KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



, I3NbARUTENHA ATEHUMWSA NO NEKAPCTBATA
Kpamxa xapaxmepucmuxa na npogyxma - lNpusoxemus 1

Koo Poz. Ne G001 5%

1. UME HA JEKAPCTBEHMS IPOAYKT e M BN 02

92 ] n_ 21599
®eHonake 5 mg cToMallHO-YCTOHUHBH TabaeTKH BG/MA/MP - 151% i L 04 LUD
Fenolax 5 mg gastro-resistant tablets [ _ T,

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Beska cromalHo-ycToiiyuBa TabneTka chabpika ouzakoaun (bisacodyl) 5 mg.

[ToMOLUHY BELECTBA C M3BECTHO JIeHCTBHE:
JlakTo3a MOHOXHIPAT, 3aXap03a, KOJIXHHHUIT YepBEHO.

3a MbJIHHUSA CMHCHK HA MOMOLLHHUTE BelIECTBA BHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

CromalHo-ycToifunBH TabNeTKH, CbC CBETJIOpO30B UBAT, ¢ Osna nuuug no cpenara. Gopmara Ha
TabNeTKHTE € Kpbria, ABYCTPaHHO H3MbKHANA.

4. KJUHWYHH JAHHH

4.1 TepaneBTHYHH NOKA3IAHHS

Jleuenue Ha 3anex.

3a u3npa3BaHe Ha uyepBaTa Npead AHACHOCTHYHH M3CNeABAaHHMA WIH XMpYpruyecka Hameca (Hanp.
PEKTOCKOMHSA, PEHTIeHOIOTHYHO H3C/e1BaHe Ha 1e0enoTo yepBo).

4.2 Jlo3MpoBKAa M HAMHH HA NPHJIOKEHHE

£03H|208Ka

Jleuenue na zanex

Bwipacmnu u deya nao 10 2o0unu
1 — 2 rabnerku (5 mg — 10 mg) eanH nbT AHEBHO, MPEIH JIATAHE.

Heya na evspacm om 4 oo 10 coounu
| Tabnerka (5 mg) eAMH MbT AHEBHO, MPEIM JIATaHE.

Heya noo 4-coouuna evipacm
besonacHoctra M edukacHocTTa Ha PeHonake npH aeua Ha Bb3pacT nol 4-roauiiHa Bb3pacT He ca

YCTAHOBEHH. Jlunceat 1aHHHU.

Ipu noodcomoska 3a OUAZHOCMUYHU U3CTCOBAHNS U XUPYPIUYECKA HaMmecd

Buspacmin u dceya nad 10 caoduni
2 tabnerku (10 mg) cytpus u 2 Tabnetku (10 mg) Beuep.
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Heya na evspacm 4-10 200unu
1 Tabnerka (5 mg) Bevep.

Heya nod 4-200uuna ew3pacm:
BesonacHocTTa M eukacHocTTa Ha PeHoNaKe MTPH Bela Ha BL3PacT Moj 4-roAMlIHA BB3PACT He ca
ycTaHoBeHH. JIUNCBAT JaHHH.

HauuH Ha MIPHIOKEHHE

3a nepopanHO NPUNOKEHHE,

Tabnerxnte TpaOea Oa ce norasluar 6e3 abBYeHe Bedep (3anmouBaT 1Oa AeiicTBat cnen 10 waca) wnm
CYTpHH Ha TNiaaHo (3amoyBat Aa deficTear cnen 5 4aca), ¢ JOCTATHUHO KOJNHUECTBO TEUHOCT.

4.3 [poTusBonokaiaHus

. CBPBXMYBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO HIH KbM HAKOE OT NMOMOLIHMTE BELIECTEA,
uzbpoenn B Touka 6.1.
Texxko obe3ponHABaHE.
OcTbp XMpYPrHUYeH KOpem.

. Bi3nanutenyy 3ab0ABaHHA Ha YepBaTa.

4.4 CrneunaiHH NpeaynpexicHHA H NPeANAa3HA MePKH OPH ynotpeba

npOﬂ’bJ’l)KHTBJ'IHH}IT NPHUEM Ha TO3H JICKAPCTBEH NPOAYKT HE CC NpENopbYBa, Tbil KaTO MOXKE 1a 3acCHNH
3ancka.

B13MOXKHO € HAKOM NALMEHTH A3 NOJNYYAT PEKTATHO KbPBEHE, KOETO 00MKHOBEHO € B Jeka $popMa K
OTLIYMABA CTIOHTAHHO.

{deHoJAKC ChABPKA NAKTO3A
[MauxeHTH ¢ pelkH HacnedCTBEHH NpoOeMH Ha HENOHOCHMOCT KbM TAlaKTO3a, [TbAEH JIaKTa3eH
AedHUNT HTH IMIOKO30-TanakTo3Ha ManaGcopOuns He TpaGea 13 NpHUEMAT TOBA JIEKapCTBO.

