HNHCTPYKIINA

Mo MEAUIINHCKOMY IPUMEHEHHUIO JICKAPCTBEHHOI'0 IIperapara

METACUC®

PerncrpanuoHHblii HOMep

IT N013704/01

Memyﬂapozmoe HCIMMATCHTOBAHHOC HA3BAHUEC

[IrunTepdepon ansda-2a (40 x/la)

JlekapcTBeHHas popma

PaCTBOp JJIA ITIOAKOXHOI'O BBCACHUA

[TernnupoBaHHbIil HHTEpPEPOH anbha-2a (Heracnc®) npejcTaBisieT coooi konbrorar [191°
(OMC-MOHOMETOKCUTIOIMATHIICHTIINKOIIS) ¢ MHTEpdeponom anbda-2a. Marepdepon anbda-2a
HPOU3BOIUTCS OMOCHHTETUYECKUM METOJIOM 110 TexHosioruu pexkomOunantHoi JIHK u siBnsercs
IPOU3BOIHBIM IPOJYKTOM KJIOHUPOBAHHOT'O F'€HA YEJIOBEYECKOI' 0O JIEHKOLIUTAPHOTO
uHTepdepoHa, BBEICHHOTO U dKCIpeccupymomerocs B kietkax E. coli.

Wutepdepon anbda-2a KOHBIOTHPOBAH ¢ OMC-MOHOMETOKCUITOIUAITUIICHTIIMKOJIEM CO CTEIICHBIO

3aMCHICHUSA OJHOI'O MOJIA IMOJIMMEPAa OAHUM MOJIEM ITPOTCHUHA.

Cocras

Onun mmpui-Troouk (0.5 M) ¢ pacTBOPOM TSI ITOIKOKHOTO BBEICHHS COIEPIKHUT:

akmueHoe eewjecmeo: MAITUHTEphepoH anbda-2a (40 k/la) — 135 mxr win 180 mkr;
ecnomozamenvHule gewjecmea. HaTpus xaopux — 4.0 mr, 6eH3unoBbii cnupt — 5.0 Mr, HaTpuUs
arterat — 1.3085 mr, ykcycHas kucnota nenssas — 0.0231 mr, nonucop6at 80 — 0.025 mr, HaTpus
arnerara pacteop 10% mo pH 6.0, ykcycnas kucinora 10% mo pH 6.0, Boga mist uabekmii 10 0.5

MIJI.

Onucanue

[Tpo3paunslii pacTBOp OT OECLIBETHOTO J0 CBETIO-XKEITOTO IIBETA.

dapmakoTepaneBTHYECKAs IPyNna
NMMyHOCTUMYIISITOP - UHTEPHEPOHBI.

Koa ATX [LO3AB11]



dapmakosiornyeckoe (MMMYHOJIOTHYECKOe) 1eificTBHe

Crpykrypa [I91" (Orc-MOHOMETOKCUIOIMATUIICHTIINKOJIST) HETIOCPEICTBEHHO BIUSET HA
KITMHAKO-(papMaKOIOrHYecKre XapaKTeprcTHKN nperapata ITeracuc”. B uacTHOCTH, pasmep u
creneHs pazBeTBiieHHOCTH 11917 ¢ MonekynsapHoi maccoit 40 k/la onpenenser nokasaTeian
BCACBIBAHUSI, pacIpeesieHUs U BbIBEJICHHS IITUHTEephepoHa anbda-2a.

AKTHBHOCTH TIperiapata Ileracuc” He cieyeT CpaBHHBATH C APYTHMH METHINPOBAHHBIMH HIIH
HENEeTUJIMPOBAHHBIMU O€JIKaMH TOTO )K€ TEPaIeBTUYECKOTO Kiacca.

Taxk ke kak uHTEpPEpOoH anbda-2a, Heracuc® o6nagaer MPOTUBOBUPYCHOU 1
aHTHUIIPOJIM(EepaTUBHOM aKTUBHOCTHIO IN VItro.

V¥ nanuenrtoB ¢ xpounyeckuM renatutoMm C (XI'C) cumxenue ypousa PHK Bupyca renatura C
(BI'C) mpu oTBeTe Ha Tepanuio npenaparom Ieracuc”® B 103 180 MKT MPOUCXOANT B 2 (ha3bl.
ITepBas (aza ormeuaercs uepes 24-36 4 mociie MepBOi MHBEKIIMHK Mpenapara, BTopas dasza
HACTYIIAeT B T€UEHHE cleAyoluX 4-16 Helenb y NallMeHTOB C YCTOWYUBBIM BUPYCOIOTMUECKUM
0TBeTOM. PrOaBupHH HE OKa3bIBAET 3HAUUTEIILHOTO BO3ACHCTBUS Ha KUHETUKY BUPYCa B TEUEHHE
nepBbIX 4-6 HeleNb y TeX MAIleHTOB, KOTOPHIE MOJIy4al0T KOMOMHHPOBAHHYIO TEPAITUIO

pUOABUPHUHOM M TIETHJIMPOBAHHBIM HHTEPhEpOHOM allb(a-2a niu uHTephepoHOM ambda.

DapMaKOKHHETHKA

Bcacvieanue

[Tocne onHOKpaTHOTrO MOAKOKHOTO BBeAeHUs 180 MKT marunTepdepoHa anbda-2a 310pOBbIM
JUIaM TIpenapar OmpeaesseTcs B CBIBOPOTKE KPoBH depes 3-6 4. Uepes 24 4 KOHILIEHTpaIus B
CBIBOPOTKE KpoBH nocturaet 80% ot MakcuManbHOUN. BecackiBanue maruaTepdepona anbha-2a
IIPOJOJDKUTEIBHOE, MAaKCUMAJIbHBIE KOHIICHTPALMK B CBIBOPOTKE OTMEYArOTCs uepes3 72-96 u
nocje BBeJeHUs npemnapara. AGCOIIOTHas OMOA0CTYIHOCTD MATHHTephepoHa anbda-2a 84% u
aHAJIOTMYHA TaKOBOW y HHTepdepoHa anbda-2a.

Pacnpeoenenue

[Thruntepdepon anbda-2a oOHapyKUBAETCSA TPEUMYIIIECTBEHHO B KPOBU U BHEKJIETOYHOM
xuIKocTH. OOBeM pacripesienieHus: B paBHOBECHOM COCTOSHUU (V) MOCIe BHYTPUBEHHOTO
BBeJIeHMs cocTaBirsieT 6-14 1. [Io qaHHBIM Macc-CIEKTPOMETPUH, PaCIIPEIEIEHUS IO TKaHAM U
ayToOpaauoIOMUHOTpaduu, MOTYYEHHBIM B UCCIEIOBAHUAX Ha KpbIcaX, MATUHTEPPEPOH abda-
2a oOHapy>KUBAETCs B BBICOKUX KOHIIEHTPALUAX B KPOBH U TAK)KE B MEUCHH, TTOYKAX U KOCTHOM
MO3Te.

Memabonuszm



Ocob6enHoctu MeTabom3Ma mruHTepdepona anbda-2a U3ydeHbl He TTOTHOCTHIO; OJTHAKO
UCCIICIOBAaHMS HA KPBICAX CBHJIETENBCTBYIOT, YTO PAIHOMApKUPOBAHHBIN TpenapaT BHIBOJUTCS
PEUMYIIECTBEHHO MOYKAMH.

Buigeoenue

CucTtemMHBIN KIHpeHe mruHaTepdepona anbha-2a y yenoseka B 100 pa3 Huxke, yeM
aHAJIOTMYHBINA NOKa3aTenb g uHTepdepona anbda-2a. [Tocie BHyTpUBEHHOTO BBECHHS
TEPMUHAIIBHBINA TIEPUO/I TIOTYBBIBEACHHUS Y 30pOBBIX 100poBosbieB 60-80 4 nmo cpaBHeHuto ¢ 3-
4 4 ansg oObruHOTO MHTEpGepoHa. [locie moaKoKHOTO BBEACHHS TEPMUHAIIBHBIN TEPUOT
noryBbiBesieHust 0koj10 160 4 (ot 84 no 353 u). TepMuHaIBHBIN MEPUO/] TIOTYBBIBEACHHS TIOCIIC
MOJIKO’KHOTO BBEJICHHUS MOYKET ITOKAa3bIBaTh HE BBIBEICHHUE, A MMPOJOKUTEIIEHOCTD BCACHIBAHHS
mruHTepdepona anbda-2a.

[Tpu BBenenuu marunTepdepona anbda-2a 1 pa3 B HeAen0 HaOII01aeTCs 10303aBUCUMOE
YBEJIMUYEHUE CUCTEMHOTO BO3/ICUCTBHUA Y 3I0POBBIX JOOPOBOJIBIIEB U Y MALUEHTOB C
xporndyeckuM renatutoM B mmn C. Y 6onbHBIX XpoHnueckuM renatutoM B u C uepes 6-8
HEJleNb Tepanuy MruHTepdepoHoM anbha-2a OAUH pa3 B HEAEIIO JTOCTUTACTCS paBHOBECHAS
KOHIIEHTpaIus1, KOTopasi B 2-3 pasa Bblllle, YeM MOCiIe OAHOKpaTHOro BBeneHus. [locie 8-if
HEJIeNU JICYCHHUsI PU BBEJICHUU Mpenapara OJUH pa3 B HEJEIN0 JalbHEHIIEH KyMyISIIIUA He
npoucxoauT. Yepes 48 Henenb Tepaniy COOTHOUICHNE MAKCUMAIbHON 1 MUHUMAaTbHON
KOHIIeHTpanuu coctasisieT 1.5-2.0. Konnentpauuu meruatepdepona anbda-2a B CBIBOPOTKE
MOJJIEP)KUBAIOTCA B TeueHue Beel Hepenu (168 1) mocne BBeaenus (puc.l).
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with ribavirin
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Weekly Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Weekly
Dose Dose

Given ) R Given
Time in days after weekly dose

1) monoTepamnus, 48 Henens
2) xoMOuHanus ¢ pudaBUpHUHOM, 48 HEIETh
Ocs X: Bpems (un) mocie BBeaenus npenapara Ileracuc” 1 pa3 B Hemeo

Ocb Y: Cpennsist paBHOBECHAs! KOHIIEHTpALUsT (HI/MIT)
Pucynok 1. CpeaHue paBHOBECHbIE KOHIIGHTpALUU MArHHTEpdepoHa anbda-2a y O0IbHBIX
XPOHUUYECKHUM TernatutoM C, MoTy4JaBIIuX MOHOTEPAIHIO MTPEnapaToM eracuc® 180

MKT/HeJIemTio Hin KombuHarmio Ileracuc”/puGasnpu.



DapmaKoOKuUHEMUKA 8 0COObIX NONYIAUUAX 0OJIbHBIX

Bonvuvie ¢ napywenuem gpynkyuu nouex

Hapymienue GyHKIMY MOYEK acCOMHUPYETCs C HE3HAYMTEIbHBIM CHIKeHHeM Kinpenca (CL/F)
Y YBEJTMYECHHUEM NEPUOA MOTYBbIBEICHHUS.

VY nanueHToB ¢ KiupeHcoM kpeatnHuHa 20-40 MJI/MUH OTMEYAeTCsl CHIDKCHHE KIIMPEeHCa
mruaTepdepona anbha-2a Ha 25% 1o CpaBHEHHIO C MaleHTaMu 0e3 HapyIeHus (yHKITUU
IIOYEK. Y MAILMEHTOB C TEPMUHAIBHOM CTaAMEN XPOHUYECKOU II0YEYHON HEJOCTATOYHOCTH,
MOJIYYAIOLIUX CEaHChl FeMOIUANIN3a, OTMEUaeTCsl CHIDKEHUE KIIMpeHca mrunTepdepona anbda-
2a Ha 25-45%. dapmakoKUHETHKA ITpernapaTa Obljla CXOAHOM Mpy Ha3HAYEHHUH Npernapara
ITeracuc® B 103e 135 MK GONBHBIM C tepmuHanbHOM craaueit XIIH u npu HazHayenun 180 Mkr
narnueHTam 0e3 HapymeHus (yHKIMA TOYeK.

Lion

dapMaKOKHHETHIECKHE TToKa3aTenu npernapara Ileracuc” y KEHIIMH H My)KIHH ITOCIE
OJIHOKPATHOM ITOJKOKHON MHBEKIIMU COIIOCTAaBUMBI.

Tooswcunoii sozpacm

Y mammentos crapiue 62 et BcackiBanue npenapata Ileracuc” mocie 0HOKPATHOMN TT0IKOKHOI
uHbeKIK 180 MKT ObLIO 3aMe/JICHHBIM (OTHAKO YCTOHYUBBIM) [0 CPABHEHHUIO C MOJIOABIMU
30pOBBIMU J100poBOIIbIAMU (tmax 115 wacoB npotus 82 vacos). [nomaae moa KpuBoit
«koHueHTparus — Bpemsi» (AUC) crierka yBenndyuBaeTcs y nanueHToB crapiie 62 et (1663
npoTuB 1295 Hr X 4/MiT), HO MaKCUMaJIbHbIE KOHLEHTPAIMK Y NAIlHEHTOB MOJIOXKE U cTapiie 62
net onuHakoBsl (9.1 u 10.3 Hr/Mi1, cCOOTBETCTBEHHO). Ha OCHOBaHHMHM TaHHBIX YKCIIO3UIIHH,
(dapMaKoIMHAMUYECKOI0 OTBETA U IEPEHOCUMOCTH CHI)KEHHUS Ha4aJIbHOM J103bI ITpenapara y
TaKHUX MallMeHTOB He TpedyeTcsl.

bonvnvie ¢ yupposom u b6e3 yupposa

dapmakokuHeTHKa nperapata [leracuc” y 370pOBBIX JTHI[ ¥ GOMBHBIX rermatuToM B mmi C
OJIMHAKOBA. Y OOJIbHBIX C KOMIIEHCUPOBAHHBIM IIUPPO30M (hapMaKOKMHETHUECKHE
XapaKTePUCTHKH TaKHE JKe, KaK y OOJIbHBIX 0e3 1uppo3a (kiaacc A mo mkane Yaina-I1sio).
Mecmo unvexyuu

ITozkokHOE BBeIeHHe Tpernapata Ileracic” 101KHO GBITH OrPaHUYEHO 0OIACTHIO TIepeIHe
OPIOIITHOM CTEHKH U OeJiep, MOCKOJIbKY CTEeIIeHb BcachiBaHus, Ha ocHoBanun AUC, Obiia Ha 20-
30% BeITIIe TP UHBEKIIMM UMEHHO B 3TH 001acTu. KoHIeHTpanus npenapaTa Obljla HUXKE B

®
HCCJIICAOBAHUAX, B KOTOPBIX Ileracuc™ BBOAWIN IMOJKOXKHO B 00J1acTh 1Ieya.

