COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 27.04.2024 Ne 8559

MUHUCTEPCTBO 3/IPABOOXPAHEHUS 'POECTHIEKO EAEP AN

WHCTPYKIIUS
10 MEJULIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOT'O TTIPEITAPATA
JTOKCOPYBUILWH-IEKO

Toprosoe HaumeHoBaHue npenapara: /lokcopyounun-/IEKO

Me:xkayHapoaHoe HeIATEHTOBAHHOE HAMMEHOBaHMe: JOKCOPYOUIIMH

JlekapcTBenHnasi ¢popma: nuoduinsar Jisl IPUTOTOBICHUS PacTBOpa AJsi BHYTPUCOCYIUCTOTO
Y BHYTPHITY3bIPHOTO BBEICHUS

Cocras Ha 1 porakon

eiicmeyowee eewjecmeso:

JokcopyOuruHa ruipoXIopua 10,0 Mr 50,0 mr

Bcnomocamensvhoe sewecmeo:

JlakTOo3B1 MOHOTHIPAT 50,0 mr 250,0 mr

Onucanue. JloMkas crpeccoBaHHasi MIIM TTOPUCTAsi Macca OPaHKEBO-KPACHOTO IIBETA
dapmakoTepaneBTHYECKAs] T[PYNNA: IIPOTUBOONYXOJIEBBIE CPEACTBA, LUTOTOKCUYECKUE
AHTUOMOTHKYU M POJICTBEHHBIE COCTMHEHUS; aHTPALUKINHBI U POJCTBEHHBIE COSAMHECHHUS.

Kon ATX. L01DBO01

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaroounamura. JIOKCOPYOUITMH - IIUTOTOKCHYECKUN aHTPALUKINHOBBIA aHTHOUOTHK,
BBIJICICHHBIN M3 KyJIbTYphl Streptomyces peucetius var. caesius.

[MutoTokcHueckoe ACHCTBUE AOKCOPYOHIIMHA B OTHOIICHUHU 3JIOKAYECTBEHHBIX KJIETOK U
ero Tokcudeckue 3(PeKThl Ha pa3IMYHbIE OPraHbl, BEPOSITHO, OOYCIOBIEHBI WHTEPKAJSIIUEH
HYKJICOTHJHBIX OCHOBAaHMH M CHOCOOHOCTHIO JOKCOPYOHMIIMHA CBS3BIBATHCA C JIMIHAaMHU
KJIETOYHOM MeMOpaHbl. MHTepKansalusg MHIrHOUpYeT PEIUIMKAINI0 HYKJICOTUOB U aKTUBHOCTH
JHK- u PHK-monumepa3. BsaumopeiictBue mokcopyOuimHa c¢ Ttomouszomepaszon Il ¢
obpazoBannem  JIHK-pacmiemiseMplx  KOMIJIEKCOB  CUMTAIOT  BaXXHBIM  MEXaHU3MOM
IIUTOTOKCUYECKOTO JEHCTBUS TOKCOPYOUIINHA.

DapmarkokuHemuxa.

Pacnopenenenne

HauvaneHblii nieproj; MOMYBBIBECHHUSI COCTaBIISIET OKOJIO 5 MUHYT U CBUIETEIBCTBYET O
OBICTPOM pacmpeeNIeHUH TOKCOPYOUIIMHA B TKAHAX; TEPMUHAIBHBIN EPUO TOTyBBIBEICHUS —

20-48 4. CBs3b NOKCOPYOHIIMHA W €r0 TJIaBHOTO METa0OoIUTa, JOKCOPYOWIIMHOMNA, ¢ Oenkamu
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MJ1a3Mbl KPOBU cOCTaBisieT 74-76 % 1 He 3aBUCHT OT KOHICHTPALNHN TOKCOPYOHTINHA B TUTa3Me
kpoBH (110 1,1 MKr/™mi).

JIokcopyOHUIIMH HE TPOHUKAET Yepe3 reMaTtodHIeanndeckuii 6apnep.

MeTtabonuzm

@depMEHTaTUBHOE BOCCTAHOBJIEHHE B IIOJIOXKEHUM 7 W PACLICIUIEHUE J1ayHO3aMHUHOBOI'O
caxapa NPUBOIUT K OOpa30BaHHMIO ArjMKOHOB, YTO COINPOBOXKIACTCS TaKKe 00pa3oBaHUEM
cBOOOIHBIX panukainoB. llociennue Moryr oOyCIOBIMBATH KapAHMOTOKCHYECKHE A(PPEKTHI
nokcopyOunmna. I[lepuon  momyBbIBeA€HHS — JAOKCOPYOMIIMHOJA CXOJEH C  TaKOBBIM
nokcopyOurmHa.  COOTHOILIEHHE MEXAY IUIOMIAAbI0 TOJ KPUBOM «KOHIICHTPAIUS-BPEMS»
(AUC) nokcopyouruaona u AUC mokcopyOuilMHA 1O CPaBHEHHUIO C JIOKCOPYOHIIMHOM
cocrasiset 0,4-0,6.

BriBenienue

Knupenc nokcopyOuimHa OCYIIECTBISIETCS, B OCHOBHOM, IIyTeM MeTaboiu3ma u
aKcKpernuu ¢ xkemubro. [Ipumepro 40 % 1036l BEIBOIUTCS € JKETYbIO B TeueHue S5 mHel. Toibko
5-12 % nokcopyOHMIIMHA W €ro METa0OJUTOB OOHAPYKMBAETCS B MOYE 3a TOT K€ IEPHUOT
BpeMeHH. B TeueHue 7 nHEl B BHIIE JTOKCOPYOHMIIMHONA 4Yepe3 MOYKU BBIBOAUTCS MeHee 3 %
JIO3BI.

CuCTeMHBIH KIMPEHC JOKCOPYOUIIHA 3HAYUTEIBHO CHIDKACTCS Y KEHIIMH C 0)KUPEHUEM,
Macca Tena KOTopeix coctasisieT 6omee 130 % ot onTuManbHOI.

DapMaKOKMHETHKA B 0CO0BIX rpynmnax

emu

Kmuperc nokcopyOuimHa y JeTeil crapiie 2-X JIeT TPEBBIIIAeT TaKOBOW y B3POCIBIX.
Kimupenc y mereit miaiie 2-X JIeT mpruOIIKaeTCs K 3HAYCHHUSIM KIIMPEHCA Y B3POCTIBIX.

Toorcunvie

Koppekuuu 10361 ¢ yueToM Bo3pacta He TpedyeTcs.

Ilon

Cpennuii KIMpPEHC NOKCOPYOMIIMHA y MYKUMH 3HAUUTENbHO BBIINIC, YeM Y IKEHIIUH.
Opnnako, TEepPMHHANBHBIA TEPHOJ] TOTYBBIBEACHHUS JIOKCOpYOMIIMHA y MYyX4uH — Ooiee
JUTUTETLHBIN TI0 CPABHEHHIO C JKEHIIMHAMU (54 1 35 9 COOTBETCTBEHHO).

Paca

Biustaue packl Ha papMaKOKMHETHKY JIOKCOPYOUIIMHA HE M3Y4alocCh.

Hapywenue d)VHKuuu nedyeHu

Y manueHToB ¢ HapylmleHMeM (YHKUMM T€YeHH KIMPEHC JOKCOpPYOHMIMHA H
JIOKCOPYOUIIMHOJIA CHUKAETCSI.

Hapywenue d)vmcuuu nouyex
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Bnusiaue ¢pyHkumuu novek Ha papMaKOKUH

IHoka3anusi K NpUMeHEeHUI0

Octpeiii  mUMGOOIACTHRIN  JICHKO3,

OCTpBIi MHEIJIO0JIACTHBINA JICHKO3,

€TUKY JOKCOPYOUIINHA HE N3Y9aOCh.

