JincroBka: undopmanus 3a norpeburens

Cab Camnuitexc 69,19 mg/ml nepopanna cycneHiust
Sab Simplex 69,19 mg/mli oral suspension

CUMETUKOH (simethicone)

IIpoueTeTe BHUMATEIHO USATA JINCTOBKA, PeIX AA 3ANOYHETE JA IPHEMATE TOBA JTeKAPCTBO, Thil
KATO TH ChALPAKE BAXKHA 32 Bac nndopmanusn.

BuHarv npuemaitre Topa NeKapcTso, TOYHO KAKTO € ONMWCAHO B TA3W THCTOBKA Wi KakTo By e Ka3an

Bawuat nekap unu GpapmanesT.

~ 3anasere Ta3u 1ucToBka. Moxe fa ce HanoXu 21a 5 NPOYETETE OTHOBO,

~ AKO ce RyXJaeTe OT ZOMBIHHTETHA UHGOPMALMA Kt ChBeT, monuTaite Bauus thapMalieet.

— AKO TonyuuTe HAKAKBH HEXKENaHu peakuuH, yseaomere Baums nekap unu dapmauent. Toea BKIIOMBA W
BCHYKH Bb3MOXHU HEXENdHW peakudy, HEONMCAHU B Ta3H NMUCTOBKA. BukTe Touka 4.

— - AKO CNe1 eluH EH He ce YYBCTBATE No-4o6pe Wit CheTosHueTo Bu ce Bnoumy, TpAbBa 13 MOTHPCHTE -
NEKaPCKa NOMOILL.

H3I’IU!HHTE}'IHA AMEH IJMH l'IO SIEKAPCTBATA

KakBo chOBpRKA TA3H JHCTOBKA®
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6.  CoabpxaHue Ha OTIAKOBKATA W DOMLIHHTENHA URPOPMALHK

1. Kaxso npeacraBagrsa Ca6é CumMiuiekc 1 33 KaKBO ce H3M0/13Ba

Cab CuMriekc € nexapcTso - pa3TBOp 32 NPUEMAHE TIPe3 YCTaTa - 32 JIEUEHHE Ha PYHKIMOHAHA
HapyUuleHHs Ha CTOMaIHO-4peBHUA TPpakT. CHUMETHKOH ~ aKTHUBHOTO BelecTBo B Cab CumMrnnekc, €
OBBHPXHOCTHOAKTUBHO BELIECTBO ([ICHOOTCTPAHABANLO BELECTBO), KOETO MOXKeE J1a pa3TBaps NpeKOMepHUTe
HaTPYTIBAHUA HA BB3XYX ¥ Ta3 B CTOMALIHO-IPEBHNS TPAKT.

Caﬁ CuMnnekc ce HIrnon3sa:

= 33 CUMITTOMATHYHO IEYeHWE Ha CBBP3aHU ¢ I0BULIEHO 00pa3yBaHe W HATPYNBAHE HA ra308e B
CTOMAWHO-YPEBHHA TPAKT CHMITTOMH, KaTO MOMAYBAHE, TYBCTBO 32 TEXECT U HaNpeXeHHWe B ropHarTa
YACT HA KOPEMA,

= Npw ycuneHo ofpasynaHe Ha ra3oBe Cllell XUPYPrHYHH HHTEPBEHIINE;

- TIPH TUOATOTOBKa 32 AHAMHOCTHYHU U3CNIEABAHKS B KopeMHaTa obnact (pentreHorpadus, exorpadus)
H NIpU NOATOTOBKA 33 racTpolyocnerockonuns (oOpa3Ho u3CneIBaHe HA CTOMaxa v
JBaHaqEeCETONPbhETHUKA);

~  TIpH OTPaBRHE ¢ TEYHH MUELLH TTPEnapaTH.

2, Kakno rpsiOBa na 3naere, npeau aa npuemMete Cab CumMniaekc
He npuemaiite Caé Cumniexc

-  axo Bue wau BatmeTo fete cTe anepruusu KbM CUMETUKOH Ut KbM HAKOA OT OCTAHANHTE ChCTABKH
Ha TOBa NleKapcTBO (#30poenn B Touka 6).

