COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.11.2024 N2 25173
(NOCNEQCBATENEHOCTE 0001)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hoxcopyoununa-®epeiin, 10 wmr, numodwmnausar uisi TPUTOTOBIEHUS  pacTBoOpa A

BHYTPUCOCYIUCTOTO U BHYTPUITY3BIPHOTO BBEJCHHUSI.

2. KAMECTBEHHbBINA Y KOJIMYECTBEHHBIN COCTAB
JericTByroliee BEIIECTBO: JOKCOPYOUIIHH.
Kaxpiii ¢rakon comepxut 10 Mr 1okcopyOHIIMHA (B BUIC THAPOXJIOPHIA).

[TonHbIN TIEpeUeHb BCIIOMOTATEIBHBIX BEIIECTB MPUBEIECH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JImodunuzar Ui OPUTOTOBIEHUS pacTBOpa Ui BHYTPUCOCYJUCTOIO U BHYTPHUITY3BIPHOTO
BBEJICHUS.

ITopucras macca KpacHOTO 1BeTa. | urpockonuyHa.
4. KIMHUYECKUE JAHHBIE

4.1. IToka3zaHusi K NPUMEHEHHIO

Octpeiit  mMMpoOTaCTHBIN JIEHKO3, OCTPbIM MHENOOJaCTHBIA JEHKO3, XPOHHUYECKUH
aumdorneiiko3, Oone3Hb XOMHKKHMHA, HEXOMKKUHCKHE JUM(OMBI, MHOXECTBEHHAs MHEJIOMa,
OCTEOreHHas capkoMma, capkoma [OuHra, capkoma MSIKMX TKaHeH, HelpoOnacToma,
pabnomMuocapkoMa, OImyxoib Buibmca, pak MOJOYHON jkene3bl, paK HIEWKH Markd, CapKoma
MAaTKH, paK dHIOMETpUs, paK SUYHUKOB, TEPMUHOICHHBIE OIYXOJIM SIMYKa, PAaK MPEACTAaTCIbHON
JKeJle3bl, paK MOUYEBOrO MY3bIps (JIedeHHEe U MPOPUIAKTHKA PELUUIUBOB IOCIE ONEPaTUBHOIO
BMEIIATENbCTBA),  MEJIKOKJIETOUHbI  pak  JIETKOro,  paKk  JKeJlydKa,  MEepBUYHBIN
renaToLEesUTIOIAPHBIN PaK, 3JI0KaYE€CTBEHHBIE OIIYXOJIU TOJIOBBI U 1IIEH, paK IUTOBUIHON JKEIE3HI,
ME30TEJIMOMa, PaK MUIIEBOJA, WHCYJIMHOMA, KapLUHOWJ, 3JI0KaYeCTBEHHAs TUMOMa, CapKoMa

Kanomm npu CITHN e.

4.2. PexxuM 103MPOBAHMA M CIIOCO0 MPHUMEHEHHS
[Tpemapar JokcopyOunmH-depeitH cieayeT NPUMEHSITh TOJIBKO MMOJ HaOMIOIEeHUEM BpaueH,
MMEIOIIUX ONBIT IPUMEHEHHS TUTOTOKCUYECKUX TTPENaparosB.

PexuMm mo3upoBanus

Buympusennoe ggedenue
B xauecTBe MOHOTEpanuu peKOMEHyeMas J103a Ha LUK 7151 B3pOocibIX cocTasisier 60-90 MI/M.

OO6myro o3y mpemapara B pacdyere Ha IUKI (Kaxzaple 3-4 HeAeNIn) MOXXHO BBOIHUTH Kak
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MY OTUETY

IEPBbII M BOCBMOW JHHM LMKJIA. TakkKe NPUMEHSACTCS €KEHEICIbHBbIM PEXUM BBEACHUS
npenapara B 103e 10-20 mr/m?. Ilpu IpEMeHEHHH IOKCOPYOMIMHA B KOMOMHALMH C JPYTUMM
IPOTUBOOITYXOJIEBBIMHU IIpenaparamMu, 001aJarolluMU CXOAHOM TOKCUYHOCTBIO, pEKOMEHAyeMast
7103a Ha UK cocTaBisteT 30-60 mr/m2.

Buympuapmepuanvhoe sedenue

[TanmenTaM € TeNaToOLE/UTIONSAPHBIM PAakOM W MeTacTa3aMH B II€YEHH sl OOeCIedeHust
MHTCHCUBHOIO MECTHOTO U F'€HEPAIIN30BAHHOIO BO3JEHCTBHS IIPU OJHOBPEMEHHOM YMEHBIICHUU
00IIero TOKCHYECKOro JeMCTBUS Ipenapar MOXHO BBOAWTh BHYTPUAPTEPHUAIbHO B IIABHYIO
neuéHOUHyI0 apTepuio B 03¢ 30-150 Mr/m? ¢ mHTepBaioM OT 3 Hejenmb 10 3 Mecsies. bonee
BBICOKHE J103bl CIIEAYET IPUMEHSATH TOJBKO B CIIy4asX OJHOBPEMEHHOI'O 3KCTPAKOPIOPATIbHOIO
BBIBE/ICHUS IIpenapara. bosee HU3KHE 03Bl SBISAIOTCA IMOAXONAIIMMHU JJI  BBEICHUS
JIOKCOPYOHIIMHA B COUETAaHUU C HOTUPOBAHHBIM MAaCIIOM.

Brympunysviproe egedenue

BBenenue B MoueBOH My3bIpb NPUMEHSIETCA Ul JICUEHUS! TIOBEPXHOCTHBIX OITYXOJI€Hl MOYEBOIO
Iy3bIpsA, @ TaKXKEe B KaueCTBE NPOQMIAKTUKH, AJISI CHIKEHHsI BEPOATHOCTH PELMIMBA OIyXOJIH
nocie TpaHcyperpainbHoi pesekuun (TUR) y manueHTOB € BBICOKMM pPHUCKOM PELUMBA.
BBenenne B MOYEBOM Iy3bIpb HE II0Ka3aHO JUISl JICYEHUS WHBA3UBHBIX OIyXOJIEH C
IpOpacTaHWEM B MBIIIEYHYIO CTEHKY MOYEBOro Iy3blps. PexkoMmeHnyemas po3a IS
BHYTPHUITYy3bIpHOM MHcTMILIANUU cocrasiser 30-50 mr B 25-50 mn 0,9 % pacrBopa Harpus
xyopyza. B cinyyae pa3BUTHS MECTHOW TOKCHYHOCTH (XMMHUYECKUH IIMCTUT) PEKOMEHAYEMYIO
no3y crneayet pactBopuTh B 50-100 mut 0,9 % pacTBopa HaTpus Xjiopujaa.

WHCTIIIISAUY MOXKHO IPOBOJUTH C MHTEpBaJIoM OT 1 Henenu o 1 mecsna.

Oco0bIe I'pynnbl MaliMCHTOB

Tayuenmsi ¢ Hapywenuem yHKyuu nevenu

- €CJIM KOHIIEHTpaIusi OMIupyOrHa B CBIBOPOTKE KPOBHU cocTaBiseT 1,2-3 Mr/mi, To BBoguMas
Jl03a Tpenapara JoJkHa ObITh CHIDKeHa Ha 50 % OT peKOMEeH/I0BaHHOM;

- €CJIM KOHIICHTpAaIus OWiInpyOrHa B CBIBOPOTKE KPOBU MPEBHIIMIAET 3 MI/II, TO BBOJUMAS 032
mpernapara Jo/bKHa ObITh CHUKEHA Ha 75 % OT peKOMEeHJOBaHHOM.

Tlayuenmul noswcunoco éospacma

PeKOMeH}IyeTCSI IMIPUMEHCHUEC 0osee HU3KUX A03 WKW YBCIIMUCHUC MHTCPBAJIOB MEXKAY LUKIIaMU.
Lpyaue cneyuanvuvie epynnvt nayuenmos

[lanpenTam, KOTOpblE paHee TMOJydYadd HWHTEHCUBHYI XHMHOTEpANuio, TMalHeHTaM C
oxupeHueM (ecnu Macca Tena cocrasinsger Oonee 130 % oT onTuManbHOM, OTMedYaeTCs

CHI)KEHHE CHCTEMHOIO KIIMpeHca Mpenapara), Takyke MalueHTaM ¢ OnyxojeBoi nHpumbTpanueit
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MCKAY HUKIIAMHU.

Jemu

PCKOMCH,I[yeTCH IIPUMEHCHUEC 0oJiee HU3KHUX A03 WKW YBCIIMUYCHUEC MHTCPBAJIOB MEXKAY LHUKIIaMU.

Croocob nmpuMeHeHns

Mepwi npedocmopodcrHocmu, npuHumaemvle nepeo npUMeHeHue npenapama uiu npu oopaujeHuu
¢ HUM

HNudopmarus mo pabore ¢ HUTOTOKCHMYECKMMHM IpenapaTraMu IpeJcTaBieHa B pasfene 6.6.
[TpumeHnsieTcs BHYTPUBEHHO, BHYTPHAPTEPUATIEHO, BHYTPHUITY3BIPHO.

