THCTPYKIIIA
/IS MEIUYIHOT'0 3aCTOCYBAaHHA JTIKapChKOT'0 3aC00y

TABICKOH® ®OPTE M'AITHA CYCITEH3I
(GAVISCON® FORTE PEPPERMINT SUSPENSION)

[Cxnao:

Oitoui peuosuHU: HATPIiIO anbriHaT, Kasiio 6ikapOoHAaT;

5 M1 cycnensii Mictsite 500 Mr HaTpito anerinary, 100 Mr kasmito 6ikapOoHaTY;
0onoMmidcHi peyosuHU: KabIliio KapOoHaT, Kapbomep 974P, HATPirO TimpoOKCHUL, HATPi0
caxapuH, MeTumnmaparigpokcudensoat (E 218), mpominmaparigpokcuben3oat (E 216),
M’SITHUM apoMaTH3aTop, BOfa OUMIIeHa.

Jlikapcbka popMma. CycreH3is opanbHa.
OcHOBHI (i3uko-xiMiyHI 81acmusocmi: Maiixke 0ia B'3Ka CyCIIeH3id 3 3allaXOM M'SITH.

dapMakoTepaneBTUYHA I'pyna.
[IpenmapaTy AJis JTiKyBaHHS MENTAYHOI BUPA3KU Ta TacTpoe3odareanbHoi pedIiiokcHOI
xBopoOu. Kom ATX A02BX.

Papmako.102iyHi 8 1acmueocmi.
dapmakoOuHamika.

[Ticna npuioMy BHYTPIIHLO ['aBiCKOH® ®opTe M'ATHA CyCIeH3isl IBUAKO TI0YHUHAE
B3a€EMOZIATH 31 IITYHKOBUM COKOM, YTBOPIOIOYY IIap T'eIi0 aJIbIiHOBOL KUCIOTH Ha MO0
MTOBEPXHI, 110 Ma€ 6/IM3bKe 10 HEMTPaIbHOTO 3HaueHHs pH, npurHiuye
racTpoe3odareanbHul pedITiokc 0o 4 TONUH i BUCTYIIA€ B POJIi 3axucHOro 6ap’epa Ha
[TOBEPXHi IIJIYHKOBOT'O BMICTY, 3aXUIal0Y¥ CTPABOXIiJ Bifl KUCJIOTH, NIEIICUHY Ta XKO0BYi. ¥
TSIKKUX BUMAOKAX lIap T'ejlo IOTPpaIise 40 CTPABOXOAY 3aMiCTh BMICTY IIUIYHKa Ta
3axulllae CTIHKU cTpaBoxony. KpiMm Toro, maHi, oTpuMaHi in vitro, IpogeMOHCTPYBay,
110 IIap TeJII0 Ma€ BTOPUHHY [if0 Ta 3JaTeH 3aTPUMYyBaTH KOBY Ta MEICHH y CBOIX
CTPYKTYpi i TUM CaMUM [0OaTKOBO 3aXHUIIaTHA CTPaBOXif Bif X KOMIIOHEHTIB
[IJTYHKOBOT'O COKY.

QapmakokiHemuka.

MexaHi3M [il 1bOT0 NiKapCchKOro 3acoby € GisuyHuUM Ta He 3aJIeXKUTh Bif abcopoOuil y
CACTEMHUYU KPOBOTOK.

KitiniuHi XapaKTepHCTHKH.

IToKa3aHHA.

Jlikapcekuii 3aci6 [aBickoH” ®opTe M'sITHA CYCIIEH3is 3aCTOCOBYIOTH [IST JIIKyBaHHS
CUMIITOMiB ractpoe3odareaibHoOro peaokCy, TaKUX IK KUCJa BiIpUXKKa, [ledid Ta
OpPYIIeHHS TPaBJIeHHS, SIKi IOB’s13aHi 3 pedII0KCOM, HallPUKJIIaf, Mic/sg IPUHOMY 1XKi
a0o mif Jac BariTHOCTI, ab0 y pa3i HasBHOCTI y HallieHTa CUMIITOMIB, [T0B’I3aHUX 3
pedmiokc-e30dariTom.

