COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 13.08.2025 N= 20612

OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "70%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
bopre3omu6-Tesa, 3,5 mr, nuodunauzar A NPUTOTOBICHUS pacTBOpa ISl BHYTPUBEHHOTO U

IIOAKOXXHOI'O BBEACHUA

2. KAYECTBEHHBIN M KOJIMYECTBEHHbIN COCTAB

JelicTByto1iee BemecTBo: 00pTe30MHo.

Kaxxnprit ¢pakon comepxut 3,5 mr 6opre3omuda.

[Tocne pa3Benenus 1 mit pacTBopa [uisi BHyTPUBEHHOTO BBEJICHHS COEPKUT | Mr OopTezomubda.
[Tocne pa3Benenus 1 mi pacTBoOpa i MOJAKOKHOTO BBEACHUS COAEPXKUT 2,5 MT OGopTezomuoa.

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar Ay NpUrOTOBJIEHUS pacCTBOpA JIJIsl BHYTPUBEHHOT'O U MOJIKOXKHOTO BBEICHUS

HOpOI_HOK HJIM YIIUIOTHCHHAA Macca 0€JI0ro Ui IMOYTH OEI0T0 OBCTA.

4. KIMHUYECKHUE JTAHHBIE

4.1. IlokazaHusl K IPUMEHEHHUIO

boprezomn6-TeBa nmokazan K IPUMEHEHUIO Y B3POCIBIX IS JICUCHHUS:

— MHOECTBEHHOU MHEIIOMBI;

— MaHTUHHOKJIETOYHOH JIUM(POMBI.

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

Jleuenue 60pTe30MHOOM ClIeAyEeT IPOBOIUTH TOJIBKO O] HAOIIOJEHUEM Bpaya, UMEIOIIETO OTbIT
IIPUMEHEHHUS IPOTUBOOITYX0JIEBOM XUMUOTEPAIIHH.

PexxuM 103upoBaHus

Monomepanus

Peuu@ueupwowaﬂ MHOMNCECMBEHHRAA Muejioma U peuudueupwomaﬂ MAHMUUHOKICIMOYHAS

ﬂuMQéOMd

Pexomennyemas go3a oopre3omuba cocrasiser 1,3 mr/m? Iomaaun 1mMOBCPXHOCTHU TCJIa ABa pa3a
2

B Hezeno B TeueHue 2 "Hexenb (mau 1, 4, 8 u 11) ¢ mocneayrommm 10-1HEBHBIM MTEpEPHIBOM
(mam 12 — 21). Mexay BBeIeHHEM TTOCIIEIOBATEIBHBIX /103 Mpernapara J0DKHO MPOUTH HE MEHEe
72 4acoB.

[Tpu nutenbHOCTH JiedeHHs Ooniee 8 IUKIOB OOPTE30MUO MOKHO MPUMEHSTH MO CTaHIAPTHON

CXeME€ WIM [0 CXeME NOJIEPKHUBAIOLIECH TEepanuu pPEeUUINBUPYIOIIEH MHOXECTBEHHON



COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 15.08 5 N2 20612

1, 81595 e ot 13- ARt

MHUEJIIOMBI — €XKCHCACIIBHO B TCUCHHUEC 4 HEACTb

nepuoioM otabixa (quu 23 — 35).

[TaruenTam, y KOTOpBIX Tepamus OOpTe3oMHOOM HE Jana KIMHUYECKOro OTBETa
(mporpeccupoBaHKe UM cTaOMIM3aIMs 3a0o1eBaHus nocie 2 wid 4 HUKIOB COOTBETCTBEHHO),
MOKeT ObITh Ha3HaueHa KOMOHWHAIIMS BBICOKHX 03 JeKcameTa3zoHa ¢ Oopre3oMuOoM. B satom
ciydae 40 Mr gexkcaMerasoHa Ha3HAYaeTCs MEPOpalbHO C Kaxaou no3oi Goprezomubda: 20 mr
B JICHb BBeJIcHUS OopTe3omuba u 20 Mr B CIIeAYIONINHI JCHb MTOCIIE BBEACHUS OopTe3omubda. Takum
o0OpasoM, mpueM JiekcameTazoHa npousBoaar B 1, 2, 4, 5, 8, 9, 11 u 12 nens, cymmapuo 160 mr
3a 3 Henemnu.

Koppekuus 003bl U 80300HOGICHUE mepanuu

[Tpu pa3BUTUU reMATONIOTHUECKON TOKCUYHOCTH 4-1 CTENeHH WM JIF0O0T0 HEreMaToJIOrHUeCKOTo
TOKCHYECKOTO d(dexTa 3-i CTeneHw, 3a MCKIYCHUEM HEHpomnaTuu, JedeHne 00pTe30MHOoM
cienyeT NpUOCTaHOBUThH. Ilocine MCYE3HOBEHUS CHUMOTOMOB TOKCHYHOCTH, JIEUEHUE
060pTe30MHOOM MO>KHO BO3OOHOBHTH B J103€, CHUKEHHON Ha 25 % (103y 1,3 Mr/m? CHUXKAIOT 10
1,0 mr/m?; mo3y 1,0 mr/m? camkarot 1o 0,7 mr/m?).

[lpy mnosiBNEeHMM CBSI3aHHOW C TNpPHMEHEHHeM Oopre3omuba HeWpomaTHyeckod Oonu W/wimm
nepudeprudyeckoil CEHCOPHOW HelponmaTuu 103y Ipernapara H3MEHSIOT B COOTBETCTBUU C
tabnuueit 1. OTMedanuch ciiydyau BOSHUKHOBEHUS BEreTaTUBHOM HEHPOIIATUU TSKEJION CTETeHH,
NPUBOJANINE K MPEKPALICHUIO WM MPHUOCTAHOBJIEHUIO TEepanuu. Y MalUEHTOB C TsKEIOon
HeWponaThel B aHaMHe3e O0pPTE30MUO MOXKHO TMPUMEHSATH TOJBKO MOCTE THIATEIHHOW OICHKU
COOTHOILIEHUS PUCK/TIOJIb3A.

Ta6auna 1. Pekxomenayemoe m3MeHeHHe 103bI IPH Pa3BUTHH BBI3BAHHON Oopre3omMudoM
HeliponaTuyecko 00 W/uanm nepudepuyecKoil CEHCOPHON WM JBUIATEJIbHOM
HellponaTuu

TsxecTh NepupepruIecKoi HeliponaTun

HN3meHeHnue 103bI M YaCTOTHI BBEAEHHUSI

1-a crenens (mapecte3us, cnaboOCTh W/WIH
yracanue pediaexkcoB) 6€3 001 WK yTPaTh

byHKIIUN

Jlozda U pexuM BBeIEHUS He TpeOyIoT
KOPPEKINH

1-1 cremeHp ¢ 0OJBIO WU 2-5 CTEIIEHB
(mapymienue GyHKIIUU, HO HE TIOBCETHEBHOM
aKTUBHOCTH)

CHuzuts 103y 10 1,0 mr/m?

I

W3MEHHUTh DPEXUM BBeAeHUd Ha 1,3 mr/m?
1 pa3 B HeeMO

2-91 CTenmeHb C OONBI0 WM 3-5 CTEIEHb
(HapyeHue NOBCEAHEBHOM aKTUBHOCTH)

[IprocranoBuTh NprMeHeHHe OopTe3omMuda
710 MICYE3HOBEHUSI CUMITOMOB TOKCUYHOCTH.
ITocme aTOr0 BO30OHOBUTH JICUCHUE, CHU3UB
no3y npemnapara 10 0,7 Mr/m> U yMEHbIIUB
4acTOTY BBEJICHHSI IO OJTHOTO pa3a B HEJIEINIO.

4-1 crteneHb (CeHCOpHas HeWpomaTus,
IpuBOAAIIas K  UHBAIUIAHOCTH  WIH
JBATATENIbHAsL HEWpOMaTHsi, YrpOKaromas

JKU3HU WK TPUBOJAIIAA K HapaJ'II/I‘-Iy')

[Ipexpatuth npuMeHenue 6opresomnda




ot 19.08.2025 N= 20612

(MOCNEOOBATENEHOCTL 0008)

Kombunuposannas mepanus

COOTBETCTBYET SKCNEPTHOMY OTUYETY

MHuooicecmeennas _muenoma vy NAyUeHmMos, pamnee He NOAVHASUIUX JeyYyeHue, U Komopble

He A6IAI0MC KAHOUOAMAMU HA npoee()eﬂue mpaHncnianmayuu cni60jiossblx Kiemok

PeKOMeHOVEMCL‘Z 0034a 6 KOM6MHCZZ4MM CM@]leCUZaHOM u npe()HI/BOHOM

bopte3oMu6 BBOIAT BHYTPUBEHHO CTPYHHO B T€UEHHE 3 — 5 CEKYH]I WJIM OJIKOKHO KOMOMHALIUN
¢ mendaraHoOM M MPEAHU30HOM, MPUHUMAEMBIMU BHYTPb. IIpoBOAST HeBSATH O-HEIEeNbHBIX
[IUKJIOB, KaK MoKa3zaHo B Tabmuie 2. B mukmax 1 — 4 6opre3oMud NpuUMEHSIOT 2 pa3a B HEACIIO
(mnaum 1, 4, 8, 11, 22, 25,29 u 32), a B uukiax 5 — 9: 1 pa3 B venemo (auu 1, 8, 22 u 29).

Tabaunma 2. Pexkomenayemasi cxeMa [J03MpoOBaHHMsi 0OopTre3oMuOa, NPUMEHAEMOI0 B
KOMOMHAIUM ¢ Med(dalaHOM ¥ TNPETHH30HOM Yy MANHEHTOB C paHee HeJeYEeHOI

MHOKECTBEHHOH MHEJOMOI, KOTOPbIM He I0KA3aHO NpOBeJleHHe TPAHCILIAHTAIMH
CTBOJIOBBIX KJIETOK

Bopre3omud 2 paza B Hege10 (HuKIbI 1 —4)

Henens 1 2 3 4 5 6

Bopre3zomu6

(1.3 Mr/v?) JEHb | B JeHb |/ICHb |lIeHb | TNEPHUOX  |ICHB |JCHb |JCHb |JCHb | IEPUOL
’ 1 4 8 11 OT/AbIXa 22 125 | 29 | 32 |ormeixa

Menganan

(9 mr/m?)

+ JEHb | IeHb | I€Hb | JEHb | B nepuo/ B B B ~ |mepuon

[Ipennuzon 1 2 3 4 OTJIBIXa OTJIBIXA

(60 Mr/m?)

BopTte3omub 1 pa3 B Henesio (HMKJBI 5 — 9)

Henens 1 2 3 4 5 6

BopTezomu6

(1,3 mr/m?) ACHE | - _ ACHb 1epruoa ACHb JeHb  |mepuon
’ 1 8 OTbIXA 22 29 OTBIXA

Mendanan

(9 mr/m?) nepuon

+ JCHb | ICHb | ICHb | ICHb MEPHOT

OT/BIXa - - — —
[Mpenuu3oH 1 2 3 4 - OT/IbIXa
(60 Mr/m?)

Koppexuyus 0030l npu KOM6UHMDO@CIHHOIZ mepanuu ¢ Me]ld)a]laHOM u nDeaHZ/tS’OHOM

[lepen HayaIO0M HOBOTO LUKJIA JICUCHUS:

— Copeprxanue TPOMOOITUTOB AOKHO OBITH > 70000/MKIT

— AOcomotHoe yncno HeiitpopunoB (AUH) > 1000/mxn

— Heremaronoruyeckass TOKCHYHOCTb JOJDKHA CHM3MTBCA 10 1 CTENEHM WIM O HCXOJHOTO

YPOBHS.



ot 13.08.2025 N= 20612

Taoauna 3. Koppexkuusi 10361 NpU MOCaeAYHOIMX um&ﬂ&%ﬂlﬁ%‘iﬂzﬂbwj CTb D0O8)

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

TOKCHYHOCTD Koppelcuml HJIA OTCPOYKA N03bI

TI'emamonozuueckas moKcuuHocmoy 6 xooe
npeovloyuiezo yukia:

* JlnutenbHas HEUTPOIICHUSA wii | B crenyromem nukine o3y Mmenganana
TpoMOouuToneHnuss 4  cremeHw, JMOO | CleQyeT yMEHbIIUTH Ha 25 %
TPOMOOIIMTONICHUS C KPOBOTCUCHHEM
* Copepxanne TpombormutToB < 30000/mxi | OTIOXKUTH BBEACHHE OOpTE30MIOa
mm AYH < 750/Mkn1 B [eHb BBEIEHUI
6oprezomuba (kpome aus 1)

* Heckonbko OTCpOUEK BBeneHus | Jlosy 6opresomuba cHIXKAOT Ha 1 cTymneHb
Oooptezomuba B ogHOM Iukie (> 3 pa3 mpu | (¢ 1,3 mr/m? mo 1,0 mr/m? ¢ 1,0 mr/m?
BBEJICHUH 2 pa3a B Heleo uid > 2 pa3 npu | a0 0,7 mr/m?)

BBEJICHUH | pa3 B HEJEIIO)

Hezemamonozuueckasn mokcuunocms | Ilpumenenne Oopre3oMuba OTKIIAABIBAIOT
>3 cmenenu: hi (6] CHIDKCHHUS HEreMaToJIOTUYECKOM
TOKCHYHOCTH 10 | cTemeHnm wim 10
ucxoaHoro ypoBus. [locie sToro nedenue
00pTe30MHOOM MOXHO BO30OHOBHUTH B JI03€,
cHmkeHHO Ha 1 crtymenp (¢ 1,3 mr/m?
mo 1,0 mr/m?;, ¢ 1,0 mr/m®> go 0,7 mr/m?).
[Ipu pa3BuTHM HeliponaTHUecKoi 00U U/UiH
nepuepruIeckoil HeMpomaTHH, CBI3aHHOU C
npUMeHeHneM  OoprTe3omuba,  BBelICHUE
OUepeHOW 703l  OTKIAQJIBIBAIOT  W/WIN
KOPPEKTUPYIOT 103y, Kak  OIKCAaHO
B Tabaune 1.

I[OHOJ'IHI/ITCJ'ILHEUI I/IH(I)OpMaI_II/IH 0 Men(panaHe U TPCAHU30HE MPUBOAUTCA B HMHCTPYKLUAX II0

MCIUTTUHCKOMY IIPUMCHCHUIO (J'II/ICTKaX-BKJ'IaI[BIH_IaX) 9TUX IIPCIapaToB.

MHuooicecmeennasn muenoma y nAyUeHmos, panee He Noay4asuiux ieyeHue, U Komopule A61810mcs

Kanouoamamiu Ha I’ZD06€0€HL£€ mpaHcnjiaunmayuu cnieojliossblx Kienmok

Pexomenoyemas 0oza

PexomeHnnyemas HauasibHas 703a OopTe3oMuOa MpH MPUMEHEHUH B KOMOWHAIMU C JPYTUMHU
JIeKapCTBEHHBIMM TIpernapaTtaMu cocTaBiseT 1,3 MI/M? IUIOIAAM MOBEPXHOCTHU Tela JiBa pasa
B Hexeno B TeueHue 2 Hexmenb (auu 1, 4, 8 m 11) ¢ mocieayroolmuMm MepepbIBOM
MPOIOJDKUTENBHOCTRIO 10 — 18 mHel, uro cocraBnser 1 nukn gedenns. Heo6xoaumo nmpoBectr
oT 3 10 6 TakuX HIMKIOB. MeXIy BBEJICHHEM IOCIIENOBATENBHBIX /103 OopTe3omMuba J0JKHO
IIPOMTH HE MEHee 72 4acoB.

Koppeknnro 103bl y MalMeHTOB, KOTOPBIM MTOKa3aHO MPOBEICHNUE TPAHCIIAHTALlMU CTBOJIOBBIX
KJIETOK, HEOOXO/IMMO MPOBOJUTH COITIACHO PEKOMEHIallUsIM, ONMCAaHHBIM B Tabnuie 1.
VYkazaHusi M0 JO3MPOBAHUIO JICKAPCTBEHHBIX IpENapaToB, MPUMEHSEMBIX B KOMOMHALUU C
60pTe30MHO0OM, TPUBEAECHBI B COOTBETCTBYIOLIMX MHCTPYKIUAX 10 MEUIIMHCKOMY PUMEHEHUIO

(JIucTKax-BKJIA IbIIIAX).



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 13.08.2025 N= 20612

(NOCNEONCBATENBEHOCTL 0008)

Peuudueupwomaﬂ MHOMHCECMBEHHAA MUueiomda

PeKOMeHO]/EMCL‘Z 003a npu npumeHerHuu 6 KOM6L£HCZI/{I/£I/£ C ne2uiupoeaHHbIM _ JdUNOCOMAIbHbIM

00KCOPYOUUUHOM

VYkazaHuss 1O /03¢ M KOPPEKIMH J03bI OopTe3ommuba ONMHMCAHBI BBIIIE B MOAPA3JILIe
«MoHoTepanus.

[TerunupoBaHHBIN JTUIIOCOMATBHBIN TOKCOPYOUIIMH TIpuMeHseTcs B 1o3¢ 30 mr/m? B 4-blif IeHb
3-X HeNenpHOrO0 LHMKIa Tnpuema Ooprezomuba B BHUAEC BHYTPHBEHHOW UWHQY3UU
MPOJIOIDKUTEIHLHOCTRIO | "ac cpasy mociie BBeAeHHs OopTe3oMuda.

HononuurensHass wuHPOpMANMg O TMETHIMPOBAHHOM  JIMIIOCOMAJIBHOM  JOKCOPYOHUIIMHE
MPUBOAUTCS B HMHCTPYKIIMU 1O MEIUIIMHCKOMY HIPUMEHEHHUIO0 (JIMCTKE-BKJIAABINIE) TaHHOTO
npenapara.

