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1. UME HA JIEKAPCTBEHUS ITPOAYKT

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

OgoGpei.ue Me ... ...

| pumupana tabnerka chabpxka 30 mg Tpocnues XjopH

3. JIEKAPCTBEHA ®OPMA

Ounmupany TablIeTKH

4. KJUHUYHHU CBOMCTBA
4.1 TepaneBTHYHH IOKA3AHMUS

Jleyenne Ha (QYHKUMOHAJIHM CMYIICHHS Ha IHKOYHMsS Mexyp (mecrabuwiHoCT MM
xuneppedJiekcusi Ha JIETPy30pa) ChC CHMITOMH Ha 4YECTO YPHHMpAHE, YECTH MO3HBH 3a
YPUHHPAHE H HEBOJIHO H3MyCKaHe Ha yPUHA ¢ WK Oe3 MO3HBH.

4.2 JIo3MpoBKa M HAYHH HA NPHJIOKEHHE

3 meTH aHeBHO mo 1/2 Tabnerka (=15 mg) wim cyrpun 1 Tabnerka (30 mg) um Beuep 1/2
tabnerka (=15 mg) /orrosaps Ha jHeBHa J03a oT 45 mg Tpocnues xnopuyy.

[1pu nanmenty ¢ Texka GnOpeuna nepocrarbunoct (kpearnaunos kiupbice 10-30 ml/min/1,73 m?)
ce npenophbyBa MHIHBHYAJIHO HAMAIECHHE HA JHEBHATA J103a, B 3aBHCHMOCT OT CHOTHOLICHHETO
MeXLy 100Bp TepaneBTHYeH ePeKT i MHHHMAJIHO HEKEJIaHO JICHCTBIE

(25-50 % ot oGuuaiinara JHEBHA J103a).

3a ynorpe6ara na MHKOHTaH IPH MAIMEHTH C YePHOAPOOHA HEIOCTATHYHOCT HAMA JIAHHM (BHIK
Crenuaiay npeynpeskIeHns | Mpeina3sHi MEPKH NpH yrnotpeba).

[Topazu smnca Ha ganun MHkonTan ne TpsaGBa Ja ce npuiara npy jena noj 12 roanHu.

Ounvupanute TabneTkn TpAOBa 1a ce NpUeMar lelH, ¢ 0CTaTbyHO KOJIUYECTBO BOJA, Npeau
XpaHeHe.

Hysknata ot npopipkuTena ynorpeba tpsOBa Ja ce mpoBepssa pe/loBHO, Ha BCEKH 3-6 mecerna.
4.3 llporuBonokasanus

CBPBXUYBCTBHTEIHOCT KbM HSKOS OT ChCTABKUTE HA JICKAPCTBOTO
3aJIpbKKa HA ypHHA

TECHOBIbIIHA TJIayKOMa

TaXHAPUTMHS




Myastenia gravis

texnbk Colitis ulcerosa

TOKCHYEH MErakoJIOH

GBOpeuHa HeI0CTATBYHOCT ChC 3a/IbIDKUTENHA AMann3a (kpeaTHHHHOB KIIMPBHC M0/
10 ml/min/1,73 m”)

. nena noa 12 roauuu

4.4 CeuuaJ iy npexynpekIeHust H Mpeanasnn MepKH npH ynorpeda

Tpocnues XJopu/ TpAOBa Jia ce U3110J13Ba ¢ BHUMAHHE TIpH:

® 0GCTPYKIMS B CTOMALIHO-YPEBHHS TPAKT (HAIp. CTEHO3a Ha ITHIIOpa)

06GCTpYKIHS HA MHKOYHHUTE IITHTHINA, AKO HMA PHCK OT 3a/IPhiKKa Ha ypUHA

ABTOHOMHA HEBpPOIIATHsl

XHaTycHa XepHus ¢ peurykc-e3oparut

3a60JIBaHKsA, TIPA KOMTO IMyJCHT He TpAOBa 1a ce yCKOpsiBa, HAIp. XHIICPTHPEOHIH3HM,
KopoHapHa GOJIECT Ha ChPIETO, Chp/ieuHa caboCT (B TE3H Cllyuau ce Mpenophisa HecToTo
u3MepBaHe Ha ImyJica)

[lpn Hanuuue Ha JACTPY30p-CUHKTEPHA JIWMCCHHEPrHs €€ NPEnophuBa HHTCPMHTCHTHA
KaTeTepu3alis, M0 BB3MOXKOCT M3BBPIICHA OT CAMHA MNAIMEHT, 32 NOCTHIaHe HA IBJIHO
u3npasBane Ha Mexypa, 6e3 octarbua ypuna. B nporusen ciyyai ynorpebara Ha MukonTan ne
ce MpernopbyBa.

