COOTBETCTBYET IKCNEPTHOMY OTHETY
 o124.07.2024 N 15215
OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOPO TIPEHAPATA 004

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
JInopesan Muatparekanbubiit, 0,05 Mr/mi1, pacTBOp JJIsI HHTPATEKAJIBHOTO BBEACHUS
JInopeszan Mutpatekanbhblii, 0,5 Mr/mi1, pacTBOp JUIsl HHTPATEKAIbHOTO BBEJCHUS

JInopesan MHTpaTeKanbHbIA, 2 MI/MJI, pacTBOP AJISi HHTPATEKaJIbHOTO BBEICHUS

2. KAUECTBEHHBIA U KOJTMYECTBEHHbBIN COCTAB
JeticTBytomee BemecTBo: OakaodeH.

JInopesan UnrparekansHbii, 0,05 M/ MJI, paCTBOP AJId UHTPATCKAJIbHOI'O BBCACHUA

Kaxnas ammyna oosemom 1 mut cogepxur 0,05 mr 6aknodena.

JInopesan MuatparekansHblil, 0,5 MI/MII, pacTBOD UL HHTPATEKAILHOTO BBEJICHHUS

Kaxnas ammymna oosemom 1 mit comepxut 0,5 mr 6akmodeHa.

JInopesan MHTpaTekalbHBIN, 2 Mr/ MJI, paCTBOpP AJId MHTPATCKAJIbHOI'O BBCACHMA

Kaxnas ammyna o0bemom 1 mit cogepkut 2 Mr 6akiiodena.

[TonHbIi TepedeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

P ACTBOP AJIsI UHTPATCKAJIbHOTO BBCICHUSI.

[Ipo3paunblii, OECIIBETHBINH PacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusl K IPMMEHEHUIO
[Ipenapar JInopesan MHTpaTeKkaIbHBIN MOKa3aH K MPUMEHEHHIO Y B3POCIIBIX U A€TeH ¢ 4 JIeT npu
BBIPQXEHHOW XPOHUYECKOW CMACTUYHOCTH IMPH MOPAKEHUH CIHHHOTO (HAaImpHUMep, BCIEICTBUE
TpaBMbl, IPU PACCESIHHOM CKJIEPO3€, a TaKKE JAPYTruX NOPaKEHMSX CIIMHHOTO MO3ra) WIH
TOJIOBHOTO MO3Ta MpH HeA((HEKTUBHOCTH WIIA HETIEPEHOCUMOCTH TEPAITUU MUOPEJIAKCAHTAMU IS

pueMa BHYTpb.

4.2. Pe:xxuM 103MpOBaHMSA U CIIOCO0 MPUMEHEHUS

Knunnueckast 3¢ ¢pexkTUBHOCTh Mpemnapara Oblia J0Ka3aHa B HMCCIEIOBAHUAX, MPOBEIECHHBIX
komnanueil Mentponuk, MHK., ¢ UCIONIB30BaHUEM MPOTrpaMMHUpPyeMON MH(Y3UOHHON CUCTEMBI
SynchroMed®, koTopas mpencTaBiaseT co0OH MMITAHTHPYEMBIH HpHUOOp 1S JOCTaBKH
JIEKapCTBEHHOTO Ipernapara ¢ MOBTOPHO 3alOJHAEMBbIM PE3€pBYyapoM, U IpeIHA3HAUYEHA JUIs

UMIUTAaHTALMH B [TOJIKOXKHBIN «KapMaH», Kak paBuiIo, Ha mepenneit opromHoii crenke. K mpubopy
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3aKaH4YMBAETCA B CyOapaxHOMIaJIbHOM IIPOCTPAHCTBE.

Pa3zpenieno Takke HCIONB30BAaHME JPYIMX CHCTEM IIPH JIOKa3aHHOM COBMECTHMOCTH C
penapaToM.

Tepanuio Oakiao(eHOM C MHTpPATEKaJIbHBIM BBEJCHHEM IIPH IOMOIIM HMIUIAHTHPYEMOM
UH(Y3HMOHHON CHCTEMBI MOXKET OCYIIECTBIIATH TOJBKO Bpad, 00JIaIal0IHii COOTBETCTBYIOIMMH
HEOOXOJUMBIMU 3HAHUSIMH M OnbITOM. ClenyeT cTporo NpUAECPKHUBATHCS HHCTPYKIUH IO
MPOrPaMMHUPOBAHUIO W/WIIM TIOBTOPHOMY 3allOJIHEHUIO pe3epByapa UMILIAHTHPYEMOW MOMIIBL,
YCTaHOBJIEHHBIX KOMITAHUEH-TIPON3BOAUTENIEM CUCTEMBI.

[Ipu cnacTuuHOCTH, O0YCIOBIEHHOM YE€pPEHO-MO3rOBOI TPaBMOM, HE CIEAYeT MEePEXOAUTh Ha
HEIPEPHIBHYIO Tepanuio OakinopeHoM B BHUAEC WHTpATEKaTbHONW HMH(Y3UU 110 CTaOMIM3alUU
CUMITOMOB CIIACTUYHOCTH, T.€. MUHUMYM B T€4eHHE | rojia mocie TpaBMBbI.

PexxuM J103upoBaHus

[Ipenapar JInopeszan MHTpaTekanbHblil MPEeIHA3HAYEH JJI1 OJHOKPATHOTO BBEJACHHUS B TECTOBOM
no3e (depe3 TMOCTOSIHHBIA KaTeTep, PaclojOKEHHBIH B CIMHHOMO3TOBOM KaHaje, WIH IpH
JTIOMOANIbHOM MyHKIWHW) U JUIS JUTUTEIHHOTO TPUMEHEHHUS C TIOMOIIBIO UMITJIAHTUPYEMOM TIOMITHI,
o0ecrieunBaroIeil IIMTEIbHOE BBEJICHHE MIpernapara B cybapaxHOUAaIbHOE IPOCTPAHCTBO.

Jnisa moabopa onTUMaIbHOW 03Bl M peXHMMa JO3UPOBAHMS I KaXJOTrO IMalUeHTa CIEeNyeT
IIPOBECTU HAaYaJIbHYyI0 CKPUHUHTOBYIO (pa3y ¢ OOJIIOCHBIM MHTpATEKaJIbHBIM BBEJECHUEM, IOCIIE
yero - a3y TIIATENbHOrO Mojadopa A03bl MEpell HavyajloM MOJACpKUBAIOIICH Tepamnui.
BrlmeykasaHHbple peKOMEHIAIMU CBSI3aHbI C OONBIIONW WHAMBUAYAIbHON BapHaOeIbHOCTHIO
2¢(dEeKTUBHON TepaneBTUIECKOM O3B

Hauanvhas/ckpununeosas gaza nevenus

[lepen HayayoM AIUTEIHLHOW WHTpATEKaIbHON MH(Y3UHU CIEAyeT TMOJYyYHTh MOJIOKUTEITHHBINA
TepaneBTUYECKUN OTBET Ha OOJIOCHOE BBEJICHHUE MperapaTra B CKpUHUHTOBOH ¢aze Tepamuu. C
ATOM 11€JIbI0 TECTOBYIO 103y MIpenapara BBOIAT Yepe3 CIIMHHOMO3TOBOM KaTeTep WiIu MPU MyHKLIUN
CIIMHHOMO3I'OBOI'O KaHaja.

B3pocnvie

VY B3pociBIX HadalbHas TECTOBas J03a cocTaBisieT 25 MKr win 50 MKrC ¢ TMOIIaroBbIM
YBEIMUEHUEM MUHUMYM Kaxible 24 yaca Ha 25 MKI 1O AOCTH)KEHHS OTBETAa C IPUMEPHOU
MPOJOKUTEIHLHOCTEIO OT 4 110 8 4acoB. TecToByrO 103y BBOJSAT METOIOM 0apOOTaka B TCUCHUE
MUHUMYM OJHOW MHHYTHL. JJii TeCTOBOro BBEIECHHS CIIEIYET NMPUMEHSATh PACTBOP C HU3KOU
KoHIeHTpanuei 6aknopena — 0,05 mr/mi. TecToBoe BBeeHUE MpemapaTa ClieyeT MPOBOIUTH B
YCIOBHUAX HEMEIJICHHON OCTYITHOCTH COOTBETCTBYIOILIETO PEAHUMAIIMOHHOTO 00OPYIOBaHUS U

JICKApPCTBCHHLIX IIPCIapaTos, HGO6XOI[I/IMI)IX AJId KYIIMPOBAHUA KU3HCYTPOKAIOIINX COCTOSTHHUH
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WM TSDKEINBIX TOOOYHBIX 3 (HEKTOB.

[TonoxxuTenbHBIM pe3yJIbTaTOM TECTOBOTO MHTPATEKATHLHOTO BBEIICHUS SIBIISICTCS 3HAUUTEIHLHOE
CHI)KEHHE MBIIIEYHOT'O TOHYCA W/WIIM 4aCTOTHI M/WIIA BBIPaXKEHHOCTHU CYI0POT.
YyBcTBUTENBHOCTh K TpemnapaTy JInopesan MHTparexanbHbId OYeHb BapuabenbHa. V3BecTeH
OJIMH CITy4aid TSKEIOH mepeao3upoBKu 6akopeHOM (C pa3BUTHEM KOMBI) y B3pOCJIOTO MaIMeHTa
MOCJIe OAHOKPATHOTO BBEJCHUS IIpenapara B TECTOBOM J03€ 25 MKT.
IIpu oTCyTCTBHMM OTBETA HA TECTOBOE BBEAEHUE Tpernaparta B o3¢ 100 MKT ciaeayeT 0TKa3aTbes OT
JAIbHEUIIETO YBEIMYESHHS 103b1, a TAKXKE OT MIPOBEICHUS JUIUTEIHHON HHTPATEKAbHON HH(Y3HUH.
emu
Hauanphas TecToBas 103a npu JIOMOANIBHONW MyHKIIMK y MAIIUEHTOB B Bo3pacte oT 4 a0 18 ner
coctaBisieT 25-50 MKr B 3aBUCMMOCTH OT BO3pacTa M Macchl Tena. [Ipu oTCcyTcTBMM OTBETa
BO3MOXXHO YBETHYEHHE J03bI Ha 25 MKI/CyT Kaxkasle 24 yaca. MakcuManbHas TECTOBas 103a Y
MAIMEHTOB JaHHOW BO3PACTHOM KaTeropuu He JT0JDKHA MpeBbimath 100 MKr/cyT.
Dasza nodbopa 003wl (83pocivle nayuenmsl u Oemu 8 sospacme cmapuie 4 iem)
[locne moaTBepkKACHUS TEPANEBTUYECKOIO OTBETAa HA BBEIACHUE TECTOBOM J103bI IMPOBOISAT
JUIUTEIIbHYIO HETPEPHIBHYI0 HWHTpATEKadbHYI0 HMH(Y3HIO Tpernapara C HCIOJIb30BAaHUEM
COOTBETCTBYIOLIECH MH(Y3HOHHON CHCTEMBI.
s ompeneneHuss CyTOYHOM 03Bl Tperapara IMoclie WUMIUIAHTAIUU WH(Y3HOHHOW ITOMITBI
CleayeT YIBOUTH TECTOBYIO J103y, Ha BBEJCHHE KOTOPOM TMOJIYyYCH TMOJIOKHUTEIbHBIA OTBET.
[TonydyeHHnyto 1103y BBOJAT B TeueHHEe 24 4YacoB, 3a HCKIIOYEHUEM CIIy4yaeB, Korja
MPOAOKUTENHLHOCTh 3 (dekTa TecToBOW M03bl cocTaBmiia Oonee 12 wacoB. B Takux ciydasx
CTapTOBasi CyTOYHas J03a paBHA TECTOBOM, KOTOPYIO BBOJSIT HEMPEPHIBHO B TeueHue 24 yacos. He
CJIeJlyeT yBEIMYUBATh /103y B TEUEHUE MEPBbIX 24 4aCOB.

Cnacmuunocms éciedcmeue nopaHCeHUA CNUHHO20 M032d

ITo oxoHyaHuUM NIepBBIX 24 yacoB MH(Y3UU 151 JOCTHXKEHUS JKEIaeMOro KIIMHUYECKOro A dexTa
B JaJIbHEHIIIEM CyTOYHYIO 103y YBEJIMYMUBAIOT exeqHeBHO Ha 10-30% Bo n3bexanue BOZMOXKHOM
HEePEA03UPOBKH.

Cnacmuunocms éciedcmeue nopaHCeHUA 20106H020 M0O324

ITo oxoHyaHuM NIepBBIX 24 yacoB MH(Y3UU JIs1 JOCTHXKEHUS JKEIaeMOro KIIMHUYECKOro A dexTa
B JIAJIbHEHIIIEM CYTOYHYIO JI03Y YBEJIWYHMBAIOT €KEAHEBHO Ha 5-15% Bo m30exkaHne BO3ZMOXKHOM
HEePEeA03UPOBKH.

[Tpy ucnonb30BaHUM MPOrpaMMHUPYEMBIX MH(Y3MOHHBIX MOMI 103y Ipenapara yBEJIUYHBAIOT
OJTHOKpATHO Kax/ble 24 yaca. [Ipy ucronb30BaHNM HENTPOrPaMMHPYEMbIX HH(PY3HMOHHBIX MTOMII,
C KaTeTepoM JUIMHON 76 cM (uepe3 KOTOPbIM B TEUEHHE CYTOK IOCTyHaeT 1 mul mpemnapara) amis

OLICHKM KJIMHUYECKOTO OTBETa CIIEAyeT MNpuIepKuBaThcs 48-yacoBoro MHTEpBajia. B ciydae
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YIOCTOBEPUTHCSI B KOPPEKTHOM (PYHKIIMOHUPOBAHMHM HWMIUIAHTHPYEMOH CHCTEMBI, a TaKXke
IPOXOJUMOCTH KaTeTepa.

OneIT npUMeHeHUs 103 npenapara, npesbimamux 1000 MKr B CyTKH, OTpaHUYEH.

