KPATKA XAPAKTEPHCTUKA HA IIPOAYKTA

HUHHCTEPCTEO HA 3GPABEONASBARETO

i. HME HA JEKAPCTBEHHS ITPOAYKT {IDUAOXEHHE KbiA
paspewenne 3a ynorseda (L (o3 g L2z -12.0 ¢

708/ 05:R-Ob Q%M

k)

Inkontan 30mg , Muxontan 30Mr

2. KAYECTBEH U KOJHYECTBEH CHCTAB

" 1 punmupana Tabnerka ceabpka 30 Mr TpocnuyM XnOpHA

3. JIEKAPCTBEHA ®OPMA

DuaMupany TabNETKH

4. KJIHUHIYHA CBOMCTBA
4.1 TepaneBTHIHM HOKAIAHUA

JleueRpe Ha OYHKIMOHANHM CMyIleHMs HAa IHKOYHHMA Mexyp (HECTaOHIHOCT MIK
xuneppediexcHs Ha AETPY30pa) ChC CHMITOMH HAa YeCTO YPHHHpaHe, JecCTH NO3MBHA 32
YpHHHpaHe H HEBOJHO H3IYCKaHE Ha YPHHA C MM 6e3 [IO3UBH.

4,2 No3xpoBKa M HAYHH HA NPHJIOKEHHAE

3 oeTH qHepHO 1o 1/2 tabnetka (=15 Mr) mm"cy'rpuﬂ- 1 TaGnerxa (30 Mr) u Bewep 1/2 Tabnerxa
(=15 Mr) /orropaps Ha fHEBHa 1032 0T 45 Mr TpocTayM XJIOpuzy.

[}
Ipu namueHTH ¢ TeXKa 6L6pedHa HemocTarsyHocT (kpeaTHHHHOB KnupsHe 10-30 ml/min/1,73 )
Cce MpeNopbYBa MHIHBHAYATHO HAMajJeHHe HA JHEBHATAa 7033, B 3aBHCHMOCT OT CHOTHOIIEHMETO
MEXAY KOOBp TepateBTU4eH eekT ¥ MAHHMANHO HEXENaHO NeHCTBHE
(25-50 % ot obuyaiinaTa THEBHA J03a).
3a ynotpeGara Ha VIHKOHTaH MpPH TIHEHTH ¢ YSPHOAPOOHE HEAOCTATHYHOCT HAMA JIAHAH (Buk
-CrenpmaHy HpeaynpexacHys 1 NpeNasHy MepKH IIpH yoTpe6a).

Tlopamu nurca Ha ,uamm I/IHKOHTaH He ’I‘pH6Ba Za ce TIpHIATa IpH Aena riox 12 romuag.

dumupanrTe TabNeTKky TpAdBa ,ua Ce NpHEeMaT IeNy, ¢ ROCTATHUHO KOAHYECTBO BOXA, MpEIH
XpaHeHe.

HyJK,IgaTzi OT IpOJBDKATENHa yiioTpeba Tpabsa Aa ce poBepABa PEOBHO, Ha BCCKH 3-6 mecena.

4.3 IlporaBonoKasanus

3a[pHKKa Ha yPHHA
TECHOBTHIIHA ITIayKOMa
TaXHApHTMHS
Myastenia gravis




texcbk Colitis nlcerosa
TOKCHYICH METaKOJIOH
6s0peuna vexo cramqﬂoc'r CBHC 33ABIDIITENHA THann3a (KpeaTHHUHOB KIIHPHHC MO,

- . 10 ml/min/1,73 m)
. mena mox 12 romusau

4.4 Cneypaian NpegynpeRIeHus | Npeaa3sHa MEPKH HPH ynokTpeﬁa

TpocnuyM XHOPEA TpAOBa Jia ce H3MO0N3Ba ¢ BHUMAHUE IIPH:

0BCTPYKINA B CTOMAITHO-UYPEBHMS TPAKT (Hamp. CTEHO3a Ha TIMI0pa)

0OCTPYKIHA Ha ITHKOTHUTE IIBTHING, aKO MMa PHCK OT 3apHiKKa Ha ypHHA

ABTOHOMHA HEBPOTIATHS

XHaTyCcHa XepHH4 ¢ pedrykc-ezodarut

3aboNaBanis, IpY KOHTO IYJICHET He TpsAbBa Zja ce ycKopsBa, HAIp. XUINEPTUPEOHIH3EM,
KopoHapHa OojyiecT Ha CHPIETO, ChpAiedHa ciaabocT (B Te3H Ciyyad ce MPEIophYBa YeCTOTO
w3MepBaHe Ha my’ca)

