1. UME HA JIEKAPCTBEHMS ITPOJAVKT

e e e 2

Byl Soptiatns 5'mg suppositorics W3MLAHUTENHA ATEHLIAA NO NIEKAPCTBATA

Bisacodyl Sopharma 10 mg SUppOSitOl’ieS Kpamka xapakmepucmuka Ha npogyxma - [pusoykexue 1

buzakonun Codapma 5 mg cynosuropun
busakoaun Codapma 10 mg cynosuropuu

2.  KAYECTBEH 1 KOJIMMECTBEH CHhCTAB

Besika cynosntopust o1 5 mg chabpika akTHBHO BetectBo Gusakomma (bisacodyl) 5 mg.
Besika cynosuropus ot 10 mg chabpika akTHBHO BELIECTBO GH3aKOM (bisacodyl) 10 mg.

[TomMouHM BeLecTBa: 3a MbJIHUS CIHCHK Ha MOMOIIHUTE BElIECTBA BHIKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Cynosuropus
Cynosuropuu ¢ npasuisa Toprneosuana Gopma u rnaaka MOBBLPXHOCT, ¢ 651 10 G1eA0KBAT UBST.

4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKAZAHUS

L4 KpaTKOTpaﬁHO CHMIITOMATHYHO JICYEHHUE HA KOHCTHUIALIMA, 06ycnoaeHa OT XHUITOTOHMS U Bsilla
NnepyucTaJiTuKa Ha nebenoro YEPBO,
. EBaKyaLlHﬁ Ha YPEBHOTO CHABPIKUMO NMPEAH XUPYPIrU4HHU UK JHArHOCTHYHH npoueaypm.

4.2 Jlo3npoBKa H HAYMHH HA NPHIOKEHHE

ﬂoaupoaka

Kpamxompaiino nevenue na xoncmunayus

Buwapacmuu u oeya nao 10 200unu

[To 1 cynosuropus ot 10 mg aHeBHO 3a HezabaBeH edekr.
Heya om 2 0o 10 200unu

[To 1 cynosuropus ot 5 mg aHeBHO 3a HezabaseH edyekT.

Heua na 10 roaMHyu 1 no-Maku Jiela ¢ XpoHHYHA KOHCTHIALMA MOraT Ja Obaar nexyBanu ¢ Gusakoaun
CJIe/1 KOHCY/ITalus ¢ JieKap.
busakoaun we Tpaba na ce u3non3sa npu sena noa 2-roaniHa Bb3PAcT.

lloozomosxa 3a duaznocmuunu npoyedvpu uru npedonepamusna noo2omosxa

Tpsabea na ce uznonsea camo noa nekapeko HabmoaeHHe.

Buwapacmnu u oeya nao 10 200unu

[To 2 Tabnerkn Gusaxkommun (10 mg) cyrpun n Beyep, nocneasanu ot 1 cynosuropus (10 mg) ua creapamara
CYTPHH.

Heya om 4 0o 10 200unu

[To 1 Tabnerka 6uzakonmn (5 mg) Beuep, rnocjeasana or | CynosuTopus (S mg) Ha cieasainara CYTpHH.

Hauun Ha npunoxenue
busakoaun cynosuropuu ce npunarar peKkTanHo. JlelcTBHeT0 MM 0GMKHOBEHO Hac
MPHIIOJKEHHE.




[TpOABJIKUTEIHOCT HA JIEYEHHETO HA KOHCTHUIIALIMS
He noseue ot 7 aHU.

4.3 IlporuBonokasanmns

CBpBXUYBCTBHTEIHOCT KbM GH3AKOAM WM HAKOA OT MOMOLIHHTE ChCTABKH Ha NMPOLYKTA;

OcCTbp XHPYPrudeH KOpeM HIIH YpeBHA HEMPOXOAMMOCT;

OcCTpH EHTEPOKOJIUTH;

Kapuunom na nebenoro yepso;

Passi3Benn XeMOPOH/IH, aHATHU QUCTYIIM U parajiu, NPOKTUTH M APYru GolecTH Ha PEKTYMa M aHyca;
Texka nexuaparaums.

4.4  Coeumajanu npeynpexaennsi H NpeJnasnu MepKH npu ynorpeba

. Kakro nosevero nakcatusuu cpeactsa, Gusakoaun He TpaGBa 1a ce npunara NPOABLIKUTENHO (MoBeye
OT 5 nHu), 6e3 na € ycTaHOBeHa NPUYMHATA 38 KOHCTHIALMATA.

. [Topanu BB3MOXKHO pa3BUTHE HA MPUBUKBAHE NPOABIKHTETHOTO H HEOBOCHOBAHO NPUIIOKEHHE Ha
npoaykra Tpsbsa na ce u3bsarea.

. [TpoaykTsT TpabBa na ce npuiara ¢ BHUMaHWe Npy MauMeHTH B HanpeHana Bb3pacT, npu 60HH ¢
Kapano-BacKy/iapHu 3ab01sBaHus (XHIOTOHMSA, XPOHHYHA Chp/IEYHA HEJIOCTATbYHOCT), U3TOLIEHH W
(hebpunun Gonuu.

