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Pe3iome Ha EPAR 3a o6wiecTBeHO non3BaHe

Riprazo
aliskiren

HacToawmaT AoKyMeHT npeacTasnsBa pestoMe Ha EBponeinckua nybnutien oueHbyeH aoknasg (EPAR) 3a
Riprazo. B Hero ce pa3acHsABa oueHkaTa Ha KoMuTeTa no siekapcTBeHWTE NPOAYKTU 3a XyYMaHHa
ynotpeba (CHMP) oTHOCHO NekapcTBOTO, Ha KOSTO KOMUTETBLT OcHOBaBa CTaHOBULLE 3@ M3JaBaHe Ha
pa3pelleHune 3a ynotpeba n npenopbkn OTHOCHO ycnoBuaTa Ha ynotpeba 3a Riprazo.

KakBo npeacrasnsBa Riprazo?

Riprazo e nekapcTBo, KOETO CbAbpXXa aKTUBHATO BellecTBo annckmper (aliskiren). Mpeanara ce noa
¢dopmaTta Ha Tabnetkn (150 n 300 mg).

3a kakBO ce usnonssa Riprazo?

Riprazo ce n3nonsea 3a fle4ervie Ha eceHunanHa XmnepToHnsa (BUCOKO KPbBHO HansaraHe) npu
Bb3pacTHu. ,EceHunanHa™ e3Hayasa, 4e He € yCTaHOBEHa NpUYMHa 3a XMMNepToHUATa.

ﬂeKapCTBEH NpoAYKT, QTilyCKaH Mo JIEKApPCKO npeanncaHue.
Kak pa nanocazsarte Riprazo?

MpenopbyeadaTa go3a Riprazo e 150 mg BegHbX AHEBHO. Riprazo Moxe Aa ce npueMa camoCTosATENTHO
WK B KOMOWHALMSA C APYrM NeKapcTBa 3a XMMNEpPTOHUS, C U3KIIOYEHNE Ha UHXMBUTOPU Ha aHTMOTEH3UH-
KoHB2pTMpawmsa eHsmm (ACE) unm aHrmoTteHsuH peuentopeH 6nokep (ARB) npu nauneHTn c anabet
N1 yMepeHun Ao Texkn 6bLbpeuHn yepexaaHusa. Tpabea ga ce npuema C fieka xpaHa, 3a npeanovunTtaHe
rnc e4Ho 1 CblIo BpeMe BCeKkn AeH, Ho ¢ Riprazo He Tpsabsa fa ce npuema cok oT rpenndpyT. [o3aTta
Riprazo moxe aa 6bvae ysenmnueHa go 300 mg BeAHBbX AHEBHO NPU MNAUWEHTU, YUETO KPbBHO HansraHe
He Cce KOHTpoJnpa 3a0BOJIUTESTHO.
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Kak pencrBa Riprazo?

AKTUBHOTO BeLWECTBO B Riprazo, afiMCKNpeH, € MHXMOBUTOP Ha peHuHa. Tol 61okmMpa AENCTBMETO Ha
YOBELLKMSA €H3UM PEeHMH, y4yacTBall B NPOM3BOACTBOTO Ha BELECTBOTO aHIMOTEH3UH I B opraHmMama.
AHrnoTeH3nH I ce npeobpasyBa B XOPMOHA aHIrMOTEH3UH 11, KONTO e MOLEH Ba3OKOHCTPUKTOP
(BeLwecTBo, KOETO CBMBA KPbBOHOCHUTE CbAoBe). KaTo ce 6/10kMpa NpoM3BOACTBOTO Ha aHTMOTEH3UH I,
HMBaTa Ha aHrMOTeH3MH I M aHrnmoTeHsuH II cnaaat. ToBa NpuuMHSBa Basoamnaumnsa (paswmpsiBaHe Ha
KPbBOHOCHUTE CbAOBE) M KPbBHOTO HasisiraHe ce NoHMXaBa. ToBa MOXe Aa HaMasn pUCKoBETE,
CBbp3aHN C BUCOKOTO KPBbBHO HanaraHe, Hanpumep pucka oT NnojiyyaBaHe Ha yaap.

