COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 15.12.2025 N2 31063

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

docdazua, 200 mr, TabIETKH.

®docdazun, 400 mr, TAOIETKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytomee BemecTBo: hocdaszu.

dochaszun, 200 Mr, TabieTku

Kaxxnas tabnerka comepxut 200 mr docdaszuna.

dochaszun, 400 mr, TabneTku

Kaxxnas Tabnerka comepxut 400 mr docdaszuna.

[TonHbI1 MepedeHb BCmoMoraTelbHBIX BEHIECTB MPUBE/CH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabaerku.

dochaszun, 200 Mr, TabIeTKH

Kpyribie TBOSKOBBITYKIIbIE TaOJETKH OT OEJIOro 10 OeNoro C >KEJNTOBATO-CEPOBATHIM OTTEHKOM
[[BeTa, C JABYMs TEPIECHAMKYISIPHBIMH DPHUCKaMH Ha OAHOW cTopoHe. JlomyckaeTcsi Hajudue
’KEITOBAaTO-CEPOBATHIX BKPAIICHUH U XapaKTEPHOTO 3araxa.

dochaszun, 400 Mr, TabieTku

Kpyrible OBOSIKOBBINTYKIIbIE TAOJIETKU OT OEIoro a0 Oenoro C >KeITOBAaTO-CEpOBATHIM OTTEHKOM
uBera. JlomyckaeTcsi HaIM4Ke KeATOBATO-CEPOBATHIX BKPAIUICHUM U XapaKTEpHOTo 3ariaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHHusl K NPUMEHEHHUIO

o Jleuenne BUY-undexunn (Bupyca iMMyHOIe(DHUIIMTA YEJIOBEKA) B COCTABE KOMOMHUPOBAHHOM
AHTUPETPOBUPYCHOU TEpAIUU.

e DkcrpeHHas npodunaktuka BUY-undexknmuun B ciaydae pucka 1podecCHOHAIBHOTO
WHOUIMPOBAHUS TIPH TIONAIaHUN OMOJIOTUYECKUX KHUIKOCTEH MAIlMeHTOB Ha CIM3UCTHIE 000JI0UKH
Y TIOBPEXKJACHUHU KOXKHBIX TOKPOBOB (YKOJIaX, MOpe3ax).

e Jleyenue octporo remaruta B B ierkoii u cpeaHeTshKenon hopme (KEATYIIHBIN IEPHOT).
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM no3upoBaHusg

Bspocnvie

BUY-undexuyus
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JCNEOOBATENEHOCTE 0002)

Cyrounsie 10361 npu BUY-undexun: no 400 mr 2 pdza B cyﬂﬂ'.

[IpemapaT Ha3HAYAIOT HA JJIMTEIBHBIA CPOK, IPH HEOOXOJIUMOCTH KYpPC MOXKET OBITh IpPEepBaH, HO
JUIUTEIIBHOCTh €r0 JIOJDKHA COCTaBIIATh HE MeHee 12 Helenb ¢ MEepephIBOM MEXIY KypcamMu He
Ooitee 12 Henemns.

IIpyn nmopakeHuu LEHTpanbHOM HepBHOM cucrteMbl BMIY mpenapar HazHadarOT B CYyTOYHOHM J03€
1200 mr (mo 1 Tabmerke 400 mr 3 paza B cyTku). [Ipu mioxoit mepeHOCHMOCTH TIpernapara CyTouHast
71032 MOXeT ObITh CHHXKeHa 10 400 Mr B CyTKH.

[podunaxmurxa npodeccuonanvrozo sapaxcerus BUY

Jlnst npoduiiakTuKy npodeccuoHanbHoro 3apaxenns BIY pexkoMeHayeTcst Kak MOXHO paHbIIIe, HO
HE MOo3/IHee YyeM uyepe3 72 yaca mociie BO3MOKHOTO MH(DUIIMPOBaHMS, HA4aTh MPUEM Mpernapara 1o
400 mr 3 paza B cytku (s tabmetok mo3upoBkor 400 mr) wim mo 600 mr 2 pa3a B CyTKu (Iis
TabaeToK 103upoBKoi 200 Mr) B TeueHHE 4 HECIb.

Ocmpuotii cenamum B

[Ipenapar Haznayatot mo 400 mr (2 ta6netku mo 200 mr mwnm 1 Tabnerka mo 400 mr) 2 paza B CyTKH
B TeueHue 20 nHel. PekoMeHyeTcss HauMHaTh IPUHUMATh NIpenapar He Mo3aHee 7 JHEW oT Havaia
KEITYXH.

