COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.04 2026 N= 8521

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hokcopyounun, 10 Mr, nuodunuszaT sl TPUTOTOBJICHUST PACTBOpA IJIsi BHYTPHCOCYIUCTOTO H
BHYTPHITY3bIPHOTO BBEJICHHUS.

Hoxcopy6urus, 50 mr, nuopunusar Aias NPUTOTOBICHHUS PacTBOpA JJIsi BHYTPUCOCYIUCTOTO U

BHYTPHUITY3BIPHOTO BBEJICHUS.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro1ee BemecTBO: JOKCOPYOHIIHH.

I[OKCODV6I/IHI/IH, 10 mr, J'II/IOd)I/IJ'II/I38.T JJIA MIPpUTOTOBJICHUA PaCTBOpA JJIA BHYTPUCOCYAMCTOIO M

BHYTPHUITIY3BIPDHOI'O BBCACHUA

Kaxnapiii dakon muodumuzara cogepkut 10 Mr qoKCopyOHUIIHA THAPOXIOPHUIA.

JlokcopyOunmn, 50 mr, anoduian3ar Ui IPUTCOTOBIEHUS DACTBOPA JUI BHYTPUCOCYAUCTOrO U

BHYTPHUITY3BIPDHOI'O BBCACHUA

Kaxapiii dhnaxon nmuodunuzara cogepkut 50 Mr JOKCOPYOHUIIMHA THAPOXIOPHUIA.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Jlmodunuzar uIsi NPUTOTOBIIEHUS pacTBopa Ui BHYTPUCOCYIUCTOTO M BHYTPHUILY3BIPHOTO
BBEJICHMUS.

JIno¢punuszupoBaHHas CIpeccoBaHHAs Macca MM MOPOLIOK OT OPaHKEBO-KPACHOTO /10 KPaCHOTO

OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

e OoCTpbIi TMMQPOOIACTHBIN JEHKO03;
® OCTpBIH MUENOOIACTHBIN JTEHKO3;
® XPOHHUYECKUH TUMPOIEHKO3;

e 00je3Hb XOKKHHA;

® HEXO/HKKHMHCKHE JTUM(OMBI;

® MHOKECTBEHHAsi MHEJIOMa;

® OCTEOTeHHas CapKoMa;

e capkoma lOuHra;
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® CapKoMa MATKUX TKaHEH;

e HelipobiacToma;

e pabaoMuocCapKoMa;

e onyxoJsb Bunbmca;

® paK MOJIOYHOM YKEJIE3bl;

® paK LIEHKHU MAaTKH;

® CapKoMa MaTKH;

® paK SHIOMETPHS;

® paK AUYHUKOB;

® TEpPMHUHOTEHHBIEC OIYXOJIH IUYKA;

® DaK MpeAcTaTeIbHON XKee3bl;

® paKk MOYEBOTrO IIy3bIps (JedyeHHe W MNPO(UIAKTHKA PEUUAMBOB IIOCIE ONEPATHBHOTO
BMEIIATEIbCTBA);

® MEJIKOKJIETOUHBIN pak JEerkoro;

® DAaK JKEIYyJKa;

® [IEPBUYHBII renaToUEUIIOJISIPHBIN PaK;

® 3JIOKAQUECTBEHHbBIEC OIIYXOJIH 'OJIOBHI U 11IEH;

® paK UIMTOBUIHOM JKEJIE3bI;

® ME30TEeNNoMa;

® DaK MHILEBOAA;

® UHCYJIMHOMA;

® KapLUHMHOU;

® 3JI0OKaUYECTBEHHAsl TAMOMA;

e capkoma Kanomm npu CIT/le.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!
[Tpenapat [lokcopyOuIMH cieayeT NMPUMEHATh TOJIBKO IM0J HaOMIoJeHHeM Bpadel, MMEIOLINX
OIIBIT TPUMEHCHUSA HUTOTOKCUYCCKUX MPCIIapaToOB.

PexuMm no3upoBanus

Brympueennoe ssedenue

B kayecTBe MOHOTEpANUU PEKOMEHIyeMasl CTaHIapTHAs J103a Ha IIUKJI JIJIS1 B3POCIIBIX COCTABIISCT
60-90 mr/m2. O6IIyIO 103y TIpenapara B pacdeTe Ha UK (Ka/Ible 3-4 Helen) MO)KHO BBOIUTH
KaK OJJHOMOMEHTHO, TaK W pa3JIeJIMB Ha HECKOJILKO BBEJACHUI: B TCUCHHUE 3 JHEH MOAPSI WU B

1-p1ii 1 8-0i1 THU LHAKIIA.
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Takxe IPUMEHSETCS eKEeHe/ICTbHBIN PEXKUM BB¢ICHHUS n'&'rl_'a-pgjf:ﬁjé:;:ﬁ&?e-l— Flbh e 0002)

[Ipy mnpuMeHEeHUW AOKCOPYOHMIIMHA B KOMOWHAIIMM C JPYTUMH TPOTHBOOITYXOJIEBEIMU
npernapaTamMu, OOJANAIONUMU  CXOJHOM TOKCHYHOCTBIO, PEKOMEHIyemas J03a Ha [UKI
cocrapysieT 30-60 mr/m?,

[ToBTOpHBIE BBENEHHUS IpernapaTa BO3MOXKHBI TOJBKO IPU HCUYE3HOBEHHHM BCEX IPHU3HAKOB
TOKCUYHOCTH (B OCOOEHHOCTH KEIyI0YHO-KUIIIEYHON U TeMATOJIOTHUSCKOM ).

CyMmMapHas J103a JOKCOPYOHITMHA HE JOIKHA IPeBbImath 550 mMr/m2,

[TaruenTam, NOIy4YaBIIMM paHee Ty4eBYIO TEPAMHIO Ha 00JIACTh CPEIOCTEHHSI/TIEpUKapANAIbHYIO
o0yacTh WJIM NPUHUMABUINM JAPYTrUe KapJUOTOKCHYECKHE IpernapaThl, MpU HEOOXOIUMOCTU
YBEJIMUEHHs] CyMMapHOH 103bI JoKcopyOunuHa Gonee 450 Mr/m2, BBeJIeHNE TIpenapara caenyeT
MPOBOAMTH IO/ CTPOTMM MOHUTOPUHTOM (PYHKITHH CEp/Ia.

Beeoenue 6 mouesotl ny3vipo

BBenenue B MO4YeBOW My3bIph MPUMEHSIETCS IS JICUCHUS MOBEPXHOCTHBIX OIMyXOJIe MOYEBOTO
My3bIpsi, @ TaKKE€ B KadyecTBE MPOPUIAKTUKH, JUISI CHIDKEHHS] BEPOSITHOCTH PEIUIUBA TOCIIE
TpaHCYpETpaIbHOM pe3eKIuu. BBeneHne B MOYEBOW My3bIpb HE IMIOKA3aHO IS JICYCHHS
WHBA3HBHBIX OMYXOJIEH C MPOPACTAHHEM B MBIIICYHYIO CTEHKY MOUYEBOTO ITY3bIpSl.
Pexomennyemas no3a s mtHCTHILIALKMU cocTaBisieT 30-50 mr B 25-50 mut 0,9 % pactBopa Hatpus
xjopuga. B ciyuae pa3BUTHS MECTHOM TOKCHUYHOCTH (XUMHUYECKHUU ITUCTHUT) J03y CIEAyeT
pactBopuTth B 50-100 M 0,9 % pactBopa HaTpust XJIOpUIA.

WHCTHIISIUY MOXKHO MTPOBOAMTH C MHTEpBajoM OT 1 Hexenu 1o 1 mecsna.
Buympuapmepuanvnoe 6sedenue

[TaniueHTaM ¢ TremaToleUIIOJISIPHBIM pPakoM W MeTacTa3aMd B TI€YEHHU JUIsi oOecredeHus
WHTEHCUBHOTO MECTHOTO Y TeHEPATU30BAHHOTO BO3ICUCTBUS IIPH OJHOBPEMEHHOM YMEHBIIICHUN
00IIero TOKCHYECKOro ACWUCTBUSA Tpernapar MOXKHO BBOAHWTH BHYTPHAPTEPHAIBLHO B TJIABHYIO
TIeYeHOUHYIO apTepHIo B J03¢ 30-150 Mr/mM? ¢ MHTEpBAIOM OT 3 Helelb 10 3 MECAIIEB.

Bonee BbicOKHME [103BI CleAyeT MPUMEHSATh TOJBKO B  CIy4asX OJIHOBPEMEHHOTO
AKCTPAKOPIOPATLHOTO BEIBEJCHUS TIpenapara. bonee HU3Kue 10361 SIBIASIOTCS MTOAXOASIINMU JIJIst
BBEJICHUS JIOKCOPYOUIIMHA B COUETAaHUH C HOJAMPOBAHHBIM MACIIOM.

