MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOM ®EEPALTMN

MHCTPYKLIMSE 0B} |
[0 MEJILIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOT'O TIPEITAPATA

BOPATEPUH®

PerucrpannoHHblii HOMep:

Toprosoe nazsanne npenapata: BOPATEPUH®

MesxayHapo1HOe HeNaTeHTOBAHHOE Ha3BaHHe: 6OpTE30MHUO

JlekapcrBennas ¢opma: quoduiu3ar Ui NPUTOTOBIEHHS PAcTBOpA Ui BHYTPHBEHHOTO H
MIOJIKOXKHOTO BBEJICHUS

Cocran

1 dhJ1akoH COIEPIKUT:

oeticmeyiowee eeujecmeo: 60pTe3oMud B popme TpexmepHoro 6opokcuHa - 3,3 Mr [B epecyere Ha
6opre3zomub B popme Moromepa 3,5 mr].

6CROMO2amenbHoe 6euyecmso: MAaHHUTOJ - 35 M.

Onucanne

JInodummsnpoBaHHas Macca MM MOPOIIOK OEIoro 1BeTa.

BoccranoBieHHbIH pacTBOp - npo3payHas OeciBeTHAs KHUIKOCTh.

dapmakoTepaneBTHYECKAsl TPYNIA: IPOTUBOOIYXO0JIEBOE CPECTBO.

Kon ATX: LO1XX32.

®apmako/IorH4ecKHe cBOHCTBA

DapmakoounHamuka

boprezomu6 — 9310 0OpaTUMBIi  MHTHOMTOP  XMMOTPHIICHH-TIOJO0HON  AKTHBHOCTH
26S-npoTeacomMbl KJIETOK MIIEKONMHUTAIOMMX. JTa MpoTeacoMa MpeicTaBisieT COoOOW KpYIHBIN
OeNKOBBI KOMILUIEKC, KOTOPBIH pacuieruiseT OelkH, KOHBIOTHPOBaHHbIE C YOHKBHTHHOM.
VOUKBUTHH — NPOTEACOMHBIH IMyTh MIPAeT KIIIOYEBYIO POJIb B PETYJISIMH BHYTPHKIETOYHOM
KOHIICHTpAllMM HEKOTOPbIX O€IKOB MW, TakuM o00pa3oM, MOJIEPKUBAET BHYTPUKIETOUYHBIN
romeoctas. [logaBieHre ak THBHOCTH MPOTEACOMBI TPEJOTBPAIIAET ITOT CEIEKTHBHBIN IPOTEOJIU3,

YTO MOXKET BJIMATH HAa MHOT'HE€ KacCKa/lbl peaxumﬁ nepeaayn CurbHajla B KIICTKE. Hapyme}me
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MEXaHU3Ma MOUIEPKAHHS TOMEOCTa3a MOXKET PHBOIUTD K THOEIH KICTKH. In vivo o6oprezomutd
BBbI3BIBAJI 3aME/UICHHE pPOCTa OINYXOJHM BO MHOTHX H3KCIEPUMEHTAIBHBIX MOJENSAX, BKIIOYAs
MHOXXECTBEHHYIO MHEIIOMY.

B okcnepuMeHTax in vitro, ex vivo W Ha JKHBOTHBIX MOJEISIX OOpTE30MHO yCHIMBAI
nudepeHIIHpOBKY H aKTHBHOCTH OCTE€00JaCTOB M WHIHOMPOBAI (PYHKIMIO OCTEOKIACTOB. DTH
3¢ dexTh! HabMIOJATHC Y TAIHEHTOB C MHOYKECTBEHHOM MHEJIOMOM C MHOXKECTBEHHBIMH OYaraMu
0CTEe0JIN3a, MOJTyYaoIUX Teparuio 60pTe30MHOOM.

DapmaKoKunemuka

IIpu BHYTPHBEHHOM CTPYHHOM BBeeHHH GopTe3omuba B 103ax 1,0 Mr/m? u 1,3 Mr/M? GOJIBHBIM ¢
MHOJKECTBEHHOW MHEIOMON MaKCUMallbHbIE KOHIIEHTpAIlMM IIpernapara B IUIa3Me COCTaBJISIOT
cootBeTcTBeHHO 57 1 112 mr/mu. Ilpm mocneayiomieM BBEISHHH Ipenapara MaKCHMaIbHbIE
KOHIIEHTPAIMK B IUIA3M€ KPOBH HAXoAaTcs B mpeaenax 67-106 mr/ma mis no3sl 1,0 mMr/m?> u
89-120 mr/mn s nosel 1,3 wmr/m?. CpeaHumii mepuoJ TONYBBIBEIEHMsS Iperapara IIpH
MHOI'OKpaTHOM BBeJIeHUH coctaBisieT 40-193 yaca.

IIpenapar ObicTpee BBIBOAMTCS IMOCIE MEPBOW J03bI 0 CPABHEHHIO C MOCIIEAYIOIAMH 103aMH.
ITocne nepsoro BBeeHus B a03ax 1,0 mr/m? u 1,3 mMr/m? cpemuuil o6muii KIMPEHE COCTaBIAET
cootBeTcTBeHHO 102 1 112 1/4, a mocJie nociieayommux BBEIACHHH — COOTBETCTBEHHO 15-32 /4.
[lpu BBenenuu B 103e¢ 1,3 MI/M> NOAKOKHO HMIM BHYTPHBEHHO OOJBHBIM C MHOKECTBEHHOM
MHEIIOMO# 00111ee CUCTEMHOE BO3/ICHCTBHE MOCIIE TIOBTOPHOTO BBeeHUs B TOM ke J103e (AUCas)
ObUIO PKBHBAJIEHTHO JUIs 000oMX myTei BBeneHHs (155 Hr*u/Mi mpu moaKOXKHOM BBEJCHHHM H
151 Hr*4/mMi1 npu BHYTPUBEHHOM BBe/leHHH). Cmax TMOCE MOAKOXKHOTO BBeneHUs (20,4 Hr/mu)
Obula HUKE, 4eM Iocjie BHYTpHUBEHHOro BBeaeHus (223 ur/mu). CpenHee reoMeTpHyecKoe
cootHowmeHne AUC st coctaBuiio 0,99, a 90%-ubie noBeputensubie nHTEpBaIbI — 80,18-122,80 %.
Tmax cocTasiiso 30 MUH NPH MOIKOXKHOM BBEJICHHH U 2 MUH IIPU BHYTPUBEHHOM BBEJICHHH.

Pacnpeoenenue

ITocie OHOKPATHOTO MJIM MHOTOKPATHOTO BBeleHHs B no03ax 1,0 mr/m? m 1,3 mr/m®> cpenuuit
obbeM pacnpezneneHus Ooprezomuba y MAIMEHTOB ¢ MHOXKECTBEHHOM MHEIOMOH COCTaBIISIET
1659-3294 1 (489-1884 1/M?). DTO NO3BOISET MPEANOIOKHTb, YTO OGOPTE3OMHO MHTEHCHBHO
pactipesiensiercst B nepudepuueckux tkansx. [Ipu konnentpanusx 6oprezomuda 100-1000 vr/mn
CBSI3bIBAHME TIpernapaTta ¢ OelKkaMu IUIa3Mbl KpOBHM cocTaBisieT B cpeaHeM 83%. ®Dpakuus
6opre3omuba, CBI3aHHOTO ¢ OeIKaMHM IUIa3Mbl, HE 3aBUCHT OT KOHIIEHTPAIIHH.

Memabonusm

B ycnoBusix in vitro wmerabomuzM Oopre3oMuba NPEMMYIIECTBEHHO OCYILIECTBIISIETCS
nzopepmentamu ruroxpoma P450 - CYP3A4, CYP2C19 u CYP1A2.

VYuactre uzodpepmentoB CYP2D6 u CYP2C9 B merabonu3me GoprezomMuba HE3HAUUTENBHO.
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OcHOBHBIM IyTeM MeTaboJM3Ma SBISETCS OTILIEIJIEHHe aTOMOB Oopa ¢ 0Opa3oBaHHEM IBYX
MeTab0JIMTOB, KOTOPBIE B JalbHEHIIEM M'MIPOKCHIMPYIOTCS ¢ 00pa3oBaHHEM HECKOJBKHX JAPYTHUX
MeTabouToB. MeTabouThl 6opTe3omMuda He HHTHOUPYIOT IpoTeacomy 26S.

Buigeoenue

ITytn BbiBeieHus OopTe3oMuda y yenoBeka He H3Y4alUCh.

Ocobvie epynnel nayuenmos

Bospacm, non u paca

®apmakokuHeTHKa Oopre3ommuba M3yuanach y jeTed B Bo3pacte oT 2 g0 16 1er ¢ octpoi
muM$poO1acTHOH JefikeMuel WK OCTPON MHEJIOUIHON JIEHKEMHUEH TPU BHY TPHBEHHOM 0OJIIOCHOM
BBeJIeHMH B o3¢ 1,3 mr/m> 2 pasa B Heaemo. Ilo JaHHBIM MONYJISIHOHHOTO AaHAIH3a
(apMakOKMHETHKH, BbIBeJIeHHE OopTe3oMuba YCKOpSUIIOCH 10 Mepe YBEJIMYEHHs ILIOIIA/IH
NOBEpPXHOCTH Teja mauueHta. Cpennee 3HaueHue (kod(duumeHT Bapuanuu, %) KIHpEeHca
Gopreszomuba cocraBuio 7,79 (25 %) n/u/m*, paBHOBecHBIH 00BEM pacHpeeNeHHs COCTABHII
834 (39 %) 1/M?, a nepuon nomyBsiBeneHns — 100 (44 %) u. [Tocne koppekiuu sddeKTa miomay
NOBEPXHOCTH Teja, ApyrHe AemMorpaduyeckue rnepeMeHHble (Takhe Kak BO3pacT, Macca Tejla u
M0JI) HE OKa3blBaJM KIMHHUYECKH 3HAUYUMOTO BIIMSHHMS Ha KiupeHc Oopre3omuba. Kimpenc
Ooprezomuba y aeTei, HOpMAIM30BaHHBIH MO IUIOLIAM TOBEPXHOCTH TeJla, ObLT COMOCTABHM C
TaKOBBIM y B3POCJIBIX.

Biusinue nona u pacel Ha papMakoOKUHETHKY OopTe3omMuba He H3ydaioch.

[layuenmul ¢ napywienuem yHkyuu nevenu

Hccnenopanus papMakoKHHETHKH OopTe3oMuba y OHKOJIOTHYECKHX OOJBHBIX C HapyIICHHAMH
(GyHKIMM NeYeHH NPOBOAMIKCH Ha 60 MalMeHTax ¢ Pa3jiuYHOM CTENEHbIO TSUKECTH HapyIIeHHH
(yskuun nevenn (cm. Tabmumy 5) ¢ npumenennem 103 6opresomuba 0,5-1,3 mr/m>. Jlerkue
HapyleHus (yHKIUM NEYCHU He BIUSIOT Ha (apMakOKHHETHKY Oopre3omuba. Y ManueHTOB €
HapyleHHsIMU (QYHKIUHU NEYCHU CpeHeil W TsokenoW creneHu HaOmomaercs 60% yBenuyeHHe
AUC (mromanap mojJ KpPHBOM «KOHLEHTpauusi- Bpems») OoprezoMmuba 10 CpPaBHEHHIO C
MAlMEHTaMH ¢ HOpMaJIbHOM (yHKIMel neyenn. /s nanmMeHToB ¢ HapyeHUsIMU QYHKIIUH TIeYeHH
CpelHEeH M TSKEJIOM CTENeHH DPEKOMEHJIYETCsl YMEHBIIEHHWE HaudalbHOH 103bl Oopre3omuba.
Tpebyercs BHMMaTenbHOE HAOTIOICHHE TAKUX MALIUEHTOB.

Ilayuenmul ¢ Hapyuienuem QyHKyuu novex

dapmakokuHeTHKa 60pTe3oMuba B 103ax 0,7-1,3 Mr/mM? BHYTPHBEHHO 2 pa3a B HEIEIIO Y GOTBHBIX
C JITKHUMH, CPEJHUMM WJIH TSDKEJIbIM HApyIICHHUSMH (DYHKIMH IOYEK, BKJIIOYAs MAlMEHTOB,
HAXOJSIIMXCS Ha JHalu3e, CcormocraBuMa ¢ (apMakOKMHETHKOW mnpenapata y OOJIBHBIX €

HOPMaJTbHOM (PyHKIHEH moyeK.



IMoka3anus K NPHMCHCHHIO
. MHOXECTBCHHAsA MUCJIOMA,

*  MaHTUHHOKJIETOYHas JIuMpoMa.

IIporuBonoka3zanus

*  IOBBIIIEHHAs YyBCTBUTEIBHOCTB K OopTe3omMuby, 6opy U MaHHUTOITY;

*  OepeMEeHHOCTb M NEPHO I'PYAHOTO BCKAPMIIMBAHHMS;

*  JIETCKHI BO3pacT (OTCYTCTBHE ONBITA IPUMEHEHHS );

* ocrpsle AU dy3HbIe HHOUIBTPATUBHBIE 3a00JI€BAHUS JIETKUX

*  [OpaKeHHe NepuKap/a;

*  OJHOBPEMEHHOE IIPUMEHEHHE ¢ CWIbHBIMH HMHIyKTOpamMu u3odepmenta CYP3A4

(pudamnunuy, kapbamazenus, GperntonH, GpeHodapouTa, 38epobOi MPOIABIPABICHHbIN ).

