IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

KJIOCAPT®

(KLOSART®)

CKn1ao0:
ditoua pedosuHa: losartan;
1 TabneTka MiCTUTh nocapTany Kaiito 25 mr, 50 mMr a6o 100 wmr;

0onoMidicHI peyosuHU: IEJI0JI03a MiKPOKPUCTalliyHa, HaTPilo KpoCKapMeso3a, MarHilo cTeapar,
KpPeMHilo miokcup Konoiguuit 6e3Bomuuii, Onampait O3B 52014 xkoBTuit*,

*Omnappait O3B 52014 xoBTuii: 3amisza okcup xkoptui (E 172), xinoninosuit xkoBtui (E 104),
TiAPOKCHUIIPOMIIMETUIILENII0JI034a, [TOIeTUIIEHTIiKOIb, TUTaHy aiokcup (E 171).

JIikapcbKka ¢opma. TabrmeTKH, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

OcHogHi (i3uko-ximiyHi 81acmueocmi: Kpyrii OBOOMYKIIi TabIeTKu, BKPUTI MJ1iBKOBOIO 060JIOHKOIO
JKOBTOT'0 KOJIBODY.

®apMakoTepaneBTUYHa rpyna. [IpocTi npenapatu aHTaroHicTiB aHrioTeH3uny II.

Kog ATX C09C A01.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

JlocapTaH - 1le CHHTeTUYHUY aHTaroHICT pelenTopisB anrioten3uny I (tuny AT,) gis nepopaibHOTO
3acTocyBaHHS. AHTiOTeH3UH II - TOTyKHUY Ba30KOHCTPUKTOP - € OCHOBHMM aKTUBHUM I'OPMOHOM
PEeHiH-aHTiOTEH3WHOBOI CUCTEMH Ta BaXKJIMBUM BU3HAYaJIbHUM (DaKTOPOM maTodiziosmorii
aprepianbHol rimeprensil. Aurioten3us II 3B°a3yeThcs 3 petienTopoM AT, KMii 3HaUAEHO ¥ 6araTbox
TKaHWHAaX (HallpUKial, y TIafeHbKUX M'93axX CyOuH, HagHUPKOBUX 3aJ103aX, HUPKax i cepi),
BHM3HaYal0UX HU3KY BaKJIMBUX 6i070TiYHUX ePEeKTiB, y TOMY YKCIIi BA30KOHCTPUKIIiIO i 3BiTbHEHHS
anboocTepoHy. AHriotTeH3uH Il TakoX CTHMYIIOE IPoJTidepaliito rIagkoM’ 130BUX KITiTHH.

JlocapTaH ceneKkTuBHO 6710Kye perentop AT,. B ymoBax in vitro Ta in vivo ocapTaH Ta #oro



(dhapMaKoJIoTiuHO aKTHBHUM MeTabomiT KapbokcuibHol Kucnotu E-3174 - 6510KyI0Th yci dizionorigao
BaroMi BIJIMBY aHTioTeH3uHY Il He3anmexkHO Bi mxkepesna abo MUISIXy CUHTE3Y.

JlocapTaH He IPOSBIISLE aHi arOHICTUYHOI, aHi 6/I0Ky04ol [ii Ha XKO[HI iHIIT TOPMOHAIbHI PeLeNTOPU
abo ioHHi KaHasy, 1110 BigirparoTh BaXK/IMBY POJIb y PeTyoBaHHI QYHKIIIN ceprieBO-CYAUHHOI CUCTEMU.
Binsie Toro, mocaptaH He npurHiuye ATl (kiniHagy II) - pepMeHT, 1110 cupuse po3nany
OpapukiHiny. BignoBimHo, He BinOyBaeThCs MocuieHHsT HebakaHUX e(PeKTiB, OocepenKOBaHUX
OpaguKiHiHOM.

[Tig yac 3acToCyBaHHS JIoOCapTaHy YCYHEHHS HeraTHBHOI 000pOTHOI peakilil aurioren3uny II Ha
CEKpelilo peHiHy IPU3BOLUTH [0 MiBUILIEHHS aKTUBHOCTI PeHIHY y I1a3Mi KpoBi. Take MifBUIIeHHS
aKTHBHOCTI IPU3BOAUTH 10 3POCTaHHA aHTioTeH3uHY Il y mima3mi kpoBi. Xoda BinOyBa€ThCS Take
3pPOCTaHHY, aHTUTINIePTEeH3WBHA aKTHUBHICTE i CyIIpecisi KOHIIEHTpallil aTlbJ0CTEPOHY Y IIJIa3Mi KpoBi
30epiraoThCs, 110 CBimUUTH PO ePeKTUBHY 610Kany perentopiB anrioren3uny II. Ilicnsa BigMinu
JlocapTaHy aKTUBHICTh PEHIHY Y IJ1a3Mi KPOBI i IOKa3HUKY PiBHIB aHrioTeH3uHy Il npoTtarom 3 gHiB
II0BEPTAIOTHCS 10 TI0YaTKOBUX 3HAYEHE.

4K nocapTaH, Tak i ¥Oro OCHOBHMM MeTaboIiT MaloTh BUIIY CIIOPiMHEHICTh 0o penienTtopa AT, HiX 1o
petentopa AT,. AkTuBHuUM MeTtaboiT y 10-40 pa3iB akTUBHIIIKH, HiXk 10capTaH (Y mepepaxyHKy Ha
Macy).

dapmMaxkoKiHemuxka.

AGcopOiis.

[Ticns mepopanbHOTrO MPUIOMY JIocapTaH moOpe BCMOKTYETHCS i mifyiarae MeTa00s1i3aMy IepIoro
IPOXOOKEHHS 3 POPMyBaHHSIM aKTUBHOT'O METa00IIiTy KapOOKCHUIBHOI KUCTIOTH Ta HEAKTUBHUX
MeTabomiTiB. CuctemMHa 6iogocTynHiCcTh TabIeTOK IocapTaHy CTaHOBUTE mpubnusHo 33 %. CepenHi
IiKOBi KOHIIEHTpallii JocapTaHy Ta WOro aKTUBHOTO MeTaboIiTy mocaraloTbcsd yepe3 1 roguny i 3-4
TOOMHMY BiJIOBIZHO.

Po3moomin.

JlocapTaH i #oro akTuBHUM MeTabomiT Ha 2 99 % 3B’A3yi0ThCs 3 GiTKaMu I1J1a3MU KPOBi, Tepenycim 3
anpOyMminoM. O0’eM PO3MOAiNy JIocapTaHy CTaHOBUTH 34 TI.

BioTpancdopmarris.

[Tpubnusno 14 % nmocapTaHy IpU BHYTPIIIHEOBEHHOMY ab0 IIepopaabHOMY 3aCTOCYBaHHi
IIePEeTBOPIOETHCS Ha aKTUBHUM MeTabomiT. ITicys BHyTPIlIHbOBEHHOTO i TepopaibHOT0 3aCTOCYBaHHS
Nl0capTaHy Kaiwo, MideHoro ‘C, pafioaKTHBHICTb Y [UPKY/IIOKOYii [I1a3Mi KPOBi, K IPABUIIO,
II0B’SI3aHa 3 JI0OCAapTaHOM Ta Horo MetaboniToM. MiHiManbHa KOHBEPCiS IocapTaHy g0 MOT0
aKTUBHOT0 MeTabomiTy crnocTepiranacs npubmu3Ho B 1 % Bunaaki. OKpiM aKTUBHOTO MeTa0O0JIiTY,
YTBOPIOIOTHCS ¥ HEAKTUBHI MeTaboJIiTH.

BuBenmenHs.

[Tma3moBuM KJIipeHC J0ocapTaHy Ta MOro akTUBHOTO MeTabomiTy ctanoBuTh 600 M/xB i 50 mM/xB
BifmoBinHO. HUpKOBUY KITipEHC JIocapTaHy Ta MOTO aKTUBHOT'O MeTab0JIiTy CTaHOBUTEL TPUOIN3HO
74 my/xB i 26 M1/xB BigmoBigHO. Koyu mocapTaH 3aCTOCOBYBATH IePOPaNbHO, Mpubnu3Ho 4 % mo3u
BUMINSAETHCS Y HE3MiIHEHOMY BUTJISAMI i3 ceuelo, a mpuOnMu3Ho 6 % 03U BUOINISIETHCS i3 cedelo y
BUTJISIMIi aKTUBHOT'O MeTaboiTy. ®apMaKOKiHEeTUYHi BTaCTUBOCTI JIOCAaPTaHy Ta MOr0 aKTUBHOTO
MeTaboiTy iHilHI IpU mepopaIbHUX J03aX jJocapTany mo 200 mr.



