KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA



1. VIME HA JEKAPCTBEHHSA HPOJXYKT HSHWWHA Ar ERUMR RO HEKWMTA

Ecnympsan 40 mg Meku Kancyau
Espumisan 40 mg soft capsules

2. KAYECTBEH U KOJMYECTBEH ChCTAB

Enna Mexa Kkancy/a chabpxa: CHMETHKOH (simeticone) 40 mg.

[loMoOIIHN BeulecTBa ¢ N3BECTHO AelicTBHE: MeTHRnapaxugpokenbensoar (E 218) [Ph. Fur.] 0.28
mg/MeKa Kancyna, cpHceT xbi1to FCF (E 110) 0,002 mg/mexa kancyna.

3a MbIHKA CIIKCHK HAa MOMOILHKTE BEWECCTBA, BIOKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

Meka kancyna
[oYTH KPBITIH, XKBATH MEKH KaTICYNN OT XENATHH ¢ LIEB H r71agka NOBbPXHOCT.
CbabpxaHNeTo Ha KancyauTe € Oe31BeTHO ¥ MOXKe 4a ObAE IEKO MBTHO.

4. KINHHYHH JAHHHA
4.1 TepanesTnunN MOKAZAHUS
- 3a CHMTITOMATHYHO JIeYeHHE Ha CTOMALTHO-YPEBHH OTUIAKBAHKS, CBLP3aHH ¢ Ta30Be, KaTo
HanprMep METEOpH3ILEM, GIaTyneHIs
- Karo anarHocTH4Ho CpeAcTRO 33 KOpeMHara 00NacT, HAMpHMeD [IpH peHTreHorpadexo 1
YATPa3BYKOBO H3C/IE/IBAHE

Ecnymuian e rioxazaH 3a Jiella Hazl 6 TOAKHHE, IOHOIBH H BH3PACTHA.

4.2 JAo3HpPOBKA2 H HAYHH HA IMPUIOKEHEE

EDBH POBKA

IIpu cmomawno-upesns ORIAKEARUA, CELPIANY C 20308¢ (HANDUMED MEMEOPUILM, AGIMYACHYUR):

Brnipacr Jo3uposka YecToTa HA NpHEMane

Jeua ot 6 rogunm JfoHowK | 2 Kancyam (exsuBaneHTHY Ha 80 mg | 3 10 4 NBHTU AHERHO
W BB3PACTHH CHMETHKOH)

Kamo ougznocmuuno cpedcmeo 3a kopemrama obaacm (permaenozpadcxo u yimpaseykoso
uzCae0eqHe).

B nens npeny nicaearanero | CyrpunTa B eHA HA H3C/eABaAHETO
2 kancynm 3 wbTH IHEBHO 2 KancynH
{exBHBaNEHTHM 00110 Ha 240 Mg CUMETHKOH) (exBuBancuTHN Ha 80 mg cu




Heduampuyna nonyrayys

Ecnymuzad He ce npenopsisa 3a Kella o 6 rOfAWHA ¥ KbpMaveTa. Jpyrurte dapManestuuny GopMu
ca NOAXOAAINH.

Hauun Ha npunoxenye

Ecnymusau ce npruema 1o Bpeme Ha XpaHeHe WIM Chefi XpaHeHe,a fIpH HeoGX0auMOCT W Tipeit
JIATaHE.

Couilo Taxa ¢ BE3MOXkHO EcryMH3aH ga ce npuema cnej onepatiy.

HpoabikurenHocTTa Ha IeYEANETO € B ChOTBETCTBHE C CTENCHTA Ha OTIAKBAHUATA.
[Tpn HeobxoaumocT EcriyMu3an Moxke 1a ce Npuiiara NPoasHKHTENHO BpeMe.

4.3 IIporasBonokazanus

CBPBLXUYYBCTBHTENHOCT KbM aKTHBHOTO BEWIECTBO, KbM ¢bHCeT XbATo FCF (E 110), meTnn
napaxuapokcnbensoar (E 218) win KbM HAKOE OT HOMOMIHHTE BellleCTBa, U30POEHHU B Touka 6.1.

4.4 Cpennannm npefynpexieHusi B UpeAna3HA MEPKH 3a ynorpeda

AXO ce NOABIT HOBH KOPEMHHM OIIZKBAHWS WUIM TIepCHCTUpAT,Te Tpa6Ba A2 6b1aT KAMHUUHO
H3CNeABaHH.