C 0cTOpPOKHOCTHIO

*  HapymeHHs QyHKLHH NEYEeHH TSDHKEIOH U Cpe/IHel CTeneHH ;

*  TSDKEJIbIE HapyIIEHUs QyHKIUH MTOYEK;

*  CYyJIOpOTH WJIM JIHJIETICHS B aHAaMHe3e;

*  oOMOpoKH;

*  nualeTHyeckas HEHpONaTHs B aHAMHE3e;

*  OJIHOBPEMEHHBIH IIPUEM THIIOTEH3UBHBIX MPENapaToB;

*  00e3BoxMBaHME Ha HOHE MAPEN UK PBOTHI;

s 3anop;

*  DHUCK pa3BHTHSI XPOHHYECKOH CEep/ICUHON HEIOCTATOYHOCTH;

*  OJIHOBPEMEHHBIM IpueM MHruOUTOpOoB WM cybcrparoB u3opepmenta CYP3A4,
OJIHOBpPEMEHHBIHN npueM cybdcrpatoB uzodpepmenta CYP2C9, nepopabHBIX THIIOTIIMKEMHYECKHX

Npenaparos.

Cnocod npuMeHeHHs H 10351

BOPATEPUH® BBOAMTCS BHYTPHBEHHO CTPYIHO B TeUeHHE 3-5 CEKyHI HIIM TTOJIKOXKHO.
Jlexapcreennsiii npenapar BOPATEPMH® nokaszan TOJNBLKO /IS BHYTPHBEHHOTO M MOJKOKHOTO
BBEJICHUSI.

IIpn unTpaTeKkanbHOM BBEJICHUHU ObLIH 3a)MKCHPOBAHBI CIIyYyan CMEPTH.

Ilpu BHYTpHBEHHOM BBEJIECHHHM KOHIIEHTpAIMsi pacTBOpa JOJKHA cocTaBisith 1 mr/mi. Ilpum
MOKOKHOM BBE/ICHHU KOHIIEHTpAIMsl pacTBOpa JODKHA COCTABIATH 2,5 MI/MIL.

KOHIICHTpaI.U/Iﬂ pacTBOpa MA0JDKHA pPaCCUYMTBIBATBCA OYCHBb TIIATCIIBHO B CBA3H C PA3JIMYUEM
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KOHILIEHTpaIui

pacTBOpa Jisi BHYTPUBEHHOI'O BBEJICHUS M pacTBOpa I IIOAKOXXHOTO BBEACHHUS.

Monomepanus

Pegngnnngngaﬂ MHOKECTBCHHAsi MHEJIOMA H PCHM/IMBHDYIOIIA S MAHTHHHOKJIETOYHAS
JIHMQOMa

Pexomenyemas 103a 6oprezomuba coctapiser 1,3 Mr/m? miomam moBepXHOCTH TeNa JBa pa3a B

Helemo B Tedenue 2 Heaenb (auu 1, 4, 8 u 11) ¢ nocneayromum 10-1HEBHBIM MEPEPLIBOM (JTHH
12-21). Mesx/y BBeleHHEM MOCIeN0BaTENbHBIX 103 npenapata BOPATEPUH® nomkso mpoiitu
He MeHee 72 4. CTeneHb KIMHUYECKOTO OTBETAa PEKOMEH/IyeTCsl OLEHUBATh MOCIIE TPOBEACHHUS 3 U
5 mMKJIOB JiedeHMs. B ciyyae JOCTHXKEHMs MOJHOTO KIMHUYECKOTO OTBETa PEKOMEHIYEeTCS
IpoBeJIeHHE 2 JIOTIOJIHUTEIbHBIX IIUKJIOB JICYEHHS.

Ilpu pumrensHoCTH Jiedenus Gosee 8 uukios npenapat BOPATEPMH® MoXHO mpUMeHSTH 110
CTaHJIApTHOM CXeMe MWIM 10 CXEeMe I[O/UICP)KUBAIOIIEH Tepanud  peluIMBHPYIOLIEH
MHOXECTBEHHOH MHEJIOMBI — €XKEHE/IeTIbHO B TeueHue 4 Henenb (auu 1, 8, 15, 22) ¢ mocneayomum
13-1neBHBIM niepuoaoM oTabixa (auuM 23-35). IlamueHnTtaM, y KOTOPBIX Tepamus HpernapaTtom
BOPATEPUH® He jama KIMHMYECKOro OTBeTa (NIPOrPECCHPOBAHHE WIM CTAOHIIH3AIHS
3abosieBaHus nocie 2 Wik 4 IUKIOB COOTBETCTBEHHO), MOXKET OBITh Ha3HaYeHa KOMOWHAIHS
BBICOKHX /103 JiIeKcameTazoHa ¢ 6oprezomudbom. B aTom cirydae 40 Mr nekcamerazoHa Ha3HaYaeTCs
MepopaIbHO ¢ Kaka0# 1030i npenapata BOPATEPMH®: 20 mr B j1eHb BBeIeHMs mpenapara
BOPATEPUH® u 20 mr B cieyrommii neHs nocie BBeaenns npenapara BOPATEPUH®. Takum
obpa3om, mpuem JiekcaMmeTasoHa nmpousBoast B 1,2, 4, 5, 8,9, 11 u 12 ngens, cymmapso 160 mr 3a
3 Hezenu.

Koppexyus 00361 u 60306H061eHUE Mepanuu

IIpu pa3BuTHH reMaTOIOrHYeCKOi TOKCHYHOCTH 4-if CTENCHH WK JTFOO0TO0 HEreMaToJI0THYeCKOro
ToKcuuyeckoro sddexra 3-if cremeHH, 3a HUCKIIOUECHHEM HEMPONATHH, JIEYEHHE IpernapaToM
BOPATEPUH® cnenyer mnpuocTaHOBUTH. Ilocie HCUYE3HOBEHHS CHMITOMOB TOKCHYHOCTH
jiedeHre GOpPTE30MHOOM MOKHO BO30OHOBHTH B J103€, CHHXKEHHOH Ha 25% (no3y 1,3 mr/m?
camxaror 10 1,0 Mr/m%; 1o3y 1,0 Mr/m? camkaioT 10 0,7 Mr/m?).

IIpu nosBeHHy cBsA3aHHOM ¢ mpuMenenrem npenapata BOPATEPMH® ueitponaruyeckoii 6o
u/uim nepudepuyeckoil CEHCOPHOM HeWpomaTHu 103y INpernapara U3MEHSIOT B COOTBETCTBUHU C
Tabmuueit 1. OTMevanuch ciryyau BOBHUKHOBEHHUS! BET€TaTUBHON HEHPONIATHH TSKEION CTENEHH,
NPUBOJSIINE K TNPEKPAICHHIO WIM IPUOCTAHOBICHUIO Tepanuu. Y OOJBHBIX C TsKEION
HeiiponaTuel B aHamMHe3e OOpTe30MUO MOXKHO MPUMEHSATH TOJIBKO IOCJIE TIIATEIbHOH OLEHKH

COOTHOIIICHHUA pucx/nonwa.



Tabnuua 1. Pexomendyemoe uzsmeHeHue 003bl RPU PA38UMIUU 8bI36AHHOU npenapamom

BOPATEPHUH® neiiponamuyeckoii 60.1u_ u/unu nepughpepuueckoii ceHcopHoil unu

08U2AMENIbHOU Hellponamuu.

TskeeTs nepudepuyeckoii HeliponaTun

U3meHeHnune 103b1 H YACTOTHI BBEAeHHUS

1-1 crenenb (mapecre3us, ciaaboCTh W/WIH
yracanue pediekcoB) 06e3 0oiu WM yTpaThl

GyHKIMH

Jloza u pexuM BBeJeHUST He TpeOyroT

KOPPEKIHH

l-g1 creneHp ¢ Oonbl0 MM 2-1 CTENEHb
(napymeHnue (yHKIUH, HO HE IOBCEJIHEBHOM

AKTUBHOCTH)

Cuusuth 703y 10 1,0 Mr/m? wim u3sMeHHTH

pexuM BBesieHHs Ha 1,3 mr/m? 1 pa3s B Heziemo

2-9 cTeneHb ¢ OONBI0 WM 3-1 CTEIEHb

(HapyIIeHHe MOBCEJHEBHON aKTUBHOCTH )

HpHOCTaHOBHTb IIPUMCHEHHUE npenapara

BOPATEPUH® 110 rc4e3HOBEHHSI CHMITTOMOB

TOKCHYHOCTH. Ilociie 3TOoro BO30OHOBUTH

JICYEHHE, CHM3UB

103y
BOPATEPUH® 1o 0,7 Mr/M®> ¥ yMeHbIIHB

npenapara

4acTOTy BBE€JACHUA 10 OJIHOI'O pa3a B HEJICIIIO.

4-1  cremeHbp  (CeHcOpHas  HeHpomarus,
NpUBOIAIIIAS K MHBAJIUHOCTH WIIN
JIBUraTelbHas  HeWpomaTus,  yrpoxaroras

JKM3HH WK TPUBOJIAIIAS K TTApaInyy )

IIpexparuth

BOPATEPUH®

IMPUMCHCHHUEC npenapara

Kombunupoeannaa mepanusn

MHoKeCTBeHHASI MHEJI0OMA YV HANMEHTOB, PaHEC HE MNMOJYYABIIHX JICHCHHE, H KOTOPbIC HE

SABJAKTCH KAHAHIATAMH HA NMPOBE/ICHUE TPAHCILVIAHTAIMH CTBOJIOBBIX KJI€TOK

Pexomenoyemas 003a 6 kombunayuu ¢ meighaianom u npeoHu30HoM

Bopre3oMub BBOST BHYTPHBEHHO CTPYHHO B T€UEHHE 3-5 CEKyH/1 HJIH ITOJKOXKHO B KOMOMHALIUY C

Meln(paniaHoM M MPEeJHA30HOM, IPHHUMAEMbIMH BHYTPb. [IpOBOAAT N€BATH 6-HEAETBHBIX IUKJIOB,

Kkak nokasaso B Ta6mmuue 2. B nukiax 1-4 npenapat BOPATEPUH® npumensior 2 pasa B HEJEIIO

(num 1, 4, 8, 11, 22, 25,29 u 32), a B nukiiax 5-9 - 1 pa3 B Henemo (auu 1, 8, 22 u 29).




Tabnuua 2. Pekomendyeman cxema 0ozuposanua npenapama bOPAT, EPHH®, NPUMEHACMO20

8 KOMOuHauuu c MeJlQlUlaHOM u nQeomuonom Yy nRauueHmos ¢ panee HelleyeHou

MHONCECMEEHHOU MlleJIOMOﬁ, KOmopbiM HEe ROKA3AHO npoeedeHue mpancniaanmauuu

CH60.J108bIX K/I€MOK

Bopre3omub 2 pa3za B Hexe 10 (HuKIb 1 — 4)

Henens 1 2 3 4 5 6
boprezomud JIeHb -- -- JIeHb JICHb JIEHb | NEPUOJ | JIeHb JIeHb | IeHb J€Hb | TIEPHOJ
(1,3 Mr/m?) 1 4 8 11 orapixa | 22 25 | 29 32 | or;bixa
Mendanan | 1eHp AeHb A€Hb IEHb | --  -- nepuon | --  -- --  -- | mepuox
(9 mr/m?) + 1 2 3 4 OT/bIXa OT/IbIXa
[Ipeauu3zon
(60 mMr/m?)

BopTe3zomub 1 pa3 B Hexeo (HHKJIBI 5 - 9)

Henens 1 2 3 4 5 6
boprezomud J€Hb -- -- -- JeHb 8 nepuoa | JeHb 22 | neHb 29 | mepuox
(1,3 Mr/m?) 1 OT/IbIXa OT/ABIXa
Mendanan | neHp JeHb J€Hb J€Hb - EPUOLT -- -- HepHOL
(9 mr/m?) + 1 2 3 4 OT/IbIXa OT/IbIXa
[Ipeauuson
(60 Mr/m?)

Koppexyus 003vi npu komOuHuposanHou mepanuu ¢ Meiphaianom u npeoOHU30HOM

Hepeﬂ Ha4yaJIOM HOBOI'O ITUKJIA JICYCHU A :

*  Coaepxanue TpoMOOIIUTOB JOKHO OBITH > 70000/MKT;

*  AGcomotHoe uucio HeitpoduiaoB (AUYH) > 1000/ Mk,

o Heremarosiorudyeckasi TOKCHYHOCTh JIOJDKHA CHU3UTHCA J10 | CTeneHH WU J10 HCXOHOTO

YPOBHSL.




Taonuua 3. Koppekuus 00361 npu nociedyiouiux WUKIax 1e4eHus

ToxcnuHnocTs

Koppexuml HJIH OTCPOYKA 103bI

I'emamonozuueckans moxkcuuHocmov 6

X00€ npeovioyuiezo yuKua:

o JlnutenbHas  HEUTPONEHUS WM
TpoMOouUTONIEHUsT 4 CTeneHH, JHbo

Tp0M60HPlTOHCHI/ISI C KPOBOTCYECHUEM

B cnemyromem mmkie no3y MendanaHa Clieayer

YMEHBIIUTD Ha 25%

* Copepxanue  TpoMOOIHMTOB <
30000/mxn wm AYH < 750/MKkn B 1eHb
BBe/leHus npenapata BOPATEPUH®

(xpome sus 1)

OT0xuTh BBeeHue npenapata BOPATEPUH®

* Heckonbko oTCpouyek  BBEJECHHUs
npenapata BOPATEPUH® B oxHOM
nukiie (> 3 pa3 npu BBEJICHHHU 2 pa3a B
HEJIEIIO MM > 2 pa3 I BBeJCHUH | pa3

B HEJIEITIO)

Jlosy npenapata BOPATEPHMH® chmxator Ha |
crynens (¢ 1,3 mr/M? 1o 1,0 mr/m?; ¢ 1,0 mr/m? 10 0,7

Mr/m?)

