IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Inpanen SR
(Indapen® SR)
Cknao:
ditoua pevosuHa: indapamide;
1 tabnetka MicTutb iHpganamipgy 1,5 wMr;

0ONoOMIdCHI peyoguHU: JIAKTO3W MOHOTimpaT, KapOoMepH, TiTPOKCHUIIPOIIIIIEI0I03a, MarHio
cTeapart, KpeMHil0 mioKcup KOnoigHui 6e3BOMHUM, TallbK;

obosoHka Opadry II Pink (33 G24509): rimpomeno3sa, TuTany miokcup (E 171), makTo3u MOHOTifpar,
Makporon 3000, rhittepon TpualleTaT, 3anida okcup xoBtuit (E 172), 3amisa okcup yepBonuii (E 172),
3aniza okcupg yopuuu (E 172).

JIikapcbka ¢opma. TabmeTku, BKPUTI 060I0HKO0 3 MOIU(pIKOBAHUM BUBITbHEHHSIM.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TabNeTKH, BKPUTiI 000710HKOI0, O/1iI0-pOKeEBi, KPYTIi,
OBOOTMYKITi.

®apMakoTepaneBTUYHa rpyna. HeTia3uaHi qlypeTUKY 3 IOMIPHO BUPaKEHO aKTUBHICTIO.
AnTturinepren3uBHuii 3aci6. Kog ATX C03B All.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[HpanaMip € miypeTHYHUM JTiKapchKUM 3ac000M. BiH HanekuTh 10 TPYIHU HeTia3ugHUX
Cynb(OoHAMITHUX TOXigHUX i MiCTUTH iHOJIOBE Kinblle. 3a apMaKOoJIOTiYHMMY BJIACTUBOCTSIMU BiH
ONMU3bKUYU 00 Tia3uOHUX AiypeTukiB. [TomiOHO OO Tia3UOHUX AiYPETHUKIB, i€ B MPOKCHMAaNbHiM YaCTUHI
OUCTalIbHUX 3BUTUX KaHANbIIB HE(DPOHY, [le CIPUUMHSE ITOCUTIEHe BUOINIEHHS HATPilO0 Ta XJIOPUMIIB Ta,
MEHIIIOI0 MipoIo, KaJliio i MarHito, TaKUM YUHOM 30i/bIy0un 06CSIT BUOIMIOBAHOI Ceyi.

l'inoreH3uBHa ebeKTUBHICTL iHOanaminy 30epiraeTbcs ynpomoBx 24 roguH. Takuii epeKT BIacTUBUM
[03aM 3 IIOMipHOI0 AlypPEeTUYHOIO Ji€l0.

AHTUTiINEPTEH3UBHI BIaCTUBOCTI iHAAIaMify IOJIATal0Th Y MOJIINIIeHH] eIaCTUYHOCTI apTepid Ta
3MEHIIIeHH] 0Iopy ApiOHUX apTepill Ta 3araabHOT0 Nepru(EePUIHOTO OMOPY CYAUH.

[HpanaMin 3MeHIIye rinepTpogito JIiBOTr0 MITyHOYKa.



Inst Tia3umiB Ta Tia3upononiOHUX OiypeTHKiB yCTaHOBIEHA N03a, BUIIE KOl TepParneBTUYHUN e(heKT
He TTOCHUJIIOETHCS, ajle BOGHOYAC 3POCTa€ iMOBIpHICTE mosiBu mobiuHoi mii. OTXKe, SKIIO IPOBEHEHe
nikyBaHHS 0y710 Hee(eKTUBHUM, He CJIif 30ibIIyBaT 03y TiKapChKOro 3aco0y.

[Hganamif TakOXK He BIJIMBA€ Ha KOHI[EHTpALIiIO JIiMifAiB (3araJbHOTO XOJIECTEPUHY, XOIIECTEPUHY 3
minigaMy HU3bKOI IIIIBHOCTI Ta TPUTIIiLIEPHUiB), HE MOPYIIY€e MeTa00Ii3M I'TF0KO3H Y MallieHTiB 3
IIyKpOBUM [iiabeToM i apTepiasbHOIO riepTeH3ielo.

dapmakoKiHemuxka.
BemokmyeaHHA

IHanaMif MOBiEHO BUBINBHSAETLCS 3 TAGIETKM Ta MOBHICTIO BCMOKTYEThCS Y TPAaBHOMY TPaKTi. Ixa
HE3HAYHOIO MipOoi0 IPUCKOPIOE BCMOKTYBAHHS, ajie He BIIJIUBA€E Ha KinbKicTh aOCcopbOBaHOTO
JiKapChKOT0 3ac00y.

MaxkcuManbHOTO 3Ha4YeHHs KOHIIeHTPallis TiIkapCchKOro 3aco0y B CUPOBATIII KPOBi Jocsirae MpuOIU3HO
yepes 12 roguH micias BBeOeHHS.

Baratopa3oBuil MpUoOM CIIPUsE 3HUKEHHIO Pi3HUII KOHIIEHTPAIlil TiKapchKoro 3aco0y B CUPOBATII
KPOBI B iHTepBaax MiX NpUAOMaMH, ajie € IHOUBiAyalbHi PO3XOOKEHHS.

Po3nooin
Inmanamig Ha 79 % 3B’s13yeThCA 3 GiTKaMu IMJTa3MH.
[Tepion naniBBUBemeHHS y (a3i eniminaliil ctaHoBUTS Big 14 no 24 rogus (v cepegubomy 18 rogun).

