MHH31PAB POCCHH
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MUWHUCTEPCTBO 3IPABOOXPAHEHW POCCUMCKON ®EJEPALIU
COTTACOBAHO

MHCTPVYKIMUA
110 MEJIMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOT'O TIPEITAPATA

Bl/mal?xpa®

PerucrpaunoHHbIii HOMEp:

Toprosoe HanmMeHoOBaHHe: BuBaﬁpa®

MesKIyHApPOIHOE HeNaTeHTOBAHHOE HANMEHOBAHHe: CUIeHapuI
JlekapcrBenHasi popma: TabIETKH KeBATEIbHbIC

CocraB

OpnHa TabieTka xKeBaTeabHas COAEPKHUT:

Jleiicmeyiowee sewjecmso: cunneHaduna uurpar 35,12 / 70,24 / 140,48 mr (3KBMBAJEHTHO
25 wmr, 50 mr wiu 100 mr cunaenaduna).

Bcnomozamenvhble 6euyecmea: NoNaKpuiIMH Kanus - 26,34 / 52,68 / 105,36 mr, maruus creapar -
3,38/ 6,75/ 13,50 Mr, KpeMHHs IMOKCH KOJUTOMAHBIH - 2,75 /5,50 / 11,00 mr, acnapTam - 2,15/
4,30 / 8,60 wmr, xpockapmennosa Harpus - 3,75 / 7,50 / 15,00 mr, apomarusatop MSITHBIH
(ManbToekcTpuH - 71,0 %, kpaxman moanduumpoannsiii E1450 (Bockosas KyKypy3a) - 2.5 %,
MSATBI NIEPEYHOI JTUCTBEB Maco - 26,5 %) - 0,68 /1,35 /2,70 mr, nakto3sl MoHOrHapar - 70,4575
/ 140,915 / 281,83 wmr, nosuaon K30 - 2,555 / 5,11 / 10,22 wmr, xaiausi rHApOKCHI WM

XJIOPUCTOBOAOpPOAHAs KUCJIOTA - (.S.

Onucanue

25 mr: TpeyronbHble, ABOSKOBBINYKIbE TabaeTKu Oeoro Lpera ¢ OTTHCKOM «25» Ha OJHOM
CTOPOHE.

50 mr: TpeyroJbHble, ABOSKOBbIMYK/bIE TablETKH Gesoro 1pera ¢ OTTUCKOM «50» Ha oJHOM
CTOpOHE.

100 mr: TpeyroabHble, ABOSKOBBITYKJIbe TaOMeTKM Oeoro 1BeTa ¢ OTTHCKOM «100» Ha oaHOM

CTOpPOHE.



dapmakoTepaneBTHYECKAsi TPYNNA: dPEKTHILHOH quchyHKuMU cpeactBo nedenus — OJI9-5

MHIUOUTOP.

Koa ATX: GO4BEO3

dapMaKo/IOrHYecKHe CBOHCTBA

Cunaenadui — npenapar, NpUMEHSEMBIH JUIs EPOPabHOTO MPHMEHEHUA, MCIIOJIb3YEeMBIH ISt
NedeHus HPEKTHIBHOM AMCYHKIMH. B ecTeCTBEHHBIX YC/TIOBUAX, NPH CTUMYIIALIUMH TIOJOBOTO
BO30 Y K/IEHHs, CHIieHa(u1 BOCCTAHABINBACT SPEKTHIIBHYIO GyHKIHMIO MOCPEACTBOM YCHIICHHSA
KPOBOTOKA B MOJIOBOM 4JICHE.

DapmaKoOUHAMUKA

CuneHadun SBSETC MOLIHBIM CeJIEKTUBHBIM HHIHOMTOPOM docdonmscrepasst 5 Tuna (OJI3-
5), criedUUHOM K LMKIMYECKOMY IyaHO3MHMOHO(ocdaTy (u'M®) u OTBETCTBEHHOM 3a €ro
pacnaj B KaBEPHO3HOM Telie [OJIOBOro dieHa. CunjseHagun He OKa3bIBAET MPSMOro
pacciabisiomero AeHCTBUA Ha KaBEePHO3HOE TEJO, HO aKTHBHO YCHIMBACT paccabsromuii
sddexr okcuma asora (NO) Ha oty Tkab. Ilpu cekcyaabHOM BO30Y)XJEHUHU JIOKaJIbHOE
BbIcBOGOXKAeHMe NO 1o BIMsHHEM cuiieHaduia MPUBOAMT K YTHETCHHIO OID3-5 u
noBbleHuio  ypoBHs ulM® B KaBepHO3HOM Teje, B pe3y]bTaTe STOr0  MPOHCXOAUT
paccabeHne [IaKNX MBILIIL M YCHIICHHE KPOBOTOKA B KABEPHO3HOM TEJIE.