IMoxa3zanus

Xponuueckuu cenamum C



Xponuveckuid renatuT C y B3pocibIX manueHToB ¢ nonoxkureasnoil PHK BI'C, 6e3 mupposa
WIN C KOMIIEHCUPOBAHHBIM IIUPPO30M, B TOM YHUCIIE U C KIIMHUYECKH CTAOMIBHOM KO-MH(EKIHen
BUY (MoHOTEpanus v KOMOMHALINS C pPUOABUPHHOM).

KombOunanus ¢ pubaBUprHOM MMOKa3aHa NallUeHTaM ¢ XpOHUUYECKUM renatutom C, paHee He
MOJIyYaBUINM TE€PAUIO, WK IPpHU Hed((HEKTUBHOCTH MPEIIECTBYIOIICH MOHOTEpATHH
uHTEpHEPOHOM albda (MeTHIMPOBAHHBIM WIIM HETIETMIIMPOBAHHBIM) MJIM KOMOMHHPOBAHHOM C
puOaBUPUHOM TEPAIUH.

MoHoTeparnus nokaszaHa B cliydae HEepeHOCUMOCTH WM HAIMYUS IPOTUBOIOKA3aHUM K
pubaBUpHUHY.

Xponuueckuii cenamum B

Xponnueckuit renatut B HBeAg-nozutusHblil unmu HBeAg-HeratuBHbIi y B3pOCIIbIX
MAIMEHTOB ¢ KOMIEHCUPOBAHHBIM MOPAKEHUEM MEYCHH U TPU3HAKAMU BUPYCHOW PEIUTUKALINY,
MOBBIIEHHON aKTUBHOCTHIO AJIT U rHCTONOrNYEeCKH MOATBEPKACHHBIM BOCIIAJICHHEM [IEYCHH

u/wim Gudpo3om.

IIpoTuBONOKAa3aHMS

[ToBbIIeHHAst YyBCTBUTEIBHOCT K MHTEp(PEpOHaM alb(a, K FeHHO-UHKEHEPHBIM IIpernaparam,
HOJYYSHHBIM ¢ moMoIibio E. COli, kK MONMMATHIICHTIIMKOIIO MITH JTF000MY APYroMYy KOMIIOHEHTY
npemnapara.

AyTOMMMYHHBI T€NaTUT.

Tspxenas meyeHoYHass HEAO0CTaTOYHOCTh WM JEKOMIIEHCUPOBaHHBIN LIUPPO3 IIEUEHHU.

[uppo3 ¢ cymmotii 6ammoB >6 mo mkane Yaina-I1ero y mammentoB ¢ ko-uHpeknueir BUY-XI'C
IIPU YCIIOBUH, €CIIU MOBBIIICHNE JAHHOTO MTOKA3aTellsl HE CBA3aHO C HETIPSAMOM
runeponIMpyorHeMueil BcaecTBUE preMa IpenapaToB, TAKMX Kak aTa3aHaBUP U WHAWHABUD.
Tspxenble cepliedHO-COCYAUCThIE 3a001eBaHus B (pa3e JeKOMIIEHCALlUU, B TOM YHCIIE C
HECTaOUJIbHBIM IJI0XO KOHTPOJIMPYEMBIM TEUEHUEM B MPEIIECTBYIOIINE 6 MECSIIEB.

Jletckuii Bo3pact A0 3 JeT, MOCKOJbKY Mpenapar COAEpPKUT B KaueCTBE BCIIOMOIaTeIbHOTO
BeIleCcTBa OCH3UIIOBBINA CIIUPT.

bepemenHoOCTSD.

Ilepnon KOpMIIEHUS TPYABIO.

JHononnumensro Ons kombunayuu npenapama Iezacuc® ¢ pubasupurom

HCO6XOIlI/IMO YUYUTBIBATH IPOTUBOIIOKA3aHUS JIJIS pI/I6aBI/IpI/IHa.

Cnoco6 npuMeHeHnst u 103bI (17151 7wl crapiie 18 ner)



Jleuenne npenapatom ITeracic” TOHKHO MPOBOIUTECS MO HAGTIONCHAEM
KBAJTHM(HUIXPOBAHHOTO Bpaya, UMEIOILET0 ONBIT MPOBEICHHS TEPAMTUH Y TALIUEHTOB C
xpoHudecknM renatutom B u C.

B ciydae HCmonb30Banms mpenapata [leracuc” B KOMOMHAIMH ¢ PHOABHPHHOM TAKXKe CIIELYET
03HAKOMUTHCS C MHCTPYKLIUEH IO METUIIMHCKOMY IPUMEHEHUI0 pruOaBUpHUHA.

Cmanoapmmuulii pexcum 003upo8anus

[Tpemapat BBOISAT MOJIKOXKHO (TI/K) B 001aCTh TiepeaHelt OprontHoi cTeHKu win O6enpa 1 pas B
HEJIeIIIO.

[lepen BBeneHNEM Mpenapat HEOOXOJUMO OCMATPUBATh Ha MPEAMET OTCYTCTBUS IOCTOPOHHHUX
IIpUMeced U U3MEHEHUS 1[BETA.

BonbHBIX crenyeT TmaTeabHO HHCTPYKTUPOBATh O BAKHOCTH MPABMIILHOTO XPAaHEHUS U
YHUUTOKEHHUS UCIOJIb30BAaHHBIX MaTePUAIOB U MPEIOCTEPEraTh OT MOBTOPHOTO UCIIOIb30BAHMUS
JOOBIX U U IITPHUIIEB.

Xponuueckuii cenamum B

ITpu HBeAg-no3utuBHOoM 1 HBeAg-HeratuBHOM xpoHudeckoM renarute B - 1 pa3 B Henento B
TeueHue 48 Henenb B pazoBoi 103¢ 180 MKr.

Xponuueckuit cenamum C

Tayuenmui, panee He nonyuasuiue ie4erue

PexomengoBanHas 103a mpenapara Ieracuc® cocrasiser 180 mkr 1 pa3 B HEZIETIO B
KOMOUMHAIMU ¢ puOABUPHHOM (IIEPOPAIbHO) WIIM B BHJI€ MOHOTEPAIIUH.

PexxuMm no3upoBanus pubaBupHHa, KOTOPBIN ClIEAYET CIOIb30BaTh B KOMOMHAIINY C
IpernapaToM Ieracuc”, npuBesieH B Tabnuue 1. PubaBupuH cienyer npuHUMATh BO BPEMS €/bl.
IIpooondcumenvnocms mepanuu

[Tpu kombunuposannoii ¢ pubasupurnom TEpany MPOAOIKUTEILHOCTh TEPATUH U 71032
pubaBUpUHA 3aBUCST OT TeHOTHIIA BUpyca (cM. Tabnuiy 1).

Ta6muna 1. Pesxim 1o3upoBanns npenapara [eracuc® u pubasupnia y maruentos ¢ XI'C.

I'enoTun Ho3za Jo3a pubaBupuHa JnmuTenbHOCTD
npenapara
IMeracuc”
I'enoTtun 1 ¢ HU3KOM BUPYCHOM Bec <75 xr = 1.000 mr
180 MKr
Harpy3Koil v ObICTpBIM 24 nnm 48 Henenb

Bec 275 xkr = 1.200 mr
BHUPYCOJIOTUYECKUM OTBETOM *

I'enoTurn 1 ¢ BEICOKOW BUPYCHOMU Bec <75 xr = 1.000 mr

Harpy3Koi u OpICTpbIM 180 mxr 48 Henenp

Bec 275 xr = 1.200 mr
BUPYCOJIOTUYECKUM OTBETOM*




['enoTun 4 ¢ ObICTPBIM Bec <75 kr = 1.000 mr

180 Mkr 24 unu 48 Henenb
BUPYCOJIOTUYECKUM OTBETOM * Bec >75 kr = 1.200 mr
'enotun 1 wim 4 6e3 OBICTPOTO Bec <75 kr = 1.000 mr

180 mkr 48 nenenp
BHPYCOJIOTHYECKOTO OTBeTa* Bec 275 xr = 1.200 mr
I'enorumn 2 wm 3 6e3 ObICTPOTO 180 Mkr 24 uenenn

800 mr

BHUPYCOJIOTUYECKOTO OTBeTa™*
I'enorun 2 wnu 3 ¢ HU3KOM
BUPYCHOI Harpy3Koi U ObICTPBIM 180 Mkr 800 mr 16 unu 24 nepenu
BHUPYCOJIOTUYECKUM OTBETOM ™ *
['enoTun 2 wim 3 ¢ BEICOKOH
BHUPYCHOM HAarpy3Koi U ObICTPHIM 180 Mkr 800 mr 24 nenenu
BUPYCOJIOTUYECKUM OTBETOM™*™*

* beictpsrit Bupycomorudeckuit otBet (PHK BI'C He onpenensercs) Ha 4 u 24 Henene IedeHU

** BpICTpHIl BUpycoloruueckuii oTBeT (pe3ynbrat onpenenenus PHK BI'C orpunatensHeiil) Kk 4 Hepese JCUCHHS
Huzkas Bupycnas Harpyska = <800.000 ME/mn

Beicokas BupycHas Harpyska = >800.000 ME/mn

[TpoaomKUTENTEHOCTD TEPANUHU Y TAIMEHTOB C TEHOTUIIOM 1, Y KOTOPBIX Ha 4 HeJene JeueHus

onpenensiercs PHK BI'C, nomkHa coctaBisaTe 48 Henenb, HE3aBUCUMO OT UCXOJHOM BUPYCHOM

Harpy3KH.

[Ipo10KUTENTBHOCT TEPATMU B TEUCHHE 24 HEIeb MOKHO pacCMaTpPUBaTh y MAI[UEHTOB!

e creHotunoM 1 u ucxomHO HU3KOM BUpYCcHOM Harpy3koi (<800.000 ME/mmn);

e creHoTunoM 4, y KoTopbix Ha 4 Henene pe3ynbTat onpenenenus PHK BI'C orpunarensHslit
U OCTaeTCsl OTpUIATEIHLHBIM Ha 24 Henee.

Onmnako, o0111ast MPoI0JKUTEILHOCTh TEPANHUH B TeUeHUE 24 HEJleTh MOXKET ObITh

ACCOLIMMPOBaHA ¢ OOJBIIUM PUCKOM PElHINBa, 4yeM 48-HeaenbHas IPOJ0HKUTEILHOCTh

nedenus. [Ipu pemenuu Bonpoca o NpoAOIKUTENBHOCTA TEPANIUU Y TAKUX MAILIMEHTOB CIEAYET

YYHUTHIBATh MIEPEHOCUMOCTH KOMOMHHUPOBAHHOM TEpPAIUU U JOTIOTHUTEIHHBIC TPOTHOCTHYECKUE

(bakTophl, Takue Kak cTeneHb Guoposa. C ermre 0obIel OCTOPOKHOCTHIO CIIETYET MOIXOAUTh K

BOIPOCY O COKpAIICHUU POAOKUTEIFHOCTH TePANuH y TAIIUEHTOB ¢ T€HOTHIIOM 1 1 uCX0oAaHO

BBICOKOM BUpYCHO# Harpy3koi (>800.000 ME/mi), y KOTOpBIX Ha 4 Henene pe3ynbTaT

onpeaenenus PHK BI'C orpuniatenbHbIil B OCTa€TCA OTPULIATENIBHBIM Ha 24 Henelie, MOCKOJIbKY

OTpaHWYEHHBIC IOCTYITHBIC JaHHBIC MPEITOJIAraloT, YTO COKPAIEHUE TTPOIOJDKATETLHOCTH

Tepanuu MOKET KpailHe HEraTUBHO MOBJUATh Ha YCTOWYMBBIA BUPYCOJIOTUUECKHI OTBET. Y

nanueHToB ¢ reHotunoM 2 wiu 3 u onpenenstouieiics PHK BI'C na 4 nenene nedenus,




HE3aBHCHUMO OT UCXOJHON BUPYCHOM Harpy3ku, MPOJOHKUTEILHOCTD TEPANNUU JOHKHA
cocTaBIATh 24 Henenu. Bo3aMoXxkHO cokpallieHue Tepanuu 10 16 HeJenb B OTAEIbHBIX TPYIIIax
NAIMEHTOB C TEHOTUIIOM 2 WK 3, HU3KOM BUPYCHOM Harpy3koit (ucxomuno <800.000 ME/mi), He
onpenenstomerics PHK BI'C x 4 Henene u ocrarorieiicst orpunarenbHoit 10 16 nenenu. [pu 16-
HEAENBHOM MPOIOJKUTEIbHOCTH TEPAMK BO3MOKHO YBEJIMYSHHE PUCKA PELUIUBA MO
cpaBHEHUIO ¢ 24-HenenbHOoM Tepanueil. [Ipu pemenun Bonpoca o Npoa0HKUTEIIBHOCTH TEPATUU
y TaKuX MAIUEHTOB CJIEIyeT YUUTHIBATh MIEPEHOCUMOCTH KOMOMHUPOBAHHOHN Tepanuu 1
JOTIOTHUTEJIbHBIC KIIMHUUECKHUE U IPOrHOCTHYECKHE (DaKTOPHI, TaKue Kak cTeneHb Gpuodposa. C
erie OOJIbIIeH OCTOPOKHOCTHIO CIEAYET MOAXOAUTH K BOIIPOCY O COKpPAIICHUH
MPOJOHKUTEILHOCTH TEPAIlUU y TAITUEHTOB C TCHOTUIIOM 2 WITH 3 U MCXO/JHO BBICOKOM
BUpycHO# Harpy3koit (>800.000 ME/mi), y KOTOpbIX K 4 Hefene pe3yabTat onpenenenus PHK
BI'C otpuniatenbHblii, MOCKOIBKY OTpaHUYEHHBIE JaHHbBIE MPEANOIaraiT, 4YTO COKpaIlIeHHe
MPOJOHKUTEIFHOCTH TEPAllUU MOKET KpaiHe HEraTUBHO MOBIUATH HA YCTOMUHNBOCTh
BHUPYCOJIOTUYECKOTO OTBETA.

Kimmandeckue JaHHbIC 1O MAIMEHTaM ¢ TEHOTUIIOM 5 ¥ 6 OTpaHWYEHBI, PEKOMEHTyeTCs
KOMOMHIpOBaHHas Tepanust nperaparoM [leracuc” u puGasupuaom (1000/1200 Mmr) B TeueHue
48 Henenb.

PekoMen TyeMast JUTHTENbHOCTh Monomepanuu npenapamonm Iezacuc® cocrasisier 48 Heens.

Hayuenmul, panee nonyuasuiue peyenue

PekoMeH/I0BaHHas 103a npenapara Ileracuc” B KOMOMHAIH ¢ pHGABHPHHOM cocTasisier 180
MKT 1 pa3 B Henemto. Jlo3a pubasupuna cocranisiet 1.000 mr B cytku (Bec <75 kr) u 1.200 mMr
(Bec =75 k).

