IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

FAJIOBICT 1,0
(GADOVIST® 1,0)

Cknao:

oiroua peuosuna: gadobutrol;

1 M7 po3unHy A 16 ekl Mictuth 604,72 mr ragoOyTpoiy (1o Biamnosigae 1 MMoIb/Mi);
OONOMIDICHI pevosunu: KaJBIIID HATPIF0 OYTpOJ, TPOMETaMOJ, KHCJIOTa XJIOPHCTOBOJIHEBA
po3BeieHa, BOAA TSl 1H €KIIIH.

Jlikapcbka ¢dopma. Pozuun ans 16’ exiiil.
OcHosHi Qi3uKo-XiMiuHi r1acmugocmi: IPO30PUM PO3UUH, 1110 HE MICTUThH BKIIIOYCHD.

Ocwmomsipuicts ipu 37 °C (MOcm/71 po3umny) | 1117
OcwmossuipHicTh Tipu 37 °C (MOcm/kr H20) | 1603
pH po3unny BiJ 6,6 110 8
B’sizkicts ipu 37 °C (mlla-c) 4,96

dapmakoTepaneBTH4YHA rpyna. [lapamartiTHi KOHTPACTHI 3aCO0H.
Kon ATX VO8CAO09.

Dapmakonoziuni eracmusocmi

Dapmaroounamixa.

EdexT miaBuIIeHHs] KOHTPACTHOCTI AOCATAETHCS 3aBASKA HEUTpaTbHOMY (HEIOHHOMY) KOMILICKCY,
mo cknagaetbes 3 ragomidito (III) Ta MakpoOUMKIIYHOTO JIraHay IUTIAPOKCHUTIIPOKCHMETHII-
MPOMUITETPAA3AIMKIIO-T0ICKAHTPHUOITOBOI KHCIOTH (OyTpOy).

PenakcuBHicTb ragobyTtpony, BUMipaHa in vitro B KpoBsi/nna3mi ntoguHu y ¢isionorivHmMx ymosax i
NPW KAiHIYHO 3Hauywmx Hanpyrax nons (1,5 i 3,0 Tn), 3HaxoguTbcA B AianasoHi 3,47—-
4,97 JI/mmonb/cek.

Y KANiHIYHMX [03aX BUPaXKeHA PenakCUMBHICTb ragobyTpony NpuM3BOAUTb A0 CKOPOYEHHS 4vacy
penakcauii NpoTOHIB BOAW B TKAHWHAX.

CTabUIBHICTh KOMILICKCY Taa00yTpoity BUBUYAIM IN VItro y ¢izionoriunux ymoBax (y HaTHUBHIH
cupoBartii moauuu npu pH 7,4 ta 37 °C) npoTtsirom 15 1i6. KinbkicTh BUBUTFHEHUX 10HIB TaJ0iHIIO
3 rano0yTpoiy Oyiia HIKYe MeXi KitbKicHOoro BuzHaueHHs 0,1 M01.% 3araibHOTO TaoJiHiIo, 0
CBITUUTH MIPO BUCOKY KOMILJIEKCHY CTa0LIbHICTh ralo0yTpOTy Y BUIIPOOYBaHMX yMOBAX.

KiinigyHa eeKTUBHICTh

B omnomy 3 kminiunux gocnimpkeHb ¢aszu Il 3actocyBanns mpemapary [amomict 1,0 3 metoro
JIarHOCTUKM 3aXBOPIOBAHb IEUiHKMA (TMPH TPOBEACHHI KOMOIHOBaHOI MAarHiTHO-PE30HAHCHOI
tomorpadii (MPT) no Ta micns 3acTOCyBaHHS KOHTPACTHOI PEYOBHHH) UYTIHUBICTh B CEPEAHBOMY
cranoBuwia 79 %. CnenudiuHicTh BUSBICHHS Ta BepH(iKallis YIIKOIKEHb NEYiHKH 3 IMiJO3POI0 Ha
3MosIKicHICTh ckiana 81% (ananis, 1o 6a3yeThecsl Ha 1aHUX 00’ €KTUBHOTO JTOCIIIKEHHSI MAIlI€HTIB).
B omHOMy 3 KIiHIYHHX AOCHTiKeHb HUPOK ¢as3u |l aytnmuBicTs s nudepeHmiitHoi JiarHoCTUKA
JTOOPOSIKICHUX Ta 3JIOAKICHUX YIIKOMKEeHb HUPOK CTaHOBWIA Yy cepeaHboMy 91 % (anami3, mo
0a3yeTbcss Ha JaHWX 00’ €KTMBHOTO JOCHIDKCHHS MamieHTiB) Ta 85 % (aHami3, mo 0a3yeThCsl Ha
JOCTIKeHHI 30H ypaxeHHs). CrenudiuHiCTh ckiana y cepeqHboMy 52 % MiJ yac NMpOBEACHHS
aHaJTi3y, 0 0a3yeThCs HA TAHUX 00’ EKTHBHOTO JIOCITIHKCHHS MMAII€HTIB, Ta 82 % i/ 9ac MpOBEeICHHS
aHaumi3y, mo 0a3yeThcst Ha JOCIIHKEHHI 30H YPa)keHHSI.

[pu 3actocyBanHi npenapaty ['agosict 1,0 migsumenHs aytmuBocti MPT mo BBe1eHHS KOHTPACTHOI
peuoBuHU Ta koMOiHOBaHOT MPT 110 Ta mics BBeieHHsI KOHTPACTHOI peuOBHHU CTaHOBUIIO 33 % mipu
JOCTI/DKeHHI TIeYiHKY (aHaui3, mo 0a3yeThesl Ha JaHUX 00’ €KTHBHOTO MOCIIKEHHS MAIli€HTIB) Ta
18 % mpu nocmimKeHHI HUPOK (aHami3, Mo 0a3yeThCs SK Ha JaHUX 00’ €KTUBHOTO AOCIIIKEHHS
MAIl€HTIB, TaK 1 Ha JOCII/DKeHHI 30H ypakeHHs). [linBumenns cnenndivaocti MPT no BBeneHHs




KOHTpAcTHOi pedyoBWHU Ta koMmOiHOBaHOi MPT nmo Ta micist BBEAGHHS KOHTPACTHOI PEYOBHHHU
ctaHoBWIO 9 % mpu JOCHIKEHHI TMEYiHKH (aHami3, 1o O0a3yeTbcss Ha JaHuX 00 €KTHUBHOTO
JOCIIKEHHS TAIlI€HTIB), B TOM e Yac MpU JOCHIKEHHI HUPOK MiJIBUIEHHS CHEupIYHOCTI HE
croctepirasivi (aHami3, mo Oa3yeTbCs HA JAaHUX OO0 EKTUBHOTO JIOCTI/DKCHHS TMAIEHTIB Ta
JOCIIKEHH] 30H YPa)kKeHHs).
Byno npoBeneHo ycepeaHEeHHs 3a pe3yibTaTaMy aHOHIMHOT OL[IHKH HE3aJIEKHUMH PaJioioraMH.
B omHOMy iHTpaiHAMBiAyadbHOMY MEPEXPECHOMY MOPIBHAIBLHOMY IOCHIDKEHHI 3a ydacTio 132
narienTiB [agosict 1,0 mopiBHIOBAIH 3 METITyMiHY rajoTepaTom (obmasa mpu 0,1 MMOJIB/KT) T 9ac
Bizyasrizallii HEOINIACTUYHHX YPa)KeHb F'OJIOBHOI'O MO3KY.
[lepBuHHOIO KIHIIEBOIO TOUYKOIO Oyna 3araibHa mepeara mpemapary [amosict 1,0 abo mermyminy
raJlorepary, 10 BU3Hauanacs LUIIXOM PO3PAaXyHKY CEepelHIX 3HaueHb HE3aJIeKHHMHU EKCIepTaMH.
IlepeBara mpemnapary IamoBict 1,0 Bupaxamacs 3nauennsm P — 0,0004. 3okpema, mepeara
npenapary ['agosicT 1,0 Oyna BusBnena y 42 narieHtiB (32 %) MOpiBHAHO 13 3arajbHOIO IEPEBArOI0
MerTyMiHy ragorepary y 16 namientis (12 %). ¥ 74 nauienTis (56 %) nepeBary He 0yIo BiJiaHO Hi
OJTHIH, Hi 1HIIIH KOHTPACTHIA PEYOBHHI.
3a ApyruM TOKa3HHWKOM, KWW OyJI0 BHKOPHCTAHO B aHAli3i, a caMe 3a CIIBBIJHOIICHHSM MiX
iHTeHCUBHICTIO MP-curHany B MyXJMHI Ta 1HTCHCHBHICTIO B 1HTaKTHIA TKaHWHI, CTaTUCTUYHO
JOCTOBIPHO JIOBeJcHA Buila edektuBHicTh y mpemnapary [agosict 1,0 (p < 0,0003). Bimcorok
nocuiieHHst OyB BuimM y mpemnapary ['agosict 1,0 (p < 0,0003) mopiBHSIHO 3 METTyMiHY Ta0TepaToOM
31 CTaTUCTUYHO 3HAYMMOIO PI3HULICIO 3a TAHUMH HE3aJIEKHUX EKCIIEPTIB.
INagosict 1,0 (129) nokaszaB BuIIMiA cepe/iHii MOKA3HUK CIIBBITHOMIEHHS KOHTPACT/IIYM MOPIBHSHO
3 MenTyMiHy rajgoreparoM (98). Pizuuis Oyna cTaTHCTHYHO HE3HAYUMOIO.

