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CMEPTHOMY OTUETY

vI[aHHLIi/'I JIEKapCTBEHHBIN Ipenapar NOMJIEKUT JONOJHUTEIBHOMY MOHHUTOPHHIY. DTO
MO3BOJIMT OBICTPO BBIIBUTH HOBYIO HHpopManuio 1o Oe3omacHocTd. MBI oOpamaemes K
pabOTHUKAM CHCTEMBI 3[PAaBOOXPAHEHHS C MPOCHOO COOOIIAaTh O JIFOOBIX IMOJ03PEBAEMBIX
HEKENATEIbHBIX peakiusix. [Topsamaok cOOOIIEHHS O HEKENATeIbHBIX PEAKIUsIX MPEICTABICH B

pazaene 4.8.

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
Jlenanumomun, S Mr, KarncyJibl

Jlenanmunomua, 10 mr, Karcysbl

Jlenanunomun, 15 mr, kancyssl

Jlenanunomun, 25 Mr, KarncyJibsl
2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTBytolee BENIECTBO: JICHAIUAOMU.

JleHammaoMua, S Mr, KancvJibl

Kaxxnas xarncyna Coaep uT 5 Mr JICHATUIOMHUIA.
BcrnomorarenbHbie BEIIECTBa, HAJTMYMWE KOTOPBIX HAJIO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: 37 Mr JakTo3bl MOHOTUIpAT (cM. pasnen 4.4.)

Jleramnnomun, 10 mMr, Karcyiiel

Kaxxnas kancyna conepxut 10 Mr ieHanTuaoMuaa.
BcnomoraTenbHbIe BelecTBa, HAaJIMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: 74 Mr 1akTo3sl MOHOTHUIpAT (cM. paznen 4.4.)

Jlemammgomun, 15 mr, KarncyJsl

Kaxnas xancyna cogepxur 15 mr ieHaiuaoMuaa.

BcnomoraTenbHble BelECTBa, HAJIMYNME KOTOPBIX HAJO YUUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapata: 111 mr nakto3sl MoHoruzapat, kpacutenb IlynmoBeiii [[lonco 4R], kpacutens
COJIHEUHBIH 3aKaT >KeNThIi (cM. pa3aen 4.4.)

JleHaguooMua, 25 M, KallCVyJIbl

Kaxxgas karncyma comepKuT 25 Mr JIeHAIHIOMHIA.

BcromoraTennbHBIC BelecTBa, HAJTMYAE KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: 185 mMr 1akTo3b1 MOHOTHAPAT (CM. pazaen 4.4.)

[TonHBbIi TepedeHb BCIOMOTaTebHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynbl.

JleHammogoMua, S Mr, Kancvisl
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jlesamnnomun, 10 Mr, Karcyiisl

TBepaple kenaTHHOBbIE Karcyibl Ne 2, KopIyc rory0oro nBeTa, Kphllleuka roxyooro mBera.

Jleganuoomua, 15 Mr, KamcyJinl

TBepbie xkenatuHoBbIe Karcynbl Ne 1, kopmyc 6enoro 1Berta, Kpbllieuyka KpacHOTO 1IBETA.

JleHanuoomMua, 25 Mr, KalCyJIibl

Tsepusle sxenatuHOBbIE Kancybl Ne 0, kopmyc 6eroro npera, Kpblieuka 0enoro 1era.

COI[Cp)KI/IMOC KallCyJ — IIOPOUIOK 0€JI0r0 C JKEATOBATHLIM OTTEHKOM OBCTA.

4. KIMHUYECKUE JJAHHBIE
4.1. lloka3zanusi K NPUMEHEHUIO0

MHuoxecTBeHHAs MUEIOMa

B xomOuHanuu ¢ 60pTe30MHOOM U JICKCAMETAa30HOM IS JICUCHHUS B3POCIIBIX MAIICHTOB C PaHee
HE JICYCHHOH MHOKECTBEHHON MUEIIOMOM.

Jlns  moaAep)KUBAKOIIETO JICYCHUST B MOHOTEpAlMU  B3POCHBIX IAIMEHTOB C  BIEPBBIC
JTUarHOCTUPOBAHHONM MHOXKECTBEHHOM MHEIIOMON TMOCe TPaHCIUIAHTAUU ayTOJOTHYHBIX
reMOITIO3TUYECKHUX CTBOJIOBBIX KJIETOK.

st neyeHus B cocTaBe KOMOMHUPOBAHHOM TepaIiiy B3POCIIBIX MAIIMEHTOB C paHee HE JIEYCHHOM
MHOXECTBEHHOH MHEIOMOH, KOTOPHIM HE II0OKa3aHa TPAHCIUIAHTAIlMS T'€MOIOATHYECKUX
CTBOJIOBBIX KJIETOK.

B komOuHammu c aekcamMeTazoHOM ISl JIEYEHHUs B3POCIBIX TMAIMEHTOB C MHOXECTBEHHOMU
MHETIOMOM, KOTOPBIE TTOIYYHIIH, TI0 MEHBIIIEH Mepe, OJHY JTUHUIO TepaIuu.

MuenoaucniacTUueCKne CHHAPOMBI

Jlnist edeHust B3pOCHbIX MAllMEHTOB € TpaHC(y3MOHHO-3aBUCHMOM aHeMMeH, pa3BUBLIEHCS Ha
(¢oHE MHETOIUCIUIACTUYECKMX CHUHAPOMOB HH3KOM MM NPOMEXKYTOUHOW-1 Tpymmbl pucka,
aCCOLIMMPOBAHHBIX C IUTOTC€HETHYECKUM HapYILIEHUEM B BUJE ACJICIUN 5( B IPUCYTCTBUHU WUJIU B
OTCYTCTBHE IPYTUX UTOT€HETUYECKUX HAPYILIECHUN.

Jlumdoma U3 KIeTOK MAaHTUIHHOMN 30HBI

Jlns nedeHus B3pOCHBIX MALMEHTOB C pEeLUIUBUpPYIOLIEH WU pedpakTepHON JuMpOMON U3
KJIETOK MAHTHUMHOW 30HBI.

DonnukyaspHas .III/IMd)OMa WIn J'II/IMd)OMa M3 KJIETOK MapTrUHAILHON 30HEI

B xombOunanuu ¢ putykcumadbom (antu-CD20 aHTUTENIOM) A7 JIeUeHUsI B3POCIBIX MAIlHEHTOB C

paHee JieueHHON (HOUTUKYIIAPHOMN JTUMQPOMON Uil JIMMGPOMON U3 KIETOK MapTUHAILHON 30HBI.
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 10.04 2026 N= 7383

(NOCNEOOBATENEHOCTE 0011)

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMeEHeHMs.

Jleuenne mnpenapatoM JleHaIUAOMUA HEOOXOAWMO MPOBOJIUTH O] HaONIOJEHHUEM Bpaya-
XUMHOTEPAIEBTA.
Jliist BCcex MOKa3aHuM, YKa3aHHBIX HUXKE:

e l3MeHeHHe 03B! JJOJDKHO IPOU3BOIUTHCS Ha OCHOBAHUN KJIMHUYECKHX U JTAOOPaTOPHBIX
JAHHBIX (CM. pazzaen 4.4.).

e lI3mMeHeHHE 03Bl B XO/€ JICUCHHSI WIH €r0 BO30OHOBJICHHSI CIICAYET MPOU3BOJUTH IPU
pa3BUTHH TPOMOOIUTOIICHUH, HEUTPOTICHHH 3 ¥ 4 CTETNICHU TSDKECTH WM JIPYTHX BHIIOB
TOKCUYHOCTH 3 U 4 CTENECHH TSHKECTH, CBS3b KOTOPBHIX C MPUMEHEHUEM JICHATUIOMUIA
HEJb351 UCKITIOYHTD.

e B cinyuae HEWTponeHHH CIEIyeT PACCMOTPETh BO3MOXKHOCTh HA3HAYCHUS MAIMCHTY
¢dakTopa pocra.

e Ecmu ¢ MOMeHTa MpoIymeHHOTo prueMa 04epeIHOM J103bI Mperapara nporuio MeHee 12
4, TAIMEHT MOXET MPHHATh 3Ty NPOIMYIICHHYI0 03y, a €CiH mpouuio 6oiee 12 4 —
MPOMYIIEHHYIO 103y MPUHUMATH He cienyeT. Craeayromias 103a 10JKHA ObITh IPUHATA HA
CJICAYIOUIHI JICHb, B OOBIYHOE BPEMSI.

PexxuM J103upoBaHus

Bnepsvie ouacnocmuposannas mrosxcecmesennas muenoma (BJIMM)
JlenanugomMu B KOMOMHAIMU ¢ OOPTE30MHOOM M JIEKCAMETA30HOM [JIsl JICYEHUS B3POCIHBIX
MAIMEHTOB C paHee He JICYEHHON MHOXECTBEHHONW MUEIIOMOM.

Hauanvnas mepanus: 1eHaiuoomud 8 Komounayuu ¢ Oopme3omubom u 0eKcamemasoHoM

He cnemyer HaumHaTh Tepanuio JEHATHJAOMUIOM B KOMOWHAaIMM C OOpTE30MHOOM H
JleKCaMeTa30HOM, ecId abcoNMoTHOe uncio Heitpodunos (AUH) < 1,0 x 10°/n w/wnu gucno
TpomGonuToB < 50 x 10%/1.

Pexomenoyemas 0oza

Pexomenayemast HauanbHas 1032 JEHATHIOMHUIA COCTABIISIET 25 MT 1 pa3 B IeHb BHYTPb, JIU0O:

1) c 1 mo 14 nenp kaxaoro 21-AHEBHTO UKIA JICUYCHUS, UITH

2) c1mo 2l genp Kaxa0ro 28-1HEBHOTO IMKJIA JIEUEHUSI.

BoprezomMu6 [0KeH NPUMEHAThCS B BUIE MOJAKOXKHOH uHbekiuu (1,3 Mmr/m? mmomanu
MOBEPXHOCTH TeJa) ABa pa3a B Heneto B 1, 4, 8 u 11 quu kaxaoro 21- nin 28-1HEBHOTO IUKIIA.

PeKOMeHJIyeMaSI J03a J€KCaME€Ta30Ha COCTaBJISACT:

1) 20 mr oauH pa3 B ieHb BHYTpb B AHM 1, 2,4, 5, 8,9, 11 u 12 wim

2) 40 mr ouH pa3 B ieHb BHYTph ¢ 1 10 4 1 ¢ 9 o 12 neHp Kaxa0ro mMuKia.
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npenapama Jlenanuoomuo 6 KOM6MHCZT4MM c

bopme3omubom u 0eKcamemasoOHOM

o 8 mukinos

Jens (21-mHEBHOTO IIUKIIA)

718191011 12|13 | 14 | 15-21

Jlenamuoomun (25 mr)

Boprezomu6 (1,3 mMr/m?)

HexcameTtason (20 mr)

nJIn

JeHnb (28-1HEBHOTO 1IUKJIIA)

o 6 muKIIoB

10 | 1

22

111213 |14 | 15|16 |17 |18 |19 |20 |21

28

JleHamuogoMug

(25 mr)

Boprezomub

(1,3 Mr/m?)

JexcameTazoH

(40 mr)

Henpepboisnas mepanus v _nayuenmos, KOMopbiM_NOKA3AHA MPAHCNIAHMAYUSL dYMOJA0SUYHBIX

2eMONOIMUUECKUX CNn1B0J106bIX KTENTOK (TFCK)

Yy MManueHTOB, KOTOPBIM ITOKAa3aHa TFCK, MO6I/IJ'II/I3aI_II/I$I TEMaTOJIOTUYCCKUX CTBOJIOBBIX KJICTOK

AO0JIDKHA MPOUCXOJUTH B IICPBLIC 4 OUKIa HavaJIbHOMU TCpaIinu.

Henpepbisnas mepanus y nayuenmos, KOmopuim He NOKA3aHA MPAHCHIAHMAYUA: JACHATUOOMUO 8

KOMOUHAUUU C 0eKCaMemda30HoM 00 npo2peccuposanus 3a001e8aHusl

Hpononx(a}oT IMMpueM JICHAJIMAOMU Aa 25 mr oau

H pa3 B JIeHb BHYTpPb C | 10 21 1eHb MOBTOPHBIX

28-THEBHBIX IIUKIIOB B KOMOMHAIIMM C JIeKcameTa3oHOM. Pexomenayemas jo03a JeKkcameTa3oHa

cocrasisieT 40 Mr ouH pa3 B A€Hb BHYTPb B 1, 8, 15 1 22 1HM MOBTOPHBIX 28-THEBHBIX LIUKJIOB.

ITanmenThI MOT'YT HNpPOAOJIKATh TCPAIIUIO OO0 MPOrpeCCUPOBaAHUA 3a00JIeBaHUS WM TOSIBIICHUS

IMPU3HAKOB HCICPCHOCHUMOCTH.

Towazosoe crudicenue 003bi

Jlen

aauaoMuI?

Hauvanraas nosa

25 mr
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.04 2026 N= 7383
Tlosa yposss -1 20 Mr (HOCHEQOEATENEROCTEG011)
Jlo3a ypoBH# -2 15 mr
Jo3a ypoBHs -3 10 mr
Jlo3a ypoBHs -4 S wmr
Jo3a ypoBHs -5 2,5 Mr wiu 5 mr kaxjabie 48 4

& Cuuorcenue 003bi 0151 6cex npenapamaoe moaicem oCYyuecmeiimsvcsil He3ad6UCUMO

Tpomboyumonenus
KosanyecTtBo TpoMGOLIMTOB PexoMeHngauuu
Cumsunock 10 < 30 x 10%/n [IpuocTaHOBUTH JieUEHUE JCHAIHIOMUIOM
Boccranosminock 10 > 50 x 10%/n B0300HOBUTEL JIeUeHUE JEHATUIOMUIOM B

J103€ YpOBHs -1 OJIMH pa3 B JIeHb

Kaxnoe nocnenyromee cumxkenne <30 x 10°/7 [IprocTaHOBUTH JIeUEHUE JICHAIUIOMUIOM
BoccranoBmiochk 10 > 50 x 10°/n B0300HOBUTEL JIeUeHHE JIEHATHIOMHUIOM B
03¢ cleayrouero 0ojiee HHU3KOTO YPOBHS
OJIVH pa3 B JICHb

Hetimponenus

AYH Pexomenganuu?

Cuusunocs 10 < 0,5 x 10°/n umu $ebpunbHas | [IpHOCTaHOBUTH JIeUeHME JIEHAIHIOMUIOM H
HEUTponeHus (JIUXOopagka C TEMIEepaTypoil | KOHTPOJIUPOBATh KOJMYECTBO BCEX KIIETOK
Tena> 38 °C; < 1 x 10%/n) KpOoBH He pexe | pa3za B 7 nHel
Boccranosunock 10 > 1 x 10%/1 B0306HOBUTS JIeueHHE JICHATUAOMUIOM B J103€
ypoBHS - 1 0JIuH pa3 B JIeHb

Kaxoe nocnenyrouee cumkenne <0,5 x10%/11| IIprocTaHOBUTE JeueHHe JIeHATHIOMUIOM
i GeOprIbHAs HEUTPOTICHUS
Boccranosunock 10 > 1 x 10%/n B0306HOBUTS JIeueHHE JICHATUAOMUIOM B J03€
cremyromiero 0ojee HU3KOTO YPOBHS OJIMH pa3
B JICHb

* Ha ycmompenue epaua, eciu Hellmponenus aeisaemcs eOUHCMEEeHHbIM NPOsGIeHUeM MOKCUYHOCIU NPU
10601 003€ N1eHATUOOMUIA, MOANCHO 000A8UMb K MEPANUU 2PAHYIOYUMAPHBIL KOTOHUECTMUMYIUPYIOWULL
¢axmop (I'-KC®) u coxpanumsv 003y IeHATUOOMUOA.

HOO@QDOfCuGLUOWCZﬂ mepanus JNCHATUOOMUOOM Yy nayueHmoe nocie  mpaHcnjaHmayuu

aynmoyiocudHblX 2eMONO3mu4eCcKux Cmeo.jiosblx Kieniok (TFCK)

[TopneprxuBaroias Tepanus JIEHAIUAOMHUIOM MOXeET ObITh HayaTa MpH yCIOBUU MOJHOLEHHOTO
BOCCTAHOBJIEHMsI remarojorudeckux nokaszareneid nociae TI'CK y manueHTOB, HE MMEIOIIMX
TIPU3HAKOB MPOrpeccupoBanys. JleHamuIoMu He cielyeT HasHadath, eciu AUH < 1,0 x 10%/n
/WM 9MCII0 TpOMOOIUTOB < 75 X 10%/1.

Pexomenodyemas oosza

PexoMmeHnnyemas HavanpHas A03a JeHaIUAOMUIA cocTaBiser 10 Mr oauH pas3 B JIeHb BHYTpb
HenpepelBHO (¢ 1 mo 28 neHb NOBTOPHBIX 28-AHEBHBIX LHKIOB) 10 MPOrPEeCcCUpOBaHUS
3a00J1eBaHMS WJIH MTOSBJICHUSI IPU3HAKOB HeMepeHocuMOocTH. [locre 3 uKkIToB moaep KkuBaromei

TCparru JICHAJIMJAOMUIOM 03y IIPCIiapaTra MOKHO YBCIIMYUTL OO 15 Mr OJIUH pa3 B JICHb BHYTPb

Crpannna 5 u3 70



COOTBETCTEYET 3KCNEPTHOMY OTUETY
04 2026 M= 7383

o1 10.04_ 2026 st

(NOCNEOOBATENEHOCTE 0011)

MIPY XOPOLIEH MEPEHOCUMOCTH.

Towazcosoe cuudcenue 003wl

Havanpnas no3a (10 mr) [Tpu noBeimennu 10361 (15 mr)?
Jo3a ypoBHs - 1 S wmr 10 mr
Jlo3a ypoBHs - 2 5 mr (nuu 1-21 xaxaeie 28 nueit) | 5 mr
Ho3a ypoBH4 - 3 He npumenumo 5 wmr (mam 1-21 kaxapie 28 aHEH)
He nmpumensats 10361 HIKe 5 Mr (muu 1-21 kaxasie 28 qHei)

& [locne 3 yuknog noooepaicusaioweis mepanuu I1eHAIUOOMUOOM 003y NPENnaApama MO}CHO Y8eaudums 0o 15 me ooun
Pasz 6 0enb 8HYMpPsb NpuU XOpouieti nepeHoCUMOCHmi

Tpomboyumonenus
Kosnu4yectBo TpomMGonnTOB Pexomenganuu
Cumsminock 10 < 30 x 10%/n [IprocTaHOBUTH JIeUEHUE JICHAIUIOMUIOM
BoccranoBmiochk 10 > 30 x 10°/n B0300HOBUTEL JIeUEHME JIEHATHIOMHUIOM B

J103€ YpOBHsI -1 OfMH pa3 B ICHb

Kaxnoe nocnenyromee camxenne <30 x 10/ [IprocTaHOBUTH JIeUEHUE JICHAIUIOMUIOM
BoccranoBmiochk 10 > 30 x 10°/n B0300HOBUTEL JIeUEHHE JIEHATHIOMHUIOM B
03¢ cleayrouero 0oiiee HHU3KOTO YPOBHSA
OJIVH pa3 B JICHb

Heiimponenus

AYH PexomMenganun?

Crmzuiock 10 < 0,5 x 10%/1 [IprocTaHOBUTH JIeUEHHE JICHATUIOMHUIOM
Boccranosuiocs 10 > 0,5 x 10%/n B0300HOBHTS JIcUCHNE ICHAIMAOMHUIOM B JI03¢

ypOBHs -1 0JIMH pa3 B JicHb

Kasxoe nocnemyromiee cHmkenne <0,5 x10°/m | I[IpHocTaHOBUTE NleueHHe TeHATHIOMUIOM
Boccrarosmioch 10 > 0,5 x 10%/1 B0300HOBHTS JIeueHNE TCHATUAOMHUIOM B JI03¢
cienyroliero 0oyiee HU3KOTO YPOBHS OJMH pa3
B JICHb

8 Ha ycmompenue spaua, eciu Heumponenus a61semcst eOUHCIMEEHHbIM NPOSIELEHUEM MOKCUYHOCTU npu 10601 003¢

JIeHATUOOMUOA, MOJNCHO 000a8UMb K Mepanuu 2paHyioyumapHuli KoioHuecmumyaupyrowuii gpakmop (I-KC®D) u
COXpanums 003y IeHATUOOMUOA.

Jlenanuoomuo 6 KOMOUHAuUU ¢ O0eKCamMema3oOHOM 00 Npocpeccuposanus 3abonesanus

nayuernmoes, KOmopbsim He NoKa3ana mpancCniadnmayus

He cnenyer maumnath Tepanuto jeHamumomugom, eciu AUH < 1,0 x 10°/1 w/wmu 4mcio
Tpom6GoimTOB < 50 x 107/11.

Pexomenodyemas oosza

Pexomenayemast HauanbHas /1032 JICHATMJOMUIA COCTABIISIET 25 MT OJIUH pa3 B A€Hb BHYTpPb C |
1o 21 jgeHb MOBTOPHBIX 28-AHEBHBIX IUKIOB. PekoMeHayemas 103a JeKcaMeTa3oHa COCTaBIIsAET
40 Mr oJvH pa3 B I€Hb BHYTpb B 1, 8, 15 1 22 nHM MOBTOPHBIX 28-THEBHBIX NUKIOB. [larmeHTsl
MOTYT NPOJOJDKATh TEpPanuio JEHATUAOMHUJIOM M JIEKCaMETa30HOM JO0 MPOTrPEecCUpOBaHUs

3a00JIeBaHUs WIIH MOSIBJICHUS MMPU3HAKOB HCICPCHOCUMOCTH.
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 10.04 2026 N= 7383

(NOCNEOOBATENEHOCTE 0011)

Towazcosoe cuudcenue 003wl

JlenaangomMua? JlexcameTrazon?®
HauvannHas qosa 25 Mr 40 mr
lo3a ypoBHs -1 20 mr 20 mr
Jlo3a ypoBHs -2 15 mr 12 mr
/lo3a ypoBHs -3 10 mr 8 mMr
[lo3a ypoBHs -4 S mMr 4 Mr
/lo3a ypoBHs -5 2,5 Mr He npumenumo

& Cruorcenue 003bl 011 KAANCO020 npenapama moancem oCyueCmejisimvCi He3asUCUMOo.

Tpomboyumonenus
KoanuyecTtBo TpOMOOIINTOB Pexomenpanun
CHu3mnock 10 < 25 x10%/n [IpekpaTuTh Je4YeHUE JICHATUIOMHUIOM IO
KOHIIA I[uK1a®
Boccranosuiocs 10 > 50 x 10%/n Bo300HOBUTH JleueHHE B MeHbIeH g03e (B
CJIENYIONIEM IMKJIE CHU3HWTH JI03Yy Ha OIUH
YPOBEHB)

& Eciu dosonumumupyiowas mokcuunocms (JJIT) paseusaemcs na > 15 Oenv yuxia, ieyenue AeHATUOOMUOOM
PEKOMEHOYemcsi NPUOCMAHO8UMb, NO KPAUHel Mepe, Ha 0CMABWUILC Nepuod meKyuwe2o 28-0HeeHo20 Yukid.
Hetimponenus

AYH Pexomenganuu?

Iepsoe cumxenue 10 < 0,5 x 10%/n [IprocTaHOBUTH JIEUEHUE JICHATHIOMUIOM
Boccranosunock 10 > 1 x 10%/1 u neiirponienus | Bo3o6OHOBUTH  jledeHHe JIEHATUAOMUIOM B
— €IMHCTBEHHOE MPOSIBIIEHNE TOKCUYHOCTHU HavyalbHOM J103€ OJIUH pa3 B JICHb

BocctanoBunocs g0 > 0,5 x 10°n u|Bo306HOBUTH eueHHE JTEHATHIOMUIOM B 103€
HaOMIOJalOTCa  JApyrue,  OTJIMYHBIE  OT | ypOBHS -1 OJMH pa3 B I€Hb
HEUTPOIIEHUH, BUIbI TemaTosiornyeckout JJIT

Kaxoe nocnenyromee camkerne <0,5 x 10%/11 | [IppocTaHOBUTH JTeueHne IEHATHIOMUIOM
Boccranosunock 10 > 0,5 x 10%/n B0306HOBUTS JIeueHNE JTCHATUIOMUIOM B 103€
creayromiero 0ojiee HU3KOTO YPOBHS OJHMH pa3
B JICHb

® Ha ycmompenue epaua, eciu HemponeHus A61aemcs eOUHCIMEEHHbIM NPOSAGIEHUEM MOKCUYHOCIU NpuU 10001 003e
JIeHATUOOMUOA, MOJNCHO 000a8UMb K mepanuu 2paHyioyumapHuii KonoHnuecmumyaupyrowuil gakmop (I'-KC®) u
COXpanums 003y IeHATUOOMUOA.

Ecnu no3a nenanmumomuaa Obliia CHUXKEHA B CBsizu ¢ remarosniorudeckoit JIJIT, ona moxer ObITh
MOBBIIIEHA /10 CIEAyroliel, 0ojiee BBICOKOW /03Bl (BIUIOTH /0 HayajdbHOM 103bI) Ha (hoHe
yinyumieHus: (QyHKIMM KoctHoro wmosra (orcyrcrBue JJIT B TedeHne MuHUMYyM 2
nocnenoBatensHeX qukitos: AUH > 1,5 x 10%/1 u uucio TpoMOonmToB > 100 x 10°/1 B Hauane
HOBOTO ITHKJIA).

Jlenanuoomuo 6  komOuHauuu ¢ MeaPpaiaHoM U NPeoHU30JOHOM ¢ nocaeoyviouel

I’IOC)OQD.WCUBCUOWEZZ mepanuell JICHAIUOOMUOOM y nayuenmos, komopwvim He noxkazana TI'CK

He nomyckaercs Ha4MHATH Tepanuio JeHanuaomuaoM, eciu AUH < 1,5 x 10%/n1 w/unu yucno
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TpoMbonuToB < 75 x 10%/71.

Pexomenoyemas 0oza

ot 10.0¢

(NOCNEOOBATENEHOCTE 0011)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

2026 Wz 7383

Pexomenyemas HauanbHas A03a JIeHaIMI0MuAa coctaisier 10 Mr oiuH pa3 B I€Hb BHYTpb C 1

1o 21 1eHb MOBTOPHBIX 28-THEBHBIX UKJIOB (0OIIECH YUCICHHOCTHIO 10 9 IIUKIIOB), a MedaaaHa

- 0,18 Mr/kr u mpeaHU30JI0Ha — 2 MI/KT BHYTPh B 1-4 JHHM MOBTOPHBIX 28-THEBHBIX ITUKIIOB.

HaLII/IeHTaM, KOTOPBIC 3aBCPIINIIN 9 MOJHBIX LUKJIOB WJIK HE MOTYT IIOJIy4aTh KOM6I/IHI/IpOBaHHy10

TCPpAInIO n3-3a HCIICPCHOCUMOCTHU, HA3HAYA0T MOHOTCPAIIUIO JICHAIUAOMUJIOM! 10 mr OIWH pa3s

B JICHb BHYTpb C | mo 21 AeHb NOBTOPHBIX 28-IHEBHBIX IIMKJIOB JI0 MPOrPECCUPOBAHUS

3a00JIeBaHNUs.

Towazcosoe crudcenue 003wl

JlenaannoMun MeJipanan I[IpenHu30/10H
HauannHas 103a 10 mr? 0,18 Mr/kr 2 MI/KT
Jlo3a ypoBHs -1 7,5 mr 0,14 mr/xr 1 mr/xr
Jlo3a ypoBH# -2 S mr 0,10 mr/xr 0,5 mr/kr
Jlo3a ypoBH4 -3 2,5 Mr He npumenumo 0,25 mr/kr

d Ecnu Helimponenus: A61emcs eOUHCMBEHHLIM NPOABTEHUEeM MOKCUYHOCU HA (DOHe npumeHenus mobot 003vl,

cnedyem 0obasums k mepanuu I-KC® u npoodondicums nedenue 1eHAIU0OMUOOM 6 moi dice 003e.

Tpomboyumonenus

KonuuyectBo TpomMGounTOB

PexoMmenganuu

Ilepoe camkenue 10 < 25 x 10%/1
Boccranosuiocs 10 > 25 x 10%/n

HpI/IOCTaHOBI/ITB JICHCHHUC JICHAJIMAOMUIOM
B0300HOBHUTE JieYCHHE JICHATUAOMHUIOM U
MendanaHoM B 103€ YPOBHS -1

Jng  Kaxaoro ImocCiemyrouero
<30 x 10%x
Boccranosunock 10 > 30 x 10%/1

CHHIKXCHHUA

IIprocTaHOBUTH JIEUEHNE JIEHATUIOMUAOM
Bo0306HOBUTH JleUeHHE JICHATUIOMUIOM B
MeHbIlel 103€ (03e ypoBHA -2 WK -3) OAMH
pa3 B JIeHb

Heiimponenus

AYH

Pexomenpanun?

Iepsoe camskenue 10 < 0,5 x 10%/1
BoccranoBunoce 1o > 0,5 x 10%1 wm
HEUTPOTICHUS — €TMHCTBEHHOE TIPOSIBJICHUE
TOKCUYHOCTH

IIproCcTaHOBUTH JIEUEHHE JIEHAIHIOMUAIOM
B0300HOBUTE JI€UeHHME JICHATMIOMHUIOM B
HayaJIbHOW J103€ O/IMH pa3 B JICHb

BoccranoBunoce 1o > 0,5 x 10%1 m
HAOMIOAIOTCA  JIpYyTMe  T'€MaTOJIOTHUYECKUe
JUIT, oTnudHbIE OT HEUTPOIICHUHU

B0300HOBUTE JIeueHUE JEHATHIOMUIOM B J103€
ypoBHS -1 01MH pa3 B I€Hb

Kasx10e nocneyromee cHmkenne < 0,5 x 10%/1
BoccranoBmiochk 10 > 0,5 x 10%/n

[TprocTaHOBUTS JIEUEHUE JICHATUAOMHIOM
B0300HOBHTE JIeUeHUE JCHATHIOMUAIOM B J103€
cieyromuiero 0ojiee HU3KOTO YPOBHS OMH pa3
B JICHb

8 Ha ycmompenue apaua, eciu Helimponenus s6semcst eOUHCMEEHHbIM NPOSIGLEHUEM MOKCUYHOCTU NPU 110001 003¢

JIEHANUOOMUOA, MOICHO 000A8UMb K MEPanuu SpanyioyumapHulii koionuecmumynupyrowui gaxkmop (I-KC®P) u

COXpanums 003y IeHATUOOMUOA.
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TEBETCTEYET ZKCNEPTHOMY OTYETY
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by RS R BA TENEHO CTh 0011 )

He nonyckaercst HaunHath jieueHue JeHanuaomuaom, eciin AYH < 1,0 x 10°/n1 w/niy KOIM4ecTBO

TpoMGormTOB < 75 X 10°/1 MM, B 3aBUCHMOCTH OT CTENEeHH MH(UILTPALMH KOCTHOTO MO3Ta

MJIa3MaTHYECKUMU KJIETKaMH, KOJIMYECTBO TpoMOouTOoB < 30 X 10%/71.

Pexomenoyemasn 0osa

Pexomenyemas HayalibHas 103a JICHAJIUAOMHUAA COCTABIIAET 25 MI BHYTpb OJIMH pa3 B JIeHb B |-

21 neHb MOBTOPHBIX 28-THEBHBIX IIUKIIOB.

Pexomennyemas n103a aexkcamerasona cocranisier 40 Mr ojuH pas B 1eHb B 1-4, 9-12 u 17-20 nau

Kak710ro 28-THEBHOTO 1IMKJIa B IepBbIe 4 1MKIIa Tepanuu, a 3aremM 1o 40 Mr oauH pa3 B JIeHb B 1-

4 THU KaXJ0Tr0 MOCIeAYIONEero 28-1HeBHOTO IUKJIA.

Bpauy crnenyer TmarensHO moaOUpaTh 103y JeKCaMETa30Ha, IPUHUMAs BO BHUMAHUE COCTOSTHHE

nanueHTa u CTaauro 3a001eBaHus.

Towazoeoe cruoicenue 003vl

Hauanbnas no3a 25 mMr
Jlo3a ypoBH# -1 15 mr
Jlo3a ypoBHS -2 10 mr
/lo3a ypoBHs-3 Sw™r
Tpomboyumonenus
KonuyectBo TpomMGounTOB Pexomennanun

ITepBoe camxenne < 30 x 10%/n
Boccranosmiocs > 30 x 10°/n

[TproCcTaHOBUTH JICUCHUE JICHATHIOMHUIOM
B0300HOBUTE JIeUEHHE JICHAIUIOMUAIOM B
J103€ ypoBHS -1

Kasxnoe nocienyromee caukenne < 30 x 10%/1
BoccranoBmiochk 10 > 30 x 10°/n

IIprocTaHOBUTH JIEUEHUE JIEHATUIOMUIOM
B0306HOBUTH JI€4eHHE JIEHAIHIOMHIOM B
MEHbIIEH 103€ (1032 YpOBHS -2 WM -3) OAVH
pa3 B JICHb

He npumensTs 03Bl Ipenaparta HUKE 5 MT B
JI€Hb

Heiimponenus

AYH

Pexomenpamun?

IepBoe camxkenue < 0,5 x 10%/1
Boccranosunock > 0,5 x 10°/1 u Helirponenus
— €IMHCTBEHHOE MIPOSIBIICHUE TOKCHYHOCTH

[IpnocTaHOBUTH JIeUEHUE JTEHAIUIOMUIOM
Bo0300HOBUTE JleyeHHE IEHAIMIOMHUIOM B
HavyaJIbHOW J103€ OJIUH pa3 B JIEHb

Boccranosunock > 0,5 x 10°/11 u ecTb apyrue
MPOSIBIICHUS reMaToJIOTHYECKOM JUIT,
OTJIMYHBIE OT HEUTPOTIEHNU

B0300HOBHTE JIeUeHHE JIEHAITHIOMHUIOM B J103€
YpOBHS -1 0/IMH pa3 B I€Hb

Jis  KaXIOoro TOCHEAYIOUIEr0 CHIKEHUS
<0,5x 107

Boccranosuiocs > 0,5 x 10%/x1

HpI/IOCTaHOBI/ITB JICYCHUC JICHAIIUJOMHUIOM

B0300HOBUTH JIeueHHE JICHAIMJIOMUIOM B
MEHbIIIeH 103€ (1032 ypoBHS -1,-2 v -3) onuH
pa3 B IcHb

He nmpumenATs 103bI mpenapara HUXKE 5 MT
OJIMH Pa3 B JIEHb
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
04 2026 M= 7383

ot 10.04_2026 M=

. inac B L& HOCTE 0031
8 Ha ycmompeHnue epaua, ecniu HelumponeHus a6naemcs o Hc‘mGeHHbDl/l npa:zlegé;lm'e "m-g%bcmzl ;1:177:5 ﬂ|1061017-|603e
JIEHATUOOMUOA, MOJICHO 000a8UMb K Mepanuu 2paHyioyumapHuii KonoHuecmumyaupyrowui gakmop (I'-KC®) u

COXpanums 003y JeHATUOOMUOA.

Muenomucruiactuueckue cuaapomMsl (MJIC)

He nomyckaercss HAUMHATH TEPATHIO JeHaIuIoMuaoM, ecia AUH < 0,5 x 10%/11 u/umy KoIu4ecTBo
TPOMOOIIUTOB <25 X 10%/1.

Pexomenoyemasn 0osa

PexoMenyemas HauanbHasl 103a JIEHAIMI0OMUAA cocTaBisieT 10 Mr BHyTpb OAMH pa3 B JIeHb ¢ 1
1o 21 1eHb NOBTOPHBIX 28-THEBHBIX IIUKJIOB.

Towazoeoe cruoicenie 003vl

HauvansHas nosa 10 mr oguH pa3 B aeHb ¢ 1 o 21 neHp Kaxapie 28 qHei
J1o3a ypoBHs -1 5,0 Mr oauH pa3 B eHb ¢ | mo 28 aeHb Kaxabie 28 aHel
Jlo3a ypoBH# -2 2,5 Mr oJivH pa3 B JieHb ¢ | mo 28 neHp Kaxplie 28 nHei
Jlo3a ypoBH# -3 2,5 Mr uepes JieHb ¢ 1 mo 28 neHp kaxapie 28 aHei
Tpomboyumonenus

Kosau4vecTBO TpOMOOUUTOB Pexomenpanun

CHm3mioch 10 < 25 x 10°/n [IprocTaHOBUTH JIeUEHUE JICHAIUIOMUIOM

BoccranoBmioch 10 > 25 x 10%/1- <50 x 10°/n | Bo30OHOBUTH JieYeHHE JICHATUIOMUIOM B
MUHHMYM JIB2XIIbI 332 TIEpUOJ > 7 JAHEW WM | MEHbIIeH no3e (103a ypoBHs -1, -2 win -3)

KOTJ1a YMCJIO TPOMOOIIUTOB BOCCTAHABIMBACTCS
10> 50 x 10%/1 B m1060# IPOMEKYTOK BpeMEHH

Heiimponenus
AYH Pexomennannu
Cuumzuiock 10 < 0,5 x 10%/n [IprocTaHOBUTSE JIeUEHHE JICHATUIOMUIOM
BoccranoBuiocs 70 > 0,5 x 10°/n Bo0300HOBHUTL JieUueHHE JIEHAIIMIOMHUIOM B

MEHBIIIeH 1o03¢e (1032 ypoBHS -1,-2 unu -3)

Ipexpawenue npuema nenanrudomuoa

JleueHue JeHAIUIOMUIIOM CIIEAYET MPepBaTh Y TeX MAllUEHTOB, Y KOTOPBIX B TeUEHUE 4 MecsLEeB
10CJIe Havayia Teparmuy OTCYTCTBYET XOTs ObI HE3HAUNTENIbHAS SPUTPOUTHAS PEAKIIHS, Y KOTOPBIX
oTMeuaercs, o MeHbleil mepe, 50% cHuUKeHHe MOTPeOHOCTH B TeMOTpaHC(y3UAX, WU TPU

OTCYTCTBUHU T eMOTpaHC(I)y3Hﬁ Ha6n10naeTc51 YBCIIMUCHUC I'EMOT. nmoouHa Ha 1 1/ JUT.

