Ckian

Oitoua peuosuHa: gadobutrol;

1 M po3uuny ans iH’ ek MmictuTh 604,72 Mr ragobyTpomny (110 BignoBigae 1
MMOJIb/MII);

OONOMIJCHI peuog8uHU: KalbIlil0o HaTPito OyTPOJI, TPOMEeTaMoJI, KUCJIOTa
XJIOPUCTOBOJHEBA PO3BeeHa, BoAa OJisd iH eKIIiu.

JIikapcbKa ¢opMma

Po3uuH nng ig’exIriu.

OCHOBHI (pi3uKO-XiMiuHI 81acMuB0OCMIi: MPO30PUUA PO3YHH, 110 HE MICTUTH BKITIOUEHbD.
®apMaKoTepaneBTUYHA Irpymna

ITapamaruiTHi KOHTpacTHi 3acoou. Kog ATX VOSCAO09.

®apMakogUuHaAMiKa

EdekT migBuiieHHsS KOHTPACTHOCTI JOCATAETLCA 3aBASIKHA HEUTPAIbHOMY (HEIOHHOMY)
KOMIIJIEKCY, III0 CKJIaJa€eThCcs 3 ramoJriHio (III) Ta MaKpOLUMKITIYHOTO JTirangy
OUTITPOKCUTIIPOKCUMETUI-TIPOIIINITETPAA3alUKIIO-IOOEeKaHTPHUOIITOBOI KMCIIOTH

(6yTpony).

I'apgoOyTpos MPU3BOAUTH A0 IIOMITHOTO CKOPOYEHHS Yacy pejlaKcallii IpOTOHIB BoOu B
TKaHMWHaX HaBiTh y KJIiHIiYHO peKoMeHaoBaHux go3ax. [Ipu 0,47 T (20 MI'n), pH 7 Tta
40 °C Bu3HaYeHa y IJIa3Mi KPOBi ITapaMarHeTu4Ha e(PeKTHUBHICTh (pelaKCUBHICTh (r1
)), IKa BU3HAYAETHCS 3a BIJIMBOM ITPOTOHIB IIJTa3MH Ha Yac CIIiH-IPaTKOBOI pejlakKcalrii
(Tl) y BOOHOMY PO34YHHi, CTAaHOBUTH IPUOIU3HO 5,6 JI/MMOJIb/C, @ PETaKCUBHICTD (r2),
siKa BU3HAYA€ETHCS 3a BIJIMBOM Ha Yac CHiH-CIIiHOBOI pejlakcaillii, - TpubIn3Ho 6,5
J1I/MMOJIB/C. PeslakCUBHICTE Ma€ OyKe He3Ha4yHY 3aJIeXKHICTh Bifl CUJIM MarHiTHOI'O I10JIS

B gianma3oHi 3HadeHb Big 0,47 go 2,0 To.

y T2-3Ba}KeHHX TIOCJTIiHOBHOCTSX IPU BUCOKiM JIOKAJIbHIM KOHIIEHTpAallil rago0yTpoiry
BU3HAYa€EThCS 3HUXKEHHS IHTEHCUBHOCT1 CUTHAIIY.

KniniuHa edeKTUBHICTD

B ogHOMY 3 KimiHigYHUX mocnimkeHb ¢a3u III 3acTocyBaHHS npemnapaty ['agosict 1,0 3
METOIO [AiaTHOCTUKHU 3aXBOPIOBaHb IEYiHKY (IIpU IMPOBeOeHHi KoMOiHOBaHOI MarHiTHO-



pe3oHaHcHOI ToMorpadili (MPT) mo Ta micis 3acToCyBaHHSI KOHTPACTHOI PE€YOBUHM)
YyTIUBICTh B CEpPegHbOMY CTaHOBUIa 79 %. CnenudiyHiCTh BUSBIEHHS Ta
BepHu(dikallid YIIKOOXKEeHb ITeYiHKH 3 IIiJ03POoI0 Ha 3M0AKICHICTh cKiana 81% (aHanmis,
1110 0a3y€EThCS Ha JaHUX 00’'€EKTUBHOTO OOCHIIKEHHS MMalliEHTiB).

B ogHOMY 3 KimiHiYHUX mochimkeHb HUPOK da3u 11l gyyTnuBicTh Anisa agudepeHIiiaol
OiarHOCTUKY MOOPOSIKiCHUX Ta 3JI0SIKICHUX YIIIKOOXKEeHb HUPOK CTAaHOBHUJIA Y
cepenuboMy 91 % (aHaini3, 110 6a3y€ETHCS Ha MaHUX 00’'€EKTUBHOTO MOCTIAXKEHHS
namieHTiB) Ta 85 % (aHaini3, 110 6a3yETHCS Ha MOCIIAXKEHHI 30H yparkeHHs).
CrnenudigHiCTh CKJaja y cepegHboMYy 52 % mif yac IMpoBeOeHHs aHali3y, L0
0a3yeThCs Ha DaHuX 00’€KTUBHOTO MOCIIiMKEHHS IMallieHTiB, Ta 82 % 1mmim gac
MpOBeAeHHS aHaJi3y, 10 6a3yeThCS Ha AOCIIiAXKEHHI 30H YpaXXeHHS.

ITpu 3actocyBanHi npenapaty ['agosict 1,0 nigBuinienss yyrnusocti MPT o
BBeIEHHSI KOHTPACTHOI peuoBUHU Ta KoMOiHOBaHOI MPT mo Ta Imicsist BBeIeHHS
KOHTPACTHOl PEYOBHUHHU CTAaHOBUIIO 33 % IpHU OOCITiAXKEeHHI MeYiHKH (aHasi3, 110
0a3yeThCs Ha DaHuX 00’'€KTUBHOTO MOCIHIIMXKEeHHS MalieHTiB) Ta 18 % mpu mocmigxKeHHi
HUPOK (aHasi3, 110 6a3yeThCs IK Ha MaHUX 00’€EKTUBHOTO JOCITIAXKEHHS MalliEHTIiB, TakK
i Ha gocrinzKeHHi 30H ypaxeHHs). [limBumieHHs cunenudgigaocti MPT mo BBemeHHSA
KOHTPACTHOI pe4yoBMHU Ta KOMOiHOBaHOol MPT mo Ta micsis BBeleHHSI KOHTPACTHOI
pedvoBUHU CTaHOBUIIO 9 % Ipu mOCimXeHHi meviHnku (aHasi3, 1m0 6a3y€eThCs Ha JaHUX
00’EKTUBHOTO OCIiAKEHHS MalIliEHTIB), B TOM Ke Yac IIPU JOCIiAXKeHHI HUPOK
MMigBUIIEHHS crelu@ivyHOCTi He criocTepiranu (aHai3, 110 6a3yeThbCS Ha JaHUX
00’EKTMBHOTO [OCIAKEHHS MaIliEHTIB Ta JAOCIIAXKEHHI 30H ypaxkKeHHS).

Byro npoBeneHo ycepenHeHHs 3a pe3y/ibTaTaMUd aHOHIMHOI OIIiIHKY He3aJleXKHUMU
papgioorammu.

B opHOMY iHTpaiHOUBinyaTbHOMY IIepeXpeCHOMY IIOPIBHAILHOMY OOCIIIIZKEeHH] 3a
yuacTio 132 nanienTiB 'agosicT 1,0 mopiBHIOBaIM 3 MernyMiHy rajgorepaToM (o0uaBa
npu 0,1 MMOMB/KT) ITif Yac Bisyasilallil HeonJIaCTUYHUX ypaxKeHb I'0JIOBHOTO MO3KY.