PeKOMeHa}/eMCZ}Z 003a npu npumMeHeHuu 6 KOM6MHCZI4MM C 0eKcamemasoHom

VYkazaHuss 1o 03¢ U KOPPEeKIUH J03bl OopTe3omuba oOmucaHbl BBIINIE B MOJpa3felie
«MoHnoTtepanusi». [lekcameTa3oH MpUHUMAETCS BHYTPh B 03¢ 20 MI' B CYTKHU B JICHb BBEICHUS
Oopre3oMuOa 1 Ha CIEAYIONIUNA 32 HUM JICHb.

I[OHOJIHHTCJII)H&?[ I/IH(l)OpMaIII/Iﬂ 0 ACKCAMCTA30HC MPUBOAUTCA B UHCTPYKIWH 11O MCAUITUHCKOMY
NpUMEHEHHIO (JIMCTKE-BKIIAJIBIIIC) TAHHOTO TIpenapara.

HOGI’I’ZODHCI}Z mepanusi MHONCECMBEHHOU MUETIOMbL

B ciiyuae penuanBa y naiiMeHTOB, paHee OTBETUBLINX Ha TEpANio 00pTe30MHUOOM (MOHOTEPAIIUIO
WIM KOMOWHHPOBAHHYIO Tepanuio), HEOOXOJAWMO HAuYMHATh TEpaluio C CaMOW BBICOKOM
NIEPEHOCUMON J03bl. YKa3aHUs 10 JO3UPOBAHUIO ONMCAHBI B nofpasaene «MoHoTepanus».

Panee neneuenas manmutinoxiemoyunas /ZuMd)OMa

Pexomendyemasn 0oza npu npumeneHuyu 8 KoMOuHayuu ¢ pumykcumabom, yuxiodochamuoom,

00KCOPYOUUUHOM U NPEOHUZOHOM

VkazaHuss mo 03¢ U KOpPpPEeKIUH J03bl OopTe3omuOa omnucaHbl BbIIIE B MOJpa3felie
«MoHoTepanus».

HeoOxoqumo mpoBecTn 6 HUKIOB Tepanuu OopTe3omMuOoM. B crmyuae, ecnu y manueHTa OTBET
Ha TEpamnuio BIEpBbIE HAOIIOAETCS BO BpeMsl 6-ro LMKIJIA, PEKOMEH]IyeTCs MPOBECTH ellle
2 TOTIOJTHUTEIIbHBIX IHKJIa Teparuu 00pTe30MHOOM.

B 1-p1it nenp kaxmaoro 3-x HENEIbHOTrO IMKJIA Tepanuu O00pTe30MHOOM HEOOXOAMMO BBOAWTH
CIEeyIOIIMe JIEKapCTBEHHBIE MperapaThl B BHJIE BHYTPUBEHHBIX HWH(QY3UN: pUTYKCUMAaO
B nmo3e 375 wmr/m?, nukinodochamun B nmoze 750 mMr/m? m mokcopyOuimH B mo3e 50 mr/m?.
[Ipeaau3on nmpuHUMaeTcs BHYTPh B 03¢ 100 mr/m? B quu 1, 2, 3, 4 1 5 KaXI0T0 1IUKIIA TepaNTun

O6opTe3omMubOoM.



COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 13.08.2025 N= 20612

Koppexuus 003bl 80 8peMs. mepanuu paree HeiayeHou M%%étﬂ%ﬁ%&%&%ﬁ%@gﬁw 008 )

[lepen HauasoMm HOBOTrO LIMKJIA JieueHUs (Kpome 1ukia 1):

— Copeprxanue TpoMOOIIUTOB 10JKHO ObITH > 100000/MKi1 1 AYH > 1500/mx1

— KoHueHTpanus remorioonHa qoKHA OBITE > 8 1/ (> 4,96 MMOIIB/T)

— Herematonoruyeckass TOKCUYHOCTh JOJDKHA CHHU3UTBCA 0 | CTENEHU WIM /10 MCXOIHOTO
YPOBHSI.

[Tpu pa3BUTUHM reMATOIOIMUECKON TOKCUYHOCTH 3-1 CTENEHU WM JIF0O0T0 HEreMaToJIOrHUECKOT0

TOKCHUYECKOro 3(dexra 3-i CTeneHH, 3a MCKIYCHUEM HeHpomnaTtuu, JedeHne 00pTe3oMuOoM

CJICAYCT IPUOCTaAaHOBUTD. VkazaHus 1o KOppE€KIHHU A03bI IIPUBEICHEI B Ta6n1/1ue 4.

Tadiuna 4. Koppexkuusi 10361 BO BpeMsl TepanuH y MallMEHTOB € paHee HeJIe4eHOM
MAHTHIHHOKJIETOYHOI JTMMPpomoit

Toxkcn4HOCTDH Koppekuusi wiim 0oTcpoYKa 103bl
T'emamonozuueckas mokcuunocmep: Tepanus Oopre3oMHOOM  JODKHA — OBITh
* Heiitponienuss > 3 cTeneHW CJIMXOPAJKON | MPUOCTAHOBJICHA HA CPOK N0 2-X HEACHb JIO
AR HEHTPOTICHHS 4 CTCTICHU | MOMEHTA, KOIJla y TMalueHTa OyayT
MPOJOJDKUTEIILHOCTEIO ~ Ooslee 7 mHEH, | HAOMIOAAThCST  CHIEAYIOIIME  TIOKAa3aTelln:
conepxkanue TpoMooruToB < 10000/MKI1 AYH > 750/mxn, conep:kaHue TPOMOOITMTOB

>25000/mKi

* Ecnmm mociae NpUOCTAaHOBKH — Tepamuu
TOKCHYHOCTh HE Pa3peniaeTcs A0 OMUCAHHBIX
BBIIIIC TIOKA3aTeled, TO TEPAIHI0 HEOOXO0AMMO
MOJTHOCTBIO MPEKPATHTh

* Eciun TOKCUYHOCTh paszperaeTcs
1o nokaszatenei: AUH > 750/mki conepxanue
TpombormroB > 25000/mkn, TO  no3a
ooprezomuba  JOKHA  OBITh  CHIDKEHA
Ha 1 ctymens (¢ 1,3 mr/m? go 1,0 mr/m?, unu
¢ 1,0 mr/m? no 0,7 mr/m?)

* Conepxxkanne tpomoOouuToB < 25000/mkin | OTIOXHUTH BBEEHHE OOopTe30oMuda

mwm AYH < 750/Mkn1 B J€eHb BBEIEHUS
6opte3zomuda (kpome aHs 1)

Hezemamonozuueckas moKkcuuHocmo [Tpumenenne 6opTe3oMubda OTKIAABIBAIOT 10
> 3 cmenenu: CHU)KEHMSI HEreMaToJIOTMYECKOM TOKCHYHOCTH
10 2 crenenu win Huxke. [Tocne atoro neuenne
00pTEe30MHUOOM MOXKHO BO300OHOBHUTH B JI03€,
cHIDKeHHOM Ha 1 crymens (¢ 1,3 mr/m?
1o 1,0 mr/m?, umu ¢ 1,0 mr/m? mo 0,7 mr/m?).
[Tpu pa3BuTHH HelponaTU4ecKoi 0omu W/umu
nepudepruyeckoil HelpomaTuu, CBSI3aHHOW C
npuMeHeHueM  Oopre3omuba,  BBEACHUE
OYepeHOW  JI03BI  OTKJIAQJBIBAIOT  W/WIIH
KOPPEeKTUPYIOT 1103y,  KaKk  OIIMCaHO
B TaOauIte 1.




COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 13.08.2025 N= 20612

Nudopmarus o pexuMe T03UPOBAHMS pI/ITYKCI/IMa6a,|: lﬁgﬁg@%iﬁ%ﬁg I:)ﬂ)'l—«'ro-{;GG'Il/rLHﬁ{'a u

IIPEIHU30HA MPUBEEHA B MHCTPYKIUAX 110 MEIULIMHCKOMY IPUMEHEHUIO (JIMCTKAX-BKJIA IbIIIAX )
3TUX IPENapaToB.

Oco0nlie I'pYHOIIbl TAalMEHTOB

Tayuenmui ¢ napywenuamu GyHKyuu nouex

Crenenp HapylieHUs: (PyHKIIUHM OYEK HE BIMAET HA (hapMaKOKUHETHKY OopTe3omuba. [loaromy
JUIsl TIALIUEHTOB C MOYEYHOM HEJAOCTAaTOYHOCTBIO KOPPEKIMH 103blI He Tpedyercs. Ilockombky
JIalIN3 MOXET CHIDKaTh KOHLEHTpaIMio 00pTe30MuOa B KPOBH, TO IpenapaT cielyeT BBOAUTh
1I0CJIe IPOBEACHUS IUANN3A.

Iayuenmel ¢ napywenuamu GyHKyuu nevenu

VY manueHToB ¢ HApymEHWsSMH (QYHKIUH TIEUYSHH JIETKOW CTENeHW He TpeOyeTcs M3MEHEHUs
HauanbHOM 1103bl. CrenyeT Ha3zHayaThb pEKOMEHIyeMyro n103y. IlanueHtam ¢ HapylleHUsSMU
(GYHKLNU EYSHU CPEHEN U TSHKENOM CTeneHHt clleyeT Ha3HayaTh 60pTe30MHO B yMEHbILIEHHON
no3e (cMm. Tabmuity 5).

Tabnauna 5. PekomeHnayemble H3MeHEeHUs] HAYAJIbHOM /103b1 00pTe30MH0a Yy NMALMEHTOB €
HAPYIEeHUAMH (PYHKIUH NeYeHn

CreneHb THAXKECTH KonunenTpauusa |AkTuBHOCTH M3MeHeHHe HAYAIbHOM 103bI
HapylIeHui OnmpyoOuHa ACT
(GYHKIUM NTeYeHH
Jlerkas <1,0 x BI'H >BI'H He tpebyercs
>1,0x—-1,5xBI'H | mobas He tpebyercs
Cpennsist >1,5x-3xBI'H mobast Tpebyercs Ha3HauaTh 6OpPTE30MUO

B yMeHbIIeHHO# no3e 0,7 mr/m? B
Te4YeHue nepBoro 1ukia. Cuexyer
paccMOTpETh BO3MO>XHOCTb
yBenu4eHus: 1o3bl 10 1,0 mr/m?
WIM JalibHEWIlee yMEHbIIEHUE
1035l 10 0,5 Mr/mM? B HOCIE Y IOLINX
OUKJIaX B  3aBHCUMOCTH  OT
MIEPEHOCUMOCTH NAIIMUEHTOM.

Tsoxenas >3 x BI'H Jro0as

ACT = acnapraramuHoTpancgepasa
BI'H = BepxHsis rpaHuLia HOPMBI

JleTu ¥ MOAPOCTKH

be3onacHocth U sdexkTuBHOCTH OOpTe3ommba y nmereld mutanamie 18 €T HE yCTaHOBJICHBI.
JocTynHble B HAcToOsIIee BpeMsl JaHHBIE OMHCaHbl B pazfene 5.2, HO PEKOMEHIAIMU IO
MPUMEHEHHUIO HE MOTYT OBITh CIETaHbI.

Crrocob nnpruMeHeHus

Mepwvr  npedocmopodicnocmu, npunumaemvie neped nNpUMEHeHueM npenapama Ui npu
obpaweHuu ¢ HuUM

WNudopmanus no pabore ¢ MUTOTOKCUYECKUMH NpenapaTaMu IpuBeeHa B pasaene 6.6.



COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 13.08.2025 N= 20612

BbopTe3oMub BBOIUTCS BHYTPUBEHHO CTPYHHO B TequHéEQ%'—é@l@E 'ﬁggggﬂéc—»'m:[@ 0008)

JlexapctBennblii mpenapatr boprezomub-TeBa mokazaH TOJNBKO JUJIi BHYTPUBEHHOTO U

MOJIKOKHOTO BBeJeHH. [Ipy HHTpaTeKkaIbHOM BBEICHUH ObLIH 3a(pUKCHPOBAHBI CIlydyal CMEPTH.

[Ipenapat Henp3s cMEMIMBATh C APYTMMHU JIEKAPCTBEHHBIMU CPEIACTBaMHU, 3a UckimoueHueM 0,9 %

pacTBOpa HaTpHs XJIOPHUAA.

Brympusennoe esedenue

[Tpu BHYTpUBEHHOM BBEJCHUN KOHLIEHTPAIMS pacTBOPA JOJDKHA COCTABIATH | MI/MIL

KoHuenTpanuss pacTBopa JOJKHA PAacCYUTHIBATHCSA OYEHb TINATEIBHO B CBA3M C PA3IMYUEM

KOHLIEHTPALUi PacTBOPA 11 BHYTPUBEHHOT'O BBEJCHHUS U PACTBOPA ULl TIOJKOXKHOIO BBEICHUS.

IlomyyeHHslii  pacTBOp BBOJAT IIyTeM BHYTPUBEHHOU 00TIOCHOI UHBEKLUU

IPOIOJDKUTEIBHOCTRIO 3 — 5 CeKyHJ yepe3 nepuepudecKrii WM IEHTPaTbHBIA BEHO3HBIN

Karerep, KOTOphIi 3aTeM npoMeiBatoT 0,9 % pacTBOpoM HaTpHs XJIOPUAA U1 UHBEKLUH.

TlookooicHoe sgedenue

[Tpy OKOKHOM BBEACHUN KOHIIEHTPAIIHS PACTBOPA JIOJIKHA COCTABIIATH 2,5 MI/MIL.

KoHueHnTpanus pacTtBopa JOJDKHA PACCUMTHIBATHCS OYEHb TINATEIBHO B CBS3M C pa3iInyueM

KOHLEHTpALUi PacTBOpPA JJIs1 BHYTPUBEHHOI'O BBEJEHUS U PACTBOPA VISl TIOJKOXKHOI'O BBEICHUS.

[Tomy4yeHHbIH pacTBOpP BBOIAT MOJKOXKHO B 00JsIacTh Oenpa (1paBoe MM JIEBOE) WIM 001acTh

*KUBOTa (cnpaBa wiM ciesBa). HeoOX0aMMO MOCTOSHHO MEHATh MECTO BBEIEHUS Ipernapara.

Kaxxnas mocnenytomiasi HHbEKIMS T0JKHA BBOAUTHCS HAa PAacCTOSSHUM KaKk MUHUMYM 2,5 ¢M OT

MecTa Tmpeablayliell MHbeKUuH. Henb3st BBOAMTH NpenapaT B YyBCTBUTEIbHBbIE O0JIACTH,

HOBPEXJCHHbIE 007acTu (MOKPacCHEHUs, CHUHSKU), a Takke B 00JacTH, Ii€ BBEJCHHUE WIJIbI

3aTPYAHEHO.

B ciyuyae BO3HHMKHOBEHHSI MECTHBIX PEaKIMil B 00JacTH MOJKOXKHOTO BBEAECHUs OopTezomuda

MOYKHO UCIIOJIb30BaTh MEHEEe KOHIIEHTPUPOBAHHBIN PacTBOP IS [TOJIKOKHOTO BBeAeHus (1 mr/mi)

BMECTO 2,5 MI/mi.

WHCTpyKIIMY 110 paCTBOPEHUIO JIEKAPCTBEHHOTO Iperapara rnepeji NpuMeHeHUEM cM. B pazzene 6.6.

4.3. IIlpoTuBONOKA3aAHMUS

e [ unepuyyBCTBUTEIBHOCTH K OOPTE30MHUOY, OOpY MK K JIF000MY U3 BCIIOMOIaTeIbHbIX BELIECTB,
MIEPEYHCIICHHBIX B pasnene 6.1;

e bepeMEHHOCTh U MEPUOJI TPYIHOTO BCKapMIIMBaHuA (cM. pasaen 4.6);

e Octpsie nuddy3Hbie HHPUIBTPATUBHBIC 3a00JIE€BaHUS JIETKUX;

e [lopaxenue nepukapna;

e OAHOBpEMEHHOE TNpPUMEHEHHE C CHWIbHBIMU HHAyKTOpamu wu3opepmenta CYP3A

(pudamnuuuH, kapdamazenut, GeHUTONH, (eHoOapOuTa, 38epoO0ii MPOIBIPSIBICHHBIN).
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4.4. OcoOble yKa3aHUs U MepPbI NPeTOCTOPOKHOCTH n@%bﬂ%ﬁﬁ& EMBHOCTL 0008)

[Ipr HEYMBIIUIGHHOM BBEJICHUU OOpTE30MHOa MHTpPATEKAIbHO OBLIM 3a(UKCHPOBAHBI CIydau
cmeptu. JlekapcTBeHHbIN nipernapar bopre3omuO-TeBa moka3aH TOJNBKO JJisi BHYTPUBEHHOTO U
MOJAKO>KHOTO BBeJeHUs1. He BBOOUTH MHTpATEKAIBHO.

Jlo Hayana U BO BpeMsl KaXI0T0 IIUKJIa Tepanuu He0OXOAMMO ITPOBOAUTD MOJTHBINA aHAIN3 KPOBU
C MO/ICYETOM JICHKOLUMTAPHON (POPMYJIBI M COJIEPKAHUS TPOMOOIIUTOB.

