KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA
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o 1
MANTLAHRTENHA ATEHUAR NO NEXAPCTBATA |
KDamwa XapeKmepucTITIuRa wa npogyxma - [IDuaCKsHLe 1

AOLGO2RY

..................

UME HA JTEKAPCTBEHHA ITPOAYKT T

["aBuckoH JIBotino Jleicteue JInkeua Manuua 500 mg/213 mg/325 mg nepopaiina
CYCNEHIMUS

Gaviscon Double Action Liquid raspberry 300 mg/213 mg/325 mg
oral suspension

KAYECTBEH H KOJIHUECTBEH AHAJIN3

Beska ao3a or 10 ml cbaspaca 500 mg HaTpueB anrnHar (sodium alginate), 213 mg
HaTpHeB xuaporeHkapOoHar (sodium hydrogen carbonate) v 325 mg kaiuues kapooHaT
(calcium carbonate).

[IOMOUIHH BELWECTBA C H3BECTHO JIeHCTBUE:

Beska noza or 10 ml cbobpxa:

MeTun napaxuapokcudensoar (E218) 40 mg
[Tponun napaxuapokcubensoat (E216) 6 mg
[Tponmnnenrnukon (E1520}) 32 mg

Hatpuii 128 mg (0T NOMOLIHUTE BELIECTBA, HATPUEB &NTHHAT H HATPHEB
XHporeHKapboHar)

33 MbJHUA CNUCHK HA NOMOLIHHTE BEWLECTBA, BUIKTE TOYKA 6.1,

JIEKAPCTBEHA ®OPMA

[lepopanHa cycneHsus.

[ToyTn 6sna 10 KpeMaBa CYCNEH3HWA C MUPUC H BKYC Ha FOPCKH I1JIOAOBE.

K.;IHHHYHH JAHHHA

TepaneBTHYHH NOKA3aHHUSA

JleyeHne Ha CHMNITOMM Ha ractpo-e3odareancH pedykc, CBbpP3aHu ¢ KHCEAWHH, KaTo
HaIIpUMEP KHCENWHH B CTOMAXa, KUCECNHHHA PETYPrUTALUA H JIOWO XPaHOCMHAHE,
HAMTPUMEP CJIEAl XpaHeHe Uiu No BpeMe Ha OPeMEHHOCT.

[TpoayKThT € MpeAHa3HaueH 3a Bb3PacTHH M Aela Ha Bb3pacT Ha W Haj 12
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4.3.

4.4,

JIo3MpOBKA H HAYHH HAa NPHJIOXKEHHE

HoszupoBka:
Bb3pacTHd ¥ aeua Ha u Haa 12 roannu: 10-20 ml cnen xpaHene W npeau naraue, 10
YETHPH NBTH AHEBHO.

He ce npenopbysa 3a sieueHUe Ha Aeua noa 12-roaMiinHa Bb3pacT.

Cmapuecka gv3pacm.
He ca HeoOXxoaMMHW NpOMEHH B A03aTa 34 Ta3d Bb3pacToBa rpyna.

Yapeoicoane na yeprus opoob.
He ca HeOOX0AUMH NTPOMEHH.

bvbpeuna nedocmamuuiiocm:
M3ucKBa ce BHUMAHKE NNPU CrazBaHe Ha cTpora 0e3conHa jineTa (BK. Touka 4.4).

Havun na nputoocenue.
3a nepopanto npuiaoxeHue. Pazknarere p06pe npeau ynorpeda.

[ poodvaxcumeanocm Hd IeHEeHUENO.

[TpenopbLUUTENHATa MAKCUMMANTHA NPOABIDKHTENHOCT 3a ynorpeda 0e3 MeAHLIMHCKA
HaMeca e 7 JHH. AKO CHMITTOMUTE HE ce noaobpsT cien 7 AHu, TpsabBa na ce NpeoLieHy
KJIIHHAMHATA KapTHHA.

[IpoTHBONOKA3aHUA

To3n nexkapcTBeH NPOAYKT € NPOTHBONOKA3aH NP NaUMEHTH C U3BECTHA HJIH
npeanonaraeMa CBpbX4yBCTBHTENHOCT KbM AKTHBHHUTE BELLECTBA HITH KbM HAKOE OT
MOMOILHHTE BELECTBA, H30POEHH B TOUKa 6.1.

CnenHaJjJHM NpeaynpexaeHHA H NpeAnaiHd MepKH NpH ynorpeda

AKO CUMNTOMUTE He ce noaodpar cnea 7 AHU, TpsdBa Aa Ce NPEOLEHU KIHHUYHaTa
KapTHHA.

