KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA

1. HUMEHAJUEKAPCTBEHUA TIPOAYKT

Cumerukon Knunpec ®apmauus 240 mg MEKW kancynu
Simeticone Clinres Farmacija 240 mg soft capsules

2. KAYECTBEH U KOJIHMECTBEH CBCTAB

Besika kancyna ¢sanpika 240 mg cUMETUKOH (simeticone).

3a MbJIHUA CNHCHK Ha NMOMOLLIHUTE BELECTBA BUAKTe TOHKA 6.1.

3. JAEKAPCTBEHA ®OPMA

Meka kancyna.
[Ipo3pauHa kpbrila MeKa kenaTHHORA Karcyna ¢ auamersp 8,2 mm £+ | mm, cbabpikallia BUCKO3HA

TCHHOCT, NICKO OnajJeciHpalla 4 CHBO-0OsJIA.

4. K/IMHHWYHH JAHHH

4.1 TepaneBTHYHH MOKAIAHHS

¢ 3a CHMNATOMAaTHYHO JIeYEHHE HA CTOMALLIHO-UPEBHH OIJIAKBAHUS, CBLP3AHH C
ra3ose, HarlpyUMep METEOPU3BM, PATYIICHLIMS.

Cnen ykazaHua OT nekap:
- Karo anarHocT4HO cpencTBo 3a KopeMHaTa o6nacT, HanpUMeEP NPU PEHTrEHOrpadicKo U
YATPa3BYKOBO U3C/1eBaHE
Cumerukon KnnHpec ®@apmaiiug e nokazaH Npu IOHOLWIK Had |5 roAMHYU U BB3pacTHM.

4.2 J03HpPOBRKA H HAUHH HA HPHJI0KEHHE

Jo3nupoBka

[lokazaH 3a ynotpeba npy KOHOWH Hal |15 rOAMHU W Bb3PACTHH.

ITpu cmomawino-ypeeHu onNaKeanun, CELP3AHYU C 2a306e (HANPUMED MemeopUIoM, (DAAMYICHYUR):
[puemaiite no 1 kancyna Cumerukon Kimnpec ®@apmanus 240 mg Mexu kancyn

C/ICA BCAKO OT OCHOBHHTE XpaHeHusa (0054 U Beueps) ¢ yawa Boga. He npesuinasaiire Makcumannarta
A03a OT 3 Kancynu.

3a noodnomazane Ha OuAZHOCMUYHUME NPOYeOypU 3d KoOpemHama obracm (penmeenozpa
YAMPA38YKOB0 U3CACOBANE).!
| kancyna B ieHs peaun M3CIEABaHETO,

lTayuerimuy ¢ yepnoopobro uru 6vbpeyuno yepexcoane
He e HeoOxoauMo kopurupaHe Ha ao3ara.




Ilayuenmu 6 cmapuecka ev3pacm
Hsama xoHkpeTHa vHdopMalms, CpaBHABaLLa yrnoTpedara Ha CHMETUKOH MPH XOpa B CTapuecka

Bb3pacT ¢ ynorpebaTta npy ApYry Bb3PaCTOBH MPYIIH.

Heouampuuna nonynayus
CumerHkoH Knunpec dapMauus He ¢e npenopbyBa Npy AcUa U KHOLUM Noj 15 roauHy.

HaunH Ha npUnoxeHue
[lepopanHo npunoxexue.
Cumernkon Knunpec ®apmalius ce npuema cines OCHOBHUTE XPaHEHUA, 3a€HO © yalua Boja.

[TpOoabMKHUTETHOCTTA HA TEPANEBTHUHHA NTPHEM € ChOOpa3eHa CbC CTEMEHTa HA ONAAKBAHMATA.
[TpoabKHUTETHOCTTA HA NEUEHHETO € orpaHuueHa o 30 aHu (BHXcTe ChLLO ToYKa 4.4).

4.3 IlpoTHBONOKA3AHHA

CBpBbXUYBCTBHTENHOCT KbM aKTHUBHOTO BEILIECTBO HJIM KbM HAKOE OT MOMOLIHUTE BELLECTBA,
n3bpoeHu B Toyka 6.1.

4.4 CnenHanHu npejynpexieHus H Npeana3sHH MEPKH NPH ymoTpeda

AKO KOPEMHHTE OITIAKBAHUSA CE NOABAT OTHOBO W/ MW NTEPCHCTHPAT B NPOABIKEHHE HA 3 JHH, Te
TpAOBa Aa OBAAT KIHHHYHO HU3C/IEABAHM.

