KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA

INDIPAM NAN
UHIUIIAM O.D.OEPEHO|

1. HNME HA JIEKAPCTBEHUA ITIPOAYKT
INDIPAM 2,5 mg film coated tablets
HHIUIIAM 2,5mg punmMupanu TadaeTKH

2. KOJIWYECTBEH H KAUECTBEH Cbh(CTAB
JleKkapcTBeHO BELIECTBO B €AHA (hUaMHUpaHa TabieTKa:
Unganamua xemuxuapaT /Indapamide hemihydrate/ 2,5 mg

3. JEKAPCTBEHA ©®OPMA
dunmMupany tTabiaeTku.

4. KJIUMHWUYHU JAHHH

4.1. Tloka3anus
3a JJeYCHUE HA €CCHUHATHA XUIICPTOHMA.

4.2. Jlo3upoBKa H HA4HH HA yNnoTpeda

[To nexapcko npeanucandue. [Ipuema ce rnepopatHo.
[IpenopruBaHa IHEBHA 103a:

2,5 mg (eqHa TabAeTKa) THEBHO, MPETIOPBUHATEIIHO CYTPHH.
TabeTkuTe ¢ce NPUEMAT € BOJa CJICI XpaHECHE.

3. IlporuBonoxaszaHus
CBpPBXUYBCTBUTETHOCT KbM MHAANAMM]I HIH KbM OPYTH CYTOOHAMIIH;

Texka 60peuHa HEAOCTATHYHOCT,

AHypus,

UepHoapoOHa eHLe(anonaThs HIN TeKKa YepHOAPOOHA HEAOCTATBYHOCT;
M3pazeHa xunokaTneMHs.
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4.4. CneuHalHH NPOTHBOMOKAZAHWA M CINEeHHAJHH MNPEAYNPEKICHAA 32
ynorpeda

[TpoayKTHT TpsOBa a4 ce Mpunara ¢ BHUMAaHHe IpH:

o Xunoxanuemus, XunoHampuemus u Opy2 enekmponumeH U 600eH OUCOANAHC:
Heobxomum € MEpHOAMYEH KOHTPON HAa CepyMHUTe eleKTpoautu. llauuenture
Tps6Ba ga ObaaT HabMoxaBaHU 32 KIMHUYHM Oerne3u 32 BOASH HUNH €IEKTPOIUTEH
nucOataHe, KaTo XUITOHATPUEMHS, XUIMTOXJIOPEMHYHA alTKaji03a WA XUITOKaIHEMU.
[IpenynpexaBalid OpU3Hail4 ca CyXOoTa B yCTaTa, Xaxia, cnadoCcT, ralcHe,
neraprus, OOBPKAHOCT, MYCKYJNHH OONKH ¥ KpaMild, XWUNOTOHHUSA, OIUIYpPUS,

napeHTepaJHy BIMBAHUSA, NPH ITAIHEHTH CBC 3&60HHB&HHH 4ec
eleKTpoIuTed aucbananc (ChbpAE4YHA HEXOCTATRYHOCT, OBOped
IIHpPO3a) ¥ IIPU MALNCHTH Ha THeTa ¢ OrpaHWyeH IIPUEM Ha COl.



[ToHu)xaBaHeTo Ha IUIa3MeHaTa KOHLIGHTpalls Ha HaTpUA B HAYalIO0TO MOXKE Ja Obae
aCUMIITOMHO M 3aTOBa € BaKHO PETYAAPHOTO MY TIpOC/IeasBaHe. 10Ba Mo-4eCTo Ce
HaOJroAaBa npu MMo-Bb3PAacTHU NMALIUEHTH U TIPH NMalHEeHTH C 1UpO3a.