Tpabpa na ce n3Bsarea NPOALMKUTENHATA ynoTpeda.

KakTo ¥ npy ApYrW aHTHALMJAHKW POAYKTH, IPUEMBT HA TOBA JIEKAPCTBO MOXeE Ja
[IPHKPHE CUMNTOMHUTE HA APYCH NO-CEPHUO3HH, OCHOBHH 3a00NI9BaHHA.

["aBuckoH JlBoHo ekcraue JlukBua Manvua He TpaOBaA Na ce U3n0J138a B CAEAHUTE
chyvau:

[TauMeHTH ¢ HapyuleHa ObOpevHa QyHKUMSA
[TanuenTy ¢ xunodocdaremus
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CrbecTByBa Bb3MOXHOCT 32 HaMaJsieHa e)EKTHBHOCT IIPH NALIMEHTH ¢ MHOIO HUCKH
HHBA Ha CTOMALLHA KUCEIHHA.

ﬂega

CohulecTsyBa NOBHLLEH PHCK OT XMNEPHATPHUEMHUA NPH Aela ¢ FTACTPOEHTEPHT HIH
ChbMHEeHHe 33 ObOpeUHa HEZOCTATHLYHOCT.

He ce npenopbyBa 3a IeUEHUE HA Aeuad noa [ 2-roAuliHa Bbh3pacT.

To3u nexkapcTBeH NPOAYKT cbabpixa 128 mg (5,56 mmol) Hatpuii B go3a ot 10 ml, koeto
ce paBHsBa Ha 6% oT npenopbuyaHus oT C30 MakcumaneH AHEBEH NPUEM OT 2 g HATPHH
334 BL3PacTEH YOBEK.

MakcrHManHaTa JHEBHA [103a OT TO3M NPOJAYKT ce paBHsABa Ha 5 1% or nipenopbUuaHus OT
C30 mMaxcHManeH AHEBEH NPHEM HA HATPHH.

To3u NPOAYKT C€ CUKUTA 33 NPOAYKT ¢ BHCOKO ChbAbPKAHWE HA HATPKH. ToBa TpsAOBa Aa ce
B3EME MNPEABKH MPY XOpa Ha AUETA C HUCKO CbABPIKAHHUE Ha COJ, HANPUMEDP B HAKOH
CJIyyau Ha 3aCTOHHA ChbPAEYHA HEAOCTATBYHOCT W DBOpeUHO yBpexaaHe.

Besika go3a ot 10 ml cpabpxa 130 mg (3,25 mmol) xanuuii. BaxHo e Aa ce BHUMaBa 1pu
NIEYEHUETO Ha NMAUMEHTH ¢ XHIIEpKallUeMH s, HE(PPOKANTUMHO3A U PELLWAHBHApALLA
KaJlMeBa HepoIUTHA3A.

To3u aekapCTBEH NPOAYKT ChABPXA METHI Napaxuapokcubensoar (E218) v nponun
napaxuapokcubensoar (E216), KoMTo MOrart aAa npeau3BHKaT AIEPrvYHy PeakLHH
(eBeHTYaNnHO 3aDaBeHH).

To3KW nekapcTBEH MPOAYKT ChAbPKA ChAbPXKA 32 Mg IPONUEH TIMKOJI BbB BCSIKA J1034

ot 10 ml.

B3aumoneiicTBHe ¢ APYIH JIEKAPCTBCHH MPOAYKTH H APYrH (POPMH Ha

B3AHMOJAEHCTBHE

4.6.

[Topaay HATMUKMETO HA KaJUHi U kapOOHATH, KOMTO JeHCTRAT KaTO aHTHAUUAN, TpsDBa
71a ce NMpeABUAN BPEMEBU HHTEPBAN OT 2 yaca Mex Ay NMpUeMa Ha TO3H NPOAYKT M
[pUJIAraHeTO Ha JIPYTH NeKapCTBEHH NPOAYKTH. ToBa ce oTHaca ocobero 3a H2-
AHTHXWCTAMUHHTE, TETPALIMKINHH, JUFOKCHH, (PIYOPOXUHOJIOH, COJIM HA XKENAZ0TO,
TUPOKCHH U TUPEOHIH XOPMOHHU, KETOKOHA30M, HEBPONENTHLUTE, MEHHLUIAMUH, OeTa-
OnokepH (aTeHONON, METONPOION, IPONAHOION), [NIFOKOKOPTHKOUAH, XJAOPOKBHH,
eCTPaMyCTHH W OHpochoHaTu.

