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BULGARIA

BISACODYL SOPHARMA
supp. 5 mg; 10 mg

KPATKA XAPAKTEPUCTHKA HA TIPOIAYKTA

1. HAWMEHOBAHUWE HA JEKAPCTBEHWA POANKT:T:pCTA0 HA 3APABEORASBAHETO
BISACODYL SOPHARMA [paADsoHIe Kbl 28109
BU3AKOHILI CODAPMA paspelehne 3a ynorpebate WASDPIA~ €

2.  KAYECTBEH ¥ KOJWYECTBEH CHCTAB ?W/ 05.12.9% W

Besika cymosuTopH ChIBPIKA TEKapCTBEHO BeliecTBO bisacodyl 5 mg.
Beaxa cynmosuTOpHs CHEbPXKa JEKAapeTBEHO BemecTro bisacodyl 10 mg.

ITomMonian BemecTBa — BIK T. 6. 1

3. JIEKAPCTBEHA ®0PMA

CyTIO3HTODHH

4. KJIAHAYHA JAHHHA

4.1. Iloxazanusa
e KparkoTpaiiHO CHMIOTOMATMYHO JedeHye Ha XOHCTHIAIMS € pasIHieH
HpOH3XOH, OBYCIOBEHA OT XHMIIOTOHHA H BIA NepHCTaNT#ka Ha ZieGeNoTo
9epBo;
o FEpaxyauusd Ha 4peBHO CBAGPKHMO IPERH XHPYPTHIHE HIH JHATHOCTHIHH
MIPOHENYPH.
4.2. J10o3ApOBKA K HAYHH HA NPHIIOKEHHE
BusaKomun CyIO3NTOpHHM Ce Hpmiaarar pekTanHo. JeHAcTemero My OOUKHOBEHHO
gacTEBa 30 MEHYTH cle Ipuiarate, [IpOXBIDKHTENHOCT Ha IEYeHKE He HOBeYe OT 7
IIHH.

Buoapacran 1 nena wag 10-rognan

Tlo 1 cymosuropus ot 10 mg MHEBHO, IPAIOKEHa PEeKTATHO.

Nena ot 6 m0 10-rogunan

o 1 cynozuropud OT 5 mg JHEBHO, HPHIIOKEHA PEKTAIHO.

4.3. IIpoTHBONOKAIAHUSA J——
- -

e cege ‘.,- .

,f:." L AT A -,
e CBPHXUYBCTBHTENHOCT KM OW3aKOMMT MM HAKOA OT HOMOMENTe CHCTABKY -,

Ha [IPOAYKTA;

e OcTBp XHPYPrUYeH KOPEM HIH JPEeBHA HENPOXOIHMOCT;
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o (QcTpu eHTEPOKOIUTH,

o KapruaoM Ha ne6e10To 1epBo;

o Pazsgzsenu xemopounu, aHameyu (QMCTYNM H parajy, MPOKTHTH ¥ JpyrH
GONECTH Ha PEKTYMa U aHyCa;

o Texxa gexuapararus.

4.4. CuenpalHna IpesynpexIenus B NpeANazal MepKH Ipu ynorpeda

. ITpogyxThT Tp#OBa fa ce Npujara ¢ BHHMaHKE IIPH NAUEHTH B HAanpexHana
BB3pacT, mpH OONHH ¢ Kap/uo-BacKylapHy 3aloiiBaHH: (XUIIOTOHMS, XPOHHYHA
ChpIeTHa HEAOCTATEYHOCT), H3TOMmeH: i (eOpHiIHE GONHH.

. Bu3aKkoua Tpsa0Ba A2 ce ipuiara ¢ BHEMAHKE 1IPY JHArHOCTHIHO HEH3ACHEHA
abromuHanHa 00JIKa, rafeHe H IOBPBHIIaHe.

. Heompeienes CTOMAITHO-4peBeH JECKOMGBOPT ¢ NPOABIKUTENIHOCT IOBEYE OT
IBe CeIMMIM H3WCKBA DpefBapHIeNHa KOHCYNTAalHs ¢ JICKap IPead yrotpeba Ha
OHU3aAKOLHIL.

. [IpunaraseTo Ha IO-BHCOKH JO3M OT HPOAYKTa MO¥e ja JOBGle JIO
Pa3BHTHETO HA KOpeMHa GOKa, CeKpemnist Ha MyKyC H 3HaYHTeNHa sary0a Ha BOJA.

