THCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHsI JIiKapChbKOro 3acody

I'AJOBICT 1,0

(GADOVIST® 1,0)

Cknao:
ditoua peuosuHa: gadobutrol;
1 M7 po3uuHy ang in’eknin Mictuth 604,72 Mr ragoOyTpony (1o BigmoBifae 1 MMOJb/MII);

donomidicHi pevoB8uHU: Kabllil0 HaTPito OYTPOJ, TPOMETaMOJI, KUCJI0Ta XJIOPUCTOBOIHEBA
pO3BefieHa, Bofa A iH €KIIIN.

JIikapcbKa ¢opma. Po3uut Ams iH €Ki,

OcHogHi (i3uko-ximiuHi 81acmueocmi: IPO30PUU PO3YHUH, 110 HE MICTUTh BKIIOYEHb.

Ocmonspaicts npu 37 °C (MOcM/n po3uuny) 1117
OcmonsanbaicTh nipu 37 °C (MOcwm/kr H,0) 1603
pH po3uuny Big 6,6 1o 8
B’s3kicts mpu 37 °C (mIla-c) 4,96

dapmakoTepaneBTHYHA I'pyna. [lapaMarHiTHi KOHTpPaCTHi 3aco0u.

Konm ATX VO8CAOQ9.

dPapmako102iuHi 8 1acmueocmi
dapmakoOuHamika.

EdekT nigBuiieHHS KOHTPACTHOCTI JOCSATAETLCSI 3aBOIKU HEUTPAIbHOMY (Hei0OHHOMY) KOMIIJIEKCY,
10 CKIafa€eThCcs 3 rafgomninito (III) Ta MaKpOILKKITIYHOTO JTiraHAy OUTITPOKCUTIIPOKCUMETHII-
IIPOIIiNITeTPaa3aluKI0-q0AeKaHTPHOLITOBOI KUCIIOTH (OyTpOIy).

PenakcuBHiCTh Tamo6yTpoIy, BUMipsHa in vitro B KpoBi/mia3Mmi miofuHy y disionoriynux ymMoBax i mpu
KJIiHIYHO 3Hauywmux Hanpyrax nond (1,51 3,0 Tin), 3Haxoguthes B Oiana3oHi 3,47-4,97 JI/MMoiib/cek.



Y kniHiYHKX 103aX BUpPaXKeHa PeTaKCUBHICTb raflo0yTPOIy MPU3BOAUTE 0 CKOPOUEHHS Yacy
penakcaiiil IpOTOHIB BOAM B TKAaHWHAX.

CralinpHiCTh KOMIIJIEKCY Tafo0yTPOIly BUBYAH in vitro y ¢isionorivaux ymoBax (y HaTUBHIH
cuposartui mopunu npu pH 7,4 ta 37 °C) npotsirom 15 fi6. KinbkicTh BUBiIbHEHUX i0HIB rafominio 3
ragoOyTpony Oyna HUXKYe MeXi KinbKicHoro BusHaueHHs 0,1 Moi1.% 3araibHOro rafoiHiio, 110
CBiIUUTH IIPO BUCOKY KOMIIJIEKCHY CTabinbHICTh rago0yTPoiy Y BUIPOOyBaHUX YMOBaX.

KniniyHa ebeKTHBHICTh

B ogroMy 3 kyiHiYHUX HocnigxkeHs ¢a3u I1I 3actocyBanua npemnapaty ['agosict 1,0 3 MeTo10
IOiarHOCTHKM 3aXBOPIOBAHb MEYiHKY (IIPHU IPOBeIeHHI KOMOiHOBaHOI MarHiTHO-PE30HAHCHOI
tomorpadii (MPT) mo Ta micnist 3acToCyBaHHSI KOHTPACTHOI PEYOBUHU) UYTIUBICTh B CEPEOHLOMY
ctaHoBuma 79 %. CneuudiyHicTh BUSABIIEHHS Ta Bepudikallisd yIIKOAXKEHb IeYiHKY 3 Mif03PoI0 Ha
370sIKicHICTD cKana 81% (aHamni3, 1m0 6a3yeThCst Ha JaHUX 00’'€KTUBHOT'O JOCITiAXKEHHS MalIli€HTiB).

B ogHOMYy 3 KJTiHIYHUX [OCHiAXKeHb HAPOK (a3u III uyTnuBicTs g nudepeHLifHOl AiarHOCTUKA
NoOPOSKICHUX Ta 37I0SIKICHUX YIIKOMAXKEHb HUPOK CTaHOBUIA y cepegHboMy 91 % (aHanis, mo
0a3yeThCst Ha maHUX 00’ €KTHBHOI'O MOCIiIKEeHHS MalieHTiB) Ta 85 % (aHarmi3, mo 6a3yeThcs Ha
OOCIiXKeHHi 30H ypaxeHHs). CrenudiyHiCTh CKJIana y cepemHboMy 52 % Imif 9yac mpoBegeHHS
aHamizy, mo 6a3yeThCs Ha faHuX 06’ €KTUBHOTO NOCIiIXKEeHHS MallieHTiB, Ta 82 % mif Yac mpoBeOeHHS
aHaunizy, mo 6a3yeThCs Ha [OCHiIXKEeHHI 30H ypaxKeHHS.

[Tpu 3acTocyBanHi npenapaty ['agosicT 1,0 migBuiierHs 4yTauBocTi MPT g0 BBeIeHHS KOHTPACTHOL
pedoBuHU Ta KoMOiHOBaHOI MPT mo Ta micist BBeeHHSI KOHTPACTHOI peYOBUHU CTaHOBUIO 33 % mpu
IOCTiAKeHH] TeYiHKy (aHati3, mo 6a3yeThCcsl Ha faHUX 00’ €KTUBHOTO JOCIigKEeHHS TallieHTiB) Ta 18
% TIpu mOCHimXKeHHI HUPOK (aHaui3, 1m0 6a3yEThCS K Ha JaHUX 00’ €KTUBHOTO HOCITiIKEeHHS
NallieHTiB, TaK 1 Ha HOCTiAXKeHH] 30H ypaxeHHs). [ligumenHsa cnenudiuaocti MPT o BBemeHHSA
KOHTPACTHOI pe4yoBHHY Ta KoMOiHoBaHOoi MPT 1o Ta micis BBeIeHHS KOHTPACTHOI PEYOBUHHU
cTaHoBUIO 9 % IpHU OOCTioKeHHi MediHKY (aHaumi3, 110 6a3yeThCsa Ha JaHUX 00'€KTUBHOTO
OOCTiAXKEHHS IallieHTiB), B TOM e YacC IPHY JOCIiAXKeHHI HUPOK MigBUINeHHS Cenu(pidHOCTi He
criocTepiranu (aHarnis, 1o 6a3yeThCs Ha JaHUX 00’€KTUBHOTO OOCIIIXKEHHS Malli€HTiB Ta OOCTiIXKeHHI
30H YpaXXeHHS).

Byno npoBeneHo ycepeqHEHHS 3a pe3y/ibTaTaMy aHOHIMHOI OIIIHKY He3aJIeXKHUMHU pafliooraMu.

B opHOMY IHTpaiHOUBIgyaIbHOMY [I€PEXPECHOMY IOPIBHAILHOMY AOCIIIXKEHH] 3a Y4acCTIO
132 mamienTiB 'aposicT 1,0 mopiBHIOBanu 3 MernyMiny ragoreparoM (o6upsa npu 0,1
MMOJIB/KT) IIifl 4ac Bi3yaJli3allil HEOIIJIAaCTUYHUX yPaxkKeHb TOJIOBHOT'O MO3KY.

[TepBUHHOIO KiHIIEBOIO TOYKOIO Oyia 3arajbHa IepeBara npemnapaty I'agosict 1,0 abo
MeTrIyMiHy TaJoTepary, 1[0 BU3Havasacs MIJITXOM PO3PaxyHKY CepefHiX 3HaueHb
He3a/leXXKHUMU ekcriepTtaMu. [lepeBara npenapaty ['agosict 1,0 BupaXkanacs 3HaU€HHSAM P -
0,0004. 3okpeMa, nepeBara npenapaty ['agoicT 1,0 6yna BusieneHa y 42 nanientis (32 %)
MIOPIBHSHO 13 3araJbHOI0 IIepeBaro MernyMiny ragorepaty y 16 mamienTis (12 %). ¥ 74
nauienTis (56 %) mepeBary He OyJ0 BiggaHO Hi OmHiM, Hi iHIIII KOHTPACTHIN PEYOBUHI.