CTaH HAaCUYEHHS HOCATAETHCS Yepe3 7 mHiB. [IpuitoM MOBTOPHOI 03U HE MPU3BOOUTH [0
HAKOMUYEHHS JIiIKapChbKOTro 3acoly.

BusedenHs

[HpmamaMin BUBOOUTHCS 3 OpraHi3aMy IepeBaxHO i3 ceuelo (70 %) ta kanom (22 %) y Burnsamgi
HeaKTUBHUX MeTabosIiTiB. JIuie 5-7 % m0o3u BUBOOUTHCS i3 ceuelo B HE3MiHEHOMY CTaHi.

Y nari€eHTiB 3 HUPKOBOI HEOOCTATHICTIO (papMaKOKIHETUYHI ITapaMeTpU He Bigpi3HATHCS.

KriniyHi xapaKTepHCTHKH.
Iloka3anns.

EcennianbHa apTepiaibHa rinepreH3sis.

IIpomunoka3aHHA.

[TigBulleHa YyTIUBICTh [0 iHmamaminy Ta/a0bo o iHIIMX KOMIIOHEHTIB Ipemapary ado [0 iHIumX
cynbdoHaMmifiB.

TsKKa HHUPKOBa HeJIOCTaTHiCTB.



[TeuinkoBa eHedanomnatis abo iHII TIXKKi TOPYIIeHHS (YHKII IeYiHKY.

limokamiemis.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
HepekomeHdosaHi kombiHauii
JIimiti

Mox7vBe NiABUILEHHS PIBHA JITiIO y IIJTa3Mi KPOBI1 Ta I10Ba CUMIITOMIB IIEpef03yBaHHs BHACIIIIOK
3MEHILIeHHSI BUBEIEHHS JIiTiio (K i mpu 6e3comboBil mieTi). AKIo moTpiOHe Mpu3HauYeHHS [iypeTHKa,
HeoOXiTHO ITPOBOAUTH PETENIbHUM MOHITOPUHT PiBHS JIiTil0 y MJIa3Mi KPOBi Ta afanTyBaTH KOTO [O3Y.

Jlikapcvki npenapamu, aki caid obepesxcHo 3acmocogysamu 00HOYACHO 3 iIHOanamioom

JIikapcvKi npenapamu, w,0 8nAuBarmMs HaA cepuesull pumm ma cnpuduHsaoms torsades de pointes:
- Tpyna la mpoTHapuUTMiYHUX JTiKapchKuX 3acobiB (XiHiguH, rimpoxiHiguH, gu3omipaMin);

- rpyna III mpoTHapuUTMiYHKX JTiKapChKUX 3aC06iB (aMiomapoH, coTanon, qodeTumin, i0yTumin);

- IestKi aHTUIICUXOTHUYHI JTiKapChKi 3aco0u:

(deHOTia3uHM (XJIOPIPOMa3uH, IliaMeMa3rH, JIeBOMeIPpoMa3uH, Tiopuaas3ut, TPUQIyoplepasrH),
OeH3aminu (aMicymbIipup, CynbIipun, CyIbTOIPU, TialIPHUL),

OyTupodheHOHY (IPOIEePUAO, TaloNepuao);

- iHmmi: Genpumui, nU3anpuy, fudeMaHin, epuTPOMILMH - IPU BHYTPIIIHEOBEHHOMY BBELIEHHI,
rajsiopaHTpUH, IEHTaMiIUH, Mi307aCTUH, ciapdIoKCcalH, MOKCU(IOKCALWH, BiHKaMiH - Ipu
BHYTPIITHEOBEHHOMY BBE[EHHI.

[Tpu 3acTOCyBaHHi iHgamaMigy 3 BUIlle3a3HaYeHUMH JTIKapCbKUMHU 3aC00aMy IigBUIIYETHCS PU3UK
BUHUKHEHHS IITYHOYKOBUX apUTMiid, 30KpeMa torsades de pointes - mapoKCHU3MasIbHOI IIIYHOYKOBOI
Taxikapmil TAMY «IIipyeT» (rimokamieMis € GaKTOPOM PU3UKY).

[lepen npu3HaueHHSAM TakKol KOMOiHAIIil CIlif epeBipuTH piBeHb KaJilo Ta, Y pa3i HeoOXiIHOCTI,
BimKopuryBaTu 1oro. Ciif KOHTPOIOBATH K/IIHIYHUY CTaH Malli€eHTiB, eIeKTPoJIiTu maa3Mu Ta EKT.
[Tpu HasIBHOCTI rimokasiemii peKOMeHIOBaHO IPHU3HAYaTH MIPeapaTH, 10 He CIPUYNHSIOThH
BUHUKHEHHS torsades de pointes.

HecmepoidHi npomu3anaavHi aikapcuki 3acobu (045 nputiomy 8HYMpPIiWHb0), y MOMY YUCAI
cesekmusHi iHeibimopu L[OI'-2 ma sucoki 0o3u caaiyusamis (= 3 2/006y)

MoxXrBe 3HMKEHHS TiOTeH3UBHOI Oil iHmanaMimy.

[TigBULIyE€THCS PU3UK BUHUKHEHHS FOCTPO1 HUPKOBOI HEAOCTATHOCTI ¥ 3HEBOMHEHUX IAIliEHTIB
(3HMXKeHa KJIy6oYKoBa QinbTparltis).

Cripg KOHTPOJIIOBATH CTaH TifpaTallil XBOPOro Ta CIOCTepiraTé 3a QyHKIIE€ HAPOK.



