Buarpa®

TabneTkn, NOKpbITbIE NIIEHOYHOM 060MNOYKONM ronyboro LBeTa, OKpyrible, poMmboBuaHsIe, ¢ rpaBupoBkon "VGR
50" Ha ogHol cTopoHe u "Pfizer" Ha gpyrown.

Bnageneu permcTpauMoHHOro yaocToBepeHus
UPJOHN US 1 (CLLA)

PerncrpaumoHHbIn HOMep
M N015875/01

JlaTuHCKOe Ha3BaHue

Viagra®

[deunctByloulee BelleCcTBO

cungenadpun (sildenafil)

ATX
GO04BEO03 Cungenadbun

dPapmakonormyeckas rpynna

OpeKTUNbHOM AUCHYHKLUMM cpeacTBo nevennst - P35 nurnburtop

Ho3onornyeckasa knaccucgpukaumsa (MKb6-10)

F52.2 HepoctaTo4HOCTb reHUTansHon peakumm (MMNoTEHUUS NCMXoreHHas)
N48.4 VimnoTeHUMsi OpraHN4ecKoro NponUCXoXaeHns

CocTtaB

TabneTkn, NOKpbITbIE NIIEHOYHOM 060MNOYKOM ronyboro LBeTa, OKpyrible, poMmboBuaHsle, ¢ rpaBupoBkon "VGR
50" Ha ogHol cTopoHe u "Pfizer" Ha gpyrow.

1 Tab.
cungeHadmna umntpat
140.45 wr,
4YTO COOTBETCTBYET COAEPXKaHUIO cungeHaduna
100 mr
[PRING] uenntonosa mukpokpuctannuyeckas (tun 102) - 313.162 mr, kanbumsa rugpodocdart - 104.388 wr,
Kpockapmennosa Hatpusa - 30 mr, marHus cteapart - 12 wmr.
CocTaB nneHo4Hon obonoykn*: onagpan ronybon OY-LS-20921 - 15 Mr (coaepXuT rmnpomensiosy, nakroay,
TpuaueTuH, Tutada guokeug (E171), antoMmHMeBbI Nak Ha ocHoBe uHaurokapmuHa (E132)) u onagpain
npospayHbin YS-2-19114-A - 4.5 Mr (cogepXuT runpomMennosy, TpuaueTuH).
1 WrT. - 6nmcTtepsl (1) - NAYKN KAPTOHHBIEX.
1 WrT. - 6ncTepsl (2) - NaYKN KAPTOHHbIEX.
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1 WrT. - 6nmcTepsl (3) - NAYKN KAPTOHHbIEX.

2 w. - 6nuctepsl (1) - NaYKM KAPTOHHbIEX.

2 w. - 6nmcTepsl (2) - NaYKn KAPTOHHbIEX.

2 wt. - 6nmctepsl (3) - NaYKN KAPTOHHbIEX.

4 wWr. - 6nncTtepsbl (1) - NAYKN KAPTOHHbIEX.

4 WrT. - 6nncTepsl (2) - NaYKN KAPTOHHbIEX.

4 wWr. - 6nncTepsbl (3) - NAYKN KAPTOHHbIEX.

8 w. - 6nmctepsl (1) - NaYKN KAPTOHHbIEX.

8 wT. - 6rnmcTepsl (2) - NaYKM KAPTOHHbIEX.

8 wr. - 6rnmcTepsl (3) - NaYKN KAPTOHHbIEX.

12 w. - 6nmctepsl (1) - NaYKN KAPTOHHbIEX.

12 wr. - 6rmcTepsl (2) - NaYKM KAPTOHHbIEX.

12 w. - 6nmcTepsl (3) - NAYKN KAPTOHHbIEX.

* K NNIEHOYHOMY MOKPbITUIO MOXeET BbiTb AobaBneHo Ao 30 MKr/r BaHUAMHA W/vnu BUOTNHA; NpY 3TOM
cofepxaHve ofHOro nnyM o6omx KOMMNOHEHTOB B NIEHOYHOM MOKPBLITUM COCTaBUT A0 3 MKT A Ao3nposku 100
MF.

X Ha NMUEeBYI0 CTOPOHY NMaYvkn HaHocuTcs nepdopupoBaHHAs CTPOYKa KOHTPONSA NEPBOro BCKPbITUS; 3aLLUTHBIN
CTUKep pacnonaraeTcsi B fIeBOM HWXHEM YrIy 3aAHeN NOBEPXHOCTM NaYKu.

OnucaHune nekapcTeeHHOU hopMbl

TabneTkn, NOKpbITbIE NIIEHOYHOM 060MNOYKONM ronyboro LBeTa, OKpyrible, poMmboBuaHsIe, ¢ rpaBupoBkon "VGR
50" Ha ogHol cTopoHe u "Pfizer" Ha gpyrown.

Papmakonornyeckme CBoucTBa

CwvnaeHadumn - MOLLUHBIN CENEKTUBHBIA MHIMBUTOP LmknoryaHo3nHmoHodocdaT (uMP)-cneunduryeckon
docdhoamactepasbl TUNa 5 (O35).

MexaHn3m gencreus

Peanusauns duanonormyeckoro mexaHvuama apekummn ceasaHa ¢ BbicBoboxaeHnem okenaa aszota (NO) B
KaBepPHO3HOM Terne BO BPeMS CeKcyarbHOW CTUMYNSLMU. OTO, B CBOKO ovepeb, MPUBOAUT K YBEMUYEHNIO YPOBHS
u'M®, nocneaytoLiemy paccrnabneHuto rmagkoMbILLEYHON TKaHM KAaBEPHO3HOIO Tena 1 YBENMYEHMWIO MPUTOKA KPOBMU.
CvnageHadumn He okasbiBaeT NPSAMOro paccnabnsaoLLero AeiCTBNUsSt Ha U30SIMPOBAHHOE KABEPHO3HOE TENO Y
yenoBeka, Ho ycunueaeT adhdekT NO nocpeacTsom nHrmbupoBarma ®135, koTopas OTBETCTBEHHA 3a pacnaj
urMo.

CunpaeHadun cenektneeH B oTHoweHun O35 in vitro, ero akTMBHOCTbL B OTHOLWEHMM ®1O5 npeBocxoant
aKTMBHOCTb B OTHOLLEHUN OPYrMX U3BECTHbIX N30hepMeHTOB chocdoanacTepasbl: P36 - B 10 pas; P31 - bonee
yem B 80 pas; P32, P134, ©OI37-®03511 - 6onee Yem B 700 pa3. CungeHadcdun B 4000 pa3 bonee cenekTuBeH
B oTHOoWeH1 ®135 no cpaBHeHuto ¢ D133, UTO MMeeT BaxHelLLee 3HaYeHne, nockonbky O3 asnseTca ogHUM
13 KntoYeBbIX hepMeHTOB perynsauum cokpaTtuMoCcTn MUokapaa.

O6s3aTenbHbIM ycrioBreM 3EKTUBHOCTY cunaeHadmna ABnsieTcs cekcyanbHasa ctumynsums. CungeHadpun
BOCCTaHaBNMBAaET HAPYLLUEHHYIO 3PEKTUIMbHYIO OYHKLIMIO B YCNOBUSIX CEKCyarbHOM CTUMYMALMU 3a CHET yBENUYeHNs
NPUTOKa KPOBU K KaBEPHO3HbLIM TefilaM NosioBOro YreHa.

KnuHuyeckne faHHble

Kapauvornoruyeckue uccnegoBaHus

MpumeHeHue cungeHaduna B gosax Ao 100 Mr He NPMBOAMIO K KIMMHUYECKM 3HAYUMbIM n3aMmeHeHuam OKT y
300poBbIX A0OpoBObLEB. MakcumanbHoe CHUXeEHUE cuctonmdeckoro ALl B MOMOXeEHMM nexa nocrie npyema
cungeHacdmna B gose 100 mr coctasuno 8.3 Mm pT.cT., a Anactonuyeckoro Al — 5.3 mm pt.cT. Bonee
BblpaXXeHHoe, HO Takke npexoasilee aenctane Ha Al oTmMevanoch y naumMeHToB, NPUHUMABLLMX HUTPaTbl (CM.
pasgens! "MNpoTuBonokasaHus", "lNekapcTBeHHOE B3aMmoaencTeme").