[TepBUHHOIO KiHIIEBOIO TOYKOIO Oyia 3arajibHa nmepeBara npemnapaty I'agosict 1,0 abo
MEeTJIyMiHY ragoTeparTy, 110 BU3Havalacs IUISAX0M PO3PaxyHKy CepeaHiX 3Ha4YeHb
He3aJIeXXHUMU eKcrneptaMu. [lepesara npenapaty 'agosicTt 1,0 Bupaxkasnacs
3HaueHHSIM p - 0,0004. 3o0kpema, nepeBara npenapary ['agosicT 1,0 6yma BusiBIeHa y
4?2 nanieHTiB (32 %) MOPiIBHAHO i3 3arajgbHOIO IepeBaroi MerjayMiHy ragorepary y 16
nauieHTiB (12 %). ¥V 74 nauienTiB (56 %) nmepeBary He Oyy0 BigmaHo Hi OOHIiM, Hi iHIIIN
KOHTPACTHIU pe4YOBUHI.

3a OpyruM NMOKa3HUKOM, SIKUM OyJI0 BUKOPUCTAHO B aHalli3i, a caMe 3a
CIIiBBIIHOIIIEHHSAM MiX IHTEHCUBHICTIO MP-curxasny B yXJIMHi Ta iHTEHCUBHICTIO B
IHTaKTHI¥ TKaHUHI, CTATUCTAUYHO JOCTOBIPHO OOBeOeHa BUIlla e(PEeKTHUBHICTD y



npenapaty 'aposicT 1,0 (p < 0,0003). BigcoTok nocuneHHs OyB BUILUM y IIperapary
l'agosicT 1,0 (p < 0,0003) nOpPiBHSAHO 3 METIYMiHYy ragoTepaToM 3i CTaTUCTUYHO
3HAYMMOIO Pi3HUIIEIO 3a JaHWMU He3aJIe’KHUX €KCIEePTiB.

l'aposict 1,0 (129) nmoka3as BULINM CepeOHil MOKA3HUK CHiBBITHOIIIEHHS
KOHTPAaCT/IIyM MOPiBHSIHO 3 MernyMiHy ragorepatoM (98). Pisuuis Oysa CTaTUCTUYHO
He3Ha4YMMOIO.

it

Bymno npoBeneHo aBa mocaigxkeHHs ¢a3wu I/ i3 3acTocyBaHHSIM OOHOPa30BO1 403U
npenapaty 138 nemiaTpuyHUM IaljieHTaM, SKUM IIJIaHYBaJIOCh IPOBENEeHHA
KOHTPACTHOlI MarHiTHO-pe30oHaHCHOI Tomorpadii (MPT) eHTpaibHOI HEPBOBOI
cuctemu (LIHC), mediHKM Ta HUPOK a00 KOHTPACTHOI MarHiTHO-PE30HAHCHO1
auriorpadii (MPA), Ta 44 cy6’eKTaM BiKOM Bif HapoaKeHHs A0 2 POKiB (B TOMY YMCIIi
OOHOIIIEHUM HOBOHAPOOXKEHUM), SIKUM IIJIaHyBaJIOCh IPOBEAEHHS CTaHOapTHOIL
KoHTpacTHOl MPT Oynb-sikoi ginssHKuY Tina. BimMivanack miarHocTuYHa e(PeKTUBHICTH
Ta DigBUINEHHS MiaTrHOCTUYHOI MJOCTOBIPHOCTI BCiX MapaMeTpiB, 110 OIL[iHIOBAJIUChH B
OOCITimKeHHsX, 6e3 Oyab-IKUX BiIMIHHOCTEMN MiX IefiaTpUYHUMHU IalliEHTaMM Ta
mopociauMu. Pe3ynbTaTy OOCIIAXKEHHSA IOKa3aJIu OyXKe rapHy IIepeHOCUMICThb
npenapaty I'agoBicT 1,0 3 TakuM camMuM Ipodinem 6e3meku rago0yTpoiny, 1110 1 y
OOPOCIIUX.

IlaHi OOKAIHIYHUX O0CAI0JHCEeHD.

Ha migcTaBi cTaHmapTHUX OOCHiAXKeHb 3 ¢apMaKoJIoril 6e31eKn, TOKCUYHOCTI ITpu
ITOBTOPHOMY BBeleHHi a00 TeHOTOKCUYHOCTI He OyJI0 BUSBIIEHO CIeIU(IiYHOTO0 PUIUKY
OIS TI0OCHKOr0 OpraHi3my.

Y mocrnimKeHHSX PenpoayKTHUBHOI TOKCUYHOCTI 3aCTOCYyBaHHS IOBTOPHUX A03
(BHYTPiIlIHLOBEHHO) 3YMOBIIIOBAJIO 3aTPUMKY eMOPiOHAIbHOTO0 PO3BUTKY Y IIIYPiB Ta
KPOJIiB, MigBUIlIEHHS eMOpPioieTaIbHOCTI y UIypiB, KPOJIiB Ta MaBII y [o3axX, 1oy 8 - 16
pa3siB (3 po3paxyHKy Ha OOUHUILIIO ITOBEPXHI Tijia) uu y 25 - 50 pasiB (3 po3paxyHKy Ha
OOVHUIII0 MaCH Tijla) HepeBUIyBaJIu OlarHOCTUYHI 103U B noger. Hesimomo, um 11i
edeKkTH MOXKYTh TAaKOX OyTH iHIYKOBAaHUMHU OJHOPA30BUM BBEeMIeHHSIM. [[OCITimKeHHs
TOKCHUYHOCTi pa30BO1 Ta IIOBTOPHUX 03 Y HOBOHAPOAXKEHUX Ta CTaTEBO HE3PIIUX
IIIyPiB HE BKa3yIOTh Ha HASIBHICTh CIIenM(iYHOTO PU3UKY IIPU 3aCTOCYBaHHI OiTAM yCixX
BIKOBUX I'PYyIl, B TOMY YUCJIi JOHOIIEHUM HOBOHAPOOXKEHUM Ta HEMOBJIATaM.

3 pamioaKTHMBHO MidueHOT0 rafo0yTpoIly, iKuii OyB BBEIeHU! JIaKTyIOUUM CaMKaM
IIypiB, MeHIIIe

0,1 % BBeHmeHOl MO3U MIOTPAMJIO A0 JUTUHYATH 3 MOJIOKOM. Y IIypPiB IiCIA
IepopasibHOTO 3aCTOCYBaHHS BCMOKTYBaHHS OyJi0 AyKe HU3bKUM Ta CTaHOBUJIIO



067113bK0 5 % (11pu oO6uYMCIeHHi agcopOoBaHOl 403U 3a PiBHEM BUBEIEHHS 3 Ceuelo).

