COOTBETCTEYET 3IKCNEFPTHOMY OTYETY
ot 06.05.2025 N2 11726
UHCTP yKHm NOCNEOOBATENEHOCTE 0003)

I[10 MEJUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Munatuo

PerucrpanuoHHbIii HOMep:

Toprosoe HaumeHoBanue: Munatub

Me:knyHapoaHOe HeMATeHTOBAHHOE MJIU FPYNNUPOBOYHOE HAMMEHOBaHMe: 60pTe30MUO
JlekapcTBeHHast ¢opma: nuoduiIn3aT A MPUTOTOBIICHUS PAacTBOpa AJs BHYTPUBEHHOTO H
MIOJIKO’KHOTO BBEJICHUS

Cocras Ha 01MH (pJ1aKOH:

Heticmeyrowee sewecmeo:

Boprezomud 3,0 Mmr wm 3,5 Mr

Bcnomozamenvhvie sewyecmea:

ManHuton 30 mr 35 mMr

A3zot q.s. q.s.

Onucanme: benas win nouru 6enas a0 (GUIM3UPOBAHHAS MAacca UITH MTOPOIIOK.
dapMakoTepaneBTHYECKAs rpynmna: MPOTHUBOOITYXOJICBBIE CpENCTBa; apyrue
MIPOTHUBOOITYXOJIEBBIE CPEJICTBA; HHTMOUTOPHI IPOTEACOM.

Kox ATX: LO1XGO1

dapmaKo10rH4ecKre CBOMCTBa

Dapmaxoounamuka

BoprezoMmu6 — 3T0 O0OpaTHMBIi HHTUOUTOP XHUMOTPHUIICHH-TIOJOOHONW aKTHMBHOCTH 26S-
IPOTEaCOMBl KJIETOK MJICKONUTAIOMMX. JTa MpoTeacoMa IPEACTaBIsAeT COOOW KPYIHBIH
O€NKOBBI KOMILJIEKC, KOTOPBIM paclieruiieT OeNKH, KOHBIOTUPOBAHHBIE C YOHMKBUTHHOM.
YOUKBUTHH-TIPOTEACOMHBIA MYTh WIPAET KIIOYEBYIO pPOJIb B PETYISIIMUA BHYTPUKICTOYHOU
KOHIICHTPALlMM HEKOTOPBIX OEJIKOB M, TakUM o0Opa3oM, NOJIEPKUBACT BHYTPUKICTOUHBIN
romeocta3. IlogaBneHne aKTMBHOCTM TPOTEAcOMBbl TMPEAOTBPAIIAET 3TOT CEJICKTHBHBIN
MPOTEOJIN3, YTO MOJKET BIUSATh HAa MHOTHE KacCKabl pEeakiMii mepeaadn CUTHajda B KIIETKE.
Hapymenne MexaHu3ma mojyiep>kaHusi TOMeoCcTa3a MOXKeT MPUBOJUTH K THOENN KIETKH. [n vivo
060pTe30MHUO BBI3BIBAI 3aMEUIEHUE POCTA OMYXOJH BO MHOTHMX HKCIIEPUMEHTANBHBIX MOJEISX,
BKJTIIOYasi MHOKECTBEHHYIO MUEIIOMY.

B oskcnepumeHrtax in vitro, ex vivo W Ha JKUBOTHBIX MOJENAX OOpTe30MHO yCHIMBAI
i GEepeHIUPOBKY U aKTUBHOCTh OCTEO0IACTOB U MHTHOUPOBaNl (DYHKIIHIO OCTEOKIACTOB. JTH

3¢ deKTh HaOMIOMAMNCh y TMAMEHTOB C MHOXXECTBEHHOW MHEIOMOW C MHOXECTBEHHBIMHU
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OuaraMi OCTe0/H3a, OJIy4aIoLUX Tepauio Gopresomubon.— | =L EATENBEHOCTE 0003

DapmakoKkunemuka

IIpy BHYTpMBEHHOM CTPYWHOM BBeJI€HMM OopTesomuba B mo3ax 1,0 mr/m® m 1,3 mr/m?
MaIMeHTaM ¢ MHOYKECTBEHHOM MHUEIIOMOM, MaKCUMaJIbHbIe KOHIICHTPALlUU TpenapaTa B IUIa3me
COCTaBJIIOT COOTBETCTBEHHO 57 u 112 ur/mn. Ilpu mocnenyromem BBEACHHUH TNpenapara
MaKCHUMaJIbHbIe KOHIIEHTPAIMHU B TJIa3Me KPOBU HaxoAATcs B mpeaenax 67—106 Hr/mit s 10361
1,0 mr/m?> m 89-120 mna mosel 1,3 mr/m?. Cpelnumii meprosi MOMyBBIBEIEHHS IIperapaTa Hpu
MHOTOKpaTHOM BBeneHHH cocrtaBisier 40-193 wyaca. Ilpemapar ObicTpee BBIBOAMTCS TOCIHE
NEPBOIM J03bI MO CPABHEHUIO C MOCIEIYIOUUMH J03amH. [locie mepBoro BBEACHHUS B J103aX
1,0 mr/m? u 1,3 Mr/m? cpeanuii oOmumil KIupeHc cocTabiseT cooTBerctBenHo 102 u 112 n/u, a
Tocle MOCHeAYIONMX BBEIEHUH — COOTBETCTBEHHO 15-32 11/u. Ilpu BBeneHun B mo3e 1,3 mMr/m?
MOJIKO’)KHO WJIM BHYTPHBEHHO IAIMEHTAM C MHOXKECTBEHHOM MMEJIOMOM o0lee CHCTeMHOe
BO3JIEHCTBUE MOCiIe MOBTOPHOTO BBeneHUS B TOW ke N03€ (AUCast) OBUTO DKBHUBAIGHTHO ISt
oboux myreil BBemeHus (155 Hrxu/mia mnpum MOIKOXKHOM BBeAeHMH W 151 Hrxu/mm npu
BHYTPUBEHHOM BBEJIEHHH). Cmax MOCIE MOJAKOXHOTO BBeAeHUs (20,4 Hr/mi) Obula HHUXKE, YeM
mocJie BHyTpuBeHHOTO BBeneHus (223 ur/miu). Cpennee reomerpuueckoe cooTHomeHne AUC g
coctaBuiio 0,99, a 90 %-ubie noBeputenbHbie UHTEPBAIBI — 80,18—122,80 %. Tmax cOocTaBIsIIO
30 MUH ©IpM NOJKOXHOM BBEJEHMM M 2 MHUH IIpM BHYTpUBEHHOM BBeneHuu. Ilocie
OJTHOKPATHOTO MM MHOTOKPATHOTO BBeleHHs B po3ax 1,0 mr/m> u 1,3 mr/m® cpemnuii 06bem
pacripeniesnieHust 60pTe3oMuba y MAlMEeHTOB C MHOXXECTBEHHOH MHUEIOMOHM cocTaBiseT 1659—
3294 1 (489-1884 n/mM?). DTo MO3BOJIAET MPEANOIOKUTH, YTO OOPTE30MUO HHTEHCHBHO
pactipenensiercsi B nepudepuyeckux TkaHax. [Ipu  KoHIeHTpauusx Oopresomuba 100—
1000 Hr/Mn cBsA3BIBAHHE Mperapara ¢ OelKaMu IUIa3Mbl KPOBH COCTaBIsieT B cpenHeMm 83 %.
@paxius 6opTezomMuda, CBI3aHHOTO ¢ OEIKaMHU IIa3Mbl, HE 3aBUCHT OT KOHIIEHTPALIUH.

B ycmoBusx in vitro wmetabomu3m Oopre3oMuba MPEUMYIIECTBEHHO OCYIIECTBIISCTCS
uzopepmerntamu nuroxpoma P450 — CYP3A4, CYP2C19 u CYP1A2. Yuactue n3ohepMeHTOB
CYP2D6 u CYP2C9 B wmeraGomuszme Ooprezomuba He3HauuTenbHO. OCHOBHBIM ITyTEM
MeTabonu3Ma SIBISETCS OTIICTUIEHHE aTOMOB Oopa ¢ 00pa3oBaHHEM [BYX METabOIHTOB,
KOTOpBbIE B JalbHEHIIEM T'HAPOKCHIMPYIOTCS € O00pa3oBaHHMEM HECKOJBKUX JIPYIHX
MeTabonuToB. MetabonuTel GopTe3omMuda He MHIHOMPYIOT mpoteacomy 26S. Ilytu BeIBeneHuUs
6oprezomuba y 4emoBeka He U3ydaluch. BiausiHue Bo3pacra, 1mosa u pacel Ha (papMaKOKUHETHKY
6opTezomMubda HE N3yYallOCh.

HccnenoBanus papMakOKHHETHKU O0pTe30MUOa y OHKOJIOTHYECKUX MAIIMEHTOB ¢ HApYyIICHUAMU
(GyHKIMU TIeYeHH NMPOBOJUINCH Ha 61 MalMeHTe ¢ pa3iInYHON CTENEHBIO TSHKECTH HapyIIeHUH
¢ynkuun neyenu (cM. Tabmuiy 5) ¢ npuMeHeHueM 103 Goprezomuba 0,5-1,3 mr/m?. Jlerkue
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HapylIeHHs GYHKLMH [IeYeHH He BIAsioT Ha (apmaxorhtieruky Gopredomiea. N hatiditos c

HapyIIeHUAMHU (YHKIIMH [EYEHU CpPelHEeH U TsoKenoi crerneHu Habmogaercs 60 % yBenuuyenue
AUC (mwiomans mmojJ KPUBOW «KOHIIEHTpALMs-BpeMs») Oopre3oMuda TO CpPaBHEHUIO C
NalMeHTaMu C HOPMaJIbHOM (yHKIMel mnedeHH. s MalMeHTOB C HapYIIEHUSAMH (YHKIUU
[IEYECHU CpEIHEH U TSKEIOW CTENEHH PEKOMEHIYETCs YMEHBIICHHE HAadalbHOM 03Bl
6oprezomubda. TpeOyeTcst BHUMAaTENbHOE HAOIIOIEHNE TAKUX MTallUEHTOB.

dapMakokuHeTuKa Oopresomuba B no3ax 0,7-1,3 Mr/mM> BHYTpHBEHHO 2 pa3a B HEIENIO Y
NAIMEHTOB C JIETKMMHU, CPEIHUMHU WM TSDKEJIBIMU HApyIICHHSMU (QYHKIHMHM TOYEK, BKIIOYas
NAIMEHTOB, HAXOJIIMXCA Ha JHajn3e, COMocTaBUMa C (apMaKOKMHETHKOM mpenaparta y

MAIMEHTOB ¢ HOPMAJILHON (PYHKITUEH MMOYeK.

IToxka3zaHus K NPUMEHEHHIO
Munatu6 npeaHa3Ha4YeH JUI JTICUCHUS:
- MHO>XECTBEHHOM MMEJIOMBI;

- MaHTHHHOKIETOYHOU TUM(OMEI.

IIporuBonoka3anus

MOBBIIIEHHAs YyBCTBUTEIILHOCTh K O0pTe30MuOy, 60py 1 MAaHHHUTOIY;

- OepeMeHHOCTh U MEPUOJI TPYAHOTO BCKAPMITUBAHMUS;

- JEeTCKHM BO3pacT (OTCYTCTBUE OINbITA IPUMEHEHHUS);

- octpeie quddy3HbIe UHOUITBTPATUBHBIE 3a00JICBAHUS JIETKUX;

- TOpaXeHHE NMEepUKap/a;

- OJHOBPEMEHHOE TPUMEHEHHE C CHIBHBIMH HHAyKTOpamMu wu3odepmenta CYP3A

(pudamnuuuH, kapbamazenut, GeHUTonH, heHoOapOuTan, 38epoOOii POABIPSBICHHBIH).

C 0CTOPOXKHOCTHIO

- HapyueHus (YHKLIUU TIEUCHH THKEIOW U CpeIHEeH CTeNeHH;
- TsDKeJble HapyleHUs! PYHKIHH MTOYEK;

- CYIOpOI'W WIH JIUJIEIICUS B AaHAMHE3E;

- 00MOpOKH;

- nuabeTuyeckas HelpomaTusi B aHaMHE3€;

- OJHOBPEMEHHBIN IPHUEM TMIIOTEH3UBHBIX IIPENapaToB;

- 00e3BOXMBaHUE Ha (POHE TUAPEU UITH PBOTHI;

- 3amnop;

- PHCK pa3BUTHs XPOHUYECKOU CEpACUYHON HEOCTATOYHOCTH;
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- OJHOBPEMEHHBIH MpPHUEM HMHTHOUTOPOB | WIH @&%ﬁﬂ%@ BHJ(@@EMQ;J - @HJY:%A&

OTHOBpEMEHHBIM  mpuem  cyocrtparoB  m3opepmenta CYP2C9 u  mepopaibHBIX

TUIIOTTIMKCMHUYCCKUX IpCTapaToB.

IIpuMeHeHne Npu GepeMEeHHOCTH U B MEPHOA I'PYJIHOr0 BCKAPMJIMBAHMA

MyXUuHBl U JKEHIIWHBI C JETOPOJHBIM MOTEHIMAIOM JOJDKHBI HMCIOJIb30BaTh 3(PQeKTuBHBIC
CpeACcTBa KOHTPAIICTILUHI BO BPEMS M B TEUEHHUE 3-X MECSIIEB MOCIIE OKOHYAHUS JICUCHUSI.
[Tpumenenne G6oprezomubda BO BpeMsi OEpeMEHHOCTH MPOTHUBONOKa3zaHo. Ilpu HEoOxoaumocTu

IIPUMEHEHHS [IperapaTa B IIEpUOJ JaKTallUU IPYAHOE BCKAPMIIMBAHUE CIIEAYET IIPEKPATUTD.