XPOHUYECKHI

numdoneiko3, 0ose3Hh XO/HKKHHA, HEXOJDKKUHCKHE JUM(OMBI, MHOKECTBEHHAS MHEIIOMA,

OCTEOreHHAass capkoMa, capkoma IOwuHra,

capkoMa MSTKHX TKaHeW, HeipobdiacToma,

pabaomuocapkoMa, OmyxoJyib Buibmca, pak MOJOYHOM JKene3bl, pak IIEWKHM MaTKH, capKkoma

MaTKu, paKk SHAOMETPHs, paK AMYHUKOB, TCPMHUHOI'CHHBIC OIIYXOJIM sIMYKa, paK HpeHCTaTeHBHOﬁ

JKeJe3bl, paK MOYEBOrO My3bIps (JiedeHHe U MPO(HIAKTHKA PEUUAMBOB IOCIE ONEPATUBHOIO

BMEUIATENbCTBA),  MEJIKOKJIETOUHBI  pak

FeHaTOIIeJIJHOJISIpHI)II\/JI paK, 3JI0Ka4YCCTBCHHBLIC

JNETKOTr0,  paK  JKeIyJaKa,  IIepBUYHBIN

OIyXOJIM TOJOBbBI M IICH, PaAK HII/ITOBPII{HOfI

JKCJIC3bl, ME30TCIIMOMA, paK MNUIIEBOAA, MHCYJIMHOMA, KApIUUHOUM, 3JIOKAYCCTBCHHAA THUMOMA,

capkoma Kanomm npu CITH Ie.
IIpoTuBonoka3zanus

e JloBbpImeHHAas YYBCTBUTCIIBHOCTb K

JIOKCOPYOUIIMHY WM JPYTUM KOMIIOHEHTaM

Ipenapara, a TakKXe K ApyYIruM aHTpalluKINHaM U aHTpaAllCHAUOHAM.

® EepeMeHHOCTL " ICpUOJ rpyAHOI0 BCKapMJIMBAHUA.

* BHYTpHBEHHOE BBEJICHUE MPOTUBOIMOKA3AHO NPHU: CTOMKONW MHUEIOCYNPECCHH, TAKEIBIX

HapyUICHUSIX (PYHKIHUU MEYCHH, TSDKETIOW CepACUYHON HEIOCTATOYHOCTH M TSIKEIIBIX apUTMUSX,

HE/IaBHO TEPEeHEeCEHHOM HH(apKTe MHOKap/a,

JayHOPYOUIIMHOM, SIpPYyOULIMHOM,

IPE/IIECTBYIOLIEH Tepanuu A0KCOpYOUIIMHOM,

UAapYyOMIIMHOM W/WIM JAPYTMMH aHTPAlUKIMHAMH U

AHTpauCHANOHAMU B IPEACIbHBIX CYMMAPHBIX 103aX.

BBC}IGHI/IG B_MOYEBOH NY3bIPph IIPOTHUBOIIOKA3aHO IIPpH. I/IH(l)eKIII/ISIX MOYECBBIBOIAITNX

HYTeﬁ, BOCHAJICHUU MOYCBOI'O ITY3bIps, TEMATYpPHHU.

C 0CTOPOKHOCTBHIO

- MalMEeHTHI ¢ (aKTOpaMU pUCKa pa3BUTHUS

KapAUOTOKCHUYHOCTH;

- MAIMMCHTBI, TOJYYaBIIUC paHCC MHTCHCUBHYIO XUMUOTECPAIINIO,

- ICTH;
- TIOKUJIBIE TTAIIMEHTEL;
- MMAIIUEHTHI C O)KUPEHUEM;

- mojiarpa;

- ypaTHbIi HedpoauTuas (B T.4. B aHaAMHE3€);

- 3a00JICBaHMS cepana (KapI[I/IOTOKCI/I‘-ICCKOC JIeHCTBHE MOXXET OTMEYaThCs npu Oolee

HU3KHX CYMMAapHBIX /1032X);
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- MMALUEHTHI C OMyX0JIeBOW HHMUIBTPAIIUEN KOCTHOTO MO3Ta (MOKET HOTpGOOBaTI:CH
CHI)KEHHE CTapTOBBIX /103 UM YBEIMUYEHUE UHTEPBAJIOB MEXAY J03aMH);

- YTHETEHUE KOCTHOMO3IOBOI'O KPOBETBOPEHNS;

- IPUMEHEHHE B COCTaBe KOMOMHUPOBAHHOM MPOTUBOOIYXOJIEBOM Tepanueil, a TaKxKe B
COYETAaHMH C JIy4EBOU UJIHU APYTrOM IIPOTUBOOITYXOJIEBOU TEpaIIUEH;

- MMAIMEHTHI C HApyIIeHUEM (YHKIUH TTCUSHHU.

IIpumeHeHne Npu 6epeMEHHOCTH U B IEPHO/ TPYAHOI0 BCKAPMJIMBAHUSA

[Ipumenenue mnpenapatra Mnpu OEPEeMEHHOCTH M B IMEPHOJ TPYAHOTO BCKapMIIMBaHUS
IIPOTUBOIIOKA3aHO.

JlokcopyOuIIMH BBLAEIAETCS B TIpyaHoe MoJIoKO. CreayeT NpeKkpaTUTh T'PyAHOE
BCKapMJIMBaHUE B IIEPUO/]] TEPAIIUU JIOKCOPYOULIMHOM.

Cnoco0 npuMeHeHMsI U 103bI

BHyTpuBEHHO, BHYTPHUITY3bIPHO, BHYTPUAPTEPHUAIIBHO.

BoccTanoBneHHbIE pacTBOp IpemnapaTta pPEKOMEHIYETCS HCIOIb30BaTh Cpazy Iocie
MPUTOTOBJICHUSI.

Buympueennoe egedenue

B kauecTBe MOHOTEpanuu peKOMEHAyeMas CTaHJIapTHas 10332 Ha LUKI IS B3POCIBIX
cocraBnsger 60-90 mr/m2. O6mIyro 103y mpemapata B pacueTe Ha LUK (KaXable 3-4 Henenn)
MO>XHO BBOJIUTH KaK OJHOMOMEHTHO, TaK M pa3/IeJIMB Ha HECKOJbKO BBEJCHHI: B TECUCHUE
3 nHeW moApsAI WM B IEPBBIA U BOCBMOM JTHU IIUKJIA.

Takoke NpUMEHSETCH eKEHeNebHBII PeKUM BBEISHMS Tpemapata B jgo3e 10-20 mr/m2.
[Ipy mnpuMeHeHMM JOKCOPYOHWIIMHA B KOMOWHAIMM C JAPYTHMH [POTHBOOITYXOJEBBIMU
npenapatamMy, OOJAJAIOUMMU  CXOJHOM TOKCHMYHOCTBIO, PEKOMEHJyeMas J03a Ha LUK
cocrapyser 30-60 mr/m>,

[ToBTOpHBIE BBEACHUS Ipenapara BO3MOXKHBI TOJIBKO MPU MCUE3HOBEHUHU BCEX MPHU3HAKOB
TOKCUYHOCTH (B OCOOEHHOCTH, YK€y IOUHO-KUIIIEYHOU U T€MaTOJIOTHYECKOM).

Jlig yMeHbIIeHHs pUCcKa pa3BUTUS TPOMOO30B U AKCTpaBa3alliy IpernapaTr peKOMEHIyeTCs
BBOAWTH dYepe3 TPYyOKy CHCTeMbI JUisi BHyTpuBeHHOW wuH(py3un Bo Bpems unpysuu 0,9 %
pacTBopa HaTpus xjopuaa wian 5 % pacTBopa AeKcTpo3bl. [IpomomkuTenbHOCTh HHDY3UU
JIOJIKHA COCTABJIATH OT 3 10 10 MUHYT.