IHeibimopu aHziomeH3uHNepemaeopr8abHo20 pepmenmy (AITP)

fAxkmo 3acTocyBaHHS iHTi6iTOPiB ATI® pO3MOYNHAIOTh, KOJIU Y MAalliEeHTa CIIOCTEPIiraEThCd HecTaya
HaTpio (0COONIKBO y MAIiEHTIB 3i CTEHO30M HUPKOBOI apTepii), BAHMKAE PU3UK Pi3KOr0 3HUXKEHHS
apTepianbHOrO TUCKY Ta PO3BUTKY IOCTPOL HUPKOBOL HEJOCTATHOCTI.

3BaXkaloyH Ha Te, 10 TONepeHE TiKyBaHHA AiypeTUKAMU MOXKe CIPUYMHUTH HECTAyy HaTpio, Ipu
TIEPBUHHIN apmepiaabHill 2inepmeH3ii HeoOXigHO:

- IPUIMHUTY IPUMOM JiypeTHKa 3a TPY OHi IO modaTKy mpuromy iHribitopis A1, a motiMm, y
pa3i HeoOXimHOCTI, TTOBEPHYTUCS [0 IPUioMy AiypeTuka abo

- PO3MOoYMHATH NiKyBaHHS inribiTopamu AII® 3 Manux 103, IOCTYIOBO MiABUINYIOYH iX.

[Tpu 3acmitiHil cepuesitt HeOocmamHocmi TiKyBaHHS CIIif PO3MOYMHATH 3 MajIuX 03 iHTi6iTOpiB
ATI®, HauKpallle Mmicad 3HUKEHHSI O03U OiypeTuKa (y pa3i MOXKIUBOCTI).

[TpoTsiroM mepIioro TUXKHSA NTiKyBaHHS iHribiTopaMu AII® crif criocTepiratu 3a QyHKIIi€I0 HUPOK
(KOHILIEHTpallisl KpeaTUHiHY).

THwi nikapcvki 3acobu, Wo cnPUYUHAIOMb 2iNOKAAIEMII0

AvdoTepuivH B mpu BHYyTPIlIHEOBEHHOMY BBELEHHI, TTTIOKOKOPTUKOCTEPOIAX Ta
MiHEpPaJIOKOPTUKOCTEPOIAHX (IIPU 3aCTOCYyBaHHI BHYTPIIIHBO), TETPAKO3aKTH/, IPOHOCH] JTiKapChKi
IpenaparTy, 1[0 CTUMYJIOITh IEPUCTANIBTUKY .

[TigBuimeHN! pU3UK PO3BUTKY rinokamniemil. Cii KOHTPOIIOBATU KOHIIEHTpAIIil0 KaJjlifo B CUPOBATII
KPOBi, 0COOIMBO ITPX OHOYACHOMY JTiKyBaHHI CepIieBUMHU Tiiko3ugamu. He cim mpuitMaTH MPOHOCHI
JIIKapChKi mpenapaTty, IKi CTUMYJIIOITh IEPUCTaIbTUKY KAIIEYHUKY.

BaknogeH

[Tocunioe aHTUTIePTeH3UBHY [ito ingamaminy. Crig 3a6e3mneynuTy BigmoBiIHY TimpaTallito mamieHTa i
KOHTPOJIIOBAaTH (YHKIII0 HUPOK.

IIpenapamu HanepcmsaHKu

linoxasmiemis i rimomMarHieMis CIpUSIOTh TOKCUYHIM [Iii HAepPCTIHKU. PEKOMEHOYEThCS IPOBOTUTH
MOHITOPUHT PiBHS KaJito, MarHito y mna3mi KpoBi Ta EKI-KOHTpPOJIE i, SIKI1[0 TOTPiOHO, KOPUTYBaTH
JIIKyBaHHS.

KombiHogaHe snikygaHHs, ske nompebye yeaau
Kanitizbepiearoui diypemuku (amisopud, cnipoHO/AKMOH, mpiammepeH)

AKI0 icCHy€e [OILINBbHICTh TPU3HaUYeHHS TaKol KoMOiHalil JesIKUM IallieHTaM, He BUKIII0UYaEThCS
MOXKJIUBICTh BUHMKHEHHS TinmokasmieMii (0coO6IMBO y XBOPUX Ha MYKPOBUM HiabeT abo 3 HUPKOBOO
HeJoCTaTHiCcTI0) abo rinmepkaniemii. Ciif MpoBOAUTY MOHITOPUHT KaJlito y mia3mi kposi, EKT-
KOHTPOJIb Ta IIPU HEOOXiMHOCTI KOPUTYBATHU Teparliio.

Memdopmin

MeTdopMiH MOXKe COPUYUHUTYA MOJIOUHOKUCIIUY allu03. AIMI03 MOXKe PO3BUHYTUCS TaKOXK IIpU
GbyHKITIOHANBHIN HUPKOBIil HEIOCTATHOCTI BHACIIIAOK 3aCTOCYBaHHS AiypETUKIB, 0COOIMBO METIHOBUX.



He crig npu3HadaTy MeTQOpPMIiH, SKIII0 KOHIIEHTpallisl KpeaTUHIHY B CUPOBATIIi KPOBi IEPEBUIIIYE
15 mr/n (135 MKMonb/n) ¥ 4omoBikiB i 12 mr/n (110 MKMOIB/1T) y XKiHOK.

