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KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. WME HA JEKAPCTBEHMS TPOAYKT M3MBAHUTENHA ATEHUWA N0 NEKA, 5

Ynnuynar 12,5 mg rabnetku

XADRXMPUCTIUKE HA NDOJYXMa - [lounamenys 1

Uldiulan 12,5 mg tablets ko poa. i 22042, 03257/ EL27...

Yaauynas 25 mg Tabnerku Paspewerive Ne a [/ Hﬁ/jfb "6/ ';!

Uldiulan 25 mg tablets
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Ynpuynas 50 mg Tabnerku
Uldiufan 50 mg tablets
2. KAYECTBEH H KOJTHYECTBEH CHLCTAB

Ynauynau 12,5 mg: Beaxa rabnetka cbhaspaxa 12,5 mg xnopranuiaon.
TlomowmHo(u) BemmecTso(a) ¢ M3BecTHO AeticTBre: 39,09 mg nakro3a MOHOXHIPAT.

Yamuyaad 25 mg: Bedka tabnetka cbabpxka 25 mg XJIOPTaNH/IOH.
TTomoinno(un) BemecTBo(a) ¢ H3BeCTHO AeiicTBHe: 78,18 mg nakro3a MoHOXHApAT.

Yanuynan 50 mg: Beaka rabnetxa coappxa 50 mg xa0pTamiaos.
TMomomno(#) RemecTso(a) ¢ H3secTHo AeticTrue: 156,36 JakTo3a MOHOXHADAT.

3a nbIHHA CIIMCEK HA MOMOMIHUTE BELECTRA BHHKTE TOYKa 6.1,

3.  JEKAPCTBEHA ®OPMA

Tabnerka.

3a mab6aemwu om 12,5 mg: Bean, Kpvrau # w3anskHaH Tabretin (5,0 mm % 0,2 mm) Ge3 nenurensa
yepra.

3a mabaemxu om 25 mg: beaopo3oeu [0 YepBEHUKABM, KPBITH ¥ M3MMbKHANH TabneTku (7,0 mm +
0,2 mm) 6e3 genuTeNHA YepTa.

3a mabaemxu om 50 mg: XpnTH, Kpbriu v u3nbkHand tabaerkd (9,0 mm = 0,2 mm) 6e3 OenureHa
uepTa.

4, KJIMHHWYIHU JAHHU

4.1 TepaneBTHYUHN NMOKAIAHHS

Jleuenvie Ha cbpagUeH, YepHOAPOGEH W HEDPOTEHEH OTOK.

XUNepToHus.
IlpospeHa cbpaeyuHa HEJOCTATLHHOCT.

4.2 [o3upoBKa H HAYHH HA MPHIOKEHHE

ﬂOBHHOBKa




Hexenanute peakuuu. Ocobeso BEUMaTeNnHO Jo3HpaHe ce NPenophHYBa PH MALHMEHTH ¢ KOPOHApHa

GoNeCT Ha chpueTo WK Lepedpaina CKIepO3a, KAKTO K B ChCTOSHHE ClIeA MHGAPKT HA MHOKAPAA WX
anoTUICKCHS,

IIpunarar ce clieHHTe MPEMOPLKH 32 NO3HPaHE:

Buvipacmuu

Cupoeuen, uepnodpoben u Heghpozenen omox, ChpOewHa HedOCMAMbYHOCM

IIpenoppunTenHara nayansa io3a e 25 1o 50 mg/IHEeBHO, KATO B TEXKH CITy4aH MOXKE /14 C6 YREIHYH
10 100 no 200 mg/anepno. Jlosata npu Hebporenen oTok He TpaGBa 1a Haasumaea 50 mg aHeBHO.
O6uuaiinaTa noaabpxKalla 1032 ¢ Hali-HUCKaTa epeKTHBHA 1034, Hamp. 25 Ao 50 mg Ha neH.

Xunepmonus

Hauanna nosa:

12,5 - 50 mg XnopTanuaoH NHEBHO,
Ilogns, 4 J1034;

12,5 - 25 mg XopTaluaoH NHEBHO,

Havannarta no3a Tpa6Ba fa ce HamaaBa HHIHBHIYAITHO,

ITeaunsT edext npyu gagena no3a ce noctura ciel 3-4 ceAMUuUM. AKO TIOHHKABAHETO HA KPBBHOTO
HaATaHe Ce OK&Ke HeNOCTATRYHO ¢ 25 wiK 30 mg/neH, ce MpenopsYBa KOMOHHAPAHO JIeYeHUE C
AHTUXMICPTCH3UBHO CpeacTBO, KaTo GeTa-Onokepwu, pesepnan u ACE uuxuGuropu (Bx. Touka 4.4.).

llayuenmu 8 cmapiecka gu3pac (> 63 200unu) u nayuenmy ¢ apyuera 6v0pesna Qyrkyua

[Ip# nauueHTH B CTapyecka BB3PACT H/HIH NALKEHTH C JIEKO J0 YMEPEHO HapyleHue Ha Gp6pednaTa
bynkuns (kpearHHMuoB KIpbHE 30-60 ml/ min w/unu cepymeH kpeatusun 1,1-1,8 mg/100 ml)
no3ara TpabBa ia Ce afanTHpa KbM TEPANeBTHMHUTE M3UCKBAHHSA M NOHOCHMOCTTA HA NAalMeHTa (BiK.
Touka 4.4.).

THasHAHWTE JMYPETHLM M THASHIHKUTE AHATIO3M, BKIIOYUTEHO XJIOPTATHIOH, I'YOIT AHypPETHYHHUS CH
edexT B CITyJan Ha Texxka 6h0pedHa HETOCTATEYHOCT, KOBTO 03HAYABA KPEATUHMHOB KITHPBHC < 30
ml/ min w/unu cepymen kpeatusnn > 1,8 mg/100 ml (8. Touxa 4.3).

Hayuenmu c napywena vepnodpobuna gynxyus
Ilpy maumenTH ¢ HapymeHa yepHonpoGHa dyHKuus, YaauynaH Tpa6sa fa ce 403Mpa B CHOTEETCTRHE

¢ OrpaHHuYeHHeTo. YIIHy/aH He TpAOBA Aa ce npHeMa B CAyJail Ha TeKKO YBPEKIAHE Ha YePHUA
apob6 (Bx. Touka 4.3).

{layuenmu c napywiena copoesna gyHxyus

Ilpu nauueHTd ¢ OCTpa CHPACHHA JEKOMIEHCAUHS ¢ BE3MOMKHO XJIOPTATHACH NPAKTHYECKH MOBEYe aa
He ce aGcopbupa.

Heouampuuna nonyaayus

Twii kaTo He ca HATHYHM aJleKBATHH TEPaNeBTHYHA JAHHH NIPH Jeua, XJIOPTAIHAOH He TpabBa 1a ce
NpUIara npu Aeua.

MeTton Ha npunoxenne
Tosa nexapcteo Tpa6Ba 1a ce NpueMa ¢ JOCTATHYHO KOJIUYECTEO TEHHOCT (HAMp. eAHa Yaul

IIpu eanoxpaTHa ao3a Tabnerkara TpabBa Ja ce mpUeMa CYTPHH TI0 BPEMe HA 3aKyCKa,
NpuAara Jsa MbTH JHEBHO, TabneTkuTe TpaOBa Aa ce MpUeMAT AOMBIHHTEIHO ¢ BEY
Josata He TpaOBa Ja ce MOBUIIARA CJIEA M3THYAHE Ha 2-3 CeaMKLIM.

[IponsmxKTeNRHOCTTa Ha TEYSHHETO e ce onpeaenu ot Bamus nekap.
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Cnen npoabMKUTENHO JIeYeHHe, MPHEMBT Ha YIyTHyNIaH He TpaOBa a ce NpeKpaTaBa H3BEAHDK, a 1a
Ce HaManapa NOCTENeHHO.

