KpaTtka xapakrepucTuka Ha npoaykTa

1. HAUMEHOBAHWE HA NEKAPCTBEHUA NMPOOYKT
Indastad 1.5 mg prolonged release tablets.

Wvgactag 1,5 mg 1abnetkn ¢ yabIDKeHO ocoOOXaaBaHe.

2. LAUECTEEH M KONWUECTBEH CbCTAB

-

Beava TabneTka o ynsmreno ocsoboxaasaHe cbibpia 1.5 mg indapamide
fvrpanamnal.

MoMOLLHO BEUIECTRO: 144,22 mg naxkTosa moHoxuapar B 1 1abnieTka ¢ YALIBKEHO

ocroDO¥AaraHe.
35 TbIIHUS CNUCHK Ha NOMOLUHWTE BeulecTsa BWK. T. 6.1.

3. TEKAPCTBEHA ®OPMA

TabrneTka ¢ yab/MKEHO 0CBODOXKAaBaHe.
Bsina oo nouTy 6sana, Kpbrna, GBOWHO UsltbKHana gunMupada Tabnetka.

4. KNUHUYHW JAHHW

4.1 TepaneBTUYHN NTOKasaHUA
EcenynanHa XunepToHns.

4.2 [lo3upoBKa ¥ HAUYKH Ha NPUNoXeHue
Hauuu Ha npunoXxerue
3a nepopanHo NPUNOXEHNE.

Tabnerkata Tpsabea fa ce npuema ¢ noAxXoAAo Kony
goaa). Tabnetkata He TpAbBa Aa ce AbBYe.




O6uyaithaTta gozuposka e 1.5 mg (egHa Tabnertka) Ha 24 Yaca, 33 npenounTaHe
CYTPWH.

[PV NO-BMCOKM [I03Y aHTVMXMNEPTEH3UBHOTO ASNCTBUE Ha UHAANAMAA HE ce
3aCKUNBa, HO Ce NOBULLIARE canypeTUYHUsA edexT.

BrOpeyta HefoCTaTbYHOCT (B T. 4.3 n 4.4):

B cryyait Ha Texxa 6bhpeyHa HeQoCTaTbYHOCT (KPeaTUHMHOB KNMPHHC < 30 mi/min),
IeUYSHURTO C UHganamni e npoTuBonCKasHo,

Tviasug U TasugHuTe QUypeTiy ca HanbiHo eqerTueHr CaMo B cnyyayu Ha
HOpMASHa UK neko yepeneHa dbbpedna MyHKUWA.

MauueHTih ¢ YepHoAPOBHY HeNoCTaTEUHOCT (8. 1. 4.3 v 4.4):
B cry4ait Ha TexKa YepHOAPoOHa HefoCTaTLHHOCT, NEYEHNUETO € NPOTUBONOKA3HO.

MauveHT B HanpeaHana gbapacT (BX. T. 4.4):

HaMa 3HaUUTENHU NPOMEHY BbB (PapMakokuHeTvkara Ha uiaanamni npyu nalnedti
B Hanpe/Hana sbapact. Bee nak, npy naunexTy B HanpejHdana sbapact,
nnasMeHusIT kpeaTuHus Tpsibea Aa Obae aganiupad BbB BPb3Ka C Bb3pactia,
TErnoTo v rnona Ha nauvenTta. flaunenTute B HanpegHana Bb3pact Morar Ad Obpar
nekysaHu ¢ MHaactag 1,5 mg 1abneTkn ¢ YABIPKEHO ocBoboXgapaue, Korato
6buBpeyvnara yHKLmMsA e HopMmanHa Ui fNeKo yBpeAeHa.

Jeua v 1oHoLUN: .
Nupactan 1,5 mg TabneTkn ¢ yAbKeHO ocBOBONaBaHE HE Ce NpenopbyBaT 32
ynotpeba npu gela v 1HOLLW nopaju nuncara Ha AaHhh 3a HerosaTta be3onacHoCT

N ePrUKacHOCT.

4.3 TIpoTuBONOKAa3aHUHA

CBpPBbXUYBCTBUTERHOCT KbM MHAaNaMui, KbM APy cynchoHamny Ui KoM
HAKOE OT NMOMOLHUTE BeLyecTsa.

Texka obbpevHa HegocTaTh4HOCT
YeproapobHa eHuepanonaTus UK TEXKY HapylleHus Ha yepHoapobHaTta

dhyHKUNS
Xurokanmemms.