Hezemamonozuueckaa mokcuunocmo

> 3 cmenenu

BOPATEPUH®

OTKJIQJIBIBAIOT JI0 CHHXKEHHMSI HEremMaroJIOTHYECKOH

[Ipumenenue npenapara

TOKCHYHOCTH 10 1 creneHu wiau J0 HUCXOJHOI'O

ypoBHs. Ilocie  3toro

BOPATEPUH® MoxHO

JICYHCHUEC npenaparomMm

BO30OHOBHTHL B JIO3€,

cHuxeHHOM Ha 1 crynens (¢ 1,3 mr/m? 0 1,0 mr/m?; ¢

1,0 wmr/mM? gm0 0,7 wmr/m?). Tlpu  pasButum

HelfponaTuyeckoit Oomu  w/mim  nepudepuyeckon

Heﬁponamu, CBSI3aHHOU C NPpUMCHCHUEM IIpeIriapaTta

BOPATEPUH®, BBenenue  odepeHOM  J03bI

OTKJIQ/IbIBAIOT W/MJIM  KOPPEKTHPYIOT /103y, Kak

onucaHo B Tadmune 1.

JlononuurenbHas uHpopMmanus o MendanaHe W NPEIHU30HE MPHUBOAUTCS B HHCTPYKLHUSAX IO

MEAUIIUHCKOMY ITPUMEHCHHIO 3THUX ITPCIapaToB.




MHoxecTBEeHHASI MHEJIOMA Y HNAaIMEHTOB, paHee HE MNMOJYYABIIHX JICUCHHE, H KOTOpbIE

SABJAIOTCH KAHAHUIATAMH HA NPOBECACHUE TPAHCILIAHTAIIHH CTBOJIOBBIX KJIE€TOK

Pexomenoyemasn 0osza

Pexomennyemas HauanbHas j1o03a Oopre3oMuba Npu NPUMEHEHHH B KOMOWHAIMH C JIPYTHMH
JIEKapCTBEHHBIMH TIpeNapaTtaMu cocTasiseT 1,3 Mr/m? miomaay NOBEpXHOCTH Teja JBa pasa B
Heaemo B TedyeHue 2 Hexens (mHu 1, 4, 8 wm 11) ¢ mocreayromuM HepepbIBOM
IpoAOJKUTENBHOCTHIO 10-18 auel, uto coctaBnseT 1 uuki edenus. Heo6XxoaumMo mpoBecTH ot
3 10 6 Takux WUKIOB. MeXy BBeJEHHEM MOCIeN0BaTeNbHBIX 103 npenapata BOPATEPUH®
JIOJDKHO IPOATH HE MeHee 72 Y.

Koppekiio 1036l y NallHEHTOB, KOTOPHIM MOKa3aHO MPOBEJAECHHE TPAHCIUIAHTAIMH CTBOJIOBBIX
KJIETOK, HEOOXO/IMMO IPOBOIUTH COTJIACHO PEKOMEH IAIMSIM, OTTMCaHHbIM B Tabmie 1.

VYKa3aHus 1o J03MPOBAaHHIO JIEKAPCTBEHHBIX IPENaparoB, MPHUMEHSEMBIX B KOMOMHALMH C
npenapatoM BOPATEPUH®, npuBe/ieHb! B COOTBETCTBYIOIMX MHCTPYKIHMAX 10 MEIHIIHHCKOMY

IPHMEHEHHIO.

Pemmmsnpvlolgaa MHOKCCTBCHHAsI MHEJIOMA

Pexomenoyemas 0oza _npu NPUMEHEHUU 6 Ko,u6unauuu C _ne2uiuposanHbviM _J1UNOCOMAIbHBIM

00KCOPYOUYUHOM

Vkasanus 10 103e ¥ Koppekimu 10361 npenapata BOPATEPMH® onucans! Bbie B moapaszene
«MoHoTepanus».

[erunupoBaHHBIN JIMIIOCOMATIBHBIH JIOKCOPYOUIIMH NpUMEHsieTes B 03¢ 30 Mr/m? B 4-blif IeHb 3-X
HeleNbHOro 1wMKia npuema npenapata BOPATEPUH® B Buae BHyTpuBeHHOH HHDY3HH
NPOJOJDKMTEILHOCTBIO | 4 cpa3y nocie BBeaeHus: bopTezomubda.

JlononaxuuTenbHas MHGOPMALUS O NETHIMPOBAHHOM JIMIIOCOMAILHOM JIOKCOPYOHUIIMHE TIPUBOIUTCS
B MHCTPYKIMH 10 MEIUIIMHCKOMY IPUMEHEHMIO JJaHHOTO IIpenapara.

Pexomenoyemas 0o3a npu npumenenuu 6 KoMOUHayuu ¢ 0eKkcamemasoHom

Vkasauus 110 /103€ ¥ Koppekiuu 10361 npenapata BOPATEPMH® onucans! Bblme B moapaszene
«Momnorepanusi».

JlekcameTa3oH npuHUMaercss BHYTpb B Jo03¢ 20 Mr B CyTKH B J€Hb BBEJCHHUs Ipernapara
BOPATEPUH® u Ha cieyrommii 3a HUM JIeHb.

JlononuurenbHas HHPOpPMAIUS O JIeKCaMeTa30He MPUBOJUTCS B HHCTPYKIIUHU 110 MEJIUIHHCKOMY
NPUMEHEHHIO JIaHHOTO IIpernapara.

Iloeémopnas mepanusi MHONCECMBEHHOU MUETOMbL

B ciyuyae penmamBa y MalMeHTOB, paHee OTBETHBIIMX HA Tepanuio npenaparom bBOPATEPUH®

(MOHOTEpanu WM KOMOMHHPOBAHHYIO TEpaIvio), HEOOXOAMMO HAYMHATH TEPANHUIO C CaMOM
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BBICOKOH NEPEHOCUMOH JI03BI.

YKa3zanus 110 103UpOBaHUIO OITHCAHBI B 110 pas/ieie « MoHoTepanus».

Panee HejeveHasi MaHTHITHOK/IeTOYHAas JiuMdoma

Pexomenoyemasn ooza npU_NPUMEHEHUU 8 KOMOUHayuu ¢ PUMYKCUMAOOM, uumod)occba.uuaom,

00KCOPYOUYUHOM U NPEOHUZOHOM

YKkazaHus 10 03¢ # KOppeKiwu 10361 npenapata BOPATEPMH® onucans! BeIe B moapaszene
«Monotepanus». Heobxonumo npoBect 6 HMKIOB Tepanuu Goprezomubom. B ciyuae, ecmm y
MalMeHTa OTBET Ha TEpaluio BIEPBble HAOMIOAAaeTCs BO BpeMsi 6-T0 IMKIA, PEKOMEH]yeTcs
TIPOBECTH e1é 2 JIOTOHATEBHBIX IMKJIa Tepanuy npenapatoMm BOPATEPUH®.

B 1-p1ii 1eHp Kaxao0ro 3-X HezenbHOro muKia tepanuu npenapatom BOPATEPUH® neo6xonumo
BBOJIMTH CJICTYIOLIME JICKAPCTBEHHBIE NIPENapaThl B BH/I€ BHYTPUBEHHBIX HHQY3M: pUTYKCHMA0 B
no3e 375 mr/m?%, muknodochamun B 103e 750 Mr/m> U 10KCOpyOHIEH B 103¢ 50 Mr/m>. [Ipenan3on
MPUHAMAETCS BHYTPb B 103e 100 mr/m? B auu 1, 2, 3, 4 ¥ 5 Kak10ro [MKIA TEPAITHH TIPENapaToM

BOPATEPUH®.

Koppexyus 0031 60 épemsa_mepanuu panee HeiedeHou MaHmuuHOKIemoyHou Jlu.Md)OMbl

ITepen HayaoM HOBOTO LIMKIIA JIeYeHHs (Kpome 1uKia 1):

+ Conepxanue TpOMOOIMTOB J0KHO ObITE > 100000/MKIT M aGCOMOTHOE YKCIIO HEWTPOPUIIOB
(AYH) > 1500/mxt;

* Konnentpauus remorino6una 1omkHa O61th > 8 /01 (> 4,96 MMoIIb/i);

* Heremaronoruueckas TOKCHYHOCTb JOJDKHA CHH3UTHCS JO | CTENEHM WM JI0 MCXOIHOIO
YPOBHSI.

[Ipy pa3BUTHH reMaTOJOrH4eCcKOi TOKCHYHOCTH 3-i CTENeHH WK JIF000r0 HEreMaToIOrH4ecKoro
TOKCHYeckoro sddexra 3-i cTeneHH, 3a HUCKIIOYEHHEM HEHPONATHH, JIEYEHHE MpPErnapaToM

BOPATEPUH® criefyeT npuocTaHoBHTh. Y Ka3aHHs 10 KOPPEKIHH 10351 piBeaeHs B Tabmmme 4.

Tabauua 4. Koppexkuusa 003bl 60 épemsa mepanuu y RAUUEHMOE C PaAHee HeJle4eHOll

MAHMUTHOKIEMOYHOU JUMPOMOU

ToxcuuHOCTH Koppexnusi njim oTcpouka 103bl

I'emamonozuyeckan moxkcuunocms: Tepanus npenaparom BOPATEPMH® nosxna GbITH
* Heiitponienus > 3 cTeneny ¢ IMXOpaJKoOH | IPUOCTAHOBIEHA HA CPOK 10 2-X HeIelb [0
WIIN HEHTPOTICHUSI ] CTENEHU | MOMEHTa, Korja y nauueHTta OyayT HabmonaTbes

IIPOJIOJIKUTENIBHOCTBIO  Oosiee 7 naHeH, | cinenyromue nokaszarenu: AYH > 750/mki,
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cozaepxkanue TpomboruToB < 10000/mMK

cozepxanue TpoMobouToB > 25000/MKII.

. Ecim  mocrne  mpHOCTAaHOBKM — Tepanuu
TOKCHYHOCTb HE pa3pelaercs 10 ONMUCAHHBIX BBIIIE
nokasaTesel, TO Teparuo HeoOXOIUMO TOTHOCTHIO
NPEKPaTUTh.

. Ecim  TokcmuHOCTh  paspemiaercs 10
nokazateneii: AYH > 750/mMkn, conmepxanue
tpomboruroB > 25000/mMKi, TO 03a mpenapara
BOPATEPUH® nomkHa ObiTh CHH)KEHa Ha

1 crynens (¢ 1,3 mr/m? o 1,0 mr/m?, wmm ¢ 1,0 Mr/m?

10 0,7 Mr/m?).

*» Conepxanne TpomObonuToB < 25000/MKT
uma AYH < 750/Mk1 B JIeHB BBEICHUS

npenapata BOPATEPUH® (xpome nns 1)

OTnoxuTh BBeIeHUe npenapata BOPATEPHUH®.

Hezemamonozuueckana mokcuunocmsb >

3 cmenenu

[Ipumenenue npenapara BOPATEPUH®
OTKJIA/IBIBAIOT /IO CHHMKEHHSI HEreMaToJIOrHYeCKOu
TOKCHYHOCTH JI0 2 CTeneHHn uiu Huxe. [Tocne atoro
nedyenne npenapatom BOPATEPUH®  moxHO
BO300HOBUTH B J103€, CHHKEHHOH Ha | CTymneHsb
(¢ 1,3 mr/m? 1o 1,0 mr/m?, wmm ¢ 1,0 mr/m? 10 0,7
mr/M?). Tlpu pa3sBHTHHM HeiliponmaTHueckoil 6oJH
W/umm nepudepudeckoil HeMponaTHH, CBA3aHHOU C
IPUMEHEHUEM npenapara BOPATEPUH®,
BBEJCHHE OYEpEIHOH /03Bl OTKIAIBIBAIOT W/WJIH

KOPPEKTHPYIOT /103y, Kak onucano B Tabmuie 1.

Wudopmanus o pexume T03WpoBaHMsl puTykcumadba, mukiodochamuia, JOKCOPyOHIIMHA H

NIpe€AHNU30HAa ITPUBEACHA B HHCTPYKIHUAX 110 MEAUIITHHCKOMY IIPUMCHCHHUIO 3TUX ITPEIIapaToB.