3a IpyruM MOKa3HUKOM, SIKKM 0yJI0 BUKOPUCTAHO B aHaJIi3i, a camMe 3a CIIiBBiIHOIIEHHSIM
MiX IHTEHCUBHICTIO MP-curHany B Myx/MHi Ta iIHTEHCUBHICTIO B iHTAKTHIM TKaHUHI,
CTAaTUCTAYHO AOCTOBIPHO HOBefeHa BUllla e(eKTUBHICTH y mpemnapaTty ['agosicT 1,0 (p <
0,0003). BincoTok mocunenHs 0ys ButuM y mpemnapaty [amosicT 1,0 (p < 0,0003) mopiBHSHO 3



MeTJIyMiHy TafoTepaToM 3i CTaTUCTUYHO 3HAYKUMOI0 Pi3HUIIEIO 3a JaHUMU He3aleKHUX
€KCIIEPTIB.

l'aposicT 1,0 (129) noka3aB BUIMY CepefHiM MOKa3HUK CIIiBBIAHOIIEHHS KOHTPACT/IIyM
IIOPiBHSHO 3 MeTNyMiHy ragorepaTtoM (98). Pisuuiis Oya cCTaTUCTUYHO HE3HAYKMOIO.

Y mocnigeHHi, po3po0IeHOMY K IepexXpecHe MOPiBHSAHHS, Tafo0yTPOJ y 3HUKEHIN 7031
0,075 MMOJIB/KT IOPiBHIOBAIU 3 IraloTepaTOM MEIJIIOMIHY V M0ro cTaHfgapTHiX 1o3i 0,1
Mmonb/Kr ansg MPT LIHC i3 koHTpacTHUM nocuneHHsaM vy 141 naiienTa 3 ypaxenHam [THC.
[TepBuHHI 3MiHHI BKJII0Ya/Iu ITOCUJIEHHS KOHTPACTHOCTI ypaXKeHb, MOP(OJIOTiio ypaxKeHb Ta
OKpECJIeHHSI MeX ypaxKeHb. 300paKeHHs Oy/y IIpoaHali30BaHi TpboMa He3aleXHUMU
«3aCHIinIeHuMu» YuTadyaMu. [IJ15 BCiX TphOX OCHOBHUX 3MiHHUX (mpuHaiiMHi 80 % edekTy
30epiraeThCcs) Ha OCHOBI CepegHbOro unTada Oyja mMpogeMOHCTPOBaHa HeTripiia
e(eKTUBHICTh rafoTEPATy METIIOMIHY 3a CTyIIEHEM MOKPAIeHHS MTOPIBHIHO 3
HEpO3IIKMPEeHOIo Bidyanizallieio. CepeHs KiNbKiCTh ypaXKeHb, BUSBIEHUX rago0yTpoIoM
(2,14) i rapotepartoM (2,06), Oyna momidHOIO.

iTH

Byno mpoBeneHo aBa gociigkeHHs ¢a3u /111 i3 3acTocyBaHHSIM OJHOPaA30BO1 AO3H
npemnapaty 138 nemiaTpu4YHUM TallieHTaM, SKUM I1JIaHYBaJIOCh TPOBEIEHHS KOHTPACTHOL
MarHiTHO-pe3oHaHCcHOI ToMorpadii (MPT) merTpanbHol HepBoBoi cucteMu (ITHC), medinku Ta
HUPOK ab0 KOHTPaCTHOI MarHiTHO-pe30HaHCHOI aHriorpadii (MPA), Ta 44 cy6’eKTaM BiKOM
BiJl HAPOAXKEHHS [0 2 POKIB (B TOMY YKCJIi JOHOILIEHUM HOBOHAPOAKEHUM), IKUM
IIJIaHYBaJI0Ch IPOBENEHHS CTaHMapPTHOI KOHTpPacTHOI MPT Oymb-sKO1 [iNSHKY Tina.
Bigmivanace giarHocTHYHaA e(PEKTUBHICTD Ta MigBUINEHHS AiarHOCTUYHOI JOCTOBIPHOCTI BCiX
IIapaMeTpiB, IO OI[iHIOBAIUCh B JOCTiAKeHHIX, 0€3 Oyab-IKUX BiIMiHHOCTEN MiX
neflaTpUYHUMU IallieHTaMy Ta JOPOCIUMU. Pe3yibTaTy JOCHIAKEHHS [10Ka3alu AyXKe
rapHy IepeHoCcuMicTh npenapaty [agosicT 1,0 3 TakuM caMmuM npodineM Oe3meru
ragoOyTpony, 0 ¥ y OPOCIHX.

Knigiyaa 6e3mneka

Tum i yacToTa mobGiYHMX peakilil micis BBeAeHHS JikapchbKoro 3acoby 'amosict 1,0 3a pisHuMHU
IIOKa3aHHSIMHU OLIHIOBAJIUCS ¥ BEJIMKOMY Mi2KHapOJHOMY IIPOCIEKTUBHOMY HEIHTEPBEHLINHOMY
nocripxkenHi (GARDIAN). [MTonynsanis 6e3mexu BKiodana 23708 nalieHTiB ycix BiKOBUX TPV,
30KpeMa fiteit (n = 1142; 4,8 %) i mogen nitHbOrO BiKY (n = 4330; 18,3 % y Biui Big 65 mo < 80
PokiB in = 526; 2,2 % y Biui = 80 pokis). CepenHiii Bik cTaHOBUB 51,9 POKYy.

IBicTi mBa mamienTu (0,9 %) moBimomuu 3aranom mpo 251 HeOaxkane sButie, a 170 (0,7 %)
noBimomuny mpo 215 mopil, knacudikoBauux K mo0iuHi peakiii, 6inbimicTs 3 Kux (97,7 %) Oynu
JerkKoi abo moMipHOi iHTeHCHBHOCTI. HaibinmbIn YyacTUMK 3apEECTPOBAHUMHY IOOIYHUMH peaKIlisiMu
o6ymu mynota (0,3 %), 6moBanHg (0,1 %) i 3amamopoyenss (0,1 %). PiBeHb moGiuHUX peakifii
craHoBuB 0,9 % y XkiHoK i 0,6 % y 4omnoBikiB. He Oy7o HigKuX BiTMiHHOCTeH y IOKa3HMKaX I00IYHUX
peaxilii 3anexHo Bif mo3u ramo0yTpony. 3i 170 matrienTis, y skux 0ynu nmobiuHi peakii (0,02 %), 4
TaLliEHTU Maju cepio3Hy MobiyHy peaklilo, MpUYOMYy ofHa nomis (aHadiakKTUYHUY II0K) ITPU3Beia
0 neTanbHOTr0 Hacinky. HebaxaHni siuina 6ynu 3apeectpoBani y 8 3 1142 (0,7 %) nemgiaTpuuHux
naiieHTiB. Y mecty gite ui HebaxaHi sBuia 0ynmu KnacudikoBaHi gk mobiuni peaxkiii (0,5 %).

HupkoBa HeqoCTaTHICThL



Y npocnekTuBHOMY (hapMakoernifeMionoriunomy pocinigxkenHi (GRIP) MOTeHLIMHOTO PU3UKY
PO3BUTKY HE(DPOTUYHOTO CHHOPOMY Y MAIli€HTIB 3 IOPyIIeHHAM QyHKII1 HUPOK 908 marfieHTiB 3
Pi3HUM CTyIeHeM MOpYyIIeHHS QyHKIil HUpPOK oTpuMyBanu ['agoBict 1,0 y cTaHmapTHiM cXBaleHil
no3i gisg KouTpacTHol MPT. Bci nmauieHTy, y T. 4. 234 malieHTiB 3 TSXKKO0I0 HUPKOBOIO HEJOCTATHICTIO
(po3paxyHKOBa MIBUOKICTH KJTy004UKOBOI QinbTpaiiii < 30 mn/xs/1,73 M°), Ki He OTPUMYBAJIU iHIIUX
KOHTPACTHUX PEYOBHH, 110 MIiCTSITh Taf0iHil, CIIOCTEPIranucs IPOTATOM [ABOX POKIB II[OI0 O3HAK i
CHUMIITOMIB He(pporeHHOro cucTeMHOro ¢iopo3y (HC®). Y xkKomHOTrOo maiieHTa, BKIIOYEHOTO B
OOCIiIXXeHHs, He po3BUHYyBCSA HCO.

IaHi 00KAIHIYHUX 00CAI0MHCEHD.