IIpeaynpexaeans v ApeINasHU MePKH
AKO UMATE HACKOPO NQKBUA C& WK NPOABIKUTENIEH, KaKTO M YCHNBALL C& KopeMe
Ja GOCETHTE JIeKap, 3a [a C€ YCTAHOBH MPUYMHATA 3a JUCKOMOPTA H 10 BH3MOMCHO
noanexauioro 3abonasane, H3UCKBALLO EYEHHUE,



Jpyrn ntexaperea u Cab Camuanexc
Tpabsa na kaxete na Bawus nexap unn ¢apmauesT, ako Bue nnn Baweto Aete npuemMare, RAaCKOpo CTe
TPHEMANH WNH € BBIMOKHO [la TIpHeMaTte JpyTru Nexapersa. -

[To-koHkpeTHO, TpaOBa A2 wadOpMupare Bawus nexap win gapmauest, ako Bue uan Bawero nete
IPUEMATE HAKOU OT CAeAHUTE:

. NEBOTUPOKCUH (IEKAPCTBO 34 NEYEHUEe Ha NOHUKEHa aKTHBHOCT Ha IWTOBHAHATA XNesa
[xunoTapeonnaLm]).

Toit kato Cab Cummnnekc Moske qa nosnuse newenmero Bu ¢ NIEBOTHPOKCHH, TP0BA 14 H34aAKATE MIOHE
4 yaca Memy pyeMa Ha Te3u JIEKAPCTBRa.

Epemennocr, KbpMete it pepraanrer
Hima nokalarencrsa, KOUTO Orpauuyapar npuema ua Cab Cumnnexe [0 BpeMe Ha 6pemeuu0c*r H KbpMEHE.,

lllopupane u pafora ¢ MamuuK |
Cab Cumnitexc He nosnusBa cnocoGHOCTTa 3a modupare U paboTa ¢ MALTHHH.

Cab Camniekc chabpka HaTpUeB Gen3oaT, aaKoxoa (eTan0J) M HAaTpHil

ToBa nekapcTso cbanpska | mg uarpues Gexsoat BB Beeku 1 ml (mpubn. 25 kankn). Hatpuesnat Genzoar
MOXe 1a NOBULIIN HMBATA HA BEUIECTBO, HapedeHo Humipybur. Bucokure Husa nva Gumupy6un Morat aa
AOBEAAT 10 XLATSHULA (MOXKBNTABAHE HA KOMKATA ¥ OUUTE), KAKTO H A0 MO3BYHO YBPEXKOaHe
(enuedanonaTha) npu HOBOPOLEHWUTE (HA BB3PACT 10 4 ceAMHUUM). AKO HoBOpojeHo 6ebe wiu 6ebe Ha
BB3PACT MoA 1 roguHa pa3BHe CHMITOMU Ha XBATEHUUA (MOXXBRTABAHE HA KOXKATA ¥ OUNTe), TOrasa
peyCTaHOBETE YTIOTpeOaTa Ha TOBA IEKAapCTBO He3abaBHO U ce KOHCYNTUpaiite ¢ Bamms nekap umu
¢apmaiienT.

Beexku | ml (npudn. 25 xanku) ot ToBa NekapcTBo cuabpka 0,18 mg ankoxon (eTaHoN) B MATMHOB apOMaT.
KonuuecTsoTo ankoxomn 8bB Bcekl | ml OT ToBa NIeKkapcTBO € eKBUBANEHTHO Ha no-Majiko ot | ml Gupa unu
| ml Buro. MankoTo xonu4ecTBo ankoxon B TOBA NEKAPCTBO HAMA A4 MMa HAKakBU 3a0enexuMi edexTu.