Bo Bpems ckpuHHHroBO#/HauanbHOU (a3el U (a3pl moadopa 03bI, HEMOCPEACTBEHHO MOCTe
YCTAaHOBKM MMILIAHTaTa, CIEAYET TIIATEIbHO KOHTPOJIUPOBATH COCTOSIHUE MAIIMEHTA B YCIOBUSX
JTOJDKHBIM ~ 00pa3oM  0OOPYIOBAaHHOTO  YUPEXKIEHHUS ¢ OOY4YEeHHBIM TIEPCOHAJIOM |
COOTBETCTBYIOIIUM TOTOBBIM K HCIIOJIb30BAaHHIO PEAHMMALMOHHBIM OOOPYZOBaHHEM, a TaKXe
HEOOXOIMMBIM MEIUKAaMEHTO3HBIM O00€CleYeHHueM I TPOBEJACHHUS MEPOIPHUIATUN I
KyTIHPOBAHUS )KU3HEYTPOKAIONINX COCTOSHUHN MITH TSOKEIBIX MTOO0YHBIX 3(pPeKToB.
Tloooepoicusarowas mepanus

Knunnueckoii 1enblo Tepanuu sBiseTcsl NOJAEep)KaHUue MBIIIEYHOTO TOHYCa 110 BO3MOXKHOCTHU B
HOpME Il MHHHMMHU3AIMM YacTOThl M TSOHKECTH MBIIICYHBIX CIHa3MOB 0€3 pa3BUTHA
HETIEPEHOCHMBIX HEKeNaTeNbHBIX d((EKTOB, WM MOA00P 036 IS TOAEPKAHHUS MBIIICYHOTO
TOHYCa, HEOOXOJUMOTO JUIsl 00€CTIeYeHHs] ONITUMAJIbHON JIBUTaTeIbHOM aKTUBHOCTH y MAI[EHTOB
CO CIACTUYHOCTBIO LIepeOpaIbHOro reHesa.

Crnenyer NMpUMEHSATh HAMMEHBIIYIO O3y Iperapara, BhI3BIBAIOUIYIO aJeKBAaTHBIN >pdexT. s
HOJ/ICP’)KaHUsl ONTHUMAIBHOTO 3¢ (eKTa BO BpeMs IOITOCPOYHOTO JICUYCHHS Yy OOIBIIMHCTBA
NAIMEHTOB CO BpEMEHEM TpeOyeTCsl MOCTETICHHOE TOBBIMICHHE J03bI Ipernapara BCICICTBHE
IIOCTENIEHHOT0 ~ YMEHBIIEHUs]  YyBCTBUTEIBHOCTM K  OakilopeHy  WIM  BCJIEJICTBHE
nporpeccupoBaHus 3a00J1€BaHMS.

VY HEKOTOpHIX MAIMEHTOB C LEJIbI0 NPEAOTBPALICHUS BO3HUKHOBEHHS YYBCTBA «IIapajidya
JKEJaTeIbHO COXPAaHEHHUE HEKOTOPOW CTENEHU CINAacTUYHOCTH. Kpome BBIIEONHUCaHHOrO,
COYETAaHHWE MBIIIEYHOIO TOHYCa U SIU30JUYECKHUX CIAa3MOB MOXET CIOCOOCTBOBATH
HOJ/IEP)KaHUI0 COCYAMCTON LIUPKYJIALUH U IPEIOTBPAILEHUIO pa3BUTHsI TpOoMO03a rTyOOKUX BEH.
VY NanueHToB €O CnacmudHOCMbl0 NpU NOPAdCeHUU CRUHHO20 MO32a I TOAJEPKaHU
aJIeKBaTHOT'O KOHTPOJISI CHMIITOMOB BO3MO’KHO ITOCTETIEHHOE YBEIMYEHUE CYyTOYHOM 10361 (Ha 10-
30%) myTeMm yBeNIWYEHHs CKOPOCTH HMH(QY3UM B CHCTEME W/WIM YBEJIUYEHUS KOHLEHTpaluu
pacTtBopa OaxiiopeHa B pesepByape. B cimyuae pa3BUTHS NOOOYHBIX SIBIEHUM CyTOYHas J03a
MOXeT ObITh cHKeHa Ha 10-20%.

VY DNanueHTOB €O CHACMUYHOCMbIO NPU NOPAICEHUU 20N08HO20 Mo32a JUIsl TOAJEpPKaAHUS
a/IEKBaTHOTO KOHTPOJISI CUMIITOMOB BO3MOXHO ITOCTEIIEHHOE YBEJIMYEHNUE CYyTOYHOM J03bI Ha 5-
20%, HO He Oonee, ueM Ha 20% myTeM YBEIMUYEHHs CKOPOCTH HMH(Y3UH B CHUCTEME W/WIH
yBEJIMYEHUSI KOHIICHTPAIlUU pacTBopa OakiodeHa B pesepByape. B ciryuae pa3zBuTHs moOOYHBIX

SBJICHUH CYTOUYHAas J03a MOXKET ObITh CHIKEeHa Ha 10-20%.
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OCJIOXHEHHUSI CO CTOPOHBI KaTreTepa (Hampumep, ero MepeKpyT WM CMEIICHUE) HITH MOXKET OBbITh
CBsI3aHA C HEKOPPEKTHBIM (PYHKIIMOHUPOBAHUEM UH(PY3MOHHOM TOMIIBI.

VY mammeHToB O cnacmuuHOCmMbio NPpU NOPANCeHUU CNUHHO20 MO32a TIOJIJEPKUBAIOLIAs J03a
npenapara Npu JJIUTEIbHOM BBEIEHMM cocTaBisieT oT 12 no 2003 MKr B CyTKH IpPH 3TOM Y
OOJIBIIMHCTBA MAIMEHTOB aJE€KBAaTHBIM KOHTPOJIb MojjaepkuBaerca npu npumeHenuun 300-800
MKT B CYTKH.

VY ManueHToB CO CRACMUYHOCHBIO NPU NOPANCEHUU 20108HO20 MO32d TIOJACPKUBAIOIIAS 032 TPU
JUTUTENIbBHOM BBeJIeHUU cocTaBiigeT oT 22 10 1400 MKr B CyTKu; CpeaHsis CyTO4Has jo3a K 12
MecsiaM Tepanuu cocTaBisieT 276 MKT, k 24 MecsuaM Tepanuu - 307 MKT.

B xozxe monrocpoudHoro jedeHus mpuMepHo y 5% MAlUEHTOB pa3BUBAETCS PePpaKTEpHOCTh K
YBEIMYUBAIOIIMMCSL JI03aM T[Iperapara BCJIEICTBHME BO3HUKAIONIECH TOJEPAHTHOCTU WIH
HapyLIeHHs JOCTAaBKH Mpenapara. Bo3MOKHBIM METOI0M KOPPEKLIUHU JAHHOTO SIBJICHUS ABIISETCS
MIOCTENIEHHOE YMEHBIIEHHE J103bl Ipernapara B TeueHue 2-4 HeZelb ¢ MOCIEAYIOINUM NIEPEX0A0M
Ha JIPYTYI0 aHTUCIIACTUYECKYIO Tepanuio (Hampumep, cyibharom MopduHa). Uepe3 HEeCKOIbKO
THEHl 4YyBCTBUTENBHOCTh K Tpenapary MOXKET BOCCTAHABIMBATHCSA, IPU OTOM CJIEIyeT
BO300HOBUTH JJbHEUIIIYIO TEPAIHIO MIPETapaToM ¢ Ha4yaibHOM 103bI AJIS AIUTEIbHON HHDY3UH.
Heobxonumo cobumonate OCTOPOXKHOCTh IPU MEPEBOJIEC MALMEHTa C TEpaluM MpenaparoM Ha
cynbdar MmophrHa U 00paTHO.

HeoOxoaumocTh B perysisipHOM KJIMHUYECKOM HaOJI0/IEHUU TallMeHTa sl OLEHKU MOTPeOHOCTH
B KOPPEKIUH J03bl, OIICHKHU aJIeKBATHOTO (DYHKIIMOHUPOBAHUS WH(Y3NMOHHON CUCTEMBI, KOHTPOJIS
BO3MOXHBIX MOOOYHBIX SBICHUNA WM BBIABICHHS BO3MOXHBIX HWH(EKIMOHHBIX OCIIOKHEHHM
COXpaHsIeTCs Ha MPOTSHKEHUU BCETO MEpHOo/a JICUCHHUS.

Jlemu u noopocmku (om 4 0o 18 1em)

VYV manueHToB CO CHACTUYHOCTHIO MPHU MOPAKEHHHM TOJIOBHOTO M CIMHHOIO MO3ra HadallbHast
MOIICPXKUBAIOIIAs 1032 TIpernapaTa Jjsl JITUTEIbHON HHQY3uHn cocTaBisier oT 35 mo 200 MKr B
cytku (B cpeanem 100 Mkr B cytkm). [logmepxuBarolniyto 103y CleAyeT KOPPEKTHPOBAaTh B
3aBHCHUMOCTH OT BBIPaKEHHOCTH KIIMHUYECKOTO OTBETA, TAKUM 00pa3oM, OTMEUYEHA TEHACHIIMS K
YBEJIMUEHUIO CYMMapHON CyTOYHOW J103bI CO BpeMeHeM. J[aHHble O MpUMEHEHHH MpernapaTa B
no3ax, npesbimaromux 1000 MKT B CyTKH, OTpaHUYEHBI.

IIpexpawenue nevenus

3a UCKJIIOYEHHEM HEOTJIOXHBIX COCTOSHUM, BBI3BAHHBIX NEPEIO3UPOBKON, OTMEHA Teparuu
npenapaToM TpeOyeT MOCTENEeHHOTO W TMOCIeI0BATENIBHOTO YMEHbIIeHus n03bl. Hemomyctuma
pe3Kasi OTMEHa Tepaluy NpenapaToM.

Cunopom ommeHvl
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CUHAPOM OTMEHBI HE3aBUCUMO OT MPUYHHBI OTMeHLf:%&%&ﬁ%ﬁg%%ﬁjr%%%baTa

IPOSIBIISIICS YBEIMYEHUEM CIIACTUYHOCTH, 3y/I0M, IAPECTE3USIMU, apTEPUATIbHON THIIOTEH3UEH ¢
MNOCIEAYIOIUM Pa3BUTHEM OCJIOKHEHUM, BKIIOYAIOIIUX T'MIIEPPEAKTUBHBIE COCTOSHUS C
HEKOHTPOJINPYEMBIMH CYZOpPOTaMy, TUIIEPTEPMHUEN U CUMITOMAMHM, CXOKHMHU C MPOSBICHUAMU
3JI0KAYECTBEHHOI'O HEWPOJENTHUYECKOIO CHUHJPOMA, T.€. U3MEHEHHEM IICUXHUYECKOrO CTaTryca U
pUrHIHOCTBIO MbIHI. B penkux ciydasx oTMeyanach MpoOrpeccus 10 SHUIENTUYECKOrO
NPUINAIKa/SMUIENTHYECKOr0  cTaTryca,  pabJOMMONIN3a,  KOaryjomaTHH,  IOJIMOPTaHHOU
HEJ0CTaTOYHOCTH M JIETAIBHOIO UCX0/Aa. PUCK pa3BUTHsA CUHAPOMA OTMEHBI aKTyaJIeH JJIsl BCEX
NALMEHTOB, NOJYYaIOLUX TEPANUIO IIPENAPATOM.

HekoTopsie kiInHNYeCKUE NPOSIBICHUSI, CBI3aHHBIE C OTMEHOM MpemnapaTta, MOI'yT ObITh CX0KUMHU
C  BereraTuBHOM  AuMCpedIieKcueH, CEIICHUCOM, 3JIOKQYECTBEHHOM  TUMEPTEPMUEH,
3JI0KAYECTBEHHBIM HEWPOJENTUYECKUM CUHAPOMOM HWIIN JAPYTUMHU COCTOSIHUSIMM, CBSI3aHHBIMU C
THIIEPMETA00IMYECKIM COCTOSIHUEM HIT PACIIPOCTPAHEHHBIM pabIOMHOIIU30M.

Cnenyer uH(OpPMHpPOBaTH MAalMEHTA M ONEKYHa O BaXXHOCTU PETYJSPHOrO 3aIOJIHEHUS
pe3epByapa MOMIIBI, a TaKKe OOYYMTh PACHO3HABAHUIO NPU3HAKOB U CHMIITOMOB OTMEHBI
OaxnodeHa, B 0COOCHHOCTH paHHHUX MPOSBICHUI (HAIpUMep, MPUATTU3M).

B GonbmmHCTBE CllyyaeB CUMITOMBI BO3HUKAIOT B TEYCHHUE OT HECKOJIBKUX YacOB J10 HECKOJIBKUX
JHEH mociie BHE3aTHOW OTMEHBI IpenapaTa. YacTbIMU NPUYMHAMU BHE3AITHOM OTMEHBI TE€parnuu
SBIISIIOTCSL  HApyIIEHWsT HOPMAaJbHOTO (DYHKIIMOHUpPOBaHHSA KaTerepa (B OCOOECHHOCTH €ro
CaMOIIPOM3BOJILHOE OTCOEAMHEHHE) M HHU3KUH 00BeM IIpemnapara B pe3epByape IOMIIBI.
[Ipenynpexxnenue  ciy4aeB  BHE3allHOM  OTMEHBI  Tepanuu  npenapatoMm  JInopesan
WntpatekanpHplii TpeOyeT BHUMAHUS K COOJIONEGHUIO MpPaBHJ IO MPOrpaMMHMPOBAHUIO H
MOHUTOPHHTY WH(Y3MOHHOH CHCTEMBI, CBOEBPEMEHHOMY 3allOJIHEHHIO pe3epByapa H
IPEIyNPEeXNAIOINUM CUTHAJIAM HMMIUIAHTUPYEMOW CHUCTEMBI. METO#OM JIeUeHUs CHHIPOMa
OTMEHBI SIBJIIETCSI BO30OHOBJICHME HMHTPATEKaJIbHOIO BBEJICHMs Npenapata B NPEeXHEH WIH
ONMu3KOM 103e K NpPHUMEHSBIICHCS HAa MOMEHT BHE3allHOW OTMEHbI. [IpM HEBO3MOXHOCTH
HEMEIJIEHHOTO BO300HOBIJIEHUSI BBEJEHHUS IpernapaTa TaKue METOJbl, KaK NEepOpabHOE WU
SHTepanibHOEe TpuMeHeHue aroHuctoB ['AMK penentopoB, Takux kak OaknodeH, wuiam
[epopalbHOE, SHTEpPAIbHOE WIM BHYTPUBEHHOE NpUMEHEHHE OEH30]Ma3eNuHOB, MOTYT
IPEJOTBPAaTUTh JIETAIBHBIE MOCIEACTBUSA. V30IMpOBaHHOE NEPOPATBHOE WIM HSHTEPAIbHOE
npuMeHeHne OakiodeHa He MOXKET SBIATHCA EIUHCTBEHHBIM METOJOM  KOPPEKLUUU
IIPOrPECCUPOBAHUSA CUHAPOMA OTMEHBI.

