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Me:xkayHapoaHoe HeIATEHTOBAHHOE HA3BAHME

Hutepdepon annvda-2a

JlekapcTBenHasi gopma

PactBOp a1 MOAKOKHOTO BBEICHUS

CocraB

Onun mmpui-Troouk (0.5 MiT) ¢ pacTBOPOM ISt TOJAKOKHOTO BBEICHHS COICPIKUT:

axmueroe sewjecmso: naTEphepoHn anbda-2a — 3 maa ME, 4.5 muia ME, 6 mna ME, 9 mma ME
(oxBuBasieHTHO 11.1 MKT, 16.7 MKT, 22.2 MKT, 33.3 MKT);

6cnomozameribHble gewjecmea.; HaTpus xiaopug — 3.605 mr, ammonus auerar — 0.385 wmr,
O0en3moBkIi ciupt — 5.0 mr, mommcopoat 80 — 0.1 Mr, ykcycHas kuciota neasHas 10 pH 5.0
(0.075-0.15 mr) wnu Hatpust rugpokeus 1o pH 5.0 (0-7.5 mxr), Boga i uabeknui 1o 0.5 mi

(mpubmmzurensHo 492.75 mr).

Onucanue

[Ipo3pauynas OecuBeTHas! WM CBETIO-XKEJITOTO LIBETA KHUIAKOCTb.

dapmakoTepaneBTHYECKas rPynna
MWUBII (MeaunuHCKIE MMMYHOOHOJIOTHYECKHE TIPETapaThl) — MPOTUBOBUPYCHOE U

IPOTHBOOITYXOJIEBOE CPEICTBO.

Kon ATX [LO3AB04]

dapmMakoJIornyecKoe (MMMYHOJIOTHYECKOe) 1elicTBHe

Wntepdpepon anbda-2a - BBHICOKOOUMILEHHBIH Oelok, coaepkamuii 165 aMHHOKHUCIOT, C
MOJIeKyJisipHOM  Maccot okono 19000 manmeroH. Ero mony4aior 1O TEXHOJIOTHH C
pexombunanTHoi JIHK ¢ ucnonp3oBanuem renHo-uHxenepHoro mramma E.coli, JIHK kotopoit

KOJIUPYET CUHTE3 3TOro Oellka 4eaoBeKa.



Podepon®-A 0kasbIBACT IPOTHBOBHPYCHOE JCHCTBHE, HHIYLHPYS B KICTKAX COCTOSHIE
PE3UCTEHTHOCTH K BUPYCHBIM MH(EKIMIM U MOAYJIUPYS OTBETHYIO PEaKIIMI0O UMMYHHOM
CHCTEMBI, HAIPaBJICHHYIO HA HEUTPAIH3AIMIO BUPYCOB WM YHHUYTOXECHNE MHPHUIIMPOBAHHBIX
UMHU KJIETOK. P0(1)ep0H®-A o0nagaeT aHTUITPOIU(epaTUBHBIM AEHCTBUEM Ha PsAJ] OIyXOJeH
YesoBeKa in vitro M mojaBisieT pOCT HEKOTOPBIX KCEHOTPAHCIUIAHTATOB OIMYXOJIeH YeoBeKa y
OeCcTUMYCHBIX MBIIIEH ¢ MyTareii nude.

Knunuueckan y¢pgpexkmuenocme

B omyxoJieBBIX KIIETKax YejIoBeKa, 00padOTaHHBIX TPErapaToM PO(bepOH®-A (B xmetkax HT29),
nocrosepHo yMmensbinaercs cunte3 JJHK, PHK u 6enka. OrpanudeHHOE 4HCIO0 KIETOYHBIX
JIMHUH OITyXOJIeH YeI0BeKa, BBIPALICHHBIX IN VIVO y OECTUMYCHBIX MBIIICH ¢ UMMYHHOM
HEI0CTaTOYHOCThIO, OBLIM MIPOTECTUPOBAHBI HA YYBCTBUTEIBLHOCTh K BO3JICHCTBUIO ITpenapara
PO(bepOH®-A. In vivo anTHNIponugepaTHBHAS aKTUBHOCTD TIpernapara PO(bepOH®-A n3ydanach
Ha TAKUX OIYXOJIX, KAK MYKOHHAsl KapLIMHOMA MOJIOUHOM JKeJe3bl U aJICHOKapIIMHOMA CIIETION
Y TIONIEPEYHO000I0UHOM KHUIIIKH, a TAKXKE MpeAcTaTeIbHON xKee3bl. CTeneHb
aHTUIPOIHU(EPaTUBHON aKTUBHOCTH BapbUPYET.

Podepon®-A IPHBOINT K KIMHHYCCKH 3HAYNMOMN PErPECCHHU OITYXOJH HTH CTaGHITH3AIII
3a00JeBaHMs y MAIMEHTOB C BOJIOCATOKJIETOYHBIM Jieiiko3oM u 'y 6ombHbIX CITN/I ¢ capkomoit
Kanomm. PO(bepOH®-A Takxke 3 (GEKTUBEH IS JICUSHHS MAIIEHTOB ¢ MHUEIIOMHOM 00JIE3HBIO.
PO(I)epOH®-A o0JaaeT akTUBHOCTBIO Y MAIUEHTOB C IPOTpECCUpYIoNIeil KokHOUM T-KaeTouHoU
auM(OMOI, KOTOPhIE HEUYBCTBUTEIBHBI WIIH HE TIOAXOIAT IS TPAJUIIMOHHOHN TEepariu.
PO(I)epOH®-A 3¢ PeKTUBEH 115 JieueHHs: O0IBbHBIX ¢ PN-110JI0KUTEIEHBIM XPOHUYECKUM
mueroneiikosom (XMJT). Popepor®-A MpHBOINT K TeMaTONOrHYECKON peMuccru Y 60%
00JBHBIX B XpoHUYecKkoi ctaauu XMJI, He3aBuCHMO OT mpealecTByomen Tepanuu. [lomHas
remMaToJI0ruuecKasl pEMUCCHS €llle COXpaHseTcs yepe3 18 MecsleB mociie Havasa JICUeHUs y
JIBYX TpeTel Mccie0BaHHbIX OOJIbHBIX. B OTIMYME OT IUTOTOKCUUECKOM XMMHUOTEpaIuH,
uHTEpPEepOoH anb(da-2a MOKET MPUBECTH K CTAOMILHON IIUTOTEHETUIECKON PEMHICCHH,
npoaopkaroreiics 6onee 40 mecsies. P0(1)ep0H®-A B KOMOMHAIINHU C IPEPHIBUCTHIMU KypCaMH
XUMHOTEPAITUY YBEITMUNBAET OOIIYI0 BEDKUBAEMOCTh M TOPMO3HUT IPOTPECCUPOBAHHE
3a00J1eBaHMs IO CPABHEHUIO C OJTHOM XMMHUOTEpanuen.

Podepon®-A sddexTiBer ams nedenns TpomGormTosa mpi XMJI i apyrux
MUENONpoar(epaTUBHBIX 3a00I€BAHUSIX. P0(1)ep0H®-A 32 HECKOJIBKO THEN CHMIKAET YNCIIO0
TPOMOOIIMTOB, YMEHBIIIAET YACTOTY COIMYTCTBYIOLINX TPOMOOTEMOPPArUIECKIX OCIOKHEHUH 1

HE O6J'I8.I[aeT JIEUKO30T€HHBIM MMOTCHIINATIOM.



Y GOJIBHBIX ¢ HEXOHKKUHCKON JTMM(OMOIN HU3KOW CTETIEHH 3JI0KAaY€CTBEHHOCTH TIPH
HA3HAYECHNHU JIOTIOTHATEIBHO K XHMHUOTEPAIIHH (C JTy4eBOi Teparueii mim 6e3 Hee) Popepon®-A
yAJIUHSAET 0€e3pelINBHYI0 BBKUBAEMOCTh U BBIKUBAEMOCTh 0€3 MPOrpecCUpOBaHMS.

Y O0JIBHBIX € PACIPOCTPAHEHHOM MOYEYHOKIETOUHONW KapLIMHOMOM HaMITy it
TepaneBTHIECKHH 5 MeKT HAGTIONAICS PH HA3HAYCHHH GOMBIIMX 103 mpenapara Popepon®-A
(36 miin ME B cyTkH) B KaueCcTBe MOHOTEpAINK WM YMEPEHHBIX /103 IpenapaTa Poq)epOH®-A
(18 M ME 3 paza B Heziennto) B KOMOMHALIMY ¢ BUHOJIACTUHOM, IO CPAaBHEHUIO C
MOHOTepaIueil yMepeHHbIMI 103aMH npenapara Popepon®-A 3 pasa B Heaemo. Y GONBHBIX,
MOJIy4aBIIUX MOHOTEPAMHIO IIpenapara PO(bepOH®-A B HeGOMBIINX 103axX (2 MiaH ME/M’ B
cyTkH), 5 dexT ot TeueHus otcyTcTBoBalL. Coderanue mperapara Popepon®-A ¢
BUHOJIACTUHOM MPHUBOJIUT JIUIIL K HEOOIBIIOMY YBEIMUEHUIO YaCTOTHI JIETKON U YMEPEHHON
JIEMKONIEHUH U TPaHYJIOLMTONEHUH 110 CPABHEHUIO ¢ MOHOTepanuei. [IponomkuTenbHoCTh
OTBETA U BBDKMBAEMOCTH IIPU MOHOTEPAIIUU IIPEnapaTomM Poq)ep0H®-A ¥ KOMOMHHUPOBAHHOMN
Tepanuu PO(I)epOH®-A + BUHOTACTHH cXOKH. Poepon®-A B KOMOHHALINI ¢ BUHOIACTHHOM
6oee A3 PeKTHBEH B OTHOIICHUH BEDKUBAEMOCTH IO CPABHEHUIO C OTHOM XMUMHUOTEpanuei. Y
GONBHEIX C PACIPOCTPAHEHHOI 30KAYECTBEHHON METAHOMO JledeHHe mpemnapatoM Popepon®-
A pUBOIMIIO K OOBEKTUBHOM perpeccuu omyxosiei KOKHON U BUCLEpaIbHOMN JIOKaIU3aluu.
Taxxe POQ)epOH®-A YBEJIIMYMBAET MPOJIOJHKUTEILHOCTh BpeMEHH 03 peluiuBa 3a001eBaHus y
00JbHBIX 0€3 MopaXkeHus JIMM(OY3/10B U OTJAIECHHBIX METACTA30B MOCJIE PE3EKIIUN METAHOMBI
(TommuHa omyxonu >1.5 mMm).