Cnoco6 npuMeHeHus1 U 103bl

JlekapcTBeHHBIN mpernapar Muiatu® mMoKa3aH TOJIBKO JUIS BHYTPUBEHHOTO U TOIKOXHOTO
BBeqeHMA. [Ipu MHTpaTeKkaabHOM BBEACHUH OBLIH 3a(pUKCHPOBAHBI CIIy4yal CMEPTH.

[Tpu BHYTpUBEHHOM BBEJICHHH KOHIIEHTPALIMS paCTBOPA JOJDKHA COCTABIATH 1 MI/MIL

[Tpu MOIKO’KHOM BBEJICHUH KOHIIEHTPALMS pacTBOPA JOJKHA COCTABIATH 2,5 MI/MIL
KoHuenTpauus pactBopa JOJDKHA PACCUMTHIBATHCS OUEHBb TIIATENBHO B CBSI3U C Pa3IMuuEM
KOHIICHTPALMK pacTBOPA Il BHYTPUBEHHOTO BBEJICHUS U PaCTBOpA IS MTOAKOKHOIO BBEICHUS.

Monomepanus

PenuauBupymomas MHOKeCTBEHHAsl MHeEJOMA W PelHIMBHPYIOIIAs MAHTHHHOKJICTOYHAS
Jumpoma

MunaTi0 BBOAUTCS] BHYTPUBEHHO CTPYHHO B T€UEHHE 3—5 CEKyH] MU TOIKOMKHO.
PexoMenyemas 103a 60pre3omMuba cocTapiser 1,3 Mr/m? miomam NoBEPXHOCTH TeNa JIBa pasa
B Hezento B TeueHue 2 Heaenb (quu 1, 4, 8 u 11) ¢ nocneayromum 10-1HEBHBIM NEpEePHIBOM (JIHU
12-21). Mexny BBeIeHHEM MOCIEIOBAaTENIbHBIX /103 IMpenapata Mumarud JOJDKHO NMPOUTH HE
MeHee 72 4. CTeneHp KIMHUYECKOTO OTBETa PEKOMEHAYETCS OLICHUBATh 110CIIE IPOBEACHUS 3 U
5 UUKIOB JeueHus. B ciiyuyae AOCTMXKEHMS IMOJHOTO KIMHUYECKOIO OTBETA PEKOMEHAYETCS
MpOBeACHUE 2 TOTIOJHUTENbHBIX HUKIIOB JieueHus. [Ipu nuTensHOCTH edueHus 0oiee 8 UKIOB
Munatu6 MOKHO IPUMEHSTH [0 CTAHIAPTHON CXeMe MITU TI0 CXeME TOIICPKUBAIOIIEH Tepanun
— eXEHeJIeNbHO B TeueHue 4 Henensb (auu 1, 8, 15, 22) ¢ nocneayromum 13-1HEBHBIM IEPHOJIOM
oTabixa (muu 23-35).

[TanmenTam, y KOTOpBIX Tepamus mpenapaToM Muinatubd He Jana KIMHHUYECKOTO OTBETa
(mporpeccupoBaHMe WM CTaOMIM3aIMs 3a00JeBaHus Nocie 2 Wik 4 HUKIOB COOTBETCTBEHHO),
MOJKET OBITh Ha3HaueHa KOMOWHAIIMS BBICOKUX 703 JeKCaMeTa3oHa ¢ mnpernaparoM Munatub. B
aToM ciyyae 40 Mr aekcameTa3oHa Ha3HA4YaeTcs MEPOPATbHO C KaXJOM J030M Ipemnapara
Munatu6: 20 Mr B AeHb BBeAeHUs mpenapata MunatuO® u 20 Mr B clenyromuil IeHb Mocie
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|, puem ficRCaterisGita potssolat s 10274, 5,

BBeJIeHUA Mpenapara Mumnatu6b. Takum o6pazon

OTUETY

8,9, 11 u 12 nenpb, cymmapno 160 mr 3a 3 Henenu.

Koppexuus 003bl U 80300HOBICHUE mepanuu

[Ipy  pa3BUTHM  TEMAaTOJOTHMYECKOW  TOKCHMYHOCTH  4-H  CTeNeHH  WIM  JII00O0Tro
HEreMaTOJIOTMUECKOT0 TOKCHYECKOro addexra 3-i cTemeHu, 3a HCKIIOYCHHEM HeWponaTHH,
JieyeHre mpernaparoM Mwunatub cienyeT MpuOCTaHOBHUTH. llocie MCUYe3HOBEHHS] CHUMITOMOB
TOKCHUYHOCTH JICYCHHE MpernapatoM Muinatud MO>KHO BO30OHOBHTH B J103€, CHUKEHHOM Ha 25 %
(no3y 1,3 mr/m? camxkaror 1o 1,0 Mr/m%; o3y 1,0 mr/m? camxkarot 10 0,7 Mr/m?).

[Ipu mosiBIEHMU CBA3aHHOW C NMPUMEHEHUEM Tpemnapara Muinatub HelipornaTHueckoil 0osn
u/unu nepudeprudeckoil CECHCOPHON HEMpomaTHH 703y Mpernapara U3MEHSIOT B COOTBETCTBUH C
Tabmuueit 1. OTMmeyanuch ciydyad BO3HUKHOBEHHSI BETE€TAaTUBHOM HEMpONAaTHH TDKEIOH
CTEIEHU, INPUBOJAIIME K IPEKPAILICHUIO WIA IPUOCTAHOBJIICHUIO TEpanuu. Y NALUEHTOB C
TsDKeNoW Helpormarueil B aHamMHe3e Muimatu® MOKHO NMPHUMEHSATH TOJIBKO TOCIHE TINATENbHOU
OLIEHKU COOTHOILIEHHSI PHCK/TIOJIb3a.

Tabauua 1. PekoMeHyeMoe U3MEHEHHE N03bI IIPU Pa3BUTUH BBI3BAHHOU IpernaparoM Mwiatud

HeUpomaTuueckou 60im u/wiu nepudeprudecKoil CEHCOPHOUN WM JIBUTATENbHON HEMPOIIATHHI

TaxkecTs nepudepnyeckoil HeliponaTuu

HN3MmeHeHHe 103bI M YACTOThI BBEICHUS

1-s crenens (mapecte3us, cnaboOCTh W/WIH
yracanue peduekcoB) 0e3 0OMM WM yTPaThl

byHKIIMH

Jlozda M pexXuM BBEICHUS He TpeOyroT
KOppEKLUU

1-1 cremeHp ¢ OONBIO WM 2-1 CTEHEHb

Cuusuth 103y 10 1,0 Mr/M? WIM U3MEHHTH

(Hapymenue (yHKIMM, HO HE MOBCEIHEBHOM | pekuM BBeldeHMs Ha 1,3 mr/m* 1pas B
AKTUBHOCTH) HEJIEIIO

2-a creneHb ¢ Oonplo wiau 3-g cremneHb | [I[ppocTaHOBUTH — NpUMEHEHHE  Ipemnapara
(HapyLIeHHE TOBCEJHEBHOM aKTUBHOCTH) Munatu6 10 HMCYE3HOBEHUS CHUMIITOMOB

TOKCMYHOCTH. Ilociie 3TOro BO30OHOBHUTH
JIeUeHUe, CHM3WB JI03y Tpemapara Mwumnarub
1o 0,7 Mr/M? n YMEHBIINB YaCTOTY BBEICHUS

A0 OHOIO pai3a B HCACIIIO

4-5 creneHpb (ceHcopHas HEHpOoIIaTus,
IpUBOJAIIAs K  MHBAIMAHOCTH  WIH
JBUrareibHas Heillpomarus, yrpo)karomas

YKU3HU WIM IPUBOJAILAS K [TapaInydy)

IIpexpatuth
Muatu6

IIPUMEHEHNE npernapara

Kombunuposannas mepanus

MHokecTBeHHasi MHeJIOMA y NAIHEHTOB, pPa

HEC HE MOJyYaBIIUX JICYCHUE, U KOTOPbIC¢ HE

SAIBJIAIOTCA KaHANAATAaMHU HAa MPOBECACHUE TPAHCIVIAHTAIIUM CTBOJIOBBIX KJIE€TOK

Pexomenoyemas doza 6 kombunayuu ¢ meaghanarom u npeoHu3oHom

JlekapcTBeHHBIN IIpenapaT BBOIST BHYTPUBECH

HO CTPYHHO WJIM TOJKOXHO B KOMOWHAIIUU C
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MendaraHoM W TPEJHU30HOM, MPHUHUMACMb

COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 06.05.2025 N= 11726

i BHYTPS. -~ Tipobosiir SAdmirs ~6-néhdimhnix

IIUKJIOB, KaK Moka3aHo B Tabmuie 2. B nuknax 1-4 Muiatub nmpuMeHsoT 2 paza B HeIeNo (JIHU

1,4,8, 11, 22,25, 29 u 32), a B uuknax 5-9 — 1 pa3 B venento (nuu 1, 8, 22 u 29).

Tabmuua 2. Pekomenayemas cxeMa JIO3MpOBaHWA Ipernapara MuiaatuO, IIPUMEHSEMOro B

KOMOMHAIINHN C Meﬂd)aJ'IaHOM U IPEAHU30HOM Y MAIIMEHTOB ¢ paHee HeICYeHON MHOXKECTBEHHOM

MUEIOMOM, KOTOPBLIM HE IMOKA3aHO MPOBEACHNE TPAHCIIAHTAIIUN CTBOJIOBBIX KIETOK

Munaru6 2 pa3a B Heges 10 (UMKJIbI 1-4)
Henens 1 2 3 4 5 6
Munatub | ieHb JICHb | IHb JICHB | IEPUOJT | ICHb JICHb | ICHb JIEHb | IEPHOJ
(1,3 MF/M2) 1 4 8 11 | otmeixa | 22 25 29 32 | oTobIxa
Mendanan
(9 Mr/M%) + | neHb JeHb JeHb JeHb MepuoJl Mepuol
[Ipennuszon | 1 2 3 4 OTZbIXA OTZbIXa
(60 Mr/m?)
Munaru6 1 pa3 B Hemesno (HUKJIbI 5-9)
Henens 1 2 3 4 5 6
Munatub | ieHb JICHb TIePHOJ JICHb JICHb MIePHOJ
(1,3 MF/M2) 1 8 OTObIXa 22 29 OTObIXa
Mendanan
(9 Mr/M%) + | neHb JeHb JeHb JEHb MepuoJI MepuoJl
[Ipennuszon | 1 2 3 4 OTZbIXA OTZbIXA
(60 mMr/m%)

Koppexuus 0030l npu KOM6MHMDO@CZHHOIZ mepanuu C Me]lqbaJZaHOM u nDeaHMBOHOM

Koppexyus 0o3vl u cxemvl npumenenuss npu npumenenuu npenapama Munamub cosmecmuo ¢

Menpananom u npeoHU30HOM
[epen HaYaIOM HOBOTO IMKJIA JICUCHHS:

YPOBHSL.

CoJIep>KaHue TPOMOOITUTOB TOIKHO OBITH >70000/MKT;
abcoioTHOe yncio HerrpopminoB (AYH) >1000/mk;

HETEMATOJIOI'MYCCKAasd TOKCHYHOCTh JOJDKHA CHU3UTHCA OO0 1 creneHu WM J0 UCXOOHOTI'O

Taonuna 3. Koppekiys 10351 IIPU DO CIEAVIONINX [IUKIAX JCUCHUS

ToxkcnyHOCTH

Koppexkuust njim orcpouka 103bl

I'emamonocuueckaa moxkcuunocms 6 Xxooe
npeovIoyuie2o YUKIA:

e JlnurenbHas HEUTPOIICHUS 1581071

B cnemyromem 1wmkie 103y  MendanaHa
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TpoMboLHTONICHHsT 4 cTemeHn, 70O || cienyet ymMenbtmiTh fd 251 - 15 UULA)

COOTBETCTBYET SKCNEPTHOMY OTYETY

TpOMGOHI/ITOHeHI/IH C KPOBOTCYCHUECM

e Couepxanue TtpomOouuToB <30000/mki | OTI0KUTE BBEAEHHE Npenapara MunaTub
wmm AYH <750/Mx1 B J[eHb BBEICHUS
npemnapara Munarub (kpome aus 1)

e Heckonbko OTCpouek BBemeHUs mpemapara | Jlosy mpemapara Mumatu® CHMXKAlOT —Ha
Munaru6 B omsoM 1mkie (>3 pas mpu |l crynens (¢ 1,3 mr/m® gmo 1,0 Mr/m?; ¢
BBEJICHHMHM 2 pa3a B Hezmeo wid >2 pas mpu | 1,0 mr/m? 110 0,7 Mr/m?)

BBEJICHUH | pa3 B HENEINIO)

Hezemamonozuueckas mokcuunocms | llpumenenue npenapara Munaru6
23 cmenéenu OTKJIAABIBAIOT a0 CHMKCHUA
HETeMaTOJIOTHUECKOM TOKCHYHOCTH 10

1 crenenn win 10 ucxogHoro ypoBHs. [locne
ATOTO JIeueHHe mpernapartoM MuiaTud MOXKHO
BO300HOBUTH B JI03€, CHIDKCHHOH Ha | CTyneHb
(c 1,3 mr/M? o 1,0 mr/m%; ¢ 1,0 mr/m> 1o
0,7 mr/m?). Tlpu pa3sBUTHH HelponaTHyeckoii
O6omn wwunu nepudepuyueckoi HeWpomaruu,
CBSI3aHHOM ¢  TPUMEHEHHWEM  Iperapara
Munatu6,  BBEJEHHE  OYEpENHOM  J03bI
OTKJIQ/IBIBAIOT M/MIM KOPPEKTHPYIOT 103y, Kak
onucano B Tabmuie 1.

