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IO MEJUIIUHCKOMY NIPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA
MYJIMUJIATA®

PerncrpaunoHHblii HOMep:

Toprosoe HaumenoBanue: Mynvunuaa®

Memyﬂapoxume HECMATCHTOBAHHOC WJIH I'PYNIIIUPOBOYHOC HAMMECHOBAHHE: JICHAIINIOMU

JlekapcTBeHHasi gopma: KarcyJsbl
CocraB
CocraB Ha oHY KaIlCcyly

S mr 10 mr 15 Mmr 25 mr
leticmsyrowee gewyecmao:
Jlenamuaomua (IpeMUKC)

[meramuaoMu (MIOBUIOH IPEMHUKC) |

10 mr 20 mMr 30 mr 50 mr
Conepxur

JlemanumomMun

S wmr 10 mr 15 mr 25 mMr
[ToBumon K30

S wmr 10 mr 15 mr 25 mMr

Bcnomoeamenvuwie eeujecmeda:

[ennron03a MUKPOKpUCTAIIIINYECKAS]

(Avicel PH-200 LM)

33 Mr 66 Mr 99 mr 165 mr
ManHuTON

14 mr 28 mr 42 mr 70 mMr
Kpockapmennosa HaTpust

2.4 mr 4,8 Mr 7,2 Mr 12 mMr
Maruus creapat

0,6 mr 1,2 mr 1,8 mr 3,0 mr
Macca cooeparcumozo kancyivi:

60 mr 120 mr 180 mr 300 mr

Cocmasg kancyavl 003uposka 5 me

Kopnyc kancyinbr: Turana quokeun (E171) —2,1118 %, Bona — 14—15 %, xxenatun — 1o 100 %.

Kpnimieuka kancynbl: TuTana auokcun (E171)

100 %.

- 2,1118 %, Boma — 14-15 %, xematuH — 1o
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(NOCNEQCBATENEHOCTE 0008)

Cocmase kancyavt 0ozuposka 10 me

Kopnyc kancynsr: Tutana quokcua (E171) — 1,0000 %, Bomna — 14—15 %, kpacuremns xeyne3a OKCHT

xentsiid (E172) —0,1800 %, xenatun — g0 100 %.

Kpeimieuka kancyinbl: tutana auokcup (E171) — 1,7550 %, Bomga — 14—15 %, uHAMTOKapMUH

(E132) — 0,0480 %, kpacutenp xeneza okcu xentbiit (E172) — 0,1800 %, sxenatun — 1o 100 %.

Cocmas xancynvl 0o3uposka 15 me

Kopnyc kancyunbr: Turana quokeun (E171) —2,1118 %, Bona — 14—15 %, xxenatun — 1o 100 %.
Kpeiieuka kancyunbl: tutana auokcupa (E171) — 0,6825 %, Bomga — 14-15 %, uHAMTOKapMUH

(E132) - 0,0360 %, xenatun — 10 100 %.

Cocmas xancynvl 003uposka 25 me

Kopnyc kancyunbt: Turana quokeun (E171) —2,1118 %, Bona — 14—15 %, xxenatun — no 100 %.

Kpeieuka kancynbl: Tutana auokeun (E171) —2,1118 %, Bona — 14—15 %, xenatun — no 100%.
Onucanue

Kancynor 5 me:

TBepnas xemaTHHOBas Karicyna pasmepa 4 Oemoro npera. Colep:KUMOE Karcyibl — MOPOIIOK
0eJIoro Wiy mo4dty OeJIoro nBera.

Kancynor 10 me:

TBepnast KenaTHUHOBas Karcyjia pa3mepa 2 ¢ KOPIYCOM CBETJIO-XKEITOro I[BETa, KPBIIICUKOU
CBETJIO-3eIeHOTro 1BeTa. Collep:KUMOe KarCyJibl — MOPOIIOK OEJIOro WK MOYTH OeIoro 1BeTa.

Kancynor 15 me:

TBepnas >xkenaTHHOBAs Karcysia pa3mepa 1 ¢ KoprycoMm Oenoro IBeTa, KPBIIMIEUYKOW CBETJIO-
roxy6oro 1sera. CoaepKHUMOoe KarcyJibl — MOPOIIOK OeI0To UM MOYTH OeJIoro 1BEeTa.

Kancynor 25 me:

TBepnas xenmatuHOBas Karcyia pasmepa 0 6emoro mBera. CoaepKUMoe Karcyibl — IMOPOIIOK
0eJIoro Wiy mo4uty OeJIoro nBera.

dapmakoTepaneBTHYeCKAs IPYNNA; HMMYHOCIIPECCAHTHI;, IPYTUE HMMYHOICTIPECCAHTHI

Kon ATX: L0O4AX04

dapmakoJIornyecKue CBoiicTea

Dapmakoounamuxa

Mexanusm deticmeus

JleHamuIOMHUJ CBSI3BIBACTCS HEMOCPEJCTBEHHO C IIEpEOIIOHOM, KOMIIOHEHTOM (hepMEHTHOTO
koMmiuiekca KymnuH-RING E3  yOukBuTHHIHMTraswl, KOTOpbIH BKItodaeT Oenok-1 (DDBI),
CBSI3BIBAIOIIMNCS C TOBPEXKIECHHOW Ae30KcupuOonykienHoBor kucimoton ([AHK), xymmun 4
(CUL4) u perynstop kymwmHOB | (Rocl). B remMomosTHdeckmx KIETKax CBS3bIBAHUE

JCHAIUIOMUA ¢ LepetIoHoM MoOmn3yeT cyocrpatHble 6enku Aiolos u Ikaros, siBisromuecs
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HOCIEIYIOIEMY pacmiagy U o0ycIaBIuBaeT psiMble [IUTOTOKCUYIECKUIT u
UMMYHOMOYJIUPYIOIINNA 3PPEKTHI.

B wactHOCTH, TeHaNMIOMH MHTUOUPYET MPOIUQepalnio U YCUINBAET alonTo3 ONpPeaeIeHHbIX
37I0KQYECTBEHHBIX TI'€MAaTONO3TUYECKUX KIIETOK (BKJIIOYAsl KJIETKM MHOXECTBEHHON MHEIOMBI
(MM), xierkn dommukynsipaoit nmumpomsl (DJI) U KIETKH C JeNeUUsIMH XPOMOCOMBI 5),
YCHUIINBaeT UMMYHUTET, OTIOCPEOBAHHBIN T-KJIETKAaMU U KIETKaMH-€CTECTBEHHBIMU KUJUIEPAMHU
(EK), u yBemmumBaer uucino EK, T-kmeroxk m EK T-knerok. Ilpu muenomucriacTHaeckomMm
cuaapome (MIC) c wum3omupoBannou aeneumert 5Sq (MIACS5q) nenanmpoMun wu3OUpaTenbHO
UHTUOMPYET MaTOJOTMUYECKUH KJIOH, YCUIIMBAs allonTo3 KJIETOK C M30JIMPOBAHHOMN Jesenuei 5q.
KoMOunarms neHanmuaoMuga ¥ puUTyKcuMaba YBETUYHMBACT AHTUTEIIO3aBUCUMYIO KJIETOYHYIO
utoTokcuaHOCTh (A3KII) 1 mpsiMoii amonTo3 3710Kka4ecTBEHHBIX Ki1eToK DJI.

Mexanu3m ~ nedCTBUS  JIGHATUAOMHUZA  TakKe  BKIIOYAaeT  AHTHAHTHOTEHHbIE U
IPO3PUTPOINIOITHYECKHE CBOICTBA. JIeHATMIOMU] MHTUOMPYET aHTHOT€HE3, OJIOKUPYSI MUTPALIUIO
U aAre3uio SHIOTEIUAIBHBIX KIETOK M 00pa3oBaHHE MHMKPOCOCYOB, MOBBIIIAET MPOIAYKIIHIO
deranpHoro TemoriioonHa CD34+ CTBOJOBBIMU T€MOITOATHYECKUMHU KIIETKAMH, U WHTHOUPYET
NPOAYKIMIO MPOBOCIAIUTENbHBIX IIUTOKMHOB (Hampumep, ¢akTopa HEKpo3a OMyXoiu aib(da
(®HO-0a)) 1 unTepneiikuna-6 (MJI1-6)) MmoHOIIITAMHU.

Knunuyeckas s¢pgpexmusnocmo u 6ezonacnocmo

D¢ heKTUBHOCT, W 0E€30MacHOCTh JICHATMIOMHUAA ObUIM HM3Yy4YeHBl B INECTH KIMHUYECKHUX
uccienoBanusax (KW) ¢assr I nmpu Bnepsrie auarnoctupoBannoir MM (BJIMM), B ayx KU
¢aszsl 11 mpu perunuBupytomeit pedpaxreproit MM, B ograom KU dazer 11 u B omaoM KU dazsr 11
npu M/IC, B omnom KU ¢a3er 11 npu numdpome u3 knerok MantuitHoit 30as1 (MKJI), B omnom KU
daser [l u ogaom KU daser IlIb npu ommukynsaproit mumdome (DJI) n numdome kieTox
MapruHAJIbHOU 30HHI (JIM3).

DapmakoKkunemuka

JlenanuaoMux UMeET B CBOCH CTPYKTypEe aCHMMETPHUUYECKHMM aTOM YIJIEpOAa, II03TOMY MOXKET
CyIIEeCTBOBaTh B BHJAC [JBYX ONTHYECKH aKTHUBHBIX Gopm: S(-) m R(+). Jlenamumommna
IpesCcTaBiIsieT coOoM paleMuyeckyro cmech. JleHanuaomu OOBIUHO JIydllle pacTBOPSETCS B
OpPraHMYeCKHUX PACTBOPHUTEISX, HO HMeeT Hamiydlryto pactBopumocts B 0.1N OydepHom
pacTBOpE COJISTHOM KUCIIOTHI.

Bcacvisanue

[locne mnpuema BHYTPh HATOIIAK 37O0POBBIMU JOOpPOBOJIBLAMHU JICHATHAOMHUA OBICTPO
BCAChIBAeTCA, MPU 3TOM MaKCHUMallbHas KOHIEHTpanus pocturaercs udepe3 0,5-2 u mocne

OIHOKpATHOI'0 IpucMma. vy ManucHTOB, a TaKXKC 3O0POBBIX ,Z[O6pOBOJII>I_[eB MaKCuMaJIbHas
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MPONOPIUOHAIBHO YBEIMYEHHUIO 103bl. [IOBTOpHBIE MpueMbl mpemnapara HE MPUBOASAT K €ro
KyMyJISIUU (HAKOIUIEHUIO). B mia3Me KpoBU OTHOCUTEIbHBIE KCIO3ULIUU S- U R 3HaHTHOMEpPOB
JICHAIUJIOMHUJIa COCTABISIOT TpuMepHO 56 % u 44 %, coorBeTrcTBeHHO. [IprMeHenne npenapara
C MHUIIEH C BBHICOKUM COJEPKAHHEM KUPOB U BBICOKUM COJACPKAHHEM YTJIIEBOJOB y 310POBBIX
TOOPOBOJIBIICB TOHIKAET CTENICHh BCACBIBAHMSI, YTO TPUBOIUT K yMeHbIeHni0 AUC npuMepHo
Ha 20 %, a Cmax Ha 50 % B mu1a3me kpoBu. OxHako B ocHoBHbIX KU npenapara npu neuennn MM
nu MJIC, B KOTOpBIX ObUTH yCTaHOBJIECHBI I(P(HEKTUBHOCTL M O€30MAaCHOCTh JICHAIUIOMH/A,
MalUMEHTHl IPUHUMAIIU MIpernapaT He3aBUCUMO OT MpueMa nuuiy. Takum o0pa3oMm, JIeHAIUIOMHU/T
MO>KHO MPUHUMATh BHE 3aBUCUMOCTH OT IIpHeMa MUIIIH.

Pe3ynbpTaThl HOMYNISIIMOHHOTO aHAMH3a PapMaKOKHHETUYECKUX JAHHBIX IMOKA3alld, 9YTO CKOPOCTh
BCACBIBAaHUS JICHAUIMJAOMHAA MOCIE MpUeMa BHYTPh aHajJorM4Ha y namueHtoB ¢ MM, MJIC u
MKJL.

Pacnpeoenenue

In vitro cBasp (*C)-nenanugomuna ¢ GenrkamMu TIa3Mbl KPOBU Oblia HU3KOH, U B CpelHEM
coctaBisuia 23 % u 29 % y narueHToB ¢ MM 1 310pOBBIX JOOPOBOJIBIIEB, COOTBETCTBEHHO.
JlenanuaoMu MPUCYTCTBYET B ceMeHHOM xuakoctu (<0,01 % oT 103b1) mocie npuemMa ero B 103€
25 Mr B CyTKH (MI/CyT), HO HE ONPEACISAETCS B CEMEHHOMW KHJIKOCTH 3JIOPOBBIX TOOPOBOJIBIEB
cnycts 3 IHS TocTie MpeKpalieHus npuema npemnapara (cM. pazaen «Ocobble ykazaHus ).
Memabonusm u evigedeHue

PesynbTarel uccnenoBanuii Metaboiu3ma in Vitro yKa3blBalOT, YTO H30()EPMEHTHI CHUCTEMbI
utoxpoMa P450 He mpUHUMAIOT y4acTusi B METa0OIU3ME JICHATHIOMI/IA Y YEIOBEKa, TIOITOMY
MeTabONMUYECKUe  JICKAPCTBEHHBIC  B3aUMOJICHCTBUS TP COBMECTHOM  IPUMEHEHUU
JEHATUJIOMHUIA U TPENapaToB, WHTHOMPYIOMUX H30(pepMEeHTHl cucTeMbl nuToxpoma P450,
MaJoBepOATHBI.  Pe3ynbTaThl  McclaenoBaHUN in Vitro  JEMOHCTPUPYIOT  OTCYTCTBHUE
UHTUOMpYyIomero aeucTBus JeHanuaomuaa Ha u3zodepmentel CYP1A2, CYP2C9, CYP2C19,
CYP2D6, CYP2EIL, CYP3A unu UGT1A1. Takum 06pa3om, MaJIOBEPOSTHO, YTO JICHATHUTOMH/T
Oyner crmocoOCTBOBAaTh  Pa3BUTHIO  JIIOOBIX  KIMHUYECKHM 3HAUMMBIX  JIEKApPCTBEHHBIX
B3aMMOJICHCTBUI PU OJJHOBPEMEHHOM Ha3HAYEHUH C cyOcTpaTaMu 3TUX N30(hEePMEHTOB.

[lo nanHBIM WccHeNOBaHUN in  Vitro IJEHAIMIOMHI HE SBISETcS CyOcTparom Oenka
PE3UCTEHTHOCTH paka MoJouHOM kene3bl denoBeka (BCRP), mepeHocumkoB Oenka
MHOECTBEHHOMH JiekapcTBeHHOU ycroitunBocTr (MRP) MRP1, MRP2 nnn MRP3, nepenocunkos
oprannyeckux aHuoHoB (OAT) OATI m OAT3, mommmentuaa-mepeHOCUYUKa OPTaHUYECKHUX
annonoB 1B1 (OATPI1BI1), neperocunkoB opranndeckux katroHoB (OCT) OCT1 u OCT2, Genka

OKCTPY3WH JieKapcTBeHHbIX TmpemapaToB U TokcmHOB (MATE) MATEl u opurnHamibHBIX
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IepPEHOCYMKOB opranudeckux katnonos (OCTN) OCTNIYeCFNYEATENEHOCTE D00E)

UccnenoBanus in vitro moka3aid, 4TO JICHATUIOMU HE OKa3bIBAET MHTUOUPYIOIIETro IeHCTBUS HA
SKCTIOpPTUpYIOIY0 nomiy coneit skemunbix kuciotr (BSEP), BCRP, MRP2, OATI1, OATS3,
OATPIBI, OATPIB3 u OCT?2.

bonpimmas gacTe JeHaNMIOMHUA BBIBOJUTCS MOYKAaMH. BKiIam MOYEYHOW SKCKpENUU B OOIIWA
KJIMPEHC Yy MalMeHTOB ¢ HOpMajdbHOU (yHKIMEN mouek coctaBist 90%, a 4% neHanuaomuaa
BBIBOJAMJIOCH KUIIIEUHUKOM.

JleHanuaoMua NpPaKTUYECKH HE MeTaboiM3upyeTcsi B opraHu3Me, Tak kak 82% ero 1o3sl
BbIIETISICTCSl TOYKAaMU B HEM3MEHEHHOM Bujae. [uapokcu-meHanugomun U N-anerui-
neHanuaoMu coctaBisiior 4,59% u 1,83% OT 3KCKpeTHMpOBAaHHOM J03bI, COOTBETCTBEHHO.
[TodeuHsbli KIUPEHC JCHATUIOMHU/IA TPEBBIIIAET CKOPOCTh TNIOMEPYISIPHON (DUIBTPALIUU, TAKUM
00pasoM, Ipoliecc BEIBEICHUS HMEET, B HEKOTOPOM CTETICHH, U aKTUBHBIN XapakTep. [Ipu npueme
B J103ax 5—25 MTI/CyT Mepuoj MOJyBbIBECHUS MpernapaTa COCTaBISIeT MPUMEPHO 3 U Y 3JI0POBBIX
n00poBobIIEeB 1 OT 3 A0 5 9 y nmarueraToB ¢ MM, MJIC u MKJL

Tlooxcunvie nayuenmoi

Cneunansabix KU nyist onieHku papMakOKMHETUKH JICHATUAOMUAA Y MOKUJIBIX MallMEHTOB HE
pOBOAWIIOCH. [1OMy SIMOHHBIM aHanu3, B KOTOPBIM OBLIM BKJIIOYEHBI (papMaKOKHMHETHUYECKUE
JAaHHBIE TMAIlMEHTOB B Bo3pacte OT 39 10 85 neT, He BBISBWI BIUSHUS BO3PACTa HA KIMPEHC
JeHATUIOMHUA (IKCIIO3UIIMI0 B TUTa3MeE). YUUTHIBAs TMOBBIIMICHHYIO BEPOSTHOCTH HApPYIICHUS
GyHKIMA TIOYEK B MOXKHIIOM BO3pacTe, CIeAyeT COOJII0AaTh OCTOPOKHOCTh MPH MOA00PE 1036
npernapata M OCYIIECTBJISATh TIIATENbHBIA KOHTPOJIb (PYHKIMM TMOYEeK Ha (OHE MpOBEIEHUs
TEPAINH.

Iloueunas nedocmamounocmo

dapMaKOKMHETHKA JICHATUAOMUA M3ydalach y MalHMEHTOB C MOYEYHOM HEAOCTATOYHOCTHIO,
BBI3BAHHOI HE3J0KaYECTBEHHBIMU MpHUYMHAMU. B 3TOM MccienoBaHuu Ui OLEHKH (PyHKUIUU
IIOYEK MCII0JIb30BAJIM JIBa METO/1a: U3MEpEHUE noyeuHoro kiaupeHca kpearnnuHa (KK) B reuenne
24 4 u pacuer KK no ¢opmyne Kokpodra-I'onta. Pe3ynpTarhl mokasaim mpornopruoHaIbHOE
CHIDKEHHE OOIIIero KJIWpeHca MIpernapara 1o Mepe CHwkeHus GyHKuuu nodek (<50 mi/mMuH), B
pe3ynbTate npuBoausiiee kK moBbimeHuo AUC. 3nauenus AUC noBsIianyuch NpuMepHo B 2,5, 4
1 5 pa3 y NalMEHTOB € MOYEYHON HEIOCTATOYHOCTBIO CPENHEN U TSKEJIOM CTEIEHU TSKECTH U
TepMUHaIbHOU cTanuen moueyHoit HenocrarouyHoct (TCITH), coOTBETCTBEHHO, IO CPABHEHUIO
C TPYIIIOH, 00bETMHSIONICH MAIMEHTOB C HOPMATbHOU (hYHKIIMEH TTOYEK U TTAIMEHTOB C TOYESYHON
HEJOCTAaTOYHOCThIO JIETKOW cTemeHu TsbkecTH. [leproj modyBbIBEAEHUS JIEHAIHIOMUA
noBbIIaNCs mpuMepHo ¢ 3,5 1 (y mauuentoB ¢ KK >50 mu/mun) no 6onee 9 u (y naruentos ¢ KK

<50 mn/muH). Ilpu 3TOM NOYEYHAss HEAOCTATOYHOCTh HE BIUsIa HAa aOCOPOIUIO JICHATHAOMUAA



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.02.2025 N= 2321

n raiirhiros ¢

MpU npuemMe BHYTPb. 3HAUEHUA Cmax HE PA3IHMYQUINCH Y kg%é&gﬁ%ﬁg%kﬁgs

NoYe4yHON HegocTtarouHocTho. [TpumepHo 30% npenapara BIBOAMIOCH U3 OpraHu3ma B xone 4
4acoOBOI'O ceaHca Auaiu3a. PekoMeHaauuu 1o M3MEHEHHIO J03bl IIpernapara y MNalueHTOB C
MOYEYHON HETOCTATOYHOCTHIO MIPUBEIEHBI B pazjene «Crnocod mpuMeHEeHUs U 103bD».
Ileuenounasa nedoocmamoynocmo

[Monynaunonueli aHamu3 (apMaKOKMHETUYECKHX JAHHBIX MAIMEHTOB C IE€YCHOYHOU
HEJOCTATOYHOCThIO JIETKOW crerneHn Tsokectn (N=16, obmuii Owmpyoun B 1-1,5 pasa
npeBbIaeT BepxHiow rparuily Hopmsl (BI'H) unmu ACT > BI'H) nokazan oTcyTCTBHE BIUSHUS
MEYCHOYHON HEJOCTAaTOYHOCTH JIETKOM CTEMeHH TSKECTH Ha KIUPEHC JeHAIWIOMHIA
(9KCTO3HIHIO B MIa3Me). JJaHHBIX B OTHOIIEHWH TMAIMEHTOB C MIEUEHOYHOW HEIO0CTATOYHOCTHIO
CpPEIHEN U TSHKEJIOW CTENEHU TSXKECTU HE MOJYyUEHO.

Jpyeue enympennue gpaxmopoi

[TommynsiuoHHbI aHamu3 (apMaKOKMHETUYECKUX JAHHBIX IOKa3al OTCYTCTBUE KIMHUYECKU
3HAUMMOTro BIUSHHUS Macchl Tena (33—135 kr), momna, packl U BUAA OHKOIeMaTOJIOTHYECKOIrO
3aboneBanus (MM, M/IC unu MKJI) Ha KiupeHe TeHanuI0MUa y B3pOCIBIX MAUEHTOB.
Jloknunuyeckue 0annvle no 6ezonacHocmu

[Io pesynpraTaM HCCIEIOBAaHUS OCTPOM TOKCHMYHOCTH MUHUMANbHBIE JIE€TalbHBIE O3Bl
JCHATMOMHUIA TIOCTIe BBEACHHS BHYTPh cocTaBisuid >2000 mr/kr/cyT y rpei3yHoB. [loBTOpHOE
nepopagbHOe BBEJIeHUE Mpenapata B go3ax 75, 150 u 300 mr/kr/cyT kpbicam B TeueHue 26 Helelb
BBI3bIBAJIO 0OpAaTUMOE, CBSI3aHHOE C Tepanueil MOBBIIICHINE MUHEPATU3allii TOYEUYHOM JTOXaHKU
Ipu BBEJIEHUHU Bcex 3 103, Haubojee 3aMeTHOEe y caMok. [lo3a mpemapaTta, HEe MPUBOASIIAS K
pa3BUTHIO HAOIIOaeMbIX HexenareabHbIX 3P dexToB (NOAEL), coctaBnsiia Mmenee 75 MI/Kr/cyT,
YTO MPUMEPHO B 25 pa3 BbIlIE 3HAYEHUS E€XKEIHEBHOM SKCIO3UIMU Yy YENOBEKa, UCXOJs U3
sHadueHust AUC. [loBTopHOE mepopaibHOE BBEACHHUE JICHATHIOMHUA 00e3bsiHAM B J103aX 4 U 6
MI/kr/cyT B TedeHue 20 Henenb NPUBOIMIO K THOEIM XUBOTHBIX M Pa3BUTHIO 3HAYMMOMN
TOKCUYHOCTH (3aMETHas MOTeps Beca Tella, YMEHBIIEHUE YUCIIa SPUTPOIMTOB, JICUKOIIUTOB U
TPOMOOIIMTOB, TEMOPPAruy BO MHOTUX OpPTraHax, BOCIAJICHUE CIM3UCTON 00OJIOUYKH JKETYTOUHO-
kumeuHoro tpakra (KKT), arpodus numbarnyeckoit cuCTeMbI 1 KOCTHOTO Mo3ra). [ToBTopHOE
nepopagbHOE BBEJACHHE 00€3bsHAM JICHAIHIOMHUIA B J03aX | U 2 MI/Kr/cyT B mepuos 1o 1 roma
MPUBOJMIO K PA3BUTHUIO OOPAaTUMBIX M3MEHEHUU KIETOYHOTO COJICPKUMOTO KOCTHOTO MO3Ta,
HE3HAYUTEILHOMY YMEHBIIEHUIO COOTHOIIECHUS MHUEIIOUIHBIX/SPUTPOHUIHBIX KIETOK U aTpoduun
BUJIOYKOBOM >kene3bl. He3HaunTenbHOE CHUKEHHE KOJIMYECTBA JIEHKOLUTOB OTMEYEHO MpHU
NPUMEHEHHUU N103bl JIeHaIuaoMuaa | MI/Kr/cyT, KOTopasi COOTBETCTBYET TaKoOil ke Jo3e AJis
yesnoBeka, ucxos u3 cpapuennit AUC.

B nccnenoBaHusx MyTareHHOCTH in Vitro (TECT OLICHKH OOPAaTHBIX MyTaIMii Ha OaKTEpUsX, aHAIN3
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TECT Ha KJIETKAaX MBIIIUHONW JHUM(OMBI, HCCIIEAOBaHHE TpaHChOpMaAMU KIETOK 3MOpHOHA
CUPHUICKOrO0 XOMsSUKa) U in vivo (MHUKpPOSIEPHBIM TECT Ha KpbICax) HE OTMEYEHO BIUSHUSA
mpenapata Ha TEHETUYECKOM WJIM XPOMOCOMHOM ypoBHe. MccrnenoBaHus KaHIIEPOT€HHOCTH
npernapara He IPOBOIMIIH.

HccnenoBanust TOKCHMYECKOTO BIHMSHMA IIperapaTta Ha pa3BUTHE SMOpPHOHA/TUIONA paHee
IIPOBOAMJINCH HA KpOJIMKaxX. B 3THX HccaenoBaHuAX KpOJIMKaM BHYTPb BBOJMIIN ITpENapar B 403ax
3, 10 u 20 mr/kr/cyt. [locne npumeHeHus: npenapata B go3ax 10 u 20 Mr/kr/cyt oTmedanu
JI0303aBUCUMYI0 areHE3WI0 CpEeAHEH 0N JIETKOTO, a MpU BBeAEHWUU 103b1 20 MI/Kr/cyT —
CMEIIEHHE MOoYeK. XOTs 3TH HEeOJAaronpuaTHbIC SABICHHS HAOMIONAIUCh NMPH NPUMEHEHUU 103,
TOKCHYHBIX Ui OCpEMEHHBIX CaMOK, OHH MOTYT OBITb OOYCJIOBJICHBI MPSMBIM BO3ACHCTBHEM
npenapara. Ha ¢done nmpumenenus mpemapata B mo3ax 10 m 20 MI/KI/CyT Takke OTMEHald
M3MEHEHHUS CKeJleTa U MATKUX TKaHeH Iiofa.

Iloka3zaHus K NIPUMEHEHHIO

Mnoswcecmeennan muenoma

B xomOuHanuu ¢ 60pTe30MUOOM U I€KCAMETa30HOM JIJIsl JICUEHUS B3POCIIbIX MMAlIUEHTOB C paHee
HE JICYEHHON MHOXECTBEHHON MUEIOMOM.

JUia  noaAepKUBAIOLIETO JIEUEHUS B MOHOTEPANIMM  B3pOCIBIX MALMEHTOB C BIIEPBBIC
JUarHOCTUPOBAHHOW MHOYKECTBEHHOW MHEIOMOM IIOC/€ TPAHCIUIAHTAlMU ayTOJOTHYHBIX
TeMOITO3TUYECKUX CTBOJIOBBIX KIJIETOK.

Jlis nedenus B coctaBe KOMOMHHUPOBAHHOM Tepanuy B3pOCIBIX MAI[MEHTOB C paHee He JICYEHHOM
MHOKECTBEHHOM MHEIOMOM, KOTOpPBIM HE II0Ka3aHa TPAHCIUIAHTALUS TIeMOMNOATHYECKHX
CTBOJIOBBIX KJIETOK.

B kxomOuHamuu c JnekcaMeTa3oHOM JJis JIEYEHHS B3POCHBIX MAlMEHTOB C MHOXECTBEHHOM
MUEJIOMOM, KOTOpBIE MOIYYUIIH, 10 MEHbIIIEH Mepe, OJHY JTUHUIO TepaIuu.
Muenooucnnacmuyeckue cuHOpOMbL

Jlnist iedeHust B3pOCHbIX MAIMEHTOB C TPaHC(Yy3MOHHO-3aBHCHMOM aHEeMMEH, pa3BUBLICHCS Ha
dboHE MHETOIUCIUIACTUYECKUX CHHIAPOMOB HH3KOM WM MPOMEXKYTOUYHOW-1 TpyIIbl pHUCKa,
ACCOLIMHMPOBAHHBIX C IUTOT€HETUUYECKUM HAapyIIEHHUEM B BUJIE JAeNIeUU S5q B IPUCYTCTBUH UM B
OTCYTCTBHE JIPYIMX HUTOT€HETUUECKUX HAPYILICHUH.

Jumepoma u3 Knemok ManmuiiHoll 301 bl

Jnst medeHus B3POCIBIX TMAIMEHTOB C PElUIUWBHpYIOMEH Wik pedpakTepHol JTUMQPOMONH W3

KJIETOK MAaHTUHUHON 30HEL
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Donnuxynapuas numpoma unu 1umgpoma uz knemox Wiltpeuttaitsrioi sonby O TE 000E)

B xombOunanumu ¢ putykcumabom (antu-CD20 aHTUTEIOM) JIJIS JI€UEHUST B3POCIIBIX MAIIMEHTOB C
panee JiedeHHOH (poHKyIsIpHOM TMM(OMON M TUMPOMOI U3 KIIETOK MaprHHAIbHOM 30HBI.
IIporuBonokazanusi

[ToBbIlIeHHAs! YyBCTBUTEIBHOCTH K JICHATHIOMUAY WIN APYTUM KOMIIOHEHTaM Ipernapara.
BepemeHHOCTB U TIEpUO/I TPYAHOTO BCKAPMIIMBAHHUS.

CoxpaHeHHBII PENpOAYKTUBHBIA MOTEHIMAN, 32 HUCKIIOYCHHEM CIydaeB, KOTJa BO3MOXKHO
coOnrofieHre BceX HeoOXoMuMBIX YycioBui IIporpamMMmbl KOHTPOIMPYEMOIrOo MEIHWLHUHCKOTO
npuMeHeHus JeHanuaomunaa (cMm. pazaen «Ocobble ykazanusi» u «[Ipumenenune npu
OepeMEeHHOCTH U B TIEPUO/I TPYAHOTO BCKAPMIITUBAHUS).

HeBO3MOXXHOCTP WM  HECMOCOOHOCTh COOJIOATh HEOOXOJWMBIE MEpPbl KOHTPAIICTIIIHH,
yKa3zaHHbIe B paznene «OcoOble yKazaHusy.

Herckuii Bo3pact a0 18 net (mo coodpakeHusiM 6€30acHOCTH).
C 0CTOPOKHOCTHIO

VY manueHToB ¢ BIEPBBIC TMATHOCTUPOBAHHOW MHOKeCTBeHHOUM Muenaomoi (BJIMM) B Bo3pacte
75 net u crapiue (cM. pazaensl «Cnocod mpuMeHeHus U 1036y U «Oco0bIe yKa3aHUD»).

Y manMeHTOB ¢ TMOYEYHOW W/WIM TICYCHOYHOM HEJOCTAaTOYHOCTBIO (CM.  pa3zelsl
«®Dapmakosiornaeckue cBoicTBa» U «Crocod MpUMEHEHHUS U JTO3BD»).

VY narnueHToB, UMEIONIMX (GaKTOPBI PUCKA TPOMOOIMOOIIHI, BKIIFOYasi TpoMO03 B aHamMHE3e (TIpH
JICYCHUH JICHATUJIOMUIOM B KOMOMHAIINHU C IEKCAMETa30HOM) (cM. pazaen «OcoObie yKazaHus»).
[Ipy coBMecTHOM NPUMEHEHUWH CO CTaTUHAMHU; C MHUEJIOJICTIPECCUBHBIMU TIperapaTaMu;
C mpenaparaMy, IOBBIIIAIONIMMU  CKJIOHHOCTb K  KPOBOTEUYEHUsIM; C  IpenapaTaMi,
NOBBIIIAIONIMMH ~ PUCK  TpomMOO30B, a HMEHHO, C T[penaparamu, 00JaJa0KUMU
OPUTPONIOITUYECKON AKTUBHOCTBIO, U TOPMOHO3aMECTUTENIBHOW TEpallUel y ManuueHTos ¢ MM,
NPUHUMAIOIINX JICHATHIOMHJI B KOMOMHAIIMKM ¢ JeKkcameTa3oHoM (cMm. pasnensl «lloGouHoe
nerctBue», «BzammonelcTBHE C JIPYrMMH JIEKApCTBEHHBIMH TMpernapatamMu» ©u  «OcoObie
YKa3aHUI» ).

Y nanmentoB ¢ MKJI ¢ BbICOKO#i ommyxoseBoii Maccoi (cM. pazzaen «OcoObie yKazaHusD» ).

VYV nanuentoB c¢ renarutoM B (HBV) B anamnese, BKItOYasi MalMeHTOB C MOJIOKUTEIbHBIM
pe3yabTaToM Ha aHTUTena K saepHoMmy aHtureny HBV (antu-HBc) m orpunarensHbiM
pe3yabTaToM Ha TOBEpXHOCTHBHIM aHTUreH BHpyca HBV (HBsAg) (cm. pasgen «OcoObie

YKa3aHUSD»).
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TIpumeHenne Npu GepeMEeHHOCTH U B IIEPHOJ T hyamoro Bekaphemmaits | =HOCTE 000E)

CMEPTHOMY OTYETY

BHUMAHMUE! Puck cepbe3HbIX BpOKACHHBIX MOPOKOB pa3putns. He npumMeHsTs npu
OepeMeHHOCTH W B IepHOL TpPyAHOro BckapmJiuBaHus. Ilpm mnpueme mnpenapara

Myamuianaa® Heo0XoauMo o0 I101aTh MePhI 10 MPeAYNPeKIEHHI0 6epeMEeHHOCTH.

YuuTeBass Haau4ue TCPATOIrCHHOI'0 IMOTCHIMAJIA, HNPUMCHCHHUC JICHAIMAOMHUIA OOJIKHO
OCYILIECTBIISITHCSL B CTPOIOM COOTBETCTBUU ¢ Mepamu 1o MpeaynpexIeHHI0 OEpeMEHHOCTH (CM.
pazgen «OcoOble yKa3aHMs»), 3a HUCKIIOYEHHEM TeX CJIy4yaeB, KOrJla OTCYTCTBHE
PEnpOAYKTHUBHOIO MOTEHIIMAJA Y MAllUeHTKH HaJIe)KHO TIOTBEPKICHO.

Kenuwgunwt ¢ coxpanennwvim penpooykmuenvim nomenyuanom / Konmpayenyusa onsa myxncuun
U JHCeHUUH

Kenmuuam ¢ CcoXpaHEHHBIM PENPOAYKTHUBHBIM TMOTEHIMAIOM CJEAyeT HCIOJIb30BaTh
s dexTuBHBIE METOABI KOHTpameniuu. Ecnu mamueHTka 3abepeMeHena, NPUMEHEHHE
JICHaIIMaoMuaa AOJIKHO 6I>ITB MNpCeKpamcCHo, MAUCHTKY H€O6XO,Z[I/IMO HalpaBUTL Ha
KOHCYJIbTallMI0 K Bpayy-Te€paToJIOTy Ul OCMOTpPa M KIMHHUYECKMX pEeKOMeHJIauui. B cioydae
OepeMEHHOCTH KCHILIMHBI, SBISAIOMIEHCS CEKCyallbHbIM MapTHEPOM MAaIeHTa, MOJyYalollero
JCHATMIOMHU, €€ TaKXKe HAMpaBsSlOT K Bpaudy-TEpaToNory JUisi OCMOTpa W KIMHUYECKUX
PEKOMEH Talu .

.HGHa.HI/II[OMI/II[ COJACPIKUTCA B CEMEHHOU KUAKOCTU MAIMCHTOB B ICPUO/ JICUHCHHUA B NPCIACIIbHO
HU3KUX KOHIEHTpPALUSAX W HE OINpeAeNsieTcss Yy 3J0pOBBIX MYXYHMH 4epe3 3 JAHsS Iocie
IpeKpaleHusl IpUMeHeHus mnpenapaTta (cM. pasaen «®DapmakoknHeTuka»). B xauectBe mepsl
MPEIOCTOPOKHOCTH, YYUTHIBAS BO3MOXKHOE CHIDKEHHE CKOPOCTH BBIBEIEHUS Ipemnapara y
NAIMEeHTOB OCOOBIX TPYIIN, HampuMep, NpU HapyIIeHUH (QYHKUIUU TOYEK, BCE MY>KUMHBI,
MPUHUMAIOILKE JICHATUIOMU, JOKHBI IOJIb30BaThCsl Mpe3epBaTUBaMK B TEUEHHE BCEro Kypca
JIeYeHUs1, BO BpeMsl MepepbiBa B JICUCHUH U B TeUeHHE | Hellenu mocie NpeKpalieHus JeUeHHs B
TOM CIIy4ae, €clii CEeKCYyaJIbHBIN MapTHEp — OepeMeHHas KeHIIMHA WY JKeHIIMHA C COXPaHEHHBIM
PCIIPOAYKTUBHBIM IMOTCHIIUAJIOM, HC UCIIOJIb3YIOIIAad KOHTPALCIIIUIO.

bepemennocmeo

JlenanuaoMua — CTPYKTYPHBI aHAJIOr TalUWAOMHUIA, KOTOPBIA SIBISETCS HM3BECTHBIM
TepatoreHoM. l3BecTHO, 4YTO mHpHeM TalIUAOMHUIA OEPEMEHHBIMHU >KEHIIMHAMU BbI3bIBACT
TAKCIIBIC JKUZHCYTPOKAOIINC BPOKICHHLIC HAPYHICHUA Y IIJIOAA.