IIpomunoxKa3aHHs.

JTikapchKu# 3acib MpoTUIIOKa3aHUH MallieHTaM 3 BioMoi0 ab0 migo3pioBaHO0
rinepyyTIUBICTIO 10 [if0o4uuX pedoBUH abo mo OyOb-SKOI 3 IOIIOMiXKHUX PEUOBHH, B TOMY
yucyi MeTunmnaparigpokcubensoaty (E218) i npominnaparigpokcuten3oaty (E216).




[0co6 1uei 3ax0du 6e3nexu.

ZIKI1I0 He CIIOCTepiraeThCs MOKpallleHHS Yyepes3 7 OHIB, KIIIHIYHY CUTYALio CIIif,
[epPerasgHyTH.

KoxHi 5 M cycnensii MicTsATh 1,0 MMonb (40 MT) KambIlifo, TOMy HEOOXigHO 3
00epeKHICTIO MPU3HAYaTH IIpernapaT XBOPUM 3 TilmepKanbllieMiclo, HeppPoKanbIIMHO30M
Ta pPelUIUBHOI0 HUPKOBOKAM STHOIO XBOP00OO0I0, 3yMOBJIEHOIO KaJIbIliEM.

JTikapchKu# 3acib MiCTUTh MeTHINaparigpokcubeH30aT Ta MPOoIMiamaparigpokcubeH3oar,
110 MOXKYTh BUKJIUKATH alepriyHi peakiiii (MOK/IMBO BigTepMiHOBaHi).

Lleit mikapcbkuit 3aci6 mictTuth 57,85 Mr (2,5 MMOIIb) HATPilo Ha 5 MJI, III0 €KBiBaJIEHTHO
2,9 % MakKCcHMaIlbHOT0 T0O0BOT0 IIOAEHHOT0 CIIOXKUBAHHS HATPil0, PEKOMEHI0BAHOT0
BOO3.

MaxkcuMasbHa 1060Ba f03a AaHOTO IIpenapaTty eKBiBaneHTHa 23,14 % MaKCUMaIbHOTO
mo00BOTO IIONEHHOT0 CIIOKKBaHHS HaTpilo, pekoMeHnoBaHOoro BOO3. Lle 6a3yeThcs Ha
no3i 10 M1, IKy IpUUMalOTh YOTUPU Pa3u Ha OEHb.

Lle¥ mpemapaT Ma€ BUCOKUM BMiCT HaTpiio. Lle TpeOa BpaxoByBaTu XBOPUM, SKi
MOTPUMYIOTHCSI HU3bKOCOJIHOBOI [Ii€TH, HAIIPUKJIIaA IIPU 3aCTilHIN cepleBii
HEeOCTATHOCTI Ta IIPU NMOpYILIeHH] PyHKIII HUPOK) abo IpuiiMaioTh JTiKapchKi 3acodH,
[Ki MOXKYTH IIIIBUINUTH PiBHI KaJlilo B IIJIa3Mi

Lleit mpenapat Mictuth 1,0 mmons (39,06 Mr) karniro Ha 5 Mi. Lle ciifg BpaxoByBaTu
malieHTaM 3i 3HUKEeHO0I0 (PYHKITEI0 HUPOK a0o MmalfieHTaM, sIKi JOTPUMYIOThCS TiE€TH 3
00MeXXeHUM BMiCTOM KaJlilo.

B3aemodis 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiu.