[Ticrst mepopanbHOTO 3aCTOCYBAHHS KOHIIEHTpAIlil y M1a3Mi KPOBi JTocapTaHy Ta HOTO aKTUBHOTO
MeTaboIiTy 3MEeHINYIOTHCS TOJTIeKCITOHEHITIMHO 3 TepMiHaIbHUM YacOM HalliBBUBeeHHs IPUOIN3HO
2 ropun¥u i 6-9 roguH BigmosigHo. ITpu no3i 100 Mr 1 pas Ha moOy j0capTaH i HOT0 aKTHBHUM
MeTaboJIiT He HaKOMUYYIOThCS V IIJ1a3Mi KPOBi y 3HauHi# KinbKocTi. JIocapTaH Ta #oro MeTabomiTu
BUBOJATHLCA SK 13 KOBYI0, TaK 1 3 ceuero. [licis nepopasbHOro 3aCTOCYBaHHS/BHYTPIIIHEOBEHHOI'O
BBefleHHs ''C-MiueHoro jocapTany Ipubnu3Ho 35 %/43 % pafioakKTHBHO MiY€HOT0 JTiKapChKOTo
3aco0y Oyrno BusieneHo y cedii 58 %/50 % y dekarmisx.

OxpeMi rpyny Nali€eHTiB.

ITayieHmu AiMHbO20 BIK)Y.

KonmnenTpatii 1ocapTaHy Ta #oro akTUBHOT0 MeTaboIiTy y Iyla3Mi KpOBi MallieHTiB JTiTHHOTO BiKY 3
apTepiasiibHOIO TillePTEH31€0 3HAUYILIO He PI3HATHCS Bifi TAKUX IOKA3HUKIB Y MOJIOAUX MALiE€HTIB 3
apTepiasibHOIO TillepTeH3IEl.

Cmame.

KonnenTpatii 1ocapTany y maa3mi KpoBi 6ynu y 2 pa3u BUIIUMU Y XKiHOK 3 apTepialbHOI0
rinepTeH3iio MOPiBHSIHO 3 YOJIOBiKaMU, TOMi K KOHIIEHTpallil akTUBHOTO MeTaboMiTy y mIa3Mi KpoBi y
YOJIOBIKIB 1 KIHOK CYTTEBO He BIPI3HAIUCS.

ITopyweHHA pYyHKUiI neuyiHKu ma HUPOK.

[Tpu npuiiomi BHYTPIIIHLO NallieHTaM 3 JIETKUM Ta IIOMipHUM aJIKOTOJIbHUM LIHPO30M IIeYiHKU
KOHIIEHTpaIlil JIocapTaHy Ta M0ro akTUBHOr0 MeTaboJIiTy y I1a3Mi KpOBi BUSBIAIUCS BiIOBIZHO y 5 i
1,7 pa3sy Oinpmmmu, HiXK Yy MOJIOIUX HOOPOBOJIBIIB YOJIOBiUO0l CcTaTi (IuB. po3min «Cmocid
3aCTOCYBaHHS Ta 0o3u» Ta «OCco6IUBOCTI 3aCTOCYBaHHS»).

Kon1eHnTpatii nocapTaHy y miaa3Mi KpoBi y IaIli€HTIB i3 KlipeHCOM KpeaTHHiHY Buine 10 Mi/XB He
BiIpi3HAMKCS Bifg Takux B 0Cib i3 He3MiHEHO010 QYHKIIIEI0 HUPOK. [Ioma mig KpruBOo0 «KOHIIEHTPAIIis -
yac» (AUC) nocapTaHy y NMallieHTiB i3 HOPMaIbHOIO QYHKIIEI0 HUPOK Oyia mpubiIu3Ho y 2 pa3u
6inbImoio, HiXK y MallieHTiB, sSKi mepedyBaloTh Ha remopianisi. [I1a3MoBi KOHIIEHTpallil aKTUBHOTO
MeTaboIiTy He 3MiHIOIOTHCS Y NALliEHTIB i3 mopyieHHsIM QyHKII HUPOK abo maiieHTiB, SKi
nepebyBaloTh Ha reMofianisi. JlocapTaH i 10T0 aKTUBHUY MeTalOJIiT He MOXKYTh OyTH BUBELEHI 3a
IOTIOMOI0I0 TeMOfiai3y.

dapMakOKiHEeTHKA V OiTeH.

AxTUBHUY MeTaboJIiT TocapTaHy yTBOPIOETHCS Y MAlli€HTIiB yCiX BiKOBUX I'pyn. [loka3HUKU
(dhapMakKOKiHeTUKY JIOCAPTaHY IIiCIIs TePOPaIbHOI0 3aCTOCYBAHHS Y HOBOHAPOMXKEHUX i miTel
MOILIKiNIBHOTO i MIKiTbHOTO BiKYy Oy/M aHaJIOTi4YHUMH.

dapMakoKiHEeTHYHI TOKa3HUKY MeTaboIiTy Bigpi3Hsanucs Oinblle, 3a7€KHO Bif BIKOBOI rpynu. Y
IiTey MOIIKiTBHOTO BiKY i mMimMiTKIB Taki BiTMiHHOCTI Oy/IM CTAaTUCTUYHO 3HAYYIIUMHU. EXCIIo3ulis y
HOBOHAPOIXKEHUX i [iTel BikoM 0o 2 PokiB Oysa MOPiBHSHO BUCOKOIO.

Kniniuni xapakKTepuCTHKH.

IToka3auns.



e JlikyBaHHS €CeHIliaJIbHOI TinepTeHsil y JOPOCIuX Ta ¥ AiTel BiKOM Bif 6 POKiB.

e JlikyBaHHS 3aXBOPIOBaHHS HUPOK y HOPOC/IUX IAIlEHTIB 3 apTepiabHOK rinepTeHsiero i
1ykpoBuM miabetoM II Tumy 3 mpoteinypieto = 0,5 r/no0y - SIK YaCTUHA aHTUTINEePTEeH3UBHOI
Teparii (quB. po3minu «PapMaKoIoTiuHi BMacTUBOCTI», «IIpoTumoka3anHssI» Ta «OCcoOIMBOCTI
3aCTOCYBaHHS»).

e JIikyBaHHS XpOHI4HOI CepIieBOl HEAOCTAaTHOCTI Y JOPOCIIMX MAIli€HTiB, KOJIX 3aCTOCYBaHHS
iHTi0iTOPiB @HTiI0TEH3UHIIEPETBOPIOBAILHOTO (epMeHTY (AIID) BBaKaeTHCA HEMOKIIUBUM
yepes3 HeCYMiCHiCTh, 0c06/IMBO MpH Kalwti, abo mpoTunokasaHe. ITallieHTiB i3 ceplieBoo
HEJ0OCTaTHICTIO, CTaH SKuX cTabini3yBaBcs mpu 3acToCyBaHHi inribiTopa AII®, He cin
IIePeBOAUTH Ha JIIKyBaHHS JIOCapTaHOM. Y MallieHTa (Ppakiligs BUKUAIY JIiBOT0 IUIYHOYKa
OBUHHA CTaHOBUTH < 40 %, cTaH Mae OyTH KIiHiuHO cTabinmbHUM. TaK0XK MaI[ieHTOBI CIIifg
NOTPUMYBATHCS BCTAHOBIEHOTO PEXKUMY JIIKyBaHHS 1I0JI0 XPOHIYHOI CEpIIeBOl HEJOCTATHOCTI.

e JHUXKEHHS PU3UKY PO3BUTKY IHCYJIBTY Y HOPOCJIUX NAli€HTIB 3 apTepiajbHO0 rilepTeH3iero 1
rimepTpodi€ro JTiBOro MITyHOUYKa, IO MiATBEPAXKEHO 3a gonomoroi EKT.

IIpomunoka3aHHs.

e [lifBuIleHa YyTIUBICTH 0 TocapTaHy abo mo OyAb-SKO1 OTIOMiXKHOI pe4OBUHH, 1[0 BXOTUTD [0
CKJIafly JiKapchKOro 3aco0y.

e I i III TpuMecTpu BariTHOCTI (OuB. po3minu «OcobIUBOCTI 3aCTOCYBaHHS» Ta «3aCTOCYBAHHS Y
nepion BariTHOCTi a0 TOOyBaHHS TPYIII0»).

e TsaxKi mopyIeHHS QyHKIIil TeYiHKH.

e [IpoTunioKa3aHe OffHOYACHE 3aCTOCYBaHHS JIOCAPTaHy 3 JTiKapChKUMU 3aco0aMu, SKi MiCTAThH

asickipeH, malfieHTaM i3 IyKpoBUM fAiabeToM abo mopyiieHHIM QYHKIIiI HUPOK (IIK® <
60 m1/xB/1,73 M* [muB. po3min «B3aemMomis 3 iHIMKUMY JTiKapChKUMU 3acobaMu Ta iHIIN BUIU
B3aEMOIIiN»]).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[HIIi aHTUTiIMEPTEeH3UBHI 3ac00M MOXKYThH IIOCUTIOBATH TimOTeH3UBHUM eeKT tocapTaHy. OmHOYacHe
3aCTOCYBaHHS 3 iHIIMMU JTiKapChKUMU 3acob6aMu, 110 MOXKYTh iHAYKYBaTH TaKy I00iYHY peakiliio, sIK
aprepianbHa rinoTeH3id (TPULMKIIIYHI aHTUIEIPeCaHTH, aHTUIICUXOTUYHI 3acobu, OakmodeH i
aMmipoCcTHH), MOXKe MigBUIIYBaTH PU3UK BUHUKHEHHS apTepiasbHOI TimoTeHs3il.