(DeHonake chabPKA 3aXapo3a

[MauuenTH c peaku HacneacTBeHM MPoGIeMH HA HEMOHOCHMOCT KBbM (PYKTO3a, MIOKO30-

rajakTosHa ManabcopOuHua WNM 3axapo3o-W3oManTaseH aeduuMT He TpsbGBa Na npHemar ToBa
JIeKapcTBo.

Qenonakc cbaAbPxka KOXHHUN YepBeHo (E124)

Koxunun uepsero (E124) Mosxe 1a NpUHHHH aNepruiH peakusH.
4.5 BiaamopeiicTBHe ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrH GOPMH HA BIanMoneficTBHe

[Tpn npreM Ha OM3akoOHN MOXE Ja BL3IHWKHE AeHUMT Ha Kanuil. [lopagu ToBa IpHEMBT Ha TOIM
NeKapcTBEH MPOOyKT TpAOBa fa ObAe ¢ MOBHIWEHO BHHMAHWE NPH [ALKEHTH, KOHTO MPHEMAT ApYTH
KaJHA-MOHKKaBall i NeKapeTea (Hanp. AMYpeTHUHM, CTEPOHAH) MK NeKapCTBEHN NPOAYKTH, MPH KOUTO
TOKCHYHMA WM edleKT ce NOBHIUABA, AKO B OPraHH3MAa JTHICBA Kanui (Hanp. cbpaeyHH IIHKO3HUAH).

TabneTku1c e 1palBa Lid CC IIPUEMAT ¢ MIAKO MWK NIPUAYKTH, KOWTO HAMAIABAT KHCCAHIIHOCT1A 1id
rOpHAaTa YacT Ha CTOMAILHO-YPEBHHA TPAKT.




4.6 @epTHIHTET, GpeMEeHAOCT H KbpMeEHE

BpeMeHHOCT
deHonaxc Moxke Oa ObIae MpUeMaH MO BpeMe Ha GPEMEHHOCT, aKO OYaKBaHaTa NMOJ3a HaJBHMLIABa

NMOTEHLUHAaNHHUA PHCK 3a [UIoja.

Kzpmene
MeHosakc mMoxe na Obae npueMaH Mo BpeMe HA KbpMEHe, ako OYaKBaHaTa Mof3a HaABHILasa
MOTEHLHANIHHA PHCK 33 KbPMAUeTO.

DepTUNHTET
He ca npoBexaaHu HicnenBaHHUA OTHOCHO edekTa Ha BU3akoann Bepxy depTUnuTeTa Npy YoBex.

4,7 Edextu BBpXY cnocobHOCTTa 32 modHpaHe H pafoTa ¢ MaIIARA

(deHonakc He MOBNHABA MAM TIOBIMABA npeHEGPC)KHMO crnocofHOCTTa 3a modmpaﬂe H paﬁora c
MAILHHH,

4.8 HewelaHH NeKAPCTBEHH PeaKUHH
HexenaHure peakunu ca H3GpoeHH Mo CUCTEMO-OPTaHKH kiacoBe. UecToTaTa Ha HexkeNaHUTE peakLMH

e onpegeneHa no MedDRA koHBeHUMATA: ¢ HEM3BECTHA YECTOTA ( OT HAIMYHHTE JAHHKH HE MOXE 3
6bIe HANPABEHA OLIEHKA).

MedDRA-Gasa nannn na YecroTa Hexenann peakuun
CHCTEMO-OPraHHH KJ2COBE

Hapywenus Ha MetabosinaMa v | C HeH3BeCTHa UecToTa JexuapaTaimd, XMNOKaTHEMHSA
XPaHEHEeTo

CroMalHe-4peBHH C HeH3BeCTHA YeCTOTA KopemHa Gonka, 1uapHs,
HapyLIeHHA DEKTANHO KBpBEHE

CrofliaBaHe Ha NON03UPAHM HEXKENAHH PeaKlHH

C'boﬁu.laaaue'ro Ha MOJ03HPpaHH HEXKETaHH PEAKLIHH Cnel paipeulaeaHe 3a yn(n'peﬁa Ha JIEKapCTBEHHA
npoaykt e axHo. ToBa nozsonAea na NPoABLIHKH HAGMIOASHHETO HA CHOTHOLIEHHETO MON3a/PUCK 32
JieKapeTBeHHs npoaykT. OT MeAHLMHCKNTE CMeLMaNUCTH ce H3HCKBa Ja cholIaBaT Beaka
NoJ03MpaHa HeXenaHa peakuus Ype3 HALHOHANHATA CHCTeMA 3a CRoOLaBaHe;

