<Dopma BblyCKa, COCTaB U ynaKoBKa

Pacmeop 0ns 6/6 esedeHusi 1 MMOIb/Mi1 NPO3padHblin, CBOOGOAHbLIN OT
NMOCTOPOHHUX BKIHOYEHUN.

1 mn
razodyTpon 604.72 wmr,
YTO SKBHUBAJICHTHO 1 MMoITB

ocmorsipaocTb mipu 37C - 1117 mOcm/n pactBopa
ocMousibHOCTD 1ipH 37C - 1603 MOcm/kr H20
Bsi3kocTh nipu 37C - 4.96 mllac

BcnomoraTenbHble BelecTBa: HaTpus KankobyTposn - 513 Mkr, TpomeTamon -
1.211 wmr, xnopuctosogopoaHas kmcnota 0.1M - go pH7.20.2, Boga a/vi - oo 1
MI.

5 Mn - wnpuvubl 6ecueTHoro ctekna (1) - 6nuctepsl (5) - NayYkM KapTOHHbIE.
7.5 Mn - wnpuubl 6ecuseTHoro ctekna (1) - 6rmctepsl (5) - NaYkM KaPTOHHbIE.
15 Mn - donakoHbl 6ecuBeTHOro ctekna (5) - Nayvkn KapTOHHbIE.

30 Mmn - pnakoHbl GecuBeTHOro crekna (1) - nayvkn KapTOHHbIE.

15 M - KapTPUOKM NNACTUKOBbIE BMECTUMOCTLIO 65 M (5) - navku
KapTOHHbIE.

30 Mn - KapTPUOKM NMNACTUKOBbIE BMECTUMOCTBIO 65 M1 (5) - nayku
KapTOHHbIE.

dapmakonoruyeckoe gemMcreue

[MapamarHUTHbIA KOHTPACTHbLIN Npenapar ANA MarHUTHO-PEe30HaHCHOM
Busyanusauuun (MPB).

[MoBbILEHNE KOHTPACTHOCTN 0BYCNOBMEHO aKTUBHBIM KOMMNOHEHTOM
ragodyTporiom, KOTopbI NpeacTaBnaeT cobon HENTParbHbIA KOMMIIEKC
ragonuuusa (lll) ¢ MakpouuKnMYeckuM nmraHgom — AUrnMapoKCcu-



rMAPOKCMMETUINPONMATETPaasaLmKnogoaeKaH-TpUyKCYCHOW KNCIOTON
(6yTporniom).

[Mpn ncnonbsoBaHun T2*-B3BELLEHHbLIX MMMNYTbCHLIX NOCNeS0BaTENbHOCTEN
WMHOYKUMA NOKarbHOWN HErOMOreHHOCTU MarHUTHOro Nons NoA BNUsHUEM
CUNbHOrO0 MarHUTHOro MOMEHTa raoSIMHUSA MPU ero BbICOKOW KOHLIEHTpauum
(6ontocHoM BBeAEHUN) NPUBOAUT K USBMEHEHWIO CUIHaNa oT TKaHen

(koHTpacTupytoemMy apdekTy).

MapobyTpon gaxke B HEBbICOKMX KOHLEHTPALMSIX Bbl3blBaeT 3HAYUTESTbHOE
yKopo4yeHue BpeMeHn penakcaunmn. CnocobHOCTb N3MEHSTL BPEMS
penakcaummn T1 n T2, onpegensemMas no BAUSHUIO Ha BPEMSI CIUH-
peLIeToO4YHOM N CNWH-CNUHOBOW periakcauum NpoTOHOB B nnasme npu pH=7n
Temnepatype 40°C, cocTaBnsieT KONIMYECTBEHHO NPUMEPHO 5.6 N/MMOMbXC U
6.5 n/MMonbxc cooTBETCTBEHHO. CNOCOBHOCTL BNUATL HA BPEMS penakcauum
NUWb B HEDONbLLOW CTENEHU 3aBUCUT OT HaNPSPKEHHOCTU MarHUTHOIO MOSIS.

BeeneHune NagoBucTa No3BonseT NonyyYnTb Bonee TOYHYH ANarHOCTUYECKYHO
MHGOPMAaLINIO MO CPaBHEHUIO C AaHHbIMK, NofnyYyaembiMn Npu 06bivHON MPB,
B 06MacTsx ¢ BbICOKOW MPOHULAEMOCTbIO OB nnu ¢ ero oTCyTCTBUEM,
obycnosnueawoLnX HapyLeHne nepdysmm nnu ysennveHne obrema
BHEKITETOYHOIro NPOCTPaHCTBA, Hanpumep, B criydasx NnepBUYHbBIX OMyXOnewn,
BOCManUTENbHbIX N 4EMUENTMHU3NPYIOLLMX 3aboneBaHui.

[[apoBUCT® HEe aKTUBUPYET CUCTEMY KOMIIIEMEHTA, U MO3TOMY BEPOATHOCTb
pa3BUTUA aHaPUNaKTOUAHbIX peakunn KpamHe HU3Ka.

He oBHapyXeHo cBA3bIBaHUS ragobyTpora KaknmMn-nnbo 6enkamm nnu
MHMMBMPOBAHMS UM aKTUBHOCTU (DEPMEHTOB.