3a JaHUMU OOKJIIHIYHUX AOCIiAXKeHb 3 6e3MeKu 3aCTOCYBaHHS IIpemnapary, 3 60Ky
CepleBO-CYOUHHOI CUCTEMHU CIIOCTepPiraay TPaH3UTOPHI MiABUILEHHS apTepiaJIbHOI0
TUCKY i CKOPOTHOCTI MioKappa 3a/iezkHO Bifl BBefieHO1 go3u. Lli epekTu He
CIIOCTepirasnu y Jogeun.

dapMaKkoKiHEeTHKA

Pos3nonin

[Ticnss BHYTPIIIHBOBEHHOTO BBEAEHHS Irafo0yTPOJI IIBUAKO PO3IIMOIOINISAETHCS Y
MMO3aKJIiTUHHOMY IPOCTOPi. 3B’a3yBaHHs 3 OinfkamMu He3HayHe. PapMaKOKiHETUYHI
mapaMeTpu rago0yTpPoy Yy JTII0ACEKOMY OpraHi3Mi Oy mo30ImponopiinauMu. I1pu
BBeMleHHi rago0yTposy y go3i mo 0,4 MMOJIL/KT MacH Tijla piBeHb IIpenapary y Ijaa3Mi
KpOBi 3HUXKYyBaBCs OBoda3Ho. [Ticnsa BBegeHHs npenapaty y mo3i 0,1 MMonb/Kr Macu
Tizla y cepegaboMy 0,59 MMob/ ina3mMu Oy10 BU3HAUYEHO Yepe3 2 XBUJIMHU ITiCTA
in’exwii i 0,3 MMob/n a3mMu - yepe3 60 XBUIUH Ticasa iH’ €KIIil.

BioTpancdopmaliisa

Hi B mma3mi KpoBi, Hi B cedi MeTabomiTu BUSBIIEHI HEe OyIH.
BusepneHnua

T'agoOyTpon eniMiHYETHCS 3 MJIa3MU KPOBi 3 CepelHiM TepMiHaIbHUM IIePioioM
HamiBBuBegeHHs 1,81 rogunu (1,3 - 2,1 rogunu). ITouag 50 % mo3u ramoOyTpoiy, 110
OyJia BBefeHa BHYTPIIITHbOBEHHO, BUBOOAUTHLCS MMPOTATOM OBOX T'OJAWH i3 cedyelo, a yepe3
12 rogun - nornag 90% BBemeHo1 mo3u. [Tpu go3i 0,1 MMOIB/KT Macu Tinla B
cepenuboMy 100,3+2,6% BBegeHol mo3u OyJI0 BUBEIEHO Yyepe3 72 TOOUHU Micis
iH’ex1ii i3 ceuero. HUpKoBuUi KilipeHC rago0yTpony cTaHoBUTH 1,1 - 1,7 MI/XB/KT ¥
MMPAKTUYHO 30OPOBUX OCi0 i, TAKMM YUHOM, ITOOIOHUYM OO PEHATBHOIO KIIipeHCY
iHyJIiHy, 1110 BKa3y€ Ha Te, 110 raJo0yTPOJI BUBOOUTHCS IIIJIIXOM I'JIOMEPYISIPHOI
dinpTpariii. Menie 0,1 % BUBOOUTHCS 3 peKaTisIMH.

IlegiaTpu4yHi DalllEHTH

[Tpodink 3aranbHOl (papMaKOKiHETUKU rafo0yTPOIy Yy NediaTpUYHUX IallieHTiB (< 18
POKiB) nomi6HuM go npodinio y mopocnux (ouB. po3main «Crocib 3acToCyBaHHS Ta
OO3M|»).

Bymno npoBeneHno aBa gocaigxkeHHs ¢a3u I/I1I 3a y4yacTio negiaTpUYHUX Halli€HTIB (<
18 pokiB). ITpodine ¢papmakokiHeTuKu Bu3Havanu y 130 negiaTpUYHUX IAIli€EHTIB
BikOM 2 - < 18 pokiB Ta y 43 nefiaTpU4YHUX IALi€HTIB BIKOM < 2 POKIiB (B TOMY YHUCIIi



OJOHOIIIEeHUX HOBOHapO,'E[}KeHI/IX).

[Tpodins hapMakoKiHETUKH ragoOyTPony y OiTeM yciX BiKOBUX I'PYII € IMTOOIOHUM [0
npodinio ¢papMaKOKiHETHUKY y MOPOCIUX i, IK HACJIiMOK, IMOAiOHI 3HaUeHHS TIJIONIi mif
KpuBoio (AUC), 3aranbHoro kiipeHcy (CLtot) Ta 06’emy po3nominy (Vss), K i mepiogy
HaMiBBUBEOEHHS Ta IMBUOKOCTI eKCKpeIril.

Bnu3bko 99 % (cepenHe 3HaUYEHHS) D031 BUBOOUIIOCS i3 cedero yepes 6 roguH (y
BIKOBI# I'pymi
2 - < 18 pokiB).

[TanieHTH TiTHROTO BiKY (Bifg 65 pPOKiB)

Yepes ¢izionoriuni 3mMiHu QyHKIIl HUPOK i3 BIKOM CUCTEMHAa €KCIIO3UIIis Y 3TOPOBUX
nOOpPOBOJIBIIIB JIITHLOTO BiKYy (BiKOM Bifl 65 poKiB) 30inbIIyeThca Ha 33 % y YOJIOBIKIB Ta
Ha 54 % y XKiHOK, KiHIIeBUi Nepion HamiBBUBeOeHHs 30inbiryeThcst Ha 33% y 4OJIOBiKiB
Ta Ha 58% y XkiHOK. KilipeHC y mj1a3Mi KpOBi 3MEeHIIIYETHCA BiAMIOBIiAHO Ha 25%
(gonoBiku) Ta 35% ()kiHKM). BuBegeHHsI HUPKaMU BBeIeHOI 03U BiOyBa€ThCA y BCiX
Malli€eHTiB B MTOBHOMY 00’eMi yepe3 24 roguHu, Pi3HUIl MiXK 3[O0POBUMHU IalliEHTaMHu
JIITHBOT'O Ta MOJIOAIIIOIO BiKy HE BUSIBIIEHO.

HupkoBa HegoCTaTHICTh

Y nanieHTiB i3 nopyleHHAM (YHKII1 HUPOK IIePion HalliBBUBEIEHHS PEYOBUHU 3
IJIa3MU KPOBi IMOAOBXKEHUMU y 3B’ A3KY 31 3HMKEHOI0 KJIyO0YKOBOIO (ibTpalii€ro.
CepepnHiu KiHIIEBUH IIepio[ HalliBBUBEOEHHS Yy IMAlll€HTIB i3 HUPKOBOIO HEOOCTATHICTIO
CepemHbOr0 CTYIIEeHs TAXKKOCTI CKiagae 5,8 roguau (80 > kiipeHc KpeaTuHiny > 30
MJI/XB), V TIAIli€HTIB i3 TAKKO0I0 HUPKOBOIO HENOCTATHICTIO, 10 He IepebyBaloTh Ha
miani3i (kimipeHc KpeaTuHiny < 30 mi/xB), - mo 17,6 roguau. CepenHiu nepion
HaliBBUBEOEHHS 3 IJIa3MU KPOBi1 3MEHUIYETHCS Y NAlli€HTIiB i3 HUPKOBOIO
HEeJOCTaTHICTIO CEPeOHbOr0 CTyneHs TAXKKOCTI (80 > KiipeHc KpeaTuHiny > 30 MJI/XB)
mo 0,49 Mi1/XB/KT, y TIALlIEHTIB 13 TAXKKOI HUPKOBOI HEOOCTATHICTIO, 110 HE
nepebyBalOTh Ha Oianisi (kmipeHc KkpeaTtuHiny < 30 min/xB), - mo 0,16 mMI/XB/KT.