JlononHuTenbHas uHbopManus o MmendanaHe W MPeIHU30HE MPHUBOAUTCS B MHCTPYKIUSAX IO

MCIUIITUHCKOMY NNPUMCHCHHIO 3TUX MIPCIIAPaTOB.

MHo:xecTBEeHHAsI MHeJI0Ma Y NanuMeHTOB, paHee HE MOoJyYaBIIUX JieUYeHHME, U KOTOpPbIE
SIBJIAIOTCA KaHANAATAaMHU HAa MPOBECACHUE TPAHCIVIAHTAIIUM CTBOJIOBBIX KJIE€TOK

Pexomenoyemas 0osa

Pexomenyemast HauanbHas Jo3a Oopre3omuOa MpU NPUMEHEHMHM B KOMOHMHALMHU C JIPYTHMU
JIeKapCTBEHHBIMM MPENapaTaMy cOCTaBseT 1,3 Mr/m> IIomanay MOBEPXHOCTH Tejla JIBa pa3a B
Heleno B TedeHne 2 Henmenb (oHUM 1, 4, 8 wm 11) c mnociaeayromuM IMepepbIBOM
MpoIoKUTENsEHOCTRIO 10—18 mHEl, uTo cocraBnseT 1 nuki geueHus. Heo6xoauMo mpoBecTH OT
3 mo 6 Takux MUKIOB. MeXly BBEJICHUEM IMOCIEI0BATENbHBIX 103 penapaTa Muiatub 10JKHO
IIPOWTHU HE MEHee 72 4.

Koppekmuio 1036l y MalueHTOB, KOTOPBIM MOKa3aHO MPOBEICHHE TPAHCIUIAHTAIIMH CTBOJIOBBIX
KJIETOK, HEOOXOJMMO POBOIUTH COTJIACHO PEKOMEHIAIMSIM, OTMCAaHHBIM B Tabmmuie 1.
VYKa3zaHus MO JO3MPOBAHUIO JICKAPCTBEHHBIX IPENapaToB, NMPHUMEHSEMBIX B KOMOMHAIUU C
npenaparoM Mwunatub, NpUBEACHB B COOTBETCTBYIOIIUX HHCTPYKLHUAX IO MEIUIIMHCKOMY

IIPUMEHEHMUIO.




COOTBETCTEBYET 3KCNEPTHOMY OTUYETY
~ ot06.05.2025 N2 11726
PeuuaMBHpYIOMAsi MHOKECTBEHHAS] MUEJIOM (MOCNEOOBATENEHOCTE 0003)

PeKOMeHaveMa}l 003a npu _npumeHeruu 6 KOMOUHauuu ¢ ne2ujiupo6aHHbIM _JTUNOCOMATIbHbIM

00KCOPYOUUUHOM

VYKazaHus M0 J03¢ UM KOPPEKIUH J03bI mpernapara MumaTuO ONMucaHbl BbIIIE B IOJpa3ee
«MoHoTepanusn».

[lernnMpoBaHHbIA JHUIIOCOMANBHbI TOKCOPYOHIIMH NpUMEHseTcs B 03¢ 30 Mr/M? B 4-blii 1€Hb
3-X HeIeNpHOTO IMKJIAa TpuemMa npenapata MwunatuG B BuJe BHYTPUBEHHOW HH()Y3UH
IPOJOJDKUTENBHOCTRI0O | 4. cpa3y mocie BBeAeHUs OopTe3oMuba. JlomosHUTEIbHAS
uH(pOpMaIKA O MErHJIMPOBAHHOM JHMIIOCOMAILHOM JAOKCOPYOHIIMHE TPUBOAUTCS B UHCTPYKIIUU
10 MEJULMHCKOMY IIPUMEHEHUIO JAHHOTO IIpernapara.

PeKOMeHaveMa}l 003a npu npumeHeruu 6 KOMOUHAQUUU C QeKCAMemazoHOM

VYKazaHus M0 J03¢ M KOPPEKIUH J03bI mpernapara MumaTiuO ONMUCaHbl BbIIIE B IOJpa3ee
«MoHoTepanusn».

JlekcameTa30oH IpUHUMAETCs BHYTpb B 03¢ 20 MI B CyTKM B JE€Hb BBEJCHHUS Ipernapara
MunaTuO ¥ Ha CIEAYIOINN 32 HUM JICHb.

JlononHUTENbHAS HHPOPMAIIHS O IeKCaMETa30He MPUBOIUTCS B MHCTPYKIIMH 10 METUIITHCKOMY
IIPUMEHEHUIO JAHHOIO Ipernapara.

Tlosmopnas mepanus MHONCECIMBEHHOU MUETOMbL

B cmydae penuanBa y ManmMeHTOB, paHee OTBETHBIIMX Ha TEpanuio mpemnaparoM Muinatubd
(MOHOTEpPAIUIO MU KOMOMHUPOBAHHYIO TEPaInio), HEOOXOAMMO HAaYMHATH TEPAINUIO C CaMOMU
BBICOKOM IIEPEHOCUMOM JI03BI.

Vkazanus 1mo AO3HUPOBAHUTIO OIMMUCAHBI B IMOAPA3ACIIC «MOHOTepaHI/IH».

Panee HesleueHast MAHTHHHOKJIETOYHAS JUMpoma

Pexomenoyemas 003a npu npumenesuy 8 KOMOUHAUUU ¢ pumykcumabom, yuurkiopochamuoom,

00KCOPYOUUUHOM U NPEOHUZOHOM

VYKazaHus MO Ji03¢ UM KOPPEKIUH J03bI mpernapara MumaTuO ONMUCaHbl BbIIIE B IMOJpa3ee
«MoHoTtepanus». Heo0xoaumMo mpoBecTr 6 IUKIOB Tepanuu 6opTe3omudbom. B ciyyae, ecnu y
MaleHTa OTBET Ha TEPaIuio BIEpBBIE HAOIIOAAeTCsl BO BpeMs 6-To IMKIIA, PEKOMEHIYeTCs
NPOBECTH emie 2 JONOJHHUTENbHBIX IMKJIA Tepanuu npenapatoM Mmunatub. B 1-wii neHs
KaX/J0T0 3-X HEJEeNbHOT0 MLHWKIA Tepamuu ImpernaparoM Mwuiatu® HeoOXOIUMO BBOIHTH
CIIeAYIOIINE JICKApCTBEHHbIE MpenapaTsl B BUJEC BHYTPUBEHHBIX MH(Y3Ml: puTyKcumMabd B 103€
375 mr/m?, muknopocdamun B go3e 750 mr/m? u gokcopyounus B go3e 50 mr/m’. Ipennuson
MpUHUMaeTcss BHYTpb B J03e 100 mMr/M® B mgHE 1, 2, 3, 4 W 5 Kaxkmoro IMKiIa Tepanuu

npenaparoMm Munatuo.
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- COCHENOOBATEREHOETE 0003
Koppexuus 0o3vl 60 8pems mepanuu panee Henguenou M&mubﬁm%"l'e%bumubm}mbomr” il

COOTBETCTBYET SKCNEPTHOMY OTYETY

[lepen Hauamom HOBOTO IMKJIA JieueHUs (KpoMe 1ukia 1):

® coJiepXKaHHe TPOMOOIIUTOB OJDKHO ObITH >100000/MKIT 1 aOCOMIOTHOE YUCIIO HEUTPO(DUIIOB
(AYH) >1500/mxut;

e  KOHIICHTpAIMs FeMOTJI00MHA oJbKHA ObITh >8 r/m1 (>4,96 MMOJIB/1);

® HEreMaToJIOTMYecKass TOKCHYHOCTh JIOJDKHA CHU3UTHCS A0 | CTENeHH WIM 0 HMCXOIHOTO
YpOBHSI.

[Ipy  pa3BUTHM  TEMAaTOJOTHMYECKOW  TOKCHMYHOCTH  3-W  CTENEeHH  WIM  JII00OTro

HEreMaTOJOTMUECKOT0 TOKCHYECKOro addexra 3-i cTemeHu, 3a HCKIIOYCHHEM HeWponaTHH,

JeyeHue mnpernapatoM MwunaTuO cieayeT NPUOCTAHOBUTH. YKa3aHHS IO KOPPEKIUH JI03bI

npuBeneHsl B Tabmuie 4.

TaGHI/IHa 4. KODDGKHI/IH JI03bl BO BpEeMs Tepamuy Yy TalMeHTOB ¢ paHee HeIeYeHOu

MAHTUWHOKIETOYHOM JIUM(POMO

Tokcu4HOCTH Koppexkuus njim orcpouka 103bl

I'emamonozuueckan mokcuuHocmo:

e Heiirpotenuss >3 crenenn ¢ | Tepanus  npenmapatom  Mwunatu® — fobkHa — ObITh

JIUXOPAJKOM WU HEUTPONCHUS
4 creneHn NPOJOHKUTEIBHOCTHIO
Oonee

7 nHEH, COJZIEpKaHHE

TpoMbormToB <10000/MKIT

MPUOCTAHOBJIEHA HA CPOK /IO 2-X HEAETh 10 MOMEHTAa,

Korja y manueHTa OynyT HaONIo#aThCsl CIEAYIOLIHe

nokazarenu: AHH >750/mk, conepxanue TpoMOOLIUTOB

>25000/mxJ1.

e Ecnu mocie nMpHOCTaHOBKH TEepanmMMu TOKCHYHOCTH
HE pa3pelIaeTcs A0 ONMUCAHHBIX BBHIIIE IMOKa3aTeseH,
TO TEPANHUI0 HEOOXOMMO MOJIHOCTBIO MIPEKPATUTh.

e FEcCiIM TOKCHUYHOCTH pa3pellaeTcs A0 IOKa3aTelen:
AUH  >750/mKmn,
>25000/mk11, TO 103a mpenapara Munatud IopKHA

coliep’kaHUe  TPOMOOLIMTOB

ObITh cHWXEHa Ha | cTymens (¢ 1,3 mr/m* no
1,0 mr/m?, wmu ¢ 1,0 mr/m? 1o 0,7 mr/m?).

Copnepxxanue TPOMOOIIMTOB
<25000/mxn nwnn AYH <750/MKi B
TICHb

BBEJICHUS npenapara

Munatu6 (kpome mas 1)

OTnoxuTh BBEACHUE Mpenapara Munaruo.

Hezemamonozuueckasn [Ipumenenne mnpenapara Munatu0 OTKIIAIBIBAIOT 10
MOKcUYHOCmb >3 cmenenu CHIDKEHHUSI HEreMaToJIOTUYECKOM TOKCHYHOCTH 1O
2 crenenn unu  Hwke. Ilocme 3Toro  sieueHue

npenapatoM Mwunatu® MOXXKHO BO30OHOBHTH B JI03€,
cHmkeHHOH Ha | ctymens (¢ 1,3 mr/m® mo 1,0 mr/m?,
wim ¢ 1,0 mr/M* mo 0,7mr/m?). Tlpu pasBuTHH
u/unu  nepudepuyeckoit

Helpornatuueckoi  6onu

HEUpONaThy, CBA3aHHOM C INPUMEHEHHEM IIperapara
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COOTBETCTBYET SKCNEPTHOMY OTYETY
o 0175 N2 11726

o1 0605 2025 N

Munarit6, _seAbliie Gepeatioi fostr -orkrattmaior

W/WIIHA KOPPEKTHPYIOT 103y, Kak onucaHo B Tabmmue 1.

Wudopmanust 0 pexume I03UPOBaHUA pUTyKcHMaba, mukiopochamuaa, AOKCOpyOHIIMHA WU

NpeaAHNU30Ha NPpUBCACHA B MHCTPYKIUAX 11O MCIUITUHCKOMY NPUMCHCHHIO 3TUX MPCIIAPATOB.

Oco0ble rPYHNbI NALNEHTOB

Hayuenmul ¢ Hapywenuamu QbVHKI/{MM nouyex

Crenenp HapymieHUs: (QYHKIUM MOYEK HE BIMSAET Ha (DapMaKOKMHETHKY Ipernapara Mumiatuo.
[TosTomMy nansi OONBHBIX C TMOYEUHOW HENOCTATOYHOCTHIO KOPPEKIMH 036l HE Tpedyercs.
[TockonbKy Iuann3 MOXKET CHI)KATh KOHIIEHTpaLUIo mpenapara MunaTu0 B KpoBH, TO Mpenapar
CIIelyeT BBOJMTD IOCTIE MIPOBEACHUS AUATH3A.

Hayuenmul ¢ napywennoui qvaKuueﬁ nevyerHu

VY manMeHToB C HAapyIICHUSMU (DYHKIMM TEYEHH JIETKOM CTENeHU He TpeOyeTcs M3MEHEHUs
HayajnpHOM n03bl. Crnenyer Ha3HayaTh peKkoMeHAyemyro nao3y. llanuentam c HapymeHusMu
(GYHKIMU TIEUYEHH CPeIHEH M TSKENION CTeNeHH cieayeT HazHauyaTb Muiatud B yMEHbIIEHHOU
no3e (cMm. Tabnwuimy 5).