PermeeHokoHmpacmHi tiodosMmicHi 3acobu

Y pa3zi 3HeBOAHEHHS, CIPUYUHEHOTO [AiypeTHKaMH, MiIBUIYEThCSI PU3UK PO3BUTKY IT'OCTPOI HUPKOBOI
HEJOCTAaTHOCTi, 0COOJIMBO MiCJIg 3aCTOCYBaHHS BUCOKMX 03 HOIOBMiCHOTO PEHTT€HOKOHTPACTHOTO
3aco0y. Ilepen 3acTocyBaHHSIM TAKoro 3aco0y ciiif 3a0e3nednTy HajleXHy rifpaTaliiio naiieHTa.

TpuyukaiyHi ahHmudenpecaHmu, Hellposienmuku

[TocuneHHs aHTUTIIEPTEH3UBHOI [il Ta PU3UK PO3BUTKY OPTOCTATHYHOI TiOTeH3il (afUTUBHA [if).
Coai Kanvuino

Pusuk rinepkasnbIfieMii BHACITigOK MOTipPINEHHST BUBEIEHHS KaJIbIlil0 HUPKAMH.

LukaocnopuH, makpoaimyc

Pu3uk migBUIeHHS KOHIIEHTpALlil KpeaTUHIHY B CUPOBATL KpOBi 6€3 3MiHUM KOHIIEHTpallii
IIUKJIOCIIOPUHY, HaBiTh 6e3 HecTayi Bogu abo HaTpilo.

Kopmukocmepoiou, mempako3zamud (nputiMamu 8HymMpiwHbv0)

3HUXKEHHS aHTUTINEePTEeH3UBHOI [il (3aTpXMKa HaATpPil0 Ta BOOU BHACIIAOK Ail KOPTUKOCTEPOIAIB).

Oco6.1usocmi 3acmocyeaHHsl.

Y mailieHTiB 3 Me4iHKOBOIO HEIOCTATHICTIO Tia3UIOMNOAiOH] HiypeTUyHi JikapchKi 3aC00M MOXKYTh
IIPUCKOPIOBATH PO3BUTOK MEYiHKOBOI eHIledanonaTii. ¥ pasi mosBu CUMITOMIB IT€4iHKOBOI
eHIledarsnonarii MpuioM iHmamamify ciifg HeralHO MPUITMHUTH.

d®omoceHcubinizauis

MozuBi anepriydi peakilii Ha CBITJIO, CIPUYMHEH] 3aCTOCYBaHHSM Tia3UOHUX OiyPETHUKIB i
Tia3ugononiOHUX MiKapchKuUx 3aco6iB. AKIIO Mif Yac NMiKyBaHHS 3’ SBISIETHCS peakilis
dboToceHcubinizaliii, mpuiioM mpenapary Ciifl IPUNUHUTHU. Y pa3i He0OXigHOCTI ITOBTOPHOTO
3aCTOCYBaHHS [iypeTUKa PEKOMEHAYETHCA 3aXULaTH BIIKPUTL OUISHKY IIKIPY, Ha IKiI MOXKe OiATH
COHSTYHE IPOMiHHS abo mTy4yHe YP-ompoMiHEHHS.

BooHo-enekmpoaimHuil 6asaxc

KoHueHmpauia Hampiw 8 cuposamu,i Kposi

[Iepen moyaTKOM JIiKyBaHHS, a IIOTIM IIEPIOOUYHO CJIiT KOHTPOJIIOBATU KOHI[EHTPALlif0 HAaTPilo B
CHpOBaTIi KpoBi. Bynb-fKa Tepamis giypeTukaMu MoxkKe IIPU3BECTH [0 TilloHATpieMil, iHofi 3
CepHo3HUMHU HaCJlifKaMu. 3MeHIIEeHHST KOHIIeHTPallil HaTpilo y TOYaTKOBUY Iepiog MoxKe MpoiTu 6e3

CHMIITOMIB, TOMY TaKOXK CJIifi PeryJIsspHO KOHTPOIIOBATH MOr0 KOHIIEHTpPAli0. B 0ci6 MiTHROTO BiKy
abo maIrieHTiB i3 IIMPO30M NEYiHKK TaKi JOCITiIKEeHHS CJIifl MPOBOIUTH YacCTillle.

KoHuenmpauis kaniwo 8 cuposamui Kposi



3HUKEHHS PiBHS KaJlilo IIJIa3MU i3 BUHUKHEHHSM TilloKalieMil € OCHOBHUM PU3UKOM IIPU
3aCTOCYBaHHI Tia3WOHUX Ta Tia3umonmomiOHUX AiypeTukiB. PU3WK BUHUKHEHHS Tinokasiemil
(<3,4 MMo7b/m) Ma€ OyTH MOTIEPEIKEeHUN Y TIEBHUX KQTeropiil MaIlieHTiB BUCOKOTO PU3UKY.