Pe3ynbTaTbl KIMHUYECKMX UCTIbITAHWIA CBUOETENLCTBYHOT 00 OTCYTCTBUM
oTpuuaTenbHoro BNuaHusA Magosucta Ha obiee camodyBCTBUE, a Takke Ha
pYHKLUMM NEeYEeHN, NOYEK U cepaevHO-COCYANCTON CUCTEMDI.

PapmMaKkoKMHeTUKa

dapmMakoknHeTMKa ragodyTpona cxogHa ¢ (hapMakOKMHETUKOW ApYyrnX
BbICOKOrMAPOdUbHbIX BUONOrMYecKkn NMHEPTHBIX BELLLECTB, BblAeNsieMbIX
novkamu (Hanpumep, MaHHUTOsa NN UHYNUHA).



[MokasaTenn hapmMaKkoKMHETUKN Yy YenoBeKa NPOMnopLMOHarnbHbl BBOAMMOWN
no3se ragobyTtpona.

PacnipedeneHue

BBeneHHbIN B/B ragobyTpon 6bICTpo pacnpenensierca BO BHEKIIETOYHOM
NPOCTPaHCTBE N B HEM3MEHEHHOW (bOpMe BbIBOAUTCS MOYKamMu NyTeMm
Knybo4ykoBon omnbTpaumn.

He cBa3biBaeTca ¢ 6benkamuy nnasmbl.
BbisedeHue

SKCTpapeHaanoe BbiBeleHne nperapara HaCcToJIbKO HE3HAYNTESIbHO, YTO
MOXET HE YYUTbIBATbCA.

Ecnu posa ragobyTtpona He npeBbiwaeT 0.4 MMONb/Kr Macchbl Tena, nocne
HayanbHOM ha3bl pacnpeaeneHns HacTynaeT asa anMMnuHauum n ero
ypoBeHb B nria3ame ymeHbLiaeTcs ¢ T121.81 4 (1.33-2.13 u), uto
COOTBETCTBYET CKOPOCTU BbiBeAeHNA novkamu. NMpu gose ragobyTtpona 0.1
MMOJIb/KI Macchbl Tena Yyepes 2 MUH Nocfne MHbEKUUM ero ypoBeHb B Nnasme
coctaenan 0.59 mmonb/n, a yepes3 60 MuH nocne nHbekunn — 0.3 mmonbs/n. B
TeyeHue 2 4 ¢ Moyon BbiBoanTcsa 6onee 50% BBeAEHHOM 003bl, @ B TEYEHNE
12 4 — 6onee 90%. Ecnun BBeaeHHasn fosa ragobytpona pasHa 0.1 mmonb/kr
Macchbl Tena, 1o 100.3+2.6% aTOoN 403bl BIBOAUTCSA U3 OpraHnama 3a 72 u.
[MoyveyHbIN KNUpeHc ragobyTpona y 300poBbIX Nuu, coctaBnsieT ot 1.1 go 1.7
MA/MUHXKI; TakuM 06pa3oM, OH CPaBHUM C KITUPEHCOM MHYIIMHA, YTO
CBMAETENLCTBYET O NPENMYLLIECTBEHHOM BbiBEAEHUN Faao0yTpona nyTem
knyboukoBon omnbtpaumn. MeHee 0.1% BBe4EHHOMO BeLeCTBa BbIBOAUTCS
N3 opraHmama c Kasriom.

MeTtabonutbl B nniasme 1 Moye He 0BHapyXMBaloTCS.
®apmakoKkuHemuKa 8 0CobbIX KITUHUYECKUX Cry4Yasix

T1/2 ragobyTpona y naynMeHToB C HapyLeHneM OyHKLMN NoYeEK
YyBENMMYMBAETCS NPONOPLMOHAIbHO CTENEHN CHMKEHUS KNyBO4KOBOW
dunbTpaymn. Y naumeHToB € Nerkummn unm ymepeHHbIM1 HapyLLUEHUAMUN
dyHKUMM NoYek ragobyTpon NOMHOCTLIO BbIBOAUTCS C MOYOWN B TEYEHNE 72 M.



Y naumeHToB C TSXKeNbIMU HapyLIeHUsIMN pyHKLMK nodvek 80% BBeAEHHON
003bl BbIBOAUTCS C MO4Yon B TedeHune 120 y.

MokasaHusnA

I'IpenapaT npegHasHa4yeH UCKIN4YNTESIbHO OANA ANAarHOCTUHECKNX uenewu.

["apoBuMCT® NOKa3aH B3pOCIibIM, MOAPOCTKAM U AeTSM B Bo3pacTe OT 7 neT Ans
NOBbILLEHUS KOHTPACTHOCTU NPU NPoBeAEHUN MAarHUTHO-PE30HAHCHOM
Busyanusauuun (MPB) Bcero Tena, BkroYasi:

noBbllLUEHNE KOHTPACTHOCTU NMpu npoBeaeHnn KpaHmaanon N CnnHasrbLHoOM
MPB,;

NOBbILLEHME KOHTPACTHOCTM npu nposeaeHnn MPB obnactu ronosbl v Wew;
NOBbILLEHNE KOHTPACTHOCTM Npu npoeeaeHnn MPB obnacTtu rpyaHon KNeTku;
NoBbILLIEHNE KOHTPACTHOCTY Npu npoeeaeHnn MPB Mono4HbIX Xxenes;