I/ICCHGI[OBaHI/Ie BJIMAHHUA JICHAJIXAOMHIAA Ha 3M6pI/IO(1)eTaJ'H:HOe Pa3sBUTHUC IMMPOBOAUIIOCH HaA
00e3bsiHaX, KOTOPBIM BBOJWIM Tipemapar B nmo3ax oT 0,5 mo 4 wmr/kr/cyt. PesymbTaThl 3TOTO
M CCJIEIOBaHMSI TTOKA3aJIM, YTO JIEHAJIMJOMHU/T BHI3BIBAJI pa3BUTHE BHEIIHUX 1€(DEKTOB, B TOM YHCIIE,
3apaliCHUC aHaJIbHOT'O OTBCPCTHUA WM HAPYUICHUC PA3BUTUSA BCPXHUX U HUIKHHUX KOHEYHOCTEH

(M30THYTBIE, YKOPOUEHHBIE, 1e()OpMUPOBAHHBIE, HEAOPA3BUTHIC H/HITH YACTHYHO OTCYTCTBYIOIINE

9
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MoJTydaad Tpenapar BO BpeMmsi OepeMeHHOCTH. Takke y €IWHWUYHBIX IUIOJ0B HAOII0IaIoch
MOBPEXKACHUE BHYTPEHHUX OPraHoB (M3MEHEHHE I[BETA, KPACHBIE OYard B Pa3lIMYHBIX OpraHax,
HeOosIbIas OeclBETHASI Macca BhIIIE aTPHOBEHTPUKYJISIPHOTO KJIallaHa, yMEHbIIIEHHBIH KeTIHbIN
my3bIpb, JeopMUpOBaHHas nuadparma). JKCrepuMEHTAIbHbBIE CCIIET0BaHUS JCHATUIOMU/IA Ha
00e3bsiHaX MOKa3aIy CXOIHBIE C OMMMCAHHBIMY paHee sl TATHJI0OMUIA.

Bceneactsue oxugaeMoro TepaToreHHOro 3G ¢dekra JISHATUIOMI/IA, €0 MPUEM MPOTHBOIOKA3aH
BO BpeMs OepeMeHHOCTH (M. pazzen «[IpoTuBomokazanusy).

Ilepuoo zpyonozo éckapmnueanusn

Hewu3sBecTHO, MOCTYMAET U JICHAIUIOMHJI B TPYTHOE MOJIOKO. B CBSI3H ¢ 3TUM, B IEPHO/T JICUCHUS
JCHAMOMUIOM TpPYAHOE BCKAPMIIMBAHHE JOJDKHO OBITh TpEKpaimieHo (cMm. pasfien
«IIpoTuBOIIOKa3aHUS» ).

Depmunvrnocmsp

PesynbpTaThl MCCleOBaHUS PENPOAYKTUBHON (PYHKIIMH, KOTOPOE MPOBOIMIM Ha KpbICaX C
MPUMEHEHHUEM JICHATHAOMHUAA B 103ax 10 500 MI/Kr (3TH 103l MPEBBIIIAIN TPUOITU3UTEIHHO B
200-500 pa3 TepaneBTUUECKUE JO3bI AJIsI UeT0BeKa, 25 Mr u 10 Mr, COOTBETCTBEHHO, B MIEpPECUETE
Ha TUIOIIAh MOBEPXHOCTH Tella), HE MPOJEMOHCTPUPOBAIN HapyUIeHHs (EepTUIBHOCTH WU

TOKCUYHOCTH JIsI OpraHu3Ma pO,Z[I/ITeJ'IeI\/’I.

Cnoco0d npuMeHeHus ¥ 103b1

Jleuenne npemapatom Mynamumuna® HeOOXOAMMO IIPOBOAMTL IIOJ HAONIOJAEHHEM Bpaua-
XUMHUOTEpPAINeBTa.

Jlnst Bcex nmokazaHui, yKa3aHHBIX HUKE:

- M3meneHue 1036l JOTKHO MPOU3BOIUTHCS HA OCHOBAHUN KIIMHUYECKUX U J1a00paTOPHBIX
TaHHBIX (CM. pasnen «OcoObie yKa3aHUus» ).

«  HM3meHeHnue 703bl B XOJI€ JICUCHUS WIH €r0 BO30OHOBJICHUS CIEIyeT MPOU3BOIUTE MPH
pa3BUTHUH TPOMOOLIUTONCHUH, HEUTPOTIEHUH 3 U 4 CTENEeHH TSHKECTH WM JIPYTHX BHUJIOB
TOKCUYHOCTH 3 U 4 CTENEHU TAKECTU, CBSA3b KOTOPHIX C MPUMEHEHUEM JICHAIUIOMH/IA
HEJIb3s1 UCKITIOUHUTb.

« B ciyuyae HeWTporneHUU cCleIyeT pacCMOTPETh BO3MOXHOCTh HA3HAYEHUS MAIUEHTY
(dhakTopa pocra.

- Ecnm ¢ moMeHnTa mpomnyiieHHOro nprueMa ouepenHol J03bl ImpenapaTa MpoIio MEeHee
12 49, ManMeHT MOXET MPUHATH 3Ty MPOIMYIIEHHYIO 103y, a eCIH Imporuio 6ojuee 12 g —
MPOMYIIEHHYIO 103y IPUHUMATh He cieayeT. Creayromas 103a T0JKHA OBITh MPUHSTA

Ha CJICAYIOIINH JIeHb, B OOBIYHOE BPEMSI.

10
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NPUBEJICHHBIX PEXUMOB JO3MPOBAaHUS HEOOXOIMMO MPUMEHSTH MPEnapar B COOTBETCTBYIOIIUX
JIO3UPOBKAX.

Pestcum 0o3uposarus

Bnepevie ouaznocmupoeannan muoxcecmeennan muenoma (BJAMM)

JleHanmunoMug B KOMOMHAIIMM ¢ 0OPTE30MHOOM M JIEKCAMETA30HOM Ul JICUEHUS B3POCIBIX

HAllMEHTOB C PaHee He JIEUEHHOU MHOKECTBEHHON MUEIOMON

Hauanvnas mepanus: nenanuoomuo 6 komounayuu ¢ 6opme3omMuboM u 0eKcamemazoHom

He crmenyer HaumHaATh Tepanuio JICHAIMIAOMUIOM B KOMOMHAIMU C OOpTE30MHOOM U
JleKCaMeTa30HoM, eclii abcomoTHoe umcio Heifrpodpunos (AUH) <1,0 x 10%/1 w/umm gucno
TpomGonuTos <50 x 10%/1.

Pexomenoyemasn 0osa

Pexomenayemass HauanbpHas J03a JICHATUAOMHJIA COCTABISIET 25 MI OJIUH pa3 B JCHb BHYTPb,
1u0o:

1) c¢1mo 14 nenp kaxoro 21-1HEBHOTO ITUKIIA JICUCHUS, UITH

2) c 1 mo 21 genb kaxmoro 28-THEBHOTO IUKIIA JICYCHUSI.

bopTezomMu® momKeH NTPUMEHSATHCS B BHUAE MOJAKOKHOW uWHBEKmuM (1,3 MI/M?  TUTOMIAIH
IIOBEPXHOCTH TeJa) ABa pa3a B Hexento B 1, 4, 8 u 11 nHu xaxzaoro 21- nnu 28-1HEBHOrO LMKIIA.
Pexomenayemast no3a nekcameTa3oHa COCTaBIISIET:

1) 20 mr onuH pa3 B IeHb BHYTph B 10U 1, 2,4, 5, 8,9, 11 u 12 wnn

2) 40 mr onuH pa3 B IeHb BHYTPb ¢ 1 Mo 4 1 ¢ 9 mo 12 neHpb KaXk10ro 1UKIIa.

Pexomennyercs 10 8 MOBTOPHBIX 2 1-AHEBHBIX WM 6 TOBTOPHBIX 28-THEBHBIX ITUKJIOB (24 Henenu
HA4aJIbHOM Tepanuu).

Pexomenoyemviil pesrxcum 003uposarus Oasl AHAAUOOMUOA 8 KOMOUHAUUU ¢ bopme3omubom u

oexcamemaszoHom

Jlenn (21-aHEBHOTO 1IUKIIA)

o 8 nukiioB

112|3(4[5]6][78|9|10]11 (12|13 | 14| 1521
HeHaHHHOMHH (25 Ml") . . ] ] . ] ] ] ] . . ] . ]
Boprezomu6 (1,3 mr/m?) . . . .
Jexcamera3oH (20 mr) o | o | o | o o | o

NI
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JleH

CEAOBSTENEEOC TS OO
'(I)trjﬁﬁntﬁ'l EINERLL TE UULIE]

06 0
o 6 nukioB 10

b (28-IHeBHO)
1311

1112 4115|116|17(1819|20|21

22-28

JleHam oMU
25 Mmr)

bopTezomu6
(1,3 mMr/m?)

JlekcameTa3oH
(40 mr)

Henpepbleﬂaﬂ mepanus 'y nayuernoes, Komopbvim nokKazanHa mpaHcniarmayus aynojlocudHblx

eemonosmuyeckux cmeonosvix kiemox (T1'CK)

VY nanuentoB, kotopbiM nokazaHa TI'CK, MmoOuim3amus reMaToIOTHYeCKIX CTBOJIOBBIX KIIETOK

JIOJDKHA TTPOMCXOAUTH B TIEPBBIC 4 ITUKIIA HAYAIBHOW TEepaIuu.

Henpepbleﬂaﬂ mepanus 'y nayuennios, KOmopvbimM HE NOKA3AHA MpAaHCniIanmayus. JEHANUOOMUO 8

KOM6MHCZI/}MM ¢ 0ekcamemaszoHom 00 npozecpeccuposaHrus 3abonesanus

[IponomxaroT mpreMm JIeHaIUAOMHUAA 25 MI OJIUH Pa3 B JIeHb BHYTpb C | 10 21 1eHb MOBTOPHBIX
28-THEBHBIX IIUKJIOB B KOMOWHAITMU C JEKCaMETa30HOM. PexoMeHayemasi 103a JeKcaMeTa3oHa
coctaniisgeT 40 Mr oMH pa3 B 1€Hb BHYTPb B 1, 8, 15 1 22 1HM MOBTOPHBIX 28-THEBHBIX IIUKJIOB.

HaI_II/IGHTBI MOT'YyT OpPOAOJIKATh TCPAIIUIO OO0 IMPOrpCCCUpPOBAHUA 3a00/I€BaHNs WIN IOSIBIEHUS

IIPU3HAKOB HENIPUEMIIEMON TOKCUYHOCTH.

Towazosoe cruoicenue 003vl

Jlenaangomua?
HauvanrHas nosa 25 mMr
Jlo3a ypoBHs -1 20 mr
Jo3a ypoBH4 -2 15 mr
Jo3a ypoBHS -3 10 mr
Jlo3a ypoBHs -4 S wmr
Jlo3a ypoBH4 -5 2,5 mr* unun 5 mr kaxzapie 48 4

a

#

CHudicenue 003bl 0151 BCex NPenapamos MoAICem oCyWecmaisimbCs He3a8UCUMO
Jlnsa obecneyenust yKazamno2o pexcuma 003uposanus (2,5 mz) npu Heobxooumocmu npuMeHeHUs.
AeHanuoomuoa 8 0oze 2,5 me credyem HA3HAUAMb JEKAPCMEEHHble NPEnapamol JeHAIUOOMUOA OPYeUx

npouszeooumerell 8 1eKAPCMEeHHOU hopme «Kancyivi 2,5 mex.

Tpomboyumonenus

KonnyectBo TpoMGonnTOB

Pexomenganun

Cuusmock 10 <30 x 10%/n
BoccranoBmiocs 10 >50 x 10%/n

HpI/IOCTaHOBI/ITB JICYCHHUC JICHAJIMJOMHU I0OM

B0300HOBUTE JIeUeHUE JIEHATUIOMUAIOM B
J103€ YPOBHS -1 01H pa3 B JIeHb

Kaxnoe nocnenyromiee cHuxenne <30 x 10%/n
BoccranoBmiocs 10 >50 x 10/

HpI/IOCTaHOBI/ITB JICYCHHUC JICHAJIMJOMHUI0OM

B0300HOBUTE JIeUeHUE JIEHATHIOMUIOM B
03¢ cieayromero 6o1ee HU3KOTO YPOBHS
OJIMH pa3 B JICHb

12
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AYH (a0co/110THOE YHCJI0 HEHTPOPHIOB)

Pexomenpanun?

Cumsunocs 10 <0,5 x 10°/nm unn ¢pebpunpHas
HeUTponeHus (JIMXopajaka ¢ TEMIIepaTypoi Tena
>38 °C; <1 x 10%/m)

[IprocTaHOBUTD JIeYEHHE JICHAIUIOMHIOM
U KOHTPOJUPOBATHL KOJIHMYCCTBO BCECX
KJIETOK KpOBH HeE pexe 1 paza B 7 nHel

Boccranosmmock 10 >1 x 10%/1

Bo300HOBHTH JieueHHE B J03€ ypOBHA -1
OJIUH pa3 B JIEHb

Kaxmoe mocnenyromee camkenne <0,5 x 10%/n
i GheOpriIbHAsT HEUTPONIEHUS

HpI/IOCTaHOBI/ITB JICUCHHUC JICHAJIMAOMUIOM

Boccranosmmock 10 >1 x 10%/1

B0300HOBUTE JIeUeHUE JTEHATUIOMUAIOM B

703€ CJIEAYIONero 0ojiee HU3KOTO YPOBHS
OJIUH pa3 B JICHb

a

Ha ycmompeHnue epavua, eciu Heﬁmponenuﬂ 56/151emcst €OUHCMEEHHbIM nposielieHuem mokcudHocmu

npu  a000t  003e  JEHAAUOOMUOd,  MOJCHO  000a8umb K  mepanuu  SpaHyioyumapHolil
xonouuecmumynupyrowuil pakmop (I'-KC®) u coxpanumse 003y nenanuoomuoa
IloaaepxkuBatomias  Tepanus JCHAIMAOMUJIOM V  TAaNMEHTOB MOCJE  TPAaHCIIAHTALUU

aYTOJOTHYHBIX reMonodTuueckux crBoioBbiX KieTok (TT'CK)

[Tonnep>kuBatromas Tepanus JeHATUIOMUIOM MOKET OBITh HauaTa MpH YCIOBUU MOJHOIEHHOTO
BOCCTAHOBJIEHUs remaroJiorndeckux mnokaszatened mocie TI'CK y manueHToB, HE MMEIOIIUX
IPU3HAKOB MPOrpeccHpoBaHus. JIeHaTMIOMH HE clielyeT Ha3HauaTh, €CIU a0COITIOTHOE YHCIIO
neitrpodunos (AUH) <1,0 x 10°/1 n/umu uucio TpomGouuTos <75 x 107/m.

Pexomenoyemasn 0osa

Pekomenayemass HauanpHas J03a JeHanuaoMuaa coctapiser 10 Mr oguH pa3 B JIeHb BHYTPb
HerpepblBHO (¢ 1 mo 28 1eHb NOBTOPHBIX 28-IHEBHBIX IUKJIOB) 1O INPOTPECCHPOBAHUS
3a00JIeBaHNs WK TTOSIBJICHUS IPU3HAKOB HemepeHOoCUMOcCTH. [loce 3 nukIioB moaaep>kuBaroei
Tepanuu JEHAIUIOMHJIOM /103y Iperapara MOXKHO YBEIMYUTh 10 15 Mr oJiMH pa3 B IeHb BHYTPb
MIPU XOPOLIEH MEPEHOCUMOCTH.

Towazcosoe cuudcenue 003wl

Havanbnas 1o3a (10 mr) IIpu noBbIenun 103su1 (15 mr) ?
10 mr

5 mr

Jo3a ypoBHs -1 Swmr

Ho3a ypoBHs -2 | 5 mr (muu 1-21 xaxasie 28 qHei)

Jo3a ypoBus -3 | He npumenumo 5 wmr (aau 1-21 kaxaeie 28 nHei)

He npumensarts 10361 HUkeE 5 Mr (quu 1-21 kaxzabie 28 qHei)

Ilocne 3 yuxnoe nooddepoicusaioweis. mepanuu JeHATUOOMUOOM O003) HpPenapama MOANCHO
yeenuyums 00 15 me 00uH pasz 6 OeHb HYmpb npu Xopouleti NepeHoCUMOCmu

a

Tpomboyumonenus

KosaunvecTBO TPOMOOUMTOB Pexomennanuu

Cumsmiocs 10 <30 x 10%/n [IpuocTaHOBUTH JieUECHUE JTCHAIUIOMUIOM

B0306HOBUTH JleueHUE JIEHAIUJOMHIIOM B
103€ ypoBHS -1 0JIMH pa3 B 1eHb

BoccranoBuiaoch 10 >30 x 107/

13



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 03.02.2025 N2 L:Z
|III.||: OBELTENEAOL T O8]
Kaxnoe nocnenyromiee cHmxenue <30 x 10%/ HDHOCT afoBU CUCHUE JIeHaJ'lI/IHOMI/IHOM
BoccranoBuiaoch 10 >30 x 107/ Bo0300HOBUTE JI€UEHUE JIEHATUAOMUIOM B

703€ CIeIyoUero 0ojiee HU3KOTO YpPOBHS
OJIUH pa3 B JIEHb

Heumponenus
AUYH Pexomennanun?
Cuuzuock 10 <0,5 x 10%/x [IpuocTaHOBUTH JieUCHUE JTCHAIUIOMUIOM
Boccranosmiocs 10 >0,5 x 10°/n Bo300HOBUTH JIeueHrE B 103€ YPOBHS -1 0J1UH
pa3 B JIEHb

Kasknoe nocneayroniee causkenue <0,5 x 10°/n | [IpaocTaHOBUTH JleUeHUE JIEHATMIOMUIOM

Boccranosmiocs 10 >0,5 x 10°/n Bo0300HOBUTE JI€UEHHE JIEHATUAOMUIOM B
703 CIIEAYIOIIEro OoJiee HU3KOTO YPOBHSA
OJIVH pa3 B JICHb

Ha ycmompenue epaua, eciu netimponenus 1611emcs eOUHCMBEeHHbIM NPOSIGIEHUEM MOKCUYHOCTU
npu  a000t  003e  JEHAAUOOMUOA,  MOJCHO  000a8umbv K  mepanuu  SpaHyioyumapHolil
kononuecmumyaupyrowuil gpaxmop (I-KC®) u coxpanums 003y nenaiudomuoa

a

JleHaIMIOMuUI B KOMOMHAIINK _C JACKCAMCTAa30HOM [0 MpPOrpeCCUpoOBaHUA 3a00JIeBaHUS N4

NanMCHTOB, KOTOPBIM HEC ITOKa3aHa TPaHCIIJIaHTaIlusa

He cnenyer HauumHaTh Tepanuio JeHamuaoMunoM, ecau AUYH <1,0 x 10%/n1 w/wmu gmcIio
TpomGonuToB <50 x 10%/1.

Pexomenodyemas 0oza

PexoMeHnnyemas HadanpHas 103a JIEHATUIOMU/IA COCTABISET 25 MT OJIMH pa3 B I€Hb BHYTPb C 1 110
21 neHb MOBTOPHBIX 28-THEBHBIX LHUKIOB. PekoMmeHayemas 103a JeKCaMeTa3oHa COCTAaBIIAET
40 Mr oguH pa3 B JieHb BHYTpb B 1, 8, 15 1 22 nHM NOBTOPHBIX 28-THEBHBIX HUKIOB. [lanimeHThI
MOTYT MPOJOJDKATh TEpPanuio JEHATUAOMHUIOM M JIEKCaMETa30HOM [0 MPOTrPEecCUpOBaHUS
3a00JICBaHUS WU TIOSIBJICHUS TTPU3HAKOB HETIEPEHOCUMOCTH.

Towazosoe crudicenue 003bl

Jlenanumomua?® Jexcamerazon?
HavannHas nosa 25 Mr 40 mr
Jo3a ypoBHs -1 20 mMr 20 mr
Jo3a ypoBHs -2 15 mr 12 mr
Ho3a ypoBHs -3 10 mr 8 mMr
Ho3a ypoBHs -4 Swmr 4 mr
Jlo3a ypoBHS -5 2,5 mr” He npumeHnMo

a

#

CHudicenue 003bl 07151 KadNCO020 NPenapama MOoJICen OCYUeCmeIsimbCsl He3a8UCUMO

Jlns obecneuenuss ykazauHo20 pedcuma 003uposanus (2,5 me) npu HeoOxooumocmu npUMeHeHus
JAeHanuoomuoa 8 0oze 2,5 me credyem HA3HAUAMb JEKAPCMEEHHble NPEenapamol JeHAIUOOMUOA OPYeUx
npou3600umeell 8 1eKAPCMEeHHOU hopme «Kancyivi 2,5 mey.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.02.2025 N= 232

(NOCNEQCBATENEHOCTE 0008)

r

Tpomboyumonenus
KoanuectBo TpoMOOIINTOB Pexomenganun
CHusunock 10 <25 x 10°/n IIpexkpatuts JleyeHUEe JCHAIMIAOMUIOM 10O
KOHIIa uKiIa?
BoccranoBmiiocs 10 >50 x 10%/n Bo300HOBUTL JjeyeHHEe B MEHBIIEH 103€
(B cnenmyromeM NHKJIE CHU3HWTH J03Y HAa OJUH
YPOBEHB)

a

Ecnu oozonumumupyrowas moxcuynocmo (JJIT) passueaemcs na >15 Oenv yukia, neveHue
JIEHATUOOMUOOM PEKOMEHOYEMCs NPUOCIAHO8UMY, NO KpatlHell Mepe, Ha 0CMABUULIC NePpUod mexyuje2o
28-0nesnozo yukia

Heumponenus

AYH Pexomenpanmunu?

ITepBoe camxenue 1o <0,5 x 10/ [IprocTaHOBUTH JIEUEHUE JICHATUIOMHI0M

BoccranoBuioch g0 >1 x  10°/1 wu | BO30OHOBUTH JicUeHHE JICHATHIOMUIOM B
HeﬁTpOHeHI/IH — CAUHCTBCHHOC HpOHBHGHI/Ie Haqaanoﬁ 03€ OOUH pa3 B ICHbB
TOKCHUYHOCTHU

BoccranoBmiocs gm0 >0,5x10°n1  u | Bo30OHOBUTH JIeYeHUE JTEHAIHIOMHUIOM B JI03¢
HaOMIOJAI0TC  JAPyTHe, OTJIWYHBIE OT | ypOBHS -1 OJIMH pa3 B JIeHb
HEUTPONCHUH, BHUABI T'€MATOJIOTHYECKOU

JUIT

Kaxmoe MoCIeAyonee cHmkenue | [IpuocTaHOBUTH JieUeHUE JICHATHIOMHUIOM

<0,5 x 10°/n

BoccranoBuiiocs 10 > 0,5 x 10%/n B0300HOBHTH JIeUCHHE JICHAIUIOMHUIOM B J103€
CIIeYFOIIEero 00JIee HU3KOTo YPOBHS OJUH pa3 B
JICHb

a

Ha ycmompenue epaua, eciu netimponenus s81emcs eOUHCMEeHHbIM NPOSIGIEHUEM MOKCUYHOCIU
npu 000t  003e  JEHAAUOOMUOA,  MOJCHO  000a8umb K  mepanuu  SpaHyioyumapHuolil
xonouuecmumyaupyrowuii pakmop (I'-KC®) u coxpanumse 003y nenaruoomuda

Ecnu no3a nenanmuaomuaa Obliia CHUKEHA B CBsi3M ¢ reMarosiorudeckoit JIJIT, ona Moxxer ObITh
MOBBIIIICHA /IO CJenylomlei, Ooyiee BBICOKOW J03bI (BIUIOTH 10 HadadbHOW J103bI) HAa (oOHE
ynydmieHus:  (QyHKIMA ~ KocTHOoro Mmosra (orcyrctBue JIJIT B TeyeHme MHHUMYM
2 moceroBaTeNbHBIX uKiIoB: AUH >1,5 x 10%/1 u uncno TpomMbo1IuTOB >100 X 10%/n1 B Hauase
HOBOT'O ITUKJIA).

Jlemamunomuy B KoMOuHammu ¢ wMeindadaHOM HW  OPEAHU30J0HOM € IIOCHEAVIOLIEH

HOJUICP KUBAIOIIEN Tepanuel JICHATMIOMUIOM V HallMeHTOB, KOTOPLIM He nokaszaga TT CK

He nomyckaercs HauMHaTh Tepanuio JeHamuaomugaoM, ecau AYH <1,5 x 10°/71 w/wmu gmcIo
TpomGonuToB <75 x 10%/1.

Pexomenodyemas 0oza

PexoMennyemas nauanvras no3a aeHanuaoMuaa coctasigeT 10 mr 1 pa3 B 1eHb BHYTph ¢ 1 110
21 neHb MOBTOPHBIX 28-THEBHBIX ITUKIIOB (0OIIEH YHCICHHOCTHIO 0 9 IIMKIIOB), a Mendaana —
0,18 MI/Kr U mpegHu30J0HAa — 2 MI/KT BHYTpPh B 1—4 JHM MOBTOPHBIX 28-IHEBHBIX IIMKIIOB.

HaI_II/IeHTaM, KOTOPBIC 3aBCPIINIIN 9 OJIHBIX I[UKJIOB WJIKX HC MOT'YT I1OJTy4aThb KOMGI/IHI/IpOBaHHYIO
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TEPpAIINIO U3-3a HCIICPCHOCHMMOCTHU, Ha3HAYAK0T

COOTBETCTEYET 3KCNEPTHOMY OTUETY
302 2025 N 232

o1 03.02.2025

WOHOTeﬁﬂf;ffé-}lg%ﬁﬂiomgﬁf::l'%)Tl\Et':bﬁy:{:l'/i?l!f pa3

r

B JE€Hb BHYTpb C | mo 21 1eHb NOBTOPHBIX 28-IHEBHBIX LMKIOB A0 IIPOrpPECCUPOBAHUS

3200J1€BAHUS.

Towazosoe crudicenue 003bl

JlenanunomMug Mendanan [Ipennuzonon
HauganpHas mo3a 10 mr? 0,18 mMr/kr 2 MI/KT
Jlo3a ypoBHs -1 7,5 mr* 0,14 mr/kr 1 Mr/kr
Jo3a ypoBHs -2 5 wmr 0,10 mr/kr 0,5 mr/kr
Ho3a ypoBHs -3 2,5 mr He npumenumo 0,25 mr/kr
a Ecau Heﬁmponeﬂuﬂ S6/15emcst eOUHCIMBEHHbIM nposAe6ieHuem moKCuiHocmu Ha gbOHe NPUMEHEHUA

0601 0o3vl, credyem dobasums k mepanuu 1-KCD u npodomicums neuerue 1eHaruooMuoom 8 mot dice

0o3ze
4

Jlns obecneuenus ykazaHHo2o pescuma 003uposarus (2,5 me umu 7,5 me) npu nHeobxooumocmu

NpUMEHEHUs JIeHanuooMuoa ¢ 0ose 2,5 me unu 7,5 me crnedyem HazHauamy ieKapcmeentvle npenapamol
JEHATUOOMUOA OPYeUX NPOU3E00Umenell 8 1eKapcmeeHHou opme «kancyivl 2,5 me unu 7,5 mey.

Tpomboyumonenus

KosauvecTBo TpOMOOIUTOB

Pexomenganun

IlepBoe cHIKeHHE 10 <25 X 10°/1
BoccranoBmiocs 10 >25 x 10°/n

HpI/IOCTaHOBI/ITB JICYCHUC JICHAJIMJOMHUI0OM

Bo0300HOBUTE JleUeHHE JICHAIUIOMHUIAOM |
MenaaaHoOM B 103€ YPOBHS -1

Jns Kaxaoro Mmociueayrolero CHHXEHUS
<30 x 10°/n

Boccranosmmock 10 >30 x 10%/1

HpI/IOCTaHOBI/ITB JICUCHHUC JICHAJIMAOMUIOM

Bo0300HOBATL JI€UEHUE JICHAIUIOMUAIOM B
MEHBbIIIEH 03¢ (03¢ YPOBHS -2 WM -3) OJIUH pa3
B ICHb

Heumponenus

AYH

Pexomenpanmun?

IlepBoe camkenue 1o <0,5 x 10°/n?
Boccranosmwiocs mo >0,5 x 10%1 m
HeﬁTpOHeHHH — CAUHCTBCHHOC HpOHBHeHHe
TOKCHYHOCTH

HpI/IOCTaHOBI/ITB JCYCHHUC JICHAJIMJOMHUAOM

B0300HOBUTE JleUeHHE JICHATUAOMHIOM B
Ha4yaJIbHOW J103€ OAMH pa3 B JICHb

BoccranoBuinoce g0 >0,5 x 10%n u
HaOJII0AI0TCSL IpYrHe I'eMaToJIOrMYecKHe
JUIT, otninuHbIE OT HEUTPOIICHUHU

B0306HOBI/ITB JICUCHHUEC JICHAIUAOMHUIAOM B J0O3€
ypOBHS -1 O1WH pa3 B ICHb

Kaxnoe MOCEAYIOIIEee CHIDKEHHUE
<0,5 x 10%/n

Boccranosuioch 10 >0,5 x 10%/x

HpI/IOCTaHOBI/ITI) JICYCHHUC JICHAJIMJOMHAOM

Bo0300HOBHTH JieueHUE JECHATUIOMUIOM B J03€
cienyroiero 0oiee HU3KOTO YPOBHS OAMH Pa3 B
JEeHb

¢ Ha ycmompenue spaua, eciiu Heumponenust 1815emcsi eOUHCMEEHHbIM NPOSIGLeHUEM MOKCUYHOCTIU
npu 060l 003e  AEHATUOOMUOA,  MOJCHO — O0obasumv K Mepanuu  2paHyIoyumapHolil
xonouuecmumyaupyrowuii pakmop (I'-KC®) u coxparnumse 003y nenaruoomuoa
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
302 2025 N= 232

o1 03.02.2025

r

MM y nayuenmog, noayuueuiux Kax MUHUMyM 0OHy Ao mpanind =11EHOCTE 000E)

He nomyckaetcst HaunHaTh JieueHue JieHanuaomuaoM, eciiu AUH <1,0 x 10°/1 u/unm KoIn4ecTBO

TpomGonuToB <75 X 10°/m unM, B 3aBUCHMOCTH OT CTeNeHH MH(UILTPAIMM KOCTHOIO MO3ra

MJ1a3MaTHYECKUMU KIIETKaMH, KOJIMYECTBO TPOMOOITOB <30 X 10°%/71.

Pexomenoyemasn 0osa

PGKOMGHI[yeMa}I HadajJibHas J03a JICHAJIMAOMHAA COCTaBJIACT 25 mr BHYTpb OJWH pPa3 B JICHb

B 1-21 neHb NOBTOPHBIX 28-THEBHBIX LIUKJIOB.

PexoMennyemas no3a gekcameraszona coctasiseT 40 Mr oauH pa3 B neHb B 14, 9-12 u 17-20

JTHA KaXJ0T0 28-THEBHOIO 1IMKJIA B MEpBhIC 4 IUKJIA Tepanuu, a 3ateM 1o 40 Mr oauH pa3 B I€Hb

B |—4 1HU Ka)XA0ro nocaeayoero 28-1HeBHOTO IUKJIA.

Bpauy cienyer TmaTenbHO moaoUparTh 103y JIeKcaMeTa3oHa, IPUHUMAs BO BHUMAHUE COCTOSTHUE

MalMeHTa U CTaauIo 3a001€BaHus.

Towazosoe crudicenue 003bl

Hauanbnas noza 25 mMr
Ho3a ypoBHs -1 15 mr
Ho3a ypoBHs -2 10 mr
Jo3a ypoBHs -3 5 wmr

Tpomboyumonenus

KonnyectBo TpoMGonnTOB

Pexomenganun

IlepBoe crmxkenne <30 x 10%/n
Boccranosuinock >30 x 10%/n

HpI/IOCTaHOBI/ITI) JICYCHHUC JICHAJIMJOMHAOM

B0306HOBI/ITB JICUCHHUC JICHAINJOMHUAOM B J03€
ypoBHA -1

Kaxnoe nocnenyroiiee CHUKEHUE
<30 x 10°/n

BoccranoBuioch >30 x 10%/n

HpI/IOCTaHOBI/ITI) JICYCHHUC JICHAJIMJOMHAOM

B0300HOBUTE JIeUeHHE JIEHAIUJOMHUAOM B
MeHbIIeH a03€ (703a YpOBHS -2 WU -3) OJUH
pa3 B ICHb

He npuMeHATs 103BI IIpenapaTta HUXKE 5 MI B
JI€Hb

Heumponenus
AYH Pexomenganun?
[TepBoe cumxenue <0,5 X 10°/n [IprocTaHOBUTH JIeUEHHE JICHATUIOMHUI0M
BoccranoBmnoce  >0,5 X 10’1 u | Bo30OHOBUTH JICUCHHWE JICHATHIOMUIOM B

HGfITpOHeHI/IH — CAUHCTBCHHOC ITPOSBJICHUC
TOKCHUYHOCTH

Ha4yaJIbHOM J103€ OAMH pa3 B JICHb

Boccranosunocs >0,5 x 10°/1 u ecth apyrue
nposiBiiecHUss  remarosiornueckonr  JUIT,
OTJINYHBIE OT HEUTPOIIEHUH

B0306HOBUTS JieueHHE JICHATUAOMUIOM B J103€
ypOBHS -1 0IMH pa3 B I€Hb

Jns Kaxaoro mMociaeayrolero CHUKEHUS
<0,5 x 10%/n

HpI/IOCTaHOBI/ITB JCYCHHUC JICHAJIMJOMHUIAOM
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

- = N WYIE B b b i |
ot 03.02.2025 Nz 232

UCHEQUBATENRROL L& J003]
Boccranosmiocs > 0,5 x 10%/n 0300HOBUTE &{ Hite —ICHATHTIOMIIOM | B

MeHbIIel 103¢ (103a ypoBHS -1, -2 win -3) oauH
pa3 B I€Hb

He nmpuMeHsTh 10361 IpenapaTa HUKE S MI' OJIMH
pa3 B I€Hb

Ha ycmompenue spaua, eciu Heumponenust 1815emcsi eOUHCMEEHHbIM NPOSIGLeHUEM MOKCUYHOCTIU
npu 060l 003e  AEHATUOOMUOA,  MOJNCHO — Odobasumv K  Mepanuu  2paHyIoyumapHolil
xonouuecmumyaupyrowuii pakmop (I'-KC®) u coxparnumo 003y nenaruoomuoa

a

Muenooucnnacmuueckue cunopomot (M/C)

He nomyckaercs HaUMHATH TEPATHNIO JeHATHAOMUIOM, ecit AUH <0,5 x 10°/1 n/unu konu4ecTsBo
TpomGonuToB <25 x 10%/11.

Pexomenoyemasn 0osa

Pekomenayemass HauanpHas J03a JeHanuAoMuaa coctapiser 10 Mr BHYTph OJIMH pa3 B JIeHb

¢ 1 mo 21 neHb NOBTOPHBIX 28-THEBHBIX IIUKIIOB.

Towazcosoe cuudcenue 003wl

HavannHas nosa 10 Mr omun pa3 B AeHb ¢ 1 mo 21 pgeHs
Kaxaple 28 mueit

Ho3a ypoBHs -1 5,0 mr onuH pa3 B JeHb ¢ |1 mo 28 naeHm
Kaxaple 28 mueil

Ho3a ypoBHs -2 2,5 mr* omun paz B gmeHb ¢ 1 mo 28 news
Kaxaple 28 mueil

Jo3a ypoBHs -3 25 mr* uepes memb ¢ 1 mo 28 geHs
Kaxaele 28 qHen

Jlns obecneuenuss yka3auHo20 pedcuma 003uposanus (2,5 me) npu HeoodxooumMocmu npuUMeHeHus
JEHAAUOOMUOA 8 003e 2,5 Me cledyem HA3HAYAMmb JIeKapCmeeHHble NPenapamol J1eHaAIUooMuoa opyaux
npou3600umeell 8 1eKAPCMEeHHOU hopme «Kancyivi 2,5 mey.

#

Tpomboyumonenus
KouunyecTBO TPOMOOUMTOB Pexomenganun
Cammwiock 10 <25 x 10°/n [IprocTaHOBUTH JIeUEHHE JICHATHIOMHUI0M
BoccTanosuiocs o Bo300HOBUTE JIeUeHWE JICHAJIUIOMUIOM B
>25 x 10%/1 — <50 x 10°/1 MuHUMYM MeHblIel 03¢e (103a ypoBHS -1, -2 unu -3).

