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Pantoloc Control \\0

pantoprazole

HacToAwmaT AokyMeHT npeacTaBnsiBa pestome Ha EBponeinckus ny6nmq@ oueHbuYeH aoknag (EPAR) 3a
Pantoloc Control. B Hero ce pa3dcHaBa kak KOMUTETBLT No fiekapcT € NPoAYKTM 3a XyMaHHa
ynotpeba (CHMP) e oueHun nekapcTBoTo, 3a Aa Aaje NOSIOXUTE CTaHOBMLLE 3a pa3pellaBaHe 3a
ynotpeba n npenopbku 3a ycnosuaTa Ha ynotpeba Ha Pantolarb%ontrol.

Q\O
KakBo npeacrasnsaBa Pantoloc Contr%&‘

)

Pantoloc Control e nekapcTBo, KOETO CbAbpP TUBHOTO BeLLecTBO naHTonpason (pantoprazole).
Mpeanara ce noa gopmaTa Ha CTOMaLLHO- @omqwsm Tabnetkun (20 mg). ,CromawHo-ycTon4msn"™
03HayaBa, Ye CbAbPXaHUETO Ha Ta6ne{|;a a NpeMuWHaBa npes cToMaxa, 6e3 Aa ce pasrpaxaa, npeau aa
AOCTUrHe yepBaTa. ToBa npeAOTBpa(ﬂBa YHULL0XXaBaHETO Ha aKTUBHOTO BELLECTBO OT KUCENIMHUTE B
cToMaxa.

Pantoloc Control e nogo6Ho @%ed)epeHTHOTo nekapcrteo" Pantoloc, koeTo Beue e ogobpeHo B
EBponenckunsa cbios (EC)QQ

3a KakBO ce u@énssa Pantoloc Control?

Pantoloc Contro) Ce M3non3Ba 3a KPaTKOCPOUHO NeYeHne Ha CUMMTOMUTE Ha KUCENMHEH pedyKe npu
Bb3PaCTHWORYWCENMHHUAT pedyKC ce NosiBsSIBa, KOraTo KUcenvHaTta, NponsBejeHa B cToMaxa, ce

prl.uaé/ aHonNpoBoOAa U NpeAn3BUKBa NapeHE N KUCESTIMHHA peryprutauns (KMcenumHun, octurawm oo
ycn—@v KyXWUHa).

HEKapCTBeHMﬂT NpoAYKT Ce OTNyCKa 6e3 NneKapcko npegnmncaHue.
Kak ce m3nonsea Pantoloc Control?

lMpenopbuuTenHata go3a Pantoloc Control e egHa TabneTka AHEBHO A0 M34ye3BaHe Ha CUMOTOMUTE.
Moxe fa ce HanoXu naunmeHTbT Aa NpueMa NekapcTBoTo ABa A0 TpU NocseaoBaTesiHU AHU 3a
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obnekyaBaHe Ha cuMnToMmuTe. AKO HSIMa nop,o6peHme Ha CMMNTOMUTE 3a ABE ceAMULUUN HENPEKBCHATO
ne4yeHune, nauneHTunTe TpFIGBa [a ce KOHCynTupart c nekap. NaymeHTuTe He Tpﬂ6Ba Aa npunemart
NeKapcTBOTO NoBeYye OT YeTnupmn ceamnumn 6e3 KOHCynTauua C nekap.

TabneTkute ce rbnTaTt uenn C TEYHOCT nNpean XpaHeHe n He Tpﬂ6Ba Aa Ce CAbBKBAT WIMW HaTpollaBaT.
Kak pencrBa Pantoloc Control?

AKTMBHOTO BewecTBo B Pantoloc Control, naHTonpason, € MHXM6MTOp Ha NpPOTOHHaTa noMna. Ton
pencrtea, KaTto 6s10kupa ,,MPOTOHHUTE NMOMNU" — MPOTEMHU, KOUTO CE€ HaMMpaT B CneunannusnpaHm
KJIeTKN Ha CTOMalLHaTa inraBuua 1 oTAENST KUCeNNHN B cTOMaxa. KaTo 6n1okupa Te3m nomnu, B fb

naHTONpa3osl HaMaNidBa OTAENAHETO Ha KNCE/TNHaA U obnekyaBa CMMNTOMUTE Ha KMCENMNHHUSA p KC.

JNlekapcTBa, cbAbpXalm naHTonpason, ce npeanaraT B EBponenckusa cbio3 (EC) ot 1994 &Q
PedepeHTHUAT NpoaykT, Pantoloc, ce oTnycka caMo no nekapcko npeanucaHue. Ton C oNn3Ba 3a
ABIFOCPOYHO SleYeHne, KaKTo U 3a JIeYeHne Ha Mo-mnpoka ramMma raCTpoMHTeCTUHanHmgabonssaHms
(cbcTOAHMSA, 3acsrawm Yepearta) B cpaBHeHue ¢ Pantoloc Control. /b

Z

&

Tbl KaToO NAHTONPAa30/ Ce U3MNon3Ba OT AOCTa BpeMe, 3asBUTENAT np@rasﬂ [aHHM OT Hay4yHaTa
nutepaTtypa. 3asaBUTENST NpeacTaBs Cbwo nHdopMaums oT ABe OQQQHM npoy4YBaHus, pasrnexagaim
edekTnTe Ha naHTonpason 20 mg npu obwo 563 Bb3pacTHK, 6b MMaT CUMNTOMU Ha KUCESTMHEH
pedyKc, BKIOYNTENHO MOHE eANH enn3oa Ha NapeHe 3a4 HaTa KOCT B TpUTE AHU Npean Ha4vyanoTto
Ha npoy4yBaHeTo. [TbpBOTO NpOy4YBaHe CpaBHsBaA I'IaHTOI'I@BO c nnauebo (cnano neyeHune) npm

219 Bb3pacTHM, a BTOPOTO ro CpaBHsBa C paHUTUAMH ro leKapCcTBO, KOETO Ce U3MNO0JI3Ba 3a SleueHne

Kak e npoyu4yeH Pantoloc Control?