Ilpu mamagme Ha JHerpysop-cHUHKIEpHA NMCCHHEPrHs  C€ IpPeHopb4Ba HHTICPMHTEHTHA
KaTeTepH3allisd, 10 BE3MOXOCT H3BLPIIEHA OT CaMHs HANHEHT, 32 NMOCTHIade Ha MBIHO
| M3Npa3BaHe HAa MEXYpa, 633 ocTarbuHa ypHHa. B npotuser coyyall ynotpebara Ha MukonTan He
ce Hpenoph4Ba.

TpocoxyM XIIOPHJ ce eKcKpeTHpa IiaBHC 4pe3 Os0penuTe. 3HAMHTENHO IOBHINIEHY CTOXHOCTH
Ha TUIA3MEHATA KOHIEHTpais ce HaOmofaBaT IpH TAlMEHTH CEC CIUIHO OrpaHwHdeHH Oh0pedHH
thysrimE. 3aToBa TpAGRA fa ce BHUMaBa NpH NAllMenTH ¢ Hapyiesa Ob0peqna GyHKums.

Hsmva masHn 3a ynoTpebarta Ha MIHKOHTaH NpH NAUEeHTH ¢ YepHOoapobHa HegocTarkyHoeT . pa
in vitro m3cneBanns ¢ pepuma Cytochrom P 450-en3mvu, KonTo y9acTBaT IpH MeTabony3Ma Ha
nexapcTRernTe BemiectBa (1A1, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19, 2D6-Val, 2E1),
TpocoEyM XIOPHI B KOBIETPalKH, KOMTO OTTOBapsT Ha MiasMeHaTa KOHLGHTPal|a CHeX OpanHo
NPHIOKEHAE Ha TePalleBTHYHATA J03a IPH X0pa, He ce MeTabonusupa.

Ilpemu HagaloTo Ha 'repanHﬂTa 'IpﬂﬁBa ,ua 6a,c[ar uskmroueHu opraHHtIHH HPHYHE 3
m3bpoennTe B Todka 4.1 /T epaneBTHImH NOKazauus/ CHMIITOMH KaTo ChbpAeYHU H OLOpedn:
3a00IBaHTSA, TONBAMIICHS, HEMEKIAN ¥ TYMOPH Ha NAKOYHHTE OPTAHH.

" Eppa ¢uivupana Tabnerka Muxonran 30 mr cepbpxa 100 Mr jaktosa. Tosa kosmrdecTeo €
BEPOATHO HEJOCTATHIHO, 3a /i MPEH3BHKA NPK NPEIPA3NONOXKEHH NalMEHTH CHMITOMK Ha
NaKTO3HA HETOJIEPAHTOCT.

4.5 BzanmopcicTBUA ¢ APYIA JEKApCTBECHA CPEACTBA

Bn3MOXHHE ca CICIHEHTE B3aUMOJICHCTRBHA &
3acHIBaHE e(bem‘a Ha amxomeprnqﬂme CpelCcTBa KATO aMaHTaiHH, TPHIHUKIHIHHA

AHTHACHPCCAHTH, XHHHHH , aHTHXPICTaMHHH H I[PISOIIHpaMPIIl

- 3acHNBaHC Ha TaXHKapAHHTE C(l)eKTI/I HPI’I‘!KHCHH Ha 6eTa-CI/IMHaTI/IKOMKM$

- oTcinabBaHe MeliCTRHETO Ha TIPOKFHETHYHE CPEACTBA KaTO METOKHOIDaM

- TPOCHHyM XJIOpHA BIIAIC HA CTOMaIHHO-‘ipeBHH.SI MOTH}IPIT&T H CCKpE

pesopOiusTa Ha TpocuuyM XIopui,. 3aT0Ra e,a:[HOBpeMeHHaTa M yImIpeGa e HC}KCII %5

Nto
WKAE,bS\‘&




IIpu in vitro mscnexsamus ¢ pemuna Cytochrom P 450-eH3MME, KOHTO Y4acTBaT IIpH
MeTabosn3Ma Ha JeKapcTBeHuTe Bemectsa (1A1, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19,
2D6-Val, 2E1), TpocnEymM Xnopua He HpOMEHSA TAXHATa aKTHBHOCT. Thif xato TpocmmyM
XIOPHZ e MeTaboNH3Hpa B HE3HAYHTENHA CTENEH H INaBHO Ipes XUIPOIH3a HA ECTEP, HE CE
O9aKBaT MeTaGOJIHTHH B3aHMOJEHCTBHS.

