IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKAPCHKOIo 3ac00y

T'AJIOBICT 1,0
(GADOVIST® 1,0)

Cknao:

oiroua peuosuna: gadobutrol;

1 M7 po3umny st i’ ekii MicTuTb 604,72 Mr rano0yTpoity (110 Binnosinae 1 MMoiIb/Mi);
OONOMIJICHI pevo6uHU.: KaJbIIil0 HATPII0 OYTPOJI, TPOMETAMOJI, KUCJIOTa XJIOPUCTOBOIHEBA PO3BEICHA,
BOJA IS 1H €KITIH.

Jlikapcbka ¢opma. Po3uun aist 16’ €KITIH.
OcHosHi i3uKo-XiMiuHi r1acmugocmi: IPO30PHUM PO3UUH, 110 HE MICTUThH BKIIFOUYCHbD.

OcmouspHicts nipu 37 °C (MOcwm/n po3uuny) | 1117
OcmossuteHicTs Tipu 37 °C (MOcem/kr HoO) | 1603
pH po3uuny BiJ 6,6 110 8
B’si3kicts ipu 37 °C (mlla-c) 4,96

dapmakorepaneBTHYHA rpyna. [lapamarHiTHi KOHTpacTHI 3acCO0H.
Kox ATX VO8CAO09.

Dapmakonoziuni enacmueocmi

Dapmaroounamixa.

EdexT migBuiiieHHs KOHTPACTHOCTI JOCITAEThCS 3aBISIKH HEHTpAIbHOMY (HEIOHHOMY) KOMIUIEKCY, 1110
ckinagaerbesi 3 ramgomiHiro  (III) Ta MakpomwkiIigHOTO JIiraHAY JIUTIAPOKCHUTIIPOKCHUMETHII-
MPOMUITETPaa3aMKIO-10ACKaHTPUOITOBOT KUCIOTH (OyTpOIy).

PenakcuBHICTH ramoOyTposy, BUMIpsHA IN VItro B KpoBi/miasmi JrOAuHU Y (i3ioloriyHux ymoBax i
npu  KIHIYHO 3Hauymux Hanpyrax mons (1,5 1 3,0 Tn), 3Haxoauthcss B miama3oni 3,47—
4,97 JI/mmoib/ceK.

VY KIHIYHUX [J03aX BHUpPaX€HA PEJIAKCUBHICTh TaJ00yTpoy MNPU3BOJIUTH JI0 CKOPOYEHHS dYacy
pernakcallii MpOoTOHIB BOAU B TKAHUHAX.

CrabiapHICTh KOMILIEKCY ragoOyTpoiy BuBYamd iN Vitro y ¢izionoriuanx ymoBax (y HaTHBHIi
cuposatii Jiroauau pu pH 7,4 ta 37 °C) npotsrom 15 1i6. KinbKicTe BUBUIBHEHUX 10HIB TaJ0JIIHIO 3
rano0yTpoiy Oyna HuXKYe MeXi KuibkicHOro BuzHaueHHs 0,1 Mon.% 3arajibHOro rajofiiHiio, IO
CBIUUTH PO BUCOKY KOMILIEKCHY CTAOUIBbHICTh TaI00yTpOILy Y BUIIPOOYBAHUX YMOBAX.

Kniniyna eQekTuBHICTD

B omnomy 3 kmiHiuHuX gocnimkeHb ¢aszu Il 3actocyBanns mnpemapaty [agosict 1,0 3 mMeroro
JTIarHOCTUKHM 3aXBOPIOBaHb TEUiHKM (TIpH  IPOBENEHHI KOMOIHOBAaHOI MAarHITHO-PE30HAHCHOT
tomorpadii (MPT) go Ta micns 3acTocyBaHHS KOHTPACTHOI PEYOBUHH) UYTIUBICTH B CEPEIHBOMY
craHoBuna 79 %. CrnenudidHicTh BUSBICHHS Ta BepUdIKallisl YIIKOIKEHb MEYIHKH 3 MiJO3pOI0 Ha
370SKICHICTH ckiana 81% (anaini3, 1mo 6a3yeTbCst Ha JaHUX 00’ €KTUBHOTO JOCIIHDKEHHS Malli€HTIB).

B ognomy 3 knmiHiYHMX gocmimkeHb HUpoOK (azu Il uyrmnmuicte ans audepeHuiinHoi JiarHOCTUKU
JNOOpOSIKICHUX Ta 3J0SKICHUX YIIKO/UKEHb HHMPOK CTaHOBWIA Yy cepenHboMy 91 % (aHauni3, 1o
0a3yeThCcsl Ha JaHUX 00 €KTHMBHOTO NOCHIDKEHHs MailieHTiB) Ta 85 % (aHamis, mo Oa3yeThcsi Ha
JOCTDKEHHI 30H ypaxkeHHs). CrneuniuHicTh CcKiajga y cepeaHboMmy 52 % mil 4ac MpOBEAEHHS
aHauizy, mo 0a3yeThCs Ha JaHUX 00’ €KTUBHOTO JOCTIKEHHS MaIlieHTiB, Ta 82 % mia yac mpoBeACHHS
aHaji3y, 1o 0a3yeThCs Ha JAOCTIHKEHH] 30H YPayKeHHS.

ITpu 3actocyBanHi npenapary I'agosicT 1,0 minBumenns uymmBocti MPT 110 BBeZEHHSI KOHTPACTHOT
pedoBuHU Ta KoMOiHOBaHOT MPT 10 Ta micis BBeeHHS KOHTPACTHOI pe4OBHHH CTaHOBUIO 33 % mpu
JOCIIPKEHHI MeYiHKH (aHami3, mo 0a3yeTbcs Ha AaHUX 00 €KTUBHOTO JIOCHIKEHHS MAIli€HTIB) Ta
18 % mpu gocnmipKeHHI HUPOK (aHami3, mo 0a3yeTbes K Ha JaHUX OO0’ €KTUBHOTO MJOCITIIKCHHS
MAIiEHTIB, TaK 1 Ha MOCTIKeHH] 30H ypaxkenHs ). [ligBumenns cneuupivaocti MPT mo BBeneHHs
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KOHTpacTHOI peuoBHMHM Ta KoMmOiHOBaHOi MPT 1o Ta micias BBENGHHS KOHTPACTHOI PEYOBHUHU
ctaHoBWIO 9 % mpu AOocCHiKeHHI MediHKK (aHami3, mo O0a3yeTbcss HA JaHUX OO0 €KTUBHOTO
JOCTIKEHHS TAIIEHTIB), B TOM € 4Yac MpU JOCIIHKEHHI HUPOK MiJBUIICHHSA CIEeUU(IYHOCTI HE
crioctepiranu (aHani3, mo 0a3yeTbes Ha TaHUX 00’ €KTUBHOTO JIOCIi/DKEHHS MAIIEHTIB Ta IO CIIHKCHH1
30H ypa)KE€HHS).
Byno npoBeneHo ycepeaHeHHs 3a pe3y/ibTaTaMi aHOHIMHOT OI[IHKH HE3aJIe)KHUMH PalioJIOTaMH.
B opHOMy iHTpaiHIMBIZYaJbHOMY II€PEXpPECHOMY MOPIBHIIBHOMY IOCHIKEHHI 3a ydacTio 132
narienTiB ['agosict 1,0 mopiBHIOBaIM 3 MemTyMiHy ragorepatom (oOuasa npu 0,1 MMoOIB/KT) mix dac
Bi3yaurizarlii HeOIJIaCTHYHUX YPAXKEHb TOJIOBHOTO MO3KY.
[lepBUHHOIO KIHIIEBOIO TOYKOIO Oyia 3aranpHa mepeBara mnpemnapary ['agosict 1,0 abo mermyminy
rajioTepary, 10 BH3HAYajacs HUIAXOM PO3PaXyHKy CEpeIHiX 3Ha4eHb HE3ICKHHMHU EKCIIePTaMHU.
[lepesara npemnapary I'agosict 1,0 Bupaxanacs 3nauerasm p — 0,0004. 3okpema, nepeara mpenapary
INaposict 1,0 Oyna BusiBneHa y 42 nanieHTiB (32 %) MOPIBHSHO 13 3arajbHOI0 MEPEBArol0 MENTyMIHY
ragotepary y 16 namientiB (12 %). V 74 nauientiB (56 %) nepeBary He Oyio BiigaHO Hi OJHIN, Hi
IHIIHA KOHTPACTHIM pe4oBHHI.
3a JIpyruM TMOKAa3HUKOM, SKUW Oylo BHUKOPHCTAaHO B aHali3l, a caM€ 3a CIIBBIJHOIICHHSIM MIX
iHTeHCcUBHICTIO MP-curHany B NyXJIMHI Ta IHTEHCHBHICTIO B IHTAKTHIM TKaHWHI, CTAaTUCTHYHO
JOCTOBIPHO JOBeleHa BHINAa edekTuBHiCTH y mpemnapary [amosict 1,0 (p < 0,0003). Bincotok
nocuwieHHs O0yB BuiuM y npenapary ['agosict 1,0 (p < 0,0003) nopiBHSHO 3 MEIIYMiHY T'a0TepaToM
31 CTATUCTHYHO 3HAYMMOI0 PI3HUIIEIO 32 JAHUMH HE3aJeKHUX CKCIIEPTIB.
INaposict 1,0 (129) noka3aB BUIIMI cepeHIil MOKAa3HUK CIIBBIJHOLIEHHS KOHTPACT/IIYM MOPIBHIHO 3
MeryMiHy rajgoteparoM (98). Pi3Huig Oyna cTaTUCTHYHO HE3HAYUMOIO.