Tabauua 5. PekoMeHayeMble W3MEHEHU HAYAIBHOU 10361 Openapara Munatub v HaruMeHToB C

HapylmcHUAMHU d)VHKHI/II/I ICYCHU

Crenenb TsskecTn | KoHnenTpauus | AKTHBHOCTb HN3MeHeHHEe HAYAJIBLHOI 103bI
HApYLUCHUH OnupyonHa ACT

(pyHknuM neyeHu

Jlerkas <1,0 x BI'H >BI'H He Tpebyercs
>1,0 x — 1,5 x | mo0bas He tpebyercs
BI'H

Cpennss >1,5 x — 3 x| mobas TpeOyercs HasHauath Mwumatué B
BIrH yMEHBIIEHHOI 03¢ 0,7 Mr/M> B TeueHHe

T P— 3% BIH 1o6an nepporo mukia. CleayeT paccMOTPETh
BO3MOMKHOCTh YBEIIMUEHHs J03bl [0
1,0 Mr/m? Wi JanpHelIee
yMeHblleHne 1036l g0 0,5 Mr/m’> B
NOC/IEAYIOMUX LUKIAX B 3aBUCUMOCTH

OT ICPCHOCUMOCTH MMALTUCHTOM.

ACT = acnapmamamunompancgepaza
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ot 06.05.2025 N= 11726
BI'H = gepxuss epanuya Hopmul (MOCNEOOBATENEHOCTE 0003)

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Cnoco0d npuMeHeHus

Munatu® sBisieTcss MPOTHBOOITYXOJIEBBIM IpenapaTtoM. Ilpu mpurotoBiieHMM pacTBOpa M
oOpalieHMH C TpernaparoM cjexyeT TMposBISITh OCTOPOXKHOCTB. Cremyer cobmoaarhb
COOTBETCTBYIOILIUE MEpBl ACENTUKU. PeKoMeHnyeTcs NOJb30BaThCsA IE€pUaTKaMHU M JIpYrou
3aIUTHOW OZEIKIOM Ul MPEIOTBPAILCHH KOHTaKTa ¢ Koxkel. [Ipemnapar Henb3s cMelmmBaTh €
JIPYTUMH JIEKapCTBEHHBIMH CpeCTBaMH, 3a uckioueHueM 0,9 % pactBopa HaTpus Xjaopuja.

Ilpuzomosnenue pacmeopa 0,11 BHYMPUBCCHHOZ0 88€0CHUS

Conepxxumoe ¢akona pactopstor B 3,0 mu 0,9 % pacTBopa HaTpus XJopuja Uis J03UPOBKH
3,0 mr u B 3,5 Mt 0,9 % pactBOopa HaTpus xjopuna uist J03UpoBKU 3,5 Mr. CoOTBETCTBEHHO,
KOHLIEHTpAlUs IPUTOTOBJIEHHOIO PacTBOpa /il BHYTPUBEHHOIO BBEICHMSI TOJDKHA COCTaBIIAThH
— 1,0 mr/mn. IlpuroToBieHHBIH pacTBOp JAOJDKEH OBITH MpO3payHbiM M OecuBeTHbIM. [lpu
OoOHapyXEHUH MEXaHMUYECKUX BKIIOUYEHUN WM W3MEHEHHUS LBETa MPHTOTOBJIEHHBIA PacTBOP
HCII0JIb30BATh HENb3S.

[Tosmy4eHHBIH pacTBOP BBOAAT IyTE€M BHYTPHUBEHHON OOJIIOCHON MHBEKIMHU JUIUTENBHOCTHIO 3—5
CeKyHJl uepe3 MepuepudecKuil WM IEHTPaJbHBIM BEHO3HBIM KaTeTep, KOTOPBIA 3aTeM
npoMsbiBaroT 0,9 % pacTBOpoM HATpus XJIOpUAA ISl HHBEKIIHM.

Ilpuzomosnenue pacmeopa 011 NOOKOIHCHO20 86e0eHus

Conepxxumoe ¢akona pactBopsitor B 1,2 mit 0,9 % pactBopa HaTpus XJopuaa sl T103UPOBKU
3,0 mr u B 1,4 mut 0,9 % pacTBOpa HaTpus xjopuaa st 103upoBku 3,5 Mr. COOTBETCTBEHHO,
KOHIICHTpalusl MPUTOTOBJIEHHOTO PAacTBOpA JJIsl TIOJKOKHOTO BBEAEHUS JOJDKHA COCTaBIATH —
2,5 wr/mn. IlpurotoBieHHBI pacTBOpP MOJDKEH OBITH MpO3padHbIM U OecrBeTHBIM. [lpu
oOHapyXEHUH MEXaHMYECKUX BKIIOYCHUH WM M3MEHEHHUS IIBeTa MPUTOTOBJICHHBIH PacTBOP
UCTIOJIb30BAaTh HEJb3S.

[ToyueHHBI pacTBOpP BBOIST MOJKOKHO B 00J1acTh Oenpa (TpaBoe WM JIEBOE) WM B 00JIaCTh
KHUBOTa (cmpaBa MM cieBa). HeoOXoAMMO MOCTOSHHO MEHSATh MECTO BBEACHHUS Iperapara.
Kaxnas nmocnenyromniasi MHbEKIUS J0JDKHA BBOJAUTHCS HAa PACCTOSIHUM KaK MUHHUMYM 2,5 €M OT
MecTa TpeAblAylieli MHBEKIMH. Henb3st BBOOWTH NpenapaT B YyBCTBUTENbHBIE 00JIACTH,
MOBPEXJICHHbIE 00JIacTH (MOKPAaCHEHHUs, CHHSIKH), a TakKe 00JacTu, TJe BBEACHUE HIJIbI
3aTPYAHEHO.

B ciiyuae BO3HMKHOBEHHUS MECTHBIX PEaKUMi B OOJACTH MOJKOKHOTO BBEJCHHS Iperapara
Munatn® MOXKHO HCIIOJIB30BaTh MEHEEe KOHIIGHTPUPOBAHHBIA pacTBOp MMl TOAKOXKHOTO
BBeneHus (1 mMr/mi BMecTo 2,5 Mr/mit; Ajist 3TOro cojepkumoe (rakoHa pacTBOpsiOT B 3,0 mi
0,9 % pactBopa xnmopuaa Hatpus i go3upoBkd 3,0 mr u B 3,5 ma 0,9 % pactBopa Hatpus

XJIOpUJa 715l JO3UPOBKHU 3,5 Mr).
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ot 06.05.2025 N= 11726
(MOCNEOOBATENEHOCTE 0003)

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

IToGouHoe geficTBHE

Cepbe3Hble He)KeNaTeNbHbIE PEeaKIMi HeUYacTo HAOII0ANINUCh BO BpeMs Teparuu 00pTe3oMruOoM
U BKIIOYAJIM CEPACYHYI0 HEIOCTaTOYHOCTh, CHHIPOM JIM3HUCA OIyXOJH, JIETOYHYIO
TUTNEPTEH3UI0, CUHAPOM 0OpaTuMoOii 3amHeil  sHuedanomnatuu, ocTpble nuddy3HbIC
MHOQWIBTPATUBHBIE JIETOYHBbIE 3a0ojeBaHusa. Kpome Toro, B peakux ciydasx Habrogaach
BeretaTuBHasi HeliporaTtus. Hanbosnee yacto Bo BpeMs Tepanuud OOpTE30MUOOM OTMEYAIUCH
CIIEAYIOIINE HEXeNaTelIbHbIe PEakIMy: TOIIHOTA, Tuapesi, 3amop, pBOTa, YCTaJIOCTh, THUPEKCHS,
TPOMOOILIMTONICHUS, aHEMHUs, HEUTPOTIeHUs1, Tiepudeprueckast HeponaTus (B T.4. CEHCOpHas),
rojioBHasi 00Jib, MapecTe3usi, CHUKCHUE alllIeTHTa, OJBIIIKA, CHIIb, OMOSCHIBAIOIINNA Teprec U
MUAITHUSL.

Hwxe mepeuunciieHsl HeXxenaTelbHbIE PEaKIMM, KOTOPble OBUIM PacIieHEHbl KaK BEPOSTHO HIIU
BO3MOKHO  CBfI3aHHBIE C TIpUMEHEHHeM Ooprezomuba. HexenatenpHble — peakuu
CTPYNIIMPOBAHbl II0 CHUCTEMHO-OPraHHBIM KJIacCaM M 4acToTe mosiBieHus. Yacrory
HEXXEJAaTeNbHbIX PEeaKUUi KiIacCUu(UIUMPOBAIM CIEAyIOUIMM o0pa3oM: oueHb 4dacto (=>1/10),
gacto (>1/100, vHo <1/10), Hewacto (>1/1000, o <1/100), peaxo (>1/10000, Ho <1/1000), oyeHb
peako (<1/10000), wacroTa HeusBecTHa (HAa OCHOBAaHMHM WMEIOIIUXCS JAHHBIX OICHUTH
HEBO3MOXXHO). B KaXJI0ll YacTOTHON TIpynme HeKeJIaTeIbHble pEakUUu IPEJCTABIECHbI B

opsAAKEC YMCHBIICHUA UX CCPBE3HOCTH.

HUngpexyuu u uneasuu

Yacto — mpoctoit repriec, OMOACHIBAOIIMK reprnec (B T.4. JUCCEMUHHPOBAHHBIA U
odrampmoreprec), THEBMOHUS, TPHOKOBbIE HH(PEKITUH.

Heuacto — undeknus, 6akrepuanbHble, BUPYCHbIE WH(MEKIIUH, CETICUC (B T.4. CEITUYECKUN MIOK),
OpOHXOITHEBMOHHMS,  T€pIECBUpPYCHAass  WHQEKIUs, TepreTHUYeCKUuii  MEHMHTO’HIEedannT,
Oakrepuemus (B T.4. CTapMIOKOKKOBas), SIUMEHb, T'PUIMI, BOCHAJICHHE IOJIKOKHO-KHPOBOM
KJIeTYaTKU, UH(PEKITUH, aCCOIIMUPOBAHHbIE C MPUMEHEHHUEM MEJUIIMHCKUX MPUOOPOB, MH(EKINN
KOXH, MHPEKINH yXa, CTAaQHIOKOKKOBbIE HH(EKIUH, 3yOHbIe HH(PEKIIUH.

Penko — MeHUHrUT (B T.4. OaKkTepuanbHblil), DmmreitH-bapp-BupycHas nHdekuus, reHuTalIbHbIH

repuec, TOH3UJIIUT, MAaCTOUAUT, CHHAPOM XpOHH‘IGCKOﬁ YCTAJIOCTH.

Hobpoxauecmeennvle, 310kauecmeeHHble U HEYMOYHEHHble HOB00OPA3068AHUS (6KAIOUAS KUCTbL U
noaunv)

Penko — 3mokadecTBeHHBIE HOBOOOpPA30BaHMSA, IUIA3MOLMTAPHBIA JIEWKO3, KapIMHOMA ITOYKH,
HOBOOOpPa30BaHMsl, TPUOOBUIHBIN MUKO3, J0OpOKauE€CTBEHHbIE HOBOOOPAa30BaHUSI.

Hapywenus co cmoponsl Kposu u aumgpamuieckoi cucmembyl
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.05.2025 N= 11726

Ouenb 4acTo — TpomMbounTonenus, neiirponenns, apemual - =/ |EAUBATENEHOCTE 0003)

Yacro — neikoneHus, TMMQOTEHHS.

Hewacro — manuuronenusi, ¢(eOpwibHas HEUTPONEHUs, KOaryjaomaTHs, JIeWKOLUTO3,
nuMQaaeHONaTHs, TEMOIUTHYECKAsk aHEMUSI.

Penko — nuccemMuHupoBaHHOE BHyTpHcocynucToe cBeprbiBanue (ABC-cunapom), TpoMOOLINTO3,
CHHJPOM TIOBBIIICHHOM BSI3KOCTH  KPOBM, HApylIeHHS CO CTOPOHBI  TPOMOOIIMTOB,
TPOMOOIIUTOTICHUYECKasl MypIlypa, HApYIIEHUS CO CTOPOHBI KPOBH, F€MOpPpAarduecKuil auares,

auMQoruTapHas HHQUIBTpaLus.

Hapywenus co cmoponbl uMMYHHOU cucmembl
Heuacto — orex KBuHKe, runepyyBCTBUTENBHOCTb.
Penko — aHaduIakTUYeCKH IIOK, aMWIOWA03, peakuu C OoOpa3oBaHHMEM HMMYHHBIX

komruiekcoB (tur IIT).

OHOOKpUHHbBLE HAPYULEHUs]
Hewacro —  cungpom  Unenxo-KymmHra,  runeptupeo3,  HapylleHHE  CEKpeLuu
AHTUINYPETUYECKOTO TOPMOHA.

Penko — runorupeos.

Hapywenus memabonusma u numaHusi

OueHb YacTo — CHIKEHHUE alIeTHTa.

Yacto — 00e3BOKMBAHUE, THITOKATUEMHS], TUTIOHATPUEMUS], U3MEHEHNE KOHIIEHTPALUHU TTFOKO3bI
B KPOBH, TUTIOKAJIBIIEMHUS], U3MEHEHUE aKTUBHOCTU (DEPMEHTOB.

Heuacto — cuHapoM nu3uca OIMyXOJIM, OTCYTCTBHE MpPHUOABKM MacChl Teja, TUIIOMarHUEMHs,
runopocdaremMusi, THICPKATUEMHs], THUIEPKAIbLUEMHs, THIIEPHATPUEMUS, H3MEHEHHE
KOHLIEHTPALIMK MOYEBOM KUCIIOTHI, CaXapHbIA qualeT, 3aepKKa KUAKOCTH.

Penko — runepmarauemusi, aya03, HapylIeHHE BOJIHO-3IEKTPOIUTHOTO OajlaHca, M30bITOUYHOE
HAKOIUIEHUE JXUAKOCTH, TUIOXJIOPEMHUs, TUIOBOJIEMHs, THIEpXJIOpeMus, rumnepdocdaremus,
HapylieHue oOMeHa BeIIecTB, ACPUUUT BUTAMMHOB Tpynnsl B, nepunur suramuua Bio,

nogarpa, MOBBIIICHHBIN almeTUuT, HCICPCHOCUMOCTD aJIKOT'OJIA.

