04 nexadps 2023

MUHUCTEPCTBO 3/JPABOOXPAHEHUS POCCUNCKOI ®EJEPALIIU

NMHCTPYKIUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

AKBUHYC

Perucrpannonnniii Homep: JII1-002026
ToproBoe HanMeHOBaHue: SIKBUHYC
Me:knyHapo/iHOe HeNATEHTOBAHHOE HJIH FPYNIUPOBOYHOE HAUMEHOBaHUe: TODALUTHHHO

JlekapcTBenHasi popma: TabneTKH, TOKPHITHIE MNIEHOUYHON 000JI0YKOi

CocraB

1 TabyieTKa COIEePIKHUT:

oeiicmeyouiee eewjecmeo. TodparutuHu® 5/10 mr B Buae TodanuTHHHOA IUTpaTa
8,078 /16,155 mr.

écnomozamensHole gewjecmeaa: 110032 MUKpokpuctamnueckas (PH 102) 122,615/245,230
MT, JJaKTO3bI MOHOTHIpaT 61,307/ 122,615 Mr, kpockapmeriosza Hatpus 6/12 Mr, Mmaraus creapar
2/4 wmr.

njieHoyHan 06onouKa:

oo3upoeka 5 me: Onaopaui 6envuii 6 Mr (runpomesuiosa 2,4 Mr, TUTaHa TUOKCH] 1,5 MT, TaKTO3bI
mouoruzapat 1,26 mr, makporos 0,48 mr, Tpuanerud 0,36 Mr)

oo3zupoeka 10 mz: Onaopaii eonydoui 12 mr (runpomeniosa 4,8 mMr, TUTaHa AUOKCUT 2,724 M,
JaKTO3bl MOHOTUApPAT 2,52 Mr, Makporoia 0,96 mr, Tpuanerun 0,72 Mr, aJlOMIUHHEBBIA JTaK Ha
ocHoBe WHAWTOKapMuHa 0,24 MTr, aJIFOMUHUEBBIA JIaK HA OCHOBE KPAacHUTENs OpPHUIUIMAHTOBOTO

roiy6oro 0,036 mr)

Onucanue

Ho3upoBka 5 Mr: 6esbie KpyTIIbie JBOSKOBBITYKIIbIC TA0JIETKH, IOKPHITHIEC TUICHOYHON 000JI09KOMA

c rpaBupoBkoii "Pfizer" Ha onnoit cropone u "JKI 5" - Ha npyroii.

HoszupoBka 10 wmr: FOJ'IY6BIC KpYTJIBbIC IBOSKOBBIITYKJIBIC TaGHCTKI/I, TIOKPBITLIC IUIEHOYHOM

o0omnoukoii ¢ rpaBupoBkoii "Pfizer" na oxHoii ctopone u "JKI 10" - Ha npyroii.
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dapmakoTepaneBTHYeCKas IPYNNA: CEJICKTUBHBIE UMMYHOIEIPECCAHTBI

Kon ATX: LO4AA29

dapmakoJIoOrn4ecKne CBoiicTBa
Dapmakoounamuxa

Mexanunsm geiicTBus

TodanuTuanb npeacrasiseT coOO0N MOITHBIN, CEJICKTUBHBIN HHIMOUTOP ceMEiCTBa SIHYyC-KHHA3,
oOnajaromuii BEICOKOW CEJIEKTUBHOCTBIO B OTHOLICHMM IPOYMX KMHA3 reHoma uenoBeka. [lo
pe3yJbTaTaM MCCIeI0OBaHUs KHHAa3 TOGAaUTUHUO HHIUOUpYET sHyc-KuHa3bl 1, 2, 3 1 B MeHbIIEH
CTENEHU — TUPO3UH-KMHA3y-2. B Tex kierkax, rjae siHyc-KMHa3bl MEpPEAaloT CUTHal Iapamu,
TO(GaIUTHHUO TPEATIOYTUTETFHO HHTUONPYET Nepeady CUTHaAIA TeTepOANMEPHBIX PELEeTOPOB,
CBSI3aHHBIX C SIHyC-KMHa30M-3 W/wiM  sHyc-KMHa30#-1, oOnamas  (QyHKIMOHAIBHOU
CEJIEKTUBHOCTHIO B OTHOIIEHUU PELETITOPOB, KOTOPbIE NEPEAAl0T CUTHAJIbI Yepe3 Maphl sSHyC-
KrHa3bl-2. HruOupoBanue siHyc-KWHA3bl-1 M sHyC-KWHA3bI-3 1MOA JeicTBHEM TO(haIUTHHNOA
OJIOKHpYeT Iepeaady CUrHajla TIOCPECTBOM OOIIMX PEUENTOPOB, COACPIKAIIMX TaMMa-IIeNH, B
OTHOILIEHUN HECKOJIbKMX IIMTOKHHOB, BKiIrouag WMJI-2, -4, -7, -9, -15 u -21. DTH IIUTOKHUHBI
BBINOJIHAIOT MHTETPUPYIOILYIO POJIb B MPOLECCAX AKTUBALUHU JUMGPOLUTOB, UX Mpoaudepanu,
(GYHKIIMOHUPOBAHMUSI M TOPMOXKEHUS NEpeJauyd CHUrHaja, 4TO MPUBOJUT K MOJAYJIHPOBAHMIO
pa3HoOOOpa3HBIX aCIEKTOB MMMYHHOTO oTBeTa. Kpome Toro, mHruOupoBaHue sHyc-KHMHa3bl-1
OPUBOAUT K  OcinalOJeHHI0 MepefJayd CHUrHaja 1oJ| JEeHCTBHEM  JOMOJIHUTEIbHBIX
IPOBOCHAIUTENBHBIX HUTOKUHOB, Takux kak WJI-6 u UPH-y. [Ipu 6onee BHICOKOH 3KCIO3UIIUN
npenapata MHIMOMPOBAHME TEepefauyd CUTHajla SHYyC-KUHa3bl-2 MPUBOAUT K MHTUOMPOBAHUIO
nepesayy CUrHajia 3puTpONO3THHA.

Kak MHruOuTOp sIHyc-KMHA3bI-1/THPO3UH-KHHA3BI-2-3aBUCUMOIl mepenaun curHanoB M®OH-a,
toaunTHHUO Oyaer MonyiaupoBaTh BbIpaOOTKy u neiictBue M®PH-o. TodauutuHu® Takxke
HaIpsMYyI0 HHTHOUpYeT niepenauy curaainoB NJI-6, BaxHOTO MeauaTopa JUXOPAJKU U PEareHTOB
OCTpOi (ha3bl, 1 HEKOTOPHIX ITUTOKHHOB (a uMeHHo, MJI-15, NJI-21, NJI-23), 9To, B CBOIO OUepeib,
CHIDKAET KOJIMYECTBO [IUTOKUHOB, BhIJENsAEeMBbIX T-XennepHsiMu kieTkamu 17 tuna (T.e. @HO-a,
WJI-17a, WJI-17f, WNJI-22), koTOpble YYacTBYIOT B IaTOTEHE3e OCTPOr0 PECHUPATOPHOTO
nuctpecc-cuaapoma (OPJIC). Kpome Ttoro, TodanuTuHMO HAMpsSMyIO MOAABISIET TMepeaady
curnanos UOH-y, NJI-2 u NJI-12, yyactBytomux B quddepeHIupoBKe -XennepHbixX KieTok 1
THUIIa, YTO, B CBOIO OUEPE/Ib, CHIKACT KOJIMYECTBO IIUTOKUHOB, BBICBOOOKIAEMBIX T -XEJIEPHBIMH
kietkamMu 1 tuma (t.e. ®HO-0, WUJI-2, UDH-y). Takum oOpa3om, 0KHIAETCs, YTO NEUCTBUE

TO(l)aHI/ITI/IHI/I6a Ha HCCKOJIBKUX KOHTPOJIBHBIX TOYKAaX YMCHBIIUT MHOI'MC IMPOBOCHAIUTCIIBHBIC
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NyTH, BEIymMe K MPOTPECCUPYIOMIEMY MOBPEXKICHHIO JIETKUAX, TPOSIBICHUIO HOBOW
KopoHaBupycHoO# uHdeknuu, seizBanaoil COVID-19.

dapmakoauaamuyeckue d3PHeKTol

Jleuenue npenapaTom SIKBUHYC CONPOBOXKIAETCA 10303aBUCUMbIM CHUKEHUEM LIUPKYJIUPYIOIINX
HaTypalbHBIX KuuiepoB CD16/56+. PacdyerHoe MakcMMajabHOE CHUXEHUE IOCTHTaeTCs IO
npoiecTBur okosio 8-10 Henmenb mocne Havana Tepanu. ONucaHHbIE M3MEHEHHUS OOBIYHO
paspelarorcs ciycTs 2-6 Henenb Iociie OKOHYaHus Tepanuu. Jleuenue npenapatoM SIKBUHYC
COIIPOBOKIAJIOCH 10303aBUCHMBIM ITOBBIIIEHHUEM KonuecTBa B-kietok. MI3MeHeHus koauuecTsa
LUPKYJIUPYOUMX  T-1MM(OIMTOB M UX cyOmomynsauuil ObIM  HE3HAUUTENBHBIMM U
HENoCTOSIHHBIMU. KiIMHMUecKoe 3HaueHNe ITUX U3MEHEHU HEU3BECTHO.

N3menenune oOuiero ceiBopoToyHoro ypoBHs IgG, M u A Ha npoTsbkeHuu 6-MecsyHOro rnepuoja
JIeYCHMsI MALMEHTOB C PEBMATOUHBIM apTPUTOM ObLIO HEOOJBIIUM, HE3aBUCUMBIM OT J103bl U
CXOJIHBIM C TAaKOBBIM IIPY IPUMEHEHHUH I11a1e00.

[Tocne neuyenus mpenaparoM SIKBUHYC MalMEHTOB C PEBMATOUJHBIM APTPUTOM OTMEYAIOCh
ObicTpoe CHIDKEHHE ChIBOpoToyHOro C-peaktuBHoro Oenka (CPB), uto coxpansigoch Ha
HOPOTSDKEHUM Bcero mnepuoja jedeHus. M3menenus ypoBHs CPB, oTMeueHHble NpH JeyeHUU
npenapatoM SIKBUHyC, HE NPOXOIWIM B TEUYEHUE 2 HeAedb IOciIe OTMEHbl Tepaluu, 4YTO
CBUJIETENLCTBYET O OOJBILICH NPOTOIKUTENBHOCTH (DapMaKOJIWHAMUYECKOW aKTUBHOCTH I10
CPaBHEHHUIO C MIEPUOJIOM IOJTyBbIBEICHUSI.

AHaJIOTMYHbIe N3MEHEHHsI HaOI0AAINCh Y MAUEHTOB C ICOPHA30M.

Amnanornyssle u3MeHeHus B T-kierkax, B-knerkax u CPb B cbIBOpOTKe KpOBM HAOIIOAATUCH Y
NAlMEHTOB C AKTUBHBIM ICOPUATHYECKHM apTPUTOM, OJHAKO OOPATHMOCTh HE OIICHHBAJIU.
CyMMy CBIBOPOTOYHBIX HMMMYHOTJIOOYJIMHOB HE OLIEHHMBAIM Yy MAlUEHTOB C aKTUBHBIM

MCOPHUATUICCKHUM apTPUTOM.

DapmakoKkunemuxa

[TIpopmie  ¢dapmakokuHeTHKH To(aUUTHHMOA XapaKkTepusyeTcss OBICTPbIM  BCACBIBAHHEM
(MakcuMalnbHas IUTa3MEHHas KOHILIEHTpamus jnocturaercss B TedeHue 0,5-1 gaca), ObICTpbIM
BBIBEJICHHEM (TIEPHO/T ITOTYBBIBEICHUS OKOJIO 3 YaCOB) U MPOMOPIIHOHAIEHBIM JI03€ YBETHUYCHHEM
CHUCTEMHON 3KCNO3MIMU. PaBHOBecHass KOHLIEHTpAIMs JOCTUraeTcss B TeueHue 24-48 yacoB ¢
HE3HAYUTENIbHBIM HaKOIUIEHHWEM I10CIIe IPUeMa JiBa pa3a B JICHb.

Abcopoyus u pacnpeodenenue

TodauutuHnb XOpOII0 BCacklBaeTCs, a €ro OMOJOCTYITHOCTh cocTaBisieT 74 %.

[Ipumenenue TodanuTuHUOA C MuUIIeH, OOraToi KUpaMu, HE COMPOBOXKIAIOCH U3MEHEHUSIMHU

IUIOLIAIM MO/ KpUBOM «KoHLEeHTpauus-speMs» (AUC), Torna kak MakCUMallbHasi KOHLIEHTpaLus
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(Cmax) B m1a3mMe KpoBH cHIKaeTcs Ha 32 %. B kiIMHHUYeCKHX HCCIeAOBaHUAX TO(AIUTHHHO
IPUMEHSUIN BHE 3aBUCUMOCTHU OT IpUEMa MUY,

Ces3piBanue TodanuTuHHOAa ¢ OelKaMu IUIa3Mbl KpOBH cocTaBisier npuOmusurensHo 40 %.
TohanuTHNO NPEenMyILIECTBEHHO CBS3bIBAETCS C allbOyMHUHOM U HE CBSI3BIBAETCS C O.1-KUCIBIM
[JIMKONPOTeNHOM. ToanuTHHUO B paBHOM CTENEHU PACHPENENAeTCs] MEXIY SPUTPOLUTAMU U
IJIa3MOM KPOBH.

Memabonuszm u evigedenue

Knupenc Todanuruan6a npumepHo Ha 70 % ocymecTBisieTcs MOCPEACTBOM MeTaboiau3Ma B
neueHn U Ha 30 % — »sKckpeuuedl uepe3 MOYKM B BMJE HEU3MEHEHHOIo TO(MaUTHHUOA.
Metabonu3m TodanmuTHHNOA MpEerMyIIeCTBEHHO orocpenyercs nzopepmentom CYP3A4 u B
MeHbIel crenenn u3opepmenrom CYP2C19. B uccrnenoBaHWM MEYEHHOTO PaOaKTHBHBIM
u30TonoM TodauutuHuOa, Oomee 65 % oT oOweld HUPKYIUpYyIOmEed pajinoaKTUBHOCTU
IPUXOJUIIOCH HA HEM3MEHEHHBIHN TOhaMTHHUO, a ocTanabHbIe 35 % — Ha 8 MeTab0IUTOB (KaXKIbIH
- meHee 8 % ot obmieil paamoakTuBHOCTH). IIpenmonaraercs, 4To BCe META0OIUTHI, KOTOPHIE
HAOJIIOJTAIOTCS Y JKUBOTHBIX, OKasbiBaloT < 10% mnoreHnmansHoe mHrnOmpoBanue JAK1/3. Y
YeJoBeKa HE OOHapyXeHO cTepeokoHBepcuu. DapMmakojoruueckass aKTUBHOCTb CBs3aHa C
HEMEeTa0O0JIM3UPOBAHHBIM TODAITMTHHHUOOM.

PesynbTarel wccnenoBanuii in VItr0 CBUAETENBCTBYIOT O TOM, YTO TO(AIUTHHHO SBISETCS
cyOcTpaToM sl OelKa MHOXKECTBEHHOM JiekapcTBeHHOH ycroiunBoctd 1 (MDR) , HO He s
Oenka yCTOWYMBOCTH K paky Mojo4Hoil »xene3sl (BCRP), nommmenTtuaHoro nepeHocuuka
oprannueckux anuoHoB 1B1 u 1B3 (OATP) min nepeHOCYMKOB OpraHMYeCKUX KaTHOHOB 1 U 2
tuna (OCT), 1 B KITMHUYECKU 3HAYMMBIX KOHIISHTPAIUX He siBiisieTcss uHruoutopom MDR1, OAT
P1B1/1B3, OCT2, nepenocunkoB opranudeckux aHuoHoB 1 u 3 tuma (OAT) wmm Oenka,
ACCOLIMMPOBAHHOTO C MHOXECTBEHHOH JieKapCcTBEHHOU ycToiunBocThio (MRP).
Dapmarokunemuka y nayueHmos ¢ peemMamouoHbimM apmpumom

brulo ycraHoBIeHO, YTO y ManueHToB ¢ peBMatougHbiM apTputoM AUC TodarurtuHuba npu
MUHUMAaJIbHON U MakcuMaibHOU Macce Tena (40 u 140 xr) oka3aJuch CXOJHBIMU C TaKOBOU y
nanueHToB Maccoi tena 70 Kr.

V¥ noxwuineix nanueHToB B Bozpacte 80 net nokazarenb AUC okasaiics MeHee yeM Ha 5 % BbIIle
10 CPaBHEHUIO C MAIMEHTAaMH B BO3pacTte 55 JieT.

V¥ xenmuH AUC Todanutnnnba Ha 7 % HUKE IO CPABHEHHIO C MY)KUMHAMHU.

[TonydeHHbIE JaHHBIE TAaKKE IMOKa3aly OTCYTCTBHE CYIIECTBEHHbIX pasmumumid (<5 %) AUC
TopauuTHHUOA Yy TALIMEHTOB €BPOIIEOUTHON, HETPOUTHON U a3MaTCKOM Pachl.

OTmMmeueHa NOYTH JIMHEHHAs B3aUMOCBSA3b MEXy Maccoil Tena u 00beMOM paclpesieNeHus], YTo

MPUBOANUT K JOCTIKEHUIO 00jiee BHICOKOW Cmax U 00Jiee HU3KOH MUHHUMAJIbHOW KOHIICHTPAIIUU
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(Cmin) B mIasMe KpOBH y TMAIMEHTOB C MEHBIICH Maccoi Tenma. OQHAKO 3TO pasiudue He
paccMaTpuBaeTCs Kak KIMHMYECKH 3HaunMoe. MEeXWHAMBHIyalbHas BapHaOelbHOCTh
(% xoapdunment uzmenunBoct) nokaszarenss AUC ms ropanuturuba cocranisiet okoo 27 %.
DapmakokuHemuKra y nayueHmos ¢ akmugHbLM NCOPUAMUYECcKUM apmpumom

[TommynsioHHbIi  (hapMaKOKMHETHYECKUN aHallu3 MAalMeHTOB C aKTHUBHBIM IICOPHUATUYECKUM
apTpUTOM MoOKa3ai, uto cucreMHoe BozzaercTBue (AUC) todammutuanba mpu 3KCTpeMaIbHBIX
3HaueHusax maccel Tena [(61 kr, 109 kr) (10™ u 90 npouenTuIs B HAGOpe JaHHBIX TIOMYJIALUHI
ManyueHToB)| ObBUIO aHAJOTMYHO TaKOBOMY Yy IMAIIMEHTOB ¢ Maccod Tena 83,3 Kr. Y MOKHIIBIX
nanueHToB B Bo3pacte 80 Jyet, cornacHo onenkam, 3HadeHne AUC 6suto Ha 10 % BbIle, yeM y
MAIHMEHTOB CO cpeHuM Bo3pactoM 50 ner. Y xenmus 3aavenne AUC, no onienkam, Opi1a Ha 5 %
HIDKE, YeM Y MYX4YuH. VIMeronuecss JaHHbIe TaKKe MOKa3alH, YTO KaKhe-TH0O0 CyIEeCTBEHHBIC
paznuuusd B 3HaueHusAx AUC todanutinHrOa Mex 1y naleHTaMyu eBpOneonIHON, HErPOUTHOM U
MOHTOJIOMIHON pac OTCYTCTBYIOT. M3MEHUMBOCTH y pa3HbiX nanueHtoB (% kosdduument
n3MeHunBocTr) 3HaueHnii AUC mis npenapara SIKBHHYC, IO OIIEHKaM, COCTaBIsieT 0koJio 32 %.
Dapmakokunemuka y NAYUEHMO8 C AKMUBHLIM AHKULOZUPYIOWUM CHOHOULOAPMPUMOM
[TomysoHHbI (hapMaKOKMHETUYECKUN aHaIN3 MAlUEHTOB C aKTUBHBIM AaHKHJIO3UPYIOIIUM
CHOHJIMJIOAPTPUTOM TOKa3and OTCYTCTBHE KIMHUYECKH 3HAYUMBIX Pa3IUYUidl B BO3ACHCTBUU
TopanTUHUOA B 3aBUCHMOCTH OT BO3pacTa, Beca, MoJIa U pachl. Y MOXKUIBIX MAlMEHTOB B
Bo3pacte 64 ner knupeHc TodarutuHuOa 0puT Ha 11 % HMXKE 1O CpaBHEHHUIO C MAIMEHTAMH B
cpeaneM Bospacte 40 net. 1o orieHkaM, y MarueHToB )KEHCKOro 1oJ1a KIMpeHe TodaluTuHIO0a Ha
2 % BplIIIe, UeM y AI[MEHTOB MYKCKOT0 110714, a Y MAllMeHTOB a3MaTCKOM packl KIIMPEHC Mpenapara
Ha 10 % Hmxke, yeM y marueHToB Jpyrux pac. [lo omenkam, BapuabenbHocTh 3HaueHud AUC
TopaMTUHUOA MEXAY MallMeHTaMH C aHKWJIO3UPYIOLIUM CIOHINUI0apTpUTOM (% KOdPPUIEHT
U3MEHYMBOCTH) COCTaBISAET MpuMepHo 28 %.