WHCTpyKIIMU IO paCTBOPEHUIO JIEKAPCTBEHHOIO IIpenapara nepej NpUMEHEHUEM CM. B paszelie
6.6.

Buympusennoe ggedenue

[ToBTOpHBIE BBEAEHUS IMpernapara BO3MOXHBI TOJNBKO IPU HCUYE3HOBEHUHU BCEX IPU3HAKOB
TOKCUYHOCTH (B OCOOEHHOCTH KENYI0UHO-KUIIIEYHOU 1 T€MaTOJIOrMUECKOM ).

s yMeHbILIEHUS pUCKa pa3BUTHUS TPOMOO30B M 3KCTpaBa3zallud IMpenapar peKOMEHAYEeTCs
BBOJIUTh 4epe3 TPYOKYy CHCTEeMbI Ui BHYTpUBEeHHON uHGY3uu Bo Bpemsa uHoy3uu 0,9 %
pacTBopa HaTpus XJopunaa uiaud 5 % pactBopa AeKCTpo3bl. [IpomomkuTenbHOCT, MHQY3UU
JOJKHA cOCTaBiATh OT 3 10 10 munyT. CyMMapHast 103a J0KCOpyOUIIMHA HE JJOJHKHA MTPEBBILIATH
550 Mr/M2.

[TaupenTam, TMONydYaBUIMM  paHee JIy4eBYIO Tepanmuio Ha oOJacTb  CPeAoCTeHHUs/
HepuKapIualIbHyl0 00JIACTh WM MPUHUMABIIUM JIpyTHE KapAMOTOKCHUYECKUE Ipenaparsl, Mpu
HEOOXOJMMOCTH YBEIMUECHHS CYMMAapHOH 03Bl JOKCOpyOHImHA Ooinee 450 Mr/m% BBeneHMe
npernapara cieayeT IpOBOIUTh MO CTPOTUM MOHUTOPUHIOM (YHKLIUU CEpALa.
Buympuapmepuanvnoe esedenue

[TockonbKy 3TOT MeTO[] (BBEACHHUS B INIABHYIO MEYEHOYHYIO apTEPUIO) SBISIETCS MOTEHIHUATIbHO
OMACHBIM M MOXET NPUBECTH K PACIPOCTPAHEHHOMY HEKPO3y TKaHHU, BHYTpUApTEpHAIbHOE
BBEJICHHE JOJDKHBI OCYIIECTBISITH TOJNBKO Bpadd, B COBEPIICHCTBE BIAJCIOUINE JaHHON
METOIUKOM.

Brympunysviproe ggedenue

WHCTWINSAIUI0O B MOUYEBOM MY3bIph CIIEAyeT NPOBOAUTH C IOMOINBIO Karerepa, MpU ITOM
mpenapar JOHKeH OCTaBaTbCsl B MOYEBOM Iy3bIpe B TeueHue 1-2 gacoB. [[nms oOecreueHus
PaBHOMEPHOI'O BO3JEHCTBUS Iperapara Ha CIM3UCTYI0O MOYEBOIO Iy3bIpsl MALIUEHTY BO BpeMs
UHCTWULALIUM  CJIelyeT TIOBOpauuBaTthcsi ¢ OOKy Ha Ook. Bo wu30exaHue upe3mMepHOro
pa3baBiieHUsl Tpernapara MOYOM, MalWeHThl JODKHBI OBITh MPEAYNpPEKIEHbl O TOM, YTO UM

CJIeyeT BO3JEPKaThCs OT MPHUEMa KUAKOCTH B TeUYeHHME 12 4acoB 0 MHCTWUIAIMU. B KoHIe
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4.3. [IlporuBONOKA3aHUA
® THIIEPYYBCTBUTEIHHOCTh K JJOKCOPYOUIIMHY, APYTHUM aHTPALUKIMHAM U aHTPAICHIHOHAM
WIH K JTIOOOMY M3 BCTIOMOTATENbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3aene 6.1.
e OEpEeMEHHOCTH ¥ MEePHUOJ] IPYAHOTO BCKAPMIIMBAHUSI.

BHyTpUBEHHOE BBEICHHME NPOTUBOMNOKA3aHO TMPHU: CTOWKOW MHEIOCYINPECCUH, TSIKEIBIX

HapyIICHUAX (PYHKIUU MEUYEHU, THKENON CepleUHON HENOCTAaTOYHOCTH U TSDKENBIX apUTMUSX,
HE/IaBHO IEepeHEeCEHHOM HMH(apKTe MHOKapna, MPeIUIeCTBYIOLIEH Tepanuu JOKCOPYOHUIIMHOM,
JAyHOPYOHUIIMHOM, SIUPYOUIIMHOM, UAAPYOUIIMHOM W/WIM JPYTUMHU aQHTPAUKINHAMH U
aHTpaleHINOHAMH B IIPEIEIbHBIX CyMMapHBIX J103aX.

BBengeHne B MOYEBOH Iy3LIph NPOTHMBOIIOKA3aHO IIPH. I/IH(beKI_[I/IHX MOYCBBIBOIAIIUX HYTCﬁ,

BOCITAJICHUH MOYCBOT'O ITY3bIPS, ICMATYypPUH.

4.4. OcoOble yKka3aHHUSA M Mepbl PEeJO0CTOPOKHOCTH NPHU NPUMeHeHHH

C 0CTOPOKHOCTBIO

[TaumenTs! ¢ (hakTOpaMy pHCKa pa3BUTHs KapAMOTOKCUYHOCTH; MALMEHTHI, MOJIy4YaBIIME paHee
MHTCHCUBHYIO XUMUOTEPANHIO, JETH, MOXKUJIbIE MALUEHTHI, MAlIUEHThl C OXKUPEHUEM, I10Jarpa,
ypatHbIii HeponuTHas (B T.4. B aHaMHE3€), 3a00s1eBaHus cepAla (KapIuOTOKCHUECKUE JIeHCTBUE
MOXET OTMeuarbcs Mpu Oojee HU3KMX CYMMapHBIX [03ax), MAalUeHThl C OIlyXOJeBOMH
UHOQUIBTpAlMed KOCTHOrO MoO3ra (MOXKET MOTpeOOBaThCsl CHU)KEHHE CTapTOBBIX /03 MU
YBEJIMYEHUE MHTEPBAJIOB MEXKIY J103aMH), YIHETEHHE KOCTHOMO3IOBOIO KpPOBETBOPEHUS;
IIPUMEHEHHE B COCTaBe KOMOMHUPOBAHHOW MPOTHBOOITYXOJIEBOM Tepanuu, a TAaKKe B COUETaHUU
C JIy4eBOH WM Jpyroil NMpOTUBOOIYXOJEBOW Tepamueil; malMeHThl ¢ HapylleHueM (YHKLIUU
IICYEHHU.

Jlo Hauana ye4eHUs OCTpblEe TOKCHYECKHE 3PQPEKThl Mpeablayliell TUTOTOKCUYECKOW Teparnun
(Takue KaK CTOMaTHUT, HEUTPOIIEHUS, TPOMOOILUTOINIEHUS U CUCTEMHbIE MH(PEKIINN) JOIKHBI ObITH
KyIHpPOBaHBbI.

Jlo Havasna U BO BpeMs TepamuH MpernaparoM HEOOXOAWMO KOHTPOJIMPOBATh (YHKIUIO cepla,
4yTOOBl CBECTH K MHUHUMYMY PHCK €ro TSKEJIOro mopaxkeHus. st 3TOro cieayeT peryispHo
onpeaensaTh (ppakuyio BeIOpOCa JIEBOTO KEIylIOuKa M HEMEIJIEHHO MPEeKpaTUTh JICYEHHE Mpu
MOSIBIEHUU TIEPBBIX TNPU3HAKOB HapyuieHus (QyHKuuu cepaua. K anekBaTHbBIM MeToJam
KOJIMYECTBEHHOTO aHanu3a (pyHKIMK cepaua (u3MepeHne (Gpakiuy BEIOpoca JEBOTO JKEITyI0uKa)
oTHOcsTCs paguonsoTonHas anruorpapus (MUGA) u sxokapanorpadust.

Jlo Hayana e4eHus PEKOMEHIyeTCsl OICHUTh QYHKINIO cepana ¢ nmomomisio IKI™ u omHoro us

CJIEIYIOIUX METONOB - PaJMOU30TONMHOTO CKAaHUPOBAHUS WM SXOKapauorpapuu, 0coOOEHHO Y
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CUMITOMATUYECKOE WU OECCHUMIITOMHOE 3a00JIeBaHHE CEPACYHO-COCYIUCTOW CHUCTEMBI,
MPEIIISCTBYIOIAs] WM COMYyTCTBYIOIIAS JIy4eBasi Tepanusi B 00JIACTH CPEIOCTEHUs/TIEpUKap/Ia,
MpeIUIeCTBYIOIasl Tepanusl ¢ MPUMEHEHHEM JPYTUX aHTPALMKIWHOB WM aHTPALEHIHUOHOB U
COMYTCTBYIOLIASl Tepanusi MpernaparaMy, CHIDKAIOUIMMH COKPAaTUTENbHYI0 CIIOCOOHOCTb
MHUOKap/a, HapuMep, TPacTy3yMadom).