B uccneposaHuun remoguHamudeckoro acpdekta cungeHadpuna B ogHokpatHon fose 100 Mry 14 naumeHToB €
Tskenon MBC (6onee yem y 70% naumeHTOB Obint CTEHO3, NO KparHewn Mepe, OO4HON KOPOHApHOW apTepun),
cuctonuyeckoe u auactonuyeckoe Al B COCTOSIHUM NOKOS1 yMeHbLIanock Ha 7% 1 6% COOTBETCTBEHHO, a
nero4YHoe CUCTONMYECKOe AaBreHne cHmkanock Ha 9%. CungeHadun He BNUs Ha CepAeYHbIN BbIOPOC U He
HapyLlan KpOBOTOK B CTEHO3MPOBAaHHbIX KOPOHAPHbBIX apTepusix, a Takke NPUBOAUM K YBenuYeHuo (NpUMepHo Ha
13%) ageHO3UH-MHAYLUMPOBaAHHOIO KOPOHAPHOro KPOBOTOKA Kak B CTEHO3UPOBAHHbLIX, Tak U B UHTAKTHbIX
KOpPOHapHbIX apTepusiX.

B oBonHOM cnenom nnauebo-koHTpoNMpyemMom nccnegosaHnm 144 naumeHTa ¢ 3peKTUNBHON ANCHYHKUNEN U
CTabunbHON CTeHOKapaven, NPUHMMAILLMX aHTUaHIMMHanbHbIE NpenapaThbl (KPOMe HUTPaTOB), BbIMONHAMNN
duanyeckme ynpakHeHUs 0 TOro MOMEHTA, Koraa BblpaXXeHHOCTb CUMMTOMOB CTEHOKapAMM YMeHbLUNNACh.
MpoaomKNTENbHOCTb BbINOMHEHMS YNpaxHeHus Gbina goctoBepHo 6onbie (19.9 cek; 0.9-38.9 cek) y



nauneHToB, NpUHUMaBLUNX cungeHadun B oaHokpaTHon Ao3e 100 Mr, No cpaBHEHMWIO C NaLMeHTamMu, nonyyasLUnmm
nnaue6o.

B paHOoMu3npoBaHHOM ABOWMHOM CreENoM nnauebo-KOHTPONMPYEMOM UcCneaoBaHnm ndyvanm adekT nepemeHomn
po3bl cungeHadvna (8o 100 mr) y MyxunH (n=568) ¢ apekTunbHOM AMCHYHKUMEN N apTepuanbHOn

rmnepTeH3nen, NpMHMMaloLLMx 6onee AByX aHTUIMNEPTEH3MBHLIX NpenapaToB. CungeHamn ynyymn spekumto y
71% my>x4dnH no cpaBHeHuto ¢ 18% B rpynne nnauebo. Yactota HebnaronpmaTHbIX 3 eKTOB Obina cpaBHUMa C
TaKoOBOW B OPYrMX rpynnax nauneHToB, TaK Xe Kak y NuL, NpUHMMatoLWwmx bonee Tpex aHTUIMNepTEeH3MBHbLIX
npenapaTos.

VccnenoBaHua 3puTernbHbIX HapyLLeHUi

Y HekoTopbIX NauneHToB Yepes 1 4 nocne npuemMa cungeHaduna B gose 100 Mr ¢ NOMOLLBIO TecTa
dPapHcBopTa—MaHcenna 100 BbIsIBNEHO Nerkoe 1 npexosilee HapyLeHne cnocobHOCTM pasnuyaTtb OTTEHKM LBETA
(cuHero/3eneHoro). Yepes 2 4 nocne npuema npenapaTa 3T U3MeHeHus oTcyTcTBoBanu. CunTtaeTtcs, 4To
HapyLUeHVe LBETOBOIO 3peHusi Bbi3biBaeTCst MHrMbuposaHneM ®OO6, KoTopasi y4acTByeT B NpoLiecce nepegaydv
cBeTa B ceTyaTKe rnasa. CungeHadun He okasbiBar BNUSHNUS HA OCTPOTY 3pEHUs], BOCNIPUSATME KOHTPACTHOCTMU,
3ANeKTpopeTUHorpaMmmy, BHyTpUrnasHoe AaBreHne unu guameTp 3padka.

B nnauebo-KoHTpoNMpyeMoM NepekpecTHOM UCCIeL0BaHUN MALNEHTOB C AOKa3aHHOW paHHEBO3PaCTHOM
MakynsipHon gereHepauuen (n=9) cungeHadun B ogHokpatHon go3e 100 Mr nepeHocuncs xopolo. He 6bino
BbISIBNIEHO HUKAKNX KMNHUYECKN 3HAYUMbIX U3MEHEHWUI 3pEeHUs1, OLEeHNBaEeMbIX NO cneunanbHbIM BU3yaribHbIM TecTaMm
(ocTpoTa 3peHus, peletka AMcrnepa, LBETOBOE BOCMPUATUE, MOAENUPOBaHME NPOXOXKAEHUS LIBETA, NEpUMETP
Xamdpu u potocTpecc).

AdpekTnBHOCTD

OdhdekTnBHOCTL 1M Be3zonacHOCTL cungeHaduna oueHnsanu B 21 paH4oMU3MPOBaHHOM ABONHOM Crienom
nnauebo-KOHTPONMPYEMOM NCCNef0BaHUM NPOAOIKUTENBHOCTLIO A0 6 MecsiueB y 3000 nauneHTOB B BO3pacTe oT
19 no 87 net ¢ 3peKTUnbHON ANCAYHKLMEN pPasfMYHON 3TUONOrMK (OpPraHNYecKon, MCUXOTEHHOW Unx

cMellaHHon). A deKTUBHOCTL NpenapaTa OLeHMBanu rnodanbHO C UCMOSb30BAaHNEM AHEBHMKA SPEKLINNA,
MeXAyHapOAHOro MHAEKCa IPEKTUNBHON OYHKUUN (BAanNnUOUPOBaHHbIA OMPOCHUK O COCTOSIHUWN CeKCyaribHOM
dyHKUMM) 1 onpoca napTHepa.

OhdekTuBHOCTL cunaeHacdmna, onpegeneHHas kak cnocobHOCTb AOCTUraTh U NOAAEPXKNBATL IPEKLMIO,
OOCTaTOYHYIO ANs yOOBNETBOPUTENBLHOIO NOMOBOro akTa, Obina NpogeMOHCTPMpPOBaHa BO BCEX NPOBEAEHHbIX
nccrnefoBaHusix 1 Obina nogTBePXKAeHa B AOMNTOCPOYHbIX UCCNEAOBaHNAX NPOAOIDKMTENbHOCTLIO 1 rog. B
nccrnefoBaHusIX ¢ NpMMeHeHneM (hMKCUPOBAHHON 403bl COOTHOLLEHWE NALMEHTOB, COOBLLMBLUKNX, YTO Tepanus
ynydLumna ux apekumto, coctaBnsano: 62% (nosa cungeHacuna 25 wmr), 74% (nosa cungeHaduna 50 mr) u 82%
(nosa cungeHaduna 100 mr), no cpaBHeHuto ¢ 25% B rpynne nnauebo. AHann3 MexxayHapoaHOro nHaekca
3PEKTUIBbHOM (PYHKLIMK NOKa3ar, YTO AOMOMHUTENbHO K YIy4LLEHWNO0 apekUnn nevyeHne cungeHadmnnom Takke
NoBbILLANo Ka4ecTBO opras3mMa, No3BOMANO AOCTUYb YAOBNETBOPEHUS OT MOMOBOro akTa n obLlero
yOOBMNETBOPEHNS.