" 4.6 BpeMeHHOCT B KbPMeHe -

Ilpu oIMTH ¢ XHBOTHHU HE €A OTKPHTH JOKA3aTEIICTBA 38 HETATHEHH €(heKTH.

Ipu nmsxope TpochryM. XOpPHA MpeMUHABA Hpe3 IlaeHTapHaTa Gapruepa U e eKCKpeTHpa B
KppMara. 3a ynorpebara IIpH Xopa HAMA MABHH.

3atoBa MuKonTaH 15 Mr He Tpabea ma ce npuemMa Ino Bpeme Ha 6peM6HHOCT Wi KbpMeHe ,

" OCBEH aKO TOBa He € abCOII0OTHO He0OXOAHMO.

4.7 EdexTr BpPXy ciocofHOCTTA 32 mModHpaHe ¥ patoTa ¢ MAIIUHH

Iopamm cMymenHa B akoMozanusiTa, cnoco6HOCTTa 3a ImodHpaHe win paboTa ¢ MAIMMEM MOXE
Jia Ope HamaneHa.

Wscnenpanmsa 3a BIMAHAETO Ha TpocmEyM XJIOpHI BBPXY ZAPYLH NapaMerpu (BH3yauHa
OpHeHTalHs, 00Wa CKOpPOCT ‘Ha peaKkLuuTe, PEKLHHH HpH CTpec, KOHOEHTpalus H MOTOpHa
KOOPIHHAIHA), KOHTO ONPEHENAT ciocoOHOCTTa 3a mmodupae 1 paboTa ¢ MAINMHA, He TTOKA3BaT
ethexT Ha TpocuyM XIopH.

4.8 HexeJaHu JEKAPeTECHN PeakIHu

AHTHXONHHEPTHYHE e()eKTH KaTo HaMalleHa CEKpelns Ha CIOHKA, JICIICTICHS, 3alleK MOTaT Ja
OBbAaT NPOABEHH IIPH JICYEHHUE ¢ T POCIIHYM XIIOpUL.

Yecru ciygau (>1 %) .
CToMarmHo-upeBeH TPAKT: CyX0Ta B yCTara, RUCIEINCHS, 3ameK, GOl B KopeMa, TallcHe

Pema cryqam (<1 %)

IInkounu oprasu: npobieMu TIpH ypHHHpaHe (Hanp. 33IpEXKa Ha YPHHA)
"CBpISHIHO-CHAOBA CHCTEMA: TAXUKADIUT

CroMantHO-IpeBeH TPaKT: AUApHs, maooGPasyBaHe

JmxarenHa cHcTeMa: JUCIIHER

Koxa: obpusn

CefHMBHE OpraHd: CMYIIEHHATa B akoMojaruara (Ipedd BCHUKO IIPH TAIHEHTH C
XunepMeTponus 1 063 KOpPHIHpaH vusus)

Oomm: acTennd, OoKa B TEPIHUTE.

- Ornenmawm enyyau (< 0,1 %)
TIMKOUHE OpraHA: 3aAPHKKA HA YpHEa
CopaedHo-CHIOBaCHCTEMA: TAXUAPHTMHS
Koxa: oTomu Ha TEKarwTE (angioedem)
Yeper spob ¥ JKITBUKA: JEKO IO CPEAHO MOBHHICHHE Ha TPAHCAMHHASHTE




O6uw: AHa(QHIaKTHYHA PeaKIHL
4.9 IIpego3upane

Ilpu ymorpeba Ha MaKCuUManHaTa £03a: 0T 360 mg TpocmMyM XIOpH/ TpH AOGPOBONIH €
Hab/zofaBaHa CyX0Ta B YCTaTa, TAXHapHTMUA, MUKIIHOHHE CMYIICHHA.

Jocera He ca HaOMOAABAHY TEXKH CIIyJad Ha Npeno3upaHe i HHTOKCHKAIHA IIPH Xopa.
CHMIITOMH Ha Ipeflo3Epate ca M aHTHXONHHEPTHYHATE ePeKTH.