Oco0ble rpynibl MalueHTOB

Hauueﬂmbz C NeYeHOYHOoU HedOCMAamo4HOCbIO

[TockonbKy y MalMeHTOB € HapylIeHHeM (YHKIUM MEUYEeHH MOXKET MPOHCXOIUTHh KyMYISALUS
dbocdazuaa u3-3a CHIKEHUS TTIOKYPOHHU3AIIUN, MOXKET IMOTPEOOBATHCS KOPPEKITUs J03bI IIpernapara.
Ecnu MoHuTOpHpOBaHME KOHIEHTpamuu (ocdasuaa B IuiazMe HEBO3MOXKHO, TO Bpady CIEIyeT
oOpamiate 0coboe BHMMaHWE Ha KIMHWYECKHE MPH3HAKH HEMEPEHOCHMOCTH TIpernapara W Ipu
HEOO0XOMMOCTH TPOBECTH KOPPEKTUPOBKY 03Bl W/WUIM YBETHMUUTh MHTEPBAT MEXIY BBEICHHEM
103.

eTH
BUY-ungexyus
Jertu B Bo3pacte ot 3 10 13 net: 10 mr/kr maccel Tena B 2—3 npuema.
Hetu B Bo3pacte ot 13 no 18 met: mo 200 mr 3 pa3a B CyTKH.

Ta6muma 1. PekoMeHmyeMble 10361 B TIepecueTe Ha Maccy Tena (11 TabimeTok qo3upoBkoi 200 mr)

Macca Teaa, Kr CyTo4Hasi 103a B MI' CyrtouHas n03a B tadjerkax mo 200 mr
o 7,5 50 Y4 TabneTku

7,5-12,5 100 Y5 TaOIeTKu

12,5-17,5 150 %4 TabJNEeTKN

17,5-22,5 200 1 TabieTka

22,5-275 250 1 Tabnerka + % TabneTkn

27,5-32,5 300 1 Tabnerka + % Tabnerku

32,5-37,5 350 1 Tabnerka + % TabneTKA

37,5-42,5 400 2 TabJIeTKH

42,5-47,5 450 2 Ta0neTku + Y TabiaeTku

Topaosicenus yenmpanvrnou nepenou cucmemol BUY

[Ipenapar (Tosnpko TabmeTku mo3upoBkor 200 Mr) Ha3HAYAOT B CYTOYHOM 103€ 20 MI/KT Macchl
tena. [Ipu mI0Xoil mepeHOCUMOCTH Tpernapara CyTOuHasi 71032 MOXeT ObITh CHIKEHA /10 5 MI/KT
Macchl Tena.

Ocmpuiii cenamum B
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JlaHHbBIE OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

[Ipenapat MpUHUMAIOT BHYTPb NIEpe]] €01, 3aIiBasi CTAKaHOM BO/IBI.
4.3. IlpoTuBONOKA3aHUS

e [umepuyBcTBUTENBHOCTh K (ochasuay mwid K J000My U3 BCIIOMOTaTeNbHBIX BEIECTB,
NEPEeUMCIICHHBIX B paszene 6.1.

e Jlna nosupoBku 400 Mr — geTckui Bo3pacT A0 18 ner.

o Jlns posupoBku 200 Mr — gAeTCKMU Bo3pacT 10 3 JeT (MO TMOKa3aHUI0 — JICUCHHE
BUY-undexnuu B cocTaBe KOMOMHUPOBAHHOW aHTHUPETPOBUPYCHOM Tepamnuu), AETCKUNA BO3PACT JI0
18 neT (1Mo OCTaNBHBIM TIOKA3aHUSIM).

e [lepuoj rpyIHOTO BCKapMIIMBAHHUSI.
4.4. Ocodble ykazaHusl 1 MepPbl MPEI0CTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBIO:

e BrIpakeHHas TOIIHOTA
e Psora
e AHewmus (KOHIIEHTpaIus reMorioonHa < 95 r/m)

e JloBbIlIcHHE aKTUBHOCTH TpaHCaMmuHa3 (0ojiee 4eM B 5 pa3 OTHOCHTEIBHO BEPXHEH TI'paHUIIBI
HOPMBI)

e [UnepKkpeaTUHUHEMHUS

e Heitrponenus (neritpodrist < 1000 kiaeTox/mi)
e Tpombornuronenus (MeHee 25% 109/n)

e [leyeHouHast HEJOCTATOUYHOCTD

Oco0sle yKa3zaHus

[TarueHTBI TOMKHBI OBITH MPEAYNPEKACHBI O BO3MOXHBIX TMOCIEACTBHSIX, CBS3aHHBIX C
COBMECTHBIM MPUMEHEHUEM JIPYTUX MpernapaToB 0e3 Ha3HaYeHUs Bpaya.

