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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

T'AJOJIEPIN®
(GADOLERIY)

Cknao:

diroua peyosura. rago0yTpo,

1 mi po3umny s iH’ekiii Mictuth 604,72 Mr ragoOyrposry MoHoriapary (y nepepaxyHKy Ha
rago0yTpon);

OONOMICHI peyosuHu: KaTbKOOYTPOJI HATPiIO0, TPOMETAMOJI, KUCIIOTA XJIOPUCTOBOIHEBA PO3BECHA,
BOJIA I 1H €KIIIHN.

Jlikapcbka ¢opma. Po3unH 1151 16’ €KITIN.
Ocnosni izuxo-ximiuni eracmugocmi: Mpo30puid 0e30apBHUIA 200 3JIETKa )KOBTYBATHIA PO3YHH.

Ocmomspricts pu 37 °C (MOcm/n po3unny) | 1117
OcmousuteHicTh ipH 37 °C (MOcm/kr H20) 1603
pH po3unny Big 6,6 10 8
B’sizkicte pu 37 °C (mlla-c) 4,96

®dapmakoTepaneBTuyHa rpyna. [lapamarnitai koutpactai 3acoou. Kox ATX VOSCAO09.

Dapmakonoziuni eracmusocmi

Dapmakoounamika.

EdexT miaBuIeHHs KOHTPACTHOCTI JOCATAETHCA 3aBASKA HEUTPATbHOMY (HEIOHHOMY) KOMILICKCY,
mo cknagaerbes 3 ragomidito (III) Ta MakpoUMKIIYHOrO JraHay IUT1IPOKCHTIIPOKCUMETHUII-
MPOMUITETPAA3AIMKIIO-I0IEKAHTPUOIITOBOI KUCIOTH (OyTpoITy).

PenakcuBHicTh ramo0yTpoIy, BUMipsiHa IN VItro B KpoBi/Iia3Mmi JTI0UHE Yy (i3i0N0TiYHHX YMOBaX i
IpU KIIHIYHO 3Hauynux Hampyrax nois (1,5 1 3,0 Tu), 3Haxoautbesa B aAilamasoni 3,47—
4,97 JI/MmMomnb/cexk.

VYV KIHIYHUX /033X BHUpPaKE€HA PEIaKCHUBHICTh Tafo0yTpoy NPU3BOAUTH IO CKOPOYEHHS Yacy
penakcariii NpoTOHIB BOAM B TKAHUHAX.

CTabUIBHICTh KOMILIEKCY Tajo0yTposly BHBYAIM IN Vitro y ¢izionoriynux ymoBax (y HaTHBHIN
cuposarui Jitoguau npu pH 7,4 ta 37 °C) npotsirom 15 11i6. KinabKicTh BUBIIBHEHUX 10HIB I'aJI0NIHIIO
3 ragoOyTpony Oyna HIK4Ye MexX1 KuUTbKicHOTO Bu3HadueHHs 0,1 mMoi.% 3araqbHOTrO rajofiiHiio, 110
CBIIYUTH PO BUCOKY KOMIUIEKCHY CTaO1IbHICTh IaJl00yTpOIly Y BUIPOOYBAHUX YMOBAX.

Kiiniyaa eQeKkTuBHICTh

B oxgnomy 3 kmiHiuHuX gocmikeHb ¢asu Il 3actocyBanHs ragoOyTposly 3 METOI JiarHOCTUKU
3aXBOPIOBaHb MEUIHKH (TP MPOBEIEHHI KOMOIHOBaHOI MarHiTHO-pe3oHaHcHO1 Tomorpadii (MPT) o
Ta MICJIA 3aCTOCYBaHHS KOHTPAaCTHOI PEYOBHMHH) UYTIMBICTH B CEepelHbOMY cTaHOBHIA 79 %.
Creun¢iuHiCTh BUSBIIEHHS Ta BepuiKallis yIIKOHKEHb MEYiHKH 3 MM1J03POI0 Ha 3705KICHICTb CKJIaia
81% (anami3, mo 6a3yeThCs Ha JaHUX 00’ €KTUBHOTO JOCIIKCHHS MaIli€HTIB).

B onHoMmy 3 KimiHIYHEX AociimkeHb HUPOK (a3u Il uytnuBicts 1t nudepeHIiitHoi 11arHOCTUKH
NOOPOSIKICHUX Ta 3JI0AKICHMX YHIKOJKEHb HHUPOK CTaHOBWJIA y cepenHboMy 91 % (anami3, mo
0a3yeThCcs HAa JaHUX 00’ €KTUBHOTO JOCIHIKEHHs MaIlieHTiB) Ta 85 % (aHami3, mo 0a3zyeTbcs Ha
JOCTIPKEHHI 30H ypakeHHs). CrenudidyHicTh ckiaja y cepeqHboMy 52 % mia yac mpoBeleHHS




aHaJi3y, M0 0a3yeThCs HAa TAHUX 00’ €EKTUBHOTO JIOCITIPKEHHS MAIli€HTIB, Ta 82 % 11]1 Yac IpOBEICHHS
aHasizy, 1o 0a3yeThCs Ha JIOCHIHKEHH] 30H ypaskeHHSI.
[Ipu 3acTocyBanHi ragoOyTposry miaBuieHHs 9yTMBocTi MPT 10 BBeIeHHSI KOHTPACTHOT pEYOBHHH
ta KomOiHOBaHOi MPT 1o 1 miciast BBEJEHHS KOHTPACTHOI PEUOBMHH cTaHOBWIO 33 % mpu
JOCJTIDKEHHI MEeYiHKK (aHaji3, mo 0a3yeThcs Ha JaHWX 00 €KTHMBHOTO JOCIIIKCHHS MAIli€HTIB) Ta
18 % mpu mociipKeHHI HUPOK (aHami3, Mo 0a3yeThCs SIK Ha JaHUX 00’ €KTUBHOTO JOCIiIKEHHS
TMaII€HTIB, TaK 1 HA TOCTIHKeHH] 30H ypakeHHs ). [linBumenns cnenudiynocti MPT 10 BBeneHHs
KOHTpAacTHOI pe4oBMHH Ta KoMmOiHOBaHOi MPT 1o 1 micis BBeJEHHS KOHTPACTHOI PEUOBHHU
cTaHOBWJIO 9 % Tmpu AOCHIDKEHHI Te4iHKM (aHami3, 1o 0a3yeTbCs Ha JaHUX OO0’ €KTHMBHOTO
JOCHIJDKCHHS MAIlIEHTIB), B TOW e Yac NpU JOCIHIIKEHHI HUPOK MiJBUIICHHS crenudiuHOCTI HEe
crocTepirany (aHami3, 1o 0a3yeThCsd HAa JaHUX OO EKTUBHOTO JOCHIDKCHHS IIAIIEHTIB Ta
TOCHIJKSHH] 30H YpasKeHHS).
Byno mpoBeneHo ycepeaHeHHs 3a pe3ybTaTaMi aHOHIMHOT OIIHKY HE3aJIeKHUMH PaIioJ0raMH.
B ogHOMY 1HTpacy0®’ €KTHOMY MepeXpecHOMY OPIBHSUIILHOMY JTOCIIIXKSHHI 32 y4acTio 132 marieHTiB
rajio0yTpoJI MOPIBHIOBAIM 3 MENTYMiHY rajoTeparoM (oouasa mpu 0,1 MMOJIB/KT) T 9ac Bizyarizaiii
HEOIUTACTUYHUX YPaK€Hb TOJIOBHOTO MO3KY.
[lepBUHHOIO KIHIIEBOIO TOYKOIO Oylia 3arajibHa mepesara rajio0yrpoily abo MerIyMiHy rajorepary,
IO BH3HAYajacs IIIIXOM PO3PaxyHKY CEpeIHiX 3HaueHb He3aJleKHUMH ekcriepramu. IlepeBara
ranobytpony Bupaxanacsa 3HadeHHsIM p — 0,0004. 3okpema, nepeBara rago0yTpoy Oysia BUSBICHA
y 42 namnienTiB (32 %) MOPIBHAHO i3 3arajbHOIO MIEPEBArOI0 METIIYMiHYy TajfoTepary y 16 marieHTiB
(12 %). Y 74 nauientiB (56 %) nepeBary He Oylio BiJlaHO Hi OJHIH, Hi 1HIIIA KOHTPACTHIM PEYOBHHI.
3a ApyruM IMOKa3HHUKOM, SKHUW Oyllo BHKOPHCTAHO B aHAJi3i, a caMe 3a CITIBBITHOIICHHSIM MiX
iHTeHCUBHICTIO MP-curHanmy B myxJiMHI i IHTEHCUBHICTIO B IHTAaKTHIA TKaHHWHI, CTaTUCTUYHO
JOCTOBIPHO JIOBeIeHA BUIA e(heKTUBHICTH y ragodyTrpory (p < 0,0003). Bimcorok nocuneHHs OyB
BULITUM y Taio0yTpony (p < 0,0003) nopiBHSAHO 3 MENIYMiHY ra0TEpPaToOM 31 CTATUCTHYHO 3HAYUMOIO
PI3HUIICIO 32 JAaHUMHU HE3AJICKHHUX SKCIIEPTIB.
IMagoOyTpon (129) nmokazaB BUIMI cepeqHiN MOKA3HUK CIIBBIIHOIIEHHS KOHTPACT/IIYM MOPIBHSHO
3 MenTyMiHy rajgoreparoM (98). PisHuis Oymna cTaTHCTHYHO HE3HAYMMOIO.
Y nmochimkeHHi, po3poOIeHOMY SIK TepeXpecHe MOpIBHAHHA, TanoOyTpon y 3HIDKEHIH 1031
0,075 MMOJIB/KT TIOPIBHIOBAJIN 3 TaI0TEPAaTOM METJIIOMIHY Y Hioro ctannaptHii 1031 0,1 MMob/Kr 1uist
MPT IHHC i3 xoHTpacTHUM nocuieHHsaM y 141 maunienta 3 ypaxkenuaMm L[HC. IlepBuHHI 3MiHHI
BKJIIOYAJIA TIOCHJICHHSI KOHTPACTHOCTI ypaxeHb, MOP(]OJIOTiI0 ypaKeHb Ta OKPECICHHS MEX
ypaxeHb. 300pakeHHs Oyliv MpoaHali30BaH1 TPhOMa He3aJIe)KHUMU «3aCTITNIEHUMU» YnTadaMu. s
BCIX TPbOX OCHOBHHMX 3MiHHUX (mpuHaiiMHI 80 % edekty 30epiraeTbcsi) Ha OCHOBI CEPEAHBOTO
yuTaga Oyjaa MPOAEMOHCTpOBaHA Heripmia e(eKTHBHICTh TafoTepary MENTIOMIHY 3a CTyMeHeM
MOKpAIIEHHSI MIOPIBHSIHO 3 HEPO3IIMPEHOIO Bidyamtizaiiero. CepenHs KUIbKICTh YPaKeHb, BUSBICHUX
ranobytponom (2,14) i ragoreparom (2,06), Oyna moaiOHOO.

