MHH31PAB PPCCHH

CROOSAFAH- 131 01

MWHUCTEPCTBO 3/IPABOOXPAHEHU S POCCUMCKON ®EJIEPALIUU
COT'JIACOBAHO

—————————

WHCTPYKLIWS
10 MEJJMLIMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOT'O TIPETTAPATA

I'JIEHUA®

PErMCTPALIMOHHBII HOMEP: JICP-008272/10

TOPrOBOE HAUMEHOBAHME: I'nenua®

MEXJYHAPO/IHOE HEIIATEHTOBAHHOE HAMMEHOBAHUE (MHH): dunrommmon
JIEKAPCTBEHHASI ®OPMA: KaricyJisl

COCTAB

1 kancya coaepxKuT:

Oeticmeyiowjee eeujecmso — ¢unronumona ruapoxiopun 0,56 mr, coorserctyer 0,50 Mmr
(uHroIMMO1a OCHOBAHHIO;

8cnomoz2amenvhble 6elecmea — MAHHUTOJI, MarHUsl CTeapar;

obonouka kancyner — Kpacutenb jxenesa okcun xkenteii (E 172), turana aumokcua (E 171),
K€JIaTHH, nevyaTHble YepHuna yepHeie: wesnak (E 904), nponuneHrnukons, Kanus ruapoKCH,
KpacuTe/lb JKeJie3a OKCHJA YCpHBIM, neuyaTHele 4YepHMaa kentsle: wemtak (E  904),
MPOIUJICHIJIMKOJIb, KPACHTEJIb XKeJle3a OKCHJL HKENThIN, TUTAHA JAMOKCH/I, IMMETUKOH.
ONUCAHME:

Teepavie xenatunosble Kancynbl Ne 3 ¢ GenbiM HENmpo3pauyHbIM KOPIYCOM M SPKO IKENTOM
HEMPO3pavyHOM KPbILIEYKOH, ¢ HaneyaTaHHbIM YepHbIMU YepHUaamu “FTY 0.5 mg” Ha kpbiieuke
1 IBYMsl paiiaibHbIMU [10JI0CAMM, Halle4aTaHHBIMU Ha KOPITYCE JKE/ITBIMU YePHUIIaMHU.
Conepxxumoe Kancys Oenblii MM noyTH Geblii NOpOILOK.

DAPMAKOTEPANIEBTUYECKASI TPYIIIA: MMMYHOJAENPECCHMBHOE CpeacTBO. CpeacTo s
JIEYEHUs PACCESTHHOTO CKJIEpo3a.

Koa ATX: LO4AA27

DAPMAKOJIOTMYECKHUE CBONCTBA

Mexanusm oeiicmeusn

DUHrONMMOJI MOJYJIUPYET pelienTopkl cunrosun-1-docedara (S1P-peuentopos). @unroaumosn
metabonusupyercss CUHrO3MHKMHA30M 0 aKTUBHOro MeraGonuta Quuronumoadocdara. B
HaHOMOJIAPHBIX KOHLEHTpauusax ¢uuroaumoadocdar cesaspiBactes ¢ S1P-peuentopamu Ha

MIOBEPXHOCTH JIMM(POLMTOB, OHICTPO NPOHUKAET B LIEHTpaJIbHYIO HepBHYIO cuctemy (LIHC) yepes
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rematosHuedannueckuii 6aprep u casbiBaetces ¢ S1P-penenTopamu Ha MOBEPXHOCTH HEWPOHOB.
CaaspiBadce ¢ S1P-penentopamu numpountos, ¢punronumoadocdar 610kupyeT cnocobHOCTh
TMMPOLMTOB  MOKMAATE JUMbaTHYECKHe y3/Ibl, YTO TNPUBOAMT K IEpPEpacnpe/eeHHUIO
TMM(OLMTOB B OpraHusMe, MpH 3TOM HE MNPOUCXOAMT yMEHbIIEHHA OOIIEro KOJIMYecTBa
mumdoumros. Tlepepacnpenenenye MMMQOLMTOB MPUBOAUT K YMEHBLIEHHIO JTMM(OLUTAPHOI
uapuaptpaun I[HC, B ToM w4mcie BocmanuteNbHbIMH KieTkamu Thl7, ymeHblieHuio
BBIPQKECHHOCTH BOCMAJIEHHS M CTENEHHU MOBPEKACHUS HEPBHOM TKaHH.

HccneoBanys Ha KUBOTHBIX M 3KCIIEPUMEHTHI i71 Vilro NOKa3bIBatoT, 4To 3G deKTs GUHroIMMO1a
TaKke MOryT ObITh 00yclOBJeHB ero B3aumojeilcTBheM ¢ S1P-pelientopamu Ha HepBHBIX
KJIeTKaXx.

DapmakoouHamuxa

TeueHue 4-6 4acor nocjie NepBoro npuema npemnapara B go3e 0,5 Mr KOJIMYeCTBO JTUM(OLMTOB B
KPOBH CHHXXAeTCs MpUONIM3UTENBHO 10 75% OT MCXOQHOro 3HaveHus. [Ipu JUIMTENIBHOM
©KEJHEBHOM TMPHUMEHECHUH TNpernapara KOJMYECTBO JUM(OLMTOB TMPOJOKAET CHHXKATHCS B
TEUEHHUE 2-X He/IeNb, I0CTUTas MUHMMAJTBHOTO Mokasatesist 500 KIETOK/MKJI Wi IPUOIM3UTETHHO
30% ot nexoaHoro 3HadeHus. Y 18% maleHTOB OTMeYasochk Mo KpaiiHeil Mepe oHOKpaTHOE
CHIKEeHHE KonyecTsa iumpountos ke 200 knerok/mki1. [Tpu perynsipHoM npueme npenapara
CHMXKCHHOE KOJIMYECTBO JMM(OUMTOB coxpaHanock. bompumuerso T- u B-numdouuros
MEPUOANYECKH NMPOXOIUT uepe3 TUM(POUIHBIC OpraHbl,  HUMEHHO 3TH KJIETKH sBJISIOTCS IIABHOM
MHILICHBIO Ui AeicTBUs punronmmona. OxHako okoso 15-20% T-numbouuTos, apasommxcs
o pekTopHbIMHU KIETKAMH MaMATH M UTPAIOLIMMH BaXKHYIO pOJib B NepU(EPUUECKOM HMMYHHOM
KOHTpOJIe, HE MpPOXOJAAT 4Yepe3 JIUMQOMAHBIC OpraHbl M HE [MOABEPXKEHBI BO3JAEHCTBHUIO
¢unHronnmona. B TeueHHe HECKONBKUX JHEH MOC/e MPEKpalleHUs NpHeMa Npenaparta B KpoBH
OTMEYaeTCs MOBbILIEHHE KonuyecTBa numpountoB. Hopmanuzaums komuuectBa 1uMQpOLUTOB
MPOUCXOAMT 4epes 1-2 Mecsua nocie npexkpaiieHus aedenus. [loctosHHbli npuem GpUHroIMMOAa
MPUBOJAMT K HEOOJIBIIOMY CHIKEHHMIO KOJMYecTBa HEUTPO(DUIOB, NpubauzuTensHo 10 80% ot
MCXOJJHOTO MoKa3are/is. MOHOLMTBI He MOABEPXKEHBI BO3AEHCTBHIO (MHIOIMMO/IA.

B Havasie seyeHus npenapaToM B pEKOMEHYEMOii [103¢ OTMEYaeTCs TPAH3MTOPHOE CHHIKEHHE
YCC (4acToThl cepaeUHBIX COKpALIEHU) U 3aMe/UIeHHE aTPUOBEHTPHUKYJIAPHOM NPOBOIMMOCTH.
[Ipn sTom maxcumanbHoe chikenne YCC nabGmiofaercs B TeyeHHe 6 4acoB Moclie NpHeMa
npenapara, a 70% OTpULIATEBHOrO XPOHOTPOMHOro 3¢dekra AOCTHraeTcs B NEPBbIA JEHb
npumeHenus. YCC Bosppalnanack K UCXOJHOM B TeyeHHe | Mecsla peryjspHOro npuMeHEHHs
npenapara.

Cumxenne YCC, BrI3BaHHOE (YUHIOIMMOIOM, MOXKET OBITH KYTIHPOBAHO NPUMEHEHHEM aTPONUHA

WJIK U30TMpEeHaJIMHa. HoxasaHo, 4YTO CaJIbMETEPOJI, ﬂpI’lMCHﬂeMblﬁ UHTAJIIIIUOHHBIM ITYTEM, TaKXKEC
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BBI3BIBACT YMEPEHHBIN MOJ0XKHUTEIBHBIA XPOHOTPOTHBIN 3D heKT.

B Hauvane npumenenus (HUHronMMoza OTMeYaeTcs yBEJMYEHHWE UMCIa TpeACepaHBIX
BKCTPACHUCTOJ, HE COMNPOBOXIAIOLICECS YBEJIHYECHUEM YAacTOThbl (UOPHIUIALMKI/TPENeTaHUS
MpeACepANH, KeyA0YKOBOM apuT™Mue uinu skronueid. He orMeueHo BiusiHus GUHrOIMMO/1A Ha
YMEHBUIEHHE CepJIeYHOT0 BhIOpOCa.

ABTOHOMHBIE DYHKIMM cep/ilia, B TOM YUCIIe LUpKaguaHHas BapuadensHocTh YCC 1 peakuus Ha
¢usnyeckyro HarpysKky, He H3MEHSIIOTCS MOJ] BIUSHUEM (UHTOIUMOIA.

OnHOKpaTHOE M MHOTOKpaTHOE NpuMeHeHue GpuHronumoa B 1o3ax 0,5 Mr wmm 1,25 Mr B TeyeHue
JABYX HEJlellb HE acCCOLMHPOBANIOCh C OMNpPEAE/IAEMbIM YBEIMYEHHEM COMPOTHBISEMOCTH
ABIXaTE/IBHBIX MyTeii 10 3HaueHuo ODPB; (06beM hopcHpoBaHHOTO BBII0XA 32 MEPBYIO CEKYHLY)
M cpeiHeil 00beMHOM ckopocTH BhIIoXa Ha ypoBHe 25-75% ot ®XEJI (dpopcuporanHas
KU3HEHHas ~ eMKOCTh  Jierkux). Ormeuanoch, OJHAKO, /10303aBHUCHMOE  YBEJIMYEHHE
COMPOTHUBIIIEMOCTH ABIXaTEIbHBIX IyTEH MPHU OJHOKPATHOM NMPUMEHEHHH (PUHTOIMMO/A B /103€
25 MT, NpeBBIIAIOLIEH peKoMeH10BaHHYIO0 B 10 pa3. MHOrokpatHoe npumeHeHHe (pUHTOIMMOA
B gosax 0,5 mr, 1,25 Mr waM 5Mr He accOUMHpPYETCS C YMEHBIIEHHEM OKCHIEHAIUH,
YMEHBLICHUEM  caTypalMd KHUCIOpola TNpu (GU3MUECKOW Harpy3ke MM  yBeJIMYEHHUEM
PEaKTUBHOCTH JIBIXaTE/IbHBIX MyTE€H K METaxoJIMHy. Y MalMeHTOB, MOJTyYaBLIMX (PUHIOIUMOJ,
OTMEYaJIC HOPMaJIbHbIH OPOHXOAUIATALMOHHBINH OTBET Ha MPUMEHEHHWE MHIaISLMOHHBEIX Oera-
aroOHUCTOB.

[Ipy1 npuMeHEHUH Y MALMEHTOB ¢ PEMUTTHPYIOLIMM paccesiHHbIM ckiiepo3oM (PPC, cpeanuit Gamn
no wkane uaBanuaHocty EDSS 2,0) ¢unronnmon B no3e 0,5 Mr cHmkan 4acTtoTy KIMHUYECKHX
obocrpennii 6one3nn Ha 54%. [1pu npueme npenapara y 70% naumeHTOB 0TMEYanach crabuIbHas
pemuccus B TedyeHHue 2-X JeT (Mo cpaBHeHHIO ¢ 45,6% B rpynne miuaue6o). OuUHroaMmMon
JIOCTOBEPHO CHMXAJl PHUCK [POrpeccHMpoBaHus HeTpyaocnocobHocT. [lpu npumeHeHuu
npenapata AOCTOBEPHO YBEJIMYMBAJIOCH BPEMs 0 HACTYIUICHUS 3-MECAYHOrO M 6-MEeCSYHOIro
nepyuojia MOATBEPXKJACHHOIO IPOrpecCUpOBaHUsl HETPYAOCNOCOOHOCTH (OLIEHMBAEMOro Kak
MoBbIlICHUE OLEHKHM Mo wkane EDSS ot uexoansix nokaszateseil) mo cpaBHEHHIO ¢ muianedo.
Pesynbratel MarnuTHO-pe3oHaHcHOM ToMorpaduu (MPT) rososHoro mosra nauuentos ¢ PPC na
¢one neuenus GUHroNMMOOM MOATBEPXKAAIOT 3HAYMTEJILHOE CHUKEHHE aKTMBHOCTH TEUCHMS
3a0osieBaHus (MHTEHCMBHOCTH BocranuTesbHOro mpouecca B LIHC, pasmepos M kosnmuecTBa
04aroB JIeMHUETUHHU3ALIMHN).

Dapmakokunemuxa

Hanueie 1o dapmakokuHeTnke GUHronMmMoaa ObLIM MOJYYEHbl Y 30POBBIX JA0OPOBOJIBLEB, Y
PELMITMEHTOB MMOYKH U Y MALMEHTOB ¢ paccessHHbIM ckiepo3oM (PC).

®apmakoI0rHyecky akTUBHBIM MeTaboIUTOM siBisieTcs puHroaumozadocdar.
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Bcacvieanue

[lpu npueme BHYTph BcackiBaeTcss >85% m03bl. BcacwiBanue (UHrONMMOLA MPOMUCXOIUT
MEJUICHHO (BpeMs JOCTHXKEHHs MaKCUMaJIbHON KOHLIEHTPALMH B IJ1a3Me KPOBH, tmayx, 12-16 1).
Kaxymascs abcomorHas 6M010CTYNMHOCTh Npu  TpUeMe  BHYTpb  cocTaBiser  93%.
PaBHOBecHast KOHUEHTpaLMA B MJIa3Me KPOBU JJOCTHIaeTCs B TeYeHHE -2 MecALEB peryaspHOro
npuema npemnapara (1 pa3 B cytku). PaBHoBecHast KOHLEHTpaLust GUHIOJIMMOA TIPUGTU3UTENBHO
B 10 pa3 BhilIe, YeM ero KOHLEHTPALMS T0CIIe TIEPBOTo MpUeMa.

[IpyeM nuum He BIMAET HAa MaKCUMaJbHYIO KOHLUEHTPALMIO (Cmax) Wi skcnosummio (AUC —
MI0I@AL 1MOA (papMaKOKMHETHYECKON KPUBOW «KOHLEHTpauus-BpeMs») GuHromumoaa. Crma
¢unronnmon-docdara HesnaunrensHo cHuxkanack (Ha 34%), a AUC ne meHsnack. ITo 2Toii
NpUYMHE GUHIOJMMOJL MOXKHO NPUMEHSATh BHE 3aBHCUMOCTH OT BPEMEHH TIPHEMa MUIIIN.
Pacnpeodenenue

DUHIOIMMOJL 3HAYUTENIBHO pacrpeelisercst B 3puTpoluTax (hpakius GUHroaMMoaa B KJIeTKax
kpoBu 86%). @unronumondochar uMeeT MEHBLIYIO CIIOCOGHOCTh NMPOHMKATH B KJIETKH KPOBH
(ppakums B xnerkax kpoBu <17%). @uxronumon U punronumoapocdar B BHICOKOH CTErEHH
CBA3BIBAIOTCSA ¢ OeaKaMHu MIasmbl KpoBu (>99%).

DUHTONMMOA B 3HAYMTENBHOW CTENEHM pacrlpeieseTcs B TKaHAX opraHusma (o0beM
pacnipesienierus okoyio 1200£260 ). OUHrOMMMOA MPOHMKAET B TOJIOBHOM MO3T, YTO OBLIO
MOKa3aHO B KJIMHUYECKOM MCCIICJIOBAHMM Y 3/I0pPOBBIX J100poBosbLEB. B uccnenosanuu y 13
Aobpoeosbues ¢ PC, nomyyaBmux ¢unronmumon B ao3e 0,5 Mr B paBHOBECHOM COCTOSIHHH,
KonMyecTBo punronumona (unm punronumonadocdara) B cemeHHoM xuakocTn 66110 B 10000 pas
MEHBIIE PUHATON 10361 (0,5 Mmr).