4.3 IIpoTuBonoka3zanmus
- CBPBXYYBCTBHTENHOCT KBbM XJIOPTAIHIOH M IPYIH THAHIH HIM CYIPOHAMUIHH TIPOH3BOIHH
(KpBCTOCAHH PEAKLIMH),
[Iperiopbuba ce MOBHIICHO BHUMAHHE [1PU NALHSHTH ¢ OPOHXUAIHA acTMa Wi
CBPBXYYBCTBHTEIHOCT KbM HAAKOE OT NOMOLIHHTE BeIecTBa, H3OpoeHH B Touka 6.1.
- aHypus (oOpasysaHe Ha ypuxa noa 100 mg/24 qaca)
- TexKka 61L,OpevHa HENOCTATBUHOCT (CHC CHIHO OrPAHHYEHO 00pasyBase Ha YPHHA, KpeaTHHHUHOB
KnupBHe < 30 ml/min w/umi cepymen kpeatunus > 1,8 mg/ 100 ml)
- rnoMepyoHedpuT
- TEXKKO HapylIeHHe Ha uepHOapoOHaTa (yHKUnd (MpekoMa H uepHoApobHA Koma)
- XHIepKaILHEMHs
- pehpaKrepHa XUNOKANHEMHIS HITH CHTYaLMH, BKIIOYBAIIH NOBUIIEHA 3aryba Ha Kanuii
- TeXKKa XUIIOHATPHEMHA
- CHMIITOMATHYHA XHNEPYPUKEMHA
- XHIIEPTOHKA N0 BpeMe Ha 6peMeHHoCT

4.4 Cuennansm npeiynpexkJeHHus H DPeJIasHH MepKH upH yuorpeba

YepHoapobHa HesoCTATHYHOCT

Ynauynan TpsOsa aa ce H3O/I3Ba C MOBUIIEHO BHHMAHHKE TIPH NALMEHTH ¢ HapylIeHa YepHOApOGHA
(yHKUHA HAK MporpecHpanio HepHOAPOGHO 3a6019BaHE, Thil KATO MANKM TPOMEHHU B fanatca Ha
TEYHOCTHTE H EJIEKTPOJTUTHTE, NBJDKALIM CE HAa THa3HAHHTS ANyPETHLM, MOraT 1a YCKOpAT
YepHO/IpobGHATA KOMA, 0COBEHO TIPH MALHEHTH ¢ YepHOAPOOHa 1Mpo3a (Bx. Touka 4.3).

XopounaneH H3UB. 0CTPa MHONMA H BTOPHYHA 3GKPHUTOBLIEBIHA [12YKOMA:

CyndoHamMuamTe JeKapeTBa WIH Cyi(oHaAMHIHUTE TIPOM3BOIHYM MOFAT J1a IPEIU3BUKAT
MIAHOCHHKPATHYHA PeakiHa, BoAeLIA 40 XOPOHIANeH H3THB ¢ JedeKT Ha 3PUTETHOTO Nosie, MPeXoaHo
KBCOINIEACTBO M OCTPA 3aKPHTOBIbJIHA rTayKkoMa. CHMATOMHTE BKJTIOYBAT OCTPA NOABA HA HAMANeHa
3PHTE/IHA OCTPOTA MM 0YHA BONKA H OGMKHOBEHO Ce MOABABAT B PAMKWTE Ha YACOBE 40 CCAMMIM
¢Jieq 3anoypaHe Ha MpHeMa Ha NiekapeTeoTo. HenexypanaTa ocTpa 3akpuTOBIbIHA TiayKOMa MOXKe 1a
AoBene A0 TpaiHa 3aryba Ha apeHHeTo. OCHOBHOTO JIe4eHHE € Ja CE TPeyCTAHOBH IIPHEMBT Ha
TeKAPCTBOTO RHIMOMKHO Hal-Obp30. Moxe na ce Halnoxu a ce 0OMHCITH He3abaBHO MeJULIMHCKO HIH
XHPY PrHvHO JIEHeHHE, aKO BETPEOYHOTO HAIATaHE HE C& KOHTPOTHpa. PuckosuTe dakTopH 3a
pa3sBHTHe HA OCTpa 3aKPHTOBIBITHA IJIAYKOMA MOTAT Aa BKJIKOUBAT 8HAMHE3A 33 ATEPTHSA KbM
cyaoHaMHAM WM TEHHLKITHH,

CMyilIeHHS B €IEKTPONMTHHSA Ganasc:

Tlo Bpeme Ha TepanuaTa ¢ THA3WIH CEPYMHHTE eNIEKTPONHTH (0COGEHO KM, HATPHE ¥ KaTuui)
TpaOR2 pesioBHO 14 ce npociie/1aBar.

MOHHTOPHHIBT Ha CEPYMHHTE eeKTPOJIMTH € 0co0eHO MOKA3ak MpH MAlHEHTH B CTAPYECKa BB3PACT,
pH MaUHeHTH C aCLIMT, ABUKAUL C€ HA YepHOAPOOHA LMpO3a, H IPH MaLMEHTH ¢ 6B0peyeH otok. [lpu
TAKMBA YCJIOBHS XJIOPTAJIMIOH TpaOBa aa ce NpHiara caMo Tipy BHAMATENHO HaBIOIEHHE M CaMO NIpH
HDAUMEHTH ¢ HOPMAJTHH HHBA Ha Kastvif Ge3 npusHany Ha 3ary6a Ha obem.

Jle4eHHETO ¢ THAZHRHH AHYPETHIM, BKIIOYHTENHO XAOPTATHAOH, € CBBP3aHO ¢ HapYIIeHHA B GanaHca
Ha TEYHOCTHTC W eNCKTPONHUTHTE KATO XHIIOKATHEMHA, XHNOHATPUEMHA M XHITOX/IOPEMHYHA g
Tlpemynpexcaennara 3a HapyeHua B anaHca HA TEYHOCTHTE KM EICKTPOJIMTUTE Ca Cys
XKaxaa, cnabocT, neTaprus, ChHIKBOCT, Ge3MOKOMCTRBO, MyCKyAHa GonKa MM KpaMmIL //
cnaboCT, XUTIOTOHMA, OTUIYPHS, TAXHMKAPIAHS H CTOMAIIHO-UPEBHH OTUIAKBAHUS,
NOBpPBILAHE,




XvnokagHeMusTa MOXE [ja CEHCHOMIU3NPA ChPLIETO H 12 YCHITH IPEKOMEPHO 9yBCTBHTETHOCTTA MY
KBM TOKCHYHHTE SPEKTH HA CHPACYHHTE NIHKO3UAN. PHCKET OT XMITOKANMEMHS ¢ Hal-ToNaM npu
NALMEHTH ¢ YepHOIPOoOHa LMPO3a, TIPH NALMEHTH ¢ MOBKIIECHA Xy Pe3a, MPH MaUHeHTH Ge3 aJeKkpaTeH
NEPOPASICH NPHEM Ha eNEKTPOJIMTH H NPH NAlMEHTH Ha eJHOBPEMEHHA TEPANIHS C KOPTHKOCTEPOKAH,
aIPeHOKOPTHKOTPONEH xopMoH (AKTX]), chbpAe4HH (TIKKO3MAN HITH 1aKCATHBH {BX. Touka 4.5), Tean
naupeHTH Tpsbea Aa 6baatT HAOMONaBAHH O0COBEHO BHHMATENHO.

KaxTo npH BCHYKH THA3MIHA AHYPETHIH, XI0PTATHAOH-HHIYIMpaHaTa Kanuilypesa 3aBHCH OT
Ao3ara, ¥ ¢cTeneHTa i Bapupa HHauBHyanHo. Ilpu go3a ot 25 mg/aHeBHO HaAMAIEHHETO HA
cepyMHuTe KOHUEHTPALMH Ha xanHii e cpexHo 0,5 mmol/l. [To BpeMe Ha NOCTONHHOTO NeveHHe
CepyMHUTE H¥Ba Ha Kanus TpAGBa Ja ce Npocneassar B HAYaNn0TO Ha TépanuaATa M 3-4 ceAMuALM O~
KBCHO. Clie]] TO3H NEPHO/ # aKO KATHEBHAT GATAHC HE e HApYLIieH OT AOIMBJIHHTENHH GaKTopH (Hanp.