I'emaToyiormyuecKas TOKCHYHOCTh

Tepanust 60pTe30MUOOM MOKET MPUBOJIUTH K TPOMOOLIUTONEHUH 1 HeWTponieHnu. HanMensbiee
YHCII0 TPOMOOIMTOB OOBIYHO HaOmronaeTcs Ha 11 neHb IUKIa U BOCCTAHABIMBACTCA K Hadaly
ciemyrouiero nukia. L{ukinoBas nepuoIM4HOCTh YMEHBIICHHUS U YBEITHUCHHS YMCIIa TPOMOOIIUTOB
Ha0JI01a1ach B X0/1€ KIIMHUYECKUX HCCIIEOBAHUN y MAIlMEHTOB C MHOKECTBEHHON MHEIOMOM
WIA MaHTUHHOKJIETOYHOM TuM@poMoii. OTCYTCTBYIOT JaHHBIE, TOATBEPKAAIOIINE HAPACTAIOIIY IO
TPOMOOILIMTONECHUIO WIIM HEHTPOIICHUIO MPH JIFOOOM U3 PEKUMOB ja03upoBanus. Ilpu cHuxeHun
KosmgecTBa TpoMOoruToB <25000/MKI Tepanuio 60pPTE30MHUOOM cielyeT MPUOCTaHOBUTH. [Ipn
BOCCTAHOBJIEHHM KOJIMYECTBA TPOMOOLIMTOB JIEUYEHUE CJIEAYET MPOJOJKUTh B YMEHbBILIEHHBIX
J103ax IpH TILATEIBHOM COINOCTABJICHUH BO3MOXHOHM IOJIB3bI U pHUCKa JiedeHud. [[ns nedenus
IeéMaTOJOTMYECKOM TOKCHUYHOCTH MOXKHO MPHUMEHATh KOJOHUECTUMYJHMpYIOImKe (aKTopBhl,
nepenrBaHue TPOMOOIIMTAPHON B SPUTPOIMTAPHON Macchl. [Ipr 0THOBpEMEHHOM NMPHUMEHEHHUH C
MendaraHOM U TPEAHU30JIOHOM, KOrja KonudecTBo TpoMOoruToB <30000/MKi, Tepamuio
IIPenapaToM CJIeyeT IPUOCTaHOBUTb.

Coo01manocs o ciiyyasix pa3BUTHS JKEITyJA0YHO-KHIIEUHBIX U BHYTPUMO3TOBBIX KPOBOU3IUSHUNA
npu npuMeHeHuu Oopte3omuba. [lpu pa3BUTHM yKa3aHHBIX MOOOUYHBIX 3PQEKTOB creayeT
pPaccMOTpETh NMPOBEICHUE TIEPEIUBAHUS KPOBU U TOACPKHUBAIOLIEH Teparnui.

KenyaouHo-KUIIeYHbIe HAPYIICHUS

C uenbro npeaoTBpallleHns] TOIHOTE U PBOTHI PEKOMEH]IYETCSl IPUMEHEHHE TPOTUBOPBOTHBIX
nmpemnaparosB. HpI/I BO3HMKHOBCHHWHN JUAPCHU HA3HA4YarOT HpOTI/IBOI[I/IapCI\/JIHBIG JICKApCTBCHHBIC
cpeactBa. s TpenOTBpalICHUS WM JIEYCHUS OOE3BOKMBAHMS TAlMEHTaM HEOOXO0IUMO
MPOBOANTH PETUAPATANMOHHYIO TEpaNHui0 M TMOIACPKUBATh BOJHO-IJICKTPOIMTHBIN OanaHc.
Coo011a110Cch 0 CIIy4asx pa3BUTHS KUIIEYHOW HEMPOXOJUMOCTH (HEUaCTO).

[Tporpeccupyromas MyisTiudoKaIbHad JerkodHedaronatus (IIMJI)

OO0 oyeHb penKkux Ciy4asx pa3BUTHS BUpycHOU mHGpekuu J)xona KanHuHremMa HEM3BECTHOU
ATHOJIOTUH, MPHUBOJUBIIEH K Mporpeccupyromeid MyabTU(GOKAIBHON NeiikodHIedanronatuu u
K CMEpTH, COOOIIANOCH Y MAIMEHTOB, MPUHUMAarOMX 0opTe3omud. [Tanmuents: ¢ nuaraozom [IMJT
MOJTy4YaJld MMMYHOCYNPECCHUBHYIO TEpalHil0 JO0 WM OJHOBPEMEHHO C MPUMEHEHUEM

6oprezomnba. B GonpmmncTBe cimyuaeB [IMJI Obuta muarHocTupoBaHa B TeueHue 12 MecsieB
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PEryJsipHOM OCHOBE Ha IIPEIMET BOSHUKHOBEHMS WIN YXYILICHUS HEBPOJIOTHYECKUX CUMIITOMOB
WM IIPU3HAKOB, KOTOpble MOryT cBuaerenbcTBoBaTh O IIMJL. Ilpm momospenunm na IIMUJI
nalMeHTa HeoOXOJUMO HampaBUTh K creunuanucty B obmactu [IMJI u  mpennpuHATh
COOTBETCTBYIOIME AMArHOCTHUYEeCKHe Mepbl. CienyeT NMpeKpaTuTh IpUMEHeHue Oopre3omuda
B ciaydae quartoctuposanus [IMJL

[lepudepuueckas HelponaTus

ITpy BO3HHMKHOBEHMH HEHPOMATUU MPOBOJAT MOJAEP)KUBAIOLIYI0 Tepanuio. OObIYHO 4YacToTa
pasBUTHs TNepupepudeckoil HeilponmaTuM JOCTUraeT MakKCUMyMa Ha 5 LUKIe JIe4eHus
ooprezomubom. Ilpu mMOsIBIEHMM HOBBIX HJIM YCWICHHH HMMEIOUIMXCS  CHMIITOMOB
nepudepuyeckoil HeMpPOaTHH MOXKET MOTPEOOBAThCS CHU)KEHHUE JI03bI M U3MEHEHHE pPEeXHMa
BBeZIeHUs1 OopTe3oMuba. [lanueHTsl TOMKHBI HAXOIUTHCS MOJ IOCTOSHHBIM HaOJIOJEHUEM B
CBSI3M C BO3MOXXHOCTBbIO BO3HMKHOBEHHS CHUMIITOMOB HEHWpONaTHM (OILYIIEHHE >KKCHMS,
TUIIEPECTe3Usl, TUIIECTE3Us, IAPECTE3Us, OLIYIIeHUE AUCKOM(OopTa, HEBponaTuyeckas 00Jib WIH
cnabocth). YacToTa BOSHUKHOBEHUS HEHPONIATHH IIPU MOJK0KHOM BBEJIEHUU O0pTE30M10a HUKE,
4YeM TaKOBasl IPY BHYTPUBEHHOM BBEICHHH.

B nononnenune k nepudepuueckoil HelpomnaThH, BO3MOXKEH BKJIAJ BEreTaTUBHON HeHpomaTuu
B HEKOTOpbIE HEKEIATEIbHbIE PEaKLMH, TaKue KaK MOCTypaibHasi TUIIOTEH3US U TSHKEIIbI 3a10p
C KHIIEYHOW HempoxoAuMocThio. MHdopmanus o BereraTuBHOM HeWpONaTUU U €€ BKJIAJE
B YKa3aHHBIE HEXEJIaTEIbHbIE PEAKIINA OTPaHUYCHA.

OtMmeydanucs cirydan BOSHUKHOBEHUS BETETATUBHON HEWPOIIATUH TSKEIION CTETIEHH, IPUBOASILINE
K MPEKPAILLEHUIO WA IPUOCTAHOBIICHUIO TEPAIIUN.

Pannuil u peryssipHbIli MOHUTOPHUHI HAa HAJIWYUE CUMIITOMOB HEHPOIIATHH C HEBPOJOTUYECKOU
OLIEHKOH JOJKeH MpPOBOAUTHCS y MNAIMEHTOB, NMPUHMMAKOLIMX OOpTe30MUO B KOMOMHALIUU
C IperaparamH, CIIOCOOHBIMHM BBI3BIBAaTH Heiponatuio (Hampumep, Tamuaomun). Ilpu stom
ClelyeT pacCMOTPETh BO3MOXKHOCTh COOTBETCTBYIOLIETO CHMKEHUS J03bl WIM INMPEKpaLICHUS
JICYCHMUS.

Cynoporu

VY OONBHBIX C OTCYTCTBHEM CYAOPOT WJIM SIMWICTICUM B aHAMHE3€ OMHUCAHBI HEYacThle CIydau
pa3Butus cygopor. [Ipu jgedeHun OOJIbHBIX, UMEIOIIUX Kakue-In00 (aKTOpbl pUCKa Pa3BUTHUS
cyaopor, TpedyeTcst ocobasi OCTOPOKHOCTb.

OprocTaTrdecKas TUIIOTCH3US

Tepanust ~ 60pTe30MMOOM  YacTO  CONPOBOXKIAECTCS  OPTOCTATHUECKOW  TMIOTEH3UEH.
B OonbmmHCTBE ciiydaeB OoHa ObIBaeT c1aboil WM cpelHel TSKECTH M MOXKET HaOIroAaTbes B

X0JIe BCEro Je4YeHHWs. Peako oTMeyanuch KpPaTKOBPEMEHHBIE MOTEPH CO3HAHHUSA. Y OOJIBHBIX,

10



COOTBETCTEBY ET_ 3

ot 19.

(CIEPTHOMY OTYETY

025 W= 20612

BATEbH 96T 800k

< OO i}
MMEIOIINX B aHAMHE3€ 0OMOPOKH, THMa0ETHUECKYIO Hems&'ram—lg,%b

mpemaparsl, a TaKkke y OOJNIBHBIX C 00€3BOKMBaHMEM Ha (pOHE Juapew WM PBOTHI CIEAYET
coOIOAaTh OCTOPOKHOCTh. BOJBHBIX ClIeyeT MPOUHCTPYKTUPOBATH O HEOOXOIUMOCTH
oOpalieHus K Bpady B CiIy4ae TOJIOBOKPYKEHHsI, IyBCTBA <JICTKOCTH B TOJIOBE» MM 0OMOpOKA.
[lpy pa3BUTHM OPTOCTATHYECKOW THUIIOTCH3HMH PEKOMEHIYETCSl THApaTanus, BBEICHUE
TIIFOKOKOPTUKOCTEPOUIOB H/WIIM CHUMITATOMHUMETHKOB; MPH HEOOXOIMMOCTH CIEAYyeT CHU3HUTH
JI03y TUTIOTEH3UBHBIX MPETIApaTOB.

CepsieyHas HEAOCTaTOYHOCTh

[Tpu npumenenun 60pTe3oMuOa OMUCAHO PA3BUTUE WU YCUJICHHE MMEIOLICICS XpPOHUYECKOU
cepleyHor  HejocraToyHocTH. K pa3sBUTHMIO IPU3HAKOB M CUMIITOMOB  CEpPJCYHON
HEJ0CTAaTOYHOCTU MOXET IpejipacrionaraTh 3a1epKKa KUAKOCTU. boibHbIe ¢ (pakTOpamu pucka
WK ¢ 3a00JIeBaHUSIMU CEep/IIa B aHAMHE3€ JTOJIKHBI TIOJIBEPTaThCs TIIATEILHOMY HAOIIOICHHUIO.

IleyeHOUHAs HEIOCTATOYHOCTD

Onucansl cily4ad BO3HUKHOBEHUSI OCTPO MIEUEHOUYHOM HEJJOCTaTOYHOCTH y NAIIUEHTOB, KOTOPbIE
Ha (oHe Tepanmuu OOPTE30MHUOOM OJHOBPEMEHHO MPUHUMAIM B KAdeCTBE COITYTCTBYIOIIETO
JiedeHus apyrue mpenaparbl. Takue mpu3HAKU HapylIeHUS (YHKIMM TEYEHU, KaK YBEITUUYCHUE
AKTUBHOCTH MEYEHOYHBIX (PEPMEHTOB, TUIIEPOUITUPYOHUHEMHUSI WIIA TE€NATUT, OOBIYHO MPOXOAUIU
npu oTMeHe OopTe3omMuda. J[aHHbIe O COCTOSIHUYM ATHX MAIIMEHTOB ITOCIIE BO300OHOBIICHHSI TEPAITUN
60pTE30MHOOM OrpaHUYEHBI.

[TanvenTam ¢ cUMNITOMaMM HapylleHHs (QYHKUIUM TEYEeHHU, CIeAyeT HazHadyaTh O0pTe3oMHO
B Oojiee HU3KHX HAYaIbHBIX J03aX, U MPOBOJAUTH MOHHUTOPUHT Ha MPEAMET BO3HUKHOBEHUS
TOKCMYHOCTH, TaK Kak OopTe30MHO METa0ONM3UPYeTCs MEUYCHOYHBIMH (PEpPMEHTaAaMH U €ro
KOHLEHTpALUsl MOXET YBEJIWYUTHCS MPH HapylUleHUH (YHKIUU MEYEHH CpeIHeN — TsKenon
cTerneHu (cM. pazzaen 4.2).

CuHapoM 3aJHel 00paTuMOi dHIEdATONATUH

Y  namueHToB, NPUHUMAKOIUMX OOpTE30MUO OTMEdaJcss CHHAPOM 3aJHeld oOpaTUMOMn
’HIe(dasonaTUU — peaKoe, 00paTHUMOE HEBPOJIOTMYECKOE HapylIeHHE, KOTOPOE MOXKET
COIIPOBOXKIATbCSA CYJOPOraMH, TOBBIIICHHUEM apTEpUANbHOTO JIABJIEHUS TOJIOBHOM O0JIbIO,
JIETapruel, CIlyTAaHHOCTBIO CO3HAHMSI, CIENOTON U IPYTUMH BU3YyaJIbHBIMU M HEBPOJIOTMUECKUMU
HapyHIeHUsIMH. J{71s1 MOATBEpKIeHUs IUarHo3a MPOBOAUTCS MarHUTHO-PE30HaHCHAst ToMorpadus
rojgoBHoro Mosra. Ilpum pas3Butum cuHIpomMa 0OpaTHMMOH 3anHedl SHUEe(aloNaTUu ClIeayeT
NpEeKpaTUTh MpueM 6opTe30Muda.

Peaxtusanusa Bupyca Herpes zoster

Jleqamum BpauaMm cleIyeT pacCMOTPETh BO3MOXKHOCTh MPOBEIACHHS MPOTHUBOBUPYCHOM

NpOPUIAKTUKA Yy TIAIMEHTOB, TOJYYAlONIUX Tepanmuio OopTe3oMuOOM. Y TAIMEHTOB,
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Bupyca Herpes zoster Obu1a 0OJbIIEH MO CPABHEHHUIO C MALMEHTAMH, MOIYYAIOUIMMH TEPAITUIO
mengananom u npenHu3oHoM (14 % u 4 % coorBercTBeHHO). [IpoBenaeHrne TPOTUBOBUPYCHOM
NpopMIAKTUKU JTOCTOBEPHO CHU)KAET YacTOTY peaKTUBALMU Bupyca Herpes zoster.

'enatut B

B cnyyae coBMECTHOTO MCTIONIb30BaHUs OopTe3omMuba U pUTyKCHUMabda, y MalueHTOB U ¢ PUCKOM
pa3BUTHs HHPEKIMK renatuta B He00X01MMO IPOBOANTH CKPUHUHTOBBIN aHAIIN3 TIEpel HA4alloM
neuenust. Hocurenu Bupyca rematura B M nanumeHTsl ¢ remaTuToM B aHamHe3e JOJKHBI
TIIATEJIbHO HAOJIIOJAaThCcAd HA MpeAMET KIMHUYECKUX M JJa0OpaTOPHBIX NPHU3HAKOB aKTUBALMU
BUpyca rematuta B Bo BpeMs KOMOMHHPOBAaHHOW Tepanuy PUTYKCUMAaOOM U OOpTE30MHOOM.
Crnemyer paccMOTpPETh MPOTHBOBUPYCHYIO MpoduiakTUKy. Heobxommumo oOpaTHTbes K 0OmIei
XapaKTepUCTUKE JUIsl JIEKapCTBEHHOI'O IIpernapara puTykcuMmad 3a Oosiee  1OApoOHOM
uHpopmarnuei.

HaDVIHeHI/IFI d)VHKIII/II/I JICTKUX

B penkux ciydasx mnpu TpuUMEHEHHH OopTe3oMuba Habmromanuch octpbie auddysHbie
UHOQUIBTPATUBHBIE 3a00J€BaHUS JITKMUX HEM3BECTHOM 3THUOJIOTHM, TaKW€ KaK ITHEBMOHMT,
UHTEPCTULIMAJIbHAS TTHEBMOHMS, JIETOYHAs WHOWIBTPALUS M CUHAPOM OCTPOH JbIXaTeIbHON
HeZocTaTOYHOCTU. HekoTopele M3 3THX COCTOSHUI MpHUBENN K JETaJIbHOMY Hcxony. B cimyuae
MOSIBJICHHUS CHUMIITOMOB pPAaccTpOWMCTBAa (YHKIMM JIETKUX WM YXYAUICHUS YK€ HMEIOIIHUXCS
CUMIITOMOB HEOOXOJUMO Cpa3zy K€ TMPOBECTH [UArHOCTUKY M HA3HAUUTh MalUeHTaM
COOTBETCTBYIOIIIEE JIEUEHHE. B KIIMHUYECKUX HCCIeI0OBaHUAX, 2 MAeHTa (13 2-yX), MOoTy4aBIIne
BBICOKHE JI03bl IIUTapabuHa (2 r/M*> B JIeHb) IIyTE€M HENPEPbIBHOW MH(Y3UU B TedeHHE 24 4acoB
C JTayHOPYOUITMHOM U OOPTE30MUOOM ISl PEIUAUBUPYIONICH OCTPON MUETOMIHON JICMKEMUH,
YMEPIAM OT OCTPOrO PECHUPATOPHOIO JUCTPECC-CUHAPOMA B Hayajle Kypca TEpanuu, U
uccieioBaHue ObUIO0 3akoHYeHOo. TakuM o0pa3oM, JaHHas cxema JICYEHHs ¢ OJHOBPEMEHHBIM
BBEJICHUEM BBICOKHX /103 IIUTapabuHa (2 r/M> B JIeHb) IyT€M HENPEPbIBHON MH(Y3UHU B TEUECHUE
24 yacoB HE pEKOMEHIyeTCsl.