[ToBHe BUBeOEHHS i3 ceUuelo y MallieHTiB i3 MOPyIIeHHAM (PyHKIIil HUPOK JIETKOro abo
CepeaHbOro CTylIeHs CIIOCTePiraaocs yIIpomoBXK 72 roguH. Y Malli€eHTiB i3
MOPYIIEHHSAM (QYHKIIl HUPOK TSAXKKOTO CTyIlleHsd npuHauMHiI 80% BBeOeHOl JO3U
BHUBOOUJIOCS 3 Cedero YIpomoBxK 5 mib (guB. po3minu «Crocib 3acToCyBaHHS Ta OO3U»,
«OcoOnMUBOCTI 3aCTOCYBaHHS»). Y MAlli€HTIB, 1110 ITepebyBaloTh Ha Aiaili, rago0yTpor
MailzKe ITOBHICTIO BUBOOUTHCS 3 IIJTa3MHU KPOBIi MiC/Is TPETHOTO CeaHCy.

IToxa3aHHSA



JIikapchbKui 3acib 3aCTOCOBYETHLCS 3 OiarHOCTUYHOIO MeTor0. I'agoBicT 1,0 moka3aHuu
OOPOCIINM, HifJIiTKaM Ta OiTSIM BCiX BIKOBUX I'PYII (B TOMYy YUCJIi HOHOIIIEHUM
HOBOHAPOMKEHUM) OJIA:

e ITokpallleHHsI KOHTPACTHOCTI 300paKeHH i Yac KpaHialbHOI Ta CHiHaIbHOI
MPT.

e TTokpallleHHST KOHTPACTHOCTI 300pakeHHs nig yac MPT neuinku ab0o HUPOK y
MalieHTiB 3 mMimo3proBaHUMU abo ITiATBEPOKEHUMH BOTHUIIIEBUMU
VHIKOOXKEHHSIMHU 3 METOI0 1X Kyacudikariil K qoOpossKicHuX abo 3JI0IKiCHUX.

e TTokpallleHHSI KOHTPACTHOCTi 300pakeHH Mifl YaC MarHiTHO-Pe30HaHCHO1
aHriorpadii (MPA).

l'aposicTt 1,0 MOXKe TaKOXK 3aCTOCOBYBATHUCS ITifl YaC MarHiTHO-PE30HAHCHUX
OOCIIiOXKeHb NaTOJIOTIYHUX YTBOPEHb YChOT'O Tijla.

l'apogicT 1,0 momnermrye Bi3yasisallito aHOMaJIbHUX YTBOPEHb a00 YIIKOMXKEHb Ta A€
3Mory oudepeHIiloBaTH MiXK 3TOPOBUMHU Ta MaTOJIOTIYHMMY TKaHHHAMHA.

l'apgosict 1,0 crnig 3acTOCOBYBaTH JIMIIE SIKIO AlarHOCTHUYHA iH(OpMaIlisi € BazKJIUBOIO
Ta He MOxKe OyTH OTpMMaHa 3a AOIIOMOT 00 MarHiTHO-pe3oHaHCcHOI ToMmorpadii (MPT)
0e3 3aCTOCYBaHHS KOHTPACTHOI PEYOBUHU.

HpOTHHOKa3aHHﬂ

[TigBuIleHa YyTJIMBICTh OO Ail0Y0l pe4OBHUHU ab0 A0 OyIOb-IKOT0 iHIIIOT0 KOMIIOHEHTA
Impenapary.

B3aeMmopisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIIiHN
Iocmim»XeHHs 1100 B3a€MO/Iil 3 iHIITUMHU JTiIKAPChKUMU 3aco0aMU He MPOBOOUIIUCS.
Oco006/1MBOCTi 3aCTOCYBaHHSA

ITig yac BBegeHHs npenapaty ['amoBicT 1,0 y BEeHU HEBEJIUKOTO AiaMeTpy MOXKYThb
BUHMKATHU TakKi oOiuHi peakilil, IK NO4YepPBOHIHHS Ta HaOPsK.

3arasnbHi npaBuia 0e3MMeKH, 1110 Oil0Th IIPHU IpoBemeHHi MPT, 0co0/IMBO BUKITIOUEHHS
(bepoMarHiTHUX iMIIaHTaTIB, HOIIMPIOIOTECS TAKOXK i Ha 3aCTOCYBAaHHS IIpelapaTry
I'apgosict 1,0.

e I'inepuymaugicmb

Beepenus npenapaty 'agoBicT 1,0, K 1 iHIINX BHYTPIIIHEOBEHHUX KOHTPACTHUX
3aco0iB, Moxke OyTU MOB’si3aHe 3 aHaDiTaKTOIMHUMU pPeakIlisiMy/ peakisiMu



rimepuyTnuBOCTi abo iHITUMHU peaklligaMU imioCMHKpa3il y BUTTISI ceplieBO-CyAUHHUX,
pecmipaTopHux abo MIKipHUX CUMIITOMIB, aX 10 peakIliii TSIKKOIr'0 CTYIIEeHs,
BKJIIO4Uarouu II0K. [lalieHTaM i3 ceplieBo-CyIMHHUMHU 3aXBOPIOBAHHSIMHU CePHO3Hi abo
HaBiThb JIeTalbHi HACJIiAKY TAXKKUX peakilill IMigBUIEeHO]l YYTINBOCTI 3arPOKYIOTh
OiIBIIIOI0 MipOIo.

Pu3uk po3BUTKY peakiliii rinepyyTIUBOCTI € BUIIMM IIPU HaABHOCTI 3a3Ha4YEHUX
HUIXK4Ye CTaHiB Ta 3aXBOPIOBaHb:

- peakllis Ha moIepenHi BBeIeHHsI KOHTPACTHUX 3aco0iB;
- OpoHxiarbHa acTMa B aHaMHe3i;
- aJIepriiiHi peakiiili B aHaMHe3i.

PimenHs mjomo npo 3actocyBaHHA npenapaty ['agosicT 1,0 mamieHTaM 3i CXUIBHICTIO
OO ajieprii ciig mpuiMaTH micyiss 0COOIMBO PETEIbHOI OIiHKY CITiBBiTHOIIIEHHS
PU3UK/KOPUCTE.

Binpiricte qux peakiiii BUHUKa€E yIPOOOBXK MIBrOOAUHY IIiCJIA BBEOEHHS IIpernapary.
ToMy peKOMeHOy€EThCS CIIOCTEPIraTu 3a HalliEHTOM IIiCJIg OOCIIiIKEeHHH.

3aBKau MaloTh OyTH HAalOTOTOBI BiATIOBiAHI MperapaTH OJis JTiKyBaHHS peakIlii
rimepuyyTIUBOCTI, @ TaKOXK 3aco0u HeBigKIagHOI moroMoru (OuB. po3min «Croci6
3aCTOCyBaHHS Ta OJO3U»).

Y noogmHOKMX BUIIaJKaX CIIOCTepPiraamcs BiACTPOUYEHi peakilil (1110 BUHUKAIOTh Yepes
KiTbKa roguH abo OHiB micis BBemeHHs) (OuB. po3gin «ITobiuHi peakiii»).

e [TopyweHHs PYyHKUII HUPOK

Ilepen BBegenHsiMm npenapary I'agosicT 1,0 ciig npoBOOHTH CKPHMHIHT BCix
NMali€eHTiB Ha HasIBHICTh HUPKOBOI NUCYHKIIil 3a pe3yjIbTaTaMu
JTa0OpaTOPHHUX TAaHHUX.