[Tpu oGHapy>xeHuM BUpyca Ha 12 Hezene JeueHus Teparuio ClIeAyeT MPeKPaTHTh.
Pexomenyemas oOmast mpoA0KUTENBHOCTE Tepanuu cocTanisieT 48 nenens. [Ipu pemenun
BOIIPOCA O JICYEHUH MALMEHTOB C TEHOTUIIOM 1, HE OTBETHBIKX Ha MPEALIECTBYIOLIEE JICUCHHUE
NErMIMPOBAHHBIM UHTEPPEPOHOM U pUOABUPUHOM, peKOMEHayeMast oO1ast
IPOJOJDKUTEIBHOCTD TEPANINU JOJKHA COCTABIATD 72 HENEIH.

Ko-undexyus BUY-XI'C

180 Mkr 1 pa3 B HeZle0 B KaueCTBE MOHOTEpAIU Wi B KOMOMHauu ¢ pudaBupuHoM (800 mr)
B TeueHue 48 Helelb, He3aBUCUMO OT FeHOTHIA. bezonacHoCTh 1 3 HEeKTUBHOCTD
KOMOMHUPOBaHHOM Tepanuu ¢ pubaBUprUHOM B g03e 6osiee 800 MI ¥ TPOJOIKUTEIBHOCTHIO
MeHee 48 Hellellb U3y4eHa HeJIOCTaTOYHO.

Ilpoznosuposanue r¢hhekmusnocmu nevenusn

Iayuenmui, panee He nonyuasuiue ie4eHue




OmnpeneneHre paHHEro BUPYCOIOTHIECKOT0 OTBETA (CHIDKEHHE BUPYCHON HATPY3KU HIKE
nopora ornpeieJCHUs WK He MeHee yeM Ha 210g;0) Ha 12 Heaene Tepanuu MOXeT
POTHO3UPOBATH JOCTHKEHHE YCTOMYUBOTO BUPYCOJIOTHUECKOTO OTBETa (CM. TabIuILy 2).
[IporHocTuyeckas eHHOCTh OTCYTCTBHUS YCTOMYMBOTO BUpycosioruueckoro oteera (YBO) npu
MoHoTeparuu nperapatoM Ieracuc® cocrasmsier 98%. CXoQHas MPOrHOCTHYECKAS [IEHHOCTD
orcyrctBus YBO oOHapyxeHa y nmanueHToB ¢ ko-uHpeknuerr BUU-XI'C, momyyaBmmx
MOHOTepanuo nperaparoM Ieracuc® win KOMOHHIPOBaHHYIO Tepamto npenaparom Ileracuc”
u pubasupurom (100% u 98%, coorBercTBeHHO). [IpH kKo-uHpeknnun BUY-XT'C
nporHoctuyeckas neHHoctb YBO 45% u 70% BbIsiBIIeHA, COOTBETCTBEHHO, Y MAIIUEHTOB C
reHoTunamu 1 u 2/3, mosaydaBumx KOMOMHUPOBAHHYIO TEPAITHUIO.

Tabmuna 2. [IporHocTrdeckas eHHOCTh BUPYCOJIOTHUECKOTO OTBeTa Ha 12 Hemene

KOM6HHHpOBaHHOﬁ TCpaliii B pPCKOMCHAOBAHHOM PCIKUME.

I'enorun OTpuuarte/bHbIA pe3yJbTaT IHonoxuTEeIBHBIN Pe3yJabTAT
OtcyrctBue | OrcyrcrBue | [IporHoctuy | OTBET Yceronuusel | [Ipormoctny
OTBETa Ha yCTOMYMBOT | eckas Ha 12 il oTBET eckas
12 nenene 0 OTBETa LIEHHOCTh Hezene [IEHHOCTh
['enoTun 1 102 97 95% 467 271 58%
(n=569)
I'enotumn 2 u 3 | 3 3 100% 93 81 87%
(n=96)

HauueHmbl, panee noaydasuue ijeverue

Yy ManueHTOB, PAHEC HE OTBCTHUBIIUX HA JICUCHHUC, TP ITOBTOPHOM JICUCHHUU B TCUCHUC 48 unun

72 Henernp ObLIO MOKa3aHo, 4To cymnpeccus Bupyca Ha 12 nenene (PHK BI'C ke 50 ME/mun)

aBIseTcs nporuoctuueckuM kpurepuem Y BO. BepositHocTs orcyretBust YBO nocne 48 unu 72

HEACIDb JICUCHUA B Cl1ydac, €CJIM IMOAaBJICHUEC BUPYyCa HE ObLIO0 OTMEUYEeHO Ha 12 HEACIIC,

cocraBuina 96% u 96%, coorsercTBeHHO. BeposTHocTs noctmxenus Y BO nocne 48 nnu 72

HCACIIb JICUCHUA B CJIydac, €CJIU CYIIPCCCUA BUPYyCa ObLIa OTMeueHa Ha 12 HEACIIC, COCTaBHUJIa

35% wu 57%, COOTBETCTBEHHO.

Ykazanusa no Koppekuuu 003bl 6 C6A3U C NOOOUHBIM OCliICHEUEM

Obwue

Ecimu KOppCKOUA O03bI Tpe6yeTc;1 H3-3a KIMHUYCCKUX HJIN J'I3.60paT0pHBIX pCaKLII/Iﬁ CpC,Z[HCﬁ n

TSDKETION CTETICHH TSDKECTH, OOBIYHO JIOCTATOYHO CHU3HTH /103y Ipenapara 10 135 mMxr. OmHako

B HEKOTOPBIX CITydasx TpeOyeTcs yMeHbIUTH /103y 10 90 Mkr unu 45 Mkr. [locne paspemenus




MOOOYHBIX PeaKkIUil MOXKHO PaCCMOTPETh BOMPOC 00 YBETUUYEHUHU JI03bI IIpernapara, BIJIOTh 10
nepBOHAYANLHOM (cM. «Mepbl ipeocTopokHOCTH» U «[1060YHOE AeiicTBHEY ).
I'emamonocuueckue

YMeHbIICHHE H03bI PEKOMEHIYETCS PH CHIKCHUH YKciIa HeHTpouiIoB Mernee 750 KIeTOK/MKIL.
VY 6onbHBIX ¢ abcoMOTHBIM unciioMm HeiitpoduaoB (AUH) meree 500 KiIeTOK/MKIT JIe4eHHE
CJIEAyeT MpepBaTh 10 TEX MOp, IMOKa ITOT MOoKa3zarelb He nmpeBbicHT 1000 KIeTOK/MKII.

IIpumeneHue npenapara IMeracuc®

cllelyeT BO30OHOBUTH B J103€ 90 MKT I10Jl NEPUOANUECKUM
KOHTPOJIEM YHClia HEUTPOpUIOB (IEpUOAUYHOCTh KOHTPOJIS OMPEEIIIETCS BPauoOM B KaXJI0M
KOHKPETHOM CJIy4ae WHIAUBUAYAIbHO).
Ymenbmenne 10361 10 90 MK peKOMEHIYyeTCsl IPY CHHYKEHUH YHCIa TPOMOOIIUTOB MEHEe
50000 knetok/mMKII. Y OOJMBHBIX C YHCIOM TpoMOOoIUTOB MeHee 25000 kiieTok/MKII penapar
HY>KHO OTMEHHUTh. PeKOMeH a1y 1o JISYeHUIO aHEMUHY, BO3HUKIIIEH BO BpEMs Tepanuu:
1) Jlo3a pubaBupuna cHmkaercs 10 600 mr/cyt (200 mr yrpom u 400 Mr BeuepoM) B OJHOM 13
CIENYIOIINX CUTYaLUi:
e Hb camxaercs menee 10 r/m1, HO ocTaercs Oosee 8.5 /11 y marueHToB 6e3
COITYTCTBYIOILIEH CepJICYHO-COCYAUCTON MAaTOIIOTUH;
o Hb cumxaercs Ha 2 1/ uinn Ooliee B TeueHue JIIoObIX 4 HelleNnb Tepanuu y
MAIMEHTOB CO CTAOMIIBHBIM CEPJeUYHO-COCYIUCTHIM 3a00JIEBAaHUEM.
He pexomenyercst yBennuuBarth 103y puOaBUpHHA JI0 TIEPBOHAYATIHHOM.
2) Tlpuem pubaBUpHHA JOIDKEH OBITH MPEKPAIIEH B OHON U3 CICAYIONIHX CUTYAI[HIA:
o Hb cumwkaercs MmeHee 8.5 r/1 y manueHToB 0€3 COMyTCTBYIOIIEH CepaAeUHO-
COCYAMCTOM MAaTOJIOTHH;
e Hb ocraercs menee 12 r/an yepes 4 HeneaH, HECMOTPSI HA CHIKCHHUE JI03bI, Y
HaIMEHTOB CO CTAOMIIBHBIM CEPJIeUHO-COCYIUCTBIM 3a00JIEBaHUEM.
[Tocne mpekpaieHus npuemMa pubaBUpruHa U pa3perieHust ToO0YHOro JeMCTBUS BO3MOXKHO
BO300HOBHUTH €ro npueM B 103e 600 Mr/cyTkH ¢ nmocieayromuM nossinenreM 10 800 Mr/cyTku
10 YCMOTPEHHIO Bpada. He pekoMeHIyeTcst yBeTnuuBaTh 103y puOaBUpPHHA 0 TIEpBOHAYAITEHON
(1000 mr wu 1200 mr).
[Tpu HenmepeHocuMoCTH pubaBUpUHA CIETYET MPOJIOHKUTH MOHOTEPAITUIO IIPErnapaToM
IMeracuc”.
Ta6muma 3. Koppekius 70361 TPU BOZBHUKHOBEHUH TTOOOYHOTO TIEUCTBUS (JIOMTOJTHUTEIBHYIO

UH(OPMALIMIO CM. BBIIIE B TEKCTE).

CHuxenue ITpuocranos- | YMenbmenue | Ilpuocranos- | OtmeHna
T103b1 JeHne J103Bbl JeHHe KOMOUHUPO-
pubaBuprHa | mpUeMa npernapara npruemMa BaHHOTO
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10 600 mr pubaBupuHa IMeracuc” 10 npenapara JICYCHUS

135/90/45 Meracuc®

MKT
AGcomoTHOe <750 <500
YHCIIO KJICTOK/MKII KJIICTOK/MKJI
HelTpoduos
Yucno <50 000 <25 000
TPOMOOIIMTOB KJIETOK/MKJT KJIICTOK/MKJIT
>25 000
KJICTOK/MKJIT
Hb <10 r/mnun <8.5 r/nmn

OtcyTcTBUE >8.5 r/mn

CepJICUHO-
COCYHCTOTO

3a00J1eBaHUS

Hb cHmkenne Ha | <12 r/mi,
CrabwibpHOe | >2 1/10 B Jaxe gepes 4
CepJIeUHO- TEUEHHE HEJIEIN
COCYAHCTOE 00BIX 4 Teparnuu B
3a00j1eBaHKe | HEJECb CHIDKEHHO

Tepanuu n03€e

Ceazanmubie ¢ HapyweHuem QyHKyuy neveHu

VY nmanueHToB ¢ XpoHU4YecKuM renatutoM C xapakTepHbI KoJIeOaHUs B OTKIIOHEHUSX OT HOPMBI
pe3yabTaTOB NEYeHOUHBIX Mpo0. Kak v mpu Tepanuu apyrumu npenaparamMmu HHTepQepoHa
anbda, Mpu Tepanuu npenapaTom Heracuc® naGnronaercs nosbimenne aktueHoctd AJIT Bbiie
MOKAa3aTessl 10 JICUEHHUs, B TOM YHCJIE U Y MMAIIMEHTOB C BUPYCOJIOTMYECKUM OTBETOM.

B knuHnueckux uccnenoBanusax y 8 u3z 451 nanuenTa ¢ XpoHU4ecKuM renatutom C,
MOJTYYaBIINX KOMOMHUPOBAHHYIO TEPANUIO, HAOIIOAIOCh U30JUPOBAHHOE TTOBHITIICHUE
aktuBHOCTH AJIT (mpeBsiiiaroliee BEpXHIO TpaHuIly HOpMbI B >10 pa3; uiv npeBbllaoliee
HCXOJHBIA YPOBEHb B >2 pa3a Jisl MallUeHTOB ¢ UCXOIHBIM ypoBHeM akTuBHOCTH AJIT B 10 pa3
BbIIlI€ BEpXHEN I'paHUIbl HOPMBI), KOTOPOE Ucue3io 0e3 u3meHeHust 103bl. [Tpu
MpOrpeccupyromieM mopbiieHnr akTUBHOCTH AJIT mo cpaBHEHHUIO ¢ TOKAa3aTeNAMH A0 JICUEHHUS,
J103y Mpernapara Heracuc® HY>KHO BHauajie ymMmeHbInTh 10 135 mkr. Ecnu aktuBHOCTS AJIT,

HECMOTPA Ha CHUKCHHUEC NO3bI, IPOJOJIKACT YBCIIMUUBATHLCS UJIIA COIMMPOBOXKIACTCS IMMOBLINICHUEM
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KOHIEHTpaluu OUITUPYOHHA WM MPU3HAKAMU JEKOMIICHCAIIMK TEYEHOYHOr 0 IIpolecca,
Ipernapar ciaeayeT OTMEHUTD.

VY nauueHToB ¢ XpOHUYECKUM IrenaTuToM B BO3MOXKHO Ipexosiiee YBeITUnYeHUE aKTUBHOCTH
AJIT, uHora npeBbllIaOIIee BEPXHIOK rpaHuily HOpMmbl B 10 pa3, KOTOpoe MOKeT
CBUJICTEILCTBOBATH 00 HMMYHHOM KinpeHce. Jleuenne oObIYHO HE ClieyeT HAaUMHATh, €CIIU
aktuBHOCTH AJIT mpeBblmaeT BEpXHIO0 rpaHUIly HOpMBI Oojiee yeM B 10 pa3. [Iponomxenue
Tepanuu Tpedyer Oonee yactoro KoHTposst aktuBHOCTH AJIT. [1pu cHIYKEHUM 1031 UITH
BpEMEHHOIT oT™MeHe mpenapara [Teracuc” Teparus MOKET GBITh BOCCTAHOBJICHA IOCTIE
HOpManu3anuu aktTuBHOCTH AJIT.

Ocoovle zpynnal 601bHbIX

Pexomenmammu 1o J03UPOBaHUIO Y OCOOBIX TPYIII MAIUEHTOB YKa3aHbI B pa3Jiene
«OcoO6eHHOCTH MPUMEHEHUS Mpenapara 6epeMeHHbIMU KEHIIMHAMU, KEHIIIUHAMHU B IIEPHO/T

T'PyAHOI'O BCKapMJIMBAHUS, AETbMU U B3POCJIIbIMU, UMCHOIIIUMH XPOHUYCCKUC 3a00J1€BaHU Y.