ITH
Byno mpoBeneno aBa mocmimkenus ¢asu /Il i3 3actocyBanHsSM omHOpPa30BOi M03u mpenapary 138
MeAIaTPUYHUM TAaIllEHTaM, SIKUM IUIaHYyBaJIOCh IPOBEICHHS KOHTPACTHOI MAarHiTHO-PE30HAaHCHOT
tomorpadii (MPT) nenrpansnoi HepBoBoi cuctemu (IIHC), mediHku Ta HMpOK ab0 KOHTPACTHOI
MarHiTHO-pe3oHaHcHoi aHriorpadii (MPA), Ta 44 cy0’ekTaM BIKOM BiJ HapoOKEHHS 10 2 pOKiB (B
TOMY YHCJIl JIOHOUIEHMM HOBOHApPO/KEHHUM), SIKUM IUIaHYBaJlOCh IPOBEICHHS CTaHIApTHOT
koHTpacTHOI MPT Oyap-sikoi nuistHkM Tina. BimMivanack giarHoCTHYHA €(DEKTHBHICTH Ta MiIBUIICHHS
JIarHOCTUYHOI TOCTOBIPHOCTI BCIX MapameTpiB, IO OLIHIOBAIUCH B JTOCTIKEHHSAX, 0€3 OyIb-IKUX
BIIMIHHOCTEW MDK TMEHIaTpUYHUMHU TAIllEHTaMU Ta JOPOCITUMHU. Pe3ynbpratd AOCHIIHKEHHS MOKa3aau
Jy)Ke TapHy nepeHocuMicTh npernapary ['amosict 1,0 3 Takum camum nipodizem 6e3nexu rago0yTpoiry,
1o ¥ y JTOPOCIHX.
Kniniyna Ge3neka
Tun 1 yacToTa MOOIYHMX peakilid MiCas BBEACHHs JiKapchkoro 3aco0y ['amomict 1,0 3a pisHUMH
MOKa3aHHSIMU OI[HIOBAIKMCS Yy BEIMKOMY MUDKHApOJHOMY MPOCIEKTUBHOMY HEIHTEPBEHIIHHOMY
nocmimkeHHi (GARDIAN). IMomynsanis 6e3nexu Briarouana 23708 mamieHTiB ycix BIKOBHX TpYIL,
30kpeMa gireit (n = 1142; 4,8 %) 1 moneit nitaporo Biky (n =4330; 18,3 % y Biri Bixg 65 1o < 80 pokiB
in=526; 2,2 % y Bimi > 80 poki). Cepenniii Bik ctaHOBHUB 51,9 poky.
Bicti aBa mamientu (0,9 %) moBimomuiu 3aranoM mpo 251 nebaxane siBume, a 170 (0,7 %)
MOBLAOMUIH Tipo 215 mopiid, knacudikoBaHux gk moOivHi peakuii, OutbiicTh 3 Akux (97,7 %) Oynu
Jerkoi abo MmoMipHOi iHTEHCHUBHOCTI. HalOinbInl YacTUMKM 3apeeCTpPOBAHMMH NMOOIYHHUMH PEaKIisIMU
oymu nygporta (0,3 %), OmroBanus (0,1 %) 1 3amamopouenHust (0,1 %). PiBeHp moOIYHMX peakIliif
cranoBuB 0,9 % y xiHok 1 0,6 % y donoBikiB. He Oyno HiSKMX BIIMIHHOCTEH y MOKa3HUKaX MOOIYHUX
peakiiii 3anexHo Bix 103U ragodyrpoiy. 31 170 narieHTiB, y skux 0ynu noOiuHi peaxuii (0,02 %), 4
NAIiEHTH MaJi Cepio3Hy MOOIYHY peakilito, MPUUIoOMy OJiHa MoAis (aHaUIAKTUYHUM 1IOK) MpHU3Bea
70 JeTanpHOro Hachiaky. Hebaxani siBuma Oynu 3apeectpoBani y 8 3 1142 (0,7 %) neniarpuuHux
narieHTiB. Y 1mectu aitel 1i HebaxkaHi siBuIa Oy kiacuikoBaHi sik mooiuni peakirii (0,5 %).
HupkoBa HeslocTaTHICTh
Y mpocnektuBHOMY (apmakoemninemionorivnomy gocmipkerHi (GRIP) moTeHmiiHOTO pU3HKY
PO3BUTKY HE(POTHYHOTO CHHAPOMY Yy MAI[IEHTIB 3 MOpYyLIeHHIM (YHKIIi HUpoK 908 maiieHTiB 3
PI3HUM CTyNeHeM NopylIeHHs (QYHKIii HUpoK oTpumyBanu [amomict 1,0 y cTanmapTHiil cxBaneHii
no3i uis koutpactHoi MPT. Bei natienTty, y T. 4. 234 maii€eHTiB 3 TSXKKOK HUPKOBOIO HEAOCTATHICTIO
(po3paxyHKOBa MIBUIKICTh Kiy60ukoBOi (ibrpanii < 30 mi/xs/1,73 M?), sIki He OTPUMYBAIM IHIIMX
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KOHTPAaCTHHUX PEYOBHH, L0 MICTATh TaA0diHIH, CIOCTEpIrajaucs MpoTAroM JBOX POKIB IIOAO O3HAK i
cumntomiB Hedporennoro cucremuoro ¢ioposy (HC®D). V >xomHOro mnarieHTa, BKJIIOUYEHOTO B
JoCTipKeHHs, He po3BuHyBcsi HCD.

Jlani OOKNIHIUHUX 00CTIOMNCEHD.

Ha mixcraBi cTraHmapTHUX IOCHIIKEHb 3 (apMakoJiorii Oe3MeKH, TOKCHYHOCTI NMPH HOBTOPHOMY
BBEJICHHI 400 TCHOTOKCHYHOCTI HEe OyJIO BUSBIECHO CHEIU(BIYHOTO PU3UKY VIS JTIOJCHKOTO OPraHi3MYy.
VY AoCHimKEHHSIX PEenpoIyKTUBHOT TOKCHUYHOCTI 3aCTOCYBaHHS MOBTOPHHX /03 (BHYTPIIIHBOBEHHO)
3YMOBIIIOBAJO  3aTPUMKy €MOpIOHATBbHOTO PO3BUTKY Yy IIypiB Ta KPOJIB, MiABHIICHHS
eMOpIOJIETABHOCTI Y IIypiB, KPOJIIB Ta MaBIT Y J103aX, MO y 8 — 16 pa3iB (3 po3paxyHKy Ha OJUHUIIO
noBepxHi Tima) yn y 25 — 50 pasiB (3 po3paXxyHKy Ha OJUHHIIO MacH Tila) IepeBUIIYBaJIN
JIarHOCTUYHI J03W B Jroaei. Hewimomo, Wn mi edeKTH MOXKYTh TaKOXX OYTH I1HIyKOBaHUMH
OJTHOPa30BUM BBeACHHAM. JOCITiKEeHHS TOKCUYHOCTI pa30BOi Ta TOBTOPHUX /103 Y HOBOHAPOKEHUX
Ta CTaT€BO HE3PUIMX LIypiB HE BKa3ylOThb Ha HAsABHICTb CHEIU(IUHOTO PU3HUKY INPHU 3aCTOCYBAHHI
JUTSIM YCIX BIKOBUX I'PYI, B TOMY YHCII1 JOHOIIIEHUM HOBOHAPOKEHUM Ta HEMOBJIISTAM.