CyMMapHas 7103a JOKCOPYOHITHA He JOIKHA TIPeBBIMATh 550 Mr/m2,

[larueHnTam, TMONYyYaBIIMM paHee Jy4YeBYIO TEpamuid Ha O00JacTh CpeaocTeHus/
nepUKapIUaIbHYI0 007acTh WIM MPUHUMABIIUM JIPYTHE KapIUOTOKCUYECKUE MpenapaTsl, Mpu
HEOOXOJMMOCTH yBEIMUYEHHs CYMMAapHOW J103bI JOKcopyOHImHa Gomee 450 Mr/m%, BBeneHme

npernapara cjaeayeT NPOBOIUTh MO CTPOTUM MOHUTOPUHIOM (DYHKLIMU Cep/la.
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Hapyienve QyHKIIMY DEYEHU:

- €CITU KOHIIEHTpaIus OmpyOrHa B CBIBOPOTKE KPOBH cocTaBisieT 1,2-3 mr/m1, BBoguMast
J103a TIpenapara J10JbKHa ObITh CHIDKeHA Ha 50 % OT peKOMEHJ0BaHHO;

- €CJIM KOHIIEHTpalus OMIMpyOrHa B CHIBOPOTKE KPOBH MPEBBILIACT 3 MI/UI, TO BBOJUMAS
J103a mpenapara J0bKHa ObITh CHIDKEHA Ha 75 % OT peKOMEHJ0BaHHOM.

I[DVFI/IG CIICHUAJIBHBIC I'PVIIIBI IMTAIIMCHTOB

Pexomennyercsi mpumeHeHue Oojiee HM3KUX 103 WJIM YBEJIWYCHHE HHTEPBAJIOB MEXKIY
LUKIAMU TalMeHTaM, KOTOpble paHee IOoJy4yald HMHTEHCHBHYIO XHMHOTEpPAIUIO, JETSIM,
HalMeHTaM HOXKHUJIOTro BO3pacTa, MalMeHTaM C OXKHpPEHHEM (eCiIM Macca Tejla COCTaBIsieT Ooliee
130 % oT onTUMalIbHOW, OTMEYAETCS] CHM)KEHHE CHUCTEMHOTO KIMpEHCa Ipemnapara), a Takke
MaIMEHTaM C OITyXO0JIEBOW HHPMIBTPAIeil KOCTHOTO MO3Ta.

Ilpuzomoenenue pacmeopa

PactBopute nuodunuzar Bogon ans uHbekuuii win 0,9 % pacTBopoM HaTpus XJIOpHUIA.
CnenyeTr y4uThIBaTh, YTO COJAEPKUMOE (DJIaKOHA HAXOIUTCS IOJ OTPULATENIbHBIM JaBICHUEM.
Heo6xoauMo mposiBIsTE 0COOYI0 OCTOPOKHOCTH MPH MPOKAIBIBAHUN KPBIIKH (hIaKkoHa UTIIOH,
4yTOOBl CBECTM K MHMHHUMYMY 0Opa3oBaHHME a3po30iii BO BpeMs BOCCTAHOBJIEHMS pPacTBOpaA.
Crnenyer nzberaTb BJIbIXaHHUs a3p030JIs Mpernapara BO BpeMsl IPUTrOTOBJIEHUS] pacTBOPA.
Beeoenue ¢ mouegoii ny3vipb

BBenenne B MOYEBOW ITy3bIph NMPHUMEHSETCS JJIS JICUCHHS TOBEPXHOCTHBIX OITyXOJIEH
MOYEBOI'0 My3bIps, a TAKXKE B Ka4eCTBE MPO(UIAKTUKH, JJIS CHUKEHUSI BEPOSITHOCTH PELUANBA
nocje TpaHCypeTpaibHOll pe3ekuuu. BeneHue B MO4YeBOM My3bIpb HE MOKA3aHO /IS JIEUCHUS
WHBA3WBHBIX OMYyXOJeH ¢ TMpOpacTaHWEM B MBIIIEYHYI0 CTEHKY MOYEBOTO ITy3BIpS.
Pexomennyemas mo3a jmiust mHCTWLIIIUU cocTaBisier 30-50 mr B 25-50 Mo 0,9 % pactBopa
HaTpus xjopuja. B ciydae pa3BUTHSL MECTHOM TOKCHYHOCTH (XMMHYECKHH LHUCTHUT) 103y
cnenyer pactBoputb B 50-100 mu 0,9 % pactBopa HaTpus xyopuja. MHCTHWILISAIUU MOXXHO
IPOBOAMTH C UHTEPBAJIOM OT 1 Hexenu 1o 1 mecsna.

WHcTnnnsauuio cienyer MpoBOJUTH C IMOMOIIBIO KaTeTepa, MpU 3TOM IpenapaTr JO0KEH
ocTaBaTbcs B MOYEBOM Iy3blpe B TedeHue 1-2 dacoB. [Ing obOecnedeHuss paBHOMEPHOTO
BO3/ICUCTBUS Ipernapara Ha CIM3UCTYI0 MOYEBOIO Iy3bIps MAIMEHTY BO BpPEMsl MHCTHIUISALIUU
clenyeT moBopauuBaTbes ¢ 00Ky Ha O60k. Bo nzbexanue upesmepHoro paz0aBieHHs Mpernapara
MOYOM, MalMeHThl JOJKHBI ObITh MPEAYNPEKIEHBl O TOM, YTO UM CIIEYET BO3JEpPKAThCs OT
npruemMa XHJIKOCTH B TedeHue 12 4acoB 10 MHCTWUILIMUA. B KOHIlE MHCTWIUISIMM HalMEHT

JOJIKCH OITOPOKXKHHUTDH MOYEBOM IYy3bIPb.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
C.6

-~ YD ;‘J OEEG
-

OT £/ U8 JUL

(NMOCNEOOBATENEHOCTE 0002)

Buympuapmepuansnoe egedenue

BonbHBIM ¢ TenaTolesuTIONSAPHBIM PaKOM M METacTa3aMd B IICYCHHU JJIsl OOECIeYeHUs
WHTCHCUBHOIO MECTHOTO M TI'CHEPAIM30BAHHOTO BO3JCHCTBHS TPU  OJHOBPEMECHHOM
YMEHBIICHUN O0IIET0 TOKCHYECKOTO JICHCTBHS TPEenapaT MOKHO BBOJAWTH BHYTPHAPTEPUAIEHO B
IJIaBHYIO TIe4EHOUHYIO apTepHo B 103e 30-150 Mr/m? ¢ MHTepBaIOM OT 3 HeMlelb 10 3 MeCAIIEB.
Bonee BbICOKHME J103bI  CJIEOyeT NPUMEHATh TOJNBKO B  CIIydYasX OIHOBPEMEHHOI'O
IKCTPAKOPIIOPATILHOTO BBE/ICHHS Tpernapara. bojee HU3KHE 103l SBISIOTCS MOIXOISIIUMHE JIJIsT
BBEJICHUSI JIOKCOPYOHMIIMHA B COYETAHWU C HOJMPOBAHHBIM MAaclioM. [1O0CKOJIbBKY 3TOT MeTon
SIBIISICTCS TIOTCHIIMAIBHO OTMACHBIM M MOKET NIPUBECTH K PAaCIPOCTPAHEHHOMY HEKpO3y TKaHH,
BHYTpUApPTEPUAIbHOE BBEJCHUE JIOJDKHBI OCYIIECTBISATH TOJILKO Bpaud, B COBEPIICHCTBE
BIIAJICIOIIME JAHHOW METOJUKOM.
ITo0ouHOE nelicTBHE

HexxenarenbHble  peakiMu, 3apeTUCTPUPOBAHHBIE B  CBS3M C  IPUMEHCHHUEM
JIOKCOPYOMIIMHA, TIEPEUUCIICHBI HUXKE 0 KATErOpusM KJIACCOB CHCTEM OPraHOB IO CIIOBAPIO
MedDRA u yacToTe BCTPEYaeMOCTH.

Kareropuu 4acToThl onpenessiroTes ClIeayrmuM o0pa3oM: odeHb 4acto (> 10 %), gacto
(=1 %, <10 %), neuacto (= 0,1 %, <1 %), peaxo (= 0,01 %, <0,1 %), ouens peako (< 0,01 %)
Y HEU3BECTHO (HEBO3MOXKHO OIPECIUTh Ha OCHOBAaHUN MMEIOIIUXCS IAHHBIX ).

