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KPATKA XAPAKTEPI4CTI4KA HA

I. I4ME HA JIEKAPCTBEHVIflIIPON)'KT

Gaviscon Cool Mint Liquid 500 mg /10 ml + 267 mgl10 mt + 160 mg /10 ml Oral suspension
Sodium alginate / Sodium hydrogen carbonate i Calcium carbonate

Iasncxou Meura Jlunnu4 500 mg /10 ml + 267 mg/10 ml + 160 mg /10 ml rlepoparHa
cycIIeH3Hq

Harpraen zurfrlHar / Harpraee xr.rAporcH rap6ouar / Kanqlree xap6ouar

KAI{ECTBEH II KOJII4IIECTBEH CbCTAB

fasHcrcoH c6Atp)Ka 500 mg HarpHeB €urruHar (sodium alginate), 267 mgHarprreB xuAporeHKap6oHar
(sodium hydrogen carbonate) u 160 mg K€rnqHeB xap6onar (calcium carbonate) Ha BcrKa Ao3a or 10 ml.

flouorqHn BeulecrBa: ilapixl{Apooxcn6eH:oar (E2 l8) 40mgllOml u nponran rapaxr,rApoorccu6eHgoar
(8216) 6 mg/l0ml.

3a nuHras cillrcbK Ha rroMorrIHHTe BerlecrBa, B)r(. roqxa 6.l.

JIEKAPCTBEHA <DOPMA

flepopanHa cycneH3u.rr.

lloqrn 6rla cycneH3r,rr c Mnpr4c H BKyc Ha MeHTa.

KJII4HI{IIHI,I NAHHII

TepauenruqHr{ rroKa3anfifl

Jle'renue Ha clrMnroMu Ha facrpo-eaoQareareH peS.nyrcc, Karo KuceJruHHa peryprrrraquq, Kr,rceJrrrHlr or
croMaxa Ir HapylxeHo xpaHocMuJraHe, cBbp3aHn c pe$nyxca, HarrpnMep cneA xpaHeHe HJrr4 rro BpeMe Ha
6peueunocr.

,{o:nponxa rr MeroA Ha npr.rJro)r(eHr{e

3a nepopanuo npuno)KeHHe.

Br:pacrna H Aelra uag 7?-rogurxHa Bb3pacr: 10-20 ml cleA xpaHeHe H npeg.u cr,n (Ao qerupu nr,rn
4HenHo).

Aeqa nol 12-roAnruua Bb3pacr: llpu,rara ce caMo no neKapcKo npeArrncaHne.

flaquesru B crapqecKa Bb3pacr: flpu rasu Bb3pacroBa rpyna He ce HaJrara [poMqHa B Ao3r,rpoBKara.

flpornnonona3anr{fl

Toau rercapcrBeH rlpoAylfl e rrporuBonoKa3aH npu naIrHeHTH cbc cBpbxrryBcrBvrenHocr KT,M
HtKot or cr'craBKl4Te Ha npoAyKTa, B ToBa qr{cJro ecrepr,r Ha xHApoKcz6eHsoaro (napa6eulr).

4.4 Cneqnalnu rpeAyrrpextAenrq u creqr{aJrHtr rrpeAra3Hr.t Mepxrr npu ynorpe6a

Bcqra Ao3a or l0 ml cr4rpxa l4l mg(6.2 mmol) uarpufi. Tona rpr6na Aa ce r.rMa npeABHA, Koraro ce
rl3HcKBa crra3BaHe Ha crpora 6escolua Anera, HanpHNrep npH HrKor4 cnyqau ua sacrofiHa cbpAeqHa
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4.5

HeAOCTaTbttHocT HJIII Ol,OpeqHO yBpe)KAaHe

Bcsxa Ao3a or l0 ml crarpxa 160 mg (1.6 mmol) Kurnqr{eB xap6onar. Heo6xoglzlro e BHzMarerHo
npoBexraHe Ha Jler{eHuero rIpH rraqueHTu c xnnepKrurqpreMur, ueQporcanqr4Ho3a hrw pe\H1vtBqpaqa
KiurUHeBa HeSpolurHasa.