Memabonuzm

Y uenoBeka GuoTpaHchopmaums (UHIONIMMOJA TMPOMCXOAMT B pe3ynbTaTe OOPaTHMOro
crepeocesieKTHBHOTO (ocdopunnposanus 10 hapMaKkoNoruyeckn akTHBHOTO (S)-3HaHTHOMEpa
dunronumondocdara u 3a cuyer OKMCIMTENbHONW GHOTpaHChOPMALMH, IABHBIM 06pPa3OM
nsopepmenrom CYP4F2 u, BosmoxkHo, apyrumu msodepmentamu CYP4F, ¢ mocnenyiomeit
Aerpajialieil aHaJOrMYHO JKUPHBIM KHCJIOTaM JI0 HEaKTHMBHOrO MeTabojuTa W IyTeM
(opmupoBanus papmMakoIOrHuECK HEAKTHBHBIX HETIOIAPHEIX aHAIOTOB (PMHIOJIMMO/ILIEPAMHIA.
OcHoBHO¥ depmeHT, OTBeHaroNMii 3a MeTaboIM3M HUHIOIMMOAA, YACTHYHO MAEHTH(HIMPOBAH:
ato MoxeT ObiTh CYP4F2 unu CYP3A4. Tlocie 0HOKpaTHOro NMpuemMa BHYTpPb B IL1a3Me KPOBH
onpeaessauch (B TeueHue npubnu3nTenpHo 1 Mecsua) HensMeHeHHBIH guuHromumon (23,3%),
¢unromumondocdar (10,3%), HeaktuBHbIe MeTaGonuTel (M3 — KHCHBIH KapGOKCHIBLHBIN
meTtabosur (8,3%), KoHbroraTel MeTaboIMTOB ¢ Lepamunom M29 (8,9%) u M30 (7,3%)).

Buiseoenue
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IInasmennbii Kupene gpunrommosna 6,3+2,3 1/4, cpeAHMi KaXyLMiics EPUOJL MOMYBLIBEACHHUS
(tin) cocranser 6-9 aueil. CHmxenne KOHUEHTpaLMii GuHroaMmoaa u Gpunronumoadochara B
M1a3Me KpPOBH B TEPMUHAIBHOM CTAaJAMM MPOMCXOMT MapaiebHO, YTO MPUBOJAMT K CXOJHOMY
NepUO/LY MOJTYBBIBEICHHUS.

[Tocnie mpuema BHYTpB 0K0J10 81% /103b1 BEIBOAMTCS MOYKAMH B BUJIE HEAKTHBHBIX METabOIMTOB.
Heunsmenennsle puurommmon u ¢unronnmoadocdar He BBIBOAATCS NMOYKAMH, HO SBISIOTCS
OCHOBHBIMH COC/IMHEHHUSIMH B KaJjie (KOJIMYECTBO Kaxa0ro <2,5% ot /103k1). B Teuenue 1 mecsua
BBIBOJIMTCS 0KOJI0 89% /103BI npemnapara.

Jlunetinocmeo

Konuenrpaunn ¢punronumona u punrommmondocdara yBeanunsaroTes NpornopuuoHanTbHO 03¢
10CJIe MHOTOKpaTHOro npumenenus 0,5 mr uau 1,25 mr 1 pas B cyTku.

Y nNauMeHToB JETCKOro Bo3pacTa KOHIUEHTpauu ¢unromumonapochata yBeaHuHBACTCS
MpONOPLUHMOHAIBHO J103€ MOC/Ie MHOrOKpaTHOro npumeHenus 0,25 mr uim 0,5 Mr 1 pa3 B cyTku.
Dapmakokunemuxka 8 OmoenbHbIX CAYYAAX

Hapywenue ¢pynrxyuu novex

Hapywenue bynkumm modek (oT Jerkoi Ao Tskenoi cTeneHM) He OKa3bIBAIOT BIMSHUS Ha
$papmakokunernxy punronnmona u punronumoa-ocdara.

Hapywenue ¢pynrxyuu nevenu

OxHokpaTHoe npuMeHeHHe GUHrONMMO/A B 03¢ | MI WM 5 MT y MAaUMEHTOB ¢ HapylIeHHEM
$ynkumn neuenn nerkoii, cpeaHeit u Tskenoit creneneii (kace A, B u C mo Ki1accudukamm
Yaiina-Ilero) npuoaur k mnoBeimennto AUC  ¢unronumona Ha 12%, 44% u 103%
COOTBETCTBEHHO, NP ITOM BIUSIHUS HA Cimax HE OTMEUEHO. Y MALMEHTOB ¢ HapyIIeHHeM (yHKLUH
neyeHu Tskes0# crenenu (kiace C no kaccudukaunn Yaina-I1ei0) Crax purromumoapochara
CHIXKanach Ha 22%, npu 5ToM 3HaueHHe AUC CylLeCTBEHHO HE M3MEHANOCh. Y MAaLMEHTOB C
HapylieHHeM — (QyHKUMM MEYeHM JIerKoW W cpejiHeil  cTemeHed  (hapMakoKMHETHKa
dunronumoadocdara He oueHuBanack.

Y nauueHTtoB ¢ HapymieHHeM (YHKIMM MEYEHH JIErKOH CTENeHH TMEPHMOJ TOTyBHIBEICHHS
OCTaeTCA HEM3MEHHBIM, C HAPYLUCHHUEM CPE/IHEH M TSKEIIOH CTENeHHU — yBEeMYMBAETCS IPUMEPHO
Ha 50%.

DUHIOIMMOJ He CJIE/LYET PUMEHATD y NALMEHTOB C TSKE/IBIMHM HAPYLIEHUAMU (yHKIMHU IeYEHH
(kmace C mo knmaccupukauun Yaina-Ileto) (em. pasgen 4.3). V nauMeHTOB ¢ JErKMMH M
YMEPEHHBIMH HApyIICHUAMH QYHKUMH TeyeHH (DUHTONMMOJ CJIEAYeT HAYMHATh NMPUMEHATh C
OCTOPOXHOCTBIO.

Hayuenmovr mnaowe 18 nem

PaBHoBecHas koHUeHTpauus puHroanmoadocdara cxoxa y B3pocisIx 1 aeTeit crapue 10 ser.
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besonacnocte n sddexTHBHOCTE MpuMeHeHUs GUHroNMMOA y NankeHToB Maaame 10 ner He
U3yueHa.

Toowxcunvie nayuenmor

KivHnyeckuii onbiT npuMeHeHMs (UHrOIMMOAA y MALMEHTOB B BO3pacTe crapme 65 ner
orpaHu4eH. VY NalKMEeHTOB B BO3pacTe 65 JeT M cTapiue (MHIOIUMOA CJIEAYET NPUMEHSATDH C
OCTOPOKHOCTBIO.

ITon u smnuveckasn npunaonedxcHocms

[fon v 5THHYecKas NPHUHAUIEKHOCTh HE OKAa3bIBAIOT KIMHUYECKH 3HAYMMOrO BIMAHMA Ha

(apmakokunernky dunrommmona u punronumoadocdara.

ITOKA3AHMSA K IPUMEHEHUIO
Pemurtupyroumii paccesnusiii ckneposz (PPC) — y B3pocibix u aereii crapme 10 ner s
YMEHBIICHHS ~ YacCTOTBl ~ KIMHUYECKMX  00ocTpeHMit  GOJNE3HM M CHIXKEHHS  pHCKa

MMporpecCupoBaHusd HCpr}IOCﬂOCO6HOCTH.

IIPOTUBOITOKA3AHUSA

- BblsABieHHBI MIMMYHOAEDULIMTHBINH CUHAPOM.

- [IloBbiieHHBIH ~ pUCK ~ ONNOPTYHMCTHYECKMX  MH(EKUMH, B  ToM  uucae  y
MMMYHOKOMITPOMETHPOBAHHBIX MALMEHTOB (B TOM YMCIIE MOMYYAIOLIMX UMMYHOCYNPECCHBHYIO
TEPaNuIO B HACTOsIIEE BPEMs WM MMMYHOKONPOMETHUPOBAHHBIX 3a CYET MpPe/IIECTBYIOLIEH
TEpaIuH).

- Taxenas wundekuus B akTHBHOM (ase, akTHBHAA XpoHudeckas MHeKUUs (remaTur,
TyOepkynes).

- BrisBiennble 310KkauecTBEHHBIC HOBOOOPA30BaHKs B aKTUBHO (a3e.

- Hapywenue pynkunn neyenn sokenoi crenenu (kiace C no knaccudpuxauun Yaitna-ITeio).
- Hnudapkr muokapna, HecTaGuIbHAs CTEHOKApAMA, WHCYJILT/TPAH3MUTOPHAS HINEMUYECKast
araka  (THMA),  nekomneHcupoBaHHas  cepieyHas  HEAOCTATOYHOCTH  (Tpebyrouas
rocnuranusauuM), cepaednas HepocraroyHocts III-IV kmacca mo NYHA (New York Heart
Association) 3a nocyeaHue 6 MecsIeB.

- Tsxenas cepaeunas apuTMus, Tpebyiolas aHTHAPUTMUYECKYIO TEPAIUIO Npenaparamy la uiu
[1I knacca.

- ATpHoBeHTpHKYIspHas G1okana Tuna Mobutu I 2 crenenu, atpuoBeHTpUKYIsipHas 6i10Kaa
3 cTeneHu, CUHAPOM ¢1ab0CTH CHHYCOBOTO Y371, — PH OTCYTCTBHM KapAHOCTUMYJIATOPA.

- Hcxoansiit uarepsan QTc >500 mc.

- rHHepLIyBCTBMTCﬂbHOCTb K q)HHFOIlldMO}Iy HITH .'II'O6OMy APYroMy KOMIIOHCHTY Ipernapara.

6/29



- bepeMeHHOCTH M MepHOA rPYAHOTO BCKApMIIUBAHMS.

O dexTHBHOCTB M Ge30MacHOCTh MPpUMEHeHHs: GUHTOIUMOa Y AeTeit 10 10 IeT He yCTaHOBIEHBL.

MEPBI ITIPEIOCTOPOKHOCTH IPU MIPUMEHEHUU

Bpaouapummus

B Hauasne npumenenus gpunronmmosa ormeyaercs npexozsiuee chmkenne YCC, KOTopoe MOKeT
COMpPOBOXKAATBCA 3aJCPHKKOM aTPUOBEHTPUKYIAPHOTO TMPOBEACHHUS, BKIIFOUAsh OT/AE/bHbIE CTy4au
npexoasiei nonHo AB-6okazpl, paspearoieincs CrioHTaHHo.

YCC nHauuHaeT cHMXKaThCs B TeueHHe | 4aca rmociie nepBoro NpueMa rnpenapara, a MakCUManbHOe
CHH)KCHME OTMEYaeTCs NMPUMEPHO Yepe3 6 4. DTOT mocne1030BbIil 3B deKT coxpaHseTcs Ha
NPOTHXKEHUU TOCICYIOIMX JHEH, XOTs, KaK MpaBuJIo, B 0Oojiee JIETKOM CTENEeHM; B TEUCHHE
MOCCYIOIHX He/lelib OH OOBIYHO ¢XOAMT Ha HeT. IIpu nponomkenun nedyenus cpeanss YCC
BO3BPAIACTCs K UCXOHOMY YPOBHIO B TeyeHHe | Mecsua. OHako y oTaeabHbIX nauuenTos YCC
K KOHIly TMEpBOro Mecsili@a MOXET HE BEPHYTbCA K HMCXOAHOMY YpoBHIO. Hapymienus
MPOBOAMMOCTH, KaK NpaBuJIo, ObUTH NPEXOAAIINMHI U He TIPOSABIISAIUCH KIMHHUYECKH. OOBIYHO OHU
He TpebOBalM JIeYeHHUs U pa3pelaitch B TeUECHHE NePBBIX 24 4 Ha GoHe MpUMeHeHHs penapara.
[Ipu neobxoaumoctu YCC, cHibkeHHas B pe3y/ibTate NpUMeHeHHs GUHIONIMMO/A, MOKET GbITh
MOBBILIEHA 32 CYET NMAPEHTEPATbHOrO NPUMEHEHHUs aTPONMHA WM U30PEHAIMHA.

Bceem naunentam cienyer nposectu OKI™ u usmeputs AJ] 10 Hayana npuema npenapata u yepes
6 4acoB rnoce npuema nepeoii 103b1. Beex nauueHToB He06X0AMMO HaGMOAATh B TeUSHHE 6 4 Ha
NpeAMEeT NPU3HAKOB U CUMNITOMOB Opaaukapauu, uzmepsiss YCC u AJT kaxaplii yac. B Teyenue
9TOro 6-4acoBOrO MepHOJa PEKOMEH/YEeTCs IMPOBOAUTH HENpepbIBHBIN (B peaqbHOM BpPeMEHH)
OKI'-MOHUTOpHHT.

[Ipu pasButuu cumnTomoB GpaanapuT™Mun Ha HOHE Tepanuu MpenapaToM HEOOXOAMMO HAyaTh
COOTBETCTBYIOLIHE MEPONPUATHS, 0becrneunTh HabMoACHHE MalMeHTa BIUIOTh A0 KYIMPOBaHUS
JAaHHOro cocTosiHusl. Ilpu HEoOXOAMMOCTH JIEKApCTBEHHOM TEparuu B MEPUOJ MOHMTOPMHIA
nocjie npuema nepBoi A03bl HEOOXOAMMO MPOJAIUTEL HabJOJEHHE 110 MEHbILeH Mepe 10 yTpa
CJIC/LYIOLIErO JiHsl, U MOBTOPUTHL 00C/IeI0BaHNE, aHAJIOTHYHOE HAGIIIOACHHIO NOCIIE IEPBOIi 103b1,
rnocJie npuema BTopoii 103kl npenapara ['nnenua®.

Ecnu yepes 6 4 nocne npuema neppoit 10361 YCC HaXOAMTCsl HA MUHUMAJILHOM ypOBHE (yKa3biBas
Ha TO, 4TO (apmakoauHamuueckuii >pdeKkT Ha cepjle, BO3MOXKHO, elle He NpPOABWICA B
MaKCHUMaJIbHOM CTeneHu), HabmoAeH e ClIelyeT MPOJUTHTH elie 110 KpaiiHeil Mepe Ha 2 U Wi J10
Tex nop, noka YCC BHOBL He noeicutes. Kpome Toro, eciim UCC yepes 6 yacos rociie npuema
npernapara coCTaBjisieT <45 y/MMH y B3pOC/bIX, MM <55 yn/MuH y aeteit crapuie 12 jiet, uiu

<60 yn/mun y nereit ot 10 1o 12 net unu npu Brepssie Bo3Hukiieit AB-61okaze 2 cTeneH! Wiu
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BeILE 10 JaHHBIM DK yepe3 6 yacoB nocne npuema npenapara, uiu eciau uHtepsan QTc mo KT
cocrapyiset 2500 mc, crneayeT NpoBOAMTE AONOIHUTENbHOE HabmoaeHue (Mo KpaiiHeil Mepe 10
CJIEAYIOLIEr0 yTpa WIIK JI0 TeX Mop, MOKa HapyleHus He pa3peurarcs). AB-6okaaa 3-it crenenu,
Koria Ob1 OHa HY BO3HMKJIA, TAKKe TPeOyeT MPOBEACHHUS MPOATCHHOTO MOHUTOPUHTA (110 KpaitHei
Mepe 110 CIIEAYIOLIEro yTpa).

Y NauueHToB, NOJyYaBIIUX JeUeHHe (PMHTONMMOIOM, 3aperHCTPUPOBAHbI OUYEHb PEKHE ClyYau
uneepcuu 3ybua T na OKI'. B ciyvae BoisiBiieHus nuBepceuu 3ydua T HE0OXOAMMO HCKIIFOUHMTE
HaJlM4YKue JPYruX MPU3HAKOB MIIeMMM MHUoKapia. IIpu mopo3peHMM Ha MIIEMHIO MHOKapja
PEKOMEH1yeTcs 0OpaTUTHCS 33 KOHCYJIbTAlMel K KapIHoJIory.