Y nanieHTiB 3 rocTpoo ab0 XPOHIYHOIO TSIXKKOI0 HUPKOBOIO HEIOCTATHICTIO (IIIBUOKICTH
KIy004KOBOi dinbTparii < 30 mn/xs/1,73 M2) CIIOCTepiranucs BUNagKu He(ppPOTeHHOT O
cucteMHoro ¢iopo3y (HC®), 110 acoiitoBanucs i3 3aCTOCyBaHHAM KOHTPACTHUX
PEYoBHH, 10 MICTSITh rafgoiiHiii. OcoOMUBUY PU3UK iCHYE y MAIliEHTIB, IKUM
IMPOBOAUTHLCS TPAHCHJIAHTAIlid MeYiHKH, OCKIJIbKA YaCTOTa rOCTPOl HUPKOBO1
HEeOOCTATHOCTI B Liii I'PyIIi BUCOKA.

Ockinbku icHye pu3uk po3BuTtky HC® minm yac 3actocyBaHH4 npemnaparty 'agosict 1,0,
pillIeHHs IPO BBEAEHHS IIpenapary MaljieHTaM i3 TSAKKO0I HUPKOBOI HEOOCTATHICTIO
Ta IMalliEHTaM y nepiomnepaniiHoMy IIepiodi TpaHCIJIaHTallil MTe4YiHKN HeoOXiTHO



IPUUMAaTH MiC/IsI PETEIbHOl OLiHKHU CITiBBIIHOIIIEHHS PU3UK/KOPUCTD 1 JIUIIIE B TUX
BUIIaKaX, KOJIM OiarHOCTHUYHa iHdopMallist BKpait HeoOxifgHa i He Moxke OyTu
oTpuMaHa IIix yac nmpoBeneHHss MPT 6e3 KOHTPacTHOTO HifiCUIeHHS.

I'emopiani3, mpoBegeHU yepe3 KOPOTKUU IIPOMIiKOK dacy ITiCJisgd 3aCTOCYyBaHHA
npenapaty I'agoBicTt 1,0, Moke OyTH KOPUCHUM [OJI BUBEIEHHS Ipelapary 3
opraHi3my. [laHi I110g0 3aCTOCYBaHHS reMofianily 3amis mpodimakTuku abo
nikyBaHHs HCO® y nanieHTiB, sIKi 10 IbOT'O He 3HAXOOWJINCSA Ha Hiasisi, BiICyTHi.

e HosoHapoooiceHi ma HemoBaama

Yepes He3pinicTh PyHKITI HUPOK ¥ HOBOHAPOAKEHUX BiKOM MO 4 TUXKHIB Ta HEMOBIIST
no 1 poky npemnapat ['agoBicT 1,0 3aCTOCOBYIOTh TAKUM ITallieHTaM 3 00epexkKHiCTIO i
JIVIIIE TIiC/ISI PETENbHOl OILiHKU OOIiIbHOCTI 3aCTOCYBaHHS.

e ITauieHmu AiMHbO20 BIKY

OCKiNnbKM HUPKOBUM KJIipeHC rafjo0yTPoJIy y MallieHTIB JIITHHOTO BiKy MOxKe 0yTHu
MMOPYIIEHUM, 0COOIMBO BaXK/JIMBUM € IPOBEOEHHS MOCIiIXKEeHHS II0A0 HassBHOCTI
HUPKOBOI gucyHKIIi1 y mallieHTiB BiKOM Bif 65 POKiB.

e CyOoomu

4K i 11080 iHIIMX KOHTPACTHUX PEYOBUH, 110 MICTATH rafoJIiHiN, IPU IPpU3HAaYEeHH]
npenapaty 'agosicT 1,0 maiieHTaM i3 HU3bKHUM IOPOTOM CyIOMHOI aKTUBHOCTI CIIif
O0yTH 0coOIUBO 00EPERKHUMMU.

o JIONOMINCHI pe4OBUHU

IIpenapat I'agosicT 1,0 MmicTuTh MeHIlle HiK 1 MMoJib HaTpito (23 Mr) Ha 1 mo3y
(po3paxoBaHO HAa OCHOBI CepemHbOl JO3M [OJIs IalliEHTa 3 Macoio Tijta 70 Kr), TOOTO
IPaKTUYHO HEe MICTUTh HATPIO.

3maTHiCTH BIVTHBATH Ha MIBHIKICTH peakiiii IpH KepyBaHHi aBTOTPaHCIIOPTOM
a00 iHImMUMMHU MexaHiZMaMHu

Hesigomo.
3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

BaritHicTs. HeMae xKOOHUX faHUX KJIIHIYHUX OOCIIIXKEHD 040 3aCTOCYBaHHA
ragoOyTpoJIy BariTHUM KiHKaM.

Y mocrigKeHHSAX Ha TBApUHAX IPU BBEOEHHI MOBTOPHUX BUCOKUX O03 IIpernapar
IPOSBJIAB PEIPOAYKTUBHY TOKCUYHICTH (OUB. po3minn «®apMaKOJIOTiuHi BIaCTUBOCTI»).



l'aposicT 1,0 He peKOMEHOYETHCA 3aCTOCOBYBATH Yy IIepiofd BariTHOCTI, SKIIIO0 HEMa€E
abCoMIOTHUX TOKa3aHb.

JlakTalisg. KoHTpacTHI pe4OoBUHMU, 110 MICTATh I'af0JIiHI{, IIOTPAIIAITE Y TPyOHE
MOJIOKO y Oy2Ke He3Ha4Hil KiJTbKOCTI (OuB. po3ain «®apMaKOJIOTidHi BIaCTUBOCTI»).
ITpu 3acTOoCyBaHHI KJIIHIYHUX 03 HE CJIi O4YiKyBaTU BIJIMBY Ha HEMOBJIAT Yepe3
He3Ha4HY KiJIbKiCThb Hif040l pe4YOBUHH, 1110 BUOINISIETHCS 3 TPYOHUM MOJIOKOM, Ta
crnabKe BCMOKTYBAHHS 3i IIJIYHKOBO-KHIITKOBOT'O TPAKTY. PillleHHs 111010 TPOIOBKEHHS
TPYOHOTO BUTOMOBYBaHHS a00 MOro MPUINHEHHS Ha 24 TOOWHMY ITiC/Is 3aCTOCYBAaHHS
npenapaty 'agosicT 1,0 mOBUMHHI IpUKMMaTH JIiKap Ta XKiHKa, gKa TOAy€ IPyAio.

@epTUILHICTE. Pe3ynbTaTé OOCIIAXKEHb Ha TBapUHaX He 3aCBiIUUIIU [IOPYILIEHHS

depTUILHOCTI.
Cnoci® 3acTocyBaHHsI Ta JO3H

l'apgosicTt 1,0 moBMHEH 3aCTOCOBYBATH JIMIlIEe KBajlipiKOBaHUM MeOUYHUU IIePCOHAJI, 110
Ma€ OOoCBifg KiTiHiuHO1l MPT-ITpakTHUKH.

HpenapaT 3aCTOCOBYIOTE OJIsA OlarHOCTUKMU JIUIIE IIJIIX0M BHYTpiLT.IHbOBeHHOI"O
BBEOEHHA.