Oco0bIe I'pynnbl HJaMCHTOB

THayuenmol ¢ napywenuem yHkyuu nevenu

Ecnu koHIeHTpanus OmmpyOrnHa B CBIBOPOTKE KPOBH cocTaBisieT 1,2-3 Mr/u1, To BBoAUMas 71032
npenapara J0JDKHa ObITh CHKeHa Ha 50 % OT pPEeKOMEHJIOBAaHHOM; eciM KOHIEHTpalus
OunmupyOuHa B CBIBOPOTKE KPOBH MPEBBIIIAET 3 MI/ 1, TO BBOJUMAsI 1032 IpenapaTa 10JKHa ObITh

cHIKeHa Ha 75 % OT peKOMEH/T0BaHHOM.
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PeKOMeHI[yeTCH MIPUMCHCHUC 60.1166 HU3KHX 03 WU YBCIIMYCHUC UHTCPBAJIOB MCKAY UKIIAMU.
Hpyaue ocobwvie epynnvl nayuenmos
PexoMenayeTcs mpuMeHeHHe 0oJiee HU3KUX 103 WM YBEIMYCHUE WHTEPBAIOB MEKIY ITUKIAMH
HaryeHTaM, KOTOpbIe paHee MOoydyalld MHTEHCUBHYIO XUMUOTEPAITUIO, TTAIIMCHTaM C 0)KUPECHUEM
(ecu macca Tena coctasisier 0ojee 130 % oT onTUMalIbHOM, OTMEUYASTCsI CHHYKEHHUE CHCTEMHOT'O
KIIMPEHCa Iperapara), a TakKe MarueHTaM ¢ OIyX0JIeBoi HHMUIbTpAIlMel KOCTHOTO MO3Ta.

eTH
PexoMenyeTcst mpuMeHeHne 00Jiee HU3KHUX 7103 WU YBEIMUYCHHUE HHTEPBAJIOB MEXTY IIUKIaMH.

Cnooco0 nnpuMeHeHus

[TpumensieTcss BHyTPUBEHHO, BHYTPHAPTEPHAILHO, BHYTPUITY3BIPHO.

Mepwi  npedocmopodicHocmuy, npunumaemvlie nepeo NpUMEHeHUeM npenapama uiu  npu
oopawenuu ¢ HUM

Wudpopmanus o padore ¢ HUTOTOKCUYECKUMU MpenaparaMu IpeacTaBieHa B paszaene 6.6.
Brympusennoe esedenue

JUis yMeHbIIEHMsST pUCKa pa3BUTHs TpoMOO30B M 3KCTpaBazaluu mpenapar JlokcopyOuiuH
pEeKOMEeH/yeTCs BBOJAUTH uepe3 TPYOKy CHCTEMbl JJii BHYTPUBEHHOW HH(Y3UMH, BO BpeMs
uHdysuu 0,9 % pactBopa HaTpus Xjaopuna wim 5 % pacTBopa AeKCcTpo3bl. [Ipom1omKuTenbHOCTD
UH(Y3UN JOIDKHA COCTaBIATH OT 3 10 10 MuHYT.

Bseoenue 6 mouesoii ny3vipo

WHCTUIALMIO cleyeT MNPOBOAMTH C IOMOINBIO KaTeTepa, HpU 3TOM IHpenapaT JODKEH
0CTaBaTbCA B MOUEBOM ITy3bIpe B TeueHue 1-2 4. J{ns obecrieueHnst paBHOMEPHOTO BO3JIEHCTBUS
mpernapara Ha CJIM3UCTYI0O MOYEBOTO IY3bIpsl MAlMEHTY BO BpeMs HMHCTUIUIALMU CIEAYEeT
noBOpauyMBaThesl ¢ OOKy Ha O0k. Bo u3bexxaHue upe3MepHOro paszdaBiieHUs MpernapaTa MOUYOM,
HalMEHTh! JIOJDKHBI OBITh MPENyNpeKICHbl O TOM, YTO MM CJIEAYEeT BO3JEp:KaThCsA OT MpHeMa
KHUJIKOCTH B Te€4YeHHEe 12 4YacoB /0 WHCTWUIALMHU. B KOHIlE MHCTHUIALIMU TAIMEHT OJKECH
OTIOPOKHUTH MOYEBOM ITy3BIPb.

Brympuapmepuanvroe sgedenue

[TockonbKy ATOT METOX SBJSETCS MOTEHIMAJbHO ONAaCHBIM UM MOXET MpPHUBECTH K
pacrpoCTpaHEHHOMY HEKPO3y TKaHU, BHYTpHapTEpHalbHOE BBEACHHE IOJKHBI OCYIIECTBISATH
TOJIBKO BpauH, B COBEPIICHCTBE BJIa/ICIOIINE JAHHON METOANKOM.

I/IHCTPYKI_[I/II/I IO paCTBOPCHUIO JICKAPCTBCHHOI'O IIpCIiapaTa nepea NpuMEeHCHUCM CM. B pa3Jciic

6.6.
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4.3. IlpoTUBONOKA3aAHHS

® TUINEPUYBCTBUTEIBHOCTD K JOKCOPYOULIMHY, IPYTMM aHTPALMKIMHAM U aHTpaleHANOHaM WU
K JTF0OOMY M3 BCTIOMOTaTeIbHBIX BEIIECTB, IEPEYUCICHHBIX B pa3ene 6.1;

e 0OEepeMEHHOCTb U NEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL.

BuyTpuBeHHOE BBEJIeHUE IPOTUBOIIOKA3aHO MPU:

® CTOMKON MHUEIIOCYIIPECCUU;

® TSDKENBIX HApYHICHUAX (PYHKIMH [IEUYCHU;

® TSHKENION cepieyHOM HEA0CTATOYHOCTHU U TSDKEJIBIX apUTMUSIX;

® HEJaBHO IIEPEHECEHHOM MH(papKTe MUOKap/a;

e [IpeALIECTBYIOIIEH  Tepanuu  JOKCOPYOMLIMHOM, JayHOPYOMLIIMHOM,  3MNUPYOULIMHOM,
UAapYOMLIMHOM W/WIM JPYTUMH aHTPAlMKJIMHAMM M AHTPALCHIUOHAMH B IpelelbHbIX
CYMMapHBbIX /103aX.

BBenenue B MO4€BOM ITy3bIpb IPOTUBOIIOKA3AHO MIPHU:

¢ HMH(EKIUAX MOYEBHIBOISIINX MTyTEH;

® BOCMAJIEHUU MOYEBOTO Iy3bIPS;

® TICMaTypuu.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Jlo Hayana jeuyeHust ocTpble TOKCHUUecKue 3((eKTsl mpeablayIiel HUTOTOKCHUECKOW Tepanuu
(Takue Kak CTOMAaTUT, HEUTPOIEHUs, TPOMOOLIMTONIEHHSI ¥ CUCTEMHbIE MH(EKIINN) TOJIKHBI OBITh
KYIUPOBaHBI.

KapanoTokcH4HOCTh

Jlo Hayana ¥ BO BpeMs Tepalnuu IpernapaToM HeoOXO0JMMO KOHTPOJIMPOBATh (QYHKILHUIO CepAla,
4TOOBI CBECTH K MHHHMYMY PHCK €ro TSKEJIOro MnopaxeHus. s sToro ciemyer peryispHo
ornpenenaTh (PaKIHio BHIOpOCA JIEBOTO KENyI0YKa W HEMEIJICHHO NPEKPATUTh JICYCHHUE TPU
MOSIBJICHUH TIEPBBIX TPU3HAKOB HapymieHus QyHKoum cepana. K agekBaTHBIM  MeTolam
KOJINYECTBEHHOT'O aHaju3a (pyHKIUH ceplua (u3MepeHue Gppakiuy BHIOpoca JIEBOTO JKeNy10uKa)
oTHocATcs paauonsoronHas anruorpapus (MUGA) u axokapaunorpadus.