Tabnuita HeXeENATEIbHBIX PEAKIINI

Wudexkunu 1 nHBa3UU

Odenb yacto [IpucoenuHeHrne BTOPUYHBIX WHPEKIUI

Yacto Cemncuc

I[06pOKa‘leCTBeHHHC, 3JIOKQUCCTBCHHLIC U HCYTOYHCHHBIC HOB006pa30BaHI/I$I (BKJ'II-OLIaSI KUCTHBI U

MIOJIUIIBI)

HewnssectHo OcTpplit tuM(osIelKo3, OCTPBIA MUENTO0IEHKO3

Hapymienus co cTopoHbI KPOBH U JIMM(PATHIECKON CHCTEMBI

OueHp YacTo JlelikorieHUst, HEUTPOTICHUS, aHEMUSI, TPOMOOITUTOTICHH ST

Hapy1menns co cTopoHbI UMMYHHOM CHCTEMBI

HewnssecTtHO AHadunakTuyeckas peakius

HapymeHmI MeTa00IM3Ma U MUTaHUS

QueHb 4acTo CHIKEHHE anmneTuTa

HewussectHo O06e3BoKMBaHUE, TUTIEPYPUKEMHUS

Hapymenus co cTopoHbI HEpBHOM CHCTEMBI

HewunssectHo [lepudepuueckass HelTpomatus (MpU BHYTpPUAPTEPUATHHOM BBEIECHUHU
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JOKCOpyOuImHa, 0OBIYHO B KOMOWHANNH C HMUCILIATHHOM), Cy{0pOTH, KOMa

(B KOMOMHAIIUY C ITUCIITIATHHOM ¥ BUHKPHUCTHHOM )

Hapymienust co cTopoHsl opraHa 3peHus

Yacto KoHbrokTHBUT

HewnspecTHo KCpaTI/IT, ITOBBIICHHOC CJIC300TACIICHUC

Hapymienus co cTopoHsl cepiia

Yacto XpoHuuecKas cepJieuHasi HeJOCTaTOYHOCTh, CHHYCOBas TaXUKapIUs
HewusBectHO ATpHOBEHTPUKYJISIpHAs OJOKaza, TaxHapuUTMHs, OJOKaga HOXKKH ITydKa
Tuca

Hapy1enus co cTopoHBI COCYyA0B

Heuacrto OmOonus

HewnssectHo Iok, remopparus, TpomMOoQneouT, (Gpredut, «IPUIUBBD KPOBH K KOXKE

muna (pu OBICTPOM B/B BBEICHHH)

XCJIYZ[O‘{HO-KI/IHIG‘IHHG HApyHICHHUA

OueHb yacTo Bocnanenne ciam3ucron 000JI0UKH JKCIIYJOYHO-KHIICYHOI'0  TpaAKTa,

CTOMATHUT, Auapes, ppoTa, TOOIHOTA

Yacto 330¢arut, 6016 B 001aCTH KUBOTA

HewussectHo H(e.]'[y,Z[O‘IHO'KI/IH_Ie‘IHOG KpPpOBOTCUCHHUC, 3p03HBHLIﬁ racTpuT, KOJIHUT,

H3MCHCHHE [IBETA CIIM3UCTOM 000JI0YKH MTOJIOCTH pTa

Hapymennst co cTOpOHBI KOXKHU U MOJKOKHBIX TKaHEH

Ouenb yacto CHHIpOM J1aJOHHO-TIOJJOIIBEHHOM 3PUTPOIN3ECTE3UN, A0S
Yacto KpanuHuna, cblib, THIEPIUTMEHTALNS KO, THIEPIIUTMEHTAIUSI HOI'TeN
HewnssectHo Peakuust ¢poTO4yBCTBUTENBHOCTH, TUIIEPUYBCTBUTEIBHOCTD pPa3/IpakeHHOU

KOXH (peakuust Ha oOJydeHHue B aHaMHe3€), 3y/l, U3MEHEHUsS KOXKH, d)pUTeMa

KOHG‘IHOCTGI\/’I, OHUXOJIN3HUC

HapymeHI/I;I CO CTOPOHBI ITOYCK U MOYCBBIBOJAINX HYTeﬁ

HeussectHo Xpomarypus (OKpalmBaHHe MOYH B KpacHbIH 11BET)”

HapymeHI/m CO CTOPOHBI perOﬂYKTHBHOﬁ CHUCTCMBI U MOJIOYHBIX KCJIC3

HewuspectHo AMCHOpe}I, a300CICpMUs, OJIMTOCIICPMUA

O6H_[I/IC HapyHICHUA U PCAKIIUU B MCCTC BBCICHUA

OueHnp yacTo Jluxopaaxka, obmrast c1abocTh, 03HOO
Yacto Peakuus B mecte undy3uu
HewnssectHo Henomoranue, noBeillIeHHAs YTOMIISIEMOCTD

JlaGopaTopHble U HHCTPYMEHTAJIbHBIE TaHHBIE

Ouensp 9acTo YMeHnbienne Gppakiuu BEIOpOCca JIEBOTO JKeTy109Ka, OTKJIOHEHHE OT HOPMBI
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[IapaMeTPOB 3JIEKTPOKAPAUOTPAMMEL, OTKJIIOHEHUS OT HOPMBl aKTWUBHOCTH

«IMIE€YCHOYHBIX)» TpaHCaMKHa3, IIOBBIIICHUEC MACChI Tena6

? B TeyeHue 0IHOTO WK ABYX JHEH MOcie MpUMEHEHHs Mpernapara
® 3aperucTpUpOBaHO Y NALIUEHTOB C PAHHUM PAKOM MOJIOYHOM KeJe3bl, HOTyJaroIHuX

aIbIOBAHTHYIO TEPAIIMIO Ha OCHOBE JA0Kcopyouimna (ucciaemnosanue NSABP B-15)

Heocenamenvhule aenenus co cmopomsi cepoya

IIpu Tepanuu aHTPAaUMKIMHAMHM CYIIECTBYET PHCK pa3BUTUS KapAUOTOKCUYHOCTH —
paHHel (T.e. OCTPOi) WM MO3JHEN (OTCPOUEHHOM).

[IposiBiieHneM paHHEH KapAMOTOKCUYHOCTU JOKCOPYOWIIMHA SBISETCA, B OCHOBHOM,
CHHYyCOBasi Taxukapaus u/uiau anomanuu Ha DKI (aecnenuduueckue udmenenus: BoaH ST-T).
Taxke MOryT oOTMeYaTbCcs TaXWApUTMHUHU (BKJIIOYAs JKEITyAOYKOBYK HKCTPACHCTOJHUIO U
eIy TOUKOBYIO TaxXUKapJHIo), OpaguKkapus, aTpUOBEHTPUKYJIIpHas 0JIoKaaa U GJI0Kaaa HOXKEK
nyuka ['mca. Dt >¢ddexTs He Bcerga SBISIOTCS MPOTHOCTHYECKUM (aKTOPOM Pa3BUTHSA
BITOCJICJICTBUH OTCPOYCHHOW KapAMOTOKCHYHOCTH, PEIKO OBIBAIOT KIMHWYECKH 3HAYMMBIMH U
0OBIYHO He TPeOYIOT OTMEHBI TepaNuU IpenapaToM.

[To31HsAg KapAMOTOKCHYHOCTh OOBIYHO Pa3BHUBAETCS HA MO3JHUX CTAIUSAX Kypca Teparuu
WIN B TeUeHHE 2-3 MECAIEB TIOCIIE €€ MPEKPALICHHUs, OJJHAKO, BO3MOKHO Pa3BUTHE OTCPOUYCHHBIX
n000YHBIX 3P (PEKTOB (Uepe3 HECKOIBKO MECALIEB HIIU JIaXe JIET TI0CIe OKOHYAHUS TePaIIHH).