ITH
Bbyno npoeneno nBa pocmimkenus ¢asu /11 13 3acTrocyBaHHAM 0HOpPa30Boi A03H Mpemnapary 138
MeAIaTPUYIHAM TAIliEHTaM, SKHM IDIaHYBajJoCh IMPOBEICHHS KOHTPACTHOI MarHiTHO-PE30HAHCHOI
tomorpadii (MPT) uentpansuoi HepBoBoi cuctemu (IIHC), medinku Ta HUpOK ab0 KOHTPACTHOI
MarHiTHO-pe3oHaHcHoOi aHriorpadii (MPA), 144 cy0’ekTaM BiKOM Bijl HAPOJHKEHHS J10 2 POKIB (B TOMY
YHCIi TOHOIIEHUM HOBOHAPOKEHHUM), SKUM IUIAaHYBaJIOCh MPOBEACHHS CTaHAAPTHOI KOHTPACTHOL
MPT Oynp-sikoi minsiHku  Tijna. Biamivamace giarHocTHYHAa €QEKTUBHICTH Ta  IIJBUILIECHHS
JIarHOCTHUYHOI IOCTOBIPHOCTI BCIX MapameTpiB, IO OI[IHIOBAUCH B JOCITIHKEHHAX, 03 OyIb-IKIX
BIZIMIHHOCTEH MK MeIiaTpUYHUMU TaIli€HTaMU 1 JOPOCIUMU. Pe3ynpraru TOCTIKEHHS MTOKa3ain
Jy)Xe rapHy NMepeHOCUMICTh rajio0yTposy 3 TaKUM caMHUM Mpodisem 6e3neku ragodyTpoiy, mo i y
TOPOCITHX.
Kniniyna 6e3neka
Tun 1 yacTtora MOOIYHMX peakUid Micis BBEAEHHS Trafo0yTpody 3a pI3HUMH MOKa3aHHSIMU
OLIIHIOBAJIMCA Y BEJIMKOMY MDKHAapOAHOMY INPOCIHEKTUBHOMY HEIHTEPBEHLIHHOMY JOCIIIKEHH]
(GARDIAN). IMonysmsiis 6e3nexr Brmrodana 23708 marieHTiB yCciX BIKOBHX T'PYII, 30KpeMa JiTen
(n=1142; 4,8 %) i moxeii niTHboro Biky (n = 4330; 18,3 % y Biwi Big 65 10 < 80 pokiB i n = 526;
2,2 % y Biui > 80 pokiB). Cepeaniii Bik ctaHOBUB 51,9 poky.




Jsicti nBa mauieHtH (0,9 %) nosimomunu 3aramom mnpo 251 nebaxane ssuie, a 170 (0,7 %)
MOB1IOMMIIH TIpo 215 sBuI, KnacugpikoBaHUX SK MOOIYHI peakiii, 6ibIicTh 3 akux (97,7 %) oynu
JIerKoi abo moMipHOi iHTeHCHBHOCTI. HaltO1mbIr yacTUMK 3apeecTpOBAaHUMU MMOOTYHUMHU PEAKITIIMU
oymu nmynora (0,3 %), omoBanns (0,1 %) 1 3anamopouenss (0,1 %). PiBenb moOiuyHMX peaxiiiit
ctanoBuB 0,9 % y xkiHok 1 0,6 % y yonoBikiB. He Oyo HiIKMX BIIMIHHOCTEH y MOKa3HUKAX MOOIYHIX
peaxIiif 3ajexHo BijJ 1031 rago0yrpoiy. 3i 170 namienTis, y sskux 0ynu mobiuni peaxuii (0,02 %), 4
TMali€EHTH MAJIA CEPUO3HY MMOOIYHY PEaKIIito, MPUIOMY OJHE sBHIIE (aHA(PIITAKTUYHUH 10K ) TPU3BEIIO
70 JieTanbHOTO Hachiaky. Hebaxani sBuma Oymu 3apeectpoBani y 8 3 1142 (0,7 %) neniatpuaHux
narfienTiB. Y miectu aiTed mi HebakaHi sBuina Oyiu KiaacudikoBaHi sk modiuni peakiiii (0,5 %).
HupkoBa HestocTaTHICTh

VY mnpocnektuBHOMY apmakoernigeMionoriaunomy pociimkerdi (GRIP) moteniiiinoro pusuky
PO3BHUTKY HE(POTHYHOIO CHHAPOMY Y MAIEHTIB 3 MopymeHHAM (yHKil Hupok 908 marfieHTiB 3
PI3HUM CTYIIEHEM MOpPYIICHHs (YHKIIT HUPOK OTPUMYBAJIM Tago0yTpoJ y CTaHIAPTHINA CXBajeHIN
no3i 1 koutpactHoi MPT. Bei mantienTn, y T. 4. 234 namieHTH 3 TSHYKKOIO HUPKOBOIO HEIOCTATHICTIO
(po3paxyHKOBA IIBUJIKICTh KIy00oukoBoi dimprpamnii < 30 Min/xs/1,73 M?), SKi He OTPUMYBAJIHN iHIIHX
KOHTPAaCTHUX PEYOBHH, IO MICTATh raJI0JiHil, CIOCTEPIraqucs MPOTATOM JABOX POKIB 11010 O3HAK 1
cuMntoMiB HeporenHoro cucremHoro ¢ioposy (HC®D). V xomHoro maiieHTa, BKIIOYEHOTO B
JOCIHiKeHHs, He po3BUHYBCcst HCO.

Jlani OOKNIHIUHUX OOCTIOINCEHD.

Ha mincraBi craHmapTHUX IOCTiKEHb 3 (apMmakosorii 0e3rneku, TOKCHYHOCTI MPHU MOBTOPHOMY
BBEJICHHI a00 TEeHOTOKCHMYHOCTI HEe OylI0 BHUSBICHO CHEHU(BIYHOTO PHU3UKY ISl JFOJCHKOTO
OpraHizmy.

