ARRRARRRRRRRRARRARRRRRARDRRARD

UHCTPYKLUNA N0 MEAULMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHOIO

MPENAPATA
Dunronumog Megucopb

YO P VYV

PerucrpaymoHHbiit Homep: J1M-No(004058)-(Pr-RU)

Toprosoe p ta: OuHronumop Meavcop6b

Mex p HenaTeHT WAU rpYNMNUPoBOYHOe HauMeHoBaHue: HUHIoIMMOg
JekapcrBeHHas popma: Kancysbl

Cocras

1 Kancyna cofepxuT:

(VHroMMOAa rMApoxXIopua (8 nepecuete Ha
duHronnmog) 0,56 mr (0,50 mr);

[evicTsyrouee Belectso:

BcriomoraresibHble BelyecTsa: MaHHUTO/, MarH1g cteapart;

Karicynbl T8Bepbie xenatnHosbie No 4:  XenaTtuH, TMTaHa Auokeng.

OnucaHue: TBEP/bIE XeNaTUHOBbIE Kancysbl NO 4 ¢ Kopnycom Genoro LBeTa 1 Kpbilleykoi 6enoro
useta. Coiepxrmoe Kancys: NopoLok 6enoro nam noutv 6enoro Lgeta.
D VIMMyHD/:[EI'IDECCaHTb\; CenekTmnBHble MMMyHO,D'EHDECCaH’

T nueckas rpy
Thl.
Kop ATX: LO4AA2T7

®Mapmakonoruyeckue cBoicTea

MexaHusm geiicteua

DUHIONMMOZ, MOAYIMPYET peLenTopsl cuHrosuH-1-(ocdarta (S1P-peuentopos). OuHronmmon
MeTaboM3NPYeTCs CHUHrO3NHKMHAZOM [0 aKTUBHOrO MeTabonunta duHronmmopdocdata. B Ha-
HOMONSPHbBIX KOHLEHTPaLuax GuHronnmoadocdat ceasbisaeTcs ¢ S1P-pelenTtopamu Ha nosepx-
HOCTU IMMMOLMTOB 1 GbICTPO NPOHUKAET B LIEHTPabHYO HepeHyto cuctemy (LIHC) vepes rema-
To3HUedhanndyecknii 6apsep (M3b), ceasbiBasce ¢ S1P-peuenTopamu Ha NOBEPXHOCTU HEPOHOB.
CeasbiBasice ¢ S1P-peuentopamu ammdoumntos, buHronmmopdocdat 61oKMpyeT CnocobHOCTL
AMMPOLMTOB NOKMAATL IMMbaTUYECKKe Y3/bl, YTO NPUBOAMT K NepepacrnpeaeneHmnio nnmoLm-
TOB B OpraH13me, Npuv 3TomM He NponcxoanT yMEHbLIJEHI/IQ D6LLlEI'O Konn4yecTasa ]'IMM¢JOLU/ITDB.
MepepacnpeaeneHvie AMMGOLMTOB NPUBOAUT K YMEHbLIEHMIO NMMbOLMTapHOU UHpUALTPaLuK
LIHC, B TOM uncne BocnanutenbHbiMu kKneTkamu Th17, yMeHbLIEHUIO BbIPAXEHHOCTV BOCNANeHNs
W cTeneHn nospexaeHmns HEDBHOIZ TKaHW.

MccnenoBaHns Ha KMBOTHBIX U 3KCMEPUMEHTbI i Vitro NokasbiBaloT, 4To 3 dekTbl huHronmmoaa
TaKkxe MOryT 6biTb 06YC/I0B/IEHbI €70 B3aUMOAEeCTBMe C S TP-peLenTopami Ha HEPBHbIX KETKaX.
®MapmakognHaMuKa

B Teyenue 4-6 yacos nocne nepsoro npuema npenapata s gose 0,5 Mr KOAMYeCcTBO IMMGOLMTOB
B KPOBU CHUXAETCS NPUBAM3UTENBHO A0 75% OT UCXOAHOTO 3HaueHus. Mpy AanTensHoM exe-
AHEBHOM MPUMEHEeHWU npenapaTta Ko/im4ecTso HMM¢)DLLMTOB NPOAOIKAET CHUXATbCA B TeyeHue
2-X Heflesb, AOCTUIas MUHUMAbHOTO nokasatens 500 kneTok/ Mk nan npuénmsntensHo 30% ot
VCXOAHOTO 3HayeHns. Y 18% naymeHTos 0TMeYanoch, no KpaliHein mepe, OAHOKpPaTHOE CHUXeHMe
KonuyecTa MmdoumTos Huxe 200 knetok/mMka. MNpu perynsgpHom npreme npenapata CHUXeH-
HOE KOMMYeCTBO SIMM@OLMTOB COXPaHANOCh. BonbWWHCTBO T- 1 B-AMMdoLMTOB nepuoanyecku
npoxoauT vepes ﬂl/IMCDOVI,Ele\E OpraHbl, © UMEHHO 3TW KNETKU ABAKAI0TCA FNAaBHOW MULLEHBIO anga
neiicteua uHronmmona. OgHako okono 15-20% T-numdounTos, aeasowmxcs 3dekTopHbIMM
KNeTKaMn Namatv v Urpatoinmm Ba)KHy}O ponb B I'IepMd)EDVHECKOM MMMyHHOM KOHTpONe, He
NPOXoAST Yepe3 NMMMMOVAHbIE OPraHbl U He NoABEePXeHbl BO3AEHCTBMIO (huHronMmopa. B TeveHne
HEeCKObKMX ,ElHeﬁ nocne npekpauieHnsa npmema npenapara B KpoBM OTMeYaeTCH NoBblleHne Konm-
YecTBa MMbOLMTOB. HOpMann3aums KonnyecTsa NMMMAOLMTOB NPOMCXOanT Yepes 1-2 mecsua
nocne npekpatieHns nedeHns. MNocTosHHbIA Npuem GUHIOANMMOAA NPUBOANT K HEBOMbLIOMY CHY-
KEHUMIO KONMYECTBA HeRTPOdUNOB, NPUBAM3UTENBHO 40 80% OT MCXOAHOTO MokasaTtens. MoHouu-
Tbl He Mo BEPXeHbl BO3AeACTBMIO huHronnmopaa.

B Havane neveHns GUHroNMMOAOM B PEKOMEH/YeMOW [J03e OTMEYaNoCh TPAH3UTOPHOE CHUXEHVE
YacTOTbl CepAeUHbIX CokpateHnin (YCC) 1 3amefneHve aTpUOBEHTPUKYIPHON MPOBOAVMOCTM.
Mpu 3TOM MakcmanbHoe cHxkeHne YCC Habnioaanock B TeyeHye 6 4acos Nocie npuema npena-
pata, a 70% oTpu1LaTeNbHOrO XPOHOTPOMHOTO 3 deKTa 4OCTUraN0Ch B NEPBbIA JeHb NPUMEHEHMS.
YCC Bo3BpaLLanach K MCXOAHOI B TeyeHve 1 Mecsla peryaspHoro NnpuMeHeHns npenapara.
CHuxeHve YCC, BbI3BaHHOE (UHIOIMMOLOM, MOXET BbiTb KYNMPOBAHO MPUMEHEHMEM aTPOMUHA
VAN n3onpeHanamHa. ﬂOKaSaHO, 4YTO Ca/ibMeTepon, HDVIMEHREMbM WHMaNAUMOHHbIM I'IyTEM, Takxe
BbI3bIBAET YMEPEHHbIV NONOXMUTEbHbIA XPOHOTPOMHbIV 3chdekT.

B Hauane npumMmeHeHns CbVIHI'O]'IMMO,Ela oTMeYyaeTca yBEﬂVHEHVIe 4yncna npefcepaHbiX 3KCTPACUCTON,
He COMpPOBOX/AloLIeecs YBENYEHWeM YacToTbl UBPUANALMK/ TpeneTaHns NpeAcepanii, xeny-
JI04KOBOW apuTMMeR nam akTonumeld. He oTMeuyeHo BAMSHUS GUHIONMMOAA Ha YMEHbLLIEHMe cep-
JleyHoro Bbibpoca.

ABTOHOMHble (DYHKLWW CepALa, B TOM YnCie LmpkaavaHHas sapuabensHocts YCC n peakumsa Ha
GuU3NYecKyIo Harpysky, He M3MeHSIoTCS Noa BAugHUeM duHronumoaa. OfHOKPAaTHOE M MHO-
rokpatHoe npumeHeHue duHroammoaa B aosax 0,5 mr unm 1,25 Mr B TeyeHne AByx Hefesb He
dccoumMmpoBanochb C onpeaengemMmbim yBe]’IMHEHMEM CONpPOTUBAAEMOCTN AblXaTelbHbIX nyTeH no
3HaueHWio 0Gbema GopCMPOBAHHOTO BbIOXa 33 Nepsyto cekyHay (OMB,) 1 cpeaHeii 0GbemHo
CKOPOCTU BbIAOXA Ha YpoBHE 25-75% OT (hOPCUMPOBAHHOM XM3HEHHOM emKkocTy nerkux (DXEST).
OTMEHaﬂOCb, 0O[1HaKo, A0303aBMcrmoe yBE]’IMHeHME CONPOTUBAAEMOCTU AblXaTeNbHbIX ﬂyTEIZ npuv
OAHOKPaTHOM MpUMeHeHn GuHroNMmoaa B Ao3e =5 mr, npesbilatoLleli pekomeHoBaHHyo B 10
pa3. MHorokpaTHoe npumeHerune duHronmoaa B Aosax 0,5 mr, 1,25 Mr unam 5 Mr He accoum-
MDyETCQ C yMEHbLLIEHVIeM OKCcuUreHauum, yMEHbU_IEHVIEM CaTyDaLU/II/I Kncnopoaa npu CDVBVNECKOﬁ
HarDyBKE uwnn yBeﬂVHEHVIEM PEaKTUBHOCTM AbIXaTeNbHbIX nyTeﬁ K METaXOﬂVIHy. v nauveHTos, Nno-
ﬂyHaBLLIVIX CDVIHI'D]'IMMO,E(, oTMeYyancsd HODMaﬂbeM 6DOHXO,E(MHQT8LU/IOHHEIW OTBET Ha NpUuMeHeHne
WHFANAUMNOHHbBIX 6ET3’8FOHVICTDB.

MpU NPUMEHEHUI Y NALMEHTOB C PEMUTTUPYIOLMM paccesHHbiM ckaeposom (PPC, cpeHuii 6ann
no wkane uHsannaHoct EDSS 2.0) dmHronmmon 8 [o3e 0,5 Mr CHUXaN 4acToTy KIMHUYECKUX
060oCTpeHnii 6onesHn Ha 54%. Mpu npueme npenapata y 70% NauMeHToB OTMeYanach CTabuib-
Hag pemuccud B TedeHne 2-x et (no cpasHermio ¢ 45,6% B rpynne nnaue6o). GuHronmon Ao-
CTOBEPHO CHWXAN PUCK MPOrPECCHPOBaHWS HETPYA0CNOCOBHOCTW. Mpu NpUMeHeHWn npenapata
A0CTOBEPHO yBEﬂVHMBaﬂOCb Bpemsa Ao HaCTyI’IﬂeHMQ 3-MeCcaYHOro 1 6-MecauHoro nepuoaa nog-
TBEPXAEHHOrO NPOrpeccMpoBaHnsg HETDyﬂOCHOCOGHOCTVI (OLlEHMBaEMOFD Kak MnosbllLeHne OLeHKMN
no wkasne EDSS 0T MCXOoAHbIX nokasaTesel) Mo cpaBHeHMio ¢ nnaye6o. Pesynbtatbl MarHUTHO-pe-
30HaHcHo Tomorpadun (MPT) ronosHoro mosra naumerTos ¢ PPC Ha (oHe nedeHmnst hruHronmmo-
AOM NOATBEPXKAAIOT 3HAYUTEIbHOE CHUXEHWE aKTUBHOCTU TeHeHns 3360ﬂEBaHMQ (MHTEHCMBHOCTVI
BOCManUTeNbHOrO npouecca B LIHC, pasmepos v KoNMYecTsa 04aros 4emuenmHm3anmm).
®MapmakokuHeTnKa

[laHHble o (hapMakoKMHETUKE (DUHIONMMO/AE Bblan NOMYYEHb! Y 30POBbIX A06POBO/LLIEB, Y PeLin-
MUEHTOB MOYKM M Y MaLMeHTOB C PAaCCeAHHbIM CKIePO30M (PC).

DapMaKkonornieckun akTMBHbIM MeTaboNnToM siBnseTcs GuHronmoadocdar.

Bcacvisarne

Mpu nprieme BHYTPb BcacbiBaeTcst 285% A03bl. BcacbiBaHme huHronnMmoaa npomMcxoanT MeaseHHo
(Bpems AOCTVKEHS MaKCVIMasIbHOM KOHLEHTPaLMK B niasme kposu (T ) 12-16 yacos).
Kaxyujasics abconoTHas G1oA0CTyNHOCTb MY Mpueme BHYTPb cocTaBnisieT 93%. PaBHoBecHas
KOHLIEHTPaLMS B NnasmMe KpoBM AOCTUIAETCS B TeueHne 1-2 MecsLieB perynspHoro nprvema npe-
napata (1 pas B cyTkv). PaBHOBECHas KOHLEHTpaLWs hrHronumoaa npubnnsutensHo 8 10 pas
Bblle, Yem ero KOHUeHTpauua nocse nepsoro npuema.

Mprem N1 He BANSIET Ha MaKCUMaIbHYI0 KOHLEHTPaLmIo (Cm) nnw akcnosvyuio (AUC -nnowaab
noa hapMakoKMHETUYECKOW KPUBOW «KOHLLEHTpaLMs-Bpems» ) (UHroNMMoaa.

C,.. buHronnmon-cdochata HesHauMTenbHO CHWkanach (Ha 34%), a AUC He MeHsnach.
Mo 37o¥ NpuyrHe (GUHIFOIMMOZ, MOXHO NPUMEHSTL BHE 3aBUCUMOCTU OT BDEMEHM NPUema NuLLn.
Pacripegenerme

DUHIONMMOZ, 3HAYUTESIBHO pacrnpefensercs B 3putpountax (ppakums GUHOAMMOAE B KNeTKax
KpoBK 86%). DUHrONMMOAMOCHAT UMEET MEHbLUYIO CNOCOBHOCTb MPOHUKATL B KIETKM KPOBY
(ppakuma B knetkax kposu <17%). DUHOAMMOZA 1 DUHTOAMMOADOCHAT B BICOKON CTENEH CBSA-
3bIBAKOTCH C 6eKamm niasmbl Kposu (>99%).

DUHIONMMOZ, B 3HAUMTE/IBHON CTEMNEeHM Pacrpefensercs B TKaHax opraHu3ma (o6bem pacnipese-
nenns okono 1200+£260 n).

’:DMHFOJ'MMO,E{ NPOHWKaeT B rONOBHOW MO3r, 4YTO 6b|}'ID NOKa3aHo B KJIMHNYECKOM uccnegoBaHmm y
3/10p0OBbIX J06pOBOAbLEB. B vccneposarnn y 13 o6pososbLes ¢ PC, nonyyaBLunx h1Hronmmor, B
f03e 0,5 Mr B pPaBHOBECHOM COCTOSIHWM, KONIMYECTBO (hMHronMmoaa (vnv puHronnmoadocdara) 8
CEMEHHOM XMAKOCTY Bbi10 B 10000 pas MeHblue NpuHATON A03bl (0,5 Mr).

Metabomzm

Y yenoseka 6roTpaHchopmalms GUHFOIMMO/A NPOUCXOANT B pesysibTaTe 06paTUMOro cTepeoce-
NIEKTUBHOTO (hOCHOPUAMPOBAHMA A0 (HaPMAKOIOMMUECKM aKTUBHOTO (S)-3HaHTHOMEpa GUHIOM-
mopocdaTa, v 3a CHeT OKUCANTENbHOM BUOTPaHChOPMaLK, FIaBHBIM 06Pa30OM, U30(hEPMEHTOM
CYP4F2, Bo3amoxHo, Apyrumu nsocdepmertamn CYP4F, c nocneayoweit ferpagaumelt aHanorny-
HO KMPHBIM KUCNOTaM /10 HEaKTUBHOMO MeTabonmTa u nytem hopmrMpoBaHus hapmakoioruiecku
HEaKTUBHbIX HEMOJIAPHbIX aHANOros CDI/IHFOHMMO,E(L[EDGMM,ELG.

OcHOBHOM hepMEHT, 0TBEYIOLLMIA 338 METABoM3M (DUHIOIMMOAA, YACTUUHO MAEHTUHOULMPOBAH:
370 MoxeT 6biTb CYP4F2 nnm CYP3A4. TMocsie 0AHOKPATHOMO MpYema BHYTPb B NA3asme KpoBu
onpeaenauce (B TedeHne NpuBAM3UTENbHO 1 Mecaua) HemsmeHeHHbil duHronmog (23,3%),
uHronumoadocdar (10,3%), HeakTUBHble MeTabonMThl (M3 - KMC/bIA KapBOKCUAbHBIA MeTabo-
T (8,3%), KoHbloraThl MeTabonnTos ¢ uepamuaom M29 (8,9%) u M30 (7,3%)).

BbiseneHmne

MnasmeHHbI knupeHc duHronmoaa 6,3+2,3 n/4, cpefjHUii kaxywmiics nepyop nonysbisee-
HUS (TW) - 6-9 gHeit. CHukeHne KoHLeHTpauuii huHronmmopa u huHronmmondocdarta s nnasme
KpPOBW B TEPMUHANIBHOW CTaAuM MPOUCXOAUT NapasiesibHo, YTO NpUBOAUT K CXO,E(HDMy HEDVIO,Ely
I'ID]'IbeIBE,ElEHVIQ.