Mepxu B ciay4aii Ha Ipefo3Hpane:

- cToMamHa NPOMUBKa M HaMansBage Ha pe3opOumsra (aKTHBEH BBIJIEH)

- JOKANHO TPUICKEHHE Ha IUIOKapIHAH HPH HAlHEHTH C IIayKoMa

- KaTeTepu3anus TIpHA 3a/IpBKKa Ha ypHHa

- IpHIOXKCHHE Ha MAPACAMIATOMAMETHK (Hamp. HEOCTHIMHEH) TIPH TEKKHA CHMITTOMH

- TpHnoXeHHe Ha 0eTa-pelenTopeH GIoKep HpH HEXOCTaTHYEH OTrOBOP Ha NPIIOKCHATA
Tepallus, U3paseHa TaxXHKaphus WWIHL  HeCTaGHMuHO KpBBOOOpBINEHUE  (HANp.
appBoHadamHo 1 mg mpompasonon i.v. mof EKI-KOHTPON H KOHTPON Ha KphBHOTO
HasraHe)

5. ®APMAKOJOI'MYHH CBOMCTBA
5.1 dapMakoqUHAMMIHH CBOHCTBA

TpocaHyM XJIOpUA, KBaTePHEPHO aMOHHEBO IIPOH3BOAHO HA HOPTPONAHOIN, CHana KbM Ipynara
Ha IapacHMIATAKOMUTHIHITE HIIH AHTHXOJIMHEPTHYHHTE CHCAMHCHAS. JlexapCTBEHUAT NPOIYKT
ce KOEKYpHpa, B 3aBHCHMOCT OT KOHIIEHTpAlWdTa, ¢ SHHOTEHHHA MCIMATOp auCTAIXONHH B
HOCTCHHANTHYHHTE NApaCHMIATAYHH PEHENTOpH. TpoCHHyM XIIOPHA HMa BUCOK a(QHUHHATET KbM
M1-, M2- u M3-cy6Tun MycCKapHHOBW PEUENITOPH U € C HHCBK aUHUTET XbBM HHKOTHHOBUTE
PElenTopH. :

AHTHXONHHEPTHYHOTO AelicTBHE Ha TpocmuyM XJEOPHZI BOAX JIO peNaKcHpain eheKT BEPXY
IVIAZIKATE MYCKYJIH H OPTaHH Upe3 MYCKapHHOBHTE PELIEITODH.

TIpH OMATH C JXMBOTHH ¥ Ip¥ ¥opa TpocmuyM XTOPH/ NOHMKABA TOHyCa HA INAAKHTE MyCKyTHd
B CIOMAauHO-9PEBHMS M YPOTERHTANHMA TpakT. TpOCIHYM XJOpHJ MNOHMKARA  CHINO
GpOHXMANHATA CEKPELHs, OTAEIIAHETO Ha CIIOHKA H II0T, CMYLlaBa aKOMOJAUHATA Ha OIUTE.

5.2 GapMaKOKHHETAYHM CBOJICTBA
4-6 =aca cmef opanes mpuem Ha TpocmayMm XIOpHE C€ JOCTHIA MaxcuManmHa Ia3MEHa
KoHIeHTpanus. AGcomoTHaTa OHOHAIMIHOCT Ha CTUHHTIHATA 1034 OT 45 Mr TpocrnuyM XNOpHE

(3 Tabnerku Unxoutad 15 mg) e 6 % (koH(UIEHIOREH HETEpBaN 5-8 %).

EZHOBpeMEHHOTO IpHEMaHe Ha XpaHa, 0co0eHo Ha MasHA Xpaia, HaMaliBa OMOHANMYHOCTTE
Tpocmuym xiopuf (AUCss cniana Ha 59 % 0T CTOHHOCTTa Ha IIagHO). Q&_&EHHWE 7

CrcTemuo Hamraaus TpocIHYM XJTOPHA ce eKcKperHpa dpe3 650penuTe IJaBHO el
MAJKa UaCT Ce EKCKPETHpa KATO CIIMpOAIKOXOJ, MeTalomuT o0pasyBaH dpe3 XUAP
€cTep.




Bpemero na nonyemmvmampade € 5-20 gaca.
He ce nabmonasa akymyamus.