Icuxuueckue napywenus

Yacto — paccTpoiicTBa M HapylIE€HUs HACTPOEHMsI, TPEBOKHOCTh, PACCTPOMCTBA M HapyLIEHUs
CHA.

HeudacTto — M3MEHEHMSI ICUXUYECKOTO CTATyCa, FJTIOLMHALMY, TICUXOTUYECKOE PacCTPOMCTBO,
CIIYTaHHOCTb CO3HAHMsI, BO30YK/IEHHOE COCTOSIHUE.

Penko — cynnuaanbHble MBICIIH, PACCTPOUCTBO aAaNTalllH, ACTUPUMA, CHIDKEHHE JTUOUIO.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.05.2025 N= 11726

Hapywenus co cmoponul nepenoil cucmemvl (NOCNEOOBATENEHOCTE 0003)

OueHb yacTo — Helponarus, nepudepudeckas CEHCOpHas HEHpOomaTHsl, JU3eCTE3Hsl, HEBPAJITUs.
Yacto — jaBurarenbHas Hepomartus, moreps co3HaHus (B T.4. 0OMOpOK), TOJIOBOKPYKEHHE,
M3BpallleHHe BKyca, BAJIOCTh, TOJOBHAsS OO0JIb.

Heuacro — Tpemop, mepudeprueckas CEHCOMOTOpHas HEWpomaTus, TUCKUHE3Ms, HapylleHue
paBHOBecus, MOTeps NHaMiATH (MCKIIOYas JAEMEHIHI0), 3Huedanonarus, CHHIPOM 3aTHel
oOpaTuMoil sHIedanonaTui, HEHPOTOKCHYHOCTb, CYIOPOTH, MOCTTEpIIETHYECKasi HEBpaTHdi,
paccTpONCTBO  peyH, CHUHAPOM «OECIOKOWHBIX HOT», MWIPEHb, HIIHAC, HapylIeHHUe
KOHLEHTPAILMX BHUMAHHUsI, TTATOJIOTMYECKUE pe(IIeKChI, TApOCMHUSL

Penko — BHYTpPUMO3roBO€ KpOBOM3JIMSHHME, BHYTPUUYEPEIIHOE KpOBOM3IMSIHME (B T.U.
cybapaxHOMJANbHOE), OTEK MO3ra, TpPaH3UTOpHAs HIIEMHYEcKas araka, Koma, JaucOanaHc
BET€TaTUBHOM HEPBHOW CHCTEMBI, BEreTaTHBHAs HEWpONATHs, INapaJlid YEpENHBIX HEPBOB,
napaiuy, rnapes, mpeoOMOpOYHOE COCTOSIHUE, CUHAPOM MOPAXKEHUS CTBOJIA MO3ra, HapylIeHHue
MO3TOBOTO KpPOBOOOpAIIIEHHUS, KOPEIIKOBBI CHHIPOM, IICHXOMOTOpPHAs THIIEPAKTUBHOCTD,
KOMIIPDECCUSL CIIMHHOTO MO3ra, KOTHUTUBHBIE pAacCTPOMCTBA, PACCTPOMCTBA JABHKCHMM,
paccTpOMCTBA HEPBHOU CUCTEMBI, PAJUKYIIUT, CIIOHOTEYECHHUE, TUIIOTOHUS MBIIIILI.

Ouens penko — cunapoM ['nitena-bappe™®, nemuenanuzupyrorias nmoauHeHponaTus™.
* — HOCTPETUCTPALMOHHBIN OIBIT IPUMEHEHUSI.

Hapywenus co cmoponsl opeana 3penus

YacTo — oTek mia3, HapyleHus 3peHUs, KOHbIOHKTUBUT.

Hedacto — kpoBom3nusHUE B Ia3, HHOEKIUN BEK, BOCMAJICHHUE IM1a3, AUILIONHS, CYXOCTh IJa3,
paszzipakeHue 1as3, 00Jb B IM1a3ax, YCUICHHOE CIe30TeUeHHE, BBICICHHS U3 I71a3.

Penkxo — mopaxkeHue pOTOBUIBI, SK30(TaIbM, PETHHHT, CKOTOMA, OPAXEHHE IMa3 (B T.U. BEK),
TAKPUOAJCHUT, CBETOOOS3Hb, (DOTOICHUS, ONTHUYECKas HEHpomaTws, pa3IUYHbIC CTEICHU

HapyIleHUs 3peHus (10 CIEnOoThI).

Hapywenus co cmoponsl opeana cryxa u 1abupunma
Yacro — BepTHro.
Hedacto — 3B0H B yIIax, HapymieHHe ciryxa (10 TIIyXOTbhl), AUCKOM(OPT B 00JacTH yXa.

Penko — kpoBoTeueHHe, BECTUOYISIPHBIA HEHPOHHUT, MMOPAXKEHUE YXa.

Hapywenus co cmoponwl cepoya

Heuacro — TammoHaga cepana, KapAMOMYJIbMOHApPHBIM IOK, (pubpmmnsmus cepaua (B T.4.
GubpmwIILIMA  Tpencepauii), cepaeyHas HEIOCTaTOYHOCTh (B T.4. JIEBOTO M IIPABOTO
KETYTOYKOB), apUTMHSI, TaXUKaApJIUs, OLIYIICHNUE CepAueOreHns, CTEHOKApHs, TepUKapanT (B

T.4. SKCCYIaTHUBHBIN MEPUKAPANT), KAPJHOMHUOTIATHS, KEITYI0UKOBas TUCPYHKIMS, OpaauKap/Ius.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.05.2025 N= 11726

Penxo — Tpeneranue mnpencepnuii, uHMApPKT MHOKéEE(%FE%E‘ﬂ{%E’(%H%@JE BHdkaza,

CEpIAEYHO-COCYIUCThIE HapylleHus (B T.4. KApAMOTEHHBIM WIOK), ApUTMHS KEIyA04YKOBas
TaXUCUCTOJIMYECKAs TUMNA «ITUPYIT», CTCHOKapAMs HecTaOuibHas, 3a00JeBaHMS KJIAllaHOB

cepana, KOpoHapHas HEAOCTATOYHOCTh, OCTAHOBKA CUHYCOBOTI'O y3Jia.

Hapywenus co cmopoHul cocyoos

YacTto — MOHIWKEHHE apTEepUaTbHOTO JABJICHUS, OPTOCTAaTUYEeCKas TUIOTEH3Hs, MOBBIIICHHE
apTepUAILHOTO JABJICHHS.

Heuacro — wuHCynsT, TpomM003 TIIyOOKMX BEH, KpOBOTeueHHE, TpomOoduedur (B T.4.
MOBEPXHOCTHBIN), IUPKYIATOPHBIN KOJIJIAIC (B T.4. THIIOBOJIEMUYECKH IOK), (GIeOUT, MPUIUBBL,
remMatoma (B T.4. IIEpUpPEHANIbHAsS), CHU)KEHHE Mepu(epruuecKkoro KpoBOOOpaIleHus, BaCKYIHT,
runepeMus (B T.4. OKyJIsIpHas).

Penko — »mOonusi mepugepudeckux cocydaoB, iuMdenema, OIeTHOCTb, SPUTPOMETAITHS,

Basoquiaranus, U3SMCHCHHUEC OKpPAaCKHU BCH, BCHO3HAA HECAOCTATOUYHOCTD.

Hapywenus co cmopoHbl 0blXamenbHOl CUCEMbl, OP2AH08 2PYOHOLU KNeMKU U CPe0OCHeHUs
YacTto — ofpllIKa, HOCOBOE KPOBOTEUCHHE, MH()EKIIMU BEPXHUX U HWKHHUX JIBIXaTeIbHBIX MYyTeH,
Kallelb.

Heuacto — nerounast sM00usi, MIEBPAIBHBIM BBIIOT, OTEK JIETKUX (B T.4. OCTPBIi), JIErOYHOE
aJIbBEOJISIPHOE KPOBOMBIIMSHUE, OpPOHXOCIA3M, XpOHUUYECKash OOCTPYKTHBHAas OOJE3Hb JIETKHX,
TUIIOKCEMHUS, 3aJI0KEHHOCTb JbIXaTENIbHBIX ITyTE€H, TUIIOKCHS, IUJIEBPUT, HKOTA, PUHOpEH,
nuc(oHUs, CBUCTAIIEE TbIXaHUE.

Penxo — nmpixarenbHas HEAOCTAaTOYHOCTb, OCTPBIM PECIUPATOPHBIN JAUCTPECC-CHHIPOM, aIlHO?,
ITHEBMOTOPAKC, aTENIeKTa3, JIeTOYHas TUIIEPTEH3Us, KpPOBOXApKaHbE, TMIIEPBEHTHIIALUSA,
OPTOIHO?, MMTHEBMOHUT, PECIMPATOPHBIN ajKajio3, TaXUIMHO?, (UOPO3 JIErKUX, HAPYyLICHUS CO
CTOPOHBI OpOHXOB, THIIOKAITHUS, HWHTEPCTHLHAIbHOE 3a00JieBaHHE JIETKUX, HH(UIBTpanus
JIETKUX, YYBCTBO CTECHEHHS B TOpJE, CyXOCTb B TOpJI€, MOBBIILIEHHAs CEKPELMs B BEPXHHUX

JBIXaTeIIbHBIX ITYTAX, pa3ApaXeHUe Topia, KaluleBOW CHHIPOM BEPXHUX JbIXaTCIIbHBIX IIyTEH.

Kenyoouno-kuweunvie Hapyuienus

OueHp 4acTo — TOIIHOTA, PBOTA, AUAPES, 3aT0P.

Yacro — kpoBoTeueHue u3 xemygodHo-kumeuHoro tpakra (JKKT) (B T.u. kpoBoreueHue
CIIM3UCTON 000JI0UKH), AUCIIETICUS, CTOMATHT, HapyiieHue Tonyca JKKT, 6onp B obnactu ropna u
IJIOTKH, 00iM B 00JacTH JKMBOTA (B T.U. JKENYIOYHO-KUIIEYHAas O0Jib M OONb B CeNe3eHKE),
HapYyLIEHHUS CO CTOPOHBI POTOBON MOJIOCTH, METEOPU3M.

Hedacto — mankpeatut (B T.4. XpOHUYECKHUI ), PBOTa KPOBBIO, OTEYHOCTH I'y0, 0ocTpykius XKKT

(B T.4. KHIIEYHAsI HETIPOXOJUMOCTh), TUCKOM(OPT B KUBOTE, U3bSI3BICHUS CIM3UCTONH 000IOUKU
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.05.2025 N= 11726

MIOJIOCTH PTa, PHTEPUT, FacCTPUT, KPOBOTECUECHUE U3 ned&li,:' Falgpgkzpﬁ?éﬁhﬂ@; Ea(ﬂ;lglgéHaH

0oe3Hb, KOMUT (B T.U. TCEBIOMEMOPAHO3HBIM KOJHT), WIIEMHYECKH KOJIHT, BOCIAJICHUE
cimzuctoit obonmouku KKT, mucdarus, cHHAPOM pa3Ipak€HHOTO KHUIIEYHHWKA, HAPYIICHUS CO
croponsl JKKT, Haner Ha s13b1ke, Hapyimenne MoTopuku JKK'T, HapylieHns co CTOPOHBI CIFOHHBIX
Keles.

Penko — ocTpelif maHKpEaTUT, EPUTOHUT, OTEK S3bIKA, ACIUT, 330(aruT, XEHIHUT, HElep:KaHue
Kaja, aTOHWUS aHAIbHOrO C(UHKTEpa, (ekanmoMa, H3bA3BICHHS U Tepdoparus >KeTyIodHO-
KHIIIEYHOTO TPaKTa, TUIEPTPO(DUs TECEH, METAKOJIOH, BBIJCIICHUS U3 MPSMOM KHUIIIKH, ITOSBICHUE
BOJJIBIpEHl B TIOTKe, OONb B T'y0ax, MEPUOJOHTUT, aHANbHAs TpPEIIMHA, W3MEHEHHUE pUTMa

nedexannu, MPOKTaITusl, HApyILIEHHs CTYIa.

Hapywenus co cmoponbl neuenu u #enuegblo0auux nymeti

Yacto — u3MEHEHUE aKTUBHOCTH «IIE€YCHOYHBIX» ()EPMEHTOB.

HewacTo — renatoTokCHYHOCTH (B T.4. IEYCHOYHBIE HAPYIIIEHUS ), TEMATUT, X0JIeCTa3.

Penxo — medeHouHas  HEAOCTAaTOYHOCTb, rematoMeranusi, cuHapom  bamna-Kuapwu,

HHTOMGF&HOBprCHBIﬁ ICMAaTUT, ICYCHOYHOC KPOBOTCYCHUC, KCITYHOKAMCHHAA 00JIC3Hb.

Hapywenus co cmopoHsl Kodcu U NOOKONHCHBIX MKAHE

YacTo — ChlIb, 3yJ1, 3pUTEMa, CyXOCTh KOXKH.

Heuwacro — mynbTH(OpMHas 3puTeMa, KpalmuBHHUIA, OCTPbIH (HeOpMIIbHBI HEUTPO(UIbHBIHN
JIepMaTo3, TOKCHYECKas KOXKHasi Chblllb, TOKCHYECKUH AMHUICPMANIbHBI HEKPOJIU3, CHHIPOM
CruBenca-J[>KOHCOHA, IepMaTUT, U3MEHEHHE CTPYKTYPHI BOJIOC, IIUTEXUH, SKXUMO3, TOPAKEHUE
KOXH, Iypnypa, HOBOOOpa30BaHMS KOXKH, IICOpHA3, TUIEPrUApO3, HOUYHAS MOTIUBOCTD,
MIPOJICXKHHU, YTPEBast ChIlb, BOJABIPU, HAPYILICHHE MUTMEHTAIIMH KOXKH.