iTH
Byno mpoBeneno aBa gocmimkenHs ¢asu /111 i3 3acTocyBaHHSIM OIHOPA30BO1 103U mpenapary 138
nefiaTpUYHUM Talli€eHTaM, SKUM IUIaHyBajJoCh MPOBEJECHHS KOHTPACTHOI MarHiTHO-pPE30HAHCHOI
tomorpadii (MPT) nentpansaoi HepBoBoi cuctemu (IIHC), medinku Ta HUpOK ab0 KOHTPACTHOI
Mar"iTHo-pe3oHaHcHoi anriorpadii (MPA), Ta 44 cy0’exTam BiKOM BiJ HAPOHKEHHS A0 2 POKIB (B
TOMY YHCJi JIOHOIIEHWM HOBOHAPOKEHUM), SKAM IUIAaHYBaJIOCh TIPOBEJCHHS CTaHIAPTHOI
koHTpacTHOI MPT Oyab-skoi ninssHKM Tina. Bigmivamace aiarHocTUYHA eQEKTUBHICTH Ta
T ABUIIEHHS 1arHOCTUYHOI JOCTOBIPHOCTI BCIX MapaMeTpiB, IO OIiHIOBAIKCH B JIOCIIKEHHSX, 03
OyIb-SIKUX BIAMIHHOCTEH MK MEI1aTpPUUYHUMU MalliEHTAaMU Ta TOPOCIUMH. Pe3ynbraTu JoCiKeHHs
MOKa3aju qyXe TrapHy MepeHocuMicTh npenapary [agosict 1,0 3 Takum camum mipodisiemM Oe3rneku
raJo0yTpoiy, 1110 i y JOPOCIHX.
Kniniuyna 6e3neka
Tun 1 yactora MOOIYHMX peakiii Micas BBeAEHHS JNiKapchkoro 3aco0y ['amosicT 1,0 3a pizHUMU
MOKA3aHHSAMHU OIIHIOBAJIKCS Yy BEJIMKOMY MIKHApOAHOMY IMPOCIEKTUBHOMY HEIHTEPBEHLIHHOMY
nocmimkenHi (GARDIAN). [Monynsmis 6e3nexu Bkimoyana 23708 maiieHTIB yciX BIKOBHX TpyTI,
30kpema aiter (n = 1142; 4,8 %) 1 moneit mitHboro Biky (n = 4330; 18,3 % y Bimt Bixg 65 no < 80
pokiB i n = 526; 2,2 % y Biui > 80 pokiB). CepenHiii Bik cTaHOBUB 51,9 poky.
Heicti nBa mamientu (0,9 %) moBimomuaum 3araysiom mpo 251 Hebaxkane siumie, a 170 (0,7 %)
MOB1IOMMIIM TIpo 215 mogiil, knacudikoBaHuX sK NOO14HI peakuii, OunbLIicTh 3 sKuX (97,7 %) Oynu
nerkoi abo moMipHO1 iHTeHCHBHOCTI. HalibibIn yacTHMU 3apeecTpOBAaHUMH MOOIYHUMH PEAKIISIMUA
oymu nyznota (0,3 %), 6moBanns (0,1 %) 1 3anamopouenHs (0,1 %). PiBeHp mobGiuHuX peakuin
cranoBuB 0,9 % y xiHok 1 0,6 % y yonoikiB. He Oyso HisIKMX BiIMIHHOCTEH y MOKa3HUKaX MOOIYHUX
peakuiii 3aj1exHo BiA 103U rano0yrposy. 31 170 mamieHTiB, y sskux Oynu no6iuni peaxuii (0,02 %), 4
MAI[lEHTH MaJIH CepiHO3HY MOOIYHY peakliio, MPUUIOMY OAHA MOl (aHa]iTaKTUUHUI I0K) MPU3Bea
10 JetajabHOoro Hacniaky. Hebaxkani siBumna Oymu 3apeectpoBani y 8 3 1142 (0,7 %) neniaTpuuHux
narfienTiB. Y MIeCcTH JiTe i HeOaxaHi sBuIa Oynu kiacudikoBaHi sk mooiuni peaxiii (0,5 %).
HupkoBa HeloCTaTHICTD
Y mpocnektuBHOMY (apmakoemninemionoriunomy npociimpkenni (GRIP) moreniiiiHoro pusuky
PO3BHUTKY HE(PPOTUYHOTO CHHAPOMY y MAIIEHTIB 3 MOpyHieHHsAM GyHKIIT HUpoK 908 marfieHTiB 3
Pi3HUM CTyleHeM mopyiueHHs ¢yHKii Hupok orpumyBanu ['anosict 1,0 y ctanmapTHiil cxBajeHii
1031 1y1st kontpactHoi MPT. Bei mamienTn, y T. 4. 234 naIii€HTiB 3 TSODKKOI HUPKOBOIO HEJOCTATHICTIO
(po3paxyHKOBa MBUAKICTH KITy60uKoBOi (inbTpamii < 30 mia/xs/1,73 M?), sIKi He OTPUMYBAIHU iHITUX




KOHTPACTHUX PEYOBHH, IO MICTATH Ta/I0NIHIH, CIIOCTEPIralncs MPOTATOM JBOX POKIB MIOJ0 O3HAK 1
cUMITOMIB HedporenHoro cucreMHoro ¢ioposy (HC®D). V sxomHoro mamieHTa, BKIIOYEHOTO B
JocTiKeHHs, He po3BuHyBcst HCO.

Jlani OOKNIHIUHUX 00CTIOINCEHD.

Ha migcraBi cTaHmapTHUX AOCTIKEHBb 3 (hapmMakosiorii 0e3meku, TOKCUYHOCTI MPH MOBTOPHOMY
BBEJICHHI a00 TEHOTOKCHYHOCTI HE OyJI0 BHSBICHO CHEIMU(IYHOTO PHU3UKY IS JIFOJACHKOTO
Oprasi3my.

VY 10ChipKeHHAX PenpOAyKTUBHOT TOKCUYHOCTI 3aCTOCYBAaHHS IIOBTOPHUX /103 (BHYTPIIIHBOBEHHO)
3YMOBIIOBAJIO 3aTPUMKY €MOpIOHAIBHOTO PO3BUTKY Yy IIypiB Ta KpPOJiB, MiJBUIICHHS
eMOpI0JICTATBHOCTI Y IIypiB, KPOJIIB Ta MaBII y 7103aX, MmO y 8 — 16 pa3iB (3 po3paxyHKy Ha OJJUHUITIO
nmoBepxHi Tina) yn y 25 — 50 pasziB (3 po3paxyHKy Ha OJUHUIII0 Macu Tila) MEPEeBHILYBAIH
JTIarHOCTHYHI J03u B Jirojged. Hepimomo, 4w 11i €eKTH MOXKYTh TAaKOXXK OYTH 1HIYKOBAHWMH
OJTHOPa30BUM  BBEJCHHSM. JIOCHIJUKEHHS TOKCHYHOCTI pa3oBOi Ta MOBTOPHUX 103 Y
HOBOHAPOJDKCHHX Ta CTATEBO HE3PUINX IIyPiB HE BKa3yIOTh HAa HASIBHICTh CHIEIIM(DITHOTO PU3UKY TIPU
3aCTOCYBaHHI [ITAM YCiX BIKOBUX TpyIN, B TOMY YHCJIl JOHOIIEHUM HOBOHAPOKCHHM Ta
HEMOBJISITAM.