Buxkre n Touxa 4.4,

PDepTHIANTET, OPEMEHHOCT H KbpPMeEHe

bpeMEHHOCT




YMEPEHOTO KONHYECTBO NPOyUBaHUA Npu OpemeHHy weuu (mexay 300 u 1000
OpeMEHHOCTKH) HEe NMOKa3BaT MA(popMaTUBHA UK (PeTOo/HEOHATANHA TOKCHYHOCT Ha
AKTHBHWTE BELIECTBA.

B3 OCHOBA KA TO3H U NPEAMLICH OTMUT, JIEKAPCTBEHUST MPOAYKT MOXe a ce U3Mo3Ba
o Bpeme Ha OPEMEHHOCT U KbPMEHE, aKO TOBA € KJWHHYHO HEOOXOAUMO.

Bhnpekn TOBa, KaTO C€ UMa NPEABUI HAJTHYHETO Ha KalLHEB KapboHaTt, ce npenopbyBa
MPOAB/DKHTENHOCTTA HA JIEYEHHETO [1a C€ OrpaHHYH Bb3MOXKHO HaH-MHOTO.

Knpmede

He ca yCcTaHOBEHH Bb3A€HCTBUA HA AKTUBHUTE BELIECTBA BbPXY KbPMEHNTE
HOBOPOJCHH/KbpMaueTa Ha NEKYBaHU MaWKi. TO3M mpoayKT MOXE Ja ce U3MomiBa Mo
BPEME HA KbPMEHE, aKO € KIHHUYHO HEOBX0ANMO.

PepTUAUTET

[TpeAKAUMHUYHKWTE H3CAeABAHHUSA BLPXY WHUBOTHH MOKA3BAaT, Y€ aJIFHHATHLT HAMA
OTPHLATENCH e(eKT BbPXY (PEPTUIIUTETA HIIH PENPOAYKLUHATA HA POAUTENNTE HITH
[NOTOMCTBOTO.

KIMHUYHUTE A3GHHH HE ITOKA3BAT, Ye TO3H NPOAYKT HM3 Bb3ACHCTBUE BHPXY YOBELIKHS
(PEPTUNUTET.

4.7. EdexTi BLpXY cnocobHoCTTA 32 1ohupaHe H padoTa ¢ MAILIHHH

To3u NPOAYKT HE 0Ka3Ba WM OKa3Ba HEIHAYMTEIIHO BJIMAHUE BHPXY CNOCOOHOCTTA 34
LIOMUPAHE H U3ITOJI3BAHE HA MAUIHHM.

4.8. HexelaHH JIeKAPCTBEHH PeaKUHH

HexenaHuTe peakUMH, CBbP3aHH C HATPUEBUSA aJIrMHAT, HATPUEBUS XUAPOreH KapoboHar
M Kanuuesus kapboHaT, ca AAACHM NO-A04Y B TAONHUYEH BUA N0 CHCTEMO-OpPraHHH
KnacoBe u yectoTa. YecroraTa ce onpeaens karo: Muoro yectu (>1/10); Yectn (=1/100
u <1/10); Heuectu =1/1000 u <1/100); Peaxn (=1/10 000 n <1/1000); MHOro peaku
(<1/10 000); He ca u3BecTHH {(HE MOXKE Aa ObAE OUEHEHO OT HAJIMYHUTE faHHU ). Bba
BCAKa rpyna no 4ecTora HeXXeNaHUTe PpeakUMM ca NPEeACTABEHH B HU3XOAALL pel No
OTHOLLUEHHWE H3 CTENEHTA HA TEXKECT.

CHcTeMa-0Opran Kiaac YecToTa Hexenann peakuus

HapyleHus Ha iMyHHaTa | MHoro AHa(HIAKTHYHA peaklHs, aHadHUNaKTOHIHA

CUCTEMA penKH peakuns. Peakliii Ha CBPbXUYYBCTBHUTEIHOCT
KaTo ypTUKapms.

HapyuieHus Ha He ca Ankanosa', Xunepkaninemnsa', MneuHo-

meTabonusMa H3BECTHH anKajleH CUHAPOM'

XPAHEHETO
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CncTeMa-opraH Kjaac YecToTA | HexeaHu peakuuu
PecniuparopHu, rppas 1 | He ca PecnupatopHu peakiMn KaTo OPOHXOCHas3bM.,
M€ QHACTUHAIIHH M3BECTHH
HApyLIEHHS
CToMaillHO-4YpeBHHU MHoro Kopemuu 60aku, kucennHe pedayHa,
HapPyLIEHUA peAKH AWapHs, raJIeHe, NOBpPblLAHE
He ca Konctunatusg'
M3BECTHH
Hapyluenns Ha koxara v MHoro [IpypuTHYeH oOpHB
NOAKOXHATa ThbKaH peIKH

