OBILIASA XAPAKTEPUCTHKA J1

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

01 2025 M= 1955

oT 29.01.2025 955

EKAPCTBEHHOFE TIPEMAPATA 1002)

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

bopre3omu6 Kanon, 2,5 Mr, nuoduinsar sl IPUrOTOBICHUS pAcTBOpA AJIi BHYTPUBEHHOTO U

IIOAKOXXHOI'O BBEJACHUS.

bopre3omu6 Kanon, 3,0 Mr, nuodunusar s IpUrOTOBJICHUS pacTBOPA Ui BHYTPUBEHHOTO U

IIOAKOXXHOI'O BBCACHUA.

Boprezomu6 Kanon, 3,5 mr, nuodunnsar i NpUroTOBICHHST pacTBOPa il BHYTPUBEHHOTO U

IIOAKOXXHOI'O BBCACHUA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytoliee BemecTBo: 60pTe30MHuO.

BODTCSOMI/I6 KanoHn, 2,5 mr, HHOd)HHHSaT I TTPUTOTOBJICHHA pPAaCTBOpA AJId BHYTPUBCHHOI'O M

INOAKOKHOI'O BBCACHMA.

Kaxxnprit ¢pakon comepxut 2,5 Mr 6opre3omuda.

[Tocne pa3Benenus 1 Mi pacTBOpa Uil BHYTPUBEHHOI'O BBEJCHUS COAEPKUT 1 Mr GopTezomuoda.

[Tocne pa3Benenust 1 Mit pacTBOpa I MOJKOKHOTO BBEJICHHSI COIEPXKUT 2,5 Mr 6opTe3omuoda.

Bopre3zomu6 Kanon, 3.0 Mr, anodwimnsar Juisi OpUroTOBJIEHUS PACTBODA UL BHYTPUBEHHOIO U

INOAKOXKHOI'O BBCACHMUA.

Kaxnpiii paakon cogepxxut 3,0 Mr 6opre3oMuoda.

ITocae pa3BCACHUA 1 ma pacTBOpa AJId BHYTPUBCHHOI'O BBCACHUSA COACPIKUT 1 mr 60pT630MI/I6a.
ITocae pa3BCACHUA 1 ma pacTBOpa I MOAKOXKHOI'O BBEACHUA COACPKUT 2,5 Mmr 60pTe3OMI/I6a.

BODTCBOMI/I6 Kanon, 3,5 wmr, .]'II/IO(bI/IJ'II/IBaT I TIPUTOTOBJICHUSA PAaCTBOpPA AJIA BHYTPHUBCHHOTO U

INOAKOXKHOI'O BBCICHMUA.

Kaxnprit ¢pnakon conepxut 3,5 mr 6oprezomuoda.

[Tocne pa3Benenus 1 Mi1 pacTBOpa Uil BHYTPUBEHHOI'O BBEJCHUS COAEPKUT 1 Mr GopTezomuoda.

[Tocne pazBeaenust 1 M1 pacTBopa JUIsl MOJKOXKHOTO BBEICHUSI COJEPKUT 2,5 Mr bopTe3oMuoa.

[TonHbIM IepeyeHb BCIOMOTaTENbHBIX BEIIECTB

3. JEKAPCTBEHHAS ®OPMA

IpUBEJIEH B pazzene 6.1.

.HI/IO(I)I/IJ]I/ISaT AJId TIPUTOTOBJICHUA paCTBOpA Ik BHYTPUBCHHOI'O U ITIOJAKOKXHOT'O BBCICHU .

BODTC3OMI/I6 Kanon, 2,5 mr, J'II/IOd)I/IJ'II/I3aT JJI TIPUTOTOBJICHUSA paCcTBOpPA AJIA BHYTPHUBCHHOTO U

HOAKOXXHOI'O BBEACHUA.

Jluoghunuzam: nopucTasi WM pacKpoIlIeHHas MOpUCTasi Macca OeIoro UiM NoYTH OeJIoro 1BeTa.

Boccmanosnennsiii pacmeop: ipo3padnas OecliBeTHasI )KUIKOCTb.

boprezomn6 Kanon, 3.0 mr, anoduaunsar Uil OPUTOTOBJIEHUS PACTBOPA JUISI BHYTPUBEHHOTO H

NOAKOXKHOI'O BBCJICHMUS.

Jluoghunuzam: mopucTasi WM PacKpOIICHHAsI TOPUCTAsi Macca OEIoro Wi MOoYTH 0eIoro 1BeTa.
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Boccmanosnennuiii pacmeop: nipo3pavnas 6eciBeTHas %Qﬁ_f(gc}%ﬂc BATENBEHOCTE 00

Boprezomub Kanon, 3.5 mr, nuoduausar Ui IPUTCOTOBIEHUS PACTBOPA JUIL BHYTPUBEHHOIO U

INOAKOXHOI'O BBEACHU .

Jluoghunuzam: MOpuCTast WIA PACKPOLICHHAs TIOPUCTAsi Macca OEJIOro WM MOYTH OEJIoro 1BETa.
Boccmanosnennwiii pacmeop: nipo3payHasi 0ecliBeTHas )KUJIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3zanusi K NPUMEHEHUIO0

bopre3omn6 KanoH mokaszan kK MPUMEHEHUIO Y B3POCIIBIX MAI[IEHTOB IS JICUCHUSI:
— MHOKE€CTBEHHOW MUEIIOMBI;
— MAHTHUHHOKJIETOYHOM JIUM(OMBI.

4.2. PexxuMm 103MpoOBaHNs U c1IOCO0 MPUMEHEeHUs!

Jleuenue mpemapatoM boprezomn® KaHOH MOMKHO HMHUIMUPOBATHCS W MPOBOTUTHCS TIOJ
HaOJIOZICHUEM Bpaya, HMEIOMIETO ONBIT B JICYCHUH MAIMEHTOB CO 3JI0KaYECTBEHHBIMU
OIYXOJISIMH.

Pexxum 103upoBaHus

Monomepanusn

PQMMOMGMDVIOWCUI MHOMUCECMBEHHAA MUeioma u DeuMOMGMDVIOZMCI}Z MAHMUUHOKICIOYHAS

JZMM!ZZOMCI

Pexomenayemast no3a 6opre3zomuda cocrasmusier 1,3 MI/M? TITOIAAN MMOBEPXHOCTH TeJia JIBa pasza
B HeJlento B TeueHue 2 Henenb (nuu 1, 4, 8 u 11) ¢ mocnenyromum 10-1HEBHBIM epepbIBOM (JHU
12-21). Mexny BBeIeHHWEM IOCIICOBATEIBHBIX 103 mpenapara bopresomu6 KaHoH mOKHO
MpOUTH HE MeHee 72 u.

CremneHp KJIMHUYECKOTO OTBETAa PEKOMEHYETCs OLIEHMBATh MOCJIE MPOBEACHUS 3 U 5 IUKIOB
JICYEHUS.

B cnyyae moCTH)KEHMSI TOJHOTO KIMHUYECKOIO OTBETa PEKOMEHAYETCS NpPOBEACHHE 2-X
JIOTIOJTHUTEIIBHBIX [IUKIIOB JICUEHUSI.

[Tpu pnurenpHOCTH JeueHus Oonee 8 HMKIOB OOPTE30MUO MOKHO NMPUMEHSATH MO CTaHAAPTHOU
CXEME MJIM 10 CXEME MOACPKUBAIOLIEN Tepanuu peLUIUBUPYIOLIEN MHOKECTBEHHOW MUETIOMBI
- eXKeHeZleNIbHO B TeueHue 4 Henensb (auu 1, 8, 15, 22) ¢ nocneayroumm 13-1HEBHBIM IEPHUOAOM
orabixa (M 23-35). IlanmenTaM, y KOTOpBIX Tepamnus O00pTe30MHOOM HE Jana KIMHUYECKOTro
oTBeTa (TMPOrpecCHpOBaHME WM CTaOWIM3anusi 3a0ojieBaHHWs Tocie 2 Wik 4 IHUKJIOB,
COOTBETCTBEHHO), MOXKET OBbITh Ha3HaueHa KOMOHMHALMS BBICOKMX JI03 JEKCaMeTa30Ha C
6oprezomubom. B aTom ciryuae 40 Mr ekcameTa3oHa Ha3HaYaeTCsl MEPOPATBHO C KKIOH 10301
6oprezomuba: 20 Mr B ieHb BBeieHUs npenapaTta boprezomn6 Kanon u 20 Mr B cienyromuii 1eHb
MmocJie BBeNIeHUs Tipenapara. Takum o0pa3om, pUeM JieKcameTa3oHa Mpou3BoasT B 1, 2, 4, 5, §,
9, 11 u 12 neny, cymmapso 160 mr 3a 3 Hegenu.

Koppexuus 003bl U 80300HOGICHUE mepanuu

[Tpu pa3BUTHH TeMaTOIOrMYECKONH TOKCUYHOCTH 4-1 CTENEHH MK JIF0O0Tr0 HEreMaToI0rn4ecKoro
ToKcudeckoro s¢¢ekra 3-ii cTeneHu, 3a UCKIOYEHUEM HelponaTuu, jedyeHue O0opTe30MHOOM
cilefyeT TpuocTaHOBUTH. Ilociae  HMCYEe3HOBEHMS  CHUMITOMOB — TOKCHYHOCTH  JICYCHHE
60OpTE30MHOOM MOKHO BO30OHOBUTE B JI03€, CHIKEHHOH Ha 25 % (103y 1,3 Mr/mM? CHIKAIOT 10
1,0 mr/m?; o3y 1,0 Mr/m? camkarot 10 0,7 MF/MZ).
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Taéauna 1. Pekomennyemoe u3MeHeHHe 103bI NPH ' ';E:ﬁ;lﬁl;'%@l%;%'%;)g?égﬁ%BOM

HeliponnaTu4eckoil 0o w/MauM nepudepuyecKoil CEHCOPHOW WJIM JABUIATEJbHOM

HeliponaTuu.

TaxecTh Nnepudepuveckoil HeliponaTuu HN3MeHeHUe 103b1 M YACTOTHI BBEEHUSA
1-s1 crenens (mapectesus, cnaboCcTh U/ UK Jo3a 1 pesxuM BBeZIeHUST HEe TPEOYIOT KOPPEKLIUH.
yracanue pediekcoB) 6e3 0OJIH HITH YTPAThI
GbyHKIIH
1-s1 cteneHb ¢ OONBIO UK 2- CTETICHD Cuu3uTh 103y 110 1,0 MI/M? WM U3MEHUTH PEXHUM
(mapymenue GpyHKIINH, HO HE TTIOBCETHEBHON BBesienus Ha 1,3 mr/m? 1 pas B Hezeno.
aKTHBHOCTH)

2-51 CTETIeHb C 0O0JIbIO WM 3-5 CTEIICHD [IpuocTaHoBUTE IpUMEHEHHE OOpTE30MHOa 110
(HapymieHue MOBCETHEBHOW aKTUBHOCTH) MCUE3HOBEHUSI CHMIITOMOB TOKCHYHOCTH. [locie

3TOro BO30OHOBUTH JICUEHHE, CHU3UB 103y
npenapara 10 0,7 Mr/M? i yMEHBIIUB 4acTOTY
BBEJICHH 10 OAHOTO pa3a B HENAEIIIO.

4-g cteneHsb (ceHCcOpHas Heliponatus, npusoasmast | [IpekpaTuts npumMeHeHne 60pTe30Muda.
K HHBAJIMJAHOCTH HUJIN IBUI'aTCJIbHAA HCﬁpOHaTHﬂ,
yrposkaromias >XM3HU WIH IPUBOASIIAs K
napagnyy)

[Ipr mosiBNEeHMM CBSA3aHHOW C NMPUMEHEHHUEM OOpPTE30MHOOM HeHpomaTWdecKod 0oy W/wim
nepugepuyeckoil CEHCOpPHOM HelpomaTuu 103y MpernapaTa H3MEHSIOT B COOTBETCTBUHM C
Tabmuuen 1.

OtMmeydanucs cirydan BOSHUKHOBEHUS BETETATUBHON HEHPOIIATUH TSKEIION CTETIEHH, IPUBOSIIINE
K TPEKpallleHUI0 WM MPUOCTAHOBJICHUIO Tepanmuu. Y OOJBHBIX C TSDKEIOW HedpomaTueil B
aHaMHe3e OOpTEe30MHUO MOXKHO NPUMEHATH TOJBKO IOCI]E TIIATETbHONW OLIEHKH COOTHOIIEHUS
pHUCK/TIONb3A.

Kombunupoeannaa mepanus

Mmuoowcecmeennas _muenoma Y nAayueHmoes, paHee He nojaydasuiux JjiedeHue, U Komopovle He

ABNAIOMCS KAHOUOAMAMU HA nD06€0€HM€ mpaHcnjiaHmayuu cnieoJjiossblx Kiemok

Pexomenodyemas 003a 6 KomMOUHaUUU ¢ Meadaranom u npeoOHU30HoOM

[Ipemapar bopte3omn6 KaHOH BBOIAT BHYTPUBEHHO CTPYHHO B TeUeHHE 3—5 CEKyHI WU
MOJIKOXXHO B KOMOMHAIIMU ¢ MeN(daraHOM U MPETHU30HOM, MPUHUMAEMBbIMUA BHYTPh. [IpoBOIsT
NEBSATH 6-HEeIeTbHBIX IUKIIOB, KaK MOKa3aHo B Tabnuie 2. B riuknax 1-4 6opTe30Mubd MpUMEHSIOT
2 paza B Henenmo (nau 1,4, 8, 11,22, 25,29 u 32), a B iukinax 5-9 — 1 pa3 B veaento (auu 1, 8, 22
u 29).
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Tabaunma 2. Pexomenayemasi cxema /103 pOBam}igC'éb}ﬁ%;ﬁﬁgg,miﬁﬁ&;gﬁﬁgm%ﬁ B

KOMﬁl/Iﬂalllfll/I C Me.]'l(l)a.]'laHOM U TIPEIHU30HOM Yy IIAIUCHTOB C paHee HeJIeYeHOoH

MHOKeCTBEHHOH MM eJI0MOii

Bopre3omu6 2 pasa B Heesto (ukiabl 1-4)

Henens 1 2 3 4 5 6
JICHb -- -- JICHb JICHb [ICHb MepHOJ JICHb JICHb |/ICHb JICHb|  MEPUOJ
Boprezomu6 (1,3 mr/m?

P (1, ) 1 4 8 11 OTIBIXa 22 25 |29 32 OTIBIXa
Mendanan (9 mr/mM?) + | 1eHb JeHb JeHb JeHb _ _ MEPHOJT _ L MepUo
[pexamson (60 Mr/m?) 1 2 3 4 OTIBIXa OTIBIXa

Bopre3omu6 1 pa3 B Hexeao (MHKIbI 5-9)
Henens 1 2 3 4 5 6
Bopre3omu6 1,3 mr/m? neub 1 eHb 8 Tiepron IeHb 22 IeHb 29 fiepron
OTJbIXa OTAbIXa
Mendanas (9 mr/m?) + | feHb JeHb JeHb JeHb _ epuo _ _ nepuo
[pennuszon (60 mMr/m?) 1 2 3 4 OTJIBIXA OT/BIXa
KODD@KMM}Z 0030bl npu K0M6MHMD0661HH0MV mepanuu c Meﬂd)a]laHOM u npeaHI/BOHOM

Hepez[ Ha4dyaJIOM HOBOI'O IIMKJIA JICUCHUA:

. Copepxanue TPOMOOIUTOB JOJDKHO ObITH >70000/MKIT;

. AbcomotHoe uncio HelrpopunoB (AYH) >1000/mki;

. Heremaromorndueckass TOKCHIHOCTD JOKHA CHH3UTHCS 0 1 CTEIIEHM MIIH O MCXOIHOTO

YPOBHSI.

Tadoauua 3. Koppexkuusi 103b1 NpH NOCJAEAYIONIAX HUKIAX JIeYeHUS

TOKCHYHOCTDH Koppelcuml HJIHA O0TCPOYIKA 103bI

['emaToJiorHYecKast TOKCHYHOCTH B X0/1€ MPeAbIIYIIero MHKa:

* JInuTenbHasi HEUTPONEHUS WU
TPOMOOILIUTONICHHUS 4 CTETICHH, JINOO
TPOMOOIIUTOTNICHHUS C KPOBOTCUCHHEM

B cieayroniem 1ukiie 103y MendaiaHa clieayeT YMEHbIIUTh
Ha 25 %

» Conepxanne TpoMooruToB <30000/MK1 min |OTIOXKUTH BBEJIEHHE OopTe30Muda
AUH <750/mx71 B eHb BBeIeHUS O0pTEe30MUba
(xpome nHs 1)

« Heckoubko oTcpouek BBeeHus 6opresomuba [Jlo3y 6opresomMubda cHmkarot Ha 1 ctynens (¢ 1,3 Mr/m? 1o
B 0JIHOM LIUKJIE (>3 pa3 npu BeaeHun 2 pasza B [1,0 mr/m%; ¢ 1,0 mr/m? 10 0,7 mr/m?)