4.5 BianmozaeiicTBHe ¢ APYIM JEKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3aHMOICHCTBHE

Hsama n3secTtHH 10 MoMeHTa. [Topaad NoBLPXHOCTHO aKTUBHUTE CBOHCTBA HA CHMETHKOHA HE MOTaT
Aa Obaat H3KNIoYeHH GapMaKOKMHETUHYHU B3auMOAEHCTBUA.

4.6 PepTHIANTET, OPEMEHHOCT H KbPMEHe

bpeMeHHOCT

Hsama nanHu 3a ynotpebarTa Ha CHMETHKOH B JICUGHHETO Ha OpeMeHHH JxeHH. [IpoyusaHusaTa npu
’KHBOTHH Ca HELOCTATBUYHH 32 OLIEHKA HA PENPOAYKTHBHHUTE TOKCHKONOTHYHU edekTH (BX. TOUKa 5.3).
He ce ouaksar edekTy no BpeMe Ha OPEMEHHOCT, Thid KATO CUCTEMHATA EKCMO3HLIMA HA CHMETHKOH €
HE3HAYMTETHA.

KbpMeHe
He ce ouakBat eexTH BbpXy KbpMaueTaTa, Thif KaTO CHCTEMHATA EKCMO3MLMA Ha CHMETHKOH TNpH
KbpMelllaTa MauKa € He3HAYHUTeNHA.

QepTUInTeT
CHCTEMHH penpoayKTHBHH TOKCHUYHH e(peKTH Ha CHMETHKOH Ca MAJIKO BEpOATHH (BX. Touka 5.3).

4.7 EdexTH BbpXY cnocofnocTTa 32 modHpane u padora ¢ MAIIHHHE

Cumetukon Kimupec ®apmauusa He noeausBa WAM NOBnugBa npeHeOpexxuMo cnocobHocTTa 3a
wogupane U paborta ¢ MallIHHH.

4.8 Hexenanu NekapcTBeHH peaknin

M3bpoeHHTe NM0-A01y HEXEJIaHHU peaklny ca HabAKaBaHH NPU MOCTMAPKETHHIOBO HAOIQIeHHE.
Hexenanure peakuui ca H3GpOEHH B ChOTBETCTBHE ChC CUCTEMO-OpraHHHa Knac (S
KaTeropusra Ha 4ecToTa: MHOro 4ectH ( 21/10), yectu ( 21/100 no <1/10), Heug
<1/100), peaxu ( 21/10 000 go <1/1 000), muoro penkm (<1/10 000), c Henssef

HaNMHYHKUTE AaHHU He MOXKe Ja Oble HanpaBeHa OLIEHKA).




HapylueHua Ha HMYHHATa CHCTEMa:

C HEH3BECTHA YECTOTA: PeaKiMH Ha CBPBLXUYBCTBUTENHOCT, KIIMHHUYHHUTE CHMIITOMH MOTAaT Aa
BKJIIOYBAT YPTHKapus , oOpHB, epyuTeMa, NPYPUTYC, AJIEPrHveH JEPMATHT U IDYTH KOKHH PEaxLIHH.

Cro0masane HA DOXO3HPAHH HEXKEIAHH PEAKIIHH

Cbo0LiaBaHETO Ha NOAO3MPAHH HEKENAHH PEAKIIMH CNle], pa3pellaBaHe 3a ynorpeda Ha 1eKkapCcTBeHUS
MPOAYKT € BaXXHO. ToBa rno3sosnissa 4a npoAb/HKHA HaOMOASHHETO Ha CbOTHOLUEHHETO NOI3a/PUCK 3a
AeKapcTBeHHs NpoaykT. OT MEAULIMHCKUTE CIIEUHANHCTH C€ M3HCKBA fa ChoOLaBaT BCAKA
NoJo3WpaHa HeXenaHa peakums ypes U3nbiHuTenHa areHuMs no JieKkapcTBaTa

ya. ,,Jdamsau ['pyes® Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiir: www.bda.bg

4.9 Ilpenosupane

He ca poknaasaHu ciyyau Ha npego3upaHe.