® e

B cBA3M ¢ puCKOM pa3BUTHS cepbe3HBIX HApyIIEHWH pUTMa cepaua npenapar [uieHua
clelyeT NpPUMEHATh Yy TAlMEeHTOB ¢ CUHOATpHalbHOW ONokamol, CHMNTOMATHYECKON
Opanmkapaueil WM TOBTOPHBIMH 3NM30[aMHM CHHKOMAJIBHBIX COCTOSIHMIM B aHamHese, ¢
CYHIECTBEHHBIM y/uinHeHHeM uHTepBana QT (kenckmit mon: QTc >470 mc (crapuie 18 ner),
QTc>460 mc (10-18 ner); myxkckoit mon: QTc >450 mc (crapwe 10 ser)). IMockonbky
MEPEHOCHMOCTh BHIPAXXEHHOH OpaauMKapaAnK MOXeT OBITh CHHXKEHA Y TMALMEHTOB ¢ OCTAHOBKOM
cep/ua B aHaMHe3e, HEKOHTPOJIMPYEMOH apTepuaibHON TUMEPTEH3UEH WITH TSOKEITBIM CHHAPOMOM
anHo® BO cHe, mpenapar ['unenua® He cnesyeT NMPUMEHATH y TaKMX MALMEHTOB. Y TaKMX
MalLMEeHTOB MPUMEHEHHE Npenapara BO3MOKHO TOJIBKO B cilyyae, ec/id MpejroiaraeMas rnoJib3a
MpeBbILIACT MOTCHUMANbHBIN pucK. [Ipy HeoOXoaAMMOCTH NpUMEHEHHs npernapaTa y MnaluueHToB
AlAHHOH KaTeropuH CJIe/IyeT NPOBECTH KOHCY/IbTALMIO KapJHoJIora fnepe/i HayaaoM Tepanuu s
BbIOOpa ONTHMANLHOrO MOHMTOPHMHIA CEPACYHONM AEATENBHOCTH, MO KpaiHell mepe 10 yTpa
CIIE1YIOILEro JHS.

[lpumenenue npenapata ['mieHMa y NaLMEHTOB C apUTMHUAMM, TPeOYIOLIMMH JI€UEHUS
AHTHApUTMHUYECKUMHU CPEACTBAMM Kilacca la (Hanpumep, XMHUIWH, 1u30nupaMua) uin kaacca I11
(HarmpuMep, amMHOZApOH, coTajos), He M3yyand. Ha QoHe NpUMeHEHHS aHTHAPUTMHUYECKHX
cpeacts Kiacca la mim knacca Il y manuenToB ¢ Opaankapaueit oTMeyanuch Cliyyau MUpPY3THOM

TaxXUuKapanu. HOCKOHBK}' B Ha4aJIc NMPUMEHCHHUs Mpernapara FMHCHM8® OTMEYACTCA CHHUIKCHUC

YCC, npenapar 'mnenna® BmecTe ¢ JaHHBIMH JIEKAPCTBEHHBIMU CPEJCTBAMH MPUMEHATH HE
ClIeyeT.

OnbiT npumenenus npenapara lutenna® y nauueHToB, NOJyYaOMMX COMYTCTBYIONLYIO TEPATIHIO
Gera-azpeHo610KaTOpAaMM, aHTArOHUCTAMHU KaJIbLIMEBBIX KaHaioB, cHywkatomuMd YCC (TakuMu
KaK Bepanamul WJIM JWITHA3eM), WIM JIpYTMMH npenapatami, crnocobHeiMu cHmxkate YCC
(Hanpumep, nBabpaJiMH, IMTOKCHH, MHTHOUTOPBI XOJMHACTEPA3bl UK MMUJIOKAPIHH), OrpaHUYEH.
IlockosibKy B Hauane npumenenns npenapata I'nnenua® UCC Takxke CHMKAeTCs, MPUMEHEHHUE

®

Ha3BaHHLIX INpErnapaToB B Havali€ JICYCHUA MperiapaToM ['unenua™ moxeT INNPHUBECTHU K TSKEJION
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Opaaukapauu u AB-6rokazne. B ¢Bsi3u ¢ noTeHUMaNbHBIM J0MONIHUTENbHBIM BiiMsHieM Ha YCC
npenapat ['mienna® He ciielyeT HauMHATBH NMPUMEHATH Y NALMEHTOB, KOTOPbIE OHOBPEMEHHO
MPUHUMAIOT JlaHHbIe Tipenapathl. [Ipumenenue npenapara Munenua® y Takux naumenTos cieayer
paccmaTpuBarh JIMILIbL B Cllyyae, €CJIM IMpearonaraeMas rnojb3a MnepeBelinBaeT MnoTeHIHa bHbIe
pucku. Eciin paccmarpuBaeTcest BONpoc 0 NPUMEHEHUH Mpernapara, To /10 Hayaja ero mpuMeHeHHs
crelyeT oOpaTUThCs 3a KOHCY/bTAalMEH K Kap/MOJIOTY OTHOCHTEJIHHO TMepeBoja MalMeHTa Ha
JieKapcTBeHHbIE npenapathl, He cHukatolue YCC. Ecnu ormena npenapata, cHmxkatouero YCC,
HEBO3MOKHA, CJIE/lyeT 0OpaTUThCS 3a KOHCY/IbTAalMel K KapAHOJIOTy OTHOCHUTE/BHO OMpe/ie/IeHUs
HajlIexalero HabmoeHUs 1oclie NepBoi 103bI; PEKOMEHAYETCs MPOIEHHOE HabIOAeHHE 110
KpaiiHeit Mepe 10 cieayiowero yrpa. Ilpu Bo3o6HOBAeHMM Tepanuu npenapatom I'unenna®
Bivanue Ha YCC M aTpHOBEHTPUKYJISIPHYIO MPOBOAMMOCTB MOKET MPOSBUTHCS BHOBb B
3aBUCUMOCTH OT JUIMTENILHOCTH NPEIIECTBYIONIEH Tepanuu U BPEMEHH NPEpbIBAHUS TEparuu.
Ha6moaenue, kak u nocsie npueMa repeoii 103bl, HEOOXOAUMO B Cllydae NpephIBaHUs TEPAITHH:
- Ha | 1eHp 1 GoJiee B TeUeHUE MEPBBIX 2-X HE/eb Teparuu,

- Bosiee yem Ha 7 aHeit Ha 3-if UK 4-i Heslelie JieueHUs;

- Bosiee yeM Ha 2 HeJleNM 1oCIIe TOTo, KakK JIieYeHHe MPOoA0JpKaIoch Goliee Mecsla.

Ecau neuenne npepriBaercs Ha Oosiee KOPOTKMI MPOMEXYTOK BPEMEHM, Y€M YKa3aHO BILLE,
JIeYEHHE CJIC/LYET MPOI0/IKATE CO CJIE/YIOLIEH 3arIaHUPOBAHHOM J103bI.

Humepean QT

[1Ipu npumenenun Guuronnmona B aozax 1,25 Mr uam 2,5 Mr nocsie J0CTHXEHUsS PaBHOBECHOTO
COCTOSIHMA, HO KOI/la eule Hab/10/1a10Cch OTPULIATEIbHOE XPOHOTPOITHOE JAEHCTBUE, 0TMEYAI0Ch
yanunenne untepsana QTcl (ckoppexTupoBanHblii uHTepBaa QT no yactore myjbca Ha OCHOBE
A@HHBIX KOHKPETHOrO MalMEeHTa) M0 CPABHEHMIO € M3HAYaJIbHBIM MOKA3aTeleM J0 BEpXHEM
rpanuiel 90% JIM <13,0 mc. He BbIsABICHO 3aBUCMMOCTH BOSHUKHOBEHHS Y/UIMHEHUs HHTEpBaa
QTcl ot 10381 Mpenapara 1 UIMTEILHOCTH Tepaniu. [T0BBILIEHHOM YaCTOTHI CJIyYaeB OTKJIOHEHUS
Akl uHTepana QTcl or Hopmbl (oueHMBaeMbIX MO aOCOMOTHBIM MM  TPOLIEHTHBIM
M3MCHCHHAM OTHOCHUTE/IbHO MCXOJIHBIX 3HA4YCHWI) Ha (oHEe NpUMEHEHHUsi (UHroIMMO/a HE
oOHapyKeHO.

Knunuyeckoe 3HaueHue mNOJNYYEHHBIX JAHHBIX HeW3BeCTHO. B wucciemoBanusx mnpu PC
KJIMHUYECKH 3HaYMMBIX 5QeKToB Ha JIMHY MHTepBasia QTc He 0T™Me4anoch, OJHAKO MaLMEHThI
C pUCKOM y/UIMHEHUs uHTepBana QT B KIMHUYECKHE UCCIIEIOBAHUS HE BKIIKOYAKCh.

VY NauMeHToB €O 3HaYMMBIMH (PaKTOpPaMH pUCKa, HAMPUMEP € FUIMOKATMEMHUEH UK BPOKIACHHBIM
yauHenveM uHtepBana QT, cinepyer wsberaTh nNpUMeHEHMs JeKapCTBEHHBIX Tpernaparos,
CMOCOOHBIX YUTMHATE UHTepBan QTc.

Hmmynocynpeccusnoe oeticmeue
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DUHrOIMMOJI OKa3bIBAET WMMYHOCYNPECCHBHOE ACHCTBME, B pe3ylbTaTe Yero y MalUeHTOB
BO3PAcTaeT pUCK MH(EKUMiI (B TOM uMclie ONMMOPTYHUCTHUECKUX HMH(EKLMHA, KOTOPBIE MOTYT
MPUBOJIUTEL K CMEPTH) M PUCK PAa3BUTUS TUM(POM U APYTrUX 310Ka4€CTBEHHBIX HOBOOOPA30BaHUHA,
B 0COOEHHOCTH KOXHBIX. ClieJlyeT TiaTe/lbHO HabOAaTh MalMeHTa, 0COOEHHO MPH HATUYUH
COMYTCTBYIOWMX  3a0osneBaHuit WM (aKTOPOB pHcKa, HanpuMep Mpe/liecTBYIOLIEe
MMMYHOCYTNpecCHBHOM Tepanuu. Ilpy nopo3penuu Ha nofoOHBIA pHUCK Bpady cieiyeT B
WH/MBH/1YaJIbHOM TOPSIJIKE PACCMOTPETh BOMPOC 00 OTMEHE Teparuu.

Hugpexyuu

KirouerbiM hapmakomHamudeckuM addextom npenapara sBiseTcs 10303aBUCUMOE CHUKEHHE
KosmyecTBa TUMpouUTOB B nepudepuueckoii kpou 10 20-30% OT UX MCXOJHOTO KOJIMYECTBA,
o0yciioBIeHHOE 00paTUMBIM Niepepacrpesie/ieHueM TUMPOLUTOB B TUM(OUIHBIX TKAHAX.

[lepest HauanoM Tepanuu npenapaTom cieyeT noJjy4uTh pe3yabTaT OOIEKIMHUYECKOro aHaIu3a
KPOBH ¢ JIEHKOLMTApHON (hOpMYJIIOif, BBIMOJHEHHOTO Ha TPOTSKEHUH TOCIEJHUX 6 MecsLEB,
MPEALIECTBYIOMX Havajly Tepanuu, WIM T0cjde OTMEHbl TNpeIIeCTBYIOUIEH TeparuH.
OOGuweKknMHMYEeCKMH aHaM3 KPOBH TaKXkKe PEKOMEH/yeTcsl MEPHOIMYECKH MPOBOJAMTE BO BPEMS
Teparuu, Yepes 3 Mecsla 1 3aTeM 110 KpaiiHeit Mepe | pa3 B roji, a Takyke NpH HaJMYKUK TPU3HAKOB
undexuuu. Ilpu noareepxkaeHHOM abcomoTHOM KosmyecTBe aumdoruros <02 x 107/,
rnpenapar cjie/lyeT OTMEHHTB JI0 TEX IOp, M0KA AaHHBII MoKa3are/b He BOCCTAHOBHUTCS, TAaK KaK B
KIIMHUYECKUX MCCJICJIOBAHUAX y TALMEHTOB ¢ abCOJIOTHBIM KOJMYECTBOM JIMM(OLMTOB
<0,2 x 10/ Tepanuio GpUHrOIMMOI0M MPEKpaILAIH.

VY NAalUMEeHTOB ¢ TSUKEIbIM aKTUBHBIM HMH(EKUMOHHBIM 3a00JI€eBaHHEM HEOOXOAMMO OTIOXKHTH
Ha4aso JieYeHMs NIPEnapaToM J10 pa3pelieHus JaHHOTO COCTOSHUS.

Jlo Hauana npuMeHeHns npenapata ['mienna® y mauMeHTOB ClELYeT OLEHHTh MMMYHHTET K
BETPsAHOM ocme. [lanuentos, He MMEIOWMX B aHaMHe3e JOKYMEHTAIbHO [OATBEPKAEHHBIX
JAAQHHBIX O MEPEHECEHHON BETPAHOM OCIE MM MOJIHOrO Kypca BaKLMHAUMK TPOTHB BUpYyca
Varicella zoster (VZV), 1o Hauyana tepanuu cieayer o0cie0BaTh /Ul BbIABIEHHS aHTUTEN K
VZV. B cnyyae orcyTcTBUs aHTHTEN K BUpYcy VZV clielyeT NpoBeCcTH NOJHBIM Kype BaKLIMHALMH
A0 Hayaza tepanuu npenaparoM. [Ipy 5TomM Hayano neyeHus npenapaTom CleAyeT OTIOKHMThb
MMHUMYM Ha | Mecsll 115 pa3BUTHS OJHOTO KMMYHHOTO OTBETA Ha BAKLIMHALIMIO.

B pesynbrate Bosaeiictus npenapara ['uienna® Ha MMMYHHYIO CHCTEMY MOKET yBEIHUYHBATHCS
PUCK pa3BUTHs MH(EKIMIA, B TOM YMCIIE ONMOPTYHUCTHYECKUX. BO BpeMs seueHus npenapatom
Iunenna® y nauventos ¢ cumMntomMamu MHQEKIMOHHONO Mpolecca HEOOGXOMUMO MPOBOAMTH
5} dexTHBHbBIE IMATHOCTHYECKHE U TEPANIEBTHUECKHE MEPOIIPUSTHS.

[Ipy oueHke COCTOAHMSA MalMEHTa ¢ MOA03PEHHEM Ha MH(EKLMIO, KOTOpas MOXKET 0Ka3aThes

CCpb€3HOﬁ, CJICAYCT paCCMOTPETHL BOIMPOC O €ro HarpaBJICHWH K Bpavy, UMECHOLIEMY OINBbIT JICYECHU S
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udekumii. [Taumenros, nonyyarommx npenapar ['unenua®

, HEOOXO0MMO MpeayNpPeKaAATE O TOM,
yToOBI B Cily4yae MOSBJICHUS CHUMIITOMOB MH(EKLIMH BO BpeMs JICYEHHs, OHM COOOLIANN O HUX
CBOEMY Bpauy.

[Ipu pazBuTHmM cepbe3HbIX HHDEKIMIT HEOOXOAUMO PacCMOTPETh BOMPOC O BPEMEHHOW OTMEHE
npenapara ['nienna®. BozoGHoBnaTh neuenne npenapatom ['mienna® crneayer, Toasko nocie
OLIEHKH COOTHOILEHUS IMOJIb3bl U pUCKa.

B nocrperuerpaltmoHHOM nepuojie OTMEUEHBI ClyYau Pa3BUTHs KPUIITOKOKKOBOIO MEHMHIHMTA
(rpubkoBas MH(EKIMA), HHOTAA € JICTATBHBIM HCXOJI0M, T0C/e 2-3 JIeT JIeUeHHs MpenapaToMm,
O/IHAKO TOYHAsH CBA3b C JUIMTEJILHOCTBIO TEPANWK HE ycTaHOBJeHA. [Ipu pa3BUTHH CUMIITOMOB,
MO3BOJIAIONIMX  3aMO03pUTh pa3BUTHE JIAaHHOTO COCTOSIHMS (HarpuMmep, TOJOBHON 0o,
COINPOBOXKIAIOIIEHCS TICUXMYECKMMH HApYLICHUAMH, TaKMMHU KaK CIyTaHHOCTh CO3HaHMS,
rajUlOUMHALIMA ~ W/WJIM  U3MEHEHHME JIMYHOCTH), CJIeJlyeT He3aMeJIMTEIbHO  MPOBECTH
COOTBETCTBYIOLINE JMArHOCTHYECKUE MeponpuaTus. [Ipu noarBepikaeHuu JuarHosa clieayer
BPEMEHHO OTMEHMTH (DPUHIOJIMMOJ W HayaTh COOTBETCTBYOLUee JeuyeHue. Ecnu Tepanmio
dunroanmoom Tpebyercs BO30GHOBUTB, ClIelyeT MPOBECTH KOHCYJIBTALMIO C BPAYaMH Pa3HbIX
CrielMaNbHOCTEN (B YaCTHOCTH, CO CMIELIHAIMCTOM 10 MHPEKIIMOHHBIM GOJIE3HAM).

