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npep,nor 3 6 11fJ8H U3f!8WTaj 38 OC06f 1HII1T8 H(il 178 KOT BILA)(ID I 6UflAKCID 

35V1PEH V13BEWTAJ 3A OC05V1HV1TE HA nEKOT 

BILAX® I 5111flAKC® 

bisacodyl 

o6no*eHI!1 Ta6neTII1 
cyno3111TOp1111!1 

1. 1!1ME HA nEKOT: 

BILA~ I &lllflAKC® 

2. KBAni!1TATI!1BEH 111 KBAHTI!1TATI!1BEH COCTAB: 

3. 

bisacodyl ( o6nO>K8HIII Ta6neTIII og 5 mg) 
bisacodyl ( c.yno3111TOPIIIIII OA 1 0 mg) 

<DAPMAUEBTCKI!l 05ni!1K: 

o6no)l(eH~ Ta6neT~ 

cyno3~Top~~ 

4. Kni!1HW-IK~ nOJJ,ATOUI!l : 

4.1 : TepanesrcKM MHP.MKa[4Ml1 
- AKyTHa onCT111nau,111ja (aTOHII14Ha, cnacTII14Ha, oncnmau,111ja 3apag111 
X8MOp0111AIII 111n111 Harna npOMeHa Ha IIICXpaHaTa, nOCTOnepaTIIIBHa 
oncT111nau,111ja) ; 
- xpoHII14Ha oncT!IInau,lllja (xa6V1TYanHa, oncTIIInau,lllja 3apag111 
ganrOTpajHa HeaKTIIIBHOCT); 
- npa3Hel-be Ha u,pesaTa npeg onepau,111ja; .,. ~A ,_, 4 
- np111npeMa Ha 6onHV1Te 3a peHgreHCKIII IIICniiiTYBal-ba Ha <- ~c,\ 80 .?-1 +<f' 
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npeP/10T 36MpeH 113B8UJTaj 38 OC06MH/I/Te HB J78KOT BIL~ I 611flAKcJEl 

4.2. ,4o3Mpal-be M HB'-IMH Ha ynorpe6a 

4.3. 

Boo6~Y8eH8 op8nH8 A038 38 so3p8CH~ t.1 A8U.8 nocr8p~ OA 12 
roA~H~ e 5 - 15 mg AHeBHO, H8BeYep, ~n~ 10 mg peKT8nHo, H8)'Tpo. 
M8KC~M8nH8 op8nH8 A038 38 so3p8cH~ e 30 mg AHeBHO. 

,D,eu,8 nocr8p~ OA 3 roA~H~ 3eM88T op8nHo 5 - 10 mg ~n~ 0,3 mg/kg 
AHesHo, H8BeYep. 38 A8U.8 OA 2-11 roA~H~ .soo6~Y8eH8 peKT8nH8 
A038 e 5-10 mg. 

38 npa3Hel-be H8 u,pesara npeA x~pypwK~ ~HrepseHu,~~ . 
peHAreHonowKV1 1t1n1t1 Apyrlt1 V1CnV1ryBal-ba, B03paCHV1 1t1 Aeu.a nocraplt1 
OA 12 r OAL-1HL-1 rpe68 Aa 3eM8aT opanHo no 10 mg Haseyep t.1n~ 10 
mg peKTanHo Ha)'Tpo, 2 Yaca npeA V1HepseHu,lt1jara. 
,lloKonKy e norpe6a nornonHa esaKyau,L-1ja Ha KonoHOT 3a 
V13BeAyBal-be Ha noce6HL-1 XL-1pypwKL-1 ~HTepseHU,V1L-1 ,6V1C8KOA~n ce 
8nn~u,L-1pa opanHo so A03a OA 30 mg. 
,lleu,8 noManV1 OA 12 roAV1HV1 rpe6a Aa 3eMaar opanHo 5 mg HaseYep 
npeA lt1CnL-1ryB81-b8TO. 
KOM6V1HL-1P8H8 T8p8nV1ja Ha o6nO>K8HL-1 Ta6neTL-1 V1 cyn03L-1TOplt1L-1 MO>Ke 
A8 Ce ynoTpe6~ H8M8CTO Kn~CTL-1pa1-be, KaKO np~npeM8 BO 
P8AV10norlt1jara,xL-1pyprt.1jara,neAV1j8TpV1jara 1t1 peKrocKonlt1j8ra.Ce 
A8B8 H8BeYep 1 Cyn03V1TOpL-1ja V1 2-3 060>K8HV1 Ta6neTV1 6L-1CaKOAL-1n V1 
1 cyno3V1TOpL-1ja Ha)'Tpo, 2 48Ca npeA L-1HTepseHu,lt1jaTa. 