Beska 30 ml 6yTunka ot ToBa nekapcTBo chabpka 92,1 mg HaTpwil (OCHOBHA CBHCTaBKa Ha |
roteapckara/tpanestara con). Beexu 1 ml (npu6n. 25 kanxu) ot Tosa nekapeTso cuabpxa 3,07 mg natpui.
Tosa e exBupanenTHo Ha 0,14% OT npenopbUNTENHUA MAKCUMANEH QHEBEH MPUEM Ha HATPU 33 Bb3PacTeH.

3abenexka
Cab Cumnnexc e noaxozsin 3a quabeTUUH, Thil KATO He ChABPKA BLINEXUIPATH.

3. Kak na npuemare Cab Cumritekc

Bwuuaru npreMaiite ToBa NeKapcTBO, TOMHO KAKTO € OMKHCAHO B TA3M NHCTOBKA WNH xKaKTo B e Ka3zan
Bamuar nexap wnm gapmauest. AKO He CTe CHTYPHH B Helo, nonuTaitte Batus nekap unut gapMalesnt.

Pazknarere gobpe Oytunkara npeaur ynotpeba!
3a mosupane Ha xankure, 00bpHeTe OYTHNKATA € BBPXA HAJONY W NEKC NoTynaiiTe ALHOTO # C MPBET. AKO
RbpkuTe OyTHAKATA IO BIBA, CKOPOCTTA HA KareHe e HaMaee.

Ocsen ako He Bu e kaszado Apyro ot Bawua nexap, npenopbuyMTeNnHaTa 1034 €, KAKTO CNe/Ba:

¢ [lpu cToMallo-YpeBRM OMIAKBAHUA NOPAly NOBHILEHO 00D
CTOMALLHO-YPeBHUA TPAKT (MOBULUEHO OTAENAHE HA FA30B€E, NORYBAHE);

Hosopodernu, xopmavema y deya (na svipacm < 6 200unii).
Hosara tpabsa aa 6bae npueMana ot 4 10 6 MbTH HA JeH, T.€. Ha BCeku 4 1o 6 yaca.




Ilpwn peua na BB3pacT ot 12 Meceua A0 < 6 roAUHY MHTEPBATLT MEKAY OTACNHUTE J031 MOKE Ja Ce CKBLCH.
He Tpabpa za ce HagBumasa MakcuManuata HeBHA 1034,

BripacroBa rpyia | Eaunu4Ha po3a Makcumanana JHeBHA
| A03MPOBKA
Hoeopoaenu 10 kanku (0,4 ml) 4 x 10 xanku (1,6 ml)
Kbpmadera (> 4 ceamuum 1o <12 meceua) | 15 kamxu (0,6 ml) 6 x 15 xanku (3,6 ml)
Jeua (>12 meceua a0 < 6 roguHm) 15 kanxu (0,6 ml) 23 x 15 kanku (14 ml)

Cab CuMnaeke cbabLpKa KOHCEepPBaHTA HATPHER GeH30aT.

Cab Cumrinexc Moxe z1a 6b1€ J06aBSH B WIUILETO HA KbPMAYETATa, KOWTO CE XPAHAT ¢ onbepoun. JlecHo ce
CMeCBa ¢ JpyrH TEYHOCTH, HATP. ¢ MISKO.

Cab CuMmnexke Moxe ¢Bio A3 Oble AaBal ¢ Majika JThKHYIKA Tipedu KbpMeHe/XpaHeHe.

Yrnotpebata na Cab Cumnnekc Npu HeOHOCEHH AEUA HE € MPeTopbHUTETHA.

[Mpu neua ua B'I:BpﬂCT oT 12 meceua no < 6 roguun Cad Cumrmneke ce npuema no BPEME WITR CAIE/| XpaHeHe,
KaKTO ¥ peiu ChbH, ako e HeoDX0AUMO.

deya (> 6 200unu do < 18 200unu} u av3pacmuu.

Hosatra Tpabsa na 6bae npuemana ot 4 Ao 6 MHTH Ha IeH, T.€. Ha BCekH 4 J10 6 Haca. AKo e Heoﬁxonumo
UHTEPBANDLT MEXAY OTAENHUTE BO3U MOXE Na Ce CKhCH.