JlocapTaH MeTa0o0J1i3yeThCS IEPEBaKHO 3a y4acTio cucteMu nurtoxpomy P450 (CYP) 2C9 mo
aKTUBHOTO KapOoKCH-KKUCIoro MeTabomnity. ®nykoHna3on (inribitop CYP2C9) 3HMKYE €KCIIO3UIIi0
akTUBHOTO MeTabonity npubnusHo Ha 50 %. BcTaHOBIEHO, 110 OMHOYACHE JIIKYBAHHS JI0CAPTAHOM i
pudamninuHoM (iHOYKTOP PepMeHTiB MeTabomi3My) Mpu3BOOUTE N0 3HKUXKEHHS Ha 40 % KOHIIeHTpaIril
aKTHBHOI'0 MeTaboJIiTy y mia3Mi Kposi. KitiHiuHe 3HaueHHS 11boro ehekTy HeBinoMme. HeMae
BiIMiHHOCTI B €KCIIO3HUIIil TpX OMHOYACHOMY 3aCTOCYBaHHi JlocapTaHy i ¢piyBacTatuny (cnabkoro
iuribiTopa CYP2C9).

4K i mpu 3acToCyBaHHI iHIINX JTiKapchKuX 3aco06iB, 110 010KyI0Th aHTrioTeH3uH I abo ioro epekTH,
CYTIyTHE 3aCTOCYBaHHS JIiKApChKUX 3ac00iB, 110 3aTPUMYIOTh KaJlill B OpraHi3Mi (Hampukiap,
Kasii306epirarounx AiypeTUKiB: CIipOHOJIAKTOHY, TPUAMTEPEHY, aMiopuny) abo MOXKYThb
IiABUINYBATH PiBHIi Kaslito (HampuKiaj, TellapyH, JTiKapchKi 3aco0w, 110 MiCTATh TPUMETOIPHUM),
no6aBoK KaJlito abo KamiiBMiCHUX 3aMiHHUKIB COJIi, MOXKe IIPU3BECTH 0 MiIBUIIIEHHS BMICTY KaJlilo B
cupoBaTIi KpoBi. OMHOYaCHe 3aCTOCYBaHHS TaKUX 3aC00iB He peKOMeH IOBaHe.



[Tpu ogHOYACHOMY 3aCTOCYBaHHI IIpemnaparis jiTito 3 iHriditopamu AII® Oyu MOBiTOMIEHHS IIPO
3BOPOTHE MiBUIIEHHS KOHI[EHTpPAaLlliil JIiTit0 B CUPOBATLI KPOBi Ta UOI0 TOKCUYHUM BIJIUB. TaKOXK
TIOBIIOMIISINIM TIPO Ay2Ke PigKicHi BUMIafKU TaKol B3a€MOMIi i Mpu 3acTOoCyBaHHi 6;10KaTOPiB
petieniTopiB aHrioTeH3uny II. OmHOYacHe 3aCTOCYBaHHS JIiTil0 Ta JIoCapTaHy BUMarae 00epezkHOCTi.
fK110 3acTOoCyBaHHS TaKol KoMOiHallil po3LiHI0EThCS IK He0OXigHe, peKOMEHJ0BAaHO MOHITOPYBaTH
CHPOBATKOBI PiBHI JIiTil0 Ha TJIi OMHOYACHOTO IPUIOMY IIMX JiKapChKUX 3aC00iB.

[Tpu ofHOYACHOMY 3aCTOCYBaHHi aHTaroHiCTiB aHTioTeH3uHy Il i HecTepoigHUX
npoTu3ananbHux 3aco6iB (HI133; Hanpukiap, ceNneKTUBHi iHTi6iTOpU IUKITOOKCUTEHA3H-2
(LIOT'-2), aueTuncaniuuioBa KUCI0Ta Y 403aX, 110 YMHATh IPOTU3AllabHY [0, HECeJIeKTUBHI
HIT33) Moxke mocnabioBaTUCS aHTUTITepTeH3uBHUM epekT. OfHOYacHe 3aCTOCYBaHHS
aHTaroHiCTiB aHTioTeH3uny Il abo miypeTtukis i3 HI133 Moxke NMpU3BOAUTH [0 MiABUIIEHHS
PU3UKY NOTipiIaHHsg (QYHKII HUPOK, BKIIIOUAI0UYX MOXKJIMBUAM PO3BUTOK IOCTPOI HUPKOBOI
HEJIOCTATHOCTI, @ TAaKOXK IO IiIBUINIEHHS PiBHS KaJliio B CHPOBATIIi KPOBi, 0COGIUBO y
NallieHTIB 3 iCHYyI0YUM MOpPYyIIeHHAM GyKIlil Hupok. Taky KoMOiHalliio Cllifg npu3HadaT 3
00epexkHiCTI0, 0COOIKMBO MallieHTaM JIiTHHOTO BiKy. [IallieHTaM ciif migTpuMyBaTH ageKBaTHY
rigparatriito,

TaKO2XK MOXKe GYTI/I OOLIIIbHUM MOHiTOpI/IHl" (1)YHKI.I11 HHUPOK micns IMOYaTKy OJHOYACHOT'O 3aCTOCYBAHHS
npenapaTiB, d TaKOX HepiOJII/I‘-IHO BIIPOOOBXK J'IiKy'BaHHH.

€ maHi, 1m0 noBiliHa 6J10Kaga peHiH-aHTiOTeH3UH-ambooCTEPOHOBOI cucteMu (PAAC) mnsxom
KOMOiHOBaHOTO 3aCTOCyBaHHS iHTibiTopiB AII®, GoKaTOpPiB perentopiB aHrioTeH3uny II abo
arnickipeHy 1moB’si3aHa 3 Oi/TbINOI0 YaCTOTOI0 BUHUKHEHHS TaKMX HeOakKaHUX SIBUIL, SK apTepiarbHa
TiOTEeH3is, TimepKamieMis Ta 3HUXKEHHS (QYHKIIl HUPOK (BKI0Yal04u rOCTPY HUPKOBY
He[IOCTaTHICTh), MOPIBHSHO i3 3aCTOCYBaHHIM OFHOTO IIpenapary, 1o aie Ha PAAC (guB. po3minu
«IIpoTunoka3aHHsI» Ta «OCOGIMBOCTI 3aCTOCYBAHHS»).

['peindpyToBu Cik MiCTUTh KOMIIOHEHTH, SKi iHTi0y10Th pepmenTr CYP450 Ta MOXKYTb 3HUXKYBaTH
KOHIIEHTPAIlil0 aKTUBHOT0 MeTaboJIiTy JiocapTaHy, 10 MOXkKe 3MEHIINTH TepaneBTUuHNM edekT. ITig
yac npuiioMy TabJIeTOK, 1[0 MICTSTh JIOCapTaH, CIIifl yHUKaTU BXKUBAHHS IPednpyTOBOTO COKY.

Oco6.1ueocmi 3acmocyeaHHsi.

T'inepuymausgicms.

AHzioHegpomuyHull HabpsiK.

Crig peTenbHO KOHTPOJIIOBATH CTaH IMAlliEHTIB 3 aHTIOHEBPOTUYHUM HaOPSKOM (HaOpsKu 00/mmuyys,
ry0, ropsa Ta/abo g3uKa) B aHaMHe3i (auB. po3ain «I1obigHi peaxiiii»).

ApmepiaabHa 2inomeH3sisi/800H0-es1ekmposimHull ducbaaaHc.

CuMmrToMaTu4Ha apTepiajbHa TinoTeH3ist, 0cOONMMBO MicIis 3aCTOCYBaHHS MEPIIOl 03U JTIKapChKOTO
3aco0y Ta micnd il mifBUILleHHS, MOXKe BUHHAKATH Y NAllieHTIB 31 3HMKEHUM BHYTPIIIHbOCYAUHHUM
006’emMoM Ta/ab0 mediluToM HATPilo, CIPUYNHEHUMH 3aCTOCYBAHHSIM CUIbHUX [IiyPETHUKIB, MiIETUYHUM
oOMexXeHHSIM BXKUBaHHS COJIi, miapeeto abo 6moBaHHSAM. Taki cTaHu MOTPeOYIOTh KOPEKIIii mepen
IIOYATKOM JIiKyBaHHS JI0CapTaHOM a00 3HUXKEHHS IT0YaTKOBOI J03H1 JIiKapChKOTO 3aco0y (IUB. pO3Min
«Croci6 3acTocyBaHHs Ta Ho3u»). Lli peKoMeHfallii CTOCy0ThCS HiTel BiKoM Bif 6 mo 18 pokis.