Tpocnmy™ XJIOpHA ce CBEP3Ba C INIa3MeHHTe IPOTeHHH 10 60-75 %.

Hama pa3nHKa B KHHECTHKATAa B 3aBACEMOCT OT BE3pPacTTa | 1oja.

Ilpm m3cnepBaye HA NAIMEHTH ¢ TEXKHM HapyIIeHHA Ha 6nOpeuHara dymxums (kpearmHWHOR
KEpEHC 8-32 ml/min) cpepBara croiinocT Ba AUC 6¢ 4 mbTH m0-BECOKA, Ha Cpay - 2 I'HTH 10~

BHCOKA, BpEMeTO Ha IOMYXHBOT - 2 I5TH HO-ABITO. 3a ymoTpebata Ha WHKOHTAH IpH ManueHTr
¢ II0-HHCKa cTenieH Ha 650pedHa HeAOCTaTEIHOCT HAMA JNaHHH.

3a ynoTpebaTta Ha IHKOETAH IIpH TalHEHTH C 9ePHOAPOGHA HEXOCTATHIHOCT HAMA NAHHH. Iipm
in vitro m3cnenparma ¢ pefrma Cytochrom P 450-eE3mMu, KOUTO Y4ACTBAT IPH MeTaboNA3Ma Ha
nexapcrBeHETE Bewmlectsa (1AL, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19, 2D6-Val, 2E1),
TpocmEyM XIOpHA B XOBNETPAKH, KOETO OTTOBApAT Ha IUIa3MeHaTa KOHIICHTPAHA clIel| OPaHo
IPHIOKEHAE Ha TepaleBTAIHATA 032 IPH X0pa, He ce Meraboimsmnpa.

5.3 IpepxaannyHd AaHHA 32 0e30IacHOCT

HexnvaudHuTe MaEHE He IHOKa3BaT ocoOSH PHCK 32 Xxopara Ha 0a3’a Ha KOHBEHIHOHAIHATE

(bapMaKOJIOI'K':IHIfI H3TMATBagHAAg 3a GBBOHECHOCT, TOKCHTHOCT IIPH MEOrOKpPaTHO IPHIIOKEHHE,
TCHOTOKCHIHOCT, KaHICPOrCHEH NOTCHOEAT, PEIPOAYKTHBHA TOKCHYHOCT.

IIpm mexoBe TpocHuyM XNOPHA NpeMAHABA Ipe3 IUIanNeHTapHaTa Gapuepa A ce eKCKpeTHpa B
KBpMarTa. :

6. DAPMAUEBTHYHHN CBOVICTBA

6.1 CoHchK Ba NOMOIHHATE BelecTBa:

TaTanoB JMEOKCHZA, MEKDOKDHCTANHA IEHYN033, METHHXHIPOKCHIPOMUIIENYI0sa, JaKTo3a,
IAapeBUYH0 HHWLIEeCTe, HATPHEBO-HAINGCTEH ITWMKONAT, moimBuAoH K25, mucoxomucmepcen
CHIAIAER AHOKCHUI, CTCAPHHOBA KACEIMHA

6.2 HecrBMecTEMOCTH

He ca m3BecThn nocera.

6.3 Cpox Ha roggocT

5 ronwpHER




6.4 CenHanHy yCJIOBHS 32 ChXpaHEHUe

Ja He ce cexpanspa nog 30°C.

Ja ce cpxpanfapa Ha MACTO HENOCTHIIHO 34 Jela.
Ja ce crra3par ykazasuaTa 3a ynorpeta.

6.5 Jlanun 3a onakoskara

bamcrep

Omnaxopxa ¢ 20 dunmvupanu TabneTky
Omnaxosxa ¢ 50 dunmupann Tabaerku

6.6 Ykazanusa 3a ynorpeba
Hama.

7. TIPHUTEXATEJ HA PASPEHIEHUETO 3A YHHOTPEBGA

Pharmazeutische Fabrik Mon.tavit.Ges.m.b.H _
Salzbergstrasse 96, 6060 Absam/Tyrol, Austria

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEBA

9. ,T_IATA HA ITBPBO PA3SPEIIABAHE / TOZHOBSIBAHE HA PAIPEINEHHUAETO
3A YIIOTPEBA

10. JIATA HA AKTYAJIVI3HPAHE HA TEKCTA

1212006

Otmycka ce HO JIEKapCKO NPEAHCAHEE.