Jlo Hagama JIe4eHUS PEKOMEHIyeTcs OLEHUTh (YHKIHMIO CepAna C  ITOMOIIBIO
ANEKTPOKApAUOTPaGHUH W OJHOTO W3 CIEAYIONIMX METOAOB — PaTUOU30TOIMHOTO CKaHWPOBAHHS
WIA 3XoKapauorpaguu, OCOOEHHO Yy TMAalMEeHTOB C (akTopaMH pHCKa MOBBIIIEHHON
Kap/IMOTOKCUYHOCTH (HampuMep, CUMITOMATHYeCKOe WM OecCUMITOMHOE 3aboseBaHue
CepACYHO-COCYTUCTON CHCTEMBI, TPEAIISCTBYIOIAs WM COIYTCTBYIOIIAs JTy4eBas Teparusi B
o0TacTH  cpeloCTeHUs/epuKapaa, MPeaNIecTBYOmas Tepanus ¢ TPUMEHEHHEM JIPYTHX
AHTPAIMKJIMHOB WM aHTPALICHIMOHOB M COMYTCTBYIOIIAsl TEpaus MpenapaTaMu, CHHKAIOIIUMHU

5
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COKPaTUTEIBHYIO CTIOCOOHOCTh MHOKAp/1a, HalpuMED, ngkrwaﬁa%o

He cnenyer mpuMeHSTh aHTPAIMKIMHBL, BKIIOYasi JOKCOPYOHUIIMH, OJHOBPEMEHHO C IPYTUMHU
KapAMOTOKCUYECKUMHU IperapaTaMy 10 TeX I0p, M0Ka HE IPOBEIEHO MCCIIEIOBAHUE CEPACUHOMN
¢yHkuuu nanuveHTta. IIpy NpUMEHEHHMM AHTPALMKIMHOB Y MAlMEHTOB, KOTOPBIM HEJIaBHO
IPOBOJWIN TEPAIUIO APYTMMH KapAMOTOKCHYECKMMHU IperapaTraMH, OCOOCHHO MpernapaTaMu ¢
JUINTENIbHBIM TIEPUOJIOM TIOJYBBIBEICHUS (TaKMMU KakK TpacTy3ymMal), Takke MOXKET OBbITh
NOBBIINIEH PHUCK pa3BUTHS KapAMOTOKCHMYHOCTH. Ilepuon momyBbIBeNeHHS TpacTyzymada
BapuabeneH. TpacTy3ymald MOXKeT IPUCYTCTBOBATh B KPOBOTOKE B TeUeHUE 7 MecsleB. B cBs3u ¢
9TUM PEKOMEH/YeTCsI 10 BO3MOKHOCTHU M30eraTh Tepanuy aHTPALMKIMHAMU B Te4eHUE 7 MeCsALEB
mocjae OTMEHBbI TpaHCTy3ymaba. B ciiyuae HE0OXOQMMOCTH NPUMEHEHHS AHTPALMKINHOB 0
OKOHYAHUS 3TOTO CPOKA, CIEAYET TIIATEIbHO KOHTPOJIUPOBATH CEPACUHYIO (DYHKIIHIO.

@pakuuio BeIOpoca JIEBOIO JKEIyJodKa CIeAyeT H3MepATh B JMHAMHUKE, OCOOCHHO IpHU
YBEJIMYEHUU KYMYJSTUBHBIX 103 aHTpauukiuHa. Ilpu 3TOoM 1enecoo0pa3HO MOCTOSHHO
MCIIOJIb30BaTh OJIUH U TOT K€ METO/.

Puck pa3BuTusi XpOHMUECKOW CepJeYHOM HEAOCTATOYHOCTH, COCTABISAIOMUM okoio 1-2 % mpu
NIPUMEHEHUH KyMyISTHBHOK 103kl 300 Mr/m% yBenuuMBaeTcs MEMIEHHO 10 JOCTHKEHHS
CyMMapHO# KyMYISTHBHOH 10361 450-550 Mr/mM?%, mocie 4ero oTMeuaeTcsl Pe3Koe YBETHUYeHHE
pucka. B cBSI3M ¢ 9THUM MakcHUManbHas KyMyISTUBHAS 033 He JOJDKHA IIPEBHIIaTh 550 MI/M2,
MounuTopuHT (QYHKIMH cepana A0DKEH OBITh 0COOCHHO CTPOTMM Y MAIlMEHTOB, MOJTYYaIOLINX
BBICOKME KYMYJISTHUBHBIE J103bl IIpenapara M y MalUeHTOB C (PaKTOpaMu pUCKA MOBBILICHHON
KapIMOTOKCUYHOCTH. O/IHAKO KapIMOTOKCHYHOCTh MOKET Pa3BUTHCS U NMPH NPUMEHEHUH Oosee
HU3KHUX KyMYJISTUBHBIX 703 JOKCOPYOHIIMHA HE3aBUCUMO OT HaJIN4us (PaKTOPOB pPHCKa.

VY XKEHIIWH 3TOT PUCK MOXKET OBITh BBIIIE, YEM y MY)KUMH. PekomeHayeTcs mepuoanyecKuit
KOHTPOJIb COCTOSIHUS CEPJIEYHO-COCYAUCTON CUCTEMBI I1OCJIE OKOHYAHUS TEPAIINH.

TOKCHYHOCTH JOKCOPYOHUIIMHA U IPYTUX aHTPALMKINHOB WM AHTPALIEH/IMOHOB, BEPOSITHO, HOCUT
aJINTUBHBIN XapakTep.

Jlemu

V nereil ¥ HOJPOCTKOB MOBBIIIEH PUCK PA3BUTHS MO3HENH KapIMOTOKCUYHOCTH JIOKCOPYOULIMHA.

Muesocynpeccus

Kak u npyrue 1UTOTOKCHYECKHE CPEICTBA, JOKCOPYOHIIMH MOKET BBI3BaThb MHUEJIOCYIPECCHIO.
[Tpenapat JlokcupyOuIUH CilelyeT MPUMEHSATh C OCTOPOXKHOCTHIO y MAIIMEHTOB C YTHETEHUEM
KOCTHOMO3TOBOT'O KpoBeTBOpeHUs. OOl aHau3 KPOBH, BKIIIOYAs JIGHKOLIMTAPHYIO (hopMyITy,
clleflyeT MPOBOJUTH JI0 M BO BpeMsl KaKJ0T0 LIMKJIA Teparnuu JoKcopyOumHoM. Jlozo3aBucumas
oOpatumasi JIEHKONEHUS W/WIM TpaHYJIOLUTONEHUs (HEHTpONeHUs) SBISAIOTCS OCHOBHBIM

IMPOSABJICHUEM reMaTOJIOTHYECKON TOKCUYHOCTH )IOKCOPY6I/IHI/IH3 U CaMbIM 4YaCTbIM IPHU3HAKOM
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OOJIBIIMHCTBE CIy4yaeB OCTUTAIOT MaKCHUMaJbHON BBIpaKeHHOCTH depe3 10-14 muelr mocie
BBEJICHUS IIpeTapara, pu4eM YUCIIO JISHKOIMTOB/HEUTPOHIIOB BO3BpALIAETCs K HOpME K 21 -omy
IHI0. BO3MOXHO Takxke pa3BUTHE TPOMOOLMTONEHMHM U aHeMuH. KiMHUYecKHue OCIIOKHEHMs
TSDKEJIOW MUENIOCYIPEeCCHM BKJIIOYAIOT B ce0s JIMXOpalKy, MH(EKLINHU, CENCUC/CEeNTULEMHUIO,
CENTHUYECKUM IIOK, KPOBOTEUEHHUSI, TUIIOKCUIO TKAHEN WJIU JIETATbHBIA UCXOI.

Bropuuneiii 1eiiko3

VY nmanueHToB, MOTYYaBIIUX aHTPALUKIMHBL, BKIIOYast JOKCOPYOHIIMH, ONMCAHBI CITy4yau pPa3BUTHUS
BTOPUYHOIO JIeHiKo3a ¢ TpeneikeMuyeckord (a3oil mnm 6e3 Hee. Bropuunbll Jeliko3 daiie
BCTpEUYaeTcss MpU NPUMEHEHWH HTUX IpenaparoB B  KOMOMHALMM C  JIPYTUMHU
IIPOTUBOOITYXOJIEBBIMU CPEICTBAMHU, BbI3bIBatoIMMU nospexaeHue JIHK, nyueBon tepanuen, a
TaKK€ y NAUUEHTOB, IOJYYaBIIMX paHEE HMHTEHCUBHYI) LUTOTOKCUYECKYIO TEPANMIO WIIU
AQHTPALMKIMHBI B BBICOKMX J03aX. BTOpuuHbIE JIEWKO3bI MOTI'YT MMETh JIATEHTHBIA NEPHOJ
JUTUTEIBHOCTRIO 1-3 rona.

Myko3ut/cToMaTUT

Myko3uT/cTOMaTUT OOBIYHO pa3BUBACTCS BCKOPE IOCIE BBEACHUS Ipenapara U B TKEIbIX
cllydasix B T€UEHUE HECKOJBbKUX JTHEH MOXET NPHUBECTU K U3bSA3BICHUIO CIM3UCTON 000JI0YKH
MOJIOCTU pTa. Y OOJBIIMHCTBA MMALMEHTOB ATH HEXKEIATEIbHbIE SIBICHUS KyIUPYIOTCS K TPEThEil
HEZele Tepaluu.