Oco0nIe I'pYHIIBI NMAIIMCHTOB

Tayuenmoi ¢ HapywieHuem yHKyuu novex

HccrnenoBanmii ¢ mpuMeHEeHHEM Tpernaparta y HalMeHTOB ¢ HapymeHHeM (YHKIMHA MOYeK He
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IpOBOAMIIOCH. I10CKONBKY Oakno(eH BLIBOAUTCS nodkinin & HesMEREHHOM “Birte.- Helb3s

UCKJIIOYUTh aKKyMYJISILIMIO HEM3MEHEHHOI'O IMpernapara y HaleHTOB C HapylleHHeM (yHKUUU
MIOYEK.
Iayuenmoi ¢ Hapywienuem QYyHKyuu neveHu
HccnenoBanuii ¢ mpuMEHEHHEM Ipenapara y MalMeHTOB ¢ HapylleHHeM (DyHKIUH TeYeHH He
IPOBOIWIIOCH. Tak Kak MedeHb He UIPaeT CYIIECTBEHHOW posd B MeTabosm3mMe OakiodeHa mpu
MHTPATEKAJIbHOM BBEAECHUH, KOPPEKLUH JJO3bI IPU NTOPAKEHNUU IIEUYCHH HE TpeOyeTcs.
Tlayuenmul nodcunozo eospacma
B xoze KIMHUYECKUX UCCIEN0BAHUM IIPU IpUMEHeHuN npenapara Jlnopesan MaTparekanbHbli
y MalMeHTOB B BO3pacTte >65 JeT MepeHOCUMOCTh Mpernapara ObUla CXOJHOM C TaKOBOU Yy
nanMeHToB Oosee  MojoAoro Bo3pacta. He mnpenBuautcs Kakux-InOO  OTKIOHEHU,
cneuu(UYHbIX JJs MAlUEeHTOB JAHHOM BO3PAaCTHOM TIpyMIbl, B CBS3M C THIATEIbHBIM
UH/IMBUYAIbHBIM MTOJI00POM JI03BI.

eTu
D¢ dexTuBHOCTD 1 6€30MACHOCTD IPUMEHEHMSI IpernapaTa y 1eTei MeHee 4 JIeT He yCTaHOBJICHBI.

Cnoco0 OIPUMCHCHUA

[Ipenapat npegHa3zHAYEeH TOJIBKO AJII MHTPATEKALHOTO BBEACHMUS !

Huempykyuu no npumenenuro

Copepxumoe OJHOM aMITylibl IMpeJIHa3HAuY€HO TOJBKO MAJsi OJHOKPATHOTO HCIIOJIb30BAHMS,
HEHCIIOJIb30BaHHbIM OCTaTOK pacTBOPA CIEAYET YTHIU3UPOBATb.

JlokazaHa cTaOMJIBHOCTh pAcTBOpa IpenapaTa B MH(Y3UMOHHOH cucteme SynchroMed®, B
TeueHue 11 Henemn.

[IpenapaT Henmb3s NPUMEHATH NPU H3MEHEHUHM I1IBETa PACcTBOpAa M TMOSBICHUU BUIANUMBIX
HEepacTBOPHUBIIUXCS YacTull. [IpuroToBieHne pacTBopa ¢ KOHIEHTpauen 6axinopeHa, OTITNIHOI
ot 50 mxr/mi, 500 mxr/ma uiu 2000 MKr/MI, ciaeayeT MpOBOAUTH B ACENITUYECKUX YCIOBUSAX C
UCTIONIb30BaHUEM ToNbKO 0,9% pacTBopa HaTpus XJIOPHJIA, HE COAEPIKAIETO KOHCEPBAHTOB.
Jns BBemeHUS Yepe3 HUMIUIAHTHPYEMYIO HWH(Y3HOHHYIO TIOMITy TIpEIHA3HAYEH pPacTBOP
6axnodena B ammynax 10 mr/5 ma u 10 mr/20 mi.

HenocpencTBenHas KOHIEHTpAIHS PACTBOPA U CKOPOCTH BBEICHUS B KaX/10M WHAMBUYaTbHOM
CJIy4ae 3aBHCHT OT TpeOyeMoi CcyMMapHO# CyTOYHOM /103b1. /{7151 Gosiee moaApoOHBIX HHCTPYKIIUNA
clenyeT OoOpaTUThCS K  PYKOBOJACTBY IO OKCIUTyaTallud  KOMIAHHH-IIPOU3BOIUTEINS
UH(Y3HMOHHON CHCTEMBI.

Peoicum unghyzuu

[Ipenapat Jlnope3an MHTpaTekanbHbIi B OONBIIMHCTBE CIy4YaeB BBOJST JJIUTEIHHO, HAUMHAS
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HEIOCPEJCTBEHHO II0CJIE HMIUIAHTALUM  HH ¢y3H0HH3%':*JMf-T%HéJC;&Méﬁnﬂ

CTaOWJIBHOM CYTOYHOM 10361 W cTaOwim3anuu  (QYyHKIHOHAIHHOTO COCTOSIHUS — TIpH
COOTBETCTBYIOIIUX TEXHHUYECKUX BO3MOXKHOCTSX CHCTEMBI BO3MOXKHO HCIIONIb30BaHHE Oolee
CJIOKHBIX PEKMUMOB JIO3UPOBAHHS /ISl ONTHMHU3AIMH KOHTPOJSI CIACTUYHOCTH B PA3IUIHOE
Bpems cyTok. Hampumep, namuenTaMm ¢ BbIpaKEHHON CMACTUYHOCTHIO B HOYHOE BPEMS MOXKET
noTpeOOBaThCSl yBENUYEHUE MOYAacOBOM CKOpocTH BBeaeHMs Ha 20% B yKa3aHHOE BpeMs.

KoppektupoBath CKOpOCTh BBEACHHUS CIEAYET 3a 2 yaca 10 pa3BUTHUS JKETaeMOT0 KIIMHUYECKOTO

s dexra.

4.3. TlporuBonoka3aHus

e [ umepuyyBCTBUTENBHOCTh K OakiopeHy WiM K JII0OOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
TIepEYNCIICHHBIX B pazzene 6.1.

e Jlerckuii Bo3pacT MeHee 4 jeT (3¢ (eKTuBHOCTh U 0€30IacCHOCTh MPUMEHEHUS Mpenapara y
netei MmeHee 4 JIeT He YCTaHOBJICHBH).

Henb3s BBOAUTH MpenapaT BHYTPUBEHHO, BHYTPUMBIIIEYHO, TOJKOKHO WIIN AIUAYPAJILHO!

4.4. OcoOble yka3aHusi 1 MepPbI NPEJI0CTOPOKHOCTH NPH NPUMEHECHUH

C 0CTOPOKHOCTBIO

[Ipu cnacTuuHOCTH, O0YCIOBIEHHOM YEpPENHO-MO3TOBOI TPaBMOM, HE CIEAYEeT MEePEXOAUTh Ha
JUTUTEIIBHYIO Tepanuio OakioeHOM B BHUIE MHTpATEKAIbHOW HWHQY3UHU 10 CTaOUIU3aIuN
CUMITOMOB CIIaCTUYHOCTH, T.€. MUHUMYM B T€4eHHE | rosa mocie TpaBMbI.

Jlisl yCTaHOBKM MMIUIAHTHPYEMOW WMH(Y3HMOHHOM CHCTEMBI Y JeTeil HEOOXOIUMBIM YCIOBHEM
SIBIISICTCS HAJIMYKME JTIOCTATOYHON Macchl Tena (HaHHas MHPOpManus yKa3zaHa B MHCTPYKIHH IO
9KCIUTyaTalluy UMIUTAHTUPYEMON UH(Y3UOHHON CUCTEMBI).

[Ipumensats npenapat JInopesan MHTpaTekanbHblii B IEAMATPUU JOJKHBI TOJIBKO MEIULIMHCKHE
pabOTHHKH, UMEIOLIIE COOTBETCTBYIOIINE 3HAHUA U ONBIT. KiIMHUYecKkre naHHbIe O IPUMEHEHUT
npernapara y Aetei Miiajiie 4 JieT OorpaHUuYEHBbI.

Crnenyer co0ir01aTh OCTOPOKHOCTh Y MALMEHTOB C HApyIIEHUEM (DYHKIMH I10YEK; TallUEHTOB B
BO3pacTe cTapuie 65 JieT; MalMeHTOB ¢ HapyueHueM nupkymrauuun CMOK; maumeHTOB ©
NCUXOTUYECKUMHU PAaCCTPOUCTBAMHU, MNU30(PEHUEH, IPU CITyTAHHOCTH CO3HAHUS UJIH ¢ O0JIE3HBIO
[lapkuHCOHA; MAalMEHTOB C JOMOJHUTENBHBIMU (DPaKTOpaMH pHUCKA CyULUZA; HAIlMEHTOB C
SIUJICTICUEH; TAIMEHTOB C BETETaTHMBHOW Ju3pediekchedl B aHamMHe3e, IMalMeHTOB C
HEJI0CTaTOYHOCTHIO MO3IOBOTO KPOBOOOpAILIEHHS], AbIXaTEIbHON HEOCTAaTOYHOCThIO; AllUEHTOB
C SI3BEHHBIM OPa’KEHUEM OPraHOB KEJIyA0YHO-KUIIEYHOTO TPAKTa B aHaAMHE3€, C TUIIEPTOHYCOM
C(UHKTEPOB; MALIMEHTOB C CaXapHbIM JUA0ETOM.

Heo0xoamMoe METUIIMHCKOE HAOIIOIEHUE
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NMrnanTanuio nHQY3UMOHHON CHCTEMBI CIIETyel HpOBOi{H"‘H‘::'TBEE;(IO' %63%%1&6%’6%&1{1{

peaxiy ManyeHTa Ha OJHOKpaTHOE BBeAeHME Npenapata Jlmopesanm MHTpaTekambHBIN H/HITH
npoBeaeHus noadopa A03bl npenapara. [lockoabKy CyIiecTByeT pUCK OCTIOKHEHUH, CBSI3aHHBIX C
NepBOHAYAILHBIM BBEACHUEM U MOA00POM J103bI mpenapara Jlnopesan MHTpaTekanbHblil (001iee
yrHeratoiiee Bosaericteue Ha Gpynkuuu [IHC, cocyaucThIil Koutarnce u/uinm yrHeTeHUe IbIXaHusl),
9TH ATallbl IPUMEHEHHUS TpernapaTa JOJKHBI OCYIIECTBIATHCS MO MEAUIIMHCKUM HAOIIOACHUEM
IpU HAJIMYUH JIOJDKHOTO 00OpYAOBaHUS U B COOTBETCTBUU C MHCTPYKLMSIMH, U3JI0)KCHHBIMHU B
paznene 4.2. Ha cnydail BOBHUKHOBEHHS! BBIPA)XEHHOM, YIpOXKarollel KU3HU NEPeI03MpPOBKHU
mpermapata HeoOXOOUMO HAJIWYUE TOTOBOTO K  HUCIHOJB30BAHUIO  COOTBETCTBYIOIIETO
pPEaHUMAIIMOHHOTO O0OpYJOBaHUS W HEOOXOAMMBIX JIEKAPCTBEHHBIX CpEACTB. Tpedyercs
COOTBETCTBYIOII[eE OOyUeHHE Bpaya MPOBEACHUIO MOCTOSHHOW MHTPATEKaIbHOW MH(Y3HOHHOU
Tepanuu.

KOHTDOHB COCTOAHUA ITAITMCHTA

[Tocne xupypruyeckoit UMIIAaHTAIIMU WH(Y3MOHHOW MOMIIBI, B OCOOCHHOCTU Ha TMPOTSHKCHUH
HAvyaJbHOM (pa3bl JeueHus, a TakKe IMOciie KaXI0M KOPPEeKLUUU 03bl, CKOPOCTH MH(Y3UH WU
KOHIIEHTpanuu 6aknodeHa, clieayeT TIIAaTeIbHO KOHTPOJIMPOBATh COCTOSHUE MAllMEeHTa BILJIOTH
JI0 TIOATBEPIKICHUS TPUEMIIEMOTO U CTAOMIIFHOTO OTBETA HA TEPAIHIO.

AOCOIOTHO HEOOXOTUMBIM YCIOBHEM SIBIIICTCS HH(MOPMUPOBAHHOCTH TMAIMCHTA, JIEYAIlero
Bpaya, a TAKKE BCETO MEPCOHAIIA, OKA3bIBAIOIIETO MEIUIIMHCKYIO TOMOIIb, O PUCKAX, CBA3aHHBIX
C JaHHBIM BHUJOM JiedeHHs. Heo6xoaumo oOy4yuTh BceX MPUHUMAIOIIMX yYacTHE B Tepamui, a
Tak)Ke 00ECTeunBaIOIUX yXO/ 32 MAIleHTOM IUI], PACMO3HABAHUIO MPHU3HAKOB M CHMIITOMOB
NEePeI03UPOBKH TMpemnapara, HEOOXOAMMBIM MEPOIPHSTHIM B Cllydae €€ Pa3BUTHUS, a TaKKe
HaJUIeKAIEMYy aJeKBaTHOMY yXOJy 3a UMILIAHTUPOBAHHOW MH(PY3MOHHOM CHCTEMOM M MECTOM
MMILJIAHTAlMU B JOMAIIHUX YCIOBHSIX.

®daza ckpuHHUHTA

Crenyer TiaTeabHO KOHTPOJIUPOBATH (PYHKLMIO IBIXaTEIbHON U CEPACUHO-COCYAUCTON CUCTEM
Ha MPOTSDKEHWU Iepuo/ia BBEJEHUS TECTOBOM J03bl ((a3a CKpUHMHIra), B OCOOCHHOCTH Y
MAIMEHTOB C CEPACUHO-JIETOYHBIMU 3a00J1€BaHUSAMH U CI1a00CTHIO IBIXaTEIbHON MYCKYJIaTyphl, a
Tak)Ke MAIMEHTOB, MOJYYAIOIIUX OJTHOBPEMEHHYIO Tepanuio OEH301ua3eMHaMy WIH ONMaTaMH,
T.K. Y NAIMEHTOB JJAHHOW KaTE€rOpPHH MOBBIILIEH PUCK YTHETEHUS AbIXATEIbHOW CUCTEMBI.