3 panioakTUBHO MIYEHOro rajo0yTpoiy, skl OyB BBEICHHI JaKTyIOUMM CaMKaM IIypiB, MEHIe
0,1 % BBemeHoi 103W MOTPAMMJIO [0 OWTUHYATA 3 MOJIOKOM. Y IMIypiB TMIiCIs TEpOpaIbHOTO
3aCTOCYBaHHS BCMOKTYBaHHSI OyJO JyXe€ HU3bKHM Ta CTaHOBHIJIO Onu3bko 5 % (mpu oOYHCIIeHH1
a7IcopOOBaHOT J1I03M 3a PIBHEM BUBEJICHHS 3 CEUCIO).

3a TaHUMU JOKJIIHIYHUX JOCHIPKEHb 3 0€3MeKH 3aCTOCYBaHHS Ipernapary, 3 00Ky ceplieBO-CyIuHHOT
CUCTEMM CIIOCTEpIirajiy TPaH3UTOPHI MiJBULIEHHS apTepialbHOrO0 THCKY 1 CKOPOTHOCTI MioKapjaa
3aJIe’KHO BiJ] BBeNIeHO1 103H. L1 eextn He criocTepiranu y mroiei.

Exonoriuni nocnipkeHHs MOKa3ald, IO CTIMKICTh 1 pyXJIMBICTh KOHTPACTHUX PEYOBHUH, 11O MICTITh
rajJ0JiHIN, BKa3yIOTh HA MOTEHI[IITHE TTOMMPEHHS B TOBIII BOJH 1, MOXKJIMBO, B TPYHTOBHUX BOJIaX.
Dapmaxokinemuxa.

Posznoain

[Ticnss BHYTPIIIHROBEHHOTO BBEACHHS TaIoOyTPOJ IIBUIKO PO3MOJAUBIETHCS Y TMO3aKIITHHHOMY
npocTopi. 3B’s3yBaHHA 3 OuUTkamMu He3HauHe. DapMakOKIHETHYHI TapaMeTpu Tafo0yTpoiy y
JOJICKKOMY oOpraHiami Oynu mosomnponopiiiiaumu. [lpu BBemeHHi ramoOyrpony y mo3i go 0,4
MMOJIB/KI MacH Tifa piBeHb Ipemapary y Iia3Mi KpoBi 3HIKYBaBcs aBodasHo. Ilicist BBemeHHs
npenapary y 1031 0,1 MmoIb/kr Macu Tia y cepeaaboMy 0,59 MMoib/ i1 mma3mMu Oyiio BU3HAYEHO yepe3
2 XBWJIMHH Mmichs i1’ ekl 1 0,3 MMoJIb/JT T1a3Mu — yepe3 60 XBUIIMH MICIs 1H €Ki,

Bbiorpancdopmarris

Hi B mu1a3mi kpoBi, Hi B ce4i MeTaboIiTH BUSBIICHI HE OYJIH.

Busenenns

IMamoOyTpost enMiHyeThCS 3 TUIa3MHU KPOBI1 3 CEpeHIM TePMIHAILHUM IE€pio oM HamiBBHBeACHHS 1,81
roauau (1,3 — 2,1 rogunn). Ilonang 50 % mo3u ragoOyrpody, mo Oyna BBeAeHa BHYTPIIIHOBEHHO,
BHUBOJIUTHCS MPOTATOM JBOX TOJMH 13 ceuero, a uepe3 12 roaun — nonaa 90% Beenenoi no3u. [Ipu 1031
0,1 mmonw/kr macu Tina B cepeaqabomy 100,3+£2,6% BBeneHoi 103U Oyno BUBEACHO 4epe3 72 roAUHU
micnst 11 ekl 13 cedero. Hupkosuii kiipeHc rago0yrpoiy craHoBuTh 1,1 — 1,7 MI/XB/KT y IpaKTUYHO
3I0POBUX OCI0 1, TAKMM YMHOM, MOAIOHMI O PEHANTBHOIO KIIPEHCY iHYIiHY, 1[0 BKa3ye Ha Te, IO
rafo0yTpoa BHUBOJUTHCSA NUIAXOM TiomepynspHoi ¢uibrpanii. Menme 0,1 % BuBoauThCA 3
dhekamismu.

[lemiaTpuyHi DaIliEHTH

IIpo¢ine 3arampHOi (apMakOKIHETHKHM Trajo0yTposly y neaiaTpuyHux mnauieHTiB (< 18 pokiB)
noAiOHuH 10 npodinto y nopociux (auB. po3aut «Crnocid 3acToCyBaHHS Ta A03W»).

byno mposeneno nBa npocnimkenHs ¢asu I/III 3a ydactio memiarpuuyHux mnamieHTiB (< 18 pokiB).
IIpodine dapmakokineTHkH Bu3Ha4aiau y 130 meniaTpuuHuX namieHTiB BikoMm 2 — < 18 pokiB Ta y 43
neliaTpUYHUX MAIieHTIB BIKOM < 2 POKIB (B TOMY YHCII1 JOHOIIEHUX HOBOHAPOKEHHUX).

[Ipodine ¢apmakokiHETUKH TagoOyTpoiy y JIiTeH yciX BIKOBHX TPyl € MOAIOHMM A0 Mpo(imto
(bapMaKOKu{eTHKH y Jopociux 1, SK HaclioK, MOAiOHI 3HadeHHs Mwiomi mig kpuBoio (AUC),
3aranpHOrO KiipeHcy (CLtot) Ta 06’ emy posnoniny (Vss), SIK 1 epioly HalmiBBUBEAEHHS Ta IIBUAKOCTI
eKCKpeIIii.

bauseko 99 % (cepenHe 3HaUYeHHS) J03M BUBOAMIOCA 13 cedero uepe3 6 roauH (y BiKOBIM rpymi
2 — < 18 pokiB).




[larieHTH JITHHOTO BIKY (Big 65 POKIB)

UYepes ¢izionoriuni 3MiHU GYHKILIT HUPOK 13 BIKOM CHCTEMHA €KCIO3UILsl Y 3A0POBUX JOOPOBOJIBIIB
JITHBOTO BIKY (BIKOM Bi 65 pokiB) 30utbmyeTbest Ha 33 % y 40soBIKiB Ta Ha 54 % y KIHOK, KIHIEBUI
nepios HarmiBBUBEACHHS 30utblIyeThest Ha 33% y doinoBikiB Ta Ha 58% y xiHok. Kiipenc y miasmi
KpOBI 3MEHIIYEThCS BINMOBIAHO Ha 25% (donoBiku) Ta 35% (kiHkH). BuBeneHHs HUpKaMu BBEJICHOT
7031 BiOYBA€ThCS y BCIX MAlliEHTIB B MOBHOMY 00’eMi uepe3 24 TOAMHHU, PI3HHII MDK 3J0POBUMH
MaIiEHTaMH JITHHOTO Ta MOJIOJIIIOTO BiKY HE BUSBJICHO.

