
KPATKA XAPAKTEPI4CTI{KA }IA TIPONYKTA

1. I4ME HA JIEKAPCTBEHILfl IIPOAYKT

HUMEXCOUGH Child ren 2 gll0Dml syrup
XIOMEKCKO(D:a {eqa 2 gllD0mt cupor

2. KAIIECTBEH I4 KON{qECTBEH CbCTAB

3a 100 ml :
Kap6oqucrenn (Carboci steine)

EAua Ao:a (5 ml I MepLIreJIHa varuxa) cbAlpx€ cbAlpxa I 00 mg rcap6oqncre urt u | .9 g 3axapo3a.

3a nrruus crrr{c6K Ha noMoruHzTe Beruecrsa. s)rc. 6.1.

3. JIEKAPCTBEHA OOPMA

Cupon.

4. KJII4HI,IIIHI{ AAIilM

4.1 TepauenrnqHrrrroKa3aHrrfl

Karo gonuIHI4TeJIHo JreqeHue npH HaplaleHar B o6paayeaHero H orAeJrsHero ua 6poHxualHara
ceKpeIIHt rlpll ocrbp 6ponxzr u o6ocrp*rHJr Ha xpoHrrvHn 6elo4po6nz sa6or flBa;p1]gls.

4.2 .{o:uponrca rl Harrrru Ha rrprrJrorceurre

3a nepopanHo npzno)KeHue.

O6nqafina Aoea:
E4na uepureJrHa r{aurKa (5 ml) cbAbpxa 100 mg nap6oqncrenu.
.Aerla HaA S-roqunn: 5 ml e Mepr.rreJrHa qarlKa - 3 nrru AHeBHo.
.Aerla or 2 4o S-rognun: 5 ml n uepureJrHa rralrKa - 2 nanuAHeBHo.

flpo4yrmr He rpr6na Aa ce rprurara rrpu Aerla rroA 2 roguuu.

flpogutxureJlHocrra Ha JleqeHlrero rp.a6aa Aa 6r$e KparKa la HHKora Aa He HaAXBrpnr 5 4nn.

4.3 [pornnonoKa3anrq

Cnprx'ryncrBlrreJlHocr KbM aKTHBHoro BeqecrBo I{Jrr{ KbM HrIKoe or noMorllHure BeruecrBa.
Bporrxnanua acrMa.
Marxv aeqa (uoA 2 roawnna nr:pacr) (nx. rourca 4.4)

4.4 Cneqnalnn [peAyrrpexcAenrrfl lr rpeArra3nrr MepKn npu ynorpe6a

- [a ce rrpHJrara BHHMareJrHo npn Jrhrra c flenrnqHa {38a.
- H-rivra JrorI4Ka 4a ce rcoru6uHvpa MyKoJrHTuqHo cpeAcrBo c rlporltBoKallrJrlrr{Ho cpeAcrBo u/unn c
rrpoAyt(T, rpeAHa3HaqeH 3a HaMar.fBaHe ua 6ponxualHara ceKpequr (arponnuonoAo6nu npo4yxrra).
- flpn npuno)KeHpre Ha graa6eruqu Aa ce HMa rrpeABlrg, .re 5ml capor cbAbp)Ka 1.9g saxapo:a.
- He'rpa6ea Aa ce nprlrrara npr4 Aerra roA 2 ro1unu.

I/I 3 II bji H L{TEN }iA ATEHUNR NO fl EKAPCTBATA
KpamKa xapaKmepucmuxa ua npogyxrna -
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flopa4ra orpaHuqeHnq KararlHTer 3a ApeHlrpaHe Ha 6ponxuaruuq ceKper, AT,nxarq ce Ha
cneqrz$uuuara $usuolofrrr Ha AHxareJrHHTe nr,Tr4ula npHMaJrKH Aerla, MyKonr4Tr4r-lHTe Mofar Aa
AoBeAar 4o 6pouxuzulHa KoHfecrv' npv rsx. CleAoBareJrHo MyKOJTHTHUHTe He rpr6ra Aa ce
npunarar npr4 MzrJrKv 4er1a(rx roqKa 4.3 u 4.8).

4.5 B:auuo4eficrB[q c Apyru JreKapcrBenrr rrpoAyKTn r{ Apyrr{ r[opnrn Ha B3arrMoAeficrnne

Tosu npogyKT cbAbp)Ka xap6oqucreraH. ,{pyru JreKapcrBa Moxe cbilIo Aa c'bAbp}Kar roBa aKTprBHo
BeulecrBo. BHHMasafire Aa He xou6uHupare raKHBa JreKapcrBeHH rrpoAyKTr4, 3alrloro Mo)Ke Aa
HaAXBbpJrr,rTe ilpenopbqBaHHTe MaKcuMtLrI Hu Ao3rr.

