IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
IHIOAITEH

(INDAPEN)

Ckian:

miroya pedoBuHa: indapamide;

1 TabneTka, BKpUTa 000JIOHKOIO, MICTHUTD 2,5 MT iHHamaMigy;

OOTIOMiXKHI peYOBUHU: 11eJII0/103a MIKPOKPHUCTasliuHa, KPOCIOBIIOH, MarHito creapar;

0060/10HKa: TIeTI07I03a MIKPOKPUCTaNliyHa, TiTpoMesio3a, KACI0Ta CTeAapPUHOBA, TUTAHY MiOKCHU[I
(E 171).

Jlikapceka popma. TabmeTKu, BKPUTI 000JI0HKOIO.

OcHoBHi (i3nKO-xiMiuHi BMaCTUBOCTi: TabmeTKu 6ilIoro KOIbOPY, KPYTli, BOOIYKIIi, 3 IIOPCTKYBaTOO
IIOBEPXHEIO.

dapmakoTeparneBTUyHa rpymna. Hetia3upnHi AlypeTUKy 3 OMIPHOIO OiypeTUYHOI0 aKTUBHICTIO.
Cynbdonaminu, mpocTi npenapaTu. [HoamaMiz.

Kom ATX CO3B Al1l.

®apmako102i4Hi 8racmusocmi.
dapmakoguHaMmika.

IapanaMip - cynboHaMigHUN OiypeTHK, KUK (apMaKoIOTiYHO CIOPIgHEHU 3 Tia3UuIHUMU
niypetvkamiu. I[Hganamip iHri0ye peaObcopOiiito HaTPilo B KOPTUKAILHOMY CETMeHTi HUPOK. Lle
MiABUIIYE €KCKpellilo HaTpito Ta XJIOPUIIB y cedy Ta, MEHIIIO0 MipO, eKCKpeLio Kaliio Ta MarHiw,
MiJBUINYIOYU TaKUM YMHOM Aiypes. AHTUTIepTeH3UBHa i iHganaMiny IposBIsSE€ThCA IPU H03aX,
IIPYU SAKUX [iypeTU4YHuM edeKT He3HauHUi. binbile Toro, #oro aHTUrinepTeH3uBHa [isd 36epiraeTscs
HaBiTh y TiepTeH3UBHUX MAlli€HTIB, 5Ki mepebyBaioTh Ha reMofiami3i.

[HmanaMig Mae BUCOKY NTiodinbHICTS i i€ Ha piBHI CyOUHHOI CTiHKH, a caMe:

- 3MiHI0€ TpaHCMeMOpaHHY Tedilo i0HiB (HacaMIleper Kasbllifo), 110 ITPU3BOOUTE OO0 3MEHIIeHHS
CKOPOT/IMBOIL 30ATHOCTI I'TafKUX M’s13iB Y KPOBOHOCHUX CYOUHAX; CTUMYIIIOE CUHTE3 IIPOCTarjJaHIuHy
PGE, i mpoctauukniny PGI,, sKkuii € Ba3ogunaTaTopoM Ta iHTibiTopoM arperatiii TpoMOOIUTIB. Yce 1ie
IIPHU3BOIUTH 10 3MEHIIIEHHS 3arajlbHOTO OOPY IepudepUYHUX CYUH i apTepiosl Ta 3yMOBIIIOE



3MEHIIIeHHS apTepiaTbHOr0 TUCKY.
IapanaMin 3MeHIIye rinepTpodiro JiBOro UITyHOYKa CEePL.

[Tpy KOPOTKOCTPOKOBOMY, CEPEOHBOCTPOKOBOMY Ta JOBIOCTPOKOBOMY CIIOCTEPEXKEeHHI 3a MallieHTaMu
3 apTepianbHOIO TimepTeH3i€o OyI0 MoOKa3aHo, 110 iHAamamif:

- He BIUIMBae Ha MeTa0oJ1i3M mimifiB: Tpurminepunis, xonectepuny JITTHII i xonectepuny JITIBII;

- He BIIJIUBA€ Ha MeTa0o0J1i3M BYTJIeBO/iB, HABITh Yy NAlliEHTIB 3 apTepialbHOIO TimepTeH3ielo Ha TJIi
IIyKpPOBOTO miabeTy.

®apMakKoOKiHETHKA.

[Ticrsg mepopanbHOTO 3aCTOCYBaHHSA iHAAMaMif] IIBUOKO i MOBHICTIO BCMOKTYETHCS, IKOBOI
KOHIIeHTPallil ¥ KpoBi focsirae uepes 1-2 rogunu. [HHanamig HaKOIUYYETHCSA B €PUTPOLIUTAX i HA
71-79 % 3B’s13yeThCs 3 OinKaMu ITa3MU KPOBi Ta epuTponuTaMu. [lepion HaniBBUBeneHHS (i)
CTAHOBUTH MpubIu3HO 15 roguH. CTaH OUHAMIYHOI PiBHOBATM JOCATAETHCS Yepe3 4 gHi. 3a paxyHOK
BHCOKOI PO3UMHHOCTI Y JTiMifax npenapar MPOHUKA€E KPi3b CTIHKY A0 CYOUH BOJIOKOH TJIafKUX M I3iB.

Hupxkosuu kiipeHc ctaHoBUTH 60-80 % Bif 3aranpHOro KiiipeHcy. binbllla yacTWHa iHAanaminy
MeTabomi3yeThcsi, 5-7 % pedoBUHM BUSBISETHCS V C€UYi y HE3MiHEHOMY BUTJISAMI. 3 KaJlOM BUBOOUTHLCS
20-30 % BBemeHol mo3u.