Ha mipcraBi cTanmapTHUX JOCTiAXKeHb 3 ¢papMakoyiorii 6e3meku, TOKCUYHOCTI IIPY IOBTOPHOMY
BBeJleHHi a00 TeHOTOKCUYHOCTI He 6yJI0 BUSBIIEHO CIIeIU(piYHOT0 PU3UKY [JIS JIO[CHKOT0 OpraHi3my.

Y mocnigKeHHSX PENPOOYKTUBHOI TOKCUYHOCTI 3aCTOCYBaHHS IIOBTOPHUX 003 (BHYTPIIIHHOBEHHO)
3YMOBJIIOBAJIO 3aTPHMKY eMOpPiOHATbHOTO PO3BUTKY Y IIyPiB Ta KPOJIiB, MigBUIIEHHS
eMOpioleTanbHOCTI y IIyPiB, KPOJIiB Ta MaBI y A03ax, 10 V¥ 8 - 16 pa3iB (3 po3paxyHKy Ha ONUHUIIIO
oBepxHi Tina) 4u y 25 - 50 pasiB (3 po3paxyHKy Ha OOUHULIIO MaCU Tijla) IepeBUILyBall
miarHOCTUYHI mo3u B miomei. HeBigomo, un 11i epeKTH MOKYTh TaKOXK OyTH iHAYKOBAaHUMU
OJIHOPa30BUM BBeOeHHAM. [[OCIigKEHHS TOKCUYHOCTI Pa30B0l Ta IOBTOPHUX J03 ¥ HOBOHAPOIXKEHUX
Ta CTaTEBO He3PinuX LIypiB He BKa3yIOTh Ha HASBHICTh CIELU(IYHOr0 PU3UKY IIPU 3aCTOCYBaHHI
OiTSIM yCiX BIKOBUX I'PYII, B TOMY YUCJIi JOHOLIEHVM HOBOHAPOAKEHUM Ta HEMOBJISATAM.

3 pafiioakKTUBHO MideHOro rago6yTpoy, skuii 6yB BBeJeHUH TaKTYIOUUM CaMKaM IIypiB, MeHIIIe
0,1 % BBefeHOI MO3H MOTPAINIIO 10 AUTHHYATH 3 MOJIOKOM. Y IIypiB Iicys epopaIbHOTro
3aCTOCYyBaHHS BCMOKTYBaHHS OyJi0 Iy’Ke HU3BKUM Ta CTAHOBHIIO O/13bKO0 5 % (IIpu o04mMCIeHHi
amcopOoBaHOl MO3U 3a PiBHEM BUBEMIEHHS 3 CEYEI0).

3a maHMMH OOKJIiHIYHUX JOCigKeHb 3 6e3eKu 3aCTOCyBaHHS Iipenapary, 3 60Ky ceplieBo-CyIUHHOI
CHACTEMHU CIIOCTepirajay TPaH3UTOPHI MiBUIIEHHS apTepiaJbHOr0 TUCKY i CKOPOTHOCTI MioKapaa
3aJIeXHO Bifl BBefeHol fo3u. Lli eheKTu He crocTepirany y noaen.

Exororiyni gocnifxKeHHs moKa3aiy, 0 CTIUKICTh 1 pyXJIUBICTh KOHTPACTHUX PEUOBUH, 1110 MICTATH
rafoiHii, BKa3yrTh Ha IOTEHLiHe NOMIUPEeHHS B TOBIII BOOU i, MOXKJIUBO, B I'DYHTOBUX BOLAX.

dapmakokiHemuxka.

Po3nonin

[Ticnst BHYTPIIHBOBEHHOTO BBeIeHHS rago0yTPOJI MBUAKO PO3MOAINIIETHCS Y MO3aKTITUHHOMY
npocTopi. 3B’si3yBaHHS 3 OinkamMu He3HayHe. PapMaKOKiHETUYHI TapaMeTpu rago0yTpony y
JIIOICBKOMY OpraHi3Mi Oynu mo3omnpomnopuiiHuMu. [1pu BBegeHHI ragobyTpony y mo3i mo 0,4 MMOJIb/KT
MacH Tifla piBeHb Ipenaparty y Ijla3Mi KpoBi 3HUKYBaBCA OB0GMa3Ho. [licig BBefeHHS npenapary y
no3i 0,1 MMomB/KT Macu Tina y cepemaboMy 0,59 MMOb/T ITa3Mu 0yJI0 BU3HAUEHO Yepe3 2 XBUIUMHU
micns in’exnii i 0,3 MMOTB/IT 1a3Mu - yepe3 60 XBUJIKH IiCs iH’ €KIIil.

BiotpaHcdhopmartiis

Hi B mna3mi KpoBi, Hi B ceui MmeTabomiTi BUsBIEH] He OYIIH.

BuBengeHHsa

TamoOyTpon emiMiHy€eThCS 3 MJIa3MU KPOBi 3 CepefiHiM TepMiHalbHUM T1epiogoM HamiBBuBeneHHs 1,81



rogunu (1,3 - 2,1 rogunn). ITorag 50 % mo3u ramo6yTpony, 1o Oyla BBeeHa BHYTPIIITHEOBEHHO,
BHMBOIUTHCS IPOTATOM OBOX TOAMH i3 ceyero, a yepe3 12 rogus - noHan 90% BBeneHol fo3u. [1pu mosi
0,1 mmonb/KT Macu Tina B cepegubomy 100,3+2,6% BBemeHoi o3u 0y10 BUBEEHO Yyepe3 72 TOOUHU
micns iH’ex1ii i3 ceuero. HUpKoBuil KiipeHc rago6yTpony cTaHoBuTh 1,1 - 1,7 MJI/XB/KT y IPaKTUYHO
3[0POBUX 0Ci0 i, TaKUM YHUHOM, TIOTIOHUI 10 PEHAIbHOT0 KIIiPeHCy iHyIiHY, 10 BKa3ye Ha Te, 1110
rago0yTpo BUBOAUTHCS LUISIXOM IJIoMepyiIsapHoi ¢inbTpanii. Menie 0,1 % BUBOAUTHCS 3
dbekamigmu.

[lemiaTpuyHi DalllEHTH

[Tpodins 3aranbHOI PapMaKOKiHETUKY rago0yTPosy y efiaTpuyHuX nauieHTiB (< 18 pokis)
nomiOHUYM o mpodinto y mopociux (ouB. po3min «Crocib 3acTOCyBaHHS Ta [I03U»).

Byno nposeneno aBa gocnigxkerHsa ¢as3u /111 3a yuacTio memiaTpuyHuX narieHTiB (< 18 pokis).
[Tpodine dhapmakokiHeTuKy Bu3Hadany y 130 nmegiaTpuyHUX NaIi€HTIB BikoM 2 - < 18 pokiB Ta y 43
nefiaTPUYHMUX MAI[iEHTIB BIKOM < 2 POKIiB (B TOMY YMCJIi JOHOIIEHNX HOBOHAPOOKEHUX).

[Tpodinb hapmakokiHeTHKM TafoOyTPOINy V [iTel yCix BIKOBUX I'PYII € MOAiOHUM 10 podinio
(dbapMaKOKiHETUKHY y TOPOCTIKX i, IK HACTiAOK, MoxiOHi 3HaYeHHSs ol mifg Kpusoio (AUC),
3aranbHoro kiipercy (CLtot) Ta 06’emy po3mopiny (Vss), sIK i mepiofy HamiBBUBEOEHHS Ta IIBUOKOCTI
eKCKpelil.

Bnu3eko 99 % (cepenHe 3HAUYEHHS) NO3U BUBOAMIIOCS i3 ceuero yepes 6 ronuH (y BiKOBiU rpymi
2 - < 18 pokiB).

[TamienTH DiTHBOT'O BiKY (Bim 65 POKiB

Yepes ¢izionmoriyni 3mMinu QyHKIil HUPOK i3 BIKOM CUCTEMHA €KCIIO3UIIisl Y 300POBUX NOOPOBOJIBIIIB
JTHBOTO BiKYy (BiKOM Bif 65 pokiB) 36inmbiryeTbcs Ha 33 % y 4osoBikiB Ta Ha 54 % y XKiHOK, KiHIIeBUHN
nepion HamniBBUBeneHHS 30inbinyeThcst Ha 33% y 40oBiKiB Ta Ha 58% y xkiHok. KiipeHc y mna3mi
KPOBi 3MEHIIIYEThHCA BifMOBiAHO Ha 25% (4omoBiku) Ta 35% (kiHKM). BuBemeHHS HUPKaMu BBe[eHOl
mo3u BinOyBaeThCs y BCiX MallieHTiB B IOBHOMY 00’eMi 4epe3 24 roguHu, pi3HUL MiXK 300pOBUMHU
HalieHTaMu JIITHBOTO Ta MOJIOAIIOrO BiKYy He BUSIBIIEHO.