HeJIeII0 WK >2 pa3 Npy BBelleHnH | pa3 B
HEICITI0)
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DO EROEATEREHOC T 0003
Heremartosornueckass TOKCHYHOCTh [IpuMeneHue GJ)bTesoﬁEféé-tﬁ‘KﬂaEﬂ,ﬂEaﬂ)'T ;tol GabbKEHUS He
>3 creneHu reMaTOJ0THYECKOM TOKCUYHOCTH JI0 1 CTENneHu Win 10

ncxoHOTro ypoBHs. [lociie 3Toro gedenne 60pTe30MHOOM
MOYKHO BO30OHOBHUTB B J103€, CHIDKCHHOH Ha 1 cTymeHs (¢
1,3 mr/m? o 1,0 mr/m?; ¢ 1,0 mr/m? o 0,7 mr/m?). Tpu
[pa3BUTHH HEWpOMAaTHIECKOW 00N 1/ eprudepruaeckoit
HelponaTiy, CBSI3aHHOW ¢ MPUMEHEeHneM OopTe3omuoa,
BBE/ICHHE OYEPEIHON 103bI OTKIIA/IBIBAIOT H/WIIN
KOPPEKTHPYIOT J103Y, KaK OIMUCaHo B Tabmuie 1.

JononuurensHas uHpopManus o MendanaHe M MPEAHU30HE NMPHUBOJUTCS B WHCTPYKIMAX IO
MEIULUHCKOMY IIPUMEHEHUIO OTUX IIPENapaToB.

MHuooicecmeennas mueioma y nAyUeHmos, panee He Noayuyasuiux Jeyerue, u KOmopule A6/1i0mcs

Kanouoamamiu Ha npoeedeHue mparHcniarimayuu CmeoJjiossblx KieniokK

PexomMmenayemast no3a

Pekomenayemass HayanbHas n103a OopTe3oMuba Mpu MPUMEHEHHMH B KOMOWHAIIMHM C APYTUMHU
JIEKapCTBEHHBIMU TPEIapaTaMy coCTaBiseT 1,3 Mr/M? ILUIOIIAIM MOBEPXHOCTU TeNa JBa pasa B
Hexento B Teyenwe 2Henmens (mHu 1, 4, 8 wm 11) c mocnenyomuM mepepbIBOM
MPOIOJDKUTENbHOCTRI0 10—18 nHeid, uTo cocraBiser 1 muki gedeHus. Heo0XxoamMo mpoBeCcTH OT
3 1o 6 Takux HUKIOB. MeX 1y BBeIEHUEM MOCIIEI0BATENbHBIX /103 Mpenapara boprezomud Kanon
JIOJKHO TIPOMTH HE MeHee 72 4.

Koppekiuio 10361 y MalMeHTOB, KOTOPHIM MOKA3aHO MPOBEICHNUE TPAHCIUIAHTAIIMU CTBOJIOBBIX
KJIETOK, HEOOXOIMMO MPOBOJUTH COTJIACHO PEKOMEHIAIIUSIM, OTIMCAHHBIM B Ta0ymIie 1.
Vka3zaHusi 10 J03UPOBAHUIO JIEKAPCTBEHHBIX MPEMApaToOB, MPUMEHSIEMBIX B KOMOWHAIIUM C
00pTe30MHOOM, TPUBEICHBI B COOTBETCTBYIOIINX HHCTPYKIHUAX MO MEAUIIMHCKOMY IPUMEHEHHUIO.

Peuu()ueupwoma}l MHOHCECMEBEHHAA MUETIOMA

Pexomendyemas 003a npu npumeHeHuu 6 KOMOUHAYUU C NESUTUPOBAHHBIM JUNOCOMATbHBIM
00KCOpPYOUYUHOM

VYKkazaHuss 1O 03¢ M KOPpPEKUUH J103bl OOpTe30MHOa OMMCaHbl BbINIE B MOJpa3ene
«MoHoTepanus».

TerumpoBaHHbIHA TUTOCOMATBHEIH JOKCOPYOUIIMH MpUMeHseTcs B 03¢ 30 Mr/m? Ha 4-bIif eHb
3-X HEIEMBPHOTO  IMKJIa TpuemMa Oopre3omMuba B BHUAE BHYTPHBEHHOH  WHQY3UH
MIPOJIOJDKUTENIBHOCTRIO | 1 cpa3y mociie BBeACHUsT OopTe3oMuoa.

JononuurensHas wuHQOpManMs O NETWIMPOBAHHOM  JIMIOCOMAIBbHOM  JIOKCOPYOUIIMHE
MIPUBOIUTCS B HHCTPYKIIMH IO MEAUIIMHCKOMY MTPUMEHEHHIO TAHHOTO TIperapara.

PeKOMeH()yEMCl}Z 003a npu npumMeHeHuu 6 KOM6uHal4uu C 0eKcamemasoHom

VYkazaHuss 1O /03¢ M KOPPEKIUH 036l OopTe3omuba OmucaHbl BBIINIE B MOJpa3felie
«MoHoTepanus».

JlexcameTa30H MPUHUMAETCS BHYTPH B J03¢ 20 MI' B CYTKM B JIeHb BBeJIeHUs1 OopTe30Muba U Ha
CIEAYIOUIMI 33 HUM JICHb.

ZIOHOJ'IHI/ITGJ'II)HaSI I/IH(bOpMaHI/ISI 0 ICKCaMETAa30HEC HpI/IBO)II/ITCSI B I/IHCTPYKHI/II/I 110 M@)II/IIII/IHCKOMy
MIPUMEHEHHUIO TAaHHOTO TIpernapara.
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IToBTOpHAS Tepanysi MHOKECTBEHHON MUEIOMEI

CMEPTHOMY OTYETY

B ciiydae peruanBa y naliieHTOB, paHee OTBETUBIIUX Ha TEPaInio 60pTe30MuOOM (MOHOTEPAITHIO
WIA KOMOWHUPOBAaHHYIO TEpamuio), HEOOXOAMMO HauyMHATh TEPANUI0 C CaMOil BBICOKOH
MIEPEHOCHUMOM J103BlI.

Ykazanus 1o J03UPOBAHUIO OMKCAaHbI B ojpaszeine «MoHoTepanus.

Panee neneuenas manmutinoxiemounas ﬂuMCbOMCl

Pexomenoyeman 0oza npu npumenenuu 6 KOMOUHAYUU ¢ pUmMyKcumaoom, yukiogochamuoom,
00KCOpPYOUYUHOM U NPEOHUZOHOM

VYkazaHus 10 J03€ W KOPPEKIHMH J03bl OOpTe3oMuOa OINMHUCAHBI BBINIE B MOApa3aeiie
«Monotepanus». Heobxoaumo npoBect 6 MUKIOB Tepanuu 6opTezomubom. B ciydae, ecnu y
ManueHTa OTBET Ha TEepamuio BIEpBble HAOMIOJaeTcs BO BpeMs 6-TO MK, PEKOMEHIYeTCs
MIPOBECTH €III¢ 2 JTOMOTHUTEIIBHBIX IUKJIA TEPAITUA 0OPTE30MHUOOM.

B 1-p1if geHp kaxaoro 3-X HEACIBHOTO LMKJIA TEpanmuu O0OpPTE30MHOOM HEOOXOAMMO BBOJUTH
CIIeTYIOIINE JISKAPCTBCHHBIC MpermapaThl B BUIC BHYTPUBEHHBIX MH(DY3UH: PUTYKCHUMA0 B J103€
375 mr/m?, mmxnodocdamun B 103e 750 Mr/m? n okxcopyounuH B mo3e 50 mr/m2. Ipemauson
npuHUMaeTcs BHYTph B no3ze 100 mr/mM? B maE 1, 2, 3, 4 W 5 Kaxmoro IMKIa Teparuu
O6opTe3oMHuOOM.

Koppexyus 003vl 60 8pems mepanuu panee HenredeHoU MAHMUUHOKIEMOYHOU TUMPDOMbL

Ilepeo nauanom nogoeo yukna nevenus (kpome yuxia 1):

* ConepxaHue TpOMOOLIUTOB 10JKHO ObITH >100000/MKT M aOCOTOTHOE YMCIO HEUTPO(DUIOB
(AYH) >1500/mx;

» Konnenrpaius reMmorno0rHa A0kHa ObITE >8 1/11 (>4,96 MMoITb/1);

* Heremaronoruueckass TOKCUYHOCTh JIOJDKHA CHU3UTBHCS 10 1 CTENEHW WM A0 HUCXOIHOTO
YPOBHHI.

[Tpu pa3BUTUHM reMaTONIOrMUECKON TOKCUYHOCTH 3-1 CTENEeHH WM JIF0O0T0 HEreMaToJI0rHueCKOTo

ToKcudeckoro s¢¢ekra 3-ii cTeneHu, 3a UCKIYEHUEM HelponaTuu, jedyeHue O0opTe3oMUOOM

CJIeZyeT MPHUOCTAHOBUTD. YKa3aHUs 110 KOPPEKIUH 1036 IPUBEACHBI B TaOHIIE 4.

Ta6nmuna 4. Koppexkuus 10361 BO BpeMs TepanuM y HNAIHEHTOB C paHee HeJIeYeHOM
MAHTUHHHOKJIETOYHOMI JTMMPOMOi

ToxcuyHOCTH

Koppemmﬂ HUJIA OTCPOYKA 103bI

I'emaToornyeckasi TOKCHYHOCTD:

* HeliTponienus >3 crenenu ¢
JIMXOPAJKON WM HEUTPOTIEHUS

4 creneHn NPOAOIKUTEIBHOCTHIO
Oonee 7 nHeH, copepikaHne
tpoMOonuToB <10000/MKI

Tepanusa Gopre3oMuOOM HOJKHA OBITH MPHOCTAHOBJIECHA Ha
CPOK 10 2-X HEAENb JO MOMEHTa, KOrja y ManueHTta OyayT
HaOmogaThes  cieAyrome nokasarenu: AYH  >750/mki,
cozepkanue TpoMoonuToB >25000/MKJ1.

Ecnmu mocie TPUOCTAHOBKM Tepamud TOKCHYHOCTH HE
paspenraeTcst 10 OMUCAHHBIX BBIIIE MOKa3aTesel, TO TePaIrHro
HEOOXOIUMO TOJIHOCTHIO MPEKPATHTb.

Ecin TokcmuHOCTh paspemaercs o mnokaszarened: AUH
>750/mMxn copepkanue TpombouuToB >25000/MKi, TO 1032
6oprezomuba M0mKHA ObITH CHIDKEHA Ha 1 cTymens (¢ 1,3 mr/m?
10 1,0 mr/m2, wmu ¢ 1,0 mr/m? 1o 0,7 mr/m?).
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+ CoziepKaHue TPOMOOIUTOB < OTnoxuTH BBeICHHE OopTesomnba + | — 1B TE UUUZ]

25000/mxn it AYH <750/MKI1 B 1eHB
BBeIeHHs OopTe3ommba (Kpome mHs 1)

HeremaTtoJiornyeckasi TokcuuHocTh | [Ipumenenne Oopre3omMnba OTKIAABIBAIOT A0 CHIKCHHS
>3 crenenun HETeMaTOJIOTHYECKOW TOKCUYHOCTH JIO 2 CTENCHW WA HIDKE.
[Toce »Toro nedeHne 6O0PTE30MHUOOM MOYKHO BO30OHOBHUTH B
no3e, cHIKeHHOoM Ha 1 crynens (¢ 1,3 mr/m? go 1,0 Mr/m2, uiu
¢ 1,0 mr/mM? no 0,7 mr/m?). Ilpu pasBuUTHH HeHpONaTHYECKON
Oomn w/mnm nepudepudeckoil HEWpomaTHH, CBSI3aHHON C
MpUMEHEHUEM OOopTe30MrOa, BBEIACHUE OUYCPETHON O3B
OTKJIAJIbIBAIOT W/WIM KOPPEKTUPYIOT 703y, KaKk OIHCaHO B
tabnure 1.

HNudopmarus o pexxnMe T03UpoBaHUS pUTyKcnMaba, mukiiodochaMuaa, JOKCOpyOUIInHa U TPETHA30HA

IPUBEACHA B MHCTPYKLUAX IO MEAUIIMHCKOMY ITPUMEHECHHUIO 3TUX IPEenaparos.

Oco0nIe T'pYIIIBI NAIIMCHTOB

THayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

Crenenp HapymeHus: (GyHKIIMHM TOYEK HE BIMACT Ha (hapMaKOKWHETHKY OopTte3omuba. [Toaromy
JUTs1 OOJTBHBIX C TIOYEYHOH HEIOCTaTOYHOCTHIO KOPPEKIIHH J103bI He TpeOyeTcs. [Tockonpky nuanms
MOYKET CHMXKaTh KOHILIEHTpalui OopTe3o0MuOa B KPOBH, TO IpenapaT cledyeT BBOAUTH IOCIe
IPOBE/ICHUS TUaNIN3A.

Tayuenmoi ¢ napywienuamu hyHKyuy nevyeHu

VY manueHToB ¢ HapyUIeHUsSMU (DYHKIUHM TEYEHH JIETKOH CTENEeHHW He TpeOyeTcs M3MEHEHUs
HavyanpHOW n103bl. CrexyeT Ha3HauaThb PEKOMEHIyeMyr n03y. [lanveHTtaMm ¢ HapymieHUsSMU
(GYHKIMY TEYEHU CPEAHEN U TSHKENOM cTeneHu clieyeT Ha3HayaTh 00pTe30MHO B yMEHbILIEHHOM
no3e (cM. Tabmuiy 5).

Ta6nauna 5. PekomeHnayemble H3MeHEeHUs] HAYAJIbHON /103b1 00pTe30MH0a Yy MALMEHTOB €
HapyleHUsIMH QyHKIUH NeYeHH

Crenenn
THAKECTH
.. | KoHnenTpanusa | AKTUBHOCTb .
HapyleHuii HN3meHeHHne HAYAJIBHOM 103bI
OnupyOonHa ACT
GyHKuMH
neYeHu
<1,0 x BTH >BI'H He tpeGyeTcst
Jlerkas
>1,0 x — 1,5x BI'H|imro0as He Tpebyercs
Cpenmsis >15x—3x B[H |mo6as TpebyeTcst Ha3HaYaTHL 6O0PTE30MHO B YMEHBITICHHON J103€
' 0,7 mMr/m? B Teuenue iepBoro mukia. CieyeT paccMOTpeTh
BO3MOKHOCTb yBEJIUUYEHHUS 10351 10 1,0 Mr/m? uin
nanbpHelee yMeHbImeHue 10361 10 0,5 Mr/m? B
Tsoxenas >3 x BI'H mr00ast [MOCIEAYIOIIUX IUKJIAX B 3aBUCUMOCTH OT IIEPEHOCUMOCTHU
[MaIrieHTOM.
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ol

ACT = acnapratamuHoTpancdepasa, BI'H = BepxHs

e rpamd MAGHELOBATENEHOCTb 0002)

CTHu

D} dexTuBHOCTh U 06E30MACHOCTh PUMEHEHUS

npemnapara 6oprezomuda y MaueHToB MIIAIIIE

18 net He ycraHoBiieHa. ViMeromecst Ha CETOMHSIIHUYN JICHD JTaHHBIC MPUBEICHBI B pasjene 5.2,

OIHAaKO HECBO3MOXHO AaTb PCKOMCHAAIUHU 11O PCIKUMY JO3UPOBAHUA.

Croco0 rmpuMeHeHus

[Ipenapar boprezomn6 KaHoH BBOAMTCS BHYTPMBEHHO CTPYHHO B TE€UE€HHE 3—5 CEKyHJ WU

IIOAKOXXKHO. HpenapaT BOpTCSOMI/I6 KanoH nmokasaH TOJBKO JJIs1 BHYTPUBCHHOI'O U ITOJKOXXHOI'O

BBEJICHUSI.
Brympueennoe egedenue

[Ipy wWHTpaTeKanTbHOM BBEIEHUU OBbLIU

3a(UKCUPOBAHBl CIIy4al CMEPTH.

[Ipy BHYTPUBEHHOM BBEJCHHM KOHIICHTPALMSl pacTBOpa JOJDKHA COCTABIATH | MI/MIL.

KOHIICHTpaIII/DI pacTBOpa OOJKHA PACCUMUTBIBATHCA OYCHL THIATCIIBHO B CBA3U C Pa3jINiHuCM

KOHIIGHTpaHI/Iﬁ pacTBOpa Ajid BHYTPUBCHHOI'O BBCACHWA U PACTBOpPA IJIA IMOJKOKXHOI'O0 BBCACHUA.

[TpuroToBiaeHHBINA pacTBOP BBOJAT IYTEM BHYTPUBEHHOMN OOIHOCHOW MHBEKIUH JJIUTEIbHOCTHIO

3-5 cekyHa d4epe3 mnepudepuyecKUil WU IEHTPAIbHBIN BEHO3HBIN KaTeTep, KOTOPBIA 3aTeM

npomeiBatoT 0,9 % pacTBopom HaTpusl XJI0pHUIA

Tlookoocroe sgedenue

U1 UHBEKIUH.

HpI/I IMOAKOXHOM BBCACHHMM KOHLCHTpALMA pacTBOpa AOJDKHA COCTABJIATH 2.5 Mr/mim.

[IpuroroBiaeHHBII pacTBOP BBOAST MOJIKOKHO B 001aCTh Oe/1pa (ITpaBoe MIiIH JIEBOE) HIIA B 00J1aCTh

XKUBOTa (cmpaBa wiM cieBa). HeoOXoauMO MOCTOSHHO MEHSITh MECTO BBEJIEHHUS Ipernapara.

Ka)KI[afI nocjacayromas MHbCKIUA OOJPKHA BBOAWTHCA Ha paCCTOAHUM KaK MUHHMYM 2,5 CM OT

MecCTa HpeI[BIILYIHGﬁ HUHBCKIIUHU. Henn3sa BBOJUTH TIIpe€riapaT B YYBCTBUTCJIBHBIC O6J'IaCTI/I,

HOBPEXJCHHbIE 00JacTH (IMOKPAaCHEHHUs, CHHSKH), a Takke 00JacTu, TJe BBEIACHHUE HIJIbI
3aTpyAHEHO. B ciydae BO3HHMKHOBEHHUS MECTHBIX peakiii B 00JaCTH MOAKOXKHOTO BBEACHUS
npenapata boprezomn6 KaHoH MOXHO MCIONIB30BaTh MEHEE KOHIIEHTPUPOBAHHBIA pacTBOp s
MOJKOKHOTO BBeieHUs (1 Mr/mi1 BMecTo 2,5 MI/MJI; U1l 3TOTO COIEpP)KUMOeE (pirakoHa pacTBOPSIOT

B 3,0 M1 0,9 % pactBOpa»).