NOBpbIaKe, [MapH, NTpoMeHH B 6nOpeyHaTa dbyHKUMA M 1p.), CEPYMHOTO HMBO Ha KAITHA MOXKeE 14 ce
npocieagBa pelosHo Ha 4-6 Meceua.

Axo e HeobxoaHMO, Yy aaH MOXe g ce KOMOHHHPA C NCPOPaTIHM KaIMeBH NODABKH WM C KaTHII-
ChXpaHABaLl JHYPETHK (Hanp. TpHamTepen). B cyuaii Ha kxoMOHHHpaHo JieveHue, CepyMHHTE HUBA
Ha kanuii TpabBa 1a ce mpociieIBAT. AKO XHIOKAMEMHATA € CHIIPOBOJICHA ¢ KIHHMYHH MPUIHALH

(Hanp. Myckynna cnaboct, napesa 1 npoMssa B EKT), nedennero ¢ Yiauynan Tpsatea aa ce
NPEYCTAHOBH,

OcBeH axo He € aOCOMOTHO HeOOXOAHMO, KOMGHHHPAHOTO NeueH e ¢ YIAHyIaH ¥ KalnueB penapar
HITH KUTHH-ChXpaHasall JHy peTHK TpAGBa qa ce H3GATBA pH NaUHEHTH, KOHTO C& AeKYBaT
enuoBpeMerHo ¢ ACE-unxuburopu.

TIpy NaUMeHTH ¢ OTOLM B ropello BpeMe MOKe 1A e TIOABH JHIYLIMOHHA XUMTOHATPHEMHA.
HegocTHrsT Ha XJ10pHAR N0 NPHHLIAN € EK ¥ HE M3UCKBA JeveHne. THA3HIMATE MOFAT 13 HAMAIAT
OTAETIAHETO HA Kal|i B YPUHATA ¥ Ja MPEAN3BHKAT NIPEX0JHO H JIEKO NOBUIABAHE HA CEPYMHHSA
KaJlLMH TIPY TMNCa Ha M3BeCTHH HApYLUEHMs Ha KaUMepHs MeTabomusLM. 3HauMTeHaTa
XUnepkanuueMns MOXKe fa Ob/e MPU3HAK Ha CKPHUT XHniepnapatupeodaussm. [lpueMsT Ha THA3HIM
TpaOBa na ce IPeyCTAHOBY NIPEAN H3CEIBaHE HA TIAPATUPSOHAHATA BYHKIIS.

YcraHoBEHO €, Ue THA3HIATe NOBUILARAT OTAENSHETO Ha MarHeauii B ypuHara. Tosa Moxe na noBesie
J0 XHINOMArHe3IHeMHA.

MetabonHTHi H eHNOKPUHHN edexTH:

TauuenTtrTe cue 3axaped quabet M nojarpa Tpadea fa GuaaT HabmoxaBaHH ocobeHo BHHMATENHO.

TepanuaTa c THA3HAKM MOXKE 1A OKAKE BIMAHHE BBPXY TMIOKO3HUA ToNepakc. [TpM nauMeHTH ¢ M3ABEH
3axapen aHabeT, MeTabONMTHATA CUTYALMA MOJKE 1 Ce BIIOLIY, TAKa Ye 14 Ce HAJIOKH KOPeKIMsg Ha
N03aTa HA MHCYJIMHA WITH NepopaHHTE BEIECTRA, HOHHKaBalH KpuBHaTa 3axap. 1o Bpeme Ha
TEpanuATa ¢ THA3MAKM MOXKE 1A Ce MPOABH JATEHTEH 3axapeH quaber.

XNopTanuaoH MOXKe Aa NOBHINK CEPYMHOTO HHBO HA MMUKOYHATA KUCENMHA, KaTo 00a4e Mo RpeMe Ha
NpOIBAKHTE/NIHO IEHEHHE NIPHCTENH Ha NOAArpa ca HeoduyaiHm.

HpH TIAOMEHTH, NOAJTOAREHN HA NPOALILKHTCITHO NTEYCHHE ¢ THASHIH 1 TH&BHL‘[OHOI{OGHH AWYPCTHIM,
ca Haﬁnmnasaﬂn MHHHMANTHH K YaCTHYHO OﬁpaTHMPI [TOBHIICHHA HA MIA3MEHHTS KOHLCHTPAHH Ha
obums XOJIECTEpO), NHNONPOTENHOBHTE XONECTEPOIH ¢ HACKA IUTBTHOCT WIH TPUrMHLSPDMANTE.

Bu0OpeuHa HENOCTATEYHOCT:
YnauynaH TpabBa ga ce H3MOI3Ba ¢ NMOBHIIEHO BHHMAHHE NPH NalMeHTH ¢ b0pevHo,

[Ipu nauneHTH ¢ Jieka 10 yMepeHa 6B6peuHa HelOCTATEYHOCT (KPeaTHHHHOR KITH
W/HNH cepyMeH KpeaTusiyd 1,1- 1,8 mg/100 mi), nosara Tpabsa aa ce aganTupa
HIUCKBaHMI H NOHOCHMOCTTA (BXK, TOuka 4.2),



[1pn naumenTH ¢ Texka 6LOPevHa HEIOCTATHYHOCT (KPeaTHHHHOB KHpBHC Mo 30 mY/min wwm
cepymen xpeaTuHEd > 1,8 mg/100 ml), THazumHuTe MYPETHLIM ¥ THASHAHKTE AHANO3H, BEIIO YHTETHO
XAOPOTAAHAOH, ryOAT AHYPETHHHHA CH ehexT (BK. Touka 4.3).

I1pH naudentn ¢ 6u6peuno 3a6o1aBaHe THA3KHANTE MOTAT A NPENU3BAKAT a3oTeMus. [IpH NanuenTy ¢
HapyureHa 60pedha GYHKIHA MOTAT A2 ¢€ TOABAT KyMY/ATHBHHU eeKTy Ha IEKAPCTBOTO, AKO
O1LOpeuHAaTa HENOCTATBYHOCT HPOTPECHPA, KOSTO CE XapaKTEpH3Hpa ¢ NOBMIIABAHE Ha 0BIOTO
CHABPKAHHE HA 830T B KpbBTa O3 GentbunHA a30T, TpAGBA Na ce B3eMe H3KIOTHTENHO BRKHOTO

peLieHue 1any Te4eHHETO Na ¢ Nponkmki. Tpabpa fa ce oOMHCIK NpeKpaTsBaHE HA AMYpeTHYHATA
Tepanus,

XponuyHara 3noynoTpeGa ¢ AMYpeTHLH MOXe Ja ToBede J0 ncesao-baprop cunapom (Pseudo-Bartter
syndrome}, ¢ pesyataT o1ok. OTOKDT € #3pa3 Ha NOBHIIABAHE HA PEHUHA, ¢ TIOCTIEAMIA BTOPHYEH
XHNEPAJOCTEPOHUIEM.

Anatuxuneprensusunar epext Ha ACE urxuburopute unm aHruoteHsus 11 perienroprute Gnokeps ce
NOTEHUUPA OT CPEACTBA, KOKTO MOBHMIABAT AKTHBHOCTTa Ha IIA3MEHHS PeHUH (QHYpETHIH),
Tpenopsysa ce nMypeTHYHATA Tepamis 4a ce NPEYCTAHOBH 2 0 3 [AHK MpeiH 3an04BaHe Ha
heuenvero ¢ ACE uxubuTop, 3a fa ce ¢Befie 10 MUHUMYM BB3MOXKHOCTTA 38 XMIIOTOHHA B HAYAIOTO
HA TepanHaTa.

HapywieHa cbpaeuna hyHKuns
[Ipu natmenTy ¢ TeXKa CHPAEHHA JEKOMICHCALA (HIPA3CHH OTOLIH) € BE3MOXHO XNOPTaTHAOH
NMpakTHYECKH NOBeYe A2 HE ce abcopOupa.

EQ!FH edze}c'm
Peakunu Ha CBPBX4YBCTBHTETHOCT MOTAT [ BE3HHKHAT NIPH NALUMEHTH CbC K 6e3 aHaMHesa 3a
aNeprun WK 6poHxuanta acTMa.