Penko — peakuuu co CTOpOHBI KOXH, JuMdorurapHas uHpuisTpauus JxeccHepa, JaJOHHO-
MOJIOIIBEHHAs! APUTPOAN3ECTE3Us, MOAKOKHBIE KPOBOTEUEHHS, CETYaTOE JUBENO, HMHIYpPAIUs
KOXH, Tamyiia, peakuuu (POTOUyBCTBUTEIBHOCTH, C€0OpEs, XOJIOTHBIA MOT, MOPAKEHUS KOXKH

HEYTOUHEHHBIE, SPUTPO3, A3Bbl KOXKH, IOPAKEHUE HOTTEH.

Hapywenus co cmopoHbl Mblue4HOl, CKeemHOU U COeOUHUMENbHOU MKAHU

OueHb 4acTO — KOCTHO-MBIIIEYHbIE OOJIH.

YacTo — MBIIIIECUHBIE CIIa3Mbl, O0JIM B KOHEUHOCTSIX, CJIA00CTh MBIIILI.

Hewacto — MbllIeyHble MOAEPIrUBaHKs, OTEKH CYCTaBOB, ApTPUT, TYIONOABUKHOCTH CYCTaBOB,
MHOIIATHUs, OLYILIEHUE TKECTH.

Penko — pabaomMuonm3, CHHAPOM BHCOYHO-HM)KHEUENIOCTHOTO CyCTaBa, (DUCTYNA, CyCTaBHOM
BBINOT, 0OJIb B YENIIOCTH, KOCTHBIE HapyHICHUs, HH(PEKIHUN U BOCMAJICHHUE KOCTHO-MBIIICYHON U

Cco GHHHHTGHBHOﬁ TKaHHU, CHHOBHUAJIbHBIC KHUCTHI.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.05.2025 N= 11726

Hapyuwienus co cmopombi nouex u MoYesbl800suux nyme OCNEOOBATENEHOCTL 0003)

Yacto — HapymieHne GyHKIUH TTOYEK.

Hewacto — ocrpas modeyHas HENOCTAaTOYHOCTb, XPOHHMUYECKAs IIOYEYHAs HENOCTAaTOYHOCTb,
MHQEKIIMH MOYEBBIBOSIINX MyTeH, KamoObl CO CTOPOHBI MOUEBBIBOAIINX IYyTEeH, remMarypus,
3alepKKa MO4YM, HApPYLUICHUE MOYECHUCIIYCKAaHHs, MPOTCUHYPHUS, a30TEMUs, OJUTYpHUS,
MIOJUTAKUYPHUSL.

Penxo — pazapaxkeHne MOUEBOTO ITy3bIpSI.

Hapywenus co cmopoHbl penpoOyKmMuGHoU CUCMeMbl U MOJIOYHBIX Jicelle3

Heuacto — BaruHaJibHBIE KPOBOTEUEHUS, 0OJIb B TEHUTANIUSAX, SPEKTHIIbHAS TUCHYHKIUS.

Penko — Hapymenue (pyHKUMH sIMYEK, MPOCTATUT, HapylieHHe (YHKIUH MOJOYHOM KeJe3bl,
00JIE3HEHHOCTh MPHUAATKOB SUYEK, SMUIUIUMHUT, 00Jb B OOMACTH MaloOro Ta3a, MU3bSA3BICHUE

BYJIbBBI.

BpOD/C'aeHHble, cemelinvle U eeHemuyecKue HApyweHus

Penko — amnasus, manshopmanus XXKT, uxtuos.

Obwue napyuienus u peakyuu 6 mecme 66e0eHUs

OueHb 4acTo — MUPEKCHs], MOBBIIIEHHAs! YTOMIISIEMOCTh, ACTCHHSL.

Yacro — oreku (B T.4. nepuepudeckue), 03100, 60k, TUCKOMPOPT.

Heuacto — yxyamenue o6miero (Gpu3n4eckoro 3710poBbs, OTEK JIMLA, PEaKIIUU B MECTE BBEJICHHUS,
HApyLICHUS CO CTOPOHBI CIM3UCTBIX 000JI0YeK, 00Jb B OONACTH Tpynu, HApYIIEHUE IMOXOJAKH,
OLIYIIEHUE XOJI0/a, SKCTPaBa3allis, OCI0KHEHU OT MPUMEHEHHS KaTreTepa, M3MEHEHHE YyBCTBA
KaKIbI, TUCKOM(OPT B 00JacTH Tpyad, OLIYIIEHHWE HM3MEHEHHUs TeMIlepaTrypbl Teia, Ooib B
MECTe BBEJICHHS.

Penko — cMepTh (B T.U. BHE3amHas), NOJIMOPraHHAs HEJOCTATOYHOCTb, KPOBOTEUEHUE B MECTE
BBEJICHUS, TPBIXKa, HApYyIIIEHWE MPOIIECCOB 3KHUBICHUS, BOCTIaJICHHE, (JIEOUT B MECTE BBEJICHUS,
00JIE3HEHHOCTb, U3bSI3BICHUS, pa3ApaKUTEIbHOCTh, HEKapAuaibHast 00Jb B TpyaH, O0JIb B MecTe

BBCACHHA KAaTCTCPa, OLIYIICHUC HHOPOAHOTO TCJIA.

JlabopamopHvle u uncmpymenmanbHbvle OaHHble

YacTo — NOHMKEHUE MACCHI TENA.

Hedacto — runepOmnpyorHeMus, U3MEHEHHE OCTTKOBBIX MOKa3aTeNei, yBeIMYCHHE MacChl TEla,
M3MEHEHHUE TIOKa3aTelNeil KpOBHU, TOBHINICHHE KOHIIEHTpauu C-peakTUBHOTO Oelika.

Penko — u3MeHeHne coep kaHus Ta30B B KPOBU, U3MEHEHUS KapAUOTPAMMEI (B T.4. YBEITMYCHUE
syora QT), w3MeHeHHe NPOTPOMOMHOBOTO BPEMEHH, MOHWXKEHHEe pH IKeTymIouyHOro CoKa,
YBEIIMYEHUE arperamnuyd TPOMOOIIMTOB, MOBBIIICHIE KOHIICHTPAIlMU TPOTIOHKWHA [, 0OHapyxeHue

BHUPYCOB U UBMCHCHUC CCPOJIOT'MH, UBMCHCHHA B aHAJIM3C MOYH.
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ot 06.05.2025 N= 11726

Tpaembl, UHMOKCUKAYUU U OCLONCHEHUS NPOYEOYD (MOCNEOCBATENEHOCTL 0003)

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Heuacro — nageHus, KOHTY3UH.
Penkxo — Tpancdy3nOHHBIE PEaKIMH, MEPEIOMBI, PUTHIAHOCTh, TPABMBI JIUIA, TPABMBI CyCTaBOB,

0OTH, pa3pbIBbI, 00JIb BO BpEMsI IPOLIEAYPHI, PAIHMALMOHHOE MTOPAKEHHUE.

Xupypauueckue u meOuyuHcKue npoyeoypbvl

Penko — akruBarus Makpodaros.

Hayuenmul ¢ ManmuitHOK1eMOYHOU TUMPOMOTL

[Tokazatenun ©Oe3zomacHocTH  Oopre3omMuba y OITHX MALUMEHTOB  OBLIM  CXOIHBI  C
COOTBETCTBYIOIIMMHU NOKA3aTENISAMU Y MALIUEHTOB C MHOKECTBEHHOW MHUEIOMON. 3HAUUTEIbHBIE
pasnuuus MEeXAy JABYMs TPYyNIaMH IMalMEHTOB 3aKIIOYaINCh B TOM, YTO TPOMOOIIUTONECHHMS,
HEHTpONeHus, aHeMHs, TOIIHOTA, PBOTA M MUPEKCUS dYalle HAOIIONAINCh Y MAalMEHTOB C
MHO>KECTBEHHOM MHEJIOMOM MO CPABHEHHUIO C MAIMEHTaAMH ¢ MAaHTHHHOKJIETOYHOH TUM(OMOii; a

nepugepruyeckas HeHponaTus, Chlllb U 3y — y HAIIMEHTOB ¢ MAHTUIHHOKIJICTOYHOH JTUM(POMOI.

Biaunsinne Ha cOCOOHOCTH K YNPaBJICHUIO aBTOMOOMJIEM M ABHAKYIMMHCH MEeXaHN3MaMH

[TanieHTOB HEOOXOAMMO TPEAYNPEAUTH O BO3MOXKHOCTH TOSIBICHHS BO BpeMs JICUCHHS
npernapatroM MuiaTHO TOJIOBOKPYXEHHS, OOMOpPOKa, 3PUTENBHBIX PAcCTPOHCTB M APYrHX
HEXXEJAaTeNbHbIX  SBJICHUH, KOTOphIE MOTYT TMOBJHMATH Ha CIHOCOOHOCTh  YNPaBIATh
TPAHCHOPTHBIMU  cpeacTBaMu. [Ipy  BO3HMKHOBEHMM  3THX  CHUMIITOMOB  ITalIUEHTAM
PEKOMEHIyeTCs  BO3JEPXKaThCsl OT  YINPABJICHUS aBTOMOOWJIEM U 3aHATHH  ApYrUMH
MOTEHIMAIFHO ONMACHBIMH BHJAMH JEATEIIHOCTH, TPEOYIOIIMMHU TOBBIIIEHHONW KOHIEHTpAIUU

BHUMAaHHMS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

Ilepeno3upoBka

[lepeno3upoBka, MpeBHIIIAIONIAs PEKOMEHIyeMYI0 103y OoJiee ueM B 2 pasa, CONPOBOXKIAIACH Yy
OOJIBHBIX OCTPBHIM CHHIKEHHEM apTepHAIbHOIO JaBJIEHUS M TPOMOOIIMTONEHUEH CO
cMepTenbHBIM UcXoJoM. Crnennduyeckuid aHTUAOT K npernapary Munatu® He u3BecteH. Ilpu
NEPE03UPOBKE CIIEAYeT KOHTPOJMPOBATh MOKa3aTedH >XU3HEHHBIX (YHKIMHA OOJBHOTO H
IIPOBOJUTH COOTBETCTBYIOLIYKD TEPANMIO Ul MOAAEPKAHUSA apTEPUAIBHOIO  JaBIICHUS
(uH(y3uOHHas Tepanus, COCYIOCYKUBAIOIINE W/MIIM HHOTPOIIHBIE MPENapaThl) U TEMIEPaTyphI

TCI1a.

B3anMmopeiicTBHe ¢ APYTrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

B uccnenoBanusx in vitro u MCCIeNOBaHUIX in vivo 00pTe30MUO TPOSBISIT CBOWCTBA cIaboro
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
~ or06.05.2025 N2 11726
uHrHGuTOpa H30(hepMeHTOB IIHToXpoMa P450 1A2, 2C9) HEY b6 4 AR 1EHOCTE 0003)

Hcxons u3 He3HaunTeNnbHOTO BKIaaa nzopepmenta CYP2D6 B merabonusm 6oprezomuda (7 %),
y Jrofed ¢ HHU3KOM aKTUBHOCTBIO 3TOr0 HM30(epMeHTa HE OXXKHUIAEeTCS HM3MEHEHHUs OOIIero
pacripesiesieHus penapara.

HccnenoBanue BIMAHUS —JICKAPCTBEHHOTO B3aUMOJICHCTBHS C CHJIBHBIM HHTHOUTOPOM
nzopepmenta CYP3A4 keroxoHa3os10M Ha (apMaKOKMHETHKY Mpernapata Muiatub, mokasanio
yBenuueHue cpeaHux 3HadyeHuid AUC (mom@aab 1ojJ KPUBOM  «KOHIICHTPALMS-BPEMS)
6oprezomuba B cpeaueM Ha 35 %. [loatomy cimemyer TmiateiabHO HaOI0AaTh 3a OOJBHBIMH,
MOJIyYaIOIUMH OJHOBPEMEHHO OOpTe30MUO M CHIIbHBIM MHTHOMTOp M30odpepmenta CYP3A4
(KeTOKOHA30J1, pUTOHABHD).

B wuccnemoBaHuM BIMSHHS JICKAPCTBEHHOTO B3aMMOACUCTBUS C CHJIBHBIM HHTHOUTOPOM
mzopepmenta CYP2C19 owmemnpasonoM Ha ¢apMakOKMHETHKY Mpernapara Mumatub, He
BBISIBJICHO CYIIIECTBEHHOTO M3MEHEHHS (PapMaKOKUHETHKH OOpTE30MuUOa.

HccnenoBanue BIMSHUS JIEKAPCTBEHHOTO B3aMMOACUCTBHUS C PHUPAMIUIMHOM — CHIIBHBIM
uHaykropoM uzopepmenta CYP3A4 — na dapmakokuHeTHKy mnpemnapata Mumatub mokasano
cHkeHue cpeaHux 3HadeHud AUC (miomans Moa KpHUBOM «KOHLIEHTpALMS-BPEMS») UL
6oprezomubda B cpeneM Ha 45 %. [loaToMy He peKOMEHIyeTcsl IPUMEHAThH npenapat Muiatiuo
BMecTe ¢ cuibHbIMU HHAyKTopamMu CYP3A4, Tak kak 3()(eKTHBHOCTb TEpanmuu MOXKET OBITh
camwkena. K wunnykropam CYP3A4 otHOcsTCs pudamnuuuH, KapOamaszenuH, (EHUTOUH,
¢benobapbuTan u 3BepoOOil MpOABIPsIBICHHBIN. B ToOM jxe uccienoBaHuM OIEHUBAIH S(PPEKT
nekcameTa3oHa — Ooiiee cnaboro mHaykropa CYP3A4. Vcxons U3 pe3ynbTaToOB HCCIEIOBAHUS
HE BBISBJICHO CYILIECTBEHHOTO M3MEHEHUS (papMaKOKHHETUKU O0pTe30Muba.