Ilepen mpoBengenuem (as3pl CKpUHHUHTA CIEIyeT YOEIUThCS B OTCYTCTBHHM Yy NAalMEHTa
MH(EKINOHHBIX COCTOSHUI B CBSI3U C 3aTPYy/IHEHHOM OLIEHKON OTBeTa Ha OOJIIOCHOE BBEICHHUE
mpernapaTa B YCIOBUAX CHCTEMHON HH(EKIUH.

MwmmanTamnuys uH d)VBHOHHOﬁ CHUCTCMbI

Hepeﬂ MPOBCACHUECM UMILUJIAHTAIUU CJICAYCT UCKIIOYUTDH I/IH(i)CKI_II/IOHHBIC 3a00JI€BaHUS B CBSI3H C
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PHUCKOM Pa3BUTHUS XUPYPIHYCCKUX OCJIOKHCHUH. HOMH%‘%TO@%%JME%H&J@QHI'Il\%d)KeT

OCJIOXKHSITh TIOTIBITKM KOPPEKIHMH 1103bl. MecTHOoe WH(OEKIIMOHHOE TMOpakeHHe, a TakKkKe
HENPaBUJILHOE PACIOIOKEHHE KaTeTepa MOTYT MPHUBOJIUTH K BHE3aIHOM OTMEHE Ipernapara u
Pa3BUTHIO CBA3AHHBIX C ’TUM CUMIITOMOB (CM. mojpa3aen « CHMITOMBI OTMEHBI»).

IToBTOpHOE 3alIOTHEHHE PE3EPBYApPaA CUCTEMBI

[ToBTOpHOE 3amoJIHEHHE pe3epByapa MOXET OCYIICCTBIATH TOJBKO IMEPCOHAN, 00JaJatolIHid
JOJKHBIM  OIIBITOM H KBaJIH(I)HKaLIHefI B COOTBCTCTBUHU C HHCTPYKIUAMHU KOMIIAHUH-
MPOU3BOIUTENST MH(PY3UOHHOW CcHUCTeMBbl. HeoOXoamMo THiaTelbHBIM 00pa3oM  ONPEICIUTh
NEPUOUYHOCTh TIOBTOPHOTO 3allOJHEHHUsSI pe3epByapa CHCTEMBI BO HW30€XaHUE IOIHOTO
OTOPOKHEHMsSI pe3epByapa, TaK KaK ATO MPHUBOAMUT K PEIUAWBY TSDKEIOH CHACTUYHOCTU WIIH
PA3BUTHUIO MOTCHIUAJIBHO KU3HCYTPOKAOIICTO CUHAPOMAa OTMCHEIL (CM. noapasacit «CHMIITOMBI
oTMeHb»). [ToBTOpHOE 3amoiHEHWE pe3epByapa CleAyeT MPOBOJUTH CTPOTO B aCENTHUYECKUX
YCIIOBHSX BO M30€KaHHEe MUKPOOHOW KOHTamuHaIuu U cepbe3noil mHdeknuu [[HC. Crnenyer
HaOJIIO/IaTh MAlMEHTa B TEYCHHE COOTBETCTBYIOUICTO KIMHMYECKOW CHTYyallud IepHOa,
MOCIIEAYIOIIETO 32 3all0JIHEHUEM pe3epByapa WM MOCIIe TF000H MaHUMYJISINH C PE3EPBYapPOM.
Crnenyer coOmrofaTh KpaiHIOI OCTOPOXKHOCTh IPH IIOBTOPHOM 3allOJIHEHHH pe3epByapa
UH(Y3HMOHHON CHCTEMBI, OCHAIIICHHOW IMTOPTOM IPSIMOTO JOCTYIa K HHTPATEKaJIbHOMY KaTeTepy.
BBenenue mpemnapara yepes mopTt JOCTyIa HEOCPEACTBEHHO B MHTPATCKALHBIN KaTETep MOXKET
TIOBJICYb YKM3HEYTPOXKAOIIYIO MEPEIO3UPOBKY Tpenapara.

JIOTIOJIHUTENILHBIC TPEA0CTOPOKHOCTH OTHOCUTEIILHO noz[6opa JO3bI IIpCriapara

Crnenyer co0noaTh OCTOPOXKHOCTh M M30€raTth pa3BUTHA YPEe3MEPHON CIa0OCTH M MaJeHUN B
ClIy4dasax, Korja mnpuMEHCHUC MpcIiapaTta MpECaAHa3HAYCHO AJIA TOAACPKaHNA TCJIa B BEPTUKAJIbHOM
MOJIO’KEHUH, COXPaHEHHsI PaBHOBECHUS MPHU X0/1b0€e, WIIH B CIy4asx, KOrja HeoO0Xo1uMa HeKoTopast
CTENEeHb CMIACTUYHOCTH I JOCTH)KCHUS ONTHUMAaJIbHOW MOBCEIHEBHON aKTUBHOCTH MallMEHTa U
CHOCOOHOCTH K CaMOOOCTY>KUBAHHIO. Ba)KHBIM MOXET SIBJIATHCS COXpPaHEHHE HEKOTOPOU CTENEHH
MBIIIEYHOTO TOHYCA M SMHU30IMYECKUAX CIIa3MOB, YTO 0OECIIEYMBACT MOJICPKAHUE COCYIHCTOM
UPKYJISIITAN ¥ MOKET CITIOCOOCTBOBATh MPO(UIIaKTHKE TPOMOO03a ITyOOKHX BEH.

Crnenyet 1o Mepe BO3MOXKHOCTH OTMEHUTh NEPOPATBHBINA MPUEM aHTUCHACTHYECKUX CPENICTB BO
n30ekaHre BO3MOXKHOTO Pa3BUTHs TEPEIO3UPOBKU WM HEXKEJIATeNbHOTO JIEKapCTBEHHOTO
B3aMMO/JICHCTBUSA, ONTUMAJIBHO, 10 Hayasa nH(Y3UH IpenapaTa, o/ TIIATeIbHBIM Ha0II0IeHUEeM
nevamero Bpada. Cremyer, oOfHako, u30eraTb pe3KOH  OTMEHBI  OJHOBPEMEHHOM
AQHTHUCIIACTUYECKON Tepanuu Ha GOHE NITUTEIHFHON HMHTPATEKAIBHON TEpaluy IPemapaToM.

IIpenocTOpOKHOCTH Y HEKOTOPHIX I'PYII MAIMEHTOB

VY mamuenToB ¢ HapymenneMm mupkyisinuu CMOK pacnpenenenue OakinodeHa B OpraHu3Me H,

CJIEA0OBATCIIHLHO, pacupeaciIiCHUC €ro AHTHUCIIAaCTUYSCKOM AKTUBHOCTH MOTYT OBITE
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HCAJCKBAaTHbBIMMU.

VY NanueHToB ¢ NCUXOTHYECKUMH PACCTPOMCTBaMU, N30 PEHUEH, CITyTAHHOCTBIO COZHAHUS WIH
6one3nbto [lapkuHcona nedyenue npenapatoM Jlnopesan MHTpaTekanbHbI clieyeT IPOBOAUTD C
OCTOPOYKHOCTBIO O]l THIATENbHBIM HAOIIOAEHUEM, IOCKOJBKY IpPHU IEPOPAIBbHOM IpHEME
6axsioeHa oTMe4eHbl 000CTPEHHUS JAHHBIX COCTOSTHHIA.

Tepanuto mnpenaparom Jlnopesan MHTparekanbHbli y MNAaUMEHTOB C JONOJHUTEIbHBIMU
dakTOopamMu pHCKa CyHIUAa CIEeAyeT MPOBOAMTH MOJ TIIATEIbHBIM HaOmoneHueMm. Criemyer
NpeayNpeaUTh MalUeHTOB U JIUI, OCYIIECTBISIONINX YXOJ 33 MallueHTaMH, 0 HEOOXOJUMOCTH
CIEIUTh 3a KIMHHYECKUM YXYZALICHUEM, CYHLIHJAIBHBIMU IIOBEICHUEM WM MBICISMH, WIN
HEOOBIYHBIMM H3MEHEHMSIMU B TIOBEJACHHUM M HEMEAJICHHO o00palaThCs 3a MEAMLUHCKOM
MOMOILBIO IPU HATMYUU 3TUX CUMIITOMOB (CM. pazzen 4.8).

Oco6oe BHIMaHUE cIelyeT YACNIATh MallueHTaM C SIHICTICUEH, T.K. OTMEUEHO Pa3BUTUE CYA0POT
IpY Iepe03UPOBKE/OTMEHE TIpernapaTa, a TakKe y HallMeHTOB, MOTYYaBIINX HOJAEP>KUBAOLIYIO
TEPAIHUIO PENapaToM.

Crenyer cobmofaTh OCTOPOXKHOCTD y MAI[MEHTOB C BEreTaTUBHOW au3peduiekcuell B aHaMHese,
T.K. HaJIW4YM€ HOLMIENTHUBHBIX CTUMYJOB MWIM pe3Kas OTMeHa mpemnapara Jlnopesan
WHuTpaTekanbHBIi MOXET MPHUBOAWTH K PAa3BHTHIO JIMH300B BEreTaTHBHON IU3peQICKCHU.
CremyeT ¢ OCTOPOYKHOCTBIO MPUMEHSTH OakIo(PeH y MAIMEHTOB C IepeOpOBACKYIISIPHON HIIH
CepeUHO-JIErOYHON HEJJOCTATOYHOCTBIO, T.K. OAKIOPEH MOXKET yCYTIyOJIsATh JaHHBIE COCTOSTHHUSL.

ManoseposatHo BiausHue npenapara Jlnopeszan MHTparekanbHbI HAa TEYEHHE COIYTCTBYIOLIUX
coMaTHueckux 3abosneBanuid, He 3aTtparuBaronmx LIHC, T.x. cuctemHas OMOIOCTYHMHOCTb
OaxnodeHa Mociie MHTPATEKaJIbHOTO BBEJEHUS CYIIECTBEHHO HM)KE TAaKOBOH IMocje mIpuema
BHYTPB.

Crnenyer co0mo1aTb OCTOPOKHOCTb IIPYU IPUMEHEHHUH Y NAIL[UEHTOB € 3BEHHBIMU NOPaKEHUSIMU
OpraHOB XeJyIOYHO-KUIIEYHOT'O TpaKTa B aHAMHE3€, a TAK)Ke, YUUThIBas JaHHbIe HAOII0ICHUH
Opyd TepopanbHOM Tepamuu OakiodeHoM, y TMAIMEHTOB C HMEIONIMMCS THIIEPTOHYCOM
C(UHKTEPOB.

VY nmanueHToB CO CHAaCTMYHOCTHIO BCJIEICTBUE YEPEHO-MO3TOBOM TPAaBMbI HE CIeAyeT HaUMHATD
JI0JTOCPOYHOE JAJUTEIbHOE MHTPATEKaIbHOE BBEJACHUE IpenapaTa 10 CTabMIN3ali CHMITOMOB
CHACTUYHOCTH (T.€. MUHUMYM B T€UEHHUE T'0/1a TI0CJIE€ TPABMBI).

Hapywenue ¢pynxyuu novex

[Tocne mepopanbHOro mMpuMeHeHus: OakiodeHa y MalKueHTOB C HAapyLICHHEM (YHKLUUHU IOYEK
HaOJIOIaJHCh TSDKENIbIe HEBPOJOTHUYECKUE TOCIEACTBHA. TakuM 00pa3oM, ClieyeT coOoaaTh
OCTOPOKHOCTh IIPU MHTPATEKaJIbHOM BBEJCHMM OakjodeHa y NAIMEHTOB C HapylIEHHEM

GYHKIIUH TOYEK.
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Iayuenmur cmapuwie 65 nem

VY mauueHToB crapie 65 JeT MOXKET OTMEYaThCs MOBBIIIEHHAs] BOCIPUUMUYUBOCTD K AP deKTam
OaxstodeHa B mepuo;] mog00pa 1036l IIPH €To MPUEMe BHYTPb, YTO TAKXKe MOXKET OBITh TPUMEHUMO
K npenapaty Jlnopeszan MHTpaTeKaIbHBII.

CHMITOMBI OTMEHBI, B TOM YHCJIE CBSI3aHHBLIC C HAPYIICHUEM d)VHKHI/IOHI/IDOBaHI/Iﬂ KaTeTépa MJin

rH(Y3MOHHOIO YCTPOUCTBA

Pe3kast oTMeHa Tepanuy, HE3aBUCUMO OT IIPUUYMHBI, IIPOSBIISAETCS YBEINYECHUEM CIIACTUYHOCTH,
KOKHBIM 3YJIOM, IapEecTe3UsIMU, apTEPUAIbHOM TUIOTEH3UEH C MOCIEAYIOIUM pa3BUTHEM
OCJIO’KHEHUH, BKIIIOYAIOIINX THIIEPPEAKTUBHBIE COCTOSIHUS C HEKOHTPOJIUPYEMBIMHU CyIOPOTaMH,
TUIEPTEPMHUEN, TaxUKapAWed M CUMITOMAaMH, CXOXHMH C IPOSBICHUSMHU 3JI0KaYECTBEHHOIO
HENPOJIENITUYECKOTO CHUHAPOMA, T.€. U3MEHEHMSIMM IICUXMUYECKOIO CTaryca U PUTHAHOCTBIO
Mpiml. B penkux  ciaywyasx ~— oTMeuYeHa  Iporpeccuss 0 3MNHJIENTHYECKOIro
NPUINAJIKA/SMUIECNTHYECKOr0  cTaryca,  pabJOMMONIN3a,  KOaryjomaTHH,  IOJIMOPTaHHOU
HEJ0CTaTOYHOCTH, JIETAJbHOIO MCcX0Ja. PUCK pa3BUTHs CMHAPOMA OTMEHBI aKTyaJeH AJIs BCEX
NALUEHTOB, OJYYaIOLUX TEPANUIO IIPENAPATOM.