T KaTo CHMMETUKOH € HALJIHO XHMUMHO W (PU3HOJNIOTHYHO HHEPTEH, HMHTOKCHKAUMATA €
NPaKTHYECKH HakmoueHa. Jlopu ronemu konuuecrea CumetukoH Knunpec ®apmauus ce noHacsT 6e3
CHUMHTOMM,

5. ®APMAKOJIOTMYHU CBOHCTBA
S.1 PapmMaKoARHAMHYHH CBORCTBA

®apmakotepanerTiyHa rpyna: JIEKAPCTBA 3A JIEHEHUE HA ®YHKLIHOHAJTHA
IACTPOUHTECTHUHAJIHH PA3CTPOHCTBA, [dpyru nekapcTsa 3a nedeHHe Ha GYHKLIMOHATHY
pa3cTpoidcTBa Ha Yeppara, Cunukonu; ATC kop: A03AX13

CuMerukon Knunpec ®apmauus cbabpika KaTO aKTUBHO BEILECTBO CUMETHKOH , CTabHNEH,
MOBBLPXHOCTHO AKTHBEH MNMOJIMAUMETHIICHIOKCAH. TolH HamManssa NOBBEPXHOCTHOTO HANPEXEHHUE HA
MEXYpUYeTaTa a3, ChIbpsKauy Ce B XpaHaTa H B MyKyca Ha XpaHOCMMJIATENHATA CUCTEMA, KOUTO 11O
TO3W Ha4MH Ce pa3nazjar.

OcBoboaennTe No BpeMe Ha TO3H NpoLec razoBe MOrarT Ja ce pe3opiupar OT YpeBHATA CTEHA, U 1a Ce
€JTMMHHUPAT Ype3 YpeBHATa NMEPHCTANTHKA.

CHMeTUKOH AeACTBa HAMBIIHO MO pU3NUeH HauMH, He yyacTsa B XUMUNECKH peakiyH U e
$apMaKoSOTHHHO U PH3UOTIOTHYHO HHEPTEH,

5.2 PapMaKOKHHETHYHH cBoiicTBa

CHMETHKOH He ce pe3opOupa cell NEPOPATHO MPUICKEHHE U CE OTAENA HEMPOMEHEH Ciien
NpeMHHaBaHe Npe3 CTOMAlHO-YPEBHUS TPAKT.

5.3 IIpeaxnunHYHHE JAHHH 33 G€30NACHOCT

CHMETUKOH € XHMH4ECKH HHEpPTEH U He ce abcopBupa oT Ypesuuns nymed. [Mopaau Tosa He ce
O4aKBAT CUCTEMHH TOKCHYHH €eKTH. HexnunuunuTe AaHHK He nMoka3BaT ocobeH puck 3
Gazata HA KOHBEHLHOHAIHUTE NPOYUBAHHS 38 TOKCHYHOCT [IPH MHOFOKPATHO TIPHAL
KAHUEPOreHHOCT U peNPOAYKTHBHA TOKCHYHOCT.




6. DAPMAIIEBTHYHH JAHHH

6.1 CoHcebK HA NOMOLIHHTE BeLleCTBA

JKenaTHn,
I'nuuepon (E422).

6.2 HechBMECTEMOCTH

Henpunoxumo.

6.3 Cpok Ha roanocTt

3 roauHH

6.4 Cnenuansn ycioBHS Ha ChXpAaHEHHE
Ila ce cvxpanssa noa 30°C.

6.5 Baa B ¢cbABPKAHRE HA ONAKOBKATA

KaproHenu onakoexu, cbabpxatuy 20 unu 40 Meku Kancysu, onakoBaHu B TepMO3aneuaTaHu
onucrepn or PVC/PVDC/anyMunui.

He BcHuku BUAOBe OnakoBkH morar aa ObaaT MycHATH Ha nasapa.

6.6 Crneunajing npeAna3zHH MEPKH NPH H3XBbLPJIAHE H padoTa
Heusnon3saHHAT nekapcTBEH NPOAYKT WIK OTNIAABUHUTE MATEPHANTH OT HETO TPAOBA [1a Ce HAXBBHPIAT
B ChOTBETCTBHE C MECTHHTE H3UCKBAHUA.

7. INIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Clinres Farmacija d.o.o.
Siandrova ulica 4 B
1231 Ljubljana - Crnuge
CnoBeHUA

8. HOMEP(A)HA PASPEHNIEHUETO 3A YIIOTPEBGA

Per. Homep:

9. HATA HA ITBPBO PA3ZPEHIABAHE/MIOJHOBSIBAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha MLPBO pa3peulaBaHe:

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA
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