He cnenyer mpuMeHSTh aHTPAIMKIWHBI, BKIIIOYAsl JTOKCOPYOUIIMH, OMHOBPEMEHHO C APYTUMHU
KapJIMOTOKCUYECKUMU MpenapaTaMu JI0 TeX IMOp, MOKa HEe MPOBEICHO HUCCIEIOBAHUE CEPACUHON
byukuuu nanuenta. llpu npuMeHEeHHH aHTPALUMKIMHOB Yy MAIUMEHTOB, KOTOPHIM HEIABHO
MIPOBOJIMJIM TEPAIUIO JIPYTHMH KapIUOTOKCUYCCKUMH IperaparaMu, 0COOCHHO TpermaparaMu C
JUTATETILHBIM TIEPUOJIOM TIONYBBIBEICHUST (TaKMMH Kak TpacTy3ymal), TakKke MOXKET ObITh
MOBBIIIEH PUCK Ppa3BUTHUS KapAuoTOKkcuyHOCTH. Ilepwox momyBbIBeneHUs TpacTy3ymada
BapuabeneH. TpacTy3zymad MOXKET IPUCYTCTBOBATh B KPOBOTOKE B TeUCHHE 7 MecsleB. B cBs3u ¢
STUM PEKOMEHIYeTCS 110 BO3MOXXKHOCTH U30erarb Tepanuu AaHTPALMKIMHAMU B TEUCHUE
7 MecsueB TOCI€ OTMEHBI Tpactysymaba. B cimydae HeoOXOAMMOCTH MNpUMEHEHUS
AHTPALUKIMHOB IO OKOHYAHHUS 3TOTO CPOKa, CIEAyeT TUIATeIbHO KOHTPOJIMPOBATH CEPACUHYIO
byHKIHIO.

®paknuo BBIOpPOCA JIEBOTO KEIyJO0YKa CIEAYyeT HU3MEpATh B JMHAMHKE, OCOOCHHO TpHU
YBEIMYCHUH KYMYJISTUBHBIX [103 aHTpalMKIuHA. [Ipu 3TOM 11€1ecoo0pa3HO TMOCTOSTHHO
MCIIOJIb30BaTh OIMH U TOT K€ METO/.

Puck pa3BuUTHS XPOHUUYECKON CEpAEUYHON HENOCTATOYHOCTH, COCTABISIIOUIMN Okoyio 1-2 % mpu
MPUMEHEHUN KyMYJIATHUBHON 10361 300 Mr/M?, YBEIIMYUBACTCA MEIJIEHHO /0 JOCTHXEHUS
CyMMAapHOH KyMyNSTHBHOH 10361 450-550 Mr/mM?, mociie 4ero oTMedaerTcsl pe3koe yBeIHdeHHe
pucka. B CBA3M ¢ 5THM MaKCHManbHAas KyMyIATHBHAS 1033 HE JOMKHA MPEBHIIATh 550 Mr/m2.
MoHuTOpUHT GYHKIMM CEpJIa TOMKEH OBbITh 0COOEHHO CTPOTHM Y MAIMEHTOB, MOTYYAIOIINX
BBICOKHE KYMYJIATHBHBIC JI03bI Ipernapara U y MalMeHTOB ¢ (pakTopaMu pHCKa TMOBBIIMICHHON
KapAMOTOKCHIHOCTH. OTHAKO KapIUOTOKCUYHOCTh MOXKET Pa3BUTHCS U MIPHU MPUMEHEHHUH 0oJiee
HU3KUX KyMYJISTUBHBIX JI03 IOKCOPYOHIIMHA HE3aBUCUMO OT HaInuus ()akKTOpOB PUCKA.

VY neteii u MOAPOCTKOB MOBBIIIEH PUCK PA3BUTHS MO3THEN KapJUOTOKCHYHOCTH JIOKCOPYOHIIHHA.
VYV JKEHIMH 3TOT PUCK MOXKET OBITH BHINIC, YeM y MYXYHH. PEKOMEHIyeTCs MepuoanYecKuit
KOHTPOJIb COCTOSTHUS CEPACUYHO-COCYIUCTON CHCTEMBI IOCIE OKOHYAHUS TEPAITHH.

TOKCHYHOCTh JTOKCOPYOUIIMHA M JPYTUX AaHTPAIUKINHOB WM aHTPAIICHIUOHOB, BEPOSTHO,
HOCHUT aJINTUBHBIA XapakTep.

Kak u apyrue mMTOTOKCHMYECKHE CPENICTBA, TOKCOPYOUIIMH MOXKET BBI3BATh MHUEIIOCYIIPECCHIO.

OO6muii aHanmu3 KpoBH, BKIIIOYAsl JIEHKOIUTAPHYIO (GOPMYITY, ClIeIyeT MPOBOJUTH 10 U BO BpeMs
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IPaHYJIOLUTONEHUS (HEUTPONEHUs) SIBISIOTCS OCHOBHBIM IIPOSIBIEHHEM I'e€MaroJIOrMYecKon
TOKCUYHOCTH JIOKCOPYOMIIMHA ¥ CaMbIM 4YacThiM MPHU3HAKOM OCTPOW TOKCHYHOCTH,
JUMUTHpYIOIIEH 103y mpenapara. JlelWkoneHuss W HEUTpomeHHs B OOJBIIMHCTBE CIydacB
JIOCTUTal0T MaKCHUMaJbHOM BbIpaxkeHHOCTH uepe3 10-14 nHeill mocne BBeIeHMS Ipenapara,
OpUYeM YHCIIO JIEHKOIUTOB/HEUTpO(UIOB Bo3Bpaimaercs Kk Hopme K 21-omy nHIO. Bo3moxkHO
TaK)K€ pa3BUTHE TPOMOOLMTONEHMM U aHeMuHM. KIIMHHYECKHE OCJIOKHEHUS TSDKEIon
MUEJIOCYNPECCUU BKIIIOUAIOT B Ce0sl TUXOPAIKy, HHPEKIUHU, CEIICUC/CENTUIIEMHIO, CEITUYECKUIN
IIOK, KPOBOTEUEHH S, TUIIOKCUIO TKAHEH WU JIeTaJbHbIA UCXO].

VY nanueHToB, MONYyYaBLIIMX AaHTPALMKIMHBI, BKIIOYas JIOKCOPYOMIIMH, ONMCAHBI CIydyau
pa3BUTHS BTOPUYHOTO JIEHKO3a C IpenelikeMudeckon (aszoi minm 6e3 Hee. BropuuHblil seliko3
yamie BCTpeYaeTcs NpH MPUMEHEHWHM JTHX T[penapatoB B KOMOMHAIMM C JAPYTUMHU
MIPOTHUBOOIYXOJIEBBIMU CPEICTBaMHU, BbI3bIBatonnmu nospexaenue JHK, nmyueBoii Tepanuei, a
TAaK)K€ y MAIUEHTOB, IOJYYaBIIUX paHEE HHTEHCHUBHYIO LIMTOTOKCHYECKYIO TEpaIUI0 HWIN
AQHTPALMKIMHBI B BBICOKMX J03aX. BTOpuuHBIE JE€HKO3bI MOTYT HMMETh JIATCHTHBIA MEPUOJ
JUIATENBbHOCTBRIO 1-3 roxa.

Myko3uT/CTOMaTUT OOBIYHO Pa3BUBAETCS BCKOpPE IOCIE BBEACHHUS Ipenapara M B TAKEIbIX
CIIy4asiX B TEUEHUE HECKOJIBKUX JTHEH MOXKET IPUBECTU K U3bA3BICHUIO CIAM3UCTON 000JI0UKH
MOJIOCTH pTa. Y OOJIBIIMHCTBA MAllMEHTOB 3TH HEXXENaTeIbHbIE SIBICHUS KYIUPYIOTCSA K TPEThei
HeEJIeNIe Tepanmi.

Jlo Havanma W BO BpeMsl TepaluM NpenaparoM y MalUeHTOB HEOOXOAWMO KOHTPOJIMPOBAaTh
nokaszarenu (PyHKIMHU Te4YeHH (KOHIIEHTpAlUi0 00Iero OumupyOrHa B CBIBOPOTKE KpPOBH). Y
NAIMEHTOB C MOBBIIIEHHOW KOHIIEHTpalued OuInpyOMHa BO3MOXHO 3aMEUIEHHE KIMpEHca
npernapara u yCuJIeHue o01eil TOKCHYHOCTH.