PyucKbT OT passuTHe Ha xunokanuemus (noa 3,5 mmoll) € no-Bucok mnpu
BHCOKOPHCKOBHM TI'PYNM NAUMEHTH KATO: BB3PACTHH, MALNMEHTH ¢ LMPO3a, OTOUH U
aCLIHT, KopoHapHa 6oiecT U ChpaeyHa HEA0CTAaThYHOCT. PHCKOBH Ca U MALMEHTHTE C
yaboked QT uHTEpBan, HE3aBUCHMO [Jald € CBBbpP3aH € KOHICHUTAJIICH WU
ATPOT'eHEeH MPOM3XOA. XHIIOKAIMeMHUATa IIPU TaKHBa MaLHEHTH € Ipeapasnoiaralil
(GaKTOp 3a HACTHIBAHE Ha APUTMUM, BKIIOYHTEIIHO M Ha (aTajH¥ MNPHUCTBITHU
apATMHH. ToBa Hajlara Mo-4eCTOTO IMPOCIeAdBaHe Ha CTOMHOCTHTE Ha CEPYMHUA
kanuii. ITepBoTO M3cneaBaHe TpAbBa 1a Ce M3BBPIIM fIPE3 IBPBATA CEIMHULA CICH
HAYAIOTO Ha NeueHueTo. [IpU YCTAHOBABAHE HAa XUMOKATUEMHUA, TA CleaBa Aa Obae
KOpHUTHpaHa.

o Kanyuesa exckpeyus: KamuueBara €KCKpeHus MOXe Ja C€ TOHMXKH OT
TUA3UIHUTE AUYPETHIM, B T.4. U OT MHJanamuj H Aa ce MpeiH3BUKa IMPEXOIHO
[IOBUIIIaBAHE HA CEPYMHHA Kaauuil. EaHa XHUNEepKanuueMus MOXeE Ja ce IBJIKW Ha
Hepa3MO3HAT TIPeaH TOBAa XHUIIEPHAPATUPEOHIH3IbM. B TaKpB CIydad JICUCHHETO
Tpa6Ba a ce MPEKbCHE J0 U3C/IeIBAHE Ha [IAPATHPEOUAHATA PYHKUUA.

o [nroxozen moneparc: IIph nedeHue ¢ THA3UOHU JUYPETHLHM MOKC 1Oa C€
MaHUGbECTUpa JaTeHTeH pyabeT Wiy Ja C¢ MOBULIAT MHCYNHHOBHTC HYXKAH NpH
matetuim. HeoOxoonM e MepuodudeH KOHTPOJ Ha KphBHATa 3axap IO BpeMe Ha
JeyeHue ¢ HHAanaMum.

o Xunepypuxemus u nodazpa: CepymHaTa KOHISHTpAaLUs Ha MHKOYHATA KUCENMHA
MOJKe Ha ce TOBMINM [IpH NALMEHTH JeKyBaHM ¢ HuaanaMun. l[lopanm Ttosa €
HeOOXOOUM TIEPHOAWYEeH KOHTPOJ Ha CEpyMHOTO HMBO Ha IUKOYHA KHMCEIHHA II0
BpEME Ha NEYEHHUCTO.

o FKubpeuna nedocmamvuHocm. MHpanaMuj, KaKro H JpYTHTe THA3UIHH
NUYpEeTHI, TpsAOBa a c€ H3MONI3Ba BHUMATENTHO NPH MAIHEHTH C JCKO YBPEACHA
6uOpeuna (yHKnuA (Te ca HeeQeKTHBHM [pHW HanpeAHana OwpOpeyHa
HeJOCTaThYHOCT), Thil KaTO HaMaiiBaHETO Ha IMa3MEHH% 00eM MOXE Ja BIIOLIH
HapylIeHaTa Ob0pedHa GYHKUHA WIH Ja NPOBOKMPA Pa3BUTHETO Ha a30TeMHs. AKO
IIpH TIALHEHTH JIeKYBaHH ¢ WHIAMAMHI C€ YCTaHOBH IIPOTPECHBHO BIJIOUIABAHE HA
6n0pedHaTa HEeOCTaTHUHOCT, TpsAOBa Ja ce OOCBAM IIpeKpaTABaHE Ha JICUCHHUCTO.
ToBa Hajara NepHoOJHYEH KOHTPOI Ha 6b0peyHaTa (yHKIHA.

e Yepnoopobrna uedocmamvunocm: WHpanamuza, KakTO W JIPYIHTE THA3UIHH
AHypeTHIH, TpsAOBa MAa ce W3I10J13Ba BHUMATENHO MpPH TMAMEHTH € YBPCACHA
yepHOAPoOHA QYHKIUS WIK C MPOTPECUpPaINo YEPHOAPOOHO 3a00NABaHe, ThH KaTO
MalKa IIPOMfAHA BBB BOJHHS MIM €ICKTPOAMTEH OajaHC MOXe Aa NPOBOKUPA
pa3BUTHE Ha YePHOApOOHA KOMA.