Ctrqecrnyea Bb3MoxHocr 3a HaMiurflBa*e na e$erra npu rrarrueHTu c MHoro Hr,rcKH HuBa Ha co;rHa
KI{CEJIHHA B CTOMAUHHq COK.

Axo cuunroMnTe He ce no4o6par Ao ceAeM auu,tpx6zaAa ce ilpeolleHr.r KJruHlrqHara KaprHHa.

llo npunqurt, He ce flpenopbqBa JIeqeHVe Ha narrpreHTu rroA l2-ro4uruua Bb3pacr, ocBeH rro neKapcKo
npeAnHcaHne.

Cr4r,pxa MerI4JI rlapaxrrApoxcn6ensoar (E218) H rrponr4n napaxrzrpoKu.r6eu:oar (E216), Korrro Mofar
Aa [pHquHrr anepruqHu peaKUHH (et:uroxHo c K'r,cHa norna).

JlercapcrneHrr u Apyrr.r r:au uoqefi crBrrq

llopagH Hiuluqfiero Ha KuIJIuHeB rap6onar, roftro geficraa Karo aHTuaqlrg, e Heo6xoArrMo Aa ce crrztgBa
I4HTepBuI[ or 2 \aca MexAy npHeMa na fasHcxoH H npHnor(eHHero Ha ApyrH JreKapcTBeHH npoAyKTrr,
no-cnellHilllno H2-aurnxucraMl4Hn, TerpaIIlrKJrrzHLI, AI,rfoKct4H, QlyopoxuHoJroHlt, coJtri Ha )KeJlq3oro,
KeroKoHzI3oJI, HeBpoJlenrnlrh, TrapoKcuH, neHr.rrruJraMrlH 6era-6lorcepu (arenolo.n, MeronpoJroJr,
nponaHonon), mrcxoxoprnKov4vt, xJropoKrlHr{ n ga$oc$oHarr,r.

Bpeuennocr rr KbpMeHe

flpz nponeAeHn orKpI{TH KoHTponvpaHvr npoyr{BaHr4r npn 281 6perr.reHHlr )KeHr4 He ca ycraHoBeHrr
3HaquMH He)I(eJIaHH neKapcTBeHV peaKIIHn or fasHcroH no orHorxeHHe rrpoTlrqaHeTo Ha 6perueHHocrra
I'rrH 3ApaBero Ha nnoAa,/uoeopo4eHoro. BtcocHoBa Ha re3u AaHHH v Ha HarpynaHHq npeAnrrreH orrHT,
To3r{ JIeKapc'rBeH npoAyKT Moxe Aa ce llpznafa no BpeMe na 6peueHnocr r4 KbpMeHe.

EQer<rn Bbpxy cuoco6uocrra sa uroQupaHe r! pa6ora c MarurrHrr

Henpuloxuuo.

Ilextenaun JreKapcrBenH peaKrlr{u

Msoro peAKLI (<1/10 000) - npv narrueHTure Morar Aa ce na6rn4anar aneprur{Hu nposBr.r Karo
ypruKapHq Ialu 6poHxocra3r'M, ana$uranrarrHH HJrH ana$uraxrovAHn peaKrruu.

4.9 Ifpegornpaue

B clyuaft Ha npeAo3llpaHe ce llpunara cnMrrroMarlrr{Ho JreqeHue. BrgnoxHo e narrr4eHTnre Aa :n3nvrar
noAyBaHe Ha KopeMa.

<DAPMAKOJIOIIIIIHI{ CBOfr CTBA

@ap*raxogrrHaMr{qHrl cnofi crea

Oapvar<crreparleBTllqHa rpyna: Apy." JreKapcrBa 3a JrerreHue Ha nerrrlrqHa fi3Ba u racrpoe3osarealen
pe$nyrcc, ATC rcoa: A028X13.