@ busakoaun Tpabea na ce npuiara ¢ BHUMaHUe NPH AMATHOCTHYHO HEM3SCHEHA abnomunanna Gonka,
rajeHe u rnoBpbllaHe.

. Heonpesiesien croMauiHo-upeBeH IMCKOM(OPT ¢ NPOILIKHTENHOCT NOBEYe OT ABe CEJIMMLIM W3UCKBA
MpeABapUTE/IHA KOHCYJITAlUM C Jiekap npeu ynotpeba Ha Gusakoam.

“ [IpunaraneTo Ha no-BUCOKH J103H OT NPOYKTA MOXKE /1a JAOBE/E /10 pa3sBMTHE Ha KopeMHa Gosika,
CEKpeLms Ha MYKYC M 3Ha4YMTe IHa 3aryba Ha BoJ1a, eIeKTPOIHTEH AMcHalaHe W XHIOKATHEMHS.

*  Jlace ynorpeGsBa B Ciyuaun, KOrato NpeanpHeTHTE XHIHEHHO-HETHYHH MepkH (xpaHa, GoraTa Ha
3CJICHYYLIA H TI0/10BE M MOBULLCHA IBUraTe/IHA aKTUBHOCT) HE Ca MoKa3anu eheKTHBHOCT.

o busakoaun Tpabea na ce npunara npu aeua noa 10 roamnm camo noa NeKapCKH KOHTPOJI.

4.5 BsaumojeiicTBue ¢ APYrH JleKapeTBEHN NPOAYKTH H APYrA (JOPMH HA B3aHMOACHCTBHE

[Ipu eaHOBpEeMEHEH NPOABIKUTENEH NPHEM HAa GH3AKOAM Che CHPACYHH ITHKO3W/IH € BB3MOJKHO YCHIIBAHE
Ha JICHCTBHETO H TOKCHYHOCTTA MM MOPA/IH Bb3MOXKHO Pa3BHTHE HA XHMITOKATHEMHS.

Busakom Moke 1a NOBHLIK prCKa OT 3ary6a Ha Kasuii nipu €/IHOBPEMEHHO TMpUJIaraHe ¢ THA3HIHN WK
OpUMKOBH IHYPETHLHN U MITIOKOKOPTHKOM/IN.

bu3akon e KOHTAKTHO JIAKCATMBHO CPE/ICTBO M IEHCTBHETO My ce AHTArOHU3Hpa OT JIOKATHH AHECTETHLIH W
OIMHATH.

4.6 ®@epruaurter, GPEMEHHOCT H KbpMeHe

Bpemennocr

Buripeku auncara va nannm 3a nexenanu edextu BLpXy deryca, GU3AKOAN He TpaGBa na ce ynorpeGsna
1o Bpeme Ha GpeMeHHOCT, 0COOEHO Mpe3 MbPBOTO TPHMECEUHe, OCBEH B cillyqauTe, KOraTo rosasara ot
ynorpebarta My 3a MaiikaTa npeBHIIABA PUCKA 3a UIOAA.

Kspmene
He ce npenopsua npuioxenueto my no Bpeme Ha kbpmeHe. [Ipu HeoOxoauMocT ot nieyenue Ha maiikara c

Gu3akoaun KbpMeHeTo TpsGBa J1a ce npekpary.
4.7  Edextn Bupxy cnocodnocrra 3a modupane n pabora ¢ MamHHK

buzakoaun He nosausea criocoGHOCTTA 32 wohupane n pabora ¢ MaluHK. (( T |
B |

\\



4.8 Hexeanu JeKAPCTBEHH PeaKuHH

HeskenaHuTe JIEKApCTBEHH PEaKiMi ca KJIaCH(HIMPaHH M0 YeCTOTa U 10 cHcTeMa opraH-kiac. Yecrorara
o MedDRA otrosaps Ha: muoro vectH (>1/10), uectu (>1/100 no <1/10), neuectu (>1/1 000 no <1/100),
penku (>1/10 000 o < 1/1 000), muoro peaxu (<1/10 000), ¢ HensBecTHa YecToTa (OT HATHYHWTE JAHHHU He
Mooke f1a 6b/Ie HanpaBeHa OLEHKa).

Hexxenanure peakuMu ca npeauMHO OT CTpaHa Ha raCTpo-HHTCCTHHATHHAA TPAKT.

HapyiineHus Ha UMyHHaTa cCUcTeMa

Peoxu: cBpbX4yBCTBHTEIHOCT (A/IEPrUuiHH PEaKkLH);

C neussecmna vecmoma: aHahUIAKTOWAHN PeakLMH, aHTHOE/IEM.

Hapyienust Ha MeTaboau3mMa U XpaHEHETO

C' neuzsecmua vecmoma: NeXuapaTarys.