o Cucmemen Lupus Erythematosus: Tuaznaure Morat jga 000CTpAT WIHW aKTHBHPAT
CUCTEMEH JIYIIYC €puTeMaroec, KoeTo TpaOBa na ce B3eMe NOJ BHHMAHUE MpH
JedeHne ¢ MHaanaMmu.

o Cnopmucmu: To3u NPOAYKT CHALPAKA JIEKAPCTBEHO Bemecmoz
§

NpeAN3BHKa MO3UTHBHPAHE HA PE3YJITATUTE IPH JOIMHHT KOHTPOIL.

o [lomownu eewyecmea: TO3H JIEKapCTBEH NPOIYKT CBABPXKA m HOMGIIIH{)
BEIISCTBO JIaKTO3a, KOE€TO IO I[IpaBH HENoaxXonAil 3a mnalue H‘ \g mamaz;fam



HEAOCTATBUHOCT, TaJaKTO3eMHsS HWIM  TJIOKO3CH/TAJaKTO3€H  CHHAPOM  Ha
MatabcopOuus.

4.5. JlekapCTBEeHH H APYI'H B3aNMOJeHCTBHSA

Komburnayuu, xoumo He ce npenopbyeam:

Jumuesu npodyxmu: JMypeTHLHTe B TOBAa UYMCJIO M HMHAanaMua He OuBa na ce
IPUIIAraT eJHOBPEMEHHO ¢ JUTHUi, 3alll0TO Te HaManiBaT ObOpeuHud My KIMPBHC,
KOETO MOBHIIAaBa PUCKA OT pa3BUTHUE Ha INTHEBA HHTOKCUKAIIKA.

EOHOBPEMEHHOMO RPUNONCEHUE C He-GHMUADUMMUYHI JeKapCmeeny npooyKmu,
npeduseuxeawu "torsades de pointes” (astemizole, bepridil, erythromycin,

halofantrine, pentamidine, sultopride, terfenadine, vincamine).

Kombunayuu, KOUmo usuckeam npegna3ny MepKu.

CucmeMHU HeCmepoUOHU NPOMUEOELINATUMENHY, BUCOKY 0031 caruyunamy. Moxe
Na ce MPOBOKHpa ocTpa GBOpeyHa HETOCTATBYHOCT HPH ACXUIPATHPAHH MAIMEHTH,
mopaad HamaneHa TiomepyiHa ouirpanud. HeoOxomumo € pexuipaTHpaHe Ha
MTALMEHTA W [IpocieIaBane Ha Op0peuHaTa QyHKINS B HaYaJIOTO Ha JICYCHHUETO.

Mpyeu cveQuHeHus, NPeOuU3BUKBAUU XUNOKATUEMUA. amphotericin B, T1HOKO- U
MHHEPANKOPTHKOMIM (cucTeMHHM), tetracosactide, CTMMYJIMpanill J1aKkCaTHBHH
MpoAykTH, CHIIECTBYBA PUCK OT XHIIOKATHEMHA, MOPAAN aIHTHBECH EEKT.

Baclofen: TloBullaBa aHTUXUIEPTEH3NBHUS S(PEKT. HeobxonuMo € pexuaparupaHe
Ha MaLlFeHTa 1 TipocieasBaie Ha OpOpeyHaTa QyHKIHA B HAYAIOTO Ha JICUCHHETO.

Tuzumanucoey npodyxmu: XHIIOKATUEMHUATa [peapasoiara XbM [0ABd  Ha
TOKCUUHM aurutanucod edekrd. Heobxooumo € mpocneasBaHe Ha CCPYyMHHA
xanuif, EKI u npu Ay aa npeoileHKa Ha TepanuniTa.

Kanuii  cvxpanseawu Ouypemuyu (amiloride,  spironolactone, triamterene):
B1.3MOXKHa € [I0FBATa, KAKTO Ha XMITOKATWeMHs, Taka 1 Ha XUTIEPKaTHeMHs. 0COOSHO
npH mauueHTH ¢ ObOpevyHa HENOCTaTBYHOCT WK anaber. Heobxomumo ¢
mpocaeasaBane Ha cepyMHua Kanui, EKI u mpu Hy)X/a npeolCHKa Ha TCPAIHATA.

