NEPENIK

NIKAPCbKNX 3ACOBIB WOAO AKX 3ABEPLLEHO PO3I/iA4 PI§€CTPALI,II7IHI/IX MATEPIANIB NPO BHECEHHA 3MIH 4O
PEECTPALINHNX MATEPIANIB NMPOTArOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI
3APEECTPOBAHI KOMNETEHTHUMUW OPTAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBEUUAPCBKOI KOH®EAEPALL,

AMNOHII, ABCTPAJTI, KAHAAW, NIKAPCbKX 3ACOBIB, LLO 3A LEHTPA/TI3OBAHOI NMPOLUEAYPOK 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. IBPAHC® TabneTkn, BKpUTI Mdpaiizep Eifu. CWA BMPOOHULITBO, HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18795/01/01
NNiBKOBOK 060/T0HKOIO, Ci. Ni. TeCTyBaHHS, NepBUHHE MaTepianis: 3MiHW BHECEHO B iHCTPYKL,itO peyernmom
no 75 mr, no 7 TabneTok KopnopeiiwH nakyBaHHS, BTOPUHHE 4N MeVYHOro 3acTOCyBaHHS
y 6nicTepi; no 3 nakyBaHHs1, BUMYCK nikapcbKoro 3acoby Ao po3giny "rMob6ivHi
6icTEPY Y KApPTOHHIi cepii: Mcpaiizep peakujii”, a came OHOB/IEHHS LWOA0
Kopoo6ui MeHtodekuypuHr HenoLwmpeHoi nobivHoi peakui “LUkipHwWiA
[Loiunena MrmeX 4YepBOHWIA BOBYaK" BigMoBigHO A0
pekomeHgauiii PRAC. BBefieHHs 3MiH
npoTArom 3-x MicsuiB nicns
3aTBEPKEHHS.
2, IBPAHC® TabneTku, BKPUTI Mdpannzep Eiu. CLWA BMPOBHULITBO, Himeuunna BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/18795/01/02
NAiBKOBOK 060I0HKOLO, Ci. Mi. TeCTyBaHHs, NepBUHHE Marepianis: 3MiHW BHECEHO B iHCTPYKUil0 | peyernmom
no 100 wmr, no 7 KopnopeiiLH nakyBaHHs, BTOPUHHe ONA MeAnYHOro 3acTocyBaHHsA
TabneTok y 6nictepi; no nakyBaHHs, BUMYCK nikapcbKoro 3acoby Ao po3sginy “Mo6iywi
3 6nicTepu y KapTOHHii cepii: Mdpaiizep peakuji”, a came OHOBJ/IEHHS LOA0
Kopobui MeHtohekyypuHr HenoLwmpeHoi NobivHoT peakwi “LLUkipHWiA
[Jonuneng MrmeX 4YepBOHWIT BOBYAK" BifMNOBIgHO A0
pekomeHAauii PRAC. BBefieHHS 3MiH
npoTarom 3-x micsauis nicas
3aTBEPKEHHS.
3. IBPAHC® TabneTku, BKPUTI Mdpaiizep Eiiu. CLWA BMPOBHULITBO, HimeuyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/18795/01/03
NNiBKOBOK 060/TOHKOIO, Ci. Ni. TEeCTyBaHHs, NepBUHHE mMaTepianis: 3MiHW BHECEHO B iHCTPYKLitO peuenmom
no 125 mr, no 7 KopnopeiwH nakyBaHHs, BTOPUHHE ONA MeANYHOro 3acTocyBaHHsA
Tabnetok y 6nictepi; no nakyBaHHs1, BUMYCK nikapcbKoro 3acoby Ao po3ziny “ro6iyHi
3 6nicTepun y KapTOHHiN cepii: Mdcpaiizep peakuii”, a came OHOBMEHHSA LLOA0
Kopoo6ui MeHtodhekuypuHr HenoLwumpeHoi nobiuHoi peakui “LLkipHwWia
Loiiuneng M6 X 4YepBOHWIA BOBYAK" BigMoBigHO A0
pekomeHaauii PRAC. BBefieHHs1 3MiH
npoTsArom 3-x micsuiB nicns
3aTBEPAKEHHS.
4. NOTEMAKC® refib O4HWin 0,5 %, 5T TOB «BAYL YKpaiHa BupobHMLTBO CnonyyeHi BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/18724/01/01
reno y naswui 3 XEJIC» NiKapcbKoro 3acooy, LWtatn marepianis: BunpaBsieHHs TEXHIYHOT peyenmom
KpanenbHuULero Ta nakyBaHHsl, Amepukm noMusku, Wwo 6yna gonylieHa B npoueci
KpULLKOIO; Mo 1 nnswy y MapKyBaHHs, peecTpauii B n. 17 «IHwe» TekcTy
Kopobui MikonepauinHuia MapKyBaHHS1 BTOPMHHOT YNakoBKM,
KOHTPO/b, @aHAJTITUYHWIA OCKiNbKW AaHa iHhopmaLisi HasiBHa Ha
Ta MiKPOGIONOrivHWiA MakeTax ynakoBKW, a came:




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTPO/1b NiKapCbKOro TekcT MapkyBaHHS 40 peecTpauiiHoro
3aco0by, AOC/IAKEHHS noceigyeHHs Ne UA/18724/01/01 Big
cTabifIbHOCTI. 02.12.2020
BignoBiganbHuii 3a BIAOMOCTI, WO BKA3YKOTbLCHA HA
Bunyck cepii N13: bayLu 30BHILWHIN YNAKOBL|
eHg Nlom6 NIKAPCBbKOI'O 3ACOBY JIOTEMAKC®,
IHKopnopeliTes, resib 04HMin 0,5 %, KapTOHHa Kopobka —
CnonyuyeHi LWLtatu BTOPVHHA YTAKOBKA
Amepuku; 17. IHwe
AnbTepHaTuBHa MponoHoBaHa peaakuis:
OiNbHWLA, Ha sKili HasBHWiA LWTpYX-KOA,
npoBOAATLCA HaHocutbes NoroTmn BUpo6GHUKa
aHaniT4HWIA, LOTEMAX € Toprosoto mapkoto bayuu
MiKpOGIONOTiYHWIA eHp Nlom6 IHKopnopeiiTen, a6o i dinii.
KOHTPO/b Ta © 2021 Bayw eHg J/lom6 IHKopnopeliTesq,
OOCNiMKEHHA abo i goinii.
CTabifIbHOCTI:
Bayw eHg Jlom6
IHKopnopeliTes,
CnonyuyeHi LWLTtatu
Amepukn; CTepunisauis
KOMMOHEHTIB YMakoBKW:
Icomegpikc OnepeiLunHs,
IHK., Cnony4eHi LWtatn
AmMepurKmn
MABIPET rpaHysn, BKPUTI E66Bi LBeliuapis BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/18231/02/01
o6onoHkoto, 50 mr/20 mr | BiochapmacbioTik nikapcbKkoro 3acoby: ITanis/ mMarepianis: 3MiHU, L0 NOTPeBYOTb peyenmom
B calle, 28 calle B an3 'mbX E66BI IHK., CLUA, HimeyunHa HOBOI peecTpauji, a caMe goJaBaHHs
KapTOHHiiA KOpo6Li BMPOGHMLTBO HOBOT NikapcbKoi chopmu (rpaHynu,
nikapcbKkoro 3acoby, BKPUTI 060/TOHKOI0) A0 3apPEeECTPOBaHOr0
nepBrHHE NakyBaHHS, nikapcbKoro 3acoby MasipeT, TabneTku,
BTOPUHHE NaKyBaHHS, BKPUTI NNiBKOBOIO 06010HKO0 100 mr/40
TecTyBaHHS, BUNYCK mr. MapanensHo 3 NPoLEesypoo 3MiHW,
cepii: 1110 MOTPebYTh HOBOT peecTpalii
E668i C.p.n., ITanis; 3a5B/1€HO NMpoLefypy BHECEHHS 3MiH |l
TECTYBaHHA: TUMY A0 IHCTPYKUIT 4518 MeaNYHOro
E66BI IHK., CLUA, 3aCTOCYBaHHS, L0 NOB’'A3aHi i3
BMPOBHMLTBO Ta 3aCcTOCyBaHHAM fiKapCcbKoro 3acoby y
TecTyBaHHs ekcTpyJary: avTadomy Biui (3 3 go 12 poki). Ak
E66Bi JoliuneHg Mv6X i Hacnifok 6yn0 TakoX 3MiHEHO
Ko. KI', HimeyumHa [,03yBaHHS rpaHyn Ha 50 mr/20 mr.
MABIPET TabneTku, BKPUTI E66Bi LLiBeiuapis BMPOBHULITBO, HimeuunHa/ C.l.6.a - Change(s) to therapeutic 3a UA/18231/01/01
NNiBKOBOI 060/10HKOI0 BiothapmachboTik nakyBaHHs Ta Ipnangis indication(s) - Addition of a new peuenmom
100 mr/40 mr; Ne 84: no an3 'meX