KriniuyHi XapakKTepHUCTHKH.
[Toka3anHs.

EcenuianbHa apTepianbHa TilepTeH3is ¥ JOPOCIUX.

[IpoTunoka3aHHs.

[TinBuileHa YyTNUBICTL [0 iHmamaminy, mo Oyab-IKUX iHIIMX KOMIIOHEHTIB IpenapaTy abo J0 iHIIuX
cynbdoHamifiB. TsgkKKa HUPKOBa HeIOCTaTHICTh. [TediHKOBa eHIledanonaris Ta TAXKKi MOPYLIIEHHS
¢byskuil nevinku. [inokamiemis.

B3aemoqist 3 iHIIUMY TiKapChKUMU 3aco0aMu Ta iHII BUOU B3a€MOIM.

He pexomeHOo08aHi KombiHauii:

JIimiti: MoXm¥Be MigBUILIEHHS PiBHS JIiTiI0 y IIJTa3Mi KPOBi Ta I0sgBa CHMIITOMIB ITlepego3yBaHH
BHACJIiOOK 3MEHIIIeHHs BUBEIEHHS JIiTiio (K i mpu 6e3CoboBil mieTi). AKIo moTpiOHe Mpu3HAYEHHS
niypeTrka, HeoOXigHO IPOBOOUTH PETEIbHUN MOHITOPHHT PiBHA JIiTii0 y Ia3Mi Ta afalTyBaTU MOTo
ooa3y.

Kombinauii, u,o nompebyroms obepedxcHocmi:



ITpenapamu, w,0 MOXCymMb CNPUYUHUMU BUHUKHEHHA torsades de pointes (napokcuamasnbHa
w/AyHOYK08a maxikapdis muny nipyem):

- aHTHAPUTMIYHI ITpenapaTu Knacy la (KBiHiOWH, TiAPOKBIHIOWH, AMU30IipaMif);

- aHTHApPUTMIiuHi IpenapaTu Kiacy III (amiomapoH, coTasnon, nodeTtumnin, i0yTUmIin);

- OesKi aHTUIICUXOTUYHI IIpenapaTu:
(heHOTIa3WHU (XJIOPIPOMa3uH, I[MaMeMa3rH, 1eBOMeIpOMa3uH, TioOpuaasul, TpudIIyonepa3uH);
OeH3aMigy (aMiCynbIIpu, CyNIbIIipU, CyTbTOIPU, TiallpPH);
OyTupodeHOHH (TPOTIePHUI0II, TaIOIePHI0N);

- iHmi mikapchki 3aco0u: Genpuani, u3anpui, gudeMaHis, epuTPOMIlIH BHYTPIIIHEOBEHHUH,
ranopaHTPUH, Mi30JaCTUH, IEHTaMifuH, ciaphIoKcanuH, MOKCA]IIOKCALIMH, BIHKaMiH
BHYTPIIlIHLOBEHHUM.

[Tpu 3acToCyBaHHi iHganaminy 3 Bullle3a3HauYeHUMHU JIIKAPCHKUMU 3ac00aMU MiIBUITYETHCS PU3UK
BUHUKHEHHS IIJIYHOYKOBUX apUTMiid, 30KpeMa torsades de pointes - mapoOKCHU3MaJIbHOI IIYHOYKOBO1
Taxikappii Tumy mipyert (rimokanieMis € GakKTOpoM pPU3UKY).

[Tepen mpr3HaYeHHSIM TaKoi KOMOiHallii mepeBipsAi0Th piBeHb KaJlilo Ta, 3a He0OXigHOCTi, KOPUTYIOTh
roro. Crig KOHTPOJIOBATH KITiHIYHKWM CTaH MAIli€HTiB, enekTponitu mna3mu ta EKT. [Tpu HasgBHOCTI
rinokasiemii ciig npu3HaydaTy IIpernapaTty, sKi He CIPUUNHSIOTh BUHUKHEHHS torsades de pointes.

HecmepoidHi npomu3anaavHi npenapamu (st CHCTEMHOTO IPHU3HAYEHHS), 8K/AHYA0YU Ce/1eKmuBHi
iHeibimopu LIOI'-2, seauki 0o3u caaiyusamis (biabwe 3 2/006Y):

- MOXYTb 3MEHIIyBaTH TIIOTEH3UBHUY e(DeKT iHganaMminy;

- Y 3HeBOJHEHUX Nalli€eHTiB MiIBUIIYETHCSI PU3UK BUHUKHEHHS IT'OCTPOl HUPKOBOI HEAOCTATHOCTI
(uepe3 3HUKEHHS TIOMepyIspHOI inbTparltil). [Iepen moyaTkoM JiKyBaHHS HEOOXioHO BiTHOBUTHU
BOMHUY 0aslaHC Ta MepeBipuTy QYHKIIII0 HUPOK.

IHe2i6imopu AII®. MoxnvBe BUHUKHEHHs PAITOBOI apTepiaibHOI rinoTeHsii Ta/a6o roctpoi
HUPKOBOI HEJJOCTATHOCTI Y Malli€eHTiB i3 rimoHaTpiemieio (0c06IMBO Yy MAli€EHTIB 31 CTEHO30M HUPKOBOI
aprepii). I[IauieHmam 3 apmepianvHOW 2inepmeH3i€ero, y KUX MOMepeHE 3aCTOCYBaHHS AiypeTHKa
IIPU3BEJIO [I0 TimoHaTpieMil, HeobxigHOo: a0 3a Tpu J00U [0 MOYaTKYy JIiKyBaHHS iHribiTopaMu AII®
IPUIIMHUTY BXKUBaHHA [iypPEeTHKIB Ta MOTIM, 3a He0OXiAHOCTi, BiTHOBUTH Teparliio AiypeTukoM, abo
PO3MOYMHATY TpU3HauYeHH iHribiTopa AII® 3 HMU3bKOI TOYATKOBOI AO3U 3 MOCTIAYIOYUM IOCTYIIOBUM
30iNbIIEHHSIM [03M.