Poq)epOH®-A B KOMOMHAIIMK ¢ IpernapaToM ABAaCTUH B KaUE€CTBE MIEPBON JIMHUM TEPANUU Y
OOJIbHBIX C pacpOCTPaHEHHON W/UIM METAaCTaTUUECKOM MOYEUHOKIETOYHON KapLIMHOMOI 110
CpPaBHEHHUIO C KOMOHMHAIIMEH Mpemapara PO(bepOH®-A Y T1a11e00 3HaYMMO YBEITMYUBACT
BBDKMBaeMOCTh 0e3 nporpeccupoBanus (BBII) 3a0osneBanus u 4acToTy 0Ob€KTUBHOI'O OTBETA.
CHmxenue 10361 nHTEpPepoHa anbha-2a ¢ 9 e ME no 6 mwim 3 muta ME 3 pasa B Henenro npu
NPUMEHEHUH B KOMOMHALIMY C MTpenapaToM ABACTHH HeE MPHBEJIO K CHIDKEHUIO 3(ppeKTuBHOCTH
KOMOWHHUPOBAHHOM TEPAIUK COTIACHO MOKa3aTesiM 0€CCOOBITHITHOM BEDKUBAEMOCTH (CM.
TaK)Ke HHCTPYKIHUIO MO MPUMEHEHHIO Tpernapara ABaCTHH).

Podepon®-A > peKTHBEH ISt IeYSH s MALHEHTOB C MOTBEPKICHHBIM KOMIICHCHPOBAHHEIM
(6e3 mpu3HAKOB NMEYEHOYHOM JexkoMiieHcanun) renatutoM B u C.

Poq)epOH®-A 3¢ eKTHBEH IS ICYCHHSI MAIIMEHTOB ¢ OCTPOKOHEUYHBIMH KOHIMJIOMaMHU.

DapMaKOKHHETHKA

Bcacwvisanue



[Tocne moAKOKHOTO WM BHY TPUMBIIIEYHOTO BBEACHUSI OMOIOCTYTHOCTH MpeBbImaeT 80%.
[Tocae nmonkoxxHOro BBeAeHHs 10361 36 MiIH ME MakcuMmanbHble KOHIIEHTPALMU B CBIBOPOTKE
(ot 1250 mo 2320 rr/ma (B cpearem, 1730 mr/mit)) JOCTHralInuch, B cpeiHeM, dyepes 7.3 gaca.
[Tocie BHyTpUMBIIIEYHOTO BBeA€HUS 1036l 36 MiTH ME MakcuMasnbHble KOHIIEHTpalUY B
ceiBopoTke (o1 1500-2580 nir/mi (B cpeaneM, 2020 nr/miT)) ZOCTHTANINCH, B CpeTHEM, Yepe3 3.8
yaca.

Pacnpeoenenue

VY uenoBeka papMakOKMHETHKA IpenapaTa PO(I)epOH®-A B 7103ax 0T 3 MyH 10 198 maa ME
HOCHT JIMHEWHBIN XapakTep. [Tocie BHyTpuBeHHOM nH(Y3un 36 MmiH ME 3m10poBbIiM
T00pOBOIBIIAM 00BbEM paclpeiesieHus] B pABHOBECHOM cocTostHUU Kosebancs ot 0.22 o 0.75
n/kr (B cpearem, 0.40 n/kr). Kak y 310pOBBIX TOOPOBOJIBIIEB, TaK U Y OOJBHBIX C
JIMCCEMUHHPOBAHHBIM PakoM HaOIr0/1at0Tcs OOJbIINE HHIANBUAYAIbHBIE KOJIeOaHus
KOHIICHTpaIuu naTepdeponHa anbda-2a B CHIBOPOTKE.

Memabonusm u evlgederue

OCHOBHBIM IIyTEM BbIBEICHUS HHTEp(epoHa anb(a sBIAETCS MOUYEUHbIH KaTaboIu3M.
[leyeHouHBIN META0OIM3M U BHIBEJICHHE C JKEITYBIO MPEACTABISIIOT OO0 MEHEe 3HAYHMBIC Ty TH
NMMUHAIMK. Y 3J0POBBIX JIUIL IIEPUOJ] NTOJTyBBIBEJICHUS HHTEpepoHa anbda-2a nocie
BHYTpUBeHHOU nH]Y3uu 36 MiaH ME cocraBnser 3.7-8.5 wacoB (B cpeqHem, 5.1 gaca), a oOmmid
KiupeHc - 2.14-3.62 mu/mun/kr (B cpenneM, 2.79 Mi/MUH/KT).

dapmakoKkunemuka y 0coovix 2pynn nayueHmog

[Tocne ogHOKPAaTHOTO BHYTPUMEBIIIEYHOTO BBEICHHS HHTEp(hepoHa anb(a-2a G0IHHBIM C
JMCCEMUHUPOBAHHBIM PAKOM M XPOHMUYECKUM renatutoM B ¢apMakoknHeTHUECKHE MTOKa3aTeNN
aQHAJIOTMYHBI TAKOBBIM Y 3I0POBBIX 100poBoJbLeB. [locne oqHokpaTHOrO BBEAEHUS 7103 10 198
miH ME HaOmromaercs 10303aBUCHMOE yBEJIMUEHUE KOHIEHTpaluii uHTepdepoHa anbda-2a B
chIBOpOTKe. Pactipeienenne iy BeiBeZicHHE HHTEp(EpOoHa anb(ha-2a Mpu ero BBEJICHNUH /IBa
pa3za B cyTk# (0.5-36 mnu ME), onun pa3 B cytku (1-54 mn ME) unu 3 pasa B venento (1-136
miH ME) Ha mpoTsixeHuu 10 28 1HEH He U3MEHSIOTCSL.

Y HEKOTOPBIX OOJBHBIX C TUCCEMUHUPOBAHHBIM PAKOM BHYTPUMBIIIEYHOE BBEICHUE
uHTEepdepoHa anbha-2a OUH WIH HECKOIBKO Pa3 B CYTKH UTHTEIBHOCTHIO 10 28 mHEH
IPUBOJINIIO K BO3PACTAHUIO MAKCUMAJIbHBIX KOHIIEHTPALUH B CHIBOPOTKE B 2-4 pasa no
CPaBHEHHIO C TAKOBBIMH ITOCIIE OAHOKPATHOTO BBeAeHH. OTHAKO MHOTOKPAaTHOE BBEICHHUE,
COIJIACHO JII00OMY M3 M3YUYEHHBIX K HACTOSIEMY BPEMEHHU PEXUMOB 103UPOBAHMS, HE H3MEHSII0

rapameTpsl pacipeieseHUs NN BbIBEACHUS IIpenapara.



IHoka3anus

Hoesoobpa3zosanus numpamuueckoii cucmemvl U cucmembl KpOSemeopeHUsL.
BOJIOCATOKJICTOYHBIH JICHKO3, MUEITIOMHast 00JIe3Hb, KOjkHas T-kierounas mumdoma, Ph-
MOJIOKHUTEIBHBIN XPOHUYECKUI MUEIIONICHKO3, TPOMOOIIMTO3 IPY MHETIONPOIU(EPaTUBHBIX
3a00JIeBaHUAX, HEXOKKUHCKAs TUM(POMA HU3KOU CTENIEHH 3JI0KaYeCTBEHHOCTH (B BHJIE
aIbIOBAaHTHOM Tepanuu K XUMHOTEpanuu (c/6e3 TyueBoi Tepamnun)).

Conuodnvie onyxonu:

capkoma Kanomm y 6onbabix CIIM]] 6€3 aHaMHECTUUECKUX YKa3aHUI Ha ONIOPTYHUCTHYECKHE
nH(EKINY, paclIpOCTPAaHEHHAS MOYEYHOKIIETOUHAs KapIIUHOMA, MeTacTaTudecKas
3JI0Ka4€CTBEHHAs MEJIaHOMa, MEJIaHOMa M0CJIE XUPYPrudecKol pe3eKIuy pu OTCYTCTBUU
nopaxxeHust TMM(GOY3JI0B U OTAATIEHHBIX METACTa30B.