CriellHan{Hy YKa3aHHA

I'o speme Ha TepanvsaTa ¢ YianynaH e HeoGXouMO 44 Ce H3CICABAT PeIOBHO CEPYMHHTE
eJIeKTPONUTH (OCOOSHO KATHEBUTE, HATPUEBUTE M KAIILUEBUTE HOHH), KPEATHHHHA U YPEATa,
CEPYMHHTE MHIHAH (XONECTEPON H TPHIJIHLEPKN), THKOYHATA KUCeNTWHA ¥ KPBBHATA 3aXap.
ITo speMe Ha neveHueTo ¢ ViauynaH natdeHTHTe TPA0Ba Aa oCUrypaT JOCTATLYCH NPUEM HA
TEYHOCTH, U IOPaZii NOBHLIEHUTE 3ary0Oy Ha KanuH, Ja KOHCYMHPAT XpaHH, 6oraTi Ha Kanuit
(banaum, 3e/eHYY LM, AKN).

JleueHHETO HA BUCOKO KPBBHO HasATaHe ¢ YIady/lan Y3HCKBA PEACBHO MERHUUMHCKO HaboneH e,

Tepanunra ¢ Yagnynan rpabea 1a 6ble npekparena npu:

- PE3MCTEHTHO HA TEPANUATA HAPYINEHWE HA CACKTPOAHTHUA HanaHe

- PeaKu1H Ha CBPBXYYBCTBHTCITHOCT

- TEXKH CTOMAWHO-YPEBHH OTIAKBAHNSA

- PA3CTPOACTBA Ha LUCHTPANHATAE HEPRHA CHCTEMa

- NAHKPEATHT

- IPOMERM B KpBBOo0OpazyBaHeTO (aHeMMUA, NEBKONEHUA, TpoMOOLMTONEHNS)
- OCTBP XONCLHCTHT

- NOABA HA BARCKYJHT

- BJIOIIABAHE HA CHOIECTRYBALlia MUOIIUS

- HUBO Ha CepyMuus KpeaThHuH > 1,8 mg/100 ml wmm kpeatuHuHOR WiMpsHE niod 30 mi/min

EdexTu npy Henpasunya ynorpeba 3a AONWHT geny
¥Ynotpebara Ha Y naHynad Mojke Aa JOBEE A0 NONOKUTENTHA PeysITaTH TIPH AOMHHT Tof
Iocneauupre 3a 31paBeTo oT yrotpebaTa Ha YJIAHY/IaH KaTo JONHHT CPENCTBO He MOYA
NPEABHIICHH, KATO HE MOTAT Ja GBAT HIKNIOYSHH CEPHO3HH PUCKOBE 34 34DPaBeTo.




oMo HK BenecTa

Yappynan coAbpka SaKTo34.

TlaupenTH ¢ peaKH HacTeACTBEHH NPOOIeMH Ha HETIOHOCMMOCT KbM TalaKTO03a, ThiIeH TAKTA3¢H
AedUUIMT UMK TIIOKO30-TaNaKTo3Ha ManabeopOuus, He TpafBa na MpHEMAT TOBa JIEKAPCTBO.
Yanuynan cbaALpka BATpui.

YnarynaH chabpKa no-Maiko ot 1 mmol aarpuit (23 mg) BB BoAKa TABNETKA, T.6. NPAKTHUECKH HE
CBABPIKA HATPHHA.

4.5 BsammonpeficTBRe ¢ APYrA JeKapCTBeHA NPOAYKTH ¥ APYra opMu Ha B3anMoneHcTBHE

I'[punomenue'ro Ha XNOPTANUA0H MQKS 1a [IOBIHAS JefiCTBHETO Ha CNEJHATE NEKADPCTRCHH NPOAYKTH
HiH BEU{CCTBa:

KomOunanpn, KOHTO He ce mpenopnLyBar:

Jlumuii:

EnnoBpeMeHHOTO IpUIOieHHEe Ha XIOPTAMNAOH ¢ JINTHI MOXKE A3 JOBENE 10 3aCHIBAHE HA KAPKHO-
HEBPOTOKCHYHHTE €(EKTH HA JINTHA Ype3 HAMANeHOTO MYy OTAeNAHe. AKO MPUIOKEHHETO Ha
ABYPETULIN € HEH30EXKHO, € HEOOXORHMO BHIMATEHO [TPOCIEISBAHE Ha HUBOTO HAa JINTHS B KPbRTA W
KOpHTHUpAHe Ha Jo3ata. B cnywaure, KOraTo MMTHAT [pe1W3BHKBA HOMYPUS, IMYPETHIIMTE MOTAT JIa
OK@XAT NapanoKcanel AHTHANYPETHHYCH eexT.

Kombunanns, koHTo TpRGBA A2 ce A30013BAT ¢ NOBUINEHO BAKMANRAE:

Bewjecmeaa, koumo mo2am da npeduszeuxam "torsade de pointes":

~ AHTHAPUTMBHHY cpencTBa Knac la (sanp. XMHMIMH, XMIPOXUHWIHH, IU30 NKPAMuI)

~ aHTHApUTMUYbK cpenctea ot knac [1I (nanp. amHonapow, cotason)

- CneuudUIHH AHTHICHXOTHIH: GEHOTHASHHE (HATID. XJIOPITPOMAIHY, LIMAMEMAIHH,
neBOMeIpOMasHH, THOPHIA3HH, TPUGIYyonepasny), GeH3aMuLn (Hanp. aMUCY THPH, CYNRPHA,
CYJTONPUN, THanpua), OyTupothenons (Hanp. APOCEPHUION, XaloNEPHAON)

- Apyry; GeNpUIN, LH3aNPH, JHOEMaHIUT, EPHTPOMHLMH HHTPABEHO3HO, XANO(PaHTPHH,
MH30MCTHH, NEHTaMHIMH, CNAapBIOKCAMH, MOKCHGNOKCAINH, BHHKAMUH HHTPABEHO3HO

AKO Te3K NEKaPCTREHH NMPOAYKTH Ce NPUIIAraT eJHOBPEMEHHO ¢ Y ITHy laH, ChIIeCTBYBa MIOBHIICH
PHCK OT pa3sBHTHE HA KAMEPHU apHTMHH, 0cobeHo torsade de pointes 4 0COBEHO MPH XMOOKATHEMUA.
TIpeau 3anousane Ha preMa Ha Tasi KOMGHHAUHA CEPYMHOTO HMBO HA kami Tpabsa na ce onpenenn
¥ K0 ¢ HeobxomuMo - Aa ce xopurapa. TpaOsa 13 ce M3BBPLIBA PEIOBHO MOHWTOPUHT HA IUTA3MEHHTE
enekTponuTh ¥ EKT. 3a npeariounTane e Na ¢ M3MON3BAT BEIECTBA, KOKTO PH HAIMYHE Ha
XUNOKaNHeMHs, He NipeAU3BHKBAT torsade de pointes.

Hpyeu ouypemuyu, Opyau anmuxunepmensueru cpedcmea (wanp. bema-peyenmopru Hroxepu,
kamyueau anmazonucmu, ACE-unxubumopu, 6azo0uramamopu, Memurdong, 28anHemudun), Humpamu,
GapGumypamu, enomuazuny, MpUYUKTHYHYE ANMUOERPECanmI, AIKOXOJ

AHTHXWNEPTEH3UBANT epeKT Ha YiauyNas MoKe fa 6b/1e youieH Npy NPHEM Ha Te3H IEKApCTBEHH
MPONYKTH UNK Ha ankoxo1. I1p# 3anoupaHe Ha NEYEHHETO CHLINECTBYBA PACK OT MACHRHO MOHMKABAHE
Ha KPBLBHOTO Hansrabe ¥ Baomapane Ha 6u6peunara gyukuua. [opanu Topa auypeTHuHAaTa Tepanus
Tpaea na ce npeycTadony 2-3 NHY Npeny 3anousane Ha neweHueto ¢ ACE uHxuburop, 3a Aa ce
HaMaJIH BB3MOKHOCTTA 38 XUTOTOHHS B HAHANOTO HA TEPAIVISTA.