Y nauienmis i3 3acmiliHOW cepues8o0 HeO0CMAmMHiCM0 TOYMHATH 3aCTOCYBaHHs iHTi0iTOpa
ATI® cnip 3 MiHiManbHOI AO3U, MOXKJIUBO, ITiC/IS 3HUKEHHS 003U CYIyTHHOTO AiypeTHKa, 10 BUBOAUTH
KaJIiu.

Y 6y0v-sikomy sunadky HeoOXiTHO TPOBOAUTH KOHTPOIb QYHKIIIi HUPOK (KpeaTUHiHY IIa3Mu)
IIPOTSATOM TEPIINX OBOX TUKHIB JTiKyBaHHS iHTiOiTopoM ATID.

ITpenapamu, 0OHOYACHE NPU3HAYEHHA 3 AKUMU MOJCe CNPUYUHUMU BUHUKHEHHA 2inokaaiemii:
TJTI0OKO- Ta MiHEPaJIOKOPTUKOIAHX (711 CUCTEMHOI'0 ITPpU3HaYeHHs), aMmpoTepuliuy B



(BHYTDILIHBOBEHHNUI), TETPAKO3aKTHUL, IPOHOCHI IIpenapaTy, 1[0 CTUMYJIITh IEPUCTANIbTUKY:
HiABUINYIOTH PU3UK BUHUKHEHHS Tinokaiemil (agutuBHUM edekT). Crig KOHTPOJIIOBATH Ta IIpU
He0OXiTHOCTI TPOBOOUTY KOPEKIIil0 KaJliio y Iy1a3Mi KpoBi, 0COOIUBY yBary CJIifl MPUAiATH
OJIHOYAaCHI! Teparil i3 ceplieBUMHU TIiKO3UAaMU. PEKOMEHyEThCS IPU3HaYaTH IPOHOCHI ITpenaparTy,
1110 He CTUMYJIIITE I€PUCTAIbTUKY.

IIpenapamu HanepcmsHKU

limokariemis i rimoMarHiemisi COpUSIOTh TOKCUYHIHN Oil HAaIepCTIHKU. PeKOMEHOY€EThCS IPOBOAUTHI
MOHITOPHUHT PiBHA Kasliio, MarHiio y maa3mi KpoBi Ta EKI-KOHTPOE i, K10 IOTPiOHO, KOPUTYBATH
JIIKyBaHHA.

BaxknogeH TIOCHUITIOE aHTUTITIEPTEH3UBHY [Iifo Ipenapaty. Ha mo4yaTky Tepartlii HeoOXiiHO BiTHOBUTH
BOJIHO-€JIEKTPOJIITHHUY GalaHC MallieHTa Ta KOHTPOJIIOBaTH QYHKIIiI0 HUPOK.

KombiHauii, u,o nompebyroms 0cobaugoi ysazu:

AsonypuHoa. OpHOYACHE 3aCTOCYBaHHS 3 iHOamaMigoM MOXKe IIPU3BECTU [0 MiABUILIEHHS YaCTOTU
BUHUKHEHHS PeakKlliil TrinepuyTIUBOCTi A0 aJONyPUHOIY.

KowmbiHauii, AKi nompebyroms yeaau:

Kanitizbepiearoui diypemuku (amisopud, cnipoHOAAKMOH, mpuammepeH):

Taka koMOiHalliss He BUKJIIOYA€E MOXKJIMBOCTI BUHMKHEHHS TiloKasieMii, 0co0IMBO y XBOPUX Ha
IIyKpoBuii miabeT a60 3 HUPKOBOIO HEJOCTATHICTIO, abo rimepkamniemii. Crig MpoBOOUTH MOHITOPHUHT
KaJito y maa3mi KpoBi, EKI-KOHTpOJIb Ta npu HeoOXigHOCTI KOPUTYBATH TepaIlliio.

MemeopmiH: TigBUIYETHCS PU3UK BUHUKHEHHS MOJIOYHOKMCIIOTO alluf03y Y pa3i PO3BUTKY
GYHKIIOHATbHOI HUPKOBOI HEIOCTATHOCTI BHACTIAOK IPUNOMY AiypPeTUKiB, 0COOIMBO METIHOBUX
niypeTukis. He ciip npu3HayaTty MeT(HOPMIiH, SKIIO piBeHb KpeaTUHIHY KpPOBI IepeBuinye 15 Mr/n
(135 mKMoOb/11) v 40moBiKiB Ta 12 mr/m (110 MKMOIB/TT) y KiHOK.

PIOOOKOHmpacmHi 3acobu: mpu BUHUKHEHH] ferifgparTariii, o 6yia CipyuyrHeHa TPUHMaHHIM
OiypeTuKiB, 30iNbINYETHCS PU3UK PO3BUTKY TOCTPOI HUPKOBOI HEIOCTATHOCTI, 0COBIMBO MIPH
3aCTOCYBaHHI BeJIMKHX /103 HOJOKOHTPACTHUX 3ac0o0iB. HeoOXimHO BigHOBUTY BOOHUIM OaaHC [0
IPHU3HAYEHHS HOOOKOHTPACTHUX 3ac00iB.

IminpamiHonodibHi aHmudenpecaHmu, HelpoaenmMuKU: TTOCUTIOETbCS PU3UK PO3BUTKY
OPTOCTATUYHOI TirnoTeH3il (aguTuBHUY e(PeKT).