[TareHTOB ciexyeT NpoMH()OPMUPOBATH O TOM, YTO JICUEHUE aHTUPETPOBUPYCHBIMHU IIperapaTaMH,
TakuMu Kak mpernapat docdazun, He mpemoTBpamiaeT puck nepenaurn BUY apyrum moasm npu
IMOJIOBBIX KOHTAKTax WK NCPCIIMBAHUN I/IH(bI/II_II/IpOBaHHOI\/'I KpOBH, MMOTOMY IMMAIIUCHTBI JOJIKHBI
MPOJOJIKATh COOI0IaTh COOTBETCTBYIOIINE MEPHI IIPEIOCTOPOKHOCTH.

HecmoTps Ha npuem npenaparta @ocdaszua uiam J1ro60ro Jpyroro aHTUPETPOBUPYCHOTO TpenapaTa,
y TAalUEHTOB MOTYT pa3BUBAThCS OMNMOPTYHUCTHYECKHE HHGEKIUU U JAPYTrUe OCIO0KHEHUS
BUY-undexnuu. [losroMy mnanueHTH! IOKHBI HAaXOIUTHCA IMOJ IMOCTOSHHBIM HaOJIOJICHHEM
Bpadeil, mmeronux onbIT JedeHus BUY-undexknuun (mamuentoB ¢ BUY-accomuupoBaHHBIMEU
3a00JIeBaHUSIMU ).

Heo6xoquMo mpeaynpeauTs NalMeHTOB O BO3MOXXHOM B3auMoOeHCcTBUU mpenapara Docdazun ¢
JpYyTUMH IIpenapaTtaMy IIpU UX COIIYTCTBYIOIIEM IIPUEME.

docdazu — MaJOTOKCHYHOE BemecTBO. Ero TOkCHYHOCTH B 5—6 pa3 HMXKE, YeM 3UIOBYAHMHA.
OHGHI/IBa}I HepeHOCI/IMOCTI: HpenapaTa, cne;[yeT y‘-II/ITbIBaTB, qTo yKa3aHHbIe HCIKCIIATCIIbHBIC
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camoit BUU-uHbeKIM 1 COMyTCTBYIONMUX 3a00JICBaHMIA.

HeperynspHocTh npuema mpernapara nandeHTaMu (HapyIIeHHue CXeMbl JICUSHHUs) MOXKET IPUBECTH K
Pa3BUTHIO PE3UCTEHTHOCTU (YCTOWYMBOCTH) pETPOBUPYCa K HEMY, YTO IIOBJIEYET 3a CoOOM
CHIDKEHHE 3P (EKTUBHOCTH MTPOBOIUMON Tepaniy U HEOOXOJMMOCTh 3aMEHBI IIpernapara.

CuH()pOM 60CCMAHOBIEHUA UMMYHUmMemda

Y BUY-uHOUIUMPOBAHHBIX MAIMEHTOB C TSDKEIBIM HMMMYHOAC(DUIIMTOM Ha MOMEHT Hauaya
AHTHUPETPOBUPYCHOM TEepamuyd BO3MOXKHO pPa3BUTHE BOCHAJIUTEIBHONH peaknuu Ha (oHe
OECCUMITOMHBIX ONMOPTYHUCTHUCCKUX MH(EKIMN UIIM UX OCTATOYHBIX SBJICHUM, YTO MOXKET CTaTh
MPUYMHON CEePhE3HOTO YXYAIICHUS COCTOSHUS WM yCYT'yOJIeHHs CUMOTOMATHKH. OOBIYHO DTH
peakiuu HaOJIOMAIOTCS B TEUCHHE IEPBBIX HECKOJBKUX HENETb WM MECSICB IMOCIe Hadaia
AHTHUPETPOBUPYCHOM Tepamuu. THIWYHBIMA TNPUMEPAMH  SBJSIOTCA  IIUTOMETAJIOBHPYCHBIN
PCTUHUT, TEHEpalu30BaHHAs W/WIM odvaroBas WHQEKIUs, BbI3BaHHAS MHKOOAKTCPUSIMH, H
MHEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (P. carinii). IlosBaeHue H00BIX CHMIITOMOB
BOCHAJIEHUs TPeOyeT HEMEAJIEHHOTO 0OCIIEIOBAHMSI U ITPH HEOOXOIUMOCTH JICUCHUS.