KoHrpaMHfJ.MKBU.MM 
oV1caKOAL-1nor e KOHTpaL-1HAV1U.L-1paH npt-1 npeocem1t1socr H8 
6L-1CaKOAL-1n , V1neyc, H8AL-1j8rHOCH1U,L-1p8H8 86AOML-1H8nH8 60nK8, 
socnanL-1TenHV1. 386onys81-b8 so 86AOMeHOT, nepL-1TOH~T, ynu,epo3HL-1 
npOM8HL-1 Ha cny30KO>K8Ta H8 KOnOHOT L-1 peKryMOT, aHaCTOM03~ BO 
r8CTpOV1HT8CTV1H8nHV10T TpaKT, aryreH a6AOM8H. 

4.4. MepKM Ha nperna317Maocr 
oL-1CaKOAL-1nOT He CMee A8 ce A8Ba K8j naU,lt18HTL-1 CO V1HT8CTL-1H8H8 
OnCTpyKU,L-1ja t.1m1 CO H8AL-1jarHOCTlt1U,L-1p8Hlt1 a6AOMV1HanHlt1 
C~MnTOML-1.Cyn03V1TOpV1V1T8 Ce AaB88T CO M8KCV1M8nH8 
nperna3nlt1BOCT Kaj nau,V1eHTlt1 co peKranHV1 cpV1cypV1 V1nlt1 ynu,epaTV1BHV1 
X8MOpOlt1AV1. 
He ce npenopaYyB8 noAonrorpajHa nplt1MeHa Ha 6lt1C8KOA111n. 

4.5. /1/HTepaKU.MM 
38p8Alt1 MO>KHlt10T ry6lt1TOK H8 K8Jllt1YM 80 OpraHlt13MOT nOCJle nplt1M8Ha 
Ha 6~C8KOAV1Jl Ce 38CV1Jlysa AejCTBOTO Ha rJlL-1K03V1AL-1Te. ,IJ,L-1ypeTV1U,V1T8 
~ rJlL-1KOKOpTL-1KOL-1AV1T8 Tpe68 A8 ce npt.1M8HYB88T npeTn83Jllt1BO KOr8 
ce Aasaar L-1CTospeMeHo co 6t.1caKOAL-1JlOT. 

<!J 
oL-1JlaKc o6no>KeHV1Te ra6ner~ He r pe68 A8 ce np~MeHyB88T 3aeAHO ._ ,. Jl,j 

CO 8HT8U,V1AHV1 cpeACTB8,8JlK8JlHL-1 cyncT8HU,L-1L-1 (H8TPL-1YM <' + G\ 60 3 
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npe/l,flOT 36upe H U3Bel11T8j 38 OC0611HMTe H8 /7eKOT 81~ I 6UflAKrJID 

3aeAHO, noTpe6Ho e Aa noMVIHaT HajManKy 1-2 4aca noMefy 
3eMal-beTO Ha ABaTa neKa. 

4.6. 6peMeHOCT 11/J.Oel-be 

Tpe6a Aa ce Vl36erHysa npVIMeHa Ha 6VICaKOAVIn Kaj 6peMeHVI >t<eHVI VI 
TOa noce6HO BO npBVITe Tplt1 MeCeLJ,It1 OA 6peMeHOCTa. 

4.7. B1111j8HI1e ap3 cnoco6HOCT8 38 ao3el-be 111111 p8KYB81-be co M8l1111HI1 

oVIcaKOAVIn He snVIjae sp3 cnoco6HocTa 3a ynpasysal-be co MOTOPHVI 
B03VIna lt1 MaWVIHVI. 

4.8. HecaKaHI11J.ejcraa 

KaKo VI Kaj APYrVITe naKcaTVIBVI , MO>Ke Aa ce jasaT a6AOMVIHanHVI 
KOJlVIKVI , KaKO VI cpnaTYneHLJ,VIja, KOVI ce OA6erHysaaT CO HaManysal-be 
Ha A03aTa. noAOflrDTpajHa ynOTpe6a VIJlVI npeA03VIpa1-be MO>Ke Aa 
npeAVI381t1Ka AVIjapea npocneAeHa co npeKyMepHo ry6el-be Ha 
Te4HOCTVI VI eneKTpOJlVITVI (OC06eHO Ha KanVIyM) , MYCKynHa cna60CT VI 
3aMop, ry6VITOK so r enecHaTa Te>Kit1Ha, 
napanVI3a Ha u,pe8HaTa MycKynaTYpa 3apaAit1 owTeTY8al-be Ha plexus 

mientericus, AVInaTau,ltlja Ha u,pe8aTa 1t1 MeraKonoH, a np111 peTKVI 
Cny4aVI MO>Ke Aa A088A8 AO peHanHVI lt1 KapAVIOBaCKynapHVI 
nopeMeTY8al-ba. 
3a4eCT8Ha ynOTpe6a Ha cyn03VITOpVIVIT8 MO>K8 Aa np8AVI38VIKa 
socnanlt1TenHa peaKu,ltlja Ha peKryMOT,npoKTit1T,OWTeTYBal-be Ha 
8nVIT8J10T. 