Hrnxubumopu HQ aHZUOMEH3UH-KOHBEPMUPAUyUs eH3UM (4 CE-unxubumopu,).
B Havagoto Ha jJeueHnero ¢ ACE-puxuOuTopH nNpH HAIMYHE Ha XHNOHATPHOMIUA
(0coGeHo IpH MAalMEHTH ChC CTeHO3a Ha Ob0OpeuHaTa apTepHs) ChIUECTBYBA PHCK OT
BHE3aITHO PpAsBUTHE HAa €KCTPEMHA XHUIOTOHMA M/WIM ocTpa  OBOpedHa
HEeIOCTATHYHOCT.
IIpu xunepmonus, ako [PEAUICCTBALIOTO JeucHue < Iy HU €
fpeJM3BUKANO XUNOHATPUEMHUS, € HEOOXOIUMO: iy N
- WJIH Ja ce MpeKpaTH MPUIOKEHHETO Ha AUYPETHKA TPH-Y
BioTrouBaneTo Ha ACE-uHxudurop. /
- win Jgedyenueto ¢ ACE-maxuburopa na 3anousa ¢ HUC
ia ¢ce yBeJinuaBa IOCTETIEHHO.
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[Ipu 3acmoiina cvpoeurna Hedocmamuvunocm, B Ce 3al04He Tepariii ¢ MHOIO
HUCKH D031 ACE-uHXUOUTOp W Clel peayuHpaHe [03ara Ha XUMIOKATHEMUUHHS
TUYPETHUK.

IIpu ecuuxu cayyau 0pe3 THPBUTE CEAMULM Ha JieueHUeTo ¢ AC
uHxuOuTOpH Aa ce npocieaana OpOpeuHaTa GyHKIUA (CEPYMHUA KPEATUHUH).

[T

AHmuapummuuny npooykmu, npeduszeuxeauyu "torsades de pointes” - xiac la
aHTHapuTMUYHU Opoayktd (quinidine, hydroquinine, disopyramide) u III xmac
(amiodarone, bretylium, sotalol). Ilpenpa3zmonaramy QakTopH 3a 1mogBa Ha 'torsades
de pointes" ca XHImoKaJHeMus, OpaluKapAdd W TipequwecTsall yasmKeH QT
uHTepBa1. HeoOX0oNMMO € KOpUrUpaHe Ha XHUNoKandeMuaTa U npociaeassade Ha QT
uHTepBaia. B cayuail Ha "torsades de pointes” He ce HazHauyaBaT AHTHAPUTMHUYHM
CpEACTBa, a Ce MPENOpPHYBA NOCTAaBIHETO HA pace-maker.

Metformin: BB3MOXHO € pa3BUTHE Ha JIAKTAUMAO3a IIpH IIPHIOKEHMHE Ha
MeTQOPMHH BCICACTBHE eBeHTyaqHa (PYHKUMOHAIHA OBOpedYHa HeNOCTaTBYHOCT
IPOBOKHpaHa OT JleUeHne ¢ guypeTUly. MeTQopMuH HE OMBa Ja ce Tpuwiara mpu

CepyYMHO HHMBO Ha XpeaTuHuHa Haj 134 umol/l.

Hoo cwowvporcawu xonmpacmuu npodykmu: B cnydawTe Ha Aexdaparaili,
NpUYHMHEHa OT AUYPETHUIH, ChIIECTBYBa IIOBUIIEH PUCK OT I0sABa Ha 0CTpa OpOpeUHa
HEOCTATHYHOCT IIPH H3IION3BAHE HAa BUCOKM A03H HOA-ChABPXKAIIM KOHTPAaCcTHH
npoayKTH. HeoOxonmuma e pexuaparanys npeay NpUIaraHeTo UM.

Kombunayuu, xoumo mpabea 0a ce e3emam noo GHUMAHUE.

TpuyuxkauyHume  aumuoenpecanmu U Hegpolenmuyumeume  TIOTCHUUPAT
XUMOTEH3WBHUA €GEeKT W TIOBHMILIABAaT pPHCKa OT pa3BUTHE Ha OPTOCTAaTHYHA
XHUIIOTOHHUA.

Kanyueeu conu: CBINECTBYBAa PHUCK OT XHIIEPKANIIMEMHd, CBbP3aH C MOHMWXKCHaTa
ObpOpeuHa eKCKpeLUs Ha Kalmus.

Cyclosporin: PUCK OT TOBMINaBaHe Ha CEPYMHHA KpeaTHHWH Oe3 mpoMsHa B
I;TA3MEHUTE HUBA Ha LIUKJIOCIIOPHHA.