VY nochiaKeHHAX PenpOAyKTUBHOT TOKCMYHOCTI 3aCTOCYBaHHS MMOBTOPHUX /103 (BHYTPIIIHEOBEHHO)
3YMOBJIIOBJIO 3aTPUMKy €MOpPIOHAJBHOTO PO3BHTKY Yy WIypiB Ta KpOJIB, IIiJBHUIICHHS
eMOp10JIeTaNBHOCTI y LIYpiB, KPOJIiB Ta MaBM y 103aX, 110 y 8—16 pa3iB (3 po3paxyHKy Ha OJMHUIIIO
MoBEepXHI Tinma) M y 25-50 pasiB (3 po3paxyHKy Ha OJMHHIIO MacH Tijla) MEPEeBUILYBAIA
JTiarHOCTHYHI J03u B nojed. HeBimomo, un 1i edekTH MOXYThb TakoX OyTH 1HAYKOBAaHUMHU
OJTHOPa30BHM BBEACHHSM. [l0CHiKEHHSI TOKCUYHOCTI Pa3oBOi 1 MIOBTOPHUX 103 Y HOBOHAPOIKEHUX
Ta CTATEeBO HE3PUIMX IIypiB HE BKA3yIOTh HA HASBHICTH CHENU(IYHOTO PU3MKY IMPH 3aCTOCYBaHHI
TITSIM yCiX BIKOBHX TPYIl, B TOMY YHUCJIi JOHOIIEHUM HOBOHAPOPKEHUM Ta HEMOBIISAITAM.

3 pafioaKTUBHO MIYEHOTO Tafjo0yTpoily, sIKHil OyB BBEAECHUH JAKTYIOUMM CaMKaM IIypiB, MEHILE
0,1 % BBeneHOI 103U MOTPANUIO A0 JUTHHYATH 3 MOJIOKOM. Y IIypiB MICIS MEpPOPaTbHOTO
3aCTOCYBaHHS BCMOKTYBaHHs OyJ0 AyXe HU3bKMM 1 CTaHOBWIJIO OiM3bKO 5 % (mpu oOYMCIIEHHI
a7IcopOOBaHOI /1031 3a PIBHEM BHUBEJICHHS 3 CEUCIO).

3a JaHUMU JOKJIIHIYHUX JTOCTIIKEHb 3 0€31eKH 3aCTOCYBaHHS IIpernapary, 3 00Ky cepleBO-CyAUHHOL
CUCTEMHM CIIOCTEpIrajid TPaH3UTOPHI MIJBUILEHHS apTepiallbHOIO THUCKY 1 CKOPOTHOCTI MioKapna
3aeXHOo BiJ BBeAeHOi 103u. Li edekTu He ciocTepiranu y JItoIei.

Exomnoriuni JocaiKeHHs TOKa3ajH, 10 CTIMKICT 1 pyXJIMBICTh KOHTPACTHUX PEUOBUH, 1110 MICTSTh
raJioNiHii, BKa3ylTh HA MOTEHIIIHE MOIUPEHHS B TOBIIII BOJH 1, MOXKIIUBO, B [PYHTOBHX BOJAX.
Dapmaxokinemuxa.

Posnonin

[licas BHYTPIIIHBOBEHHOTO BBEACHHS Tafo0yTpOJ IIBUJIKO PO3MOAUISIETHCA Y TO3aKIITHHHOMY
npocTopi. 3B’A3yBaHHS 3 OikaMu He3HauHe. (DapMakOKIHETHYHI HapamMeTpu raaodyTpoiy y
JIOJCBKOMY oOpraHizmi Oynu nposzonponopuiiHumu. Ilpu BBeaeHHI ragoOyTpoiay y 1031 10
0,4 Mmoutb / KT MacH Tijla piBeHb Ipemnaparty y 1ia3Mi KpoBi 3HIKYBaBcs ABo¢asHo. [Ticns BBeaeHHS
npenapary y n03i 0,1 Mmmouns / kr Macu Tina y cepeaabomy 0,59 Mmostb / 1 miazmu Oyiio BU3HAYEHO
yepe3 2 XBWIUHHM Ticiis 16’ ekiii 1 0,3 MMoitb / 1 Tia3mMu — 4epe3 60 XBUJIMH TICIIs 1H €KIT.
biorpancdopmartis

Hi B mna3mi KpoBi, Hi B ceui MeTabOIITH BUSBJICHI HE OYJIH.

Busenenns

["ano0yTpost eniMiHy€eThCS 3 TUIa3MU KPOBI 13 CepellHIM TepMiHAJIbHUM MEPiOIOM HaIliBBUBEICHHS
1,81 romuum (1,3-2,1 rommnm). Ilomam 50 % mo3m ragoOyrpony, 1o Oyna BBeIECHA
BHYTPIIIHBOBEHHO, BUBOAMUTHCS MPOTATOM JIBOX FOJIUH 13 ceuero, a yepe3 12 rogun — nonan 90 %
BBeneHo1 1o3u. [1pu 1031 0,1 MMoue/KT Macu Tina B cepenabomy 100,3 + 2,6 % BBemeHo1 1031 0yi10




BHUBEACHO Uepe3 72 TOMWHHU micis iH ekl 13 ceuero. HupkoBuit kiipeHc rago0yTpoy CTaHOBHTH
1,1-1,7 Ma/XB/KT y IPaKTUYHO 3I0POBHX OCI0 i, TAKUM YMHOM, MMOAIOHHIA O pEHATILHOTO KIIPEHCY
1HYJIIHY, 1110 BKa3y€ Ha Te, 10 TaJI00yTpoJl BUBOIUTHLCS IIUISIXOM TIIOMEPYISIpHOI (hibTpartii. MeHte
0,1 % BuBOIUTHCS 3 PeKaiIMHU.

[lexiarpuyHi naiieHTH

[Ipodine 3aranpHOi (PapMaKOKiHETHKH ranoOyTpody y mnemiaTpuyHux mnamientiB (< 18 pokiB)
noAioHu 10 podimo y gopociux (AuB. po3aia «Crocid 3aCTOCYBaHHS Ta IO3U»).

Byno nposeneno asa pocuimkenns ¢asu /Il 3a yyactio neniarpuunux mnaimieHTiB (< 18 pokiB).
[Tpodins papmakokiHeTHKH Bu3HaYamu y 130 memiaTpuyHUX HaIlieHTiB BiIkoM 2 — < 18 pokiB Ta y
43 megiaTpMUHUX NAILI€HTIB BIKOM < 2 POKiB (B TOMY YHCJIi IOHOIIEHUX HOBOHAPOIKEHHX ).
[Ipodins papMakoKiHETHKH TamoOyTpoy Yy HITeH yCiX BIKOBHX TPyIl € MOMIOHMM A0 TpodiTto
(apMaKoKiHETUKH y JOPOCIMX, 1 SK HACHIiJOK MOMiOHI 3HadeHHs mwiomi mifg Kpusoio (AUC),
3aranpHOro KiipeHcy (CLtot) ta 00’emy posmominy (Vss), sk 1 mepiogy HamiBBUBEACHHS Ta
IIBUAKOCTI €KCKPEITii.

brmusbko 99 % (cepeane 3HavYeHHs) 103UW BUBOAWIOCA 13 cedeto 4yepe3 6 roguH (y BIKOBIM Tpyiii
2 — < 18 pokiB).

IarieHTH JITHBOTO BIKY (BiJl 65 POKIB)

UYepes ¢izionoriuni 3MiHU QYHKIIIT HIPOK 13 BIKOM CHCTEMHA €KCITO3UIIisl y 3I0POBHUX JT0OPOBOJIBLIIB
JITHBOTO BIKY (BIKOM Bij 65 pokiB) 3011bLIyeThes HA 33 % y 40n0BIKiB Ta Ha 54 % y K1HOK, KIHIIEBUH
nepios HamiBBUBEACHHS 301bIIyeThest Ha 33 % y donoBikiB Ta Ha 58 % y xiHok. Kiipenc y muiaszmi
KpOB1 3MEHIITY€ThCS BiAMOBIHO HA 25 % (donoBiku) Ta 35 % (kiHKHK). BuBeieHHS HUpKaMu BBEJCHOT
71031 BiIOyBa€THCS y BCIX MAli€HTIB B TOBHOMY 00’eMi uepe3 24 roJuHH, Pi3HUI MIX 310pPOBHMHU
MaIie€HTaMH JITHBOTO Ta MOJIOJIIIOTO BiKYy HE BUSIBICHO.