Oco0ble rpyninbl NALHEHTOB

Iayuenmol ¢ HapyueHusIMU d)yHKuuu no4Yex

Crenenp HapymeHus: QYHKIHH IOYEK

He BIUsSeT Ha (apMaKOKMHETHKY Ipenapara

BOPATEPUH®. TTostoMy isi GOMBHBIX C MOYEYHON HEIOCTATOYHOCTHIO KOPPEKIMH 03B HE
y pp

TpeGyetcs. I10CKONBKY NMann3 MOXKET CHHXKATh KOHIEHTpanmio npenapata BOPATEPUH® B

KpOBH, TO Mnpe€napar CJIE€AYET BBOAUTH ITOCJIC IPOBECACHUA AHUAIU3A.
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Hayuenmui ¢ HApyuweHuiAmMu (bymcuuu neyenu

VY DNanueHToB ¢ HapyLICHHSMH (QYHKIMU TNEYEeHH JIErKOW CTerneHH He TpeOyercs M3MEHEHHs
HayalnbHOH 7103bl. Cleayer Ha3HayaTh pPEKOMEHAyeMylo jo03y. llanueHtaM ¢ HapylleHHSMH
(yHKIMK nedeHn cpelHel U TSOKEION CTEleHH cieayeT HasHayaTh npenapar BOPATEPHMH® B

yMEHbIIEHHOH 103e (cM. Tabmumy 5).

Tabauua 5. Pekomenoyemoie uzmeHeHua HadaavHou 003l npenapama bOPATEPHH® y

RAUUEHMO06 C HaAPYUWECHUAMU ¢ym<uuu ne4yexHu

Crenennb Konuenrpauusi | AKTHBHOCTH H3MeHeHHe HAYAIBLHO¥ 103b1
THKECTH OnaupyOuHa ACT
HApyIeHUui

(GyHKINH NeYeHH

Jlerkas <1,0xBI'H >BI'H He tpebyercs
>1,0x-1,5x BTH mobas He tpebyertcs
Cpennsis >1,5x - 3x BI'H mobas Tpebyercs Haznavyats 6opTe30MHO B
Tsxenas >3xBl'H mobast yMeHbIleHHOH 03¢ 0,7 Mr/m?> B

TedyeHue nepBoro uukia. Criexyer
paccMoTpeTh BO3MOJKHOCTH
2
yBeIu4eHus 10361 10 1,0 Mr/M~ umm
JlajibHEHIee YMEHBIICHHE J103bI JI0
0,5 Mr/m? B IIOC/I€ Iy IOIIMX IIHKJIAX B
3aBUCUMOCTH OT IEPEHOCHMOCTH

IMMalrfuCHTOM.

ACT — acnapratamuHoTpanchepasa

BI'H — BepxHsisi rpaHuIIa HOPMBI

Cnocobd npumenenus

BOPATEPUH® sBisiercss MpOTHBOOMYXOJEBBIM TIpenapaToM. [Ipu MpHUroOTOBIEHMH PacTBOpa
obpaiieHMu C TpenapaTtoM cieayeT MpOsBIATE OCTOpoKHOCTh. Cremyer cobmoaarh
COOTBETCTBYIOIIIME MEpbl ACENTUKU. PexkoMeHayeTcs Iosb30BaThCs IMepuaTKaMH U JApYroi
3alIMTHON OJICXKI0M JUIs NMpeOoTBpaIleH!sl KOHTaKTa ¢ Koxkel. IIpenapar Henb3s cMelmuBaTh ¢
JPYTHMH JIEKapCTBEHHBIMHU CPEJICTBaMH, 3a HcKoueHueM 0,9% pacTBopa HaTpus Xjiopuja.

IIpuroroBjieHHe PacTBoOpa /IJis BHYTPUBCHHOI'O BBCACHHUSA

Conepxumoe (diakona pactBopsioT B 3,5 mi 0,9% pactBopa Hatpus xiopuaa. KoHueHTpaius
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IIPUTOTOBJIEHHOI'O PAacTBOPA JJIsi BHYTPUBEHHOTO BBeeHus - 1,0 Mr/muL.

[IpuroToBieHHBI pacTBOp IODKEH ObITH Npo3payHbiM U OecuBeTHbIM. [Ipu oOHapyx eHuH
MEXAHMYECKUX BKJIIOYCHHMH MM M3MEHEHHs IIBeTa IPUIOTOBJIEHHBIH pPAacTBOP MCIOJIL30BATh
Henb3s. IlomydeHHbni pacTBOp BBOAAT IyTeM BHYTPHBEHHOH OOJIOCHON HHBEKIMH
IPOIOJIKUTEILHOCTBIO 3-5 CeKyH/1 uepe3 nepudepryecKuii WM HeHTPaIbHBINA BEHO3HBIH KaTeTep,
KOTOPBIH 3aTeM npoMbiBatoT 0,9% pacTBOpoM HaTpHsi XJIOPU/IA JUIS HHBEKIHHA.

[IpuroroBjieHHe pacTBOpa AJISl MTIOIKOKHOI'0O BBE/ICHU A

Conepxumoe ¢aakona pactopstoT B 1,4 mi 0,9% pactBopa Harpusi xiaopuaa. KonnenTpanms
IIPUTOTOBJIEHHOI'O PAacTBOPA JJIsl MOJIKOMXKHOTO BBEJICHUS - 2,5 MI/MIL.

[IpuroToBieHHBI PacTBOp JODKEH OBITH Npo3payHbiM W OecuBeTHBIM. Ilpu oOHapyKeHHH
MEXaHHYECKUX BKJIIOUCHHHM MM M3MEHEHHUS IBETa MPHUTOTOBJICHHBIH DPAaCTBOP HCIOJIL30BATh
HEJb34.

ITomyueHHBIN pacTBOp BBOJAT MOJKOXKHO B 007acTh Oezipa (MpaBoe WM JIEBOE) WM B 00J1aCTh
KUBOTa (crmpaBa MM cieBa). HeoOXoaMMO MOCTOSHHO MEHSATh MECTO BBEJICHHS Iperapara.
Kaxxaas mocnesnyiomas HHBEKIHs J0/DKHA BBOJIMTHCS HA PACCTOSHUM KaK MHHHMYM 2.5 ¢M OT
MecTa mpeibiAylnied WHbeKIMH. Henb3s BBOAWTH mpenapaT B YyBCTBUTENIbHBIE 00JIACTH,
NOBPEX/JIEHHbIE 00JIacTU (TOKpAaCHEHHsI, CHHSKH), a Takke B 00JacTH, IJie BBEJACHHE HIJIbI
3aTpyHEHO.

B ciiydae BO3HMKHOBEHMSI MECTHBIX peakimii B 00JacTH MOAKOXKHOTO BBEJIEHMs Iperapara
BOPATEPVMH® M0%HO MCNOJB30BaTh MEHEE KOHIIEHTPHPOBAHHEIN PACTBOP JUIS TOJKOXKHOIO
BBezleHus (1 mMr/mu BMecTo 2,5 MIr/Mut; uis 3TOTO COZEpKHMoe (hlakoHa PacTBOPSIOT B 3,5 MiI

0,9% pacTBOpa XJI0pU/1a HATPHsl) WK NIEPEHTH Ha BHY TPHBEHHOE BBEJICHHE Mperapara.

ITo6ounoe neiicTBue

Cepbesnple HexenaTeIbHblEe PEaKIMM HEeYacTo HabII0Jauch BO BpeMs TEpalMH IpernapaToM
BOPATEPUH® u Bkmouamu cepedHyro HeJ0CTATOYHOCTh, CHHIPOM JIH3HCA OIYXOJIH, JIETOYHYIO
TMIIEPTEH3UIO, CHHIApPOM  oOpatuMmoil  3ajgHei  sHuedanonatuu, octpbie  auddy3Hbie
UH(UIbTpaTHBHBIE JleroyHble 3aboneBanusi. Kpome TOro, B peakux ciaydasx HabIroianach
BereTaTuBHas HeWponatus. HamGosnee yacTo Bo Bpems Tepanuu npenapatrom bOPATEPUH®
OTMEYAJIUCH CIIEAYIOLINE HeXKellaTeIbHble peakiiH: TOIIHOTA, JAUapes, 3arop, pBoTa, yCTajlocTh,
IMUpPEKCUsl, TPOMOOIMTONEHNUS, aHEeMUs, HeHTponeHus, nepudepudeckas Heiponatus (B T.4.
CeHCOpHas ), roJIoBHasE 00JIb, MapecTe3usi, CHUKEHHE alleTUuTa, OJbIIIKA, ChIllb, OMOSCHIBAIOIIHIA
reprec U MUaJITHUs.

Hwxe mepeuunciieHbl HeXelaTelbHbIE peakiiH, KOTOpble ObLUIM PACIEHEHBbl KaK BEPOSTHO WIIH

BO3MOKHO CBSI3aHHBIE C IpuMeHenueM rpenapata BOPATEPUH®.
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HexenatenbHble peakuud CrpynmMpoBaHbl 10 CHCTEMHO-OPraHHBIM KJaccaM M 4acToTe
nosBIeHUs. YacToTy HexXenaTeabHbIX peakiuil Ki1acCu(UIUPOBAIHN CIIEAYIONIUM 00pa3oM: 0Y€Hb
gacto (>1/10), vacto (=1/100, <1/10), Hewacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000) u
4acToTa HEM3BECTHA (YaCTOTYy HEBO3MOXXHO OIICHHMTH 10 HMMEIOIIUMCS JaHHBIM). B Kaxmoi
YaCTOTHOM TIpyIIe HEeXejJaTeJIbHble PpEaKIMM IPEJACTAaBICHbI B MOPAIAKE YMEHBIICHHS HX
CEPbE3HOCTH.

Hupexyuonnsie u napazsumapmsvie 3aboneeanun:

yacmo - TIPOCTOM Teprec, ONOACBIBAIOIMK repnec (B T.4. JUCCEMHHHPOBAHHBIA |
o(rasbmMorepriec), MHEBMOHHUS, TPUOKOBBIE HHDEKIIMH;

Heyacmo - nHeKuus, OaKTepraabHble, BUPYCHbIC HH(EKIINH, CETICUC (B T.Y. CENTHYECKHH IOK),
OpOHXOIIHEBMOHHMS, ~ IeplecBUpyCHass  HMH(EKIHUs, TreprHeTHYecKuii  MEeHHHrodHIe(aIuT,
Oaktepuemus (B T.4. CTapUIOKOKKOBAs), SYMEHb, TI'PHIII, BOCHAJIECHHE MOAKOKHO-KUPOBOM
KJIETYATKH, HHPEKIUH, aCCOIIMUPOBAHHBIE C IPUMEHEHHEM MEIUIIMHCKUX MPHOOPOB, HH(EKIHMH
KOXH, MHQEKIHH yXa, CTapHIOKOKKOBbIE HHPEKIIUH, 3yOHbIE HH(EKIIUH;

PeOKo - MEHUHTHT (B T.4. OaKTepuaibHbIi), DniTeiH-bapp-BupycHas HH(EKI¥s, reHATATbHBIN
reprec, TOH3HUIMT, MACTOUINUT, CHHIAPOM XPOHUYECKOH YCTATIOCTH.

Jlobpokauecmeennvie, 310KauecmeeHHvle U HeonpeodeseHHble HOB000pA306aHUA (8KIOUAA
KUcmol u noaunsi):

PeOKo - 3]I0Ka4eCTBEHHBIC HOBOOOPA30BaHMs, IUIA3MOLMTAPHBINA JIEHKO3, KaplHHOMAa I[OYKH,
HOBOOOpa30BaHusl, TPUOOBUIHBIN MUKO3, T0OpOKaueCTBEHHbIE HOBOOOpA30BaHUSL.

Hapywenus co cmopoHsl Kposu u numgamuueckoi cucmemoi:

o4enb yacmo - TPOMOOIUTOTICHUS, HEUTPOTICHHUS, AaHEMHS

yacmo - NeKoneHus, TMMQOTICHNUS;

Heyacmo - TAHUUTONEHHs, (eOpuiabHas HEWTPONEHWs, KOaryjomatus, JEeHKOIHTO3,
miMdaaeHonaTus, reMOJIMTHYECKAs aHEMHUS;

peoko - TUCCEMUHUPOBAHHOE BHYTpUCOCYIUCTOE cBepThiBaHHe (JIBC-cuHIpoM), TpoMOOIHTO3,
CHHIPOM  IIOBBIIIEHHOW BA3KOCTM KpPOBH, HApYyLIEHHSI CO CTOPOHBI  TPOMOOIMTOB,
TPOMOOIIMTONEHHYECKast MypIlypa, HApyIIEHUs CO CTOPOHbI KPOBH, 'eéMOppardveckwii auares,
muMouUTapHas HHPUIBTPALIUS.

Hapywenusa co cmoponst uMMyHHOU cucmembi:

neyacmo - orek KBuHke, runepuyBCTBUTEIILHOCTD;

peoko - aHapUIAKTHUECKUH 110K, aMUJION/103, PEaKIIii ¢ 00pa30BaHUEM MMMYHHBIX KOMILJICKCOB
(T IIT1).

Hapywenus co cmoponsl 3HOOKPpUHHOU cUCMeEMbl:

Hevacmo - CUHIPOM I/IHCHKO-KyIHHHFa, TATICPTUPEO3, HapylmIeHue CCKpPCIHUHN
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AHTUNY PETHYECKOT0 FOPMOHa;

PeoKo - TAIIOTUPEO3.

