MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO0 AKNX 3ABEPLLUEHO PO3rNa4 PEECTPALINHNX MATEPIANIB NPO BHECEHHA 3MIH 40
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI 3APEECTPOBAHI
KOMMETEHTHAMW OPrAHAMU CMOJTYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOHOELEPALLT, ANOHII, ABCTPAII,
KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPA/TISOBAHOIO MNMPOLUEAYPOIKO 3BAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM
EBPOMENCbLKOro CO3y

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. CIPTYPO Tabnetkv no 20 wr; TOB YkpaiHa BMPOOHMLITBO, MEPBMHHA Ta IHpis/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasiis: 3a UA/16790/01/02
no 60 TabneTok y "[DKOHCOH i BTOPMHHA ynakoBKa: Benbris 3MiHW, L0 NOTPeObY0Th HOBOT peecTpav,i, a peyenmom
6inomy LKOHCOH Pecudpapm dapmacepsices came: fofilaBaHHA HOBOI cunu aii Ao
HEenpo3opomMy YkpaiHa" MpawisiT MlimiTes, IHAIN; 3apeecTpoBaHOro MikapcbKoro 3acoby
dhnakoHi i3 KOHTPO/b AKOCTI: CIPTYPO, Tabnetku no 100 mr. MapanesnsHo 3
nonietTuneHy L[xoHCOH & [xoHCOoH lMpaiiBiT npoueaypoto 3MiHu, Lo NOTPebytoTb HOBOT
BVICOKOI LLIIBHOCTI i3 Nimiteq, IHAjs; peecTpauii 3as8B/1€HO NPoLeAypPY BHECEHHS 3MiH
noninponisieHoBO KOHTPO/b SKOCTi, BUMYCK cepii: Il TMNY Ao IHCTpyKLUii AN MeauyHoro
KPWLLIKOKO 3 AHcceH ®apmauesTuka HB, 3acTocyBaHHs to extend the existing indication to
AIOMIHIEBUM Benbrisi; include treatment of paediatric patients aged
o6TncKoM s BTOPUHHA YyMaKoBKa: from 5 years to less than 18 years of age and
3axuUCTy Bif AHcceH ®apmauesTuka HB, weighing at least 15 kg, Tomy B YKpaiHi
BiAKPVBaHHA AiTbMU; Benbris NoAAETLCA CNiNlbHA IHCTPYKLiSA, Sika MiICTUTL B
no 1 conakoHy C06i JoAaBaHHA NOKa3aHHS | PO3LWMPEHHS
pasom 3 [03yBaHHsA

cunikarenibHUMm
ocyllyBayeMm B
KapTOHHII Kopo6Lii

2. CIPTYPO Tabnetkn no 100 wmr; TOB YkpaiHa BMPOBHMLUTBO HEPO3ghacoBaHOro IHais/ BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiaiis: 3a UA/16790/01/01
no 188 tabnetok y "[I>KOHCOH i NPOAYKTY, KOHTPO/Ib AKOCTI, Benbris Besneka, Il. C.1.6.- Change(s) to therapeutical peyenmom
thnakoHi, no 1 LKOHCOH nepBrHHa Ta BTOPUHHA YNakoBKa: indication(s): a) Addition of a new therapeutic
hNakoHy B YkpaiHa" Pecncpapm dapmacepsices MBT. indication or modification of an approved one —

KapTOHHI kopobuy; nra., Hais; II. To extend the existing indication to include
no 6 TabneTok y BTOPVHHA yNakoBKa: treatment of paediatric patients aged from 5
6nicTepi, no 4 fAHcceH dapmauesTuka HB, years to less than 18 years of age and weighing
6nictepu B Benbris; at least 15 kg grouped with extention application
KapTOHHII ynakoBLi KOHTPOb AKOCTI: to add a new strength (20 mg tablets), based on
FAHcceH (thapmaueBTUYHI KoMnaHil the results of the Week 24 analysis of Cohort 2
LDKOHCOH & [IKOHCOH) [>KOHCOH & (paediatric subjects aged ?5 to <12 years) of
[bxoHcoH MpalisiT fliviTen (DBA - Study TMC207-C211. As a consequence of the
dapmaueBTUYHI NpoayKTu, LieHTp extended indication, sections 4.1, 4.2, 4.4, 4.8,
aHaNTMYHMX Ta hapmaueBTUYHUX 5.1, 5.2, and 5.3 of the SmPC have been
po3pobok), IHAais; updated and the Package Leaflet has updated
KOHTPO/b SKOCTi, BUMYCK cepii: accordingly. Furthermore, the annexes have
AHcceH ®apmauesTuka HB, been brought in line with the latest QRD
Benbris template version 10.1. The RMP (version 4.4) is

updated in accordance.