[lo3nHsAS KapIMOTOKCHUYHOCTh TPOSIBIISICTCS CHIDKEHUEM (pakiuu BblOpoca JIEBOTO
KeNmyJIouyka W/MIM CUMITOMaMHM XPOHUYECKOH CepAedyHOM HeIO0CTaTOYHOCTH, TaKMMM Kak
OJIBIIIIKA, OTEK JIETKUX, OTEKH, KapJUOMErajus ¥ TermaTOMETalus, OJUTYPHs, acIuT,
OKCCYIATUBHBINA IJIEBPUT M PUTM rayona. Takke MOTYT OTMEYaTbCs MOJOCTPHIE SIBICHUS
(mepuxkapaut/mMuokapaut). Haubonee Tskenoil Qopmoil, BbI3BaHHOH aHTPALMKIMHAMU
Kap/IMOMUONATUH, KOTOpasi OrpaHWYMBaeT KyMYJIATUBHYIO JI03y IIperapara, sBISETCs
yTpOXKAOIIas )KU3HU XPOHUYECKas Cep/IeYHAast HETOCTaTOUHOCTb.

[Ipu mpuMeHeHHH HOKCOPYOWIIMHA, KaK W APYTHMX IMUTOTOKCHYECKHX CPENICTB, MHOTIA
HaOmroanoce pasBuTHe TpomOoduedura u  TpoMOOIMOONIMH, BKIOYas TPOMOOIMOOIUIO
JIETOYHOMN apTepuu (B HEKOTOPBIX CIyYasiX C JETaJIbHBIM UCXOJI0OM).

Mecmmnuie peaxyuu

DKcTpaBaszanus BO BpeMsi BHYTPHUBEHHOW HH(Y3UHM JTOKCOPYOHWIIMHA MOXET MPHBECTH K
HOSBICHUIO OOJIH, TSDKEIOMY MOpakeHHIO TKaHU (0Opa3zoBaHME My3bIpeH, TSKEIbIN LEeJUTIOIHT)
u Hekposy. Ilpu BBeneHnM npenapara B HEOOJBIIYIO BEHY WM IIPH €ro IOBTOPHOM BBEJICHUH B

OJIHY U Ty K€ BEHY BO3MOXKHO pa3BUTHE (riedockiieposa.
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Bsedenue 6 mouesotii ny3vipo

BBenenne B MOUYEBOW Iy3bIph MOKET HMPUBECTH K IMOSBICHUIO CUMITOMOB XMMHUYECKOTO
mucTuTa (OU3ypusl, NOJMYpUs, HUKTypus, OOJE3HEHHOE MOUYEHUCITyCKaHHe, TIeMaTypus,
JUCKOM(DOPT B 00JIACTH MOYEBOIO Iy3bIPsl, HEKPO3 CTEHKH MOYEBOI'O ITy3bIpsl) U KOHCTPUKLIUU
MOYEBOTO TY3bIpS.

Buympuapmepuanvhoe 6sedenue

BuyTpuaprepuanbHoe BBEICHHE IOKCOPYOMIIMHA MOXKET BBI3BATh B JOMOJHEHHE K
CHCTEMHOI TOKCHYHOCTH W3bS3BJIICHHE JKENy/Ka ¥ JBCHAIIATUIICPCTHONW KHIIKK (BO3MOXKHO 32
cueT peduirokca Ipernapara B JKEIyAOYHYI apTepUI0) U CYKEHHME >KETUEBBIBOASIIUX IyTel
(JlekapCTBEHHBI  CKJIEPO3MPYIOIIMHM  XOJIAHTMT), a TaKXe pPaclpOCTPAHEHHBIH HEKpPO3
nepy3upyemMon TKaHu.

ITepexo3upoBka
CumMnromsl

Octpasi mepeo3upoBKa JOKCOPYOUIIMHA MOXKET MPHUBECTH K THKENOW MHUEIOCYIPECCHH
(MperMyIEeCTBEHHO — K JIGHKOIICHHH W TPOMOOIMTONEHUH), K TOKCHYECKUM d(deKTam co
CTOPOHBI JKETYJOYHO-KUILIEYHOT0 TPAKTA, BBI3BATh OCTPbIC MOPAKEHUS CEPALA.

Jleyenue

AHTHUJIOT K JOKCOPYOWIIMHY HEW3BEeCT€H. B ciydyae mnepeso3upoBKU PEKOMEHIYETCs
CHUMITTOMAaTHUYeCKasi TePaIHsl.

B3aumopeiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH CPeACTBAMH

HokcopyOurun siBisercss cyoctpatom uszogpepmenta CYP3A4 u CYP2D6, a Ttaxxke
P-rnukonporenna (P-gp). KinHuyeckun 3HaunMMble B3aMMOJEHCTBUS ObUIM OTMEUYEHBI NpU
npuMeHeHnn uHTHOUTOpOoB wu30dhepmeHnToB CYP3A4, CYP2D6 w/mmu P-gp (mampumep,
BeparamMuil), TMPUBOJUBIIME K TMOBBIIEHUI KOHLEHTPAMM M KIMHHYecKoro s¢gekra
nokcopyounmHa. Uuaykropsl nzopepmenta CYP3A4 (nanpumep, dpeHobapburan, (GeHuTouH,
npenapaTtsl 3Bepo00s MPOABIPSIBICHHOTO) U WHAYKTOPHI P-Jp MOTYT CHHM3HWTH KOHIICHTPAIIUIO
JIOKCOPYOHIIMHA.

OnHOBpeMEHHOE MPHUMEHEHHE LMKIOCIOpHUHA M JOKCOPYOMIIMHA MOXKET NPHUBOIMTH K
yBenuuenuto AUC oOoux mnpemapaTtoB. OTOT 3>(PQeKT, BO3MOXKHO, CBSI3aH CO CHMKECHHEM
KJIMpEeHCa HEM3MEHEHHOTO TIpernapara u CHIbKEHHEeM MeTabou3Ma JJoKcopyounmaona. Mmerorcs
NPEIOI0KEHHUs, YTO OJHOBPEMEHHOE MPHUMEHEHHE ITUKIOCTIOPHHA M JIOKCOPYOHMIIMHA MOXKET
OPUBOANUTE K Oojiee TsOHKEeNoW M JITUTENBHOW TIeMaTONIOTHYEeCKOM TOKCHYHOCTH, YeM Mpu
NPUMEHEHHUHU TOJIBKO J0KycopyOurmHa. ViMeroTcst cooOIIeHns: 0 pa3BUTUU KOMBI U CyJIOpOT IIpU

OJIHOBPEMEHHOM MPUMEHEHUH IUKJIOCTIOPUHA U JJOKCOPYOHUIMHA.
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[Ipy npumeHeHHMH JOKCOpyOMIIMHA B KOMOWHANUW C JAPYTMMH [ATOTOKCHYCCKAMMU
CpeACTBaMH BO3MOXHO MPOSBICHUE AaIAUTHBHOW TOKCHYHOCTH, OCOOCHHO B OTHOUICHUH
KOCTHOT'O MO3I'a / CUCTEMbI KPOBHU U K€JIy10YHO-KUIIIEYHOT'O TPAKTA.

IIpy npumeHeHHMH [OKCOpPyOMIIMHA B KOMOMHAmMM C JPYTMMH IOTEHLUAIBHO
KapIMOTOKCUYECKUMHU XUMHUOTEPAIEBTUIECKUMHU CPEICTBAMH, & TAKXKE CEPACYHO-COCYAUCTHIMU
npenapatamu (Harmpumep, OJIOKaTOpaMu «MEAJICHHBIX» KaJbIIMEBbIX KaHAJOB) HEOOXOIUMO
KOHTPOJHMPOBaTh (YHKIMIO CepAla. BpliM ommcaHbl ciiydad OOOCTPEHHS] reMOpparunyeckoro
LUCTUTA, BBI3BAHHOTO LIUKIO(OCHaMUIOM, U YCUIEHUE T'eaTOTOKCUYHOCTH MEPKAaNTOIypHHA.
JlokcopyOUIIMH MOXKET yCUIIMBATh BbI3BAHHOE O0Iy4EHHUEM TOKCHYECKOE JEHCTBHE Ha MUOKAp/,
ciu3ucThie  O0OJIOYKM, KOXY W TedeHb. V3MeHeHUs (YHKUMM TICUYCHH, BbI3BAaHHbBIC
COITyTCTBYIOIIEH Tepamued, MOTYT OTpa3uThcs Ha Merabomm3me, (apMaKOKWHETHKE,
TepaneBTHUECKON FPPEKTUBHOCTH U/UIH TOKCUYHOCTH JOKCOPYOULIMHA.

