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OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA
(mHdopmanms Qs CIENHATHCTOB)

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI O IIPEITAPATA
Lurapabun, muodunusar ais IpuroToBIeHHs pacTBopa I HHbeKuHi 1000 Mr.

MexayHapoaHoe HeNaTeHTOBAHHOE HAHMEHOBAHHE
Cytarabine.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

Kaxzapit Gprakon conepxut nelictyromee Bemectso: nutapadus — 1000 mr.
CriMcok BCoMoraTeNbHbIX BELWIECTB CM. B paszaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInodunusar st npuroToBneHus pacTBOpa AT HHBEKLMIA.
[Topucras macca Genoro usera, umeromas popmy TaGIeTKH.

4. KIMHUYECKHUE JAHHBIE

4.1 Tloka3aHus K NPUMEHEHHIO
— JlocTiXeHue W TOMIEpXKaHHEe PEMHCCHH TP OCTPBIX HETMM(OOGIACTHBIX JeHK03ax y
B3pOCJIBIX U JIETEH.
— Jleyenume apyrux BHIOB JEHKO30B, TakMX Kak OCTpBIH JUMGOUMTAPHBIH JIEHKO3,
XPOHHYECKHH MUEN00TaCTHBIN JIeHko3 (6IacTHBIN KpH3).
— Ilpodunaktuxa wam sedeHHe JEWKO3HOTO MEHHHIHTA MHTPATEKAILHO B  BHIE
MOHOTEpANHUK WM B KOMOWHAUMH C APYTHMH TIpernapaTaMy (METOTPEKCaT, THAPOKOPTH30H).
—  Kowmmiekcrnoe JieYeHue HEXOMKKHMHCKUX auMdpom (BBICOKOH CTENEHU
3JI0KAQYECTBEHHOCTH) Y B3POCIIbIX.
Llnrapabun npumeHseTcs OTACNBHO WM B KOMOHHAIMHU C JPYTHMH TIPOTHBOOIYXOJEBBIMHU
npernapaTami.
o Hayama npoBeneHMs JledeHHs Bpady CleAYeT OOpAaTHTBCA K  COBPEMEHHBIM
PEKOMEHAALUAM, UMEIOLIIMMCS B JIMTEPATYpPE, U AEHCTBYIOIIHM MTPOTOKOJIAM JIEYEHHS.

4.2 Pexxum 103HPOBaHNUA U CIOCO0 MPAMEHEHHS
Bspocnbie
1. Hnoyxyus pemuccuu
a) [lnumenvroe npumenenue
Pexomenyemas cyTo4Hasi 103a COCTABIISIET 2 MI/KI MacChl TeNla B CYTKM B TedeHue 10 nHeil.
KonnuecTsenHbl# aHaM3 KPOBHU CiieyeT NPOBOAMTD exeaHeBHO. [Tocie 10 nHe# Tepanuu, B
Cllydae OTCYTCTBHS TepaneBTHYECKOro 3(dexTa M NPHU3HAKOB TOKCHMYHOCTH 03y MOXHO
YBEJIHUMTB 10 4 MI/KT Macchl Tea B CyTKH. [[pUMeHeHre Tako# 10361 MOKHO MPOIOJIKATE [0
MOSBIICHUA TEPaneBTHYECKOrO0 OTBETa WJIM MPHU3HAKOB TOKCHYHOCTH. B  ycroBusx
MIPUMEHEHUS BBILIETIPUBEIEHHON 03Bl TOKCHYECKHE CUMIITOMBI HaOIIOAIOTCS MTOYTH Y BCEX
naunenToB. B kadecTBe anpTepHaTHBEI 103y 0,5-1 MI/Kr Macchl Tela B CyTKH MOXXHO BBOJMTD
MmyTeM UHQY3UHU B TeueHue 1-24 gyacos B Teyenue 10 qHel, a 3aTeM 103y MOXKHO YBEIHYHTH
10 2 MI/KT Macchl TeJla B CYTKH U TPUMEHSTH 10 TOSIBJICHHS IPU3HAKOB TOKCUYHOCTH MIIH 10
JOCTHXKEHHUS peMHccHH. PesynbTaThl WH(DY3uid B Te4eHHe OJHOro uaca ObUIH
YJOBJIETBOPHUTEIBHBIMHU Y OOJIBIIMHCTBA MALIUEHTOB.
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[{nTapabuH BBOJAT BHYTPUBEHHO B TEUCHHE S5 AHEH MOAPAA B 403aX 3-5 MI/KT Macchl Tela B
CYTKH. JleueHne MOBTOPSIOT MOCie NepepbiBa, Jsuierocs or 2 10 9 nuei. Takoi pexum
JIeYeHUs CJIE€AYeT NMPOJOJDKATh OO IMOSBICHHUS TMPU3HAKOB TOKCHYHOCTH WIJIH JOCTHIXKEHHUS
PEMHUCCHH.
[losiBneHre MPU3HAKOB BOCCTAHOBJIEHHsS] KOCTHOTO MO3Ta MOXHO OXHIATh uepe3 7-64 mnHeit
(B cpennem 28 nneit). CTaHmapTHYIO 103y MOXHO MOCTENEHHO YBEIHYHTb, €CITH HET
MPU3HAKOB TOKCHYHOCTH W HE HAOIIONAETCS PEMHCCHS B YCIOBHSAX CTAHAApPTHOrO pPEXMMa
J03UpPOBAHHUS.
B kadyectBe MOHOTEepamuM 1M MHIYKLUMH DEMHCCHH y TALMEHTOB C OCTPBIM JIEHKO30M
untapabun BBOAMAM B n03ax 200 Mr/mM® myTem HempepLIBHOH BHYTPHUBEHHOH HH(Y3UH B
TEUCHHE IMATH JIHEH C UHTEPBAJIIOM MPUMEPHO B 2 HEIEIH.
2. Iloooepaicusarowas mepanus
Pemuccnto, koTopas 6blla JOCTHIHYTa C NpHUMEHEHMEM LMTapabMHA W/HIH APYrHX
JIEKapCTBEHHBIX TIpENapaToB, MOXHO MOINEPKHBaTh, NPUMEHSsS |-2 BHYTPHBEHHBIX HJIH
TIOJIKO’KHBIX BBEICHHUs IMTapabuHa B HEEIO B 103€ | MI/KT Macchl Tena.
3. Humpamexansnoe npumenenue npu netiko3nbix MEHUHZUMAX
[Tpumenenne npenapara IlurapaGuH B BHAEe MOHOTEpAaNHH IMyTEM WHTPATEKAIBHOTO
BBE/ICHHS WIIM B KOMOMHaLMK ¢ MeToTpekcaTom (15 Mr/m?) u ruapokoptuzorom (15 Mr/m?)
3aBHCUT OT KOHKPETHOro ciiyvas ((pokalbHOE MOpaXkeHHWe LEHTPATLHON HEPBHOW CHCTEMBI
MpH JIeHKOo3e MOXET HE OTBeYaTh HAa MHTPATEKAbHOE JIEYEHHe LUTapabHHOM, MOITOMY
MPUMEHEHHE JTYYEBON TEpaNuu sBjseTcs Hoee 1enecoo0pasHbIM).
Jlo3bl uMTapaGuHa, TpUMEHSEMble NPH MOHOTEPANMH C HHTPATEKAIHHBIM BBEIEHUEM,
HaxomATCs B mpenenax or 5 10 75 mr/m? u 06b4HO cocTaBisior 30 mr/m? 3 pasa B HEJeo,
TMoKa MOKa3aTeJId CMHHHOMO3rOBOW JKMIKOCTH HE IOCTHTHYT HOPMBI (C MOCIEAYIOLIAM
JOTIONTHUTEIbHBIM JIEYEHHUEM ).
Jlo3MpoBKa 3aBHCHT OT THNA W TSXKECTH HEBPOJOTMYECKOH CHMITOMATHKH, a TaKXe OT
5GP EeKTUBHOCTH MpeAIIECTBYIOMIEH TEPATHH.
4. Jleuenue evicokumu dozamu
[Tprt XUMHOTEpanHy BBICOKHMH 103aMH LUTApabKH BBOST U3 pacyeTa 2-3 /M’ MOBEPXHOCTH
TeNa MyTeM HHQY3HHU NPOJOJDKHTENLHOCTRIO 1-3 yaca kaxable 12 yacoB B Teuenue 1-6 aHeil.
He cnenyer npeBbnmate o61uyro TepanesTHyeckyro 103y 36 r/m>.
XHUMHOTEpanus BHICOKHMH J03aMH [0JDKHA NIPOBOJMTECS ¢ 0COO0H 0CTOPOKHOCTHIO TOTBKO
MEIWLMHCKHM MEPCOHAJIOM, KOTOPBIH UMEET OTBIT TAKOTO JIEYEHHS.
CymmapHas nepeHocHMasi 103a MOXET ObITh BbIIE, €M TALMEHTHI MONYYaloT UUTapabuH
MyTeM ObICTPBIX MHBEKLHH, a He MeUIEeHHbIX HHDY3ui. UeTKMX KIMHAYECKHX MPEUMYIIECTB
J000r0 U3 3THX CIOCOOOB HE OOHAPYIKEHO.
[Ipy mposenenny naHHOrO BHIA JIeUeHWs, KaK MPABHMJIO, HUCIONB3YIOTCA Oojiee BBLICOKHE
KOHLEHTpalWK UWTapabuHa B 0OIHOH 103€ (HanpuMep, JieKapCTBEeHHBIN npenapat [{utapabun
NMoQuIM3aT 118 MPUTOTOBNIEHHUs pacTBopa, 1000 mr Bo ¢iiakone).
[Ipn exenHeBHBIX MHQY3HH MM MHBEKIUAX NMPAKTHYECKH y BCEX MAIMEHTOB OTMEYaIOTCS
MHEJIOCyTIpeccHsl, aHeMHMs M TpoMbouuToneHus. Muenocynpeccuss HOCUT ABYX(a3HbIi
XapakTep C MaKCHMaJbHBIM CHM)KEHHMEeM Ha 7-9 u 15-24 puu. [losiBIeHHE TNpPH3HAKOB
BOCCTaHOBJICHHSI KOCTHOTO MO3ra MOXKHO 0XHJAaTh yepe3 7-64 (B cpenneM 28) nHeH.
Hemu
[TepenocumocTh Gonee BBICOKMX 1103 MTapabKHa y AETei Jiydlie, 4eM Y B3POCIbIX; TaM, TIe
yKa3zaH JManasoH 103, CIEyeT pacCMOTPETh 00JIee BHICOKHE J03bI.
ITayuenmul ¢ noueuno u neyeHOYHOU HEOOCMAMOYHOCMBIO
B ciyvae nmeyeHOUYHOH WIJIM MOYEYHOW HEAOCTATOYHOCTH UMTapabWH CleldyeT HazHayaTh C
OCTOPOXKHOCTBIO U B MEHBLIMX J103aX (cM. paznen 4.4).
[{nTapabuH MoXXeT BBIBOAMTHCS C MOMOINBIO auanu3a. [losTomy uutapabuH He CleayeT
BBOJIMTh HEMOCPEACTBEHHO [0 WJIH TOCIIE AUAIH3a.
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HeT maHHBIX 0 HEOOXOMMMOCTH CHHXKEHHS H03bl. [lallMEHTHI MOXKHJIOIO BO3PacTd XyXKe
TIEPEHOCAT TOKCHYECKHE MOOOUYHBIE 3P PEKTHI, MOITOMY CIEAYeT YCHIMTh KOHTPOJb 3a HX
COCTOSIHUEM H3-3a BOBMOXKHOTO Pa3BUTHS JISHKOTIEHHH, TPOMOOIIMTOTIEHUH U aHEMHUH.