HupkoBa He1OCTaTHICTh

VY mamieHTiB i3 MOpYIIEHHSM (QYHKIII HUPOK MEpioJl HAMiBBHBEICHHS PEYOBHHU 3 IUIa3MH KPOBi
MOJIOBXKEHUN Yy 3B’SI3Ky 31 3HMKEHOI KIy0OukoBOIO (inbTpariero. CepenHiid KIiHIEBUN Iepioj
HaIiBBUBE/ICHHS y MAIIIEHTIB 13 HUPKOBOIO HEAOCTATHICTIO CEPETHBOTO CTYNEHS TSHKKOCTI CKanae 5,8
roauau (80 > kiipeHc kpeaTuHiny > 30 MII/XB), Y MALIEHTIB 13 TSKKOI HUPKOBOIO HEAOCTATHICTIO, L0
He nepeOyBaroTh Ha Jianisi (kiipeHc kpeaTuHiHy < 30 mi/xB), — 10 17,6 rogunu. CepenHiii nepioa
HaINIBBUBE/IEHHS 3 IUIa3MM KPOBI1 3MEHILY€ETHCS Y MAIIEHTIB 13 HUPKOBOIO HEJOCTATHICTIO CEPETHBOTO
cTyneHs TskkocTi (80 > kiipeHe kpeaTuHiHy > 30 mu/xB) 10 0,49 Mil/XB/Kr, y NAIIEHTIB 13 TSKKOIO
HUPKOBOIO HEJOCTATHICTIO, IO HE TMepedyBaroTh Ha mianizi (kiipeHc kpeatnHiny < 30 mu/xB), — A0
0,16 mn/xB/Kr.

[ToBHE BUBEIEHHS 13 CE€U€l0 Yy MAIIEHTIB 13 MOPYIIEHHSAM (PYHKIIT HUPOK JIETKOTrOo abo CepeaHbOro
CTYIEHS CIOCTEPIranocs yrnpoaoBk 72 rojauH. Y MAalli€HTIB 13 NOPYIIEHHAM (QYHKIIi HUPOK TAKKOTO
cryrnens npuHaiiMH1 80% BBeIEHOT 103U BUBOIUIIOCS 3 CEUCHO YIPOAOBXK 5 116 (muB. po3aum «Cmocid
3aCTOCYBaHHA Ta A03W», «OCOOIMBOCTI 3aCTOCYBAaHHS»). Y MAIli€HTIB, 10 MepeOyBarOTh Ha Jiai3i,
razio0yTpos MaiiyKe MOBHICTIO BUBOJUTHCS 3 IJIa3MU KPOBI IICIIS TPETHOTO CEaHCy.

Kainiuni xapakrepucTuku.
Ilokazanns.
Jlikapchkuii 3aci0 3aCTOCOBYETHCS 3 JIarHOCTUYHOIO MeToro. ['amoBict 1,0 moka3zaHWii TOPOCIHM,
MUTITKaM Ta JITSIM BC1X BIKOBUX TPyl (B TOMY YHCJI1 JOHOIIEHUM HOBOHAPOHKEHUM) JIJIS:
. [TokpameHHs KOHTPACTHOCTI 300paXKeHH TiJ] Yac KpaHiaabHOi Ta criHansHOT MPT.
. [TokpamenHs KoHTpacTHOCTI 300pakeHHs mif 4ac MPT medinku a00 HUpPOK y TAIli€HTIB 3
Mi03PIOBAaHUMHU 200 MIATBEPKCHUMH BOTHHILCBUMH YIITKO/HKECHHSIMH 3 METOIO iX Kiacudikarii
SIK JOOPOSKICHUX a00 3JI0SAKICHHX.

. [TokpaleHHss KOHTPACTHOCTI 300paKeHHS 1] 9Yac MarHiTHO-pe30HaHCcHO1 aHriorpadii (MPA).
lamosict 1,0 Moke TakoX 3acTOCOBYBATHUCS IIiJf Yac MAarHITHO-PE30HAHCHHUX JIOCIHIKCHb
MaTOJIOTIYHUX YTBOPEHb YChOTO Tija.
lapoict 1,0 mosiermye Bi3yanizaiifo aHOMAJIbHHX YTBOPEHb a00 VIIKO/PKEHb Ta Ja€ 3MOTY
T epeHITIFOBaTH MDK 3JOPOBHMH Ta IMAaTOJOTIYHUMHU TKAaHHHAMM.

Iamosict 1,0 cmig 3acTOCOBYBAaTH JIMIE SIKIIO AlarHOCTUYHA iH(GOpPMALlisS € BaXKJIMBOIO Ta HE MOXKE
OyTM OTpUMaHa 3a JONOMOTOI0 MarHiTHO-pe3oHaHcHOi Tomorpadii (MPT) 06e3 3actocyBaHHS
KOHTPACTHOT PEYOBUHHU.

Ilpomunokazanns.
[ligBuiieHa 4yTIMBICTh 10 110401 pEUOBUHU a00 10 OyAb-sIKOTO 1HIIOTO KOMIIOHEHTA Mpenapary.

Ocobnuei 3axo0u 6e3nexu.

[Ipenapat npu3HayeHUH JUIIE A5 pa30BOT0 BUKOPUCTAHHS ([UI OJJTHOT'O JOCII/DKEHHS).

Ie#t MmeanuyHMii Mpenapar ciiJl peTeiabHO OTJISHYTH mepen BukopucraHHsM. [ajgosict 1,0 He MokHa
3aCTOCOBYBAaTH y pa3i 3HA4YHOI 3MIHM 3a0apBIIEHHS, BUSBJIEHHS TBEPJMX YAaCTUHOK YM MOPYLICHHS
[UTICHOCTI TJIACTUKOBOT KOPOOKH.

He BukopucTani mpu OOCTEXEHHI 3aJUIIKH KOHTPACTHOTO 3aco0y Ui MOJAJbIIOTO 3aCTOCYBAaHHS
HENPUAATHI, 11X CIIJ YTHIII3yBaTH.

HInpuriy ciin BUiiMaTy 3 IIacTUKOBOT KOPOOKH Oe3rmocepeIHbO Mepe] 3aCTOCYBaHHSM.

KoBmauox ciiji 3HIMaTH 31 IINpUIA TUIBKH 0€3M0CepeIHbO Mepe 3aCTOCYBAHHSM.

Habuparu nikapcbkuii 3aci6 I'agosict 1,0 y mmpwuil i3 ¢uiakoHa ciiJ TUIbKH 0€3MOCepeHbO Mepes
BBEJICHHAM. [ 'yMOBY IpoOKy (yiakoHa He CIIijl TPOKOoJItoBaTu Outbiie 1 pasy.
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Skmo paHui JTiKapchbKuil 3aci® Oyae BBEIEHO 3a JOMOMOTOK aBTOMATUYHOI CHCTEMHU BBEACHHS, TO
MOJXKJIMBICTh MOTO 3aCTOCYBaHHS Ma€ OyTH TPOJCMOHCTPOBaHA BUPOOHHKOM OOIamHAHHS/ BUPOOY
MeAu4YHOro npusHadeHHa. Ciuin AoTpuMyBaTucs Oyab-sSKMX JOJATKOBHUX IHCTPYKIIH BHUPOOHMKA
obnamHaHHs / BUPOOY MEIUYHOTO MPU3HAYCHHSL.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€MOOiil.
JlocmipKeHHS 111010 B3a€MOJIIi 3 IHITUMH JIIKApChKUMHU 3aCO0aMH HE TPOBOMIIHCA.