TpocnuyM XJIOpHJL C€ €KCKPETHPA IJIaBHO “pe3 OnOperTe. 3HAUUTETHO MOBHUIICHH CTOHHOCTH
HA IUIA3MeHATa KOHUEHTpAIs ce HaGJojaBar MpH NAIMCHTH ChC CHIHO OrpaHHveHH OBOpeuHH
ymximn. 3aToBa TpAOBa Ja ce BHUMABA NPH NALWEHTH € HAPYIICHA OuOpeuna (GyHkims.

Hsma nannn 3a ynorpebara Ha IHKOHTaH NpH NALMEHTH C yepHOApoOHa HeocTaThuHoCT . [1pH
in vitro u3cnensanus ¢ peauia Cytochrom P 450-en3uMH, KOUTO y4acTBar MpH metabonu3ma Ha
nexaperpenute Bemectsa (1A1, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19, 2D6-Val, 2E1),
Tpocnues XJI0pHJL B KOHIETPAIIMH, KOHTO OTrOBApSAT Ha IUla3MeHATa KOHICHTPALM CJIC/L OpaHo
NPHIIOKEHHE HA TepaleBTHYHATA /1034 IIPH XOpa, He ce metabonu3upa.

[lpean HayanoTo Ha Tepanusra TpsOa Jja Oanar u3kJoyeHn OpraHvyuHM NpPUYHHH 32
u3bpoennte B Touka 4.1 /TepaneBTHIHH noKazaHus/ CUMITOMH Kato ChpieuHd u ObOpeunu
3a60J1IBAHAS, TIOTH/HIICHS, HHPEKIMH H TYMOPH Ha ITHKOYHHTE OPraHH.

Exna ¢punmupana tabnerka Mukonran 30 mg chabpika 100 mg nakro3a. ToBa Konu4ecTBO €
BEpOSITHO HEIOCTATHYHO, 3 JId NPEAU3BHKA MPH NPEAPA3IOOKCHH MAUMCHTH CHMITOMH Ha
JIAKTO3HA HETOJIEPAHTOCT.

4.5 BzauMojeiicTBas ¢ JIPYTH JIEKAPCTBEHH CPE/ICTBA

BB3MOJKHH €A CIICHUTE B3aHMOJICHCTBHA
- sacuiBane e(exTa Ha AHTHXOJHHEPrHYHMTE CPE/ICTBA KaTO aMaHTaJHH, TPHIHKIL
AHTHJICTPECAHTH, XHHH/IMH , AHTUXUCTAMHHM W JH30IHPaMHL
- 3acHJIBaHE Ha TAXMKapaHuTe eeKTH, NPHIMHEHH Ha OeTa-CHMIATHKOMUMET
- orcnabBane JeHCTBHETO HA MPOKMHETHYHH CPEJICTBA KATO METOKJIONpPaMH/L
- Tpocnues XJIOpHJ BIMsE HA CTOMAIIHO-YPEBHHS MOTHIMTET M CCKPCLHA 3@
e/iHOBpeMeHHa ynoTpeba € Bb3MOKHA IPOMSIHA B pe3opOuusTa Ha JIPYTrH JIEKapeTs




- JIeKapCTBEHH IMPOJYKTH KaTo ryap, XOJECTHPAMHH, XOJICCTHIION MOrar Ja HMOHHXKaT
pesopOumsata Ha Tpocnues X10pu1. 3aToBa €IHOBpEMEHHATA HM yHoTpeda ¢ HexKeaTe Ha.

[pu in vitro wm3cmexsanms ¢ peauua Cytochrom P 450-eH3uMM, KOMTO ywacTsaT TNpw
merabonm3ma Ha siekaperBenute Bemectsa (1A1, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19,
2D6-Val, 2E1), Tpocnues XI0pHl He NPOMEHs TAXHaTa akTHBHOCT. Tbii karo Tpocnues xjiopu
ce MeTaboONM3Mpa B HE3HAYMTETHA CTENEH M IJIABHO Ype3 XHPOJM3a Ha ecTep, HE ce OvaKBar
MeTabOoJIMTHH B3aNMO/ICHCTBHS.

