| N3MLAHUTENHA ATEHLNA O NEKAPCTBATA
Jucmobixa - lpuroxenue 2 39 l7

A0 BLO

KoM P2, NE v Zovrirrsmnsmerenimenimnmsonssscn s sssess oo e
L6/ /78] /74 S22 67
Pa e Ne Lo edcsiiveneens /A i
JincToBKka: undopManusl3a noTpeoHTENS 14 12. 18
QOgo6periue Ne ....._.._.._.__.3,,_....._..__..,...;’...:;_., ..... SR
CHHEKO/] 0,15% cupon

ByTaMHpaToR LHTpAT

SINECOD 0.15% syrup
Butamirate citrate

Ipo4ereTe BHEMATENHO AMATA JACTOBKA, IPEIH A2 3aN0MHETE 42 NPHEMATE TOBA JeKapCTBO,

Thil KATO TH ChALPXKa Baxkua 3a Bac andgopmanns.

Buwaru npHeMaiiTe ToBa TeKapcTBO TOUHO KAKTO € OMKCAHO B Ta3H JMHCTOBKA MM KakTo Bu e xazan

Bamaa nexap wima papManesT.

- 3amaseTe Ta3H NMCTOBKA. MoOXe 13 c¢ HANOXHM Ja A poYeTeTe OTHOBO.

- Ax0 ce Hy»KIaeTe 0T JOTBIIHHTE/IHA HHDOPMALHA HITH CHBET, NonHTalTe Banms ¢apmanesr.

- AKO NOJYYHTE HAKAKBH HEXENaHH PeakiiH, ysefoMere Bainmsa nexap win ¢papmanest. Toea
BKIIFOYBA ¥ BCHYKH Bb3MOXHH HEXKETdHR peaklHi, HeONMCAHH B TAa3H JTHCTOBKA. Brixre
ToqKa 4,

- Axo He ce 9yRcTBarTe 0-A00pe HIH CECTOAHHETO BH ce paomu, Tpa0Ba Aa NOThPCHTE
NEKAPCKA [IOMOLLL,

KakBo ChIbpaa Ta3H JACTOBKA

1 Kakso npencrannasa CUHEKOJ 0,15% cupon u 3a kakBo e H3T0I3Ba
2 Kakso Tpabpa jia 3Haete, npequ Aa npuemere CUHEKOJ 0.15% cupon
3 Kak na npuemare CUHEKO/ 0,15% cupon

4. BraMoxKHH HekeTaHA Deakiui

5 Kak na cexpanssare CHHEKO/ 0,15% cupon

6 CobanpikaHHe Ha ONAKOBKaTa H NONBIIHHTENHA HHPOpMALHA

1. Kaxpo opegcrapaspa CHHEKOJ 0,15% cHpom H 32 KAKBO Ce H3O0I3BA

CHUHEKO/ 0,15% cHpon chrbp#a aKTHRHOTO BellecTBO 6y raMHpaTOB LUTPAT, KOETO MPAHAUIEHKH
KBbM I'DyIaTa NeKapcTBeHH CPEICTBA 33 MOTHCKAHE HA KANUIHLIATA.

CHHEKO/ 0,15% cHpon ce H3N0J13Ba 32 CHMIITOMATHYHO JIEYeHNE Ha KalUIALA OT padiuieH
TPOH3XOA.

2. Kaxeo Tpalea na sHaere, HpedH Ja npuemere CHHEKO/J 0,15% crpon

He npuemaiire CHHEKOJ 0,15% capon
*  aKO CTe aNeprHyHy KoM OyTaMHPATOB IHTPAT HNH KbM HIKOS OT OCTAHANHTE CHCTABKH Ha
TOBA JIEKapcTRO (M30poeHn B TOYKa 6 H Kpad Ha TOUka 2),

IEpeaynpexaeHHs H NpeARa3HE MEPKH
Iosopere ¢ Bamus nexap wmM gapManesr, npeau fa wsnonseate CUHEKO]T 0,15% cupo.