MGDI)I OpEaAOCTOPOKHOCTH, IPUHUMACMBIC TICPECA MPUMECHCHUCM MIpCriapaTa ujin Impu 06DaHIeHI/II/I

C HUM.

Nudopmarnus mo paboTe ¢ MUTOTOKCHYECKUMU TIperapaTaMu MpuBeieHa B pasnene 6.6.

I/IHCTPYKI_[I/II/I N0 MNPUTOTOBJICHUIO pacCcTBOpa IAJid BHYTPHUBCHHOI'O BBCACHHA W pPACTBOpa I

MOJIKOYKHOTO BBEJICHUS OMHCAHKI B pazfene 6.6
4.3. IlpoTuBONOKA3aHNUSA

e [UnepuyBCTBUTEIBHOCTL K OOpTE30MHUOY,

0Opy W MaHHUTOJNY WM K JO0OOMYy W3

BCIIOMOT'aTCJIbHBIX BCHICCTB MpCIiapara, ICPpCUnCICHHBIX B pa3aciic 6.1.

TOpakeHUE MEPUKaAPa;

OepeMEHHOCTh U TIEPHO] KOPMIICHHS TPYIbIO;
JIETCKUH BO3pacT (OTCYTCTBHE OTMbBITA MPUMEHEHHUS);
octpsie Audy3HbIe HHOUIHTPATUBHBIC 3a00JI€BaHUS JIETKHX;
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® OJHOBPEMEHHOE MNPUMEHEHHE C CHUJIbHBIMU I&QEYKMIHE%MGHE&' 'lélYP?sA

(pudammnuiuH, kapbamazenuH, peHuTorH, HeHobapOuTas, 3BepoOOid MPOABIPSIBICHHBIN ).
4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

* HapyueHus QYHKIIUU TIEYCHU TSHKEIIOW U CpeTHEH CTeTeHU;

* TsDKEINbIe HAapyIIeHHUs (PYHKIUH MTOYEK;

* CYZOpOTH HJIU JTUJIECTICUS B aHAMHE3¢E;

*  00MOpOKU;

* nuaberuyeckas HelponaTus B aHaMHE3e;

* OJHOBPEMEHHBI! MPUEM I'MIIOTEH3UBHBIX IIPENapaToB;

* 00e3BOKMBaHME Ha (POHE TUapey UM PBOTHI,

* 3amop;

* PHUCK pa3BUTHS XPOHUYECKOHN CEPIEYHON HENOCTATOUHOCTH;

* OJHOBPEMEHHBIH TpUeM HWHrUOMTOpOoB WM cyoctparoB wu3odepmenta CYP3A4,
OTHOBPEMEHHBII  mpueM  cyOctpatoB  um3odpepmernta  CYP2C9,  mepopanbHBIX
THITOTIIMKEMHYECKUX TIPenapaToB.

Oco0ble yKa3auus

Jleuenue 60pTe30MHOOM ClIeAYET IPOBOIUTH TOJIBKO MO HAOIIOJCHUEM Bpaya, UMEIOLIETO OIIbIT
IPUMEHEHUS IPOTUBOOITYX0JIEBOH XUMUOTEPAIINH.

[Tpr HeyMBIIUIEHHOM BBEJEHUH OOpTEe30MHOa MHTpATEKaJIbHO OBLIM 3a(UKCHUPOBAHBI CIydau
cmepTH. JlekapcTBeHHbIN npenapaT boprezomu0d KaHOH moka3zaH TOJBKO Ui BHYTPUBEHHOTO U
MOJIKOXHOTO BBe/ieHUs. He BBOAUTH MHTpaTEKaIbHO.

Jlo Hayasia 1 BO BpeMsl KaX/10r0 IIUKJIa Tepaluy HEOOXOAMMO MTPOBOAUTH MOJTHBIN aHAJIN3 KPOBU
C MOJICUETOM JIEHKOIUTapHON POPMYJIBI U COAEPKAHUS TPOMOOIIUTOB.

TpomMOOIIMTONIEHU/HEUTPOIICHIS

Tepanust 00pTe30MUOOM MOXKET MPUBOIUTH K TPOMOOLIUTONIEHUH U HeWTporneHnu. Hanmensbinee
YHUCI0 TPOMOOIMTOB OOBIYHO HaOdrogaeTcst Ha 11 JeHb LMKIAa M BOCCTAHABIMBAETCS K Hadaly
cieayromiero nukia. [{uknoBas nepuoIM4HOCTb YMEHbIIEHUS U YBEIIMYEHHS YUCIIa TPOMOOIIUTOB
Ha0Jroanack B X0/l KIMHUYECKUX MCCIEOBAHUHN y MAIllMEeHTOB ¢ MHOXKECTBEHHOW MHEIOMOMN
WM MAaHTUHHOKJIETOUYHOH TuMbomMoii. OTCYTCTBYIOT TaHHBIE, TOATBEPKIAIONINE HAPACTAIONTYIO
TPOMOOLIMTONIEHUIO MJIM HEUTPOIIEHUIO MPH JIHOOOM U3 PEKUMOB J103upoBanud. [lpu cHmkeHun
KouuecTBa TpomMOoruToB <25000/MKIT Tepanuio 60pTe30MHUOOM clieyeT MPUOCTaHOBUTE. [lpu
BOCCTAHOBJICHMM KOJHMYECTBA TPOMOOILIMTOB JIEYEHHE CJENyeT MPOJOIKHUTh B YMEHBIIEHHBIX
7103ax IMPH TIIATEIFHOM COMOCTABJIEHHUH BO3MOXKHOW IOJIb3BI U pUCKA JeueHus. [ neueHus
reMaTOJIOTHYECKOW TOKCHMYHOCTH MOKHO MPUMEHSATh KOJOHHECTUMYJIHMpYIOUIHe (aKTOpPHI,
nepenrBaHue TPOMOOIUTAPHOM U SPUTPOLMTAPHOM Macchl. [Ipu 01HOBpeMEHHOM NPUMEHEHHH C
MenparaHoM M MPEeTHU30J0HOM, KOrja KojauyecTBo TpomoboruToB <30000/mKia, Tepamnuio
[pernapaToM CleyeT NPUOCTAHOBUTb.

X(eHVlIOLIHO-KI/IHIe'-IHI)Ie HapvyHICHUA

C nenpio NpeaoTBpAIIeHUs] TOIMIHOTHl U PBOTHI PEKOMEHIYETCSI IPUMEHEHUE MPOTUBOPBOTHBIX
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npenaparoB. [Ipy BO3HMKHOBEHWHM JUaped 3Haqafdjr-| ﬂpMﬁJ@%’QE@ -JTeIapceré-H'Hme

cpenctBa. s mpeAoTBpallCHUs WM JICYCHUS OO0E3BOXKHBAHHUS OOJBHBIM HEOOXOJAUMO
IOPOBOJUTH PETUAPATALMOHHYIO TEPANUi0 W TOAJNEPKUBATh BOAHO-3JCKTPOJIUTHBIN OasaHc.
Coo01manocs o ciay4asx pa3BUTHs KUIIEYHOH HEIIPOXOAUMOCTH (HEYACTO).

[Iporpeccupyvromas MyabTiudoKanbpHas Jerikoduuedanonarus (ITMJI)

OO0 oyeHb penKuX Ciydasx pa3BUTHS BUpycHOW wHGekiuu J[>xoHa KaHHWHremMa HEM3BECTHOM
STHOJIOTUH, TIPUBOAMBIICH K IPOrpecCUpyIoIIeid MylIbTH(QOKAIBbHON JIeHKOdHIIehanonaTuu U K
CMEPTH, COO0IATIOCh Y NAI[MEHTOB, MPUHUMAaIOIIUX 60pTe3omul. [lanuents! ¢ auarnozom [IMJI
MOJy4add HWMMYHOCYIIPECCUBHYIO TEpalMi JO0 WIM OJHOBPEMEHHO C MPUMEHEHUEM
oopte3zomuba. B GonmpmmacTBe citydaeB [IMJI Oblia quarHocTupoBaHa B TeueHUe 12 MecsieB ¢
MOMEHTa BBEJICHHS IepBOM 103l Oopre3omuba. IlamueHToB HeoOXomammo HAOIIOAATH HA
PETYJISIPHON OCHOBE Ha MPEAMET BO3SHUKHOBEHUS WIIN YXYIIIEHHUS HEBPOJIOTHUYECKUX CUMIITOMOB
WM TPU3HAKOB, KOTOpble MOryT cBuuerenbctBoBarb 0 IIMIJL. Ilpu nomospenun Ha IIMIJI
nanueHTa HeoOXOAMMO HampaBuTh K coenuanucty B obmactu [IMJI u  mpeanpuHsTh
COOTBETCTBYIOIIIME AHarHocTuueckue Mepol. Clieqyer npekpaTuTh IpUMeHeHne oopre3omuda B
ciaydae nuarHoctuposanus [IMJLL

[lepudepuueckas HelponaTus

[Ipy BO3HMKHOBEHUHU HEHPOIIATUH IMPOBOIAT MOJEPKUBAIOLIYI0 Tepanuio. OObIYHO yacToTa
pasButus nepudepudeckold HEWpOMaTHH JOCTHTaeT MaKCHMyMa Ha S IUKIC JICUCHUs
6oprezomuOom. Ilpu mOSIBIEHMM HOBBIX MWJIM  YCHWJIEHHHM HMMEIOLIMXCS  CHUMITOMOB
nepudepuyeckoil HeMponaTUM MOKET MOTPeOOBaTbCS CHUXKEHHUE J103bl U U3MEHEHUE pexHuMa
BBeZIeHUs1 OopTe3oMuba. [lareHTsl TOMKHBI HAXOIUTHCS IOJ MOCTOSHHBIM HaOJIOJEHUEM B
CBSI3M C BO3MOXXHOCTBIO BO3HMKHOBEHHUS CHUMIITOMOB HeWpomaTuu (OLIyLIEHHE >KKCHMS,
TUIepecTe3ns, TUIeCTe3us], MapecTe3us, OLlylleHne TuckoM(opTa, HeBponaTuyeckas 601b Win
cnabocth). YacToTa BOSHUKHOBEHUS HEHPONATHH IPU MOJK0KHOM BBEJIEHUU O0pTE30M10a HIKE,
YeM TaKoBasi IPU BHYTPUBEHHOM BBeJleHUU. OTMeuanuch ciydyad BO3HUKHOBEHUS BET€TaTUBHOM
HEHPONATHH TSHKEJION CTENEHH, IPUBOIAIIME K IPEKPALICHUIO WM IPUOCTAHOBIICHUIO TEPAIUN.
Pannuil u peryssipHbII MOHUTOPHUHI HAa HAJWYUE CUMIITOMOB HEHPOIIATHH C HEBPOJOTHYECKOU
OLIEHKOH JOJKEH MPOBOAMTHCSA y MALlMEHTOB, MPUHUMAIOMIUX OOpTe30MHO B KOMOMHALUU C
npenapaTamu, ClIoCOOHBIMH BbI3bIBaTh HEHpONaTHIo (HampuMmep, TaauaoMun). [Ipu sTom cinenyer
PaccMOTPETh BO3MOKHOCTb COOTBETCTBYIOILIETO CHUYKEHHUS 1O3bI WX IIPEKPALCHUS JICUCHHUS.

Cynoporu

Y OONBHBIX ¢ OTCYTCTBHEM CYJIOPOT WJIM SIWJICTICHHM B aHAMHE3€ ONHMCAHBI HEYacCThIe CITydan
pa3Butus cyaopor. [Ipu jgedyeHun OOJIbHBIX, UMEIOIIUX KaKue-In0o (aKTOpbl pHCKa pa3BUTHSA
cynopor, TpedyeTcst ocobasi OCTOPOKHOCTb.

OprocTaTndecKas TUIIOTCH3HUS

Tepamus OG0OpTe30MHOOM YacTO COMPOBOXKIACTCSI  OPTOCTATUYECKOW TrumoTeH3ued. B

OOJBIIMHCTBE CITYy4aeB OHA OBIBAET CIA00M WK CpeqHEN TSHKECTH U MOXKET HAOII0IaThCsl B XO/Ie

BCEro JieueHus. Peko oTMeuannch KpaTKOBPEMEHHBIE TIOTEPH CO3HAHUS. Y OOJbHBIX, MMEIOIIHX

B aHaMHe3e 0OMOPOKH, TUAOETUYECKYIO HEHPOMATHIO, MOIYJaloIUX THIIOTEH3WBHBIE IIPEnapaThl,
10
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a Takke y OOJBHBIX ¢ 00€3BOXKMBaHHMEM Ha [poHE uﬁ&ﬁ@'@b%ﬁ%’éﬂe? '-éf;%}';'rg}[aTb

OCTOPOXKHOCTb. BONBHBIX CllelyeT MIPOUHCTPYKTUPOBATh O HEOOXOAMMOCTH O0pallleHUs K Bpady
B ClIy4ae TOJIOBOKPY)KEHHS, YyBCTBAa «JIEIKOCTH B TOJIOBe» WM oOMopoka. Ilpu pa3Butum
OpPTOCTATUYECKON TMIIOTEH3UN PEKOMEHIYEeTCS FUApaTals, BBEJCHUE MTIIOKOKOPTUKOCTEPOUIO0B
W/WIM  CHUMIIATOMHMETHUKOB; TPU HEOOXOJUMOCTH CIEAYeT CHU3UTh 03y THUIOTEH3WBHBIX
Ipernaparos.

CepsieyHas HEAOCTaTOYHOCTh

[Tpu mpumenenun 60pTe3oMuOa OMUCAHO PA3BUTHE WM YCHIIEHHE MMEIOIICHCS XPOHHYECKOM
cepleyHoM HejocTtaToyHOcTH. K pa3sBUTHMIO MNPU3HAKOB M CUMITOMOB  CEpJIECYHOM
HEIOCTaTOYHOCTH MOYKET MpeApacrionarath 3aepKKa KUIKOoCcTU. bosbHbIe ¢ akTOpamMu pucka
WM ¢ 3a00JIEBaHUSIMU CEP/IIa B aHAMHE3€ JIOJIKHBI [10/IBEPIaThCs TIIATEIbHOMY HAOIIOAEHHUIO.

IIeueHoUHAas HEAOCTATOYHOCTD

OmnucaHbl cirydyad BOSHUKHOBEHUS OCTPOH IEYCHOUHON HEJ0CTaTOYHOCTH y TTALIMEHTOB, KOTOPHIE
Ha (oHE Tepanuu OOPTE30MHOOM OJHOBPEMEHHO NPUHHMAIIM B KadeCTBE COIYTCTBYIOILETO
JeYeHus Apyrue mnpenaparsl. Takue NMpU3HAKH HapyHICHUS (YHKIMH MEUYCHH, KaK yBEIHYCHUE
AKTHBHOCTH IIEYCHOUYHBIX (pepMEHTOB, TUIIEPOMINPYOMHEMUS WITH TeNIaTUT, OOBIYHO MTPOXOIHIIH
npu oTMeHe OopTe3omuda. J[aHHbIe O COCTOSIHUYM ATHX MAIIMEHTOB ITOCIIE BO300OHOBIICHHSI TEPAITUN
00pTE30MHOOM OrpaHUYEHBI.

[TanmenTam ¢ CHMIITOMaMHu HapylIeHUS (YHKIUHM ME€YEHH, CIEeAyeT Ha3HadaTb OOpTe3oMuO B
Ooiiee HU3KMX HAYaNbHBIX [103aX W TMPOBOAWTH MOHUTOPHHI HA MPEIMET BO3HUKHOBEHUS
TOKCHUYHOCTH, TaK Kak Oopre3oMHO MeTaboyn3upyeTcs MEeYeHOYHbIMM (EepMEHTaMU, U €ro
KOHILIEHTPALUSI MOXKET YBEIWYHUTHCS TPH HApYIIEHWH (QYHKIUH TEYEHU CpeIHEH/TSHKeIoi
crenenu (cM. pazaen 4.2.).

CuHapoM 3aJHer 00paTruMOil dHIEhATONATHH

Y nauMeHToB, MNPUHUMANOIMKX OOpTE30MHO, OTMEYalcs CHHIPOM 3aiHell oOpaTumoi
’HIe(datonaTUM — peaKoe, OOpaTUMOE HEBPOJOTHYECKOE HApyLUICHHE, KOTOPOE MOXKET
COIMPOBOXKAATHCSI CYJOPOraMHU, TMOBBIINIEHUEM apTEePUALHOIO JaBJEHMs, T'OJOBHOM O00JIbIO,
JIeTaprueu, CyTaHHOCTbIO CO3HAHMSI, CJICMOTON U IPYTUMH BU3YaJIbHBIMH M HEBPOJIOTMYECKUMU
HapylmeHUsMHU. /11 MOATBEpIKIeHNS IUarHo3a MpoBOIUTCS MarHUTHO-PE30HAHCHAs TOMOTpadus
rojoBHoro Mmosra. Ilpum pa3Butum cuHIpoMa oOpaTHUMOH 3anHeil sHUedanonaTuu ciaexyer
peKkpaTuTh npueM 6oprezomuda. be3onacHOCTh BO30OHOBIEHUS Tepanuu 60PTE30MUOOM IoCIie
paHee BBISBJICHHOTO CHHApPOMA 33Hel 00paTUMOH 3HIe(aIonaTuy HEU3BECTHA.

