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Pe3tome Ha EPAR 3a o6wiecTBeHO nosi3BaHe

Controloc Control
pantoprazole

HacToAwmaT gokyMeHT npeacTaBnsBa pe3ioMe Ha EBponenckua nybnundeH oueHbueH goknag (EPAR) 3a
Controloc Control. B Hero ce pa3scHsaBa Kak KOMUTETBLT MO JieKapCTBEHUTE MPOAYKTU 3a XyMaHHa
ynoTtpeba (CHMP) e oueHnn nekapcTsoTo, 3a Aa AaAe MONOXUTENHO CTaHOBULLE 3a pa3pellaBaHe 3a
ynotpeba n npenopbku 3a ycnosusaTa Ha ynotpeba Ha Controloc Control.

KakBo npeacrasnsaBa Controloc Control?

Controloc Control e nekapcTBo, KOeTO CbAbpXa aKTMBHOTO BELLECTBO NaHTomnpason (pantoprazole).
Mpeanara ce noa ¢opmaTa Ha CTOMaLLHO-yCcTOMYMBM Tabnetkm (20 mg). ,CToMawHo-ycTon4nemn™
03HayaBa, Ye CbAbpXaHWETO Ha TabneTkaTa NpeMMHaBa Npes cToMaxa, 6e3 aa ce pasrpaxgaa, npeau aa
AOCTUrHe yepsaTta. ToBa NpeaoTBpaTsBa YHULLOXaBaHETO Ha aKTMBHOTO BELLECTBO OT KUCESIMHUTE B
cToMaxa.

Controloc Control e nogo6Ho Ha , pedepeHTHOTO nekapcTeo™ Controloc, KoeTo Beyve e ogo6peHo B
Esponeickus cbto3 (EC).

3a KakBoO ce u3non3ssa Controloc Control?

Controloc Control ce nsnonssa 3a KpaTKOCPOYHO SIEYEHNE HA CUMMNTOMUTE Ha KUCENNHEH pedniyKc npu
Bb3pacTHU. KUCENMHHUST pednyKc ce NosiBsSBa, KOraTto KMcenvHaTta, NponsBejeHa B cToMaxa, ce
Bpblla B XpaHOMpoBOAa U NPeAM3BUKBA NapeHe N KUCENUHHA peryprutauns (KUCeNnHU, AOCTUraLm 4o
yCTHaTa KyxXuHa).

HEKapCTBeHMﬂT NPpOoAYKT Ce OTNnyCKa 6e3 neKapcko npegnmncaHue.
Kak ce manonsea Controloc Control?

MpenopbuunTenHata gosa Controloc Control e egHa TabneTka AHEBHO A0 U34Ye3BaHE Ha CUMMTOMUTE.
Moxe aa ce HanoXu naunmeHTbLT Aa NpueMa NekapcTBoTo ABa A0 TpU NocseaoBaTesiHU AHU 3a
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obnekyaBaHe Ha cuMnToMmuTe. AKO HSIMa I'IOLI,OGpeHVIe Ha CMMNTOMUTE 3a ABE CceAMULUN HENPEKBCHATO
nedyeHwme, naumnMeHTuTe Tpﬂ6Ba [a ce KOHCynTupart c nekap. NaymeHTuTe He TpFIGBa Aa npunemart
NeKapCTBOTO NoBe4ye OT YETUpU ceamnn 6e3 KOHCynTauua C nekap.

Tabnetkute ce rbnTaTt uenn C TEYHOCT Nnpean XpaHeHe n He Tpﬂ6Ba Aa Ce CAbBKBAT WIMN HaTpolwlaBaT.
Kak pencrBa Controloc Control?

AKTMBHOTO BewecTBo B Controloc Control, naHTtonpason, € nHXxnbmntop Ha NpoOTOHHATa nomna. Ton
pencrtea, KaTo 6510kupa ,,MPOTOHHUTE MOMNU" — MPOTEMHU, KOUTO CE€ HaMMpaT B CneunannusnpaHm
KNIeTKN Ha CTOMalLHaTa inraBuua M oTAENST KUCENNHN B cTOMaxa. KaTo 6n1okupa Te3m nomnu,
naHToNpaso/l HaMansBa OTAENSHETO Ha KUcennHa u obnekyaBa CUMNTOMUTE HA KUCENUHHUSA pednyKC.

JlekapcTBa, cbAbpXalum naHTonpason, ce npeanaraT B EBponenckusa cbio3 (EC) ot 1994 r.
PedepeHTHUAT npoaykT, Controloc, ce oTnycka caMo MO NeKapcko npeanucaHue. Tol ce n3nonsea 3a
OBNrOCPOYHO SleHYeHMe, KaKTO M 3a JIeYeHMe Ha MOo-LUMpoKa raMa racTpoMHTeCTUHaNHM 3abonsasaHuns
(cbCcTOsIHMA, 3acarawm YyepsaTta) B cpaBHeHuWe ¢ Controloc Control.

Kak e npoyu4yeH Controloc Control?