Mocne nprvema BHYTPb 0Kono 81% A03bl BbIBOAUTCS NOYKAMU B BUE HEAKTUBHBIX MeTabonnToB.
HeunsmeHeHHble GuHronmoa v GuHronnmoadocdat He BbIBOAATCH NOYKAMU, HO SBASKOTCS OC-
HOBHbIMU COEAMHEHVAMM B Kase (KONMYEeCTBOo Kaxaoro <2,5% oT 403bl). B TeyeHve ogHoro mecaua
BbIBOAWTCS 0KONO 89% A03bl NpenapaTa.

JInHenHocTs

KoHueHTpaumns duHronrnmoaa n duHronmmoadocdarta yBenmumsaloTcs NpoBOPLMOHANbLHO [03e
nocsie MHOrokpaTHoro npumerermns 0,5 mrunm 1,25 mr 1 pas B CyTku.

Y nauveHToB eTCKOro BO3pacTa KOHLEeHTpaLum huHronmmoadocdata ysenmumnsaoTcs NponopLv-
OHaNbHO A03e Nocse MHOrokpaTHoro NpumereHns 0,25 mruam 0,5 mr 1 pas B cyTku.
(DEQMEKDKMHE'TMKG B OTA€/1bHbIX C/1Y4agax

Hapywerne pyHkym nodex

HapyLueHue hyHKLMK nodek (0T Nerkoi [0 TAXeol CTeMNeHn) He OKasblBatoT BAUSHUS Ha hapma-
KOKMHETUKY huHronmmopa u uHronmmogdocdara.

Hapyuwerne pyHkym neyerm

OfHOKpaTHOe MpuMeHeHWe duHronMmoaa B aode 1 Mr uan 5 Mry nayMeHTos C HapylleHu-
em (YHKUUM NedeHy Nerkoi, cpefHelt v Tsxenoi crenexeit (knacc A, B u C no knaccudukaumm
Yaiina-Mblo) npreoamnT k nosbiweHnio AUC duHronnmoaa Ha 12%, 44% v 103% cooTeeTcTBeH-
HO, NPy 3TOM BMAHNS C HE OTMEeYeHO. Y NaUMEHTOB C HapyLleHemM (MYHKUMM NeYeHy THXenoi
crenenm (knacc C no knaccudukauym Yaiina-Meto) C . duHronnmosdocdata cHxanacs Ha 22%,
npu 3ToM 3HauveHre AUC Cyl|eCTBEHHO He M3MEeHSAIO0Chb. Y NauMeHToB C HapyleHrem dyHKLmm
neyeHu nerkoii U cpefiHeit cteneHeli hapmakokmHeTuka duHronnmoadocdata He oLeHMBanach.

Y NaumneHToB ¢ HapyLeHviem GyHKUWW NedeHn Nerkoi crenern T, . 0CTaeTca HeM3MeHHbIM, C Ha-
pyLIeHeM CpeAHelt 1 TaXesoli CTeneHn — yBeNnYMBaeTcs NpumepHo Ha 50%.

’:DMHFOJ'MMO,E{ He CI'IE/:LyET NPUMEHATb y NaUMEHTOB C TAXENbIMKW HaDyLLIEHMQMM (byHKLlI/IM ne4yeHn
(knacc C no knaccudukaumm Yanina-rbio). Y NaLumeHTos € Nerkvmm v yMepeHHbIMIU HapyLIEHUSMI
CDyHKLU/H/I ne4yeHn CDVIHI'D]'IMMO,E( CI'IE,ElyET Ha4YMHaTb NPUMEHSATb C OCTOPOXHOCTbIO.

[MaywmeHTsl maagwe 18 ner

PasHoBecHas koHUeHTpauvs GuHronnmoadocdaTta cxoxa y B3pocnbix 1 feTeit ctapwe 10 net.
besonacHocTb 1 3chhekTUBHOCTL NpUMeHeHns GuHronmMoaa y nauymeHtos mnagwe 10 net He
n3ydeHa.

[Moxwnbie naymeHTs!

KnuHuyecknin onbiT npuMeHeHns hrHronMmoaa y naumeHTos B BO3pacTe cTaple 65 net orpa-
HuYeH. Y naumeHToB B Bo3pacTe 65 neT u cTapwe hUHroAMMOf CnefyeT NpUMeHSTb C OCTOPOX-
HOCTbIO.

[os 1 3THMYEeckas NPUHEAIEXHOCTb

Mon v aTHMYeckas NPUHAANEXHOCTb HE OKA3bIBAOT KIMHNYECKN 3HAYMMOro BAVAHUA Ha CbaDMaKD’
KUHETVKY uHroimmona n huHronmmoadocdara.

MokasaHusa K npuMeHeHuio

® DEMUTTUPYIOLMI PACCeAHHbIN CKNEepO3 — Y B3POC/bIX W [eTer cTaplie
10 net Ansi yMeHbLIEHWS YacTOTbl KAMHUYECKUX 0B6OCTPeHWd 6onesHu u
CHWXEHMS pycka NPOrpeccMpoBaHmnst HETPYAOCNOCOBHOCTU.

MpoTusonokasaHus

® TNEepUYBCTBUTENBHOCTb K (DUHIONIMMOAY AW K SII0BOMY M3 BCMIOMOraTe/IbHbIX BEL|ECTB;

® BbISIBNIEHHbI UMMYHOAEPULNTHDBIZ CUHAPOM;

® MOBbILLEHHbIA PUCK ONMOPTYHUCTUYECKNX MH(DEKLIWIA, B TOM YMC/Ie Y MUMMYHOKOMIPOMETUPOBaH-
HbIX MALMEHTOB (B TOM YMC/IE MOMYYALMX UMMYHOCYNPECCHBHYIO TEPAMNMIO B HACTOSLLEE BPEMS
WM IMMYHOKOMMPOMETUPOBAHHbIX 3a CHET MPeALIecTBYIOLIER Tepanum);

® Takenas HMeKLVS B aKTUBHOM (base, akTHBHas XpoHMYeckas uHbekums (renatur, Ty6epkynes);
® BbISIB/IEHHbIE 310KAYeCTBEHHbIE HOBOOGPA30BaHWs B aKTUBHOM (ase;

® HapyLeHvie GyHKUMIA nedeHn Tsxenoli crenern (knacc C no knaccudukaumm Yaina-Moto);

® MHMAPKT MUOKApPAa, HECTABWUNbHAS CTEHOKAPAWS, WHCYLT/TPaH3UTOPHAS MLeMuYeckas ata-
ka (TWIA), [eKoMMeHcMpoBaHHas CepedHas HeAoCTaToYHOCTb (Tpebyrolwan rocnuTannsaumum),
cepaeyHas HegocTaTouHocTb II-1V knacca no NYHA (New York Heart Association) 3a nocnegHue
6 mecsues;

® TaXenas cepaedHast apuTmMug, Tpebyiolas aHTUapUTMUYECKYo Tepanuio npenapaTtamu Ia wam
IIT knacca;

® aTproBeHTpYKYSpHas 6nokaaa (AB-6nokaaa) Tuna Mobuty 11 2 crenenu, AB-Gnokaaa 3 crene-
HW, CUHAPOM CNABOCTU CUHYCOBOTO Y3N1a - MPU OTCYTCTBUM KapAOCTUMYISTOPa;

® vicxoaHblid nHTepean QTc 2500 mc;

® GEPEeMEHHOCTb W MePVOJ, TPYAHOMO BCKapMIMBAHWS,

3P PHekTUBHOCTb 1 6E30MACHOCTL MPUMEHEHWS DUHIONMMOZA Y AeTel A0 10 NeT He YCTaHOBNEHbI.

Mepsi np T
bpaanaputmng
B Hauane npumereHns (pUHronMMoaa otMevaeTcs npexoasiee cHkerve YCC, koTopoe MoXeT
COMPOBOXAATLCS 33[1EPXKKO aTPUOBEHTPUKY/ISIPHOTO NMPOBEAEHMS, BK/OYAs OTAEbHbIE CyYan
npexoasuer nonHoi AB-610ka/bl, pa3peLuatoulencs CrnoHTaHHo.

YCC HaumMHaeT cHMXaTbCs B TeyeHuWe ‘1 yaca nocne Nepeoro nNprvema npenapata, @ MakcumMasbHoe
CHUXEHWE OTMEYaeTcs MpUMepHo yYepe3 6 YacoB. ITOT NOCNEA030BbIA 3PHEKT CoXpaHsaeTcs Ha
NPOTSKEHUN NOCAEAYIOWMX AHEA, XOTS, Kak NPaBuo, B Gonee Nerkoi CTeneHu; B Te4eHve nocne-
LYIOWMX HeAeNb OH 0BbIYHO CXOAUT Ha HeT. Mpu npogonxeHun neveHns cpeaHss YCC Bosspa-
LLIAETCS K UCXO[HOMY YPOBHIO B TeueHue 1 mecsua. OfHako y oTaebHbIX naumeHToB YCC K KOHLY
NepBOro MECsILIa MOXET HE BEPHYTLCS K UCXOAHOMY YPOBHIO. HapyLueHus npoBOAMMOCTY, Kak npa-
BUO, Bbl/IN MPEXOAALLMMMU 1 HE NPOSIBASINCE KIUMHWUYECKW. OBbIYHO OHWU He TPeBGoBaNM neveHns 1
Pa3peLlanuch B TeYeHve nepabix 24 4acos Ha (hoHe NpUMeHeHVs npenapata. MNpu HeOBXOAMMOCTH
YCC, cHuXeHHas B pe3y/bTaTe NpUMeHeHns (UHMONMMOAQ, MOXET BbiTb MOBbLILIEHA 33 CYeT NapeH-
TepasbHOro NPUMEHEHNS aTPOMUHA UK M30MPEeHanMHa.

Bcem naumentam cneayet nposectu IKI 1 nameputs ALl 10 Hauana npuema npenapata u Yepes
6 yacoe nocse nprema nepsoii [103bl. Becex naumeHToB HEO6XoAMMO HabNAaTh B TedeHre 6 yacos
Ha NpeIMeT MpW3HakoB 1 CUMMTOMOB Gpaaunkapaun, namepsis YCC n Al kaxabiid yac. B TeyeHne
3TOr0 6-4acoBOro MEpUoAa PEKOMEHZYETCS MPOBOAUTL HEMPEepbIBHbIVA (B peanbHoM BpemeHm)
IKI=MOHUTOPUHT.

Mpy pasBUTUM CUMNTOMOB BpPaAVMapUTMUK Ha oHe Tepanuu NPenapaTtom HeoBXOAMMO HauaTb
COOTBETCTBYIOLVE MEPOMNPUATUS, 0BecneunTs HabnoaeHe NaumeHTa BNaoTb [0 KYNMpOBaHUS
JIaHHOTO COCTOSIHUS. pY HEOBXOAMMOCTM NEKapPCTBEHHOM Tepanuu B NEPUOA MOHUTOPUHTA NOCe
npuema nepeoii 103bl HEOBXOAMMO MPOAIMTL HabMIOAEHVE, NO MEHbLIE Mepe, A0 yTpa cieay-
I0LLero AHS, U MOBTOPWTL 0BC/IeA0BaHME, aHaNOrMYHOEe HabIDAEHMIO NOC/Ie NepBOVi 103bl, Noc/e
npvema BTopoii A03bl npenapata MuHronrmon Meaucopb.

Ecnm yepes 6 yacoe nocsnie npuema nepeoii 4o3bl YCC HaXOANUTCS Ha MUHMMAbHOM YpoBHe (yka-
3bIBas Ha TO, YTO hapMakoarHamMmUYeckunin 3hhekT Ha cepiLe, BO3MOXHO, eLie He NPosiBUICS B
MaKCUMaIbHOM CTeneHw), HablAeH e CeayeT NpoaIvTh eLle Mo KpaiHein Mepe Ha 2 yaca wnm
Ao Tex nop, noka YCC BHoBb He nosbicuTcs. Kpome Toro, ecnmn YCC yepes 6 yaco nocne npuema
npenapata cocTasasgeT <45 ya/MuH y B3poc/bix, nnn <55 ya/muH y aeteli ctaple 12 net, unm
<60 ya/muH y aeteid o1 10 40 12 NET uav Npu Bnepeble BO3HWKLWER AB-61okaae 2 cTeneHu nim
Bbilwe no AaHHbIM IKI yepes 6 yacos nocne npvema npenapara, uan ecnv nHtepsan QTc no KM
cocraenger 2500 Mmc, creayet NpoBOAUTL AOMONHWUTENbHOE HabnofeHve (No kpaliHeid mepe, [0
C/IeflytoLLEero yTpa uam Ao Tex rop, Noka HapylueHus He paspeuarcs). AB-6nokaga 3-ii crenequ,
KOTAa 6bl OHa HY BO3HUKAA, Takxe TPeByeT NpoBeAeHUs MPOAIEHHOTO MOHUTOPWHTA (M0 KpaiHel
Mepe, [10 CleflytoLLero yTpa).

Y NauWeHToB, NONYYABLUMX NedeHne (GUHMONMMOAOM, 3aPerncTpUMpOBaHbl OYEHb Pefkue Ciydaun
nHBepcum 3ybua T Ha IKT. B ciyyae BbigBAEHNUS MHBEPCUM 3y6La T HEOBXOAMMO UCKIOUUTL HANW-
4ne ApYrux NpU3HAKoB UILEMUM MUOKapPAA. NPy NOA03PEHMM HA ULLIEMUIO MUOKApAa PEKOMEH/Y -
€TCsl 06PATUTBLCS 3a KOHCY/bTALMEN K KapAnonory.

B CBA3N C PUCKOM PasBUTUS CEepbe3HbIX HApyLeHWid puTma cepaua npenapat PuHronnmon
Mepvcop6 He cneayeT NpUMeHsTh Y NaUMeHTOB C CMHOATPUanbHOW GNOKaAON, CUMNTOMATH-
Yeckon BpafvKapaver WA NOBTOPHBIMM 3MM30aMU CUHKOMAsbHBIX COCTOSHUIA B aHamHese,
C CyWeCTBeHHbIM YAMHeHviem uHTepsana QT (xeHckuid nom: QTc >470 mc (crapwe 18 ner),
QTc >460 mc (10-18 ner); myxckoii non: QTc >450 mc (ctapwe 10 neT)). MockonbKy nepeHo-
CYMOCTb BbIPXEHHOV BPaANKAPAMMN MOXET BbiTb CHUXEHA Y NALMEHTOB C OCTAHOBKOW CepAua B
aHamHese, HEeKOHTPOIMPYEMON apTepUanbHON TMNEpPTEH3MER UK TSXEbIM CUHAPOMOM arnHo3
BO CHe, npenapaT PuHronumor Meancopb He ciefyeT NPUMEHsTh Y Takvx MaUMeHTOB. Y Takmx
NaLVIeHTOB NPUMEHeHWe NperapaTa BO3MOXHO TO/IbKO B C/lyyae, eciv npearofnaraemast nosb3a
NPeBbILAET MOTEHLUMANbHbIA prUck. Mpy HEOBXOAMMOCTY MPUMEHEHWS MpenapaTa y nauuMeHToB
JIaHHOW KaTeropuu cieflyeT NpoBeCTV KOHCY/IbTALMIO Kapavosiora nepej Hauyanom Tepanuu Ans
BbIGOPA ONTUMANLHOTO MOHUTOPUHIA CEPAEYHON AeATeNbHOCTH, MO KpaliHeli Mepe A0 yTpa cne-
Jlytouiero aHg.

MpyMeHeHne hUHrONMMOAA Y NALMEHTOB C aPUTMUSAMU, TPEBYIOLLMMUN NEUYeHNUS aHTUapUTMUYe-
CKVMMM CPeACTBaMM knacca Ia (Hanpumep, XMHUAWH, An3onupamuna) vav knacca 111 (Hanpumep,
aMMOZAPOH, COTanon), He n3ydanu. Ha hoHe NpUMeHeHNs aHTUapUTMIUYECKUX CPeACTB Knacca la
vnu knacca 111 y naumeHToB ¢ BpPaiMKapAVeR OTMeYanncs Caydan nMpyaTHoR Taxukapauu. Mo-
CKOJIbKY B Hauase nprmMeHeHnst huHronnMmMopa otMedaetcst cHuxenne YCC, npenapat PuHronmmon,
Meavncop6 BMeCTe ¢ JaHHbIMW 1IeKAPCTBEHHBIMU CPEACTBAMM MPUMEHATL He CleayeT.