Oco6mB0 06epeKHO CIIifl MpU3HaYaTH TaKi IpernapaT XBOPUM, V IKUX PU3UK PO3BUTKY TiloKamiemii
€ HaWBUINKUM, HaIIPUKIIald, 0cobaM JTHROTO BiKy; BUCHAXKEHUM XBOPUM; TaKuM, III0 IpuiManu 6araTo
iHmMX nMiKapchKUx 3aco06iB, MallieHTaM 3 HeIOCTATHICTIO XapyyBaHHS; MAlliEHTaM i3 IUPO30M
mevinKy, 3 HaOpsiKaMHU Ta aCIIUTOM; 3 illeMigyHO0I0 XBOPO0OOIO CEPIst Ta CEPIIEBO0 HEHoCTaTHICTIO. [Ipu
rinokasniemii 3pocTae KapAioTOKCHYHICTh NIpenapaTiB HallePCTIHKY Ta PU3UK BUHUKHEHHS MOPYIIEHb
cepleBoro putMmy. o rpynu pu3uKy HajexkaTb XBOPi 3 MOg0BxKeHUM iHTepBasioM QT, He3anexkHo Bif
TOTO, YM IIe ITOPYIIeHHS € BPOIXKEeHUM, YU STPOreHHUM. ['inokaniemist, momi6Ho mo Gpagukapmii,
CIIPHUSIE PO3BUTKY CEPHO3HUX MOPYIIEHDb CEPLIEBOT0 PUTMY, 0COOIMBO TPIMOTIHHA-MEPEXTiHHS
IUTYHOUYKIB (torsades de pointes).

Ilig 4yac nikyBaHHS CJIif PeryJIipHO KOHTPOJIIOBATU KOHI[EHTPALIil0 KaJlitfo B CupoBaTii KpoBi. [lepinii
BUMIp CJIifi IPOBECTH Y MEPUINH THXKIEeHb NiKyBaHHS. [Ipy PO3BUTKY TilOKasieMii CJIifi IIOMOBHIOBATH
HecTauy Kasiw. ['inokasiemis, 0B’ A3aHa 3 HU3bKOI KOHIIEHTPAL€I0 Mar#ito B CUPOBATL KPOBI,
MOXKe IIOTaHO MigfaBaTUCS JIIKyBaHHIO, SKIIO He IPOBOLUTHCA KOPEKIisl piBHA MarHito B CUPOBATIi
KPOBI.

Maeniti y naasmi kposi

Byno moka3aHo, 110 Tia3uax Ta OB’s3aHi 3 HUMU [iypeTHKH, BKII04Yal04yy iHganamif, 30iIbIyoTh
€KCKpeIlil0 MarHiio 3 cevelo, 1[0 MOXe CIPUUYMHUTH rinomMartsieMito (ouB. po3minu «B3aemomis 3
iHIMMMY TiKapChKUMM Ta iHIIM BUAKM B3aeMofii» Ta «[TobGiuHi peakiii»).

KoHuenmpauia Kaavuirno 8 cuposamu,i Kposi

Tia3upHi Ta TiasugonoxnibHi giypeTudHi MiKapchKi 3ac00M MOXKYTh 3MEHIITyBATH BUBEOEHHS KaJlblIil0
i3 ceyelo, CIPUYMHSIOYY JIETKY TUMYACOBY TillepKabliieMilo. BupakeHa rinepkanblieMis Moxe 0yTu
HAaCJIiIKOM HEPO3Mi3HaHOIO rirepnapaTupeo3y. Y TaKOMY pa3i ClIif NPUNUHUTY JIiKYBaHHA Ta
00CTeXUTH TalieHTa 1ono GYHKINI MapallUTOBUIHUX 3aJ103.

KoHueHmpauis 2110K03uU 8 Kposi

Y mairieHTiB i3 1[yKpoBuM fiabeToM, 0cOOIUBO i3 CYMyTHBOIO TilOKaTieMi€eto, CIIil CTeXKUTH 3a
KOHI[EHTpALli€l0 III0KO3U B CUPOBATIIl KPOBI.

ITauieHmu 3 nodazporo
Y nmanieHTiB 3 rimepypukeMi€eio Moxke O0yTH TEHOEHIIisS 10 3POCTAaHHS YAaCTOTH HaMaMiB IOJarpH.
OYHKUiA HUPOK ma diypemuku

Tia3upu Ta TiasugononibHi giypeTudHi npemnapaTy € epeKTUBHUMHU JIHIIE 3a YMOBU HOpPMaslbHOI
¢GbyHK1il HEPOK abo 1 He3HAYHOT0 MOPYIIEeHHS (KOHI[eHTpallisl KpeaTuHiHy < 25 MT/11, TO6TO

220 MKMonb/1 y mopocnux). Ouinoouy (yHKINI0 HUPOK Ha MifCTaBi KOHIEHTpallil KpeaTuHIHY, CIIif
BpaxOBYBaTH BiK, CTaTh 1 Macy Tijla nali€eHTa.

limoBoneMisi, CipuYrMHEHa BTPATOI0 PiOWHY Ta HATPil0, SKa MOXKe BUHUKHYTH Ha MTOYaTKYy
IiypeTUYHOro JIiKyBaHHS, ITPU3BOOUTD N0 3HUXKEHHS KIy004YKOoBOi (inbTpallii, 1110, ¥ CBOIO YEPTY,
BUKJIMKAE IMigBUILEHHS KOHIIEHTPAllil CECY4OBMHU Ta KpeaTUHIHY B CHPOBATII KPOBi. Taka TUMYacoBa
GbyHKIiOHaTbHA HUPKOBA HEOCTATHICTh MPOXOAuTh 63 HACIigKIB y IallieHTiB 3 HOPMaJIbHOIO



GYHKIIi€I0 HUPOK, ajie BOMHOYAC MOXKe IOTipIINTY HasiBHY HUPKOBY HEIOCTaTHICTE.
CnopmcmeHu

JlikapceKui 3acib MoXKe CTaTH IPUYHUHOIO HEJOCTOBIPHUX IMO3UTHBHUX PE3y/IbTaTiB aHTUOIIIHT OBUX
TECTIB Y CIIOPTCMEHIB.

