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Pe3iome Ha EPAR 3a o6wiecTBeHO non3BaHe

Riprazo HCT

aliskiren / hydrochlorothiazide

HacToawmnaT 4oKyMeHT npeacTasnsBa pestoMe Ha EBponeickua nybnuser.oLeHbyeH aoknas (EPAR) 3a
Riprazo HCT. B Hero ce pa3sicHsiBa oueHkaTa Ha KoMuteTa no fekanCiBeHnTe NPOAYKTM 3a XyMaHHa
ynotpeba (CHMP) oTHOCHO NekapcTBOTO, Ha KOSTO KOMUTETBLT 0CiiOBaBa CTaHOBULLE 3@ U3JaBaHe Ha
pa3pelleHue 3a ynotpeba n npenopbkn OTHOCHO yCnoBusaTa Ha yiioTpeba 3a Riprazo HCT.

KakBo npeacrasnsBa Riprazo HCT?

Riprazo HCT e nekapcTBO, KOETO CbAbpXa aKTURHNUTE BellecTBa anuckupeH (aliskiren) u
xuapoxnopotuasng (hydrochlorothiazide)s lneanara ce noa popmaTta Ha Tabnetku (150 mg anuckmpeH
n 12,5 mg xngpoxnopotunasmg; 150 mg annckmpeH un 25 mg xunapoxnopotuasmna; 300 mg anuckmpeH um
12,5 mg xuagpoxnopotmasua; 300 mg anuckmpeH and 25 mg xuapoxaopoTtmasua).

3a kakBo ce umsnonsBa Riprazo HTC?

Riprazo HTC ce u3nonspa, 3a leyeHme Ha eceHumanHa XMnepToHns (BUCOKO KPbBHO HansraHe) npwm
Bb3pacTHU. ,EceHumaiina” o3HayaBa, Ye He € YCTaHOBEeHa NpuyMHa 3a XUNepToHuaTa.

Riprazo HTC ce #zaricn3Ba npy nauMeHT, YMETO BUCOKO KPbBHO HanaraHe He ce KOHTponunpa
3a10BOSIUTENHO C'a/IMCKUPEH UM XMAPOXN0pOTHa3na, NpUeMaHu caMocToaATeNHO. Moxe Aa ce 1U3non3sa
M NpU NaLWRHTM, YUETO KPbBHO HalsiraHe ce KOHTPOo/Mpa 3a40BOSIUTENHO C aJIMCKUPEH U
XNOPOXALPOTUA3MA, MPUEMAHM KATO OTAENHN TabneTkn, 3a 3aMecTBaHe Ha CbLUUTE A03U Ha aKTUBHUTE
BelsecTsa.

fleKapcTBeH NpoAyKT, OTMyCKaH Mo /1IeKapcKo npeanucaHue.

Kak na nanonssarte Riprazo HTC?

MpenopbyBaHaTa Ao3a Riprazo HTC e egHa TabneTtka BeAHbX AHEBHO. TpsabBa Aa ce npuema c feka
XpaHa, 3a npeanoyMTaHe No e4HO U CbLLo BpeMe BCeKM AeH, HO ¢ Riprazo HTC He Tpabea aa ce npuema
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cok OT rperindpyT. [lo3aTa 3aBUCU OT A03UTE alIMCKUPEH U/UAN XMPAOXI0POTUA3UA, KOUTO NALUNEHTHLT €
npueMan npeau ToBa.

Mpy NnaumMeHTUTE, NPUEMaLLM CaMo aJIMCKUPEH NN XMAPOXIOPOTMAa3ng Npean ToBa, MOXE Aa Ce HasoXun
npveM Ha ABETe BellecTBa KaTo oTAeNHMN TabneTkn n KopurmpaHe Ha fo3nTe Npeau rnpeMmHaBaHe KbM
Riprazo HCT. Cnep npuemMa Ha Riprazo HCT B npogb/iXeHue Ha ABe A0 YeTUpu ceaMmmum gosata Moxe
Aa 6bae yBenmMyeHa npu nauMeHTH, YNEeTO KPbBHO HaNsiraHe BCE OLLE He ce KOHTponupa.

an nauneHTn, Nnpn KOUTo € NoCTUrHaT 3a40BOJIUTENIEH KOHTPOJ1 C ABETE aKTUBHU BELLECTBA, A03aTa
Riprazo HCT TpsibBa ga cbabpXXa CbLUUTE AO3U AJIMCKUPEH N XMAPOX/I0POTNA3NA, KaKBUTO NAUNEHTbT2
npueman npeauv Tosa.

Kak pencrBa Riprazo HTC?