DapmaxkokuHemuKka y nayueHmos ¢ ncopuazom

BblT0 yCTaHOBIEHO, YTO y MAI[MEHTOB C IICOpPHAa3oM KiupeHc Todaruruauda (26,7 i1/4)
npuOIM3KUTENbHO Ha 45 % BBIIIE, YeM Y MAIMECHTOB C PeBMAaTOMIHBIM apTpuToM (18,4 1/u). D10
cooTtBeTcTBYeT ToMy, uTo AUC Todanuruanba y manueHToB ¢ MCOPUa3oM MPUOIM3UTEIHHO Ha
30% wHuxe, uYeM Yy TMAIHUEHTOB C PEBMATOMAHBIM apTPUTOM. MEXUHIUBUIYaTbHAS
BapuabenpHOocTh AUC cocraiser npubmmsutensHo 28 %. Macca Tena He BIUSET Ha KIUPEHC
toanuTHHUOA, B TO BpeMs KaKk 00BEM pacIpe/eIeHUs MOBBIIIACTCS PU YBEIWMYCHUH MacChl
TeJsa. TO MPUBOJIUT K TOMY, UTO Y MAI[MEHTOB ¢ 60JIee HU3KON Maccoi Tenla CpeIHssl paBHOBECHAs
KOHIIEHTpalusi TOQAMTUHNOA COOTBETCTBYET TAaKOBOM Yy MAIIMEHTOB ¢ 0osiee BBICOKOM Maccoit
Tela, MaKCHUMallbHas KOHLIEHTpauus TohauuTHHHOA BbIIIE, a MHHHMAaJbHAs KOHLEHTpALHs,

HUKE, UeM Y MalUEeHTOB ¢ 0oJiee BHICOKOM Maccol Tena. OqHaKo TaKoe pa3Inyue He YUUTHIBACTCS
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KaK KJIMHUYeCcKH 3Hauumoe. He Obulo OTMEdeHO pa3iuuuii B SKCIMO3UIUU TOGAIUTHHHOA MPU
OIICHKE TMOYeYHOW (YHKIUHU (T.€. KIIMPEHCA KPEaTHMHHWHA) Yy TAIMEHTOB Pa3JIMYHOTO BO3PacTa,
MAacChI TeJIa, T0JIa, Pachl, STHUYECKOHN MPUHAIIICKHOCTH U TSHKECTH OCHOBHOTO 3a00JIEBaHUS.
DapmakokuHemuKa y nayueHmos ¢ aKmueHblM s136eHHbIM KOIUMOM

[TomynsioHHbI (papMakKOKMHETHYECKUI aHATN3 MAMEHTOB C S3BEHHBIM KOJUTOM HE BBISBUI
KJIMHUYECKH 3HAUMMBIX H3MEHEHUH ypoBHSA Bo3eiicTBus Todanutnanba (AUC) B 3aBuCcUMOCTH
OT BO3pacTa, MacChl TeJa, MoJia U PacoBOW MPHUHAUICKHOCTH. Bo3nelicTBrE y ®KEHIIUH ObLIO Ha
15 % BbIlIE, YEM y MYXKUYHH, a TaKXKe BO3/CHCTBHE y MAlMEHTOB a3UaTCKOM packl Obu1o Ha 7,3 %
BBIIIIE, YEM Y MAIIMEHTOB Apyrux pac. Habmroganace 3aBUCMMOCTb MEXKIY Maccoil Tesia u 00beMoM
pacrpenenenus, npuBoasias K 0osiee BbICOKOH KOHIEHTpau (Cmax) u 6osiee HU3KO# (Cmin)
KOHIISHTPAIIMH Y IMAIIMEHTOB C MCHBIIIEH Maccoil Tena. Tem He MeHee, 3TO pa3InIre He CUUTACTCS
KIIMHU4ecKkH 3HauuMbIM. [1o onenkam, BapuadenbHOCTh 3HaueHnit AUC Todanutuanba mMexmy
MaldeHTaMH C  SI3BeHHbIM  KOJIUTOM (% Kod3(pPHUIIMEeHT W3MEHUYMBOCTH)  COCTaBIISCT
npubm3uTenbHo 23 % u 25 % npu npueMe mpenapara B 103€ 5 MT JIBa pa3a B CYTKH U B J103€
10 mr 1Ba pa3a B CyTKH, COOTBETCTBEHHO.

DapmakokuHemuka y HAYUEHMO8 C NOJUAPMUKYIAPHbIM F08EHUTbHLIM  UOUONAMUYECKUM
apmpumom (nFOHA).

[TonynsauuoHHbIN (hapMaKOKHHETUYECKUM aHAIIU3, OCHOBAHHBIA Ha pe3yibTaTaxX HCCIIEIOBAHUN
[P IPUMEHEHUU TabJIeTOK ToQaruTUHUOA 5 MT, MOKPBITHIX MJIEHOYHON 000JI04YKOM, ABa pas3a B
CYyTKHM, TOKaszajd, 4YTO HaOmoJanach 3aBHCUMOCTh MEXAY Maccod Tela H KIUPEHCOM
TodaruTHHI0a/00bEMOM pactpeieieHus, MPUBOAAIIAs K 0oJiee HU3KUM 3HAYCHHSIM KIUpPEHca U
o0BeMa pacipe/IeNieHHs y MAMeHTOB ¢ MEHBIIIeH Maccoii Tena. Mimeronuecs TaHHbIe YKa3bIBAIOT
Ha OTCYTCTBHE KJIMHUYECKM 3HAYMMBIX pa3nuuuii B Bo3aeicTtBuu Todarutunuba (AUC) B
3aBHCHUMOCTH OT BO3pPacTa, pachl, MoJja, TUTA MallueHTa UM UCXOIHOU TshkecTH 3a0oneBanus. [1o
orieHkaMm, BapuadenbHOocTh 3HaueHHd AUC Todanumtuamba mexnay namueHTamu c¢ mlOUA
(% ko3 uIMEeHT U3MEHIMBOCTH) COCTABISIET pUMeEpHO 24 %.

DapmaxkokuHemuKka y nayueHmos ¢ Ho8oll KopoHasupycHoul ungexyuetl, evizéannot COVID-19
Jlannapie 0 papMakOKMHETHKE y TAI[MEHTOB C HOBOW KOPOHAaBUPYCHON MH(EKIMEeH, BRI3BAHHOU
COVID-19, oTCyTCTBYIOT.

Hapywenue ¢pynxyuu nouex

VY manueHToB ¢ JETKHM, YMEPEHHBIM HJIU TSDKEIBIM HapyIIeHHEeM (PYHKIMH IMOYEK TOoKa3aTeln
AUC oxka3zanuce Bbeimie Ha 37 %, 43 % u 123 %, COOTBETCTBEHHO, IO CPAaBHEHUIO CO 37J0POBBIMHU
n00poBOIbIIAMH. Y TAIMEHTOB C TEPMUHAIBHON CTagueil MOYeuHOW HEJOCTaTOYHOCTH BKJIAJ
JMaan3a B OO KIHPEeHC TOGaluTUHOA OTHOCUTEITLHO HEOOIBIION.

Hapywenue ¢pynkyuu neuenu
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VY manueHToB ¢ JIETKUM M YMEPEeHHBIM HapyIiieHrueM (pyHkiuu rneuenu nokazarenn AUC Ha 3 %
1 65 % mpeBbIIAIN aHAJIOTHYHBIC TIOKA3aTeNH Y 3I0POBBIX JOOPOBOJIBIIEB.

[TarueHTHl C TSOKEIBIM HapylieHHeM (YHKIUHU MEYEHW WM TAIUCHTH C IMOJIOKHTEIbHBIMU
ceposornueckumu npodamu HBV unu HCV He uzyuanuce.

Jlemckuii 6o3pacm

HccnenoBanuii papMakOKMHETHKH, 0€30MacHOCTH U 3PPEKTUBHOCTH TOPauUTHHUOA Y JeTel He
MIPOBOJIMIIN, 32 UCKITIOYEHUEM TMAIUEHTOB JIETCKOro Bo3pacTa ¢ mtOUA.

®apMaKOKHHETHKa, O0e30macHocTh U A(PQPEKTUBHOCTH INpernapara SIKBHHYC OICHHBAIUCH Y

MalueHToB aeTckoro Bo3pacta nFOMA B Bo3pacte ot 2 jieT a0 18 ner.

IHoka3anus K NpUMeHEHUI0

Pesmamouonwiii apmpum

SxBunyc (TodamuTHHUO) MOKa3aH JUIsl JICYEHUS B3POCIBIX MAIMEHTOB C YMEPEHHBIM WU
TSDKEJIBIM AKTUBHBIM PEBMATOUJIHBIM APTPUTOM C HEAJIEKBATHBIM OTBETOM HA OJWH WU

HECKOJIbKO 0a3MCHBIX MPOTHBOBOCTIAMTENBHBIX npenapatoB (BIIBII).

Icopuamuueckuii apmpum
AxBunyc (TopanuTHHMO) TIOKa3aH Uil JICYEHHUS B3pPOCIBIX NAIUEHTOB C AaKTUBHBIM

MICOPUATUYECKUM APTPUTOM C HEQJICKBAaTHBIM OTBETOM Ha OJIMH WM HECKOJbKo BIIBII.

AHKUnO3UpYOWULL CHOHOUIOAPMPUM
SAxBuHyc (TodanuTHHMO) TIOKa3aH JUIsl JIEUEHUS B3pPOCIBIX TMAIlMEeHTOB C AaKTHUBHBIM
aHKmio3upyromuM crnoramioaprputoM (AC) ¢ HealeKBaTHBIM OTBETOM Ha TPAJAUIMOHHYFO

TCpaIuro.

braweunviit ncopuaz
SxBunyc (TodamuTHHMO) MOKa3aH IS JICYCHHUS] B3POCIBIX C XPOHUYECKUM OJSAIICYHBIM
MICOPUA30M YMEPEHHOW WIIM TSDKEJIONM CTENEHU BBIPAXKEHHOCTH, KOI/Ia TOKa3aHa CUCTEMHas

TCparung Uin (I)OTOTCpaHI/I}I.

AH36ennviii kKoaum

SAxBunyc (ToQanuTUHUO) MOKa3aH I HHIYKIIMOHHON U MOAIEPKUBAIOIIEH Teparmiy B3POCIBIX
MAalMEHTOB C YMEPEHHBIM WJIU TSKEIbIM aKTUBHBIM sI3BeHHBIM KouTOM (SK) ¢ HegocTarouHbIM
OTBETOM, MOTEPEH OTBETA WIJIM HETIEPEHOCUMOCThIO KOPTHKOCTEPOUI0B, azaTronpuHa (A3T), 6-

Mepkanronypusa (6-MI1) win nuaHrn6muTopoB (akTopa Hekposa onyxosneit (PHO).
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TonuapmukynsapHulil 108eHUTbHBIL UOUONAMUYECKUL APMPUM
SAxBunyc (TOohanuTHHNO) TTOKa3aH JJIs JICUYCHUsT aKTUBHOTO MOJUAPTUKYISIPHOTO IOBEHUIIBHOTO

uauonarudeckoro aprputa (mFOMA) y marueHToB B Bo3pacTe 2 JIeT U CTapile.

Hosas xoponasupycnasn ungpexyus, évizeannas COVID-19

Hogas xoponaBupycHas uadeknus, BerzBanaas COVID-19 y rocnutanu3upoBaHHBIX B3POCIIBIX
NAIMEHTOB C JICTKUM/CPEIHETSKEIIBIM TEUCHUEM U (aKTOpPaMU PUCKA TSHKEIOTO TEUCHHS TPU
HAJIMYUU TIATOJIOTUIECKUX H3MEHEHUH B JIETKHX, cooTBeTCTBYIoNMX KT1-2, HO He momy4aronmx
WHBA3WBHYI0O WJIM HEWHBA3WBHYI0 BEHTWIALMIO WM OKCTPAKOPIOPAILHYI0O MEMOpaHHYIO

okcurenanuo (OKMO).

IIpoTuBONOKAa3aHMS

- TMOBBINICHHAS YYyBCTBUTEIBHOCTh K TOMAIUTHHUOY WIM K JIOOOMY JpyromMy KOMIIOHEHTY
npernapara;

- TSDKEJIOe HapylIeHue (PYHKINH [IeYCHH,

- uHpuIMpoBaHue Bupycamu renarura B n/umm C (Hanuuue ceposorudeckux mapkepo HBV u
HCV undexnun);

- KIIUpeHC kpeatuHruHa MeHee 40 Mi1/MuH;

- OJIHOBPEMEHHOE MTPUMEHEHHE KHUBBIX BaKIIMH;

- cienyeT u30eratb OJHOBPEMEHHOI'O NpUMEHEHHUs mpenapara SIKBUHYC ¢ OHMOJIOTHYECKUMHU
npenapaTtamMi, TaKMMH KakK, MHTUOMTOpHI (pakTopa Hekposza omyxonu (PHO), aHTaroHuctsl
unrepieiikunos (UJI-1R, NJI-6R), monokonansubie anHTH-CD20 antutena, antaronuctsl MJI-
17, awrtaronuctsl WJI-12/WJI-23, aHTUUHTETPHUHBI, CENEKTUBHBIE KO-CTUMYIUPYIOIIUE
MOJIYJIATOPHI, a TAKXKe MOIIHBbIE HMMYHO/CTIPECCAHTHI, TAKUE KaK a3aTHOMPHH, IIUKIOCIIOPUH U
TaKPOJIMMYC, TIOCKOJIBKY TaKas KOMOWHAIIUS YBEIMYMBACT BEPOSTHOCTH BBIPAKCHHOM
UMMYHOCYTIPECCHU M PUCK Pa3BUTHS HH(EKIINH;

- TsDKeNble MHPEKINH, aKTUBHBIC WH(M)EKIMH, BKIIIOYas JOKAIbHBIC, TSKENbe HH(PEKINOHHBIE
3a00JIEBAHNUS

- 1eUIUT JIaKTa3bl, HEIEPEHOCUMOCTb JIAKTO3bI, TJIFOK030-TAIaKTO3HAs MaibabcopOIus;

- OepemMeHHOCTH (0e30macHOCTh U 3(Q(PEKTUBHOCTH HE UCCIIETOBAIINCH);

- IEPUOJI TPYJHOT'O BCKapMJIMBAHUS;

- jerckuii Bo3zpacT 10 18 ser (OezomacHOCTh U 3(P(PEKTUBHOCTH HE HCCIEAOBAINCH), 32

HCKIIIOYCHHUEM ITAIUCHTOB C MOJHUAPTUKYJIAPHBIM FOBEHUJIIBHBIM UAUOIIATUYCCKUM apTPUTOM
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Todamutran6 10 Mr nBa pa3a B CyTKH MPOTHUBOIIOKA3aH MaIlMEHTaM, Y KOTOPBIX €CTh OJTHO HJIA
HECKOJIBKO U3 CIEIYIOLINX COCTOSHUI:

e lcnonp3oBaHne  KOMOMHHPOBAHHBIX  TOPMOHAJIBHBIX  KOHTPALENTHBOB  WJIH

3aMECTUTEIBHON TOPMOHAJILHON TEPAIUU
e (CepaevHas HEJJOCTaTOYHOCTD
e Benosnas TpoM003MO0Ms B aHaMHe3€, a IMEHHO TPOMO0IMOoUs ITyOOKUX BEH WIIH
JIeroyHasi sMO0JIus
e HacnencrBeHHOe HapylIeHHE CBEPTHIBAEMOCTH KPOBU
e 370KaueCTBEHHOE HOBOOOPa30BaHUE

o HaIII/IeHTI)I, noAaBECprarommrecs 3HaYUTCIIbHBIM XUPYPIUICCKUM BMECIIATCIIbLCTBAM

C 0CTOPOKHOCTHIO

IIpenapar SIxBUHYC ciieyeT IPUMEHATH C OCTOPOKHOCTBIO:

- NpU IOBBILIEHHOM pHUCKE Meppopaluu OpraHoB xeiayaouyHo-kuiieyHoro tpakra (OKKT)
(HampuMep, y NAlMEHTOB C AUBEPTUKYJIMTOM B aHAMHE3E).

- y JIMI] TIOXKHJIOTO BO3pacTa M MAlMEHTOB C CaxapHbIM TUa0ETOM B CBS3H C BBICOKUM PHUCKOM

pa3BUTHSI HH(EKIIMOHHBIX 3a00JI€BaHUM.

IIpumMenenne npu 6epeMeHHOCTH H B TIEPHO/I TPYTHOT0 BCKAPMJIHBAHUS

AJleKBaTHBIE, XOPOIIO KOHTPOJIUPYEMBIE HCCIIEIOBAaHUS TPUMEHEHHUs Tpernapara SKBUHYC Y
6epeM€HHLIX KCHIIMH HE MIPOBOAUINCE. HKBI/IHyc HC CJICAyCT MNpPUHUMATb BO BpEMiA
OepeMEeHHOCTH.

KeHmMHAM C PEMPOMYKTHBHBIM TOTCHIMAIOM CIEIyeT PEKOMEHIOBATh HCIIOJIb30BaHHE
3¢ (EeKTUBHBIX CPEACTB KOHTPALEIIIMN BO BPEMs Te€paruy npenaparomM JKBUHYC U B TEUEHHUE 1O

MEHBIIEH Mepe 4 Heaenb Mocie MprueMa MocIeIHEeN 1036l Mpenapara.

CnocoOHOCTh TO(I)aI_II/ITI/IHI/I6a IPOHUKATH B I'PYAHOC MOJIOKO Yy YCJIOBCKA HC HM3YYCHA. CJ'IC,Z[yCT

IIPEKPATUTH KOPMJIEHUE IPYAbI0O B IEPUO TEPANNHU ITPENapaToM AKBUHYC.

Cnocod npuMeHeHHs U 103bl

BHyTpb BHE 3aBUCHUMOCTH OT MpUEMA MHUILIH.
AHKURO3upyrOWULl CHOHOUIOAPMPUM

PexoMeH10BaHHas J103a COCTABJISET 5 MI [iBa pa3a B J€Hb.

Peevamouonwiii apmpum
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SIKBUHYC MO>KHO ITPUMEHSATh B KAU€CTBE MOHOTEPAIIMH WJIX B KOMOMHAIIMY ¢ METOTPEKCATOM MU
npyrumu Hebnonornyeckumu BITBII.

PexoMeHn0BaHHas 1032 COCTaBIseT 5 MI JBa pa3a B JI€Hb. Y HEKOTOPBIX MAallMEHTOB MOKET
noTpedoBaThCs yBeNUYeHue 103kl 10 10 Mr 1Ba pasa B 1eHb, B 3aBUCUMOCTH OT KJIMHHYECKOI'O
OTBETA Ha TEPAIUIO.

JlBe Tabnetku mpenapara SIkBuHyC 5 Mr OMOSKBHUBAJIEHTHBI OJJHOM Ta0JieTKe mpenapara SIKBHHYC
10 Mr 1 MOTYT MCIIOJIB30BAaThCS B KAUECTBE abTEPHATUBBI OJHON TabsieTke mpenapara SIkBUHyC
10 mr.

Tlcopuamuueckuti apmpum

Pexomennyemas n1o3a npenaparta SIKBUHYC COCTaBJISI€T 5 MI JIBa pa3a B CYTKH B KOMOMHAIMH CO
ctanaapTHbIMU cuHTeTHYeckuMu BMAPIT (ccBMAPII).

braweunvii ncopuas

PexomenjoBanHas 103a npenapata SIKBUHYC JUIsl ieueHUs OJIAIIEYHOT 0 IICOpHUa3a yMepeHHOH WiIn
TSDKETION cTeneHu cocrapiiseT 10 Mr 1Ba pa3a B CyTKH (Takke cM. ojpasnen «Ocodble KaTeropuu
MALUEHTOBY ).

JlBe Tabnerku nmpenapara SIkBUHYC 5 MI OMOSKBHBAJIEHTHBI OJJHOM TabJieTKe npenapara SIKBUHYC
10 Mr 1 MOTYT HCHOJIB30BATHCS B KAUECTBE aJIbTEPHATHUBHI OJJHON TabJeTke npenapaTa SIKBuHyc
10 mr.

A36ennbiii Konum

Pexomennyemas no3a npenapara SIKBUHYyC JUIsl IEUEHUS B3POCIIBIX AIIUEHTOB C YMEPEHHBIM UIIU
TSDKEJIBIM aKTUBHBIM SI3BEHHBIM KOJMTOM cocTaBisieT 10 Mr mepopanbHO ABa pa3a B CyTKH IS
MHAYKIIMOHHOW Tepanuy B TeUeHUE HE MeHee 8 Henlenb, 3areM S5 Mr wiu 10 Mr 1Ba pa3a B CyTKU
JUISL TTO/JIEP>KUBAIOIIEN Tepaluy B 3aBUCHUMOCTH OT T€pPareBTHUYECKOI0 OTBETA.

JlBe Tabnetku mpenapara SIkBUHyC 5 MI OMOSKBHBAJIEHTHBI OJTHOM TabJieTKe npenapara SIKBUHYC
10 Mr 1 MOTYT HCHOJIB30BATHCS B KAUECTBE aJIbTEPHATUBHI OJJHON TabJeTke npenapaTa SIKBUHyc
10 wmr.

WNHayKIMOHHYIO TEpaIMIo MPEKpalaoT y NalueHTOB, He TOCTUTIINX TEpareBTUYECKOro 3G dexra
K 16 Henene.

st pedpakTepHBIX NAMEHTOB, TAKUX Kak MallUeHThI, KOTOPble HE OTBETUJIM HA MPEIbIIYIIYIO
tepanuio uHruomropom ®HO, crnegyer paccMOTpeTh BONPOC O MPOJOKEHHM JICUEHHUS C
MPUMEHEHNEM MOIJIepKUBatoIen 10361 10 Mr 1Ba pa3a B CyTKH.

[TatenTsl, U1 KOTOPBIX HE COXpaHMJIICS TepaneBThyeckuii 3 dekt npenapara SIKBUHYC B 103€
5 Mr 7Ba pasza B CyTKH, OH MOXeT OBbITh JOCTHTHYT C ITOMOIIBIO IIpHUeMa mpemnapara SIKBUHyc B

no3e 10 Mr aBa pa3a B CyTKH.
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B 1nenom, crienyer mnpuMeHSATh caMyl HH3KYI0 A3(Q(EKTHBHYIO A03y Ui TOJAEepKaHHs
TepaneBTHYECKOTo 3P deKTa.

TonuapmukynsapHulil 108eHUTbHBIL UOUONAMUYECKUL APMPUM

[Ipenapat SIKBUHYC MOKET MPUMEHSTHCS B KaueCTBE MOHOTEpANUU WIM B KOMOWHAIUH C
METOTPEKCATOM.

Pexomenyemast no3a npenapara SIKBUHYC COCTaBIISIET 5 MTI JiBa pa3a B CyTKU (cM. Tabmuiy 1
HUXKE).

Ta6muma 1. Pekomenmyemas 103upoBKa npemnapata Axksunyc 11 naiueHToB ¢ nKOMA B Bo3pacre

2 JIeT U cTapiie

Macca tena (kr) Pexum noszupoBanus

>40 5 Mr 1Ba pasza B CYTKH

Hoesas xoponasupycnas ungexyus, evizéannas COVID-19

Pexomennyemas no3a npenapara SIKBUHYC J1sl B3pOCIIbIX TALMEHTOB cocTasisieT 10 Mr Ba paza
B cyrku B TeueHue 14 gnedl. TodamuTuHUO JODKEH TNPUMEHATHCS TOJBKO Y
TOCHUTAIM3UPOBAHHBIX NMAIUEHTOB U MO HAOII0IeHUEM Bpayei-CleMaaicTOB, UMEIOIUX OTIbIT
JeyeHust JaHHoro 3a0oeBaHus. Eciin BbIMKMCKA U3 CTallMOHApa MPOUCXOAMT J0 3aBeplieHus 14-
JTHEBHOTO TE€PUO/JIa JIEYEHHU s, TpHEeM To(haluTHHNOA ClIeyeT MPEKPATUTb.

JIBe Tabnerku npenapara SIkBUHYC 5 MI OMO3KBUBAJIEHTHBI OJHON TabeTKe npenapara SIKBUHYC
10 Mr 1 MOTYT HCHOJIB30BATHCS B KAUECTBE aJIbTEPHATHUBHI OJJHON TabJeTke npenapaTa SIKBUHyc
10 mr.