Onucanne Ha H30PaHH HeXKeNaHH peaKIHH
' OOMKHOBEHO C€ NOABABAT CJe[] NPHEM HA 103U, HAIBUILABALLM NTPENOPLYUTEIIHHTE.,

CrobmaBaHe 3a NPeANOJIAracMH HeXelaHH peaKlHH

Cro0L1aBaHETO 3a NPEANnOJaraeMy HeXeNaHy peakUHy ¢iell pa3pelliaBaHe 3a ynorpeda
Ha IeKapCTBEHKA NPOAYKT € OT CbUIECTBEHO 3HaYeHue. [0l no3BoAsBa HEMPEKBCHATO
HaOMIOAEHHE HA CHOTHOLWEHHETO NOJ3a/PUCK 33 NEKAPCTBEHUA NPOAYKT. OT
MEJMIIHHCKHTE CINELHANIMCTH €€ H3UCKBA [a CbOOLWABAT 3a BCHYKH NOAO3HPAHH
HEeXeJJaHH PEaKLIMU upes:

HM3nbnuuTenna arcsuKua no neKapersara

yn. Jamsd ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaliT: www bda.by

Ilpego3zupaHe

CuMOTOMH

Moxke na ce 3abenexn nojyBaHe Ha KOpema.

JleyeHune
B cnyuait Ha npeao3upane TpsabBa Aa ce NPHJIOKH CHMIITOMATHYHO JIEUEHHE.

GAPMAKOJOITHYHYU CBOUCTBA

DapMaKOIHHAMHYHH CBOHCTBA

dapmakoTepanesTruHa rpyna, ATC koa: A02BX13, JIpyru nekapcTsa 3a NENTHYHA 5A3Ba
U racTpo-esodareanet pednykc.

JlekapCTBEHHAT NPOAYKT ¢ KOMOWHALMA OT a/IrMHAT W ABa aHTHaUHWAa (Kan
kapOOHAT W HaTPUEB XHAPOTEH KapOOHAT), KOMTO OCHIypABaT 3alLUHTCH H
HeyTpaliu3upaul ePexr.
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3.3.

6.1.

l. 3awguTeH edexr

[Tpu nornblIaHe AEKAPCTBEHUAT NPOAYKT pearupa 0bP30 CbC CTOMAlHaTa KHCENHHA H
obpa3syBa 3auKTHa Oapurepa (Cnoi) oT res Ha aNruHoBaTa KHCENIMHA C TTOYTH HEYTPaIHO
pH, KOATO NayBa BbpXy CTOMALIHOTO CbABPKHMO. EQEKTHBHOTO Bb3NPENATCTBAHE HA
racTpo-e3otareainus peduiyke MOXe /1a npoab/ikH 10 4 yaca. ToBa o3Ha4aBa, ye
KUCENUHHATA DErypruTailus ¢e NpeJoTBpaTaABa MEXaHWYHO U 10 TO3H HAYUH
XPpaHONPOBOALT C€ npeanassa. I1pH TEXKY ciyyay CaMHAT refl BMECTO CTOMALLIHO
ChABPKHMO MOXE Ja ce pedNyKCHpa B XpaHONpoBo/a, 33 CMETKA HA CTOMALLHOTO
cbaAbpkUMo. Toraga cnosT We OKaxe AeMynrupaiy edexr.

2. HeyTpanuszupau edexr

KanunesusT kapOOHAT W HATPHEBHAT XUAPOreH KapOOHAT pearupar BeaHara ciea
[IOrAbLLAKHE, 32 12 HEYTPAJIM3UPaT CTOMAILHATA KUCENHA U [1a OCUTYPAT OBP30
00nNEKUEHHE TIPY JIOLIO XPAHOCMHNAHE U KUCENUHHU. OOUIMAT HEeyTpann3unpalil
KanauuTeT Ha JIeKapCcTBEHHUS NPOAYKT NpH Hai-HUcKkaTa 103a ot 10 ml € npubausurenno

10 mEgqH+.

