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KPATKA XAPAKTEPHCTE*A HA

BME A TEKAPCTBERWAXPOIVKT | RE/f7A7 17 YOIIF

I'apEckon MenTa Jlakeea 500 mg /10 mi + 267 mg /10 ml + 160 mg /10 ml nepopayup cyprymmyA
Hatpues anrunat / Hatpnes xunporen kapbonar / Kanuyiep xapGosat L T

Gaviscon Cool Mint Liquid 500 mg /10 ml + 267 mg /10 ml + 160 mg /10 m] ora) suspension
Sodium alginate / Sodium hydrogen carbonate / Calcium carbonate

KAYECTBEH U KOJIMYECTBEH CBCTAB
["aBuckoH cpappixa 500 mg HatpHe anrunar (sodium alginate), 267 mg HaTpHER XMIpPOreHKapGOHAT
(sodium hydrogen carbonate) u 160 mg kanuuer kapGonar (calcium carbonate) Ha Bcsxa nosa ot 10

ml.

[MomoHn BemecTra: MeTHN Napaxuapokcudensoar (E218) 40 mg/10 ml u npomun
nmapaxuapokcubensoar (E216) 6 mg/10 ml.

3a DTRIHHA CTIMCEK HA TOMOIIHHTE BEIIECTBA, BXK. TOUYKa 6.1.

JEKAPCTBEHA ®OPMA

IHepopanna cycrniersns.

[Tourn 6sMa CycneH3ns ¢ MHPHC H BKYC HA MEHTA.

KJAHHAYHH TAHHHA

TepaneBTHYNH HOKA3AHHA

Jleuenwe Ha CUMITOMH Ha FacTpo-¢30(pareaneH peIyke, KaT0 KHCEIMHHA PErYPTHTailis, KHCEIHHH OT
CTOMAXa H HApYIICHO XPaHOCMHIIaHe, CBBP3aHH ¢ peduiykca, HanpHMep ciell XpaHeHe WM 110 BpeMe Ha
6pemenHoCT,

JOZMpOBKA H METOA HA NPHJICKEHAE

Jo3upoBka

Bw3pacTHn ¥ nena Ha w Han 12-rommosa ew3pact: 10-20 ml cien XpaHeHe M npenm ¢bH (0 4ETHPH
ITETH JHEBHO).

Heua nop 12-rogumAa pe3pact: [Iprnara ce caMo 1o 1eKapeko NpenucaHye.

IIpoABDKMTENHOCT HA NedyeHHeTo: AKO CHMITTOMHTE He ce NoJoOpsT [0 cenmem aHH, TpabBa na ce
NPEOLECHH KIMHHYHATA KAPTHHA.

Crnensajiga rpyna nanueATH
MauuenTH B cTapyecka Bb3pact: IpH Tasu BB3pacToBa rpyna He ce HaJlara MPOMsAHA B JI03HPOBKATA.

Yeproapobuo yspeskaane: He ce Hanara npoMAHa B IO3HPOBKATa.

Bﬁﬁpeqna HeAOCTATBYHOCT, Hzuckea ce puHManHe IIPH CnasBaHe Ha CTPOJA
4.4).

HaunH Ra npraokenne
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3a nepopanHO NPHIOKEHHNE.
IporaBonOKa3IaAHER

Tosu nexapcTeeH NPOAYKT € NpPOTHBOMOKA3aH NPH MALMEHTH C M3BECTHA HJIM IIOJI03HpaHA
CBPBXYYBCTBHTEJIHOCT KM HATPHER ATHHAT, HATPHEB GHKapOOHAT M KallHeB KapOoHAT HIH KbM
HAKO€ OT MOMOIIHHMTE BeIeCTBA Ha MNpPONYKTAa MOCOYEHH B TOuYKa 6.1, B TOBa YHCIO METHA
napaxuapkcubensoar (E218) u nponun mapaxuapkcutensoar (E216) (sx. Touka 4.4).

CoenHa/IHH OpeTyNpekIeHHS H CHeMBATHE NPeANA3HE MEPKH NPH yIoTpea
AKO CUMITTOMHTE He c€ TIOROGPAT 10 ceieM AHH, TPAOBA 1a Ce NPEOLIEHH KITHHHYHATA KAPTHHA.

Tosu nexapcTeen npoaykT chAbprka 143 mg Hatpmii 3a Beaka nosa ot 10 ml, exeHBanenTHO Ha 7% oT
npenopbyanara oT C30 MakcuManHa JHeBHA A03a 3a PUEM HATPHIA.

Maxkcumannara aHEBHa 11033 OT TO3M MPOAYKT € €KBHBANCHTHA Ha 57% oT mpernopbuaata ot C30
MaKCHMAJIHA IHEBHA 032 33 IPHEM HATPHA.

Tosu npoxyxT ce cuMTa ¢ BHCOKO ChIbPXKAHHE Ha HaTpwil. ToBa TpaGBa /la ce B3eMe MpPEABHI MO
CNELHATHO MPH TE3U, KOWTO Ca HA JHETA ¢ HUCKO ChIBPIKAHHE HA COJI (HAIIPHMED NPH HAKCH CITydYaH Ha
3acToHHA ChpIevHAa HENOCTATEYHOCT HITH HBEOPEYHO YBpexaane).