Hapymenue d)VHKHI/II/I INCYCHHU

Jlo Havana ¥ BO BpeMsl Tepaluu IpernaparoM y MHalMeHTOB HEOOXOJMMO KOHTPOJIMPOBATH
nokasareny (pyHKIMU eueHU (KOHIIEHTpalHIo 001ero 6minpyorHa B CBIBOPOTKE KPOBH).

VYV manueHToB ¢ MOBBIIIEHHON KOHIIEHTpAIMEH OMIMpYOMHA BO3MOXKHO 3aMeJICHUE KIIMpEHCa
npernapara U yCuJIeHue o01eil TOKCHYHOCTH.

DKcTpaBasanus

[lpy mWOSBIEHWW TIEPBBIX MPHU3HAKOB OKCTpaBa3allMHd JIOKCOPYOHWIMHA (OKEHHE WU
0OJIE3HEHHOCTh B MeCT€ HWHBEKINH) HMH(QY3HIO CIEAyeT HEMEIJICHHO IPEeKpaTuTh. TodHOe
cOOJIIOJIEeHNEe MHCTPYKIMHA MO MPUMEHEHMIO Ipernapara MO3BOJISET CBECTH K MHUHUMYMY PHCK
pa3BuTHs (praeduta/TpoMb0(paeOuTa B MECTE HHBEKIINU.

BHVT]I)I/IHVSBIDHO@ ITPUMCHCHHC

[Tpu BHYTpUIIY3BIPHOM PUMEHEHUH IIpernapaTa 0co00e BHUMAHUE CIEAYET YAEISATh COCTOSHUSM,
CO3JIAIOIIMM MPETSATCTBHS Ul KaTeTepu3aluy (Hanpumep, 00CTpyKLUs ypeTphl, 00yCIOBICHHAs
MaCCHUBHBIMHU OITYXOJISIMH MOYEBOTO ITy3BIPS).

[Tpenapat JlokcopyOHIMH cleIyeT NPUMEHSTh C OCTOPOKHOCTBIO Y MAllMEHTOB € MOJArpow, ¢

ypaTHBIM He(POIUTHA30M (B T.U. B aHAMHE3E).
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CHHIpOM JH3HCaA OIIYXO0JIU

[Tpu npUMeHEHUU TOKCOPYOUITMHA MOKET HAOIOAAThCS TUIIEPYPUKEMUS BCIEACTBHE OBICTPOTO
JU3UCA OIYXOJEBBIX KIETOK, B CBS3H C 4YeM, MAlMEHTaM BO BPEMs TEpanmuu PEKOMEHIYeTCs
OTPENIETATh KOHIICHTPAIIMI0O MOYEBOM KHCJIOTHI, KaIMs, KaJdbIlUsi U KpeaTHHUHA B KpoBU. Takue
MEPOTIPUATHS KaK TUAPATAIIHS, OLeTauiBaHUe U MPOPUIAKTHKA C TIOMOIILIO aJUTOIMYPHHOJA IS
MPEIOTBPAICHHUS] TUIIEPYPUKEMHUH TO3BOJSIOT CBECTH K MHHHMYMY PHCK OCIOKHEHUH,
CBSI3aHHBIX C CHHAPOMOM JIH3UCA OMyXOJIH.

BaknuHaims

Y nmanmeHToB C ocinalieHHbIM Ha (OHE IUTOTOKCHYECKOHW Tepanmuud (B TOM YHCIE
JTOKCOPYOUIITMHOM) HMMMYHHTETOM, TPUMEHEHUE XHUBBIX WM OCIAOJICHHBIX BAKIUH MOXET
MPUBECTH K CEPHbE3HBIM MH(EKIUSIM, B HEKOTOPBIX CIy4asX C JIETAIbHBIM HcxonoMm. Cremyer
n30eratb MPUMEHEHHUsI )KUBBIX BAKI[MH Y NAI[MIEHTOB, MOIYUYAOLUX TOKCOPYOUITUH. Y OUTHIC UITH
WHAKTUBUPOBAHHbBIC BAKUMHBI MPUMEHATH AOMYCTUMO, TEM HE MEHEe, OTBET Ha BBEJICHUE ITHX
BaKLMH MOKET OBITH OCIa0JIeH.

DMmOpuoderanbHas TOKCUYHOCTh

JlokcopyOUIIMH MOXXET BBI3BaTh I'€HOTOKCUYHOCTb. BO Bpems M B TeUeHHE OIPEe/IelIEHHOrO
HepuoJia Mocie JeUeHHst JOKCOPYOUIIMHOM MAIllMEeHTaM MY»CKOT'0 U KEHCKOTI'0 110J1a HE0OXOMMO
UCTIONTB30BaTh A EKTUBHBIN MeTO KOHTpanenuy. [laruentam, skenaromum UMeTh JIETel mociie
3aBEPIICHMS TEPalMM, CIEAYyeT MOJYYUTh TE€HETHYECKYI0 KOHCYJIBTALMIO, €CIH 3TO

HGJ'IGCOO6p213HO " JOCTYIIHO.

4.5. B3aumopeiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMHM TMIpenapaTaMu W JApyrue BHIbI
B3aHMO/AeliCTBUA

Hokcopyourun  sBisiercs  cyoctparom  uzodepmentoB CYP3A4 u CYP2D6, a Takxke
P-rnuxonporenna (P-gp). KnuHuyecku 3HaumMmble B3aUMOACWUCTBUS OBLIM OTMEUYEHBI MpU
npuMeHeHun uHruoutopoB wuszopepmentoB CYP3A4, CYP2D6 w/wnm P-gp (mampumep,
BEparamiil), TPUBOJUBINME K TMOBBIIICHUIO KOHIIGHTPAMM | KJIWHUYECKOro 3¢ddekra
nokcopyourmna. Muaykropsl nzopepmenta CYP3A4 (manpumep, dperHobapobutan, (HeHUTOHH,
npenapatbl 3Bepo00si MPOIBIPSBIECHHOI0) U MUHAYKTOPBI P-gp MOTr'YT CHM3UTH KOHIIEHTPALUIO
JIOKCOPYOHUITHHA.

OpnHoBpeMEHHOE MPUMEHEHHE LUKIOCIOpHHA M JIOKCOPYOMIIMHA MOXET NPUBOJUTH K
ysenuueHuto AUC oboux mnpemnapatoB. OTOT 3(deKr, BO3MOKHO, CBSI3aH CO CHHKEHHEM
KJIMpEHCa HEM3MEHEHHOT 0 Nperapara U CHIKEHHEM MeTabor3Ma JIokcopyounnHona. Mimerorcst
MPEOJIOKEHUS, YTO OJHOBPEMEHHOE NMPUMEHEHHE LMKJIOCIOPUHA M JIOKCOPYOUIIMHA MOKET

MPpUBOJAUTE K Ooyee TDKENOU M )IJ'II/ITGJ'IBHOﬁ reMaTOJIOTHYECKOM TOKCUYHOCTH, 4YEM IIpH
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OJTHOBPEMEHHOM MPUMEHEHHUHU IIUKJIOCIIOPUHA U JJOKCOPYOHUITHHA.

[Tpu npuMeHeHUH AOKCOPYOHUIIMHA B KOMOWHAIMU C IPYTMMHU IUTOTOKCUYECKHMHU CPEACTBAMU
BO3MOXKHO TIPOSIBJICHHE aAUTUBHOM TOKCHYHOCTH, OCOOCHHO B OTHOIICHHH KOCTHOTO
MO3Ta/CUCTEMBl KPOBHU H JKEIIyJOYHO-KHIIEYHOTO TpakTa. [Ipy nmpuMeHeHnn ITOoKcopyOHIyHa B
KOMOMHAIMM C JPYTMMH MOTEHIHAIBHO KapAMOTOKCHYECKHMMH XUMHOTEpPANeBTUYECKIMU
CpeACTBaMH, a TaKXKe CepACYHO-COCYAUCTHIMU TpenapaTamu (Hampumep, OJIOKaTOpaMu
«ME/JICHHBIX» KaJbIIMEBBIX KAaHAJIOB) HEOOXOAMMO KOHTPOJIMPOBATH (PpyHKIHMIO cepaua. beum
OIMCAHBI CIly4an OOOCTPEHHS T'eéMOPParudecKoro IMCTHTA, BEIZBAHHOTO MUKIOPOChHaMUaIoM, U
YCUJICHHE TeNaTOTOKCUYHOCTH MEPKANTOIypUHA.

