THCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

T'ABICKOH® ®OPTE M’SITHA CYCHEH3ISI
(GAVISCON® FORTE PEPPERMINT SUSPENSION)

Cknao:

Oitoui peuosunu: HATPIiIO ajbriHaT, Kajito OikapOoHAT;

5 ma cycnensii MictaTh 500 Mr HaTpito anbrinaty, 100 mr kanito GikapOoHarty;
OONOMIDICHI  peyosunu: Kanbllilo KapOoHar, kapOomep 974P, Hatpito
TIIPpOKCHI, HATpil0 caxapuH, MeTwianaparigpokcudenzoar (E 218),
nponinmaparigpokcudenzoar (E  216), wM’aTHuil apomaTu3aTop, BoJa
OYUILEHA.

Jlikapcbka ¢gopma. CycrnieHsist opajibHa.

Ocnosni ¢hizuko-ximiuni enacmueocmi: Maibxke Ol1a B’S3Ka CycIeH3is 3
3aIaxoM M SITH.

dapmaKoTepaneBTUYHA rpyna.

[Ipenapatu g JiKyBaHHS NENTUYHOI BHpa3KW Ta ractpoesodareanbHOT
pedurokcHoi xBopoou. Kog ATX A02BX.

Dapmakonoziuni eracmueocmi.

Dapmaxoounamika.

[Ticna npuitomy BHYTpiHBO ['aBickoH® dopTe M’sTHA CycCleH3is LIBUIKO
NOYMHAE B3a€EMOJIATH 31 LUIYHKOBHUM COKOM, YTBOPIOIOYM ILAp TeIio
QJIBI'IHOBOI KMCIIOTH Ha HOro MOBEPXHI, 10 Mae OJU3bKE O HEHTPAIbHOTO
3HayeHHs pH, mpurHiuye ractpoezodareanbHuil pediarokc 10 4 roauH i
BUCTYIIA€ B POJI 3aXMCHOro Oap’epa Ha IOBEPXHI IIIYHKOBOI'O BMICTY,
3axXMILAI0YM CTPABOX1J B/l KUCIOTH, IETICUHY Ta JKOBYI. Y TSKKHX BUIAJKAX
Iap TeJ0 MOTparvisie A0 CTPABOXOAY 3aMICTh BMICTY IUTYHKA Ta 3aXUILAE
CTIHKH cTpaBoxoay. Kpim Toro, 1aHi, oTpuMadi in vitro, npoJ€MOHCTpPYBaJH,
110 IIap rejio Mae€ BTOPUHHY IO Ta 3/1aTEH 3aTPUMYBATH >KOBY Ta MEICUH Y
CBOIll CTPYKTypi 1 TUM CaMHUM JOAATKOBO 3aXHUIIATH CTPABOXiA BiA IHX
KOMITOHEHTIB [INTyHKOBOT'O COKY.

Dapmakoxinemuxa.

MexaHi3M i IIbOr0O JIIKapChKOTroO 3aco0y € (i3MYHUM Ta HE 3aIEKHUTh Bif
abcopOuii y cucTeMHU KPOBOTOK.

KuiniyHi XapaKkTepuCTHKH.

Ilokazannsa.

CumnTomaTuyHe JIiKyBaHHA ractpoe3odareaibHoro pedirokcy (kuciaa
BiZIpMKKa, Teuis), pedurokc-e3o¢arity, po3naaiB (QyHKIIl LIUIyHKA, IO
CHPUYMHSAIOTH peIIIOKC: HapUKJIal, Micis onepalii Ha IITYHKY, B pe3yJIbTaTi
XiaTalbHOI TPHKi, i Yac BariTHOCTI.

Ilpomunokasauna.

Jlikapchkuii 3aci0 MPOTUIIOKAa3aHUM MAIIIEHTaM 3 BIJOMOIO a00 Mi103PIOBAHOI0
TINepUYYTAUBICTIO O MIIOYUX PEYOBHH a00 10 Oyab-sIKOi 3 JOMOMIKHHX
peuoBMH, B TOMY 4MCIl  MeTwianaparizpokcubenzoaty (E218) i1
npomninnaparinpokcudensoaty (E216).



Ocoonuei 3axo00u 6e3nexu.

SIK1110 He cTIoCTepIraeThes MOKPAIEHHs Yepe3 7 IHIB, KIIHIUYHY CUTYALIO0 CITiJT

HepersHyTH.

Koxni 10 M mpenapary mictath 78 mr (2,0 mmonb) kanito ta 106 mr (4,6

MMOJIb) HATPIIO, 110 €KBiBAJIEHTHO 5,3% MaKCUMaIBHOTO JOOOBOTO IIOIEHOTO
CHOXHBaHHSA HATpito, pekomengoBanoro BOO3.