BBenenne mnakiauTakcenaa 10 JIOKCOPYOMIIMHA MOJKET IPUBECTH K  YBEIUYEHUIO
IUTa3MEHHBIX KOHIEHTPAUW JOKCOPYOHIIMHA W/MIIM €r0 METa0OJUTOB B IIa3Me KPOBH. JTOT
3 EKT SBISACTCSI MUHUMAIBHBIM, KOT/1a JIOKCOPYOHUIIMH IPUMEHSIOT /10 AKJIUTAKCeNa.

IIpu oHOBpeMEHHOM NPUMEHEHUH JOKcopyOulmHa u copadennbda B 1o3e 400 mr iBa pasza
B cyTkH otMmevanu kak yBemuuenue AUC (21-47 %), Tak U OTCYTCTBUE M3MEHCHUs JaHHOTO
nokasarens. KinuHndeckoe 3HaueHNE JaHHOTO HAOJIIOICHUS] HEU3BECTHO.

[Ipu neyeHMu TUNEPYPUKEMHUU M TOAArPhl MOXKET MOTPEOOBATHCS KOPPEKIHS peKuMa
JTIO3UPOBAHUSL TPOTUBOINOAATPUYECKUX JIEKApPCTBEHHBIX CPEACTB B pe3yJbTaTe MOBBIIICHUS
KOHIIEHTPALMU MOYEBOM KMCIIOTHI Ha (DOHE JICUEHHsI ITPETapaToM.

JlokcopyOMIIMH HENb3s CMEIUBaTh C JAPYTUMH Tpemaparamu. He cremyer nomyckaTh
KOHTAaKTa C IIEJIOYHBIMHA DPACTBOPAMH, TOCKOJNBKY 3TO MOXET TPUBECTH K THIPOIH3Y
JoKcopyOuimHa. M3-3a XUMHUYECKOM HECOBMECTUMOCTH JOKCOPYOUIIMH HENb3s CMEIIMBATh C
rernapuHoM (IIpU CMELINBaHUU 00pa3yeTcst 0Ca0K).

JIOKCOpYOUIIMH HENb3s CMEIINBATh ¢ GTOpypaliioM (HalpuMmep, B OJHOM HH(Y3MOHHOM
MaKeTe WM BBOJWTH Yepe3 OJIMH KaTeTep), TaK Kak 3TO MOXET IMPUBECTH K BBIMAJICHUIO OCA/IKA.
B cinyuyae HEOOXOIUMOCTH OJHOBPEMEHHOTO MPUMEHEHHUS 3THX IPErnaparoB, PEKOMEHIYeTCs
IPOMBIThH KaTeTep MEX/y BBEACHUSIMH JIOKCOPYOHIIMHA U (pTOpyparuia.

OnmHOBpeMEHHOE  NPUMEHEHHE C  IPOTeCTEPOHOM  YCHIIMBAEeT  JIOKCOPYOHIIMH-
WH/IYIIHPOBAHHYIO HEHTPO- M TPOMOOITUTONICHHIO.

Oco0ble ykazanus
JlokcopyOUIMH clielyeT MPUMEHSTh TOJBKO IMOJI HaOJII0AeHHEM Bpadyel, UMEIOIUX OMBIT

MPUMCEHCHUA HUTOTOKCUYHBIX IIPCIIapaToB.
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Jlo Hauama Je4yeHHs] OCTpble TOKCHUYECKUE S(PPEKTH MPEABIAYIICH ITUTOTOKCHIECKOIM
Tepanuu (Takue KaKk CTOMATHUT, HEUTPOINEHHs, TPOMOOIMTONEHUS M CHUCTEMHbIC WH(EKIIUH)
JOJIKHBI OBITH KYIHUPOBAHBI.

Jlo Hauama ¥ BO BpeMs TepamuM MpernaparoM HEOOXOAWMO KOHTPOIHPOBATh (DYHKIIHUIO
cepAna, 4ToObl CBECTH K MHMHHUMYMY PHUCK €r0 TSDKEJIOro mopaxkeHus. s sroro ciemyer
PETyJISIpHO OIpeneNnaTh (pakiuio BbIOpOCA JEBOTO JKEMyIOouyka M HEMEJICHHO IPEKPaTHTh
JICYCHUE TPU TOSBJICHUU TEPBBIX NPU3HAKOB HapylIleHus (QyHKUuH cepana. K anekBaTHbIM
METOJlaM KOJIMYECTBEHHOI0 aHalu3a (QyHKUIUU cepaua (u3MepeHue (ppakuuu BeIOpoca JIEBOTO
JKemysouka) oTHocsATcsa paauonsoronHas anruorpadpus (MUGA) u  sxokapauorpadus.
Jlo Hayana nedeHus: peKOMeHAyeTcs OLeHuTh PyHKIHIo cepana ¢ momousio DKI' 1 onHoro u3
CJICAYIOUINX METOAOB — PaJUOU30TOITHOTO CKAHUPOBAHMS WM dXOKapauorpaduu, 0COOCHHO Y
NanueHToB ¢ ¢GakTopaMd  pHUCKa  TOBBIMIEHHONH  KapJIMOTOKCHUYHOCTH  (Hampumep,
CUMITOMATHYEeCKOEe WM OecCHMNTOMHOE 3a00JIeBaHHE CEepJEYHO-COCYAUCTON CHUCTEMBI,
IPEIIECTBYIONIAast UM COMYTCTBYIOIIAs JlydeBasi Tepanus B 00JacTu CpeJOCTeHHs/TIeprKapaa,
NPEIIECTBYIONIass TEpanusi ¢ MPUMEHEHHEM JAPYTHX aHTPAIMKINHOB WM aHTPACHAMOHOB U
COMYTCTBYIOIIasi Tepamusi IMpernapaTaM, CHIDKAIOIIMMU COKPATHTEIbHYI) CIOCOOHOCTh
MHUOKap/a, HaIpUMEpP, TPACTYy3yMaOOM).

He crnemyer mpuMeHATh aHTPAUMKIWHBI, BKIOYas IOKCOPYOWIIMH, OJHOBPEMEHHO C
JIPYTUMHU KapJAWOTOKCHYECKUMH TperapaTamMu JI0 TeX I0p, IMOKa HE MPOBEIEHO HMCCIIEeI0BaHNE
cepaeyHol (GYHKIUU TanueHTta. [Ilpu mpuMEeHeHHH aHTPAIMKIWHOB Yy MAallMEHTOB, KOTOPHIM
HEAABHO TPOBOJIWIM TEpPaANui0 JAPYTUMHU KapJUOTOKCUYECKUMHU IMpermapaTamMu, OCOOEHHO
npenapaTaMu C JUTMTENBHBIM TIEPHOAOM IOJYBBIBEICHUS (TaKMMH Kak TpacTy3ymald), Takke
MOXET OBITh TIOBBIIIEH PHUCK PAa3BUTUS KapJUOTOKCHYHOCTH. llepuon mosryBBIBEICHUS
TpacTy3yMaba BapuabeneH. TpacTy3ymad MOXXeT NPUCYTCTBOBAaTh B KPOBOTOKE B TEUYEHHE
7 w™ecsneB. B cBA3M ¢ ITHUM pEKOMEHJyeTcsl MO BO3MOXKHOCTH M30erarb Tepanuu
aHTpAIMKJIIMHAMA B TEYEHHWE 7 MeCSIeB TII0ciie OTMEHBI TpacTy3ymaba. B ciydae
HEOOXOIMMOCTH TTPUMEHEHHsI aHTPAIMKIMHOB 10 OKOHYAHHSI ATOTO CPOKa, CIEAyeT THIATEIhHO
KOHTPOJIMPOBAThH CEPACUHYIO (DYHKIIMIO.