Cab CuMrutexc ce npuema 10 BpeMe WM CNE XpaHeHe, KAKTO W iPeAU ChbH, aKo € HeoGXoxumo.

[Ipenopvantrenna fosa:
Heua (> 6 ronuuu ao < 18 roguuu): 20 a0 30 kanka (0,8 a0 1,2 ml)
Be3pactau: 30 no 45 kanxu (1,2 7o 1,8 ml)

[punoxennero npu cnepHurte nokazauus (penrredorpadus, exorpadua, HAOCKONUSA, OTPABAHE C TEUHU
MUIEUH CPEICTBA) Ce OChIIeCTBABA Hali-NTeCHO, aKO KAMKOMEPE®T ce MpeMaxHe oT 6yTuniara.

* [ToAToToBKa 34 IMATHOCTHYHH M3CNeJBaHUS B KOpeMHaTa 00nacT:

» Pentrerorpadus — 3 10 6 yaenu muuum (15 go 30 ml) sBeuepra npeau LeHs HA RICAEABAHETO.

» Exorpadus — 3 waenn mexuuum (15 ml) seuepra npean uscnegsaseto u 3 yaeHu nuxamw (15 ml)
npubIH3InTENHO 3 Haca Mpeay exXorpadickoTo HIcHeaBaHe.

» EHpockonus — npepu nposexaaHe Ha eHA0CKONCKOTO u3cneasaqe 1/2 no | waeka nwxuua (2,5 a0
5 ml). Axo e HeoOxoaUMO, TI0 BpeMe Ha U3CTIE/IBAHETO MOrAT f4 ce Janar Hakonko mumummtpa Cab
Cumnnekc npes enAocKonckara tpua.

® Llpu oTpaBaxe ¢ MUEILH TpEenaparu:

Ilpu oTpaBsaHe c MUEIIHN TIPETIAPATH [034TA 3ABKUCH OT TEXECTTA HAa OTPABANETO. MunuManuara
[penopbpuUTeNHa Ao3a e 1 yaena nmbxuua (5 ml) Cab Cumnnexc.

IIpoaLJUKHTEAHOCT Ha ynoTpeba
[MponenxkuTenHocTTa Ha Nnpunoxkerneto Ha Cab Cumanekc 3aBHCH OT pa3sBRTUETO HA ONNaKBaBUATA. m
CUMNTOMHUTE HE OTIUYMABAT HIU CE BIIOIIaBar, TpAOBa Aa ce KOHCYNTHpate ¢ Bamus nekap

AKo cre npuean noseye oT HeobxoaumaTa g03a Cab Cumiuiexe ;o
AKTHBHOTO BeIecTso Ha Cab CHMINeKe — CHMETHKOH, pa3TBaps MAHATA B CTOMAIUHO-Y nmm TpaKT n -
YHCTO PHUIWUECH HAYWH, Thif KATO € HAlL/IHO WHEPTHO OT XHMHUYHA U 6Honomtma reaHajy crtma He ca -

HaOnwozasaKu HexkenaHu peakUnK npyu npeaosupane cwve Cab Camnnexc. \ |

i
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AKO cTe npomycHaau aa npuemere Ca6 Cumnnexc
Tpoxemxere na npreMate NekapcTBOTO MO HAYMHA, ONMCAH B yKa3aHUATA 38 A03HPAHE.

Ako cre cnpenu npueMa Ha Ca6 Cumnaerc
B TaknB Ciydait cuMnitomMute Bu Morar fa ce MOSBAT OTHOBO.

AKO MMATE HAKAKBR JIOMLIHHTENHU BLIIPOCH, CBLP3aKH ¢ ynoTpebara Ha ToBa NeKapeTBo, NonuTanTe
Bainus nexap unu gapMauesT.

4. BBIMOKHHA HeXKeJaHH peaKkuHu

He ca HabmoznapaHK Hexenanu peakuuu, cBbp3auu ¢ ynotpebara va Cab Cumnnexc.