Heo0OxigHy m03y BBOOSITh BHYTPIIITHBOBEHHO Y BUTJISIALI O0JIIOCHO]I iH’eKIlii. MarHiTHO-
pe30HaHCHE OOCIiAXKEeHHS MOXKHa PO3NOYUHATHU 0fpa3y (depe3 KOPOTKUY TPOMiKOK
4Jacy IIicis iH’€KIlil 3a/IeKHO Bif iIMIIYJIbCHOL OCJIiAOBHOCTI Ta IPOTOKOJIY
obOcTexkeHHs). OnTUMaNbHa KOHTPACTHICTh CIIOCTEPIraEThCS ITiJT Yac IIepInoro
IPOXOAKEHHS Yyepe3 apTepil aisa MPA, a TakoXK yIIpoaoBxK MpubIu3Ho 15 XBUIKMH
micns iH’eknil npenapaty 'agosicT 1,0 npu 3acTtocyBaHHi ois gocaigxkenHs LTHC (ueu
4ac 3aJIeXUTh Biff TUNTY YPaXXeHHSI/TKaHUHU).

T1-3Ba}KeHi IIOCJIiIOBHOCTI CKaHyBaHHS 0COOJIMBO HiAXOOATh OJIS OOCIiAXKEeHb 3
HiABUIIIEHOI0 KOHTPACTHICTIO.

BryTpiliHbOCYyAMHHE BBEJEeHHS KOHTPACTHOI PE€YOBUHMU CIIi[l TPOBOAUTH, SIKIIO 11
MOZKJIMBO, KOJIY MAIli€HT IepedyBa€c y TOPU30HTAILHOMY I10JI0KeHHi. [Ticyis BBemeHHs
PEYOBUHMU ITAIliEHT Ma€ nmepebyBaTH i HarJIAOOM NpUHaMHI npoTsarom 30 XBUIIUH,
OCKIiJTBKM [IOCBiIl 3aCTOCYBaHHS KOHTPACTHUX PEUYOBUH CBiMYUTH IIPO Te, IO OiNbIIiCTh
MOOIYHUX peakllii TPOSBJIIETLCS caMe y 1ied mepion (ouB. po3mdin «Ocob6IUBOCTI
3aCTOCyBaHHS»).

Llo3ysaHHA

B miarHOCTHYHMUX IiNISX CJIiI 3aCTOCOBYBATH HAaMHUKYY O03Yy, 110 3abe3meuye
OOCTaTHIO KOHTPACTHiCTh. [lo3a Mae OyTu po3paxoBaHa 3 BpaXyBaHHSM MacCH Tila



raljicHTa Ta He Ma€ IIepeBUlllyBaTy peKOMEH0BaHy N03y Ha KiJlorpaM MacCHu Tijla K
3a3Ha4Y€eHO y JaHOMY PO3[iii.

Iopocii

PexomeHdauii w000 MPT 20108H020 ma CNUHHO20 MO3KY

PekomenpoBaHa mo3a Ay gopocnux ctaHoBuTh 0,1 mMmonb npenapaty 'agosict 1,0 Ha
1 xr macwu Tinna (MMOJIL/KI MacH Tina), u1o BignoBigmae 0,1 mn Ha 1 Kr macu Tina 1,0-M
PO34YUHY.

AKII0 3anuMIaEThHCA IMigo3pa Ha HAasIBHICTh ypazKeHHs (3TigHO 3 KIiHIYHUMHU JaHUMH),
He3Bakalo4yu Ha HOpMaJlbHi pe3ynbTat MPT, abo y pasi, Koy GifbIll TOYHA
iH(popMalLisa MOXKe BIJIMHYTH Ha JIIKyBaHHS IalieHTa, IpoTaroM 30 XBUIHUH IIiCIIA
MepIrol iH’eKIlil MOKHa BBECTH IIpelapaT IMOBTOPHO ¥ #o3i go 0,2 mn Ha 1 KT Macu
Tina.

MPT 8cvo20 miaa (Kkpim MPA)

Ak nnpaBuo, npu3dHadyeHHda npenapaty ['agosicT 1,0 y mo3i 0,1 MI/Kr Macu Tina €
OOCTATHIM OJIS BUPIIIEHHS OCHOBHUX KITIHIYHUX IUTaHb.

ITokpaw,eHHsAs KOHMpacmHocmi 300paxceHHs nid yac mMa2HimHO-Pe30HAHCHOT
aHziozpadii (IIK-MPA)

dopMyBaHHs 300pakeHHS [IJIsE OMHOTO IIOJISI 30PY:

7,5 MJI, IKIIIO Maca Tijla MeHIle 75 KT;

10 M, gKIIo Maca Tina 75 Kr uu Oinbire (1o Bignosimae 0,1 - 0,15 MMOJIB/KT MacHu
Tina).

dopMyBaHHs 300paxKeHHs OJIsI OINIBII Hi’K OQHOT0 II0JIS 30PV:

15 M1, gKIIIO Maca Tijla MeHIIe 75 KT;
20 M1, IKII0 Maca Tina 75 Kr 4yu Oinbine (Bigmosimae 0,2 - 0,3 MMOJIB/KI MaCH Tijla).
OKpemMi epynu nauieHmis

iTn

II71s1 miTel BCiX BIKOBUX I'PYII (B TOMY YMCJIi JOHOILIEHUX HOBOHAPOAXKEHUX)
peKoMeHaoBaHa no3a ctaHoBuTh 0,1 MmMmonb npenapaty 'agosicTt 1,0 Ha 1 Kr macu Tina
(mmo ekBiBasmeHTHO 0,1 MJI/Kr MacH Tijla) OJIsI BCiX TOKa3aHb.

HoBoHapomkeHi (BikoM go 4 THXXHIiB) Ta HeMoBisATa (go 1 poky)




Yepes He3pimicTh QyHKIIl HUPOK, 110 BigMidYa€ThCSA Y HOBOHAPOAXKEHUX (BikoM 1o 4
THUKHIB) Ta HeMOBIAT (o 1 poky), nmpemnapart ['agoBicT 1,0 3aCTOCOBYIOTh TAKUM
naljieHTaM JIMIIe MHiC/Is peTesIbHOl OLIIHKHY OOILJIbHOCTI Ta B A03i, 110 He nepesuinye 0,1
MMOJIL/KT MacH Tina. ITig 9yac ogHOTO CKaHyBaHHS He 3aCTOCOBYIOTH OifbIlle OfHi€l
mo3u. 3 OTJIsIAY Ha HeJoCTaTHICTh iHgopMalil mpo 6araTopa3oBe BBEAEHHS IpenapaTry
iHTepBaJs MixK NOBTOPHUMHU iH ekuigmMu ['agoBicT 1,0 MOBUHEH CTAHOBUTH
IMOHaUMeHINe 7 OHiB.