[Ipy mOsBIEHUMU TEPBBIX MPU3HAKOB HKCTpaBa3allMM JOKCOPYOMLIMHA (AOKEHHE WU
00JI€3HEHHOCTh B MECT€ HHBEKUMH) WHQY3UIO CleIyeT HEMEJIEHHO NpeKpaTuTh. TodHoe
coOnrofieHNe MHCTPYKIMI MO NMPUMEHEHHIO Iperapara MO3BOJIIET CBECTU K MUHHUMYMY PHUCK
pa3BuTHs (hrieduta/TpoMO0QIIednTa B MECTE MHBEKIINH.

[Ipy BHYTpUIIY3BIDHOM TNPUMEHEHUH Ipemapara o0co0oe BHHMaHHUE CJeayeT YIAENATh
COCTOSIHUSIM, CO3JAIOIIMM TPENSTCTBUS AJs KaTeTepu3aluu (Harmpumep, oOCTPYKLHUs YpeTphl,
oOycJOBJI€HHass  MAacCHUBHBIMM  OINYXOJSIMH  MoyeBoro  my3bips). [lpm  mpumeHeHun
JIOKCOPYOMIIMHA MOXKET HaONIoiaTbcs TUIMEPYPUKEMHsI BCJIEACTBHE OBICTPOro JIM3HCa
OITYXOJIEBBIX KJIETOK, B CBSI3M C 4EM, MALIMEHTaM BO BPEMs TEPANIUU PEKOMEHYETCS ONPEIEIIATh
KOHIIEHTPAILII0 MOYEBOM KHUCIIOTHI, KaJlKs, KaJblUs U KpeaTUHWHA B KpOBU. Takue MeponpusTHs

KaKk ruaparanysa, OLICIaYuBaHUEC H HpO(i)I/IJ'IaKTI/IKa C TIIOMOLIbI0 AaJJIOIypHWHOJIA I
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MY OTUETY

CBSI3aHHBIX C CHHJPOMOM JIM3UCA OITYXOJIH.

Y nammMeHTOoB ¢ OCHabJeHHBIM Ha (OHE UUTOTOKCHYECKOW Tepanuu (B TOM YHCIE
JIOKCOPYOMIIMHOM) HMMMYHHUTETOM, HPHUMEHEHHME >KUBBIX WM OCJIA0JCHHBIX BAaKIIMH MOXKET
IPUBECTH K CEPbE3HBbIM MH(EKLMAM, B HEKOTOPBIX ClIydasx C JIeTalbHbIM ucxonoM. Cienyer
u30erarb MPUMEHEHHS )KUBBIX BAaKIUH y MAI[EHTOB, MOJYYarOIIUX JOKCOPYOUIIHH. YOUThHIE M
MHAKTUBUPOBAaHHBIC BaKIMHBI PUMEHSATH JIOMYCTUMO, TEM HE MEHEE, OTBET Ha BBEICHHUE ITHX
BaKILUH MOKET OBITh OCJIa0JIEH.

VY KEeHLIUH JOKCOPYOUIIMH MOXET BbI3BaTh OecIioane U ameHopero. OByIsALusS U MEHCTpyaluu
OOBIYHO BOCCTAHABIIMBAIOTCS TIOCIIE MPEKPAIIECHUS JIEYEHUS, XOTS BO3MOKHO HACTYIUICHHE
paHHEHW MEHOIIAY3bl.

VY MyX4MH JOKCOPYOMIIMH OKa3blBae€T MYyTareHHOE JECUCTBUE U MOXKET BbI3BaTh IOBPEKICHUE
XpOMOCOM  cliepMaTro3oujioB.  OnurocnepMust WM A300CHEPMHUS  MOTYT  OKa3aTbCs
HEOOpaTUMBIMH, XOTS B HEKOTOPBIX CIy4asX OTMEUYaJOCh BOCCTAaHOBJICHHWE YHCIIA
CIIepMAaTO30HUI0B, HHOT/IA YePe3 HECKOJIBKO JIET MOCIIE MPEKPACHHS JICUCHUSI.

MyX4MHBl W JKEHILUHBI, IOJy4arollue TEparuio JOKCOPYOUIIMHOM, IOJKHBI HMCIIOJIb30BaTh
HAa/Ie’KHbIE METO/Ibl KOHTPALIETILIUH.

4.5. B3aumopneiictBue ¢ JAPYrHMH JIeKAPCTBEHHBIMHM TMpenapataMd M JApyrue BHbI
B3aUMOJCHCTBHUSA

Hokcopyounun ssnserca cyoctpatom uzodpepmenta CYP3A4 u CYP2D6, a Takxe P-
ukonporenna (P-gp). KimHuuyeckn 3HaYMMble B3aMMOJACHCTBHSL OBUIM OTMEYCHBI IIPH
npuMeHeHnn wuHTHOUTOpOoB wu30dpepmenTtoB CYP3A4, CYP2D6 w/mmm P-gp (mampumep,
BEpanaMui), TPHUBOAMBIINE K TMOBBIIICHUIO KOHIEHTPAMH ¥ KIMHUYECKOro d¢¢ekra
nokcopyounmna. Munykropsl mzodpepmenta CYP3A4 (nanpumep, dpeHobapbutan, (peHUTOUH,
npenaparbl 3Bepo00si MPOJABIPSABICHHOT0) U MHAYKTOPbI P-gpP MOTYT CHHM3UTh KOHIIEHTPALUIO
JIOKCOpyOUIIMHA.

OnHOBpEeMEHHOE TIPUMEHEHHE IMKJIOCTIOPHHA U JIOKCOPYOMIIMHA MOXET MPHBOIUTH K
yBenuueHuto AUC oOoux mpemnapatoB. OToT 3pQeKT, BO3MOXKHO, CBA3aH CO CHH)KEHHEM
KJIMpeHca HEM3MEHEHHOTO0 Mpenapara U CHI)KEHHEM MeTabon3Ma JJoOKcopyounnHomna. Mmerorcs
NPEATIOIIOKEHHS, YTO OJHOBPEMEHHOE TNPUMEHEHHE IUKIOCIOPHHA W JOKCOPYOHWIIMHA MOXKET
NPUBOIUTh K Ooyiee THKETOW ¥ JUIMTENHOW TeMaTOJOTHMYECKOH TOKCHYHOCTH, YeM TIpHu
IPUMEHEHUU TOJBKO JOKCOpyOuIuHa. ViMeroTcs cooOleH st O pa3BUTUU KOMBI U CYJOPOT MpHU
OJTHOBPEMEHHOM NPUMEHEHUH LIUKIIOCIIOPUHA U JOKCOPYOUIIHA.

[Tpu nmpuMeHeHUH TOKCOpYyOMIIMHA B KOMOMHALMU C APYIMMU LIUTOTOKCHYECKMMHU CPEINCTBAMU

BO3MOXHO IIPOABJICHUC a,HHHTHBHOﬁ TOKCHUYHOCTH, 0COOEHHO B OTHOIIEHMH KOCTHOTO Mo3ra /
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KOMOMHAIIMK C JIPYTUMHU TOTEHIUAIBHO KapJHOTOKCHYECKUMH XUMHOTEpPAIleBTUYECKUMU
CpeACTBaMH, a TaKKe CepJAeYHO-COCYAMCTBIMU IIpernaparamM (Hampumep, OJoKaTopaMu
«MEJUICHHBIX)» KaJIbIMEBbIX KaHAJIOB) HEOOXOAMMO KOHTPOJMPOBATh (PyHKIUIO cepAua. beuiu
OIMMCAHBI ClIydau 000CTpPEHHs] TeMOpPParudeckoro MUCTUTa, BbI3BAaHHOTO IuKIodochamugom, u
YCUJICHHE TEMaTOTOKCUYHOCTH MEpKanTomypuHa. JJoKCopyOHIIMH MOXET YCHIIMBATh BBI3BAHHOE
o0JlyueHHEeM TOKCHYECKOE IeHCTBHE Ha MHUOKApA, CIMU3HUCThIE OOOJOYKH, KOXKY M I1€YEHb.
W3meHenus: (pyHKIUU [E€UYEHHU, BBHI3BAHHBIE COIYTCTBYIOLIECH Tepamueil, MOTyT OTpa3uThCs Ha
MeTrabonu3me, (hapMakKOKMHETHKE, TEPAeBTHYCCKOW J(PGEKTHBHOCTH W/WIM TOKCHYHOCTH
JIOKCOpyOUIIMHA.

BBenenne maknmrakcena a0 JOKCOPYOMIIMHA MOXKET IMPHBECTH K YBEIMYEHHUIO TUIA3MEHHBIX
KOHIICHTpAIH JOKCOPYOUIIMHA U/UIIH €r0 MeTabO0IUTOB B I1a3Me KPoBH. DTOT 3 (eKT sBnsercs
MUHUMAJbHBIM, KOTJIa JOKCOPYOULIMH MPUMEHSIOT JI0 MAKIUTaKCeNa.

[Ipu omHOBpEeMEHHOM NPUMEHEHUH JOKcopyOounumHa u copadennda B nose 400 mr nBa pasa B
cytku ormeuanu kak yeeiamdenue AUC (21 - 47 %), Tak U OTCYTCTBHE WU3MCHEHHS JIaHHOTO
noka3zarens. KinuHuueckoe 3HaYeHHE JaHHOTO HAOIIONEHUSI HEM3BECTHO.