NOBbILLEHNE KOHTPACTHOCTM Npu npoBeaeHnn MPB 6ptoHon nonoctu (B T.4.
NnopKenyao4vyHOM eneabl, NeYeHN N CeNe3eHKNn);

NOBbILLEHNE KOHTPACTHOCTM Npu npoeeaeHun MPB obnacty manoro Tasa (B
T.4. NpeAcTaTernbHOM Xenesabl, MOYeBOro My3bipst U MaTkn);

NOBbILLEHME KOHTPACTHOCTM npu nposeaeHnn MPB 3abptolIMHHOIO
NpPOCTPaHCTBa (B T.4Y. MOYeEK);

NOBbILLEHWE KOHTPACTHOCTU npu nposeaeHun MPB KOCTHO-MbILLeYHOM
CUCTEMbl U KOHEYHOCTEWN;

NOBbILLIEHWE KOHTPACTHOCTU Npu NpoBeaeHNN MarHMTHO-Pe30HaHCHON
aHrnorpacgum (MPA);

NOBbILLEHNS KOHTPACTHOCTU npu npoeeaeHun MPB cepaua (B T. 4. aAns
OLIeHKN M1oKapananbHom nepdysnn B yCrnoBnax oapMakonormyeckoro
cTpecca U ANarHoCTUKM XXNM3HECNOCOBHOCTU TKaHM "0TCPOYEHHOE
KOHTpacTupoBaHue").

K yncny cneumaneHbIX nokasaHui K cnvHansHon MPB oTHocsaTcs:
npoBeaeHne anddepeHumanbHOro gnarHo3a Mexay UHTpa- u
aKCTpamMeaynnspHbIMU ONyXONsIMU, BbISIBIIEHWE rPaHuL, CONUAHbBIX ONyXonen



B CMMHHOMO3rOBOM KaHarne 1 onpegeneHme pacnpocTpaHEHHOCTH
NHTpaMeaynnsspHOM OnyxXoru.

PactBop Nagosucta (1 mmosnb/mi) obnagaet ocobbiMn NpemmyLLLeCcTBaMU
NPV HanNU4YnUKM NOKasaHmm K NPUMEHEHNIO MarHUTHO-PE30HAaHCHbIX CPEACTB B
BbICOKMX 03ax, Hanpumep, B Criydasx, Korga BbIBlIieHUEe Un UCKIToYeHne
OOMNOSTHUTENBHbLIX O4aroB MOpPaXXeHNsa MOXeT NOBMANATbL Ha NPOBOANMOE
neyeHuve nnu BpavyebHyo NpakTuKy, a Takke Npu BbISBIIEHUN MESTKUX
noBpexaeHun unu ons BUsyanuaaumm nopaxeHum, TpyaHo KOHTPaCTUPyEMbIX
0ObI4HbIMM CpeacTBaMM.

PacTteop NagoBucta (1 MMonb/mMn) Takke MOXHO NMPUMEHSATb ANs
nepdy3noHHbIX UCCreaOoBaHNI: NPU ANArHOCTUKE UHCYIbTa, pacno3HaBaHUK
04aroBOW ULLEMMM MO3ra U OLEHKN KPOBOCHABXEHNSA OMyXOnn.

Pexxum posnpoBaHuaA
Ob6was nHpopmaums

Heobxognmyto 0o3y BBoadaTt B/B B Buae 6ontoca. NpoBegeHne marHutHo-
pe3oHaHCHOM Tomorpadumn C NOBbLILLEHHOW KOHTPACTHOCTLH MOXHO HauYMHaTb
cpasy (BCKope nocsie MHbEKLUUM B 3aBUCUMOCTU OT NMPUMEHSEMOM
MMMYfbCHOW NOCNeaoBaTENbHOCTU U MPOTOKOSAa UCCeaoBaHus).

OnTumarnbHoe KOHTpPacTHOe ycuneHne HabnogaeTcsa BO BpeMs
apTepwuanbHon pasbl npu nposegeHnn MPA ¢ KOHTpacTHbIM yCUEHNEM U B
TeyeHne nepuoa BpeMeHu, N3MepaemMoro MMHyTamu, rnocrie BBegeHns
npenaparta lagoBuCT® Npy NpoBeAEHNN OPYTMX UccrnegoBaHnin (BpemMs
3aBMCUT OT TUNa NOBPEXAEHUA/TKaHW).

[Mpy NpoBEAEHUN MarHUTHO-PE30HaHCHOW ToMorpadum AOSMKHbI COBNaaTLCA
obwne npasuna 6e3onacHoOCTN.

[ns nccnegoBaHum ¢ KOHTpacTupoBaHueM T1-B3BeLLEHHbIE UMMYITbCHbIE
nocrefoBaTeNbHOCTUN ABNSATCA Hanbonee NoaxoaAWnMuN.

lNpasuna ucrnons3o08aHus npenapama

[Mepen BBEOEHNEM CneayeT BHUMATENTbHO OCMOTPETb (bfiakoH, LWNpUL, Unn
kKapTpuax. MNMpu 3HAaYNTENBHOM N3MEHEHMM LIBETA, OOHAPYXEHUM BUOMMbIX
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YyacTuy nin HapyLweHunn LerioCTHOCTU YNaKOBKKU Npenapart HeJlb3A
NPUMEHATb.