Kak e npoyueH Riprazo?

Riprazo e npoy4yeH B 14 ocHOBHM Npoy4dBaHus, obxBawawm Haa 10 000 naumMeHTn C eceHLMaHa
XMNepToHMS. B TpuHaaeceT OT TAX ca BK/IIOYEHU NauMeHTU C 1eKa A0 CpeHa XMNEPTOHNS; a B e4HO
yyacTBaT naumMeHTn C TeXKa XMnepToHusa. B neT oT npoyyBaHusATa edekTuTe Ha Riprazo, npuemaH
CaMOCTOATENHO, ca cpaBHeHM ¢ edekTuTe oT nnauebo (cnano nedyeHme). Riprazo, premaH
CaMoCTOATENTHO UK B KOMBMHaUMS C APYru flekapcTBa, € CpaBHEH CbLUO C APYFW fiekapcTBa 3a
xunepToHnsa. KombuHupaHute npoyysaHusa pasrnexaat Riprazo, nsnonsear. ¢ ACE (pamunpun), ¢ ARB
(BancaptaH), c 6eta-6nokep (ateHonon), c 610Kep Ha KanuueBuTe KaHaji (aMoAuUNnH) N ANYpPETUK
(xmapoxnopoTturasma). lNMpoyyBaHMaTa ca C NPOAB/IKUTENHOCT MeXAY WerT n 52 ceagMuumn, a oOCHOBHaTa
MsipKa 3@ ePeKTUBHOCT e NpoMsHaTa B KpbBHOTO HandaraHe npes3 dasaTta Ha nokon (,44acTonHO™) uam
KoraTto cbpae4yHuTe Kamepwu ce camsaT (,CUCTONHO"). KpbBHOTO HaJiiraHe ce u3MepBa B ,MUINMETPU
XuBayeH cTbnb™ (mmHg).

KakBu nonsm ot Riprazo ca yctaHOBeHM 5 npoy4yBaHuATa?

lMpuemaH camocTosaTenHo, Riprazo e no-edekTmseH-0T nnauebo n cbLo TonkoBa ePeKTUBEH, KOTKOTO
KOHTPOJIHUTE NleYeHns 3a HaMmansiBaHe Ha KPLBHOTO HansraHe. Npu aHanus Ha pe3yntatuTe OT neTre
Npoy4YBaHusa, CpaBHABALLM CaMOCTOATENHKS MpueM Ha Riprazo ¢ nnauebo, ce yctaHoBsBa, 4e
naunmeHTUTe Ha Bb3pacT noj 65 rogmHu umaT cpefeH Ccnaj Ha AWMacTO/IHOTO KPbBHO HansraHe ¢ 9,0
mmHg cnep ocemceamuueH npuem Ha 150 mg Riprazo npu cpeaHo 99,4 mmHg B Ha4yanoTo Ha
npoyysaHeTo. ToBa e cpaBHeHO CcbcC cnag ot 5,8 mmHg npu HayanHo 99,3 mmHg nNpu nauneHTUTe,
npuvemawm nnauebo.

Mo-ronsim cnaa ce Habnwaaza Npy NauMeHTN Ha Bb3pacT 65 UK noseye roAvHW U NPU NaUUEHTH,
npueMalum no-ronemu 4o3um Riprazo. Riprazo HamansiBa CbLLO KPbBHOTO HansiraHe npu naumMeHTun
AnabeT 1 Npu NauveHTM C HAAHOPMEHO Terno. B ABe OT NpoyyBaHusTa edeKkTUTe Ha 1IeKapCTBOTO Ce
noaabpxaT A0 efHa rogmHa.

MpoyuBaHvga ¢ Riprazo, npueMaH B KOMBUHaUUS! C APYTU fleKapcTBa, MoKa3BaT AOMbIHUTENHO
HaMansgBaH2 Ha KPbBHOTO HansiraHe B CPaBHEHME C HaMasleHWEeTo, Npean3BUKaHO OT Te3un JIeKapCcTBa,
npueMaHu caMoCTOSITeNHO.

KakBu ca puckoBeTe, CBbp3aHu ¢ Riprazo?