[Ipy nedeHuM TUNEPYPUKEMHH U TOJArPhl MOXKET NOTPeOOBaTbCcs KOPPEKIHs peKruMa
JIO3MPOBAHUSI TIPOTUBOIIOATPHUECKUX JIEKAPCTBEHHBIX CPEACTB B PE3YJbTaTe IOBBIIICHUS
KOHIIEHTPAIIMA MOYEBOH KHCIOTHI HA (POHE JICUCHHS MTPETIapaToM.

JlokcopyOMIIMH Helb3sl CMEIIMBaTh ¢ JpYyrUMH npenaparaMu. He cienyeTr nonmyckarb KOHTAaKTa ¢
IIEJI0YHBIMU PacTBOPAMH, MOCKOJIBKY 3TO MOXET NMPHUBECTU K TUAPOIU3Y JOoKcopyOouunmHa. M3-3a
XUMHYECKOH HECOBMECTUMOCTH JOKCOPYOMIIMH HENb3s CMENIMBAaTh C TemapuHoM (Tpu
CMEIIMBAaHUU 00pa3yeTcsl 0CaOK).

JlokcopyOMIIMH HeNb3s CMEIUBaTh ¢ GTOpypaLHiIoOM (HalpuMep, B OTHOM MH(Y3UOHHOM MaKeTe
WIA BBOJIUTH Yepe3 OJUH KareTep), TaKk KaK 3TO MOXKET NPUBECTH K BBIMAJCHHUIO ocajka. B
cilydae HEOOXOJMMOCTH OIHOBPEMEHHOTO IPHUMEHEHHsI JTHUX MpPeraparoB, PEKOMEHIYeTCs
MIPOMBITH KaTeTep MEXTy BBEICHUSIMH JIOKCOPYOUITMHA U TOpypalmia.

OnHOBpeMEHHOE MPUMEHEHHUE C TIPOTECTEPOHOM YCUIIMBAET TOKCOPYOUITMH-UHIYIIUPOBAHHYIO
HEUTPO- ¥ TPOMOOIMTONIEHUIO.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTH U JIAKTAIUSA

>KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIINAJIOM ( KOHTpalcennua v MY>K4YiH U )KGHHII/IH)

MY)KHI/IHLI M JKCHIIWHBI, IOJYYaromue Teparnuro JIOKCOpy6I/ILII/IHOM, JOJDKHBI HCITIOJIb30BAaTh
HAACKHBIC MCTOAbI KOHTPALICIIITNN.

bepemeHHOCTH

[TpumeHeHne penapara npu OEPEeMEHHOCTH MTPOTUBOTIOKA3aHO.
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JlakTamus

[IpumeHeHnne B TEpUOA TPYIHOTO BCKAPMIIMBAHHMS MNPOTHUBONOKa3zaHO. JlokcopyOummH
BBIJICJIICTCS. B TPYAHOE MOJIOKO. B mepuos Tepanuu TOKCOPYOHIIMHOM I'pyIHOE BCKapMIIMBAHUE
CJelyeT MPEKPATUTb.

DepTHabHOCTE

VY KEHIIUH JOKCOPYOUILIMH MOXKET BBI3BaTh Oecruiofne u amMmeHopero. OByNsLusS U MEHCTPYaluu
OOBIYHO BOCCTAHABIMBAIOTCS IIOCJE IPEKPAIICHUs JICUEHUS, XOTS BO3MOXKHO HACTYILIEHUE
paHHei MeHomay3bl.

Y MyX4YdH JTIOKCOPYOMIIMH OKAa3bIBA€T MyTareHHOE IEHCTBHE W MOXET BbI3BaTh MOBPEXKICHUE
XpOMOCOM  crepMaro3ouoB.  OnurocnepmMusi WIM — a300CHEPMHUS  MOTYT  OKa3arbes
HEOoOpaTUMBIMM, XOTSI B HEKOTOpPBIX CiIy4asX OTMEYajoCh BOCCTAHOBJIEHHUE 4YHCIIa
CIIEpPMaTO30HUI0B, HHOT/IA Yepe3 HECKOIBKO JIET MOCIIE MPEKPALEHUS JICUCHHUS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTarb ¢
MeXaHNu3MaMu

[Ipy npuMeHeHUH JOKCOpYOMLIMHA Yy TAIMeHTOB MOTYT pPa3BUBaTbCsl TOILHOTA, pPBOTA,
COHJIUBOCTh U JpPyrue CHUMIITOMBI, BIHAIOIIME Ha o0OIee coctosHue. B cBA3M ¢ 4em, mpu
MOSIBIICHUU BBIIIIEyKa3aHHBIX MOOOUHBIX 3(()EKTOB OT ympaBlieHUs TPAHCIOPTHBIMU CPEJICTBAMU
n MEXaHuU3MaMH, Tpe6y}01111/1M1/1 TOBBIIIIEHHON KOHLOCHTpAallMhd BHUMAHHUA U 6I)ICTpOTI>I
MNCUXOMOTOPHBIX pCaKHHfI, BO BpEMd JICHCHHUA PEKOMCHAYCTCA BO3ACPKATHCA.

4.8. HexenarenbHble peakuu

TabmuuHoe pPE3IOME HEXKEATEIbHBIX PEAKITUMN

HesxemarensHble p€akunu, 3apCruCTpUPOBAHHBIC B CBA3UM C INMPHMCHCHUCM }IOKCOp}’6I/IIII/IHa,
NIEPEYKCIICHBI HIKE TI0 KaTeropusiM KJIaCCOB CHCTEM OpraHoB Mo cioBapto MedDRA u uacrore
BCTPEYaEMOCTH.

Kareropun 4acToThl OINpENeNsioTcs cleayromuM obpa3oMm: oudeHb 4dacto (= 10 %), wacro
=1 %, <10 %), vegacto (> 0,1 %, < 1 %), peaxo (> 0,01 %, < 0,1 %), ouenb peako (< 0,01 %)
1 HEU3BECTHO (HGBO3MO)KHO OIpe€aAcCINTb Ha OCHOBaAHWH UMCIOIUXCA }IaHHBIX).

Tabnuila HexKemaTeTbHBIX PEeaKITHiA

Wudexkunu 1 nHBa3UU

Ouenb yacto [TpucoenuHeHne BTOPUYHBIX WHPEKIUI

Yacto Cermcuc

JloGpokauecTBEeHHbIE, 3710KaU€CTBEHHbIE U HEYTOUHEHHBIE HOBOOOpa30BaHus (BKJIIOYasi KUCTHI U
TIOJIUTIBI)

HewussectHO Octpsiit 1M oOIIEiiKo3, OCTPBII MUETONIEHKO3
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S Toc
Hapymenus co cTOpoHbI KpOBH U JII/IM(I)aTI/I‘-ICCIQOI/I CI/ICTéMBI =

NEOOUBATENBHOCTE 000T)

OueHs 4acTo

JletikorieHust, HEUTPOTICHUS, AaHEMUSI, TPOMOOITUTOTICHUS

Hapy1ienus co cTopoHbI MUMMYHHOU CHCTEMBI

HewnsBectHo

AnaduiiakTuieckas peakuus

Hapymenust merabonu3Ma U TUTaHHS

Quenb 4acTo

CHIWKEHME alneTuTa

HewnsBectHo

O06e3BOXHMBaHNE, TUTICPYPUKEMHUS

Hapy1enus co cTopoHbI HEPBHOM CUCTEMBI

HewusBectHO

[Tepudeprueckas Helipornatus (MPU BHYTPUAPTEPUAIBHOM BBEJICHUU
JOKCOpYOuIMHA, OOBIYHO B KOMOMHALIMK C LUCIUIATUHOM), CYAOPOTH,

KoMa (B KOMOWHAITUU C UCTUIATHHOM F BHHKPHCTHHOM)

Hapymienus co cTopoHbl opraHa 3peHus

Yacto

KoHBIOHKTHUBUT

Hewn3ssectHo

KepaTI/IT, IIOBBINICHHOC CJIC300TACICHHUC

Hapymenus co ctopoHsl cepaua

Yacto

XpOHI/I‘ICCKaH cepacuHass HEJOCTATOUYHOCTb, CHHYCOBAsA TaXUKapAHiL

Hewn3ssectHo

ATpUOBEHTpUKYIIsSIpHast OJI0Kaja, TaXUapuTMHsl, 6JI0Ka1a HOXKKH ITyyKa

Tuca

Hapymenns co cTopoHbI COCyA0B

Heuacto

OmOonus

Hewn3ssectHo

Hlok, remopparusi, TpoMOodaedut, GpaeduT, «IpUINBEDY KPOBH K KOXE

nuua (mpu ObICTPOM B/B BBEACHHH)