He npuematite eTHOBpeMEHHO ¢ OpYTH OTXPATBAINH JEKAPCTBA.
Koncynmupaiite ce ¢ Bammms nekap ako CHMITOMHTE NPOABIDKABAT HITH He ¢& TIofo0paT.

JApyra dexapersa # CHHEKO/[ 0,15% capon
H36arsaiite ennoBpeMenHaTa ynotpeba ¢ Jpyri NPOTHBOKAULUIHIHHE CPEACTBA, 3all0TO BIBa
JoBeje A0 3amepKane Ha GpoHxuaneH cexpet B npoboeere Bu. '
Wndopmupaiite Bamus nekap und dapManert, ako npEeMaTe, HACKOPo ¢Te npueMal
BFBE3MONHO Ja IIPHEMeTe APYTH NeKapCcTRa, BKIFOYMTENHO TeKapeTBa 6e3 mekapeko
HITH XPAHHTENHA A00aBKH.



BpeMeHHOCT H KbpMEHe
Axo cTe 6peMeHHa HIH KspMuTe, He n3nonieaiite CHHEKOJ 0,15% chpon, ocBeH ako He Bu e
npenopeuano ot Bamus nekap.

Hlogupane u paboTa ¢ MAINTAHE

B penxn cmyqau, CHHEKOJ]] 0,15% cupon Moxxe Jia HaMai OOUTeTHOCTTa NPH HsIKOH X0pa, B
CpaBHEHHE ¢ HOPMAITHOTO CECTOAHHE. AKO TOBA ce IposBH npH Bac, Tpa6Ba Ja ¢1e npeanainusy B
H3M0A3BAHETO HA TOBA 1€KapcTBO NpH modupane Wi paGota ¢ Mammiuu. Bameto gere Tpabea na
H305rBa KapaHeTo Ha BENOCHIIEN HIIH CKYTep B yIMIHOTO NBHXeHHE, Korato m3nomssa CHHEKOJ]
0,15% cupon.

Baxna undopManus 3a usicon or nomMomuure Bemecrsa B CHHEKON 0,15% cupon

Copb6uron (E 420): Tosa nekapcTeo cpabpxka 1420 mg copburon B 5 ml, KOUTO ca €KBHBAJICHTHH Ha
284 mg/ml. CopbaTonst € H3TOYHHUK Ha dpykToza. Axo Bamnar nexap Bu ¢ kazan, ye Bue unu
Bamlero zete mMare HeMOHOCHMOCT KbM HAKOH 3aXapd HIH BH ¢ nocraBena AHarHo3a HACIEACTBEHA
HEMOHOCHMOCT KBM QpyKTO3a, pAAKO reHeTHIHO 3a0oMn4BaHe, NPk KOSTO XOPaTa He MOTAT 13
pasrpaxgaT ppykro3ara, roropere ¢ Baius nekap npenn Bue ninn Bamiero HeTe Ja IpHEMETE WITH 13
Bu 6bae npunoxkeHo rosa nexapeTso. COpOHTOABT MOME A2 NPAIHHHE CTOMANTHO-YPEBHO
HepasnookeHre | cnabo uipaseHo ciafATeHo JAclicTRHEE.

Eranom: ToBa exapctso chabpxka 11.88 mg ankoxon {(eTaHom) B 5 ml, K0€TO € eKBHBANCHTHO Ha 2.38
mg/ml. KonuuecTsoTo B €MHA 1034 OT TOBA JIEKAPCTBO ¢ ekBuBaieHTHO Ha 0.03 ml 6upa wmi 0.12 ml
BHHO. MalKoTO KONIMYecTBO aIKOXOJ B TOBA JIEKapCTBO HAMA Jia HMa HAKABH 3a0eMeKHMA eexTH.
Harpuii: Tosa nekapcTro ChAbpxKa o-Manko oT 1 mmol BaTphii (23 mg) Ha K034, T.€. MOXE Ja €&
Kaxe, 4¢ MPaKTHIECKH He ChABDIKA HATPHIL.