AyTonMMyHHBIE 3a0oJsieBaHMs (Takue Kak Ooje3Hp ['peliBca, MOTMMHUO3ZUT U CHHAPOM
I'nifena-bappe) Ttakke HaOmomamuch Ha ()OHE BOCCTAHOBICHHMS HMMMYHUTETA, OJHAKO BpeMs
MEPBUYHBIX IMPOSIBICHUN BapbUpPOBaio, U 3a00J€BaHUE MOIJIO BO3HUKATh YEpe3 MHOIO MECSLEB
II0CJIe Havajla Tepanuy U NHOTJa UMEJIO aTUIINYHOE TEUEHUE.

3abonesanus nevenu

[Tarmentel ¢ XpoHumueckuM rematutoM B wmm  C, mnonyyarommue  KOMOMHHPOBAaHHYIO
aHTUPETPOBUPYCHYIO TEPAIUIO, UMEIOT MOBBIIIEHHBIA PUCK Pa3BUTUA TSHKEIBIX M MOTCHIHUAIBHO
JIETaJIbHBIX PEaklMii CO CTOPOHBI IIeYeHU. B cilydae cOmyTCTBYIOLIEH MPOTUBOBUPYCHOU Tepanuu
rematuta B mmu C cinegyer Takke O3HAKOMHUTBCS C COOTBETCTBYIOIIMMH HMHCTPYKIMSAMH II0
IIPUMEHEHHUIO TaHHBIX JICKAPCTBEHHBIX IIPETIApaTOB.

VY manueHToB ¢ y)Ke CYIIECTBYIOIINM HapylieHueM (YHKIIMH TEUYEHU, BKIIFOYasi aKTUBHYIO (hopmy
XPOHUYECKOTO TeMaTuTa, OTMEUYAeTCs YBEIMYEHHWE YacTOThl HapylIeHWH (DYHKIUHM TICYEHU BO
BpeMsi KOMOMHHPOBAHHOW aHTUPETPOBUPYCHOW Tepamuu. Takue MamueHThl AOKHBI HaXOJAUTHCS
moa HAOIIOJIEHUEM B COOTBETCTBHM CO CTaHJAPTHOW KIMHUYECKOW mpakThkoi. HeobOxomumo
paccMOTPETh BO3MOXHOCTh MPUOCTAHOBJICHUS WJIM MPEKPAILCHUS JICYEHUsI B Clydae MPOSBICHUI
VX YAILIEHUS 3a00JIeBaHUS TICYCHU Y TAKUX MAIICHTOB.

Ocmeonekpos

Hecmotpst Ha TO, Y4TO ITHONOTHS AAHHOTO 3a00JIEBaHUS CUUTAETCS MHOTO(AKTOPHOU (BKIFOYAS
MpUEM TJIIOKOKOPTUKOCTEPOUIOB, VYIOTPEOJICHHE aJKOToisl, THKEIYl0 HMMMYHOCYIPECCHUIO,
BBICOKUN MHJEKC MAacChl Teja), CIydyal OCTEOHEKpO3a yallle BCero BCTPEUaIUCh y MAIMEHTOB Ha
npoaBuHyTol cragun BUY-undexnuu w/mim IIUTENhHO TPUHUMABIIMX KOMOMHUPOBAHHYIO
Tepanuio. [lanenTam ciemyer oOpaTUThCS K Bpady, €CIIM OHHM HCIIBITHIBAIOT O0JIM U CKOBAaHHOCTH B
CycTaBax WU TPYAHOCTH MPH JBHKEHUU.

Macca mena u obmen eewecms

Macca Tena, a TakKe KOHLEHTPALMS JIMIIAI0B U INIFOKO3bl B IUIa3M€ KPOBU MOTYT IMOBBIIIATHCS BO
BpeMs aHTHPETPOBUPYCHOM Tepanuu. DTH U3MEHEHUS MOTYT ObITh YaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a0osieBaHus W 00Opa3oM >KM3HHU. BbuUIM TOJIydeHbl JaHHBIE, MOJATBEPXKIAIOLIUE B HEKOTOPBIX
Cllydasx BIMSHHE TEpaluyd Ha KOHLIEHTPALMIO JIMIUAOB, B OTHOIIEHUHU YBEIMYEHHUS MacChl Tela
Takue JaHHblEe OTCYTCTBYIOT. CieayeT MpOBOAMTH KOHTPOJIb KOHUEHTPALMHU JUIUIAO0B U [IFOKO3bI
KPOBH B COOTBETCTBUU C YCTAHOBJICHHBIMH pPEKOMEHAanusMu 1o Ttepanuu BUY-undexmm.
Hapymenust nunuaHoro ooMeHa HEOOXOIUMO KOPPEKTUPOBATh B COOTBETCTBUM C KIMHHUYECKUMHU
IIPOSIBJIEHUSIMU.
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4.5. B3aumoaeiictBue ¢ JPYrUMH JIeKAPCTBEHHBIMH 'Mﬁﬂﬁﬂ%“-r@%%;h};:' 'lB'Ifll'h'IbII