Kopmuxocmepoudu, tetracosactide (cucmemno). HamaneH aHTUXHNEPTCH3UBEH
edeKT, MOpaay 3aAphiKKa Ha HaTpuit H Boja (OT KOPTUKOCTEPOHINTE).

Hpyau awmuxunepmen3uguu npodykmu. MHaanaMpn MoXe [a OONBJIHM MU
MOTeHIHpa ACHCTBUETO HAa APYTUTE HETHAZHUIHN AHTHXHIICPTCH3NBHU JICKAPCTBECHH
POIYKTH.

—————,

Hrnoupexmuu anmuxoazyraumu: VIHnanamuj noHwxaBa edexra Miﬁpek'rgme
AHTHKOATyJaHTH BCIAEACTBHE IOBUITABAHE KOHIEHTpauusITa HAs amepme aHau
KPbBOCHCUPBAHETO, KATO pe3yiTal OT HamaneHus obem uﬂp‘fi}f?mpama ICPEE

ropaay NOBUILEHOTO UM 00pa3yBaHe B YepHHUs Apoo. N

####



4.6. DbpeMEeHHOCT H KbpMeHe

bpestenrocm:

JUypeTHLINTE MOTAT [a NMPEeIU3BUKAT PeToIlIaleHTapHa HCXEMUS ¢ PHCK 3a (heTasIHa
xunorpodus. [lopaan ToBa TO3U NPOAYKT HE CE {IpUIAra no BpemMe Ha OpeMEHHOCT.
Kvpmene:

He ce npernopruBa KbpMEHE 110 BpeMe Ha JICUEHUETO (MHAAAMU/] C€ SKCKPETHPA ¢
MalfqITHOTO MITAKO).

4.7. EdekTH BbpXy cnoco0HocTTa 32 IohupaHe 1 padora ¢ MAILIHHH
VHparmaMun He BIMge BBPXY OIOWUTEIHOCTTA, HO TIOHSAKOTa MOTaT Ja HaCTBIIAT
pasuyHi PCAKLUMH BbB BPb3KA ¢ MOHWUXKABAHC HA KPbBHOTO HAJISA[AHE. OCOOECHO B
HAYya/IOTO HA JICYCHUETO WK NIPK BKIKUYBAHE HA APYT AHTUXHUIEPTEH3UBCH NPOAYKT.
B pe3ynataT Ha TOBa MOXE BPEMEHHO Ja c€ HapylluH CIIOCOOHOCTTa 3a LI0pUpaHe
paboTa ¢ MallMHM.

4.8. HexenaHu NeKapPCTBEHH peaKUNH

B no-rojiaMara CH 4YacT IIpH JICYHEHUE ¢ UHOANAMHUL TE€ Ca JIEKU, IIPEXOAHH U
HE Hanarar [peKpaTABaHE Ha TepamnugTa. Morat na 0baatr HabarOJaBaHM
CJIAEJHHUTE HEXKECNAHUTE JIEKAPCTBEHU PCAKUHU:

e IleHTpanHa HepBHA cucTeMa: rmaBodonne, Oe3NMOKONCTBO, OTHAHANIOCT, C1adocCT,
yMOpa, JeNpecHs, CBETOBBPTEXK, ABOMHO BinkAane, O€3CBHHE, Pa3apasHUTEIHOCT,
HaNpPErHaToCcT, MYCKYJAHHU CIIa3MU U KpaMIly.

¢ TacTpodMHTEeCTHHANHa CHCTeMa: CyXoTa B YycTaTa, TrajeHe, IMOBpPBILAHE,
KOHCTHTIALKA HITH HMapHd, CTOMaIIeH AUCKOMMOpT U 00/Ka, a0JOMHHATHH KOJTHKH,
WHTpaxernaTalHa XolecTaTuyHa XBJITCHULIA, B MHOIO PEAKH CITy4an MaHKpeaTHT.
[Tpu HapyiueHa yepHOApoOHA QYHKIMS TUASHAUTE U ONH3KM HA TAX O CTPYKTYpa
AUYpEeTHLM MOraT A3 NPHYMHAT uYepHOApoOHa ecHuedanomatus. IIpu nossa Ha
TaKaBa CHMITOMAaTHKA TIPHAOKEHUETO Ha IMPOAyKTa TpabOsa ne3abaBHO da ce
IPEKpaTH.