Cneq nepopareH npl{eM cycneH3utra sgarMoAefisrBa gbc croMarflHlr-s coK, rrpu Koero ce [on] {aBa crofi or
reJI Ha iuIfHHoBa KHcenHH4 rcofrro e c noqru He),TpuIJrHo pH rz eQercrusHo o6sHea croMurrrrHoTo c'bAbpxr4Mo r,r
npeAorBpartBa racrpo-e:o$arealHu-a peSngc. flpn rexKl.r cr\rtav, caMzrrr clofi lrox<e Aa norra4le B
xpaHonpoBoAa BMecro croMarxHoro cbAbp)Kr4Mo u Aa oKzDKe oMeKorrBatqo 4eficreue.
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Oapuaxoxr{H errrrr H H cnolicraa

Mexanugnarr Ha Aeficrnue Ha neKapcrBeHHr [poAyKT e Ha $rEeuqeH npr4Hqun v He 3aBHcH or
a6cop6ryn na B cucreMHoro KpbBoo6prrqeHue.

flpegxaunnqHu AaHHH :a 6esonacHocr

He ca AoxlaABaHH 3HaqvMv rrpeAKJrr.rHHirHH raHHH.

OAPMAIIEBTI4ITHII AAHHII

Cnlrcnr< Ha [oMolrlnure BerrlecrBa

Kap6oruep 974P, verul rapaxuApooKcu6eHsoar (E218), nponr.rJr rrapaxuApoorcn6eHsoar (8216),
3axapl4H-Harpnfr, apouar Ha MeHTa N4, apouar Ha MeHTa N5, narplreB xHApoKcHA, flper{HcreHa Bo,qa.

IlecrnuecutMocrn

Henpuloxnlro

Cpox ua roAHocr

2 rol.uupt.

6.4 Cnequa;rnnycJroBnfl cr,xpaHeHrre

,{a ce cr,xpaHtBa npn reMneparypa noa 30"C. !a ue ce cbxpaHsBa B x;raAriJrH A:rc, AaHe ce 3aMpa3qBa.

6.5 ,llaunu 3a orraKoBKara

CruxneHu Qlarcoun c rcex-nra6apeH lrBrr c IronunponplneHoBa Karar{Ka c rroJruer}rJreHoBa 3aruurHa
JIeHTa, noArlnareHa c pa3lxnpeH noJrlrgru;reHoB TaMnoH vrlv c MepHTenHo cpeAcrBo (ecrecrteH
noJlHnponuneH) c MepI,ITeJIHl4 ltn:a:avt or 5 ml, l0 ml, 15 ml, u 20 ml, HrrA c MeplrrenHa Jr:b)Klrr{Ka
(xpucraneH lronucrltpeH) c lrxpxa or 2.5 ml ra 5 ml, rouro ca cbc cbAtp)KaHHe or 100, 150, 200, 300,
500 unz 600 ml .
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He scnqxu BrlAoBe onaKoBKH Morar 4a 6rgar nycHarH
MepHTeJrHara JrbxuqKa e BB3MoxHo Aa se 6rAar rrpr4Jro)I(eHu

Cueqnanuu [peArra3ur{ MepKrr 3a u3xBbprqHe

H.slaa cneuH€IJIHH It3I,IsKBaHHfl .

IIPI4TE}KATEJI HA PA3PEIIIEHTIETO 3A YIIOTPEEA
Reckitt Benckiser Healthcare (UK) Limited,
Dansom Lane, Hull, HU8 7DS, Beluno6prrannr

HOMEP HA PA3PEIIIEIIIIETO 3A YIIOTPEEA

AATA HA fIbPBO PA3PEIIIEHI,IE 3A
PA3PEIIIEHI,IETO 3A YilOTPEBA
Mapr,2010

AATA HA AKTYAJIII3AIIAfl HA TEKCTA

n npo4ax6a. KaproueHara KyrHs r4nr4
KbM BC_rIKa OT pa3nHqHHTe OnaKOBKH.
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