IMTanieHTH TiTHHOTO BiKY (BiKOM Big 65 pPOKiB)

HeoOxigHOCTi B KOpPEKIIil ;03 /151 TePOHTOJIOTiYHUX ITAlliEHTIB He BUSABJIEHO. [1pu
3acTOCyBaHHI ITallieHTaM IiTHBOTO BiKy HeoOximHa ocoOnuBa 00epekHIiCTh (OUB. PO3MIin
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

HupkoBa HeJOCTATHICTh

Pimenns npo 3acTtocyBaHHs npenapaty ['agosicTt 1,0 naiieHTaM 3 TSI2KKOH HUPKOBOIO
HeIOOCTaTHICTIO (IIBUOKICTh KITyOO4YKOBOI pinbTpartii < 30 MJI/XB/1,73M2) Ta IalieHTaM
y IepiornepalliiHoOMYy I1epiofi TpaHCHOIaHTallil Ne4YiHKY HeoOXifHO IpUUMAaTH ITiCis
peTesIbHOl OLIIHKY CITiBBiJHOMIIEHHS PU3UK/KOPHUCTD i JIHIlle TOoHi, KOJIKM OiarHOCTHUYHA
indopmartrist € BKpai HeoOXimHOIO i He MoxkKe OyTH OTpUMaHa ITif Yac nmpoBemeHHss MPT
0e3 KOHTPaCTHOTO ITimcuneHHs (ouB. po3gin «OcoOIUBOCTi 3aCTOCYBaHHA»). Y pa3si
HeoOxigHOoCTi 3acTocyBanHs npemnapaty ['agoBicT 1,0 mo3a He MOBUHHA IEPEBUIIYBATH
0,1 mMmonb/Kr Macu Tina. I1im 4ac omHOTO CKaHYBaHHS He CJIil 3aCTOCOBYBaTH OilbIle
HiXK ogHY H03y. OCKinbKHu iH(popMaLisa I1040 IIOBTOPHOTO 3aCTOCYBaHHSI HEOOCTATHS,
ia’ek1ito mpenapatom ['agoBicT 1,0 He ciig TOBTOPIOBaTH, 3a BUHATKOM BUIIAOKIB,
KOJIU TIepioa MiXK iH'€KIisIMU CKIafa€ IoHaWMeHIle 7 OHIB.

itk

[Tpenapat I'agoBicT 1,0 3aCTOCOBYIOTh AiTSIM BCiX BIKOBUX I'PYII (B TOMY YUCIIi
OOHOIIIEHUM HOBOHAPOOXKEHUM).

Ilepemo3yBaHHs

MakcuMasibHa BBe[jeHa JIIOAMHI Jo00Ba pa3oBa A03a rago0yTpojly CTaHOBUTH 1,5
MMOJIb Ha 1 KI Macu TuIa. [Jo IbOro 4acy He CIIOCTepiraaocsa XXKOOHUX O3HAK
iHTOKCHKaIlil BHACJIiHOK Mepeno3yBaHHS ITifl Yac KJIIHiYHOT0 BUKOPUCTaHHSI
npemnapary.

Y pa3si BumagkoBOTO IIepemo3yBaHHS PEKOMEHOYETHCSA IPOBOOUTU MOHITOPUHT
cepiieBO-CyoguHHOI cucteMu (BKmodaouu EKI') i KOHTpOIb HUPKOBOI QPYyHKITII.



Y pasi nepeno3yBaHHS y MalLliEHTIB 3 HUPKOBOIO HemocTaTHICTIO 'agoBicT 1,0 MoXkHa
BUBECTHU 3 OpraHiamy nuisixom remomianisy. ITicisa 3 ceanciB mianizy npubnusao 98%
Oif040l PEeYOBUHU BUOAJSIETHCS 3 opraHiaMy. OgHaK BiCyTHI JaHi BITHOCHO TOTrO, III0
reMofiai3 MOXKHa 3aCTOCOBYBaTHU I IPOQPiTaKTUKUA PO3BUTKY HE(QPPOTEHHOTO
cucteMHOro ¢ibpoay.

ITo6iuHi peakmii

Iani mpo nmpodins 6e3neku npemnapaty ['agosicT 1,0 6a3yi0ThCs Ha pe3ybTaTax
KJIIHIYHUX OOCIIAXKEeHb 3a yyacTi noHan 6300 malieHTiB, Ta IIOCTMapKETUHT OBUX
criocTepexkeHHAX. Halbimb 4acTo BUSIBIeHUMH MOOiYHUMH peakuiamu (=0,5 %) y
MamienTiB, siki orpumyBanu 'amosicT 1,0, Oynu rojsoBHUM 6inb, HyIOTa Ta
3arraMOpPOYEeHHSs.

Hai6inbIin cepiio3HUMY ITOOIYHMMHY peakllisiMU Y IalliEHTIB, Ki oTpuMyBanu ['agoBicT
1,0, Oynu 3ynuHKa Cceplisd Ta TSAXKKi aHadimakToimHi peakilil (BK/IOYal04YU 3yIIUHKY
OVXaHHS Ta aHaiTaKTUYHUM II10K).

BioncTpoueHi aHadinakToigHi peakilil (Big KiIbKOX I'OOWH ITiCJISI BBEOEHHS OO0 KiJIbKOX
OHIB) criocTepiranucs pigko (ouB. po3gin «OcoO6IuBOCTi 3aCTOCYBaHHS»).

Binpuricte nob6iuHuX edeKTiB Oyiu 1erkoro abo cepeaHboro CTyIeHs TSIXKKOCTI.

[ToGiuHi peaxiiii, 1110 criocTepiranucs npu BBegeHHi ['agoBicT 1,0, HaBemeHi y Tabmuili
HuxK4e. Bouu knacudikoBaHi 3a KnacaMu opraHiB cucteM (MedDRA).

BignoBigHi Tepminu MedDRA Oynu BUKOPUCTaHI [JI ONIMCaHHS IIeBHUX peakIii, 1X
CHUMIITOMIB Ta CXOXKMX 3a CUMIITOMATHUKOIO CTAaHIiB.

[TepemniueHi HUXK4e 1mobivyHi peakiiii, 3apeecTpoBaHi y XoAi KIiHIYHUX AOCITiAXKEHD i3
3acTocyBaHHSM npenaparty ['agosicT 1,0, po3nofgisieHi 3a 4aCTOTOIO BUHUKHEHHS:
4gacTi (Big =1/100 go <1/10), HeuacrTi (Big =1/1000 mo <1/100), nooguHOKI (Bif
=1/10000 mo <1/1000). ITo6iuHi peaxiiil, 1110 OyIu BUSIBIIEHI TiTbKU Y IIepiom
IIOCTMapKEeTUHI0OBOI'0O CIIOCTEPEXKEHHS, 4YaCTOTa AKUX He BCTaHOBJIEHA, II03HAYEH] IK
«4aCTOTa HeBimoMa». Y KOXHiM rpyIri nobiuHi peakirii 3a3HaveHi y MOPSAAKY 3HUKEHHS
IX CTyHeHs TAXKKOCTI.

[To6iuHi peaxiiil, BCTAHOBJIEH]I y XOi KITIHIiYHUX JOCIiOXKeHb Ta IPOTATOM
IIOCTMapKETUHIOBOI'O CIIOCTEPEXKEHH V MAalli€eHTiB, K1 oTpuMyBanu ['agosicT 1,0.