[Ipn HeoOX0aMMOCTH ClieyeT Ha3sHAYMTh MOAAEPXKHBaroLIee JeueHue. JledeHHe BBICOKHMH
J103aMH MalMEeHTOB B Bo3pacTe oT 60 5eT M craplie ciexyeT MPOBOJUTh B YCIOBHAX OLIEHKH
COOTHOIIEHHS PUCKA B 0XKUJAEMOH MOJIB3BI.

Cnocob npumeHeHus

[{nTapabuH MOXHO BBOAWTH IMyTeM MH(Y3UH WM WHBEKIHH, TOIKOXKHO, BHYTPHBEHHO HIIH
MHTparekanbHo. [loakoXHO pa3spemaeTcs BBOAWTH TOJIBKO PacTBOpP VIS HHBEKUHA C
koHUeHTpaured 20 mr/mn. CranmapTHas [03a A MOAKOXKHOTO MPHUMEHEHHUsS COCTaBIISAET
20-100 Mr/m* B 3aBUCHMOCTH OT MOKa3aHMI{ H peXKHMa JIO3UPOBaHHH.

JU1si MHTpaTeKanbHOro BBEACHHS JIEKAPCTBEHHOrO Mperapata M INpH JICYEHHH BBICOKMMH
N03aMH, a TaKXe MpH JICUCHHH JETeH N0 3 JeT, 3alpeliaeTcs HCIOJIb30BaTh PacTBOPHI,
cozepxalne OEH3UIIOBBIN CITUPT.

MHpopmauus o MpUroToBIeHAN pacTBOpa Mpenapara puBe/ieHa B paszene 6.6.

4.3 [IpoTuBonokazanus
® THUNEPYYBCTBUTENBHOCTH K JEHCTBYIOIIEMY BEIIECTBY WJIH JIFOOOMY Jpyromy
BCIIOMOTATEIbHOMY BELIECTBY, YKa3aHHOMY B paszene 6.1;
® aHeMus, JEeHKONEHHsS W TPOMOOUUTONEHUS HE3I0OKaYeCTBEHHOW JTHOJIOTHH (HAmpHMeEp,
anjiasust KOCTHOTO MO3ra) IPH YCJIOBHH OLIEHKH PUCKA U 0XKHIAEMOM II0JIb3bI;
® JICTCHEpPaTHBHBIC M TOKCHYECKHE 3HUEehATONaTHH, OCOOEHHO MOCIE HCIOJIL30BaHHs
METOTpeKCcaTa UiIH JIy4eBOH Teparuw;
®* B mepuoa OEpEMEHHOCTH NPHMEHEHHE LUWTapaOHHa BO3MOXKHO TOJNBKO M0 CTPOTHM
NOKa3aHWsAM ¥ TMIpH YCJIOBMM, YTO OXMOAeMas TMOjb3a [UIS MaTepd MpPEBBIIIAECT
NOTEHUMAIbHBIA PUCK A 1oja (cM. pa3nen 4.6).