Koppekuu}l 003bl 8 C6A3U C Jza60pamoprlMu OMKIOHEHUAMU

MoxeT moTpeOoBaThCA KOPPEKIMsS J03bl WM MpEeKpalieHue Tepanmud B Clydae pa3BUTHUS
JI0303aBUCUMBIX ~ OTKJIOHEHHM  JTaOOpaTOpHBIX  [OKa3arened, BKIouYas JIUMGONEHUIO,
HEUTpOIIeHHIO U aHeMuto (cM. Tabu. 2, 3 u 4).

He pexomenmyercs HauyMHATh TEPANUI0 y MAIMEHTOB C aOCONIOTHBIM YHCIOM HEHUTpOUIOB
(AUH) menee 1000 KieTok/MM® WM ¢ ypOBHEM reMOrnoOMHa MeHee 9 r/mn. J{isl moka3aHMs
«HoBass xopoHaBupycHas wuHpeknus, Bb3BanHas COVID-19» He pexomeHayeTcs HAaYMHATH
TEepanui y MalUeHTOB ¢ ypOBHEM remorioOnHa MeHee 8 r/mn. He pekoMmeHayeTcs HauMHATH
TepanuIo IIPenapaToM y MalHeHTOB ¢ KOITH4ecTBOM IMMQOoIHUToB MeHee 500 KIeToK/MM®,

Tabmuma 2. Koppekuus 10361 ipu TuMdoneHnn

CHuzkeHHOe Yuc/10 JuMpounTon (cM. pazaea «Ocodble yKazaHus»)

Pesyabrar anaausa Pexomenganun

(kaeTox/mMmm3)
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Yucno numdonuros > 500 Bes nsmenennii

Yucno mumponutos < 500 [Ipekpaienue geueHUs
(MOATBEPIKICHO MOBTOPHBIM

aHaJIM30M)

Tabmuua 3. Koppekuus 1035l IpU HEUTPOTICHUH

Huskoe 3nauenne AYH (cm. paznea «Ocodbie ykazaHus»)

JlaGopaTtopHoe PexoMenpanuu
3HaYeHne (KJIeToK/MmS)

AYH >1000 bes usmenennii

AYH 500-1000 [Ipu cToiikoM CHIKEHUH B ATOM JHAra3oHE CJIEIyeT CHU3HTH
703y WIM OTMEHUTH npueM Ao aoctikenus AYH 6omnee 1000
KJIETOK/MM .

JIns manueHToB, nojayvaromux SKBUHYC B 03€ S5 MTI' JIBa pa3a B
CYTKH, TPUOCTAaHOBUTH IipueM npemnapara. [Ipu AYH 6omnee 1000
KJIETOK/MM® BO30OHOBUTH THpHeM IIpenapata SIKBHHYC B 03¢
S MT JIBa pa3a B CYTKH.

Jlnst martmenToB, nonydaromux SAxkBunyc B 103¢ 10 Mr 1Ba pasza B
CYTKH, YMEHBIIUTh A03Y Ipernapara 0 5 MI J1Ba pa3a B CyTKH.
Ipu AUH Gonee 1000 kneTok/MM® yBETMUUTH MPUEM TIpenapara
SAxBunyc B no3e 10 Mr aBa paza B CyTKH, OCHOBBIBasCh Ha

KIIMHUYCCKOM OTBCTC HaA JICUCHUC.

AYH <500 IIpexpamenue nedeHus
(TOATBEPKACHO MPH

MOBTOPHOM OIIEHKE)

Tabnuna 4. Koppekius 10361 Ipyu aHEMHUH

Huskoe 3Hauenne remoro0uHa (cM. pasaen «Ocodble ykazaHHU))

JlaGopaTtopHoe Pexomenpanun

3HaveHue (r/1)

> 9,0 v/t u camxenue Ha| bes nsmenenuit

2 T/U1 U MeHee

< 8,0 r/nn wim camxenune | CrelyeT MPEeKpaTuTh HpPUMEHEHHE TMpenapata SIKBUHYC [0

OoJiee ueM Ha 2 /11 HOpMaJIM3aIluy TeMOTJI00HHA.
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(moaTBEPKACHO MPHU

IIOBTOPHOM OLIEHKE)

Ocobuie Kamezopuu nduyueHmos

Hapywenue ¢ynxyuu novex

Ecnu no3upoBka npemnapara SIKBUHYC COCTaBIISIET 5 MI' [1Ba pa3a B CyTKH, pEKOMEH/I0BaHHAas /1032
JUIS TIAIUEHTOB C TSDKEJIBIMH HAPYHICHUSAMHU (DYHKIIMU MTOYEK COCTABISIET 5 MI' OJUH pa3 B CYTKH
(cM. pasmensl «OcobOble ykazanusi» u «®apmakonornyeckue cBoicTBa»). KoHKpeTHbIe
PEKOMEHIALUH JUIsl KaXK10T0 ITOKa3aHUs MIPE/ICTaBIICHbI HIDKE.

Ecnu no3upoBka npenapara SIksunyc cocrasisiet 10 Mr aBa pasa B CyTKH, peKOMEHJOBaHHAs 7032
JUTS TIAMEHTOB C TSOKEIBIMU HapyIICHUSMH (PYHKIIMU MTOYEK COCTABISIET 5 MI' J1Ba pa3a B CYyTKH
(cM. pasmensl «OcoOble ykazanusi» u «®apmakonoruyeckue cBoicTBa»). KoHKpeTHbIe
PEKOMEH/IALUU JUTSl KaXKA0T0 MOKa3aHUs MPE/ICTaBIEHbl HIXKE.

Pesmamouonwiii apmpum

[TarmenTam ¢ HapyIeHHeM (YHKINH MTOYEK JISTKOW MITH CPEIHEN CTENCHH TSHKECTH He TpedyeTcs
KOPPEKLHHU JO3BI.

Jlo3a npenapata SIKBUHYC He JJOJDKHA MPEBBILIATH 5 MI' 1BA pa3a B JIEHb Y HAIIUEHTOB C TSXKEJIbIM
HapyleHrneM (QyHKIUH MoYeKk (BKJIIOYasi, HO HE OrpaHMYUBAsICh, MALMEHTOB, HAXOAIMXCA Ha
reMO/IHAIIN3E).

llcopuamuueckuu apmpum

VY manueHToB ¢ HapyEeHUsIMUA (YHKIUH OYEK JETKOM UM yMEPEHHOM CTeNeH! KOPPEKIUS 103bI
npenapara He TpeOyercs. PekoMmenayemas 103a npenapata SIKBUHYC COCTaBIIsIET 5 MI' OJIUH pa3 B
CYTKH JJIsl TIAIIMEHTOB C TSDKEIBIMH HapyIICHUSMH MMOYEYHOH (yHKIMH (BKJIIOYas, HO HE
OTpaHUYMBAsACH, MALMEHTOB, HAXOIAUINXCSA Ha remouanuse) (cM. pasaensl «Ocobble yKa3zaHHs»
U «DapMakoIOru4IecKre CBOWCTBAY).

AHKUnO3UpYOWULL CHOHOUIOAPMPUM

VY manueHToB ¢ HapyHIIeHUsIMU (DYHKIIUH TOYEK JIETKOH MM CpeIHEH CTEeTEHH KOPPEKIHS TO03bI
npemnapara He Tpedyercs. Pekomennyemas 103a npemnapara SIKBUHYC COCTaBIIE€T 5 MI' O/IMH pa3 B
CYTKH JUIs TALIMEHTOB C TSHKEJION MOYEYHOM HeT0CTaTOYHOCTHIO (BKIIIOYAsi, HO HE OTPaHUYHBAsICh,
NAallMeHTOB, HaXOJAIIMXCAs Ha reMmoauanuse) (cMm. pasgensl «OcoOble  yKazaHUs» U
«DapMaKoIOTHIECKHE CBOWCTBAY).

braweunviit ncopuaz

VY manueHToB ¢ HapyIEeHUSIMUA (QYHKIUHU OYEK JETKOM TN YMEPEHHOH CTeTIeHU KOPPEKIHS JO3bI
npemnapara He TpedyeTcs. Y MarueHToB ¢ HapyIeHUsIMH (QYHKIIMH OYEK TSHKENIOH CTENeHn 1032

npenapata SIKBUHyC He JOJDKHAa NPEBBIIATh S MI JIBa pa3a B CYTKM (BKJIIOuYas, HO HE
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OrpaHUYMBAsICh, MAI[MCHTOB, HAXOAANIMXCS Ha TeMoananu3e) (cM. pasaessl «OcoOble yKazaHHsD»
U «DapMaKoJIOrHYeCKUe CBOMCTBAY).

A36ennvlil Konum

VY nanueHToB ¢ HapyHIeHUSIMH QYHKIIUHY MOYEK JIETKOM WM YMEPEHHOMN CTEeNEeHU KOPPEKIUS J03bI
npenapata He TpeOyercsa. s MAlMEHTOB € TSDKEIBIMU HApYHICHUSAMM MOYEYHOU (YyHKIUU
(BkJIrOUAs, HO HE OTPAaHMYMBASCH, MAIIMEHTOB, HAXOSIIUXCS HA TEMOJIUAIIN3E) PEKOMEHyeMast
J103a npenapaTa SIKBUHYC COCTaBIIsieT 5 MI JIBa pa3a B CYTKH, €CJIM IPU HOPMAJIbHOM MMOYE€YHON
byHKIMM manueHTy Obuio Obl HasHaueHo 10 Mr aBa pa3a B CYTKH, peKOMEHAyemas 103a
COCTaBJISIET 5 MTI" OJIUH Pa3 B CYyTKU €CIIU ObI IPH HOPMATbHON MOYEYHOM (PYHKIIMH HAIIUEHTY ObLIO
OBl HA3HAYEHO 5 MT JIBa pa3a B CYTKH.

Tonuapmuxynaphwiii 106eHUNbHBIN UOUONAMUYECKUL APMPUM

VY nmanueHToB ¢ HapyIIeHUAMU (PYHKIIMH TTOYEK JIETKOW UM YMEPEHHOM CTETIEHN KOPPEKIIUU 03Bl
He TpeOyercs. J{J1s MalueHToB C TSHKEIbIMU HapyIICHUAMU MOYeYHON (YHKIUH (BKJIIOYAst, HO HE
OTrpaHUYMBAsAChH, MMALIMEHTOB, HAXOJAIIMXCS HAa TeMOAMAIIN3E) PEKOMEHAyeMas Jj03a Ipernapara
SIKBUHYC COCTaBJSIET 5 MI' OJMH pa3 B CYTKH, €CIIM OBl NMPH HOPMAJIBbHON MOYEYHOU (QyHKIHH
nanyMeHTy ObUTo ObI Ha3HAYeHO 5 Mr JBa pas3a B CyTKH (cM. paszzmensl «OcoOble yKazaHUsm» H
«DapMaKkoIOTHYECKHE CBONCTBAY).

Hosas xoponasupycnas unghexyus, evizsannas COVID-19

VY nanueHToB ¢ HapylIeHUsIMU (PYHKIUU MOYEK YMEPEHHON WM TSDKEJIOW CTENEHU KOppeKLUs
JI03bI HE00X0AUMa (CM. TabHIy 5 HIKe). YV HAlMEHTOB C HAPYIICHUAMH (YHKIIUH TTOYEK JeTKOi
CTETIeHU KOPPEKLs /1035l IpenapaTa He TpedyeTcs.

Hapywenue ¢pynkyuu neuenu

VY nanueHToB ¢ HapyleHUSMU (YHKIUU TEYEHU JETKOM CTENEeHHM TSXKECTH KOPPEKLHUs J03blI
npenapata He TpeOyercs. Ecnu 1o3upoBka npenapara SIKBUHYC COCTaBIIsSI€T 5 MT JiBa pa3a B CyTKH,
pPEKOMEH/I0BaHHAas /1032 JUIsl MAallMeHTOB C HApyIIEHUSAMM IEeYeHOYHOH (YHKIMM yMEepeHHOU
CTETEeHH COCTABIISET 5 MI OJIMH pa3 B CyTKH.

Ecmu no3upoBka npemapara SlksuHyc cocrasisietr 10 Mr aBa pasa B CyTKH, peKOMEHIOBaHHAs 71032
JUIS TIALIMEHTOB ¢ HAPYLICHUSIMH MTEYeHOYHON (DYHKIIUM YMEPEHHOW CTENIEHH COCTABIISET 5 MT JBa
pa3a B CyTKH.

KonkpeTHble peKoOMeHAalK Il KaKI0T0 MOKa3aHUsI IPEACTaBICHbI HUXKE.

Pesvamouonwiii apmpum

VY nanueHToB ¢ HapymeHUSMHU (DYHKIMM MEYEHU JIETKOW CTETEeHU TSDKECTH KOPPEKLUs J03bI
npenapara He TpeOyercsi. He cnenyer npuMeHsTh SIKBUHYC y MTAIUEHTOB C TSHKEJIBIM HApYIIICHUEM
¢byukun nedyenu. Jlo3a mpenaparta SIKBUHYC He JOJDKHA MPEBBINIATh 5 MI J1Ba pa3a B JIeHb Y

MAIMEHTOB ¢ HapyIIeHneM QyHKIUU MIEYeHU CPETHEN CTENEeHU TSHKECTH.
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llcopuamuueckuu apmpum

VY nanueHToB ¢ HapymeHUSMH (DYHKIIMM MEYEHU JIETKOW CTENEeHM TSHKECTH KOPPEKUHUs O3B
npenapata He TpebOyercsa. Ilpemapar SIKBUHYC HEe pPEKOMEHAYeTCs NMPUHUMATh HAalMEeHTaM C
TSOKENBIMU  HapylleHusiMM  (QyHKkuuM mnedeHu. Pekomenayemasi no3a mpemnapara SIKBHUHYC
COCTaBJIsieT 5 MI' OJIMH pa3 B CYTKH JJIsl MAIMEHTOB C HApPYIIECHUSMU NEYCHOYHOH (PyHKIUU
yMepeHHO# crenienn (cM. pasaenbl «OcoObie ykazaHus» U «DapMaKoJOrHUECKUE CBOMCTBAY).
AHKUO3UpYIOWUTI CHOHOULOAPMPUN

VY DnanueHToB ¢ HapyHICHUSMH (YHKIMM MEYEHH JIETKOM CTENEeHU TSKECTH KOPPEKIHS J03bI
npenapata He TpeOyercsa. Ilpenmapar SkBuHYC HEe peKOMEHAYETCS MPUHUMAThH IAlUEHTaM C
TSOKENBIMU  HapylleHusIMM (yHKUMK 1edeHu. PekoMenayemass no3a mpemnapara SKBUHYC
COCTaBIIIET 5 MI' OJMH pa3 B CYTKH IS MAalMEHTOB C HAPYNICHUSIMU NMEUYECHOYHOH (YHKIHU
cpenneii creneru (cM. paszaensl «Ocobble ykazaHus» U «DapMaKkoIOrHIeCKHe CBONCTBAY).
braweynviil ncopuas

VY manueHToB ¢ HapyIIeHUSAMH (QYHKIH TIEUYSHH JIETKON CTENeHN KOPPEKIH J03bI ITperapara He
TpeOyercst. Ilpemapar SIkBUHyC HE peKOMEHAyeTCsl NPUHUMATh MALUEHTAM C TKEIbIMU
HapyHICHUSIMH (PYHKIMU MEeYeHHU. Y MAIMEHTOB C HAPYHICHUSIMH (PYHKIMH [EUYEHU yMEpPEHHOU
CTENeHH J03a Mpernapara SIKBHHYC He JIOJDKHA MPEBBIIATh 5 MT JIBa pa3a B CYTKU (CM. pa3iesbl
«Oco0ble ykazanus» U «DapMakoIOrHIecKue CBOMCTBAY).

A36ennbiii Korum

VY nanueHToB ¢ HapylneHUsIMU (YHKIUH ITEYSHH JIETKOM CTENeHH KOPPEKIIHs T03bI MpernapaTa He
TpeOyetcs. [lpemapar SkBHHYC HE peKOMEHAyeTCS NPUHUMATh MAlUEHTaM C TKEIbIMU
HapylmIeHusIMH (QYHKUIUUA TieueHu. JJis MalMeHTOB ¢ HapyIICHUSMH TECYEHOYHOW (QYHKIIUU
YMEpPEHHOM CTeleHu peKOMEeHIyemas Jo03a mpernapara SIKBUHYC COCTaBJIsIET 5 MI JBa pas3a B
CYTKH, €CJI peKOMEHyeMas 1032 IpU HOPMaIIbHOU NeuyeHoYHo! GyHKIMH cocTtaBinseT 10 mr aBa
pa3a B CyTKH, pEKOMEHAyeMasl 103a COCTABIISIET 5 MI' OIUH Pa3 B CYTKH ITPH PEKOMEHIyEMOH J103€
5 Mr J1Ba pa3a B CyTKH [TPU HOPMAJIbHOW NMEYEHOYHON (QYHKIUH.

Tonuapmukynsapuslil 108eHUTbHBIL UOUONAMUYECKUL APMPUM

VY nanueHToB ¢ HapylmeHUsIMU (YHKIUH MTEYSHH JIETKOW CTETIeHH KOPPEKIIHS JO3bI IperapaTa He
TpeOyercst. [lpemapar SkBUHYC HE peKOMEHAyeTCS NPUHUMATh MAIMEHTaM C TOKEIbIMU
HapymieHussMH QYHKIUUA TiedeHu. J[JIg MalMeHTOB ¢ HapyMICHUSMH TICYCHOYHOW (QYHKIIUU
CpelHel CTeleHn peKoMeHayemas 103a npenapara SIKBUHYC COCTaBIISET 5 MI' OJMH pa3 B CYTKH,
€CJIi peKoOMeHayeMas J03a MpU HOPMaTbHOM MeYeHOYHOM (PYHKIIMH COCTAaBIISIET S MT J[Ba pa3a B
cytku (cM. pasaensl «OcoObie ykazaHus» U «DapMaKoIOrHUeCKUE CBOMCTBAY).

Hoesas koponasupycnas ungpexyus, evizeannas COVID-19
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[Ipenapar fkBUHYC He PEKOMEHIyeTCsl MPUHUMATh IMAalMEHTaM C TSKEJIBIMH HAPYLIICHUSMU

¢yHKuMM meyeHu. PexoMeHaanuu mo J03UpOBKE Mpernapara JJis MaldeHTOB C HAPYUICHUSIMHU

(GYHKIMY TIEYSHH JIETKOM WM CPEHEH CTETIeHH MpeICTaBICHbI B TA0IHUIE S HIDKE.

Tabmuna 5. Kpurepun koppekunu 10361/ BpemenHoro npekparienus jgeuenus/Ipexpamenns

neuyeHns?

JlaGopaTopHbIii

nokasareyan/Cocrosinue/B3anumMoneiicreue

3HauyeHue

Pexomenmanus

JlaGopaTopHble OTKJIOHEHUS

AOCOIIOTHOE YHCIIO TUM(OIUTOB

> 250 KIeTOK/MM3

be3 nsmenennit

< 250 KIeToK/MM®

[IpekpatieHue neyeHus

AOCOJIFOTHOE YHCII0 HEUTPODHUIIOB

> 500 KiIeTOK/MM3

bes nsmenenun

< 500 xieToK/MM®

[IpekpatieHue neyeHus

T'emorno6un

> 8,0 /o

bes usmenenuit

< 8,0 r/mn

[Ipexpaienue ne4eHus

YpoBeHb TpaHCaMUHAa3

AJIT mmm ACT <5 x BI'H

bes usmenenuit

AJIT mmu ACT >5 x BI'H

BpemenHo npekparuthb
JIEYEHUE, IPOBECTH
o0clieioBaHue U
paccMOTpPETh BOBMOKHOCTh

OTMEHBI TOQaUTHHNOA

bensie KPOBSIHBIC KIICTKH

> 1000 kj1eToK/MM3

bes nsmenenun

< 1000 kieTok/MM®

[IpekpatmieHue neyeHus

Oco0ble KaTeropuu NANMEHTOB

Hapymenue ¢pyHkiumn nedenu

Hapymenue pyHkimm

NEYCHH JIETKOM CTEeIeHHU

bes usmenenun

Hapymenue pynkunun

NCYCHU cpenHeﬁ CTCIICHU

S MT J1Ba pa3a B CYyTKH

Hapymenue ¢pyHkium nouek

Hapymienue hyHKmn
MOYEK JIETKOU CTEIIeHN
(pCK®) > 60 ma/mun/1,73

M? 1 < 90 Mur/Mun/1,73 M)

bes usmenenun
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MOYEK TSHKEION CTENEHU
(pCK® < 30 mun/mun/1,73
M%) unH cpefHeil cTeneHu
(pCK® < 60 m/mun/1,73

M?)

Hapymenue pyHKImm S MT J1Ba pa3a B CyTKH

JlekapcTBeHHbIE B3aUMO/I€ilCTBUS

MPUMEHEHHE C CHIIbHBIMU
uaruouTopamu CYP3A4,
WM KOMOUHaImen
YMEPEHHOTO HHTHOUTOPA
CYP3A4 u cunbHOTO
unruouropa CYP2C19

OpnHOBpeMEHHOE S MT JIBa pa3a B CyTKH

Coxpamenus: AJIT - anmarmaamuroTpancdepasza, ACT - acmapraramuaoTpancdepasza, pCK® - pacuerHast CKOpocTh
KIry0ouKkoBo# puimbTparmu, BI'H — BepxHss rpaHUIa HOPMEL.
@ Eciiin nabopaTopHOe OTKIOHEHHUE CBSI3aHO, BEPOSATHO, C OCHOBHBIM 3a00JI€BaHUEM, CIIEIyeT PACCMOTPETh PUCKH

MIOJIB3y MPOAOIDKEHHS IpreMa To(panuTHHNOA B TOH K€ MIIM CHH)KEHHOH /103€.

Oonospementnoe npumenerue ¢ uneubumopamu yumoxpoma P450 (CYP3A4) u uzogpepmenmom
CYP2C19

JIns mokaszaHMii ¢ MAaKCUMAaJIbHOM PEKOMEHAYEMOM 10301 mpemnapaTta SIKBUHYC 5 Mr JBa pas3a B
CYTKH JUIsl AI[MEHTOB, MMOJy4YarouX cuibHble HHruouTopsl CYP3A4 (HanpuMep, KETOKOHA30.1)
WIA OJWH WK 0Oojee COMyTCTBYIOIIMX NpenapaToB, 4YTO NPUBOAUT B OOOMX Cllydasx K
ymepenHomy uHruOuposanuto CYP3A4 u cunpHomy unrubuposanuto CYP2C19 (mampumep,
¢di1ykoHa30I1), peKOMeHIyemasl Jjo3a Ipenapara SIKBUHYC COCTaBiIsIeT 5 MI' OJIMH Pa3 B CYTKH.
KoHkpeTHbIE peKOMEHAAMH TSl KaKI0TO MMOKa3aHMsI IPEACTABIEHBI HUXKE.