Ipu aktusauuu wend NO-uI'M®, 410 NpOABIAETCA MpPH  CEKCYalbHOM BO30YXKIEHUH,
yraetenue ®J13-5 MpUBOAMT K YBEIHYCHHIO uM® B kaBepHo3HOoM Tene. Ilpu oTCcyTCTBUMM
CeKCyanbHOM CTUMYJISALIMK PUMEHEHHe cuiieHadnIa B PeKOMEHYEMBIX J103aX HedPEKTUBHO.
WceeloBaHus in vitro TOKa3BIBAIOT, YTO aKTUBHOCTH CUJieHauI1a B OTHOIEHUHU ®J13-5 B 10-
10000 pa3 npeBOCXOAMT €ro aKTUBHOCTH B OTHOLIEHHH IPYTHX uzodepmentoB ®JID (1,2, 3,4 u
6). B acTHOCTH, aKTMBHOCT B OTHOIIEHHH ®J1D-5 B 4000 pa3s MpeBOCXOAUT €ro aKTHBHOCTD B
otHowernn DJ1I-3-uAM®-crieunduyeckoit Gocpoanscrepassl, y4acTBYIOLIEH B COKpAILCHUH
cepmua. CungeHaguin MOKET BbI3BIBATH JIETKOE W TMPEXOAsIICe HapyLICHHE CIOCOOHOCTH
pasinuaTh OTTEHKM LBeTa (cuHero/3eneHoro). IlpeanosaraeMbiM MEXaHU3MOM  HApYLUCHHA
LBETHOTO 3peHus cuutaetcs yruerenne ®J19-6, kotopas yyacTByeT B npouecce nepeiatn ceera
B ceryatke. CuijeHadwn He OKa3plBaeT BJMSHUS Ha OCTPOTY 3peHHs, BOCIPUATHE
KOHTPACTHOCTH, 5IEKTPOPETHHOTPaMMBI, BHYTPHIJIA3HOE IaBICHUE WK IMAMETP 3patiKa.
Knunuueckue oannsie

B xo/e MpPOBEICHHBIX KJIMHMYECKHX WCCIENOBaHMI OBIIO YCTAHOBJICHO, HTO JeHUCTBHUE
cunneHadpuna B popme KeBaTeNbHBIX TabJETOK, B CPABHEHMH C OOBIYHBIMU TIPUMEHAEMBIMU

TabjeTkaMM, JIOCTUraeTcss 3a MEHBIIUI rnepuoj;  BPEMCHH. Cpe}lHﬂﬂ pasHuilla B



(apmMaKoIOrH4ecKoM JEHCTBUM MEXKY obemu dopmamu mpuema CuieHaduIa cocTaBuia
35,3+12,4 MUHYTHI.

IlpumeHerne cuiaeHaduia B 103aX 10 100 Mr He NPHBOAMIO K KIMHUYECKH 3HAYMUMBIM
mamenennam DKI y 310poBeix 106poBosbies. CuiieHadun  BbI3bIBACT HE3HAYMTENLHOC
[OHIKeHHe apTepuaibHoro aasneHus (AJl), uro B OOMBIUIMHCTBE CJIy4aeB HE CONMpPOBOKIAIOCH
KJIMHAYECKMMHU TPOSIBIEHUAMH. MaKCcUMalbHOE CHHUKEHUE CHCTOIMYECKOTO AJ] B NOJIOKEHUH
nexa mociae mpuema cunaeHapuna B jaoze 100 Mr B cpeiiHeM COCTaBHIIO 8.4 Mm pr.cT.,
quactonmueckoro  AJl — 5.5 wmm  prer. Takoe mnoHWKeHue AJl  coOTBETCTBYET
cocy/opacupsiomemMy  JAeiCTBMIO  cuiieHaduia, 10 BUAMMOMY, 00yC/IOBIEHHOMY
noebieHueM ypoBHs I’ M® B riaakoi MycKyIaType CTEHOK COCY0B.

B Hcc/ieJ0BaHNH TeMOIMHAMIYeckoro sddekTa criieHabuIa B OJHOKPATHOM 103€ 100 mr y 14
[ALMEHTOB C TSKeNoi Miemudeckoil Gonesnbio cepaua (MBC) (Gonee uem y 70 % nauueHToB
OBl CTEHO3, MO KpaiiHell Mepe, OJHOH KOpPOHapHOH apTepuM), CHUCTOJIMYECKOE U
jmacTonuyeckoe AJ[ B COCTOSHMM TOKOS yMeHbmanoch Ha 7% H 6 % COOTBETCTBEHHO, 2
erouHOe CHCTOIMUYECKOe aBieHne CHIKaIoch Ha 9 %. CuieHagun He BIMSI Ha Cep/eyHbIH
BHIOPOC M He HapyLaj KPOBOTOK B CTEHO3MPOBAHHBIX KOPOHAPHEIX apTEPUAX.

