NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. BAPIFATE®® | kancynu M ski no 100 wmr; BepiHrep HimeuunHa BMPOGHUK, LLO BiAMoBigae 3a HimeuunHa C.1.11.b type Il - Introduction 3a UA/16651/01/01
no 10 kancys M'sikux B IHrenbxanm BMNYCK Cepil: of, or change(s) to, the peyenmom
anoMiHieBomy 6nicTepi, IHTepHeLHN BepiHrep IHrenbxaiim ®apma obligations and conditions
no 6 a6o 12 6nictepis y 6X M6X i Ko. KI, HimeuunHa; of a marketing

KapTOHHI KOpooLyi

BUMPOGHULITBO, YNakoBKa Ta
KOHTPO/b AKOCTI Kancyn in bulk
(Hepo3dhacosaHoi NpoayKLil
nikapcbKoro 3acooby):
KaTtaneHT HimeuunHa E6epbax
M6X, HimeyunHa;
nepsrHHe (6icTepn) Ta BTOPUHHE
nakyBaHHs1 (KOpobKw), MapKyBaHHS
(NepBMHHOrO Ta BTOPUHHOIO
nakyBaHHs1) Ta KOHTPOJIb SIKOCTi
nikapcbKkoro 3acoby:
BepiHrep IHrenbxaiim ®apma
v6X i Ko. KI, HimeyuunHa;
anbTepHaTUBHI AiNbHUL ANns
BTOPUHHOIO NakyBaHHA Ta
MapKyBaHHS:
dapm/lor dapma NogxicTik FM6X,
HimeuuunHa;
LLitereMaHH JlIbOHhbepnakyHreH
yHA Norictiwep Cepsic e. K.,
HimeuuunHa;
anbTepHaTVBHI nabopatopii Ans
NpoBeileHHA KOHTPO/IK0 AKOCTI (3a
BUK/TIOYEHHAM MIKPO6ioNI0rivHOT
YNCTOTK):

A eHp Em LTabTect TM6X
(NabopaTtopis KOHTPO/O AKOCTI Ta
TeCTyBaHHS CTabi/IbHOCTI),
HimeyunHa,;

HysicaH MM6X, HimeyunHa;
anbTepHaTVBHI nabopatopii Ans
NPOBEeAEHH KOHTPOJIIO AKOCTI 3a
NoKa3HUKOM MikpobionoriyHa
ynctoTta: CI'C IHCTUTYT dpeseHiyc
mM6X, HimeuunHa;

JNla6op J1C CE eHg Ko. KT,

authorisation, including the
RMP - Implementation of
change(s) which require to
be further substantiated by
new additional data to be
submitted by the MAH
where significant
assessment is required.
Submission of an updated
RMP version 10.2 in order to
remove safety concerns that
were classified as important
identified risks, important
potential risks and missing
information, based on
cumulative post-marketing
experience. The MAH is also
proposing an update of the
ATC code, an update of post-
marketing exposure, the
removal of adverse event
follow-up forms and an update
of search strategies.




nakyBaHHsl Ta BUNYCK cepiii:

on 'Antiretrovirals -

Ne HasBsa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs
HimeyynHa
2. BAPFATE®® | kancynu M siki no 150 wmr; BepiHrep HimeyunHa BMPOOBHUK, LLIO BignoBigae 3a HimeuunHa C.L.11.b type Il - Introduction 3a UA/16651/01/02
no 10 kancyn mM'akux B IHrenbxanm BMNYCK cepil: of, or change(s) to, the peyenmom
anoMiHieBomy 6nicTepi, IHTepHeLHN BepiHrep IHrenbxaiim ®apma obligations and conditions
no 6 6nicTepiB y KAPTOHHIl X 'm6X i Ko. KM, HimewunHa,; of a marketing
Kopoobui BMPOOGHMLITBO, yrNakoBka Ta authorisation, including the
KOHTPO/b AKOCTI Kancyn in bulk RMP - Implementation of
(Hepo3dhacoBaHoOi NpoayKLUiT change(s) which require to
nikapcbKoro 3acoby): be further substantiated by
KaTtaneHT HimeuunHa E6epbax new additional data to be
'M6X, HimeuunHa,; submitted by the MAH
nepBuHHe (6nicTepy) Ta BTOPUHHE where significant
nakyBaHHs (KOpobku), MapKyBaHHS assessment is required.
(NepBUHHOTO Ta BTOPUHHOIO Submission of an updated
nakyBaHHS) Ta KOHTPOJ1b SKOCTI RMP version 10.2 in order to
nikapcbKoro 3acoby: remove safety concerns that
BepiHrep IHrenbxaiim ®apma were classified as important
'm6X i Ko. K, HimeuunHa,; identified risks, important
anbTepHaTUBHI AiNbHULI ANns potential risks and missing
BTOPWMHHOrO NakyBaHHA Ta information, based on
MapKyBaHHS: cumulative post-marketing
dapm/lor dapma NlogxicTik FM6X, experience. The MAH is also
HimeuuunHa; proposing an update of the
LLteremaHH /lboHdbepnakyHreH ATC code, an update of post-
yHA Norictiwep Cepsic e. K., marketing exposure, the
HimeuuunHa; removal of adverse event
anbTepHaTMBHI naboparopii 4ns follow-up forms and an update
NpoBeAeHHA KOHTPOJIK AKOCTI (3a of search strategies.
BUK/IIOYEHHSIM MiKPOGiONorivyHOT
4yncToTH):
A eHp Em LUTabTecT MM6X
(NNabopaTtopis KOHTPO/IO AKOCTI Ta
TeCTyBaHHS CTabi/IbHOCTI),
HimeuuunHa;
HysicaH 'M6X, HimeuunHa;
anbTepHaTMBHI naboparopii 4ns
NPOBEefEHHA KOHTPOJII0 AKOCTI 3a
NOKa3HNKOM MiKpobionoriyHa
ynctoTa: CI'C IHcTuTyT ®peseHiyc
m6X, HimeuunHa,;
Na6op NIC CE eHpg Ko. KT,
Himeuunna
3. E®ABIPEH3/ | Tabnetku, BKpUTI KPKA, a.4., CroseHis BiZiNOBIAa1bHUIA 32 BUPOOHNLTBO CnoseHisa/ C.lL.z type IAin - Changes 3a UA/17160/01/01
EMTPULUUTA | nniBKOBOK 060/I0HKOIO, NO HoBo mecTo "in bulk", nepBvHHe Ta BTOPUHHE HimeyunHa/ (Safety/Efficacy) of Human peyernmom
BIH/ 600 mr/200 mr/245 wr, no nakyBaHHs1, KOHTPO/Ib Ta BUMYCK Ipeuist and Veterinary Medicinal
TEHO®OBIP 30 TabneToK y donakoHi; cepiii: Products - Other variation.
Yy no 1 a6o 3 chnakoHn y KPKA, a.4., HoBo mecTo, To update sections 4.4 and
AN30MNPOKC | kopobui CnoBeHis 4.8 of the SmPC to implement
nn KPKA BiANOBiAaNbHWI 32 BTOPUHHE the signal recommendations




Ne HasBsa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs

TAL ®apma M'M6X, HimeuunHa
BiANOBIAA/IbHUIA 32 KOHTPOb
cepii:

KPKA, a.4a., HoBo mecTo,
CnoseHis
TAQL ®apma M'M6X, Himeuunna
Nabop N+C Al, HimeuunHa
BiANOBiAaIbHMI 32 BTOPUHHE
naxkyBaHHs:

Mpectnx MNpomoyLueH
BepkaydcdoepaepyHr&Bepbecep
Bic M'M6X, HimeuunHa
PA®APM CA, lNpeuis

Autoimmune hepatitis (EPITT

no 18956)' adopted at the 9-12

July 2018 PRAC. IHchopmauis

BHOCUTLCS B PO34inu

IHCTpYKLUiT Ana MeanyHoro

3acTocyBaHHs: «Oco6nBoCTi
3acTocyBaHHs» i «[M06IYHI

peaxuii».