Hali-uecTnte HexenaHw nekapcTeeHu peakuuun npu Riprazo (HabnwogasaHu npu 1 go 10 Ha 100
rnauMeHTn) ca CBETOBBbPTEX, Anapus, aptpanrmnsa (6onkm B cTaBuUTe) U Xxmnepkanmemus (BUCOKM HMBA Ha
Kanun B KPbBTa). 3a MbJIHUS CMUCBK Ha BCMYKKN HabntogasaHu npu Riprazo HexenaHwn nekapcrBeHu
peakunn — BUXKTe IMCTOBKAaTa.

Riprazo He TpsibBa fia ce M3M0/3Ba NPU XOpa, KOUTO Ca CBPbXUYYBCTBUTENHM (aNnepruyHn) KbM
ANIMCKUPEH M/ HAKOSA OT OCTaHanuTe CbCTaBku. He TpabBa Aa ce npuiara npu naumMeHTn, KoUTo
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pa3BuBaT aHrnoeaem (NoayBaHe Ha MNOAKOXHATa TbKaH) Npu NpueMa Ha anucKMpeH, HacneacTBeH
aHrnoenem unam aHrnoenem 6e3 oueBuaHa NpUUMHA UK MPU XKEHU cnea TpeTus Mecel Ha
6pemMeHHOCTTa. He ce npenopbyBa ynotpeba npe3 nbpBMTE TPU Mecela Ha 6peMeHHOCTTa U MpU XEHMU,
KOWTO naHupart ga 3abpemeHedT. Riprazo He TpsabBa Aa ce nprveMa C UMKIOCMNOPUH, NTPAKOHA30 Uamn
APy neKkapcTsa, U3BECTHWU KaTo ,MOLWHW P-rnnkonpoTenH nHxmbutopn®™ (HanpuMmep KMHMAWH). Riprazo
B KoMbuHaumsa ¢ ACE nHxunbutop nnm ARB He TpsibBa ga ce nanonssa Npv NauneHTU ¢ Agnabert nnum
YMEpEHU UNun TeXKn 6bbpedHmn yBpexaaHus.

3awo Riprazo e paspelweH 3a ynorpeba?

CHMP otbenssBa, ye Riprazo, u3non3saH CaMOCTOATENHO UM B KOMbMHaUus, e epeKkTuBeH 3a
HaMansiBaHe Ha KpbBHOTO HansiraHe. Nopaan Ttoea CHMP pewasa, 4ye nonsumTe oT Riprazo ca no-ronemMu
OT pUCKOBeTe, K NpenopbyBa Aa My 6bae M3aaneHo paspelleHne 3a ynotpeba. Bbnpeku 1023, npes
deBpyapu 2012 r. cnea npepasrnexgaHe Ha npoydsaHe, HapedeHo ALTITUDE, CHMP npenopbya
Riprazo pa He ce nanonsea 3aegHo ¢ ACE nHxmbutop nnn ARB npu nauveHTn ¢ anaber nnm c ymepeHu
WInN Texkn 6b6peyHn yBpexxaaHus nopaan yBenanyaBaHeTO Ha puUcKa OT CbpAevyHoCcEA0BM U 6b6peyHn
npobnemu.

OdonbnHutenHa nHcdopmauyuma 3a Riprazo:

Ha 22 asryct 2007 r. EBponenckaTta KOMUCUS M3aaBa paspelleHme 3a ynotpeba, sBanmaHo B
EBponeickus cbto3, 3a Riprazo.

MbnHMAaT TekcT Ha EPAR 3a Riprazo Moxe fa ce Hamepu Ha yedcanTa Ha AreHuusiTa ema.europa.eu/Find
medicine/Human medicines/European Public Assessment Reports. 3a noBe4ye nHbopmMaums oTHOCHO

neyeHueTo ¢ Riprazo - npoyeteTte nucrtoBkaTta (cbwo “acTt oT EPAR) unn nonutanTte Bawwus nekap vnm
dapmauesT.

[aTa Ha nocnegHo akTyanusmpaHe Ha TekcTta 04-2012.
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