PeaxtuBarms supyca Herpes zoster

Jleqamum  BpadaM CJEIyeT pPacCMOTPETh BO3MOXKHOCTh TIPOBEJICHHUS TPOTHBOBUPYCHOU
NpOPUIAKTAKA Yy TAIMEHTOB, TOJYYAOIIMX Tepanuio OopTe3oMHOOM. VY TAIMEHTOB,
MONTyYaIolUX Tepanuio OopTe3oMuOoM, MendaraHOM U MPEAHU30HOM, YaCTOTa pEaKTUBAIUU
BUpyca Herpes zoster Opina Gonblieii M0 CpaBHEHUIO C MAlMEHTaMH, TOTYYAIOIIMMH TEPAITHIO
mendananom u npeaau3onoM (14 % u 4 % coorBercTBeHHO). [IpoBeneHNe MPOTHBOBHPYCHOM
npo(UIAKTUKH JOCTOBEPHO CHIDKAST YaCTOTY peakTuBauu Bupyca Herpes zoster.
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(NMOCNEOOBATENEHOCTE 0002)

Hapymenns d)VHKHI/II/I JICTKHUX

B penkux cinydasx npu TpUMEHEHUH OopTe3oMuba Halmomamuch octpeie auddysHsie
UHOUIBTPATUBHBIE 3a00JE€BaHUs JITKUX HEM3BECTHOW O3THUOJIOTHH, TaKWe KaK ITHEBMOHHT,
MHTEPCTULMANIbHAS TTHEBMOHHMS, JIETOYHAS WHOWIBTPALUS M CHHAPOM OCTPOH JbIXaTeIbHON
HeZocTaTOYHOCTH. HekoTopele M3 3TUX COCTOSHUM MpHUBENU K JEeTalbHOMY UCXoay. B ciyuae
MOSIBJICHUS CHUMITOMOB PAacCTPOMCTBAa (PYHKIMM JIETKUX WM YXYIHICHHUS YK€ HMEIOIIUXCS
CUMITOMOB HEOOXOJUMO cpa3y »>K€ IpOBECTH JUArHOCTUKY U Ha3HAYUTh MallMeHTaM
COOTBETCTBYIOIIIEE JICUCHUE.

B xiMHMYECKUX MCCNENOBaHUAX 2 MalMeHTa (U3 2-yX), MOJIy4aBIIuX BBICOKUE J03bI ITUTapaOrHa
(21/M? B 7ieHB) HMyTeM HempepbIBHOH uH(Y3UM B TedeHHe 24 4acoB C AAyHOPYOUIIMHOM H
O6opTe3oMHOOM AJIsi PEHHMIUBUPYIOIIEH OCTPOH MHEIOMAHON JEeWKeMUH, yMEpIU OT OCTPOro
pECTIPaTOPHOTO JHUCTPECC-CHHApPOMA B Haydalle Kypca Tepanud, W HUCCIeJI0BaHHe ObLIOo
3akoH4YeHO. Takum 006pazom, JaHHAas cXema JICUEHUs C OTHOBPEMEHHBIM BBEICHUEM BBICOKUX 103
nurapabusa (2T/M?B JeHb) IyTeM HENpephiBHOH WMH(Y3MM B TedyeHHe 24 4acoB He
PEKOMEHIYeTCS.

CHHIpPOM JIM3HCA OITYXOJIH

B cBsI3U ¢ BO3MOXHBIM pa3BUTHEM THIIEPYPUKEMHUH, CBSI3AHHOW C CHHIAPOMOM JIU3HCA OITYXOJIH,
nanyueHTaM BO BPEM: TEpaAllMU PEKOMCHAYCTCA ONPCACTIATh KOHICHTPALUIO MOYEBOU KHUCJIOTEL U
Kp€aTHHHMHAa B CBIBOPOTKE KpPOBH. I[JI?I NpeaoTBpalliCHHUA TUIICPYPUKCMUN PEKOMCHAYCTCS
OOWJIBHOE MTUTHE, TIPU HEOOXOIMMOCTH — aJUTOITYPHHOII M 3alleJIAYMBAHUE MOYH.

[Ipu nmpumeHenun OopTe3omuba y OONBHBIX, OJHOBPEMEHHO MPHUHUMAIOIIUX TEPOPATbHbBIE
TUTOTIMKEMHYECKHE TPenaparhl, CIeayeT TIIATEIbHO KOHTPOIUPOBATH KOHIIEHTPALIUIO TIIFOKO3BI
B KPOBH U IPH HEOOXOAUMOCTH MPOBECTH KOPPEKIIUIO 103bI TUTIOTIMKEMIUYECKHUX TPErapaToB.

B nmepuon nedenus r000ro u3 MOJOBBIX MAPTHEPOB PEKOMEHAYETCS MUCIOIB30BaTh HAIEKHbBIE
MCTO/Jbl KOHTpAaUCIIIIHH.

[Ipu pabote c OopTe30MHOOM ClenyeT COOJIIOAAaTh OOIIECTIPUHATHIE TMpaBWia OOpalIeHHUs ¢
OUTOTOKCUYCCKUMMU IpCriapaTaMu.

PeaKIII/II/I HUMMYHOKOMIIJICKCHOT'O THIIA

Peakiiun ”UMMYHOKOMIUIEKCHOTO TUIIA, TAKHE KaK CBIBOPOTOYHAs 00JI€3Hb, MTOJIMAPTPUT C CHITIBIO,
nposinepaTuBHBIN INIOMEPYIOHEPPUT ObUIH 3aperucTprupoBanbl HeyacTo. ClieayeT MpeKpaTuTh
npuMeHeHue 6opre3omMuda Npu BOZHUKHOBEHUHU CEPhE3HBIX PEaKIii.

4.5. B3auMojgelicTBME C JAPYITHMH JIEKAPCTBEHHBIMM IIpenaparamMM H Jpyrue BH/IbI
B3aHMO/1eiCTBUA

B uccrnemnoBanusax in Vitro u rccienoBanusax in Vivo 60pTe30MHUO MPOSBIISIT CBOMCTBA CI1ab0T0
uHruourTopa nzopepmenton nuroxpoma P450 1A2, 2C9, 2C19, 2D6 u 3A4.

Hcxons uz HesHaunTenpHOro BKiaaa usopepmenra CYP2D6 B meTabonmsm 6oprezomuda (7 %),
y JIoJel ¢ HM3KOM aKTHMBHOCTBIO 3TOr0 M30()epMEHTa He OXKUAAETCS H3MEHEHHs OOIIero
pacripesiesieHus rpernapara.

HccnenoBanue BIMSHUS —JIGKAPCTBEHHOTO B3aUMOJIEMCTBUS C CHWJIBHBIM  HHTHOUTOPOM
n3opepmernra CYP3A4 ketokoHazonmoM Ha ¢apMaKOKMHETHKY OopTe3omMuba IOKa3aio
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oopte3omuba B cpeaHem Ha 35 %.

[TosToMy crnenyer TIIATENbHO HAOMIONATh 32 OOJBHBIMHU, MOJYYAIOUIMMH OJHOBPEMEHHO
6oprezomub u cuibHbBIN nHIrHONTOp M30dpepmenta CYP3A4 (keTokoHA30I1, pUTOHABUD).

B wuccnenoBaHum BAMSHUS JIEKAPCTBEHHOTO B3aUMOJICHCTBUS C CHJIBHBIM HHTUOMTOPOM
nzoepmenra CYP2C19 omemnpaszonom Ha (apMakOKMHETHKY OOpTe3oMuOa, HE BBIIBICHO
CYILIECTBEHHOT'O U3MEHEHUS (PapMaKOKUHETUKHU MOCIEAHETO.

HccnenoBanue BIUSHUS JIEKQPCTBEHHOTO B3aUMOJEUCTBUS C pUDAMIULIKUHOM - CHUIBHBIM
uHaykropom nzodepmerta CYP3A4 — nHa papmakoknHETHKY O0pTE30MH0a ITOKA3aJI0 CHUYKEHUE
cpenaux 3HaueHut AUC (Tuomaab 1moja KpUBOW «KOHIEHTpaIMsI—BpeMs») uid 0opTe3oMuda B
cpenaeM Ha 45 %. [loaTomy He PEeKOMEHIyeTCs MPUMEHSTh OOPTE30MHUO BMECTE C CHIIBHBIMU
unaykropamu CYP3 A4, Tak kak 3¢ pekTuBHOCTB Tepanuu MOXKeT ObITh CHIDKeHa. K mHIyKTOpam
CYP3A4 ortHocatcs pudamnunuH, kapbamazenwH, (GeHurowH, (GeHobapOuTam u 3BepoOOi
pOBIPSABICHHBIN. B TOM ke rccnenoBanuu oneHuBaiu 3¢ ¢heKr aekcamerasona — 6osee cnadboro
unaykropa CYP3A4. Ucxonsa u3 pe3ynbTaTOB HCCIENOBAHUS HE BBISBICHO CYIIECTBEHHOTO
M3MeHeHus papMakOKHMHETUKH 6opTe3omubda. MccrenoBanue iekapCTBEHHOTO B3aUMOICHCTBHS C
KOMOMHanuen MedanaH—IpeTHU30H Moka3ano ysenndenue cpeanux 3nadennit AUC (ruomaas
MOJI KPHUBOW «KOHIICHTpamus—BpeMs») Oopreszomuba Ha 17 %. DTO W3MEHEHHE CUYHTACTCS
KJIIMHUYECKH HE 3HAYMMBIM.

VY GONBHBIX CaxapHbIM AMA0ETOM, MOITYYaBIINX MEPOPATbHBIC THIIOTTTUKEMHUUECKUE MTPETapaThl,
3aperucTpUpPOBaHbl CIy4yau TUIOTTIMKEMUU U TUIEPIIINKEMUH.

[Tpu npumeHneHnn 60pTe30MrUba B COYETAHHUH C MpenapaTaMu, KOTOPbIE MOTYT aCCOIIMHUPOBATHCS
¢ nepudepuueckoil Heipomarueil (Takue Kak aMHOIApOH, NPOTUBOBHPYCHBIE CPEACTBA,
W30HUA3U], HUTPOPYpPaHTOUH WM CTAaTHHBI) U TpemapaTamH, CHIDKAIOIMMU apTepuaIbHOe
JIaBJIEHUE, CIIeAYeT COOII0AaTh OCTOPOKHOCTD.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

KOHTD&HGHHI/HI Y MYXXYHUH U KXCHITWUH

[TaniueHThl MY»CKOTO M >KEHCKOTO T0Jia C JETOPOIAHBIM MOTEHIIMAIOM JOJIKHBI HCIIOIh30BaTh
s pexTHBHBIE CTOCOOBI KOHTPAIICTIIIMH BO BPEMsSI U B TEUCHHE 3 MECSIIEB MOCTIE JICUCHUS.

bepemeHHOCTD
[Tpumenenue npenapata boprezomubd KaHoH npoTHBOIIOKa3aHo nmpu 6EpeMEHHOCTH.
JlakTarms

[Ipumenenue mnpenapara bopresomn6 KaHoH mpoTMBONOKa3aHO B MEpUOJ TPYAHOTO
BCKapmiinBaHUs. Ha Bpems jiedeHust mpernapaTom ClIeyeT NPEeKPaTUTh KOPMIIEHHE IPYBIO.

4.7. BuusiHue Ha CHOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPeACTBAMH H padorarh ¢
MeXaHU3MaMH

[TarimeHTOB HEOOXOAMMO MPEAYNPEAUTh O BO3MOXKHOCTH TOSIBJICHHS BO BpeMs JIUCHUS
00pTe30MHOOM  TOJIOBOKPY)KEHHUS, OOMOpOKa, 3pHUTEIbHBIX PACCTPOMCTB W  JPYrux
HE)KEJNATeNbHBIX  SIBJICHUH, KOTOpble MOTYT TIOBIHMATH HA CIIOCOOHOCTb  YIPaBIsATh
TPAaHCHOPTHBIMU CpeAcTBaMU. IIpy BOBHUKHOBEHUH ITUX CUMIITOMOB MAIUEHTaM PEKOMEHAYETCs
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BUJAMHU JESITEIBHOCTH, TPEOYIOUIMMH IOBBIIICHHON KOHLEHTpAIlMM BHUMAHHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUH.

4.8. HexkenarejbHbIC peaKuuu

Pesrome npoduiist 6e3onacHocT

Cepbe3Hble HEXKETATENbHBIC PEaKIMU HEYaCTO HAOIOJAIMCh BO BpeMs Teparuu 00pTe30MuOOM
Y BKJIFOUAIIH CEPACYHYIO HEJOCTATOYHOCTh, CHHIPOM JIM3KCA OITYXOJIH, JIETOUYHYIO THIIEPTECH3HIO,
CHHJIPOM 00paTuMoii 3a1HeH dHIIedanonaTiu, ocTpbie U dy3HbIe THOUIBTPATUBHBIC JICTOUHBIC
3a0osieBanus. Kpome TOro, B pemkMx ciaydasx HaOJI0Jlalach BEreTaTHBHAS HEWPONATHS.
Haubonee wacto B0 Bpems Tepanuu OOpTE30MHOOM OTMEUAINCH CIEIYIOIIUE HEXeIaTelbHbIe
peaKuuu: TONIHOTA, JUapes, 3arop, PBOTA, YCTAJIOCTh, MMUPEKCHUS, TPOMOOIIUTOTICHHSI, aHEMUSI,
HelTponeHus, nepudeprudeckas Helpornatus (B T.4. CEHCOpHAs), TOJOBHAsI 0OJb, IMapecTe3us,
CHMXKCHUC aIllICTUTAa, OABIIIKA, ChIIIb, OHO?ICI)IBaIOHII/Iﬁ repncc u MuaJirus.

TabanuHoe pe3roMe HeXKeIaTeIbHBIX PeaKIUi

Hwxe mepeunciaeHsl HexenaTelbHbIe PeaKIui, KOTOPhIe ObLINM PACIICHEHBI KaK BEPOSTHO WIIU
BO3MOJKHO CBSI3aHHBIC C TpUMeHeHneM Oopre3omuba. MHpopmalus o HexxenaTeIbHbIX PEaKIusIX
OCHOBaHa Ha OOBEAMHEHHBIX MaHHBIX O 5476 manueHTax, W3 KOTOPbIX 3996 momywanu
6opre3omud B 103e 1,3 Mr/m2.

YacToTy HEXeNaTelbHBIX PEAKIMH KIacCU(DHUIIMPOBAIN CICIYIOIIMM O00pa3oM: OYCHb YacTo
(>1/10), gacro (>1/100, ro <1/10), Hewacro (>1/1000, HO <1/100), peaxo (>1/10000, Ho <1/1000),
oueHb penko (<1/10000), yactora HeusBecTHA (HA OCHOBAHUU WMEIOIIUXCS JAHHBIX OILICHUTH
4aCTOTY HEBO3MOKHO).