HupkoBa HestocTaTHICTh

VY maiieHTiB 13 MOpyHIEHHSAM (QYHKIII HUPOK MEpioj] HAMIBBUBEACHHS PEYOBHHH 3 IUIa3MH KPOBI
MOJIOBXKCHHUH Y 3B’SI3KYy 31 3HIKEHOI KIIyOOuKOBOK (imbTpamicro. CepeHiid KIHICBUA Iepiof
HaMiBBUBE/ICHHS Yy MAIlI€HTIB 13 HUPKOBOIO HEJAOCTATHICTIO CEPEIHbOTO CTYIMEHsI TSKKOCTI CKIIa/Ia€e
5,8 romuuau (80 > xiipeHc kpeatuHiHy > 30 MI/XB), y TAI€HTIB i3 TSKKOK HHUPKOBOIO
HEJOCTaTHICTIO, 10 He mepedyBaloTh Ha [iaii3i (kimipeHc kpeatuHiny < 30 Mi/xB), — [0
17,6 romuan. CepenHiil mepioa HamiBBUBEACHHS 3 IUIa3MU KPOBI 3MEHINYETHCS Y MAIIEHTIB 13
HUPKOBOIO HEJOCTATHICTIO CEPEHBOI0 CTYINEHs TsKKOCTI (80 > kiipeHe KpeatuHiny > 30 MiI/XB) 10
0,49 M/XB/KT, y MallI€HTIB 13 TSAKKOIO HUPKOBOIO HEAOCTATHICTIO, 110 HE Mepe0yBaroTh HA Jiami3i
(xnipenc kpeatuHiny < 30 mi/xB), — 10 0,16 mMi1/XB/KT.

[ToBHE BHBEACHHS 13 CeUEIO Yy MAIIEHTIB 13 MOPYIICHHSAM (YHKIIII HUPOK JIETKOTO ab0 CepeHbhOTO
CTYIEHs CIOCTEPIrajaocs ynpoaoBxX 72 roJuH. Y Hali€HTIB 13 MOPYIIEHHAM (QYHKIIT HUPOK TSHKKOTO
cryneHs: npuHaiiMHi 80 % BBelEeHOI 103U BUBOAMJIOCS 3 CEYEH YNPOJOBXK 5 a10 (AMB. po3naiau
«Croci6 3acTocyBaHHs Ta A03W», «OCOOIMBOCTI 3aCTOCYBaHHA»). Y MAIli€HTIB, 10 IepeOyBatoTh Ha
nianizi, rago0yTpoJT Mai>ke MOBHICTIO BUBOJIUTHCS 3 TIa3MHU KPOBI TICTSI TPETHOTO CEaHCY.

Kuainiuni xapakrepucTuku.
Ilokaszannsa.
Jlikapchkuii 3aci6 3aCTOCOBYEThCS 3 IiaTHOCTHYHOIO MeToro. ['amonepiit® mokasanmii nopociaum,
MiJUTITKaM Ta JiTSM BCiX BIKOBHX TPYI (B TOMY YKCJ1 TOHOIIEHUM HOBOHAPOXKEHUM) IS
e [lokparieHHss KOHTPACTHOCTI 300paXKeHHs M1/l Yac KpaHiajabHOI Ta ciHaabHoi MPT.
e [lokpamieHnHss KOHTpacTHOCTI 300paxkeHHs miag yac MPT meuinkn ab0 HUpPOK y MAIlEHTIB 3
M1T03pIOBAaHUMU 200 TATBEPHKEHUMH BOTHHUIIIEBUMH YIIIKOKEHHSIMH 3 METOIO iX Kiacudikarii
SIK TOOPOSIKICHUX 200 3JI0SKICHUX.

e [lokparieHHs KOHTPACTHOCTI 300pa)KeHHs i/l Yac MarHiTHO-pe3oHaHcHoi anriorpadii (MPA).
Tagonepiit® Mo’e TakoX 3acTOCOBYBAaTHCS ITiJ dYac MAarHiTHO-PE30HAHCHUX JOCIIKEHb
MATOJIOTTYHUX YTBOPEHb YCHOTO Tija.

Tagonepiit® momermye Bi3yami3aiilo aHOMAJdbHUX YTBOPEHb a00 YIIKO[KEHb Ta A€ 3MOTY
IuQepeHIiIoBaTy 3/J0POBI 1 ATOJIOTIYHI TKAHUHH.



Faz[onepiﬁ® CJI1JT 3aCTOCOBYBATH, JIMIIIC SIKITO IIarHOCTUYHA 1H(OpMaITis € BAXKJIUBOIO 1 HE MOXKE OyTH
OTpHMaHa 3a JOIOMOT 00 MarHiTHO-pe3oHaHcHo1 Tomorpadii (MPT) 6e3 3acTrocyBaHHS KOHTPACTHOT
PEYOBUHH.

Ilpomunokazanns.
[TigBuieHa 4yTAUBICTD 10 10401 pEYOBHHM 200 0 OyIb-5KOTO 1HIIOTO KOMIIOHEHTA JIIKAPCHKOTO
3aco0y.

Oco6nuegi 3axo00u 6e3nexu.

Jlikapcpkuit 3aci® mpU3HAYECHUH JIMIIE ISl pa30BOI'0 BUKOPUCTAHHS (IS OTHOTO JIOCHIJIKESHHS).
Ileit MemuUHHI TIpenapar Cliji peTebHO OMIAHYTH Tepes BUKOpucTaHHAM. ['amonepiit® He MoxHa
3aCTOCOBYBATH Y pa3i 3HaYHOI 3MiHM 3a0apBIICHHs, BUSBICHHS TBEPAUX YACTHHOK UM MOPYIICHHS
IUTICHOCTI TUTACTHKOBOT KOPOOKH.

He BuxopucTani mpu 006CTEXEHH] 3JIMIIKKM KOHTPACTHOTO 3ac00y JUIS MOJAIBIIOTO 3aCTOCYBAHHS
HEeTIPUJATHI, 1 1X CIIiJ yTUJTI3yBaTH.

HInpumwm ¢ BUiMAaTH 3 TUTACTUKOBOT KOPOOKHU 6€3MoCcepeTHRO Tepe] 3aCTOCYBAHHSIM.

KoBnadok cii 3HIMaTH 31 IIMpHUIIA TUTBKK 0€310CepeIHBO MEPe]l 3aCTOCYBAHHSIM.

Habuparu nikapcekuit 3aci6 [agonepiit® y mmpui i3 ¢paakoHa ciij Tinbku 6e3mocepeHbo mepes
BBeJIeHHSM. [ 'yMOBY npoOKy (hjrakoHa HE CTiJ MPOKOII0BaTH OibIie 1 pasy.

SIkmio e smikapchKuil 3aci® Oyne BBEIACHO 3a JIOTMIOMOTOI0 aBTOMATUYHOI CHCTEMH BBEICHHS, TO
MOJKJTUBICTh MOT0O 3aCTOCYBaHHs Ma€e OyTH MPOJAEMOHCTpOBaHA BUPOOHUKOM OOJiagHaHHS / BUPOOY
MeIUYHOTO Tpu3HayeHHA. CIig JAOTpUMyBaTHCS OyIb-SKHX JOAATKOBUX IHCTPYKIii BUPOOHHKA
oOanHaHHs / BUPOOY MEAMYHOTO MPU3HAYCHHSI.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inwii 6uou 83acmooiil.
JlocImipKeHHS 11010 B3a€MOIIT 3 IHIIMMU JIIKAPCHKUMHU 3aC00aMH HE TIPOBOAMITHCS.