Bupycnuvie 3ab0nesanus:

- XpOHMYECKUH aKTUBHBIN I'eNaTUT B y ManueHToB, UMEIOUX MapKepbl BUPYCHOM pEIIMKALINY,
TO ecTh nojoxkurenbHbiXx mo HBV-JIHK, JIHK-nonmumepase nin HBeAg u noBeieHne
aKTHBHOCTH alaHuHaMUHOTpaHchepasbl (ATAT) 6e3 MpU3HAKOB NEUCHOYHOW JIEKOMITCHCAIIUH
(xmacc A no Yaitna-I1s10);

- XpOHUYECKH akTUBHBIN renaTut C y B3pOCIBIX, UMEIOIMX aHTHUTENA K BUpycy remaruta C
ninn HCV PHK B cbIBOpOTKE 1 MOBHIIICHUE aKTUBHOCTH ajlaHUHAMUHOTpaHcepasbl (AnAT)
0e3 PU3HAKOB MMeYeHOUHOM nexomneHcanuu (kiaace A mo Yaitna-I1e0); npu nedeHun
xpoHuueckoro renatuta C onTUMaIbHOM SBJISETCS KOMOWHAIIMS MperapaTa Po@ep0H®-A u
pubasupuna; Popepon®-A B KOMOHHALIY ¢ PUOABHPHHOM MOKA3aH KaK paHee He MOTyJaBIIiM
Tepamnuio MalyueHTaM, Tak 1 TeM, KTO paHee OTBe4all Ha Tepanuio HHTephepoHoM anb(da u 3aTeM
MMEBILUM PEIUIUB 3a00JI€BaHNUS TIOCJIE OTMEHBI TEPaIty,

- OCTPOKOHCYHEIC KOHAUJIOMBI.

IIpoTuBonoka3aHus

[ToBbIIeHHAs 9YBCTBUTEIBHOCTh K PEKOMOMHAHTHOMY HHTEPPEpOHY ab(ha-2a WiH JTI0oMy
KOMITOHCHTY Iperapara.

Nmerommuecs wiy mepeHeceHHbIe TshKeIbIe 3a001eBaHns cepana (YKa3aHus Ha MpsiMoe
KapJIMOTOKCHYECKOE JICHCTBUE MpernapaTa OTCyTCTBYIOT, OJTHAKO CYIIECTBYET BEPOSITHOCTh, UTO
OCTpBIC, CAMOCTOSITEIILHO HCUYE3A0IINE TOKCHIECKUE YPPEKThI (HAlIprMep, TOBEIICHNE
TeMIIepaTyphl, 03HO0), Y4CTO COMPOBOKAAIOIIHE TeUeHHe npernapatoM Podepon®-A, MoryT
BBI3BIBATH 00OCTPEHHE UMEIOIINXCS 3a00JICBaHHIA CeP/IIia).

Tspxenble HapylIeHUsT GYHKIIUU TIOYEK, IEYSHU, MUEIIOMTHOTO POCTKA KPOBETBOPEHHUSI.

CynoposxHbIe paccTpoiicTBa W/unu npyrue HapymeHus pynkuuu [THC.



XPpOHHUYECKUN FEeMATUT C BEIPAXKEHHON JEKOMIIEHCAIIUEN.

XpOoHHUYECKUH renaTuT y OONbHBIX, MOJyYaIOUINX WIH HEJaBHO MOTYYMBIINX
MMMYHOZETIPECCAHTHI, 32 HCKIIFOUEHUEM KPATKOBPEMEHHOTI'O JICUEHUS CTEPOUIAMHU.
XpOHUYECKUN MUENONENHKO3, eciu 001bHOM nMeeT HLA-MIEHTHYHOTO pOACTBEHHUKA U MY
IPECTOUT WJIM BO3MOXHA aJUIOr€HHAas TPaHCIIaHTAIMsI KOCTHOTO MO3ra B Onmkaiiiem
Oyay1ieM.

Jlerckuii Bo3pact 10 3-x et (B Ka4ecTBe KOHCEPBAHTA COJCPIKUT OCH3MIIOBBIN CITUPT, KOTOPBIH,
10 UMEIOIUMCS COOOIEHUSIM, MOKET MIPUBOAUTH K CTOMKUM HApYLIEHUSM B HEPBHO-
NICUXUYECKOH cepe U MOIMOPTaHHON HETOCTATOUHOCTH).

bepeMeHHOCTh IpU MPOBECHUH KOMOMHUPOBAHHOI Tepanuu ¢ puOaBUPUHOM (CM. TaKKe

MHCTPYKLHIO [0 MEIULUHCKOMY NPUMEHEHHIO 1711 puOaBUPHUHA).

Cnoco6 npuMeHeHHs U 103bl
Podepon®-A BBOAT MOAKOKHO (11/K).
Bonocamoxknemounwiii neikos

Hauanvnas 0oza: 3 v ME exenneBHo B TeueHue 16-24 nenens. [lpu Henepenocumoctu

CYTOUHYIO 103y YMEHbIIAIOT A0 1.5 MitH ME n/unu CHIKaIOT KpaTHOCTh BBEIICHHSI IO TPEX pa3
B HEJZIEIIIO.

Iloodepacusarowas doza: 3 mutH ME 3 pasa B Henenro. [Ipu HemepeHOCHMOCTH 103y

ymenbIaT 10 1.5 miua ME 3 pasa B Heneno.

IIpoodonsicumenvHocms neuenus: TIPU OTCYTCTBUHU TTOJIOKUTEIBHOTO 3 dekra uepes 6 mec.

TEeparnuIo MPEKPaIIaloT, a IPH HATMYUH dPPEKTa - Teparuio MpoI0IDKar0T. MakcUManbHas
IPOJOKUTEIBHOCTD JieueHus coctaBuia 20 Mec.
Muenomnasn d6one3ns

Hauanvnas 0oza: 3 mna ME 3 paza B Henento.

Lloooeporcusarowas 0o3a: B 3aBUCUMOCTU OT UHIMBH Iy aJIbHON IIEPEHOCUMOCTH, 03y MOXKHO

©)KEHEICIbHO YBEINYUBATH 710 TOCTHKEHHS MaKCUMAJIbHOM repeHocuMoit 10361 (9-18 mitn ME)
3 pa3za B HeJIelo.

HDOOOﬂDfCMmeﬂbHOCMb JeyeHus. JIeYeHUe 10 ATOM cXeMe MpoaOJIKAOT B TCUCHUEC NJIIUTCIBHOT'O

BPEMEHH TIPH OTCYTCTBHH IIPOIPECCUPOBAHMUS 3a00JCBaHUS U BBIPAXKEHHON HEMEPEHOCHMOCTH
npemnapara.
Koowcnas T-knemounas numgpoma (KTKJI) (c 18 ner)

Hauanvnas 0oza: 3 mna ME/cyT, nocrenenHo yBenuuusas 103y 1018 maa ME/cyT B Teuenue

12 "Henenb 10 cXeMe:.

1-3 nens - 3 M ME/CyT exxeTHEBHO;



4-6 nenb - 9 MmitH ME/CyT exXeTHEBHO;
7-84 nenb - 18 M ME/cyT exenHeBHO.

Tlooodeporcusarowas 0oza: MakKCUMaJIbHO TIEpEeHOCUMAs 03a (HO HEe TpeBbImmaronias 18 miH

ME), 3 paza B Hezernio.

HDOOOﬂOfCumefleocmb Jedenusi. TIPOJOJDKUTECIIBHOCTD JICYCHUS 10 OLCHKHA PCAKIIMK HA TCPaAIIUIO

JOJI’KHA COCTABIIATh HE MeHee § Hellelb, MPEeANoUTUTeNbHee - 12 Hellemb; Npy HATUYuu
MOJIOKHUTEIBHOTO 3((peKTa IedeHne npoIoKaroT, TIPU €T0 OTCYTCTBUU - IPEKPAIIAIOT.
MakcumanbHasi IPOJAOKUTEIBHOCTD JiedeHus cocTaBuia 40 mec. Y GONBHBIX, MOTOXKUTEIHEHO
pearupymoImx Ha JEUeHHE, ero HaJl0 MPOJoJKaTh He MeHee 12 Mec., YTOOBI MaKCHMAaTbHO
YBEJIHUYUTH BEPOSATHOCTD JOCTUKECHHSI IOJTHON PEMUCCHU U TIOBBICUTH BEPOSITHOCTD ITUTEILHOM
pemuccun.

YactuyHas pemuccus HabmogaeTcst OOBIYHO B TIpeennax 3 Mec. JISUeHHs], a IoJHAas - B Ipeaeax
6 Mec., XOTS WHOT/Ia ISl IOCTHKEHUST Hammydiiero g dexra tpedyercs 12 mec. Tepanum.
Xponuueckuii MuenonenKos

Tpomobouumos, ceazannwlii ¢ XpoHuueckum muenoneitkozom (c 18 net u crapiie)

Hauanvnas doza: 3 mma ME/cyT ¢ mocteneHHpIM yBenudeHrueM 10361 10 9 MiaH ME /cyT Ha

npoTsKeHUH §8-12 Henenb 1o cxeme:
1-3 nens - 3 mutH ME/cyT exenHeBHO;
4-6 nenb - 6 MtH ME/CyT exeTHEeBHO;
7-84 newb - 9 mutH ME/cyT exenHeBHO.