CHHAPOM IM3HCA OIYXOIU

Tak kak OOpTe30MHUO SBISETCS IIUTOTOKCHYECKUM IPENapaToM M MOXKET OBICTPO pa3pyllaTh
3JIOKAYECTBEHHBIE KJIETKH, IPU €ro NPUMEHEHUH BO3MOXXHO Pa3BUTHs CHHJApPOMA JIM3HUCA
OIYXOJIM. Y MAIMEHTOB C BBICOKOW OMyXOJIEBOM HAarpy3KOH /10 Hadaja Tepanuy MOBBIIIEH PUCK
pa3BUTHSI CUHJIpOMa JIH3Kca oyxoiu. Cienyer TIaTeabHo Ha001aTh 32 TAKUMH HallueHTaMU |
CO0JII01aTh COOTBETCTBYIOIUE MEPBI IIPEIOCTOPOKHOCTH.

B cBsI31 ¢ BO3MOKHBIM pa3BUTHUEM THIIEPYPUKEMHUH, CBA3aHHOW C CHHAPOMOM JIM3HCA OIYXOJIH,

NnanyuceHTaM BO BPEMs TEpAINU PEKOMCHAYCTCA OINIPEACTIATh KOHICHTPAILUIO MOYEBOM KHCIOTEI M
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ot 13.08.2025 N= 20612

KpeaTMHHHA B CBIBOpPOTKE KpoBu. Jlis npenompamgﬁ%:'}Egé%gﬁyﬁéﬂﬁﬁ' Ir]'f)le]IOTIIVIIéHHS;éTCH

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

OOUIIEHOC IMUTHEC, IPpU H€O6XOI[I/IMOCTI/I — aJIJIOITYPUHOJ U 3alICIIaYMBaAHUC MOYH.

PeaKHI/II/I HUMMYHOKOMIIJICKCHOI'O THUIIA

Peakunyu uMMYHOKOMIUIEKCHOTO THIIA, TAKKWE KaK CBIBOPOTOUHAs O0JI€3Hb, MOJIMAPTPUT C CHITNbIO,
npoiaugepaTuBHBIN TIOMEepYIOHEPPUT ObLIN 3aperucTpupoBanbl HeyacTo. CiaenyeT mpeKpaTuTh
npruMeHeHne 6opre3omMuda Mpu BOZHUKHOBEHUHU CEPhE3HBIX PEAKIIHMA.

[IpoBenenue uccaenosanus Niekrpokapauorpabuu (DKL)

B KJIMHMYECKHX HCCICIOBAHUSIX OBbLIM 3apErHCTPHUPOBAHBI CAMHUYHBIC CIyYad YIATHHCHHS
untepBaia QT, oIHAKO MPHUYUHHO-CIICACTBEHHAS CBsA3b MOJOOHOW HEXeIaTelIbHOW peakinu
¢ 6opTe30MHUOOM HE YCTaHOBJICHA.

[ToyeyHas HETOCTATOYHOCTD

B knuHMYecKkHX HCCIeAOBAHUAX MHEIOMOM 4YacTo HaONoJaloTcs NpoOJieMbl ¢ MOYKaMu. 3a
NanueHTaMu C HapyulieHneM QYHKIUM T[0YeK HeoOXOJUMO TIIATeNbHOE Ha0Io/IeHne
(cm. paznen 4.2 u 5.2).

IIpouee

[Ipu npumeHenun OopTe3omuba y OONBHBIX, OJHOBPEMEHHO MPUHUMAIOIIUX IEPOPATbHbBIE
TUINOTIMKEMHYECKHE TPEenapathl, CIeAyeT TIIATEIbHO KOHTPOIUPOBATH KOHLIEHTPALIUIO TIIFOKO3bI
B KPOBU U MPH HEOOXOAUMOCTH MPOBECTH KOPPEKIUIO 036l TUIIOTTTUKEMHUECKUX MPENapaToB.

B mepuop nedeHns ar0060T0 M3 MOJIOBBIX MAPTHEPOB PEKOMEHIYETCS WCIOJb30BaTh HAJEKHBIC
METO/1bI KOHTPALEIIIHH.

[Ipu pabote ¢ OGopTe3oMuOOM cieayeT coOnojaTh OOIIENPUHATHIE MpaBUiIa OOpaIleHUs ¢
[IUTOTOKCUYECKHMH TIperapaTaMu.

4.5. B3aumopeiicTBue ¢ APYrHMH JIeKAPCTBEHHBIMHU TMpenapaTtaMd M Jpyrue BHUABI
B3aMMO/EHCTBUA

Bboprezomu6 nposiBiseT cBoicTBa ciaboro MHrubuTopa u3opepMeHToB uToxpoma P450 1A2,
2C9,2C19,2D6 n 3A4.

Ucxons u3 HesHauntenpHoro Biiiana nzodepmenta CYP2D6 B metabommzm 6oprezomuda (7 %),
y Jrofiel ¢ HM3KOM aKTHMBHOCTBIO 3TOr0 M30()epMEHTa He OXKUAAETCS H3MEHEHHs OOIIero
pacripesiesieHus rpernapara.

HccnenoBanue BIMSHUS JIGKAPCTBEHHOTO B3aUMOJICHCTBUSL C CHWJIBHBIM ~ HHTHOUTOPOM
n3opepmenta CYP3A4 kerokoHazonmoM Ha (PapMaKOKMHETHKY OopTe3oMuba IMOKa3aio
yBenuueHue cpennux 3HayeHuid AUC (mmomane moJ KpUBOM «KOHIEHTPALUS — BPEMsD))
ooptezomnba B cpenneM Ha 35 %. [loaToMy crenyer TiatenbHO HAOMIOAATH 32 OONBHBIMH,
MOJTyYaIOLMMU OJIHOBPEMEHHO OOpTe3oMHO U CHiIbHBIM MHTHOuUTOp M30dpepmenta CYP3A4

(KeTOKOHA30J1, pUTOHABUP). B mccrenoBaHWM BIUSHUS JIEKAPCTBEHHOTO B3aUMOJCHCTBUS C
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 15.08 5 N2 20612

cuiIbHBIM uHTHOUTOpOM u30depmenta CYP2CI19 '%ﬁﬁh@&%ﬁ“T@ tﬁ;ﬁw;—fbi{nﬁ'ﬁ;ﬁnw

O0opTe3omuba, He BBISBICHO CYIIECTBEHHOTO U3MEHEHHSI (PapMaKOKHMHETUKH OOpTe30MuOa.
HccrnenoBanve BIUSHUS JIEKAPCTBEHHOT'O B3aUMOJACUCTBUS C PUGDAMIUIUHOM — CHUJIHHBIM
uHaykropoM n3odepmernra CYP3A4 — na papmakokuHeTuKy 60pTe30MuOa OKa3aI0 CHIKEHUE
cpennux 3HaueHuit AUC mist 6opresomuba B cpenneM Ha 45 %. [loaTtomy He pekoMeHmyercs
OpUMEHATH OopTe30Mub BMecTe ¢ cuibHbBIME nHAyKTopamu CYP3A4, tak kak 3¢ (eKTuBHOCTh
Tepanuu  MoxeT ObiThb cHmxkeHa. K wuamykropam CYP3A4 ortHocsaTcs pudaMmunus,
kapOamaszenuH, ¢GeHUTOWH, ¢eHodapouTan u 3BepoOOH TMPONBIPSBICHHBIA. B Tom ke
HCcCie0BaHNM olleHuBaIM d(dekT aexcamerazoHa — Oosee cimaboro mHaykropa CYP3A4.
Hcxonss w3 pe3yiabTaToOB  MCCIEAOBAHMUS HE BBISIBIEHO CYLIECTBEHHOI'O  M3MEHEHUs
(dapmMakoKMHETHKHU OopTe3oMuda.

HccnenoBanue JeKapcCTBEHHOTO B3aMMOJCHCTBHS ¢ KOMOMHAIMeW MendalaH — MNpeaHU30H
nokasajo yBenuueHue cpeanux 3HadeHuit AUC Ooptezomuba Ha 17 %. DTO u3MeHeHuHe
CUUTACTCS KIIMHUYECKU HE 3HAUUMBIM.

Y OOJNBHBIX CaXapHBIM JHA0ETOM, TIOTYUYaABIIMX EPOPATHHBIC TUITOTIUKEMUYCCKUE MTPETIapaThl,
3apErUuCTPUPOBAHBI CITyYau TUIOTIMKEMHUH U THIIEPTITUKEMUU.

[Tpu npumeHeHnn 60pTe30MrUba B COYETAHHUH C MpenapaTaMu, KOTOPbIE MOTYT aCCOIIMUPOBATHCS
¢ mnepudepuueckoil Heipormatueil (Takue Kak aMHOJAapOH, TPOTUBOBHPYCHBIE CpEACTBA,
W30HUA3UJ, HUTPOPYPAHTOMH WM CTATHHBI) W TpermapaTtaMu, CHIKAIOIIUMHU apTepHATbHOE
JIaBJIEHUE, CIIeAyeT COOII0AaTh OCTOPOKHOCTD.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

KOHTD&HGHHI/HI YV MYKYMH U KCHIITUH

My>XYuHBl M KEHIIUHBI C JETOPOAHBIM IMOTEHIMAJIOM JOJIKHBI MCHOJB30BaTh 3 (PEeKTHUBHBIE
CpEJCTBA KOHTPALIEIIIIUU BO BPEMS U B TEUEHHUE 3 MECSIIEB I10CIIE OKOHYAHHUS JICUEHUSI.
[IpumeHeHue mpenapara HPOTUBOIOKA3aHO MNpPU OEPEeMEHHOCTH M B TEpPHOJ TPYIHOTO
BCcKapMiMBaHusl. Ha Bpems siedeHust npenapaTom cieayeT NpeKpaTUTh KOPMIIEHHUE TPyIbIO.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJAATHL TPAHCHOPTHBIMU CpeICTBAaMH U padoTaTh
¢ MeXaHNU3MaMH

[TarimeHTOB HEOOXOAMMO MPEAYNPEAUTH O BO3MOXKHOCTH TOSIBJICHHS BO BpeMsS JIEUCHUS
00pTe30MHOOM  TOJOBOKPY>KEHHUS, OOMOpOKa, 3pUTENbHBIX PACCTPOMCTB U  JOPYIrHX
HEe)KeNaTeNIbHbIX ~ peaklui, KOTOpble MOTyT TOBJMATH Ha CIOCOOHOCTh  YIPAaBIATH
TPaHCIIOPTHBIMU cpeicTBaMu. [Ipy BOSHUKHOBEHUH 3TUX CUMIITOMOB MAIIUEHTAM PEKOMEHIYETCS
BO3/IEP)KaThCsl OT YIpaBJIEHHUs aBTOMOOWJIEM M 3aHATHHA JAPYTMMH MOTEHLHAIbHO OMACHBIMHU
BUJAMH JESITENbHOCTH, TPEOYIOIIMMH MOBBIIIEHHON KOHLEHTPAallUd BHUMAHUS M OBICTPOTHI

MICUXOMOTOPHBIX PEaKIUM.
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COOTBETCTBY
oT 18
(MOCNENOE

4.8. HexkennaTeibHbIe peakunu

Pesrome nipoduiis 0esonacHocTt

Cepbe3Hble HEXENaTeNbHbIE PeaKIMU HEYaCTO HAOIIOJAIMCh BO BpeMs Tepanuu 00pTe30MuOoM
U BKIIIOYAJIU CEPJICYHYIO0 HEJJOCTaTOYHOCTh, CUHAPOM JIM3UCA OIYXOJIH, JIETOUHYI0 TUIIEPTEH3HIO,
CUHAPOM 00paTHMOU 3aHel sHIIeanonaTuu, ocTpble Au(dy3HbIe THOUIBTPATUBHBIC JIETOYHBIE
3aboneBanus. Kpome Toro, B peakux chyyasx HaOdronanach BereTaTHMBHAs HEWpOIATHsL.
Haubonee gacto B0 Bpems Tepanuu OOpTE30MUOOM OTMEYAIUCH CIEAYIONINE HEXKeNaTeIbHbIC
peaxkiuu: TOIIHOTa, Auapesi, 3amop, pBOTa, YCTAIOCThb, TUPEKCHS, TPOMOOIUTOIEIINS, aHEMUS,
HelTponeHus, nepudepuueckas Helipornatus (B T. 4. CEHCOpHasi), FoJ0oBHasi 00Jb, MmapecTe3us,
CHW)KCHHE alTeTUTA, OJIBIIIKA, ChIIb, OTMIOSCHIBAIOIINNA repriec U MUAITHS.

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIIUA

Huxe mepeuyuciieHbl HexeNaTeNbHbIE PEaKluu, KOTOpble ObUIM PAaclieHEHbl KaK BEPOSTHO WU
BO3MOXKHO CBSI3aHHBIE ¢ TPUMEHEeHHeM OopTe3omuda. MHpopmalius o HexkenaTenbHbIX PeaKIHsIX
B Tabnuie 6 OcHOBaHA HAa OOBEAMHEHHBIX MAaHHBIX O 5476 manueHTax, U3 KOTopbhix 3996
npuHMMaIu Gopre3omub B no3e 1,3 mMr/m?,

HexxenaTenbHble peaklMy CrPYNIHPOBAHBI IO CHCTEMHO-OPTaHHBIM KjlaccaM M 4acToTe
MOSIBJICHHUS.

YacToTy HEXeNaTeNbHBIX PEeaKuil KIACCH(PHUIUPOBAIH CIECIYIOIUM 00pa3oM: OYEeHb YacTo
(>1/10), wacto (>1/100 u <1/10), neuacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000),
oueHb penko (<1/10000) u yactoTa HeM3BeCTHA (YACTOTY HEBO3MOXKHO OIEHUTH MO UMEIOLTUMCS
JTaHHBIM). B KaxxI0# 4acCTOTHOM TpyIile HexXelaTeNbHbIE PEAKINH MPEACTaBIECHBl B MOPSIKE
YMEHBIIEHUS UX CEPhE3HOCTH.

Tab6nmuna 6. HexenareilbHble peakUMd y NALHEHTOB € MHOMKECTBEHHON MMeI0MOii,
MOJIy4aBIINX 00PTe30MUO B MOHOTEPANIUM M B KOMOMHALMH

CucreMHO-
. YacrtorTa HesxkenarenbHble peakunu
OPraHHbIN KJIacc
WNudexuun v uaBazun | Yacto OnosiceiBaromuii reprec (B TOM YHCIE AUCCEMUHUPOBAHHBIH

u odranmeMorepriec), IMHEBMOHHS™, TPOCTOM Tepriec,
rprOKOBbIE HHPEKIUH™

Heuacro | Mudekuus*, 6akrepuanbHble, BUPYCHbIE HHOEKIIUN™, CEercuc
(B TOM uUHCIEe CENTUYECKU IIOK)*, OpOHXOIMHEBMOHUS,
reprecBUpYyCHas uHpeKuus™®, repHeTHYECKUI
MeHuHrooHuedamut’,  Gakrepuemus (B TOM  gHcie
cTaUIOKOKKOBAs), STYMEHb, TPUIII, BOCIATIEHHE TOAKOKHO-
KHUPOBOM KIJIETYATKH, WH(EKIMH, AaCCOIMUPOBAHHbIE C
NPUMEHEHHEM MEIUIMHCKUX MPUOOPOB, MHPEKIUU KOXU*,

uHpeKkImn yxa*, cra@uIOKOKKOBbIE WH(MEKINH, 3yOHbIE

uHpexkmu™®
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COOTBETCTBYET 3KCMEPTH
5 Ne 20612

ot 19.08. .

(MOCAERCBATERBROC TS 0008]

OMY OTYETY

CucremHo-
. Yacrora HexenaTeIbHbIE peaKIuu
OpraHHbIN KJjacc
Penxo MenuHTuT (B TOM Yncie OakTeprabHBbIif), Jmreiina-bapp-
BUpYCHasi WH(QEKIUs, TEHUTAIbHBIA Treprec, TOH3WLINT,
MacCTOUUT, CHHJIPOM IOCIEBUPYCHOM aCTeHUU
Jlo6pokauecTBeHHbIE, | Peako 31m0Ka4eCTBEHHbIE HOBOOOPA30BaHMS, IJIA3MOLIMTAPHBIN
3JI0KQYE€CTBEHHBIE U Neiiko3, KapuuHOMAa MOYKH, HOBOOOpA3OBaHUs, OMYXOJb,
HEYTOYHECHHBIE rprOOBUIHBII MHKO3, N00pOKauEeCTBEHHbBIE
HOBOOOpa30oBaHuUs HOBOOOpa3oBaHUs*
(BKJIFOYAsE KUCTHI U
IIOJINIIBI)
Hapymrenus co Ouenb TpomMOoruTonieHus *, HeUTponeHus *, anemus ™
CTOPOHBI KPOBU U 4acTo
TUMQpaTHIECKON YacTto Jletikonenus™, mumponeHus*
CHCTEMBbI Heuacto | [lanmmronenus™, ¢peOpribHas HEUTPOIICHNS, KOAryIonaTus ™,
nerkonuTo3*, muMdaaeHOnaThs, TEMOJIUTUICCKAs aHEMUST*
Penxo JlucceMUHUPOBAaHHOE  BHYTPHUCOCYJUCTOE CBEpPThIBAaHHUE
(IBC-cunnpom), TpoMOOIUTO3*, CHHIPOM IOBBIIICHHOM
BS3KOCTH  KpPOBH,  HEYTOUYHEHHOE  TpPOMOOIUTapHOE
paccTpoicTBO, TPOMOOTHYECKAsT MUKPOAHTHONATHSA (B TOM
yycle TPOMOOIUTOIIEHHYECKas MypIypa)’, HapylIeH’e co
CTOPOHBI KPOBH HEYTOUHEHHOE, T€éMOpparu4eckuil auares,
muMporTapHas HHPUIBTPAIIL
Hapymenus co HewacTo | AHIMOHEBPOTMYECKHUIA OTEK”, TUIEPUYBCTBUTENLHOCTE*
CTOpOHBI UMMYHHOU | Peniko AHaQuIakTHYeCKUH  IIOK, aMHJIOMJ03, peakius C
CHCTEMBI o0pa3oBaHMeM HMMYHHbIX Komruiekcos (Tur IIT)
OHJIOKPUHHbIE Heuacto | Cunapom Hnenko-KymmHra®, runeptupeos®, napyuieHue
HapyIICHHs CEKpelMH aHTUINYPETHUECKOTO TOPMOHA
Penxo ['unotupeos
Hapymienus Ouenb CHIKEHHe anmneTuTa
MeTaboau3Ma U 4acTo
MTUTaHUS Yacto OO0e3BoXMBaHUE,  TUNOKATUEMHUA™,  TUIOHATPUEMHS™,
U3MEHEHHE  KOHIIEHTpallMM  TJIIOKO3bI B KpOBH™,
TUTIOKAJIBIIMEMUS *, U3MEHEHHE aKTUBHOCTH (hepMEHTOB™
Heuacro |Cunapom nu3uca OMyXoJid, OTCYTCTBHE NMPUOABKU MaccChl
Tena*, TUIIOMarHueMus ™, runodocaremus™,
TUMNepKaTueMus ™, TUnepKalblIUeMus™, TUnepHaTpueMus™,
M3MEHEHHE KOHIEHTpAIlMd MOYEBOM KHCIIOTHI*, caXapHBbIil
nuaber®, 3aepikKa JKUIKOCTH
Penxo l'unepmarauemus ™, aruz03, HapyluleHHME  BOJHO-
AJEKTPOJIUTHOTO OanmaHca*, TUIEPBOJIEMUS,
TUIOXJIOpEMUs ™, TUIIOBOJIEMUS, rUIepxyiopeMus™,
runepdocharemus®, HapyumieHue OoOMEHa  BEIIECTB,

neUIUT BUTAMUHOB rpynnsl B, nepuuur Buramuna B12,
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
5 M= 20612

ot 19.08. .