OnbIT NpUMeHeHWst GUHIONMMOAA Y NALUMEHTOB, MOMYYAlOLLMX COMYTCTBYIOLLYIO Tepanuio 6eta-
a/1peHOBI0KaTOPaMK, aHTArOHUCTaMM KasbLIMEBbIX KaHanos, cHmxatowwmmu YCC (Takumu kak Be-
panamun vav AUATUasem), Uav ApYruMy npenapatamu, crocobHbIMKU cHkaTb YCC (Hanpumep,
1BaBPaAVH, AWIOKCWH, UHIMBUTOPbI XONMH3CTEPE3bl UK MUIOKAPMWH), OrpaHuyeH. Mockonbky B
Hayvane npumeHerHns uHronumoaa YCC Takke CHUKAETCS, MPUMEHEHWE Ha3BaHHbIX MPEenapaTos B

TV nNpun

Hayvane fieyeHuns npenapatom OuHronMmos Megucopb MoXeT NPUBECTU K TxXenol Bpaavkapanm
v AB-6n10kage. B cBa3uM € NOTEHLMANbHBIM AONONHUTENbHBIM BAvsHeM Ha YCC npenapat OuHro-
Mo Meancopb He cneflyet HauMHaTb NPUMEHSTb Y NaLMEHTOB, KOTOPbIE OHOBPEMEHHO Npu-
HUMAIOT [JaHHble npenapartbl. [pumeHeHune npenapata @uHronnmon Meauncopb y Takux nauueHToB
CnefyeT paccMaTpuBaTth MWL B C/1yYae, ecv npegnonaraemas nosb3a nepeselnBaeT NoTeHun-
anbHble pucku. ECm paccMaTprBaeTcst BOMPOC O NPUMEHeHUW Npenapata, To [0 Hayana ero npu-
MeHeHWs CrlielyeT 0BpaTuThCs 3a KOHCY/IbTaLuelt K KapAMoory OTHOCUTENbHO NepeBo/a nauvieHTa
Ha NlekapCTBeHHble Npenaparbl, He cHuxatowme YCC. Ecav oTmeHa npenaparta, cHxatouero YCC,
HEBO3MOXHA, CieflyeT 06paTuThCs 3a KOHCY/IbTaLmelt K KapAnoiory OTHOCUTE/IbHO OnpeaeneHns
Hagexallero HaboAeHVs Nocne Nepeoii [o3bl; PEKOMEHAYETCS NPofeHHoe HabnneHue, no
KpaiiHeli mepe, 10 cneaytowero yTpa. Mpu BO306HOBNEHWM Tepaniu npenapatom PUHronMmor,
Meawcop6 BavsHve Ha YCC v aTPUOBEHTPUKYSPHYIO NPOBOAUMOCTL MOXET MPOSIBUTLCS BHOBb
B 3aBUCUMOCTU OT ANUTENbHOCTU NPe/LLecTBYIOLei Tepanuu U BpeMeHV NpepbiBaHus Tepanuu.
HabniofeHwe, Kak 1 nocsie Nprema Nepsoii 403bl, HEOBXOAVMMO B C/lydae NPepbIBaHKS Tepanuu:

- Ha 1 fieHb 1 Gonee B TeUeHWe NepBebiX 2-X Hefjenb Tepanuu;

- Gonee yem Ha 7 Hel Ha 3-1 unun 4-it Hedene nedeHns;

- Bonee yem Ha 2 HefleNM NOCAE TOro, Kak JIeveHre NpoaosxXanocs bonee mecsiLa.

Ecnun neyenue npepbiBaeTcs Ha 6osiee KOPOTKUIA MPOMEXYTOK BPEMEHM, YeM YKa3aHO BbilLe, neye-
HWe cneayeT NPoAoIXaTh CO CefytoLieli 3an1aHMpoOBaHHOW A03bI.

WrTtepsan QT

Mpy NprmeHeHUn uHronMmoaa B fosax 1,25 mr unm 2,5 mr nocne AoCTUXeHUsS paBHOBECHOMO
COCTOSIHMSA, HO, KOrfa elje Hab/IoAanocs OTPULATENIbHOR XPOHOTPOMHOE AeiCTBME, 0TMEUanoch
yANMHeHve vHTepeana QTcl (ckoppekTUpoBaHHbIV MHTepsan QT no YacToTe Nysbca Ha OCHOBE
AaHHbIX KOHKPETHOro I'IBLU/IEHTS) N0 CPaBHEHWIO C U3HAYasbHbIM NOKa3aTtenem 40 BerHeﬁ rpaHun-
ubl 90% N < 13,0 mc. He BbIIBNEHO 3aBUCMMOCTU BO3HUKHOBEHUS YANNHEHWS nHTepeana QTcl
OT A03bl Npenapata U ANUTe/IbHOCTU Tepanuu. [NOBbILLEHHOW YaCTOTbI C/1ly4aeB OTK/IOHEeHUS ANNHbI
nHTepBana QTcl oT HOPMbI (OLEHUBAEMBIX MO ABCOMOTHBIM UM NPOLEHTHbIM W3MEHEHUSM OTHO=
CUTENbHO UCXOAHbIX 3HAUEHUIA) Ha (hOHE NPUMEHEHUS DUHTONMMOLA He 0BHAPYXKEHO.
KnunHnyeckoe 3HaueHne nNosyyeHHbIX AaHHbIX Hen3BecTHo. B nccnegosanmnax npu PC knnHMYeckn
3HaYMMBbIX IDPEKTOB Ha AIMHY MHTepBana QTc He OTMEeYaNoCh, OAHAKO NALMEHTbI C PUCKOM YANN-
HeHns nHTepsasna QT B K/IMHWNYeCcKne nccieoBaHng He BKAKYanCh.

Y NauMEeHTOB €O 3HAYNMbIMK PAKTOPaMU PUCKA, HANPUMep C runokannemmeli U BpOXAEHHbIM
yANvHeHvem nHTepeana QT, cneayet nsberatb NPUMEHEHWS IeKapCTBEHHBIX MPenapaTos, Crnoco6-
HbIX YANMHATL MHTepBan QTc.

VimmyHocynpeccnsHoe feictsmne

DUHrOAMMOf OKasblBaeT MMMYHOCYNPeCcCMBHOE AeliCTBMe, B pesysibTate Yero y nauuMeHToB BO3-
pacraer puck MHbekUuii (B TOM umcie onnopTYHUCTUYECKUX MHMEKLMI, KOTOpbIe MOFYT npu-
BOAWTb K CMEPTW) U PUCK PasBUTUS IMMGOM 1 APYrUX 3/10KaYeCTBEHHbIX HOBOOGPA30BaHWN,
B 0COBEHHOCTU KOXHbIX. CreayeT TwaTtenbHo HabtoAaTh naumeHTa, 0ocobeHHo Npu HanMuum co-
NyTCTBYIOWMX 3a60N1eBaHNI 1K GakTOPOB pUCKa, HANPUMep NPeALLeCcTBYIOLer MMMYHOCYNpec-
CvBHOV Tepanuu. Mpu Nof03peHnn Ha Nof0BHbIA PUCK Bpady CleflyeT B UHAVBW/YabHOM NOpPsiAKe
PacCMOTPETL BOMPOC 06 OTMEHe Tepanuu.

WHgpekymm

Kniouesbim hapmakogmHamuyeckm 3@ hekTom npenapata SBageTcs [0303aBUCUMOe CHUXeHWe
Konuyectsa ammdounTos B nepudepudeckoii kpoen Ao 20-30% OT WX UCXOQHOrO KOMMYeCTBa,
06yCn0B/IeHHOE 06PaTUMbIM NepepacrnpeseneHem NMMMAGOLUNTOB B IMMMONAHbIX TKaHSX.

Mepes HaYanoOM Tepanun NPenapatom CneAyet NosyYnTb pesynbTaT OBLEeKIMHUYECKOro aHanm-
33 KpOBW C neiikounTapHoii (hopmynol, BbINONHEHHONO Ha NPOTSKEHUW nocnefHux 6 mecaues,
NpeALWecTBYIOWMX HA4any Tepanuu, UM Nocae OTMEeHb! NpeaLecTByioLel Tepanim. OBLeKNMH-
Yeckuii aHann3 KPoBM Takxe pekoMeH/YeTcsl NeproAnyeckn NpoBoAWTL BO BpeMs Tepanuu, Yyepes
3 Mecsua v 3aTtem, No kpaiHeit mepe, 1 pas B rog, a Takxe Npy HANMYUKU NPU3HAKOB UHbEKLUN.
Mpy NoATBEPXAEHHOM aBCOMNIOTHOM KonnuecTse numdoumntos <0,2 x 10°/n, npenapat cneay-
€T OTMEeHUTb A0 Tex nop, noka ,ElEIHHbIﬁ NnokasaTeslb He BOCCTAHOBUTCH, TaK KaK B KJIMHUYECKNX
VCCNe0BaHMAX Y NALMEHTOB C aBCOMOTHBIM KonyecTsom nmdoumntos <0,2 x 10°/n Tepanuio
huUHronMmogom npekpatani.

v NAUMEHTOB C TSXe/IbIM dKTUBHbIM MHCbEKLlVIOHHbIM 3360ﬂEBaHMEM HEOGXO,C[VIMO OT/IOXKWNTb Ha4a-
10 NleYeHnst NpenapaTom [0 pa3peLlleHns JaHHOro CoCTOAHNS.

[lo Havyana npumeHenus npenapata ®uHronnmon Meancopb y NauveHToB CneayeT OLeHNUTb M-
MYHUTET K BETPSiHOW ocne. [MaumneHToB, He MMeloLLMX B aHaMHe3e JOKYMEeHTaNlbHO NOoATBepXAeH-
HbIX [JaHHbIX O NepeHeceHHOM BEeTPSIHOM ocne MM MOAHOro Kypca BakuMHALWMWM NpPOTUB BUPYCa
Varicella zoster (VZV), po Hauyana Tepanuu cneayet o6ciefoBaTh ANg BbigsaeHUs aHtuten k V2V, B
Clyyae OTCYTCTBUS aHTUTeN K Bupycy VZV cnenyeT NpoBecTu NOMHbIA Kype BakUMHALMM A0 HaYana
Tepanuu npenapatom. [py 3TOM Hayano seyeHns nNpenapaTom ciefyeT OTI0OXKUTb MUHUMYM Ha
1 MecsL AN pa3BUTUSA NOTHOMO MMMYHHOMO OTBETa Ha BakUWHaUWIO.

B pesynbtate Bo3aeicTBus npenapata @uHronumos Meamcopb Ha UMMYHHYIO CUCTEMY MOXET
YBEMUMBATLCS PUCK PA3BUTUS MHDEKLMIA, B TOM YMC1e ONNOPTYHUCTUYeCKUX. Bo Bpems nedeHns
npenapatom ®uHronrmon Meancopb y NaLMeHTos ¢ CUMATOMaMU UHAEKLIMOHHOTO NpoLecca He-
06X0AVMO NPOBOANTL IPMEKTUBHBIE ANArHOCTUYECKME 1 TePaneBTUYecKMe MepornpudTms.

Mpuv oueHke COCTOSHUS NauMeHTa C Nofo3peHneM Ha UHMEKLMIO, KOTOpash MOXET 0Ka3aTbCs ce-
Pbe3HOM, cnefyeT pacCMOTPeTb BOMPOC O ero HarnpabieHUn K Bpady, MMeloLemMy onbIT neveHns
vHpeKkUuiA. MayneHTos, nonyyalowmx npenapat OuHronnmon Meauncopb, Heobxoanmo npegy-
npexaartb 0 TOM, HTOGb\ B C/ly4ae nosBieHns CMMNTOMOB chbeKqu BO Bpems fie4eHns, OHU Co-
06L{aNM 0 HAX CBOEMY BPauy.

Mpy pasBUTUM CePbe3HbIX MHMEKLWA HEOBXOAMMO PacCMOTPETb BOMPOC O BPEMEHHOW OTMeHe
npenapata @uHronumos Mepaucopb. Bo3obHoBNSTE fedeHne npenapatom MuHronnmon Meaw-
COD6 CnefyeT, TO/IbKO NOcC/1e OLUeHKN COOTHOLEHWUS NOJb3bl U PUCKA.

B NOCTPErnCTPaLMOHHOM Mepuoge OTMeYeHbl C/ly4an PasBuUTUSG KPUNTOKOKKOBOMO MEHWHr1Ta
(rpubkoBasi MHMEKUMS ), MHOMAA C NIETasbHBbIM WCXOAO0M, Mocsie 2-3 NieT ieYeHns NpenapaToMm, o4-
HAKO TOYHAA CBA3b C A/INTENIbHOCTbIO TEPAnMU He YCTaHOB/1eHa. I'IpM pPasBUTUM CUMMNTOMOB, NO3BO-
NAOLWMX 3aMOA03PUTb PA3BUTHE [AHHOTO COCTOSHWA (Hanpumep, rofoBHOK 60K, ConpoBoXAa-
}OU_(EFICR NCUXNHECKUMU HAPYLUEHUAMU, TAKUMU KaK CAYTAaHHOCTb CO3HaHWA, raaatounHaunm I/I/
W N3MeHeHne ﬂVIHHOCTM), cnefyeT He3ameaMTelbHO NPOBECTU COOTBETCTBYIOUWME ANArHOCTN-
yeckune meponpuatus. MNpu NOATBEPXAEHUN AMArHO3a cneflyeT BpeMeHHO OTMeHUTb (PUHIONNMOL,
W HauyaTb COOTBETCTBYIOLLEE siedeHune. Ecam Tepanuio huHronmmonom Tpebyetcs BO30GHOBUTE,
cieflyeT NpoBECTU KOHCY/IbTALMIO C Bpadamm pasHbix creuunanbHocTel (B 4acTHOCTY, Co creymna-
JIMCTOM M0 MHEKUMOHHBIM BONe3HaM).

B noctperncTpauMoHHOM neprofe OTMeYeHbl Cllydan pasBUTUS NporpeccupyioLieii Mynstndo-
KanbHow niekosHuedanonativ (MMJI). MMJT - onnopTyHUCTUYECKOe UH(DEKLMOHHOE 3a6oneBa-
HYe, Bbi3BaHHOe JC-BMPYCOM, C BO3MOXHbIM NIETajIbHbIM UCXOLOM UM TSXKENON MHBANUAN3aLmeid.
Cnyyav MM Bbint OTMEUEHbI NPUMEPHO Yepes 2-3 rofa NpUMeHeHrst (GUHroNMMOAA B KavecTse
MOHOTEpPannn y NauneHToB, paHee He NoJy4YaBlnx HaTanw3yma6, XOTS B3aMMOCBA3b C ANUTESb-
HOCTbIO Tepannn B TOYHOCTU HEN3BECTHA.

MonyyeHbl Takxe A0NOSHUTE bHbIE COOBLLEHMS O Pa3BuTUM MMJ1y NaureHToB, paHee Nosy4aBLInX
Tepanuio HaTann3ymabom, A1 KOTOPOro yxe U3BecTHa caasb ¢ MM,

Pazsuture MMJT BO3MOXHO ToNbKo Npu nHbuumposarun JC-Bupycom. MNpu nposegeHnn aHanmsa
Ha Hanuuve JC-BUpyCca HEOBXOAMMO YUMTLIBATh, HTO BAUSHWE IMMBONEHUM Ha TOUHOCTb Pe3y/ib-
TATOB TECTUPOBAHWS HA Hannuve aHTuTen K JC-BMpycCy Y NauMeHToB, NoyyaBLWwmnx GUHronnmom, He
n3yyanocb. CTOMT OTMETUTb Take, YTO OTPULLATEIbHbIN pe3ynsTaT aHanmsa Ha Hanmuuve JC-Bupyca
He UCKIoYaeT BO3MOXHOCTU MHbULmposaHus JC-Bupycom B nocnegytoliem. MNepea npumeHeHn-
em UHroIMMOoAa HeoBXOAMMO, Kak MpaBuio, He paHee, Yem 3a 3 Mecsaua [0 Hauana Tepanuu,
nposectnt MPT-uccneposaHwue. MNpu nposeaeHun naaHosbix MPT-nccneAoBaHmiA, 4acToTa KOTOPbIX
onpefenseTcs cTaHAapTaMu AMarHOCTUKN U KOHTpons TeveHus PC, cneflyeT COXpaHATb HAacTOpo-
XEHHOCTb B OTHOLLEHWW [JaHHbIX, KOTOpble MO3BOASIOT 3anofo3puTh MMIJ1. Takum obpasom, npo-
BefeHne MPT MOXHO paccMaTpmBaTh Kak 3/1€MEHT MOBbILUEHHOW HACTOPOXEHHOCTN Y NaUMeHToB
C BbICOKMM puckom pa3sutug MMJ1. Tpu nogosperHun Ha MMIT cnegyet HemefneHHO NPoBecTH
AvarHocTuyeckyto MPT 1 NpuOCTaHOBUTL ledeHne npenapatom OuHronmmos Meavcopb Ao mnc-
KnoueHns AnarHosa MM

M3meHeHns Ha MPT, xapakTepHble ana MMJ1, MoryT NposiBASTLCS paHblue KAMHUYECKMX NpU3Ha-
KOB WM CUMMTOMOB. Y NauMeHToB, NoyYaBLMX JlekapcTBeHHble npenapatsl no nosogy PC, ang
KOTOPbIX YCTaHOB/EHa CBsA3b € MM/, Bktouas huHronmmos, Habnoganuce cnyyan MM/, guarto-
CTUPOBaHHbIE H3 OCHOBaHWM AaHHbIX MPT, a Takxe Ha ocHoeaHuu BbigBneHns [HK JC-Bupyca B
LiepeBpOCnMHANBHOM XMAKOCTU NPK OTCYTCTBUM KJIMHUYECKUX NPU3HAKOB UM CUMNTOMOB, XapaK-
TepHbix Ana MM,

BbiBEeAEHME DUHIrONMMOAA NOCe NpekpaLleHns IeYeHNS MOXET NPOUCXOAUTL B TedeHne 2 Mecsi—
LUes, NO3TOMY B 3TOT Nepuon HEOGXOAVIMO COXPaHATb HACTOPOXEHHOCTb B OTHOLWEHUW PasBUTUS
VHpeKLMiA. MayneHTos cieyeT NPOMHCTPYKTUPOBATh O HEOBXOAUMOCTU He3aMe/IMTE/IbHO CO06-
waTh Bpayy 060 BCEX CUMMTOMAX MHMEKLMM B TeUeHMe 2 MecaLeB Nocsie 0TMeHb! (UHroNMMoaa.
B nocTperncTpaLmoHHOM Nepuose NpuMeHeHUs GUHIoMMOAA HaBIIoAANNCh ClyYan UHBULM-
POBaHUS BUPYCOM Manuaiombl Yenoseka (BMY), Bkatoyas nanuaiomy, AMCnnasuio, 6opofasku 1
BMY-accoummnpoBaHHbIi pak. B cBA3M € Tem, 4To hUHronMmMoy 061a4aeT MMMYHOCYNPECCUBHBIM
[leficTBueM, nepefj Hayasom Tepanuu npenapatom OuHronnmon Meancopb, HeOBXOAUMO pac-
CMOTPeTb BOMPOC O BakKLuHaumm npotus BIMY ¢ yyeTom pekomeHgauunii no sakuymHaumum. Takxe
PeKOMeHAYeTCcst NPOBOAWTL OHKONIOMMYECKUIA CKPUHWHT, BK/ItOYas Masok no ManaHukonay, B cooT-
BETCTBMM CO CTaHAAPTaMK OKa3aHNs MeAULMHCKOW NOMOLLW.