CornacHo 0606LEeHHbIM AaHHbIM, CPeAM NALMEHTOB, COOOLUMBLUMX 00 YNy4LLIEHUN IPEKLUN NMPU FNIEYEHNM
cungeHacmnom, 6binm 59% GonbHbIX caxapHbIM anabeTom, 43% NaumMeHTOB, NEPEHECLUNX paauKarbHyH
npocTtaTakTomuto, n 83% NauMeHTOB C NOBPEXAEHUSAMU CMIUHHOIO Mo3ra (o cpaBHeHuto ¢ 16%, 15% 1 12% B
rpynne nnauebo COOTBETCTBEHHO).

dapmakoknHeTuKa cungeHaduna B pekomeHayeMom auanasoHe 403 HOCUT NIMHENHBIN XapakTep.

BcacbiBaHue

Mocne npvema BHYTpb cunageHadmn 6bICcTpo BcackiBaeTcs. AbcontoTHas 6MogoCTYNHOCTL B CPEOHEM COCTaBNsSET
40% (25-63%). In vitro cungenacdpun B KoHUeHTpauuu npumepHo 1.7 Hr/mn (3.5 HM) nopasnseT ®O55

yenoseka Ha 50%. Mocne ogHokpaTHOro npvemMa cungeHaduna B gose 100 mMr cpegHsass Cmax cBob6ogHOro
cungeHadumna B nnasme Kposu MyxuuH coctasnsieT 18 Hr/mn (38 HM) u gocTuraeTcsa Npy npuemMe HaToLLak B
cpenHem B TeveHne 60 muH (30-120 MuH).

[Mpu npueme B COYETaAHUN C XKUPHOW NULLEN CKOPOCTb BCacblBaHUs CHkaeTcs; Cmax CHuxKaeTcs B cCpeHeM Ha
29%, Tmax yBenuumnBaeTcst Ha 60 MUH, OfHaKo cTeneHb abcopbunn goctoBepHO He uameHsietcst (AUC cHmkaeTcs
Ha 11%).

Pacnpegenenue

Vd cungeHadmna B paBHOBECHOM COCTOSIHUM cocTaBnsieT B cpeaHem 105 n. CeasbiBaHWe cungeHaduna n ero
OCHOBHOTO LmpKynupytowero N-gemeTtuneHoro metabonura ¢ 6enkamu nnasmbl coctaBnsieT okorno 96% u He
3aBUCUT OT obLLen KoHueHTpauun cungeHaduna. MexHee 0.0002% fo3bl (B cpegHeM 188 Hr) oGHapy»eHo B
cnepme Yyepes 90 MvH nocne npuema npenapara.

MeTtabonunam

Cwungenadcmn metabonmaunpyeTcs, rmaBHbIM 0Opa3oMm, B nedeHun nog gencramem nsogpepmeHtos CYP3A4 (ocHoBHON
nyTb) 1 CYP2C9 (MMHOPHBIN NyTb). OCHOBHOMN LIMPKYNMPYIOLLUIA aKTUBHbBIN MeTabonuT, KoTopbii obpasyeTcs B
pesynbTate N-gemeTnnupoBaHus cungeHaduna, nogsepraeTcs ganbHenwemy metabonuamy. Mo cenekTMBHOCTH
aencTteust Ha PO meTabonuT conocTtaBMM C cUIAeHadUIIoOM, a ero akTMBHOCTb B oTHoweHun ®35 in vitro
cocTtaBnsieT npumepHo 50% aktuBHocTU cungeHadmna. KoHueHTpaums metabonuTa B nNnasMe KpoBu COCTaBnsieT
npumepHo 40% OT koHUeHTpaumn cungeHaduna. N-gemMmeTunbHbI MeTabonuT nogBepraeTcs AanbHenwemy



mMeTabonumamy; ero T1/2 coctaBnseT okomno 4 u.

BoiBegeHue

06w knnpeHc cunpgeHaduna coctaenseT 41 n/4, a koHeYHbIn T1/2 - 3-5 4. Mocne npuemMa BHYTpPb, Takke

Kak nocne B/B BBeAeHWs, cungeHadumn BbIBOAUTCS B BuAe MeTabonntos, B OCHOBHOM, Yepe3 KULLEYHMK
(npumepHOo 80% [03bl) U B MEHbLUEN CTENEHU - NoYkamu (npumepHo 13% [03bl).

dapmakoKknHeTMKa B 0COObIX KITMHUYECKNX CryYasx

Y 300pOBbIX NALMEHTOB NOXMIIOro Bo3pacTa (CTapLue 65 neT) KNUpeHe cungeHaduna CHUXEH, a KOHUEeHTpaums
cBobogHoro cungeHaduna B nnasme npumepHo Ha 40% npeBbILLaeT ero KoHUeHTpaumto y mornogpix (18-45 ner)
nauueHToB. Bo3pacT He oka3biBaeT KIMHUYECKN 3HAYMMOTO BIMSIHWS Ha YacTOTy pa3BuThs No6oYHbIX 3P eKToB.
Mpu noveyHon HepocTtaTouHocTu nerkor (KK 50-80 mn/mun) n cpegHent (KK 30-49 mn/MUH) cTeneHun TaxecTu
drapMakoKMHeTUYeCKMe napameTpbl cungeHaduna nocne ogHOKpaTHOro npuema BHyTpb B gose 50 Mr He
nameHsoTcd. Npu novevHon HegocTaTodHoCTU Tshkernon ctenerHn (KK <30 mn/MuH) knnpeHe cunpgenaduna
CHWXaeTCsl, YTO NPMBOAUT K NpumepHo ABykpaTHoMy yBenudeHnio AUC (100%) n Cmax (88%) no cpaBHeHMIO C
TaKkoBbIMW NokasaTernsmMu npu HopMaribHON PYHKLUM NOYEK y NaunueHToB TOW e BO3pacTHOM rpynrbl.

Y nauueHToB ¢ UMppo3oM neveHu (knacc A u B no wkane Yanng-Iso) knupeHc cungeHaduna CHUXaeTes, YTo
npvBoaUT K noBbleHnto 3HaveHnss AUC (84%) n Cmax (47%) no cpaBHEHWUIO C TaKOBbIMY NOKa3aTensmu npu
HopMarbHOW OYHKLUKN MEeYEHN y NaLMEeHTOB TOW e BO3pacTHOW rpynnbl. ®apMakokuHeTUKa cunageHaduna y
nauneHToB C TSXKeNbIMU HapyLeHnaMu dyHKLMKM nedeHn (knacc C no wkane Yanng-rsto) He nsydyanacs.

MokaszaHus

neyeHve HapyLLEeHWN IPEKLMUN, XapaKTEPUIYIOLLMXCSt HECMOCOBHOCTBIO K LOCTUXKEHMIO UMM COXPaHEHMIO SpEKLIMM
NONoOBOro YneHa, 4OCTaTOMHON AN YA0BNETBOPUTENBHOIO NOSI0OBOro akTa.
CunpeHadmn adppekTUBEH TONMbLKO NPU CeKCyanbHOW CTUMYMSILIMM.