Peemamouonwiii apmpum

VY manueHToB, TOJyYaronuX MoIlHble HHTHOUTOpHl u30depmenta CYP3A4 (mampumep,
KETOKOHAa30I1), 103a Mpemnapara SIKBUHYC HE JOJKHA MPEBBIIIATh 5 MI' O/IUH pa3 B JICHb.

VY nanueHToB, MOMYyYalOUIMX OJUH MM HECKOJBKO COMYTCTBYIOUIMX MpEnapaToB, CIIOCOOHBIX
ymepeHHO uHruoupoBatbh uzopepmeHT CYP3A4 u akTUBHO HMHrHOMpOBaTh HU30(PEPMEHT
CYP2C19 (manpumep, GirykoHas3oir), 103a npenapaTta SIKBUHYC HE TOJDKHA MPEBBINIATE S MT OJIUH
pa3 B CyTKH.

Ilcopuamuueckuti apmpum
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Pexomenayemas no3a mpenapaTta SIKBUHYC COCTaBJsieT 5 MI' OJIMH pa3 B CYTKU I MAIUEHTOB,
noJtydaronux cuibHble ”HTHOuTOpel CYP3A4 (Hanpumep, keTokoHa30i1). Pekomenayemas no3a
npenapara SIKBUHYC COCTaBJISIET 5 MI' OIUH pa3 B CYTKH JUIs MALIMEHTOB, MOJIYYarOIIUX OJUH WIN
Oojyee CONMYTCTBYIOUIMX IMpernapaToB, YTO MPUBOJUT B OOOUX cClydyasx K YMEpPEHHOMY
naruoupoBannio CYP3A4 u cunpbHomy naruoupoBannio CYP2C19 (manpumep, dirykonason).
AHKUO3UpYIOWUTI CHOHOULOAPMPUN

Pexomennyemas no3a npenapara SIKBUHYC COCTaBIIsI€T 5 MI' OAMH pa3 B CYTKH JUIsl ITAlIUEHTOB,
noytydaronux cuiabHbie uHruouTopel CYP3A4 (Hanmpumep, keTokoHa30i1). Pekomenayemas go3a
npemnapata SIKBUHYC COCTaBJISeT 5 MI' O/IUH pa3 B CYTKH JIJIsl MAlIMEHTOB, MOTYYaroIUX OJUH WIH
0oiiee COMYTCTBYIOIIMX NPENapaToB, 4YTO MPHUBOAUT B OOOMX CIIydasiX K YMEPEHHOMY
uaruoupoBannto CYP3A4 u cunpHoMy naTHOUpOoBanuio CYP2C19 (manpumep, GirykoHa301).
braweynviii ncopuas

Jlo3upoBka npemnapara SIKBUHYC HE JIOJDKHA MPEBBIIIATh 5 MT JIBa pa3a B CYTKHU JUIsl MAlMEHTOB,
nosty4aronux cuiibHbie THruouTopsl CYP3A4 (manpumep, keTokoHa3ou). Jlo3upoBka mnpernapara
SIKBUHYC HE JOJDKHA MPEBBIIATH 5 MT J[Ba pa3a B CYTKH JUIS MAIIMEHTOB, NOTYYAIOIUX OJIUH HITH
0ojyee COMYTCTBYIOUIMX IMpemapaToB, YTO MPUBOJUT B OOOUX Cllydasx K YMEpPEHHOMY
unruoupoBanuo CYP3A4 u cunsHomy unru6buposanuto CYP2C19 (nanpumep, QirykoHa3on).
A36ennbiil Konum

Jnst manueHToB, mosyvdaronux cuibHble MHTHONTOpel CYP3A4 (Hampumep, KETOKOHA30J) WK
OJIUH WM OoJiee COMyTCTBYIOIIMX MPENaparoB, YTO NPUBOAUT B 00OUX CIIydasiX K YMEPEHHOMY
unrn6uposanuio CYP3A4 u cunbHomy nurubupoanuto CYP2C19 (nanpumep, ¢iaykoHaszon),
03y mpenapaTa SIKBUHYC clieyeT yYMEHBLIUTh J0 5 MI JiBa pa3a B CYTKH, €CIM IalHUeHT
npuHuMaet 10 Mr 1Ba pas3a B CyTKH, 103y Ipenapara SIKBUHYC ClIelyeT yMEHbIIUTh 10 5 MI' OJJUH
pa3 B CyTKH, €CJIM MallueHT IPUHUMAET 5 MT J[Ba pa3a B CyTKH.

TonuapmuxynapHwlii 108eHUNbHBIN UOUONAMUYECKUTE APMPUM

VY nanueHToB, noty4aromux cuiibHbie THTUOUTOpSl CYP3 A4 (HanpumMep, K€TOKOHA30J1) UK OJIMH
wiM 0oJiee COMYTCTBYIOUIMX MTPENapaToB, KOTOPbIE MPUBOIAT KaK K YMEPEHHOMY HHTUOMPOBAHUIO
CYP3A4, tax u x cuipHoMy wuHruouposanuto CYP2C19 (mampumep, ¢iaykoHas3om),
pekoMeHayemas J103a mpernapara SIKBUHYC COCTaBJsieT 5 MI' OJUH pa3 B JIeHb, €CIH /1032 IMpH
HOpMaJIbHON (PYHKIIMU MIOYEK COCTABIISIET 5 MT JIBa pa3a B JIeHb (cM. pa3zeinbl «OcoOble yKa3aHHsD
U «DapMaKoJIOrHYECKUEe CBOMCTBAY).

OoHospemennoe npumenenue ¢ unoykmopamu yumoxpoma P450 (CYP3A4)

OpnHOBpeMEHHOE TpPUMEHEHHE Npenapata SIKBUHYC W MOILIHBIX HHIYKTOPOB H30(epMeHTa
CYP3A4 (manpumep, prudaMIUIHA) MOXKET IPUBOAUTH K CHIDKCHHIO WM YTpaTe KIMHUYECKOU

apdextuBHOCTH (CM. pazaen «BzammomelcTBue C APYrUMHU JIEKAPCTBEHHBIMU CPEJICTBAMH).
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OnHOBpeMEHHOE TPUMEHEHHE Tpenapata SIKBUHYC W MOIIHBIX HMHIYKTOPOB wH30(epMeHTa
CYP3A4 He peKOMEHTyeTCH.

Braweunviii ncopuas y nayuenmoes snoHcKou U KOpeucKol HayuoOHAIbHOCmel

VY NanyeHToB JaHHOM KaTerOpuu IMOBBIIICH PUCK Pa3BHTHUS OMOSCHIBaroIIero repreca. Ciemnyer
paccMOTpeTh BO3MOYKHOCTh IIPUMEHEHUS TIpernapara B 03¢ 5 MT JiBa pa3a B CyTKH.

Toowcunvie nayuenmut (> 65 nem)

Koppekiius 10361 y alimeHToOB B BO3pacTe 65 JIeT U ctapiie He TpedyeTcs.

Jlemu

DddexkTuBHOCTE M O€30MacHOCTh Mpenapara SIKBUHYC B JO3MPOBKE 5 MTI' JBa pa3a B JICHb

onieHuBasack y nanueHTtos ¢ nFOMA B Bo3pacte ot 2 set a0 18 ner.

ITo0ouHOE nelicTBHE

HauOonee 4vacThiMU cepbe3HBIMH HEXKENIaTeIbHBIMM DPEAKLUAMH, OTMEYaBLIMMUCA Ha (oHe
Tepanu TOPanuTHHIOOM Y TAIUEHTOB C PEBMATOUIHBIM apTPUTOM, IICOPUATHYECKUM apTPUTOM
¥ TICOPHA30M, OBLITH Cephe3HbIC HH(EKITHH.

B uccienoBaHusX MHAYKIMOHHOW M MOAJIEP)KUBAIOIEH Tepamuu BO BCeX Ipylnax Je4eHUs
HauOoJjiee PacCHpOCTPAHEHHBIMU KaTETOPUSMHU CEpPbE3HBbIX HEXKENATEeNIbHBIX pPEaKkUuid Ipu
A3BEHHOM KOJIMTE OBbUIM HApYIIEHHS CO CTOPOHBI KEIYyAOYHO-KUILIEYHOI'O TPAKTa U MH(EKIUH.
CeprbesHble UH(EKIINY, BKIIOYas CETCUC, BEHO3HYIO TPOMO0IMOO0IINIO, a TaKKe HEXKelaTeabHbIe
SIBJICHUS, CBSI3aHHBIE C J1A0OPATOPHBIMU OTKJIOHEHUSIMH, BKIIHOYas JTUM(OIEHUIO U MOBBILIICHNE
YPOBHsI TpaHCaMHHa3, HaOJIIOAAINCh y MAIMEHTOB C HOBOM KOPOHABUPYCHOH HH(eKuuei,
Be3BaHHOH COVID-19, momy4aBmmx ToGanuTuHUO, U SBISIOTCS H3BECTHBIMU HEKETAaTEIbHBIMA
JIEKapCTBEHHBIMU PEAKLIMUSIMH TOPAUTHHHUOA.

Pesmamouonuwiii apmpum

Y nanueHToB € PEBMATOMJIHBIM ApPTPUTOM CaMble 4YacTble HEXKEJIATENIbHBIE PEaKIMM Ha
MPOTSKEHUH TEPBbIX 3 MECSIEB KOHTPOIUPYEMbIX KIMHMUYECKUX HCCIEAOBAHUN (C pa3BUTUEM
Oonee yem y 2 % manMeHTOB, MOJYYaBIIMX MOHOTEpANMIO MpernapaTtoM SKBUHYC WIH €ro
komOuHarmio ¢ BIIBII), Bkitoyanu ronoBHyo 0051b, HHPEKIMH BEPXHUX ABIXAaTEIbHBIX IMyTeH,
Ha30(papUHTUT, apTEPUATbHYIO TUIIEPTEH3HUIO, TOITHOTY U AUAPEIO.

OtMmeHa Tepanuu B Te€YEHHUE MEPBBIX 3 MECALIEB B CBS3U C JIO0OW HEXeIaTeNbHOM peakiueil Ha
MPOTSKEHUH JIBOMHBIX CJIETIBIX, M1a11€00-KOHTPOIUPYEMBIX UCCIEAOBAHUN UITH UCCIIEOBAHUMN C
METOTpEeKCaTOM B KauecTBe IIpernapara KOHTpoJisi, moTpeboBamack B 3,8 % cioy4yaeB s
NaIMEeHTOB U3 TPYIIEI penapara SkBUHyc 1 3,2 % A7 NalMeHToB U3 IpyIs miane6o. CaMbiMu

YacTHIMU HEKeJIaTeNbHBIMU PEaKusIMU, KOTOpbIE IPUBENU K OTMEHE IpenapaTa SIKBUHYyC, ObLTH
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uHpekuuu. Cample YacTble HWH(QEKIMHM, NPUBOASIIME K OTMEHE TEepanuu, BKIIOYAIU
OTIOSICHIBAIOIINI Te€PIIEC ¥ ITHEBMOHHUIO.

HNudopmanus no Oe30macHOCTH MoJydyeHa Ha ocHoBaHuu onHoro kpymHoro (N = 4362)
PaHIOMHU3HPOBAHHOIO  IOCTPETUCTPAIMOHHOrO HccienoBanus  Oe3omacHoctu  (PASS) y
naueHToB ¢ PA B Bo3pacrte 50 net uinu crapiue, ¢ X0Tsi Obl OJHUM JOIMOJHUTENbHBIM (haKTOPOM
CepACYHO-COCYTUCTOTO pHUCKa ((aKTOpBl CEPACYHO-COCYIUCTOTO PHCKA OINPENSISIIOTCS Kak:
KypeHHue, HaIU4Yhe apTepHaIbHON TUIEPTEH3UH, CaXapHOro AuadeTa, OTATOMICHHBIA CEMEWHBIN
aHaMHe3 10 HIIeMHYecKOM OO0le3HH cepAlla, Haluyue B AaHAMHE3€ pEeBaCKYJSIpU3AlNH,
IIYHTUPOBAaHUS KOPOHAPHBIX apTepuii, nHpapKTa MUOKap/aa, OCTAHOBKHU cep/ila, HeCTaOMIbHOU
CTEHOKapIUH, OCTPOTO KOPOHAPHOTO CHHIPOMA U HAIHYHE SKCTPAAPTUKYISPHBIX OCIOXHEHUH,
cBsizaHHBIX ¢ PA, Hanpumep, y3enku, cunapom lllerpena, xpoHudeckasi aHeMusi, 00OCTpeHHE
3a00JIcBaHUN  JBIXaTEJIbHOW CHUCTEMBI), M MOJYYaBIIMX CTAOWIBbHYIO (DOHOBYIO 03y
MeToTpekcata. bombmuucTBO (60nee 90%) mnanueHToB, NPUHUMABIIMX TO(MAUUTHHUO, B
HACTOSIIEe BPEMs MM KYPHBIIUX B MPOILIOM, UMENN CTaX KypeHus Ooinee 10 et u Menuany
35,0 u 39,0 KypuUTEIBHBIX JIET, COOTBETCTBEHHO.

[TarueHTsl OBUTH PaHAOMHU3UPOBAHBI B OTKPHITOM PEXKUME M MOIydald TOPAIUTHUHUO B /103€
10 mr nBa pasza B CyTkH, ToGaluTHHUO B 03¢ 5 MT ABa pa3a B JeHb, uiu unruourop ®HO (u3
uarnouropoB ®HO npumensuics wim staneprent S0 mr 1 pa3 B Henemo wim anamumymad 40 mr,
IpUMEHSIeMbI ONMH pa3 B JBe Henenu) B cooTHomieHuH 1:1:1. IlepBUYHBIMM KOHEYHBIMU
TOYKAMHM CYHUTAIIMCh TOATBEPIKJICHHBIE 3JI0KaYeCTBEHHBbIE HOBOOOpa30BaHUS (MCKIIOYAS
HeMenaHoMHbIH pak koku (HMPK)) u moATBepiKIeHHBIE CYNICCTBEHHBIE HEXKETaTeIbHbIC
SIBJICHHSI CO CTOPOHBI cepaeuno-cocyauctoi cucremsl (MACE). KymynsatuHast 3a0071€BaeMOCTb
M CTaTHUCTUYECKasi OI[CHKa KOHEYHBIX TOYEK MAaCKHpOBaHBL. J[M3aifH UCCIeIOBaHUS OCHOBAH Ha
MOJICYETEe KOJMUYECTBA CIYUYMBIINXCA COOBITHI M Takxke, TpeOyeT, uToObl MO MEHBIIEH Mepe,
1500 manMeHTOB 3aKOHYMIU HaOIIOZeHHE B TeueHue 3 neT. JleyeHuwe ToparuTHHUOOM B J103€
10 Mr nmBa pa3a B CyTKHM OBUIO TPEKpalIeHO, W TMAIMEHTOB IIEPEKIIIOYalld Ha JICYCHUE
TopaMTUHUOOM B J103€ 5 MI 1Ba pa3a B CyTKH U3-3a NOJy4YeHHON HH(OPMALIUU O 10303aBUCUMOM
MOBBIIICHUH YaCTOTHI PA3BUTHS JIETOUHON SMOOTUH.

Tlcopuamuueckuii apmpum

[Tpu akTUBHOM IICOPUATHUECKOM apTPUTE HaubOJIee YacTO PErUCTPUPYEMBIMH HEXeNaTeIbHbIMU
peakuusMd B TEYEHHE TMEepBbIX |2 HeAenb B IJIANE00-KOHTPOJIHUPYEMBIX KIMHUYECKUX
UCCIIEIOBaHUAX (BO3HHUKAIOIIMMHU Yy >2 % TMalUeHToB, MOJy4aBIIUX NpenapaTr SKBUHYC, C
4acTOTOW He MeHee yeM Ha 1 % mpeBbIlIaonieil yacToTy y MalueHTOB, MOJIyYaBIIMX IJ1aneto)
Obuln  OpOHXWT, JAMapes, JAWUCHENCHsA, IIOBBIIICHHAs YTOMJIAEMOCTb, TOJIOBHas Oo0Jb,

Hazo(apuHTUT, GapUHTHT.
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[IpoueHT ManueHTOB, MPEKPATHBIIUX JICYEHHE M3-3a KAKUX-THOO HEKEeNaTelIbHBIX PEaKkuuil B
TEUYEHUE TMEpBBIX 12 Helenb OBOWHOTO CJENOTo, IUIaned0-KOHTPOIUPYEMOTO HCCIEIOBAHUS
cocraBun 3,2 % i TMAlUMEHTOB, MpUHUMAarmUx SkBuHyc U 2,5 % [Jid TAalHUEHTOB,
npuHUMaroImux Ianebo. Hambonee pacmpocTpaneHHOW HH(eEKIHeH, KOTopas MPUBOIMIA K
NPEKPAIIEHUIO TEPANU, ObLT CHHYCHUT.

OO6umit npoduns OezonmacHOCTH, HAOMIONAEMBIN Y MAIMEHTOB C AKTHBHBIM IICOPUATHUYECKUM
apTPUTOM, TMPOXOAMBIIUX JICUCHHE TMpermapaTtoM SIKBHHYC, COOTBETCTBYET HPOQHIIIO
0€30MacHOCTH y NAMEHTOB C PEBMATOUIHBIM apTPUTOM.

AHKUIO3UPVIOWUL CHOHOULIOADIMPUNN

[Tpumenenue npenapara SIKBUHYC 5 MT' JiBa pa3a B CyTKH U3y4aJIOCh Y HAllMEHTOB C aKTUBHBIM
AQHKIJIO3UPYIOIUM crioHIm10apTputToM (AC) B paHJOMU3MPOBAHHOM JABOHHOM CIICTIOM IL1a1ie0o-
KOHTPOJMPYEMOM KJIMHUYECKOM HccienoBanuu  ¢aszpl 3 (uccienoBanue AC-I) um B
PaHIOMU3UPOBAHHOM JBOMHOM CJIENOM IUIAne00-KOHTPOJIUPYEMOM HCCIIEeIOBAaHUN JHAara3oHa
103 aser 2 (Mccnenosanue AC-II).

B nccnenoBanne AC-1 ObUIM BKITIOUEHBI MAIMEHTHI, Y KOTOPBHIX ObLT HEaJleKBAaTHBIA OTBET KaK

munumyMm Ha 2 HIIBII. Hccnenoanne AC-I Bkitodasno B ce6s 16-HenenbHbIN Iepruo JBOMHOTO

CJIETIOTO JIEYEHU ], B TEUEHUE KOTOPOI'0 NAllMEHTHI NOTyYaliu IpenapaT SIKBUHYC B 103€ 5 MI Wiu
iane6o JBa pasza B CyTKH, U 32-He/1ebHbIN OTKPBITHIN IEPUO/ JICYEHHUS, B TEUEHUE KOTOPOT'o BCe
HalMEeHThl TOTyYaau npenapar SKBUHYC B 103€ 5 MI' /IBa pa3a B CyTKH.

B uccnenosanne AC-II Ob111 BKITIOUEHBI TALMEHTHI ¢ HEAJAEKBAaTHBIM OTBETOM KaKk MUHMMYM Ha
2 HIIBII. OTo KIMHUYECKOE MCCIICOBAHUE BKIFOYAIO B ce0s 12-HeeNbHbIN Mepro;] TBOWHOTO
CJIETIOTO JICYEHMs, B T€UCHHE KOTOPOIo MALMEHTHI MOJIydaly Ipenapar SKBUHYC B J103ax 2 MT,
5 mr, 10 Mr mwum nane6o Ba paza B CyTKH. DTO MCCIIEJOBAHUE TaKXkKe BKIOYAIO0 4-HEIeIbHbIN
nepuoy JainbHeuero Habao1eHus.

B nonynsauuu 6e30nacHOCTH KOMOMHUPOBAHHBIX KJIMHUYECKHUX MCCiIeNoBaHuM ¢a3bl 2 u ¢a3sl 3
B 001melt cnoxkHocTH 420 ManueHToB MoTydaiy npenapar SIkBUHyC B 103ax 2 Mr, 5 Mr uiau 10 mr
JBa pa3a B CyTkH. 13 Hux 316 nanueHToB nomyvanu npenapar SIkBUHyC B 103€ 5 Mr JBa pas3a B
CyTKH B TeueHue a0 48 nenens. Cpeau 3tux 316 nmaureHToB 253 noiydyaiu JICUEHUE B TEUCHHE 6
MECSIIIEB WJIU JI0JIbIIE, a U3 3TUX 253 manuentoB 108 nosyyanu jieueHue B TeueHue 12 mecsien
Wi jaonbiie. B KOMOMHMPOBAHHOM JBOMHOM CIENOM IJIaie00-KOHTPOIUPYEMOM IEpPHO/Ie
uccienoBanus 185 manueHTOB ObUIM PaHIOMHU3MPOBAHBI U IMOJMy4Yalld JIEYEHHE MperapaToM
SxBHUHYC B 103€ 5 MT' JiBa pa3a B CYyTKH, a 187 ObLIM paHIOMU3UPOBAHBI U MOJTyYald IIanedo B
Te4eHue cpoka a0 16 Henmenb. J[omyckanoch COMyTCTBYIOLIEE JIEYEHHUE CTAaOMIIBHBIMHU J103aMU
BIIBII, HIIBIT wmu xoptukocteponnoB (<10 mr/ menn). B wuccinemyemyio MHOMyJsIHiO,

cocrosyo u3 420 nanyeHToB, paHI0MU3UPOBAHHBIX U MTOJIy4aBIIUX NIpenapaT SKBUHYC, BOIUIN
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13 (3,1 %) marmmentoB B Bo3pacte 65 ner u crapuie u 18 (4,3 %) ManMEeHTOB C caxapHbIM
TuabeToM Ha UCXOJHOM yPOBHE.

bnsweynviii ncopuas

VY mauueHToB ¢ ICOpHa3oM HauloJiee YacThIMHM HEXKEJIaTeIbHbIMU PEAKLUsAMHU Ha MPOTSKEHUU
nepBbix 12-16 Henmenb (¢ pazButheMm Oojee 4yeM y 2 % MaIMEHTOB, MOIYyYaroOIIUX TEparuio
npenaparoM SKBUHYC M Kak MUHUMYM Ha 1 % Bbille, yeM HaOIIOJANIOCh Y MAalMEHTOB,
NOJyYaroImuXx miane6o) Ha GpoHe npuMeHeHus TopauntTuaOa ObLITN quapesi, THPEKIUN BEPXHUX
JIbIXaTeNNbHBIX IyTeH, MOBbIIEHNE aKTUBHOCTU KpeaTHH(ochokuHa3bl (KDK), koHueHTpanun
XOJIECTEpUHA B IJIa3Me KPOBH, TMIIEPXO0JIECTEPUHEMUS, TUIIEPIINITUAEMUS U TOI0BHAs 0OJIb.
KonmyecTBO MalMeHTOB, y KOTOPBIX TEpamuio mpenaparoM SKBHHYC HE0OX0auMo ObLIO
OTMEHUTH BCJIEICTBUE PA3BUTHUS TOOOUHBIX peaklUil B TeUeHUE NEpBbIX 12-16 Henenb Tepanuu B
KJIMHUYECKMX MCCIIEOBAHUAX COCTABISUIO 3 % 10 cpaBHEHMIO ¢ 4 % MalUeHTOB, NOJYyYaroluX
iane0o.