Riprazo HCT cbabpxa ABE aKTMBHM BELLECTBA: aJIMCKUPEH N XNAPOXSI0POTMA3nA,.

ANUCKMPEH e MHXMBUTOP Ha peHuHa. Ton 6noknpa AeNCTBMETO Ha YOBELLKUS eH3UIWPeHuH, ydacTeal, B
NpOM3BOACTBOTO Ha BELLECTBOTO aHrMoTeH3uH I B opraHnsma. AHrMoTeHsunH I ce npeobpasysa B
XOPMOHa aHrMoTeH3uH II, KOWTO e MoLLeH Ba30KOHCTPUKTOP (BeLEeCcTBO, KOE1% £BMBA KPbBOHOCHUTE
cbaose). KaTto ce 610knpa npon3BoACTBOTO Ha @aHMMOTEH3MH I, HMBaTa Ha adiMoTeH3uH I n
aHrnoteH3uH II cnagaT. ToBa NpyYnHABa Basoannauns (paswmpsaBaHeE A3 KpbBOHOCHUTE CbAOBE) U
KPBbBHOTO HandraHe ce NoHuWxasa.

XnapoxnopoTuasug e ANYpeTuK, KOMTo NpeacTaBnisiBa APYr BUA ACUYEHUE NMPU XMNepToHusl. Toin aencrea
ypes3 NoBuLLABaHE OTAENSHETO Ha YPUHA, KaTo MO TO3M Hauwd.Ce HaMansiBa KOSIMYECTBOTO TEYHOCTU B
KPbBTa U Ce NOHMXaBa KPbBHOTO HansraHe.

KombuHauusaTa OT ABETe aKTUBHW BELeCTBa UMa HaTpynBally ce eeKT 1 NMoHMXaBa B Mo-roisiMa crerneH
KPbBHOTO HansraHe, B CPaBHEHUE C KOETO U [a-'0T nekapcreaTa, NpuiaraHy camocTosTenHo. Ypes
NMOHWXXaBaHe Ha KPbBHOTO HaNdraHe ce HaMmasidea pUCKbT, NPpUYNHEH OT BUCOKO KPBbBHO HandraHe,
Hanpumep yaap.

Kak e npoyueH Riprazo HTC?

CaMoCToSATENHO aNMCKUPEH € jta3peweH B EBponeiickus cbto3 (EC) ot aBryct 2007 r. nog umeHaTta
Rasilez, Sprimeo u Riprazo, ‘&-noakpena Ha cBoeTo 3asBrieHme 3a Riprazo HCT koMnaHuaTa npeacTass
OAHHW, U3NOM3BaHM B OYEHKATa Ha aJIMCKMPEH, N AaHHW OT nybnnkyBaHaTa AntepaTypa, KakTto v AaHHMU
OT AOMBAHUTENHWN NpOYyHBaHus.

KomnaHuaTa npzaciaBs obwo pesyntaty oT AeBEeT OCHOBHM npoyyBaHus, obxsawawm noytn 9000
NauMeHTn C egeHumanHa XxmnepToHus. NoseyeTo Npoy4YBaHNA BKAOYBAT NaLMEHTU C fieka A0 yMepeHa
XUNEPTOHNS,, @ B €4HO y4YacTBaT NMauneHTUN C TeXKa XUnepToHus. NpoyyBaHusTa cpaBHaBaT
KOMbuHauMsaTa OT anMCKMPEH N XNMAPOXI0poTMasmg ¢ nnauebo (cnsano neyeHme) cbC camoCcToaTeNneH
NpuEM Ha asIMCKUPEH UM XMAPOXI0pOoTMasua Uan C ApYrn nekapcrea 3a xmnepToHus (BancapTtaH,
vobecapTaH, IM3NHONPUA UAN aMNoaMNKuH). MpoyyBaHMATa ca C MPOAB/HKUTENHOCT MEeXAY OCEM
CeAMUUM U efHa FoOAMHA, @ OCHOBHAaTa MsApKa 3a edeKTMBHOCT € NMpoMsHaTa B KPbBHOTO HansraHe no
BpeMe Ha da3aTa Ha NoKon (AMAaCTONIHO) WM KoraTo CbpAeYHUTE Kamepu ce cBMBaT (CUCTOJTHO).

lMpoBeaeHn ca Tpu AONBAHUTENHM NPOYyYBaHMA C LeN Aa ce AOKaXke, Ye KaTo oTAeNHu TabneTtkn u KaTto
Riprazo HCT, akTnBHMTE BeweCcTBa Ce YCBOSIBAT OT OpraHusMa no eAuH U Cbll Ha4YuH).
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KakeBu nonsu ot Riprazo HCT ca yctaHOBeHM B npoydyBaHusTa?