B nocrperucrpanonHoM  nepuose  oTMedeHbl  ciyyau  passutus  [IMJL. TIMJT -
OMMOPTYHUCTHYECKOE MH(]eKIMOHHOe 3aboseBaHue, Bbi3BaHHOE JC-BUPYCOM, C BO3MOMKHBIM
NIETaIbHBIM UCXO/I0M WJIH TsKeI0M uHBanuan3aumeii. Ciyyau [IMJI Ob1 oTMEUEHbBI TPUMEPHO
yepes 2-3 roja npuMeHeHMs: GUHroNMMO/Ia B KaYeCTBE MOHOTEPANUK Y MALMEHTOB, PaHEE He
MOJyyaBLIMX HaTanu3ymald, XOTs B3aUMOCBSI3b C JUIMTEIBHOCTBIO TEPanud B TOYHOCTH
HEHU3BECTHA.

[lonyuensl Takke pononHuTeNbHbIE cooOlieHns o pasButuu [IMJI y nauueHToB, paHee
MoJly4yaBLIMX TE€PAINMIO HaTaau3ymMabom, J1 KOTOPOro yxKe u3BecTHa cBsi3b ¢ [IMJL.

Passutne [TMJI BozmoxkHO TonbKO npy uHduumposarnu JC-supycom. [Ipu nposeaeHnu ananusa
Ha Hanuuue JC-pupyca HeOOXOAMMO YYHTHIBAaTh, YTO BJAMSHHE JUMQONEHUH HA TOYHOCTH
pe3yabTaTOB TECTUPOBAHUA Ha Hanuuue aHTUTen K JC-BUpYyCy y MalUMEHTOB, [0Jy4aBLIMX
bunronumon, He nzyyanocb. CTOMT OTMETHTh TAKXKe, YTO OTPUIIATE IbHBIN PE3y/IbTaT aHaIn3a Ha
Hannuue JC-BUpyca He UCKITIOYAET BO3MOXKHOCTH HHpULpoBaHust JC-BUPYCOM B MOCIIE/YIOIIEM.
[lepen npumenenurem ¢puHroaMoaa HeoOX0AMMO, KaK MpaBuiio, HE paHee, YeM 3a 3 mecsua J10
Hayana Ttepanuu, nposecth MPT-uccnenopanue. [lpu npoBeaeHun nnaHoBbix MPT-
MCCJIEI0BAHMM, YaCTOTA KOTOPBIX ONpPEJIeNAeTCs CTaH1apTaMK AMarHOCTUKM U KOHTPOJIS TCUEHUs
PC, cnenyer coXxpaHsThb HAcTOPOXKEHHOCTb B OTHOLUICHHWH [AHHBIX, KOTOPbIE MO3BOJISIOT
3anono3puth [IMJI. Takum obpaszom, nposeaenne MPT MoxHO paccMaTpuBaTh Kak 3J1€MEHT

MOBBLILIEHHOH HACTOPOKEHHOCTH Yy TMAlMEHTOB C BBICOKUM puckom paszsutus [IMJL. [lpu
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noaospennu Ha IIMJI cneayer HemeneHHO npoBecTH AnarHocTuueckyro MPT 1 nnpuocTaHOBUTS
nevenue npenapatom ['unenna® 1o uckmouenns auaruosa [IMJI.

Brienienne dunronumona nocne npekpauieHus JIeYeHUs: MOKET TMPOUCXOAMTH B TeueHHe 2
MECSLIEB, MOTOMY B STOT MEPHOI HEOOXOAMMO COXPaHITh HACTOPOXKEHHOCTh B OTHOLUEHWH
paseuTHa  uHpekuui. TlanuMeHTOB  clefyeT  NMPOMHCTPYKTUPOBATH O  HEOOXOAMMOCTH
He3aMeUTMTEIbHO co0011aTh Bpauy 000 BCeX CUMITOMAX HHPEKLMU B TEYEHHE 2 MECALIEB MOCIIE
OTMeHBI GUHTOJIUMO/IA.

Maxynapuviit omex

[Tockonbky Ha ¢one Tepanuu npenapatom ['unenua®

B pekoMeHjoBaHHOW n03e y 0,5%
MAalMEHTOB  OTMEYAJIOCh  Pa3BUTHE OTeKa Makylbl ¢/0e3  KIMHMYECKMX  CHMITOMOB
MPEUMYIIECTBEHHO B MEpBbie  3-4  MmecAla  JICUEHUS, PEKOMEHAYETCs  MPOBOJMTH
odranemonornyeckoe obeeiopanme yepes 3-4 mecsia nocsie Hauasna tepanuu. [Ipu BIABICHUH
y MalMEeHTOB HapyIICHWH 3peHWs Ha (OHE NpPUMEHEHMs Tperapata HeoOXOJMUMO TPOBECTH
OCMOTp IJIa3HOTO JIHA, B TOM YHCJIe MaKyJIsIpHOM o0acTy.

Y MauMeHTOB ¢ YBEMTOM B aHaMHe3e, a TAKXKe y MALMEHTOB C COMYTCTBYIOUMM CaXapHbIM
AMabeToM OTMeYaeTcsl TMOBBIMICHHBIH PUCK Pa3sBUTHS MaKyJISspHOro orteka. [locKOmbKy
npuMeHeHue mnpenapara y nauudeHtoB ¢ PC M comyTcTBylOlMM caxapHbIM JMabeToM He
M3y4asoch, y MalMEHTOB C CaXapHbIM JMabeTOM MJIM YBEHTOM B aHAMHE3e¢ PEKOMEH/yeTCs
MPOBOAUTEL OranbMonoruyeckoe obcieJoBaH|e 10 Havyaaa U BO BpeMsl TEparvu MpenapaTom
Iunenua®.

[Tocnenctus mponomkenus tepanuu npenapatom ['uiaenna® y NalMEHTOB ¢ Maky/IsAPHBIM
OTEKOM He u3yyanu. B ciyuae pasButus oteka Makysibl JevyeHne npenaparom [unenua® cienyer
MpeKpaTuTh. PUCK pa3BUTMS MNOBTOPHOrO OTEKAa MakKyJbl M[PH BO30OHOBIEHWH TEparyu
npenapartom ['mnenua® ne usyuasncs. Peuenue o BO30GHOBICHHH TEpanuM Mocie pazpeleHus
MaKyJISIPHOTO OTEKa, CJIE/1yeT NIPUHUMATDh C YYETOM MOTEHUMAIbHOM NOJIb3bl U PUCKA, CBA3AHHBIX
C MPUMEHEHHWEM IIpernaparta y KOHKPETHOrO MalMeHTa.

Hapywenue ¢pynkyuu nevenu

Y naumentoB ¢ PC, monyyasmx npenapar ['mienna® ormeuanuch ciydyanm MoBbilIeHHMS
aKTMBHOCTH  «I€YEHOYHBIX» (epmeHToB, B ocobenHoctn AJIT, a Ttakke ITT wu
acniapratamuHoTpancdepaszel (ACT). B kiMHHUECKHX HCCIEI0BAHUSAX MOBBILIEHHE aKTUBHOCTH
AJIT no yposns 3 x BI'H unm Beie ormeuanocs y 8,0% nauueHToB, noiyyaBiunx GUHIOIMMOL
B no3e 0,5 mr, v b y 1,9% nanuenros, nonydaBmux mane6o. [ToBbliueHne 10 ypoBHs
5 x BI'H ormeuanoch y 1,8% mnaumenros, nomyuaBuux ¢uxronumon, Uy 0,9% nauueHTos,

[oJryyaBUIUX rmiauneto. B kIMHUYECKHX HCCIICI0BAHUAX Cblr{Hl"Oﬂl/lMOIl OTMEHAJIU, €CJIN

aktuBHocTh  AJIT nosennanace p0 ypoBus >5 x BI'H. Ilpu Bo306HOBieHHMM Tepanuu
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(pMHrOMMOIOM  AKTHBHOCTH  MEYECHOYHBIX AMMHOTpaHC(epas y HEKOTOPHIX MAlMEHTOBR
MOBBILIANACh CHOBA, 4YTO TOBOPUT B TI0JIb3y CBA3M JIAHHOTO SBJICHUS C [PUMEHEHHEM
uHromMMona. B KIMHMYECKMX MCCNENOBAHMAX MOBBIIIEHHE AKTUBHOCTM aMMHOTpaHcdepas
MOIJIO BO3HMKATh B JO0OE BpeMs B XOJ€ JICUCHHS, OJHAKO B OOJBIIMHCTBE CIy4aeB OHO
BO3HMKaJIO B riepBbie 12 Mecsues. HopManusaums akTHBHOCTH «I1e4eHOYHBIX» aMMHOTpaHchepas
B CbIBOPOTKE KpPOBH TPOMCXOAMIA TPUOIU3UTENLHO 4Yepe3 2 Mecsla [OC/IE OTMEHBI
buHronmumoa.

Ipumenenne npenapara Imnenna® y naumentor ¢ HapymeHneMm (GyHKIMH NEUeHH TSKeNO
CTENEHW Ha MOMEHT Hayana tepanuu (knacc C no knaccupukaumu Yaina-ITeio) He
uceneoBanock. [pumenenne GpUHroaMMoOa y TaKKMX MalMeHTOR MPOTHBOMOKA3aHO.

[TockosbKy GHUHIOIMMOJL OKA3BIBAET UMMYHOCYIIPECCHBHOE JIEHCTBHE, Y NALIMEHTOB C aKTHBHBIM
BUPYCHBIM I'€NaTUTOM Ha4ajo Tepanuu clieyeT OTI0KHUTH JI0 pa3pellieHus JaHHOTO COCTOSHHS.
PekomeH0BaH ~ KOHTPOJIb  aKTMBHOCTH  «TIEYEHOYHBIX» TPaHCAMMHA3 W KOHLEHTPALMH
OunmpyOuHa Ha NPOTSIKEHUH 6 MECALEB, MPEAECTBYIOIMX HaYaly Tepanuu npenapatom. [Ipu
OTCYTCTBHM  KJIMHHUYECKUX TPOABJICHUN TOPAXKEHUS TEUEHH OMpe/eiecHHe aKTUBHOCTH
«IEYEHOYHBIX)» TPaHCAMHHA3 PEKOMEHI0BAHO MPOBOAUTHL B 1, 3, 6, 9 1 12 Mecsaupl JiedyeHUs U
Aanee nepuoanyecku. [loBeiieHne akTMBHOCTH «IIE€YEHOYHBIX)» TpaHcamuHas >5 x BI'H tpebyer
0oJiee 4acTOro MCC/IE1I0BaHUS «MEUEHOUHBIX» (PEPMEHTOB, BKJIKOUAs ONpeeeHUe KOHLIEHT ALK
OunpyOMHa M aKTMBHOCTH 1IeNO4YHOM (ocdartasbl. [Ipy NOBTOPHOM MOATBEPKAECHHH JAAHHOTO
pesynbraTa (AKTHBHOCTH [EYEHOYHBIX aMMHOTpaHcdepas > 5 x BI'H) npenapar ['unenua cienyer
OTMEHHTb M BO300HOBMTH TEpaNuiO TOJBKO II0C/JAE TOr0, Kak aKTUBHOCTb [EYEHOYHBIX
amMuHoTpaHcdepas BepHETCS K HOpMe.

Ilpu nosiBieHMM CHUMNTOMOB, MO3BOJAIOLMX [MPEANONOKHTE HApyLIEHHe (QYHKLMM MeyeHH
(TOWHOTA HEW3BECTHOM OSTHONOrMM, pBOTA, 0O/Mb B JKUBOTE, MOBBILIEHHAS YTOMISAEMOCTS,
AHOPEKCHS, JKENTyXa W/MIIM TEMHBIH LBET MOYH) HEOOXOAMMO MPOBECTH aHAIW3 aKTHBHOCTH
«eveHOYHbIX» (epMeHTOB. [lpyu BBIABICHUM 3HAUMTEBLHOTO MOPAXKEHMs MeYeHH (Hanpumep,
aKTUBHOCTb MEYCHOUHBIX aMMHOTpancdepas > 5 x BI'H u/unu noseiexne yposts 6unnpybuna
B CBHIBOPOTKE KPOBM) JIEYEHHE MPENAapaToM Cle/lyeT NpekpatuTh. PelieHue o BO30OHOBIEHUH
nevenus OyaeT 3aBUCETh OT TOrO, ONpPE/Ie/ICHa /K Apyras IPUYHHA MOPaKEHUS MEUEHHU, a TaKkKe
OT COOTHOLLUCHHS MEXK/Y I10J1b30H OT BO30OHOBJIEHHS JICYEHUS U PUCKOM MOBTOPHOTO Pa3BUTHSI
HapyleHus GYHKUMHU NeYeHH.

Her nannbix, yka3biBalolMX Ha TO, YTO Y MALMEHTOB C YK€ UMEIOLIMMCs 3a00JIeBaHHEM MEYEHH,
nosyyatoumx npenapar ['nienna®, puck nosbienus nokasareseil GyHKIMM MEYEHH YBETHUEH.
Tem He meHee, y NalMEHTOB, B aHAMHE3€ Y KOTOPbIX UMEETCs TsKenoe 3ab0jieBaHUe MEeUYeHH,

fpenapar Funenua® CJICAYET NPUMEHSATL C OCTOPOKHOCTBIO.
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Bnuanue na pesynomamer ceponozuiecko2o ucciedo6anus

[lockonbKy — GUHrONMMMOA  CHMXKAET — KOJMYECTBO  NUMGOLMTOB B KPOBH  (1yTem
rnepepacripe/ic/icH|s UX BO BTOPUYHBIX JUM(OMIHBIX OpraHax), KOJIMYECTBO JIMM(OIUTOB B
nepudepruueckoif KpOBU He MOXKET ObITh MCIONB30BAHO Ul OLEHKH KOJMYECTBA Pa3IMUYHBIX
BU/IOB JIMM(OLMTOB y MAaLMEHTOB, MOJYYAIOIMX (UHIOIUMOA. Y MALMEHTOB, MOJYYarOIIMX
¢unronmmon, ana onpeaeneHMs KoJIMYeCTBA MOHOHYKJeapoB TpeOyeTcs 3abop GosbLIMX
00bEMOB KPOBH (BCJIEJCTBUE CHIKEHHS YHC/Ia LIMPKYJIUPYIOLINX JIUM(DOLIMTOB).

Bnuanue na apmepuanvroe dasnenue

[TaumenTsl ¢ HEKOHTPOIMPYEMOI apTepHabHOM TrunepreH3uell, He ObUIM BKJIIOYEHBI B
JIOPErUCTPALIMOHHBIC KIIMHUYECKHUE MCCIIC/I0BAHMS, MIOITOMY B Cllyyae MPUMEHEHHs Mpernapara

unenna®

y TalMEHTOB C HEKOHTPOJIMPYEMOH apTepuanbHONW runepreHsueit Tpebyercs
co0oaaTh 0c00YIO OCTOPOKHOCTD.

B knunuyecknx wmcenenoBanusx y nauuentoB ¢ PC cpejHee MOBBIILIEHHE CHCTONMYECKOTO
faBjicHUst Ha (OHe NpuMeHeHus mnpenapata I'miaenna B 03¢ 0,5 Mr cOCTaBUIO MPUMEPHO
3 MM pT.CT., @ JMACTONIMYECKOTO JaBNCHHS — MPUMEPHO | MM pT.cT.; maHHblit dddekt
MPOSABIAICS TNMPUMEPHO 4epe3 | Mecall Mociie Hayana JIeYeHMs M COXpaHsics Ha QoHe
MpOAOIKEHUs JiedeHus. B 2-neTHeM nuiane60-KOHTPOIMPYEMOM HCC/IeI0BAHUN apTepHUabHas
FMMEPTEH3Usl OTMEYalach B KayeCTBE HEXKEIAaTeNbHOro sBIACHUA Yy 6,5% mnauueHToB,
MpUHUMABIIKMX puHroaumon B ao3e 0,5 mr, u y 3,3% nauueHToB, npuHUMaBIIMX naane6o. Bo
Bpems Tepanuy npenaparom ['nienua® cienyer perynapho koutponuposats AJl.
Hvixamenvnasn cucmema

Yepes | mecsil nocne Havana npumeHenus npenapara ['ninenna® oTMeyanoch He3HaUUTEbHOE U
A0303aBUCHMOE CHHXKEHHE oObema (opcupoBaHHOrO BbIOXa 3a l-yio cekynay (ODPBI) u
Andy3uoHHOI cnocoGHOCTH erkux 1o okcuay yriaepoaa (DLCO); B aanbHeliinem 10CTHIHYTHIE
3HAYCHMA JIAHHBIX MApaMETPOB HE MEHSAIMUCH. Y MAlMEHTOB C TSKEJIBIM PECITMPATOPHBIM
3abonesanueM, (GUOPO3OM JIErKMX W XPOHHYECKOH OOCTPYKTHBHONH GONE3HBIO JErkux
(GUHroIMMOA clielyeT NPUMEHSATH ¢ OCTOPOKHOCTBIO.