HaubGonee wactbiMu MHQEKIUAMH, TPUBOJAIIMMU K OTMEHE Tepamnuu, ObUIM ITHEBMOHMS,
MH(pEKIUHY MOYEBOI0 TPAKTA U OIMOSACHIBAIOIINNA repIiec.

Hzeennvlit koaum

HesxxenaTenbHble sIBIEHUS, KOTOPBIE Pa3BUBAIUCH HE MEHee, 4eM y 2 % MalMeHTOB, MOTy4YaBIINX
SAxBunyc B no3e 10 Mr aBa pasa B CyTKH, C 4YacTOTOW He MeHee, 4yeM Ha | % mpeBbllarouiei
YacTOTy y NAIMEeHTOB, MOJyYaBIIUX IJale00 B MCCIEAOBAHUAX HMHIYKIMOHHON Tepanuu
(uccmemoBanmss OCTAVE Induction-I, OCTAVE Induction-1l u OCTAVE SUSTAIN)
NpPECTaBIsUIN COOOH MOBBILIEHWE YPOBHS KpeaTHH(POC(HOKHHA3BI B KPOBH, Ha30(apHHTHT,
MUPEKCHUIO U TOJIOBHYIO 0OJIb.

B uccnenoBaHusX MHAYKIMOHHOW M IOJAJEP’KUBAIOLIEH Tepanmuu BO BCEX TIpYIIax JeUeHUs
HauOoJiee pacnpoOCTPAaHEHHBIMU KATETOPUSIMHM CEPbE3HBIX HEXKENaTeNbHbIX peakuuil Obun
HapyleHUsT CO CTOPOHBI O KEIyJOYHO-KHIIEYHOTO TpakTa M HH(pekuuu, Hauboiee
pacpoCcTpaHEHHOHN CEphEe3HON HEXENaTeIbHOM peakiuel ObI0 YXy/AIIeHNE S3BEHHOTO KOJUTA.
B KOHTpOIMpyeMBbIX KIMHUYECKUX HCCIEAOBAHUAX S3BEHHOI'O KOJIMTA OBLI 3aperucTpupoBaH 1
cillydail paka Ipyad Y MalUeHTa, IMOoJydyaBIIero rmiamnedo, ciyyaun oOpa30BaHUS COJUIHBIX
3JI0KAQUYECTBEHHBIX HOBOOOpa30BaHMN MM JUM(POM Yy NAIMEHTOB, MOJIy4YaBIIUX SIKBHHYC,
OTCYTCTBOBaJIU. B JOATOCPOYHOM pacHIMPEHHOM HCCIEJOBAHUM Yy TMAIlMEHTOB C S3BEHHBIM
KOJIUTOM, MOJNy4aBIIUX SIKBUHYC, ObUIM OOHapyXeHbl 3J0KaueCTBEHHbIE HOBOOOpa30BaHUS,
BKJIIOYasl COJIM/IHBIE 3JI0KaYeCTBEHHbIE HOBOOOPA30BaHUS U IUM(POMBI.

B uccnenoBaHuAX MHAYKIIMOHHOW M TOAJEP)KUBAIOIIEH Tepanmuu HauOojee yacTas MpUYHHA
MPEeKpaILECHUs] UCCIE0BaHUs 3aKII0Yanach B yXyALICHUU SI3BEHHOTO KOJUTA. 3a MUCKIIIOUEHUEM

MpeKpaleHus MpruemMa npernapara no NpuyuHe yXyAuleHUs S3BEHHOr0 KOJIUTA J10JI MallMeHTOB,
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MPEKPATUBIIUX JICYCHHE M3-3a KaKUX-THMOO HeKeNaTeNbHbIX peakluid, cocTaBuiia MeHee 5 % B
0001 U3 TpyNI, MPUHUMABIIEH SKBUHYC WK I1ae00 B 3TUX HCCIICIOBAHUSX.

OO0muii npodminb 0e30MacHOCTH, HAOMIOJAEMBId y TAIMEHTOB C SI3BEHHBIM KOJHTOM,
MPOXOIUBIINX JIEYCHHE TIperapaToM SIKBUHYC, COOTBETCTBYET Mpoduiio 0€30MacHOCTH MPHU BCEX
MOKa3aHUsX mpernapara SIKBUHYC.

ToauapmuxkyisapHolil 108eHUNLHBLU UOUONAMUYECKUL APDMPUN

Crnenyromue JaHHBIE TIO O€30MACHOCTH OBUIM OCHOBAaHBI HAa JIBOWHOM CJIETIOM ILIaedo-
KOHTPOJINPYEMOM KJIMHUYECKOM HcciienoBanuu (asel 3 (uccnemoBanue pcJIA-I) ¢ yaactuem 225
nanuenToB ¢ mMOUA (56 mamueHTOB My’KCKOro mona U 169 manmueHTOB »KEHCKOro IoJia) B
BO3pacte oT 2 70 18 sjer, moimydaBmmx SIKBUHYC B J103€ MO 5 MI' WJIM SKBUBAJEHTHYIO 03y,
paccuyuTaHHYIO HA OCHOBAHHH MAaCChI TeJa MAIMeHTa, JIBa Pa3a B CYTKHU C WK 0€3 COMyTCTBYIOIEH

TCpalnuu METOTPEKCATOM.

YacrtoTa HexXelIaTeIbHBIX peaKHI/Iﬁ npeacTaBjicHa 110 CJ'IC,Z[YIOH_Ieﬁ KJ'IaCCI/I(I)I/IKaI_[I/II/IZ

OueHb YacThie >10%

Yacteie >1%u<10%

Heyactsle >0,1%u<l%

Penxue >0,01%u<0,1%

Ouens penkue <0,01 %

Hert cBenennii HEBO3MOXHO OIPE/ICIIUTh Ha OCHOBE UMEIOIINXCS JAHHBIX

B kaxmoil 4yacTOTHOH Tpymie HeKelaTelbHbIe PeaKIuH MPEICTABICHBl B MOPSIKE CHIDKEHHS
CEepBhE3HOCTH.

Hngpexyuonnvie u napazumapnvie 3adonesanus. uacmvle - TTHEBMOHMS, OIOSCHIBAIOIINI
reprec, OpOHXWT, I'pUII, CHHYCHT, MH()EKIUU MOUYEBOTO TPAKTa, HAa30(apuUHTUT, (HapUHTHT;
Heuacmvle - TyOepkyne3 (B TOM 4HCIIE IUCCEMUHUPOBAHHBIN TyOepKyle3), TUBEPTHKYIIHT,
nuenoHepPUT, BOCTIAJICHHE TTOAKOXHON XKHPOBOM KIETYATKH, BUPYCHas MH(MEKIHWs, MPOCTOMH
reprec, BUPYCHBIN raCTPOIHTEPUT; pedKue - CENICHC, TyOepKyJie3 HEHTPaJIbHOW HEPBHOM CUCTEMBI
(HHC)?,  osHuedanmut?, HEKpOTH3UpYIOWMH  (acuuuT’, KPUNTOKOKKOBBIH  MEHHUHIHUT?,
JMCCEMUHHPOBAHHBIN TyOepKyIie3, ypocerncuc?, MHeBMOHMsI, BbI3BaHHass Pneumocystis jiroveci,
ITHEBMOKOKKOBasi MTHEBMOHHUA®, OakTepuaibHas MTHEBMOHMS, CTaQHIOKOKKOBas OaKkTepuemus’,
aTUNU4YHasg HMH(QEKUWs, BbI3BaHHAs MHMKOOAKTepUAMH®, UH(EKIMs, BBI3BaHHAS KOMILIEKCOM
Mycobacterium avium?, uuTomeranoBupycHas wuHpekuus, OakTepueMus®, OaKTepHATBHBINA
apTput®. Cpey MaueHToB, IPUHIMABIINX SIKBUHYC, 9aCTOTA CEPhe3HBIX MH(EKIHiT Obla BBIIIe

y M1 cTapuie 65 JeT, 4eM y JIUI Miaauie 65 jer.
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Co cmoponwsl cepoeuno-cocyoucmoii cucmemvl: uacmvle - TOBBIIIEHUE apTEPUATbHOIO
TABJICHUS; Heuacmble — BEHO3HAs TPOMOOIMOOTHS”.

Co cmoponbl nuuiegapumensbHou cucmempl: yacmole - 00Ib B )KUBOTE, PBOTA, TACTPUT, TUAPES,
TOLLIHOTA, JUCTICTICHSL.

Co cmoponvl oomena eewgecme:. uacmvle - TUNEPIUNUIAEMUS, Heuacmvle — JAUCIUIIUAECMUS,
JeruapaTanus.

Co cmoponbl HepeHoIl cucmembl: yacmule - TOJI0OBHAs 00JIb; Heuacmoie - apecTe3usl.
Ilcuxuueckue paccmpoiicmea: neuacmoie - 0€CCOHHULA.

Co cmopoHnbl CKelemHO-MbleYHOll cUcmemvl U COEOUHUMENbHOU MKAHU. Ydacmole -
apTpaJIruy; Hewacmoele - O0Nb B MBIIIAX U KOCTAX, TEHIUHUT, OTEK CYCTaBOB, MBIILIEYHOE
HalpsDKEHUE.

Co cmoponwl Kposu u 1um@amuuecKkoil cucmemsl: yacmoie - AHEMUS; Heyacmeole - IeHKONEeHNU,
HelTpornenus, MMMQoneHus.

[lonTBep K IeHHbIE CTy4ad CHHKEHHs ducia NTUMQOIMTOB 10 ypoBHS MeHee 500 kieTok/mm®
COITPOBOKIAITUCH YBEIIMYCHUEM YaCTOTHI TIOABEPTABIINXCS JICYCHUIO U CEPhE3HBIX MH(PEKITHIA.
He BbIsiBIEHO Kakoi-1M0O YETKON 3aBUCUMOCTH MEXIy HEHTpONEeHHEH M BO3HUKHOBEHHEM
Cepbe3HbIX MH(EKIUH.

Co cmopoHnbl UMMYHHOU CUCmEMbL: Heuacmble — TUIIEPIYBCTBUTEIbHOCTD'

Co cmoponvl ovixamenvroil cucmempl: yacmole - Kalllellb; Heuacmoule - OJbIIIKA, 3aCTOIHbIE
ABJICHUS B IPUJATOYHBIX M1a3yXax HOCA.

Co cmoponbl KOXHCHBIX NOKPOBOE: uacmble — Chillb, aKHE®; Heuacmble - KOXKHBIN 3y, SpUTeMa.
Co cmoponbl neuenu u dHcenuegvleo0AMUX nymeii: Heuacmoie - XUPOBOU IenaTos.
Jobpokauecmeennvle, 310KauecmeeHnbvle U HEYMOUHEHHbIE HO6000paA308anus (6K104aAA
KUCMbl U nOAURBY): Heuacmble - PaK KOXKH, HE CBA3aHHBIN C MEJTAHOMOM .

Hapywenus, eviasnennvlie npu KIUHUYECKUX U J1A0OPAMOPHBIX UCCIE006AHUAX . Yacmble -
MOBBILIEHHE KOHLIeHTpauuu rammariaytamuirpancgepassl (I'TT), KOK, xonecrepuna xkposu (B
KJIMHUYECKUX HCCIIEJOBAaHMUSIX BIIEPBbIE OTMEUAIMCh IIOCIIE MEPBOrO0 Mecslla Teparmud U B
JabHEMIIEM OCTaBaJUCh CTAOMJIBHBIMH), MOBBIIIEHUE MACChl TENA; Heyacmbie - TOBBIIICHHE
AKTUBHOCTH (EpMEHTOB TIICUYEHH, TMOBBIIIEHHE aKTUBHOCTH TpAaHCaMUHA3, IIOBBIIICHHUE
KOHIEHTpAallul KpeaTMHHHA B IJla3Me€ KpPOBH, HapylleHHE (QYHKIMOHAIbHBIX MpOO MeueHw,
MOBBILIICHHE KOHLEHTpAaLUUU JunonporennoB Hu3kod muiotHoctu (JIITHIT). Ilpu mnosbimenun
AKTUBHOCTH TI€YEHOUHBIX (PEPMEHTOB CHMXEHHE /103bl comyTcTBytomero BIIBII, ormena mmm
CHI)KEHME J103bl IIpenapara SIKBUHYC NpUBOAMIIA K YMEHBIIEHUIO WIM HOPMAIU3ALUU TaHHOTO

napamerpa.
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Obwue napywienus u peakuyuu 6 mecme 66e0€HUA. uacmvle - JIUXOPAAKa, YTOMISIEMOCTb,
nepudepruIecKue OTEKH.

Tpaemovl, UHMOKCUKAUUU U OCIONCHEHUA MAHURYIAUWI: Heuacmoule - PACTSIKEHUE CBA30K,
pacTsbKEHUE MBI,

? HexenarenbHble JEKapCTBEHHbIE PEAKIMHM ObUIM 3aperUCTPUPOBAHBI TOJBKO B OTKPBITHIX,
JONTOCPOYHBIX, JTOTIOJHUTEIBHBIX HCCICIOBAHUAX, TOITOMY ObLla OIICHEHAa YacToTa JTHUX
HEXKeIIaTeIbHBIX JICKAPCTBEHHBIX PEaKIIUN B X0J1¢ PaHIOMU3HPOBAHHBIX UCCIICOBAHUI a3kl 3.
YacroTy OakTepuadbHBIX AapTPUTOB OMNpEACNsUIM [0 KOMOWHUPOBAHHOM wYacToTe st
MPEANOYTUTEIHHOTO TEPMUHA OAKTEPUATHHOTO U HHPEKIIMOHHOTO apTPUTOB.

Pak koXu, He CBSI3aHHBIA C MEJIAHOMOM, OBLI YCTAaHOBJIIEH B KaueCTBE HEXKeIaTeIbHOMN
nekapcTBeHHoU peakiuu B 2013 r.; Pak koxu, He CBSI3aHHBIA C MEIAHOMOW, HE SIBJISETCS
MPEANOYTUTEIbHBIM TEPMUHOM: YACTOTa OMpeesieTcs MyTeM KOMOWHUPOBAHUS YacTOT IS
MPENOYTUTEIbHBIX TEPMUHOB 0a3aTbHOKICTOYHBINA PaK U MITOCKOKJIETOUHBIN paK KOXKH.

" JlaHHBIE CIIOHTAHHBIX COOOIICHMH (HAOIIOJAINCh TaKUE PEaKIUU, KaK aHTHOHEBPOTHYCCKHN
OTeK W KpamuBHHIA). HekoTophle peakimu HAOMIONAINCh TAKXKE B PaMKaX KIHHHYECKUX
HCCIIEJOBaHUI.

" Beno3Has TpoM003MOo0mus (Harpumep, TpoMO03MO0IHs TErOYHON apTepun, TpPOMO03 rITyOOKHX
BEH, TPOMOO03 BEH CETUATKH).

¢ HexxenmarenabHas pCaKnus, BEIABICHHAA B XO04€ IMOCTPECTUCTPAIIMOHHBIX HCCHeﬂOBaHHﬁ.

Ilepeno3upoBka

OnbIT nepe103uPOBKH MPU MPUMEHEHUH Npenapara IKBUHYC OTCYTCTBYET.

JleyeHue — cuMIITOMaTUYECKOE U MOAJIEpKUBatolee. B ciydae nepeno3supoBKH peKOMEHyeTCs
KOHTPOJIb COCTOSIHUS MAllMEHTA HA MPEAMET PA3BUTHSI MPU3HAKOB U CUMIITOMOB HEXeNAaTEIbHbIX
peakumii. [Ipm pa3BUTUM HeXeNaTeNbHBIX PEAKIUN CIEIyeT Ha3HAYUTh COOTBETCTBYIOLLYIO
tepanuio. Cnenupuueckoro aHTHI0Ta HE CYIIECTBYET.

JlanHble o papMaKOKHHETHKE Y 3/I0POBBIX JOOPOBOJIBIIEB, MOTYYaBIIUX OJHOKPATHBIE J03bI 10

100 Mr, CBUAETENBCTBYIOT, UTO OKOJIO 95 % OT BBEJICHHOM J03bI BEIBOJUTCS B Te€UeHHE 24 4acoB.

B3aumoaeiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH NpenapaTaMmu

BS’CZMMO()@IZCWIGM}Z, sAUAIOUUE HA NPUMEHEHUe npenapama AKeunyc

[Tockonbky TodauutuHUO MeTabonmusupyercs noa neiicreueM nzopepmenta CYP3A4, Becbma
BEPOSTHO B3aMMOJACUCTBHUE C IpernaparaMy, KOTOpble MHTMOUPYIOT MM MHAYLHMPYIOT JaHHBIN
nzopepMmeHt. Ilpu OAHOBpPEMEHHOM NPUMEHEHHM C MOIIHBIMH HMHIHOMTOpaMu H30(epMeHTa

CYP3A4 (manmpumep, KETOKOHA30JIOM), a TAK)KE MPU OJTHOBPEMEHHOM NTPUMEHEHUH C OJTHUM WJTH
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HECKOJBKMMH YMEpEeHHbIMU HHTHONTOpamMu nzodepmenta CYP3A4 1 MOIIHBIMUA HHTHOUTOPaMHU
uzopepmenra CYP2C19  (mampumep, ¢QaykoHa3omoMm) SKCHO3UIUs  TOparMTHHHOA
yBenuuuBaercs (cM. pasgen «Crnocod npuMeHeHus W A03b»). OIHOBPEMEHHOE NPUMEHEHHE
KeTOKOHa3oyia (MmomHoro wuHruouropa wu3odpepmenta CYP3A4) u  OJHOKpAaTHOM 03Bl
todarutuanba nosbimaer AUC u Cmax Todanutunnba Ha 103 % u 16 %, coOTBETCTBEHHO.
OpnHoBpemMeHHOE TpuMeHeHue QurykoHaszona (ymepeHHoro naruburopa mzodpepmenta CYP3A4,
a Tarke MomHoro wuHruOutopa wm3opepmenta CYP2C19) ysenmumBaer AUC u  Cmax
todauutuanba Ha 79 % u 27 %, COOTBETCTBEHHO.

[Ipn ogHOBpEMEHHOM NpPUMEHEHUH TO(MaUUTUHUOA C CUIBHBIM HMHTHOUTOpPOM H30(depMeHTa
CYP3A4 wmm komOuHammeir ymepeHHoro uHruouropa mzodpepmenta CYP3A4 u cunbpHOTO
uaruouTopa nzopepmenra CYP2C19 Heobxommma KoppeKus 10361 TohanuTuHuOa (CM. pasziel
«Croco0 pUMEHEHHUS U J03bD»).

[Ipy ogHOBpEeMEHHOM TMPUMEHEHUH C MOIHBIMU HHAyKTOpamu wu3zodpepmenta CYP3A4
(HampuMmep, pubaMIMIMHOM) OSKCHO3HMIHUsA TodgauuTuHHOA ymeHbmaercs. OIHOBpeMEHHOE
npuMeHeHne pudammuiHa (MourHoro nHAaykTopa nzopepmenta CYP3A4) camxaer AUC u Crax
todarutuanba Ha 84 % u 74 %, cooTBeTCTBEeHHO (CM. pazaen «Crnocod MPUMEHEHHS U JO3bD»).
BepositHocts BnusiHust uHrHOuTopoB u3zodepmenta CYP2C19 wnm P-rmukomnporenHa Ha
(bapMaKOKMHETHKY TOpalMTHHHOA Maa.

[lpumenenne TodanuTHHUOA HE PEKOMEHAYEeTCS Y TAalWeHTOB, MPUHUMAIOIINX MOIIHBIHA
unaykTop nzopepmentra CYP3A4 (Hanpumep, pudaMnuiyg, 38epod0oil mpoaAbIpsABICHHBIN) UITH Y
NalMEeHTOB, KOTOphIE MPEKPaTHIIM MPHEM MOIIHOro uHaykTopa uzodpepmenta CYP3A4 menee
4yeM 3a 28 THel Wi S Mepro/I0B MOJTYBBIBEICHHS 10 TIpUeMa MEpBOid 10361 ToharuTHHIOA.
OnHOBpeMEHHOEe TPUMEHEHHE Takpoiumyca (cimaboro uHruOutopa mszodepmenta CYP3A4)
yBenuunBaer AUC Ttodamutununba Ha 21 % u cHumxaer Cmax TodanutuHub6a Ha 9 %.
OnHOBpEeMEHHOE MPUMEHEHUE IUKIOCTIOpUHA (YMEpeHHOTro HHruouTopa m3odpepmerra CYP3A4)
yBenuunBaeT AUC todanutuanba Ha 73 % u cHwKaeT Cmax Todarutuanba Ha 17 %.
OnHOBpEeMEHHOE MHOTOKpATHOE MPUMEHEHHE TOGAIMTHHNOA U MOIIHBIX HMMYHO/ICTTPECCAaHTOB
y TAalWMeHTOB C pPEBMATOMUJHBIM apTPUTOM, IICOPHA30M, IICOPHATHYECKUM apTPUTOM,
AQHKWJIO3UPYIOIIMM  CHOHIMJIOAPTPUTOM, SI3BEHHBIM  KOJIUTOM WJIM  MOJHAPTHKYJISPHBIM
IOBEHWJIBHBIM UHOTIATUYECKUM apTPUTOM HE M3Y9ajoCh.

OnHOBpeMeHHOE IPUMEHEHHe ¢ MeToTpekcaToM (15-25 Mr MeToTpekcara oJIiH pa3 B HEJIEHI0) He

OKa3bIBACT BIUSHUSA Ha (apMaKOKUHETUKY TO(palUTHHIOA.

B3auM0()edcm6uﬂ, npu komopwix Axeunyc eiusem na (baDMaKOKuHemuKV ODVZMX npenapamoe
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WccnemoBanwus in Vitro mokasanu, uto TOGaruTHHUO B KOHIIEHTpAIUX, 1axe 0osee yem B 80 pa3
NPEBBIMAIOIINX PABHOBECHYIO Cmax 00111eT0 TodanuTuHIOa, BO3HUKAIOIIYIO ITPU IPUMEHEHUH S
mMr u 10 Mr gBa pasa B jAeHb TOQAIMTUHUOA y TAIMEHTOB C PEBMATOMAHBIM apTPUTOM,
IICOPUATUYECKUM  apTPUTOM, IICOPHA30M, SI3BEHHBIM KOJMTOM M  IOJUAPTUKYJSPHBIM
IOBEHWJIBHBIM HJAMOMNATUYECKUM apTPUTOM, CYIIECTBEHHO HE WHTUOMpYET M HE HMHAYLHUPYET
aKTUBHOCTh OCHOBHBIX TpenapaToB, MeTabonusupyembix muroxpomamu (CYP1A2, CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP2D6 u CYP3A4). /lannble pe3ynbTaThl ObLIH HOATBEPIKICHBI
VICCIICIOBAaHUSAME N Vitr0 JIeKapCTBEHHOTO B3aMMOJCHCTBHUS, KOTOPbIC MMOKA3alu OTCYTCTBHE
U3MEHEHUH (apMaKOKMHETUKH MMJa30JjlaMa, BBICOKOCEJIIEKTUBHOIO cyOcTpaTra H3o(epMeHTa
CYP3A4, mpu 01HOBpEMEHHOM MTPUMEHEHHUH C TOPAITUTHHHOOM.