e CppaeyHO-CHAOBA  CHUCTEMA:  OPTOCTATHYHA  XHUIOTOHMA,  NanlIUTAllUH,
ChplieOMeHe, HapYLIEHUs Ha CbPACYHNSA PUTHM.

e KoXHHM ¥ ajleprudyHd peaxkuud: OOpHUBHU, YPTHKAPHA, IIPYPUTYC, BACKYJIMT,
CpUTEMA MYITHQOPME, CHHAPOM  Ha Stevens-Johnson, mypIypa,
¢oToceH3nOMIU3ALINA, ANEPriuyeH THEBMOHUT, AHAQUIAKTHYHYI PEaKLUK.

¢ [eHHTOypHHApHA CHCTEMA: YECTO YPUHHpAHE, INOJUYPHSA, HUKTYpHUs, HaMaJICHO
nubu 0.

e PecrniipaTopHa cUCTEMa: PHHUT, GApUHIUT, CHHYHT, KAIIHIIA,

e XeMarToJOTrHUHH NPOMEHM: arpaHyJIOLMTO3a, JIEBKOINEHUs, TPOMOOLUTONEHU,
ar1acTHYHA aHeMUA. |

e MerabonmutH ¥ J1a00OpaTOpHM IIPOMEHH: XHUIIOKMIMEMUS, XWHOHATPHEMUS,
XHUTIOXJIOPEMHSA, XHUIEPYPUKEMHUS, XUIIEPIJIMKEMUS, TIOBHINABAHE Ha CEPYMHMHTE
ypesi, KpeaTHHUH U MUKOYHA KHUCETHHA, [NIIOKO3YpU.

4.9. Ilpenozupare
CaMrToMHTe HA TPENO3NpaHe BKIIOYBAT TalcHe, TOBPBINAHE,




TAKHBa IPOSIBU € HEOOXOAUMO MOAABPXKAHE HA aIeKBaTHA PECITHpalui H ChpASYHO-
CBIOBA LMpKynauud. [Ipy HaHHM 3a npego3dpaHe € HeOOXOAMMO Ja C€ €BaKyHpa
CTOMAIHOTO CBHIBPKHUMO Upe3 I[IpeAU3BHKAHO IOBPBINAHE, CTOMAIIHA COHIOA U
laBax, cIex KoeTo Tpa6Gsa [a ce IpoBeAe CTPUKTEH KOHTPOI B KOPEKUMA Ha BOJHO-
EJIEKTPOSIUTHOTO paBHOBecHe. HiaMa crieuMPUUeH aHTUIOT.

3. PAPMAKOJOI'MYHNU JAHHHA

5.1. <DPDapMakoAHHAMHYHH CBOHCTBA

ATC Kon - C03BA 11

Mupamamua e cyipOHaMUICH aHTUXUIICPTEH3INBEH IUYPETUK ¢ UHAOJIOB IPBCTEH.

Beopeku 4Ye € XUMHYHO pasifueH OT THasHAKHUTE AUYPETHLH, TOH €

($apMaKOJOrMYHO CBBP3aH C TAX, Thil KATO MACTOTO Ha HEFOBOTO ACHCTBUE BBHPXY

He@pOHA € CBIIOTO KATO HA THAWIHUTE OUYPETULM: KOPTUKAIHHA pa3pexIalll

CETMEHT, pa3MOJIOKEH B IMPOKCHUMATHATA 4acT Ha auctannus TyOyn. Herosata

AHTUXHIECPTCH3UBHA AKTUBHOCT MOXE JOa ce ODSCHM ¢ IMOHMKABAHE Ha OO0ILOTO

nepudPepHoO CBIOBO CBIPOTHUBJICHUE, ACMOHCTPUPAHO TIPU XHUIIEPTOHULHA Ype3

KOpEeKUHS Ha TAXHATA CHI0BA XUIIEPAKTUBHOCT KbM KaTEXOIIAMHHH.