4.9. npe!J.0311p81-be 

npeA03VIpat-beTo Mo>t<e Aa ce MaHVIcpecTVIpa co raAel-be, nospaK:a~t>e , 
a6AOMVIHanHVI 6onKVI , AVIjapea VI eneKTponlt1TeH AVIC6anaHc. He 
nocTOVI cneu,VIcpV148H aHTVIAOT, a TepanVIjaTa Ha npeA03VIpat-beTo e 
CVIMnTOMaTCKa. npeA03VIpa1-be Ha 6VICaKOAit1J1 e Haj4eCTO 
3a6ene>KaHo Kaj cTaplt1 nyfe VI Aeu.a. 

5.0. <DAPMAKOJlOWKV1 CBOJCTBA 

5.1. (])apM8KOIJ.I1H8MCKI1 CBOjCTB8 

- cpapMaKoTepanVICKa rpyna 
naKcan1B 
- M8XaHVI3aM Ha A8jCTBO VI cpapMaKOAVIHaMCKVI ecpeKTit1 
DV1CaKOAit1J10T e CTVIMynV1pa4KVI naKCaTVIB OA rpynaTa Ha 
AV1cpeHVInMeTaHII1 111 ce Koplt1CTII1 3a Tepan111ja Ha oncTV1nau,111ja 111 3a 
npa3Hel-be Ha u,pesaTa npeA XVIPYPWKVI V1HTepseHU.It1VI 111n1t1 
peHAreHonowKit1 111 APYrV1 VICnVITY8al-ba. Hero80To AejcTso sorna8HO 
ce ocT8apysa 80 Ae6enoTo u,pe8o. nocne opanHa npVIMeHa, 
6VIcaKOAVInOT ce ancop6111pa 80 TeH KVITe u,pesa VI ce KOI-byrV1pa 80 .A=~~ 
rnyKypoHit1A 80 u,pHVIOT AP06. oV1CaKOAVIflOT, KaKo rnyKypoHit1A, n A IW ~ 
eHTepoxenaT1114HVIOT LI,VIKnYC ce 8KCKp8TV1pa BO T8HKVIT8 u,pe8a. 'f'(\<Jc,·n~.O .:l-1 +~~ 
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npe/],J70r 36'1J)eH U3Bewraj 38 OC06UHUTe H8 neKOT BJLPJ!® I 6/tfflAKC!' 

noHaraMy, TOj Ce pa3rpaAyBa BO KOJ10HOT nOA A6jCTBO Ha 
M111KpoopraHII13MII1T6. TaKa 6111CaKOA111110T ja CTII1MY11111pa 
nep111CTaJlT111KaTa npeKy A111P6KTHa 6KCLJ,II1Tau,111ja Ha XOJ1111HeprW-tHII1T6 
HepBHII1 3aspwerou,111 so MYK03ara Ha KOJlOHOT. EHrepoxenarw·iHII10T 
LJ,II1KJ1YC Ha 6111CaKOA111110T ro OAJlO>KyBa nOLi6TOKOT Ha JlaKCaTII1BHII10T 
ecpeKT Ha opanHara cpopMa (6-12 L~aca OA 3eMal-bero Ha neKor). 
V1CTO TaKa e AOKa>t<aHO A6Ka 6111CaKOA111J10T ja 3rOneMyBa 
aKyMyllaLJ,II1jara Ha T6LIHOCTII1 111 jOHII1 BO KOJlOHOT, CO WTO ce 
3roneMyBa JlaKCaTII1BHII10T ecpeKT. bii1CaKOA111110T ce KOp111CTII1 111 KaKO 
KOHTaKTeH naKcar111s 3a peKranHa ann111Kau,111ja 111 roraw ecpeKror 
Hacranysa 3a 15-60 MII1HYTII1 OA an11111Kau,111jara. 

