MEPENIK
NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

KOMOETEHTHAMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLI, AMNOHII,

ABCTPAII

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHuk KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. EHBAPCYC TabneTky NPOSIOHroBaHOI K'esi ABCTpis BTOPUHHE ABcTpisi/ C.l.2.a, type IB - Change in the SPC, 3a peyernmom UA/16205/01/01
4ii, no 0,75 wr, no 10 dapmac'toTikens nakyBaHHs, ITanis/ Labelling or PL of a
TabneTtok y 6nictepi, no 3 rmeX MapkyBaHHs: I".J1. HimeyunHa/ generic/hybrid/biosimilar products
6nictepu pasom i3 dapma Mm6X, YropLmHa following assessment of the same
BOJIOTOMNOI/IMHAYEM Y NakeTi ABCTpISi; BUNYCK change for the reference product -
3 aJItoMiHieBOT chonbru 3 cepii: K'esi Implementation of change(s) for which
MapKyBaHHAM iHO3eMHOI0 dapmac'toTikens NO new additional data is required to be
MOBOHO; M0 1, 2 abo 3 'M6X, ABCTpIs; submitted by the MAH
nakeTu y KapTOHHIli KOpoo6Li BTOPVHHE To update section 4.6 of the SmPC has
3 MapKyBaHHSAM iHO3EMHOIO nakyBaHHs, been update to reflect the results of the
MOBOH) 3i CTikepom MapKyBaHHs, BUMYCK study that tacrolimus crosses the
YKPaiHCbKOK MOBOHO cepii: K'esi placenta and the risk of hyperkalaemia
dapmaLeyTuLi in newborns. The package leaflet is
C.n.A., ITanis; updated accordingly. In addition the
KOHTPOJ1b SIKOCTI: MAH took the opportunity to correct
HysicaH 'M6X, minor editorial changes in the
HimeuumnHa; translations. BBegeHHs1 3MiH NpoTArom 6-
KOHTPO/b AKOCTI TW MICALIB NiC/IA 3aTBEPIAXKEHHS.
BUXiAHOT CUPOBUHM
Ta BMPOGHULTBO,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepii
NiKapcbKoro 3acooby:
PotteHgopt ®apma
v6X, HimeuyunHa,;
nepBrHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
MapKyBaHHs1:
PotTeHgopg ®apma
v6X, HimeyunHa;
BTOPUHHE
nakyBaHHS,
MapkyBaHHsA: TOB
«®apma Mak
XyHrapi», YropwuHa
2, EHBAPCYC Tab/1eTk NPOSIOHroBaHoI K'esi ABcTpist BTOPUHHE AscTpisi/ C.l.2.a, type IB - Change in the SPC, 3a peyenmom UA/16205/01/02
4ii, no 1 mr, no 10 TabneTok $apmac'toTikens nakyBaHHs, ITania/ Labelling or PL of a
y 6nictepi, no 3 6nictepu rm6X MapkyBaHHs: .J1. Himeuunna/ generic/hybrid/biosimilar products