H3nbnHUTENKA areHLMA 10 JeKapeTBaTa
yn. Jaman I'pyen Ne §

1303, rp. Codpua

P. Buarapus

Ten.: +359 2 8903 417

daxkc: +359 2 8903 434

e-mail: bda@bda.bg

yebcaiiT: www.bda.bg

4.9 Ilpexoaupane

CumMnToMu

[1pn nprHeMaHe Ha BMCOKM LO3H CBLUECTBYBA PHCK OT 3HAYMTCIIHA 3aryba Ha Te4HOCT M eAeKTPOIMTH
(OCHOBHO Kanuit). BbicTaHOBABAHE HA TEYHOCTHTE R KOPEXUMA Ha €NEKTPOMHTHHA AucbanaHc ca B
OCHOBATa Ha CHMMTOMATHYHOTO JIEYEHHE.




5. ®APMAKOJIOIMYHH CBOHCTBA
5.1 DapmakogHHAMHYHHE CBONWCTBA

hapMakoTepaneBTHYHA PyIIa: KOHTaKTHH NnakcarHBu, ATC kox: AGGABO2

Mexanuibm Ha feficTBie

Buzakooun e nakcaTHe, koifTo neficTsa AMpEKTHO BLPXY AebGenoto yepro. Kato BbadeicTsa AMPeKTHO
BBPXY HEPBHMTE OKOHY4aHMs B cyOMykos3aTa, Tofl HachpyaBa MYCKYJHMTE KOHTPaKUHH H
MepHCTAITHKATA HA YepBaTa.

OcpeH TOBa € A0Ka3aHOo, Ye OUCAKOQWT HaMalsaBa YpeBHATA pe3op6um| Ha BOOA H CNEKTPONKTH, KOETO
BOIH N0 PA3MEKBAHC HA YPEBHOTO CHALPKHMO.

5.2 @apMakoKHHETHYHH cBOiiCcTBa

Abcopbuns
CaMo Manke KonuyecTBa OT MeKapcTBEHUA NMPOAYKT ce abcopOHpaT clien OpalHO MM pPeKTAaTHO

TMPHIOXKEHHE.

Buotpancdopmarus

Buzakoamn 0mp30 ce XMIPOMH3HPA OT ecTepald Ha YPEBHATA MyKO03a N0 AKTHBHHA MeTaGonuT bis-(p-
hydroxyphenyl)-pyridyl-2-methane (BHPM), koiito neficTsa nokanHo u He ce aGcopGHpa.

Enumununpane
BHPM ce enMMuHUpa OCHOBHO Ype H3npakHeHuaTa. B ypunara ce otkprea BHPM rmoxoponna

5.3 TIlpexxanun4un JaHHA 3a GesomacHoCT

He ca HanHYHK DaHHM.

6. PAPMAIIEBTHYHH JAHHH

6.1 CnHcbhbK Ha MOMOINHHTE BEUIECTBa

Appo:

Kaprojeno nuwecte
JlakTo3a MmoHOXHApAT
Tank

Marne3ues creapat
Kenatuu

ObGBuska:

CoIonuMmep Ha MeTaKpHNOBa KHCeNHHa-eTHIakpwiaT (1:1)
Hatpues xuapokcna

TpueTHnos LMTpaT

TMonucopbar 20

Tank

Turanor anokeun (E171)

Koxunun yepseno (E124)

CuMeTHKOH




6.2 HecnBMecTHMOCTH
Henpunoxumo.

6.3 Cpoxk na roanoct
3 rogMHu

6.4 Cnennaifa¥ ycJ0OBHA HA CLXpAHEHHE

Ha ce cbxpansasa nog 25°C.
Jla ce cbXpaHABa B OPMIMHANHATA OMIAKOBKA.

6.5 BuaucpabpXKaHne HA ONAKOBKATA

Baucrepu ot AI/PVC donmo.
1 6nucrep chabpaxa 30 cTOMAIHO-YCTOHYUBY TABNETKH B KAPTOHEHA KYTHA.

6.6 CpoeunanHu npeaNna3sHH MEPKH NMPH HIXBLPJIAAHE

HsaAma chieuManHHi H3HCKBaHHKA.

7. MPUTEXATEJ HA PASPEUIEHHETO 3A YIIOTPEBA

Buarpuc EOQJ]

ouc crpana ,.,Cepriika opucu*

6yn. CutHakoBo Ne 48, eT. 7

1505 Codns

Brarapus

8. HOMEP(A) HA PAIPELIEHHUETO 3A ¥YNIOTPEBA

Peructpaunonen Ne 9800198

9. HATA HA N'bPBO PASPELIABAHEMOAHOBABAHE HA PAZPELIEHUETO 3A
YIIOTPEBA

JlaTta na nbpeo paspewasaxe: 10 onmn 1998 r.

Jlara na mocneaHo nogHoeasane: 27 centemspu 2011 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

03/2026