HabupaTb npenapat MagoBucTe B LLNPWUL, CrieayeT TONbKO HEMOCPEeaCTBEHHO
nepepn BeegeHnemM. Pe3nHoByo Npobky doriakoHa He criegyeT npokanbiBaTb
bonee 1 pasa.

MpenapaT MagoBuCT® 8 Wpuue crneayeT N3BnekaTb U3 YNakoBKU U FOTOBUTb
ONS UHbEeKUUKM HenocpeacTBeHHO neped BBeaeHeM. KpbillKy HAaKOHEYHUKa
Lunpuua cnenyeT yaansaTb HENOCPEACTBEHHO Nepe BBEAEHNEM.

I'IpenapaT agoBucTe 8 Kapmpudmax OOJPKEH BBOAUTLCA CcrieynasimnCtomMm B
COOTBETCTBUN C MHCTPYKUUNAMU, NMpunaraemMbiMn K O60pyD,OBaHVIPO and
MCnoJib3oBaHNA KaprI/ILI,)KeVI. BeeneHue npenapara AoJKHO NpOBOOUTLCA B
CTepPUJIbHbIX YCITOBUAX.

HeVICI'IOJ'IbBOBaHHyPO B Xo04e Oo4HOro nccrnegoBaHnA 4acTb rnpenaparta criegyeTt
YHUYTOXUTb.

He cnenyet cmewumBaTh npenapaT [agoBuCTe® ¢ ApyrMMn npenapaTtamu,
MOCKObKY AaHHblE O COBMECTMMOCTM OTCYTCTBYHOT.

Pexum nosu poBaHUA

BbiGupas pexxvm 0o3npoBaHus Ans B3pOCHbIX crieqyeT pyKoBOACTBOBATLCS
creayroLLMMK NpaBunamu.

[osa 3aBncuT OT nokazaHun. OgHoKpaTHOE B/B BBEAEHME Npenaparta

[fapoBucte 1 mmonb/Mn B go3e 0.1 mn Ha 1 kr macchl Tena obbl4HO ObiBaeT
poctaTodHbIM. MakcumanbHasa fosa npenaparta Fagosucte coctasndeT 0.3
MMOJSIb Ha 1 K Maccbl Tena (4To akBuBarneHTHO 0.3 mn Ha 1 Kr maccol Tena).

MPB Bcero tena (kpome MPA)

Kak npaBuno, goctatodHbiM siBNSeTcH B/B BBeAeHue npenaparta lagosucte (1
mmorib/mn) B go3e 0.1 mn Ha 1 kr maccel Tena (4To akBuBaneHTHo 0.1 mmonb
Ha 1 Kr macchbl Tena).

LononHumenbHO 0ns1 KpaHuarnbHoU u criuHanbHou MPB



Kak npaBuno, goctaTouHbIM sBisieTcs B/B BBeAeHWe npenapata agosucte (1
Mmornb/mn) B go3e 0.1 mn Ha 1 kr maccbl Tena (4To akBmBaneHTHo 0.1 MmMonb
Ha 1 Kr macchbl Tena).

Ecnn npu 3TOM ocTaloTcs N0A03PEHNS O HANMMYUN MOPaXXeHUn nnm
Heobxoanma 6onee ToyHas MHopmMaums o Yncne, pasmepe 1
pacnpocTpaHEHHOCTU NOPaXXEHWU, TO ANArHOCTUYECKYH0 3hdEKTUBHOCTb
nccnegoBaHMa MOXHO MOBbLICUTL, AOMNONTHUTENBHO BBEASI pacTBOP npenaparta
Maposucte (0.1 mmons/mn) B fose 0.1 unu gaxe 0.2 mn Ha 1 Kr Maccbl Tena B
TeveHne 30 MUHYT nocne npeablaywen NHbHEKLNMN.

UT0ObI NCKNIOYNTE MeTacTasbl UK peLmanB ONyxonu, BBOAST pacTBop
npenapata Nagosuct®(0.1 mmornb/Mn) B go3e 0.3 mn Ha 1 Kr Maccbl Tena, 4to
4yacTo cnocobCTBYET NOBbLILLEHUIO OMArHOCTUYECKON 3 EKTUBHOCTU
nccnenoBaHns. 3TO OTHOCUTCS K MOPaXXeHUsIM CO criabon BbIpaXEeHHOCTbIO
CETM KPOBEHOCHbIX COCY0B, C MariblM BHEKNETOYHbIM NPOCTPaHCTBOM UMK
coyeTaHmeM aTUX PaKTopoB, a Takke K NCMOMb30BaHUIO MPU CKaHNPOBaHUA
OTHOCUTESIbHO MEHEE NHTEHCUBHbLIX T1-B3BELLUEHHbIX MMMYMbCHbIX
nocrnegoBaTeNbHOCTEN.

[ns nepdy3noHHbIX NCcreaoBaHui roffloBHOrO MO3ra pekoMeHayeTCs
MCMonb30BaTb UHXEKTOP M pacTBop npenaparta lagosucte (1 Mmosnb/mn),
KoTopbIn BBOAAT B Ao3e 0.3 Mn Ha 1 Kr maccbl Tena co CKOpOCTbio 3-5 Mri/cexk.

