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Pe3ioMe Ha EPAR 3a o6uiecTBeHO nonssaHe

HdapyHasup Krka

darunavir

HacTtosawmnaT AOKYMeHT npeacTtaBnsBa pestoMe Ha EBponelickua nybnmdeH oueHbueH goknad (EPAR) 3a
JOapyHasup Krka. B Hero ce pa3sacHaBa Kak AreHuusaTa e oueHwsa JIekapcTBoTo, 3a Aa npernopbya
pa3pelwaBaHe 3a ynotpeba B EC n ycnosusa Ha ynotpeba. [JoKkyMeHTBT He € npegHa3HayeH aa
npeaocTaBs NpaKTM4YeCKn CbBETM OTHOCHO ynoTpebarta Ha JapyHasup Krka.

3a npakTunyecka uHdopmaumns oTHocHo ynoTpebaTta Ha JapyHasup Krka, naumeHTuTe cneasa na
npoyeTart AMCTOBKaTa Mau ga nonutaTt CBOS nekap win dapmauesT.

KakBo npeacrasnasa [lapyHaBup Krka u 3a kakBO ce u3nosssa?

OapyHaBup Krka e aHTUBUPYCHO JlIeKapCTBO, KOETO CE M3MO0N3Ba B KOMBMHALUMA C ApYrU IeKapcTBa
npotus HIV 3a neyeHne Ha nNaumeHTU C MHDEKLUMSA, MPUYMHEHA OT YOBELWKUA UMYyHOAedUUNTEH BUPYC
T™mn 1 (HIV-1), KonTo npuymnHsaBa CUHAPOM Ha NpuaobmuTta nMyHHa HegoctaTbyHOCT (CMUH). JapyHasup
Krka Moxe Aa ce npunara npy Bb3pacTHU MAKN Aela Ha Bb3pacT OT 3 roANHM U C Terno noHe 15 kg.

JOapyHasup Krka cbabp)Xa akTMBHOTO BeLLEeCTBO AapyHasup (darunavir).

HdapyHaBup Krka e ,reHepnyHo nekapcTeo". ToBa 03HauyaBa, Ye JapyHasup Krka cbabpxa CbLOTO
aKTUBHO BELLECTBO M AeNCTBa NO CbLMSA HAUMH KaTo ,pedepeHTHOTO nekapcTBo" Prezista, KOETO Beve e
pa3peweHo B EBponelickusa cbto3 (EC). 3a noBeye MHGOpMaLMsa OTHOCHO reHepPUYHUTE IeKapCTBa
BWXXTE AOKYMEHTa TuUM ,,BbNPOCU U OTrOBOpU™ TYK.

Kak ce manon3sa flapyHaBsup Krka?

HOapyHaBup Krka ce oTnycka no siekapcko npeanucaHne n nedyeHmeTto Tpsabea aa 6bae 3ano4yHaTo oT
MEeANUMHCKM CMeumanuncT C onuT B nedeHneTo Ha HIV mHdekums.

OapyHasup Krka ce npegnara nog dopmata Ha TabneTkun. JlekapcTBOTO BUHArn ce npmMema € HMcCKa go3a
puUTOHaBuWp 1 C Apyru nekapctea npotue HIV; Tpsabsa ga ce npuema c xpaHa.
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Kak peuncrBa [lapyHaBup Krka?

AkTMBHOTO BewecTBo B [lapyHaBup Krka, gapyHasup, € npoteaseH nHxmbutop. To 6noknpa eH3nma,
HapeyeH npoTeasa, KOMTO yyacTBa BbB Bb3npoussexgaHeTo Ha HIV. KoraTo eH3nMbT e 610okupaH,
BUPYCBLT He ce Bb3NPOU3BEXAa HOPMasHO M ce 3abaBa CKOPOCTTa, C KOATO Ce pa3MHOXaBa B
opraHmusma. [lapyHasup Krka BMHarm ce npuema c putoHasup. PutoHaBump 3abaBs pasrpakgaHeTo Ha
JapyHaBup, KaTo No TO3M HauYMH ce yBenuyasaT HMBaTa Ha AapyHaBup B KpbBTa. ToBa N03BOSBA
e(deKTUBHO /ieyeHne, KaTo CbLLEBPEMEHHO He Ce Haslara no-Bncoka [o3a AapyHasup.