4.4 Cnieumasnty npenynpexXneHus U cneyuanin npeina3iin Mepku rph
ynotpeba

Cneunanyy npenynpeXXneHns
B cniydaute Ha HapylueHa yepHoApobHa ¢




MOraT Ja NpeAn3BukaT yepHomapobHa eHuedanonaTus, ocobeHo B ciiy4an Ha
enekTponuTeH gucbanaxc. B nogobHu cnyvay NpunoXxeHneTo Ha auypeTiika TpsiOBa
aa cnpe HeszabaBHo.

PoTOYYRCTBUTENHOCT

Crnyyay Ha hoTodyBCTBUTENHOCT ca bunu goknaasaHy npiu Tasnan i Thaani-
CPOAHUTE anypeTrum (BX. T. 4.8). AKO ce NnoassaAT peaklin Ha dHOTOUYBCTBUTESNHOCT
MO 8peMe Ha JIeYeHKeTo e NPenopbYMTENHO NeveHneTo Aa ce NpeycTaHoBu. AKO
TOBTONHOTO NpUNoXeHve Ha vHganamuy e abCconioTHO HANOKUTENHO &
NpenopbYnTendo Aa ce 3awuTaT obnacTure oT TANOTO M3NOXEHWU Ha CTbHLE UITH Ra
nskycreern UVA nbyu,

Cneuyvarntv npeanasHu Mepku npy ynotpeba

Bopei 1 enexkTpoinTer HanaHc:

[1 [MnasmeH HaTpuu: -

Toli TpsiBea pa 6bae u3MebeH nNpean sanoysane Ha NIeHeHneTo U Ha paBHit
VHTEPBANM NO BpeMe Ha niedeHneTo. Beaxko neveHue ¢ AuypeTilin MOXe [la [OBEAEC
10 XUTNOHaTPUEMUS, NOHAKOra ¢ MHOTO Ceprio3Hn NOCNeESNLIn. [TonmxeHueTo Ha
nnasmeHvs Hatpuil Moxe aa Bvge oTHa4dano acuMnToMaTuiHo, eto 3allo
PEACBHOTO MY ONpejensiHe € CblleCTBEHO U AaxXe TpsibBa fa Obae no-4ecTo npu
Bb3pacTHUTE 1 bonuuTe OT UMpo3a NatneHTy (BX. T. 4.8 1 4.9).

O T1nasmel Kanu.

3arybaTa Ha Kanui G NPosBYU Ha XUnoKanvemus e raBHuAT pUCK OT A3NON3BaHETO
Ha TVA3UIHW ¥ CPOOHUTE AVYPETALMA. PUCKBT OT HACTHNBAHETO HA XUNOKaTMEMUSN (<
3.4 mmol/l) TpsBsa na 6bae npefoTBpaTeH Npy Xopa ¢ BACOK PUCK, HaNpumep
XOpaTa B Hanpe[Harna Bb3pacT, HefoXpaHeHuTe 1 /um NekyBaHuTe ¢ MHOTO
flekapcTBa, NauueHTUTe C UMposa, KouTo UMaT efem v acuut, NAUMEeHTUTE C
KOopoHapHa BonecT U cbpAgyHa HeJOCTATBYHOCT. T1pU Te3u Cryqaun, xunokanmemMnsia
NOBULLABE ChpAEYHAaTa TOKCUUHOCT Ha AUrUTancoBUTE npenapatit 1 pucka ot
apuTMnu,

Mroveuou ¢ yobmkeH QT uHTEpBan ca Chlio PUCKOBY, HE3aBUCUMO Aalin NPOUSXOAET
© KOHFEeHWTAneH Ui STporeHeH. Xunokanuemusita, Taka KakTo 1 bpagukapausiTa
Toraea e npeapasnonaralty (pakrop 3a HacTbNBAHETO Ha TEXKN apUTMUN, cnelyaliio
notenyuanHo daranyuTe torsades de pointes.

BbB BCUYKM OTOEns3aHK No-rope Ciyvyan ce U3UCKBa no-pefoBHO OnpeleniaHe Ha
Kanus B nnasmara. [1bpBOTO onpefensHe Ha NiasMeHuns kanwi Tpsbsa Aa ce
U3BBLPLLIN eHa ceaMuLia cried HavanoTo Ha JieHeHueTo.

YcTraHoBeHaTa xunokanuemus Tpsadea fa ce kopuripa.