Hapywenusa co cmoponst odmena eeuwiecme u nUMaHuA:

0YeHb Yacmo - CHUKEHHUE armeTuTa;

yacmo - 00e3BOKUBAHUE, THIIOKATTHEMHS, THTIOHATPUEMHS], U3MEHEHUE KOHIIEHTPAIIUH TJTFOKO3bI B
KPOBH, THIIOKAIbLIUEMHS, H3MEHEHHE aKTUBHOCTH (DEPMEHTOB;

Heyacmo - CHHJAPOM JIM3HCA OIYXOJIM, OTCYTCTBHE NPHOABKH Macchl Tella, IMIIOMarHHEMHUS,
runodocdareMus, THINEPKATHEMHS, THIEPKAIbIHEMHS, THIEPHATPUEMHS, H3MEHEHHE
KOHIEHTPAIM¥ MOYEBOH KUCIIOTHI, CaXapHbIi Ha0eT, 3a/iepiKKa KHIKOCTH;

peoKko - TUIEPMAarHMEMHMsl, allM03, HApyIICHHE BOJHO-3JIEKTPOJIMTHOTO OajlaHca, W30BITOYHOE
HAKOIUICHHE KMIKOCTH, TMIIOXJIOPEMHS, THIIOBOJIEMHs, THIepxjopeMus, runepdocharemus,
HapyleHre 0OMeHa BEIecTB, AeUIUT BUTAMUHOB rpynnbl B, nedunnt Buramuna B12, noxarpa,
TOBBIIIEHHbIH aNMeTHT, HENIEPEHOCHMOCTb AJTKOTOJISL.

Hapywenus ncuxuxu:

¥acmo - pacCTPOMCTBA U HAPYIIEHUS! HACTPOECHHUSI, TPEBOXKHOCTD, PACCTPOMCTBA M HAPYIIIECHHS CHA;
Heyacmo - U3MEHEHHs TCUXMYECKOr0 CTaTyca, ra/UTIOLIUHALINH, TICHXOTHYECKOE PacCTPOMCTBO,
CIlyTaHHOCTb CO3HAHMUSI, BO30YKIEHHOE COCTOSIHHE:

PeOKo - CyNIMAATbHBIE MBICIH, PACCTPOMCTBO aaNTalMH, IETHPU, CHUKEHHE JIHOUIO.
Hapywenus co cmoponsl HepsHoll cucmemoi:

o4eHb Yacmo - Helponartus, nepudepryeckas CEHCOpHas HEHpPONaTHsl, TN3eCTe3Hsl, HEBPAJITHS;
yacmo - JBATaTelIbHas HeHpomartusi, MoTeps co3HaHHus (B T.4. 0OMOpPOK), TOJIOBOKPYKEHHE,
M3BpALICHUE

BKYCa, BSJIOCTb, FOJIOBHAsI O0JIb;

Heyacmo - Tpemop, nepudepuyeckass CEHCOMOTOpHAs HEHpONaTus, IUCKHHE3Ws, HapylIeHHe
PaBHOBECHs, MOTEPsl MaMATH (MCKJI. JEMEHIUIO), SHIedanonaTus, CHHAPOM 3aJHel 00paTHMOi
sHIe(aIONaTHH, HEHPOTOKCHYHOCTh, CYJOPOTH, MOCTrepreTHYecKas HeBpPaIrHs, pacCTPOUCTBO
peus, CHHJIPOM «OECIOKOHHBIX HOT», MHUIPEHb, HIIHAC, HAPYLIEHHEe KOHIEHTPAIlMd BHUMAHUS,
MaToJOrH4ecKue pedeKchbl, mapoCMus;

peoko - BHYTPHMO3TOBOE€ KPOBOM3JIMSIHHE, BHYTPHYEPENHOE KpPOBOM3JIMsHHE (B T.U.
cybapaxHOMJAIbHOE), OTE€K MO3ra, TPAH3UTOpHAs WIIEMHYecKas araka, Koma, auchanaHc
BEreTaTMBHOM HEPBHOH CHCTEMBbl, BEreTaTHBHAs HEHpoOMaTHsi, TNapajiuy 4YeperHbIX HEPBOB,
napajaud, rnapes, npeoOMopo4HOe COCTOSHHE, CHHAPOM TMOPaXEHHUs! CTBOJA MO3ra, HapylIeHHEe
MO3TOBOTO KpPOBOOOpAIleHHs,, KOPEIIKOBBIH CHHJIPOM, IICHXOMOTOPHAs THIEPAaKTHBHOCTD,
KOMIIPECCHSl CIIMHHOTO MO3ra, KOTHHTHBHBIE pacCTpOMCTBA, pacCTpPOWCTBA JIBHIKCHUH,

paCCTpOﬁCTBa HepBHOﬁ CUCTEMBI, PAIUKYJIUT, CIFOHOTCYCHHUE, TMITIOTOHUS MBIIIIIL.
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Hapywenus co cmoponsl opeana 3perusn:

Yacmo - OTEK IJ1a3, HapyIeHUs 3peHUs, KOHBIOHKTUBUT;,

Heyacmo - KpOBOM3IIMSIHUE B IJ1a3, HH(EKIMH BeK, BOCHAJICHHE IJIa3, AMUILIONHS, CYXOCTh IJa3,
paszpaxkeHue rias, 60Jib B IJ1a3ax, yCUICHHOE CIe30TeUCHHUE, BBIIEIEHHUS U3 IJ1a3;

PeOKo - TOPaKEHHE POTOBHUIIBI, SK30()TalbM, PETHHHUT, CKOTOMA, MOpaXXeHUe IJia3 (B T.4. BEK),
JTaKpHOAJICHUT, CBETOOOS3Hb, (OTONCHS, ONTHYECKas HEeWpOmaTHsi, pas3JInuyHble CTETEeHH
HapyILIEHUs 3peHus (JI0 CIIENOTHI).

Hapywenus co cmoponsl opzana ciyxa u 1abupurnmmusle HapyuweHus:

Yacmo - BEPTUTO;

Heyacmo - 3BOH B YIIaxX, HapylleHHE ciayXa (10 TIIyXOThl), TUCKOMGOpPT B

obnacTv yxa; peoko - KpOBOTEYEHHE, BECTHOYIISPHBIA HEHPOHHT, MOpPAKEHHE

yxa.

Hapywenus co cmoponul cepoya:

Heyacmo - TaMIIOHAJa CepAla, KapAWOIlyJbMOHApHbIM oK, ¢GuOpwuanus cepaua (B T.4.
Gubpunnaums npeacepanii), cepaeuHas HeJOCTaTOYHOCT (B T.4. JIEBOTO U IIPABOTO XKEIYI0YKOB),
ApUTHMHUS, TaxXUKapaus, OLIyIIEHHE CepALcOMeHUs, CTEHOKapaus, INepUKapauT (B T.4.
9KCCYIaTUBHBIA NEPUKAPIMT), KapAMOMUOINIATHS, JKEITy J0YKOBast TUChHYHKIUs, OpauKapans;
peoko - TpemneTaHue TMpeacepanil, WHOApKT MHOKapja, aTPHOBEHTPHKYJsApHas OjoKaja,
CEPAECYHOCOCYIUCThIE HapylleHHs: (B T.4. KAapAMOTE€HHBIH IIOK), ApUTMHUS IKETyJI0YKOBas
TAXHUCHUCTOJIMYECKAs THIIA «IIUPY3T», CTCHOKap/Ms HecTabuiIbHas1, 3a00JIeBaHUs KJIallaHOB Cep/Ila,
KOpOHAapHas HeI0CTaTOYHOCTh, OCTAHOBKA CHHYCOBOTO y3J1a.

Hapywenusa co cmoponwt cocyoos:

yacmo - TIOHWKEHHME apTEepUAIbHOTO [JaBJIEHHUS, OPTOCTATHYECKas T'MIIOTEH3Hs, TMOBBIIICHHUE
apTepUaIbHOTO JaBJICHUS;

Heuacmo - HHCYNIBT, TpoM0O3 TIiIyOOKMX BeH, KpoBoTeueHue, Tpombodnaedur (B T.u.
IIOBEPXHOCTHBIH ), UPKYJIATOPHBIN KoJUTanc (B T.4. THIIOBOJIEMHYECKHUI I0K), GeOuT, MPUITHBEI,
remMaToma (B T.4. IIEPUPEHAJIbHAs), CHU)KEHUE NepH(PEepHuecKoro KpoBooOpaIeHUs, BAaCKYJIHT,
runepemMus (B T.4. OKyJIsspHasi);

peoko - sMbonus nepudepudecKkux CcocyaoB, JuMmdenema, OJNEAHOCTb, SPUTPOMEIIAITHS,
Ba30/IMJIaTallMs, H3MEHEHHE OKPAcKH BEH, BEHO3HAs HEJIOCTAaTOYHOCTb.

Hapywenus co cmoponsl ObixamenbHou cucmembsl, Op2aHo8 2PYOHOI KN1EeMKU U CPeOOCMEeHUA:
Yacmo - OJIbIIIKa, HOCOBOE KPOBOTEYECHUE, HHPEKIIUN BEPXHUX M HHKHUX JbIXaTEbHBIX MyTeH,
Kalesib;, Hewacmo - Jero4Has 3MOO0JIHs, IJIEBPAJIbHBIA BBINOT, OTEK JIETKMX (B T.4. OCTpBIi),
JIETOYHOE AJIbBEOJISIPHOE KPOBOM3JIMSIHUE, OpOHXOCHa3M, XpoHHYeckass o0cTpyKTuBHasE O0JI€3Hb

JICTKHUX, TUITOKCEMUS, 3aJI0KEHHOCTD AbIXAaTCJIbHBIX nyTeﬁ, I'ANIOKCHs, IUICBPUT, HKOTA, PUHOPEA,
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JUCHOHMUS, CBHCTSIIEE JIBIXaHKE;

peoKko - JibIXaTellbHas HEJI0CTaTOYHOCTh, OCTPBIH PECHHUPATOPHBIN JHCTPECC-CHHAPOM, alHOd,
ITHEBMOTOPAKC, aTeJIEKTa3, JIErOYHas TUIIEPTEeH3Usl, KPOBOXapKaHbe, THIIEPBEHTHIISIIMS, OPTOITHO),
ITHEBMOHHUT, PECIMPATOPHBIA ajKano3, TaXUMHOI, GUOpPO3 JEerkux, HApyIHIEHHS CO CTOPOHHI
OpOHXOB, F'MIIOKAITHUS, HHTEPCTHLIHATBHOE 3a00JIeBaHUE JIETKHX, HHYUIBTPAIUS JIETKHX, 4y BCTBO
CTECHEHHS B IrOpJie, CyXOCTh B IOpJI€, MOBBIIIEHHAS! CEKPEelUsi B BEPXHUX JbIXaTEJIbHBIX MyTSX,
pas/ipaKeHHe ropjia, KaluleBOH CHHIPOM BEPXHHUX JbIXATEJIbHBIX ITyTEH.

Hapywenus co cmoponsi sceny0ouno-Kunieunozo mpakma:

O4eHb 4acmo - TOUIHOTa, PBOTA, IMapesi, 3arop;

yacmo - xpoBoreyeHne u3 XKT (B T.4. KpoBOTeueHHME CIM3UCTOM OOOJIOYKH), JMUCIIEICHS,
cromaruT, HapyieHnue Tonyca JKKT, 6osb B o61actu ropna u riaoTku, 60m B 00/1acTH %HUBOTA (B
T.4. JKeJIyIOUHO- KHIIeYHas 00J1b ¥ 00JIb B Celle3eHKe), HapyEeHHUs CO CTOPOHBI POTOBOM MOJIOCTH,
METEOPH3M;

Heyacmo - TaHKPEeaTuT (B T.4. XPOHUYECKHH ), pBOTA KPOBBIO, OTEYHOCTH Iy0, obcTpykims XXKT (B
T.4. KHIIEYHAss HENPOXOJMMOCTB), AUCKOMGPOPT B JKUBOTE, MU3BA3BICHHS CIM3HCTONH 00O0JIOYKH
NOJIOCTH pTa, SHTEPHUT, TaCTPUT, KPOBOTEYEHHE H3 JIeCEH, ractposs3odareanbHas pedrokcHas
0osie3Hb, KOMUT (B T.4. ICEBIOMEMOPAHO3HBIH KOJIMT), MINEMHYECKHH KOJIMT, BOCHAICHHE
ciusuctoi obonouku KKT, mucdarus, cHHAPOM pa3fpakeHHOTO KHIIEYHHMKA, HAPYIIEHHs CO
croponsl JKKT, naner na s3pike, Hapyuienne motopuku XKKT, HapyIeHns o CTOPOHBI CIIFOHHBIX
Kenes.

peoKo - OCTPbI NAHKPEATHT, MEPUTOHHUT, OTEK S3bIKA, aClUT, 930(aruT, XeHIHUT, HeJepKaHHe
Kaja, aTOHMS  aHalbHOro  chuHKTepa, (¢ekanoma, U3bA3BJIEHHS U nepopaims
XKeJTy IOYHO-KHILIEYHOI 0 TPAaKTa, TUNepTpodus 1eceH, MerakoJIoH, BBIICICHUS U3 IPSIMON KHIIKH,
NOSIBJIEHHE BOJIIBIPEH B IJIOTKE, 60s1b B rybax, NepHOIOHTUT, aHAJIbHAs TPEIIHHA, U3MEHEHHE
puT™Ma aedeKaluu, NpoKTaIrus, HapyIIeHHs CTyJIa.