Eekmpoaimuutl ducbaadHc.

EnexkTpomniTHu# aucbanaHC 4acCTO CIOCTEPIraEThCS y MAlli€HTiB i3 mopymeHHAM QYHKIIl HUPOK (3 abo
6e3 1IyKpoBoro miabeTy), 110 ciifm OpaTu Mo yBaru. Y KiIiHiYHOMY OOCIIIXKEHHi 3 y4acCTIO MallieHTiB i3
1yKpoBuM piabetom II Tuny Ta 3 Hedpomartielo YacToTa BUHUKHEHHS rinepKaiemii 6yna 6imbIoro
IIPY JIiKyBaHHi JIocapTaHOM IMOPiBHSHO 3 mane6o (muB. po3nin «I1obiuni peakirii»). Tomy ciin
peTeNbHO MOHITOPUTH KOHLIEHTpAIlil KaJIifo y Ia3Mi KPOBi i TOKa3HUKY KIiPpeHCY KpeaTUHiHy,
0C00OJIMBO Y TIAIiEHTIB i3 ceplieBO0 HeOCTaTHICTIO i KTipeHcoM KpeaTuHiny 30-50 MJ1/XB.

OpHoYacHe 3aCTOCYBaHHS Kajii30epiranyux OiypeTHKiB, KajlieBUX XapuyoBUX N00aBOK, KaTiiBMiCHUX
3aMiHHUKIB coJIi a0 iHIIMX TiKapchKuX 3ac06iB, sIKi MOXKYTb IPH3BOAUTH [0 IiABUIIEHHS
KOHIIEHTpAIlil KaJlilo B CUPOBATII KPOBi (HampuKaf, TiKapChKuX 3ac00iB, 1110 MiCTSITh TPUMETOIIPUM),
i3 mocapTaHOM He peKOMeHJoBaHe (OuB. po3min «B3aemopmis 3 iHIIUMY JTiKapCHKUMHU 3aco0aMu Ta
iHII BUOM B3aEMOMiN»).

I[MopyweHHA PYHKUII neviHKU.

OckinbKy (hapMaKOKiHETUYHI JaHi BKa3yl0Th Ha iCTOTHE MiABUIIEHHS KOHI[EHTpAIlil IocapTaHy y
1a3Mi KpOBi XBOPUX Ha LIUPO03 IEeYiHKY, CIIif PO3TJISHYTU NUTAHHS PO 3HUXKEHHS OO3U I
IallieHTIB i3 HAABHICTIO B aHAMHe31 IopyIlIeHb QyHKI1 nedinku. HeMae mocBiqy 3acTOCyBaHHS
JlocapTaHy Ialli€eHTaM i3 TSXKKUMU NOPYyIIeHHIMU QYHKI1 IeYiHKHU, TOMY JIoOCapTaH He MOXKHa
IpUKMaTH TaKuM IallieHTaM (ouB. po3ainu «Crocib 3acTocyBaHHS Ta H03u»,«[IpoTUIIOKAa3aHHSI» Ta
«®apMaKoIOoTiuHi BJaCTUBOCTI»).

JlocapTaH He PeKOMEHIOBaHUY [JIS1 3aCTOCYBAHHS HiTAM i3 OpyIIeHHAME GYHKII IediHKY (TUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

ITopyweHHA GYyHKUII HUDOK.

[ToBimoMIANY NP0 BUHUKHEHHS 3MiH QYHKIII HUPOK, BKIII0OYal0Yy HUPKOBY HENOCTATHICTD, ITI0
TIOB’SI3yBaJIY 3 IPUTHIYeHHSM PeHiH-aHTi0TeH3UHOBOI CUCTeMU (0COOIMBO Y NAllieHTIB i3 3a7eKHICTIO
¢yukuii Hupok Big PAAC, To0OTO y HaIli€HTIiB i3 TIKKAMHU NMOPYLIEHHSIMU QYHKIII cepiis abo 3 yxe
HasIBHUMU IOPYIIEHHAMU (YHKIIil HUPOK).

Jlikapceki 3aco0u, 110 BIuBaioTh Ha PAAC, MOXKYTh CIPUYMHATY IiABUIIEHHS PiBHIB CEYOBUHU
KPOBi Ta KpeaTHHIHY CUPOBATKHU KPOBIi y MaIlieHTiB i3 ABOOIUHUM CTEHO30M HUPKOBUX apTepi abo 3i
CTEHO030M apTepil enrHOI HUPKU. Lli 3MiHU ¥ GYHKINI HUPOK MOXKYTh 6yTU 060POTHUMHU IIiCIIs
npunuHeHHs Teparmii. Ciig 3 06epeKHICTIO 3aCTOCOBYBATH JI0CapTaH IallieHTaM i3 gBOGIiYHUM
CTEHO30M HUPKOBHUX apTepiit abo 3i CTeHO30M apTepii €MMHOI HUPKH.

3acmocysaHHa 0dimAaM i3 nopyweHHAMU QYHKUIT HUDOK

JlocapTaH He peKOMeHI0BaHMil g 3acTOCyBaHHSA AiTaM i3 [IIK® < 30 mn/xs/1,73 M*, OCKINbKH
HeMa€ BiATIOBITHUX JaHUX IIOA0 3aCTOCYBaHHS (IUB. po3min « Crocib 3aCTOCyBaHHS Ta IO3U»).

[IpoTsaromM mepiomy 3aCTOCYBaHHS JIOCapTaHy CIIif PETYIIPHO MePeBipATH (PYHKIIiI0 HUPOK, OCKiTbKH
MoxkuBe ii moripurants. Oco6IuBO 1ie CTOCYETHCS BUIAMKIB, KOJIM JI0CAPTaH 3aCTOCOBYIOTh IIPH
HAasIBHOCTI iHIIKX MATOJIOTIYHUX CTaHIB (raps4ka, gerigpaTalis), SKi MOXKYTh BIJIUBATU Ha (PYHKIIi0
HUPOK.

OpHoYacHe 3aCTOCYyBaHHS J0capTaHy Ta iHribiTopiB ATI® moripiye QyHKIIiI0 HIPOK, TOMY TaKa
KoMOiHalligs He peKOMeHI0BaHa (OuB. po3Mdin «B3aeMopmist 3 iHIMMMY JTiKapChbKUMHU 3acob6aMu Ta iHIIi
BUMM B3aEMOTIN»).



TpaHcniaaHmauis HUPKU.

HewMmae mocsigy oo Oe3neku 3aCTOCYBaHHS JI0CapTaHy MallieHTaM, SKUM L[OMHO IIPOBENEHO
TPaHCIIaHTallil0 HUPKH.

IlepsuHHUll einepaib00CmMepoHi3M.

Y nari€eHTiB i3 NepBUHHUM TilepanabA0CTEPOHI3MOM, K IIPABUJIO0, HE CIIOCTEPITaEThCS ePeKTy IIpU
3aCTOCyBaHHI JTiKapChKuX 3aco0iB, 110 [Aif0Th MUITXOM IPUTHIYEeHHS PEeHiH-aHTi0TEH3WHOBOI CUCTEMH.
Tomy nmocapTad He peKOMEeHI0BaHUY OJI 1li€l TPYIX MAalli€HTIiB.

3axeoprsaHHsA KOPOHAPHUX apmepilli ma uepebposdcKy 1apHI 3aX80PHBAHHA.

4K i Ipu 3acTOCyBaHHI iHINX aHTUTIEPTEH3UBHUX JTiKapChKUX 3ac00iB, HafIMipHEe 3HUKEHHS
apTepiasbHOTO TUCKY Yy NMAli€HTIB 3 illIeMiYHMMU 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepiu Ta
11epeOpoBaCKyISIPHUMHU 3aXBOPIOBaHHSAMU MOXKe ITPU3BOOUTH 10 PO3BUTKY iH(apKTy Miokapaa abo
IHCYNIBTY.

Cepuesa HedocmamHicms.

4K i mpu 3acTOCyBaHHI iHINNX JTiKapchKUX 3aco06iB, 110 BIIMBaloTh Ha PAAC, y mallieHTiB i3 cepueBoio
HEeHoCTaTHiCTIO 3/6e3 mopyiieHHs QYHKIII HUPOK iCHYEe PU3UK PO3BUTKY TSIKKOI apTepiarbHOI
rimoTeHsil i (4acTo roCTPOT0) MOPYIIEeHHS PYHKIIil HUPOK.