Ocobnueocmi 3acmocyeans.
I1ij yac BBeIeHHs JlikapchKoro 3aco0y I'amonepiit® y BeHH HEBENMKOTO JiaMeTpy MOKyTh BUHHKATH
Taki MOOIYHI peakiii, IK TOYePBOHIHHS Ta HAOPSIK.
3aranpHi TpaBuia Oe3nekH, Mo JioTh nOpu  nposeneHHI MPT, 0coOauMBO  BHKIIOYEHHS
(epoMarHiTHUX IMIUJIAHTATIB, MOUIMPIOIOTHCS TAKOXK 1 Ha 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y
Fanonepiﬁ®.

e [inepuymausgicmo
BBeneHHs jikapchkoro 3acoby I'amonepiii®, sk i iHIIMX BHYTPIITHOBEHHMX KOHTPACTHUX 3acO0iB,
Mo>ke OyTH TNOB’si3aHe 3 aHA(IIAKTOIJHUMHU PeakiisiMU / peakLisMU TinepYyTIMBOCTI a00 1HIIMMU
peaxkuisMy 111I0CUHKpa3ii y BUTJIAI CEpLEBO-CYIMHHUX, PECTIPATOPHUX a00 HIKIPHUX CHMIITOMIB,
@K J0 peakuid TKKOro CTyINeHs, BKIOyaroud oK. [lamieHTam 13 cepreBO-CyIMHHUMHU
3aXBOPIOBAaHHSIMU Cepil03H1 a00 HABITh JIETAIbHI HACTIAKY TSDKKUX PEaKIii MiIBULEHOT Yy TJIIMBOCTI
3arpo’Kyl0Th OUIBIIOI0 MIpOIO.
Pusuk po3BUTKY peakiiii TinepuyyTIMBOCTI € BUIIMM NPU HASBHOCTI 3a3HAUYEHUX HIDKYE CTaHIB Ta
3aXBOPIOBAHb!
- peakIlisi Ha OTIePe/IHI BBEJICHHS KOHTPACTHUX 3aCcO0iB;
- OpoHXiajbHa acTMa B aHaMHe31;
- aJIepTiifHi peakilii B aHaMHe31.
PileHHs po 3acToCyBaHHs JIiKapchKoro 3acoby I'anonepiit® mamienTam 3i cXunpHicTIO 10 aneprii
CJII/T MPUHWMATH TIICIIE OCOOJIMBO PETEIBHO1 OIIHKHU CITIBBITHOIICHHS PU3UK/KOPUCTb.
binbmiicTe 1MX peakiiii BHHMKAaE YMNPOJOBXK IiB TOAWHU Micis BBEAEHHS npenapaTry. Tomy
PEKOMEHIYETHCS CIIOCTEPIraTH 3a MAIIEHTOM TICTS JOCIHKEHHSI.
3aBKaM MalOTh OyTH HANIOrOTOBI BIAMOBIIHI penapaTH I JIKyBaHHS peakiiif TinepuyTiIuBOCTi, a
TaKO 3aCO0M HEBIIKJIATHOIT JOTIOMOTH (uB. po3aul «Coci0 3acTOCyBaHHS Ta J03W»).
VY MOOJMHOKUX BUIIAJKaX CIOCTEpIraaucs BiACTPOUYEHI peakiii (110 BAHUKAIOTh Yepe3 KilbKa MOJHH
abo 1HiIB micins BBeAeHHS) (AuB. po3ait «[1o61uHiI peakiiin).

o [lopywenns ¢hynkyii HUpox



Iepen BBeaeHHs M JikapchbKoro 3aco0y I'axouepiii® ciix mpoBoauTH CKpUHIHT Beix mamienTis
HA HAsIBHICTh HUPKOBOI AUCYHKIII 3a pe3yJbTaTamMu JJa0OpaTOPHUX JAHHUX.
VYV mamieHTiB 3 TOCTpOO ab0 XpOHIYHOI TSKKOIO HHUPKOBOIO HEIOCTATHICTIO (IIBUIKICTH
KI1y00uKkoBoi (inbrpanii < 30 Mi/xB/1,73 M?) crocTepiranucs BUNAAKH HeGPOTEHHOTO CHCTEMHOTO
¢$i6po3y (HCD), o acoriroBamucs i3 3aCTOCYBaHHSIM KOHTPACTHUX PEYOBHH, IO MICTATh Ta0J1HIN.
OcoOnuBHUil pU3WK ICHYE y TAI€HTIB, SKUM TPOBOIUTHCS TPAHCIUIAHTALIS TEYiHKUA, OCKIIBKU
4acToTa rocTpoi HUPKOBOI HETOCTATHOCTI B L1l TPyl BUCOKA.
Ockinbku icuye pusuk possutky HC® mix yac 3actocyBaHHs Hikapchkoro 3aco0y Iamonepiii®,
pIIIEHHS [TPO BBEACHHSI MpenapaTy NalieHTaM 13 TSHKKOK HUPKOBOKO HETOCTATHICTIO Ta MAIllEHTaM y
nepionepaminHoMy Tepiofi TpPaHCIUIAHTAIlll MEYiHKH CiJl TPUWMATH MICIs PETENbHOI OIIHKH
CHIBBIHOIICHHS PU3UK/KOPHUCTH 1 JIMIIE B TUX BUITAJIKaX, KOJIM JIarHOCTUYHA 1H(OpMaIlis BKpai
HeoOXigHa 1 He MOoXKke OyTH oTpuMaHa mijx yac nposeneHHss MPT 6e3 KOHTpacTHOTO MiACUIICHHS.
['emoniani3, mpoBeeHU Yepe3 KOPOTKUM MPOMIXKOK Yacy ITCJIsI 3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0y
Tanonepiit®, Moxke OyTM KOPHCHMM [Jis BHBEIEHHS IIperapary 3 opradismy. Jlami Mmoo
3aCTOCYBaHHS TeMoiaiizy 3aais npodigaktuku ado iikyBanHs HC® y maiieHTiB, SKi 10 [IbOTO HE
3HAXOAMJIUCS Ha Jiaii3i, BIICYTHI.

e Hoeonapoooiceni ma HemMo8nama
Uepes He3pLIicTh PyHKIIT HUPOK Y HOBOHAPOKEHUX BIKOM 110 4 TH)KHIB Ta HEMOBIAT A0 1 poKy
Taonepiit® 3acTOCOBYIOTH TAKUMM TAIi€HTAM 3 OOEPEKHICTIO i JIMINE ICHISA PEeTeNbHOI OLIHKH
JOLITBHOCTI 3aCTOCYBaHHS.

o [layieumu nimHb020 BIiKYy
OCKibKM HHUPKOBHH KIIPEHC raJo0yTpoJly y MAIi€HTIB JITHBOTO BiKy MOXe OyTH MOpYUICHHH,
0COOJIMBO BaXJIMBUM € TMPOBEICHHS TOCHIIKEHHS IIOJ0 HAsABHOCTI HUPKOBOI AuchyHKIIT Yy
MAI[I€HTIB BIKOM BiJl 65 pOKIB.

o (Cyodomu
Sk 1 B pa3i 3aCTOCYBaHHS 1HIIUX KOHTPACTHHUX PEYOBHUH, IO MICTAThH TaJO0JiHIN, IPU MPU3HAYCHHI
JikapchKoro 3acoby I'amonepiit® mamieHTaM i3 HU3BKHM MOPOrOM CYJIOMHOI aKTUBHOCTI CIiji GyTH
0COOJTMBO O0EPEIKHUMH.

o JlonomiosicHi peyosuHu
Tagonepiit® micTuth MeHme Hix 1 Mmons HaTpito (23 mr) Ha 1 103y (po3paxoBaHO Ha OCHOBI
CEpeHbOI 103U JUIs MalfieHTa 3 Macoro Tija 70 Kr), TOOTO MPaKTUYHO HE MICTUThH HATPIIO.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

BaritHicTh. Hemae >XogHMX MaHMX KITIHIYHUX JOCIIIHKEHb MIOJ0 3aCTOCYBAaHHS TaJ00yTpOIy
BariTHUM >KIHKaM.

VY nocniykeHHSX Ha TBapMHaX MpH BBEIEHHI MOBTOPHMX BHUCOKUX [J03 Ipernapar IposiBiIsB
PENpPOAYKTUBHY TOKCHUYHICTH (IUB. po3aii1 «DapMaKoiIoriuHi BIaCTUBOCTI).

Tajionepiit® He PeKOMEHIYEThCA 3aCTOCOBYBATH Y TEpiojl BATiTHOCTI, SKIIO HEMA€ abCONFOTHHX
MOKa3aHb.