MarHuTHO-pe3oHaHcHas aHrnorpadus

OO0Ha obrnacme ckaHuposgaHusi: 7.5 M - ansa Mmaccel Tena meHee 75 kr; 10 mn
- Ans maccol Tena 75 kr n 6onee (cootsetctyeT 0.1-0.15 MMmonb Ha 1 kr
Macchbl Tena)

Llee u bonee obnacmel ckaHupogaHusi: 15 Mn - Anst Mmaccbl Tena meHee 75
kr; 20 mn - ansa maccel Tena 75 kr n 6onee (cooreetcteyeT 0.2-0.3 Mmonb Ha
1 Kr macchbl Tena)

[MpumeHeHve y geten

[ns neten ctapwe 7 neTt n NnogpoCTKOB pekomMeHayemas Ao3a rnpenapara
"aposBuctecoctaBnseT 0.1 Mmorb Ha 1 kr maccel Tena (3ksmBaneHTHo 0.1 mn
Ha 1 Kr Macchbl Tena) No BCeM NnokKasaHUsM.



[MpenapaTa NagoBUCT® He peKOMeHO0BaH AS1 NPUMEHEHUS Yy AeTeN B
BO3pacTe A0 2 fieT B CBA3M C HE4OCTATOYHOCTbIO AAaHHbIX MO 3dEKTUBHOCTU
n GesonacHoCTu.

NMobouyHoe aencTBUE

O6wwmn npodunb GesonacHocTu npenaparta [agoBUCT® OCHOBLIBAETCS Ha
AaHHbIX KIMHUYEeCKNX nccriegosaHmm 6onee 4em y 5700 naumeHTOoB, a Takke
OAHHbIX MOCTMAPKETUHIOBbIX HAONOOEHWIA.

K Hanbonee 4YactbiM No6o4HbIM peakuuam (= 0.5%), koTopble Habnoganuce y
NnaumMeHToB, NoNyYaBLUMX NpenapaT [agoBMCT®, OTHOCATCS: rofioBHas 6osb,
TOLUHOTA M rOfIOBOKPY>KEHME.

Haunbonee cepbe3HbIMU NOOOYHBIMU pPeaKUUSMN Y NaALMEHTOB, NOSyYaBLLNX
npenapat [agoBuCTe, ABMAOTCS OCTAaHOBKAa cepAua, Tshxesble
aHadunakTnyeckne/aHapunakrongHble peakuum.

OTcpoyeHHble annepruyeckne peakumnm (Yepes HECKOMbKO YacoB Ui OHEN)
Habnoganucb peako.

B 6onbLlIMHCTBE cny4YyaeB NOBOYHbIE 3hPEKTLI XapaKTepmn3oBanunck cnabom
NN YMEPEHHOW CTENEHbIO BblpaXeHHOCTU. MoboYHbIe peakumn, KoTopble
Habntoganucb Npu BBeAEHUN npenapaTa [agoBucTe, NpeacTaBfeHbl HUXE.
[laHHble npuBeaeHbl Ha OCHOBE Kraccudukauumm cuctem opraHos no MedDRA
(MeguuunHckmnn Cnosapb gna PerynatopHon deatensHocTu).[lepeyncreHsl
Hanbonee nogxoaswimne MeanumHckme TepmuHbl (Bepcus MedDRA 14.1).

HexenaTtenbHble peakumm KnaccnuumpoBaHbl No YacToTe NPOSIBNEHUS.
["pynnupoBKa No 4YacToTe OCyLLEeCTBNSMNach cneaywmm odbpa3om: Yacto (oT
= 1/100 po < 1/10), HevacTo (oT = 1/1000 go < 1/100), peako (ot = 1/10 000
0o < 1/1000). Nobo4yHble peakumm, BbISIBEHHbIE B XOA4E NOCTMAPKETUHIOBbIX
HaONIAEHUN UNW peakuuun, st KOTOPbIX YacToTa HE MOXET ObITb
nogcynTaHa, nepevncneHdsl B gaHHon Tabnuvue B rpade "JyactoTta
HensBecTHa".

HexenamernbHble peakyuu, 0 KOmopbix coobwasnock npu nposedeHuu
KIMUHUYecKux uccrnedogaHul u 8 xo0e rnocmmapkemuHa208bIx uccriedosaHul y
nayueHmos, rosiydaswux rnperapam adosucme
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Co cmopOoHbI UMMYHHOU cuCmMeMbI; HEYacTo -
I'l/lI'Iep‘-IyBCTBVITeJ'IbHOCTb/aHad)I/IJ'IaKTI/I‘-IeCKVIe n aHa(bI/IJ'IaKTOVI,D,HbIe peakunn
(aHadmnakTnyeckuin Lok 2, CepaevYHO-CoCcyancTas HeOCTaTOYHOCTb!2,
OCTaHOBKa AblXaHusi2, BpoHXocnasMm, LMaHo3:, OTEK FOPTaHNI2, CHUXEHUE
TeMnepaTtypbl Tenaz noBbilLLEHNE A,D,l, oonb B rpygmn, oTek numua:, orek KBuHker,
OTEeK BeK!, "I'IpVIJ'IVIBbI", yCcunneHHasa noTrimBoCTbL?, Kallerb?!, YNXaHbe?,
owlyuieHue xapa:, 6regHoCTb.