4.6 Epeueuuocr rr KbpMeHe

BPEMEHHOCT
flpoyrnaHvtra Bbpxy )KHBorHr{ He ca noKa3ilrrfi TeparoreHeu e$exr. Karo ce nMa npeABr,rA
rvflrcarra Ha reparoreneu e$exr npn )rfl{BorHu, He ce or{aKBar 4eSerru B pur3BuTHero npu xopa.

.{o cera, BelrlecrBara, Korrro rrpeAH3BHKBar lran$opu?trvtBHr e{exru rtpl,t xopa ca noKzt3Buuru
TeparoreHeu eSexr npu x(lrBorHH rro BpeMe Ha 4o6pe npoBex(AaHn v3nHTBaHHl. Bbpxy ABa
)K}IBOTHHCKV BVIAA.

!o cera, B Krl,tHnrrHara npaKTr4Ka He ca cro6qeuv cnyqau crc cnequQuuHn naarQo pMa1otr lrnu

Qerorolccu.ruocr. fIpocJIeArBaHr4 ca o6a.re HeAocrarr,r{eH 6pofi 6peveuun xeHrr, [pueMaulu
rap6oqncrenn) 3a Aa ce H3KJIIoT{u HafIbJIHo Bc{KaKbB pHcK.

CleAorarerHo, Karo rlpeArra3Ha MrpKa, 3a npenop:bqBaHe e Aa ce Hs6crsa ynorpe6ara Ha
rcap6oqncrer.rH rro BpeMe ua 6peueuuocr, ocBeH aKo He e H{IJrexaula.

KbPMEHE

.{o cera HtMa HIIJIHLIHr raHlavt orHocHo npeMuHaBaHero Ha rcap6oqlrcreuH B KbpMara. Karo ce
HMa [peABHA HHcKara roKcHrlHocr Ha rcap6oqucreuH, rloreHllltzlrrHlrrr pHcK 3a KbpMaqera
z3rurexAa e He3Har{HTeJIeH. flopa4u roBa, JreqeHHero Mo)r(e Aa ce npeAnurrre Ha Kr,pMarrKH.

4.7 EQexrn Bbpxy cuoco6xocrra sa uroQnpane u pa6ora c MarrrrrHrr

He ca nponexAaHu rlpo) {BaHrdJr sa e$exrlrre Bbpxy cnoco6Hocr-ra sa uroQupaue n pa6ora c Marrrr.rHH.

4.8 HexcenannJreKapcrBerrnpeaKurrrr

Pncx or 6porrxualua KoHrecrnJr npH MirJrKr{ Aeqa (sx. ToqKa 4.3 u 4.4)
A-nepruvnu Ko)KHH peaKqHH Karo ilpypnryc, epuTeMaro3Ho r,r3pnBaHe, ypruKapas LI aHfvoeAeM.

Hexelanure peaKqI,II4, Hacrbnl4Jrlr no BpeMe Ha KJrrrHI{qHI,ITe IIpof{BaHUtwrt cro6rqenu crroHTaHHo,
ca npeAcraBeHn no-AoJry cbrJracHo clrcreMo-opraHHara ruacu$lrxaquq. TsxHara qecrora e
onpeAeJleHa Bb3 ocHoBa Ha cJreAHara KoHBeHrrHr: uecur (>l/100 ao < 1/10); Heuecru (>lll 000 ao<
1/100); peAKH (>1/10 000 ao < l/ l 000); MHoro peAKH (<1/10 000). B paMKHre Ha BcrKa cr.rcreMa
HexeJlaHure peaKIIt4H ca rrpeAcTaBeHV B HH3XOATTTI peA fro OTHOUTeHUe Ha TrXHaTa CeprrO3HOCT.

MedDRA 6a:a qannn Ha crrcreMo-opfaHnr.r KJracoBe

Crolraru no-qpeBHlr HapyureHr4t

Muoro peAKH (<l/10 000) fa4ene, I acrpaJrrvn, Etaapur

B clyrafi Ha He)KeJIaHu JIeKapcrBeHH peaKrrrru or crpaHa Ha xpaHocMuJrareJrHara cncreMa e
npenopbqHTenHo Aa ce HaMiuru Ao3aTa.
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4.9 Ilpego:upane

f ac'rpamua, ra IeHe, rroBpr,qaHe.