3 pasioaKTUBHO MIYEHOr0 rafo0yTpoily, sikuii OyB BBEAECHUH JIAKTYIOUMM CaMKaM I1ypiB, MEHIIE
0,1 % BBeneHOi [03M MOTPANUIO A0 JUTHHYATH 3 MOJIOKOM. Y WIYpiB MiCis MEpPOpPaIbHOIO
3aCTOCYBaHHS BCMOKTYBaHHs OyJiO Jy’K€ HU3bKHUM Ta CTAaHOBWIJIO OJMU3bKO 5 % (mpu oO4MCIECHHI
a7IcopOOBaHOI 1031 3a PIBHEM BHUBEJICHHS 3 CEUCIO).

3a TaHUMHM JOKJITIHIYHUX JOCTIIKEHb 3 0€3MeKU 3aCTOCYBaHHsI IIpenaparty, 3 00Ky ceplLeBO-Cy IMHHOT
CHCTEMH CIIOCTEPITralM TPAaH3UTOPHI ITiIBUIICHHS apTepialbHOTO THUCKY 1 CKOPOTHOCTI MioKapna
3aNexHOo BiJ BBeAeHOi A03u. LI edekTr He crocTepiranu y Joaei.

Exomnorivni J0CTiIKEHHS TIOKa3aJ, IO CTIHKICTh 1 PyXJIUBICTh KOHTPACTHUX PEYOBUH, IO MICTSTh
raJIoNiHii, BKa3ylOTh HA MOTEHIIIHE MOMUPEHHS B TOBIIII BOJH 1, MOKIIMBO, B IDYHTOBUX BOJAX.
Dapmaxoxinemuxa.

Posznoain

[Micns BHYTPINIHBOBEHHOTO BBEIEHHS TraJo0yTpPOJN MIBUAKO PO3MOMUISETHCS Y TO3aKIITHHHOMY
npocTopi. 3B’s3yBaHHSA 3 OulkamMu He3HauHe. (DapMakOKIHETHMUYHI HapaMeTpu TIago0yTpoiy y
JTIOACHKOMY OpraHizMi Oynu mosomnpornopuiianmu. [lpu BBemeHHI ragoOyTpoiy y mosi mo 0,4
MMOJIB/KI MacH TiJla piBeHb NIpemnapary y Iuia3mi KpoBi 3HWXKyBaBcs aBodasHo. Ilicns BBeAeHHS
npenapary y m03i 0,1 Mmonb/kr Macu Tina y cepennbomy 0,59 MMOIB/I T1a3Mu Oyiio BU3HAYEHO
yepe3 2 XBUIUHY micis i1 ekl 1 0,3 MMoIb/1T ia3mu — yepe3 60 XBUIMH MICHs 1H €Ki
Biotpancdopmaris

Hi B m1a3mi kpoBi, Hi B ce4i METa0OITH BUSABJICHI HE OYIIH.

Busenenns

INamobyTpon eniMiHyeThCS 3 TIIA3MHU KPOBI 3 CEpPEeIHIM TepMiHATBHUM TEPiOJOM HaIliBBHUBEACHHS
1,81 romuam (1,3 — 2,1 romuum). Ilomam 50 % nmosm ramoOyrpony, 1o Oylia BBEACHA
BHYTPIIIHBOBEHHO, BUBOJIUTHCS MPOTATOM JIBOX I'OJMH 13 cedero, a yepe3 12 roaun — nonaa 90%
BBeneHo1 no3u. [Ipu no3i 0,1 mmons/kr Macu Tina B cepeaapoMy 100,3+2,6% BBemeHoi 103 Oyio
BUBEJICHO Yepe3 72 TOAMHU Michs 1H €Kil 13 ceuero. HupkoBuii kmipeHce rano0yTpony cTaHoBUTSH 1,1
— 1,7 MI/XB/KT y TIPaKTUYHO 30POBUX OCi0 i, TAKUM YMHOM, TOJIOHUI 10 pEHAIBHOTO KIIIPEHCY
1HYJTiHY, 1110 BKa3y€ Ha Te, 10 TaI00yTPOJI BUBOIUTHCS IIUISIXOM TIIOMEPYISpHOI (umbTpaltii. MeHe
0,1 % BuBOAUTHCS 3 PeKaisiMu.

IleniaTpuyHi NaIieHTH

[Ipodine 3aranbHOi (papMakOKiHETUKU rafoOyTpoiy y mnemiaTpuuHux mauieHTiB (< 18 pokiB)
noAioHMH 10 poditro y mopociux (AuB. po3ai «Crnocid 3acToCyBaHHS Ta 031 ).

Byno mposeaeno nBa nociimkenns ¢asu I/ 3a yuacTio memiatpuyHux mamietiB (< 18 pokiB).
[Ipodins dhapmakokineTnku BuzHadanu y 130 nemiaTpuyHUX MaiieHTiB BikoMm 2 — < 18 pokiB Ta y 43
neiaTpUYHMX MAIEHTIB BIKOM < 2 POKiB (B TOMY YHCIIi JOHOUIEHUX HOBOHAPOKEHUX).

[Tpodins papMakoKiHETHKH TamoOyTpOIy y AITeH yCiX BIKOBHX TPyN € MOmIOHMM 10 Tpodiiro
(apMaKOKIHETHKH y JOPOCIUX 1, SK HACTIJIOK, MOMIOHI 3Ha4eHHs riomi mig kpusoto (AUC),
saranpHoro kmipency (CLtot) ta o6’emy posmomimy (VSS), sk 1 mepiogy HariBBHBEICHHS Ta
IIBUAKOCTI €KCKpETIii.




bauseko 99 % (cepenHe 3HaueHHs) 103U BUBOIWIIOCS 13 cedero yepe3 6 roauH (y BIKOBIM rpyri
2 — < 18 pokiB).

[NarieHTH JITHBOTO BIKY (BiJ1 65 POKIB)

UYepes ¢izionoriyni 3MiHN QYHKIIIT HIPOK 13 BIKOM CUCTEMHA €KCIIO3UIIis Y 3A0POBUX JOOPOBOJIBIIIB
JITHBOTO BiKY (BIKOM Bij 65 pokiB) 301bI1yeThes HA 33 % y 40s10BIKIB Ta Ha 54 % Y JKIHOK, KIHIIEBUH
nepio/1 HaIiBBUBECHHS 301TbIIyeThCsl HAa 33% y yomoBikiB Ta Ha 58% y xiHoK. KiipeHc y muazmi
KpOBi 3MEHIIIYEThCSI BIAMOBIAHO Ha 25% (donoBiku) Ta 35% (kiHku). BuBeneHHs HUpKaMu BBEJCHOT
71031 BiI0OyBa€ThCS y BCiX MAIi€HTIB B IOBHOMY 00’eMi uepe3 24 ToIuHH, PI3HUII MIX 310POBHMHU
nalieHTaMH JITHHOTO Ta MOJOIIOTO BiKy HE BUSBIICHO.