Cunopom obpamumoii 3aoneii suyepanonamuu

B KJIMHUYECKMX M MOCTPErMCTPALIMOHHBIX MCCIICIOBAHUSIX OTMEUYEHBI PEJIKME CIIyYyan PasBUTHS
cuHipomMa o6paTuMOit 3aaHeil sHuedasonaTuu npu npuMeHeHuu npenapara 'uienua® B no3e
0,5 Mr co caeayrowieil CMMNTOMATHKON: UHTEHCHBHAs TOJIOBHAs GOJIb C BHE3AMHBIM HAuYaJIoM,
TOUIHOTA, PBOTA, HApYLICHHE CO3HAHMsA, PAcCTPOHCTBO 3peHUs M cyaoporu. CocTosiHMe, Kak
MpaBujio, 00paTUMO, HO MOXKET YXYJLIATbCsl, B TOM YHCJE MPUBECTH K MIIEMHYECKOMY HWIIH
reMOpparM4eCKOMY MHCYINIbTY. 3aJepiKKa B MOCTAHOBKE AMAarHo3a W JICYCHHH MOXET BECTH K

CTOMKHM HEBPOJIOrMYeCKUM HapylieHusM. Ilpu nogospenun Ha cuHapoM oOpaTHMOi 3aaHei
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sHuedanonaTuu npvem npenapara ['unenna® creyeT npexpaTuTh.

Panee nposoousuieecs nevenue ummynooenpeccanmamu u npenapamamt, MOOUGUYUPYIOUWUMU
meuenue 3abonesanuus

Hcenenosanuii no ouenke 3¢phekTHBHOCTH U Oe30macHOCTH npenapara ['MieHua y nauueHTos,
MEepPEBE/ICHHBIX Ha Hero ¢ TepupayHomuaa, aumetwidymapara M anemtyzymaba, He
npoeoauaock. [lpy 3ameHe Tepanuu JpyruMM npenapatamu, MOAUQUILMPYIOLIMMH TeYeHHe

3a6OHCBaHHﬂ, Ha JICYCHHUEC MNpenapaTtomMm FVUICHH3®

. CJIeJlyeT MPUHUMATh BO BHUMAHHUE MEXaHH3M
JICHCTBHS paHee NPUMEHSAEMOro Npernapara, a TakykKe YYUTBIBATh MEPUOJL €ro MOJTyBBIBEACHHUS BO
u3dexxaHue pa3BUTHS CYMMapHOro yrHertaromero 3¢ hekra Ha UMMYHHYIO cucTemy. [Ipu 3TOM
CIIC/IyeT YyYUTBIBAThH PUCK peakTuBaluMu 3aboneBanus. [lepen HawanoM Tepanuu npenapaTom

¥ cnetyeT nosyuuTh pesynbTaT oGIEKIMHHYECKOTO aHAIM3a KPOBH C JIEHKOIMTAPHOI

['mnenuna
(Gopmynoii, BBINOJIHEHHOrO MOCE OTMEHBI MPEALICCTBYIOMEH Tepanuu, 4ToObl yOeanuThes B
MpeKpaleHny ee yrueTaroiero 3pdexra Ha UMMYHHYIO CHCTEMY (Harnpumep, UTONCHHH).

VY nanMeHToB, NMOJyYaBLIMX paHee JieyeHHe HHTepEepOHOM HITH TlIaTHpaMepa alleTaToM, JIeYeHUeE

npenapatom ['unenua®

MO3KET OBITh HAUaTO HEMOCPEACTBEHHO TOCIIE NMPEKpaIleH s TPUMEHEHHS
BbIILICYKA3aHHBIX MpernapaTos.

Ecian nepeBoa ocyuectsiasercs ¢ aumetwidymapara, npenapat ['unenua® cienyer HaumHath
MPUMEHATD JIMLIb [10CJIE NIEPHO/1A BBIMBIBAHHUS, IOCTATOYHOT'O JI/Isi BOCCTAHOBJICHUS MOKa3aTe/en
KPOBH.

Kak mnpasuno, aas noaHoro BbiBeleHWs Haranuzymaba tpeGyercs 2-3 Mecsla ¢ MOMEHTa
npekpaiieHus tepanuu. Beienenne tepudiyHoMuaa U3 U1a3Mbl KPOBU MEIJICHHOE M MOJKET
3aHMMaTh OT HECKOJIbKMX MecsaueB 10 2 ner 0e3 NpoBeAeHHs MpOLEAYpbl YCKOPEHHOro
BbIBE/JICHHUSI.

Pexomenayercs npuberats K npoueaype yCKOPEHHON 3JIMMHUHALIMHI, OTTUCAHHOM B UHCTPYKLIMH 10
MEJMUMHCKOMY TpUMEHEHHIO TepudayHomuaa. B oTcyrcTBHe 9TOM mpoueaypbl MepHoj
BBIMBIBAHHMS J10J1KEH ObITh He MeHee 3,5 mecsitieB. [Ipu nepeBo/ie nalMeHToB ¢ HaTaIu3ymabda uiu
TepudayHomMuaa Ha mnpenapatr [mieHda cieayer coO/0AaTh OCTOPOXKHOCTh W YYHUTBLIBATH
BO3MOKHOCTb JI0MOJHUTEJILHOIO ACHCTBUS HA UMMYHHYIO CUCTEMY.

Anemty3zymab oka3sbiBaeT riybokoe W IpPOJOJIKMTEIBHOE MMMYHOCYIPECCHBHOE JIEHCTBHUE.
[Tockonbky dakTuueckas UIMTENBHOCTb MOAOOHOrO JAEHCTBHS HEWU3BECTHA, MPUMEHEHHUE
npenapata 'maenna® nocsie npekpaienus Tepanuu anemMTy3ymaboM He PeKOMEH0BaHO, 3a
MCK/IIOYEHHEM CJIyyaeB, KOIJa OKMJaemas [Mo0/b3a [PEBbILIAET BO3MOXHBIH pPHUCK JUis
KOHKPETHOTrO MalueHTa.

Pemienne 0 JIMTENBHOM NPUMEHEHWH KOPTHMKOCTEPOMJIOB B KAuyeCTBE COMYTCTBYHOLIMX

fnpenaparoB CJACAYCT NIPUHUMATH TOCJTIC TILIATEILHOW OLIEHKH.
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Oonospemennoe npumenenue MOuHvIX UHOYkmMopos uzopepmenmos CYP450

[Ipy npumenenun QuHrosMMoaa OJHOBPEMEHHO C MOIIHBIMH HMHAYKTOPaMH H30(hepMeHTOB
CYP450 cnenyer cobmoaate OCTOPOXKHOCTb. OJHOBpPEMEHHOE TpPUMEHEHHE 3Bepobos He
PEKOMEHyeTCS.

Hosoobpazosanus koxcu

VY nauMeHToB, Mojy4aBUIMX Mperapar, 0OTMEUeHO pa3BUTHE 0a3albHOKJICTOUYHON KapLIMHOMBI U
APYruxX HOBOOOpA30BaHMI KOXKH, BKJIIOYAS 3J0KAYECTBEHHYIO MEIaHOMY, IIIOCKOKJIETOYHYIO
KapuuHomy, capkomy Kanommu, kapuuHomy wu3 kietok Mepkens. Creayer coxpaHsiTh
HAaCTOPOKEHHOCTh B OTHOIIEHUH HOBOOOpA30BaHUI KOXM, a B Hayalle JIeYEHUsS] PEKOMEH/YeTCs
POBECTH MEAMLIMHCKOE 00C/IEI0BAaHHE C OCMOTPOM KOXKHBIX MOKPOBOB. B mnocieaytoliem takoe
obcneioBaHne PEKOMEH/TYETCs MPOBOJMTD Kaxjible 6-12 MecsALEeB M0 YCMOTPEHHIO JIEYallero
Bpaya. [Ipu oGHapyxeHnu nopakeHuii, BbI3bIBAIOIINX MTOJI03PEHUS, TALMEHTA CJICIYET HAlpaBUTh
K lepMaToJIory.

[lpuHumas BO BHHMaHME pPHMCK Pa3BUTHUS KOXKHBIX 3JI0KAYECTBEHHBIX HOBOOOpa30BaHMIA,
MaluMEeHTOB, TOMYYarOIMX (HUHTOIMMO/, CIEAYeT NpeAynpexaaTh O TOM, YTOObI OHH He
HaXO/IMJIMCh Ha CONHLE 0e3 MCMoJb30BaHUS 3allMTHBIX cpeacTB. Ha ¢oHe npumeHenus
(GUHroIMMOaa MAUMEHTbl HE JI0JKHBI nonyqérb dororepanuio ¢ wucnojb3oBaHueM YO-B
u3sydeHus uiam poroxumuortepanuio PUVA.

Bosepam akmuenozo 3abonesanus (peyuous)

B noctperucTpauMOHHOM MEpHOAE OTMEUAIMCh PEAKUE Cllydau TSKENIOoro 000CTpeHus
3a00/1€BaHMs Y NMALMEHTOB, MPEKPATHBIINX MPUMEHATh GUHroIMMoa. ClefyeT NpUHUMATh BO
BHHUMaHHWE BO3MOXHOCTb BO3Bpara 3a00jIeBaHMs, XapaKTepU3YIOLIErocs HCKIKYUTEIBHO
BBICOKOW aKTHUBHOCTBIO.

[Ipexpawerue nevenus ghunzonumooom

[locne oTMenbl eyeHUs GUHIOIMMOIOM HEOOXOANM 6-He/e/IbHbIH HUHTEpBa 0e3 JieueHus a5
BbIBE/IEHUs (PUHIOIMMO/IA U3 KPOBOTOKA JUISt TOTO, YTOOBI (PUHIOTMMOJL BBIBEJICSH M3 KPOBOTOKA;
TAKOW CPOK OTpe/E/seTcs MepHo0M M0JyBbIBeieHUs npenapata. [Ipu npekpauieHun npueMa
rnpenapara HeOOXOJAMMO YUMTBIBATH, YTO HOPMAIM3aLMs KOJHYECTBA JTUM(OLIMTOB MPOUCXOAUT
yepes 1-2 Mmecsua nmociie nocieHero npuMeHenus npenapata ['unenna®, Xots B psje ciyyaes
JUIA TIOJIHOFO BOCCTAaHOBJEHMS TpeOyeTcs 3HauuTesNbHO Oosiblie BpemeHHU. [lockonbKy rpu
MPUMEHEHUH HMMMYHOJIENPECCAHTOB B TeueHHe |-2 MecsleB Mocie MpeKpalleHus MnpueMa

npenapara ['uienna®

BO3MOYXHO [JOINOJIHUTEJIBHOE YTHETAIKOLIEC JICHCTBUE Ha UMMYHHYIO
CUCTEMY, H€O6XOIIHMO cobnoaaTh OCTOPOXKHOCTH IIPpH MPUMEHCHHUHU HMMYHOICIIPECCAHTOB
BCKOPE MOCJIE NMPEKpALCHUA JICUCHUS NpernapaToM.

OCTOpOKHOCTBL NPU NpEKpaIEHUH Teparuk GUHIOIMMO/IOM TAKKE ClielyeT coOI0aTh B CBSI3H
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¢ puckoM penausa. Eciu otvena npenapara I'nnenna®

Heo0X0/1MMa, B MEPUOJL MOCTEe OTMEHBI
MalMEeHTOB clie/lyeT HabM0/1aTh Ha MPEMET MPU3HAKOB BOZMOYKHOIO peLIMIMBA.

Hayuenmwvr 10-18 nem

[lepen Hauamom npumenenus npenapata ['mnenma® cremyer npoBecTH Bce BaKLMHALMH,

PEKOMCHZIOBAHHBIC MECTHBIM KalJICHAapEM IMPUBHBOK.

ITPUMEHEHME ITPU BEPEMEHHOCTHU U B IIEPUO/{ I'PY/IHOI'O BCKAPMJIUBAHU S

Kenwpunvl ¢ coxpanennvim penpoOyKmuHbIM ROMEHYUATOM, KOHMPAYENYUS Y HCCHUJUH

[lepen Havanom npuMeHeHUs GUHTOIMMO/IA CIIEYET MOMYUUTh OTPHLIATEIBHBIN pe3y/IbTaT TecTa
Ha OepeMEHHOCTh W NPOMHPOPMUPOBATH IHKEHIUMH C COXPAHEHHBIM PENpPOAYKTHBHBIM
MOTCHIMAIOM O CEphe3HOM PHCKE IS MJI0Ja U O HeOOXOAMMOCTH NpuMeHeHus 3G ¢eKTHBHOM
KOHTpPALICIIIMM B TEYEHHUE BCEr0 BPEMEHHM NMPUMEHEHHs MperapaTa U OKOJIO 2 MeCSLEeB Mocie
OKOHYaHWs JIEUYEHHMs, YTO OOYC/IOBJIECHO JUIMTEJIbHBIM MEPHOJIOM BBIBEACHHs TNpernapara u
COXPaHSAIOIIMMCS PUCKOM JUIS TJI0/1A.

Bepemennocmo

Ha npoTs:xeHnu Bcero BpeMeHH MPUMEHEHHUS Npenapata clie/1yeT MPUMEHATh HaJIeKHbIE METO/IbI
KOHTpauenuuu W wusderarb HacTyrieHus OepeMeHHocTH. B ciydae ecin GepeMeHHOCTH
JAMAarHOCTUPOBAHA BO BPEMsl MPUMEHEHMs Npenapara, Tepanuio GUHroIMMO0M PEeKOMEH/yeTcs
OTMEHUTb.

B uccnenoBannax Ha )KMBOTHBIX OblIa BBISBJICHA PENpOAyKTHBHAS TOKCHYHOCTH, BK/IIOYABLIAS
rubenb N10/1a U OPOKH Pa3sBUTHSI OPraHOB, B YaCTHOCTH He3apallleHHe apTepHalbHOTO MPOTOKa
1 1eheKThI MEXOKEYI0YKOBO# neperopoiku. Kpome T0ro, M3BeCTHO, 4TO peLEnTop, Ha KOTOPbIit
aeiicteyer Quuronumon (peuentop chunrosun l-pocdara), yuactsyer B (HopMHpOBaHMH
cocysioB B aMOpuoreHese. JlaHHbIe 110 NPUMEHEHHIO GUHIOIMMO/a Y GepEMEHHBIX OrPAHUYEHBDI,
Hanupie o BAMAHMKM (QUHrOAMMONA HA COKPATHTEIBHYKO /CATEJBHOCTh MAarTKM M POJbI
OTCYTCTBYIOT.

I'pyonoe eckapmnusanue

@uHronMMOl NMPOHMKAET B MOJIOKO JIAKTUPYIOLIMX KMBOTHBIX. YUMTBIBasS BO3MOKHOCTH
pa3BUTHS CEPbE3HBIX HEXKEJATeIbHbIX PEaKLMi y MJAJCHLEB, MOJyYaloLUX IPYAHOE MOJIOKO,
KEHIIMHAM, IPUHUMAIOIIMM (QUHTOIMMOL, CIIEYeT NPEKPATUTh IPYIHOE BCKapMJIMBaHKE.
Depmunvrocms

JlanHble TOKIMHUYECKHUX MCCIIEIOBAHUM HE CBUCTEILCTBYIOT O MOBBIIIEHHOM PUCKE CHUKEHUS

bepTHabHOCTH Ha POHE NpUMEHEeHHs PUHTOIMMOIA.

CroCcosb IMNPUMEHEHMSA U J103bl
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Jleuenue crneqyeT HaYMHATH W TMPOBOAMTH TOJBKO TMOA KOHTPOJIEM Bpaya, UMEKOLIErO OIBIT
neuenus PC.

Jo3wl

Pexomenyemas 103a npenapara y aereii u noapoctkoB crapiue 10 et ¢ Maccoii Tena >40 kru 'y
B3pociibix cocrasnger 0,5 mr (1 kancyna) BHyTpb | pa3 B CyTKH BHE 3aBUCHMOCTH OT BPEMEHH
npUeMa MUILH.