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
pasom i3 BosioronorvHavyem dapma 'mbX, YropLumHa following assessment of the same
y nakeTi 3 aNtoMiHieBOI ABCTpISi; BUNYCK change for the reference product -
dhoNbrv 3 MapKyBaHHAM cepii: K'esi Implementation of change(s) for which
iHO3eMHOI MOBOHO; no 1, 2 dapmac'toTikens NO new additional data is required to be
ab0o 3 nakeTn y KapTOHHiIl 'M6X, ABCTpist; submitted by the MAH
KOpOO6Li 3 MapKyBaHHSAM BTOPUHHE To update section 4.6 of the SmPC has
iHO3eMHOI0 MOBOIO 3i nakyBaHHs, been update to reflect the results of the
CTiKEPOM YKpaiHCbKO MapKyBaHHs, BUMYCK study that tacrolimus crosses the
MOBOK cepii: K'esi placenta and the risk of hyperkalaemia
dapmaveyTuui in newborns. The package leaflet is
C.n.A., ITanis; updated accordingly. In addition the
KOHTPO/Ib SIKOCTI: MAH took the opportunity to correct
HysicaH 'mM6X, minor editorial changes in the
HimeuuunHa; translations. BBejeHHS1 3MiH NPOTAroM 6-
KOHTPO/b AKOCTI TN MiCALB NiCNs 3aTBEPMKEHHS.
BVIXiIHOI CUPOBUHM
Ta BUPOBGHULTBO,
KOHTPO/Ib SIKOCTI,
BMMYCK cepil
nNiKapcbKoro 3acoby:
PotteHgopg dapma
rm6X, HimewunHa;
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
PotTengopd ®apma
M6X, HimeyunHa,;
BTOPUHHE
nakyBaHHS,
MapkyBaHHA: TOB
«®apma Mak
XyHrapi», YropupHa
EHBAPCYC TabneTky NPOSIOHroBaHOI K'esi ABCTpis BTOPVHHE AscTpis/ C.l1.2.a, type IB - Change in the SPC, 3a peyernmom UA/16205/01/03
4ii, no 4 mr, no 10 TabneTok dapmac'tioTikens nakyBaHHs, ITanis/ Labelling or PL of a
y 6nicTepi, no 3 6nictepu rvm6X MapkKyBaHHs: I.J1. Himeyuunna/ generic/hybrid/biosimilar products
pa3om i3 Bos1oronor/imHayem dapma m6X, YropLmHa following assessment of the same
y NakeTi 3 a/IlOMiHieBOT ABCTpISi; BUNYyCK change for the reference product -
h0/1bIv 3 MapKyBaHHAM cepii: K'esi Implementation of change(s) for which
iHO3eMHO MOBOIO; No 1, 2 dapmac'ioTikens NO new additional data is required to be
abo 3 nakeTn y KapTOHHIl 'mM6X, ABCTpIS; submitted by the MAH
KOpOO6Li 3 MapKyBaHHSAM BTOPVHHE To update section 4.6 of the SmPC has
iHO3eMHOI MOBOIO 3i nakyBaHHs, been update to reflect the results of the
CTiKEPOM YKpalHCbKO MapKyBaHHs, BUMYCK study that tacrolimus crosses the
MOBOIO cepii: K'esi placenta and the risk of hyperkalaemia
dPapmaveyTuui in newborns. The package leaflet is
C.n.A., ITanis; updated accordingly. In addition the
KOHTPOJ1b SAKOCTI: MAH took the opportunity to correct
HysicaH 'mM6X, minor editorial changes in the




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

HimeyvunHa;
KOHTPONb SIKOCTI
BVIXiIHOI CUPOBUHM
Ta BUPOGHMLTBO,
KOHTPO/b AKOCTI,
BWMNYCK cepii
nikapcbKoro 3acoby:
PotTeHgopd ®apma
'm6X, HimeuunHa;
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
MapKyBaHHS:
PotteHgopg dapma
rm6X, HimewunHa;
BTOPWHHE
nakyBaHHs,
MapkyBaHHs: TOB
«Papma Mak
XyHrapi», YropwuHa

translations. BBegeHHs 3MiH npoTarom 6-
TW MiCALIB Nic/A 3aTBEPAXKEHHS.

HYPO®EH®
KOna& onto

TabneTku, BKpUTI NIIBKOBOKO
060/10HKO0, N0 200 Mr/5 Mr;
no 6, 12 TabneTok B
6nicTepi; no 1 abo 2
6nicTepy B KapTOHHIlA
Kopoo6Li

PekkiTT BeHkizep
Xenckep
IHTepHewHn Niviteq

Benuka
BpuTaHis

PekkiTT BeHkizep
Xerckep
IHTepHewHn Jlimiteq,

Benuka
BpuTaHis

3MiHu | TUNY: 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsigy. BeeneHHs abo 3miHu
[0 y3ara/lbHeHUX faHvx npo cuctemy
thapmakoHarnsgy (BBegeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
oco6u, BiANoBigaNbHOI 3a 3A4iICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy sasBHuka gns
3[jiicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBigasbHOI 3a 34jiNCHEHHS]
hapmakoHarnagy (Bkitovarouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy)(B.1.8. (a),lAHn),
(3rigHo Hakasy MO3 Big 17.11.2016 Ne
1245)
3MiHa KOHTaKTHOI 0CObU 3asiBHUKA,
BigNoBiga/IbHOI 3a dhapmakoHarnsg B
YkpaiHi. [itoya pegakuis: TetaHa [Jybau.
MponoHoBaHa peaakLis: 3anopoxeLb
HOnis CepriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BignoBigasIbHOI 3a hapmakoHarnsg B
YKpaiHi.

he3 peyenma
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