NIKAPCbKNX 3ACOBIB, HA 51KI 3ABEPLUEHO MEPEBIPKY PEECTPALIAHNX MATEPIANIB HA 1X
ABTEHTUYHICTb HA NIKAPCbKUA 3ACIB, WWOA40 AKOIo nPONOHYETbLCA BHECEHHA 3MIH 4O

NMEPENIK

PEECTPALJIAHNX MATEPIANIB, 3 METOIO NOIro 3AKYNIB/I OCOBOI0, YMOBHOBAXXEHOI HA 34INCHEHHSA
3AKYTMIBE/1b Y COEPI OXOPOHU 340POB’'A

BMPOGHMLTBO Ta
TecTyBaHHs npu
BUMYCKY
NPOMIXHOro
NpoAyKTy
cuponimyc
HaHocMcTEeMM
AncnepcHor:
Hoso Hopgick
MpoaakLuH
Ipnangis
Nimitea,
IpnaHgis;

TeCTyBaHHA
cuponimyc
HaHocucTemu
AncnepcHot,
BMPOBHMUTBO in
bulk; nepsuHHe
Ta BTOPUHHE

0CcOo6/IMBOCTI
3actocyBaHHsa" Ta "4.5
B3aemogis 3 iHWMMKn
NiKapCbKNMm
3aco6amu i iHWwi Buan
B3AEMOZI" KOPOTKOI
XapakTepucTUKn
nikapcbkoro 3acoby 3
METOI0 BK/IHOYEHHS
iHchopmauii npo
niKkapcbKy B3aEmMoSito
3 KaHabiosloM
BiAMOBIAHO A0 OLHKM
curHany wono
CUCTEMHOrO
NiABULLEHHS PIBHIB Y
cupoBartLi KpoBi Ta
TOKCUYHOCTI iHribiTOpiB
Ka/IbLMHEBPYHY Ta
iHri6itopis MTOR
(EPITT Ne19614),
3rigHo 3

Ne Hassa MixHapo Hassa Koo ATX dopma 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Homep
n/n JNliKapcbKO20 OHa diroyoi Burnycky npoyedypa Bionycky peecmpayjiliHo2o
3acoby HernameH peyoBuUHU (nikapcbka nocsio4yeHHs
mosaHa ¢hopma,
Hassa* yrnakoska)
1. PANAMYH | Sirolimus cuponimyc LO4AAL0 TabneTku, Mdcpaiizep Eiu. CLA nepBuHHe Ta Himeuunna/ IA A6. 3miHa koay 3a UA/19100/01/01
RAPAMUNE® BKPUTI Ci. Mi. BTOpPUHHE IpnaHgjis/ ATC ansa cuponimycy peyenmom
060/10HKOI N0 KopnopeiiwH naxkyBaHHs, CLA BiANOBIAHO [0
1 wmr; no 10 TECTyBaHHA npu nepernaHyToil
Tabnetoky BUMYCKY Ta knacudikauii
6nictepi; no BUNPO6YBaHHS iMyHOCYNpecaHTiB,
10 6nicTepiB y cTabinbHoCTI, 3acTeepmxeHoi BOO3
KapTOHHif BWMYCK Cepii: Ta ony6nikoBaHoi 26
ynakosBLi 3 Mdpaiizep ciuHs 2024 poky, a
MapKyBaHHAM MeHtodhekuypuH came 3aMiHa Kogy
icmaHcbKoto r Joiiuneng, LO4AA10 Ha LO4AHO1
MOBOIO v6X, IB C.l.z OHOBNEHHA
HimeuunHa,; 0 po3sginis "4.4




Hassa MixxHapo Hassa Koo ATX ®dopma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Howmep
n/n JliKapcbKo20 OHa diroyor BUMYCKY npoyeodypa Bionycky peecmpayitiHo2o
3acoby HenameH pe4yosuHuU (nikapcbka nocsioYeHHs1
mosaHa ¢hopma,
Ha3sa* ynakoska)
nakyBaHHs, pekoMeHaaLjiero
TeCTyBaHHs npwu PRAC, npuiiHsiToto Ha
BUMYCKy Ta 3acifgaHHi y 6epesHi
BWMNYCK Cepii: 2022 poky. BignosigHi
Mdpaiizep OHOBJIEHHS TaKOX
Ipnangis 6yn10 BHECEHO A0
dapmachbloTikan po3gainy "Mpuiiom
3 AHnimiTep npenapaty PanamyH 3
KomnaHi, IHLIMMKN NiKapCbKMK
IpnaHgjs; 3aco6amu” iHCTpyKL,i
Npo 3acToCyBaHHA
BMNPOBYBaHHSA nikapcbkoro 3acoby
cTabinbHOCTI: (nmcToK-BKNagMLL:
Mcpaiizep IHK., iHhopmauis ans
CWA

nauieHta). 3asHaueHi
3MiHW He BN/IMBaKTb
HeraTMBHO Ha SKICTb,
6e3neky Ta
ehekTUBHICTb
niKapcbKoro 3acoby.
OHOB/EHHS [0
po3giny 4.5
"B3aEMOLjA 3 iHLIMMU
nikapcbknMmmn
3aco6amu i iHWi Buan
B3a€EMOZI" NyHKTY
"IHWi MOX/MBI
B3aemopii" KopoTtkoi
XapakTepucTuku
nikapcbkoro 3acoby
(SmPC) wnaxom
BK/TIOUYEHHSA
iHchopmawii
NPOB3aEMOSII0 MiX
cuponimycom Ta
NeTepmoBipomMm,
BiANOBIAHO A0
pekomeHpauii PRAC
Ha nigcTasi HasiBHMX
JaHux Lwoao
nikapcbKoi B3aemMog;i,
OTPUMAHNX y
pe3ynbTaTi
KYyMYNATUBHOIO
aHanisy, BKIYaiun
[iBa BMNagkw,




Ne Hassa MixxHapo Hassa Koo ATX ®dopma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Howmep
n/n JliKapcbKo20 OHa diroyor BUMYCKY npoyeodypa Bionycky peecmpayitiHo2o
3acoby HenameH pe4yosuHuU (nikapcbka nocsioYeHHs1
mosaHa ¢hopma,
Ha3sa* ynakoska)

3apeecTpoBaHi B
rnobanbHii 6asi
AaHux 6e3neku
BflacHuKa
peecTpaujiiHoro
NOCBIAYEHHS, a TaKoX
pe3ynbTaTu 0f4HOro
LOCNiMKEHHS
thapmakoKiHETUKMN Y
noavHU. BignosigHi
OHOBJIEHHS TaKOX
6yn10 BHECEHO A0
po3gainy "Mpuitom
npenapaty PanamyH 3
IHLUMMKN NiKapCbKMK
3aco6amu” iHCTpYKL,i
Npo 3acToCyBaHHA
nikapcbkoro 3acoby
(nmcToK-BKNagMLL:
iHhopmauis ans
nauieHta). 3asHaueHi
3MiHW He BN/IMBaKTb
HeraTMBHO Ha SKICTb,
6e3neky Ta
ehekTUBHICTb
NiKapcbkoro 3acoby.