B3aMMOJAEHCTBUSA

®ocdazun B HEOONBUION CTENEHH CBS3bIBACTCA C OelKaMM IUIa3Mbl, HO JIMMUHUPYETCS
MPEUMYILECTBEHHO ITOCPEICTBOM MIEYCHOYHOTO METa00IN3Ma 10 HEaKTUBHOTO TIIIOKYPOHU/IA.

[IpemapaTel ¢ NPEUMYIIECTBEHHBIM II€YCHOYHBIM METa0OIU3MOM, OCOOEHHO MOCPEICTBOM
TIFOKYPOHU3AIMHY, TTOTCHIIHAIBPHO MOTYT yTHETaTh MeTabomm3M (ocdazuma.

[Ipenapar MOKET NPUMEHATHCS B COYETAHUMU C APYTMMH aHTUPETPOBUPYCHBIMH IIpelapaTaMy B
KOMOHMHUPOBaHHBIX CXE€Max JICUEHMsI, OTHAKO COBMECTHOE IPUMEHEHHE IIpenapaTa ¢ 3UJJOBYAUHOM,
CTaBYAMHOM IIPUBOJUT K B3aUMHOMY IIOHMKEHHIO aKTUBHOCTH B OTHOIIeHUY BHY.

CoBMecTHOE TPUMEHEHHE C JIAMUBYAMHOM, HHTepdepoHOM-anbda, AUIAaHO3UHOM, (POCKAPHETOM
HAaTpus MIPUBOAUT K B3aMMHOMY IIOBBILICHUIO aKTUBHOCTH B OTHOLIeHMU BHUY.

CoBMecTHOE TpUMEHEHHE C JOKCOpyOWIMHOM, wuHTephepoHoM-anbha, amdboTepunrHoM-B,
KO-TPUMOKCA30JI0M, BI/IH6J'IaCTI/IHOM, BUHKPHUCTHUHOM, TaHIIUKIIOBUPOM, JaIlICOHOM,
cynb(aauasuHOM H APYTUMH CydbhaHWIAMHIAMH MOXKET MPHBOAWTH K B3aUMHOMY YCHIJICHUIO
MHCJIIOTOKCHUYHOCTH, TIO3TOMY Tp66yeTC}I I[OHOHHHTGHBHBIﬁ KOHTpPOJIb 34 KOHHGHTpaHHeﬁ
reMOTJIO0MHA U TPAHYJIOIHUTOB.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JAKTALHSA

bepemeHHOCTH

[Tpenapat ®@ocdazug MOKHO MPUMEHATH B | TpuMecTpe OepeMEHHOCTH TOJIBKO B TOM Ciydae, ecliu
MIOTEHIMAJIbHAS T0JIb3a AJI MAaTEPU IIPEBBINIAECT PUCK AJIA IUIOJA.

JlakTaius

Cnenunamuctel He pekoMeHAYI0T BUY-uHGUIIMPOBAaHHBIM MAaIlMEHTKAM T'PYJHOE BCKapMJIMBAaHHE,
yT00Bl M30exkarh nepenadn BUY-undexuun pedenky. B mepuonm mpuema docdaszuma rpyaHoe
BCKapMJIMBaHHE MPOTUBOIIOKA3aHO.

DepTHIbHOCTD

Janubie mo BnusHUO Gocdasuaa Ha GepTUILHOCTD Y KEHIITUH OTCYTCTBYIOT.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMHM CpeACcTBAMH W padorarh c
MeXaHM3MaMH

HccnenoBanue BiausiHUA (ocda3una Ha CIOCOOHOCTh YNPaBIATH TPAHCIIOPTHBIMU CPEACTBAMH U
paboTtath ¢ MexXaHW3MaMH He MnpoBoAwIock. dDapmakosorudyeckue cBoicTBa (ocdazuaa
CBUACTCIILCTBYIOT O HU3KOHU BCPOATHOCTU TAKOI'0 BIIUSAHUA. Cne;[yeT MNpUHUMAaTb BO BHUMAHUC
KIIMHHYECKOE COCTOSIHUE MAIMEHTA, a TAKXKE XapaKTep HeXKeNaTebHBIX peakiuil Gpocdaszua.