JBaXIbl 3a Tepuoi =>7 AHEH WU Korja
YHUCIIO TPOMOOITMTOB BOCCTAHABIUBACTCS

10 >50 x 10°/n

B J1000# TPOMEKYTOK BPEMEHH

Heumponenus
AYH Pexomenganun
Cuuzuiock 10 <0,5 x 10%/x [IpuocTaHoBUTH J€UeHHE JTEHATUIOMHUIOM
Boccranosmiocs 10 >0,5 x 10%/n Bo300HOBUTE JlIeUeHWE JICHAJIUIOMUIOM B

MeEHbIIEN 03€ (103a ypoBHS -1, -2 nnu -3)
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.02.2025 N= 232

(NOCNEQCBATENEHOCTE 0008)

r

Ipexpawenue npuema nenanudomuoa

JledeHue JICHATUIOMUIOM CIIEyeT MPEPBATh Y TeX MAIMEHTOB, Y KOTOPBIX B T€UEHUE 4 MECSIIEB
MoCJie Havalia Tepariy OTCYTCTBYET XOTs Obl HE3HAUUTEIbHAS SPUTPOHIHAS PEAKIIHS, Y KOTOPBIX
oTMeuaercs, 1o MeHbue mepe, 50 % cHukeHue NoTpeGHOCTH B reMoTpaHCcy3usiX, WU, IpU
OTCYTCTBHH reMOTpaHcy3uid, HaOII0JaeTCsl YBEIMUCHUE reMoriioonHa Ha 1 /1.

Jumgpoma uz knemox manmuiinou 3onvt (MKJI)

Pexomenoyemas 0oza

Pekomenayemass HauanpHas 7032 JEHATUIOMHUJA COCTABIseT 25 MI BHYTPh OJIMH pa3 B JI€Hb
¢ 1 mo 21 neHb MOBTOPHBIX 28-THEBHBIX IIUKJIOB.

Towazcosoe cuudcenue 003wl

HavannHas nosa 25 Mr oauH pa3 B JeHb ¢ 1 mo 21 geHb
Kaxkaple 28 nHen

Ho3a ypoBHs -1 20 mMr oaumH pa3 B neHb ¢ 1 mo 21 neHb
Kaxkaple 28 nHen

Ho3a ypoBHs -2 I5 mMr ommn pa3 B neHb ¢ 1 mo 21 n1eHb
Kaxkaple 28 nHen

Jo3a ypoBHs -3 10 Mr omua pa3 B geHb ¢ 1 mo 21 pens
Kaxaele 28 nuen

Ho3a ypoBHs -4 S5 Mr omuH pa3 B JeHb ¢ 1 mo 21 peHs
Kaxaele 28 nuen

Jo3a ypoBHs -5 2,5 mr* omun pa3 B genb ¢ 1 mo 21 pgewns
Kaxaele 28 nuen

5 mr uepes zieHb ¢ 1 mo 21 nenpb kaxabie 28 gHel
Jlnsa obecneyenust yKazamno2o pexcuma 003uposanus (2,5 mz) npu Heobxooumocmu npuMeHeHUs.
JEHAAUOOMUOA 8 003e 2,5 Me cledyem HA3HAYAMb JIeKapCmeeHHble Npenapamol J1eHAIUooMuoa opyeux
npouzgooumeneii 8 1eKapCmeeHHOU hopme «Kancyivt 2,5 mey.

#

Tpomboyumonenus
KoanuectBo TpoMOOIINTOB Pexomenganun
Cummiock 10 <50 x 10%/n [IpuocTaHOBUTH  JI€UEHHE JICHATUAOMHIOM U
KOHTPOJIMPOBATH KOJIMYECTBO BCEX KIETOK KPOBH HE
pexe 1 pa3a B 7 nHeit
BoccranoBuiaoch 10 >60 x 10/ Bo0300HOBUTE JIeUueHNE JIEHATUIOMHUIOM B MEHBIIIEA

no3e (1o3a ypoBHs -1)

Kaxnoe mocnemyromee  cHmwkeHHe | [I[pHOCTaHOBUTH  JieueHHE JICHAIMAOMHIOM U
<50 x 10°/n KOHTPOJIMPOBATh KOJMYECTBO BCEX KIETOK KPOBH HE
pexe 1 pa3za B 7 nHei

Boccranosunock 10 >60 x 10%/1 B0300HOBUTSH JieueHUE ICHATUIOMHIIOM B MEHbIIIEH
no3e (1o3a ypoBHs -2, -3, -4 unu -5)
He mpuMeHaATh 10351 Ipenapara HUXKE YPOBHA -5
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Pexomenpanuu

Cumsmwiock 10 <1 x 10°/1 mo MeHbIei
Mepe B TeUeHUE 7 THEH

unu
Cumsmiochk 10 <1 x 10%/1 B coueranuu
c JIMXOpaIKOn (Temmeparypa
tena >38,5 °C)

unu

Cumsmnocs 10 <0,5 x 10%/1

HpI/IOCTaHOBI/ITB JICUCHUC JICHAJINIOMUAOM n
KOHTPOJIMPOBATH KOJMUYECTBO BCEX KIIETOK KPOBH HE
pexe 1 pa3a B 7 nHeit

Boccranosmmocs 10 > 1 x 10%/1n

BO306HOBI/ITB JICUCHUEC JICHAJINAOMUI0OM B MEHBIIEH
no3e (mo3a ypoBHs -1)

Kaxmoe  mocienymoiiee  CHIKECHHUE
<1 x 10°/1 mo MeHbIIEil Mepe B TeUeHHE
7 nHen

unu

Crmxenne <1 x 10°/1 B coueraHuu c
JTUXOPaATKON (Temmneparypa Tena
>38,5°C)

unu

Cumxenue 10 <0,5 x 10°/n

HpI/IOCTaHOBI/ITB JICUCHHUC JICHAJIMIOMUIOM

BoccranoBuioch 10 > 1 x 10%/n

B0300HOBUTE JIeYeHE JIEHATUIOMHUIOM B MEHbBIIIEH
no3e (1o03a ypoBHs -2, -3, -4 unu -5).
He npumenars 10361 npenapaTta HAXKE YPOBHSA -5

Donnuxynapuas aumgpoma (OJI) unu numgpoma uz knemox mapeunaivnoii 30ust (JIM3)

He nonyckaeTcsi HaunHaTh JieueHue JeHanugomuaom, eciim AHH <1,0 x 10%/71 /Wi KOTMYECTBO

TpomGonuToB <50 X 10°/1, eciu TONbKO 9TO HE BBI3BAHO MH(UIbTPALUEH KOCTHOrO MO3Ta HpH

aumpome.

Pexomenoyemasn 0osa

Pexomenayemast HadanbHas /1032 JICHATUIOMHUAA cocTapiisieT 20 M BHYTPh OJIMH pa3 B JCHb B

1-21 neHp TOBTOPHBIX 28-THEBHBIX IUKIOB (OOIIEW YHCICHHOCTBIO 10 12 IUKIIOB).

PexoMeHyeMas HayaabHAs 1033 PUTYKcHMMaba cOCTaBIseT 375 MI/M? IJIOIAAM MOBEPXHOCTH

TeJIa BHYTPUBEHHO (B/B) Kaxkayto Hepemto B 1 nukie (1, 8, 15 u 22 quu) u B 1 nenp kaxaoro 28-

JHEBHOT'O TUKJIA I 2—5 ITUKJIOB.

Towazosoe crudicenue 003bl

Hauanbpnas nosa 20 mMr oavH pa3 B AeHb ¢ | 1o 21 neHp kaxasle 28 nHeil
Ho3a ypoBHs -1 15 mr oguH pa3 B AeHb ¢ 1 o 21 neHp kaxapie 28 qHen
Ho3a ypoBHs -2 10 mMr oguH pa3 B AeHb ¢ 1 mo 21 neHp kaxapie 28 qHen
Jo3a ypoBHs -3 5 Mr ouH pa3 B ieHb ¢ 1 o 21 nenp kaxabie 28 gHei

Jlis KOppeKIMH [103bl B pe3ysibTaTe TOKCMYHOCTH C PUTYKCHUMaOOM cJeayeT OOpaTUThCs K

COOTBGTCTBYIOHIGﬁ HHCTPYKIHHU 110 MCIUITUHCKOMY NPUMCHCHHIO JICKAPCTBCHHOI'O IIpCriapara.
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Tpomboyumonenust
KoanuectBo TpoMOOIINTOB Pexomenganun
Cummiock 10 <50 x 10%/n [IpuocTaHOBUTH JIeYEHUE JICHATUAOMHUIIOM U

KOHTPOJINPOBATH KOJMYECTBO BCEX KIIETOK KPOBU HE
pexe 1 pa3za B 7 gHeit

B0300HOBUTE JIEYEHYE JIEHATNIOMHUIOM B MEHBIIIEH
no3e (03a ypoBHs -1)

BoccranoBuiaoch 10 >50 x 10/

Kaxnoe mocnenyromiee cHmxkeHue <50 X
10°/n

[IprocTaHOBUTH  JIEYEHHE JICHATUIOMUAOM U
KOHTPOJIMPOBATH KOJIMYECTBO BCEX KIETOK KPOBU HE
pexe 1 pa3za B 7 nHeit

B0300HOBHTS JIeueHHUE JIEHATUJOMUIOM B MEHBIIIECH
no3e (mosza ypoBHs -2, -3). He mpumeHSATH 03B
npernapara HUXKe ypoBHs -3

Boccranosmiock 10 >50 x 10%/1

Heumponenus

AYH

Camsunock 10 <1 x 10°/1 mo MmeHbuieit
Mepe B TeUeHUE 7 THEH

unu

Cumsmiock 10 <1 x 10%/1 B coyeranuu ¢
IMXopajakol (temneparypa tena > 38,5 °C)
unu

Cumsmnocs 10 <0,5 x 10%/1

Pexomennanun?

[IpyocTaHOBUTH JIEYEHHE JICHATUAOMUIOM U
KOHTPOJIMPOBATh KOJUYECTBO BCEX KIETOK KPOBU
He pexe 1 pa3a B 7 nHel

Bo0300HOBUATE  JIeUeHHE  JIEHATIMIOMUIOM
MEHbIIeH 103¢e (1032 ypoBHS -1)

Boccranosmmock 10 >1 x 10%/1 B

Kaxnoe MOCJIEyIoNIEee cHmkeHue | [ [pyoctaHOBUTh  JieYeHUE JICHAIMIOMUIOM U
<1 x 10%/1 mo MeHbIneil Mepe B TeueHne 7 | KOHTPOIMPOBATh KOJUYECTBO BCEX KJIETOK KPOBH
JHEU He pexe 1 pa3a B 7 nHei

unu

Cumxkenne <l x 10°/1 B coueranum c
nuxopaakon (Temrmepartypa tema > 38,5 °C)
unu

Camxenne 10 <0,5 x 10%/x1

Bo306HOBUTHE  JiedeHWE  JICHATHIOMHIOM B
MEHbIIIeH 103€ (1032 ypoBHS -2, -3). He mpumMeHATh
JI03bI MperapaTa Huxe YpoBHs -3

Ha ycmompenue epaua, eciu netimponenus s61emcs eOUHCMEeHHbIM NPOSIGIEHUEM MOKCUYHOCIU
npu 1000t 003e nenanudomuda, ciedyem oooasums I -KCD

Boccranosmmock 10 >1 x 10%/1

a

Jumepoma uz kremox manmuiinou 3ouvt (MKJI), onnukynapunaa numgpoma (@JI) unu
aumgpoma u3 Kiemox map2unaivhoi 30uut (JIM3)

Cunopom nuzuca onyxonu (TLS)

Bce nanueHnTsI 10KHBI TOTy4aTh poduiakTudeckoe gedenue TLS (ammonypunon, pacoyprkasa
WM aHAJIOTU B COOTBETCTBUU C PEKOMEHIAITUSAMH METUIITHCKOTO YUPEXKACHUS ) K 00€3BOKUBAHHS
(mepopaibHO) B TeUEHHUE MEPBOIl HENENM MEPBOro LHUKIA WIK B TeueHue Oosiee IIUTEIHHOIO

Mepuoia, €Clid 3TO KIMHUYECKH moka3zaHo. [[ns monutopmara TLS HeoOXommmo MpoOBOIWTH
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pa3BEepHYTHIH OMOXMMHUYECKUN aHAIN3 KPOBH, H%Haqaéﬂgf';-gg(&iféﬁéiﬂlﬁg el ;i'éigiéoro

IMKJIA U B COOTBETCTBUU C KIIMHUYECKUMH MTOKA3aHUSIMHU.
[Ipuem neHanuaOMHAAa MOXKHO MPOAOJKATH (C MOIJAEPKAHMEM JO03bl) Y TMALHUEHTOB C
nabopatopubiM TLS nnu knmuanyeckum TLS 1 cTenenu, uiau Ha yCMOTPEHHE Bpada CHU3UTD 7103y
Ha OJINH YPOBEHb U MPOJIOJDKUTH MpUeM JeHanuaoMuaa. Heo0xoaumo obecneunTh HHTEHCHBHYIO
BHYTPUBEHHYIO THApATallMI0 U COOTBETCTBYIOIIEE JICUEHHE B COOTBETCTBUU C MECTHBIMU
CTaHJapTaMH OKa3aHUs MEIUIIMHCKOM TIOMOINM JI0 KOPPEKIMU HapylieHus OayaHca
INEKTPONUTOB. JIIs1 CHUXKEHHS YpOBHS TUIEPYPUKEMHUH MOXET MOTpeOOoBaThCs Tepamnus
pacOypukazoil. ['ocniutanu3zanus nanueHTa OyJeT OCyIeCTBIAThCS MO PEHICHUIO Bpaya.

VY mnamuentoB ¢ kimHH4eckuM TLS 2—4 crenmenn HeoOXOAMMO MPUOCTAaHOBHUTH IPUEM
JCHATMOMHU/IA ¥ TIPOBOIUTE Pa3BEPHYTHI OMOXUMHYECKHIA aHATN3 KPOBH €KEHEACTHHO HITH TI0
KIMHUYECKUM  ToKa3zaHusM. Heobxomumo obecrednTh WHTEHCHUBHYIO  BHYTPHUBEHHYIO
TUAPATALMIO U COOTBETCTBYIOLIEE JICUEHUE B COOTBETCTBUMU C MECTHBIMU CTaHAAPTAMH OKa3aHMS
MEAWIIMHCKOW TIOMOIIM JO KOPPEeKIHMH HapylleHus OaiaHca SIeKTpoiauToB. Tepamus
pacOypuKa3oit ¥ rocnuTanu3anus OyayT OCYIIECTBISATHCS MO PElIeHUI0 Bpada. [Ipu yMeHbIIeHuN
crenenu TLS mo 0 mo pemmeHuto Bpaya BO30OHOBIISIOT IPUEM JICHATHIOMHUIA B J103€ CIICTYIONIETO
OoJiee HU3KOTO ypOBHSA (cM. pazaen «OcoObie yKa3zaHus»).

Cunopom «onyxonesou 6CHbLUKUY (CUHOPOM MPAH3UMOPHO20 YcyeYOnenus KIUHUYECKUX
nposenenuti onyxoau, TFR)

V namuentoB ¢ TFR 1 wim 2 cTeneHu penieHre O MpepbIBaHUU JICUEHUS JICHATUAOMUIOM WITU
YMEHBILIEHUS €ro J03bl OCTaeTCsl Ha ycMoTpeHue Bpaya. [lo ycMoTpeHuio Bpadya MOXKET ObITh
Ha3HaueHa Tepanus HECTEPOUIHBIMU IPOTHBOBOCHANUTENbHBIMU mpenapatamu (HIIBII),
OTpaHWYEHHAsT MO0  MPOJOJDKUTEILHOCTH  Tepamusi  TIIOKOKOPTHKOCTEPOUIAMH  H/WIIN
HApKOTUYECKMMHU aHajmbreTukamu. Y mnanueHtoB ¢ TFR 3 winm 4 cremeHu Tepamnuio
JICHAJIUIOMUJIOM CJIEAYET MPUOCTAaHOBUTH U HauaTh Tepanuio HIIBII, rimokokopTukocTteponaamu
W/WIM HapKoTHYeCKUMHU aHanbretTukamu. Korna seipakenHocth TFR cHu3mutest o <1 cremnenu,
BO300HOBJISIOT JICYCHUE JICHATHIOMHUIOM B JI03€ TOTO K€ YPOBHS B TEUCHHUE OCTABIICHCS 4acTH
nukia. Cumnromarndeckast tepanusa TFR mpoBoauTcs corinacHO peKOMEHIAIUSIM 0 JICYEHUIO
TFR 1 u 2 creniern (cM. pazaen «OcoObie yKa3aHUsD» ).

Bce nokazanun

[Ipu pa3BuTHUM y MalieHTa IPYTUX BUJIOB TOKCUYHOCTH 3 U 4 CTENIEHU TSHKECTH, CBSI3b KOTOPBIX C
NPUMEHEHUEM JICHAIWJOMHUAA HENb3sl MCKIIOYNTH, JIEYEHUE JICHATUJAOMHUIIOM CIEAYyeT
NpUOCTaHOBUTH. [lo pernieHuio Bpada JiedeHHE JICHATUAOMUIOM MOXET ObITh BO3OOHOBIIEHO B
03€ Clenyromero, 0ojee HHU3KOTO YPOBHS, MPH CHUKCHHH BBIPAKCHHOCTH TOKCHUYHOCTH

10 <2 CTEIEHHU.
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ClIy4ae pa3BUTHUS KOKHOMU ChINHK 2 UK 3 cTeneHu. JIeueHre JIeHamTuJOMUI0M CIIETyEeT PEKPATUTh
IpH  AaHTHOHEBPOTUYECKOM  OTEKe, AaHA(PWIAKTHUYECKOW peakluu, Ccbimu 4  CTeleHH,
9KC(OJIMATUBHOM WUITU OYJUIE3HOM CHITH, WM TP MOI03peHnH Ha cuHApoM CtuBeHca-/[xoHcoHa
(SJS) mmu Tokcuueckuit smuaepManbHbii Hekposn3 (TEN), miam jnexkapcTBEHHYHO KOXKHYIO
peaKInIo, COMPOBOXKIAIONTYIOCS d03uHOGUINeH 1 cucteMHbIME TiposiBneHusMu (DRESS) u He
BO300HOBJIATH IMOCIIE MTPEKPAIICHUS ITHX PEaAKIIHA.

Ocoobie zpynnol nayuenmos

Jlemu u noopocmku

JlenHanuooMu HE pEKOMEHAYETCs A NpPUMEHEHUs y JAeTell B Bo3pacte g0 18 zer mo
coo0paxeHusIM 0€30MTaCHOCTH.

Hoowcunvie nayuenmol

PesynbpTarel uccnenoBaHuss (apMaKOKMHETUKH JICHATUIOMUIA Y TOXKWIBIX MallMeHTOB
npeacrasiieHbl B pasaene «DapmakokuHeTnkay. Jlenanuaomua Ha3Hayanu nauueHram ¢ MM B
Bo3pacte 10 91 rona, manuentam ¢ MJIC — go 95 ner, a mauuentam ¢ MKJI — no 88 mner.
[TockonpKy y MOXHWIBIX MalMEHTOB BEPOSTHOCTh HApyUICHHs (YHKIUH MOYEK BBIIIE, J03Y
npernapara Hy»KHO MOJIOMpaTh OY€Hb OCTOPO’KHO, TMPU 3TOM BO BpeMsl JICUECHUSI PEKOMEHYeTCs
MOHHTOPHPOBATH (PYHKIIUIO MTOYECK.

Bnepsvie duacnocmuposannas MHOMCECMBEHHAS MUELOMA. NAYUEHNbL, KOMOPLIM He NOKA3AHA
MPAHCNAAHMAaYUsl

[Tepen HaznaueHueM jedenus nanuentam ¢ BJIMM B Bo3pacte 75 net u crapiie HeoOX0auMO
MPOBECTH THIATENIbHOE 00cnenoBanue (cM. pasznen «OcoObie yka3zaHus»). JlJs malueHToB crapiie
75 7ner, MONMyYaroIMX JICHATUAOMHUJ B KOMOHMHAIIMM C JI€KCAMETAa30HOM, HayalbHas J103a
JiekcaMeTa3oHa cocrapisier 20 Mr oJiMH pa3 B JIeHb B 1, 8, 15 u 22 nHM Kaxaoro 28-aHEBHOTO
LUKJIA JICYCHMUS.

W3meHeHne n03bl HE PEKOMEHAYETCS Ui NALUEHTOB CTapiie 75 JIeT, KOTOpbIE NPUHUMAIOT
JICHATUOMHU/] B COYCTAHUH C MeN(palaHOM U IPETHU30TIOHOM.

VYV nanuentoB ¢ BJIMM B Bo3pacte 75 JeT U crapiiie, NOJy4YaBIINX JICHATUIOMU, CEPbE3HbIE
HexenarenbHble JiekapcTBeHHbIe peaknuu (HJIP) u HJIP, koTopeie mpuBenu K MpeKparieHuIo
JICYCHUSI, OTMEUYAIHUCH Yallle.

KomOuHupoBaHHas Tepamusi JICHAIMJOMUIOM XyK€ NepeHocwiack mnanueHtamu c¢ BJIMM
crapiie 75 JIeT Mo CpaBHEHUIO C MOJIOJBIMU ManueHTamMu. [lanmenTs! Oonee crapiiero Bo3pacra
yarie npekpamaiy mpyueM Ipenapara u3-3a MHAUBUAyalbHOW HenepeHocumoctu (HJIP 3 wnm

4 crenenu u cepbe3nbie HJIP), yem nanueHTs B Bo3pacte 10 75 jer.
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[Ipouentr mnammentoB ¢ MM B Bo3pactre 65 ner u  crapiie, MOJIy4YaBLIMX
JICHAIUIOMHU/IEKcaMeTa30H MM IuIanedo/mexcamera3oH, Obll comocTaBuM. He oTMeueHo
paznmuuuii B 93GEKTUBHOCTH U O€30MaCHOCTH JICHAIMIOMHU/IA B 3aBUCUMOCTH OT BO3pAacTa, XOTs
HEJb35 UCKIIIOUUTH OOJIBIIYI0 UyBCTBUTEIBHOCTH K MpenapaTy MalueHTOB cTapiieil BO3pacTHON
TPYIIIIBI.

Muenooucnracmuyeckue cuHOpoMbl

Cpenu manmerTos ¢ MJIC, mpuHUMAaBIIKMX JIEHATUAOMH/I, HE OTMEUEHO pa3aInduii B 0€30MacHOCTH
1 3G ()EKTUBHOCTH y MAIIMEHTOB B BO3pacTe 65 JIeT U cTapliie U MalueHTOB Myaie 65 JeT.
Jlumghoma u3 Kiemox MaHmMuHoU 30Hbl

VY narmuentoB ¢ MKJI, npuHUMAaBIINX JICHATUIOMU, HE OTMEUCHO PAa3JIMUuil B OE30MAaCHOCTH U
3(PEKTUBHOCTH y TTAITMEHTOB B BO3pacTe 65 JIET U cTapIle U MaiueHTOB Miaiie 65 Jer.
DonnukynapHas aumpoma unu aumpoma uz Kiemox MapuHaiIbHOL 30Hbl

VY nauuentoB ¢ ®JI unu JIM3, npuHUMaBIIMX JICHATUAOMH B KOMOWHAIIMK C PUTYKCHMaOOM,
obmas yactora HJIP oxnHakoBa /Ui manyMeHTOB B Bo3pacTe 65 JieT U craplie Mo CpaBHEHHIO C
nandeHtaMu Miaame 65 jer. He ormeueHo paznuuuii B 3(G(EKTUBHOCTH MEXKIY IBYMS
BO3PACTHBIMU I'PyIIIaMHU [TALIUEHTOB.

Tayuenmui ¢ Hapywenuamu d)VHKuuu nouex

JleHanmuaoMu BBIJENACTCS, TJIaBHBIM 00pa3oM, moukamu. [lo Mepe HapacTaHusl CTEICHH
HapyLICHUs] TOYEeYHOU (PYHKIIMHM CHUXKAeTCs TOJEPAaHTHOCTh K Tepamuu (cM. pasaen «Ocobble
yKazaHus»). PekoMeHayeTcst ¢ OCTOPOKHOCTBIO MOAOUpaTh 403y MpenapaTta U MOHUTOPUPOBATH
¢byakmuio modek. Jns mamwentoB ¢ MM, MJIC, MKIJI, ®JI unu JIM3 u mnoueqyHoi
HEJOCTATOYHOCTBIO JIETKOW CTETICHH TSHKECTH He TPpeOyeTcss N3BMEHEHUS JI03bI JICHATHIOMU/IA.
PekomenayroTcs ciieqyronme M3MEHEHUsT peKUMa JO3UPOBaHUsS B Ha4yalle TEpaluu U B XOJE €€
B 3aBHCHUMOCTH OT CTETECHU TSKECTU HapylIeHHs] (PYHKIHMH MOoYeK (Ui MalUeHTOB C MOYEYHON
HEJOCTAaTOYHOCTHIO CpeHEH U TsKenou crenenu TshkectH, a Takxke TCITH). UccnenoBanus dass
I mpu TCITH (KK <30 ma/muH, TpeOyeT NpoBeAeHUs AUaIN3a) He IPOBOANIHCE.

Mnuooxcecmeennas muenoma

Cocrosinne pynknun novek (KK) HN3menenue 10361
(c 1 mo 21 neHp BO BpeMst MOBTOPHBIX
28-THEBHBIX ITUKJIOB)

Iloueunas Hnedocmamounocmv cpedneti | 10 Mr ouH pa3 B JIeHb ™
cmenenuy msarcecmu
(30 mn/mun< KK <50 mur/mun)

Tloueunas HedocmamouHocmos msdHcenrou 7,5 Mr” oauH pa3 B 1eHb
cmeneHu msocecmu nmu 15 mr uepes neHp
(KK <30 mn/muH, HE TpeOyeTcs quaus)
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TepMuHabHAsA CTAIUS TOYEUHOU 5| mr ozmﬁ“nas |1|3: é‘iﬁf‘ Jﬂle:l'{_'ﬁ HI/IaJTI/II"I%ﬁ'I'[O3V
Henocrarounoctu (TCITH) npernapara Hy>KHO IPUHUMATh MOCJIE€ OKOHYAHUS
(KK <30 ma/muH, TpebyeTcs quanmn3) ceaHca Juainsa

* Jloza npenapama modicem Ovims nogviuiena 00 15 me ooun paz 8 denv nocie 2 Yukio8 mepanuu

npu OMCYmcmeuy omeema Ha mepanuio, Ho Xopoutel ee NepeHoCUMOCmu

# Jlns obecneuenuss ykazauHo2o pescuma 003uposanus (7,5 me) npu Heooxooumocmu npumMeHeHus
JAEHAAUOOMUOA 8 003e 7,5 Me cledyem HA3HA4amb JIeKapCmeeHHble Npenapamol J1eHaAIuoomMuoa opyaux
npousgooumernell 8 1eKapcmeeHHoU opme «Kancyvt 7,5 me»

Muenooucnaacmuyeckue cuHOpoMbl

Cocrosinne pynknun novek (KK) N3Menenue n103bl

TToueunas HEJOCTaTOYHOCTh | HavanbHasg noza | SmMr  oaMH  pa3 B JECHb
cpenHen CTETIECHU TKECTH (c 1 mo 21 nmeHp BO Bpems
(30 mur/mua< KK <50 mir/mMuH) MOBTOPHBIX 28-AHEBHBIX LIUKJIOB)

Jlo3a ypoBHsa -1* | 25mr* omum  pas B JeHb
(c 1 mo 28 neHp BO Bpems
MMOBTOPHBIX 28-THEBHBIX ITUKJIOB)

Jlo3a ypoHs -2* | 2,5 mr gepes NeHb
(c 1 mo 28 neHp BO Bpems
MMOBTOPHBIX 28-THEBHBIX ITUKJIOB)

[Toueunas HEN0CTaTOuHOCTh | Hauanbnas mo3a | 2,5mr*  omue  pa3 B J€Hb
TSHKEJION CTETICHU TKECTH (c 1 mo 21 nmeHp BO Bpems
(KK <30 wmu/mun, He Tpebdyercs ITOBTOPHBIX 28-THEBHBIX LIUKJIOB)
Jan3) Jlo3a ypoBHs -1* | 2,5 mr gepes NeHb

(c 1 mo 28 nenp BO Bpems
MMOBTOPHBIX 28-THEBHBIX ITUKJIOB)

Jlo3a ypoBHsa -2* | 2,5 mr* n1Ba paza B HemEmo
(c 1 mo 28 nenp BO Bpems
MMOBTOPHBIX 28-THEBHBIX ITUKJIOB)

TepMmunanbHas cramus nodeynol | HauanbHas nosa | 2,5mMr?  omuH  pas B J€Hb

HEJI0OCTAaTOYHOCTH (TCITH) (c 1 mo 21 penr BO BpeMms
(KK <30 mn/muH, TpeOyeTcs quanu3) MOBTOPHBIX 28-AHEBHBIX LIUKIIOB)
Jlo3a ypoBHs -1* | 2,5 mr# uepes JIeHb
B newp amanuza po3y npenapara (c 1 mo 28 neH» BO Bpems
HY)KHO TIPUHUMATB ITOCIIC OKOHYAHHSI TIOBTOPHBIX 28-/HEBHBIX LMKJIOB)

Cc€aHCa auajir3a.

Jlo3a ypoBHs -2* | 2,5Mr" gBa paza B HeJeNio
(c 1 mo 28 neHp BO Bpems
MMOBTOPHBIX 28-THEBHBIX ITUKJIOB)

* Bosmoocnocmu  usmenenuss 003vl 8 X00e JneueHus Uiu e20 B0300HOGIEHUs. NPU PA36UMUU
HelumponeHuy, mpomooyumonenuy ui Opyeux 6uooe moxcuunocmu 3 u 4 cmenenu msgicecmu, c6sa3b
KOMOPUIX ¢ NPUMEHEHUEM JIeHATUOOMUOA HENb3ST UCKTIOUUMb, NPe0CTNABIeHbl 8blile

# Jlnsa obecneyenust yKazamno2o pexcuma 003uposanus (2,5 mz) npu Heobxooumocmu npumMeHeHUs.
JAeHanuooMuoa 8 0oze 2,5 me credyem HA3HAUAMb JEKAPCMEEHHble NPEenapamol JeHAIUOOMUOA OPYeUx
npouzgooumeneii 8 1eKapCmeeHHOU hopme «Kancyivt 2,5 mey.
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(NMOCNEQCBATENEHOCTE 0002

Jlumehoma u3z Knemox MaHMuIiHOU 30HbL

Cocrosinne pynkuun nouek (KK) HN3MeHeHue 10361
(c 1 mo 21 nenp BO BpeMsi MIOBTOPHBIX
28-JTHEBHBIX ITUKJIOB)

[Toueunass HEIOCTaTOYHOCTH CpenHel cternieHu | 10 Mr oauH pa3 B IeHB*
TsoxecTH (30 vur/muHS KK <50 Ma/mMuH)
[ToyeyHast HEZOCTATOYHOCTh TSKEJIOH CTEeTeH | 7,5 Mr oauH pa3 B JeHb WK 15 Mr 4yepe3 1eHb
TSKECTH

(KK <30 mi/mMuH, HE TpeOyeTcst Tuain3)
TepMuHanbHas cTagus MOYEYHOU | 5 MI oAMH pa3 B JIeHb. B AeHb auanuza o3y
HenocratouHoctH (TCITH) mpenapara  HYKHO — IIPUHHMATh  IIOCJIE
(KK <30 mu/mMuH, TpeOyeTcs 1uanus) OKOHYAHMS CeaHca Jran3a.

* Jloza mooicem 6vimob nogviutena 00 15 me 00un paz 6 denv nocie 2 Yukioe mepanuu, eciu NAYUeHm
He omeeyaem Ha jeyenue, Ho He OeMOHCIMPUPYem NPUHAK08 HenepeHOoCUMOCmu

# Jlnsa obecneuenust ykazamno2o pescuma 0o3uposarnus (7,5 me) npu Heobxooumocmu npumeHeHust
JAeHanuoomuoa 8 0oze 7,5 me credyem HA3HAUAMb JEKAPCMEEHHble NPEenapamol JeHAIUOOMUOA OPYeUux
npousgooumernell 8 1eKapcmeeHHoOU opme «Kancyvt 7,5 mey

DonnuKynapHas aumpoma unu aumpoma uz Kiemox MapuHaiIbHOL 30Hbl

Cocrosinne pynknun novek (KK) HN3menenue 10361

(c 1 mo 21 neHp BO BpeMst MOBTOPHBIX
28-THEBHBIX ITUKJIOB)

12

[Toueynass HeIOCTaTOYHOCTH cpeaHel crenenu | 10 Mr oguH pa3 B I€Hb
TSKECTH
(30 mn/mun< KK <60 mur/muH)

[ToueyHass HEAOCTATOYHOCTD TSIKEIOW CTEIEHH | S MT OJIMH pa3 B JICHb

TSDKECTH
(KK <30 min/mMuH, HEe TpeOyeTcst Tuanu3)

TepMunanbHas cTagus MOYEYHOU | 5 MI oAuH pa3 B Ae€Hb. B aeHb auanuza go3y
HepocratouHoctu (TCITH) mpernapara  HYKHO  NPUHUMATh  IOCJE
(KK <30 mu/mMuH, TpeOyeTcs 1uanus) OKOHYAHUS CeaHca JUaJIn3a.

! Jloza mooxcem 6vimb nosviena 00 15 me ooun paz 6 Oenv nocie 2 Yukio8 mepanuu, eciu y

nauueﬂma He HaO.I100AN0CH NPUSHAKOS HENEPEHOCUMOCU

Jlna nayuenmos, noayyarowux Havaivkyro 003y 10 me, 6 ciyuae cHudcenus 003bl Oisl JleYeHUs
Helimponesuy Uiy mpomoOoyumoneHuy un Opy2ux U008 mokcuuHocmu 3 uiu 4 cmenenu msadxicecmu,
COUMEHHOU  CBA3AHHOU € JCHATUOOMUOOM, He  NpumeHsams  003bl  npenapama  Hudice
5 me uepe3 Oenb uau 2,5 me 00Ul pasz 6 0eHb

[locne Hauvana JiedyeHWs JICHATUAOMMIOM IOCIENYIONIEE H3MEHEHUE J03bl y NAlHEHTOB C
HapyHIeHussMA (DYHKIIUU TOYEK JOJHKHO O0a3MpoBaThCs HA MHIWBUIYATLHOW MEPEHOCUMOCTH
JICYCHU S, KaK YKa3bIBaJIOCh paHee.

Hayuenmul ¢ napywenusmu d)yﬂkuuu nevyerHu

DapMaKOKMHETUKY JICHAIUIOMH/Ia HE U3YYalld Y MAalMEeHTOB C HApyIICHHOHN (QyHKIUEH MeYeHu,
MO3TOMY HE TMPEACTABISAETCS BO3MOXXHBIM IMPEACTaBUTh PEKOMEHJAIMU OTHOCHUTEIBHO
M3MEHEHUS JI03bl y ATOW KaTerOpuH MAIlMEeHTOB.

Cnocoo npumenenus

BuyTpb.

Kancysel npenapata Mynmunuaa® Henb3s OTKPBIBaTh, PasjiaMbIBaTh MM Pa3KeBbIBATh, UX
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IMMUIIA, IpOorjIaTbiBas NCJIMKOM U 3allBasd BOHOﬁ.

ITodouHOE nelcTBHE
0630p npoghuns bezonachocmu

Bnepesvie duacnocmuposannas MHONCECMBEHHAS MUCIOMA. NAYUEHMbL, KOMOPbIM _NOKA3AHA

mpancniarmauus, noAVHASUIUE _ JICHATUOOMUO 8 KOM6uHauuu C 60Dm€30Mu60M u

oexcamemaszoHom

B aByx knuHMueckux uccienoBanusx cepbesnsie HJIP, koTopsie Habmoganuce vame (=5 %) npu
npreMe JICHATUIOMIIa B KOMOMHAIINY ¢ 60PTE30MUOOM H IEKCAMETa30HOM, OBUTH CIIEAYIOIUMHU:
- nHeBMoHUS (5,9%).

Cnenyronue HJIP peructpupoBanuch 4aiie y MalMEHTOB, NMPUHUMABIIUX JICHAIHMAOMUI B
KOMOHMHAIIMKA C TOJKOXXHBIM BBEJCHHEM OopTe3omMHuba U JeKcaMeTa3oHOM: MepudepuyecKas
Heiiponatus (35,2 %), neittponienus (31,9 %), tpomboruTonenus (25,3 %).

Cnenyronmue HJIP peructpupoBanuch 4aiie y MalMEHTOB, NMPUHUMABIINX JICHAIMAOMUI B
KOMOWHAIIUKM C BHYTPUBEHHBIM BBEJIEHHEM OOpTe30MHOa U JeKCaMeTa30HOM: nepudepruiecKas
Heliponatus (54,8 %), mumdonenus (52,2 %).

Bnepsuvie aMGZHOCmuDOGCZHHCZ}l MHOJIcecmeenHas _ muenoma.  nayuenmol _nocie  TI'CK

¢ nocieodyruen noddepaacusarouiel. mepanuell 1eHaIUoOMUOOM

Cepresnbie HJIP, xotopbie Habmoaanuch yame (=5 %) Ha (oHe mopaep:kuBaroliel Tepanuu
JICHATMIOMUJIOM, YeM T11a1e60, ObUTH CIIeTYOIIMMHU:

- nHeBMoHuH (10,6 %)

- uH}peKuuoHHble 3a001eBanus Jerkux (9,4 %)
B nByx knmHuueckux uccieaoBaHusix HJIP, koTopble perucTpupoBaivch yaile y MalUeHTOB,
NPUHUMABIINX JICHATHIOMHJ B paMKax MOJJICPKUBAIONIEH Tepanuu, deM Iiamnebo, Obuin
cnenyromme: Herrpornenus (60,8—71,9 %), tpombouuronenus (23,5-61,6 %), 6pouxut (47,4 %),
muapes (38,9-46,4 %), nazodapunrut (34,8 %), mbimeunsie cygoporu (33,4 %), neiikoneHus
(18,8-31,7 %), acrenus (29,7 %), kamens (27,3 %), nHPEKIUN BEPXHUX AbIXATEIbHBIX MyTel
(26,8 %), cemb (25,0 %), ractposnTeput (22,5 %), muxopaaka (20,5 %), MOBBIIICHHAS
yromiisieMocts (17,9 %) u anemus (13,8 %).