CToMallHO-YPEBHH HAPYIIEHMsI

Yecmu: kopeMHH OOJIKH, KOPEMHH CIa3MH, raJIeHe W Iapus;

Heuecmu: noBpbluaHe, XeMaToxe3ust (KpbB B M3MPaXKHEHUATA), KOPEMEH AMCKOM(OPT, aHOpeKTaIeH
auckom§opr;

C neuszeecmna yecmoma: KOJMT.

4.9 Ilpeposupane

CHUMITOMHM

AGIOMHUHAJIHH KOJIKH, IMapus Che 2aryba Ha rofisiMo KOJIHYECTBO TEUHOCTH W €IeKTPOJIUTH (MYCKYJTHA
cnabocT, XMIMOTOHMS, HAPYLIEHWE Ha ChpJ/ieyHaTa JIeHHOCT).

Jleuenue

[TpoBerx/a ce CUMNTOMAaTHYHO JIEUEHHE.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apmakoaHHAMHYHH CBOiicTBA
®dapmakorepaneBTuyHa rpyna: Jlakcarusu, kontakrau nakcatusu, ATC kon: AO6AB02

bu3akoauni € CHHTETHYHO JIEKAPCTBEHO BELLECTBO OT rpynara Ha AM(eHHIMeTaHa i MpUTekKaBa KOHTAKTHO
CTHMYJ/THPALLO JCHCTBHE BBPXY NEpHCTANTHKATa Ha 1e6enoTo yepBo. busakoaun neiicTBa AMPEKTHO BHPXY
HEPBHUTE OKOHYAHHMS HAa YPEBHATA MyKO3a, MOPa/iH KOETO MPH MEPOPATHO NMPUIOKEHHE ePeKTHT My
HacTbrBa cnea | 1o 12 yaca (cpeano cnea 6 waca), a npy JIOKaaHO NpuiokeHue noa Gopmara Ha
CYNO3UTOPHH e(PEKTHT € 3HAUUTENTHO 10-0bp3 - 15-30 MUHYTH Clie/l IPUIOKEHHETO.

5.2 PapmMakoKHHETHYHH CBOiicTBA

Pe3opOuus

Busakoaun ce pe3opbupa B He3HAUMTENHA CTENEH B raCTPO-WHTECTHHAITHMSA TPAkT (He rmoseue ot 5%) cien

NMepopaiHO NMPHJIOJKEHHE,

bu3akoau Cyno3suTopuu npakTHYECKH He ce pe3opOupa OT JIMraBuLaTa Ha peKTyma.

Mera6osnnzsm

MeraGonusupa ce upes xuaponusa B uepHus aApob 10 bis(p-hydroxyphenyl)pyridyl-2-methane, koiito e

HOCHTE] Ha (PapMaKOJIOrHuHaTa AKTHBHOCT HA MPO/YKTA.

Exckperus

;e3op6npana'ra 4acT ce eKCKpeTHpa upe3 ypuHaTa noj opmara Ha riioKypOHH/IH. E,aﬁmnﬁupa ce upe3
EKaJIMUTE. [[ &) #° ;

5.3 Ilpeakannuvnu aannu 3a 6ezonacnoct \ &\



buzakoauni e NpoayKT ¢ M3KTIOYUTETHO HUCKA TOKCHYHOCT 32 YOBELIKUS OPraHN3bM nopaju (akra, ye npu
PEKTATHO NPHJIOKEHHE TOH NPAKTHYECKH He ce pe30pOrpa 1 He NpUTexkaBa CUCTEMHH eheKTH.

6. OAPMAIIEBTUYHH JIAHHHA

6.1 CnucbK HA IOMOIIHHTE BEIECTBA

TPHIIIHUEPH/IH, CPEIHOBEPHWIKHHU; TBBpPAA Mac.

6.2 HecbBMecTHMOCTH

He ca ycranoBenm.

6.3 Cpox Ha roguoct

3 roanHu

6.4 Cnenmnajinm ycjIOBHSI HA ChXpaHeHHe

Jla ce chbXpaHsBa B OPUrMHAIHATA OMAKOBKA.
Jla ce cuxpanssa nox 25°C.

6.5 Jlaunu 3a onakoBKaTa

ITo 6 6pos cynosuropun ot 5 win 10 mg B Gaucrep or asynnactio PVC/PE ¢onmo, no 1 6aucrep s
KapTOHEHa KYTHS, 3a€/IHO C JINCTOBKA.

6.6 Crenmajnn npeAnasHu MEPKH NPH HIXBBLPIsIHE 0 pabora

Hama cneumannm u3nckBanus.

7 HNPUTEATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

CODAPMA Al

ya. Mnuencko woce 16, 1220 Codus, Buarapus

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

Busakoaun 5 mg cynozuropum - 20010875

buzakoaunn 10 mg cynoszuropun - 20010876

9, JAATA HA ITBPBO PA3PEIIABAHE/IIOJITHOBSIBAHE HA PASBPEINEHUETO 3A

YIHOTPEBA

28.08.2001/28.12.2006

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA /(

Mepyapwu, 2011 ( ;