MepbI Ipe10CTOPOKHOCTH

Heitipo-ncuxuueckue paccmpoiicmea

Y HEKOTOpBIX GOIBHBIX, KAK BO BpeMsi JiedeHus mperaparoM Ileracuc”, Tak B Tedenue 6
MECSIIEB TOCTe MPEKPaIleHUs JeueHus, HaOII0Januch TsHKeNble TOOOYHbBIE peaKlUuy CO CTOPOHBI
nenTpanbHoit HepBHOU cucteMbl (LIHC), B vacTHOCTH: nenpeccus, CyuIuaaibHas
HAaCTPOEHHOCTh U CyUIIAANIbHBIE MONBITKY. [Ipy Tepanuu nateppepoHamu anbpa HabI0 aINuCh
U Jipyrue nobounslie peakiuu co ctoponsl LIHC, B Tom ymcne arpeccuBHOE MOBEACHNE, MHOT A
HarpaBJIEHHOE IPOTHUB JPYTUX JI0/IeH (HarpuMep, TOMULIUJAIbHbIE HJIEH ), CITyTAHHOCTh
CO3HaHMS, HapyLIEHUs IcUXU4ecKkoro craryca. Ciaenyer BHUMATEIbHO HA0II01aTh 32
COCTOSTHUEM IAlIUEHTOB JIJIS1 BBISIBIICHUS IPU3HAKOB WJIM CUMITOMOB IICUXUYECKUX PACCTPOMCTB.
Ecin Takne CMMITOMBI BO3HUKAIOT, TO Bpay J0JKEH IOMHUTB O MOTEHIMAIBHON CEPhE3HOCTH
ITUX HEXeNaTeJIbHbIX SABJICHUNA 1 HEOOXOJMMOCTH COOTBETCTBYIOLIETO JeueHus. B ciydae, eciau
CUMITOMBI IICUXUYECKUX PACCTPONCTB COXPAHSIIOTCS MM YXY/IIAIOTCS UITU BBISABIISETCS
CYMIMAANbHAS HACTPOSHHOCTD, PEKOMEHIYeTCs OTMEHHTB Tepariio npenaparom Ileracuc” u
OKa3aTh HEOOXOAUMOE COOTBETCTBYIOIEE JICUCHHE.

Tayuenmoi ¢ masxcenvbimu NCUXU4ECKUMU 3a001€8AHUAMU (6 MOM YUCTe 8 AHAMHe3e)

ECi IPUHATO PeleHne 0 HeoOXOIMMOCTH JiederHns npermapatoM Ileracuc” manueHTos c
TSKEJIBIMU IICUXUYECKUMH 3a00J1€BaHUSIMU (B TOM YHUCJIE B aHAMHE3€), TO TEPAIHIO CIETyeT
HA4YMHAThH TOJIBLKO MOCJE MPOBEIECHUS COOTBETCTBYIOIIEr0 00CIEI0BaHUS U JICUEHHUS

INCUXHUYCCKOI'O paCCTpOﬁCTBa.
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Ecin IMeracuc® Gyaer IpUMEHSTHCS B KOMOHHALMH ¢ PHOABHPHHOM, 00S3aTEIBHO
03HAKOMBTECH TAK)KE C MHCTPYKIUEHN 110 MEAULIMHCKOMY IPUMEHEHUIO pUOaBUpHHA.

Bcewm nanuenTam nepej BKIIOUEHUEM B KIIMHUYECKUE UCCIIEI0BAaHUS XpOHUUEcKoro remnatuta C
IPOBOJWIIACH OMOIICUS TIEYEHH, OJJHAKO B OTAEIBHBIX CIIydasx (Hampumep, y MalueHTOB C
TFEHOTHUIIOM 2 UJIH 3) JieueHHe BO3MOXKHO U 0€3 TMCTOJIOrMUECKOro MOITBEPKACHUS.
Heo0xonruMo yuuThIBaTh TEKYLIME KIMHUYECKUE PEKOMEHIAIUY JIJIsl OIIPEAETICHUS
HE00X0IMMOCTH OMOIICUH MTEYECHH TIepel HauaIoM JICUCHHUSI.

VY nmanueHToB ¢ HopMallbHBIM ypoBHeM akTUBHOCTH AJIT nporpeccupoBanue ¢pudbposa
IPOMCXOIUT OOBIUHO ME/IJICHHEE, YEM Y MAIMEHTOB C MOBBIIIEHHBIM YpoBHEM akTUBHOCTH AJIT.
3T0 HE0OXOAUMO YUUTHIBATH HAPSAY C APYrUMH (hakTopamu (reHoTur Bupyca remnatura C,
BHETICUCHOYHBIE MTPOSBIICHUS, PUCK TIepeadn HH(MEKIUH U T.I1.), BIUSIOMIMMHI HA IPUHSATHE
peLIeHHs O L1e1eCO00pa3HOCTH MPOBEICHUS JICUSHUSL.

Jlabopamopnuie noxkazamenu 00 u 80 8peMs 1eUeHUs.

Jlo Hauana nedenns npenaparom Ieracuc”™ BceM GONBHBIM PEKOMEH/IYETCS IPOHTH
CTaHJApTHBIE O0IME KIMHUYECKUE H OMOXMMUYECKHE aHATTU3bI KPOBH.

WMuunnuanys Tepanuy BO3MOXKHA [P CIEAYIOIUX UCXOIHBIX IIOKa3aTeIX:

- yucio TpomMobo1uToB >90000 KIeTOK/MKII,

- abcomoTHOE Yuciio HeUTpodmioB >1500 KIeTOK/MKIT,

- KOMIIeHcupoBaHHas QyHKIus mutoBuaHOM xene3bl (TTI u T4 B npenenax HoOpMaIbHBIX
noKazarenei),

- konnyectBo CD4+ numponnron >200 knerox/mxn mwim CD4+ >100 - <200 knerok/mMki, a PHK
BHY-1 <5000 xomwuit/ma (BUU-1 Monitor Test, v.5) y maiuenToB ¢ ko-undekiuein BUY-XT'C
IMeracuc” (B B MOHOTEPAMNHI WK B KOMOMHALIMN C PUOABMPHUHOM) CIIEAYET MPHMEHSTH C
OCTOPOKHOCTBIO IpU reMoryiodnHe Menee 12 /.

[Tocne Havana Tepanuy OOLIMI KIMHUYECKUH aHAIN3 KPOBU HEOOXOIMMO MOBTOPUTH uepes 2 U
4 Henenu, a OMOXUMUYECKUN — Yepe3 4 HeJeNH; IabopaTOpHBIC aHATU3HI CIIETYET MPOBOAUTH
NEePUOANYECKH BO BPEMsI TEpaIHH.

B KIMHHYECKHX HCCIIEIOBAHMAX MIPH JiedeHun nperapatom [leracuc™ cHImkamoch kak obee
KOJIMYECTBO JICHKOIMTOB, TaK M a0COMOTHOE Unciio HelTpoduioB (AUH) 0O6b14HO co BTOpOit
Henenu tepanuu. [Iporpeccupyromee canxkenne AUH depes 8 Henenb Tepannu BCTpeyanoch
HevacTo. CHmkenne AYH 6bu10 00paTuMbIM MOCIe yMEHbIIEHUS 03Bl WIIM OTMEHBI Ipernapara,
y OOJIBIIMHCTBA MAIlMeHTOB Moka3aTens AUH nocturan HopMalbHOTO 3HAUEHUS Yepe3 8 Hellelb

H BO3BpaIaJICA K UCXOAHOMY 3HAYCHHIO Y BCECX IMALMUCHTOB ITPUMEPHO UCPE3 16 HEACIIb.
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Tepanus nperaparoM Ileracuc® cBsi3aHa CO CHHKEHHEM UHCIIA TPOMBOIHTOB, KOTOPHIC
BO3BPALIAJIUCH K HCXOJHOMY YPOBHIO B TeUEHHE MEeproia HAOII0IeH s 1Tocie JeueHus. B
HEKOTOPBIX CIIydasix MOXET MOTPeOOBaTHCSI U3MEHEHHUE J103BI.

B KIMHUYECKHX HCCIIEIOBAHMSAX IIPH KOMOMHUPOBAHHOM JleueHHH npenaparom Ileracuc® u
pubaBuprHOM Bo3HuKkHOBeHHE aHemun (Hb <10 r/mn) Habmronanock y 15% nmamueHToB ¢
xpoHuueckuM renatutoM C. HYacToTa BOSHUKHOBEHHUS aHEMHMHU 3aBUCHUT OT JUIMTEIBHOCTU Kypca
TEpanuu U A03bl pubaBUpHUHA. Y JKEHIIUH PUCK PA3BUTHUS aHEMUH BBIIIIE.

Kak u npu ucnonp30BaHUM APYrUX UHTEPPEPOHOB HYKHO COOIIOIaTh OCTOPOXKHOCTD IIPU
Ha3HaueHuHu mpenapata Ileracuc” B KOMOHHALMY C APYTUMH MHEIOTOKCHUHBIMH [PENapaTaMH.
B nurepatype onucaHnsl ciydad BOSHUKHOBEHHMS IAHIIUTOIIEHUH U CYIIPECCUU KOCTHOIO MO3ra
yepe3 3-7 Heenb Mocye Havala NIPUMEHEHNs puOaBUprHa B KOMOMHALIMY C a3aTHOIIPHUHOM.
MuenoToKCHYHOCTh HOCHJIAa 0OpaTUMBIN XapakTep U hcue3alia B TeueHue 4-6 Hesenb mocie
oTMeHb!I IpoTuBOBUpPYCcHOI Tepanuu XI'C u azatuonpuna. Ilocie B0306HOBIEHHS OHOTO U3
BUJIOB JICYCHUs (IIPOTUBOBUPYCHAS TEPAIUs WIN a3aTHONPUH) MOJ00HBIN 2PdeKT B
JabHENIEM He pa3BUBaJIcs (cM. Takxke «B3aumonencTBue ¢ IpyruMu JeKapCTBEHHBIMU
CpEICTBaMu»).

Heo6xo11uMo B3BECUTh MOTEHLUANBHBIM PUCK U MOJIB3Y IEpel HauyaioM Tepanuu y O0JIbHBIX
XI'C c Heynauelt paHee NpOBOAMMOM Tepanuy U MPEPBABIINX TEPAIUIO B CBS3H C
reMaTOJIOTMYECKUMU HEXENAaTeIbHBIMU SIBIICHUSIMH, IIOCKOJIBKY MCITOJIb30BaHUE Mperapara
ITeracuc” y TakuX MAIMEHTOB HEAOCTATOYHO H3YUEHO.

OHOOKpuHHAsA cucmema

IIpH HCIIONB30BaHNH HHTEP(EPOHOB anbha, B TOM uncie npenapata [leracuc”, HaGmogamucs
HapylieHns QyHKINUN MIUTOBUIHOMN Kele3bl WK YXYIIICHHE PaHee CYIeCTBOBABIINX
3a60IIeBaHMil IUTOBHIHOI XKere3sl. [lepen HauamoM Teparuu mpenaparom Heracuc” ciemyer
uccnenonatb ypoBHu TTI u T4. Jleduenue npenapatom IMeracuc” MOXeT GBITH HAYATO HITH
IIPOJIOJKEHO, €CiIA ypoBeHb TTT MOKeT moaaepKuBaThCs B Ipeiesax HOpMalIbHbIX 3HAYCHUN
MeAMKaMEHTO3HO. [Ipy BOBHHKHOBEHNHU KIMHUYECKUX CUMIITOMOB BO3MOXHOM TUCHYHKIUU
IMIMUTOBHUIHOM KeJie3bl HeoOxoaumo uccnenoBath TTI Bo BpeMs Tepanui.

Kaxk 1 TpH Tepamun ApyriMy HHTephepoHaMHu, IPH pHUMeHeHnH mpenapara Ileracic”
Ha0JI0/1aTMCh TUTIIOTJIMKEMHs], TUHIIEPIIIMKEMHUsI U caxapHblid quadet. [lannenTs ¢
BBIIIETIEPEUNCIEHHBIMU COCTOSIHUSIMHU, KOTOPBIE HE MOAJA0TCS aJIeKBaTHOW KOPPEKLINH, HE
JIOKHBI HAYMHATH MOHOTEpAIHio nperapatom Ileracuc” niik KOMOHHHPOBAHHYIO TEPAITHIO
npemnapatom [Teracuc”™/ puGaBHPHHOM, a B CITy4ae PasBUTHS TOTOOHBIX COCTOSHHIT BO BPEMsI
JICYCHUS TEPANHIO CIENYET IPEKPATUTh.

Cepoeyno-cocyoucmas cucmema
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ApTtepuanbHasi THIIEPTEH3Hs], CyIIPaBEHTPUKYJISIPHBIE ADUTMUH, 3aCTOMHAs CepAcUHas
HEI0CTaTOYHOCTh, 00JIb B IPYIHON KJIETKe U MH(PAPKT MUOKApP/Ia ACCOLUUPOBAINCH C TEpAITUeH
uHTEephepoHaMu anbga, BKIIOYast IMeracuc”. ITamuentam c CEPIIEYHO-COCYAUCTON IaTOIOTUEN
nepe] Ha4ajaoM Tepaluy PeKOMEHIYeTCs AeIaTh dJIEKTpoKapauorpaMmy. B citydae yxynmenus
CEpIEYHO-COCYAUCTOrO CTaTyca TEPANUIO CIEAYyeT IPEPBaTh WK OTMEHUTD. Y MALIUEHTOB C
CepACYHO-COCYTUCTHIMH 3a00JICBAaHUSAMU aHEMHUSI MOXKET IPUBECTH K HEOOXOAMMOCTH CHU3HUTD
7103y WJIU TIPEKPATUTh IIPHUEM puOaBUpUHA.

Hapywenue ¢ynkyuu neuenu

IIpy pa3BUTHH HeueHOUHO HexocTarounocTy [eracuc” ciemyer orMennts. Tak Xe Kak U Ipu
Tepanuu IpyrumMu uarepdeponamu anbda ysenuuenue akruBHoctd AJIT mo cpaBHEeHHUIO ¢
FICXOJIHBIM 3HAYCHHEM HaGII0Nal0Ch BO BpeMs Tepaiy npernaparom Ileracuc”, Briodas
NAIMEHTOB ¢ BUPYCOJOTHYECKUM OTBETOM. [Ipu nporpeccupyromem Uiy KIMHUYECKA 3HAYUMOM
yBenuueHuu akTuBHOCTA AJIT, HecMOTps Ha CHUKEHUE 1O3bI, WIH, ECIIA 9TO YBEJINYCHHE
COITPOBO’K/IAETCS TIOBBIIEHHEM YPOBHS IPSIMOTO OMIIMPYOHUHA, TEPAIUIO CIEAYET OTMEHHUTH.

