CIIPABKA

3a 0Tpa3siBaHE HAa CTAHOBUIIATA, [TONYYCHH clie]l OOIECTBEHO O0CHKIaHE
Ha mipoekT Ha Hapenba 3a npuemane Ha ¢papMako-TepaneBTUIHO PHKOBOJICTBO 32 JICUeHNE Ha WHEKIIMO3HH 3200 IIBaHs

YyacTHHK B 00111€CTBEHOTO Mpuema/
00CLIKIaHe Ipennoxenne/Muenue He npuemMa MoTtusu
NMPECAI0KCHHUETO
J-p Kanun Ixxypos [IpennoxkeHue 3a BKIOYBaHE BB (hapMako-TepareBTUYHOTO PHKOBOJCTBO JlexapCTBEeHHAT TPOLYKT HE €
-Mepk, [llapn u [loym benarapust” | mo wuH(peknuo3an Oonectd, B dacrra 4.1.2. ETnonornyno jedeHue Ha He ce npuema BKJIFOUEH B [lo3uTuBHUSA
EOOA pupycun uHbpexkuun Ha IHHC, Ha ciemHus TekcT: ,,3a MpOQIIAKTHKA Ha JIEKapCTBEH CITUCBHK,

peakTuBupane Ha mmroMeraimoBupyc (CMV) wu 3abonsBane mpu CMV-
MMO3UTHBHU BB3PACTHH penHIueHTH [R+] Ha TpaHCIUIAaHTanWs Ha AallOTCHHU
xemoroeTndyHd  ctBosioBH  kietkn (HSCT) ce wm3momsBa  Letermovir.
[pemoppuntenHara mo3za Letermovir e emHa Tabmetka oT 480 mg BemHBK
aueBHo. IIpodunaktukara ¢ Letermovir TpsioBa aa npoabioku 3a 100 nHu cnen
TpaHcIIaHTauusita. Ako Letermovir ce mpuiara eJIHOBPEMEHHO C
LMKJIOCTIOPHH, J03UpoBKaTa Ha Letermovir TpsioBa na ce Hamanu no 240 mg
BEIHBX JHEBHO.

MenukameHTsT Letermovir e og00peH ot EBpormeiickata AreHumus o
JlexapctBata (EMA) B EBponeiickusi ¢b03, BKIIOUUTETHO U brarapus Ha 08-mu
stHyapu 2018 r. IIpennoeHusT TEKCT € LUTAT OT KpaTKaTa XapaKTepUCTHKa Ha
MIPOAYKTA, MPUIIOKEHA CBIIO B UMEHIa.

MIPWIOKCHUETO My € OCHOBHO IPH
TPaHCIUTAHTAIMsI CBhC  CTBOJIOBH
KIETKH W  BB3MOXHOCTTa  3a
mpopmnaktnka Ha CMV He e
aKTyaJHa KbM HaCTOSIIHMS MOMEHT.
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