IIpoooncumenvHocmsy 1euenus: He MeHee 8 HelleNb, IPEANOYTUTENLHO - 12 Henlenb; Ipu

Hanu4uuu 3P QeKra - Tepanuio NpoI0JHKAIOT A0 JOCTHXKEHHUS MOJHOM reMaToJI0TH4eCcKon
pemuccuu, HO He Oosee 18 mec. [Ipu OTCyTCTBUM TMHAMHKHM FeMaTOJIOTHYECKUX MTOKa3aTenei
Tepanuio npekpamaror. [Ipyu moaHoN reMaToI0ruuecKord pEMUCCUU JICUEHUE MTPOAOIKAIOT B
no3e 9 Mt ME/cyt (ontumanbHas no3a) exxeqaeBHo uian 9 mutH ME 3 pasa B Henento
(MMHHMMAaJBHAs 1032), 10 JOCTHKEHUS IUTOTEHETUYECKON PEMUCCUU B MAKCUMAIbHO KOPOTKUMN
cpok. EcTh HaOM0IeHUS IUTOT€HETHYECKUX PEMUCCHI UTUTENIEHOCTRIO 2 TO/a MoCye Havasa
JICUYEHUSI.

I PeKTHBHOCTE, GE30MACHOCTh ¥ ONTHMANBHEIE 10361 IIperapata Podepon®-A s gereii ¢
XMUJI HEe yCTaHOBJICHBI.

Tpomoouumo3s, céaA3aHHBLIL C MUETIONPOIUPEPAMUBHbIMU 3aD0Ne8aHUAMU (KpOMeE
XPOHUUECKO20 MUEN01elIK03a)

1-3 nens - 3 M ME/cyT exxeqHeBHO;

4-30 nens - 6 mmH ME/CyT exxenHeBHO.



s nooodeporcanus yucia mpomooyumos B ipeiesax HopMbl 0OBIYHO TOCTATOYHO M XOPOIIO
nepenocutcs no3a B 1-3 mua ME/cyT 2-3 paza B Hepento. Kaxxgomy 6onbHOMY crieayer
WHIMBUAYAITBHO MMOI0MPATh MAKCUMAIBHO TIEPEHOCHMYIO /103y .

Hexooxckunckasa numgpoma Hu3Koli cmeneHu 310Ka4ecmeeHHoCmu

B kavecTBe mojIepKUBAIOIIEH TEpaIHK MOC/IE CTAaHIAPTHON XMMHUOTEepanuu (C TIydeBoi
tepanueil win 6e3 Hee): 3 miuH ME 3 pasa B Hezenro B TeueHue He MeHee 12 mec. Jleuenue
HY’KHO HAYMHATh KaK MOKHO paHbIIIe MPHU YIYUIICHHH COCTOSHUS OOJIBHOTO, 0OBIYHO uepe3 4-6
HeJleNb MOCie XUMHO- 1 JIy4eBOi Tepanuu. B KoMOMHAIMY ¢ TPaAUIIMOHHBIMU CXEMaMH
XUMHOTEpanuu (Hampumep, ¢ KoMOMHanuen nukinodochamuia, mpeJHU30I0Ha, BUHKPUCTUHA U
nokcopyGummHa) - 6 M ME/M? ¢ 22 1o 26 1eHb Kamoro 28-IHeBHOTO UK. B 3ToMm ciydae
JIeYeHUE TIpenapaToM P0(1)ep0H®-A MOKHO HAYWHATh OJJHOBPEMEHHO C XMMHOTEPANUEH.
Capkoma Kanowu y oonvnwvix CITH/]

PO(bepOH®-A MOKa3aH Jyis JedeHus capkoMbl Kamomu y 6omsabIx CITN ] 6e3 aHaMHECTHYECKIX
yKa3aHW Ha OMIMOPTYHUCTHUECKHUE WH(EKIIHH.

Hauanvnas doza (¢ 18 ner u crapmie): 3 mitH ME/CyT exeTHEBHO, C TIOCTEIIEHHBIM MTOBBIIICHUEM

no3bl B Teuenue 10-12 venens 1o 18 muu ME/cyT exenHeBHO MO BO3MOKHOCTH - 10 36 MIIH
ME/cyT exeTHeBHO 0 CXeMe:

1-3 nens - 3 maa ME/cyT exxeqHeBHO,

4-6 nenb - 9 MmimH ME/cyT exxeHeBHO,

7-9 nens - 18 maa ME/cyT exxeHeBHO,

B cirydae nepeHocuMocTr: 10-84 nens - no 36 mutax ME/cyT exenHeBHO.

Ilooodeparcusarowiasn 0oza: MaKCUMaJIbHO NIEPEHOCUMas 1033, HO He TpeBbItaomas 36 M ME,

3 paza B HEJeTIIO.

HDOOOﬂDfCMmeﬂbHOCIHb Neuyerus. C IICJIbI0 ONPEACICHU pCaKIy Ha JICUCHUE CICAYyET

JIOKYMEHTHUPOBATh M OLICHUBATh IMHAMHUKY U3MEHEHUS OmyXoJn. [Ipo1omKUTEIbHOCTD JICUSHHS
JI0 OIICHKH peaKIMM Ha Teparuio JOHKHA COCTaBIATh He MeHee 10 Heaenb, MpenoYTUTENBHO -
12 nenens. [Ipu HATMYIMH MOJIOKHUTEITHLHOTO 3 (PEeKTa Teparnuo MPoT0IDKAIOT, TIPU €r0
OTCYTCTBUH - TIpekpaiatoT. OObuHO 3(pPEeKT HAUMHAET MPOSIBIATHCS Yepe3 3 MeC. JICUCHUS.
MakcumMainbHas IPOJIOJKATEIBHOCTE JiedeHus coctaBmia 20 mec. [Tpu Hanmmawnm s dexra
JIeYeHHE HY>KHO MPOJIOIDKATh 10 KpaiHel Mepe 10 MCUE3HOBEHUS Oy XOJIH.

Ilpumeuanue: nocne NpeKpalICHUs TEPATUH IpenapaToM PO(bepOH®-A capkoma Kanomm gacto
pEUIUBUPYET.

Pacnpocmpanennan noueuHoknemounan Kapyunoma

a) Monomepanus npenapamom Poqbep0H®-A



Hauanvnas doza: 3 maa ME/cyT ¢ TOCTETIEHHBIM MTOBBIICHUEM JI03HI B TeueHUE 8-12 Hemenb 10

18 mnan ME/cyT, a mo Bo3moskHOCTH - 10 36 MuiH ME/cyT no cneaytoiieit cxeme:

1-3 nens - 3 mitH ME/cyT exxeTHEeBHO;

4-6 nenb - 9 mnH ME/cyT exeHEeBHO;

7-9 nens - 18 MmmH ME/cyT exxenHeBHO;

MpU IEPEeHOCUMOCTH yBennuuBas 103y Ha 10-84 nens 10 36 mun ME/cyT exenneBHo.

Iloddeporcusawias 0o3a: B MaKCUMaIIbHO TIEPEHOCUMO J103€, HO He TpeBbimas 36 i ME 3

pa3a B HCACIIIO.

HDOOOﬂOfCumefleOCmb Jeyenus. He MeHee 8 HCACIIb, NPCANNOYTUTCIIBHO - HC MCHEC 12 HEACIb.

[Tpu Hanmuuu 3¢ ¢exra Tepanuio NPoIOIKAIOT, IPU €r0 OTCYTCTBUU - MIPEKPAILALOT.
MakcumanbpHasi IpoA0KUTEIBHOCTD JIEYEHHS cocTaBmia 16 mec.

6) Pogpepor®-A + sunbnacmun

B mepByio Hemento Podepon®-A nasmauaror B 103¢ 3 MiH ME 3 pasa B Heemmo, BO BTOPYIO
Hezaento - 9 miH ME 3 pasa B Henento, 3atem - 18 mun ME 3 pasa B Henento (B ciyuae
HETMEePEHOCUMOCTH J103y MOKHO yMEHbIIUTH 10 9 MitH ME 3 pasa B Henenio). B Teuenue storo
nepuoaa BUHOIACTUH BBOIST BHYTPHUBEHHO COTJIACHO MHCTPYKIIMU 10 IPUMEHEHHIO MIpernapara
B 03¢ 0.1 mr/kr 1 pa3 B 3 Hemeny.

IIpodoncumenvrocms neuenus. He MEHEe 3 Mec., MaKCUMYM - 10 12 Mec. Win 10 Hayana

nporpeccupoBaHus 3a0oeBanus. B cirydae moaHOM pemMuccuy JIeYeHNE MOXKHO TMPEKPATUTD
yepe3 3 Mec. [ocie €€ HACTYTICHHS.

B) Poqbep0H®-A + Asacmun (6esayuzymab)

9 mia ME 3 pa3a B Hezento 10 12 Mec. WM 10 Hayana nporpeccupoBaHus 3a001eBaHMsL.
JledeHne MOXKHO HaYWHATH ¢ 1036l 3 wiu 6 MutH ME 1 moctenienHo yBennauBath 10 9 mutH ME
(pexoMeHayeMas J103a) B TeUEHHUE MEPBbIX 2 HeAEb (B Cilydae HEMEePeHOCUMOCTH 7103y MOXKHO
yMeHbIUTh 70 3 MitH ME 3 pasa B Hezeno).

PO(I)epOH®-A BBOJIAT 1ociie MH(Y3UHU TpenapaTta ABacTUH (B TOT K€ ACHb WU HA 2-3 IeHb) (CM.
TAK)Ke MHCTPYKIIUIO 110 MPUMEHEHUIO MpernapaTa ABacTHH).