Ta3u Bazoaunaralns ¢€ fIOCTUTa MOCPEACTBOM ABA CHHEPrHUHN MEXaHU3Ma:

¢ b1bpeucH canypeTndeH edext, noao0eH HA TO3H HA TUA3UAUTE, KOUTO KOpUrupa
HATPHEBOTO MPETOBAPBAHE HA ApTEPHAIHATA CTEHA TIPH XHITEPTOHHIIH,

o JlupekteH CBOOB €(eKT, ABJDKALl C€ Heropara JHIIOQUIHOCT, KOWTO MYy
[103BOJIABA Ja MIPOHHKBA B ChAOBATA CTEHA U Ja YIIPAXXKHIBA CIEAHUTE ePEKTH:

- peryjupaHe Ha KajlMEBUSA HMHQUIYKC B CHIOBUTE ITIAJKO MYCKYIHH KIETKH
(MoaudUIMpaHe Ha TpaHCMeMOpaHHHUS KalLUeB TPAHCIIOPT),

- TIOBHIaBaHe CcHHTe3aTa Ha PGE, (BasogmmaTupamr npocTarylaHIvH
CEKpETHpall ce OT EHAO0TENA).

To3u AUPEKTEH CBIOB €(PEeKT € MHOI0 MNOo-H34BE€H OTKOJKOTO M[Npd OpPYLUTe

OUYPETUIH, T[OpaAd CEeIeKTHBHOTO CBBP3BaHE, OBDKAINI0 C€ Ha ToaIMara

nunoduaHocT Ha MHAanamuna. HMHpganamMui TDOHWXKABa IlepudepHaTa ChIOBa

pe3UCTEHTHOCT 6e3 na NOBIHABA ChPACYHMA MHUHYTEH 00eM, YeCTOTaTa M pPUTbMa.

XPOHUYHOTO MY TPWIOKECHHE TIPH XHUIIEPTOHUUH OKa3Ba MUHWMANECH WIH HUKAKbHB

e eKT BbpXYy CTETIEHTa Ha IJIOMEpYIIHaTa QUITpalua U BbPXY PEHAIHUA TIIa3MOTOK.

To3u NekapCTBEH MPOAYKT MPUTEKABA M APYTU XapaKTEPHH 3a HErO CBOHCTBA:

e TOHl MHIYLMpa HOPOrpeCHBHA perpecus Ha NOPeAU3BUKAHATA OT XHICPTOHMHA
TeBOKAMEPHA XUTIEPTPOPHA, KOETO C€ MOCTUra Ype3 HaMalfBaHe AeOeaAMHaTa Ha
KaMEPHUTE CTEHHU, |

e TOIl 3ama3Ba JHUIMAHMA W BBIJEXUApATHUS MeTaboau3bM, OCOOEHO IIpu
[HAHEHTH ¢ apTepHaTHa XUNEPTOHUS.

5.2. <PDapMaKOKHHETHYHH CBOHCTBA
Wunanamua nMa 0bp3a U IIbJHA pe3opOLUs B racTpo-UHTECTUHANHHUA Tpakr. Cien
riepopaieH mpHeM Ha 2,5 mg upjanaMug ce Habnrodasa MaKCUMaTHA

eKcpeTupa upe3 OwsOpenure 1 16%-23% uypes raCTpOHHTeCT Fa
BpeMeTo Ha MOMYKUBOT B IIAIOCTHATA KPBB € 0KoJo 14 gaca. -




HMunanaMux ce CBBbP3Ba NPEUMYINECTBEHO MW O0paTHMO C EPpUTPOLUTHUTE B
nepudpepHara KpbB. OTHOIIECHHETO HA CHABPKAHMETO WUAAOCTHA KPBB/TITazMa e
OKOJIO 6:1 BBB BpeMETO Ha IIMKOBA KOHLEHTpalus W HaMmajgBa 1o 3,5:1 Ha ocMuA
yac. CBEp3Ba ce 00paTUMO € [LIa3sMEHUTE IIpoTeuHn B 71 1o 79%.

MunanaMua ce Metaboau3upa MOYTH HANBAHO B yepHua Apol. CaMo 0Kojio 7% oT
o0lara [03a e OTKpHUBA B YpPHHATA B HEIIPOMEHEH BUJ TIpe3 MbPBUTE 48 yaca cres
npuema. OnmcaHu ca Okono 19 MetabonuTa INpHU YOBEKA, KATO €AWHCTBEHHAT
(papMaxoJOru4HO aKTHUBEH MeTaboNuT ce 00pa3yBa Npy XUAPOJH3aTa Ha HHIOMOBHS
npbCTeH. OK0/10 18% ca KOHIOTrHpaHH [IPOAYKTH, 0T KOHUTO 14% ca TIIOKYPOHUIH |
4% ca cyndati. YpHHHOTO eTUMHHUpaHe Ha WHIANaMun Oelmsan ¢ 'C ¥ Ha
MeTabonUTUTE MY € OMbasHO ¢ TEPMHHAIIEH MOy KUBOT HA €KCKPEUHsa Ha TOTAMHATA
PagrOaKTHBHOCT OT 26 yaca.

