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KPATKA XAPAKTEPHCTHKA HA HPOAYKTA

HME HA JIEKAPCTBEHHSA ITPOAYKT

I'asackons Menra Juxeng 500 mg /10 ml + 267 mg /10 ml + 160 mg /10 ml nepopanna cycueH3na
Hatpues anrunar / Harprer xuzporen xapbonat / Kamises xapGoHar

Gaviscon Cool Mint Liquid 500 mg /10 ml + 267 mg /10 ml + 160 mg /10 ml oral suspension
Sodium alginate / Sodium hydrogen carbonate / Calcium carbonate

KAYECTBEH H KOTHYECTBEH ChCTAB

IagHckoH caabpxa S00 mg naTpuer anrunar (sodium alginate), 267 mg vaTpHes XuAporeHKapGoHaT

ml.

(sodium hydrogen carbonate) u 160 mg xanmer kapbonar (calcium carbonate) Ha esixa so3a ot 10

IMomowuu Bewnectsa: MeTHn napaxuapookcubensoar (E218) 40 mg/10 ml u npormn

napaxuapookcubensoat (E216) 6 mg/10 ml.

3a NbIHMA CIHCHK HA IOMOLTHUTE BEIHECTEa, B, Touka 6.1,

JEKAPCTBEHA ®OPMA

Nepopanna cycneH3us.

TTouTn Oana cycnieH3Hs ¢ MHPHC H BKYC HA MEHTA,

KINHHYHHA JAHHHA

TepaneBTHYHH NOKA3ARHE

U3NLIHTENRHA ATEHHIWA 10 REKAPGTBATA

KpamKka XapaKmepuCmuka Ha npogyxma - fpuicseHue 1
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JleueHpe HA CHMNTOMH HA racTpo-e3odarealicH pequIyke, KATO KHCENHHHA PETyPryTallii, KHCeTHHH OT
CTOMAaXa M HapYILeHO XPaHOCMIUIAHE, CBBP3aHH ¢ peduIykca, HATIPHMED CJIe] XpaHeHS HITH 110 BPpeMe Ha

OpeMeHHOCT.
Jlo3BpoBKa H MeTO HA MPHJIOKEHHE

Ho3ApoBKa

BrapacrHH u aenia Ha m Hax 12-rogmmua Be3pact: 10-20 ml caen xpaneHe u npelM cbH (10 YeTHPH

ITETH JHEBHO),

Jeua noa 12-roaumina sxapact: Hpunara ce camo no jekapeko NpegAHCaHKE,

[TponBIEKHTENHOCT Ha JIEYEHHETO: AKO CHMITTOMHTE He ce MoAoOpaT No cemeM HIHM, TpaOBa Ha ce

HNpCOLCHH KIMHMYHATA KaPTHHA.

Coennanga Ipyns DalHeHTH

Tammentn B crapuecka B3pacT: IIpH TasH BPE3pacTOBa rpylia HE ¢e Hajara Ipo
Heproapobuo yspexaane: He ce Hanara npoMAHa B A03HPOBKATA,

bubpeuna HepocTarbuHOCT: H3HCKBa Ce BHHMaHHE TIPH CIIA3BAHE HA CTPO!

4.4).

Havynn Ha npaIoKeNHe
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4.6

4.7

4.3

3a nepopanHO NPHICKEHHE.
IporABOnoKkA3ZaARMA

Tosn nexapcTeeH NpoAYKT € HNPOTHBOTIOKA3aH NPH TNAUMEHTH ¢ M3BECTHA WIH MONO03HUpPaHa
CBPBXYYBCTBHTENHOCT KBM HATPHEB ANTHHAT, HaTphes Ouxapbonar u kamumer kapOboHAT HAH KM
HAKOE OT FOMOIMHHTE BeElllecTBA HA TPOAYKTA MOCOYEHH B Touka 6.1, B TOBAa 9HCIO METHN
napaxuapkcubensoar (E218) u nporman napaxuapkcubensoat (E216) (Bxk. Touka 4.4).

CHenna/HE NpeAynpexienns H COCUHAJIHE NpeAna3HE MEPKE HpH ynoTrpefa
AKO CHMIITOMHTE He ce IOAeOpAT A0 celieM AHH, TpAOBa 1a ce MpeolicHH KIMHUYHATA KAPTHHAE.

Beska go3a ot 10 ml ceabpxka 141 mg (6,2 mmol) sarpnii. Topa TpaGBa fa ce uMa MpeABHI, KOTATO ce
H3MCKBA CMa3BaHe Ha cTpora Gescoiua Auera, HanpuMep TIPH HAKOW Cydau Ha 3acToliHa CHpACHHA
HeZIOCTATEYHOCT WiH OBOPETHO YBpekaHe

Beska nosa or 10 ml caaspka 160 mg (1,6 mmol) xanpmer xapbonar. Heo6xomumo € BHEMATETHO
NIpOBeXKAAHE Ha JICIEHHETO TIPH NALMEHTH ¢ XHNEepKaNMeMHd, HepoxallHo3a Wil pelHANBHpaMmAa
KaJaiHeBa HeponHTHA3A.