MakcumanbHa J00OBa J03a JaHOro Ipernapary ekBiBajieHTHa 21%

MaKCHUMAaJIbHOTO  J1000BOrO  IIIOJIEHOTO CHOXHBAHHSA  HATpilo,
pexomenoBasoro BOO3.

Jlanuii mpenapaT BiIHOCUTHCS JI0 MIPENapariB 3 BUCOKMM BMICTOM HAaTpilo.

Ile Tpeba BpaxoByBaTH XBOPUM, sIKi JOTPUMYIOTHCS HU3BKOCOJIBOBOI JI€TH,

HaNpUKIag TpU 3acTiiiHIA cepleBi HEIOCTaTHOCTI Ta MpH MOPYIIEHHI

¢byHKLiT HUPOK, a00 3aCTOCOBYIOTH JIIKApPChKi 3aCO0H, SIKI MOXKYTh M1 ABHIIUTH

PiBHI KaJIii0 B TUIA3Mi.

Cuin 3BepHYTH Takox yBary, o 10 miu cycnensii mictats 200 mr (2,0 MMoITB)

KaJIbllil0 KapOOHATY, TOMY HEOOX1HO 3 00€peKHICTIO MPU3HAYATH IpenapaT

XBOPHUM 3 TiNEpKaJIbLieEMi€l0, HE(PPOKAIbIUHO30M Ta PELUAUBHOIO

HUPKOBOKaM SIHOIO XBOPOOOI0, 3yMOBJIEHOIO KaJIbLIIEM.

JlikapchKuit 3acib MICTHTb METHITIAPOKCUOEH30aT Ta
PO IPOKCUOEH30aT, 10 MOXKYTh BUKITUKATH aJIepriuHi peakiii (MOXINBO
BiJITEpMiHOBaH1).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 63aEmooii.

VY 3B’53Ky 3 MPUCYTHICTIO KaJbIlil0 KapOOHATY, KM Ji€ SK aHTAIMI, MIXK
npuiiomoM mnpenapary ['aBickoH® ®opTe M’sTHa CyCHeH3is Ta IpUuHOMOM
IHIINX JIKapChbKUX 3ac00iB, 0coOmuBO Hy-aHTUricTaMiHHMX TNpenaparis,
TETPALMKIIIHIB, IMTOKCUHY, (PTOPXIHOJOHY, 3a713UCTOI COJl, KETOKOHA30y,
HEHpPOJIENTUKIB, THUPOKCHUHY, MEHiluIaMiHy, Oera-0j10kaTopiB (aTE€HOJIOI,
METOIIPOJIOJI, MPOMAHOJI0N), TNIFOKOKOPTHUKOIAIB, XJIOPOXiHy, AudochoHaTiB
Ta €CTPaMyCTHUHY, Ma€ IPONTH HE MEHIIIE JBOX T'OJMH.

Ocoobnueocmi 3acmocy8amnns.

3acmocysanns y nepioo sacimuocmi abo 200y8anHs 2pyooro.

Kniniyni pocnipkeHHs 3a ydacTio O6uibi HiK 500 BariTHUX KIHOK, a TaKOXK
BEJIMKUH JIOCBIJ TOCTMapKETMHTOBOIO 3aCTOCYBaHHS BKa3ylOThb Ha
BIJICYTHICTh TOKCHMYHOTO BIUIMBY JIIOUYMX PEYOBMH Ha IUIig  abo

HOBOHAPO/KEHOI0, a TAaKOXX Ha BIACYTHICTh iX 3JaTHOCTI CIPUYMHATH

YPOIUKeHI Bay Po3BUTKY. Y pasi kiiHiuHOi morpe6u mpemapar I'aBickon®

®dopre M’sATHA CyCIIEH31s1 MOYKHA 3aCTOCOBYBATH y TIEPi0]] BariTHOCTI.
Tooysanns epyoor.
JlaHi po HasBHICTh BIUIMBY Ha HEMOBJIAT, SIKUX TOAYIOTh TPYIIIO, BIICYTHI.

Ipenapar Tapickor® Mopre M’sTHA CyCIeH3is MOXHA 3aCTOCOBYBaTH Yy
nepios ToAyBaHHs Py UIIO.

Depmunvricmo.

JlaHi Ipo HasBHICTh BIUIUBY Ha (PEPTHIIBHICTD Yy JIOJAWHU BiICYTHI.
30amuicmy  énaueamu  Ha  WEUOKICMb  peakyii  npu  Kepy8aHHi
aA8MoOmMpancnopmom abo iHWUMU MEeXAHIZMAMU.

[lpemapat He BIUIMBa€ Ha 3JaTHICTh KEpyBaTH aBTOTPAHCIIOPTOM Ta
NPaIOBaTH 3 IHIIMMHU CKJIaJHUMH MEXaHI3MaMHu.



Cnoci6 3acmocyeannsa ma 003u.