B BOMHOM CIENOM MIaleGOKOHTPOIMPYEMOM HcciieloBaHni 144 naimenta ¢ SPEKTHIBHOM
qucdyHKIMel W cTaGWIBHOM CTEHOKApAMEH, NMPUHAMAIOUIMX AHTHAHTHHAIIBHBIC TpEriapaThl
(KpOMe HMTpPATOB), BHIMOJNHSIM ~(U3MUECKME YNPaKHEHMs 0 TOro MOMEHTA, KOTia
BBIPAXEHHOCTb CHMITOMOB CTEHOKAapIHH yMEHbBIIMIACE. [Ipyu 5TOM He OBUIM BBISBICHBI
pa3nuumMs, CyUIECTBEHHBIE C KJIMHMYECKOW TOYKM 3pEHHs, Y TMalMEeHTOB, MPUHUMABLIMX
cunpesadgun B oaHOKpaTHOH Jo03e 100 Mr Mo CpaBHEHHMIO € MalMEHTAMH, MOTy4aBIIMMU
nane6o.

B paHIOMH3MPOBAHHOM JBOMHOM CIIENOM IU1ALEOOKOHTPOIMPYEMOM HCCIC/I0BAHAA H3YHaIH
sddekT mepemenHol 10361 cuneHapuna (10 100 Mr) y mMykuud (n = 568) ¢ dpeKTHIBHON
jaucyHKuMeil M apTepHanbHON  rUNepTeH3WeH (AI'), npunumarommx Oonee  ABYX
AHTHCHMNEPTEH3MBHBIX npernapaToB. CuifeHaQum yIydlnl SPEKLHio Yy 71 % MyX4uH IO
cpasHenmio ¢ 18 % B rpynne naaue6o. HYacrora HeGnaronpuaTHbIX 2 deKToB Oblia CpaBHUMA €
TAaKOBOW B JPYrMX TIpyNmax MalMeHToB, TaK ke Kak y JIML, MPUHAMAIOUIMX Oonee Tpex
AHTUIMIIEPTEH3UBHBIX MPENaparos.

DapmakoKkuHemuKa

@apMaKOKMHETHKA CHiieHadUIa MoC/e NpreMa BHYTPh B PEKOMEHYEMOM TepaeBTHHCCKOM

Jmanasone 103 (25-100 Mr) Bo3pacTaet npornopLUHOHaIbHO MPUHATOH J103€.



Bcacwvieanue

[Mocie mpuema BHYTphL cuiaieHadun ObicTpo BeachiBaeTcs. AOCOIIOTHAS OMOOCTYHOCTE B
cpennem cocrapisier 41 % (25-63 %). MakcumanbHas KOHUCHTpALHs (Cmax) cunaeHapuna B
IJ1a3Me 1oclie pUeMa BHYTPb HATOLIAK JIOCTUIaeTCs B CPEAHEM B TCHCHHE 60 mun (ot 30 muH
10 120 mun). Ilpu npueme B COYETAHMH C XKMPHOMW MHIIEH CKOPOCTH BCACHIBAHMSA CHUXKACTCS:
Cmax CHIKAeTCs B cpeiHeM Ha 29 %, a BpeMst JIOCTHIKEHUS Cinax yBETHYHBAETCS Ha 60 MUH.
Pacnpeodenenue

O6bem pacripe/elieHus cuaaeHaduna B paBHOBECHOM COCTOSHMM COCTABIISCT B CPE/IHEM 105 .
CBsi3b ¢ 6eIKaMH 1a3Mbl CHICHAbUIA U €ro OCHOBHOTO LMPKYIMpYowero N-Ae3MeTHIbHOro
MeTaBoJIMTa COCTABAET OKOJIO 96 % M He 3aBUCHT OT 00LIeH KOHIEHTpaluy npenapara. Menee
0,0002 % (B cpearemM 188 Hr) npUHATON /103bl OOHAPYKHMBAJIOCH B CIIEPME UYepes 90 MuH nocie
npuema rpernapara.

Memabonuzm

CungeHadun — MeraGonusupyetcs  [JIaBHBIM ~ 00pasoM B NEYeHH TMOJ  JICHCTBHEM
MUKpocoManbHbIX H30(pepmenToB wutoxpoma P450: CYP3A4 (ocHoBHOH nyts) u CYP2C9
(1OTIOTHUTETBHBIN MYTh).