Craspxa MeTin napaxuapokcubensoar (E218) u npoman napaxuapokcubersoar (E216), xouro morar
Ja NPAYMHAT ANEpPrHYHE peakiie (Bh3MOMKHO ¢ KbCHA TIOABA).

3a getla nox 12-roauiuHa BE3PAcT, MOJIA BIKTE TOUKA 4.2,
JlekapcTBeHH H Apyra s3aamogelicTBHY

Heobxonumo € na ce crmassa MHTEPBAN OT 2 yaca MEXKIy NMpHeMa HA [aBMCKOH # IPHAOXKEHWETO Ha
ApYrH JIEKApCTBEHH MPOAYKTH, NMO-CMELHATHO TETPALIMKIHHH, NHTOKCHH, (JIyOpOXMHONIOHH, CONH Ha
JKENA30TO, KETOKOHAZ0J, HEBPOJICNTHIM, XOPMOHH Ha JNWTOBHIOHATA JKIe3a, NMEeHHLMnamuu Gera-
Onokepu (aTEHONON, METONMPONON, TPONMAHONO), IMOKOKOPTHKOHNM, XJIOPOKBHHH, SCTPAMYCTHH H
6udochonaru (mapochonarn). Bxk. Touka 4.4.

DepraanTeT, GpeMeHEOCT H KLPMEHE

Bpemennocr:

KaunnunnTe npoyusanus npu nosede oT 500 GpeMeHHM KeHH, KAKTO H rojeMus Opoill AaHHH oT noct-
MapKeTHHTOBHA ONMT [OKA3BAT, Ue He ce Habmopmapar HHTO ManpopMmamyy, HUTO (eTo/HeoHATATTHA
TOKCHYHOCT OT aKTHBHHTE BemiecTBa. I'aBHCKOH MoXe Ja ce npuiara rno BpeMe Ha OpeMEHHOCT ako
HMMa KTHHHYHA HeoOX0aMMOCT.

Knpmene : : _
He ¢ nokasaH e)eKT HA aKTHBHHTE BEINECTBAa MPpH KHPMCHH HOBOpoHCHH/Oebera OT JieKYBAHMTE ¢
ApoxyKTa MaHKH. ['aBHCKOH MOJKE 21a Ce H3TION3BA N0 BpeMe Ha KbpPMEHE.

DepraaTeT
TMpemoTHEHHHITE W3CIEIBAHHA NOKA3BAT, Y€ ANTHHATA HAMA OTPHIATENCR LPeRT Bopxy (eprmareTa

A

QL. .

P
R

Edexn Bupxy cnocobnocrTa 338 modapane # pabora ¢ ua&mni_\n_
T'aBHCKOH He NOBIHABA WM NOBNHABA NpeHeOpexmmo CrOCOOHORY
MAIIHHH.

Hexenann JJEKAPCTREHE PEAKIAR



4.9

5.1

52

53
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Bb3MOXKHHTE HeKeaHH JIEKapCTBEHH PEaKLMH ¢a NOAPESCHH B 3aBHCHMOCT OT 4eCTOTATA [IPH
H3MO/I3BAHE Ha ClleiHaTa KoHBeHIMA: MHoro peaku (<1/10 000)

CHCTeMa-0pran Kaac  YeeToTa | Hexenann peaxnng .
Hapymennsa na mMyHEaTa | MHOTO penku AnadunaktiyHN WK aHaHIAKTOHTHH
CHCTEMA peaximH. Pexrpim Ha

_ : CBPBXMYBCTBHTENHOCT KATO YPTHKAPHA
PenapaTopnn, rppans = | MHOTMO peaKH Pecruparopayl ~ HapymeHHMs — KaTo
MeAHACTHHANEY GpOHXOCTIAZEM '
HApYIIeHHS :

Crofmapane HA HOJOINPAHE HEHKEANH PeAKARE
CrobinaBaHeTo Ha NOJO3HPAHH HEXENAHN PeakifHH CNeNl paspelnaBaHe 3a ynorpeba Ha JieKapcTBeHHA
nmpooyxT € BaskHo. ToBa Mo3BONABa Aa NMPOALDKM HACMIOZEHHETO HA CHOTHOLIEHHETO NOMN34/PHCK 34

NEeKapCTBEHM OPOAYKTH.
OT MeHIMHCKUTE CTICIHATHCTH ce H3HCKBA /1a CHOGIIARAT BCAKA TIOACSHPAHA HEKEIARE PAKIHA J0;

HznsaaaTeana Aresnng no Jdexapersata
Codua 1303, yn. laman I'pyes 8

Ten.: +359 2 8903417 yeOGcatit: www.bda.bg
Ipeaosapane

B cnyuaii Ha npeaosupane ce mpunara CHMITOMATHIHO JicdcHHE. Bp3MOXKHO ¢ malpieHTHTe g HINATaT
NoAyBaHe Ha Kopema,

GAPMAKOQJOIAYHHA CBOVICTBA

@apMAKOTCpaneBTHIHA IPyIa: I{pymnexapcmaaaneqe}memnenmqﬂamnrwmoewtbamwm
peduryke, ATC kon: AOZBX.