I Inasmen kanuun:
TUasygHUTE U CPOOHUTE AMypeETUUM MOTaT a2 NOHWXKA
yprHaTa U 4a npegussuKkar fIeko W NpexoaAHo nosulle




OTkpuTaTa Xunepkanuemmust Moxe Aa ce IBbIDKY HA Npeaxoxaaiil HeyCTaHOBCH
xunepnapaTnpecuansbM. JiederueTo Tpa6ea Aa obae npeycTaHoBeHo npegn
n3cneasaneTo Ha napatupeonnara chyHKUMA,

- KpbBHa rioKo3a:
HabrioaeHeTo Ha KPbBHATA [H0K033 € BaXHO MDY nuabetuuure, 0cobeHo npu
HaMVYNEeTOo Ha XUNOKaNMeMus.

- TukoyHa kucenyral
Moxe Aa ce ypenvyu TeHAEHLUATE KbM npUCTLRW 0T nojarpa npw
XUTNEPYPHUKEMAYHU NALEHTN.

- Bwbpeuna QyHKURE VN ARYPeTIHR.

TuasugHuTe ¥ CPoaAHNTE AYypeTuALii ca HarnbiHo ehEKTUBHY CaMO KOraTo
GbpeYHara QYHKUls € nopwialita Wi Camvio MUHMLIONHO yBpeaeHa (nna3meH
kpeaTuhuH nog 25 mg/l, ToecCT 220 ymol/l npw sbapacTHu). [ipy nauuedTi B
HanpejHana BbL3PacT MNasMeHuaT kpeaTuking TpRGBa Aa bbae oueHABaH B
32BUCUMOCT OT Bb3DacTTa, TEMOTO ¥ nokia. X inoBONeEMUATA, KOATO € BTOPWHHAE
nopaaw arybara Ha Bofa v HATPYIA, MHAYUMpaH OT AnypeTuka B Ha4anoTo Ha
fleyesreTo Npean3suKea HamaneHue Ha rnomMepynHaTta gunrpauma. Tosa mMoXe fia
[lOBEAE N0 NOBULLIABAHE Ha KpbBHATA YPEs ¥ NfasMeHns KpeaTuiue, Tasu
npexoiHa 6b0pevHa HEAOCTATLHHOCT HAMA ocneancTBuUsl NPy MHOWBUAU C
HopmarnHa 6b6peyHa (PYHKLWS, HO MOXE [a BNouy chilecTBypalla brbpedHa
HeoCTaTb4YHOCT.

CrnopTHCTH:
TpsbBa Aa ce 0ObPHE BHUMAHUE Ha COPTMCTITC, ye TO3WN NeKapcTBeH NPoayKT

ChIbPXKa aKTUBHA ChCTaBKa, KOSITO MOXE Aa [Aahe AOMNOXUTENHA PeaKUUs B AONUHT
TECTA.

Nuaactan 1,5 mg Tabnetku ¢ YABIDKEHO ocBoDOXAaBaHe ChAbpXa naKTo3a.
FauveHTy ¢ xepeautaphu npobsiemu cebp3aHi C naKTashd HEeOCTATHYHOCT,
ranakTo3eMMs Uity FoKo3eH/ranakroseH cvHapom Ha manabcopbuma He TpabBa Aa
npyemMar To3u fleKapCTBEeH NPOAYKT.

4.5 BaaumoaeWcTBUe ¢ ApYrv fexapcTeeh APOAYKTH MIN LPYrA dbopmy Ha
B3auMOOcHCTBHE

KomOUHaLy, KOUTO He ce NpenopbHBai
Nutun:

[Mpu NOBMILIEHO HUBO HAa MNA3MEHNs IUTUA C NPUSHALIN B '
6e3conHa aueTa (HamarieHa excKpeuuns Ha NNTUIA). AKG




Ha auypeTuum, TpsabBea ga ce MOHUTOpUpa BHUMATeNnHO HUBOTO Ha MNasMening
MVTYR, KakTo v ga 6bae yTouHeHa gosuposkata Ha HpgacTaj 1,5 mg.

KomBrHALMY 33 KOUTO ce U3UCKBaT NpeanasHn Mepku npy ynotpeda

MexapcTBeHN NPOAYKTH NnpuunHagam Torsades de pointes:

1 wnac la aHTraputMuask aredtu(quinidine, hydroquinidine, disopyramide),

3 xnac il aHTMapuTMydHY areHT (amiodarone, sotalol, dofetilide, ibutilide),

1 HAKOV aHTUNCUXOTUYHM NPoAyKTK: phenothiazines (chldrpromazine,
cyarnemazine, levomepromazine, thioridazine, trifluoperazine), benzamides
(amisulpride, sulpiride, sultopride, tiapride), butyrophenones (droperidol,
haloperidol)

r1 npyru: bepridil, cisapride, diphemanil, erythromycin IV, halofantrine, mizolastine,
pentamidine, sparfioxacin, moxifioxacin, vincamine V.

rosWILEH PUCK OT BEHTPMKYNapHu apuTmin, ocobero torsades de pontes

(xpnioKanvemMusiTa e puckos haxtop).