NMpoTnBonokasaHus

NOBbILLEHHAs YYBCTBUTENBHOCTL K cunaeHadmny unm K niobomy Apyromy KOMMOHEHTY Npenapara;

npuMeHeHne y NauMeHToB, NoMyYaroLmnx NOCTOSAHHO UMK C NepepbiBaMu JOHATOPbI OKCMAA a3oTa, opraHmyeckmne
HUTPaTbI UM HATPUTLI B NOOLIX hopmax, MOCKONbKY cungeHadun ycunmBaeT rMnoTeH3NBHOE AENCTBUE HUTPATOB;
COBMECTHOE NpuUMeHeHue nHrmbutopos O35, Bkntovas cungeHadumn, co CTUMynNATopamMmu ryaHunaTumkiassl,
TakuMM Kak puouuryar, T.K. 3TO MOXeT NPMBOAUTbL K CUMMNTOMaTUYECKOM MMNOTEH3UM;

TSKeNble cepAeYHo-cocyancTbie 3aboneBanuns (Tskenasi cepageyvHas HeJoCcTaToO4YHOCTb, HecTabunbHas
CTeHoKapaus, NnepeHeceHHble B TedeHue nocnegHux 6 MecsiLeB UHCYMNbT Unu HapKT Mruokapaa,
XnsHeyrpoxatowue aputmmnm, aptepuansHas runepteHsus (AQ &gt;170/100 mm pT. CT.) nnmn aptepuanbHas
runoteHsus (A &lt;90/50 mm pT.CcT.));

aNn304bl Pa3BUTUS HeapTEPUUTHOW NepefHen ULEeMNYEeCKon HEBpONaTUK 3pUTENbLHONO HepBa C NOTEpPEen 3peHust B
OZIHOM rnasy;

HacneaACTBEHHbIN MUrMEHTHbIN PETUHUT;

Tshkenasi ne4eHo4Has HegoctaTovHoCTb (knacc C no knaccudukaumm HYanng-Neto);

OOHOBpEeMeHHOe NpMMeHeHKe npenapara ¢ ApYrMMy CpeacTBaMm AN fevyeHunsl HapyLueHui apekuun (6esonacHocTb
1 3hPEKTMBHOCTb KOMOUHMPOBAHHOW TEPanuUn He u3y4veHa);

OZIHOBPEMEHHOE NpUMeHeHNe pUToHaBunpa;

HEeNnepeHOCMMOCTb NaKTo3bl, AeULNT NakTasbl, MMIOKO30-ranakto3Has mansabcopbums;

OEeTCKuA U NOOPOCTKOBLIN BO3pacT 4o 18 ner;

NPUMEHEHNE Y XEHLLMH NO 3aperMcTpMpoBaHHOMY MOKa3aHuIo.

C OCTOPOXHOCTLIO

AHaToMMyeckas gecopmauumsi NOMOBOro YreHa (aHrynsums, kKaBepHo3HbIn nubpos unu 6onesHes MepoHn);
3aboneBaHus, NpegpacnonaratLme K passutmio npuannamMa (CepnoBMaHO-KNETOYHAA aHEMUS, MHOXXECTBEHHas
Muernoma, nerkos, TpomoéoumTemMust); 3aboneBaHnsi, CONPOBOXAAKLLNECS KPOBOTEYEHNEM; sI3BEHHAs! BoNe3Hb
Xenyaka u ABeHaauaTUnepcTHOM KULLKK B ha3e 000CTpeHUs; HapyLleHust OYHKLMM NeYeHu; Taxenas noyeyHas
HepocTtaTo4HOCTb (KK meHee 30 Mn/MUH); ann3oa pa3BuTus nepegHen HeapTepUUTHOW ULLIeMUYECKO HeBponaTum
3pUTENBLHOIO HEpPBa B aHaMHe3€e; OOHOBPEMEHHbIV NpueM anbda-agpeHob1okaTopos.

Cnoco6 npumeHeHUA 1 Oo3bl



MpenapaT NpMHUMAaOT BHYTPb.

[ns 6GonbLUMHCTBA B3POCHbIX NALMEHTOB pekoMeHrayemasi fo3a coctaBnsaeT 50 Mr npumepHo 3a 1 4 oo
cekcyarnbHON akTuBHOCTU. C y4eTom 3h(PEeKTUBHOCTM U NEPEHOCMMOCTM J03a MOXET ObITb yBenuyeHa go 100 mr
W CHWXEHAa A0 25 Mmr.

MakcumansHas pekomeHayemas nosa coctasnset 100 mr. MakcumanbHas pekomenagyemasi KpaTHOCTb NPUMEHEHUS
— 1 pas/cyrT.

Mpy noveyHon HegoCTaTOMHOCTU Nerkon u cpeaHen ctenenn Taxectn (KK 30-80 mn/MuH) KoppeKunst 403bl He
TpebyeTcs, Npy NovYe4HON HegocTaTodHOCTM Tshkenon ctenenn (KK&It;30 mn/muH) no3y cungeHadmna cnegyet
CHU3UTb A0 25 Mmr.

lMockonbKy BbiBEAEHWE cungeHaduna HapyLuaeTcs y NaunueHToB C NOBPEXAEHNEM NeYeHn (Hanpumep, rnpu
LumMppo3e), o3y npenaparta cnegyeT CHU3UTbL 40 25 Mr.

Y nauMeHTOB NOXMITOro Bo3pacTa KOpPpeKUUn Ao3bl He TpebyeTcs.

CoBMeCTHOE NpUMEHEHWE C APYrMMU NeKapCTBEHHbIMU cpeacTBamMm

CoBMeCTHOE NpMMEHEHWE C PUTOHABMPOM He pekoMeHayeTcsl. B ntobom criyyae makcumansHas fosa npenapata
Buarpa® Hu npu kaknx obcToATENbCTBAX HE AOMKHA NpeBbillaTh 25 Mr, a KpaTHOCTb NpMMeHeHus - 1 pas B 48

v,

Mpy COBMECTHOM NPUMEHEHMMN C UHIMBUTOPamMmn nsogepmerHta CYP3A4 (SpuUTpOMULMH, CakBUHABMP, KETOKOHA30/T,
UTpakKoHa30s) HayanbHas go3a npenapaTa Buarpa® gomkHa coctaBnsitb 25 Mr.

YToObI CBECTU K MUHUMYMY PUCK Pa3BUTUSI NMOCTYpParbHOM MNOTEH3UN Y NALMEHTOB, NPUHUMAIOLLMX
anbta-agpeHobnokaTopbl, NpUMeHeHNe npenaparta Buarpa® cnegyeTt HauMHaTb TONbKO MNOCHE TOro, Kak byaeT
OOCTUIHyTa cTabunusaums reMogMHaMmnKL y 3Tux naumeHToB. CriegyeT paccMoTpeTb LenecoodpasHoCcTb
CHWXXEHMS HavanbHON 0o3bl cungeHadvna.

NMoboyHble aencTBuUA

Haunbonee yacteiMu Nno6o4HbIMK 3achdekTamm Bbinn ronoBHasi 6onb 1 "NpunuebI”.

Mo6o4Hble adhdekTbl 0ObIMHO CNabo UMM yMEPEHHO BbIpaXKeHbl U HOCAT NPEXOOsLLMA XapakTep.

B uccnepoBaHusax ¢ npuMeHeHneM UKCUPOBAHHOW [03bl YCTAHOBIEHO, YTO YaCcTOTa HEKOTOPLIX HeXernaTenbHbIX
SIBNEHN MOBbILLAETCS C yBeNU4YeHUeM A03bl.

YacToTa HexenaTternbHbIX peakuuin onpeaenseTcs cnegyowmum obpasom: odeHb vacTo (210%), yacto (21% u
&lt;10%), HewacTo (20.1% u &lt;1%), peako (20.01% u &lt;0.1%), oueHb peako (&lt;0.01%), yacTtoTa

HeunsBecCTHa (HEBO3MOXHO ONpeAenuTb Ha OCHOBE MMEIOLLIMXCS AaHHbIX).

Co CTOpOHbI UMMYHHOW CUCTEMbI: HEYACTO - peakuun NOBbILLIEHHON YYBCTBUTENBHOCTY (B T.4. KOXHas Cbifb),
annepruyeckne peakuuu.