Co cmopOHbI HepBHOU cucmeMbl: YacTo - ronosHas 6osb; HEYACTO -
rOfIOBOKPY>XEHWNE, ANCTeB3NA, NAapecTesunst; peako - NoTepsi CoO3HaHNA
(obMopoK), cygoporn, napocMums.

Co cmopoHbI cepOeyHO-cocyoducmol cucmemabl: PeLKO - Taxukapans,
owlyueHne cepauebneHns; YyactoTa HEN3BeCTHa - OCTaHOBKa cepauaz.

Co CMOPOHBbI ObixamesibHOU CUCmeMbl: HEHacTO - O4blLLKa2.

Co cmopoHbI nuuesapumesibHol cucmeMabl: 4acTo - TOLLHOTa; HeYyacTo -
pBOTa; PeaKo - CyXOCTb BO PTY.

Co cmopOHbI KOXU U MOOKOXHbLIX CMPYKMYyp: HEYacTo - apuTema, 3ya
(BKMOYasa reHepanuM3oBaHHYO hopMy), Cbifb (BKIKOYaAs MaKyno-nanynesHyro
CbiMb C 3y4OM); YacToTa HEN3BECTHA - HEOPOreHHbIN CUCTEMHbIN (PUBPO3.

Obuwas namorsoausi U USMeHeHUs1 8 Mecme 88e0eHUs: HeYacTo - peakuuun B
MecTe BBeJeHUS:, OLYLLEHNS XKapa; peako - HeoMoraHme, 03Ho0.

1 - [MNepyyBCTBUTENBbHOCTb/aHaUNakTMYeckme peakumm, Kotopble 6binu
oBHapy>XeHbl TONbKO B NOCTMapPKETUHIOBbLIX UCCeA0BaHNAX (YacToTa
Hen3BecCTHa).

> - Cny4aun, CBA3aHHbIe C Yrpo30i AN XWU3HWU U/UINN CO CMepTENbHbIM
NCXO0M.

s - Peakuuun B MecTe BBeeHUA (pasnnUyHbIX TUMOB) BKITOYAKOT CrieayroLme:
KPOBOU3NUAHUSA B MECTE BBEAEHUS, XOKEHNE B MECTE BBELEHMS, OLLyLLIeHne
Xonoda B MecTe BBeLeHMs, OLLyLeHne Tenna B MecTe BBeLEeHWs, apuTema u
CbiNb B MeCTe BBeaeHUs, 6onb B MecTe BBeeHUs, remaTtoMa B MecTe
BBEAEHUS.

npOTI/IBOHOKa3aHVI$I K npuMeHeHunto
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I'IpM NMPUMEHEHNN MO NOKa3aHNAM B PpEKOMEHOYEMbIX 403aX abConTHbIX
I'IpOTI/IBOI'IOKa3aHI/IIZ ana nppumeHeHunA [lapgoBucTa He MMeeTCs.

C ocmopoxxHocmabko cnegyeT NPUMeHATb NpenapaTt Npy NoBbILLEHHON
YyBCTBUTENBHOCTM K OQHOMY U3 KOMMOHEHTOB npenapara, Npu TsKenbix
HapyLUeHUsIX PYHKLMM MOYEK, TSKENbIX CepaevYHO-COCYaANCTbIX
3aboneBaHusaX, NPU HU3KOM NOPOre CyJOPOXKHON rOTOBHOCTMW.

NMpumeHeHne npu 6epeMeHHOCTU U KOPMJIeHUN rpyabio

[aHHble 0 NpumMeHeHnn ragobyTporna npyu 6epeMeHHOCTN OTCYTCTBYIOT.
[[agoBUCT® HE pekoMeHAayeTCa NPUMEHATb Npn GepeMeHHOCTH 3a
NCKINIOYEHMEM CITy4aeB KpanHen HeobXoaANMOCTH.

B akcriepumeHmarbHbix uccrie0o8aHUsIX Ha XNBOTHbIX HE BbISIBI1IEHO
9MBPMOTOKCUYECKOrO U TepaToreHHoro Aencteunsa Nagosucta B
anarHoctnyeckmx gosax. NMpu nccnegosaHum ragodyTpona B NOBTOPHbIX
[03ax, TONbKo BBeAeHne 6epeMeHHbIM XUBOTHbIM B TOKCMYECKUX J03aX
(NpeBblWatoLWmnX aAnarHocTnyeckyto o3y B 8-17 pas) Bbi3biBano 3agepxky
pasBUTMS SMBPUOHOB 1 X NeTanbHOCTb, HO HEe NPUBOAUNO K
TepaToreHHOCTM.

1o HacTosLWEro BpEMEHN HE N3ydYeHa BO3MOXHOCTb MPOHUKHOBEHMUS
ragobyTporna B rpyaHoe MOJSIOKO y YernoBeka. B akcriepumeHmarnbHbIx
uccrie0oeaHuUsIX YCTAaHOBIEHO, YTO ragobyTpon B MUHMUMArbHbBIX KONIMYecTBax
(meHee 0.01% BBeaeHHOW O03bl) BblAeNSeTCs C rpyaHbIM MOokoM. [loaTomy
nocne BeBeaeHus lagoBucTa rpyaHoe BCKapMnvMBaHMe OOMMKHO BbiTb
npepBaHO N0 MEHbLUEN Mepe Ha 24 u.