4.5 BsaumonelicTBHe € APYFH JIeKAPCTBeHN DPOAYKTH B APYrH Gopmu Ba B3anMoaeiicTBHE

Hocera ne ca u3pecTym.
4.6 ®eprHianTeT, GPEMEHHOCT H KhDMEHE

bpemennocm u Kvpmene

He ce ouakear edekry o spemMe Ha GpeMeHHOCT ¥ KbPMEHE, Thi KaTO CHCTEMHAT2 eKCTIO3MIMS Ha
CHMETHKOH e He3HauUNTenHa. EcnyMu3an MoxKe Za ce M3Non3pa No BpeMe Ha OpeMEHHOCT H KhpMEHe.
Hama kiuuyugm ZanHd 32 u3NoR3paHeTo Ha ECMyMH3aR (1pH GpeMEHHM >XeHM.

Depminumen
Heknvuryrure naHHM HE NOKA3BAT OfpeieNied PUCK ITPH X0pa 10 OTHOWIEHNE Ha hePTUIHTETA.

4.7 EdexTn BrpXYy cnocobnoctTa 338 modgupane # pabora ¢ MAIIAHA

EcnymusaH ne NoBiugBa Wi NOBAHARA NPeHeOpexkuMo ciocobHOCTTa 3a mothHpane u paboTa ¢
MAUIIHHA.

4.8 Hexenann jiekapcTBEHH PeaKUNN

Peaxuuit Ha CBPBXHYBCTBHTENHOCT, BIIOYKTENHO YpTHKaphs, o0pus, epuTeMa, ohplex, anepridcH
AEPMATUT U APYIH KOXKHHM peakuMH, €3 JOKNANBAHM 34 JICKAPCTBEHH TPOLYKTH, ChABPKALIH
cuMeTHKOH. HecroraTa He MoKe fa Obe oHeHeHa B2 OCHOBA Ha HANMUYHKMTE RaHHM (C HEM3IBECTHA
YECTOTA).

Coheer kw70 FCY (E 110) MOXe fa npryMHM anepryusy peaxiiuy.
Metun napaxuapoxcnbensoar (E 218) Moxe na npuuunn anepruuny peakiumy (seposdTHo ot 3abasen
THN).

Crobiiapane Ha NONO3MPAHN HEXENAHH PEAKLIUHU
Crobl1asaleTo Ha MOAO3HPAHH HEXKEAaHH PEaKiluM CleJl paspeliaBate 3a yno
TPORYKT € BaKHO. ToBa No3BoMABa Ja IPoABILKH HabIIONERHeTO Ha ChOTHOLE
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JCKAPCTBCHHUA TIPOAYKT. Or MEAHLIHHCKUTC CNENHANNCTY C€ H3UCKBA 1A CHOOLABAT BCAKa
noa03npana HEXENana peaklind upe3 HalioraaHa CHCTEMA 38 crO0IABAHE:

Hanbnaurenna arenuns no nekapeTsara
yi1., ,,Jaman [pyes” Ne 8
1303 Cogns

Ten.: +35928903417
yebcalT: www.bda.bg

4.9 Ilpeposzupane

He ca cho0masany cny4au Ha npexo3dpaHe.
TpH xaro Eciiymnsad € HambIHO XUMHYHO H QU3HOJIOTMYHO MHEPTEH, Ha NIPAKTUKA MHTOKCHKALIHA ce
H3KI104Ba. JJopy ronemu xonuuectea Ecniymusan ce nonacsaT 53 cBMNTOMU.