3 TabneTku y 6nictepi;
no 7 6nictepis y
KapTOHHI kopobuj; 4
KapTOHHI KOPO6KN y
rpynoBiii ynakosL

TecTyBaHHS MPOMIXHOI0
ekcTpygary; nepeuHHe
Ta BTOPVHHE NakyBaHHS,
BWMYCK Cepii roToBoro
nikapcbKkoro 3acoby:
E66Bi foiiuneHg Mv6X i

therapeutic indication or modification of
an approved one
Extension application to introduce a new
strength and pharmaceutical form (50/20
mg coated granules in sachet), grouped
with a type Il extension of indication




2 Mn y nonepeaHLo
HarnoBHEHOMY LUNPUL,
3aKynopeHoMy npo6Koto
Ta N1acTUKOBUM
KOBMAYKOM 3 KOHTPOSIEM
nepLUoro BigKPUTTSA,
pa3oMm 3 rosikoto Ans
BBE[EHHS BKNAJEHNI B
6nicTep B KAPTOHHIN
Kopo6Li 3 nepchopavieto
[N KOHTPOJIO NepLLoro
BiAKPUTTA

NpoAYyKLUii, KOHTPO/Ib
AKOCTI, BUNYCK cepil:
LICN BepiHr AT,
LLiBefiuapis;
nepBrHHE NakyBaHHS
(acenTnyHe HanoOBHEHHS
LINpuLiB, MapKyBaHHS),
KOHTPO/b AKOCTI
(mikpobionoriuHumi,
CTEepPW/IbHICTb),
BTOPUHHE NakyBaHHS):
LICN BepiHr TM6X,
Himeuunna

3aCcTOCyBaHHS NiKapCcbKoro 3acoby
iHbopMmaLii CTOCOBHO 3aCTepPEeXeHHs
woAo BmicTy Hatpito. C.1.4, I - 3miHn go
IHCTPYKLUIi 41151 MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y 3B'A3Ky i3
neperns4oM NoCTMapKeTUHIOBUX JaHUX.
PepakuiiiHi npaBku Ta YyTOYHEHHS N0
TEKCTY IHCTPYKUiT NS MefuyHOro
3acTOCyBaHHS NiKapCbKoro 3acooby.

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ko. KI, HimeuunHa; variation (C.l.6.a) to include the
BMPOGHMLTBO treatment of children from 3 to 12 years
NiKapcbKoro 3acooy, of age (weighing at least 45 kg) for the
TeCTyBaHHs: ®ypHbE approved Maviret 100mg/40 mg film-
Na6opaTopi3 AlipneHp, coated tablets. As a consequence of the
NimiTes, lpnaxgis extended indication, sections 4.1, 4.2,
4.8, 5.1 and 5.2 of the SmPC are
updated. The Package Leaflet and
Labelling are updated accordingly.
Furthermore, the MAH took the
opportunity to implement several
clarifications and editorial changes and
to bring the product information in line
with the latest QRD template version
10.2. The RMP (version 8) is updated in
accordance.
7. PO®INAK pO34MH ANa iH'ekuii 300 LICN Bepinr Al LBeliuapis BMPOGHMLTBO LBeliuapis/ A.109, Il - BHeceHHs fo po3giny 1.3. 3a UA/18407/01/01
mkr (1500 MO)/2 mn, no Hepo3dacoBaHoi HimeuunHa Mopyns | Ta IHCTpYKL,ii A1 MeguyHoro peyenmom