Crobmasane Ha HeXeJaaHU peaKiIuH | -

AKO MOJTYHHTE HAKAKBU HEXKETIaHW JIEKAPCTBEHY peakuuy, yseaomere Bawus texap, dapMauesT unu
MERULIAHCKA CecTpd. ToBa BK/MO4BA BCHYKH BE3MOKHE HEOMUCAHH B Ta3H TWMCTOBKA HEXENIaHW PeaKumnH.
ModxkeTe ¢b1i10 fa CHOOLINTE HeXENann peakuuu TRPeKTHO Ype3 U3NbAHWTENHA areHUNS [0 IeKapcTsaTa,
yn. ,Jlamau T'pyes” Ne 8, 1303 Codus , en.: +359 2 8903417, yebeaiit: www.bda.bg. Kato crobmasare

HEXCNAHW pLaKIHA, MOXKETE 1a NaeTe CBOA TPUHOC 3a MOMyUaBaHe Ha NoBeue HHPOPMauuA OTHOCHO
De3onacHocTTa HAa TOBA NEKApPCTRO.

5.  Kak pa chxpanasare Ca6 Cumniexc
Ha ce cbXpanaBa Ha MACTO, HEIOCTHIIHO 32 Aeua.

He u3non3naiite TOBa NEKapcTBO Cliell Cpoka Ha FOJHOCT, 0T6eNs3aH BLPXY KAPTOHEHATA ONaKoBKa W
€TUKeTa Ha OyTuniara cnes ,,l'ofen 10:*. CpOKsT Ha FORHOCT OTTOBAPS HA MOCNEAHMA AEH OT MOCOYEHNS
Mecel,.

Cpok Ha roaHOCT clief bPBOHaUANHO OTBapAHE HA OyTunkaTa ~ 6 Meceua. Cnen oTBApAHE 1A HE ce
chxpaHgBa Hag 25 °C.

He usxsbpnsiite nekapcreara B kaHanu3auusta. [Tonutaitte Bawns ¢papmauest kak a U3XbpnsTe
NIEKapCTBATA, KOUTO BEUE HE H3NON3BatTe. [e3u Mepkyt 1e CIOMOTHAT 3a ONa3BaHe Ha OKOMHATA cpeja.

6. CopabpikaHHe HA ONAKOBKATA M AONMLJAHHTEAHA HHGOpMaLMs
Kakpo ceanpxa Cab Cumnnexc

- AKTHBHO BEILIECTBO; CUMETUKOH (INMeTHKOH 3S0-CHITMKOH JHOKCH B choTHOWeEHuUe 92,5:7,5)

1 ml (mpubn. 25 xankw) oT NepopanHarta cycneH3ua CbIbpka 69,19 mg cuMeTHKOH (IUMETHKOH
350—cHnUKOH JNOKCKI B chOoTHOLeHuE 92,5:7,5).

- HApytu cheTaBki: kapOomep 974; muMoHeHa KUCENHHA, MOHOXHAPAT;
METHJIXHAPOKCUTIPOTMITIIENY1032; HATpUeB LMTPaT, Se3sozes; HaTpues Gemsoat (E 21 l) HATpUEB
WHKnaMar; Makporon creapun etep (Ph.Eur.), 3axapun Hatpmii, copburosa kucenuna (Ph.Eur.),
mManuHoB apoMaT H&R 60373 (coiabpika eranon), Banunos apomar 200817, npeqHCTEH _Boﬂa...

Kar narnexna Cad CHMninexe H KaKBO ChABPKA OAKOBKATA

Cab Cumnnexc e 6ana 2o cuBo-04na emyncus 8 30 ml cTbinena Syrunka ¢ ussT ke
BHHT ¥ KakoOMep.




Opurexaren Ha paspeiwieHHETo 3a ynorpeta
PFIZER EUROPE MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

benrus

Ilpou3zsoauren
Delpharm Orleans
5 avenue de Concyr

45071 Orleans Cedex 2
Opanyns

AaTa Ha NocReaHO Mpepasriekaane Ha JUCTOBKATA;