Tabnmuma 6. HexenareilbHble peakKnMH y NANHEHTOB € MHOMKECTBEHHOH MMeEIOMOI,
NMOJIy4aBIINX 00PTe30MHUO B MOHOTEPANIUM M B KOMOMHALMH

CucreMHo- YacroTa He:xenarenbHble peakuuu
OPraHHbIN Kjacc

Yacro OmnosichIBaIOIINMA repnec (B TOM qucne
JMCCEMUHUPOBAHHBINA U odTampMorepriec), THEBMOHUA ™,
POCTOH repriec*®, rpuOKoBbIe HHPEKIU™

Heuvacto | Undeknus*, OakrepuanbHble, BUPYCHbIE HMH(EKIUU™,
cencuc (B TOM  YHCJIE  CENTHYECKUH  MIOK)¥,
WH]eKuy 1 MHBa3HK OpPOHXOITHEBMOHMUS, reprecBUpycHas UHEKIHs*,
reprneTuvyeckiuii MeHuHrosHuedanut#, Oakrtepuemus (B
TOM 4YHClIe CTaQWIOKOKKOBas), SYMEHb, TIpHIIII,
BOCIIAJICHHE TIOJJKO’KHO-KHPOBON KJIETYATKH, WHPEKIIH,
aCCOIIMMPOBAHHBIE C TPUMEHEHHEM  MEIUITMHCKHX
npubopoB, HH(peKkuun KoXKU*, HHpeKuuu  yxa¥,
cTapUIOKOKKOBbIE MH(EKINH, 3yOHbIe HHPEeKIU™
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 29.01.2025 N2 1955
(MOCAEQOBATENEHOCTE 0002)
CucremHno- Yacrora
OPraHHBIN Kjacce
Peaxo | MenuHrut (B TOM umcie OakTepualbHBIN), DmiTeiHa-
bapp—BupycHas  uHGeKkuus, TE€HUTAIbHBIA TrepIec,
TOH3WUINT, MAaCTOMUJHUT, CHHIPOM  IIOCIEBUPYCHOU
acTeHUH
Jlob6pokauecTBeHHble, | Penko | 3mokauecTBeHHbIE HOBOOOpa30BaHHUsA, IMIa3MOLUTAPHBIN
3JI0KQYECTBEHHbIE U JEeMKO03, KaplIMHOMa [TOYKH, HOBOOOPA30BaHMUsI, OIYXOJIb,
HEYTOYHECHHBIE rprOOBUIHBII MUKO3, JN0OpOKAaYeCTBEHHbIE
HOBOOOpa30BaHMS HOBOOOpazoBaHus ™
(BKIOYast KHUCTBI M
TTOJIHITHI )
Ouenb Tpombonutonenus™, HedTponeHus™®, anemus ™
4acTo
Yacro JleiikoneHus™, muMQoneHus ™
Heuwacro | [lannuronenus®, bebdprbHas HEWUTPOIICHMUS,
KoarysonaTus®, JIEUKOIIUTO3 ¥, nuMdaneHonaTus,
Hapymenns Cco *
TeMOJINTUYECKAsi aHEMUS
CTOPOHBI KpPOBU U
nMpaTHIecKOM Penko JIMCCEMUHUPOBAHHOE BHYTPUCOCYAUCTOE CBEPTHIBAHUE
CHCTCMBI (ABC-cunnpom), TpoMOOLIUTO3*, CHHAPOM HOBBIILIEHHON
BA3KOCTH  KPOBH, HEYTOYHEHHOE TpPOMOOLUTapHOE
paccTporCTBO, TPOMOOTHUECKAash MHKpOAHTHOMaTus (B
TOM  4YHCJIE  TPOMOOLMUTONEHWYECKass  Myprypa)#,
HapylleHHEe CO CTOPOHbI KpPOBH  HEYTOUHEHHOE,
reMopparu4eckuii uartes, auM@ouuTapHas
UHOWIBbTpALUS.
Hapyimerns o Hevacto | AHIMOHEBPOTHYECKUN OTEK#, TMIIEPUyBCTBUTEIBHOCTh®
CTOPOHBL  MMMYHHO! | pe o AHapUIaKTHYEeCKUH IIOK, AaMUJIOWI03, pEaKuus C
CHCTEMET o0Opa3oBaHHeM UMMYHHBIX KomIuiekcoB (Tur I11)
Hewacto | Cungpom Nuenko-Kymunra*, TUIepTUpeo3™,
OHIOKPUHHbIE HapylmIeHHUE CCKPELUUH aHTUANYPETUYECCKOI0 TOpMOHA
HapyLIEHUS
Penxo ['unotupeos
Hapymenus Ouenb CHuxeHue anmneruTa
MeTabonm3mMa u | 1acTo
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

MMUTAHUA % "
YacTto OO0e3BOKMBaHHME, THIIOKATUEMHUS®, THIIOHATpUEMUS™,

W3MCHCHHE  KOHICHTPAIlMU  TJIOKO3BI B KPOBH™,
TUIIOKAJIBIIMEMHUS ¥, U3MEHEHHE aKTUBHOCTH (hepMEHTOB™

Hedacto | CuHIpOM JM3uca OIyXOJIH, OTCYTCTBHE MPHUOABKU MAaCChI
Tena*, THIOMaruieMus *, runodocharemMus™,
THIIEPKATAEMUS ™, THIEPKATbLIAEMUS*,
TUIIEpHATPUEMHUS *, U3MCHEHHUE KOHIICHTPAIIMH MOYEBOM
KHCIIOTBI*, cCaXapHBIN qrabeT*, 3aepiKKa KUJIKOCTH

Penxo l'unepmaruuemMus™, HapylieHHE BOIHOIIEKTPOIUTHOTO
OamaHca®,  W30BITOYHOE  HAKOIUICHHUE  JKUIKOCTH
TUIOXJIOPEMHUSA™,  THUIIOBOJIEMHUS,  THIEPXJIOpeMus™,
runepdocharemus®, HapymieHne oOMEHa BEIEeCTB,
neguuuT BUTAaMUHOB Tpymsl B, nedunut Buramuna B12,
1mojarpa, TMOBBIINICHHBIA AaIIeTUT, HEMePEHOCHMOCTh
QJIKOTOJIS, aliJ103

[Icnxnueckue Yacro PaccrpoiicTBa u HapyLICHUS HACTPOCHUS*,
HapylLIeHUs TPEBOXKHOCTH*, paccTpoiicTBa M HapylIeHus cHa™*

Hewacto | M3MeHeHHe TCUXHMUYECKOTO cCTaryca*®, TalUTIOIUHAIIIN™,
TICUXOTUYECKOE PACCTPONUCTBO™, CITyTAaHHOCTh CO3HAHUS ™,
BO30YXJICHHOE COCTOSIHUE;

Penko CyununanpHbple  MBICIM™, pacCTPOICTBO ajanTaluu,
JETUPUNA, CHUYKEHUE JTUOUI0

Hapymenus co | Ouenp Heiiponatun™, nepudepuueckas ceHcopHas HeHpomnaTus,
CTOPOHBI  HEPBHOM | 4acToO au3ecTe3nud’™, HeBpaiarus™®
CHUCTEMBI

Yacto JlBuratenbHas HeWponatus®, morepst co3HaHHs (B TOM
gucie O0OMOpPOK), TOJOBOKpYKEHHE®, H3BpalleHUE
BKyca*, 3aTOpPMOXEHHOCTh, TOJIOBHAs 00JIb*
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COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

Hewacto | Tpemop, mepudepuueckas CEHCOMOTOpPHAs HEHpoIaTus,
JTUCKUHE3US*, HapyIICHUE PaBHOBECHS ™, TOTEPs MaMATH
(uckmrouass aemeHIuio)*, sHuedamonatus®, cUHIPOM
3aaHel obpaTtumMon sHIehamonaTun#,
HEHPOTOKCUYHOCTb, CYJIOPOKHBIC paccTpoiicTBa*,
MOCTTEPIIETUYECKAsT HEBPAITHUS, PACCTPOHUCTBO peun™,
CUHAPOM  «OECIOKOWHBIX HOT», MUTPEHb, HIIHUAC,
HapyIICHHE KOHIICHTPAIIMM BHUMAHUS, MATOJIOTHYCCKUE
pedekcer™, mapocMus

Penko BHyTpuMO3roBoe  KpOBOM3IUSHUE™®, BHYTPUUEPEIIHOE
KpOBOM3JIUAHUE (B TOM 4HCIE cyOapaxHOUIAIbHOE)*,
OTE€K TOJOBHOIO MO3ra, TPaH3UTOpHAs HIIEMHUYECKas
aTaka, KOMa, CHUMITOMBI pacCTpOICTBa BEreTaTUBHOMN
HEPBHOM CHUCTEMBI, BEreTaTUBHAs HEWpONaTHs, Napaaud
YepenHbIX HepBOB*, mapanny*, mapes™*, nperoOMopouHoe
COCTOSIHME, CHUHIPOM IIOpaXEHMsI CTBOJA  MO3ra,
HapylIeHHEe MO3TOBOTO KpPOBOOOpAIECHHS, KOPEIIKOBBIN
CHUHJPOM, IICUXOMOTOPHAs TUIIEPAaKTUBHOCTD,
KOMIIPECCHS CIIMHHOTO MO3ra, KOTHUTHBHBIE
paccTpoiicTBa HEYyTOYHEHHBIE, IBUTATEIbHOE HAPYILEHNUE,
paccTpoiicTBa  HEpPBHOM  CHUCTEMBI  HEYTOUHEHHBIE,
PaMKYJIUT, CIFOHOTEYEHUE, TUTIOTOHMSI MBIIIILL

Ouenb Cungpom T'nitena-Bappe”, JIEMUEITUHU3UPYIOIIas
penxo TONHHEHpONATHS"
Yacro Ortek rnaz*, HapylIeHus 3peHus*, KOHbIOHKTUBUT*

Hewacto | KpoBomsnusiHue B rnas*, uH(peKiMs Beka*, Xansi3uoH",
6nedaput’, BOCcmanmeHwe Trnasza*, IUIUIONHUSA, CYXOCTb
rinasz*, pasapaxkeHue ria3*, 0omab B ri1a3y, MOBBIIIEHHOE

Hapymenne co
CJIe30Te€4YEeHHE, BbIIEJICHHUE U3 I1a3

CTOPOHBI opraHa

3peHHA Penko [Topaskenne poroBuibr*, 3k30(pTaIEM, PETUHUT, CKOTOMA,
HEYTOUYHEHHbIE MOpakeHHe TIJia3 (B TOM 4YHUCIE BEK),
JTaKpPUOAJCHUT, CBETOOOS3Hb, (DOTOICHUS, ONTHYECKas
HelponaTus#, HapylIeHHe OCTPOTHI 3PEHHs Pa3TUIHON
CTETICHH TSDKECTH (70 CIETOThI)™*

Hapymienus co | Hacto Bepturo*
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COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

CTOPOHBI oprasa *
Hewacro | HenosHas riyxora (B TOM 4Mcie 3BOH B yliax)™®, moreps

cIyXa 1 1abupunTa ciyxa (1o TIyXOThI), AUCKOMMOPT B oOIacTu yxa*

Penxo KpoBoTeuenne wu3 yxa, BECTHOYISAPHBIM HEUPOHUT,
HEYTOYHEHHOE MOPaKEeHUE yxa

Hapymenns co | Heuacro | Tammonana cepaua#, KapJAMOIYJIbMOHApHBIA — INOK¥,
CTOPOHBI CepALa ¢ubpwsinus  cepaua (B TOM UHUCIE MPEACEpIuil),
cepAeyHass HEAOCTATOYHOCTh (B TOM YHCIE JIEBOIO M
MPaBOTO  JKEIyAouka)®,  apurmMus™®,  Taxukapuus®,
OLIYILEHHE CepIIeONeHNs, CTCHOKapAus, EpUKapauT (B
TOM YHCIIC IUICBPAJIbHBIN BBINOT)*, KapauomMuonatus*,
KeNynoukoBas TucHyHKIUA™, Opagukapaus

Penxo Tpeneranne  mpencepamii, uHGpapKT  MHOKapaa*,
aTPUOBEHTPUKYISIpHAs OJoKaga*, cepAedHO-COCYAUCTOe
paccTpoicTBO (B TOM 4YHCJIE€ KapJAMOTEHHBIM IIOK),
apUTMHSL  JKETYJOYKOBass TAaXUCHCTOJIMYECKas  THUIIA
«UpPYIT», HecTaOWbHAas CTEHOKAapIus, 3a0oJeBaHUsS
KJIallaHoOB  ceplua®, KOpOHapHas HeI0CTaTOYHOCTb,
OCTaHOBKA CUHYCOBOTO y3J1a

Hapymenus co | Hacto [Tonnxenue apTepuaIbHOTO JaBJICHUS ™,
CTOPOHBI COCYJIOB OpTOCTaTHYECKas TUTIOTEH3US, TTOBBIIICHHE
apTepUaIbHOTO JaBICHUS ™

Hewacro | UHcynbT#, TpoM0O3 riyOOKMX BeH™, KpoBoTeueHHE™,
TpoMOO(deduT (B TOM UHCIE IOBEPXHOCTHBIN),
LHUPKYJIATOPHBIN KoJLjIarnc (B TOM qucie
TMIIOBOJIEMUYECKHH 1I0K), (hieOuT, MpuiIuBbI*, reMaToMa
(B TOM uyHcle  IepuUpeHaJbHas)*,  HapylleHue
nepudepuyecKoro KpoBoOOpareHus™*, BaCKYJIHT,
runepemMusi (B TOM 4ucie riasz)*

Penko OMbonusi  mepudepudyeckux aprepuit, JuMdenema,
0JIEIHOCTB, SPUTPOMEIIANTHS, BA30ANIATALUS, U3MEHEHNE
OKpPACKH BEH, BEHO3Hasl HEI0CTATOYHOCTh

Hap}/I_HCHI/ISI co | Yacro O)IBII_HKa*, HOCOBOC KPOBOTCUYCHUC, HH(beKI.IHH BCPXHUX U
CTOPOHBI HWKHHUX ObIXaTCIbHBIX HYTCﬁ*, Kaleib*
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

JIBIXaTeIIbHOMU N

Hewactro | Jlerounas sM00:¥sl, IJICBPATBHBINA BBITIOT, OTEK JIETKHUX (B
CHUCTEMBI,  OpPraHOB
TPYIHOU KJIETKH U

CpE€aAOCTECHUA

TOM  YHCJI€  OCTPBI), JIETOYHOE  aJbBEOJSIPHOE
KPOBOU3JIHSIHUCH, OpoHxocmasm, XpOHHYECKast
0oOCTpyKTHBHas  0OJIe3Hb  JIETKUX®,  THUIIOKCEMHS™,
3aJI0KCHHOCTh  JIBIXAaTeJIbHBIX  IYTeH™,  THIOKCHSA,
IUIEBPUT™, WKOTa, puHOpes, AUCHOHMSA, CBHCTSAIICE
JIbIXaHUe

Penko JlpIxarenpHas HEAOCTaTOYHOCTh, OCTPBIN PECIIUPATOPHBIN
JMCTPECC-CUHIPOM, AaIlHO?, IMTHEBMOTOPAKC, aTeJIeKTa3,
JeroyHast TUIIEPTEH3HUS, KpOBOXapKaHHe,
TMIIEPBEHTUIISILINA, OPTOITHO?, [THEBMOHMT,
pecUpaToOpHbI  allkajao3, TaXUIHO3, (UOpPO3 JErKux,
HapylleHHe CO CTOPOHBI OpPOHXOB*, THIOKAIMHUAY,
MHTEPCTHLIMAIBHOE 3a00JeBaHNE JIETKUX, HHOWIbTpaLus
JIETKHX, OLIYIIEHNE CTECHEHHUS B TOpJIe, CYXOCTh B TOPIIE,
MIOBBIIIEHHAs CEKPEIHsI B BEPXHUX JBIXATEIbHBIX MYTSX,
pa3gpakeHHWe Topliia, KalUIeBOH CHHAPOM BEPXHUX
JIbIXaTEeNIbHBIX MyTeH

XKenynouno- Ouenb TommnoTa*, pota*, nuapes™, 3amnop
KHIIeYHbIE 9acTo
HapyLeHUs

Yacto XKenynouHo-kuIlIe4HOE KPOBOTEUEHHE (B TOM YHUCIE W3
CIM3UCTOM  00OJOUKM)*,  JUCHENCHs,  CTOMATUT™,
Hapyuienue Tonyca XKKT, Ooinb B rop:e u rinotke®, 607b B
o0jacTy *UBOTA (BKJIIOUYAs JKENyI0YHO-KUIIEUHYIO 0O0Jb
u 0oJib B cele3eHKe)™, HapylIeHUsI CO CTOPOHBI POTOBOM
MOJIOCTU*, METEOPU3M
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

Heuvacto | [lankpeatut (BKiIIOYash XpOHHUYECKHUiII)*, pBOTa KPOBBIO,
OTEYHOCTh Ty0*, OOCTPYKIUS JKEIyA0YHO-KHUIIEYHOTO
TpakTa (B TOM 4YHCJIE KHIIEYHAs HEMPOXOAUMOCTh
(BKIIIOYAss HEMPOXOAMMOCTh TOHKOIO KHIIEYHUKA))*,
TUCKOM(OPT B )KUBOTE, aTO3HBIN CTOMATUT™, SHTEPUT™,
racTpur®, KpOBOTOUYMBOCTh JECEH, racTpo33odareanbHas
pednrokcHass ~ Oone3Hp®, komuT (B TOM  YHCIe
TICEBJIOMEMOPAHO3HBIN KOIHT)*, MIIEeMUYSCKUN KOIHUTH,
BocnayieHne cim3uctod obomouku KKT*, mmcdarus,
CHUHJIPOM Pa3JpaXCHHOTO KHIICYHUKA, HEYTOYHEHHOE
KEIyIOYHO-KUIIEUHOe HapylIeHHe, HaleT Ha S3bIKe,
pacctpoiictBo Mmotopuku JXKKT*, HapyiieHue co cTopoHbl
CIIIOHHBIX >Kene3™

Penxo OcTpblii MaHKpPEaTUT, NEPUTOHUT™, OTEK S3bIKA™*, acCIHT,
930(aruT, XCWINT, HeJepKaHUE Kalla, HEJOCTATOYHOCTh
aHAJIBHOTO c(uHKTEpa, QeKkaaoMa*, U3IbIBICHHEC W
nepdoparmus XKKT*, runeprpodust neceH, MerakoJoH,
BBIJICJICHUE M3 NPSAMON KHIIKH, TOSBICHHE BOJIBIPEH B
porornoTke*, 601b B ry0ax, MEpUOJOHTUT, aHaIbHas
TPELIMHA, M3MEHEHUEe pHUTMa JedeKaluu, MPOKTaITrus,
HapyIleHHs CTyja

Hapymenns co | Hacro W3MmeHeHne akTHBHOCTH NTEYEHOYHBIX (PEPMEHTOB™
CTOPOHBI II€YEHH H
JKETUEBBIBOIATINX Hewacto | I'enaTOTOKCHMYHOCTB (B TOM YHCIIE MOPAKEHHE IE€UYEHH),
nyTeit rernaTuT*, XoJecTas
Penxo ITeuenounas HEOCTATOYHOCTD, T€NATOMErajIMs, CHHAPOM
banna-Knapw, LMTOMETaJIOBUPYCHBIN TeNaTHuT,

MEYCHOYHOC KPOBOTCUYCHHUEC, KCITUCKAMCHHAA 00J1e3Hb

Hapymenns co | Hacro Coimp*, 3yn™*, sputema, CyXocTh KOXKHU
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COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN Kjacce

CTOPOHBI KOXH H .
Hevacto | Mynbrudopmuas  spurema, KpanmuBHUIA,  OCTPBIA

(heOprIbHBI HEUTPOPUIBHBIA J1€PMATO3, TOKCHYECKAs
KOKHAs! ChIIb, TOKCUYECKHI SMUAepMAJIbHBIA HEKPOIU3,

cunapom CtuBeHca-J[)KoHCOHa#, nepMaTuT®, N3MEHECHHE

IIOJKOKHBIX TKaHEH

CTPYKTYpBI BOJIOC*, IeTeXHsl, SKXMUMO3, IOPaKEHUE KOXKH,
nypmnypa, HOBOOOpa30BaHUS KOXU*, ncopuas,
TUIEpPrupo3, HOYHAS HOTIUBOCTD, HPOJIEKHHU", yrpeBas
CBIIIB*, BOJABIPU™®, HAPYIIICHUE TUTMEHTALUN KOXH ™