4.4. OcoOble yKka3aHHsl H MepbI NPEA0CTOPOKHOCTH NPH NPUMEHEeHHH
Ocobvie mepbl bezonacnocmu
[lockoneky umtapabun o6nagaeT TOKCHYECKMMM CBOHCTBAMH, NpH paboTe C HUM
HEOOX0IMMO COOMIONATE CIIEAYIOINE PEKOMEH TALIUH:
— MepcoHall J0JDKeH o0nanaTh HaBbIKAMH pa3Bel€HHs, BBEIEHHS JIEKAPCTBEHHOTO
npenapara U o0pamieHus ¢ HUM;
—  OepeMeHHBIM EHIIMHAM 3alpelieH0 paboTaTh ¢ JEKApCTBEHHBIM MTPENApaToOM:;
— TMepcoHall JO0/DKEH HOCHTh 3allMTHYIO oAexay (O4YKH, MEIWUIMHCKHE XasaThbl,
OJIHOpA30BbIE NMEPYATKH U MACKH);
— JUIs pa3BElE€HHs pacTBOpa CJIEIyeT OTBECTH CIELHabHBIA Y4acTOK (XKenaTeabHO C
JTAMHHAPHBIM BO3IYLIHBIM MOTOKOM);
— paboyas MOBEPXHOCTh JOJKHA OBITH 3alMINEHA [MOrJolaield OyMarod ¢
MJ1IaCTMaCCOBOH OCHOBOH OJJHOPAa30BOTO MCIIOJIb30BaHHUS;
— BCe MaTepHallbl, KOTOPbIE HCIOIB30BAJIM NPHU pa3BEICHUHU, BBEIECHUHU JIEKAPCTBEHHOTO
npenapara ik yoopke (BKIrouas epyaTKy), HEOOXOIMMO YTHIIH3UPOBATh B COOTBETCTBHH €
JENCTBYIOIHUMH TpeOOBaHUIMMU;
— TIpH CJIy4allHOM [ONAaJaHU¥ Ha KOXY MM B TrJja3a, TMOPAKEHHOE MECTO CIEayeT
HEMENJIEHHO TPOMBITH OOJBLUIMM KOJHYECTBOM BOJBI, BOAOH C MBUIOM MWJIH PacTBOPOM
OrkapOoHaTa HaTpus, a TaKKe 0OPATUTHCS 38 MEIUIIUHCKON MOMOIIBIO;
—  pa3NUTBHIA pacTBOp HEOOXOMMMO CMBITh OydepHbIM pacTtBOopoM ¢ pH 7-8 (Hampumep,
dbochaTHO-OyhepHBIM pacTBOPOM).
Tonbko BpayM, HMMEIOLIME OMNBIT TPOBEACHUS MPOTUBOOINYXOJIEBOH TEpanuu, HIOJKHBI
Ha3HayaTh JiekapcTBeHHBINH mnpenapat [{utapabun. Ilepen HasHaueHueM JIEKapCTBEHHOTO
npenapata [lutapabuH Bpay JOMKEH O3HAKOMHUTBCA €  TPUBEACHHBIMH  HHXKE
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PEKOMEHIAUAMU M MPOBECTH OLEHKY COOTHOIICHHS HOTeHHHaHbHOH HOITh3BI IS naunema
¥ PHCKa Pa3BUTHS TOKCHYECKUX SBJICHHUM. )
OcHoBHBIM TOKcHYecKUM 3(dexToM mpenapara nuTapabiHa SBISETCS YTHETEHUE (byHKuml
KOCTHOro Mmo3ra. C OCTOPOXXHOCTBIO CJEQyeT Ha3HayaTb JI€YEHHE IIallMeHTaM, YXKe
CTpaJlalOIlMM yTHETEHHEM KOCTHOTO MO3ra, BBI3BAHHBIM MPEIBIAYLIIHM MPUMEHEHUEM
npenapatos. Ilauuentsl, nomywaromme I{utapaGuH, DOMKHBI HAaXOAWTHCS IOX CTPOTHUM
MEIMLUWHCKMM HaOJIOIEHHEM M B XOJ1€ MHIYKIHOHHOM Tepanmiy I0KHBI €XKEeTHEBHO C1aBaTh
aHanu3bl KPOBH Ha JICHKOUMTHI U TpoMbouuThl. [locne Toro, kak u3 mepudepuueckoil KpoBH
MCUE3HYT OJIaCTHBIE KIIETKH, CIIENYET PEryIsspHO MPOBOANTE UCCIIENOBAHUSA KOCTHOTO MO3Ta.
B mnepuon Tepanuu nauMeHTH! JOJDKHBI MPOXOAMTH JIEYEHHE B JIEYeOHOM YUPEKICHWH,
MMEIOIEM  CNeUHalIbHOE  MEIUIIMHCKOEe  0o0OpynOBaHHE  [UIS  MOHHMTOPHPOBAHHS
MEPEHOCUMOCTH JIEKAPCTBEHHOTO TMpenapata M Ul 3allUThl U IMOJIEPKAHUS JKHU3HEHHBIX
(DYHKUMH y MalMEHTOB, CTPANAIOLIKMX OT JIEKAPCTBEHHOM TOKCHYHOCTH (IPaHy/IOLHTONCHHAS,
CHH)KEHME 3aLMTHBIX CHJI OPraH13Ma, FeMopparisi i TPOMOOIMTONIEHHS).
Bo Bpemst neyenns coo6Ianoch 0 BOSHUKHOBEHHH aHAHMIAKTHIECKOMH PeaKIHH, BO3HAKLIEH
HEMOCPENCTBEHHO ~ TOCJE€  BHYTPMBEHHOTO  BBEICHHS, KOTOpas 3aTeM  BhI3bIBajla
KapIMOMyIbMOHABHBIN WOK, TPEOYIOIMH peaHUMAaLHOHHBIX MEPOTIPHUSATHIA.
Ilocne nevenns uuTapaGMHOM B SKCIEPUMEHTANBHBIX 033X COOOLIATOCH O BOIHHKHOBEHHHU
TSOKEJTBIX TOKCHYECKMX PEaKLH#, MHOTIA C JETaTbHBIM HCXOJAOM, CO CTOPOHBI [EHTPATBHOM
HepBHOH chctembl (LIHC), xemy1o4Ho-KHIIEYHOro TpakTa ¥ JIerkux (OTIHYAIOMIHECS OT TeX,
KOTOpbIE BO3HMKAIOT BO BpeMsl NIPHEMa CTaHAAapTHBIX 103 uuTapabuna). K TakuM peakumsm
OTHOCATCA: 00paTHMOe TMOBPEXIEHHE POTOBULL; B GOJBUIMHCTBE CIydaeB 0OGpaTHMBIE
HapylIeHus: (yHKUMM FONOBHOrO MO3ra M MO3KeYKa, B TOM YHCIIE W3MEHEHHE JHYHOCTH,
COHJIMBOCTE M KOMa, KOHBYJIbCHH; S3Bbl HKEITYyJOYHO-KUIIEYHOTO TpPaKTa C TAKETBIM
TCYCHHEM, B TOM YHCJIE KHCTO3HBIA ITHEBMATO3 KHMIUIEYHHKA, YTO NMPUBOAHUT K MEPUTOHHUTY;
Cerncuc 1 abclece NMEYeHH; OTEK JIETKUX.
B penkux ciyuasx coobmanock o HeBponorndeckux >G@ekTax, TaKuX KaK KBaApHIIErHs H
napanud, MPpEeUMyILIECTBEHHO CBA3AHHBIX C HHTpATeKalbHBIM BBeleHHeM. OTaebHbIE Cilydan
ObITM  TaK)Ke 3aperMCTPHPOBAHbI NIPH BBENEHHWM BBICOKMX BHYTPHBEHHBIX 103 BO BpEMs
KOMOWHHPOBAHHBIX PEKHMOB XMMHOTEPAITHH.
Coobmanocs 0 BO3HHKHOBEHHH OTCPOYEHHOTO MPOrPECCHPYIOIIEro BOCXOISIIEro Napanyiya,
KOTOPBIH MPUBOIMII K JIETATBHOMY HCXOJY, Y JETEH C OCTPbIM MHEIOLUUTAPHBIM JEHKO30M
TOCJIE MHTPATEKAIBHOrO BBEJEHHs LUTapabWMHa B CTaHOApPTHBIX J03aX B KOMOWHALMU C
JOPYTMMHU TIpenapaTamy.
KanueporeHHoCTs M MyTareHHOCTb LMTapabuHa OBUIM JOKa3aHBI B XOJ€ MCC/EIOBAHHH Ha
KUBOTHBIX. [Tono6HOE neficTBHE He MOXET ObITh MCKIIFOYEHO TIPU JAJIUTENBHOM PUMEHEHHH
JieKapcTBEHHOTO npenapata L{utapabun y monaei.
Kak u npyrue umtorokcnueckue mpenapatsl, [{uTapaGuH MOXeT BBI3BaTh IMNEPYPHKEMHIO
BCJIEACTBHE OBICTPOTO pa3spyLIEHHs] HEOTIaCTHYECKUX KJIETOK. [103TOMy BO Bpems JieueHHs
CJIEAYET PEryJIipHO TMPOBEPSATE YPOBEHb MOYEBOH KHCIOTHI B KPOBH M IPH HEOOXOAHMOCTH
Ha3HayaTh MOAAEPKHUBAIOIIYIO TEPATTHIO.
HeoOxonvMo npoBOANTE MEPHOAMYECKYIO OLEHKY (YHKUHH MOYEK M TEYEHH, a TaKKe
KOCTHOro Mo3ra. CHuXeHHe 103 He TpeOyeTcs y MalueHTOB ¢ HapyIIeHHeM QYHKIIHH MTOYEK.
[leuenb HEHTpamM3yeT 3HAYUTENBHYIO YacTh MPUHATON 103bI HUTapabHHA. Y MaLHEHTOB CO
CHIKEHHON (yHKIMEH TNeYeHH peKOMEHIyeTCsl MpPUMEHSTh JIEKAPCTBEHHBIA Ipemapar C
OCTOPOXXHOCTBIO, JEJAaTeIbHO B YMEHBIIEHHBIX [03aX. Ecium B pe3ynpTare MOAABIEHHUS
NesTeNIbHOCTH KOCTHOTO MO3ra M3-3a MpUeMa Ipenapara 4ucyio TpOMOOLHMTOB CTal0 MEHBIIE
50 000 wiM ¥MCIO MOTHMOPDHOSAEPHBIX IPAHYIOUHTOB YMEHBLIMIOCH Hike 1000/MM?,
HEOOXOIMMO pacCMOTPETh BOZMOXKHOCTh IPEPbIBAHUS HIIM H3MEHEHHS TPOrpaMMbl JIEYEHHUS.
KonnyecTBo (OpMEHHBIX 3JIeMEHTOB meprpepruyeckoifl KpPOBH MOXET MPONOJIKATH
CHWXATbCA M TI0CJE€ OKOHYAHWS [pHEMa JIEKapCTBEHHOTO TMpernapara ¢ HAWMEHBLINM
3Ha4YeHWeM uepe3 5-7 aued. Tepanuio pekOMEHI0BaHO HAYMHATH 3aHOBO TOC/]E TOTO, Kak
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TMIOSIBATCS YETKUE TIPU3HAKU BOCCTAHOBICHRA (bymcmm KOCTHOLO. Mo3ra He cnezlyéT XKIaTh
N0 TeX 1op, moka OyayT MOJydYeHbl HOpPMaJbHbIE TOKa3aTeNM KpPOBH, 4YTOObI BO30OOHOBHTH
Tepanuto. Ecnu neyeHne He BO30OHOBHMTH A0 TeX MOp, KaK MOKA3aTed KPOBH BEPHYTCH K
HOpMeE, 00JIE3Hb MOXKET BBIHTH U3-110J1 KOHTPOJIA.

