOKiCTb,
BTpaTa amneTuTy, HyZOTa i Or0BaHHS, MMOXKOBTiHHS O4el ab0 IIKipHUX MOKPHWBIB, BUTIOPO’KHEHHS
CBITJ/IOr0 KOJIbOPY, OCKi/IbKA BOHA MOXKYTh OyTH 03HaKaMu Cepio3HUX MpoOsieM 3 TIeuiHKO.

Cepen moBigomnens, ski Hagiviuum go FDA Ta cepep omy0sikoBaHOi JiTepatypu Oysio
BUsIB/IeHO 24 Buna ku peaktuBalil HBV y nauieHTiB, gki ofHOUacHO iH(iKOBaHi BipyCcOM renaTury
C Ta remarury B, i gKux JiKyBa/i i3 3aCTOCYBaHHSIM IPOTUBIPYCHUX IIperapariB mpsamoi Ail
ripotarom 31 micang 3 22 mucrornaga 2013 poky o 18 nunua 2016 poky. Crofu BXOATH TiIBKU
nipeActasieHi FDA Bumnajgku , ToMmy, MMOBIPHO, € JOJATKOBI BUNaAKK, Npo siki FDA He Bifomo. 3
TIOBiZIOMJ/IEHUX BUIIQ/IKiB /IBa TIAL{i€HTa IOMEPJI i OJHOMY MOTPiOHa repecajKa MeviHKy.

[Tpo HBV peakTuBaijito He Oy/0 MOBiZIOM/IEHO SIK TIPO HECIIPUST/IUBY TOJ{0 B KITiHIYHUX
BUMPOOYBaHHSX, TIpPeJCTaBJIeHUX AJIs1 3aTBep/KeHHs TPOTHBIPYCHUX TIperapartiB mpsiMoi Aii,
OCKiTbKU matieHTr 3 HBV-iHdekijiero, Oymu BuKMoueHi 3 BUMpoOyBaHb. BumpoOyBaHHS IjuX
TALli€HTIB BUKJIFOUEHi /i TOTO, 1[00 KOHKPETHO OL[iHUTH 0e3reKy MpOTHBipYCHUX TIperiapatiB
npsiMoi  [1ii, BK/IIOUArOUM iX BIUVIMB Ha TeYiHKY, y TaljieHTiB, iHdikoBanux Tiieku HCV i 6e3
TIPUCYTHOCTI IHIIIOTO BIpyCy, IKMM BpaXka€ MeYiHKY .

FDA 3aknukae rpodecioHasiB OXOPOHHM 370POB'S i MAlli€HTIB TMOBiZOMJISTH TIPO T00iuHi
edeKTH, MOB'A3aHi 3 MPOTUBIPYCHMMU MperapaTMuy NpsMoi Aii i iHyMuy nikamu B iporpamy FDA
MedWatch, BukopucroBytouu iHdopmaliito B nosie "Contact FDA" B HW)KHIiM YaCTHHI CTOPiHKU.

€C (2) 28.10.2016 €Bporneiicbka meauuHa areHiisi (EMA) ocBiT/iiiia Ha CBOEMY CaWTi
iHndopmatiito 3 momicsiuyHoro 3acigansis KomiteTy 3 ouiHku pu3uky Ta ¢apmakoHarnsay (PRAC). B



AKili 3a3HaueHo, 1[0 EMA 17 Gepe3ns 2016 poky po3nouana orusg [IpoTHBipycHHX TiperapartiB
npsMoi 1ii, 1[0 BUKOPUCTOBYIOTBbCSl ISl JiKyBaHHS XpOHiuHOro remaruty C — iHQeKLilHOro
3aXBOPIOBaHHS, 1110 BIIJIMBAE Ha MEYIHKY, BUK/IMKAHOI'O BipycoMm rernatuty C.

[TpotuBipycHi npenapatu npsimoi aii (Daklinza, Exviera, Harvoni, Olysio, Sovaldi i
Viekirax) maroTe Bak/iMBe 3Ha4YeHHs [yisl JIIKyBaHHS XpOHiYHOro reratuty C i MOXyTb OyTh
BUKOPHMCTaHi 0e3 3acToCyBaHHS iHTep(epOoHiB, 1[0 MepeHOCAThCs ripiie. [Jo HeZaBHBOrO dYacy,
inTepdeporn Oy yacTUHOWO cxeMu JiKyBaHHs reratuty C. IHtepdeponu, sik Biomo, [if0Th K
MIPOTH Bipycy rematuty B Tak i C, 1110 MOXYTb OyTH TIPUCYTHIMHM OZHOYACHO Yy JesTKUX Malli€HTIB.