Hecmepoudnu npomusosv3nanumenn cpeocmsa (Hanp. unOOMemayun, ayemuican
Kuceauna), exmodumenno unxubumopu na COX-2 u canuyuramu

HecTepounnvre NpOTHBORL3NANHTENHH CPEACTRA (HANP. HHIOMETALHH, AUETHICA
KHcesnHa), BKmountento COX-2 uaxuGutopH H CATHIIHAAT, MOTAT 12 HAMAITAT



AHTUXUNEPTEHIHBHUA H AHYpeTHYAHA eeKT Ha XIOPTAnnAOH. AKO Ce MPHEMAT BHCOKH J03H
CATULMNIATH, TOKCHUHHTE MM eeKTH BbPXY LEHTPAIHATA HEPBHA CHCTEMA MOTAT A& C& 3aCHJINT.

Ipu nauwedTy, KOHTO 110 BpeMe HA NIEHEHHETO ¢ VLMY 1aH Pa3BHAT XMIIOBOJIEMHS, CAHOBPEMERHOTO
MPRACIKEHHE HA HECTEPOH MM SIPOTHBOREINANKTENHE CPEACTBAE MOXE 2 0Bele A0 ocTpa Grbpeuna
HEOCTATBYHOCT.

Kanuii-ypemuunu duypemuyu (nanp. gyposemud), 2moxoxopmuxouou, AKTX, kapbenoxconon,
nenuyuaus G, canyunamy, CmuMyupatu rakcamuey, amgomepuyun B (napenmepanro)
Ennospementata ynotpeba na YanuyNaH v Te3M ISKapeTBa MOXKe Ja A0BENE A0 HAPYINEHHSA B
eNeKTPONUTHHUS 6anaHc, Ho-CNeHMANHO /1o NOBYIEHH 3aryGn Ha xanuit. Tosa & ocofeno BaxHo no
BPEME Ha NEYSHHE CBC ChpAeHHH MTHKO3HAH. [1asmenoTo HEBO Ha Kanuii Tpabsa aa ce cnean
BHHMATETHO U FIPH HEOOXONUMOCT fid Ce KOPHIHPA.

Copdeunu 2nuxozudu (wanp. Quzumanc)

B cnyuail ua e[HOBpEMEHHO NledeHHe ChC ChPAEYHH NIMKOINAM TPSGBA 1a ce OTOENCHKH, Ue AKO 11O
BpEME Ha JIEYEHHETO ¢ XIOPTATHIOH Ce Pa3BHE XHUMOKATHEMHS WU XHUOMArHEe3HEMHS,
4YBCTBHTERHOCTTA HA MMOKAPAA KbM CHPACUHATE [AHKO3HAN Ce NTOBHIIABa U ChOTBETHO CC
ysenyuasar eekTHTE H HEKENAHNTE PEaKIAN KbM TAX. VIHAYUHPARATA OT THAZHAK XHIIOKANWEMHS
WM XHITOMarte3uemMus Moxe Ja 6aroOnpHATCTRS NOABATA HA MHIYUHPAHH OT ZUrHTATHC CHPIEYHU
apuTMHH (BXK. Touka 4.4).

Crednume KomGunayun Mo2am 00 npeduzcuram e3aumodeiicmens

Hucynun, nepopasnu anmuduabemnu cpedcmsq, Jexapemed 3a NORUNCABAHE HA HUGOMO HA
RUKOUHQMA KUCEAUHA, CUMNAMUKOMUMEmUYY (Ropadpenaiu[Hopenutepun], adpenanun
[enureppun])

HeHCTBHETO Ha Te3H JIeKapCTBEHH IPOXYKTH MOXke Ja 6hie 0TciabeHo Npy eIHOBPEMEHHATA
ynoTpeba ¢ XNOPTaHIOH.

Mosxe 1a ce Hanoxy KOPUTHPaHe Ha J03aTa Ha HHCYJIMHA ¥ TIEPOPATHUTE aHTHAHaGeTHY CpeacTBa
10pazn PHCK OT HAMAJLIBAHE HA XUNOIAHKSMHSHHAA 6GEKT, IPHUMHEH OT BE3MOXKHOTO HAMANABAHE HA
0cBOOOKIABAHETO HA HHCYJIHH OT NIaHKPeaca Nopaju XulloKaTuEMHIHNA edeKxT.

Hedenonapusupawyu myckysuu penaxcarnmy (npousgo0nu Ha Kypape) (Hanp. myGoxypapunxiopud)
HeficTereTo Ha nofoGHUTE Ha Kypape MYCKYRHH Pe/lakCaHTH MOXe Aa Gbie 3aCHISHO Wl YIBIKSHO
oT Xjiopranuaon. B ciyyaf, ue ynorpeGara ua YaHynaH He MOXE Ja C& NPEKPATH, AHECTEINONOMBT
Tpabea fa Gvie vHGopMHpan 32 NevenneTo ¢ Ynuynan npeau ynotpebata Ha NoJo6RE Ha Kypape-
NonoOHU MYCKYTHU PENaKcaHTH.

Anonypunon
XIOpTaiiaos MOXE 12 YBEeTHYH YeCTOTATA Ha PeaKLMUTE Ha CBPEXYYBCTBHTENHOCT KhM
aTloTyPHHOMN.

Ananmacun
XA0pTaaiaod MOJKe 12 YBEIHYH PUCKA OT HEKEAAHU peaKiiH, IPHYKHENH OT AMAHTAIMH.

bema-peyenmopnu 6aoxepu, duazoxcud
CobuiecTypa NOBUIUIEH PHCK OT MO51BA HA XUTIEPIIAKEMAS C/16 SAHOBPEMEHHOTO TPIIIOKESHHE Ha
XNopTankon 4 GeTa-peienropHn ONoKepy WK THASOKCHAH,

Humomoxcuunu cpedcmea (ranp. yuxnogochamud, pryvopoypayun, memompexcam)
Xnopranniaon moxe 1a saman 6s6peunaTa eKCKpeLHs Ha LIATOTOKCHYHE CpecTBa (Hamp,
anxnogocdamun, hayopoypaluu, Metorpekcar). EAHOBPEMERHOTO TPUIOKEHHE Ha It
CPeACTBA MOKE 1A 3aCHITH TOKCHYBNA BM edeKT BEPXY KOCTHHR MO3BK (0co0eno
rpaly NOUKTONeHUA).




Kamuesu conu u eumamun D

EJ.IHOBPEMGHHOTD INPHNOKEHUE HA XAOPTEAHAOH ¢ BUTAMKWH D Wi ¢ Xanumeex CONH, MOKE Ia A0BEAS
A0 NOBUINABAHETO HA CEPYMHHTE HHBA Ha Kami nopagy HHXHGHPBHS Ha OTICNAHCTO HA YpHHA.

Aunmuxonunepuni chedcmea (Hanp. amponuy, 6unepuoen)
BHOHANTHYHOCTTA Ha THAZHAHNA THN JTHYPETULIM MOXKE [a CE YBESIHYH OT aHTUXOIAHEPTHYHH

CpencTBa (Hanp. arpoiuH, GHNEPHEH), OUEBUAHO MOPANH HAMANABAHE HA CTOMALTHO-YPEBHATA
MOTOPHKA H CKOPOCTT Ha H3NPA3BaHe HA CTOMAXA.

AnuoH-06Mennt cMORL (HARP. XORECMUPAMUH, KORECTRUNON)

EnHOBPEMEHHOTO NPHIIOKEHNE HA XONECTHPAMUH MM KONIECTHNON HAMansBa abcopOuuara 1a
xnopranunon. Ifopany ToBa Yaguynan Tpabsa na ce npuema nove 1 vac npeaw wnn 4-6 vaca cnen
NPHJIOKEHUETO Ha TE3M JICKAPCTBA.

Lurnocnopun

ErxoBpeMeHHOTO NeUeHHE ¢ UMKIIOCNIOPHHE MOXKE 2 IOBHIY PHCKA OT XHIEPYPUKEMMUS
YCAOHCHERHS OT THNA HA ITOJArpaTa.

4.6 @Pepraaurer, SpemenHoCT B KXbPMEHE

EpemennocT
XnopranHaoH ¢ NPoTHBONOKA3aH NPM JIEYCHHE HA XHUYISPTOHMS 110 BpeMme Ha GpeMeHHOCT.