(MOCAERCBATERBROC TS 0008]

CucreMHO-

. Yacrora HexenaTeIbHbIE peaKIuu
OpPraHHbIi KJace

noaarpa, IOBBIIICHHUEC aIlricTuTa, HCIICPCHOCUMOCTD

QJIKOT OISt
[Ncuxuueckue Yacro PaccTpoiicTBa 1 HapylIeHUs HACTPOCHUS®, TPEBOKHOCTH™,
HapyIIeHUs paccTpoiicTBa U HapylIeHHs cHa™

Hewacro |l3MeHeHUE TMCHUXUYECKOrO CTaTyca®, TrallTioIUHAIIN®,
MICUXOTUYECKOE PACCTPOUCTBO™, CITyTAHHOCTh CO3HAHUS™,
BO30YXJICHHOE COCTOSIHUE

Penxo CyunumanbHble  MBICIH*,  pPacCTPOMCTBO  aJamnTalluH,
NeNUpUil, CHUKEHHE TUOUI0
Hapymenus co OueHb Heiiponatuu®, nepudepudeckas ceHCopHas HeHWpomaTwus,
CTOPOHBI HEPBHOU 4acTo nu3ecTe3us’™, Heppanrus™®
CUCTEMBI Yacro JlBuratenbpHas HeWpomatus™®, moTeps CO3HaHUS (B TOM

guciie 00MOPOK), TOJIOBOKpYKeHUE™, 3BpaiieHue BKyca*,
3aTOPMOKEHHOCTb, TOJIOBHAsI 0OJIb*

Heuacto | Tpemop, mnepudepudeckas CEHCOMOTOpHAs HEHpomaTus,
JTUCKUHE3UA™, HapyIIeHHe PaBHOBECHS™®, MOTEpA MaMSITH
(uckmrouass  aemeHIuio)*, sHnedamonatus®, CcUHIPOM
3a7Hell o6paTuMoil dHIedanonaTuu’, HeHPOTOKCHYHOCTS,
CYJIOPO’KHBIE paccrpoiicTBa*, MOCTrepreTHIecKas
HEBPAJTHs, PACCTPOUCTBO peUH™, CUHAPOM «OECTIOKOMHBIX
HOT», MHUTPEHb, WIIHAC, HAPYIICHHE KOHIICHTPAINH

BHHUMaHUs, IaTOJIOTMYECKHUE peduieKchl ™, mapocMus

Penxo BHyTpuMO3roBoe = KpOBOU3IMSHUE®,  BHYTPUYEPEIHOE
KpOBOU3JIMSHUE (B TOM YHCIIe cyOapaxHOUAAIbHOE)™, 0TeK
TOJIOBHOTO MO3ra, TPaH3UTOpHAs MIIEMHYECKas araka,
KOMa, CHMITOMBI paccTpOMCTBA BEreTaTUBHOM HEPBHOMN
CHCTEMBI, BEereTaTUBHAsI HEWPOIATHs, IMapajud YeperHbIX
HepBOB*, mapanmu®, mape3*, mperoOMOpOYHOE COCTOSIHUE,
CHHJIPOM TIOPKEHHS CTBOJIA MO3Ta, HApyIIEHHEe MO3TOBOTO
KpPOBOOOPAIIECHNUsI, KOPEIIKOBBIH CHHIPOM, TICHXOMOTOPHAsI
TMIIEPAKTUBHOCTh,  KOMIPECCHs ~ CIMHHOTO  MO3ra,
KOTHUTHBHBIE PACCTPOICTBa HEYTOUHEHHBIE, IBUraTEIbHOE
HapylIleHue, paccTpoicTBa HEpPBHOM CHCTEMBI
HEYTOYHEHHbIE, PAJUKYIUT, CIIOHOTEYEHHUE, THIIOTOHHS

MBIIIIL]
Ouenb Cunnpom I'nitena-bappe”, JEMUEITMHU3UPYIOLIAs
penko nonuHeHponaTus”

Hapymenue co Yacto Orexk rnaz*, HapyeHus 3peHus*, KOHbIOHKTUBUT*

CTOpPOHBI OpraHa Heuacto |Kposomsmusaue B Tnasz*, uH(eKuus Beka*, Xalsa3HoH',

3peHUs 6nedaput’, Bocnanenue riaza*, IUIIONHUS, CyXOCThb Tias*,

pazmpaxenue T1ia3*, Oonmb B T71a3y, TOBBIIIEHHOE
CIIe30TCUCHHE, BBIZICTICHHE U3 TJ1a3

Penko [Topaxkenune poroBUILI*, SK30()TaabM, PETHHUT, CKOTOMA,
HEYTOYHCHHBIE TOpPAKEHHE TJia3 (B TOM YHCIE BEK),
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
5 M= 20612

ot 19.08. .

(MOCAERCBATERBROC TS 0008]

CucreMHO-

. Yacrora HexenaTeIbHbIE peaKIuu
OpPraHHbIi KJace

JTAKPUOAJCHUT, CBETOOOS3Hb, (OTONCHS, ONTHYECKAS
#

HeHpomnaTusi’, HapyLIeHHE OCTPOTHl 3PEHHS Pa3IHMYHOM
CTEIEHU TSKECTH (JI0 CIIETOTHI)*
Hapymenus co Yacto Bepruro*
CTOPOHBI OpraHa Heuacto | Hemosnas riyxora (B TOM 4HCIie 3BOH B ymiax)*, moreps
cyxa ¥ JJabupuHTa ciryxa (0 TIyXOThl), TUucKoMpopT B obsactu yxa*
Penko KpoBoteuenne w3 yxa, BecTHOYJSPHbIA  HEHpPOHMT,
HEYTOYHEHHOE [TOpa’KEeHHE yXa
Hapymenus co Hewacto |Tammomama  cepama®,  KapaumomyJabMOHApHBIA — IOK*,
CTOPOHBI CepIa bubprAIHs cepana (B TOM YUCIIe IPEACepAnii), cepaeUHast

HEJIOCTaTOYHOCTh (B TOM 4YHCIIE JIEBOTO U  MPaBOro
KeTynouka)*,  apuTMHA®,  TaxuKapaus®,  OLIyIIeHHE
cepaueOneHns, CTEHOKap/Aus, TMepUuKapauT (B TOM YHUCIe
TUICBPAJIBHBIA  BBITOT)*, KapAMOMHOMNATHS™, KEIyJ0YKOBas
mrchyHKIUS*, OpaguKapIus

Penxo Tpeneranue npeacepani, UHOapKT MHOKapaa*,
aTPUOBEHTPUKYIJIApHast Oiokana*, cepredHo-COCyUCTOe
paccTpoiCTBO (B TOM YUCIIE KAPAUOTEHHBIH 1110K), apUTMUS

KEIYJIOUYKOBasi ~ TaXMCHUCTOJHMYECKAs THIA  IIHPYITY,
HecTaOWiIbHAs  CTCHOKapAus, 3a00JeBaHUS  KJIAIAHOB
cepana*, KOpOHapHas HEIOCTATOYHOCTh, OCTAHOBKA
CHUHYCOBOTO y371a

HapymeHI/I;I (6] Yacto Ilonmxenue aApTCpHUAIIBHOTO I[aBJ'IeHI/ISI*, opToCTaTuvCeCKad
CTOPOHBI COCYIOB THUIIOTCH3U:, ITOBBIICHUC apTCPHUAJIBHOT'O I[ElBJ'IeHI/ISI’X<

Heuacto |MHcynsr’, Tpom003 TiyOOKMX BeH*, KpOBOTEUEHHE™,
TpomOo(eOuT (B TOM  4YHcle  TOBEPXHOCTHBIN),
UPKYJIATOPHBINA KoJUtarc (B TOM YHCIIE THIOBOJIEMHYECKUN
mokK), ¢nedur, NpuiaMBbI*, remaroMa (B TOM YHUCIE
nepupeHaibHas )™, HapyIlIeHue nepugepuIecKoro
KpOBOOOpaIleHns *, BaCKYJIUT, TUIIEpeMusi (B TOM 4ucIie ra3)™®

Penxo OMbonus  mepudepudyeckux — aprepuil, JIumdenema,
OJIeIHOCTb, SPUTPOMENANTHS, Ba30JMIaTalMsl, U3MEHEHHUE
OKpAacKH BEeH, BEHO3Hasl HEI0CTaTOYHOCTb

Hapymenus co Yacto Opplmka®, HOCOBOE KpOBOTE€UEHHE, MH(MEKINS BEPXHUX U
CTOPOHBI HIKHUX JbIXaTeJIbHBIX MyTei™®, Kamenp™

JbIXaTEIbHON Heuacro | Jlerounast sM00:us, IieBpaibHbINA BBITIOT, OTEK JIETKUX (B TOM
CHCTEMBI, OPraHOB yHCle OCTPHIA), JErOYHOE AlbBEONSIPHOE KPOBOM3IUAHHUE',
IPYJHOM KIETKU U OpoHXOCMa3M, XpOHHMYECKass OOCTpYKTHBHas  OOJIe3Hb
CpEeOCTEHHS JIETKHUX*, TUTIOKCEMUA™, 3aJI0’)KEHHOCTD JIbIXaTeNbHBIX ITyTeH™,

THUITOKCHS, TIEBPUT™, UKOTA, pUHOpPEsi, TUCPOHHS, CBUCTSIIICE
JBIXaHTe

Penko JlpIxarenbHass HEIOCTAaTOYHOCTh, OCTPBIA PECHMPATOPHBIN
JUCTPECC-CUHAPOM,  allHO?, ITHEBMOTOPAKC,  AaTelIeKTas,
JIETOYHAsl TUIEPTEH3Ms], KPOBOXapKaHUE, TUIMEPBEHTUIISLHS,

18



COOTBETCTBYET SKCNEPTHOMY OTUYETY
5 M= 20612

ot 19.08. .
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CucreMHO-

. Yacrora HexenaTeIbHbIE peaKIuu
OpPraHHbIi KJace

OPTOIHOY, THEBMOHHUT, PECIIMPATOPHBIA AJIKAJI03, TAXUITHOD,
(¢ubpo3 Jerkux, HapyIIEHHWEe CO CTOPOHBI OpPOHXOB™,
TUTNOKAITHUS*, WHTEPCTUIMAIBLHOE 3a00JICBaHHE JICTKUX,
WHQUIBTpaUs JIETKUX, OIIyIICHHUEe CTECHEHHWsS B TopIe,
CYyXOCTh B TOpJe, TNOBBIIICHHAS CEKPEIMs B BEPXHHX
JBIXaTeNIbHBIX — MYTSIX, pa3IpaXeHUWE Topiia, KaluieBON
CHHJIPOM BEPXHHUX JBIXaTEIbHBIX ITyTEH

Kemynouno- OdeHb Tommora*, pota*, quapes™, 3amop
KHUIIICYHbIC qacTo
HapyLICHHs Yacro XKemyno4Ho-kuilieyHOe KPOBOTEUCHHE (B TOM YHCIC U3

CIIM3UCTON 00O0JIOUKH)*, MUCIICTICHS, CTOMATUT*, HApyIICHHUE
tonyca JXKKT, 60:b B ropie u riiotke*, 6011b B 001aCTH )KUBOTA
(BKITIOUAST JKEITy IOYHO-KHIIICYHYIO 00JIb ¥ 00JIb B celle3eHKe )™,
HapYIICHUS CO CTOPOHBI POTOBOM MOJIOCTU*, METEOPHU3M

Heuacro |Ilankpeartut (BKiIHOYash XpOHUYECKH)*, pBOTa KpOBBIO,
OTE€YHOCTHb Ty0*, OOCTPYKIHS >KEIyZOYHO-KHIIEYHOTO
TpakTa (B TOM YKCJIe KUIIEYHASI HEMPOXOJUMOCTD (BKIHOYAs
HETPOXOAUMOCTh TOHKOTO KHUIIICYHHKA))*, muckoMdopT B
KUBOTE, adTO3HBIA cTOMATUT®, H3HTEpUT™, TaCTpUT™,
KPOBOTOYHMBOCTb JIECEH, racTpo33odareanbHas pedarokcHas
00s1€3Hp®, KOJNUT (B TOM 4MCIE IICEBIOMEMOpPAHO3HBIN

#  BOCIAJIEHHE CIH3HUCTOM

KOJIUT)*, HMINEMUYCCKHA KOJIUT
obonoukn KKT*, mucharus, cUHAPOM pa3apakeHHOTO
KHUIIICYHHKA, HEYTOYHEHHOE KEITYTOYHO-KHUIIIEUHOE
HapyllleHHe, HaJleT Ha S3bIKe, PacCTPOMCTBO MOTOPUKH

XXKT*, Hapy1ieHre cO CTOPOHBI CIIFOHHBIX Kene3™

Penxo OcTpblif NaHKpeaTHT, MEPUTOHUT™, OTEK s3bIKa*, acuur,
930(aruT, XEeWIHT, HelepaHHWe Kajia, HeI0CTaTOYHOCTb
aHaIBHOTO CcUHKTEpa, (QekamomMa®, UIbSIBICHUE U
nepopamus JKKT*, runeprpodus neceH, MeraxkosioH,
BBIICJICHUE U3 TPSAMOM KHUIIKH, TOSIBIEHHUE BOJJBIpEH B
potoriotke®, Oonb B ry0ax, MEpPUOJIOHTUT, aHaIbHas
TPeUIMHa, HW3MEHEHUue pUTMa JedeKaluu, MPOKTaITus,
HapyIIeHHs CTyJIa

Hapymenns co Yacro W3MeHeHne akTUBHOCTH MTEYEHOYHBIX (pepMEeHTOB™
CTOpPOHBI IEUEHU U Heuacro |I'emaToTOKCHYHOCTH (B TOM 4YHCIE TMOPaKEHUE MEYEHH),
HKEITUEBBIBOJISAIINX rematut®, xonecras

nyTen Penxo [leyeHouyHasi HEZOCTATOYHOCTh, T'€MATOMETANMs, CUHAPOM

EaII,Z[a-KI/IapI/I, L[I/ITOMCFaJIOBI/Ip}/'CHHﬁ IenaTtuTt, ICYCHOYHOC
KPOBOTCUYCHUEC, KCITUCKAMCHHAA 00JIe3Hb

Hapymenns co Yacro Ceinp*, 3yn*, spurema, CyXocTh KOKHU
CTOPOHBI KOXKH U Heuacro | MyneTrdopmHas JpUTEMA, KpaIlvBHHUIIA, OCTpBIi
MTOJIKO>KHBIX TKaHEH (beOpunbHbIE  HEUTpOQUIBHBIA  JlepMaTo3, TOKCHYECKast

KOXHaA CBhbIIlb, TOKCHYSCKHUH BHHHepMaHBHLIﬁ HGKPOJ'H/IS#,
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

