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Pe3tome Ha EPAR 3a o6wecTBeHO nosi3BaHe

Pantecta Control
pantoprazole

HacToAwmaT gokyMeHT npeacTaBnsiBa pestoMe Ha EBponenckua nybnunsed oueHbueH goknag (EPAR) 3a
Pantecta Control. B Hero ce pa3scHsiBa kak KOMUTETbT NO NeKapCTBEHUTE NPOAYKTM 3@ XyMaHHa
ynoTtpeba (CHMP) e oueHWn nekapcTsoTo, 3a Aa AaAe MOMOXUTENHO CTaHOBULLE 3a pa3pellaBaHe 3a
ynotpeba v npenopbku 3a ycnoeuaTa Ha ynotpeba Ha Pantecta Control.

KakBo npeacrasnsBa Pantecta Control?

Pantecta Control e nekapcTBo, KOETO CbAbpXa aKTUBHOTO BeLeCTBO NaHTonpason (pantoprazole).
Mpepnara ce noa gopmaTa Ha CTOMalWHo-ycronunen tabnetkn (20 mg). ,,CtomMalHO-yCcTONYMBIU"
03HauyaBa, Ye CbAbp>XaHMeTo Ha TabneTkara NpeMnHaBa Npes cTtomaxa, 6e3 Aa ce pasrpaxaa, npeau aa
OOCTUrHe yepBaTa. ToBa NpeAoTBpaTaBa YHULLOXABAHETO HA aKTUBHOTO BELLECTBO OT KUCENUHUTE B
cToMaxa.

Pantecta Control e nogo6Ho Ha ,,pedepeHTHOTO flekapcTBo" Pantecta, kKoeTo Beye e 0406peHo B
Esponeickus cbio3 (EC).

3a KakBoO ce uznon3Ba Pantecta Control?

Pantecta Control ce M3nonsBa 3a KPaTKOCPOYHO SlIeYeHNE Ha CUMNTOMUTE Ha KUCENTMHEH pedyKC npu
Bb3pacTHU. KNCeNMHHUSAT pedyKc ce NosiBsSiBa, KOraTto KMcenvHaTta, NponsBeaeHa B cToMaxa, ce
Bpblla 8 XpaHoOMpoBOAa U NPeAM3BUKBA NapeHe N KUCENNHHA peryprutauns (KUCeNnHU, LOCTUrawm 4o
YCTHaTa KyXuHa).

ﬂeKapCTBeHVIFlT NPpoAYKT Ce OTNyCKa 6e3 NneKapcko npegnncaHue.
Kak ce manonsBa Pantecta Control?

lMpenopbunTenHaTa no3a Pantecta Control e egHa TabneTka AHEBHO A0 U34Ye3BaHe Ha CUMMNTOMMUTE.
Moxe aa ce HanoXu naunmeHTbT Aa npueMa NekapcTsoTo ABa A0 TpU nocreaoBaTesiHU AHU 3a
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obnekyaBaHe Ha cuMnToMmuTe. AKO HSMa nop,o6peHV|e Ha CMMNTOMUTE 3a ABE ceaMULUN HENPEKBCHATO
ne4yeHune, nauneHTunTe TpHGBa [a ce KOHCynTupart c nekap. NauymeHTuTe He Tpﬂ6Ba Aa npunemart
NeKapcTBOTO NoBeYye OT YeTnupmn ceammnumn 6e3 KOHCynTauua C nekap.

TabneTkute ce rbnTaTt uenn ¢ TEYHOCT Nnpean XpaHeHe n He Tp$I6Ba Aa Ce COAbBKBAT WIMW HaTpollaBar.
Kak pencrBa Pantecta Control?

AKTUBHOTO BellecTBO B Pantecta Control, naHTonpason, € MHXM6UTOP Ha NPOTOHHaTa noMna. Town
nencrtea, KaTto 6s10kmpa ,,MPOTOHHUTE MOMMNU" — MPOTEMHU, KOUTO CE€ HaMMpaT B CneunananusnpaHm
KNEeTKW Ha CTOMallHaTa JinraeBuua 1 oTAeNsAT KMcenmHu B ctomaxa. Kato 6,10kmpa Te3n nomnu,
nMaHToONpaso/l HaMansBa OTAENSHETO Ha KUcennHa u obnekyaBa CUMNTOMUTE Ha KUCENUHHUS pedriyKc.

JNlekapcTBa, cbAbpXalum naHTonpason, ce npeanaraT B EBponenckusa cbio3 (EC) ot 1994 r.
PedepeHTHUAT NpoayKT, Pantecta, ce oTnycka caMoO Mo NIeKkapcko npeanuncaHue. Tol ce vi3ion3ea 3a
OBNrOCPOYHO NleHYeHne, KaKTo M 3a JIeYeHMe Ha Mo-LUMpoKa rama racTpomHTeCTUHanHu 3abonsasaHuns
(cbCcTOsIHMA, 3acaralwm YyepsaTta) B cpaBHeHue ¢ Pantecta Control.

Kak e npoy4yeH Pantecta Control?