C.l.2.a type IB - Change in
the SPC, Labelling or PL of a
generic/hybrid/biosimilar
products following
assessment of the same
change for the reference
product - Implementation of
change(s) for which NO new
additional data is required to
be submitted by the MAH.
C.l.2.a type IB - Change in
the SPC, Labelling or PL of a
generic/hybrid/biosimilar
products following
assessment of the same
change for the reference
product - Implementation of
change(s) for which NO new
additional data is required to
be submitted by the MAH.
Update of sections 4.3 and 4.5
of the SmPC to add a new
contraindication. Co
administration of
Efavirenz/Emtricitabine/Tenofo
vir disoproxil Krka with
elbasvir/grazoprevir is
contraindicated as it may lead
to loss of virologic response to
elbasvir/grazoprevir. The
Package Leaflet has been
updated accordingly.
Furthermore, minor changes
were introduced in clinical data
of studies in pregnancy in
section 4.6 of the SmPC.
Update of sections 4.4 and 4.5
of the SmPC in order to add a
warning on the co-
administration with
elbasvir/grazoprevir due to the
expected significant decreases




Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs

in plasma concentrations of
elbasvir and grazoprevir.
Section 2 of the Package
Leaflet is updated accordingly.
All changes were made in line
with the reference medicinal
product Atripla. The MAH also
took the opportunity to update
the Sodium wording in section
4.4 of the SmPC in line with
latest published guideline and
to update the local
representative for HI-J. Minor
editorial changes were
introduces to the following
languages in line with the
latest QRD template: CS, DK,
DE, EE, FR, HU, HR, IS, LT,
LV, MT - all changes are in
line with the text of the
originator. IHchopmavis
BHOCUTLCS B PO34inu
IHCTpYKLUiT Ana MeanyHoro
3acTocyBaHHs: 1.
«[lMpoTunokasaHHs»,
«B3aemogis 3 iHWnMun
nNiKkapcbknmy 3acobamm Ta iHLWi
BUAMN B3AEMOSi»,
«3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato». 2. «0OcobnmueocTi
3acTocyBaHHsA», «B3aemMogisa 3
IHLLIMMKN NiKapCbKNMKn
3acob6amu Ta iHwWi Buan
B3a€EMOfjii», «3acTocyBaHHs y
nepiog, BaritTHocTi abo
roAyBaHHs rpyaato». Ta
He3HauHi 3MiHW B po3zinax
«®dapmakognHamika»,
«®apmakokiHeTuka», «Crnocio
3aCTOCyBaHHA Ta [031»,
«Mob6iuHi peakwji».
C.1.3.z type IB - Change(s) in
the SPC, Labelling or PL
intended to implement the
outcome of a procedure
concerning PSI-JR or PASS
or the outcome of the
assessment done under A
45/46 - Other variation.




Ne

o HasBsa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs

To update the table
"Interactions between
efavirenz and other medicinal
products in adults" in section
4.5 of the SmPC: to delete the
sentence "Interaction not
studied." for the interaction
with etonogestrel implant in
line with the published PSUSA
outcome of
EMEA/H/C/PSUSA/00001200/
201804 for efavirenz.
IHhopmaList BHOCUMTbCS B
po3ain IHCTpyKUiT ans
MELMYHOrO 3aCTOCYBaHHS:
«B3aemogis 3 iHWnMmn
nikapcbknmy 3acobamm Ta iHLWi
BWAWN B3AEMOZIN».
C.l.2.a type IB - Change in
the SPC, Labelling or PL of a
generic/hybrid/biosimilar
products following
assessment of the same
change for the reference
product - Implementation of
change(s) for which NO new
additional data is required to
be submitted by the MAH.
C.l.2.a type IB - Change in
the SPC, Labelling or PL of a
generic/hybrid/biosimilar
products following
assessment of the same
change for the reference
product - Implementation of
change(s) for which NO new
additional data is required to
be submitted by the MAH.
To update sections 4.4, 4.5
and 4.8 of the SmPC
regarding the drug-drug
interaction with didanosine
and of section 4.8 of the
SmPC regarding lactic
acidosis, as agreed by the
PRAC in the Viread procedure
EMEA/H/C/PSUSA/00002892/
201903. To update section 4.5
of the SmPC to state that co-
administration of




Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs

glecaprevir/pibrentasvir is not
recommended following the
same changes adopted for
parent product Atripla. the
Package Leaflet is updated
accordingly. IHchopmavis
BHOCUTBCS B PO34inu
IHCTpYKLUiT Ana MeanyHoro
3acTocyBaHHs: 1.
«Oco6nmBOCTi
3aCTOCyBaHHS», «B3aemogis 3
IHLLIMMKN NiKapCbKUMn
3acobamu Ta iHwWi Buan
B3aEMOAji», «IMoGiuHi
peakuii». 2. «B3aemogis 3
IHLIMMKN NiKapCbKNMKN
3acob6amu Ta iHLWi Buan
B3AEMOfjN».

C.1.3.z type IB - Change(s) in
the SPC, Labelling or PL
intended to implement the
outcome of a procedure
concerning PSI-JR or PASS
or the outcome of the
assessment done under A
45/46 - Other variation.
To update section 4.4 and 5.1
of the SmPC following
assessment PSI-JR procedure
EMEA/H/C/PSUSA/00001210/
202004 for Truvada
(emtricitabine/tenofovir
disoproxil) adopted on 12
November 2020 and related to
bone abnormalities associated
with tenofovir disoproxil. The
PL was updated accordingly.
IHhopMaList BHOCMTLCA B
po3ain IHeTpykuii ans
MeAMYHOro 3acTOCYBaHHS:
«Oco6mBoCTi
3aCTOCYBaHHSA».

C.1.3.z type IB - Change(s) in
the SPC, Labelling or PL
intended to implement the
outcome of a procedure
concerning PSI-JR or PASS
or the outcome of the
assessment done under A
45/46 - Other variation.




Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbKo2o (nikapcbka ghopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs
To update Section 4.5 of
SmPC and Section 2 of PL

contain new information
regarding interaction between
praziquantel and efavirenz in
line with the wording
recommended by CMDh
following
PSUSA/00002503/202104
procedure.
IHhopMaList BHOCMTLCA B
po3ain IHeTpykuii ans
MeAMYHOro 3acTOCYBaHHS:
«B3aemogis 3 iHWnMun
nNiKapcbknmy 3acobamm Ta iHLWi
BUAMN B3AEMOSi».
3miHa Tuny Ib (6e3neka)
IHdhopmaList BHOCMTbCSH B
po3ain IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHsA:
«OcobnuBocTi
3acToCcyBaHHs», a came:
OpHovacHe 3acTocyBaHHS
edhasipeHLy 3 METaMi30/10M,
AKWIA € iIHOYKTOpPOM
MeTabonisyrumnx epmeHTis,
Bkovatoum CYP2B6 i
CYP3B4, Mmoxe npu3BecTn 1o
3HWKEHHS KOHLLeHTpauil
edhasipeHuy B nnasmi 3
NOTEHLiAHNM 3HUXKEHHAM
KNiHIYHOT echekTUBHOCTI. TOMy
PEKOMEHAYETLCS B6yTH
06epexHUM Npyu 0AHOYACHOMY
3acTocyBaHHi MeTami3ony Ta
echasipeHsy; HeobXifHO
KOHTPO/OBATU KNiHIYHY
BignoBiab Ta/abo piBHI

npenapary.