To3u edekT e NEMOHCTPHPAH H NIPH MTPOYUBAHE IN VIVO 4PE3 HHTparacTpalieH
MOHHUTOPHHI Ha pH ¢ NOMOILLITa HA MYJTHENEKTPOAEH KATETLD NPH 34PaBH yHACTHULH Ha
rnanHo, 3a /1a ce OTCTPaHH NPOMEHJIHBOCTTA, NPUUMHEHA OT MTOCTIIPAHANANIHUS Dy pep.
[IpoueHTBT Ha BpEMETO, fnpe3 koeTo cToMallHoTo pH € > 4 no Bpeme Ha 30-MUHYTHUS
neproj Chnejl IeueHHETo (MbpBHYHA KpaiiHa Touka), € 50,8% npu nexkapcTBeHHs NPOAYKT
C HATPHEB AJIFKHAT M aHTHauua cnpsaMmo 3,5% npu nnanedo {p=0.0051).

(PapMaAKOKHHETHYHH CBOHCTBA

HauMHLT Ha NEHCTBHE HA JEKAPCTBEHUA NPOAYKT € GUBNYEH W HE 3aBUCH OT
abcopOumnaTa 8 CHCTEMHOTO KPbBOOOpALLEHHE.

[IpeaKJIMHHUYHH AAHHH 3a 0€30nacHOCT

Hsama NPEAKIHHHYHHW AaHHH, KOWUTO a €4 OT 3HAYCHHUC 34 JICKYBalllHA, U KOHTO 14 Cd
AONMBIHHTEJHA KbM TE3H, KOUTO BCYC Ca BKIKOYCHA B JIPYI'd pa3aCc/ii Ha KpaTK4aTd
XAPAKTEPHCTHUKA HA NCKAPCTBCHKA TIPOLYKT.

OAPMAILEBTHYHUA NJAHHH

CIHHCBK HA OMOIHHTE BelecTBAa

Kapbomep

MeTun napaxuapokcudbensoart (E218)
[Tponun napaxuapoxcudenzoar (E210)
3axapvH HaTpHH
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Apomar Ha MaJinha (apomaTu3dpalilo(y) Bewecrso(a), nponuaeHrankon (Ei520))
Apomar Ha yepBeHa BopoBUHKA (apoMaTH3MpaLlo(H) BewecTBo(a), BOA,
nponuaeHrankon (E1520))

[InozoB apoMaT (apoMaTH3Mpallo( M) BEUIECTBO{a), BOAa, NponuieHriukos (E1520))
HaTpues XHAPOKCHA

IpeuucreHa Boja

HecnBMECTHMH BelleCcTBA

Henmpuioxumo.

Cpok Ha rogHocT

2 TOJIHHH.

M3non3saiTe A0 6 Mecela clie OTBapsaHe.

CneuHaJHH YCJIOBHA HA ChXpPaHeHHE

He chbxpansBaiTe B XNaJMJIHHK M HE 3aMpa3siBalTe.

BHa H CHALPAKAHHE HA ONAKOBKATA

ByTHAKH OT KeXNUOAPEHO CTHKIO UIIH OYTHIKK OT KeXNHDAPEHO CTHKIO € PO30BO
MOKPHTUE, C MOJIKIIPONHAEHOBA Karayka ¢ NOJIHETHICHOBA JICHTA, 3aLLUTEHE OT
oTsapsHe, 001110BaHA C €KCMaHAUWPaH NOMHETHIEHOB TaMIIOH 1 chAbpkalny 150, 200,

250, 300, 500 n 600 ml.

Moxe na ce AOCTAaBH BbB BbHLIHA KapTOHEHa onakoBka, Moxe na ce nocrasd ¢
MEPHTENIHO YCTPOHCTRBO (ECTECTBEH MOIUNPONKIEH), chabpxawo 5 ml, 10 ml, 15 ml w
20 ml genenus.

He BcHuku pasMepH Ha ONMAKOBKHTE MOraT Ja ce Npeanarar Ha nasapa. KaproHeHara
KYTHA W MEDPUTEIHOTO YCTPOHCTBO MOXKE Aa HE CC NPCAOCTABAT HA BCUYKH
nasapH/pa3mMepy Ha OMAKOBKH.

CrneunalHH NIpeaANa3HH MEPKH RPH HIXBbLPJsHE

Hama crneunanHu U3HCKBAHHUA TIPH HIXBBPISHE.

[IPUTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

Reckitt Benckiser (Romamnia) S.R.L.




48 lancu de Hunedoara Boulevard, Building Crystal Tower
| 1th Floor, District 1, Bucharest, PyMmbHUSA

8. HOMEP(A) HA PA3PELIEHHUETO 3A YIIOTPEBA

Per. Ne

9. NATA HA ITbPBO PAZPELHIEHHE/TIOAHOBABAHE HA PAZPEIIEHUETO

Jlata Ha NbPBO paspellaBaHe:

10. JTATA HA AKTYAJIM3ALIUA HA TEKCTA

wonu, 2024