Hemae mocTaTHBOrO TEpaneBTUYHOI'O JOCBiy 3aCTOCYBaHHS JIOCAPTaHy IIallieHTaM i3 CepleBoo
HEJOCTATHICTIO i CYIyTHIM TSIXKKUM IOPYIIEHHSAM (YHKII1 HUPOK, Ialli€eHTaM i3 TSKKOI CePIEeBO0
HepocTaTHicTIO (Knac IV 3a NYHA), a TakoxX mallieHTaM i3 cepIiieBo0 HeMOCTaTHICTIO i
CHMIITOMaTUYHOI0 HeOe3MeUHOI0 AJIS JKUTTS CEPIIEBOI0 apuTMiet0. ToMy ytocapTaH CIif
3aCTOCOBYBaTH 3 00€peXkKHiCTI0O TAaKUM TpynaM naiieHTiB. Crin 3 06epekHiICTIO OHHOYACHO
3aCTOCOBYBATH JIocapTaH i B-6110KaTopH.

CmeH03 aopmasvH020 i MimpaabH020 KAdndHie, 0bcmpykmueHa 2inepmpodiyHa kapdioMionamis.

4K i mpu 3acToCyBaHHI iHINX Ba30AMIaTaTOPIB, 3 0COO/INBOI0 00€PEXKHICTIO CITif TPU3HAYaTH
JIocapTaH TMalfieHTaM 3i CTEHO30M aopTaIbHOTO i MiTpalbHOTO KjlanaHiB a0 060CTPYKTUBHOIO
rinepTpodigHO0 KapaioMionaTiero.

BazimHicmbs.

He crig po3nounHaTy JTiKyBaHHA JI0CAPTAHOM Y IIepiof BariTHOCTi. KpiM BUIIAIKIB, KOJIX
IIPOMIOBXKEHHS Tepallii JocapTaHOM PO3IIHIOETLCS K HaraabHO HEOOXimHE, y MAIliEHTOK, SIKi
TIaHYIOTh 3aBariTHITH, HEOOXiMHO 3aMiHUTH JTiKapChKUii 3aci6 Ha aJlbTepHATUBHI aHTUTINIEePTEH3UBHI
3acobu, ays sKux Oyiia migTBepakeHa 6e3MeyHiCTh IXHBOT'0 3aCTOCYBAHHS y Iepiof BariTHOCTI. I[Ipu
MiarHOCTYBaHHI BariTHOCTI CJIifl HeTalHO MPUIIMHUTHY IIPUIUOM JI0OCapTaHy i B pa3i noTpebu po3mnoyaTu
JIiKyBaHHS albTEPHATUBHUMH JIiKAPCHKUMHU 3aco0aMu (OuB. po3ninu «[IpoTunoka3aHHSI» Ta
«3acTocyBaHHS y epiof] BariTHOCTI abo rOmyBaHHS TPYHAOI0»).

THWIi 3acmepediceHHA.

4K BcTaHOBIEHO 1100 iHTiOiTOPiB AII®, TOCapTaH Ta iHII aHTAarOHICTH @HTiIOTEeH3UHY MEHII
eekTUBHI y MaIlieHTiB HETPOIHOI PacH, HiXK B iHIIKX IMAI[iEHTIB, MOXKJIMBO, Yepe3 HU3bKY aKTUBHICTb
PEeHiHy y Malli€HTiB 3 apTepianbHOIO TiepTeH3I€l0, SKi € IpeCTaBHUKaMH HETPOITHOI pacH.



IIodsiliHa 610kada peHiH-aHeiomeH3uH-aib0ocmepoHosoi cucmemu (PAAC.)

€ maHi Ipo Te, 110 0OgHOYACHEe 3acToCcyBaHHA iHTi0iTopiB ATI®, 6510KaTOPiB PEleNTOPiB aHTiI0TEH3UHY

IT abo amickipeHy migBuIlye pU3UK BUHUKHEHHS apTepiaibHOI TioTeH3i], rinepKaiiemil Ta IpUrHigye
(GYHKII0 HUPOK (BK/II0UAI0YU PO3BUTOK FOCTPOI HUPKOBOI HEOOCTATHOCTI). Y 3B’A3Ky 3 IIUM IOIBiliHA
6mokama PAAC koMOiHOBaHMM 3aTOCYBaHHSM iHTi0iTOopiB AII®, 6;10KaTOPIB PELenTOPiB aHTiI0TEeH3UHY
IT abo amickipeHy He peKOMeHAYETLCS (MUB. po3Min «B3aemopis 3 iHIIKMHU JTiKapChbKUMHU 3aco0aMu Ta
iHIT BUOM B3aEMOMin»).

Y pasi kpaiiHboi moTpebu moasiHOI Onokamu PAAC, ii citig mpoBOOUTH IIif HATJISIAOM CIIeIliaiicTa Ta
3 peTelbHUM MOHITOPUHTOM (PYHKIII HUPOK, €JIeKTPOJIiTHOrO OajlaHCy Ta apTepiallbHOTO THUCKY.

He cnig ogHOYacHO 3acTocyBaTH iHribiTopu AII® i aHTaroHiCTH PelenTopiB aHTioTeH3UuHy 11
malfieHTaM 3 giabeTUYHOI0 HedpomaTiero.

AH2ioHespomuyuHull HAOPAK KUWeYHUKA.

[ToBimoOMIISITIOCS TIPO AHTIOHEBPOTUYHUM HAOPSIK KUIIEUHUKA Y MAIliEHTIB, SKi OTPUMYBaIu
aHTaATOHICTH PeleNnTopiB aHrioTeH3UHY I, BK/IIOUHO 3 JocapTaHoM (muB. po3nin «IlobiuHi peakiii»). ¥
IIUX MallieHTiB criocTepiranucs 6ib y XKUBOTI, Hy#oTa, O/110BaHHS Ta fiapes. CUMITOMM 3HUKAIU
IicJs BIIMIHYM aHTAroOHICTIB pelLlenTopPiB aHrioTeH3uHy II. fAKIO0 AiarHOCTOBaHO aHTiIOHEBPOTUYHUMI
HaOPSIK KUIEYHWKA, 3aCTOCYBAHHS JIOCAapTaHy HEOOXiqHO MPUIMHUTY Ta PO3MOYATH BidTIOBITHUM
MOHITOPUHT OO IIOBHOT'O 3HUKHEHHS CUMIITOMIB.

JlonomidtcHI pevo8uHuU.

Lle#t mikapcbkuit 3aci6 MictTuth MeHIre 1 MmMonb (23 Mr)/mo3y HaTpiio, TOOTO MPAKTUYHO BiTbHUU Bif
HaTpito.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHuicmb.

[Tig yac I TpuMecTpy BariTHOCTI 3aCTOCYBaHHS JIoCapTaHy He PeKOMeHOoBaHe (OUB. PO3Mi
«OcobnuBocTi 3acTocyBaHHs»). I1ig yac II i III TpuMecTpiB BariTHOCTI 3aCTOCYBaHHS JIoOCApTaHy
IpoTUIIOKa3aHe (ouB. po3minu «IIpoTunokasanus» Ta «OC0oBIUBOCTI 3aCTOCYBaHHS» ).

IaHi emimeMionoriyHux OOCTiXKEeHb CTOCOBHO PU3UKY TepPaTOreHHOTO BIUIUBY iHTiOiTOpiB AII® npu
IXHbOMY 3aCTOCYBaHHI IIif 9yac I TpuMecTpy BariTHOCTI He € IEPEKOHIMBUMHU; IIPOTE HE MOXKHA
BUKJIIOYUTY HEBEJIUKE ITiIBUIIEHHS TaKOT0 pU3UKy. OCKIJIBKY BiICYTHI JaHi KOHTPOJIbOBAHUX
eMifieMIOJIOTIYHUX [OCIIIAKEHD M0N0 PU3UKY, [10B'A3aHOTO 13 3aCTOCYBaHHAM aHTaroHICTiB
peuentopiB aHrioten3uny II (APAII), mogibHi pu3uKy MOXKYyTh OyTH IPUTAaMaHHUMH IJIS1 IOTO KJIacy
nikapcbkux 3aco6iB. KpiMm Bumapkis, Konu mpongosxkeHHs Tepanil APAIl po3uiHIOETHCS SIK HarabHO
HeoOxifiHe, y TAIliEHTOK, SIKi IIJIAHYIOTh 3aBariTHiTH, HeOOXiMHO 3aMiHUTH IIi JTiKapChKi 3acobu Ha
abTePHATHBHI aHTUTIIePTEeH3UBHI 3ac00U, SKi MalOTh MATBEPIXKEHUHN TPodins 6e3meyHoCTi
BUKOPUCTAHHS Yy Nepiof BariTHOCTI. Y pasi miarHOCTyBaHHS BariTHOCTI MOTPiOHO HETalHO BigMiHUTH
3aCTOCyBaHHS JIOCApTaHy Ta B pa3i moTpeOu MpHU3HAYUTH albTePHATUBHY Teparliio.