Co CTOpPOHLI OpraHa 3peHus: YacTo - 3aTyMaHeHHOEe 3pEHNE, HapyLUEHNE 3PEHMS, LIMAHOMCKSA; HeYacTo - 6orb

B rmasax, potocobus, hoToncusi, XpoMaToncusi, NOKpacHeHne rmas/MHbeKUNN CKep, USMeHeHMEe SPKOCTH
CBETOBOCMPUATUS, MUOPUA3, KOHBIOHKTMBUT, KPOBOM3NUSIHME B TKaHW rnasa, kaTapakTa, HapyLueHne paboTbl
CNes3HOoro annapara; peKo - OTEK BeK U npuneratrLmnx TKaHen, oLlyLleHne CyxXoCTu B rnasax, Hanmuve
pagyXHbIX KPYros B nosie 3peHusi BOKPYr UICTOMHUKA CBETA, NOBbILLEHHAsa yTOMMASEeMOCTb rnas, BUaeHme
npeaMeToB B XXENTOM LBeTe (KcaHTorncus), BuaeHne npeaMeToB B KpAaCHOM LiBETE (3pUTPONCKUs), runepemus
KOHBIOHKTUBbI, pa3apakeHne CrmM3ncTon 06004KN rnas, HENPUSTHbIE OLLYLLEHMS B rMasax; YacToTa HeM3BeCcTHa
- HeapTepuuTHag nepeaHsasa uemuyeckasi HeBponaTUsa 3puUTENbHOrO HepBa, OKKMNIO3UsS BEH ceTvaTku, aedekT
nonen 3peHus, oUNnNonus®, BpeMeHHas noTeps 3peHUs NN CHUXKEHNe OCTPOTbI 3PEHUS, NOBLILLEHWE
BHYTPUINasHoOro AaBfieHusl, OTEK ceTyaTkn, 3aboneBaHns COCyLOB CETHYATKN, OTCIONKa CTEKNOBUOHOIO
Tena/sBuTpeansHas TpakLums.

Co CTOpOHLI OpraHa crnyxa: He4YacTo - BHE3arnHOe CHUXKEHME Ui NOTEPS CNyxXa, WyM B yLiax, 6onb B yLiax.

Co CTOpOHbI cepAeyYHO-COCYAMUCTON CUCTEMBI: YaCTo - "NPUNUBLI"; HEYaCTO - TaxnKapaus, oLlyLeHne
cepouebueHus, cHmkenne ALl, ysennyernme YCC, HecTabunbHasi cTteHokapausi, AV-6nokaaa, uwemmust Mmokapaa,
TpomB03 COCy0B rofIOBHOIO MO3ra, OCTaHOBKa cepaua, cepAeyHas He4oCTaTOMHOCTb, OTKIIOHEHUS B
nokasaHusix IKI, kapgnommonatus, nosbilweHne ALl; pegko - ubpunnsaumsa npegcepanii, BHe3anHasa cepaedHas
CMepTb*, XXenyaovkoBasi aputMus™.

Co CTOpOHbI CUCTEMBI KPOBETBOPEHWS: HEYACTO - aHEMUS, NENKONEHNS.

Co cTopoHblI 06MeHa BELLECTB U MUTAHWSA: HEYACTO - OLLYLLEHUE XaXabl, OTEKW, Nodarpa, HEKOMMNEHCUPOBAHHbIV
caxapHbli guabeT, rmneprinvkemMus, nepudepruyeckme oTekn, rMnepypuUKEMIs, rMNornMKeMnsl, rMnepHaTpuemusi.
Co CTOpOHbI AblXxaTeNbHOM CUCTEMBI: YaCTO - 3aM0XEHHOCTb HOCa; HeYacTo - HOCOBOE KPOBOTEYEHUE, PUHUT,
acTMa, AUCMHOY, NapUHIUT, aPUHIUT, CUHYCUT, OPOHXMT, yBENMYEHNE 0ObeMa OTAENAEMON MOKPOTHI,
yCUNeHne Kaluns; peako - YyBCTBO CTECHEHWS B rOpJie, CyXOCTb CM3UCTOM 06004KM NOMOCTU HOca, OTEK
Cnn3mncTon obonoYkKn Hoca.

Co CTOpOHbI NULLIEBAPUTENBHOW CUCTEMBI: YACTO - TOLIHOTA, AMCMENCcusl; HeYacTo - racTpoasocareansHasi
pecbritokcHas 6onesHb, pBoTa, 60Mb B 0611acTu XKMBOTA, CYXOCTb BO PTY, IMOCCUT, TMHIUBUT, KOMNUT,

anccharusi, ractTpuT, raCTpoO3HTEPUT, 330¢aruT, CTOMaTUT, OTKITOHEHNE NEeYEHOUHbIX (PYHKLMOHAMbHbBIX TECTOB
OT HOpPMbI, peKTarnbHOe KPOBOTEYEHUNE; PeaKO - TMNECTE3US CIIM3MUCTON 000OYKM NONOCTU pTa.



Co CTOPOHbLI KOCTHO-MbILLEYHOW CUCTEMBI: 4YacTo - 6ONb B CMMHE; HEYACTO - MManrus, 6onb B KOHEYHOCTSIX,

apTpuT, apTPO3, pa3pbiB CyXOXWUMNNS,, TEHOCMHOBUT, O05b B KOCTSX, MUACTEHUS!, CUHOBWT.

Co CTOpOHbI MOYEMNOMNOBOW CUCTEMbBI: HEYACTO - LUUCTUT, HUKTYPUS, YBENMYEHUE MOMOYHbIX Xernes, HeaepxXaHue
MOYK, remMaTypus, HapyLleHne 3aKynaunm, OTek reHuTanum, aHoprasmusi, rematocnepmmsi, noBpexaeHue TkaHen
NONOBOro YneHa; peaKko - ANUTensHas apekunsa u/mnu npuanmsm.

Co CTOpPOHbI LieHTparnbHoW 1 nepudepruyeckon HEPBHOW CUCTEMBI: O4EHb 4acTo - rofloBHas 6onb; YacTo -
rofIOBOKPYXXEHWE; HEYaCTO - COHIIMBOCTb, MUIPEHb, aTakcusl, TMNepPTOHYC, HEBPaNrng, HeBponaTus,

napecresusi, TPEMOP, BEPTUro, CUMMNTOMbI Aenpeccun, 6eccoHHuua, HeobblYHbIE CHOBUAEHMS, MOBLILLIEHNE
pecbrekcoB, rmnecTesns; peako - CyAoporn*, NoBTOPHLIE Cyaopor*, obMopok, HapyLLEHNE MO3roBOro
KpOBOOOpaLLEeHUs, TPAH3UTOPHAsA ULIEMMYECKas aTaka.

Co CTOpPOHbI KOXN 1 MOAKOXHbIX TKAHEN: HEYaCTO - KOXHas CbliMb, KpanuBHULIA, NPOCTON reprec, KOXHbIN 3y,
NoBbILLEHHOE NOTOOTAENEHWE, U3BSA3BIEHNE KOXMW, KOHTAKTHbIA AepMaTuT, aKCOonMaTUBHbLIN epMaTuT; YactoTa
HeunsBecTHa - cuHapom CTnBeHca-[PKOHCOHA, TOKCUYECKUA anuaepmMarbHblA HEKPOMnS.

[Mpoune: HeyacTo - oLyLleHNe Xapa, OTek nuua, peakumm doTo4YBCTBUTENBHOCTU, LLIOK, aCTEHUS, MOBbILLEHHas!
yTOMIIsieMoCTb, 60Mb pasnMYHOM Nokanuaaumm, 03Ho0, criyyariHble nageHus, 6onb B 06nacTu rpygHoOM KneTku,
cnyyanHble TpaBMbl; peaKo - pasgpaXxuTensHOCTb.

* Mo6o4yHble 3¢hdeKTLI, BbISIBNIEHHbIE BO BPEMSI MOCTMAPKETUHIOBBIX NCCIIEA0BaHNNA.