Penxo Koxnass peakuusi, mumdonuTapHas HUHOWIBTpALUs
JlxeccHepa, JaJJOHHO-TIOJIOIIBEHHAsT 3PUTPOIU3ECTE3NS,
MIOJIKO’KHOE KpPOBOTEUYEHHE, ceTyaroe JUBENO,
YIJIOTHEHHE KOXH, narnyuia, peaxius
(OTOUYBCTBUTENIBHOCTH,  ce0opesi, XOJOAHBIM  IOT,
HEYTOYHEHHOE HapyIIEHHE CO CTOPOHBI KOXH, 3PHUTPO3,
s13BA KOKH, IIOPAKEHHUE HOI'TEN

Hapymenns co | Ouenn KocTtHo-MbI1IeuHbIE OONTH*
CTOPOHBI  CKEJIETHO- | 4acTO
MBILLIEYHOH 51
COETMHUTENTBHOI Yacto Mpiiieunpie cra3Mbl®, 601b B KOHEUHOCTSIX, MBIIIEYHAs
TKAHH cnabocTh
Hewacto | MpImeunbie mojepruBaHusi, OTEKU CYCTaBOB, apTpUT™,
TYTOMOJABUKHOCTh CYCTaBOB, MHOIATHUI®, OIIyIICHHUE
TSKECTH
Penxo Pabnomuonus, CHHAPOM BUCOYHO-HUIKHEUYEITIOCTHOTO
cycraBa, GUCTyNa, CYCTaBHOW BBITIOT, OOJbh B YEIIOCTH,
KOCTHBIC HapyIIeHUs, MH(EKIMH U BOCMaJeHUE KOCTHO-
MBIIIEYHOH W COCIUHUTENHHOW TKAHU™, CHHOBUAIbHAsS
KHUCTa
Hapymenns co | Hacro Hapymenue @pynkuun nouex™
CTOPOHBI TIOYEK W
MOUEBBIBOIATITNX Heuacto | OcTtpas modedHass HEIOCTAaTOYHOCTb, XPOHUYECKAS
nyTei nodevHas HEJIOCTATOYHOCTE ¥, nHpexmn

MOYEBBIBOAAIINX  IMyTeW®, ’kamobbl €O  CTOPOHBI
MOUYEBBIBOAAIIMX MyTeH™, reMarypus™, 3aiepxka MOYH,
HapyleHHe MOYEHCITYCKaHHUs*, TPOTEHHYPUs, a30TEMHUS,
OJIUTYPHS™*, TTOJIIAKUYPHSI
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 29.01.2025 N2 1955
Tt

(MOCTEOOBATENBHOCTTE 0002]

CucremHno- Yacrora
OPraHHBIN Kjacce

Penko PasgpakeHre MOYEBOTO ITy3bIps
Hapymenus co | Heuacto | BarunanbHble  KpoBOoTeueHus, ©Oonb B oOnactu
CTOPOHBI TeHUTAINI*, SpEKTHIIbHAS TUCPYHKIUSA
pENpOayKTUBHOM
CHCTEMEL u | Peaxo Hapymenne QyHkuum suuex®, mpocraTut, HapyleHHE
MOJIOUHEIX SKEIIE3 (YHKIMN MOJIOYHOM jkKeJe3bl, 00JIe3HEHHOCTh MPUIaTKOB
SAWYEK, SIUAUIUMHT, O0Nb B O0JACTH Maloro Tasa,
U3bSA3BICHUE BYJIbBBI
Bpoxnennsie, Penxo Amtasus, MabpopMaIus JKEITYTOYHO-KHAIIEYHOT O
cEeMEWHbIE u TPaKTa, NUXTHO3
TE€HETUYECKUE
HapylICHUs
OOmme Hapymenust u | OueHb [Mupexcus™®, noBelllIEHHAs! YTOMJISIEMOCTb, ACTEHMUSI

pCakuuu B MECTC | 4aCTo

BBCIACHUA
Yacro Otexu (B TOM uymcie mnepudepudeckue), 03H00, 00Ib*,

arckoMpopT*

Hewacro | Yxyamienue o0mero ¢GuU3MYECKOTO 3J0pOBbI™, OTEK
nuna*, peakius B MeCTe BBEACHHS™®, U3MEHEHHUS CO
CTOPOHBI CIIM3UCTHIX 0001049eK™®, 00Jb B TPYAHOMN KIIETKE,
HapyIICHHUE MMOXO/IKH, OIIyII[CHUE X0JI0/1a,
JKCTpaBaszarus™®, OCJIOKHEHUS, CBSI3aHHBIE c
KaTeTepuzanuen®, W3MEHEeHHWEe  YyBCTBA  KaXKIbI™,
JTUCKOMQOPT B 0OO0JIACTH TPYAH, OIIYIICHUE H3MEHEHUS
TeMIepaTypsl Tena*, 601b B MecTe BBeIeHUS *

Penko CMepthr (B TOM 4YHCIE BHE3alHas), MOJUOPTaHHAS
HEJ0CTaTOYHOCTh, KPOBOTEUEHHE B MECTE BBEICHUS™,
TpbDKa*,  HapylleHHe  TPOIECCOB  3aXKHUBJICHUS™,
BocrajeHue, eOuT B MecTe BBEJCHUA™, 00JIE3HEHHOCTD,
HU3BABJICHUSA, pa3apaXCHUC, HCKapAHaJIbHas 60J'II) BTIpyau,
00JIb B MECTE BBEJICHUS KaTeTepa, ONIyIeHHEe HHOPOTHOTO
Tena

JIabopartopHbie u | Yacro CHIKeHHe Macchl Tena
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COOTBETCTEYET E_I‘i' CMNEPTHOMY OTYETY

ot 29.071.2025 N= 1955

[ — — -

(MOCAEQOBATENEHOCTE 0002)
CucremHno- Yacrora
OPraHHBIN Kjacce

MHCTPYMCHTAIIBHBIC | Heyacro l'unepOumpyounemus*, U3MEHEHHE OEIIKOBBIX

JIaHHBIC IoKa3aTene™, yBeJMdeHHe Macchl Tena, W3MEHEHHe
IoKaszaTejael KpoBU™®, MOBbIIEHUE KOHLEeHTpauuu C-
peakTUBHOro Oenka

Penxo W3meHeHue conepxkaHus Ia3oB B KpPOBU™, U3MEHEHHUs

KapAuorpaMMbl (B TOM YHCJIE YAJIMHEHHE HWHTEpBaja
QT)*, usmeHeHne MeXIyHapOAHOTO HOPMAIM30BAHHOTO
OTHOIIEHUA™, TIOHWKEeHUEe mokazarenst pH xemygouHoro
COKa, YBEJIMYCHUE arperauy TPOMOOIIUTOB, MTOBBIIICHNE
KOHIIEHTpaluuu TponoHuHa I, oOHapyxeHue BHUPYCOB U
U3MEHEHHE CepOoJIOTUN™*, U3MEHEHUS B aHAJIN3e MOYM™

TpaBwmsl, Heuacro | Ilagenus, KoHTy3uH

MHTOKCUKAIIUU u

OCIIONKHEHHMS Penxo TpaHcdy3noHHBIE peakuy, MEePeTOMBI*, PUTHIHOCTH™,

nponeayp TpaBMBbI JIMLIA, TPABMbI CYCTaBOB™, 03KOTH, Pa3pbIBbl, 00
BO BpeMsl IIPOLIEAYPHI, PaTHAIIMOHHOE MTOpaKeHNEe™®

Xupypruueckue ¥ | Peaxo AxTtuBanus Makpodaros

MEIULIMHCKUE

IIPOLENYPBI

# Y
TOCTPETrUCTPALIMOHHBIN OIIBIT IIPUMCHCHMUS.

* crpynmupoBaHo 0oJiee OJHOTO TepMHHA, cortacHO kinaccudukanun MedDRA.

Tayuenmol ¢ MAHMUIIHOKIEMOYHOU TUMGDPOMOU, panee He NOYyYasuUe eYeHUs

[Tpoduns 6e3omacHocTH OopTEe30MIba, M3yuyaBIuiics y 240 MaMeHTOB ¢ MAaHTUMHOKJIETOYHOU
auM(pOMOM, KOTOpble MNpUMEHsUIM OopTre3oMuO B KOMOWHALMM C  PUTYKCUMaOOM,
mukinopochamunom, JgokcopyounmHom u npeanusoHoM (VcR-CAP) mo cpaBHeHuio c¢
242 nanyeHTaMu, NOJy4YaBIIUMH pUTYKCUMaO, ukiopochaMua, JOKCOpyOUIIMH, BUHKPUCTUH U
npeaan3oH (R-CHOP) B 1iennoM cooTBeTCTBYET HAOII01aeMOMY Y MAI[UEHTOB C MHOXKECTBEHHON
MHEIOMOMl € OCHOBHBIMH  OTJIMYMSAMH, MEPEUUCICHHBIMM HIDKe. J{OMOJIHUTENbHBIMU
HEXKENATeNbHBIMA ~ PEaKIMsIMHA, KOTOpble OBUIM WACHTU(QHUIIMPOBAHBI KaK CBS3aHHBIE C
npuMeHeHreM komouHupoanHoi Tepanuu (VcR-CAP), 6pimn nHdexus BupycoM remnartuta B
(<1 %) u nmemust muokapya (1,3 %). Hactora yka3aHHBIX HEXKeEIaTebHBIX peakinil ObliIa CX0xkKa
B 00enX TpyINIax JEeYeHHs, YTO yKa3bIBaeT Ha TO, YTO ITH HEXKeJaTelIbHbIC PEaKIH CBSI3aHbl HE
TOJBKO C TpUMEHEeHHueM Oopre3omuba. 3HAYUMBIMH  OTIMYMSAMH Yy TAIUEHTOB C
MaHTUHHOKJIETOYHOH TMM(OMOI IO CPAaBHEHUIO C MALUEHTaMU B UCCIIEIOBAHUN MHOKECTBEHHON
MHEIOMbI OBLIIM MOBBIIICHHAs YacToTa (Ha >5 %) HexenaTeJIbHBIX PEaKIHUi CO CTOPOHBI KPOBH
(HelTponeHusl, TPOMOOLUTOINCHUS, JCHKONEeHUs, aHeMus, JuMmdorneHus), nepudepuueckas
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 29.01.2025 Nz 1955

(SN N F S o

CEHCOpHas HEMpONaTHs, THIIEPTEH3HS, MUPEKCHs, B MoH I Sron TS i i E?ﬂ'ﬂleﬁ'm;i co

CTOpOHBI Bosioc. HexxenarenbHble peakiuu ¢ yactoTo >1 %, co cxoxeil 4acTOTON WM BBIIIE B
rpynne VcR-CAP u ¢ kak MUMHMMYM BO3MOYKHOM U IpeIojiaraeMoil MpUYMHHO-CIIEICTBEHHOM
cBs3pl0 ¢ kKommoHeHTamMu VCR-CAP yka3zanel Hmwke B Tabnmme 7. Takke BKITIOYCHBI
HE)KeJIaTeNbHbIC peakiuy, BbiABIcHHbIE B rpynne VCR-CAP, koTtopble ObulM paciieHEHBI
HCCJIEIOBATESIMU KaK MMEIOIINE BO3MOXHYIO PUYNHHO-CIIEICTBEHHYIO CBSI3b C 0OPTE30MUOOM
Ha OCHOBaHUU UCTOPUYECKUX AAHHBIX UCCIIEIOBAHUIN MHOKECTBEHHON MUEJIOMBI.

HexenarenbHble peaklMu CrPYNIIUPOBAaHBl 0 CHUCTEMHO-OPTraHHBIM KJacCaM M 4acToTe
nosiBlicHust. YacToTy HEXKENATEIbHBIX PEAKIUN KIIAaCCU(DUIIMPOBAIIN CIICIYOIUM 00pa30M: O4YeHb
gacto (>1/10), wacto (>1/100, Ho <1/10), HewacTo (>1/1000, Ho <1/100), peako (=1/10000, HO
<1/1000) u yactoTa Hem3BeCTHA (YaCTOTY HEBO3MOXXHO OICHUTH MO MMEIOIIUMCS JaHHBIM). B
KQKIOW 9aCTOTHOU TPYIITEC HeXKENATEIbHBIC PEAKITUH MPEACTABICHBI B MOPSIIKE YMEHBIIICHHS HX
CephE3HOCTH.

Tadauna 7. Hexkenare/ibHble PeaKUUHM Y NAHMEHTOB ¢ MAHTHHHOKJIETOYHOUH JuMdomoi,
noJjy4yaBumux tepanuio VecR-CAP

CucreMHoO- YacroTa HexenareabHbIe peakmuu
OpPraHHbINi KJace

Nudexnum u Ouenb [THeBMOHUS*
WHBa3UH 9acTo
Yacto Cericuc (B TOM YHUCIIe CENITUYECKUH MIOK )™, OTIOSCHIBAIOIIIMIA

repnec (B TOM  4YMcI€ JIUCCEMUHUPOBAaHHBIM U
o(ransmoreprec), reprecBUpycHas UHEKI*,
OakTepuagbHble HHPEKIUN™*, NHPEKIUS BEPXHUX/HUKHUX
JBIXaTeNbHBIX MyTei™®, rpulOkoBas HWHQEKIUS™®, MPOCTON
reprec*

Heuacro | I'ematut B*, undexunsa™, GpoHXOMHEBMOHUS

Hapymenns co | Ouenn TpombGouuToneHus*, ¢bebpunbHas HEUTPONECHMS,
CTOPOHBI KpPOBHU M | 4acTo HeUTponeHus*, neikonenus™, anemus™, mumdonenus™
auMpaTnaeckoi

CHCTEMBI Heuacro | ITanmmronenus™

Ouyenp | ['MnepuyBCTBUTENBHOCTH ™
4acTo

Hapymennst co| Ouenp | CHMXXCHHE anIeTuTa

CTOPOHBI WMMYHHO# | 14aCTO
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 29.01.2025 N2 1955
(MOCTEQOBATENEHOCTE 0002)
CucremHno- Yacrora
OPraHHBIN KJacc
CUCTEMBI «
Yacro ['unokanuemua™, WU3MEHEHUE COAEPKAHUE TIIOKO3bl B
KpOBH™, TUIIOHATpUEMHUS*, caxapHbId TuadeT*, 3aaepiKka
KUJKOCTU
Heuacto | Cunapom nu3uca onyxoiu
[Tcuxuueckue Yacro PaccrpoiicTBa u HapymieHus cHa*
paccTporcTsa
Ouenp | [lepudepudeckas ceHcopHas HeWpoIaTus, IU3ECTE3Us™,
4acTo | HeBpaurus*
Yacro | Helipomatuu®, nBurarenbHas Heilpomatus™, moreps
co3HaHus (B TOM uYuciae OOMOpOK), sHIehamonaTus™,
Hapymenus %Y nepudepuyecKas CEHCOPHO-MOTOpPHAs Helpornarus,
CTOPOHBI ~ HEPBHOH TOJIOBOKpY)KEHHE™®, W3BpalieHne BKyca*, aBTOHOMHAas
CHUCTCMBI HeWponaTus
Heuacro | CumMnToMbl pacCTpoiicTBa BEreTaTUBHON HEPBHOM CUCTEMBI
Ouyenp | CungpoM I'nitena-Bappe”, JEMHUEIMHU3UPYIOIIas
penko nonuHeitponatus”
Hapymenuns co | Yacro Hapymenwue 3penus™
CTOPOHBI oprasa
3peHus
Hapymenns co | UYacro CrnyxoBast 1u3ecte3us (B TOM YUCIIE IIYyM B ymiax )™
CTOPOHBI oprasa
%
cllyxa W JJaGupuHTa Heuacto | Bepturo*, cHnxenue ciyxa (BIUIOTh IO TNTyXOThI)
Yacto | Gubpwuisiuus cepaua (B TOM UHUCIE Tpeacepauil),
apuTMHS*, cepJeuHas HEAOCTaTOYHOCTh (B TOM YHCIE
JIEBOTO W TIPABOTrO JKEITyJ0uKa)®, umemMuss MuoKapia
Hapymenuns co p Zﬂ )", pAa,
UCHYHKIUS J)KETyJOUKOB
CTOpPOHBI cepAla AmChyHKIL yA
Heuacro | CepneuyHo-cocynuctele  HapymieHHUss (B TOM  YHCIe
KapIMOTCHHBIN IITOK)
Hapymenus co | Hacro l'uneprenzus®, TUITOTEH3UA™, opTrocTaTudeckas
CTOPOHBI COCYJI0B TUIOTEH3HS
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 29.071.2025 N= 1955

JCTEOOBATENEHOCTE 0002)