Heobxoanmo nabmoaaTh nalieHTa nociie NpuMeHeH s MepBoil 103bl Npernapara oJMHAKOBO Kak

Npu Hauase JedeHus npenapatom [ unenna®

, TaK M T0C/I€ NpHUEMa TMEPBOM J103bl, B ciyuae
NpepbIBAHUS Tepariu:

- Ha | ieHp ¥ GoJiee B TeUEHHUE NEPBBIX 2-X HEJleb Teparmuu;

- Oosiee uem Ha 7 jHe Ha 3-i wim 4-i Heslene eUYeHus;

- ostee yeM Ha 2 HeJIe/H MoCIe TOro, KakK JieueHHe MPoJI0JKaoch 6oJiee Mecsla.

Ecnn nedenue npepeiBaetes Ha Gojiee KOPOTKHIA MPOMEXYTOK BPEMEHH, Ye€M YKA3aHO BBILIE,
JIeYECHHE CIIE/IYeT MPO0IIKATE CO CIIEAYIOLIECH 3ariaHMpOBAHHOM 103BI.

Ipexpawenue nevenus uneonumooom (cm. pasden «Mepwl  npedocmopodcnocmu  npu
npumeHeHuu )

[Tocne ormensl neyenus GUHrOIMMOLOM HEOOXOAUM 6-HelebHBIM MHTEpBas Oe3 eueHus s
BbIBE/ICHUS (DUHTOIMMO/IA M3 KPOBOTOKA JUIsl TOTO, YTOObI (PMHIOJIMMO/L BBIBEJICS M3 KPOBOTOKA;
TAKOH CPOK OMNpE/E/IAeTCs MEPHOAOM MONyBbIBEACHHU npernapata. [Ipyu npekpaieHuy npuema
npenapata He0OXOMMO YUMTBIBATh, YTO HOPMAIU3ALMs KOJIMYECTBA TUMPOLMTOB NPOUCXOAUT
yepe3 1-2 Mecsla rmocie nocsieAHero npumexexus npenapara ['nienua®, xors B paje caydaes
AJIS. TIOJIHOFO BOCCTAHOBJIEHHs TpedyeTcsi 3HauMTesNbHO Oosbllie BpeMeHH. B aToT nepuon
HEOOXOIMMO COXPaHATh HACTOPOKEHHOCTh B OTHOLICHMH pa3BUTHS MHpekumii. [TaumeHTos
ClICZIYeT NPOUHCTPYKTUPOBATL O HEOOXOAMMOCTH HE3aMEUIMTENILHO coo0LIaTh Bpayy 060 Beex
CHMIITOMaX MH(EKUMH B TeyeHHe 2 MecsleB nocae oTMeHbl GpuHronumoza. [1ockonbKy npu
MPUMEHCHUH HMMYHOJCTIPECCAHTOB B TeueHHMe 1-2 MecsleB Mociie MNpeKpalleHus npueMa

®

fpernaparta ['unenuna BO3MOXXHO JOINOJIHATCJIBHOE YIrHETAIOIIECE JICICTBUE Ha UMMYHHYIO

cucTeMy, HeoOXoauMMO coOI0AaTh OCTOPOXKHOCTH MPH NPUMEHEHHWH HMMMYHOJENPECCaHTOB
BCKOPE I10CJ1€ NPEKPALIEHUs JICYEHUS MPernapaToM.
OCTOpOKHOCTB MPU MpEKpaLeHUH Tepanii GUHIOIMMOIOM TAKKe Clie/lyeT CoOJI01aTh B CBA3H

¢ puckom peunausa. Eciu otmena npenapara I'unenna®

HeoOX0uMa, B MEPHO/ MOCIe OTMEHDI
MalMeHTOB cielyeT Habao1aTh Ha MPEIMET MPHU3HAKOB BO3MOYXKHOIO pelinanBa 3a00ieBaHus.
IHayuenmovr cmapute 65 nem

V nauueHtoB B Bo3pacTe 65 ner u crapume npenapat ['mienuna® cremyer npumeHsTh ¢

OCTOPOKHOCTHIO BBU1Y HEAOCTATKA JAHHBIX 10 0e30nacHOCTH U 3¢)¢)CKTHBHOCTH.
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Hapywenue ¢ynxkyuu novex

B kmoueBbix HuccnenoBanusx npu PC npumenenve npenapata 'mnenua® y naumentos ¢
HapylmIeHUsAMH (YHKUMH [oYeK He u3ydanu. Ha OcHOBaHMM JaHHBIX MCCIICAOBaHMM MO
KJIMHUYECKO# (apMaKoIoruu, KOppeKTUPOBaTh 03y Mpernapara y NaludeHTOB ¢ HapyIIeHUSIMHU
byHKIMM noYek He TpedyeTcs.

Hapywenue ¢pynxyuu nevenu

[Tpumenenue npenapata ['miaenua® y nauueHToB ¢ HapyueHueM (yHKIMH MEYEHH TSHKEON
crenenu (knace C no knaccupukauuu Yaina-I1st0) nporueonokasaHo.

Koppekunu 1036l npenapata y MalUeHToOB ¢ HapylleHHeM (YHKINM MeYeHH JIETKOM U cpeiHeit
CTENEHH TAXKECTH He TpeOyeTes, 0O/IHAKO clie/lyeT coOI0AaTh OCTOPOKHOCTD B HAaualle MPUMEHEHHSI
npernapara y nalMeHTOB JaHHOW rPyTIIbI.

Caxapnuiti ouabem

Hccenenosanuii mo npumenennio npenapata ['uienna® y nauueHToB ¢ caXapHbiM 11abeToM He
npoBoauock. Heobxoaumo cobmojaTh OCTOPOKHOCTH TMPU  TPUMEHEHHMH Mperapara y
MalUeHTOB JIAHHOM KaTeropuM M3-3a pUCKa pPa3BUTHUS MaKyJISPHOrO oTeka. Y TakuX MallMeHTOB
CJIE/IYeT PErysiipHO MPOBOAMTH OTanbMooruyeckue oOclie/J0BaHUs Ha TMPEJAMET BBISBJICHUS
MaKyJIsipHOIrO OTeKa.

Hayuenmor maaowe 18 nem

DddexrnBHocTs M Ge30nacHoCTh NpuMeHenus npenapata ['uienna® y nereii B Bo3pacre 10 10

JIET HC YCTAHOBJICHBI.

ITOBOYHOE JIENCTBUE

Peszrome npoghuna éezonacnocmu

Jlannble o Ge3onacHocTH npumeHenus npenapata ['unenua® nomyuenst B aByX mnaue6o-
KOHTPOJIMPYEMbIX KIMHMYeCKUX Hccnenoanusax Il ¢asel u kaunnyeckom uccnenoanuu 111
(a3bl ¢ AKTHBHBIM KOHTPOJIEM Y B3POCIIBIX MALMEHTOB ¢ peunansupytoumm PPC. O6uiee uucso
MaLMEeHTOB, NoNyYaBlunx npenapat ['niaenna® B no3ax 0,5 mr umm 1,25 mr, cocrasuio 2431. B
ABYXJIETHEE 1a1eb0-KoHTpoaupyeMoe KinHuueckoe uccaenosatue D2301 (FREEDOMS) Gbiio
BK/IFOUEHO 854 B3pOCIIBIX MalMEeHTa, NMoayyaBIMX (UHroAMMOA, U 418 B3pOC/bIX MalMEHTOB,
nosyyaBux rniauebo. B apyxierHee mianebo-KOHTpOIMpyeMOe KIMHUYECKOE HCClIe/I0BaHKE
D2309 (FREEDOMS 1I) Geino BxiodeHo 728 B3pocnsix mnauueHtoB ¢ PC, moaydaBmimx
¢unronumon, u 355 B3pocibIX MalMEHTOB, MoJydYaBluMxX riaieto. B o6beanHEHHBIX JaHHBIX
STHX JIBYX HCCNEIOBaHMil MpU npumenenuu npenapata ['mnenna® B no3e 0,5 Mr otmeuanuch
CIIC/lyIOlIME Ccepbe3Hble HexenatelbHble peakumu (HP): undekumu, makynspHblii otek u

npexoasilas aTpUOBEHTPUKYJsApHas Onokana B Havane sevenus. HauGonee wacto (uacrora
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>10%) npu npuMeHeHUH npenapara B o3¢ 0,5 Mr HabJ1i0/1aIMCh TPUIII, CHHYCHT, FOJIOBHasA O0ITb,
auapest, 00JIb B CIIMHE, MOBLILICHHE aKTUBHOCTH «I€YEHOYHBIX» (epMeHTOB U Kauienab. Camoi
4acToi NMPUUYMHON NMpeKpalleHus Tepanuu npenapatoM (B go3e 0,5 Mr) sBJISIOCH MOBBILICHHE
aKTHUBHOCTH anaHMHamuHoTpaHcdepasst (AJIT) (2,2%). HP B oaHoneTHem uccnenoanun D2302
(TRANSFORMS), pximouuBmieM 849 B3pocibIX MAaLMEHTOB, MOJy4YaBLIMX (UHroaumon (B
rpynre cpaBHEHUs NMPUMEHsINM UHTepdepoH Oeta-1a), kak npaBuio, ObUIM CXOAHBI ¢ MuiaLedo-
KOHTPOJMPYEMBIMHU UCCIIEIOBAHUSIMU € YUETOM Pa3IUUuMid B MPOOKUTEILHOCTH UCCIIE/IOBAHUS.
Hwxe npeacrarnenst HP, BoIsiBiIeHHBIE B pe3ybTaTe KIMHUYECKUX MccIe10BaHUM. [ olleHKH
4acTOThl MCMOJB30BaHbl CICAYIOLIME KPUTEpUM: oueHb 4yacTo (=1/10); yacto (=1/100, <1/10);
Heyacrto (=1/1000, <1/100); peaxo (=1/10000, <1/1000); o4yens peaxo (<1/10000), He u3BecTHO
(HEBO3MOKHO YCTAHOBHUTH 10 UMEIOLIIMMCS JIAHHBIM).

Hugerxyuonnvie u napasumapnvie 3a0601e6aHUs: 04eHb 4YACMO — TPUIII, CUHYCUT; Yacmo —
MH(EKLMH, BbI3BaHHBIE BHUPYCOM reprieca, OpOHXHMT, OTpyOeBMAHBIN JHINAN; wewacmo —
MHEBMOHMA; HeuzgecmHo — Tporpeccupyromas MylbTudokanbHas JNeiikosHuedanonatus
(TIMJT)**, kpunTokokkoBble HHEKUMU* ¥,

Hobpoxauecmeennvie, 3noxavecmeennvie U HeymouHeHHwle 3a001e6aHUs (8KNIOYASL KUCMbL U
nonunvt): yacmo — 0a3ajbHO-KJETOYHAs KaplLMHOMA; Hewacmo — 3710KayeCTBEHHas
mejlaHoMa****; pedko — numdoma***, nnockoknerounas kapumHoma****: ouyens peoxo —
capkoma Kanowmm****; yeuzsecTHo — kapuuHoMa U3 KJeTok Mepkes***,

Hapywenus co cmoponvl kposu u aumgpamuyeckou cucmemvl: yacmo — nuMONeHus,
NeAKONeHus; Hevacmo — TpOMOOLMTONICHUST; HeusgecmHo - nepudepuueckue oTeku***,
Hapywenus co cmoponbr  umMMyHHOU cucmemvl. 4aAcmoma HeU36eCMHA — PEaKluH
FUNEPYYBCTBUTEILHOCTH, BKJIIOYAs Chilb, KPAIMBHUIYY MU aHTMOHEBPOTHYECKHI OTEK Ha JTane
Hayasa jeyeHus ™ **,

Hapywenus ncuxuku: vacmo — nenpeccust; Heyacmo — ANPeCCUBHOE HACTPOCHHE.

Hapywenus co cmoponvl nepenoil cucmemvl: OYeHb uacmo — TONOBHas 00nb; wacmo —
FOJIOBOKPYXKEHHE, MUIPEHb; HeYacmo — CyJ0pOKHbIE MPUCTYIbI; PeOKo — CUHAPOM 00paTUMOii
3ajHe# oHuedanonarun®,

Hapywenus co cmoponsl opeana 3penus: 4acmo — HEUETKOCThb 3PEHHUS; HeYacmo — MaKyJIApHbIN
OTeK.

Hapywenus co cmoponer cepoya: wacmo — Opajiukap/aus, aTpUOBEHTPUKY IsipHast 610Kana; ovens
peoxo — uHBepcus 3youa T***,

Hapywenus co cmoponwvt cocyoog: yacmo — nossitienne AJl.

Hapywenus co cmoponvi ObixamenvHoll cucmemvi, 0peanos 2pyoHoll KIemKu U cpedoCmeHus.:

O4€eHb Yacmo — Kall€Jib, Yacmo — OJIbIIKa.
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Hapywenus co cmoponbl dceny0oyHo-KumeyHo2o mpakma: o4eHs 4acmo — JANapest; Heuacmo —
TOLIHOTA ***,

Hapywenus co cmoponsl KoJCU U NOOKONUCHBIX MKAHEI: 4acho — YK3eMa, aJioNeLysl, KOXKHBIN 3y1.
Hapywenus co cmoponbl ckeniemno-mblude ot u CoeOUHUMENbHOU MKAHU: 0YeHb 4acmo — 60Jlb
B CITUHE.

Obugue paccmpoiicmea u Hapyuwenus 6 Mecme 66e0eHUsL: Yacmo — aCTEHMs.,

Jlabopamopuvie u uncmpymenmanbhvie OAHHbIC: OY€Hb YACMO — TOBBIIIEHWE AKTHBHOCTH
«neverouHepix» depmentor (AJIT, T'TT (ramma-rnyramunrtpanchepass), ACT); vacmo —
MOBBIICHUE KOHUEHTPALMK TPUTIIMLEPHIOB KPOBH; HEUACmo — HEUTPOTICHHS.

*HP ne ommeuanace 6 uccnedosanusx FREEDOMS, FREEDOMS I u TRANSFORMS. Yacmoma
yrazana uz pacuema na 10000 nayuenmos, nonyuasuwiux unzonumod 60 6cex KIUHUYECKUX
UCcne008anusXx.

*HIIMIT u kpunmokokkoeble ungekyuu (8K10YA KPUNMOKOKKOBbITI MEHUH2UM) OMMEYANUCH 8
nOCMpe2ucmpayuoHHOM nepuooe.

*¥* HP, 3ape2ucmpuposanmbvie u3 CHOHMAHHbIX COOOUCHUL U TUMEPamypbl.

XX Kameeopus vacmomul 6cmpevaeMocmu u oyenka puckos ocnosana us pacuema na >24000

nAayueHmos, noLy4asuiux hun2onumoo 6 0oze 0,5 M2 6 KIUHUYECKUX UCCIeO0BANHUSAX.

Onucanue omoenbHbIX HeMHCeNameTbHbIX PeaKyuil

Hughexyuu

[Ipu npumenenun npenapara B KIMHUYECKUX MCCIEA0BaHUAX B 03¢ 0,5 Mr y nauuentos ¢ PC
obwas yacrora uHpekuuit (65,1%) Gbina cxoaHOM ¢ TakoBOW B rpynme miaue6o. OaHako y
MalMCHTOB, MOJy4aBWIKMX (DUHrONMMOJ, Yallle OTMEeYaluch HH(EKUMH HIKHUX OT/IE/IOB
AbIXAaTEJIbHOM CHCTEMbI, B IEPBYIO OuYepeab OPOHXHMT, M B MEHbIUCH CTeneHW HHPEKIMH,
BbI3BAHHbIE BUPYCOM Ieprieca, i NHEBMOHHUS.

[lpu neuenun npenapatom B go03¢ 0,5 Mr ObliM 3aperdcTpUpOBaHbl HECKOIBLKO ClydaeB
JMCCEMHUHUPOBAHHOIO repreca, BKIIOYast Cllyyau CO CMEPTE/IbHBIM HCXO0/I0M.

B nmocTperucTpauMOHHOM repuoAe OTMEYEHbI CIydadh pasBUTHUS  OMMOPTYHMCTHYECKHX
vH(EKLUMI, BLI3BAHHBIX BUpycaMu (Hanpumep, BUPYC OnoschiBatolero repreca (varicella zoster
virus, VZV), Bupyc, BbizbiBatonmii passurue [IMJ1 (John Cunningham virus, JCV), Bupyc
npocroro repneca (herpes simplex virus, HSV)), rpudkamu (Hanipumep, KpUIITOKOKKAMH, BK/IIOYas
KPUITOKOKKOBBbIH MEHWHIMT) WM OaKkTepusiMH (Hanmpumep, aTMIIHYHbIe MUKOOAKTEpHUH), B TOM
YUCIIE C JIETAbHBIM UCXOI0M.