KenynouHo-KuIIeUHbIE HAPYLICHUS

QOueHp 4acTo

Bocnanenue CIIM3UCTOM 000JI0YKH JKCITYAOYHO-KHUIICYHOT'O

TpaKTa/ CTOMATHUT, Auapes, ppoTa, TOMIHOTA

Yacto

230¢arut, 0016 B 0071aCTH JKHUBOTA

HewnsBectHO

)KCJ'IYI[OHHO-KI/II_HC‘{HOC KpPOBOTCUYCHUC, 3p031/IBHBII71 raCTpuT, KOJIHUT,

H3MEHEHHE 1IBETa CIIM3UCTOM 000JIOYKH MOJIOCTU pTa

Hapy'H_ICHI/IH CO CTOPOHBI KOXKHU U MTOAKOXKHBIX TKaHel

QueHb 4acTo

CI/IHI[pOM JIAAOHHO-TIOIOIIBEHHOM SPUTPOAU3CCTC3NHU, AJIOTICIIUA

Yacto

KpaHI/IBHI/IHa, CbIllb, THUIICPIIUIMCHTALUA KOXH, THUIICPIIUTMCHTANUA

HOI'TEN
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pazipaxkeHHOM Koxu (peakuuss Ha OOJydeHHE B aHaMHese), 3V,

HU3MCECHCHUA KOXKHU, SpUTEMA KOHeqHOCTeﬁ, OHHXOJIU3UC

HapymeHI/I;I CO CTOPOHBI ITOYEK U MOYCBBIBOJAIINX HYTeﬁ

HewussectHo Xpomatypus (OKpalBaHHE MOYH B KpacHBIH 11BeT)?

Hapymienust co cTOpoHbI penpoayKTUBHON CHCTEMBI U MOJIOYHBIX JKEJe3

HewussectHo AMeHopesi, a300CIEPMHUSL, OJINTOCTIEPMUS

OO0m1me HapyIIeHUS U PEAKIMU B MECTE BBEICHUS

OueHb 4acTo Jluxopaska, oomiast cmabocTh, 03HOO
Yacto Peakuus B mecte undys3uun
HewnssectHo Henomoranue, noBbllIeHHAs] YTOMIISIEMOCTh

JlabopaTopHble U HHCTPYMEHTANIbHbIE JaHHbIC

OueHb yacTo YMeHblIIeHHE Q)paKHI/II/I BBI6pOCa JICBOI'0 JKCJIYAO4YKa, OTKJIIOHCHUC OT

HOPMBI IIapaMCTPOB JJICKTPOKApAUOIpaMMbl, OTKIOHCHHA OT HOPMBI

AKTUBHOCTH «II€CUCHOYHBIX» TPpaHCaAMKWHAa3, ITIOBBINICHUC MACChI Tena6

2B TeueHue OOHOI'0 UJIN ABYX ,Z[Heﬁ IIOCJIC IIPUMCHCHUA IIpCIiapaTta

0 3aperucTpUpoOBaHO y TAIMEHTOB C paHHUM pPAKOM MOJIOYHOM JKENe3bl, MOJYyYarOIINX
aILIOBAHTHYIO TEPAIMIO Ha OCHOBE J0Kcopyourina (uccienoBanne NSABP B-15)

Omnucanre OTACIbHBIX HEXKEIATSIbHbIX PeaKIIUMA

Heoicenamenvhule saenenusi co cmopomsi cepoya

[Tpu Tepanuu aHTPALMKIMHAMU CYLIECTBYET PUCK PAa3BUTHUS KAPIMOTOKCUYHOCTH - paHHEH (T.e.
OCTpPOM) MJIH TIO3THEH (OTCPOUCHHOM).

[IposiBeHreM paHHEH KapANOTOKCHYHOCTH JTIOKCOPYOHIIMHA SIBISETCS, B OCHOBHOM, CHHYCOBAst
Taxukapaus w/unn anomanuu Ha DKI (Hecnenmduyeckue nsmenenus BoiH ST-T). Takke MoryT
OTMEUaTbCs TaXMAPUTMUU (BKIIIOUAS HKETYTOYKOBYIO SKCTPACUCTONMIO M SKEIYIOYKOBYIO
TaxuKapauio), Opaaukapans, aTpuOBEHTPUKYIsipHas O10kaaa 1 O1okajga HoeK mydka ['uca. Otu
3ppeKTsl HE BCerma SBISIOTCS MPOTHOCTHYECKUM (AKTOPOM Ppa3BUTHS  BIOCIEICTBHH
OTCPOUEHHON KapAMOTOKCUYHOCTH, PEIKO OBIBAIOT KIMHUYECKH 3HAYUMBIMH U OOBIYHO HeE
TpeOYIOT OTMEHBI TEPAIIMH MTPETIapPaTOM.

[To3mHss KapAMOTOKCHYHOCTh OOBIYHO PAa3BUBAETCS HA MO3IHUX CTATUSAX Kypca Teparuy WA B
TeueHne 2-3 MecsIeB TOcie €€ MPEeKpalleHus, OJHAKO, BO3MOXKHO Pa3BHTHE OTCPOYCHHBIX

000YHBIX YPPEKTOB (Uepe3 HECKOIBKO MECSIIEB WU JTaXKe JIET MOCTIe OKOHUYAHUS TePaIin ).
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MY OTUETY

W/WIA CUMIITOMAMHU XPOHUYECKOW CEpJCYHON HEAOCTATOYHOCTH, TAKUMH KaK OJBIIIKA, OTEK
JIETKUX, OTEKU, KapJUOMETalIUsl ¥ TeIaTOMETallvsl, OJUTYPUs, aCIHUT, YKCCYJaTUBHBIN TIIEBPUT U
puTM raiomna. Takke MOTYT OTMEYaThCsl TOAOCTPHIC SIBICHHS, TaKHe KaK TCPUKAPAUT WU
muokapauT. HamOonee Tspkenoit (opmol, BBI3BAaHHOW aHTPALMKIMHAMHU KapJAUOMHUOIIATHH,
KOTOpas OTpaHWYMBAET KYMYISITUBHYIO JO03y IIperapara, SBISIETCA YrpoXKaromas >KU3HU
XPOHHMYECKAst cepieuHasi HeZJ0CTaTOYHOCTb.

[lpy mnpUMEHEHWH JOKCOpYOWIIMHA, KaK H JPYTUX IIMTOTOKCHYECKUX CPEICTB, HHOIJA
HaOJIIOIAIOCh  pa3BUTHE TpomOodueduta M TpomMOOIMOOIMH, BKIIOUYAsS TPOMOOIMOOIHIO
JIETOYHOM apTepuu (B HEKOTOPBIX CIIyYasiX C JIETATBHBIM UCXOIOM).

Mecmmuvle peakyuu

OKcTpaBazaldsg BO BpeMsi BHYTPUBEHHOH HWH(Y3UMM TOKCOPYOUIIMHA MOXKET IPUBECTH K
HOSIBJICHUIO OOJIH, TSDKEIIOMY MOPaKCHUIO TKaHH (00pa30BaHME My3bIPEH, TSIKEIbINA HEIUTFOIUT) U
Hekpo3y. [Ipu BBeneHUM mpemapara B HEOOJNBITYIO BEHY WIH IIPH €r0 MOBTOPHOM BBEICHHUH B
OJIHY H Ty K€ BEHY BO3MOXKHO pa3BUTHE (1edOoCKIIepo3a.

Besedenue 6 mouesoii nyzvipo

BBejieHHEe B MOYEBOI Iy3bIph MOXKET MPUBECTU K MOSIBICHHIO CHMITOMOB XMMUYECKOTO IUCTHTA
(mu3ypus, TONWypUsi, HUKTYpHs, OOJIC3HEHHOEC MOYEHCITyCKaHHE, TeMarypus, JUCKOM(POPT B
00acT MOYEBOTO MY3BIPS, HEKPO3 CTCHKH MOYEBOTO IY3BIPS) U KOHCTPHKIIMH MOYEBOTO
My3BIpSI.

Brympuapmepuanvrnoe ésedenue

BHytpuaprepuanbHoe BBEICHHE JOKCOPYOHWIIMHA MOXKET BBI3BATh B JOMOJHEHHWE K CUCTEMHOU
TOKCHYHOCTH HW3bS3BJICHUE KEIyAKa ¥ JIBEHAIAaTUIICEPCTHONH KHUIIKK (BO3MOXKHO 3a CYeT
pedurokca Tmpemapara B OKETYIOUHYIO apTepUI0) U CYXCHHE KETYeBBIBOAALIUX MyTel
(JlekapCTBEHHBIN  CKIEPO3UPYIOIIUN  XOJNAHTHT), a TakKe paclpOCTPAHEHHBIM HEKPO3
nepdy3upyemMoii TKaHu.