Januble in VItro moka3epiBalOT, 4TO TOGAIUTHHUO HE WHTHOMPYET aKTUBHOCTH OCHOBHOI'O
4eJoBeYecKoro  (QepmeHrta, MeTaOOJM3UPYIOIIErO  JIEKAPCTBEHHbIE  CPENCTBA, YPUIHUH 5-
mudocdar-rimokyponosmnrpanchepassr (YI'T) [YITIAL, YITIA4, VITIA6, YITIA9 u
YI'T2B7], B xoHuueHtpanusx, B 250 pa3 mnpeBbIIAIOIMNX pPaBHOBECHYIO Cmax 00IIero
TodaruTHHIOA, BO3HUKAOIIYIO MTpH MpuMeHeHnu 5 Mr 1 10 Mr 1Ba pasza B JeHb ToamuTuHnOa
y MaLKEHTOB C PEBMATOUJHBIM apTPUTOM, NICOPHATUYECKUM apTPUTOM, IICOPUA30M, S3BEHHBIM
KOJINTOM U TOJIMAPTUKYJIIPHBIM FOBEHUIBHBIM UIMONATUYECKUM apTPUTOM.

JlauHble N VItro mokasaim, 4To CHOCOOHOCTh TOPAUTUHIOA B TEPANICBTUYCCKUX KOHIICHTPAIHSIX
UHTUOMPOBATh TaKWe TIEPEHOCUYMKH KaKk P-TIIMKONpPOTEWH, OpraHWYecKue aHWOHHBIC
TPAHCHOPTHBIE MOJUMENTHIbI, OPraHNYEeCKUE aHWOHHbIE WJIM KaTHOHHBIE NMEPEHOCUUKU OYEHb
HU3KA.

OnHOBpEeMEHHOE TPUMEHEHHE ¢ TOPAIMTHHIOOM HE OKa3bIBAJIO BIHSHUS HA (PapMaKOKHHETHKY
NEPOPANBHBIX KOHTPALENTHBOB, JICBOHOPTeCTPelia M STHHUIICTPAINOIA Y 3I0POBBIX KEHIIIH.
OnHOBpeMEHHOE NMpUMEHeHue ToganuTuHHOAa ¢ METOTpeKkcaToM B jao3e 15-25 Mr oauH pa3 B
Henemo cHwkano nokazarend AUC u Cmax MeToTpekcata Ha 10 % u 13 %, cOOTBETCTBEHHO.
JlanHbIe M3MeHeHHsI (apMaKOKHHETHKH METOTpeKcaTa He TpeOOBalIM KOPPEKIUH JI03BI, JIHOO
o 00pa MHANBUIYAIBHBIX 103 METOTPEKCaTa.

Y [anmueHToB € PEeBMATOMJIHBIM  apTPUTOM, I[ICOPHA30M, S3BEHHBIM  KOJUTOM H
HNOJHAPTUKYJSIPHBIM IOBEHHJIBHBIM HMJIMONIATHUECKUM apTPUTOM KIMpPEHC TodanutuHuba c
TEYEHUEM BPEMEHHU HE N3MEHSUICSA. DTO CBHIETEILCTBYET O TOM, YTO TOMAITUTHHUO HE BIUSET HA
akTUBHOCTh u3opepmentoB CYP y stux mamuentoB. TakuM o0pa3oM, MajoBEpOSTHO, YTO
OJTHOBpEMEHHOE MpuMeHeHue cyoctparoB uzopepmentoB CYP ¢ TodpauntuHOOM MpHUBEET K
KJIMHUYECKH 3HAUYUMOMY YBEJIMYECHHIO WX MeTabolM3Ma y TMalueHTOB C PEBMATOUIHBIM
apTpUTOM, IICOPUA30M, SI3BEHHBIM KOJIMTOM U  IOJUAPTUKYJSAPHBIM  IOBEHWIBHBIM

UANONaTHYeCKUM apTpuToM. COIyTCTBYIOLIUH MTpHeM Ipenapara SIKBUHYC He OKa3bIBaJl BIUSHUS
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Ha (apMaKOKMHETUKY MET(HOpPMHUHA, CBUACTEIBCTBYS, YTO TOMAIMTHHUO HE BO3JICUCTBYET Ha

nepeHocurk opranndeckux katuoHoB (OCT2) y 310poBBIX T0OPOBOIIBIIEB.

Oco0ble ykazaHus

TohauuTHNO He U3yyalics U ero NPUMEHEHUs cleqyeT n30eraTh y MalueHTOB ¢ 0CJIa0JIeHHBIM
UMMYHHUTETOM, C MOJTBEPKICHHBIMH MMMYHOACOUIIUTHBIME COCTOSIHUSMHU WJIM y TAIMEHTOB,
IPUHUMAIOIIMX  CHJIBHOJCHCTBYIOIIME HMMYHOJEIPECCAHThl  (Hampumep, a3aTUOIPHH,
LIUKJIOCIIOPHH), IpYT'He€ HHIUOUTOPBI SIHYC-KUHA3 MJIM OMOJIOTMYECKHE ITPerapaThl, HallpaBJIeHHbIE
Ha LUTOKWHBI, B-kneTku wnn T-KIETKH, U3-32 BO3MOXKHOCTH YCWJICHHS MMMYHOCYIIPECCUU U
MOBBILIEHUS pUCKA UH(PEKLINU.

[TarueHTsl, NOJyYalOLIME AaKTUBHOE JICYEHHWE [0 T[OBOAY JHOOro 3J10KaYeCTBEHHOIO
HOBOOOpPa30BaHUs WM JUM(pONpoIudepaTUBHOIO 3ab0eBaHus, HE JOJDKHBI I0JIy4aTh
TohauTUHHO.

Kombunuposannoe npumenenue ¢ Opy2umu RpOmMueopesmMamuiecKkumu cpeocmeamu
[Ipumenenue npemnapara SIKBUHYC HE HM3ydajoCh M €ro MPUMEHEHHs ClexyeT u30eratb y
NAllMeHTOB C PEBMATOMJHBIM apTPUTOM B KOMOMHALUMU C OUOJOTMYECKUMH Oa3HCHBIMU
npotuBopeBMatnueckumu npenaparamu (BIIPII), Takumu kak MHrHOMTOpPBI (akTOpa HEKpO3a
onyxosm (OHO), antaronucte uatepnerikuna (MJI)-1R, antaronucter MJI-6R, MOHOKITOHATBHBIE
antutena Kk CD20, cenekTuBHBIE MOIYJATOPbl KO-CTUMYJISILIMM UM BBICOKOAKTHUBHBIE
MMMYHOJETIPECCAHTBl, HAIpUMEp a3aTUONPHH, LUKIOCIOPHUH M TAKPOIMMYC, IOCKOJBKY
CYILLIECTBYET PUCK YCWJIEHUSI HMMYHOCYTIPECCUH C MOCIEAYIOIUM YBEINYEHUEM PUCKA Pa3BUTHUS
MH(EKINH.

[Tpu npumenenun npenapata SkBuHyc B komOuHauuu ¢ MTT nHaGmionanace Oosiee BbICOKas
4acTOTa HEKENATEeNIbHBIX SBJICHUN, 4YeM IpU INPUMEHEHUM Ipenapara SKBUHyC B BHUAC
MOHOTEPAIHH.

[Ipumenenue npemnapara SIKBUHYC HE HM3ydajloCh M €ro INpPUMEHEHHUs cieayeT u30erath y
nanueHToB ¢ MFOMA B koMOMHaIuM ¢ OMOJOTMYECKUMH 0a3MCHBIMU TPOTHBOPEBMATUYECKIMU
npenapatamu (BITPIT), takumu kak anTaroHuctsl MJI-6R, cenekTuBHBIE MOIYJSATOPHI KO-
CTUMYJSILMM W  BBICOKOAKTMBHBIMH HMMMYHOJIEIIPDECCAHTAMH, HAIpHUMEp a3aTUONPUH U
LUKJIOCTIOPUH, TIOCKOJBKY CYIIECTBYET PUCK YCHJIEHUS MMMYHOCYIIPECCHM C MOCIEAYIOLUIUM
YBEJIMUYEHUEM PUCKA Pa3BUTHUS HH(EKIINH.

[Ipumenenue mnpenaparta SIKBUHYC HE H3y4aJoCh M €ro NMPUMEHEHMs ClieAyeT u3berarb y

MNanuceHTOB C AHKWJIO3UPYIOIIHUM CIIOHAWJIOAPTPUTOM B KOMGI/IHaLII/II/I ¢ OHOJOTrHYECKUMU
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O6azucHpIMU TIpoTHBOpeBMatnueckumMu mpenaparamu  (BIIPII) wam  BBICOKOAKTHBHBIMU
MMMYHOJIEIPECCAaHTaMHM, HallpUMEp a3aTUONPUH U LIUKJIOCIIOPHH.

Obwue unghexyuu

HaunGosee yacTeiMu WHGEKIUAMU, OTMEYaeMbIMH Ha (oHE NpuMeHeHHs] TodanuTuHHOA Yy
MAIMEHTOB C PEBMATOMJIHBIM apTPUTOM, ObUIM HH(EKIUU BEPXHUX [bIXaTENbHBIX MyTEH U
HazopapuHrut (4,1 % u 3,4 %, COOTBETCTBEHHO).

Haubonee vacTeiMu MHQEKIUSIMH, OTMEYaEMbIMU B TEUYEeHHE MEpBBIX 12-16 Hemenb Tepanmuu
TohauUTUHUOOM TAIMEHTOB C IICOPHA30M, ObLIM Ha30(apUHTUT U HWH(EKIUH BEPXHUX
IbpIXaTenbHbIX myTeil (Hazodapuurut B 7 % u 8 % cinyuyaeB npu npumeHeHuun 5 mr u 10 mr
toanuTHHUOA /1Ba pa3a B CyTKH, COOTBETCTBEHHO U MH(EKIIMHA BEPXHUX JBIXATEIbHBIX MTyTEH B
4% u 5% cinydyaeB npu npumeHeHun S wmr u 10 mr todauuruHubGa nBa paza B CYTKH,
COOTBETCTBEHHO).

Cepvesnvle ungexyuu

VY nanueHToB, MOIyYaroUIMX HMMYHOMOJYJIATOPBI, BKJIIOYas OHOJOTMYECKHE Ipenaparhl U
SIKBUHYC, OTMEUYEHBI CEpbE3HbIE, a WHOTAAa U CMEpTelbHble WH(EKIUH, BBI3BAaHHbIC
OakTepuaIbHBIMU, MHUKOOAKTEpUATbHBIMU, TPUOKOBBIMH, BHPYCHBIMH  WJIM  HHBIMHU
OMIMOPTYHUCTHUECKUMHU BO3OyauTeNnsIMU. CaMble 4acThle Cephe3HbIe MH(MEKIIUN, OTMEUEHHBIE IPU
MPUMEHEHUH TipenapaTa SIKBUHYC, BKIIFOYAIOT MHEBMOHUIO, HH(EKIINI0O MOUYEBBIBOSIINX ITyTEH,
BOCIAJICHUE TOJKOXXHOM KJIETYATKH, OMOSICHIBAIOIIUIN reprec, OpOHXUT, CENTHYECKUU IIIOK,
JUBEPTUKYJUT, TaCTPOIHTEPUT, AaNNEHAUIUT M cerncuc. M3 uucina ONmopTyHUCTHYECKUX
uH(peKIU npu MPUMEHEHUU Npenaparta SIKBUHYC OTMEUEHBI Cy4yau pa3BUTHUS TyOepKyles3a H
JIpYrMX MUKOOAKTEpHUAIbHBIX MHPEKIINN, KpUITOKOKK03a, THCTOIUIa3MO03a, KaH/I1, 1032 MUIIEeBO/a,
OMOSCHIBAIOIIETO JIMIIAsl C MOPAKEHUEM pa3JIMYHBIX JI€PMATOMOB, IIMTOMETraJIOBUPYCHOU
uHpekunu, BK-BupycHoii nHpeKuu u aucreprosa. Y HEKOTOPHIX MAIIMEHTOB C PEBMATOUIHBIM
apTPUTOM OTMEYAJIM JUCCEMUHUPOBAHHbIE 3a00JE€BaHUS Yalle BCEro INpPH OJHOBPEMEHHOM
MPUMEHEHUH HMMYHOMOJYJSITOPOB — METOTpEKcaTa WM TIOKOKOPTUKOCTEPOUIOB, KOTOPHIE
camMH 1o cebe M B JIONOJHEHHE K OCHOBHOMY 3a00JIEBaHHIO PEBMATOMJIHOMY apTpUTy MOTYT
npenpacronaraTh K pa3BUTHIO WHGeKIuid. Takke BO3MOXKHO pPa3BUTHE M WHBIX CEPbE3HBIX
uH(pEKIN, KOTOpble He ObLTH 3aperuCTPUPOBAHBI B KIMHUYECKUX HCCIEIOBAHUIX (HAIIPUMED,
KOKITUMOMHKO3a).

B ogHOM KpymHOM paHAOMHU3MPOBAHHOM IOCTPETHCTPAIMOHHOM HCCIEOBaHUM 0€30MacHOCTU
(PASS) y mammentoB ¢ PA B Bospacre 50 yer u crapuie mo KpaiHeH Mepe ¢ OJHUM
JIOTIOJTHUTEIBHBIM ~ (PaKTOPOM pHUCKA CEepACYHO-COCYTUCTHIX 3a00JeBaHUN Yy MAIEHTOB,
MoJTy4aBIuX TohanuTUHUO, IO cpaBHEHHIO ¢ HHTHONTOpoM PHO HabI0AATOCH 10303aBUCUMOE

yBEJIMUYEHHUE Yncia cepbe3HbIX nHpekunii. HekoTopsie u3 3TuX cepbe3HbIX MHPEKINN TPUBETH K

Crp. 29 u3 41



cMepTelbHOMY HcXxoay. B ucciaenmoBanum Takke cooOmianioch 00 ONMOPTYHUCTHYECKHX
UHPEKIHUAX.

3a UCKIIFOYeHHEM HOBOU KOpoHaBUPYCHOU mH(pekinu, BeizBanHoii COVID 19, Todarutuanb He
clelyeT Ha3HauaTh NAIMEHTaM C [O0J03PEBAaeMbIMH WIIM IOATBEPKICHHBIMH aKTUBHBIMU
CUCTEMHBIMU OaKTepUaIbHBIMU, TPUOKOBBIMU WJIM BUPYCHBIMU MH(PEKIUAMU, BKIIOYasi, IOMUMO
IPOYEro, AaKTUBHYI HMH(EKIMIO OMOSCHIBAIOLIETO TepIieca; IOATBEP)KICHHbBIM aKTUBHBINA
TyOepKyIe3 HIM UCTOPUIO HealeKBaTHO JICUeHHOTo TyOepKyesa; noarsepxkaenusie HBV, HCV
nu BUY uadexuun. [lepen npumenernem npernaparta SIKBUHYC ClIeTyeT OLIGHUTh COOTHOIIIEHUE
PHUCK/TIONIb3a OT TEpaIluy y MAllMEHTOB C aKTUBHBIMU CEPbE3HBIMU MH(DEKIUSIMH, KpOME HOBOMU
KopoHaBHpycHOW MH(pekun, Bei3BaHHOH COVID 19, ¢ xpoHHueckol WM peruanBUPYIOLICH
UHQEKIMel, IMocjae KOHTAaKTa C OOJBHBIM TYOEpKyJie30M, HalUuueM TSDKEIOH WiIn
OMIMOPTYHUCTHUECKON HH(MEKIMH B aHaMHE3€, y NAI[MeHTOB, KOTOpPbIE XWJIA WA HEIABHO
MOCETUJIM SHIEMHYHBbIE palloHbI MO TyOepKyjie3y WIM MHUKO3aM, a TakKe Yy MaIMeHTOB C
IPEpPACONOKEHHOCTEI0O K pa3BuTHiO uH(pekunu. [lanueHTsl 1ojuie)kaT BHUMATEIBHOMY
HAOJIOZICHUIO HA MPEIMET Pa3BUTHs NMPHU3HAKOB W CHMIITOMOB MH(EKIMH BO BPEMs H IOCIE
Tepanuu mpenaparoM SkBuHyC. SIKBUHYC CleAyeT BPEMEHHO OTMEHHUTh, €CJIM Yy TMalheHTa
pa3BUIIaCh cepbe3Has MH(GEKIHsI, ONMOPTYHUCTHYECKAss MH(MEKIIHS WU CETICUC, A0 TeX Mop, MoKa
He OyJIeT YCTaHOBJIEH KOHTPOJIb HAJl COCTOSTHUEM MarenTa. [Ipu pa3BUTHH HOBOW MH(pEKINN Ha
¢oHe mpUMEeHeHUs Tmpenapara SIKBUHYC TalMEHT MOJUIKHUT OBICTPOMY U TIOJHOMY
JMarHOCTUYECKOMY  OOCNI€IOBAaHMIO 1O  aHAJOTMM € HAalMeHTOM,  CTpaJaloliuM
umMMmyHo iepuuToM. [lokazaHo Ha3HaYeHHE COOTBETCTBYIOIIEH aHTHOAKTEpUAIbHOM Tepanuy, a
TaK)Ke TIIATeIbHOE JMHAMUYECKOE Ha0JII0IeHNE.

[TockoNBKY MOKUITBIE TTAIMEHTHI U TMAIIMEHTHI ¢ CaXapHBIM TUAa0eTOM OOBIYHO XapaKTEPU3YIOTCS
6oJiee BBICOKON 4acTOTOM pa3BUTHUA MHPEKIHIA, B TOJOOHBIX CIIydasx TakXke CleayeT coOIr01aTh
OCTOPOKHOCTh. Tarke peKOMEeHIyeTcsl COOJII0IaTh OCTOPOKHOCTh NPH MPUMEHEHUH Tpernapara
y TAIMEeHTOB C XPOHUYECKUMH 3a00JIeBaHMSIMH JIETKUX, TaK KaK OHH MOTYT OBITH Oolee
MIOJIBEPKEHBI MHPEKIMAM. B KITMHIUECKUX HCCIIeIOBaHUSIX B BO BPEMS MTOCTPETUCTPAIIMOHHOTO
OpUMEHEHHs Tpernapara CoOOIAlIoCh O CIy4asX Pa3BUTHUS MHTEPCTHUIMAIBHOTO 3a00JE€BaHUS
JeTKUX (B HEKOTOPBIX CIy4asx C JETaIbHBIM MCXOA0M) Yy MalMEHTOB, MOJYYAIOIUX TEeParuio
npenapatoM SIKBUHYC, HHTHOMTOPOM SIHyC-KMHA3. TeM He MeHee, poJib WHTHOMPOBAHUS STHYC-
KWHA3bl HEM3BECTHA.

Puck nH(}eKnn MOXXET MOBBIIATHCS MPHU YBEIMUYSCHUH CTENIEHH TshKecTH JuMdonenuu. B stom
cllydae TpHU OLEHKE HHIUBUAYAIBHOTO pHCKa pa3BUTHS MH(EKUUHU ClelyeT MPUHUMATh BO
BHUMaHUE KOJMYECTBO JIUMQOLMTOB. YCIOBUS OTMEHBI Ipenapara U KPUTEPUU KOHTPOJIS

auMGoTrieHnH ONKCcaHbl B pasene «Crnocod npuMeHeHUs U 103bD».
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Tybepkynes

[lepen mpumeHeHHeM mpenapara SIKBUHYC CIEIyeT OICHUTh COOTHOILICHHWE PHUCK/TONIb3a OT
TEpanuy y NalMeHTOB C TYOEpPKyJe30M B aHAMHE3€e, Y MallUeHTOB, KOTOPbIE KUJIM WM HEAaBHO
MOCETUJIN SHJEMHUYHbIE PallOHbI IO TyOepKyJe3y.

[lepen mpumeHeHueMm mnpemnapara SIKBUHYC cClelyeT MNpPOBECTH OOCJIEIOBaHHE Ha MpeaMeT
NPU3HAKOB JIATCHTHOM WM aKTUBHOM TyOepKyJe3HOH HH(EKINU B COOTBETCTBHH C JIOKATbHBIMU
PEKOMEHIALIUSMHU.

[TarueHTsl € JIaTeHTHBIM TyOepKyJie30M TMiepell HadajoM Tepamnuu IpenapatoM SKBUHYC
MOJJIeKAT CTAaH/IAPTHON aHTUMHUKOOAKTEPHAIbHOM Teparum.

[lepen HauvanoMm Tepanuu InpenapaToM SIKBUHYC y MAlUMEHTOB C JIATEHTHBIM WJIM aKTHUBHBIM
TyOepKyJe30M B aHaMHe3€, INpU OTCYTCTBHUM MOATBEPKACHMUS aJEKBATHOTO Kypca
MPOTUBOTYOEPKYJIE3HOM Tepanuu, a TakkKe Y MMalMeHTOB C OTPHUIATEIbHBIM Pe3yIbTaTOM
WCCJICIOBAHMsI Ha JIATEHTHBIA TyOepKyle3, HO HaiuuueM (QakTOpOB pHUCKA TyOepKyJe3HOM
MH(pEKUNH, CJleIyeT MNPOBECTH COOTBETCTBYIOLLYIO IPOTUBOTYOEpKyJe3Hyto Tepamnuto. [lpu
NOPUHATHA PEIICHUs] OTHOCUTEIBHO HEOOXOIWMOCTH TIPOBEICHHS TMPOTHBOTYOEPKYJIE3HOM
Tepanuu Yy KaXJOro KOHKPETHOrO TNAIMEHTa PEKOMEHAYETCs HPOKOHCYJIbTUPOBATHCS C
dTH3naTpOM.

[TarueHTsl TOJUIEKAT TIIATEIBHOMY HAONIOJEHHUIO Ha MpPEeIMET pa3BUTHUS IPU3HAKOB
TyOepKyJie3a, BKIIOYash MAallMEHTOB C OTPULATENbHBIM pE3yJbTaTOM TecTa Ha JIATEHTHBIN
TyOepKyJie3 10 Hayajia TepanuH.