C uenbro yMeHbIIEHUS TOLIHOTHI M PBOTHI, BO3HUKAIOIIKX HA (OHE GBICTPOTO B/B BBEICHHS
OonbUIMX 703 Tpernapata W MPOJOJDKAIONIMXCA B TEYEHHE HECKOJBKHX YacoB IOCIE
MHBEKLIMH, PEKOMEHZI0BaHO BBOAMUTH Mpenapar myTeM JUTHTENIbHBIX HHDY3Hi.

[Ipn npumenenun llutapabuna B OOGBIYHBIX 032X B COYETAHMH C APYTMMH MNpenaparamu
co00WWAanoch 0 BO3HUKHOBEHHH 00Jied B XUBOTE (NEPUTOHMTE), KOJIHMTE C MOJIOXKHTETLHOM
peakiueii Ha rBasKoBYIO NPOOy U COMYTCTBYIOLIEH HENTPO- U TPOMOOLUTONEHHEH, TIPH ITOM
y NMaluMeHTOB Habr0alICs MONOXKHUTEIBHBIN OTBET Ha KOHCEPBATHBHOE JIEYEHHE.

Takxe y naumenTtoB, nmonywarommx L[uTapaGuH B coueTaHuu C APYTMMHM MpenapaTamu,
BO3MOHO pa3BUTHE OCTPOTO MaHKpPeaTUTA.

Crnenyet u3beraTb OQHOBPEMEHHOTO MEPETHBAHMS TPAHYIOLMUTOB, Tak KaK COOBIIANOCH O
BO3HUKHOBEHHUH TXKEJION IbIXaTENbHON HEAOCTATOYHOCTH.

Venemenue ummynumema/nosviuennas cknonnocme x ungpexyusm

BBenienne XUBBIX MM aTTEHYHPOBAHHBIX JKUBBIX BAKLMH MAIHEHTAaM, HMMYHHTET KOTOPBIX
ocyiabyieH BCIENCTBUE TIPHEMa XHMHOTEPAINEBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB, B TOM
YHCIIe UNTapabuHa, MOXKET NPUBECTH K Pa3BHTHIO CEPHE3HBIX HJIH CMEPTEJBHBIX HHMEKIH.
[launenrtam, xotopele momyyarot [{urapaGuH, cnemyer uzberaTh BBEIEHHS JKMBBIX BAKIIHH.
B0o3MOXHO BBeleHHME MHAKTHBMPOBAHHBIX MM YOMTHIX BAKIMH, OJHAKO OTBET Ha TaKHe
BaKLMHBI MOXET OBITH crabee.

Jleyenue goicokumu 0ozamu

Y B3pOCNBIX TALMEHTOB C OCTPbIM  HEIMM(OUMTApPHBEIM  JEHKO30M  pa3BHiIach
nepugepryeckas MOTOPHAs M CEHCOpHAs HEHpOmaTusl Mocie KOHCONMAALHH BBICOKMMH
J103aMHu uMTapabuHa, fayHOpyOHIIMHA U acrapariHasbl.

[TauueHTOB, KOTOpBIE MONTYHAIOT JIEYEHHE BBICOKHMH J03aMM JIEKAPCTBEHHOTO Mpernapara
[lntapabun, neobxomumo o6cienoBaTh Ha HAJIMYHE CHMITOMOB HEHPOMATHH, MOCKOIbKY
MOXET MOTPeOOBaTLCS KOPPEKTUPOBKA peXHMa JO3HPOBAHUS BO M30€XaHHE HEOOPATHMBIX
HEBPOJIOTHYECKUX HAPYIIEHHUH,

[locne neuenus BBICOKHMH [03aMH, COOOIIATOCH O BO3HHKHOBEHHMH TSKEJIBIX HApyIIEHHH
¢ynkumm jerkux: octporo pecnupatopHoro auctpecc-cunapoma (OPJIC) u  GwIcTpo
MIPOTPECCUPYIOIIEr0 OTEKA JIETKUX.

Coobmanoce 0  ciydasXx KapAHOMHMONATHH C TOCIAEAYIOIEH CMEpPThIO  MOCTE
OKCMEPUMEHTAIbHOIO NMPUMEHEHHUsI BBICOKMX 103 LMTapabuHa W uukiodochamuga nepen
nepecagKkoi KOCTHOTO MO3ra.

PHCK HEHPOTOKCHYHOCTH YBETHYMBAETCS [pPH MPUMEHEHHM BBICOKHX 103 LMTapabuHa B
COYETAaHUH C JIYYE€BOHW Teparnued, WM y MAlHEeHTOB, KOTOPhIE paHee MPOXOIWIIN JIEYEHHE
[UHC nytem uHTparekanpHO#H XuMHoTepanuu. [Ipy HHTpaTeKalbHOM BBEIEHHH, KaK U B
ciy4yae Ji00Oro Ipyroro HMHTpaTeKallbHO BBOAMMOTO TIperapara, CIeAyeT MpOsSBIATH
OCTOPOXKHOCTB, €CJIM Jy4eBas Tepamnus MPOBOIMTCS BO BPEMs MJIH TOCIE JICUEHHS, TaK Kak
OOIIENPU3HAHHO, YTO 3TO MOXET YCYryOUTh TOKCHYHOCTD JTy4€BOi TEPAITHH.

Jemu

be3onacHOCTE MpuMeHeHHs Tpenapara y MiIaieHIeB He Oblia YCTAHOBJIEHA.

4.5 B3aummojaelicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH MPENapaTaMH M [pyrHe BHIBI
B3aHMOJEHCTBHSA
CepzeuHble TTHKO3U/IbI
AbcopOumst TabNeTOK [JWTOKCHHA B  JKENyJOYHO-KHIIEYHOM TpaKTe MOXKET ObITh
CYIIECTBEHHO CHM)XXEHA Y MalHEeHTOB MpPU NMPHUMEHEHHH KOMOMHHPOBAHHOM XMMHOTEpAIUH
(BKJTIOYas CXEMBbl, colepxalue uuTapabuH), BO3MOXHO, B pe3yjlbTaTe BPEMEHHOIO
MOBPEXICHHS CIM3UCTON 000IOYKH KHIIEYHHKA, BEI3BAHHOTO LINTOCTaTHKaMH. Y MalHEHTOB,
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NMONMyYaBIINX GeTa-aleTHIINIOKCHH W XHMHUOTEPAIHIO, BRIIOYaBLIYIO S UHKIOGOCHaMu, |
BUHKPHCTHH M TPEHU30H, HaOII0AAI0Ch 00paTUMOe CHH)KEHHE PaBHOBECHOH KOHLEHTPaluH
JMIOKCHHA B TJa3M€ KPOBH M IMOYEYHOW 3KCKPELMH T[JIMKO3WAa HE3aBHCHMO OT IpHEMa
uutapabuHa wiau npokap6asuHa. OrpaHHYeHHBIE AaHHBIE CBHIECTENBCTBYIOT O TOM, 4YTO
COMYTCTBYIOILEE BBEJCHHE CXeM KOMOWHMPOBAHHOW XMMHOTEPANHH, KOTOPBIE YMEHBINAIOT
BCAChIBAHWE JIMTOKCHHA, CYLIECTBEHHO HE BIMSET Ha CTENEHb BCACBIBAHWS JUTMTOKCHHA B
XKEJyOYHO-KUIIEYHOM TPaKTe. Y CTAHOBJICHO, YTO KOHLIEHTPALMH JUTMTOKCHHA B IJIa3Me He
M3MeHAIOTCS. M3MeHenuii B paBHOBECHOH KOHILEHTpAl[Md AWUTHUTOKCHHA HE OOHapyXeHO.
[losTomy crenyeT KOHTPOIHPOBATh KOHLEHTPALMIO IUTOKCHHA B IIJIa3M€ KPOBH MAllHEHTOB,
KOTOpbIE MPUMEHSAIOT NOAOOHBIE PEXHUMBI KOMOMHHPOBAHHOW XUMHOTepanuy. HazHaueHwe
JWTMTOKCHHA TAaKUM MALMEHTaM MOXET paccMaTpPHUBAThCS KaK albTEPHATUBHOE JICYEHHE.,
[‘eHTamMuMH
Wccnenosanus in vitro B3aumMozmeicTBUS MeXIy NeHTAMHLMHOM M LIMTApabHHOM MOKa3aIH
AHTarOHUCTHYECKOE JIEWCTBUME LMTapabWHa Ha YYBCTBHTENBHOCTh K ILITAMMaMm OaKTepuit
K. pneumoniae. J10 uccrnenoBaHne NaeT BO3MOXHOCTb MPENOI0KHTh, YTO Y MALHEHTOB,
MPUHUMAIOIINX UWTapabWH W TEHTAMHLUMH MU JIEYeHHs WHQEKUMH, BbI3BAHHBIX
K. pneumoniae, ~ oTcyTcTBHE  GBICTPOrO  TepaneBTHYecKoro  dddekTa  MOXeT
CBHJICTEJILCTBOBATH O HEOOXOMMOCTH TTOBTOPHOM OLEHKH aHTHOAKTEPUAILHOM Tepanuu.
5-QTOPUMTO3MH: KIMHMYECKHE MNaHHblE CBHAETENLCTBYIOT O BO3MOXHOM CHIKEHHH
o PeKTHBHOCTH 5-(TOPUHUTO3HHA NPH OXHOBPEMEHHOM MPHUMEHEHHMH C LHTApaGHHOM. JTO
MOXET OBITb CBA3aHO C MOTEHUHAIbHO KOHKYPEHTHBIM HHIHOMPOBAHHEM €r0 HaKOTLICHHS.
MIMMYHOCYTIpeCCHBHBIE MpenapaThl
Bupychble, GakTepuanbHble, TPHOKOBBIE, MApa3UTAPHBIE MM CAnpOGHUTHBIE HHQEKIHH
000 JIOKAU3aLIMH MOTYT GbITh CBSI3aHBI C IPUMEHEHHEM [MTAapabHHA B MOHOTEPAITHH HITH
B KOMOMHALMK C IPYTMMH HMMYHOICTIPECCHBHBIMH JIEKAPCTBEHHBIMH TIpenapaTamMy B 03aX,
BJIMAIOINX Ha KJIETOYHBIH MM IYMOPAIbHBIH UMMYHHUTET. DTH MH(EKLHMH MOTYT OBITh KakK
1260 BBIPaXXEHBI, TAK K MOTYT ObITh TSKETBIMH H 1aXe JTETATbHBIMH,
MeTtoTpekcar
®apMaKoMHAMHYECKOE B3aHMOLEHCTBHE METOTPEKCATa M HHTapabHHA MOXET MPUBOINTD K
sHUEeDATONATHH.