Bceska go3a or 10 ml ceaspixa 64 mg xanumii. Heo6xonuMo e BHHMATEIHO NPOBEXNAHE HA JICUEHHETO
NpH NALMEHTH ¢ XHNEePKATIHEMHs, HeQPOKAILHHO32 HWIH PELHMIMBHPAINA KaTnMeBa HepoTHTHARA.

Cobaspika MeTHn napaxuapoxcuGensoar (E218) u npomun napaxuapokcubenzoar (E216), kouTo morar
Oa MPUYHHAT ANSPTHYHH PEaKIMH (Bb3MOXKHO C KbCHA MOSBA).

3a nena noa 12-roaMinHa Bh3pacT, MOJIA BIKTE TOUKA 4.2.
JlekapcTBeHH H APYIH B3aAMOAEHCTBHA

HeobxonumMo e na ce cmassa HHTepBas OT 2 4aca MekAy TpHeMa Ha [aBHCKOH H IPHIOKEHHETO HA
APYTH JNEKApCTBEHH MPOXYKTH, MO-CTICUHAIHO TETPAUMKINHH, AMIOKCHH, (TyOPOXHHOMOHH, CONM HA
HENNA30TO, KETOKOHA30/, HEeBPONENTHLM, XOPMOHM HA INMTOBMJIHATA 3Jlea, NMEHHLMIAMHMH Oera-
GiokepH (aTeHONON, METOTPONOJ, NPONAHOMON), IIOKOKOPTHKOM/H, XJIOPOKBHHH, €CTPaMyCTHH H
6udochonarn (audochonarn). Bx. Touka 4.4,

PepTHIABTET, GpeMEeHHOCT H KbpMeHe

BpeMeHHOCT:

Knunuauute npoyusanma npu noeede ot 500 6pemeHHH jKeHH, KAKTO H ronemus Gpoii JAHHH OT [0CT-
MapKETHHTOBHA ONWT MNOKa3ear, 4e He ce HabmozaBaT HATO MandopmauyH, HUTO (eTo/HeoHaTATHA
TOKCHYHOCT OT aKTHBHUTe BemiecTBa. ['aBHCKOH MOXKe Aa ce npiiara no BpeMe Ha GPEMEHHOCT aKko HMa
K/IHHHYHA HEOGXOJHMOCT.

Kbpmene
He e moxasan edekT Ha aKTHBHHTE BelleCTBA NMPHM KbHPMEHH HOBOPONEHH/OeOeTa OT neKyBaHuTe ¢
NpoAyKTa MaHKH. ['aBHCKOH MOKe Jla ce M3M03Ba IO BPEME Ha KbpMeEHe.

@epraaETeT
lpeaknuHUYHATE HICHEABAHHA [OKA3BAT, Y€ ANTHHATA HAMA OTPHLATENE
Ha POOHTENNTEe WITH HOBOPOJEHHTE, HIIH PENPOAYKTHBHATA CIIOCOOHOCT,

KiunnanuTe jannn He nipeanonarar, ye IFaBHCKOH HMa eeKT BBPXY dep
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EdexTn BLpxy cnocobnocTTa 32 modapane H paGoTa ¢ MAIIAHA

l'aBHCKOR He NOBNHABA HIH TOBIHABA TNpeHeOpeXHMO croCODHOCTTAa 3a IMo¢HpaHe M pabora ¢
MAIIHHH.

HexeNaHH JIeKAPCTBEHH PEaKNEH

BB3MOXHHATE HeKETaAHH JICKapCTBEHH PEAKLHH Ca NOAPEACHH B 3@aBHCHMOCT OT YCCTOTATA NIPH
H3MOM3BAHE Ha CHeiHaTa KoHBeHIHA: Muoro peaxu (<1/10 000)

Cucrema-opran xaac YecToTa HexenanH peaknan

Hapymenns Ha BMynHaTa | MHOro peakn AHa}WIaKTHYHA WIH aHAQWIAKTOHIHH

CHCTEMA peaKuuH. Peximn Ha
CBPBXUYBCTBHTENIHOCT KATO YPTHKAPHA

Penapatopan, rpeasn 1 | MHoro peaku PecnmpaTopHn  HapylwieHHMs ~ KaTo

MeIHACTHHAIHH OpoHXOCA3HEM

HapylIeHHs

Crpobmapane Ha HOJO3HPAHH HeXKeIAHH PeAKIHH

CpofInaBaHeTo Ha MOAO3MPAHM HEXKENAHM PeakiMH CNeA pa3pelaBaHe 3a ynorpeba Ha JIeKapcTBeHHs
NPOAYKT € BakHe. ToBa MO3BOJIARA Jia NPOAR/DKH HaOMIOKEHHETO Ha CHOTHOLIEHHETO MOJ3a/PHCK 3a
JIEKapCTBEHH NIPOAYKTH.