MakynsipHblii otek

MockonbKy Ha GoHe Tepanuu GUHrONMMOLOM B pekoMeHJoBaHHoK aose y 0,5% nauneHToB oT-
MeYanoch pasBuTHe oTeka MakyJibl C/6e3 KIMHUYECKMX CUMITOMOB NPEVMYLLECTBEHHO B NepBble
3-4 mecsua neyveHus), PeKOMeHAYeTCs NpoBOAUTL O0(TaNbMOsIorMyeckoe 06CiefjoBaHMe Yepes
3-4 mecaua nocse Havana Tepanuu. Npu BbIIBNEHUW Y NALUEHTOB HapyLLeHWd 3peHus Ha dhoHe
NpUMEHeHNs nNpenapaTa Heo6XoAMMO NPOBECTU OCMOTP Fa3HOrO AHa, B TOM YMC/IE MAKY/ISPHOM
obnactu.

Y NaumeHToB C yBEUTOM B aHaMHE3e, a TakXe Y NaLneHToB C CONyTCTBYIOLLMM CaxapHbiM AvabeTom
OTMEYAEeTCH NOBbILLEHHbIA PUCK Pa3BUTUS MaKyNSPHOro oTeka. Mockonbky NpUMeHeHve NpenapaTa
y naumeHToB ¢ PC 1 CONyTCTBYIOLMM CaxapHbIM AMABETOM He U3y4anoch, y NaLneHTos C CaxapHbim
[IMabeToOM W1 YBEUTOM B aHaMHE3e PeKOMeH/yeTcs NPoBOAWTL OhTasbMosiornieckoe obcieso-
BaHWe A0 Hayasa v Bo Bpems Tepanuun npenapatom @uHronnmor Meavcopb.

MocnefcTBUS NPOAOXEHUS Tepanun UHIONMMOAOM Y NALMEHTOB C MaKy/SipHbIM OTEKOM He
v3yyanu. B ciyuae pasBuTMS OTeka Makysbl jledeHue npenapatom @uHronnmopn Mepavcopb
cnefyet NpekpatnTb. PUCK Pa3BUTWSI MOBTOPHOrO OTeka MakyJlbl NMpU BO30BGHOBAEHUM Tepanun
npenapatom ®uHronnmop Meancopb He nsydancs. PelueHvie o BO30GHOBNEHUM Tepanuu nocine
pa3peLleHns MaKy/ISipHOro oTeka, ciefyeT NPUHUMATbL C YYETOM NOTeHLMaNbHOM Nob3bl 1 pUcka,
CBS3aHHbIX C NPUMEHeHMeM npenapaTta y KOHKPeTHOro nauuneHTa.

HapyweHue @yHKkumm nedeqHn

Y nauymentos c PC, nonyyaswmx GUHrONMMOA, OTMEYaNNCh C/ydan MOBbILEHUS aKTUBHOCTM
«MeYeHOUHbIX» (HEPMEHTOB, B OCOBEHHOCTW anaHuHamuHoTpaHcdepassl (ANIT), a Takkxe ram-
Ma-ryTamuntpaHcdepassbl (IT) v acnapratammHoTpaHcdepasbl (ACT). B KNMHUYECKUX UCCneso-
BaHMUSX MoBblleHWe akTiBHOCTW A/TT 40 ypoBHa 3 X BIH (BepxHas rpaHuLa HOpMbl) UK Bbille
oTMeyanocs y 8,0% naumeHToB, nonyyaswmx GuHronmmor B fgose 0,5 mr, n anwe y 1,9% nayn-
€HTOB, nosyyasLunx nnavebo. MosbileHre [0 ypoBHs 5 x BMH otmevanock y 1,8% naumeHTos,
nony4asLnX hrHronumop, n'y 0,9% naumeHToB, NoayYaBluMX nnaueto. B KAnHMYeCKUX nccne-
A0BaHUAX (DUHIONMMOL, OTMEHSIM, eCIM akKTUBHOCTL AJTT nosbilwanack A0 ypoeHs >5 x BI'H. Mpn
BO306HOB/NEHUM Tepanu GUHrOIMMOLOM aKTUBHOCTb MEYEHOUHbIX AMUHOTPaHCHEepas y HekoTo-
PbIX MAUMEHTOB NOBbIWANACL CHOBA, YTO FOBOPUT B MOJIb3Y CBA3M AAHHOMO SBJIEHUS C NpUMeHe-
HVem CDVIHI'O]'IMMO,E(&. B knuHUYeckmnx NCCNeaoBaHUdaxX NoBblleHe akTUBHOCTK EIMVIHOTpaHCCDEDBB
MOr/10 BO3HMKATh B ]'I}O6OE BpemM4 B Xofe fieveHns, 04Hako B 60ﬂbLLH/IHCTBE C/ly4aeB OHO BO3HWMKaAN0
B nepeble 12 MecsLes. HopmManusaumsa akTMBHOCTY «NeYeHOUHbIX» aMUHOTPaHChepas B CbIBOPOT-
Ke KPOBYW NPOUCXOANAA NPUBAN3UTENBHO Yepes 2 MecsLa Nocsie OTMeHb! (PUHroNMMoaa.
MprimeHeHWe npenapata PuHroanmog Megucopb y NauneHToB ¢ HapylleHnem GyHKLMM neyeHn
TSAXEsI0/ CTeneHu Ha MOMeHT Hadana Tepanuu (knacc C no knaccudmkaumm Yainng-Tbio) He nccne-
A0BaNock. MNpumeHeHne (GUHrONMMOAA Y Taknx NaLUEHTOB NPOTUBOMNOKA3aHo.

MockonbKy UHIONMMOZ, 0Ka3biBAET MMMYHOCYNPeccuBHOE AeUCTBUE, Y NALMEeHTOB C aKTUBHbIM
BMPYCHbIM renaTUToOM Havyano Tepanun cnefyer OTN0XWUTb A0 pa3pelleHns AdHHOro COCTOAHUSA.
B nepuos NocTperucTpaumoHHOro MpUMeHeHUs GUHIOIMMOAA HABIOAANNCEL CyYan pasBUTHS
KJMHUYECKM 3HAUMMOro nopaxeHus nedeHn (cm. pasgen «MoBouHoe felictaues ). MpusHaku no-
paxeHud nevyeHW, BKIOHaA 3aMeTHOe MNOBbILWEeHNEe aKTUBHOCTU «MNeYeHOUHbIX» CDEDMQHTOB B Cbl-
BOPOTKE KPOBM 1 MOBbILEHWS YPOBHS 06LLEro Bunpy6uHa, BOHMKaNU yxe Yepes [ecsTb [Hek
nocsie Nprema NepBoii 103bl, a Takke Gbl/IM 33PerucTPUPOBaHbl NOCE AJUTENBHOTO NPUMEHEHNS.
Co0614anock o Cyyasx OCTPOlt NeYeHOUHO HeJOCTaTONHOCTW, TPeBYIOLLel TpaHCMIaHTaLuK ne-
yeHu.

PekomeHA0BaH KOHTPO/Ib aKTUBHOCTY «MEYEHOUHbIX» TPAHCAMMHA3 U KOHLEHTPaummn 6unmpy6un-
Ha Ha NPOTSXXeHUW 6 MecaueB, NPe/LLecTBYIOLMX Havany Tepanuu nNpenapaTtom, nepuognyeckunia
KOHTPOJb BO BPEMS Tepanun 1 B TedeHne 2 MecaueB noc/ie NpekpaLleHns npuema huHronmmoaa.
ﬂpM OTCYTCTBUWN KTMHUYECKUX HpOQBﬂEHVIm nopaxeHns nevyeHn onpejesieHne akTUBHOCTU «ne-
YeHOUHbIX» TPaHCaMWHA3 pekKOMeHA0BaHO NpoBoanTb B 1, 3, 6, 9 1 12 Mecaubl nedeHns 1 aanee
nepvoanuecku. MNoBbileHne akTUBHOCTU «MEeYeHOUHbIX» TpaHcamuHas 25 x BMH Tpebyet Gonee
4acToro ncciiefoBaHnga «nedveHoYHbIX» CDEDMEHTOB, BK/IO4a4 onpejeneHvie KOHUeHTpauum 6MJ'II/I’
PYBUHA 1 aKTUBHOCTY LLIENIOYHOM docdaTassl. [py NOBTOPHOM NOATBEPX/AEHWUN JAHHOTO Pe3ysb-
TaTa (aKTUBHOCTL NEYEHOUHbIX aMUHOTpaHcdepas > 5 x BIH) npenapat GuHronvmor Meaucop6
cnefyet OTMEHUTb U BOEO6HOBVITb Tepanuto TO/IbKO NOC/1e TOro, Kak aKTUBHOCTb NEYEHOYHbIX aMU-
HOTpaHcdepas BepHETCS K HopMe.

C}'IE,E[yET HBG}'I}O,ElaTb 33 NauueHTaMun Ha npegmeT HaNnymga NMpU3HaKoB U CUMNTOMOB MOpaxe-
HUS neyexun. YV NauveHToB, KOTopble COO6U_la|0T O CMMNTOMAX, TakMUX KakK TOWHOTA HEW3BECTHOM
3T1oNOrMK, pBOTA, GOMb B XMBOTE, AUCKOMMOPT B NpaBom nogpebepbe, BHOBb BbiSBEHHAS 1K
YyCUNMBaloLWaacy NoBbIlWEeHHAs YTOMNAEMOCTb, dHOPEKCUS, XenTyxXa VI/I/II'IM TeMHbIA LBET MO4M,
KOTOpble MOryT YKa3biBaTb Ha NOpaxeHue nedyeHu, HEO6><O,ClMMO HemealeHHO NMpoBeCcTU aHanus
AKTUMBHOCTM «MEYEHOUHbIX» TPAHCaMMHA3 1 NMPOBEPUTb YPOBEHb BUAMPYBUHA. TPy HANUUMK Knn-
HUYECKNX NPOSIBIEHNN, CONPOBOXAAIOLLMXCS NOBbILEHWEM aKTUBHOCTW AJIT B TpU pasa 1 ypoBHSA
06Liero 6rnpy6uHa B CbIBOPOTKE KPOBU B [1Ba Pa3a Bbille HOPMbI, edeHre npenapatom OuHro-
Moz Meancopb cneayet npekpaTtuTb. JledeHne He CiefyeT BO30BHOBSTbL A0 TeX Mop, Noka He
6ynet onpefeneHa Apyras NPUYMHA NPU3HAKOB U CUMMNTOMOB NOPaxXeHns nedeHu. MNpu Bbisene-
HWM 3HAUUTE/IbHOTO MOPAXeHUsa nedveHn (Hanpyrmep, akTMBHOCTL NEYEHOUYHbIX AaMUHOTpaHChepas
> 5 x BI'H 1/vnu nossileHne yposHs GUAMpYy6rHa B CbIBOPOTKE KPOBK) SIeYeHMe NpenapaTom crie-
[lyeT npekpaTtuTh. PelleHne o BO30BHOB/IEHWN NedeHns ByAeT 3aBUCeTb OT TOro, onpejesieHa am
[IPYrasi NIPUYMHA NOPaxXeHUsl NMeYeHK, a Takxe OT COOTHOLLEHNS MEXAY NOb30i OT BO30BHOBNEHUS
NeYeHns 1 PUCKOM NOBTOPHOIO PasBUTUS HapyLLEHNS MYHKLMN NeYeHN.

Het [AaHHbIX, YKa3bIBAKOWMX HA TO, YTO Y NAUMEHTOB C yXe MerWwnmes 386OI'IEBEIHI/IEM ne4yeHn,
nonyJatoLmx npenapat ®uHronnmos Megucop, pUck NoBbilLeHWs nokasatenei hyHKLMK neyeHn
yBeNnYeH. Tem He MeHee, Yy NaUuMeHTOB, B aHaMHe3e Y KOTOPbIX UMEeeTCsa Taxenoe 386DHEBBHVIE
neyeHw, npenapat AuHronvmon Meamncopb ciefyet NpUMEHsTb C OCTOPOXHOCTbIO.

BrvigHue Ha PE3Y/IbTATbl CEPOJIOMMHECKOro NCC/1eJOBaHNS

MockonbKy GUHIOMMMOZ CHUXAET KONMYECTBO IMMMOLMTOB B KPOBM (MyTem nepepacnpeaeneHns
VX BO BTOPUYHbBIX IMM(OUAHbIX OpraHax), KoMYecTso IMMGOLMTOB B Nepudepuyeckoii Kposu He
MOXeT 6bITb NCNO/b30BaHO A/19 OLLEHKM KO/IMYEeCTBA Pa3/InyHbIX BUAOB J'II/IMCDOL\MTOB Y nauneHToB,
nonyyvatowmx GuHronnmmog. Y naumeHTos, Noayyatowmnx GUHroAMMog, AN onpefeneHns Konnde-
CTBa MOHOHYK/1€apOB TpebyeTcs 3a60p GO/blMX 0GbEMOB KPOBU (BCIEACTBUE CHUXEHWUS YMCNa
LMPKYMPYIOLWMX TUMbOLUTOB).

BrvsiHue Ha aprepualibHoe Jas/ieHue

MaLMeHTbI C HEKOHTPONMPYEMON apTepUanbHOR rynepTeHsveld, He Bbln BKIOUYEHbI B JOperncTpa-
UMOHHbIE K/IMHUYeCKune 1ccieoBaHugd, No3ToMy B C/ly4ae NpumMeHeHus npenapara mVIHFO/’IMMO,El
Meawncop6 y NauneHToB C HEKOHTPOIMPYEMON apTepuanbHoi runepTeHsueld Tpebyerca cobio-
[1aTb 0COBYI0 OCTOPOXHOCTb.

B knnHuyeckmx nccnefoBaHUax y NauneHTos C PC cpejHee NosblleHre CUCTONIMYEeCKoro AasneHns
Ha doHe npumeHeHns huHronMmopga 8 gose 0,5 Mr cocTaBMIO NPUMEPHO 3 MM PT.CT., @ ANACTO-
JINYECKOro AaBneHus — NpumepHO 1 MM PT.CT.; AaHHbIA 3 deKT NposBNSICa NPUMEPHO Yepes3
1 MecsiL| Noc/e Havana neyeHns 1 COXpaHsICs Ha oHe NPoAoMKeHNs nederns. B 2-netHem nna-
1e60-KOHTPOIMPYEMOM UCC/IBJ0BAHWM apTeprasibHas rMNepTeH3ns 0TMeYanach B KayecTse He-
XenatesbHoro saeieHns y 6,5% nauneHToB, NpUHUMABLLKX dhuHronumop B fose 0,5 mr, ny 3,3%
NauMeHToB, NpUHKMaBLIKX Nnaue6o. Bo Bpems Tepanum npenapatom @uHronmmon Mepavcop6
cnefyeT perynsapHo KOHTponnposaTb Al

AbixatesnbHas cucrema

Yepes 1 mecal nocnie Havyana npUMeHeHns UHrONMMOAA OTMEeYaNoCh He3HAUUTENbHOE U 1030+
3aBUCKMOE CHIXeHUEe oBbema (hoPC1POBAHHOMO Bbifoxa 3a 1-yio cekyHay (ODB1) u auddysn-
OHHOA CocoBHOCTU Nierkux no okeuay yrepoga (DLCO); B AanbHeRwem JOCTUHYTbIE 3HAUeHs
[laHHbIX NapamMeTpoB He MEHSUCb. Y MaLUMEHTOB C TSXesbiM PecnmMpaTopHbiM 3abonesaHuem,
(MBPO30M NErKMX 1 XPOHUYECKOR 0BCTPYKTUBHOM GONE3HBIO Nerkux UHrONMMOL, CleayeT npu-
MEHSITb C OCTOPOXHOCTbIO.

CuHpapom o6patumoii 3aaHeli sHLepanonatim

B KAMHWYeCKux n NOCTPErncTPaLMOHHbIX UCCNeA0BaHUAX OTMeYeHbl pefikue C/lyd4an pasButmug
CMHAPOMa 06PaTUMOIL 3a/1HEl SHLedANoNaTUm NpU NpUMeHeHn GuHronnmopaa B gose 0,5 mr co
cne,qy»ou.leﬁ CUMMATOMATUKOM: MHTEHCUBHASA rON0BHAsA 60}'Ib C BHE3arnHbIM Ha4yasioM, TOLWHOTA, PBO-
Ta, HapYLLUeHWe CO3HaHWs, PAcCTPOCTBO 3peHuns v cygoporu. COCTosHMe, Kak NpaBusio, 06paTuMo,
HO MOXET YXY/LLATbCH, B TOM YAC/Ie NPUBECTU K ULLIEMUYECKOMY WM TeMOPPAruyeckoMy HCYSIbTY.
3a;lep>~<|<a B MOCTAHOBKE [IMarHo3a U Jie4eHUn MOXET BECTU K CTOVKUM HEeBPONOrnyecknm Hapy-
WweHuamM. Tpy Nofo3peHUn Ha CUHAPOM 0BPaTUMON 3afHel sHLedanonaTim npyvem npenapata
DuHronumor, Meancopb ciesyet npekpaTuThb.