JIlumdoma n3 xierok MauTuitHo# 3085 (MKJI)

Pexomenoyemasn 0osza
Pexomennyemas HauanbHasl 103a JICHATHIOMHUIA COCTABISIET 25 M BHYTpPb OJIUH pa3 B JIeHb C |

1o 21 1eHb NOBTOPHBIX 28-THEBHBIX ITUKIIOB.

Towazcosoe cuudcenue 003wl

HavannHas nosa 25 Mr oauH pa3 B AeHb ¢ 1 o 21 neHpb kaxaple 28 nHen
/lo3a ypoBHs -1 20 mr oguH pa3 B feHb ¢ 1 o 21 neHb kaxaple 28 nHen
Jlo3a ypoBHsI -2 15 mr oguH pa3 B AeHb ¢ 1 mo 21 neHp kaxaple 28 nHen
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
04 076 he

o1 10.04_ 2026

7307

/lo3a ypoBHs -3

(MO CEQEATENBHOC [ 0U L
10 Mr oguH Ible 28 THel

/lo3a ypoBHsi-4

S Mr oiMH pa3 B JieHb ¢ 1 mo 21 neHp kaxable 28 qHei

/lo3a ypoBHsI-5

2,5 Mr oJiiH pa3 B JieHb ¢ | mo 21 nenp kaxplie 28 nHeu
S Mr uepes neHb ¢ 1 mo 21 aeHp kaxabie 28 el

Tpomboyumonenus
KoJsmyecTBO TPOMOOUMTOB PexoMenpanuu
Cumsmnock 10 < 50 x 10%/n [IpuocTaHOBUTH  JIeYEHUE  JICHATMJAOMUIOM U

BoccranoBmiocs 110 > 60 x 10%/1

KOHTPOJIUPOBATh KOJUYECTBO BCEX KIIETOK KPOBU HE
pexe 1 pa3za B 7 aHeit
B0300HOBHUTE JIeueHHE JICHATUIOMHIOM B MEHBIICH
no3e (103a ypoBHs -1)

Kaxnoe mnocnenyromee
<50x 10°/n

CHHIXCHHC

BoccranoBuiiock 10 > 60 x 10%/1

HpI/IOCTaHOBI/ITB JICHCHHUC JICHAJINJOMUI0M u
KOHTPOJIMPOBATh KOJUYECTBO BCEX KIIETOK KPOBHU HE
pexe 1 pa3za B 7 gHeit

B0300HOBHTP JICUCHHE JICHATHIOMHIOM B MEHBIICH
no3e (mo3a ypoBHs -2, -3, -4 unu -5) He npumeHartsb
JI03bI Mperapara HUKe YPOBHS -5

Heiimponenus

KouunyecTBo HeliTpoduioB

Pexomenpannu

Causmiock 10 < 1 x 10%/1 o meHbIIeit
Mepe B TeUeHHE 7 JHEH

unu

Cumsminochk 10 < 1 x 10%/1 B coueranuu
C JHMXOpaaKoil (Temmeparypa Tena >
38,5 °C)

unu

Causmioch 10 < 0,5 x 10%/x1

HpI/IOCTaHOBI/ITI) JICHCHUC JICHAJINIOMUAOM u
KOHTPOJIMPOBATh KOJIMYECTBO BCEX KIETOK KPOBH HE
pexe 1 pa3a B 7 nHeit

BoccranoBmioch 10 > 1x10%/n

Bo300HOBUTE JIeUeHUE JICHAJINJOMHUIOM B MEHbIIIEN
no03e (103e ypoBHs -1)

Kaxnoe nocnenyromiee cHuxkenne < 1
x 10°/1 mo MeHbIueil Mepe B TeueHue 7
JTHEH

unu

camkernue < 1 x 10°/1 B coueranuu ¢
TUXOpaJKoH (TeMIieparypa Tena >
38,5 °C)

unu

camkenue 10 < 0,5 x 10°/n
Boccranosuinock 10 > 1 x 10%/1

HpI/IOCTaHOBI/ITb JICYCHHUC JICHAJIMJOMHA0OM

B0300HOBUTE JIe4eHHE JIEHATHIOMHUIOM B MEHbIIEH
no3e (mo3a ypoBHs -2, -3, -4 unu -5). He npumensTh
JI03BI TIperapaTa HIKe YPOBHSI -5

@onnukynapuas aumgoma (DJI) unu rumpoma uz kiemok mapeuHarbrol 301ul (JIM3)

He nomyckaercs HaunmHaTh JieueHue JieHamuaomuaoM, ecia AUH < 1,0 x 10°/11 W/WITH KOJTMYECTBO

TpomGonuToB < 50 X 10°/11, eclu TONBKO 3TO HE BBHI3BAHO MHMMIBLTpaLMeil KOCTHOrO MO3ra TIpH

aumdome.
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
04 2026 M= 7383

ot 10.04_2026 M=

(MOCNEOOBATENEHO lif Tb 0011)

Pexomenoyemas 0oza

Pexomennyemas HauanpHas J03a JeHAIMAOMUIA cocTaBisieT 20 M BHYTpb OAMH pa3 B J€Hb B 1 -
21 neHb MOBTOPHBIX 28-AHEBHBIX ITUKIIOB (00IIEH YMCICHHOCTHIO 10 12 1ukiioB). Pekomenayemas
HavaIbHAas 03a PUTyKcUMaba cocTapiisieT 375 Mr/mM> IIIOIa i IOBEPXHOCTH Tela BHYTPUBEHHO
(B/B) xaxxayro Henemo B 1 rukite (1, 8, 15 u 22 quu) u B 1 1eHb KaXa0T0 28-THEBHOTO IUKJIA JIJIs
2-5 1MKIIOB.

Towazcosoe crudicenue 003wl

HauvannHas qosa 20 mMr ouH pa3 B JeHb ¢ 1 o 21 neHb kaxaple 28 nHe
/lo3a ypoBHs -1 15 mMr oguH pa3 B AeHb ¢ 1 o 21 neHp kaxaple 28 qHen
Jlo3a ypoBHsI -2 10 mMr oguH pa3 B AeHb ¢ 1 o 21 neHp kaxaple 28 qHen
/lo3a ypoBHs -3 S Mr oiMH pa3 B JieHb ¢ 1 mo 21 neHp kaxjapie 28 qHei

Jiss KoppeKIuu A03bI B pe3yJbTaTeé TOKCHYHOCTH C PUTYKCHMAOOM CieqyeT OOpaTHThCA K

COOTBGTCTBYIOHIGfl HHCTPYKIHHU 1O MCAUITHUHCKOMY IIPUMCHCHUIO JICKAPCTBCHHOI'O IIpC€Iiapara.

TDOM60uum07’l€H1/lﬂ
KoJsmnyecTBO TPOMOOUIMTOB PexoMenpanuu
Cuusunocs 10 < 50 x 10%/n [IpuocTaHOBUTH  JICUEHHE  JICHATUJOMHUAOM WU

KOHTPOJIMPOBATh KOJMUYECTBO BCEX KJIETOK KPOBU HE
pexe 1 pa3za B 7 gHeit
Boccranosunocs 10 > 50 x 10°/n B0300HOBHTE JIeUCHUE JICHATHIOMHUIOM B MEHBIIICH
no3e (103a ypoBHs -1)
Kaxnoe nocnenyromee cHmwkenue < 50 x| [I[ppuocTaHOBUTh — JICUCHHE  JICHAIMIOMHUIOM |

10°/n KOHTPOJIMPOBATh KOJIMYECTBO BCEX KJIETOK KPOBU HE
pexe 1 pa3za B 7 nHeit
Boccranosmiocs 10 > 50 x 10°/n B0300HOBHTE JIeUeHHE JIEHAIUIOMUIOM B MEHbBIIEH

noze (mosza ypoBHs -2, -3). He mpuMmeHSTH 03B
npenapaTa HUKe YpOBHS -3

Heiimponenus

AYH Pexomenpanuu?

Cuusunock 10 < 1 x 101 no MenbIneii Mepe | [[pHOCTaHOBUTH JieUeHHE TEHATUIOMUIOM M
B T€UEHUE 7 THEH KOHTPOJINPOBATh KOJIMYECTBO BCEX KIIETOK
unu KpoBH He pexe | pasa B 7 qHel

Cumsminock 10 < 1 x 10°/n1 B coderanuu c
JIMXO0paaKoH (Temnepatypa Tena > 38,5 °C)

unu

Cumsmnoch 10 < 0,5 x 10%/1

BoccranoBmioch 10 > 1x10%/n B0300HOBUTL JeueHHE JIEHATUIOMHUIOM B
MEHBIIEH 103€ (103€ YpOBHS -1)

Kaxnoe MOCJEAYIOIIEe cHkeHue | [IppocTaHOBUTH JIEUEHUE JICHATUIOMUIOM M

< 1 x 10°/1 no MeHblIe#l Mepe B TedeHHe 7 | KOHTPOIMPOBATh KOJIMYECTBO BCEX KIETOK

JHEN KpOBH He pexe 1 pasa B 7 nHen

unu

cumkeane < 1 x 10°/m B coderanum c
JIMXOpaaKoH (Temnepatypa tena > 38,5 °C)
unu

cumxenue 10 < 0,5 x 10%/n
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.04 2026 N2 7383
Boccranosuinoch g0 > 1 x 10%/n Bo30GHaBITh —fhd e IenAToMAAdN B

MeHbIled a03e (mo3a ypoBHs -2, -3). He
IIPUMEHSITH J103bl [TpernapaTa HUKe YpOBHsI-3
& Ha ycmompenue spaua, eciu Heumponenus aejislemcst eOUHCIMEEHHbIM NPOSIELEHUEM MOKCUUHOCTU NPU 10601 003¢

JeHanudomuoa, ciedyem 000asUMsb epaHyIoYUMAapHwlll Koronuecmumyaupyrowuii pakmop (I'-KC®D)

Jlumdoma n3 kimerox ManTuiiHoi 30HEI (MKJD), dowmkyisipaag suMmdoma (PJI) wim aumdboma

W3 KJIETOK MaprUHAJILHOH 30HEI (JIM3)

Cunopom nuzuca onyxonu (TLS)

Bce manueHThI 10KHBI TOTy4YaTh Tpodunaktuieckoe nedenue TLS (ammomypuHon, pacOypukasa
WJIY aHAJIOTU B COOTBETCTBUU C PEKOMEHIAIMSMH MEUIIMHCKOTO YUPEXKI€HH ) U 00€3BOKUBAHUS
(mepopanbHO) B TeUEHHE NEPBOIl HeAeIM NMEpBOro LMKIA WM B TeUeHHE Oosiee IIMTEIbHOIO
nepuoja, €ciiyu 3TO KIMHWYECKH moka3aHo. [[ns monuropunra TLS HeoOXonumMo mpoBOAMUTH
pa3BepHYTHIII OMOXMMHUYECKUI aHaIN3 KPOBH, HA3HAYAEMBIN €KEHE/IEIbHO B TECUECHHUE IEPBOTO
IIUKJIa ¥ B COOTBETCTBUHU C KIIMHUUYECKUMHU MTOKa3aHUSIMH.

[Ipuem neHanmuaOMHAA MOXHO HPOAOIDKATh (C MOAJEpKAHWEM J103bl) Y HAlMEHTOB C
naboparopubiMu TLS mnu knuanueckumu TLS 1 crenenu, wim Ha yCMOTpeHHE Bpadya CHU3UTH
703y Ha OJMH YPOBEHb M MPOJODKUTH TMpHeM JeHamumomuga. HeoOxogmmo obecrieynThb
UHTECHCUBHYIO BHYTPUBEHHYIO TMIpPATallMI0O M COOTBETCTBYIOLIEE JIEYEHHE B COOTBETCTBUM C
MECTHBIMU CTaHJApTaMM OKa3aHUs MEIUIIMHCKOM MOMOINHU 10 KOPPEKIMH HapylleHHus OaiaHca
DIIEKTPONUTOB. JIJs1 CHIDKEHHS YpPOBHS THUIIEPYPUKEMHH MOMKET NOTPEOOBATHCS Tepamus
pacOypukazoil. ['ocintanu3zanus nanuenTa OyJeT OCyUIeCTBIATHCA [0 PEIICHHUIO Bpaya.

VYV nanuentoB ¢ kiauHMueckuM TLS 2-4 crenmeHn HEOOXOAMMO NPUOCTAHOBUTH MPUEM
JICHAJIUJIOMU/IA U TPOBOJIUTH Pa3BEPHYTHII OMOXMMHUYECKHI aHAIN3 KPOBH €XKEHEAETbHO WIIN IO
KJIMHUYECKMM  TokazaHusM. HeoOxoaumo  oOecrneynTh HMHTEHCHBHYIO  BHYTPHUBEHHYIO
TUApaTalMIo ¥ COOTBETCTBYIOIEE JIEYEHHE B COOTBETCTBUM C MECTHBIMH CTaHJapTaMU OKa3aHUS
MEAMIIMHCKOW TOMOIIM 1O KOPpPEeKIMHM HapylleHus OayaHca >JeKTpoiauToB. Tepamus
pacOypHKa3oif 1 rocnuTanu3anus Oy1yT OCyIECTBIATHCS IO pelieHuto Bpaya. [Ipu ymenbmenuu
crenienu TLS 10 0 o perieHuto Bpaya BO30OHOBIIAIOT PUEM JICHATUIOMUAA B JO3€ CIIEAYIOIIETO
0oJiee HU3KOTO ypoBHS (CM. pazzen 4.4.).

Cunopom «onyxonegotl GCNbIWKUY (CUHOPOM MPAH3UMOPHO20 YCY2YONeHUsl KIUHUYECKUX
nposenenuti onyxoau, TFR)

V¥ nanuentoB ¢ TFR 1 unum 2 creneHu perieHne o NPEpbIBAHUU JICUEHUS JIEHAIUIOMHIOM WU
YMEHBIICHUSI €r0 J103bl OCTAeTCs Ha yCMOTpeHue Bpaua. [lo ycMoTpeHuio Bpada MOXeT ObITh
Ha3HayeHa Tepanus HECTePOUJIHBIMU MPOTUBOBOCHAIUTENbHBIMU mpenapaTamu (HIIBII),
OTpaHMYEHHAasi MO  MPOJOJDKUTENIbHOCTH  Tepamus  TJIIOKOKOPTUKOCTEpPOMIAMH  W/HIK

HAapKOTUYECKMMH aHajbreTukamu. Y mnanueHtoB ¢ TFR 3 wimm 4 creneHm Tepanuto
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
2026 N 7383

ot 10.04 2026
JIEHATUIOMHIOM CIIEAy€ET IPHOCTAHOBUTH M HAYATH TepaHﬁH:H}EB—'ILE %ﬁ}g%lﬁlmk&ﬁebn}qhhhm

W/WIM HapKOTUYeCKUMU aHanbretukamu. Korma BeipaxkeHHocTh TFR cHm3utes 1o < 1 crenenw,
BO300HOBJISIOT JICYCHUE JICHATHIOMHUIOM B JI03€ TOTO K€ YPOBHS B TCUCHUE OCTABIICHCS YaCTH
nukiaa. CumnroMmarndeckast Tepanua TFR mpoBoauTcs coriacHO peKOMEHIAIUSIM IO JICYEHUIO
TFR 1 u 2 crenenn (cM. pasnen 4.4.).

Bce nokazanus

[Tpu pa3BUTHH Yy MallMEHTa IPYTUX BUJOB TOKCUYHOCTH 3 U 4 CTENIEHU TAKECTH, CBSA3b KOTOPBIX C
IPUMEHEHUEM JICHAJIWJOMUJA HENb3s HUCKIIOYUTh, JICYEHHE JICHAJIWJOMUJIOM CIIEAYET
npuocTaHoBUTh. [1o pemieHuio Bpaua jeueHHE JICHATUAOMHUIOM MOXET ObITh BO3OOHOBIICHO B
J103€ CJEeNyIOUIero, 601ee HU3KOro YPOBHS MIPU CHUYKEHUU BBIPAXKEHHOCTH TOKCUYHOCTH 10 < 2
CTETCHH.

Cnenyer paccMOTpETh BOIPOC O MPUOCTAHOBKE WJIM MPEKPALIECHUN JIE€UYECHUS JICHATUIOMHIOM B
Clly4ae pa3BUTHS KOXKHOMU ChbINU 2 WK 3 cTeneHu. JIeueHne IeHanuIoM110M ClelyeT IPEeKpaTUTh
IIPY aHTHOHEBPOTUYECKOM OTEKE, CHINU 4 CTENeHH, IKC(POTNATUBHON W OYJIE3HOU CHINH, HITH
npu nojao3penur Ha cuHapoM CtuBeHca-/[xoHcoHa (SJS), nian TOKCHUECKUN 3MUAepMaIbHbINA
Hekponu3 (TEN), nin nekapcTBEHHYIO KOKHYIO PEaKIUI0, COMPOBOXKAAIOIIYIOCS 03UHO(HINECH
u cucreMHbIMU TiposiBieHussMU (DRESS), 1 He BO300HOBIIATE MOCTIE MPEKPAICHHUS 3TUX PEaKIUii.

Oco0ble IPVIIILI MALUEHTOB

HaL;MEHmbl nooJKIcus1020 eo3pacma

PesynbpTarel uccienoBaHus (PapMaKOKHMHETUKH JICHATHUAOMHUAA Y TMOXKWIBIX IallMeHTOB
MIpeICTaBICHBI B paznene 5.2. Jlenanuaomu Ha3Hava u nanueaTam ¢ MM B Bo3pacte 70 91 roxa,
narueHTam ¢ M/JIC - no 95 ner, a mauuentam ¢ MKJI — no 88 ner. IlockoibKy y MOXKHIIBIX
MAIMEHTOB BEPOSITHOCTh HapyIllIeHUs (PyHKIIUU MOYEK BBIIIE, 103y Mpenapara HyKHO MOJ0UpaTh
OUY€Hb OCTOPO’KHO, TMPU ITOM BO BpEMs JICUCHHUS PEKOMEHIYETCS MOHHTOPHPOBATH (PYHKIIHIO
MOYEK.

Bnepsvie ()uaenocmupoeaHHaﬂ MHOHCECMBERHAA MUE/IOMA. NAUUEHINbL, KOMOPbIM He NOKA3dHA

mpaHcnjaanmayus

[Tepen HazHaueHueM nedeHus nanueHtam ¢ BJIMM B Bo3pacrte 75 ner u crapiie HEOOXOIMMO
MPOBECTH TIIATeNbHOE oOcnenoBanue (cMm. pasgen 4.4.). Jlns manueHToB crapiie 75 e,
MOJTyYaloIUX JICHATHIOMHI B KOMOMHAIIMY C JIEKCAaMETa30HOM, HadajabHas J03a JIeKcaMeTa3oHa
coctaniisieT 20 Mr oivH pa3 B IeHb B 1, 8, 15 1 22 qHU Kaxa0r0 28-1HEBHOTO IUKJIA JICYEHUS.
N3MeHeHne 10361 HE PEKOMEHIYETCS ISl MalMEeHTOB cTapiie 75 JEeT, KOTOPble MPUHHUMAIOT
JICHATMIOMHU]] B COYETAHUU C Mel(paTaHOM U IPETHU3Z0JIOHOM.

VYV nauuentoB ¢ BJIMM B Bo3pacte 75 5eT u crapiie, NoJy4aBIIUX JICHAIUIOMU, CEPbE3HBIE

HexenaTenbHble JekapcTBeHHble peakuuu (HJIP) u HJIP, kotopble mpuBenu K HpeKpalieHHio
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ot 10.04 2026 N= 7383

(NOCNEOOBATENEHOCTE 0011)

JICYCHHs, OTMECYAJIMCh Yalliec.

KoMmOuHupoBaHHas Teparus JICHAIMIOMUIOM XyXe MepeHocwiachk mnamueHtamu ¢ B/IMM
cTapie 75 JeT 0 CPaBHEHHUIO ¢ MOJIOABIMH ManueHTaMu. [lanuenTtsr Oonee crapiero Bo3pacra
yarie npekpamiaim MpueM npenapara u3-3a HHAUBUAyaabHoH Henepenocumoct (HJIP 3 umm 4
crerneHu u cepbesnpie HIIP), ueM manueHTsl B Bo3pacte A0 75 JerT.

MHuooicecmeennasn muenoma: nayueHmol, NOAYYUSUIUE KAK MUHUMYM OOHV JUHRUIO mepanuu

[Tpouent maumeHToB ¢ MM B Bo3pacte 65 jer u  crapuie, IOJy4aBIIUX
JICHAJIMJIOMUJI/IeKCaMeTa30H MM Iulanedo/nekcamera3oH, Obul comoctaBuM. He ormeueHo
pasnnyuii B 3 (HEKTUBHOCTH U O€30I1aCHOCTH JICHAIMIOMUIA B 3aBUCUMOCTH OT BO3pacTa, XOTs
HEJb3sI HCKIIIOYUTDH OOJIBIIYIO YyBCTBUTEILHOCTD K IpenapaTy MalieHToOB CTapiieil BO3pacTHOU

TPYIIIBL.

Muenooducnaacmuueckue CUuHOpPOMbl

Cpenu nanrentoB ¢ MJIC, mpMHUMAaBIIUX JICHATHIOMH/I, HE OTMEUEHO Pa3Inyuii B 0€30MaCHOCTH
1 2QPEKTUBHOCTH y MAIIMEHTOB B BO3pacTe 65 JIeT U cTaplilie U NaleHTOB MIIaiie 65 Jer.

Jlumdoma uz kiemox MaHMUUHOU 30HbL

VY nmanuentoB ¢ MKJI, mpuHUMaBIINX JIEHATUIOMH], HE OTMEYEHO Pa3JIn4Mii B 0E30MaCHOCTH U
3¢ (EeKTUBHOCTH y MALMEHTOB B Bo3pacTe 65 JIeT U cTapllie U MAlMeHTOB Miajie 65 neT.

@OJZJZMKVJZ}IDHG}I Jlllel/ld)OMa unu ﬂMMd)OMa U3 KneniokK MClDZMHGJZbHOlZ 30Hbl

V¥ nanuentoB ¢ @JI wiu JIM3, npuHUMaBIINX JIEHAIUIOMU]T B KOMOMHALIUUA C PUTYKCUMAOOM,
oOuras yactora HJIP onnHakoBa A manueHToB B Bo3pacTe 65 JIET U cTaplie 110 CPAaBHEHUIO C
narueHTamu miagime 65 ner. He oTmeueHo pasnuumii B 3(Q()EKTHBHOCTH MEXAy IBYMS
BO3pPACTHBIMU I'PyIIIaMHU MAllUEHTOB.

Tayuenmul ¢ napywenusamu hyHKyuu novex

JlenanuooMua BblIENsAETCs, TJIaBHBIM 00Opa3oM, moukamu. [lo Mepe HapacTaHus CTENEeHU
HapyleHUs] MOYeYHOM (YHKLIMU CHUXKAETCS TOJEPAaHTHOCTh K Tepamuu (cM. pasnen 4.4.).
PexomeHyeTcst ¢ OCTOPOKHOCTBIO MOJIOMpaTh A03y IMpernapara U MOHUTOPUPOBATH (PYHKIUIO
IIOYEK.

Hnsa mammentoB ¢ MM, MJIC, MKIJI, ®JI umu JIM3 u nmodedyHol HEIOCTaTOYHOCTHIO JIETKOM
CTETIEHU TSKECTU He TpeOyeTcsi U3MEHEHUS J103bl JICHAINOMUA.

PexoMeHyroTCS cneayromue N3MEHEHUS PeKUMa 1I03UpOBaHMsI B Hauajle Tepalyy U B XOJIE €€ B
3aBHCHUMOCTH OT CTENEHH THKECTH HapylleHHs (pyHKIHUM MOYeK (JJIs MalUeHTOB C MOYEUHOM
HEJIOCTATOYHOCTBIO CPEIHEW M TSHKEJIOW CTEMEHHM TSKECTH, a TAKKE TEPMUHAIBHON CTaauen
noueynot HepocTatrouHocTu (TCITH)). UccnenoBanus ¢assl 11 mpu TCITH (KK < 30 mu/mus,

Tpe6yeT IMPOBCACHU A ,Z[I/IaJ'II/I3a) HC MPOBOJAUIIUCK.
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Cocrosinne pynkuuu novek (KK)

HN3meHeHue 10351

Iloueunasn HedocmamoyHocms cpeOHel cmeneHu
msoicecmu (30 mur/muH < KK < 50 Mi1/mMuH)

10 Mr ofuH pa3 B JeHb!

Toueunas neoocmamounocms mANCenNoU cmenenu

msocecmu

(KK < 30 mn/muH, HEe TpeOyeTcs 1uaim3)

7,5 Mr ovH pa3 B ICHb
M 15 Mr uepes 1eHb

TepMuHabHas CTAIUS TOYEUHOU
HenocrarouHoctu (TCITH)
(KK < 30 mn/muH, TpeOyeTcs quanms)

5 Mr OMH pa3 B JieHb. B eHp nuanusa
J103y IIpenapaTa Hy»KHO IPHHUMATh I10CIIe
OKOHYAHUS CCaHCa JUAIn3a

1
Josa npenapama moarcem 6vims nosviena 00 15 me ooun pasz 6 denv nocie 2 Yyukios mepanuu npu OMCymcmeuu

omeema Ha mepanuro, HO )COpOW@ZZ ee nepeHocumocmu.

Muenooducnaacmuueckue CUuHOpOMbl

Cocrosinne pynkuun nouek (KK) |M3menenue 103b1

[ToyeuHass HEIOCTATOYHOCTH cpeaHei [HauanpHas qo3a  |S Mr oxuH pas B JieHb (¢ 1 o 21 aeHb

creneHu Tsoxectd (30 mur/mun < KK
< 50 Mu1/MHH)

BO BpeMs [IOBTOPHBIX 28-IHEBHBIX
[IUKJIOB)

Jlo3a ypoBHs -1* (2,5 mr oguH pa3 B AeHb (¢ 1 mo 28 neHb

BO BpeMs TOBTOPHBIX 28-THEBHBIX
[IUKJIOB)

Jlo3a ypoBHs -2* (2,5 mr uepe3 aeHsb (¢ 1 mo 28 nenb BO

BpeMsi TOBTOPHBIX 28-THEBHBIX
LUKJIOB)

[loueynas HeMOCTATOYHOCTH Havanehas no3a (2,5 mr onuH pa3 B aeHb (¢ 1 mo 21 ngenp

Tsoxenoit crenenu Tspkectr (KK <30
MJI/MUH, HE TpeOyeTcs Tuan3)

BO BpEeMsI IOBTOPHBIX 28-THEBHBIX
[IUKJIOB)

Jlo3a ypoBHs -1* 2,5 mr uepe3 nesb (¢ 1 mo 28 neHb Bo

BpeMs IOBTOPHBIX 28-THEBHBIX
[IUKJIOB)

Jlo3a ypoBHs -2* 2,5 mr aBa paza B Hegento (¢ 1 mo 28

NIeHb BO BpEMS IIOBTOPHBIX 28-THEBHBIX
[IUKJIOB)

TCITH (KK <30 mui/mun, TpeOyetcst [HawanpHas no3a 2,5 Mr oauH pas B ieHb (¢ 1 mo 21 nenp

anm3)

BO BpEMs TOBTOPHBIX 28-THEBHBIX
LUKJIOB)

B nenp nuanuza 103y npernapara
HYXHO IPUHUMATD MOCJI€ OKOHYAHUS
ceaHca JUaIn3a.

Jlo3a ypoBHs -1* 2,5 mr uepe3 nesb (¢ 1 mo 28 neHb Bo

BpeMsI IOBTOPHBIX 28-THEBHBIX
LUKJIOB)

Jlo3a ypoBHs -2* 2,5 mr iBa pa3a B Hezento (¢ 1 mo 28

TIEHb BO BPEMS MOBTOPHBIX 28-THEBHBIX
LIUKJIOB)
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
'-T1H 04 2026 N 7383

*  Boszmooicnocmu usmenenus 003bl 6 X00e JNeHeHUs Ul _e20 433067{0 E"" E))]Jbéjﬂmn H'eu'mp]nléftuu

mp0M60uum0neHuu umu dpyzux 6u006 moxcuunocmu 3 u 4 cmenenu msorcecmu, C653b KOMOpbIX C NPUMEHEHUEM
JEHATUOOMUOA HENb3sL UCKJIro4umeso, npedcmaeﬂena eblule.

Jlumdoma uz kKiemox MaHMUUHOU 30HbL
Cocrosinne pynknuu novek (KK) N3MeHeHHe 103bI

(c 1 mo 21 neHp BO BpeMsi IOBTOPHBIX
28-THEBHBIX IIUKJIOB)

[ToueuHas HEOCTATOUYHOCTh cpeHeil crenenu |10 Mr oMH pa3 B J€Hb'
TSHKECTH

(30 mi/mun < KK <50 mur/mMuH)
[ToueyHass HEIOCTATOYHOCTD TSKEJIOM CTENEHU |/,5 MT OJIMH pa3 B JICHb
TSOKECTU uiy 15 mr yepes 1eHb
(KK <30 mn/muH, HE TpeOyeTcs quams)

TepMuHalIbHAs CTAIUSI IOYEUHOU S MTI OMH pa3 B JeHb. B neHp quanusa 103y
Hegocratounoctu (TCITH) rpenapara Hy»KHO IPUHUMATh I10CTIE
(KK <30 ma/muH, TpeOyeTcs quanu3) OKOHYAHUS ceaHca Jualin3a

! Tosa npenapama moscem 6oumo noswviuena 0o 15 mz 00un paz 6 denv nocie 2 YUKN0E Mepanu, eciu NAYUeHn He
omeeyaem Ha evenue U npu IMOM Y He2o He HAOI0OAIOMCs NPUSHAKYU HeNEePeHoCUMOCHIU.

@OJZJZMKVJZ}IDHG}I Jlllel/ld)OMa unu ﬂMMd)OMa U3 KneniokK MClDZMHGJZbHOlJ 30Hbl

Cocrosinne pynkuun nouek (KK) N3meHeHue 103bI
(c 1 mo 21 neHb BO BpeMs IOBTOPHBIX
28-THEBHBIX ITUKJIOB)

[Touyeunas HEJOCTATOYHOCTh cpeaHeil crerienn |10 Mr oJIMH pa3 B I€Hb'

TSOKECTH
(30 ma/mun < KK < 60 mn/Mun)
[TodeyHast HEIOCTATOYHOCTH TSDKEJION CTeTIeHH |HeT JOCTYIMHBIX JaHHBIX

TSKECTH
(KK < 30 ma/muH, HE TpeOyeTcs Arain3)

3

TepMuHaIbHAs CTAIASI TOYEYHON Het noctymnHbix JAHHBIX

HegocratouHoctu (TCITH)
(KK <30 ma/MuH, TpebyeTrcs quainmns)

! JTosa npenapama moocem Goims nosviuena 0o 15 me 00un pas 6 denv nocie 2 yukio mepanuu, ecii y RayueHma
He HaOI0AI0Ch NPUSHAKOS HeNepeHOCUMOCU.

2 [lns nayuenmos, nonyuarowux nauanbuyio 003y 10 me, 8 ciyuae cHudicenus 003bl ONsl 1eYeHus Helimponenu ui
mpomooyumoneHuy Ui Opy2ux 6udo8 mokcuuynocmu 3 uau 4 cmenenu madiCecmu, COYMEHHOU CBA3AHHOU C
JIeHATUOOMUOOM, He NPUMEHSAMb 003bl Npenapama Hudxice 5 me uepes 0enb uau 2,5 mMe 00uH pas 6 OeHbv

3 Mayuenmovl ¢ noueunoii nedocmamounocmoio maxcenoii cmenenu msxcecmu unu TCITH 6wl uckmouenst us
uccnedosanus

ITocne Hagama nedeHUs JICHAIMAOMHUJIOM IMOCJICAYIOIICEC U3MCHCHHEC JO03bl Yy IMAIUMCHTOB C

HapymIeHUSIMH (PYHKIIUU TOYEK JOJDKHO O0a3MpoBaThCS HAa WHANBUIYAIBHOW TEPEHOCUMOCTH

JICYCHHUS, KaK YKa3bIBaJIOCh paHEC.
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COOTBETCTEYET E_I‘i' CMNEPTHOMY OTYETY

ot 10.04 2026 N= 7383

(NOCNEOOBATENEHOCTE 0011)

Tayuenmul ¢ nHapywenusmu hyHKyul neyeHu

[TpumeneHue NeHaAMUIOMIIa (POPMATBHO HE M3y4YaId y TAIMEHTOB C HAPYIICHHOW (DyHKITUEH
MEYEHU, MOATOMY PEKOMEHJALUU OTHOCUTEIBHO HM3MEHEHHS J03bl Yy JaHHOW KaTeropuu
MAlAEHTOB OTCYTCTBYIOT.

€T’
BbezomacHocTh 1 addekTuBHOCTE npenapara Jlenanumpomus y nereit B Bospacte ot 0 1o 18 et Ha
JTAHHBI MOMEHT HE YCTaHOBJIEHBI. [laHHBIE OTCYTCTBYIOT.

Croco0 rIpuMeHeHus

BuyTpb.

Kancynel npenapara Jlenanuaomua Heab3si OTKpPBIBaTh, pa3iiaMblBaTh WIIM Pa3KEBBIBATh, HX
PEKOMEHTyeTCsl IPUHUMATD COTJIACHO CXEMe TepaIy B OJTHO U TO K€ BpeMs JI0 WU MTOCIIe IpueMa
MUIIH, TPOTJIATHIBAS LIETUKOM U 3aliBasi BOJIOM.

PexoMenayercsi HA)KMMaTh TOJIBKO Ha OJIMH KOHEIl KaIlCyJibl IPU U3BJICUECHUH €€ U3 OnmucTepa ais

TOTO0, 9YTOOBI CHU3UTH PHCK €e 1ehOpMaIiH U TIOBPEKICHUSI.

4.3. [IpoTuBONOKA3aHMS.

e [unepuyyBCTBUTENBHOCTD K JICHATUIOMUY WU K TF0OOMY U3 BCTIOMOTaTEIbHBIX BEIIECTB,
MepeUYrCICHHBIX B pazjene 6.1.

e bepeMeHHOCTD U MEPHO IPYAHOTO BCKAPMIHBAHHUS.

e (CoxpaHEHHBIU PENPOAYKTUBHBIN MOTEHIIMA, 32 UICKIIOUYEHUEM CIIy4aeB, KOTJa BO3MOKHO
coOnrofieHre  Bcex  HeoOXoAuMmbIX  ycioBui  I[IporpaMMbl  KOHTPOIHMPYEMOTO
MEAMIIMHCKOTO MTPUMEHEHHU JeHanuaoMuaa (cM. pazaenst 4.4., 4.6.).

e HeB03MOXHOCTh MJIM HECLIOCOOHOCTH COOJIIO/IaTh HEOOXOMMbIE MEpPbl KOHTpAleNIIHH,

yKa3aHHbIE B paznene 4.4.

4.4. OcoOble ykazaHus 1 Mepbl NPeI0CTOPOKHOCTH NIPY NPUMEHEHHUH.

[Ipy Ha3HauyeHUM JIEHATUAOMHUIA B KOMOMHAIIMM C JPYTUMH JIEKAPCTBEHHBIMU IpenapaTami,
nepea HadajioM Tepamnuu CledyeT TMpeIBapUTelIbHO O3HAKOMHUTBCS C COOTBETCTBYIOILEH
WHCTPYKIHEH 110 METUIIMHCKOMY TIPUMEHEHUIO JIGKAPCTBEHHOTO TIpernapara.

HDCI[VHDG)KI[GHI/I?I B OTHOIIICHHUH 6eDeMeHHOCTI/I

JleHanuIOMHUJ - CTPYKTYPHBIM aHayior Tamuaomuja. M3BecTHO, 4TO MpHeM OepeMEHHBIMU
KEHIMHAMHU TaJUIOMMJA, 00JIAJaloIero BhIPaKEHHBIM TepaTOr€HHBIM JEHCTBHEM, BBI3bIBAET
TSDKENbIE U YIpOKarollue >KU3HH BPOKICHHbIE e(eKThl pa3BUTHA. JIeHanuIoMuI BBI3BIBAT Y
00e3bsiH MOPOKHU pPa3BUTHS, CXOJHbIE C ONUCAHHBIMU paHee 3p¢deKkTaMu TanruaoMujaa (CM.

pasnenst 4.6., 5.3.). Ilpu nmpueme neHanuaoMuAa BO BpeMs OEpeMEHHOCTH PUCK Pa3BUTHSA
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(NOCNEOOBATENEHOCTE 0011)

BPOXKICHHBIX J1e()eKTOB BeChMa BEPOSTEH.