Cosi Kanbuito: MOXKIIMBO BUHUKHEHHS TillepKabIlieMil BHACTIIOK 3HUXKEHHS eJliMiHallil KaJblliio 3
HUPKaMH.

LTuknocnopuH, makpoaimyc: MOXJIUBe MigBUIIEHHS KpeaTHUHIHY ma3Mu 6e3 BIJIMBY Ha PiBeHb
IIUPKYJIIOI0YO0T0 IIUKIOCIIOPUHY, HaBiTh IIPH BifCyTHOCTI OediuTy BOOX Ta HaTPIlo.

Kopmukocmepoidou, mempako3akmuo (cucmemHoi 0ii): 3MeHIIIeHHS TiMOTEeH3UBHOI il iHmamamigy
yepe3 3aTPHUMKY BOJU Ta i0HIB HATPIIO Mifl BIUIMBOM KOPTUKOCTEPOI/iB.

Oco6MBOCTI 3aCTOCYBaHHS.



V nanieHTiB i3 mopymeHHsaMHA QyHKINI TeuiHKyd 3aCTOCYBaHHS Tia3UAONONIOHUX OiypeTUKiB MOXKe
IIPH3BECTH [I0 PO3BUTKY MEYiHKOBOI eHIledanomnaTii, 0coOOIMBO IPHU MOPYIIEHHSIX
eJIeKTPOJIiTHOr0 GajaHCy. Y TakKOMYy pa3i 3aCTOCYBaHHS iHHamaMify ciif HeralHo
IIPUIIMHUTH.

CBiTnnouyTnuBicTh. [10BiOMIISAIOCSA IPO BUIIaAKYU PeakKliii CBITJIOYYT/IMBOCTI y NAli€HTIB, IKi
npuiManu Tia3ugHi Ta TiasupmonomiOHi miypeTuku. [Ipy BUHUKHEHHI TaKUX peakilifl JTiKyBaHHS
IiypeTrKaMyu PeKOMEHIOBAHO MPUMUHUTH. fAKINO € HeOOXiMHICTh 3HOBY MPU3HAYUTHU HiyPETUKH,
PEKOMEeH0BaHO 3aXUCTUTH BPa3/KBi OiNSHKY Bif COHIISA abo Bif mKepes MTyYHOTO yabTpadionery.

BopgHui Ta eneKTposTiTHUM OanaHC:
PiBeHb HaTpi y m1a3Mi KpoBi

BuwMmipioroTs nepeq mo4aTKOM JIiKyBaHHS 1 Hafasll peryasapHO. 3HUXKEHHS PiBHA HaATpPIiwo y mia3mi
KPOBi CITOYATKy MOXKe IIPOXOAUTH 6e3CUMIITOMHO, TOMy PeKOMEHIOBaHUM HOT0 pPeryiaspHui
KOHTPOJIb; V ITALli€HTIB JIITHHOI'O BIKY 1 [TAIli€HTIB i3 I[UPO30M [I€YiHKY PiBeHb HATPIiIO CJIiJ BUMIPIOBATU
yacTime. JIlikyBaHHS OyOb-IKMMU AiypeTHKaMyu MOoXKe CIPAUYUHUTH TilloHaTPieMilo, iHomi 3 myxke
CEepHO3HUMHU HaciigkaMu. ['imoHaTpieMid i3 rimoBonIeMi€l0 MOXKe IIPU3BECTU A0 BUHUKHEHHS
merifpaTaliil Ta OPTOCTAaTUYHOI TOTEH3il; CyIyTHS BTpaTa i0HIB XJI0Py MOXKE CIPUYAHUTH
BTOPHHHUYI KOMIIEHCATOPHUHN MeTabO0TiyHNM amKasio3 (YacToTa Ta BUPAXKEHiCTh IIbOT0 SBHUIIA
HU3bBKI).

PiBens Karito y nia3Mi Kposi

3HUKEHHS PiBHS KaJlilo y IJIa3Mi KPOBi i3 BUHUKHEHHSM TillOKaTiEMil € OCHOBHUM PU3UKOM IIpU
3aCTOCYBaHHI Tia3UIHUX Ta Tia3UAOMOMiOHUX AiypeTUukKiB. PU3UK PO3BUTKY Timokasiemii

(< 3,4 MmMozIB/TT) CHif IOoNepeAXKyBaTH ¥ IEBHUX I'PyllaX BUCOKOT'0 PU3UKY, 30KpeMa y MallieHTiB
JIITHBOTO BiKy, BUCHaXKeHUX Ta/abo Takux, sKi 00epKyIOTh I0JliMeIUKaMeHTO3Hy Teparlliio, Malli€HTiB,
XBOPUX Ha LMPO3 MEYiHKK y MOENHAHHI 3 HaOpsikaMu Ta aCIIUTOM, XBOPHUX Ha iIllleMiyHy XBOpoOy
ceplld Ta i3 CepleBO0 HEJOCTATHICTIO. Y TaKUX MAIi€HTIB TillOKaIieMisl IIOCUAITIOE KapAiOTOKCUYHICTh
CepleBUX T'TKO3UAIB i 30ibIIye PU3UK PO3BUTKY apUTMil.