Memacmamuueckas meaanoma

18 maH ME 3 paza B Hezeno niiM B MaKCUMalIbHO IEPEHOCUMOM /103€ B TeUeHHE He MeHee 12
Henenb. [IpoIoIKUTeIbHOCTD JI€USHHS IO OLIEHKU 2P PEKTUBHOCTH TEpPaTIHH -
HpEeANoYTUTENBHO - He MeHee 12 Henens. [Ipu Hanuuuu 3¢ dexra Tepanuio IpoaoKaoT, Ipu
€r0 OTCYTCTBHH - IIPEKPAIaoT. MakcHUManbHast POIOJKUTEIBHOCTD JICUSHHsI COCTaBMIIa 24
Mmec.

Menanoma nocne xupypzuueckoil pe3exyuu



AJIbIOBAHTHAS TEPATHs MAIBIMH 103aMH Tiperiapata Podepor®-A yBenndmsaer
MPOJOHKUTEILHOCTh BpeMEHH 0e3 peruinBa 3a005ieBaHus y OONBbHBIX 0€3 TOpaKeHHUS
TUMQOY3IIOB M OTAAJICHHBIX METACTA30B MOCIIE PE3CKIIUU MEJIAHOMBI (TOJIIIHUHA OImyXoau >1.5
MM). Jleuenne qomKHO OBITH HAYATO HE TI03/IHEE YeM uepe3 6 Heaens nocie onepanuu. Jo3a: 3
miH ME 3 pasa B Henemto. [IponomkutenbHOCTh JieueHust - 18 mec.

XpoHnuueckuii akmueHbvlil 6UpyCcHbulil cenamum B

OO65b1uH0 HazHayvatoT 4.5-9 miaH ME 3 pa3a B Henento B TeueHue 4-6 mec. [lanpHeiinyro
KOPPEKIIHIO T03bI IIPOBOST B 3aBUCUMOCTH OT ITEPEHOCUMOCTH TipenapaTa. Eciu uepes 3-4 mec.
yIIyd4IlleHus: He HaOIIoaaeTcs, CielyeT pacCCMOTPETh BOIIPOC O MPEPhIBAHUH TEPAITHH.

Hemu ¢ 3-x nem u cmapue: P0(1)ep0H®-A B 03¢ 7.5 M ME/M? GesonaceH u 3¢ (heKTHBEH.
Xponuueckuit eupycuwtii 2cenamum C

D¢ dexTnBHOCTH MHTEPPEPOHA alib(ha-2a MOBBIIIAETCSA, €CIU €0 Ha3HAYAIOT B KOMOMHALIUY C
prbasupurHOM. Podepor®-A MoKeT GbITh HA3HAYCH B KAYECTBE MOHOTCPAITHH IIPH
HENEPEHOCUMOCTH W/WIIA MTPOTUBOMOKA3aHUSAX K pUOABUPUHY .

a) Kombunuposannas mepanus npenapamom Podeporn®-A u pubasupunom
KoMGHHHpoBaHHas Teparus mpenapatom Podepor®-A 1 pubaBHpHHOM paHee HeleYeHHBIX
60abpHBIX XpoHndeckuM renatutoM C: 3 muin ME 3 pasa B Henento B Teuenue 6 mec. Pexxum
JO3UPOBAHUS pUOABUPHHA: CM. BBIIIE U B HHCTPYKIMH 110 MEAUIIUHCKOMY MPUMEHEHUIO
pubaBupUHa.

KoMGHHHpOBaHHas Teparus nperapatom Podepor®-A 1 puGaBUpHHOM NPH PELMIHBE
xponuueckoro renatuta C: mo 4.5 maa ME 3 pa3a B Henento B Teuenue 6 mec. CtanaapTHas
MPOAOKUTEIHLHOCT TEPAIUU MAIIHEHTOB C XPOHUYECKUM TrenaTuToM C 3aBUCUT OT UCXOIHBIX
XapaKTEePUCTHK MalMeHTa (HalpuMep, TeHOTHIIA BUpYca) U cocTaBisieT 6-12 mec.

Pexxum no3upoBanusi pubaBUpPHHA: CM. COOTBETCTBYIOIILYIO HHCTPYKIUIO TIO MEIUIITHCKOMY
NPUMEHEHHIO pHOaBUpPHHA.

6) Monomepanus npenapamom Poqbep0H®-A

3-6 maa ME 3 pa3a B Henemto B TeueHue 6-12 mec.

Ecnn yepe3 3 mec. neuenus ypoeHb AAT HE HOpMaIN30BaJICs, TEPANUIO CIEAYET IPEKPATUTD.
[Tpu nepeHOCMMOCTH U TIPU YACTUYHOM WJIM ITOJTHOM OTBETE Ha TEPAIUIO IpernapaToM
PO(bep0H®-A, HO MIPH peruanBe 3a00IeBaHMs TOCIIE €0 OTMEHBI, BO3MOXEH 3P eKT oT
MMOBTOPHOM TEpaIvu npenapaTom Poq)epOH®-A B TOM k€ M OoJiee BEICOKOH J103€.
Ocmpokoneunvie KOHOUIOMbL

1-3 muin ME 3 pasa B Hezento B TeueHue 1-2 mec.
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Mepbl IpeIoCcTOPOKHOCTH

Podepor®-A crefyer Ha3HAYATH O] HAGTIOACHHEM BPaya, MMEIOLIETO OIBIT JICUCHNS 10
COOTBETCTBYIOIINUM MTOKA3aHUSM.

Hannexaras tepanusi OCHOBHOTO 3a00JI€BaHHS U OCJI0KHEHUI BO3MOKHBI TOJIBKO MPU HAIMYUU
aJICKBAaTHBIX IMarHOCTUYECKUX U TEPANIEBTUUECKUX BOZMOKHOCTEH.

ITpu erkoM U yMepeHHOM HapyllleHUH (pyHKIU oyek, meuyeH Wik KOCTHOTO MO3ra X
(YHKIIMOHATIBHOE COCTOSIHUE HEOOXOAMMO TIIATEIBHO KOHTPOJIUPOBATD.

Hzmenenus ¢pynxyuu nevenu. Heo0Xoaumo cobI0aaTh OCTOPOKHOCTD MPH JICUECHUH
UHTEPPEPOHOM aib(a OOTBHBIX XPOHHYECKUM I'eTIaTUTOM C 2y TOMMMYHHBIMU 3200JICBaHUSIMH B
aHamHe3e. Kamoro 60I5HOr0, y KOTOPOro TpH JIedeHnH npenaparoM Podepon®-A mossisiorcs
NaTOJIOTUYECKUE U3MEHEHMSI (PYHKIIMOHAIbHBIX IEYEHOYHBIX P00, HY’KHO TLIATEIBHO
HaOJI0/1aTh U IIPU HEOOXOAUMOCTH OTMEHUTH Npenapat. [Ipu neyenun uHTeppepoHamu anbda B
PEeAKHX ciydasx HaOJIoAaIiCh TSHKETble HapyieH!sT QyHKIIMY TIeUYeHN U TIeYeHOYHAs
HEI0CTaTOYHOCTb.

Icuxonesponozuueckue usmenenus. Y OOIbHBIX, OIYHAIOMIUX HHTEPPEPOHBI, B TOM YUCIIE U
Podepor®-A, MOryT MaHH(ECTHPOBATE TSIKENBIE TICHXMYECKHE MOOOUHbIe peakiun. Jlenpeccs,
CYMIMJIATbHBIE MBICIH U CYUIIM MOTYT BO3HUKATh Y NAIIUEHTOB KAK C ICUXUYECKUM
3a0o0JieBaHMEM B aHaMHe3e, Tak U 0e3 Hero. CieyeT NposiBIATh OCTOPOXKHOCTD MIPU TEPAITUH
penapaTom Poq)ep0H®-A y IALMEHTOB C JeNpeccuel B anamHese. Pekomenayercs TmareabHoe
HAOTIOICHHE 33 MALEHTAMH, TIoTyJaromuMu Podepon®-A ¢ ensio BbsBICHHE AempeccHi. o
Hayasa JeUeHHs CiIeyeT HHPOPMHUPOBATH MMAIMEHTOB O BO3MOXHOCTH Pa3BUTHS ACTIPECCUH, A
HalMEHTH! JOJKHBI HEMEJIEHHO COO0IIaTh Bpayy O J000M NMpU3HAKE JIENPECCHH; B CIIydae
Pa3BUTHSI JETIPECCHH HEO0X0IMMa KOHCYIIBTAINS TICHXUATPa U PEUICHHE BOIIPOca O
11eJ1ecO00pPa3HOCTH OTMEHBI TEPAITUH.

Muenocynpeccus. C NCKIIOYUTENBHON OCTOPOKHOCTHIO CIIEAYET IPUMEHATh Poq)ep0H®-A y
OOJIBHBIX C TSKEJIOW MUEOCYPEeCcCHe, Tak Kak UHTep(hepoH aib(a yrHeTaeT KOCTHBIM MO3T,
BbI3bIBas M1aJICHUE YKCIa JIEHKOUTOB (0COOEHHO TPaHyJIOLMTOB), YUCIIa TPOMOOLIUTOB U, PEXKE,
YPOBHsI reMoryio0uHa. IT0 MOKET MPUBOJUTH K MOBBIIIEHHOMY PUCKY MHPEKIIUH WIH
KpoBoTedeHus. HeoOXo1MMo BHUMATEIBHO CIAEANUTD 32 STUMH U3MEHEHUSIMU U ITPOBOAUTD
GONBHBIM Pa3BEPHYTHIC AHATH3EI KPOBH JI0 HAYaIa JIedeHns npernapatoM Popepon®-A u
pEryJIIpHO B €T0 IpoLecce.