HexoTtopble KITMHIMYECKUE MPOSBICHUS, CBI3aHHBIE C OTMEHOM Mperapara, MOTyT OBITh CXOXKUMH
C BETeTaTWBHOW mu3pediexcueit, MHPEKIuen (CerncucoM), 3JI0KaYeCTBEHHON THUIEpTEpMUEH,
3JI0Ka4E€CTBEHHBIM HEHPOJICITHYECKUM CHHAPOMOM WU JAPYTUMHU COCTOSHHSMM, CBS3AHHBIMU C
TUIEPMETA00IMYECKIM COCTOSIHUEM HIIH PACIPOCTPAHEHHBIM pabI0OMHUOIIN30M.

Cnenyer uH(oOpMUpOBaTH MNAIMEHTAa W ONEKyHa O BAaXHOCTH PETYJSPHOTO 3alOJHEHUS
pe3epByapa MOMIIBI, a TaKKe OOYYHTb PACHO3HABAHUIO NPU3HAKOB MU CHMIITOMOB OTMEHBI
OaxnodeHa, B 0cOOEHHOCTH paHHUX €0 MPOSBICHUM (HampuMep, NpUanmsM).

B GonpminHCTBE Cily4aeB CUMIITOMBI BO3HUKAIOT B TEUEHUE OT HECKOJIBKHUX YAaCOB 10 HECKOJIBKUX
JTHEW 1MocJie BHE3aTHOM OTMEHBI ITpernapara.

YacTeIMU NPUYMHAMM BHE3AITHOW OTMEHBI TEpalMU SABJISIFOTCA HapylleHHUs (yHKIMOHUPOBAHUS
KaTeTepa (B OCOOCHHOCTH €ro CaMOIPOU3BOJIFHOE OTCOEIMHEHME), Majblii 00bEeM Ipernapara B
pe3epByape HOMITBL, a TaKKe HEKOPPEKTHOe (DYHKIIMOHMPOBAHWE MH(PY3MOHHOTO YCTPOWCTBA.
[Tomyyensl cooOLIEeHHs O HEKOPPEKTHOM (YHKIMOHUPOBAHUM HWH(PY3MOHHOH CHCTEMBI C
M3MEHEHHUEM JOCTaBKHU IIpenapara, 4To NPUBOAMIO K Pa3BUTHIO CUHIPOMA OTMEHBI, B TOM YHCIIE
C JIETAJIbHBIM UCXOAOM.

[Ipenynpexxnenue  ciy4aeB  BHE3allHOM  OTMEHBI  Tepanuu  npenapatoMm  JInopesan
WuTpatekanpHplii  TpeOyeT BHUMaHHA K COONIOJCHHWIO TIPAaBUJI MPOrPAMMHPOBAHUS H
MOHUTOPHHra MH(QY3MOHHOH CHCTEMBI, CBOEBPEMEHHOMY 3allOJIHEHMIO pe3epByapa H
IPEIyNpeXIA0IUM CUTHAJIAM HMIUIAHTUPOBAHHOM CUCTEMBI. METOJOM JIEYEHMsI CHHIpOMa

OTMEHBI SIBJISICTCS BO300HOBJICHHUE HHTPATCKAJIbHOTO BBCIACHUA IIpCliapara B HpG)KHGfI N
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HEMEJIJICHHOTO BO30OHOBJICHHSI BBEACHHS IIpemapara TaKhe METOJbI, KaK MepopajbHOE WU
sHTepasibHOe TpuMeHeHue aroHucToB ['AMK, Ttakmx kak OaxnodeH, wim mepopaibHOE,
SHTEpaJbHOEC WM BHYTPUBEHHOE TMpPUMEHEHHE OEH30[Ma3elMHOB, MOTYT MPEAOTBPATUTH
JICTAJIBHBIC IIOCICACTBHA. I/I3OHI/IpOBaHHOe MepopajibHOC WKW JSHTCPAJIBHOC MTPHUMCHCHUC
OaxnodeHa HE MOXKET SBIATbCS EIMHCTBEHHBIM METOJOM KOPPEKLUUU MPOrpecCUpOBaHUS
CHUH/IpOMA OTMEHBI.

I'panyneMa Ha KOHIIE HHTPAaTEKAILHOTO KaTeTepa

Onucanpl ciydyan BO3HMKHOBEHHs TpaHyJI€Mbl Ha KOHIIE HMMIUIAHTUPOBAHHOIO KaTeTepa,
IPUBOJAIICH K PA3JIMYHBIM CEPHE3HBIM HEBPOJIOTMUECKUM IOPAKEHUSAM, BKIIIOYAs MapauyH.
Haubosee yacTbIMi CHMOTOMaMH, aCCOLMMPOBAHHBIMU C KATETEPHOW I'PaHyJIeMOM, SBISIOTCS:
1) cHwKeHue TepaneBTHYECKOrOo OTBeTa (yCyryOJieHHe CIIaCTHYHOCTH, pEeUuaAuB Ha (oHe
YCHEIIHOT0 KOHTPOJISI CHAaCTUYHOCTH, CUMIITOMBI OTMEHBI IIpenaparTa, HeJOCTaTOYHBIA OTBET HA
YBEJIMYEHHUE J103bl MIIM HEOOXOJUMOCTb B YACTOM U 3HAUYUTEIILHOM YBEJTMUEHUH J103b1);
2) 6oub;
3) HEBPOJIOTMUECKUE pAaCCTPONCTBA/HAPYILIIEHHUS.
Crnenyer TIIATeNbHO HaOMIOJaTh MAIMEHTA, IOJYYalOLIEr0 MHTPATEKalIbHYI0 HH(Y3HIO
OTHOCUTEJIBHO Pa3BUTUSl HOBBIX HEBPOJOTHUECKUX CHMIITOMOB, B OCOOCHHOCTM B ciyyae
OJTHOBPEMEHHON MEJMKAMEHTO3HOM TEpaIliy ¢ ONUATaMU.
IIpn mnosiBIEHMM HOBBIX HEBPOJOTMYECKHX MPU3HAKOB WIM CHMITOMOB, TIO3BOJISIOIIUX
3al0J03pUTh HAJIM4YME€ KATETEPHOM TIpPaHyJIEMbl, CIEAyeT pPacCMOTPETh BO3MOXKHOCTb
HEBPOJIOTUYECKOTO 00CIIe/IOBaHUS, T.K. MHOTHE CHUMIITOMBI KAaTE€TEpHOW TI'paHyJEMBbl CXOXH C
CUMIITOMaMH, CBA3AaHHBIMHU C TSKEJIOM CHACTUYHOCTBIO. B HEKOTOpBIX Ciydasx IPOBEICHHE
JUArHOCTUYECKON BU3yaJIU3aliy MO3BOJIAECT UCKIIIOUNTD WM MOATBEPANUTH JUATHO3 KaTCTEPHOU
IPaHyJIEMBI.
Ckonuoz
Ha ¢one Ttepanmuu mnpemaparom Jluopeszan WMHTpaTekanbHBIE OTMEUYEHO pAa3BUTHE WM
yCyryOJeHHe yKe CyIIeCTBYIOLEero ckonuo3a. Heo0xoaumo HabIr0AaTh MAeHTa OTHOCUTEIBHO
CHUMIITOMOB ¥ IIPU3HAKOB CKOJIO3A.

eTu
Jlig yCTaHOBKM MMIUTIAHTUPYEMOW MH(QY3MOHHOM CUCTEMBI y J€Teil HEOOXOAMMBIM YCIOBHEM
SBJISIETCA HAJIM4YHMe JIOCTATOYHOM Macchl Tena (AaHHas MHPOpMaLus yKa3aHa B MHCTPYKIHH IO
OKCIUTyaTallil HMMIUIAaHTUpYeMOH WH(Y3HMOHHOU cuctembl). [Ipumensats mnpenapat Jlnopesan
WHTparekanbHbli B nequaTpyn JOJKHBI MEIUIUHCKNE pAOOTHUKHU, UMEIOIIUE COOTBETCTBYIOIINE

3HaHusA W omnbIT. KiMHWYeckue AaHHbE O NMPUMEHEHWHU Mpernapara y jaered muammie 4 Jer
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OrpaHUYCHBI.

4.5 B3aumogeilicTBHe ¢ APYIMMH JICKADCTBEHHBIMH IIpenapaTaMd M JApyrue BHABI
B3aNMOJEHCTBUSA

OnelT 0OQHOBpEMEHHOTO MpUMeHeHus npenapata JInopesan MHTpaTekanbHblil ¢ penaparaMu
CHUCTEMHOro JeWcTBUs orpanuyeH. C y4yeToM Majod SKCHo3uiuu OakinodeHa mpu
MHTPAaTEKaJIbHOM BBEICHMM IIpENapara, BO3MOXHOCTb JICKAPCTBEHHOI'O B3aUMOJEHCTBUSA
HU3Kasl.

HepexoMmeHnnyemblie KOMOWHAIINHA

Jlesooona/uncubumopel JJOPA-0exapboxcunazol

OpHoBpeMeHHBINT mpueM  OakinodeHa BHYTpb C  JjeBoponoi/mnruouropom JODA-
JeKkapOOKCHIa3hl IPUBOAMI K YBEJIMYEHHUIO PHCKA PAa3BUTHUS HEXKEIATEIbHBIX SBICHUH, TaKUX
KaK 3pUTENbHBIC TAJUTIOIMHAIINY, CITyTAHHOCTH CO3HAHMSI, TOJIOBHAS 00JIb ¥ TOTHOTA. [1omyueHb!
TaKXe coOOIeHns: 00 ycyryOJeHHH CUMIITOMOB MApKHHCOHU3MA. B CBS3M C BBINIECKa3aHHBIM,
Clle/TyeT COOI0aTh OCTOPOKHOCTh PU MHTPATEKAILHOM IPUMEHEHHH IIpenapara y maieHToB,
NOJTyYaroIuX Tepanuio JeBogonoit/uuruontopamu JODA-nekapOOKCHIIa3bL.

KomOuHanmu, Tpedyronme 0cod0oro BHUMaHUI

Anecmemuxu

OpnHOBpEeMEHHOE HHTpATEKAIbHOE MPUMEHEHHe OakiodeHa u mpenapartos s 001Iei aHeCTe3NH
(HampuMmep, ¢eHTaHwIa, Mpornodosia) MOXET MNPUBECTH K YBEJIMYEHHUIO DPUCKA pa3BUTHUSA
HApyLICHUH CEPIEYHOM MEATENBbHOCTH U CYAOpOr. B CBs3M C BBINIECKA3aHHBIM CIEAYET
coOJII0/IaTh OCTOPOKHOCTh MPHU NPUMEHEHNHU JaHHBIX MPENapaToB y MalMEHTOB, NOIYYaroInuX
Tepanuio rnpenaparoM Jinopesan MHTpaTekanbHbIM.

l'unomen3usnvie u Opyaue eKapcmeenHvlie Npenapamol, KOMopsle CHUNICAIOM APMEPUANbHOE
oasnenue

[TockosibKy OIHOBpPEMEHHAs Tepamnus IpenapaTaMy, CHWKAIOIUMHU apTEepUaIbHOE JaBJICHUE,
MO’KET YCUJIMBATh CHI)KEHHE apTepHAIbHOTO JABIICHUS, CJIETYET COOTBETCTBYIOIIMM 00pa3oM
KOPPEKTUPOBATh O3y OJHOBPEMEHHO IPUHUMAEMBIX IIPENapaToB.

Mopghun

Y opHOro W3 MalMEHTOB OJHOBPEMEHHOE NpUMEHeHue MopduHa U npenaparta Jlnopesan
WHTpaTeKalbHBIM NPUBENO K Pa3BUTHIO apTEpUAIbHONM TUIOTEH3UMH. Henb3s HCKIOYUTH
BO3MOXXHOCTh Pa3BUTHUs OABIIKH U Apyrux cumnromoB yraerenus LIHC. OpnoBpemeHHOE
IIPUMEHEHNUE IIpenapaTa U ApYTrux JIEKAPCTBEHHBIX CPEICTB Ul MHTPATEKaJIbHOTIO BBEICHUS HE

H3YUCHO, B CBA3H C YEM 0e30I1aCHOCTh TAaKOT'O MNPUMCHCHUS HC YCTAHOBJICHA.
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Anxoeons u opyeue sewecmaa, enusiowue Ha LIHC

VYrueratomee BozaeiictBue Ha [{HC sTanona m npyrux BemiecTB (HarpuMmep, aHAJIBI€THUKOB,
HEHpPONEeNTUKOB, 0apOUTypaToB, OEH30MA3EMUHOB, AHKCHUOJIUTUKOB) MOXET YCHUIUBATh
3¢ dexTh penapara.

Tpuyuknuueckue anmuoenpeccammol

OpnHoBpeMeHHOe MpuMeHeHHe OakiodeHa BHYTPb C TPUIMKIUYECKUMH aHTHICIPECCAHTaMU
MOKECT YCUJTIUBATH €TO I[CﬁCTBHe, YTO MPUBOAUT K BI)Ipa)KeHHOI\/JI MBIIIEYHOM THIIOTOHHU. CJ'ICILyCT
coOIoaTh OCTOPOXKHOCTh TPH OJHOBPEMEHHOM MPHMEHEHUU TMpenapara ¢ YyKa3aHHBIMU

CpE/ICTBaMH.

4.6 DepTHIBLHOCTD, 0€PEeMEHHOCTDb U JIAKTAIIUSA

bepeMenHocTb

Pestome puckoes

OneIT MpuMEHEHUs TIpernapaTa y OepeMeHHBIX KEHIIWH orpanudeH. [locie MHTpaTeKaabHOTO
BBEJICHUSI HEOONbIIOE KOMUYECTBO OakinodeHa oOHapyKUBaeTcs B MJIa3Me KpOBU MmaTepu. B
UCCJICIOBAHMIX Yy JKUBOTHBIX OakiloeH MNpOHMKAN dYepe3 remMaToIUIalleHTapHbId Oapbep.
[Ipumenenue npenapara Bo BpeMsi 0epeMEHHOCTH BO3MOXHO TOJIBKO B CIIydae, €CIId OKUAaeMast
MOJIb3a JUIsl MaTE€PH MPEBBIIIAET BO3MOXKHBINM PUCK AJIS TUIOAA.

