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JIneTonka: nnpopMalun 38 noTpeburens

Cab Camnaexc 69,19 mg/ml nepopansna cycnexsus
Sab Simplex 69,19 mg/m| oral suspension

CHMETHKOH {simethicone)

Ilpotle'rm BHHMATENHO Ilﬂ.lll'fﬂ JHCTOBKA, PEAH A3 JAMOYHETE Aa MMPHEMATe TOBA NEeKAPCTRO, it

KATO T CHALPXKS BRAHA 12 Bac nndopmaunn,

Buuarn npueMalite Tona exapcTRO, TOMHO KAaKTO € OMMCAHO B TA3M NMUCTOBKA WM KAKTO Bu e kasan

Batussar nexap unx dapmauesr.
~ 3anajere Ta3n mucTOBKA. MoOXe a ce HANOXKH /12 & NPOYETETE OTHOBO.
~ Axo ce Hy&[aeTe OT AOMBAHUTENHA MHPOPMALIMA UITH CHBET, HonuTaliTe Bawms tapmartent.

= AKO NORy4HTe HAKAKBY HEXENAHH peakunit, yseaoMere Baiua aexap iy dapmanest. ToBa BKIIOYES U

BCHYKH Bb3MOXKHH HEXEIAHH PEaKUMH, HEONHCAHH B TA3M JIMCTOBKA. BuikTe Touka 4.

= AKo clien eHH JeH He ce HyBCTRaTe no-206pe HiH cheTosHueTo Bu ce Browmy, Tpabea fa noThpcHTe

JICkapcka noMoty.

Kaxkpo ebaAbLpuma TAIH AUCTOBKA:

_ 3MLAHUTENRHA ATEHLIHA RO NEKAPCTBATA
1. Kakso npexcranimsa Ca6 CHMILIEKC H 32 KAKBO CE H3NON3 - Tipunowonce 2
2. Kaxso tpabea na 3snaere, npeau aa npuemere Caé Cumnnefc m 3049, 2
3. Kak na npnemare Cab Cumnnexc Kow Poz. Ne ?d’
4. BBIMONHU HEXCNIAHN PeaKLyH L1b- S FY.
5. Kak aa cyxpanspare Cab Cumnnexc Paspeuishu® M‘g 6/ /7” /
6.  CohabpxaHue Ha ONAKOBKATA H JOIBIHHTEHA HHOPMALKS 04 01 201

(Ogospawe £

1. Kakso npeseraniunpa Ca6 Cumnaeke u 3a KAKBo ce A3110:1382

Cab Cumnnexc € neKapcTBO - pa3TBOP 3a MPUEMAHe NIPE3 YCTATA - 32 JISHEHRE Ha PyHKUHOHANHH
HapYLIEHHA HA CTOMALIHO-4peBHHA TpakT. CUMETHKOH - aKTHBHOTO Beluectso B Cab Cumnnexc e

NOBLPXHOCTHOAKTHEHO BELLECTBO (NEHOOTCTPAHABALLO BEWECTBO), KOETO MOXE Aa PA3TBAPA NPEKOMEPHUTE

HATPYIIBAHHA Ha BBIAYX H (A3 B CTOMALUHO-UPERHUA TPAKT.

Cab Cuminexc ce H3nonssa:

= 32 cCHMOTOMATHYHO JIeYeHMe Ha CBbP3aHH C MOBHIUEHO 0BpasyBaHe H HATPYIIBAHE HA ra3oBe B
CTOMAIIHO~IPEBHHA TPAKT CUMIITOMH, KATO NOAYBAHE, YBCTBO 32 TEXKECT I HATIPOXEHHE B FOPHATA

4AaCT Ha KOpeMa;
=  Tp# ycHneHo obpasysaHe Ka Pasose Ciiel XHPYPriHUHU HHTEPBEHIIHH;

= DpH NOATOTOBKA 32 AHATHOCTHYHH H3C/IEABAHHA B KOpeMHaTa obnacT (peHTreHorpadus, exorpapus)

H (pH NOArOTOBKA 32 raCTPORYOReHOCKONMA (00pasHo HiCNEBaHE HA CTOMAXA W
ABAHANECETOHPBCTHHKA);
= TIpd OTpaBsHe C TEYHH MUEINH NPenapaTH.