[IpoBesieHHs oIy CIpUYMHW/IA T10SBa TOBIJOMJ/IEHb IIPO peakTUBaLlifo remnatury B y
XBOpUX, siKi Oymu opHouacHO iH¢ikoBaHi Bipycamu rematuty B i C, i ski orpumyBamu
MPOTUBIPYCHI Tiperniapaty npsiMoi il Bifg rernatuty C. PeakTtuBallis renatuty B — 1je  TiOBepHEHHS
aKTMBHOI iHGeKI[ii y maljiieHTa, uuii rematut B OyB HeakTwBHUMM. OTJIsii OL[iHWTL CTYIIiHb
peakTuBaLlil renatuty B y XBopuXx, sKi OTpUMyBa/id MNPOTHBIPYCHI Tperapatd mOpsmol Ail Bif
rernatuty C i OL[iHUTh UK HEeOOXi/Hi AKiCh 3aX0/U AJis ONTUMi3allil JTiKyBaHHS.

Kpim Toro, B kBiTHi 2016 cTanu JOCTYIHI AaHi 3 JOCIiKeHHs " 100 PU3UKY MTOBEPHEHHS
paKky MeuiHKW (TernaroLie/to/IsipHOl KapLMHOMH) Yy Malli€HTIB, fKi JIIKyBaJuCs NPOTUBIPYCHUMM
riperniaparaMmu Iipsmoi gii Big renatuty C. JJoctiiyKeHHs ITOKasasio, 10 Lii Mali€eHTy MijfaBaaucs
PU3MKY IIOBEpHEHHS paKy paHille HDK MalieHTH 3 renatutoM C, sKi He NMpUMMav NMPOTUBIPYCHI
niperapati mpsiMoi Aii. Maciitabu MmoTouHoro orJisAy Oy/o po3IIMpeHO [Jjisg TOTo IO TaKoX
OL[iHUTH PU3MK PO3BUTKY PaKy IMeUiHKH IPU JTiKyBaHHi [JUMH JIIKapCbKUMHU 3aCO00aMHu.

[Toxku TPUBA€ OIS/, TAI[iEHTH TIOBMHHI OOTOBOpIOBAaTH 3i CBOIM JiikapeM abo
dapMmarieBTOM, MUTaHHS ab0 MPoOJIeMH, 110 B HUX MOT/IM BUHUKHYTH.

HactynHi mpoTBipycHi miperapatd mpsiMoi il Oynu cxBaneHi B €C [y JiKyBaHHS
xponiuHoro rermatuty C: Daklinza (makmaracip), Exviera (zmacabysip), Harvoni (codocOysip /
neninacgip), Olysio (cumenpesip), Sovaldi (codocbysip) i Viekirax (ombiTacBip / mapitampesip /
puToHaBip). MexaHi3M ix fil nonsrae B 6/10KyBaHHi fii 6inkiB Bipycy remaruty C, siki HeoOXifHi
IJis po3MHOKeHHs1 Bipycy remaruty C. Bimbm gertanmpHy iH(opMarito mpo mi jikapcbki 3acobu
MO>KHa 3HalTH Ha Beb-caiiti EMA (http://www.ema.europa.eu/).

14 kBiTHa 2016 cdepa ornsgy Oyna posivpeHa, 1100 BKIFOUWTH PU3UK PO3BUTKY paky
TeYiHKU JOAATKOBO /10 TIOTEHLIIMHOTO PU3UKY peakTHBalLlii rernatury B.

Ornsig mpoBoAuThCst KoMiTeToM 3 O11iHKK py3uKy Ta (hapmakoHarnsay (PRAC), komiteTom,
0 BizATOBiZae 3a oLiHKYy mwTaHb Oe3reku mikiB Ay moguHu. KoTpuii mMae 3pobutu Habip
pekomeHfartiiii. Pekomenzaiiii PRAC OyayTek cripsmoBaHi 1o KomiteTy 3 /iKapChKMX IpeTiapariB
st moavHu (CHMP), koTpuid i ipuiiMe ocTaTOYHe pillleHHsl. 3aK/IH0UHUM eTan NpoLefypH OrJsiay
— TIpUUHATTS pillleHHs1 E€BPOINENCbKO KOMicCi€ro, 1110 Mae IOpUJUYHY CUTY, 110
PO3IIOBCIO)KYETHCA Ha BCI JiepkaBU-usieHu €C.
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[Mocunanns: (1) Drag Safety Communication, US FDA, 4 October 2016 (http://www.fda.gov)
(2) Press release, EMA, 28 October 2016 (www.ema.europa.eu)


http://www.ema.europa.eu/