HupkoBa HegoCTaTHICThL

Y matnieHTiB i3 mopyImeHHIM (yHKIIl HUPOK Nepion HamiBBUBEOEHHS PEYOBUHHU 3 IJIa3MU KPOBi
TIOJTOBXKEHUH Y 3B’SI3KY 3i 3HMKEHOI0 KITy00uK0BOI0 (inbrpartiiero. CepenHiit KiHieBui mepion
HalliBBUBEEHHS Y MALli€HTIB i3 HUPKOBOIO HEOCTATHICTIO CEPENHBOI0 CTYIIEH TAKKOCTI CKJIafia€e
5,8 ropunu (80 > kripeHc KpeaTuHiHy > 30 MJI/XB), y IAIi€HTIB i3 TAKKOK HUPKOBOIO
HEe[IOCTATHICTIO, 1110 He epeOyBaloTh Ha Aianisi (kiipeHc KpeaTuniny < 30 mn/xB), - mo 17,6 rogunu.
CepenHiu nepion HaliBBUBENEHHS 3 IJIa3MU KPOBi 3MEHIIYETHCS Y MALi€HTIB i3 HUPKOBOIO
HEIOCTATHICTIO CepegHbOr0 CTyIeHs TIXKOCTi (80 > kmipeHc Kpeatuniny > 30 mi/xB) mo 0,49
MJI/XB/KT, ¥ TIAQLliEHTIB i3 TSXKKOI0 HUPKOBOIO HEJOCTATHICTIO, 1[0 He TepeOyBaloTh Ha Aiasisi (KiipeHc
kpeaTtuHiny < 30 mn/xB), - go 0,16 My/XB/KT.

[ToBHE BHBeMeHHS i3 ceuelo y NallieHTiB i3 mopyueHHsIM QyHKIII HUPOK JIerkoro abo cepegHboro
CTYTIEHS CIIOCTEpIraaocs yIpogoBxK 72 rofuH. Y MalieHTiB i3 MopyuIeHHSAM QYHKIII HUIPOK TSXKKOTO
cTyneHs npuHaiiMHi 80% BBeeHOl 03U BUBOOUIIOCS 3 Cedelo YIPO#oBXK 5 mib (muB. po3pinu «Cmocib
3aCTOCYBaHHS Ta [03u», «OCOONMMBOCTI 3aCTOCYBAaHHS»). Y Malli€eHTiB, 110 mepedyBaloTh Ha Tiatisi,
rago0yTpos MaiKe MMOBHICTIO BUBOOUTHLCS 3 IJIa3MHU KPOBI ITiCIIST TPETHOTO CEaHCy.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

Jlikapcekui 3acib 3aCTOCOBYETHCS 3 MiarHOCTUYHOIO MeTo0. ['amoBicT 1,0 moKa3aHUM JOPOCTUM Ta
OiTSM BCiX BIKOBHUX I'PYI (B TOMY YHCIIi JOHOIIEHUM HOBOHAPOAXKEHUM) IJIS:

[TokpaleHHSI KOHTPACTHOCTI 300pazkeHHs IIif 4ac KpaHiaibHOI Ta criHampHOi MPT.

[ToxpaiieHHsT KOHTPACTHOCTI 300paxeHH4 mmif 9ac MPT nedinku a0 HUPOK y Malli€HTIiB
3 Iifo3proBaHUMU abo MigTBEePHAXKEHNMU BOTHUIIEBUMHU VIIKOMXKEHHIMHU 3 MeTOl0 iX Knacudikariii sk
moOposIKiCHUX a0 37TOSIKiCHUX.

[TokpaleHHSI KOHTPACTHOCTI 300pazkeHHd IIifl Yac MarHiTHO-pe30HaHCHOI aHTiorpadii
(MPA).

IaposicTt 1,0 MOXe TaKOXK 3aCTOCOBYBATHCS IIiT] YaC MarHiTHO-PE30HAHCHUX AOCHIAXKEHb
[IaTOJIOTIYHUX YTBOPEHD YChOTO Tifa.

TapogicT 1,0 momnermiye Bisyarisallito aHOMaJIbHUX YTBOPEHb ab0 YIIKOAXKEHb Ta Ja€ 3MOT'Y
nudepeHIiioBaTy MiXK 3[0POBMMHU Ta MMATOJOTIYHUMY TKaHUHAMH.

TapogicT 1,0 cmifm 3aCTOCOBYBATH JIUIIE SKINO OiarHOCTUYHA iHdopMallisi € BaXKJIMBOIO Ta He MOXKe
OyTu OTpUMaHa 3a HOIIOMOT0I0 MarHiTHO-pe30HaHCHOI ToMorpadii (MPT) 6e3 3acTocyBaHHS
KOHTPaCTHOI PeYOBUHH.

IIpomunoka3aHHs.

[TigBuIleHa YyTIUBICTH [0 AiI040l peY0oBMHHU ab0 [0 Oyab-IKOT0 iHIIOTO KOMIIOHEHTAa IIperapary.

Oco006.1uei 3axodu 6e3nekKu.
[TpemapaT npu3HaYeHUN JUIIe OIS PAa30BOT0 BUKOPUCTAHHS (OIS OMHOTO OOCTiIXKEeHHS).

et MeguuHUY MIpemnapar CIIifl peTelbHO OrJITHYTH Ilepeq BUKopucTaHHAM. ['agosicT 1,0 He MOXKHa
3aCTOCOBYBATH Yy pa3i 3HaYHOI 3MiHM 3a0apBiIeHHS, BUSIBIIEHHS TBEPOUX YaCTUHOK YU MOPYIIEHHS
ITiTICHOCTI MJTaCTUKOBOI KOPOOKH.

He BukopucraHi npu 06CTeKeHHi 3aXIIKK KOHTPACTHOTO 3ac00y [JIs MOAAIbIIOro 3aCTOCYBaHHS
HeTIpUaaTHi, i IX clif yTunisyBatu.

[Inpunu crig BUMMaTH 3 IJIaCTUKOBOI KOPoOKY 0e3mocepeiHbO Iepefl 3aCTOCYBAHHSIM.
KoBmauox crnif 3HiMaTH 3i mImpuiia Tinbku 6e3nocepegHbo nepes 3aCTOCyBaHHSIM.

Habupatu nikapcbkuit 3aci6 I'aposicT 1,0 y mmput i3 ¢hakoHa ciif Tinbku 6e3mocepeiHbo nepes
BBefleHHAM. ['yMOBY NpoOKy (priakoHa He CIIif mpokooBaTu Ginbiie 1 pasy.



AK110 maHu MiKapchbKu 3acib Oyme BBEOEHO 3a HOIOMOI0I0 aBTOMAaTUYHOI CUCTEMHU BBEJIEHHS, TO
MOXKJTUBICTb MOT0O 3aCTOCYBaHHS Ma€ OyTH IPOJEeMOHCTPOBAaHA BUPOOHUKOM 00TafiHaHHS/ BUPOOY
MEeIHUYHOI0 Mpru3HadYeHHs. Cyif moTpuMyBaTuCs Oymb-IKUX DOJATKOBUX iHCTPYKIIiM BUPOOHUKA
obnagHaHHS / BUpOOy MEOUYHOTO IIPU3HAYEHHS.

B3aemodis 3 inwumu nikapcokumu 3acobamu ma inwi eudu e3aemoditl.

IocmigXeHHs 1100 B3aEMOIl 3 iHIMMMH JTiIKapCbKUMU 3aC00aMu He TTPOBOOUIIHCS.

Oco06.1ueocmi 3acmocyeaHHsi.

FamoOyTpon He MOXKHa 3aCTOCOBYBaTH iHTpaTeKanbHO. [I0BimOMIsANIOCS IPO Cepiio3Hi, Hebe3neyHi
IJIS1 KUTTS Ta JIeTaJIbHI BUMIa[KU, IIepeBaKHO 3 HEBPOJIOTIYHUMU peakligMu (HalpUKiian, KoMa,
eHnedamonarisi, CyjoMu), Ipy iHTpaTeKaIbHOMY 3aCTOCYBaHHi.

I1ig yac BBemeHHs npemnapaty [aposicT 1,0 y BeHU HEBeIMKOI0 JiaMeTpy MOXKYTh BUHUKATHU TaKi
no0OiuHi peakiiii, IK TOYePBOHIHHS Ta HaOPSIK.