Yaanynay, nonoGHO Ha ApYrd QMY pPeTHOM, MOXKE 13 NPHYWHK TUlaneHTapHa Xutonepdysus.
Tuasuante B CRBP3AAWTE C TAX JUYPETULIM BaBIU3AT B KPbBOOOpAIEHUETO HA (UTOAA W MOTAT Aa
NPHYUHAT ENEKTPOIVTHN Hapyliedus. Crodiiasa ce 3a HEOHATANTHA TPOMOOLMTOICHHS PR
ynoTpefarta Ha THA3HAW W CPOTIHY ANy PETHUM.

KupMmene
Xnopran#aoH npeMHHaBa B KbpMaTa. OT chobpaskentis 3a HesonacHocT, ynorpebara na
XTOPTAAKJICH OT KbpMelnM Madikn TpaGea na ce uaGarea.

Deprunyrer

Hsma nanyuse fadH# 3a eQexTa Ha XNOPTANHIOH BhPXY HOBEIIKUA GepTHAHTET.

47 Edexra pupxy cnocobgoctTa 3a mmodupane B padora ¢ MamnAnm

Pasnoobpa3ny MHOHMBUYanHH peakuy{i MOTaT 1a NPOMEHAT PeAKTHRHOCTTA TAKA, He [Ia C¢ BROIIH
CoCoBHOCTTA 32 aKTHBHO YYACTHE B TILTHOTO JISKCHNIE, 3a H3NON3BaHE HA MaWMAK Wy 34 paoTa B

Heobe3onaceHu YCAOBHA. Topa axku ocofeHO B HAYATOTO HA NEUSHHETO, Ciiejl NOBUINaBaHe Ha

[03aTa, IpK KOMORHAUHA ¢ IPYTH AHTAXUNEPTEH3UBHY JISKAPCTBa, NPH CMAHA Ha NeKapcTBaTa Wil B
KOMOMHAUMA ¢ ANKOXOR,

4.8 Hexenaun NeRapeTBeHd PeaKnBH

TabanueH cHUCHK Ha HEeKEIAHHTE PCAKIHH

Yecroture ca geduunupann kato: MHoro decTH (>1/10); wectn (>1/100 no <1/10 ); ne
a0 <1/100); peaxu >1/10 000 o <1/1000) ); muoro peakn (<1/10 000) u ¢ Heuzpec
HATMYHKUTE A2HHH He MOXKe Ja GhIe HanpaBeHa OLEHKa).



Cucremo- MHuoro 4ecT Hecr Peaxn (21/10,000, | Muoro c
opranes knac no | (=1/10) =1/100, < 1/10) < 1/1000) penKH HEeH3BECTHA
MedDRA (<1/10,000} | wecroTa (or
HaBHHTE
NaHAKM He
MoXe Ja
Onne
HanpaBeHa
ONEHKA)
Hapywenms Ha TpomGoupronexus,
KPBBTa W NEBKONEHHNS,
numdruara ATPaHYIONHUTOSa,
CUCTEMA €OIMHODHTHA
Hapywienud Ha Xuanoxanuesmus Xunonatpyemus, XHepkaUneM I Xunoxnope
MeTabonuama o (rnagto WpH no- | XMmoMarHesueMmHa, MHYHA
XPaHEeHeTo BHCOKH ZO3H), XUTIEPTIIHKEM KA o anKano3a
XHOEPYPUKEMHA, | Moko3ypus; npy
KOATO MOKeE 123 TIALIMEHTH C W3ABEH
aGeBEAE M0 3axapex aumader
OPHCTHIY Ha TORa MOMKE 13
NOAArpa npu IOBENIE 10
NpepasnonokeH | BLOWIARAHE HA
H NALYEeHTH, MeTaboTHTHOTO
NOBMIIABAHE HA ChCTOSHHE, MOKE
HHBATA HY Id ce MPOABH
XONeCTepona 1 JATCHTCH 3aXapen
TpUTAKUEpHAUTe | Auaber,
IOBHILIABAHE Ba
230THATE BEIECTRA
{ypes, KpeaTiHuH),
ocobeHo B
HAYanoTo HA
JIeUeHHeTo; 3aryba
Ha aneTHT
Hapywenuns Ha I'nasoGonue, Mapectesun
HEPEHATA 3aMasHocT, crabocT
cHCcTEMA
Hapywesus #a Hapyuenne Ha XopouaaneH
3PEHHETO 3peHHeTO, HITHB
HaMAaneHo ChA3eHe
CrpaeuHin XunoroHus, Copaeuna apHTMHA
HAPYIICHUA OPTOCTATHYHH
perynaTopHu
CMYIUEHHA,
NANGHTANAY
PecnupatopsH, Hauocuuipa
TPBIHE 1 THYEH
MeRHACTHHATHK Genonpolen
Hapywenua oToK (¢
anepriuuen
pOHIXoR),
3aTpyRHEHNA
apH JMlane
CroMawiHo- CyxoTa B ycrara, Tlanxpearnr
YpEeRHH AHOPEKCHA,
pascTpoiicTBa CTOMAHO-IPEBRI
OIIAKRAHNAA,
rageHe,

nioBpwinave, Gonku
B FOPHATA YACT HA
Kopema,
CHA3MATHYHHK




KOPEMHH

ONAaXBAHHA,

KOHCTHIIALINA,

AHapHA
XenmaroSunnapuu Hutpaxeratania
HapyleRua XOMecTasa v

ACBNTEHNLA
Hapymenns Ha Anepruyna koxHa | Peaxuns na
KOKaTa 1 peaKuHa Kato boTouyacrauTento
NoAKOKHATa CX3AHTEM, CT, BACKYIIUT OT
TBKAaH YDPTHKaPHS, ANEPrHycH
| npypuryc (cupbexk) | npousxon

Hapymeuus Ha XHnoToHHs Ha
MYCKYNHO- CKeneTHATA
CKeNleTHata MycKyfnaTypa,
CHCTEMA W MYCKYIHH XPaMIH
ChEAURUTENHATE
THKAH
HapymeHus Ha Anepriuen
Snbpeunte 0 HHTEPCTHLM
RHKOMHMTE aned Hegpur
HHTHIA
Hapywenus Ha Epextunna
BLITPOMIBONKTEN Auchynxing
HaTa CHCTeMa y
rbpaara

Crhobuiapate Ha MOJA03HPAHH HEKENAHH PEAKLEH

CbobasaneTo Ha NOAO3UPaHH HEKETAHH DEAKLMHM CIIE] PA3PELIABANe 33 YIIOTPeGa Ha IEKapCTReHHA
NponyKT e BakHO. Tosa no3s0ABa A2 MPOABRKH HAGMIOIEHHUETO HA CHOTHOMICHAETO HOJI3A/PHCK 32
NekapeTBeHus NpomykT. Or MeJUUHHCKHTE CIELMANKCTH ¢ H3MCKBa 1a ¢hoOmAaBaT BCAKa
NONO3MPaHa HEXENaNa PeaKkuus ypes:

M3mrennuTenna areHUMA I10 sexapersata
yi. ,Jdamsan Upyes” Ne 8

1303 Codun

Brarapus

Ten.: +359 2 8903417

yebcealit: www.bda.bg

4.9 TIlpenosdapane
Cumnmomy na npedo3upane

KAHHHYHAT2 KapTHHA HA OCTPO WIH XPOHHYHO NPEXO3UPAHE 3aBUCH OT CTENEHTa Ha 3ary6a Ha
TEYHOCTH H SNEKTPOIINTA.

Cren nperoskpane MOFaT Ja ce NOABAT CNEAHUTE CHMOTOMH: 3aMASHOCT, CRaBOCT, Fralene, MyCKyJIHA
6oKa U MyCKyTHH KpaMITH (HAITD. KPaMIiM Ha KPakata), r1aBofonue, TAXHKApAHA, XHIIOTOHHA 1
HAPYUWICHHA Ha OPTOCTATHYHATA PETYNalns, ENEKTPOJIMTHY HapyeHHs (XHIoKkaIMeMHs /)
XunoHarpueMusn). JleXuaparanyaTa ¥ XUNOBONESMHATA MOFAT 14 AOBEAAT 4O XEMOKOH
KOHBYJICHH, CBHIIHBOCT, ICTAPrus, o5bpKBaKe, LMPKYNATOPEH KOJIAMC H 0CTpa 616
HEJZOCTATHYHOCT.