Bnepsvie duacnocmuposanmas MHONCECMBEHHAS, MUCIOMA. NAUUEHMb], KOMOPbIM He NoKA3aHd

MPAHCHAAHMAYUUSA,  NOAVYASWUE  JeHAAUOOMUO 68  KomOuHauyuu ¢ bopmezomubom  u

oexcamemaszoHom
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KOMOWHAIIMKA ¢ BHYTPUBCHHBIM BBEJCHUEM OOpTe30MHOa U JAEKCAMETa30HOM, YeM IpH IpueMe
JICHATUIOMHU/IA B KOMOUHAITUY C IEKCAMETa30HOM:

- CHIDKEGHHE apTepuaibHOro naeieHus (6,5 %), nH(EKIHMOHHBIC 3a00JCBaHUS JETKUX

(5,7 %), ooe3BoxuBanue (5,0 %).

Crnenyromme HJIP Bcrpeuanuce uame Ha (oHE mpueMa JCHATUAOMHIA B KOMOHMHALUU C
OopTe3oMHOOM W JEKCaMETa30HOM, 4eM Ha (oHE TpHeMa JICHATWIOMHUIAa B KOMOWHAIUU C
JIeKCaMeTa30HOM: MOBBIIIeHHAs yTomisieMocTs (73,7 %), nepudepuueckas neiiponatus (71,8 %),
TpoMbouutonenus (57,6 %), 3amop (56,1 %), runokansuuemus (50,0 %).

Bnepesvie duacnocmuposanmas MHONCECMBEHHAS, MUCIOMA. NAUUEHMb], KOMOPbIM He NoKA3aHd

mpaHcnjiaHmayus, noayvasuiue AEHAAUOOMUO 8 KOMOUHAUUY C HUSKUMU 003aMU 0EKCAMEMA30HA

Cepbesnbivu HJIP, Habmogaembivu garme (>5 %) mpu npuemMe JeHaTuA0OMUIa B KOMOWHAIIUN
C HU3KOW J/1030# JeKkcaMmeTa3oHa Mpu HemnpepblBHOM JjeueHnH (Rd) wmm neueHnn B TeueHue
BOCEMHA/ILATH 4-X HeaenbHbIX HUKI0B (RA18), uem Ha ¢pone npuema mendanana, npeHU30I0HA
u tamuaomuaa (MPT), Obutn:

- nHeBmoHus (9,8 %)

- TOYedYHas HeAOCTaTOYHOCTh, B TOM 4Hcie ocTpas (6,3 %).
N3 HJIP na done HU3KUX 103 JeKcaMmeTa3oHa daile, yeM Ha ¢poHe MPT nabmoganuce: quapes
(45,5 %), nosblieHHast yromiusiemoctsb (32,8 %), 6omau B cnuue (32,0 %), acrenus (28,2 %),
6ecconnuna (27,6 %), cwinb (24,3 %), cumkenue annetura (23,1 %), kamens (22,7 %), nuxopaaka
(21,4 %), a Taxxke Mpieunsie cynoporu (20,5 %).

Bnepesvie duacnocmuposanmas MHONCECMBEHHAS, MUCIOMA. NAUUEHMb], KOMOPbIM He NoKA3aHd

mpaHcnjiaHmayus noaysasuiue JACHANUOOMUO 8 COYCINAHUU C Mejld)a./laHOM u I’ll?eaHMS‘OJZOHOM

Cepresnbimu HIIP, Gonee yacto (> 5 %) HaOnrogaeMbIMu TpH ipreMe Mesdanana, mpeIHn30JI0Ha
U JICHATUIOMU/IA C MTOCIEAYOIIel MoaepKuBaromei Tepanueit tenanuaomuaoM (MPR+R) wun
npu npuemMe MendanaHa, IpeIHU30JI0HA U JICHATHIOMHUIA C MOCIEIYIOIIeH MOAIepKUBArOIIeH
tepanued 1ane6o (MPR+p), wem mpu mnpueme wmendanana, mpeaHU30JI0HA W IUIANE00 ¢
MOCJIeTYIONIEH Mo Iep KuBatolei Tepanueit miaredo (MPp+p), Obutn:

- (ebpunbuas Heitrponenus (6,0 %)

- anemus (5,3 %).
N3 HIJIP uvame wabmomamuchk mpu npueme MPR+R wmm MPR+p, wem mpu npueme MPp+p:
Heiitponenus (83,3 %), anemus (70,7 %), tpombonutonenus (70,0 %), neiikonenus (38,8 %),
3anop (34,0 %), aumapes (33,3 %), ceinb (28,9 %), nuxopanka (27,0 %), nepudepuueckue

otek (25,0 %), xammens (24,0 %), camxenue anneruta (23,7 %) u acterns (22,0 %).
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K cepresnbim HIIP, 3apeructpupoBaHHbIM Ha OHE TPUMEHEHHUS JEHAIMIOMUIA/AeKcaMeTa30Ha
yaiie, 4eM Ha QoHe 11anedo/1eKkcaMmera3oHa, OTHOCHITUCK:

- BeHo3Has TpoM603MO0us (TD) (Tpom603 rimydokux BeH, T nerouHoi aprepun)

- HeuTponeHus 4 CTETNEHU TAKECTH
Crnenyromue HJIP y mammentoB ¢ MM BeTpevanuch vamie Ha (poHe mpuema JIeHATUAOMUAA U
JeKcaMeTa30Ha, YeM Ha (hoHe mpuema mianedo U JIeKcaMeTa3oHa: TOBBIIICHHAS YTOMIISIEMOCTh
(43,9 %), nenitponenus (42,2 %), 3anopsl (40,5 %), nuapes (38,5 %), MbllIeyHble CyJOpOTH
(33,4 %), anemus (31,4 %), pomOouuronenus (21,5 %) u coinb (21,2 %).

Muenooucnracmuyeckue CquDOMbl

bonsmmucTBo HJIP, kak mnpaBuio, pa3BUBAJUCh B TEUEHUE NEPBBIX 16 Henenp Jie4eHHs
JICHATMJIOMHUJIOM.
Cepsesnsie HJIP Bxtouanu:

- BeHo3HyI0 TD (TpoM603 rmy06okux BeH, TO Jerounoit aprepun)

- HeWrtpomeHnro 3 winuM 4 CTENEHH TSHKECTH, (EOPWIbHYIO HEUTPONCHHUIO W

TPOMOOIIUTONIEHHUIO 3 WM 4 CTENEHU TSHKECTH.

HJIP, xoTopbie Habt01aIMuCh HanboJIee 4YacTo PH JICYCHUH JICHATTUIOMHIOM OBLITH CJICTYIOIIHE:
HelTponenus (76,8 %), tpomoonuronenus (46,4 %), nuapes (34,8 %), 3amop (19,6 %), TomrHOTA
(19,6 %), 3yn (25,4 %), cemb (18,1 %), noseieHHast yromiusiemocts (18,1 %) u mbiieunbie
cynoporu (16,7 %).

Jlumoma uz Kiemox MaHMUUHOU 30HbL

Cepnesnbie HJIP, koTopbie HabMI0qaIMCh Yallle B TPYTIe JeHAIUIOMHU 1A ObUTH MTPEICTABICHBI:

- Heutponenueii (3,6 %)

- TO nerounoii aprepuu (3,6 %)

- nuapeei (3,6 %)
Crnenyromue HJIP pa3BuBanuch yaiie B rpymre JeHanuaomuaa: veirpornenus (50,9 %), anemus
(28,7 %), nuapes (22,8 %), nossieHHast yromisiemocts (21,0 %), 3amop (17,4 %), nuxopaaka
(16,8 %) u cpinb (BKiIIOUas aieprudeckuit aepmatur) (16,2 %).
[TaniueHTHl ¢ UCXOHO OOJIBIION MAaCcCOM OIMyXOJU OTHOCSTCS K TPYTIE BHICOKOTO PHCKA paHHEH
CMEPTH.

DonuKyIapHaAs ]ZuMCbOMa ujau JZMMCbOMCZ U3 K1emMOK MAPSUHAIbHOL 30Hbl

Cnenyrone cepresasie HJIP naOmromanuch damie B Tpynmne JEHATHAOMU/PUTYKCUMAO IO
CpPaBHEHUIO C TPYIIOHN Ianedo/puTykcumad:
- (ebpunbHas HeiTponenus (2,8 %)

- TD nerounoit aprepuu (2,3 %)
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rpynmnoii miaane6o/purykcumad (kak MUHUMYM, Ha 2 % yaiie B OJHOHM TpyImre, 4eM B JIpyroi):
Heiitponenus (58 %), muapes (31,3 %), neiikonenus (28,4 %), 3amop (26,1 %), moBbIIIEHHAS
yromisiemocts (21,6 %) u nuxopanka (21,0 %).

Yactora HJIP, mpuBeAeHHBIX HMKE, OMPEACISUIACh COOTBETCTBEHHO CIEAYIONIEH Tpajallyu:
oueHb gacto (> 1/10); gacro (> 1/100, <1/10); Hewacto (> 1/1 000, <1/100); peaxo (= 1/10 000,
<1/1 000) u ouenn penko (<1/10 000), yacTora Hem3BecTHA (HE MOXKET OBITh YCTAaHOBJICHA IO
MMEIOIIMMCS TAaHHBIM).

HJIP Obutm BKJIIOYEHBI B COOTBETCTBYIONIYIO KATETOPHIO B TaOJHUIE HIDKE, COTJIACHO
MaKCHMaJIbHOW YacTOTE BCTPEYAEMOCTH B OJHOM W3 OCHOBHBIX KIIMHUYECKUX HCCIEHOBAHUN
(KW).

Csoonas mabauya HJIP na hone monomepanuu 1eHAAUOOMUOOM NPU MHOHCECINEEHHOU MUCTIOME

Tabmuma 1 moxaroroBieHa MO JTaHHBIM, MOJYYEHHBIM B Xoje mposeneHuss KU y manueHTOoB ¢
BJIMM nocne TI'CK, nosny4aBmux MoaJep:KUBAIOILY0 TEPANUIO JIEHATUIOMUIOM. [laHHbIE HE
KOPPEKTUPOBAIUCEH JUISI OTPAKEHUSI OOJNBINECH MPOMODKUTEIBHOCTH JICUYCHHS JICHATHIOMUIOM

(mo mporpeccupoBaHms) B CpaBHEHUU C TPYyMIoH miane6o B ocHoBHBIX KW MM.

Taoauna 1. HJIP, 3aperucrpupoBannbie B KW y nmammenToB ¢ MM, mogyyaBmmx
MO//1eP/KUBAIOIIYI0 TEPANHUIO JEHAJTUIOMHUIOM

Kuaace cucreMbl

oprasos /
IMpennoyruTeNbLHBIN
TePMUH

Bce HexesiaTesibHbIE peakiuu /
YacroTa

HeskenareabHble peakuuu 3 u
4 ctenenu Tskectn / Yacrora

HNHpexkunonnsie 1

QOuenv yacmo

Quenwv yacmo

(BKJIIOYASI KUCTHI U
MOJINIIBI)

napasuTapHbie [TaeBMonus & 2, uHpeKMn [TneBmonus %2, uadexmu ¢

3a0oJsieBaHMsA BEPXHUX JIbIXAaTEIbHBIX IyTEH, HEUTPOIICHUEN
WH(EKIUN ¢ HEHTPOTICHHUEH, Yacmo
opouxut’, rpurm’, Cencuc *°, Gaxrepuemus,
racTPOYHTEPUT’, CHHYCHT, WH(]EKITMOHHBIC 3a00JICBaHMS
Ha30(apuHTUT, PUHUAT nerkux °, GaKTepranbHbIE
Yacmo UH(EKINN HUKHUX
Undexun’, uadexmu JBIXATENbHBIX MyTeH, OGPOHXHUTY,
MOYEBBIBOIAIINX TyTeit &, rpunmn’, racTposHTEPUT,
MHQPEKINE HUKHUX JBIXATEbHBIX | OIMOACHIBAIOIIUI IHImai’,
myTel, HHGEKIIMOHHbBIS nHpeknun’
3a00JIeBaHUs JTETKUX

JlodpoxkauectBennbl | Yacmo

e, 3JI0KaYeCTBeHHbIe | MHUeI0aUCIIIIaCTUIECKUM

HeyTOYHEHHbIe cuaapom®

HOBOOOpa30BaHUs
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Kuacce cucrembl
OpraHos /
[peanmoururenbHbIN
TePMHH

10
Bce Hekes1aTeIbHBIE PeaKIIUU

Yacrora

"'_ﬁ@@% .JIJILII:[EIIE béa'lml»m 3u

4 crenenu Ts:kectn / Yacrora

Hapyumenus co
CTOPOHBbI KPOBH U

Quenb uacmo
Heiitponenus °, ¢pebpunpHas

Quenv yuacmo
Heiitponenns ~°, ¢pebpunpHas

aumMdaTHIecKoi HelTponeHus ’0, HeHTponeHus ’°,
CHCTEMBI TpomGouuTonenus " °, anemus, TpomOGonuTOoneH s * ¢, anemus,
netikonenus’, TuMQoneHus netikonenus’, TuMQonenns
Yacmo
[Manuronenus’
Hapymenus co Quenv yacmo Yacmo

CTOPOHBI 00MEHAa
BelllecTB M MUTAHUS

T'unoxkanuemus

I'mnokanuemus, neruaparauus

Hapymenus co
CTOPOHBI HEPBHOI
CHCTEeMBI

Quenb uacmo

[Tapecte3un

Yacmo

[Tepudepuyeckas HeliponaTus®

Yacmo
I'osoBHas 6oib

Hapyumenus co
CTOPOHBI COCY10B

Yacmo
TpomOosIMOOIHS IETOYHOM
aprepuu

Yacmo

Tpom603 riry6okux Ben > ¢

Hapymenus co Quenv yacmo Yacmo

CTOPOHBI Kamenn Ogppika ©
NBIXaTeJbLHOM Yacmo

CHCTEMBbI, OPTaHOB Onpiuka °, HacMopk

TPYAHOM KJIETKH U

CpeaoCTEeHusI

Keaynouno- Quenv yacmo Yacmo

KHIIeYHbIe Huapesi, 3amop, 60116 B )KUBOTE, Huapesi, ppoTa, TOLIHOTA
HApylLIeHHs TOIIIHOTA

Yacmo
PBora, 60116 B amIUracTpumn

Hapymenus co
CTOPOHBI NIeYeHH U
JKeJTYeBbIBOAAIMX
nmyrei

Ovuenv wacmo

OTKJIOHEHUSI OT HOPMBI 3HAUYCHU I
MoKazaTesne PyHKIIMOHATbHBIX
po0 meueHu

Yacmo

OTKIIOHEHUS OT HOPMBI
3HAYCHUH NOKa3aTene
(YHKIMOHATIBHBIX TPOO NEUEHU

Hapymenus co
CTOPOHBI KOXKHU H
MOAKOKHBIX TKaHel

Ovuenv wacmo
CblI1b, CyXOCTb KOXKHU

Yacmo
ChblIlb, KOXKHBIN 3y

Hapymenus co
CTOPOHBI KOCTHO-
MbIIICYHOM U

QOuenv yacmo
Mpbl1eyHbIE Cy10POTH
Yacmo

COCIUHUTEILHOMI Muanrus, KOCTHO-MBITIICYHAs
TKAHHU 00JIb
Oomue QOuenv yacmo Yacmo

paccTpoiicTBa u
HapylleHHus B MecTe
BBeJ/IeHUs

IloBermeHHast YTOMIIAEMOCTD,
aCTCHUA, JIMXOpaaKa

IToBpImenHas YTOMIISIEMOCTD,
aCTCHUA
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OmHocumces moavbKo K Cepbe3HbIM HeNCeNAMENbHbIM PeaKyusim

Cnm. «Onucanue omoenvrvix HIIPy

Obobwarowuii. mepmur «NHEGMOHUUY BKIIOHAem Cleoyrowue npeonoymumenbHvle MmepmMuHbl
(TIT): 6ponxonuesmons; 001e6asI NHEGMOHUSA, NHeGMOHUS, Gbl36aHHAsl Pneumocystis jiroveci; nneemonusi;
nneemonus, evizeannasn klebsiella unu legionella, uru mycoplasma, uiu pneumococci, unu streptococci,
BUPYCHAS NHEBMOHUS, 3aD0NIe6anUe 1e2KUX, NHeGMOHUM

b Obobwarowuti mepmur  «cencucy eKmouaem cieoyiowue npeonoumumenvhsvle MmMePMUHbL:
baxmepuanbHblil Cencuc, Cencuc, 8bl36anHblll pneumococci unu staphylococci, cenmuueckuti wox

¢ Oboowarowuii.  mepmun  «nepughepuveckas — Heuponamusy — GKIOUAem  credyloujue
npeonoumumensuvie  MEpMunbl.  nepugpepuveckas — Heuponamus,  nepugepuyeckas — CeHcopHas
Helponamus, NOJUHEUPoOnamusl

a Obobwarowuii mepmun «mpomb0o3 21yOOKUX BeH» GKIUAEn CAeOVIoujue NpeonoumumebHble
mepmunbl; mpomoo3 eryOoKux eeH, mpomoo3, mpomoos 6eH

a

Csoonas mabauya HJIP 015 koMOUHUPOBAHHOU mepanuu JeHATUOOMUOOM NPU MHOHCECINEEHHOU

Muenome

Tabnuua 2 moAroToByieHa O JAHHBIM, MTOJIy4YeHHBIM B Xoe nposeneHust KN y mauuentos ¢ MM,
MOJTy4aBIIUX KOMOMHUPOBAHHYIO TEPAIUIO JCHATUAOMUIOM. JJaHHBIE HE KOPPEKTUPOBAIUCH IS
OTpakeHUsI OOJbILEH MPOJOIIKUTENLHOCTH JICUSHHS JICHATUAOMUIOM (10 MPOTPECCUPOBaHUS) B
CpaBHEHUH ¢ TpynmaMu cpaBHeHHs B oCHOBHBIX KW MM (cm. pazaen «DapmakoanHaAMUKA ).
Tadoauua 2. HIIP, otmeuaBmmecs B KU y nanuenTo ¢ MM, nmosry4aBuiux JieHaJIUJI0MUI B

KOMOMHAIUM ¢ 00PTe30MHMOOM M JeKCAMETA30HOM, IeKCAMeTa30HOM JIH00 MeJI(haIaHOM U
NMPeTHU30JI0HOM

CucTeMHO-OpPraHHbIi KjIace ITo0o4HbIe peakunu IToO6o4HbIe peakuuu
/ llpeanovYTuTeIbHBII (cymmapno) / Yactora 3—4 creneHu TsKecTH /
TEePMUH Yacrora

Nudexkunonubie u | Ouensv wacmo Yacmo

nmapasurapHbie [uemonus » *°, undexuun | nesmonus®®,

3a0o0/1eBaHuSA BEPXHUX JBIXaTeNbHBIX | OakTepuaabHble, BUPYCHBIE
myTeit °, OakTepHaigbHble, | U TPUOKOBBIE HMH(EKIUU
BUPYCHbIE ¥  T'PHOKOBBIC | (BKJIOYAs
UHEKINH (BKJIIOYAs | ommopTyHUcTHYeckue)’,
ONIMOPTYHUCTUYECKHE) °, BOCIIAJICHUE ITOAKOKHOU
Ha30(apuHTUT, dapunrur, | kierdatku’, cencuc’®,
OponxuT’, pUHAT WH(EKITNOHHBIC
Yacmo 3a00JIeBaHUS nerkux®’,
Cencuc®®,  undexrmonnsie | 6porxHT, MHOEKINN
3a00JIeBaHUS nerkux”’, | IpIXaTeTbHBIX nyTeit®,
MH(QEKIMH MOYEBBIBOISMIMX | MHPEKIUN MOYEBBIBOISIIMX
myteir®’, cunycut’ myTeir, MHQEKITMOHHBIN

SHTEPOKOJIUT

JloopokayecTBeHHbIE, Heuacmo Yacmo

3JI0KAYeCTBEHHbIE n | Bazaimoma™?, Octpeiit MHUEIONTHEBIN

HEYTOYHEHHbIE IJIOCKOKJIETOYHBIN pax | seiikos’,

HOBOOOpa3oBaHUS Koxkm " MHUEIOIUCIIIIACTHYECKU I

(BKIIIOUAst KHCTBI " cunapom’,

MOJIMIIBI) IIJIOCKOKJIETOYHBIN PaK KOKHU

Ao, ¥
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CHCTeMHO-OpraHHbII KIace Hoﬁoqﬂu&pM g 103 1 T nleﬁlémldln:
/ IlpeanoYTHTEeILHBIH (cymmapsuo) / Hactora 3—4 crenenn TaxKecTH /
TEPMUH Yacrora
Heuacmo
OcrTpplii T-kneTouHbI
Jeitko3 ©, 6azamoma ",
CUH/IPOM JIU3UCA OIYyXOJIH
Hapymiennst co croponbl | Quens uacmo Quenv yacmo
KpoBH M JumdaTtudeckoii |Heitrponenus "%, Heitrponenus "%,
CHCTEMBI tpombormTonenus %, tpombormTonenus %,
aHeMus’, reMopparuueckue | anemus’, JICHKOTICHUS,
HapyIIeHus , JIeHKOTIeHUS, | TUMGPOTICHUS
TUMQOTICHHS Yacmo
Yacmo debpubHAs HEUTPOTIEHHS *,
DebOpuribHas HGﬁTpOHeHHHA’O, HAHIUTOICHUS',
TAHIUTOTICHHS TEMOJINTUYECKAsT aHEMUS
Heuacmo Heuacmo
I'emonus, ayToMMMYyHHas | [ unepkoaryssus,
reMOJINTUYECKAs aHEeMUs, | KoaryJonaTHus
TeMOJIUTHYECKAsT aHEMUS
Hapymenuss co cropoHsl | Heuacmo
HMMYHHOU CHCTEMbI Peaknuu
TUNEePYyBCTBUTEILHOCTH
Hapymenuss co croponbl | Yacmo
JHIAOKPHHHOM CUCTEMbI ['unotupeos
Hapymiennsi co croponbl | Quens uacmo Yacmo
o6MeHa BeniecTs M nuTanus |[unoxamemus®®, I'unoxamemus %,
TUTIEPTIIUKEMHS, TUTIEPTIIUKEMHS,
TUTOTJIMKEMUS, TUHOKANbIUeMUs’, caXapHbIi
TUMOKATBIIHEMUS, mabet’, rumodocharemus,
rUnoHaTpuemMus’, rUnoHaTpueMus’,
obe3BoxkuBanme’’, CHWKEHWE | THIIEpypUKEMHs,  IOJarpa,
armetuta’, cHmXKeHHMe Macchl|o0e3BoxkuBaHUe , CHMKEHHE
Tena armeruta’’, CHIKEHHE MacCh
Yacmo Tena
I'mnomaranemus,
TUTIEPYPUKEMUS,
TUTIEPKAIbIIUEMHS
Hapymienusi ncMXuKku Quenb uacmo Yacmo
Henpeccus, 6eccoHHUIIA Jenpeccus, 6eccoHHUIIA
Heuacmo
[ToTtepst mubuI0
Hapymennst co croponbl | Quens uacmo Quenv yacmo
HEPBHOI CHCTEeMBbI [epudepuyeckas [epudepuyeckas
Heliponarus®’,  mapecresum, |HeiipornaTns®’
ronoBokpyxerne”,  Tpemop, | Yacmo
M3BpAIllCHHE BKyca, rojoBHas |MHCynbT®,
6011b ronoBokpyxenue’’
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CHCTeMHO-OpraHHbII KIace Hoﬁoqﬂu&pM g 103 1 T nleﬁlémldln:
/ IlpeanoYTHTEeILHBIH (cymmapsuo) / Hactora 3—4 crenenn TaxKecTH /
TEPMUH Yacrora
Yacmo o6Mopox”’ HEBPAJIT U
Arakcus, HapyuweHue | Heuacmo
paBHOBECHS, o6Mopox®, | BHyTpruepenHoe
HEBPAJITHUs, TU3ECTE3USL KPOBOU3JIHUSHUE
TPaH3UTOpHAsT HILIEMUYecKas
aTaka, WIIEMHUS TOJIOBHOTO
Mo3ra
Hapymienuss co croponsl | Quens uacmo Yacmo
OpraHa 3peHust Karapakra, HeueTkocTh | Katapakra
3pUTEITBHOTO BOCIIPUATHUS Heuacmo
Yacmo Crnenora
CHIKEeHHe OCTPOTHI 3pEHUs
Hapymenuss co croponsl | Yacmo
opraHa cayxa u | ['myxota (BrITIOUAst
JAa0OMPHUHTHBbIC HAPYIIEHUsI | TYTOyXOCTb), IIyM B yIIax
Hapymennst co croponbl | Yacmo Yacmo
cepauna Oubpunasanus npeacepauit’®’, | OcTpelit uHGApPKT MHOKapaa
Opamukapus UM)™, bubpuIAIIHS
Heuacmo npencepauii®®,  sacroiinas
Apurmus, YAJIMHEHUE | ceplIeUHast
unteppana QT, TpeneraHue |HeI0CTATOUYHOCTS,
npencepanid,  KeIyJ04YKoBas | TaXUKapAus, cepaedHas
AKCTPACUCTOJIUS Henocratounocts >, nmemus
muokapa’
Hapymennss co croponsl | Quens uacmo Quenv yacmo
COCy/10B Tpombosmboueckne TpombGosmboUeckue
HapyILIEHHs , HapyILIeHUs ,
MPEUMYIIECTBEHHO  TPOMOO3 | MPEUMYIIECTBEHHO TpoMO03
riny0okux BeH u T sero4yHoi | rryOokux BeH u TO nerouHoi
aprepun %, cHmkenue | aprepun %, CHIKEHHE
apTepHanLHoro nasnenus | A1, nosbimenue AJl
(A% Yacmo
Yacmo Backynur
[Mossimenue AJl, sxkxumossl | Heuacmo
Wmemusi, mnepudepuueckas
UIIEMUS, TpoMO03
BHYTPHYEPEITHOTO BEHO3HOTO
CHUHYcCa
Hapymienuss co croponsl | Quens yacmo Yacmo
ABIXaTeJIbHOM cucrembl, |Oxprmka®®, HOcoBoe | PecrimpatopHelii  gucTpecc-
OpraHoB IPYy/AHOIi KJIETKH H |KPOBOTEUEHHUE , Kallelb cunpom’, ompika®®,
cpeloCTeHUs! Yacmo ieBputuyeckas  0oilbp B
Huchonus IpyAHOI knerke®
rumokcusa®
Kenyno4Ho-KUIIEYHbIE Quenv yacmo Yacmo
HApYyLIeHHus Juapes®®, samop’, Gomb B |XKemynouHo-kuieuHOE
xuBote”, TomHoTa, pBota’’, |KpoBoTeueHme %,
HEMPOXOJUMOCTh  TOHKOTO
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CHCTeMHO-OpPTaHHBI KJIace Io6o4nHIe peakiu ke 1 T nleﬁlcmm

/ IlpeanoYTHTEeILHBIH (cymmapsuo) / Hactora 3—4 crenenn TaxKecTH /
TEPMUH Yacrora

JCTIETICHSA, CYXOCTh BO PTY, |Kumeunnka’’, nuapes®

CTOMATHUT sanop’, Goms B xuBOTE™
Yacmo TomHoTa, peora’’
KemynouHo-kumieuHoe
KPOBOTEYCHHE (BKITFOUAS
pEKTaNbHOE,
reMOPpPOUAATBLHOE,
THHTUBAJILHOE KPOBOTEUYCHUE U
KpOBOTEUYEHHE npu
MENTUYECKON a3Be) "%,
mucharus

Heuacmo

Komut, TudauT

Hapymienuss co croponsl | Quens yacmo Yacmo

MmeYeHu u |[loBbleHUE ypoBHst | Xonecraz’,
JKeJTYeBBIBOSIIINX MyTeil allaHMHAMUHOTpaHChepas3sl remaToTOKCHYHOCTD,
(AJIT), mnoBbIIEHWE YPOBHS |TENATOICILTIONIPHOE

acmaprataMuHOTpaHcdepassl | moBpexaeHne’’, MoBbILIEHHE

(ACT) ypoBHst AJIT, oTKIIOHEHHS OT
Yacmo HOPMBI 3HA4YCHUI
I'enarouenmronsipHoe OoKa3areyien
nospexaenue’”’,  OTKIOHeHHUs | pyHKIHOHATbHBIX po6
oT HOPMBI 3HaveHwmi | meyenn’
MoKa3areyneun Heuacmo
(YHKIIMOHAIBHBIX po0 | [TeyeHouHas
neyenu’, HEJJ0CTATOUHOCTD
runeponMpyOnHeMust
Heuacmo
[leuenounas
HEJIOCTATOUHOCTD
Hapymennst co croponbl | Quens uacmo Yacmo
KOKHM ¥ MOJKOKHBIX TKaHell | Coirb’’, KOXKHbIH 3y1 Cpimp
Yacmo Heuacmo
KpanuBhunia,  rumeprunpos,|JlekapcTBenHas KOXKHAsI
CYXOCTh KOXH, | CBhIlIb,  COIMPOBOXK/IAIOIIASCS
TUTEPITUTMEHTALIUS KOXH, | 903HHOUITHEH u
JK3eMa, IpUTeMa CUCTEMHBIMU
Heuacmo nposBreHuaME "’
JlexapcTBeHHasl KOKHasl ChIIb,
COIIPOBOXKTAFOINASICS
703UHO(UINEN U CHCTEMHBIMU
nposienenusaMu’’, HapymeHue
1BeTa KOXH, peaxkuu
dboToceHcHOUIU3aUN
Hapymenust co cropoHbl | Quens uacmo Yacmo
KOCTHO-MbIIIEYHOMH H | Mbleynas c1a6ocTh, | Mblteunas cnabocts’’, 6oub
COCJUHUTEIbHON TKAaHU MBILIEYHBIE CyOpOTH, OONb B|B KocTsx’, 6011b U
kocTsax’, 60mb M AUCKOMMOPT | TUCKOM(OPT CO  CTOPOHBI
co CTOPOHBI KOCTHO- | KOCTHO-MBITIICYHOM "
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(cymmapsuo) / Hactora

3-4 crenenu TsKecTH /

TEPMUH Yacrora

MBIIIEYHOH U COEIUHUTEILHOM | COEMUHUTEILHON TKaHU
TKaHu  (BKIIOWas 0oib B |(BKmouas 60mb B crimae’)
crmue®®’), 00J1b B| Heuacmo
KOHEYHOCTSIX, muanrus, | [Ipunyxanue cycTaBoB
apTpanrus’
Yacmo
[Ipunyxanue cyctaBoB

Hapymennss co cropounsl |OQuens uacmo Heuacmo

nmoyek M MoueBbIBOASAIMX |[loyeyHas HETOCTATOYHOCTD TyOynspHbIiA MOYEYHEIN

myTeii (BKy0uas octpyio)®® HEKPO3
Yacmo
Tematypus’, 3ajepsKka MoYH,
HeJepKaHue MOYH
Heuacmo
[TpnobpereHHbIit CUHPOM
DaHKOHU

Hapymenuss co croponsl | Yacmo

MOJIOBBIX OpraHos U | DpeKkTuiabHas TuchyHKIUs

MOJIOYHBIX KeJie3

O0mme paccrpoiictBa " | Quens uacmo Quenv yacmo

HapyLIeHHUd B Mmecre |[IoBbleHHas IloBbIIEHHAS

BBeEJCHHUS yTomsemocts %, oTekH | yromnseMmocTs
(Bxmouast  mepudepuueckue), | Yacmo
muxopanka®® acrenns, | [Tepudeprueckne OTeKH,
rpUNnonofo6HeIi  cungpoM | muxopanka’’, acrenns
(BKJIIOYAsi TUXOPAJKY, Kallelb,
MUAITHIO, KOCTHO-MBIIIEYHYIO
00J1b, TOJIOBHYO 0OJIb U 03HO0)
Yacmo
Bone B rpymHOit Kierke’ ",
JeTaprus

JlaGopaTtopHbie u | Ouens uacmo

HHCTPYMEHTAJIbHbIE [ToBwimenue YPOBHS

JaHHbIE meIoYHoOM GocdaTasbl B KPOBU

Yacmo
[loBpIlIEHNE  KOHLEHTpALUU
C-peakTuBHOTO OenKa

TpaBMbl, HHTOKCUKAIIUN H
0CJI0’KHEHUS] MAHUILYJISAIH I

Yacmo

[Manenue, ymu6"

00

K0M6uHa14uu ¢ bopmezomubom u 0ekcamemaszoHom
Cnm. «Onucarnue omoenvrvix H/IPy

¢

HJIP, ommeuennvie kax «cepvesnviey 6 KU y nayuenmos ¢ BIIMM, nonyuaswux renanudomuo 6

HJIP, ommeuennvie xax «cepvesuviey ¢ KIl y nayuenmos ¢ MM, nonyuaswux neHaiuoomud

KOMOUHAYUU C OeKCAMEMA30HOM JUDO ¢ MeAPATAHOM U NPEOHUZOJIOHOM

+

*

Omnocumes monvko Kk cepvesuvim HIIP
Inockoxnemounviil pax kooicu ommeuancsi ¢ xode KII y nayuenmos ¢ MM, panee newenvix

JEHATUOOMUOOM/OEKCAMEMAZ0HOM 8 CPABHEHUU C KOHMPOIbHOU 2PYRNOT

Inockoxnemounwtii pax xocu ovla 3apecucmpuposan 8 KI1 y nayuenmos ¢ BIIMM, noryuasuiux
NEHATUOOMUO/OEKCAMEMA3OH 8 CPABHEHUU C KOHMPOIbHOU PYNNOL

3k
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Tabmuua 3 u Tabnuua 4 MoAroTOBIIEHBI IO TAHHBIM, TOJTYYSHHBIM B X0J1€ TPOBECHHUS OCHOBHBIX

KW y nauuenros ¢ M/IC n MKJI, nony4aBimunx MOHOTEpAIUIO JIEHAIUIOMUIOM.