Riprazo HCT e no-edektnBeH oT nnauebo 3a HaMansiBaHe Ha KpbBHOTO HansraHe. lNpu naumeHTy,
UMeTO KPBbBHO HansraHe He ce KOHTPOAMpa AOCTaTb4YHO CbC CAMOCTOSITENIEH MPMEM Ha alIMCKUPEH Un
XMAPOX/0pOoTUa3ng, npeMmHaBaHeTo KbM KOMbMHaUMATa BOAW A0 MNO-TofsaM craj Ha KPbBHOTO
HansraHe, OTKOJIKOTO MNPOAb/IXABAHE Ha IeYEeHMETO CaMO C eAHOTO BeLLeCcTBO.

KakBu ca puckoBeTte, cBbp3aHu ¢ Riprazo HTC?

Hal-uecTo cpelwaHaTa HexenaHa nekapcrBeHa peakumsa npu Riprazo HCT (HabnioaasaHa npu 1 go 10
nauneHTn ot 100) e anapms. 3a NbJHUS CMUCHK Ha BCMYKKU AoknaasaHu npu Riprazo HCT Hexendnm
peakuMn — BMXTE NUCTOBKaTa.

Riprazo HCT He Tpsa6Ba ga ce n3nosssa Npu Xopa, KOUTO Ca CBPbXYYBCTBUTE/THWN (aneprsHia) KbM
a/INCKUPEH, XMAPOXI0pOoTUa3na, HAK0S OT OCTaHannTe CbCTaBKK UK cyndoHamman. He Tpsbea aa ce
n3non3sa Npv NauMeHTn, Nonyyasanm aHrmoenem (NoayBaHe Ha NoAKOXHaTa TbKaiy Iipy Npuem Ha
aJINCKMpPEH, HacneaCcTBeH aHrMoeaeM nnm aHrmoenem 6e3 oueBmMaHa NpuunHa, KeMTo nMaTt TeXKU
6b6peyHn nnn YyepHoapobHU yBpeXAaHUs, UK KOUTO Ca C NpeKaneHo HUCKK HiBa Ha Kanun B KpbBTa
WM NpeKaneHo BMCOKW HMBA Ha Kanuuin B KpbBTa. He Tpsbea aa ce npueina | LMKIOCNOPWH,
WTPaKOHa30/1 W APYrn nekapcTea, U3BECTHM KaTo ,MOWHN P-rankonpaTenH nHxubmutopu™ (Hanpumep
KWHMAMH). He TpsibBa Aa ce mM3nonsea ciiel NbpBUTE TPU Meceua O BpeMeHHOCTTa UK Npu KbpMeHe.
He ce npenopbyBa ynotpebata My npe3 nbpBUTE TpU Meceua oT-8pemeHHocTTa. Riprazo HCT B
KOMBMHaUMSA C UHXMOBUTOPU Ha @aHITMOTEH3NH-KOHBepTMpawmsg.eH3nm (ACE) uam aHrmoTeH3uH
peuenTtopeH 6nokep (ARB) He Tpsbea Aa ce n3nonsea Npu NauneHTn ¢ AnabeT nnm yMepeHun Unm TexkKu
6b6peyHn yBpexaaHums

3awo Riprazo HTC e pa3pelweH 3a yrioTpeba?

CHMP pewasa, 4e nonsute ot Riprazo HTC/Ca no-ronemMu oT pMCKOBETE, 1 NpenopbyBa Aa My b6bae
n3ganeHo paspelleHune 3a ynotpeba.

AdonbnHutenHa nHdopmMmauks 3a Riprazo HTC:

Ha 13 anpwun 2011 r. EBponeickata KoMnucms nsgasa paspeweHue 3a ynotpeba, sanuaHo B EC, 3a
Riprazo HTC. BbnpocHoTe. DaspelleHe ce 0CHOBaBa Ha pa3pelweHue 3a Rasilez HCT npes 2009 r.
(‘nHdopmMupaHo cbriacne):

MbaHuaT TekcT Ha' EPAR 3a Riprazo HTC mMoxe aa ce Hamepu Ha yebcanTta Ha AreHuumsTa
ema.europa.eu/rind medicine/Human medicines/European Public Assessment Reports. 3a noseuye
MHdOpMauUnROTHOCHO NedeHuneTo ¢ Riprazo HTC - npoueTeTe nucTtoBkaTa (Cblo YacTt oT EPAR) unn
nonutate Bawmsa nekap nnm dapMauesT.

JaTa Ha nocnefHo akTyanusvMpaHe Ha Tekcta 04-2012.
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