5. @APMAKOJIOTAIIHI4 CBOfrCTBA

5.1 @apuaro4nHaMrrqHrrcsoficrsa

MYKOJII4TI{IIHO CPETCTBO, ATC RO5CBO3

Kap6oqrzcrenn e uo4n$r4Karop or MyKoJrHTr{qeH Tun. Mexanugnarr Ha Aeftcreue ce ocbrrlecrB.rrBa B
reJlHara rba:a Ha nl4faBHrlara. Bepo.arHo noArroMara eKcrrercopauurra r{pe3 pa3KbcBaHe Ha
4HcynQra4unTe Bpb3Kr.r B rnloKonporeuHzTe.

Kap6oqacrenn e 6pouxu€LrrHo MyKonvruqHo cpeAcrBo, Koero noBJrr{rBa ceKperopHure Synxquz Ha
6pouxuamrara Jrr,rraBHrra Karo noBurxaBa clrHTe3ara Ha cu€uroMyuun. Tara ce flocrnra;

. HOpMZrnV3HpaHe H IrOBl4UlaBaHe eJTaCTktLIHOCTTa Ha MyKyCHHt CeKpeT, KOeTO Ca BTDKHO 3a
oTxpaqBaHeTo Ha IIaToJIoruqHr4Te ceKpeIIHu,

. Bs3craHoarna SyHxql4oHzulHoro cbcrorHze Ha 6porrxr.ra.nHl{g enHTeJI, Karo no ro3l4 naqun rofi
HMa Bb3MoxHocr Aa ceKperr.rpa HopMirneH MyKyceH 3arrIHTeH Su-nna, rcofiro Beqe He nperurrcrBa
TIHJTHapHOTO OTAer.fl He,

. vrMa rIporprBoBb3rItLIIureJIHo Aeftcrsue.

5.2 lDapnaarcoxrrHeruqHu ceoficrsa

Kap6oqracrenu 6lpso ce pesop6upa cneA rrepopaJrHo rrpktJrox(eHr,le. Maxclrualnu rrJra3MeHZ
KoHIIeFITparInu ce Ha6lroAaBar ABa qaca cJreA npuno)r(eHnero.
Kap6oqucreuH ce cBbp3Ba no-cneunanHo c 6ponxo-nynMoHapHara rbKaH.
flpo4yr<rrr ce eKcKperl,Ipa npeAHMHo c ypr4Hara B HenpoMeHeH BHA H nog Qoplaara Ha Msra6oruTz.

5.3 [pegxnunuqHrr AaHHrr sa 6e:ouacHocr

Hrua aasnu.

6. OAPMAIIEBTIIIIHI4 AAHHI4

6.1 Cuucrx Ha rroMorrlHrrre Be[recrBa

Harpuen Merrdn lapaxu,qpooxclr6eH:oar,
Pa:rrop Ha Harpr,reB xr4ApoKcr,rA (30 Yo m/m),
Aponaar Ha 6auau*,
IluuoHesa KLrceJrHHa MoHoxuApar,
3axapeH pa3TBop,
llpevucreua ro4a.

*Crcras Ha apoN{arlrgaropa (6auaH): vaoav,urr arlerar, r43oaMuJr aJrKoxoJr, u3oauurr6yrupar,u3oaMHJI
H3OBa.nepaT, eBfeHoJI

6.2 IlecrnuecrrrMocrrr

Henpuloxuuo

6.3 Cpox Ha roAHocr

3 roansu.



6.4 CneqnaJrHn ycJroBnfl Ha cbxpaHeu[e

.{a ce crxpalflBanpureMneparypa noa25" C

6.5 {aHnu 3a orraKoBKara

6.6

7.

8.

9.

Ey"'urrca or 125 ml (xa$*o crbrcrro rran III), ronuilponHJreHoBlr KarraqKa

Cneqna.nuu rpeA[a3Hrr MepKrr rrpr rr3xBbpJrflHe rr pa6ora

Flrnaa cneqrE€urHrr kt3rrcK BaH:zts,.

IIPI{TEXTATBJI HA PA3PEIIIETII,IETO 3,{ YIIOTPEBA

Laboratoires URGO
42,rue de Longvic
21300 CHENOVE CEDEX, OpaHqur

HOMEP HA PA3PEIIIf,HI{ETO 3A yfrOTpEEA: 20040487

AATA HA rrbpBo PA3PETIIEHI4E 3A yfIOTpEEA I
PA3PEIIIEHI4f,TO 3A yTIOTPEBA: 0l.t 1.2004

AATA HA AKTyAJII43IIPAHE HA TEKCTA: anpwr 20t l

r,r MepHTeJIHa qarIIKa

troluloBqBAHE HA

10.