Tbl KaTO NAHTONPA30/ Ce M3MNoN3Ba OT AOCTa BpeMe, 3aABUTENAT NpeacTaBa AaHHW OT Hay4yHaTta
nutepaTtypa. 3asaBUTeNSaT NpeacraBs Cblwo MHMOPMaunsa OT ABE OCHOBHM MpOyYBaHus, pasrnexaaiim
edekTnTe Ha naHTonpason 20 mg npu obwo 563 Bb3pacTHMU, KOUTO UMAT CUMNTOMWN Ha KUCESTMHEH
pedyKc, BKIOYNTENHO MOHE eANH enn3oa Ha NapeHe 3a4 rpbAHaTa KOCT B TPUTE AHW Npeau HavyanoTo
Ha npoy4yBaHeTo. [TbpBOTO NpOyYBaHe CpaBHsBa NaHTONPa30/ € niaauebo (cnsno neyeHue) npum

219 Bb3pacTHM, a BTOPOTO ro CpaBHsBa C PaHUTUAMH (APYro NeKapCcTBO, KOETO Ce M3M03Ba 3a JieueHune
Ha CMMNTOMUTE Ha KUCeNUHEH pednyKkc) npu 344 Bb3pacTHU. OCHOBHaTa MspKa 3@ e(PeKTUBHOCT e
6poSAT Ha NMauneHTUTe CbC CMMNTOMM Ha NapeHe 3a4 rpbAHaTa KOCT Npe3 NbpBUTE ABE CeaMUUN OT
neyeHueTo.

KakBu nonsu ot Controloc Control ca yctaHOBeHM B npoy4yBaHusita?

MaHTONpa3on e no-edekTMBEH OT nJauebo n paHUTUAMH 3a nogobpsiBaHe Ha CUMMNTOMUTE Ha KUCETMHEH
pednykc. B nbpBOTO npoyyBaHe 74% OT naunmeHTuTe, npuemawin naHtonpason (80 ot 108), n 43% ot
naumeHTnTe, NpmemMawm nnauyebo (48 ot 111), HAMaAT NapeHe B paMKuTe Ha ABe ceaMmuuu. MNMaHTonpason
e no-edekTMBeH OT niauebo 1 3a HaMmansiBaHe Ha CUMMTOMUTE Ha KUCENIMHHA peryprutaums. Bos
BTOpPOTO npoy4yBaHe 70% OT naumeHTMTe, NpMeMalum nantonpason (121 ot 172), n 59% ot
nauneHTuTe, npuemMawmn paHnTnamid (102 ot 172), HAMaT napeHe B paMKUTe Ha ABe CeAMULM.

KakBu ca puckoBeTte, cBbp3aHm ¢ Controloc Control?

Han-4yecTtnte HeXxenaHu nekapcrBeHun peakumm npu Controloc Control (HabnogaBaHu nNpu okono 1 Ha
100 nauweHTN) ca agMapusa n rnasobonme. 3a NbAHUSA CNUCHK HA BCUYKU HEXENaHW NeKapCTBEHM
peakumu, cbobLieHn Npy NaHToNpasos, BMXTe NMCTOBKAaTa.

Controloc Control He Tpsi6Ba Aa ce npunara Npu xopa, KOUTO ca CBPbXUYYBCTBUTENHW (aNlepruyHun) KbM
naHToONpPasos, Cos UM KbM HSKOSt OT OCTaHanuTe CbCTaBku. He TpsbBa Aa ce npunara 3aefHo C
aTasaHaBup (JIekapcTBO, NpWiaraHo 3a JieYeHne Ha UHMEKLMS) C YOBELLKMA UMYHOAEMhULMTEH BUPYC

[HIVD).
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3awo Controloc Control e paspeweH 3a ynorpeba?

CHMP oTt6enssa, ye naHntonpason 20 mg e epeKTUBEH 3a KPAaTKOCPOYHO JIeYeHMe Ha CUMNTOMUTE Ha
pednyKc 1 4ye MMa AOCTaTbYHO AbAbLI ONUT MO OTHOLWEHWE Ha 6e30nacHOCTTa Ha ToBa S1IeKapCTBO KaTo
nlekapCTBeH NPOAYKT, OTMyCKaH No IeKapcko npeanucaHune. Bb3 ocHoBa Ha onuTa OT nNpuaaraHeTo Ha
naHTonpason CHMP cyeTe cbLo, Ye € YMECTHO npeanaraHeto Ha Controloc Control 6e3 nekapcko
npeanucaHue. MNMopaan ToBa CHMP pewwu, ye non3sute ot Controloc Control ca no-ronemMm oT puckoBeTe,
W npenopbya Aa ce nsgane paspelweHue 3a ynortpeba.

AonbnHutenHa mHdpopmauyma 3a Controloc Control:

Ha 12.06.2009 r. EBponelickaTa KOMUCHUSA nsgaBa paspelieHme 3a ynotpeba Ha Controloc Control,
BannaHoO B EBponenckusa cutos.

MbnHMAT TekcT Ha EPAR 3a pedepeHTHOTO /ieKapCcTBO CbLIO MOXe Aa ce HaMmepu Ha yebcalita Ha
AreHumaTa. ema.europa.eu/Find medicine/Human medicines/European public assessment reports. 3a

noseve MHdoOpMaLMa OTHOCHO nedyeHuneTo ¢ Controloc Control npoyeTeTe nuctoBkaTta (CbLLO YacT OT
EPAR) wnn nonutanTe Bawusa nekap vnuv gapmMaueBT.

[aTta Ha nocneaHo akTyanusmpaHe Ha Tekcrta 03-2013.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001013/human_med_000969.jsp&mid=WC0b01ac058001d124
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