Maxynsapuviii omex

B xknunuueckux uccnenoBanusx y nauueHtoB ¢ PC yactora oreka Makysibl MpU NPUMEHEHHUH
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npenapata B 03¢ 0,5 mr cocrasisna 0,5%, a npu npumeHerunn B 6osiee BLICOKOM 03¢ 1,25 mr —
1,1%. B GonblMHCTBE cllyyaeB pa3BUTHE MaKyJspPHOTO OoTeka Habioanoch B TeuyeHue 3-4
MecCsLeB MNocie Havasa JedeHus. B psaae caydaeB Habmopgancs oTek MakyJsbl 6€3 KIMHUYECKHUX
MpOSBICHUI (BbIABICHHBIA NPU PYTUHHOM O(TaIbMOJIOrMYECKOM 00C/IeJOBaHHH), Y HEKOTOPHIX
MalMeHTOB MaKYJISIPHBIA OTEK CONPOBOXK/AJICA HEYETKOCTBIO 3PEHHs MM CHUKEHHEM OCTPOTHI
3peus. [Ipu npekpalieHuy JiedeHWs MpenapatoM B OOJBIIMHCTBE CIydYaeB MPOMCXOMIIO
YMEHBIICHHUE BBIPAXKEHHOCTH WJIM CIIOHTAHHOE paspellieHHe JIAaHHOrO COCTOsSHHUA. PHck
MOBTOPHOTO BO3HUKHOBEHHMS 110CJIE BO30OHOBJICHUS Tepariy He U3YUeH.

HactoTa pa3sBuUTHA MaKyJIsIpHOrO OTeKa MOBBILIANACH MMPH HAIWYMM B aHamHe3e yBeuta (17%
Cpe/ii NalMeHTOR ¢ yBeUTOM B aHamHe3se U 0,6% 06e3 TakoBoro). [Ipumenenue puHronmmona He
u3ydanu y nauneHToB ¢ PC 1 caxapHbiM 1nabeToM, KOTOPBIH XapaKTepH3yeTCsi BLICOKUM PUCKOM
pa3BUTHS MAKYJISIPHOTO OTEKa. B KJIMHUYECKMX MCC/IeIOBaHUSX Y MALIMEHTOR ¢ TPAHCIIaHTaLMEN
MOYKH, Ky/1a ObUIM TaKXKe BKJIFOYEHBI MALMEHTHI C CaXapHbIM AHabeToM, MpUMeHEeHHe Npenapara
B /103aX 2,5 MI' M 5 MI" IPMBO/IMJIO K MOBBIILEHUIO YaCTOTHI Pa3BUTHs MaKyIISIPHOTO OTeKa B 2 pasa.
bpaouapummus

B xkivHuueckux wuccnenoBaHusx y nauueHtoB ¢ PC B Hayane JiedeHMs TNpenapaTtoM B
PEKOMEHIYyeMOM  Jl03€  OTMeYaloch TpaH3uTopHoe cHWwkeHue YCC u  3ameuieHue
aTPUOBEHTPUKYJIAPHON NPOBOAMMOCTH, NPU ITOM MakcuMaibHoe cHmkenne YCC nabaronanoch
B TeueHHe 6 4acoB noc/e npuema npenapara B 103e 0,5 Mr (cpeHee cHwKeHue Ha 12-13 yaapos
B MuHyTY). YCC Menee 40 ynapoB B MUHYTY y B3pOC/bIX M MeHee 50 y1apoB B MUHYTY Y JeTeil
NpH npuMeHeHuu npenapara B 103e 0,5 mr ormeyanack peiiko. YCC Bo3Bpalanach K HCX0HOM
B TEYCHHE | Mecsla peryispHOro npumeHeHus npenapara. Kak mnpaBuno, Gpaaukapaus
npoTtekana O€CCMMNTOMHO, OZIHAKO Y HEKOTOPBIX MAaLMEHTOB Pa3BUBAIMCh CUMOTOMbI ¢/1a00i 1
CPE/IHCH CTeNeHHW, BKJIKOYas apTepUajibHylO0 THIIOTEH3UIO, TOJIOBOKPYKEHHE, MOBBILIEHHYIO
YTOMIIIEMOCTh M/UjK outylleHne cepaueduenus. [lepeunciertbie CUMIITOMBI pa3pellainuch B
TeyeHue 24 4 rnocsie Hayasaa JeYeHus.

B kauHuueckux uccnenoanusx y naumeHtoB ¢ PC B Hauazne Tepanuu aTpUOBEHTPHUKYISpHas
Onokana (AB-Groxana) 1 crenenn (yanunenue unrepsana PR na DKI') na6monanaceh y 4,7%
MALKEHTOB, MojyyaBiinx npenapat ['nienua® B 103e 0,5 Mr, y 2,8% NaluMeHToB, M0/1y4aBIINX
unrepdepon Gera-la u y 1,6% B rpynne nnane6o. AB-6iokana I crenenn Gbiia BeisiBieHa y
meHee deM 0,2% B3pociibIX MalMeHToB, nosyuaBmux npenapat I'mnenna® B noze 0,5 mr. B
MOCTPErHCTPALIMOHHOM  MEPHO/IE  OTMEYEHbl  CIy4ad [pPEXOJslIed, CaMOMPOU3BOJIBLHO
paspeluatoiieiicss nonHoi AB-610kabl B TeUeHHE MEPBbIX 6 YACOB M0OCIIe NPUMEHEHHUS MEPBOi
no3el  npenapata ['mnenua®.  Cumnrtombl  paspelnajnuch caMonpous3BosibHO. Hapyuenus

NMPpOBOAUMOCTH, HaGH}O[IaCMbIC KakK B KIIMHUYCCKHUX HCCJICJOBAHUSAX, TakK H B
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MOCTPErUCTPALIMOHHOM T€PUO/Ie, KAaK MpPaBUIO, OBUIM TPaH3UTOPHBIMH, OECCUMITOMHBIMU M
paspelianuck B TEUCHWE INEpBbIX 24 u rocje Hayana JieueHUs. Y OJHOrO MalMeHTa ¢
acumrromaruyeckoi AB-6nokanoii II crenenn tiuna MoOGutiy | npuMeHMIM M30NpeHasuH,
OIHaKO OGOJIBLIIMHCTBY NAIMEHTOB MEULIMHCKOTO BMEIIATENILCTBA He TPebOBAIOC.

B noctperucrpalinoHHoM nepro/ie onucaHbl H30JIUPOBaHHBIE OTCPOUYEHHBIE CITyYan NMpexoasleit
acHCTOJIMM M HEOOBACHUMOM BHE3alHON CMEpPTH B TeueHHe 24 4acoB MoOCIe MepBOro npuema
rnpernapara Ha (OHE OJHOBPEMEHHOIO MPUMEHEHHMS APYTrHX JICKApCTBEHHBIX MPENapaTos W/uiu
COIMYTCTBYIONIEH MaToNOrMM, OJHAKO CBA3b MEXk1y NnpreMoM npenapara ['mnenna® u naHHbIMU
COOBITHAMM HE JI0OKa3aHa.

Apmepuanvroe oasnenue (AJN)

B KaMHHueCKUX McceIOBaHMAX TIPU NpUMEHeHUH nipenapara B o3¢ 0,5 Mr y nauuentos ¢ PC
0TMeYasioch HeGOJbIIOe MOBBIIEHHE CHCTONMYeckoro AJl B cpeiHeM Ha 3 MM pT. CT.,
auacronuyeckoro AJl —na 1 mm pr. cr. [ToBeienne AJl HaGmoaanock npuGIM3UTEBHO Yepes |
MECsILl MOC/Ie Hayaja JIEYCHUs W COXPaHIOCh NMPU NpojoJKeHUH Tepanuu. [Toeimenue AJ]
oT™euanock y 6,5% nauueHToB, nosjyuasuux npenapat [unenna® B nosze 0,5 mr (B rpymnrne
nnaue6o y 3,3% nauuento). Ilo JaHHBIM MOCTPErMCTPALMOHHBIX HAGMIOAEHMI Ccilydau
noebieHnst AJ[ 0OTMeYanuch B TEUEHHE MEPBOro MECsLa JICYESHUS U B NIEPBBIi JIeHb IPUMEHEHHUS
npenapara, Mpd 5TOM B HEKOTOPBIX cCilyyasiX TpeOOBajoCh MPUMEHEHHE TMIIOTEH3UBHBIX
MpenaparoB WK NpepbIBaHKUe JeyeHus npenapatom [ unenna®.

Hapywenue ¢pynkyuu nevenu

B kimHu4ecKuX Mcene1oBaHMAX Y B3POCIIbIX MaLMeHTOB ¢ PC, MosyyaBIumx leyeHue npenaparom

I'inenna®,

OTMEYAJlIOCh  MOBBILIEHUE  AKTUBHOCTH  «I€YEHOYHBIX»  (epmeHTOB. [lpm
pekomenayemoit nosze 0,5 mr B 8,0% cnyuyaeB orTmevanoch OECCHMITOMHOE TMOBBILICHUE
aktuBHoctu AJIT >3 x BI'H (BepxHsist rpanuua Hopmbl) U B 1,8% cayuaeB — B >5 x BI'H. ¥V
HEKOTOPBIX MAalMEHTOB MNPH BO300OHOBICHWM TEparUM OTMEYAIOCh MOBTOPHOE [OBbILIEHHE
AKTMBHOCTH «IEYEHOYHBIX» TpaHCAMMHA3, YTO MOATBEPXKIAET CBs3b ¢ MpenaparoM. B
K/IMHAYECKHUX HCCJIC/IOBAHUAX MOBBILICHHE aKTMBHOCTH aMUHOTpaHcdepa3 MOrJI0 BO3HMKATH B
moboe BpeMs B XOJIe JICYCHHsl, OJIHAKO B OOJIBLIMHCTBE ClIy4aeB OHO BO3HMKAJIO B neppbie 12
mecsies. Hopmanusaums akrusHoctd AJIT B nnasme KpoBH NMPOMCXOAMIA NPUOIU3UTENBHO
yepes 2 MecdAla Nocie NMpekpalleHus npuema npenapara. Y HeGOJIBLIONO YKCIa MALMEHTOB C
noeeileHHOM akTuBHocThiO AJIT =5 x BI'H (10 B rpynne 1,25 mr, 2 B rpynne 0,5 mr),
NPOJO/KABLUIMX  JIEYEHUE 1rpenapaTom, Hopmaauzauus aktuBHoctd  AJIT  npousouuna
NpUOIU3UTENBHO B TEUCHHUE 5 MECSLIEB Teparuu.

Heesponoeuweckue napyuenus

Mmerorest coobieHus 0 peIKUX ciydasx MopaxeHus HEPBHOM CUCTEMBI Y B3POC/IbIX MALMEHTOB,
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nojiydarolmux GuHronumoa B BeicokuX ao3ax (1,25 mr wmm 5,0 Mr), Bkioyas pasBUTHE
MLIEMHYECKMX M IEMOPPAarMyeCKUX MHCYJIBTOB M ATUITMYHBIX HEBPOJIOIMYECKHUX PACCTPOUCTB,
TaKMX KaK OCTPhIA JucceMMHUpoBaHHbIN sHUEehanomueut (OJIDOM)-nogo0HbIe COCTOSHUS.
Hapywenus co cmoponwt cocyoos

[Ipu nevenun dunronumonom B no3e 1,25 Mr peiko oTMeYainch OKKIHO3UH MeprdepuuecKuX
apTepuii.

Jvixamenvnas cucmema

B xiuHuuyeckom uccnenoBaHMu uepe3 | Mecsll TPUMEHEHHs Mperapara OTMeYaloch
HE3HAYMTE/IbHOE JI0303aBUCHMOE CHMXKEHHWE roKaszareneit oobema (GopcHpOBaAaHHOTO BBHIJOXA
(O®B1) u auddy3nonHoii crnocoGHOCTH JerKMX MO yriepoaa MoHookeuay (DLCO), B
JaJIbHEHILIEM JIOCTUTHYTBIE 3HAYEHHs IaHHBIX MTapaMeTPOB He MeHsIUCh. K 24 Mecsily cHIKeHHe
npeanonaraeMoro O®B; B NPOLEHTHOM OTHOLIEHUM OT W3HAYaJILHOTO TMOKAa3aTels COCTABUIIO
2,7% npu npumeHeHun Gpunroanmonaa B aoze 0,5 mr u 1,2% B rpynne miaie6o, mocie 0TMEHbI
Tepanuy JlaHHoe pasznuuue Hupearposanock. CHmkenne DLCO k 24 mecsily npuMeHEeHUs
¢unronumona B no3e 0,5 mr cocrauio 3,3% B cpaBuenuu ¢ 2,7% B rpynre niaueto.
Cyoopooicivie npucmynbl

[lpn  npumenenun mnpenapara [unenua® B KIMHMYECKMX — MCCICJOBAHMAX M B
MOCTPErUCTPALIMOHHOM MEPHOJIE 3aPErMCTPUPOBAHBI CIyyal Pa3sBUTHs CYJAO0POXKHBIX MPUCTYIIOB
Y B3pOC/bIX. B KJIMHHYECKMX Yy B3pOCIBIX 4acTOTa CYJAOPOXKHBIX MpUCTYNoB Obia 0,9% y
NauueHTOB, NosyyaBwnx Guuronumon, npotus 0,3% B rpynne niaue6o. HenssecTHo, cBs3aHbl
M OTH sBJICHUsS TONBLKO ¢ TedenueM PC, unam tonbko ¢ npenapatom ['minenua®, wam ¢ mx
COYETAHUEM.

JTumeporur

[To 1aHHBIM KJIMHMYECKUX M MOCTPErMCTPALIMOHHBIX UCCIICOBAHUIM, Y MALIMEHTOB, MOIYUYaBILINX

npenapat 'unenua®

, OTMEYaJIOCh Pa3BUTHUE pa3IMYHBIX THUIOB JUMQPOM, B TOM 4MCIIE
CMepTe/IbHBIN ciiy4yail B-kieTounoit numdomel, mosnoxkurenbHoi no Bupycy DmuuteitHa-bapp.
Yacrora numdom (B- u T-kierouyHoii) B KIMHMYECKMX HCC/IEJOBAaHUAX Oblia BbIIIE, YEM
okujaercas B obwed mnonynsuud. B nOCTperMCTpauMOHHOM —MEpHOje  TakkKe ObLIM
3aperucTpUpPOBaHbl OT/E/IbHBIE cilydan T-KJI€TOYHOH TUMQOMBI.

Iemopazoyumapnwiii cunopom

B nocrperucTpallMoHHOM nepuoje Yy MNALMEHTOB, MOJyYaBIUUX JieyeHHe (UHIOJIUMOIOM,
OTMEYEHBbI OYE€Hb PEAKHUE Cayyau pa3BUTUSA reMOo(paroUUTapHOro CHHAPOMA C JICTaJIbHbIM
MCXOJIOM, CBsA3aHHbIE € MH(QEKUMOHHBIM 3aboneBaHueM. ['emodarouuTapHblii CUHAPOM —

COCTOSIHME, aCCOLIMMPOBAHHOE ¢ HH(EKIIMOHHBIMU 3a00/1eBaHUSIMH, UMMYHOCYIIPECCHEH U PAIOM

ayTOMMMYHHBIX 3a00J1€BaHUiA.
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Hayuenmvr cmapuie 10 nem

B KOHTpo/MpyeMBIX KIMHMYECKMX MCCIeoOBaHUAX Yy jaerei M noapoctkoB (10-18 nert) mpu
npuMeHeHuu npenapara B 1o3e 0,25 mr unu 0,5 mr 1 pa3 B cyTku oOmuit npoduns Ge3onacHocTH
OBUT COMOCTABUM € TAKOBBIM Y B3POCJIBIX MAILIHEHTOB.

B uccnenosanuu y aereil cymopojkHble NMPUCTYIBI 3apervMCTPUPOBaHbl y 5,6% mMalMeHToB,
nosryyaiuux punronumon, u'y 0,9% nauueHToB, noaydaBux nHTephepoH Hera-1a.

Ecnu niobvie uz ykasaunvix 6 uncmpykyuu nobounvix s¢gexmos ycyeyonsiomes, uiu Bo
samemuiu nobvle Opy2ue noboynvie s¢hhekmol, He YKA3aHHble 8 UHCMPYKYUU, coobuiume 06

IMOM épayy.