4.6 ®epTHILHOCTD, 6EPEMEHHOCTb H JAKTALHS
JKEHIMHBI ¢ 1eTOPOIHBIM NOTEHIHATOM (KOHTPALIETIIHS Y MY)KYHH M JKEHIIHH)
MyK4YnHaM ¥ XKEHIIMHAM PeNpOayKTHBHOTO BO3pacTa peKOMEHIYeTCs Ul MTPeA0TBPAICHHUS
BO3HUKHOBEHHsI OEPEMEHHOCTH MPHMEHSATH COOTBETCTBYIOIIHE CPENCTBA KOHTPALEILHU BO
BPEMSI JIEUEHUS U CIIYCTS 6 MECSIIEB TTOCJIE €r0 OKOHYAHHUS.
bepemeHHOCTB
B HccnenoBaHusX Ha OKMBOTHBIX UMTapabWH TpPOSBIAN  TEpPaTOTEHHBIE CBOWCTBA.
[IpumMenenne Bo Bpems GepeMEHHOCTH, OCOOEHHO B IMIEPBOM TPUMECTPE, HE PEKOMEHIYETCs.
Hasnauenne nmrtapabuna GepeMEHHBIM JKEHIIMHAM WJIM KEHIIHHAM, KOTOphIE MOTYT OBITh
OepeMeHHbI, BO3MOXHO TOJBKO MMpPH YCJIOBHM, 4YTO OXMAAeMas I0jb3a IS MaTepH
MepeBelnBaeT MOTECHUMAIBHBIA PUCK S IUIOJA; MO3TOMY B KaXIOM HHIWBUIYaTbHOM
ciIy4ae J0JkHa OBITh MPOBEAEHA TINATEILHAS OLIEHKA.
['pynHOE BCKapMiIMBaHHUE
Hewu3ssecTHo, nonanaeT nu npenapar B rpyJHOE MOJIOKO, TTIO3TOMY €T0 HE CJIEAYET MPUMEHSTh
B IEPHOJ KOPMJIEHUS TPYIBIO.
DepTUIBHOCTD
Mccnenoranus penpoayKTHBHON TOKCHYHOCTH LUTapabuHa He MPOBOJUIMCH. Y MALEHTOB,
KOTOpBIE JIeYaTcss LUUTapaOWHOM, OCOOEHHO B COYETAHHWHU C AIKWIMPYIOMIMMH areHTaMmH, B
pe3ysbTaTte nofaBieHust GYHKIHHU MOJOBBIX XeJle3 BOZMOXXHO BOBHUKHOBEHHE aMEHOPEN HITH
azoocriepmuu. [IpeanonoxuTenbHo, 3TH HEXENATEeNbHbIE SBICHUS HUMEKT 3aBUCHMOCTH OT
J03bI ¥ TPOJODKHTEBHOCTH JICUYEHHS, U MOTYT ObITh HEOOpaTUMBIMH. YYHTBIBAs, 4TO
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uMTapaGuH 06agaeT MyTareHHBIM MOTEHIIMAIOM, KOTOPBIH MOXKET BbI3BIBATHXPOMOCOMHbIE
MOBPEX/ICHHS B CHEpPMATO30MIax deJOoBeKa, MYKYMHAM, MpOXOMAMAM KYpC TCUCHUS
uUMTapabMHOM, W WX NapTHEpaMm ClieqyeT PEeKOMEHAOBATh HMCIOJb30BaTh HAAEKHBIH METOX
KOHTpALEMIHH BO BPEMsI ¥ B TEYEHHE 6 MECSILIEB MOCTIE JICUSHHUSI.

4.7 Bansinne Ha cNOCOGHOCTH YNPABJATH TPAHCIMOPTHBIMH CPEACTBAMH H padoTaTh ¢
MeXaHH3MaMH
[{uTapabvn He BIMSET HA CMOCOOHOCTH YNpPAaBAATh TPAHCHOPTHBIMHU CPEACTBAMH HIIH
paboTaThk ¢ IpyrMMH aBTOMAaTH3UPOBAaHHBIMU CHCTEMaMHU. TeM He MEHee, BO BPeMs JIEYEHHs
UMTapaOMHOM MOTYT BO3HHKATh HE)XENATeNbHBIE SBIEHMS, BIMAIOLIME Ha CIOCOOHOCTH
yTpaBjisTh TPAHCIIOPTHBIMH CpEICTBAaMH M paboTaTh ¢ MexaHM3MaMH. B TakoMm ciydae
YTpaBJiATh TPAHCIIOPTHBIMU CPEACTBAMH MJIM JPYTHMH aBTOMAaTH3MPOBAHHBIMH CHCTEMaMH
HE PEKOMEHIyeTCsl.