OT MeIHLIMHCKHTE CHELMATHCTH Ce M3HCKBA Jia ChODINABAT BCAKA NOJO3HPAHA HEXEIAHA PeaKiMA 10:
H3onLaBnATe/IRA ATCHNHS N0 JEKAPCTBATA

vy Jlaman I'pyep™ Ne 8

1303 Codusa

Ten.: +359 2 8903417 yebcaiiT; www.bda.bg

Ilpeaosupane
CumnTomn
B crny4aii Ha npemosmpaHe, NalMEHTHTE MOTAT Ja H3MHTAT KOopeMeH AMCKOM(OPT M moaysaHe Ha

KOopemMa.

Jleuenne
B cnyuaii Ha npego3HpaHe ce NpHNara CAMITOMATHYHO JICYCHHE.

G®APMAKOJOIHYHHU CBOHCTBA

(apMakoTepaneBTHYHa rpyna: Jpyrd JexapcTa 3a N€dYeHWe Ha TENTHYHA 7384 W racTpoesodareaieH
pednyxe, ATC xon: A02BX.

PapmMaKoAHHAMEYHH CBOHCTBA

Cnen nepopareH NpHeM CYCTICH3HATA B3aMMOZEHCTBA OBP30 ChC CTOMALIHHA COK, MPH KOETO Ce MOMy4aBa
CNOH OT rell HA WITHHOBA KHCEHHA, KOHTO € ¢ noymd HeyTpamHo pH H edekTHBHO OOBHBA CTOMAIIHOTO
CRIBPKHMO 34 3 MHHYTH M IIPeIOTBpaTABA ractpo-ezodareannaus pednykc Ao 4 gaca. TIpH TexKKH cityyan,
CAMHAT CJIOH MOYE N2 NOTA/HE B XPaHOMPOBOJA BMECTO CTOMAIIHOTO CHABPKHMO H JIa OKKE OMEKOTABAIIIO
JelicTBHe.

PapMaKOKHEETHYIHH CBOHCTRA

MexanH3MbT Ha JeifcTBHEe Ha NEKAPCTBEHHMs NPOAYKT € Ha (umueH
abcopOIMATa B CHCTEMHOTO KPBBOOOpPBIIEHME.

IIpeaxnnuBa4HA JaBHA 33 6e300ACHOCT
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He ca goxnaasaHH 3HAYHMH NPENKTHHAYHN JaHHA.
PAPMANEBTHYHH JAHHHU
CoRcHK HA DOMOIRHATE BEMECTBA

Kap6omep 974P,

MeTun napaxunpookcubensoar (E218),
Iponmn napaxuapookcubenzoar (E216),
3axapHH-HATpHi,

Apomar Ha MeHTa N4,

Apomar Ha menTa N5,

Harpues xuapokcu,
IIpeuucreHna Boza.

HecsBMecTAMOCTH

Henpunoxumo

Cpok B2 roguecT

2 rogvnu

CoenHAJNHE YC/IOBHS CLXPAHEHHE

Ha ce cuxpansapa npu Temneparypa noa 30°C. Jla He ce chXpaHsaBa B XJaAWIHHK, Ja HE CE 3aMpa3sBa.
JAHHH 32 OIAKOBKATA

CreiieEn OYTWIKH ¢ kexnubapeH UBAT C TONHMPONWIEHOBA KANAUKA ¢ NOJMETHIEHOBA 3ALIHTHA
JeHTa, TOANAATEHA C pasllHpeH TNOJHETHIEHOB TAMIIOH HIH ¢ MEPHTENHO CPeACTBO (eCTeCTBEeH
NOJANPOTIHIICH) ¢ MepuTenny JHuA oT 5 ml, 10 ml, 15 ml, u 20 ml, wnH ¢ MepuTenHa ABXKHYKA

(kpHCTaneH noJx|CTHpeH) ¢ MApKa oT 2.5 ml u 5 ml, xouTO ca cbe chaspxanne or 100, 150, 200, 300,
500 pmu 600 ml.

He Bcuuku BHOoBe onmaxkoBku MoraT ga Owaatr mycHatd B npojaxba. KaproHeHata KyTHs WM
MEPHTEHATA JIBXHYKA € BE3MOXKHO 13 He OBJIaT NPHIOKEHH KBM BCAKA OT PATMYHHTE ONAKOBKH.

CoenHaInH NpeARa3an MePKH 33 H3XBbp/ISHE
Hsama crieniHanuy H3HCKBaHHA.

MMPHTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

89-97 Grigore Alexandrescu Str., Building A, 5th floor, district 1
Bucharest, PymbHHa

HOMEP HA PA3PEHIEHHMETO 3A YIIOTPEBA
Per. Ne 20100245

JAATA HA IIBPBO PA3PEHNIEHHE 3A VYIOOTPEBA/
PASPEHIEHHAETO 3A YIIOTPEBA
15.04.2010

JATA HA AKTYAJIN3AITAA HA TEKCTA
1ouH, 2020