MpumMmeHeHne Npn HapyLeHUAX PYHKLMN NoYek

C OCTOPOXXHOCTbLIO Ha3HavarT [agoBMUCT BONbHBLIM C TSXKENbIMA
HapyLEeHUSIMN PYHKLMM NMOYEK, MOCKONbKY B AAHHOW CUTyauun BbiBEAEHWE
KOHTPACTHOro BelecTBa 3amenneHo. B ocobo Tspkenbix cnyyasx crnegyer
yoanutb [agoBUCT 13 opraHM3ma ¢ NoMoLbio remoananusa. lNocne 3 kypcos
amnanusa n3 opraHuama BbiBoAUTCA NpumepHo 98% KOHTpacTHOro cpeacTea.

[Mpn noyeyHoW HEQOCTAaTOYHOCTU A03a pacTeopa [[agoBucTa AOMKHA ObiTh HE
Bbiwe 0.1 mn/kr maccbl Tena.



NMpumeHeHne y peten

[na peten cTaple 7 net 1 NoApOCTKOB pekoMmeHnayemasd fosa [[agosucta
coctasnseT 0.1 mmonb/kr maccel Tena (aksmBaneHTHo 0.1 Mn/kr maccel Tena)
MO BCEM MOKa3aHUAM.

NMpenaparta NagoBUCT® He pekoMeHAOoBaH ANsl TPUMEHEHUs y AeTen B
BO3pacTe A0 2 NeT B CBA3M C HeQOCTAaTOYHOCTbIO AaHHbIX N0 3dEKTUBHOCTU
n 6esonacHocTw.

OcoOble ykasaHusA

/'unepqyecmeumeanocmb

Y nauMeHToB C U3BECTHOW rMNepYyBCTBUTENBHOCTBIO K FragobyTpony nnm
LPYrMM KOMMOHeHTaM npenaparta TpebyeTcs 0CoOeHHO TlaTenbHas OLeHKa
COOTHOLLIEHWNSI pUCKa U NOMb3bl NPUMEHeHUs! npenapara lagosucTe.

Kak n npn NnpuMeHeHnn gpyrnx KOHTPaCcTHbIX CpeacTB ONA B/B BBEAEHUS,
npMMeHeHue rnpenaparta agoBUCT® MOXET conpoBoXaaTbCA NMpoABlIEHNAMN
r’mnep4yBCTBUTETIBHOCTH, aHaCbI/IJ'IaKTOI/I,EleIMVI peakunavmm n gpyruMmm
NnpoABIIEHNAMN NONOCUHKPA3UN, XapaKTepundyrowmmnca peakuymnamm co
CTOPOHbI CGp,EI,G‘-IHO-COCWJ,I/ICTOVI, AblXxaTenbHOM CUCTEMbI UITN KOXHBbIMIN
peakumnamun, nepexoadnMmm B TA>KeJible COCTOAHUA, BKITHOYAA LLIOK.

Puck pa3BuTus peakuuin rmnepvyBCTBUTENBHOCTU BhILLE B CIyYasix:

npeaLecTBYIOLLEN peakuum Ha KOHTPacTHOEe CPeaCTBO;
OpoHXManbLHOW acTMe;

anneprmn4yeckmnx 3aboneBaHMsaX B aHaMHe3e.

BonblMHCTBO 3TUX peakumn passuBatoTcsa B TedeHne 0.5-1 4 nocne
BBEAEHUA.

Y nmayueHToB C NpeapacnorioXeHHOCTLIO K Pas3BUTUIO ansieprmyeckmx
peakuumn pelieHne o NnpuMeHeHun npenapata [[agoBuUCT® OIMKHO
NPUHMMATBLCA TOSTbKO NOCsIe TLaTeNbHOW OLLEHKN COOTHOLLEHUS puck/nonb3a.

Penko HabnoaaTCs OTCPOYEHHbIE annepruyeckue peakumm (Yepes
HECKOINbKO YacoB — CYTOK Mocrne BBeAeHWS).



Mocne npoBeaeHUs AuarHOCTUYECKoW npoLleaypbl ¢ npenapaTtom
FagoBuKCT® (Takke Kak U nocre NPUMEHEHNs OPYrnx KOHTPaCTHbIX CpeacTB)
pekoMeHayeTcs HabnoaeHne 3a COCTOsIHMEM MNauueHTa.

[Mpn obcnegoBaHnn Heo6XxoaMMO MMETb NIeKapCTBEHHbIE NpenapaTbl 1
OCHallleHVe Onsi NpoBeaeHNss peaHNMaLUMOHHbIX MePONPUATUN.

MauneHTbl, NpUHUMatoLwme 6eTa-agpeHo6noKaTopbl, NPY PasBUTMK peakLnm
rMnepyyBCTBUTENBHOCTM MOTYT BbiTb YCTONYMBLI K AeCTBUIO BeTa-
afpeHOMUMETUKOB, NMPUMEHSIEMbIX A1 fleYeHMs NOA0OHbIX peakLuii.

TsKkernble HapyweHuUs1 oyHKUUU rovyek
[1o cnx nop HapyLleHns yHKUMM NoYeK He Habnoaanock.

MNepen BBegeHneM npenaparta [agoBuCT® BCex NauMeHToB crieayeT
NpoBepsTb Ha NpeaMeT HapyLLleHUst PYyHKLUM NoYek nocpeacTtsom cbopa
OaHHbIX aHaMHe3a U/unu npoBeaeHus nabopaTopHbIX aHaNN3o0B.