Bigomo, mo 3actocyBarHs APAII mip yac II Ta III TpuMecTpiB BariTHOCTI y JIIOAUHU IIPA3BOLUTH 0
(eTOTOKCUYHOTO BIUIUBY (3HMKEHHS (YHKIIil HUPOK, OJIirorigpaMHioH, 3aTpUMKa ocudikariii KicTok
yeperna) i COpUYMHSIE HeOHaTalbHy TOKCUYHICTh (HUPKOBa HEJOCTATHICTh, apTepiaabHa TilOTEeH3is,



rinepkamiemis).

fAK1mo j10capTaH 3aCTOCOBYBaBCA 3 II TpuMecTpy BariTHOCTI, TOLLI PEKOMEHAYETLCA IIPOBECTH
yNIbTPa3BYKOBE AOCTiAKEeHHS (PYHKII1 HUPOK Ta CTaHy KiCTOK dyepella JUTUHH.

3a HEMOBJIATAMHU, MaTepi SKUX IIPUNMalu JiocapTaH y Iepiof BariTHOCTi, He0OXigHO 3iliCHIOBaTH
peTenbHUN Harjgaf M[0f0 BUSBIEHHS apTepianbHOl rimoTeH3sil (IuB. po3ninu «IIpoTunokasaHHA» Ta
«OCc06IUBOCTi 3aCTOCYBAHHS»).

T'odysaHHA 2pydoio.

Ockinbky HeMae iHdopMaliil oA0 3aCTOCYyBaHHS JIoCapTaHy y Mepiof TOAyBaHHS IPYAOI0, He
PEKOMEHMYEThCS IPU3HAYaTH 11ei JTiKapchKui 3aci6. baxkaHe ambTepHAaTUBHE JTiKyBaHHS
TMiKapChKUMU 3aco0aMu 3 Kpallle BUBYeHUM IpodineM Oe3meKu Ioa0 TOAyBaHHS IPYIIIO,
0Cc0o0IMBO Y Tepiofl HOBOHAPOOKEHOCTi ab0 AKILIO AUTHUHA HEeJOHOIIeHa.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HeMae maHUX 11070 BIIMBY JIOCAPTaHy Ha 3MAaTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo iHITMMU
MexaHi3aMamu. OgHaK CJIif maM’gTaTh IIPO MOXKJIUBICTh PO3BUTKY TAKUX IMOOIYHMX peaklliid, SK
3alaMOpPOYEeHHS Ta COHJIUBICTh, 0COOIMBO Ha MOYATKY JIIKyBaHHS Ta MPHU MigBUIIEHHI 703U
JIiIKapChKOT0 3aco0y.

Cnoci6 3acmocyeaHHsi ma do3u.

TabmeTK1 MOXXHA 3aCTOCOBYBATHY HE3aJIeKHO Bif MpuioMy 1XKi, 3anuBaioyu 1 CKISHKOIO BOJIH.

ApmepiaabHa 2inepmeH3is.

3a3Buyal IOYaTKOBA i migTpuMy0da fo3a st 6ibIIOCTi XBOPUX CTaHOBUTH 50 MT JTiKapChKOTO
3aco0y 1 pa3 Ha go0y. MakcuMabHUM aHTUTIIePTEeH3UBHUM e()eKT JOCATAETHCS Ha 3-6-1 TUKOEHb
Bifl MOYaTKy IpUNOMY JiKapchKoro 3aco0y. [I1sh messKuX NallieHTiB MOXKe BUSBUTUCS CIIPUSATIIHUBILIUM
IiABHUINEHHS 03U JiKapchkoro 3aco0y go 100 mr 1 pa3 Ha no0y (BpaHIli).

JlocapTaH MOXKHa 3aCTOCOBYBATH y IIOEAHAHH] 3 IHIIMMU aHTUTIIEPTEH3UBHUMU JTIKapCbKUMU
3acobaMu, 0COOMMBO 3 AiypeTuKaMu (HallpHKiaz, TifpoxJIopoTia3uaoM) (quB. po3min Ta «B3aeMopis 3
iHITMMY NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3aEMOIii»).

ITauieHmu 3 apmepiaabHOW 2inepmeHrsiero ma uykposum diabemom II muny (npomeiHypis
= 0,5 2/00b6y).

3a3Buyail moyaTKoBa fio3a cTaHoBUThL 50 Mr 1 pa3 Ha mo0y. o3y MoxHa 30inpmuTu o 100 mr 1 pas
Ha 000y 3aj1e2KHO Biff TOT0, SKUMHU € IOKa3HUKYU apTepialbHOTO TUCKY Yepe3 1 MicsAlpb Micisg moYaTKy
nikyBaHHS. JIocapTaH MOXXHa 3aCTOCOBYBATH 3 iHIITMMHU aHTUTINEPTEH3UBHUMHU JTIKapCbKUMHU
3acobaMu (HAMpUKaM, AiypeTrKaMmu, 6710KaTopaMy KalbIlieBUX KaHauliB, 6710KaTopamMu o- abo P-
pelenTopiB, JTiKapCbKUMHU 3aco0aMu LeHTPasIbHOI fil) (auB. po3mdin «OcoO0nMMBOCTi 3aCTOCYBaHHA»), a
TaKOXK 3 iHCYJIiHOM Ta iHIIMMH TinoTTiKeMidyHUME 3acob6aMu, 1110 IMKUPOKO 3aCTOCOBYIOThCS
(HampuKaf, MOXigHUMH Cy/Tb(POHIICEYOBUHOIO, T/TiTa30HaMHU Ta iHTi0iTOpaMu I'TI0KO3UAa3H).



Cepuesa HedocmamHicmy.

3a3BUyail MoYaTKOBa [03a JiocapTaHy [ Nalli€eHTiB i3 CeplieBO0 HEJOCTATHICTIO CTAHOBUTH 12,5 Mr
1 pa3 Ha moby. 4K mpaBuio, Oo3y CIif TUTPYBaTU 3 TUXKHEBUMHU iHTepBasaMu (To6To 12,5 Mr Ha mo0y,
25 mr Ha mo6y, 50 Mr Ha o6y, 100 Mr Ha HoOy, MO MOCSATHEHHS MaKCHUMAaJbHOI 1o3u 150 Mr oguH pas
Ha 700Y), B 3aJIeXKHOCTI Bifl TepeHOCUMOCTi JTiIKapChKOT0 3aco0y MalieHTOM.

3MeHWeHHA Pu3uKy PO38UMKY IHCY/1bMmYy Y NAUIEHMIB 3 APMepPidAbHO 2inepmeH3si€ero i
einepmpo@i€ero 1iB020 WAYHOYKA, nidmeepdxiceHo Ha EKT.

3a3Buyall IOYaTKOBA I03a CTAHOBUTHL 50 Mr ytocapTany 1 pa3 Ha moby. 3aekHo Bif 3MiH piBHS
apTepianbHOTO TUCKY A0 JiKYBaHHS CIIiJ HOOATH TimpOXIOpOTia3uy y HU3bKiN 0o3i Ta/ab0 30inbuIuTu
no3y nocaprtany go 100 mr 1 pa3s Ha mo06y.

OxpeMi Irpynu nauieHTiB.

3acmocysaHHs nauieHmam 3i 3HUMCeHUM 06’EMOM LUPKY110H0Y0I KPOBi.

[MTamieHTaM 3i 3HUKEHUM 00’€MOM ITUPKYII0I0Y0i KPOBi (HAIPUKJIIa/l, YHACIIOK JTiKyBaHHS BUCOKHUMU
M03aMHU [IiypeTUKiB) CIIif 3BaXKUTHU HOLITbHICTb 3aCTOCYBAHHS JIIKAaPCHKOT0 3aC00y B IIOYATKOBIN 003i
25 Mr ofivH pa3 Ha Ho0y.

3acmocysaHHA nauieHmMam i3 nopyweHHAM PYHKUIT HUPOK mMd nduieHmam, AKuM Nposoosamb
eemo0ianisa.

[Ipu nmpu3HaveHHi T0capTaHy MalieHTaM i3 IOpYyIIeHHAM QYHKII1 HUPOK, a TaKOXK IallieHTaM, SKUM
IIPOBOASTH TeMOfiai3, I04aTKOBY KOPEKIIiI0 03U ITPOBOOUTH He MOTPiOHO.

3acmocysaHHAa nauieHmamM i3 nopyweHHAM GVHKUI] neviHKu.