JlokcopyOUIIMH MOXKET yCUJIMBATh BBI3BAHHOE O0y4EHUEM TOKCHYECKOE JICHCTBHE Ha MUOKAP/I,
CIIM3UCTBIE O0OJOYKM, KOXY M TeueHb. VI3MeHeHHMs QYHKIMM TICYCHH, BBI3BAaHHBIC
CONYTCTBYIOILICH Tepamueil, MOryT OTpasuThcd Ha MerabonusMme, (apMaKOKUHETHKE,
TepaneBTHUECKON APPEKTUBHOCTH /WA TOKCUYHOCTH JOKCOPYOHUITHHA.

BBenenne maknmrakcena J0 JTOKCOPYOHMIIMHA MOXKET TMPUBECTH K YBEIHMYEHHUIO TUIA3MEHHBIX
KOHIIEHTpaLuil JOKCOpyOUIIMHA /W €ro METabO0IMTOB B IU1a3Me KPOBU. DTOT 3P PEKT sABIseTCS
MHHUMAJIbHBIM, KOT/Ia JIOKCOPYOHIIMH MMPUMEHSIIOT JI0 MAKIUTaKCea.

[Ipr ogHOBpEeMEHHOM MpPHUMEHEHHH JOKcopyOuuumHa U copadennda B moze 400 mr aBa pasa B
cytku otMmevann kak yBenuueHue AUC (21-47%), Tak M OTCYTCTBHE H3MEHEHHUS JaHHOI'O
nokazarens. KinnHudeckoe 3HaYeHNE JaHHOTO HAOJIIOCHUS HE H3BECTHO.

[lpy neyeHMHM TUNEPYPUKEMUH M TOJArpbl MOXET MOTPeOOBaTbC KOPPEKIUS pexuMa
JIO3MPOBAHUST TIPOTUBOIOIATPUYECKUX JICKAPCTBEHHBIX CPEJACTB B pe3yJbTaTe ITOBBIIICHUS
KOHIICHTPAIIUH MOYEBOM KHCIIOTHI Ha (POHE JICUEHHSI ITPETIapaToOM.

OnHOBpEeMEHHOE NMPUMEHEHHUE C MPOTeCTEPOHOM YCHIIMBAET JIOKCOPYOMLIMH-UHYLIHPOBAHHYIO

HEUTPO- ¥ TPOMOOIIUTONEHUIO.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JAKTAHSA

JKEHIMHEI ¢ IETOPOAHBIM TOTSHITHAIOM (KOHTDaHCHHI/IH Y MYKYMH U )KCHHJI/IH)

JIoKCOpYOHUITH MOXET BBI3BaTh FT€HOTOKCUYHOCTb.

JKenmunaam, crmocoOHBIM K AETOPOXKICHUIO, CTIEAYET PEKOMEHI0BATh N30eraTh 0EpeMEHHOCTH BO
BpeMs JIEUYEHUS M UCIOJIb30BaTh 3(PGEKTHUBHBIE METOJBI KOHTPAIEMIIUA BO BpEMS JICUCHUS
JOKCOPYOUITMHOM M TI0 MEHbIeH Mepe B TeueHue 6 MecsieB u 10 gHel mocie momydeHus
MOCIeAHEH 036l TpemapaTa. My KUKUHBI, UMEIOIINE MapTHEPII, CIOCOOHBIX K JIETOPOKICHUIO,
JIOJDKHBI ~ UCTMIOJIB30BaTh  A((EKTUBHBIE METOABl KOHTpAICNIIUA BO BpeMs  JICUCHUS

JIOKCOPYOUIITMHOM M TI0O MEHBIIEH Mepe B TedueHHe 3 MecsameB W 10 gHeH mocie MmomydeHus
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MOCJIEHEN 103 Mpenapara.

bepemeHHOCTB

[TpumeHneHne JOKCOPYOHIMHA TPU OEPEMEHHOCTH MPOTUBOIIOKA3aHO.

Jlakranus

JlokcopyOuIH BbIAENAETCS B IPYAHOE MOJIOKO. B mepuon Tepanuu 10KCOpyOULIMHOM TpyAHOE
BCKapMJIUBaHUE CJIEYeT MpEKpaTuTh. B CBsI3M C BO3MOXKHOCTBIO PAa3BUTUS CEPbE3HBIX
HEXEJATeNbHBIX PEAKIUN y HOBOPOXKIEHHBIX, HAXOMSIIUXCA Ha TPYAHOM BCKApMIIMBAHUH,
JKEHIIIMHAM HE CJIelyeT KOPMUTh T'PYJbI0 BO BpeMsl J€UeHUsl JOKCOPYOHUIIMHOM U 10 MEHbIIEH
Mepe B TeueHue 10 Hel mociie mojiydeHus MmocieIHel 103kl npenapara.

DdepTUabHOCTD

VY XKEHIIMH TOKCOPYOMIIMH MOKET BBI3BAaTh Oecruiofue U aMmeHopero. OBYIALUS U MEHCTPYaIHH
OOBIYHO BOCCTaHABIMBAIOTCS IOCIE IPEKPALICHUS JIEYEHUS, XOTA BO3MOXKHO HACTYIUIEHUE
paHHEW MEHOMay3bl.

VY MyX4uH JOKCOpYOMILIMH OKa3blBa€T MYTareHHOE JIEHCTBUE U MOXKET BbI3BATH IOBPEXKICHUE
XPOMOCOM cepMaTo30u10B. OJIUrocnepmMust Ui a300CIEPMHUS MOT'YT OKa3aTbCsl HEOOPaTUMBIMU,
XOTs B HEKOTOPBIX CIIy4asiX OTMEUYaa0Ch BOCCTAHOBIICHUE YUCIIA CIIEPMATO30MI0B, HHOI A Yepes
HECKOJIBKO JIET IIOCJI€ IpeKpaleHus JiedeHHUsd. MyXK4YMHBI, [OJy4YarollUe Teparuio
JOKCOPYOUIIMHOM, JTOJKHBI HCIIOIB30BaTh AP PEKTHBHBIE METOIbI KOHTpanenuu. 1 MmyxdnHam,
W OKCHIIMHAM Iepell HaydaJOM JICYEHHUs CIEAYyeT IPOKOHCYJIbTUPOBATHCA OTHOCUTEIBHO

coxpaHeHUs (PepTHUILHOCTH.

4.7. BiusiHue Ha CcrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M paborarhb ¢
MeXaHM3MaMH

[Tpu nmprMeHeHHH TOKCOPYOULIMHA Y MallMEHTOB MOTYT Pa3BUTHCS TOIIHOTA, PBOTA, COHJIMBOCTh
U Jpyrue CHMIITOMBI, BIMAIOLIME Ha o0Iee cocTosHue. B cBA3M ¢ 4eM, MpH TMOSBICHUU
BBIIIEYKA3aHHbIX MOOOYHBIX 3((EKTOB OT yNpaBiICHUS TPAHCIOPTHBIMU CpPEACTBAMH U
MEeXaHU3MaMH, TpEeOYIOUIMMH TOBBIIIEHHON KOHIEHTpAllMM BHUMAaHUS U  OBICTPOTHI

INCUXOMOTOPHBIX peaKHHﬁ, BO BpCM4 JICUCHUA PCKOMCHAYCTCA BO3ACPIKATHCA.

4.8. HexkesaTeibHbIe peakuu

TabnuuHoe pE3IOME HEXKENATCIILHBIX PeaKINH

HexenatenbHple peakiuu, 3aperMCTPUPOBAHHBIE B CBS3H C MPUMEHEHHEM JIOKCOPYOWIIMHA,
MIEPEYUCIICHBI HUXKE M0 KaTeropHsaM KIIACCOB CUCTEM opraHoB 1o cioBapio MedDRA u gactote
BcTpeuaeMocTu. YacToTa HexenaTeNlbHBIX PEaKIMi NMpuBeeHa B BUJAE CIEAYIOIIEH rpaJaluu:

ouenv ywacmo (> 1/10); wacmo (> 1/100, uo < 1/10); neuacmo (> 1/1000, o < 1/100); peoro (>

10
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1/10 000, Ho < 1/1000); ouens pedo (< 1110 000): ‘Yitmdmt Aeisbelttid Vad oot

UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

HUnghexyuu u unsazuu

Ouenb yacto [TpucoennHeHne BTOPUYHBIX HHDEKITUH

Yacro Cercuc

,ZZO6p0KG'-l€CWl6‘€HHbl€, 310KaA4eCmeerHHnbvle U HEYMOYHEHHblE H06006pa306aHuﬂ (GKJUOIIQ}I Kucmawl

U noaUNbLL)