HupxoBa HenocTaTHiCcTh

VY nanieHTiB i3 nopymeHHsIM (YHKIII HUPOK Mepioj HamiBBUBEIEHHS PEYOBHMHU 3 IUIa3MM KPOBI
MOJIOBXKCHUHM y 3B’S3KYy 31 3HIDKEHOIO KIIyOOUYKOBOIO (Qinbrpariero. CepenHiil KiHIEBUN TEpPiox
HaMiBBUBE/ICHHS Y MAIIEHTIB 13 HUPKOBOIO HEAOCTATHICTIO CEPEHBOTO CTYNEHS TSKKOCTI CKIIaJae
5,8 rommau (80 > xmipeHc kpeatuHiHy > 30 MII/XB), y TAIli€HTIB 13 TSKKOI HHUPKOBOIO
HEJ0CTaTHICTIO, [0 He epe0yBaroTh Ha JAiami3i (kiipeHc kpeatuHiny < 30 Mi/xB), — 10 17,6 ToquHM.
Cepenniii mepiof HamiBBUBEACHHS 3 IUIa3MH KPOBI 3MEHIIYETHCA Yy TMAIIEHTIB i3 HHUPKOBOIO
HEJIOCTaTHICTIO CepeqHbOro cTymneHs TsukkocTi (80 > kimipeHc kpeatuHiny > 30 mur/xB) mo 0,49
MJI/XB/KT, Y IAITI€HTIB 13 TSHKKOIO HUPKOBOIO HEJIOCTATHICTIO, IO HE IepeOyBaroTh Ha Jiaii3i (KIIipeHc
kpeatuHiny < 30 mi/xB), — 10 0,16 M/XB/KT.

[ToBHE BUBEACHHS 13 CEUCIO y MAIlI€HTIB 13 MOPYIICHHAM (DYHKIIIT HUPOK JETKOT0 ab0 CepeHBOro
CTYHEHsI CHOCTEePIrajgocs ynpoaoBx 72 roauH. Y Nali€HTIB 13 MOpYyIIEeHHSIM (YHKIIT HUPOK TSKKOTO
crynenst npuHaiiMHi 80% BBEIEHOI M03M BHBOIMIOCS 3 CEUCI0 YMPOIOBXK 5 mi0 (AuB. po3minu
«Crocib 3acTocyBaHHs Ta 1031W», «OCOOIMBOCTI 3aCTOCYBaHHA»). Y MAlli€HTIB, 10 IepeOyBatoTh Ha
niaisi, rago0yTpoJI Maiike TOBHICTIO BUBOJIUTHCS 3 TIA3MU KPOBI ITICTIS TPETHOTO CEAHCY.

Kainiuni xapakrepucTuku.
Ilokazanns.
JlikapchKkuii 3aci® 3aCTOCOBYETHCS 3 JAIarHOCTHYHOIO MeToro. ['amosict 1,0 mokazaHuil HOpOCTHM,
MiJUTITKaM Ta JiTSM BCiX BIKOBHUX TPy (B TOMY YHCI1 JOHOIIEHUM HOBOHAPOKEHUM) JJIS:
o [lokpalieHHs KOHTPACTHOCTI 300paXKeHHS Mij Yac KpaHiajabHOI Ta ciiHansHoi MPT.
e [lokpameHnHs KOHTpacTHOCTI 300paxenHs miag yac MPT mediHku a00 HHUPOK Yy MAIli€HTIB 3
i J03PIOBAaHUMHE 200 T ATBEPKCHIMH BOTHUIIIEBUMH YIITKOKEHHSIMH 3 METOIO X Kitacugikarii
SK TOOPOSIKICHUX 200 3II0SIKICHUX.

e [lokpalieHHs KOHTPACTHOCTI 300pa)KeHHS MiJ Yac MarHiTHO-pe3oHaHCcHO1 aHriorpadii (MPA).
lapgoBict 1,0 Moke TakoX 3aCTOCOBYBAaTHCS ITI Yac MArHITHO-PE30HAHCHUX JOCTIHKCHBb
MATOJIOTTYHUX YTBOPEHb YChOTO TiJa.
laposict 1,0 monmermrye Bi3yami3allifo aHOMaJbHHUX YTBOPEHb a00 YIIKO/KEHb Ta Ja€ 3MOTY
TUEPEHIIIIOBATH MK 3TOPOBUMHU Ta MATOJOTITYHUMHU TKAaHHHAMH.

INaposict 1,0 cimig 3acTOCOBYBaTH JIMIIE SIKIIO J1arHOCTHYHA 1H(OPMAITiS € BAKIIUBOIO Ta HE MOXKE
OyTH OTpMMaHa 3a JONOMOTOI0 MarHiTHO-pe3oHaHcHOi Tomorpadii (MPT) 0e3 3actocyBaHHs
KOHTPACTHO1 PEYOBUHHU.

Ilpomunoxazanns.
[ligBuieHa Yy TIMBICTH 10 J1104Y0i Pe4OBUHU a00 10 OyAb-SKOTO 1HIIOI0 KOMIIOHEHTA Mpenapary.

Ocoonuei 3axo00u de3nexu.

[IpenapaT npusHaAYSHUH JIUIIE IS PA30BOTO BUKOPUCTAHHS (17151 OTHOTO JTOCIIIIPKEHHS).

Le#t MequuHui IpenapaT CIIiJl pEeTeNbHO OTJISIHYTH Tiepel BUKopucTanHusM. ['agosict 1,0 He MOkHa
3aCTOCOBYBATH y pa3i 3HAYHOI 3MIHU 3a0apBIICHHS, BUSBJICHHS TBEPANX YACTHHOK YH MOPYIICHHS
LIJTICHOCTI TUTACTUKOBOT KOPOOKH.

He BukopucTaHi mpu 00CTeKEHHI 3IHINKA KOHTPACTHOTO 3ac00y JUIS MOAAIBIIOTO 3aCTOCYBAHHS
HEMpPUJIATHI, 1 1X CIiJ YTUTI3yBaTH.

HImpumwm ¢ BUMATH 3 TUTACTUKOBOT KOPOOKHU 0€31MocepeTIHbO Mepe/1 3aCTOCYBAHHSIM.

KoBmavok cnif 3HiMaTH 31 IIPHUIIA TITFKA 0€3M0CcCepeHbO TIEpe]] 3aCTOCYBAHHSIM.



Habuparu nikapcekuii 3aci6 [aposict 1,0 y mmpwui i3 ¢aakoHa ciij TUTbKH 0€3M0CEpEaHbO Mepe
BBEJICHHAM. [ 'yMOBY MpoOKy (h1akoHa HE CIIiJ] MPOKOIIOBaTH Oinbire 1 pasy.

SIkmo maHmi TikapcbKui 3aci® Oyzie BBEJCHO 3a JOTIOMOTOI0 aBTOMAaTHYHOI CUCTEMH BBEJICHHS, TO
MO>KJTUBICTh HOTO 3aCTOCYBaHHS Ma€ OyTH MPOJEMOHCTPOBaHA BUPOOHUKOM OOJIaTHAHHS/ BUPOOY
MeIUYHOro npu3HaueHHA. Cii AOTpUMYyBaTuCs OyIb-SKHX JONATKOBUX IHCTPYKLIH BHUPOOHHKA
o0yaiHaHHs / BUPOOY MEAMYHOTO TPU3HAYCHHS.

B3aemooia 3 inwumu nikapcoKumu 3acooamu ma inuii 6UOU 63aEMOOIil.
JlocaimkeHHs MO0 B3a€MO/IT 3 1HIIMMU JTIKaPChbKUMH 3aC00aMU HE MPOBOIMIIHCA.