3aranbHi mpaBuia 6e3mekH, 1o AioTh mpu npoBenenHi MPT, 0co61uBO BUKTIOUEHHS (hepoMarHiTHUX
IMITJTaHTATIB, IOMUPIOIOTHCS TAKOXK i Ha 3aCTOCYBaHHA npemnapaty ['agosict 1,0.

e ['inepuymausicmoe abo iHwi peakuyii idiocuHkpasii

BBepmenns npenapaty 'amosicT 1,0, sIK i iHIIUX BHYTPIIIHBOBEHHUX KOHTPACTHUX 3ac00iB, Moxe OyTH
TI0B’s13aHe 3 aHadiNaKTOIIHUMY peakiisiMu/ peaklisiMu TinepyyTnuBOCTi ab0 iHIIMMY peakIisiMu
imiocuHKpa3sii (HarmpuKiaj, TOCTPUM PecIipaTOPHUM AUCTPEeC-CUHAPOM/HAOPSK JIeTeHb 3 PeaKIliaMu
rinepyyTnuBOCTi Ta 6€3 HUX) V¥ BUTJISAMI CeplieBO-CYOUHHUX, PECIipaTOpPHUX a0o MIKipHUX CUMIITOMIB,
ax [0 peakliil TAXKKOTO CTyIIeHs, BK/II04Yayy oK. [TalieHTaM i3 cepleBo-CyqJUHHUMU
3aXBOPIOBaHHSAMU CEpPHO03Hi a00 HaBiTh JeTa/lbHI HACTIAKY TSIXKKHAX peakiiil mifiBUIeHOl YyTINBOCTI
3arpoxkKyi0Th OiNIBIIOI0 MipoIo.

Pr3uK po3BUTKY peaklid rinepyyTIUBOCTI € BUIIUM IIPDK HaIBHOCTI 3a3HaYE€HUX HUXKUE CTaHIiB Ta
3aXBOPIOBaHb:

- Peaxilis Ha MMoTIepenHi BBeIeHHSI KOHTPACTHUX 3aco0iB;
- OpoHxiasnibHa acTMa B aHaMHe3i;
- aJlepriviHi peakiiii B aHaMHe3i.

Pimenns mopo npo 3acTtocyBaHHs npenapaTy ['agoBicT 1,0 nmamieHTaM 3i CXMIBHICTIO 0 anepril ciif
IPUUMATH TiCIIsT 0COOIMBO PETENTbHOI OI[iIHKY CITiBBITHOIIEHHS PU3UK/KOPUCTD.

BinpLIicTe 1IUX peakliyi BUHUKAE YIIPONOBXK MIBIOAWHYU IIiC/I BBEEHH IIpenaparty. ToMy
PEKOMEHNYETLCA CIIOCTEPIraTH 3a MALliEHTOM IIiCIISA HOCIIiIXKEeHHS.

3aBXKau MaloTh OyTH HAMIOTOTOBI BiAMOBIAHI IpemapaTy i JiKyBaHHS peaklliii rinepuyTnuBocTi abo
iHIIIMX peakIid imiocuHKpa3il, a TakKoX 3aco0M HEBigKIamHOI mormoMoru (ouB. po3min «Crmocio
3aCTOCYBaHHS Ta OO3W»).



Y moogrHOKHUX BUIIQIKaX CIIOCTEpPIranucs BiCTPOYeHi peakil (1110 BUHUKAIOTh Yepe3 KijlbKa TOOuH
abo mgHiB micnsg BBemeHHs) (DuB. po3min «ITo0iuHi peakirii»).

e [IopyweHHA PYHKUIT HUPOK

Ilepen BBemenHsiM npenaparty l'agosict 1,0 ciig mpoBoOuTH CKPHHIHT BCiX mami€eHTiB Ha
HasIBHICTh HUPKOBOI AUCPYHKIIiI 3a pe3y/IbTaTaMH JIa00pPaTOPHHUX JTaHHUX.

Y matieHTiB 3 rocTpoio ab0 XPOHIYHOIO TSKKOI0 HUPKOBOIO HEIOCTATHICTIO (IIBUAKICTH KITyOOUKOBOI
dinpTpanii < 30 mi/xB/1,73 M*) cocTepiranucs BUmagki HegporeHHoro cucteMHoro ¢iéposy (HC),
IO aCOIIif0BaNIMCS i3 3aCTOCYBAaHHSIM KOHTPACTHUX PEYOBUH, III0 MiCTATh ragoninii. OcobmuBui
PHU3UK iCHYE y MAlliEHTIB, IKUM IPOBOAUTHCS TPAHCIIJIAHTAIlisl TIEYiHKH, OCKINTbKYA YaCTOTa ITOCTPOl
HHAPKOBOI HEJJOCTATHOCTI B Lii TPYyIi BUCOKa.

Ockineku icHye pu3uk po3sutky HC® mif yac 3actocyBaHHd npenapaty ['agosict 1,0, pimreHss npo
BBE[eHHS IIpenapary alieHTaM i3 TAKKO0I0 HUPKOBOI HEJOCTATHICTIO Ta IallileHTaM y
nepionepariiftHoMy Iepiofli TpaHCIIaHTallil MeYiHKy HeoOXiqHO MPUIMAaTH IiC/Is peTeIbHOL OIliHKU
CITiBBiTHOIIIEHHST PU3UK/KOPUCTH i MHIlle B TUX BUIAMKaX, KOJIM [iarHOCTHYHA iHDOopMallis BKpau
HeoOxifiHa i He Moxke OyTu oTpuMaHa Iif 4ac npoBeneHHs MPT 6e3 KOHTPACTHOTO MifCUTIEHHS.

l'emopiani3, mpoBegeHUY Yepe3 KOPOTKUY IIPOMIKOK 4dacy MiCJg 3aCTOCyBaHHS npemnapaty ['amoBicT
1,0, moxke OyTy KOPHCHUM [Ji9 BUBEIeHHS IIpelapaTy 3 opraHiaMy. [laHi Iogo 3aCTOCyBaHHS
reMmopmiamni3y 3amms npodinaktuku abo mikyBanHsas HC® y mamieHTiB, sIKi 10 I[bOT0 HE 3HAXOOUIUCS Ha
nianisi, BiICyTHI.

o HosoHapoOceHi ma HeMmoeaama

Yepe3s He3pimmicTh QYHKIII HUPOK Y HOBOHAPOAXKEHUX BiKOM [0 4 THUKHIB Ta HEMOBIAT A0 1 POKY
npemnapart ['amoBicT 1,0 3aCTOCOBYIOTh TAKKMM MAIliEHTaM 3 00ePeKHICTIO i Nuille Mmicis peTenbHOol
OLIIHKY JOLIJIBHOCTI 3aCTOCYBaHHS.

e [layieHmu AiMHbO20 BIKY

OcCKinbKy HUPKOBUH KJIipeHC TafobyTpoy y HallieHTiB TiTHHOTO BiKy MOXe OyTH IOPYIIeHHH,
0CO0IMBO BaXKJIMBUM € TIPOBENEHHS JOCIiAKEHHS 11010 HasBHOCTI HUPKOBOI AXCOYHKIII y TaIlieHTiB
BiKOM Biff 65 pPOKIiB.

e Cydomu

4K i Moo iHIIKMX KOHTPACTHUX PEUYOBUH, 110 MiCTITh Taf0IiHili, IpY NPHU3HaYeHHI IIpenapaTty
T'apogict 1,0 manieHTam i3 HU3BKUM ITOPOrOM CYOOMHOI aKTUBHOCTI cJtif 6yTu 0COOIUBO
00epPeKHIMH.

o JIonoMmidicHI peyosuHU

[Ipemapat I'agosicTt 1,0 MicTuTh MeHIe HiK 1 MMonb HaTpito (23 Mr) Ha 1 Ho3y (po3paxoBaHO Ha
OCHOBIi cepefHbOI M03H [JIs HallieHTa 3 Macoo Tija 70 Kr), TOOTO IPAKTUYHO HE MiCTHUTh HATPIIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaritHicTs. [laHi 11040 3aCTOCyBaHHS KOHTPACTHUX 3ac00iB Ha OCHOBI rafioliHiio,



BK/II04Yal04u ragobyTpoi, y BariTHUX XKiHOK 00MexXKeHi. ['agomniHiii MoXkKe TPOHUKATU Yepe3
naneHTy. HeBimoMo, 4u mOB’d3aHUM BIJIUB TafoOJTiHii0 3 TOOIYHUMU peakIlisMy Ha IITif.