PaHee riposoauBLLeecs 1e4eHne UMMYHOAEernpeccaHTamm 1 rpenapatamu, MoauduUupyowLmmm
TeyeHme 3aboneBaHus

WccnepoBaHuii no oueHke 3hdekTUBHOCTU 1 6e30MacHOCTU (UHIOIMMOZA Y NALMEHTOB, Nepese-
[IeHHbIX Ha Hero ¢ TepudayHOMKAE, AUMETUADYMAPATa U anemTy3ymaba, He NpoBOAMIOCH. Mpun
3ameHe Tepanuu pyrumu npenapatam, MoaMdUUMPYIOWMMI TedeHre 3ab6onesaHuns, Ha nede-
Hue npenapatom PuHronnmor Meancopt, cneayet NPUHMMATh BO BHUMAHWE MeXaHW3Mm elicTBus
paHee NPUMEHSIEMOro Npenapara, a Takxe YUnTbiIBaTb NepPUO/ ero nosyBbiBeAeHUs BO n3bexaHue
Pa3sBUTUS CYMMApPHOro yrHeTatoLlero 3 dekTa Ha UMMYHHYI0 cucTemy. [pu 3Tom cneyeT yumnTbl-
BaTb PUCK PeakTMBaLuun 3abonesaHus. MNepes Hauanom Tepanuum npenapatom OuHronvmon Mean-
copb cneayeT NonyunTb PesynbTaT 0BLEKIMHAYECKOro aHaNM3a KPoBW C eikoumTapHoi hopmy-
JI0W, BBINOSIHEHHOTO MOC/Ie OTMEHbI MPeLIeCTBYIOLLelt Tepanuu, 4Tobbl y6eanTbCS B NpekpalleHun
ee yrHeTaloLero 3hdexTa Ha UMMYHHYIO cucTemy (Hanpumep, UAToNeHun).

Y naumeHToB, NONYYaBLUKX paHee NeveHre HTepGepoHOM MK raTUpamepa aleTaToM, NedeHne
npenapatom OuHronrmon Megncopb MoxXeT BbiTb HAUATO HEMOCPEACTBEHHO NOC/e NPeKPaLLeHns
NPUMEHEHNS BbilLeyKa3aHHbIX NpernapaTos.

Ecnun nepesos ocyLlecTnseTcs ¢ AumeTtundymapata, npenapat ®uxronnmon Meaucopb cneay-
€T Ha4YMHATb NPUMEHATHL JIULWb NOC/1e Neprofa BbIMbIBaHUE, JOCTATOYHOIO A9 BOCCTAHOBNAEHUSA
rnokasaresneii KpoBu.

Kak npaBsuno, A1 NOHOro BbiBeAeHUs HaTanusymaba Tpebyetcs 2-3 mecsiia C MOMeHTa npekpa-
uieHud Tepanunun. BbIBE,ElEHVIE TEDVICb}'IyHOMM,D,B W3 Na3mMbl KpOBU MelIeEHHOE N MOXET 3aHMMAaTb OT
HECKOMNbKUX MecsiLies [0 2 NeT 6e3 npose/jeHns NpoLieaypbl YCKOPEHHOTO BbIBEAEHMS.
PekomeHayeTcs npuberats K NpoLeAype YCKOPEHHOM 3NMMUHALIMMW, ONMCAHHOW B MHCTPYKLWK MO
MeAULMHCKOMY NpUMEeHeHWo TepudnyHomuaa. B oTcyTcTBue 310 NpoLeaypbl Nepuos BbiMblBa-
HWS JOMXeH BbiTb He mMeHee 3,5 mecques. [pu nepesojde NaUMEHTOB C HaTanMlymaba unm Te-
pudnyHommaa Ha npenapat GuHronumon Meauncopb cieflyet cobniofaTth OCTOPOXHOCTb U YUUTbI=
BaTb BO3MOXHOCTb JOMO/IHATE/IbHOro ,D'EFICTBMQ Ha UMMYHHYIO CUCTeMy.

AnemTy3ymab okasbiBaeT ryboKoe U NPOLJOIKUTENBHOE UMMYHOCYNpeccuBHoe AeiicTaue. Mo-
CKOMbKY (hakTUYeckast ANTEebHOCTb NOJOBHOTO [eiCTBUS HeM3BECTHA, MPUMEHEHVe npenapata
DuHronmmor, Meancop6 nocsie NpekpalieHns Tepanum anemTy3ymabom He pekomMeH0BaHo, 3a
WCKIIOYEeHWEeM C/ly4aes, KOra oXxnaaemad nosb3a npesbiaet BO3MOXHbIA PUCK A9 KOHKPeTHOro



naumeHTa.

PeLlieHve o ANUTeNbHOM NPUMEHEHUK KOPTUKOCTEPOMAOB B KAYeCTBE COMyTCTBYIOLMX NPenapaToB
cneflyeT NPUHUMATL NOC/Ee TLWATeNbHOM OLeHKN.

OnHoBpemeHHoe rpUMeHeHNe MOLYHbIX MHAYKTOpoB nsogpepmeHTos CYP450

Mpy NpYMeHeHUn GUHrONMMOAA OAHOBPEMEHHO C MOLLHBIMU WHAYKTOPaMu 130(hepMeHTOB
CYP450 cnepyet cobnoaath 0CTOPOXHOCTb. OAHOBPEMEHHOE NPUMEHEHWE 3Bepobost He peko-
MeHayeTcs.

3/10Kka4ecTBeHHble HOBOOBPa30BaHUs

3/10Ka4ecTBeHHble HOBOOBPA30BaHWUs KOXMU

Y nauveHToB, Noay4aswmnx GUHrONMMOA, OTMEYEHO pasBuThe 6a3anbHOKAETOYHOM KapLUUHOMbI 1
[IPYrvxX HOBOOBPA30BaHWIA KOXM, BK/IOYAS 3/10KAYECTBEHHYIO MENaHOMY, MI0CKOKNETOUHYIO Kap-
LunHomy, capkomy Kanoluu, kapumHomy u3 knetok Mepkens. Cnefyet COXpaHATb HACTOPOXEHHOCTb
B OTHOLIEHWM HOBDOﬁpaSOBaHVIM KOXW, a B Hayane nevyeHnsa pekomeHayeTcd npoBectn megu-
LMHCKoe 06CNejoBaHMe C OCMOTPOM KOXHbIX MOKPOBOB. B mocnieaytoliem Takoe obcienosaHme
PEKOMEH[YeTCSl NPOBOAWTL Kaxable 6-12 MecsiLes Mo YCMOTPeHWIo fledalero spava. Mpu obHa-
PY>XEHWUM NOPAXeHWiA, Bbi3blBAOLLMX NOAO3PEHM, NaLMeHTa cielyeT HanpaBuTb K AepmaTtonory.
MpUHUMAs BO BHUMaHWE PUCK Pa3BUTUS 3/10KaYECTBEHHbIX HOBOOBPA30BaHWIA KOXW, NaLMEHTOB,
nosy4aloWmx GUHFOIMMO, CeayeT NpeaynpeanTb O HeOBXOAMMOCTH UCMONb30BaHNS CPeCTB
33wl 0T YD-u3nyuennd. Ha hoHe npumeHeHns huHronMmoaa naumeHTbl He 4O/KHbI NonyyaTh
doToTepanuio ¢ ucnonb3osaHem YO-B nsnyuerns nnm otoxmummotepanuio PUVA.

Jlumgpoma

B KAnHMYeCKnx nccnefoBaHns M B nepurog NoCTperncTpaunoHHOro NprUMeHeHuns ¢]VIHI’O]’IMMO,E(3
HablofaNuch caydaun paseutis MM@ombl. OnuncarHble caydan Gbian reTeporeHHbIMK Mo CBOeWH
npupoje, B OCHOBHOM BCTPeYanach HexoixKuHckas NMMmdoma, Bkatovas B-knetouHble n T-kne-
TOUHbIE IMMPOMbI. VIMeNn Mecto ciydan T-KNeTouHom IMMQoMbl KoXu (rpuBoBUAHON rpaHyne-
Mbl).

Bo3Bpat akTnBHOro 3a6oseBaHuns (peynans) nocsne oTmeHs! Teparnn penapatom OuHrommmos
Mepnucopb

B nocTperncTpaLmoHHOM neproae OTMEeYanich pefkue Ciaydan Tsxenoro obocTpeHus 3abonesa-
HWS Yy NAUMEHTOB, NPEKPATUBLUMX NPUMEHSATL (BUHronnmog. Kak npaBmio, yxy/LleHue cocTosHUS
NPOUCXOANNO B TeveHune 12 Heaenb, HO Takxe 6b|}'IM OTMeYeHbl C/lyYan yxXyalweHus B TedeHune
24 v 6onee Hefenb NOC/E OTMEHbI TEPaNUK NpenapaTtom. B cBa3m ¢ 3Tum cneayet cobniofate
OCTOPOXHOCTb NP OTMEHE Tepanuu npenapatom @uHronnumor Meancopb. Ecim Heobxopnma oT-
MeHa npenapara, nauvneHToB ciedyeT Hab/IloAaTb Ha NPeAMET PasBUTUS COOTBETCTBYIOLIMX CUM=
NTOMOB U NPU3HAKOB ¥ NPOBOAUTL HEO6XO,D,VIMO€ nedeHune.

OnyxonenogobHble 04arv JemuesHn3aLmm

B nocTperncTpaumoHHOM Nepuoge BbisiB/IeHb! pefkue ciydan GopMUPOBaHKS OMyXonernofoBHbIX
04aroB AeMUeNNHU3aLMK, CBA3aHHbBIX C obocTpeHrem PC. B ciyyae Tsxenoro obocTpeHvs cne-
Ayet nposectt MPT 115 UCKNIoYeHUS OnyxonenofoBHbIX 04aros. JSlevallemy spady cnedyet pac-
CMOTpETb BOMPOC 06 0TMeHe npenapata OuHronvmos Meancop6 UHAVBKAYaNbHO, NPUHUMAs BO
BHVMaHWe Nob3y U PUCKK Y KOHKPETHOro NayneHTa.

[NpekpatyerHue neverHns: puHrommonom

Mocne oTMeHbl NedeHrst GUHIOIMMOAOM HEeoBXoanM 6-HeaenbHbIi UHTepBan 6e3 nedeHns ans
BbiBeAeHUs (UHrONMMOAA U3 KPOBOTOKA; Takoi CPOK OnpeAensercs NepuvoAom MosyBbiBeAeHns
npenapara. [pu npekpaLleHn npuema npenapata HeOGXOAMMO YUMTHIBATb, YTO HOPManM3auus
KonMyecTsa MMMQOLMTOB NPOUCXOANUT Yepes 1-2 mecsla nocie nociefHero npUuMeHeHus npe-
napata ®uHronnmon Meaucop6, xoTa B psile Cyyaes Afs NOAHOMO BOCCTaHOBNEHWS TpebyeTcs
3HAYNTENbHO BOMbLIe BPeMeHU. TOCKO/bKY MPY MPUMEHEHUN UMMYHOAENPECCaHTOB B TeyeHue
1-2 Mecsies nocne npekpalieHns npuema npenapara ®uHronnmon Meancopb BO3MOXHO A0+~
MONHUTE/IbHOE YrHETaloWee 4eCTBME Ha UMMYHHYIO CUCTEMY, HEOBXOAMMO COBIOAATL OCTOPOX-
HOCTb NPpY NPUMEHEHNN UMMYHO/EMNPecCcaHToB BCKOPE Noc/1e NpekpaLleHns ledeHrs npenapaTom.
bepemeHHOCTb, pyUck 4719 171043 W KOHTPaLenyms

B cBasm c NOTeHUMAsIbHbIM CEPbE3HbIM PUCKOM 14 NJI0AA HeOﬁXO/:lMMO NCKTIO4YUTD 6EDEMEHHOCTb
Y XeHLLUWH, 061afaloLLMX PenpOAYKTUBHBIM MOTEHLMANOM, Nepej Hayajom nprvema npenapata
DuHronumon Meamcopb. MeanumMHCKOMY CeumanucTy cneayet 0BbaCHUTb PUCKM HEraTUBHOIO
BO3/1eCTBMSA Npenaparta Ha nioa.

Bo Bpems Tepanum npenapatom OuHronrmon Meaucopb cieflyet nsberatb HacTynneHns Gepe-
MEHHOCTU 1 NPUMEHATb 3DdeKTUBHbIE MEeTOAbI KOHTPALEenumMn Ha NpoTSXeHUW BCero nepuoaa
Tepanuu 1 B TedeHne 2 MecsiLies Noce npekpalieHvs Tepanuu. B caydyae ecnm 6epemMeHHOCTb
HaCcTynuna Bo Bpems Tepanum npenapatom OuHronmmos Meamcop6, To HEOBX0AMMO PAcCMOTPETL
BOMNPOC 06 0TMeHe npenapata PuHronnumor Meancopb., NPUHYMAs BO BHUMAHWE Pe3ynbTaTbl UH-
[IMBUAYANBHON OLEHKM MONb3bl M PUCKOB Kak AN MaTepu, Tak 1 Ang nnoaa (cm. pasgen «lpume-
HeHve Npyt GepemMeHHOCTH 1 B NEPUOS rPYAHOr0 BCKApMINBAHUS», a Takke pasaen «Mepbl npego-
CTOPOXHOCTWY, NoApaszen «Bo3spar akTWeHOro 3abonesaHns (peunamns) nocie oTMeHb! Tepanin
npenapartom OuHronnmon Meamncop6»).

MaywverHtsl 10-18 ner

Mepes Havanom npumeHeHns npenapata OuHronumos Meauncopb creflyeT NpoBecTu BCe BakLmn-
Haynun, pekoMeHA0BaHHbIe MEeCTHbIM KanieH[Aapem NpuBr1BOK.

n npu Gep T!A U B nep rpyAHOro BCKapMaMBaHus

)KEHLL{MHDI C COXpaHeHHbIM PerpogyKTUBHbIM NOTEHLNA/IOM, KOHTPAUeryms y XeHLymH

Mepep Hayanom nNpuUmeHeHns hUHroNMMoAa cnefyeT NoayyYnTb OTPULATENbHbIA pe3ynsTaT Tecta
Ha GepemMeHHOCTb 1 NPONHMOPMUPOBATL KEHLIMH C COXPAHEHHbIM PEMPOAYKTUBHBIM MOTEHL-
aJIOM O Cepbe3HOM puUcke ANs NI0AA U O HEOBXOAMMOCTU NpUMeHEHNst S(HEKTUBHON KOHTPa-
uenuuu B Te4eHne BCero BpemeHu npumeHeHnsa npenaparta 1 okono 2 Mecqaues nocsie OKOH4YaHus
nevyeHund, 4to DﬁyC!’IOBﬂEHO ANUTeNbHbIM NMEpPUOAOM BbiBeAeHUs Mpenaparta U COXpaHAoWMMCH
PUCKOM N4 NN0AA.

bepemeHHocTb

VImeloLmecs NocTperncTpaLmoHHble JaHHbIe U CBeAEHUS U3 PErucTpa Cly4aes 6epemMeHHOCTI No-
3BONSIOT NPe/nonaraTh, 4To fedeHre (GUHroIMMOAOM CBA3AHO C YBEIMYeHeM PacnpoCcTpaHeHHo-
CTV Cepbe3HbIX BPOX/EHHbIX aHOMA/INIA Pa3BUTUS MO CPABHEHMIO C 0BLLER nonynaumnen.

Ha npotsxeHnn Bcero BpemeHv NpuMeHeHVs npenapara ciefyeT NpUmMeHaTb HageXHble MeTofbl
KOHTpaLenumu u n3beratb HacTynneHus GepemeHHoCcTU. B ciyyae ecam 6epeMeHHOCTb AnarHo-
CTUPOBaHa BO BPeMS! MPUMEHeHUS npenapaTa HeobxoarMO PacCMOTPETL BOMPOC 06 OTMeHe rnpe-
napara, NpUHUMasa BO BHUMaHWe pe3yibTaTbl VIH,ElMBVI,ElyaﬂbHOﬁ OLEeHKW NOob3bl M PUCKOB KaK aAns
mMaTepu, Tak 1 Ang nnoaa. Cne/:lyeT NnpeAocTaBUTb MeAULMHCKOe 3aK/1l04YeHue O pUCKax HeraTMBHO-
O BO3/eMCTBUS Npenapara Ha o, a Takke NPOBECTH KOHTPOMIbHOe 0BC/ieoBaHve (Hanpumep,
Y/IbTPa3BYKOBOE UCCNeoBaHMe). Takke HEOBXOAUMO MPUHUMATb BO BHUMAHWE PUCK TSKENO0ro
060CTPEHNS 33601EBAHNS Y KEHLLWH, NPEeKPATUBLLKX NpUem (UHMONMMOAA B CBA3M C HACTyNe-
HUem BepeMEeHHOCTY WK B CBSI3M C NaHUPYEeMOK BePeMEHHOCTbIO, NO3TOMY MaLMEHTbI [OSXHbI
O6Cy,D,VITb C /le4auim BpayoM anbTepHATUBHbIE BAPUAHTLI SIeHeHus.

B NCCNef0BaHUNAX Ha XWUBOTHbIX 6b|ﬂa BblsiB/IEHa PernpoaykKTUBHAA TOKCUMYHOCTb, BKJ/IHOYABLUASA
rnbesb NaoAa U NOPOKW PasBUTUS OPraHOB, B YaCTHOCTU He3apalleHue apTepuasibHOro NpoToka
1 fedekTbl Mexokeny104koBoi neperopoaku. Kpome Toro, M3BeCTHO, YTO peLenTop, Ha KOTOpbIii
feicTByioT duHronumog (peuentop cuHrosuH 1-docdara, y4actsyer B hOPMUPOBAHUM COCYA0B
B IMbpuioreHese. [JaHHble Mo NPUMEHEHMIO UHFONMMOLA Y BEPEMEHHBIX OrPaHMUYeHbI.
XKeHLMHaM, NNaHMPYIoLWMM BEPEMEHHOCTb, CIeayeT NpekpaTUTL NpUem npenapata 3a 2 mecaua
[0 334aTng.