HeykocuurensHoe  coOmrofenwe  Bcex  TpeboBanuid  IIporpamMMbl  KOHTPOJIHPYEMOTO
MEIUIIMHCKOTO TMPUMEHEHUs JICHAIMIOMHUAA PACHpPOCTPAHSIETCS Ha BCEX MAIMEHTOK C
COXPAaHEHHBIM PEMPOIYKTUBHBIM ITOTEHIIMATIOM, €CJIM TOJIBKO JOCTOBEPHO HE MOATBEPIKIACHO €ro
OTCYTCTBHE.

KDI/ITCDI/II/I JJIA XKCHINWMH C HECOXPAHCHHBIM PCIIPOAYKTHUBHBIM ITOTCHIIMAJIOM

JKeHIMHa-TallMeHT WIK JKEHIINUHA, CEKCYyaJIbHBIN MapTHEp My X4uHbI-manveHTa, HE cuurarorcs
CIOCOOHBIMU K JIETOPOXKICHUIO IIPU HAJIMYUH XOTS Obl OZTHOTO U3 CIEAYIOUINX (GaKTOPOB:

- Bo3pacT > 50 jeT U JUINTENIbHOCTh €CTECTBEHHON aMeHopeu > 1 rozxa (ameHopes BCIeACTBUE
IIPOTUBOPAKOBOM TEpPANMM WIM B IEPHUOJ] I'PYJHOTO BCKAPMIIMBAHUs HE HCKIIOYAET HAJIW4YUE
pPENpPOAYKTUBHOIO IOTEHIIUANA);

- paHHsSA HEIOCTATOYHOCTD SIMYHUKOB, IOATBEPKACHHAS! THHEKOJIOIOM;

- IBYCTOPOHHSIS CAJILIIMHIOO(OPIKTOMHUS WM TMCTEPIKTOMUS B aHAMHE3E;

- resotun XY, cuaapoM TepHepa, areHe3uss MaTKU.

KoHcyapTHpOBaHue

[lpumeHeHne JEHAMTUIOMUAA y JKCHIIMH C COXPAaHEHHBIM DPENpPOIYKTUBHBIM ITOTECHIMAIOM
IPOTUBOIIOKA3aHO B TE€X CIIydasix, KOrJa He COOIOICHBI CIEAYIOIIUE YCIOBUS:

JHCEHUJUHA

- JOJDKHA TIOHMMAaTh OXHIAEMOEe TepaTOreHHOe AelCcTBHe mpemnapara JleHanumomun Ha
IUIOJ;

- JOJDKHA TIOHUMAaTh HEOOXOAMMOCTh HEMPEPhIBHOIO HCMOJIb30BaHUS 3()(EeKTUBHBIX
MCTOJOB KOHTpalCIIIUH B TCUHCHHUEC HEC MCHEC 4 HEACIIb 10 HavdaJia JICYCHUA, BO BPpEMs JICUCHUS U
He MeHee 4 HeZIemb [0C/Ie OKOHYaHUS JICUCHHS;

- JI0JDKHA CIIeJIOBAaTh PEKOMEHAALNU UCIOIb30BaTh 3()(PEKTHBHYIO KOHTPALECTILUIO JIaXKe B
CJlydae aMEHOPEH y JKEHIIUH C COXPaHEHHBIM PENpOyKTUBHBIM ITOTEHIIUAIIOM;

- OBITH CLIOCOOHOM K COOJIIO/IEHNUIO BCEX MPaBUil 3(PPEKTUBHOM KOHTpALIETILINN;

- JOJDKHA 3HaTb MW ITOHHMATh BO3MOXHBIC ITOCICACTBUA 6€p€MeHHOCTI/I, a TaKXeE
HE00XO0IMMOCTh CPOYHOT'O OOpaIlleHus 3a KOHCYJIbTallMel MpH MM0103PEHUU Ha OEPEeMEHHOCTD;

- JI0JKHA IOHUMATh HEOOXOAMMOCTh HEOTJIOKHOTO Havasla JIeYeHUs JICHAIUIOMUIOM Cpasy
e TIOCJIE TIOJTyYeHHUS OTPUIATENIbHBIX PE3YJIbTATOB TeCTa HA OEPEMEHHOCTD;

- JOJDKHA OCO3HABaTh HEOOXOIMMOCTh TIPOBEJICHHS TeCTa M BBINONHATH TECT Ha
OepeMEHHOCTh KaK MHMHHUMYM Kaxible 4 HEAETH 3a HCKIIOYEHHEM MaIlMeHTOK, Y KOTOPBIX
BBINOJIHEHA CTEPUIIM3AIINS ITyTEM MEPEBSI3KU MaTOUHBIX TPYO;

- AOJDKHA MOATBEPAUTH, YTO IMOHUMACT PHUCK BO3MOXKHBIX HEXKCIIATCIIbHBIX HOCJ'Ie)ICTBI/II\/’I n

H606XOHI/IMOCTI) X IPCAYNPEKACHUA B IIEPUO JICUCHUA JICHAIUIOMHIOM.
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IIpuMeHeHne v MY>KYUH

Jannpile  u3ydeHus  (papMaKOKMHETHKH  JICHAIMJIOMHUAA Yy  MYKYMH-JOOPOBOJIBIICB
CBHJICTEIILCTBYIOT O TOM, UYTO B XOJ€ JICYCHUS JICHATUIOMU MOXKET COACPIKATHCA B IIPEACIBHO
HU3KHX KOHLIEHTPALUAX B CEMEHHOMW KMIKOCTH NTALIMEHTOB U HE OIIPEAEIIAETCS Yepe3 3 THA 1ociie
MpeKpaleHus IPUMEHEHUs pernapara y 3JJ0pOBbIX 100poBoJbIeB (cM. pasaen 5.2.). B kauectse
MEpbl  IIPENOCTOPOKHOCTH, YYMUTBIBas BO3MOXKHOE CHWIXKEHUE CKOPOCTH  BBIBEICHUS
JICHATUIOMU/IA Y 0COOBIX TPYII NAIIMEHTOB (Y MAIMEHTOB C HAPYIICHUSAMH (DYHKIIMH TIOYEK ), IS
BCEX MY>KUMH, IPUHUMAIOUINX JCHATUIOMU], TOJKHBI OBITH COOJIIO/ICHBI CIEAYIOUINE YCIOBUS:

MYACUUHA

- JIOJDKEH TOHMMATh BO3MOXHBIM PUCK TEPATOTCHHOTO JEHCTBUS JICHAUIUIOMHAA TIPHU
CEeKCyaJJbHOM KOHTaKTe C OEpeMEHHON >KEHIIMHONW WM JKCHIIMHOM C COXpPaHEHHBIM
PENPOaYKTUBHBIM MTOTEHIIMATIOM

- JOJDKEH TOHUMATh HEOOXOJAMMOCTh HCIIOJIb30BAaHUS TIPE3EPBATUBOB (JIaXke TMOCTe
MIEPCHECEHHOW Ba33KTOMHHU) IPU CEKCYaJTbHOM KOHTaKTEe C OCpeMEHHOH JKEHIIMHON WU
JKCHILMHON C COXPAaHEHHBIM PENPOAYKTHUBHBIM MOTEHLIHMAIOM, HE HCIOJB3YIOIIEH HaJeKHbIE
METO/Ibl KOHTPALIENILIUH, B IIEPUOJI JICUCHHS, U B TCUEHHUE HE MEHEE 7 IHEW MOCie MPUOCTAHOBKHU
W/VJTH 3aBEPIICHUS JICUCHHUSI

- JI0JDKEH MTOHUMATh, YTO, €CJIM €ro mapTHepIia 3a0epeMeHelia BO BpeMsl €ro JICUCHHS WIn
BCKOpE IIOCJIE TMPEKpaIICHUs] TEpaluu JICHAJIHIOMUIOM, OH JIOJDKEH He3aMeIJIUTEIbHO
npornH(GOPMUPOBAaTH 00 3TOM CBOErO JIEYAlero Bpada, a €ro IMapTHEpIIE PEeKOMEHIYeTCs
o0patuThCs 3a 00CIeJOBaHUEM U KOHCYJIbTAIEH K Bpady-TepaToyiory.

Bpau, HazHayawOmMUK JI€YeHHEe JIECHAIUIOMUIOM JKEHIIMHAM C COXPAaHEHHBIM PENPOIYKTUBHEIM

OOTCHIMAJIOM, JOJI?KCH

- yOegutbcst B TOM, YTO TMAlMEHTKAa YAOBJIETBOpSET BceM ycioBusaM [Iporpammbl
KOHTPOJINPYEMOTO MEIULUHCKOTO NMPUMEHEHHUs JICHAINIOMUA, BKIOYasl MOATBEPKIACHUE
TOTO, YTO OHA a/ICKBATHO IOHUMAET CUTYALNIO

- TOJNYy4YdTh coOrjacue TMAalUeHTKH Ha o0s3aTesIbHOEe COOJIIOJICHHE €10 BCeX YCIOBUM
BbllICyKa3aHHOU [IporpaMMel.

[IpaBuiia KOHTpALlEOIINN

)KGHHII/IHBI C COXpPaHCHHBIM PCHPOAYKTHBHBIM IMOTCHIHAIOM IOJDKHBI HMCIIOJIB30BAaTh OJUH H3
B(I)(I)CKTI/IBHBIX MCTOAOB KOHTPALICIIIIUU B TCUCHUC HEC MCHCC 4 HCACTIb N0 Haydajla JICUCHUA, BO
BpEMsA TCpAIlM U B TCYHCHHUC HC MCHCC 4 HCACIIb MOCJIC OKOHYAHUA TCPAIlUU JICHAIUIOMUIOM,
JaxXE€ BO BpEMs MEPEPBIBOB B JICUCHUH, 3a UCKIIFOUYCHUEM IMAIITUCHTOB, KOTOPBIC HA IMPOTAXKCHUU
BCETO YKA3aHHOT'O CpOKa BO3ACPKHUBAIOTCA OT CCEKCYaJIbHBIX OTHOIHGHPIfI, YTO CXKEMECAYHO
MOATBCPIKAACTCA HNOKYMCHTAJIbHO. Eciu INalMMCHTKE HC noz[06paH 3(1)(1)CKTI/IBHLII71 METOA

KOHTpalucnuun, €€ HeO6XOI[I/IMO HallpaBUTb K Bpady-TUHCKOJIOTY [JIA noz[6opa N Hayalia
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HCIIOJB30BaHHUA TaKOI'0O METOAA.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Crnenyronue npuMepbl MOKHO OTHECTH K MOAXOASIINM METOIaM KOHTPALEIIUHN:

- MIOJIKOXHBIE TOPMOHAJIbHBIE UMILIAHTBI

- BHYTPUMAaTOYHbIE CUCTEMBI, Bblestole JeBoHOprecTpen (BMC)

- JIeNO-NperapaThl MEAPOKCUIIPOTECTEPOH aleTaTra

- IepeBsI3Ka MATOYHBIX TPYO

- Ba3’KTOMHUs NapTHepa (MOATBEPXKAAETCS ABYMS OTPUIATEIBHBIMH aHAJIU3aMH CEMEHHOMU
YKUJIKOCTH )

- IPOrecTepOH-COJIepKalie Ta0IeTKH, UHIMOUPYIOIIME OBYJISIHIO (HallpUMep, 1€30reCTpe)

B cBf3M C TOBBIIEHHBIM PUCKOM TpomMOoaMmOonmueckux ocioxHenudd (TD) mnpuem

KOMOMHHUPOBAHHBIX MEPOPATbHBIX KOHTPALICNTHUBOB HE IIOKa3aH ManueHtkam ¢ MM,

MPUHUMAIOIIMM JICHAJTUIOMHJ B COCTaBe KOMOMHHPOBAHHOW TEpaIiuu, U B MEHbBIIIECH CTENEHU -

narmenTkam ¢ MM, MJIC u MKJI, koTopble Moyiy4atoT MOHOTEPANHIO JICHATHIOMHUIOM (CM.

paznen 4.5.). s 3¢ deKTUBHON KOHTPAICTIIINY TUM ITAllMEHTKaM PEKOMEHIYETCs UCITOJIb30BaTh

OJIMH W3 TIEPEUUCIICHHBIX BBIIIE METO/MOB. [lOBBIIEHHBIH pUCK pa3BUTHS 1D coXpaHsAETCS B

TeyeHue 4-6 Helenb IMOCIe MPEeKpalleHUs MpreMa KOMOWHHUPOBAHHBIX MPOTHBO3aYaTOYHBIX

CPEJCTB.

O} PeKTUBHOCTh TOPMOHATBHBIX MPOTUBO3aYaTOYHBIX MPETAPATOB MOXKET OBITh CHIDKEHA IPHU

OJIHOBPEMEHHOM Ha3HA4YE€HHH JieKcameTa3zoHa (cM. pazzaen 4.5.).

[TanueHTKaM C HEWTPONEHHEH, HCIONB3YIOIMM B KayeCTBE MNPOTMBO3a4aTOYHOrO CPEACTBA

MOJAKOXHbIE TOPMOHAJIbHBIE MMIUIAHTBl MWJIM BHYTPUMAaTOUYHBIE CHUCTEMBI, BBIIECISIONINE

JIEBOHOPTECTPEIl, HEOOXOIUMO NPOMUIAKTHUYECKH Ha3HA4aTh AHTUOMOTUKA B CBS3H C

MOBBIIMIEHHBIM ~ PUCKOM  WH(MEKIMOHHBIX  OCIIOKHEHUH B  MOMEHT YCTaHOBKH  JTHX

TEpaneBTUYECKUX CHUCTEM, a TakKK€ IOBBIIIEHHBIM PHUCKOM HEPETYISPHBIX KPOBSHUCTHIX

BBIJICTIEHUI U3 TOJIOBBIX IyTEM.

Hcnonp3oBaHne BHYTPUMATOYHBIX CUCTEM, BBIJIEISIONINX ME/Ib, KaK MMPaBUJIO, HE PEKOMEHTyETCS

B CBSI3U C BBICOKMM PHUCKOM pa3BUTHUsI WH(MEKIIMOHHBIX OCIOKHEHHI B MOMEHT MMIUIAHTALUUA U

MOBBIIIEHHOW KPOBOIOTEPU BO BPEMs MEHCTPYAIlMH, KOTOpask MOXET YCUJIUTh BBIPAKEHHOCTh

HEUTPONEHUH UITU TPOMOOIIUTONIEHUH Y TAIIHEHTKH.

Tect Ha OepeMEHHOCTD

B cooTBeTCTBUU C MECTHOM MPAKTHKON TECT HA OEPEMEHHOCTh C YyBCTBUTEIIBHOCTHIO HE MEHEe
25 MME/MI1 10mKEH BBIOMHATHCS TMOJ HAOIIOACHHEM MEIWIIMHCKOTO TMepcoHana Ui BCeX
JKEHIIUH C COXPAHEHHBIM PENPOAYKTUBHBIM MOTEHIIMAJIOM, BKJIIOYAsi U TE€X, KTO MOJHOCTBIO U
HETPEPHIBHO BO3JIEPKUBACTCS OT CEKCyalbHBIX OTHOIIEHUH. B meane, Tect Ha OEpeMEHHOCTb,

Ha3HA4YCHUEC JICUCHUA U BblJla4a NpcriapaTta AO0JIKHBI IPOUCXOJUTh B OJIUH U TOT K€ JICHDb. Bbmaqa
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MPOUCXOAUTH B TEUCHHE 7 AHEH MOCIe Ha3HAUCHUS TepaIuu.

Jlo nauana neuernus

Tect Ha OEpPEeMEHHOCTH BBIMOJHACTCS IO HAOIIOJEHUEM MEIUIIMHCKOrO TMEepCOHalla B JCHBb
Ha3HAYCHMS JICUCHUS WM 3a 3 JHS 10 BU3UTA K JieHalleMy Bpady IOCJe TOTO, KaK IMalueHTKa
UCTIOJIb30BaIa 3PPEKTUBHBIN METOJ] KOHTPALICTIIIMK B TeUeHUE He MeHee 4 Henenb. Pe3ynbrar
TeCTa JOJHKCH MOJITBEPIUTh OTCYTCTBHE OEPEMEHHOCTH Y MAlIMEHTKY K MOMEHTY Hadasa Teparuu
JICHAJIAIOMHUJIOM.

Ilpooonicenue u oxonuanue nevenus

Tectbl Ha OEPEMEHHOCTH JOJKHBI BBHITIOTHITHCS MO HAOIIOACHHEM MEIUIIMHCKOTO TepcoHaa
KaK MUHUMYM KaxKJible 4 HEJeNH, BKIII0Yas KaKk MUHUMYM 4 HEJeH MOCiie OKOHYAHUSI JICUCHUS],
32 UCKIIIOYCHHEM MOATBEPKICHHOW CTEPUITU3allMU MAaTOYHBIX TPYO. TeCThl BHIMOIHSIOTCS B IEHb
HA3HA4YCHU JICYCHUS UM 3a 3 JHS 10 BU3UTA K JIeHalleMy Bpady.

I[OHOJIHI/ITCJII)HI)IG MEPHI MTPEAOCTOPOKHOCTH

[TanMeHTHl HE NOJDKHBI IepefaBaTh IMpernapar IpyruM JmnaMm. Heucrnosb3oBaHHBIM Ipenapar
PEKOMEHIyeTCsI BO3BPAaTUTh B MEAMIMHCKOE YUYPEKICHHE I10 OKOHYAHWM JICUCHUs Jis
0€30MacHOr0 YHUUYTOKEHHUSI.

HaIII/IeHTy HEC pa3pemaeTcsl 6I)ITI) Z[OHOpOM KpOBI/I NN CHepMI)I Ha HpOT?DKeHI/II/I BCCTO JICUCHUA
JICHATUOMHJIOM M B TeUSHHE HEe MeHee 7 JHeH Iocle ero OKOHYaHMUS.

O6V11a}01une MaTCpHaJibl, OTPaHUYCHUSA B HA3HAYCHHMH U BbIJA4YC ITPpCIiaparTra

YroObl MOMOYB MAIMEHTaM MPEJOTBPATUTh BO3ACUCTBUE JICHAIMIOMHUIA Ha IUIOJN, BiaJenerl
PEruCTPalliOHHOTO YJOCTOBEPEHHUS MPEAOCTaBUT MEIULMHCKOMY IEepCOHalTy oOydarolue
MaTepuaibl, 4YTOObI OOOCHOBaTh MPEJOCTEPEKEHUS B  OTHOIIEHWU TEPAaTOTEHHOCTU
JEHAINJOMUJA, PEKOMEHJIOBaTh KOHTPALECNIMIO IEpe]l HadaloM Tepanud U Pa3bsICHUTH
HEOOXOIMMOCTh TIPOBEJCHUS TECTOB Ha OepeMEeHHOCTb. Bpau nokeH MpoMH(POPMHPOBATH
NAlMEHTOB MYXXCKOTO M JKEHCKOTO II0JIa O pPHCKE pa3BUTUS TepaToreHHoro »3ddexra
JEHATMOMUJA M CTPOTMX Mepax IO MperynpexaeHUI0 OEepeMEHHOCTH B COOTBETCTBHM C
ITporpaMMoil KOHTPOJIMPYEMOTO MEAMLIMHCKOTO NPUMEHEHMs JIEHAIuAoMHuaa. Bpad nomkeH
o0ecreunTh MalMeHTa oO0ydJarole Opourropoil, KapTOukoil NalnuMeHTa, a TakkKe HWHBIMU
SKBUBJIEHTHBIMM HWHCTPYKLUUSMHU B COOTBETCTBHUM C TOCYJAapCTBEHHOM CHCTEMOM KapT
nanueHToB. B uaeane, rect Ha 6epeMEHHOCTh, HA3HAUYEHUE JICUEHUS U BblJ]aua Ipernapara JOIKHbI
IIPOUCXOAUTh B OJMH M TOT K€ JEHb. Bblnaua J€HAIMIOMMJA >KEHIIMHAM C COXPAHEHHBIM
PENPOAYKTUBHBIM MOTEHIMAIOM JIOJDKHA IPOMCXOAMTH B T€YEHHE 7 JIHEH IOocie Ha3HA4YeHUs
Tepanuu. JKeHIMHaM ¢ COXpPaHEHHBIM PENPOTYKTUBHBIM MOTEHIMAIOM JIEHAIUIOMHT MOKET

OBITH BBI,Z[ZLH/BBIHI/IC&H MAaKCHUMAaJIbHO Ha CpPOK 110 4 HEACIIb, B TO BPEMA KaK APYTUM IMALIUCHTaM -
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Ha CPOK Tepanuu 10 12 Henens.

I[DVI‘I/IG 0CO0EIC YKa3aHud U NPCAYIPCKACHUA ITPU ITPUMCHCHHUHN

Hnghapxm muoxapoa (UM)

Nmerotes coobiienus o ciaydasx MMM y nanueHToB, IPUHUMAIOIIMX JIEHATUAOMHUL, B YaCTHOCTH,
y JIML, UMEIOMUX (PaKTOPbl PUCKA CEPIEUHO-COCYAUCTHIX 3a00I€BaHNUN U B T€UEHHE MEPBBIX 12
Mecs11eB KOMOMHUPOBAHHOTO MPUMEHEHHs C JIeKCaMeTa3oHoM. B ciydae Hammuusa (aktopoB
pHCcKa, BKJIIOYasi, B TEPBYIO ouepeab, TPOMOO3bl B aHAMHE3€, HEOOXOAWMO KOHTPOJIHPOBATH
COCTOSIHUE MALMEHTOB, a TaKXe IPEANPUHUMATh JCHCTBHS, HAIpPaBJICHHBIE Ha BO3MOXKHOE
CHIDKEHHE  BO3ACHUCTBUS  (PakTOopoB  pucka (KypeHHe, apTepualibHas  TUIEPTEH3Hs,
TUIEPIUIUIEMUN ).

Benosnas u apmepuanvhas mpom60moonus

Y nauuveHtoB ¢ MM KOMOUMHMpOBaHHas Tepanus JCHAIMIOMUIOM U JIEKCaMETa30HOM
acCOLIMMPOBAJACh C IIOBBIIIEHHBIM PUCKOM BEHO3HbIX 1D (IIPEeHMYIIECTBEHHO TpPOMOO30B
riryOokux BeH u TO j1ero4Hoit aprepuu). DTOT pUCK OBUT HUXKE MPH JICYSHUH JICHAIAOMHUIOM B
KOMOWHAIMH ¢ MeT(palaHOM U MPEITHU3Z0IOHOM.

Momnotepanus neHanuaomuioM nanuentos ¢ MM, MJIC u MKIJI acconunpoBajiach ¢ MEHBIIIUM
prckoM BeHo3HOU TD (mpeumMyiecTBeHHO TpoM0030B Iiy6okux BeH U TD sierouHoil aprepun),
YyeM [IPUMEHEHHE JICHAIUI0MUAa y nanueHToB ¢ MM B cocTaBe KOMOMHUPOBAHHOM TEpAInu (CM.
pasznensi 4.5., 4.8.).

Y nanmeHtoB ¢ MM coderaHHOe NPUMEHEHHE JICHAUIMJOMMIA M JIEKCAMETa30Ha
aCCOLIMMPOBATIOCH C TOBBIIIEHHBIM PUCKOM apTepuaibHbiX TO (rnaBHbIM obpazom, M u
MHCYJIbTA). DTOT PUCK ObUT HUXKE MPH JICUCHUH JCHATUAOMUIOM B COUETAaHUU C Mel(anaHOM U
npeIHu3010HOM. Pruck aptepuanbubix TO Huke y nanueHToB ¢ MM Ha ¢oHe MOHOTEpaIuu, yeM
Ha (poHEe KOMOMHUPOBAHHOM Tepanuu C JCHAIUIOMUIOM.

Takum o6pa3zoMm, HE0OXOAMMO HaOMIONATh 3a MAllMEHTaMM, UMEIOIKMMHU (akTopsl pucka T,
BKJItOUasi U TpoM003bl B aHaMHe3e. CrieyeT MpeArnpuHIMaTh MEPhbI IO BO3MOKHOMY CHUKEHHIO
BO3JCHCTBUS TakuxX (aKTOPOB pHCKAa KaK KypeHHe, apTepualbHas THUIEPTEH3HUs,
runepaunuaemMus. IIporHocTuueckoe 3HaueHHE TakKe HUMEIT  TpoMOosMOoInYecKue
OCJIO)KHEHUSI B aHaMHE3€, COIYTCTBYIOLIAs TEpamus HPUTPONIOITHHOM, 3aMECTUTEIbHAS
ropMoHanbpHasi Tepanus. TakuM oOpa3om, mpenaparbl, oOJaJarolIe 3PUTPONOITUYECKON
AaKTHBHOCTBIO, a TAK)KE JIPyTHUE MpenapaThl, KOTOPbIE MOTYT MOBBIIIATH PUCK PA3BUTHS TPOMOO30B
(HampuMep, TOPMOHO3aMECTUTENIbHAS Tepamnus) JIOJDKHbI HA3HAYaThCS C OCTOPOXKHOCTHIO
nagueHTaM ¢ MM, npHHUMAOIUM JIEHAIUIOMHU BMECTE C JeKcameTa3oHoM. KoHueHTpaus
remMoryioonHa Boliie 12 /a1 npeanonaraer nNpeKkpaieHle Tepanuyu SpUTPOIIOITHHOM.

Bpatm N TIaOUCHTBI JOJIXKHBI BHHUMATCIBHO  OTCICKHUBATh KIIMHUYCCKUEC CHUMIITOMBI,
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HE00X0IMMOCTH HEMEJICHHOTO OOpaIIeHus K Bpady B CIIydyae MOSBJICHUS TAKMX CHMIITOMOB KaK
OJIbIIlIKa, 0OJIb B TPYIHOM KJIETKE, OTEK BEPXHEH MM HUYKHEN KOHEUHOCTH.

Pexkomenayercsi nmpoduaakTHYecKoe Ha3HAYeHHE MPOTUBOTPOMOOTHYECKON Tepanuu, 0COOCHHO
nanueHTaM, MMEIOIIUM JIOTIOJHUTENbHbIE (aKTOpbl pHUcka pa3BUTHsS TpomOo3a. Pemnenue o
IPUMEHEHHUHU POTUBOTPOMOOTHUECKON TepaIuu CIeayeT MIPUHUMATh IOCIIE TIIATEIbHON OLIEHKU
WHIUBUIYAIBHBIX (DAKTOPOB PHCKA.

Ecnu y nanuenTta nosBuiInuch cuMnTomsl TO, HE0OX0IUMO IPEKPATUTH JICYCHHE JICHATHIOMUI0OM
Y Ha3HA4YMUTh CTAHJAPTHYIO aHTUKOATYJSIHTHYIO Tepanuio. [Tocie Toro, kak coCTOsIHME NanueHTa
CTa0MIIM3UPYETCsl Ha aHTUKOATYJSTHTHOM Tepamnuu U CUMITOMBI TO OyAyT ycTpaHEHBI, MOXHO
BHOBb HauaTh JICYCHHE JICHAJIUJAOMHUIOM B TOH K€ 03¢ NpU OJAaronpuUsTHON OLEHKE
COOTHOIIEHUS MoNb3a/puck. [lanneHTy cieayer MpoIOIKUTh aHTHKOATYJSHTHYIO TEparuio B
TEUEHHUE BCEro JajJbHENUIIEro Nepro/ia JCUECHHUs JICHATUJOMUIOM.

Heiimponenus u mpomboyumonenus

TsoKenpIMU  TO30JIMMUTUPYIOIIUMU  TOKCHUUECKHMHU  SIBJICHUSIMU JICHAJIUAOMUA SIBISIOTCS
HEUTponeHuss M TpomOoIUTONeHusl. Pa3BepHYTHII aHalW3 KPOBU, BKIIOYAas OMpeiesieHue
KOJIMYECTBA JICMKOLMTOB, (HOpPMYyJbl KpPOBH, KOJMYECTBA TPOMOOLIUTOB, TeMOIoOuHa,
reMaToKpuTa HeoOX0JUMO BBINOJIHATH /10 Hadyajla Tepanuu, KaxIyr HEJEN0 B TEUEHHE MEPBBIX
8 Helenb Tepanuu JICHAIUIOMUAOM M, 3aT€M, €KEMECSYHO JUIsi MOHUTOPUHIA LIUTONEHUH. Y
nanreHToB ¢ MKJI MOHUTOpPUHT ciefyeT NpOBOAUTh KaxAble 2 HeleIn BO BpeMs 3 U 4 IUKIIOB
Tepanuu, a 3aTeM - B Havaje KaKJOro CIEAYIOIIero Mukia. I'paduk MOHUTOPUHTA MAIIMEHTOB C
@®JI unu JIM3 — exxeHenenbHO B TEUCHHE MEPBBIX 3 HeAenb | mukia (28 nHeit), Kaxasie 2 Henenu
B TeUCHHE 2-4 ITUKIIOB, 3aTEM — B Hauaje Ka)J0ro CIeAYIONEero 1ukia. Moxer moTpedoBaThCs
MpepbhIBaHUE TEPANUU W/UIIH CHUKEHHE 03Bl (CM. pazaen 4.2.).

B cnydae pa3zButus HeWTpomeHMM IienecooOpa3HO Ha3zHaueHHe MpernaparoB (akropa pocra.
[TarueHTHl TOMKHBI OBITH TPOMH(GOPMHUPOBAHBI O HEOOXOAMMOCTH CBOEBPEMEHHO COOOIATh
JedanieMy Bpady O JIF0OOM MOBBIIIEHUH TEMIIEPATYPHI.

[TanveHnTam U BpayaM pPEKOMEHAYETCS OTCIIEKMBATh MPU3HAKM U CHUMIITOMBI KPOBOTEUYEHUS,
BKJIIOYAs TETeXMH M HOCOBbIE KPOBOTEUEHMS, OCOOCHHO B CIyyasX, KOIJa OJHOBPEMEHHO
MIPUMEHsIEMbIE JIEKapCTBEHHBIE MPenapaThl CIIOCOOHBI MOBBIIIATH CKJIOHHOCTh K KPOBOTEUEHUSIM
(cm. paznmen 4.8.).

Cnexgyer ¢ OCTOPOXKHOCTBIO Ha3HAyaTh JICHAIUAOMHUJ C APYTMMH MHEJIOJEIPECCUBHBIMU
npenaparamu.

Bnepsvie duazuocmupoeauuaﬂ MHOMNCECMBEHHRAA MUeiomdd. nayuernivl, KoOmopbiM noKa3aHa

MPAHCHAAHMAUUSA,  NOAVYASUIUE  JeHAIUOOMUO 8  KoMOuHayuu ¢ bopmezomubom  u
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oexcamemaszoHom

Heiitponienuss 4 crenenn HaOmonmanace y 2,8% wu 28,7% MalMEHTOB B KIMHUYECKUX
uccaenopanusix (KM) PETHEMA GEM2012 u IFM 2009, coorBercTBeHHO. DeOpuibHas
HelTponeHus 4 creneHu Tsokectu Habmonanack y 0,0% u 1,1% namuentoB B KU PETHEMA
GEM2012 u IFM 2009, coorBercTBeHHO. IlammeHToB cieayer TpOUMHPOPMUPOBATH O
HEOOXOIMMOCTH CBOEBPEMEHHO co00mare 0 (heOpPMIIBHBIX 3IM30/aX, MOXET MOTpeOoBaThCs
NPUOCTAHOBKA TEPANTUU U/ CHIDKEHHUE 036! (CM. paszaen 4.2.).

TpomOoruTonieHust 3 uau 4 creneHu TspkecTn Hadmoaanack y 6,3% u 18,5% nanuentoB B KU
PETHEMA GEM2012 u IFM 2009, cooTBETCTBEHHO.

Bnepsuvie aMGZHOCmuDOGCZHHCl}Z MHOMNCECMEBEHHRAA MUueiomd. nayueHnivl nocne TI'CK ¢

nocieoviowel nodoepicusarouell mepanuell 1eHaiudoMuoom

HJIP B xone KM CALGB 100104 Bxtouanu B ce0s siBJIeHUs, 3aUKCUPOBAHHBIC ITOCIIC BBEACHUS
BbIcOKO# 10361 Menidanana u TT'CK (BJIM/TT'CK), a Takxe sBI€HUS B IEPUO/I IO IICP KU BAIOIIICH
Tepanuu. BTopoil aHaiv3 BBISBUJ SIBJICHWSA, BO3HHUKIIKE IOCJIEC Hadajga MOJIEp KUBAIOIIEH
tepanuu. B KU IFM 2005-02 61 3adukcupoBans HPJI Tonpko 3a mepuon moaaepKuBaromei
Tepanuu.

B o6uem, HeliTponieHus 4 cTeneHu TSKecTH HabIro1anach ¢ BHICOKOW YacTOTOM y MAIlMeHTOB Ha
NOJEPKUBAIOLIEH Tepanuy JICHAIUIOMHUIOM [0 CPaBHEHMIO ¢ rpynnoi ruianebo B aByx KU,
OLECHUBAOIIMNX MOJJICPKUBAIOLIYIO TEPANUIO JICHAUTMIOMHUAOM Yy manueHtoB ¢ B/IMM, nocine
TI'CK (32,1% B cpaBHenun c¢ 26,7% [16,1% B cpaBuenun c¢ 1,8 % mocne Hauana
noanepxuBatomen tepanun] B KU CALGB 100104 u 16,4% B cpaBaenuu ¢ 0,7% B KU IFM
2005-02, cootBerctBeHHO). HJIP B BuIe HeWTponeHuu, BO3HHMKarolUMe Ha (OHE Tepanuu U
NPUBOJSAIINE K MPEKPALICHUIO NTpUeMa JICHAMIOMUA, OblIIM OTMEYEHbI y 2,2% y MalnueHToB B
KN CALGB 100104 u y 2,4% nauuentoB B K1 IFM 2005-02, coorBercTBeHHO. DebOpupHas
HelTponeHus Obllla 3aperucTpUpPOBaHa ¢ TaKOH ke YacTOTON y MallMeHTOB Ha MOAEPKUBAIOIIEH
Tepanuu JEHATUIOMHUIOM TI0 CpaBHEHHIO ¢ rpyrioi miane6o B 06oux KU (0,4% B cpaBHEHUHU C
0,5% [0,4% B cpaBuenuu ¢ 0,5% mocne Havama moanepkuBaromei tTepanuu]| B K1 CALGB
100104 u 0,3% B cpaBuenuu ¢ 0% B KU IFM 2005-02, cooTBeTcTBeHHO). [lanneHToB cremgyer
nporuH(OPMUPOBATh O HEOOXOJUMOCTH CBOEBPEMEHHO cO00MmaTh O (PeOpHIbHBIX 3MU30aX,
MO3KET OTpeOOBaTHCS MPUOCTAHOBKA T€PAINK U/UIIN CHUYKEHUE J103bI (CM. paznen 4.2.).
TpomOorutonieHuss 3 winm 4 CTEMEHW TSHKECTH OTMedYajach dalle Yy TaIlMeHTOB Ha
MOIJIEPKUBAIOIIEH Tepanuy JEHAIMIOMUIOM IO CPaBHEHUIO ¢ rpymnmoii rianebo B KU, koTopsie
OLICHMBAJIN TTOJJIEP’KUBAIOIYI0 TEPAMUIO JeHAINAOMUIOM y nanuenToB ¢ BIMM nocne TT'CK
(37,5% B cpaBuenun ¢ 30,3% [17,9% B cpaBuenun c¢ 4,1% mocne Hadana MOACP>KUBAIOIICH

tepanuu| B KU CALGB 100104 u 13,0% B cpaBuenun c 2,9% B KU IFM 2005-02,
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KPOBOTEUCHMsI, BKIIIOUasi TETEXUU M HOCOBBIC KPOBOTEUYCHHS, OCOOCHHO B CIydasx, KOria
OJIHOBPEMEHHO TPUMEHSEMbIC JICKAPCTBCHHBIE TPENapaThl CIIOCOOHBI MOBHIIATH CKIIOHHOCTh K
KpOBOTEUYCHHAM (CM. pazjaen 4.8.).

Bnepsvie Ouaeﬂocmupoeaﬂnaﬂ MHOMNCECMBEHHAA MUEIOMA. NAUUECHIMbL, KONOPbIM He NoKA3aHda

mpaHcnjianmayus, noJjysasuiue JCHAIUOOMUO 8 KOM6uHal4uu c 60Dm€30MM60M u

oexcamemazoHom

Yacrora pa3BuTusi HEHTporneHUH 4 CTENEHHU THKECTH OblIa HIDKE Y MAI[MEHTOB, MOTYYaBIIMX
JIeYCHUE JICHAIMIOMHUIOM B KOMOMHanmuu c Oopre3omuboM u jaekcamerazoHoMm (RVd), B
cpaBHeHHMH C Tpymmoi sedenus Rd (2,7% B cpaBuenun ¢ 5,9%) 8 KU SWOG S0777. Yactora
pasBuTHs (HeOpuIIbHON HelTponeHuu 4 cTeneHu TshHkecTH B rpymnnax Jjedenus RVd u Rd Obina
onunakoBoit (0,0% B cpaBHenun c 0,4%). IlaumentoB crneayeT npouHPOPMHUPOBATH O
HEOOXOJMMOCTH CBOEBPEMEHHO co00maTh O (heOpUIBHBIX 3MHU30[aX, MOKET MOTPeOOBaTHCS
MIPUOCTAaHOBKA TEPAITUH W/WITU CHIDKEHHUE JT036I (cM. pazien 4.2.).