Hapywenus co cmoponbsl neuenu u ycenueevi600AUUX nymeli:

Yacmo - U3MEHEHHE aKTUBHOCTH (TIEYEHOYHBIX)» (PEPMEHTOB;

He4yacmo - TenaTOTOKCHYHOCTD (B T.4 IEYEHOUHBIE HAPYIIEHHUsI), TEaTUT, X0JIecTas;

peoko -  TIeYeHOYHas  HEJOCTaTOYHOCTh,  remaToMeranus, CcuHApoM  bamra-Kuapwu,
[IMTOMETraJIOBUPYCHBIN I'€NIaTHT, IEYEHOYHOE KPOBOTEUECHHE, JKEITYHOKaMeHHast O0JIe3Hb.
Hapywenus co cmoponsl Koxcu u noOKONCHOU mMKaHeil:

4acmo - Chlllb, 3y 1, S)PUTEMA, CYXOCTh KOXKH;

Heyacmo - MyIbTHU(OpPMHAs SpHTEMa, KpaNWBHHUI, OCTPbIH (eOpHIbHBIN HEHTPODHIBHbIM
JIEpMaTo3, TOKCHYECKas KO)KHas ChbIllb, TOKCHYECKHH OSIHEPMAIbHBIA HEKPOJIH3, CHUHAPOM

CTHBeHca-lI)!(OHCOHa, ACPMATUT, UBMECHCHHUE CTPYKTYPBI BOJIOC, NETEXHUA, DKXHUMO3, IMOPAKCHHUE
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KOKH, ITypITypa, HOBOOOPa30BaHHUs KOXKHU, ICOPHA3, THIIEPTHIPO3, HOUHAS MOTIMBOCTb, IPOJIEIKHH,
yIpeBas Chlllb, BOJIBIPH, HAPYIIEHUE ITUTMEHTAILIMH KOXKH;

peOKo - PpeaklMM CcO CTOPOHBI KOXH, suMmborurapHas wuHwisTpauus JDxeccHepa,
JIAJIOHHO-TIO/IOIIBEHHAS JPUTPOAM3ECTE3Us, MOIKOKHBIE KpPOBOTEUCHHS, CETYATOE JIMBEJIO,
UHAYypalMs KOXH, TMamyja, peakudd (GOTOYyBCTBUTEIBHOCTH, cebopes, XOJOIHBIH IIOT,
MIOPAXKEHUsI KOKU HEYTOYHEHHBIE, 3PUTPO3, A3BbI KOXKH, TOPAKEHHUE HOTTEH.

Hapywienus co cmoponsl ckenemuo-moluiedHOU U cOeOUHUMETbHOU MKAHU:

04€Hb Yacmo - KOCTHO-MbIIIEYHbIE 00N,

Yacmo - MBILIEYHBIE CIa3Mbl, 00T B KOHEUHOCTSIX, CJIa00CTh MBIIIIIL;

Heyacmo - MBIIIEYHbIE TMOJACPTUBAHUS, OTEKH CYCTaBOB, apTPUT, TYTOMOJBH)XHOCTH CYCTaBOB,
MHONATHS, OLLYIIEHHE TSIKECTH;

peoxko - pabJOMHMOJIN3, CHHJIPOM BHCOYHO-HW)KHEUENIOCTHOTO cycTaBa, (UCTysa, CyCTaBHOM
BBINIOT, 0OJIb B YEIIOCTH, KOCTHbIE HApyLIEHHUs, HHPEKIHUH W BOCTIAICHHE KOCTHO-MBIIIEYHOH U
COEZIMHUTEILHON TKaHW, CHHOBHAJIbHBIE KHCTHI.

Hapywenus co cmoponsl nouek u Mo4eebi800AUUX RymMel:

yacmo - HapylieHue QyHKIUH MT0YeK;

Heyacmo - OCTpas TI0Y€4YHas HEJOCTATOYHOCTb, XPOHHYECKas IOYeyHas HeJI0CTaTOYHOCTD,
MHQEKIMY MOUYEBBIBOAAIINX IMyTei, kKanoObl CO CTOPOHBI MOUYEBBIBOISIINX MyTel, reMarypws,
3a7iep)kKa  MOYHM, HapylIeHHE MOYEHUCITYyCKaHHs, IPOTEHHYpPHS, a30TeMHUs, OJIUTYPHS,
TIOJUIAaKUY PHSL;

PeoKo - pazapaKeHue MOYEBOTO IMy3BIPS.

Hapywienus co cmopoHsl nonoesix opzanoe u Mono4Hou yHcenesol:

Heyacmo - BarMHaJIbHbIE KPOBOTEUEHHUS, O0JIb B TEHUTATIUAX, SPEKTHIIbHAS JUCHYHKITHS;

peoxo - HapylieHue (GyHKIMH SMYeK, MPOCTATUT, HApylleHHe (YHKIHH MOJIOYHOM JKele3bl,
00JIE3HEHHOCTh NPHJIATKOB SUYEK, SMUAUIUMHT, 00Jb B 007aCTH MaloOro Tasa, W3bS3BIICHHE
BYJIbBBI.

Bpoxcoénnvie, nacnedocmeennvie u 2enemudeckue HapyuieHUA:

peoxo - annazus, manbopmanus XKKT, uxtrnos.

Obuwyue paccmpoiicmea u HapyuwieHuUsA 6 Mecme 66€0eHUA:

O4eHb 4acmo - THUPEKCHs, TOBBIIIEHHAs YTOMIISIEMOCTb, ACTEHMs; 4YacTo - OTeKH (B T.4.
nepudepuyeckue), 03100, 601b, AUCKOMOPT;

Heyacmo - yxXyameHue odmero Gpu3nyeckoro 370poBbsi, OTEK JIMLA, PEaKIMU B MECTE BBEJICHHS,
HaApYIIEHHUs CO CTOPOHBI CIMU3UCTBIX 000JI0YeK, 00JIb B 00JIACTH IpyJd, HAPYIIEHHE MOXOJKH,
OLIYIIEHHE XO0JI0/1a, IKCTpaBa3alys, OCJI0KHEHHS OT MPUMEHEHHUs KaTeTepa, N3MEHEHHE YyBCTBA

XKL, TUCKOMBOPT B 00J1aCTH TPy /IH, OIIyIIEHHE H3MEHEHHs TEMIIepaTyphl Tela, 60JIb B MeCTe
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BBE/ICHHS;

peoxko - cMepTh (B T.4. BHE3alHas), MOJHOpPraHHAs HEJIO0CTaTOYHOCTh, KPOBOTEUYEHHE B MECTE
BBE/IEHUS, I'PbDKa, HApYLIEHHE MTPOLIECCOB 3aXKUBIICHUS, BocnaieHue, GuieOUT B MecTe BBEICHUS,
00JIE3HEHHOCTD, U3BA3BIICHHS], PA3APAKUTEILHOCTD, HeKapAuaibHas 60k B rpy/H, 606 B MeCTe
BBE/ICHUS KaTeTepa, OULy IIEHHEe HHOPOIHOTO TeJIa.

Jlabopamoprbsie u uncmpymeHmanvHole OaHHbIE:

yacmo - NOHWKEHUE MacChl Tea;

Heyacmo - TUNepoOuIpyOrHEeMHs, N3MeHeHHe OETKOBBIX MOKa3aTelNe, yBeJHUeHHe MacChl Tela,
U3MEHEHHUE 10Ka3aresiel KpOBH, NOBbIIIEHHE KOHIIEHTpaluu C-peakTHBHOTO Oeltka;

PeOKo - U3MEHEHHE COJIEPIKAHUS Ta30B B KPOBH, H3MEHEHHUS KapIHOTPaMMBI (B T.4. YBEJIHYECHHE
3ybna QT), u3MeHeHHe NPOTPOMOMHOBOrO BpeMeHH, MOHWXKeHHe pH JKemymouHOro coka,
yBEJIMYEHHE arperaiu TPOMOOLMUTOB, MOBBINIEHHE KOHIIEHTPALMH TPONOHHHA I, 0OHapykeHue
BUPYCOB H U3MEHEHHUE CEPOJIOTUH, H3MEHEHHUS B aHATTM3€ MOYH.

Tpaemel, unmokcukayuu u 0C10HCHEHUA MAHURYIAYUIL:

Heyacmo - NajIeHus, KOHTY3HH,

peoko - TpaHc(y3HMOHHBIE PEAKLUH, NePEeIOMbI, PUTHIHOCTb, TPABMBI JIMIA, TPABMbI CYCTABOB,
OKOTH,

pa3peIBbI, 00JIb BO BpeMsl IPOLIEAY PbI, PAJHALIUOHHOE MTOPAKEHHE.

Xupypeuueckue u mepanesmuueckue MAHURYIAUUU:

Peoxo - aKTUBAIMS MaKpo(aros.

Hayuenmopt ¢ MGHMUIHOKIEMOYHOU TUMPOMOUL

Ilokasarenu Gezomacuoctu npenapata BOPATEPMH® y 5THX maumeHTOB OBUTH CXOIHBI C
COOTBETCTBYIOIMMH 10KA3aTEJISIMH Y MAIIMEHTOB ¢ MHOXKECTBEHHOH MMEJIOMOU. 3HAYUTEILHBIC
pasimyMs MEKIy JBYyMs IPyNIaMH MAlUEeHTOB 3aK/IIOYATHCh B TOM, YTO TPOMOOLMTONECHHMS,
HEWTPOIICHMs, aHEMHMs, TOLIHOTA, PBOTA M TNUPEKCHs dYamie HaOMIOJaIMCh y TAlUeHTOB C
MHOXECTBEHHON MHEJIOMOH 110 CPaBHEHHIO ¢ MAIMEHTAMU ¢ MAHTUHHOKJIETOYHOU JTUMGOMOIi; a

nepudepuyeckasi HeponaTus, ChIllb ¥ 3yl - Y MAIUEHTOB C MAHTHHHOKJIETOYHOM JIHM(POMOIA.

Ilepeno3upoBka

Ilepenio3upoBka, npeBbiaoas peKoMeHyeMyto 103y Oosee 4eM B 2 pa3a, CONPOBOXKIAIACH Y
OOJIBHBIX OCTPBIM CHHIKEHHEM apTepPHATbHOIO JABJICHHUS U TPOMOOIUTONCHUEH CO CMEPTEILHBIM
ucxomom. Crnenmdpuueckuii antupor k npenapatry BOPATEPUH® wue wussecten. Ilpu
NepeIo3UPOBKE  CIIEYeT KOHTPOJIMPOBATH IOKA3aTeIM JKU3HEHHBIX (yHKIHMH OOIBHOTO H
IPOBOJMUTE COOTBETCTBYIOLIYIO TEpPANHUI0 Ul MOJAEpPXKAHHUS apTEPHAIBLHOIO  JaBJIEHHUS

(uH}Y3UOHHAs Tepamus, cOCyI0CYKHBAIOIIME W/WJIH WHOTPOIHBIC Mpernaparsl) H TeMIepaTypbl
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TEJA.

B3aumoaeiicTBHE ¢ IPYrHMH JIeKaAPCTBEHHBIMH CPeACTBAMH

B uccnenoBanusx in vitro v uccne10BaHusX in vivo 60pTe30MHuO MPOSBIISLIT CBOMUCTBA C1ab0r0
uHruouropa usopepmeHToB rroxpoma P450 1A2, 2C9, 2C19, 2D6 u 3A4.

Hcxons n3 HesHauuTenbHOTO BKIaaa u3opepmenta CYP2D6 B metabonusm 6oprezomuda (7%), y
JIOJIEH ¢ HHU3KOM aKTUBHOCTBIO 3TOro H3o(pepMeHTa He OKHJAeTCs HW3MEHEHHs o00Iero
pacrpeneneHus npenapara.

WccnenoBanue BIMSHMSA JIEKApPCTBEHHOTO  B3aHMMOJCHCTBHS C  CHJIBHBIM  HHTHOMTOPOM
m3odpepmenta CYP3A4 kerokoHasonom Ha (apMmakoKuMHeTHKY mpenapata BOPATEPUH®
noKasajo ysejudyeHue cpeauux 3HayeHuid AUC (ruiomanb noj KpUBOH «KOHIEHTPALUs-BPEMS))
Ooprezomuba B cpennem Ha 35%. Ilostomy crepyer TimarelbHO HaOMIOAATh 3a OOJNBHBIMH,
NOJTy4arOIMMH  OZIHOBpEMEHHO Oopre3oMu® u cuibHbIA uHrHOHTOp M30depmenta CYP3A4
(KeTOKOHA30J1, PUTOHABUD).

B wuccnenoBaHMu BIMSHMS JIEKAPCTBEHHOTO B3aHMOJCHCTBHS C CHIIBHBIM HHTHOMTOPOM
m3odpepmerta CYP2C19 omenpasonom Ha ¢apmakokuneTuky npenapata BOPATEPUH®, ne
BBISBJICHO CYIIIECTBEHHOIO U3MEHEHUS (papMakOKMHETHKH OopTe3oMuda.