Ha CUMNTOMUTE Ha KUcenuHeH pednykc) npu 344 acTtHW. OcHOBHaTa MsipKa 3a ePeKTUBHOCT e
6poSAT Ha NauneHTUTEe CbC CUMMNTOMM Ha napeHag rpbAHaTa KOCT Npes3 NbpBUTE ABE CeAMULM OT

neYvyeHneTo.
g

KakBu nonsu ot Pantoloc Cij:roI ca YCTaHOBEHM B nNpoy4yBaHusATa?

A

MaHTonpa3son e no-edeKTUBEH O %‘raueGO M pPaHUTUAMH 3a NnogobpsiBaHe Ha CUMMNTOMUTE Ha KUCEIMHEH
pednykc. B mbpBOTO Npoyys A4% OT NauneHTuTe, Npmemalum naHtonpason (80 ot 108), n 43% oT
nauneHTuTe, NpmeMalum n 60 (48 o1 111), HAMaT NapeHe B paMKuTe Ha ABe ceaMmuuu. MNMaHTonpason
e no-edeKkTuBeH oT nna@ W 3a HamasisiBaHe Ha CMMMNTOMUTE Ha KUCENMHHA peryprutaums. Boe
BTOPOTO MpoOy4BaH Yo OT NALMEHTUTE, NpueMalm naHTonpason (121 ot 172), n 59% ot
nauneHTuTe, np,{ WK paHnTnamH (102 ot 172), HAMAT NapeHe B paMKUTE Ha ABe CeaAMULN.

Kaksu gngCKOBeTe, cBbp3aHu c Pantoloc Control?

Haﬁg@?me HeXeslaHu fiekapcTBeHn peakuum npm Pantoloc Control (HabntogaBaHu nNpu okono 1 Ha
100 AauwneHTN) ca agmapusa n rnasobonme. 3a NbAHUSA CNUCHK HA BCUYKU HEXENaHW NeKapCTBEHM
peakumu, cbobLieHn Npy NaHToNpasos, BMXTe NIMCTOBKaTa.

Pantoloc Control He Tpsi6Ba fa ce npunara nNpu Xopa, KOUTO Ca CBPbXUYBCTBUTENHMU (aNnepruyHn) KbM
naHToOMNpasos, Cos UM KbM HSKOSt OT OCTaHaauTe CbCTaBku. He TpsabBa Aa ce npunara 3aefHo C
aTasaHaBup (J1ekapcTBO, NpuiaraHo 3a JieYeHne Ha UHMDEKLMSI C YOBELLKMS UMYHOAEMhULNTEH BUPYC

[HIVD).
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3awo Pantoloc Control e paspeweH 3a ynotpe6a?

CHMP oTt6enssa, ye naHntonpason 20 mg e epeKTUBEH 3a KPAaTKOCPOYHO JIeYeHMe Ha CUMNTOMUTE Ha
pednyKc 1 4ye MMa AOCTaTbYHO AbAbLI ONUT NO OTHOLWEHWE Ha 6e30nacHOCTTa Ha ToBa S1IeKapCTBO KaTo
nlekapCTBeH NPOAYKT, OTNyCKaH No IeKapcko npeanucaHune. Bb3 ocHoBa Ha onuTa OT NpuaaraHeTo Ha
naHTonpason CHMP cyeTe CcblLLo, Ye € YMECTHO npeanaraHeTo Ha Pantoloc Control 6e3 nekapcko
npeanucaHue. MNMopaan ToBa CHMP pewwn, ye non3sute ot Pantoloc Control ca no-ronemu oT puckoBeTe,
W npenopbya Aa ce nsgane paspelweHue 3a ynortpeba.

AonbnHutenHa uHdpopmauyma 3a Pantoloc Control: 2
Ha 12.06.2009 r. EBponeiickaTa KOMUcUa nsgaBa paspelieHme 3a ynotpeba Ha Pantoloc Contn@b
BanuMaHoO B EBponenickusa culos. &

MbAHMAT TekcT Ha EPAR 3a pedepeHTHOTO /IeKapCTBO CbLLO MOXE Aa Ce HaMepu Ha Y @HTa Ha
AreHuusaTa. ema.europa.eu/Find medicine/Human medicines/European public ass(ass nt reports. 3a

noseve MHdoOpMaLMa OTHOCHO nedyeHneTo ¢ Pantoloc Control npoyeTteTe AMCTOB (cbwo vacT ot
EPAR) wnn nonutanTe Bawusa nekap vnuv gapmMaleBT. &

[aTa Ha nocnegHo aKTyanusmMpaHe Ha Tekcta 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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