NEPENIK

NIKAPCbKNX 3ACOBIB WOAO AKX 3ABEPLLEHO PO3I/iA4 PI§€CTPALI,II7IHI/IX MATEPIANIB NPO BHECEHHA 3MIH 4O
PEECTPALINHNX MATEPIAJIB NPOTArOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBMW, AKI

3APEECTPOBAHI KOMNETEHTHUMW OPIFAHAMU CMNOJTYYEHUX LUTATIB AMEPUKW, LUBEWUAPCBKOI KOHOELEPALL,
ANOHII, ABCTPAJII, KAHAAW, NIKAPCbK/X 3ACOBIB, WO 3A LLEHTPA/TI3OBAHOI NPOLEAYPOKO 3APEECTPOBAHI

KOMMOETEHTHMM OPrTAHOM EBPOMNENCBLKOIO COKO3Y

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. MABIPET TabneTkn, BKpUTI E66BI LLiBeiiuapis BMPOOHULITBO, HimeyunHa/ C.1.4 - Change(s) in the SPC, Labelling 3a UA/18231/01/01
NNiBKOBOI 060/I0HKOIO BiothapmacbtoTik nakyBaHHs Ta Ipnangis or PL due to new quality, preclinical, peuyenmom
100 mr/40 wmr; Ne 84: no an3 'meX TecTyBaHHS MPOMIXHOI0 clinical or pharmacovigilance data - Type
3 TabneTkun y 6nictepi; eKcTpyaaTy; nepBuHHe I
no 7 6nictepis y Ta BTOPVHHE NakKyBaHHS, Update of section 5.1 of the SmPC
KapTOHHI kopobuj; 4 BWMYCK Cepil roToBOro based on results from study M13-576; a
KapTOHHI KOPO6KK Y nNiKapcbKoro 3acoby: non-drug interventional follow-up study
rpynoBiii ynakoBL,i E66Bi [oliunens MvoX i to assess resistance and durability of
Ko. KI', HimeuunHa; response to AbbVie direct-acting
BUPOBHULTBO antiviral agent (DAA) therapy (ABT-493
nikapcbKoro 3acoby, and/or ABT-530) in subjects who
TecTyBaHHs: ®ypHbE participated in Phase 2 or 3 clinical
Na6opaTopi3 AlipneHp, studies for the treatment of chronic
Niviten, Ipnaxgis hepatitis C Virus (HCV) infection. The
study is included as a category 3 study
in the RMP, and an updated RMP
version 6.0 has also been submitted.
2. MEMA TabneTku, BKPUTI TOB «TeBa YkpaiHa Axtasic NT[, Manbta 3miHa 3 skocTi Tun 1A (B.1l.e.1.a.1) 3a UA/18829/01/01
NNiBKOBOK 060/I0HKOHO, YkpaiHa» Change in immediate packaging of the peyenmom
no 10 wr; no 14 finished product — Qualitative and
Tabnetok y 6nictepi, no guantitative composition — Solid
2 abo 4 6nictepn y pharmaceutical forms
KapTOHHI/ KopoobLi
3. MEMA TabneTku, BKPUTI TOB «TeBa Ykpaina AkTasic 1T/, ManbTa 3miHa 3 akocti Tun 1A (B.ll.e.1.a.1) 3a UA/18829/01/02
NNiBKOBOK 060/TI0HKOIO, YkpaiHa» Change in immediate packaging of the peyenmom
no 20 wr, no 14 finished product — Qualitative and
Tabnetok y 6nictepi, no guantitative composition — Solid
2 6nicTepun y KapTOHHii pharmaceutical forms
Kopobui