Ocoonueocmi 3acmocyéanns.
[Tig gac BBeneHHs mpemnapary ['agoBicT 1,0 y BEHH HEBETMKOTO TiaMeTpy MOXKYTh BUHHKATH TaKi
oO1YH1 peakIii, IK MOYepBOHIHHS Ta HAOPSIK.
3aranpHi TpaBmia Oe3nekd, IO AifoTh npu  mnpoBeneHHi MPT, 0coOMMBO  BUKITIOYCHHS
(hepoMarHiTHUX IMIUTAHTATIB, OLIUPIOIOTHCS TAKOXK 1 Ha 3aCTOCyBaHHs npenapaty ['agosict 1,0.

e [inepuymaugicmo
Benenns npenapary [Magosict 1,0, ik 1 IHIIMX BHYTPIIIHBOBEHHUX KOHTPACTHHUX 3ac001B, MOXeE
OyTu moB’s3aHe 3 aHA(ITAKTOIMHMMHU peakIisiMi/ peaklisMH TINepYyTIUBOCTI ab0 I1HIIMMU
peakuigsMH 11I0CUHKpa3il y BUIJISIII CEPLIEBO-CYIMHHUX, PECIIPATOPHUX 200 MIKIPHUX CHMIITOMIB,
@K J0 peakUii TSHKKOTO CTyNEeHs, BKIIOYaroyd mIOK. [lamieHTaMm 13 cepLeBO-CyIMHHUMHU
3aXBOPIOBAaHHIMH CEpHO3HI a00 HABITH JIETANBbHI HACTIAKH TSHKKUX PEaKIii IMiIBUIIEHO] Yy TIIMBOCTI
3arpoXyrTh OLIBIIOI MipOIO.
Pusuk po3BUTKY peakiiil TiMmepuyTIMBOCTI € BUIIMM NPU HASBHOCTI 3a3HAUYEHUX HIDKYE CTaHIB Ta
3aXBOPIOBaHb:
- peakIlisi Ha TIOTIepe IHI BBEACHHS KOHTPACTHUX 3aC001B;
- OpoHXiaJllbHa acTMa B aHaAMHE31;
- aJiepriifHi peakiiii B aHaMHe3l.
Pimenns mono npo 3acrocyBanss npenapaty ['agosict 1,0 mamieHTaM 31 CXHIIBHICTIO 10 aleprii ciif
MpUAMATH TICIIST OCOOIMBO PETENBHOT OI[IHKH CITiBBITHOUICHHS PU3HK/KOPHUCTb.
binpuricte mMx peakiiii BHHHMKA€ YOPOAOBXK MIBIMOJWHHM Micls BBEAEHHS mpemnapary. Tomy
PEKOMEHIYETHCS CIIOCTEPIraTH 3a MAIIEHTOM MICIs JOCIIIKEHHS.
3aBkaAM MaloTh OyTH HAMOroTOBI BIANOBIIHI MpenapaTH JUis JTIKyBaHHS peakiii TinepyyTiIuBOCTi, a
TaKO0X 3aCO0M HEBIAKIATHOT JomoMOrH (AuB. po3aia «Crnocid 3acToCyBaHHS Ta JJO3W»).
Y NoOAMHOKUX BUMAAKaX CIOCTEpIiraaucs BiACTPOUEHI peakiii (1[0 BUHUKAIOTh Yepe3 KijbKa TOANH
a0o0 JHIB micis BBeneHHs) (MuB. po3ait «I[1o0iunHi peakiii»).

o [lopywenns @pyHkyii HUpoK
Ilepen BBenennsam mpenapary I'agomict 1,0 coig mpoBoAMTH CKPHHIHI BCIX NALIEHTIB Ha
HasIBHICTh HUPKOBOI 1MCcPYHKIII 32 pe3yJbTaTaMu J1aG0pPaTOPHUX JTaHUX.
VY nmaimieHTiB 3 TOCTPOIO ab00 XPOHIYHOIO TSHKKOK HHUPKOBOIO HEIOCTATHICTIO (IIBHIKICTD
Ky60uKoBoi dineTpamnii < 30 Mi/xs/1,73 M?) crocTepiraaucs BUIaIKH He(POTeHHOTO CHCTEMHOTO
¢16po3y (HCD), 1o acouiroBanucs i3 3acTOCYyBaHHIM KOHTPACTHUX PEUYOBHH, 110 MICTATh raA0iHIN.
Oco0nvBHil PU3WK ICHYE y TAI€HTIB, SKUM TPOBOAUTHCSA TPAHCILIAHTAIS TICUIHKH, OCKLIBKU
4acToTa rOCTPOi HUPKOBOI HEJOCTATHOCTI B I1iH IpyIi BUCOKA.
Ocxkinbku icHye pu3uk po3BuTky HC® mix yac 3acrocyBanns npenapary ['agosict 1,0, piteHHs npo
BBEJICHHS IIpernapary THali€eHTaM 13 TSKKOIO HHUPKOBOIO HEJOCTATHICTIO Ta THalll€eHTaM Yy
nepiornepaifHoMy Mepioi TpaHCTUIAHTAII] IEYiHKH HEOOX1THO MPUHMATH ITICIIS PETeIBHOI OIIHKH
CIIBBIIHOIIICHHSI PU3UK/KOPUCTH 1 JIUIIE B TUX BUMAAKAX, KOJIW TIarHOCTUYHA iHQOpMaIlis BKpan
HeoOXiHa 1 He MOXke OyTH OoTprMaHa 1ijx yac nposeneHHss MPT 6e3 KOHTpacTHOTO i CHIICHHS.
I'emoniani3, mpoBeAeHUH yepe3 KOPOTKUI MPOMIXKOK Hacy Micis 3acTOCyBaHHs npenapary ['anoBict
1,0, Mmoxe OyTH KOPHUCHHMM JUIsl BUBEACHHS Iperapary 3 opraHizmy. [lani momo 3acTocyBaHHs
remMofianizy 3amis npodizaktuku ado mikyBaHHs HC® y maiieHTiB, SKi 0 I[bOTO HE 3HAXOIUIHCS
Ha Jiai3i, BIICYTHI.

e Hoeonapoooiceni ma nemognama



UYepes He3pLIICTh PYHKIIT HUPOK Y HOBOHAPOHKEHHUX BIKOM J0 4 THKHIB Ta HEMOBIST 10 1 poKy
npemapat ['agoBicT 1,0 3aCTOCOBYIOTh TaKUM MAaIli€EHTaM 3 OOCPEKHICTIO 1 JIMIIE MICIS PEeTeIhHOI
OLIIHKH JIOIIBHOCTI 3aCTOCYBaHHSI.

e [layienmu n1imHbO2O GIKY
OCKUTBbKM HHUPKOBHM KJIIPEHC TaJo0yTpoJly y TAIll€HTIB JITHHOTO BIKY MOXKE OyTH TOPYIICHHH,
0COOJMBO BaXXJIUBUM € MPOBEACHHS MJOCHIUKCHHS I0J0 HAsABHOCTI HUPKOBOI AMCHYHKIII Yy
TAII€EHTIB BIKOM Bij 65 pOKiB.

e Cyoomu
SIK 1 mox0 IHIIMX KOHTPACTHUX PEUOBHH, IO MICTATH TafoJiHIM, MpHU MPHU3HAYCHHI IMpernapary
lapoict 1,0 mamieHTaM 13 HH3BKHM TIOPOTOM CYJOMHOi AaKTHBHOCTI Cjiff OyTH 0COOJIMBO
00epeKHUMHU.

e JlonomidicHi peuosuHu
[Ipenapar I'agosicT 1,0 MicTuTh MeHIIE HDK 1 MMOIBL Hatpiro (23 Mr) Ha 1 o3y (po3paxoBaHO Ha
OCHOBI CEpeIHBOI 103U /IS MaIlieHTa 3 Macoro Tia 70 Kr), TOOTO MPaKTUYHO HE MICTUThH HATPIIO.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHs 2pyoo.

BaritHicth. Hemae >komHuX MaHMX KIIHIYHHUX JOCTIDKEHBb IMOJ0 3aCTOCYBAHHS TaIo0yTpoIry
BariTHUM >KiHKaM.

VY JochiikeHHSX Ha TBapuHAX IMpPU BBEIEHHI MOBTOPHUX BHMCOKHUX J03 Ipenapar MposBIIsAB
PENPOAYKTUBHY TOKCHUHICTE (IUB. pO3/1ia «PapMaKoJIOTiYHI BIACTUBOCTIY ).

laposicT 1,0 HE peKOMEHIYETHCSI 3aCTOCOBYBATH Y TEPiOJ BariTHOCTI, SIKIIO HEMa€e abCOTIOTHUX
MMOKa3aHb.