XunokamMeMudaTa MOKE A3 ROBeE A0 yMOpa, MyCKyaHa ciaboct, HapecTS3nA, rnapys
METEOPHIBM H 3aHeK Hitd 10 CHPASHHM apuTMIN. Texkure 3ary6u Ha Kamuii Morar 4
NapANHTHYCH HNEYC HIH HApYIlleHO Ch3HaHue, BKIIOUMTENHO IO XUTIOKATHEMUYHE KEMa: |, »o. . -« o
’Fr];,E TR o
10 T



Tepanesmuunu mepxu creo npedozupare

AKo Cca HaNKLE NPU3IHALK Ha MpeX03HpaHe, JieueHHeTo Tpatna fa ce npekparh HezabasHo. B
JONMBIHEHHE KbM 06mUTE MEpK, IHIHCHHTE NapaMeTpH Tpa6Ba na ce vabmoaasar 1, ako e
Heo0X0AMMO, /ia ¢€ KOPUTHPAT NPH HHTCH3HEHN MEIHIMHCKY YCIOBH.

CrenpyueH aHTHAOT HE ¢ H3BECTEH.

AXO NAUMEHTET € B CB3HAHHE, IPEAOIHPIHMAT XIOPTANHIOH TPalEa N2 Ce OTCTPAHH YPe3 CTOMAMHA
MIPOMMBKA ¥ NpHIAraHe Ha AKTHBCH BbIVIeH. Moxe Na Ghlle rioKka3aHo MHTPaBEHO3HO BIIHBAHE Ha

TEYHOCTH, [IOBTAPAIIO c¢ HaGNIONEeHHe Ha KPHBHOTO HANArate, BOMHKA H eeKTPOTHTHHA 5anaHe u
MeTaGoMUTHUTE Gy HKIIHH,

5.  @GAPMAKOJOI'WJHM CBOMCTBA

5.1 <dapmaxozpEaMuINE CBOHCTRA

PapmaxoTepanerTHuHa rpyna: Jiuyperaun. JIuypeTrun ¢ yMepeHo AeHCTBHE, ¢ MIKIIOYEHHE Ha
thasHaM. CyiadoHaMuaH, caMOCTOATENHO
ATC kon: CO3BAO4

X1opTanuaoH, aKTHBHOTO BEUIECTBO HA YIIny/TaH, € [UYPETUK, CBBPIaH ¢ HeH3oTuasuu (Tuasua),
YABILKEHO JEHCTBME,

XJ'!OPT&J'IH}]OH APEH3BHKEBA NLPBOHAYATHO MACHBHA SKCKPEIRA HA ENCKTPOIYTH, & KATO BTOPUYCH
GQ?EKT, NoBHIIaBa HABOTO Ha OCMOTHYHO CBbP34HATA BOAA B YPHHAPHHA TTOTOK.

MexanuinM Ha aelicTBMe

XnoprannnoH WHXHOMpa npeaumMyo abcopbuudta Ha Harpyii B qucTanHure GuOpeunn TyOyy, HpH
KOETO MOXKE Jia Ce OT/ieNIA MakCHMyM oKkoio 15 % ot raomepynso dpuntpupanns natpuit, Crenexra Ha
OTAENAHE Ha XJIOPUIH CLOTBETCTBA B [I0-TO/AMa HIIH NMO-MAJIKA CTENICH HA SKCKPELMATA HA HAaTPHIL
XnopTanunoH ysemiyaBa eENMMUHYPAHETO Ha K, KOETO ¢€ ONpeleis THaBHO 0T CeKpelusTa Ha
Kaiul B Anctanuute TyGynn 1 chbupatennure TyGyan Ha 6u6penure (noBuieH oGMeH MexKIy
HATPHERU N KaTHEeBY HOHU).

BucokuTe no3K XIOPTATHACH YBEIMTABAT OTAENSHETO Ha OkapOOHATH MopaaH HHXHOUpPaHeTO HA
KapOoOaHXHAPa3aTa, TIPH KOETO YPHHATE Ce AMKANN3KPa. AIHI03aTa K ANKAN034Ta HE OKa3paT OCHOBHO
BIMSHAE BbPXY CANYPETHYHEA # AHYPETHYHAS ePeKT HA XIOPTATHIOH.

Hamanenoto enuMuHupase Ba kammii npes Gu6pernHTe No BpEME Ha IPOXBIKUTETHO JedeHue ¢
XKIOPTANUICH MOXE A3 JOBSAE A0 XHNEePKANLASMUs.

Iayperuunuar edekT HacTHORA CNnel 2-3 waca, NocTUra MakeHmMyM cires 4-24 vaca u Moxxe Ja ce
3a0LPHH B NPOIRTKEHHE Ha 2-3 nny.

QapmakoguHamMuyH edekry
Hunyirpauara 0T THR3HAR JHYPE3a BONA NEPBOHAYANTHO 10 HAMATABAHE Ha Nya3MeHus obewm,
CbpACYHHA Ae0HT # CHCTEMHOTO KPBRHO HANAraHe. BE3MOKHO € 12 ¢e aKTHBHPA CHCTEMATa PEHHH-
AHTHOTEH3HH-A120CTEPOoH. TIpH X0Opa ¢ HUCKO KPBBHO HAATAHE XIOPTATHAOHBT JIEKO NOHWKABA
KPBBHOTO HARArAHE. AHTUXUIEPTSHIMBHUAT eeKT Ha XROPTAAHAOH B HAYAIOTO HA TEPAaNMATA C&
TNOCTHIE ¥pe3 HaMa/ISBaHe HA W3BBLHKNETHYHHA 06eM, ¢ pesyiTar haMmanieHo Nepudepro
chaporusieHne. Ilpu NpoabKHTETHO TPUIOKSHHE H3BLHKISTHHHHAT 06eM ce HOpMAaNHIupa ¢
MOAABPKAHE Ha XMAIOTEH3MBHUA edeKT, BePOATHO MOPAJH clla/laHe Ha NepUPepHOTO Ch
CHPACHHHAT JeOUT e BPBlIa KbM CTORHOCTHTE pe/it JeUeHHETO, TU1a3MeRusaT o06e
AOHAKDBAES HAMAICH M NA3MEHATA PEHMHOBA aKTHBHOCT MOXe Ja Ople NoBUileHa.
MOKE 12 C€ BDKY HA HAMANSHOTO BNOCASACTBHE HHBO Ha HATPYUH B ChOOBUTE C
OT HAMANEHATa PEAKTUBHOCT Ha HOPAAPEHAAUH.

LA



IIpn NPOABLIKUTENHO NPHIOKEHHE RHTHXHIEPTCHINBBAST eheKT Ha XIOPTANHIOH 3aBHCH OT J03aT2
mexkay 12,5 n 50 mg/nen. [loswmarasero Ha nolara nag 50 mg yeemuuasa meraGomraaTe
YCIOKHEHHA W PAIKO MMA TepaneBTHYHA O34,

X#0pTannnou UMa anTHIMYpeTHUSH eeKT MpH nauneHTH ¢ Hepporered 1 ADH-ceqanTHBex
uHeHnMaeH nyxaber. MexaHu3MET Ha AeiicTBHE He & HIACHEH.

Kaunnuna ewkacHocT ¥ Oe3onacHocT

Kakro W ripu ApyruTe MUYpPETHIN, KOIATO XNOPTATHACH CE TIPHIIAra KaTO MOHOTEpANus, KOHTPOS Ha
KPBBHOTO HAJIAraHe ¢ NOCTHIra IPU OKOJIO MOMOBHHATA OT NMAlHEHTHTE C JICKA 10 YMEPEeHa
XuuepToHus. Karo 1o e yCTaHoBEHO, Ye MAKEHTHTE B CTAPUecka BhipacT M YEPHOKOKHTE
pearupat pofpe Ha AUy peTHIH, IPWIArAHY KATO OCHOBHA TEPAITHI.