MoHnuTopUpaHe Ha X1NoKanmemusaTa n KopekUms, ako € HeobxoaAnMO, NPEL
npvsiaraHeTo Ha Tasu kombunauna. KnuHuiHo, NNasMeHo-eNnekTponuTHO v EKF
MOHUTOPUPAaHE,

[1a ce uanonssar BELLECTBA, KOUTO HAMAT HefoCTaThKa Aa NPeAnsBukBat torsades
de pointes npn Hanu4MeTo Ha XnunoKanueMmus.

HecTeporaHu NpPOTUBOBBLINASNTEITHN CPEACTBA (CMCTEMHO NPUIOXKEHHKe),
skntounTento COX(uukrnokcureHasa)-2 ceNieKTUBHN MHXMOUTOPH, CannuLMNam™
BbB BUCOKY A03u (2 3g/nHEeBHO):

BL3aMOXHO € HaManeHue Ha aHTUXMNepTeH3UBHUSA epekT Ha niaanammnia.

Puck oT octpa 6bbpeyHa HegocTaTb4yHOCT Np 00e3BOAHEHN NALNEHTH (HamarneHa
rnomepynna gpunrpauus). [la ce xugparupa naunexTa, a ce Habno4ara
brOpeunHaTa hyHKUUSA B HAHANOTO Ha NTEHEHNeTO.

MHXMEUTOPYM Ha aHTMOTEH3UH-KOHBepTHpallust ensum (ACE):

PucK OT BHE3aNHa XUNoTeHsus uunmu octpa 6u0peyvHa HefoCcTaTh4HOCT, KOTalo
3aN04HE NEYSHUETO C MHXUBUTOpa Ha KOHBEPTYPALLMS EH3VIM NPY HaNninueTo Ha
npenBapuTenHo chillecTryBatla saryba Ha HaTpum (cneunanto npn HANBUAN CBT
cTeHo3a Ha HbbpeynaTa apTepus).

Mpu XunepmoHUs], KOraTo NPeABapyUTENiHOTO fleueHe ¢ JuypeTulit MOXe 4d nogene
no saryba Ha HaTpui, & Heobxoaumo.
- YNY Aa ce cnpe puypetuka 3 fHu npeau 3anoysaHeTo HalgHEHNEeTo C




-VUrv fia ce AanaT HUcky HadanHv goay Ha ACE UHXMBUTOPA, KaTO Ce
rjoBuLUaBaT NOCTENeHHO.

Mpyw KOHrecTMBHA CbpAeYHa HeJOCTaTbYHOCT, Aa ce 3ano4He C MHOMD HWCKA Ao3a
Ha ACE urxubuTopa, npy Bb3MOXKHOCT Cnej pedyxums Ha f03aTa Ha CeNbTCTBALLIWS
XUnoKanueMuyes ouypeTuk.

BbB BCHMURM cnyyau, fa ce HaGnwopasa 6ubpeyHara yHKUMS (rs1asmeHns
kpeaTUHUH) NO BpeMe Ha MbpBuUTe CegMULUA Ha NEYEHNETo C ACE nHxubutop.

Opyrvu BewecTEa NPeANIBUKBALLY XUMOKaTUCMAUA. amphotericin B {IV}, gluco-
and mineralo-corticoids (cucremro npunoxexue), tetracosactide,
CTUMYTIKPALIM JyiaKCcaTUBH:

YBenuyeH pUCK OT Xurnokanvemus (agutneer eekT). isuckea ce HabnweHue Ha
nnasMenus Kanuim u KopurnpaHe npy HeobxoamMocT. |

TpsibBa fa ce uma npeAsus Npy CbbTCTBAL|0 AUTUTANUCOBO JIEHEHNE. a ce
M3NOM3BaT HECTUMYIMPALLY NAKCATUBH.

[OuypeTuuy, KOUTO MOraT Aa Npeau3BUKaT XMNnokanneMnus (bumetanide,
furosemide, piretanide, thiazides and xipamide):

YBefudYeH DUCK OT Xunokannemus. 3aToBa HUBOTO Ha [Ia3MeH R kanuwi TpsAbBa aa
ce cneay v 4a ce Kopurupa npvt HeoOXoANMOCT.

Baclofen:

MosulUaBa aHTUXUNEPTEHIUBHUS EEKT.

[la ce xuapaTupa nauvenTa; ga ce Habniogasa ObOpevHaTa OYHKUNA NpY
3ai104BaHETo Ha IeHEeHNETO.