Cnepyet c ocobon TWwaTenbHOCTbIO OLEHMBATb COOTHOLLEHNE pUCK/Nonb3a
NPUMEHEHNs NpenapaTa y NauneHTOB C TSXKENbIMU HapyLLEHNAMN dOYHKLNK
noYek, NOCKONbKY B NOAOBHLIX Cryyasix BbIBE4EHNE KOHTPACTHOrO BELLECTBA
3ameaneHo. Nocne Tpex KypcoB Ananusa u3 opraHn3Ma BbIBOOUTCS
npumepHo 98% rapgobyTtpona. [na nauneHToB, HAaXOAALMXCA Ha
remoguanuae, cregyeT pacCMOTpPETb LenecoobpasHOCTb HEMELNEHHOro
HavYana remoguanuaa nocrne BBegeHus npenaparta [agoBuUCTe C Lenbo
YCKOPEHNSA SNUMUHALMN KOHTPACTHOro cpeacTaa.

Coobuwanock 0 crnyvasax pasBuTus HedporeHHOro CUCTEMHOro nubposa
(HC®) B cBAA3M C BBEAEHNEM raONMUHUIA-COAEPKALLMX KOHTPACTHbBIX CPEACTB,
BKNtoYas npenapat [([agoBUCTe, nayneHTam co cneayrowmmm
3aboneBaHNAMN/COCTOAHUSIMMN:

OCTpas U xpoHunyeckasa noveyHas HegocratouHoctb (CK® <30 mn/MuH/1.73 m2)
nnu

ocTpast noyeyHast HeJOCTaTO4HOCTL JTIOOONM TAXKECTU, Bbl3BaHHAasA
renatopeHanbHbIM CUHOPOMOM, UMK B Nepuo 40 U Nocne TpaHcnnaHTaumm
neyeHn.
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HecmoTps Ha To, 4yTO npenapat [agoBUCT® UMEET OYEHb BbICOKYHO
cTabunbHOCTb KOMMeKca, brnarogaps CBOen MakpoOLMKITMYECKOW CTPYKTYpeE,
CyLlecTByeT BO3MOXHOCTb pa3sutus HC® npu ncnonb3oBaHnn npenapaTta
MapgosucTe. [MoaToMy y Takmx nauneHToB UCNOoNb30BaTh Npenapar
["agoBuUCT® criegyeT TONbKO Nocrie TwaTtenbHOM OLEHKN COOTHOLLEHMS
nosib3a/puck.

CyOO0pOKHbIE COCMOSIHUS

Ocobasa ocTopoxXHOCTb TpebyeTcs npu Ha3HayvyeHnn npenaparta lagosucTe,
Kak 1 APYrmx KOHTPACTHbIX CPEACTB, COAEPKALUMX XenaT ragosivHus,
nauyneHTam C HU3KUM MOPOrom CyaOPOXHON rOTOBHOCTM.

Mepepno3upoBka

OpgHokpaTHoe BBedeHue npenaparta lagosucte (1 mmonb/mn) B fo3e 1.5 mn
Ha 1 Kr Maccbl Tena v BbiLle NEPEHOCUITOCH XOPOLLIO.

[1o HacTosiILEero BpeMeHn He coobLLanocb O CMMMNTOMaX NMHTOKCUKaLINMK,
CBSA3aHHbIX C Nepeao3npoBKon npenapata [agoBUCT® NPU €ro KIMHUYECKOM
npumMeHeHnn. Ha ocHoBe pe3ynbTaToB UCCea0BaHMN OCTPON TOKCUYHOCTU
PUCK BO3HUKHOBEHWUSI OCTPON MHTOKCUKALIMK B CBSA3M C MPUMEHEHNEM
npenaparta lagoBuCT® KparHe ManoBEPOSITEH.

[Mpu HenpeagHamepeHHOW Nepeno3npOBKeE B KAYECTBE MepbI
NpegoCTOPOXKHOCTUN PEKOMEHAYETCH MOHUTOPUHT OYHKLNI CepaeYHO-
cocyamnctoun cuctemsl (Bkrtovas OKI) n KOHTponb yHKUMK noyek. MNpenapaT
[[apgoBuUCT® MOXeT BbITb BblBE4EH U3 OpraHn3ma C NoMoLLb0 reMoananmsa.

JNlekapcTBeHHOE B3aMmoaencTeme
JlekapcTBEHHOE B3aMMOAeNCTBME C APYrMMY NpenapaTtamMm He BbISBIIEHO.

He cnenyet cmewmBaTb [agoBUCT® ¢ ApyrumMu npenapatamm, NOCKOSbKY
OaHHble O COBMECTUMOCTU OTCYTCTBYIOT.

YcnoBus n CPpoOKU XpaHeHuUs

Cpok rogHocT — 3 roga.



Mocne Toro kak onakoH OblN OTKPbLIT B aCENTUYECKUX YCNOBUSX, Npenapar
[agoBKCT® OCcTaeTcsl CTabunbHbLIM B TEYEHUE, MO MEHbLLEN Mepe, OT 8 Ao 24

4 npu Temnepartype o1 20° o 25°C.

YcnoBus OoTNyCKa U3 anTtek

Mpenapat oTnyckaeTcs Nno peuenty.