Peaxmueayus supycnuvix ungexyuii

PeaktuBanus BupycHbIX HHGekuui omnucaHa npu npumeHeHuun Ttepanuu BIIBII. Crnyuan
peakTuMBallMM BHpyca Trepreca (HallpuMep, OIOSCBHIBAIOIIErO Treprieca) TAaKKe ONUCaHbl B
KJIMHUYECKUX MCCIIEIOBAaHUAX Mpenapara SkBUHyc. B OIHOM KpyNmHOM paHIOMHU3MPOBAHHOM
MOCTPETUCTPAIIMOHHOM uccienoBanuu 6e3omacHocT (PASS) y manuentos ¢ PA B Bo3pacte 50
JeT W cTaplie Mo KpallHell Mepe C OJHHUM JIONOJHUTENbHBIM (DaKTOpOM pHCKa CepAeYHO-
COCYJIMCTBIX 3a00JI€BaHUN Y TIAIIUEHTOB, MOYYaBIIUX TODAMUTHHNO, HAOTIOJAT0Ch YBETHUCHUE
CJIy4aeB OMOSCHIBAIOIIETO reprieca rno cpaBHeHuto ¢ uaruouropom ®HO. B mocTMapKkeTHHIOBBIX
WCCIIEIOBAHMSIX COOOIIANIOCh O Ciy4asX peakTUBallMM BUpyca remaruta B y manueHTOB,
MOJTy4aBIIUX Tepamnuio npenapatoMm SkBuHyc. BnusHue npenapara SIKBUHYC Ha peakTHBAIUIO
XPOHUYECKOI0 BUPYCHOTO T€MaTuTa HEeW3BeCTHO. [lalueHTOB ¢ MOJOMKUTETBHBIM PE3YyJIbTaTOM
TeCTUpOBaHUs HA renatuthl B u C UCKIIIOUNIN U3 KIMHUYECKUX UccienoBanuil. [lepen navanom
Tepanuu npenapaToMm SIKBUHYC CIIE€QyeT MPOBECTH CKPUHUHT Ha MPEIMET HAJIUYUS BUPYCHOIO

rernaTura.
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B ximHMYecknx uccienoBaHuaX npenapara SAKBUHYC y MPEaCTaBUTENEH ATOHCKOW U KOPEHUCKOM
HAI[MOHAJIBHOCTEN OTMEYAI0TCsl 00JIEE YacThle CIyyau pa3BUTHsI ONOSACHIBAIOLIETO repiieca, YeM y
MPEACTaBUTENEN APYTUX HALIMOHAIIBHOCTEMN.

YacroTa nosiBICHUS OMOSCHIBAIOIIETO reprieca MOXKET YBEIMUUTHCS Y MAllMeHTOB C JUIUTEIbHBIM
aHAMHE30M PEBMATOUHOTO apTpUTa, KOTOPHIE paHee IMOJIydaiau JiBa U Oosiee OMOIOTHYECKHUX
BIIBII; y manuenTos ¢ AUH menee 1000 knetox/mm>,

Benosnas mpombosmbonus

Benosnas tpom603M60snst (BTD) Habmroanack y nalueHToOB, MPUHUMABIIKX MpernapaT SIKBUHYC
B KJIMHUYECKHUX MCCICJAOBAHUSAX U TMOCTPETUCTPALMOHHBIX OTYeTaXx. B oJHOM KpymHOM
pangomuszupoBanHoM uccienoBanuu PASS y nammenTtoB ¢ PA B Bo3pacte 50 net unu crapiue, ¢
XOTS1 OBl OTHUM JOTOJTHUTEIBHBIM CEPACYHO-COCYTUCTHIM (PaKTOPOM PHCKA, MTAMEHTHI Oy YalIH
nedeHre ToQanuTUHUOOM B J103€ 5 MT JiBa pa3a B CYyTKH, TopauTuHUOOM B 03¢ 10 Mr aBa pasa
B cyTku wiu unHruoburopom ®HO. B nannom wuccnepoBaHuu HaOII0aIoCh J0303aBUCHUMOE
HOBBIIICHUE YaCTOTHI Pa3BUTHUS Jero4yHOW 3MOosmu (JID) y mamueHToB, KOTOpPBIC MOJTyYallu
Tepanuio TOGauUTUHUOOM B cpaBHeHMM C Tepanued uHruOutopamu DPHO (cMm. pazgen
«Ilobounoe neiictBue»). MHorue ciydan JID ObUIM CEphE3HBIMH M HEKOTOPBIC CIy4Yad HMEITH
JIETaNbHBIA UCXO/.

Crnyuan JID B 3TOM Hcce10BaHUU ObUIHM 3apEerMCTPUPOBAHBI Yallle y MalueHTOB, TPUHUMAIOIINX
TOQaMTUHUO, O CPaBHEHUIO C JAPYTMMHU HCCIEIOBaHUAMHU TodauuTtuHuOa (CM. pasjaen
«ITo6ouHOE HeicTBHEY).

Cnyyau Tpom603a rimy6okux BeH (TI'B) Habmroaanmuich Bo BCeX Tpex Ipymnnax NalleHToB JaHHOTO
uccnenoBanus (cM. pasaen «Ilo6ouHoe aeicTBHEY).

Heo0xomuMo TIpOBOIUTH OIIEHKY TMAIMEHTOB OTHOCHTEIBHO (DAaKTOpPOB pHCKA BEHO3HBIX
TpOMOOSMOOIMUECKUX SBJICHUH 10 Hayajga JIEYeHHs U TEpPUOJAMYECKH BO BpEeMs JICUCHHMS.
Heo6xonumo npuMeHsTs npenapaT SIKBUHYC ¢ OCTOPOKHOCTBIO Y NMAIIMEHTOB B Bo3pacTe 65 jer
M CTapuie U y MalUeHTOB, HMEIOUMX (AaKTOpbl pHUCKA BEHO3HBIX TPOMOOIMOOIMYECKHX
ocnoxHeHui (Hampumep, TpomM003 B aHamHe3e). HeoOxomammo Oe30TiiarateibHO MPOBOIHMTH
OLIEHKY TAllMEHTOB C NMpH3HaKamMu 1 cuMntToMamMu BTD u oTMeHUTh TOGaMTHHUO y HaleHTOB
¢ nopo3peBaeMbiM BT, BHe 3aBUCHMOCTH OT MPUMEHSEMON J03bI UITH MOKa3aHHUsL.
TodauuTuHub He U3yyancs, U ero NpUMEHEHHs cienyeT u30eratb y nalueHToB ¢ TpOMOO30M B
aHaMHEe3€ WM TOATBEP)KACHHBIM TPOMOO30M B HACTOSIIWNA MOMEHT BpPEMEHH, a TaKXkKe Y
NAaIMEeHTOB C HapyIIEHUEM CBEPTHIBAEMOCTH KPOBH B JIMYHOM U CEMEHHOM aHaMHe3e MepBOU
CTENEHH POJICTBA.

TodauutuHu® crienyer NpUMEHSTh TOJIBKO y B3POCIBIX T'OCHUTAIU3HPOBAHHBIX MAI[UEHTOB C

HOBOW  KOpoHaBUpycHOM wuH(peknuen, BberBBaHHOH COVID-19, «koTopple mody4aroT
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AHTUKOATYJIIHTHYIO mpodunaktuky BTD. He crmemyer mnpuMeHsSTh 3CTPOTEHCOIEpIKAIINE
KOHTpALIENITUBBI B TeUeHUE 48 yacoB J0 Hayasa JeueHus WK Bo Bpems JieueHus. [Ipu nosisienun
KJIMHUYECKHX MPU3HAKOB TpomMOo3a TIyOOKMX BEH/IMOOJIMHU JIETOYHOH apTepuu Mpuem
ToauuTHHUOA ClenyeT IMpeKpaTUTh, MALHMEHTOB CJeNyeT He3aMeIJIMTEIbHO O00CIeNoBaTh M
Ha3HAYUTh COOTBETCTBYIOIIIEE JICUECHUE.

OcHognble nexcenramenvHble cepoedHo-cocyoucmole cooblmus (6Kn04as UHGapkm Muokapoa)

B onHoMm kpynHOM pannomusnpoBaHHoOM ucciieqosanuu PASS y nanuenTos ¢ PA B Bo3pacre 50
JeT U craplie IO KpaliHed Mepe ¢ OJHUM JONOJIHUTENbHBIM (aKTOPOM pPHUCKA CEpIEYHO-
COCYIUCTBIX 3a00J€BaHMH MalLMEHTHl Moiydand TodauuTMHUO 5 Mr naBa pa3a B JEHb,
toauutnan® 10 Mr aBa pasa B mens winu uHruOurop ®HO. OcHoBHBIE HEOIArONPHUSATHHIE
cepaeuHo-cocyaucteie coObiTust (MACE), Bkitouas nHdapkT Muokap/a, HabJII0JaIuCh BO BCEX
TpeX IpyMIax JIEYEHUs B 3TOM HCCIEAOBAaHUM. Y MAIMEHTOB, MOJYy4aBUIMX TOPALUTUHHUO, MO
cpaBHeHMio ¢ uHruOuTopom @HO Habmroganock yBequueHue yuciia HedaTaabHbIX HH(APKTOB
muokapaa. MACE, Bkimouast, nH(apKT MHOKap/1a, Yaiie BCTPEeYaliuch y AllMeHTOB B Bo3pacte 65
JIET U CTaplue, MalueHTOB, KOTOPbIE KYPAT B TEUEHUE JJIUTEILHOTO BPEMEHU B HACTOSALIEE BpeMs
WIM B IPOIJIOM M Yy TMalUEHTOB ¢ 3a00JieBaHMEM CEpJIEYHO-COCYIUCTOM CHCTEMbI
arepockiepoTuieckoro reHe3a B anamuese (ASCVD). Cnenyer nposiBISTh OCTOPOKHOCTh MPH
JICYEHUU NAIMEeHTOB B Bo3pacTe 65 JeT M craplle, MalMeHTOB, KOTOpble KypAT B TEUEHHE
JUINTETIHOTO BPEMEHM B HACTOSALIEE BpeMs WM B MPOIJIOM, a TaKKe MallMeHTOB C APYTHUMHU
dakTOopaMH pHCKa CepleYHO-COCYAMCTHIX 3abosieBaHuil (Hampumep, 3a00JeBaHHE CEepACYHO-
COCYIMCTON CHCTEMBI aTepoCKiIepoTHUecKoro rene3a B anamuese (ASCVD)). V maiueHToB
TUMH (AaKTOpaMU pUCKa JI0 MPUHSTHS PELICHHs O Hayajie WIN MPOJI0JKEHUU JICUEHUs CIIETyeT
MIPOBECTU MHAMBHIyaJIbHYIO OLIEHKY PUCKA U MOJIb3bI.

3nokauecmeennvie u aumghonponugepamusnvie 3a001e6anus (3a UCKTIOUEHUEM PAKA KOXCU, He
omuocawuecs k meranome (PKHM))

[lepen HavaaoM Tepamnuu MalKMEHTOB C CYIIECTBYIONIMM 3JI0KaYECTBEHHBIM HOBOOOpA30BaHUEM
WIM JAaHHBIMH O 3JI0KaYECTBEHHOM HOBOOOpa30BaHMM B aHaMHE3€, KpOME H3JI€UEHHOTrO
HemenaHoMHoro paka koxu (HMPK), unu mpu paccMOTpeHHH BO3MOXKHOCTH TMPOJIODKEHUS
Tepanuy npenapaToM SIKBUHYC y MAIMEHTOB CO 3JI0KaYeCTBEHHBIM HOBOOOPAa30BaHHEM CIIEIyeT
YUUTBHIBaTh PUCKH U MIPEUMYLIECTBa JiedeHUs npenaparom Sksunyc. CymiecTByeT BO3MOKHOCTbD,
4yTO SIKBUHYC BIIMSET Ha 3allUTy OpraHU3Ma OT 3JI0KaY€CTBEHHBIX HOBOOOPA30BaHUH.

B kpynHom pangomusupoBaHHOM uccienoBanuu PASS y GonbHbix PA B Bo3pacte 50 net u
cTapme C XOTs Obl OJHHM JOMOJHHUTEIBHBIM CEpIACYHO-COCYIUCTHIM (DaKTOpPOM pHCKA,
HaOJII0AAJIOCh  YBEJIMYEHUE YHCIA 3JI0KAYECTBEHHBIX HOBOOOpA30BaHMH y MAlMEHTOB,

noJy4aBIIuX TOGaMTUHUO 10 cpaBHeHHIO ¢ wuHruoutopom OHO. 3nokauecTBeHHBIC
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HOBOOOpa3oBaHusl, 3a uckmouenneM HMPK, game BcTpevanuch y manueHToB B Bo3pacte 65 jeT
U CTaplie, a TAK)KE€ y MALUEHTOB, KOTOPbIE KypsIT B TEUEHUE JJIUTEIBHOIO BPEMEHHU B HACTOSILIEE
BpeMs Wi B npouuioM. Cienyer cobmoaaTh OCTOPOKHOCTH MPH JICYCHUH TTAIUEHTOB B BO3PACTe
65 ner u crapiue, MalUEeHTOB, KOTOPbIE KypSAT B TEUEHHUE JUIUTEIBHOTO BPEMEHHU B HACTOSAILIEE
BpeMs WIM B MPOILIOM, a TakKe MalUeHTOB C JpyruMu (akTopaMu pHCKa pPa3BUTHS
3JI0KQUYECTBEHHBIX HOBOOOpPA30OBaHM (HampuMep, 3JI0KAaYeCTBEHHbIE HOBOOOpA3OBaHUS B
HACTOsIIIlee BpeMs JIM B aHaMHe3e). Y NalMeHTOB C 3TUMH (AKTOpaMH PUCKA O TPHHITHSA
pelIeHUs] O Havyalle WM MPOAODKEHUU JICYEHUs CIIEYEeT MPOBECTU MHIAMBUIYAIBHYIO OLEHKY
PHUCKA U MOJIb3BI.

AHKUO3UpYIOWUTE CHOHOULOAPMPUN

B xoMmOuHMpOBaHHON MOMYJISIIIMU 0€30MAaCHOCTH, cocTosAmerd u3 1 1iainedo-KOHTPOJIUPYEMOTo
KIIMHUYECKOro HccienoBanuss (aspl 2 u 1 miane0o-KOHTPOIUPYEMOro  KIMHHYECKOTO
uccienoBanus (as3pl 3 cpeay MAUEHTOB C aKTHUBHBIM aHKHJIO3UPYIOIIUM CIIOHAWIOAPTPUTOM Y
420 mnauueHTOB, NoOJy4yaBHIMX mpenapar SkBuHyc a0 48 Heaenb (233 manueHTO-JeT
HaOJIIO/ICHNS), HE OBUIM BBISBJICHBI 3JI0KAYECTBEHHBIC HOBOOOPA30BaHUSs, 32 UCKIIIOYCHUEM paKa
KOKH, He oTHOCsIIerocs K menanome (PKHM).

VY manueHToB, MOTY4YaBUIMX JIEYEHHUE MpenaparoM SIKBUHYC, OBLIM 3aperucTPUPOBAHBI CIIydau
auMGOMBI U y TAIIMEHTOB, MOJyYaBIIUX Mpenapar SIKBUHYC B OOJIBIIOM paHAOMU3HPOBAHHOM
uccnenoBannu PASS, y manmenToB ¢ PA B Bo3pacte 50 jer u crapiie 1o KpaifHei Mepe ¢ OTHUM
JIOTIOJTHUTEIBHBIM (DAKTOPOM pHCKa CepACUHO-COCYTUCThIX 3a0oneBanuii. HecMoTps Ha TO, UTO y
HaIMEeHTOB C PEBMATOMIHBIM apTPUTOM, OCOOEHHO C BHICOKOAKTUBHOU (OpMOii 3a00eBaHus, U Y
NAIMEHTOB C IICOPHAa30M MOXKET HalOonaThesi 0ojiee BHICOKMH PHUCK (B HECKOJBKO pa3 BHIIIE)
pa3BuTHs JUM(POMBI TIO CPaBHEHHUIO C OOIIEH MOMyJsIIUeH, posib mpemnapara SIKBUHYC, €Clu
TaKOBasi UMEETCA, B pa3BUTUHU JTUM(POMBI HE YCTAaHOBJICHA.

Pak nerkux HaOmojancs y NAalMEeHTOB, MOJyYaBIIUX Mpenapar SIkBuHyc. Pak Jierkux Takxke
Ha0JI01aJICsl y MAlMeHTOB, MOJIyYaBIINX Mpenapar SIKBUHYC, B O0JIBIIOM paHAOMU3HPOBAHHOM
uccaenosann PASS y manuenTos ¢ PA B Bozpacte 50 neT u crapiie 1no kpaiiHed Mepe ¢ OJHUM
JIOTIOJTHUTEIBHBIM (PAKTOPOM PUCKA CEPAECYHO-COCYIUCTHIX 3a00JeBaHUN; yBETUUEHUE CIy4yacB
paka Jerkux HabJ0AaI0Ch Y MalMeHTOoB, MoJyYaBIIuX npenapat Sksunyc 10 Mr 1Ba pa3a B IeHb
no cpaBHeHuto ¢ unruouropom ®HO. U3 30 cinyuaeB paka JIETKHX, 3aperHCTPUPOBAHHBIX B
HCCJIEIOBAaHUM Y TMAalME€HTOB, MPUHUMABIINX TOPALUTUHUO, BCe, KpoMe 2, ObUIM y MallEeHTOB,
KOTOpBIE KypHWJIM B HACTOSIEE BPEMsI UM B NMPOLUIOM. [[aliMeHTHl ¢ peBMATOUMAHBIM apTPUTOM

MOTYT MOJBEprarbcsi 60Jiee BHICOKOMY PHCKY Pa3BUTHUS paKa JIETKUX, YeM 00IIast MOy JISIHs.

Crp. 34 uz 41



B kIMHMUYECKMX HCCIENOBaHMSIX M MOCTPETUCTPALIMOHHOM MEepUOoJe ObLIM 3aperuCTpUpOBAHbBI
CJIydau Pa3BUTHA IPYTHX 3JI0KAYECTBEHHBIX HOBOOOPA30BaHUH, BKIIIOUYas (HO HE OTPaHUYMBASCH),
pak Ipyziu, MeJIaHOMa, paK IpeICTaTeIbHOM JKene3bl U paK MOAKEIYJOUHOM KEJIE3bl.

Bnusnue Ttepanuum npenmapatoM SIKBUHyC Ha pa3BUTHE W TEYCHHME 3JI0KAYECTBEHHBIX
HOBOOOPa30BaHUI HEU3BECTHO.

B 6onbiom pannomusupoBanHoM uccienosanuu PASS y nanuenTos ¢ PA B Bo3pacte 50 ser u
CTapIe Mo KpaifHell Mepe ¢ OJHUM JOMOJHHUTEIBHBIM (PAKTOPOM PUCKA CEPACYHO-COCYIUCTHIX
3a00s1eBaHni HAOII01aI0Ch YBEJIMYEHUE 3I0Ka4eCTBEHHBIX HOBOOOPa30BaHU (3a MCKIIIOUEHUEM
PKHM) y manmeHToB, nmosy4aBIIuX mnpernapat SIKBUHYC, 0 cpaBHeHHIO ¢ uHTHOUTOpoM DHO.
3nokauecTBeHHBIE HOBOOOpa3oBanu (3a uckimouyenneM PKHM) game BCTpedanuch y MoKUIbIX
NAIUEHTOB U Y MalMEHTOB, KOTOPBIE KYPUJIU B HACTOSAIIEE BPEMS WIH B IIPOLLIOM.

Paxk xoorcu, ne omuocsawutics k meranome (PKHM)

Coobmanocs o ciayvasx pazsutist PKHM y nanueHToB, noay4aronux Tepanuo ToGauuTHHIOOM.
PKHM Takxe ObLIM 3aperucTpupoBaHbl B O0OJIBIIOM paHIOMU3UPOBaHHOM HccienaoBannu PASS
y manueHToB ¢ PA B Bo3pacte 50 jeT u crapiie mo KpaiHed Mepe C OJIHUM JIOMOJHUTEIbHBIM
(bakTOpOM pHCKa CEepAeYHO-COCYIUCThIX 3abosieBaHUil. B 3TOM wHccnenoBaHuM y MHalMEHTOB,
HOJy4aBIIUX TOQaUTHHUO, 0 cpaBHeHUIO ¢ uHrHOuTopomM ®HO, HabmOaNOCh yBEINYEHUE
oburero konnyectsa PKHM, Bkirouast miuockokiieTounslil pak koxu. [lockonbky yacrora PKHM
BbIIIE y NOXWIBIX JIoAed M y mnauueHToB ¢ aHamHesoM PKHM, cnenyer cobmonath
OCTOPOXXHOCTb IIPHU JICUEHUU TAaKUX IMalUEHTOB. PeKkoMeHIyeTcs NMPOBOAUTH NEPHUOIUYECKOE
o0cIieZioBaHNE KOXKH y MAIMEHTOB C MOBBIIIEHHBIM PUCKOM PAa3BUTHS PaKa KOXH.

TodamutnanG B mo3mpoBke 10 Mr gBa paza B J€Hb NMPOTHBOINOKA3aH IMAIMEHTaM C BBICOKHM
PHUCKOM JIerouHoi 3M0o0suu (cM. paszzen «I[IpotuBonokazanus»). JlonoaHurensHbIMU (hakTOpamu
pHUCKa, KOTOpBIE CJIEAYeT YUYUTBIBATH IIPHU OIpPEAEICHUM pHUcKa pa3zButusa JID y mnanmeHra,
SBJISTIOTCSI TTOXKUJION BO3pacT, OXKUpPEHHE, KypeHHe U UMMOOUIIH3aIHSL.

Cryuau nepghopayuu opearnos KKT

B kiMHMYecKuX MCCiIeIoOBaHUsAX B TOM YHUCIE B OOJIBIIOM PaHJIOMU3UPOBAHHOM HCCIIEOBAHUU
PASS y naumenroB ¢ PA B Bospacre 50 ner um crapumie, 1o KpailHEM Mepe, C OIHUM
JIOTIOJTHUTEIBHBIM (PAaKTOPOM PHUCKA CEPJEUYHO-COCYAMUCTHIX 3a00JEBaHUN OMHMCAHBI CIy4yau
nepdopanuu opranoB KK T. Poias nHrHOMpOBaHMS SHYC-KHHA3bI TPH ATUX SBJICHUSX HEM3BECTHA.
Takue ciayyan B OCHOBHOM ObUIM OINUCaHbI Kak nepdopains AUBEpTHKYIIA, IEPUTOHUT, abciiecc
B OPIOIIHOW TMOJIOCTH M aNMeHAUIUT. Bce manueHTsl ¢ peBMaTOMAHBIM apTPUTOM, Y KOTOPBIX
pasBuiacek nepgopanust opranoB JKKT, momyyanu cOmyTCTBYIONIYIO TEPANUIO0 HECTEPOUIHBIMU
MIPOTUBOBOCTIAIUTEITLHBIMHU npenaparamu (HITBIT) u/unu TJTFOKOKOPTUKOUIAMHU.