YacroTa pa3BUTHS TPOMOOIUTONICHUH 3 MITU 4 CTEIICHU TSHKECTH ObLIa BEIIIC B TPYIINE JICYCHUS
RVd B cpaBuenuu c rpynmnoit Rd (17,2% B cpaBHenuu ¢ 9,4%).

Bnepeble OMCZZHOCI’HMDOSGHHLZ}Z MHOHCECMEEHHAA MUeioma. nayueHmsl, KOmopbviMm He noKasdHa

mpaHcnjiaumayus, noayvasuiue AEHAAUOOMUO 8 KOM6MHCZZ4MM C HUBKUMU 003aMU OEKCAMEMA30HA

HefiTponenuto 4 crenenu TAXKECTU peke HaOI0Jaln y NAMEHTOB, MOIyYaBIIUX JEHAIUI0MU/ B
KOMOUHAIMK C JIeKCAaMETa30HOM, YeM Y MAlMeHTOB B rpymme cpaBHeHus (8,5% B rpynnax Rd
[HenpepriBHOE seueHue | u Rd18 [neuenue B Teuenue 18 4-HenenbHBIX IUKIIOB] IO CPABHEHHUIO C
15% B rpynne, npunumaBmnx MPT (cm. pasnen 4.8.). Dnu3ons! ¢pedpunbHON HelTponeHUH 4
CTENEHM TSYKECTH BCTPEYAINCh C OJMHAKOBOM YacCTOTOM B IpyIle JIEHATUIOMUI/ IeKCaMeTa30H
(0,6% B rpynmax MNaIMEeHTOB, MOJY4YaBUIMX JeHanuaoMuz/nekcamerason Rd m Rd18, mo
cpaBHenuto ¢ 0,7% B rpynne MPT) (cum. paznen 4.8.).

TpombouuTonenus 3 wiu 4 cTeneHu TSHXKECTH HabJto1anach B MEHbIeH cteneHu B rpynnax Rd u
Rd18, uem B rpynmne cpaBHenus (8,1% B cpaBHeHuu ¢ 11,1%, COOTBETCTBEHHO).

Bnepeble aMCZZHOcmMDOSCIHHa}Z MHOHCECMEEHHAA MUeioma. nayuerHmsl, KOmopbviM He noKasdHa

mparncniasmayusi, noaydarouwue JACHAAUOOMUO 6 COYECMAHUU C Meﬂd)aﬂaHOM u npeaHle?OﬂOHOM

[Tpumenenue neHanuaomuaa ¢ mendananoMm u npennuszononom B KW y manuentos ¢ BJIMM
COIPOBOXKAAIOCH OoJiee BBICOKOM uYacToTOM HelTponeHun 4 creneHu Tspkectu (34,1% nns
IpYyNIbl Tepanuu MendanaHoM, MPEAHU30JI0OHOM U JICHATMAOMUAOM U 3aTeM JICHATUJIOMHUIOM
[MPR+R] u Mendananom, mpeJHU30JI0HOM U JICHATHAOMUAOM U 3ateM rmianebo [MPR+p] mo
cpaBuenuto ¢ 7,8% B rpymnmne MPR+p) (cm. pasnen 4.8). Dnuzoasr hedpuibHON HeWTponeHnn 4

CTEMNeH! TshKeCTH HaOmoganuch Heuacto (1,7% B rpynne MPR+R/MPR+p nio cpaBuenuro ¢ 0,0%
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B rpyme MPp+p) (cm. paznen 4.8.).

[TprumeHeHre KOMOMHAIIMY JICHATHIOMHIJIA C MeI(alaHOM U TIPETHU30JIOHOM Y TAallueHToB ¢ MM
COIMPOBOKAAIOCH 00JIee BEICOKOM 4acTOTON TpomboruTonennu 3 u 4 crenenu Tsokectu (40,4% B
rpynne MPR+R/MPR+p no cpasaenuto ¢ 13,7% B rpynne MPp+p) (cm. pa3nen 4.8.).

Mnuoorcecmeennasn muenoma: nayuermol, NOAVYUSUIUE KAK MUHUMYM OOHV JUHUIO mepanuu

Puck pasButus HelTponeHuM 4 CTENEHU TSKECTH Yy MauumeHToB ¢ MM, moiayuyuBHIMX Kak
MUHUMYM OJHY JIMHUIO TEpanud, [PH OJHOBPEMEHHOM HAa3HAUYCHUW JICHATUIAOMHUIA U
JIeKcameTa3oHa  o4yeHb  Bbicok  (5,1% B rpymme = MalMeHTOB,  MOJYYaBIIMX
JeHAMIOMU/IeKcaMeTa3oH, oTHocuTenbHo 0,6% B rpymne NalUeHTOB, MOJy4YaBIIMX
riane0o/nekcamMerason).  Onu3oabl  (GeOpuibHOW  HEWTpOmeHMH 4  CTENCHH  TSDKECTH
PETUCTPUPYIOTCS HEYacTo (0,6% B rpyrre MalMEHTOB, MOJTYYaBIIUX
JeHaNuIoMHU/aeKcameTa3on, otHocutensHo 0,0% B rpymnme MalMeHTOB, MOJTYYaBIIMX
miane6o/nekcameTason) (cM. pazzaen 4.8.). Beicokas yacTora pa3BUTHS TpOMOOLMTONICHU! 3 U 4
CTCTICHH TSDKECTH OTMEUaeTcs y mNanmueHToB ¢ MM 1npu OJHOBPEMEHHOM Ha3HAUYCHUU
neHamuaoMuga Mo jnekcamerazoHa (9,9% wu 1,4%, COOTBETCTBEHHO, B TPYMIEC NAIHCHTOB,
MOJTy4YaBIIUX JICHATUAOMUM/IeKcaMeTa3oH, oTHocuTenbHO 2,3% u 0,0% B rpynmne nmaiueHToB,
MoJTy4aBIIUX Iane0o/aekcamerason) (cM. pazzaen 4.8.).

Muenooducnaacmuueckue CUuHOpPOMbl

VY nauuentoB ¢ MJIC neyeHue JEeHaIMJAOMUAOM Yalle BbI3bIBAJIO Pa3BUTHE HEUTPOIIEHUU U
TPOMOOIIMTONEHNH 3 U 4 CTENIEHU TSHKECTH 110 CPaBHEHUIO ¢ 1uianedo (cm. paszzen 4.8.).

Jlumoma uz kiemox MaHMUUHOU 30HbL

V¥ nanuentoB ¢ MKIJI HeliTpornienus 3 1 4 cTeneHu TSHKECTH pa3BUBAIACh yallle Ha (JOHE JIeueHus
JICHAJIMJIOMUIOM, YEM Y MAllMEeHTOB KOHTPOJIBHOM Irpymiibl (cM. pasnen 4.8.).

@OJZJZMKVJZ}IDHCI}I ]ZMM&OMCI uniu ﬂuM@OMCl us KinenioxK MaDZMHaﬂbHOﬁ 30Hbl

[TpuMeHeHMe TeHaTI0MH/Ia B KOMOMHALIMY ¢ pUTyKcuMaOoM y nanuenToB ¢ @JI u JIM3 cBs3ano
¢ OoJiee BHICOKOW YacTOTOM pa3BUTHUSL HEUTPOINEHUU 3 WM 4 CTENEHU TSXKECTH MO CPaBHEHHUIO C
nanueHTaMH, MoJIy4arInuMu ianedo/putykcumad. HeBbicokast yactoTa pa3BUTHs (eOpUITbHON
HEUTporeHnH M TpoMOonMTONEeHUH 3 Win 4 CTEeNeHM TsDKEeCTH HaOirojanach Kak B TpyIie
JICHATMOMUI/PUTYKCUMa0, Tak U B Tpymmne/muanedo (cM. pazaen 4.8.).

3a0oneBaHus IMUTOBUJIHOM JKEJIC3EI

HmeroTes cooO1eHus o ciydasx F’MIoTHpeo3a U runeptupeosa. [lepen Hauanom siedeHus cienyer
OLIGHUTHh COMYTCTBYIOIIME 3a00JIeBaHUs, CIOCOOHBIE OKa3blBaTh BIUSHHE Ha (DYHKIUIO
IIUTOBHIHOM jKene3bl. PeKoMeHyeTcst IpOBOIUTH OLIEHKY (DYHKIIMU IIUTOBUIHOM KeJe3bl epes

HAYaJIOM JICUEHHUS U €€ PeryJIsIpHbIM KOHTPOJIb Ha (pOHE MpHUMEHEHHs Mpernapara.
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[lepudepuueckast HeEMpoIaTUI

Mouekyna JeHaIUIOMHIA CTPYKTYPHO CXO0’Ka C MOJIEKYJION TaJMJIOMMJA, KOTOPbI M3BECTEH
CBOEH CITOCOOHOCTBIO BBI3BIBATH TSDKEIYIO MepHudepruecKyro Heipormaruto. Tem He MeHee, HE
OTMEYEHO MOBBIIICHHONW YaCTOTHI Pa3BUTHsI nepudepuueckoi HeliponaTuu mpu Jieuenuu BJIMM
Ha (OHE JIeUEHHUs JICHATUAOMHUIOM B KOMOHMHAIIMM C JEKCaMETa30HOM WM MeldanaHoM U
MPEAHU30JIOHOM, WM NPU HAa3HAYEHUH MOHOTEPANHH JICHAIUJIOMHUIIOM, WU NPU JUIUTEIbHOM
MIPUMEHEHNH JIEHAIUIOMUA.

[IpumeHneHue JeHanUIOMHAa B KOMOMHALMM C BHYTPUBEHHBIM BBeleHHEM Oopre3oMuba u
JEeKcaMeTa30HoOM Yy mnainueHToB ¢ MM cBsizaHo ¢ Oosiee BBICOKOM YacTOTOM pa3BUTHUS
nepugepuyeckoit Heiiponatun. Yacrora pazBuThs nepudeprudeckoi HeliponaTuu Oblia HIKE IpU
MOJIKOXKHOM ITyTH BBeJeHUs OopTe3omuba. boiee moapoOHas naopmanms ykazaHa B pasjelie
4.8. W MHCTPYKIMM IO MEIWLHUHCKOMY NPUMEHEHHUIO JMJi JIEKApCTBEHHOrO Ipernapara

6oprezomuoa.
CuuapoM «serbimiimy onyxoad (TFR) u cunapom ausuca onyxonu (TLS)

B cBsA3M C BBIpaXKEHHOW AHTHMHEOIUIACTUYECKON AKTUBHOCTBHIO JICHAIMIAOMHAA BO3MOMXKHO
pa3sutue TLS. Ha ¢one neuenus nenanugomunom TLS u TFR nHabGnroganuce 4acTo y HayeHToB
C XPOHHYECKHM JIUM(OIUTAPHBIM JIEWKO30M M HEYacTO y MalueHTOB ¢ JuMdomoil. beumu
3apeTUCTPUPOBAHBI U JICTANIbHBIC UCX0bI TLS Bo BpeMsi mpuMeHeHus JIeHauoMuaa. Beicokomy
pucky paszButuss TLS u TFR 0coOeHHO TOABEpKEHBI MAlMEHTH, HUMEIOIUE OOIBIIYIO
OIIyXOJIEBYIO MaccCy J0 HayaJjia Tepanuu. Y TaKuX NalM€HTOB HYKHO OY€Hb OCTOPOKHO HAUYMHATh
Tepanuio JEHATUAOMUAOM. 3a dTUMU MAIMEHTAaMHU JOJHKHO OBITh OPraHW30BaHO MOCTOSHHOE
Ha0JII0/IeHNe, 0COOEHHO B TEUEHHUE MEPBOro LMKIIA TEPAUU UM B MPOLIECCE MOBBIIMIEHUS 103bI
npernapara, a Takke HEOoOXOAMMO NPUMEHEHHE OOIIETIPUHATHIX NpoduiaakTuyeckux mep. Ha
dboHe neueHus JTCHATUAOMUIOM MAMEeHTOB ¢ MM B peiKuX ciaydasx COOOIIaNoch O Pa3BUTHH
TLS, y mauunentoB ¢ M/IC pa3zsutue TLS He 3apeructpupoBaHo.

Jlumehoma u3z Knemox MaHMuiHOU 30HbL

Pexomenayercst moctossHHOEe HaOMIOJeHHE W KOHTposib 3a cumntomamu TFR. TlamueHTsr ¢
YCTAHOBJIEHHBIM B XOJ€ IMarHOCTUKH BBICOKUM MEXIYHAPOJHBIM IPOrHOCTUYECKUM HUHIEKCOM
(MIPI) nnu ucxoaHo reHepanu3oBaHHOM TuMQoageHonaTuel (Haluyne, Kak MUHUMYM, OJTHOTO
ouara guameTpoM > 7 cMm) MoryT uMeTb puck paszButus TFR. CuHIpOM TpaH3UTOPHOTO
yCyryOJIeHus] KIMHUYECKUX MPOSIBICHUN OIMYXOJW MOXET MAaCKHUPOBAaTh MPOTPECCUPOBAHUE
3aboneBanus. [lammenTtam, y kotopbix Obinm nuarHoctupoBaH TFR 1 um 2 cremenu, Obuin
Ha3Ha4yeHbl ThoKokopTuKocTepouasl, HIIBII w/mnu HapkoTUYECKHME AaHAIBIETHKH IS
kynupoBanusi cumntomoB TFR. Pemenune o newennn TFR gomkHo OGasupoBaThesi Ha

WHIWBUTyATFHOM TIOJXO0/I€ K OIIEHKE PE3yJIbTaTOB KIMHAYECKOTO 00CIe0BaHus MaueHTa (CM.
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paznenst 4.2., 4.8.).

DONTUKYIAPHAA TUMPOMA UTU TUMPOMA U3 KIEMOK MAPSUHATLHOU 30HbL

Pexomennyercs mnocTosHHOE HaAOMIOJIEHHME U KOHTpoib 3a cumnromamu TFR. Cunuapom
TPAH3UTOPHOTO YCYryOJeHHUs KIMHUYECKHMX MPOSBICHUN OMyXOJIM MOXKET MAacKHUpOBaTh
nporpeccupoBanue 3aboneBanus. [lammentam, y xKoTopbix Obl1 auarHoctupoBan TFR 1 m 2
CTerneHH, ObUIM Ha3HAueHbI IitokokopTukocTepouibl, HIIBII n/mnm HapkoTHUeckue aHaIbreTHKU
s kynupoBanus cumnTomoB TFR. Pemenwe o nmeyenum TFR momkHo OGasupoBarhcs Ha
WHAUBUIYAIBHOM MOAXO0/IE K OLEHKE Pe3yIbTaTOB KIMHUYECKOT0 00CeI0BaHus MalueHTa (CM.
pasnensi 4.2., 4.8.).

Pexomennyercsi TmiatenbHbli KOHTpoib M ouneHka TLS. HeoOxomumo momnepskaHue ypoBHSA
KHUJIKOCTH B OpraHM3Me MaIlMeHTOB, npoduiakruyeckoe yedenne TLS, a Taxke mpoBeneHue
€KEHEJIENIbHOTO Pa3BEPHYTOr0 OMOXMMHMUYECKOTO aHAJIN3a KPOBU B TEUEHUE MEPBOrO LUKJIIA WU
JIOJIBIIIE B COOTBETCTBUU C KIIMHUYECKUMH MOKa3aHUsMU (CM. pasnensi 4.2., 4.8.).

OnyxoneBast macca

Jlumgoma u3 Kiemoxk MaHmuiiHo 30Hbl

JleHanuaoMu He PEKOMEHIYETCS MPUMEHSTh Yy MalUeHTOB ¢ OOJIBIION Maccoi OMmyXoJid Mpu
HAJIMYUU AJIbTEPHATUBHBIX METOJIOB JICYCHHUSI.

Panusaa cmepmuocmo

B K1 MCL-002 B menoM BBISBICHO 3aMETHOE yBelW4YeHUE paHHed (B TedeHue 20 HeAelb)
cMepTHOCTH. [lalleHThl ¢ UCXOJHO OOJBIION MAcCOi OMyXOJIM OTHOCSITCS K TPYIIE BBICOKOTO
pHCcKa paHHEeH cMepTu: B IpyIIe JEHAIUJOMUIA PaHHss CMepTh OblUIa 3aperucTpupoBasa y 16 us3
81 mamenTa (20%), a B KOHTpOJIbHOM Tpymie - y 2 u3 28 nauueHtos (7%). B reuenue 52 nenenb
JICUYEHUs 9TU TIOKA3aTeNId COCTaBUIIH, COOTBETCTBeHHO, 40% (ymep:no 32 manuenta u3 81) u 21%
(ymepino 6 mauueHToB u3 28).

Heocenamenvhule nexapcmeennule peaxyuu (HJIP)

B KM MCL-002 Tepanus neHanmuaoMuaoM Obiia otMeHeHa y 11 u3 81 marnueHToB ¢ OOJBIION
Maccoit onyxoiu (14%) Bo Bpems 1 1uKiIa JiedeHUs, a B KOHTPOJIbHOU rpynmne - y 1 manuenTa u3
28 (4%). OCHOBHOW MPUYUHON OTMEHBI JICUECHHUS Y MAIMEHTOB C OOJBIION Maccoil OMmyXoJikd B
rpyrrmne JeHanuaomMuaa Bo Bpemst 1 nukma 610 pazsutue HJIP y 7 manmentoB u3 11 (64%).
TakuMm o0pa3om, MalueHTh! ¢ OOJIBIION MAacCOM OIMYXOJIH JI0JKHBI HAXOJUTHCS 0] TOCTOSIHHBIM
HaOmroaeHueM 1iy1st koutpouis 3a HIIP (cm. pa3nen 4.8.), Bkitodas cumntombl TFR. Pekomennanun
110 U3MEHEHUIO 103bl Ipenapara npu pazsutun TFR npusenens! B pasnene 4.2. bonpmas mMacca
OITYXOJIM OIIPENENsIETCs IPU HAJIMYMU Y AIMEHTA, TI0 MEHBIIEW MEpe, OJTHOTO oYara pasmMepom >
5 cM B quametpe 1160 3 odaroB > 3 cMm.

AJIepruyeckKue peakiiuu

HNmerotcs  cooOumieHus O  CIydasx — aUIEprUYecKUX — peakiUii/peakiuii  MOBBIIEHHON
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YYBCTBUTEJIHHOCTHU Y NAI[EHTOB, IPUHUMAIONINX-FeHaFAOMI-(eM—pasaen4-8-)-B-epasm-eFenm;
YTO UMEIOTCS HayyHble NyOJIMKalMd O BO3MOXKHBIX MEPEKPECTHBIX PEAKIHUAX MEeXIy
JCHATMIOMUIOM M TalIUJIOMHJIOM, CIeAyeT C 0co0O0il TIATENbHOCThIO KOHTPOJIHUPOBATH
COCTOSTHUE MAllMeHTOB, Y KOTOPBIX B aHaAMHe3€ €CTh YKa3aHHUs Ha aJuIepruuecKue peakiuu B
NEePUOJ JICUCHUS TATHIOMHUIOM.

Tspxenble KOKHBIE peaKIIuu

Ha ¢one npumeHeHHs JeHAIWIOMHUAA COOOIIANIOCh O TSKENBIX KOKHBIX PEaKIUsIX, BKIOYAs
cunapom CrupeHca-/>xoncona (SJS), Tokcuyeckuit snuaepManbHblii Hekponu3 (TEN) u
JICKApCTBCHHYIO0 KOXXHYIO PEaKIHUI0, CONPOBOXAAIOUIYIOCS H03MHOPHINEH M CHCTEMHBIMH
nposisinenusiMu (DRESS). Jleamuii Bpau gomkeH nponH(GOPMHUPOBATH MAIIMEHTa O CUMIITOMAaxX
ATHUX peaKUUi ¥ TOPEKOMEHI0BATh HEMEIJICHHO OOPAaTUTHCS 32 MEUIIMHCKOM ITOMOIIBIO B CITydae
ux pasutus. [lpu mosBaeHUH 5KQPOTUATHUBHBIX WM OYJUIE3HBIX BBICHIMIAHMNA Ha KOXE MU
nono3penun Ha pazsutue SJS, wnu TEN, wnimu DRESS cnenyer HeMenneHHO NpekpaTuTh
NPUMEHEHHUE JICHAIWIOMU/IA, JIeYEHUE KOTOPhIM HE CJEAyeT BO30OHOBIATH M IOCTE
MCYE3HOBEHUSI KOXKHBIX MposiBIeHUNA. HeoOX0oAMMOCTh mepepbiBa WM OTMEHBI JICHATWIOMUIA
cleyeT pacCMOTPETh B CIy4ae MOSBICHUS IPYTUX BUJIOB KOXKHBIX PEaKMi B 3aBUCUMOCTH OT UX
BBIPAKEHHOCTHU. JIEHaNMMIOMI HEIb3sl Ha3HA4YaTh MALMEHTaM, Y KOTOPbIX UMEIOTCS B aHaMHE3€
yKa3aHUs Ha TsDKEJbIe KOXKHBIE Peakny Ha (OHE MPUMEHEHHS TaIUJOMUIA.

Pa3BuTie nNepBUYHBIX 3JI0KQUECTBEHHBIX OOYXO0JIEN IPYION JIOKAIU3AIIUU

B KN ormeuena Oosiee BBICOKAas 4YacTOTa BO3HMKHOBEHHS TEPBHUYHBIX 3JI0KAYECTBEHHBIX
omyxosied apyroit nokamuzamuu ([TIOJIJI) y mamueHTOB, paHee TMOMY4YaBIIUX JIEUCHUE
JCHAIMOMUJIOM U JiekcaMmeTazoHoM (3,98 Ha 100 yenoBeko-yeT) Mo CpaBHEHUIO ¢ KOHTPOJIbHON
rpynmoi (1,38 na 100 uemoBeko-ner). HewnBasuBubie [1OJIJI Brmrowanu Oazanuomy u
IUIOCKOKJIETOYHBIA pak KoxH. bonbmas yacte umHBa3uBHbIX [IO/IJI oTHOCHMIace K COMMAHBIM
OITYXOJISIM.

B KU y naruentoB ¢ BJIMM, xotopbsim He Obuia mokazana TI'CK, momyyaBmux JeHaTua0OMU B
KOMOMHAIMM ¢ MeddalaHOM M IPEeIHU30JI0HOM [0 HpPOTrpecCUpOBaHMs, HaOII0AAIOCh
yBenuueHue 3aboneBaemoctu rematonorndeckumu [1OJJI (OMIL, MJIC) B 4,9 paza (1,75 na 100
YeJIOBEKO-JIET) MO0 CPaBHEHMIO C MalMeHTaMH, MOJy4aBIIUMH MendanaH B KOMOMHAIUU C
npenHuzonoHoM (0,36 Ha 100 yenoBeko-yer). YBennuenue 3adboneBaeMocT coauanbiMu 1101
B 2,12 pa3a oTMedanoch y NaueHTOB, MOTyYaBIIUX JeHATUAOMUL (9 UKIOB) B KOMOMHAIMH C
MmendananoMm U npenHuzonoHoM (1,57 na 100 yenoBeko-yeT) Mo CpaBHEHUIO ¢ MendanaHOM B
koMOuHanmu ¢ ipeaau3ononom (0,74 va 100 yenmoBeko-ner).

Y nanueHTOB, TMOJYyYaBIIMX JICHAIMJIOMHJA B KOMOMHANUMU C JIEKCAMETa30HOM JI0
IIPOrpecCUpOBaHUs WK B TeueHue 18 Mmecsies, 3a0oneBaemMocTs rematonorndeckumu [1OJ1J1 ne

yBemnuuBanachk (0,16 Ha 100 uwenoBeko-ner) mo cpaBHeHuto ¢ mpuemom MPT (0,79 na 100
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YEJIOBEKO-JIET).

YBenunuenue 3aboneBaemoctu conuaabivu [TOJI B 1,3 pasza 3aperucTpupoBaHo y MallUEHTOB,
MOJTyYaBIIUX JICHATUIOMHU B KOMOHMHAIIMM C JIEKCAMETAa30HOM JO MPOTrPecCUpPOBAHMS WIH B
teueHnue 18 mecsmne (1,58 na 100 yenoBeko-yer) mo cpaBaeHuto ¢ mpuemom MPT (1,19 na 100
YEJIOBEKO-JIET).

VY mnamumentoB ¢ BJAMM, mnonyyaromux JICHAIMIOMUI B KOMOMHAIMH C OOpPTE30MHOOM U
JIeKcaMeTa30HoM, yacToTa pa3Butusa rematosioruueckux I[IOJJI cocrasmsua 0,00-0,16 wa 100
YeJIOBEKO-JIET, a 4vacTtora pas3Butus coiauanbix [MOJI - 0,21-1,04 wa 100 uenoBeko-Jyer.
[ToBbimeHHbI puck paszButusi remartonoruueckux IIO/JI nHa done mpuema neHamupomuIa
aKTyaJieH TaKXke W i nauueHtoB ¢ B/IMM nociie TpaHCIUTaHTAalMu CTBOJIOBBIX KJIETOK. XOTS
ATOT PUCK €II€ HE MOJTHOCThIO0 0XapaKTEPU30BaH, €ro Hy>KHO UMETh B BUJy, IPUHUMAs pPELLICHUE
0 Ha3HAYEHUU JICHAJIUJIOMUA TaHHOW IPyIIe NAalMEeHTOB.

Yacrora rematonorunueckux [1OJ1JI, rmaBabiM 06pazom, OMJI, M/IC u B-kineTtounsix sumMdom
(Brimrovast numpomy XomkkuHa) coctaBimsiga 1,31 nHa 100 denoBeko-nmeT AN TPYMIBI
nenanugomuaa u 0,58 va 100 yenoBeko-net 1y1s rpynmnsl mwianedo (1,02 va 100 yenoBeko-ieT s
rpynmsl JieHanuaomuaa nocie TI'CK u 0,60 Ha 100 yenoBeko-yeT AJis NaUEHTOB, KOTOPHIE HE
nonydanu geHanuaomun nocie TT'CK). Yactora passutus conuaubix [IO/JI cocrapnsiia 1,36 Ha
100 genoBeko-net s rpynns JeHanuaomuaa u 1,05 va 100 genoBexo-ieT s rpynisl miamne6o
(1,26 na 100 uenosexo-net /i rpynnsl JeHanuaomuaa nocie TI'CK u 0,60 va 100 yenoBeko-yer
JUTSl TAIMEHTOB, KOTOpBIE HE noxyyanu Jienanuaomus rnocie TT'CK).

Puck pasButus remaronormyeckux [IOJIJI crmemyer yuuThIBaTh mepel Ha3HAYECHUEM
JCHAIMJOMHU/IAa KaK B KOMOMHALIUK ¢ Mel(aaaHOM, TaK U HEIIOCPEICTBEHHO MOCIe NPUMEHEHUs
BIM/TT'CK. Bpauu np0mKHBI BHUMATEIBHO OOCIEAOBATh MAIMEHTOB C HCIOJb30BAaHUEM
CTaHJAPTHBIX TUarHOCTHUECKUX MeToAoB Juis BeisiBiaeHUs [1O/1JI kak nmepen Havyanmom Tepamnuu,
TaK ¥ B T€YCHHE BCETO Mepro/a jeueHus. JleueHue cienyer mpoBOAUTH COTTIACHO OOIIETTPHUHATHIM
PEKOMEHIALUSM.

IIpoepeccuposanue 0o OMJI npu MJ[C ¢ nuzkum u npomedxcymounsvim-1 puckom

Kapuomun

HcxonHble  mepeMeHHble, BKJIOYas  COBOKYNHOCTb  IIUTOT€HETUYECKMX  HapyLICHHH,
peAoNpeAesioT nporpeccupoanue 10 OMJI y manueHToB, 3aBUCUMBIX OT TeMOoTpaHchy3uil u
JEMOHCTpHUPYIONIHNX Aenenuto 5q. B xone komOuHupoBanHoro ananusa 1syx KU nenanunomuna
y nauueHToB ¢ M/IC HU3KOro U mMpoMeXyTOuyHOro-1 prucka ObJIO OTMEYEHO, YTO MAlUEHTHI CO
CJIOKHBIMU ITUTOT€HETUYECKHUMH HAPYIICHUSMHU JAEMOHCTPUPOBAIM CAMbIi BBICOKMMN 2-JIETHUU
KyMYJISITUBHBIM puck mporpeccupoBanus no0 OMIL (38,6%). Ilpornosupyemass wyactora
nporpeccupoBanus 1o OMJI B TedeHue 2 JieT y MAallMEHTOB C M30JMPOBAHHOW Jenenuen 5q

cocraBuna 13,8% no cpaBaenuto ¢ 17,3% y nauueHToB ¢ genenneit 5q 1 OAHUM JOTOTHUTEIbHBIM
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[IUTOTCHETHYECKUM HapyIICHUEM.
COOTBETCTBEHHO, COOTHOIIICHUE TI0JIb3a/PUCK Tepaluu JeHAIMIoMu0M nanmenToB ¢ MIIC5q B
COYETaHWH C KOMIUIEKCOM IIMTOT€HETUYCCKUX HAPYIIICHUH HEU3BECTHO.

Onyxoneswiii npomeurs P53 (TP53)

Mytamus TP53 Bo3znukaer y 20-25% nanuentoB ¢ MJIC5q ¢ HU3KUM PUCKOM U COIPSIKEHA C

BBICOKMM pHUCKOM mporpeccupoBanus g0 OMIL Ilpu perpocnektuBHOM aHanmuze KU
nenanuaomuga npu MJIC Huskoro u npomexyrouHoro-1 pucka (MDS-004) nporuosupyemas
yactora nporpeccupoBanus 10 OMJI B teuenue 2 ner cocraBiser 27,5% y NAlUEHTOB C
noJIoKUTENbHBIM — pesyiabTaToM MI'X-p53 (1% ypoBeHb OTCEUKM CHUIIBHOTO SJIEPHOIO
OKpAIlIMBAaHUSl C HCIIOJb30BaHUEM HMMYHOTHCTOXMMHYECKOW OleHKH Oenka p53 B KauecTBe
3aMeHMTEN MyTalnoHHoro craryca TP53) u 3,6% y nanuneHToB ¢ OTpULIATENbHBIM PE3YJIbTaTOM
NI'X-p53 (p =0,0038) (cm. paznmen 4.8.).

IIpoepeccuposanue 0o Opyeux 3noxauecmeentuvix onyxoneu npu MKJI

VYV nmauuentoB ¢ MKJI OMJI, B-kneTouHble OMyXojJud U HEMEIAHOMHBIM paK KOXKU SIBISIOTCA
UACHTU(DUIIUPOBAHHBIM PUCKOM.

Paszsumue nepsuunvix 310kavecmsennvix onyxonetl opyeou nokanuzayuu npu OJI unu JIM3

B uccrnenoBanum ¢ ydacTHeM MalMEHTOB ¢ penuauBupyroei/peppaxrepuoit ®JI u JIM3 He
OTMEYaJoch MOBBINICHUs pucka paszsutus [IOIJI B rpynme neHamumaoMun/puTyKcuMad 1o
CPaBHEHHIO ¢ Tpynnoi mianedo/putykcumad. ['ematonornyeckue [1OJ1JI OMJI Bo3uuku B 0,25
ciydaeB Ha 100 gyenmoBeko-yeT B rpymme JeHamuaoMua/purykcumad u B 0,48 coygyaeB Ha 100
YeJIOBEKO-JIET B TpyINIe [alHMeHTOB, TMOoJdy4yaBmMX Mianedo/purykcumad. Yacrtora
BO3HUKHOBEHUsI remaTosiornueckux u conuaubix [TOJI (3a uckitoueHrneM HeMeIaHOMHOTO paka
koxu) coctaBuiia 0,74 ciaydae Ha 100 yenoBeKo-JIeT B TpyNIe JIEHATUAOMHU Y/ pUTyKcuMad u 1,97
ciydaeB Ha 100 yesnoBeko-jeT B rpymie MalMeHTOB, MOJy4YaBIIMX IUIAle00/puTyKcuMad, npu
MeAraHe ATUTENBHOCTH Nieproaa HabmoaeHuit 29,8 mecsnes (quamnas3oH - ot 0,5 1o 51,3 mecsna).
HemenaHnomHbIi  pak KOXH  SIBISIETCS UIACHTUMUIUPOBAHHBIM PHUCKOM M BKIJIIOYAET
IUTOCKOKJIETOUYHBIHN pak 1 0a3aJIbHOKJIETOYHBIN paK KOXKH.

Bpauam cnenyer npoBoauts MoHUTOpHHT paszsurusd 110Ul y nanuentos. [Ipu paccMoTpennn
BOIIPOCA O TEPAIUU JICHATUIOMHUAOM CIIENYET YUYUTHIBATh, KaK NOTEHLIUAIBHbBIE IPEUMYILECTBA
JIeHAIMOMHU/IA, TaK U pucK Bo3HUKHOBeHUs [1O/JI.

HaDVHIeHI/ISI CO CTOPOHBI IICYECHU

[leyeHOouHasT HEIOCTATOYHOCTh, BKJIOYAs CIIy4al CO CMEPTEIbHBIM HCXOAOM, ObLIa
3apEeTUCTPUPOBAHA y TMAIMEHTOB, IMOJYYaBIIUX JICHATHJIOMUII B pPaMKax KOMOWHHPOBAHHOU
TEepanuu: OCTpas TEYECHOYHAsl HEIOCTaTOYHOCTh, TOKCHUYECKHWU TE€NaTUT, IUTOJIUTHYECKHI
TeNaTUT, XOJIECTATUUECKUH T'eMaTUT U CMEIIAHHbBIA IIUTOMUTHYSCKHUI/X0JIECTATUUECKUN TEIIaTUT.

MexaHU3MBl TSDKETI0H HeKapCTBCHHOﬁ I'CIIaTOTOKCHYHOCTH OCTArOTCA HCHU3BCCTHBIMH, XOTA B
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HEKOTOPBIX CllydasiX Mpeblayllee BHUPYCHOE “3aboseBatie—Heuet;—HexoAHoe—HoBbiHeHHe
aKTUBHOCTH (DEPMEHTOB NIEUEHH U, BO3MOXKHO, JIEYEHNE aHTUOMOTUKAMU MOT'YT OBITh (pakTOpaMu
pHCKa.

Yacto perucTpupoBaIUCh (YHKIMOHAIbHBIE OTKJIOHEHUS I€4YE€HH, HO OOBIYHO OHHU ObUIN
0ecCUMITOMHBIMM M OOpaTHUMBIMU IOCe MNpekpauieHus Ttepanuu. [locie BoccTaHOBIEHUs
IOKa3aTele O MCXOJHOTO YPOBHSI TEpalHi0 MOXKHO BO300OHOBHTH B 0Ooyiee HM3KOH 103€.
JlenanunoMux BBIBOOUTCS MOYKaMH. BaKHO CKOPpPEKTHPOBATh 103y IIpernapara y MalueHTOB C
MOYEYHOW HEAOCTATOYHOCTHIO, YTOOBI M30€XKaTh JOCTH)KEHUS B IUIa3Me KPOBH KOHILIEHTPAIIHIA,
KOTOpPbIE MOTYT IIOBBICUTb PUCK pa3BuUTHs remartosorundeckux HJIP wim renatoTokCM4HOCTH.
Pexkomenryercsi KOHTPOIMPOBATh (PYHKIUIO TEYEHHU, OCOOCHHO MPH HAJIMYUU COMYTCTBYIOIIETO
BUPYCHOTO 3a00JIeBaHMs MEUYEHU WIM yKa3aHHs HAa HEro B aHAMHe3e, WIH NPH IPUMEHEHUH
JeHaIUIOMHUa B KOMOMHAIIMK C IpenapaTaMy, BbI3bIBAIOLIMMU HapylleHHe (YHKLIUU HEUeHH.

I/IHd)CKI_II/ISI C HEUTPONICHUEN MJIN 0€e3 TaKOBOH

[Taruentsl ¢ MM moaBepKeHbl pa3BUTHIO MH(EKIINI, BKIIOYas MHEBMOHUIO. bonee BbICOKUI
ypoBeHb WHGUIUPOBaHUA HaOmomancs y mnanueHToB ¢ BJIMM, koToppiM He MOKa3zaHa
TpaHCIUIaHTAIMs, Ha (JOHE JICUeHUs JICHAIMOMUIOM B KOMOMHAIIMU C JIEKCAMETa30HOM, YeM Ha
done neuenus MPT, u y mnamumentoB ¢ BJIMM mnocie TI'CK, KOTOpbIM MpOBOIWIH
MOIEP’KUBAIOIIYIO TEPATUIO JICHAIMIOMHUIOM B CpaBHEHHH ¢ Tutane6o. Mudekuun > 3 creneHu
TSKECTH DPA3BUBAINCH B YCIOBUAX HEUTPONIEHMH MEHEE 4YeM Yy OJHOM TpEeTH MalueHTOB. 3a
NalMeHTaMH C HW3BECTHBIMU (PaKTOpaMu pHCKa WHQOUIMPOBAHHUS HEOOXOIUMO TIIATEIHHO
HaOmonaTh. BceM manmeHTaM peKOMEHAYeTCsl He3aMeUIMNTEIbHO OOpaTUThCA K Bpady IpHU
NEePBBIX MpU3HAKAX MHGEKUMH (HampuMmep, Kalleib, JIUXOpaaKa U T. JI.), YTO IO3BOJISIET MPHU
paHHEM JIEYEHUH CHU3UTD CTEIIEHb TSKECTH.