4.8 HexxeslaTe/ibHbIE peaKUH
Cnenyrolue HexenateNabHblE SBJICHHUS ObUIM 3apeTHCTPUPOBAHBI B CBA3M C TPUMEHEHHEM
uuTtapabuHa.
YacToTa BCTpeuaeMOCTH TMpeACTaBlIeHa CIEAYIOMKMM 00pa3oM: oueHb Yacto (>1/10); yacto
(=1/100, <1/10); newacto (>1/1000, <1/100); pexxo (1/10 000, <1/1 000); oueHs pemko
(<1/10 000); yactoTa Hen3BeCTHA (HE MOXKET OBITH OLIEHEHA IO UMEIOIIUMCS JAHHBIM).
HexenatenbHple peakuuu, BbI3BaHHbIE LUTapaOMHOM, 3aBHCAT OT 103kl Hambonee
pacnpoCTpaHEHHBIMH HEXKENIATEIbHBIMU PEAKUUSIMH SBIISIOTCS HAPYIIEHHS CO CTOPOHBI
XKEJTyJOYHO-KHUIIEYHOro TpakTa. [lutapabuH MMeeT TOKCHYECKOe BO3JEHCTBHE HA KOCTHBIH
MO3T, BbI3IBAET HAPYIIEHHUS CO CTOPOHBI KPOBH.
Hughexyuu u uneazuu
Heuacmo: cencuc (MMMyHOCYTIpeccHs).
Lobpoxauecmgennbie, 310kayecmeennbie U _HEYMOYHEHHbIE H08000pA306anus _(8KI0YAS
KUCMbL U NOJUNBL) :
Heuacmo: nenturo.
Hapywernus co cmopoubl kposu u iumgamuyeckou cucmembl
Yacmo: anemus, merasio01acto3, JEHKOMEHUS, TPOMOOIIUTONICHHS.
Yacmoma neussecmua: peTUKYIOUUTONEHHUS, HEUTPONIEHUS, GUOPHIIbHAS HEHTPOTIEHHUS.
CreneHb TSHKECTH STUX PEaKLUi 3aBUCUT OT J03bI K CXEMBI JICYEHHS.
Hapywenus memaboruzma u numanus
Yacmo: aHOpEKCHs, THIIEPYPHKEMHUS.
Hapywenus co cmopousl 11epeHou cucmembl
Yacmo: B BBICOKMX [03aX HapylleHHs (QYHKIHE TOJIOBHOTO MO3ra M MO3Xe4Ka C
YXyALIEHUEM YPOBHS CO3HAHHUS, TU3APTPHUs, HUCTArM.
Heuacmo: ronosHas Oonb, nepudepudeckas HeWpomaTWs W  Maparierds IpH
WHTpaTEKAJIbHOM BBEIEHHH.
Yacmoma Heuzgecmua: TONOBOKPYXXEHHE, HEBPUT, HEHPOTOKCHYHOCTE W 00Ib,
HEHpPOTOKCHYECKasH ChITIb.
Hapymenwz CO CMOPOHbBL OpeadHa 3PEeHUs
Yacmo: o6paTUMBII reMOopparuyecKuii KOHBIOHKTHBUT (CBETOOOSA3HB, XOKEHHE, HApYILICHHE
3peHUsl, YCUJIEHHOE CIIe30TEYEHHE), KEPATHT.
Yacmoma Heuzeecmua: KOHBIOHKTHBHT.
Hapywenus co cmoponwl cepoya
Heuacmo: nepukapaur.
Ouenb pedko: apuTMUsL.
Yacmoma HeuszeecmHa: CUHyCOBasi OpaguKapaus.
Hapywienus co cmoponbl OblxamenbHOol CUcmeMbl, 0p2anos 2pYOHOU KNemKy, cpeioCmeHus
Heuacmo: mHEBMOHMS, OMIBIIIKa, OOJIb B TOpIIE.
Xenyoouno-kuuieunvlie HapyuleHus
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Yacmo: nucdarus, 6056 B XHUBOTE, TOLUIHOTA, PBOTA, AMapes, BocnaneHHe mm u31>a33nenne
CITU3UCTOH 000JI0YKH MOJOCTH PTa WM aHATBHOW 00acTu. | Pecrybaisx Be :
Heuacmo: sa3Ba nuiueBona, 330¢arut, MHEBMaTO3 KHIIEYHNKa, T HEKpOTHYECKHUH Konm
TIEPUTOHUT MAaHKPEATHT.
Yacmoma Heuzsecmna: xeny109YHO-KHUIIEUHbIE KPOBOTEYEHHS.
TourHoTa ¥ pBOTa Yalle BO3HUKAIOT MOCJE OBICTPOro BHYTPUBEHHOTO BBEICHHS.
Hapywienus co cmoponbl neyenu u icea4esbleo0suyux nymeu
Yacmo: HapyuieHre QYHKIMH NIEYEHU ¢ 0OpaTHMBIM MOBBILIEHUEM aKTUBHOCTH MEYCHOYHBIX
bepMeHTOB.
Yacmoma neuzgecmua: TUCHYHKIUS TIEYECHH, XKENTyXa.
Hapywenus co cmoponbl K0d#cU U NOOKONCHBIX MKAHeU .
Yacmo: sputema, Oynje3Hbll JepMaTWUT, KpanWBHHUIA, BAaCKYJIMT, anomeuus. Hocsr
0oOpaTuUMBIH XapakTep.
Heuacmo: n3bsi3BieHre KOXKH, 3y, )Krydasi 60J1b B JTaJOHSAX M [MOJIOIIBAX CTYMHEH.
Ouenb peoko: HEUTPOPUIBHBIN SKKPUHHBIN THIPAIEHHUT.
Yacmoma neuszeecmmua: Coilib, BECHYIIKH, KOXKHBIE TEMOpPparuy.
Hapywenus co cmoponbt mbluteunou, ckeremuou u coeQuHUmesbHOU mKanu
Heuacmo: muanrus, 6051 B cycTaBax.
Hapywenus co cmoponst nouek u moueguleo0suux nymeu
Yacmo: noveyHast HEAOCTATOYHOCTD, 3a7epKKa MOYH.
Yacmoma neussecmua: HapyuieHre GYHKIHUH MTOYEK,
Obwue HapyuwieHus u peakyuu 8 Mecme 66e0eHuUsl
Yacmo: nuxopanka, TpoMO0OGIEOUT B MeCTe BBEAEHHS, BOCMAJICHHUE MOAKOXHON >KHPOBOH
KJIETYATKHU (LIEJJTIOJIUT) B MECTE BBEJICHMUA.
Yacmoma neuszgecmua: paszapa)ieHue WIH BocnaleHne (MH(EKIMOHHBIA MpoIecc) B MECTE
WHBEKLHH, 00Jb B TPYAHM U KPOBOTOYHBOCTH CIH3HCTHIX 000JIOUEK.

Lumapabunoswiii cunopom:

[[uTapaOuHOBBIA CHHIPOM XapaKTepU3yeTcs JIMXOpaIKOH, MHUalIrued, Ooipr0 B KOCTAX,
uspeaka OoNBI0O B IpyIHOM  KJETKe, OJK3aHTEMOH, Maky/IomnamyJle3HOH  CBIMEIO,
KOHBIOHKTHBHUTOM, TOLIHOTOH W obwel cnabocteto. OO6BMHO OH HaOMOMAETCs 4epe3
6-12 4acoB mociie NPUMEHEHHS JIeKapCTBEHHOro mpernapata. JlokazaHa 3¢pdexTHBHOCTD
KOPTHKOCTEPOUIOB JUISl JIEYEHHUS M TNPOPHUIAKTHKH 3TOro cuHApoMa. Eciu cUMNITOMBI
CHHIpPOMA TOAJAIOTCS JIEYEHUIO, CJEAYeT pacCMOTPETh BO3MOXXHOCTb TPHMEHEHHS
KOPTUKOCTEPOMIOB BO BpeMsi Tepanuu nutapabuHoMm. Eciu neyenne 3¢GexTHBHO, TEPAITHIO
LM TapabUHOM MOXHO MPOIOJIKHTh.

HesxenaresbHble fIBJIeHNS, BOSHHKAIOIHE MPH BbICOKOA03HOH Tepanuu UUTapabuHoMm,
KpoMe Ha0J1101aeMbIX IIPH TepPanuy CTAHAAPTHBIMH 103aMH

Hapywenus co cmoponbsi kpogu u aumgamuyeckou cucmembl

['emaTonornyeckass TOKCHYHOCTH B BHJE INTyOOKO#H MaHUUTONEHUH, KOTOpass MOXET UTHThCS
15-25 nHeili BMecTe ¢ GoJiee TsOKeNO# ariazueil KOCTHOrO MO3ra, YeM MpH 0OBIYHBIX 103aX.
Hapywenus co cmopoHbl HepHou cucmembl

[Tocrne eyeHus BBICOKMMH 03aMH LUTapabHHA CHMITOMBI HapyleHUH QyHKIUKH rOJIOBHOTO
Mo3ra M MO3XeduKa, TaKhe KaKk M3MEHEHHs JMYHOCTH, HapylIeHHWEe BHHMMAaHHMs, IU3apTpH9,
aTakCcus, TPEMOp, HHUCTarM, TOJOBHas 00Jb, CIYTAHHOCTh CO3HaHWs, COHJHMBOCTE,
rOJI0BOKPYKEHHUE, KOMA, CyJJOPOTH BO3HUKAIOT B §8-37% nauneHToB. YacToTa BO3HUKHOBEHUS
y BO3PacCTHBIX MalMEHTOB (>55 neT) MoxeT ObITh BbIlIe. JIpyruMu MpeapacnosararoimmMm
¢baxkTopaMu SBISAIOTCS HapylleHHe (GYHKIMM TM€4YEeHM M I0Y€K, MpeAblaylliee JICUEHHE
LEHTPATbHOM HEPBHOW CHCTEMBI (HAmpUMep, JydeBas Tepamus) H 3I0yHoTpedreHne
ankorojeM. HapylieHus UeHTpalbHOM HEpBHOW cHUCTeMbl B OOJBIIMHCTBE CIy4aeB
00paTUMBIL.