Y mocnigxeHHSIX Ha TBapUHAaX IIPU BBE[EeHHI IOBTOPHUX BUCOKUX [03 IIpelapaT IPOsBIISAB
PenpOnyKTUBHY TOKCUYHICTH (OUB. po3ain «®apMaKoJIOTriyHi BIaCTUBOCTI»).

TamgogicT 1,0 He PEKOMEHAYETLCS 3aCTOCOBYBATH Y MEePiof BariTHOCTI, SKI0 HeMa€e aOCOTI0THUX
TIOKa3aHb.

JlakTanis. KOHTpacTHI pe40BUHY, 110 MICTATH TafoJliHil, IOTPAIIAIOTh Y IPYLHE MOJIOKO Y
OyKe He3Ha4Hil KimbKOCTi (guB. po3gin «dapMaKoIoTiyHi BTacTUBOCTI»). [Ipu 3acTOCyBaHHI
KJTIHIYHUX 103 He CJIi[ 04iKyBaTH BIJIMBY HA HEMOBJIAT Yepe3 He3HaYHY KiJIbKiCTh [i040l
PEYOBUHY, IO BUMINSETHCS 3 TPYTHUM MOJIOKOM, Ta cl1a0Ke BCMOKTYBaHHS 3i IUTYHKOBO-
KMIIKOBOT'O TPaKTy. PillleHHS 10710 TPOAOBXKEHHS I'PYAHOT0 BUTOAOBYBaHHS ab0 HOro
IpUNMHEHHS Ha 24 TOOWHY Iic/d 3aCTOCyBaHHA npenapaty ['aposicT 1,0 mOBUHHI npuiMaT
JIIKap Ta XIHKa, AKa TOoAye IPyamro.

®eprunbHicTs. Pe3ynbTaTi JOCTIAXKEHb Ha TBAPUHAX HE 3aCBiTYMIIM IOPYIIEHHS
(hepTUNbHOCTI.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Hesgigomo.

Cnoci6 3acmocyeaHHss ma do3u.

T'amosicT 1,0 moBHHEH 3aCTOCOBYBATH JIHIIIe KBaTiGpikoBaHUN MeTHYHUH MEPCOHAJI, [0 MAE
mocBig KiaiHiuaoi MPT-nipakTHKH.

HpenapaT 3aCTOCOBYIOTE OJISA OiaTHOCTHKMY JIMIIIE IIISIX0M BHy'TpiI.T.IHBOBeHHOT'O BBEJJEHHI.

Heo06xigHy m03y BBOASTH BHYTPIIIHHOBEHHO Y BUTTISAAI 00JIIOCHOI il €KIIil. MarHiTHO-pe30HaHCHE
IOCTiAKEeHHS MOXKHA PO3MOYMHATH 0gpa3y (Yepe3 KOPOTKUI MPOMiKOK dacy Micis iH eKIil 3a/IeXKHO
Bifl iMITy/TbCHOI ITOCITiZOBHOCTI Ta MPOTOKOJY 00CTeXKeHHs). OnTHManbHa KOHTPACTHICTh
CIIOCTepiraeThCA Iif] Yac MepIIoro MpoXoAKeHHs yepes apTepil ansg MPA, a TakKoX yIpogoBXK
npubnusno 15 xBunuH micins iH’ekuii mpenapaty 'agosicT 1,0 mpu 3acToCyBaHHI 7S HOCTiIKEHHS
IHC (ueii 9ac 3aneXuTh Bifi TUILy YpaXKeHH/TKaHUHHN).

T,-3BazkeHi MOCMTiIOBHOCTi CKaHYBaHHS 0COOJIMBO MigXOMSTh AJIS HOCTiAKEeHb 3 MiIBUIIIEHOIO0
KOHTPACTHICTIO.

BHyTpimHbOCYAMHHE BBENEHHS KOHTPACTHOI PEYOBUHU CIIil IPOBOMMUTH, SKIIO IIe MOXKJIMBO, KOJIK
malieHT nepedyBae y TOPU30HTAILHOMY I0JI0KeHHI. T1ic/isa BBeIeHHSI PeYOBMHY MAIliEHT Ma€
nepeOyBaTH MiJ HATJISAOM IpHHANMHI TPoTsAroM 30 XBUIMH, OCKiIbKY JOCBifl 3aCTOCYBaHHS
KOHTPACTHUX PEUYOBHH CBITYUTH MPO Te, II0 OiNbIIiCcTh MOOIYHUX peakKIliit IIPOosSBISETHCS caMe V 1er
nepiopn (auB. po3min «OcoONMMBOCTi 3aCTOCYBaHHS»).



Ilo3ysaHHA

B miarHOCTHYHUX IiNISX CJIifi 3aCTOCOBYBaTH HaWHUXKYY 03y, 110 3a0e3medye JOCTaTHIO
KOHTpAacCTHICTh. [Jo3a Ma€e OyTu po3paxoBaHa 3 BpaXyBaHHSIM MacH Tijla IallieHTa Ta HE Ma€
IIepeBUILlyBaT PEKOMEHI0BaHy 03y Ha KijlorpaM MacH Tija K 3a3Ha4eHO y JaHOMY PO3Mii.

Iopocmni
PexomeHdauii u,o0o MPT 20108H020 ma CNUHHO20 MO3KY

PexomeHnpoBaHa go3a gjis mopocnux ctaHoBUTh 0,1 Mmmonb npenapaty ['agosict 1,0 Ha 1 Kr Macu Tina
(Mmonb/Kr Macu Tina), mo Bignosigae 0,1 mu Ha 1 Kr Macu Tina 1,0-M po3uuny.

SAKI110 3aMUIIAETHCA MMif03pa Ha HasgBHICTh YpaXKeHH (3rifHO 3 KJTiHIYHMMU JaHUMU), He3BaXKalun
Ha HopMaJsibHi pe3ynbTat MPT, abo y pa3i, Konu GinbIl TOYHa iH(popMallis MoXKe BIIMHYTU Ha
JIiKyBaHHS NallieHTa, TpoTaroM 30 XBUJIKH MicJg IMepIol il eKIlil MOXKHa BBECTH IIpernapaT IOBTOPHO
y po3i go 0,2 mn Ha 1 Kr Macu Tina.

o3y 0,075 Mmomb Tago0yTPoITy Ha Kinorpam Macu Tina (ekBiBanenTHo 0,075 mn nmpemnapaty ['afoBicT
1,0 Ha Kinorpam Macwu Tifla) MOKHa BBOAUTH K MiHiMyM ms Bidyasmisdaril LIHC (guB. po3min
«®apMaKOIOTiYHi BIaCTUBOCTI»).

MPT 8cb020 mina (kpim MPA)

Ak npaBuno, npu3HadyeHHd npemnapaty [agosicT 1,0 y go3i 0,1 Mi/Kr Macu Tifa € gOCTaTHIM [jis
BUDIIIEHHS OCHOBHUX KJIIHIYHUX NMUTaHb.

ITokpaw,eHHsA KoHMpacmHocmi 306paxceHHs nid Yac MazHimHo-pe3oHaHcHoi aveiozpadii (IIK-MPA)
®opmyBaHHS 300paKeHHS IS OMHOIO MO 30DPY:
7,5 MJI, IKIIO Maca TijJla MeHIIe 75 Kr;
10 M1, 9KI110 Maca Tina 75 Kr yu 6inbiie (1o Binmosigae 0,1 - 0,15 MMOJIB/KT MacH Tina).
®opmyBaHHS 300pakeHHS I OiNbII HiXK OIHOTO MO 30DY:
15 M1, SKIIIO Maca Tina MeHIIe 75 Kr;
20 M1, gKIIo0 Maca Tina 75 Kr 4y Oinbiue (Bimmosinae 0,2 - 0,3 MMOJIBL/KI MacCH Tina).
OKpemi epynu nauieHmis
iTn

[lns giTed BCiX BIKOBUX I'PYI (B TOMY YHCIIi JOHOIIEHUX HOBOHAPOIXKEHNX) PEKOMEHI0BaHa 103a
ctanoBuUTh 0,1 Mmornb npemnapaty ['aposicT 1,0 Ha 1 Kr Macu Tina (mo ekBiBaseHTHO 0,1 MI/Kr Macu
Tijla) OJIs BCiX MOKAa3aHb.