PeakTuBanusg BupycHo nHQEKIMn

Coob1manocs o ciaydasx BUpYCHON peakTHBAIlUK Y MAI[MEHTOB Ha (JOHE Teparu JICHATUI0OMHIOM,
BKJIIOUAsl CEPBE3HBIE Cllydal PeakTHBALMM BHpYyca onosiceiBaromero jumas (Herpes zoster) wim
renaruta B (HBV).

B HekoTOpBIX ciyyasx peakTUBAIMK BUPYCHON MH(EKINN HAOII01alICs IeTaIbHBIH UCXOI.

B psne ciiydaeB peakTuBalusa BUPyca ONOSCHIBAIOLIETO JIUIIAs IPUBOAUIA K €r0 JUCCEMUHALUU
U Pa3BUTUIO BUPYCHOIO MEHUHITHTAa WM BHPYCHOTO MOpPa)XEHHs TIJa3, KOTOpble TpeOOBaIu
BPEMEHHOM IPUOCTAHOBKH TEPANHMM JICHAIWJIOMUIAOM WJIM IOJHOIO €€ NpEeKpalleHus, M
HAa3HA4YEHHs COOTBETCTBYIOIIECH MPOTUBOBUPYCHOM TEPAITHH.

O peakTMBanMM BUpyca renatuta B y manueHTOB, MOMy4YaBIIMX TEPAIUIO JICHATUIOMHUAOM U
NepeHecunX paHee rematuT B, coolmanock peako. Y HEKOTOPBIX M3 3THUX MallMEeHTOB
peakTHBanus BHpyca IpUBela K Pa3BUTHI0 OCTPOM IEYEHOYHOM HEJOCTATOYHOCTH,

MMPCKpalICHUIO TCpalruu JICHAIUJIOMHUIOM U HA3HAYCHUIO IMPOTHBOBUPYCHBIX IIPCIIAPATOB. I[O
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hayaja JeUYeHHUs JICHATHIOMUIOM BCEM NalliCHTaM-eeRyeT-HpoBecTH-FecT-Ha-HajHiHie-BHpYyea
renaruta B. Ilpu moiydeHUH NOJOXUTENBHOTO pe3yibTaTa PEKOMEHIYETCS KOHCYJbTalus
renaronora. Cineayer co0r0aTh OCTOPOKHOCTh MPH JICYCHUH JICHAIUJOMUIOM MalMEHTOB C
HBV B anamuese, Bkitouass U T€X, Y KOTOPBIX pe3yJibTaThl TECTa Ha aHTHUTENA K SACPHOMY
antureny HBV (HBc) monoxkutenbpHble TpH OTpHIATEIbHOM pe3ynbTate Ha HBsAg. Otu
MAIUEHTHl JOJDKHBI HAXOAWTHCS TMOJ TIOCTOSIHHBIM HAOJIOJEHUEM JJIsi CBOCBPEMEHHOTO
BBISIBJICHHSI CUMITOMOB akTuBanuu uHpeknun HBV Ha mpoTspkeHMu BCero Kypca JIeUeHUS.

IIporpeccupyronias MVJIBTI/I(bOKaJIBHaSI Hef/'IKOBHHed)aHOHaTI/IH

Coo0manock 0 ciaydasx pa3BUTHS POTPeCcCUpyroIIel MyIbTU(OKaTbHOMN Jeiko3HIIedanonaTum
(ITMJI) y namueHToB, MIPUHUMABIIUX JICHATUAOMU/I, BKIIOUYAsl CIIy4au C JIETAJIbHBIM HCXOJIOM.
Cornacto coobmenusim [IMJI pa3BuBanace B nepuo/1 OT HECKOJIBKUX MECSIIEB /10 HECKOJIbKHX JIET
nociie Hayvaja JIeYeHUs JICHAIUJOMUIOM. B OCHOBHOM co00Ianoch O ciyyasx y HalHeHTOB,
MOJIy4aBUIMX  COIYTCTBYIOLEE JIEYEHUE JEKCAMETa30HOM, WJIM paHee MIPOLIEAIINX
XUMHUOTEPANUIO JPYTMM HMMYHOAENPECCUBHBIM IpenaparoM. Bpawam cregyer perysisipHO
MPOBOAMTH MEAUIIMHCKHUIM OcMOTp nanueHToB. [Ipu coctapnenun nuddepeHnuanrsHOro [uarnos3a
y aLUEHTOB C HOBBIMU WJIM IIPOrPECCUPYIOIIUMHU HEBPOJIOTMYECKUMH CUMIITOMAaMU, IPU3HAKAMU
KOTHUTHUBHBIX U MOBEJACHUYECKUX HAPYIIEHUHN, HEOOXOAUMO YYUTHIBATH BOZMOKHOCTH PAa3BUTHS
[IMJI. TlaniueHTOB cieayeT MpeaynpeanTb O TOM, YTO UM CTOUT COOOIIUTH CBOUM OJHM3KUM U
JMLAM, YXaKUBAIOIMMH 332 HUMHU, O JI€YEHUHU, TOCKOJIbKY OHU MOTYT 3aMETUTh CHUMITOMBI, O
KOTOPBIX MAMEHT HE 3HAET.

Huarnoctuka [IMJI nomkHa BKIIFOYaTh HEBPOJIOTHYECKOE 00CIeJoBaHUE, TPOBEACHNUE MAaTHUTHO-
PE30HAaHCHOW TOMOTpa(uu rOJIOBHOTO MO3Ta M aHAJIW3 CIIMHHOMO3TOBOM KHUJKOCTH HA HAJTUYHE
JIHK Bupyca J[>xona Kannunrema (Bupyca JC) ¢ momolIpl0 METOAA MOJIMMEPA3HON LEmHOU
peakiuu (ITL[P). B xauectBe anbrepHatuBsl [ILIP-uccrnegoBanuio MokeT OBITH MPOBEACHA
O6uoncHs ToJIOBHOTO Mo3ra ais omnpezaeneHus Bupyca JC. OrpuuarensHblii pesynstar ITLIP-
uccienoBanusi Ha Bupyc JC He wuckmoudaer paszutue [IMJI. HeobOxomumo obecrneunThb
JOTIOTHUTETIbHOE HAOI0IEHHE 32 MAallMEHTOM U TPOBECTH JOTOIHUTEIbHBIC UCCIIEOBAHUS, €CIIN
aNbTepHATUBHBIN AHMATHO3 HE MOXKET OBITh YCTaHOBJICH.

[Tpu Hanmuuu noxo3penus Ha pazputue [IMJI nanpHemMil mpuem JeHaIUI0MHIa JOKEH ObITh
MIPUOCTAHOBIICH JI0 T€X MOp, moka auarno3 [IMJI ve Oyaet uckimtoueH. B ciyuae moarBepaeHus
nuarHosa [IMJI npuem nenanuaoMuia J0KEH ObITh OKOHYATEIIBHO MTPEKPAIICH.

[Mauumentsl ¢ BAMM

Bbonee BbICOKMIT ypOBEHb HENEPEHOCUMOCTH KOMOMHUPOBAHHOM Tepanuu JeHanuaomuom (HIJIP
3 unu 4 crenenu TsKecTH, cepbe3nblie HJIP, npekpaiienue jgedenus) oTMevancs y MalueHTOB
ctapuie 75 ner, ¢ Il cragueii cornacHo MexayHapoHoi cucteme craauposanus (ISS), ¢ cymmoit

6amnoB nmo mkane ECOG > 2 wiu KK < 60 mu/mun. [lepen HazHaueHWeM JeHAIUIOMHIIA B
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KOMOHMHAIIUU C APYTUMH MIperapaTaMi HyKHO THiaTeHbHO-0OHeHHTH-BOSMOKHYIO-HepeHOCHMOETS
ATOM Tepanuu y MalMeHTOB ¢ yuyetoM ux Bo3pacta, Il cragum ISS, ECOG > 2 unu KK < 60

MJI/MUH (cM. pazaensl 4.2., 4.8.).
Karapakra

C Gonee BBICOKOI 4acTOTOM KaTapakTa OTMEYaJlach y MalMEeHTOB, MOMYyUYaBUINX JICHATHIOMU] B
KOMOMHAIIMM C JEKCAaMETa30HOM, OCOOCHHO TpHU JUIMTEIBHOW Tepamuu. PekoMeHmyercs
PEryJISIpHBI KOHTPOJIb 3PEHUS.

BcnoMorarebHEBIC BEIIECTBA

Henepenocumocmu naxmo3wi

[TamenTaM C peAKo BCTPEYAOLIEKHCS HACIEICTBEHHOW HENEPEHOCUMOCTBIO TajaKTO3bl,
NeGUIUTOM JIaKTa3bl JIOMaped WM TJIIOKO30-TAIAKTO3HOW MaibabcopOuueii He crhemyer
MPUHUMATB ATOT Ipernapar.

Jlenanuoomuo, 15 mz

Kancyner 15 mr conepxat kpacurensb I[lynmossiii [Ilonco 4R] u kpacuTenb CONMHEUHBIN 3aKat

X(CHTBIﬁ, KOTOPBIC MOT'YT BBI3LIBATH AJITICPIHYCCKUC PCAKIIUH.

4.5. B3aumojgeiictBue ¢ JAPYrHMH JICKAPDCTBEHHBIMH MpenapataMd M JApyrue BH/bI
B3auMOAEliCTBUA

OPUTPONOITUYECKUE JIEKAPCTBEHHBIE CPEJICTBA, a TAKXKE JIPYTrMe CPEICTBA, KOTOPbIE MOTYT

MOBBIINIATH PUCK TPOMOO3a, HANpUMEp, Mpernaparbl Ui TOPMOHO3aMECTUTEIIBHOW TEepaIuH,
ClelyeT MPUMEHSTh C OCTOPOXKHOCTBIO y MAlMeHToB ¢ MM, mpHUHUMAIONUX JEHATUIOMUT B
KOMOWHAIIUU C IEKCaMeTa30HOM (CcM. pazzeinsl 4.4., 4.8.).

HCDODaJ'II)HLIC KOHTPALICIITHBbI

He mnpoBoamnock wuccienoBaHUs JIEKAPCTBEHHOIO B3aUMOJEHCTBUSA C  INE€POPAIbHBIMU
KOHTpalentTuBamu. JIeHaIua0MuUA He ABISETCS HHIAYKTOPOM (epMEHTOB CUCTEMBI IUTOXpoma. B
UCCJIEIOBAHMH in Vitro Ha renaTouuTax 4eJ0BeKa JIEHAIUIOMH/I B pa3IMYHbIX KOHIEHTPALUAX HE
unayuuposain uzopepmentsl CYP1A2, CYP2B6, CYP2C9, CYP2C19 u CYP3A4/5. IlosToMy Ha
(oHe MOHOTEpaNnuy JEHATUIOMUOM HE MPENoIaraeTcsi MHAYKIUH, IPUBOSIIEH K CHIKEHUIO
3(QPEKTUBHOCTH MpernaparoB, B TOM YHCJIE€ TOPMOHAIBHBIX KOHTpauenTHBOB. OpHako
JIEKCaMeTa30H, SIBJISSICh CcllaObIM/yMepeHHbIM HHAyKTopoM u3odepmenta CYP3A4, BeposTHO,
BIMSIET U Ha Jipyrue (epMeHTHI, a Takke TpaHcmopTepbl. Henb3sh MCKIIOYUTH BO3MOKHOCTh
CHIDKEHUS 3()(hDEKTUBHOCTH MEPOPATBLHBIX KOHTPAIENITUBOB Ha (oHe Tepanuu. [losTomy crenyer

npeanpuHUMaTh 3¢ GeKTUBHBIE MEPBI TPETOXPAHEHUs OT OepeMeHHOCTH (cM. pasaensl 4.4., 4.6.).
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Bapdapuu

He ormeueno BiusHuA JeHanuaomuzaa B o3¢ 10 Mr, NpUHHMaeMoro MHOTOKpaTHO, Ha
dapmakokuHeTnyeckue mnapaMeTpbel R- u  S-BapdapuHa mpu €ro OJHOKPATHOM IpPHEME.
OnHoBpeMEHHOE OJHOKpaTHOE MpUMEHeHHe BapdapuHa B 103€ 25 MI C JICHATHIOMHUAOM HE
BIUSUIO Ha (DapMaKOKMHETHKY mocienHero. OqHako HEU3BECTHO, UMEETCS JIM B3aUMOJICHCTBUE
IIPY KJIIMHUYECKOM NPUMEHEHHUH (COIYTCTBYIOIIAs TEpanus ¢ JeKcaMeTa3oHoM). Jlekcamera3oH
ABIISIETCA CIa0bIM/yMEPEHHBIM HHIIYKTOPOM (DEPMEHTOB M €T0 BIUSHIE Ha Bap(papuH HEM3BECTHO.
PekoMenayercss TIIATENbHBI KOHTPOJb KOHIEHTpalUud BapdapuHa BO BpeMs Teparuu
JICHATUIOMUIOM.

JIMroxcun

OpnHOBpeMEHHOE Ha3HAYCHHE JICHAMHAoOMuAa B o3¢ 10 Mr/cyT yBenMuuBaioO IUIA3MEHHYIO
skcnosunuto aurokcuna (0,5 mr, onHokpaTtHo) Ha 14% ¢ noBeputenbHbIM uHTEpBasioM (1I1) 90%
[0,52%-28,2%]. HeusBectHo, OyaeT au 3TOT PPEeKT UHBIM B KIUHUYECKOW cutyanuu (bomee
BBICOKHE JI03bI JICHAJIHIOMUIA U COMYTCTBYIOIIAs TEpanus Aekcamera3oHoMm). [loatomy Ha gone
JICUYEHUs JICHATUAOMUIOM PEKOMEHIYEeTCS MOHUTOPUPOBATh KOHIIEHTPALUIO IUTOKCHHA.
Cratusbl

Cy1iecTByeT MOBBIIIEHHBIH PUCK pabIOMHOTIN3a B CITydyae COBMECTHOTO MPUMEHEHHS CTATUHOB U
JCHAIMOMUJA, YTO MOXET OOBICHATHCS CYMMHUPOBAHHMEM JEHCTBHSL 3TUX IIPENaparos.
HeobxomuMo TmiatenpHOE KIMHUYECKOE M JIa0opaTOpHOE HaOIIOJeHUE, OCOOCHHO B TIEPBBIC
HEJIeNH JICYCHHUS.

[lexcameTa3oH

OnHoBpeMEeHHBIN OJIHOKPATHBIN WJIM MHOTOKPATHBIN NpueM nekcamerazoHa (40 mMr onuH pas B
JIeHb) HE OKa3bIBaeT KIIMHUYECKH 3HAUUMOT0 3P deKTa Ha (hapMaKOKUHETUKY JIEHAIUIOMU A TIPU
€ro MHOTOKPAaTHOM IIpUEME B J103€ 25 MT OJIMH Pa3 B JICHb.

Bsaumoneiicteue ¢ naruonrtopamu P-rimukonporenna (P-gp)

Jlenanunpomun in vitro sisasiercst cyocrpatom P-gp, Ho He mHTHOUTOpOM P-gp. OmHoBpemMeHHOE
MHOTOKpPAaTHOE TIPUMEHEHNEe CUIbHOTO MHTHOUTOpa P-gp, xunuauna (600 Mr nBa pasza B JI€Hb),
WIK yMepeHHoro wuHruouropa P-gp/cyOctpara, Temcuponumyca (25 Mr), He OKa3bIBajlo
KJIMHUYECKH 3HauuMoro »s@dexta Ha (apMaKOKUHETHKY JeHanuaoMuaa (25 wmr/moH).
dapMakOKMHETHKAa TEMCHPOJIMMYyCa HE W3MEHsJIacCh MPHU COBMECTHOM TIPUMEHEHHUH C

JICHAJIUIOMUJIOM.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD M JIAKTAIUS.
YuuTeiBas HAaTUYHE TEPATOTCHHOTO IIOTCHIMANA, NPHUMEHEHHE JICHATUIOMHUIA JOJIKHO

OCYILECTBIAATECS B CTPOTOM COOTBETCTBMM C [IporpaMMoii KOHTPOIMPYEMOI'O MEIHMIIMHCKOIO
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MpUMEHEHUs JieHamuaoMuaa (cM. pasaen 4.4.), 3a chnﬁgg;}i;emg: %ﬁ\lﬁ%lﬂgﬂnl Bf%;;/iléflsne

PCOPOAYKTUBHOI'O MMOTCHIMAIA Y TAOUCHTKN HAACKHO IMOATBCPIKIACHO.

>K€HH_[I/IHBI C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTD&L[GHL[I/ISI Y MYKYMH U )KCHH_[I/IH)

XKeHmmHaM ¢ COXpaHEHHBIM pEHNPOIYKTUBHBIM IIOTEHIMAJIOM CIEIyeT HCIIOIb30BaTh
¢ deKkTuBHBIE MeToAbl KOHTpanenuuu. Eciom mamueHTka 3a0epemeHena, NPUMEHEHUE
JCHATUIOMUJA JIOJDKHO OBITh MPEKpaIleHO, TMAIMeHTKy HEeoO0XOAWMO HAalpaBHTh Ha
KOHCYJIBTAIIMIO K Bpaudy-TepaToJioOry IJIsi OCMOTpa M KIMHUYECKUX pEeKOMeHIanuid. B ciydae
OEpEeMEHHOCTH JKCHIIMHBI, SIBIISIOMIEICS CEKCyalbHBIM MApTHEPOM MAIMEHTa, I10JIyYaromero
JCHAIUJIOMH, €€ TaKXKe HANpaBisAIOT K Bpady-TepaTojiory sl OCMOTpa W KIMHHUYECKHX
pexoMeHaanui. JIeHamuaoMu CoOIEeP>KUTCS B CEMEHHOM JKUAKOCTH NAIIMEHTOB B TIEPUO/] JICUCHHUS
B IIPE/ICIbHO HU3KUX KOHIIEHTPALUSAX U HE ONPEEIIETCS y 3/0POBBIX MY>KUHH Yepe3 3 JAHs 1mociie
HpeKpalieHus IPUMEHEHUs Tpernapara (CM. paszen 5.2.). B kauecTBe Mepbl IPEA0CTOPOKHOCTH,
YUYUTHIBas BO3MOXKHOE CHH)KEHHE CKOPOCTH BBIBEICHUS MperapaTa y MalueHToB 0COOBIX TPYIII,
HarpuMep, MpU HAPYHICHWH (YHKIUH MOYEK, BCE MY>KYMHBI, MPUHUMAIOLINE JICHATUIOMUI,
JIOJDKHBI TTOJIB30BAThCS TPE3epBaTUBAMH B TEUCHHE BCETO Kypca JICUeHHsI, BO BpeMs IepephiBa B
JICYCHUH U B T€UYEHHE | HEIenu 1mocie NpeKpalleHus JeYSHUs B TOM CIIy4ae, €CIH CeKCYalbHBIN
napTHep - OepeMeHHas JKCHIIMHA WM JKCHIIMHA C COXPAHEHHBIM PENpOAYKTHBHBIM
MOTEHIMAJIOM, HE UCTIONB3YIOMIasi KOHTPAIETIIIHUIO.

bepemenHocTh

JlenanmugoMu - CTPYKTYPHBIH aQHAJOr TalWAOMHIA, KOTOPBIA SIBISETCS W3BECTHBIM
TepaToreHoM. lI3BecTHO, 4TO mpHeM TaauJIoMuJa OEPEeMEHHBIMU J>KEHIIMHAMM BBI3BIBACT
TSDKETIbIE JKU3HEYTPOXKAIOIINE BPOXKICHHBIE HAPYIICHHUS Y TUIO/A.

HccnenoBanue BIMSHUS JICHATMIOMHUZA Ha SMOpHOQeETaTbHOe pa3BUTHE IPOBOAMIOCH Ha
o0e3bsiHaX, KOTOPBIM BBOAWIM Ipemapar B no3ax oT 0,5 no 4 mr/kr/cyr. Pe3ynbraThl 3TOTrO
UCCIIeI0BaHMsI IOKA3aJIM, YTO JICHAIUJOMU/] BbI3bIBAJ Pa3BUTHE BHEIIHUX /1€(DEKTOB, B TOM YHCIIE,
3apaleHre aHAIBHOTO OTBEPCTHS M HAPYUICHWE PA3BUTHS BEPXHUX M HUKHUX KOHEYHOCTEU
(M30THYTBIE, YKOPOUEHHBIE, 1e()OPMUPOBAHHBIE, HEAOPA3BUTHIE H/HIIH YACTHYHO OTCYTCTBYIOIINE
KOHEYHOCTH, OJMIOJAKTHIINS W/WIM MHOTONAIOCTh) y JAETEHbINIeH CcaMOK 00€3bsiH, KOTOpble
NOJyYalu JIEHATUJA0OMH BO BpeMs OepeMeHHOCTH. Takke y eIMHUYHBIX IJI0JI0B HAOII0Janoch
MOBPEXICHHE BHYTPEHHUX OPTaHOB (M3MEHEHHE I[BETA, KPACHBIC OYard B Pa3IMYHBIX OpraHax,
HeOoITbIIast OeCIBETHASI Macca BhIIIE aTPHOBEHTPUKYIISIPHOTO KJIallaHa, YMEHBIICHHBIH KeTIHBIN
ny3bIpb, AehopMupoBaHHas Auadparma).

OKclepUMEeHTalbHbIE HCCIEOBAHUS JICHAIWJOMHUAA Ha 00€3bsiHaX TIO0Ka3aldu pe3yJIbTaThl,
CXOJIHBIE C ONMMCAHHBIMHU paHee IS TATUIOMHU/IA.

BcenenctBue oxxugaeMoro tepatoreHHoro 3¢gdexra JeHaaua0MuAa ero NpueM MpoTHBONOKa3aH
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BO BpeMsi OepeMeHHOCTH (CcM. pazzaen 4.3.).

JlakTanms
HeusBectHo, mocTynaeT Jiv JICHAIUIOMUJ B TPYIHOE MOJIOKO. B CBSI3U ¢ 3TUM, B IEpUO/ JICUCHUS
JICHATMIOMHUJIOM TPYAHOE BCKapMJIMBAHHUE JIOJDKHO OBITh MPEKPAIIEHO.

DepTUILHOCTE

PesynbpTaThl WCClieIOBaHHS PENPOAYKTUBHON (YHKIIMH, KOTOPOE MPOBOIMIA Ha KpbICaX C
MPUMEHEHHUEM JICHATHIoMIIa B 103ax 10 500 Mr/Kr (3TH 03Bl PEBHIIIATH MPUOIU3UTEIHHO B
200-500 pa3 TepaneBTHYECKUE 103bI 7151 YyeaoBeKa, 25 Mr u 10 Mr, COOTBETCTBEHHO, B IEpECUETE
Ha TUIOIIAJb MOBEPXHOCTH Tella), HE MPOJEMOHCTPUPOBAINA HapyUIeHHs (QEepTUIBHOCTH WU

TOKCUYHOCTH IJId OpraHu3Ma pOIIPITCJIGfI.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeIACTBAMH M PadoTaTrh ¢
MeXaHU3MAaMM.

JleHanumoMH OKa3bIBaeT HE3HAUMTEIHHOE WM YMEpPEHHOE BO3JCHCTBHE HA CIIOCOOHOCTH
YHOpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU U pa6OTaTI) C MOTCHIHAJIBHO OIIaCHBIMU MEXaHU3MaMH.
Bo Bpemsi jeudeHus NeHAIUIOMHIIOM OTMEYAIIUCh CIa0OCTh, TOJOBOKPYKEHHUE, COHJIMBOCTb,
BEPTHUIO U HEYETKOCTb 3peHUsl. B CBsI3U ¢ 3TUM clieayeT MpOosBIATH 0COOYI0 OCTOPOKHOCTD MPHU

YIpaBJIE€HUU TPAHCIOPTHBIMU CPEJCTBAMH U paboTe ¢ MEXaHU3MaMHU.

4.8. HexkennaTeibHbIE peakunu.

Pesrome mpoduis 6e3onacHOCTH

Bnepesvie ouacnocmuposannas MHONCECMBEHHAS MUENIOMA: NAYUEHMbl, KOMOPbIM NOKA3AHA
MPAHCNIAHMAayus, Noay4yasuiue JeHaIudoMud 6 KoMOuHayuu ¢ Oopme3omudoom u
oexcamemaszonom

B aByx knuHHMUYecKuX uccienoBaHusax cepbesnsie HJIP, koTopsie Habmroganucs varie (> 5%) npu
npueMe JEHATUJI0OMHU/Ia B KOMOWHAIIUK C OOPTE30MUOOM U JIEKCAaMETa30HOM, OBLITH CIIEAYIOIINMHU:
- mHeBMOHUS (5,9%)

Cnenyroumme HJIP peructpupoBanuch 4yamie y NAUUMEHTOB, NPUHUMAaBUIMX JICHATUAOMHI B
KOMOHMHAIIMM C TOJKOXXHBIM BBeJeHHEM OopTe3omuba W JeKcaMeTa3oHOM: mepudepudeckas
Heriponarus (35,2%), neritpornierns (31,9%), TpomOoruTonerus (25,3%).

Cnenyrounmue HJIP perucrpupoBanvch 4aiie y MNAlMEHTOB, NMPUHUMABIINX JICHATWJIOMU]T B
KOMOHMHAIIMKM ¢ BHYTPUBEHHBIM BBeJeHHEM OopTe3oMuba M JeKcameTa3oHoM: nepudepudeckas
Heitponatus (54,8%), mumdonenus (52,2%).

Bnepesvie ouacnocmupoeannas muHodcecmeennas muenoma: nayuenmovt nocie TICK ¢

nocneoyrouei noodepaicusaroujeli mepanueti 1eHaIUoOMUOOM
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JICHATUIOMHIOM, YeM IUIare0o:

- mHeBMOHUS (10,6%)

- nH(exronHbIe 3a00s1eBanus Jerkux (9,4%)

B naByx KW crneayromme HIIP peructpupoBaiuch dyaile y MalMEHTOB, NPUHUMABIINX
JICHATMIOMHU/] B PaMKaX MOJICPKUBAIOIICH Tepanuu, yeM Tuianedo: nerrponenus (60,8-71,9%),
tpoMOouuronerus (23,5-61,6%), Oponxut (47,4%), nmapes (38,9-46,4%), nazodapuHTHT
(34,8%), mbimeunsle cynoporu (33,4%), neitkonenus (18,8-31,7%), acrenus (29,7%), xaiienb
(27,3%), uHbexunn BEpXHHUX JbIXaTeNbHbIX myTeil (26,8%), cwimb (25,0%), racTpo’HTEpUT
(22,5%), muxopaaxa (20,5%), nosbitieHHast yromisieMocTs (17,9%) u anemust (13,8%).

Bnepsvie ouacnocmuposannas MHOMCECMBEHHAS MUELIOMA: RAYUEHNbL, KOMOPLIM He NOKA3AHA
MPAHChAAHmMayus, Nnoayyaguiue JaeHamuoomMuo 8 KoMOumayuu ¢ Oopmesomubom u
deKcamemaszoHoOM

Cnenyromue cepreznbie HJIP nabmopanuce uamie (> 5%) npu npueme JeHAIWIOMHIIA B
KOMOWHAIIMKA ¢ BHYTPUBCHHBIM BBEJCHHEM OopTe30oMuOa M JIEKCAMETa30HOM, YeM IPH MprueMe
JICHATMOMHU/IA B KOMOUHAIIUY C IEKCAMETAa30HOM:

- CHIDKEHHUE apTepuanbHoro aaeneHust (6,5%), unbexkunonnsie 3adoneBanus jnerkux (5,7%),
obe3BoxkuBanue (5,0%)

Crnenyromue HJIP Bcrpewanuch wamie Ha (oOHE NpUeMa JICHAIMIOMHIA B KOMOWHAIIUU C
OopTe3oMrOOM M JeKcaMeTa30HOM, 4YeM Ha (oHe IMpuema JEHAIWIOMHIA B KOMOMHALIUU C
JEKCaMEeTa30HOM: MOBBIIIEHHas: yToMisieMocTs (73,7%), nepudepuueckas Heriponartus (71,8%),
tpombonuronenus (57,6%), 3anop (56,1%), runokansuuemus (50,0%).

Bnepsvie ouacnocmuposannas MHOMCECMBEHHAS MUELIOMA. NAYUEHMNbL, KOMOPLIM He NOKA3AHA
MPAHCRAAHMAYUSA, NOTYUABULIUE TeHATUOOMUO 8 KOMOUHAYUU C HUSKUMU 003AMU OeKCAMEeMAa30Ha
Cepwesnbimu HIIP, HabmiogaembiMu yate (> 5%) npu npueMe JeHaTuJ0MUIa B KOMOUHAIIMY C
HU3KOW J030H JieKcaMmeTa3oHa Ipu HenpepblBHOM JiedeHuH (Rd) win neuenun B teuenue 18 4-
HenenbHBIX UKIOB (RA18), yem Ha Qone mpuema mendanana, MPeaHU30JI0HA U TATUIOMHUIA
(MPT), ObLu:

- mHeBMOHUSA (9,8%)

- TOYeYHAas HeJIOCTATOYHOCTH (BKIJIFOYAst OCTPYIO) (6,3%)

N3 HJIP na ¢one mpuema Rd unu Rd18 game, gvem Ha hone MPT nabnronanuce: nuapes (45,5%),
noBbIlIeHHast yromisieMocth (32,8%), 6onb B crimue (32,0%), acrenus (28,2%), GeccoHHuIa
(27,6%), cbmb (24,3%), camkenue anmneruta (23,1%), kamens (22,7%), muxopaaka (21,4%), a

Takke Mblleunble cyaoporu (20,5%).
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MPAHCHIAHMAYUSL, NOLYYABUIUE TEHATUOOMUO 8 COUEMANHUU C MeLPANAHOM U NPEOHUZOIOHOM
Cepnesnbimu HIIP, 6onee wacto (> 5%) HabarogaeMbIMu IIpH IIpreMe Menndaliana, MpeIHu30I0Ha
U JISHATMIOMH/IA C TTOCIICIYIOIEH MoAIepKuBaromiei Tepanueit seHamuaomuioM (MPR+R) wmm
npu npueme MendanaHa, IpeJHU30JI0HA U JICHATHIOMH/IA C MOCIEAYIOMEeH MoIep KUBatoIIen
tepanuel 1nane6o (MPR+p), wem npu mpueme MmendaliaHa, TpeIHU30JI0HA M TUIaedo ¢
MOCIIEAYIOIEH Mo IepKUBaroIIei Tepanueii miamnedo (MPp+p), Obutn:

- (peOpunbHas Heitrponenus (6,0%)

- anemus (5,3%)

N3 HJIP uame nabmoganmuch npu npueme MPR+R unmu MPR+p, yem npu npueme MPp+p:
Heitponenus (83,3%), anemust (70,7%), tpomborutonenus (70,0%), neiikonenws (38,8%), 3amop
(34,0%), nauapes (33,3%), coinb (28,9%), nuxopanka (27,0%), nepudepudeckue orexu (25,0%),
kamens (24,0%), camkenue annetura (23,7%) u acrenus (22,0%).

MHnoorcecmseennas muenoma: nayueHmuol, NOIYUUBUIUE KAK MUHUMYM OOHY JTUHUIO MeEPanuu

K cepbesnbiv HJIP, 3apeructpupoBaHHbIM Ha (poHE MPUMEHEHHS JICHATNIOMH/ 1A/ IeKCaMeTa30Ha
yaiie, yeM Ha (oHe 1uianedo/1ekcamMera3oHa, OTHOCUIINCH:

- BeHO3Has TpoMOosMmbomus (TD) (Tpomb0o3 rirybokux BeH, TD nerounoit aprepun)

- HEUTpOTIEHUS 4 CTCTICHH TSKECTH

Cnenytouue HJIP y nmammmentoB ¢ MM Berpevanch vaiie Ha (GoHE MpueMa JICHATMIOMUAA U
JIeKcaMeTa3oHa, 4eM Ha (oHe mpuema mianedo M JIeKcaMeTa3oHa: MOBBIIICHHAs YTOMIISIEMOCTh
(43,9%), nelitponienus (42,2%), 3amop (40,5%), auapes (38,5%), Mbieunsie cynoporu (33,4%),
anemus (31,4%), tpombouuronenus (21,5%) u ceinb (21,2%).

Muenooucniacmuueckue cCuHOpOMbl

bonpmmacTBo HJIP, kak mpaBuio, pa3BUBaINCh B TEUYCHHE MEpPBBIX 16 Hemenb JeueHus
JICHATTUIOMUIOM.

Cepbesnbie HJIP Brmrouanu:

- BeHO3HY10 TD (TpoM003 Ti1yOoKuX BeH, T JIerOuHON apTepun )

- HeUTponeHuto 3 uiu 4 CTeNeHH TsHKeCTH, (HeOpUIbHYI0 HEHTPONEHHIO U TPOMOOLIUTOICHHIO 3
WK 4 CTETIeHU TSKECTU

HJIP, xoTopbie HaOIrOMaIMCh HAanOOJIee YacTO MPH JICYCHUH JICHATUIOMHIOM OBUTH CIICAYIOIIHE:
Hertponenus (76,8%), TpomOoruronieHus (46,4%), muapes (34,8%), zanop (19,6%), TomHOoTa
(19,6%), 3ya (25,4%), cemb (18,1%), moBbimeHHas yromuseMocTh (18,1%) u wmbliedHbie
cynoporu (16,7%).

Jlumehoma u3z Knemox MaHMuiiHoOU 30HbL

Cepbesnbie HJIP, koTopsie HaOMIOaIMCh Yalle B TPYIIe JCHATUIOMUA ObUTH MPEICTABICHBI:
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- HelTponienueit (3,6%)

CMEPTHOMY OTUETY

- TD nerounoii aprepuu (3,6%)

- muapeeit (3,6%)

Cnenyromue HJIP pa3BuBanuce yarie B rpyie JeHanuaomuaa: Herponenus (50,9%), anemust
(28,7%), nmapes (22,8%), noBeiieHHas ytomisiemocth (21,0%), 3amop (17,4%), nuxopanka
(16,8%) u cbinb (BKIItOUas amieprudeckuil nepmarur) (16,2%).

[TarueHTHI ¢ KCXOMHO OOJNBIION MAaCCOM OIyXOJIH OTHOCSITCSI K TPYTIE BHICOKOTO PUCKA paHHEH
CMEPTH.

DonnuKyIApHasn imMpoma unu 1UMpoma u3 Kiemox MapeUHaIbHOU 30Hbl

Crnenyromue cepresusie HJIP HaOmioganuchk damie B rpynrne JSHATHIOMHJ/PUTYKCHMAO IO
CPaBHEHHIO C TPYNIION TU1ane00/puTyKcumad:

- (heOpunbHas Heittponenus (2,8%)

- TD nerounoii aprepuu (2,3%)

Crnenyromue HJIP pasBuBayimch baiie B TpyIe JICHATUIOMUI/PUTYKCUMAO 10 CPaBHCHHIO C
rpynmoi miane6o/puTykcumad (kak MUHHUMYM, Ha 2% daiie B OJHOW TpymIe, 4YeM B Jpyroi):
Heitponenus (58%), amapes (31,3%), neiikonenus (28,4%), 3amop (26,1%), moBbiIeHHAS
yromisiemocTs (21,6%) u nuxopaaka (21,0%).

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIINA

Yacrora HJIP, nmpuBeAeHHBIX HMXKE, ONMPEAEISUIACH COOTBETCTBEHHO CIEAYIOLIEH TI'pajJaliyu:
ouenwv wacmo (> 1/10), uacmo (> 1/100, < 1/10), newacmo (> 1/1000, < 1/100), peoko (> 1/10000,
< 1/1000) u ouens peoxo (< 1/10000), yacmoma Heuzsecmna (He MOXKET OBITH YCTAHOBJIEHA TIO
MUMEIOLIUMCS JTaHHBIM).

HJIP Obuin BKIIIOYEHBI B COOTBETCTBYIOLIYIO KaT€rOpuI0 B TaOlMIle HUXKE COTJIaCHO
MaKCUMaJIbHOW 4aCTOTE BCTPEYAEMOCTH B OJTHOM M3 OCHOBHBIX K.

Csoonas mabauya HJIP na ¢hone monomepanuu 1enanuooMuoom npu MHONCECMEEHHOU MUeiome
Tabnmuua 1 moaroroBiieHa MO JaHHBIM, MOJYy4YE€HHBIM B xoje npoBeaeHus KU y manueHToB ¢
BJIMM nocne TI'CK, nomyuyaBmmx mojep>KUBAIOIIYI0 TepaANUio JEHATHIOMUIOM. [[aHHbIE HE
KOPPEKTUPOBAIIUCH JIsl OTpaskeHUs O0JIbIIIEH TPOJOHKUTEIbHOCTH JICUEHUS JIEHAIUIOMHIOM (10
pOTrpeccupoBaHysl) B CPAaBHEHHUH ¢ rpynmoi miamne6o B ocHoBHbIX KW MM.