[TamienTy 3 nomoBxKeHUM iHTepBasoM QT TakKoXK € IPymo PU3UKY HE3aJIeKHO Bif TOTO0, YU € 11
TIaTOJIOTisS BPOIKeHa, UM SITPOTeHHA. Y IIbOMYy BUIAAKY TilloKaieMisi Tak caMo, SIK i Opagukapmis, €
YUHHUKOM, III0 CIIPUYHUHSIE PO3BUTOK TSIXKKHUX apPUTMiii, 30KpeMa IMOTEeHIIINHO JTIeTalbHOI TaXikapii
TUIy TipyeT. Y BCiX 3a3HaYeHUX BUIllEe BUIaIkax peKOMeHIoBaHe OifibIl YacTe BUMipIOBaHHS PiBHS
KaJliio y miaa3Mi Kposi. I[lepiue BuMiproBaHHS PiBHA KaJIilo y IIj1a3Mi CJIiff IPOBOOUTH IIPOTATOM
IIePIIOT0 TUKHS Bifl IOYaTKY JIiKyBaHHSA. Y pa3i BUSABIEHHS TilOKaTieMil ClTif IPOBOAUTH 11 KOPEKIIitO.
l'inokamiemisi, MoB’s13aHa 3 HU3BKOI0 KOHIIEHTPAIIi€I0 MarHiio B CHPOBATIIL KPOBi, MOXKe IIOraHO
MiggaBaTUCS JIIKYBaHHIO, SIKILIO He IIPOBOOUTHCS KOPEKIis PiBHS MarHito B CUPOBATII KPOBI.

Marsiut y na3mi KpoBi

Byno nokasaHo, 1110 Tia3uAy Ta IOB’si3aHi 3 HUMU AiypeTUKH, BKIII0YAl04y iHmamnaMin, 36ibIy0Th
€KCKpeLil0 MarHiio 3 ceyelo, 1[0 MOXe CIPUUYMHUTH rinomMarsieMito (ous. po3ninu «B3aemonis 3
iHIITMIMM JTiIKapCHKUMM Ta iHII BUAYM B3aeMOfii» Ta «I1o0iuHi peakiii»).

PiBeHb Kanb1lito y m1a3Mi KpoBi

TiasunHi Ta Tia3upononibHi AiypeTUKX MOXKYTh 3HUKYBaTH BUBEIEHHS KaJIbIliio i3 ceyero i
CIIPUYUHUTY He3HaUYHEe TUMYaCOoBe MiABUILIEHHS PiBHSA KaJbllilo Y 1a3Mi KpoBi. fiBHa



rinepkarsbliieMis Moxke OyTU HaCJIiIKOM paHillle HepO3MMi3HAHOTO TillepnapaTupeosy. [10 BUBYEHHS
GyHKII TapalUTOBAAHOI 3a7103H JIIKYBaHHS CJIif BiGMIiHUTH.

PiBeHb I'IIOKO31 B KPOBI

Y narienTiB, XBopux Ha Aia0eT, 0coOIMBO TP HASIBHOCTI TinmoKasieMii, HE0OXiTHO CTEXKUTH 3a PiBHEM
TJIFOKO3U B KPOBI.

CedoBa KHCJIOTA

Y mauienTiB, XBOPUX Ha TillepypUKeMito, MOXKE CIIOCTepiraTucs TEHOEHL IS [0 MiABUIIEeHHSA YaCTOTU
HallafdiB MoJarpu.

OyHKIliA HUPOK i [IlypeTUKH

Tia3upHi i TiasupmonomiOHi miypeTukyu eeKTUBHI TiMbKY NpU HOPMasbHIA QyHKINI HUPOK abo mpu il
MiHiMa/IbHUX TIOPYIIEHHSX (piBeHb KpeaTHHIHY Y Ia3Mi - Huxk4e 25 M1/, To6To 220 MKMOJIB/I y
IOPOCIUX). Y Nalli€HTiB JIITHLOTO BiKy pPiBeHb KpeaTHHIHY Y [IJla3Mi KPOBI TOBUHEH BifIIOBigaTH BiKY,
Maci Tina i cTarti.

BropuHHa rinososieMis BHACIigOK BTpaTU BOAHU i HATPIO Mif fiero AiypeTvka Ha I0YaTKOBOMY eTarlll
JiKyBaHHS MOXKe CIIPUYMHSATY 3HUKEHHS PiBHS KJ1y60ouKoBOi dinbrparii. Lle Moxke CIpUYUHUTH
MiOBUIIEHHS PiBHS CEYOBMHU B KPOBi Ta KpeaTHUHIHY y Iy1a3Mi KpoBi. [Ipu HopManbHil GyHKII HUPOK
TAM4YacoBa (QyHKI[iOHaJTbHa HUPKOBa HEJOCTATHICTh HE Ma€ KJIiHIYHOTO 3HaYeHHS, IIPOTE MOXKe
MIJCUIUTU BXKe ICHYI0OUY HUPKOBY HEIOCTATHICTE.

CnopTcMeHn
3acTocyBaHHA IIpernapaTy MoXke CTaTH IPAYMHOI0 IIO3UTHUBHOIL peakliil Mif Yac JOMiHT-KOHTPOJIIO.
XopioidaavHul 8unim, 20cmpa KOpoOmK0o30picms ma 8MOPUHHA 3AKPUMOKYMOo8d 21ayKomda

[TpemaparHy, 1110 MicTSTh CcynbdoHamin abo moxigHi cynboHaMify MOXKYTb BUKITUKATH
imiocMHKpaTUYHY peakliiio, 0 CIPAYMUHSIE X0pioiganbHUM BUIIT 3 IeeKTOM 30pOBOTO 0,
TPaH3UTOPHOIO MIOIMI€0 Ta TOCTPY 3aKPUTOKYTOBY rllayKoMy. CUMIITOMHY BK/II0YalOTh TOCTPUM
IIOYATOK 3HUXKEHHS TOCTPOTH 30PY abo 6iib B OIIi i, IK MPaBUIO0, BUHUKAIOTh IIPOTITOM AEKiTbKOX
roguH abo THKHIB 3 MOYATKYy 3aCTOCYBaHHS IIpemapary.

