NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6HuUk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. CUMBACTATU TabneTku, BKpUTI TOB "CaHpo3 Ykpaina BMPOGHMLTBO Hepo3dacoBaHoi TypeuuunHa/ BHECEHHS 3MiH 0 3a UA/16951/01/01
H CAHAO3® nniBKOBOO YkpaiHa" NPOAYKLii, NepBUHHE Ta BTOPUHHE PymyHisa/ peecTpauiiHix maTepianis: peyenmom
060/10HKO0, Mo 20 nakyBaHHs1, TECTyBaHHs, 403BiN Ha MonbLa/ OHOBJIEHHS cepTudikaTy
Mr, no 10 TabneTok BUMNYCK Cepiii: CnoseHis/ BiANOBIAHOCTI ANA BXe
y 6nictepi, no 3 abo CaHnpo3 N'pyn Carnuk YpyHnepi HimeyunHa 3aTBEPKEHNX BUPOBHUKIB
10 6nicTepiB B lnaknapi CaH. Be Tik. A.C., aKTMBHOI cybCTaHuji: Biocon
KapTOHHI Kopo6Lyi TypeyuunHa,; Ta TEVA (variation Type IA, B.
nepBuHHe Ta BTOPUHHE MaKyBaHHA, lll.1.a.2)
TecTyBaHHS, [03Bi/l Ha BUNYCK
cepiii:
Cantotac ®apma 'M6X, HimeuunHa;
TecTyBaHHS, [03Bi/l Ha BUNYCK
cepiii:
C.K. Cango3s C.P.J1., PymyHis;
NepBUHHE Ta BTOPUHHE NakyBaHHS,
TecTyBaHHS, [03Bifl Ha BUNYCK
cepiii:
Nek C.A., MonbLuya,;
nepBUHHE Ta BTOPUHHE NaKyBaHHS:
INex dhapmav,eBTMYHA KOMNaHisa A4.4.,
CnoseHis
2. CUMBACTATU TabneTku, BKPUTI TOB "CaHpo3 Ykpaina BUPOGHMLTBO Hepo3dacoBaHol TypeuuunHa/ BHECEHHS 3MiH 0 3a UA/16951/01/02
H CAHAO3® nNiBKOBOO YkpaiHa" NPOAYKLUii, NepB/HHE Ta BTOPUHHE HimeuunHa/ peecTpauiiiHix maTepianis: peyenmom
o6onoHkoto, no 40 nakyBaHHs, TECTyBaHHS, 403Bi/ Ha PymyHis/ OHOBJIEHHA cepTudikaTy
mr, no 10 TabneTok BUMNYCK Cepiii: Monbwa BiANOBIAHOCTI ANA BXe

y 6nictepi, no 3 abo
10 6nicTepis B
KapTOHHI KopooLli

CaHpos N'pyn Carnvk YpyHnepi
Inaknapi CaH. Be Tik. A.C.,
TypeyuuHa;
nepByHHE Ta BTOPUHHE NakyBaHHS,
TecTyBaHHS, [03Bif1 Ha BUNYCK
cepiii:

Cantotac ®apma 'mM6X, HimeuunHa;
TecTyBaHHS, [03Bi/1 Ha BUNYCK
cepiii:

C.K. CaHgo3s C.P.J1., PymyHis;

3aTBEPLKEHNX BUPOOHUKIB
aKTMBHOI cybCTaHLii: Biocon
Ta TEVA (variation Type IA, B.
Il.1.a.2)




no 6 TabneToky
6nicTepi, no 4
6nictepu B
KapTOHHI ynakosLi

BTOPUHHA ynakoBKa:
fAHcceH dapmaueBTrka HB,
Benbris;

KOHTPO/Ib SIKOCTI:
FAHcceH (hapmaueBTUYHI KOMNaHiT
L>KOHCOH & [KOHCOH) [HXKOHCOH &
[bxoHcoH MpaiisiT Mivites (DBA -
dapmaueBTUYHI MpoaykTH, LieHTp
aHaNNTMYHUX Ta hapmaLeBTUYHUX
po3po6ok), IHais;
KOHTPO/Ib SIKOCTi, BUMYCK Cepii:
AHcceH ®apmaueBTuka HB, Benbrist

to improve clarity for
prescribers and update the
safety information with

inclusion of text on bedaquiline
resistance, further to a request
by the PRAC in the context of

the assessment of PSUR

procedure».

Ne Hassa Popma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa YmosBu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
NepBUHHE Ta BTOPWHHE NaKyBaHHS,
TecTyBaHHS, [03Bi/1 Ha BUNYCK
cepiii:
Jlex C.A., Monbua
3. CIPTYPO Tabnetku no 100 wmr; TOB YkpaiHa BMPOGHMLTBO Hepo3hacoBaHOro IHgis/ BHECEHHS 3MiH 0 3a UA/16790/01/01
no 188 tabneTok y "[I>KOHCOH i NPOAYKTY, KOHTPO/b SKOCTI, Benbrisi/ peecTpavuiiHux maTepianis: peyenmom
donakoHi, no 1 JKOHCOH nepBMHHA Ta BTOPUHHA YNakoBKa: IHgis/ 3MiHM wopao 6e3neku Il Tmn -
chnakoHy B Ykpaina", Pecucapm dapmacepsices MNBT. Benbris «Update of sections 4.2, 4.4
KapTOHHI kopobuyj; Ykpaina nrta., Hais; and 5.1 of the SmPC in order