Jlakramis. KoHTpacTHI pe4oBUHH, 110 MICTATH Taf0JIiHIi, MOTPAILIAIOTh Y TPYIHE MOJIOKO y JTyXKE
HE3HAYHINA KUTBKOCTI (AMB. po3ain «PapMakooriyHi BIacTUBOCTI»). [IpH 3acTocyBaHHI KIiHIYHUX
7103 HE CJIJI OYIKYBaTH BIUIMBY Ha HEMOBJIT Yepe3 HE3HAUHY KUIbKICTh JiF0Y0i PEUYOBHHH, IO
BUIUISETECS 3 TPYJAHUM MOJIOKOM, Ta CIa0Ke BCMOKTYBaHHS 31 IUTyHKOBO-KHUIITKOBOTO TPaKTYy.
PimenHst o0 mpoI0BKEHHS TPYAHOTO BUTOJOBYBaHHS 00 HOTO MPUMUHEHHS Ha 24 TOIWHU TCISA
3acTocyBaHHA npemnapary ['agosict 1,0 moBHHHI IpUiMaTH JTiKap Ta KiHKA, KA TOAYE TPYATIO.
®depTribHICTh. Pe3ynbTaTl 1OCTIKEHh Ha TBAPUHAX HE 3aCBIAYMIIN OPYIICHHS (ePTHIIHHOCTI.

30amuicmv enausamu Ha wWUOKICMb peaxkyii npu Kepy8awHi aABMOmMpPAHCNOpmMomM abo IHWUMU
MexXaHizsmamu.
Hesigomo.

Cnocio 3acmocysannusa ma 003u.

I'aposicT 1,0 moBMHEH 3aCTOCOBYBATH JHIIe KBATiQikOBaHNH MeANYHUH NMEPCOHAN, L0 MA€
nocBin kiaiHivHoi MPT-npakTukm.

[Ipenapar 3aCTOCOBYIOTH JUIsl JIarHOCTUKY JIUIIIE MIJISIXOM BHYTPIIIIHBOBEHHOTO BBE/ICHHS.
Heob6xinHy 103y BBOASATH BHYTPIIIHHOBEHHO Y BUTJISAL OOMIOCHOT 1H €KIlii. MarHiTHO-pe30HaHCHE
JOCITIJKEHHSI MO>KHA PO3IIOYMHATH 0JIpa3y (depe3 KOPOTKUH MPOMIKOK Yacy Micis iH’ €Ki 3a1eKHO
Bil IMIyJIbCHOI TIOCTIZOBHOCTI Ta TMPOTOKONY OOcTexxkeHHs). OnTuMalbHa KOHTPACTHICTH
CTIOCTEpIraeThCsl MiJl Yac MEpIIOro MPOXOJpKEeHHS uepe3 aprepii miast MPA, a Takox ymnmpoaoBxk
npuOM3HO 15 XBUWH micis 1H ekl npenapaty ['agoict 1,0 nmpu 3acTocyBaHHI A1 TOCTIIKCHHS
IHC (ueit yac 3a1eXKUTh Bil TUIY ypa)KeHHS/TKaHUHN).

T1-3BakeHI TOCHIIOBHOCTI CKaHyBaHHsS OCOOJMBO MIAXOIATH IS JOCHIHKEHb 3 TIABUIICHOIO
KOHTPACTHICTIO.

BHyTpimmHbOCYAMHHE BBEJCHHS KOHTPACTHOI PEYOBUHHM CIIiJ TIPOBOIMTH, SKIIO II€ MOXKIIMBO, KOJIH
narieHT mnepedyBae y TOPU3OHTAIBHOMY mMojoeHHI. Ilicns BBeJeHHS PEYOBUMHHM MAIIEHT Mae
nepeOyBaTH TIiJ] HATJIAIOM TpHHAWMHI TpoTsSroM 30 XBWJIMH, OCKITBKH JIOCBIJ 3aCTOCYBAHHS
KOHTPACTHUX PEUYOBUH CBIAYUTH MPO T€, 110 OLTBIIICTh MOOIYHUX PEAKIIil MPOSIBISIETHCA caMe Y 1Iei
niepion (auB. po3aist «OcoOIUBOCTI 3aCTOCYBAHHS ).

Jo3yeanns



B fiarHOCTMYHMX LIIAX CIiJ 3aCTOCOBYBAaTHM HallHWXK4y J03y, 110 3a0e3nedye JOCTAaTHIO
KOHTpacTHICTh. Jlo3a Mae OyTH po3paxoBaHa 3 BpaxyBaHHSM MacH Tijla Malll€eHTa Ta HE Mae
NEPEBUIIYBAaTH PEKOMEHI0BaHY J03y Ha KiJOrpaM MacH Tijia SK 3a3Ha4Y€HO y JaHOMY PO3ILIL.
Jopocuni

Pexomenoayii wyoooo MPT 2on06n020 ma cnunHo2o Mo3Ky

PexomennoBana no3a s nopocnux craHoButTh 0,1 mmons npenapary I'agosict 1,0 Ha 1 xr macu
Tiza (MMOJIB/KT Macu Tina), mo Bianosigae 0,1 mu Ha 1 kr macu tina 1,0-M po3uuny.

SIKII0 3aNMImaeThes Mio3pa Ha HAasiBHICTh ypa)XeHHs (3TiAHO 3 KIIHIYHUMHU JaHUMH), HE3BAKAIOUH
Ha HopManbHI pe3dynbratd MPT, abo y pasi, konu Oinbln ToyHa iH(OpMAaILlisi MOXKE BILTUHYTH Ha
JTIKYBaHHS MaIi€eHTa, NpoTaroM 30 XBUIIMH MICIIA MEepIIoi iH’ €Kil MO’KHA BBECTH TpenapaT IOBTOPHO
y no3i go 0,2 mi Ha 1 Kr MacH Tina.

MPT s6cvozo mina (kpim MPA)

Sx mpasuio, npusHaueHHs npenapary ['agosict 1,0 y mo3i 0,1 Mu/kr mMacu Tija € TOCTaTHIM IS
BUPIIIEHHS OCHOBHUX KJIIHIYHUX MUTaHb.

Tokpawenus konmpacmuocmi 300pasiceHts nio yac MaeHimHo-pe3oHancHoi anzioepagii (IIK-MPA)
dopmyBaHHS 300paKEHHS JUIsl OTHOTO TOJIS 30PY:

7,5 M1, AKIIO Maca Tijla MeHIIe 75 KT;

10 ™, sikmo mMaca Tina 75 kr um Ounbme (mo Biamosigae 0,1 — 0,15 MMoib/KT MacH Tina).
DopmyBaHHS 300paskeHHS I OUIBII Hi’K OJIHOTO OIS 30pY:

15 mu, SIKIIO Maca TijIa MeHIe 75 Kr;

20 mu1, sKImo Maca Tina 75 kr uu Oinsire (Biamosigae 0,2 — 0,3 MMOJIB/KT MacH Tisa).