Hugpexyuu. JInxopaaka MoxeT ObITh aCCOLIMMPOBAHA C IPUITIONOI00HBIM CHHIPOMOM, KOTOPBIN
4yacTo HaOogaeTcs npyu Tepanuu uHTepeponamu. [Ipu nepcucTupyromei Tuxopaixke,
0COOEHHO y MAIMeHTOB ¢ HEHTpoIeHue, cieayeT uckitodars nHdekuuo. Ha gpone tepamnuun
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uHTep(eponamu anbda, BKIouas Podepor®-A, 3aperncTprpoBaHbl CIydan BOSHUKHOBEHHS
TSOKETBIX HH(peKIui (0akTepralbHbIX, BUPYCHBIX, TPUOKOBBIX). [Ipr BOSHUKHOBEHUH TSAKEIBIX
UHQEKIIMOHHBIX OCIIOKHEHHUH CIIEAYeT OTMEHUTh HHTEP(EPOH M HA3HAYUTH COOTBETCTBYIOIIYIO
TEpaIuIo.

Ogmanvmonocuyeckue uzmenenus. Kak u BO BpeMs Tepanuu IpyruMu HHTEp(EepoHaMHu, IPH
Teparuu npenaparoM Podepor®-A 3aperncTpupOBaHBI CIyYaH Pa3sBUTHS PETHHOMATHI
(KpOBOM3JIMSIHUS B CETUATKY, BATHBIE dKCCYAaThl, OTEK JUCKA 3pPUTEIBLHOrO HEPBA, TPOMOO03
LIEHTPaJIbHON apTepUU U BEHBI CETUATKH) U 3a/AHAS UIIEMUYeCcKas HelponaTus, KOTOpPbIE MOTYT
IPUBOJUTH K MoTepe 3peHus. [lpu nosiBnennu xanod Ha yXyAlIEHUE OCTPOTHI 3pEHUS WU
HOTEPIO 3pEHMSI TUM MAIEHTaM CJIeyeT IPOBECTH 0(PTaIbMOIOIHYECKOe 00CIeIOBaHHE.
[TanpenTam ¢ caxapHbIM TUabeTOM, apTepUAIbHON THIIEPTEH3UEH 1epe ] Ha3HauYeHHEM TepaIriu
HE00X0IMMO MPOBECTU O(PTATBMONIOTHYECKOe 00CIe0BaHHE /IS BBIABICHHS IATOJIOIUU
r1azHoro AHa. Tepamnuro npenapaTom P0(1)ep0H®-A VI TIPETapaTomM Poq)ep0H®-A/pH6aBHpHH
CJIeZlyeT OTMEHUTH MPH YXYAILEHUH WIX BOSHUKHOBEHUH O0PTaTIbMOJIOIMUECKUX 3a00eBaHUH.
Peaxyuu eunepuyecmeumenvrocmu. Bo BpeMs Tepanuu uHTEpHEepoHaMHy, B TOM YHCIIE U
UHTEpPEpOHOM alb(a-2a, HAOIIOAAIOTCS CEPhe3HbIE PEAKLIUU TUIIEPUYBCTBUTEILHOCTH
HEMEUICHHOTO THIa (KparMBHUIIA, aHTHOHEBPOTHYECKUH OTEK, OPOHXOCTIa3M U aHa(DUITAKCHS).
B ciyuae pasBHTHs 0M0GHEIX PeaKiiuii py Tepariu npenaparoM Popepor®-A umi Podepon®-
A/ pubaBUpPUHOM TEPAIHIO OTMEHSIOT ¥ HEMEIJICHHO Ha3HAYaI0T COOTBETCTBYIOIIYIO
MeIMKaMEHTO3HY10 Tepanuto. [Ipexoasias cbinb He TpeOyeT OTMEHbI TepaIHH.

Hsmenenus sndokpunnbix opzanos. Peaxo ua dowe tepamuu npemapatom Popepon®-A
HaOmroaercs runepraukemust. [Ipu Hanuuuy KIMHUYECKONH CUMIITOMATHKHU TUIEPTIMKEMHUH
HE00XO0IMM KOHTPOJIb YPOBHS TIFOKO3bI B KPOBH M COOTBETCTBYIOIIEe HAOIOAeHNE. BoIbHBIM
caxapHbIM J1a0eTOM MOXeT NOTPeOOBATHC KOPPEKLHUS J03bI CAXapOCHIKAIOLINX penapaToB.
AymoummyHnusie napywenus. Bo BpeMs Tepanuu nuHTepdepoHamu aiabgpa 3aperucTpupoBaHbl
cilydan 00pa3oBaHMsl pa3IUYHbIX ayToaHTuTeN. KimHuueckue nposBieHus ayTOMMMYHHBIX
3a00JIeBaHUI TIPH TEpaIiK WHTEp()EepOHAMH Yallle BOZHUKAIOT Y TAIlHCHTOB,
HpepacioiIOkKEHHBIX K Pa3BUTHIO MOAOOHBIX 3a001€BaHUH.

Tepanust naTepdepoHamMu anbda peKo aCCOUUUPYETCs C BOSHUKHOBEHHEM HIIH 000CTpEHUEM
ncopuasa. Y GOJbHBIX MOCJIE TPAHCIUIAHTALMU (HAallpUMep, HOYKU MM KOCTHOT'O MO3Ta)
MeIMKaMEHTO3Hass MMMYHOCYTIPECCHSI MOKET OBITh MeHee 2P PEeKTHBHOM, TaKk KaK MHTEP(PEPOHBI
OKa3bIBAIOT CTUMYJIUPYIOLIEE BO3AEHCTBIE HA MMMYHHYO cucteMy. Kak u npu npumeHeHun
IpyTuX uHTEp(HEpOHOB anb(da, y TanueHTOB, MOTYYaBIINX P0(1)ep0H®-A, HaOJIOAATNCH CITyYan

OTTOPIKCHUSA TPAHCIIJIAHTATA.
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[Ipu npoBeneHnrn KOMOMHUPOBAHHOMN TEPAIIUU C pUOABUPUHOM — CM. TAK)KE MEPbI

HPEOCTOPONKHOCTH Il puOaBUpUHA.

Ilepeno3upoBka

CooO11enwii o mepeo3upoBKe HET, OAHAKO MOBTOPHOE BBEJIEHUE OONBIINX 103 HHTep(hepoHa
MOET COMPOBOXKIATHCA ITyOOKOH JIeTaprueH, BAJIOCThIO, MpOCTpareii 1 komoi. Takux
OOJIBLHBIX CIEAYET TOCHUTATIM3UPOBATh JJIsl HAOIIOACHUS U IPOBEJCHHS COOTBETCTBYIOILIUX

MOAAEP>KUBAOIIUX MEPOTIPUATHM.

ITo6o4uHoe nelicTBHE

HwxenpuBeneHHbie JaHHBIE O TOOOYHBIX JEHCTBUAX MpemapaTa OCHOBAHBI Ha OMBITE JICUCHUS
OOJILHBIX C Pa3IMYHBIMH 3JI0KaYECTBEHHBIMU 3a00JIEBaHUSAMU, 4aCTO pepakTEPHBIMH K
MPEIbIIYIIeMY JICUSHUIO U HAXOAUBIIUMUCS Ha MO3THUX CTAIMIX, a TAKXKE OOTBHBIX
XpOHUYECKUM renatutoM B u xponunyeckum renatutom C.

Knunuueckue uccneoosanusn

Ob6wue cumnmomsi. YacTo - TPUNTIONOAOOHBIN CHHIPOM (BSJIOCTh, TIOBBIIIICHUE TEMIIEPATYPHI,
03HOO0, TOTEPS aNMNeTUTa, MBIIIIEYHBIC U TOJIOBHBIE 001, 00JIM B CyCTaBaxX M MOTJIMBOCTS),
noteps Beca. [laHHbIe ocTpbie TOOOYHBIE IEHCTBUS OOBIYHO OCITA0EBaIOT WIIH YCTPAHSIOTCS MIPU
OJIHOBPEMEHHOM Ha3HAUECHMHU IapaleTaMoia, a X BIPaKEHHOCTh B XO/I€ JICUCHUS WIH MTPU
M3MEHEHHUH 03Bl Iperapata Podepor®-A nMeeT TEHICHIMIO K yMEHBIICHHUIO, XOTS IIPH
MPOJOHKEHUN TEPANTUU MOTYT BOSHUKHYTh COHJIMBOCTbH, CJIA00CTh U BSUIOCTbD.
JKenyoouno-kuweunviti mpakm. YacTo - MPUMEPHO Y IBYX TPETEH OHKOJIOTUIECKUX OOIBHBIX -
AQHOPEKCHS, Y MOJIOBUHBI - TOUTHOTA. JJOBOJIEHO YacTo - pBOTA, M3BMEHEHHE BKYCOBBIX
OIIYIIEHUH, CYXOCTh BO PTY, IUapes, a Takxke ciadble uiu yMepeHHbIe 00IH B )KUBOTE. Penko -
3aIopbl, METEOPU3M, YCHIICHNE IEPUCTATBTUKHI U U3K0Ta, 000CTPEHHE SI3BEHHOM 00JIe3HH,
KEITyJOYHO-KHUIIIEYHBIE KPOBOTEUCHUS, HE YTPOKAIOIINE KU3HU, TAHKPEATHUT.