CucremHno- Yacrora
OPraHHBIN KJacc
Hapymenus co | Hacro Opprka®, kamens*, ©KoTa
CTOPOHBI
JBIXaTeNbHOM Heuacto | OcTpelii pecnupaTopHbId JUCTPECC-CUHIPOM, JIEro4Has
CHCTEMEL OpraHoB 9MO0JIUs, THEBMOHUT, JIETOYHAsI TUIIEPTEH3Us, OTEK JIETKUX
>
IPYIHOH KIETKH H (B TOM YHCJIE OCTPBIiA)
CPeAOCTEeHUS
Ouens | TomHOTa U pBOTA*, MTUapes™®, CTOMAaTUT*, 3aTOP
9acTo
Yacto | XKemymouHo-KMIIEUHOE KPOBOTEUEHHE (B TOM 4YHCIE M3
CIIM3UCTON 000JIOUKHK)*, MeTeopu3M, AHUCHENCHs, OO0Jb
Kenynouno- N * . N
ropjae M TJIOTKe®, racTput®, si3Bbl POTOBOM HOJOCTH™,
KULICYHbIE
IUCKOM(pOPT B 00JIACTH KMBOTA, AUc(arusi, BOCHAIECHUE
HapyLICHUS
i KEIyJOYHO-KUIIEYHOTO TpakTa*, 00Jb B KHBOTE (B TOM
YHCclie JKEIyJAO4YHO-KHIleYHass 0oiap U Oonb B o0sacTu
cene3eHKH)*, 3a00J1eBaHuUs OJIOCTU PTa U A3bIKa™
Heuacto | Konut (B TOM umncIie ceBqoMeMOpaHO3HbIH KOIHT)*
Hapymenus co| Yacto | I'enaToTOKCMYHOCTH (B TOM YHCIIE MOpPaKEHUE MEYECHN )
CTOPOHBI TEYEHU U
KEITUEBBIBOIATITIX Heuacto | IleyeHouHas HEIOCTATOYHOCTD
nyTein
Hapymenus co | Ouenp | 3aboneBaHus BOJOCSHOIO MOKpoBa™*
CTOPOHBI KOXH U | YacTo
MOJKOKHBIX TKAHEHN
Yacto | 3yn*, nepmMatut®, chiib™
Hapymienus co Yacto CrasMel MBI, 00JIb B MBIIIIAX*, 00JIb B KOHEYHOCTAX
CTOPOHBI MBIIIEYHOMH,
CKEJIETHON u
COCTUHUTEILHOU
TKaHU
Hapymenns co| Yacro | MHpekuns MOUYEBBIBOAAIIUX MyTeH™
CTOPOHBI TOYEK U
MOYEBBIBOSAIINX
nyTei
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CucremHno- Yacrora
OPraHHBIN KJacc

OO6ume napymenus u | Ouens | JIuxopagka®, ycranocts, acTeHUs
peakuuM B MecTe | 4acTo

BBC/ICHUS
Yacto Ortek (B ToM uucie nepudepudeckuii), 03H00, peakiuu B
MecTe BBeaeHus*, oOliee HemoMoranue*
JlaGopaTopHbie u| UYacro | T[unepommpyonHemus™, MU3MEHEHUE OEITKOBBIX
WHCTPYMCHTAIILHBIC MoKasarese™, CHIKEHIE MAcChl Tella, YBEIHUECHUE MACChI
TaHHBIC Tena

* CrpynmupoBaHo 0oJiee OJHOTO TePMHUHA, coriacHo kKiaccudukaiun MedDRA.
*IlocTperucTpaMOHHBIH OMBIT MPUMEHEHHS
Tlayuenmui ¢ peyuousupyroweti MAHMULHOKIEMOYHOU TUMGDOMOU

[Tokazarenu OGe3omacHOCTH OOpPTE30MUOA y ATUX MALUEHTOB CXOJHBI C COOTBETCTBYIOIIUMH
IIOKAa3aTeJsIMM Yy TAlMEHTOB C MHOYKECTBEHHOW MHEJIIOMOW. 3HAUYMTEIbHBIE Pa3INUMs MEXIY
JBYMsI TPYIIIaMU allMEHTOB 3aKII0YaJIUCh B TOM, YTO TPOMOOLIMTONIEHUS], HEUTPOIIEHUSI, AHEMUS,
TOIITHOTA, PBOTA U MUPEKCHUs Yallle HAOIIOJAINCh Y MTAMEHTOB ¢ MHOXXECTBEHHOW MUEIOMOH O
CPaBHEHHIO C MAlMEHTaMH ¢ MAaHTHIHOKJIETOUYHON TUMQOMOIL; a nepudeprudeckas HeuponaTHs,
CBIIb U 3y/l — Y NAI[UEHTOB C MAaHTUWHOKJIETOYHOMN JTUM(POMOIL.

Omnucanyre OTACNIbHBIX HeXKENaTSAbHBIX PeaKIIUN

Peaxmusayus ungexyuu eupycom Herpes zoster

Mnoorcecmeennas mueroma

VY 26 % nauueHToB, IPUHUMABIIUX OOPTE30MUO COBMECTHO € Me(aaaHOM U IPEIHU30HOM, ObLIa
IpoBeJieHa NMPOTUBOBUpPYCHasl mpodunaktuka. Yacrora pazsutus uHpexuuun Herpes zoster y
NAMEHTOB, IPUHUMABIIUX OOPTE30MHO COBMECTHO € Mel(aTaHOM U MPEeAHU30HOM, Oblta 17 %
B Clly4ae, €CJIM He Obliia MpoBe/ieHa MPOTUBOBUPYCHAs MpoduiakTuka, u 3 % B ciydae, eciu Obliia
NpOBe/IeHA MPOTUBOBUPYCHAS MPO(PHITAKTHKA.

Manmuiinoxiemoynas aumpoma

B uccnenoBanuu panee He J€YSCHHON MaHTHHHOKIETOYHON muMdomsbl y 137 u3 240 nmauueHTOB
(57 %) B tpynnme VcR-CAP Oputa mpoBeneHa NpoTHBOBHpYCHas mnpodmiaktuka. Yacrora
pasBuTus nHdexmu Herpes zoster y manuentos B rpymnmne VcR-CAP 6si1a 10,7 % B ciyuae, eciu
He ObliIa MpoBe/ieHa MPOTUBOBUPYCHAs MpOoQHIaKkTHKa, 1 3,6 % B cityuyae, eciu Obljia MpoBeeHa
MIPOTUBOBUPYCHAs MTpoQuIaKkThKa (cM. pazaen 4.4).

Hngpexyus u peakmusayus eupyca cenamuma B

Manmutinoxiemounas aumcoma

B wucciemoBanum paHee HE JICUCHHOW MaHTUHHOKIETOYHOW IMMQoMbl HHGEKIHS BHUpyca
renaruta B ¢ ¢aTanbHbM BcxoaoMm Habmonanack B 0,8 % ciydaeB (n=2) y malueHTOB B TPYIIIe
27



O

TEBETCTEYET ZKI

i

ot 29.01.2025 N2

_NEPTHOMY OTYETY

1955

LAY

R-CHOP u B 0,4 % cnyuaeB (n=1) B rpymme )

/cR-CAP. @6titan ietdral pasin b

BHpYyca remnaruta B Oblia cxoka y NMalueHTOB
COOTBETCTBEHHO).

B rpymne VcR-CAP u R-CHOP (0,8 % u 1,2 %

Iepughepuueckas Hetiponamus npu KOMOUHUPOBAHHOU MepPanuu

Mnooicecmeennas muenoma

Yacrora pasButusa nepudepudeckoir Heripomatuu (ITH) cormacHo wuccienoBanusm,

rIe

0opTe30MHO Ha3HAYANICS B KAYECTBE MHIYKIIMOHHOMN Teparii B KOMOWHAIMH C JICKCAMETa30HOM
(uccnenoBanue IFM2005-01) u gekcamera3oHoM U TaauaoMuaoM (ucciegaoBanrne MMY-3010),

mpeacrasjicHa B Ta6n1/1ue HHWXKE.

Ta6auna 8. Yacrora pa3zsurus nepudepnyeckoil HeiiponaTuu BO BpeMs MHAYKIIMOHHOM
TepPanMuu COrJIACHO TOKCMYHOCTH H 0TMEHA TepaluM B CBA3U ¢ Pa3BUTHEM NepHdepudeckoi

HelponaTun

BJUI (N=239) BJI (N=239)

IFM-2005-01 MMY-3010

TJI (N=126) BTJI (N=130)

Yacrora passutus [TH (%)
Bce crenenu tsxecTu

CreleHp TSHKECTH >2 3 15 12 45
Crenenp TSHKECTH >3 1 10 2 31

<1 5 0 5
OTMeHa Tepanuu B CBSI3M C Pa3BUTHEM <1 2 1 5

ITH

BJ1J] — BUHKpUCTHH, IOKCOPYOUIIHH, JIEKCAMETa30H;

B/l — 6opTe3omud, nexcameraszon; T/1 — tanumomu,

nexcameta3on; BTl — 6opre3omMu0, TamumaoMuI, JeKcaMeTa3oH.

IIpumeuanue: «mepudepnyeckas HeWpoHaTusy BKIIOYACT CIEAYIOIINE TEPMUHBL:
nepudepudeckas MOTOpHash HeWpomnarus,

HEBpOMaTHs,
NOJIMHEHPONaTHsL.

Maumuiinoxniemounas aumpoma

niepudepudeckast
nepudepruveckass CEHCOpPHas HelpomnaTws,

YacToTa pPa3BUTHA HCpH(I)CpPI‘IGCKOfI HeﬁpOHaTHH IIpUu MPUMCHCHUHN KOM6I/IHI/IpOBaHHHX PCKUMOB

B HCCIICAOBAHHWHN paHEEC HE JICYEHHOH MaHTHUMHOKJIECTOYHOM J'II/IM(l)OMBI,

rae Gopre3oMub

NPUMEHSJICS B KOMOMHAIlMM C pPUTYKCUMaOoM, HHUKIO(GochaMUaoM, TOKCOPYOUIIMHOM U

npenHuzoHoM (RCAP), npuBenena B Tabiuie HIDKE.

Tabauua 9. Yacrora pazBurusi nepudepuyeckoili HeMPONMATHUU COIJIACHO TOKCHUYHOCTH U

OTMEHA TepalnuM B CBSI3HM ¢ pa3BUTHEM Neprdepudecko HeHPONaTHH

VCR-CAP (N=240) R-CHOP (N=242)

Yacrora pazsutus ITH (%)

Bcee crenenu tsxectr 30 29
CreneHsp TSKECTH >2 18 9
CreneHp TSKECTH >3 8 4
OTMeHa Tepanuu B cBsi3H ¢ pa3zsutuem ITH 2 <1
[TH — nepudepuueckas Heliponatusi.
[pumeuanne: «nepudepuyueckas HEHPOMATHsS» BKIIOYACT CIEAYIONINE TEPMHHEL: TepudepudecKas
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HEBpOMAaTHs, Tepudepudeckas MOTOpHAs HeWpamarus, h%(%e])%‘églé}fTE&EWQE{;THCI%IPQI;QTHH,

MOJIMHEHpOTaTHS.

Toowcunvie nayuenmst ¢ MAHMUUHOKIEMOYHOU TUMPOMOLL

B uccrnenoBannu panee He JeUCHHOM MaHTUHHOKIeTOUHOM TuMdombl B rpynnie VcR-CAP 42,9 %
ManyueHToB ObUTH B Bo3pacte oT 65 no 74 net u 10,4 % narueHToB B Bo3pacte >75 ner. XOTs
MAlMeHTHl B BO3pacTe >75 neT ObLIM MeHee TojiepanTHhl U K pexkumy VcR-CAP u x R-CHOP,
4acTOTa Pa3BUTHS CEPbE3HBIX HEkenareabHbIX peakuuii B rpynmnax VcR-CAP u R-CHOP Obuta
68 % 1 42 % COOTBETCTBEHHO.

3uauumeie pasiuuusn 8 npoguie bezonacHocmu bopmesomuda npu NPUMeHeHUuU NOOKONCHO U
BHYMPUBEHHO 8 KaYecmee MOHOmepanuu

B uccnenosanuu ¢aser Il y nmamueHToB, KOTOpBIE MOMydann OOpTE30MHUO IMOAKOKHO, 00IIast
4acTOTa BOZHUKHOBEHHUS HEXENATeIbHBIX PEaKIfii cTeneHn 3 Wi Bhime Obuta Ha 13 % Hipke, a
4acToTa OTMEHBI OopTe3omuba Obuia Ha 5 % HIDKE MO CPABHEHHUIO C BHYTPUBEHHBIM ITyTEM
BBEJICHMSI.

OOmast yactoTa BO3HUKHOBEHMS JHUapeH, KeIyJOYHO-KUIIeYHOH U OpromHoi 00w,
ACTEHHWYECKUX COCTOSHUHM, HMH(pEKUUI BEpXHHUX [AbIXaTeNbHBIX MyTed U nepupepudecKux
HeBporaTtuil 0buta Ha 12—15 % Huke B Ipymie MoAKOKHOIO BBEACHHUS 10 CPABHEHUIO C IPYIION
BHYTPUBEHHOI0 BBejeHus. Kpome Toro, udacrora pa3BuTHs nepudepudeckux HeWponatuit
crerieHu 3 u BoIme Obuta Ha 10 % HIKe, a yacTOTa MPEKpaLICHHUS TePANU N3-3a epudepruaecKux
Heliporiatuii — Ha 8 % HIDKE B TpyIIE IMOAKOXHOTO BBEICHHS IO CPABHEHUIO C TPYMIION
BHYTPUBEHHOTI'O BBEICHHSI.

VY 6 % manueHToB HAONIOIANKNCh PEeaKIIMU B MECTE€ BBEACHHS MPU MOAKOKHOM MPUMEHEHUH, B
OCHOBHOM, TMOKpacHeHHe. Takue ciiydau pa3pemiainch B CpEAHEM B TedeHHe O AHEH, y IBYX
MaIUeHToB oTpeboBanock u3MeHeHne 103bl. Y aByX (1 %) mamueHToB HaOIIOJaINCh TSKETbIe
peakmuu: 1 cimydaii 3yna u 1 ciydaii moKpacHEeHHUS.

YactoTa cMepTu IpH MPOBEIEHUU Tepanuu coctaBuia 5 % B rpyrre MoJAKOKHOTO BBEACHUS U
7 % B rpynmne BHyTpUBEHHOI'O BBe/IeHUs1. YacTOTa CMEPTH OT «IIPOrPECCUPYIOLIETr0 3a00I€BaAHUS
coctaBuia 18 % B rpyrie noJkoxHOro BeeeHus U 9 % B rpyrnne BHYTpUBEHHOTO BBEJICHUSI.

Bo3zobnoenenue mepanuu y nayuenmos ¢ peyuousupyroujeti MHO#CeCmaeHHO MUeIoMOoll

B wuccnemoBanum, rtne OoprtesomMu® HaszHavaics 130 mamueHTaM ¢ peUUAMBHUPYIOLICH
MHOECTBEHHON MHUEJIOMOM, KOTOpble paHee UMEH XOTs Obl YaCTUYHBIA OTBET HA OOPTE30MUO-
CoJIep KAIIMI PeXUM, HanOoJIee YaCTHIMH HEXKENNaTeIbHBIMU PEAKIIUIMH BCEX CTENECHEN TSKECTH,
HaOMIOJaBIIMMUCS Kak MUHHUMYM Y 25 % mamuenTtoB, Obutn: TpomOonmroneHus (55 %),
Heiiponatus (40 %), anemus (37 %), nuapest (35 %), 3anop (28 %). [lepudepuueckas Heliponatus
BCEX CTETICHEH TSHKECTH | cTerneHu >3 Habmoaanachk y 40 % u 8,5 % manueHTOB COOTBETCTBEHHO.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxHo coo0mars O MOJ03pPEBAEMBIX HEXKENAaTeIbHBIX pPEAaKLUUAX MOCIe PErucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ IelIbl0 00ecTedeHns1 HeIPepbIBHOTO MOHUTOPUHTAa COOTHOIICHHS
«T0JIb3a—PUCK» JICKAPCTBEHHOTO Tpenapata. MeIuImuMHCKUM paOOTHUKAaM pPEKOMEHIYeTCs
coolmare 0 JOOBIX MOJ03PEBAEMBIX HEKENIATEIbHBIX PEaKIUsIX JIEKapCTBEHHOTO Iperapara
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EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

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

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
CHUMOTOMBI

[Tepeno3upoBKa, MPEBHIIAIOIIAS PEKOMEHIYEMYIO 103y OoJiee ueM B 2 pasa, COIPOBOXKIATIACH Y
OOJILHBIX OCTPBIM CHUKCHHUEM apTCPUAIBHOTO JAaBJICHUA U TpOMGOIII/ITOHCHHeﬁ CO CMCPTCIIbHBIM
UCXOJIOM.

Jleuenue

Cremuduueckuii aHTHAOT K Oopre3omuOy HeusBecTeH. [lpu mnepeno3upoBke cienyeT
KOHTPOJIMPOBATh IMOKA3aTENIN KU3HEHHbBIX (PYHKIMI O0JILHOTO U MPOBOAUTH COOTBETCTBYIOIILYIO
TEpanuio Ui  TOJJCPKaHUS  apTepHajbHOrO  JaBieHUs  (MHQY3HMOHHas  Tepamnwus,
COCYIOCY’KHBAIOIINE W/WIIA UHOTPOITHBIE MTPETapaThl) U TEMIIEPATyphl Tea.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKas TPyIIa: MPOTUBOOMYX0JIEBbIE CPEACTBA; IPYTUE TPOTUBOOITYXOJIEBbIE
CPEeICTBa; MHTUOUTOPHI IPOTEACOM.
Kox ATX: LO1XGO01

MexaHN3M e CTBUS

boprezomn6 — 3TO  OOpaTUMBIi  MHTHOUTOP  XUMOTPUIICMHIOAOOHOM  aKTHBHOCTHU
26S- mpoTeacoMbl KJIETOK MIJIEKOMUTAIONUX. JTa MpOTeacoMa MpPEICTaBIsSET COOO0H KPYIMHBIN
OETKOBBI KOMITJIEKC, KOTOPBI paciieruisieT OelKH, KOHBIOTHUPOBAHHBIE C YOMKBHUTHHOM.
Y OUKBUTHH-TIPOTEACOMHBI TyTh HIPAaeT KIIOUEBYIO POJb B PETYISIUN BHYTPUKICTOUHOU
KOHIICHTPAIlM HEKOTOPHIX OENKOB M, TaKHUM O0pa3oM, NOICPKUBAET BHYTPHKICTOYHBIN
romeocta3. [lonaBieHne aKTUBHOCTH MPOTEACOMBI IPENOTBPAILAET ATOT CEJEKTUBHBIN
NPOTEOIM3, YTO MOXKET BJIMATh HA MHOTHE KacKalbl PEeaklUil Iepenadyd CUrHajla B KIIETKE.
Hapymenne Mexann3ma nojiep>kaHusi FoMeocTa3a MOXKET IMPUBOIUTH K THOETH KIIETKH.