HewussectHo OcTperit TuM(pOIIEHKO3, OCTPBIA MUEIOICHKO3

Hapywenus co cmopoHul Kpo6u u tumgpamuueckou cucmembl

OudeHp yacTo JlelikoneHws, HEUTPOIECHUS, aHeMHus,

TPOMOOIIUTOTICHHS

Hapywenus co cmoponvl umMmynHou cucmembl

HewussectHo AHadunakTudeckas peakuus

HapymeHu}z Memaboausma u NUmanus

Ouensp 4acTo CHIDKCHHE aIllIeTUTa

HewussectHO OGCSBO)KI/IBB.HI/IG, TUIICPYPUKCMHUL

Hapymesz CO CNOPOHbL H€p6H012 cucmemaol

HewnssectHo [Tepudepuueckas HEHponaTus (npu
BHYTpHAPTEPHAILHOM BBEJICHUU

JOKCOpPYOUIIMHA, OOBIYHO B KOMOWHAIIUU C

[UCIIJIATHHOM), CyJI0pOTH, KOoMa (B
KOMOMHAaINH C LUCIUIATHHOM W
BUHKPUCTHHOM)

Hapywenus co cmoponul opeana spenus

Yacro KoHBIOHKTUBUT

HewussectHo KepaTut, noBbIlIEHHOE CIIE300TIETICHHE

Hapywenus co cmoponul cepoya

Yacro XpoHudeckass cepledHas HeJOCTaTOYHOCTb,

CHUHYCOBaA TaXUKapaus

HewuzsectHo ATpPUOBEHTPHUKYJISIpHAS 6mokana,

TaXUapuT™Mu:, 6)101(8.}12[ HOXXKH ITydKa I'uca

Hapywenus co cmoponwl cocyoos

Heuyacrto DmOousa

HewussectHo ok, remopparusi, TpomOodedur, ¢aedur,

11
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IPUINBEDS " KPOBIL K — KOKE ~Iiia- - (pu

OBICTPOM B/B BBEICHUN)

Kenyoouno-Kuuleunvie HapyuleHus

OueHp 4acTo Bocnanenune CIIN3UCTOU 000JI0YKH
JKETYTOYHO-KUIIIEYHOT O TPaKTa/CTOMATHT,

Jauapes, pBoTa, TOIIHOTa

Yacto D30darut, 0016 B 001aCTH )KHBOTA

HewussectHo KenynouHo-KuIIeyHOE KpPOBOTEUEHUE,
3PO3UBHBIN TACTPUT, KOJIUT, U3BMEHEHUE LIBETA

CIM3KUCTON 00O0JIOUKH MOJIOCTH pTa

HapymeHu}z CO CNIOPOHbL KOJHCU U NOOKOIICHBIX MKAHEl

Ouens yacto Cungpom JIaJIOHHO-TT0/I0I1IBEHHON

APUTPON3ECTE3NN, ATOTIEIIHS

Yacrto KpaHI/IBHI/II_Ia, CBIIIb, THIICPIIUTMCHTA U

KOXH, THIICPIIUTMECHTALUA HOTTEH

HewnssectHo Peaknus (OTOUYBCTBUTEIILHOCTH,
THIEPYYBCTBUTEIHLHOCTH pa3apaxeHHON
KOXH (peakius Ha oOJydeHHE B aHAMHE3E),
3y, U3MEHEHUS KOXH, 3pUTEMa KOHEYHOCTEH,

OHHXOJIN3UC

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0sauux nymetl

HewnssectHo Xpomarypus (OKpalIuBaHWE MOYU B KPACHBIH

1Ber)?

Hapywenus co cmopoHuvl penpoO0yKmusHou cucmembvl U MOJIOYHBIX JHcele3

HewnssectHo AMeHopes1, a300CIIEPMUSL, OJIUTOCTIEPMUS

Obwue napywenus u peakyuu 6 mecme 68e0eHUs.

OueHp yacTo Jluxopaska, oOrrast cmabocTh, 03HOO
Yacro Peaxius B Mecte uHy3un
HewussectHo HenomMoranue, noBslllieHHAas yTOMJISIEMOCTD

Jlabopamopnvie u uncmpymenmanbHule OaHHble

OueHnb yacto VYwmenblieHne  (paxiuu  BbIOpoca  JIEBOTO
KeNylouKa,  OTKJIOHEHHE  OT  HOPMBI
apaMeTpoB ANEKTPOKAPAUOTPAMMBI,

OTKJIOHCHU OoT HOPMBbI AKTUBHOCTHU

12
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neuenbMAENS rparicaMnRaL, TOBRcHe

Maccel Tesa’

B TeueHne OAHOTO WM JBYX AHEH MOciie IPUMEHEHUs Ipernapara

63Elpel"I/ICTpI/IpOBaHO Y HOaou€HTOB C pPaHHUM paKoM MOJIOYHOH KCJIE3bI, IIOJIYy4Yaromnux

aJIbIOBAaHTHYIO TEPAIHIO Ha OCHOBE JIoKkcopyOumHa (uccienoBanue NSABP B-15)

OmnmcaHne OTACIBHBIX HEXKEIATSABHBIX PEaKITAM

HeswcenamenvHule aenenus co cmopomsi cepoya

[Tpu Tepanuu aHTpALMKIMHAMU CYIIECTBYET PUCK Pa3BUTHUSA KapAUOTOKCUYHOCTH — paHHEH (T.€.
OCTpOH) WM TTO3/THEH (OTCPOYCHHOM).

[TosiBNieHreM paHHEH KapJUOTOKCUYHOCTH JTOKCOPYOMIIMHA SBIISIETCS, B OCHOBHOM, CHHYCOBas
taxukapaus w/mmu anomanuu Ha OKI (Hecnieruduueckue n3menenus BoiH ST-T). Takxke moryt
OTMEUaThCsl TaXUapUTMUU (BKJIIOYAs JKEIYJOYKOBYIO SKCTPACUCTOJIMIO M IKEIYJA0YKOBYIO
TaXHUKap/AUI0), OpaauKapaAns, aTpHOBEHTPUKYJIsIpHAs O10Kaga u 0JI0Kaaa HOXKeEK myuka ['uca. Otu
a¢dexTsl He Bcerma SABIAIOTCS MPOTHOCTHUYECKUM (DAKTOPOM pa3BUTHSA BIOCIEICTBUU
OTCPOUYEHHOM KapAMOTOKCHUYHOCTU, PEAKO OBIBAIOT KIMHUYECKH 3HAYMMBIMH U OOBIYHO HE
TpeOyIOT OTMEHBI TEPANUHU ITPENapaTOM.

[To3mHsAs KapAMOTOKCUYHOCTh OOBIYHO Pa3BHUBAETCS Ha MO3JHMUX CTAUAX Kypca TEparmuy Wi B
TeyeHue 2-3 MecsleB IOoclie €€ MPEeKpalleHHs, OJHAKO, BO3MOXHO Pa3BUTHE OTCPOUYEHHBIX
1o0004HbIX 3 (HEeKTOB (depe3 HECKOIBLKO MECSIIEB WU JaKe JIET MOCe OKOHYAHHS TePaIuH).
[To3aHss KapAMOTOKCUYHOCTD MPOSIBIISIETCA CHUKEHHEM (paKIMM BBIOpOCA JIEBOTO KEeITyAo4Ka
W/ CUMOTOMaMU XPOHUYECKOM Cep/IeYHOM HEJO0CTaTOUYHOCTH, TAKUMHU KaK OJIbIIIKA, OTEK
JIETKHUX, OTEKHU, KapJAHOMETaJIHs U TernaToMeranusi, OIMTypHs, aClIUT, SKCCYIaTUBHBIN TJIEBPUT U
puUTM Tanoma. Takke MOTYT OTMEYaThCsl MOJOCTphIE SBIICHUS, TaKUe KaK MEePUKAPAUT H
Muokapaut. Haubonee Tspkenoit ¢opMol, BBI3BAHHOW aHTPAIMKIMHAMHM KapIUOMHOIIATHH,
KOTOpasi OrpaHMYMBAaeT KyMYJISTHUBHYIO J03y IIpernapara, SBISIETCS Yrpoxaromas KU3HU
XPOHHUYECKAsl Cep/ieuHasi HEOCTATOYHOCTD.

[lpy npuMeHeHMM JOKCOpYOMIIMHA, KakKk M JAPYIMX IUTOTOKCUYECKHX CpPEJCTB, WHOI/A
HaOMIOJAIOCh pa3BUTHE TpomOoduieOutra M TpPoMOOAIMOONIWHU, BKIIOUYAsS TPOMOOIMOOIHIO
JIETOYHOM apTepHH (B HEKOTOPBIX CIydasiX C JETAIbHBIM UCXOJIOM).

Bmopuunsiii ocmpwiti MuenouoHull 1etko3 U MUuer00UCHIACmu4ecKutl CUHOPOM

Kak u B cinydyae Apyrux mpOTHBOOITYXOJIEBBIX areHTOB, noBpexnaatonmx JIHK, y manueHTtos,
MOJIy4aBUINX KOMOMHUPOBAHHOE JIEYEHHE C JJOKCOPYOUITMHOM, BTOPUYHBIN OCTPBIM MUETOUAHBIN

JIEHKO3 U MHEJIOAUCIUIACTHYECKUI CHHAPOM OTMEYAIIUCh PEIKO.