CucremHo-
. Yacrora HexenaTeIbHbIE peaKIuu
OpraHHbIN KJjacc
cungpom Crusenca-J[KOHCOHA", JepMaTHT*, H3MeHeHHe
CTPYKTYpBl BOJIOC*, IETEXUs, SKXUMO3, MOPAKEHUE KOXKH,
MypITypa, HOBOOOPA30BaHUs KOXKH™, IICOpHa3, THIIEPIUAPO3,
HOYHAsl MOTIMBOCTB, TIPOJICKHHU", YTPEBast ChIIb*, BOJIBIPH*,
HapylIeHHe MUTMEHTALUH KOXKHU™
Penxo Koxnass  peakumsi,  nuMdoumrapHas  WHQUIbTpanus
JlxeccHepa,  J1aJOHHO-NOJOLIBEHHAs  3PUTPOANU3ECTE3NS,
MIOJJKO’KHOE KPOBOTEUEHHUE, CETYaTOE JIMBENO, YIUIOTHEHHE
KOXKH, Taryja, peakiys (HOTOUyBCTBUTEIBLHOCTH, ceOopes,
XOJIOIHBIN ITOT, HEYTOYHEHHOE HAPYLIEHUE CO CTOPOHBI KOXKH,
9PUTPO3, S13Ba KOXKHU, TOPAKEHUE HOTTEH
Hapymenus co Ouenb KocTHo-MblIeuHBIE O0TH™
CTOPOHBI CKEJIETHO- 4acTo
MBIILIEYHOH U Yacro Mpieynsle crma3mbl®, 00Jb B KOHEYHOCTSIX, MBIIICYHAS
COEIMHUTENBbHON ci1abocTh
TKaHU Heuacto | MblieuHble NOAEprUBaHUs, OTEKU CYCTaBOB, apTpUT™,
TYTOIOJIBUKHOCTh ~ CYCTaBOB, MHONATHUA™, OIlylleHUEe
TSKECTH
Penxo Pabpomuonus, CHUHIPOM BUCOYHO-HIKHEUEIIFOCTHOTO
cycraBa, (DUCTyJa, CYCTaBHOW BBIIIOT, OOJb B YEJIOCTH,
KOCTHBIC HapylIeHUs, MHQEKIMA U BOCHAJICHHE KOCTHO-
MBILIEYHOHN U COETUHUTEIBLHON TKaHU ™, CHHOBHAJIbHAS KHCTa
Hapymenus co Yacro Hapymenue ¢gynkuun nouex™
CTOPOHBI IOYEK U Heuwacro | Octpas modeuHass HEOCTaTOYHOCTb, XPOHUUECKAsl NTOYEYHAS
MOUYEBBIBOZSIINX HEJIOCTaTOYHOCTh®, HMH(EKIMH MOYEBBIBOJAIIMX ITyTei™,
IyTen XKao0bl CO CTOPOHBI MOYEBBIBOLIINX ITyTEH™, remarypus®,
3a7epiKKa MOYH, HapylleHue MOYEHCITyCKaHUs ™,
MIPOTEUHYPUS, A30TEMHUSI, OJUTYPUS™*, TIOJUTAKUYPHSI
Penko PazgpakeHne MO4eBOTo my3bIps
Hapymenus co Heuacto |BarunanbHble KpoBOT€UEHHMsI, OOJIb B 00JIaCTH TeHUTATUI™,
CTOPOHBI APEKTHIIbHAS AUCPYHKIHS
PENPOAYKTUBHOM Penxo Hapymenne QyHKIMu sSu4eKk™, NpOCTATUT, HapylleHUe
CHCTEMBI U MOJIOUHBIX (GYHKIIMHM MOJIOYHOM »ene3bl, 00JIe3HEHHOCTh MPHJIATKOB
Keses AUYeK, OSNUIUAUMHUT, Oolb B 00JacTH Majoro Tasa,
U3bA3BICHUE BYJIbBBI
Bpoxnennsie, Penko Armnaszusi, Manb(opMalus KeyI04HO-KUIIEUHOTO TPaKTa,
CEeMEWHbIE U HUXTHO3
reHeTUYECKHe
HapyILIEHUs
OOmmwme HapymeHust 1 | OueHb [Mupekcus™®, noBbIIeHHAs yTOMIIIEMOCTh, ACTCHUS
pEaKLny B MECTE 4acTo
BBEZICHUS Yacro Oteku (B TOoM uucie mnepudepuueckue), 03H00, O6onp*,

nuckomgopt*
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(MOCAERCBATERBROC TS 0008]

CucreMHO-

. Yacrora HexenaTeIbHbIE peaKIuu
OpPraHHbIi KJace

Hewacro | Vxymmenue oOmero Gpu3ndeckoro 310poBbsS*, OTeK Jmia*,
peakiysi B MeECTE€ BBEICHUS™, W3MECHEHUS CO CTOPOHBI
CIIM3UCTBIX 0005104eK™, 00JIb B TPYJHOM KJIETKE, HApYIICHHUE
TIOXOJIKH, OIILYIICHHE XOJIOJIa, SKCTPABA3aIIUI*, OCIIOKHEHHS,
CBSI3aHHBIC C KaTeTepHU3aliei™, N3MEHEHUE TyBCTBA KaKIbI ¥,
TMCKOM(OPT B 00IACTH TPYAH, OIIYyIICHHE W3MEHEHUS
TEMITEpaTyphl TeNia*, 00JIb B MECTE BBEICHUS

Penko Cmepth (B TOM uyuclae BHeE3alHas), IOJIMOpPraHHas
HEJIOCTATOYHOCTh, KPOBOTCUCHHE B MECTE BBEICHUS ™,
IpbDKa*, HapyIICHUE TPOIECCOB 3XKHUBIICHUS®, BOCIIAJICHNE,
(bnedut B Mecrte BBeneHUS®, OOJIE3HEHHOCTb, M3BSBICHU,
pazpaxkeHue, HekapaualibHas O00Jib B Ipyau, 00k B MecTe
BBEJICHUS KaTeTepa, OILyIEHNE HHOPOAHOTO Tea

JlabopatopHbiec U Yacro CHIKeHre Macchl Tenna

uHCTpyMeHTanbHble | Hewacto | ['mmepOmmmpyOnHemus™, m3MeHeHne OeNKOBBIX MoKasareseii™,
JaHHbIE YBEIIMYEHHE Macchl Tela, W3MEHEHHE IIOKa3aresneill KpoBu™,
NOBBIILIEHUE KOHLEHTpauy C-peakTHBHOIo Oeska

Penxo W3menenue copepkaHus Tra30B B KpPOBU™, HW3MEHEHUS
Kapauorpammsl (B ToM uucie yanuHeHue uHrepBana QT)*,
W3MEHEHHE MEXTyHapOIHOTO HOPMaJIM30BaHHOTO
OTHOILICHUS*, TOHIKEHHE TIoKa3zarenst pH skemymouHoro coka,
yBEIMYEHHE  arperaudd  TPOMOOLMTOB,  TIOBBIIICHUE
KOHIIEHTpalluu TporoHWHa |, OOHapyXeHHe BHUPYCOB U
W3MEHEHHE CEPOJIOTHH™, N3MEHEHHsI B aHAJTN3€ MO ™

TpaBMmsl, Heuacro |Ilanenus, koHTy3un

MHTOKCUKALIUU U Penxo TpaHncdy3nOHHBIE peakLuH, MEpeliOMbI®, PUTHIHOCTH™,
OCJIOKHEHHUS TpaBMBI JIMLIA, TPABMbI CyCTaBOB™, 03KOTH, pa3pbIBbl, 00JIb BO
IIpoLenyp BpeMs1 IPOLIETYPBI, paJalliOHHOE TOpakeHHe™
Xupyprugeckue u Penko AxTuBanus Makpogaros

MEMIIUHCKHE

IIPOLEYPBI

*CrpynmupoaHo 6olee 0JHOTO TEPMHUHA, COTIIACHO Kiaccupuranua MedDRA.

# o
HOCTp CrUCTPAallMOHHBIN OIIBIT HIPUMCHCHMUS.

Tayuenmol ¢ MAHMUNIHOKIEMOYHOU TUMGDPOMOU, panee He NOYYAsUIUe TIeYeHUs.

[Tpoduns 6e3omacHocTH GopTe3oMuba, u3ydanmuiics y 240 manueHToB ¢ MAaHTUHHOKIETOYHON
auM@oMOH, KOTOpble TpUMEHsIM  Oopre3oMuO B  KOMOMHAIIMM € PUTYKCUMaOOM,
mukinopochamunom, gokcopyourmHom u - npenHuzoHoM  (VcR-CAP) mno  cpaBHeHHio
¢ 242 nanyeHTaMu, MoJiy4aBIIuMU pUTYKcuMao, 1iukiododchamu, 10kcopyOUIIMH, BAHKPUCTUH
u npeaan3oH (R-CHOP) B 1eioM cooTBETCTBYET Ha0/II01a€MOMY Y MAlIMEHTOB C MHOKECTBEHHOMN
MHEIOMOMl € OCHOBHBIMH  OTJIMYMSAMH, MEPEUHUCICHHBIMU HUXKe. J[OMONHUTENbHBIMU

HCKCJIIATCIIbHBIMHU  pCAKIOUAMU, KOTOPLIC ObLIH I/II[eHTI/I(I)I/II_II/IpOBaHBI KaK CBA3aHHBIC C
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pUMeHeHneM KOMOMHUpPOBaHHON Tepanuu (Vd R-CAP). Beiih mtberitiir BibYcoM Feridiiita B

(<1 %), m umuemust muokapna (1,3 %). UactoTra yka3aHHBIX HEKEIATEIbHBIX PEaKIuii Obliia CX0XkKa
B 00CHX Ipymnmax JICYCHHs, YTO YKA3bIBACT HA TO, YTO ITU HEKEIIATEIIBHBIC PEAKIINH CBS3aHBI HE
TOJILKO € TpuUMeHeHueM Oopre3oMuba. 3HAUYMMBIMM OTJIMYUSIMU Yy MAlUEHTOB C
MaHTHIHOKJIETOYHOM JIUM(OMOIA IO CpaBHEHUIO C MALIMEHTAMHU B UCCJIEJOBAHUH MHOYKECTBEHHOU
MUEIOMBI OBLIIM MOBBIIIEHHAs YacToTa (Ha >5 %) HexenareabHbIX peaklUuil CO CTOPOHBI KPOBU
(HEUTpOIIeHUsI, TPOMOOIIMTOTICHHS, JICUKOIICHUS, aHeMUs, JUMQOIeHus), nepudepudeckas
CEHCOpHas HeWpomaTus, TUIEPTEH3US, NMUPEKCHs, MHEBMOHHUS, CTOMATUT M HapyLICHUS CO
cTOpoHHbI Bosioc. HexxenaTenbHble peakuus, ¢ 4acToTo > 1%, co cx0eil 4acTOTOi MM BbILIE B
rpynne VcR-CAP u ¢ kak MMHMMYM BO3MOJKHOM M IIpeIojiaraeMoi NPUYMHHO-CIIEICTBEHHOM
cBs3pl0 ¢ kommoHeHTamMu VCcR-CAP yka3zanel Hmwke B Tabnmme 7. Takke BKITIOYCHBI
HEe)KeNaTellbHbIE peakiuu, BblsiBIeHHbIe B rpymnne VcR-CAP, kotopble ObUTHM pacieHEHbI
HCCJIEIOBATESIMU KaK MMEIOIINE BO3MOXKHYIO PUYMHHO-CIIEICTBEHHYIO CBSI3b ¢ O0pTE30MUOOM
HA OCHOBAaHWH MCTOPUUYECKUX JIAHHBIX MUCCIICAOBAHUN MHOKECTBEHHOW MUEIIOMBI.

HexenarenpHple peakmuu CrPYNIHPOBAHBI TIO0 CHCTEMHO-OPTAHHBIM KjlaccaM M 4acToTe
nosiBieHus. YacToTy HexkenaTeIbHbIX Peakuil KIacCU(pUIIUPOBAIH CIEIYIOIIMM 00pa3oM: OUYeHb
gacto (>1/10), vacto (ot >1/100 u <1/10), Hewacto (ot >1/1000 u <1/100), penko (ot >1/10000 u
<1/1000), ouenp peako (<1/10000), vactora Hen3BecTHA (HEBO3MOXKHO OICHUTH HA OCHOBAHUU
UMEIOIIUXCS TAaHHBIX ). B KaX10i 9aCTOTHOM TpyIIe HeKeIaTeIbHbIC PEAKIIUU MPEACTABICHBI B

MOopAAKEC YMCHBUICHUA UX CCPbE3HOCTH.

Tabauna 7. HexenaTeJbHble peakKnMu y NAUEHTOB ¢ MAHTHHHOKJICTOYHOUH JUMQOMOii,
noay4yasmux tepanuio VecR-CAP

CucreMHo- YacroTa HexesaTenbHble peakunu
OPraHHBIN KJacc
Nudexumn u Ouenb [THeBMOHMS*
WHBA3UH 9acTo
Yacto Cerncuc (B TOM 4HCiIe CENTUYECKUH IIOK)™*, OMOSChIBAIOLIHIA
repnec (B TOM YHCJIE JIUCCEMUHUPOBAHHBIM U
odransmorepriec), reprecBUpycHas UHpEKIuI*,

OakTepHuagbHble MHPEKIMU™, NHPEKIUSI BEPXHUX/HIKHUX
JBIXaTeNbHBIX MyTel™®, rpuOkoBas MHGEKUUS™, MPOCTOM

reprec*

Hewacro | I'ematut B*, undexkuns™, OpoHXONMHEBMOHUS
Hapymenns co Ouenb TpomOouuToneHus *, bebpunbHas HEUTPONEHMUS,
CTOPOHBI KPOBU 1 4acTo HEUTponeHus*, TelKoneHus*, anemMus™®, auMmdorneHus ™
TMMQaTUYECKOM Heuacto | IlanuuTonenus™
CHCTEMBI

OueHnb ['unepuyBCTBUTENBHOCTH*

9acTo
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CucremHo- Yacrora
OPraHHBIN KJacc

Hapymenus co Hedacto | Anadunaktuueckas peaxkius

CTOPOHBI UMMYHHOU

CHCTEMBI

Hapyiienus OueHb CHU)KEHHE anmneTuTa

MeTaboau3Ma U 4acTo

ATaHU Yacto ['unokanuemus®, W3MEHEHUE COJEp)KaHUE TIIOKO3bl B
KpOBU™*, THIOHaTpHEeMuUs™®, caxapHblii qualbeT™, 3amepikka
KUIKOCTH

Heuacto | Cunapom jm3uca onyxoJiu

[Tcuxuueckue Yacro PaccrpoiicTBa u HapymieHus cHa™*

paccTpoiicTBa

Hapymenus co Ouenn [lepudepuyeckas ceHcopHas HEHpOMaTUs, JAU3ECTEIUS™,

CTOPOHBI HEPBHOM 4acTo HEeBpaJrus™*

CUCTEMBI Yacro Heiiponatuu™, paBurarenbHas HeWpomatus®, mnoteps
co3HaHus (B TOM YHciIe OOMOpOK), »HIehamonaTus™,
nepugepuyeckas ~ CEHCOPHO-MOTOpHas  Heipomarus,
TOJIOBOKpY)KEHUE™, M3BpallleHue BKyca®, aBTOHOMHas
Helponatus

Hewacro | CuMntomsl paccTpoiicTBa BEreTaTUBHOW HEPBHOM CUCTEMBI
Ouenp Cungpom T'uitena-Bappe”, JIEMUEITMHU3UPYIOIIAs
PENKO nojuHeiiponarus’

Hapymenus co Yacto Hapymenue 3penus™

CTOpPOHBI OpraHa

3peHus

Hapymenus co Yacro CrnyxoBas nu3ectes3us (B TOM YUCIIE IIyM B ymiax)™

CTOPOHBI OpraHa Heuwactro | Bepturo*, cHmkenue ciryxa (BIUIOTh /10 TIIyXOTbI)

cllyxa U Ja0upuHTa

Hapyenus co Yacrto Oubpumanus  cepaua (B TOM 4ucie Tpeacepiuil),

CTOpPOHBI cepALa apuTMUS™*, cepledHas HEJAOCTaTOYHOCTh (B TOM YHCIE
JEBOTO U TMpaBOro JKeNyAouka)®, uiemMus MHOKapna,
TUCHYHKIUS KTy T09KOB™

Heuacto | Cepaeuno-cocyauctbie HapymieHus (B TOM — 4YHCIIE
KapAHOT€HHBIN I10K)

Hapymenus co Yacro ['uneprensus®, TUIOTeH3UsA ™, OpTOCTaTH4eCKas

CTOPOHBI COCY/IOB TUIIOTEH3HUS

Hapymenns co Yacro Opprnka*, kamens™®, uKkoTa

CTOPOHBI Hewactro | OcTpelii pecnupaTopHbIl AMCTPECC-CUHAPOM, JIETOYHAs

JbIXaTENbHON HMOO0IIHSI, THEBMOHMUT, JIETOYHAs TUIIEPTEH3HsI, OTE€K JIETKHX

CHCTEMBI, OPTaHOB (B TOM 4HCII€ OCTPHIiL)

TPYAHOM KJIETKU 1

CpenocTeHHs

Ouenp TomHoTa M pBOTa*, MTUapes™®, croMaTuT*, 3amop
4acTo
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CucremMHo- Yacrora Hexéharesbie peaknmm -~ = 77
OPraHHBIN KJacc
Kenynouno- Yacto KenynouHo-KHIlIEYHOE KPOBOTEUEHUE (B TOM YHCIE U3
KHUIIIEYHbIE CIM3UCTON O00JIOUKH)*, MeTeopusM, IUCIercus, OOJb
HapyIICHUS ropjae W TJIOTKe®, racTpuT®, S3BbI POTOBOM MOJOCTH™,

nuckoM@opT B 00JacTH KUBOTA, Aucharvs, BOCTAICHHUE
JKEITYTIOYHO-KHMIIIEYHOTO TpakTa*®, 0oJib B JKUBOTE (B TOM
YHCIIe JKeNyAOYHO-KHIIeuHass 0o0ip ¥ Oonb B 00JacTH
cenle3eHKN )*, 3a00s1eBaHM MTOJIOCTH PTa U s3bIKA™*

Heuacto | KomuT (B TOM uncIe nceB1oMeMOpaHO3HBIN KOJIHT)*

Hapyenus co Yacro ['enaToTOKCHMYHOCTH (B TOM YHKCIIE TTOPAXKEHUE TICUCHH )
CTOPOHBI IEUEHH U

Heuacto | IleyueHOYHAs HETOCTATOYHOCTH

YKETTIEBBIBOISTIINX

ITyTeH

Hapymenus co OueHnb 3a0oJieBaHUs BOJIOCSHOTO MOKPOBa™®

CTOPOHBI KOXKH U 4acTo

IOJIKOKHBIX TKaHEH Yacro 3yn*, nepmaTuT*, chinp™®

Hapymenus co Yacro Cra3zmbl M *, 60s B MbIIIIax*, 007k B KOHSYHOCTSIX

CTOPOHBI MBILIEYHOM,
CKEJIETHOU U
COEIMHUTEIIHOU
TKaHU

Hapymenus co Yacro Wudekunst MOYEBBIBOASIIINX ITyTEH*
CTOPOHBI TIOYEK U

MOUYEBBIBOJISIIIINX

ITyTeH

OOume Hapymenust 1 | OueHb JIuxopanka*, ycranocTs, acTeHUs

pEeaKuyu B MecTe 4acTo

BBEJICHUS Yacto Otex (B TOM umcie nepudepudeckuii), 03H00, peakuuu B
MecCTe BBeaeHus*, oOliee HemoMoranme*

JlaGopaTopHsble 1 Yacro [IMunepOunupyOuneMus ™, U3MEHEHUE OEJIKOBBIX

MHCTPYMEHTAJIbHbIE MoKasaresnen™, CHUKEeHHE Macchl Teja, YBEIINYEHHE MacChl

JIaHHbIE Tena

*Crpymnmnupoano 6o1ee 0JHOTO TePMHHA, COrMIACHO Knaccudukanuu MedDRA.