. Tlopame BB3MOXKHO PpasBWTHE HA IPHBAUKBAHE JPOBIDKHUTEIHOTO X
HeoBOCHOBAHO HPUIIOKEHNE Ha IPOAyKTa TpA0Ba 1a ce n3barsa.

. Jla ce ymoTpeOsBa B CIydaH, KOFaro MPEANPHETHTE XHIHEHHO-AMETHIHA
MepKH (Xpasa, 60TaTa Ha 3eJeHUYNH ¥ INIOJI0BE 1 MOBAMICHA JBUTaTeITHA AKTHBHOCT)
He ca J0Ka3any eQeKTHBHOCT.

. IIpexnaragute 030BH QOpME He Ca NOAXOAAIMM 24 NEIA TOX 6 -TomUIIHA
BB3PacT.

45. BsauMoxelHcTBHS ¢ APYrA JEKapcTBeHH NPOAYKTH H Jpyru dopmm Ha

B3AMMOJeHCTBUA
ITpy eqHOBpeMEHEH OPOARIKATENCH IPUEM Ha GH3aK00MI ChC CHPACYHH FITIOKO3HIN

€ BB3MOXMHO YCHIBaHC Ha RelicTBHETO U TOKCHYHOCTTa HM Xopanu BE3MOKHO
e

- ~
<

PasBATHE Ha XHHOKanHeMHA.

£ ~, g
Busakoquyl MOKE Ja IIOBMIIABA pHCKA OT 3aryba Ha KanHMi Hp peMeHY

IpHIATAHE € THA3H/IHY ik GPUMKOBY AHYPETRI H TJFOKOXOPTHK

Dl SR
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By3axkoAn e KOHTaKTHO JIaKCATHBHO CPpENCTBO K ICHCTBHETO MY C& aHTaroHH3®pa oT

JIOKAJTHHA aHECTCTHIH ¥ OHHAaTH.

4.6. Ynorpeda npu OpeMeHHOCT U KEPMEHE

BpeMenHoCcT - Bbrpexn IHncala HA JaHHM 3a HEXENaHA edeKTH BBPXY (eryca,
fusakogun He TpsOBa Ha ce ymorpebsBa mo BpeMe Ha OpeMeHHOCT, ocoGeHO Npes
ILEPBOTO TPUMeCeuHe, OCBEH B CIIYUanTe KOTaTo ITOJ3aTa 3a Maiikara oT yroTpebara
MY YpeRHAINABA PACKA 3a INIOJA.

Kepmene - He ce npenopruBa OpHEIOKEHWETO My IO BpeMe Ba Kepmene. Ilpu
He0OXOMAMOCT OT HEueHHe Ha Malikara ¢ On3akomui, KbpMeHeTo TpsabBa Ja ce
IIpeKpaTu.

4.7. EdexTn BbpXy cnocoGHocTTa 32 modupane 1 pabora ¢ MAIMAHH

Bu3akopun He TOBHUABA Hebar ONPHATHO RHAMAHUETO H 6’.Bp3HHaTa Ha peaKuuTe.

4.8. Hexenann JeKapcTBEHH PEAKHH

Hapyenusn g HMVHHAMA CHCINEMA

MHOro PpsiKO aneprHYHy peakuud. B H30IMpaEM CHOydYad @HreoeeM ¥
aHapUIAXTORHI PeaKkIiuy.

Tacmpo-unmecmunainy HAPYRICHUA

HexxenanuTe peaximuu ca HpeJHMHO OT CTPaHa Ha racTpO-HHTECTHHAJIHNS TPaKT.
Kopemun Gonky B KOMHKM (CpemaT ce IIO-9YeCTO IPH JNHNa C TeXKa KOHCTHNALNI,
TIpHEMaTy [POALIIKATEIHO BpeMe IPOAYKTa); rajeHe B OOl KOpeMeH JHCKOM(OpT;
FHaphs ¢ pasipdHa HHTCH3HBHOCT, KOETO OT CBOA CTpaHa MOXe Ja JOBeAe XO
PasBHTHE HA HAPYIIEHWT BbB BOJHO-ENEKTPONUTHHS OAJIAHC; B PEAKH CIyYaw aTOHHA
HA KONOHA; 3a9epBABade, ChpOexk, BEIMANCHHE B aHOpEKTamHata OGNacT; OCTHP
IIPOKTHT.

4.9. Ilpegosmpane

CumoroMu - AGROMHHANHE KOJHKHM, JHapHs cbe daryda Ha TOHAMO KOJIHYECTBO

TEYHOCTH H ENEKTPONUTH (MyCKynHa cjaabocT, XHMIIOTOHHS, HapyMIeHHE Ha

ChpAEYHATA JTUHHOCT).