HccnenoBanue JEKapCTBEHHOTO B3aMMOACHUCTBHS ¢ KoMOMHamued MesdanaH-npeIHu30H
nokasajio yBenuuenue cpeaaux 3nadeHuit AUC (1tomaapb mnojy KpuBOH «KOHIEHTPAIUS-BPEMS)
6opte3omubda Ha 17 %. DT0 H3MEHEHNE CUYUTACTCS KIIMHUYECKH HE 3HAUUMBIM.

Y mnanuMeHTOB ¢ caxapHbIM JuabeToM, MOJy4YaBIIUX MEpOpajbHbIe TUIOTIUKEMUYECKHUE
IpernapaThl, 3aperuCTPUPOBAHBI CITyYau TUIIOTIIMKEMUN U THIIEPTIMKEMUH.

[Tpu npumeneHnn 60pTe30MUOA B COUETAHUU C MperapaTaMu, KOTOPbIe MOTYT aCCOLUMUPOBATHCS
c mnepudepuueckoil Heipomarueil (Takue Kak aMHOAAPOH, INPOTUBOBHPYCHBIE CPENICTBA,
M30HHA3MUJ, HUTPO(YPAaHTOMH WIIM CTaTHHBI) W TpenapaTamMH, CHIKAIOUIUMH apTepHalIbHOE

AAaBJICHUC, CIICAYCT COGJIIO,Z[aTB OCTOPOIKHOCTD.

Oco0ble ykazanus
Jleuenne mnpemaparoM MwunatuO cieAyeT NPOBOIUTH TOJBKO TIOJ HAONIOJCHHEM Bpaua,
HUMCIOLICTO OIIBIT MPUMCHCHUA HpOTHBOOHyXOJIGBOﬁ XUMHUOTCpAIINH.
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[Ipy HEyMBIIUIEHHOM BBEACHHUHU mpenapara Mumatud '%ﬁﬂ%&gﬁrﬂgﬂ#ﬁ ';&p-&%cq/;ﬁ?)%hﬂm

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CJIy4au CMEPTH.
JlekapcTBeHHBII mpenapar Muiatu® Moka3aH TOJIBKO JUIS BHYTPUBEHHOTO U TOIKOXHOTO
BBeZIcHUA. He BBOIUTh MHTPATEKAIBHO.

Jlo Hayvana ¥ BO BpeMs KaX/I0T0 LUKJIA Teparui HE0OX0MMO MPOBOANUTH MOJIHBIM aHaIU3 KPOBU

C MO/ICYETOM JICHKOLUTAPHOU (POPMYIIBI U COIEPKAHUS TPOMOOIIUTOB.

Tpomboyumonenus/melumponenus

Tepanus mpenaparom MuiaTu® MOXET MPUBOAUTH K TPOMOOIMUTONECHUM W HEUTPOIICHUH.
Haumenbiee uncno TpoMOONHMTOB OOBIYHO HaOmomaercss Ha 11 geHp 1ukina u
BOCCTAHABJIMBACTCS K Hauajy cienyrouiero uukia. [{ukioBas nmepuoauyHOCTh YMEHBIICHUS U
YBEJIMUEHUSI YWCIa TPOMOOLIMTOB HAOMIOAanach B XOJ€ KIMHMYECKUX HCCICIOBAHUN Yy
MAIMEHTOB C MHOYKECTBEHHOW MHUEIOMOU WM MaHTHHHOKJIETOYHOU TUM(pOMBL. OTCYTCTBYIOT
JaHHBIE, TIOTBEPKIAIOIINE HAPACTAIONTYI0 TPOMOOIIMTONICHUIO WIIH HEUTPOTICHHUIO MPHU JIFOOOM
U3 PeKUMOB J103UpoBaHusA. [Ipu CHIKEHMH KoJuyecTBa TPOoMOOIMTOB <25000/MKI Tepamuio
npemapatoM  Munatu®  cieqyeT TpPHOCTAHOBHTH. [IpM  BOCCTAHOBJIIGHMM — KOJIMYECTBA
TPOMOOIIMTOB JIEYCHHE CIEAYeT NPOJIODKUTh B YMEHBIICHHBIX [03aX MPU THIATEILHOM
COITOCTaBJICHUM BO3MOKHOM MOJIb3bl M PHUCKA JedeHUsA. [nd nedeHus reMarosIorH4ecKou
TOKCUYHOCTH MOKHO TIPUMEHATh  KOJOHUECTHUMYIHUPYIOIIHE  (PAKTOpBI, TIepeliiBaHue
TPOMOOILIMTAPHON M SPUTPOLIUTAPHOIN MACCHI.

[Ipy ONHOBpPEMEHHOM TPHUMEHEHWU ¢ Mel(daraHoM M MPEIHU30HOM, KOTJa KOJUYECTBO

Tpombor1ToB <30000/MKJ1, Tepanuio npenapatoM Munatiub cieayeT NpruoCTaHOBUTb.

Kenyoouno-kuweunvle HapyuieHus

C uenpio NpenoTBpallleHus] TOIHOTHI U PBOTHI PEKOMEHYETCSl IPUMEHEHUE MPOTHUBOPBOTHBIX
npenaparoB. IIpy BO3HHMKHOBEHMM AUaped Ha3HA4alOT IPOTUBOAUAPECHHBIC JICKAPCTBEHHBIE
cpeactBa. Jlis mpenoTBpalleHUs WIM JIeYeHHs OO€3BOKMBAHUS NAallMEHTaM Heo0X0AUMO
MIPOBOJIUTH PETUAPATALMOHHYIO TEPAaNHUI0 M MOIICPKUBATH BOJHO-3JICKTPOJIUTHBINA OanaHc.

Coo0manocs 0 ciay4asx pa3BUTHS KUIIEYHON HEMIPOXOAUMOCTHU (HEYACTO).

IIpozpeccupyrowasn mynemughoxanvras nevikosnyeganonamus (I1IMJI)

OO0 oyeHb peAKHX CIIydasx pa3BUTHs BUpYCHOM mH¢pexkiun J[>xona KaHHMHremMa HeW3BEeCTHOU
STHOJIOTUH, TPUBOJUBIIEH K MPOrPECCUPYIOIIEH MYIbTH(HOKATBHON JelKodHIIedatonaTuu u K
CMEpPTH, COOOIIANIOCh y TMAIMEeHTOB, NPUHUMAIOMMX mpernapar Munatu6. IlamuenTtsr ¢
muargosom IIMJI momyyanu MMMYHOCYNPECCHBHYIO TEpAIlUIO [0 HIM OJHOBPEMEHHO C
npuMeHeHneM npemnapara Munatu6. B 6onpmmncTBe cnydaeB [IMJI Obuta auarHocTHpoBaHa B

TeyeHue 12 MecsmeB ¢ MOMEHTa BBEJCHHs MEepBOM 103bl mpemapara Mwunatu6b. [lamueHnTtos
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HE00X0AMMO HAOJII0JAaTh HA PEryIIpHONW OCHOBE Ha Hp'éﬂiv_fe;%ﬂ&%gﬁkl IEJIIF'I/IT?X'%%IHI/IH

HEBPOJIOTUYECKUX CHMIITOMOB WIM IIPU3HAKOB, KOTOpPBIE MOIYT cBUAETelbCcTBOBaTh 0 IIMIJL
[Tpu mono3penuu Ha [IMJI narmenTa HEOOXOAMMO HANIPABHUTH K crienuanucty B oomactu [IMJI u
IPEANPUHATh COOTBETCTBYIOLIUE JUArHOCTU4eckue Mephl. CienyeT NpeKkpaTUTh INPUMEHEHHE

npemnapara Munatub B ciaydae nuarnocruposanus [IMJL

Ilepugpepuueckas netiponamus

[Ipy BO3HMKHOBEHHHM HEHPONATHH IMPOBOJAT IMOJICPKUBAIOUIYI0 Tepanuio. OObBIYHO YacToTa
pa3BuTHs Tepupepudeckoi HelpomaTuu JOCTUTaeT MaKCUMyMa Ha 5 LUKJIE JIeYeHUs
npenaparom Munatu6. [Ipy NOSBIEHHMM HOBBIX WM YCHJICHHU HMMEIOLIUXCS CHUMIITOMOB
nepudepuyeckod HeMpOomaTUN MOKET MOTPeOOBATHCSI CHUIKEHUE JI03bI U M3MEHEHHE PEeXHMa
BBeJIeHUA mpenapata Munarub. IlanmeHTs! [MOJDKHBI HAaXOAMTHCS TMOJ  TOCTOSIHHBIM
HaOJIOIEHUEM B CBS3HM C BO3MOKHOCTBIO BO3HMKHOBEHHUSI CUMITOMOB Heipornatuu (OLlylieHue
AOKEHUS], TUTIEPECTE3Us, TUIIECTE3Hs], MapecTe3us, OMYIIeHHE JUCKOM(OpTa, HEBpOIIaTHUECKas
60omp unu crnabocth). YacToTa BO3HMKHOBEHMS HEHPONATUU TPHU MOJKOXHOM BBEACHUU
npernapara Muinatud HUXKe, YeM TaKoBasi IpU BHYTPUBEHHOM BBEICHUU.

OTrmedanuch ciydad BO3HHUKHOBEHHUs BETE€TaTUBHOM HEHpoOmaTMM TSDKEIOW  CTEIEHH,
MIPUBOAIINE K IIPEKPALLECHUIO WU IIPUOCTAHOBJICHUIO TEPAIIUU.

Panuuil ¥ peryssspHbIA MOHUTOPHUHI Ha HaJIM4Me CUMIITOMOB HEHPOIIATUU C HEBPOJIOIMYECKON
OLICHKOH JIOJDKEH NpPOBOJIUTHCS y MAIMEHTOB, NPUHUMAIOUIMX Tpenapar Munatub B
KOMOMHAIIMM C TpenapaTaMH, CIOCOOHBIMU BBI3BIBATh HEHPOMATHIO (HANpUMeEp, TaTUIOMUL).
IIpu 5TOM cCienyeT pacCMOTPETh BO3MOKHOCTH COOTBETCTBYIOLIEIO CHWKEHMS JO3bl HIIU

MIpEKpaIICHUS JICUCHHUS.

Cyoopoeu
VY GONBHBIX C OTCYTCTBHEM CYIOPOT HJIM SIIJICHCHH B aHAMHE3€ OMHCAHBI HEYacCThIE CIydau
pa3BuTHs cynopor. Ilpu neueHun OOJIBHBIX, UMEIOLUINX KaKHe-TM00 (aKkTOphl pUCKA Pa3BUTHSA

cynopor, Tpedyercsi 0codasi 0CTOPOKHOCTb.

Opmocmamuyeckasn 2unomeH3us

Tepanus npenapatoMm MuiaTHO 4YacTo CONMPOBOXKIAETCS OPTOCTATHUECKOW TruUmoTeH3uei. B
OOJIBIIMHCTBE CIy4aeB OHA ObIBaeT ciabOi WM CpelHEeHl CTEeNeHH TSHKECTH U MOXKET
HaOJII0IaThCSl B XOJIE BCErO JieUueHHs. Peako oTMedannch KpaTKOBPEMEHHBIE MOTEPH CO3HAHMUS.
VY 00NbHBIX, UMEIOMIKUX B aHAMHE3¢ OOMOPOKH, AMA0ETUYECKYI0 HEHPOMaTHIO, MOJIyYaroIlux
THIIOTEH3UBHbBIE MpenapaThl, a Takke y OOJIbHBIX ¢ 00€3BOXKHMBaHMEM Ha (poHE AMapenu WU
PBOTBHI ClefyeT CcoOMI0aTh OCTOPOKHOCTh. bBOJBHBIX cjelyeT MNPOUHCTPYKTHPOBATH O

HE00X0AMMOCTH OOpalIeHHs K Bpayy B CIy4ae rOJIOBOKPYKEHHUS, YyBCTBA «JIETKOCTH B TOJIOBE»
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wm obmopoka. Ilpu pa3BUTUM OPTOCTATUYECKOI mhg%ﬁslgl-‘]ge&{bﬁ%%ﬁ; Eﬂﬂ;&%gﬁnﬂ,

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BBCACHHUC TJIFOKOKOPTHUKOUIOB H/Min CUMIIATOMHUMCTUKOB; IIPU HGOGXOZ[I/IMOCTI/I CJICOAYCT

CHU3UTH 03y T'MIIOTCH3WBHBIX IPCIIapaTOB.

Cepoeunas HedocmamouHoCmy

[Tpu npumeHenun OopTe30MUOa OMUCAHO PA3BUTHE WM YCHJICHHE MMEIOIIEHCS XPOHHUYECKOU
cepleuyHOM HegocraTouHOCTH. K pa3BUTHIO NPU3HAKOB M CHUMIITOMOB  CEPIACYHOMN
HEIOCTaTOYHOCTH MOJKET IpepacrojaraTh 3a7ep)kka KUIKOCTU. bonbHbIle ¢ (hakTopamu pHcKa

WM ¢ 3a00JIEBAaHUSAMU cepala B aHaMHE3€C NOJIZKHBI IMOABECPraTrbCA TIIATCIIBHOMY HaGJHO,Z[eHI/IIO.