B otiinune ot XI'C, npu XI'B o0octpenue 3ab0o1eBaHus IEYEHU BCTPEYAETCS HEPEIKO U
COIPOBOXKAAETCA MPEXOAAIIUM U MOTEHIIUAJIEHO 3HAYUMBIM ITOBbIIIeHHEM akTuBHOCTH AJIT. B
KIIMHUYECKHUX MCCIIEJOBAHMSX BHE3AITHOE BBIPAKEHHOE MOBbIIIeHNEe akTuBHOCTH AJIT npu
Tepanuy IpenapaTom Ileracuc® y nauueHToB ¢ XI'B conpoBok1anock JErkUMU U3MEHECHHUSIMU
JIpYrux J1abopaTOpPHBIX MOKa3aTesel 0e3 MPU3HAKOB JeKoMIeHcaluy (pyHKIMY nedyeHu. B
IIOJIOBUHE CITy4aeB BHe3anHoro nosbiieHns aktuBHocTy AJIT, B 10 pa3 npesslaroniero
BEPXHIOKO TPAHHILY HOPMBI, 03a nperapata [Teracuc” Gbina CHIKEHA HITH TEPAIHS ObLIA
BPEMEHHO OTMEHEHA /10 HOpMaJIW3allu1 [T0Ka3aTessl, B TO BpeMs KaK y BTOPOl OJIOBUHBI
MAIMEHTOB TEPAIUIO MPOJI0JKaIN 0e3 n3MeHeHuil. Pekomenayercs 6osee yacto
KOHTPOJHMPOBATh (DYHKIIHIO IEYEHHU BO BCEX CITyyasX.

Peaxyuu eunepuyecmeumenvrocmu

[Tpu Tepanuu nHTEPPEPOHOM annbda peaKo HaOII0Ial0TCs CEPbE3HBIE PEAKIIUU
TUIEPYYBCTBUTEILHOCTH HEMEAJIEHHOTO TUIIA (HalIpUMep, KpanuBHUIIA, aHTMOHEBPOTUYECKUI
oTeK, OpoHxocnasM, aHaduiakcus). B ciiyuae pa3BUTHS O0OHBIX peakifil TEparuio
OTMEHSIOT U HEMEJIEHHO Ha3HAYal0T COOTBETCTBYIOIIYIO MEAUKAMEHTO3HYIO TEPAIIUIO.
[Ipexonsias coilib HE TPeOYET OTMEHBI TEPAIHH.

Aymoummynnwle 3a60ne6anus

[Tpu neyenun nHTEpPEepOoHaMU ab(ha ONMCAHO BOZHUKHOBEHUE AyTOAHTUTEN U ayTOUMMYHHBIX
3a0oJeBaHui. B rpymrme noBbIIEHHOT0 PUCKA HAXOIATCS MAMEHTHI C TPEAPaCIIOIOKEHHOCThIO
K Pa3BUTHIO ayTOMMMYHHBIX 3a00sieBaHui. [lalineHTsl ¢ mpU3HaKaMu WM CUMITOMaMH,

CXOOHBIMU C IIPU3HAKaMHU ayTOUMMYHHBIX 3a6OHeBaHHﬁ, JOJIKHBI IPOXOAWUTH TIIATCIBHOC
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o0creioBaHUE U TOBTOPHYIO OLIEHKY COOTHOIICHHUS MOJIb3bI U PUCKA OT MPOJIOJKEHUS Tepanuu
UHTEPPEPOHOM.

Jluxopaoka u ungexyuu

Hecmotps Ha TO, 4TO JIMXOpaaKa MOKET ObITh CBSI3aHA C TPUIIIONOA0OHBIM CHHAPOMOM, YaCTO
BO3HHUKAIOIIKUM IIPU T€pAUU HHTEPPEPOHOM, HEOOXOAUMO UCKIIOUHUTD IPYTUe MPUUNHBI
NEPCUCTUPYIONICH JTMXopaaku (B YaCTHOCTH, CEphe3HbIC OaKTEpHUaIbHbBIC, BUPYCHBIC U
rpuOKoBbIc HH(EKINH ), 0COOCHHO y MAIMEHTOB ¢ HeliTponieruei. [Ipu npueme nHTEpPEPOHOB
anbda, Brmodas [leracuc”, cooGImanocs o cepbesHbix HHBEKIHsIX (6aKTepHaIbHBIX, BAPYCHBIX,
rpubKkoBbIX). CleyeT HeMEeAJIEHHO Ha3HAYUTh COOTBETCTBYIOIIYIO ClIeUU(PUUECKYIO TepaIuio U
ormenuts Ieracuc®.

Og¢manvmonozuyeckue usmeHenus

Kak ¥ [IpH Tepamuu ApyruMi HHTephepoHaMu, IpHu JiedeHnn npenapatoM Ileracuc” B peakux
CIIy4asix OTMEYaJlach PETUHOMNATHS, BKJIIOYas KPOBOUBIIUSHUS B CETUYATKY, «BATHBIEY» SKCCYIATHI,
OTEK JIMCKA 3pUTEIIFHOTO HEPBA, HEBPHUT 3PUTEIBHOTO HEPBA U TPOMOO3 apTepuil WK BEH
ceTdaTku. BeeM manuenTam nepen Ha3HauYeHHEeM Teparii He00X0IMMO MMPOBECTH

o TanbMoIOrHYecKoe 00CcIe0BaHNe AJIs BBISBICHHUS MATOJIOTUHU TTIa3HOTo AHA. [Ipu nosBienun
Ko Ha yXyILICHHE OCTPOTHI 3PEHUS WU CYKEHHE MOJIeH 3peHusl clieyeT HEMEIIECHHO
IPOBECTHU NOJTHOE O TaIEMOJIOTHYEcKoe o0cenoBanue. [larrenTam ¢ ComyTCTBYIOIUMHI
3a00JIeBaHUSIMH OpraHa 3peHus (HampuMmep, quadeTudeckas Wi THIIePTOHUYIeCKas
PETHHOMATHS ) HEOOXOIUMO MPOBOIUTH TOMOTHUTENBHBIE OCMOTPHI BO BpEeMs TEparuu
npemaparom Ieracuc”. [Ipi BOSHHKHOBEHNH MM YXYALICHHH 0(TanbMOTOTHIECKOr0
3a00JIeBaHHS TEPANTUIO CIIETYET OTMEHHTb.

H3zmenenus co cmopomnvl 0p2anos OblXauusl

Kak ¥ nipu Tepanmn uaTephepoHaMu anbda, IpH nedeHnn npernapatoM Ieracuc” HabIIOaIICh
mo0OOYHbIE PEaKIMU CO CTOPOHBI OPTAHOB ABIXaHUS, BKIIIOUAs OJIBIIIKY, IETOYHbIe HHOUIBTPATHI,
ITHEBMOHWIO ¥ ITHEBMOHUT. [Ipy MOSIBIIEHUN TIEPCUCTUPYIOMIHX (CTOHKHUX ) HHOHUIBTPATOB WIIN
WHQUIHTPATOB HESICHOTO T€HE3a WJIH MPU HAPYIICHUN (QYHKITUH JIBIXaHUS TEPAITUIO CIICTyeT
OTMEHUT.

Hzmenenus co cmopomvl Kodicu

[Tpumenenne nHTEpHEPOHOB ATb(a aCCONMMUPOBAIOCH C 00OCTPEHUEM WIIH HHIYITUPOBAHUEM
Tcopuasa i capkon103a. BomsreiM nicoprazom ITeracuc” creayer HazHAYATh C OCTOPOKHOCTHIO,
a TIpY TOSIBJICHUU WJIM 000CTpEeHUH 3a00JIEBaHUS pACCMOTPETH BOIPOC 00 OTMEHE TEpAITHH.

Ko-undexuus BUY-XI'C

Hepe;l Ha4aJIOM JICYCHHS CJICAYCT BHUMATCIbHO O3HAKOMUTECA C BOSMOXKHBIMU MOOOYHBIMHU

s dexTaMu aHTUPETPOBUPYCHBIX MTPENApaToOB, KOTOPHIE MAIMEHT Oy/1eT MPUHUMATh COBMECTHO
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¢ ipenaparamu 11 Tepanuu XI'C. Y nanueHToB, OJHOBPEMEHHO MOJTYYaBIINX CTaBYAUH U
uHTEepPEpOoH ¢ i 0e3 pubdaBrprHA, YACTOTA BOSHUKHOBEHHS TAHKPEATUTA W/UIIN JIAKTAIU1032
cocraBuiua 3%.

[Taniuentsl ¢ ko-uHpeknueit BUY-XI'C, monyyaromne BbICOKOAKTHBHYIO aHTUPETPOBUPYCHYIO
tepanuto (BAAPT), MoryT HaxoAUTHCS B TPYIIIE PUCKA B OTHOIICHUH Pa3BUTHS JIAKTAIU03a.
ITo5TOMy ClIeyeT COOIONATh OCTOPOKHOCTH IPH K00aBeHHH npenapara Ieracuc”™ i
pubaBupuHa Kk BAAPT (cM. HHCTPYKLIHIO 110 METUIIMHCKOMY MPUMEHEHHUIO PUOABUPUHA).

VY nanueHToB ¢ Ko-uH(GEKIMEH U BRIpaKEHHBIM ITUPpo30oM, Tosrydarommx BAAPT, mpu
KOMOWHHPOBAHHOMN Tepanuu puOaBUpHHOM 1 HHTepheponamu, BKmodas Ileracuc”, moBbimreH
pHCK pa3BUTH (paTanbHOM MEYEHOYHON HEIOCTaTOYHOCTH. McX01HbIE TOKa3aTeNn, KOTOphIe
MOTYT OBITH CBSI3aHBI C IIEYCHOYHOH JEKOMITEHCAINEH Y TAIMEHTOB C KO-UH(EKINeH U
IIUPPO30M, BKITFOUAIOT B CeOs: MOBBIIICHHBIH CBIBOPOTOYHBIN OUIUPYOUH, CHIKeHHBIH HD,
MOBBILICHHYIO MIENOYHYIO (hocdaTazy Uil MOHUKEHHBIN YPOBEHb TPOMOOILIUTOB U JICYCHHE
nunanosuaom (ddl).

OnHOBpEeMEHHOE PUMEHEHNE pUOABUPHHA U 3UI0OBYAMHA HE PEKOMEHIYETCS U3-3a
MOBBIIIEHHOTO0 PUCKA BOSHUKHOBEHUS] aHEMUHU.

HeoOxoauM TiiaTenbHbI MOHUTOPUHT Ha MIPEIMET BBISIBICHUS TPU3HAKOB U CUMIITOMOB
NIEYEHOYHOH JIEKOMIICHCAINH (BKJIIOYask aCLIUT, SHIE(aIONaTHIO, KPOBOTEUEHUE U3 BAPHKO3HO-
pacIIMpEeHHBIX BEH, HApYLIEHHE CUHTETUUYECKON (DYHKIIMH MeYEHH; MoKa3aTelb >7 0aioB 1o
mkane Yaina-I1s10) y manmenToB ¢ ko-uHpekuueil. [lokazatens no mkane Yaina-Ilsto He
BCEr/la JOCTOBEPHO OTPAKAET HAIMYKE TEYCHOYHON JEKOMIIEHCALUU U MOYKET U3MEHATHCS 10
BIIMSTHUEM TaKUX (PaKTOPOB, KaK HEMpsiMasi TunepOniInpyOuHeMus, Tuoalb0yMuHeMus
BCJIE/ICTBHE MEAMKAMEHTO3HOHU Tepanuu. [Ipu pa3BUTHH IE€YEHOYHOW JEKOMIIEHCALUU TEPATIHIO
npemnapatom [Teracuc” crenyeT HeMeIICHHO OTMEHHTb.

ClieTyeT mposIBIIsTH OCTOPOKHOCTH TIPH Ha3HAYEHHH nperapata [leracuc” mareHTaM ¢ HI3KHM
ypoBHeM CD4+ immmoruto. M3-3a HETOCTATOYHOCTH TAHHBIX 110 3P ()EKTUBHOCTH H
0e30MacHOCTH MPUMEHEHUS TIpenapara Ieracuc® y narueHToB ¢ Ko-uHdpekueit BUU-XIT'C ¢
kosimyectBoM CD4+ nmumdonntos Menee 200 KIIETOK/MKIL.

Cmomamonocuueckue usmeHeHus

V NAnMeHToB, MOMyYa0IAX KOMOHHHPOBAHHYIO TeparHio nperapatom Ileracuc” n
pubaBUpPUHOM, HaOJI01aach NMAaTOJIOTHUs 3yOOB U MAapOJOHTA, KOTOPask MOXKET MPUBECTH K
norepe 3y60B. KpoMe TOTo, JUTHTENBHBIH Kype nedenns npenapartom Ileracuc”™ i puGaBupiuHOM
MOYKET BBI3BIBATH CYXOCTb ITOJIOCTH PTa, pa3pyllalolle BO3eHCTBYIONIYIO Ha 3yObl U CIU3UCTYIO

0007109Ky POTOBOM TTOJIOCTH. [1arimeHThI TOKHBI TIIATEIBHO YUCTUTH 3YOBI ABAXKIBI B ICHD U
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PETYJSPHO MPOXOIUTH 00CIIEAOBAHUE Y CTOMATOJIOTa. Y HEKOTOPBIX MAIUEHTOB MOXKET
BO3HHUKATh PBOTA, IOCIIE KOTOPOH PEKOMEHIYETCs TIATEIBHO MOJIOCKATh POT.

Hcnonvzosanue nacunmepgepona 8 kauecmae OIumenbHOU no0oepiucusaroueli mepanuu
(ucnonv308anue 6He 3apecucmpupOB8AHHbIX NOKA3AHUIL)

B pangomuzupoBanHoM koHTposupyemoM uccaeaopanuu (HALT-C) y manuentoB ¢ XI'C u
¢ubpo30M pazIMUHON CTANH, HE OTBETUBIINX HA MPEIIIECTBYIOUIYIO TEPAHIO, TPH
monoTeparuu nperaparom Ileracuc” B 103¢ 90 MKT B HEJENIO B TEUCHHE 3.5 JIET HE OTMEYaIoch
3HAYMMOTO COKPAIICHHUSI CKOPOCTH MPOTPECCUPOBaHUs (UOPO3a WK CBSI3aHHBIX C HUM

KIUHUYECKUX SBJICHUM.

Ilepeno3upoBka

Ornucansl city4au repe1o3upoBKY Ipernapara Ieracuc”® mpy BBEACHHH MpeMapaTa B TCUCHUE
JIBYX AHEH noapsy (6e3 coOnroaeHus HeIeIbHOTO MHTEepBaja) U Py €KeITHEBHOM BBEACHHUH Ha
MPOTSHKEHUH OJJHOM Henenu (cymmapHas no3a 1260 mxr B Heaento). Kakux-1mb0o HeoObIYHBIX,
CEPBE3HBIX U BIMSIONINX HA JICUCHHE HEXKENATEIbHBIX SABJICHUM HE OTMEUYCHO. B KITMHUYeCKuX
MCCJICIOBAHMSIX MIPU paKe MOYKU U XPOHUYECKOM MHUEJIOJNEK03€e pernapar BBOJWIN B 103aX 10
540 u 630 Mkr B Henemto. [Ipu3HakaMu TOKCUYHOCTH, OTPAaHUYMBAIOIIUMH JlajibHEIIIee
MPUMEHEHHE B ATHX J103aX, ObUIN CJIA00CTh, IOBBIIIICHHE aKTUBHOCTH IIEYEHOYHBIX (PEPMEHTOB,
HEUTPOTICHUS U TPOMOOIIMTOIICHHUSI, KOTOPBIE MOTYT BOZHUKHYTH H MPHU JICYCHUH OOBIYHBIMU
UHTEephEpOHAMHU.