Jlannvie ucciedosanuli y HCUBOMHbIX

Ha ocHOBaHuM HaHHBIX, MOJYYEHHBIX NPU NPUMEHEHUU OakiodeHa BHYTpb Yy KUBOTHBIX,
MaJOBEPOSTHO Pa3BUTHE MOOOYHOIO NEHUCTBUS HAa (EPTUIBLHOCTH, Mpe- WIW MOCTHATAJIbHOE
pa3BUTHE MPU UHTPATEKAIHHOM BBEICHUM TIpenapara. Y >KMBOTHBIX MPU MPUMEHEHHUH B J103aX,
B 125 pa3 nmpeBHIIAOIIMX TAKOBBIC TPYU WHTPATEKATHLHOM BBEJICHUU (M3 pacdera MI/KT MacChI
TeJa), Mperapar He OKa3bIBaNI TepaToreHHOro 3¢ dekra. [Ipn npumenennn 6akinodeHa BHYTpb y
KpBIC B 103aX, B 500 pa3 npeBbIIIalONUX TAKOBBIE AJI1 MHTPATEKAIbHOIO BBEEHUS (B IIEpECUETE
Ha MI/KT Macchl Tela), y JETCHBIIIeH OTMEUCHO YBEIMUYCHHE YacTOTHl Pa3BUTUS oMdaolese
(BEeHTpaJbHOM TPBDKM), OJHAKO JAHHOE SIBJICHUE HE OBUIO 3aperuCTPUPOBAHO y KPOJIUKOB H
mbimei. [Ipu npumenennn 6akinodeHa BHYTPh B 103aX, TOKCHYHBIX IS OPTaHU3Ma MaTepH, Yy
KphIC UM KPOJUKOB OTMEYEHa 3a/Jep)KKa BHYTPHUYTPOOHOTO pa3BUTHA (3aJep)KKa KOCTHOTO
co3peBanust). [Ipu uHTpanepuToHEeaTbHOM BBeACHUU OakiodeHa KphicaM B BBICOKHX J103aX Y
JIETCHBIIIeH OTMEUEHO pacCIIMpEHUE IyT TO3BOHKOB.

Jlakranms

[Tocne nmpuemMa BHYTPh B TEPANeBTUUECKUX /103aX 0aKJIO(EH BBIACISAETCS C IPYAHBIM MOJIOKOM B
KOJIMYECTBAX, HE MPUBOIAIINX K Pa3BUTHIO HeXelaTelnbHbIX siBIeHHM. Tak kak Oakioden He

BBIJIETISIETCS C TPYIHBIM MOJIOKOM IPU UHTPATeKaIbHOM MPUMEHEHUH, COOTIOACHUM KaKUX-JIH00
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DdepTAbHOCTD

ITo JaHHBIM JOKJIMHHYCCKHX I/ICCHCILOBaHI/Iﬁ IpU HUHTPATCKAJIbHOM BBCICHHU B KIIMHUYECKOM

NpaKkTUKe HeOIaronpusaTHOE BIMsiHUE OakinodeHa Ha (HepTUIHLHOCTh MAJIOBEPOSITHO.

4.7 Bausinue Ha cIOCOOHOCTH YNPABJIATH TPAHCIOPTHHIMH CPeICTBAMHM U PadoTaTh C
MeXaHU3MaMM

Y HEKOTOPBIX MALMEHTOB, ITOJIYYaBIINX TEPANUIO IIPENapaToM, OTMEYEHbBI CUMIITOMbBI YTHETCHUS
MHC, Takue kak COHIMBOCTD U CeaTHBHBIN A(h(DEKT, a TaKKe aTaKCHsl, TAJUTIONWHAIIUY, TUTLIOTHS
W MpPU3HAKK CUHApOMa OTMeHbl. [Ipy mpuMeHeHuM mnpenaparta CIEAyeT BO3IAEPKAThCS OT
BOKJICHHSI TPAHCTIOPTHBIX CPEJICTB U 3aHATUN MOTEHIUAIBHO OMAaCHBIMU BUJIAMH JIEATEIIbHOCTH,

Tpe6yIOH_[I/IMI/I MOBBIIIICHHOU KOHIICHTpAallU BHUMAHUS U 6BICTpOTBI MMCUXOMOTOPHBIX peaKHHﬁ.

4.8 HexenarenbHble peaknuu

Pesrome HDOd)I/IJ'IFI 0€30IaCHOCTHU

HekoTtopsle u3 mepedrclIieHHbIX HIDKE HexenaTtenbHbiX peakuuii (HP) Opu1H 3apeructpupoBansl y
MAI[MEHTOB CO CIIACTUYHOCTHIO MPHU MOPAKEHUH CIIMHHOTO MO3Ta, HO MOTYT BCTPEUYAThCS TAKKE U
Y HanuMCeHTOB CO CHACTUYHOCTLIO IIPU IMOPAKCHUU TOJIOBHOTO MO3ra. Hwuxke MMPUBCACHLL TC
HexxenatenbHble sBiaeHus (HA), koTopbie BcTpeuanuch HanOosiee 9acTo He3aBHCHMO OT XapakTepa
3a00JIeBaHU.

PesroMe HekenaTeabHbBIX peaKIni

Hexenarenbuble nexkapctBeHHble peakuuu (HJIP) crpynnupoBaHbl B COOTBETCTBUM €
KIaccudukanued opraHoB u cucteM opranoB MedDRA, B mpenemax KaXJIOTO CHCTEMHO-
OpPTraHHOTrO KJIacca pacrpeesieHbl 10 YaCTOTE BOZHUKHOBEHUS B MOPSAKE YMEHbBIIIEHUS BaXKHOCTH.
Yacrota pazsutust HJIP oniennBanacsk ciemyronmm oopa3zom: oueHb 4acto (>1/10), vacto (>1/100,
HO <1/10), mewacto (>1/1000, mHo <1/100), penko (>1/10000, HO <1/1000), O4eHb pemko
(<1/10000), yactoTa HeM3BECTHA (HA OCHOBAaHMU UMEIOIINXCS JAHHBIX OIEHUTH HEBO3MOXKHO).
Hapywenus memabonuzma u numanus: HE4aCTO — JETUIpaTallys.

IHcuxuyeckue HapywieHusi: 4YacTo — JCTPECCUs, TPEBOXKHOCTb, AXKHUTAIMS; HEYacTo —
CYMIIUANBHBIE MBICITH U TIOTIBITKH, TaJUTIOIIMHALIAHT, TIAPAHOWsI, S opus.

Hapywenus co cmoponsl HepeHou cucmemvl: 0OYEHb YacTO — COHJIMBOCTB; 4acTO — CYAOPOTH,
rojioBHast 0oJib, AU3apTPUsi, TOJIOBOKPYKEHHE, Celalus, JeTaprusi, OECCOHHUIA, CIIyTaHHOCTb
CO3HaHMSI, MAPECTEe3UH, IE30PUCHTAIS; HEUYACTO - aTaKCHsl, HAPYIIIECHUS MaMsITH, HUCTAarM.
Cygnoporu u roJoBHasi 00JIb BCTPEUYAIOTCS Yallle Y MAIleHTOB CO CACTHYHOCTHIO IepeOpaIbHOTO

TeHe3a, 4YEM y MalIUCHTOB CO CIIACTUYHOCTBIO CITMHHOMO3I'OBOI'O IMNPOUCXOKICHUA.
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AKKOMO/TAITHH.

Hapywenus co cmopoHul cepoya: HeIacTo — OpaauKapans.

Hapywenus co cmoponst cocy0og: 4acTo — apTepHaibHasi TUTIOTEH3US; HEYacTO — apTeprualibHast
THIEPTEH3Us, TPOMOO3 TIIyOOKMX BEH, MOKPACHEHHE WM TOOJICAHEHUE KOXH (Pa3TUdHOM
JIOKAJTU3aIIIHN ).

Hapywenusa co cmoponvl 0blxamenbHOU CUCeEMbl, 0P2aH08 SPYOHOU KIemKU U CPeOOCeHUs.:
9aCcTO — YTHETCHHUE IbIXaHUsI, THEBMOHUS, OJIBIIIIKA.

Kenyoouno-kuweunvie Hapywienus: YacTo — JUapesi, pBOTa, TOIIHOTA, 3alOp, CHIKCHHE
amIeTuTa, CyXoCTh BO PTY, YCUJICHHE CITIOHOOT/ICIICHHS; HEUYACTO — HETIPOXOJUMOCTh KUIIICYHHKA,
nucarusi, CHIDKCHHE BKYCOBOTO BOCIIPUSTHS.

TomHOTa M pBOTa BCTPEUAIOTCA Yallle y MAIMEHTOB CO CIIACTHYHOCTHIO IIepeOpaIbHOrO reHesa,
YeM y MaIUeHTOB CO CIACTHYHOCTHIO CITMHHOMO3TOBOT'O ITPOUCX0KICHHUS.

Hapywenus co cmopoHvl Kodx#cu U HNOOKOJNCHbIX MKAHel. 4YacTo — OTeK JHLA W/WII
nepudepuyeckue OTeKH, KpalWBHUIA, KOXKHBINA 3y[; HEYacTO - MOBBIIICHHOE MOTOOTICIICHHE,
AITOTICIIHS.

Hapywenusa co cmoponvl mvluieunoll, CKelemHol U COeOUHUMENbHOU MKAHU: OYeHb YacTo -
MBIIIEYHAas TUTIOTOHUS; YaCTO - MOBBIIICHUE MBIIIEYHOTO TOHYCA.

Hapywenus co cmopoHbl nouex u MOYebl00AWUx nymeti. OYEHb YacTO - 3aJlepXKKa MOUH,
HeJlep)KaHNe MOYH.

3aepaKa MOYM BCTPEYAETCS yallle y NallMeHTOB CO CHACTUYHOCTHIO LiepeOpaIbHOro reHesa, 4em
y MAIMEeHTOB CO CIACTHYHOCTHIO CIIMHHOMO3TOBOT'O MTPOUCXOKICHHUSI.

Hapywenus co cmopoHbl penpooyKmugHoU cUcmemsbl 1 MOJIOYHBIX JHcejle3:; 4acTo — CEKCyaIbHas
TUCHYHKITHSL.

Obwue napywenus u peakyuu 6 mecme 66e0eHus. 4acTO — IMUPEKCHsl, acTeHUs, 60sb, 03HOO;
HEYacTO — THUIOTEPMUS; PEAKO - KU3HEYTPOXKAIOLINE CHMOTOMBI, CBSI3aHHBIC C BHE3AIHBIM
npeKpalieHueM MOCTYIIICHHS TIpernapara.

Hwxe nepeuncnenst HJIP, He 3aperucTpupoBaHHbICE B KIMHHYECKUX HCCIEIOBAHUAX, HO
OTMEUaBIIKECs B CIOHTAHHBIX OTYETAaX B OCTPETUCTPALIMOHHOM IIEPUO/IE, a TAK)KE ONMCAHHBIC B
auteparype. Ilockonpky MHQOpMALUs O JAaHHBIX PEAKIHSIX MOJYyYeHa METOJOM CIIOHTAHHBIX
COOOIICHNH ¥ TOYHOE YHCJIO TMAlMEHTOB, MPUHUMABIINX TpenapaT, He ONpeesieHO, OLEHHUTH
9aCTOTY BOHUKHOBEHHMS JAHHBIX PEAKIUI HE MPEACTABISACTCS BO3ZMOXHBIM, B CBSI3U C UEM IS
HHX YKa3aHO «4acTOTa HEU3BECTHAY.

Hapywenus co cmoponul nepgrotl cucmemvi: 1uchHopusi.
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Hapywenusa co cmopomnsi OvixamenvHoll cucmembl, opéjz_%é;l}%%#(ﬁi‘: WrehRl 'vl[:c-lp-é’d'gc'n'z‘khuﬂ:

OpaIuITHO?.

Hapywenus co cmopoHbl Mblue4HOU, CKeemHou U COeOUHUMENbHOU MKAHU. CKOIHO3.
Hapywenua co cmoponvl penpoOyKmuseHou cucmemvl U MOJOUYHBIX OJicesie3. SPEKTUIIbHAS
TUCHYHKITHS.

Hapywenus co cmopoHbl UMMYHHOU CUCTEMbl: TUIIEPYYBCTBUTEILHOCTD.

Xupypauueckue u meouyurckue npoyeoypol

[Monyuensr coobmienuss o HP, cBs3aHHbIX ¢ MH(Y3MOHHON CHCTEMOH (Hampumep, KaTeTepHas
rpaHyjieMa, CMEIIeHUEe KaTeTepa C BO3MOXKHBIMH OCJIOXHEHUSMH, MHQUIIMPOBAaHHME TKaHEH,
OKpYKaIOIIMX HWMIUIAHTHPOBAHHYIO HWH(Y3MOHHYIO CHCTEMY, MEHUHTHUT, Nepea03upOBKa
BCJIEJICTBHE HEMPaBUWIBHOIO OOpalleHHsl ¢ YCTPOHCTBOM), B psJie CIy4yaeB, OJHAKO, IPUUMHHO-
CJIEZICTBEHHAs! CBsI3b C OaKJIOPEHOM HE MOXKET ObITh HCKIo4eHa. [lomydeHbl cooOuieHus o
HEKOPPEKTHOM (DYHKIIMOHUPOBAHUM CHCTEMBI C HM3MEHEHHEM JIOCTaBKM IIpernapara, YTo
IIPUBOAWIIO K PA3BUTHIO CUHIPOMA OTMEHBI, B TOM YHUCJIE C JIETAIBHBIM HCXOJI0M.

COO6H.[€HI/IG 0 IMOA03PEBACMBIX HEXKCJIATCIBbHBIX PCAKIINAX

BaxxHo cooOmaTh 0 Mo/103peBacMbIX HEKEIATENbHBIX PEAKIHMIX [TOC]IE PETUCTPALUU IIpenapaTa
C TIeNnbl0 OO0ECTeYeHHsT HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS «IIOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCsl COOOIIAaTh O JIFOOBIX
[I0JI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIUAX JIEKAPCTBEHHOIO IpernapaTa 4epe3 HallMOHAJIbHBIE
CHCTEMBI COOOIIEHUS O HEXKEJATEeNbHBIX pPEaKUUsAX TOCYAapcTB — wiIeHOB EBpasuiickoro
HKOHOMHUYECKOTO COI03a»

Poccuiickas Penepanus:

®denepanbHas c1y)0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CraBsiHCKast TUIOIIaab, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHOM ceTH «VIHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CrnenyeT MOCTOSIHHO YIENSITh OCO0O€ BHHMMAHHE DPACIIO3HABAHUIO CHMIITOMOB BO3MOXHOMU
nepe03UPOBKH, B OCOOCHHOCTH B MIEPHO/I CKPUHHUHTA U HAYAJIBHOTO M000pa 036l a TAKXKE MpU
BO300HOBJICHUH TEPANUU MIPETapaToM MOcie NPepbhIBAHUS JEUEHUS.