3 Kax ga npuemare CHHEKO/ 0,15% cupon

Bunars nprematite ToBa IEKAPCTBO TOYHO KAakTO BH e kaszan Bamuat nexap A QapManent. AKO He
CTe CHI'YPHH B Helllo, nonuTaiite Bannia nexkap mwid ¢apManesT.

He npuemaiite CHHEKO]| 0,15% cupon moBede ot efHa ceamuna 6e3 Ja ce IochbBeTBaTe ¢ Bammid
JieKap.

Ilpinaraifre nali-HucKaTa 103a 3a AedeHde Ha cuMirTomute | manonssaiite CHHEKOJ 0,15% cupon
33 Hal-KpaThK MepHO Ha JIedeHHe.

Jena ot 3 roguau go 6 roxuan — 5 ml, 3 TLTH AHEBHO,
Jena ot 6 roguun a0 12 ronudu - 10 ml, 3 TBTH AHEBHO;
IOnomu Han 12 rogaau: 15 ml, 3 TeTH AHEBHO,
Beapactan — 15 ml, 4 meTH AHEBHO.

H3muBaliTe ¥ moAcylaBaliTe MepHTENHATA Jallika cliefl BCAka yrorpeba ot Bac MM Apyr# Xopa.

AKo cTre npHean nopede ot HeobxonamaTa noza CHHEKOJ 0,15% capon

Ipenosupane cs¢ CHHEKOJ, 0,15% cupon Moxe Aa peIM3BHAKA CIEIHUTE CHMIITOMH: ChHIHMBOCT,
rajicHe, NOBphIaHe, THAPHA, 3AMASHOCT H HUCKO KPBBHO HANATaHE.

AKO CTe TIpHeNTH ToBeYe 0T HeoGXoAMMaTa 1032 OT TOBA TIEKApCTBO, KOHCYNTHpaHTe ce HesabapHo ¢
Bamms nexap.

4, Bh3MOKHE HeXeJAHH PeAKIHA

Kakro BcHdky ekapcTia, TORA IEKAPCTRO MOMKE J1a peIH3BHKA HEXENAHH pea
BCEKH ' IOJIYYABa.




ClegHHATe HeXeIAHH PeaKIMIH MOTAT A ¢ NOSBHAT B PEAKH caydad (mozam da saceznam 0o I na
10000 uosexa)

CrENHBOCT, CHPOALIM KoXHH 0OPHBH, rajicHe H THApHS.

Tesu HexenaHy peakH TpaGBa Aa M3YE3HAT ek HAMANABAHE Ha 103aTa HIIH CIIHPAHE Ha
JeYeHHETO.

Crnofmanane Ha HOREIAAN PEAKITAR

AKO TIOIy4ATe HAKAKBH HeXKeNAHH JeKapcTBEHH peaki{iH, yBegoMere Banus nexap Hid apmMarniesr.
ToBa BK/IIOYBA BCHUKH Bb3MOXHH, HEOMHCAHH B TA3H JHCTOBKA HeXellaHH peakuyd. Moxere ¢bmo
Jia croOIMTE HEXENAHH PeaKiUH AHPEKTHO Ype3 HAHOHATHATA CHCTEMA 32 ChobIIABAHE B
Bearapus:

HMamrsnnuTenna areHiys mo IeKapeTpaTa,
V.  Jaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 3903417

Vebcalit: www.bda.bg

Karo crobuiaBare HeXeNanH peaxiliy, MOYKeTe Ja JaJIeTe CBOA MPHHOC 34 NoNyYaBaHe Ha mopede
HHbOpMaLHA OTHOCHO §e30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kax na cuxpanasate CHHEKOJ 0,15% cupon

Ja ce cbXpangea HA MECTO, HEAOCTHLITHO 34 Jiena.