13
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Mecmmuvie peaxyuu

OKcTpaBa3aluus BO BpeMs BHYTPUBEHHONW HWH(QY3MH JOKCOpYOMIIMHA MOXKET MPHUBECTH K
HOSIBIICHHUIO OOJIH, TSDKEIOMY MOPAKEHHIO TKaHU (00pa30BaHuUe My3bIpe, TSXKEIbIA HEJUTIONIUT) U
Hekpo3y. [Ipu BBeneHuM mpenapaTta B HEOOJBIIYIO BEHY WM IIPH €ro MOBTOPHOM BBEIECHUU B
OJIHY U Ty K€ BEHY BO3MOXKHO pa3BuTHE (edockiieposa.

Beeoenue 6 mouesoii ny3vips

BBenenue B MOUEBOIl ITy3bIpb MOXKET IIPUBECTHU K MOSIBJICHUIO CUMIITOMOB XMMHUYECKOT'O LIUCTUTA
(Iu3ypusi, NOIUYpUsl, HUKTYpHUs, OOJI€3HEHHOE MOYEHCIyCKaHHe, remMarypus, ITUcKoMdopT B
00J1aCTH MOYEBOTO ITy3bIPs) U KOHCTPUKLIUK MOYEBOT'O ITY3bIpSI.

Brympuapmepuanvroe sedenue

BuytpuaprepuaibHoe BBEICHUE HOKCOPYOUIIMHA MOXKET BBI3BAaTh B JIOMOJIHEHHE K CHCTEMHOU
TOKCUYHOCTH HU3BSA3BICHHUE JKENIyAKa M JBEHAIUATUIIEPCTHOMW KHUIIKHA (BO3MOXKHO 3a CYET
pedarokca mpemapata B OKEIYIOYHYK apTEpUI0) M CYXKEHHE JKETYEBBIBOIAIIMX IyTeH
(JlekapCTBEHHBI  CKJIEPO3UPYIOIIMNA  XOJIAHTUT), a TaKXKe pacHpOCTPAHEHHBI HEKPO3
nepdy3upyeMoil TKaHu.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo coo0maTh 0 TOM03pEBaeMBIX HEXKENATEIbHBIX PpEaKIMAX IOCJAe pPErucTpaluu
JIEKApCTBEHHOIO Tpernapara ¢ LeJIbl0 00ECIeUeHHsT HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«IoNMb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0maTh O JIOOBIX I0JI03PEBACMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIEHUS O HEKeNaTeNbHBIX PEaKIUsIX rOCylAapcTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanus

®denepanbHas ciryx0a Mo Haa30py B cepe 3ApaBOOXpaHEHUs

109012, r. Mocksa, CrnaBsiHCKasl Iiiomanip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru wau npr@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeJ'IeKOMMYHI/IKaI_[I/IOHHOI\/’I CCTHU ((I/IHTepHeT))Z

https://www.roszdravnadzor.gov.ru/

4.9. lepeno3npoBka
CHUMOTOMBI
Octpas mepedo3upoOBKAa JIOKCOPYOMIIMHOM MOXET TPUBECTH K PA3BUTHIO  THKEIOH

MHUEJIOCYTIpECCUU  (TIPEUMYIIECTBEHHO JICMKONEHUH W TPOMOOIIUTONICHHH), K TOKCHYECKUM
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3 dexTaM co CTOPOHBI KETYTOUHO-KUIIIEYHOTO TPAKTa ( 1=§ G&B}Mgﬁﬁg%bﬂ:ﬁmgﬁhﬁ gt-r'fpoe

MOpaKeHUE MUOKap/a.
Jleuenue
AHTHJIOT K JIOKCOPYOMIIMHY HEHM3BECTCH. B cilydae Tmepeo3upoBKH PEKOMEHIYETCS

CUMIITOMAaTU4YCCKas TCpaIms.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
®apMakoTEpaneBTUUECKAsT T[PyNIa: MPOTUBOOIIYXOJIEBOE CPEICTBO, IPOTHUBOOITYXOJIEBBIE
AHTUOMOTHKYU M POJICTBEHHBIE COCTUHEHUS; aHTPALUKINHBI U POJCTBEHHBIE COSAMHEHHUS.

Kox ATX: LO1DBO01

Mexanusm ageiicTBus

JIOKCOpYOUIINH - IUTOTOKCHYECKUN aHTPANUKINHOBBIA aHTUOMOTHK, BBIICIICHHBIN U3 KYJIBTYPHI
Streptomyces peucetius var. caesius.

[{uToTOKCHYECKOE NIEHCTBUE IOCOPYOMIIMHA B OTHOIIEHHWHU 3JI0KAYECTBEHHBIX KIIETOK U €ro
TOKCHYEeCKHe J(PQEKThl Ha pa3UYHBIC OPraHbl, BEPOSTHO, OOYCIIOBICHBI HHTEPKAISIIHCH
HYKJICOTH/IHBIX OCHOBAaHWUH M CIOCOOHOCTBIO JIOKCOPYOWIIMHA CBSI3BIBATHCS C JIMITHIAMU
KJIETOYHOU MeMOpaHbl. VHTEpKaIAIHUS WHTHOUPYET PEIUTHKAIUI0 HYKJICOTHIOB U aKTUBHOCTH
JHK- u PHK-nomumepas. B3aumopnelictBue pokcopyounmHa c Tomouszomepazon II ¢
obpazoBannem  JIHK-pacmiemiseMplx  KOMIUIEKCOB  CUMTAIOT  BaXHBIM  MEXaHHU3MOM
IIUTOTOKCUYECKOTO JEHCTBUS IOKCOPYOUITHHA.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Pacnpenenenue

HauanpHblii mepuo/1 momyBbIBEICHUS COCTABISAET OKOJIO 5 MUHYT U CBUIETENHCTBYET O OBICTPOM
pacnpenesieHnd JOKCOPYOUITMHA B TKAHSX; TSPMHUHAIBHBIA TIepHO MoyBbiBeneHus — 20-48 4.
CBsi3b JTOKCOPYOHMIIMHA U €r0 TJIaBHOTO METa0oHTa, JOKCOPYOMIIMHOJA, ¢ OeTKaMH TIa3Mbl
KpOBH cocTaBisieT 74-76 % ¥ He 3aBUCHT OT KOHILIEHTPALIUU JOKCOPYOHIIMHA B IJa3Me KPOoBH (10
1,1 Mxr/m).

JloxcopyOUIIMH HE TPOHUKAET Yepe3 reMaTodHIehaTnaeckuii bapbep.

buorpancdopmarms

DepMEHTaTUBHOE BOCCTAHOBIIEHUE B TIOJIOKEHUU 7 U PAcIIEIUICHHE TayHO3aMHHOBOTO caxapa
IOPUBOAUT K 00pa30BaHUIO arjMKOHOB, YTO COIMPOBOXKIAETCS TaKKe 00pa30BaHUEM CBOOOIHBIX
panukainos. [locaennue MoryT o0yclnoBIMBaTh KapauOoTOKcHYeckue 3PpGeKThl J0KCOpyOUlINHA.
[Tepuon nomyBbIBEIEHHUS JOKCOPYOUIIMHOIIA CXO/IEH C TAKOBBIM J0KcOpyOunrHa. CooTHOIIEHNE

MEXIy IUIOMIAJbI0 TOJ KpHUBOM «KOHIEHTpauus-Bpems» (AUC) nokcopyOurmnona u AUC
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JOKCOPYOHMIIMHA [0 CPABHEHHMIO C TIOKCOPYOUIIMHOM coc%gg;{;é;l%';fgéi’é‘.TEﬂI:'H'-:: CTh 0002)

ODIMMUHALUA

KnupeHnc nokcopyOuIIMHA OCYIIECTBISIETCS, B OCHOBHOM, ITyTeM METab0IM3Ma U IKCKPEIHH C
)emupto. [IpumepHo 40 % 03Bl BBIBOJUTCS C JKeM4blo B TeueHue 5 nHei. Tompko 5-12 %
JIOKCOPYOHUIIMHA M €r0 METa00JIMTOB OOHAPY)KMBAETCS B MOYE 3a TOT K€ IMepuoj BpeMeHu. B
Te4eHHe 7 THEH B BUJE JOKCOPYOUITMHOMA Yepe3 TOYKH BRIBOIUTCS MeHee 3 % 103bl. CUCTEMHBIN
KIMPEHC IOKCOPYOUIIMHA 3HAYUTEIILHO CHUKACTCS Y KEHIIUH C 0)KHPEHUEM, Macca Tella KOTOPhIX
coctapiseT 130 % oT onTUMAaIFHOM.