4.8. HesxeaTeJIbHbIE peaKIUU

TaOnuyHOE pe3roMe HEXKENATEIbHbIX PEAKIINNA

YacToTa BOSHUKHOBEHUS HEKEJIATEIBHBIX PEaKIMil MPUBEICHA CICYIOIINM 00pa3oM:
oueHb yacto (> 1/10);

gacto (> 1/100, Ho < 1/10);

Hedacto (> 1/1 000, ro < 1/100);

penxo (> 1/10 000, o < 1/1 000);

oueHb peako (< 1/10 000);
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4acTOTa HeM3BeCTHA (HA OCHOBAHMH UMEIOIINXCS JaHHBIX oueﬂﬂﬁﬁlggsﬁgﬂ@_l EHOCTL 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tabmuma 2. HexenarenbHble peakiiny, 3aperucTpupoBaHHbIe Ipu npuemMe (hocdazuaa

CHCTEeMHO-OPTraHHbII KJacc Yacrora HesxkenarenbHas peakuusi

Hapymenust co croponsl kpoBu u | Hewacro AHeMusl JIeTKON CTENEHH
TuM(aTHIeCKON CUCTEMBI Penxo ['panynouuronexHus

Hapymenust co croponsl HepsHOU | Hewacto l'onoBuas 6onb

CHUCTEMBI

Hapymenns co cTopoHsl | Hacro TowHoTa, TSKECTh B AIMUTACTPUU, AUAPEs
KEIIyTOYHO-KHIIEYHOT O TPAKTa

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno COO6H_IaTb (6] MoA03pCBACMBIX HEXKCIAaTCIbHbBIX pCaKknuusax II0CJIC perucTpanu
JIEKapCTBEHHOI'0 Tperapara C Lebl0 O0eCreueHus: HEeMpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oJIb3a — PHCK» JIEKAPCTBEHHOTO Tpernapara. METUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbIX HEXKENATEIbHBIX PEaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CHUCTEMBI COOGH_IGHI/IH O HCXKCJIATCIbHBIX PCaAKIUAX TOCYyAapCTB — UYJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHckas muiomanib, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnekrponHas moyra: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru.

CaiiT: www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CuMITOMBI
Ceenenuii o ciyyasx nepeno3upoBKu Gocdasuia HeT.
JleueHnne

B cnywae mepemo3mpoBku ¢ocdazuna reMoauani3 W IMEPUTOHEATbHBIH IUATN3 CYHMIECTBEHHO
YCUJIMBAIOT BBIBE/ICHUE IIIIOKYPOHOBOT0 MeTabonuTta docdaszuna.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBa

dapmakoTepaneBTHUECKasi Tpylmna: MPOTHBOBHPYCHBIE CpPEACTBA CHCTEMHOTO  JCHCTBUS;
IMPOTUBOBUPYCHBIC CPCACTBA IPAMOIO I[eﬁCTBHH; HYKJICO3UIHBIC WU HYKJICOTUIHBIC I/IHFI/IGI/ITOpBI
00paTHOM TPaHCKPHUIITA3BI.

Kox ATX: JOSAF.

MexaHusM aeiicTteus U hapMakoauHaMudeckre 3O HEKTHI

JeticTByromee BemecTBO ¢docdazun sBiuseTcs M30MpaTEeIbHBIM  HMHTHOMTOpPOM  0OpaTHOMU
tpanckpunrtazel BUY-1 m BUY-2. docdazua sBasercs MOAUPUIIUPOBAHHBIM — aHAJIOTOM
NPUPOJHOTO HyKJeo3uaa TumuanHa. Pochaszuj, NPOHUKHYB B HUHOPHUIMPOBAHHYIO KIETKY,
MOCJIEIOBATEIILHO META00M3UPYeTCS BHYTPHUKICTOYHBIMU KHWHa3amu 110 5’-tpudocdara (TD) —
azunoTUMuIHA-Td, KOTOpBIA sBiseTcs cydcTparoMm Uit oOpaTHOM TpaHckpunTassl BUY u

6
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KOHKYPEHTHbIM HHTHOUTOPOM 3TOro (epMeHra. HDOTHB@QI%’EEQ;G ARTHBHGCTS Ill_ﬁéﬂafrlarlr'a