OTHOCHUTENBHBIN BKJIAJ COIMYTCTBYIOIIEH TEpanmvu W MPUMEHEHHs Mpenapara SKBUHYC MNpU
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pazsutuu nepdoparuu opranoB KKT nHemsBecreH. YacToTa pa3BHTHS TaKHX OCIOKHEHHH Yy
MalMeHTOB C TICOPUA30M, COTJIACHO JIAHHBIM KJIMHUYECKUX UCCJIEIOBAHUM, COCTaBJIsET
0,09 ciyuaes/100 nmarreHTO-JI€T.

SIKBUHYC cleayeT € OCTOPOXKHOCTHIO NPHUMEHSATh Yy NAIlMeHTOB C IMOBBIIIEHHBIM PHUCKOM
nepdopanuu opranos KXKT (nanpumep, y malieHTOB C AUBEPTUKYIUTOM B aHaMHe3e). [lareHTsl
C HOBBIMH CHUMIITOMaMHU WUJIM yCYTyOJICGHUEM CYIIECTBYIOLIUX CUMITOMOB CO CTOPOHBI OPTraHOB
KKT nomiexxaT HeMeUIEeHHOMY OOCIICIOBAHHIO JUISI PAHHETO BBISIBJIICHUS TIep(opauu OpraHoB
KKT. B kmuHH4eCKHX HCCIeI0BaHUAX aHKUIIO3UPYIOLIETO CIIOHIUI0APTPUTA HE OBLIO BBISBICHO
cinyuaeB niepdopanuu opranoB JXKXKT cpenu 420 manueHTOB, MOMy4YaBIIUX Mpenapar SIKBUHYC B
TedeHue 10 48 Henenp (233 manueHTo-JIeT HaOIIOACHNUS).

Ilepenomul

[lepenombl HabMIOJANKMCh Yy MAIMEHTOB, MOJYYaBIIMX Mpenapar SKBUHYC B KIMHHUYECKUX
UCCJICTOBAHMSIX U B IOCTPETUCTPALIMOHHBINA IEPUO.

B xoHTpONMMpyeMbIX KITHHUYECKUX HCCIIeIOBAaHUAX (a3bl 3 y manueHToB ¢ PA B TeueHue nepuoaa
ot 0 10 3 MecsIIeB YacToTa MepPeIOMOB Y MAIIMEHTOB, MOJMYyYaBIINX MpernapaT SIKBUHYC 5 Mr J1Ba
pasa B JieHb, SlkBuHyc 10 Mr ABa pa3a B JeHb U Iuianedo cocrapisiia 2,11, 2,56 u 4,43 nanueHToB
¢ cooprTrsiMi Ha 100 PY's, cOOTBETCTBEHHO.

B 6onbimom panngomusupoBanHoM uccienosanuu PASS y manmenTtos ¢ PA B Bo3pacte 50 net u
CTapliie 1Mo KpaHeW Mepe ¢ OJHUM JIOTIOJHUTEIBHBIM (PaKTOPOM PHCKA CEPACUHO-COCYIUCTHIX
3a00yIeBaHUN TepeNoMbl HAOMIOJANMCh B TPYIMNax JeUYeHUs IMpemapaToM SKBHHYC U
unruouropamu ®HO.

CrnenyeT nposiBIsITh OCTOPOKHOCTD y TMAIIMEHTOB C U3BECTHBIMU (DAKTOpAMH PUCKA TIEPEIOMOB,
TaKUX KakK TMOXKWJIbIC TMAIlMEHThI, IMAIMEHTHl XEHCKOTO TMOJjia W TMAalUeHTHI, NMPUHUMAIOIINE
KOPTUKOCTEPOUIBI.

Puck cepoeuno-cocyoucmuix 3a60nesanuii

[TaniueHTHl ¢ pPEeBMATOWIHBIM APTPUTOM TMOABEPIKEHBI MOBBIIMICHHOMY PHCKY BO3HHKHOBEHUS
HapyIIEHUH CO CTOPOHBI CEPJACYHO-COCYJMCTOW CHUCTEMBl, U y TaKWX NAIMEHTOB CJEAyeT
KOHTPOJMPOBATH (DaKTOPHI pUCKa (HAIIPUMED, apTepUaTbHYIO THIIEPTEH3UIO U THIIEPIIUITHIEMUIO)
B paMKaX OOBIYHOTO CTaHJIAPTHOTO JICUSHHUSI.

Depmenmul neueHu

[Ipu nedyennm mpemaparoM SKBHHYC y HEKOTOPBIX TMAIlMEHTOB HAOIIOANIOCh YBEIWYEHUE
YacTOTHI MOBBINICHUSI YPOBHEH MEeYeHOUHBIX (epMeHTOB. ClieyeT ¢ BHUMAHUEM MOIXOAHUTH K
BOIIPOCY O Hauaje JICUCHHUs MpernapaToM SIKBUHYC Yy MALUEHTOB C MOBBIIICHHBIMU YPOBHSIMU
ananmHamuHoTpancdepasbl (AJIT) wim acnapraramuHoTpancdepassr (ACT), ocobeHHO mpu

Ha4aj€ TIMPpUMCECHCHUA IIpCliapara B KOM6I/IH3HI/II/I C IIOTCHIHUAJIPHO TIC€IIaTOTOKCUYHBIMU
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JIEKapCTBEHHBIMM TIpernapaTtaMy, TakMMU Kak MeroTpekcar. Ilocie Hawanma sedeHus uis
BBISIBJICHUSI NOTEHUUAIbHBIX CIy4yaeB JIEKAPCTBEHHOI'O IOPAXKEHUS IEYEHH PEKOMEHAYETCS
OCYILECTBIISITH HA IOCTOSIHHON OCHOBE KOHTPOJIb OMOXMMUYECKUX MToKa3aTenel GyHKINHU TeYeHU
U OBICTPO yCTAaHABJIMBATh BO3MOXKHbIE IPUUMHBI IOBBIILIEHHUS YPOBHEH ME€YEHOUHBIX ()EPMEHTOB.
Ecnn mono3peBaercs JieKapCTBEHHOE IOpaXXEHHWE I€YEHHU, JIeUYCHHE MpenaparoM SIKBUHYC
ClIelyeT IPUOCTAaHOBUTH 10 UCKIIIOUEHUS 3TOTO AUarHosa.

T'unepuyscmeumenvrocms

VY  nanueHtoB, [pUHUMAKOIIMX Ipenapar SIkBUHyc, HaONIOJaNUCh TaKHe pPEaKLUu
TUIIEPUyBCTBUTEIBHOCTH KaK AHTMOHEBPOTHYECKUH OTeK M KpanuBHHMLA. Hekoropele ciyuau
OLICHUBAJIUCH KaK Cepbe3HbIE. BOJIBIIMHCTBO peaKIiii BOZHUKAJIO Y NAllUEHTOB C MHOYKECTBEHHON
ajyieprueii B aHaMmHese. B ciyyae BOSHUKHOBEHUS CEphE3HOM PeaKIMU IMIIEpUyBCTBUTEIBLHOCTU
HEOOXOIMMO HEMENJIEHHO INPeKpaTuTh MNpUMEHeHHe To(auuTHHMOA 10  BBIABICHHA
HNOTEHIMAJIbHONM NPUYMHBl WIM OpudMH. [lalMeHTsl ¢ NOATBEpKICHHOM ajuleprueil Ha
TopaunTHHUO HE JOKHBI IPUHUMATH TIperapar.

Jlabopamophuie noxazamenu

JIuM(OLMTHL: Cllydan CHMKEHMs uMcia TMM(OLMTOB A0 ypoBHS MeHee 500 KieTok/MM® ObLIH
CBSI3aHbl C YBEIMYEHHMEM YacTOThl CEPbe3HBbIX MHGEKIUI, KoTopble nMoTpedoBanu Tepanuu. He
peKOMEHAyeTCsl HauWHaTh TEPaNuio MpernaparoM SKBUHYC y NAIMEHTOB C HU3KUM YHCIIOM
mimponuToB (1. e. Menee 500 kmerox/Mm®). Ecnm y mHalieHTa MOATBEPKICHO CHIKEHHE
aBCOMOTHOTO uMcIa JTUM(OIHUTOB 10 ypoBHs MeHee 500 kmeTox/MMS, nedeHue TmpemnapaTom
SIKBUHYC HE peKOMEH/yeTcsl. Y pOBEHb JIMM(OLUTOB HEOOXOIUMO KOHTPOJIUPOBATh HA HCXOAHOM
YPOBHE M 3aTeM Kaxk/pie 3 mecsna (cM. pazaen «Crnocod MpUMEHEHHS U 103b1»).

Heiitpodumnsl: nedenne npenaparom SIKBUHYC CONPOBOXAATOCH YBETNUEHUEM YaCTOThI Pa3BUTHUS
neifrponennnu (< 2000 knetox/MM®) Mo cpaBHeHuMIO ¢ mane6o. HaunHath jeueHne mpenapaTom
SIKBUHYC MALMEHTOB ¢ HU3KOH KOoHIeHTpanueit Heiitpodunos (AUH menee 1000 kietox/mm®) He
peKoMeHayeTCs. Y MalMeHTOB, MOJIydarlmuXx npenapat SAkBunyc B no3upoBke 10 mr aBa pasza B
7eHsb, co croitkum cHmkenreM AUH 1o 500-1000 kneTok/Mm® crieyeT CHU3UTE 03y TIpenaparta
SxBuHYC 10 5 MTI 1Ba pa3a B JACHb JI0 JOcTiKeHus KoHneHTpanuun AUH 6omnee 1000 KJIETOK/MM®.
VY nanueHToB, MOJMyYaroluX npenapar SIKBUHYC B JO3UPOBKE 5 MT JiBa pa3a B JIeHb, CO CTOMKHM
camxenneM AUYH 1o 500-1000 kmeTok/Mm® cliefyeT TpeKpaTUTh JiedeHHe A0 JOCTHKEHHS
koHnentpanuu AUH 6onee 1000 KIeTOK/MM®. YV TAIMEHTOB C TTOATBEPKICHHBIM a0COTIOTHBIM
upcaoM HeWTpoduinoB Menee 500 xiaerok/mMm® nedueHMe He peKoMeHIyeTcs. YPOBEHb
HEUTPO(DUIIOB ClieyeT KOHTPOJIUPOBATh HA UCXOAHOM YpOBHE U mocie 4—8 Helenb Tepamnuu, a

3aTeM Kaxaple 3 mecsna (cM. pasznensl «Crocod mpuMeHeHHs U 103bD», «[lo00uHOE nericTBre» ).
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['emornoOvH: HE pEeKOMEHIYyeTcs HauMWHaTh Tepaluio MpernaparoM SKBHHYC Yy MAlUEHTOB C
HU3KUM YpoBHEM TeMorioOuHa (MmeHnee 9 r/mm). Jleuenue mnpenaparom SKBHHYC cleayeT
NPEKpPaTUTh Y MAIMEHTOB C YPOBHEM remMoriioOuHa MeHee 8§ r/u1, MO0 MPU CHUKEHUU YPOBHS
remorjioonHa Ha 2 /11 u 6onee Ha ¢GoHe jedeHus. ['eMorinoOuH cieayeT KOHTPOJIUPOBATh HA
HAYaJIbHOM JTale Tepanuu, rnocie 4—8 Henelab TEpaNuu, a 3aTeM Kaxple 3 mecsma (cM. pa3aen
«Cnoco0 mpuMeHEHUs U JI0361»).

JIunuael: neyeHne npenaparom SAKBUHYC CONPOBOXKAAETCS MOBBIIIEHUEM YPOBHS JIUIINI0B KPOBU
— obmero xosecrepuna, xonectepuna JIITHII, a taxke xonecreprHa JTUIONMPOTENHOB BBICOKOM
miotHoctd  (JITIBIT). MakcumanbHbiii 3¢g(GeKT 0OBIYHO OTMEYaCs B TEUCHHE 6 HEHIelb.
[ToBwimenue obmero xonecrepuna, xonecrepura JIITHIT u xonecrepuna JITIBIT Takxe Obu1o
3apEeTUCTPUPOBAHO B OOJIBIIOM paHAOMHU3UMpOBaHHOM HuccienoBanuu PASS y manuenTos ¢ PA B
Bo3pacte 50 neT u crapiie, Mo KpaiHeW Mepe, ¢ OJHUM JOMOJTHUTEIbHBIM (DaKTOPOM pHCKa
CEpJICYHO-COCYAUCTHIX 3a00seBaHuil. OLUEHKY JTUMUAHBIX MAapaMeTPOB CJEIYeT BBIMNOIHATH IO
IIPOLIECTBUM OKOJIO 4—8 Heselnb nocie Havana Tepanuu. [IpuMeHenrne cTaTuHOB y MallMEHTOB C
MOBBIINIEHHON KOHIIEHTpaluei obmero xonectepuHa u xonecrepuna JIITHIT na done tepanuu
npenapaToM SIKBUHYC MMO3BOJISIET JOCTUYD UCXOIHBIX TTOKA3aTENEeH.

Bakyunayuu

Wudopmanivist o BTOpUIHON TPAaHCMHUCCHH HH(EKITUH ITPU BBEICHNUH JKUBBIX BAaKIIMH ITAIIUCHTAM,
NoJTydaroluM SIKBHHYC, 10 HACTOSIIEr0 BPEMEHHM OTCyTCcTByeT. He pekoMeHyeTcs BBOAWUTH
JKUBbIE BAaKI[MHBI OJHOBPEMEHHO C mpemnapatoMm SkBuHyc. PexomeHmyercs, 4ToObl A0 Havama
NPUMEHEHHUs Tpernapara SIKBUHYC BCe MAI[MEHTHI BBIMTOIHUIN HEOOXOJUMYI0O UMMYHH3AIUIO B
COOTBETCTBUU C COBPEMEHHBIMH PEKOMEHJAIMAMH 110 BaKIMHAIUU. [IpOMEXyTOK Mexmy
BaKIIMHANIMCH JKWBBIMH BaKIMHAMH ¥ HA4YaJloM Tepamud TOMAMUTHHUOOM  JTOJDKEH
COOTBETCTBOBATh MMEIOIIMMCS PYKOBOACTBAM I10 BAaKIMWHAIMKM B OTHOIIEHUU TAIMEHTOB,
MOTyYaIOIUX TePANUui0 MMMYHOMOIYJIUPYIOIMME cpecTBaMu. COrllacHO ATUM PYKOBOJCTBAM,
€CJIM BBOAMTCS KUBasi BaKIIMHA OT omosichkiBaroniero repreca (herpes zoster), ee cienyeTr BBOOAUTh
TOJIPKO TMAIIMEHTaM C JIOKYMEHTHPOBAHHBIM B aHAMHE3€ CIIydaeM 3a00JI€BaHUs BETPSHOW OCIION
WM TTallMeHTaM, CePOMO3UTUBHBIM B OTHOIIIEHUH BUpPYyCa BETPSHOM OCIbl. BakimHaimio crieayer
MIPOBOAMTH IO MEHBIIIEH Mepe 3a 2 HeJeNH, HO MPEAMOYTUTENIHHO 32 4 HeIeTH 10 Hadaja Tepanuu
UMMYHOMOIYJTUPYIOIIUMH CPEACTBAMHU, TAKUMH KaK TO(aUTUHHO.

Tlayuenmul ¢ napywenuem ynKyuu novex

B knuHUYeCKMX HCCIeAOBaHUAX Mpemnapar SIKBUHYC HE HM3ydyajd y MAlMEHTOB C HCXOTHBIM
KJIMPEHCOM KpeaTnHrHa MeHee 40 mui/MuH (pacuet npousBoamics o gpopmyie Kokpodra-I'onta)

(cm. paznen «IIpoTuBOTIOKA3aHUY).
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Iayuenmol ¢ Hapyuwienuem QYHKyuu novex uiy neyeHu uiu ¢ OMKIOHEHUsMU 1a00paAmopHbIX
nokazamerei

OrneHuBaiTe COCTOSHUE MAIMEHTOB HA MCXOJHOM yYPOBHE U B JaJbHEHIIEM B COOTBETCTBHH C
JIOKaJIbHOM MPAKTUKON HAOJIOACHUS 32 NMalMeHTaMu. PEeKOMEHIAIIK OTHOCUTEILHO KOPPEKIIUU
JI03bl Y TIAIIUEHTOB C TIeMAaTOJIOTMYECKUMH, TOYCYHBIMH W TICUCHOYHBIMH J1a00paTOPHBIMH
OTKJIOHEHUSIMU OmucaHbl B pasznene «Crocod mpumeHeHws! W 103b». [IpoBoauTe Tepamuio U
HAOJI0/IEHUE 32 TAIIMEHTAMHU B COOTBETCTBHUH C KIMHUYCCKUMH PEKOMEHTAIUSIMH.

Tayuenmor nodxcunoeo eospacma

[TareHTHI MOKUIIOTO BO3pPACTa, B LIEJIOM, ITOJBEPKECHBI TOBBIIICHHOMY PUCKY BO3HUKHOBCHUS
HEKEIIATeIIbHBIX SIBIICHUH, KOTOPBIE UMEIOT 00JIee TSIKEIYIO CTENEeHb, MOATOMY TIPU JICUCHUU
MAlMEeHTOB TOXXHJIOTO BO3pacTa CIEIyeT COOMI0AaTh OCTOPOKHOCTH (cMm. pasnen «lloGounoe
JIEHCTBHEY ).

Ilpumenenue y nayuenmos, KOmopvim mpebyemcst UH8A3USHAS UIU HEUHBAZUBHASL GEHMUISYUSL
UNU IKCMPAKOpnoparvHas memopannas okcueenayus (OKMO)

TodanuTHHUO M3ydaNCs TONBKO y TOCHUTAIM3HPOBAHHBIX B3POCIBIX MAIIMEHTOB, KOTOPHIM HE
TpeOoBanach HEMHBA3MBHAS BEHTWISALMS, MHBa3WBHAsA MexaHuuyeckas BeHTusius uiu SKMO.
TohanuTuHUO HE NODKEH MPUMEHSTHCS y TMAIMEHTOB, KOTOPBIM B Hayalle Tepanuu TpeOyercs

HEWHBAa3HWBHAas1 BEHTUIIAIIUA, HHBA3WBHAA MCXaHNYCECKasd BEHTUIIALINA UIN OKMO.

Bansinne Ha ciOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MAMHU
HccnenoBanust BIMSHUS mpernapata SIKBUHYC Ha CIIOCOOHOCTb K YIIPaBJICHUIO aBTOMOOWIIEM U

pa60Te C MCXaHU3MaMH1 HE ITPOBOJHIIUCE.

dopMa BbINIYCKa

TalneTku NOKpHITHIE IUIEHOYHON 0007104KO0M 5 Mr 1 10 mr.

[To 14 Tabnerox B 6mucTepe U3 ATIOMUHUEBON (HOJIBTH.

4 OnucTepa BMECTE ¢ MHCTPYKIIMEH M0 MPUMEHEHHWIO B KQPTOHHOM Mayke ¢ KOHTPOJIEM IEPBOTO
BCKPBITH.

[Tpu ymakoBke Ha OO0 «HTOD «(JIOJIMCAH»: mo 14 TabieTok B KOHTYPHOW SYEHKOBOM

YIaKOBKE M3 MaTephalia KOMOWHHPOBAHHOTO Ha OCHOBE AIIOMUHUEBOW (onbru U (OJBTU
ATFOMUHHUEBOM JIJIs1 yTTAaKOBKH.
4 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C UHCTPYKIIMEH M0 MPUMEHEHHUIO TOMEILAIOT B MAYKY

C KOHTPOJIEM IIEPBOIO BCKPBITHSI U3 KapTOHA.

YcaoBusi XxpaHeHust
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Xpanutb nipu Temneparype He Boime 30 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEH MeECTe.

Cpox rogHocTu
4 rona.

He CJICAYCT UCIIOJIb30BAaTh IPCIIapat mocCjiC HCTCYCHUA CPpOKa r'OJJHOCTH, YKa3aHHOI'O Ha YIIAKOBKC.

YcaoBus oTnycka

OTnycKaroT 1Mo peLernTy.

Buiajesienr perucTpanMoOHHOIO YAOCTOBEpEeHHsI/OpraHu3amus, NPUHUMAIONIAST TPEeTeH3Un
nmoTpeounTeIsl

[¢paiizep Unk., CLHA

235 Uct 42-as Crpwur, Hbm-ﬁopK, mITaT HLIO-f/TOpK, 10017, CILIA

B cnyuae ocywecmenenus nonnozo npouzeoocmeennozo yukia 6 I'epmanuu, Ha 3aeo0e [lghatizep
Mbuioghsxuypune Jovuneno I moX, I'epmanus.

[Ipeten3un norpedburteneit HampasisaTh o aapecy OO0 «Ildaitzep MunoBamm»:

123112 Mocksa, [Ipecaenckas uao., 1. 10, BIl «bamas xa Habepexnoin» (biok C)

Tenedon: + 7 (495) 287-5000

dakc: +7 (495) 287-5300/287-5067

B cnyuae ocywecmenenus nonnoco npouzsoocmeennozo yuxia 6 Poccuu, na 3a6o0e OO0 « HTDD
«I1OJINCAH», Poccuiickaa @edepayus (0115 003uposku 5 me)

[peren3uun nmorpeduTeNei HAPABIATH MO APeECy:

1) OO0 «Ildaiizep MarOBaIIIN

123112 Mockaa, IIpecuenckas Hao., a. 10, BL] «bamras ra HabepexHnoi» (biok C)

Tenedon: + 7 (495) 287-5000

dakc: +7 (495) 287-5300/287-5067

2) OO0 «HTD® «ITOJIMCAH», Poccuiickas Deneparius.

192102, r. Caukt-IletepOypr, ya. Canosa, a. 72, kopn. 2, mut. A, Poccuiickas ®@eneparus.
Tenedon: (+7 812) 448-22-22

IIpousBoauTenn
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B cnyuae ocywecmenenus noino2o npouzeoocmeenno2o yukaa ¢ I'epmanuu, na 3a8o00e llghatizep
Mbuioghaxuypune Jovuneno I moX, I'epmanus.
[paiizep Maurodakaypurr Howuneng I'moX, ['epmanus

Anpec: MoocBanpnamiee 1, 79090 ®paitbypr, I'epmanus.

B cryuae ocywecmenenus nonnozo npouzsoocmeenno2o yuxia 6 Poccuu, na 3a600e OO0 « HTOD
«lIOJINCAHY, Poccuiickas @edepayus (015 003uposku 5 me)

000 «HTOD «I1OJIMCAH», Poccuiickas denepanusi.

192102, r. Cankr-IleTepOypr, yua. Canosa, a. 72, k. 2, mut. A, Poccuiickas denepariusi.
Tenedon: (+7 812) 448-22-22

PykoBoauTens oTaena perucTpauuu C.A.Ocumnosa
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