JlakTaiis. KoHTpacTHI pe4oBUHH, 110 MICTAThH TaJl0JIIHINA, HOTPAIUIAIOTh Y TPYAHE MOJIOKO y JyXKe
HEe3HAuHIi KUTbKOCTI (AMB. po3ain «DapmakosoriuHi Bi1acTUBOCTI»). IIpu 3acTocyBaHHI KIIHIYHUX
7103 HE CJIIJI OYIKYBAaTHU BIUIMBY Ha HEMOBIISIT Uepe3 HE3HAyHy KUIBKICTh J10YO0i pEYOBHHH, IO
BUJUIAETHCS 3 TPYAHUM MOJIOKOM, Ta Cl1a0Ke BCMOKTYBaHHS 31 LUTYHKOBO-KHIIKOBOTO TpPAaKTY.
PimeHHs 111010 Npo10BKEHHS TPYAHOIO BUTOJJOBYBAHHS 200 HOro MPUMNUHEHHS Ha 24 TOIMHU Miciis
3aCTOCYBaHHs JiKapchKoro 3aco0y I'amonepiit® moBuHHI mpuiiMaTi Jikap Ta KiHKa, SKa TOIyE
TPyJIbMH.

@epTunbHICTh. Pe3ynbTaTu A0CTiIKEeHb Ha TBApUHAX HE 3aCBITUMIM MOPYLIEHHS (PePTUITBHOCTI.

30amuicms énausamu Ha WEUOKICMb pearkyii npu Kepy8aHHi asMOMpPAHCNOPMOM AOO THUUMU
MexXarnizmamu.
Hesigomo.



Cnocio 3acmocysannusa ma 003u.
Tagosepiii® MOBHHEH 3aCTOCOBYBATH JIMINE KBAJiQiKOBAaHUI MeIMYHUIl MEPCOHA, IO MAa€
aocBin kiaiHivHoi MPT-npakTukm.
JlikapcpKkuit 3aci® 3aCTOCOBYIOTH JIJIs1 IIaTHOCTUKH JIMIIE HUIIXOM BHYTPIITHHOBEHHOTO BBEICHHS.
Heo0OxinHy 103y BBOASTH BHYTPIIIHBOBEHHO Y BUIJISLAI OOMFOCHOT 1H €KIlli. MarHiTHO-pe30HaHCHE
JOCIIKEHHSI MO>KHA PO3IIOYMHATH 0pa3y (4epe3 KOPOTKUI MPOMIKOK Yacy Micist iH’ €Kil 3aIexKHO
BiJl IMIYJbCHOI TIOCTIZIOBHOCTI Ta TMPOTOKONYy oOcTexeHHs). OnThMaibHa KOHTPACTHICTh
CIIOCTEPITaeThCs MiJl Yac MEpIIOoro MPOXO/PKEeHHS depe3 aprepii mist MPA, a Takoxx ympoJoBxk
npubmu3Ho 15 XBuaMH micns iH’ekiii mikapcekoro 3aco0y I'amomepiit® mpwm 3actocyBaHHi s
nocmimxenns LIHC (ueit yac 3anexuTh Bil THITY YpaKCHHS/TKAHUHH).
T1-3BaKeHI TOCHIIOBHOCTI CKaHYBaHHS OCOOJMBO MIiAXOASATH MJIs JOCTIIKEHb 3 IT1JIBUIICHOIO
KOHTPACTHICTIO.
BHyTpilmHbOCYAHHHE BBEJCHHS KOHTPACTHOI PEUOBUHU CIIiJl MPOBOJUTH, SKIIO 1€ MOKIIMBO, KOJIU
narieHT nepedyBae y TOPU3OHTAILHOMY MOJIOkKEHHI. [liciis BBEACHHS PEYOBHHH TAIIEHT Mae
nepeOyBaTH MiJ HarjisgoM HOpuHailMHI mpoTsroM 30 XBUJIMH, OCKUIBKH JOCBiJ 3aCTOCYBaHHS
KOHTPACTHUX PEUOBHMH CBIIYUTH PO T€, IO OUIBIIICTh MOOIYHUX peaKiiil MPOsBISETHCSA caMe Y Ier
niepion (auB. po3aut «OcoOIMBOCTI 3aCTOCYBaAHHS» ).
Jlo3yeanns
B giarHOCTMYHMX WIISX CHiJI 3aCTOCOBYBaTH HAWHWXK4YY J03y, M0 3abe3mneuye JAOCTaTHIO
KOHTpacTHicTh. [lo3a Mae OyTu po3paxoBaHa BIANOBITHO JO Macu Tilla Tali€eHTa 1 HE Mae
MePEeBUILYBAaTH PEKOMEHI0BaHY 103y Ha KUJIOTpaM MacH Tija, K 3a3HAYCHO Y IbOMY PO3JILi.
Jlopocai
Pexomenoayii wooo MPT 201061020 ma cnunHo20 MO3KY
PexoMeH 10BaHa 7103a Ul JOPOCIuX cTanoBuTh 0,1 MMOIb jtikapchkoro 3acody I'agonepiit® na 1 xr
Macu Tijia (MMOJIb / KT MacH Tina), 1o Bifmosigae 0,1 M Ha 1 kr macu tina 1,0-M po3uuny.
SIKII0 3aNMIaeThes Mmigo3pa Ha HassBHICTh YPa)KCHHS (3TiHO 3 KIIHIYHUMH JaHUMH), HE3BAKAIOUN
Ha HOpMasbHI pe3ynsTatd MPT, abo y pasi, konu Ounbln ToyHa iH(GOpPMAIlid MOXE BIUIMHYTH Ha
JKyBaHHSA MamieHTa, npotsroM 30 XBUJIMH MiCHs EPIIO] iH’ €Kil MOKHA BBECTH IIPENapaT MOBTOPHO
y no3i g0 0,2 mi Ha 1 kT Macu Tina.
o3y 0,075 mmob rago0yTpoity Ha Kitorpam Macu Tiia (ekBiBasieHTHO 0,075 MiI JTiKapCchKOTo 3ac00y
I"amonepiit Ha KiOrpamM MacH Tija) MOKHA BBOAMTH K MiHIMYyM s Bizyamnizauii [{HC (quB. po3ain
«DapMaKoJIOTIYH1 BIACTUBOCTI»).
MPT 6cvozo mina (xkpim MPA)
SIx mpaBuUJI0, MPU3HAYEHHS Jlikapchkoro 3aco0y Famonepiit® y m103i 0,1 MII/KT MacH Tija € JOCTaTHIM
JUTSL BUPIIIICHHS] OCHOBHMX KJIIHIYHUX MHUTAHb.
THoxpawenns koumpacmuocmi 300paddicenHs nio 4ac MacHimHo-pe3onanchoi ancioepaii (IIK-MPA)
dopmMyBaHHS 300paXkeHHs JUIsSl OIHOTO MOJIS 30PY:
7,5 M1, SIKIIIO Maca Tijla MeHIIe 75 Kr;
10 M, sKmmo Maca Tija 75 Kr uu 6iisie (1o Biamosigae 0,1-0,15 Mmmounb / KT Macu Tina).
DopmyBaHHS 300pakeHHS /115 OUIBIIT HI%K OJIHOTO T10JIsI 30PY:
15 mu1, IKII0 Maca Tijla MeHIe 75 Kr;
20 mu1, sikimo Maca Tita 75 xr uu G6inbie (Bigmosigae 0,2—0,3 MMoutb / KT MacH Tija).
Oxpemi epynu nayienmis

ITH
Jlnis miTei Bcix BIKOBUX Tpyn (y TOMY YHCII JOHOIIEHUX HOBOHAPO/DKEHHMX) PEKOMEHIO0BaHA /1032
cranoBuTh 0,1 MMoOJb Hikapchkoro 3aco6y Iamonepiit® ma 1 kr macu Tina (IO €KBiBaJE€HTHO
0,1 mu / kr Macu Tijna) Ui BCIiX MOKa3aHb.
HoBoHapo pkeHi (BikoM 10 4 TikHIB) Ta HeMoBiaTa (10 1 poky)
Uepes HE3pTicTh PYHKINT HUPOK, II0 BiAMIYAETHCA Y HOBOHAPOKEHUX (BIKOM 10 4 THIXKHIB) Ta
HeMOBIIAT (10 1 poky), amonepiit® 3acTOCOBYIOTH TAKMM MAIlicHTaM JIMIIE MicHs PeTeabHOI OIiHKHU
JOLIITBHOCTI 1 B 1031, 110 He nepesuirye 0,1 Mmonb / kr macu Tina. I1ix 4ac 0JJHOrO cKaHyBaHHS HE
3aCTOCOBYIOTh OLbIll€ OJHIET J03M. 3 OISy Ha HEAOCTaTHICTH 1H(popMalii mpo GaraTopazoBe
BBEJIEHHS IIpenapaTy iHTepBaJl MiX MOBTOPHHMH iH’€KIisAMHU JiKapchkoro 3aco0y I'amonepiit®
IIOBMHEH CTAHOBUTH IIIOHAWMEHIIIE 7 THIB.