CepaeyHo-cocyancTble OCNOXHEHUS

B xo4e nocTMapkeTMHIoBOro NpuUMeHeHUs1 cungeHadmna Ans nevyeHnst apeKTunbHon aAncyHkunm coobuianock o
TakuX HexernaTernbHbIX SIBEeHUNX, KaK TsXKenble CepAeYHO-COCYANCTbIE OCMOXHEHUS (B T.4. MHAPKT M1okapaa,
HecTabunbHas CTeHOKapaus, BHe3anHasa cepaeyHas cMepTh, XenyaoukoBas aputMus, reMmopparmyeckun

WHCYNbT, TPAH3UTOPHas NlleMuyecKkas ataka, runepTeHsns U MrnoTeH3us), KoTopble UMenu BpeMEHHY0 CBA3b C
npumeHeHnem cungeHacuna. BonbLUMHCTBO 3TUX NALMEHTOB, HO HE BCE U3 HUX, UMeNnKn dhakTopbl prcka
CcepaeYHO-CoCyaNCTbIX OCNOXHEHMI. MHOMMe 13 yKasaHHbIX HeXXenaTenbHbIX SSIBNEHWMI Habntoganucb BCKope nocrne
ceKkcyarnbHOW akTUBHOCTU, U HEKOTOpPLIE U3 HUX OTMeYanuch nocrne npuema cungeHaduna 6e3 nocnenyoLLen
CeKcyanbHOM akTUBHOCTU. He npeacTaBnseTcs BO3MOXHbIM YCTAaHOBUTL HanmMyne npsiMon CBA3U Mexay
OTMEeYaBLUUMUCS HexernaTerbHbIMU SBNEHNAMN N yKa3aHHbIMU UKW UHBIMK bakTopamu.

3puTenbHble HapyLleHnst

B penkux cnyyasix Bo BpeMsi NOCTPErMCTPALIMOHHOIO NPUMEHEHMS BCeX MHIMOMTopoB ®35, B T.u.

cungeHacmna, coobLianu o HeapTEPUUTHOW NepeaHEN NLEeMUYECKO HeBponaTum 3aputensHoro Hepea (HMWH3H) -
peakom 3aboneBaHM U MPUYMHE CHKEHWUSI UMW NOTEPU 3peHUs. Y BONbLUMHCTBA U3 3TUX NaLMEHTOB Oblnn
dakTopbl pUcka, B HaCTHOCTN CHUXKEHWE OTHOLLEHUS AMaMeTPOoB 3KCKaBaLlMm U Jucka 3pUTenbHOro Hepaa
("3acToviHbIZ gMcK"), Bo3pacT cTaplue 50 net, caxapHbin gnabeT, apTepuansHas runepteHsus, VBC,
rmnepnunuaemMus n kypexve. B obcepBauMoHHOM MccneaoBaHWM OLEHMBANMW, CBA3AHO N HeaBHee NPUMEHEHNE
npenaparoB knacca nHrnoutopos P95 ¢ octpbim HadanoMm HIMMH3H. Pe3ynbTaTthl ykasbiBaloT Ha NpUbnIn3nTensHO
ABykpaTHoe noskiweHne pucka HMNH3H B npegenax 5 nepnofos nonyebiBeAEHUS MOCe NPUMEHEHMS MHIIMbUTopa
®[35. CornacHo onybnmMKoBaHHbIM NUTEpPaTYPHbIM AaHHbIM, roAMYHas YactoTa Bo3HukHoBeHusa HINWH3H coctasnsiet
2.5-11.8 cny4yae Ha 100000 myxx4mH B Bo3pacTte =50 neT B 06Lel nonynsuun. CnegyeT pekoMeH40BaTb
nauneHTam B criydae BHe3arnHon notepu 3peHns npekpaTuTb Tepanuio cungeHadunomM nu HemeaneHHo
NPOKOHCYNbTUPOBATLCSA C BpadoM. Jlnua, y koTopbix yxe obin criyqa HIMMH3H, nmetoT NoBbILLEHHbIV pUCK
peunamea HMNH3H. MoaTtomy Bpavy cnegyeT obcyanTb OAaHHBIA PUCK C TAKUMKU NaLMeHTamMK, a Takke obcyanTb C
HUMM NOTEHUMAmNbHbIN LWAHC HEGNAronpUsITHOro BO3aencTBus MHrMomTopoB ®A35. MHrmbutopsl 035, B T.u.
cungeHadumn, y Takmx naumMeHToB cnefyeT NPUMEHSATb C OCTOPOXKHOCTBIO U TOMbKO B CUTYyauUusiX, koraa

oXuagaemasi nonb3a npesblllaeT PUCK.

Mpu NnpumMeHeHMn NpenapaTa Buarpa® B fo3ax, NpeBbilaBLUNX PEKOMEHAYEMbIE, HEXEeNaTernbHble SABMEHNst Obinu
CXOAHBLIMU C OTMEYEHHbIMY BbiLLE, HO OOLIYHO BCTpEYanuch Yatle.

MNepeno3upoBka

CumnToMmblI: npu OgHOKpPATHOM npuemMe npenapara Bwarpa® B Ao3e Ao 800 Mr HexxenaTerbHble SBNeHUst Obinu
COornocTtaBMMbl C TaKOBbIMU MPpU NpuemMe npenaparta B Gonee HU3KMX Ao03ax, HO BCTpe4alimcb Yalle.

an/IMeHeHI/Ie npenaparta B A403€e 200 mr He npunBoanno K NoBbILLEHUIO Sd)(beKTMBHOCTM npenapara, ogHako 4actoTta
NoBOYHbIX peaKu,Mﬁ (FOJ'IOBHaﬂ 6onb, "I'IpI/IﬂI/IBbI", roONOBOKpYyXXeHune, amcnencua, 3anoXeHHOCTb HOCa, HapyLleHune
3peHMﬂ) yBennyneanach.

JleueHune: npoeseageHne cMMnToMaTn4eCcKom Tepanuun. lemognanus He YCKOpPAET KInnpeHc cmn,u,eHacbmna, T.K.
nocreaHuin akTUBHO CBA3bIBAeTCH ¢ benkamm nnasmbl U He BbIBOAUTCS C MOYOW.



Oco0Oble ykasaHus

[na AnarHOCTUKN HapyLLEHUA 3peKLUn, onpeaeneHns nx BO3MOXHbIX NPUYMH 1 Bbibopa afeKBaTHOro neyeHus
HeobxoaMMo cobpaTb MOMHbIV MEAULIMHCKUIA aHaMHe3 1 MPOBECTM TLaTenbHoe du3nkansHoe obcrnegoBaHme.
CpepncTtBa neyeHns apekTUNbHON AUCYHKUMM CrieayeT NPUMEHSATb C OCTOPOXHOCTBLIO Y MaunEeHTOB C
aHaTomuyeckol gecdopmanmert NonoBOro YreHa (aHrynsaumsi, KaBepHo3HbI pubpos, 6onesHb MNenpoHn), nnu y
NauMeHToB C pakTopamun pucka pasBuTUs npuanuama (CeprnoBuaHO-KNeTovHas aHeMusi, MHOXeCTBEHHas MMenoma,
nerikemus).

Bo Bpems nocTMapKeTMHIOBbIX MCCIeA0BaHMI COOBLLAnock O cryyasix pasBUTUSt 4NNTENbHON 3peKunm u
npuanuama. B cnyyae coxpaHeHuns apekumn B TedeHne 6onee 4 4 nauneHTy cneayeT HemearneHHo obpaTuTbes

3a MeauUMHCKON nomolbto. Ecnu Tepanusa npyuanmama He 6bina npoBeAeHa HeMeaneHHo, 3TO MOXET NMPUBECTU K
NOBPEXAEHUIO TKaHel NOI0BOro YreHa u HeobpaTMMOoW yTpaTe NOTEHLUUN.

MpenapaTbl, NpeAHa3HavYeHHbIe 4118 NeYeHUs HapyLeHUn apekLmnn, He crieqyeT HadHavaTb MyXXynHam, ans
KOTOPbIX CekcyaribHas akTMBHOCTb HeXernaTenbHa.