OdururanncoBy NpPoayKTH.
XunoxanveMusita npegpasnonara KbM TOKCUHHUTE eEeKTU Ha gurutanuca.

[la ce nabniogasa nnasmenus kanui, EKM 1 ako e HeobxoauMo fa ce npepasifielia
NEMEHNETO.

KomBunauuu, kouto 1padbea fa ce B3emar non BHUMaHune

Kanuit cbxpaHsaBsaiuy guypetuum (amiloride, spironolactone, triamterene):
[Monobuu pauuoHanty kKoMmbyrauuy, NoResHK NpyU HAKOU NALMEHTK, HE oTCTpaHABaT
Bb3MOXHOCTTA OT XUMOKanueMus unu xunepkanuemus, ocobeHo npy naynerTm ¢
avabet nnu 66peuna HegoctaTbyHocT. [la ce Habmoaasa niasMeHns kanuu, EKI
1 NpK HeoDXoAUMOCT Aa CE npepasrneia jie4eHueTo.

MeThOopMUH:
Ysenuuasa ce pUCKa OT Nakrtauuposa, uiayuupada ot
Bb3MOXHa dyHKHuoHanHa 6wbpeyna HeaoCTaTLYHO



no-crieumant+o BpumkosuTe avypetvuu. [a He ce usnonasa MeTMOPMUH, KoraTo
Mna3MeHusT Kpeatudud npesuwiasa 15 mg/l (135 umol/l) npyu Mbxe ¢ 12 mg/t (110
umol/l npu xeHwu

HopupaHu KOHTPacTHY BelLeCTBa:

[py HANUUKETO HA AeXuaparTauus, NPUYUHEHa OT AUYpETUln, ChilecTsyBa NOBULLIEH
pPUCK OT octpa DbLbpevHa HegoCTaTbYHOCT, ocobero, koraTo ce uanon3sart rofieMu
no3u oT flofnpany KOHTpacTHY BewecTsa. Heobxoguma e pexugpartaius npean
BbEEKIaHETO Ha NogupaHy NPoayKTH.

Mmunpamiid nogcbHy auTuaenpecalTy, HeBpPONenTuLx.
AHTUXUMEPTEHINBHMS eeKT ¥ PUCKBT 0T OPTOCTaTUYHa XUNOTEH3Us Ce yBENnHaBa
(apuTuBeH edexT).

KanuueBy CONK.
PuckbT OT xunepkanuemus ce yeenudasa nopajil HamaneHoTo envuMHKpaHe Ha
Kanums ¢ ypuHara.

LinkrnocnopuH, tacrolimus:
Puck OT NOBULLIEH NNasMeH kpeaTuhnH Hes npoMeHn B LpKynnpaliute Hisa Ha
LMKriocnopuH, gopu 6e3 zaryba Ha Boga/HaTpum.

KopTtuxocteponau, tetracosactide (cucrtemto NPUNOXKEeHHUE):
[ToHMKEH aHTUXUNEPTER3UBEH edheKT (3abpXkaHe Ha Bofa/HaTpui nopaiu
KOPTUKOCTEPOVOUTE).

4.6 BpeMeHHOCT U KbpMeHe

bpeMeHBOCT

Kato o6ulo nNpaBuio, BLBEXOAHETO Ha [UYPETULIN TpAbBa fa ce usbsaArsa npu
GpeMeHHM XEHUW W Hukora He Tpabsa fAa ce usnonssar Npu JEHEHWE Ha
(OM3NOMOMMYHM OTOUM No BpeMe Ha OpemeHHocTTa. [uypeTniyute morar Aa
NMPUUMHAT peTonnaueHTapHa WUCXemus € PUcK ot HeobpaTUMO yBpexaaHe Ha
pacTexa Ha nnoja.

KbpMeHe
KbpMeHeTO He e npenopbuutento (ViHpanamuj ce eKckpetvpa Hpes ManuuHaTa
KbpMa).

fo B OTAEINHHW
cny4au, fo cneynanto npy 3ano4BaHETO Ha NEHCHWR R Loy rbaBy [pyr
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JHTUXWNEPTEH3VBEH MPOAYKT. B pesynrtar crocobHocTTa 3a ynpasneHue Ha
NpeBo3HUTE CpeLCcTBa Ui fa ce ofiepupa C MalmHnTe MoXe Aad Bbae HapyileHa.

4.8 HexxenaHw nekapcrBeHy peakLun

ConaMaTa YacT OT HeXenaHuTe NexKapcTBeHW peakly, OTHacsaLwmy ce A0 KINUHUYHNTE
uny nabopaTopHUTE napamMeTpn ca 3apuchMi OT Jo3ara.