[arieHTH JITHBOTO BIKY (BIKOM BiJl 65 POKIB)

Heo0OxigHoCTi B KOpEKIIii 103 [UIs TepOHTOJIOTIYHUX MAIli€eHTiB He BUsBIeHO. [Ipu 3acTocyBaHHI
MalieHTaM JITHHOTO BIKYy HEoOXigHa ocoO0auBa o00epexHICTh (AuB. po3ain  «OcoOIMBOCTI
3aCTOCYBAHHS»).

HupkoBa HeltocTaTHICTh

PimenHs mpo 3acTocyBaHHS IiKapchkoro 3aco0y I'ajmonepiit® maiienTam 3 TSKKOI HHPKOBOIO
HEJIOCTaTHICTIO (IIBHAKICTH KiyboukoBoi dimbrpamii < 30 mr/x/1,73M%) Ta mnamieHTaM y
nepionepamifHoMy mepioii TpaHCIUIAHTAIII] IeYiHKH HEOOX1THO MPUIMATH MicIisl PETeIbHOI OIlIHKU
CIIBBIHOIICHHS PU3HK/KOPUCTB 1 JIUIIIE TOA1, KOJIA JiarHOCTUYHA iH(opMaIlis € BKpail HEOOX1THOIO
1 He MOoxe OyTH oTpuMana mija 4ac npoBeneHHs MPT 6e3 KOHTpaCTHOTO MiACHICHHS (AMB. PO3ILI
«Oco6aMBOCTI 3aCTOCYBaHH»). Y pa3i HEOOXiAHOCTI 3aCTOCYBaHHS JiKapchkoro 3aco0y 'amonepiit®
103a He nmoBuHHA niepeBuinyBatu 0,1 MMoinb / kr mMacu Tina. ITig yac oJHOTO CKaHyBaHHS HE CIIiJl
3aCTOCOBYBATH OLIbINE HIX OAHY 103y. OCKUIbKH 1H(GOpPMAIliS 100 MOBTOPHOTO 3aCTOCYBaHHS
HEJ0CTAaTHsA, iH €Ki JiKapchkoro 3acoby [amonepiii® He ciifi TOBTOpIOBaTH, 3a BHHATKOM
BHIAJIKIB, KOJIM TIEPI10JT MiXK 1H EKIISIMH CKJIa/Ia€ MOHAMMEHTIIE 7 AHIB.

Jimu.

I"amonepiit® 3acTOCOBYIOTH JiTSM BCiX BIKOBHX IpyI (B TOMY YHCIIi IOHOIIEHUM HOBOHAPOKEHUM ).

Ilepeoosysanns.

MakcumanbHa BBeJIeHa JIIOJIMHI 1000Ba pa3oBa J03a rago0yTpoiry CTaHOBUTH 1,5 MMonb Ha 1 Kr
MacH Tija. J{o 1boro yacy He cocTepiranocs X0 JHUX 03HaK IHTOKCHUKALlli BHACIIIJJOK IIepe103yBaHHs
Ti]] 9ac KIHIYHOTO BUKOPHUCTAHHS IIperapary.

VY pasi BUIIaJKOBOIO Iepel03yBaHHS PEKOMEHIYETbCS MPOBOIUTH MOHITOPUHI CEPLIEBO-CYAMHHOL
cucremu (Bkiodaroun EKT) i KOHTpoIb HUPKOBOT (QYyHKIIII.

V pasi nepeno3yBaHHs y MAIi€HTIB 3 HUPKOBOK HeaocTaTHicTI0 ['amonepiit® mMoxHa BUBeCTH 3
opranizmy nurixom remomianizy. Ilicns 3 ceanciB miamizy mpubausHo 98 % mirodoi pedoBUHH
BUJANSETbCA 3 opraHismy. OpfHak BiJICYTHI JaHi BiTHOCHO TOTO, IIO TeMojiaii3 MOXHa
3aCTOCOBYBATH JUTS PO ITAKTHKH PO3BUTKY HE(POTCHHOTO CUCTEMHOTO (hiOpo3y.

IH06iuni peakuii.

HaHi mpo npodiip 6e3neku rago0yTposly OTPUMAHO y KIIHIYHMX JOCIHIPKEHHSIX 3a y4acTi MOHa
6300 marieHTiB Ta MijJ Yac MOCTMAPKETUHTOBUX CIOCTEpPEeXeHb. HallOUIbII yacTUMU MOOTYHUMHU
peakuisimu (= 0,5 %) y naiieHTiB, AKi OTPUMYBJIN Tafgo0yTpos, Oy roloBHUM 61k, HyJOTA i
3araMOpOYCHHS.

Haii0inpi cepiio3HMMHU MOOIYHUMM pEaKIisIMM y HAII€HTIB, SIKI OTPUMYBAIU Trago0yTpos, Oynu
3YINUHKa ceplis Ta TSDKKI aHa(IaKTOIAHI peakiliil (BKJII0Yalou 3yUHKY JUXaHHA i aHa(1IaKTHYHUH
IIOK).

Biacrpoueni anadinaktoigHi peakiii (Bl KUIbKOX TOAWH TICHS BBEIEHHSA M0 KIIBKOX JIHIB)
crioctepiraiucs piako (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSY).

binpuricTe No61YHKUX ePeKTiB OyiH JErKoro abo CepeIHbOT0 CTYIEHS TSKKOCTI.

IToGiuHi peakiiii, 110 CIOCTepiraiaucs Npy BBEIEHHI rao0yTpoiy, HaBeeHi y Tabauii Hivk4ye. Bonn
KiIacuQikoBaHi 3a cucteMamu opratis 3riiHo 3 MedDRA [Menuunuii CIOBHUK JUTS PEryasTOPHOT
nistbHOCTI]. Bigmosiani Tepminn MedDRA Oynu BUKOpUCTaHI U ONTUCAHHS MEBHUX PEaKIliid, ix
CUMIITOMIB Ta CX0XKHX 32 CAMITOMAaTUKOIO CTaHiB.

[epeniueni HUKUE MOOIYHI peakllii, 3apeecTpoBaHi y X0/ KIIHIYHUX JTOCITIIKEHb 13 3aCTOCYBaHHSAM
rajio0yTpoITy, pO3MOIIJIEH] 32 YaCTOTOI0 BHHUKHEHHs: dacTi (Big > 1/100 mo < 1/10), HewacTi (Bix
> 1/1000 mo < 1/100), mooauuoxki (Big > 1/10000 mo < 1/1000). YacTota mobiuHUX peakxilii, mo Oyiu
BUSBIICHI TUIBKHM Yy TMeEpi0oj MOCTMApKETUHIOBOIO CIIOCTEPEKEHHS, HE BCTAHOBJIEHA 1 MO3HAYEHA SIK
«4acToTa HeBiJOMay. Y KOXHIiH rpymi moOiyHi peakiii 3a3HaueHi y MOPAIKY 3HHKEHHS iX CTyHeHs
TSKKOCTI.



[To6iuH1 peakilii, BCTAHOBJICH] Y XOA1 KIIHIYHUX AOCTIHKEHb Ta MPOTITOM MOCTMApKETHHTOBOTO
CIIOCTEPEKEHHS Y MALlI€HTIB, SIKI OTPUMYBAJIX ra1o0yTpoI.