00yCJIOBIIEHa TMPEUMYIIECTBEHHO BKIIOUYECHHEM ero MoHodochaTHO (GopMbl B IIenmb BUPYCHOU
JIHK, B pesynbTaTe 4ero mpoOMCXOIUT pa3pblB LENH M OCTAHOBKA BOCIPOM3BEIEHUS BUPYCHBIX
gacTull. AsunotumuauHa-Td obnamaer 3HAYUTENHPHO MEHBIIMM cpojacTBoM k JIHK-mommepazam
YeJIOBEYECKHX KIIETOK. Pa3BUTHE PE3UCTEHTHOCTH K aHAIOraM TUMHJAMHA, K KOTOPBIM OTHOCHTCS
dbocdazua, NpoucXonUT B pe3yibTaTe MOCTENEHHOIO HAKOIUICHHS Cleur(UYecKux MyTanui B
6 komonax (41, 67, 70, 210, 215 u 219) oOparHoii Tpanckpuntassl BUY. Bupycsl npuobperator
(EeHOTUITUYECKYI0 PE3UCTEHTHOCTh K aHajloraM TUMHUIMHA B pe3yJbTaTe KOMOWHUPOBAHHBIX
MyTauuid B nozunusx 41 u 215 wim HakoruieHus, 1o KpaiiHed mepe, 4 nu3 6 myrauui. JlaHHbIE
MyTallUd HE BBI3BIBAIOT MEPEKPECTHYIO PE3UCTEHTHOCTh K APYTUM aHAloraM HYKJIEO3UIOB, YTO
MO3BOJISIET B JalbHEWIIEM MPUMEHATh Juis JiedeHuss BUY-undexiuu apyrue MHTHOUTOPHI
00paTHO# TPaHCKPHUIITA3BI.

JIBa BHa MyTalui NPUBOIAT K Pa3sBUTUIO MHOKECTBEHHOW JIEKAPCTBEHHOW PE3UCTEHTHOCTU. B
OJTHOM CJIy4ae MyTaIluu mpoucxonsart B 62, 75, 77, 116 u 151 no3unusax oOpaTHON TPaHCKPUIITA3HI
BH1Y, Bo BTOpOoM ciiydyae — T69S-myTanuu ¢ BCTaBKOM 6 map a30TUCTBIX OCHOBAaHUMN B JTAaHHOU
MO3MIIMHU, YTO COMPOBOXKIAETCS MOSIBICHUEM (DEHOTUNNYECKON PE3UCTEHTHOCTU K HYKJICO3UIHBIM
MHTHONTOpaM 00paTHOM TpaHckpunTasbl. O0a BHAA 3TUX MYTalUWH 3HAYUTEIFHO OTPAHUYHMBAIOT
TepaneBTHUUeCcKre Bo3MokHOCTH npyu BUY-unbexiun.

5.2. GapMaKOKHHeTHYeCKHUe CBOMiCTBA

AOGcopOrus

docda3zua XOpoIIo BCACKIBACTCS U3 KENyJ0YHO-KUIIEYHOTO TPAKTa. Y B3pPOCIBIX OMOJOCTYITHOCTh
dochazuna mocne mnpuema BHYTph cocTaBisier 20 %, a oTHocuTenbHas OMOJOCTYMHOCTH
docdazuaa (orHOCUTENBHO 3uaoByAnHA) — 83,7 %.

[Tocrme mpwema BHYTph Mpernapara MaKCHMajibHas KOHIEHTparus (ocdasuga B IIa3Me KPOBH
(Cmax) oTMeuaetcs uepe3 4-5 yacoB u coctapisieT 19-22 MKr/mit.

Pacopenenenune

@ocdazun nNpoHMKAaEeT dYepe3 remarodHuedannyeckuid Oapbep U OOHapyXuBaeTcs B
CITUHHOMO3T'OBOM JKHUJIKOCTH B KOHIIGHTPAIIUU, COCTaBIIsitonel 15—64 % ncxomaHon 1036I.

JlelicTBy1O1IIeE BEIIECTBO XOPOULIO MPOHUKAET Yepe3 IUIALICHTY, BCIAEACTBUE YEro KOHIICHTPALIMS
€ro B MMYMOBUHHOW KPOBH COMOCTaBHMa C TAKOBOM B IjIa3Me KPOBH MaTEPH.

Buorpanchopmariust

Merabonusm docdazuma MpoUCXOIUT B TIEYCHH ¢ 00pa3oBaHUEM 5'-TIIOKYPOHHUIA. S'-TIIOKYPOHUT
ABJISACTCS OCHOBHBIM MeTaGOHHTOM B IJIa3MC KpPOBH U MOYC.