Tuazang-cpodHUTe AWYPeTULY, BKTIOUMTESNIHO KHAanamui, morat Aa NpuHnRAT
CreaHuTe HeXenaHy peakuuu rpynupadi no 4ectoTa KakTo cieasa:

Muoro yectu (>1/10):uectu (>1/100 u <1/10); Heuectu (>1/1000 © <1/100); penku
(>1/10000  <1/1000); mHoro pepku (<1/10000), ¢ HeusBeCTHa HecToia (oT
HanvYHUTE OaHHU He Moxe ga Obfe HanpaBeHa OLeHkKa).

scnengadiig -

Mo Bpeme Ha KAWHWYHY U3CNenBaHuns Xunokanvemus (HvBa Ha nnasmen kanun <3.4
mmol/l) ca 6unu vabmogasauu npyu 10 % OT nayueHTUTE U < 3.2 mmol/l npu 4 % npu
nauveHTMTe cneg 4 o 6 cegvuuy Ha nededune. Cnen 12 cegMuii Ha NEYHeHWUe,
CPEHOTO NOHWKEHVE Ha nnasmeHus kanui e ouno 0.23 mmol/i.

Muoro penku: Xunepkanumemus.

C HeuasecTHa YyecToTa:

3aryba Ha kanuit CbrposoAeHO OT XUMOKannemus, ocoBeHO Cepro3Hn NMpY HAKOW
BUCOKOPUCKOBY Fpynu (BXK. T. 4.4).

(] XvnoHaTpueMusi CbNpoBOAEHa OT XUMOBOJieMUs BoAella A0 AeXhApaTupare U
OpTOCTATUYHA XUMOTOHMS. EAHOBpeMeHHaTa 3aryba Ha XJOopHU KOHU MOXe Aa
nosBeae OO BTOpUYHa KOMrieHcatopHa MeTabDosiuTHa ankanosa. 4ectorara #
cTerneHTa Ha To3u edekr ca crabu.

loBULLEHME Ha Nias3MeHaTa NUKo4Ha KucenuHa M KpbBHaATa [FioKo3a Mo BPpEME
Ha nedeHueTo: TpsbBa pa ce MnpeilleHn MHOTO BHUMETEINTHO JIOKONKO Te3N
OUYpeTALM ca noaxoasduls Npy naynmeHTu ¢ nogarpa u nnaber.

CbpaevHO-CbA0BU HapyLISeHAUA

MHOTrO PEAKU: apUTMKA, XUNOTEH3NS,

HapyLlueHusa Ha kpLBTa ¥ NuMmdHaTa cucrema
MHoro pefku: TpomOOuMTONEHUs, MEBKOMNEHWs,, arpaHynouuTosa, anjiacththa
aHEMUS, XEMONMUTUYHE 8HEMMUA.

HapylueHus Ha HepBHAaTa cucTeEMa
Pefkn: BEpTAIo, YMOPAEMOCT, rTiaBobonune, napecTesns.

CroMailHo-1pesHi HapyilesuAa

HeuecTy: noepbllyaHe.
Penky: rageHe, sanek, cyxora B ycrara.
MHOIo pegku. NaskpeaTuT.




Hapylenus Ha 6ndpenTe ¥ Ha NUKOYHUTE AbTULLA.
MHoro pegku: 6x6peyHa HegocTaTb4HOCT.

Hapvuiedna Ha Koxara v NOAKOXHNTE ThKaHW

Peaku¥y Ha CBpPbX4YBCTBWTENHOCT, NpeAnMHO [AepMaronorvybu npu fvua ¢

npespasnofoXeHre KbM anepriiiy v actmaTuiHu peakumm.

1 YecTn: makynonanynapHu odpusy.

[} HevecTu: nypniypa.

1 MHOro pefku: aHrMoHespoTh4EH OTOK U/MNY ypTuKapusl, TOKCUIHa enugepmarntda
Hekporvsa, Steven Johnson CUHAPOM.

C HeusBeCTHa YecToTa: BhL3IMOXHO BroulaBaHe Ha npeppapuTento cbilecrsysall

OCTbD  AvCEMUHMPEH  Mynyc  epvtemarofec,  Bb3MOXHM  PEAKUNA Ha

hOTOUYBCTBUTEITHOCT (BXK. T. 4.4).

Xenaro-ounuapsm HapviueHns

Muoro peaxu: abHopmanHa yepHofpobHa (MyHKUNA.