In vivo GopTre3omMHO BBI3BIBAJI 3aMEIJICHUE POCTA OIYXOJH BO MHOTHX JKCHEPHUMEHTAJIBHBIX
MOJIEIISIX,, BKITFOYasi MHOYKECTBEHHYIO MUEIIOMY.

B oskcmepumentax in Vitro, ex VIiVO W Ha JKMBOTHBIX MOJENAX OOPTE30MHO YCHIMBAI
T depeHIIMPOBKY U aKTUBHOCTh OCTE€00JIACTOB U MHTHMOMpPOBall (YHKIUIO OCTEOKIACTOB. DTH
3 PexTh HAOTIOJATHCH y TAIIMEHTOB C MHOKECTBEHHOW MUEJIOMON C MHOYKECTBEHHBIMH OYaraMu
0CTEOJIN3a, MOIYYAIOIIUX TePATHI0 O0PTE30MUOOM.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

IIpy BHYTPUBEHHOM CTPYitHOM BBeJeHUH GopTe3oMubda B 103ax 1,0 Mr/m? u 1,3 Mr/m? nanueHTam
C MHOYKECTBEHHOM MMENIOMOH MaKCcHUMajbHble KOHLEHTpauuu (Cmax) Ipenapara B IIJIa3Me
COCTaBIIAIOT COOTBETCTBEHHO 57 112 ur/mn. Ilpm mocnenyromeM BBEIACHUU IIperapara
MaKCHMaJbHble KOHIIEHTPALIUU B IJIJa3Me KpPOBU HaxoJsATcs B npenenax 67—106 Hr/mi 11t 7036l
1,0 mr/m? 1 89—120 ur/miu s 1036l 1,3 Mr/m®.

IIpu BBeneHMH B 03¢ 1,3 MI/M? MOJKOKHO WM BHYTPUBEHHO TAIMEHTaM C MHOXKECTBEHHOI
MHEJIOMOM 00IIIee CHCTEMHOE BO3ICHCTBHE ITOCIIE TOBTOPHOTO BBeIeHUS B TOM ke 03¢ (AUClast)
OBUIO SKBHBAJICHTHO JUIg 00oux myTed BBeaeHus (155 Hr*u/mm npu MOAKOKHOM BBEACHUU U
151 ar*uy/mn npu BHYTpUBEHHOM BBeAE€HUH). Cmax Mocie MmoakoxHoro BeeneHus (20,4 Hr/mi)
OblTa HIDKE, YeM TI0CJe BHYTPHBEHHOTO BBeneHHUs (223 ur/mur). CpemHee reoMeTpuUYecKoe
cootHomeHue AUCjst coctaBmio 0,99, a 90 %-uple noeputrenpHble mHTEepBaNBI — 80,18—
122,80 %. Tmax coctaBnsmio 30 MUH MPH MOJKOKHOM BBEACHHH U 2 MUH MPU BHYTPUBEHHOM
BBEJICHUHU.

Pacupenenenue

ITocne ogHOKpAaTHOrO WJIM MHOTOKPAaTHOTO BBeaeHUs B jo3ax 1,0 MI/M? | 1,3 MI/M2 CpeaHui
00beM pacrpesiesnieHusi 0opre3omMuba y MalMeHTOB ¢ MHOXKECTBEHHOW MHEIOMOM COCTaBJIsIeT
1659-3294 1 (489-1884 n/M?). DTO MO3BONAET MPEAOTIOKHUTH, YTO GOPTE3OMHO MHTEHCHBHO
pacnpenensercs B nepudeprudeckux Tkansx. [Ipu kornentpamnusax 6oprezomuda 100—1000 ar/mn
CBS3BbIBAHUE IIpernapaTa ¢ OelKaMM IJIa3Mbl KPOBHM cocTaBisieT B cpenHeM 83 %. ®paxuus
O6opTe3omuba, CBI3aHHOTO ¢ OEIKaMH IJIa3Mbl, HE 3aBUCUT OT KOHIIEHTPAIIHH.

BI/IOTDaHC(bODMaHI/IH

B ycmoBusx in  Vitro meraGomm3M Oopre3oMHOa MPEUMYLIECTBEHHO —OCYIIECTBIISCTCS
uzopepmertamu nuroxpoma P450 — CYP3A4, CYP2C19 u CYP1A2.

VYyactue uzodepmento CYP2D6 u CYP2C9 B merabonuszme OoprezomMuda HE3HAUUTETHHO.
OcCHOBHBIM ITyTeM MeTaboau3Ma SBIISETCS OTIICINIEHHE aTOMOB Oopa ¢ oOpa3oBaHHEM ABYX
MeTaboIUTOB, KOTOPHIE B JaJIbHEHIIIEM I'MIPOKCHIIMPYIOTCS C 00pa30BaHUEM HECKOJIBKUX IPYTHX
MeTabonuToB. MeTabonuTel 0opTe3omMuda He HHTUOUPYIOT MpoTeacomy 268S.

DIuMHHAIIS

Cpennuii mepuo]i MOJYBBIBEIEHUS Mpenapata MpU MHOTOKPATHOM BBEACHHUU cocTaBiseT 40—
193 yaca.

Bopte3omub OpicTpee BEIBOJUTCS MOCIE MEPBOM O3Bl IO CPABHEHHIO C MOCIEAYIONUMU JT03aMHU.
[locne nepBoro BBeaeHus B no3ax 1,0 mr/M? 1 1,3 mr/m? CpenHuil OOIIMii KIMPEHC COCTABIISET
cootBeTcTBeHHO 102 1 112 J1/4, a mMOCITe OCTIeAYIONUX BBEICHUI COOTBETCTBEHHO 1532 J1/4.

Oco0ble TPVIIILI TAIUEHTOB

Ilon u paca
Bnusinue nosa u pacsl Ha papMakOKMHETUKY OOpTe30Muba HE N3y4alioch.

Ileuenounas nedocmamourHocmy
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UccnenoBanus papMakoknHETHKH OopTe3omMuda y oHKOTOT MaCeRIAC GOTBHEX ¢ 'quiﬁy'i[éé}';pfmn

(GyHKUIMYU TeYeHN MPOBOAMINCH Ha 60 malMeHTax ¢ pa3IUYHOM CTETEHBIO TSHKECTU HAPYIICHUH
dynkiuy nevenn (cm. Tabmuiy 5) ¢ mpuMeHeHHeM 103 Gopresommba 0,5-1,3 mr/m%. Jlerkue
HapymeHus (QyHKIMH MeYeH! He BIUSIOT Ha (apMaKOKMHETHKY Oopre3omuba. Y MalMeHTOB C
HapylIeHUsSMH (YHKIIUU TIEYCHH CPETHEH M TSDKENoW CTenmeHHW TshkectH Habmomaercs 60 %
yenumuenne AUC (Tutomaab moJ KpUBO# «KOHIIEHTpAIHsi—BpeMsi») 00pTe30Mu0a 10 CpaBHEHHIO
C MalUeHTaMu ¢ HOPMaJbHON (yHKIMEH nedeHu. [ manueHToB ¢ HapyHICHUSIMHU (QYHKIIUU
NICUCHHU CPEIAHEU M TSDKEIIOW CTENEHH TSHKECTH PEKOMEHAYETCS YMEHbIICHHE HAYallbHOW JI03BI
6oprezomuba. TpeOyeTcss BHUMATEIbHOE HAOIIOACHHE TAKUX MAIlEHTOB.

Tloueunas neoocmamournocms

dapmakokuHeTHKa Oopresomuda B jgo3ax 0,7—1,3 Mr/m? BHYTpUBEHHO 2 pa3a B HEAETIO Y
OOJILHBIX C JICTKUMH, CPCAHMMU HIIM TAKCIIBIMA HAPYIICHHUAMUA q)YHKHI/II/I IIOYECK, BKJIIOYaA
MAlMEeHTOB, HAaXOJMIIMXCA Ha JMaju3e, COoMocTaBuMa ¢ (apMaKOKMHETHKON Ipernapara y
OOJIBHBIX C HOPMAJIbHOW (DYHKIIMEH TTOYEK.

CTHu

®dapmakoknHeTHKa OopTe3oMuba u3ydanach y JeTeil B Bo3pacte OoT 2 1o 16 meT ¢ ocTpoit
aumMdoOIacTHON JelKeMHel WM OCTPOl MHUENOUAHON JeWKeMHell Mpu BHYTPUBEHHOM
6omocHOM BBeJIeHNH B 103¢ 1,3 Mr/m? 2 pasa B Hejemo. [10 JaHHBIM MONMYISIMOHHOTO aHAIKM3a
(apMaKOKUHETHKH, BbIBeleHHE OOpTe3oMuba YCKOPSIOCh MO Mepe YBEIMYCHHS IUIOMAIn
nmoBepxHOCTH Tena mnamnuenta. CpemHee 3HadeHwe (kodddumment Bapuarnuu, %) KIUpeHCca
6opre3omuba coctaBuno 7,79 (25 %) n/u/M?, paBHOBECHBIH OOBEM pAcIpeieIeH s COCTABHII
834 (39 %) n/m?, a mepuox nomyssiBenenus — 100 (44 %) 4. IToce koppekuuu dddexTa mIomay
MOBEPXHOCTH Teja Apyrue aemorpaduueckue nepeMeHHble (Takue Kak BO3pacT, Macca Tena |
MOJI) HE OKAa3bIBAIM KJIMHHYECKH 3HAYMMOTO BIUSHUS Ha KiaupeHC Oopte3sommba. Kmupenc
OopTe3omuba y AeTel, HOPMAJIM30BAHHBIN MO MIIOMIAIN MOBEPXHOCTH TeNa, ObLI COMOCTABUM C
TaKOBBIM Y B3pPOCIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
Mannuron.

6.2. HecoBmecTHMOCTH

[Tpenapat HenIb3s CMELIUBATh C APYTUMHU JEKapCTBEHHBIMU CPEJCTBaMH, 3a HckitoueHueM 0,9 %
pacTBOpa HaTpHsl XJIOPUA.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 roja.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuThb npu Temrepatype He Bolie 25 °C Bo BTOpUYHOM yrakoBKe (MTayke KapTOHHOM).

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

ITo 27,5 mr (2,5 mr 6opte3omuba); mo 33,0 mr (3,0 mr 6opre3omuda) wmm mo 38,5 mr (3,5 mr
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O6oprezomnba) nrodrmszaTa Bo ¢irakoHbl Oec etroro! Chekra=14o ErHEEMH—*IéIKOIJo Kthcea

BMECTUMOCTBIO 15 MiI, yKymopeHHbIe NpOOKaMH pPE3MHOBBIMHU, 3aKaTaHHBIE KOJIMAuKaMu
QIIOMUHMEBBIMM ~ WIM  KOJIIAYKaMU  AJIIOMUHMEBBIMM M IUIACTUKOBBIMU  KPBILIKAMHU,
o0ecreunBarOIIMMUA KOHTPOJIb IIEPBOTO BCKPBITHSI.

[To 1 ¢makoHy BMECTe C MHCTPYKIMEH MO MEIUIIMTHCKOMY MPUMEHEHHUIO MOMEIIAIOT B MaYKy U3
KapToOHa.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIMyJsiiHU ¢ NpPenapaTom

Bopre3zomub KaHoH sBIisieTCss IPOTUBOOITYX0JIEBBIM IpenaparoM. [Ipu npurorosinennu pactsopa
U oOpalleHuH C IpernapaToM CIEAyeT IPOSABIATE OCTOpOoKHOCTb. Cremyer cobmronaTh
COOTBETCTBYIOIIIME MEpbI aceNnTUKU. PexomeHayeTcs moJb30BaThCsA NEpYaTKaMUM MU APYTrou
3aIUTHON OZEXKIOM Ul IPEIOTBPAIEHUs] KOHTAaKTa ¢ Koxkel. [Ipemapar Henb3s cmemmBaTh ¢
JpYTHMMH JIEKapCTBEHHBIMH CPEACTBAMH, 3a uckioueHuem 0,9 % pacrtsopa HaTpus Xi10puaa.

IIpuroToBacHNE PACTBOPA JJIsl BHYTPUBEHHOI'O BBEACHMUS

Cogepxumoe ¢akona pactBopsitoT B 3,5 mi 0,9 % pactBopa Hatpus ximopuaa. Konnenrpanus
MPUTOTOBJICHHOT'O PacTBOpPA JIsl BHYTPUBEHHOTO BBeeHus — 1,0 Mr/miL.

[TpUroTOBNEHHBIN PACTBOP AOJDKEH OBITH Mpo3padyHbiM M OecriBeTHbIM. [Ipu oOHapyx)eHuu
MEXaHWYECKUX BKJIIOYCHUN WIM W3MEHEHHMs I[BE€Ta IIPUIOTOBJIEHHBIM pPacTBOP HCIOJIb30BATh
HEJb3.

[lomy4yeHHplii  pacTBOp BBOJAT IyTeM BHYTPUBEHHOMN OorocHOM UHBECKIINU
IPOJIOJDKUTENBHOCTBIO 3—5 CeKyHA uepe3 nepupepuyeckuii WM LEHTPaJbHBIA BEHO3HBIN
Karerep, KOTOphIi 3aTeM npoMeiBaroT 0,9 % pacTBopoM HaTpHs XJIOpPUAA U1 HHBEKLUH.

[IpuroToBiaeHNE pacTBOPA JIJISI MOJKOKHOI'O BBEICHMS

Copnepxxumoe ¢nakona pactBopsitoT B 1,4 mi 0,9% pactBopa Hatpus xiopuja. Konnenrpauus
IPUTOTOBJICHHOTO PAacTBOPA AJIS MOAKOKHOTO BBEACHUS — 2,5 MI/MIL

[TpuroToBneHHBIH pacTBOpP MOJKEH OBITH Mpo3padHbIM U OecuBeTHbIM. llpu oOHapyxeHuun
MEXaHWYECKUX BKJIKOYEHUN WIM W3MEHEHHMs I[B€Ta IIPUTOTOBJIEHHBIM pacTBOP HCIOJIB30BATh
HEJb3s.

[Tomy4yeHHBIN pacTBOP BBOIAT MOAKOKHO B 00y1acTh Oempa (MpaBoe WM JIEBOE) WM B 00JIaCTh
KUBOTa (cmpaBa wiH cieBa). HeoOXoauMO MOCTOSHHO MEHSATh MECTO BBEIEHHS TMperapara.
Kaxxgast mocienyromiasi HHbEKIHS T0JDKHA BBOAUTHCS HA PACCTOSHUU KaKk MHHUMYM 2,5 CM OT
MecTa MpeAblAyliedl HHbeKIuH. Henb3s BBOAWTH MpemapaT B YyBCTBUTEIbHBIE 001ACTH,
MOBPEXKACHHBIE 00MacTu (MOKpAacHEHUs, CUHSIKW), a TakKe B OOJACTH, TJe BBEACHHE WIJIBI

3aTpyIHEHO.
B ciyyae BO3HMKHOBEHHUS MECTHBIX peaklMil B 00JIaCTH MOAKOKHOTO BBeleHUs Oopre3oMuba
MO>KHO HCII0JIb30BaTh MEHEE KOHIIEHTPUPOBAHHBINA PACTBOP ISl MOAKOKHOTO BBeneHus (1 mr/mi
BMECTO 2,5 MI/MII;, Ui 3TOTO cojaepkumoe ¢urakoHa pactBopsaooT B 3,5 mu 0,9 % pactBopa
XJIOpHJIAa HATpUsl) WIK NEPENTH Ha BHYTPUBEHHOE BBEICHME IIpenapara.
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7. IEPKATEJ b PETUCTPALIMOHHOTO|Y TOCTOBEPERG | E/1EHUCTE 0002]

Poccniickas @enepanvs

3A0 «Kanondapma npogaxis»

141100, MockoBckast 0011., r.0. lI[énxoBo, T. [l[énkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

Anpec aiekTponHo# moutsl: safety@canonpharma.ru

7.1. llpeancraBuTeib AepKaTesisi PerucTPAIMOHHOTO YA0CTOBEPEHUSA

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATh I10 aAPECY.

Poccuiickas @enepanus

3A0 «Kanondapma npogaxiis»

141100, MockoBckast 0011., r.0. lI[&1xoBo, T. LI[énkoBo, yi. 3apeunas, a. 105.
Temn.: +7 (495) 797-99-54.

Anpec anekTpoHHOM mouThl: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXKJIEHHSI PETUCTPALIMN,
INEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmiasi xapakTepUCTHKa JIEKapCTBEHHOro mpenapara bopre3omu6 KaHOH goctynmHa Ha
UH(OPMAIIMOHHOM mopTane EBpa3suiickoro 3KOHOMHYECKOrO COKo3a B HH(MOPMAIMOHHO-
KOMMYHHKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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