DapMaAKOAHEAMHTHA CBOHCTBa

Ciien mepopaneH rpueM CYCTICH3HATA B3aHMozelicTea OBP30 CBe CTOMAUIHYA COK, TIDH KOETO ce MOMyuasR

o OT rell Ha AIMMHOBA KHCEJHHA, KOHTO € ¢ noum HeyTpamto pH H edexTiBHO 0GRiBa CTOMALEHOTO

CHILPKHMO 38 3 MHHYTH M NpPe/IOTBPATABA racTpo-esodareamanz peduryke A0 4 uaca. Tpu Teoxxn cnywnam,
CaMMAT CJI0H MOJKe Mg MOMATHE B XPAHOMPOBO/JA BMECTO CTOMAIIIHOTO CHIBPKHMO H T OKDKE OMEKOTABAID
neiicTene,

®apmMaKOKHHCTHIEE CBOHCTBA

MeXasusMET HA JEHCTBHE Ha JICKAPCTBOHHA MPOZYKT € HA (UIMUEH NPHHUMN M He 33BHCH OT
abcopb1HATa B CHCTEMHOTO KPBBOOGpBIIEHHE.

Ipeaxraaaunan naHEH 3a GesomacHocT

He ca n0KnafBaHK 3HAYHMM NPESAKTHHAYHY JaHHH.
PAPMAIIEBTHYHHA JAHHH

CoHcBbK HR DOMOIIHRTE BeINECTRR

Kapbomep 974P,

Merun napaxuapookcHbensoar (E218),
IIpoman mapaxugpookcuGensoar (E216),
SaxapuH-HaTpHii,

Apomar Ha MeHTa N4,

Apomart Ha MeHTa N5,
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10.

HarpHeB xuapokcHa,
INpeuncrena Bona.

HechbBMeCTHMOCTH
Henprnoxmumo

Cpox Ha rogHocT

2 ToJuHH,.

CuenBanum yc/I0BES ChXpaHeHHE

JHa ce cexpanssa npH Temnepatypa nox 30°C. Jla He ce chXpansisa B XIa[MIHHK, I8 HE CE 3AMpPA3LBA.
JIaHAH 38 0ONAKOBKATA

Crexnenu 6yTHaky ¢ kexnuOapeH LBAT ¢ NONHNPONIICHOBA KaNauka ¢ NONHETHICHOBA 3aMIHTHA
JICHTA, MOATNATEHa C PAIHPEH NONMCTAICHOB TAMIOH WIH ¢ MEDHTENHO CPOACTBO (eCTeCTBEH
TONUINPONUNIEH) ¢ MEPHTENHA MuHHH oTf 5 ml, 10 ml, 15 ml, ¥ 20 ml, wam c MepHTenHA THKHUYKA
(xpucranes nonHcTHpeH) ¢ Mapka or 2.5 ml u 5 ml, xouro ca cse ceappxanse ot 100, 150, 200, 300,
500 mnu 600 ml.

He pevuks BHAORE ONAKOBKM Morar Aa Objar mycHatH B mpofaxOa. Kapronensra Kyrus WAM
MEPHTENHATA TEKHYKA € BF3IMOXKHO Na He GBIAT MPHIIOKEHH KbM BCAKA OT PA3THYHHTE ONAKOBKH.

CoenHa/tHE PeANAIHE MEPKH 38 HIXBLp/EHE
Hsama cnemmansy H3MCKBaHMA.

IIPHTEXATEJI HA PASPEIIEHHAETO 3A YHOTPEBA
Reckitt Benckiser (Romania) S.R.L.

89-97 Grigore Alexandrescu Str., Building A, 5th floor, dlst:nct 1
Bucharest, Pympaua

HOMEP HA PASPEINIEHAETO 3A YIIOTPEBA
20100245

JATA HA IBPBO PA3PENIFHHE 3A YIOOTPEBA/ IIOJHOBABAHE HA
PA3PEIIEHHETO 3A YHOTPEBA
15.04.2010

JATA HA AKTYAJH3AIINA HA TEKCTA
HOeMEpH, 2018