IMpu npocnekTBHOI oLeHke 6onee 600 ciyyaes GepeMeHHOCTU, 3aBEPLIMBLUNXCS XUBOPOXAEHN-
€M, MEePTBOPOX/EHNEM U/ NPepbiBaHeM BEPEMEHHOCTI BCIEACTBYE aHOMaNWii PassuTS nio-
Aa B pesy/bTate Bo3felicTBMS (DUHIONMMOAA HAa MaTb B NepUoy recTalunmy, 3aperncTpupoBaHHbIX
B MOCTPErucTPaLMOHHOM nepuoge, 0N KPYMHbIX BPOXAEHHbIX aHOManuii passuTUS CoCTaBMAa
npubAM3nTeNbHO 5 %. PacnpocTpaHeHHOCTb KPYMHbIX BPOXAEHHbIX aHOMAINIA pa3BuTus B obLei
nonynsaumMm coctaBnseT ot 2 Ao 4 %. MNatTepH aHoManuii passuTUS, 3aperncTprpoBaHHbIX Ha hoHe
JleyeHnst (PUHrONMMO/OM, aHANIOrMYeH TakoBOMY B OBLLEM NONYASILMUK, MPY 3TOM YACTbIMM Cepbe3-
HbIMU aHOMAJTUAMU PAZBUTUSA ABIAIOTCS:

 BpoxeHHble Nopoku cepala, Hanpumep aedekTbl MeXnpecepAHOr 1 MexXKenyaouKoBoli ne-
peropogok, Tetpaga danno;

® AHOMaNMM nouYex;

© AHOMaNMM KOCTHO-MbILLEYHOI CUCTEMbI.

CBeaeHWs 0 KNacTepm3aummn cneynuyeckinx aHoManuii CTpoeHUs, CBA3aHHBIX C edeHnem huH-
roNMMOA0M, OTCYTCTBYHOT.

[aHHble 0 BAUSHUW (DUHIONMMOLA HA COKPATUTENbHYIO 1eATeIbHOCTb MaTKM U POfibl OTCYTCTBYIOT.
I'byAHoe BckapmmsarHme

mMHFOﬂVIMO,Cl NPOHWKAET B MOJIOKO NIAKTUPYIOLNX XNUBOTHbIX. Y4nThIBasg BO3SMOXHOCTb passnTna
Cepbe3HbIX HexenaTesibHbIX DEBKL[VIFI Y MnageHues, Nonyvarowmx rpyagHoe MoI0KO, XeHLWWHaMm,
NPUHUMAIOLLMM (DUHFONMMOL, CeayeT NPeKpaTUTL rPYAHOe BCKapMABAHWE.

@DepTnibHOCTH

,D'EIHHb\E AOKNMHNYECKNX MCCJ’\E,D,OBEIHVI% He CBMAEeTe/IbCTBYIOT O MOBbILLEHHOM PUCKE CHUMXeHWS
depTrnnbHOCTN Ha hoHe NpUMEHeHUs UHroNMmoaa.

Cnoco6 npumeHeHUda U [o3bl

JleyeHve C/lelyeT HauymMHaTh 1 MPOBOAWTL TOJIbKO MOL4 KOHTPOSIEM Bpaya, MMEeHoLLLero orbIT
neyenus PC.

/o3l

PekomeHyemas 4033 npenapara y AeTeii v noapocTkos ctapiie 10 et ¢ maccoii Tena
> 40 kr 1y B3pocsbix coctaenget 0,5 mr (1 kancya) BHYTPb OAMH Pas B CyTKM BHE 3aBU-
CYMOCTM OT BPEMEHM NpUeMa MuLLM.

HeobxoavMo Habmo4aTh NMaUMeHTa Nocse NpYMeHeHVs MepBoii [03bl MpenapaTa oavHa-
KOBO KaK Mpwu fiedeHnmn npenapatom OuHronvmon Meamcopb, Tak 1 nocne nprema nep-
BOW [103bl, B C/lyYae MpepbiBaHUS Tepanuu:

- Ha 1 AeHb 1 Bonee B TeYEHVe MepBbIX 2-X HeAesb Tepanuu;

- Bonee Yem Ha 7 [Hel Ha 3-1 unu 4-ii Heflene neyeHus;

- Boniee YeM Ha 2 Hefenv Nocse Toro, Kak JIeYeHre NPOA0IXanoch Gonee Mecalia.

Ecnv neyerHve npepbiBaeTcs Ha 605ee KOpOTKUiA MPOMEXYTOK BPEMEHM, YeM YKa3aHo
BbILLE, /IeYeHue cneayeT NPOAo/IXaTh CO CneaytoLleli 3an1aHMpoOBaHHOM [03bl.
[Ipekpatiervie nedeHns GUHroaMMogom (cm. pasaen «Mepbi pesocTopoXHOCTY rpu
pUMeEHeH»)

Mocne oTMeHbl IeveHnst HUHTOIMMOAOM HEOBXOAMM 6-HefeNbHbIV nHTepBan 6e3 neye-
HUS 119 BblBeeHWs UHTONIMMOAA U3 KPOBOTOKA A1 TOT0, YTOBb! (IUHIONMMO, BbIBENCS
13 KPOBOTOKa; TaKoli CPOK OMpefensiercsl Mepyogom MoslyBbiBefeHns npenapata. Mpu
npekpaLleHny nprema rnpenaparta HeobXOAVMO YUMTbIBaTb, YTO HOPMaNM3aLWs KOav-
YecTBa MM@OLMTOB MPOUCXOAUT Yepe3 1-2 mMecsiLia nocsie NocieHero nNpUMeHeHNs
DUHrONMMOA, XOTS B Psfie CyyaeB As1st MOHOro BOCCTAaHOB/EHWUS TpebyeTcs 3Haum-
Te/bHO GOJblle BpeMeHW. B 3TOT nepuog HEOBXOAMMO COXPaHSATb HaCTOPOXEHHOCTb B
OTHOLUEHWUWN Pa3BUTUS MHbEKLUMIA. MaLuMeHToB cnefyeT NpOVHCTPYKTUPOBATh O HEOBX0-
LMMOCTY HE3aMe//ITENbHO COOBLLATH BPaYy 060 BCEX CUMMTOMAX UHDEKLM B TeYeHne
2 MecsILEeB Noc/ie 0TMeHbl GUHroMMoga. MockobKy NPy MPYMEHEHU MMMYHOAenpec-
CaHTOB B TeyeHue 1-2 MecsiLieB nocsie NpekpalleHns npuema (UHroIMMoga BO3SMOXHO
[IONONHUTENbHOE YrHeTalollee AeMCTBME Ha MMMYHHYIO CUCTEMY, HEOBXOAMMO COBI0-
[laTb OCTOPOXHOCTb MPW NMPUMEHEHNW UMMYHOAENPECCaHTOB BCKOPE Moc/e npekpalle-
HUS IeYeHUs MPenapaToMm.

OCTOPOXHOCTb MpY MPeKpaLLeHny Tepanum HUHIONMMOLOM Takxe CefyeTt cob/iofath
B CBSI3M C PUCKOM peuuanBa. Ecim oTmeHa hurHronnmosa Heobxoanma, B Nepyog nocie
OTMEHbI MaLVEeHTOB C/ieAyeT HabiogaTh Ha MPeJMeT NPU3HAKoB BO3MOXHOIO peLuavsa
3aboneBaHus.

[MaymeHTsl cTapLue 65 net

Y naumeHToB B Bo3pacTe 65 neT 1 cTaplue npenapat ®uHronnmon Meaumcopb cnepyet
MPUMEHSITb C OCTOPOXHOCTbIO BBMAY HEAOCTATKA AaHHbIX MO 6e30macHoCcTV 1 addek-
TUBHOCTU.

Hapyerwe pyHkLmm novek

B kntoueBbix uccnefoBanmsx npu PC npymMeHeHvie GUHrONMMOoAA Y NaumeHToB C Hapy-
LUEHWAMM DYHKLMM MOYeK He 13ydanu. Ha ocHoBaHWUM AaHHbIX MCCNef0BaHMIA MO KAWHU-
Yeckon (apMakonorMm KOPPEKTUPOBaTL A03Y NpenapaTta y NaumneHToB C HapyLLIeHUSMU
DYHKUMM NoYeK He TpebyeTcs.

Hapyerwe pyHKuym neqeqHn

Mpumerervie npenapata ®uHronMmos Meavcop6 y NaumeHToB € HapyLIEHUSIMU (DYHK-
LMy neyeHn Tshkesoli crenenm (knacc C no knaccudbumkaumm Yaiina-oro) npotvsonoka-
3aHo.

Koppekuur 403bl Npenapata y nauneHToB C HapyLIeHUIMU GYHKLWM NeYeHn Nerkom u
CPeHeN CTeneHn TAXECTU He TPeByeTcs, OAHAKo ciefyeT coBAOAaTh OCTOPOXHOCTL B
Hauasne NpYMeHeHVst penapara y NaLneHToB AaHHOV rpynmbl.

CaxapHbiii auaber

VccnenoBaHuii Mo NpUMeHeHMio HUHroNMMOAR Y MaLMEHTOB C CaxapHbiM MabeTom He
npoBoaAnIock. HeobxoanmMo cobiofaTb OCTOPOXHOCTb MPY MPYMEHeHWK npenapata y
MaLWEHTOB AaHHOM KAaTeropum 13-3a pucka pasBuUTUS MakyNSiPHOTO oTeka. Y Takvx naLm-
EHTOB C/ieflyeT peryngapHo NMpoOBOANTL OCDTaJ'IbMOﬂOFVIHeCKI/IE 06CJ’IE,E(OBaHIAQ Ha npegmer
BbISIBIEHMS MaKy/IIPHOrO OTeka.

[laymnertsl maagwe 18 ner

3PPeKTUBHOCTL M 6E30MacHOCTb MPUMEHEHKS DUHTONMMOAA Y [eTeli B Bo3pacTe 0
10 net He ycTaHOB/EHDI.

Mo6ouHoe geiictBue

Pesiome ripogpunsg besonacHoctu

[laHHble No 6e30NacHOCTV NPUMeHeHNs (PUHIONIMMOAA NOJTYYeHbl B ABYX M/1aLe60-KoHTPOMpy-
embIX KHUYecknx nccnenoBaHmnax III dasel U kanHMYeckom nccneposaHun III ¢asbl ¢ akTve-
HbIM KOHTPONEM Y B3POC/IbIX MaLMEHTOB C peunavsupyiolm PPC. Obliee Yncio naumeHTos,
nonyyaslumx uHronumoa B fosax 0,5 mr nnam 1,25 mr, coctasuno 2431. B AByxnetHee nna-
1eB0-KOHTPO/IMPYyeMOoe  K/nHUYeckoe uccneposaHue D2301 (FREEDOMS) Gbiio  BK/IOUYEHO
854 B3pocnblx NauneHTa, nonyvaswmx huHronumon n 418 B3pocnblX NauMeHToBs, NosyyaB-
wux nnaue6o. B gaByxnetHee nnauyebo-kOHTPOAMpyemoe KinHuueckoe vccneposaHne D2309
(FREEDOMS 1I) 6bi10 BKAKOYEHO 728 B3poc/bix nauueHTos ¢ PC, noaydaslunx GUHrONMMOA, v
355 B3poC/ibiX NaUMeHTOB, Moy4aBluMX naaue6o. B obbeanHeHHbIX AaHHbIX 3TUX ABYX UCCe-
[0BaHWA Npy NpuMeHeHnn GuHronnmoaa B aose 0,5 Mr oTMevanuch crnefyloline cepbesHole
HexenaresbHsle peakunn (HP): nHdekummn, MakynapHbiii otek 1 npexoasiuas AB-61okana B Ha-
yane sedeHus. Hambonee yacto (4actota = 10%) npu npumerernn duHronumopaa 8 gose 0,5 mr
HabNO4ANMCh TPUNM, CUHYCKT, ronoBHas 6onb, Anapes, 6o/b B CvHE, MOBbILWEHWE aKTUBHOCTU
«neyvyeHoUHbIX» (epmMeHToB K Kalenb. CaMoit YacTol NpUUMHONM NpekpaLleHns Tepanuu GUHro-
nvmogom (8 gose 0,5 Mr) 9BASI0Ch MOBbILEHVE aKTUBHOCTM anaHuHamuHoTpaHcdhepassl (ANT)
(2,2%).

HP 8 oaHonetHem uccnegosaHum D2302 (TRANSFORMS), skioumsLumMm 849 B3poc/bix Nauu-
EHTOB, MOMYYABLIMX BUHIOAMMOZ (B rpynne CPaBHeHWs NpUMeHeHWs nHTepdepoH 6eta-1a), kak
npaBuo, BbiN CXOAHBI C NNALEGO-KOHTPONMPYEMbBIMIU UCCIEAOBAHUSMU C YUETOM Pasainumii B
NPOAO/IKUTE/IbBHOCTU UCCNIeJ0BAHUA.

Pesiome HexenatesbHbIx peakimii

Huxe npeactasnerbl HP, BbiiBNeHHble B pe3y/ibTaTe KAMHWUYeCKUX uccnefosaHuid. [na oueHkun
YacToThbl UCMOMbL30BaHbI CNeAYIoLLMe KpUTepUM: odeHb Yacto (21/10); vacto (21/100,<1/10);
Heuacto (21/1000,<1/100); peako (=1/10000,<1/1000); oueHb peako (<1/10000), yactota
HEeW3BECTHA (4acTOTy BO3HUKHOBEHWS NOBOUHBIX S(MHEKTOB HEBO3MOXHO OLEHUTL HA3 OCHOBaHWM
VMIMEIOLNXCA AaHHbIX).

VHGbekymm n MHBAa3Mm: 04eHb YacTo — FPUNM, CUHYCKUT; YacTo — UHGEKLWK, BbiI3BaHHbIE BUPYCOM
reprieca, 6poHXUT, OTPYBEeBU/HbIN NMLLIAI; HEYACTO — MHEBMOHWS; YacTOTa HeM3BECTHa — Nporpec-
cupytoLas MynsTudoKanbHas neiikosHyedanonatva (MMJ1)**, KpUNTOKOKKOBbIE MHMpEKLMM* *,
J106pOKayYecTBeHHbIE, 3/10Ka4eCTBEHHBIE U HeYTOYHEeHHbIE HOBOOBPA30BaHMs (BK/IOYas KUCTbl 1
[10/1M7Tb1); YACTO — 6A3aNbHOKIETOYHAS KAPLMHOMA; HEYaCTo — 3/10Ka4ecTBeHHas MenaHoma* ***;
peako — numdoma** >k nnockokneTouHas kapumHoma**k**; ouyeHb pegko — capkoma Karmo-
LRk yacToTa HeM3BeCTHa — KapuMHOMa K3 KieTok Mepkens*k,

HapyweHns: co CTOpoHbI KPOBU 1 JIMMPATUHECKON CUCTeMbI: HacTo — NMMMONeHns, neikoneHuns;
HeYacTo — TPOMBOLMTONEHMS; YACTOTa HeM3BeCTHa — nepudepuyeckme otekm**,

Hapy!werunsi co CTopoHb!I UMMYHHOM CUCTeMbI: YACTOTa HeM3BECTHA — PeakLMM rmnepuyBCTBUTE b=
HOCTW, BK/IKOYAA Cbifb, KPAanuBHULY U aHFVIOHEBDOTVHECKMm OTeK Ha 3Tane Ha4dana ﬂEHeHMQ***‘
AYTOMMMYHHAs reMonmTryeckas aHemms**k,

Tlenxndeckue HapyLweHus: 4acTo — Aenpeccus; HeYacTo — AenpeccUBHOE HACTPOEeHWE.
Hapy1wernsi co CTOPOHbI HEPBHOI CUCTEMbI: O4EHb YACTO — ro0BHas 60/b; YACTO — FONOBOKPYXe-
HWEe, MUIPEHb; HEYACTO — CYyA0POXHbIE NPUCTYMbI; PEAKO — CUHAPOM 0BPaTUMON 3a/Hel 3HLedha-
nonamw*; 4acToTa HeM3BeCTHA — TaXenoe yxygleHve 336OHEBSHVIQ nocne OTMeHbl nNpenaparta.
Hapy!ieHunsi co CTOpoHbI OpraHa 3peHms; YacTo — HeUYeTKOCTb 3PeHKs; HEeYaCTO — MaKyNSpHbIN OTek.
Hapyuwerunsi co cTOpoHsl cepaya: 4acto — bpaavkapavs, AB-610kaza; o4YeHb pesiko — UHBEpCHs
3y6ua T**¥*,

Hapy!weruns co CTOpoHbI cOCYA0B: HacTo — nosblueHne AL

HapyweHns: co CTOPOHbI [bIXaTeibHOM CUCTeMbl, OPraHoB rpy.AHOM KNETKU 1 CPEAOCTEHMS: O4eHb
4acTo — Kallesib; YaCcTo — OAbllKa.

2KenyaouHO-KULLEYHBIE HAPYLLIHIME: O4eHb YACTO — [Mapest; HeYacTo — ToLHOTa**k,

HapyeHnss co CTOPOHbI MeYeHn 1 Xe4eBbIBOASILMX My Tek; 4acToTa HeM3BecTHa — rnopaxeHune
neveHn ¥k,

Hapy!eHuns: co CTOPOHbI KOXU 1 NOAKOXHBIX TKaHek: 4acTo — 3K3eMa, anoneums, KoXHbIM 3y,
Hapy1uersi co CTOPOHbI MbILLIEYHO, CKEIETHOM 1 COEAMHNTESIbHOM TKaHM: O4eHb YacTo — Bosb

B CNWHE; YaCTOTa HEU3BECTHA — MWUArnG, apTpanrugd.

ObLyme HapyLeHns 1 peakLymn B MecTe BBEAEHMS. YacTo — acTeHus.

ﬂaﬁGﬂBTOprlE M UHCTPYMEHTA/IbHble JdHHbIe: O4eHb YaCTo — NOBbIWeHWe akKTUBHOCTU «nevyeHo4Y -
HbIx» pepmeHTos (AT, ramma-rnytamuntparcdepasst (MT), CACT); 4acTo — NoBbiLLEHWE KOHLEH-
Tpauuv TpuUrnmuepmaoB KpoBu; HeYacTo — HEMTDOH@HVIQ; 4acToTa HEM3BECTHA — CHMXEeHMe MaccCbl
Tena.