[TposiBnenus nepeao3upoBKA MOTYT Pa3BUBATHCSI BHE3AITHO MJIM IMOCTETNIEHHO.

CHUMOTOMBI:  YpE3MEPHBI  MBIIMICYHBI THUIOTOHYC, COHJIUBOCTh, UYBCTBO CIIa0OCTH,

C.18mu325



COOTBETCTBYET JKCNEPTHOMY OTYETY
0T 24072024 N 15215
rOJIOBOKPYKEHHE, COMHOJICHIHS, CYAOPOTH, [HOTEpS '-Egs}ﬁaﬁﬁ%'”é&%g%kc n3BhITodHoe

CIIIOHOOT/IEJIEHUE, TOLIHOTA, PBOTA, TAXUKAPAUS U THHHUTYC.
3HauMTeNbHAs MEPEO3UPOBKA MPUBOAUT K YTHETEHUIO NbIXaHMs, amHOd U KoMe. Cepbe3Has
nepe03UpoOBKa MOYKET BO3HUKHYTh, HAPUMEP, MPHU CIIy4ailHOM BBEIEHUU Ipemnapara yepes
Karerep, Mpu MPOBEPKE €ro MPOXOAUMOCTH WM MPHU JUArHOCTUKE €ro MOJIOKEHUS, IPYTUMU
BO3MOXXHBIMH TPUYMHAMHU TE€PEAO3UPOBKM MOTYT OBITH OIIMOKM B IPOrpaMMHUPOBAHUU
MH(Y3UOHHOMN TIOMIIBI, Ype3MEPHOE ObICTPOE YBEIHUEHHUE A03bI U OJHOBPEMEHHOE TPUMEHEHNE
Oaxnodena BHyTph. CrenyeT Takke IPOBECTH MPOBEPKY YCTPOMCTBA C LENbIO BBISABICHUS
BO3MO’KHOTO HEKOPPEKTHOTO (DYHKIIMOHUPOBAHUS HH(PY3UOHHON CHCTEMBI.

Jleuenue

Crneunuyeckoro aHTUA0TA AJIs JISUSHHsI [TepeIo3UPOBKH OakiIopeHOM He cyliecTByeT. B nenom
JOJIKHBI OBITH MPEANPUHSATHI CIEAYIOUINE MEPHI:

1) HeoOxoqmmo Kak MOXHO OBICTpEE yNaduTh U3 pe3epByapa MH(PY3HMOHHOU MOMIIBI OCTATOK
pacTtBopa OakiiodeHa.

2) YV manueHToB ¢ YTHETEHHEM JbIXaHUS MPU HEOOXOAMMOCTH CJEIyeT MPOBECTH HMHTYOAIUIO
Tpaxeu BIUIOTh JO TOJHOTO BBHIBEACHMS MpemapaTa. 3aperucTpUpOBaHbl COOOIIEHUS, YTO
BHYTPUBEHHOE MPUMEHEHHE (U3OCTHTMHUHA MOXKET CIHOCOOCTBOBATH KYNMHPOBAHHIO JEHCTBUS
6aknodena Ha [JHC, B 0cOOEHHOCTH, COMHOJICHIIMHM W YTHETCHUS AbIXaHUS.

Y B3pOCIbIX BO3MOXHA MOMBITKAa BHYTPUBEHHOTO BBEACHHS (PU3OCTUTMUHA B CYMMAapHOi J103¢e |
— 2 mr B Teuenue 5 — 10 munyT. Bo Bpems BBefeHUS clieAyeT TIIATeIbHO HAOMI0AaTh MalueHTa,
yaensiss 0co00e BHUMaHUE MPU3HAKAM CYAOpOT, OpaauKapaud, a TaK)Ke HapYIICHUH cepaeuHOMl
npoBoauMocTH. [1pu 3hpekTHBHOCTH JIeueHUS BO3MOXKHO TTOBTOPHOE BBEJICHUE (DH30CTUTMIHA B
no3e 1 mr ¢ uarepaigom 30 — 60 MUHYT I OJJEPKAHUSI AKTUBHOTO JBIXaHUS M COXPAHCHUS
CO3HAHUA.

VY nereii BO3MOXXHO BHYTpUBEHHOE BBeAeHHE (puzocturmuna B n03e 0,02 MI/Kr mMacchl Tena co
CKOpOCTHI0, He TipeBbimarotieii 0,5 mr/mMuH. [Ipu Hanmuunu TepaneBTHYECKOT0 3 (hekTa BOZMOKHO
MOBTOPHOE BBEJICHUE IIpenapaTa B TOM ke J03€ ¢ HHTepBajioM 5-10 MmuHyT. MakcumanbHas 103a
(dbu30CTUrMUHA HE TOJKHA MPEBBIIIAT 2 MT.

W3onupoBanHOe NpUMEHEHHE (U3OCTUTMUHA MOXKET ObITh HEIP(PEKTUBHBIM B  CIIydasx
3HAUWUTEIBHON MEpeNo3UpPOBKA. B Takux ciydasx cieayeT HNpOBOAUTh MCKYCCTBEHHYIO
BEHTWISILIUIO JIETKHX.

[Ipn oTCyTCTBMM NpPOTHBOMNOKA3aHWM Ha PaHHUX H3Tanax pa3BUTHUS IMEPEIO3UPOBKU CIIETYET
paccMOTPETh BO3MOXKHOCTH JIFOMOANbHOM MyHKIMHU ¢ 1enbto yaaneaus 30-40 min CMXK st
YMEHbIIIEHUsI KOHLEHTpauuu Oakiodena. I[IpoBoasT wmeponpusaTvs, HampaBlIEHHbIE Ha

nojjiep)kanue (PyHKIMU CepAEYHO-COCYIUCTOM cucTteMsl. [Ipu pa3BUTHH Cy0pOT BHYTPHUBEHHO
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BBOJAT JuUa3€iiaM C COGHIOI[CHI/IGM OCTOPOIKHOCTH.

5. ®APMAKOJIOTMYECKHME CBOMCTBA
5.1. ®apmakoauHaMu4ecKne CBOCTBA
OTI: MHOpenakcaHThl, MHOPENAKCAHThI IEHTPAIbHOTO JACUCTBUA, IPYTHE MHUOPEIAKCAHTHI

LEHTPAIILHOTO JICHUCTBHSL.

Kox ATX: M03BXO01.

MexaHu3M IeHCTBUSI

baknoden nonasnsger nepenady Kak MOHO-, TaK M MOJIMCUHANTHYECKUX PE(IIEKCOB B CIIMHHOM
mosre, ctumynupys ['AMKs-penentopsl, SBIASACH XMMHUYECKMM  AHAJIOIOM  laMMa-
amuHoMacnsiHoi kucnoThl (I"AMK), nuarubupyroiero HeiipoMeaaTopa.

dapmakoauHamuyeckue 3P PeKTol

VY nmanueHToB ¢ HEBPOJIOTHYECKUMHU COCTOSTHUSIMU, ACCOITMUPOBAHHBIMU CO CITA3MOM CKEJIETHBIX
MBI, (HAIpUMeEp, C TETAHYCOM ) KITMHUYECKHU 2P PeKT OakaodeHa MposiBISETCS YMEHbIIEHUEM
WHTCHCUBHOCTU PE(PIEKTOPHBIX MBIIIEYHBIX COKPAIICHHM, a TaKKe 3HAYMMBIM OOJEeTYeHHEeM
COCTOSTHUS TPU OOJIE3HEHHOM MBIIIIEYHOM CTla3Me, aBToMaTh3Max, runeppediekcuu, TpuzMe u
KJIIOHUYECKUX cyaoporax. [Ipemapar crnocoOCTBYeT yBEIWYEHHUIO JBHUTATEIbHON aKTHBHOCTH,
yIydlIaeT CHocoOHOCTh K  CaMOOOCITYy)KMBAaHUIO, a Takxke oOOJierdaeT MpOBEICHUE
BOCCTaHOBUTENbHOM Tepanuu. bakinodeH oka3piBaeT aHTHHOLULIETITUBHOE ICHCTBUE U HE BIHSIET
Ha HEPBHO-MBIIICYHYIO Tepefady. Beimieykazanuble 3¢GeKTbl CHOCOOCTBYIOT YBEIUYECHHUIO
CIIOCOOHOCTH K CaMOCTOSITENIbBHOMY —TMEpPEABMKCHUIO, TPEAOTBPAIICHUIO Pa3BUTUSA U
3KHUBJICHUIO YK€ CYIIECTBYIOIIUX MPOJICKHEHN, a TaKXKe YJIYyUIICHUIO Ka4yeCTBa CHAa B CBSI3H C
yCTpaHEHHEM OOJIC3HEHHOTO MBIIICYHOTO cra3ma. Kpome BhIIENepedyrcIeHHOTO0 OTMEYaeTCs
yiydiieHue (pyHKIUA MOYEBOTO My3bIpS U CHUHKTEPOB, UYTO OOJEeryaer KaTeTepu3alllio; BCe
BBIIIICTIEPEUNCICHHOE TPUBOANT K 3HAUUTEIHPHOMY YIIYUILIEHUIO KAYeCTBA JKU3HH.

Bbaknoden ob6manaer oO0mMKUM yrHETAIOMIMM BO3JECHCTBUEM HA IEHTPAJIbHYIO HEPBHYIO CUCTEMY
(ITHC), BBI3BIBaET cemanuio, COHIWBOCTh, a TaKXKe yTHETaeT (YHKIUIO [bIXaTEIbHON U
CepAeuHO-coCyIuCcTOl cucteM. KpoMme Toro, oTMedeH 10303aBUCHMEBIN yrHeTaromui 3 dekt Ha
APEKTUIbHYIO (DYHKIIMIO Y MYX4YHH, onocpemaoBaHHbld ctumyisinuedn 'AMKs penentopos.
[TpumeHneHue npemnapara MOKeT ObITh aIbTEPHATUBOM AECTPYKTUBHOMY HEMPOXUPYPTUUEKOMY
nedenuto. HemocpencTBeHHOE MHTpaTeKanbHOE BBeleHUE OakinodeHa B 103ax, MUHUMYM B 100
pa3 MEHBIIUX, YeM TpH TpHUeMe BHYTPb, MO3BOJACT 3(PPEKTUBHO KOHTPOIHPOBATH
CMACTUYHOCTb.

bonocnoe unmpamexanvnoe egedenue

[Tocne omHOKpaTHOrO HMHTPATEKAIBHOTO BBEIACHUS Mpernapara Hayajao ACHCTBUA OOBIYHO
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ormeuaerca uepe3 0,5-1 wac. MaxcumanbHbIi aHfﬁgﬁéc;lgl!;ét‘é&;ﬁT%lﬁﬂék‘rc bometiehes

npuMepHO uepe3 4 yaca, JUIMTEIBHOCTh AeMcTBHs cocTaBisieT oT 4 no 8 uvacoB. Hauwarno,
MaKCUMaJlbHasl BBIPAKEHHOCTb M IIPOJIOJKUTEIBHOCTD ICHCTBUSA Y OTJENIbHBIX TALIUEHTOB MOTYT
CYLIECTBEHHO BapbUpPOBaTh B 3aBUCHUMOCTU OT BEJIMYMHBI J03bl, CTENIEHH TSHKECTH CUMIITOMOB,
METO/a U CKOPOCTH BBEJICHHsI ITpernapara.

Jntumenvroe ssedenue

[Ipu nurenrHOM MHTpPATEKaTIHLHOM BBECHUH OakiIo(eHa Hauaao aHTHCIIACTUIECKOTO ACHCTBUS

HaOoaeTes uepe3 6-8 yacoB. MakcuManbHBIN 23QQEKT pa3BuBaeTcs B peenax 24-48 qacos.

5.2. ®apmakoKHHeTHYECKHE CBOIICTBA

[IpuBencHHBIC HIDKE TMOKa3aTelu (papMaKOKHMHETHKH OakiodeHa cieayer paccMaTphBaTh C
y4eTOM MEUICHHOW MHUPKYJAIUA CIuHHOMO3roBoi >kuakoctu (CMIK), a Takke rpaaweHTa
KOHIIEHTPAIIMU MEXy TIoMOanbHOM U nuctepHansHoit CMIK.

AGcopbuus

WNHuy3us npenapara HEMOCPEICTBEHHO B CyOapaXxHOUIAIBHOE MPOCTPAHCTBO CITMHHOTO MO3Ta
HCKIIIOYAeT TIPOIECC BCAachIBaHMS KaK TaKOBOM W oOecreunBaeT Bo3aeicTBue OakimodeHa
HEIMOCPEICTBEHHO Ha PELENTOPHBIE 30HbI 3aJHUX POTOB CIIMHHOI'O MO3Ta.

Pacnpenenenue

[Tocne oMHOKPAaTHOTO MHTPATEKAIBHOTO BBEACHUS Iperapara myTeM OOJMIOCHONW MHBEKIIUH WITH
KpPaTKOBPEMEHHOW MH(Y3UH 00bEM paclpe/lesIeHus], BBIYMCICHHbBIM Ha OCHOBAaHUM OIPEEICHHS
KoHIeHTpanuit 6akinodena B CMXK, coctasmsier ot 22 10 157 mun.