5. @®APMAKOJIOTHYHU CBOMCTBA
3.1 QDapvMakoIHHAMHYHU CBOHCTBA

DapMakoTepaneBTUUHA IPYNIA: ICKAPCTBA 34 jIeUeHHe Ha (PYHKIMOHANKMN IacTPOHKTECTHHANHH
pasCTpOHCTBA, APYTU NEKAPCTRA 32 NeUEHKE HA QYHKIHOHANHH PascTPoiicTBa Ha YepBarta, CHITHKOHHU,
ATC code:AD3AX13

EcriyMu3aH Chabpaa KaTo aKTHBHO BEUIECTBO CUMETUKOH, CTA0H/IeH NOBBPXHOCTHO AKTHBEH
NOMAMMETUNCHIOKCAH. TOH HamManaBa NOBEPXHOCTHOTO HaNpesKeHHE Ha MEXYpUYeTaTa ras,
CHIBLPIKALH CE€ B XPaHaTa M B MYKYCa Ha XpaHOCMUIATEIHATA CUCTEMA, KOHUTO 110 TOSH HAUHH Ce
pasnanar. OcBODONEHUTE IO BpeME HA TO3H NMPOLEC ra30Be MOTAT Na Ce Ppe3opOupar oT YpeBHATA
CTEHR, H 112 Ce eJIUMUHMPAT Upe3 YpeBHATA IEPUCTANTHKA.

CUMETHKOH ReHCTB2 HATYLIHO 11O pr3vueH Hauud. He yuacTsa B XUMHYECKM Peakuyy U e
GapMaKONIOTHEHO H HHIHOIOrHYHO WHEPTEH,

3.2 DapMakoKHHETHYH# CBOHCTRR

CumMeTnkoH He ce pe3opinpa clied nepopaneH MpHeM H ce OTAENT HENPOMEHEH CNIEM IIPEMHHARAHE
1pe3 CTOMAIHO-YPEBHHSA TPAKT.

5.3 Illpearaunuaunn panny 3a 6e300aCHOCT

CHMETHKOH ¢ XMMHYECKH MHepTeH H He ce abcopbupa ot upesuus nymer. Eto 2amo ne ce ouaxpar
CHCTEMBH TOKCHUHH ediekTH. [IpemmnnunnTe ZaHHM He NOKA3BAT ONIPEIEACH PUCK 32 XOPa Ha
bazara Ha KOHBCHUMOHAIIHHM IPOYYRAHYA 32 TOKCHHHOCT IIPH MHOTOKPATHO TIPUNIAraHe Ha 103814,
KaHLUEPOTEHHOCT N PENIPONYKTUBHA TOKCHUHOCT., |

6. GAPMALEBTHYHM JAHHNW

6.1 CnueLk Ha NOMOIMHKTE BeilecTRA

Metun napaxunpoxcudensoar (E 218) {Ph. Eur.]
Kenatus

[muuepoin (85 %)

XUHONMUHOBO #biT0o (E 104)

Ceucer xwnto FCF (E 110).

6.2 HecnLBMECTHMOCTH




He e npuiioxumo.

6.3 Cpox ua rogHocT

3 TOaHHN.

6.4 Crhennannn ycaosnsa na chxpanenne

Ha ce cexpanasa mog 30° C!

6.5 Bua¥ chaLpKanue HA ONAKOBKATA

Kapronena onakoska ¢ 6auctep ot Tebpa PVC duinM, 3aneuaran ¢ anyMuHueBo ¢onuo.
OpHriHanHa onakoBKa ¢ 25 MEKH KancCyiiu.

Opurndanya onakoBka ¢ 50 Mexu xancynu.,

OpuruHainHa ormakoska ¢s¢ 100 Mexn xancyiu.

He BcHuxn BHAORE OIIAKOBKK MOTAT Aa OBAaT MycHaTH B nponakda.

6.6 CnenuHaspn NpeANasHN MEPKH NPH H3XBLPJIAKRE 1 paborTa

Henznon3sauuAT jleKapCTBEH NPOAYKT WM OTIATBYHUTE MaTeprai 0T HeTo TPABBA 1A ce U3XBBPIIAT
B ChOTBETCTEHE ¢ MECTHHTE H3NCKBaHUY,

7.  IPUTEXATEJI HA PASPEIIEHHUETO 3A YHOTPEBA
Hpurexaren na paspenieMHero 3a yn&rpeﬁa

Betlin-Chemie AG (MENARINI GROUP)
(Glienicker Weg 125

12489 Berlin

T'epmanus

8. HOMEP HA PASPERIEHUETO 3A YIIOTPEBA

20000195

9. JATA HA ITBPBO PASPENIABAHEMIOTHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Hara va nupeo pazpewasane: 06.06.2010 .
lara Ha nocnenHo nogyHosssane: 27.08.2010 r.

16. JATA HA AKTYAJIM3UPAHE HA TEKCTA

(08/2022