DapMaKOKMHETHKA B OCOOBIX I'PYIIIax

Jlemu

Knupenc nokcopyounmHa y aereit crapiie 2-X JIeT MPEBBIIIaeT TaKoBOH y B3pocibiX. KiupeHc y

netelt miajme 2-x JieT NpUOKaeTcs K 3HaUeHUsAIM KIMPEHCa Y B3pOCIIbIX.

Toorcunvie

Koppekuuu 10361 ¢ yd4eToM Bo3pacta He TpedyeTcsl.

Ilon

CpenHuil KIMpEeHC TOKCOpYOUIIMHA y MYKYMH 3HAUUTENIBHO BbINIE, YeM Yy >KeHIIMH. OJHako,
TEPMUHAJIBHBIA MEPHOJ] MOJYBbIBEICHUS JOKCOPYOUIIMHA Y MY)KUMH — OoJjiee AJIUTEIbHBIN 110
CPaBHEHHUIO € XKeHIIMHAMU (54 1 35 4 COOTBETCTBEHHO).

Paca

Brausinue pacel Ha (papMakOKMHETHKY JOKCOPYOUIIMHA HE U3Yy4aioCh.

Hapywenue ¢ynxyuu neuenu

VY nanueHToB ¢ HapylleHHeM (YHKIMH MEeYEHH KIMPEHC AOKCOPYOMIIMHA U JOKCOPYOMIIMHOIA
CHUKAETCH.

Hapywenue ¢ynxyuu novex

Bausiaue ¢pyHkunu novyek Ha papMaKOKMHETUKY TOKCOPYOULIMHA HE U3y4alloCh.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIeCTB

JIakTO3BI MOHOTHAPAT

6.2. HecoBmecTuMOCTD

He crnemyer momyckaTh KOHTaKTa CO MIEIOYHBIMU PACTBOPAMH, MIOCKOIBKY 3TO MOXKET IMPHBECTH
K THIPOJIU3Y JIOKCOPYOULIMHA.

N3-3a XMMHUYECKOH HECOBMECTUMOCTH JOKCOPYOMIIMH HENb3s CMEIIMBATh C TernapuHoM (Ipu
CMEIIBaHUU 00pa3yeTcs 0Ca0K).

JlokcopyOUIIMH HEb3sl CMEIIUBATh ¢ PTOPYpALIIIOM (HarpuMep, B OJJHOM HH(Y3MOHHOM MaKeTe
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WJIM BBOJMTH Y€Pe3 OJIMH KaTeTeP), TaK KaK 3TO MOXKET nbﬂﬁ%érlﬁ&i%ﬂéﬂﬁﬁ&&gﬁa f} E'J‘E'Iqae

HEOOXOUMOCTH OJHOBPEMEHHOTO TPUMEHEHHUS STUX MpPErnapaToB PEKOMEHIYETCS MPOMBITh
KaTeTep MEX Iy BBEJICHUSIMU JIOKCOPYOUIIMHA U (TOpYypaIliia.

JlaHHbIil JIeKapCTBEHHBIN IMpenapaT He CcJeAyeT CMEIIMBAaTh C APYTUMHU JIEKapCTBEHHBIMU
npernapaTami, 3a UCKIIIOYECHHEM YIIOMSHYTBIX B pazzede 6.6.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

2 roja.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

XpaHuTh npu TemnepaTrype He Boiie 25 °C.

6.5. XapakTep u cofep:KaHue NEPBUYHOM YIAKOBKH

JInodumuzar, cogepxkammuii 10 Mr qoKCOpyOUIIMHA TUAPOXIIOpUIA, BO (IAKOH U3 MPO3PAYHOTO
OeCLIBETHOTO CTEKJIa MEPBOr0 TUAPOIUTUIECKOTO KIIACCa BMECTUMOCTHIO 10 20 MIL

Unu muodunuzar, comepxkammii 50 Mr gokcopyOWIIMHA THAPOXJIOPHAA, BO (IIAKOH U3
MPO3PAvYHOro OECIBETHOIO CTEKJIA MEPBOTO THAPOJIUTUUECKOTO Klacca BMECTUMOCTRIO 10 66 MII.
@DJ1akoOH YKYIOPUBAIOT MPOOKON PE3NHOBON M3 CHHTETHYECKOTO OYTHIIOBOTO Kaydyka. diakoH,
YKYTOPEHHBIA MPOOKON PE3UHOBOM, O0KMMAIOT KOJIMAYKOM AalFOMHUHHUEBBIM, C IJIACTHKOBOU
KPBILIKOHN 1K 6e3 Hee.

Ha ¢akoHbI HAKJICHBAIOT 3TUKETKY.

ITo 1 ¢pnakoHy MoMeEIIAOT B KOHTYPHYIO SYEUKOBYIO YIIaKOBKY.

| KOHTYpHYIO SYEHKOBYIO YMaKOBKY HJIM 1 (iakoH BMeCTe C MHCTPYKIMEH M0 MEAUIIMHCKOMY
MPUMEHEHHUIO (JTMCTOK-BKIIABIIT) TOMENIAIOT B KAPTOHHYIO YIIAKOBKY (TIAUKYy).

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOI'0 MpenapaTa u JApyrue MaHUIYJISIUM C PenapaToM

Mephl IpeJ0CTOPOKHOCTH, MPUHUMAEMBIE Iepe] IPUMEHEHHEM IIpenapaTa WiM Ipu 06DaH.[eHI/II/I

C HUM
[Tpu pabote ¢ mpenapatroM HEOOXOAUMO COOJIOIAThH MPaBHIIa OOPAIIEHUS C IIMTOTOKCHYECKUMU
BEIIECTBAMM.  3arpsA3HEHHYI0 IpenapaToM IIOBEPXHOCTb  peKOMEHIyeTcss o0paboTaTh
pa30aBIeHHBIM PACTBOPOM TUIOXJIOpUTa HaTpus (comepxaummm 1 % xnopa). Ilpu nonananuu
npernapaTra Ha KOXYy — HEMEJUICHHO IIPOU3BECTH OOMIBbHOE MPOMBIBAHHE KOXKHU BOJIOM C MBLIOM
WM pacTBOpOM OuKapOOHaTa HaTpus, HE UCTIOIb3YUTE IIETKY, YTOObI HE MMOBPEIUTh KOXKY; €CIH
npernapar rnomnai B IJ1a3a — OTTSHYTh BEKHM U NPOU3BOAMTH MPOMbIBaHME Ti1a3a (rya3) OOJbIIUM
KOJINYECTBOM BOJIbI B T€UEHUE HE MeHee 15 MUHYT, 3aTeM He00X0AUMO 00paTUTHCS K Bpady.

Bech ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXOJbI CIEAYeT YHUUTOXKUTh B YCTAHOBJIEHHOM

TOPSIZIKE.
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(MOCNEOCBATENEHDCTE 0002)

IIpuroToBieHNE PACTBOPA

PactBopute muodpumiuzar 0,9 % pacTBopoM HaTpus XJIOpHUIA I BOJOU 11t MHbeKuui. Crexyer
YYUTBIBATh, 4YTO COJIEpKMMOE (JIaKOHa HAXOAUTCS TMOJ OTPULATEIBHBIM JIABICHUEM.
Heo6xonuMo mposiBiIsiTh 000y OCTOPO’KHOCTh IIPU MPOKAJIBIBAHUN KPBILKU (hIaKOHA UIJIOH,
YTOOBI CBECTU K MUHUMYMY 00pa3oBaHKE a3p030Jis BO BpeMsl BOCCTaHOBIIEHUs pacTBopa. Ciienyer
n30erarhb BJIbIXaHUS a3p030JIs IIpernapaTa BO BpeMsl IPUTOTOBIIEHUS pacTBOpA.

BoccTaHoBIIEHHBIN pacTBOP: MPO3PAYHBIN pACTBOP KPACHOTO LIBETA.

7. AEP’KATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSI

Poccus

00O «O30H Menukay

445043, Camapckas oomacts, r.0. Tonsstra, TEP. O3 IIIIT, MI'CTP. 3-1, 3nanue 11, ctpoenue

1, xom. 37.

7.1. IlpencraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBEPeHHUs

[IpeTen3uun noTpeduTENeH HAIPABIIATH 110 AAPECY:

Poccns

000 «O30H Papm»

445043, Camapckas 00:1., 1.0. Tonbsitra, Tep. O3 IIIIT, maructpans 3-1, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIUN)

[lata nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast  XxapakTepuUCTHKa JIEKapCTBEHHOro mpemnapara J[OKCOpyOMIIMH  JOCTyNHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALHUOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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