2.  Kaxso rpalsa ia 3naere, npean ga npuemere Ca6 Cumiiexc

He npremaiite Ca Cumnaexe

- ako Bue unn Bawmeto fete cTe anepritny KbM CUMETHKOH KM KM HAKOR O OCTANAIHTE SHETREN

Ha TOBA nekapcTBo {(U36poeHH B Touka 6).

Hpeaynpesaenns 1 npeanasuu Mepxn 74
AX0 ¥MaTe HaCKOPO MONBUI C& WIAN POABIKHTENEH, KAKTO H YCHNBAL c& KopeMeH JciBli
A2 AOCRTHTE /IeKAD, 38 11a C& YCTAHOBH MPHMUHATA 30 JUCKOM(OPTA H 10 FHIMONHOCT /8
noaiexamoTo 3aG01aBaHe, HIHCKBALLO edeHle,




Apyrn aexapersa n Ca6 Cumnaexce
He ca uspecThu B3aumopgeiicTena Ha Cab Cummeke ¢ JPYIy NEKapCTBa.

BpemennocT, KbpMeHe n GepTHIANTET
Hama noxasarenctsa, kouto orpanuyapar npuema Ha Ca6 CuMnnexc no BpeMe Ha GPeMEHHOCT M KbpMeHe.

Hlogupane u pabora ¢ MamHun
Cab Cumnnekc He noBIMsABa cOcoGHOCTTA 3a wodmpate ¥ paboTa ¢ MalLMHK.

Cab Cumnuexc cLALPkKA HATPHEB GEH30aT, AJHKOX0 (€TAHOT) M HaTpMii

ToBa nexapcTeo chbpxa | mg HaTpues Genzoar BHB BeekH | ml (mpubn. 25 xanku). Hatpuesuat Genzoar
MO 11a NOBWILM HUBATA HA BEIUECTRO, HapeueHo BunHpyOuH. BucokuTe HuBa Ha Gunnpy6uK MoraT na
AOBEAAT 10 KBNTEHHLA (TIOXKDBNTABAHE HA KOXKATA H OYNTE), KAKTO U 0 MOFBLYHO YBPeX/aHe
(eHuedaionaTis) npu HOBOPOAEHHTE (Ha BBIPAcT A0 4 cenmuuu). Ako HoBopoaeHo Gede unu Gebe Ha
Bb3PACT 1104 | TO/IUHA Pa3eue CUMNTOMY Ha KhITEHHLA (TOKBLATABAHE HA KOMATA H OYHTE), TOraBa
fipeycTanoBeTe ynorpebara Ha TOBA NeKapcTBO He3alaBHO M Ce KOHCYNTHpaliTe ¢ Bama nexap uiu
tapmaresr.

Beexu I ml (npubn. 25 xanku) o1 ToBa JexapcTso cbhabpxka 0,18 mg ankoxon (eTaHo,T) B MATHHOB apoMar.
KonuuecTsoTo ajikoxon BbB Beekit 1 ml OT TOBa NEKAPCTBO € EKBUBAJCHTHO HA NMO-MATKO 0T | ml Bupa uu
I ml BuHO. Ma/1kOTO KONKYECTBO AAKOXON B TOBA JIEKAPCTEO HAMA /12 HMA HAKAKBH 3a6e/1eKuMHU edieKTH.

Beaxa 30 ml 6yTunka ot Toa nekapeTeo chabpka 92,1 mg HaTpHil (OCHOBHA chCTaBKa Ha
roteapckata/tpanesHara con). Beeku ! ml (npubn. 25 kanku) ot Tosa nekapcTBo chabpxka 3,07 mg HaTpuit.
ToBa e exBrBanenTHO Ha 0,14% OT NPeNOPLUNTENHIA MAKCUMANEH AHEBEH NpPHEM Ha HATPU 34 BLIpAcTEH.