Tabmuua 1. HIJIP, 3apeructpupoBanubie B KW y mnamuentoB ¢ MM, mnomydaBmmx

MO/I/ICPKUBAIOIIYIO TEPATHIO JIEHATHIOMHUIOM

Knacc cucremsl opranos/ Bce HexenatenbHble HexenatenbHble peakuuu 3 1
IIpennournuTenbHbIN peakimu/Yacrora 4 crenenu TsoxkecTH/Yacrora
TEPMHH
Hngpexyuu u uneasuu Ouenv yacmo Ouenv yacmo
[MueBMoHMs ', undekuuu | [TueBMoHua'?, uHpeKIUU C
BEPXHUX JIbIXaTEJIbHBIX | HEUTpONEHUEN

Crpanurna 41 u3 70



COOTBETCTEYET 3KCMNEPTHOMY OTYETY
oT 1 EI.ZZL} 2026 Nz

TyTeH, Hm(bercunn'ﬂ':":'c_:iE%r'“ TENEROCTE 00T
HeliTponenuer,  Oponxut!, | Cencuc'?, GaKTepueMus,
rpumm’, ractposuTeput', | uHpeKIMonHble 3a6071€BaHU
CUHYCHT, Ha30()apUHIUT, | JErKux', OaxTepuaIbHbIC
PUHUT uH(peKIuu HYDKHHAX
Yacmo JIbIXaTEJIbHbIX nyTel,
Undexiun’, uH(eKun | GpOHXHT!, rpunn’,
MOYEBBIBOAAIMX  MyTeit!?, | ractposuTeput!,

nHpeKIn HIDKHUX | OHOSCBhIBAIOIIAN nnmai&l,
JIBIXaTEeNbHBIX nyTei, | uHpeKmn’

MH(EKIHOHHBIC 3200JIeBaHUS
JIETKHUX

Hobpoxauecmeennvie,
3/10KAYeCmeeHHble U
HeymoyHeHHble
HOB000pA308anUs  (6KIIOUAS
KUCMbl U NOIUNBL)

Yacmo
MuenoauciuiacTHYeCKUNA
CUHJIPOM 1.2

Hapywenus co cmoponst | Ouensv uacmo Ouenwv uacmo
kpoeu u aumgpamuuecxori | Heitrponenus®!, ¢pedpunpuas | Heiitponenus™!, peOpunpuas
cucmemvl He#Tponenus’>!, HeHTponeHus™',
TpombonuTonenus>!, anemus, | TpomGonuTONEHU >,
neiikonenus ', MuMQoneHus aHeMus1, Neiikonenus',
TUMQOTICHUS
Yacmo
[TanuuTonenus’
Hapywenus memabonusma u | Ouensv uacmo Yacmo
numMaHus ['unokanuemus ['umoxanuemust,
00e3BOKMBaHUE
Hapywenus co cmoponwt | Ouensv uacmo Yacmo
HEpPBHOU CucmeMmbl [TapecTesun ["osoBHast 60716
Yacmo
Iepudepuyeckas
HehponaTus®
Hapywenus co cmoponwt | Yacmo Yacmo
cocy0os TD nerounoii aprepun ' Tpom603 ray6okux Ber™>'
Hapywenus co cmopoust | Ouensv uacmo Yacmo
ObIXamenbHou cucmemvl, | Kamens Onpika
opearos 2epyoHou kiemxku u | Yacmo
cpedocmenust Ogppinika', HacMopK
JKenyoouno-kuweunvie Ouenwv wacmo Yacmo

Hapyulenus Huapesi, 3amop, ©Oonb B | Hduapes, pBoTa, TOIIHOTA
YKABOTE, TOLIHOTA
Yacmo
PBora, 0011k B SnIUracTpun

Hapywenus co  cmoponwl | Ouensv uacmo Yacmo

neveHu u orcenyegolgoosujux | OTKIOHEHUs  OT  HOpPMBI | OTKIIOHEHHS ~ OT  HOPMBI

nymetu 3HAYEHUM IoKa3arelyie | 3HaYEHU! roKaszarelen
(yHKIIMOHATBHBIX po0 | GyHKIMOHATBHBIX npob
IIEYEHU [IEYEHHU

Hapywenus co cmoponsi | Ouensv uacmo Yacmo

KOJICU U NOOKONCHBIX MKAHE

CBIHL, CYXOCTb KOKH

ChblInb, KOXKHBIH 3]

Hapywenus co  cmoponsi

Ouenwv yacmo

Crpanura 42 u3 70
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6 Mecme 66e0eHUs

IloBwrmieHHas YTOMIIAIEMOCTD,
ACTCHUS, JIMXOpaJdKa

ot 10.04_2026 M2 7383
e ey s e
Mbluwieunoti, ckeremuoti  u | Mbimednsie cygopory - - PHSEATENEALL TE WU
COCOUHUMENTbHOU MKAHU Yacmo
Muanrus, CKEJICTHO-
MbIle4yHas 00JIb
Obwue napywenus u peaxyuu | Ouenv wacmo Yacmo

IloBermeHnas YTOMIISIEMOCTD,

ACTCHU

! Cepnesnble HexxenarenpHble peakinu B KU y marmmentos ¢ B/IMM mocne TT'CK.

2 OTHOCHTCS TOJIBKO K CECPBE3HBIM HEXKEIIATCIIbHBIM PCAKIIUAM.

3 Cwm. mozgpasnen «Omucanue otnenbHbIx HIIP.

? O000IAOIINI TEPMUH «ITHEBMOHHS» BKJIIOYACT CIEAyrolme mpeanoututenbabie tepMunsl (I1T):

OpOHXOMHEBMOHUS; IOJIEBasi ITHEBMOHIS; THEBMOHMS, BBI3BaHHAS Preumocystis jirovecii, THEeBMOHUS;

MTHEBMOHUS, BbI3BaHHas Klebsiella unw Legionella, niu Mycoplasma, viu Pneumococci, v Streptococci,

BHUpYyCHAasA ITHEBMOHMUS, 3a00JIeBaHNe JICTKHUX, TIHCBMOHMT.

® O600mArOIKii TEPMHUH «CETICUC» BKIKOYAET CIIEAyFOIIME TIPEANOYTHTENBHBIE TEPMUHBL: OaKTEpHaTbHBIMI

CEeTICHC, CEIICUC, BBI3BAHHBIN Pneumococci nnu Staphylococci, centuueckuii Mok.

¢ O6o0mauil TEPMUH «IepruepryecKas HEHPONmaThs» BKIIOYAET CIAEAYIOIIHE MPEANOYTHTEIbHbIE

TepMUHBL: iepudepuyeckas Heliponarus, nepudepudeckas CEHCOpHas HelpomnaTus, MOJTUHeHponaTusl.

4 0606maromHil TepMUH «TPOMOO3 FITyGOKHX BEH» BKIIOUYAET CIIEAyFONIHE PEITOYTHTENLHEIE TEPMIHEI:

TpoMO03 rITyOOKUX BEH, TPOMOO03, TPOMOO3 BEH.

Csoonas mabauya HJIP 015 KOMOUHUPOBAHHOU mepanuu 1eHATUOOMUOOM NPU MHONCECMBEHHOLU

mueiome

Tabnuna 2 noAroToBIeHa MO JaHHBIM, MOJTY4YeHHBIM B XoJ1e npoBeaeHus K1 y naruentos ¢ MM,

MoJIy4yaBIINX KOM6I/IHI/IpOBaHHy10 TCpaIunro JICHAINAOMUAOM. I[aHHBIe HC KOPPCKTUPOBAJIUCH IJIA

OTpakeHUsI OONbILIEH MPOJOIKUTENBHOCTH JIEYEHUS JICHATUIOMUAOM (J0 MPOTrpecCHpPOBAHMUS) B

CPaBHEHMH ¢ TpynnaMu cpaBHeHUs B ocHOBHBIX K1 MM (cwm. paznen 5.1.).

Tabnmuna 2. HJIP, otmeuaBmmecs B KU y manmentoB ¢ MM, monydaBIIuX JICHATHIOMUA B

KOMOHMHAIMKU ¢ OOpTE30MHOOM U JEKCAaMETa30HOM, JeKCaMEeTa30HOM JIM0o ¢ MeidanaHoM U

MIPETHU30JIOHOM

CuctemHo-opranHsIif kinacce/ | Bee HexenarenbHble | HexxenarenbHble peakiyu 3 u
[IpeanournrenbHbII peakuuun/Yacrora 4 crenenu Tsoxkectu/Yacrorta
TEPMUH
Hngpexyuu u uneasuu Ouenv yacmo Yacmo
[THeBMOHUS >, uadeximu | [TaeBmonus ',
BEPXHMX JIBIXaTeJbHBIX MyTeil’, | GakTepuanbHble, BUPYCHBIE U
OaxkTepuanbHble, BUPYCHBIE U | IPUOKOBBIE uHbeKIuu
IpuOKOBBIE UH(EKIMH | (BKIOYast
(BKITIOUAst ONIMOPTYHUCTUYECKHE)®,
ONMOPTYHUCTHYECKHE)®, BOCIAJIEHUE MTOJIKOYKHOM
Ha30(apHHIHT, (apuHTUT, | KIETYATKK®, cencuc'?,
OpPOHXHUT® MH(pEKIMOHHBIE 3a00JIeBaHUs
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(O PR IENEHROC TR I TS

Yacmo

Cercuc'?, HH(EKIHOHHBIE
3a00J1eBaHUs aerkux’,
MHQEKIIMA  MOYEBBIBOJIAIINX

myTeit!, cunycut?

nHEKIIN JBIXaTEITbHBIX
nyTeit!, UHEKIUH
MOYEBBIBOASIINX nyTeit!,

MH(EKIMOHHBIA YHTEPOKOIUT

Hobpoxauecmeennvie,
3/10KAYeCmeeHHble U
HeymoyHeHHble
HOB000PA308aHUSL (BKIIOUAS
KUCMbl U NOIUNBL)

Heuacmo
bazaimoma’?,
IIJIOCKOKJIETOYHBIN pPaK

*
KO)KI/I2’3’

Yacmo

OcTpblii MUEJIOUTHBIN
neikos’,
MHEJIOAUCIIIACTHYECKUI
CHHJIPOM",
TJIOCKOKJIETOYHBIN paK
koxu>>""

Heuacmo

Octpsiii T-KII€TOUYHBIN
Jeiiko3’, 6azannoma’?,
CHUHJPOM JIU3HCA OMYyXOJIH

Hapywenus co cmoponwi

Ouenw yacmo

QOuenv yvacmo

kpoeu u aumpamuueckoi | Helirponenus'>, Heiitponenus'>,

cucmembl TpomOGoIMTOneH! s 3, TpomGouTOneH s 3,
aHeMus’, TeMopparuyeckue aHeMus’, efKoneHus,
HapyLIeHus’, efKomeHus, auMponeHus
UM OTEHUS Yacmo
YHacmo debpunbHas HeliTponeHus >,
®eOpuiibHAs HeliTponeHus”, | NaHIUTONEHUS’,
NAHIUTONEHUS TeMOJIMTUYECKAsT aHEMUS
Heuacmo Heuacmo
I'emomnu3, ayTonMMyHHas l'unepkoaryssinus,
TeMOJIUTHYECKAsT aHEMHUS, KOaryJsonaTus
TeMOJIMTHYECKAs] aHEMUSI

Hapywenus co cmoponwvl | Heuacmo

UMMYHHOU CUCTEMbL Peaknun
TUNepYyBCTBUTEBHOCTH

DHOOKpUHHBIE HAPYWEHUS] Yacmo
['unotupeos

Hapywenus memabonrusma u | Ouenv uacmo Yacmo

nUManus 'unokanuemus ', 'unoxanuemus ',
THIIePTITMKEMUS, THITePTIUKEMUS,
THITOTJTMKEMHS, TUMOKATBIUEMHUS’, CAXapHBIH
TUMOKAITBIIHEMUST, nuabet’, runogocdaremus,
TUIOHATPUEMHS, TUIOHATPUEMHS,

O6C3BO)KI/IB3HI/I61, CHHMIKCHHC
aHHeTI/ITa], CHHXXCHHEC MAaCChl

TUnepypuKeMus, Hoaarpa,
00e3BOKMBaHME ', CHIKEHNE
aImeTuTa', CHIKEHNE MacChl

Tela
Yacmo Tena
I'unomaruuemus,

TUTIEPYPUKEMHUS,

runepKanbueMus’

Tcuxuueckue Hapywerus

Ovuenwv wacmo
Jenpeccusi, 6ecCoOHHHUIIA
Heuacmo

[Toteps mubuI0

Yacmo
Jenpeccusi, 6eccoHHUIIA
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Hapywenus co cmoponst | Ouensv uacmo T S udis acmo == "= 2T
HEpBHOU CUCmeMbl [Tepudepuueckas [Tepudepuueckas
HeiiponaTus', napecresun, Heitponarus'
roJoBoKpy:xeHue!, Tpemop, Yacmo
M3BpAIeHNe BKyca, FoIoBHAas | MHCYnbT®, ronoBokpyskenue!,
00J1b 06Mopok!, HeBpanTus
Yacmo Heuacmo
Artakcusi, HapylIeHue BuyTrpuuepennoe
paBHOBecus, 0OMOPOK !, KPOBOU3IUAHUE?,
HEBpaJITHs, TU3ECTE3Us TpaH3UTOPHAs HILIEMUYecKas
aTaka, HIIEMUs TOJIOBHOTO
Mo3ra
Hapywenus co cmoponwvl | Ouensv uacmo Yacmo
opeaHa 3peHus Karapaxkra, HeUeTKOCTb Karapaxkra
3pUTENHHOTO BOCTIPUSATHUS Heuacmo
Yacmo Crnenora

CHUKEHHNE OCTPOTHI 3peHust

Hapywenus co cmoponwvr | Yacmo
opeana cnyxa u nabupunma | I'myxora (B T.4. TYyroyxocTh),
LIYM B yIIax

Hapywenus co cmoponwr | Yacmo Yacmo

cepoya DubpunsAus npeacepauit’>, | Octpeiit uabapkT
OpaauKapaus MHUOKapaa>>, GuOPHILIAIHUS
Hevyacmo npez{cepﬂnﬁl’3, 3acTOMHAsA
ApuTMmus, yIJIMHEHHE cepacyHas
untepsana QT, Tpeneranue HEJI0CTaTOYHOCTH?,
HpeicepaAnid, )KeIy 1I0UKOBas TaXHKap.Ius, CepIcaHast
AKCTPACHUCTOJIUS HeJI0CTaTOUHOCTh | niemus

MuoKapza’

Hapywenus co cmoponst | Ouensv uacmo Ouenwv wacmo

€ocy008 TpomOGoamboTYecKre TpomOoamboTYecKre
HapyLIeHUs, HapyLIeHUs,
MPEUMYIIECTBEHHO TPOMOO03 MPEUMYIIECTBEHHO TPOMOO03
TIIyOOKHUX BEH U TIIyOOKHUX BEH U
TPOMO03MOOIIHS JTIETOUHOM TPOMO03IMOOIIHS JTIETOUHOM
aptepun’>?, cHIKeHHE aptepuu’->, cumkenne AJl',
apTEepUATBHOTO JABIICHUSA noBbilieHne AJ]
(AD)! Yacmo
Yacmo Backymur

2 Heuacmo

Nmemus, nepudepuyeckas
UIemMusi, TpoM003
BHYTPHUYEPEITHOTO BEHO3HOTO

[ToBbiienne AJl, 3KXUMO3bI

CHHYca
Hapywenus co cmoponwvl | Ouens yacmo Yacmo
ovixamenvroii  cucmems, | Onpiuika'?, HocoBoe PecniupaTtopHblii  aucTpecc-
opeanoé 2pyOHOll KnemKu U | KpOBOTEUEHHe™ Kallelb CHUHZIpOM®, ofpImKa'?,
cpedocmeHnus, Yacmo IUIeBpUTHYECKas  00Jb B
Jlucdonus rpyaHoii knetke!, runokcus’
Kenyoouno-kuweunvie Ouenv yacmo Yacmo
HapyuweHus 3anop’, nuapes', 6onb B Kenynouno-kurieqnoe
’KMBOTe', TomHoTa, pBOTA', kpoBoTedenue' >,
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GO e Foukord.

HH
Jucrencus, CyxpCrhb BO DlTl\K

CTOMATHT KHIIEYHHKa', quapes’,
Yacmo 3anop', 6o1b B xuBoTE!,
YKey104HO-KHUIIIEUHOE TOIIHOTA, pBOTa!
KpOBOTEUEHHE (BKJIIOYAs

peKTanbHoE,

reMOppOUIANEHOE,

TMHTHUBAJIbHOE KPOBOTEUCHHE U
KPOBOTEUYEHUE MPU
nenTuyeckoii a3se)!2,

nucharus
Heuacmo
Konut, Tudaur

Hapywenus co cmoponwvl | Ouenv yacmo Yacmo

nevenu u dcenqesvlgoosauux | I1oBblieHne aKTUBHOCTH Xonecras®,

nymeii aJlaHMHaMUHOTpaHCchepasbl renaToTOKCUYHOCTb,
(AJIT), noBelLLIEHUE renaToLeILII0IIPHOE
AKTUBHOCTH HOBpEXIeHNE !, OBLILIEHNE
acrapTaTaMHHOTpaHC(epasbl aktuBHocTH AJIT,
(ACT) OTKJIOHEHHS] OT HOPMBbI
Yacmo 3HAYEHUI MOKa3aTesnein
I'emaronenmtonspaoe (yHKIIMOHATBHBIX TIPOO

noBpesx/eHue!, OTKIOHEHHS OT | meueHu’
HOPMBbI 3HaYCHUH Mokazarene | Heuacmo

(YHKIIMOHATBLHBIX MTPOO [leuenounas
ne4yeHn>, HEZI0CTATOYHOCTD
runepomInpyOuHeMus
Heuacmo
Ileuenounas
HEJI0CTaTOYHOCTH

Hapywenus co cmopoust | Ouensv uacmo Yacmo

KooHCU u nookocrvix | ChIb', KOKHBII 3y1 Chimp'

mKaneti Yacmo Heuacmo
KpanuBuuna, runepruapos, JlexapcTBeHHast KOXKHast
CYXOCTh KOXH, CBIlb,  COMPOBOXKIAIOIIASCS
TUNIEPIUTMEHTAIUS KOXKH, s03uHOpUIHEH u
9K3eMa, IpUTeMa CHUCTEMHBIMHU MIPOSIBICHUAMU
Heuacmo
JlekapcTBeHHAas1 KOKHAs! ChIIb,
COMPOBOXKAAOIIASICS

203UHOMUIINEN U CUCTEMHBIMHU

HpOSIBJIeHI/IHMI/Il, HapyHaICHUC

IBETA KOXXH, pCaKINn

(dboToceHCcHOUITU3AIUN
Hapywenus co cmoponul Ouenv uacmo Yacmo
MBIULEYUHOT, CKEIeMHOU U MpeImeuHas ¢irabocThb, Msmeynas cinabocts!, 60716
COeOUHUMENbHOU MKAHU MBIIIIEUHBIE CY0pOrHU, 6016 B | B KocTax', 6omb 1
KOCTAX>, 60JIb ¥ IUCKOMPOPT | AUCKOM(OPT CO CTOPOHBI
CO CTOPOHBI KOCTHO- KOCTHO-MBIIIEYHOH 1
MBIIIEYHON M COSIMHUTENRHON | COEIMHUTENFHON TKaH!
TKaHU (BKJIIO4asi 00JIb B (BKIIOUas 6onb B crinHe')
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AEE

crimme'?), 6omp b xoneunoCTsx. ' Hewcnto’ =1

rra g
JUT T

MUAITHs, apTpaIrus’ [IpunyxaHnue cyctaBoB

Yacmo
[Ipunyxanue cycTaBoB
Hapywenus co cmoponul Ouenv wacmo Heuacmo
NOYeK U MOUEeBblBOOAUSUX [ToyeuHast HEIOCTATOUHOCTH TyOynsipHbIN TOYEUHBIT
nymeii (BKJIOYAs ocTpyo)' HEKpO3
Yacmo
Iematypus?, 3a1epiKa MOYH,
HEJEep>KaHUE MOUYHU
Heuacmo
[IpnoOpeTeHHbIl CHHAPOM
DaHKOHU
Hapywenus co cmoponwvl | Yacmo
PenpoOyKmugHou cucmemvl | DPEKTUIbHAS TUCHYHKITUS
U MOJIOYUHBIX Jicee3
Obwue  napywenus  u | Ouenv uacmo Ouenv uacmo
peakyuu 6 mecme [ToBblIeHHAs [ToBblIeHHAs
66edeHuUs YTOMIISIEMOCTb >, oTekn YTOMIISIEMOCTb
(BxIIOYas nepudepuueckue), Yacmo
nuxopanka's, acrenus, [epudepuyeckue oTekH,
TPUIIIONOJO00HBIN CHHAPOM nmuxopanka'?, acrenus
(BKIIIOYAIOIIMM JTUXOPAJIKY,
KallleJib, MUAITHUI0, KOCTHO-
MBIILIEYHYIO 00JIb, TOJIOBHYIO
00J1b 1 03HO0)
Yacmo
Bonb B rpyaHoii kietke!=,
JeTaprus
Jlabopamopuvie u QOuenv uacmo
UHCMPYMEHMAlbHbLe [ToBbITIIEHNE AKTUBHOCTH
OaHHble eno4Hoi gocdaraspl B KpoBH
Yacmo
[ToBbimenune konueHTparuu C-
pEaKTHUBHOTO OeJiKa

Tpaemvl, unmokcuxkayuu u YHacmo

OCJLOJHCHEHUsI NPOYeOyp Iasenue, ymu6>
I HJIP, ormeuennsle kak «cepbe3Hbie» B KM y manmentoB ¢ BJIMM, noiydaBlIMX JEHAIUJOMHUI B

3

KOMOHMHAIIMU C OOPTE30MHOOM U IEKCAMETa30HOM.
2 Cm. «Onucanme otaenbHbIXx HJIP»
2 HJIP, ormeuaercsi kak «cepbednbie» B KM y mamuentoB ¢ MM, monyyaBOIMX JICHAIHIOMUZ B
KOMOMHAIIMH C JIEKCAMETa30HOM JIMOO0 ¢ Mesl(alaHOM U MPEAHU30JI0HOM
* OTHOCHTCS TONBKO K cepbe3HbiM HIIP.
[InockokneTouHslt pak koxku oTmeuancss B xoae KM y manuentoB ¢ MM, paHee JeuyeHBIX
JICHATHIOMHUJIOM/ IEKCAMETa30HOM B CPAaBHEHUU C KOHTPOJILHOW TPYIIIOH.
#

* v
[InockokneTounsIii pak koku Obu1 3apeructpupoBaH B KU y mammentoB ¢ BJIMM, momydaBmunx
JICHAJIMIOMU/I/IEKCAMETa30H B CPABHEHUH C KOHTPOJIBHOM IPYyTIION.

Ceoonas mabauya HJIP na ghone monomepanuu 1eHaruooOMuoom

Ta6ﬂnua 3u Ta6J'II/II_[a 4 MOATOTOBJICHBI ITO JAHHBIM, ITOJIYYCHHBIM B X0I€ ITPOBCACHHA OCHOBHBIX
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onorepalinio e

;ﬁifomléﬂ: CTb 0011)

Ta6mnuma 3. HJIP, 3apeructpuposannsie 8 KM y manmentos ¢ MJIC, noaydaBImX JeHATHAOMUL

Knacc cucremsl opranos/
[IpeanoyTuTenbHbIi TEPMUH

Bce HEXXeJaTelIbHbIE
peakuuun/Yacrora

HexenarenbHbie peakiuu 3 u
4 crenenn Tsoxecru/Yacrora

Hugpexyuu u unsasuu

Ouenv wacmo
bakrepuanbHble, BUPYCHBIC U
rpuOKOBBIE UHEKITUH
(BKITIOUAS
OIMITOPTYHUCTHYECKUE
uHpexn)

Ouenv yacmo

[THeBMOHMS>

Yacmo

baktepuanbHble, BUPYCHBIE U
rpuOKOBBIE UHEKIUH
(BKITFOUAS
OMMOPTYHUCTHICCKHE

nH}eKImn)’, GPOHXUT

Hapywenus co cmoponvl
Kpo8u u tumgpamuyeckor
cucmemul

Ouenv uacmo
Tpom6ouuTonenus -2,
Heiitponenus 2, neiikonenus

QOuenwv wacmo
TpomGouutonenus -2,
HeliTponenus 2, neiikonenus
Yacmo

DebpuibHas HeliTponenus '

OHOOKpuHHbIE HApYULeHUs

QOuenw yacmo

['unotupeos

Hapywenus memabonuzma u
numaHus

Ouenv yvacmo
CHWKEHHE allleTuTa
Yacmo

[Teperpyska JKEIE30M,
CHIDKEHHE MacChl Tela

Yacmo

rI/IHepFJ'II/IKCMI/IHZ, CHMKCHHC

allrIiCTuTa

Icuxuueckue Hapywerus

Yacmo

3MeHeHne HacTpoeHus

Hapywenus co cmoponwl
HEepBHOU CuUcmeMbl

QOuens yacmo

['os0BOKpYKEHHUE, TOJIOBHAA
601b
YHacmo
[Tapecte3zun
Hapywenus co cmoponul Yacmo
cepoya Ocrpeiit UM, pubpunnsauus
npeacepauii, cepaeuHas
HEIOCTATOYHOCTH
Hapywenus co cmoponul Yacmo Yacmo
cocyoos
4 [ToBeimienne AJl, rematoma BeHosHblie
TpoMOO3IMOOIYECKHEe
OCJIOKHEHUS,

MPEUMYIIECTBEHHO TpOMO03

riy0okux BeH U TO nerounoi

apTepun '
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.04.2026 N= 7383
(MOCHEAOBATENBHOCTE 0011

Hapywenus co cmopoHul
ObIXAMENLHOU CUCTEMDL,
0p2ano06 2pyOHOU K1emKu U
cpedocmenust

Ouenv yacmo

HocoBoe KpOBOTeLIeHI/Ie1

JKenyoouno-kuweunvie

Ouenv yacmo

CyxocCTb BO PTY, AUCIIETICUS

Yacmo

Hapyuenus Juapes®, Gonp B kuBoTe | JlMapes®, TomHOTa, 3yOHAas
(BKJTIOYAsl  AIUTACTPAIBHYIO | 00Ib
00J1acTh), TOIIHOTA, pPBOTA,
3amop
YHacmo

MbIUEYHOU, CKeIemHOol U
COCOUHUMENbHOU MKAHU

MeI1eyHbIe CyJIOpOTH,
KOCTHO-MBIIIIeYHast Ooyb (B
T.4. 60JM B criuHe® U GOJb B
KOHEYHOCTSIX),  apTpaJirus,
MHAITUA

Hapywenus co cmoponwi Yacmo Yacmo

neveHu U Hcenuesbl8o0AUUX
OtknoHeHuss  or  HOpMBI | OTKIIOHEHHSI ~ OT  HOPMBI

nymeu MoKa3aTeseu 3HAYECHUU nokKasaTeJien
(GYHKIMOHATIBHBIX npo6 | GyHKIIMOHAIBEHBIX poo
Ne4YeHU HEYeHU

Hapywenus co cmoponul Ouenv yacmo Yacmo

KOdICU U noOKodicHbIX mKkanel | Chlllb, CYXOCTh KOXH, 3Y]1 Cel1b, 3y

Hapywenus co cmoponul Ouenv yacmo Yacmo

Boub B crivHe?

Hapywenus co cmoponul
noyex u

Yacmo
[ToueuHast HEJOCTATOYHOCTD

MOUeBblBOOSUUX

nymeu

Obwue HapyweHus u Ovuenwv wacmo Yacmo

peaxkyuu 8 mecme 66e0eHuUs [ToBbIlIEHHAsT YTOMJISIEMOCTb, Juxopaka
nepudepudeckue OTEKH,
TPUMTONOAO00HBI  CHHAPOM
(BKITFOUAS JTUXOpaKYy,
Karienb, papuHruT, MHAJITHIO,
KOCTHO-MBIILIEYHY IO 00JIb,
T'OJIOBHYIO 00JIb)

Tpaemvl, unmokcuxkayuu u Yacmo

OCJLOJHCHEHUST NPOYedyp ITagenue

!'Cm. moapaszen «Onucanne otaensabix HITPy.

2 HJIP, 3apeructpupoBaHHbIe Kak «cepbe3nbie» B xoae K1 MJIC.

3 3smMeHeHne HacTpoeHUsI OBUIO 3aperucTpupoBaHo Kak yactoe cepbezHoe HJIP B xone KU daszsr 111 MIC;

0HO He 0bu10 oTMeueHo kak HJIP 3 win 4 creneHu TsSHKeCTH.

4 Anroputm, npumensiemsrit st MJC:

MIAC B KU ¢azpr Il (nBoiiHas cienas MOmyssiuyst Uil OLIGHKHM O€30MAcCHOCTH, Pa3iUuue MEXKIY
neHamuaOMUAOM 5/10 Mr M 1mianebo Mo NnepBoHAYAIbHOMY PEKUMY JIO3UPOBAHHS, OTMEYEHHOE, Kak
MHUHHUMYM, Y 2 TallUeHTOB):
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- Bce HJIP, peructpupyemMble B XOJ€ JICUEHUS Y >

ot 10.04.2026 N= 7383

5% naud RS EAOBATEMRHOE TS A1)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

7

MHUHHUMYM, C 2% paanueﬁ B O0JIIX MCXKAY JICHATUAOMUJIOM U nnaue6o;

- Bce HJIP, Bo3HMKaromue B xone jedeHus, 3 u 4 creneHu TsokecTd y 1% manneHTOB, MOTyYaBIINX
JICHATUAOMU, U, KaK MUHEMYM, ¢ 1% pasHuIleH B JOISIX MEXKIY JCHATHUIOMHUIOM U TUIane0o;

- Bce HJIP, Bo3HmKaromue B xoe nedeHus y 1% nanueHToB, MoTy9aBIInX JEHATHAOMU, H, KAK MUHIAMYM,

¢ 1% pazHuueil B 105X MEXAY JEHATHIOMHUIOM U I11a1eoo.

MJC B KU dassr 1I:

- Bce HJIP, BozHMKaromue B Xo/1e JIedeHns y >5 % ManreHToB, MOTyYaBIINX JEHATHIOMHA/T;
- Bce HJIP, Bo3HuMKaomue B xojae JedeHus, 3 U 4 cTeneHu TsbkecTH y 1% MalueHToB, MOIyYaBIINX

JICHAIUIOMHT;

- BCC CCPbLC3HBIC H.HP, BO3HUKAIONIUC B XO/C JICUCHUA Y 1% MalUeHTOB, MMOJYyYaBIINX JICHATUAOMU.

Tabmuna 4. HJIP, ormeuennsie B KU y manuentoB ¢ MKJI, nonyyaBiinx jgeHaaIuaoMu

Knacc cucremsr opranos/
[IpennoyTuTenbHbIA TEPMUH

Bce HexenarenbHbIe
peaknuun/Yacrora

HexenartenbHble peakuuu 3 U
4 cremnenu Tsxkectu/Yacrora

HUnghexyuu u unsazuu

Ouenv yacmo

bakrepuanbHbie, BAPYCHBIC U
rpUOKOBBIC MH(DEKITNH
(BKITFOUAS
OIIOPTYHUCTHYCCKHE
uH(eKun)>, Ha30papUHTHT,
THEBMOHHUS”

Yacmo

Cunycur

Yacmo

bakrepuanbHblie, BUPYCHBIC U
rpuOKOBBIE HH(EKIUT
(BKITFOUAS
OIITOPTYHUCTHYECKHE

HH}EKIUN)?, THEBMOHHS

Jobpoxauecmeennvie,
3710KAYecmeeHHbvle U
HeymoyHeHHble
HOB000PA308aHUsL (8KIOYAS
KUCMul U NOJIUNGL)

Yacmo

CHHIIPOM «BCTIBILITKIY
OIYXOJIU

Yacmo

CHUHAPOM «BCHBILLIKI
ONYXOJIH, TIJIOCKOKJIETOYHBIN
pak Koxu'2,
0a3aTbHOKIIETOUHAS

Ka.pI_II/IHOMEll’2

Hapywenus co cmoponul
Kpo8u u 1umgpamuyecxou
cucmemol

Ouenv yacmo

Tpom6oruTonenus',

HelTponenus ',

JeHKOIIeHNs >, aHEMHUS

Yacmo

DebpuibHas HelTponenus

Ouenwv yacmo

Tpom6oruToneHus',

HeﬁTpOHeHﬂﬂl’z, aHGMI/ISI2

Yacmo

debpunpHas HeiiTponenus ',

JEHKOTICHHST

Hapywenus memaboruzma u | Quensb uacmo Yacmo

numaHus ’
CHIKEeHMe anmneTuTa, O06e3BoKHUBaHUE",
CHIDKEHHE MacCHI Tela, TUTIOHATPUEMHS,
TUTIOKATTMEMUS TUIIOKAJIbIUEMUS
Yacmo
O06e3BoxMBaHUE’

Icuxuueckue napywenus Yacmo
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 10.04 2026 N= 7383
Beccontuma Mo AEOUERTENEROUC T U0 TT]
Hapywenus co cmoponwl | Yacmo
HepeHOU Yacmo

Jlucressusi, roJioBHast 00JIb,

nepudepudeckas [Tepudepuueckas ceHcopHas
Helponarus HEWponaTus, JIeTaprus
Yacmo
Hapywenus co cmoponwl
opeaHa cnyxa u 1abupunma Bepruro
Hapywenus co cmoponwi Yacmo
cepoya .
POy Octpsiii HHpapPKT
muokapaa'”?, cepreunas
HEJ0CTaTOYHOCTh
Hapywenus co cmoponul Yacmo Yacmo

cocy008

Crmxenne AJl?

Tpom603 riry6okux Ben?, TD
JIerouHoi aprepuu'2,
cumxenue AJl?

Hapywenus co cmoponul Ouenv yacmo Yacmo
ObIXAMeNbHOU CUCTHEMDbL

. ’ Oipiiika’ Onpimika’
op2ano08 2pyOHOU KIemKu U
cpedocmenust
Kenyoouno-kuweunvie Quenwv wacmo Yacmo

HapyweHus

Juapes?, TomHOTa?, pBOTaZ,
3anop
Yacmo

Boiib B )HBOTE>

Juapes®, 6Goob B KHBOTE?,
3amop

Hapywenus co cmoponvl
KOJICU U NOOKONCHBIX MKAHel

Ouenv yacmo

Coinib (BKITIOYAS
aJJIepru4ecKuil 1epMaTur),
3y4

Yacmo

Hounas IMOTJIMUBOCTb, CYXOCTh
KOXH

Yacmo

CrIIb

Hapywenusa co cmoponul
MbIUEYHOU, CKeIemHOol U
COCOUHUMENbHOU MKAHU

Ouenv yacmo

Mpliieunsle cyaoporu, 00Jib
B CIIMHE

Yacmo

Aptpanrus, 6011b B
KOHEYHOCTSX, MbIIICUHAS
cnabocTh?

Yacmo

Bounb B cinHe, MbIevHast
cnabocTh?, apTpanrus, 601b B
KOHEYHOCTSIX

Hapywenuss co cmoponul Yacmo
NOYeK U MOUEBbLBOOSAUSUX [ToyeuHas HEOCTATOYHOCTH>
nymeu

Obwue napywenus u

Ouenv yacmo

Yacmo
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

g

ot 10.04_2026 Nz 7383
ot

peaxkyuu 8 mecme 66e0eHuUs TTOBBIIICHHAS Y TOMISEMOCTh, |1 AXOPATKAZ, ACTCHIs’,

acTeHus’, nepu)epudecKue | MOBBIIIEHHAS YTOMISEMOCTh
OTEKH, TPUIITONOI00HBIH
CHUHJIPOM (BKJIFOUAs
JTUXOPaKy?, KaIleyb)

Yacmo

03100

I'owm. nozapasaen «Onucanne otaeabHbx HIIPy.
2 HIIP, 3aperuCTPUPOBAHHBIE Kak «cepbe3Hbie» B xone KU JIMK.
AnroputM, npumensiemsri st MKJI:
KonTtpompyemoe KU dazsr 11 MKII:
- Bce HJIP, Bo3HuKaromue B xofe JiedeHud y > 5% MNanueHToB, NOIYyYaBIIMX JICHATHIOMMI, U, Kak
MHUHHUMYM, C 2% pa3HULEH B AOIAX MEXIy I'PYIIION JICHATHIOMUAA U TPYIIIOH KOHTPOJIS;
- Bce HJIP, BozHuKatomue B Xoje JiedeHus, 3 U 4 creneHu TsoKecTH y >1 % manueHToB, MOTydYaBIIAX
JEHATUAOMUA, U, KaK MUHUMYM, ¢ 1% pa3Hulel B N0JIAX MEXIy IpyNIol JeHaIuI0MHUIa U TPpyInon
KOHTPOJIS;
- Bce HJIP, Bo3Hukaromue B xoje jeueHus y >1 % MalMeHTOB, MOJYyYaBIIMX JCHATUIOMHUMA, H, KakK
MHUHHUMYM, C 1% pa3HuLeil B ZOJIAX MEXIYy IPYIIION JICHATUIOMUAA U TPYIIIOH KOHTPOJIS.
Uccnenosanne B ogHoi rpymme KU dazer I y manmenTor ¢ MKIJIL:

- Bce HJIP, Bo3HMKarOIIHEB XO/I€ JICUCHUS y > 5% MalueHTos;

- Bce HJIP, Bo3HMKAIOIIMEB XO/Ie IeUeHUS, 3 U 4 CTETeHH! TsDKECTH Y 2 U 0oJiee MalueHTOB;

- Bce HJIP, Bo3HHMKatomMeEB X0/1e JieueHus y 2 1 Ooliee MaieHToB.