OIMMUHALIMS

Mertabonut docdazuna (5'-roKypoHH) BBIBOAUTCS M3 OpraHu3Ma rnodykamu ¢ Modoil. Ilepuon
nmostyBbIBeZIeHUs Gocdaznia u3 opranu3mMa coctaBisieT 3—4 yaca.

Oco0ble rpynibl MalueHTOB

Ileyenounas neoocmamounocms

CHuXeHue TIIIOKYPOHUPOBAHUSA Y MALMEHTOB ¢ HApYIICHUEM (DYHKIIMHU MEYEHU MOKET MOBJICYD 32
coboit kymyssiiuio pocdaszuaa, uTo TpeOyeT KOPPEKIMH 10361 TIpernapara.

ﬂuua noaHCUs020 so3pacma

Janusie mo hapmakokuHeTHKe Gocdasnia y ManueHToB cTapiie 65 JeT OTCYTCTBYIOT.
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6. PAPMAIIEBTUYECKHE CBOIMCTBA (MOCTIEQOBATENEHOCTS 0002)

6.1. Ilepeuenb BcnoMoraTeibHbIX BelIECTB

[enmrono3a Mukpokpucramnuieckas (tun 101)
Kanpmus kapOoHat (ocakIeHHBIHN)
KpemHuust AHOKCH KOJITIOUTHBIN (a3pOCHI)

Kanbsuus creapar

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTHu (CPOK XpaHeHusl)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh IpU TeMIieparype He Boiie 25 °C.

6.5. Xapakrep u cofep:kaHie YNAKOBKHU

I[To 10 mmm 20 Tabmerok B OaHKW W3 MOJUATHIICHTepedTanaTa, YKYHNOPEHHBIC KPBIIIKAMHU W3
MOJIM3THJICHA HHU3KOI'0 MOaBJICHHUA C KOJBHOOM KOHTPOJIA IICPBOr0 BCKPBITUA HIIN 663 HETO, C
ocymmuTeneM unu 0e3 Hero. Ha Oankm HaknewBaroT 3THKeTKy. [lo 1 OaHKe ¢ MHCTpyKIHMEH MO
[IPUMEHEHHUIO B [1AYKY KAPTOHHYIO.

ITo 10 TabGneTOoK B KOHTYPHOH SYEHKOBOW ymakoBke (OJIMCTEp) M3 TUICHKU TOJMBUHUIXIIOPUTHON
(IIBX-timenkn) u GOIbrH ATIOMUHHEBOW TEUATHOW JIakKupoBaHHOW; 1, 2 wiam 6 OIUCTEpOB ¢
MHCTPYKLHEH 10 MPUMEHEHUIO B MMAYKY KapTOHHYIO.

6.6. Oco0Oble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3ALUH MCIO0JIB30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WiM OTX0A0B, NMOJYYEHHBIX IOCJe NMPUMEHEHHs JeKAPCTBEHHOI0 Ipenapara, u
Apyrue MAHUMYJISAILUHU ¢ TPenapaTomM

Oco0blie TpeOOBaHMS OTCYTCTBYIOT.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA

Poccuiickas @enepanust
00O «OnkoTaprer»

109316, r. MockBa, BH.TE€p.T. MyHHIIUNIAJIbHBIA OKpyT IlewaTtHuku, Bonrorpaackuii np-kxt, 1.42, K.
24, stax 2, kom. 193

Ten: +7 (495) 233-01-38
e-mail: info@oncotarget.ru

7.1. llpeacraBuTeNb AEprKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHUS

[Iperen3uu notpeduTeneil HANPaBIATH 1O aJIPECy:

Poccuiickas @enepanus
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000 «OnkoTaprer» (MOCNEOOBATENEHOCTE 0002)

109316, r. MockBa, BH.TE€p.T. MyHHIIUNIAJIbHBIA OKpyT IlewaTHuku, Bonrorpaackuii np-xt, 1.42, K.
24, stax 2, kom. 193

Ten: +7 (495) 233-01-38
e-mail: info@oncotarget.ru

8. HOMEP (HOMEPA) PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN IpenapaT OTHOCUTCS K KaTErOPUM OTIYCKa IO PELENTY.

OOmrast XapakTepUCTHKa JieKapcTBeHHoro mpemnapara docdasua I0OCTynmHa B €AMHOM pEecTpe
3apEeruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3zMilckoro 3KOHOMHYECKOIO COK03a M Ha
oduIaTEHOM caire YIIOJTHOMOYEHHOI'O oprasa (axcniepTHOM OpraHU3alNH)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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