NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMM OPITAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANISOBAHOIO NPOLEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM OPrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. LOENCTPIIO TabneTku, BKpUTI NIIBKOBOO Mepk Wapn i LBeliuapis NPOMXHWI NPOAYKT Moprtyranis/ Type Il, C.1.3.z - Change(s) in 3a UA/19937/01/01
060/10HKOt0, Mo 100 mr/300 Loym IAEA [L0paBipuHY, BUCYLLEHW ITanis/ the Summary of Product peuyenmom
Mr/245 wmr, 30 TabneTok, M6X PO3NUIEHHAM: IpnaHgis/ Characteristics, Labelling or
BKPUTUX M/1IBKOBOIO BMPOGHULITBO/aHATITUYHE Benwuka Package Leaflet of human
060/10HKOI0 Y MiAWwL, 1 TeCTyBaHHS: Bputanis/ medicinal products intended
NAsLLIKa B KAPTOHHIl kopobLi XogioH ®apmaCeHcisa C.A., CuwA/ to implement the outcome of a
MopTyranis; HigepnaHnaun procedure concerning PSUR

NPOMDKHUIA NPOAYKT
[0paBipuHy, BUCYLLEHWIA
PO3MUIEHHAM:
BMPOBGHULITBO/aHa/TITUYHE
TeCTyBaHHS:
®.I.C. - ®abbpika ITanbsaHa
CinteTiui C.n.A., ITanis;
MiKpo6iosioriyHe TecTyBaHHs
AKOCTI:
EypodiHc Bioghapma
MpopakT TecTiHr IpnaHais
Ntp, \pnangis;
TeCTyBaHHs CTabiIbHOCTI:
OpraHoH Papma (Benuka
Bputanis) Nimiteq, Benuka
BpviTaHis;

Mepk Wapn i oym JI/1C,
CLA;
BMPOBHMLTBO (POsIMKOBE
YLWiNbHEHHS,
3MiLLyBaHHs/3MalLLlyBaHHS
rpaHysn AopasipuHy Ta
namiByaunHy/TeHohoBipy
Av3onpokecuny dymaparty,
TUCHEHHS1, NOKPUTTSA
NNiBKOBOK 000I0HKOHD),
aHaniTUYHe TecTyBaHHS Npu
BUMYCKY:

MC/ IHTepHewwHn Mm6X,
Ipnangis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMNYCK cepii:
Mepk Wapn i Joym B.B.,

or PASS, or the outcome of
the assessment done by the
competent authority under
Articles 45 or 46 of Regulation
1901/2006 - Other variation —
To update of sections 4.4, and
4.8 of the SmPC in order to
amend an existing warning on
bone effects and add 'bone
mineral density decreased' to
the list of adverse drug reactions
(ADRs) with frequency 'common’
following PRAC
recommendation for Viread
PSUSA 00002892-202303; the
Package Leaflet is updated
accordingly. In addition, the
MAH took the opportunity to
update the list of local
representatives in the Package
Leaflet.
3MiHV BHECEHO A0 iHCTPYKLT
ANA MeANYHOro 3acTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTI 3aCTOCYyBaHHA" Ta
"Mo6iyHi peakuii”, a TakoxX Ao
KOPOTKOI XapakTepucTUKu
NiKkapcbKoro 3acoby Ao po3ainis
"Oco6NMBI 3aCTEPEXEHHSA Ta
3anobixHi 3axoau npu
3acTocyBaHHi" Ta "Mo6iYHi
peaxuii”. BBeeHHS 3MiH
npoTsArom 6 micsuis nicns




Higepnanamn 3aTBEpPKEHHS.