PanaoMuzpasy KNIHRHYHY NPOYYBAHKA TIPY XOPa B CTApYecka Bh3PACT NIOKA3BaT, Ye JEUSHMEeTo Ha
XHMICPTOHHA Wik npeobianasama CHCTOIHA XMNEPTOHUS [IPH X0P& B CTAPYECK2 BL3PACT ¢ HUCKH 03
THAZHAHH AHYPETHUM, BIIOUHTETHO XJIOPTANMIOH, HAMATABA MO3BYHO-CHH0BaTa (MHCYAT),
KOPOHApHATA ChbPACTHA H ODWIaTa CHPAEYHO-CLA0BA 3a601e8aEMOCT H CMBPTHOCT.

XnopraiMaoH He ¢ eQeKTHREH IpH NalleHTH ¢ Texka Gu6pedsa HeA0CTATEYHOCT (KPeaTHHMHOB
knBpetic nod 30 ml/ min wana cepymes xpeatunnn > 1,8 mg/100 mi).

5.2 dapmakokmHETRUHA CBOHCTB2

AbcopGuus

Xnopranunon ce abcopOupa cpasrurento 6asuo ( 150 na pesop6uma cnen 2,6 h). BuoHamuwMHOCTT2 Ha
nepopansa 5o3a ot 50 mg xiopTamao ¢ npHGnu3uTenHo 64%, KaT0 MAKCHMANBUTE KOHUSHTPAIHH
B KpBBTA ce nocTHraT cien 8 no 12 1aca. 3a ao3u o1 25 mg u 50 mg crodinocture Ha Cmax ca
cpeaHo croTeeTHo 1,5 pg/mi (4,4 pmol/L) u 3,2 pg/m! (9,4 pmol/L). Ipu noan go 100 mg ce
Habmonasa nponoprHonano yeenuderue sa AUC (rwiom nog kpusara), [ipu NORTapsImiM ce JHEBHH
Ao3H or 50 mg, cpeHUTE PABROBECHM KOHUESHTPAUMH B KPHBTA B CTALMOHAPHO CHCTOAHNE OT 7,2
pg/ml (21,2 pmol/L), namepenu B kpast Ha 24-4acOBHS HHTEpBAN Ha OIMPAHE, CE NOCTUTAT cined 1 40
2 ceaMHun.

Pasnpenenenne

CBhp3BaHeTO Ha XNOPTATHIION ¢ MLIAIMEHUTE NPOTSHHH & 0KONo 75%, 06eMBT Ha painpenecHue ¢
41/kg. Topags 39a4MTENHOTO HATPYNBAHE B €PUTPOLIETUTE H CBBPIBAHETO C IIA3MEHUTE POTEHHY,
¢B0OOIHA € CAMO MaJIKa YacT OT XNOPTANUIOH.

Xnopranuion npeMHHaRa Npe3 NhaleHTapHaTa 6apuepa W BIOCAEICTBHE B KBPMATA.

BuotpaHchopMauns

B pamiute Ha 120 naca c yprsara 1 fexanuute ce oTies okoto 70% OT J03aTa, rIaBHO B
HENPOMEHEH BHA. MeTabonu3MBT 1 YepHOAPOOHATA SKCKPELHS B KITBUKATA NPEACTABIIBAT
HEe3HAYHTLEH THT Ha EABMHHUPAHC.

Enumunupatie

XNOPTanunoH ¢e eTMMUHRPA OT KPBLBTA H INA3MAaTa, ¢ EAMMHHALMONEH MOTYKHBOT CpeaHo 50 vaca.
EnuMHHAUMOHHKAT MOAYKHBOT He C6 NPOMEHS Cliell NPONbIPKUTENEH Npres. [lo-ronsMara uact ot
abcopbupanara 03a XAOPTAMHIAOH Ce eKCKpeTHpa upes GLOpetTe che CpelieH KIMPRHE oT 60
mi/min.

ITauvenTy B CTAPYESCKA BB3PACT
Tpy naumnenTy 8 cTapdecka BH3PACT CIHMHEHDAHETO HA XIOPTATUIOH € NO-6aBHO
3APABH MNA[M X0pa, BBApekn de abcopbimarta e crmara. Iopaay TORA NIPH Jiewe
CTapyecka Bb3pacT ¢ XNOPTATUIOH C& MPETOPhUBa BHUMATENHO MEIULIMHCKO Ha!
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53 TIlpeaxnssnvns janud 3a GezonacHocT

PepoayKTHBHA TOKCHYHOCT
[IpoyuBaHHATE 32 TEPATOTEHHOCT TIPH MMILIKH, ILTBXOBE, XaMCcTePH 1 3aflIH HE PA3KPHBAT
TePAaTOreHeH OTeHIHA.

TyMoporeneH 1 MyTareHes nOTERUHA

Hy-aumpo XnopTranuaoH REIYLHPE XPOMO3OMHY abepauyy B KIeTKY Ra Gosalinnuy. Hu-sueo
CKCAEPHMEHTHUTE [IPH MHIUKK HE PA3KPHUBAT TAKHBa JIOK23aTEJICTREA 33 KOCTHHA MOIBK H
XeNaToUMTHTe. 3HAYCHHETO HA MONOKHTEHHTE WH-6UMpPo PEe3yJITATH He € JOCTAThYHO WiscHeHO. He
€a NPOBSNKIAHH ABLATOCPOYHN NPOYUBAHUS 33 KAHUESPOTSHHOCT C XJIOPTANHIOH.

6. DPAPMAUNEBTHYHH JAHHU
6.1 CoHChLK Ha TOMOIREATE BEIeCTBA

3a mabremxu 12,5 mg:
Mukpoxprcranna nemynosa

Jlakto3a MoHOXHApaT

NMosugon (K-30)

Hatpuer Huiectes rikonar (tun A)
Maruezues creapar

3a mabaemxu 25 mg:
MuxpoxpucTania Lenynosa

Jlaxrosa MOHOXWApAT

Torunon (K-30)

Harpuer HuimecTeH raukonar (tvn A)
Kot meneszen okcun (E172)

Yepeet xenesen oxcun (E172)
Marnesuer creapar

3a mabremxu 50 mg:
MukpokpucTanna genyioza
Jlaktosza MoHOXHApPAT
Tloeugon (K-30)

Harpues HuuiecTeH rnKoaar (tun A)
Kenrt kenesen okcun (E172)
Marnesues creapat

6.2 HechbBMeCTRMOCTH
Henpunosxumo

6.3 Cpox na roguocr

3 roautun

6.4 Cnennaann ycYOBHA Ha ChXpanenue

Ha He ce cpxpauspa han 30 ° C.
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6.5 Buan chaAbPRAEHEE RA OUAKOBKATS

Tabnerkure ca onakoBau B Gnuctepu ot PVC/PVAC 1 anymunuii.

Ynauynax ce npeanara 8 Gnucrepuy oniakoskw 1o 10, 20, 30, 50, 60 u 100 Tabrerkn.

He Bcuuku BHIOBE ONAKOBKH MOTAT Ja HLAAT NYCHATH B npoaaxoa.

6.6 Crenuansn NpeANaIHg MEPKA APH HIXBLPISBE H paboTa

Hewnsnon3sanaT AekapcTes NPONYKT WK OTIAAbYHIHTE MaTEPHATH OT Hero TpAGRA 14 c& M3IXBLPIAT

B CBOTBETCTBHE C MECTHHTE H3MCKBAHUSL,

7.  HNPUTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

G. L. Pharma GmbH

Schlossplatz 1

8502 Lannach

Apctpns

8. HOMEP(A) HA PAIPEHIEHHETO 3A YIIOTPEEA

Pervctpausoned Ne

9.  JATA HAITHPBO PASPEIMABAHE/MTIOAHOBSIBAHE HA PASPEIIEHUETO 3A
YHOTPEBA

Jara Ha ITbpRO paszpemanane:;

Jlara ua nocrenHo Mo HOBABAHE!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2022
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