HccnenoBanue BIMSHUS JIGKAPCTBEHHOTO B3aMMOJEHCTBHS ¢ pPUDAMITMIMHOM - CHIIBHBIM
uHyKTopoM u3odepmenta CYP3A4 - na papmakokunetuky npenapata BOPATEPMH® nokazano
CHIKeHHe cpeanux 3HadeHuii AUC (miomaap moja KpUBOM «KOHIEHTpALMsA-BpeMsi») JUIs
Ooprezomuba B cpenHeM Ha 45%. IloaToMy He peKOMEHIyeTcs NPHUMEHSTH Mpenapar
BOPATEPUH® Bmecte ¢ cunbubiMu unayktopama CYP3A4, Tak kak 5 (heKTHBHOCTh Teparuu
MoxeT ObiTh cHmkeHa. K uumyktopam CYP3A4 ortHOcsaTcs pudamnuimH, kapbamasenuH,
(benuronn, penobapbuTan u 3Bepoboil MPOABIPABICHHBINA. B TOM ke McCleIoBaHMH OLIEHUBAIIU
>pdext nekcamerazoHa - Oosnee cmaboro wuuaykropa CYP3A4. Hcexons w3 pesyibTaTtoB
UCCJIC/IOBAHUS HE BBIABICHO CYIIECTBEHHOTO H3MEHEHUS (apMakOKMHETHKH OopTe3oMuoda.
HcenenoBanue 1eKapcTBEHHOTO B3aUMOJEHCTBHS ¢ KOMOMHanuWel MeldanaH-mpeaHu30H
10Ka3auo yBenuueHue cpeanux 3HadeHnit AUC (muomaab moja KpUBOH «KOHIEHTpALUs-BPEMS»)
oopre3omuda Ha 17%. D10 H3MEHEHHE CUNTACTCS KITHHAYECKH HE 3HAYUMBIM.

VY GonbHBIX caxapHbIM JHabeTOM, MOJIyYaBUIMX MEepPOpalbHbIe THIOTIMKEMHYECKHE Mpenaparhl,
3aperuCTPUPOBAHBI CITyYau THIOTJIMKEMHUH U THIIEPTIINKEMUH.

ITpu npumenenun 6opre3oMuda B coueTaHuM C rpernaparaMmu, KOTOpPble MOTYT aCCOIIMMPOBATHCS €
nepudepudeckoii Heliponatueil (Takue Kak aMHOAapOH, IPOTHBOBUPYCHBIE CPEJICTBA, H30HUA3H]I,
HUTPOQYPaHTOMH UM CTATHHBI) U TIpenapaTaMy, CHHKAIOIIUMH apTepHaIbHOE JaBICHHUE, CIeIyeT

co0M01aTh OCTOPOKHOCTD.
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Ocobble ykazaHus

Jlesenne npenapatom BOPATEPUH® crnemyer nmpoBoauTs Tombko TOJ HAGIIONEHHEM Bpava,
MMEIOIIETO OIBIT IPUMEHEHHS IIPOTHBOOITYX0JIEBOH XUMHOTEPAITHH.

Ilpu  neymbimmieHHom  BBeldeHun npenapata BOPATEPUMH®  uwnHTparekambHo — Gbutd
3auKCHPOBaHEI ciyyan cmeptH. Jlekapersennbiii npenapar BOPATEPHMH® nokasan ToIbKO i
BHYTPHBEHHOTO M IIOJIKOXKHOT0 BBe/IeHHs. He BBOAUTH HHTpaTEeKaIbHO.

Jlo Hayana u BO BpeMsl KaXJ10T0 IUKJIa Teparii He0OX0MMO TIPOBOIMTH TOJIHbIN aHAIH3 KPOBH C
HOCYETOM JIEHKOLMTAPHOH (HOPMYJIBI M COJEPIKaHKs TPOMOOIIMTOB.
Tpomboyumonenus/neiimponenus

Tepanust npenaparom BOPATEPUH® moskeT NpHBOANTE K TPOMOOIHTONCHHH 1 HEHTPOIIECHUH.
Hawnmenpinee unciio tpoMOo1uToB 00bIMHO HabmoMaeTcest Ha 11 JeHb 1MKIIA ¥ BOCCTAHABIMBACTCS
K Hadayy cieayromero nukia. [{ukioBas nepuoaMyHOCTh YMEHBINEHHS W YBEJIMYEHHs YHCIIa
TPOMOOIIMTOB HaOIIOJa1ach B X0/1€ KIIMHHYECKHX HUCCIIEOBAHUMN Y TTAllMEHTOB ¢ MHOKECTBEHHOM
MHEJIOMON MJIM MaHTUHHOKJIETOYHOH auMdomoi. OTCYyTCTBYIOT JaHHBIE, I[1OATBEPIKIAIOIINE
HapacTalolly0 TPOMOOLMTONEHHIO WM HEHTPONEHHIO NMpPH JHOOOM M3 PEXHUMOB JO3HPOBAHHS.
IIpu cHmxeHnn KonmuectBa TpoMboumuToB < 25000/Mkn Tepanmuio npenapatom BOPATEPMH®
ClIIyeT MPUOCTaHOBUTL. IIpH BOCCTAaHOBIEHHM KoJIMYecTBA TPOMOOIMTOB JICYEHHE CIIEIyeT
MPOJIOJKMTh B YMEHBIIEHHBIX J103aX IPU TIIATEIbHOM COINOCTABJICHHH BO3MOXKHOW I10JIb3BI M
pucka nedeHus. Jug  J€4eHMS IeMaTOJIOTHYECKOW TOKCHYHOCTH MOXKHO —IPHMEHSTH
KOJIOHHECTUMYJIMPYIOIIHE (aKTOphl, IepeTMBaHHe TPOMOOIIUTAPHON U SPUTPOLMTAPHON MacChl.
IIpy OIHOBpPEMEHHOM INpPUMEHEHHH ¢ Meln(palaHOM M MPEAHH30JIOHOM, KOIJa KOJHYECTBO
TpoMbouuToB < 30000/MKJI1, TEpaNHIO MpenapaToM cjieayer NIPUOCTAHOBUT.
Kenyoouno-xuweunvie napywenus

C uenpio mpeoTBpaIeHUs] TOUIHOTHL U PBOTHI PEKOMEH/YETCS MPUMEHEHHE IPOTHBOPBOTHBIX
npenapatoB. [Ipy BO3HMKHOBEHMM JMaped Ha3HAYAIOT MPOTHBOIHAPEHHBIE JIEKAPCTBEHHBIE
cpezncTsa. [y mpe1oTBpaIeHus WK JiedeHus: 00e3B0XKUBAHNS 0OTEHBIM HEOOXOUMO TIPOBOIUTH
peruipaTalliOHHYI0 TEPANHIO U IMOJAEPXKUBATE BOJAHO-3JIEKTPOJIUTHBIN Oananc. Coobmanock o
CiIy4asX pa3BUTHS KUIIEYHOW HENPOXOAMMOCTH (HEYacTo).

IIpoecpeccupyrowas mynemugoxanvnas netikosnyeganonamus (IIMJI)

O6 oueHb pesKuX ClydasX pa3BHTHs BHpycHOW uHpekunu JDxona KaHHMHrema HeW3BECTHOM
STHOJIOTHH, NIPUBOJMBLIEH K Iporpeccupylomei MyabTudokanbHO# ekosHIedantonaTnd U K
CMepTH, COOOIIANOCh y MAalMEeHTOB, NpuHMMalomux npenapat BOPATEPUH®. ITauments! ¢
auartosom [IMJI nmonmywanu HMMYHOCYNPECCHBHYIO TEpamuio 0 HWJIH OJHOBPEMEHHO C
npumenenrem npenmapata BOPATEPUH®. B GombmmucrBe ciaywaes  IIMJI  Gbuta

JAAArHoCTHpOBaHa B TCUYCHHEC 12 MecsnieB ¢ MOMEHTAa BBEICHHS nepBoﬁ A03bl IIp€riapara
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BOPATEPUH®. [launentoB HeoOXoauMo HabMONaTh Ha PEryJsipHOM OCHOBE Ha IpeaMeT
BO3HMKHOBEHMS WM YXY/IIICHUS] HEBPOJOIHYECKMX CHUMIITOMOB WJIH TPU3HAKOB, KOTOPBIE MOTYT
ceunerenbetBoBath 0 [IMJL. Tlpu nonospenun wa IIMJI nampenta HeoOXOOMMO HANpaBHTHL K
cnenuaniucty B obmactu IIMJI m npeanpuHATE COOTBETCTBYIOIINE JMATHOCTHYECKHE MEPHL.
Cnenyer npekpatuth npumenenue npenapara BOPATEPMH® B ciryuae amarnoctuposanus [IMJL.
Ilepugpepuueckasn neiponamus

[Ipy BO3HMKHOBEHMH HEHPONATHH IPOBOAAT MOUIEPKMBAIOILYIO Tepanuio. OOBYHO YacToTa
pa3BUTHs eprpeprIecKoil HeHponaTHy JOCTHIaeT MaKCHMYMa Ha 5 [IUKJIE JIEYEHHs IIPENapaToM
BOPATEPUH®. Tlpu mNOSBIEHWH HOBBIX WM YCHWJIEHHMH HMEIOIIHUXCS  CHMIITOMOB
nepuepruyecKoii HEHPONATHH MOXKET MOTPeGOBATHCS CHHIKEHHE JI03bl M M3MEHEHHE DEXHMa
BBesieHuss npemapata BOPATEPUH®. TlanueHTBI JOKHBI HAXOMHTBCS MO TOCTOSHHBIM
HAOJIIOZIEHHEM B CBSA3HM C BO3MOXKHOCTBIO BO3HHKHOBEHHMsI CHMIITOMOB Helponatuu (OILyIIeHHe
HOKEHMSI, THIIEPECTE3Usl, TUIIECTE3Hsl, apecTe3us, OIyIIeHue TUCKOM(OpTa, HEBPOMATHYECKAS
6outb uim c1abocTh). YacToTa BOSHUKHOBEHHS HEHPONIATHH MPH TIOIKOKHOM BBEICHHH ITpenapaTa
BOPATEPUH® Humxe, uem TakoBas NpH BHYTPHBEHHOM BBeJeHHH. OTMEYaIHCh ciIyyau
BO3HUKHOBEHHsI BEr€TATUBHOM HEMPOIIATHH TSDKEIOH CTENEHH, IPUBO/ISIIHNE K MPEKPAIEHUIO UITH
IPUOCTAHOBJICHHUIO TEPAITHH.

Pannuii 1 peryisipHplii MOHHTOPHHI Ha HaJW4YHE CHMIITOMOB HEMPONATHH C HEBPOIOTHYECKOH
OLIEHKOH JIOJKEH INPOBOAMTBCS Yy TMAlMEHTOB, NpuHuMarommx npenapar BOPATEPUH® B
KOMOMHAIIMH C TIpenapaTaMH, CIOCOOHBIMU BBI3bIBATH HEUPONIATHIO (HapuMep, TaauaoMun). [lpu
3TOM CJIE/IyeT PACCMOTPETh BO3MOKHOCTH COOTBETCTBYIOLIETO CHHIKEHHSI J103bI HJIH TIPEKPAIIECHUS
JICUCHHUS.

Cyoopoeu

Y OGOJIBHBIX ¢ OTCYTCTBHEM CYJOPOT MJIM SIUIEICHH B aHAMHE3€ ONKMCAHbI HEYacThie CIIydau
passutHs cyjaopor. Ilpu nedennn OonbHBIX, UMEIOMUX Kakue-THOO (HAKTOPbl pPHCKA pPa3sBHTHS
cynopor, Tpedyercst ocobast OCTOPOIKHOCTb.

Opmocmamuyeckas 2unomen3usi

Tepanus npenapatrom BOPATEPUH® wacto conpoBoskaaeTcsi OpTOCTaTHYECKO# THIIOTeH3uel. B
OOJBIIMHCTBE CTyyaeB OHa ObIBaeT caboii WM cpeiHel TSHKECTH U MOXKET HaOJII0AThCs B XO/1€
BCETo JieueHus. Peiko oTMeuannch KpaTKOBpeMeHHbIE IIOTEPH CO3HAHHUS. Y OOJIBHBIX, HMEIOIIUX B
aHamHe3e 0OMOPOKH, 1Ha0eTHYECKYIO HEeHPOIAaTHIO, MOJIYYarOIMX THIIOTEH3UBHBIE TIpenaparsl, a
TaKKe y OONBHBIX C 00e3BOKMBaHMEM Ha (OHE JuHaped WM PBOTHI CIEAYET COOJIIOAATH
OCTOPOKHOCTh. BOJIBHBIX ClIelyeT MPOMHCTPYKTHPOBATH O HEOOXOIMMOCTH OOpaIleH!sI K Bpady B
cily4ae TrOJIOBOKPYXKEHHS, 4YyBCTBa «JIETKOCTH B rojoBe» wiH obOmopoka. Ilpu pa3Butuu

OpTOCTaTH‘ICCKOﬁ THIIOTEH3WH PEKOMEHAYCTCA Iruaparalnus, BBEACHUE ITIOKOKOPTUKOCTEPOUI0B
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W/MIM CHMIIATOMHMETHKOB; IPH HEOOXOJMMOCTH CJIEAYeT CHH3HTh JI03y THIOTEH3UBHBIX
npenapaTos.

Cepoeynas neoocmamounocms

[Ipu npumenennu Gopre3zoMuda ONMHUCAHO Pa3BUTHE WJIM YCHICHHE HUMEIOIIEHCS XPOHHYECKON
Cep/IeYHOM  HENOCTaTOYHOCTH. K pasBUTHIO TNpPH3HAKOB W CHMITOMOB  CEpJCYHOM
HEJIOCTaTOYHOCTH MOJXKET IpejpacioiaraTb 3a1epkKka )KUAKOCTH. boibHble ¢ pakTopamu prcka
WJIM ¢ 3a00JIEBAHUSIMH Cep/illa B aHAMHe3€e JOJDKHBI IOIBEpraThCs TIIATEIbHOMY HAOIIOIEHHIO.
[leyenounasn neoocmamounocme

Onucanbl cyyan BO3HHKHOBEHHS OCTPOi EUYCHOYHOM HEJOCTATOYHOCTH Y MAIMEHTOB, KOTOPhIE
Ha (oHe Tepanuu OOPTE30MHOOM OJHOBPEMEHHO NPUHUMAIH B Ka4eCTBE COIMYTCTBYIOIIENO
JICYEHHs JIpyrHe npenaparel. Takue NpuU3HAKM HapylleHus (YHKIHUU NEYEeHH, KaK YBETHUYCHHE
AKTUBHOCTH INIE€YEHOYHBIX (PEPMEHTOB, rUNEepOHIHPYOHHEMHS MM T'€aTHT, OOBIYHO TIPOXOIHIIN
npu ormere mnpenapara BOPATEPUH®. JlanHble 0 COCTOSHHH OSTHX NAIHEHTOB MOCTIE
B0300HOBIeHus Tepanuu npenapatom BOPATEPUH® orpanuyeHs!.