Taoauna 3. HJIP, 3apermcrpupoBannbie B KU y mamuentoB ¢ MJIC, mosy4aBmmx

JIeHaJIuaoMua’

Kaace cucreMbl
OpraHos /
IpeanmoururenbHbIN
TePpMUH

Bce Hexes1aTe/IbHBbIE peaKIUu /
Yacrora

HeskenarenbHble peakuuu
3 u 4 cTenenu TAKeCTH /
YacroTa

Nupexunonnbie u
napasuTapHble
3a00J1eBaHus

Quenv uacmo

bakTepuanbHble, BUPYCHBIC U
rpuOKOBBIC MHPEKIINN (BKITFOYAS
OTIMOPTYHUCTHYECKUE
napexnun) ©

Quenv yacmo

ITueBMoHMs’

Yacmo

BakrepuanpHbie, BAPYCHBIC U
rprOKOBBIC MH(PEKITNH
(BKITFOUAS
ONNopTyHHCTHYECKHUE) ©,
OpOHXUT

Hapymenus co
CTOPOHBI KPOBH H
JUM@paTHyecKou
CHCTEMBI

QOuenv yacmo
A
TpomGouuTonenus -,
[ A [
Heiirponenus * °, nelikonenus

Quenwv yacmo

A
TpomGouuTonenus - °,
Heifrponenus * °, nefikonenus
Yacmo

®eOpuiibHas Helirponenus *©

Hapymenus co
CTOPOHBI JHIOKPUHHOMI
CHCTEeMBI

Quenv yacmo
['unotupeos

Hapyumenus co
CTOPOHBI 00MeHa
BeleCTB M MUTAHUS

QOuenb yacmo

CHMXeHHe aImeTuTa

Yacmo

[Teperpy3ka xene3oM, CHUKEHUE
Macchl Tejia

Yacmo
[M'uneprivkemust © CHMXKEHUE
arreTuTa

HapyumeHnust ncuXuKku

Yacmo

M3Menenne HacTpoenus &~

Hapyumenus co
CTOPOHBI HEPBHOI
CHCTEeMBI

Quenb uacmo
["onoBOKpyskEeHUE, TOTOBHAS
00J1b

Yacmo
[Tapectesun
Hapymenus co Yacmo
CTOPOHBI cepaua OcTpelit HHPAPKT MUOKapIa
(MUM)"°, pubpunnsims
npeacepauii’, cepuednas
HEJIO0CTATOYHOCTE®
Hapymenus co Yacmo Yacmo
CTOPOHBI COCY/10B [ToBblIlIeHNE apTEPUATBLHOTO Benosznsie
nasnenus (A/Jl), remaToma TPOMOOIMOOTUIECKIE
OCIIO’KHEHUS,

IPEeuMYIIECTBEHHO TPoMO03
TyOOKHX BEH U
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Kunacc cucremMbl Bce HekenaTenbHbie peakiin 7] "f—_I’et' E TEREAES ﬁe'alcm:m
OprasHos / Yacrora 3 u 4 creneHu TAKECTH /
IpeanmourureabHbIN YacroTa
TePMHH
TPOMOOIMOOITHS JIETOYHOM
aprepun
Hapymenns co Quenv wacmo
CTOPOHBI AbIXaHMS, HocoBoe KpoBoTeueHue
OPraHoOB IPpyAHOM
KJIETKH U CpeloCTeHus!
Keaynouno- Quenv yacmo Yacmo
KHIIEYHbIE Juapes®, 601Ib B JKHBOTE Huapes®, TomHoTa, 3y0Has
HapyueHusl (BKJTIOYAS STIUTACTPATBHYIO 60116
0071acTh), TOITHOTA, PBOTA, 3a1Op
Yacmo
CyxocTb BO PTy, JUCIIEIICUS
Hapymenus co Yacmo Yacmo
CTOPOHBI NIEYEHHU H OTKI0HEHUS OT HOPMBI 3Hau€HUH | OTKIIOHEHUS OT HOPMBI
JKeJTYeBLIBOASIIHX MoKazaTesne PyHKIIMOHATbHBIX 3HAa4YeHUI oKazaTeyieu
nyTei npod nedyeHu (YHKIHMOHATIBHBIX TPOO NEUEHU
Hapymenus co Quenv yacmo Yacmo
CTOPOHBI KOXKHU H Cblnb, CyXOCTb KOXH, 3y]1 Ceinp, 3y11
MOJKOKHBIX TKaHel
Hapymenus co Quenv yacmo Yacmo
CTOPOHBI KOCTHO- MBplieunsle Cy0pOru, KOcTHO- | Bonb B crimue’
MBIIIEYHOI U MBIIIEYHAST 0OJTb (B TOM YHCIIE
COeINHUTEIbLHOM 601 B crimae’ ¥ 60K B
TKAHH KOHEYHOCTH ), apTPaNITHs,
MUANITUs
Hapymenus co Yacmo
CTOPOHBI MOYEK U [MoyeuHast HEJOCTATOUHOCTE’
MOY€eBbIBOASIIMNX
nyre
Oo0mme paccrpoiictBa | Ouensb yuacmo Yacmo
U HapyuieHus B MecTe | [IoBbIlIEHHAs yTOMIISIEMOCTD, JInuxopanka
BBe/IeHUs nepudepruyecKkue OTeKH,
TPUIIIIONOO0HBIH CHHAPOM
(BKJIIOYAst TUXOPAJIKY, Kalllelb,
(bapuHTUT, MUAJITHIO, CKEJIETHO-
MBIILIEYHbIE O0JIH, TOJIOBHYIO
001b)
TpaBMmbl, OTpaBJIeHUE Yacmo
H OCJIOKHEHUA [Tanenue
npoueayp

Cwm. «Onucanue omoenvHvix HIIPy

HUJIP, 3apecucmpuposannvle kak «cepvesnviey 6 xo0e KU MJ[C

Usmenenue Hacmpoenusi 0bl10 3apecucmpupo8ano kax uacmoe cepvestoe HJIP ¢ xooe KU
¢asvr I1I MJ]C; ono ne 6vino ommeuerno kax HJIP 3 unu 4 cmenenu mscecmu

Aneopumm 01 8KAIOUEHU 8 KPAMKYIO XAPAKMEPUCTUKY lekapcmeentnoz2o cpeocmaa (SmPC): ece HIIP,
cobpanuvle ¢ nomowpwio ancopumma KU ¢paser I, exnouenvl 6 Kpamkyi Xapakmepucmuxy
nekapcmeennvix cpedcms Eeponetickoco coioza (EU SmPC). Ilposoounacey donoanumenvhas npogepka
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mua KH Pdsol T4 e Ladome HAP S KPEpasw

1l 6vina sviute, uem ¢ KU ¢haswr 111, senenue oviio exmoueno ¢ EU SmPC ¢ motl wacmomotl, komopas

ommeyena ¢ KU I ghazv

*Aneopumm, npumensemuiii ons MJIC:
MIIC 6 KU ¢haszwvr 11l (Osotinas crenas nonyaiuus 08 OUeHKU 0e30NACHOCMU, DA3IUYUE MEHCOY

Jnenanuoomuoom 5/10 me u nﬂaue60 10 NePBOHAYAIbHOMY PENHCUMY 003UPOBAHUS OMMEUECHHOE KAK

MUHUMYM Y 2 nauueﬂmoe):

«  Bce HIIP, pecucmpupyemvie 6 xo00e neuenuss y =5 % nayuenmos, HnOIYUABUIUX
JEHANUOOMUO, U, Kak MuHumym, ¢ 2 % pasnuyeii 6 00X MedHcOY JEeHANUOOMUOOM U

niayebo

«  Bce HJIP, sosnukatowue 6 xooe nevenus, 3 u 4 cmenenu msscecmu y 1 % nayuenmos,
NOYYABUUX TeHATUOOMUO, U, KaK MuHumym, c¢ 1 % pasnuyeiu 6 00X MedHCOY
JIEHATUOOMUOOM U NIayebo

«  Bce HJIP, so3nukarowue 8 xooe nevenus y 1 % nayuenmos, noayuaguiux 1eHaiuoomuo, u,
Kak Munumym, ¢ 1% pasnuyeii 8 001X MeHcoy 1eHANUOOMUOOM U Niayedo

MIIC ¢ KU ¢pazer 11

«  Bce HJIP, so3nukarowue 6 xooe nevenus y >5 % nayuenmos, noayuaguiux 1eHaiuoomMuo

«  Bce HJIP, so3nukatowue 6 xooe nevenus, 3 u 4 cmenenu maxcecmu y 1 % nayuenmos,
NOJYYABUIUX IeHATTUOOMUO

«  Bce cepvesnvie HJIP, so3nukawowue 6 xooe nevenus y 1 % nayuenmos, noayuasuiux

ACHAAUOOMUO

Tadoauua 4. HJIP, otmeuennsie B KU y nanuenToB ¢ MKJI, mosryyaBmiux JieHaaua10Muja

Kuacce cucrembl
opraHos/
[peanmouyrureNbHbIN
TePMHH

Bce Hexxe1aTeIbHBIC
peakuun/Yacrora

HexenaTenbHble peakuuu 3 u
4 crenenu Tsxkectu/Yacrora

Nudexunonnbie U

Quenb yacmo

Yacmo

, 3JI0KaYeCTBEHHbIE
U HeYyTOYHEHHbIE
(BKJIIOYASI KUCTHI U
MOJINIIBI)

napa3suTapHble BakrepuanpHbie, BAPYCHBIC U BakrepuanpHbie, BUPYCHBIC U

3a00/1eBaHMs rpruOKoBbIe MHPEKIHNH (BKIIOYasi | TPHOKOBBIC MH(PEKIMH (BKIIOYAs
OTIIOPTYHUCTUYECKHE OTIIOPTYHUCTUYECKHE
nHpeknun) °, Hazo(papuHruT, nHpekyn) ¢, maeBmonns’
MTHEBMOHUS
Yacmo
Cunycur

HoBooOpa3oBanusi Yacmo Yacmo

ao0poxavecTBeHHbIe | CUHAPOM «BCHBILKW» ONyXoid | CHHAPOM «BCHBILIKWY» OITyXOJIH,

w A
IIJIOCKOKJIECTOYHBIU paK KOXH ° 0,

0a3aJ1bHOKIIETOYHAS
KaprHoMa * ©

Hapymenus co
CTOPOHBI KPOBH M
JumdaTndeckoi
CHCTEMBI

Ouenb wacmo
TpombonuToneHus ,
HeliTponenns - °, neiikonenus’,
aHeMMUs

Yacmo

debpunbHas HeiiTpornenus

Quenv yacmo
TpombonuToneHus ,
HelTponenus - °, anemMus
Yacmo

debpunbHas Heiftporenus *©,
netikonenus’

O

Hapymenus co
CTOPOHBI 00MEHa
BelllecTB M MUTAHUS

Quenb yacmo
CHMKEHHUE alllleTUTa, CHHKEHUE
MAcChI TeJla, THIIOKAIMEMHUS

Yacmo
I[erm[paTaumo, TUIIOHATPUEMHUS],
TUIIOKAJIBbIINEMUS
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Kuaacc cucteMbl

I | ! o Ui} : 0
Bce nekesaresbHbIe @naﬁe‘ﬁ“ﬁﬂé‘ ﬁelaicmm "

opraHos/ peakuun/Yacrora 4 crenenu TszkecT/Yacrora
[peanmouyrureNbHbIN
TePMHH
Yacmo
Herunpartanus
Hapymenus Yacmo
NCUXHUKH Becconnumna
Hapymenus co Yacmo Yacmo

CTOPOHBI HEPBHOM
CHCTEeMBI

Jlucres3usi, roioBHas 00Jb,
nepudepudecKas HeupomnaTus

[Mepudepuueckas ceHCOpHas
HeWponarus, JeTaprus

Hapyumenus co Yacmo

CTOPOHBI OpraHa Bepturo

cJIyXxa v Ja0upHUHTA

Hapymenus co Yacmo

CTOPOHBI Cepaua Ocrpeiit UM™°, cepreunas
HEJ0CTaTOYHOCTh

Hapymenus co Yacmo Yacmo

CTOPOHBI COCYA0B

Cumxenne AJT°

Tpom603 TiryGoKux Ben’,

TPOMOOIMOOIIHS JIETOYHOM

aprepun * °, camxenne AJ[°

Hapymenus co Quenv yacmo Yacmo
CTOpPOHBI AbIxauus, | Oxprnka’ Opnprmka’
OpPraHoB IrPyAHOI
KJIETKH U
cpeloCTeHUs!
Keaynouno- Quenv yuacmo Yacmo
KHILEYHbIE Huapes®, Tomnora’, ppora’, Huapes®, 6omb B xuBoTe’, 3a10p
HApYylLIeHHus 3amnop

Yacmo

Boub B sxuBoTE’
Hapymenus co Quenv yacmo Yacmo
CTOPOHBI KOKH U Coinb (BKTIOYas aiepruueckuii | Collib
NMOAKOKHbIX TKaHell | AepMaTHT), 3yA

Yacmo

HouHnast noTIMBOCTb, CyXOCTh

KOXH
Hapymenus co Quenv yuacmo Yacmo

CTOPOHBI KOCTHO-
MBIIIEYHOH U
COCIUHUTEILHOMI
TKAaHH

MpeIiieunblie Cy10poru, 0016 B
CIIMHE

Yacmo

Aptpanrus, 6011b B
KOHCYHOCTSX, MBIIIICUHAS
c1abocTh

BoJib B CHIMHE, MBILIEYHAS
cnaboctr’, apTpanrus, 60b B
KOHEYHOCTSX

Hapymenus co
CTOPOHBI OYEK U
MO4Y€BBbIBOASIIIUX
nyre

Yacmo

[MoueyHast HETOCTATOYHOCTH’
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paccTpoiicTBa u
HapylIeHHus B MecTe
BBeJ/IeHUs

[ToBBIIIICHHAS YTOMJIIEMOCTb,
acrenus’, nepudepuyeckue
OTEKH, TPHUIIITONO00HBIHA

Jluxopanka®, acrenus®,

IMOBBIIICHHAA YTOMIISICMOCTD

Kiacc cucremsl Bce HexenaTel) "
opraHos/ peakuun/Yacrora 4 crenenu TszkecT/Yacrora
[peanmouyrureNbHbIN
TEePMUH
Oomme Quenwv yacmo Yacmo

CHHIPOM (BKIIFOYAs TUXOPaIKy’,
KaIllesb)

Yacmo

O3H00

Cm. «Onucanue omoenvrovix HIIPy»

HUJIP, 3apecucmpuposannvle kak «cepvestnvley 6 xo0e KU MKJI

0

Aneopumm, npumensemwitl 0ns MKJI:
Konmponupvemoe KU ¢azvr 11 MKJT
«  Bce HJIP, so3nukarowue 6 xooe nedenus y >5 % nayueHmos, noayuasuiux 1eHaiuooMuo,
U, Kak MUHUMyYM, ¢ 2 % pasnuyetl 8 00JI51X MeHCOY NeHATUOOMUOOM U 2PYNHOU KOHMPOJIA.
«  Bce HJIP, sosnuxarowue 6 xooe newenus, 3 u 4 cmenenu maxcecmu y >1 % nayuenmos,
ROIYYABUUX TIeHATUOOMUO, U, KAK MuHumym, ¢ 1 % pazuuyetl 6 001X medncoy epynnou
JIEHAAUOOMUOA U 2PYNNOU KOHMPOJIAL.
«  Bce HJIP, sosnuxarowue 6 xooe nevenus y >1 % nayuenmos, noay4asuiux 1eHaiuoomuo,
u, kax munumym, ¢ 1 % pasnuyeii 8 001X MeHcOy 2pynnol NeHaruoomMuod u pynnou
KOHMPOJIAL.
HUccnedosanue 6 oonoti epynne KU ¢aszvl 11y nayuenmos ¢ MKJI
«  Bce HJIP, so3nukatowue 6 xooe nevenus y >5 % nayuenmos
«  Bce HJIP, 6o3nuxarowue 6 xooe nevenus 3 u 4 cmenenu mscecmu y 2 u 6oyee nayueHmos
«  Bce HJIP, go3nuxarowue 8 xo0e nevenus y 2 u 6ojee nayuenmos

Csoonas mabauya HJIP 015 koMOUHUPOBAHHOU mepanuy JeHAIUOOMUOOM NPU DOIAUKVIAPHOU

JZMMCbOMe u JZMMGbOMe U3 K1emox MapeUuHaibHOl 30Hbl

Tabnuua 5 moAroToBiieHa MO JAaHHBIM, MOJYYEHHBIM B X0/€ npoBeaeHus ocHoBHbIX KW (NHL-
007 u NHL-008) y marmenToB ¢ ®JI unu JIM3, nmomy4aBmmx KOMOWHHUPOBAHHYIO TEPAIHIO

JICHATMJIOMHUJIOM C PUTYKCUMAOOM.

Ta6muma S. HJIP, ormedyennsle B KU y manmento ¢ ®JI mam JIM3, nmosayyaBmux
JICHAJIUAOMHU/I B KOMOMHAIMU C PUTYKCUMAOOM

CucremHo-oprannblii |[Io0o4ynble peakuun ITo0ounbIe peakuun 3—4
KJjacce/ (cymmapno)/Yacrora creneHu Tskectu/Yacrora
IMpeanmoyruTenbHbIN
TEePpMHUH
HNHpexunonnsie u | Quensv wacmo Yacmo
napasuTapHbie Nudexunn Bepxuux | [THeBMonns’, cencuc’, 6poHXHT,
3a0oJsieBaHusA JbIXaTENbHBIX yTeN racTPOdHTEPHUT, UH(EKIUH
Yacmo MOYEBBIBOJISIIMNX ITyTEH
[MueBmonus’, rpumnm, OpOHXHT,
CHUHYCHT, nHpeKIun
MOUEBBIBOJIAILIMUX MTyTEH
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JloGpokauecTBeHnble, | Quens yacmo W e = TR BRI TR UL
310KavecTBeHHble M| CHHIPOM «BCHBILIKK» ONMyXond | basanbHoKIeTouHas
HEYTOYHEHHbIE Yacmo kapruHoMa
HOBOOOpa3oBaHUSs T110CKOKIETOUHBIH paK KOXKH *F
(BKJIIOYasi KHUCTBI H
MOJIMIIbI)
Hapymenns co | OQuenv uacmo Quenv wacmo
croponbl  kpoBu u|Heiitponenus anemus’, | Helirponenms »°
JUM@paTH4ecKou TPOMOOIUTOHEH S *, Yacmo
CHCTEMBI JTeHKONEeHHST Anemus®, TpombonuTonenus *,
Yacmo bebpunbHas Heiitponenus’,
Jumponenns NeHKONeHus  , TMMQOTICHUS
Hapymenust co | Quensv wacmo Yacmo
CTOPOHBI ooMeHa | CHIKeHIE armeruTa, | O6e3BoxuBanue’,
BellleCTB M MUTAHUSI | TUTIOKAIMEMUS TUIEPKANBIUEMHUS’, CHIDKEHHE
Yacmo anrmneTura, TUIOKaTueMus,
O6e3BoxuBanue’ runogocharemus,
TUIEePyPUKEMHUSI
Hapymenust ncuxuxku | Yacmo
Henpeccusi, 6eccoHHHIIA
Hapymenus co | Ouenb ywacmo Yacmo
CTOPOHBI HepBHOIi | ['on0BHAs 601b, TONOBOKpYx)EHHE | OOMOPOK
CHCTEMBI Yacmo
[Mepudepuueckas  Helponarus,
U3BpallleHHE BKyca
Hapymenus co Yacmo
CTOPOHBI cepana OubpuIAIIUS npe/:[cepzuxlﬁ<>
Hapymenust co | Yacmo Quenwv wacmo
CTOPOHBI COCY/10B Cuaumxenne Al TO  nerounoit aprepun *,
cHmxenue AJl
Hapymenust co | Quensv wacmo Yacmo
CTOPOHBI Ognpiuka’, karrens Onprmmka’
IbIXaTeJbHOM Yacmo
CUCTEMBI, opranos | bons B poTornorke
TPYAHOH KJIETKH M
cpeloCTeHUs!
Keaynouno- Quenv yuacmo Yacmo
KHIIeYHbIe Bons B sxmBote’, amapes, 3amop,|Boms B xuBote’, auapes, 3amop,
HApYyLIeHHus TOIIHOTA, PBOTA CTOMATHUT
Yacmo
bone B BepxHEW 4acTu KHUBOTA,
JUCTIETICHSI, CTOMATHUT, CyXOCTh BO
PTY
Hapymenus co | Ouenb wacmo Yacmo
cTOpoHbl  Ko:kH M |CBITb , KOXKHBIN 3y1 ChInb, KOKHBIH 3y
MOAKOKHBIX TKaHe | Yacmo
CyxocTb KOXH, HOYHAs

IOTJINBOCTD, DOpUTEMA
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Hapyumenus co | Quenb wacmo el = TR B TE WU
CTOPOHBI KOCTHO- | MbllieuHble cygoporu, 06onb B|bonbs B KoHeyHOCTsX, OOJIb B
MBIIIEYHOT U | CIUHE, apTpaTus niee
COCIUHUTEILHOMI Yacmo
TKAHH Bons B KOHEUHOCTSIX, MHAITHSI,

607b B 11IEE
Hapymenus co Yacmo
CTOPOHBI MOYeK H Octpas oyeyHast
MOY€EBbIBOASIINX HEJI0CTaTOYHOCTE'
nmyTei
Oo6mue paccrpoiictBa | Quensb uacmo Yacmo
u Hapymenus B Mecte | JIuxopaaxa’®, noBbllieHHast | [loBbIIIIEHHAsT ~ yTOMJISIEMOCTb,
BBe/CHUS YTOMIISIEMOCTb, acTEeHUsl, | ACTCHUS

nepudepruIecKue OTeKH

Yacmo

O3H00
JlaGopaTtopHbie u| Yacmo Yacmo
HHCTPYMeHTaIbHble | CHI)KEHHE MacChl Tena IToBeiienue ypous AJIT
JAaHHbIE

N

Cnm. «Onucanue omoenvrvix HIIPy

HJIP, ommeuennvle kax «cepvesnviey 6 KU y nayuenmos ¢ @JI u JIM3

Omnocumes moavko Kk cepvesuvim HIIP

Obobwarowuii mepmMuH «Collby GKIIOYAEH Cledyrouue npeonoumumenbHble Mepmunbl. Cullb,
MAKYJIONanyne3xas Cblnb, KpAnUeHUYa

* Obobwarowuti mepmun «JIeUKONEHUR» BKIIOUAem Caedylowue npeonoumumenvhbvie mepMuHbl.
JICUKONEHUSL U CHUJICEHUEe YUCLA IeIKOYUMO8

o Obobwarowuii mepmun «UM@PONEHUAy GKIIOHAem CAeOVIOUWUe NPEONnOYmMUmeibHble MEPMUHDBL:
JUM@PDONEHUS U CHUIICEHUE YUCTA TUMPOYUMOE

+

*

Aneopumm, npumensemviii 05t DJI u JIM3:
Koumponupyemoe KU ¢a3zvt 111:

e HJIP ¢ Kl NHL-007 — ece HJIP, 6o3nukarowue 6 xooe nedenus y >5,0 % nayuenmos,
ROTYYABUUX TEeHATUOOMUO/PUMYKCUMAD, U ¢ He MeHee Yyem Ha 2,0 % bonvuell yacmomoti
( %) 6 epynne nenanudomuoa no CPAGHEHU0 ¢ KOHMPOIbHOU epYNNoLl — (RONYIAYUSA 05
oyenKu bezonacHocmu)

o HJIP 3—4 cmenenu msascecmu ¢ KU NHL-007 — ece HJIP % cmenenu msowcecmu,
603HUKaOWUe 8 XoOoe Jeuenus He MeHee uem y 1,0 % nayuenmos, nomyyasuiux
JleHanuoomud/pumykcuma0, u ¢ ne menee yem Ha 1,0 % Oonvwel yacmomoii @ epynne
JIEHATUOOMUOA NO CPABHEHUIO C KOHMPOIbHOU 2pYnnou — (nonyiayus O1s OYeHKU
besonachocmu)

o (Cepvesnvie H/IP ¢ KU NHL-007 — sce cepvesnvie HIIP, o3nuxarowue 8 xooe ieuerus He
menee uem y 1,0 % nayuenmos, nonyuasuiux 1eHaruooMud/pumykcumao, u c e meHee 4em
Ha 1,0 % 6onvweil uacmomoi 8 epynne JeHATUOOMUO/PUMYKCUMAD NO CPABHEHUIO C
KOHMPONLHOU 2PYNNoil — (ROnyaayust 01 OyeHKU 6e30nacHocmu)

HUccnedosanue 6 oonoii epynne KU ¢azvl 1l y nayuenmog ¢ unooieHmuou Hexo0HCKUHCKOU
aumehomon (uHXJI):

e HJIP ¢ K NHL-008 — 6ce HJIP, so3nukatowue 6 xooe neuenus y >5,0 % nayuenmos

o HJIP 3—4 cmenenu msaxcecmu 6 KU NHL-008 — ece HJIP 3—4 cmenenu msocecmu,
so3HUKaowue 8 xooe nevenus y >1,0 % nayuenmos

o Cepvesnvie H/IP ¢ KU NHL-008 — sce cepvesnvie HJIP, so3nukaiowue 8 xooe jeyeHus y
>1,0 % nayuenmos
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B nononmnenue k BbimeykazaHHbiM HJIP, BeisiBieHHbIM B Xone ocHOBHBIX KW, Tabmuma 6

NoATO0TOBJICHA HA OCHOBEC OG’bGI[I/IHeHHBIX MOCTPCTUCTPATUOHHBIX JaHHBIX.

Taoauna 6. HJIP, 3aperucTpupoBaHHbIe B MOCTPErHCTPAIIMOHHOM Iepuoae y MalUeHTOB,
MOJIy4aBIIUX JIEHAJTHIOMUJL

Kuaace cucreMbl

Bce Hexes1aTe/IbHBIE peaKIUU

HexenarenbHble peakuuu

OpPraHoB / HactoTa 3 u 4 cTeneHu TAKeCTH /
IMpennouyruTeNbHBIN Yacrora
TEePMHUH
Nupexunonnbie u Heuszeecmmno Heuszeecmmuo

(BKJIIOYASI KUCTHI U
MOJINIIBI)

napasuTapHble Bupycubie nndeknun (Bkioyast | BupycHsle nHpekuuu (BKIO4as

3a0o0/1eBaHuSA OMOSICHIBAFOIINI JUIIan U | ONOSICHIBAOIINI JUIIai "
pEaKTUBAIIMIO BHUpycCa TemaTHTa | PEaKTUBAIIUU BHpYycCa
B) renatuta B)

Jlo6pokayecTBeHHbIE Peoko

, 3JI0KaYeCTBEHHbIE CuHIIpOM TH3HCa OIyXO0JU

U HEyTOYHEHHbIEe

HOBOOOpa30BaHUs

Hapymenus co
CTOPOHBI KPOBH M
JumdaTndeckoi
CHCTEMBI

Heuzeecmmno
[Ipuobperennas remopunus

Hapymenus co
CTOPOHBI HMMYHHOM
CHCTEeMBI

Peoko

AHadunakTudeckas peakmus”
Heuszeecmno

OtTopxeHue TpaHCIUIaHTaTa
MapeHXUMATO3HBIX OPTraHOB

Peoxo
AHadunakTrdeckas peakmus”

CHCTEMBbI, OPTaHOB
TPYAHOM KJIETKH U

Hapymenus co Yacmo

CTOPOHBI I'uneprupeos

SHTOKPUHHOI

CHCTEMBI

Hapymenus co Heuacmo Peoko

CTOPOHBI Jlerouynas runepreHsus Jlerouynas runepreHsus
NBIXaTeJbLHOM Heuszeecmmuo

HNaTepcTiinaibHBII THEBMOHUT

CpeloCTeHus!

Keaynouno- Heuszeecmmuo

KHILEeYHbIEe [Mankpeatut, nepdoparust KKT
HapyueHust (BKJIFOYAsT POOOICHUE TPHIXKH,

nepdopary KUIeyHuKa 1
TOJICTOM KHUIIKH)

Hapymenus co
CTOPOHBI NIEYEHH H
sKeJTYeBbIBOALINX

Heuzsecmuo
Ocrtpas neyeHo4Has
HEJJ0CTATOYHOCTh , TOKCHUECKUIL

Heuzsecmuo
Ocrtpas neyeHouHas
HEJJ0CTATOYHOCTh , TOKCHUECKUI
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OpPraHoB / YacToTa 3 u 4 creneHu TAKECTH /
[peamouyrurenbHbIN YacroTa
TEePMUH
myTeii TenaTuT , IUTONUTHICCKHIH rernaTut.

A v
remnaTuT , XOJIeCTaTHYSCKUM
TeaTHT , CMEIIaHHbIH
[IATOIATHYECKUI/XOIeCTATYECKIIA

remnaTur
Hapyumenus co Heuacmo
CTOPOHBbI KOKH U AHTHMOHEBPOTUYECKUIN OTEK
MOJAKOKHBIX TKaHel Peoxo

Cunapom Ctusenca-/IoHcoHa
TOKCHYECKHUH M AEPMaJIbHbII

HEKpOIH3

Heuzeecmno
JIeNKOINTOKIaCTHUECKUI
BaCKYJIHT, JIEKapCTBEHHAs

peakmusi ¢ 203uHOGWIMEH u
CHCTEMHOM CHMIITOMATHKOM

Cnm. «Onucarnue omoenvrvix HJ/IPy

Onucanue omoenvnvix H/IP

Tepamozennocmo

JleHanumOMHU SIBISIETCS CTPYKTYPHBIM aHAJOrOM TalUJAOMHIAa — AaKTHBHOTO BEIIECTBa,
o0iajaromero TeparoreHHbIM 3()(EKTOM ¥ BBI3BIBAIONIETO TSDKEJBIE JKU3HEYTPOXKAIOIIHE
QaHOMAQJIMM pa3BUTUS y deJoBeKa. JleHamuaoMHUI HMHIAYLUPOBANI Yy 00€3bsSH MOSIBICHHE
BPOXKICHHBIX aHOMaJ'II/II\/'I, CXOXHUX C OITMCAHHBIMU AJIA TaJINJIOMHU A (CM. pasacia ((HpI/IMeHeHI/Ie npu
OepeMEHHOCTH W B MEPHUOJ[ TPYAHOTO BCKApPMIIMBAaHUS»). EcCIu NEHAIMIOMHUJ TMOCTYIAeT B
OpraHu3M BO BpeMsl O€pEMEHHOCTH, MOYKHO MTPOTHO3UPOBATH €r0 TepaTOreHHbIN AP (HEKT.

Heumponenus u mpomboyumonenus

Bnepesvie ouacnocmuposannas MHOMCECMEEHHAs MUENIOMA: NAYUEeHMbl, KOMOPbIM NOKA3AHA
MPAHCNIaGHmMayus, NOayYaguiue JNeHAIUooOMud 68 KomoOuHayuu ¢ 6bopmezomubom u
0eKcamemaszoHoM

Hetitponienus 4 crenenu TsbkecTy Habmoganachk y 2,8 % u 28,7 % nmanueHToB B UCCIIEIOBaHUSIX
PETHEMA GEM2012 u IFM 2009, cootBercTBeHHO. PeOpuibHasi HEUTpoNeHus 4 cTeneHu
Tshxectn Habmonanacek y 0,0 % u 1,1 % manuentoB B uccienoBanusix PETHEMA GEM2012 u
IFM 2009, cooTBETCTBEHHO.

TpomOoruTonieHust 3 win 4 CTeneHW TsokecTH HaOmopanack y 6,3 % u 18,5 % manueHToB B
nccnegosanusx PETHEMA GEM2012 u IFM 2009, coOTBETCTBEHHO.

Bnepeble 0%02H00mup06aHHa}l MHOIUCECMBEHHAA MuUueaoma. nayuermsl nocie TICK c
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[Honnepxxuparomas tepanus neHanuaoMuaoM nocie TI'CK yame conpoBokaanace pa3BUTHEM
HelTporiennn 4 cremnenu, yeM B rpynne miane6o (32,1 % B cpaBuenun c 26,7 % [16,1 %
B cpaBHeHuH ¢ 1,8 % mociie Hayana noaaepxuatoieid tepanun| B xoae KM CALGB 100104 u
16,4 % B cpaBaenuu ¢ 0,7 % B KM IFM 2005-02, cootBeTcTBeHHO). Y 2,2 % marnuentoB B KU
CALGB 100104 u 2,4 % nauuenroB B K1 IFM 2005-02T, cOOTBETCTBEHHO, 3aperucTpupOBaHa
HEUTpONEHHs, KOTOpasl TpuBeNa K MPEKpalleHUIo Tepamuu JeHamuaomuaoM. DdedOpuibHas
HEUTPOIIEHUS 4 CTENEHU TSHKECTH Pa3BUBANIACh CO CXOXKEW YaCTOTOM B IpyNIe MOAIEPKUBAIOIICH
Tepanuu JeHaauaoMuaoM U rpynne mianedo B o6oux KU (0,4 % B cpasenuu ¢ 0,5 % [0,4 %
B cpaBHeHMH ¢ 0,5 % nocie Hayana noanepxusatonieit tepanuu| 8 KM CALGB 100104 u 0,3 %
B cpaBHeHHH ¢ 0 % B KU IFM 2005-02, COOTBETCTBEHHO).

[TonnepxxuBaromas Ttepanus JeHamuaomuaoMm mnocie TI'CK wyame BbI3pIBajga pa3BUTHE
TpoMOouuToneHnu 3 uiaM 4 creneHu TsokecTH, yem ruianebo (37,5 % B cpaBHenuu c 30,3 %
[17,9 % B cpaBHenuu ¢ 4,1 % nocne Havana noxnepxusatouieii repanuu] B xone KM CALGB
100104 u 13,0 % B cpaBHenuu ¢ 2,9 % B K1 IFM 2005-02, cCOOTBETCTBEHHO).

Bnepsvie duacnocmuposannas MHOMCECMBEHHAS MUELIOMA. NAYUEHMNbL, KOMOPLIM He NOKA3AHA
MPAHCNAAHMAyus, NoIyyaguiue JNeHamuoomMud 6 KoMmoOuHayuu ¢ Oopmesomubom u
oexcamemaszoHom

B uccnenosannun SWOG S0777 Heitrponenus creneHu 4 TsokecTH Habmonanack B rpynmne RVd
pexe, uem B rpynmne cpaBHeHust Rd (2,7 % B cpaBHenuu ¢ 5,9 %). B rpynnax RVd u Rd 6su1a
3aperUCTPUPOBAHA AHAIIOTMYHAS YacTOTa pa3BUTHs (PeOpUIbHON HEHUTporeHun 4 CTENeHU
Tsoxectd (0,0 % B cpaBHeHuu ¢ 0,4 %).

TpomOouuTonenus 3 uiam 4 CTeNeHu TsHKECTH Habmoganack B rpymnie RVd yaie, uem B rpymme
cpaBaenus Rd (17,2 % B cpaBuenuu ¢ 9,4 %).

Bnepsvie ouacnocmuposannas MHOMCECMBEHHAS MUELIOMA. NAYUEHMNbL, KOMOPLIM He NOKA3AHA
MPAHCNIAHMAYUS, NOTYYABULUE TEHATUOOMUO 8 KOMOUHAYUU C 0eKCaMema30HOM

[Ipn npuMeHeHUM KOMOWHANMM JEHAIMIOMHUIA C JEKCAMETa30HOM Yy mMmanueHTtoB ¢ BJIMM
OTMEYAJIOCh YMEHBIICHHE YacTOThl BOZHUKHOBEHUS HelTponienuu 4 creneHu tsokectu (8,5 % B
rpymnme Rd (menpepwiBHOe sieuenne) u Rd 18 (sieuenun B Teuenue 18 4-HenmenpbHBIX IHUKIIOB) B
cpaBaenuu ¢ 15 % B rpynne MPT). ®eOpunbHas HelTporieHus 4 CTENeHH TSHKECTH HabIo1anach
Hevacto (0,6 % B rpynme Rd u Rd18 B cpaBuenuu ¢ 0,7% B rpynmne MPT).

[Ipn mpuMeHeHWH KOMOWHAIMHU JICHAIMIOMHUIA C JeKCaMeTa3oHoOM Yy marueHToB ¢ BJIMM
OTMEYAJIOCh YMEHBIIIEHHE YacTOThl BOZHUKHOBEHHUSI TPOMOOIUTONEHUHU 3 U 4 CTENEHU TSHKECTU
(8,1 % B rpynne Rd u Rd18 B cpaBuenuu ¢ 11% B rpynne MPT).

Bnepeble Ouaenocmupoeannaﬂ MHO2HCECMBEHHKHAA MUeloma.: nayueHmosl, KomopsviM He noKasana
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

[IpumeHeHne neHAIUIOMHIA B KOMOMHAIMK ¢ MeTI(paTaHOM U MPETHU30JIOHOM Y MAIUEHTOB C
BJIMM cormpoBoxaanochk 0ojiee BBICOKOW 4YaCTOTOW BO3HHKHOBEHHSI HEUTPOIEHUU 4 CTCIICHH
Tsoxectd (34,1 % B rpynne MPR+R/MPR+p) o cpaBaenuto ¢ rpynmnoit MPp+p (7,8 %). Onuzozst
bebpunbHON HeWTporieHun 4 cTeneHu TsbkecTd HaOmonanuch dvame (1,7 % B rpymme
MPR-+R/MPR+p no cpaBaenuro ¢ 0,0 % B rpymnme MPp-+p).

[IpumeHeHre NeHAMUIOMHIA B KOMOMHAIMK ¢ MeTI(paTaHOM U MPETHU30JIOHOM Y TMAIUEHTOB C
BJIMM conpoBoXaaJIoCh TOBBIIIEHHONW YacTOTOW BO3HUKHOBEHHs TpomOouuToneHud 3 u 4
crenenn Tskectu (40,4 % B rpynne MPR+R/MPR+p) mo cpaBuHenuto c¢ rpymnmoit MPp+p
(13,7 %).

Mnooicecmeennasn muenoma.: nayueHmol, NOLYYUSUIUE KAK MUHUMYM OOHY TUHUIO Mepanuu
[Ipumenenne KOMOWHAIIMU JICHAIMIOMHUIA C JEKCaMETa30HOM Yy MmamueHToB ¢ MM
COTIPOBOKAAJIOCH MOBBIIIEHUEM YacTOThl pa3BUTHUS HeliTporieHuu 4 crteneHu Tsxectu (y 5,1 %
NAlMEeHTOB, NPUHUMABLIUX JICHATUAOMHUJl C JIeKcamMeTa3oHOM, 1o cpaBHeHuro ¢ 0,6 %
y MAallMeHTOB, MPHUHUMABIINX KOMOWHAIMIO JeKcamMeTa3oHa U Iuiane6o). DebOpuibHas
HeUTponeHus 4 CTENEeHU TSKECTU y MalUEHTOB, MPUHUMABIINX KOMOWHAIUIO JICHATUAOMUIA C
JIeKcaMeTa30HOM, oTMedanack Hedacto — 0,6 % (y ManMeHTOB, MPUHUMABIIMX KOMOWHAITHIO
nekcamera3oHa u miame6o — 0.0 %).

[IpumeHeHne KOMOWHALIMK JIEHATHIOMHIA C JAeKcameTa3oHoM npu MM compoBOXIaioch
MOBBILIICHHEM BEPOSITHOCTH pa3BUTHA TpomOouuTonenuu 3 u 4 crenenu Tsoxect (9,9 % u 1,4 %,
COOTBETCTBEHHO, y MAI[MEHTOB, IPUHUMABIINX JICHAIUIOMUJ C IE€KCAMETa30HOM, OTHOCUTEIHHO
2,3 % u 0,0 % y manueHToB, MPUHUMABIINX KOMOWHAIIMIO IeKCaMeTa30Ha U 11amedo).
Tayuenmoi ¢ Muenr00UCHIACMUYECKUMU CUHOPOMAMU

VY nmammentoB ¢ MJIC, mony4yaBmux Tepanuio JEHAIUIOMHUIOM, Yallle Pa3BUBAIACh HEUTPOIICHUS
3 u 4 crenenu Tsxectu (74,6 % y MalKMeHTOB, MOMyYaBLINX JICHAJTUAOMUI, IO CPAaBHEHUIO C
14,9 % y nanmenToB, noiy4asmux miamedo, B KU ¢dazsl I1I). Coyyan ¢pedpuiibHOM HEWTpONeHUN
3 ¥ 4 cTeneHu TSHKECTU OTMEYEHB! y 2,2 % NanueHTOoB B TPYIIE TEPAluU JIEHAIHIOMHUIOM, 110
cpaBaenuo ¢ 0,0 % y maumentoB B rpymme miane6o. [lpumeneHue neHanugoMuaa yaiie
COTIPOBOXKAAETCA pa3BUTHEM TpombOouuToneHuu 3 u 4 crenenu Tsokectu (y 37 % mamueHToB,
MOJTy4YaBIIUX JICHATUIOMHI, TI0 CpaBHEeHUIO ¢ 1,5 % mamueHTOB, monydaBmux Iuianebo, B KU
dassr 1II).

Tayuenmuol ¢ 1umpomoii u3 Kiemox MaHMUHOU 30Hbl

VY naunuentoB ¢ MKJI yame passuBanace Helitponenus 3 u 4 crenenu tsokectu (y 43,7 %
MAlMEHTOB, MOJYYaBIIMX JICHATMIOMUM, MO cpaBHEHHIO ¢ 33,7 % MallMeHTOB B KOHTPOJIbLHOU

rpynrne B KW ¢assr I). Cnyyan ¢pebpunbHoil HeliTporieHu# 3 U 4 CTENEHU TSHKECTH OTMEYEHBI
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Tayuenmoi ¢ pornuKyIAPHOU TUMPOMOT ULU TUMPOMOU U3 KIEMOK MAPSUHATLHOLU 30HbL
[IpumeneHue ieHaTuIOMIIa B KOMOMHAIMH ¢ putykcumadboMm npu OJI wmm JIM3 cBsizaHo ¢ 6oree
BBICOKOM 4acTOTOW pa3BUTHs HeWTporneHuu 3 wnu 4 creneHu Tspkectd (50 % y mamueHToB,
NOJYYaBIIUX JICHAJIUIOMU/PUTYKCUMA0, B cpaBHeHHH ¢ 12,8 % y manueHTOB, MOJIYyYaBIIUX
ianebo/putykcumad). Bee cimydan HeliTponiennu 3 wiu 4 cTeneHu TsHKeCTH ObLUTH 00paTUMBI ITPH
IpephIBAaHUM TEPANUH, CHIKEHUU 03Bl W/WUIU MOJACPKHUBAIOLIEM JIeYeHUH (aKTOpaMu pocTa.
Kpowme Toro, Hewacto Habmo1anack pedpuinbHas HelTponenus (2,8 % y manneHToB, MOTyYaBIINX
JCHAUIOMUJ/PUTYKCUMad, 1o cpaBHeHuio ¢ 0,6 % y TanuMeHTOB, MOJy4YaBIIUX
riane6o/puTykcuman).