Cneunduueckuit aHTHIOT OTCYTCTBYeET. [ 'eMoananu3 u nepuToOHeanbHbIN qUaIN3

Hed((EKTHUBHBI.

ITo0ouyHOE nelicTBUE
Jlannvle KTunHUYECKUX UCCIE008AHUTL

Xponuueckuu cenamum C

YacToTa 1 cTeneHpb TSHKeCTH HauboJiee pacpoCTPaHEHHBIX MOOOYHBIX PEaKIUil pU JICYCHUH

®
npemnapatoM lleracuc™ u uHTEpPepoHOM anbda-2a OJUHAKOBHIL.
Campble pacipocTpaHEHHBIE TOOOYHBIE PEaKIIUU MPH JICYCHUH TIpernapaToM eracuc® B no3e 180
MKT BBIpa)XE€HBI, KaK TIPABUIIO, JIETKO UM YMEPEHHO U HE TPEOYIOT KOPPEKIIUU JO3bI HIIN
OTMEHBI Ipernapara.

Xponuueckuil 2cenamum B

Ha npotskennn kypcea tepanuu (48 Heensb) U BO BpeMs HaOmoieHus 0e3 edeHus (24 Heaenn)
npod s 0€30MMaCHOCTH TIpenapara eracuc” GBI CXOXHBIM C TAKOBBIM mpu XI'C, xoTs yactora

mo604yHbIX A PexToB nmpu XI'B Obuta 3HAUUTENTHHO MEHBIIE, 32 UCKITFOYSHHEM YaCTOTHI
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BO3HUKHOBEHHUS JIUXOpAIKkH. Y 88% MalMeHTOB, MOJTy4aBIINX Heracnc®, OBLIM OTMEYEHBI
HEeXeJaTeNIbHbIC SIBJICHUS 110 CPAaBHEHUIO ¢ 53% MalMeHTOB, MOJy4YaBIINX JaMUBYIUH.
Cepbe3Hble HeXxenaTeIbHbIe SIBICHUS ObLIN 3aperucTpupoBanbl y 6% u 4% nanueHTos,
COOTBETCTBEHHO. Y 5% MalMeHTOB, MOJYy4YaBIIUX Heracnc®, 1 MeHee yeM y 1% manueHTos,
MOJTYYaBIINX JIAMUBY/IMH, TEpanus Obljla OTMEHEHA U3-3a HEeXKeIaTeNIbHBIX ABJIeHUN. YacToTa
OTMEHBI Mpenapara He OTIIMYASTCS Y TAIUEHTOB C IIUPPO30M U 0e3 IUppo3a MEYCHH.

XDOHI/{’{€CKM1/7 eenamum C — nayuernivl, padHee He omeemueuiue Ha jiedeHue

B uenom npoduis Ge3omacHocTy npenapata [leracuc” B KOMOHHALHE C PHOABUPHHOM Y
NalMEHTOB, PaHee HEe OTBETHUBILUX HA JIeYEHUE, ObLII CXOHBIM C TAKOBBIM Yy IAaLlUEHTOB, paHee
HE MOJIyYaBIINX JICUYEHHE.

B knuHMYecKoM UcClIefOBaHUY, BKIIIOYaBIIeM 72 1 48-HenenbHOE JICUCHUE MallueHTOB, HE
OTBETHUBIIMX Ha paHee MPOBOJMBLIYIOCS TEPANUIO ErUIMPOBAHHBIM HHTEPPEPOHOM ajbda-
2b/pubaBupuHOM, 1aOOPATOPHBIE OTKIOHEHUS WIN HEKENaTeNIbHbIE SBJICHUS IPUBOANIH K
ormene npenapara Ileracuc® y 12% GoIbHBIX, a OTMEHE prOaBuprHa y 13% GONBHBIX,
MOJTyYaBIIUX JICYCHHE B TeUCHHE 72 Heaelb. B rpynmne 00iIbHBIX, TOTYYaBIINX JICYCHUE B
TedeHue 48 Henenb, 1a00paTopHble OTKIIOHEHUS WJIN HEXellaTeJIbHbIe SIBICHUS PUBOIMIN K
or™ene npenapara Ileracuc” B 6%, a OTMeHe pHGaBHpPUHA — B 7%. AHATOTMYHO Y TALUEHTOB C
LIMPPO30M H4aCTOTA OTMEHBI Tepanun nperapatoM [leracuc”™ n puGaBUPHHOM ObLIA BBILIC B
rpynine OoJIbHBIX, IOJMy4YaBIINX jJeueHue B TeueHue 72 nenensb (13% u 15%), uem B rpymne
OOJBHBIX, MOTYYABIINX JIedeHue B TeueHue 48 nenens (6% u 6%). B uccnenoanue He
BKJIIOYAJIMCh MAIMEHThI C OTMEHOM paHee MPOBOIMMON Tepanuu (MermInpoBaHHBIM
uHTepPepoHoM anbda-2b/pubdaBUprUHOM) [0 MPUYMHE FEMATOIOIMUECKONH TOKCUUHOCTH.

B npyroe 48-HenenbHOE KIMHUYECKOE UCCIIEOBAHNE OBIIIN BKIFOUEHBI MAIIUEHTHI C
BBIpXEHHBIM (prOpo3oM mim 1uppo3oM (ot 3 1o 6 6amtos no mkane Ishak), panee He
OTBETHUBIIIME Ha TEPANTUIO U UMEBIINE UCXOIHOE Ynciio TpoMOoruToB 50000 knetok/Mki. B
niepBbie 20 HeIeNnb UCcCae0BaHus HAOMIOAATUCH CIEAYIOIIHNE TA00paTOPHBIE OTKIOHEHUS CO
CTOPOHBI TEMATOJIOTHUECKHX MoKa3areneii: anemus (Hb menee 10 r/mn y 26 % nanueHToB);
nHeiitponenus (AUH menee 750 knetox/mkin y 30% manueHToB); TPOMOOIIMTONICHHS! (YHCIIO
TpoMOouuToB MeHee 50000 knetok/mMkn y 13% narueHToB).

Ko-undexyus BUY-XI'C

Ipoduis GesomacHocTn mpernapara ITeracic” (MOHOTEPAIHS M KOMOHHALHS ¢ PHOABAPHHOM)
y nanuenToB ¢ ko-uHpekuueit BUU-XI'C cxonen ¢ TakoBbiM y nanuenToB ¢ XI'C. K nqpyrum
He)KelaTeJIbHBIM SIBICHUSAM, BcTpeuaBmmmes y >1% - <2% narnuentoB ¢ ko-undexueit BUY-

XT'C npu neuennn npenapatom Ieracuc”/puGaBHPHHOM, OTHOCSTCS:
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TUMepIaKTalAeMus/IakTaTalia03, TPUII, THEBMOHUS, SMOLIMOHAIbHAS JIAOMIIBHOCTD, araTus,
3BOH B yIlIax, 0OJIK B TOPJIE ¥ TOPTAHU, XEHIHUT, IPUOOPETECHHAS TUTOIUCTPODUS U XPOMATYPHSL.
Tepanus npenapaTrom Ieracuc® ACCOIMHMPOBAJIACH CO CHIYKEHUEM a0COIOTHOTO KOJIMYECTBA
CD4+ numdonuuToB B niepBbie 4 HeNenu JeueHus 0e3 U3MEHEHUs UX MPOLIEHTHOTO COIEeP KaHUS.
KomnuectBo CD4+ numdonrTOB BO3BpaIIaIoCch K UCXOJHOMY MPU CHIDKEHUHU J03bl WK MOCIIEe
OTMeHBI Tepanuu. Haznauenue Ileracuca”™ He BIHSUIO OTPULATENIHO HA [10KA3aTelb BUPYCHOI
Harpy3ku BUY Bo Bpems Tepanuu ¥ B IEpHo]] HAOJIIOACHUS MOCIIE OKOHYAHUS TePaIIUH.
JlaHHBIE IO MPUMEHEHHUIO Y TTAIMEeHTOB ¢ KoaudecTBoM CD4+ nmumdoruroB menee 200
KJIETOK/MKJI OTpaHUYEHBI.

®
Iobounwvie peakyuu npu monomepanuu npenapamom Ilecacuc xponuueckozo eenamuma B u

®
XPOHUUYECKO20 ecenamuma C, a makoice npu mepanuu npenapamom Ilecacuc™ 6 KOM6MHCZMMM C

DM6GSMDMHOM XPOHUUYECKO20 cenamuma C

Jliist onucaHus 94acTOThl TOOOYHBIX PEAKIMIA UCTIONB3YIOTCS CIEAYIOIUE KaTETOPUH: OYEHb
gacto (>1/10), gacto (>1/100; <1/10), neuacto (>1/1000; <1/100), peaxo (>1/10000; <1/1000),
o4eHb penko (<1/10000).

Hnghexyuu:

4acTo - UH(EKLUU BEPXHUX JbIXaTeIbHbBIX IyTeH, OPOHXUT, KaHANU03 OJOCTH PTa, IPOCTOil
reprec, TpHOKOBbIC U OaKTepuanbHbIe HHPEKINH;

HEYacCTO - MHEBMOHUS, HH(PEKIINU KOXKH;

PEIKO - SHJIOKApANT, HAPYKHBIN OTHT.

Hobpokauecmeennvie u 310Kkauecmeennbie HOB00OPA308AHUSL:

HEYacTo - HOBOOOpa30BaHUE MEUEHHU.

Cucmema kposu u iumgpamuyeckas cucmema

4acTo - TPOMOOIUTONICHUS, aHEMUS, TUM(OaeHONATHS,

PEJIKO - HaHIIUTOTIEHUS;

OYE€Hb PEJIKO - arIacTUYecKas aHEMHUSI.

Hmmynnas cucmema:

HEYacTo - CAapKOUJ03, THPEOUIUT;

pelnko - aHauIakcus, CUCTeMHas KpacHast BOJIYaHKa, PEBMAaTOUIHBIN apTpuT;

OUYEHb PEJIKO - UIUONaTHYecKasi WM TpoMOOTHYeCKasi TPOMOOIIUTOIIEHUYECKasl MypILypa,
AQHTMOHEBPOTUYECKHM OTEK.

OHOOKpuHHAA cucmema:

4acTo - TMIIOTUPEO3, THIIEPTUPEO3;

HEYaCTO - CaXapHbIN quabeT;

PEAKO - TMA0ETUIECKUN KETOAIHI03.

20



Memabonuueckue HapyuieHus:

OYEHB YaCTO - AaHOPEKCHSI;

HEYaCTO - JACTUApPATAIHSI.

Tcuxuyeckue napywenus:

OYCHb YaCTO - Jenpeccus™, 0ecrokoncTBo, OeCCOHHMIA™;

9acTO - YMOIMOHAIBHEIE PACCTPOICTBA, U3MEHEHUS HACTPOSHUS, arPECCUBHOCTH, HEPBO3HOCTb,
CHW)KCHHE JTHOUJIO;

HEYAacCTO - CyUIIUJANIbHbBIE MBICIIH, TAJUTFOIUHAINH;

PENKO - CYUIU, ICUXUYECKUE PACCTPONCTBRA.

Hepsnas cucmema:

OYEHB YaCTO - TOJIOBHAS 00JIb, TOJIOBOKPYKECHHE™, HAPYIICHNUE KOHIICHTPAIINN BHUMAHHSI,
YacTo - HAPYIICHUS MMaMATH, CUHKOMAIbHbIE COCTOSIHUS, CIa00CTh, MUTPEHb, TUTIECTE3US,
TUIEPecTe3us, MapecTe3us, TPEMOp, HapyIIEHHE BKYCOBBIX OILIYIEHUI, HOYHBIE KOIIMAPBI,
COHJIUBOCTB;

HEYacTo - nepudepudeckas HEBPONaTHS;

PENKo - KOMa, CyJIOpOTH, HEBPUT JIUIIEBOTO HEPBA.

OpeaHn 3penus.

4acTo - HapyIICHHE 3peHUs, 00JIh B II1a3HOM sI0JI0KE, BOCTIAIUTEIbHBIC 3a00ICBaHMSI IJ1a3,
Kcepodrambmus;

HEYaCTO - KPOBOUBIIUSHUE B CETUATKY;

PENKO - HEBPUT 3pUTENLHOTO HEPBa, OTEK COCKa 3PUTEILHOTO HEPBA, OPAKEHUS COCYI0B
CETYATKH, PCTHHOMATHSI, SI3Ba POTOBUIIHI;

OYEHB PEJIKO - MOTEePS 3PEHUSI.

Opean cnyxa.

4acTo - BEPTHUTO, OOJIb B yXe€;

HEYaCcTO - TIOTeps CIIyXa.

Cepoeyno-cocyoucmas cucmema.

4acTo - TaXuKapaus, cepamneoruenue, nepudepuieckue OTeKH,

HEYacTo - apTepHalibHas THIIEPTEH3MUS;

penko - HHpapKT MUOKap/1a, 3aCTOWHAS CepJIeYHAs HeJIOCTaTOYHOCTh, CTCHOKAPIHS,
CYNPaBEHTPHUKY/ISIPHAS TaXUKAPIUS, apUTMUS, GUOPHILIALNS TIPEICepInid, ISpUKAPIUT,
KapAHMOMHUOTIATHS, KPOBOU3IIUSHUE B TOJIOBHOM MO3T, BACKYJIUT.

Opeanvl ObixaHust:

OYCHb YacCTO - OJbIIIKA, KAIICIIb,
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4acTo - OJIBIIIKA MTPU (GU3UYECKON HArpy3Ke, HOCOBOE KPOBOTEUEHUE, HA30(DapuHTHUT, OTEK Ma3yXx,
3aJI0)KEHHOCTh HOCA, PUHHT, OOJIU B TOPIIE;

HEYaCTO - CBUCTSILECE JbIXaHUC;

PEAKO - UHTEPCTUIINATBHBIN THEBMOHUT (BKJIFOYAs CIydau C JICTATbHBIM UCXOI0M), MO0
JIETOYHOW apTEpHUH.

Opeanwl sHceny00UHO-KUUeHo20 mpakma:

OYEeHb YacTo - Auapes™, TomHoTa*, 60JIb B )KUBOTE™;

4acTo - PBOTA, TUCIICTICUsI, TUCc(]arus, U3bs3BICHUE CIIU3UCTON MOJIOCTH PTA, KPOBOTOYHBOCTH
JIeCeH, TJIOCCUT, CTOMaTUT, METEOPH3M, CYXOCTh CIIM3UCTOM TOJIOCTH PTa;

HEYACTO - )KEIyI0YHO-KUIIICUHOE KPOBOTCUCHUE;

PEAKO - IENTHYECKAS S3Ba, TAHKPEATHT.