MananamMug He ce SAUMUHUPA YPE3 XEMOINATN3A, HO HE aKyMy/JaHupa NpH NalrueHTH
¢ yBpeaeHa 6n0peuna QyHKIuA.

5.3. IlIpeakJIHHHYHH JAHHU 32 0€30MACHOCT

LDsy nipu nipunokeHre Ha IUIBXOBE, MHIIKM M MOPCKHM CBHHYETa € CHOTBETHO:
303+421, 410+564, 347+416 mg/kg 1.p.; 394+440, 577+635, 272+358 mg/kg i.v. u
>3000 mg/kg npu nepopaiHo OpIoKeHUe Ha BCU4KU Buaose (Kyncl).
[TpoBexxmaHW ca NPOYYBAHMUS 33 KAHLHEPOTEHHOCT MpH IUTBXOBE W MHIIKK., He €
pPErHCTPHUPAHa pa3/iKka B 4YECTOTAaTa Ha TyMOpooOpasyBaHe MEXKIAY TPETHPAHUTE C
MHAAMaMH/J )KMBOTHH U TE€3H OT KOHTPOJIHATa IrpyIa.

[IpoyuBaHUA 3a PEMPOAYKTUBHA TOKCHUYHOCT Ca MPOBEKIAHU BT:pX}’ IDTEXOBE,
MHIOKA U 3aiitid B Jo3W g0 6,250 meTH mpeBHiliaBallll TepaleBTHYHUTE H03M 3a
X0pa, Karo He € OTYCTCHA [MPOMAHA BbB (QEPTUAMTCTa WIM YBPOKAAHE Ha INIOAA
APUYMHECHO OT NPWIOKEHUETO Ha UHAAaMU/I.

6. OPAPMANEBTHYHUA JAHHU

6.1. Cnucbk HAa MOMOIGHHTE BelIeCTBA

[ToMmoIHY BemiecTBa: KadlMeB XUAPOTeH (ocaTrT OUXHAPAT, MOBUAOH, IapEBHYHO
HHIIECTE, JIaKT0o3a MOHOXUApAT , MAaTHE3UEB CTeapar, TallK,

dunmoBo noxputHe- Onagpait O-Y-B 28920.

6.2. DPHIKKO-XHMHYHH HECHLBMECTHUMOCTU
He ca u3BeCTHH.

6.3. Cpox Ha roAHOCT
2 (B€) TOOMHM OT JaTaTa Ha [IPOMU3BOACTRO.

6.4, CrneuHa/jHH YCJIOBUSA HA ChbXpaHEeHHE

[Ipu TeMnepaTypa non 25°C.
Jla ce CpXpaHsABa Ha MACTO, HEAOCTBHITHO 3a Aenal

6.5. JlaHHH 32 OIIAKOBKATA
Ounmupany tabnerku no 10 6pos B daucrepu oT PVC/AL cbonno
ITo 3 6nucTepa B KAPTOHEHA KYTHA.



6.6. [Ilpenopbku npu ynorpeba

JlexapcTBeHUS TIPOAYKT A HE C€ KH3IIOA3BA CJIE] U3THYAHE CPOKa HA FOIHOCT, YKa3aH
Ha OIaKOBKaTa.

Jla He ce HapyiliaBa [IeJ0cTTa Ha Ta0AeTKUTE Npy ynorpeda.

7. UME U AJAPEC HA IPUTEXATEJIAA HA PASPEHIEHUETO 3A
YIIOTPEBA

"AxraBuc' EAJl

yi. "ATtaHac JdykoB" Ne 29

1407Codus, briarapus

8. PETUCTPAUMOHEH HOMEP B PEFUCTBHBPA 110 YJ. 28 OT
3JIAXM |
Ne 20040687

9, JTATA HA IIbPBO PA3PEIIABAHE 3A YVII
JEKAPCTBEHUA ITPOAYKT

22.12.2004 -

10. JATA HA AKTYAJIN3ALIUSA HA TEKCTA
Hoemspu, 2008 r.