[Ipumenenue neHamuaOMHUIa B KOMOUHAMK ¢ puTykcuMaoom mipu @JI u JIM3 Takke cBsi3aHO ¢
0oJiee BBICOKOM 4acToTOM TpoMOonuToneHnu crenexu 3 uin 4 (2,3 % y nanueHToB, IOJy4YaBIINX
JCHATUIOMUJ/pUTYKCUMad, 1o cpaBHeHHo ¢ 1,1 % y TamnWeHToB, MOMydYaBIIUX
iane6o/purykcuman).

Benosnas mpombosmboaus

[Ipumenenne KOMOWHAIIMU JICHAIMIOMHUIA C JEKCaMETa30HOM Yy MmamueHToB ¢ MM
COTMPOBOMKAAIOCH MOBBIIICHHBIM PUCKOM pa3BUTHS TpomOo3a MIyOOKHX BeH M 1D IeroyHoi
apTepuu, B TO BpeMsi Kak B KOMOUWHAIIUHU ¢ MeI(alaHOM U IPETHU30JI0HOM, a TAKXKE Y TTAI[ICHTOB
¢ MM, M/IC u MKIJI Ha ¢hoHEe MOHOTEpaITUK JICHATUIOMHUIOM 3TOT PUCK ObLT HIDKE (CM. pazaen
«BzaumopeiicTBue ¢ IPYruMH JIEKapCTBEHHBIMH MpenaparaMn»). OJHOBpeMEHHOE Ha3HAuYEeHUE
DPUTPOTMIOITHYECKUX CPEICTB WM HAIMYUE TPoMOO3a IITyOOKUX BEH B aHAMHE3€ TAaKKe MOTYT
YBENUUUTH pUCK TO OCII0)KHEHUH y TaHHOW I'pyNIIbl NAl[UEHTOB.

Undapxm muoxapoa

VY nmanueHToB, IPUHUMABIIUX JICHAJTUAOMU, OTMEUANUCh ciay4yan pa3Butus M, ocoOenHo mpu
HAJIMYUU U3BECTHBIX ()aKTOPOB PUCKA.

Temoppazuueckue ocnodicHerus

['emopparuueckue  OCJIOKHEHHMsSI  yKa3aHbl B  COOTBETCTBUM C  CHCTEMHO-OpraHHOMU
KJlaccuuKalyel, a UMEHHO, HapyLIEHUS CO CTOPOHBI KPOBH M JHUM(ATUYECKON CHCTEMBI;
HApYIICHUSI CO CTOPOHBI HEPBHOW CHUCTEMBI (BHYTPHUEPEITHOE KPOBOH3IHSHHE); CO CTOPOHBI
JBIXATENIbHON CHCTEMBI, OPTaHOB TPYIHOMN KJIETKH U CPEIOCTEeHUs (HOCOBOE KPOBOTEUCHHE); CO
croponbl JKKT (ruHTHBaibHOE, TEMOPPOHUIAIBLHOE, PEKTAIbHOE KPOBOTEUCHHUS ), CO CTOPOHBI
MOYEK W MOYEBBIBOAAIIMNX IyTeH (TeMaTypus); CO CTOPOHBI COCYIOB (IKXHUMO3bI); TPaBMBI,
WHTOKCHKAIIUU U OCIIOKHEHUS MaHUTTY AU (yrmo0).

Annepeuneckue peaxyuu 1 msiceible KONCHblEe PeaKyuu
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

aHAQUITAKTUYECKYI0 PEAKINI0, U TSHKENBIX KOXKHBIX peakiuuid, BKIoYas cuHAapoM CTHBEHCa-
JIXKOHCOHA, TOKCHUYECKMM HNUIACPMAJbHBIM HEKPOJIM3 M JIEKAPCTBEHHYID PEaKUUI0 C
so3uHOmIMerd u  cuctremMHor cumnrTomarukodl (DRESS-cunapom), npu npumeHeHUH
neHanuaoMuna. B nmrepatype cooOmaeTcs O BO3MOXKHOM TEPEKPECTHOW PEaKIuu MEKITy
JEHAIMOMUJIOM U TAIUIOMUIOM. JIeHamnjoMu1 He ciaeyeT Ha3HavaTh NalueHTaM, B aHaMHE3e
KOTOPBIX OTMEYAIUCh TsDKENble (OPMBI CHITU NpU MpueMe Tanuaomuaa (cMm. pasaen «Ocolble
YKa3aHUI» ).

Hepsuunvie 310KkauecmeenHnble OnYxXoau ()DVZOIZ JoKanuzauyuu

HoBrle 31mokauecTBeHHbIE HOBOOOpa3oBaHUs, oTMeuaBmecs B KU y manueHToB ¢ MHETOMOi
1ocJIe MPUMEHEHUsI KOMOWHAIMH JICHATUAOME/IA C IEKCAaMETAa30HOM 110 CPAaBHEHHIO C KOHTPOJIEM,
IpeCTaBIsuIn cOOOM, IIaBHBIM 00pa3oM, 0a3a1bHOKIIETOUHBINH MITH INIOCKOKIIETOYHBIN paK KOXKH.

Ocmpuiil muenouonwlil neiuxos (OMJI)

MHnooicecmeennasn muenoma

Cnyuyau OMIJI nabmomanuce B KW BJ/IMM y manweHTOB, TONYYaBIINX JICHAIUIOMH]l B
koMOuHanmu ¢ Mendananom min cpasy xe nocie BJIM/TI'CK (cMm. pazaen «OcoObie yKka3zaHus» ).
OMUJI ue nabmonancs B KN y marmmenTor ¢ BJIMM, nony4aBmmx JeHaTHAOMHAT B KOMOWHAIIUN
C HU3KUMH JI03aMHU JIEKCaMeTa30Ha P CPAaBHEHUH C TATUIOMUIOM B KOMOMHAIINY ¢ MeT(aTaHOM
U TIPETHU30JIOHOM.

Muenooucniacmuueckue CuHOpPOMbI

Ncxonnbpie nmepeMeHHbIe, BKIIIOYAsi CIOKHBIE IUTOr€HETUYEeCKMe aHoMainu U TP53 mytanuw,
accolMupoBaliich ¢ nporpeccupoBanueM a0 OMJI y narmentoB ¢ MACS5q 1 3aBUCUMOCTBIO OT
reMoTpaHcysuii (cMm. paznen «Ocobble ykazaHus»). Ilpeackasyemas JBYXJIETHSSI COBOKYITHAS
yacTtoTa nporpeccupoBanus 10 OMJI cocraBuna 13,8 % y maunento ¢ M/IC5q no cpaBHEHHUIO €
17,3 % y nanuentoB ¢ MJIC5q u 0HOI OMOTHUTEIbHOW HUTOTCHETHYECKOW aHOMAIIUEH, U
38,6 % — y mamMeHToB €O CIOXHBIM KapuoTHUNoM. B xone perpocnexktuBHoro anammsza KU
neHanuaoMua npu jedyeHun MJIC, npenckazyemasi IByXJIETHSSL 4aCTOTa MPOTPECCUPOBAHUS J10
OMJI cocraBuna 27,5 % y NmanMeHTOB € MOJOXKUTENbHBIM pedyiprarom MI'X-p53 u 3,6 %
y HallMeHTOB C OTpUIaTeNbHbIM pesyiabTatoM HWI'X-p53  (p=0,0038). V mnamnueHToB
C MONIOKUTENBbHBIM pe3yibTaroM MI'X-p53 uacrota mporpeccupoBanus a0 OMJI Obuta Huke
CpeaH TeX, KOTOpBIE JIOCTUTIIM HE3aBUCUMOCTH OT remoTpancdysuii (11,1 %), mo cpaBHeHHIO C
nanueHTamu 6e3 Takoro orseta (34,8 %).

Hapywenus co cmoponst neuenu

B nmocTtpeructpaiinOHHOM TEPUOAE 3aPETUCTPUPOBAHBI CIEAYIOIINE HAPYILIEHHS CO CTOPOHBI

nmevYeHu (YacToTa HEW3BECTHA): OCTpas TIEeueHOYHAas HEJAOCTaTOYHOCTh W Xxosectad (o0a
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HUTOJINTUYECKUIA/X0JIECTATUYECKUI T€IIaTUT.

Paboomuonus

BbeIn oTMeUeHBI penkue cirydan padIoMHO0IIN3a, B HEKOTOPHIX M3 HUX JICHATUIOMUI IIPUMEHSUTHA
COBMECTHO CO CTaTMHAMH.

3abonesanus WUmMosUOHOU dceie3ol

Coo0mianocsk 0 ciiydasx BOSHHKHOBEHHSI THIIOTUPEO3a W Tureptupeos3a (cM. pasaen «OcoObie
yKazaHus: 3a00JI€BaHMsI IUTOBUTHOM JKEIIE3bD» ).

Cunopom «secnviukuy onvxoau (TFR) u cunopom ausuca onyxoau (TLS)

B xone KM MCL-002 npumepno y 10 % manueHTOB, IOJy4aBIIUX JICYEHHUE JIEHAIUIOMHIOM,
pasBuiics cu"apoM TFR mo cpaBHenuto ¢ 0,0 % B rpymnmne KOHTpousid. BoapIIMHCTBO cilydaes
BO3ZHUKJIO BO BpeMs | LMKJIa Tepannu; BCe OHHM PACLiCHUBAJIUCH KAK CBS3aHHBIE C TEPANHECH;
1 OOJIBIIIMHCTBO ciiyyaeB Obulo 1 mium 2 creneHu TsbkecTH. [lalueHTsl ¢ yCTaHOBIEHHBIM B XO€
JUArHOCTUKU BBICOKMM MEXIyHapOAHBIM IporHoctuyeckuM uuiaexkcom (MIPI) mnm ucxomno
TeHEepaTM30BaHHON NuM(poaaeHonaTHel (HaIW4YMe, Kak MUHHUMYM, OJHOTO OdYara JUaMeTpoM
> 7 cm) moryT umeTh puck pazputus TFR. B KM MCL-002 TLS 3apeructpupoBan y 1 manuenta
B KaxJIou u3 AByx rpymnmn jedeHus. B nonomuurensHoM KM MCL-001 nmpumepro y 10 %
nanuenToB pazsuiicst TFR; Bce oHM paciieHnBanuCh Kak CBS3aHHBIE C Teparnuei; u Bce Obutn 1 nim
2 CcTeNeHu TSHKECTU. DBOJNBIIMHCTBO CiIy4yaeB pa3BUBAIOCh BO BpeMs | ILMKJIAa TEpanuu.
B KU MCL-001 ve ormedeno ciayuyaeB pazButus TLS (cm. pazgen «OcoOble yKazaHHs»).

B uccnenoannu NHL-007 pa3sutue TFR Obuio 3apeructpuposano y 19/176 (10,8 %) nanueHToB
B Tpymnmne JeHamupomui/purykcumadb u y 1/180 (0,6 %) mamueHToB B rpymme
iane6o/putykcumad. bosnpimas gacts ciryyaeB TFR (18 u3 19) Obia 3apeructpupoBana B rpyIre
JICHATMIOMHUI/PUTYKCUMAO0 ¥ BO3HHKJIA B TEUCHHE MTEPBHIX ABYX MUKJIOB JiedeHus. TFR 3 crenmenun
TSOKECTH HaOnrojancsd y OJHOrO MalMeHTa W3 TPYHNbl JICHAUIMJOMHU/PUTYKCUMAO U He
HaOJr0AaJICs HU y OJHOTO MalMeHTa Tpynnsl mianedo/purykcumad. B uccnenoannu NHL-008
TFR nabmonancs y 9/222 (4,1 %) nanuenToB; (3aperucTpupoBaHbl 4 cirydasi 1 CTeneHu TsKeCTH
U 5 ciydaeB — 2 CTENEHU TSHKECTH ); OJIMH 3apETUCTPUPOBAHHBIN CTydaid ObLT COUYTEH CEPhE3HBIM.
B wuccnepoBanun NHL-007 TLS Bo3muk y aByx mnamueHtoB (1,1 %) w3 rpynmsl
JICHATMIOMUJ/PUTYKCUMA0 M HE HAOIIOAaNcsl HU Yy OfHOro U3 mauueHToB ¢ PJI, momydaBmux
ianedo/puTykcuMad; HU y OJHOTO mnaiuenTta He 3apeructpuposanbl HIIP crenenu 3 umm 4.
B nccnenoanun NHL-008 TLS Bo3Huk y omnoro manuesTta (0,5 %). 91o enuncrsenHas HJIP
Obuta uaeHTHuUIMpoBaHa kak cepbesHas HJIP 3 crenmenu tsokectu. B nccnenoBannun NHL-007
HU OJIMH U3 TALMEHTOB HE MPEKPATUJ TEParHio JICHAIUIOMUIOM/PUTYKCUMAOOM IO NPUYHHE

Bo3HukHoBeHUs TFR umm TLS.
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3abonesanus JKKT (MOCNEOOBATENEHOCTE 0008)

[epdoparus XKKT 6bu1a 3apeructpupoBana Ha GoHe mpuMeHeHHs JeHanuaomuaa. [leppopanms

XKKT mMoxkeT npuBOAUTH K CENTHUECKUM OCJIOKHEHUSAM U (aTaTbHOMY UCXOJY.

Ilepeno3upoBka

CrneunanpHOro mjiaHa AEMCTBUM NpU NEPENO3UPOBKE JEHAIUIOMUJA B HACTOSIIEE BpEMs HE
BI:Ipa6OTaHO, HCCMOTpPA Ha TO, UTO B HUCCIICAOBAHUAX I1O OMPCACICHUIO AWaIla3OoHa N03 4YacCTb
MalMEHTOB MoJy4Jaia 1036l 10 150 Mr, a B ucCeI0BaHUSAX BO3ACHUCTBUS OJTHOKPATHOM JO3bI — 110
400 mr mpemnapara. Tokcu4eckWe MPOSBICHUS, JMMUTHPOBABIIME BEIWYMHY J03bl B O3THUX
HUCCIICAOBAHUAX, 6I>I.HI/I HUCKIHOYUTCIBbHO IrEeMaTOJIOIr'M4Y€CKUMU.

B CJIyvac nepeao3upoBKU pCKOMCHAYCTCA CUMIITOMATHYICCKAA ITOAACPIKUBAIOIIAsl TCpaIus.

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH MpenapaTaMu

Apumponormuueckue n1eKapcmeeHHbvle CPeOCcmed, A TaKXKe JIPYTrue CPefCcTBa, KOTOPHIE MOTYT
MOBBIIIATh PUCK TpoMOO3a, HampuMep, MpermapaThl A TOPMOHO3aMECTHUTEILHON Teparuu,
CleyeT MPUMEHSTh C OCTOPOXKHOCTBIO y MalueHToB ¢ MM, mpUHHMAIOMUX JIEHATUIOMU] B
KOMOWHAIINHK ¢ JeKcaMmeTa3oHoM (cM. pazzaensl «Ilobounoe netictBue» u «OcoOble yKazaHUs).
Ilepopanvusle KOoHmpayenmuesl

He mnpoBoaunuch wWccnenoBaHUs JICKAPCTBEHHOTO B3aWMOJACHUCTBHS C TEPOPATBHBIMU
KOHTpaleNTUBaMu. JIeHanugoMu He SIBJIIeTCS UHAYKTOPOM (EpPMEHTOB CUCTEMBI IUTOXpoMa. B
UCCJIEIOBAHMSIX [N Vifro Ha TENaTOLMTaX YeJIOBeKa JICHATUAOMU B PA3IMYHBIX KOHLEHTPALUIX
He uaaynuposain nzopepmentsl CYP1A2, CYP2B6, CYP2C9, CYP2C19 u CYP3A4/5. ITosTomy
Ha (OHE MOHOTEpAnuM JICHATHIOMHUIOM HE TPENoiiaraeTcs WHIAYKINH, NPUBOIAIICH K
CHIKEHUIO 3()(DEKTUBHOCTH MPENapaToB, B TOM YUCIIE, TOPMOHAIbHBIX KOHTpAlenTUBOB. O1HAKO
JIEKCaMETa30H, SBISACH CIa0bIM/yMepeHHBIM HHAYKTOpoM n3odepmernta CYP3A4, BeposiTHO,
BIUSET Ha JApyrue (EpMEHTHI, a TaKKe TPaHCIOpTephl. Henb3s HUCKIIOYUTh BO3MOXKHOCTH
cHIKeHUS (D (PEKTHBHOCTH NIEPOPATHLHBIX KOHTPAleNTHUBOB HA (poHe Tepanuu. [losTomy cremayer
npeanpuHuMaTh S(PQPEKTUBHBIE MEphl TPEAOXPAHCHHS OT OEpEeMEHHOCTH (CM. pa3fenbl
«IIpumenenue npu OepeMEHHOCTH U B MEPUOJ TPYAHOro BcKapmiauBaHus» U «OcoObie
YKa3aHUSD»).

Bapgapun

He ormedeHo BnusiHME JeHanuaoMuga B 1o3¢ 10 Mr, TpUHUMAEMOro OJHOKPAaTHO, Ha
dapmakokuHeTHueckue mapameTpbl R- u S-BapdapuHa mnpu ero OJAHOKPATHOM TIpUEME.
OpnHOBpEeMEHHOE OJHOKpAaTHOE MpHMEHEHHEe BapdapuHa B 03¢ 25 MI' ¢ JICHATHIOMHIOM HE

BIMSIIO Ha (DapMaKOKWHETHKY mocienHero. OqHako HEM3BECTHO, MMEETCS JI B3auMOJICHCTBHE
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U KIMHAYECKOM NMPUMEHEHHUH (COMYTCTBYOIas mpa‘iﬁa‘ﬁ-}@é@ﬁéﬁ%ﬂi’ [-ﬂEEd;;/II—C!%éSOH

SABISICTCS  CIa0BIM/YMEPEHHBIM HMHIYKTOPOM (EpMEHTOB, W €ro BIMsSHUE Ha BapdapuH
HEU3BECTHO. PexoMeHIyeTcs TIaTeNbHBI KOHTPOJIb KOHIIEHTpAalUU BapdaprHa BO BpeMs
Tepanuu JeHaTUIOMHUIOM.

Huzokcun

OnHOBpeMEHHOE Ha3HAueHHE JICHATHIOMUIA B 03¢ 10 MI/AeHp yBETMUMBAIO IUIA3MEHHYIO
skcno3uiuio aurokcuna (0,5 mr omHokpaTtHO) Ha 14 % c moBeputenbHBIM HHTEpBaIOM 90%
(0,52 %—-28.,2 %). HeusBectHO, OyAeT 1 3TOT YPPEKT UHBIM B KIMHUYECKON cuTyauuu (Oosee
BBICOKHE JI03bI JICHAIMIOMH/Ia U COMMYTCTBYIOIIAsl Tepanus Aekcamera3soHom). [loatomy Ha Qone
JICYCHHS JICHATHIOMUIOM PEKOMEH IyeTCSl MOHUTOPUPOBATh KOHLIEHTPALHIO TUTOKCHHA.
Cmamunul

Cy1iecTByeT MOBBIIIEHHBIH PUCK pabIOMHOIN3a B CIIy4yae COBMECTHOTO MPUMEHEHHSI CTATUHOB U
JCHATUIOMUA, YTO MOXET OOBICHATHCS CYMMHPOBAHMEM JEHCTBUS ATHX IMpenapaToB.
Heo6xoauMo TiiaTensHOE KIMHUYECKOE U JabopaTopHoe HalirofeHue, 0ocOOEHHO B IEpBbIC
HEJIe/N JICYCHHUS.

Mexcamema3son

OnHOBpPEMEHHBIN OTHOKPATHBIM WJIM MHOTOKpPATHBIM TMpueM aekcameTrazoHa (40 Mr/cyTku) He
OKa3bIBaeT KIMHUYECKU 3HauuMoro sQdexra Ha (hapMaKOKWHETHKY JICHAIUIOMHUAA TPU €ro
MHOTOKpPaTHOM IIpHEME B /103€ 25 MI/CyTKH.

Bzaumooeiicmeue c unzuoumopamu P-znuxonpomeuna (P-gp)

Jlenamuaomun in vitro sBisiercst cyoctparom P-gp, HO He ero mHrHOMTOpOM. OTHOBpPEMEHHOE
MHOTOKpaTHOE MPUMEHEHHE CHIIbHOTO HHrHouTopa P-gp xunuauna (600 mr 2 pasza B CyTKH) WX
ymepenHoro P-gp mHTHOMTOpa/cyOCcTpaTa TeMcupoiaumyca (25 Mr) He OKa3bIBajJo KIMHUYECKH
3HauuMoro 3¢dekta Ha (HapMaKOKHHETHUKY JieHanuaomuaa (25 mr/cytkn). dapMakOKHHETHKA

TEMCHPOJIMMYCa HEC UBMCHAJIACh ITPU COBMECTHOM MIPUMEHCHHUHU C JICHAJITUAOMHUIOM.

Oco0ble ykazanus

Ilpy Ha3HAYeHHH JeHAJUAOMHIA B KOMOMHAIMU ¢ JPYTHMH JIeKapCTBEeHHBIMH
npenapaTamMi, IepeJx HAYaJOM TepanmuH cJeayeT NpeIBAPUTE]bHO O3HAKOMHTBHCH C
COOTBETCTBYIOLEH HHCTPYKIHUEH MO0 MeIHIHUHCKOMY NPHMEHEHUI0 JIeKAPCTBEHHOIO
npemnapara.

Ilpeoynpesicoenusn ¢ omuowienuu 6epemennocmu

JlenanuaoMun — CTPYKTYpHBIA aHajor TanuaoMuaa. M3BecTHo, 4To mpueM OepeMEHHBIMH
KCHIIMHAMHM TaJIuAOMUAA, 06J1a;[a}0mero BBIPAKCHHBIM TCPATOICHHBIM HeﬁCTBHQM, BBI3BIBACT

TSDKETIbIE M yTPOKAIONINE XU3HU BPOXKACHHBIE Ae()EKThl pa3BUTH. JIeHAIMAOMUA BbI3BIBAT
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y 00€3bsIH TIOPOKH Pa3BUTHSA, CXOJHBIE C )HI/IC&lHH‘ﬂIk’ITII/I::'?)g 'FE'5(£$Q&M Tﬂnhz'r'cn'\)[mxa

(cM. pazgensl «PapMakonorndeckue CBOWCTBA. JIOKIMHUYECKHE JaHHBIE MO 0e30MacHOCTH» U
«IIpumenenne npu OEpeMEHHOCTH W B NEPUOJ TPYAHOTO BCKapMmiuBaHus»). Ilpu mpueme
JeHATMIOMUA BO BpeMsi OEpeMEHHOCTH PHUCK pPa3BUTHS BpPOXKIEHHBIX Je(eKTOB BechMa
BEPOSTEH.

HeykocHurenbHoe  coOmogeHne Bcex Mep 10 NpenynpexaeHHI0  O0epeMeHHOCTH
pacnpoCTpaHseTCsl Ha BCEX NAILMEHTOK C COXPAHEHHBIM PENpPOAYKTHBHBIM MOTEHLIMAJIOM, €CIIH
TOJIBKO JJOCTOBEPHO HE MOJATBEPKJIEHO €0 OTCYTCTBHE.

Kpumepuu ona scenujun ¢ HecoXpanenHsvlM penpooyKmueHbsIM HOMEHUUATOM
JKeHmyHa-nanueHT WK KEHIIMHA, CEKCYalbHBIN MapTHEP MyKuuHbI-nanuenTa, HE cunrtarorcs
CIOCOOHBIMH K JIETOPOXKICHUIO TIPU HAJTMYUH XOTS ObI OTHOTO U3 CIEAYIONUX (PaKTOPOB:

- Bo3pact >50 JIeT W JIUTETbHOCTh €CTECTBEHHON ameHopeu >1 roja (aMeHopest BCIEACTBUE
MIPOTUBOPAKOBOM TEpaNUU WU B MEPUOJ TPYAHOTO BCKAPMIIMBAaHUS HE MCKIIIOYAET HaIMYUs
PENpOAYKTUBHOIO IOTEHLIMANA);

- paHHSA HEAOCTATOYHOCTh SIMYHUKOB, ITOATBEP KIEHHAS! THHEKOJIOTOM,;

- IBYCTOPOHHSISI CalIbITMHI00(DOPIKTOMUS UIIH TUCTEPIKTOMHUS B aHAMHE3E,

- reHorun XY, cunapom TepHepa, areHe3usi MaTKH.

Koncynomuposanue

[IpumeHeHre NEHATUAOMHUIA Y JKEHIIUH C COXPAHEHHBIM PENPOJYKTUBHBIM IOTEHIIHATIOM
NMPOTHBONOKA3aHO B TE€X CIIydyasix, KOTJa He COOIIOICHBI CIIEAYIOIINE YCIOBUS:

JKeHIINHA

- A0JZKHA MOHUMATB 0XKH/Ia€MOE TepaTOreHHOE ACHCTBUE JICHATNIOMHIA HA MJI0/;

- I0JIKHA TIOHMMATh HE00XOAUMOCTh HeNMpPePbIBHOIO MCIOJIb30BaHUS 3()(DEKTUBHBIX METOI0B
KOHTpAIETIINH B TEYCHNE HE MeHee 4 He/leNb 10 Havyaia JICYEHUs], BO BpeMs JICUCHHSI U HE MEHee
4 Henenpb MOCIIC OKOHYAHUS JICUCHUS;

- IOJKHA CJIEZI0BAaTh PEKOMEHAAINU UCIIOIb30BaTh 3(PPEKTUBHYIO KOHTPALCTILIHIO 1aXe B cIydae
aMEHOPEH Y JKEHIIMHBI C COXPAaHEHHBIM PETPOAYKTUBHBIM MOTEHIIHATIOM;

- OBITH CITOCOOHOM K COOJTIOICHHIO BCEX TPaBUI 3(PPEKTHBHON KOHTPAIICTIIIHH;

- IOJDKHA 3HATh M TIOHUMATh BO3MOXKHBIE MTOCIIEACTBUS OEPEMEHHOCTH, a TaKk)Ke HEOOXOANMOCTh
CpouYHOTro 00OpaleHNs 32 KOHCYJIbTAIlel PpY NOJ03pEHHH Ha OEpEMEHHOCTb;

- IOJDKHA MMOHUMATh HEOOXOAMMOCTh HEOTJIOKHOTO Hayasa JICUSHHs JICHAIUIOMHUIIOM cpas3y ke
TI0CJIE TIOJTyYeHHUS OTPUIATENIFHBIX PE3yJIbTATOB TecTa Ha OEPEMEHHOCTD;

- JJOJDKHAa OCO3HABaTh HEOOXOJMMOCTh MPOBEACHUS TECTA M BHIOJIHATH TECT HA OEPEMEHHOCTD
KaX/ble KaK MHHUMYM 4 HeJeNu 3a HCKIIOYCHHEM IalUeHTOK, Yy KOTOPHIX BBIIOJHEHA

CTEpHIIN3ALUS ITyTEM MEPEBA3KH MaTOYHBIX TPYO;
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- JIOJDKHA TOJATBEPANTH, YTO TOHUMAET PHCK B%MO)&Q{%%'@Q%&QE%'::f{;)gﬁéﬂél'%?l!/fﬁ u
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H€O6XO,Z[I/IMOCTB UX IPpCAYIIPCIKACHHUA B ICPUO] JICUCHUS JICHAITUAOMUIOM.

IIpumenenue y myxycuun

Jlannsle  u3yueHuss  (QapMakOKMHETUKH  JICHATUAOMHUIA Yy  MY)XUHMH-JI00pOBOJIBLIEB
CBHJIETEIBCTBYIOT O TOM, UYTO B XOJ€ JICUCHUS JICHATUIOMU MOXKET COAECPKATHCA B MPEAEIBHO
HU3KUX KOHIIEHTPALUSIX B CEMEHHOMU KMIKOCTH MAIMEHTOB U HE OIIPEACIIIeTCS Yepe3 3 THA Ioclie
NpeKpalieHus TMPUMEHEHHUs Tpernapara y  3J0pPOBBIX  JOOpOBOJNBIEB  (CM.  paszfen
«DapmakokuHeTHKa»). B kauecTBe Mepbl IPEeIOCTOPOKHOCTH, YUUTHIBAsI BO3MOKHOE CHIKEHUE
CKOPOCTH BBIBEJICHUS JICHAIUIOMH/IA Y OCOOBIX IPYII MalUeHTOB (Y MAalMEHTOB C HAPYIIEHUSIMU
GYHKIIUM TTOYEK), UTSI BCEX MYKYHMH, TPUHUMAIONINX JICHATHIOMUI, TOJKHBI OBITh COOIIOACHBI
CIIEYIOIINE YCIOBUS:

MY’KYHHA

- JIOJDKEH IIOHMMAaTh BO3MOXKHBIM PHCK TEPAaTOr€HHOTO JAEWCTBUS JICHAIMIOMUIA TpPHU
CEKCyallbHOM KOHTakTe ¢ OepeMEHHOW JKEHIIMHOW WU IKEHIIMHOM C COXpaHCHHBIM
PENpPOAYKTUBHBIM IMOTEHIIAATIOM;

- IOJHKEH MOHUMATh HE0OXO0IMMOCTh MCIIOJIb30BaHUS MPE3ePBATUBOB (ke MOCIIe epeHeCeHHON
Ba3’KTOMHUHU) TIPH CEKCyaJbHOM KOHTaKTe C OEpEMEHHOW JKEHIIMHOW WM S>KCHIIUHOW C
COXPAHEHHBIM PENPOAYKTUBHBIM IOTEHIMAJIOM, HE MCIHOJb3YIONIeH HaJACKHbBIE METOMAbI
KOHTpALICTIIIUH, B MIEPUOJI JICUCHUS, U B TEUCHHE HE MeHee 7 JHEW Mociie MPUOCTAHOBKHU H/WIIN
3aBEPILICHUS JICUCHUS;

- I0JDKEH TIOHUMAaTh, YTO €CIIU €ro NmapTHepia 3adepeMeHesna Bo BpeMs ero JIeUeHUs Uil BCKOpe
Mocjie  MpEeKpalleHuss  Tepanuu  JICHAIMJOMHUAOM, OH  JIOJDKEH  He3aMeIUTENIbHO
npornH(OPMHUPOBATH 00 3TOM CBOErO JIYalIero Bpada, a €ro MmapTHEpIIe PEeKOMEHIYeTCs
o0OpaTtuTthcs 3a 00CIe0BaHUEM U KOHCYJIbTAllMe! K Bpady-TepaToJIory.

Bpay, HasHayaWMH JieYeHHE JICHAJIUAOMMIOM JKEHIIHHAM ¢ COXPaHEHHBIM
penpoAyYKTHBHBIM MOTEHIIHAIOM, J0JZKEH

- yOenuThCs B TOM, YTO TMAIIMEHTKA YAOBIETBOPSET BCEM YCIOBHUSIM Mep Mo MpeaynpexIeHUI0
OepeMeHHOCTH, BKII0UYasi MOATBEPKICHIE TOTO, YTO OHA aJIEKBATHO TTOHUMAET CUTYAIHIO;

- TONY4YUTh COIJIacH€ TalMEeHTKU Ha o00s3aTeibHOe COOMIOIGHUE €10 BCEeX YCJIOBUM
BBIIIIEYKa3aHHBIX Mep 10 MpeaynpekIeHUI0 OepeMEHHOCTH.

Ilpasuna konmpauenyuu

JKeHImuHBI ¢ COXpaHEHHBIM PENPOAYKTHBHBIM TOTCHIIMAIIOM JOJKHBI MCIIOJIL30BaTh OJWH W3
3(PEKTUBHBIX METOJOB KOHTpAIEMIIMK B TCYCHHE HE MEHee 4 Helelb /10 Hayajia JICUCHUS, BO
BpeMsl Tepallui M B TEUECHUE HE MeHee 4 HeJeNb MOCJIe OKOHYAHUS TEPANUM JCHAIUIOMUIIOM,

JAaxKE BO BpCMs IMCPCPLIBOB B JICUCHUU, 3a HCKIIIOYCHUECM MMAIIUCHTOB, KOTOPLIC HAa NPOTAKCHHUN
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BCEr0 YKAa3aHHOTO CpPOKa BO3AEPKUBAIOTCA ceKcyb,IJ—llr;H;)&Et;[;igmg% H{To kaé;ﬁ- ctuno

MOATBEPXKIAeTCs JOKyMeHTanbHO. Ecnm manuentke He mono0pad A()QeKTHUBHBIA METO.
KOHTpALICTIIIUU, €€ HEOOXOJUMO HAMpaBUTh K Bpauy-TUHEKOJIOTY JUIsi TOA0Opa W Hadvama
UCIIOJIb30BaHUs TAKOTO METOJA.
Crnenyrolue npuMepbl MOKHO OTHECTH K MOAXOAAIIUM METOJaM KOHTpAIeTIIHN:

- IloakoxHbIE TOPMOHATBLHBIC UMILIAHTHI

- BnyTrpumarounsle cucteMsl, Bbaestonue ieBoHoprectpen (BMC)

- Jleno-npenapaTsl MEAPOKCUIIPOTECTEPOH aleTaTa

- TlepeBsizka MaTOYHBIX TPYO

- Baszskromus maptHepa (MOATBEpXKACHHAS JABYMS OTPHIIATEIBHBIMU  aHAJIU3aMHU

CEMEHHOM >KUIKOCTH);
- Ilporecrepon-comepkamme TaOJETKH, WHTHOUPYIONIUE OBYJSIUIO  (Hampumep,
JIe30TeCTpen)

B cBs131 ¢ IOBBIIIIEHHBIM PUCKOM TPOMOOIMOOIMYECKUX OCIIOKHEHUN TIPpreM KOMOUHUPOBAHHBIX
NepOopaTbHBIX KOHTPAIIENTUBOB HE MTOKA3aH MarueHTkaM ¢ MM, MpuHUMAIONINM JICHATHIOMHU]T B
COCTaBe KOMOMHUPOBAHHOM TEpANMK, U B MEHbIIEH cTenenn — manueaTkam ¢ MM, MJIC u MKJI,
KOTOpBIE MOJIy4al0oT MOHOTEPAIUIO JIEHATUIOMUIIOM (cM. pasnen «B3aumopeiicTBue ¢ ApyruMu
JICKapCTBEHHBIMU Tipemapatammuy»). s 3¢hdexTuBHOM KOHTpaleniMi 3THUM IMAallHeHTKAM
PEKOMEHIYEeTCSl MCIOIh30BaTh OAWH M3 MEPEUYHUCICHHBIX BBIIIE METOMOB. [IOBBIIICHHBIN pUCK
pazButuss TO coxpansierca B TeueHue 4—6 Hemenp TMOCHe MPEeKpalleHus mnpueMa
KOMOMHHMPOBAHHBIX MPOTUBO3a4aTOYHBIX CPECTB.
O} PeKTUBHOCTh TOPMOHATBHBIX MPOTUBO3aYaTOYHBIX MPENAPATOB MOXKET OBITh CHIDKEHA MPHU
OIHOBPEMEHHOM HAa3HA4YCHHWH JeKcameTa3oHa (cM. pazaen «BzaummopeicTBue ¢ ApyruMu
JIEKapCTBEHHBIMU MperapaTamm» ).
[TanmeHTKaM € HEUTPONEHUEH, HUCMHOJIB3YIOIMM B KayeCTBE MPOTHUBO3a4aTOYHOIO CPEACTBA
MOJKOXXHBIE TOPMOHAIBHBIE WMIUIAHTHI WJIM BHYTPUMATOYHBIC CHUCTEMBI, BBIJCISIONINE
JICBOHOPTECTpeN, HEOOXOAUMO TNPOPHUIAKTHUECKHM Ha3HAyaTb AHTUOMOTHKH B  CBS3H
C MOBBIIIEHHBIM  PUCKOM HWH(MEKIMOHHBIX OCJIO)KHEHHH B MOMEHT YCTaHOBKHM ATHX
TEpaneBTUYECKUX CHUCTEM, a Tak)Ke IOBBIIIEHHBIM PHUCKOM HEPEryIspHBIX KPOBSHUCTHIX
BBIJICJIEHUM U3 MOJOBBIX MYTEM.
Hcnonb30Banne BHYTPUMATOYHBIX CUCTEM, BBIIEISIONINX MeJlb, KaK MPaBUJIO, HE PEKOMEHTyeTCs
B CBSI3U C BBICOKUM PHCKOM Pa3BUTHUS HMHPEKIMOHHBIX OCIOKHEHUH B MOMEHT MMILUIAHTAllUU U
MOBBIIICHHOW KPOBOMOTEPH BO BpeMs MEHCTpYyallH, KOTOpask MOXKET YCHUJIUTh BBIPaKEHHOCTH

HEUTPOIIEHUH WM TPOMOOLIUTONIEHUH Y TTAllUCHTKH.
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(NOCNEQCBATENEHOCTE 0008)

Tecm na 6epemennocms

CMEPTHOMY OTYETY

B cooTBeTCTBUM C MECTHOM NMPAKTUKOM TecT Ha OEPEMEHHOCTh C YyBCTBUTEIBHOCTHIO HE MEHEe
25 MME/mMn1 fomkeH BBIMONHATHCS MOJA HAOMIOACHHWEM MEIMIIMHCKOTO IMEepCcoHaja Uil BCeX
JKEHILMH C COXPaHEHHBIM PENPONYKTUBHBIM IOTCHIMAIOM, BKJIKYAsA U T€X, KTO MOJHOCTBIO U
HETPEPHIBHO BO3/IEP/KUBAETCSA OT CEKCyaJIbHBIX OTHOLIEHUH. B naeane, Tect Ha GepeMEHHOCTb,
Ha3HA4YCHME JICYCHMS U BblJa4a IIpenapara JOJKHBI IPOUCXOAUTh B OJIUH U TOT K€ JeHb. Bbinada
JEHAIUJAOMHUA JKECHIMMHAM C COXPAaHEHHBIM PENPONYKTUBHBIM IIOTCHLMAIOM JIOJKHA
IIPOUCXOIUTH B TCYCHHUE 7 THEU NOCIIE HA3HAYCHUS TEPAIINH.

o nauana neuenus

Tect Ha OepeMEHHOCTh BBIMOIHIETCS IO/ HAOMIONEHHWEM MEIUIIMHCKOTrO IepcoHaia B JCHb
Ha3HAa4YCHMs JICYEHUS WIK 3a 3 JHs 10 BU3MTA K JIeHallleMy Bpady IIOCJI€ TOr0, KaK MalllueHTKa
ucnonb30Baia 3()(PEeKTUBHBIN METOJl KOHTpALENMU B TeueHUue He MeHee 4 Henenb. Pesynbrar
TeCTa JOJDKEH NOATBEPAUTH OTCYTCTBHE OEPEMEHHOCTH y NALIUEHTKU K MOMEHTY HayaJla TepanuH.
IIpooonxcenue u okonuanue nevenus

TecTel Ha OEPEeMEHHOCTh JOJDKHBI BBITOIHATHCS 10/ HAOMIOACHUEM MEIUIIMHCKOTO TepcoHana
KaKIble KAK MUHUMYM 4 HEZEeIH, BKII0Yash KAK MUHUMYM 4 HEIEIu N0CIe OKOHYaHUS JICYCHHUS,
3a UCKJIFOUCHHEM TMOATBEP)KICHHON CTepUIM3allii MAaTOUYHBIX TPYO. TecThl BBITOIHAIOTCS B JIEHb
Ha3HAa4YeHMs JICYEHMsI UJIM 3a 3 AHS 10 BU3UTA K JIedallleMy Bpady.

ononnumenbHble Mepvl NPEOOCHMOPOIHCHOCIU

[TaneHTHl HE JOJLKHBI ITepeiaBaTh Mpenapar My.]'IMI/IJ'II/I,I[a® JIpyrum Jimnam. Hencnosib30BaHHBIN
npenapar peKOMEHIyeTCs BO3BPATUTh B MEAUITMHCKOE YUPEIKICHUE 110 OKOHYAHUH JICUCHUS IS
0€3011aCHOT0 YHUUTOKEHHS.