HenikoBaHa roctpa 3aKpATOKyTOBa I'JITayKOMa MOXKe IIPU3BECTH [0 IOCTiHOI BTpaT 30py. OCHOBHE
JiKyBaHHSA - 116 SKHAUIIBUALIE TPUIUHUTY 3aCTOCYBaHHS JTiIKapChKUX 3aco0iB. AKII0
BHYTPIITHbOOYHUM TUCK 3a/IMIIAETHCS HEKOHTPOIbOBAHUM, MOXKJIHBO, HEOOXiTHO 3aCTOCOBYBATH
ollepaTHUBHI MeduKaMeHTO3Hi abo xipypriuni metonu nikyBaHHS. ®akKTOpaMu PU3UKY PO3BUTKY
TOCTPOl 3aKPUTOKYTOBOI I'TayKOMU MoxKe OyTH aneprisi Ha cynbhoHaMin abo MeHiuIiH B aHaMHe3i;

3acTocyBaHHS Y mmepion BariTHOCTi ab0 rogyBaHHS T'PYAIIO.

BaritHicTb



IaHi 1I10[10 3aCTOCYBaHHS iHamaMify BariTHUM XiHKaM BigcyTHi abo oOMexkeHi (MeHIle

300 Bunapkis). HacmigkoM TpuBaioro 3aCTOCyBaHHS Tia3UOHOTO AiypeTrKa mifg dac Il Tpumectpy
BariTHOCTI MoXe OyTH 3HUXKEeHHA 00’'eMy LUPKYII0I0Y0i KPOBi BariTHOI XKiHKM Ta MaTKOBO-
IIalleHTapHOT0 KDOBOHANIOBHEHHS, 1[0 MOXE CIPUYUHUTU (EeTOIIalleHTapHY IMeMilo i 3aTPUMKY
PO3BUTKY Inofa. JocigKeHHS Ha TBAapUHAX He BUSBUIIU IPSMOTo abo 0IlocepenKoBaHOTo
TOKCUYHOTO BIJINBY Ha PENPONYKTHBHICTh. fIK 3amobizkHuM 3axif 6akaHO YHUKATHA 3aCTOCYBaHHS
iHgamaMigy IIig Yac BariTHOCTI.

ITepiod 200ysaHHA 2pyd0io

Iani momo TpoOHUKHEHH iHfanaMiny/MeTaboiTiB y TpyAHEe MOJIOKO HeloCTaTHi. MOXKYyThb
PO3BHUHYTHUCS TiEPUYTIUBICTh [0 MOXiTHUX CYNTb(POHAMIIIB Ta rimokasieMisi. Pu3uk mis
HOBOHAPOIKEHUX/HEMOBIISIT BUKTIOYATH HEe MOXKHA. [HHamaMil HalexXuTh [0 Tia3ugomomi6Hux
IiypeTHKiB, 3aCTOCYBaHHS SKUX IIifl Yac TONYyBaHHS IPYLII0 OB’ SI3YI0Th 31 3MeHIIeHHSIM a00 HaBiTh
IPUTHIYEHHSM NaKTallil. [Hmanamifg TpoTUIOKa3aHu y epiog rogyBaHHsA I'PYOAIo.

depmuabHicmb

HocnifKeHHS peNPOAYKTUBHOI TOKCUYHOCTI II0Ka3asu BiICYTHICTh BIUIUBY Ha (PePTUIIBHICTH CaMIliB
Ta CaMOK TBapHH. BimuBy Ha PepTUNBHICTD TIOOUHU HE 0YiKYETHCS.

3paTHICTL BIIMBATH Ha IMIBUAKICTH peakllil Ipu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMMHI
MeXaHi3MaMu.

[HpaneH He BIIMBA€E Ha MIBUAKICTh peakilil, POTe Iif Yac 3aCTOCYyBaHHSA IIpelapaTy B OKPEMUX
BUIIaIKaX MOXKYTb BUHUKHYTH Pi3Hi peakliil, I0B’s3aHi 31 3HUKEHHSAM apTepiabHOT0 TUCKY,
0co0/IMBO Ha IOYaTKY JiKyBaHHS ab0 y BUMTaAKy KOMOiHAIlil 3 iHIIUM TiOTEH3UBHUM 3aC000M.
YHacmigoK I[boro MOXKe MOTipIIUTUCS 3MaTHICTh KepyBaTH TPAHCIOPTOM abo0 MpaIfloBaTH 3 iHIIUMHU
MeXaHi3MaMu.

Cnoci6 3acToCcyBaHHS Ta [I03H.

I mepopanbHOTO 3aCTOCYBaHHS: OfHa TabneTka (2,5 Mr) Ha no0y, 6axkaHo BpaHili. TabneTKy ciin
KOBTATH IIiJI0I0, HEe PO32KOBYIOYH, 3alIMBAIOYX BOMOIO.

3acToCyBaHHS BUIIUX 103 IIPelapaTy He IPU3BOOUTD 00 30ibIlIeHHST aHTUTINIEePTEeH3UBHOTO e(PEKTY,
ajne fiypeTUYHUM ePeKT 3pOCTaE.

Ocobaugi epynu nauieHmis

Hupkosa HedocmamHicms (ouB. po3minu «[IpoTunokasanHsg» Ta «OCco6IUBOCTI 3aCTOCYBAHHSI»)

[TamieHTaM i3 TSKKOX0 HUPKOBOK HENOCTATHICTIO (KilipeHC KpeaTuHiHy < 30 MJI/XB) 3aCTOCYBaHHS
Ipernapary MpoTHIIoOKa3aHe. Tia3uaHi Ta TiaduponomiOHi miypeTuky HaubinbIn eheKTUBHI, KO
GYHKIIST HUPOK He nopyleHa abo SKII0 MOPYIIeHHS He3HauHi.