XopioidasnvHull Bunim, 20cmpa KOpomKo30picms ma 8MOPUHHA 3AKPUMOKYMO8da 21aykoma

[TpemapaTy, 1110 MicTSTh cynbdoHamin abo moxigHi cynbpoHaMify MOXKYTb BUKITUKATH
imiocMHKpaTUYHY peakliiio, 0 CIPUYMUHSIE XOpioiganbHUM BUIIT 3 eeKTOM 30pOBOTO IO,
TPaH3UTOPHOIO MiOIi€0 Ta FOCTPY 3aKPUTOKYTOBY IllayKoMy. CUMIITOMU BK/IH0YalOTh TOCTPUU
IIOYATOK 3HUXKEHHS TOCTPOTH 30PY abo 6iib B OIIi i, IK MPaBUI0, BUHUKAIOTh IIPOTITOM AEKiTbKOX
roguH abo THKHIB 3 MOYATKy 3aCTOCYBAHHS IIpemapary.

HenikoBaHa rocrpa 3aKpATOKyTOBa IJlayKOMa MOXKe IIPU3BECTH [0 IOCTiHOI BTpaT 30py. OCHOBHE
TiKyBaHHSA - 116 SKHAUIIBUALIE TPUIUHUTY 3aCTOCYBaHHS JTiIKapChKUX 3aco0iB. AKII0
BHYTPIIIHbOOYHUN TUCK 3aJIUIIAETHCA HEKOHTPOILOBAHUM, MOXKJINBO, HEOOXiIHO 3aCTOCOBYBaTH
ollepaTHUBHI MeAuKaMeHTO3Hi abo xipypriuni metonu nikyBaHHsS. ®aKTopaMu PU3UKY PO3BUTKY
TOCTPOl 3aKPUTOKYTOBOI I'TayKOMU MoxKe OyTH anepris Ha cynbhoHaMin abo meHiuIiH B aHaMHe3l.

JonomixcHI peyosuHu

JlikapcbKu# 3acib MiCTUTD TaKTO3y, TOMY MOTO He CJIifi 3aCTOCOBYBAaTH XBOPUM i3 pigKiCHOIO
CIIaIkOBOIO HETIEPEHOCHMICTIO TalaKTO31, HecTauelo TakTa3u (tumy Jlamnmna) abo CHHIPOMOM
IIOT@HOT'0 BCMOKTYBaHHS IJIIOKO3U-TaIaKTO3H.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
BazimHicmb

Cnip yHMKaTH IpU3HaYeHHS OiypeTUKiB BariTHUM XIiHKaM Ta HIKOJIX He 3aCTOCOBYBaTH 1X AJIS
nmikyBaHHS (izionmoriuHux HaOPSKiB BariTHUX. [IiypeTHKMU MOXKYTh IPU3BECTH [0 (eToIIaneHTapHol
immemil i3 pU3UKOM 3aTPUMKHU POCTY IIJIOfA.

ITepiod 200ys8aHHA 2py0010

Y nepion rogyBaHHS I'PYAAI0 3aCTOCYBAHHS iHOamaMioy He peKOMeHI0BaHe Yepe3 HassBHICTh JaHUX
10710 ¥OTO IPOHUKHEHHS ¥ I'PyOHE MOJIOKO.

30amuicms enaueamu Ha weudKicmow
peakuii npu KepyeaHHi aemompaHcnopmom



a0o iHwumMu MexaHizmamu.

InpaneH SR He BIIMBa€ Ha MUJBbHICTh. AJle y pa3i BUHUKHEHHS HebaKaHUX peaklliil (IUB. PO3Min
«[TobiuHi peakuii»), y TOMy YHCJIi CAMIITOMIB, IIOB’SI3aHUX 3i 3HMKEHHSIM apTePiabHOTO THUCKY,
0Cco0JIMBO Ha MOYATKY JiKyBaHHS ab0 y KoMOiHallii 3 iHIITMM aHTUTITePTEeH3UBHUM 3aC000M, 3MaTHICTh
KepyBaTy aBToMoOinieM abo IpalioBaTH 3 iHIMMU MeXaHi3MaMu Moxe OyTH IIOPYIIEeHOIO.

Cnocib 3acmocyeaHHsi ma do3u.

Ins mepopanbHOTO 3acTocyBaHHS. [HOanen SR 3acTocoByBaTu mmo 1 TabmneTii Ha K00y, 6axkKaHO
BpPaHIIi.

TabnmeTKH CiIim KOBTATHU IIIJIMMH, 3alIMBAIOYX BOIOIO.

[Tpu 3acTocyBaHHi OinbLUIMX 003 iHgamaMin He YUHUTH OibIIOI aHTUTIIEPTEH3UBHOI [Iii, ajie BOgHOYAC
IIOCHUJIIOETHCA AiypPEeTUYHUN e(EKT.

Hupkosa HedocmamHicmb (Qug. po3diau «Ocobaugocmi 3acmocy8aHHA» ma «[IpomunokasaHHsA»)

Y nami€eHTiB i3 TAKKOI0 HUPKOBOIO HEJOCTATHICTIO (KiIipeHC KpeaTuHiHy < 30 MJ/XB) 3aCTOCYyBaHHS
IpernapaTy NpoTHIIOKa3aHe. Tia3uaHi Ta Tia3unonopiOHi AiypeTUKH Haubinbin eeKTUBHI, SKIIO
GYHKIIiS HUPOK He TopylleHa abo SKIIo IOpYIIeHHS € He3HAaUHNMHU.