Ocobnueocmi 3acmocyans.
[Tix gac BBemeHHs mpenapaty l'amoBicT 1,0 y BEeHH HEBEIHMKOIO AiaMeTPy MOXYTh BHHHMKATH TaKi
noOIuHi peakiii, sSIK TOYepBOHIHHS Ta HAOPSIK.
3aranpHi paBmiIa Oe3Meku, o AiI0Th pu nposeneHHi MPT, 0co6imBo BUKITIOUEHHS (DepOMAarHiTHIX
IMIIJTAaHTATIB, TIOMIMPIOIOTHCS TAKOXK 1 HA 3acTOCcyBaHHs npenapaty ['amosict 1,0.

e [inepuymausicms
Beenenns npenapaty ['agosict 1,0, siK 1 IHIIMX BHYTPIIIHBOBEHHUX KOHTPACTHUX 3ac00iB, MOXe OyTH
MOB’si3aHE 3 aHA(UIAKTOINHMMHU peakUiiMU/ peakUisiMU TINepYyTIMBOCTI ab0 IHIIMMHU peakUisiMu
1110CUHKpa3ii y BUIJISA1 CEpLEBO-CYMHHUX, PECIpaTOPHUX a00 MIKIPHUX CUMIITOMIB, aX /10 peaKiii
TSODKKOTO CTYIIEHS, BKIIFOYAlO4H MIOK. [larieHTam i3 cepreBo-CyAMHHUMHE 3aXBOPIOBAHHSMHU CEpHO3HI
abo HaBITh JETalbHI HACIIAKM TSKKMX peaklid MIABHILEHOT YYTIMBOCTI 3arpOoXkyIOTh OLUIBIIOO
MIpOIO.
Pusuk po3BUTKY peakiidl TinepyyTIUBOCTI € BHUIIKUM IPH HASBHOCTI 3a3HAUYEHUX HIDKYE CTaHIB Ta
3aXBOPIOBAHb:
- peaKIlisi Ha TIoTIEpe IHI BBEICHHSI KOHTPACTHHUX 3aCO0IB;
- OpoHXiajbHA acTMa B aHAMHE3;
- aJIepriifHi peakIlii B aHaMHe31.
Pimennst momo mpo 3actocyBanHs npenapary ['agosicT 1,0 mamieHTaM 31 CXHIBHICTIO IO alieprii CIrija
MPUHAMATH TTICIISI 0COOIMBO PETEIHHOT OIIHKU CIIBBIIHOIIEHHS PU3HK/KOPHUCTb.
Butbmricte 1MX peakiidi BUHHMKAE YOPOJOBXK IMIBTOJWHU TICIsS BBEACHHsS Tmpemnapary. Tomy
PEKOMEHIYEThCS CIIOCTEPIraTH 3a MAIIEHTOM ITICHIS JOCTIKCHHS.
3aBKau MarOTh OyTH HANOTOTOBI BINMOBIMHI MpemapaTy s JIKYBaHHS peakilid TinepyyTiauBOCTi, a
TaKO’ 3aCO0M HEBIIKIIAIHOT JOTOMOTH (IuB. po3al1 «CrociO 3aCTOCYBaHHS Ta JIO3W»).
VY MOOJAMHOKHMX BHUIIQIKaX CIOCTEPIraaucs BiACTPOYEHI peakilii (0 BUHUKAIOTh Yepe3 KibKa IOJuH
a0o0 IHIB Mmicis BBeACHHS) (auB. po3air «I[1o6iuni peakrii»).

o [lopywenus ¢hyukyii HUpox
Ilepen BBemennsim mnpenapary [agosict 1,0 ciix NMpoBOAMTH CKPHHIHI BCIX NAIlli€EHTIB Ha
HasIBHICTh HUPKOBOI IUCHYHKIII 32 pe3yJbTaTamMM Ja00OPATOPHUX TAHUX.
VY maiieHTiB 3 TOCTPOIO a00 XPOHIYHOIO TSYKKOIO HUPKOBOIO HEJAOCTATHICTIO (IIBHUAKICTH KIIYOOUYKOBOT
dinsTpanii < 30 mn/xs/1,73 M%) croctepiranucs BUnaaku HegporeHHoro cucremuoro ¢gioposy (HC®D),
[0 aCOI[IOBAIMCS 13 3aCTOCYBAaHHSM KOHTPACTHUX PEYOBHH, IO MICTATh raaoiiHiid. OcobmuBuit
PU3UK ICHY€ y MAII€HTIB, SKUM TMPOBOJIUTHCS TPAHCIUIAHTAIllS MEYIHKH, OCKUTBKM 4YacTOTa roCTpoi
HUPKOBO{ HEJIOCTATHOCTI B 1[Il TpyIi BUCOKA.
Ockinbku icHye pusuk po3Butky HC® min wac 3acrocyBanHs npenapary ['agosict 1,0, piieHHs mpo
BBEJICHHA IMperapary MalieHTaM 13 TSDKKOIO HHMPKOBOIO HEJOCTATHICTIO Ta MallieHTaM Yy
nepionepamiiHomMy nepioi TpaHCIUIAHTaLlli MEYiHKM HEeOoOXiTHO NMpUHMAaTH Micas PeTelNbHOI OIHKH
CIIBBIIHOIIEHHS PU3UK/KOPUCTH 1 JIMIE B THUX BHUIMAJIKaX, KOJIM JIarHOCTHYHA iH(oOpMalis BKpaii
HeoOXiJJHa 1 He MOXke OyTH oTpuMaHa mij yac nposesieHHss MPT 6e3 KOHTpacTHOTO MiICHUIIEHHS.
I'emopmiani3, nmpoBeneHU yepe3 KOPOTKUN MPOMDKOK Yacy Micisi 3aCTOCyBaHHS mpemnapatry ['amoBict
1,0, Moxe OyTM KOpHUCHUM JUId BHUBEAEHHS IIpenapary 3 opradismy. Jlani mojo 3acTocyBaHHS
remMofianizy 3auid npodinakTuky ado jikyBaHHs HC® y mariieHTiB, sKi 10 LOTO HE 3HAXOMIIUCS Ha
Jianizi, BIACYTHI.

e Hoeonapoooiceni ma Hemogama
UYepe3 He3pLTICTh (QPYHKIIT HUPOK y HOBOHAPO/KEHHUX BIKOM JI0 4 TIIKHIB Ta HEMOBIAT 10 1 poky
npenapar ['agosict 1,0 3acTOCOBYIOTH TakuM HAallieHTaM 3 OOEPEXHICTIO 1 JIMIIE Micas peTeNbHOT
OLIIHKH JIOLIBHOCTI 3aCTOCYBAHHS.
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e [layienmu 1imHb020 GIKY
OCKUTbKM HHUPKOBHH KIIpEHC TrafoOyTpojy y HAIi€HTIB JITHBOTO BIKYy MOXE OYTH MOpPYLICHUH,
0COOJIMBO BAYKJIIMBUM € MIPOBEACHHS JOCIIPKEHHS 100 HASBHOCTI HUPKOBOT IMCYHKIIT Y MaIieHTIB
BIKOM BiJl 65 pOKiB.

o (Cydomu
Sk 1 moa0 IHIMKMX KOHTPACTHHUX PEUYOBHUH, IIO MICTITHh TaO0JIHINA, NIPH TPU3HAYEHHI Tpernapary
lagoBict 1,0 mamieHTaM i3 HU3BKUM IOPOTOM CYJAOMHOI AaKTHBHOCTI ciinm Oyt oco0imBO
00epeIKHUMU.

e Jlonomidxcui peyosunu
[Ipemapar I'amosict 1,0 mictuTh MeHme HbK 1 Mmois Hatpio (23 mr) Ha 1 103y (po3paxoBaHO Ha
OCHOBI CepeTHBOT JO3U JIJIs MaIfieHTa 3 Macoro Tia 70 Kr), TOOTO MPAKTUYHO HE MICTHTh HATPIIO.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

BaritHicTs. Hemae xoqHUX JaHUX KITHIYHUX JTOCHIHKEHb 11010 3aCTOCYBaHHS rao0yTpoJly BariTHUM
KIHKaM.

VY JoCHiKeHHSX Ha TBapuHAX IMpU BBEACHHI MOBTOPHHUX BHCOKUX J03 IIpernapar HposBIsAB
PENpPOAYKTUBHY TOKCHUUHICTD (IUB. po3/u1 «DapMaKoIOTiuH1 BIACTUBOCTI).

laposict 1,0 He peKOMEHIYEThCA 3aCTOCOBYBATH Y MEPIOJ] BAriTHOCTI, SKIIO HEMae aOCOIIOTHUX
MMOKa3aHb.