He usnomsaiite CHHEKOJ 0,15% cupon ciien cpoka Ha FOTHOCT 0TOeNA3aH BEpXY KAPTOHEHATa
OMaKOBKA.

CpOKEBT Ha TOOHOCT OTTOBapA Ha MOCIEAHM IEH OT MOCOYEHHA Mecell.

Coxpangsatite B OpHIMHAIHATA OTAKOBKA.

He u3xebpnsiiTe neKkapeTeara B KaHATH3AHATA WIH B KOHTeHHepa 33 AOMAIIHY OTHANBII.
Iormraiite Bammsa ¢apManerT Kak Ja A3XRBDIATE IEKAPCTBATA, KOWTO Bede HE H3MOM3Rate. Teau
MEpPKH IN¢ CIIOMOPHAT 3a Ona3eaHe Ha OKQJIHATA CpeXa.

Hukora He BpbInaiiTe OCTaHAIMA B MEPHTEITHATA YaiNKa JIEKAPCTBEH HPOAYKT o0paTHO B SyTHNKaTa.
Hsaxewpnere npassara OyTHIKa H MepHTENHA YalIKa BHMMATE/IHO, B KOHTEHHED 3a OTIIaIbIH,
BEpHeTe KONMMYECTBATA HEHIMON3BAH CHPOIT HITH TaKBB ¢ M3TEKHI CPOK Ha MOZHOCT, 3a¢1HO ©
MepyTenHaTa aumka ia Bamug dhapmanesrt, 3a Aa Ob1e yHUIGOKeH Oe30MMacHo.

6. Cranpikanne Ha ONAKOBKATA M AONBLIHATENHA HEQOpMADHA

Kakso chappxa CHHEKOJ 0,15% capon

AKTHBHOTO BelllecTBO € 6yTaMHpaToB UTpAT.

HApyrute ¢bheTasku (TOMOLIHYA BEIIECTBa) ca: PasTBOP Ha copOuTon 70 % w/w, rIANepo, 3axapHH
HaTph#, GeH30eHa KACSITHHA, BAHIWIMH, HATPHEB XHAPOKCHA 30 % w/w, eTanon 96 % v/v, IpedncTeHa
BOZA.

Kaxk maraexaa CHHEKOJ 0,15% cHpon M KaKBO chbIBPXK: OMAKOBKATA
CHHEKO/] ce npeznara nox ¢opMaTa Ha nepopanHy KankH, pasTeop, CHpoI i TabneT:
YIBIKEHO OCBOOQKIABAHE.,

CHHEKOJ 0,15% cupon e GHCTHP, Oe3lBeTeH, ¢ apoMaT Ha BaHHIHSA, CIAThK M JT
PasnpocTpansea ce BEB (pakoH OT TBMHO CTBKJIO, C KAN44Ka ChC 3alHTa OT AL
NONHUIIPONHNEHOBA MEPHTEIHA YallKa, rpagyHpana ¢ 2,5 ml, 5 ml, 10 ml, 15 ml
Kanaukara. '




Onaxoska: 200 ml.
IpurexaTen HA paipemenueta 3a yooTpefa U npodisoxnTen

Iputesxaren na palpemcHneTo 33 ynorpeda:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Upnanmas

Dpomspoguren:

GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen,
l'epmaHus

3a poreNHATENHA HAQOPMANMS OTHOCHQ TO3H JIEKAPCTBEH IPOKYKT, MOJA CBBPIKETE CE C NOKaNHHS
NpeJIcTaBUTEN Ha MPHTexaTeld Ha paspelieHACTO 3a ynorpeba:

GlaxoSmithKline Consumer Healthcare, Ten.02/953-10-34

JiaTa Ha NociienHo NpepasraekagHe Ha TECTOBKATA
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