Ceoonasa mabauya HIIP 01 KoMOUHUPOBAHHOU mepanuu 1eHaIuooMUOoM npu GortuKyIsapHol
aUMpome u auUMpome U3 Kiemox MapeuHaibHoU 30Hbl

Tabnuna 5 moAroToBieHa Mo JaHHBIM, MOJIYYEHHBIM B XoJie npoBeaeHus ocHoBHbIX KW (NHL-
007 u NHL-008) y mauuentoB ¢ ®JI win JIM3, mony4aBminx KOMOMHHPOBAHHYIO TEparMio
JICHATUOMUIOM C PUTYKCUMAOOM.

Tabnuna 5. HJIP, ormeuennsie B KU y manuentos ¢ @JI wnu JIM3, monyyaBImxX JIeHATHIOMU B

KOMOHMHAIUK C PUTYKCUMaOOM

Kitace cucremsl [ToOouHbIe peakuuu [ToGounble peakuuu 3 u 4
OpraHos/ (cymmapno)/Yactora cTeneHu TsokecTr/YactoTa
[IpennoyTurenbHbINA

TePMHH

Hugpexyuu u unsasuu Ouenwv wacmo Yacmo

I/IH(I)CKLII/I}I BCPXHHUX AbIXATCIBbHBIX HHCBMOHI/IHZ, CCHCHCz,

myTei OpOHXUT, TACTPOIHTEPHUT,
WH(EKIIMHU MOYEBBIBOSIIINX
Yacmo o
myTen

[THeBMOHUSA, TPHIII, GPOHXUT,
CUHYCUT, UHPEKIIUN
MOYEBBIBOISIIINX MYTEH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.04 2026 N= 7383
sttty
Jlobpokauecmaennule, Ouenwv wacmo TR e B BT TE T T
3710KauecmeeHmbie u CHHIPOM «BCIIBILIKK OMyXO0JIHu' bazanbHoKI€TOUHAS
HeymouHeHHble Yacmo KapIuHOMa 2
H08000pa308aHUs [110CKOKIEeTOUHBIH pak Koxu '
(éxnouas  Kucmvl U
noUnNbl)
Hapywenus co | Ouenwv uacmo Ouenwv wacmo
cmoponvt  kposu  u | Heifrponenus'?, anemus’, | Heiitponenus'~
auMpamuyecxou tpombGoruTonenus ', neiikonenus® | Yacmo
cucmembl Yacmo Anemus?,
Jlumdonenuss TpomGonuTOneH s 2,
(ebpunpHas HeHTpomeHus’,
JNeiKoneHus”,
uMQOneHus
Hapywenus QOuens uacmo Yacmo
Memabonuzma u | CHuxKeHHe anneruta, | O6e3BoKUBaHKE?,
numMaHus TUIOKAJTUEMUS rUnepKaablueMus’,
Yacmo CHUKCHHE anreTura,
O6e3BoXKHBaHUE” TUHOKAIHEMHS,
runodocdaremus,
THIICPYPUKEMHUS
Hcuxuueckue Yacmo
HapyweHus Jenpeccusi, 0eccoHHMIIA
Hapywenus co | Ouenwv wacmo Yacmo
CMOPOHbL nepsnotl | T'omoBHas 601k, TONOBOKpY)keHHE | OOMOpPOK
cucmemvl Yacmo
[Tepudepuueckas HeWpomnarus,
U3BpallleHHE BKyca
Hapywenus co Yacmo
CMOpOHbL cepoya DOUOPUIIALMS TTPECEPaUiA~
Hapywenus co | Yacmo Ouenwv uacmo

CMOPOHbL COCYO08

Cuamxenne Al

2

TD nerounoii aprepuu'?,

cHmkenue AJl

Hapywenus co QOuens uacmo Yacmo
cmoponwl Ovixamenvroti | OnplliKa®, Kamesnb Onpimika?
cucmeml, OpeaHo8 Yacmo

2PYOHOU KIemKu u Bosb B poTornorke

cpedocmenuist

Kenyoouno-kuweunvie | Ouenv uacmo Yacto

HapyuwieHus

Bonbs B kuBoTe?, numapes, 3amop,
TOIIHOTA, PBOTA

Yacto

boimp B BepxHEW YacTH KHUBOTA,
JIACTIETNICUS, CTOMATUT, CYXOCTh BO

PTY

Bonb B kMBOTe?, jauMapes,
3a1op, CTOMAaTUT

Hapywenus co | Ouensb wacmo Yacmo
cmoponvl  xodcu  u | ChITb?, KOKHBIH 3y ChInb?, KOKHBIH 3y1
NOOKOJICHBIX MKAHEL Yacmo
CyxocTb KOXH, HOYHAs
MOTJIMBOCTh, IPUTEMA
Hapywenus co | Ouenv wacmo Yacmo
cmopousl  muluteynotl, | Mpimeunbie  cygoporu, 6oxb B | boib B KOHEUHOCTSIX, 00JIb B
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COOTBETCTEYET 3KCINEPTHC
ot 10.0 7

My OTYETY

.04 2026 M=

cKenemHotl u | CIIMHE, apTparus T H e ™ T TE A Te Ui T
coeounumenvrHou mxkanu | Yacmo
bonbr B KOHEYHOCTSIX, MHAITHS,
00J1b B 11€€
Hapywenus co Yacmo
CMOpOHbL ~ NOYeK U Octpas royeyHas
MOUesbl800AuUX nymell HEJJOCTATOYHOCTE?
Obwue mnapywenus u | Quensb uacmo Yacmo
peaxyuu 6  mecme | Jluxopanka®, noBellieHHas | [loBbienHas
88edeHUs YTOMJISIEMOCTb, aCTEeHHUsI, | yTOMIISIEMOCTb, aCTCHHUS
nepudeprudeckast OTeKH
Yacmo
O3H00
Jlabopamopnvie u | Yacmo Yacmo
UHCMPYMEHMATbHble CHmxeHre Macchl Tena [ToBbIIeHNE AKTUBHOCTH
OaHHble AJIT

' Cm. «Onucanue otnensubix HIIP»
AnroputM, npumensembii ans OJI u JIM3:

Koutponupyemoe KU ®azer I11:

e HIJIP B KM NHL-007 - Bce HJIP, Bo3HuKatomue B xo/ie JeueHus y >5,0% nanueHToB, NoJy4YaBIINX
JICHATUIOMUI/PATYKCHUMa0, U ¢ He MeHee 4deM Ha 2,0% Oombmeir wactoror (%) B Tpymme
JEHATUAOMHUIA TIO CPABHEHHIO C KOHTPOIBHOU TPYTITION - (TIOMYJISIS U OIEHKH 0€30TTaCHOCTH )

e HIJIP 3-4 crennenn tsoxectd B KM NHL-007 - Bce HJIP 3/4 crenenu TsKeCTH, BOSHUKAIOIIHE B XOJI€
nedeHus He MeHee yemy 1,0% manueHToB, MoMyJYaBIIiX JICHATHIOMUI/PUTYKCUMa0, ¥ ¢ He MEHee
yeMm Ha 1,0% Gosnpliei yacTOTOM B TpyIIIIE JICHATMIOMUAA 10 CPABHEHHIO C KOHTPOJIBHOM IPYIIIOi
- (momynAnust 7151 OLIEHKH 0€30MMacHOCTH)

o Cepoesnsiec HJIP B K1 NHL-007 - Bce cepresnbie HJIP, Bo3HuKaroIIHE B X0O/I€ JICUCHUS HE MCHEE
yeMm y 1,0% mnanueHToB, MOMyYaBIINX JICHATHIOMUI/PUTYKCUMab, U ¢ He MeHee 4yeM Ha 1,0%
OoJbIIIel 9acTOTOM B TpyIIe JEHATHIOMUI/PUTYKCUMAD 110 CPAaBHEHUIO C KOHTPOJIBHOH rpyIoi
- (moTyIsAIHs 7151 OIIEHKH 0€301MacHOCTH)

UccnenoBanne B omHort rpymme KW ¢aser Il y manueHTOB ¢ WHIONEHTHON HEXOKKHMHCKON

mumbomoit (MHXJI):

e HJIP B KM NHL-008 - Bce HJIP, Bo3HMKaro1IKE B X0/€ JieueHus y > 5,0% naiueHToB

e  HIJIP 3-4 crenenu Tsoxkecty B KM NHL-008 - Bce HJIP 3-4 cTenieHn TsKeCTH, BOSHUKAIOIIHE B XO/IE
nedyenus y > 1,0% nauueHToB

e Cepoesnnsie HJIP B KM NHL-008 - Bce cepresnnie HIIP, Bo3HuKaromue B xoa¢e neduenus y > 1,0%
MAI[IEHTOB

2 HJIP, ormMeueHHbIe Kak «cepbesbie» B KU y mauuentos ¢ ®JI u JIM3

> OTHOCHTCS TONBKO K cepbe3HbiM HITP

4 O0600WAmKii TEPMHUH «CBIb» BKIKYAET CIEAYIOIIME MPEANOYTHTENBHBIE TEPMUHBL:  ChIIb,
MaKyJIonarmyie3Hasl Chillb, KparBHHIIA

5 «IEUKOTIEHUSD)

O0o0marmmii - TepMUH
JICUKOTICHHSI M CHU)KEHHE YHCIIa JICHKOIIMTOB

**%  O0oOmaomuii TepMUH «IUMQONEHHS» BKIIOYACT CIEIYIOUINE MPEINOYTUTEIbHbIE TEPMUHBL:

BKJIIOYACT CIACAYIOMUE MNPECANOYTUTCIbHBIC TECPMHWHBIL

.HI/IM(l)OHeHI/IS[ U CHMXKCHHC YHCJIa .HI/IM(i)OHI/ITOB

Csoonasn mabauya HJIP, ommeueHHbIX 80 8pemsi NOCMPe2UCMpayuoHHO20 NPUMEHeHUs.
B nononnenue k BbimieykazaHHbiM HJIP, BbIsiBieHHBIM B Xoae ocHOBHBIX KU, Tabmuma 6
MOATOTOBJICHA HA OCHOBE OOBEMHEHHBIX MMOCTPETUCTPAIITMOHHBIX JaHHBIX.
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Tabmuma 6. HJIP, 3apeructpupoBaHHBIE B T

MOoJIy4yaBIINX JICHAJIUAOMU

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 10.04.2026 N= 7383

octpert phrilbrHo i iépus iy | Hatthbhios,

Kinacc cucremel

Bce HexenarenpHbIe

[To6ounsbie peakiuu 3 u 4

OpraHos/ peakuuu/Yactora crenenu Tsokect/Yacrora
[IpennoyTurenbHbINA
TEPMHH
HUnghexyuu u unsazuu Heuzgeecmno
Heuzeecmno

BupycHbie nHQEKIUU (BKIIOYAS
ONOSICHIBAIOIIUHN JUIIAN U
peakTUBaIMIO BUpyca renaruta B)

BupychHbie nHbekmmm
(BKIJIFOUAST OTIOSICHIBAFOIITHM
JUIIAi ¥ peaKTHUBAIHIO
BUpYyca renarura B)

NOOKOJNCHBIX MKAHel

Jlobpokauecmaennule, Peoko
3710KauecmeeHmbie U CuHapoM JH3Kca OMyX0Iu
Heymo4HeHHble
H08000paA308aHUs
(6xntouas  Kucmol U
nounbsl)
Hapywenus co | Heuzsecmmno
cmopoust  kpoeu  u | [IpuobpereHnas remopuIus
aumpamuuecxou
cucmemul
Hapywenus co | Heuzsecmmno
CMOPOHbI ummynnou | OTTOpXKeHUE TPaHCIUIAHTAHTA
cucmemul MapEHXUMATO3HBIX OPraHOB
OHOoKpuHHbLE Yacmo
HapyweHus ['uneptupeos
Hapywenus co Heuszeecmno
CMOPOHbL ObIXAMENbHOL WNHTepcTunnanbHbIin
cucmeml, OpeaHo8 MTHEBMOHUT
2PYOHOU KIemKu u
cpedocmenuist
Kenyoouno-kuuieynvie Heuzgeecmno
HapyuwieHus [Tankpeatur, mnepdoparus
KKT (Bxmouas npoOosaeHue
TPBIXKH, nepdoparu
KMIIEYHUKA W TOJCTOM
KHIITKH)'
Hapywenus co | Heuzsecmmno Heuzgeecmno
cmoponsvt  nedenu  u | Octpas neyeHouHas | Octpast M€YEHOYHAs
HCENUEBbIBOOAUSUX HEJOCTATOYHOCTh!,  TOKCHYECKHH | HEJIOCTaTOYHOCTS !,
nymeii rematur’, LIUTOMUTUYECKHH | TOKCHUECKHUIA rernaTuT’
renaTur, CMEIIaHHBII
[IUTONUTHYECKHI/XOJIeCTATHUECKUN
renaryr!
Hapywenus co Heuacmo
CMOPOHbL  KOMCU U AHTMOHEBPOTUYECKUHN OTEK

Peoko
Cungpom
JI>xoHCOHa',

CruBeHca-
TOKCUYECKUN
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Heuszeecmno

JIeiKOIIUTOKIIAaCTUUECKUI
BaCKYJIUT, JIEKapCTBEHHAS

KO>KHAas peakuus,
COIPOBOKIAOIIAACS
s03uHOpHIHEH u
CUCTEMHBIMH
IPOSBIECHUSIMHU |

I Cm. «Onucanne otnensHbIXx HIIP»

Onucanue OTACILHBIX HEXKETATENbHBIX PEAKIIUNI

Tepamozennocmo

JleHamuoMu  SBISAETCS CTPYKTYPHBIM aHAjJOrOM TallMJIOMHJIA - AKTUBHOI'O BEILECTBA,

oOiaaromero TeparoreHHbIM A((EKTOM ¥  BBI3BIBAIOLICTO TSDKENBIC KHU3HEYTPOXKAIOIINE
AHOMAQJIMM pa3BUTHS y 4eJoBeka. JICHamMIOMHIT HMHIYIUpPOBAI Yy O0OE3bsIH TIOSBICHHE
BPOXKJICHHBIX aHOMAJIUM, CXOXHUX C OMUCAHHBIMHU I Tamuaomuaa (cM. pazzen 4.6.). Ecmnu
JICHATMJIOMH/]] TIOCTYIIaeT B OPTaHU3M BO BpeMsi OCPEMEHHOCTH, MOXKHO TPOTHO3UPOBATH €TI0
TepaTOreHHbIN AP DEKT.

Heiimponenus u mpomboyumonenus

Bnep6ble OMCZZHOCI’HMDOSGHHQ}Z MHOHCECMBEHHAA MUEIOMA. NAUUEHMbl, KOmMOpPbIM NnOoKA3aHda

MPAHCHAAHMAUUA,  NOAVYAGWIUE  JNeHAAUOOMUO 8  KOMOuHauuu ¢ bopmezomubom  u

oexcamemaszonom

Heiitponenus 4 crenenu TsokecTd Habmoaanach y 2,8% u 28,7% nanueHToB B UCCIEAOBAHUIX
PETHEMA GEM2012 u IFM 2009, cootBercTBeHHO. PelOpuibHas HeHTponeHus 4 creneHu
Tshkectn Habmoaanack y 0,0% u 1,1 % nanuentoB B uccnenoBanusix PETHEMA GEM2012 u

IFM 2009, cOOTBETCTBEHHO.
TpomOoruTonieHus: 3 unu 4 creneHu TsHKecTH Hadmonanack y 6,3% u 18,5% mnanueHToB B

nccnegoBanusx PETHEMA GEM2012 u IFM 2009, cooTBETCTBEHHO.

Bnepeble OMGZHOCWIMDOGCZHHCZ}Z MHOMHCECMBEHHAA MUEIoMA. NAYUEHIMbL nocie TICK c

nocueoyowel nodoepaicusarouieli mepanuei 1eHaiudoMuooM

[Tonnep>xuBatomias tepanust jeHaauaomuaoM nocie TI'CK warmie compoBoxkaanach pa3BUTHEM
HelTporienun 4 crenenu, yeM B rpynne muianedo (32,1% B cpaBHenuum ¢ 26,7% [16,1% B
cpaBHeHMH ¢ 1,8% mnocne Hawana noanepxkusaromeid tTepanuu] B xoge KM CALGB 100104 u
16,4% B cpaBuenun ¢ 0,7% B KU1 IFM 2005-02, cootBerctBeHHO). Y 2,2% manuentoB B KU
CALGB 100104 u 2,4% namuentoB B K1 IFM 2005-02T, cooTBETCTBEHHO, 3aperucTpUpOBaHa
HEUTpoOIeHHs, KOTOpas MNpHUBela K MpeKpalleHUIo Tepanuu JeHaauaoMuaoM. debpunbHas
HENUTpoNeHMs 4 CTENEHU TAKECTU Pa3BUBAIACH CO CX0XKEW 4YaCTOTON B IPYyIIIE MMOAIEPKUBAIOIIEN

Tepanuu JCHATUAOMUIOM U Tpyrire 1uiane6o B oboux KU (0,4% B cpaBaenuu ¢ 0,5% [0,4% B
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cpaBHeHuu ¢ 0,5% mnocne Havyasia nmoaAep >KUBaAKIIEH Tebg&h?ﬁ%%d%ﬂ%%b lTO_il '1|/r613% B

cpaBHeHuu ¢ 0 % B KU1 IFM 2005-02, cOOTBETCTBEHHO).

[TonnepxxuBaromass tepanus JeHaauaomMugaoM nociae TI'CK wame BbI3bIBana pa3BuUTHE
TpoMOouuTOoneHn: 3 Win 4 CTEeNeHH TshKecTH, 4yeM 1uianedo (37,5% B cpaBuenuu ¢ 30,3% [17,9%
B cpaBHeHuUU ¢ 4,1% nocie Havana noaaepskuBatoieit tepanuu] B xone KM CALGB 100104 u
13,0% B cpaBuenuu ¢ 2,9% B KU IFM 2005-02, cOOTBETCTBEHHO).

Bnepsuvie 0MGZHOCWluD06aHHCI}Z MHOHCECMBERHAA MUEoMa. NAUUERMbl, KOMOPbIM He NOKA3dHA

MPAHCHAAHMAUUSA,  NOAVYASWUEe  JNCHAAUOOMUO 6  KoMOuHayuu ¢ bopmezomubom  u

oexcamemaszonom

B uccnenosanun SWOG S0777 ueitrpornienust 4 cTeneHu TspKECTH Habmoaanachk B rpymnmne RVd
pexe, ueM B rpymme cpaBHeHus Rd (2,7% B cpaBuenuu ¢ 5,9%). B rpynnax RVd u Rd 6puta
3aperucTpUpOBaHa AaHAJIOTWYHAs YacToTa pa3BUTHS (GeOpHIbHONH HelTporeHMH 4 CTeneHu
Tsoxectd (0,0% B cpaBaenuu ¢ 0,4%).

TpomOouuTonenus 3 nin 4 cTeneHu TsHKeCTH Habmoaanack B rpynmne RVd game, yem B rpymme
cpaBaenus Rd (17,2% B cpaBHenun ¢ 9,4%).

Bnepeble OMCZZHOCI’HMDOSGHHLZ}Z MHOHCECMEEHHAA MUeioma. nayueHmsl, KOmopbviMm He noKasdHa

mpancniasimayusi, noaydasuiue AEHAAUOOMUO 8 KOM6uHal4uu C 0eKcamemasonom

[Ipu mpumeHeHMH KOMOMHAIMM JICHAIUIOMHUIA C JCKCaMETa30HOM Yy mamnueHToB ¢ B/IMM
OTMEYAJIOCh YMEHBILIEHUE YaCTOThl BOZHUKHOBEHUSI HEUTponeHuu 4 creneHu Tsxectd (8,5% B
rpynne Rd (menpepriBHoe neuenue) u Rd18 (neuenun B Teuenue 18 4-HeAeNnbHBIX LIMKIOB) B
cpaBHeHHH ¢ 15% B rpynne MPT). ®ebpuiibHas HelTponeHus 4 CTeNeH! TSKECTH Ha0III01a1ach
Heuvacto (0,6% B rpynne Rd u Rd18 B cpaBuenuu ¢ 0,7% B rpynne MPT).

[Ipu mpumeHeHMH KOMOWMHAIMHM JICHAIUJIOMHUIA C JEKCaMETa30HOM Yy manueHToB ¢ B/IMM
O0TMEYaJ0Ch YMEHbIICHHE YaCTOThl BO3SHUKHOBEHUS] TPOMOOIIMTONEHNU 3 U 4 CTETEHU TAKECTU
(8,1% B rpynne Rd u Rd18 B cpaBuenuu ¢ 11% B rpynmne MPT).

Bnepsvie duaznocmupoeaHHaﬂ MHOMNCECMEBEHHRAA MUEIOMA. NAYUEHMbL, KONOPbIM HE NoKA3aHA

mpaHcnjiaumayus, noayvasuiue ACHAAUOOMUO 8 COYSMAHUU C Meﬂ(ﬁaJZCZHOM u }’ZpeaHuZ?O]lOHOM

[IpumeHeHue JeHaTUAOMUA B KOMOMHALIUY C Men(alaHOM U MPEAHU30IOHOM y TMAIMEHTOB C
B/IMM conpoBoxaanock 0oliee BHICOKOW 4acTOTOW BO3HMKHOBEHHS HEUTPOINEHUU 4 CTEneHU
(34,1% B rpynne MPR+R/MPR+p) no cpaBuenuto c¢ rpymmnoit MPp+p (7,8%). Dnuzonst
¢bebpunbHON HeWTponeHMH 4 creneHu TsokecTH HaOmomanuck dvame (1,7% B rpynme
MPR+R/MPR+p o cpaBuenuto ¢ 0,0% B rpynne MPp+p).

[IpumeHeHue JeHATUAOMUIA B KOMOMHAIIUY ¢ Me(alaHOM U MPEAHU30IOHOM y MAIMEHTOB C
BJIMM conpoBoXaaJIoCh TOBBIIEHHONW YacTOTOW BO3HUKHOBEHMsI TpombOonutoneHuud 3 u 4

crenern TspxecTH (40,4% B rpynne MPR+R/MPR+p o cpaBaeHHIO ¢ rpymmoi MPp+p (13,7%)).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

[lpumeHeHnne KOMOMHALIMK JIEHAIWAOMHAA C JEKCaMEeTa30HOM Yy mnanueHToB ¢ MM
COIPOBOKAAJIOCH IOBBILIEHUEM YacTOTHI pa3BUTUsl HeWTporeHuu 4 crenenu Tspkectu (y 5,1%
NAlMEeHTOB, INPUHUMABIIUX JIEHAIUJOMUJ C JeKcaMeTa30HOM, 1o cpaBHeHutro ¢ 0,6% y
[alMEHTOB, IPMHUMABIIMX KOMOMHAIMIO JeKcaMeTa30Ha U miane6o). @edpuiibHast HEUTPONIEeHU S
4 cTemeHW THKECTH Yy TALMEHTOB, MPHHUMABIIMX KOMOWMHAIMIO JICHAJTUAOMHIA C
JIeKCaMeTa30HOM, OTMevanach Hedacto - 0,6% (y ManueHToB, NMPUHUMABIIMX KOMOWHAIIMIO
JnekcameTa3oHa u riameto - 0,0%).

[IpumeHeHne KOMOMHAIMKM JICHAIWJOMHUAA C JileKcaMeTa3oHoM npu MM  compoBoxkaanoch
MOBBIIIEHUEM BEPOATHOCTH Pa3BUTHUsI TpoMbommTonenuu 3 u 4 crenenu tsoxectu (9,9% u 1,4%,
COOTBETCTBEHHO, Y MAI[EHTOB, IPHHUMABIINX JICHATUAOMUJ C JIEKCAMETAa30HOM, OTHOCUTEIHHO
2,3% u 0,0% y nanueHToB, IPUHUMABIINX KOMOMHAIIMIO IeKCaMeTa30Ha M 1anebo).

HGMMEHmbl C MUET0OUCNAACTNUYECKUMU CMH@DOMLIMM

V¥ nanuenros ¢ M/IC, nosmyyaBIImx Tepanuio J€HAINIOMUIOM, Yallle pPa3BUBaJIaCh HEUTPOIIEHUS
3 u 4 crenenu Tspxkectu (74,6% y MallMeHTOB, MOTYYaBIIUX JICHATUAOMHU/I, 110 cpaBHEHHIO ¢ 14,9%
y ManueHToB, noxy4asimux mianedo, B KU ¢assl II). Cnyuan dpeGpunbhoii Helitponienuu 3 u 4
CTENEHH TSKECTH OTMeuYeHbl y 2,2% MalMueHTOB B TpPYIEe Tepanuu JICHATUAOMHUIOM, IO
cpaBuenuto ¢ 0,0% y mamuentoB B rpymnme rmianebo. IlpuMmeHeHue JieHamTuaOMHUAA Yalle
COTPOBOXAACTCS pa3BUTUEM TpombOouurtorneHuu 3 u 4 creneHu Tsokectd (y 37% malueHToB,
MOJTy4YaBIIUX JICHATUAOMUM, N0 cpaBHEHUIO ¢ 1,5% manueHToB, moiy4aBinx mianebo, B KU
daszsl 11I).

Hayuenmol ¢ aumpomon u3 Kiemoxk MaHmuiuHoU 30Hbl

VYV mnanuentoB ¢ MKIJI wame pasBuBanack HeilTponenust 3 u 4 crenenu tsokectu (y 43,7%
NAIUEHTOB, MOJIyYaBIINX JEHAINJOMUI, MO cpaBHEHHUIO ¢ 33,7% MalMEHTOB B KOHTPOJIBHON
rpynne B KU ¢asst II). Cnyvan ¢hebpunbHoil HeliTpornieHnu 3 U 4 CTENeHH TSKECTH OTMEUYEHBI Y
6,0% manueHToB, MOJYYaBIINX JCHAIUIOMU/, 10 CPaBHEHUIO ¢ 2,4% MallMeHTOB KOHTPOJBbHON
TPYIIIBL.

HCZMMEHmbl C (bO]ZJZZ/lKV]l}ZDHOZ:Z /ZuMd)OMOIZ unu ]ZMMd)OMOlZ us Kiemok MaDZuHaﬂbHOZZ 30Hbl

[TpumeHeHue neHanuIOMHUIa B KOMOMHaIMK ¢ putykcumadoM ripu OJI nnm JIM3 cBsa3zano ¢ 6omee
BBICOKOM 4acToTON pa3Butus HelTponeHuu 3 win 4 creneHu TsxectH (50% y mainueHTos,
NOJIYYaBIIUX JICHATUJOMUMA/pUTYKcUMa0, B cpaBHeHUU ¢ 12,8% y mHanueHTOB, MOITy4aBIIMX
iane6o/putykcumad). Bee ciydan HeliTponieHnu 3 wiu 4 CTeNeHH TSXKECTH ObLITH 0OpaTUMBI ITPU
IpepbIBaHUM TEPANnU, CHUKEHUU J03bl W/UIU TOJIEPKUBAIOIIEM JIEYeHUH (pakTopaMu pocra.
Kpowme Toro, Heuacto Habmonanack ¢pedpuinbHas HeiiTponienus (2,8% y maiueHToB, MOTyYaBIINX

JEHATUJIOMUI/PUTYKCUMa0, 1o cpaBHeHutro ¢ 0,6% y TanWeHToB, MOJTY4YaBIIUX
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mane6o/puTykcuman).

[Tpumenenue neHanuIOMUIa B KoMOuHammu ¢ purykcumadom mpu @JI u JIM3 Takxke cBs3aHO C
0oJiee BBICOKOW 4acTOTOM TpomOouuTonenuu crenenu 3 win 4 (2,3% y nanueHnToB, HOTyYaBIIuX
JCHATUIOMU/pUTYKCUMad, 1o cpaBHeHur0 ¢ 1,1% y DanmueHToB, MOJy4YaBIIMX
mane6o/puTyKkcuma).

Benosnas mpombosmbonus

[lpumeHeHnne KOMOMHALMK JICHAIWAOMHAA C JEKCAMETAa30HOM Yy MauuMeHTtoB ¢ MM
COIPOBOXKAAIOCH MOBBIIICHHBIM PUCKOM pa3BUTHUSL TpoMmOo3a MIyOOKHX BeH M TD neroyHoin
apTepuu, B TO BpeMsi Kak B KOMOUHaIMU ¢ Men(anaHoM U MPeJHU30JI0HOM, a TaK)Ke Y MAI[UEeHTOB
¢ MM, M/IC u MKIJI Ha ¢oHEe MOHOTEpaNHH JICHATHIOMHUIOM TOT PUCK OBLIT HIKE (CM. pa3ael
4.5.). OngHOBpeMEHHOE HA3HAYCHHWE DPUTPOIMOITHUECKUX CPEACTB WU HAIUYHE TPoMOO3a
MIyOOKHX BEH B aHaMHE3€ TaKKe MOTYT YBEIWYUTh PUCK TD OCIOXKHEHHH y JaHHON TpyMIbI
MAIUEHTOB.

Hughapxm muoxapoa

VY manueHToB, MPUHUMABIINX JICHAJIHIOMH], OTMEYAINCH cy4au pa3Butus MM, ocoGeHHO mpu
HAJIMYUU U3BECTHBIX ()aKTOPOB pUCKA.

T'emoppacuueckue ocnodicHenus

['eMopparmueckue  OCIIOKHEHHMsSI  yKa3aHbl B COOTBETCTBHM C  CHCTEMHO-OpPTaHHOW
KJIaccu(uKanue, a UMEHHO: HapyIIEHHs CO CTOPOHBI KPOBH W JHMM(ATHYECKOH CHUCTEMBI;
HApYIICHUs] CO CTOPOHBI HEPBHOW CHUCTEMBI (BHYTPHUEPEIHOE KPOBOM3IMUSHHE); CO CTOPOHBI
JIBIXaTeIbHOM CUCTEMBI, OPraHOB I'PYTHON KJIETKHU U CpeloCTeHHs] (HOCOBOE KPOBOTEUEHHE); CO
CTOPOHBI JKEITyIOYHO-KUIIIEYHOTO TpaKTa (PEeKTajJbHOE, TEeMOPPOHMIAIBHOE, THHTHBAILHOE
KPOBOTEUECHHS); CO CTOPOHBI ITOYEK M MOUEBBIBOSIINX MyTeH (TeMaTypHsi); CO CTOPOHBI COCY/I0B
(9KXHMMO3bI); TPAaBMbI, THTOKCUKAIIMH U OCIIOKHEHUSI MAaHUYISAIUH (yuo).

Annepeuueckue peaxyuu

HmeroTcst cooOmeH sl 0 pa3BUTHH aUIEPTHUECKUX PEaKIHid/peaKkiiii THIIEPIyBCTBUTEIBHOCTH.
Coo061aercst 0 BO3MOXHOM MEPEKPECTHON PEAKIIMK MEXKTY JICHATUIOMHUIOM U TaTHJIOMHUJIOM.
Taoicenvie KodcHble peakyuu

[Ipy mpuMeHEHUH IEHAIUIOMHIA 3aPETUCTPUPOBAHBI CIy4Yal PA3BUTUS TSKENBIX KOMXKHBIX
peakumii: cuaapoma CrtuBeHca-/[>koHcoHa (SJS), TOKCHYECKOTO SMUIAECPMAIBHOTO HEKPOJIU3a
(TEN) u nekapcTBEHHOW KOXKHOM peaklMu, COMTPOBOXKAIOMIEHCS 203MHO(DUINEN 1 CUCTEMHBIMU
nposienusimu (DRESS). JlenanuaoMua He ciieiyeT Ha3HaYaTh MalMeHTaM, B aHaMHe3€ KOTOPhIX
OTMEYAJIHMCh TSDKEJbIE (POPMBI ChINM MIPU pUeMe TanugoMuaa (cM. pasznen 4.4.).

Ilepsuunvie 3n10kauvecmeennvie ONyxoau Opy2ou 10KaAIU3ayuu

HoBsle 310KauecTBeHHBIE HOBOOOpazoBaHus, otmedasirecs B KW y manueHToB ¢ MuenoMoin
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MOCJIe TPUMEHEHHU ST KOMOMHAITUH JICHATHIOMHUIE C nexcah@%ﬁégm%?g%% J ﬁb';l{:ﬁl(lﬁeM,

MPEJICTaBIISUIA COOOH, TIIaBHBIM 00pa3oM, 6a3aIbHOKIIETOYHBIN HITH IIOCKOKJIETOYHBINA PaK KOXKH.
Ocmpuiii muenoudnwiii netixko3 (OMJI)

Mnoocecmeennas muenroma

Cinyqan OMJI nabmiogaymcr B KM BJIMM y mnanueHTOB, MOMy4YaBIIUX JICHAIMJIOMHUI B
KoMOuHanmu ¢ Mendananom wim cpasy ke nocine BIAM/TI'CK (cm. paznen 4.4.).

OMIJI ne nabmonancsa B KU y narmmentos ¢ BAAMM, nony4aBuinx JeHaIUIOMH]T B KOMOMHAITIH
C JIeKCaMETa30HOM TpHU CPaBHEHHWHU C TaJUIOMHJIOM B KOMOWHAIMM ¢ MendataHoM u
MIPETHU30JIOHOM.

Muenooducnaacmuveckue cunopomol

Hcxonuble mepeMeHHbIe, BKIKOYAsl CIOXHBIE IIUTOreHeTHYeckue anoManuu u TP53 myranuu,
accoluupoBaliuch ¢ nporpeccupoBanueM 10 OMJI y mauuentoB ¢ MJIC5q 1 3aBUCUMOCTBIO OT
remorpancdysuit (cm. pasmen 4.4.). Ilpenckadyemas OBYXJETHSSI COBOKYIHash YacToTa
nporpeccupoBanus 10 OMJI cocrasuna 13,8% y nanmentoB ¢ MIC5q no cpaBuenuto ¢ 17,3% y
nanurenToB ¢ MICS5q u ogHOM AOMOTHUTENBHONW IUTOTEHETHYECKON aHnomanuei, u 38,6% -y
MAlKUEHTOB CO CJIOXKHBIM KapuoTunom. B xone perpocnektuBHoro ananuza KW nenanmpomuna
npu Jieuenun MJIC npenckaszyemasi AByXJIETHSAS YacToTa nporpeccuponanust 10 OMJI cocraBuna
27,5% y mnauMeHToB C MOJIOKHUTENbHBIM pe3yiabraroMm NI'X-p53 u 3,6% y nanueHToB ¢
oTpuniaresnbHbiM pesyibratom MI'X-pS3 (p = 0,0038). YV nanueHTOB € MOJIOKUTEIHHBIM
pesynbratom MI'X-p53 uwactora mporpeccupoBanus 10 OMJI Oblia HUXE cpeln TeX, KOTOpbIe
JIOCTUTIIA He3aBUCUMOCTHU 0T reMoTpanchys3uii (11,1%) mo cpaBHEeHHIO ¢ mallieHTaMu 0€3 TaKOTo
otsera (34,8%).

Hapywenus co cmoponul neuenu

B mocTpeructpalluOHHOM MEpPUOJAE 3apETUCTPUPOBAHBI CIEAYIOLIME HAPYILIEHUS CO CTOPOHBI
Me4YeHu (YacToTa HEW3BECTHA): OCTpas TIeYeHOuYHas HEAOCTaTOYHOCTh M Xoyectad (o0a
MOTEHIIMAIBHO (DaTasibHbIE), TOKCUYECKHH TeNaTuT, IUTOJUTUYECKHM T'eNmaTUT, CMEIIaHHBIN
[UTOIUTHYECKUI/X0JIECTATUYECKUHA TEeaTUT.

Paboomuonus

bbutn oTMeueHsl peikue ciydan padJoMUO0IN3a, B HEKOTOPBIX U3 HUX JICHAIUIOMH]T TPUMEHSLITU
COBMECTHO CO CTaTHHAMH.

3abonesanus wumoBUOHOU Jicenesvl

Coo011anocs 0 ciry4asx BO3HHKHOBEHUS TUIIOTHPE03a U TunepTupeosa (cM. pazaen 4.4.).
Cunopom «ecnviuxuy onyxoau (TFR) u cunopom ausuca onyxonu (TLS)

B xone K1 MCL-002 mpumepno y 10% mnanueHTOB, MOIy4YaBIIMX JIEYEHHE JICHATUIAOMUIOM,

pasBuics cuHapoM TFR mo cpaBhenuio ¢ 0% B rpynmne KoHTposis. BoibmmHCTBO ciiydaeB
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BO3HHUKJIO BO BpeMs | IIuMKJa Tepanuu; Bce OH pacueﬁgggﬁhlg%ﬂ ig&%ﬂ@ Ic E‘E]J'l"tH}/ILIL;I u
P P

O0JBIIMHCTBO citydaeB Obwto 1 wim 2 crenenu TsokecTu. [1arMeHTsl ¢ yCTaHOBICHHBIMH B XOJ1€
JUArHOCTUKU BBICOKMM MEXIyHapOAHbIM IporHoctudeckuM uuaexkcom (MIPI) nnm mcxomgno
reHepaan30BaHHON TuMQoaeHonaTuel (Haauure, Kak MUHUMYM, OJTHOTO o4ara AuameTpom > 7
cM) moryT umeTh puck passutus TFR. B K1 MCL-002 TLS 3apeructpupoBan y 1 manueHnra B
KaKa0i u3 1ByX rpynm jedenus. B nononnurensnom KM MCL-001 npumepro y 10% nanueHToB
pa3Buics TFR; Bce oHM paclieHUBATUCh KaK CBSI3aHHBIE C Tepanueil; u Bce Obutn 1 i 2 cTeneHu
TSDKECTH. BONBIIMHCTBO cily4aeB pa3BUBaJIoch BO Bpems 1 mukia tepanuu. B KM MCL-001 He
OTMeYeHO ciryuaeB pa3Butus TLS (cm. paznen 4.4.).