JlaxTanis. KoHTpacTHI pe4oBUHM, IO MICTATH TaJl0NiHINA, MOTPAIUISIIOTh Y TPYAHE MOJIOKO y TyKe
HE3HAaYHIM KUIBKOCTI1 (IUB. po3aut «PapMaKkoJIOTidH1 BIacTUBOCTI»). [Ipu 3acTocyBaHH1 KIIHIYHUX 103
HE CJIiJ1 O4IKYBaTH BILTUBY Ha HEMOBJIAT Uepe3 HE3HAUHY KUIbKICTh 10401 pEUOBUHHU, 110 BUALUIAETHCS
3 TPYJIHUM MOJIOKOM, Ta cJlabK€ BCMOKTYBaHHS 31 HUIYHKOBO-KHIIKOBOI'O TpakTy. PimieHHs miono
MIPOJIOBKEHHS T'PYyJHOTO BHUI0J0BYBaHHSI a00 HOro MpUMMHEHHS Ha 24 TOAMHM MICs 3aCTOCYBaHHS
npenapary ["agosict 1,0 moBUHHI MpUKWMAaTH JIIKAp Ta KIHKA, KA TOAYE TPYIIITIO.

DepTribHICTh. Pe3ynbraTtu 10oCTiKEeHb Ha TBApUHAX HE 3aCBIIYMIH MOPYIIECHHS (PEPTUIILHOCTI.

30amuicmv enauseamu Ha WEUOKICMb peaxyii npu KepyeauHi ABMOMPAHCHNOPMOM aO0 THUUMU
MEXaHIZMaAMU.
Hesigomo.

Cnocio 3acmocysannsa ma 003u.

I'apoBict 1,0 MOBHMHEH 3aCTOCOBYBATH JiMlIe KBAJiQikoBaHMA MeIUYHHUI MEPCOHAJ, 0 MA€
aocBia kiaiHivHoI MPT-npakTukm.

[IpemnapaT 3aCTOCOBYIOTH JUIsl 1IATHOCTUKH JIUIIIE [UIIXOM BHYTPIIIHHOBEHHOT'O BBEJICHHSI.

HeoOxinHy 103y BBOISATH BHYTPITHBOBEHHO Yy BHIJISAI OOJIFOCHOI iH’€KIlii. MartiTHO-pe30HaHCHE
JOCTIIKEHHSI MOKHA PO3MOYUHATH OJ[pa3y (4epe3 KOPOTKUN MPOMDKOK 4acy Micis iH €KIii 3a1eKHO
Bil IMIOYJbCHOI TMOCHIJOBHOCTI Ta TMPOTOKONY OOCTekeHHs). OnrumanbHa KOHTPACTHICTh
CIOCTEpIraeThcsl MiJ Yac MEpIIOTO MPOXO/DKeHHS depe3 aprepii ans MPA, a Takox ympoaoBx
npubnau3Ho 15 xBuiuH micns i ekuii npenapaty [amosict 1,0 mpu 3acTocyBaHHI Ui AOCTIIKEHHS
IMHC (ue#t yac 3anexXuThb Bif TUITY YPAKEHHS/ TKAHUHH ).

Ti-3BaxkKeH1 MOCTITOBHOCTI CKaHYBaHHS OCOOJHMBO MiAXOJATh Ui JIOCHIIKEHb 3 IiIBHILEHOIO
KOHTPACTHICTIO.

BuyTpilmHboCyAMHHE BBEIEHHS KOHTPACTHOI PEUOBHMHHU CIiJ MPOBOAMUTH, SIKIIO 1€ MOMJIHMBO, KOJU
namieHT mnepeOyBae y TOPU3OHTAIBHOMY TOJIOKEHHI. [licis BBeleHHS pPEYOBMHHU TMAlli€HT Mae
nepeOyBaTH IiJ HarjasgoM MpuHaiMHI npotsrom 30 XBWIMH, OCKUIBKM JOCBiJ] 3aCTOCYBaHHS
KOHTPAaCTHUX PEUOBHMH CBIIYMTH MPO T€, IO OUTBIIICTh MOOIYHUX peakiiil MPOsBISETHCS came y el
nepiof (1uB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS»).

Jo3yearnns

B nmiarHOCTHYHMX UUISIX Ci  3aCTOCOBYBATH HAWHWMXKYY 03y, IO 3a0e3nedye JIOCTaTHIO
KOHTpacTHICTh. Jlo3a Mae OyTu po3paxoBaHa 3 BpaxXyBaHHSIM MacH Tila TaIlieHTa Ta HE Mae
MepPEeBUINYBaTH PEKOMEHIOBAaHY 103y Ha KUIOTpaM MacH Tilla K 3a3HAYE€HO Y JAHOMY PO3Iii.

Jlopoci

Pexomenoayii wooo MPT 2010681H020 ma cnunHo20 MO3KY



PexomennoBana no3a uist jopociux craHoButh 0,1 Mmmons nipenapary ['agosict 1,0 Ha 1 xr macu Tina
(MMonB/KT Macu Tina), mo Biamoigae 0,1 mi Ha 1 kr Macu Tina 1,0-M po3unny.

SIKIIO 3aMIIAETHCS Mi03pa Ha HASBHICTD Ypa)KEHHs (3TIAHO 3 KJIIHIYHUMU JaHUMH), HE3BAXKAIOUW Ha
HopManbHI pe3ynbratd MPT, abo y pasi, xosm Oinbln TOYHA iHQOpMAIlS MOXKE BIUIMHYTH Ha
JKYBaHHS Mali€eHTa, NpoTsarom 30 XBWIMH IICIS MEPIIOi iH €KIii MOXKHA BBECTH IMperapar MOBTOPHO
y no3i go 0,2 mut Ha 1 KT Macwu Tina.

MPT e6cvoeo mina (kpim MPA)

Sk mpaBmio, mpusHaueHHs nperapary [amosict 1,0 y mos3i 0,1 Mi/kr macu Tija € JOCTaTHIM st
BUPINICHHS OCHOBHUX KJIIHIYHUX MTUTaHb.

Tokpawenns koumpacmuocmi 300padicents nio yac macHimuo-pe3onanchoi aneioepaghii (IIK-MPA)
®opmyBaHHS 300paKEHHS JIIsl OHOTO TI0JIs 30DY:

7,5 MIIL, KIO Maca Tila MeHIe 75 KT;

10 mu, sikiro maca Tia 75 kr uum 6uteie (o Bignosigae 0,1 — 0,15 MMonb/Kr Macu Tina).
DopmyBaHHS 300paykeHHA AJIs OUIbII HIK OJIHOTO IOJIS 30PY:

15 M1, IKIIO Maca Tijia MEHIIE 75 Kr;

20 mu1, sikino maca Tina 75 kr uu Outeire (Bignosigae 0,2 — 0,3 MMOJIB/KT MacH Tija).