[Ing nauieHTiB i3 mOpymeHHIM (QyHKIII1 TeYiHKY B aHaMHe31 CJIiff PO3T/ISHYTH IUTaHHS 00
IIpU3HAYeHHs JTiKapchKoro 3aco0y y MeHImi# f103i. HeMae mocBify nikyBaHHS MAIiEHTIB i3 TAXKKUMU
NOpYyIIeHHAMH QYHKIIIl Te4iHKM, TOMY JIocapTaH IIPOTHIIOKa3aHuH 11ill TPy HallieHTiB (AUB. PO3Oinu
«[IporunoxkasanHusa», «OcCOONIUBOCTI 3aCTOCYBaHHS»).

imu.
3acmocysaHHs dimam 8ikoM 8i0 6 micauis 00 6 pokis.

BesneynicTh Ta eheKTUBHICTh 3aCTOCYBAaHHS JTiKapChKoro 3acoby y miTei BikoM Bifm 6 Mics1iB 1o 6
POKiB Ha CbOTOJHI He BCTAHOBJIEHI. [JOCTYIHI Ha LIeX Yac [aHi IpencTaBiieHi B PO3aiii
«PapMaKoJIOTiYHi BTaCTUBOCTi», ajie XKOIHUX PeKOMeH allill 110/10 M03yBaHHS JiKapChKOro 3acoly
faTu He MOXKHa.

3acmocysaHHsa 0imam sikom 8i0 6 0o 18 pokis.

Ins miTed, Ki MOXYTh KOBTATH TaONeTKH i B IKUX Maca Tina Ginmeine 20 Kr Ta MeHIe 50 KT,
peKoMeH0BaHa f103a CTaHOBUTH 25 Mr 1 pa3 Ha f00y. Y BUHSITKOBUX BUIIAAKaxX J03y MOXKHA
30inpmuTH 10 MakcuManbHOl - 50 Mr 1 pa3 Ha fo0y. [J03y CIif KOpUTyBaTU 3ajIeKHO Bifl BIIJIUBY Ha
piBEHb apTepPiarbHOTO TUCKY.

Y nmatieHTiB 3 Macoio Tina Ginbine 50 KT 3a3BU4al pa3oBa fo3a cTaHoBUTh 50 Mr 1 pa3 Ha go0y. Y



BUHSITKOBUX BHITAKaX J03y MOXKHa 30iMbIInTH 10 MakcuManbHol - 100 Mr 1 pa3 Ha mo0y.
3acToCcyBaHHS [103, 10 epeBuInyTh 1,4 Mr/Kr (a6o Ginbire 100 Mr) Ha moOy, Y OiTel He BUBYAIIH.

JlocapTaH He peKOMeHO0BaHU I 3aCTOCYBaHHS AiTAM BiKOM [0 6 POKiB, OCKiIbKY JaHUX IIOJ0
3aCTOCYBaHHS JTiKapChKOro 3acoby Lii rpymi maiieHTiB HeIOCTaTHbO.

JlocapTaH He PEKOMEHAYETLCS 3aCTOCOBYBATH HiTSAM 3i MIBUOKICTIO KJTyOOYKOBOI (PinbTpariil
< 30 mn/xB/1,73M’, OCKiNbKY HeMa€ BifIOBiMHAX AaHMUX LIOMI0 3aCTOCYBAHHS (IUB. PO3MALT
«Oc06IUBOCTi 3aCTOCYBaHHS»).

JlocapTaH TakKOX He PEKOMEHAYETHCS OJI1 3aCTOCYBAHHS HiTAM i3 IOPYIMIeHHAM (YHKIil IeYiHKY.

3acmocysaHHA nauieHmMaM AimHb020 8iK\.

4K mpaBuio, HeMa€ MOTPebu y KOPUTyBaHHI TOYaTKOBOI HO3U AJIS MAIli€HTIiB TITHLOTO BiKy, X04a CIIif
BPaXOBYBaTHU MOXKJIUBICTh IPH3HAYEHHS JIiIKAPCHKOT'0 3aCO0Y B IMOYATKOBIM 0031 25 MT {7 Malli€HTiB
BIKOM Bifi 75 POKiB.

Himu.

JlocapTaH He PEKOMEHAYETLCS IJIST 3aCTOCYBAHHS iTAM BiKOM [0 6 POKiB, OCKIJIbKH IIOAO IIi€l IPymu
MIAITicHTIiB maHi € 00MeXEeHUMH.

Ilepedo3yeanHs.
Cumnmomu.

IaHi momo nepeno3yBaHHs JIocapTany o6MexeHi. HalliMoBipHimuMy nposBaMu mepego3yBaHHS €
apTepianbHa rimoTeH3id i Taxikapmis; Opagukapmis Moxe OyTH HACTiIKOM ITapacUMIaTUYHOI
(BarycHoi) CTUMYJIALIL.

JIiKy8aHHA.

Y pasi BUHUKHEHHS CUMIITOMaTUYHOI apTepianbHOl rinoTeH3il HeoOXiIHO BUKOPUCTOBYBATH
MigTPUMYBaJIbHY Tepario.

JIikyBaHHS 3aJIeXKUTh Bifl TPUBAJIOCTI Yacy, 1110 MUHYB MiCJIg IPUUOMY JTiKapChKoro 3acoby, a TaKox
BiJl XapaKTepy i TAXKKOCTI CUMIITOMIB.

[IpiopuTeTHUM 3axomoM Mae OyTu cTabinmisalis QyHKIil cepiieBo-CyquHHOI cucteMu. Ilicns
IIepOopabHOTO IPHUOMY JTiKapChKOT0 3aco0y MoKa3aHe 3aCTOCYBaHHS aKTHBOBAHOTO BYTi/ISA
y BignosigHiu no3i. [Ii3Hiwe ciiif 4acTo KOHTPOJIIOBATA OCHOBHI ITOKa3HUKY XKUTTENISIIBHOCTI
OpraHi3My Ta KOpUTyBaTU Npu HeoOXimHOCTi. JIocapTaH Ta aKTUBHI MeTa0oJIiT! He
BUMAJIAIOTHCS IIPU IPOBEEeHH] reMoiani3y.

ITo6iuni peakuii.



[ToGivyHOIO peakKlli€o, IPo SIKy HalvacTillle MoBimoMIIsiiu, OyI0 3alIaMOPOYeHHS.

YacToTa nobiyHUX peakilili, BKa3aHUX HUXKYe, BU3HAUeHa SIK HacTyIHa: Ayxke dacTto: =1/10; gacro:
Bim =1/100 mo <1/10; Hewacro: Big =1/1000 go <1/100; pigko: Bim =1/10000 mo <1/1000; ogyxe
pigko: <1/10000; HeBigoOMO (HEMOXKIIMBO BU3HAYUTH 3a iICHYIOUMMU JaHUMHU).

Tabmuis.

YacToTa no0iYHUX peakllil, BUSBIEHUX Y IIalle00-KOHTPOIbOBAaHUX KITIHIYHUX JOCIIgKEHHIX Ta Iif

Yac mic/sIpeecTpanifHoro 3aCTOCYBaHHS JI0CapPTaHy

[TobiuHa peaxiiis

JacToTa moOivHMX peakIfiii Ipy Pi3HUX MOKA3aHHIX

[HIIIE

[TamieHTH 3
ApTepianbHOIO
rinmepTeH-
3ier0 Ta
rimepTpodieio
T1iBOTO
[ITYHOYKA

ApTepians-
Ha
rinepTeH3is

XpoHiyHA
cepiieBa
HEeIOoCTaTHICTh

ApTepianbHa
rinmepTeHsisa Ta
[IyKPOBUU
miaGet II Tuny 3

HUPOK

3aXBOPIOBAHHAM]

TTocBin
[iCIsIpeecTpaliifHorT
0 3aCTOCYBaHHS
ITikapchKOro 3acoby

3 Ooky Kkposi ma nimpamuyHoi cucmemu

aHeMis

4aCTO

JyacTOTa HeBigoMa

TPOMOOIUTONEHIST

4yacToTa HeBigoMa

3 6oky iMyHHOI cucmemu

peaxliii rinepyyTaInuBOCTi,
aHadimakTUYHI peakiil,
AHTiI0HEBPOTUYHUYN HAOPSIKH
Ta BACKymiT**

PigKO

3 60Ky ncuxiku

menpecis

yacToTa HeBigoMa

3 6oky Hepeosoi cucmemu

3allaMOPOYE€HHA

4aCTO 4aCTO

4aCTO

4aCTO

COHJIMBICTD

HE4YaCTO

TOJIOBHUM Oinb

HE4YaCTO

HEe4aCTO

[OPYIIEHHS CHY

HE4YaCTO

rmapecTesis

PimKo

Mirpess

4yacToTa HeBigoMa

mICcreB3is

yacToTa HeBimoMa

3 60Ky opaaHia cayxy ma pieHosazu

BEPTHUTO

4aCTO 4aCTO

[ITyM/I3BiH Y ByXax

4yacToTa HeBigoMa

3 boky cepus

manpIiTaril

[HE4YaCTO

CTEHOKapis

HE4YaCTO

CHUHKOIIe

PIOKO

(hiOpunsIlisa mepencepnb

PigKO

11lepeOpoBacKyIsApHa IOfis

PiTKO

3 60Ky cyOuH

(opTocTaTH4Ha)
apTepianbHa rinoTeHsis (y
TOMY YHCJIi 4O303aJIeXKHi
OpTOCTATHYHI eheKTH) ”