@paxiuio BbIOpOca JIEBOTO JKEIyAOUKa CIEAyeT M3MepsATh B JUHAMHUKE, 0COOEHHO IpH
YBEIIMYCHUU KYMYJISITUBHBIX 103 aHTpanukiuHa. [Ipm STOM 11emecoo0pa3HO TOCTOSIHHO
UCTIOJIB30BATh OJIMH U TOT YK€ METO/I.

Puck pa3BUTHS XpPOHUYECKOM CepieuHON HEeI0CTaTOYHOCTH, COCTABISAIONIMNA okojio 1-2 %
TIpH TIPUMEHEHNH KyMYJISTHBHOH 10361 300 MI/M?, yBENMUMBACTCS MEIIEHHO 10 JOCTHKEHHUS
CyMMapHO# KyMyJISATHBHOH 10351 450-550 Mr/M2, Tociie 4ero oTMEdaeTcs pe3Koe YBEIHYeHHE

pucka. B cBSI3M ¢ 9THM MakcHMasbHAs KyMyISTHBHAS 1032 He JOJDKHA PEBHIIATh 550 Mr/M2,
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MonuTtopuHr (YHKIMH ceplua JODKCH OBITE  OCOOCHHO CTPOIMIM Yy IallACHTOB,
MOJYYarOIIUX BBICOKME KyMYJIATUBHBIC JO3bI Mperapara U y NalueHTOB ¢ (GakTOpaMu pUCKa
MOBBIIICHHON KapJUOTOKCUYHOCTH. OIHAKO KapAUOTOKCUYHOCTb MOKET DPAa3BUTLCA U IIPU
IpUMEHEHUH 0oJiee HU3KMX KyMYJSTHBHBIX /103 JOKCOPYOHMIIMHA HE3aBHCHMO OT HaJlU4us
(dakToOpoB pHCKAa.

Y onperei M NOAPOCTKOB IOBBILEH PHUCK pa3sBUTUA IO3JHEH KapAUOTOKCUYHOCTH
JOKCOpyOuIIMHA. Y JKEHIIUH 3TOT PUCK MOXKET OBbITh BBINIE, YeM y MYXX4MH. Pexomenmyercs
NEPUOANYECKUA KOHTPOJIb COCTOSIHUSL CEPACYHO-COCYIUCTOW CHCTEMBI II0CIE OKOHYAHUSA
TEPAINH.

TokCHYHOCTD TOKCOPYOUIIMHA U IPYTUX aHTPALMKIMHOB WM aHTPALICHIMOHOB, BEPOSITHO,
HOCHT aJIIUTUBHBIN XapaKTep.

Kak wu Jpyrue 1UTOTOKCHYECKME CpPEICTBA, JOKCOPYOMIIMH MOXET BBI3BaTh
muenocynpeccuto. OOmuMi aHalIuW3 KpPOBM, BKIIOYas JIEHKOLMUTapHYO (opMyly, cileayer
IPOBOAMTH JO M BO BpEMs KaXJOro IMKJIa TEpanuu AOKcopyOunuHoM. Jlo3o3aBucumas
oOpartumasi JICHKOTIEHUs] W/WIM TPaHyJOUUTONCHHUS (HEUTPONEHHs) SBISIFOTCS OCHOBHBIM
IPOSIBIIEHUEM T'€éMaTOJIOIMYECKONH TOKCHYHOCTH JOKCOPYOMIIMHA M CaMbIM YacThIM IPU3HAKOM
OCTPOM TOKCHUYHOCTH, JIMMUTUPYIOLIEH n03y mnpenapara. JIEHKONEHHs M HEUTPONEHUS B
OOJIBIIMHCTBE CIIy4aeB JIOCTHralOT MaKCHMajbHOW BbIpaxkeHHocTH uepe3 10-14 nneil mocie
BBEIICHUS IIpernapara, NpUYeM 4YHUCIO JICHKOIWTOB/HEUTPODHIOB BO3BpAIIAETCS K HOpME
K 21-omy nHro. Bo3MOXHO Takxke pa3BUTHE TpoMOOLMTONEHMH M aHeMuu. KimHudeckue
OCJIOXKHEHHUSI TSDKEJOM MHENOCyNpeccHd BKIIOYAIOT B ce0s  JIMXOpajKy, HWHQEKIHH,
CETCHUC/CEeNTUIIEMHIO, CENITUYECKUM IIOK, KPOBOTEUEHUS, THIIOKCHUIO TKAaHEH WJIM JIeTaTbHBIN
UCXO/I.

VY OGO0NbHBIX, MOJTYYaBIIUX AaHTPALMKIMHBI, BKIIIOYas JOKCOPYOMIIMH, ONMUCAHBI CIydau
pasBUTHs BTOPUYHOTIO JIelKo3a ¢ mpenelkeMuueckol ¢a3oif uimu 6e3 Hee. BropuuHslil neiikos
yalle BCTpedyaeTcs NpU NPUMEHEHWH JSTHUX I[pernapaToB B KOMOMHaUUMU C JAPYyTUMHU
IIPOTUBOOITYXOJIEBBIMHU CPEJICTBAMH, BbI3bIBaronuMu nospexaenue JHK, mydeBoii Tepanueit, a
TaKK€ y NALUEHTOB, IOJYYaBIIUX pPAHEC HHTEHCUBHYK) LIMTOTOKCUYECKYIO TEPANMIO HIIU
AQHTPALMKIIMHBI B BBICOKMX J03aX. BTopuuHbIEe JIEMKO3bI MOI'YT HUMETh JIATCHTHBIA IEPHOJ
JUTUTEIbHOCTRIO 1-3 rona.

MyKo3uT/CTOMaTUT OOBIYHO pa3BUBAETCs BCKOPE MOCIE BBEECHUS IpenapaTa U B TSKEIIbIX
cllydasix B TE€UE€HHE HECKOJBbKHX THEH MOXET NMPHUBECTH K M3BS3BICHUIO CIM3UCTOM 00OJIOUYKH
MOJIOCTH pTa. B GOJBIIMHCTBE MALMEHTOB ITH HEXeNaTelbHbIe SBJICHUS KYIUPYIOTCS K TpeThei

HeJlelle TepaIHH.
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Jlo Hayasa ¥ BO BpeMsl TEpaIluy MpernapaToM y MalUeHTOB HEOOXOANMO KOHTPOJINPOBATh
nokazarenu (pyHKIUH MedeHU (KOHIEHTpaluio o0miero OunupyOuHa B CHIBOPOTKE KPOBH). Y
MNAIMEHTOB C MOBBIIICHHONW KOHIIEHTpalueld OunMpyOrHAa BO3MOXKHO 3aMeJUICHHE KIHpEHca
npernapara U yCujieHue o0111eid TOKCHYHOCTH.

[Ipu mosiBIEHHHM TEPBBIX MPHU3HAKOB HKCTPABA3aLUU JIOKCOPYOMIIMHA (GKKEHUE WU
00JIE3HEHHOCTh B MECTE MHBEKIIUH ) HHPY3UIO CIIEAYeT HEMEIJICHHO MPEKPATUTD.

Tounoe cobmiofeHHEe WHCTPYKIMU IO TNPHUMEHEHHWIO IpenapaTa IO03BOJIIET CBECTU K
MUHHUMYMY PHCK pa3Butus ¢uieduta/Tpomo0odiednTa B MecTe HHBEKIIHH.

[Ipy BHYTpUITY3BIDHOM MPUMEHEHUHU I[IpernapaTta 0co0oe BHUMAaHHE CIEAYeT YAENsATh
COCTOSIHUSIM, CO3AAIONIUM MPEMATCTBUS Ul KaTeTepu3aluu (Harmpumep, OOCTPYKIHS ypeTphl,
00yCIIOBIICHHAsI MACCUBHBIMHU OITYXOJIIMH MOYEBOTO ITy3bIPS).