#HOCTpeFHCTpauMOHHHﬁ OIIBIT IPUMEHEHHS.

THayuenmoi ¢ peyuousupyrowjeit MAHMUUHOKIEMOYHOU TUMPOMOT

[Tokazarenn Oe3zomacHOCTH OopTe30MUOa y ITHX MAIMEHTOB CXOAHBI C COOTBETCTBYIOLIUMH
MOKA3aTeJSIMA Yy TAI[UCHTOB C MHOXKECTBEHHOW MHEIIOMOW. 3HAYHMTEIbHBIC PA3IUIHs MEXKITY
JIBYMSI TPYTITIAMH TAIIHCHTOB 3aKTFOYAJTUCH B TOM, YTO TPOMOOIIMTOIICHUS, HEUTPOTICHHSI, aHEMHS,
TOIIHOTA, PBOTA M MUPEKCHS Yalle HaOII0JalnCh Y MAIUEHTOB ¢ MHOXXECTBEHHONH MUEIOMOM 1O
CPaBHEHMIO C MAIMEHTaMH C MAaHTUIHOKIIETOUHOUW IruMQOoMOit; a mepedepudeckast HeHponaTus,

CBIIb U 3y — Y NAI[UEHTOB C MAaHTUWHOKJIETOYHON JTUM(POMOIA.
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COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 13.08.2025 N= 20612

(NOCNEONCBATENBEHOCTL 0008)

OmnmcaHne OTASIBHEIX HEKEIATSIbHBIX PEaKIN

Peaxmusayus ungexyuu eupycom Herpes zoster

Mnooicecmeennas mueroma

VY 26 % nanuuenToB, IPUHUMABIIUX OOPTE30MHUO COBMECTHO C Me(allaHOM U MPEJHU30HOM ObLIa
NpoBe/ieHa TPOTHBOBUpPYCHAs NpoduiakTuka. Yactora pasButusi uHbekuuu Herpes zoster y
NaIMEeHTOB, MPUHUMABIINX OOPTE30MHUO COBMECTHO ¢ Men(aaHoM U peaHu30HoM Obuta 17 % B
ciydae, eclid He Oblia MOBEACHA MPOTUBOBUPYCHAS npodriaktuka u 3 % B cirydae, eciiu Oblia
MIOBEJICHA IPOTHBOBUPYCHAS TPOPUIIAKTUKA.

Maumuiinoxniemounas aumpoma

B uccrnenoBannu panee He JIEYEHHOW MaHTHHHOKIETOUHOH juMdombl y 137 u3 240 manueHTOB
(57 %) B rpynme VcR-CAP Opita npoBeieHa MPOTUBOBUPYCHAS IPOQIIIaKTHKA. YacToTa pa3BUTHS
uHpexyu Herpes zoster y nauuentoB B rpynmne VcR-CAP 6buta 10,7 % B cityyae, ecinu He Oblia
IpOBEe/IeHa TPOTUBOBUpYCHas mpoduiaktuka u 3,6% B cioydae, ecnd Obuila MpoBeleHA
NPOTHBOBHpPYCHAs npodunakTuka (cM. paznen 4.4).

Hnpexyus u peakmusayus eupyca cenamuma B

Maumuiinoxniemounas aumpoma

B uccnenoBanum paHee He JIe4€HHOW MAaHTUMHOKIIETOYHON JTMM(pOMBI MH(EKLus BUpyca renatura B
¢ (haranpHBIM Ucxoa0M Habmonanack B 0,8 % cimydaes (n = 2) y nauuenToB B rpymre R-CHOP u
B 0,4 % ciydaeB (n = 1) B rpynmne VcR-CAP. O6mast yactora pa3Butusi HH(GEKIMH BUpyca renaTura
B Obta cxoxxa y nauuenToB B rpynmne VcR-CAP u R-CHOP (0,8 % u 1,2 % cOOTBETCTBEHHO).
Ilepughepuueckan netiponamus npu KOMOUHUPOBAHHOU Mepanuu

Mnuooicecmeennas muenoma

Yacrorta passurus nepudepuueckoit Heliponatuu (I1H) cornacno uccnenosanusiM, rae 0opre3omMuo
Ha3HAyYaJICsl B KaUeCTBE MHAYKIIMOHHOM Tepanuu B KOMOMHAILIMK C IEKCaMETa30HOM (MCCIIe0BaHue
IFM2005-01) u nexcameraszoHoM u TamunomuaoMm (uccienoBanne MMY-3010), mpencraBneHa B
Ta0JIHIIE HUXKE:

Ta6auna 8. Yacrora pazBuTus nepudepuyeckoil Heiijponatum BO BpeMsl MHAYKIMOHHOM

TepanuM COrJIaCHO TOKCHMYHOCTH M OTMEHA TePaNliM B CBA3M ¢ pa3BUTHeM nepudepuyeckoi
HeliponaTuu

IFM-2005-01 MMY-3010
BIJ (N=239) BANN=239) TI(N=126) BTAN = 130)

Yacrora pazsutus ITH (%)

Bce crenenn TsoxecTH 3 15 12 45
CreneHb TAKECTH > 2 1 10 2 31
CreneHs TSHKECTH > 3 <1 0 5
OTMmeHa Tepanuu B CBSI3H € <1 2 1 5

passutuem IHH

BJIJl — BunKpuCTHH, TOKCOPYOUINH, NekcameTa3oH; b/l — 6oprezomud, nexcameraszon; T[] — Tanmmnomup,
nexcameta3on; BTl — 6opre3omMu0, TamumaoMuI, JeKCaMeTa3oH.
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o (o OB HOCTE OD0R)
Ilpumeuanue. «llepudepuyeckas  HeWporiaTHD '%KJT[O-‘I-EJ. E"CE%BT'ITGDWHHZ

nepudepuyeckas HeBpomarus, nepudepuueckas MOTOpHas HeWponaTtus, nepudepudeckas
CEHCOpHAas HEMponaTus, MOJUHEUPOIIATHS.

Maumuiinoxniemounas aumpoma

Yacrora pa3putus nepudepuueckoi HeHpomaTuy Mpu NPUMEHEHU KOMOWHUPOBAHHBIX PEKUMOB
B HCCICJOBAaHWU paHee HE JICUCHHOW MaHTHWHOKICTOYHOW IUM(pOMBI, rae OopTre3oMud
NPUMEHSJICST B KOMOMHAIIMM C PUTYKCHMaOoM, IuKiIodochaMuaoM, TOKCOPYOUIIMHOM U

npeaan3onoMm (RCAP), npuBeneHa B Ta0IuIe HUXKE:

Tabauna 9. Yacrora pazBurus nepudepuyeckoil HeMPONATHU COIJIACHO TOKCHYHOCTH H
OTMEeHA TepanuM B CBS3M ¢ pa3BUTHEM Nepudepudeckoil HeliponaTuu

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

Yacrora passutusa ITH (%)

Bce crenenu TskecTH 30 29
CreneHb TAKECTH > 2 18 9
CreneHp TSHKECTH > 3 8 4
Otmena Tepanuu B cBsi3u ¢ pazsuruem ITH 2 <1

ITH — nepudepuueckas HelponaTHs.

IIpumeuanune. «llepudepuueckas HelponaTus»»  BKJIIOYAET  CIEAYIOIIME  TEPMUHBL
nepudepruyeckas HeBpomarus, nepudepuueckas MOTOpHas HeWponatus, nepudepudeckas
CEHCOpHAasi HeMponaTus, MOJUHEUPOIIATHS.

Toowcunvie nayuenmst ¢ MAHMUUHOKIEMOYHOU TUMGPDOMOTL

B uccrnepoBaHuu paHee He JIeYeHHOW MaHTUHHOKIETOYHOH numdombl B rpymnmne VcR-CAP
42,9 % nauuenToB OblIM B Bo3pacte oT 65 1o 74 ner u 10,4 % nmauueHToB B Bo3pacte >75 jer.
XOoTsl manMeHThl B BO3pacte >75 JeT OblIM MEHee TOoJepaHTHbl U K pexuMmy VcR-CAP,
u k R-CHOP, wuyacrota pa3BUTHS CEpbE3HBIX HEXKENATENbHBIX peakiuii B TIpynmnax
VcR-CAP u R-CHOP 6511a 68 % 1 42 %, COOTBETCTBEHHO.

3nauumvle paznuuus 6 npoghune bezonacHocmu bopmezomuba npu npuMeHeHUuu NOOKONCHO U
6HYMPUBEHHO 8 KA4ecmee MOHOmMepanuu

B uccnenoBanuu ¢assl Il y manueHToB, KOTOphIe MOMydYasid OOpPTE30MHO IMOJKOXKHO O0IIas
4acTOTa BOSHMKHOBEHHS HEXeJaTeIbHbIX PeaklIUi CTerneHu 3 Wi Bbie Obuta Ha 13 % Huxe,
a yacToTa OTMeHbl OopTe3omuba Obuta Ha 5 % HMKE 10 CPaBHEHHUIO C BHYTPUBEHHBIM IyTEM
BBEJICHUSI.

OOmast yacToTa BO3HUKHOBEHMS JHapeH, HKeTyJOYHO-KUIIeYHOW U OpromHoi  6oiw,
ACTEHUYECKUX COCTOSHUHM, MH(pEKUMH BEpXHMUX [bIXaTEIbHBIX MyTed W mepupepruecKux
HeBpormnaTtui Opi1a Ha 12 — 15 % Huxe B TpynIe NOAK0KHOTO BBEACHUS 10 CPABHEHUIO C TPYIION
BHYTPHBEHHOTo BBejaeHUs. Kpome Toro, wacrora pa3BuUTHS MNepudeprHuecKkux HeWponatui

ctenienu 3 ¥ Bble Obl1a Ha 10 % HuKe, a 4yacToTa NMpeKpalleHns Tepaniy u3-3a nepudepruaeckux
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. . noc OB HOCTE OQOR) .
Heliporiatnii — Ha 8 % HWXe B Tpymre HO,HI(O)KHOFO'I_ILBGI[;Il%ﬂ;[ b'-EgﬂslhlélfmroTé TPYIIION

BHYTPUBEHHOT'O BBEJICHMUS.
VY 1mecTtd MpOLEHTOB MAIMEHTOB HAOIIOJAINCh PEAKIMU B MECTE BBEACHHS MPHU TOIKONKHOM
NPUMEHEHHUU, B OCHOBHOM IOKpacHEeHHe. Takue cilydau paspeliajnuch B CpPelHEM B TEUCHHE
6 IHeW, y ABYyX IMAIMEHTOB MOTpeOoBasioch uM3MeHeHue mo3bl. Y aByx (1 %) mamueHToB
HaOJII0JAIMCh TSKENbIE peakunu; 1 ciayuail 3yzna u 1 ciydail moKpacHEHHUS.

YacToTa cMepTH MpU MPOBEACHUH Tepaliuu cocTaBuiia 5 % B rpyIine MOJKOXKHOTO BBEJACHUS U
7 % B rpy1nme BHyTPUBEHHOT0 BBEJCHHS. YacTOTa CMEPTH OT «IIPOrPECCUPYIOLIETO 3a00I€BaHUS
cocraBuia 18 % B rpyIe noakoxHOro BBeeHus U 9 % B rpylire BHYTPUBEHHOI'O BBEICHMUS.
Bozobnosenenue mepanuu y nayuenmos ¢ peyuousupyrowjeti MHOMCeCmeeHHOU MUeiomMou

B wccnenoBanuu, tae OopresomuO HasHadancs 130 manmueHTaM ¢ peIMIMBHPYIOIICH
MHO>KECTBEHHOM MHEIIOMOM, KOTOPhIE paHee MMEeNU XOTs Obl YaCTHUYHBIM OTBET OOpTE30MHUO -
CoJIeprKalIiil peskuM, HanboJee YaCTHIMU HEXeENIaTeIbHBIMU PEAKIMSIMUA BCEX CTETIEHEN TSKECTH,
HAOJMIOIaBIIMMKUCS KaK MUHUMYM Yy 25 % mnanueHToB, Obuin: TpomOomuroneHus (55 %),
Heiiporatus (40 %), anemust (37 %), nuapes (35 %), 3anop (28 %). Ilepudepudeckas HeiiponaTus
BCEX CTETEHEe! TSKECTH U cTerneHu >3 Habmonanack y 40 % u 8,5 % nanneHToB, COOTBETCTBEHHO.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo01maTh 0 I0A03PEBAaEMbIX HEXENATEIbHBIX PEAKINAX MOCIIE PETUCTPALIUH IIperapara ¢
LENIBI0 O0EClEeYeHUs HENPEPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «IOJNb3a — PHCK»
JIEKapCTBEHHOTO Mpenapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
MIO03PEBACMBIX HEXKENATEIBHBIX PEAaKLUAX JIEKAPCTBEHHOI'O IIpernapara 4epe3 HaluOHAJIbHbIE
CUCTEMBl COOOILEHUSI O HEXKeJIaTeJIbHbIX pPEaKIUsAX TrocyAapcTB — ujaeHOB EBpasuiickoro

9KOHOMHUYECKOI'o COro3a.

Poccuiickas ®enepanus

109074, r. Mocksa, CrnaBsiHCKasl Iiiomaip, 1. 4, ctp. 1

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBuanzop)
Ten.: +7 (800) 550 99 03

®daxc: +7 (495) 698-15-73

OnexkTpoHHas noyra: pharm@roszdravnadzor.ru
Caiit B nH(GOpMaIlMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «HTepHeT»:

https://roszdravnadzor.gov.ru/people

4.9. Ilepeno3npoBka
[Tepeno3upoBKa, MpeBbIILIAIONIAs PEKOMEHAYEMYIO 103y Oojee yeM B 2 pas3a, COMpPOBOXKIANACh
y OOJBHBIX OCTPBIM CHHXKEHHEM apTepHabHOTO JaBIEHHS W TPOMOOLUTONEHHEH CO

CMECPTEIBbHBIM UCXOO0M.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
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Cnemuduuecknii aHTUAOT K OOpTe30MHOY [HE I/ISB'el(jfll'el:lfl'f-l 'ﬁEi'%g%%bJK_é "l ciefyer

KOHTPOJIMPOBATH MOKA3aTeNN KU3HEHHBIX (PYHKIHI OOJEHOTO U MPOBOAUTH COOTBETCTBYIOIIYIO
TEpanuio JUIs  TOJJCPKaHUs  apTepUalIbHOrO  JaBieHUs  (MHPY3MOHHAs  Tepamws,
COCYJIOCY>KHBAIOLIME W/WIN MHOTPOIHbIE IpenapaThl) U TeMIepaTypsl Tena (cM. paszzuensl 4.2

u4.4).

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHE CBOMCTBA

®dapMakoTepaneBTUYECKas IPyIa: IPOTUBOOITYX0JIEBbIE CPEICTBA; IPYTHE TPOTUBOOITYXOJIEBbIC
CPEICTBA; MHTHOUTOPHI IPOTEACOM

Kon ATX: LO1XGO1

MexaHu3M ASHCTBU, d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

boprezomu6 — 310 0OpatuMblii  MHIMOUTOP  XUMOTPUIICUH-NIOJOOHON  aKTUBHOCTH
26S-poTeacoMbl KJIETOK MJICKONHUTAIOMKX. JTa MPOTeacoMa IMPENCTaBiIseT cOO0M KPYIHBIN
OENIKOBBIII KOMIUIEKC, KOTOpbIM pacuiemisier OeNKH, KOHBIOTMPOBAaHHbIE C YOHWKBUTHHOM.
YOUKBUTHH-TIPOTEACOMHBIA IYTh MIPAET KIIOUEBYIO POJb B PEryJsUU BHYTPUKICTOUHOU
KOHIIGHTPAaLlUM HEKOTOpPbIX OEJIKOB M, TakUM OOpa3oM, MOJJIEpPKUBAET BHYTPUKIETOUHBIN
romeocta3. [logaBiieHne axkTUBHOCTH NPOTEACOMBbI MPENOTBPALLAET OSTOT CEIEKTHUBHBIN
IPOTEOJIN3, YTO MOXKET BIUSATh Ha MHOTHME KacKaJbl peakiuil mepejauyd CUTHaja B KIIETKE.
Hapymenune mexanu3Ma nojJiep>kaHusi FoMeocTa3a MOXKET IPUBOJIUTH K THOEIH KIIETKH.

In vivo 60pTe30MHO BBI3BIBAJl 3aMEUIEHHE POCTa OMYXOJU BO MHOTHX 3KCIEPHUMEHTAIbHBIX
MOJIEJISIX, BKIIOUAsi MHOYKECTBEHHYIO MUETIOMY .