HaI_II/IeHTy HEC pa3pemaeTc;1 GBITB I[OHOpOM KpOBI/I nJjm CHepMBI Ha HpOT}I)KeHI/II/I BCECIro JICUCHUA
JICHATUJIOMHUIOM (BKJIIOUasl MEPEPHIBHI B JICUCHUH) M B TCUCHHE HE MEHee 7 JAHEH Tociie ero
OKOHYaHHS.

MG,Z[I/II_II/IHCKI/IG pa6OTHI/IKI/I n JMna, OCyH_IGCTBJBIIOH_II/Ie yXO,Z[, JOJI)KHbI HOCHUTH 0;[H0pa3031>1€
nepyaTky npu oOpalieHnu ¢ OaHKOW MK KarcynaMu. bepeMeHHBIM )KeHIIIMHAM WITH JKeHIUHAM,
KOTOpBIE MOA03PEBAIOT, YTO OHU MOTYT OBITH OEPEMEHHBI, HE CIIETyET MPUKACAThCS K OaHKE WIIH
KarcyJsam.

Ooyuarouwiue mamepuanvl, 02PAHUYCHU 6 HAZHAYECHUU U 8bloaye npenapama

Uto0Bsl MOMOYH TAIMEHTaM MPEJOTBPATUTH BO3JEHCTBUE JIECHAIMIOMHIA HA TUIOM, BIIaJENell
PErUCTPAIlIOHHOTO YJOCTOBEPEHUS TMPEAOCTAaBUT MEAMIMHCKOMY TEepCOHaNy oO0ydvaromiue
MaTepuainbl, UYTOObI O0OCHOBaTh MPEIOCTEPEKEHUS B  OTHOIIEHWU TEPaTOTEHHOCTU
JEHAIUJAOMHU/IA, PEKOMEHJOBATh KOHTPALEMIIMIO TEpell HadaJoM TEepanuu U Pa3bICHUTH

HEOOXOIMMOCTh TIPOBEJCHHUSA TECTOB Ha OEpeMEHHOCTh. Bpau nomkeH mnpouH(pOpMHUPOBATH
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NALMEHTOB MY/KCKOTO M JKEHCKOTO IOJa |0 PpHCKE Bz ';E'ngéﬂéi;ﬁo]:&' ':lé-:d;é!)éKTa
y p P

JICHATMIOMHUJIA ¥ CTPOTUX Mepax o MpeaynpexIeHUI0 OepeMEHHOCTH B COOTBETCTBHH ¢ Mepamu
0 TpeaynpexJIeHuo OepeMeHHOCcTH. Bpau nomkeH obOecneunTh MalMeHTa oOydaromien
Opolopoil M KapTOYKOM NalueHTa, a TakKe WHBIMU SKBUBAJICHTHBIMH HHCTPYKIHUSMHU B
COOTBETCTBHUH C TOCYIAPCTBEHHOW CHCTEMOM KapT MalMeHToB. B naeane, rect Ha OEpeMEHHOCTb,
Ha3Ha4YCHHE JICYCHHS U BblJaua Ipenapara JOJKHbBI POUCXOIUTh B OJIMH U TOT )K€ JIeHb. Bbigaua
JEHAIUJAOMHUJIA JKEHIIMHAM C COXPAHEHHBIM PENpPOAYKTUBHBIM TOTEHIHAIOM JIOJKHA
MPOUCXOIUTh HE MO3AHEE 7 AHEH MOociie Ha3HayeHus Tepanuu. KeHIMHAM C COXpPaHEHHBIM
PENpPOAYKTUBHBIM MOTEHIIMAJIOM JIEHAIUIOMHT MOKET OBITh BBIJAH/BBINMHMCAH MAaKCUMAaJbHO Ha
CPOK 10 4 Hezellb B COOTBETCTBUM C YTBEPKICHHBIMHU MOKA3aHUSIMU U PEKUMOM JTO3UPOBAHUS
(cM. pazmen «Crocob MpUMEHEHHs U JI03bI»), B TO BpeMs KaK IPYTHM MalMeHTaM — Ha CPOK
Tepanuu A0 12 Hexenb.

Jlpyeue ocoovle yKa3anua u npeoynpercoenuss npu npumenenuu

Hudapxm muokapoa

Nmerotcst coobmenust o ciay4asx uHbpapkra Muokapaa (MM) y manueHTOB, NMPUHUMABIIUX
JCHATUJOMUZ, B YAaCTHOCTH, Yy JHUI, HUMEBHIMX (AKTOpPhl pHUCKA CEPIEeYHO-COCYAUCTHIX
3a00MeBaHUd M B TEYCHHE TEPBBIX 12 MecsAleB KOMOMHUPOBAHHOTO TIPUMEHEHUS C
JieKcaMeTa30HoM. B ciydae Hanuuus (akTOpoB pUCKa, BKIIIOYAs, B IIEPBYIO OYepeib, TPOMOO3bI
B aHaMHe3e, HEOOXOJUMO KOHTPOJMPOBATH COCTOSIHUE MAIMEHTOB, a TAKXKE IMPeINpUHUMATDH
NeICTBUS, HallpaBJICHHbIE Ha BO3MOXKHOE CHIDKEHHE BO3ACMCTBHS (PAKTOPOB pHCKa (KypeHHe,
apTepHualibHas TUIePTEH3MUs, TUIIEPIUITUICMUH ).

Benosnas u apmepuanvuas mpombosmboruu (T3)

Y mnauuweHtoB ¢ MM KOMOWMHHMpOBaHHAas Tepanus JCHAJUIOMHUIOM U JIEKCAaMETa30HOM
aCCOLMMPOBANIaCh C TIOBBIIIEHHBIM PHCKOM BEHO3HBIX 1D (MpeuMylIeCTBEHHO TpoMOO30B
rIyOOKUX BeH M TD JlerouHoi apTepun). DTOT pUCK OBLT HIDKE MPHU JICYCHUHN JICHATHUIOMHUJIOM B
KOMOUMHAIMHU ¢ MeJ(aTaHOM U MPETHU30IOHOM.

Momnotepanus neHanugomugom nanuentoB ¢ MM, MJIC u MKJI acconuupoBanach ¢ MEHBIIUM
pYcKOM BeHO3HOU TD (mpenMyIieCTBEHHO TPOMOO30B IITyOOKHX BeH U T JIETOYHOU apTepun),
YyeM MIpUMEHEHHE JICHATUA0MUa y nanueHToB ¢ MM B cocTtaBe KOMOMHUPOBAHHOI Tepanuu (CM.
pasnensl  «Ilobounoe neiictBue» u  «B3aumozeilicTBue ¢ OPYTMMHU  JIEKapCTBECHHBIMH
npernapaTaMmmu»).

Y namumentoB ¢ MM coderaHHOe TOPUMEHEHUE JICHAIUIOMHUIA U JEKcaMeTa3oHa
aCCOIIMUPOBAJIOCH C TOBBIIIEHHBIM PHUCKOM apTepHalbHbIX 1O (rmaBHBIM o0paszom, UM wu
MHCYJIbTA). DTOT PUCK OBUT HIJKE MPH JICYCHUH JICHAJIHIOMHUIOM B COYETAHUU C MeJ(alaHOM U

npeaHU3070HOM. Puck apTepuansabix T Hipke y manueHToB ¢ MM Ha ¢oHe MOHOTEpaIuu, Yem

57



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 03.02.2025 N= 2321

MNOCNEOOBATENEHOCTE 0008)

Ha (hoHE KOMOMHUPOBAHHOM TepaIruu ¢ JICHATHIOMHUIO

TakxuMm 06pazom, HEOOXOMMO HAOTIOAATH 32 MAIIUEHTAMHU, UMEIOIIUMU (DaKTOpHI pucka T3, B ToM
yuclie ¥ TpoMOO3bl B aHamHe3e. ClemyeT MmpeAnpuHUMaTh MEphl MO BO3MOXKHOMY CHIKEHHUIO
BO3JCHCTBUS  TakuxX (AaKTOPOB pHCKAa KaK KypeHHe, apTepuanbHas TUIEPTEH3Us,
runepaunuaeMus. [IporHocTuyeckoe 3HAYEHHE TakXKe HMEIOT  TpoMOOIMOOIHUYEcKHe
OCJIO)KHEHUSI B aHaMHe3€, COMYTCTBYIOLIAsh Tepamusi SPUTPOINOITHHOM, 3aMECTUTEIbHAs
ropMoHanbpHas Tepanus. TakuM oOpa3om, Tpenaparbl, 00JIaJaroIIKe 3PUTPONOITUIESCKOM
AKTHBHOCTBIO, a TAKXKE IpyTHUE MpenapaThl, KOTOPbIE MOTYT MOBBIIIATH PUCK PA3BUTHS TPOMOO30B
(HampuMep, TOpPMOHO3aMECTUTENbHAS Tepamusi), IOJDKHBI HAa3HA4YaTbCid C OCTOPOKHOCTHIO
nanventam ¢ MM, npUHUMAIOUM J€HAIUIOMU] BMECTE C JekcameTa3oHoM. KoHueHTpanus
reMoryioonHa Beitie 12 /a1 npeanonaraet mpeKpanieHrue Teparniuy SPUTPOTIOITHHOM.

Bpaun u mnanMeHThl JOJKHBI BHUMATENbHO OTCIIEKHBATh KIMHUYECKUE CHMIITOMBI,
CBUJICTEIILCTBYIONMME O BO3MOKHOW TO. IlanmueHThl AOMKHBI OBITH NPEAYNPEKIACHBI O
HEOOXOIUMOCTH HEMEIJICHHOTO OOpAIeHHsI K Bpauy B CIydyae MOSBICHUS TAKUX CHMIITOMOB KaK
OJIBIIKA, OOJIb B TPYAHOM KIIETKE, OTEK BEpXHEH UM HUKHEH KOHEYHOCTH.

Pexomenayercs npoduaakTuueckoe Ha3HAYCHHE MPOTUBOTPOMOOTHYECKON Teparmuu, 0COOCHHO
nanueHTaM, MMEIOIIUM JIOTOJHUTENbHbIE (aKTOpbl pHCKa pa3BUTUs TpomOo3a. Pemenue o
MPUMEHEHHUU MPOTUBOTPOMOOTHYECKOM TepaNuu CIeIyeT IPUHUMATD ITOCIIE TIIATEIHHON OIEHKU
WHIUBUIYAITBHBIX (DAKTOPOB PHCKA.

Ecnu y nmanuenTta nosBuiaucy cuMntomsl TO, HE0OX0UMO IPEKPATUTH JIEUCHHE JICHATHIOMUI0OM
Y Ha3HAYUTh CTAaHJAPTHYIO aHTUKOAryJIIHTHYIO Tepamnuto. [locne Toro, kak cocTosHUE NallenTa
CTaOUIU3UpPYeTCS HA AaHTHKOATYJISTHTHOW Tepamnuu, U CUMOTOMBI TD OyayT yCTpaHEHBI, MOXKHO
BHOBb HAuaTh JICYCHHE JICHATUJAOMHUIOM B TOH K€ 03¢ NpU ONAarompusiTHON OICHKE
COOTHOIIEHUS MoJyib3a/puck. [lanMenTty cienyer MpoaoKUTh aHTUKOATyJISHTHYIO TEpanuio B
TE€YEHHE BCEro AalIbHEUIIEeTo JICUeHUS JICHATUOMUIOM.

Jlecounas cunepmensus

Y NanweHToB, MOMYYaBIIMX JIEHAIHIOMHJ, COOOMIANIOCh O CIydasx JIETOYHOW TUIEPTCH3UH,
WHOT/Ia CO CMEPTEIbHBIM HcXoAoM. [larmenToB crienyer obcneoBaTh Ha IPEAMET MIPU3HAKOB U
CHUMIITOMOB CEPJICUYHO-JIETOYHBIX 3a00JI€BaHUM 10 HaYaja U BO BPEMs TEPAIHH JICHATUIOMHIOM.

Heumponenus u mp0M60uum0neHuﬂ

TsoxensiMu AO30JIMMUTHPYIOIIIUMU TOKCHYCCKHUMU  ABJICHUAMH JICHAJIMAOMUIAA ABJISIIOTCA
HEUTpOTICHUSI W TpomOouuToneHus. Pa3BepHyThId aHaNIM3 KpOBU, BKJIIOYAs OIpPEACIICHHUE
KOJIMYECTBA JIEMKOLMTOB, (OpMYyJbl KpOBH, KOJIMYECTBA TPOMOOILMTOB, T'€MOIVIOOHHA,
TeMaToOKpuTa H€O6XO,Z[I/IMO BBITIOJIHATL 10 Hadajla TCpannu, KaXXKAYrO HCACIIO B TCUCHUC TICPBBIX

8 HCACIIb TCpaluu JICHAJIMAOMUIOM M, 3aTCM, CKCMCCAYHO IJIdI MOHHUTOPHHIA HHTOHCHHﬁ.
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Tepanuu, a 3aTeM — Mepell HayalloM KaKIOro CIeIyromiero Iukia. I'paduk MOHHUTOpPUHTA
narueHToB ¢ @JI unu JIM3 — exxeHenenbHO B TeueHUe MepBbixX 3 Hepenb | nukina (28 muei),
KaX/1ble 2 HEJIeTU B TeUeHUe 2—4 [IMKJIIOB, 3aT€M — B Ha4aJle Ka)KI0r0 CIEAYIOIIEro HuKia. Moxer
noTpeOOBaThCS MpEepPhIBAHNE TEPANTUU W/ WM CHIDKEHUE 10361 (M. pazaen «Crocod mpuMeHeHUs
U JT03bI»).

B cnywae pa3Butus HEWTpomeHHMH, IENECOOOpa3HO Ha3HAUCHUE TpEnaparoB (akTopa pocTa.
[TaniueHTHl AOMKHBI OBITH MPOMH(OPMHPOBAHBI O HEOOXOIUMOCTH CBOCBPEMEHHO COOOIIATH
JedanieMy Bpady o JJI000M MOBBIIICHUH TEMIIEPATYPBhI.

[TariuenTam U BpayaM PEKOMEHIYETCS OTCIEKHBATh MPU3HAKH W CHMIITOMBI KPOBOTCUYCHWS,
BKIIIOUasi TIETEXUU U HOCOBBIC KPOBOTEUYCHHS, OCOOCHHO B CIy4asX, KOTJa OIHOBPEMEHHO
IIPUMEHSIEMbIE JIEKapCTBEHHBIE MTpernapaThl CIIOCOOHBI OBBIIIATH CKJIOHHOCTh K KPOBOTEUEHUSIM
(cm. paznmen «IloGounoe nefictBue. ['emMopparnueckue OCI0KHEHH).

CrnemyeT ¢ OCTOPOXKHOCTHIO Ha3HAYaTh JICHAIUIOMHII C JPYTHMH MHEIOACTPECCHBHBIMU
npenaparamu.

Bnepsvie ouacnocmupogannas MHO*CECMBEHHAA MUENOMA: NAYUEHMbl, KOMOPbIM HOKA3AHA
MPAHCNIAHmMayus, NoayYasuiue JeHAIuooOMuUd 6 KoMOuHayuu ¢  oopme3omudbom u
deKcamemaszoHoM

HeiiTponienus 4 crenenu Tsoxectu HaOmoaanacek y 2,8 % u 28,7 % namuentoB B KU PETHEMA
GEM2012 u IFM 2009, coorBercTBeHHO. DeOpuiibHass HEUTpOTNEHUsT 4 CTENEHH TSKECTH
Haomogamace 'y 0,0 % u 1,1 % mammentoB B8 KM PETHEMA GEM2012 u IFM 2009,
COOTBETCTBEHHO. [lammeHToB cieayeT mpoMH(POPMHUPOBATH O HEOOXOAMMOCTH CBOEBPEMEHHO
coobmate 0 (heOpMIIBHBIX SMH30[aX, MOXET MOTPeOOBaTHCS MPUOCTAHOBKA TEpaluU W/WIH
CHWDKEHHUE J103bI (cM. pazaen «Crnocod MpUMEHEHHS U T03bD»).

TpomOoruTonieHust 3 uiu 4 CTETIEHH TSKECTH HaOmoaanacek y 6,3 % u 18,5 % manuentor B KU1
PETHEMA GEM2012 u IFM 2009, cOOTBETCTBEHHO.

Bnepsvie ouacnocmupoeannas mHodcecmeennas mueroma: nayuewmsi nocie TICK ¢
nocieoyrouwell noodepaicusarowetl mepanueti 1eHatudOMUOOM

HJIP B xone KM CALGB 100104 Bxtouanu B ce0s siBIeHUS, 3a)UKCUPOBAHHBIE ITOCTIE BBEIACHUS
BbIcoko# 10361 Mendanana u TT'CK (BJIM/TT'CK), a Takxe sSBJICHHS B IEPUO/T ITO1ICPKUBAIOIIICH
Tepanuu. BTOpoll aHamu3 BBISBUI SBJICHHS, BO3HHKINKE TMOCIE Haudana MOAIEPKUBAIOIICH
tepanuu. B KU IFM 2005-02 6sutn 3aduxcupoBansl HPJI Tonbko 3a mepuo1 moaaepKuBaroiei
TEpaIuu.

B ob6miem, HeliTponieHust 4 CTENEHH TSHXKECTH HAOMIOaach ¢ BRICOKON YacTOTON y MAIIMEHTOB Ha

NOJICP’KUBAIOICH Tepanuu JICHAJHIOMHUIOM 10 CpaBHEHHIO ¢ rpymmoil manedo B nByx KU,
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TI'CK (32,1 % B cpaBHenuu c¢ 26,7 % [16,1% B cpaBHenun c¢ 1,8 % mocne Havana
noanepxuBatoieit Tepanuu]| B KU CALGB 100104 u 16,4 % B cpaBuenuu ¢ 0,7 % B KU [FM
2005-02, coorBercTBeHHo). HJIP B Buae HeWTponeHuu, BO3HHMKaromue Ha (OHE TEparnuu U
MPUBOJAIINE K MMPEKPAILIEHUIO TprUeMa JeHATUI0MUIa, ObUTH OTMEUeHbl y 2,2 % y MalnueHToB B
K1 CALGB 100104 u y 2,4 % nauuento B KU IFM 2005-02, cooTBeTcTBeHHO. PeOpuibHas
HeHTporeHus ObljIa 3aperucTpupoBaHa ¢ TAKOH JK€ 4aCTOTOM y MAIMeHTOB Ha MOJICPKUBAIOIICH
Tepanuu JeHATUAOMUIOM 0 CpaBHEHUIO ¢ rpymnmnoil mianedo B o6oux KU (0,4 % B cpaBHeHMH €
0,5 % [0,4 % B cpaBHenuu c 0,5 % nocne Havana nogaepxxkuBatonied tepanuu | B KU CALGB
100104 u 0,3 % B cpaBuenuu ¢ 0 % B KU IFM 2005-02, cootrBercTBeHHO). [laruentoB cnegyer
nporuH(OPMUPOBATH O HEOOXOJUMOCTH CBOEBPEMEHHO COOOMIATh O (EOPMIBHBIX 3MU30/aX,
MOXXET TOTpeOOBaThCS MPUOCTAHOBKA TEPAIMK W/WIM CHWDKEHHE N03bl (cM. pasaen «Crocob
MPUMEHEHHUS U J03bI»).

TpomboruTonenus 3 wiu 4 CTENEHW OTMEYallach Yallle Yy IMAlMeHTOB Ha IMOJJEP>KHUBAOIIEH
Tepanuu JEHATUIOMHIOM TIO0 cpaBHEHUIO ¢ rpymnmoil muane6o B KU, xoTopsie olneHUBAIH
MOJICPKUBAIOIIYIO0 Tepanuio JieHaauaomuaoM y mamueHToB ¢ BIMM nocne TI'CK (37,5 %
B cpaBHeHuH ¢ 30,3 % [17,9 % B cpaBHeHuHu ¢ 4,1 % nocne Hayasia MOAAEPKUBAIOIIEH TEPAIHH |
B K11 CALGB 100104 u 13,0 % B cpaBuenuu c 2,9 % B KU1 IFM 2005-02, cOOTBETCTBEHHO).
[TariuenTamM U BpayaM PEKOMEHIYETCS OTCIEKHBATh MPU3HAKH W CHUMIITOMBI KPOBOTCUYCHWS,
BKJIOYasi TMETEeXUU U HOCOBBIE KPOBOTEUEHHS, OCOOCHHO B CilyyasX, KOTJa OIHOBPEMEHHO
IPUMEHSIEMbIE JIEKapCTBEHHBIE MTpenapaThl CIIOCOOHBI OBBIIIATH CKJIOHHOCTh K KPOBOTEUEHUSIM
(cM. paznen «IToGouHoe nelicTBue. ['eMopparnuecKkue OCI0KHEHHS).

Bnepsvie ouacnocmuposannas MHOMCECMBEHHAS MUELIOMA. NAYUEHNbL, KOMOPLIM He NOKA3AHA
MPAHCHIaHmMayus, Noayyasuiue JeHAIuooMud 6 KoMoOuHayuu ¢  oopme3omudoom u
oeKcamemaszoHoOM

UactoTa pa3BUTHS HEHTPONEHUM 4 CTENEHU TSHKECTH ObUIa HUKE y MAlMEHTOB, MOJYYaBIIUX
JedYeHUEe JICHATMIOMUIIOM B KOMOWHaImmu ¢ OoprtesomuboM u nekcamerazoHom (RVd), B
cpaBHeHMH ¢ rpynnoi nedenus Rd (2,7 % B cpaBHenuu ¢ 5,9 %) 8 KU SWOG S0777. Yactora
pa3ButTus (GpeOpuIbHON HEUTpONeHUn 4 CTENeHU TsHKeCTH B rpymnmax JyiedeHus RVd u Rd Obina
onunakoBoit (0,0 % B cpaBHenuu c¢ 0,4 %). IlanmeHToB cienyer NpouH(DOPMHPOBATH O
HEOOXOIMMOCTH CBOEBPEMEHHO coo0marh 0 (heOpMIIbHBIX 3MHU304aX, MOXKET MOTPeOOBATHCA
MIPUOCTAHOBKA TEPAIMH W/WJIH CHIDKEHHE JT03bI (CM. pasnen «Croco0 mpuMEeHEHUS U J03bD»).
YacroTa pa3BUTHS TPOMOOLUUTONEHUN 3 UK 4 CTENIEHU TSHXKECTH Oblia BBILIE B TPYIIIE JICUECHUS

RVd B cpaBaenun c rpynmnoii Rd (17,2 % B cpaBuenuu ¢ 9,4 %).
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MPAHCNIAHMAY U, NOTYYABUIUE JTEHATUOOMUO 8 KOMOUHAYUU C HUSKUMU 003aMU 0eKCaMema3oHa
HefiTponienuto 4 cTeneHu TSHKECTH peke HAOMI0JaIN y MAIMEHTOB, TOTYYaBIINX JICHATHIOMU/I B
KOMOHMHAIUU C JIeKCaMEeTa30HOM, YeM Yy MAalMeHTOB B Irpymme cpaBHeHUs (8,5 % B rpynmnax Rd
[menpepriBHOE JeueHue | u RA18 [neuenue B Teuenne 18 4-HenenbHBIX IUKIOB] 1O CPABHEHUIO C
15 % B rpynne, npuauMaBimux MPT (cm. pazaen «Ilo6ounoe aeiictBrey). Dnu30/61 HeOpHuIbHON
HEUTponeHUM 4 CTENEHU TSKECTH BCTPEUAINCh C OJUHAKOBOM 4YacTOTOM B TpyIIe
JIEHAIMOMMU/ IEKCAMETA30H (0,6 % B rpymnmax MalMEeHTOB, MOJTYYaBIINUX
nenanugomu/nexcameraszon Rd u Rd18, no cpasuenuio ¢ 0,7 % B rpynne MPT) (cm. «ITob6ounoe
JIEUCTBUEY ).

TpomboruTonenus 3 win 4 CTENEHH TSHKECTH HAOII01aach B MEHBIIICH CTeNeHn B Tpymmax Rd u
Rd18, uem B rpynne cpaBuenus (8,1 % B cpaBuenuu ¢ 11,1 %, cOOTBETCTBEHHO).

Bnepsvie ouacnocmuposannas MHOMCECMBEHHAS MUELIOMA. NAYUEHINbL, KOMOPLIM He NOKA3AHA
MPAHCNIAHMAY U, NOTYYAIOUUE TeHATUOOMUO 8 COYEMAHUU C MENPANAHOM U NPEOHUZOLOHOM
[Ipumenenne neHanuaoMuaa ¢ Mendananom u npeaamsoionoM B KM y mammentoB ¢ BIMM
COTPOBOXKAAIOCH 0oJiee BBHICOKOW 4YacTOTOM HeWTpomenuu 4 crenenu tspkectu (34,1 % npns
rpynmnsl Tepanuu MendaiaHoM, NPEAHU30JI0HOM M JEHATUIAOMUIOM U 3aT€M JICHATUAOMUIOM
[MPR+R] u Mendananom, npeJHU30JI0HOM | JICHATHIOMHUAOM U 3ateM mianedbo [MPR+p] mo
cpapaenuto ¢ 7,8 % B rpynme MPR+p) (cm. pasmen «IlobGouHoe neiicTBue»). DMU307bI
bebpunbHON HeHTponeHUH 4 cTeneHu TsKecTH Halmoganuck Hedacto (1,7 % B rpymnme
MPR+R/MPR-+p no cpaBuenuto ¢ 0,0 % B rpymnmne MPp+p) (cMm. pazaen «[lobounoe aeiictBue»).
[Ipumenenre kKoMOMHAIINY JICHATTUIOMHIA ¢ Me(alaHOM M TPETHU30JI0HOM Y MannueHToB ¢ MM
COTPOBOKAAIOCH 00JIee BBICOKOM 4acTOTOM TpombouTonenuu 3 u 4 crenenu tsokectu (40,4 % B
rpynne MPR+R/MPR+p no cpasuenuto ¢ 13,7 % B rpynne MPp+p) (cm. paznen «Ilo6ounoe
JIEHCTBUEY ).

MHnoowcecmseennasn muenoma.: nayueHmol, HOLYYUSUIUE KAK MUHUMYM OOHY TUHUIO Mepanuu

Puck pasButus HelTponeHUM 4 CTENEHU TSKECTH y HanMeHToB ¢ MM, NogydmBIIMX Kak
MUHUMYM OJHY JIMHUIO TEpamnuH, I[P OJHOBPEMEHHOM Ha3HAUCHUM JICHAIUJIOMHIA U
nekcameTazoHa  oueHb  Bbicok (5,1 % B rpymnme  MAnmMEHTOB,  MOJy4YaBIIUX
JCHATMIOMU]/ IeKcaMeTa3oH, oTHocutenbHo 0,6 % B Tpynmne NauMeHTOB, MOJYYaBIIUX
ianebo/nekcamerason) (cm. pasgen «Ilobounoe neiicTBue»). Dmm3oabl  (HeOpMITbHOM
HelTponeHnn 4 cTeneHW TsbKecTu peructpupyrores Hedacto (0,6 % B rpymme HanueHTOB,
MOJTyYaBIIUX JICHATUIOMUJI/IeKcaMeTa3oH, oTHocuTenbHo 0,0 % B rpynme mManueHToB,
NOoJy4aBIIUX IuTanedo/aekcameTa3on) (cMm. pasgen «llo6ounoe neiictBue»). Bricokas yacrora

pa3BUTHS TPOMOOLUTONEHUN 3 U 4 CTENEHU TSHKECTH OTMedaeTcs y ManueHToB ¢ MM mpu
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B TPYIIIE MAaMEHTOB, MMOJyYaBIINX JICHAINIOMHI/IeKcaMeTa3oH, oTHocuTensHo 2,3 % u 0,0 % B
rpyImIe NanyueHToB, MOTy4YaBIINX Ianedo/nekcameTa3on) (cM. pazaen «Ilobounoe neiictBue»).
Muenooucniacmuueckue CuHOpPOMbI

VYV namuwentoB ¢ MJIC nedyeHue JEHATUIOMUIOM YaIll€ BbI3BIBAJIO PA3BUTHE HEUTPONEHUU U
TpOMOOIIMTONIEHNU 3 U 4 CTENeHH THKECTU MO CpaBHEHUIO ¢ rmyanebo (cm. pasznen «llobounoe
JICUCTBUEY ).

Jlumehoma u3z Knemox MaHMuIiHOU 30HbL

VY nanuentoB ¢ MKJI Heiitponienus 3 u 4 cTeNeHU TSHKECTH pa3BUBaAIach vaile Ha (hOHE JTCUCHH
JICHAJIMIOMUIOM, Y€M Y TTallMeHTOB KOHTPOJIBbHOM rpynmsl (cM. pa3zaen «IlobouHoe neficTBre»).
DONTUKYIAPHAA TUMPOMA UTU TUMPOMA U3 KIIEeMOK MAPSUHATLHOU 30Hbl

[IpumeHeHue IeHaTMI0MHUAa B KOMOMHAITMY C pUTYKCuMaooMm y nanueHToB ¢ DJI u JIM3 cBsizano
¢ 0oJiee BBHICOKOM 4aCTOTOW pa3BUTHS HEUTPOIICHUH 3 WM 4 CTENEHU TSHKECTH MO CPAaBHEHHUIO C
HalMeHTaMH, MoyJyaronuMu 1ianedo/putykcumad. HeBpicokast yacToTta pa3Butus (HeOpuIIbHOM
HEUTpONIEHNH M TPOMOOIMTONECHUU 3 WM 4 CTENeHH TSDKECTH Habiroganach Kak B TpyIIe
JICHATMIOMHUI/PUTYKCUMA0, TaK U B rpyrie/mianedo (cM. pasaen «[lobounoe aeicTBue»).

3abonesanus WUMoBUOHOU Jiceesbl

Nmetotes cooOmieHus o clrydasx THIIOTUPE03a v TuniepTupeosa. [lepe HauamoM IedeHus ClieyeT
OIICHUTH COIyTCTBYIOIIME 3a00JIeBaHMsI, CIOCOOHBIE OKa3blBaTh BIHSHHE HAa (YHKIUIO
IIMTOBUTHOM JKeJie3bl. PekoMeHIyeTcsl MPOBOIUTH OIICHKY (D)YHKITUHU ITUTOBHTHOM JKeJIe3bI ITepeT
HAYaJIOM JICUCHHUS U €€ PETyJSIPHBIN KOHTPOJIb Ha (pOHE MPUMEHEHUS Iperapara.

Hepud)epultecmzﬂ Heliponamus

Monekyna JIeHaIuAOMHUIA CTPYKTYPHO CXO0’Ka C MOJIEKYJIOW TaIMIOMHUIA, KOTOPBIM M3BECTECH
CBOEH CMOCOOHOCTHIO BBI3BIBATH TSKENIYIO TepUBEpUUECKyI0 HelpornaTtuio. TeM He MeHee, He
OTMEYEHO MOBBIIICHHONW YaCTOTHI Pa3BUTHS MiepudepruiecKoi HelponaTuu npu Jieuenun BJIMM
Ha (OHE JNICUYCHHUS JCHATUIOMUIOM B KOMOWHAIIMU C JIEKCAMETa30HOM WU MeldamaHOM U
IPEIHU30JI0HOM, WIM IPU Ha3HAYEHUH MOHOTEpAINUU JICHAIUIOMMIOM, WIM IPU JJINTEIBHOM
IIPUMEHEHNH JIEHAINIOMUA.

[IpumeHeHue JeHanuaOMHAa B KOMOWHAlMM C BHYTPUBEHHBIM BBeleHHEM Oopre3oMuba u
JIeKCAMETa30HOM y TaiueHToB ¢ MM cBsizaHo ¢ 0ojee BBICOKOH 4YacTOTOH pa3BUTHA
nepugepuyeckoit Heiipornatuu. YactoTa pa3BuTis nepudeprudeckoit HeiipornaTuu Obl1a HUXKE MPH
MOJKOKHOM MYTH BBeJieHUs OopTe3omuba. bonee monpoOHas mHbopmalus ykazaHa B paszeie
«IloboyHoe neiicTBHE» W HWHCTPYKUUU MO METUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOIO

npenapara s 6oprezomuoa.
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Cunopom «scnviuukuy onyvxoau (TFR) u cunopol qusucd Qh};oﬁ;ﬁ@'TEﬂbH': CTb 0008)

CMEPTHOMY OTYETY

B cBsA3M C BBIpaXXEHHOM AHTUHEOIIACTUYECKON AKTHUBHOCTHIO JICHAIMIOMHAA BO3MOXKHO
paszsutue TLS. Ha done neuenus nenanunomuaom TLS u TFR Habmoganuce 4acto y maueHToB
C XpOHMYECKHM JUM(OIUTAPHBIM JIEMKO30M M HEYacTO y MalueHTOB C JuM@omoil. beuin
3aperucCTpUPOBaHBI U JieTalIbHbIE HCX0 bl TLS Bo BpeMsi mpumeHeHus JieHaaoMuaa. Beicokomy
pucky paszutus TLS u TFR o0cobeHHO mOABEpKEHBI MalMEHTHl, UMEIOIIUE OOJBIIYIO
OIYXOJIEBYIO MaccCy JI0 HayaJjia Tepanuu. Y TaKUX NalM€HTOB HYKHO OYEHb OCTOPOKHO HAYNHATH
TEpanuio JEHATUAOMUAOM. 3a 3TUMU MAllMEHTaMHU JOJKHO OBITh OPraHHW30BaHO IMOCTOSHHOE
HaOJI0/IeHNe, 0COOEHHO B TEUEHHUE MEPBOr0 LKKIIA TEPAlluU WU B MPOILIECCE MOBBIIMICHUS 103bI
npernapara, a Takke HeoOXOIMMO NMPUMEHEHHE OOINENpPUHATHIX HpoduiaakTHueckux mep. Ha
¢doHE NedeHus TCHATUAOMUIOM MarueHToB ¢ MM B peaKux ciydasx cOOOIaIoCh O Pa3BUTHHU
TLS, y mauuentoB ¢ M/IC pa3sutue TLS He 3apeructpupoBaHo.

Jlumehoma u3z Knemox MaHMuIiHOU 30HbL

PekoMeHayercss MOCTOSSHHOE HaOmoeHue W KOHTpoib 3a cumnromamu TFR. TlamueHTsl
YCTAaHOBJICHHBIM B XOJI€ IMAaTHOCTUKUA BBHICOKUM MEXIYHAPOIHBIM MPOrHOCTUYECKUM UHJIEKCOM
(MIPI) wim ncxoTHO TeHepaTn30BaHHON JMMQoaIeHonaTiel (HaImurue, Kak MUHUMYM, OJTHOTO
odara AWamMeTpoM > 7 cM) MoryT uMmeTh puck pa3Butus TFR. CuHIpOM TpaH3UTOPHOTO
yCYryOJNeHHs] KIMHUYECKUX TMPOSIBICHUNA OMYXOJIU MOXKET MAaCKHPOBATh IMPOTPECCHPOBAHUE
3a0oneBanud. Ilamuwenram, y KoTopbix Obu1 aumarHoctupoBaH TFR 1 u 2 cremenu, Obun
Ha3HaueHbl TOKOKopTukoctepouabl, HIIBII w/munm HapkoTHYecKkWe aHAIBIETUKH IS
kynupoBanus cumntomoB TFR. Pemenune o nedenmm TFR gomxHO OasupoBaThcsi Ha
WHAWBUIYATHHOM MMOAXO/E K OLEHKE Pe3yJIbTaTOB KIMHHYECKOTO 00CIeAOBaHUS MAIlUeHTa (CM.
paznensl «Crocod nmpuMeHeHus u 1036 U «IlobouHoe neiicTBre» ).