[lanmenTaM ¢ cMMNTOMamMM HapymeHHs QYHKIMH NEYEHH, CIEAyeT HazHayaThb OOpTe30MHO B
Oojee HM3KMX HAYaJbHBIX JI03aX, W MPOBOJUTH MOHHUTOPHHI Ha MPEIMET BO3HUKHOBEHHMS
TOKCHMYHOCTH, TaK Kak Oopre3oMu® MeraboiM3MpyeTcs NEYEHOYHBIMH (PEPMEHTaMH H €ro
KOHLEHTPALMS MOJXET YBEIMYMTHCS IPH HApyUIEHWH (DYHKIMU TEYEHH CpeaHeH - TSOKEIon
creneny (cM. paszaen «Cnocod npUMEeHEHUs | 103b1»).

Cunopom 3aouei obpamumou snyeparonamuu

Y  DalMeHTOB, NpPUHUMAIOMUX Oopre3oMub, OTMeYalcss CHHIAPOM 3ajHel  0OpaTUMOM
sHuedanonaTuu - peakoe, oOpaTUMOE HEBPOJIOIHYECKOE HApyIIEHHE, KOTOPOE MOXKET
COIIPOBOXKIATHCSA  CY/IOPOTaMH, IIOBBIIIEHUEM AapTEPHAILHOTO JaBJIEHHs TOJIOBHOH 00JIbIO,
JIETApTUeii, CIIyTAHHOCTBIO CO3HAHMS, CICNIOTONH U IPYTUMM BH3YaJIbHBIMH M HEBPOJIOTHYECKHMH
HapymeHusaMH. JIist moATBEepKISHHUs MarHo3a MPOBOIUTCS MAarHUTHO-PE30HAHCHAs ToMOrpadus
rojiopsoro Mmosra. Ilpum pasButum cuHzapoma oOpaTtumoil 3aaHell sHIedatonaTtHu cieayer
npekpatuth npueM mnpenapata BOPATEPUH®. BesonmacHoCTh BO30OHOBNIEHHS —Tepanuu
npenaparom BOPATEPUH® mocie paHee BBIABIEHHOTO CHHAPOMA 3aHEl 0OpaTHMOI
sHIe(ATONAaTHH HEU3BECTHA.

Peaxmusayus eupyca Herpes zoster

JlesammuM  Bpayam  CllelyeT pPacCMOTPETh BO3MOXKHOCTH IIPOBEJCHUS IIPOTHBOBUPYCHOM
Npo(MIAKTHKY y AIMEHTOB, NOJTyyYaroIuMX Tepanuio npenaparom BOPATEPUH®. V nanuentos,
nonyyaommx Tepanuio npenapatom BOPATEPUH®, mendananom M npeaHHM30HOM, yYacToTa
peakTuBaiuu Bupyca Herpes zoster Oblna 60JIbIICH 110 CPAaBHEHHIO C MAIMEHTAMH, 10Ty YalOIUMHU

tepanuio  MendanaHoM U npeanuzoHom (14% wu 4% cootBercTBeHHO). IIpoBeneHue
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NPOTHBOBUPYCHON NPOMHIAKTUKH JOCTOBEPHO CHHIXKAET YacTOTY peakTHBALUM BUpyca Herpes
zoster.

Hapywenus ¢ynkyuu neexux

B pemkux ciydasx npu npumenenun npenapata BOPATEPUH® nab6mopamuck ocTpble
middysnble MHGUIBTPaTHBHBIE 3a00JIeBaHHs JIETKHX HEM3BECTHOM OTHOJIOTHH, TAaKHE Kak
ITHEBMOHMT, MHTEPCTHLMAIbHAS ITHEBMOHUS, JIerOYHAas HHQPHUIbTpAlMs W CHHIPOM OCTPOM
JbIXaTeIbHOM HEeI0CTaTOYHOCTH. HekoTophle W3 3THX COCTOSIHUI NPHUBEIH K JICTATLHOMY HCXOJTY.
B ciyyae mnosBieHMs CHMOTOMOB paccTpoiicTBa (YHKIMH JIETKHX HIIM YXY/IIICHHS YXKe
UMEIOIIUXCS CHMIITOMOB HEOOXOIMMO Cpa3y kK€ IMPOBECTH JUArHOCTHKY U Ha3HAYMTH MAIl[HEHTaM
COOTBETCTBYIOLIEE JIeueHHe. B KIMHUUECKUX HCCleIoBaHUAX, 2 AalMeHTa (U3 2-yX), TOJTyYaBIlne
BBICOKHE /103bI IIWTapabuHa (2 r/M” B JIeHb) IMyTeM HeNpephIBHOH HHY3HH B TeyeHHe 24 JacoB ¢
nayHopybunrsom u npenapatom BOPATEPUH® nnis penuausupyiomieil ocTpoil MHEIOHHOM
JIEMKEMHH, YMEPJIH OT OCTPOr0 PECIIUPATOPHOrO TUCTPECC-CHHAPOMA B Havajle Kypca TepanuH, U
vcerenoBanue ObLIo 3aKoH4YeHO. Takum oOpa3oM, JaHHas cxema JICYEHHS C OJHOBPEMEHHBIM
BBEJICHHEM BBICOKHX 7103 IMTapabuHa (2 I/M° B JIeHb) IlyTeM HENpephIBHON MH(Y3HH B TeYeHHE
24 9acoB HE PEKOMEH/IyETCS.

Cunopom nuzuca onyxonu

B cBsi3M ¢ BO3MOXKHBIM Pa3BHUTHEM THIIEPYPHKEMHH, CBSI3aHHON C CHHIPOMOM JIM3UCA OITyXOJIH,
NalMeHTaM BO BPEMs TE€PAIIUU PEKOMEHYETCs ONpPEeeNsATh KOHIIEHTPAIMIO MOYEBOM KHUCIIOTHI U
KpeaTHHHHA B CBIBOPOTKE KpoBH. Jlis mnpenoTBpamneHusi TUNEpypHKEMHH PEKOMEH]IyeTcs
00OHIIBHOE NTUTHE, TPU HEOOXOAUMOCTH - AJUIOIYPUHOJ U 3alle/IadMBaHHe MOYH.

[lpu npumenenun npenapata BOPATEPUH® y GoJibHBIX, OJHOBPEMEHHO NPHHHMAIOIINX
NepopajibHble  TMIIOITMKEMHUYECKHE TIperaparbl, CleayeT THIATeJIbHO  KOHTPOJIMPOBATH
KOHIIEHTPAIMIO TIJIIOKO3bI B KPOBH M IPU HEOOXOJMMOCTH TNPOBECTH KOPPEKIHIO JI03bI
THIIOTIMKEMHUYECKHUX TIpenapatoB. B nepuona nedyeHus mo00Oro M3 TOJIOBBIX IAPTHEPOB
PEKOMEH/Ty€eTCsl UCIOJIb30BAaTh HAZIEHKHbBIE METO/IbI KOHTPAIICTIIIHH.

Ilpu pabore ¢ npenmapatom BOPATEPUH® cremyer co6monaTs oOmENpHHSTHIE MpaBHia
o0palleHus C HIUTOTOKCHYECKMMH TperapaTaMy.

Peakyuu ummyrnokomniexcno2o muna

Peaxiiuu HMMYHOKOMIUIEKCHOTO THIIA, TAKHE KaK CHIBOPOTOUYHAs 00JI€3Hb, MOJIMAPTPHT C CHIIBIO,
npoiudepaTHBHbIN TI0MepyIoHeYPUT ObUTH 3aperucTpupoBanbl HedacTo. CleayeT nmpeKpaTuTh

npuMeHeHue 6opre3oMuda NpH BOZHUKHOBEHUH CEPHE3HBIX PEAKIIHH.

Biausinue Ha cniocoOHOCTH YupaBJisiTb TPAHCHIOPTHBIMH CPpEACTBAMH, MEXaHHU3MaMH

[TanuenTOB HEOOXO0AUMO NpeaynpeauT O BO3MOXXHOCTH IIOSABJICHUSA BO BpEMs JICHCHUS
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npenapatom BOPATEPUH® rosnioBokpyskenus, 06OMOpPOKa, 3pHUTETBHBIX PACCTPOHCTB M APYTHX
HEXeJIaTeJIbHBIX SBJICHHH, KOTOPbIE MOTYT MOBIHSTH Ha CIOCOOHOCTD YIIPABIISATh TPAHCIIOPTHBIMH
cpeactBaMu. IIpy BOSHHKHOBEHHH 3THX CUMIITOMOB MAllUEHTaM PEKOMEH/Iy€eTCsl BO3/IEPIKAThCS OT
yIIPaBJIEHUs] aBTOMOOHIIEM U 3aHATHH APYTMMH NOTEHIIHAIBLHO ONTACHBIMH BUIAMH JIESTEILHOCTH,

TpeOyIOIMMMHU MOBBIIIEHHOH KOHIIEHTPAllWK BHUMAHHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHIA.

®opma BbINyCKa

JInodunmsar Juis IPUroTOBJIEHHS PACTBOPA Ul BHYTPUBEHHOTO U MOKOXKHOI'O BBEIEHHUS, 3,5 MT.
ITo 3,5 mr Gopre3omuba Bo ¢rakoHbl OECIBETHOrO HEHTPaAIBHOTO cTeksa (Thll I) BMECTHMOCTEIO
10 M, yKynopeHHble pPE3MHOBBIMH TPOOKaMH M 00XaThle ATIOMHHHEBBLIMH KOJIIAYKaMH,
CHAOKEHHBIMH I1JIACTMACCOBBIMHU KPBIIIIEYKAMH.

Ilo onnoMy ¢rakoHy B IUIACTHKOBOM MOJJOHE BMECT€ C HHCTPYKIMEH M0 NPUMEHEHHUIO

IIOMEIIAIOT B IMMAYKY M3 KapTOHA C KOHTPOJIEM IIEPBOI0 BCKPBITHA.

Cpok rognocTn
2 rona.

He ucnonp30BaTh 10 HCTEYEHUH CpOKa IroJTHOCTH, YKa3aHHOI'O Ha YITaKOBKE.

YeaoBusi XxpaneHus

XpanuTh 1pu TeMuneparype He Bbime 25 °C B OpUTHHAIBHOM yrakoBKe ((hJ1akoH B IJIACTHKOBOM
IIOJIIOHE B MayYKe U3 KapTOHA).

ITocne passenenus 0,9 % pacTBopoM HaTpHsi XJIOpH/Ia XpaHUTh He Gojiee 8 4 pu TeMIeparype He

BeIe 25 °C.

XpaHUTb B HEJIOCTYITHOM JUIs JIETeH MecTe.

YeaoBus OTIIYCKA U3 aNTEeK

OTmycKaroT 1o perenty.

JepxaTesnb (BJajesen) perucTpaHOHHOT0 Y10CTOBEPEeHHS
Jla6oparopus Tiotop C.A.C.U.O.MN.A.
Ag. Xyan zae ["apaii 850 2° D, Bysnoc-Aiipec, ApreHTHHa

IIpoussoauresn
IIpouzeooumens 2omoeoii 1ekapcmeennot popmol / Pacosuyux (nepeuynas ynakoska)

JlaGoparopust Kemekc C.A.
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Hacappe, Ne 3446/54 (unaexc C1417DXN), Bysnoc-Aiipec, ApreHTHHa.

Ynaxoewux (emopuunas (nompebumenvckasn) ynaxoska) / Opeanuzayus, 0Cyuwjecmensiionas
8bINYCKAIOW ULl KOHMPOIbL Kayecmea

JIabopatopus Trotop C.A.C.U.D.N.A.

Asenuzna OBa Ilepon 5824/30 u ymuna mokrop Xoce-Urnacuo ne na Poca 5921/23/25/27/33,

Bysnoc-Aiipec, ApreHTHHa.

HanmenoBanue m ajJpec OpraHu3amnyy, yNoJHOMOYEHHOH JepiKaTesieM W/JIH BJIaJe/IbIieM
PErucTPAlIHOHHOIO Y/I0CTOBEPEHHUS JIeKAPCTBEHHOI0 NPeNnapaTa Ha NPHHSATHE NPeTeH3Mil OT
norpedureis

000 «Memunmunckas Uccnenosarensckas Komnanus « MUK»

Poccus, 117246, MockBa, Hayunslii nmpoesn, 1. 8, crpoenue 1, atax 5, nom. XIX, oduc 527.

Ten.: +7 (499) 959-87-07.

®akc: +7 (499) 959-87-57.

Tenedon ropsiueii unuun: 8 (800) 234-02-14.

['eHepanbHBINA TUPEKTOP =11 O.B. Kanamnuk

000 «I'endar
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