Oxkpemi epynu nayicnmie

ITH
Jlia niteit BCiX BIKOBHX Tpyml (B TOMY YMCI1 JOHOIIEHWX HOBOHApPOJKEHUX) PEKOMEHJOBaHa J103a
cranoBuTh 0,1 Mmonb npenapary ["anoBict 1,0 Ha 1 kr macu Tina (uo exBiBaneHtHo 0,1 Mi/Kr macu
Ti7a) IS BCIX MTOKa3aHb.
HosoHapomkeHi (BIkoM A0 4 THKHIB) Ta HEMOBJIATA (10 1 poKy)
Uepes He3puticTh (PyHKINIT HUPOK, IO BIAMIYAETHCS y HOBOHAPOKEHHX (BIKOM 10 4 THXKHIB) Ta
HeMoBIAT (10 1 poky), mpemapat ["amoBicT 1,0 3aCTOCOBYIOTh TAKUM MAIIEHTAM JIMIIIE TICIIS PeTEIbHOT
OIIIHKK JOIUIBHOCTI Ta B 4031, mo He mnepepumye 0,1 mmonb/kr macu Tina. Ilix wac omHOTO
CKaHYBaHHsS HE 3aCTOCOBYIOTH OUIbINE OJHIET J03W. 3 OTIIAMY Ha HEOOCTATHICTH 1HGOpPMAIli Tpo
Oaratopa3oBe BBEIICHHS Ipermapary IHTEepBajl MK MOBTOpHMMH 1H ekiisMu [agosict 1,0 moBuHEH
CTAHOBUTH LIOHANMMeEHIIIE 7 IHIB.
IlalieHTH JITHHOIO BIKY (BiKOM BiJg 65 poKiB)
HeoOximHocTi B KOpekuii 103 JJii TePOHTOJIOTIYHUX TAaIli€HTIB HE BHsBJIeHO. [Ipu 3acTtocyBaHHI
MaiieHTaM JITHROTO BIKy HeoOXimHa ocoOimBa 00epexHicTh (auB. po3ain  «OcoOaMBOCTI
3aCTOCYBaHHS).
HupkoBa HEAOCTATHICTE
Pimenns mpo 3acrtocyBanHs npemnapaty ['agoBicT 1,0 mamieHTam 3 TSHKKOK HUPKOBOIO HEAOCTATHICTIO
(IIBHAKICTH Kiy60uKoBOi (inmbrparii < 30 ma/xs/1,73m?) Ta marieHtam y nepionepariitHomy nepioi
TpaHCIUIAHTAIlll TEYIHKA HEOOXITHO MNpUMMATH IICAS PETENbHOI OINHKKA  CHIBBIJHOIICHHS
PU3UK/KOPUCTS 1 JIMIIE TOMI, KOJIU JlarHOCTHYHA iH(opMallis € BKpail HeoOXiIHOIO 1 He MOXe OyTu
oTpuMaHa min 4ac npoBeneHHs MPT 6e3 koHTpacTHOro miACHIICHHsS (IuB. po3aur «OcoOauBOCTI
3aCTOCYBaHHA»). Y pa3l HeoOXimHOCTI 3acTocyBaHHs mpemapaTy [agosict 1,0 mo3a He MOBHMHHA
nepesuinyBat 0,1 Mmmons/kr macu Tina. [1ig yac oqHOTO CKaHYBaHHS HE CIIijI 3aCTOCOBYBATH OUIbIIE
HDK oAHY n03y. Ockinbku iH(OpMalis MIOA0 MOBTOPHOIO 3aCTOCYBaHHS HEAOCTATHSA, 1H €KIIIIO
npernapatom ['agoBicT 1,0 He cIij MOBTOPIOBATH, 32 BUHSITKOM BHIAJIKiB, KOJH MEPIO MDK 1H’ €KIIISIMU
CKJIaJIa€ [IOHAMMEHIIE 7 JHIB.

Himu.
IIpenapar T'amosict 1,0 3acTOCOBYIOTH HITSIM BCIX BIKOBHUX Ipyln (B TOMY YHCII JIOHOIIEHUM
HOBOHAPO/KEHHUM).

Ilepeoosysanns.

MaxkcumanbHa BBeJeHA JIIOIUHI J00OBa pa3oBa /103a raio0yTpory CTAaHOBUTH 1,5 MMOJb Ha | KT Macu
Tina. Jo 1pOro yacy He croctepiraiocs >KOJHHX O3HAK IHTOKCHKAIlii BHACTIIOK TMepeao3yBaHHs i
Yac KJIIHIYHOTO BUKOPUCTaHHS Mpemnapary.



VY pasi BUNAAKOBOTO MEPeO3yBaHHS PEKOMEHIYETbCS MPOBOJUTH MOHITOPUHI CEPLEBO-CYIUHHOL
cucremu (Bkiovyarouu EKT) 1 KOHTpoIb HUPKOBOT PYHKITIT.

VY pasi mepeno3yBaHHs y TAIIEHTIB 3 HUPKOBOK HemoctaTHicTIo ['agoBict 1,0 MoXHa BUBECTH 3
opranismy umisixom remonianizy. Ilicis 3 ceanciB gianmizy npubmmusno 98% mirouoi pedyoBHHHU
BUJANSAETbCA 3 opraHismy. OpHak BIiACYTHI JaHi BIAHOCHO TOTO, IO TeMOMiai3 MOKHA
3aCTOCOBYBATH ISl TPO(DUIAKTUKY PO3BUTKY HE(POTEHHOTO CUCTEMHOTO (hiOpo3y.

IHo6iuni peakuii.

Hani npo mpodine Oe3meku mpemapary [amosict 1,0 Ga3yroTbess Ha pe3yiabTaTax KIIHIYHUX
JoCTipKeHb 3a ydacti nonayg 6300 mamieHTiB, Ta MOCTMApKETHHIOBHX CHOCTEpeXeHHAX. HaiOurbim
94acTO BUSBJICHUMH NOOIYHMMH peakiisivmu (>0,5 %) y mamienTis, ski orpumyBanu ["amosict 1,0, Oymu
TOJIOBHUI OiTb, HY/IOTA Ta 3aIIaMOPOYCHHS.

Haii6inpimn cepiio3HUMHM MOOIYHMMU peaklisIMU Yy MallieHTiB, siki oTpumyBanu ['agosict 1,0, Oynu
3yNUHKa cepls Ta TsDKKI aHaQUIAKTOIqHI peakiii (BKII0Yalouu 3yMUHKY JTUXaHHA Ta aHaQUIaKTUYHUN
II0K).

Binctpoueni anadimakroigHi peakiii (BiA KUIBKOX TOJMH TICIs BBEACHHS /O KUIBKOX [HIB)
criocTepiraiucs pinko (auB. po3ait «OcoOIMBOCTI 3aCTOCYBaAHHS»).

Bbinpiricts no6iyHUX eeKTiB Oynu JErkoro abo cepeJHbOro CTYNEHS TAKKOCTI.

[To6iuni peakiii, mo crnocrepiranucs npu BBeaeHHI ['agosicT 1,0, HaBeneH1 y Tabnui HUxYe. BoHn
kiacugikoBaHi 3a kjacamu oprasiB cucteM (MedDRA).

Binnosiani Tepminn MedDRA Oynu BUKOpHCTaH1 A ONMUCAHHS NMEBHUX PEaKiid, iX CUMIITOMIB Ta
CX0’KHX 32 CHMIITOMaTUKOIO CTaHIB.

[lepeniueni HU>k4Ye MOOIUHI peakiii, 3apeecTpoBaHi y X011 KIIHIYHUX AOCIIKEHb 13 3aCTOCYBAHHSIM
npenapary ['agosict 1,0, po3nosuieHi 3a 4acToTor0 BUHUKHEHHS: 9acTi (Big >1/100 mo <1/10), Hewacti
(Bim >1/1000 mo <1/100), mooauuoxi (Bix >1/10000 mo <1/1000). ITo6ivyH1 peakirii, 1m0 Oyu BUSBIICHI
TUIBKH y MEpi0ji HOCTMApKETUHIOBOTIO CIIOCTEPEKEHHS, YaCTOTa AKMX HE BCTAHOBJICHA, MTO3HAYEHI 5K
«4acToTa HEeBIOMa». Y KOXHIN rpymi MOOIYHI peakilii 3a3HadueHl y TMOPSIIKY 3HIKEHHS iX CTyHeHs
TAKKOCTI.

[ToGiuni peakirii, BCTAaHOBJICHI y XOA1 KIIHIYHUX JOCTIIPKEHb Ta MPOTITOM IOCTMApPKETHHTOBOTO
CIIOCTEPEKEHHSI Yy MAIlIEHTIB, K1 oTpuMyBanu ['anosicT 1,0.