Oxpemi epynu nayienmis

ITH
Jnis giTeit Bcix BIKOBUX TpyIl (B TOMY YHCII JOHOIIEHUX HOBOHAPOKEHHMX) PEKOMEHI0BaHa /1032
cranoButh 0,1 Mmmounb nipenapary ["amosict 1,0 Ha 1 kr macu Tina (o exBiBanenTHo 0,1 Mi/Kkr Macu
TiJIa) 71 BCIX TTOKa3aHb.
HoBonapopxeHri (BikoM 10 4 TiKHIB) Ta HeMOBJIITa (10 1 poky)
Uepes He3piicTh (PYHKINT HUPOK, IIO BiIMIYA€TbCA Y HOBOHAPOIKEHUX (BIKOM 110 4 THXKHIB) Ta
HeMOBIAT (1m0 | poky), mpemapar ['agoBict 1,0 3aCTOCOBYIOTH TakMM MAaIliEHTaM JIMIIE TiCIIs
pETENbHOT OIIHKHU JOLIILHOCTI Ta B 1031, 110 He nepeBuiye 0,1 mmons/kr macu tina. [1ig gac omHoro
CKaHyBaHHS HE 3aCTOCOBYIOThH OlbIll€ OJHIET T03U. 3 OIJIsAY Ha HEAOCTaTHICTH 1H(opmalii mpo
OaraTopazoBe BBEIECHHS Mpernapary iHTepBaj MiX MOBTOpHUMU iH ekuisimu ['agosict 1,0 moBuHEeH
CTAaHOBHTH IIJOHAMMEHIIIC 7 JTHIB.
[TamieHTH JITHHOTO BIKY (BIKOM BiJI 65 POKIB)
HeoOximHOCTI B KOpEKIii 103 JUIs TEPOHTOJIOTIYHUX MAIli€HTIB He BUsBiIeHO. [Ipu 3acTocyBaHHI
MaiieHTaM JITHBOTO BIKY HeoOxigHa ocobnuBa oOepexHicTh (auB. po3ain «OcobmuBOCTi
3aCTOCYBAHHA»).
HwupkoBa HeIOCTATHICTh
Pimenns mnpo 3actocyBanHs mnpenapary Ilagosict 1,0 mnamieHTaM 3 TSKKOIO HHUPKOBOIO
HEJOCTaTHICTIO (IBHUAKICTh KiyOoukoBoi ¢inprpamii < 30 wmi/xs/ 1,73M2) Ta TMali€HTaM Yy
nepiornepanifHoMy Mepioi TpaHCTUIAHTAII] IEYiHKH HEOOX1THO MPUHMATH IICIIS PETeIBHOI OIIHKH
CIIBBIHOIICHHS PU3UK/KOPHUCTS 1 JIUIIIE TOA1, KOJIA JiarHOCTUYHA 1H(opMaIlis € BKpail HEOOX1THOIO
1 He MOoke OyTu oTpuMana mij dac npoBeaeHHss MPT 6e3 KOHTpacTHOTO MiJACUICHHS (IUB. PO3ILI
«OcobauBOCTI 3acTOCYBaHHM). Y pa3i He0OX1THOCTI 3acTocyBaHHs npenapary ['agogict 1,0 qo3a He
noBuHHa mnepeBuiryBatu 0,1 mmonws/kr macu Tima. Ilim Wac OgHOTO CKaHyBaHHS HE CHiJ
3aCTOCOBYBATH OLIbINEe HiX OAHY 103y. OCKiIbKH 1H(GOpMAIliS 100 MOBTOPHOTO 3aCTOCYBAaHHS
HeJ0CcTaTHS, 1H eKIIito npenaparom ['agoicT 1,0 He ci1i1 MTOBTOPIOBATH, 32 BHHATKOM BUIA/IKIB, KOJIH
Tepio MK 1H €KITISIMU CKJIaJIa€ IIOHAWMEHIIIe 7 THIB.

Himu.
[Ipenapar I'agosict 1,0 3aCTOCOBYIOTH AITAM BCIX BIKOBUX TIpyH (B TOMY YHCIi JOHOLICHUM
HOBOHAPOKEHUM ).



Ilepedosysanns.

MaxkcumarnpHa BBE/ICHA JIFOJMHI 1000Ba pa3oBa 103a rago0yTpoiy CTaHOBUTH 1,5 MMoub Ha | Kr
MacH Tija. J[o 1boro yacy He CrocTepirajiocs >KOJHUX 03HaK IHTOKCHKALlli BHACIIIOK IIepe103yBaHHs
ITiJ] 9ac KIHIYHOTO BUKOPHUCTAHHS TIperapary.

VY pasi BUNAJKOBOIO Mepe03yBaHHA PEKOMEHAYETbCS MPOBOJUTH MOHITOPUHI CEpLIEBO-CYAUHHOI
cucremu (Briogaroun EKI) i KOHTpOIs HUPKOBOT (PYHKIIII.

V pasi nepeno3yBaHHs y Mali€HTIB 3 HUPKOBOIO HepocTaTHicTio ['ajosicT 1,0 MOXXHa BUBECTH 3

opranizmMy nuisixom remomianizy. Ilicnms 3 ceanciB miamizy mpubmm3ao 98% nirouoi pedoBHHU

BUJAIAETHCA 3 opra”izMy. OpHak BiJICYyTHI JaHi BIJHOCHO TOTO, IO TeMOJiani3 MOXHa

3aCTOCOBYBATH JUISI MPODITAKTHKHI PO3BUTKY HE(PPOTEHHOTO CHUCTEMHOTO (PiOpo3y.

Ilo6iuni peakuii.

Hani npo mpodine Oe3nexku mpemapaty [amoBict 1,0 6a3yroThCsi Ha pe3ynbTaTax KIIHIYHHX
JOCITIJKEeHB 3a y4acTi moHaa 6300 marieHTiB, Ta HOCTMAPKETHHTOBHUX CHOCTepeKeHHAX. HaloimbI
4acTO BUSABJIEHUMH OOIYHUMHU peakiismu (>0,5 %) y mawieHTis, siki orpuMmyBanu ['ajgosict 1,0, Oynu
TOJIOBHUH Oi11b, HYZIOTa Ta 3a1IaMOPOYCHHSI.

Haii6inpm cepiio3HMMH MOOIYHUMH peakiisiMU y TAaIli€HTiB, siKi oTpuMyBaiu ['agosict 1,0, Oynu
3yNMHKA Ccepus Ta TOKKI aHadimakToimHi peakmii (BKIIOYAOYM 3YNUHKY JWXaHHA Ta
aHaTAKTUYHUN TIOK).

Bincrpoueni anadimakroigHi peakmii (BiJ KUTBKOX TOIWH ITCIS BBEIACHHS JIO KUIBKOX JIHIB)
criocTepiraiaucs piako (IuB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHS).

Binpmricte mo6iyHUX eeKTiB Oyu JIETKOro abo cepeHhOr0 CTYTEHS TSHKKOCTI.

[To6iuHi peakiiii, o crioctepiranucs npu BBeneHHi ['agosict 1,0, HaBeneHi y Tabnuili Hux4e. BoHu
kiacu(ikoBaHi 3a kjiacamu oprasis cucteM (MedDRA).

Binnosigai Tepminn MedDRA Oynu BUKOpHCTaHi sl ONMCAaHHS MIEBHUX PEakiliid, iX CHMITOMIB Ta
CXOKHX 32 CHMIITOMATHKOIO CTaHiB.

[TepeniuenHi HIKYe MOOIUHI peaKIlii, 3apeecTpoBaHi y X0l KIIHIYHUX JOCIIHKEHb 13 3aCTOCYBaHHSIM
npenapary [amosict 1,0, po3nomineHi 3a 4acToToro BUHUKHEHHS: 4acTti (Big >1/100 mo <1/10),
Hevacti (Big >1/1000 no <1/100), mooaunoki (Big >1/10000 no <1/1000). [ToGiuHi peakuii, o Oymu
BUSIBJICHI TUTBKH y TIEPiOJl MOCTMAPKETUHTOBOTO CIIOCTEPEKEHHS, YaCTOTa SIKUX HE BCTAHOBIICHA,
MO3HAYEH] SIK «4acTOTa HEBIIOMay. Y KOKHIHM Ipymi NOO1UHI peakiii 3a3HaueHl y MOPsIKY 3HUKESHHS
iX CTyIeHs TSHKKOCTI.

[ToGivni peakiiii, BCTAHOBIICHI y XOA1 KJIIHIYHUX MOCIIKEHb Ta MPOTITOM MOCTMApKETHHTOBOTO
CIIOCTEPEIKECHHS Y MAIllE€HTIB, K1 orpuMyBau ['amosicr 1,0.