JIimHit gik (muB. po3min «OcoOGNIMBOCTi 3aCTOCYBAHHS»)

Y nanieHTiB NITHBOTO BiKy piBeHb KpeaTHHIHY Y IIJIa3Mi KPOBI IOBUHEH BIfIIOBifaTH BiKy, Maci Tijia Ta



crari. [TamienTaM TiTHROTO BiKy IHOameH MOXHA MPU3HAYATH, SKII0 QYHKIliS HUPOK He MOpyIIeHa
abo SKIIO IOPYIIeHHS He3HAYHi.

ITeyiHkosa HedocmamHicmb (IUB. QOSEiHI/I <<HQOTI/IHOKa3aHHH>> Ta «Oco6MuBOCTI 3aCTOCYBAHHA»)

Y pagzi TAKKOoro nopyueHHs QPyHKIIII MeYiHKy TiKyBaHHS IIpernapaToM IIPOTUIIOKa3aHe.

IiTu.

IHpaneHn He peKOMEHI0BAHO 3aCTOCOBYBATH [JId JIIKyBaHHS [iTel Ta MiAJIITKIB yepe3 HeJOCTaTHIO
KiNIbKiCTh HaHUX 110710 6e31meku Ta e(eKTUBHOCTI MOTO 3aCTOCYBaHHS IJIS 1i€l IPyIIX MallieHTiB.

[lepeno3yBaHHS.

He migTBepakeHa TOKCUYHa [id iHmanamigy y mo3i mo 40 mr, mo y 16 pasiB Bullle TepaleBTUYHOI
[O3M1.

Cumnmomu

O3HakKaMu roCTPOT0 OTPYEHHS € TaKi BOMHO-eJIEKTPOJIiTHI MOPYIIEHHS SK TioHaTPieEMis Ta
rinokamiemisi. [Tepeno3yBaHHs iHgamamMiToM MoXke CYIPOBOAXKYBATHUCS HYIOTO0, OTIOBaHHSM,
apTepiasnibHOIO TIMIOTEH3i€0, CyqoMaMH, 3allaMOPOYEHHIM, COHJIUBICTIO, CIJIyTaHICTIO CBIOMOCTI,
noJtiypiero abo onirypieio, ska Moxke IepPerTH B aHYypPilo, CIPUYUHEHY TillOBOJIEMIEIO.

JIikysaHHA

[ToyaTKOBi 3aX0¥ BK/IOYAIOTh IIIBUAKE BUBEOEHHS IPUUHATUX PEYOBUH LIIAXOM IPOMUBAHHSA
IITyHKa Ta/abo 3acTOoCyBaHHS aKTMBOBAHOTO BYTL/IIS 3 HACTYIIHUM BiTHOBJIEHHSM BOIHO-
eJIeKTPOJIiTHOT0 OaslaHCy, B yMOBaxX CTallioHapy.

[To6iuHi peaxiil.

Haityacrime noBigoMsiocs: Ipo BUHUKHEHHS TaKUX IMOOIYHUX peakllil, K Timokamiemis, peakirii
TinepuyTAUBOCTi, TOJIOBHMM YMHOM [E€PMaTOJIOTiUHi, Y Nalli€HTiB, CXUJIbHUX [0 PO3BUTKY aJIePriyHUX
Ta aCTMAaTUYHUX peakliiid, i MaKyI0mnamnyib03Hi BUCUIIH.

Binburicte HebaxaHux eeKTiB, BUSBIEHUX K 3a KJIIHIYHMMYU 03HAKaMH, TaK i 3a TabopaTopHUMHU
IOKa3HUKaMH, € [0303aJIe’KHIMU.

[To6iuHi gBUIla, SKi criocTepiranucs Imif Yyac NiKyBaHHS iHmanaMigoM, 3a3HauyeHi HUXK4Ye 3a YaCTOTOI0
BUHUKHEHHS: IyxKe 4dacTto (= 1/10), gacro (= 1/100, < 1/10), Hewacto (= /1000, < 1/100), pigko

(= 1/10000, < 1/1000), myxe pigko (< 1/10000), yacTora HeBigoMa (He Moxke OyTU BU3HaueHa 3a
HasIBHOIO iH(dopMalii€io).

3 00Ky cucTeMu KpOBi Ta miMpaTUIHOI CUCTEMHU

IlyXe pigKo: arpaHyJIOIMTO3, allJTaCTUYHa aHeMis, TeMOJIiTUYHa aHeMis, TeUKOIeHis,
TPOMOOLIUTOIEHIS.



3 6oky memaboaizmy ma o6MiHy pedosuH

Yacro: rimokamniemis (oqus. po3gin «Oco0IMBOCTI 3aCTOCYBaHHS»).
Heuacro: rimoHatpiemis (muB. po3ain «OcobmIUBOCTI 3aCTOCYBAHHS»).
Pigko: rimoxmopeMis, rimoMartieMis.

Ilyxe pigko: rinepkaibliemis.

3 60Ky HEPBOBOI CUCTEMU

Pigko: BepTUr0, BTOMJIIOBaHICTh, TOJIOBHUY Oib, TapecTes3is.
YacToTa HeBigoMa: HEIIPUTOMHICTb.

3 6oky opaaHis 30py

YacToTa HeBioMa: MioIIisl, pO3MUTHY 3ip, IOPYIIEHHS 30PY, XOPioigHUYN BHUIIIT.
3 60Ky cepuesoi cucmemu

[yXe pigKo: apuTMis.