Hsmenenus ¢pynkyuu neuenu. noraa - noseimenne ypoBHst AnAT, menounoit ¢pocdarassl,
JIAI" m OunupyOuHa, KOTOpbIe, Kak MPaBUIIO0, HE TPeOYIOT KOPPEKIMHU 103bl. Peako - n3MeHneHue
aKTUBHOCTH TpaHCAMMHA3 MpH Trenatute B o0pIuHO CBUETENBCTBYET 00 YIyUIIEHUH
KIIMHUYECKOTO COCTOSIHUSL OOJIBHOTO.

Llenmpanvnas Hepsnas cucmema. IHOT[Ia - CHCTEMHOE U HECICTEMHOE T'OJIOBOKPYKEHHE,
YXYIICHNE ICUXUYECKOTO COCTOSIHUS, 3a0bIBUNBOCTb, JIEMIPECCUS, COHITUBOCTbD, CITyTAHHOCTH
CO3HaHMs, HapYILLIEHUS TIOBE/IeHUs (TpeBOra, HEPBO3HOCTh) U HapyIIeHUs CHa. Peko - cuiibHas

COHJIMBOCTb, CYJIOPOTH, KOMa, HapyIIEH!s] MO3TrOBOT0 KPOBOOOPAIICHUS, BpEMEHHAs

13



UMIIOTCHIINS, & TAKXKE CYHMIIUIATbHBIC MBICIH, TIONBITKH CYUIHIA ¥ CyHIH/ (CyHIIHIaTbHOE
MIOBEJICHHE).

Opean 3penus. VIHoTAA - Hapy1ieHue 3peHus. Peako - nimeMuyeckas perunonatus. O4eHpb
PEKO - peTUHOMATHS, BKII0Yasi KPOBOU3IHUSHUS B CETYATKy M BaTHBIE SKCCYIAThl, OTEK JHCKA
3pUTENTHLHOTO HEPBA, TPOMOO3 IIEHTPAIILHON BEHBI U apTEPUU CETYATKH, 3a/IHSISI MIIIEMUYECKast
HEWpOoIaTusl.

Ilepughepuueckasn nepsnas cucmema. IHor1a - mapecTe3nn, OHEMEHHE KOHEUHOCTEH,
HelponaTHsi, 3y U TPEMOp.

Cepoeuno-cocyoucmas u ovixamenvbHas cucmemul. JJOBOIBHO 4aCTO - MPUMEPHO Y OJTHOM TISATOM
OHKOJIOTUYECKUX OOJBHBIX - TPAH3UTOPHAS apTepUaIbHas TUIO- U TUIIEPTEH3US, OTEKH, [IHAHO3,
apUTMUH, cep/iliednenre u 00Ju B TPyIHOM KiIeTKe. Penko - kamenb 1 HeOOobIlast OJbIIIKa,
OTEK JIETKUX, THEBMOHHSI, 3aCTONHAs cepJieuHas HeJOCTaTOYHOCTh, OCTAHOBKA Cep/Ila 1
OCTaHOBKA JbIXaHUs, HH()APKT MUOKap/a. Y OOJBHBIX TEaTUTOM B cepaedHo-cocyTucThie
HapyIIeHHs Ha0II0AaI0TCSI OYEHb PEIKO.

Kooxca, ee npuoamku u cauzucmoie 06010uku. JJOBOIBHO 4acTo - y MATON 9aCTH OOJBHBIX -
JIETKOE WJIM YMEPEHHOE BBIMIAJICHHE BOJIOC, 00paTUMOE MOCIIE MPEKPAIICHUS JICUSHUS.
VYcuneHHoe BbIMaACHUE BOJIOC MOXKET MPOJIOJKATHCS B TEUCHHE HECKOJIBKUX Helelb. Penko -
000CTpeHue reprneTUYeCKUX BBICHIMTAHUN Ha Ty0ax, ChIMb, 3y, CyXOCTh KOXH U CIU3UCTBIX
000J1049€K, BBIJICJICHUS U3 HOCA U HOCOBBIE KPOBOTCUCHHS.

Touxu u mouesvigooswue nymu. Penko - yxyamenue GyHKIIUU TOYEK, OCTPast MoYeyHast
HEJ0CTAaTOYHOCTH (TJIaBHBIM 00pa30M, Y OHKOJIOTHYECKUX OOJBHBIX C TAKHMH (DaKTOpamMu
pHCKa, Kak 3a00JIeBaHMUs MTOYEK U/UIU OJHOBPEMEHHOE JieueHne HePPOTOKCHUECKIUMHU
npenaparamu), 3JIEKTPOJIUTHBIE HAPYIIEHHUs, 0COOEHHO MPU aHOPEKCUU U 00€3BOKHMBAHUHT
OpraHu3Ma, MPOTEUHYPHUS, YBEIUUECHUE COACPKAHUS KIETOYHBIX SJIEMEHTOB B 0CAJIKE MOYH,
MOBBIIICHUE YPOBHS MOYEBUHBI, & TAK)KE KPEAaTUHUHA U MOYEBOM KUCIOTHI CHBIBOPOTKU KPOBH.
Cucmema kposemsopeHus. JJOBOILHO YacTO - TPAaH3UTOPHAS JIHKOIeHUs (peaKo Tpedyromas
YMEHBIIICHUS JT03b1), Y OOJBHBIX B COCTOSTHUU MUEJIOCYTIPECCUH - TPOMOOIIMTOIICHUSI, CH)KEHUE
ypoBHs remoryioonna. MiHoraa - TpomboruTonenus y 00IbHbIX 6e3 Muenocynpeccuu. Peako -
YMEHBIIIEHUE YPOBHS T€MOIIO0ONHA U TeMaToKpuTa. Bo3BpalieHue TsHKebIX reMaToJIOTHYeCKUX
HapYIICHUH K HCXOTHOMY YPOBHIO 00BIYHO HaOII0Aan0Ch uepe3 7-10 aHeil mocne nmpexparieHus
nederns nperapatroM Podepor®-A. OueHb PeKo HAeonaTHIecKas TPOMOOLUTONCHIYECKAs!
Irypuypa.

Ilpouue. Penxo - runepriiukeMus, caxapHblid JUa0ET, peakIMi B MECTE MHBEKIIUU, BKIIFOYAs

OYCHb PCAKO - HCKPO3, ayTOMMMYHHAs MMATOJIOIUA (BaCKYJ'II/IT, apTpUT, rCMOJIMTHYCCKASA aHCMUA,
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HapyIeHne QyHKIUHA IIUTOBUIHON KeJe3bl, BOIYaHOYHOIIOOOHBINA CHHIPOM). OYeHb peaKo -
OeccuMNTOMHas! TUIIOKATbLIUEMUS], CAPKOUA03, TUIIEPTPUTIINLEPUIMHUS/ TUTIEPIUTTUAECMUS.

B pesKuX clIydasx Tepanus npernapatamMi HaTephepoHa anbda, Briodas Popepon®-A, B
KOMOUHAIMK ¢ puOABUPHHOM ACCOLIMUPYETCS ¢ HAaHLIUTOIIEHUEH; OUeHb PEIKO — C
aIIaCTU4YECKON aHEMUEH.

Aumumena k unmepgepony. Y HEKOTOPbIX OOJIBHBIX IOCJIE BBEACHUS IpenapaToB, COACPIKALINX
TOMOJIOTMYHBIN 010K, MOTYT 00pa30BbIBaTHCSI HEUTPAIU3YIOIIME aKTUBHBIN OEJIOK aHTUTENA.
[TosTOMY BEpPOSATHO, UTO y ONpEENECHHON YaCcTH OOIbHBIX OyAyT OOHAPYKUBAThCS aHTUTEINA KO
BCeM HHTep(dhepoHaM, KaK MPUPOTHBIM, TaK U peKOMOWHAHTHBIM. [Ipy HEKOTOPHIX 3a00JIEBaHUAX
(pak, cucTeMHasl KpacHasi BOJTYaHKa, OIMOSICHIBAIOIIMH JIMIIIAil) aHTUTENA K JIEHKOLUTapHOMY
UHTEP(EPOHY YEITOBEKa MOTYT CIIOHTAHHO BO3HUKATh y OOJILHBIX, PaHEe HUKOT 1A HE
NOJIy4aBIIUX UHTEp(PEpOHbl. YKa3aHUN HA TO, YTO MPU KAaKOM-JIMOO0 U3 KIMHUYECKUX MMOKa3aHUH
HAJIMYHE TAKKX aHTHTE] MOKET OTPUIIATEIBHO MOBJIHSATE HA PEAKIIHIO GoIbHOr0 Ha Podepon®-
A, He umeeTcs.

[Tpu npoBereHNN KOMOMHUPOBAHHON TE€paruy ¢ puOaBUPHHOM — CM. TaK)Ke TIOOOYHEIE
JeicTBus pubaBUpHHA.

Hoxnunuueckoe uzyuenue. Y Makak-pe3ycoB, KOTOPbIM Ha3Ha4yallu 103kl Ipenapara,
3HAYUTEIbHO NMPEBBILIAIONINE PEKOMEHIYEMbIE ISl KIIMHUKHU, HA0II0JaJIUCh TPAH3UTOPHBIE
HapyLIeHHUs] MEHCTPYaJIbHOTO LIMKJIA, B TOM YHCIIE YUIMHEHNE IEPUOAAa MEHCTpYaluil.
Ilocmmapkemunzogoe nabniwoenue

Kak ¥ Ipu NpUMEHEHHH APYTHX HHTEp(EpOHOB anb(ha, y MalHeHToB, Momy4aBimx Popepon-

A, HaOMIOJANMKCH CITy4au OTTOPKEHHS TPAHCIIAHTATA.