Y 3B’SI3Ky 3 IPUCYTHICTIO Kasbllilo KapOOHaTYy, SKUi [ii€ K aHTaIUA, MiXK IPUHAOMOM
npenapaTy ['aBickoH® dopTe M'gTHa CyCIeH3isd Ta IPUNOMOM iHIINX JIIKAPChKUX
3aco6iB, 0co6muB0 H,-aHTUTiCTaMiHHUX IIpelapariB, TeTPalUKIIiHiB, JUTOKCHHY,
(bTOPXiHOJIOHY, 3aJ1i3KUCTOl COJIi, KETOKOHA30JTy, HEMPOJIEITUKIB, TUPOKCUHY,
neHinunaminy, 6eta-6710KaTOPiB (ATEHOJION, METOIIPOJIOJI, TPOTIAaHOJION),

I TIOKOKOPTHUKOIIIB, X7I0pOXiHy, AudochOHATIB Ta €CTPAaMyCTHHY, Ma€ NIPONTH He MEHIIe
OBOX TOOVH.

|[Oco6 1ueocmi 3acmocyeanus.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

Kniniuni gocnimkeHHS 3a y4acTio 6inbil Hizk 500 BariTHUX XKiHOK, @ TAKOXK BEJIUKUN
[OCBiI IOCTMAapKETUHTOBOT0 3aCTOCYBAaHHS BKa3yIOTh Ha BIICYTHICTH TOKCUYHOIO
BIIJIMBY [iI0YMX PEYOBUH Ha IJIi a60 HOBOHAPOAKEHOT0, @ TAKOXK Ha BiICyTHICTH 1X
3MATHOCTI CIPUYUHSTH YPOAXKEHi Bay PO3BUTKY. Y pa3i KIiHiuHOI moTpedu nmpemnapaT
TaBickoH® ®opTe M'ITHA CYCIIEH3is MOXKHA 3aCTOCOBYBATH y IIePiOf BariTHOCTI.
"00y8aHHA 2pyd010.

[laHi PO HasBHICTH BIIJIUBY Ha HEMOBIJIAT, IKUX TOOYIOTh I'PYAAL0, BincyTHI. [Ipenapat
I'aBickoH® ®opTe M'ITHA CyCIIE€H3is MOXKHA 3aCTOCOBYBATH y IIE€PiOf] TONyBaHHS
rPYOLIO.

depmuibHiCMb.

[laHi PO HasABHICTh BIIJIUBY Ha (QEePTUIBHICTD ¥ JIIOOUHU BifACYTHI.

30amHicmb eniusamu Ha weudkKicme peakyii npu KkepysaHHi aemompaHcnopmom abo
[HWUMU MeXaHi3mMamu.

[IpenapaT He BIIMBAE Ha 3[0ATHICTh KepPyBaTH aBTOTPAHCIOPTOM Ta IIpalloBaTH 3
IHITMMM CKJIaOHUMHU MexXaHi3MaMH.




[Cnoci6é 3acmocyeanHsi ma do3u.

ITopocnuM Ta miTsSM BiKOM Bif 12 pokiB IIperapaT Mpu3HayaloTh IIepopaibHoO.
[TputimatoTh Mo 5—10 My (1 -2 valHi T0KKM) IMic/s IiIK Ta repeq CHOM [0 4 pa3iB Ha
o0y .

Ocob.1uei kameezopii nauieHmis:

He moTpiOHe KOPUTYBaHHS [03H MallieHTaM JIiTHLOTO BiKY.

[TopyweHHA pYHKYiI nevyiHKu: KOPUTYBaHHS 03U He MOTPiOHO.

[TopyweHHA pYHKYil HUPOK: CITif 3aCTOCOBYBaTH 3 00€pEeXKHICTIO MalieHTaM, SKIUM
HeoOXiTHO TOTPUMYBaTHCh HU3bKOCOJIbOBOIL TiETH.

He crig 3acTocoByBaTu npemnapart 6inbire 7 [i0. AKIIo CUMITOMY 3aXBOPIOBaHHS
30epiraloTbcsa abo MOCUITIOIOTLCS IIPOTSITOM LIbOTO IIePiofy, XBOPOMY HeoOXigHO
3BEPHYTHUCS [0 JiKaps [ YTOUHEHHS AiaTHO3y Ta KOPUTYBAaHHS CXeMU JIiKyBaHHSI.
JTimu.