CekcyanbHas akTUBHOCTb NPeACTaBnsieT onpeaernieHHbIN pUCK NPy HanMyMmn 3aboneBaHuii cepaua, NosaToMy nepeg
Hayanom ndon Tepanuu No NOBOAY HapYLLUEHWI apekuun Bpady criedyeT HanpaBuTb nauueHTa Ha o6cnegoBaHue
COCTOSIHUSA CepAeYHO-COCYyaMCTON cuctembl. CekcyanbHas akTUBHOCTb HexernaTernbHa y NauneHToB ¢ cepaeyHon
HeO0CTaTOYHOCTbI0, HeCTabunbHOV CTEHOKapAnen, NnepeHeceHHbIM B nocneaHue 6 mecsiueB MHAApKTOM Myuokapaa
UIN UHCYNbTOM, XXU3HEYrpoXarLLnMMn aputMnuamm, aptepuansHon runepteHsvent (A &gt;170/100 mm pT.CcT.) unum
runoteHsuen (A &lt;90/50 mm pT.cT.). Npuem cungeHaduna y Takux naumeHToB NpoTMBOMNOKa3aH. B

KNMHMYECKUX UCCrefoBaHUSAX MoKasaHO OTCYTCTBUE pasnuynii B YacToTe pasButus uHdapkra mmokapga (1.1 Ha
100 yenoBek B rog) UNn 4YactToTe CMEPTHOCTU OT cepAeyvHO-cocyancTbix 3abonesaHuii (0.3 Ha 100 yenoBek B

rog) y naumMeHToB, norny4asLunx npenapat Buarpa®, no cpaBHeHMWIO C NauMeHTamu, nofnyyaswmnmm nnawebo.
CeppaeydHo-cocyancTble OCNOXHEHUSA

B xoae nocTMapKeTUHIroBOro NpuMeHeHus cungeHaduna ans neyvyeHust 3peKTUnbHoON AMcdyHKLMM coobLLanock o
Taknx HexxenaTternbHbIX ABMEHUSIX, KaK Cepbe3Hble CepaeyYHO-COCYANCTbIE OCMOXHEHMUS (B T.4. MHapKT

Muokapaa, HecTabunbHas CTeHoKapAus, BHe3anHasa cepaeyHas CMepTb, XKenyao4ykoBasi aputMus,
remopparmyeckuii UHCYnbLT, TPAH3UTOPHAs UWEMMYECKas aTaka, apTepuanbHas rmnepTeH3ns u rmnoTeH3uns),
KOTOpblE UMENWN BPEMEHHYIO CBS3b C NPUMEHEHNEM cunaeHaduna. BonbLMHCTBO 3TUX NALUMEHTOB, HO HE BCE U3
HWUX, UMenun hakTopbl pUcka cepaeyHO-COCYAUCTbIX OCNOXHEHNA. MHOrMe 13 ykasaHHbIX HeXenaTerbHbIX ABIeHUn
Habnoganmcb BCKOpe Nnocne CekcyanbHOW akTMBHOCTU, M HEKOTOPbIE U3 HUX OTMeYanvcb nocne npyvema
cungeHaduna 6e3 nocneayloLlen cekcyanbHOM akTMBHOCTU. He npeacTaBnseTcs BO3MOXHbIM YCTAaHOBUTb Hanm4yme
NPSAMON CBSA3M MEXY OTMeYaBLUMMUCS HexXenaTenbHbIMU ABAEHUSAMU U YKa3aHHbIMU UM UHbIMU dhaKTopaMMu.
ApTepuarnbHasg runoTeH3us

Cwvngenadun okasbiBaeT CUCTEMHOE BasoaunaTupyolee AericTene, NpuBosLlee K NpexoasiiemMy cHmkeHuno Afl, 4to
He SIBNSETCS KMMHUYECKN 3HaYUMbIM 3¢hDEKTOM U HE NPUBOAUT K KaKMM-NMBO nocrneacTBnsiM y 6onbLUMHCTBA
naumeHToB. TemM He MeHee, [0 Ha3HavYeHns npenaparta Buarpa® Bpay JomKeH TLaTeNbHO OLEHUTb PUCK
BO3MOXHbIX HEXenaTterbHbIX NPOSBEHNA Ba3oaMnaTUpyoLwero AeNCTBUS y NaumMeHTOB C COOTBETCTBYHOLLMMU
3aboneBaHuAMN, 0COBEHHO Ha poHe ceKCyarbHOWM akTMBHOCTM. MNoBbILLEHHAs BOCMIPUMMYNBOCTb K
BasoaunaraTopam HabnwgaeTcs y naumeHToB ¢ 06CTPyKUMen BbIBOAHOMO TpaKTa NeBoro Xxenyaoyka (CTeHo3
aopTbl, rMnepTpodumyeckasi 06CTPyKTUBHAsA kapavomMmuonaTtus), a Takke ¢ peKko BCTpeyaloLwmnmMcsi CUHAPOMOM
MHOXECTBEHHOW CUCTEMHOMN aTpohun, NPOABASIOWMMCS TSXENbIM HapyLeHuem perynsaumn Al co CTOpoHb!
BereTaTUBHOM HEPBHOW CUCTEMBI.

MockonbKy COBMECTHOE NpuMeHeHve cungeHaduna u anbga-agpeHob1okaTopoB MOXET NPUBECTU K
CUMMTOMAaTUYECKON MTMNOTEH3NN Y OTAENbHbIX YYBCTBUTENBHbLIX NauneHToB, npenapat Buarpa® cneayert ¢
OCTOPOXHOCTbIO Ha3HayaTb NauMeHTam, NprHUMaloLWmMM anbda-agpeHobnokaTopbl. YTo6bl CBECTM K MUHUMYMY PUCK
pa3BUTUSI MOCTYPAribHOWM MMNOTEH3NM Yy NaUMEHTOB, NPUHUMaLWMX anbda-agpeHobnokaTopbl, NpMeM npenaparta
Buarpa® cnepyeT HauMHaTb TOMbKO NOCME AOCTWKEHMS cTabunm3aumnm nokasaTenen reMognHamMmuKkn y aTux
nauueHToB. CneayeT Takke pacCMOTPeTb Lienecoobpas3HOCTb CHMKEHUS HaYanbHOWM A03bl NnpenapaTta Buarpa®.
Heobxogumo npouHdopMMpoBaTh NaLMEHTOB O TOM, Kakne OeCTBUSA crieqyeT NPeanpuHATL B CryyYae nosiBrieHust
CYMMTOMOB NOCTYparibHON MMOTEH3UN.

3puTenbHble HapyLleHnst

B peagkux cnyvasx Bo BpeMsl NOCTPErMCTPALMOHHOIO NpUMEHEHNS BCex MHrMbutopos ®135, B T.u.

cungeHacmna, coobLianu o HeapTEPUUTHOW NepeaHEN NLEeMUYECKO HeBponaTum 3aputensHoro Hepea (HMWH3H) -
peakomM 3aboneBaHnn 1 NPUYMHE CHUXKEHWUSI UK NOTepU 3peHus. Y BonbLUMHCTBA M3 3TUX NaLMeHTOB Obinu
hakTopbl pUcKa, B YACTHOCTU CHUXEHNE OTHOLLEHUS AMaMeTPOB SKCKaBaLUnM U AMcKa 3pUTENbHOro Hepea
("3acTovHbIZ gMck"), Bo3pacT craplue 50 net, caxapHein agnabdet, runeptensus, UBC, runepnvnuagemms un

KypeHue. B ob6cepBaLMOHHOM MUCCregoBaHUM OLEHMBANN, CBA3aHO N HeJaBHee NpYMeHeHne npenapartoB Krnacca
uHrnbutopos P35 c octpbiM Havanom HIMNH3H. Pe3ynbTaThl yka3biBaloT Ha NpubnmanTensHO ABYKpaTHOe
nosbiweHne pucka HNWH3H B npegenax 5 nepuogos nonyebIBegeHNst NOcne NPUMEHEHUS MHIMbuTopa ®O395.
CornacHo ony6nmKoBaHHbIM IMTEPATYPHLIM OaHHbLIM, FOAMYHAsA YacToTa Bo3HUKHoBeHUst HIMMH3H cocTtaenseT



2.5-11.8 cny4yae Ha 100000 myxx4nH B Bo3pacTte =50 net B 06Lel nonynsuun. CnegyeT pekoMeH40BaTb
nauneHTam B criydae BHe3arnHon notepu 3peHns npekpaTuTb Tepanuio cungeHadunomM nu HemeaneHHo
NPOKOHCYNbTUPOBATLCA C BpadyoM. Jlnua, y koTopbix yxe obin criyqa HIMMH3H, nmetoT NoBbILWEHHbIV pUCK
peunamea HMNH3H. MoaTtomy Bpavy cnegyeT ob6cyanTb OAaHHBIA PUCK C TAKUMKU NauLMeHTamMK, a Takke obcyamTb C
HUMM NOTEHLUMAmNbHbIN LWAHC HEGNAronpUsITHOro BO3AencTBus MHrMomuTopoB ®A35. MHrMbutopsl 035, B T.u.
cungeHadumn, y Takmx naumMeHToB cnefyeT NPUMEHSATb C OCTOPOXKHOCTBIO U TOMbKO B CUTyauUusiX, koraa
oXuaaemas nonb3a nepesBeLUnBaeT puck. Y naumeHToB ¢ anusogamu passutua HINWH3H ¢ notepen 3peHus B
OZHOM rnasy npuem cungeHadmna npoTMBONOKasaH.