IIEPE/IO3MPOBKA

3/10poBbie 100OPOBOJIBLbI YIOBIETBOPUTEIBHO MEPEHOCHIIN OJHOKPATHBIA NpHEM NpenapaTa B
nose 40 mr (no3a B 80 pa3 mpeBbIIAIOLIAs CYTOUHYIO PEKOMEHIYEMYIO), TIPH 3TOM Y 5 U3 6
2I06poBOJIBLEE OBUIO OTMEYEHO OMIYIIEHHE JICTKOTO CTECHEHHMs MJIM YyBCTBO JUCKOMQOpTa B
FPYAHON KIIETKE, YTO KJIIMHMYECKH COOTBETCTBOBAJIO HEOOJBIION PEaKTHBHOCTH JIbIXATEIbHBIX
MyTEeM.

B navane npumeHeHus GpUHrolIMMO/ MOXKET BbI3bIBaTh pa3surue Opaaukapauu. Cuuxenne YCC
00bI4HO HAO/MOJAETCs B TEYEHME OJHOrO Yaca Mocjie MEpBOr0 MPUMEHEHMS M TPOMCXOIHT
Hanbosee pe3ko B TeueHne 6 4. OTpULATENbHBIA XPOHOTPONHbIN ekt (uHronMMoIa
COXpaHsIeTCs W 1oc¢je 6 4, O/IHAKO B MOC/IEAYIOLIME JHU JICYCHHS OH MOCTENEHHO ocnabeBaer.
Mmerotes cooliieHust 0 3aMeIeHMH aTPUOBEHTPHUKYJISIDHOTO TPOBEAEHHUS M OT/E/bHbIE
COOOLIEHHS O MPEXOAALMX CIIyHasX MoNHOH AB-6110Ka/ibl CO CTIOHTAHHBIM pa3pellIEHUEM.

B ciyuae nepeno3uposku npu npueme neppoit 103bl GUHrOIMMOAA HEOOXOAUMO OCYILECTBIATH
HaO/IIO/ICHUE MalMEHTa B TeYeHHe MMHHUMYM 6 uacoB, Bkaouaiouee DKI[-monutopunr (B
peajibHOM BpeMeHH) U exkevacHoe uzmepenue YCC u AL,

Ecin uepe3 6 uacos nocse nepsoro npuema YCC cocraBisier <45 ya/MUH y B3pOCHbIX, WK
<55 yw/muH y nereit crapuwie 12 ner, unu <60 yn/mun y gereit ot 10 1o 12 sier, uin nposBUaMch
OKTI'-npusnaku I u Bbiwe creneneit AB-Gnokansl, unu QT-unrepsan cocrapun >500 mcek, To
ClIe/1yeT MPOAIUTH MOHUTOPHHI N0 KpalHeH Mepe /10 CJIe/1yIOUIero yTpa Wi A0 TeX 1op, noka
HapyueHus He paspewiarcs. [Ipu Bosnuknosenun AB-610kane I ctenenu B mo6oe Bpems cyTok
TaKxke HeoOX0AMMO obecneunTs HabIIOICHUHE 110 KpaifHeil Mepe /10 CJIeAYIOLIEero yTpa.

DUHTOIMMOJL HE YAQIACTCA U3 OpraHusmMa rnocpe/iCTBOM Jrajivsa U nna3Ma§0epe3a.

B3AUMOJIENCTBME C JIPYTUMH JIEKAPCTBEHHBIMU CPE/ICTBAMU

IIpomusoonyxonesvie npenapamot, UMMYHOMOOYIAMOPbL U UMMYHOOENPECCAHMbL

25729



Y4uTHIBas BO3MOXHOCTB JIOTIOJIHUTEILHOTO YTHETAIOIEr0 BIUSHU HA HMMYHHYIO CHCTEMY, HE
ClIE/IyeT  NPUMEHATH  (UHTOIMMOJ  BMECTE C  MPOTHBOOMYXOJIEBHIMH  CPEICTBAMH,
MMMYHO/IETIPECCAHTAMU UJTH HMMYHOMO/1Y/ISTOPAMH.

Crneayer co6moaTh OCTOPOKHOCTD MPH MEpeBojie Ha GYUHIOIMMOJ MALMEHTOB, KOTOPbIE paHee
MOJIy4asii Mpenaparhl JUIMTEIbHON0 AEHCTBH, OKa3bIBaloIKe 3G dEeKTs Ha UMMYHHYIO CHCTEMY,
TaKME KaK HaTanu3ymad, Tepu(IyHOMHU WM MHUTOKCAHTPOH. B KIIMHHYECKMX HCCiIE0BaHUAX
MpyH  MpUMEHeHHH (QuHronMmoaa y mauueHToB ¢ PC, mnonyyaBIIMX KOPOTKHME KYpChI
MITIFOKOKOPTUKOCTEPOM/IOB, HE OTMEYAJIOCh MOBBILICHHUS YaCTOThHl MHDEKIHIA.

Baxyunayus

Bo Bpems Tepanuu npenapatoM, a Takke B TeHCHHE 2 MECSALEB MOC/IE NMPEKpalleHUs JeYeHuUs
(GuHroMMOI0M BaKIMHALMSA MOXKeT ObITh MeHee 3G dekTuBHOM. [T0CKOIBbKY PUMEHEHHE KUBBIX
aTTCHYWPOBAHHBIX BAaKLMH MOXET TOBBILIATH PUCK Pa3BUTUA MH(EKLMH, NMPUH NPUMEHEHHH
fnperapara, a TakKe B TE€YEHHE 2 MeCALEB Mocje MPEeKpalleHus JieyeHUs: (PUHIOIMMOIOM HE
Clie/lyeT MPOBOJAMTH HMMYHH3ALMIO )KUBBIMH aTTEHYHPOBAHHBIMH BaKLMHAMHM.

Bewecmea, svizvisarowue 6paduxapouio

[Ipumenenne QuuronMMona B KOMOMHALMM € aTEHOJIOJOM M JIMITHAa3eMOM H3yueHo. B
MCCJIC/IOBAHWHU B3aUMO/ICHCTBUI y 3/10pOBBIX J100POBOJILLEB MPU NMPUMEHEHUH (PUHTOIMMO/A C
aTEHOJIONIOM OTMEuasoch A0NoNHMTeNbHOe cHikerne YCC na 15% B nauane MPUMEHEHUS
(uHronumona. ¥ nauueHToB, nonyyaBumx GUHrOIMMO/L BMECTE AMIITHA3EMOM, TaKoro s¢dekra
He Habmoznanock. Tepanuto GUHrOIMMOAOM He ClielyeT HAYMHATD Y MALMEHTOB, MOIYYaOLIMX
Gera-anpeHO6I0KATOPLl MM Jpyrde npenapatsl, KoTopbie mMoryT cHuxkarh YCC, Takue Kak
aHTHAapUTMHUYeCKHe cpeacTsa Kiacca la wnn I, aHTaroHUCTH KanbLUKMEBBIX KaHAIOB (TAKMX Kak
BEpanaMu/l WM JIMATHa3eM), MBaOpaMH, JAMIOKCHH, WHIHOMTOPHI XOJMHICTEPA3bl MIU
[MUJIOKApIUH, B CBA3M C PUCKOM JIOMOJHUTENLHOrO yrHeratouero aeiicteus Ha YCC. Ecau y
TaKMX MalMEHTOB Mpe/roaraerces Jeuyenune npenaparom [unenna®, Heo6XoaMma KOHCYIbTALMS
Kap/in0J10ra OTHOCHUTE/IbHO BO3MOXKHOCTH MEPEX0/1a HA TEPAIHIO MpenapaTaMu, He CHIKAIOLIMMHU
YCC, unu nposeaeHUe COOTBETCTBYIOMIErO HabM0AeH s (IPOJIEHHOE HAB/IIO/IEHHE B YCIOBUSAX
CTallMOHapa 1o MeHbLIEH Mepe /10 yTpa CJeYIOLIEro JHs).

Dapmarokunemuueckue sghghexmor Opy2ux NPenapamos Ha GuH2oIUM00

®unronumona MerabosM3upyeTcss B OCHOBHOM ¢ yudactvuem uszodepmenta CYP4F2. B ero
MeTabo/IM3Me MOIyT MPUHMMATh Y4yacTHE M JApyrue M30(epMEHTBI LMTOXpPOMA, Harpumep
CYP3A4, B 0cOGEHHOCTH €CIIM UMEET MECTO €ro BhIPAKEHHAs UHIYKLIMS.

He oxupaercs BivsHMA MOUIHBIX MHIHOMTOPOB GE/KOB-NEPEHOCUHKOB HAa (PAPMAKOKUHETHKY
¢unronumona. OHOBpeMEHHOE NPUMEHEHHE (UHIOIMMOJA C KETOKOHA30JI0M TMPUBOAMIO K

yBesnmyenuio B 1,7 pasa skcnosuumn (AUC) dunronumona u ¢unronumosa-gpocdara 3a cuer
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vunrubuposanusa uzodepmenra CYP4F2. Crenyer cobmoate 0CTOPOKHOCTD MPH MPUMEHEHHH
(GuHromMMoaa OJHOBPEMEHHO ¢ npenapatamu, crnocoOHeiMu  uHrHOupoBath CYP3A4
(MHrUGHTOPBI MpOTEa3, MPOTHBOrPUOKOBEIC CPEACTBA IPYIIIbI a30J10B, HEKOTOPbIE MAKPOIIH/IbI,
TaKue KaK KJIapUTPOMULIMH WITH TEJIUTPOMHLIMH).

OnnoBpemenHoe npumeHenue kapbamaszenuHa B g03e 600 Mr 2 paza B CYyTKH B PaBHOBECHOM
COCTOSHUM M 2 MI" (PUHTOJIMMO/1a OZIHOKPATHO OKa3biBasio cnaboe BiusHue Ha AUC dunronmmosa
1 Gunronumoadocdara, ¢ yMeHbLIEHHEM JaHHOTO MoKa3aTelsi MpUGaIu3nuTebHO Ha 40%.
[Tpumepro B Toii ke crenenn AUC dunronnmoza v ero Metabosinta MOryT CHHXKATh M Jpyrue
uHykTopel  m3opepmenta CYP3A4, nanpumep pudamnuumy, denobapbutan, ¢GeHUTOMH,
s(haBupeHIL 1 38epoboid. [TockobKy NMpH 5TOM MOXKeT CHIKAThes 3P PEKTUBHOCTE PUHTOIMMO/A,
OJAHOBPEMEHHO TPUMEHATh 3TH Tpenaparbl CJIEIYeT ¢ OCTOPOXKHOCTHIO. OJHOBPEMEHHO
MPUMEHATE 3Bepo0OOii, 0/THAKO, HE PEKOMEH/yeTC.

Dapmaroxkunemuveckue sgpexmvl  puneonumooa Ha Opyeue npenapamvB3auMoeiicTBre
¢unronmmona ¢ BelecTBaMH, KIIMPEHC KOTOPBIX 00YCIOBJICH IIaBHBIM 06pa3oM H3ohepMeHTaMu
uuroxpoma P450, wiam ¢ cyGeTpatamMM OCHOBHBIX TPAHCTIOPTHBIX OENIKOB IpeCTaBIAETCS
MaJIOBEPOSITHBIM.

DapmMakOKMHETHKA (PUHrOIMMOIA M LIMKJIOCTIOPUHA B Cllyyae 0JJHOBPEMEHHOIO MPUMEHEHHUS HE
meHsiack. Takum oOpasoM, He O0KMJaeTcs M3MEHEHUs (PapMAKOKHHETHKH TIpernaparos,
apasouxes cyoerparamu uzodpepmenra CYP3A4, noxa BausHueM GUHTOIMMOA.
OnHoBpeMeHHOe  mpuMeHeHHWe  (QUHrOMMMOAAa W MEPOpalbHBIX  KOHTPALENTHBOB
(3TMHMIIDCTPA/IMOIA U JIEBOHOPIeCTpea) He MPUBOAUT K M3MEHEHUIO SKCTIO3ULIMK T1EPOPATbHBIX
KOHTpauenT1BoB. HecMOTps Ha OTCYTCTBME MCClIeI0BAHUI B3aMMOJCHCTBHS C MEpopaibHBIMH
KOHTPALCTITUBAMM, COAEPKALIMMHU JIPYrHe POrecTareHbl, He 0KHUAACTCS BIUSAHUS (GUHIOIMMO/1a

Ha KX SKCITO3HUIHUIO.

BJIMSAHUE HA CITOCOBHOCTbD YITPABJISAITH TPAHCIIOPTHBIMHM CPEJCTBAMH U MEXAHH3MAMU
[Taumenram, y kotopbix Ha ¢oHe npumeHenus npenapata [unenua® BO3HMKAIOT Takue
HEXKEJIAaTe/IbHbIC SABJICHUS KaK TIOJIOBOKPY)KEHHE M COHJMBOCTb, HE CJIEAYeT YIpaBisTh
TPAHCIIOPTHLIMU CPE/ICTBAMM MJIM MEXAHHW3MaMH /10 MOJHOIN0 MCYE3HOBEHUS JAHHBIX MOOOUYHBIX
5 pexToB. HeoOX0aMM KOHTPOJIB COCTOSIHUSA MALMEHTA B IIEPBbIE 6 4aCOB M0CIIE NEPBOrO NpUeMa

fperiapaTa rnepei HayajaoM YIpaBJICHUS TPAHCIIOPTHBIMU CPEJ/ICTBAMMU.
DOPMA BBIITYCKA

Kancynsr 0,5 mr. [To 7 uau 14 kancyn B 6nmcrep w3 [IBX/TIBJIX. Mo 2 uau 7 6auctepos no 14

Karncyn (kaaeHaapHas ynakoska); no 1 Gaucrepy no 7 kancyn (nepdopupoBaHHbiii 6aucTep)
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BMECTEC C HHCprKuHeﬁ 10 NMPUMEHCHHIO IMOMEIIAKOT B KapTOHHy!O naqu.
CPOK I'OJIHOCTH
2 roja.

ﬂpenapaT HE CIICAYCT NMPUMEHATH 110 UCTCYECHHUH CPOKA IOJIHOCTH.

YCJI0BUSI XPAHEHUSA
[Tpu remnepatype He Bbiwe 25 °C.

XpaHHTb B HEJJOCTYITHOM J1Ji4 JIETEH MecTe.

YCJIOBUS OTITYCKA

OtnyckatoT ro peuenry.

HAUMEHOBAHME M AJIPEC HOPHUJIUYECKOIO JIMIIA, HA HMS KOTOPOI'O BBIJAHO
PETUCTPAIIMOHHOE YIOCTOBEPEHUE
Hosaptuc ®apma AI'; Jluxtmrpacce 35, 4056 Basens, IlIBeituapus / Novartis Pharma AG;
Lichtstrasse 35, 4056 Basel, Switzerland

ITPOM3BO/IUTE/Ib:

IIpou3BoacTBO roTOROII JIeKapcTBEHHON GOPMBI, TIEPBHYHAS YIIAKOBKA

Hoeapruc ®apma Ilreiin AT, Hladdxaysepurpacce, 4332 Illreiin, Lliseiiuapus / Novartis
Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland

Bropuunasi/morpeburenbekasi ynakoBKa, BLITYCKAKOIMUI KOHTPOJIb KauecTBa

Hosapruc ®apma Ilreitn AI, llapdxaysepurpacce, 4332 Illreiin, Lllseiiuapus / Novartis
Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland;

OrtkpeiToe akuuoHepHoe obuiectBo «®Papmcranaapt-YUMcKuil BUTAaMUHHBINA 3aBoa» (OAO
«®apmcranaapt-YaBUTA»), 450077, Poccust, Pecny6nuka bawkoprocran, r. Va, yi.
Xynaitbepauna, a. 28

[MOAYYUTHL JONOJHUTEJIBHYIO HUH®OPMAIIMIO O IPEITAPATE, A TAKXXE HAIIPABUTH
[NPETEH3UH 1 UH®OPMAILMIO O HEXEJIATEJIbHBIX SABJIEHUAX MOKHO I1O0 CJIEAYIOIIEMY
AJIPECY B Poccum:

000 «Hosaptuc ®apmar

125315, r. Mocksa, JlenuHrpaackuii npocnekr, 1om 72, kopyc 3,

ten. (495) 967 12 70;

daxc (495) 967 12 68.
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www.novartis.ru

B cnyuae ynakosku 6 P® nanpasums npemen3uu u UHGOPMAyUulo 0 HeHCeNameibHblX A61eHULX
MOJICHO MAKJice No credylouemy aopecy:

OAO «®Dapmcranaapr-YhaBUTA»

450077, Poccus, Pecny6auka Bawkoprocraw, r. Ya, yi. Xyaainbepauna, 1. 28.

ten./dake (347) 272 92 85,

www.pharmstd.ru.

HNBanos B.A.
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