PUCK TOKCHYHOCTH 7 leHTpaibHO# HepBHOH cucteMsl (LIHC) Bo3pacraer, eciu jeueHHE
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UMTapabWHOM B BBICOKOW J103€ COYETAeTCs C JIPYTUM TOKCHYECKI
KakK JlyueBasi Teparusi UK BHICOKHE J03bI LUTOTOKCHYECKUX MPENnaparoB.

Hapywenus co cmoponbsi opeana 3penus

[Ipn neueHUr BBHICOKHMH J103aMHW MOTYT BO3HHKHYTh 0OpaTHMBbIE MOBPEXKIAECHHS POTOBUIBI U
reMOpparn4eCcKuii KOHBIOHKTUBUT, H30€XaTh KOTOPBIX WM CBECTH K MHHHUMYMY HX
MPOSBJIEHUS MOXHO TMyTeM NpOoQUIAKTHKHA TJIA3HBIMH  KaIUIIMH,  COAEpXalllMMH
KOPTHUKOCTEPOUIBI.

Kenyoouno-kuweunvie napyuenus

[Ipy npuMeHEHMH BBICOKHMX 03 HApYIIEHWsS MOTYT HOCHTBH TSKEJBIA XapakTep, BO3MOXHO
npoboaeHNe KHIIEYHHKA, Pa3BUTHE HEKpO3a C HENMPOXOAMMOCTHIO, MEPUTOHMTA. Takke
co06manock 0 pa3BUTHH MAHKPEATUTA.

Hapywenus co cmoponel neuenu u dicenueevi800sugux nymetl

Coobmanocs 0 BO3HUKHOBEHHMH abcliecca MeYeHH, renaToMeraini, cunapoMa bagna-Kuapu
(MeYEeHOYHbIH BEHO3HBIH TPOMGO3) M THNEPOMIMPYOMHEMHM TMOCTE TEPANUM BBICOKHMH
JI03aMH.

Hapywenus co cmoponbl OvixamensHoil cucmemst, 0peanos epyoOHou Kiemki, cpedocmeHus.
IIpn npumenennu nurapabuna B BBICOKHX 103aX, MOTYT Pa3BUTLCS KJIHHHUYECKHME MPU3HAKH,
XapaKTepHbIE NI OTEKa JIETKMX WM OCTPOro pPECNHUpaTOpHOrO TUCTPECC-CHHIPOMA.
Peakuus, BepoaTHO, 0OycloBlEHA MOBPEXIEHHEM ATbBEONAPHBIX KaMHISApoB. [IpoBecTH
OUCHKY 4acCTOThbI 3aTPYIHUTEIBHO (MO JaHHBIM MyOmukauunit 10-26%), Tak Kak y MalHeHTOB
HacTymnaJl peLHANB, KOTAa U Apyrue GakTophl MOTJIM CIOCOOCTBOBATH TAKOW PEaKIIMH.
Hapywenus co cmoponbi penpodykmueHoii cucmembl u MOIOYHbIX Hcene3

AMeHopest, a300CTIepMHS.,

[Ipouee

Coobanock o ciryyasx KapaAHOMHOINATHH U pabGIOMHONM3A TIOC/IE TEPATIHU [IUTapabHHOM.
BeposaTHOCT HeXenaTeNbHbIX peakimii O CTOPOHBI KETYA0YHO-KUIIEYHOTO TPAaKTa MOXKHO
CHM3HTb, €CJTH BBOJIUTH NUTApabuH myteM MHQYy3un. s npouiakTHKH reMopparayeckoro
KOHBIOHKTHBHTA  PCKOMEHIOBAaHO  HMCNONB30BaTh  [Ia3Hble  KalUlM,  COJAEpIXKAllHe
TIIOKOKOPTHKOCTEPOHUIBI.

Bo Bpems jieueHust coobIanock 0 BO3HMKHOBEHHH aHA(HMIAKTHYECKUX PEAKLHH, KOTOpbIE
3aTEM  BBbI3bIBAIM  KApAMOMYJIbMOHAJIBHBIA  IIOK, TpeOYIOIIMHA  peaHUMAalHOHHBIX
MEpONPUATHH.

[Tpn uHTpaTeKaNbHOM MPUMEHEHHH COOBIIANOCH O CIEAYIOMMX HEXKENATeNbHbIX PEAKLIHX.
OxunaeMble CHCTEMHBIC PEaKlWH: yrHETEHHE KOCTHOTO MO3Tra, TOLIHOTa, pBoTa. MHorma
c0061AanoCh O THHKETOH HHTOKCHKALIWK CITIMHHOIO MO3Ta, PUBOAIIEH JaXe K KBaJIPHUILJIErHHU
M mnapajquyy, HEKpOTHU3MpYIOLleH »sHuedanonaTHu, CIENnoTe W IPYTUM H30JHPOBaHHBIM
HEHPOTOKCHYECKUM COCTOSHHSM.

Coobmenue 0 Mo103peBaeMbIX HEXKeJIATEIbHBIX PEAKIHAX

Baxno coobmarh 0 mOZO3peBaEeMbIX HEKENATENbHBIX pPEAKIMAX [OC/IE PErHCTPALHH
JICKapCTBEHHOr0  Npernapata ¢ Ledblo  obOecreyeHUs HENMPEpPHIBHOTO MOHUTOPHHTA
COOTHOILIEHHUS «MOJIb3a — PHCK» JIEKapCTBEHHOTrO IMpenapara. B ciydae BBISBICHUS
HEXKENAaTebHBIX peakUMd 1pu TNPUMEHEHUH JIEKQpCTBEHHOTO TIpernapara JaHHYIO
uHpopmanuio  cinenyer mepematb B YII  «LleHTp JKCepTH3 M MCHBITaHHMI
B 3JIpaBOOXpaHeHHn» (Www.rceth.by).

Taxoxe MHpOpMAIMIO O BBISBICHHBIX HEXETATEIbHBIX PEAKIUSIX Bbl MOXKETE MPENIOCTaBUTh
B aJIpec JiepiKatelis perucTpauoHHoro ynoctosepenns — PYII «benmennpenapatsi»:

— 1o reneponam +375-44-781-06-00 6o +375-17-222-78-38;
— TIOCPEICTBOM JJIEKTPOHHOH MouThl pharmacovigilance@belmedpreparaty.com.
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4.9 IlepenosupoBka
Creunguyeckoro aHTHAoTa He cymecTByeT. HeoOX0oauMO MpeKpaTuTh TEPANui |
TIPOBOANTL BCIIOMOTATENIbHbIE MEPOMPUATHS IO MPEIOTBPAIIEHUIO TSKEIOH EeNpeccUuu
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KOCTHOTO Mo3ra (reMoTpaHc(y3usi, aHTHOMOTUKOTEPAITHUs). mapycs
12-xpatHast BHyTpuBeHHas nHOy3us [{urapabuna B mo3e 4,5 Mr/M? KakIsle T2 9 BBI3BIBACT |

HeobpatuMble n3meHenust L{THC u netanbHBINH HCXO.
[{uTapaOuH BBIBOAUTCS MPH reMOARAIIH3E.

5. PAPMAKOJIOTUYECKUE CBOVMCTBA

5.1 ®apmakoaMHAMHYECKHE CBOMCTBA

®apmakorepanesTu4eckasi rpynmna: [IpoTHBoOmyxosieBble CpencTBa. AHTHMETAOOIHUTHI.

AHaJIOT¥ MUPUMHINHA.
Kox ATX: LO1BCO1.

5.1.1 Mexanusm aeiicTBus

B npouecce dochopunmpoBanus uurapabuHa, Haumbojee aKTMBHO IMPOTEKAIOIIEro B
OMyXOJIEBBIX (JIEHKO3HBIX) KJI€TKaX, 06pa3yeTcsi aKTHBHBIA MeTaboMHUT (apabHHO3UIT LIUTO3HH
Tprdochar—Apa-LIT®), yrueratomnit JHK-nommmepasy. Takxe cunrtes JJHK uarubupyercs
3a cueT BcTpanBaHus untapadbuna B JIHK. Lintocratnueckuit a3 dext sBiaseTcs 10303aBUCHM.
lutapabun sBnsietcs  S-pasocnenmpuunsiM  mpenapatoM. OH He BIHAET HH Ha
HenpoJindepupylolne KIeTKH, HU Ha TpONMUPUPYIOIME KIETKH, €CITH TONBKO OHH He
HaxoxsaTcs B S-(haze KJIETOYHOTO LMKJIA.