Tbi KaToO NaHTOMNPa30a ce M3MoJ3Ba OT A40CTa BpeMe, 3adBUTENAT NPSACTABA AaHHW OT Hay4yHaTa
nutepaTtypa. 3asaBUTeNSaT NpeacraBs Cblo MHMOPMaUnsa OT ABE OCHOBHM MpOoyYBaHus, pasrnexaaim
edekTnTe Ha naHTonpason 20 mg npu obwo 563 Bb3pacTHMU, KCUTO MMAT CUMNTOMWU Ha KUCESTMHEH
pednyKc, BKIIOUYMTENHO NOHE €AMH enuM30A Ha NapeHe 3aj rpbaHaTa KOCT B TpUTE AHM Npeau HayanoTo
Ha npoy4yBaHeTo. [MbpBOTO NpOyYBaHe CpaBHsBa NaHTONPAa30/ € naauebo (cnsno neyeHme) npum

219 Bb3pacTHM, a BTOPOTO o CpaBHSBa C PaHUTUAMH (4PYrO NeKapCcTBO, KOETO Ce M3Mo/3Ba 3a JieueHue
Ha CMMNTOMWUTE Ha KucenuHeH pednykc) npu 344 Be3pacTtHU. OCHOBHaTa Mspka 3a edPeKTUBHOCT €
6posAT Ha NMauneHTUTe CbC CMMNTOMM Ha NapeHe 3a/4 rpbAHaTa KOCT Npe3 NbpBuUTe ABE CeaMULN OT
ne4yeHueTo.

KakBu nonsu ot Pantecta Cointrol ca yctaHOBeHM B npoydyBaHusaTa?

MaHTONpa3on e no-edeKTUBEH OT risiauebo n paHUTUAMH 3a nogobpsiBaHe Ha CMMNTOMUTE Ha KUCENTMHEH
pednykc. B nbpBoTO npoyyuBaHe 74% OT naunmeHTuTe, npuemawin naHtonpason (80 ot 108), n 43% ot
naumeHTUTe, NpmemMawm niauebo (48 ot 111), HAMaAT NapeHe B paMKuTe Ha ABe ceaMmuuu. MNMaHTonpason
e no-edeKkTMBEH OT Nnauebo 1 3a HaMansiBaHe Ha CUMMTOMUTE Ha KUCENUHHAa peryprutaums. Bos
BTOPOTO npoy4BaHe 70% OT naumeHTMTe, NpMeMalum nantonpason (121 ot 172), n 59% ot
nauneHTuTe, NpuemMauin paHnTnamid (102 ot 172), HAMaT napeHe B paMKUTe Ha ABE CeAMULM.

KakBu ca puckoBeTe, CBbp3aHM ¢ Pantecta Control?

Han-uectnte HeXxenaHu nekapcTBeHu peakumm npu Pantecta Control (HabniogaBaHu npu okono 1 Ha
100 nauweHTN) ca agmapusa n rnasobonme. 3a NbAHUSA CNUCHK HA BCUYKU HEXENaHW NIeKapCTBEHM
peakumm, cbobLieHn Npy NaHTonpasos, BMXTe NMCTOBKaTa.

Pantecta Control He Tpsi6Ba fa ce npunara nNpu Xopa, KOUTO Ca CBPbXUYBCTBUTENHMW (aNnepruyHn) KbM
naHToONpasos, Cos UM KbM HSAKOSI OT OCTaHa/uTe CbCTaBku. He TpsabBa Aa ce npunara 3aefHo ¢
aTasaHaBup (JIekapcTBO, NpWiaraHo 3a JieYeHne Ha UHMEKLMS C YOBELLKMSA UMYHOAEMhULMTEH BUPYC

[HIVD).

Pantecta Control
EMA/242251/2013 CrtpaHuua 2/3



3awo Pantecta Control e pa3speweH 3a ynorpeba?

CHMP oTt6ensiza, ye nantonpason 20 mg e epeKTUBEH 3a KPaTKOCPOYHO JIeYeHMEe Ha CUMNTOMUTE Ha
pedayKC 1 4e uMa A0CTaTbuHO Ab/IbI ONUT MO OTHOLWEHMe Ha 6e30nacHOCTTa Ha ToBa JIEKAapCTBO KaTo
NekapcTBEH NPoAYyKT, OTMNyCKaH Mo /leKapcko npegnucaHue. Bb3 oCHOBa Ha onuTa OT NpuaaraHeTo Ha
naHTonpason CHMP cuyeTe cbLo, Ye € YMECTHO npeanaraHeTo Ha Pantecta Control 6e3 nekapcko
npeanucanue. MNMopaau Toea CHMP pewn, ye nonsute ot Pantecta Control ca no-ronemMun oT puckoeeTe,
W npenopbya Aa ce nsgane paspelweHue 3a ynortpeba.

AonbnHutenHa uHdpopmayma 3a Pantecta Control:

Ha 12.06.2009 r. EBponelickaTa KOMUCUSA n3paBa pa3pelleHne 3a ynotpeba Ha Pantecta Control
BanuaHoO B EBponelicknsa culos.

MbnHUAT TekCT Ha EPAR 3a pedepeHTHOTO NekapcTBO CbLLO MOXE Aa Ce HaMepu Ha yebcaliTa Ha
AreHumaTa. ema.europa.eu/Find medicine/Human medicines/European public assessment reports. 3a

noseve MHdOpPMaLMa OTHOCHO nevyeHMeTo ¢ Pantecta Control npoyeTeTe NMCTOBKATA (CbLO YacT OT
EPAR) wnn nonutanTe Bawusa nekap wnuv gapmMaueBT.

[aTa Ha nocnegHo aKTyanusmMpaHe Ha TekcTta 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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