Cucrema oprasis YacrTi HeuacrTi [TooguHOKI



Posnanu 3 60Ky
iMyHHOI CUCTEMU

I'imepceHcuTuBHI/ aHadinaKTOImHI
peaKui'l'*# (Hammpukmnanm,
aHadinmakTUYHUN I_T_IOK§*,
LIUPKYJIATOPHUNI Konar[c§*, 3yIIUHKA
meaHHs{§*, HaOpsK nereHb§*,
6p0oncna3M§, nianosd,
opodapuHTeaTbHUMN Ha6pHK§*, HaOpsK
ropTaHi§, rimoTeH3isg*, migBuUIlleHHSA
apTepiajbHOIO TI/ICKy§, Oinb y TpymHin
KniTui§, KPONUB’'sTHKA, HAOPSK

o0y ysI, aHrioeneMa§, KOH'IOHKTI/IBiT§,
§

7’

HaOpsIK MOBIK, IPUILJINBY, TiIeprigpo3

Kalllenb’, YXaHHs, BiguyTTs }Kapy§,

OmimicTh)

Brparta
Posnanu 3 60Ky ['onoBHUM 3araMOpOYeHHs, QUCTEB3is, CBIIOMOCTI*,
HEPBOBOI CUCTEMH |[0iTb rnapecre3sis cynomu,
mapocMis
Posnanu 3 60Ky Taxikapmis,
cepis cepueduTTsa
Posnanu 3 60Ky
OVXaJIbHUX MINISIXiB,
OpTaHiB IrpygHOIL Japuinka*
KJIITKY Ta
CepenoCTiHHA
[II1yHKOBO-KHUIIIKOBI . .
Hypota brtoBaHHEA CyxicTp y poOTi

po3nanu




Eputema, cBepOixK (BK/IIOYaAOUHU
Posnanu 3 60Ky ) B )
i reHepainizoBaHul cBepOixK), BUCUIIHN
IIKipU Ta , _
: . , (BKJIIOYalO4yu reHepasai3oBaHi,
MiAKIpHOL , i )
) MaKyJISIpHi, ITanynbo3Hi, cBepOIsyi
KJIITKOBUHU
BUCUIIN)
3aranbHi po3nagu ., ey s
.. Peaxkuil y micui iH’€K11il?, BinuyTTs He3pyxauus,
Ta CTaH y MicIri _
., XKapy BiIYyTTS XOJIOT)
iH’eK1Iil

e I'imepceHcuTuBHi/aHadiMaKTOIOHI peakliii BUsSIBIIEHI JIUIIIE ITPOTSITOM
IIOCTMapKEeTUHIOBOT'0O CIIOCTEPEXKEHHS (YacToTa HeBimoMa).

* TToOiuHi peaxiiii, 1110 MOXKYTb CTAaHOBUTH 3arpo3y XKUTTI0 a00 MaTH JIeTaTbHUN
HaCJiOoK.

2 Peaxiril y Mici iH’€eKIIil (pi3HOro THUIY), BKIIOYAlOYHX TaKi KITiHIYHI BapiaHTH: MiclleBa
eKCTpaBa3allisi, MiClleBe BiIuyTTs Kapy, MiclleBe BiIuyTTs XOJIOAY, MiClieBe BiOuyTTs
TellJla, MiClleBa epuTeMa UM BHUCHUIIKU, MicIleBUM 0ilb, MOCTiH €KIIiiHA TeMaToMa.

# OkpiM KpOnuB’ STHKHU, TIPO KOJEH i3 CUMIITOMIB MOOIYHMX peakliii, mepepaxoBaHUX B
nigposmgini «I'inepceHcuTrBHI/aHadiTaKTOIAHI peakiiil», He ITOBiHOMIISIIOCS B
KJTIHIYHUX JOCHIAXKEeHHSIX i3 4aCcTOTOI0 OLBIIOI0, aHi?K «IIOOOUHOKI».

Y manieHTiB 31 CXUJIBHICTIO OO aJIepridyHUX peakliii JyacTille, HiXK y IHIINWX, BAHUKAOTh
peaxiiil ImiaBUIIeHOl Yy TIIUBOCTI.

[ToBigoMisiziocss Ipo oKpeMi Bunagku po3BUTKy HC® y 3B’sI13Ky i3 3aCTOCYBaHHAM
npenapaty 'agosicT 1,0 (guB. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

[Ticnsa 3acTtocyBaHHA npenapaty ['aposict 1,0 cnocTepiranucs 3MiHU IlapaMeTpiB
(yHKIIl HUPOK, BKIIOYAIOYHX HiABUIIEHHS PiBHS KpeaTHUHIiHY.

HiTy Ta OiOJIITKHA

Iani gBox mocmigxkeHnb ¢pa3u I/III momo 3acTocyBaHHSA OOHOPA30BOl IO3U IIpemapary
138 cy6’ekTam BikoM 2 - 17 pokiB Ta 44 cy06’eKTaM BiKOM [0 2 POKiB (OUB. pO34in
«®apMaKoJIOTiYHi BIaCTUBOCTI») CBiA4YaTh, 1110 3a YaCTOTOI0, TUIIOM Ta CTylIeHEM
TSZKKOCTI MOOiYHI peakilil y miTe# BCix BIKOBUX I'PYII (B TOMY YUCIIi JOHOIIIEHUX
HOBOHAPOIXKEHUX) He Bigpi3HSAIOTLCS Bif mpodino mobiyHuX peakilii, 110
CIIOCTEPIralThCA Yy OOPOCIuX. Lleli BUCHOBOK MiATBEPOUBCSA pe3yJibTaTaMUu
mocnigxkeHHa ¢a3u IV 3a yuacTi noHapg 1100 nemiaTpuyHUX NALiEHTIB Ta JAHUMUA



IIOCTMAPKETHUHI'OBOT'O CIIOCTEPEXKEHH.

IToBigoMJIEHHS IIPO MifM03PIOBaHi MoOiUHiI peakiril

[ToBimoMiieHHS PO Mimo3ploBaHi M00iIYHI peakxiiii y mepioq mMocTMapKeTUHTOBOTO
CIIOCTEPEXKEHHS € OyXKe BaXKJIMBUMHU. Lle ma€ MOXKIUBICTh MOCTIMHO KOHTPOJIIOBAaTH
CIIiBBigHOIIIEHHS KOPUCThH/PU3UK 3aCTOCYBaHHS JTIiKapChKUX 3ac0o0iB. MeguuHi
MTpaliBHUKY ITOBUHHI MOBiZOMISITHA ITPO OyOb-siKi mimo3proBaHi mobiuHi peaxirii.

TepMiH NpUIAaTHOCTI

3 POKH.

TepMiH IpUAATHOCTI HiC/IA NEPLIOTrO BIAKPUTTSA: 3aJIUIIKU PO3YUHY AJId iH €KIiN, SIKi
He OyJI0 BUKOPUCTAHO ITif Yac OOCIigKeHHs, Cig yTunisyBaTtu. XiMmiuHa, ¢pisuyHa Ta
MikpoOionoriyHa cTabiibHICTh i Yac 3aCTOCYBaHHS MOXKYTh OyTHU IMiATBEPAKEHUMU
oiis mepiony 24 roguH mnmpu temmepartypi 20 - 25 °C. 3 Mikpo6ionoriyHol TOYKU 30py
Imperapar CJIil BAKOPHUCTOBYBATU oApa3ly. AKIo BiH He OyB BUKOPUCTAHUM ogpasy,
BIIIOBiAJIbHICTE HECE KOPUCTYyBady.

YMmoBHu 30epiranus
He noTpebye cnenianbHuUX YMOB 30epiranHs.
VYnakoBka

[To 10 M7 y CKJITHOMY IIMIPUIli, BKJIaJIeHOMY Yy ITPO30PY IIJIaCTUKOBY KOPOOKY, 3aKPUTY
rarepomMm; Io 5 IIMTPUILIB Yy KAPTOHHIN KOpPOOIIi.

KaTeropis Bignycky
3a penemnTomM.
BupooHHK

Bauep AT’ / Bayer AG.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaaKeHHSI
IisITBHOCTI

Mironnepirpacce 178, 13353, bepnin, Himewunna / Mullerstrasse 178, 13353, Berlin,
Germany.



[Ixepeso iHCTPYKIIil

[HCTPYKIIito MiKapCchKOro 3aco0y B35ATO 3 odiIlifHOro gxkepena — J1epKaBHOIO PEECTPY

JTiKapchKuX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