* - HP He oTmeuanacb B uccnegosaHuax FREEDOMS, FREEDOMS II u TRANSFORMS. Yactota
ykasaHa un3 pacyeta Ha 10000 nauymeHToB, NOMYYaBLUMX (PUHIOIMMOL BO BCEX KNMHUYECKUX UC-
CcneoBaHnax.

** - [TIMJT 1 KPUNTOKOKKOBbIE MHbEKUMM (BKNIOYAs KPUMTOKOKKOBbIVE MEHUHIUT) OTMEYanuch B
NOCTPErncTPaLMOHHOM Nepuoge.

okk - HP, 3aperncTprpoBaHHble 13 CNOHTaHHbIX COOBLIEHWIA 1 ITepaTypbl.

oKk - kaTeropus 4acToTbl BCTPEYAEMOCTU M OLEHKa PUCKOB OCHOBaHa M3 pacyeTa Ha >24000
naumeHToB, Nony4aswmnx huHronmoa B gose 0,5 Mr B KIMHUYECKUX UCCe0BaHNSX.

OnuncanHme oTaesIbHbIX HeXe1aTe/bHbIX PEAKLMI

WHgpekymm

Mpy NpUMeHeHUN (UHIONMMOAA B KIMHUYECKUX UccnefoBanusx B fose 0,5 Mry nauneHToB C
PC o6Las yacTota nHbekuui (65,1%) 6bina CXOAHOM € TakoBOM B rpynne niauyeto.

OpfHaKko y NaumeHToB, NOAyYaBWWX GUHIONMMOZ, Yallie OTMeYanncb MHMEKLUK HUXHUX OTAeNoB
[bIXaTesIbHOW CUCTEMBI, B NEPBYIO 04epe/lb BPOHXUT, 1 B MEHbLLER CTeneHn MHMeKLK, Bbi3BaHHbIe
BUPYCOM reprieca, U NHeBMOHNUS,

Mpwy neveHnn hrHronMmonom s Aose 0,5 Mr Bbin 3apPerncTpPUPOBaHbI HECKOSIBKO C/Ty4aeB Auncce-
MWHMPOBAHHOrO repneca, BK/t04asa c/ly4an o CMepTesibHbIM MCXOLAO0M.

Cnyyaun mHdekyun BIMY, Bkntoyas nanuniomy, aAvcnnasumio u BrY-accoummpoBaHHbllii pak, Ha-
6/1104aNNCh B NOCTPErUCTPALMOHHOM Nepuose nprmeHeHus huHronumoaa (cm. pasgen «Mepbl
NPeAoCTOPOXHOCTU MPpY NPUMEHEHUU»).B MOCTPErucTpaLumMoHHOM Nepuoae OTMeYeHbl Crydan
Pa3BUTMS OMMOPTYHUCTUYECKMX UHMEKLMIA, BbI3BAHHbBIX BUMpYcamu (Hanpumep, BMPYC NPOCTOro
repnieca (herpes simplex virus, HSV) vnw Bupyc onosiceiBatowero repreca (varicella zoster virus,
VZV), KoTOpble MOTYT MPUBECTU K MEHUHTUTY/ SHUEedanuTy), BUPYC, Bbi3biBalowmnii passutue MM/
(John Cunningham virus, JCV), rpuBkamu (Hanpymep, KpUNTOKOKKaMU, BbI3bIBAIOLLMMI KPUMTO-
KOKKOBbIVi MEHUHIUT) Wnn BakTepuammn (Hanpyumep, atmnuyHbie MUKOBakTepum), B TOM Yucie
NeTanbHbIM UCXOA0M.

MakynsipHbléi otek

B knuHWYeckunx nccnefoBaHmax y naumneHTos ¢ PC yacToTa oTeka Maky/bl Npy NpUMeHeHUN GuH-
ronmmopa B fose 0,5 mr coctasnana 0,5%, a nNpv npumereHun B 6onee BbICOKOM fo3e 1,25 mr
= 1,1%. B GObLUIMHCTBE C/ly4aes Pa3BUTME MaKyIsiPHOrO oTeka Hab1lo4anock B TeueHve 3-4 me-
caLeB nocse Hauana nedenHns. B psage ciyyaes Habnioaanca otek Makysbl 63 KIMHUYeCKMX npo-
AB/1EHUIA (BbISIBNIEHHBIV NPY PYTUHHOM O(TaNbMONOIMUYECKOM 06CNEA0BAHMM), Y HEKOTOPbIX NaLy-
eHToB MaKyﬂﬂprlﬁ OTeK CONpPOBOXAANICA HEYETKOCTbIO 3PEHNS UK CHUXEHWEM OCTPOTbI 3peHUd.
lMpy NpekpaLLeHnm fiedeHnst UHrOIMMOAOM B BO/bLUMHCTBE CyYaes NPOUCXOANIO0 YMEHbLIEHWE
BbIPAXEHHOCTW NI CNOHTAaHHOE paspelleHre aHHOro COCTOAHNS. Puck NOBTOPHOIO BO3HUKHOBE-
HWg nocne BOBOaHOBﬂEHVIQ Tepanun He n3y4deH.

YacTota passuTUE MakySpHOro OTeka MoBbILAanach Npy HanuumMmM B aHamHese yseuta (17 % cpeau
NauMeHToB C yBeUTOM B aHamHe3se v 0,6% 6e3 TakoBoro).

MpriMeHeHne DUHrONMMOAA He U3ydanu y naumeHTos ¢ PC 1 caxapHbiM AMabeToM, KOTOPbIii xa-
PaKTepu3yeTcs BbICOKMM PUCKOM Pa3BUTUS MakyISPHOro oTeka. B KnnHuyeckmx nccnejopaHnax y
NauymneHToB C TPaHCNNAHTALMeN NoYKkK, KyAa Bbiav Takxe BKIOUEHbI MaLMEHTbI C CaxapHbiMm Auabe-
TOM, NPUMeHeHKWe npenapara B 03ax 2,5 Mr 1 5 Mr NpMBOAWO K NOBbILIEHWUIO YaCTOTbl Pa3BUTUS
MakyipHOro oTeka B 2 pasa.

bpanumaputmus

B knuHuyeckmnx nccnepoBaHuax y nauynerTos ¢ PC B Hauane neveHns npenapatom B peKoMeH-
Ayemoli Jo3e 0TMeYanoch TpaH3uTopHoe cHkeHne YCC v 3ameaneHne aTproBeHTPUKYISIPHOR
NPOBOAMMOCTY, MPK 3TOM MaKCmasbHoe cHuxeHne YCC Habnioaanock B TedeHne 6 yacos nocne
npviema duHronnmoga B gose 0,5 Mr (cpeHee cHukeHue Ha 12-13 yaapos B MuHyTy). YCC MeHee
40 yaapos B MUHYTY Y B3poC/ibiX 1 MeHee 50 yAapoB B MUHYTY Yy AeTei Npu npumeHeHun puH-
ronumoza B fose 0,5 mr otmevanack peako. YCC Bo3BpaLLanach k MCXoAHOM B TeveHre 1 mecaua
PerynspHoro nprmMeHeHus npenapata. Kak npasuno, 6paavkapans npotekana 6eccumnTomMHo, of-
HaKO Y HEKOTOPbIX NaLUEHTOB PA3BMBANNCL CUMMTOMbI C/IaB0M 1 CpejHeli CTeneHw, BKIoYas apTe-
PUanbHYO TMNOTEH3MIO, FONIOBOKPYXEHWE, MOBbILLEHHYIO YTOMISEMOCTb 1/ NN OLLyLLEeHWe cepa-
uebreHuns. MNepedncieHHsle CUMMNTOMbI Pa3peLlanmnc B TedeHre 24 4acos Nnocne Hauyana neyeHus.
B KNMHUYECKUX MCcCneaoBaHusax y nauyverTos ¢ PC 8 Havyane Tepanum AB-6nokaaa I crenenm (ya-
NvHeHwe uHTepsana PR Ha 3KI) Habntoaanacs y 4,7% nauneHToB, Mnosy4aBlumnx GUHIOIMMOL B
nose 0,5 mr, y 2,8% nauveHToB, Nosyyaslumx uHTepcdepoH beta-1a ny 1,6% 8 rpynne nnaue6o.
AB-6nokapna II cteneru 6bina BoisBieHa y MeHee yem 0,2% B3POC/bIX NALUEHTOB, MOYYaBLINX
duHronumon s gose 0,5 Mr. B nocTperncTpauvoHHOM Nepuofe oTMeueHbl Cydaun NpexoasLei,
CaMOmpOU3BO/LHO Pa3pellalolleincs nonHoii AB-6rokaibl B TeyeHue nepsbix 6 4Yacos nocne
npvemMa nepeoit Jo3bl GuHronnmona. CUMNTOMbI paspeLasmcb CamonpousBosbHO. HapylueHus
NPOBOANMOCTU, Haﬁmop,aemb\e KaK B KJIMHUNYECKUX UCCe0BaHUaX, Tak 1 B NOCTPerncTpaymoH-
HOM Nepuoje, Kak npasuo, Bbln TPAH3UTOPHBLIMM, GECCUMMNTOMHBIMU U PA3PELIANUCh B TeYeHne
nepsbix 24 43CcoB Noc/e Hauana sedeHns. Y o4HOro naymeHTa C acmMnTomaTudeckoin AB-6rokagoit
II ctenenun Tuna Mo6uTy I NPUMEHWAN U30MNPEHannH, O4HAKO BOMbLIMHCTBY NaLUMEHTOB MEANLMH-
CKOro BMeLLaTeNbCcTBa He TpeboBanoch.

B noctpervctpaunoHHOM nepuoge onucaHsl M30IMPOBAHHbIE OTCPOYEHHbIE CyYan NpexoasiLein
ACMCTONMM U HEOBBACHUMOI BHE3AMHOW CMEPTH B TedeHre 24 4acoB rocsie Nepeoro nprema npe-
napata Ha oHe OJHOBPEMEHHOrO MPUMEHEeHUs APYrnX NeKapCTBEHHbIX NpenapaTtos U/unm co-
NyTCTBYIOLEH NATONOMMK, OAHAKO CBS3b MEX/Y NPUEMOM (DUHIONMMOAA U aHHbBIMK COBLITUAMM
He fokasaHa.

ApTepuasibHoe [asrieHme

B KNMHWYECKUX MCCNeaoBaHUsIX Npy NpUMeHeHnn duHronnmoaa B aose 0,5 Mry naumeHToB c
PC oTMeuanoch HeGoMbLLIOE MOBbILEHWE CUCTONMYecKoro Al B cpeiHeM Ha 3 MM PT.CT., AUacTo-
nndeckoro Afl = Ha 1 Mm pT.cT. MosbilweHne ALl Habnoaanoce NPpUGAN3NUTENLHO Yepes 1 mecsl,
rnocsie Hayana seyeHns N COXPaHANOCh NPW NPOAOCIXeHUN Tepanuu. MNosbilweHve ALl oTMevanoch
y 6,5% nauvieHTos, nony4aslmx uHronnmog s gose 0,5 mr (B rpynne nnaue6o y 3,3% nauu-
eHTOB). 10 AaHHbIM MOCTPErnCTPALMOHHbIX HABNIOAEHWIA Clydan noBbieHus ALl oTmedanvce 8
TeyeHWe NepBoro Mecsilia IeYeHns 1 B NepBblid leHb NpUMeHeHWs Npenapara, npu 3ToM B HeKO-
TOPbIX C/TyHasiX TPeBOBaNOCh NPUMEHEHVE FMMNOTEH3MBHLIX NPENapaTos UKW NPepbiBaHUE SeveHns
PUHrONMMOLOM.

Hapyerns ¢yHKLmm neveHn

B kNMHWYeCKNX MccnefoBaHNaxX y B3POC/biX naumneHTos ¢ PC, nonyyaslumx nedyeHne GUHronnmmo-
/IOM, OTMEYasoCh MOBbILLEHME aKTUBHOCTU «MevyeHOUHbIX» hepmeHTOoB. [pu pekomeHyemoii fo3e
0,5 mr B 8,0% cnyyaeB oTMe4anocb 6eCCMNTOMHOE nosbieHne akTueHocT AJIT 23 x BIH u 8
1,8% cnyyaes — B 25x BI'H. Y HEKOTOPbIX NaLWEHTOB Npy BO30BHOB/IEHWM Tepanuu OTMeYanoch
NOBTOPHOE MOBbILWEHWE aKTUBHOCTU «NeYEeHOYHbIX» TDAHCAMWHA3, 4TO NOATBEPXAdeT CBA3b C npe-
napaTtom. B knnHUYeckux nccnefoBaHMax nosblleHNe akTUBHOCTU SMMHOTDEHCCDEDBE MOr/10 BO3~
HWKaTb B J'HOGOE Bpems B Xofe fieveHns, 04Hako B 60ﬂbLLH/IHCTBE C/1ly4aeB OHO BO3HMKANO B Nnepsble
12 mecaues. Hopmanusaums aktvsHocT A/IT B Naasme KPoBK NPOUCXOAUNE NPUBAN3UTENBHO
Yyepes /ABa Mecslia nocsie npekpaleHus npuema GuHronnmoaa Y HeGosbLIOro YMcaa NaLueHToB
C MOBbLILLEHHOM akTMBHOCTbI0 AT 25 x BI'H (10 8 rpynne 1,25 mr, 2 8 rpynne 0,5 mr), npogosn-
XMBLUMX NledeHre (UHMONMMOAOM, HOPMANM3aLUmMs akTMBHOCTK AJTT npoumsoLuna NpueaAN3UTENbHO
B TeyeHve 5 MecsueB Tepanun.

Hesponorundeckne HapyeHns

MmetoTcst COOBLIeHMS O PeAKMX CITyHasix NOPaxeHUsi HEPBHOM CUCTEMbI Y B3POC/IbIX MaLMEHTOB,
NOYHALLMX DUHFOMMOZA B BbICOKMX A03ax (0T 1,25 Mr uam 5,0 Mr), BKoYas passuTue uie-
MUYECKUX U TeMOPPArn4ecknx MHCYbTOB U aTUMUYHbBIX HEBPOIOrNYeckmnx paCCTDOﬁCTB‘ TAKMX Kak
OCTPbIN ANCCEMUHUPOBAHHBIN 3HUEedanomvennt (O3M)-nogo6HbIe COCTOAHNS.

Hapy1ueHus co CTopoHs! cocy[08

Mpu neyennn uHronumoaom B Aose 1,25 Mr peako OTMeYanncb OKKJIIO3MKU nepudepuyeckmx
apTepuii.

AbixatenbHas cncrema

B kAvHWYeckom nccnefoBaHny vepes 1 Mecqal NpumMeHeHns d)MHFOﬂVIMO,D,B OTMEeuasiocb He3Ha-
unTeNbHOe [10303aBMCMMOE CHUXEHME MokasaTeseli oGbema GopcrposaHHoro ebigoxa (OMB,) n
LMD PY3MOHHOM CNOCOBHOCTM Nerkux no yrnepoaa moHookeuay (DLCO), B fanbHeliwem [ocTur-
HYTble 3HaYeHWs [aHHbIX NAPaMeTpoB He MeHANnCh. K 24 mecauy CHuKeHWe npefnonaraemoro
O®B, B NPOLEHTHOM OTHOLIEHUM OT M3HAYasbHOrO NOKa3aTess COCTaBWAO 2,7 % NpY NpUMeHeHn
uHronumona 8 fose 0,5 mr n 1,2% B rpynne niaue6o, nocse 0TMeHbl Tepanun AaHHoe pasnu-
une HuBenupoBsanocb. CHkeHne DLCO k 24 mecauy npumeHeHust GuHronnmona B gose 0,5 mr
cocTaBnsno 3,3% B cpasHeHun ¢ 2,7% B rpynne nnavebo.

CyAOpOXHble MpUCTyribl

ﬂpM npumMmeHeHun CDVIHFO/'II/\MO,E(H B KJIMHNYECKNX UCCeJ0BaHUgX U B NOCTPerncTpaymoHHoOM ne-
puofe 3aperucTpMpoBaHbl CyYan pasBUTUS CYyAOPOXHbIX NMPUCTYNOB, BKOYAs 3nuaenTuyeckuii
CTaTyC, Y B3POC/bIX. B KAMHUYECKUX MCCNe[0BaHNSX Y B3POC/IbIX YAacTOTa CyJOPOXHbIX NMPUCTYNOB
6b11a 0,9% y NaUMEHTOB, NonyyaloLLmx huHronmog, npotvs 0,3% B rpynne nnavebo. HenssecT-
HO, CBA3aHbl I 3TU 9BNEHNA TONbKO C TEYEeHUEM PC, WM TOSIbKO C lbl/\HI'OﬂVIMO,D,OM, Wnnn c nx co-
YeTaHneMm.