JlopociuM Ta AiTM BikoM BiJ 12 pokiB mpemnapaT Npu3HavaloTh NepopaIbHO.
[Mpuitmarots mo 5—10 mut (1—2 yaiiHi TOXKKH) TICHs ia¥ Ta nmepea cHoM Ao 4
pasiB Ha 700Yy.

Ocobnuei kamezopii nayicumia:

He noTpiGHe kopuryBaHHs J103H MaIiEHTaM JIITHBOTO BIKY.

Topywennsa ¢pynkyii neyinku. KOPUryBaHHS 1034 HE IOTPiOHO.

Topywennsa ¢ynxyii hupok: CIliJ] 3aCTOCOBYBATH 3 00€PEKHICTIO Malli€eHTaM,
SIKMM HEOOX1THO JOTPUMYBATUCh HU3bKOCOJIBOBOI TI€TH.

He cnmig 3actocoByBatm mpemapar Oinpine 7 ni6. Skmo cumMnToMu
3aXBOPIOBaHHS 30epiratoTbcs ad0 MOCHIIIOIOTHCS MPOTATOM I[BOTO MEPiofy,
XBOPOMY HEOOXiHO 3BEpHYTHCS A0 JKaps A YTOYHEHHs [JiarHo3y Ta
KOPUT'YBAaHHSI CXeMH JIIKYBaHHS.

Iimu.

He pexomenoBaHo IiTsiM BikoM 10 12 pokiB.

Hitsam BikoM 10 12 poKiB MOMJIMBO 3aCTOCOBYBAaTH MpenapaTr TUIbKU 3a
NPU3HAYCHHSM JIIKaps, KOJM OYIKyBaHMM MO3UTUBHUN €(EKT MepeBUIIyE
NOTEHIIIMHUI pU3KK BiJ MpUIOMY Ipenapary.

Ilepeoosysannas.

[lepeno3yBanus OyBae mayXe pIIKO Ta MOXE MNPOSBIATHCH y BHIJIAL
JTUCKOM(OPTY Ta 31yTTS B )KUBOTI.

[Ipu nepeno3yBaHHi HEOOXiTHO MPUIIMHUTH 3aCTOCYBAaHHs IpemnapaTy Ta
IPOBECTU CUMIITOMAaTHYHY TEpaIIilo.

Il06iuni peakuii.

[ToOiyni peaxmii HaBOJATBHCA 3a YACTOTOK iX MPOSIBY 3TiJHO 3 TaKOIO
knacudikamiero: gyxe gacto (1/10), gacro (1/100 ta < 1/10), newacto (1/1000
ta < 1/100), pinko (1/10000 ta < 1/1000), myxe piako (< 1/10000) Ta yacTora
HeBiJIoMa (HE MOJKHA OI[IHUTH 32 HASIBHUMHU JaHUMHU):

3 6oky imyHunoi cucmemu.

Hyxe pigko: aHadimakTHuHi Ta aHadimakToinmHi peakuii, peaxmii
rinepuyTIUBOCTI, TaKi K KPOIUB THKA.

3 60Ky ouxanbHOi cucmemu, opeawie 2pyOHOI KIIMKU ma cepeooCminHA.
Hyxe pinko: nposiBu 3 00Ky AMXabHOI CUCTEMH, TaKl IK OpOHXOCHa3M.

3 6oky mpagnozo mpaxmy.

YacroTra HeBiloMa: 30yTTS KUBOTA, 3aII0P.

Tepmin npuoamnocmi. 2 poxu.

30epiratu He OublIe 6 MICALIB IICIS MEPIIOTO BiAKPUTTA (hIaKoHa.

He 3acrocoByBatu micist 3akiHUEHHs T€pMiHY NPUAATHOCTI, 3a3HaYEHOTO Ha
YIaKOBII.

YmoBu 30epiranns.

30epiraty B HEAOCTYITHOMY AJIs iTeH Micui pu Temnepatypi He Buiie 30 °C.
He 36epiratu B xonoaunsHUKy. He 3amopoxxyBaTH.

YnakoBka.

I[Io 150 mn abo mo 300 min y ¢nakoHax 3 OpaHXKEBOro CKjia 3
HOJIMPOMNIJICHOBOIO KPHUILIKOIO 3 KOHTPOJIEM MEPIIOro BiAKPUTTA abo mo 10 mi
y calie 3 IoJiiecTepy, ajlloMiHiI0 Ta MoJiieTHieHy, no 20 camie y KapTOHHIN
KOpPOOIIi.

Kareropis Binmycky.



bes penenra.

BupoOHuk.

Pexkitt benkizep Xenckep (FOKeit) Jlimiten/

Reckitt Benckiser Healthcare (UK) Limited.

Micue3Haxoa:keHHs1 BHPOOHMKA Ta HOro ajpeca Micusi MPOBaIKeHHS
TiIJIBHOCTI.

Hencowm Jleitn, Xamn, HU8 7DS, Benuka bputanis/

Dansom Lane, Hull, HUS 7DS, United Kingdom.