B uccnenosannu NHL-007 pa3zsutue TFR 6b110 3apeructpuposano y 19/176 (10,8%) nanuenTos
B TIpymme JeHamugoMun/putykcumad u y  1/180 (0,6%) maunmeHToB B rpymme
iane6o/putykcumad. bonbiias yacts ciayuaeB TFR (18 u3 19) Obina 3apeructpupoBaHna B rpyiie
JICHATMOMU/JI/PUTYKCUMa0 U BO3HUKJIIA B TE€YCHHE MEPBbIX IBYX HUKIOB JedeHus. TFR crenenun
3 TsoKecTH HAOMIOMANCS y OJHOrO MAIMeHTa W3 TPYIIbl JICHATUIOMUI/PUTYKCUMA0 U HE
HaOJr01aJICst HU y OJTHOTO MalMeHTa rpynmsl mianedo/purykcumad. B uccnenoannu NHL-008
TFR nabmonancs y 9/222 (4,1%) nauueHToB; (3apeructpupoBanbl 4 ciiydas 1 cTeneHu TsHKeCTH
U 5 ciydaeB - 2 CTENEeHH TSHKECTH); OJIMH 3apErUCTPUPOBAHHBIN CIy4ail ObUT COUTEH CEPhE3HBIM.
B wuccnegoBanun NHL-007 TLS Bo3nuk y naByx mnauuentoB (1,1%) w3  rpynmsl
JICHATHIOMUJ/PUTYKCUMA0 M He HAOIIOAAJCs HU y OXHOTO M3 manueHToB ¢ DJI, momydaBmmx
iane0o/puTykcumad; HU Yy OJIHOTO ManueHTa He 3apeructpupoBansl HJIP crenenu 3 wm 4. B
uccinenoBann NHL-008 TLS Bo3uuk y onnoro naruenTa (0,5 %). 9to enuncteennas HJIP Opina
uneHtudunrponsana kak cepbesnas HJIP 3 crenenu tsoxectu. B uccnenoBannu NHL-007 au onun
U3 TAIUMEHTOB HE TNPEKpaTWil TEepanuio JCHATUIOMUIOM/pPUTYKCUMAOOM 1O MpUYUHE
Bo3HUKHOBeHUsI TFR wnu TLS.

3abonesanus sceny00uUHO-KUEUHO20 MPAKMA

[Tepdopanus xKemyn04HO-KUIIEUHOTO TpaKTa ObUIa 3aperUCTpUpOBaHa Ha ()OHE MPUMEHEHUs
neHanuaomua. Ilepdopanus xenya04HO-KUIIEYHOTO TPAKTa MOKET IPUBOJAUTH K CENITUYECKUM
OCJIO)KHEHUSIM U JIETAIbHOMY HCXOLY.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo01maTh 0 0/103peBaeMbIX HEKENATENIBHBIX PEAKIHMX I10C]Ie PETUCTPalK IIpenapaTa ¢
LENIbI0 O0ECle4YeHns: HENPEepPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «IOJNb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIOOBIX
MIO03PEBACMBIX HEXKENATENBHBIX PEAaKLUAX JICKAPCTBEHHOI'O IIpernapara 4epe3 HalUuOHAJIbHbIE
CHUCTEMBI COOOILEHUS O HEXKeJaTeNbHbIX pPEaKIUsIX TrocyAapcTB — ujeHOB EBpasuiickoro

9KOHOMHUYECKOI'o COr3a.
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Poccuiickas @enepanus

OdenepanibHas ciryx0a 1Mo Ha3opy B cdhepe 3apaBooxpanenus (Poc3apaBaanazop)
Anpec: 109074, r. Mocksa, CraBstHCKas IUI0IIaib, 1. 4, cTp. 1
Tenedon: +7 (499) 578-06-70 (106.187), +7 (499) 578-02-30

DnekTpoHHas noyra: info@roszdravnadzor.gov.ru, pharm@roszdravnadzor.gov.ru

WnTepuer-caiit: www.roszdravnadzor.gov.ru

Pecniy6nuka Kazaxcran

«HanuoHaNbHBI [EHTP SKCIEPTU3bl JIGKAPCTBEHHBIX CPEACTB M MEIUIIMHCKHUX W3JCIUI»
Komurera MeqUIIMHCKOTO M (apMaIleBTHYECKOTO0 KOHTPOJISE MHUHUCTEPCTBA 3[[PaBOOXPAHCHHUS
Pecniy6nuku Kazaxcran»

Anpec: 010000, Pecniy6imka Kaszaxcran, r. Acrana, yi. A. Imanosa, 13

Ten.: 8 (7172)78-98-28;

OnektponHas nouta: pdlc@dari.kz

Wnrepuer-caiit: www.ndda.kz

4.9. llepeno3upoBKa.

CnennanpHOro IlaHa AEWCTBUM NpU NEPENO3UPOBKE JICHAIMIOMHJA B HACTOSILEE BpeMs HE
BbIpa0OTaHO, HECMOTPS. HAa TO, YTO B MCCJIEAOBAHUAX I10 OINpPENEICHUIO JUana3oHa /103 4acTh
MAMEHTOB IoJIy4aja /1036l 10 150 Mr, a B ucciae0BaHusAX BO3AEUCTBUS OAHOKPATHON JJO3BI - 110
400 mr npenaparta. ToKcHMYecKHE HPOSABICHUS, JIMMUTUPOBABIIME BEIWYMHY J03bl B OITHUX
UCCIIEIOBAaHMSX, OBIIIM UCKIFOUUTEIBHO FeMaTOIOTMUECKUMH.

B ciiydae nepeno3upoBku peKOMEHIyEeTCsl CAMITOMATHYECKas TIOI/IEP KU BAIOIAst TePaIus.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKUE CBOICTBA.
®dapmakoTepaneBTUUYECKas IPYIINa: KMMYHOJICTIPECCAHTBI;, IPYyTHe UMMYHOICTIPECCAHTHI.
Kon ATX: LO4AX04

MexaHN3M e CTBUS

JleHanmuaoMu CBSI3BIBAETCSl HEMOCPEJCTBEHHO C ILIEpeOIOHOM, KOMIIOHEHTOM (DepMEHTHOIO
komiuiekca KyuiH-RING E3  yOuxBuTHMHIMraspl, KOTOphlii BkitouaeT Oenok-1 (DDBI),
CBSI3BIBAIOIIMICS C TOBPEXKIACHHON ne30kcupuboHykinenHoBoi kucnoroit (AHK), xymnun 4
(CUL4) u perynstop kymwmHoB | (Rocl). B remomosTudeckux KIETKax CBS3bIBAHUE
JEHATUIOMHUIA ¢ 1IepeOsioHoM MoOmmu3yeT cyoctpaTHeie O6enku Aiolos u Ikaros, siBisrommecs
(dakTopaMy TPAaHCKPUIILUHU B TUMGPOUIHBIX KJIETKAX, YTO MPUBOJUT K UX YOMHKBUTHHHUPOBAHUIO

u nociacayronemMy pacnany u O6y'CJ'IaBJ'II/IBaCT psAMBIC LIMTOTOKCUYECKUI n
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UMMYHOMOIYTUPYIOMNA ) PEKTHI.

B gactHOCTH, JICHATHIOMUI UHTHOUPYET MPOTUQEPALNI0 U YCUIIMBAET alloONTO3 OMPEIeIICHHBIX
3JIOKQYE€CTBEHHBIX I€MaTOMO3THUYECKUX KJIETOK (BKJIIOYAsi KJIETKU MHOXXECTBEHHOM MHUEIOMBI,
KIETKH (DOTUKYISIpHOM JIUM(OMBI M KJIETKH C JAEJCeHHUSIMH XPOMOCOMBI 5), YCHIMBAaeT
UMMYHHTET, ONOCpEeNOBaHHbIM T-KkieTkamMu U KieTkaMmu-ecTtecTBeHHbIMU kmiiepamu (EK), u
yBemmunBaeT yuciio EK, T-knerok m EK T-knerok. Ilpu MuenoguciiacTH4eCKOM CHHIAPOME
(MAC) ¢ umzomuposannoi nenenmerr Sq (MIACS5q) neHamuaoMun u30UpaTenbHO WHTHOUPYET
MATOJIOTUYECKUI1 KJIIOH, YCHUJIMBAS aromnTo3 KIETOK ¢ U30JUpOoBaHHOM nenenureit 5q. KomObunanus
JICHAJIMJIOMU/IA U PUTYKCHMa0a YBeTMUMBAET AHTUTEI03aBUCUMYO KIETOUHYIO IINTOTOKCUYHOCTD
(A3KL) u npsiMoii aronTo3 3J10KauyecTBeHHbIX KieTok DJI.

Mexanu3m  J€HCTBUS  JIGHATUMJIOMHAA  TaKXe  BKJIOYACT  AHTUAHTUOTEHHbIE U
MPOIPUTPOIIOITUUECKUE CBOMCTBA. JIeHaMuAOMU MHTUOUPYET aHTUOTEHE3, OJIOKUPYSI MUTPALIUIO
U aJre3uio SHIOTEIHABHBIX KJIETOK M 00pa3oBaHME MHUKPOCOCYIIOB, MOBBIIIACT MPOIYKIHIO
¢etanbHOrO remorioduHa CD34+ CTBOJIOBBIMU I€éMONOITHYECKMMH KJIETKaMU, U UHTHOUpYyeT
MPOIYKIMIO MPOBOCIATUTEIBHBIX IIUTOKHHOB (Hampumep, GakTopa HEKpO3a OIMyXOoiH anbda
(®HO-0a)) u unTepneiikuna-6 (MJI1-6)) Mmononuramu.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

O} dexTUBHOCTD 1 6€30MaCHOCTD JICHAIHIOMHI/IA ObLJIa U3YYCHA B 6 KIIMHHYECKUX UCCIICIOBAHUSIX
(K1) dazsr 111 mpu BrepBrie nuarnoctupoBanHoit MM, B 2 KU ¢a3er 111 npu penpnmBupyromen
pedpakreproit MM, B oqHom KU dazsr 1T u ogaom KU dazsr I mpu MC, B omnom KU daszsr 11
npu 1uMpoMe U3 KIIeTOK MaHTUHHOHN 30HBI, B o1HOM KU dassl 111 u oqnom KU ¢azsr 11Ib npu

bomukynsipHON tuMdome U TuMpoMe KIETOK MaprHHAIBHON 30HBI.

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA.

JlenanuaoMuI MUMEET B CBOECH CTPYKTYpE aCUMMETPUYECKHMM aTOM YTriepoaa, MO3TOM MOKET
CyLIECTBOBaTh B BHUJAE JBYX ONTHYECKH akTUBHbIX ¢opM: S(-) u R(+). Jlenanummomun
IpEACTaBIsIeT COOOH pPalEeMHUYECKyr0 cMech. JIeHanuIoMuJ OOBIYHO JIydYIlle pacTBOPsETCS B
OpPraHMYECKHUX PpAcCTBOPHUTENSX, HO HMeeT Hamiyduryto pactBopumocTs B 0.1N OydepHom
pPacTBOPE COISAHON KUCIIOTBHI.

AGcopbuus

[locne mnpuema BHYTPh HATOIIAK 3J0POBBIMH J1OOPOBOJBLAMHU JICHAIUJIOMHII OBICTPO
BCAChIBAa€TCs, MPU ITOM MakcuMaibHas KOHLEHTpauus (Cmax) mocturaercs uepes 0,5-2 vaca
10CJI€ OJHOKPATHOTO MpueMa. Y MalUeHToB, a TaKXkKe 37J0POBbIX 100POBOJBIE Cmax M IIIOMAIb
noJl KpuBo# «koHueHTpauus-spems» (AUC) Bo3pacTaroT NpOHOPLIHUOHATIBHO YBEIHMUEHUIO JO3BI.

[ToBTOpHBIEC TIPHEMBI JICHATHIOMHU/IA HE MPUBOJIAT K €r0 KyMYJISIINHM (HaKOIUIeHH!0). B muma3zme
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KPOBHM OTHOCHUTEJIbHBIE SKCIIO3UIIUU S- 1 R-3HaH I/IOMCDO‘Q‘%EM&%X%&h‘l&gj—{%f'rﬂ):}/luépHo

56% u 44% cootBeTcTBEHHO. IprMeHeHne IeHanuI0MI1a ¢ TUILEN C BBICOKUM COJEPKaHUEM
JKUPOB U BBICOKUM COJIEP’)KAHHUEM YTJIEBOJOB y 3JI0POBBIX JOOPOBOJIBLIEB MOHUXAET CTEIEHb
BCacblBaHUs, YTO NpUBOAUT K yMeHblIeHnI0 AUC npumepno Ha 20%, a Cmax Ha 50% B mna3zme
kpoBu. OnHako B ocHOBHBIX KU nenammpomuna npu gedeHudn MM u MJIC, B KOTOpbIX OblUIH
yCTaHOBNIEHBl 3(P(EKTUBHOCT, W  0E30MaCHOCTh JICHAIWJOMHU/A, MAIMEHTHl MPHHUMAIN
JICHAJIMIOMU]] HE3aBUCUMO OT TMpUeMa NUIIU. TakuM 00pa3oM, JICHAIUOMU MOKHO IPUHUMATD
BHE 3aBUCHMOCTH OT IpHUEMa MHULIH.

Pe3ynbTaThl MOMyNAMOHHOTO aHAIM3a (PapMaKOKMHETUYECKUX JAHHBIX [TOKA3aJH, YTO CKOPOCTh
BCAChIBaHMsI JICHAJIMJOMHU/A 10CJIE IIpUEMa BHYTPh aHajornyHa y nauumeHtoB ¢ MM, MJIC u

MKIIL.

Pacupenenenue

In vitro cBasp (1*C)-nenanugomuza ¢ GenkamMu IUIa3Mbl KPOBU Oblla HHU3KOM, M B CpeIHEM,
cocraisina 23 % u 29 % y nanmerToB ¢ MM # 310pOBBEIX JJOOPOBOJIBIIEB, COOTBETCTBEHHO.
JlenanuaoMu MpUCYTCTBYET B ceMeHHOi xuakoctu (< 0,01% ot 103b1) mocie nmpremMa ero B 103€
25 Mr/cyT, HO HE ONpPENeNsIeTCs B CEMEHHOM MKHJIKOCTH 37J0POBBIX TOOPOBOJIBICB CIYCTS 3 JTHS
MocJIe MpeKpalieHus npuema npemnapara (cm. pazzaen 4.4.).

Buorpancdhopmarimsa

PesynbraTthl uccinenoBaHuil MeTaOoiu3Ma in Vitro yKas3bIBalOT, YTO H30(EPMEHTHI CHCTEMbI
uToxpoma P450 He mpUHUMAIOT y4acTusi B METa00IM3Me JICHAIUIOMUA Y YelloBeKa, I0ATOMY
MeTaboNIMYecKue  JIEKapCTBEHHbIE  B3aUMOJIEHCTBUS  IPU  COBMECTHOM  IPUMEHEHUU
JeHATMIOMUA U TpernapaTroB, MHTMOMPYIOIUX H30(QEepMEHThl cucTeMbl nuroxpoma P450,
MaJIOBEpPOATHBI.  Pe3ynbTarel  HcclaenoBaHUN in Vitro  JEMOHCTPUPYIOT  OTCYTCTBHE
UHTUOMpymomero aeicTBus JeHanuaomuaa Ha uzodepmentel CYP1A2, CYP2C9, CYP2CI19,
CYP2D6, CYP2E1, CYP3A unu UGT1A1. Takum 06pa3zom, MaJOBEPOSATHO, UYTO JICHATHIOMHU/T
Oyner crmocoOCTBOBAaTh  Pa3BUTHIO  JIIOOBIX  KIMHUYECKH 3HAUYMMBIX  JIEKApPCTBEHHBIX
B3aMMO/ICHCTBUI NIPU OJJHOBPEMEHHOM Ha3HAuYEHUH ¢ CyOCcTpaTaMu 3TUX U30(EPMEHTOB.

[To naHHBIM WCCIENOBaHMW in  Vifro JIEHAIWAOMHUA He sBIseTca cyOcTpatoM Oenka
PE3UCTEHTHOCTH paka MojoyHoW kene3sl uyenoBeka (BCRP), mnepenocunkoB Oenka
MHO’KeCTBEeHHOM JiekapcTBeHHOM ycToitunBoctr (MRP) MRP1, MRP2 unu MRP3, nepenocunkon
oprannueckux aHuoHOB (OAT) OATI1 u OAT3, nonunenTtHaa-nepeHOCUUKAa OPraHMYECKUX
annoHoB 1B1 (OATPI1BI), nepenocunka opranndeckux katuoHoB (OCT) OCT1 u OCT2, Genka
OKCTPY3UM JeKapcTBeHHbIX mpernapaTtoB W TokcMHOB (MATE) MATE] u opurmHajibHBIX

nepeHocunkoB opranndeckux katnoHoB (OCTN) OCTN1 u OCTN2.
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AKCTIOPTUpYIOIIYI0 momity cosiei skemunbsix kuciotr (BSEP), BCRP, MRP2, OATI1, OAT3,
OATPIBI, OATP1B3 umu OCT2.

DJIMMUHALMS

bonbuias yacth JieHAMMIOMHAA BBIBOAUTCA MOYKaMU. BKiaj mouedyHON IKCKperuu B 00Ut
KIIMPEHC y MAlUeHTOB ¢ HOpManbHOU (pyHKIMeH mouek coctaBiseT 90%, a 4% nenamugoMua
BBIBOJIUTCS] KUIIICUHUKOM.

JleHanuaoMu NpaKkTUYECKH HE MeETaboNIM3UpyeTCsl B OpraHu3Me, Tak kKak 82% ero 103bl
BBIIETSIETCSl TOYKAaMU B HEU3MEHEHHOM Buze. [uapokcu-neHanmugomujn U N-aleTui-
neHanuaoMus coctaBisior 4,59% u 1,83% 0T 3KCKpeTUpPOBAHHOM J/103bl, COOTBETCTBEHHO.
[TouewHbId KIUPEHC JICHATUIOMHUIA TIPEBBIIIAET CKOPOCTh TIIOMEPYJIIPHOU (PHIIBTPAINH, TAKUM
00pa3om, poIecC BHIBEJCHHUS UMEET, B HEKOTOPOI CTETNIeHH, M aKTUBHBIN XapakTep. [Ipu npueme
B J03ax 5-25 Mr/cyT mepuoj] MOJNyBBIBEICHUS JICHATHIOMHAA COCTaBISET MPUMEPHO 3 4 y
3JI0pPOBBIX JOOPOBOJIBIIEB U OT 3 110 5 u y manmenToB ¢ MM, M/IC u MKJL.

JInna moyKuJioro Bo3pacra

Cremmaneubix KW 1151 oneHkH (GpapMakOKMHETUKHU JICHATUIOMUIA y MOXKHWIBIX MAIUEHTOB He
npoBoWIOoCh. TlonmynsaiuoHHbIN aHaIN3, B KOTOPBIA ObUIM BKJIIOYEHB! (PAPMAKOKMHETHYECKUE
JaHHbIE TAI[MEHTOB B Bo3pacte OoT 39 no 85 jeT, He BBISIBIII BIUSHUS BO3pacTa Ha KIMPEHC
JeHAIMAOMUA (SKCIIO3ULHUI0 B IUIa3ME). YUWThIBasl MOBBIILIEHHYIO BEPOSITHOCTh HAPYIIECHUS
(GyHKUMH TOYeK B MOXKMIIOM BO3pacTe, CleqyeT COONI0AaTh OCTOPOXKHOCTh IIPU MOA00pE J03bI
npenapara M OCYIIECTBIIATH TIIATENbHBIH KOHTPOJb (YHKUMHU MOYEeK Ha (OHE HpPOBEIEHUS
Tepanuu.

IToyeyHas HETOCTATOYHOCTD

dapMaKOKMHETHKA JICHAMIOMHUAA M3yyanach y MAallMEHTOB C MOYEYHOM HEIOCTaTOYHOCTBIO,
BBI3BAaHHOI HE3JI0KAYECTBEHHBIMU MPHUYMHAMHU. B 3TOM HccienoBaHUM A OIEHKH (DYHKIUU
MOYEK HCIOJIb30BaM /1Ba MeToja: u3Mepenue noyeyHoro KK B reuenne 24 uy u pacuer KK no
dbopmyne Koxpodra-I'onra. Pe3ynpTaThl MoKazaiw MPOMOPIMOHAIBHOE CHUXEHUE OOIIEero
KIIUpeHca JICHATUIOMHUIA 0 Mepe CHIbKeHus (yHkiuu nouyek (< 50 Mi/MHUH), B pe3ynbrare
npuBoauBuiee K nopbimeHno AUC. 3nauennss AUC noBslanuch NpuMepHo B 2,5, 4 u 5 pa3 y
MAlMEHTOB C MOYEYHOM HEIOCTATOYHOCTHIO cpefaHer M Tspkenou creneHu Tsokectd u TCITH,
COOTBETCTBEHHO, TO CPAaBHCHHWIO C TPYIIOW, OOBEIWHSAIONICH MAIMEHTOB C HOPMaJIbHOU
GyHKIMEH TOYeK M MAlMeHTOB C TMOYEYHOW HEJOCTATOYHOCTHIO JIETKOM CTEMEeHH TSKECTH.
[Tepuon moxyBBIBEACHHMS IEHAIUIOMHI 1A TIOBBIIITANICS TpUMEpHO ¢ 3,5 ¥ (y manuenToB ¢ KK > 50
Mi/MuH) 110 6osee 9 u (y marmenToB ¢ KK <50 mn/mun). [Ipu 3TOM modeyHass HEIOCTaTOYHOCTh

HE BIMsJIAa HA aOCOPOIUIO JIEHATUAOMHK 1A TIPU TIpHeMe BHYTPb. 3HaUCHUS Cmax HE pa3auvacTcs y
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JICHAIUIOMHU/Ia BBIBOAMIIOCH U3 OpraHu3Ma B XOJe 4-4acoBOro ceaHca auanu3a. PekoMmeHaanuu
M0 U3MEHEHHIO J03bI JICHATUJIOMHU/IA y MAI[UEHTOB C TOYEYHOM HEI0CTATOUHOCTHIO MPUBE/ICHBI B
pazaene 4.2.

IleyeHOYHAS HEAOCTATOYHOCTD

[TomynsauonHelid  aHanu3 (PapMaKOKMHETHYECKUX JAHHBIX IAlMEHTOB C MEYCHOYHOH
HEI0CTaTOYHOCTBIO JIETKOM cTeneHu Tsokectr (N=16, o0muii 6nnmupyoun B 1-1,5 pasa npesbimaer
BepxHIo0 rpanuity HopMbl (BI'H), wmn ACT > BI'H) nokazan oTCyTCTBHE BIMSHUS ITEYSHOYHON
HEI0CTaTOYHOCTH JIETKOM CTENEHU TAKECTU Ha KIUPEHC JICHAIMAOMU/1A (SKCIIO3ULIMIO B IIJIa3Me).
JlaHHBIX B OTHOLIEHUM MAllMEHTOB C I€YEHOYHOW HEIOCTAaTOYHOCTBIO CPENHEN U TSKEIOon

CTCIICHU TSXKCCTHU HC IMOJIYUCHO.

JIpyrue BHYTpEHHHUE d)aKTODBI

HOHy.HHIIHOHHBIﬁ aHaJInu3 (bapMaKOKI/IHeTI/I‘ICCKI/IX JaHHBIX IIOKa3ajJl OTCYTCTBUC KIIMHHUYCCKU
3HAUYUMOro BiUsHUS Macchl Tena (33-135 kr), mosia, packl M BHJIa OHKOI€MaTOJIOIMYECKOIO

3aboneBanus (MM, MJIC unu MKJI) Ha kIupeHc JIeHaTua0MUAa Y B3pOCIBIX MAllUeHTOB.

5.3. lanHble TOKJIUHUYECKOH 0e30IacCHOCTH.

[Io pesynpTraTaM HCCIENIOBAaHUS OCTPOM TOKCHUYHOCTH MHUHHUMAJIbHBIE JIETaJIbHBIE J103bI
JICHAJIMJIOMUJIA [I0cTIe BBEACHUS BHYTPb cocTaBisuid > 2000 mr/kr/cyT y rpei3yHoB. I[ToBropHoe
nepopajibHOE BBeIeHUE Mpemnapara B go3ax 75, 150 u 300 mr/kr/cyT kpbicaM B TeueHue 26 Helenb
BBI3bIBAJIO 0OpAaTUMOE, CBSI3aHHOE C Tepanueil MOBBINICHHE MUHEPATU3aLUU T0YEUHON JTOXaHKU
IpU BBEJEHUH BceX 3 1103, Haubojee 3aMeTHoe y camok. Jlo3a mpemapaTa, HE MPUBOAAIIAS K
pa3BUTHIO HaOIr01aeMbIX HexenarenbHbIX 3¢ dexkroB (NOAEL), cocraBnsiia menee 75 Mr/kr/cyT,
4TO NPUMEPHO B 25 pa3 BHIIIE 3HAYEHUS €KEIHEBHOW DKCIO3UIMM y 4YEJIOBEKA, UCXOAS U3
sHaueHusst AUC. [loBropHOe mepopalibHOE BBEJCHUE JICHATHJIOMHUIa 00e3bsiHaM B 103aX 4 u 6
MI/Kr/cyT B TedeHue 20 Henesnb NPUBOIAWIO K THMOEIM XUBOTHBIX M PA3BUTUIO 3HAYMMOMN
TOKCHUYHOCTH (3aMeTHas MOTepsl MacChl Tejla, YMEHbUIEHUE YUCIIa SPUTPOLIUTOB, JEUKOILUTOB U
TPOMOOIIMTOB, TEMOPPAri BO MHOTUX OpraHax, BOCHAJIEHUE CIM3UCTONH 000JIOUKH KTy 04HO-
KHUILIEYHOTO TpakTa, aTpodus iuMdarnyeckol cucTteMbl W KOCTHOro wmosra). IloBropHoe
nepopagbHOE BBEICHHE 00€3bsIHAM JICHAIUIOMHUA B J03aX | u 2 Mr/Kr/cyT B nmepuoa a0 1 rona
IOPUBOAMIIO K Pa3BUTHIO OOPAaTUMBIX M3MEHEHHUH KJIETOYHOTO COJEPKUMOIo KOCTHOTO MO3ra,
HE3HAUYUTEJIbHOMY YMEHBIICHUIO COOTHOIIEHUS! MUEIOUIHBIX/9PUTPOUIHBIX KIETOK U aTpoduu
BHJIOUKOBOM jkene3bl. He3HaunTenpHOE CHMKEHHE KOJIMYECTBA JIEMKOLMTOB OTMEYEHO IpHU

MPUMEHEHUN 03Bl JICHATUAOMHAa | MI/KT/CyT, KOTOpasi COOTBETCTBYET TaKOM Ke 103€ s
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yesoBeka, ucxoas u3 cpapHenniit AUC.

B nccnenoBanusx MyTareHHOCTH in Vitro (TECT OLEHKH OOpAaTHBIX MyTaIlii Ha OaKTepUsIX, aHAIIN3
XPOMOCOMHBIX abepparnuii B tuMponuTax nepuepruieckoil KpoBU 4eJI0BeKa, FTeHOTOKCUYECKUNA
TECT Ha KJIETKAaX MBIIIUHON JIMM(OMBI, HCCIef0BaHHE TpaHChopMalUU KJIETOK 3MOpHOHA
CUPUICKOr0 XOMSYKa) U in vivo (MHUKpOSJIEPHBIM TECT Ha KpbicaX) HE OTMEUYEHO BIMSHUSA
JEHAJIMJIOMU/Ia Ha TEHETUUYECKOM MJIM XPOMOCOMHOM ypoBHE. VccnenoBaHus: KaHIIEpOT€HHOCTU
JEHAJIMJOMUIA HE TPOBOIIN.

HccnenoBaHusi TOKCMUYECKOTO BIMSIHMA JICHAJIMJIOMUJA Ha pa3BUTHE 3MOpPHUOHA/IIIONA paHee
IIPOBOAMJINCH HA KPOJIMKAX. B 3TUX MCCIen0BaHUAX KPOJIUKAaM BHYTPb BBOJIWIIM JICHAIUIOMU] B
no3ax 3, 10 u 20 mr/kr/cyr. Ilocne mpumeHeHus neHamuaomuaa B po3ax 10 u 20 mr/kr/cyt
OTMEYaJIH J0303aBUCUMYIO areHe3MI0 CPEeTHEH JOIH JIETKOTO, a IPU BBEIEHUH 10361 20 MI/KI/CyT
- CMeLEeHHE NMOoYeK. XOTS 3TH HeOJaronpusTHHIE SBICHUS HAOJIIOJAINCh IPU IPUMEHEHUH 103,
TOKCUYHBIX Ul OEpEMEHHBIX CaMOK, OHH MOTYT ObITb OOYCJIOBJIEHBI HPSMBIM BO3ICHCTBUEM
neranmuaomuaa. Ha hone npuMenenus neHanmmaomua B 1o3ax 10 u 20 Mr/kr/cyT Takxke oTMedalin

M3MEHEHHS CKeJIeTa ¥ MIATKUX TKaHEH mioaa.

6. PAPMAIIEBTUUYECKHUE CBOVCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB.

Coziep:KMMO¢e Karcyabl

KPEMHHS TMOKCHT KOJIJIOMTHBIN
JTAKTO3bl MOHOTHIPAT

MarHusi cteapar

HaTpHsl KpOCKapMesuio3a
LEJUTI0JI03a MUKPOKPHUCTAIIINYECKAS

000104Ka KAIICYIIBI

JleHammooMua, S M, KancvJibl

BOJ/Ia OUNLICHHAS
HaTpUs JaypHICyIbdar
TUTaHA IUOKCUJ]
JKEJIaTuH

Jlegagnnomua, 10 Mr, Kamcyisl

BOJIa OYMIIICHHAS
HaTpus Jaypuicyibdar
TUTaHA JHOKCHU]T

KpacuTesb OpUITMAaHTOBBIHN roiyooi

Crpanwnma 67 u3 70



COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 10.04 2026 N= 7383

(NOCNEOOBATENEHOCTE 0011)

KEJIaTHH

Jlesamunomun, 15 Mr, Karcyiisl

BO/1a OUMLICHHAS
HaTpus JaypuiICyabQar

TUTaHa AUOKCU]L

JKEJIaTuH

kpacuteinb [Tynnossiii [[lonco 4R ]
KpacuTellb COJTHEUHBIN 3aKaT JKeJIThINA

JleHaTuaoOMHUI, 25 M, KaIllCYJIbI

BOJIa OYUILICHHAS
HATpUS JaypHICYIbdar
THTaHa JTUOKCH/]
KeNnaTuH

6.2. HecoBMecTUMOCTD.

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHust).

2 roja.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NMPU XPAHEHUH.

B opuruHajibHOMN yNakoBKe IIPOM3BOAUTENS IPU TeMmnepaType He Boiie 25 C.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIIAKOBKH.

[To 7 kamcyn B KOHTYPHYIO SUEHKOBYIO YMAaKOBKY M3 IUICHKH MOJMBUHWIXJIOPUIHOW U (QOIBIU
AJIIOMUHHMEBOM I€YAaTHOH JIAKUPOBAHHOM.

I[To 1 nnm 3 KOHTYpPHO STUEHKOBOI yIIaKOBKE BMECTE C JINCTKOM-BKJIAABIIIEM [TOMEIIAIOT B MAUKy
U3 KapToHa [uisi noTpedurenbckoil Tapbl. Ha mauky MoOKeT HakJIenBaTbCs 3THUKETKA C
MapKUpOBKOH M3 OyMaru HTUKETOUYHOW WM MHUCYeH, MM U3 TOJIMMEPHBIX MaTepHaoB,
camoxiedmascs. J(OMOJHUTENBHO HAa MayKy MOTYT HakKJI€MBaThb OJWH WM JABa IPO3PAYHBIX
(bUKCHPYIOIINX CTUKEpa U3 MOJTUMEPHBIX MaTEPUAJIOB.

[To 7 nmm 21 kamcyne B 0aHKY MOJMMEPHYIO U3 TOJUATUIIEHA C KPBIIIKOM HATSIrMBaeMoil c
KOHTPOJIEM NMepBOro BCKpbITHA. CBOOOIHOE MPOCTPAHCTBO 3AIMOJHAIOT BaTOW MeIUIMHCKOM. Ha
0aHKM HAKJIEUMBAIOT JTHKETKM W3 OyMmard STHKETOYHOW HIJIM MUCYEH MM U3 TOJHUMEPHBIX
MaTepHaloB, caMmokieronmecs. Ha mayky MoOeT HakJIeMBaThCs ITUKETKA ¢ MAPKUPOBKOM M3

6YMaFI/I STUKETOYHON HWIIH rmcqeﬁ, WM W3 MNOJUMEPHBIX MAaTCpuaaioB, CaMOKIICAIIAACA.

Crpanwnma 68 u3 70



COOTBETCTEYET 3KCNEPTHOMY OTUETY
026 M= 7383

o1 10.04_2( 383
JIOIOJIHUTEIBHO Ha MTAYKy MOT'YT HaKJIEUBATh OMH WJIN ﬁ&ﬁp%&%t%ﬁoﬁﬁ& :cé%llﬁepa

N3 IMOJIMMCPHBIX MaTCPUAJIOB.

[To 1 GaHke BMecTe ¢ TUCTKOM-BKJIA/IBIIIIEM [TOMEIIAIOT B TAYKY U3 KaPTOHA JJIS IIOTPEOUTEIbCKON
Tapbl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenaparta WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMpenapara u Apyrue MaHUMYJISAUHMHU C PenapaToMm.

He cnenyer oTkppIBaTh WK pa3faBiuBaTh Karncyibl. Eciyu mopomiok eHaiuaoMuaa nonajer Ha
KOXY, CJIeAyeT HEMEAJIEHHO TIIATeIbHO MPOMBITH KOXKY BOJOI ¢ MbuioM. Ecnu nenanumomun
MOTTAIAeT HA CIM3UCTBIC 000JIOUKH, UX HEOOXOIUMO TIIATEIBHO MPOMBITH BOJIOH.

Becp octaBmmiics JIeKapCTBEHHBIN IIpenapar U OTXOAbI CIECLYET YHUYTOXKUTh B YCTAHOBJICHHOM
nopsake. Hewucronb30BaHHBIN —MpenapaT pPEKOMEHAYETCsl BO3BpAaTUTh B MEAMIIMHCKOE

YUPCIKACHUC 110 OKOHYAaHNHU JICUCHUA.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

AO «DapmacuHTes»

FOpuouuecxuii aopec: 664007, Upkyrckas 06i., . Upkyrck, KpacHorBapaeiickas a. 23, oduc 3.
Ten.: +7 (3952) 55-03-55

AJipec 351eKTpoHHOM nouThl: info(@pharmasyntez.com

IIpousBoaurenn

Poccniickas @enepanns

AO «®apmacunre3-Hopn»

Aopec npoussoocmeennoti niowjaoku: T. Cankr-IlerepOypr, nopora B Kamenky, 1.74, nut. A
WIH

Poccniickas @enepanns

AO «®DapmacuHTe3»

Aopec npoussoocmeennoii nrowjaoku: r. Upkytck, yiu. P. JltokcemOypr, 1. 184

7.1. IIpeacTaBuTeNb AEPsKATEIS] PETHCTPANMOHHOIO YI0CTOBEPEeHUsI.

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs

AO «DapmacuHTes»

Aopec: 664040, Upkytckas o0:., . UpkyTck, yi. Po3sr JlrokcemOypr, 1. 184
Ten.: 8-800-100-15-50
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Anipec 35eKTpoHHOM mouThl: info@pharmasyntez.com

Pecniy6onuka Kazaxcran

TOO «Adalan»

Aopec: 050057, Pecniy6nuka Kaszaxcran, r. Anmartsl, yi. Tumupsizesa, 42, nas. 23, ogd. 202
Ten: +(727)-269-54-59, +(727)-269-54-18

Mob6. ten. (24 vaca): +7-(701)-217-24-57

Anpec anekTpoHHOM mouThl: pv(@adalan.kz; b.satova@adalan.kz

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA TIEPBUYHON PETMCTPALMU (IIOATBEPKJIEHUSI PETMCTPALIUM,
MEPEPETACTPAIIAN)

[lara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0miass  XapakTepuUCTUKa JIEKQpCTBEHHOro Impemnapata JleHanmmaomuJ — JocTynmHa  Ha
MHPOPMALIMOHHOM TOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(GOPMAIMOHHO-

KOMMYHHKAIIMOHHOI cetn «HTepHeT» http//www.eurasiancommission.org.
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