C HeusBecTHa 4YecToTa: Bh3MOXHa 4depHoapofHa eHuedanonatvs B criyyal Ha

yepHoapobHa nHcydbuumedLns (BX. T. 4.3 U 4.4).

4.9 I'lpeposupaHe

CuMnTOMY

He e HabnogaBaHa TOKCUMHOCT Mnpy uepanamug 8 [osu Jo 40 mg, ToecT 27 NbTH
NoBeYEe OT TepaneBTUYHaTa gosa.

CUMITOMUTE Ha OCTPOTO OTpaBsiHe ca fof dopmara npean BCUUKO Ha CMYyLLEHWUH
BbB BOAHO-€NEKTPONWUTHWS BanaHc (XMnoHaTpUeMus, xyroxkanvemms). KnnHUYHO,
UMa Bb3MOXHOCT OT nosiBata Ha rafeHe, MnoBpbliaHe, XWNOoTeH3ud, KpaMiw,
CBETOBBLPTEX, CBHMMBOCT, 0OBLPKAHOCT, MONUypus Win  ONuryphs, Bb3MOXHO
nocTuraly 4o asypus (Mpes Xurnosonemust ).

JieueHue

Hauanuute MepkM BkiousaT Obp30TO EnvMuHMpaHe Ha NoeToTo BeUleCTBO
(BelllecTBa) upe3 cToMallHa NpoMMBKa W/Wny BBLBEXOAHETO Ha aKTvBEH BbITIEH,
nocrienBaHn oT BbL3CTAHOBABAHE Ha BOAHO-ENEKTPONUTHUS banaHc Ao HopMalieH B
crieuanuavupaHo 3apasHo 3asedeHne.

5. DapmMaKonoru4yHu CBOKCTRA
5.1 ®apmakoguHaMUiHK CBOUCTBA

dapmakoTepanesThUiHa rpyna: Quypetvium, CyngoHamuan, CaMOCTOATENHO.
ATC code: CO3BA11 .
Hganamua e cyncoHaMyaHO NPON3BOAHO G MHAONOB NP RRERGOrNUHO
nopoBeH G THasVAHUTE OWMYPETULM, KOUTO [EeWCcTB
peabcopbuunata Ha HaATpUA B NpoKcUMmarHata 4acr H




noBMILIABA ypuHApHATa EKCKPEeUWsl Ha HaTpui ¥ XJopuau U B no-maska CTeneH -
eKCKpEeLsiTa Ha Kanwil U Mardesuil, KaTo no T3y HauuH yBenuyasa OTAENAHETO Ha
ypUHa M OCbLUeCTBABA aHTUXUNEPTEHINBHO nevcTeue. KnuHu4HnTe npoyysaHuns oT
chasa il v I npu moHoTepanus ¢ MHpgacTag 1,5 mg nokassat aHTUXUNepTeH3NBeEr
ecbekT, ¢ NPogbMKMTENHOCT 24 Yaca. Te3u [03M ca MNoKasann cna® anyperundeH
ehekr.

AHTUXUMNEPTEH3VBHATA akTUBHOCT Ha uHaanamup e CBbp3aHa C nopobpsBaHe Ha
KOMMIfaliaHca Ha apTepuute U HamansgpaHe Ha aprepuoniapHata U nepupepHaTa
DEe3NCTEHTHOCT.

Toil HamansiBa NABOBEHTPUKYNHATA XUNepTpous.

TepaneBTUIHUAT edeKT Ha THasUgHUTE U CPofHMTE AUYPETUUM Hal ONpeacnerd
nosa npuaobuea dopmaTa Ha nnaTto, A0KaTo HexenaHwuTe JieKapCiBeH edeKkT
npoabbkasatT ga ce nosuasar. [osata He TpsibBa fAa Ce YyBenuyasa, aKo
NeYeHneTo € Hee(PEeKTUBHO. _

[pY KPaTKOCPOHHO, CPEeAHOCPOYHO W MPOGBLIDKUTENHO neuveHve Ha natueHtin ¢
XUIepPTEH3USA € yCTaHoBeHo,4Ye uHaanammi:

+  He NoeAVSBa NMAUAHMS MeTabonuabM: TPUIMUUEPUSH, XOecTeposl ¢ HUCKA
nnabTHOCT(LDL) 1 xonecTepon ¢ Bucoka nnbTHOCT(HDL) ;

+  HE NOBMUABA BbIMEeXUApaTHUs MeTabonusbM, Aaxe npu naunenTn G avaber v
XUMEPTEH3NA.