4.6 BpemenHocT H KbpMeHe

[1py ONUTH € KUBOTHH HE €A OTKPHTH JIOKA3ATE/ICTBA 32 HEraTHBHH e(eKTH.

IIpu msxose TpocnHeB XJIOPH/I PEMUHABA Ipe3 ILIaleHTapHaTa Oapuepa U ce eKCKpeTHpa B
kbpMara. 3a ynorpebara npu Xopa HiMa JaHHH.

3arosa Mukontan 15 mg ne TpsabBa jia ce mpHema 1o Bpeme Ha OPEMEHHOCT HIIH KbPMEHE ,
OCBEH aKo TOBa He € abCOMOTHO HEOOX0UMO.

4.7 Edextn BLpXY cnocofnocTTa 3a mopupane u pabora ¢ MAHHHT

[Topazy cMyILIEHHsS B aKOMOJIAIUATA, CIOCOOHOCTTA 32 modupane win pabora ¢ MalllHHA MOXKE
J1a ObJie HaMaJIeHa.

Wacieasanns 3a BIMSHMETO HA TpOCHHEB XJIOPHA BBPXY JIPYyrH MapaMeTpH (BH3yaiHa
opueHTalMs, 00IA CKOPOCT HA PEAaKUMHTE, PEKLMH TPH CTPEC, KOHLEHTPAUHs H MOTOpHA
KOOP/IMHALMS), KOHTO ONPE/EIAT CocoOHOCTTa 3a mopupane u paboTa ¢ MaLIHHH, HE TTOKa3BaT
eexr Ha Tpocnues XJIOpHL.

4.8 Heskestanm JICKAPCTBEHH PeaKIuH

AHTHXOJIMHEPruuHHE eeKTH KaTo HAMAJCHA CEKPEels HA CIIOHKA, IMCIICTICHS, 3allek MoraT Ja
O'bIaT IPOSIBEHH TIPH JieueHHe ¢ TpoCineB XIOpuL.

Yectu ciayyau (>1 %)
CTOMAIIHO-4PEBEH TPAKT: CyXOTa B YCTATa, JIMCIIENCHs, 3ariek, OOJIKH B KOpema, ra/iene

Pejiku ciyyan (< 1 %)

[TMKOYHH OpraHu: MpoGIeMH NpH ypUHHPaHe (HAIp. 3a/IphKKa Ha ypHHa)
Chp/IeYHO-CB/I0BA CHCTEMA: TaXHKap s

CToMAaIIHO-4PEBEH TPAKT: JHAPHS, razoo0pasyBaHe

JluxaresiHa cucTema: JIiciHea

Kosxa: obpuBH

CeTMBHH OpraHH: CMYIIEHHsTa B aKOMOJauusTa (mpes BCHYKO TpPH MAUHCHTH C
XHnepMeTporus 1 6e3 KOpHIHpaH vusus)

O6nm: acrenusi, 00JIKa B I'bP/IHTE.

Ornennu ciyuan (< 0.1 %)
[IMKOUHH OpraHu: 33/IphKKa Ha ypHHA
Chbp/IeYHO-CH/I0BA CHCTEMA: TAXHAPHTMHS




Kosa: oronm Ha ThKanuTe (angioedem)
Uepen Apo6  HKIIBUKA: JIEKO JIO CPE/IHO TIOBHIIICHHE HA TPAHCAMHHA3HTE
O6mm: AHadHIaKTHIHA PeaKIius

4.9 Ilpenosupane

[lpu ynmotpeba Ha MakcumaiHata joza or 360 mg TpocnueB XjOpHjx NpH JniobpoBoiy €
HabIio/1aBala CyxoTa B yCTara, TaXHapHTMHUs, MUKIIHOHHU CMYIICHHS.

Jlocera e ca HaGMIO/IaBAHM TEXKKH CIlydau Ha Pe/I03Hpane i HHTOKCHKAIMs NP Xopa.
CHMIITOMH HA NPEJIO3UPAHE ca i AHTHXOJIMHEPTHYHHTE eEKTH.