JlimHiti ik (Qus. po3dia «Ocobiugocmi 3acmocy8aHHA»)

Y nmatieHTiB NMiTHHOTO BiKy KpeaTHHiH y My1a3Mi KpoBi Mae OyTu Ha piBHi, 1110 BifmoBigae BiKy, Maci
Tina Ta crarti. [TaienTaM niTHROrO BiKy IHganen SR MoXHa npu3HadaTu, K0 PYHKIIS HUPOK He
nopyiieHa abo SKIIO MOPYIIeHHS € He3HAYHUMU.

ITauieHmu i3 nopyweHHAM QYHKUii neyiHku (Qug. po3diiu «Ocobausocmi 3acCmocy8aHHs» ma

«IIpomunoKasaHHa»)

Y pagsi TAXKKOoro nopyueHHs: QyHKIIII MeyiHKy TiKyBaHHS IIpernapaToM IIPOTUIIOKa3aHe.

Himu.

3 OTJIANy Ha BiCYTHICTb maHUX 3 6e3MeKu Ta eeKTUBHOCTI 3aCTOCOBYBATH JIiKapChbKUi 3aci0 y
nefiaTpUYHIN NPAKTULl HE PEKOMEHYETHCS.

Ilepedo3yeaHHsi.

CuMnTomu Iepefo3yBaHHS MEPII 3a BCe MAlTh IPOSIBU BOJHO-eJIEKTPOIITHUX TIOPYIIEHb
(rimonaTpieMis, rinokasnieMis). KniHiuHO MOXKIMBe BUHUKHEHHS HY[IOTH, OII0BaHHS, apTepialbHOL
rinoTenaii, CygoM, COHIUBOCTI, 3alTaMOPOYEHHS (BEPTUTO), CIITYyTAHOCTI CBimoMOCTi, moJiypii a6o
OJIirypil ax mo aHypil (110 CIpuYMHEHA TiOBOJIEMIE0).

3axogu nepmo'l' AJOIIOMOT'Y BKIIIOYAIOTh HIBUAKE BUBENEHHA IIPEIIapaTy IIIAX0M IIPDOMHUBAHHA HIJTYHKA



Ta/ab0 MPHU3HAYEHHSIM aKTHBOBAHOTO BYTIJI/IS i3 HACTYIIHUM BiJHOBIIEHHSIM BOJHO-JIEKTPOJIITHOTO
GayaHCy B yMOBax CTallioHApY.

ITo6iuni peakuii.

Ha#6inbIn yacTo moBigoMJIsAIocs Mpo Taki moOivyHi peaktii, K rimokamiemis, peakirii
rinep4yTaIMBOCTI, IEPEBaXKHO NEePMaTOJIOTiuHi, ¥ 0Ci0 31 CXUIIBHICTIO [0 allepriyHuX Ta aCTMAaTUYHUX
peakuiy, i MakyJionamnyJyib03Hi BUCHUIIN.

Binburicte HebaxxaHux eeKTiB, BUSBIIEHUX K 3a KJIIHIYHMMHU 03HAKaMH, TakK i 3a TabopaTopHUMHU
IOKa3HUKAMH, € [0303aJIe’KHIMU.

TiazupmonomiOHi miypeTuKy, y TOMY YKCIIi iHAamami, MOXYTh CHPUYMHUTH 1OOIYHI SBUINA, 3a3HAYEH]
HUXK4Ye 3a 4aCTOTOI0 BUHUKHEHHS: AyxKe 4dacTto (= 1/10), gacro (= 1/100, <1/10), Hewacto (= 1/1000,
< 1/100), pigko (= 1/10000), oyxe pigko (< 1/10000), yacToTa HeBimoMa (He MoXKe OyTH BU3HAaUeHa

3a HasIBHOMO iH(opMalli€lo).

ITopyweHHs 3 60Ky cucmemu Kpogi ma aimgpamuyHoi cucmemu

Iyxe pigko - TPOMOOLIMTOIIEHIs, TEUKOTIEHisl, arpaHyIOLKTO3, allJlaCTUYHA aHEMis, FeMOIiTHYHa
aHeMis.

HeapoaoziuHi po3aadu

Pigko - 3amamMopoueHHs (BePTHUTO0), MiABUIIIEHA BTOMIIIOBAHICTE, TOJIOBHUHE 0iJlb, MapecTesis;
YacCTOTa HEeBiloMa - HEIIPUTOMHICTb.

KapOdianvHi nopyweHHsA

[lyKe pigKo - apuTMis, apTepiaibHa TiIOTeH3is;

JacToTa HeBifjoMa - MapoKCH3MallbHa IIUIYHOUYKOBa TaXiKapAis TUIY «IipyeT» (torsades de pointes),
III0 MOKe MTPU3BECTH [0 JIETAIbHOTO HACHIAKY (AuB. po3minu «OcoBIUBOCTI 3aCTOCYBaHHS»,
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOIIN»).

3 60Ky WAYHKOBO-KUWKOB020 MPpaKmy
HeuyacTo - 06j1r0BaHHS;

PIOKO - Hy[OTa, 3aI0p, CYyXiCTh y POTi;
Oye PioKo - MaHKpeaTur.

3 60Ky cevosudinvHoi cucmemu

[lyXe pigKo - HUPKOBa HEJOCTATHICTh.
3 6oky eenamobiniapHoi cucmemu

IyXe pigko - mopyuIeHHS PYyHKIIII MeYiHKY;



YacToTa HeBijoMa - NIpU NeYiHKOBi HeIOCTaTHOCTI MOXKJIMNBE BUHUKHEHHS II€YiHKOBO1
ennedanonarii (quB. po3ninu «Ocob6MIUBOCTI 3acTOCyBaHH», «[IpOTHIIOKA3aHH»), TETIATHT.