Jlegenue - IIposexkaa ce CUMITOMATHYHO JICICHHE.
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5. OAPMAKOJOI'NYHU JAHHHA
ATC code: AO6AB02

dapmaxorepanesTiyna rpyna: Jlaxcatusa

5.1. @apmaxoxnHaMHYHH CBOHCTBA

Br3akonun € CHHETETHYHO JIEKAPCTBEHO BEMIECTBO OT IPyHaTa Ha JudeHuIMeTaHa u
TIPUTEXABA KOHTAKTHO CTAMYIHPAIIO NeHCTBYE BEPXY MEPHCTAITAKATA Ha AefenoTo
yepso. busakomwn neficTsa AHPEKTHO BHLPXY HEPBHHTE OKOHYAHHSA Ha YpeBHATA
MyKO3a, HOpPajy KOEeTO IPH OpaiHO IpioKeHHe edeKTHT My HacThlBa clief 1-12
(cpenmo cnex 6 gaca), 2 TIPH JIOKAJHO NPHICKEHHe NOX GopMAaTa Ha CYIOBHTOPHH

eeKTHT € 3HAUATENHO 1T0-05p3 - 15-30 MUHYTH Clief allIHKAIHAITA.

52. ®apMaKoKHMHETHIRHA CBOHCTBA

PesopOuys - DBmsaxkomun ce pesopbHpa B HE3HAYHTESNHA CTENeH B racIpo-
HHTECTHHANHES TPaKT (de moBede oT 5%) cief OpaliHO MPHIIOKEeHIe.

Br3aKko ¥ CYIIO3HTOPHA IPAKTHIECKH He ce pe30pOupa OT JIMraBiiaTa Ha peKTyMa.

MeraGoinznm - MeTabomu3upa ce upe3 XHAponM3a B depHHI Apob xo bis(p-

hydroxyphenyl)pyrid-yl-2-methane, xoiito e RocuTeX Ha (HapMaKONOrHIHATA
AKTHBHOCT Ha IPOJYKTA.

Excipenust - AGcopGupaHara 9acT ce eKCKpeTHpa upes ypuHara mox dopmaTa Ha
[TEOKYPOHH/Y.. EMMMHHMpa ce Tpes deKalnuure,

53. Tlpeaxiamamann NARHA 32 Oe30macHOCY

BU3aKOAMII & MPORYKT ¢ H3KIIOYHTENIHO HICKA TOKCHYHOCT 3a YOBENIKH OPTaHH3EM,
Topamy (axra, e IpH PEKTANHO IPHIOKEHHE TOH MPAKTHIECKH He o pe3opOupa 1 e

IPHTEXABA CHCTEMHH (DeKTH. .

6. ®APMAIEBTUYHY JAHHHU

6.1. Choucek Ha NOMOIHHATE BEMECTBA:
Migliol 812, Hard Fat Estaram H;s (Witepsol H;s), Hard Fat Estaram Wss (Witepsol
Wis).

6.2. PUINKOXAMAIHHE HECEBMECTRMOCTH

He ca ycraHOBEHH.
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6.3. Cpox Ha rognocr

3 (7pu) roauHN.

6.4. Ycaorna na chxpaHeHue

B opuriHanHaTa ONAKOBKA, Ha 3AIIATEHO OT CBETIHHA MICTO, IIPH TEMIIEPATypa MOXK
25°C.

6.5. JlamAnd 32 OIaKOBKATA

IInpBrYyHa onakoBka — 6 Opog cymozutopuu B Gmucrep ot apymnactHo IIBX/TIE
thoro;

Bropiuna onakoska — 1 6icTep B XapTOHEHa KyTHSA 3a€HHO ¢ JIMCTOBKA.

6.6 Coemidpraan HpeINasHH MePKH IPH M3XBBpJSHE HA H3N0J3BaH
JIeKApeTBEH NPOAYKT MK OTHAXLIHH MATEPHAJH OT HETo

Hama croenmnanam.

7.  IPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
CODAPMA AJl

Codus 1220, yn. “Unuencko nioce” 16, bearapus
8. PETHCTPAIIHOHEH HOMEP:

Bisacodyl 5 mg - 20010875
Bisacodyl 10 mg - 20010876

9. JATA HA HOBPBO PA3SPENIEHHE/MOANHOBABAHE HA
PA3SPEIHEHHUETO 3A YIIOTPEBA: 29. 08. 2001 r.

10. JATA HA AKTYAJIM3AIIMSI HA TEKCTA
Maprt 2006 1.