CHCTe.Ma Yacri Heuacri [ToonuHOKI Yacrora
OprasiB HeBlJIoMa
Poznagu 3 Ooky lNimepcencuTrBHI/ aHadiIaKTOINHI

IMyHHOI{ peakuii** (manpuknan,

CHUCTEMH aHa(iMaKTHIHMI mOKS,

LUPKYJIATOPHUIA KomamcS™,
3yNMHKA JUXAHHSAS*, HaOpsK
JIeTeHB ¥, 6p0oncna3M§, mianos®,
opobapHHreanbHuil HaOpsK®*,
HaOpsK TopTaHi®, TimoTensis*,
TT1JIBUILIEHHS apTepiabHOTO
THCKyYS, 6inb y TpyaHii KmiTi®,
KpONUB’sIHKA, HAOPSIK 00IHny s,
anrioenema’, KOH’ IOHKTHBITS,
HaOpsK MOBIK, IPUIUIUBH,
rinepriz[po3§, KamIens®, YXaHHs®,
BimuyTTS 5Kapy?®, 6IIiicTh)




Po3magu 3 Goky | ['onoBHMIA | 3amaMopoyYeHHS, nucressid, | Brpara
HEPBOBOT O11b rapecresis CB1JIOMOCTI *,
CHCTEMHU CyJIOMH,
apocMmist

Pozmagu 3 Goky Taxikapnig, | 3ynuHKa
ceprst cepreduTTst | cepus™
Poznagu 3 Goky 3amumka*
JTUXaJTbHUX
IUISAX1B, OpPTaHiB
TPYIHOI KIIITKH
Ta CEPEIOCTIHHS
[[InyHkoBO- Hynora biroBanHs CyxicTb y
KHIIKOBI pori
po3naau
Posnanu 3 Goky Eputema, cBepOixk (BKIIIOUAIOUN Hedporennuit
HIKIpH Ta reHepaitizoBaHuil cBepOik), CUCTEMHHI
T ITK I PHOT BHUCHIH (BKJIIOYAIOUN ¢i6po3 (HCD)
KJIITKOBUHU reHepanizoBaHi, MaKyJIspHi,

MayJIbO3Hi, CBEpOJISTUi BUCHUIIH)
3aranpHi Peakuii y micmi 16’ exmii®, BiquyTTs | Hezmyskanus,
po3Jiain Ta CTaH xKapy BIIUYTTS
y MicIi 1H’ €Kil XOJIOAY

S inepceHcuTHBHI/aHADINAKTOIHI peaKilii BUABNEH] MIIE MPOTATOM HOCTMAPKETHHIOBOTO CIIOCTEPEKEHHS
(dacTora HeBiiOMa).

* [1o6iuHi peakirii, 0 MOXXYTh CTAHOBHUTH 3arpo3y KUTTIO a00 MaTH JIETAIbHUI HACITIIOK.

° Peakuii y Micmi iH’ekmii (pi3HOTO THIY), BKIIOYAIOYM TaKi KJIIHIYHI BapiaHTH: MiclleBa €KCTpaBasallis,
MICIIeBE BITUyTTS JKapy, MiCIIeBE BIIUYTTS XOJOAY, MiCLIeBE BiAUYTTs TeIUIa, MiclieBa €puUTEMa YU BUCHIIKY,
MiCLIEBUH O1/1b, TOCTIH’ €KIIIMiHA reMaToMa.

* OkpiM KpONHB’SHKH, NP0 KOJAECH i3 CHMITOMIB MOOIYHMX peakiil, IepepaxoBaHMUX B IIiIPO3iNi
«l'inmepcencutnBHI/aHadiTaKTOINHI peakiii», He TMOBIIOMIISIOCH B KIIHIYHUX JOCIIDKEHHSX 13 4aCTOTOO
O1IBIIIO0, AHIK «ITOOIUHOKI.

VY mami€eHTiB 31 CXWJIBHICTIO IO aJeprivyHUX peakiiii yacrimie, HK y 1HIINX, BUHUKAIOTh PeaKIii
TiBUIICHOT Yy TIIMBOCTI.

[MoBinomisiocst mpo okpemi Bumnanku po3BuTky HCD y 3B’s3Ky 13 3aCTOCYBaHHSIM Mpernapary
laposict 1,0 (quB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS ).

[Ticna 3acrocyBanus npenapaty ["amosict 1,0 cnmocrepiranucs 3MiHU napamMeTpiB (QyHKIIT HUPOK,
BKJTFOYAIOYH TT1IBUIIIEHHS PiBHS KPEaTHHIHY.

JiTH Ta miamiTku

Hani nBox nocmipkensb (aszu I/111 momo 3acrocyBanHs 0MHOPa30BO1 A03H npenapary 138 cyd’ekram
BikoM 2 — 17 pokiB Ta 44 cy0’ekTam BIKOM 10 2 pOKiB (IuB. po3ain «PapMaKkoIoridHi BIACTUBOCTI»)
CBIJTYaTh, 110 32 YACTOTOIO, TUTIOM Ta CTYTIEHEM TsDKKOCTI TOOIUHI peakiii y MiTei BCiX BIKOBUX TPYII
(B TOMy YHCIIi JOHOUICHUX HOBOHAPOKEHUX) HE BIIPI3HAIOTHCA BiJ MO0 MOOIUHUX peaKIiid,
110 CIIOCTEPITaroThCs y JopociuX. Llelh BUCHOBOK MiATBEPAMBCS pe3ybTaTaMH JOCHTIKEHHS (a3u
IV 3a yuacti nonaza 1100 neaiarpuyHMUX MAIiEHTIB Ta JTaHUMH II0CTMAPKETHHIOBOTO CIIOCTEPEIKEHHS.
IoBiioMJIEHHSI TPO Mi103PrOBaHl NOOIYHI peaKiii

[oBimomieHHs PO MiA03pIOBaHi MOOIUHI peakiii y mepiof] MIOCTMapKETHHIOBOTO CIIOCTEPEIKEHHS €
y’)Ke BaXJIUBUMHU. Lle 1ae MOXKIMBICTh MOCTIHHO KOHTPOJIOBATH CITIBBITHOIIECHHS! KOPUCTh/PUBHK
3aCTOCYBaHHA JIKapChKUX 3aco0iB. Menu4Hi MpamiBHUKA MOBHHHI MOBIJOMIISTH MpO Oyab-sKi
I1/103proBaH1 MOOIYHI peakiii.

Tepmin npuoamnocmi.

3 poku.

TepmiH MpUAATHOCTI MICIS TEPIIOTO BIAKPUTTS: 3aJHUINKKA PO3YMHY JUIsl 1H €KIH, sSKi HEe OyJo
BUKOPUCTAHO MiJ{ Yac MOCHIKEHHs, CJiJ YyTHIi3yBaTH. XiMmiuHa, (i3uyHa Ta MikpoOioyoridyHa



CTaOUIBHICTh MiJl Yac 3aCTOCYBaHHS MOXYTh OyTH MIATBEpDKCHUMHU AJIs Tepiody 24 roauH mpu
temneparypi 20 — 25 °C. 3 Mikpo06i10JI0TIHHOT TOUKH 30py Mpenapar CiiJi BAKOPUCTOBYBATH OJIpa3y.
Sxmio BiH He OyB BUKOPUCTaHUM 0JIpa3y, BIAMOBIAAIbHICTH HECE KOPUCTYBAY.

YmoBu 30epiranus.
He moTpebye crieniansHIX YMOB 30epiraHssi.

Hecymicuicmo.
Uepes BIACYTHICTh AOCHIMIKEHBb IIOJO CYMICHOCTI L€ mpemapar He CIif 3MIIIyBaTH 3 1HIIUMH
JTIKapChKUMU 3aC00aMHU.

Ynakoska.

ITo 5 M a6o mo 7,5 ma a6o mo 10 M1 y CKISTHOMY INIPUII, BKJIaJEHOMY Y TPO30pPY IUIACTHKOBY
KOpOOKY, 3aKpHUTY HariepoMm; 10 5 MITIPHUIIIB Y KAPTOHHIN KOpoOIIi;

no 5 mut abo no 7,5 mut abo mo 10 M y MIaCTUKOBOMY IINPHIL, BKJIQJEHOMY Y IPO30PY IIACTHKOBY
KOpOOKY, 3aKpHUTY IMOJIIETHICHOM; TI0 5 MINPHIIIB Y KAPTOHHIN KOPOOIi;

o 7,5 mi abo mo 15 mn y ckinsiHomy (iakoHi; mo 1 prmakoHy y KapTOHHIHM KOpOOITi.

Kareropis Bignmycky.
3a pelenTom.

BupoOuuk.
baiiep AI' / Bayer AG.

Micue3Haxo:KeHHs1 BUPOOHHMKA Ta HOro agpeca Micusi IPOBAasKeHHS AisIbHOCTI.
Miomneprrrpacce 178, 13353, bepumin, Himeuunna / Mullerstrasse 178, 13353, Berlin, Germany.
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