Mepku B cirydaii Ha npeo3upaHe:

- cTOMAIIHA TPOMHBKA M HAMAJISIBaHE Ha pe30pOuusTa (AKTHBEH BHIJICH)

- JIOKAJTHO TIPHJIOYKEHHE HA ITHJIOKAPIIUH MPHU HALHEHTH ¢ IJIayKoMa

- KaTeTepu3alus NpH 3a/IpbXkKa Ha ypuHa

- NPHIIOKEHHE HA TAPACHMIIATOMMMETHK (HAIp. HEOCTHIMHH) IPH TEKKH CHMIITOMMU

- npuiokenne Ha Gera-perenToper GJOKep NMpH HEJOCTaTBYCH OTrOBOP HA MPHIIOKEHATA
Tepanus, M3pa3eHa TAXWMKapus W/WiM  HecTaOWIHO  KpbBOOOpBUICHHE  (HAmp.
mbpBoHavatno 1 mg nponpanonon i.v. moja EKI-KOHTpONI M KOHTPONI HAa KPBBHOTO
HAJIsraHe)

5. ®APMAKOJIOT'MYHU CBOUCTBA

5.1 ®apMaKoMHAMHYHH CBOICTBA

ATC xox:G04BD09

TpocnueB XJIOpHJ, KBATEPHEPHO AMOHHEBO IPOM3BO/IHO HA HOPTPOIAHO, Claja KbM rpynara
HA MAPACHMIIATHKOJINTHUHHTE WIIH AHTHXOJIHHEPIHIHHTE ChHE/IHHCHHS. JlekapcTBEHHSIT NMPOAYKT
ce KOHKYpHpa, B 3aBHCHMOCT OT KOHUEHTPAUMATA, C CHIOTCHHHS MEJHATOP AUCTHIXOJIHH B
[IOCTCHHANTHYHHATE NAPACHMIIATHYHM pelenTopr. Tpocrues XJIOpHA HMa BHCOK apUHATET KbM
M1-, M2- u M3-cy6Tun MycKapuHOBH PEICNTOPH H € ¢ HHCHK aQUHATET KbM HHKOTHHOBHTE
perenTopH.

AHTHXOJMHEPrHYHOTO JieiicTBHe Ha TpOCIHEB XJIOPH BOAM 0 pelakchpanl ekt BbpXy
IaIKHTE MYCKYJ/IH M OPIaHy upe3 MYCKapHHOBUTE PEIENTOPH.

Hpn OITUTH C JXHBOTHH H IIPH XOpa TpOCﬂHCB XJIOpHJI TIOHM)KaBa TOHYCA Ha I'NIa/IKUTC MYCKYIIH
B CTOMAIIHO-YPEBHHUS M  YPOrCHHTAIHHA TPaKT. TpocrmeB XJIopuJ MNOHMXKaBa CBbIIO
6p0HxnarmaTa CEeKpenHs, OT/ICJITHETO Ha CIIIOHKA H 10T, CMYylIlaBa akoMoJalusTa Ha OUMuTe.

5.2 ®apMaKOKHHETHYHH CBOIHCTBA
4-6 waca cnes opaieH npuem Ha TpocrmueB XJIOpHJ c€ JIOCTHra MakCHMallha IllasMeHa

KoHIeHTpanus. AGcomoTnara GHOHAINYHOCT Ha €IMHUYHATA /1034 OT 45 mg Tpocnues X
(3 Tabnerku Unkonran 15 mg) e 6 % (koH(HACHIHOHEH HHTEPBAJI 5-8 %). :

EHOBPEMEHHOTO MPHEMaHe Ha XpaHa, 0c0OeHO Ha Ma3Ha XpaHa, HaMalsiBa Ouon
Tpocnuym xiopui (AUCs cniaja va 59 % ot CTOHHOCTTa Ha IJ1JIHO).



Cucremuo Hanmuuaus TpocinueB XJOpuj ce eKckperHpa upe3 ObOpenuTe riaBHO HENPOMEHEH,
MaJIKa 4acT Ce€ EKCKpeTHpa Karo CIIMpOAIKOXoJ, MeTaboiuT oOpasyBaH upe3 XH/pOJM3a Ha
ecrep.

Bpemero Ha nonyenuMunupane e 5-20 yaca.

He ce nabmoiaBa akymyJiarus.

Tpocnues XJIOPHJL Ce CBHP3BA C IIa3MEHUTE NPOTeHHHM 10 60-75 %.