DonnuKynapHas aumpoma unu 1umpoma uz Kiemox Map2uHaibHOU 30Hbl

Pexomenayercs mocTtosHHOe HaOmoneHHe W KOHTposb 3a cumnromamu TFR. Cunmgpom
TPAH3UTOPHOTO YCYTyONeHHs] KIMHUYECKUX TMPOSBICHUN OIYyXOJMH MOXKET MAaCKHPOBAaTh
nporpeccupoBanue 3aboneBanus. I[lamuentam, y kotopbix Obun guarHoctupoBan TFR 1 m
2 crerieHW, OBLTM Ha3HA4YeHBbl TiokokopTtukoctepouasl, HIIBII w/unm HapkoTuueckue
aHanbreTuku s kKynupoBaHus cuMntomoB TFR. Pemenue o meuennn TFR  nmomxHOo
0a3upoBaThCs HA WHIUBUIYaTbHOM TOAXOJE K OILEHKE pPe3yJdbTaTOB KIMHUYECKOTO
oOcnenoBanus namueHTa (cM. pasnensl «Crocod mpuMeHeHust ¥ 1036 U «Ilo00uHOoe neficTBrE).
Pexomenayercs TiaTenbHBIM KOHTpOJb M orneHka TLS. HeoOxommmo mopjgepxkaHue ypOBHS
JKUJIKOCTH B OpraHU3Me MalMeHTOB, NpodriakTudeckoe yieueHne TLS, a Takxke IMpoBEICHHE
€XKEHEISIPHOTO Pa3BEPHYTOr0 OMOXMMHYECKOTO aHalu3a KPOBH B TCUEHHUE MEPBOTO LUKIIA HIIH

J0JIBIIE€ B COOTBCTCTBUHU C KIIMHUYCCKUMMU ITOKAa3aHUAMU (CM. pasaciibl «Cmocob MMPUMCHCHUSA 1

63



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 03.02.2025 N= 2321

(NOCNEQCBATENEHOCTE 0008)

no3b» 1 «[lobouHoe nericTBreY ).

Onyxonesas macca

Jlumghoma u3 Kiemox MaHmMuHoOU 30Hbl

JleHanuaoMua HE PEKOMEHIYETCSl MPUMEHSATh Y MAlUEeHTOB ¢ OONbIION Maccoi OMyXoyiu Ipu
HAJIMYUU JIbTEPHATUBHBIX METOJIOB JICUEHHUSI.

Pannsaa cmepmuocme

B K1 MCL-002 B menoM BBISBICHO 3aMETHOE yBeNWYeHUE paHHed (B TeueHue 20 Heelnb)
cMepTHOCTH. [lalieHThl ¢ UCXOaHO OOJIBIION MacCOi OMyXOJIM OTHOCATCS K TPYIINE BBHICOKOTO
pHYCKa paHHEW CMEPTH: B TPYIIIIE JICHAIUIOMHUIA PaHHSsI CMEPTh ObLiIa 3aperucTpupoBana y 16 u3
81 marmenta (20 %), a B KOHTpOJIbHOM rpymnme —y 2 u3 28 nauueHtos (7 %). B Teuenue 52 Henenp
JICYCHUS 3TU MTOKA3ATEIHN COCTaBUIN, COOTBETCTBEHHO, 40 % (yMepio 32 nanuenta u3 81) u 21 %
(ymepso 6 marueHToB u3 28).

Heoicenamenvnvie nexapcmeennvle peaxkyuu (HJIP)

B K1 MCL-002 Tepanust neHaauaoMuIoM O0buta oTMeHeHa y 11 u3 81 manueHToB ¢ 0OJbIIOM
Maccoit onyxoiu (14%) Bo Bpems 1 1ukiia neueHus, a B KOHTPOJIbHOU rpynie — y | manueHnra u3
28 (4 %). OcHOBHOI1 MPUYMHON OTMEHBI JICUEHUS y MALMEHTOB C OOJIBLION Maccoil OMyXoJu B
rpynmne JeHaauaoMuaa Bo BpeMsa 1 nukia 6su10 pazsurue HJIP y 7 manuentos u3 11 (64 %).
TakxuMm 00pa3om, MarrueHThI ¢ OOJIBIION MACCON OIMYXOJIH JTOJDKHBI HAXOIUTHCS O] TOCTOSTHHBIM
HaOmoenueM it KoHTpois 3a HIIP (em. paznen «Ilo6ouHoe neiicTBUEY ), BKIIIOYAS CUMITTOMBI
TFR. PexoMeHnaaiuu no u3MEHEHHUIO 403kl Iipenapata npu pazsutuu TFR npuBeneHsl B pazaene
«Cnocob6 mpuMeHeHus M J03bl». bonblas macca OMyXonu OINpeAensercs NMpU HaJudud Y
NalMeHTa, o MEHbINEH Mepe, OJJHOT0 oYyara pa3MepoM > 5 cM B AuamMeTpe JInbo 3 oyaros >3 cM.

Annepeuneckue peaxyuy 1 msiceible KONCHble PeaKyuu

HmeroTrcst coob1ieHus 0 ciayyasx ajuIepruueckux peakiuii, BKIIIouas aHTMOHEBPOTUYECKUH OTeK,
aHapUIAKTUYECKYIO PEaKIHUIO, U TSHKENbIX KOXKHBIX peakUusax, BKIo4as cuHjapoM CTHuBeHca-
JIXKOHCOHA, TOKCHUYECKMM HNUIACPMAJIbHBIA HEKPOJIM3 M JIEKAPCTBEHHYID PEaKUUI0 C
s03uHOUINEH 1 cucTeMHOl cumntomatukoil (DRESS-cunapom) y nanneHToB, IpUHUMAIOIIUX
neHamuaoMun (cM. pazaen «IlobouHoe nerictBuey). Jleuamnuii Bpad 10DKEH MPOUH(OPMHUPOBATH
nmanueHTa O CHUMITOMAax AJTHX peakuuid M TOPEeKOMEHIOBaTh HEMEIJIEHHO OOpaTHThCS 3a
MEIUIIMHCKOM MOMOIIBIO B clydyae ux pa3BuTus. [Ipu mosiBIeHUN aHTHOHEBPOTHUYECKOTO OTEKa,
aHAQUITAKTUYECKOH peakIuu, SK(POTMATHBHBIX WM OYJUIC3HBIX BBICHITAHWA Ha KOXE WU
MOJI03pEHUH Ha pa3BuTHe cuHApoma CTuBeHca-/[>KOHCOHA, WM TOKCHYECKOTO SMUAEPMaIbHOIO
Hekposmsza, win DRESS-cuHnpoma criemyer HEMEmIEHHO MPEKPATUTh  MPUMEHEHHUE
JICHAIMIOMU/A, JICYEHUE KOTOPhIM HE CJIEeAyeT BO30OHOBISATH M IOCIIE MCUYE3HOBEHHS KOXKHBIX

nposiieHuii. HeoOXoquMoCTh nepepbiBa WIM OTMEHBI JICHAIMAOMHUIA CIIeIyeT pacCMOTPETh B
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Clly4yae TOSIBJICHUS APYTUX BUJIOB KOXKHBIX PEAKLUN B':Eggf;&%ﬁ%g%'@%é£é hoeth. B

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CBSI3H C TEM, YTO UMEIOTCS Hay4HbIe MyOIUKAIUK O BO3MOKHBIX TEPEKPECTHBIX PEAKITUSIX MEKITY
JCHATUIOMUIOM H TAIHIOMHIOM, CIEAyeT C O0CO0OW TIIATENbHOCThIO KOHTPOJIHUPOBATH
COCTOSIHME TIAIMEHTOB, Y KOTOPBIX B aHAMHE3€ €CTh YKa3aHWsS Ha aJJIEPTUYECKHE PEaKIuu B
MepUo JICYCHHUS TaIUIOMUIOM. JleHanuaoMua Henb3s Ha3HayaTh MAIlMeHTaM, Yy KOTOPBIX
MMEIOTCS B aHAMHE3€ YKa3aHUsl Ha TSHKENbIE KOXKHBIE PeakIuy Ha (hOHEe TPUMEHEHUS TATHIOMIIA.

Pazeumue nepsuunvix 310Ka4ecmeeHnblx Onyxoaell ODVZOIZ JoKajausayuu (HO,ZZH)

B KM ormeuena Oosiee BBICOKas 4YacTOTa BO3HMKHOBEHHS MEPBUYHBIX 3JI0KAUE€CTBEHHBIX
OITyXOJIeil pyroi JOKalu3aluy y MalyueHTOB, paHee MOJIy4aBIIUX JICYCHHUE JICHATUAOMUIOM U
nekcamerazoHoM (3,98 na 100 yenoBeko-1€T) MO0 CPaBHEHHUIO ¢ KOHTPOJIBbHOM Tpymmoi (1,38 Ha
100 uenoBeko-ner). HennBazusubie I1OJJJI Brimoyanu Oazanuomy M IUIOCKOKJIETOYHBIH pak
Koxu. bonbmast yacte naBa3uBHBIX [1O/1JI oTHOCHIIACH K COJMIHBIM OITYXOJISIM.

B KU y narmentoB ¢ BJIMM, kotopsim He Obuta moka3zana TI'CK, momy4aBmmx jJeHaIHIOMU/ B
KOMOMHAIMM ¢ MendalaHoM | TMPEJHU30JIOHOM O MPOTPECCUPOBAHMS, HAOIIOAAIOCh
yBenmuueHue 3aboneBaemoctu remaroiorumueckumu  [1OJJI (OMJI, MJIC) B 4,9 pasa
(1,75 ma 100 genoBeKO-J€T) MO CPAaBHEHUIO C TMAIMCHTaMH, MOJy4YaBIIUMU MelndaiaH B
koMOuHamu ¢ npegausononoM (0,36 ma 100 yemoBeko-neT). YBenudeHue 3a00J€BaeMOCTH
comuansiMu [TIO/1JI B 2,12 pa3a orMedanoch y NaliMeHTOB, OJyYaBIINX JIEHATUIOMU (9 IUKIIOB)
B KOMOMHaNuu ¢ MendanaHoM u npeaan3oinoHoM (1,57 na 100 genoBeko-eT) Mo CpaBHEHUIO C
MendaraHoM B KoMOuHaIuu ¢ mpeaan3oonom (0,74 na 100 yemoBeko-yeT).

Y  nanueHTOB, TMOJNYyYaBIIMX JIGHAIMIOMHJ B KOMOWHAlMU C JEKCAaMETa30HOM 10
MPOTrPEeCcCUpOBaHus WK B TeueHUe 18 mecsies, 3ab6oneBaemocTts remaronornueckumu [1O1J] ve
yBenuuuBaitack (0,16 na 100 4uenoBeko-nmer), Mo cpaBHeHHI0O ¢ npuemom MPT
(0,79 na 100 yenmoBeko-J€eT).

VBenuuenue 3aboneBaemoctu commmaabiMu [TIOJIJ] B 1,3 pasa 3apeructpupoBaHo y MaryeHTOB,
MOJTyYaBIIUX JICHATUAOMHU] B KOMOHMHAIIMM C JIE€KCAMETAa30HOM [0 MPOTPECCHPOBAHUS HIIU
B TeueHne 18 mecsuen (1,58 na 100 uenoBeko-ier) mo cpaBHenuto ¢ npuemom MPT (1,19 na
100 genoBeko-JeT).

Y manmentoB ¢ BJ/IMM, momywaromux JICHAJTUIOMHA B KOMOHWHAIMHM C OOpPTE30MHOOM H
JIeKcaMeTa30HoOM, yacTota pa3BuTusi remaronorudeckux [IOJI cocrasmsuia 0,00-0,16 wa 100
YEJIOBEKO-JIET, a yactoTa pazButus conuaubix [TIOAJI — 0,21-1,04 na 100 yenoBeko-yer.
[ToBbimieHHbIN pHUCK pa3BuThsa Temarojornueckux [IOJJI Ha ¢one mpuema eHaTUIOMHIA
aKTyaJIeH Takke U JJis nanueHTtoB ¢ BJIMM mnocne TpaHCIJIaHTalluy CTBOJIOBBIX KJIETOK. XOTS
ATOT PUCK EIIe HE MOJTHOCTHIO 0XapaKTEPU30BaH, €T0 HYKHO UMETh B BUIY, IPUHUMAs PEIICHUE

O Ha3HAYCHHUH JICHAIINJOMHU A HaHHOﬁ Tpynric mnaguCHTOB.
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Yactota remaronorundeckux I110J]J], raaBHbIM 36pa30M;Wﬂ,Eﬂﬁ@;J Bﬂéﬂé‘{oﬁgﬁ‘ilnﬁﬁlbOM

r

(Bximrouast numdpomy XomkkuHa) cocraBmsia 1,31 Ha 100 9enmoBeko-JeT Uil TPYIIIBI
nenamunomuaa u 0,58 Ha 100 yenoBexo-ner ans rpynmnsl mwianedo (1,02 za 100 yenoBeko-net st
rpynnsl JeHanmuaoMuaa nociae TI'CK u 0,60 Ha 100 yenoBeko-ieT AJisl MAIMEHTOB, KOTOPBIE HE
noyvyam JeHanuaoMu nocie TT'CK). Yactora pa3sutus comuaabix [IO1J] cocrapmsiia 1,36 Ha
100 genoBeko-ner ans rpynnsl JeHanuaomuaa u 1,05 va 100 yenoBexo-i1eT A rpynisl miamnedo
(1,26 na 100 genoBeko-net ans rpynmnsl JeHanuomuaa nocie TT'CK u 0,60 na 100 yenoseko-ner
TSl TIAIMEHTOB, KOTOPBIE HE moydanu JieHanuaomua mocie TT'CK).

Puck paszButus remaronorundeckux [IOJIJI crnemyer yuuThIBaTh TIiepell Ha3HAYECHUEM
JICHAIMIOMU/IA KaK B KOMOMHAIMK ¢ Me(alaHOM, TaK U HETIOCPEJICTBEHHO IOCIIE TPUMEHEHHS
BIM/TT'CK. Bpauu momKHBI BHUMATEIbHO OOCIEIO0BaTh MAlMEHTOB C HCIIOJIb30BaHHUEM
CTaHJIAPTHBIX AUATHOCTUYECKUX METOJ0B Jyis BbisiBiieHus [1O/1JI kak nepen HayaioMm Teparnuu,
TaK 1 B TEYEHHE BCETO Mepro/ia jeueHus. Jleuenue ciaenyet IpoBOAUTH COTJIACHO OOMIETIPUHSATHIM
PEKOMEHALIUSM.

IIpoepeccuposarue 0o OMJI npu MJIC ¢ HU3KUM U RPOMEAHCYMOUHbIM-1 PUCKOM

Kapuomun

HcxonHble  mepeMeHHble, BKJIIOYas  COBOKYIIHOCTh  IMTOTEHETHMYECKHX  HAPYIICHH,
peIonpeeNsoT nporpeccupoBanue 10 OMJI y nanueHToB, 3aBUCUMBIX OT reMOTpaHCcy3uil 1
JEMOHCTPHUPYIONINX Jenelnto 5q. B xone komOuHupoBanHoTo aHanm3a n18yx KU nenanmmomuma
y narmeHToB ¢ MJIC HU3KOTO ¥ IPOMEKYTOUHOTO-1 prcka ObBUIO OTMEYEHO, YTO MAIMEHTHI CO
CJIO’)KHBIMU IIUTON€HETUYECKUMH HApYLICHUSIMA JTIEMOHCTPUPOBAIM CaMbIil BBHICOKMI 2-TT€THHUM
KyMYJSITUBHBIM puck nporpeccupoBanus no OMIJI (38,6 %). Ilpornozupyemas wuacrtoTra
nporpeccupoBanus 1o OMJI B TedyeHue 2 JieT y NallMEHTOB ¢ M30JMPOBAHHOW Jesenuen 5q
coctapmia 13,8 % mno cpaBHenuto ¢ 17,3 % y mNamumeHToB C JAenenued 5q U OJHHUM
JIOTIOJTHUTEIBbHBIM [IUTOT€HETUYECKUM HAPYIICHUEM.

CoOTBETCTBEHHO, COOTHOLICHHUE I0JIb3a/PUCK Tepauy JIeHATUAOMIIOM nanueHToB ¢ M/IC5q B
COUYETaHUH C KOMIUJIEKCOM LIUTOT€HETUYECKUX HapyIIEHUH HEU3BECTHO.

Onyxonesviit npomeur P53 (TP53)

Myramus TP53 Boznukaer y 20-25 % nmauuentoB ¢ M/IC5q ¢ HU3KMM pUCKOM U CONpPSDKEHA C
BBICOKMM pHCKOM mporpeccupoBanus 1o OMIL Ilpu perpocnexktuBHoM aHanuze KU
nenamunomuga npu MJIC Huzkoro u npomexyrtoyHoro-1 pucka (MDS-004) mporaosupyemas
yacTota mnporpeccupoBanuss 10 OMJI B teuenue 2 ner cocrtaBiser 27,5 % y HanUEHTOB C
noyiokuTenbHbIM  pesynbraroMm UI'X-p53 (1 % ypoBeHb OTCEYKH CHIIBHOTO SIEPHOTO
OKpAIlIMBAaHUS C HUCIOJIb30BAHUEM HWMMYHOTHCTOXMMHUYECKOH OIleHKH Oenka p53 B KayecTBe

3aMEHUTENS MyTalMoHHOro cratyca TP53) u 3,6 % y manueHToB ¢ OTpULIATEIbHBIM PE3YJIbTaTOM
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CMEPTHOMY OTYETY

IIpoepeccuposarnue 0o Opyaux 3noxavecmeernvix onyxoneu npu MKJI

V¥ nanuentoB ¢ MKJI OMJI, B-kineTrouHble ONyXOolM M HEMEJAHOMHBINM paK KOXKU SBIISIOTCA
UICHTU(PHUIIUPOBAHHBIM PUCKOM.

Paszsumue nepsuunblx 310Ka4ecmeerHblx onyxoael opy2ou asokaruzauuy npu @J unu JIM3

B uccnenoBanuu ¢ ydyactheM MalMeHTOB ¢ penuauBupytomieit/pedpakrepaoit @JI u JIM3 He
OTMEYaJoCh MOBbIIIeHHUA pucka paszsutus [IO/J] B rpynme neHanuaoMua/puTykcumad 1o
CpaBHEHUIO ¢ rpymnmoi mianedo/purykcumad. I'emaronornueckue 1O JI OMJI Bozauku B 0,25
ciayyaeB Ha 100 genmoBeko-yeT B rpyme JeHaUaoMu/putykcumad u B 0,48 cioyuaeB Ha 100
YeNOBEeKO-JIET B TpyINIe NalHMeHTOB, MONy4yaBIIUWX Mianebo/purykcumad. Yacrora
BO3HUKHOBEHHUsI remaTtosiornueckux u conuaubix [T1OJI (3a uckitoueHnemM HeMeJIaHOMHOTO paKa
koxu) coctaBuiia 0,74 ciaydaeB Ha 100 yenoBeKo-JIeT B TPyMIE JICHATHAOMHU I/ pUTyKcuMad u 1,97
ciaydyaeB Ha 100 yenmoBeKko-JeT B IpymIe MalUeHTOB, MOMyYaBIIMX IUIale0o/putykcumad, npu
MeJMaHe IIUTEeLHOCTH eproia Hamoaenui 29,8 mecsies (nuanazos — ot 0,5 1o 51,3 mecsia).
HemenaHoMHBI pak KOXH  SIBISETCS HMACHTU(OUIMPOBAHHBIM PUCKOM W BKJIIOYAET
MJIOCKOKJIETOYHBIN paK ¥ 0a3aIbHOKJICTOYHBIN paK KOXKH.

Bpauam cnenyer npoBoauts MOHUTOpHUHT pa3Butud [1OJJI y maumenToB. Ilpu paccMorpennn
BOIIPOCA O TEPANUU JICHATUJOMHUIOM CIIEIYET YUYUTHIBATh KaK MOTEHIMAIbHBIE PEUMYILECTBA
JEHAIUAOMHU/IA, TaK U pUCK Bo3HUKHOBeHMs [TO1JI.

Hapywenus co cmoponst neuenu

[leyeHOUHAasT HEIOCTATOYHOCTh, BKJIIOYAs CIIydal CO CMEpPTEIbHBIM HCXOJOM, ObLIa
3aperuCTPUPOBAaHA Yy TAIMECHTOB, IMOJYYaBINUX JICHATUIOMHU] B paMKax KOMOWHUPOBAHHOM
Tepanmuu: OCTpasi IEUYEHOYHAas HEJOCTAaTOYHOCTh, TOKCUYECKHH TemaTHT, IUTOJIUTUYECKHI
remnaThT, X0JIECTATHYECKHUI relaTUT U CMEIIaHHBIN IIUTOMTHYECKHI/X0eCTaTHYESCKHUM TeIaTHT.
MexaHu3Mbl TSDKEIION JIEKApCTBEHHOW TEMaTOTOKCHUYHOCTH OCTAIOTCS HEU3BECTHBIMH, XOTS B
HEKOTOPBIX CIIyYasiX Mpeablayliee BHPYyCHOE 3a00JieBaHUE IEYCHH, HCXOJHOE TOBBIIICHUE
AKTUBHOCTH (DEPMEHTOB MEUYEHH U, BO3MOXKHO, JICYCHHE aHTUOMOTHKAMU MOTYT OBITh (haKTOpamu
puckKa.

Yacto peructpupoBainuch (YHKIMOHAIBHBIE OTKJIOHEHHUS TICYCHH, HO OOBIYHO OHHU OBbUIH
OecCUMIITOMHBIMA U OOpaTUMBIMU TIOCNE TpeKpaiieHus Ttepanuu. [locie BOCCTaHOBICHUS
MOKa3aTeNel 0 UCXOTHOTO YPOBHS TEPAINUIO MOKHO BO30OHOBUTH B O0JI€€ HU3KOM J03€.
JlenanuaoMul BBIBOJUTCS MMOYKaMU. BakHO CKOppPEKTHpPOBATH /103y Ipemnapara y MaiueHTOB C
MOYEYHON HEIOCTATOYHOCTHIO, YTOOBI M30€KaTh JOCTHKEHUS B IJIa3Me KPOBU KOHIICHTPAIIHH,
KOTOpPbIE MOTYT IMOBBICUTH PUCK pa3BuTUsi rematosiornueckux HJIP wiM remaroTOKCHMYHOCTH.

Pexomentyercsi KOHTPOIMPOBATh (PYHKIIUIO MEYEHU, OCOOCHHO MPH HAJIMYUU COMYTCTBYIOLIETO
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BHUPYCHOTO 3a00JieBaHUs MEYEHH WIM YyKa3aHHs Ha Héf:(l)':'la:g%gé'é,—r lﬁ%lilf];f/r BBI&M&'HQHHH

r

JICHaJIMAOMUa B KOM6I/IHaI_II/II/I C IIpcriapaTaMu, BbI3bIBAOIINUMU HAPYHUICHUC (bYHKI_II/II/I IICYCHHU.

HUupexyus ¢ neumponenuen uiu 6e3 maxosou

[Tartuentsl ¢ MM moABEp>KEHBI Pa3BUTHIO MH(EKIINHA, BKIIIOYAsi MTHEBMOHHUIO. boyiee BBHICOKHMIA
ypOBEeHb WHOUIMPOBaHUS HaOmomancs y manueHToB ¢ BJIMM, KkoTopplM HE TMOKazaHa
TpaHCIUIAaHTAIMsl, Ha (JOHE JICUCHUS JICHATUIOMHIIOM B KOMOMHAITH C JEKCAMETa30HOM, YeM Ha
done neuenuss MPT, u y mnamumentoB ¢ BJIMM mnocne TI'CK, KOTOpsIM TIpOBOAMIN
MOJICP>KUBAIOLIYIO TEPaIuIo JICHAIUIOMHIOM B CpaBHEHUH ¢ 11ane0o. Mudekuun > 3 crenenu
TSYKECTH Pa3BUBAJIUCh B YCJIOBHUSAX HEUTPOIIEHMM MEHEE YeM Yy OJHOM TpEeTH NalUeHTOB.
3a manMeHTaMu ¢ W3BECTHBIMU (DaKTOpaMH pHUCKa MHQPUIIUPOBAHUS HEOOXOIMMO TIIATEIHHO
HaOmonaTe. BceM mammeHTaM peKOMEHAYEeTCS He3aMeUIUTENLHO OOpaTHThCs K Bpady MpU
NEePBBIX MPU3HAKaX MHPEKUNHU (HapuMmep, Kallelb, JINX0paJKa U Tak Jajiee), YTO MO3BOJISET Npu
paHHEM JICYEHUU CHU3UTDH CTEIIEHb TSHKECTH.

Peaxmusayus eupycnotii qu)eKuuu

Coo0b1manocs o ciay4asx BUpYCHON PeaKTUBAIIMH Y MAIIMEHTOB Ha ()OHE TepaNH JICHATUAOMHIOM,
BKJIIOYasl CEpbE3HBIE CIIy4au peakTHBALMU BUpYca ONOsChIBatoLIero numas (Herpes zoster) nunu
renatuta B (HBV).

B HEKOTOpBIX Cilyyasix peakTUBALMU BUPYCHOM MHPEKIIMH HAOIIOAAIICS JeTaTbHBIN HCXO/.

B psane cinydaeB peakTuBals BUpPyca OMOSCHIBAIOLIETO JIMILIAS IPUBONIA K €0 JUCCEMUHALIMU
U Pa3BUTHIO BUPYCHOTO MEHMHIUTA WM BUPYCHOTO MOPAXKEHMs TIJa3, KOTOpbIE TpeOOBaIu
BPEMECHHOM IPUOCTAHOBKU TEPANMM JICHAIMIOMHMIOM WIM IIOJHOTO €€ IpEeKpallleHus, WU
HAa3HA4YEHMs COOTBETCTBYIOILEH IPOTUBOBUPYCHOM TEPAINH.

O peakTuBauMM BHpyca renatuta B y manueHToB, MOJy4YaBHIMX TEPANUIO JEHATUIOMUIOM U
IepeHeclnX paHee rematuT B, cooOmanock peako. Y HEKOTOPbIX M3 3TUX HalMEHTOB
peakTuMBanUs BHpyca IpHBEIa K PAa3sBUTHI0 OCTPOM IIE€YEHOYHOM HEIOCTATOYHOCTH,
IPEKPALICHUIO TEpanuy JICHAIMJAOMUAOM M HAa3HAUYEHUIO NPOTHUBOBUPYCHBIX IIPENapaToB.
Jlo Hayana Jle4eHMs JEHAJIMJOMMJIOM BCEM NAIMEHTaM CJEIyeT MPOBECTH TECT HA HAIWYHE
Bupyca rematuta B (HBV). Ilpu monydeHun mNOJOXHUTEIBHOTO pe3yJibTaTa PEKOMEHIYETCS
KOHCynbTanus renarosiora. Cieayer coOa0AaTh OCTOPOKHOCTh MPH JICUEHUH JICHATTUIOMHIOM
nanueHToB ¢ HBV B anamuese, BKiIto4ast U TeX, y KOTOPBIX PE3yJbTaTbl TECTa HA aHTUTEIA K
sinepHoMy antureny HBV (HBc) nonoxxurtenbHbsle npu oTpunareabHoM pesyibTaTe Ha HBsAg.
OTH NMalUeHThl JO0JKHBl HAXOOUTHCA 0] MOCTOSIHHBIM HaOJIIOAECHUEM Ui CBOEBPEMEHHOIO
BBISIBJICHHS] CHMIITOMOB akTuBaiu nHpexuun HBV Ha npotrskeHnn Bcero Kypca JiedeHusl.

Ilpoepeccupyrowas MV]meud)OKaJlea}l ]ZeL?KOSHHQGbaJZOI’lamM}Z

Coo01manocs o ciryyasx pa3BUTHs IPOrPECCUPYIONIEH MyIbTH(HOKATFHON JIeHKOo3HIIe(haroNIaTHH
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(ITMJI) y manueHToB, MPUHUMABIINX JICHATAIPMHUI, Bf(ﬁ}'gt;ag%ﬁTg%%h&ﬁ IT;ICIXIC;i[OM

r

Cornacno coobmmenusim [IMJI pazBuBanacek B mepuo/] OT HECKOJIBKUX MECSIIEB 10 HECKOJIBKHUX JIET
mocJie Havaja JICYCHUS JICHATUAOMHUIOM. B OCHOBHOM COOOIIANIOCH O CIy4asX y MalMeHTOB,
MOJYYaBIIMX  COMYTCTBYIOIIEE JICUCHHE  JIEKCAMETAa30HOM, WM paHee  MPOUIEAIINX
XUMHOTEPANUIO JIPYTMM HMMYHOIEIPECCUBHBIM TIpenapaToM. BpauaMm creayer peryiasipHo
MPOBOANTH MEAUIIMHCKUI OCMOTp nanueHToB. [Ipu cocraBnennn nuddepeHnuanrsHOro [uarnosa
y MalUEHTOB C HOBBIMH WJIM TPOTPECCUPYIOIIMMH HEBPOJIOTUUECKUMU CUMIITOMAMHU, IPU3HAKAMH
KOTHUTUBHBIX M TIOBEJICHUYCCKUX HAPYIICHUH, HEOOXOIUMO YYHTHIBATh BO3MOKHOCTh Pa3BUTHUS
[IMJI. TlanueHTOB cleayeT MpeaynpeanuTh O TOM, YTO UM CTOUT COOOIIMTH CBOUM OJU3KUM U
JTUIAM, YXaKHUBAIOIIUMH 32 HUMHU, O JICUEHUHU, MOCKOJIbKY OHM MOTYT 3aME€TUTh CUMIITOMBI, O
KOTOPBIX MAI[MEHT HE 3HAET.

Huarnoctuka [IMJI nomkHa BKIIFOYaTh HEBPOJIOTHYECKOE 00CIeIOBaHUE, TPOBEACHNUE MAaTHUTHO-
PE30HAaHCHOU TOMOTpa(uHu rOJIOBHOT'O MO3Ta U aHAJIN3 CIIMHHOMO3TOBOM JKUJKOCTH Ha HAaJTU4IHE
JHK Bupyca J[xona Kannunrema (Bupyca JC) ¢ momoupl0 MeTOAa MOJIMMEPA3HON LEMHON
peakuuu (IIIIP). B kadectBe anprepHaTuBbl [IL[P-uccienoBannio MoxeTr OBITH TpPOBEACHA
Ouoricusi TOJOBHOrO Mo3ra s ompeneneHust Bupyca JC. Otpumarenbhpiii pesynbrar [TLP-
ucciaenoBanus Ha Bupyc JC He wuckmouaer passutue [IMJI. Heobxommmo obecrieunThb
JOTIOTHUTEIFHOE HAOI0ICHHE 32 MAIMEHTOM U MIPOBECTH JOTIOTHUTEIbHBIC UCCIIEAOBAHNUS, €CITU
ATBTEPHATUBHBIN JUArHO3 HE MOXKET OBITH YCTAHOBJICH.

[Tpu Haymunu mogo3penust Ha pazputue [IMJI nanpHelMi TpreM JTeHaTHAOMHKIA JOJIKEH OBITh
MIPUOCTAHOBIICH JI0 TE€X TOp, moka auarno3 [IMJI ne Oynet uckitoueH. B ciydae moaTBepKaeHUS
muarnosa [IMJI npuem neHanuaoMu/a J0KeH ObITh OKOHYATEITFHO MPEKPAIeH.

Tayuenmuir ¢ BJIMM

Bbonee BrICOKHMIT ypOBEHb HETIEPEHOCUMOCTH KOMOMHUPOBAHHON Tepanuu JieHanuaomuaom (HIIP
3 wim 4 creneHu TspKeCTH, cepbesHble HJIP, mpekpamenue neuenns) oTMevaics y TMalueHTOB
crapuie 75 ner c Il cragueit, cormacHO MeKayHapoiHOM cucteme ctaaupoBanus (ISS), c cymmoit
6amnoB mo mkane ECOG >2 wmu KK <60 mu/mun. Ilepen HasHaueHUEM JEHAIUIOMHIA B
KOMOHMHAIIMK C JPYTHUMHU MpenapaTaMu HY>KHO TIIATEbHO OLIEHUTh BO3MOXKHYIO TEPEHOCUMOCTD
9TOH Tepanuu y MalrueHToB ¢ ydeToM ux Bo3pacta, III cragum ISS. ECOG >2 nnmn KK<60 mu/muna
(cM. pazmensl «Criocod mpuMeHeHus U 103b1» U «[lobouHoe nericTBre).

Kamapaxma

C Gornee BBICOKOI 4acTOTOM KaTapakTa OTMEYalach y MAallMeHTOB, MMOJY4YaBIINX JCHATUAOMU]] B
KOMOMHAIIUM C JEeKCaMEeTa30HOM, OCOOCHHO NpU JUIMTEIbHOW Tepanuu. Pekomenmyercs

PETYJISIPHBIN KOHTPOJIb 3PEHHUS.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

He crnexgyet oTKpbIBaTh MM pa3/iaBiMBaTh Karcyibl. ECIU MOPOIIOK JICHATHIOMH/IA TIONAIET Ha
KOXY, CIIJyeT HEeMEJICHHO THIATEIbHO MPOMBITH KOXKY BOJIOH ¢ MbUIOM. Ecnu nenanunoMun
NIOTAJIET Ha CIU3UCTBIE 000JOUYKHU, UX HEOOXOIUMO THIATEIBHO MIPOMBITh BOAOH. MenunuHckue
pabOTHUKM W JIMIA, OCYILECTBIIAIOLIME YXOJ, IOJDKHBI HOCUTH OJHOPA30BbIE IMEpUYaTKH IpH
oOpamieHnn ¢ 6aHKOI WM KamcyjlaMu. 3aTeM MepyYaTKH CIEAYET OCTOPOXKHO CHSTh, YTOOBI HE
JOIIyCKaTb KOHTaKTa C KOXKEW, IIOMECTUTb B TEPMETUYHBIA IIOJUITUICHOBBIM IIAKET U
YTUIM3UPOBaTh B COOTBETCTBMM C MECTHbIMHM TpeOoBaHusAMH. [locie storo pyku cienyer
TIIATEJIBHO BBIMBITH BOJOM C MbBUIOM. BepeMEHHBIM JKEHIIMHAM WM >KEHIIMHaM, KOTOpbIE
[I0JI03PEBAIOT, YTO OHU MOTYT ObITh O€pEeMEHHBI, HE CIIEYET MIPUKAcaThC K OaHKe UITH KarlCyJIaM.
Heucnonb3oBanHbIil mpenapaT peKOMEHAYETCS BO3BPaTUTh B MEIUIIMHCKOE YUPEXKICHHE IO
OKOHYAHMUU JIeYeHUs Juid Oe30IaCHOr0 YHHMYTOXKEHHS B COOTBETCTBUM C MECTHBIMH

TpeOOBAHUSIMU.

Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMH, MEXaHU3MaMHU

JleHanuIOMH] OKa3bIBa€T HE3HAUUTEIBHOE WIM YMEPEHHOE BO3JEHCTBHE Ha CIIOCOOHOCTb
yIpaBJIATh TPAHCIOPTHBIMU CPEJCTBAMU U PA0OTaTh C MOTEHIUAIBHO OMACHBIMUA MEXaHU3MaMH.
Bo Bpems neueHUs JIEHAIMIOMHUAOM OTMEUAIHMCh CIa00CTh, TOJIOBOKPY>KEHHE, COHJIMBOCTH,
BEPTUTO U HEYETKOCTh 3pEHUsS. B CBSI3M € 3THM cleyeT NposSBIsATh 0COOYI0 OCTOPOKHOCTH MPH

yIOpaBiIeHUU TPAHCIOPTHBIMU CPEJCTBAMH U pabOTE C MEXaHU3MaMHU.

®opMma BBINLYCKA

Kancyneri, 5 mr, 10 mr, 15 mr, 25 mr.

[To 21 kamcyne B 0OaHKy W3 MOJHMATHICHA BBICOKON IUIOTHOCTH C BUHTOBON TOPJIOBHHOM,
YKYHOPEHHYIO0 IJIACTUKOBOM KpPBIIKOM C (yHKIMEW 3almuThl OT BCKPBITUS JETbMH H C
BKJIabIIeM. B 6aHKy MOMEIIaoT MaKeT ¢ BIaronorjaTuTeaeM (CHIIUKarelb).

Ha 6aHKy HakJIeMBalOT STUKETKY CAMOKJIIESTITYOCS.

1 GaHKy BMecTe ¢ HHCTPYKIMEH 10 MEAUIUHCKOMY IIPUMEHEHHUIO IIOMEIAIOT B [TAUKY U3 KapTOHA.

YcaoBusi XxpaHeHust
[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEJOCTYITHOM JIs IeTel MecTe!

Cpok rogHoctu

2 rona.
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He IMPUMCEHATH ITOCJIC UCTCUCHUA CPOKA T'OJHOCTH.

YcaoBus ornycka

OTmycKarT 1o perenTy.

ITpousBoaure/nb
AO «<BEPOOAPMY, Poccuiickas denepanus
benropoackas 0611., r. benropon, yn. Paboyas, . 14.

Ten.: (4722) 21-32-26; daxc: (4722) 21-34-71

Baagenen perucTpanuoHHOro yaoctoBepeHusi/Opranu3anus, NPUHUMAKIIAS NPeTEeH3UU
norpeouTesiei

AO «BEPO®APMy, Poccuiickas @exneparus

115088, r. Mockga, 2-it FOxuonopToBsIil mpoe3n, a. 18, ctp. 9, atax 2.

Ten: +7 (495) 797-57-37

Qaxc: +7 (495) 792-53-28

E-mail: info@veropharm.ru

https://veropharm.ru
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