3abenemka
Cab Cumnnekc e nogxoasin 3a AHaGeTUUH, Thil KATO He ChALPKA BLIIEXHAPATH,

3. Kax 1a npuemare Caé Cumniexc

Bunaru nipiemaiiTe TOBa NEKapCTBO, TOYHO KAKTO € OMMCAHO B TA3W IHCTOBKA WM KakTo BH e kazan
BaummsT nekap uiim apmaueBT. AKO He €Té CHIYpHH B Hewo, nonuTaiite Bawms Jiekap WiH apMaLesT.

Pasxnarere /106pe 6yTinkata npeau ynoTpeta! 3a n03Mpane Ha KanKuTe, oObpHeTe OyTHIKATE € BBPXA
HAROITY H NIEKO NOTYIIAHTE ABHOTO A € MPBCT. AKO AbPXKUTE GYTUIIKATA N0 BI'bJI, CKOPOCTTA Ha KaMeHe e
HaManee.

Ocgen axo He Bu e kazano apyro ot Bawus nexap, NpenopbuuTenHaTa 1034 €, KAKTO CELBa:

» [lpy cToMatHo-4YpesHyn onaaKeanus IOpaay N1oBHineHo 06palypaHe M HATPYIIBAHE HA [a30Be B
CTOMAIIHO-4PEBHIA TPAKT (NOBUIIEHO OTJ/le1He HA ra3oBe, No/yBaHe):

Hosopodeny, xvpumayema u deya fua 8b3pacm < 6 codunul.

Ho3ara Tpabsa na 6kze ipuemana oT 4 10 6 MBTH HA JEH, T.€. HA Beeky 4 10 6 yaca.

Ipu fena Ha Bbapact oT 12 Mecena 10 < 6 FOJHHH HHTEPBaNLT MEXK/Y OTIEIHUTE JO3H MOMKE /13 C& CKBCH.
He Tpabea ja ce HaaBHIUABa MAKCHMANHATA JHEBHA 1034,

BripacToBa rpyna EnHokpatHa g03a Maikenma,

Ao3HpOB i
Hosoponenn 10 kankm {0,4 ml) 4 x 10Xy (1 $uml
KbpMauyeta (> 4 ceamuum g0 <12 meceua) | 15 kamxu (0,6 ml) 6 X I.Sf 5] ; 4 D
Jeua (>12 Meceria a0 < 6 roguHm) 15 xanxku (0,6 ml) 23 x |1 5% arniki (14m1}?7g j




Cab Cumnnexe chAbpkA KOHCEPBAHTA HATPHER GEn30aT.

Cab Cumnnexc Moxe na 6bae 106aBAH B IIKILETO HA KbPMAYETATA, KOUTO C& xpausat ¢ 6uGepon. JlecHo ce
CMECBA C JIPYTH TEHHOCTH, HATIP. ¢ MIAKO,

Cab Cumnnexc Moxe chbiIo 2 Gbae AaBaH ¢ Manka THKHUKA Mpeay KbpMeHe/XpaHeHe.
Ynorpebara na Cab Cummniexc npyu HenoHOceHM eua He e NPENOPBLYHTENHA.

Tlpu neua na Br3pacT ot 12 Meceua ae < 6 roauuu Cab Cumnnexc ce ApHEMa No BpeMe HIIH Clefl XpaueHe,
KaKTO ¥ TIPEAH CBH, AKO ¢ HeobxoauMo,

< o3 HY,
HAosara tpa6ea na Guae npuemana ot 4 1o 6 MbTH Ha AeH, T.e. Ha Beekr 4 10 6 vaca. AKO e HeOGXOLUMO,
HHTEPBATHT MEXAY OTAENHHTE JO3H MOXKE A Ce CKBLH.