[Ipu mpoBeseHUN UIUTENBHOM MHTpaTeKanbHOW MH(Y3un B cyTouHO# n03e oT 50 1o 1200 MKr
paBHOBecHasi koHIeHTpanus O6akimodpena B CMXK cocrasmser ot 130 mo 1240 ar/mn. C yyerom
pacCUYMTaHHON MPOAOKUTEIBHOCTH Tepuoaa mnonyBbiBeneHnnn (Ti12) Oakmodena uz CMXK,
paBHOBECHasl KOHLIEHTpAIMsl JOCTUraeTcs B mpexaenax 1-2 aHeil. Bo BpeMsi MHTpaTeKalbHOM
uH}y3un 6ako(eHa ero KOHIEHTpalKs B TJIa3Me KPOBU HE MPEBBIIIACT 5 HI/MIL

OIUMUHAIMS

[Tocne oMHOKPAaTHOTO MHTPATEKAIBHOTO BBEACHUS Iperapara myTeM OOJMIOCHONW MHBEKIIUH WITH
KpaTKoBpeMeHHOH uHdy3uu B 103e oT 50 no 136 mxr Ti2 6aknodena us CMXK cocrasnser ot 1
yaca 70 5 yacoB. Ti2 GakinodeHa nocine AOCTHXEHUs paBHOBECHOH koHueHTpanuu B CMXK He
YCTaHOBIICHO.

Kaxk nocne oqHOKpaTHOTO BBEAEHUS, TaK U MOCJE AIUTEIbHON cybapaxHOUJaIbHON HHPY3UHN HA
YPOBHE MOSICHUYHOT'O OT/€JIa CIIMHHOIO MO3ra (OCYIIECTBISIEMOI ¢ MOMOILBIO UMIUIAHTHPYEMOU
HoMIIbI), KiupeHe 6aknodena u3 CMXK cocraBnser B cpenHeM okouo 30 mu/yac.

Bo Bpemsi manmuTenbHON MH(Y3UMM COOTHOIICHHWE KOHIEHTPAIMH B PABHOBECHOM COCTOSIHHH
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Gaxnodena B CMIK, mnomyuenmoii mpn Jrombanthbi-— Hymkiaiit | o | Sissiehertion  us

cybapaxHOMIATBHBIX MUCTEpH, cocTaBisuio 1,8:1-8,7:1 (B cpemnem 4:1). DTOT dakT mmeer
BaXHOE KJIMHHYECKOE 3HAUY€HHE, IOCKOJIbKY TMOATBEPKIAET BO3MOXKHOCTH 3((HEKTUBHOIO
JICYEHHUs] CIIACTUYHOCTU MPEUMYIIECTBEHHO HIKHUX KOHEYHOCTEH MPU OJHOBPEMEHHOM CJ1a0o
BBIPKCHHOM BO3JCHCTBUM Ha MBIIMICYHBIH TOHYC BEPXHHX KOHEUYHOCTEH W HE3HAYHTEIHLHOM
qucIIe MOOOYHBIX peakiuii co croponbl [{THC, 00yciioBiIeHHBIX BiIvsIHIEM OaKiio(eHa Ha IICHTPBI
TOJIOBHOT'O MO3ra.

DdapMaKOKMHETHKA Y 0COOBIX T'pyinI IanmucHTOB

Tayuenmur nodxcunozo 6ospacma
Her mannpIx 0 papmMakoKMHETHUECKHX MapameTpax OaxiodeHa mpu NMpUMEHEHHUH Tpernapara y
NalMeHTOB JaHHOW Bo3pacTHOM rpynmbl. [locnme omHokpaTHOro mpuema OakiodeHa BHYTPb
OTMEYaJIOCh 3aMeJUIEHNE BBIBEACHUS 110 CPAaBHEHUIO C MAIMEHTAaMM B BO3pacTe MeHee 65 JeT,
OJIHAKO CCTEMHOE BO3/eiicTBHE OakiIo(heHa 0CTaBalIOCh CXOAHBIM C TAKOBBIM y 00JI€€ MOJIOBIX
NalMEeHTOB. DKCTPAINOJIMPOBAaHUE JaHHBIX PE3yIbTaTOB HA MHOTOKpaTHOE BBeJleHHe OakiopeHa
HE MO3BOJISIET MPEANOJIOKUTh CYIIECTBEHHBIEC pazanuus (papMaKOKMHETHUYECKUX apaMeTpPOB Yy
NAIMEHTOB Pa3HbIX BO3PACTHBIX I'PYMIL.
THayuenmoi ¢ HapyuwieHuem QYHKYUU neveHu
Het naHHBIX 110 (hapMaKOKMHETHYECKUM MapamMeTpaM OakiodeHa y MalUeHTOB ¢ HapylleHUeM
(YHKIMM TEYEeHH IOCJe €ro HMHTPATeKaJbHOrO BBEACHHUS. Tak Kak I€4eHb HE Urpaer
CYIIECTBEHHOW poJH B MeTabonmu3Me Oakiio(eHa Mpu HHTPATEKaTbHOM BBEACHUH, KIIMHUYCCKH
3HAYUMOE H3MEHEHHE (HapMAKOKUHETHUUECKUX IMapaMeTpoB NpHU MOPAXKEHUH IEYEHU
MaJIOBEPOSITHO.
Tayuenmoi ¢ napywieHuem hynkyuu novex
Her nanHbIX 0 (apMakOKMHETHYECKHX MapaMeTpax OakiogeHa Mocje ero MHTPATEeKaIbHOTOo
BBEJICHUS y MAIMEHTOB ¢ HapylieHHeM (yHKImM moyek. [lockonpky OakiodeH BBIAETSETCS
MOYKAMH B HEU3MEHEHHOM BUJIE, HEJb35 UCKIIOUUTh AKKyMYJISILIUIO HEM3MEHEHHOT 0 Mpernapara
y NaIMEHTOB C HapylleHueM (QyHKIMH OYEeK.

eTH
VY mnamueHTtoB B Bo3pacte oT 8 g0 18 ner, moiy4aBmumX mpenapaT B BUAE JAIUTEIbHOM
UHTpaTeKadbHON HH(Y3uH B 103€¢ 77-400 MKr/CyT, KOHIIEHTpauus OakiaodeHa B mia3Me KpoBU
ObL1a paBHa win MeHee 10 Hr/mi.
5.3 JlaHHbIe JOKJIUHHUYECKOH 0€30I1aCHOCTH

MecTHasg nepeHOCMMOCTD

B IMOAOCTPBIX M CY6Xp0HI/I‘-I€CKI/IX HCCICAOBAHUAX TOKCHYHOCTH, B KOTOPBIX ABYM BHIaM

KUBOTHBIX (KPBICHI, COOAKH) HETIPEPHIBHO HHTPATEKAIBHO BBOIWIN OakiodeH B BUae HHPY3HH,
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He OBUIO BBISABJICHO NPH3HAKOB MECTHOTO Pa3 paskaIoIero” HeieTsis Anke BotnareHHA Hpu

TUCTOJIOT'NYECKOM HCCIICAOBaAHUU. I[OKHI/IHI/I‘-IGCKI/IC HUCCIICA0BAHUA Ha JKHUBOTHBIX
MPOJIEMOHCTPUPOBAJIM, YTO OOpa30BaHHE BOCHAIUTEILHOW OIMYXOJH HAMPSMYK CBSI3aHO C
BBICOKOW [1030H W/WJIM BBICOKOM KOHIICHTpAIIMC WHTPATCKAIbHBIX OINUOWJOB, U MpH
UHTpATEKaJIbHOM BBeleHHH Oakio(eHa B KaueCTBE CIUHCTBEHHOI'O arcHTa BOCHAIUTEIbHAS
OTyXOJIb HE 00pa3yeTcs.

MVT&FGHHOCTB 1 KaHIICPOIrCHHOCTH

Baknoden He mposBUI MyTareHHbIH U T€HOTOKCHYECKUN MOTEHIMA B TECTaX Ha OAaKTEpHsX,
KJIETKaX MIICKONMUTAIOIUX, JAPOXOKEBBIX KIETKAX UM KUTAaUCKUX XoMsAKax. JlaHHbIe
CBHUJIETEJICTBYIOT O TOM, 4TO 0aKiIo(eH MaJIOBEPOSTHO 00JIaaeT MyTareHHbIM JIEHCTBHEM.
JIByxJileTHee ncclieZloBaHUe Ha Kpblcax (IIPU MepopajIbHOM BBEACHUH) MMOKA3alo, 4To OakiopeH
HE SIBJIETCS KaHLEPOIeHHbIM. B ToM e wuccienoBaHuu HaOMIONANOCh J10303aBHCHMOE
YBEJIMYEHUE YACTOThl OOpa30BaHUS KUCT SWYHMKOB U MEHEE BBIPAKEHHOE YBEIUYEHUE
pacIIMpeHHbIX W/WIN TeMOPPArHuecKuX XKeJe3 HallOYeUHUKOB.

TokCcHYHOCTH IIPpHU TIOBTOPHOM BBCJICHUU

IToBTOpHOE WHTpaTeKadbHOE BBeAeHHE OakiodeHa He OBUIO CBSI3aHO C  Pa3BUTHEM
BOCHIAJINTENIBHBIX OINYyXOJE€H B HCCIENOBAaHUAX Ha Kpbicax M cobakax. Hukakux usmeHeHMi
CIIMHHOT'O MO3Ta M NPUJIETaloIIMX TKaHEH, a TaKKe MPU3HAKOB pa3Apa)karollero AeHCTBUS WK
BOCTIQJICHUSI CIIMHHOTO MO3Ta ¥ OKPYXKAIOIUX TKaHEeH He ObLI0O OTMEYEHO HU Y OJTHOTO BUA.

PenpoaykTUBHAsI TOKCUYHOCTD

Hudopmanuio o penpoIyKTUBHOM TOKCHUHOCTH CM. B pazzene 4.6.

6. PAPMAIIEBTUYECKHUE CBONCTBA
6.1. IlepeyeHnb BcmoMoraTe/ibHbIX BellleCTB
HATpUA XJIOPUL

BOJIa VI UHBEKITHI.

6.2. HecoBMecTHMOCTH
baknoden BcTynaeT B XMMUYECKOE B3aMMOJICUCTBHE C JICKCTPO30M, MOATOMY OakiioeH B opme
pacTBopa JIJIsl HHTPaTeKaIbHOTO BBEJICHUS HE CIEAYyEeT CMEIINBATh C PACTBOPAMH, COJAEPIKAIIMMHU

JEKCTPO3Yy.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.
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6.4. Ocobbie Mepbl mpenocTopoxnoctn npu|xpanenit- =/ 1ELUBATENIEROLTE 0004

HpenapaT HCJIB3s 3aMOpPaXMBATh U MOABCPIraThb CTCPUIN3ALIUN C TIOMOIIBIO BBICOKUX TEMIICPATYP.

ITpu Temnepatype He Boimie 30 °C.

6.5. Xapakrep U cogep:kaHHe MEPBUYHONH YIIAKOBKH

JInopesan UurparekansHbii, 0,05 M1/ MJI, paCTBOP AJId UHTPATCKAJIbHOI'O BBCACHMA

[To 1 M3 B ammyJipl U3 CTEKJIA THAPOIUTHYECKOTO Kilacca 1, Ha Kaluuisip aMIlyjibl HAHECEHBI TPU
KOJMPOBOYHBIX KOJIbLA ¥ TOUKA pasiioma. 110 5 ammyir BMecTe ¢ HHCTpYKLHEH 110 IPUMEHEHUIO B
KAPTOHHOM MMayKe C KAPTOHHBIM JEprKaTeIeM I aMITyJl.

JInopesan MaTparekanbHbii, 0,5 MI/MII, pacTBOD ULSL MHTPATEKAJIbHOIO BBEACHUS

ITo 20 M1 B ammyJiel U3 CTEKIJIA THIPOIUTHUECKOTO Kilacca 1, Ha Kanujulsap aMITyJibl HAHECEHBI TPH
KOJAMPOBOYHBIX KOJIbLIA U TOYKa pasyioma. [lo 1 ammyse BMecTe ¢ HHCTPYKIMEN 110 IPUMEHEHUIO
B KQPTOHHOM Ma4Ke C KAPTOHHBIM JEPKATEIIEM JUIsl aMITyJIbI.

JInopesan MHTpaTeKaAIBbHBINA, 2 MI/MJI, PACTBOD Ui HHTPATEKAILHOI'O BBEIEHUS

ITo 5 M1 B ammyJiel U3 CTEKJIA TMAPOIUTHUYECKOIO Kilacca 1, Ha KauuIsap aMITyjibl HAHECEHBI TPH
KOJAMPOBOYHBIX KOJIbLIA U TOUKa pasyioma. [Io 1 ammyse BMecTe ¢ HHCTPYKIMEN 110 IPUMEHEHUIO
B KQPTOHHOM Ma4Ke C KAPTOHHBIM JEPKATENIEM JUIsl aMITyJIbI.

JlomyckaeTcst Halm4yre KOHTPOJIsl IEPBUYHOTO BCKPBITHS Ha KAPTOHHOM MavkKe.

6.6. OcoOble MepbI NMPEIOCTOPOKHOCTH NMPH YHHUYTOKCHHH HMCIOJB30BAHHOIO Ipenapara
WIN OTXO/0B, MOJYYCHHBIX NPH NPUMEHEHHUH JICKAPCTBEHHOI0 Npenapara Win padorsl ¢
HHUM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSI
Hogaptuc ®@apma AI" / Novartis Pharma AG
Jlmxtmrpacce 35, 4056 bazens, [Beiimapus / Lichtstrasse 35, 4056 Basel, Switzerland

7.1. lIpencraBuTeib AepKaTessi PErHCTPAMOHHOIO Y10CTOBEPEHUS

IIpeTen3zumn HOTD66I/ITCHGI\/’I HamrpaBJIATH I10 aApPECy.

Poccuiickas @enepanus

00O «HoBaptuc ®apmay

Anpec: 125315, r. MockBa, JIeHuHrpaackuii npocnext, gom 70
Tenedon: +7(495) 967 12 70

dakc: +7(495) 967 12 68

OnekrponHas nouta: drug.safety russia@novartis.com
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8. HOMEP PETMCTPALIMOHHOIO YIOCTOBEPEH EsE " B4 TENEHOCTE 0004

JITI-Ne(002626)-(PT-RU)

9. JTATA NEPBHUYHOM PETMCTPAIIMU (IIOATBEPKJIEHUS PETHCTPAILIMU,
INEPEPETUCTPALIN)

Hata nepoii peructpauuu: 27 utons 2023

10. JATA IIEPECMOTPA TEKCTA

[Tonpo6Hble cBefieHUs O Ipemnapare coaepkarcsi Ha Beb-caiite Corosa.

http://eec.eaeunion.org
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