COO6HI€HI/I6 O TOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

BaxxHo coo01are 0 moAg03peBaeMbIX HEKENATENbHBIX PEAKIUAX MOCIe PEeruCTpalliy mpenapara
C TIenpl0 00eCleYeHHUs HEeMPEephIBHOTO MOHUTOPWUHTA COOTHOIIEHUS <II0Jb3a — PHUCK»
JIEKapCTBEHHOTO Mpenapara. MeauIMHCKUM pabOTHUKAM PEKOMEHyeTcsl cooOuark o JIFoObIX
MOJI03PEBAEMBIX HEXKENIaTEIbHBIX PEaKIMIX JIEKAPCTBEHHOTO Ipernapara depe3 HalliOHAIbHbBIC
CHUCTEMBl COOOIICHHUS O HEXKENIaTeNbHbIX peakIMsIX TOCyIapcTB — wieHOB EBpa3zuiickoro
HKOHOMMUECKOTO COI03a.

Poccuiickas @eneparus
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OTYETY

(PocznpaBuanzop)
Anpec: 109012, Mocksa, CnaBsiHCKast 1101, a. 4, crp. 1
Tenedon: +7 800 550 99 03

DnexkrponHas mouta: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

OcTtpas mepeno3upoBKa JOKCOPYOMIIMHA MOXET NPUBECTH K  Pa3BUTHIO  TSDKEION
MUEToCyNpeccu  (MPEUMYIIECTBEHHO JICMKONIEHUH W TPOMOOIIMTONICHUH), TOKCUYECKHUX
3¢ (}HEKTOB CO CTOPOHBI JKETYIOYHO-KHIIIEYHOTO TPaKTa (B OCHOBHOM MYKO3HUT) M BBI3BAaTh OCTPHIE
MOpaXeHUsI MUOKap/a.

JleueHue

AHTHIOT K JIOKCOPYOMIIMHY HE WU3BeCTeH. B ciyyae mnepeso3upoOBKH PEKOMEHIYETCs
CHUMIITOMAaTHYEeCKas Teparius.

5. PAPMAKOJIOT'MTYECKHUE CBOMCTBA

5.1. ®apmakoanHaMu4yecKne CBOMCTBA

®dapmakoTepaneBTHIEeCKass TpyIIa: MIPOTUBOOITYXOJIEBBIE CPEACTBA;  IUTOTOKCHUYECKHE
AHTUOMOTHUKHU U POACTBEHHBIC COSAMHEHUST; AaHTPAIIMKIIMHBI U POJICTBEHHBIC COCTMHEHUSI.

Kon ATX: LO1DBO01

Mexanusm aencTBUd

JloKCOpyOUIIMH - IUTOTOKCUYECKUI aHTPALMKINHOBBIA aHTUOMOTHK, BBIJICICHHBIN U3 KYJIBTYPbI
Streptomyces peucetius var. caesius.

[{uToTOKCHUYECKOE IEHCTBHE MOKCOPYOWIIMHA B OTHOIICHHM 3JIOKQYECTBEHHBIX KJIETOK M €ro
TOKcHueckre 3(P@eKxTsl Ha pa3IuyHble OpraHbl, BEPOATHO, OOYCIOBIEHBl HHTEpKaJIALHUEN
HYKJICOTUIHBIX OCHOBAaHMI W CHOCOOHOCTBLIO }IOKCOpY6I/IHI/IHa CBS3BIBATHCSA C JIMIINJaMU
KIIETOYHON MeMOpaHbl. MHTepKansius MHTHOUpPYeT PETUIMKALUI0 HYKJICOTHIOB M aKTHBHOCTH
JHK- u PHK-nmonmumepa3. BzaumonelicTBue nokcopybunimHa c Tomouszomepaszoit I ¢
obpazoBannem  JIHK-pacmieruisieMbix ~ KOMITJIEKCOB ~— CUMTAOT  BaXHBIM  MEXaHHU3MOM
[IUTOTOKCUYECKOTO JICUCTBUS JOKCOPYOHUITHHA.

5.2. apmakokuHeTHYeCKHE CBOICTBA

Pacnpenenenue

HavanbHbI epro/1 MOTYBBIBEIEHUS COCTABIISIET OKOJIO S MUHYT M CBUJETEIHCTBYET O OBICTPOM
pacnpeiefieHud JOKCOPYOUIIMHA B TKAHSX; TEPMUHAIBHBIN nepuo nonyBbiBeneHus - 20 - 48 u.

CBs3b JOKCOPYOMIIMHA M €r0 IIaBHOTO MeTa0OoNuTa, JOKCOPYOMIIMHONA, ¢ OeNKaMH IIa3Mbl
13
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 14 11:E'ZIE-4 Mz ._':1' _
KpoBH cocTtaBisier 74-76 % W HE 3aBUCHUT OT cOHueHTHQﬁﬁﬂM%m%y B "ﬂ]&éﬁk!re'-'ﬁ]ﬁom

(mo 1,1 Mkr/™mm).
JlokcopyOUIIMH HE POHHUKAET Yepe3 reMarodHIepainiecKkuii bapbep.

buotp aHCd)ODMaI_[I/IH

@®epMeHTAaTUBHOE BOCCTAHOBJICHHE B IMOJIOKEHUU 7 U pacUIeIIeHHuEe JayHO3aMHHOBOTO caxapa
NPUBOIUT K 0O0pa30BaHUIO AIIMKOHOB, YTO COMPOBOXKIIACTCSA TaKKe 00pa3oBaHUEM CBOOOIHBIX
panukanoB. [Tocnennue Moryt oOycloOBIMBAaTH KapauOTOKcHYecKHe 3(PPEKThl JOKCOpyOULIMHA.
[Tepuon nmomyBBIBEACHHS TOKCOPYOHUIIMHOMA CXOJIEH C TAaKOBBIM JI0KcOopyOuimHa. COOTHOIIEHHE
MEKIY ILIOMIAAbI0 MO KpuBOM «KoHIeHTpanus-Bpems» (AUC) mokcopyounuuona u AUC
JIOKCOPYOHIIMHA TT0 CPAaBHEHUIO C TOKcopyourmHoMm cocrapisieT 0,4 - 0,6.
DIMMUHALINS
Knupenc nokcopyOuiimHa OCylIeCTBISIETCS, B OCHOBHOM, ITyTeM MeTa0oln3Ma M IKCKpPEIUH C
xemubto. [Ipumepro 40 % 1036l BHIBOOUTCS C Keldyblo B TeueHue 5 nueil. Tombko 5 - 12 %
JIOKCOpYOUIIMHA U €r0 METa0OJMTOB OOHAPYKMBAETCS B MOYE 3a TOT K€ IMepuoj BpemeHu. B
TeuyeHue 7 JHEeH B BUE JOKCOPYOUIIMHOIIA Yepe3 OYKU BBIBOAUTCS MeHee 3 % 03Bl.
CucTeMHBIN KIHPEHC JOKCOPYOULIMHA 3HAYUTENFHO CHIKACTCS Y )KEHIIUH C O)KUPEHHEM, Macca
Tena KOTopbIX cocTasisget 6osee 130 % oT onTuManbHOM.

eTH
KnmpeHnc nokcopyOuIiaa y netTeii crapiie 2-X JIeT MPEeBBIIIaeT TaKOBOW y B3pocibiX. KimpeHc y
netelt miaame 2-x JIeT NpuoInkaeTcs K 3HaueHUSIM KIMPEHca y B3POCIIbIX.
IToxunble
Koppexkiuu 10351 ¢ yaeToM Bo3pacta He TpeOyeTcs.
Hon
CpenHuil KIMpEHC TOKCOPYOHUIIMHA y MY>KYMH 3HAYUTEIbHO BBINIE, YeM Yy eHIIUH. OaHako,
TEPMHUHAJIBHBIA TEPUOJ] MOTYBBIBEICHUS JTOKCOPYOUIIMHA Y MYXKYMH - OoJiee JUIMTENbHBIM IO
CPaBHEHHUIO C *eHIIMHaMU (54 1 35 4 COOTBETCTBEHHO).
Paca
Bnusinue packl Ha papMaKOKMHETHKY JOKCOPYOHUIIMHA HE H3Yy4YalloCh.

Hapyiienue d)VHKUI/II/I OCYCHU

VYV marueHToB ¢ HapymieHneM (YHKIIUU TMEUYEeHU KIUPEHC JOKCOPYOHMITMHA U JTOKCOPYOHUITMHOIIA
CHUIKAETCHI.

Hapyiienue d)VHKUI/II/I IIOYECK

Bnusaue ¢pyHkunu nouek Ha papMakOKHMHETUKY JJOKCOPYOHUIIMHA HE N3y4YallOCh.

6. PAPMAIIEBTUUYECKHUE CBOVCTBA
14



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 14.11.2024 N2 25173
(NOCNEOOBATENLHOCTE 0001)

6.1. [lepeyeHb BcoMorareJbHbIX BelleCTB

Mannuron

6.2. HecoBMecTUMOCTH

JlokcopyOuLIMH HeJb3d CMEUINBATh ¢ IPYrMMHU MpenaparamMu. He ciieqyer gomyckarb KOHTaKTa ¢
HIEJIOYHBIMU PACTBOPAMH, IMTOCKOJIBKY 3TO MOXKET MPUBECTU K THJIPOIU3Y JOKCOPYOULIMHA.