Cab Chmnutexc ce npuema 1o BpeMe WK cnej XpaHeHe, KAKTO M NPEaH ChH, aKo € HeoBXoaUMO.

[Mpenopwunrenna goza:
Heua (> 6 roaunn o < 18 roguuu): 20 go 30 kanku (0.8 oo 1,2 mi)
Brnapactun: 30 no 45 xanxn (1,2 no 1,8 mi)

Ipunoxennero npu crearuTe Nokasanns (peHTrenorpadus, exorpapus, eHAOCKOMUA, OTpaBfHe ¢ TeYHH
MHELLA CPEACTBA) Ce OCBLIECTBABA Halt-ECHO, aKO KATIKOMEpPBT Ce fpeMaxHe oT GyTuiKara.

> PentreHorpadus — 3 zo 6 uaexn mwicHum (15 1o 30 ml) BeYepTa NPean JeHs HA HICNEABAHETO.

» Exorpatits — 3 uaenn muauuu (15 ml) BEYEPTA NpeaH HIC/IeABAHETO H 3 yaeHH abxcHuM {15 ml)
nprbauanrenno 3 yaca npeau exorpadckoTo HICIEABAHE.

» EHJOCKONHA — Mpeay NPOBEXAANE Ha SHIOCKONCKOTO H3cheaBane 1/2 no | uaena nMpxuua (2,5 no
5 mi). Axo e HeoGxoauMO, 110 BpeMe Ha MICIIEPAHETO MOTAT A2 Ce AAJaT HAKOJNKO munHauTpa Cab
Cumruiexc npes eH0cKONCKaTa Tph6a.

. € TH:

I1pu oTpassne ¢ MMeIy npenapaty 403aTa 3aBUCH OT TEECTTA HA OTPaBSHETO. MunUManHaTa
npenoprunrenta 1o3a e 1 yaeHa mxuua {5 ml) Cab Cumnnekc.

HpoakaxurenHocT Ha ynotpeba
TipoabnANTENHOCTTA Ha IPUAOKeHHeTo Ha Cab CHMINEKC 3aBHCH OT PAIBHTHETO HA OTUIAKBAHWATA. AKO
CHMNTOMHTE HE OTIOYMABAT HAH CE BAOWABAT, TPA0Ba 1a ce KOHCYATHpaTe ¢ Bawus nexap uan gapMauesT.

AKo cTe npuenH noseye oT HeoSxoaqumaTa A03a Cab Camnieke

AKTHBHOTO BetilecTBO HA Cab Cumnekc — CHMETHKOH, pa3TBaps NiHAaTa B CTOMAIMHO-4PEBHH] TPAKT MO
YUCTO HUIMYEN HAYNH, Thl KATO € HATKIIHO MHEPTHO OT XMMUYHA i GHONOrHYHA reasa Touka. He ca
HabnionaBanu Hexenanu peakuuy npu npego3npasne cbe Cab Cummniexc.

AKO cTe nponychaa aa npuemere Caé Cummiexe
Tipoannxere na npuemare 1ekapCTBOTO O HANHHA, OTHCAH B YXAIAHHATA 32 AOINPEHE.

Axo cTe cnipenn npHema ga Cal Cammaexe
B Takue cnyqalt cuMirromMiTe B MOrar fa ce IOABAT GTHORO.




AKO HMATE HAKAKSH JOITHIHHTENHA BHIPOCH, CBBP3AHH C YToTpe(aTa Ha TOBA JIEKaPCTBO, NONHTAHTe

Bamms nexap wint hapmanesT.