MpuemaH B KOMbMHaumMs ¢ apyru nekapcrea npotus HIV, JapyHaBup Krka Hamansiea KOJIM4ECTBOTO Ha
HIV B kpbBTa W 3ana3ea HMBOTO My HUCKO. JapyHaBup Krka He nekysa HIV nHdekums nnm CIMNUH, Ho

nedyeHuneTo Ha HIV moxe aa 3abaBu yBpeXxxAaHETO Ha MMYHHaTa CUCTEMA U Pa3BUTMUETO Ha MHPEKLUNN U
3abonsiBaHus, cBbp3aHu cbC CMNUH.

Kak e npoyuyeH flapyHaBup Krka?

Mon3nTe n puckoBeTe OT aKTUBHOTO BELLECTBO 32 0406PeHOTO NoKasaHMe Beye ca NpoyyeHu 3a
pedepeHTHOTO sIeKapCcTBO Prezista M He ca Heob6xoAnMMKM MOBTOPHM NMpoyuBaHus 3a JapyHasup Krka.

KakTo npu BCSKO flekapcTBo, pmpMaTa e npefocraBmaa NpoyysaHMs OTHOCHO KayecTBOTO Ha
JOapyHasup Krka. ®upmMaTta e nposena CbLLO Npoy4YBaHe, KOETO NOKa3Ba, Ye NpoAyKTbT e
~OnoekBmBaneHTeH" Ha pedepeHTHOTO 1eKapCcTBo. [lBe iekapcTBa ce cumTaT 3a 6MOeKBMBANEHTHMH,
KoraTto npousBexaaTt e4HN U CbluM HMBA Ha aKTMBHOTO BELWECTBO B OpraHu3Ma, n nopaam ToBa ce
OYakBa Aa MMaT eauH U Ccbly, edekT.

KakBu ca nonsute n puckoBeTe, CBbp3aHu ¢ lapyHaBup Krka?

Tovi kaTo JapyHasup Krka e reHepn4yHO nekapcTeo n 6noeksmBaneHT Ha pedepeHTHOTO SIeKapCcTBo,
npuvema ce, ye NoOA3nTE U PUCKOBETE Ca CbLUUTE KaTo Npu pedepeHTHOTO IeKapcTBo.

3auwo flapyHaBup Krka e pa3pelwueH 3a ynortpeba?

EBponeiickaTta areHums No siekapcTBaTa 3aKk/loum, Ye B CbOTBETCTBME C M3UCKBaHUATa Ha EC e
AokaszaHo, ye [lapyHaBup Krka e cbC CpaBHMMO KayecTBO W npeacTasfsiBa bnoeksmBaneHT Ha Prezista.
CnepoBaTtenHo AreHumsiTa cumTa, 4Ye KakTo npu Prezista, Non3uTe npesuvliaBaT yCTaHOBEHUTE PUCKOBE.
AreHumnsTa npenopbya JapyHaBup Krka aa 6bae pa3spelweH 3a ynotpeba B EC.

KakBu Mmepku ce npeanpuemMart, 3a Aa ce rapaHTupa 6e3sonacHata u
ecdexkTnBHa ynoTtpeba Ha [lapyHaBup Krka?

MpenopbknTe U NpeanasHUTE Mepku 3a 6esonacHaTta u edekTUBHA ynoTpeba Ha dapyHasup Krka,
KOWTO [la Ce cnasBaT OT 34paBHUTE CMEUNANUCTU U NAaUMEHTUTE, Ca BK/IOYEHN B KpaTkaTa
XapaKTepucTMKa Ha NpoayKTa v B INCTOBKATA.

AonbnHutenHa nHpopmauuma 3a flapyHasmp Krka:

MbnHMAT TeKCT Ha EPAR 3a [apyHaBup Krka Moxe fa ce Hamepu Ha yebcalita Ha AreHumnsTa:
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. 3a noseye

MHQOpMaLMsa OTHOCHO fieveHneTo ¢ JapyHasup Krka npodeTteTte nucroBkaTta (CbLo YacT oT EPAR) nnm
rnonuTanTe Bawms nekap mnm dhapMauesT.

MbAHMAT TekcT Ha EPAR OTHOCHO pedepeHTHOTO JIeKapCTBO CbLLO MOXe Aa ce Hamepu Ha yebcanTa Ha
AreHuusaTa.
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