CHCTe.Ma Yacri Heuacri IMooauHOKI Yacrora
Oprasis HEBIIOMA
Posmamu 3 Goky INnepcencuTuBHI/ aHadLIaKTOIMHI

iMyHHOT peaxuii** (manpukmnan:

CUCTEMU aHa(UTaKTHIHUNA moxY*,

LUPKYIATOpHUIA Kosanc’™,
3YNUHKA JUXaHHA*, HAOPAK
nerenn’*, 6ponxocnasm’, mianos?,
opodapuHTreansHuii HaOPAKS*,
HaOpsK roprati’, rinorensis®,
TT1IBUILICHHS apTePiaIbHOTO
TUCcKy®, 6inb y TpyaHiit KmiTii®,
KpOIMB SIHKA, HAOPSAK 00IMIus,
aHrioemema’, KOH FOHKTUBITY,
HaOpSK MOBIK, IPHUILIUBH,
rineprinpos®, kamens®, uxanus®,
BITYYTTS >Kapy§, 0J111ICTD)

Poznangu 3 Goky | ['onoBHMil | 3amamopoueHHs, nucres3is, | Brpara
HEPBOBOT O1J1b rapecresist CB1JIOMOCTI *,
CUCTEMH CYJIOMH,
apoCMist
Poznagu 3 Goky Taxikapmis, 3ynuHKa
cepus cepueOuTTs | cepus™
Poznaagu 3 Goky 3aaumka*
X aTbHUX

NUISIX1B, OpPTaHiB
TPYIHOI KIIITKA
Ta CePEeIOCTIHHS

[ImyHKoBO- Hynora birroBaHHs Cyxictb y
KHIIIKOBI1 poTi
posnaau
Po3nagu 3 Goky Eputema, cBepOik (BKIIOUAIOUH Hedporennmuii
HIKIpH Ta reHepani3oBaHuil cBepO1k), CUCTEMHHUU
T IIKI PHOT BHUCHUIY (BKITIOYAIOYU ¢16po3 (HCD)
KJIITKOBUHU reHepanizoBaHi, MaKyJIsIpHi,
Namny/nbo3Hi, cBepOIsiul BUCUIIH)
3araibHi Peakuii y micni 10’ exuii®, Biguytts | Hezmykanus,
po3naau Ta CTaH xKapy BIUYTTS
MicCIIsl 1H €K1 X001y

STinepcencuruBHi/aHadiNakTOiNHI peakiii BUSBIEH] JIMIIE IIPOTATOM MOCTMAPKETMHIOBOIO CIIOCTEPEKEHHS
(gacToTa HeBigOMa).

* [ToGiuHi peakiiii, 0 MOXKYTh CTAHOBHUTH 3arpo3y YKHUTTIO.

° Peakuii y micmi iH’ekuii (pi3HOT0 TWIy), BKJIIOYAlOYM TakKi KJIiHIYHI BapiaHTH: MiclieBa eKcTpaBasallis,
MICIIeBE BIIUYTTS *Kapy, MiCIIeBE BIIUYTTS XOJOAY, MicLieBe BiUyTTs TerJa, MiCIIeBa €pUTEMa UM BUCHIIKH,
MiCIIeBHi1 O111b, IIOCTIH’ €KITIHHA TreMaToMa.

# OkpiM KpOTUB’ SHKH, KO/IEH 13 CHMIITOMIB TIEpEPAaXOBAaHUX Y AyXKKaX NOOIYHMX peakKiliii He CIIOCTepiraBes B
KIIHIYHUX JOCIIIKEHHIX 13 YaCTOTOIO OUIBIIOI0, aHIK «IIOOJUHOKIY.

VY mami€eHTiB 31 CXWIBHICTIO 10 aJePriYHMX peakiliii JacTiiie, HK Yy 1HIIMX, BUHUKAIOTh peaKIiii
TT1JIBUIIEHOT Yy TIUBOCTI.

[ToBimomisiocs ipo okpemi Bunagaku po3BUTKY HC® y 3B’s13Ky 13 3aCTOCYBaHHSM Tago0yTpoIy
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS).



[Ticns 3acTocyBaHHS Ta00yTPOJTy CIIOCTEPIraaucs 3MiHH TTapamMeTpiB PYHKITT HUPOK, BKIFOYAIOUH
MiABUILEHHS PiBHSA KPEaTHHIHY.

JliTH Ta OiuTiTKu

Hani aBox pociimkens (aszu VI momo 3actocyBanHst 0AHOPa30Boi 1031 mpenapary 138 cyd’ekram
BikoM 2—17 pokiB Ta 44 cy0’ekTaM BIKOM [0 2 POKIB (IUB. po3ain «DapMaKoIOTiuHI BIACTUBOCTI)
CBiuarh, 0 32 YaCTOTOIO, THUIOM 1 CTYIIEHEM TSKKOCTI MOOIYHI peakiii y IiTei BCiX BIKOBHX IPYI
(B TOMY 4YHCIII TOHOIICHUX HOBOHAPOKCHUX) HE BIAPI3HAIOTHCS Bl MPOQLII0 MOOIYHUX PEaKIlii,
IO CIIOCTEPIraroThes y Aopociux. L{eil BUCHOBOK MiITBEpAMBCS pe3y/bTaTaMu JOCHiPKEHHS (azu
IV 3a yuacti nonan 1100 neaiaTpiYHUX MAIiEHTIB Ta JAHUMHU ITOCTMAPKETHHTOBOTO CITOCTEPEIKECHHS.
[ToBigOMIICHHS PO MMiI03POBaHi MOOIYHI peaKilii

[ToBimomieHHs Mpo MOOIYHI peakiii mcis peecTpalii JiKapChbKOro 3aco0y Ma€e Ba)KJIMBE 3HAUCHHS.
Lle mae 3Mory mpoOBOJUTH MOHITOPHHI CIiBBIJHOIIEHHS KOPHCTH/PU3HMK IPU 3aCTOCYBaHHI IIHOTO
JIKapChKOTO 3ac00y. MeanyauM Ta (papMaleBTUYHUM TMpaIliBHUKAM, a TaKOX TMaIrlieHTaM abo ix
3aKOHHHUM MPEJCTaBHUKAM CIIiJ1 TOBIIOMJIISITH PO YC1 BUIAAKH IMiJJO3PIOBAHUX MOOIYHUX peakiiil Ta
BIICYTHOCT1 €(DEKTHBHOCTI JIIKAPCHKOTO 3ac00y uepe3 aBTOMATH30BaHY 1HGOpPMAIiiHY CUCTEMY 3
dapmakoHarsiay 3a nocuinanusam: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi. 2 poxu.

TepMiH MPUAATHOCTI MICHS MEPLIOTO BIIKPUTTS: 3aJUIIKKM PO3UYMHY AJIA 1H €KIiH, sSKi He Oyno
BUKOPHCTAHO IIiJ{ Yac IOCITIDKEHHS, CIiJ yTuiidyBatu. XimiuHa, (i3myHa Ta MiKpoOioyioridyHa
CTaOIBHICTh PO3YMHY MOXYTh OyTH MiATBEpIKEH1 s nepioxy 24 roauHu. 3 MiKpoOiOJIOTi4HOT
TOYKH 30Dy JIKAPCHKUI 3aci0 CITiJI BUKOPUCTATH o/ipa3y. SIKIIo BiH HEe OyB BUKOPUCTAHHIA OJ[pa3y,
BiJIMOBIJANIbHICTH HECE KOPUCTYBAY.

YMmoBu 36epiranns. He morpelye cnerianbHUX yMOB 30epiraHHsl.

Hecymicnicmo.
UYepes BIACYTHICTh JOCHIKCHb MIOJ0 CYMICHOCTI €W JIKapChbKUi 3acid He ciij 3MimryBaTH 3
IHIIMMH TIpernapaTamH.

YnakoBka.
ITo 2 mi a6o 5 mi, abo 7,5 mi, abo 10 mi, abo 15 mm, abo 30 mi, abo 65 mn y ¢uakonax. Ilo 1

(bnakoHy B maviii.

ITo 5 M abo 7,5 M, a6o 10 Mz, abo 15 miu y nonepenHbo HarmoBHeHOMY wmpuii. [lo 1 monepeaHrso
HarnoBHeHOMY Hinpuiy y 6maictepi. [To 1 abo 5 Gmicrepis y mayii.

ITo 5 M abo 7,5 My, a6o 10 mm, abo 15 mn y nonepenHso HanmoBHeHOMY mimpuili. [lo 1 monepeaHso
HAIrlOBHEHOMY INIIPHILY 3 OKPEMO BKJIAJICHOIO TOJIKOI0 Y KOHTeHHepi Ta/abo yrnopom Jisl NalbLiB y
6mictepi. [1o 1 aGo 5 GuicTepiB y mayiii.

ITo 5 M abo 7,5 Mz, a6o 10 mi, abo 15 mn y nonepenHpo HaroBHeHOMY mmnpuii. [lo 1 monepeaHrso
HallOBHEHOMY IIIPUILY y OJiCTepl 3 OKpEMO BKJIAJCHOIO TOJIKOI0 y KOHTEHHEp1 Ta/abo ynopom ass
nanbliB y nauui. [To 1 abo 5 GmicrepiB y nayii.

Kareropis Binmycky. 3a penenrom.
Bupoonnk. AT «Papmak».

Micue3HaxoakeHHsI BHPOOHHKA TA ajpeca Micls NPOBAKeHHS HOro AislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa ocrannboro neperasay. 03.04.2023.