Ileuenounas HedocmamouHoCmy

Onwucanpl cilydau BO3HUKHOBEHHSI OCTPOW TIEYCHOYHOM HEJIOCTATOYHOCTH Yy TAlUEHTOB,
KOTOpple Ha ¢oHe Tepanuu OOpTE30MHOOM OJHOBPEMEHHO TPUHUMAIM B KadecTBE
COITYTCTBYIOIIETO JICUEHUS Apyrue npenaparthl. Takue MpU3HAKH HapylieHus (GyHKIUHU [EYEHH,
KaK yBEJIMUYEHHE aKTUBHOCTU IE€YCHOUHBIX (DEPMEHTOB, TMIEPOMIMPYOMHEMHS] WM TENaTHT,
0OBIYHO MIPOXOAMJIM MPH OTMEHE mpemnapata Munatub. /laHHbIE O COCTOSHUHM 3TUX MAIEHTOB
1ocJie BO30OHOBIJICHUS TepaINuy npenapaToM Muinatud orpaHUYeHbI.

[TanenTam ¢ cUMIITOMaMu HapylieHus (pyHKIMM MEYeHU cleyeT Ha3HauaTh Musatub B 6oee
HU3KHUX HaYaJIbHBIX J103aX U MPOBOJIUTH MOHUTOPUHT HA MPEIMET BOZHUKHOBEHUSI TOKCUYHOCTH,
TaKk Kak OOpTe30MuO MeTaboNIM3UupyeTcs MEeYCHOYHBIMH (epMEHTAMU U €ro KOHIEHTpaIHs
MOJKET YBEJIMYUTHCA NpPU HApyUIeHMH (DYHKIMM TEYEHU CpelHeH — TSDKENoM creneHu (CM.

paznen «Crnoco0 mpuMeHEeHUs U 10351»).

Cunopom 3aomneil oopamumoul Hyedaronamuu

Y manueHToB, MNpUHUMAONMX Munatud, oTMedancs CHHAPOM 3afHeld  oOpaTUMoin
sHIE(daTonaTH — peaKkoe, oOpaTMMOE HEBPOJOTHUECKOE HapylIeHHe, KOTOPOE MOXKET
COIPOBOKIATHCS CYJOPOTaMH, MOBBIIIEHHEM apTEPHAIbHOIO JaBJICHUS, TOJIOBHOM OOJIBIO,
JeTapruei, CIIyTaHHOCTBIO  CO3HAHMS, CJIENOTOM W JAPYTMMM  BU3YaJIbHBIMH U
HEBPOJIOTUYECKUMH HapyleHUussMHU. JUId MOATBEPXKIACHUS IUAarHo3a MPOBOJUTCS MAarHUTHO-
pe3oHaHCcHas Tomorpadus royioBHOro mosra. [Ipu pasBuTuM cuHApOMa 3amHel 0O0paTUMOMN
sHIe(danonaTHM  CleAyeT NpeKpaTuTh MnpueMm mpemnapara Mwmnatu6. besomacHocTh
BO300HOBIICHHSI Tepanuu npenaparoM MuaTtud mocie paHee BBISBICHHOTO CHHIpOMA 3aJHEi

oOpatumoii 3HIIe(AIONaTUN HEU3BECTHA.

Peaxmueayus supyca Herpes zoster
Jledamuum BpadaMm ciaeayeT pacCMOTPETh BO3MOXKHOCTB IPOBEIACHUS IIPOTHUBOBUPYCHOM
Npo(UIAKTUKYA y TAlMEHTOB, MOJYYAIOUINX TEpanuio npernaparoM Mwunatub. Y ManueHTos,

MOJIyJalOIUX Tepamnuio IpernaparoM Munatub, MendanaHoM W TPEAHU30HOM, YacTOTa
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peakTuBauuu BHUpyca Herpes zoster Obuia GOHLﬂgﬁ—':ﬂaEﬁgE’ﬁﬁg—%'Hg‘ CIIaﬁIQeﬁﬁ%MH,

MOJIyJaloUMH  Tepanuio Mendaranom u npeaHu3oHoM (14 % u 4 % COOTBETCTBEHHO).
[IpoBeneHre MPOTUBOBUPYCHOW MPOQPUIAKTHKH JOCTOBEPHO CHMXKAET YAacTOTYy PEaKTUBALIUU

BuUpyca Herpes zoster.

Hapywenusa ¢pynxyuu nezkux

B penkux ciyyasx mpu NpuMEHEHUHU Ipenapata Muinatud Habmoganuch octpbie aupdy3HbIe
MHOQWIbTPAaTHBHbIE 3a00JICBaHMS JIETKUX HEU3BECTHOM OSTHOJIOTMH, TaKHE KaK ITHEBMOHHUT,
MHTEPCTULIMAIbHAS TTHEBMOHHUS, JIETOYHAs WHQWIBTPALUS U CHHIPOM OCTPOH IbIXaTeNbHOM
HEJIOCTAaTOYHOCTU. HEeKoTophie M3 ATUX COCTOSHMI NPUBEIH K JIETAIBHOMY HcXxony. B ciaydae
MOSIBJICHUSI CUMIITOMOB pAacCTpOMCTBA (PYHKIIMHM JIETKUX MM YXYALICHUS YK€ HMEIOLIUXCS
CUMIITOMOB HEOOXOIAMMO cpa3y e MpPOBECTH JAWArHOCTUKY W Ha3HAYUTh MalUeHTaM
COOTBETCTBYIOIEE JICUEHHUE.

B xnuHMYECKHUX UCClIeoBaHUAX 2 ManueHTa (U3 2-X), IoJyJaBIIne BHICOKHUE 03Bl ITUTapadrHa
(2 r/M* B JieHB) TyTeM HenpepblBHOH MH(Y3MH B TeueHHMe 24 4acoB ¢ JayHOPYOULIMHOM M
npenaparoM Mwuinatub Uis peluJUBHPYIOUICH OCTPON MHUENOUIHOW JeHKeMHH, YMEpIH OT
OCTPOT0 PECIUPATOPHOTO JUCTPECC-CUHAPOMA B Hayalle Kypca Teparnuu, U UCClIe0BaHuE ObLIO
3aKkOH4YeHO. TakuM 00pa3oM, JJaHHas CXeMa JICYCHHsI C OJJHOBPEMEHHBIM BBEJICHHEM BBICOKHUX
103 nuTapabuHa (2 r/M> B J€Hb) IIyTeM HeNpepbiBHONH MH(Y3UM B TeueHHe 24 4acoB He

PEKOMEHTyeTCsl.

Cunopom nuzuca onyxoau

B cBs13u ¢ BO3MOXHBIM Pa3BUTHEM TUIIEPYPUKEMHHU, CBSI3aHHOW C CHHIPOMOM JIM3KCA OITYXOJIH,
MaIeHTaM BO BpeMs TepallKi PEKOMEHIyeTCsl ONPEeNsiTh KOHIEHTPALUI0 MOUYEBON KUCIOTHI U
KpeaTHHHHA B CBIBOPOTKE KpOBHU. /IS MpenoTBpallleHus] TUIIEPYPUKEMHH PEKOMEHIYeTCs
OOMJIFHOE TMHUThE, MPH HEOOXOTUMOCTH — QUIONYPHUHON U 3aulienadynBaHue Moud. [lpu
NpUMEHEeHUH Tnpernapata MunaTuO y OOJbHBIX, OJHOBPEMEHHO MPUHUMAIOIIUX IMEPOpaTbHbIE
THIOTIIMKEMUYECKUE TpenapaTsl, CleQyeT TINATeNIbHO KOHTPOJIMPOBATH KOHIEHTPAIHIO
TJIIOKO3bI B KPOBH M TPH HEOOXOJUMOCTH MPOBECTH KOPPEKIHIO J03bI THIOTIIMKEMHUYECKUX
IperapaToB.

[Tpu pabote ¢ nmpenaparom Munatub cienyer coOmonaTh OOUIETIPUHATHIE MPaBUIa 0OpaIIeHUs

C HUTOTOKCUYCCKUMU MpCriapaTaMu.

Peaxyuu ummynokomniekcnozo muna
Peakium MMMYHOKOMIUIEKCHOTO THIIA, TaKM€ KaK CHIBOPOTOYHAs OOJI€3Hb, IMOJIMAPTPUT C
CBINIBIO, MPOU(EPATUBHBIA TIIOMEpPYIOHEPPUT OBLIM 3aperucTpupoBaHbl Heuacto. Cremyer

MPEKpaTUTh MpUMEHEeHHe 6opTe30MHula MPH BOSHUKHOBEHUN CEPhE3HBIX PEAKIIUH.
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®opma BBIYyCKA

Jlno¢uuzar A NPUroTOBIICHHS PacTBOPa Uil BHYTPUBEHHOTO M TIOJJKOXKHOTO BBeAeHUs 3,0 MT
u 3,5 mr.

Jnopunuzar, conepxamuii 3,0 mr nim 3,5 Mr 0oprezoMnda, TOMEMAIOT BO (DIaKOHBI TEMHOTO
HEUTpampHOTO CTEeKJa WIM BO ()IaKOHBI TEMHOTO HEWTPaJbHOTO CTEKJIa IIepBOTO
THJIPOJIMTHYECKOTO Kiacca. DIakoHbl TePMETHYHO YKYNOPHUBAIOT MPOOKaMH M3 PE3WHBI WU U3
OpOMOYTHUIIOBOTO KaydyKa, WM M3 XJOPOYTHMJIOBOIO KaydyKa M KOJIMAYKaM{ aJIOMHHUEBO-
TUTACTUKOBBIMHU.

1 pmakoH ¢ mpemapaToM MOMEIIAIOT B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY W3 IUICHKU
MOJMBUHWIXJIOPUIHON MM TICHKH U3 TOJMATHIIEHTepedTanaTa.

| KOHTYpHYIO STYEHKOBYIO YIIAKOBKY M MHCTPYKILIMIO [0 MEIUIIMHCKOMY MIPUMEHEHHIO TOMEIIAI0T

B KAPTOHHYIO MAUKYy.

Cpok rogHoctu
3 roxa.

He ncnons3oBaTh NOCIE HCTCUCHUS CpOKa, YKa3aHHOI'O Ha YITaKOBKC.

YcaoBust XxpaHeHus

XpaHUTh B 3aIIMIIEHHOM OT CBETa MECTE MpH TemrepaType He Bbiiie 25 °C.

XpaHUTh B HEOCTYITHOM JUIs IETEH MecTe.

BoccTaHOBIIEHHBIM pacTBOp XpaHWUTh NpU Temneparype He Bbime 25 °C npu HOpMalbHOU

OCBEIICHHOCTH B OPUTHHAILHOM (pIIakKOHE WM B IITIpHLIE He 6ojee 8§ 4.

YcaoBus ornycka U3 anrTexk

Ilo peuenry.

®upma-Biiajesiel] perucTpaluoOHHOr0 yA0CTOBEPEeHHS

AO «®apm-Cunres»

KOpuauueckuii agpec: 121357, r. MockBa, BH. Tep. I. MyHUIUNAIbHBIA OKpyr Mokalickui,
yi. Bepeiickas, 1. 29, ctp. 134, stax 4, kom. 22

Anpec: 121357, Poccus, r. Mocksa, yi. Bepetickas, 1. 29, ctp.134, odhuc A403

Ten.: +7 (495) 796-94-33

e-mail; info@pharm-sintez.ru

www.pharm-sintez.ru
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IIpousBoauTe/b

1. OO0 «KOMITAHUA «TEKO»

FOpunnueckuii anpec: 129344, r. Mocksa, yin. Enucelickas, a. 3, xopri. 4

Anpec mpoumsBojacTBa: TBepckas o0im., T.0. DBelliHEeBONONKUN, T. 3eIEHOTOPCKHIA,
yi. CoBerckas, 1. 6a

2. 000 «®apm-Cunres»

Opunuueckuit  agpec: 249010, Kamyxckas o001., boposckuit paiton, r. bBoposck,
yi1. Mockosckas, 1. 30

Anpec npousBojctea: Kamyxckas 061., bopoBckwuii paiion, r. boposck, yia. Mockosckas, a. 30

YnakoBumk (BTopudHasi (MoTpeduTeIbCKas) YIAKOBKA)

1. OO0 «KOMITAHUA «TEKO»

FOpunnueckuii anpec: 129344, r. Mocksa, yin. Enucelickas, a. 3, xopri. 4

Anpec mpoumsBojacTBa: TBepckas o0id., T.0. DBelliHEeBONONKUN, T. 3eIEHOTOPCKHIA,
yi. CoBerckas, 1. 6a

2. 000 «®apm-Cunres»

Opunuueckuit  aapec: 249010, Kamyxckas o001., boposckuit paiton, r. bBoposck,
yi1. Mockosckas, 1. 30

Anpec mpoU3BOJICTBA!

Kanyxckas 061., BopoBckuii paiion, r. Boposck, yn. Mockosckas, 1. 30

Kanyxckas 061., BopoBckuii paiion, r. bBoposck, yin. MockoBckas, 1. 30, mom. 4

Beinyckawuuii KOHTPOJIb Ka4ecTBa

AO «®apm-Cunres»

KOpuauueckuii anpec: 121357, r. MockBa, BH. Tep. I'. MyHULUIIAIbHBIA OKpYr Mokalickuid,
yi. Bepeiickas, 1. 29, ctp. 134, stax 4, kom. 22

Anpec nmpousBoAcTBa: T. MOCKBa, 1mocce DHTY3UacToB, 1. 38, k. 15

Opranunsanusi, IPUHUMAKOIIAS NPEeTEeH3HH 0T NOTpeduTee

AO «®apm-Cunres»

KOpuanueckuii agpec: 121357, r. MockBa, BH. Tep. I'. MyHULUIIAIbHBIA OKpYyr Mokalickuid,
yi. Bepeiickas, 1. 29, ctp. 134, stax 4, kom. 22

Anpec: 121357, Poccus, r. Mocksa, yi. Bepetickas, 1. 29, ctp. 134, oduc A403

Ten: +7 (495) 796-94-33
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www.pharm-sintez.ru
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