5.2 ®apmakoKHHETHYECKHE CBOMCTBA

5.2.1. A6copbumus

[Tpnem BHYTpPL sBiseTCs HEIDPEKTHBHBIM B CBS3M C HHU3KOH CTENMeHbIO abcopOuUMH B
KETYAOYHO-KUIIEYHOM TpakKTe€ M OBICTPBIM Je3aMUHUpOBaHHEM. [locie BHYTPUBEHHOrO
BBEJICHUA MEPUOJ TOJTyBBIBEICHHS B HadalbHOH (hase coctamiseT 10 MHHYT, B KOHEYHOH —
1-3 vaca.

5.2.2. Pacnipenenenne

[[urapabun  OBICTPO ¥ WMMPOKO pachpenenseTcs B TKaHAX, MPOHHMKAET dYepe3
remMatodHUedannueckuii 6apbep U Yepes MialeHTy.

Ilocne BHYyTpHBeHHON MH(Y3HH B CIIMHHOMO3IrOBOM XHAKOCTH MOCTHIAETCA KOHIIEHTpALHs,
paBHast 50% OT ypoBHSI B miasme KpoBH. [1ociie MHTpaTEKalbHOrO BBEICHHS, JIHMHHALIMSA
uuTapabuHa u3 CIIMHHOMO3TOBOW YKHIKOCTH MPOMCXOAMT MENJIEHHO, MPH 3TOM TMEPHOJ €ro
MOJTYBBIBEIEHHUS cocTaBisieT 2-11 gacos.

5.2.3. BoiBenenue

B nepsble 24 uaca BeiBomuTcs okosio 80% BBeOEHHOH 103kl JMO60 B BHIE HEAKTHBHOIO
MeTabonuTa, TH60 B HEH3MEHEHHOM BHJIE, B OCHOBHOM C MOYOH, 4acTh — C KEIYBIO,

5.3. laHHbIe JOKJIHHNYECKOH 6€30MacHOCTH

HccnenoBannss Ha JKMBOTHBIX MMOKA3alld, YTO LMTApaOWH B KIMHHUYECKHM 3HAYMMBIX 103aX
obnanaeT SMOPHOTOKCHYHBIM M T€PATOreHHBIM 3 PeKTaM NpH BBEICHHHU IPBI3YHAM B [IEPHO.
opraHoreHesa. IIpy BBeJEHHMHM B IepH- U MOCTHATAILHOM MEpPHOJAE LHUTApaOHH BHI3BIBACT
HapyUIEHUs Pa3BHTHS, B TOM YHCIIE MOBPEXICHHE MO3Ta.

HUccnenoanus BiusHUS UMTapabvHa Ha (GEPTHIBHOCTH HE MPOBOIMIINCH, €CTh JAHHBIE O
Pa3BUTHH aHOMAJMHM TOJIOBKM CIEPMATO30MIOB y MBILICH TMOcCie BBEIEHHS IUTapabHHA.
Lintapabun ob6mamaeT MyTareHHLIM M KJACTOr€HHBIM  JEHCTBMEM M BBI3bIBAET
3JI0KaY€CTBEHHYIO TPaHC(HOPMALIHIO KIIETOK IPBI3YHOB X Vilro.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Tlepeyens BcoMoraTe/bHbIX BEIIECTB
[ToBunon K-17.

6.2 HecoBmecTumMocTh
[{uTapaOun (U3NYECKH HECOBMECTHM C TEMapHHOM, WHCYIUHOM, S-(OTOpYypaluiioM,
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NEHULMJITHHAMU (OKCAllMJUTMH U TeHUIWLIHH G), MeTHnnpe‘ﬂHmaﬁoﬂa CyKIIHHaToM AATpUs. |
[nTapabun Hemp3s cMemMBaTH ¢ APYTHMH JIEKapCTBEHHBIMI ~TIPETapaTaMu, KpoMme
ykasaHHbIX B pasgenax 4.2 u 6.6. [lepen Tem, xak cMmelaTh JIEKapCTBEHHBIH Mpenapar ¢
KaKMM-JIM00 BELIECTBOM, HEOOXOIMMO MPOBEPHTH COBMECTHMOCTb.

h A2 ‘

s = 0

M RIPABOOXPAHEHHESA |
APVl !

i

6.3 Cpok roagnocTu
3 rona.
He ncnonb30BarTh Mo HCTEYEHHH CPOKA TOJHOCTH.

6.4 Ocobble MepbI MPEIOCTOPOKHOCTH NPH XPAHEHHH
XpaHuTb npu Temneparype He Boime 25 °C.

6.5 XapakTep 1 coaepkaHne NEPBHYHON YNAKOBKH
[To 1000 mr axtuBHOrO BemecTBa BO (JIAKOHBI BMECTMMOCTBIO 20 MJ, YKYNOpEHHbIE
npobkamu pe3uHoBbIMH. Ha (iakoH HAKJIEWBAIOT THKETKY M3 GyMaru MUCYeH MM ITHKETKY
camoknesuryrocs. Kaxapli ¢prakoH BMecTe ¢ JIMCTKOM-BKJIAIBIIIEM TIOMEIIAIOT B MayKy H3
KapToHa.
YnakoBka /s crauuoHapoB: 40 (JIaKOHOB BMECTE C JIMCTKOM-BKJIAIBIIIEM B PYIIIOBBIE
KOpOOKH.

6.6 Oco0Oble Mepbl NPENOCTOPOKHOCTH TpPH  YHHYTOKEHHH  HCIOJIb30BAHHOIO
JIEKapCTBEHHOT0  npemapara MJIH  OTXO0B, TMOJYYeHHBIX [0CJ€ NPHMEHEHHS
JIEKADCTBEHHOTO NMpenapaTa uin paboTel ¢ HUM.
[Ipucomosnenue pacmeopa 015 uHMpaAmMexKaIbHO20 U 6HYMPUBEHHOZ0 BEE)eH U]
PacTBOpUTENH, KOTOPBIE MOXHO HCNOJB30BATH Ui Pa3BEIEHHs TOPOIIKA, COAEPIKAILEroCs
BO (h1aKkoHe:
®  BOJA ISl UHBEKIIUH;
® pacTBop xJyopuaa Hatpus (0,9%);
®  pacTBOp IIOKO3bI (5%).
PactBop HeoO6xomuMmo pa3GaBnsATh 10 KOHIEHTpamuu wuuTapabuua 0,5 wmr/ma. C
MHKPOOHOJIOTHYECKOH TOYKH 3pEHHS PacTBOP CJIEAYET BBOAUTH HEMEICHHO.
Ana unmpamexanvnozo 66edeHun 1eKapcmeeHH020 npenapama u npu n1e4eHuu 6bIcOKUMU
dozamu, a makxxyce npu nedeHuu Oemeil 00 3 Jem, 3aANPEU{AEMCA UCNONB30EAMb
pacmeopel, codepicaniue beH3UN08bIH CRUPM.
[Tpn Heo6XoaMMOCTH pa3Be[€HHs pacTBOpa /IS MHTPATEKaIbHOrO BBEICHMS CleayeT
ucrnons3oBath 0,9% pactBop Xjopuaa Hartpus (MJIH, B COOTBETCTBHH C PEKOMEHIALMAMH,
CITMHHOMO3TOBYIO JKHAKOCTh MauueHTa 6e3 n00aBieHUI pacTBOpHTENEH; TakoW pacTBOp
CJIEJTye€T BBOJAUTH HEMEIJIEHHO MTOCJIE€ TPUTOTOBJICHHS ).
[lepen npumeHeHneM roToBbIi pacTBOP HEOOXOAMMO MPOBEPHTH IS HCKIIOUEHHS HATHYUS
HEePaCTBOPEHHBIX YaCTHULl MJIH U3MEHEHHSI OKPACKH.
[{urapaOuH  MOXHO  TNPHMEHATh  OJHOBPEMEHHO C  METOTPEKCATOM,  JAPYTHMH
IPOTHBOOITYXO0JIEBBIMH IIpENapaTaMH, HO HE PEKOMEHIyeTCS CMELITUBATh UX B OJHOM LITIPHIIE
W UH(Y3UOHHON CHCTEME.
Bech ocraBimmiics iekapcTBEHHBIN NpenapaT ¥ OTXO/bI CIEAYET YHHUYTOXKHThH B COOTBETCTBHH
C YCTaHOBJICHHBIMU HAIlMOHAJIBHBIM 3aKOHOJATETLCTBOM TPeOOBAaHHUSIMH.

6.7 YcaoBus oTnycka

[To peuenry.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
PVII «benmennpenapatsi», o® Mg
Pecniy6nuka Benapycn, 220007, r. MuHCK, & N'-’. N
yi. ®abpunnyca, 30, ten./dakc:(+375 17) 220 37 16, ™ >

e-mail: medic@belmedpreparaty.com crguv?
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