3 60Ky wkipu ma nidwkKipHoOi KAimKo8uHu

Peaxiiil rinep4yyTnruBOCTi, TOJIOBHUM YMHOM 3 0OKY IIKipH, y MAI[i€HTIB, SKi Mal0Th CXUJILHICTH 10
aJIepriyHyX Ta aCTMAaTUYHUX peaklii:

YaCTO - MAKyJIONaMyIb03Hi BUCUTIAHHS;
HEeYacTo - MypIIypa;

IyKe PifKo - aHTiOHEBPOTUYHUY HaOpsaK Ta/ab0 KPOIUB'SHKA, TOKCUYHUH elligepMaIbHUN HEKPOIIi3,
cuapoM CrtiBeHca — JI2KOHCOHQ;

YacToTa HeBigoMa - MOXKJIMBE 3aT0CTPEHHS iCHYI0UOT0 I'OCTPOTr0 CUCTEMHOT'O YePBOHOTO BOBYAKaA.
[ToBimoMsANIOCS TIPO BUIIQAKX peakiliii poToYyTAUBOCTI (IKB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 6oky opaaHis 30py
YacToTa HeBijoMa - MioIIis, 3aTyMaHeHHS 30PY, IOPYIIEHHS 30Dy, XOPiOIAHUY BUIIIT.
HocaidceHHs

YacTtoTa HeBiToMa - ogoBXKeHHA iHTepBany Q-T Ha eneKTpokapaiorpaMi (IUB. po3ninu
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aemopmis 3 iHIMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3a€EMOJil»); 30iNblIIeHHS PiBHS Ce4Y0BOI KUCIJIOTH Ta TJIIOKO3HU Y IIa3Mi KPOBI ITif] 4ac JIiKyBaHHS
IiypeTHKaMy, pallioHalIbHICTh IPU3HAUEHHS SKUX Ma€ OyTH peTebHO 3BaXKeHa Iepen
IpU3HAUYeHHIM IallieHTaM i3 ofarpoi abo yKpoBUM AiabeToM; IiABUIIeHHS PiBHS TeYiHKOBUX
(bepMeHTiB.

3 6oky 06MiHYy peuosuH, memaboaizmy

YacTo - rinokanieMis (AuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).
Heuacro - rinoHaTpiemis (gquB. po3fmin «OcoGIUBOCTI 3aCTOCYBaHHS»).
Pigko - rimoxnopemis, rimoMarHiemis.

[lyXe pigko: rinepkanbliemis.

3 60Ky penpodykmueHoi cucmemu ma MOJA0OYHUX 3d/103

HeuacTo - epekTunbHa OUCYHKIIiS.

Onuc okpeMux mo6iYHUX peakirin

[Tig yac mocmipxkens II Ta 111 ¢pa3u npu nopiBHgHHI H0o3 iHgamaminy 1,5 Mr i 2,5 Mr 6y710 BUSIBIEHO
mo303aexHul eeKT iHmanaMigy Ha piBeHb KaJlilo B IIJla3Mi KpPOBi:

[npmamamin 1,5 Mr: piBeHs Kasiio y mma3mi Kposi <3,4 MMoie/n criocTepiraBcs y 10 % malieHTis,
a <3,2 MMOJIb/IT — Yy 4 % nauieHTiB micns 4-6 TuxHIB nikyBaHHS. Yepe3 12 TUXKHIB NiKyBaHHS
cepengHe 3HMUXKEHHS PiBHS KaJtito B mIa3Mi KpoBi cTaHoBuUI0 0,23 MMOJIB/I.



Iapamamip 2,5 Mr: piBeHb KaJliio y ma3Mi KpoBi <3,4 MMOJIB/NI CIOCTepiraBcs y 25 % MallieHTis, a
<3,2 MMmonb/ —y 10 % namuieHTiB micnsa 4-6 TuxkHiIB mikyBaHHs. Yepe3 12 THXKHIB JTiKyBaHHS
cepemHe 3HUXKEHHS PiBHS KaJtiio B ma3Mi KpoBi cTaHoBuI0 0,41 MMOJIB/TI.

Tepmin npudamuocmi. 2 poku. He 3acTocoByBaTH Iicys 3aKiHYEHHS TePMiHY IPUOATHOCTI.

YmMmoBH 30epirannsi. 30epiraT B CyXxoMy, 3aXUIIleHOMY Bifl CBiT/Ia MiClli TpX TeMIepaTypi HuXK4e
25 °C. 36epiratu y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

YnakoBka.
ITo 14 TabneTtok y 6iicTepi, mo 2 6icTepu abo 4 GricTepu y KapTOHHIM KOPOOIIi.

ITo 15 Tabnetoxk y Gmictepi, mo 2 6icTepu abo 4 6ricTepH Y KapTOHHIM KOPOOIIi.

Kareropis Bigmycky. 3a peLentom.

BupoOHHK.

®apwmarneptuunuii 3aBop «II0JIbOAPMA» C.A./

Pharmaceutical Works «POLPHARMA» S.A.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 ajipeca MiCIisi IPOBaIXKeHHS Tis/IbHOCTI.
Byn. [lenpninuubcka 19, 83-200, Craporapa 'manbscku, [Tonbina/

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