HEe4YacCTO

4acCTo

1acCTO

3 60Ky duxasvHoi cucmemu,

2pyodHoi Kaimku ma cepedoCmiHHA

3aJUIIKa

HE4YacCTO

KalIll€JIb

HEe4aCTO

yacToTa HeBigoMa




3 60Ky WYHKOBO-KUWKOB020 MPAKMY

6ine y KUBOTI HEYacTo

3a1op HEYacTo

miapest HEYaCTo YacToTa HeBifoMa
HyZoTa HEYacTo

GrroBaHHS HEYacCTo

AHTiI0HEBPOTHYHUYN HAOPSAK pPioKo

KUIIeYHIKa

"enamobiniapHi po3aadu

MaHKpPeaTUT YacToTa HeBioMa
rernaTuT PiTKO

MopyIIeHHsT QyHKIii 4acToTa HeBimoMa
MediHKy

3 Ooky wWKipu ma niOwKipHoi KAiMmKo8UHU

KPOIIMBHUIIA HEYacTo YacToTa HEBiZOMa
cBepOiHHS He4YacTo 4yacToTa HeBigoMa
BHCUIIQHHSA HE4acTo HEYaCTo YacToTa HeBioMa
bOTOUyTNIUBICT YacToTa HEBifoOMa

3 60Ky 0NOPHO-PYX08020 anapamy ma CnoAy4yHoi MKAHUHU

|mianria 4acToTa HeBigoMa
apTpanris 4acToTa HEBifjoMa
pabmomiori3a JacToTa HEBioMa
3 60Ky HUPOK Mma ceyosusioOHUX WiisXie

mopyuIeHHs GYHKIII HUPOK JacTo

HUPKOBa HEJOCTATHICTh JacTo

3 Ooky penpodykmueHoi cucmemu ma MOA04YHUX 3d103

epeKTUIIbHA TUCHYHKILIs/
IMIIOTEHITiS

JacToTa HeBigoMa

3azanvHi po3sadu ma peaky,

ii y micui 3ac

InocyBGHHﬂ/ﬁKapCbKOZO30006

3arajbHa clIabKicTh

HE4YaCTO

4aCTO

HE4YaCTO

4aCTO

MMigBUINIeHA BTOMIIIOBAHICTh

HEe4YaCTO

4aCTO

HE4aCTO

4aCTO

HaOPSIK

HE4acCTO

3draJibHe HE3OY2XKaHHS

yacToTa HeBigoMa

Pesyibmamu ob6cmedceHb

rinepkanieMis

1aCToO

HEYacTo'

1aCTO

MMiABUIEHNY PiBEHD
anaHiHaMiHOTpaHC(epa3u
(AJIT)®

pigKo

MMiIBUILEHHS PiBHIB
Ce4OBUHU B KPOBI,
KpeaTuHIHY B CUPOBAaTLi
KPOBI Ta Kasilo B CUPOBATII
KPOBI

4acCTo

rinoHaTpieMis

4acToTa HeBigoMa

rimormikeMis

4aCTO

*YV ToMy uncii HabpsSK ToOpTaHi, T0I0COBUX 3B’430K, 001My4s, Ty0, TIOTKU Ta/abo sg3uKa (1110
3yYMOBJTIOE OOCTPYKIIiI0 ANXANbHUX LIUISAXIB); V AeSKUX i3 1IUX MAllieHTiB y aHaMHe3i criocTepirascs
aHTiOHEBPOTUYHUY HaOPSK y 3B’I3Ky 3 IPUINOMOM iHIINX JTiKapChKUX 3ac00iB, y TOMY 4UCIIi

inri6iTopis AIID.

** Bkitouae nypnypy Ulennsaiina-I'eHoxa.

lOco6nuBo y HAl[i€HTiB 3 BHYTPIMIHbOCYAUHHOIO TIIIOBOJIEMIEI0, HAIPUKIIAM, ¥ MALIEHTIB 3 TAXKKOI0
CepleBOI0 HeOCTaTHICTIO @00 Malli€eHTiB, SKi OTPUMYIOTh JIiIKyBaHHS AiypeTUKaMHU y BUCOKHUX J03aX.




TL[;{ mob6iyHa peakiis Oyla 4acTOIO cepeq MallieHTiB, sSKi oTpuMyBanu 150 Mr nocapTany, a He 50 MT.

'V KITiHIYHOMY [OCTIIIKEHHI, B IKOMY B3SIH Y4acTh IAIi€HTH 3 IyKPoBUM fAiaGeTom II Tumy Ta
HedpomarTielo, rinepkaniemis (> 5,5 MMonw/n) croctepiranacsa y 9,9 % maiieHTiB, SKi OTpUMYyBaIn
tTabneTKu mocapTany, ¥ y 3,4 % mallieHTiB, SKi OTpUMYBaIH I1aiedo.

§HK IpaBuJIo, 15 MobiyHa peakllis 3HUKAJIA MicyIsA BigMiHU JIocapTaHy.

Taki gomaTKoBi mo0iYHi peakiiii y MaIlieHTiB, IKi OTPUMYBaJIK JJ0CapTaH, BUHMKAIYN YacTille, HiX y
MAIliEHTIB, SIKi OTPUMYyBaIH Ijanedo (YacToTa HeBimoMa): Oinb y CIuHi, iH(pEKIIii CeY0BHUBITHUX
IIIAXIB i rPUNONOAiOHI CHUMITOMMU.

3 60Ky HUPOK ma ce4osugioHux wsxis.

Y nmaiieHTiB rpynu MifBUILIEHOT0 PU3UKY TTOBIOOMIISIIN IIPO 3MiHM (QYHKIIl HUPOK SK HACJiIOK
inribyBaHHs PAAC, y TOMy 4KCIIi IO BUNIAAKU HUPKOBOI HEJOCTATHOCTI; ITi 3MiHU (YHKIIii HUPOK
MOXKYTh OYTH 3BOPOTHUMH IIiCJig BiIMiHU JiKapchKoro 3acoby (muB. po3min «OcobmuBocTi
3aCTOCYBaHHS»).

iTH.

[Tpodine mobiuHMX peakiridl y mited nmomibuu no mpodinto y mopocnux marieHTiB. [laHi momo mo6ivHux
peaktint y gitTeir o06MexeHi.

[ToBimomIeHHs PO Mimo3poBaHi Mo6iYHI peakirii

[ToBimomeHHs mpo mo6iuHi peakilil micis peecTpaliil JikapchKoro 3aco0y Ma€ BeNvKe 3HaYeHHS. Le
[a€ 3MOTY IPOBOJUTH MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHMM IIPeICTaBHUKAM CJIifl IIOBiIOMIISITH IIPO BCi BUIIQAKH IiM03pI0OBAaHUX IMOOIYHUX peakIlii Ta
BificyTHOCTI e(peKTHUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy cUCTEMY 3
(dapmakoHarnsany 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 pPoKH.
YMoBu 30epiranHsi.
30epiraTu npu TemnepaTypi He Buille 25 °C B OpUTiHaIbHIN YIIaKOBIIi.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MiCIIi.

YnaxoBka.



Tabaemxku no 25 me, no 50 me.

[To 14 Tabnetox y GricTepi; mo 1, mo 2 abo 1o 6 GicTepiB y KapTOHHI yIaKOBIIi.
Tabaemxku no 100 me.

[To 14 Tabnetok y 6iicTepi; mo 1, mo 2 abo 1o 6 GicTepiB y KapTOHHI yIaKOBIIi.

I[To 10 Tabnetoxk y 6iicTepi; mo 3, mo 9 abo mo 10 GicTepiB y KAPTOHHIN yIIAaKOBIIL.

Kareropis Bigmycky.

3a pemenTom.

BupoOHHUK.

TOB «KYCYM ®APM» (mns mo3yBaHHSA 25 mr, 50 mr, 100 mr).

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.

40020, Ykpaina, Cymceka o61acth, M. Cymu, Byn. CkpsibiHa, 54.

abo

BupoOHHUK.

KYCYM XEJITXKEP IIBT JITH/

KUSUM HEALTHCARE PVT LTD (gnsa go3yBanus 50 mr, 100 wmr).

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

CII-289 (A), PIIKO Inpmactpian apea, Yomauki, bxiBani, [lict. AnBap (PagxacTtan), [Hmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

abo

BupoOHHUK.



TOB «'JIEO®APM JITH» (ansa po3yBanHsg 50 mr, 100 mr).

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.

40020, Ykpaina, Cymceka o6macts, M. Cymu, ByJ. [laBUIOBChKOT0 I'puropisi, 54.