4. BraMoKHE HEKEIAHE PeAKIHE
He ca nabmoaaBaHy HeskeNaHM PeaKIHH, CBbP3aHH ¢ ynoTpeGara Ha Cab CHMIUIeKc.

CarobmaBane HR HEKEAAHNR PEAKTNE

ARO NOYYHTe HAKAKBY HeXe/AHE ICKAPCTBEHH PeAKUHH, yBeloMeTe Bamms nexap, GapMauesT wiH
MeIEIHECKS cecTpa. ToBa BK/MOYRA BCHIKH Fh3MOKHE HEOMHCAHH B Ta3H JTUCTOBKA HOMEIAHH PEAKIIHH.
Moskere CHINO A CHOGIIHTE HEXSAAHH PEAXLMHA [APEKTHO upe3 H3mbIHHTeNHA AreHIHA 0 JICkApCTBAT,
yn. . Jamss Ipyes” Ne 8, 1303 Codma , Ten.: +359 2 8903417, yeSeaitr: www.bda.bg. Kero cro0manare
HeXEIARH PEAKITHA, MOMETE JIa JAZIeTe CBOA MPHHOC 34 OTYHABAHE Ha NIOBeue HHGOPMALIFA OTHOCHO
$e30NacHOCTT2 Ha TOBA JICKAPCTBO.

5. Kaxaa coxpanusare Cab CamMmiexc
Jla ce cpXpaHABa HA MICTO, HEAOCTHITHO 32 Jieua.

He u3nionssaifTe TOBA JICKAPCTBO C/IE/ CPOKA HA FOJHOCT, OTGE/IA3aH BHPXY KaPTOHCHATA ONAKkOBKa H
eTskera Ha GyTunxara cnen ,.Topen 70:“. CpoKET Ha NOAHOCT OTTOBApA Ha MOCICAHHA ACH OT TNOCOYCHRA
Mecen. '

CpoE B FOAHOCT Ciie] ITEPROHAYANHO OTBapaue Ba Syrukara — 6 Mecenia. Canen oTBAPAHE Aa He C&
cexpansBa Hax 25 °C.

He msxpnpnaiite nexapcTeara B kaganusamasTa. [lorwralite Bammia GdapMaLIeBT KAK /A H3XBBPJIATS
NeKapcTBaTa, KOMTO Beve He H3NosBaTe. TesHd MepKH e CIIOMOTHAT 33 OTIA3BAHE HA OKO/IHATA Cpeaa.

6. CraLpRanie HA ONAKOBKATA K AOWLAHHTEIRA HEPOPMANHI
Kaxno coappma Cab Camnnexe

- AKTHBHO BEHICCTBO: CHMETHKOR (METHKOH 35(-CHIIMKOH NHOKCHA B CHOTHOINCHHE 92,5:1,5)

1 ml (npa6in. 25 KaNKs) OT NEPOPANHATA CyclieHIuA ChABPHkE 69,19 mg cHMeTHKOH (auMeTHROH
350—cHnHkoH JHOKCH] B ChOTHOmMeHHE 92,5:7,5).

- JIpyre cbcTaBkh: kapGomep 974; THMOHEHA KUCETHHA, MOHOXHIPAT,
METHWIXHAPOKCRIIPOMLILETY/IO38; HATPHEB IATPaT, Ge3poAeH; HATPHEB 6emsoat (E 211); HaTpreB
IHMKNaMaT; MaKporoi creapin erep (Ph.Eur.), 3axapuH BaTpui, copOHHOBA KHCETHHA (Ph.Eur.),
mamaHoB apomat H&R 60373 (chaspa etaton), BaHRIIOB apomar 200817, mpewncrena Boaa.

Kak mirnexaa Caf CuManeRc B KAKBO CHIBPKA ONAKOBKATA

Cab Cumiiexc e Gana 10 cupo-6a1a emyncus B 30 ml cTekiena GyTHIKA C LBAT Kex/uGap, ¢ KANAYKA HA
BHHT H KAIKOMED.

IipuTemaTe] HA pA3pemenneTo 3a ynorpeda
" PFIZER EUROPE MA EEIG

Boulevard de la Plaine 17
1050 Bruxelles
Benrna

HpomssoxuTen




Delpharm Orleans

5 avenue de Concyr
45071 Orleans Cedex 2
Dpantius

lla'ra HA NOCACAHO NPepIIrNeXAAHe HA JIHCTOBKATS;