YacToTa HeBifoMa: mapoKcU3MallbHa IIIYHOYKOBa TaxikKaphis Tumy mipyet (torsades de pointes), 1o
MOKe IPU3BECTHU [0 JIeTaIbHOI0 HACIIAKY (OUB. po3ainu «B3aeMopia 3 iHIIMMHU TiKapChbKUMU
3acobaMu Ta iHIIi BUOU B3aeMomii», «OcoONMMBOCTi 3aCTOCYBAHHS»).

3 6oky cy0uHHoOI cucmemu

IyXe pigko: apTepiajbHa rinoTeH3is.

3 00Ky IIIYHKOBO-KUIIIKOBOTO TPAKTY
Heuacro: GoBaHHS.

Pigko: HynoTa, 3amnop, CyXiCTe y poOTi.
[lyXe pigKo: maHKpeaTur.

3 6oky eenamobiniapHoi cucmemu

IyXe pigko: MOPyIIeHHS (QYHKIIil TeYiHKHU.

YacToTa HeBimoMa: ITPH HASIBHOCTI MEYiHKOBOI HEJOCTATHOCTI MOXKJIMBEe BUHUKHEHHS MTeYiHKOBOI
eHedanonarii, remaTur.

3 00Ky LIKip# Ta il MOXigHUX
YacTo: peaxiril rinepuyTAUBOCTi, MaKy/IOMaNyIb03Hi BUCUTIAHHS.
Heuacro: nypmypa.

IyXe pigKo: aHTiI0HEBPOTHYHUM HAOPSK, KPOIUB' SHKA, TOKCUYHUY elliflepMalbHUN HEKPOTi3,
cuaapoM CriBeHca — JI2KOHCOHA.



YacToTa HEBiloMa: MOXKJIMBE 3aTOCTPEHHS iCHYI0YOT0 I'OCTPOTO CUCTEMHOTO YePBOHOTO BOBYAKA,
peaxtii poTouyTauBoCTi (quB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 00Ky HUPOK Ta CEYOBUBIIHUX IIJIAXiB
[lye pigKo: HUPKOBA HENOCTATHICTb.
HocaioxcenHs

YacTtoTa HeBifoMa: momoBxkeHHA iHTepBany QT Ha eneKTpokapaiorpaMi (ouB. po3ainu «B3aemogis 3
iHImMUMY TiKapchKUMU 3acobaMu Ta iHIIi BUOYM B3aeMOfiii», «OcoOIMBOCTI 3aCTOCYBaHHS»),
IiABUINIEHHS PiBHS TIIOKO3U KPOBi (OuB. po3min «Oco0MMBOCTI 3aCTOCYBaHHA»), MiABUILIEHHS PiBHS
CeY0BOI KHCJIOTH Y KPOBi (OuB. po3mdin «Oco0MMBOCTi 3aCTOCYBaHHS»), HMiIBUILEHHS PiBHS MEYiHKOBUX
(bepMeHTiB.

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103
HeuacTo: epeKkTuibHa AUCPYHKITIA.

Onuc okpeMux mo6iYHUX peakirin

[Tig yac mocmimxens II Ta 111 ¢pa3u npu nopiBHgHHI Ho3 ingamaminy 1,5 Mr i 2,5 Mr 6y710 BUSIBIEHO
[0303aexxHui eeKT iHAanaMiny Ha piBeHb Kasliio B IIJla3Mi KPOBi:

Iapmamamip 1,5 Mr: piBeHb Kartio y maa3Mi KpoBi <3,4 MMoIib/n ciocTepiraBcs y 10 % mallieHTis, a
<3,2 mMmonb/n — y 4 % nanieHTiB micnsa 4-6 TUXKHIB TiKyBaHHS. Yepe3 12 TUXKHIB NTiKyBaHHSA CepefgHE
3HUXKEHHA PiBHA Kasliioo B I1a3Mi KpoBi ctaHoBuio 0,23 MMOJIB/II.

[npmamamin 2,5 Mr: piBeHb KaJlito y IIj1a3Mi KpoBi <3,4 MMOJb/1 ciocTepirascsa y 25 %
malieHTiB, a <3,2 MMoJib/1 — y 10 % mauieHTiB micis 4-6 TUXKHIB JliKyBaHHS. Yepes 12
TUXKHIB JIIKyBaHHS CepelHE 3HUKEHHS PIBHSA KaJlito B ma3Mi KpoBi ctanosuso 0,41 MMmons/i.

Tepmin mpugaTHOCTI.
3 POKH.

He BxuBaTH mpemnapar micisa 3aKiH4YeHHS TepPMiHY IPUAATHOCTI.
YMoBu 36epiraHHs.
30epiratu npu TeMiepaTypi He Buile 25 °C B opUTiHa/IbHIN yIaKOBII.

30epiratu y HeJOCTYIIHOMY OJIS1 OiTel MiCIi.

YnakoBka. I[To 10 TabneToxk y 6iicTepi; mo 2 abo 3, abo 6 6ricTepiB y KapTOHHiM KOPOOIITi.



KaTeropis Bigmycky.

3a pelemnToM.

BupoOHUK.
®apmaneptuuHuit 3aBof «Ilonbpapma» C. A./

Pharmaceutical Works «Polpharma» S. A.

Micre3HaxomKeHHs BUPOOHKKA Ta afpeca MiClisl TPOBaAXKeHHS MOT0 TisiTbHOCTI.
Byn. [Tenpnnunbcka 19, 83-200, Craporapn 'manbscky, Ilombimna/

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