B3aumoneiicTBHe ¢ APYTMMH J1eKAPCTBEHHbIMH CPeACTBAMH

WuTepdepons! anbha MOTyT HapyIIaTh OKHCIUTEIbHBIE META00INIECKHE IPOIIECChI, CHIKAs
AKTUBHOCTH NMEYEHOYHBIX MUKPOCOMANIbHBIX (DepMEHTOB cUCTeMBbI IuToxpoma P450. Oto
CJIEIyeT YUUTHIBATh MPU OJJHOBPEMEHHOM HAa3HAUYEHUU JIEKAPCTBEHHBIX CPEJICTB, KOTOPHIE
MeTaboMM3UPYIOTCS JaHHBIM IyTeM. OnHCcaHo CHIDKEHUE KIUpeHca Teo(pHIuIHHA mociie
OJTHOBPEMEHHOTO HAa3HAYCHHUSI HHTEPPEPOHOB albda.

HuTepdepoHbl MOTYT yCHIIUTh HEHPOTOKCHUECKOE, TEMAaTOTOKCUYECKOE UITH
KapJAMOTOKCUYECKOE IEUCTBUE NPENAPATOB, HA3HAYABIINXCS PAaHEE WIM OJHOBPEMEHHO C HUMH.
B3aumoneiicTBust MOTYT HaOMIOAATHCS TTOCTIE OJJHOBPEMEHHOTO Ha3HAUCHUS MTPETapaToB
LHEHTPAIILHOTO JICHCTBHSL.

[Tpu nmpoBeneHnu KOMOMHUPOBAHHOM Tepanuy ¢ pUOABUPHUHOM — CM. TAK)KE€ B3aUMOICHCTBUS
JUIsl puOaBUpHUHA.
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ABactuH (OeBann3ymMal) He OKa3bIBACT CYIICCTBCHHOTO BIHSHIS Ha (DapMaKOKUHETHKY

unTepdepona anbda-2a.

Oco0eHHOCTH MPpUMeEHEHUS penapaTa 0epeMeHHbIMU KeHIIUHAMU, KEHIIIMHAMHU B
NMePUO IPYIHOT0 BCKAPMJIUBAHMS, IeTbMHU M B3POCJIbIMH, MMEIOIIUMHU XPOHHYECKHUE
3a0oJieBaHMA

bepemennocms u nepuoo cpyonozo eckapmaueanus

bepemennocms

MyX41HBI U KEHIIMHBI, TOJIyYarolne PO(bepOH®-A, JTOJIKHBI MOJIb30BAaThCS HAJCKHBIMU
MeToaaMu KoHTpaneniuu. [Ipu 6epeMmeHHOCTH mpemnapar cieayeT Ha3HauyaTh TOJIBKO B TOM
ciyuae, €CJM MOJb3a OT JICUCHUsI MPEBBIIIAET BO3MOKHBIM PUCK JIJIS TJI0JA. XOTSI OIBITHI HA
YKUBOTHBIX HE CBUJIETEIHLCTBYIOT O TEPATOTCHHOCTH IpernapaTa, HeJib3sl UCKIIIOUUTD
BO3MOXXHOCTh TOTO, UTO €T0 MPUMEHEHHE BO BpeMsi OEpPEeMEHHOCTH MOXKET HAaHECTH BpPEl TUIOAY.
Korna makakam-pe3ycaM Ha paHHUX U CPEIHUX CPOKAaX OEPEMEHHOCTU BBOJIUIU J03bI,
3HAQUYMUTENIbHO IPEBOCXOIAIINE PEKOMEHAYEMbIE U1l KIMHUKU, Y HUX OTMEYaJIOCh BO3paCTaHUE
YUCIIa BHIKWIBIIICH.

ben3unoBelil ciupt, copepKAIINIICS B KAU€CTBE HAMIOJIHUTENS, MOKET IPOHUKATh Yepe3
mianeHTy. [Ipu Ha3HaueHnn pacTBOpa mpernapara PO(bep0H®-A HETMOCPEICTBEHHO Tepe]]
pOIaMH MJIM KECAPEBBIM CEUYEHUEM CIIEAYET IOMHUTh O TOKCUYECKOM JICHCTBUU Ha
HEJIOHOIIEHHBIX JIETEH.

bepemeHHbI€ JKEHIUMHBI HE TOJKHBI UCIIOJIb30BaTh Poq)ep0H®-A B KOMOMHAIINU C
pubaBupuHOM. JKEHIIMHBI JETOPOAHOTO BO3PACTA U MYKUYMHBI-TTAPTHEPHI KEHITUH IETOPOTHOTO
BO3pacTa, NoJy4yarouue Poq)ep0H®-A B KOMOMHAIMK C pUOABUPUHOM, JOJKHBI ITOJIB30BAThCS
HAJCKHBIMH METOJIJaMU KOHTPAEIIUU (CM. TaK)K€ WHCTPYKIIUIO 110 TPUMEHEHUIO pUOaBUPUHA).
Ilepuoo epyonoeo eckapmauams

HewusBecTHo, BbIACHSAETCS JIU Poq)epOH®-A C TPYJIHBIM MOJIOKOM. Bormpoc o npekpanieHun
KOPMJICHUS TPYIbIO MU 00 OTMEHE Tpernapara JOHKeH PEeIIaThCs B 3aBHCUMOCTH OT BAYKHOCTH

JICYCHHA JIA MaTCpu.

Bimsinue Ha crOcOOHOCTH YNPABJIATH TPAHCHOPTHBIMYU CPEACTBAMH M MEeXaHM3MaMHU

B 3aBucumMocTH OT pekrMa T03UPOBAHMS U HHIUBUIYAJIbHOW YyBCTBUTEIHLHOCTH OOJIBHOTO,
PO(I)epOH®-A MOXET OKa3bIBaTh JEHCTBUE HA CKOPOCTh PEAKIUH, BIMA HA BBIIIOJHECHUE
OTIpENIeICHHBIX ONepaIHid, HAIPUMEp, BOXKICHHE TPAHCIIOPTHBIX CPEACTB, paOdOTy C MAITMHAMU

1 MCXaHHU3MaMU.

16



®opma BbINYCKA U YIAKOBKA

PacTBop jutst moskoxxkHoro BeeneHust 3 mad ME/0.5 mi, 4.5 maa ME/0.5 mut, 6 mia ME/0.5 mu, 9
miad ME/0.5 mn

ITo 3 mau ME/0.5 mi, 4.5 maa ME/0.5 mu, 6 mma ME/0.5 mint wnu 9 mutn ME/0.5 M nmpeniapata B

MIIPHIT-TIOOHUK, KOPITYC KOTOPOTO M3TOTOBJIEH U3 cTekIa (Tuaponutrudeckuit kiaacc | mo ED),
HOPILEHb — U3 IJIACTMACCHI, C TPOOKOH U3 OyTHIIKAayUYyKa, JAMUHUPOBAHHOTO (P TOPIIOIUMEPOM.
C npyroii CTOPOHBI IIMPUII-TIOOUK YKYTOPEH HAKOHEYHUKOM U3 OyTHIIKay4yKa,
JTaMUHUPOBAHHOTO (PTOPIIOTHMEPOM.

1 crepunbHas Uria sl UHBEKIUMNA MOMEIIeHa B TEPMETUYHO YKYTIOPEHHBI KOHTEHHED U3
MOJIMATUIICHA.

| mmpuI-TIOOMK BMECTE C KOHTEHHEPOM C UTJION JJIsI HHbEKITUH U MHCTPYKITUEH TI0

MMPUMCHCHHUIO MTOMCIHIAIOT B KAPTOHHYIO ITAYKY.

Cpok roguocTu
2 roza.

He ncmons30BaTh N0 UCTEUYCHUH CpOKa roJHOCTH, YKa3aHHOI'O Ha YIIAKOBKC.

YcaoBus XxpaHeHust
XpaHuTh npH Temnepatype 2-8°C B 3alMIIIEHHOM OT CBETa MECTE.
He 3amopaxuBats.

XpaHUTb B HEJJOCTYIIHOM JUIs IETEU MECTE.

YcaoBus 0TIyCKa U3 aNTEK

ITo peuenry.

Baanesen PerncTpanmoHHOro y1ocToBepeHtsi M POU3BOAUTE/b
®. Xodpdbmann-JIs Pomr JItx., [setinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

3apezucmpuposannvle 6 Poccuu nekapcmeentvle hopmul npenapama Poqbep0H®-A:

- pacTBOp A7 moakokHOro BBeaeHus 3 miuH ME/0.5 mi, 4.5 ma ME/0.5 mi, 6 Mo ME/0.5 m,
9 Mt ME/0.5 mut (IT N014755/01);

- pacTBOp A5 moakoskHOTo BBeaeHus 18 muin ME (IT N013073/01).

Ilpeocmasumenvcmeo @. Xoppmanun-JIa Pow JImo.:
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107031, Poccus, r. MockBa, TpyOHas momass, 1. 2
Tei. (495) 229 29 99, dakc (495) 229 79 99

Pexmamanuu Ha npenapar HanpasiATh B agpec HannonansHoro oprana kourposst MUBII -
OI'BY «I'MCK um. JI.A.TapaceBuua» Munsapascorpa3sutus Poccuu: 119002, Mocksa,
Cusues Bpaxek, 1. 41, Ten. (499) 241-39-22, daxc (499) 241-92-38 u anpec

[IpencraBurenscTBa GpupMbl B Mockse.
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