5.2 PapMakOKMHETUYHY CBOUCTBA

Nupactan 1,5 mg Tabnetkn e nop <opmara Ha Tabnetkn ¢ YOBLAKEHO
0cBOBOKIARAHEe, ChAbPXALM MarpuyHa cuctema (HOCUTEN), B KOATO AKTUBHATA
ChCTABKA € AuchieprupaHa v KOUTO nognomara 3abaseHoTo ocBoboXgaBaHe Ha
nHaanaMmuaa.

Pe3opbuus
dpakumaTa OT MHAaanamuaa, KoaTo ce ocBoboxaasa ce pe3opbupa ObP30 U Oe3
OCTaTbK Ypes3 raCTPOMHTECTUHANHUA TPAKT.

XpaHeHeTo cfiabo nosuitiaBa ObpsuHaTa Ha pesopOumMATa, HO HE BIMAC Ha
KONMYECTBOTO Ha pesopbupaHoTo BEWECTBO.

[TMKOBOTO HMBO B CepyMa Ccnel efgHokpaTHa [o3a ce rnony4asa. ORono 12 yaca cnef
NMpUeMa, MOBTOPHOTO BLBEXAAHE Hamanasa BapuabunHoCcTTa B CEPYMHWUTE HUBA
MeXAY ABETE LO3N.

ChliiecTBYBa UHAUBUAYaNHA BapnabunHocT.

Pasnpenenedue




MeTtabonu3bm

ErnvMUHApPaAHETO € NPepyuMHo 4pes ypuHata (70 % or gosaTta) U f10CpefCcTBOM

dhexanunte (22%) nop popmaTta Ha HEaKTMBHN meTabonuTy.
¥ 5

3=
NHaveuan ¢ BUCOK DUCK

dapMaKOKMHETMYHUTE NapamMeTpy HE Ca NPOMEHEHU Npy NaLMeHTH ¢ 6L6peyHa
HeOCTaTLYHOCT

5.3 MpeKriKHAYHKA JaHHN 32 De30NacHOCT

Haii-BUCOKUTE 1031 AaBaHy NepopanHo npy pasnnudH XXUBOTUHCKN sugose (40 go
8000 MbTU TepanesTuuHaTa [os3a) ca nokasanu 3aculBaHe Ha canypeTu4HuTe
CBOWCTBA Ha uHaanamvga. TNaBHUTE CUMIITOMW Ha OTPABAHE B OCTpW ONUTU 3a
TOKCUMHOCT C VHAanamua, BbBefeH WHTPasBeHO3HO Wil NHTPanepuUToHeanHo ca
CBBbP3aHN C PapmMakonorM4HoOTOo peyicTeve Ha nHpanamujpa, Toect HBpagunHes W
nepucepHa BascaunaTayin.

MHnanamMug He nokassa myTareHeH U kapuuMHOreHeh noTeHLuarn.

6. PapMaueBTUYHY JaHHV
6.1 CnucbK Ha NomoliHKTe BeliecTsa

Anpo Ha TabneTkata:
flakTo3a MoHoXuapart

[pexenaTnHnanpato LapeBUiHO HALLECTE
XNPOMEINO3a
Konougarnes cunuuues ANOKCUA

Marneswes creapart

dunmoBa 0OBUBKA
Xunpomernosa
Makporosn 6000

TurtaHos auokeug (E 171).

6.2 DUIUKOXKMMHNYHN HECHBMECTUMOCTH
Henrpunoxwumo.

6.3 CpoOK Ha rogHOCT
3 roavHu.
6.4 CnennanHn ycnosua Ha chLXpaHeHne
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Hama crneunanHy nanucksaHusl,

6.5 [laHHM 3a onakoBKaTa

Onaxosky oT: 10, 15, 30, 50, 60, 90, 100 TabneTkn € YAbIXEHO ocoboxasaHe B
6riucrepu ot FNBX/anymuHni.

He BCUMYKM BUOOBE OMNaKoBKM MOraT Aa Obaar nycHaTv B npoaaxba.
6.6 CrieuMasniHi NpefnasHu MepKu Npyu U3XBbLprsHe ¥ padoTa
Hsima cnieLimarntn n3anckesaHuns.

7. MpuTexaTen Ha paspeiieHneTo 3a ynorpeba

STADA Arzneimitte!l AG

Stadastralie 2-18

61118 Bad Vilbel

[ epmaHus

Tel.: +49(0)6101 603-0

Fax: +49(0)6101 603-259

8. Homep Ha paspelueHneTo 3a ynoTpeda

9. [lata Ha NbPBO paspeluaraHe/ NOJHOBABaHE Ha PA3PELIEHNETO 32 ynorpeba

10. lata Ha aKTyasiMsupaHe Ha TeKCTa
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