HoBoHapomKeHi (BikoM 10 4 THXKHIB) Ta HEMOBAATA (0 1 POKY)

Yepe3s He3pimmicTh QYHKIII HUPOK, 10 BigMiYaeThCA ¥ HOBOHAPOAKEHUX (BiKOM 0 4 THXKHIB) Ta
HeMOBJIAT (7o 1 poky), mpenapart 'agosicT 1,0 3aCTOCOBYIOTh TaKUM MAIli€HTaM JIUIIE MiC/IsA
PeTeNbHOI OI[IHKY AOLINBHOCTI Ta B [03i, 1m0 He nepeBuiye 0,1 MMonb/Kr Macu Tina. ITig 4ac ogHOTO



CKaHyBaHHS He 3aCTOCOBYIOTh Oiblie OfiHi€l Jo3u. 3 OTJIIAy Ha He[OCTaTHICTh iHdopMaIlil Ipo
GaraTopa3oBe BBeIEHHS IpelapaTy iHTepBaJl MiXK MOBTOPHUMHU iH’ekiismu I'apoBicT 1,0 moBuHEH
CTaHOBUTH IlIOHAUMeHIIe 7 OHIB.

[NamienTy DiTHHOI'O BiKV (BiKOM Bim 65 pOKiB

HeobxigHOCTi B KOpEKIIil 03 [JIs1 TePOHTOJIOTiYHMX TAlliEHTiB He BUSIBIEHO. [Ipu 3aCTOCyBaHHi
malieHTaM JIiTHBOTO BiKy HeoOximHa ocobmrBa 00epexkHiCTh (IuB. po3min «Oco6nMuBOCTi
3aCTOCYBaHHS»).

HupkoBa HEIOCTATHICTD

Pimenns npo 3acTtocyBaHH4 Ipenapaty ['agosict 1,0 marieHTaM 3 TAXKKOK HUPKOBOK HELOCTATHICTIO
(BHUAKICTh KIy60ouKoBoi (imbTpamnii < 30 My/x8/1,73M°) Ta marieHTaM y mepionepaniiHOMy Iepiofi
TPaAHCIUTAHTAllil MeYiHKy HeoOXiqHO MPUIMATH IiC/IsT PETeIbHOI OI[iIHKY CITiBBiTHOIIEHHS
PU3UK/KOPHUCTS i JIUIIE TOMi, KOJIU AiarHOCTHUYHA iHpopMallis € BKpail HeoOXigHO i He Moxke O6yTu
OTpHMaHa Irif yac nposeneHHss MPT 6e3 KOHTPACTHOTO mmifgcuneHHs (auB. po3min «Oco6auBoCTi
3aCTOCyBaHHS»). Y pa3i HeoOximHOCTI 3acTocyBaHHS mpenapaty ['agosicT 1,0 go3a He TOBMHHA
nepesuityBat 0,1 MMoIb/Kr Macu Tina. [1ig wac omHOTO CKaHYBaHHS He CJIifl 3aCTOCOBYBATH OifbIie
HiX opHYy mo3y. OCKiNbKY iH(OpPMaLig I0[0 TOBTOPHOTO 3aCTOCYBAHHSI HENOCTATHS, iH €KIIiI0
npenapaTtoM 'apoBicT 1,0 He crim TOBTOPIOBATH, 3a BUHITKOM BUIIAJKIB, KOJX IEePion MiX iH’€KITIIMU
cKJIazmae€ IoHalMeHIle 7 OHiB.

Himu.

[Ipenapat 'apoBicT 1,0 3aCTOCOBYIOTH AiTAM BCiX BIKOBUX I'PYI (B TOMY YKCJIi JOHOIIEHUM
HOBOHAPOOKEHUM).

Ilepedo3yeanHns.

MakcuMmarnbHa BBefeHa TI0AKUHI 060Ba pa3oBa f03a rago0yTpoiay CTaHOBUTH 1,5 MMoIb Ha 1 KT Macu
Tina. [10 IbOro Yacy He CIIOCTepiranocs XXOOHMWX O3HaK iIHTOKCHKAIlil BHACIIOK ITepeqo3yBaHH Iif
Yyac KJIiHIYHOI'0 BUKOPUCTaHHA IIpernapary.

Y pasi BUagiKkoBOTO epeno3yBaHHs PEKOMEHIYEThCS TPOBOIUTH MOHITOPUHT CEPIIEBO-CYOUHHOI
cuctemu (Bkimoyarouu EKT') i KOHTponb HUPKOBOI PyHKIIII.

Y pasi nepeno3yBaHHSA Yy NALiEHTIB 3 HUPKOBOIO HefgocTaTHICTIO ['amoBicT 1,0 MOXHa BUBECTH 3
oprasi3my nuisixom remopianisy. ITicns 3 ceancis giamidy npubnu3so 98% [i0uol pe4oBUHI
BUJA/ISETLCA 3 OpraHiamMy. OfgHaK BiiCYTHI JaHi BITHOCHO TOTO, II0 reMofiali3 MOXKHa 3aCTOCOBYBaTU
[t TpodinakTUKU PO3BUTKY HEDPOTEHHOTO CUCTEMHOTO (Gibpo3y.

ITobiuni peakuii.

IaHi mpo mpodinb 6e3neku npenapaty [amosicT 1,0 6a3y0ThCs Ha pe3yNibTaTaxX KITiHIYHUX
IOCTimXKeHb 3a y4yacTi noHan 6300 naiieHTiB, Ta TOCTMapKETUHIOBUX CIIOCTEpPEXKeHHAX. Halbinbin
YacTO BUSIBIEHUMU NoOiyHMMHU peakiisimu (=0,5 %) y nauieHTis, siki orpumyBanu ['aposict 1,0, Oynu



TOIOBHUY 0ib, HYIOTa Ta 3allaMOPOYEHHS.

Haii6inbIn cepiio3HUME TOOIYHUMY peakIlisiMU y NallieHTiB, dKi oTpuMyBanu ['agosicT 1,0, Oynu
3yIIMHKa Ceplisl, TOCTPUYU PeCIIipaTOPHUY AUCTPeC-CUHAPOM/HaOpSK JlereHb Ta TSAXKKi aHadimakToigHi
peaxtil (BK/II0Ual04Yy 3yNNHKY OUXaHHS Ta aHa(piTaKTUYHUY II0K).

BipcTpoueHi anadinaktoigui abo iHImmi peakii imiocuHKpaaii (Bif KiTbKOX TOOMH IIiCIIsT BBEOEHHS 10
KiJIbKOX [HIB) criocTepiramucs pigko (ouB. po3min «OcobIuBOCTi 3aCTOCYBaHHS»).

Binpuricts nobivyHuX edpeKTiB Oymu 1erkoro abo cepemHbOro CTYIEHS TSIXKKOCTI.

[ToGigHi peakii, o crmocTepiranucs npu BBepeHHi ['aposicT 1,0, HaBemeHi y Tabnuil HUKYe. BoHu
Kyacu(ikoBaHi 3a KjacaMu opraHis cucteM (MedDRA).

Bignmosigui Tepminu MedDRA Oynu BUKOPUCTaHI [ ONMKACaHHS IE€BHUX Peaklii, X CHMIITOMIB Ta
CXOXMX 38 CUMIITOMATUKOIO CTaHIB.

[Tepeniueni Huk4e n00iYHI peaklii, 3apeeCTPOBaHi y X0Ai KITiHIYHUX JOCigKeHb i3 3aCTOCyBaHHIM
npenapaty ['agosict 1,0, po3noginieHi 3a 4aCTOTO BUHUKHEHHS: dacTi (Big =1/100 mo <1/10),
HevacTi (Big =1/1000 mo <1/100), moomuuoki (Big =1/10000 mo <1/1000). [To6iuni peaxiiii, 1o 6yau
BUSBIIEHI TIJIBKY y IIepiof IOCTMapKEeTUHI0BOT'0 CIIOCTEPeXKEeHHs, Y4acToTa IKUX He BCTAHOBJIEHa,
II03HaYeHi K «4acToTa HeBimoMa». Y KOXKHii rpymi nobiuni peakilil 3a3HadeHi y MOPSAAKY 3HUKEHHS
iX CTyIeHS TSIKKOCTI.

[ToGiyHi peakiiii, BCTaHOBIIEHI ¥ XOfi KITiHIYHUX OOCIigXKeHb Ta MPOTATOM IIOCTMAapPKETUHTOBOTO
CIIOCTEpeXKEeHH y Mali€eHTiB, aKi orpuMyBanu ['agosict 1,0.