[Ipy npuMeHeHUM AOKCOPYOHMIIMHA MOXET HaONI0AaTbCi TUNEPYPUKEMHS BCIEICTBUE
OBICTPOrO JIHM3UCA OIMYXOJIEBBIX KJIETOK, B CBSI3M C 4YeM, MalMeHTaM BO BpeMs Tepanmuu
PEKOMEHAYETCS OTPEACISITh KOHIICHTPAIIUI0 MOYEBOM KHCIIOTHI, KAJIWs, KAJIBIUSI U KPeaTHHHHA
B KpoBH. Takue MeponpusaTusi KaK THApATalHs, OIIEIaYrBaHUE W MPO(UIAKTHKA C MOMOIIBIO
AIJTOMYpPHUHOJA IJs MPEJOTBPAIICHUS TUIEPYPUKEMHH TO3BOJSIOT CBECTH K MUHHUMYMY PHCK
OCIIO’)KHEHUH, CBSI3aHHBIX C CHHIPOMOM JIU3HCA OIYXOJIH.

VY manueHToB ¢ OcnabieHHBIM Ha ()OHE NHUTOTOKCHYECKOW Tepamuud (B TOM YHCIE
JOKCOPYOUIIMHOM) HMMYHHUTETOM, NIPUMEHEHHE J>KMBBIX M OCHAOJEHHBIX BaKI[MH MOXET
NPUBECTH K CEpbe3HbIM MH(EKIMSIM, B HEKOTOPBIX CIy4asX C JeTalbHbIM ucxonoM. Crienyer
n30eraTh NPUMEHEHUS KUBBIX BaKI[UH Y MAllMEHTOB, MOIYyYaloLUNX JOKCOPYOUIMH. Y OUThIe WK
WHAKTHBUPOBAHHBIC BAaKIWHBI IPUMEHSTH OITyCTUMO, TEM HE MEHEEe, OTBET Ha BBEJCHHUE ITHX
BaKIIMH MOKET OBITh OcabJIeH.

VY OKEHIIMH JOKCOpYOMIIMH MOJKET BbI3BaTh Oeciuiogve M ameHopero. OBynsanus u
MEHCTpyali OOBIYHO BOCCTAHABJIMBAIOTCS IOCIE MPEKPAIIEHUS JIEUEHHs, XOTS BO3MOXKHO
HACTYTUICHHE PaHHEH MEHOIay3bl.

Y MyX4HH JOKCOPYOMIIMH OKa3bIBae€T MYTareHHOE JICHCTBHE W MOXXET BBI3BATh
HOBPEXJCHUE XPOMOCOM CIEpMaTO30110B. OIUrocrepMust WM a300CTIEPMHUs MOTYT OKa3aTbCs
HEOOpaTUMBIMHM, XOTSI B HEKOTOPBIX CIIy4asx OTMEYaJoCch BOCCTaHOBJEHHWE YHUCIIA
CIIEpMATO30HI0B, MHOT/Ia Ye€pe3 HECKOJILKO JIET MOCIIE MPEKPAIICHHUS JICICHHS.

My >XYHHBI ¥ )KEHIIUHBI, TIOTYYaoIIie TEPATUIO JOKCOPYOUIIMHOM, JOJKHBI UCTIONB30BATh
HAaJIe’KHbIE METO/Ibl KOHTPALICTILINH.

IIpu pabore c¢ mnpenapatoM HeoOXOAMMO cOONIONATh MpaBujia oOpameHus ¢
IMUTOTOKCUYECKHIMH BEIIECTBAMHU. 3arpsA3HEHHYIO TpPEnapaToM IOBEPXHOCTh PEKOMEHIYETCs

o0paboTaTh pa30aBIEHHBIM PACTBOPOM THIOXJOpHUTa HaTpus (conmepxkaumm 1 % xmopa). [Ipu
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nonaJaHuy Ipernapara Ha KOy — HEMEIJIEHHO [TPON3BECTH OOMITEHOE ITPOMBIBAHIE KOKHI BOJAON
C MBUIOM WJIM PacTBOpOM OukapOOHATa HATPHsl, HE UCIOIB3YHUTE MIETKY, YTOOBI HE MOBPEIUTH
KOXKY; €CJIM Ipernapar momnai B Ijlaza — OTTAHYTh BEKU U MPOU3BOIUTH MTPOMBIBaHUE ria3a (Iia3)
OOJIBIIMM KOJIMYECTBOM BOJBI B T€UEHHE HE MeHee 15 MuH, 3aTeM HeoOX0IUMO OoOpaTUThC K
Bpauy.

Biusinue Ha CIOCOOHOCTH YNIPABJISITh TPAHCNIOPTHBIMHU CPeICTBAMM U MeXaHU3MAMU

[Ipy mpuMeHeHHH JOKCOPYOHMIIMHA MOTYT Pa3BHTHCS TOIIHOTA, PBOTA, COHIMUBOCTH H
JIpyrue CUMIOTOMBI, BIHSIONIME Ha oOIiee cocTosHue. B cBsi3u ¢ yem, IpHU MOSIBICHUU
BBIIIIEYKA3aHHBIX MOOOYHBIX 3((EKTOB PEKOMEHIyeTCsl BO3JEpKaThCid OT  YIpPaBIICHUS
TPAHCIIOPTHBIMU CPEACTBAMH U PAOOTHI C MEXaHU3MaMHU.
®opMa BbIIIYCKa

JInounuzar 1 MIPUTOTOBIECHUSI PACTBOPA JIJIsl BHYTPUCOCYAUCTOTO U BHYTPHUITY3BIPHOTO
BBeneHusa 10 mr u 50 mr.

ITo 10,0 mr umm 50,0 Mr nelCTBYOIIETO BEUIECTBA B CTCKJISIHHBIE (DIAKOHBI, TE€PMETUIHO
YKYIOpPEHHBIE TPOOKAaMH PE3WHOBBIMH WJIM MPOOKaMHU I JIMOPUIBHOH CYIIKH U 00KaThbIe
ATIOMUHHUEBBIMU WM aJTIOMUHUEBO-TIACTUKOBBIMU KOJIITAYKAMHU.

1 bnakoH ¢ MHCTpYKLKEH O MPUMEHEHHIO B MHAWBUIyaJIbHYIO TTAUKY U3 KapTOHA.

10 ¢nakonoB BmectumocThio 10 wmm  (coorBerctByer 10 Mr mokcopyOuimHa
TUAPOXJIOPHUIA) C UHCTPYKIMEH 110 IPUMEHEHHIO B KOPOOKY M3 KapTOHA.

Cpoxk rognocTun

2 roga. He ucnonp30Bath Mo HCTEYEHUU CPOKA TOJHOCTH.
YciaoBust XxpaHeHust

B 3amumnierHom ot cBeTa Mecte, mpu Temrneparype He Boiie 25 °C.

XpaHUTh B HEIOCTYITHOM JUJIs1 IETEH MecCTe.

YcaoBus ornycka

OTITyCKalOT MO perenTy.

Baagenen permcrpanoHHOro yaocropepeHusi/Opranusanusi, NPUHUMAKOLIAS NPeTEH3UH
OT nmorpeduTesei

000 «KOMITAHUA «JIEKO», Poccus.

129344, r. Mocksa, yi1. Eauceiickas, 1. 3, kopil. 4.

tenedon/daxc: (499) 189-63-25
IIpousBoauTenn

000 «KOMITAHUA «JIEKO»

KOpunnueckwmii agpec:

129344, Poccus, T. MockBa, yi. Enuceiickas, 1. 3, kopir. 4.
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AJpec Ipou3BOJICTBA!
171130, Poccus, TBepckast 0011acTh, T.0. BBIIITHEBOIOLKMIA,

noc. 3eineHoropckui, yi. Coserckas, 1.6a

I'enepanbHbIl TUPEKTOP

000 «kKOMITAHUA «JIEKO» B.U. I'pebenpkoB