Hsima pazjivka B KHHETHKATa B 3aBHCHMOCT OT Bb3PacTTa M 1oJia.

Ilpu m3cine/Bane HAa NALMEHTH C TEKKHM Hapymenus Ha OnOpeunara dynkuus (kpearHHHHOB
xmpsHC 8-32 ml/min) cpennara croiinoct Ha AUC Ge 4 mbTH 110-Bucoka, Ha Cpax - 2 16TH 110-
BHCOKA, BPEMETO Ha MOJIyXKUBOT - 2 MbTH NO-AbJIro. 3a ynorpedara na MHKOHTaH NPy NalMeHTH
C Mo-HHUCKa crenen Ha Op0peuHa HeJlCTaThYHOCT HAMA JJAHHH.

3a ynorpebara Ha VIHKOHTaH IIpH NAIMEHTH ¢ YePHOAPOOHA HEOCTATLYHOCT HAMa JaHHu. [Ipu
in vitro u3cneasanus ¢ peauna Cytochrom P 450-en3umu, KouTo yuactsar npu Metabosin3ma Ha
nexapcrennte Bemecta (1A1, 1A2, 2A6, 3A4, 2B6, 2C8, 2C9-Arg, 2C19, 2D6-Val, 2E1),
Tpocnues XJIOPH/ B KOHIETPAIMH, KOUTO OTIOBAPAT HA IUIA3MEHATA KOHICHTPALMS CJIC/I OPalHO
NpHJIOKEHHE HA TEPANeBTHYHATA J103a [PH XOpa, He ce MeTabom3npa.

5.3 Ipeaxk/muayuHN Aannu 3a He3onacuoct

HekTMHHUHHMTE JQHHH HE MOKa3BaT 0coOeH pUCK 3a Xopata Ha 0a3a HA KOHBEHIIHOHAIHHTE
(papMaKoNOruyHM M3NMTBAHHA 3a GE30MACHOCT, TOKCHYHOCT MPH MHOIOKPATHO MPHIIOKEHHE,

reHOTOKCHYHOCT, KaHIIEPOI€HEH MOTeHIHAIl, PEMPOAYKTHBHA TOKCHIHOCT.

[lpu rsxose TpocnueB XJOpHJI IPEMHHaBa Npe3 IuianeHTapHara bapuepa U ce eKCKpeTHpa B
KbpMara.

6. ©OAPMAIEBTHUYHU CBOMCTBA

6.1 CnucehbK HA NOMOIHHTE BellecTsa:

THTAHOB JMOKCHJ, MHKPOKPHCTAIHA I€JyJI03a, METHIXHAPOKCHIIPOIHIIENYII03a, JIAKTO34,
IAPEBHYHO HHINECTE, HATPHEBO-HUIIECTEH TJIMKOIAT, IOJIMBH/IOH K25, BucokoaucnepceH
CHJIMIIHEB JIMOKCHJI, CTEAPHHOBA KHCEJIHHA

6.2 HecbBMECTHMOCTH

He ca u3BecTHH j0cera.

6.3 Cpox na roanocr

5 roJIuHA

He u3non3saiire MPOJyKTa CJie/l U3THYAHE CPOKa Ha roJIHOCT , O3HA4YCH BHPXY O




6.4 Cnennajing ycjIoBHs 32 ChXpaHenue

To3u eKapcTBeH MPOJIYKT HE H3HCKBA CIEIHAIHHE YCIIOBHS 3a ChXPaHEHHE.
Jla ce chXpaHsiBa Ha MSICTO HEJIOCTBITHO 34 Jiela.

Jla ce cnasBar ykasaHusTa 3a ynorpeda.

6.5 Jlannu 3a onakoBKara

biucrep

Omnakoska ¢ 20 punmupanu TabieTKu

Onaxoska ¢ 50 ¢punmupanu TabieTku

6.6 Yxkazaunus 3a ynorpeba
Hsama.

7. MNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Pharmazeutische Fabrik Montavit Ges.m.b.H
Salzbergstrasse 96, 6060 Absam/Tyrol, AscTpus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

20060746
9., JIATA HA II'bPBO PA3PEIINABAHE / INO/IHOBsIBAHE HA PASPELHIEHUETO
3A YIIOTPEBA

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

Maii 2010

Ornycka ce 1o JIeKapcKo npeinHcanue.