5.2. (])apMaKoKuHercKu caojcraa 

no opanHa 11111111 peKranHa ann111Kau,111ja Ha 6111caKOAII11l , roj 6p3o ce 
KOHBepr111pa so aKTII1BHII10T Mera6on111r bis(p-hydroxyphenyl) pyridyl-2-
methane. Herosara pecopnu,111ja OA racrpo111HrecTII1HanHII10T rpaKT e 
MII1HII1ManHa; MaJlOTO KOJ1111Ll6CTBO KOe e pecop6111paHO BO 
CII1CT6MCKaTa U,111pKynaU,II1ja ce 1113JlaLlyBa BO MOLIKaTa KaKO 
rnyKypOHII1A. E>111caKOAII1J1 somasHo ce 11131laL~ysa npeKy cpeu,ecor. 
EcpeKT111T6 Ha 6111CaKOA111J10T 06111YHO 3anOYHysaaT no 6 AO 12 Yaca OA 
opanHaTa npii1M6Ha, OAHOCHO no 15 AO 60 MII1H)ITII1 OA peKTaJlHaTa 
np111MeHa. 

5.3. npeTKflMHMI.fKM n0/].8TOLJ,M 

TOKCII1KOJ10WK111T6 111Cnll1ryBal-ba ce OnW111pHO Onii1WaHII1 BO 
.[lononHeHII16TO Ha cpapMaKOJlOWKOTO MII1CJ161-b6 ( 2008 r. ). 

6.0. CDAPMALJ,EBTCKV1 nO,D,ATOLJ,V1 

.., 6 .1. Cocraa 
1 o6no>t<eHa ra6nera COAP>KII1 5 mg 6111caKOAII1J1. 
1 cyno3111rop111ja COAP>KII1 10 mg 6111caKOAII1J1. 

6.2. EKCLJ,MnMeHTM 

06no>KeHII1 ra6ner111: 
MII1KpoKp111cranHa u.enyno3a 
naKT03a MOHOX111Apar 
KonoB111AOH 
Kono111AeH CII111111U.111YM A1110KC111A, 
MarHe3111YM creapar 
Harp111yM nayp111n cyncpar 
TanK 
MaKporon 6000 
.[l1116yr111ncpranar 
Kono11111Mep Ha MeraKp111nHa Kll1cenii1Ha 
Caxapo3a 
T111raH A1110KCII1A 



rfpe14nar '36i1peH 113Bewtaj SLi.: afXJ6wmre Ha neKoT · 

AKau,111ja 
5oja nopToKanoea E 11 0 
ooja >KOJlTa E 104 
5oja 38Jl8Ha E 104 I E 132 

Cyno3111TOp111111: 
Tep,o,a MaCT 
naKT03a MOHOX111,D,paT 

6.3. n8KYB8tb8 
KyT111ja co 20 o6no>KeHII1 Ta6neTII1 o,o, 5 mg 
KyT111ja co 6 cyno3111TOp111111 o,o, 10 mg 

6.4. PoK H8 rp8etbe 

06JlO>K8HII1 Ta6Jl8TII1 : 5 f0,0,111HII1 
Cyno3111TOPII1111 : 3 ro,o,II1HII1 

6.5. Hal..ft1H H8 l..fYB8tbe 

B!LAXV I 6 t1flAKcfiD 

)J,a ce yyea Ha TeMneparypa ,o,o 25°C, 3aWTII1TeHo o,o, ceeTJ1111Ha. 
nEKOT )J,A CE YYBA HA MECTA HE)J.OCTAnHI/1 3A AEUATA! 

6.6. K8p8KT8pt1CTt1Kt1 H8 BH8Tp8WHOTO (KOHT8KTHO) n8KYB81-b8 

06JlO>K8HII1 Ta6Jl8TII1: 
DJ1111CT8p naKyBal-be 0,0, anyMII1HII1YMCKa TBp,o,a cj:JOJ1111ja 111 nBU cj:JOJ1111ja 
Cyn03111TOPII1111: 
nBU/nE aneeon111 

6.7. H81..ft1H H8 113fJ.8B8tbe 

neKOT C8 1113,D,aBa 683 Jl8KapCKII1 peu,enT. 

"'"" 7. 0. J.1Me 11 8/l,p8C8 H8 npOU3BO/l,UT8flOT 

A)J, JAKA 80 Pa,o,oe111w 
npo1113BO,D,Ha JlOKaU,II1ja: npeoMajcKa 6.6. CKonje 
Peny6nii1Ka MaKe,o,OHII1ja 

8.0. /],ara Ha npa8T8 perucrp8u,t1j8 

06JlO>K8HII1 Ta6Jl8TII1: 04.05.1999 
Cyno3111TOp111111: 02.06.2000 

9.0. /1,8T8 H8 nocne/J,H8T8 peau3uja Ha 36upHuor t13BeWT8j 38 oco6uHure 

H8 fl8KOT 

CKonje, cenTeMepll1, 2008 r. 