CHCTeMa Yacri Heuacri IToonuHoOKI Yacrorta
OpraHiB HEBigOMa
Posmamu 3 Ooky I'mepcencutuBHI/ aHadimakToiMHI

IMYHHOT peakuii** (Hanpuxnaz,

CUCTEMHU aHa(UTaKTUYHUN oK™,

IUPKYIATOPHUIT Kotanc®™,
3yIMUHKA JTUXaHHSI HaOPSK
JlereHp ¥, 6p0oncna3M§, miano3®,
opodapuHTeanbHIIA HAOPSKS*,
HAOPSK TOPTaHiS, TIMOTEH3isn*,
MIJBUIIEHHS apTePiaIbHOTO
THCKY®, 6inb y rpyaHiit Kmitii®,
KpOIUB’sIHKA, HAOpsIK 00Inyus,
aHrioeaema’, KOH IOHKTHBIT®,
HaOpsIK MOBIK, IPUIUINBHY,
rineprinpos®, kamens’, uxanns®,
BiMIyTTS Kapy®, 6TiTicTh)

Poznagu 3 Ooky | ['onoBHMIA | 3anmamopoueHHs, aucresis, | Brpata
HEpBOBOL s napecresis CBIIOMOCTI*,
CHCTEMH CyJIOMH,
napocmis
Poznagu 3 Goky Taxikapnis, 3ynuHKa




cepist cepueouTTs cepis™
Posnagu 3 Ooky 3amumika*
TMXaITbHUX
IUISAXIB, OpraHiB
TPYIHOT  KIIITKH
Ta CEPEHAOCTIHHS
[InyHkoBO- Hynora biroBaHHs CyxicTb y
KHIIKOBI pori
po3saau
Posnamu 3 Ooky Epurema, cBepObK (BKITFOUAOUU Hedporennuit
HIKipU Ta reHepali3oBaHul CBEpOIK), CUCTEMHMU
MIAIKIPHOT BUCHIH (BKITIOYAIOYH ¢16po3 (HCD)
KIIITKOBUHU reHepani3oBaHl, MaKyJIspHI,
NanyJjab03H1, CBEpOIISiul BUCUIIN)
3aranbHi Peakuii y micui i1’ exuii’, Biauyrta | Hezgyxanns,
pO3J1aau Ta CTaH xKapy BITUYTTS
y Micui 1H €Ki XOJIOAY

S I'inepceHcHTHBHI/aHA(DINAKTOIIHI peakilii BUSBJIEHI NMIIE IPOTATOM MOCTMAPKETHHIOBOT'O CIIOCTEPEKEHHS
(uacrora HeBifOMa).

* [1oGiuH1 peakiii, 0 MOKYTh CTAHOBUTH 3arpo3y KUTTIO a00 MaTH JIETaTbHUN HACIIIOK.

° Peakrii y micii i’ ekiii (pi3HOr0 TUITY), BKITFOYAIOYH TaKi KIIHIYHI BapiaHTH: MICIIEBa €KCTpaBasallis, MiclieBe
BIIUYTTS JKapy, MiCLIEBE BiTUyTTsS XOJI0Iy, MICI[EBE BIAUYTTS TeIlia, MICIIeBa €pPUTEMa UM BHCHIIKH, MICIICBHIA
Oi1b, ITOCTIH €KIIIfHA TeMaToMa.

* OxpiM KpomuB’SHKHM, HpO >KOJEH i3 CHMITOMIB TOGIYHMX peakiii, MepepaxoBaHMX B IiAPO3Li
«[inepceHcUTHBHI/aHADIIAKTOIMHI PeaKifii», HEe MOBIIOMIIAIOCA B KIHIYHMX JOCIHIDKEHHSAX 13 YacTOTOMO
OLIBIIIO0, AHDK «IIOOJUHOKIY.

VY marieHTiB 31 CXWJIBHICTIO J0 aJeprivHUX peakiliii dJacrimie, HDK y IHIIWX, BUHUKAIOTh PEaKiii
MIIBUIIEHOT Yy TIIMBOCTI.

[ToBimomusiiocst mpo okpemi Bumagku po3BuTky HC®D y 3B’A3Ky 13 3aCTOCYBaHHSM MperapaTry
I"aposict 1,0 (muB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

[Ticns 3acrocyBanHs mnpemnapaty ['amosict 1,0 cmocrtepiranucs 3MiHHM MapaMeTpiB (DyHKIIT HHPOK,
BKJTFOYAIOYH MIJABUIIICHHS PIBHS KPEAaTHHIHY.

JiTH Ta nijuliTKe

Hani nBox mocnimkenb ¢azu /111 momo 3actocyBaHHsS 0HOPa30BOi 103M mpernapary 138 cyd’ekram
BikOM 2 — 17 pokiB Ta 44 cy0’ekTaM BIKOM J10 2 POKIB (IUB. po3ai1 «PapMaKoIOTi9HI BIACTHBOCTI)
CBIIYaTh, 10 32 YACTOTOIO, THIIOM Ta CTYIIEHEM TSDKKOCTI MOOIYHI peakiiii y JiTei BCiX BIKOBHX TpYII
(B TOMy YHCIIi TOHOIIEHUX HOBOHAPO/KEHUX) HE BIIPI3HAIOTHCA Bif MPOQLII0 MOOIYHUX PEaKIIii, 110
crioctepiralotbes y aopociux. Lleit BUCHOBOK MiATBEpAMBCS pe3yiabraraMu AociimkeHHs dasu [V 3a
yuacti nonay 1100 nemiaTpu4HUX Mali€HTIB Ta JaHUMU IOCTMAPKETUHTOBOTO CIIOCTEPEKEHHSI.
[ToBigoMIeHHS OO MiIO3PIOBaH1 MOOIUHI peaKilii

[ToBizoMieHHS Mpo MiI03pIOBaHI MOOIUHI peakiii y mepio]] MOCTMapKETUHIOBOIO CIOCTEPEKEHHS €
nyxe BaXIMBUMU. lle 1ae MOXIMBICTH MOCTIHHO KOHTPOJIIOBATH CIIBBITHOIIEHHS KOPUCTH/PU3UK
3aCTOCYBAaHHS JIIKAPCBKMX 3aco0iB. MeauuHi MNpamiBHUKM MOBMHHI MOBIIOMIISATH Mpo Oyb-sKi
Mi03pIOBaH1 MOOIUHI peakilii.

Tepmin npuoamnocmi.

3 poku.

TepMmiH mpUAATHOCTI MiCHs MEPUIOTO BIAKPUTTA: 3ANMIIKM PO3YMHY U 1H €KIiH, siki He Oylo
BUKOPHUCTAHO I Yac JOCHDKEHHS, CIiI yTUi3yBaTH. XiMmiduHa, (i3W4Ha Ta MIKpoOiojoriyHa
CTaOUTBHICTh MiJ] Yac 3aCTOCYBaHHS MOXYTb OYyTH MIATBEp/KEHUMM Ui nepiony 24 TOAMH TpU
temneparypi 20 — 25 °C. 3 MikpoOioJOoriuHOT TOUKH 30py Mpernapar CiliJ BUKOPUCTOBYBATH 0pasy.
SIkio BiH He OyB BUKOPHCTaHHM 0/1pa3y, BIINOBIIAIbHICTh HECE KOPUCTYBAY.



YmoBu 30epiranns.
He noTpebye cnieniaabHUX YMOB 30epiraHHs.

Hecymicunicmeo.
Yepe3 BiACYTHICTH JOCTIKEHb IOJO CYMICHOCTI Iei mpemapar He CIiJ 3MIIlyBaTh 3 IHIIUMH
JKapChKUMU 3aC00aMH.

YnakoBka.

ITo 5 M a6o mo 7,5 mi abo mo 10 M1 y CKISSHOMY IIIPHIl, BKJIAACHOMY Y MPO30pPY IIACTUKOBY
KOPOOKY, 3aKpUTY MAriepoMm; 1o S5 MIPHUIB Y KApTOHHINA KOpoOIIi;

o 5 mut abo o 7,5 mi a6o no 10 M1 y MIacCTUKOBOMY ILUIIPHIL, BKJIAAEHOMY Y IIPO30PY IUIACTUKOBY
KOPOOKY, 3aKpUTY MOJIIETUIICHOM; 110 5 IIMPHIIIB y KAPTOHHINA KOPOOIIi;

o 7,5 mi abo no 15 mi y ckiastHoMy ¢utakoHi; o 1 ¢aakoHy y KapTOHHIM KopoO1i.

Kareropis Bianycky.
3a pelenTom.

BupooOHuk.
baiiep AI' / Bayer AG.

Micue3HaxoakeHHs1 BHPOOHUKA Ta ii0ro aapeca Micusi NpoBaJIKeHHsI AiAIbHOCTI.
Mromnepmrpacce 178, 13353, bepiin, Himeuuwnna / Mullerstrasse 178, 13353, Berlin, Germany.

10



	ІНСТРУКЦІЯ
	ГАДОВІСТ 1,0