N3-3a XUMHUYECKOW HECOBMECTUMOCTH JOKCOPYOWIIMH HENb3sl CMEIIMBaTh C TemapuHOM (TpU
CMEIIMBAaHUU 00pa3yeTcs 0CaI0K).

JlokcopyOULIMH Heb3s CMEIINUBAThH ¢ (TOpypaIiiIoM (HapuMep, B OJHOM HH(Y3HOHHOM IaKeTe
WIM BBOJIUTH 4epe3 OIMH KareTep), TaK Kak 3TO MOXKET IPHUBECTU K BBINAJCHUIO ocalika. B
cly4ae HEOOXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHHUs OSTHUX IMPEnaparoB, PEKOMEHIYETCs
MIPOMBITH KaTeTep MEXKy BBEICHUSIMH JOKCOPYOUIIMHA U PTOpyparmia.

JlaHHbIi JIeKapCTBEHHBIH Mpenapar He CIeAyeT CMEeUIMBaTh C JIPYTMMHU JIEKAPCTBEHHBIMU
npernaparaMu, 3a UCKIIIOUEHHUEM YIIOMSIHYTBIX B pasnedne 6.6.

6.3. Cpok roqHocTH (CpOK XpaHeHHs)

2 roa.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NPH XPAHECHUH

XpaHHUTh B CyXOM, 3alIMILIEHHOM OT CBETa MECTE, MpHU Temreparype He Boiie 5°C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

I[Tlo 10 ™Mr Bo (QuakoHBI MEIUIIMHCKHE CTEKISHHBIE TMpo3padHble M3 CcTekina 1-ro
THUAPOIUTHYECKOTO KJacca, TEePMETUYHO YKYMOpEHHBbIe MPOOKaMU PE3MHOBBIMH, OO0XKaThbie
ATIOMUHHEBBIMUA ~ KOJMA4YKaMU HMJIM KOMOMHHUPOBAHHBIMH KONMAyKaMU U3 ATIOMHUHHS U
MJIaCTMACCHI.

Ha xaxnprii ¢uiakoH HaKJIEWBAIOT STUKETKY W3 OyMaru JJisi BBICOKOXY/IOKECTBEHHBIX W3JIaHUN
WJIH CaMOKJICSIIIIYIOCS] DTHUKETKY.

[To 1 ¢nakony ¢ mpemaparoM BMecCTE€ ¢ MHCTPYKIMEH MO MPUMEHEHHUIO MOMEIIAI0T B MaYKy U3
KapToHa KOPOOOYHOTO.

[To 5 ¢nakoHOB ¢ mpemnapaTroM MOMEMIAIOT B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY M3 IUIEHKH
MOJTMBUHUIXJIOPUIHOM.

[To 5 ¢makoHOB ¢ TpemapaToM MOMEMIAIOT B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY M3 IUICHKHU
MOJIMBUHWIXJIOPUIHON ¥ (GOJIIM  aTIOMUHHMEBOM, WM THOKOW YIAaKOBKM Ha OCHOBE
AJTIOMUHHMEBOM (HOJIBTH, WIIM MaTepraja yIakoBOYHOTO B 000MHAX U3 (POJIBIH TSI MEIUITUHCKHIX
U3JIENUN, WK MaTepralia yIrakoBOYHOTO KOMOMHUPOBAHHOTO Ha OyMaKHOW OCHOBE.

[To 1, 2 KOHTYpHBIX SYEHKOBBIX YIAKOBOK C TMpEenaparoM BMECT€ C WHCTPYKIHMEH IO
NPUMEHEHHIO TOMEIAloT B MayKy W3 KapTOHA [UIsl MOTPEOUTENbCKOM Tapbl WM KapTOHA

TapOyMaKOBOYHOTO JIJISl TUIIIEBOU MPOMTYKIIHH.
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[To 10 KOHTYpHBIX SYCHKOBBIX YIAKOBOK C (pIakOHAMH BMECTE C PaBHBIM KOJIUYECTBOM
MHCTPYKLHUH MO MPUMEHEHHUIO TIOMEIIAI0T B KOPOOKY U3 KapTOHA TO(PPUPOBAHHOTO.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHHYTOKEHHUM  MCIOJb30BAHHOIO
JIEKADCTBEHHOT0  Tpenapara WJIH  OTX0I0B, TOJYYEHHBIX TMOCJe TPUMEHEHHUs!
JIEKAPCTBEHHOI0 Mpenapara Ui padoTsl ¢ HUM

Mepwi  npedocmopodxcnocmu, npuHumaemvlie neped NPUMEHEHUeM npenapama uid npu
oopawenuu ¢ HuUM

[lpy TOSBICHWW TIEPBBIX MPU3HAKOB OKCTpaBa3allMd JOKCOPYOMIIMHA (HOKCHHE WU
0OJIC3HEHHOCTh B MECTE HWHBEKIWH) HH(Y3HIO CIIeAyeT HEMEIUICHHO TPEeKpaTHTh. TodHOe
COOJTIOIeHNEe MHCTPYKIMHA 110 MPUMEHEHHUIO Iperapara MO3BOJISIET CBECTH K MHHUMYMY PHCK
pasButus Gedbura/Tpomo0daeduTa B MECTE HHBEKITUH.

[Tpu pabote ¢ mpenaparoM HEOOXOIUMO COOJIONATh NpaBUiIa OOPALICHUS C IIUTOTOKCUYECKUMU
BEIIECTBAMH. 3arps3HEHHYIO TpEenaparoM IOBEPXHOCTh  pEKOMEHIyeTcst  oOpaborarb
pa3z0aBiIeHHBIM pacTBOPOM THIoxjioputa Harpus (copepxamuM 1 % xiopa). [Ipu nonaganuu
npernapara Ha KOy — HEMEIJICHHO MPOM3BECTH OOMIBHOE MPOMBIBAHHE KOXKH BOJIOW C MBLIOM
WINA pacTBOpOM OWKapOOHaTa HATPHs, HE UCHOIB3YHTE MIETKY, YTOObI HE TIOBPEIUTh KOXY; €CIIU
npernapar monaia B Ia3a — OTTSHYTh BEKH M IPOW3BOIUTH MPOMBIBaHUE Ta3a (11a3) OOIbIIuM
KOJIMYECTBOM BOJIbI B TEUEHHE HE MeHee 15 MUHYT, 3aTeM HeOOXOIMMO OOpaTUTHCS K Bpady.

[IpuroroBieHue pacTBOpa

JInodunuzar gokcopyOuiMHa pacTBopsieTcst B 5 M BoAsl ansl uHbekuuid unm 0,9 % pactBopa
Harpus xJyopuaa. [lomydeHHBIH pPAacTBOp C HEOOXOAMMBIM KOJMYECTBOM JIOKCOPYOHUITMHA
JomnoHUTENRHO paszbasisiercs 0,9 % pacTBOpOM HATpHs XJIOpWIA WK BOIOM NIl HHBEKIIUNA 10
KOHIIEHTpanuu He Oosnee 1 mr/ma. BoccTaHOBIEHHBIN pacTBOp Mpemapara PeKOMEHIYeTCs
MCIIONB30BaTh Cpa3y MOCIie MPUTOTOBICHUS.
Hoxcopyounna coBmectrM ¢ 0,9% pacTBOpoM HaTpus XJopuaa win 5 % pacTBOPOM JE€KCTPO3HI.
Yrunuzanus
Bech ocTaBimiics 1ekapCTBEHHBIN Ipenapar U OTXO/ABI CIeIyeT YHUUYTOXKUTh B YCTAaHOBICHHOM
MOPsIIKE.
7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®@enepanns
AO «bppianianos-A»
117105, r. Mocksa, yn. Haratunckas, 1. 1
Ten.: 8(499)611-54-91,
ten./dakc: 8(499)611-13-55
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http://www.ferain.ru,

aniekTpoHHast mouta: info@ferain.ru
7.1. IlpeacraBuTeb AepKaTeIsi PErHCTPANMOHHOIO YI0CTOBEPEeHU sl

[Iperen3zun HOTD@6HTCJ'I€I>1 HaITpaBJIATh 110 aAPECY.

Poccuiickas @enepanus

AO «bpeiananos-A»

117105, r. Mocksa, yi. Haratuuckas, 1. 1
Ten.: 8(499)611-54-91,

ten./dakc: 8(499)611-13-55
http://www.ferain.ru,

aniekTpoHHast mouta: info@ferain.ru

8. HOMEP PEI'UCTPAIIMOHHOT O YAJOCTOBEPEHMUSA

9. JJATA TIEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUSA PETHUCTPAIIAM,
INEPEPETUCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. JIATA IIEPECMOTPA TEKCTA

OO0mas xapakTepHCTHKa JeKapCcTBEHHOro mnpemnapara [loxcopyOunma-depeiitH nocTymHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHUYECCKOIO COmO3a B HH(bOpMaHHOHHO'

KOMMYHHKaIIMOHHOH ceTn «HTepHeT» http://eec.eaeunion.org/.
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