T'enamo-bunuapmuvie napyuenus:

HEYacTo - HapylIeHue (PyHKIUU TICUYCHU;

PEAKO - TICYCHOYHAsT HEOCTATOYHOCTh, XOJIAHTUT, KUPOBast JUCTPOPUS TICUCHHU.

Kootca u ee npuoamru:

OUYEHb YaCTO - AIOMNEIHS, IEPMATHUT, 3y]l, CYXOCTh KOXKH;

4acTo - ChIIb, IOBBIIIICHHOE ITOTOOT/IEICHUE, IICOPHA3, KpAITMBHUIIA, SK3eMa, KOJKHBIE PEaKIIUH,
peakuuu (OTOCCHCUOMITN3AIINN, HOYHBIC TIOTHI;

OYEHB PEJIKO - TOKCUYCCKHH MUAepMaTbHBIA HEKpou3, cuHIpoM CTruBeHca-/[>)KOHCOHA,
MyIbTU(OPMHAS dpUTEMA.

Onopno-0uzamenvhulil annapam.

OYEHb YaCTO - MUAJITUH, APTPAITHH;

4acTo - 0OJIM B CIIMHE, IIee, KOCTIX, apTPUT, MBITIIEYHAs cJIa00CTh, KOCTHO-MBIIIICUHast 00JTb,
MBIIIIEYHBIE CYIOPOTH;

PENKO - MHO3HT.

Mouesvioenumenvras cucmema:

PEAKO - TIOYeUHAsT HEOCTATOYHOCTb.

Penpooyxmusnas cucmema:

Y4acTO - UMIIOTCHIIHS.

Opeanusm 6 yenom:

OYEHb YaCTO - TUXOpajKa, 03H00™, 601b™*, acTeHus, c1aboCTh, pa3APaAXKUTEIHHOCTH, PEAKIIUU B
MECTE UHBEKIUNA*;

9acTo - OO B TPYTHOM KIIETKE, TPUTITIONOA00HBINA CHHAPOM, HEAOMOTaHUE, 3aATOPMOKEHHOCTb,

IMPUJIUBEI, XaXX1a, CHUKCHHEC BECA.
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*JTH MoOOUHBIE peakuu BCTpedanuch yacto (>1/100; <1/10) y marueHToB ¢ XpOHHYECKHM
remarutoM B, monmydaBumx Mosotepanuio nperaparom Ieracuc”.

Ilocmmaprkemunzogvle nadn1woenus

Hepenas cucmema: AIIEMHUYECKUI HHCYIIBT (4aCTOTA HE U3BECTHA).

Opean 3penus: Kak TP HA3HAYCHUU IPYTHX HHTEp()EpOHOB anbda, Mpu MPUMEHEHHUHU TIpenapaTa
ITeracuc” 3apEruCTPUPOBAHBI CEPbE3HBIE CIIy4al OTCIONKU CETUATKU (4acTOTa HE U3BECTHA).
Onopno-ogueamenvHulil annapam.: padbIoMHUOIH3 (4aCTOTa HE U3BECTHA).

Cucmema Kposu u mumgpamuyueckas cucmema: TIPU TPUMEHEHHH npenapata [leracuc” B
KOMOWHAIMH C pUOABUPHHOM 3apETUCTPUPOBAHBI CITydau MapIHaIbHON KPAaCHOKIETOYHOM
aryia3uv KOCTHOTO MO3Ta (OY€Hb PEAKO).

®p KOMOMHAIINHA C

Tcuxuueckue napywenus: Ipyu NpuMeHeHUH npenapata [leracuc
prOaBUPUHOM 3apEruCTPUPOBAHbI ClIydyal BOSHUKHOBEHHSI TOMULIUAAIBHBIX UIEH (OUYEHb PENIKO).
Kak nmpy Ha3HAYCHHH APYTHX HHTEP(BEPOHOB anb(a, Py NpuMeHeHH: nperapata [leracuc” B
Ka4eCcTBE MOHOTEPAITUHU MM B KOMOWHAIIMH C pUOABUPHUHOM BBISBIICHBI CIIy4al OTTOPIKECHUS
NIEYCHOYHBIX U TIOYESUHBIX TPAHCIUIAHTATOB.

Jlabopamopnuie nokazamenu

Tepanus npernaparoM Ileracuc” compoBoXkIanach ceyFOMUMI H3MEHEHUAMH 1a60PaTOPHBIX
nokasareJeii: mossiieHueM aktuBHocTd AJIT, runepOnmpyOonHeMueit, SIeKTPOIUTHBIMA
HapYIICHUSIMU (TUTIOKAIMEMUS], TUTIOKAIBIIHEMUS], TUITOGOoCchaTeMHs), TUTIO- U THIIEPTITUKEMHUCH,
TUNEPTPUTIHLIEPHIEMHUEH.

I1pu MoHOTeparuu npermaparom Ileracuc® u Ipi KOMOMHUPOBAHHON TEPATTHH ¢ PUOABHPHHOM Y
2% manMeHToB Ha0III0JaI0Ch MOBBIIeHNEe aKTUBHOCTH AJIT, 4TO MPUBOIMIIO K YMEHBIICHHIO
JI03BI WJTH TIPEKPAICHAIO JICUCHHUS.

Tepanus npenaparom ITeracuc” accoNMHPOBATAch CO CHIKEHHEM IeMaToNOrHIECKHX
nokasaresel (JiekoneHue, HeiTponeHuen, TumdorneHuei, TpoMOOIIUTONIEHUEH U CHUKEHUEM
HD), koTopkie yiydianick Ipu U3MEHEHUH JI03bI U BO3BPAIIAIKCH K HICXOAHOMY YPOBHIO Yepe3
4-8 Henenb nocie npekpauieHus tepanuu. Y 24% nanneHTos, nony4dasmux 180 MKr npemnapara
ITeracuc” u 1000-1200 Mr pubaBupiHa B TeueHne 48 Helemb, HAGTIOAANACH HEHTPOIICHH S
cpenueit crenenu Tsokectu (AUH: 0.749-0.5 x 109/J'I), a'y 5% nanueHToB - TshKelas
neiirponenns (AYH: <0.5 x 10%/n).

Anmumena k unmepgpepony: y 1-5% naruenros, nonygasmux Ieracuc”, ormedanocs
o0pa3oBaHNe HEUTPATHU3YIOIIKUX aHTUTeN K uHTepdepony. Kak u npu tepanuu 1pyrumu
UHTEephEpOHAMHU, HEUTPAITHU3YIOIINE aHTUTENA K HHTePEPOHY yallle HaOI01aluch Ipu
XpoHHYecKoM renatute B. OqHaKo KOppesus MeX 1y MOsBICHUEM aHTHTEN U

7 (PEKTUBHOCTHIO JICUCHUS HE BHISBIICHA.
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DyHKYUA WUMOBUOHOU Jicelle3bl. Tepanus pernapaToM Ieracuc® aCcCOIMUPOBAIIACH C
KJIMHUYECKH 3HAYMMBIMH N3MEHEHHUSIMHU J1a00PaTOPHBIX MOKa3aTesnell (yHKIUHU IIUTOBUIHOM
JKeJe3bl, KOTOpbIe MOTPeOOBaIM METUIIMHCKOTO BMEIIATeIbCTBA. YacToTa BOZHUKHOBEHUS
(4.9%) THX H3MeHeHuit pu Teparuu nperapatoM Ileracuc” u Apyrumu nHTEphEpOHAMH
OJIMHAKOBA.

Jlabopamopnvie nokazamenu npu ko-ungexyuu BUY-XI'C

HecmoTtps Ha TO, YTO ABJICHHS T€MATOJIOTUYECKON TOKCUYHOCTH (HEUTPOTICHHUS,
TPOMOOIIUTONIEHHUS, aHEMUS) y ManKeHToB ¢ Ko-uHpekuuern BUY-XI'C BcTpeuarorcs yare,
OOJIBIIMHCTBO U3 HUX KOPPEKTUPYIOTCS U3MEHEHHUEM JI03bl U HCIOJIb30BaHHEM (PaKTOPOB POCTa,
U IPEXICBPEMEHHAs OTMEHa Tepanuu Tpedyercs peaxo. CHHKeHne aObCOTIOTHOTO YncIia
HeiTpoduinoB HIke S00 KieTok/MKI Habmoaanock y 13% u 11% nanueHToB, moay4JaBImx
MoHOTepanuio nperapatom Ieracuc® u Tepamuro npemnaparom [eracuc”/puGaBupruHOM,
COOTBETCTBEHHO.

CHmxenne TpomOonuToB HIbke S0000 KIeTOK/MKI HaOII0JalI0Ch TPU MOHOTEPANTUN
npenapaTom Ileracuc® y 10% manueHnToB, a mpu KOMOMHUPOBaHHOU Tepanuu -y 8%. Y 7%
GOMBHBIX, IOMYYABIIIX MOHOTepanuio npemnaparoM [leracuc”, 'y 14% GONbHBIX, MOMyYaBIIHX

Ileracuc®/puGasupun, Gbina 3aperucrpuposana anemus (Hb <10 r/mn).

B3aumopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CPeACTBAMH

HccnenoBanus M0 U3y4E€HUIO B3aUMOJIEHCTBUS IPOBOIMUIIMCH TOJIBKO Y B3pocibIX. He BbIABIEHO
(hapMaKOKHHETHUECKOTO B3aMMOICHCTBHS MexKy mpenapatoM Ileracuc” i puGaBUpHHOM y
nanueHToB ¢ XI'C u npenapaTtom Heracuc® u JaMUBYJIMHOM Yy nanueHTos ¢ XI'B.

Tepanus nperaparom Ieracuc® 180 MKr/Heaenio B Teuenne 4-X HeJe/Tb He BIIHSIA HA
(bapMaKOKUHETHYECKUN IPOPHITb moadymamuoa, megheHumouna, 0edpu3oxXuna u 0ancoHa 'y
37I0POBBIX MYUHH J0OPOBOIBIEB, YTO CBHACTEILCTBYET 0 ToM, uto ITeracuc”™ in vivo He
OKa3bIBAaeT BIMSIHUE HA META0OIMYECKYIO aKTUBHOCTh 30 epMeHTOB 1uToxpoma P450 2C9,
2C19, 2D6 u 3A4.

ITeracuc” sIBISETCS YMEPEHHBIM HHTHOUTOPOM aKTHBHOCTH m3odepMenTa 1A2 murToxpoma P450,
BBISIBJICHO YBEIMYCHHUE TUIOIIAIH 110/ KpUBOH «KoHIeHTpauusi-Bpems» (AUC) meopurruna
npruMepHo Ha 25%. Y GONBHBIX, OHOBPEMEHHO mony4arommx Teodumius i ITeracuc”,
HEO00XO0IUMO KOHTPOJIMPOBATh KOHIIEHTPALMIO T€OPUIINHA B CHIBOPOTKE U MPOBOJIUTH
COOTBETCTBYIOIIYIO KOPPEKILUIO 103kl TeohuiuinHa. B3aumoseiictBue Mexay TeOQHUTMHOM U
npemnapatom [Teracuc”, mo-BUAMMOMY, JOCTHTAIOT MAKCHMyMa GoJiee ueM uepe3 4 Heern

Tepanuy mpernapaTom Ieracuc”.
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B dpapmakoxunernueckom uccnenopanuu y 24 manueHTon ¢ XI'C Tepanus npernapaTom
ITeracuc” 180 MKI/HeneIo B TeUCHHE 4 HeIeNb COMPOBOK/IATACH YBETHUCHHEM CPEIHIX
ypOBHEW MeTabOJIUTOB Memadorna (0OTHOBPEMEHHAs Teparus MeTaJloHOM B 03¢ oT 30 mr g0 150
Mr; Meanana 1036l 95 mr) Ha 10-15%. Kimnuueckoe 3HaYCHHME 3TOr0 B3aUMOICHCTBHS HE
OTpe/ieNIeHO, PEKOMEH TyeTCs TIIATeIbHO KOHTPOJIMPOBATH CUMIITOMBI HHTOKCUKAIIUU
MeTaloHOM. B yacTHOCTH, y MallMeHTOB, IPUHUMAIOLINX BBICOKHE J103bl METa10HA, UMEETCS
pucK yninuHeHus narepBana QTcC.

Ko-ungpexyus BUY-XI'C

B nononnurensHoM 12-HenenbHOM (papMaKOKHHETHYECKOM UCCIIEIOBAaHUM Y 47 MalluEeHTOB C
ko-uHpexuueit BUY-XI'C, 1enbio KOTOporo ObUIO ONPEAEIUTh BIUSHAE pUOaBUPHHA HA
BHYTPHUKIIETOYHOE (POCHOPMINPOBAHNE HEKOTOPHIX HYKICO3HTHBIX HHTHOUTOPOB 0OpaTHOMN
tpanckpunrassl (HUOT) (ramueyoun u 3udosyoun unu cmagyoun), OYEBUIHBIX T0KA3aTEIbCTB
MEXKJIEKapCTBEHHOTO B3aUMOJICHCTBUS HE 0OHapykeHo. OTHAKO H3-3a CYIIIECTBEHHbIX
KoJIeOaHUI 3HAUYEHUH, JOBEPUTEIbHBIC HHTEPBAIIBI OBUIH JOCTATOYHO IIHPOKH.
OpnnoBpemennsiii npuem HUOT, oueBuaHO, HE BIUSI HAa SKCIIO3UIMIO pUOaBUPHUHA B IJIa3ME.
He pekomenayercsi koMmOMHALMA TUAaHO3WHA U pubaBuprHa. PubaBupuH yBenTuunBaet
9KCIO3HUIIMIO JUIAHO3MHA U €r0 aKTHBHOTO MeTabosnuTa (IuaeokcuaaeHo3u S-rpudocdar) in
VItro, 9To MOXKET MPUBOAUTH K Pa3BUTHUIO (PAaTabHOM MEYEHOYHOM HEIOCTATOYHOCTH,
nepudepruyeckoil HEBpOINaTuu, MAHKPEaTUTa, CHMITOMATUYECKOMN
TUIEpJIaKTaTeMUN/TaKTaTaIl103y.