Y HebOMbLIOro Yncna nauneHToB C HacneACTBEHHBIM MUIMEHTHBIM PETUHUTOM UMEIKOTCA FTEHETUYECKN
AeTepPMUHMPOBaHHbIE HapyLleHus oyHKUMIA dhoccoamnacTepas ceTyaTky rnasa. CeeneHnsi o 6esonacHocTu
npumeHeHunst npenapata Buarpa® y nauMeHToB C MUIMEHTHbIM PETUHUTOM OTCYTCTBYIOT, MO3TOMY Y Takux
nauneHToB He criefyeT NpUMeHATbL cungeHadumn.

HapyLeHus cnyxa

B HeEKOTOPbIX MOCTMAPKETUHIOBLIX U KIMHUYECKNX UCCIEeAOoBaHNsSIX COOBLLAeTCs O cryvasix BHE3AMHOro yxyaLweHns
U NOTEPU Cryxa, CBA3aHHbIX C MPUMEHEHUEM BCex MHIMbuTopos ®035, Bkniovasa cungeHadmn. BonbWMHCTBO
3TUX NALMEHTOB MMeNU hakTopbl pUcKa BHE3AMHOMo yXyALWeHus unu notepu cnyxa. NpunimHHo-cneacTBeHHOM
CBSA3U Mexay NpuMeHeHneM MHrmbutopos ®035 n BHe3anHbIM YXyOLWEHUEM CIyXa UMK NOTEPEN Criyxa He
yCTaHoBMeHo. B cnyyae BHe3anHoro yxyaweHus criyxa unu notepu crnyxa Ha goHe npuema cungeHadpuna
nauneHTy crnieqyet HeMeaAneHHO NPOKOHCYNbLTUPOBATLCS C BpayoM.

KpoBoTeueHus

CunpgeHadmn ycunmBaeT aHTMarperaHTHbIN 3dEKT HUTPONpyccuaa HaTpud, AoHaTopa okcuaa as3oTa, Ha
TpombBouuThl Yenoseka in vitro. [JaHHble 0 6e30nacHOCTM NPUMeEHEeHNs cungeHaduna y naumeHToB co
CKITOHHOCTbIO K KPOBOTOYMBOCTM UM 0O0CTPEHMEM S3BEHHON BONE3HN Xxenyaka u ABeHaauaTUNepCTHON KULLIKK
OTCYTCTBYIOT, MO3TOMY npenapaT Buarpa® y aTux nauneHToB cneayeT NPUMEHSTb C OCTOPOXHOCTbIO. YacToTa
HOCOBbIX KPOBOTEYEHWI Y NALMEHTOB C NTEFOYHOM M’MNepTeEH3NeEN, CBA3aHHOM ¢ AMddy3HbIMK 3aboneBaHNsaIMM
coeaVHUTEnNbHOW TKaHu, Obina Boiwe (cunaeHadun 12.9%, nnaue6o 0%), 4em y NaumeHToB C NepPBUYHON
neroyHon runepTeHaven (cungeHadun 3%, nnauebo 2.4%). Y naumeHToB, NOnyYaBLUNX cunaeHadun B codeTaHnm
C aHTaroHMcToM BuTammHa K, yactota HOCOBbIX KpOBOTEYEHMI Obina Boiwe (8.8%), 4eM y nauneHToB, He
NpUHUMaBLINX aHTaroHucT ButamuHa K (1.7%).

MNpryMeHeHne COBMECTHO C APYrMMU CcpeacTBamMm NeveHns HapyLLEHNA 3peKLmn

BesonacHocTb 1 achdekTBHOCTL NpenapaTta Buarpa® coBMecTHO ¢ Apyrumu nHrmbutopamu 435 nnn gpyrumm
npenapatamMmu Ansi NeYeHns NeroyHom runepTeHsnm, cogepxalmmm cungeHadpun (Hanpumep, Pesauno®) nnum
OPYrMMU cpeacTBaMm NEYEHUS HApYLLEHWUIA SPEKLUM HE N3yYannck, NO3TOMY NPUMeHeHUe NogobHbIX KOMOMHaUWA
He pekoMeHayeTcs (cM. pasgen "lMNpoTuBonokasaHus").

BnusiHne Ha cnocoBHOCTL K ynpaBfieHWIO TPaHCNOPTHBIMK CPeaCcTBaMM U MEXaHU3MaMM

Ha doHe nprema cungeHadmna kakoro-nmbo oTpuLaTenbHOro BrMsSHAA Ha CNOCOOHOCTL YyNpaBnsTb aBTOMOOUIEM
UNn apyruMm TEXHNYECKMMU cpeacTBaMu He Habnoganock. OgHako, NOCKONbKY Npy NpueMe cungeHaduna
BO3MOXHO pa3BUTUE FONOBOKPYXXEHUS, CHKeHe ALl, pa3Butne xpomaToncum, 3aTyMaHeHHOro 3peHus U Opyrux
NoBoYHLIX SABMEHWUIA, cnegyeT cobniogaTte OCTOPOXKHOCTL MPU yNpaBneHn TPaHCNOPTHBIMU CPEACTBAMU U 3aHATUSIX
OPYrMMU NOTEHUManbHO OnacHbIMU BUAAMMW OEATENBHOCTU, TPEOYIOLLMMM NOBLILLUEHHON KOHLEHTPALMW BHUMAHNUS 1
ObICTPOTbI MCMXOMOTOPHbLIX peakunii. Takke cneayeT BHAMATENbHO OTHOCUTLCS K MHOAUBUOYANbHOMY AENCTBUIO
npenapara B Yka3aHHbIX CUTYyaLMsIX, OCOOEHHO B Hayare fevYeHunst 1 npyu M3MeHeEHUN pexxmma 403MPOBaHUS.

Popma BbInyckKa

Tab., Nokp. nneHoyHor obonoykon, 100 mr: 1, 2, 3, 4, 6, 8, 12, 16, 24 unu 36 wWr.

NpounsBoauTenb
FAREVA AMBOISE (®paHuus)

YcnoBus BbinycKa U3 anTek

OTnyckaeTcsa no peuenTy.



Cpok rogHocTu npenapara Buarpa®

CpOK rogHoctn — 5 net. He NPUMEHATb NO NCTeYeHUN CPOKa rogHOCTU, YKa3aHHOIo Ha ynakoBke.

YcnoBusa xpaHeHus npenaparta Buarpa®

Mpenapat crnefyeT XpaHUTb B HEAOCTYMHOM ANd AeTen MecTe npu TemnepaTtype He Bbiwwe 30°C.

I/Iquopmame O npenapartax, OoTnyCckaemMbIX No peuenTty, npeaHa3Ha4vyeHa TONbKOo ANnd cneunanncToB. npl/lBe,Cl,eHHaﬂ VIHCbOpMaLI,VIFI He [0JKHa UCnonb3oBaTbCA
nauneHTamm ona npuHATUA CaMOCTOATENbHOIO pelleHna 0 NpUuMeHeHnn npeacTaBleHHbIX NeKapCTBEHHbIX NpenapaTtoB U HE MOXET CITY>XUTb 3aMeHON O4HOMN

KOHCynbTauun Bpaya.