He peKoMeH[I0BaHO IiTSM BiKOM [0 12 pOKiB.

[liTssM BikoM 10 12 pOKiB MOXKJIMBO 3aCTOCOBYBAaTHU IIpelapaT TiIbKY 3a NPU3HaYeHHAM
flikapsi, KoM O4iKyBaHUY MO3UTUBHUM €(PEKT IepeBulllye NOTEHUIMHUN PU3UK Bif
[IpUIOMY IIpenapary.

Ilepedo3y8aHHs1.

[lepemo3yBaHHs OyBa€ OyKe PiIKO Ta MOXKe MPOSBISTUCH Y BUTTIAMI OUCKOM(OPTY Ta
3OYTTS B KUBOTI.

[Tpu mepeao3yBaHHi HEOOXiTHO MIPUIMHUTH 3aCTOCYBAHHS MperapaTy Ta MPOBECTH
CUMIITOMATU4HY Tepalio.

ITob6iuHi peakuii.

[To6iuHi peakilii HABOASATHCS 3@ YACTOTOIO iX IIPOSIBY 3TiMHO 3 TaKOI0 Kilacu@ikalli€eo:
myxke 4acto (1/10), gacto (1/100 ta < 1/10), megacTo (1/1000 Ta < 1/100), pigko
(1/10000 Ta < 1/1000), my=xe pigko (< 1/10000) Ta yacToTa HeBigoMa (He MOXKHa
OLIIHUTH 3a HasiBHUMU JaHUMU):

3 60Ky iMyHHOI cucmemu.

[yKe pigko: aHadinakTu4Hi Ta aHa(iTaKTOINHI peaklil, peakliil rinep4YyTauBOCTi, TaKi
SIK KPOIIUB'STHKA.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI KaimKu ma cepedoCmiHHA.

Iyxe pifKo: mposiBu 3 60Ky OUXabHOI CUCTEMHU, TaKi K OPOHXOCIa3M.

3 60Ky mpagHo20 mpakmy.

HeuacTo: miapesi, HynoTa, 6/1t0BaHHS.

HacToTa HeBioMa: 3AYTTA XKMBOTa, 3aIo0p.

Tepmin npudamHocmi. 2 POKH.
306epiratu He OinbIle 6 MicSIiB ITiC/s IEPIIOTo BITKPUTTS (QrakoHa.
He 3acTocoByBaTy miciis 3aKiHYEHHS TEPMiHY IPUOATHOCTI, 3a3HAYEHOI'0 Ha YIIaKOBLIi.




YMoBu 30epiranssi.
30epiratu B HEOOCTYIIHOMY IJIS OiTeW Miclli pu TemnepaTypi He Buiie 30 °C.
He 306epiraty B XonoguinbHUKY. He 3aMOpoXKyBaTH.

VIIakoBKa.

[To 150 M abo o 300 Mn y ¢p1aKkoHaX 3 OPaHKEBOTO CKJIa 3 IOJIMPOIiIeHOBOIO
KPUILKOI0 3 KOHTPOJIEM IIePIIOTo BigkKpuTTs abo mo 10 M y caiile 3 moiecTepy,
aJTIOMiHiO Ta moJieTuneny, mo 20 callle y KapTOHHiN KOPOOITi.

Karteropis Bigmycky.
be3 periernrTa.

BupoOHHK.
PekxkiTT benkisep Xenckep (FOKeun) Jlimiten/Reckitt Benckiser Healthcare (UK) Limited.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJgpeca MicCIsi IPOBaAKeHHsI
mistIbHOCTI.

Iencom Jleun, Xann, HU8 7DS, Benuka bpuranis/Dansom Lane, Hull, HU8 7DS, United
Kingdom.