[Tpu ucnonb30BaHUM 3UJI0BYAMHA B KOMIUIEKCHOH Tepanuu BUY coolmmanock 00 yxyameHun
aHEeMUH, CBsI3aHHOU ¢ pubaBUprHOM. OHAKO TOUHBIM MEXaHU3M 3TOTO SBJICHUS €Ile MOJIEKUT
omnpezeneHuto. M3-3a moBbIIIEHHOIO PUCKa BOSHUKHOBEHUS! aHEMUU OJIHOBPEMEHHOE
npUMeHeHHe pubaBUpUHA U 3UA0BYIMHA HE peKoMeHayeTcs. Eciau koMOMHUpOBaHHas
AQHTUPETPOBUPYCHAS TEPAINS YK€ IPOBOAUTCS, CIEYET PACCMOTPETH BO3MOKHOCTD 3aMEHBI
3UJI0BYJIMHA, OCOOCHHO y MAllUEHTOB, UMEBIINX B aHAMHE3€ aHEMUIO, BBI3BAHHYIO 3UJIOBYTUHOM.
KombuHawmst men6ugyouna B 1o3e 600 Mr/cyTkn u nperapara Ieracuc” B nose 180 mMkr 1 pas B
HEJIENI0 aCCOLMUPYETCs C MOBBIIIEHHBIM PUCKOM Pa3BUTHS NMEepUPEepUIeCKOil HEBpONaThH,
MEXAHMU3M Pa3BUTHsI KOTOPOIl HeU3BECTEH. Henb3sl MCKIIOUNTD MOBBIILIEHHBIA PUCK Pa3BUTHS
nepudeprudeckoil HEBPOMAaTUU U JUIs IPYrUX HHTEp(EPOHOB (Kak CTaHAAPTHBIX, TaK U
NEermIMpoBaHHbIX). Kpome Toro, B HacTosIee BpeMs He YCTaHOBJICHA M0JIb3a KOMOWHAIINN
TeJIOUBYMHA U MHTEP(EPOHOB abda (MEerHIMPOBaHHBIX WM CTAHIAPTHBIX).

Aszamuonpun. Ipu NPUMEHEHUH prOaBUpUHA B KOMOMHAIIMH C a3aTHOIPUHOM BO3MOXKHO
yYCUJIEHUE MHEJIOTOKCHUYECKOT0 IeUCTBUA a3aThuonpruHa. PubaBuprun uHruOupyet

MHO3UHMOHOGOChAT feruiporeHasy - GepMeHT, y4acTBYIOIUN B MeTaboIu3Me azaTHonpuHa. B
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CBOIO OUYepe/Ib, II0/IaBIICHHE aKTHBHOCTH JIaHHOTO (pepMEHTA MTPUBOMT K MOBBIIICHUIO YPOBHS
6- MeTUITHOMHO3UHMOHO(DOC]ATA, YTO ACCOLIMUPOBAHO C PUCKOM MUEIOTOKCUYHOCTH Y
ManuCHTOB, NOJYYarOMUX a3aTUOIPHH.

Bo3MoxHO Ha3HaueHHe pruOaBUpUHA B KOMOMHAIIMY C a3aTHOIPUHOM, E€CIIH OXKHIaeMas MOJIb3a
TepaIuy NPeBbIIIaeT MOTCHIMAIBHBIA PUCK. B Takux ciydasx HE0OX0AUMO MPOBOAUTD
TL[IaTeHBHBIfI MOHUTOPHHI COCTaBa KPOBU HA NPCAMECT pa3BUTHUA MUCIIOTOKCUYIHOCTH. HpI/I
BO3HHUKHOBCHHUHU MUCIOTOKCHUYHOCTHU KOM6I/IHI/IpOBaHHy10 TCpaIurro CICAYCT OTMCHUTDH (CM.
TaKke «Mepbl IPE0CTOPOIKHOCTIY ).

Dapmayesmuyeckas HeCOBMeCmUMOCMb

Sanpemaercst cvenmnBath Ileracuc” ¢ APyrUME TEKaPCTBEHHBIME CPEICTBAMH, TTOCKOTIBKY

HCCIICAO0BAaHUS IO COBMCCTUMOCTU OTCYTCTBYIOT.

Oco0eHHOCTH NPMMeHEeHHs npenapara 0epeMeHHbIMH KEeHIIUHAMM, 'KEHIIUHAMH B
Nepuo/J rpyAHOr0 BCKaApMJIMBAHUS, 1eTbMH M B3POCJIbIMU, HMEIOIINMHI XPOHHYECKHe
3a00/1eBaHus

bepemennocmo u nepuoo cpyonozo éckapmaueanus

Kareropus C.

Bimstnue npenapara ITeracuc” Ha (bepTuIbHOCT He n3ydanock. [Ipu HazHaueHUH
nmaruHTepdepona anba-2a, Kak U Apyrux HHTepdhepoHoB anbda, 0OTMEUEHO yIIIMHEHHE
MEHCTPYaJIbHOT'O LIUKJIa CO CHM)KEHUEM U OoJiee MO3JHUM HACTYIJIEHUEM MaKCUMaJIbHBIX
KOHIEeHTpauui 17B-3cTpannona u nporecrepoHa y *«HUBOTHbIX. [Tocie oTMeHsl ipenapata
Ha0Jr01a1ach HOPMATU3alisl MEHCTPYaIbHOTO IIMKJIA.

Bausiaue maruntepdepona anbga-2a Ha GepTUIBHOCTh MYXKYHH He n3ydanock. O HaKo
BBeJIeHHE UHTep(epoHa alb(da-2a B TeUEHHE 5 MECSIEB HE BIUAIO0 HA PEPTUIBHOCTD Y
KUBOTHBIX.

Tepatorennbie >dexrs nperapata [eracuc” ue n3yuamice. [puMenenne natepdepona
anb(a-2a IpUBOANIIO K JOCTOBEPHOMY YBEJIIMUYEHUIO YHCIIa CIIOHTAHHBIX a0OPTOB y MaKak-pe3yc.
Y noromcTBa, pO’KIEHHOTO B CPOK, HUKAKUX TEPATOreHHBIX 3P (HEeKTOB HE 0TMeuanoch. OaHaKo
npu neuermy npenaparom Ieracuc”, kak u apyruMu uHTEphEpOHaMH amb(a, KEHIITHAM
JIETOPOJ/IHOTO BO3pacTa cieyeT NpUMEHATh 3()(hEeKTUBHBIE METOAbI KOHTPALETIIIHUH.

ITeracuc” He cieyeT Ha3HAYATH MPH GEPEMEHHOCTH.

Henssectro, BIBOANTCS 1 ITeracuc” Mii KOMITOHEHTBI Ipenapata ¢ IPyAHBIM MOIOKOM. Jlis
MCKITIOUCHHS HEKEeTATeTBHOT0 BO3AeiicTBIs npenapara Ileracuc” nin pubaBupnHa Ha pebenKa
BO BpeMsI KOPMJICHHS TPYJIBIO CIIEAYET MPEKPaTUTh 100 rpyIHOE BCKapMIUBaHUE, TNO0

TCPpaIriO € y4€TOM MMOTCHIHUAJIBHBIX ITPEUMYIUICCTB TCpallun AJId MaTCPU.
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Jlnst koMmOMHAIMK ¢ puOaBUPUHOM: KaTeropus X.

VY pubaBupHHA B UCCIIEIOBAHUAX HA )KMBOTHBIX BBISBICHBI BBIPAKEHHBIE TEPATOTCHHBIE

3 EKTH ¥ CITOCOOHOCTD BBI3BIBATH CMEPTH IU10/1a. PuOaBuprH MpoTHBONOKa3aH OepeMEeHHBIM
MY>KYMHaM, apTHEPIIH KOTOPhIX OepEeMEHHBI.

Tepanuto pubaBUPUHOM HE ClIelyeT Ha3HayaTh [0 MMOJIYUYEeHUS OTPULIATEIIBHOTO TecTa Ha
OepeMeHHOCTh, IPOBEAECHHOIO HEMOCPEACTBEHHO MIEPE MTPEAINIONIAraeMbIM HA4aJIOM TE€paIUH.
JKeHIMHBI, CIOCOOHBIE K JETOPOXKACHHIO, WM MYXYHUHBI, TAPTHEPIIN KOTOPHIX CIIOCOOHBI K
JIETOPOKACHUIO, TOJKHBI OBbITH IPOUH(GOPMHUPOBAHBI O TEPATOTEHHBIX dPPeKTax pudaBUpuHa U
HE0OX0aMMOCTH MpoBeaeHUs Y3 (PEKTUBHON KOHTpaIenIuy (He MeHee 2 crmocoO0B) BO BpeMs
JICYCHHSI U B TEYCHHUE 6 MECSIIEB MOCIe OKOHYaHUS TEePAUH (CM. HHCTPYKIIHIO 10
MEIUIIMHCKOMY IPUMEHEHHIO PUOaBUPHHA).

Iloueunaa nedoocmamounocms

PeKoMeHIyeTcs CHIDKeHHe 10361 mpenapara [leracuc” 10 135 MKT y MNAIHEHTOB ¢
TEPMHHAJIBHOM CTAJINEN MOYEUYHON HETOCTAaTOYHOCTU. He3aBUCMMO OT HayanbHOW 03I U
CTETICHU THKECTU OYSUHOU HETOCTATOYHOCTH TAKUX MAIIMEHTOB HEOOXOAUMO THIATEIBHO
HAOII0/IaTh ¥ CHUXKATh /103y B CIy4yae BOSHUKHOBEHUS MOOOYHBIX PEaKIIUM.

Ileuenounasa nedocmamounocms

YV G0JIbHBIX C KOMIIEHCUPOBAHHBIM IUPPO30M neueHu (kiacc A o Yaing-I1sio) Ieracuc®

s dexTuBeH u Oe3omaceH. Y OOJBbHBIX C JEKOMIIEHCHPOBAHHBIM Ippo3oM (kiaacc B/C mo
Yaitna-I1pt0 UM KpoBOTEUEHHE U3 BAPUKO3HO-PACIIUPEHHBIX BEH MUILEBOA) IPUMEHEHHE
npenapara Ieracuc” He m3yuanocs (cM. «Mepbl IPEIOCTOPOKHOCTID).

Ioscunoii 6o3pacm

YV 60BbHBIX MOXKHUIIOTO BO3pacTa KOPPEKIUs peKoMeHyeMoit 10361 (180 MK, o1MH pa3 B
HEJIeN0) He TpedyeTcs.

/emu

bezonacHocTh 1 3ppekTUBHOCTD MpernapaTa y JUI] Mojioxke 18 jieT He ycTaHoBieHbI. PacTBop
npemnapara ITeracic” MPOTHBOMOKA3aH HOBOPOXICHHBIM H AETSM 0 3 JIET, TOCKOIBKY
COJICPKUT OCH3UIIOBBII CITUPT, CIIOCOOHBIN BBI3BIBATh Y JAHHOW BO3PACTHON KaTETOPHH

OOJIBHBIX HEBPOJIOTUYCCKUC U APYTUC OCIIOKHCHUA, NHOT' 1 (I)aTaJ'ILHLIC.
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bonvuvie nocne mpancnianmayuu

BesonacHocTs 1 3 eKTHBHOCTS MOHOTEpariH npenaparom Ileracic” Him ero KOMGHHAIH ¢
prOaBUPHUHOM Y OOJBHBIX MOCTIE TPAHCIUIAHTALIMY TICUYEHH U APYTHX OPTaHOB U TKaHEH He
ycraHoBjeHbl. Kak mpy Ha3HaueHUU ApYyrux nHTep(epoHoB anbda, Mpu NpUMEHEHUH Iperapara
ITeracuc” B KauecTBE MOHOTEPAITHH MK B KOMOUHAIIMH C PHOABHPHHOM BBISBICHBI CITydam

OTTOPIKCHUA NICUCHOYHBIX U IMTOYCUHBIX TPAHCIIJIAHTATOB.

Binsinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIOPTHHIMHU CPEACTBAMM U MeXaHU3MaMHU
IMeracuc”™ okassiBaeT c1aboe MM HEGOMBIIOE BIMSHIE Ha CIIOCOGHOCTD K BOYKACHHIO
TPAHCIIOPTHBIX CPENICTB U padOTy ¢ MalIMHAMH U MeXaHu3MamH. [Ipr BOSHUKHOBEHUHU
rOJIOBOKPY>KEHHUSI, COHJIMBOCTH, CIIyTAHHOCTU CO3HAHUS U €1a00CTH, CIIEIyeT OTKA3aThCs OT

BOXKJICHHA TPAHCIIOPTHOI'O Cp€aACTBA UJIU pa6OTBI C MalllMHaMH 1 MCXaHHU3MaMH.

(I)opMa BBIINIYCKA U YIIAaKOBKAa

PactBop g nonkoxuoro BBeaeHus 135 Mxr/0.5 ma u 180 mkr/0.5 miu

[To 135 mkr/0.5 mu wnm 180 mMxr/0.5 M mpemnapara B MIMPUL-TIOOMKH, KOPITYC KOTOPBIX
M3TOTOBJICH U3 HeWTpanbHOro crekiia tuna 1 (E®D), 3akpsiBaroiuecs ¢ OAHONW CTOPOHBI
MOPUIHEM, U3TOTOBJIEHHBIM U3 IJIACTMACCHI, HA KOHIIE KOTOPOT'O UMEETCS JUCK U3
OyTuikay4yyka, JaMUHUPOBAaHHOTO GroproaumepoM. C Ipyroi CTOPOHBI IIMPHUI-TFOOUK
YKYIOpEH HAKOHEUHUKOM U3 OyTHIIKay4yyKa, JAMUHUPOBAHHOTO (PTOPIIOIUMEPOM.

1 mmpui-TrIoOMK BMecTe ¢ | cTepuIIbHON UTJIoN Ui MHBEKIUH (UI1a Ui MHBEKIUN BIOXKEHA B

IJIACTMACCOBBIN KOHTEIHEP) U MHCTPYKIMEN MO IPUMEHEHHIO TIOMEIIAIOT B KAPTOHHYIO MavKYy.

Cpoxk rognocTun
3 rona.

He ncnons3oBaTh m0 UCTEUCHUN CpOKa roJHOCTH, YKa3aHHOI'O Ha YIIaKOBKE€.

YciaoBus XxpaHeHUs
XpaHuTh npu Temnepatype 2-8°C B 3allIMIIIEHHOM OT CBETa MECTe.
He 3amopaxuBars.

XpaHUTh B HEAOCTYITHOM JIJIsI IETE MECTE.

TpancnoprupoBanue
IIpu Temneparype 2-8°C B 3aIIHIIEHHOM OT CBETA MECTE

He 3amopaxuBars.
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YciaoBusa OTIIYCKA U3 alITEeK

ITo peuenry.

Baanesnen PerucTpanumoHHOIo y1ocToBepeHust
@. Xopdmannu-JIs Pomr JItn., LlBelinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoauTen
@. Xopdmannu-JIs Pomr JItn., LlBelinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

Pom JIluarnoctuke I'm6X, I'epmanus

Roche Diagnostics GmbH, Sandhoferstrasse 116, 68305 Mannheim, Germany

Ilpemenszuu nompebumeneii nanpasiams no aopecy Ilpeocmasumenvcmea @. Xogppmanu-Jla
Pow JImo.:

107031, Poccus, r. MockBa, TpyOHas ruromasis, i. 2

Tei. (495) 229 29 99, dakce (495) 229 79 99

B cnyuae ynaxoexu na 340 « OPTAT» npemensuu nompedoumeneii hanpagiams no aopecy (1
no3upoBku 180 Mxr/0.5 mu):
157092, Poccus, Koctpomckas 00:1., CycaHuHckui p-H, c. CeBepHoe, MKp-H XapUTOHOBO,

ten./daxc (4942) 650-806
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