Cucrtema opraniB [dacTi HeuacTi [looguHOKI HacToTa HeBimoMa
Po3napgu 3 60Ky [imepceHCUTUBHI/ aHadinakToIHI
iMyHHOI CUCTEMHU peaknil** (mampukmag,

aHabiTaKTUYHHI IOK ™,
[UPKYIATOPHHUI KOJIAIIC™*, 3yIIHHKA
muxaHHSA*, GpOHXOCIA3M’, IliaHO3',
opodapHHTeanbHuil HabPSAK*,
HaOpsK ropTaHi’, TimoTeHsis*,
[TiIBUINEHHS apTepialbHOTO
TUCKY', Oib y TPyHHil KT,
KPOTUB THKA, HaOpSIK 00Iuyys,
anTioemeMa’, KOH IOHKTUBIT,
HaOpSIK MOBIK, ITPUIIIUBY,
rineprigpos’, Kamens', YXaHHS',
BiTuyTTs Kapy', OIiicTh)

Po3nanu 3 60Ky ['omoBHUN |3amaMOpPOYEHHS, QUCTEeB3id, Brpata
HEPBOBOI CUCTEMHU [BinTb MmapecTesis CBimOMOCTi*,

CyZIOMH,

mapocMis
Po3nanu 3 60Ky Taxikapmis, 3JynuHKa cepus*
cepus cepreduTTs
Po3nanu 3 60Ky Baguinka* TOCTPHUI
NUXaJIbHUX IJISAXIB, pecnipaTopHUl
OpraHiB rpygHOL MCTpec-CHHAPOM*,
KJTITKY Ta HaOpSIK JTereHp*'

CepenoCTiHHSI




[InyakoBO-KUIIKOBi|HymoTa broBaHHSA CyXiCTh ¥ pOTi
po3nagu
Po3nagu 3 60Ky EputeMa, cBepOix (BKITIOYAI09u Hedporennuit
[IKipy Ta reHepasi3oBaHu cBepbixK), cucTeMHUM ¢Gidpo3
MK PHOI BHUCUIIX (BKIIIOYAIOYU (HCD)
KJTiTKOBUHU reHepasi3oBaHi, MaKyIspHi,

[anynabo3Hi, CBepONIsIYi BUCHUITH)
3aranbHi po3namu Peaxkuii y micui in’exuii®, BiguyTTa |He3myxXaHHS,
Ta CTaH y MicIi bKapy BiOYYyTTS
iH’exIil XOJIOMTy

' TToBimoMIsIiIOCS TIPO Ifi MOGiuHI peakilii 3 ypaxyBaHHSM peakiiii rimepuyTauBocTi Ta 6e3
HUX.

* OkpiM KpOIKB'THKHM, IIPO XKOMEH i3 CUMITOMIB IIOGIYHUX peakxilili, IepepaxoBaHuX B MiAPO3Mii
«T'imepceHcuTHBHI/aHa(inaKTOImHI peakilii», He MOBIMOMIISNIOCS B KITiHIYHUX OOCTiIXKEHHAIX i3
YaCTOTOIO OiIBIIOI0, aHiXK «IIOOOUHOKI».

* [ToGiyHi peaktil, 1110 MOXKYTh CTAHOBUTH 3arpo3y KUTTI0 ab0 MaTu JieTaJbHUN HaCIiI0K.

‘TinepceHcUTHBHI/aHaiNaKTOINHI peakxilil BUSB/IEH] NuIlle IPOTATOM II0CTMapKETUHT0BOTO
CIIOCTepexkeHHd (4acToTa HeBimoMa).

¢ Peaxkiril y micri in’eknil (pi3Horo THILy), BKJ/II0OYal04y TakKi KJTiHiUHI BapiaHTH: MiciieBa
eKCTpaBa3allis, MiCcleBe BifUyTTs XKapy, MiCLieBe BiIUyTTA X0JIOAY, MiCIleBe BifUyTTS Tellsla, MiclieBa
epuTeMa YM BUCHUIIKH, MiciieBuit 6inb, IIOCTiH €KIliiHa TeMaToMa.

Y malieHTiB 3i CXUIBHICTIO 10 aJlepriYHUX peakKlliil yacTille, HiXK y iHIIKWX, BUHUKAIOTh Peakilii
MigBUIIEHOI YYTIUBOCTI.

[ToBigomusiniocsd mpo okpeMi Bunagku po3BUTKy HC® y 3B’s13Ky i3 3aCTOCYyBaHHAM IIpenapaTy
TamgogicT 1,0 (muB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

[Ticns 3acTocyBanHs npemnaparty ['aposict 1,0 cnocTepiranucsa 3MiHU TapaMeTpiB QPyHKIN1 HUPOK,
BKJIIOYAlOYU IiIBUILIEHHS PiBHS KpPEeaTUHIHY.

iTn

Hani nBox mocnigxeHs ¢aszu /111 momo 3acTocyBaHHS OMHOPA30Boi f03u npemnaparty 138 cyd’ekTam
BikOM 2 - 17 pokiB Ta 44 cy0’eKTam BiKOM [0 2 POKiB (OuB. po3min «PapMaKoIOoTiuyHi BIaCTUBOCTI»)
CBifuaTh, 110 3@ YACTOTOI0, TUIIOM Ta CTyIEeHEM TSKKOCTI To0iuHi peakuil y miTei BCix BIKOBUX Ipym
(B TOMY YMCITi JOHOIIIEHUX HOBOHAPOXKEHNX) He BiIpi3HAIOTHCS Bif mpodinio mobiyHuX peakxtiiii, 110
CIIOCTepiramThCa y gopocnux. Lleir BUCHOBOK IigTBEPAUBCS pe3ybTaTaMu OOCHiAXKeHHd ¢a3u IV 3a
yuacTi no"ap 1100 nefiaTpryHMUX MAI[iEHTIB Ta JaHUMU IIOCTMapPKETUHTOBOT'0 CIIOCTEPEXKEHHS.

[ToBimoMIIeHHS PO Mim03pIoBaHi m06ivHi peakirii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIiff IOBIJOMJISITH IIPO YCi BUMTAAKU Mif03PI0BaHUX MOOIYHNX Peaklii Ta
BificyTHOCTi e(h)eKTHUBHOCTI JTiKapchKOT0 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dapMakoHarisAoy 3a MocuiIaHHAM: https://aisf.dec.gov.ua.



https://aisf.dec.gov.ua

Tepmin npudamHocmi.
3 POKH.

TepMiH IPUAATHOCTI MiC/IS MEePIIOTO BiAKPUTTS: 3a/IMIIKN PO3YUHY AJIS iH €KIiH, SKi He 0yI10
BUKOPUCTAHO IIiJ] YacC MOCTiIXKeHHs, Cif yTunidyBaTtu. XimMiuHa, pisuyHa Ta MikpobionorigyHa
cTabiNbHICTh Ii Yac 3acTOCyBaHHS MOXKYTh OyTH MiATBEpAKEHUMH IJIs Nlepiony 24 roguH Ipu
temrnepatypi 20 - 25 °C. 3 Mikpo06ioioriuHOl TOUKM 30PYy IIpermapar CJlif BUKOPHCTOBYBATH Ofipa3y.
fAkmio BiH He OyB BUKOPUCTAHUM 0fpa3y, BiANOBiAaIbHICTh HeCE KOPHUCTYBaY.

YMoBH 30epiraHHs.

He moTtpe0ye crerianbHUX yMOB 30€piraHHs.

HecymicHicmo.

Yepes BiICYTHICTH OOCIIAXKEHD 11040 CYMICHOCTI 1le¥ IperapaT He CJIif 3MilllyBaTy 3 IHIIUMU
JIIKapCHKUMH 3aCc00aMu.

VYnaxoBka.

[To 5 My a6o 1o 7,5 mit a6o mo 10 M y CKISTHOMY LITPUIL, BKJIafIEHOMY Y IIP0O30pPY IJIaCTUKOBY
KOpPOOKY, 3aKpHUTY T1allepoM; 110 5 LIIPUIB ¥ KAPTOHHIN KOpOoOIIi;

o 5 My a6o 1o 7,5 mit abo 1o 10 M7 ¥ IIJIaCTUKOBOMY IIIIPHII, BKJIafIeHOMY Y ITPO30PY MJTaCTUKOBY
KOpPOOKY, 3aKpHUTY TIOJIieTUIIEHOM; T10 5 IIMPHUIIiB Y KapTOHHi# KOpooO1Ii;

o 7,5 M abo 1o 15 M1 y cknsgHoMy GyakoHi; o 1 ¢hakoHy y KapTOHHINA KOpPOOTIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.

Baiiep AT / Bayer AG.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Mionnepmtpacce 178, 13353, Bepnin, Himewunna / Mullerstrasse 178, 13353, Berlin, Germany.