Jlnmepomsi

Mo A3HHBIM KNIMHUYECKUX U NOCTPerncTpauMoHHbIX MCCJ'\E,D,OBEHI/I%, Y NayMeHToB, NOy4aBLUnUX
GuHronnMmog, oTMeYanocb pasBUTUe PasanUYHbIX TUMNOB AMM@OM. B OCHOBHOM BCTpedanach He-
XOAKKMHCKAs MMdOMa, BktoUas B-knetouHble 1 T-KneTouHble iMmdpomMbl. B Tom uncne cmep-
TesbHbIi cnyyali B-kneTouHol nMmbombl, NONOXUTENbHOM No BUpycy 3nwTeliHa-bapp. Yactota
AMbOoM (B- 1 T-KNeTOYHOM) B KJIMHWYECKUX UCCNIeA0BaHMsX Bbina Bbille, YemM OXMAAeTCs B 06-
et nonynaumu. B NocTperncTpaLMoHHOM nepuoje Takxe Bbiiv 3aperncTpupoBaHbl OTAesbHble
Cy4an KOXHOW T-KNeTouHOV IMMQOoMbI (rprBoBKAHAS rpaHynema).

lemogparoynTapHbléi cuHZPOM

B noctperncrpauMoHHoM nepuoge y NauneHToB, NoAy4aBlnX fedeHne GUHIONIMMOLOM, OTMe-
UeHbl OYeHb pefikie Cly4an pasBUTUS remodaroUUTapHOro CUHAPOMA C NeTaslbHbIM WUCXOL0M,
CBA3aHHbIE C MHMEKLMOHHbIM 3abonesaHvem. feModaroymTapHbiii CUHAPOM — COCTOSIHME, acco-
LMMPOBAHHOE C MHMEKLNOHHBIMMU 33601EBAHUSMU, UMMYHOCYNPECCHeit U oM ayTOUMMYHHbIX
3abonesaHuii.

lNaywnerts! crapwe 10 net

B KOHTPONMPYEMBIX KIUHUYECKMX UCCAef0BaHuax Y AeTeli u nogpocTtkos (10-18 net) npu npu-
MeHeHUn puHronmona B gose 0,25 mr unm 0,5 mMr 1 pas B cyTku 06LmiA Npoduib 6e30nacHoCTH
6b|]'| COMOCTABMM C TAKOBbIM Y B3POC/1bIX NALMEHTOB.

B nccnepoBaHun y feTeli cyfopoXHbIe MPUCTYMbl 3aperncTpupoBaHbl y 5,6% naumneHToB, nony4yas-
wmx puHronumon, ny 0,9% naureHToB, NoNyYaBLIMX MHTepdepoH beTta-1a.

Mepeposuposka

CUmNTOMbI

370poBble 40BPOBO/bLbI YAOBNETBOPUTENLHO NEPEHOCKIN OHOKPATHBIA Nprem huHronumosaa
B ao3e 40 mr (go3a, B 80 pas npesbillaiowas CyTouHy0 pekoMeHAyemyio), Npu 3ToMm y 5 13 6
[106pOBO/IbLEB BbINI0 OTMEUEHO OLLYLLEHWE JIErKOrO CTECHEHUS! MW HYBCTBO ANCKOMMOPTA B rPyA-
HoiA KNeTke, 4To KJIMHWNYEeCKWU COOTBETCTBOBAIO HE@O]’IbLUOm BbIPAXEHHOCTU PEaKTUBHOCTU AbIXa-
TeslbHbIX NyTeNA.

B Hauane npumereHusi (UHrONMMOZ MOXET Bbi3BaTb passuTue Gpaavkapanu. CHukerne YCC
OstHO HSG]’IIO,E[E!ETCQ B TeyeHWe OAHOro 4aca nocse nepBoro NpuMeHeHUsa 1 NPOUCXOANT Han-
6onee pesko B TeyeHne 6 yacos. OTpULLATENbHbIA XPOHOTPONHbIV 3hdeKT GUHroNMMoaa coxpa-
HgeTCs 1 nocse 6 4acos, OAHAKO B NOCNefytoLMe AHK NeYeHrs OH NnocTeneHHo ocnabesaet. Mime-
10TCS COOBLLIEHUS O 3aMe//IEHNIN aTPUOBEHTPUKYISIPHOIO NPOBEEHNS 1 OTAEbHbIE COOBLEHNS O
NPeXOASLLMX ClyHasix NoHov AB-610ka/ibl CO COHTAHHbBIM Pa3peLleHem.

JNeyenne

B ciiyyae nepesosnpoBku npu npueme nepeoii [03bl GUHrOIMMO/A HEOBXOAUMO OCYLLECTBAATL
HabnlofeHre naumeHTa, B TedeHre MuHUMyM 6 Yacos, Bklodatollee IKM-MoHUTOpUHT (B peanb-
HOM BpemeHu) 1 exedacHoe usmeperue YCC n AL

Ecnu vepes 6 yacos nocne nepsoro npuema YCC coctaBnseT < 45 y[apos B MUHYTY Y B3POC/bIX,
vnu <55 yaapos B MUHYTY Y AeTeid cTapwe 12 neT, uan < 60 yaapos B MUHYTY Yy feTeid ot 10
A0 12 net, unw nosisunmcs IKM-npusHakm II v Bbiwe cteneqn AB-6nokaabl, nav QT-uHTepBan co-
ctaBun = 500 mc, To cnefyeT NpoAsnTb MOHUTOPUWHN, MO KpaiiHeil mepe, A0 cneaylollero yTpa
VNV [10 TeX Mop, NoKa HapyLleHns He paspeluatcs. Mpu Bo3HUkHoBeHUM AB-6okagsl IIT ctenern
B /1l060E BpeMs CyTOK Takxe HeobxoaMmo obecneunTsb HaboaeHue, no kpaliHeli mepe, 4o cie-
AytoLero yTpa.

DuHronMMog He yAanseTcs U3 opraHmn3ma nocpecTBoM Avanusa u nnasmacdepesa.

B3aumogeiicTBue € APYrMMM IeKapcTBEHHbIMU CPeACcTBaMmun

[poTunsoornyxonessie npenaparbl, UMMYHOMOZYISITOPbI M UMMYHOAErNPECCaHTb!

YunTbiBag BO3MOXHOCTb AONONHUTENBHOMO YrHeTarouwlero B/IMAHUG Ha UMMYHHYIO CUCTEMY, He
cnefyet NpUMeHsaTb GUHIONMMOL BMECTe C NPOTUBOOMNYXONEBbIMU CPefCTBAMU, UMMYHOLenpec-
CaHTaMn UM UMMYHOMOAYNIATOPaMMU.

Cnepyet cobniofatb OCTOPOXHOCTL MPK NepeBofe Ha (UHrOIMMOZ, NaLUeHTOB, KOTOpble paHee
nosyYanu npenapatbl AAUTENbHOrO AeCTBUS, oKasbiBatowme 3PdekTbl Ha UMMYHHYIO CUCTEMY,
TaKue Kak HaTanmn3ymab, TepuhayHOMUA UM MUTOKCAHTPOH. B KAMHWYECKUX UCCNeA0BaHUSX NPU
npymMeHeHU GuHronnmopa y naumeHTos ¢ PC, Nony4asLUmX KOPOTKME KYPCbl FIIOKOKOPTUKOCTEPO-
“nAos, He OTMeYasiochb NMoBbILLEHNS YacTOTbl MHCDEKL(VI%.

BakuyumHauyms

Bo Bpems Tepanuu npenapatom, a Takxe B TeueHve 2 MecsaueB rocie npekpalieHns nedeHus
(PUHIONMMOJOM BaKLIMHALMS MOXET BbiTh MeHee 3P dekTUBHOM. MoCKoNbKY NPUMEHEHWE XMBbIX
aATTEHYMPOBAHHbIX BaKLMH MOXET MOBbILLATL PUCK PasBUTUS MHMEKLUIA, NpU NpUMeHeHun npe-
napara, a Takxe B TeueHve 2 MecsLes nocsie NpekpaLieHns neveHns UHroIMMoAOoM He cneayet
NPOBOANTbL UMMYHU3AUMIO XNBbIMW aTTEHYMPOBAHHBIMUW BaKUMHAMMW.

BeuyectBa, Bbi3biBaKOL e BPaANKIPANIO

MpymMeHeHve GUHroIMMOAa B KOMBMHALMK C aTEHOIONOM 1 AUATUA3EMOM M3ydeHo. B nccneno-
BaHWM B3aMMOJEVCTBUIA Y 340POBbIX J0BPOBO/LLER NPU NPUMEHEHUN (PUHFONMMOAA C aTeHOsI0-
oM OTMeYanoch gononHutensHoe cHkeHne YCC Ha 15% B Havane npumeHeHus (UHroNMMoaa.
Y naumneHToB, NoAyYaBLUIMX DUHFONMMOL BMECTe AUATUA3EMOM, Takoro 3dekTa He Habtoanoch.
Tepanuio hUHrOMMOLAOM He CleflyeT HauMHaTb Y NaLMeHTOB, NosyYaloLLmx 6eTa-aapeHobaoKaTo-
Pbl UK Apyrie npenapartbl, KOTopble MOryT cHkaTb YCC, Takme kak aHTUapuTMUYeckue CpefcTBa
knacca Ia unu III, aHTaroHWCTbl KafbLMeBbIX KaHaNoB (Takux Kak Bepanamuin uam Auntuasem),
I/\Baﬁpa/:ll/\H‘ AUFOKCUH, MHFMGVITOpr XO/IMH3CTepPasbl UIX NUIOKAPMUH, B CBA3W C PUCKOM [0MNO0S-
HUTeNbHOro yrHetatoulero gelictsus Ha YCC. Ecam y Takux nauveHToB npejnonaraeTcs neveHve
npenapatom OuHronumos Meancop6, HEOBXOAVIMA KOHCY/IbTaLMS KAPAMOSIOra OTHOCUTESNHO BO3-
MOXHOCTM Nepexofia Ha Tepanuio npenapaTtamu, He cHuxatowmmm YCC, nnn nposeaeHve cooTeeT-
cTByIOLLEro HabofaeHus (NpofsieHHoe HabNoAeHVe B YCIIOBMSAX CTALMOHAPA MO MEeHbLUER Mepe
[10 YTPa CNeAyIoLLEero AHa).

DapmakokmHeTnyeckue 3¢gexTs ApYrvx NpernapaTos Ha GHUHIoOMMog

DuHronumoy, MetabonusnpyeTcst B OCHOBHOM C ydacTvem usocdepmerta CYP4F2. B ero meta-
60/M3Me MOTYT NPUHUMATBL yyacTve 1 Apyrve n3odepmeHTsl uuToxpoma, Hanpumep CYP3A4, B
OCO6EHHOCTVI eCc/IM UMeeT MeCTO ero BblpaXeHHad MHAYKLUWS.

He oXunaaeTcs BAMSHUS MOLLHbBIX MHIMBUTOPOB GENKOB-NePeHOCUNKOB Ha (PAPMAKOKMHETUKY (UH-
ronumoza. OfHoBpeMeHHoe NpUmeHeHe GUHrONMMO/A C KETOKOHA30/10M NPUBOANIIO K yBennye-
HUto B 1,7 pasa akcnosuuun (AUC) pUHronnmoza v puHronnmosahocdara 3a cuet MHrMBUpoBaHUs
nsodepmenTa CYPAF2. Cneayet cobniofiaTh OCTOPOXHOCTb MNPY MPUMEHEHWI (DUHFONMMOAA Ofi-
HOBPEMEHHO C npernaparamu, CnocoBHbIMKU UHrMBKpoBaTs CYP3A4 (MHrMBUTOpSI NpoTeas, NpoTu-
BOTPUBKOBbIE CPEACTBA MPYMMbl a30/10B, HEKOTOPbIE MAKPOAW/bI, Takve Kak KNapUTPOMULIMH UK
TEMTPOMULIMH).

OpnHoBpeMeHHoe npumeHeHne kapbamasenuHa B fo3e 600 Mr 2 pasa B CyTKW B paBHOBECHOM
COCTOSIHWM 1 2 M PUHIOIMMO/}A OAHOKPATHO OKa3blBaso ciaboe BansHue Ha AUC hrHronmmoaa n
uHronumopadocdara, ¢ ymeHblIeHrem AaHHOTO nokasatens npubnusntensHo Ha 40%. Mpumep-
HO B TOW e cTeneHn AUC hrHronMmoaa v ero Metabonmta MoryT CHUXaTb U [ipyrue MHAYKTOPbI
nsodepmenTa CYP3A4, Hanpumep pudamnunumH, heHobapbutan, GeHnTonH, 3daBrpeHl 1 3se-
Po6oA. TOCKOsbKY MPY 3TOM MOXET CHUXATLCSH 3IMHEKTUBHOCTE (DUHIOIMMO/E, OHOBPEMEHHO
NPUMEHSTL 3TV Npenapatbl CiefyeT C OCTOPOXHOCTbIO. OAHOBPEMEHHO NPUMEHSITbL 3Bepoboi,
Of1HaKo, He PeKOMeHAYeTCs.

DapmakokmHeTnyeckmne 3GGexTsl PUHroIMMOo[a Ha Apyrve rnpenapars!

B3anmopeicTame GpUHroNMMOzA C BELECTBAMM, KIIMPEHC KOTOPbIX 0BYC/0BEH FaBHbIM 06Pa3om
nsodepmeHTamm yutoxpoma P450, nam ¢ cybeTpatamMi OCHOBHbIX TPAHCMOPTHbIX GekoB npes-
CTaBNAETCA MaNOBEPOATHbLIM.

DapmakokmHeTnka UHIOIMMOAA M UMKIOCIOPUHA B ClyYae OfHOBPEMEHHOrO MPUMEHEHWS He
MeHsinach. Takum 0Bpasom, He OXMAAeTcs M3MeHeHWst (hapMaKOKUHETVKM MpPenapaTos, SBJis-
towmxcs cybeTpatamu usodepmenta CYP3A4, nog BavaHuem duHronnmona. OpHoBpemeHHoe
npvimMeHeHne MUHrONMMOAA U NepopasbHbIX KOHTPALENTUBOB (3TMHWASCTPaAMONa W NeBoHopre-
CTpena) He MPUBOAMT K U3MEHEHMIO SKCMO3ULMKM NepopasibHbIX KOHTpauenTusos. Hecmotps Ha
oTcyTCcTBME VICCﬂe,ElDBEIHMﬁ B3aVIMO,D,EﬁCTBMQ C Nepopa’sibHbIMM KOHTPALenTuBamu, cogepxatinmMmm
Apyrve nporectarexbl, He OXWAJETCH B/INAHUA CDMHFOJ'\VIMO/:{EI Ha 1X 3KCNO3uLmio.

BnusiHue Ha cnoco6HOCTb YNPaBASTb TPAHCMOPTHLIMU CPEACTBAMM, MEXaHU3MaMK
MaumeHTam, y KOTOpbIX Ha (hoHEe npumeHeHus npenapata @uHronnumorn Meamncopb Bo3HMKa-
0T Takue HexesnaTesibHble 9BIeHNd KaK rosIoBOKpYyXeHne U COHIMBOCTb He cnefyeT ynpaBndaTb
TPAHCMOPTHbIMK CPEACTBAMU UM MEXAHU3MAMU [0 MOJIHOMO UCHYE3HOBEHUS [AaHHbIX HOGOHHb\X
3bbekTos. HeOBXOAMM KOHTPO/L COCTOSIHWS NaLMeHTa B Nepsble 6 4acos Noc/e Nepeoro nprema
npenapara nepef Ha4asom yrnpasJsieHns TPaHCMOPTHbIMK CPeCTBaMU.

®opma Bbinycka

Kancynbl 0,5 mr.

Mo 7, 10 nnn 14 kancyn B KOHTYPHYIO S4eliKoByto YNakoBKY W3 NAEHKW NOANBUHUAXNOPUAHOM 1
oNbrn aNtoMmUHVEBO NeYaTHOR NakMPOBaHHOW.

Mo 7, 14, 20, 28, 30, 50, 56, 60, 90, 98, 100, 112 nan 120 kancyn B 6aHKK NOSMMEpPHbIE C
BUHTOBOW FOP/IOBUHOM, MW BAHKK NOSMMEPHbIE C GapbEePHONM FOPSIOBUHON ANS NIEKAPCTBEHHbIX
cpefcTs (B KOMMIEKTE C KPbILKamMK), UK B BaHKW NOAMMEPHBIE C BUHTOBOM rOPMOBUHOM TUNa
1, TMNa 2, TMNa 3, UAn TMNA 4 1 KPbILIKOM HaBUHUMBAEMO 13 NONMITUNEHA ANS BUTAMUHOB U
JIEKapPCTBEHHBIX CPEACTB.

Ha 6aHKu HakNeMBaloT STUKETKM U3 ByMaru STUKETOUHOW UM CaAMOKNESLIMECS STUKETKM.

Kaxayto Garky nnm 1, 2, 3,4, 5,6, 7, 8, 9 amn 10 KOHTYPHbIX A4EAKOBbIX YNAKOBOK BMECTE C UH-
CTPYKLMEN N0 MEJULIMHCKOMY MPUMEHEHMIO NOMELLAIOT B MauKy KapTOHHYIO /19 1IeKapCTBEHHbIX
cpeacTs.

Vcnosus XpaHeHuUs

[pw Temnepatype He Boiwe 25 °C.
XpaHWTb B HEJOCTYNHOM AN AeTeir MecTe.

Cpok rogHOCTH

2 rona.
He npymeHaTb MpenapaT No UCTeYeHUM CPOKa FOAHOCTU.

VYcnosusa otnycka

OTnycKkaloT No peuenty.

Mpoussogutens

AKuMOHepHoe 06uiecTso «Meancop6»

IOpuanyeckuii agpec: 614101, Mepmckuii kpaid,

r.o. Mepmckuid, r. Mepmb, yn. MpuyanbHas, 4. 16, k. 1.

AApPEC MecTa OCyLecTBeHUs NPOU3BOACTBA:

Mepmckuii kpaid, r.0. Mepmckwid, r. Mepmb, yn. MpuyansbHag, 4. 16, K. 3

peruct 0 yAaoCT /Opr
npUHMMaloLas NpeTeH3un noTpebuTeneit
AKuMOHepHoe 06LiecTso «Meancop6»
IOpuanyeckuii agpec: 614101, Mepmckuii kpaid,
r.o. Mepmckuid, r. Mepmb, yn. MpuyanbHas, 4. 16, k. 1.
TenedoH/dakc: +7 (342) 259-41-41
Anpec anekTpoHHo nouTsl: info@medisorb.ru
www.medisorb.ru

¢ MEANCOPE