B »skcnepumenTtax im vitro, ex Vvivo M Ha XHUBOTHBIX MOJENAX OOpTe30MHO ycCHIMBAl
T GepeHIIMPOBKY U aKTUBHOCTh OCTE€00IaCTOB U MHTMOUPOBaT (PYHKIIUIO OCTEOKIACTOB. DTH
3¢ PeKTh HAOIIOJATUCH Y MAIUEHTOB C MHOXECTBEHHON MUEJIOMOM ¢ MHOYKECTBEHHBIMU OYaraMu
OCTEO0JIN3a, MOTYYaIOIINUX TePaIui0 OOPTE30MUOOM.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

Abcopbrus

[Ipy BHYTPHBEHHOM CTPYHHOM BBeJeHHH GopTezomuba B 103ax 1,0 mr/m? 1 1,3 Mr/m? GonbHBIM ¢
MHO’KECTBEHHOM MMENIOMON MaKCHMajbHble KOHLEHTpPAlMK MpernapaTa B IUIa3Me€ COCTaBISIIOT
cootBercTBeHHO 57 u 112 Hr/mn. Ilpu mocneayroniem BBelEHHUH Mpenapara MaKCUMallbHbIE
KOHIIEHTPAIlMH B TIa3Me KPOBU HAXOAATcA B mpeaenax 67-106 mr/mm mms no3sl 1,0 mr/m?
1 89 — 120 ur/mut s 1o3sr 1,3 mr/m>.

[Ipu BBeieHUM B f03€ 1,3 Mr/M?> MOAKOKHO MM BHYTPMBEHHO MAIUEHTaM C MHOKECTBEHHOM

MUEJIOMOM 00IIIee CHCTEMHOE BO3JICHCTBHUE ITOCIIC TTOBTOPHOTO BBeIeHUs B TOH ke 103€ (AUC ast)
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OBLIO SKBHUBAJICHTHO MJisi 000MX myTed BBeneHHS ( 155': g'r:' ;%ﬁb‘ﬁr lﬁ%'}%hgﬁ' ialse'iré'HHH

u 151 Hr X u/MJ1 IpU BHYTPUBEHHOM BBeJIEHUH). Cmax TOCIIE MOAKOXKHOTO BBeneHUs (20,4 Hr/Mi)
ObLIa HIDKE, YeM I0CTIe BHYTPUBEHHOTO BBeAeHUS (223 Hr/mi).

Cpennee reomerpudeckoe cootHomeHne AUC s coctaBuino 0,99, a 90 %-Hble T0BEpUTEIbHBIE
nHTepBaibl — 80,18 — 122,80 %. Tmax cocTaBisuio 30 MUH TP IMOAKOKHOM BBEICHUH U 2 MUH IIpU
BHYTPUBEHHOM BBEICHUU.

Pacnopenenenne

[Tocne oHOKpPaTHOTO WJIM MHOTOKPAaTHOTO BBeAeHUS B go3ax 1,0 mr/m? 1 1,3 mMr/m? CpeHui
o0BeM pacnpeneneHus: 6opre3omuda y MaUEHTOB C MHOXXECTBEHHOW MHUEIOMON COCTaBIISET
1659 — 3294 1 (489 — 1884 1/M?). DTO MO3BONAET MPENONOKUTH, YTO GOPTEIOMUO UHTEHCHBHO
pacnpenensercs B nepudepudyecknx  TKaHsxX. [lpuw  KoHHIEHTpamusax — Oopre3omuba
100 — 1000 ur/mi cBsi3bIBaHUE IIpenapaTa ¢ 6eIKaMu M1a3Mbl KPOBU COCTaBIISIET B cpeHeM 83 %.
Opakius 0opre3oMubda, CBA3aHHOTO ¢ O€TKaMU IU1a3Mbl, HE 3aBUCUT OT KOHIICHTPAIUH.

Buorpancdhopmariusa

B ycnoBusx in vitro werabonu3zMm OopTe3omMuba MPEUMYIIECTBEHHO OCYIIECTBISETCA
uzopepmentamu nutoxpoma P450 — CYP3A4, CYP2C19 u CYPIA2.

VYyactue uzodepmento CYP2D6 u CYP2C9 B merabonuszme OoprezomMuda HE3HAUUTETHHO.
OCHOBHBIM ITyTeM MeTaboIM3Ma SIBIISETCS OTIICIJICHHE aTOMOB OOpa ¢ 00pa3oBaHHEM JBYX
MeTaboIUTOB, KOTOPHIE B JaJIbHENIIIEM I'HMIPOKCHIIMPYIOTCS ¢ 00pa30BaHNEM HECKOJIBKUX JIPYTHX
MeTabonmuToB. MeTabonuThl 6opTe30Muba He HHTUOUPYIOT 26S-TIpoTeacomy.

DJIMMUHALNS

Cpennuii mepuoj moiyBbiBeneHust (ti2) Oopre3omuba TpPU MHOTOKPATHOM Ha3HAYEHUU
BapbupoBaioT 40 10 193 yacoB, mpuyeM CKOPOCThH BBIAEIIEHUS IIpenapaTa u3 OpraHuzMa rnocie
MEPBOTO BBEJICHUS BBIIIE, YEM M1OCIIE TOBTOPHOTO.

[Ipemapat ObicTpee BBIBOJUTCS MOCJE MEPBOIl 103bI 0 CPABHEHUIO C MOCIEAYIOIUMHU JTO3aMHU.
Iocse nepBoro BBeaeHus B 103ax 1,0 mr/m? u 1,3 mr/m? cpeuuil oOMMUiA KIMPEHC COCTaBISAET
cootBeTcTBeHHO 102 1 112 11/4, a mocye mocaeayoIMX BBEJACHHH — COOTBETCTBEHHO 15 — 32 /4.
Ilon u paca

BrusiHue mona u pacel HE U3yYalHCh.

IIeueHOUHAS HEAOCTATOYHOCTH

Uccnenoanus ¢papMakOKMHETUKH OOpTE30MHU0a Y OHKOJIOITMUYECKHUX OOJBHBIX C HAPYLIEHUSMU
(YHKIMHU TTeYeHH MPOBOAMIMCH Ha 60 MarMeHTax ¢ pa3In4yHOM CTETEHbIO TSHKECTU HapyIIeHUH
dyHKIuYM neveny (cMm. pasaen 4.2, Tabnuna 5) ¢ npuMeHeHneM 103 6opresomutda 0,5 — 1,3 mr/m>,
Jlerkne HapymieHUs (YHKIMH TICYCHH HE BIUSAIOT Ha (PapMaKOKHHETHKY OopTre3omuoda.

VY nanueHToB ¢ HapylIeHUAMH (QYHKLIMU NEYEeHU CpelHEeH M TSDKEJIOW CTeneHH Halroaaercs
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60 % yBemmuenne AUC (muomanp moa KPUBOM «Kd%ﬁ%@lﬂ&gﬁﬁgﬁ&%%%b%gdﬂﬂr@ 1o

CPaBHECHHIO C MAI[UCHTAMH C HOPMAIbHON (QyHKIHEH neyeHu. J[s manueHToB ¢ HapyIICHUSIMU
(GYHKIIUYM TICUECHU CPETHEH M TSHKENON CTETICHH PEKOMEHIYEeTCS YMEHBIICHHE HAYallbHOU J103bI
6oprezomuba. TpeOyeTcss BHUMATEIbHOE HAOIIOACHUE TAKUX TTAI[ICHTOB.

IloyeyHas HEIOCTATOYHOCTh

dapmakokuHeTHKa GopTesommba B n03ax 0,7 — 1,3 Mr/m> BHYTPUBEHHO 2 pa3a B HEIEIIO Yy
OONBHBIX C JIETKUMH, CPEIHUMH WM TSDKEIBIM HApyIICHUSIMU (YHKIUU TIOYEK, BKIIOYAs
NAI[MEHTOB, HAXOIAUIMXCA Ha JAuajn3e, COMOCTaBUMa ¢ (apMaKOKMHETUKOW Ipemnapara y
OOJILHBIX C HOPMAIBbHOM (PYHKITUEH TTOYEK.
eTH

®dapmakoKMHETHKa OopTe3oMuba m3ydanach y Jered B Bo3pacte oT 2 g0 16 jer ¢ ocTpoi
auMoOIacTHON JeMKeMHel WM OCTPOM MHENONAHON JeWKeMHel Mpu BHYTPUBEHHOM
OOIIIOCHOM BBEJIEHHH B f03¢ 1,3 Mr/M? 2 pasa B Henemo. 110 JaHHBIM HOMYISAIMOHHOTIO aHAIIM3a
(apMaKOKMHETHKH, BBIBEICHUE OOpPTE30MHOA YCKOPSUIOCH IO MEpe YBEIMYCHUS IUIOIIAIH
noBepxHoCcTH Tena marnuenta. CpenHee 3HadeHHe (KOAPQPUIIMEHT Bapuanuu, %) KiIupeHca
oopresomuba coctaBuno 7,79 (25 %) n/u/m?, paBHOBECHBI 00BEM pachpeseleHHs COCTABHII
834 (39 %) n/m?, a nepuon nonyssiBenenus — 100 (44 %) gacos. Ilocne xoppekuuu >ddexra
IUTOINAAH TOBEPXHOCTH TeJa, APYTHe JeMorpauuecKue nepeMeHHbIe (Takue KaK BO3pacT, Macca
TeJa W TI0J1) He OKa3bIBAJIA KIIMHUYECKH 3HAYNMOTO BIIMSHUS Ha KIHpeHc Oopre3omuba. Kimupene
OopTe3zomuba y JeTeil, HOpMaIU30BaHHBIN O TUIOMIAIN MTOBEPXHOCTHU Tela, ObLIT COMOCTABUM C

TAaKOBBIM Yy B3POCJIbIX.

6. PAPMAIIEBTHYECKUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB

ManHuUTON

6.2. HecoBMeCTHMOCTD

JlexapcTBeHHBIN Ipenapar HeNb3s CMENIMBAaTh C APYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMy,
3a UCKJIIOUYEHUEM MEPEUHCIIEHHBIX B pazzene 6.6.

6.3. Cpok rognocTu (CpOK XpaHeHHus1)

4 rona.

BoccraHOBIEHHBI pacTBOp JOIYCKAeTCsl XPaHUTh Iepe] NPUMEHEHHWEM B OpPHUTMHAJIBHOM
¢dakoHe WIM TUIACTUKOBOM IIMPHUIE MPH Temieparype He Bbime 25 °C B MOMENICHHH C
HOPMaJTbHON OCBEIIEHHOCTHIO B Te€UeHHE 24 4acoB.

C MUKpPOOMOIOrMYECKO TOUKHU 3peHUsI TpenapaT Mo UIeKUT HEMEIJICHHOMY IPUMEHEHHIO Cpasy

KEC TIOCJIE TMPUTOTOBJICHUA. Ecmu npenapar HEC BBCIACH HCMCIJICHHO, XPaHCHHUE T'OTOBOI'0 K
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NPUMEHEHHIO Tpenapara U obecrneueHue VCJIOBH?I':H%EH'—IL&: Ei"%[I)EJEE'J:_He'}I;I/P;{:' Satsiéres

00513aHHOCTBIO M10JIb30BATEIIS.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

JlexapcTBeHHBIN mpemapaT He TpeOyeT CclelualbHBIX TEeMIEepaTypHBIX YCIOBUI XpaHEHUS.
XpaHUTh B OPUTHHAJILHON yrmakoBKe ((PJIakoH B Mauke).

6.5. XapakTep M coaep:kaHue NePBUYHOI YIAaKOBKHU

[Topomok M yrnjaoTHeHHas: Macca 0eIoro Uil MouTH 0eoro 1BeTa.

ITo 3,5 mMr 6opTe3omuba Bo (hi1akoH U3 OECIBETHOTO CTEKJIAa BMECTUMOCTHIO 10 MJI, yKYTTOpSHHBIN
OpoMOyTHIIOBOH  MpPOOKONM ¢  OOKAaTKOM  aJlOMHMHHEBBIM  KOJIIAYKOM C  I[BETHBIM
HOJIUIPONMICHOBBIM JuckoM tuma «flip-offy. JlomonauTensHo i 3ammThl Ha (IIAKOH MOXKET
OBITh HaHECEHA MPO3paYHast TEPMOYCaI0UHas 3aIIUTHAS IJICHKA, Ha THO (IakoHa — OJIMMEpHas
HakJeiika B oopme Kpyra.

[To 1 ¢nakoHy BMecTe ¢ MHCTPYKIMEH MO MPUMEHEHHUIO (JIMCTKOM-BKIIAIBIIIEM) MOMEIIAIOT B
KapTOHHYIO IIaYKy, HAa KOTOPYIO JTOTIOJIHUTEIHLHO MOTYT OBITh HAHECEHBI 3aIIUTHBIC HAKIICHKH.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYeHHbIX TOcjJde NPHUMEHEeHUs
JIEKAPCTBEHHOT0 Mpenapara v Apyrue MaHUIMYJ/ISIHU ¢ NPenapaToM

OO01me Mepsl IIPETOCTOPOKHOCTHA

Bbopre3oMub 0THOCUTCS K IUTOTOKCUYECKUM JIEKAPCTBEHHBIM CPE/ICTBAM.

[Tpu mpUroTOBIIEHUH PACTBOPA U OOPAILIEHUU C MIPENApaTOM CIEeIyeT MPOSABIATh OCTOPOXKHOCTb.
Crnenyer coOmoaTh COOTBETCTBYIOIIME MeEpbl acCeNTUKH. PekoMeHIyeTcss NoJab30BaThCs
Iep4yaTKaMu U APYrod 3allUTHON OJEKI0M IS ITPENOTBPALICHUS KOHTAKTa C KOKEH.

[IpenapaT Henb3sl CMEMIMBATh C IPYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAaMHU, 3a uckimtoueHueM 0,9 %
pacTBOpa HaTpHs XJIOpHUAA.

[IpuroToBaeHUE pacTBOpPA J1JIsi BHYTPUBEHHOTO BBEICHUS

Conepxxumoe (rakona pactBopsroT B 3,5 mu 0,9 % pactBopa Hatpus xiopuaa. KoHuenrpanus
IPUTOTOBJIEHHOI'O PacTBOpa JUIsl BHYTPUBEHHOTr0 BBeeHUs — 1,0 Mr/mit.

[TpuroToBNEHHBIN PAacTBOP AOJDKEH OBbITH NMpo3pauHbiM M OeciBeTHbIM. [Ipu oOHapyx)eHun
MEXAHWYECKUX BKIOYEHMM WM W3MEHEHMS ILBETa INPUTOTOBIIEHHBIM pacTBOpP MCIOJIb30BaTh
HEJb3S.

[TomyyeHHblii  pacTBOp BBOJAT IIyTeM BHYTPUBEHHOMN 601r0CHOI WHBEKLAN
IPOJIOJDKUTEIBHOCTBIO 3 — 5 CeKyHJ udepe3 MNepudepuuyecKuid WM LEHTPAIbHBIA BEHO3HBIN

KareTep, KOTophlid 3aTeM npoMeiBatoT 0,9 % pacTBopoM HaTpusl XJIOpHUAA Ui HUHBEKLUH.
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[IpuroToBaeHNE pacTBOPA JIJISI ITOJIKOKHOT'O BBEICHHS

Conepxumoe ¢nakona pactBopsitoT B 1,4 mut 0,9 % pactBopa Hatpus ximopuaa. KonneHrparus
MPUTOTOBJICHHOT'O PacTBOPA ISl TIOJKOKHOTO BBeIeHUs — 2,5 Mr/mi1. [IpUroToBIIEHHBIN pacTBOp
JOJIKEH OBITh MPO3payHbIM U OeciBeTHBIM. [Ipu 0OHapYyKeHNH MEXaHMYECKUX BKIOYSHHN WIIN
M3MEHEHHUs I[BeTa MPUTOTOBJICHHBIN pacTBOpP HCMOJIb30BaTh Hesb3s. [lomydeHHbIN pacTBOp
BBOJIST MOJKOXHO B 001acTh Oenpa (TipaBoe WM JIEBOE) MM B O0JIACTh JKMBOTA (CIpaBa WU
cieBa). HeoOXoamMo MOCTOSSHHO MEHSATh MECTO BBEACHHs mpenapara. Kaxkmas mocnemyromias
UHBEKIUS OJKHA BBOAMTHCS HAa PACCTOSIHUM KaK MMUHUMYM 2,5 ¢cM OT MecTa MHpeIblayliei
UHDBEKIUH.

Henp3s BBOIUTE TIpemapar B 4yBCTBUTENBHBIE 00IaCTH, TOBPEKACHHBIE 007acTH (MOKPACHECHUS,
CHHSAKH), a TAK)KE B 00JIaCTH, I'7Ic BBEJICHUE UTJIBI 3aTPYIHEHO.

Yrunuzauus

[Ipenapat npeaHa3sHaueH TOJBKO AJIi OJHOKPATHOTO NMpHUMEHEHHus. Bech He HCIoIb30BaHHbIN

npernapaT Wid OTXO/bI CIeIyeT YTHIN3UPOBATh COTIIACHO YCTAaHOBICHHBIM TPEOOBAHHSIM.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA

Ucaanaus

Axrasuc ['pynn I[ITC exd.,

Hanempayn 1, 220 Xaduapprsepayp

7.1. IIpeacraBuTeIb AePAKATES PErHCTPAlMOHHOIO Y10CTOBepeHns Ha Teppurtopuu Corosa

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanns

00O «TeBa»

115054, r. Mockaa, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

®dakc: +7 (495) 644 22 35

Anpec a5eKTpoHHOMU nouThl: info@teva.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. IATA NEPBUYHOM PETUCTPAIIMU (MIOATBEPXKXJIEHWUE PEIMCTPAIIMMA,
INEPEPETUCTPALIUSA)

Jlata nmepBoii peructpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OOmias  xapakTepUCTHUKA  JICKAPCTBEHHOTrO  mpemapata  bopre3omuO-TeBa  mocTyrHa
Ha HMH(OpMaALMOHHOM THopTasie EBpa3uiickoro 3KOHOMHUYECKOro coOr03a B HH(MOPMAalMOHHO-

KOMMYHHUKaIIMoHHOH cetn « MTHTepHeT http://eec.eacunion.org/
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