OCHOBHBIM LIMPKYJIMPYIOIMM aKTHBHBIM METabOIMTOM  SIBJISCTCA N-1e3MeTUIMeTaboITuT,
AKTHBHOCTH KOTOPOTO 10 oTHoweHnto kK ®JID-5 cocrapnser 50 % akTUBHOCTH cunieHaduna.
KoHIeHTpalms 3Toro MetaGoiuTa B IU1a3Me COCTaBIAeT npumepHo 40 % OT KOHLEHTpauuu
cunneHaguna. N-ge3MeTHIMeTaboNnUT TMO/BEpraeTes JajlbHeHleMy MeTabosu3My; TepHoOJ
nonyssiBeaenus (T, ) cocraBisieT 0ko0 4y,

Buvigeoenue

O6mumit kaupeHe cuiieHaduna U3 opranusma — 41 n/4; xoneunsiit Ty, — 3-5 u. [Tocne npuema
BHYTpPb CHJLICHA(UI BEIBOAMTCS B BUJe MeTab0IMTOB Kuiue4HUKOM (80 %) n moukamu (15 %).
DapMaKoKuHemuKa y 0cobbLx 2pynn AYUEHMO8

THooicunvie nayuenmoi

V 370pOBBIX JOAEH MOXHIOro Bo3pacTa (cTapuie 65 JeT) KIMpPeHC cuieHaduna CHUXEH, a
KOHLIeHTpalus cuiaeHapuna u N-ae3MeTunMeTabouTa B MiiasMe NpUMEPHO Ha 40 % Bblle,
yem y mosoasix (18-45 ner). Bospact He OKa3biBaeT KJIMHMYECKHM 3HAYMMOTO BJMAHMA Ha
YaCTOTY pa3BUTHS HexelaTenbHbIX peakuuii (HP).

Hapywenus ¢hynkyuu novex

[1pu Mo¥eUHO# HeI0CTaTOUHOCTH Jerkoii (knupenc kpearnnuta (KK) 50-80 MJI/MHMH) U CpeJIHEH
(KK 30-49 ma/MuH) cTerneHH TsHKecTH (papMaKOKUHETHYECKHE MapaMeTphl cuiieHaduna nocie
npueMa BHYTpPb OJJHOKPaTHO 50 Mr He u3MeHstoTes. [Ipn nouedHoH He0CTaTOuHOCTH TSDKEJION

crenenn (KK < 30 mu/mMuH) KIMpeHC cuiiieHaduiIa CHIXKAETCH, YTO MPUBOAMT K MPHUMEPHO



nBykpatHomy ysenuyeruto 3HadeHnst AUC (100 %) 1 Crax (88 %) 1m0 CpaBHEHHIO ¢ TAKOBBIMH
NnoKasaTe/ MU IPH HOPMaIbHON QYHKLMH MOYEK Y NALMEHTOB TOM JKe BO3PACTHOM rPyMIIbL.
Hapywenus ¢pynkyuu nevenu

YV NalUMeHTOB ¢ LMPPO30M TMEYeHM OT JErKoil 10 yMmepeHHo# crenmenu (craamu A u B mo
knaccupukaumu Yainna-I1bro) KiupeHe cuiieHaguia CHUKAeTCs, YTO NPUBOJMT K IMOBBILICHHIO
spaueHuss AUC (84 %) u Chax (47 %) 1mo cpaBHEHHIO € TaKOBBIMH IOKa3aTC/ISIMU  IIpH

HOPMAJIbHOM QYHKLMH MeYeHH y MAIMEHTOB TOM JKe BO3PACTHOM IPYTIIbl.

Iloka3aHusi K NPHMEHEHHIO

JleyeHne PeKTUIIBHOM AMCHYHKLMH, XapaKTepU3YIOIIEHCs HECTOCOOHOCTBIO K JOCTHXKEHHIO
MM COXPAHEHHIO SPEKLUH TI0JIOBOTO YJIEHA, 10CTATOYHOM ISl YA0BJIETBOPUTE/ILHOTO MOJI0OBOTO
aKTa.

Cunaenadun >3pheKTHBEH TONBKO NPH CEKCYalbHONU CTUMYIALIMH.

IIporuBonokasanusi

[ToBBIIIEHHAs YYBCTBUTEJIBHOCTh K CHAeHaQHIy MM K JH0OOMY KOMIIOHEHTY Ipernapara;
O/IHOBPEMEHHOE MPUMEHEHHE JIOHATOPOB OKCHJIA a30Ta, OPraHUYECKHX HUTPATOB W/ HUTPUTOB
B MOGBIX (popMax; COBMECTHOE MpUMeHeHHe MHruburopos ®J13-5, BKmoyas cunaeHadun, co
CTHUMYJISTOPaMH T'yaHWUJIATLMKIIA3bl, TAKUMH KaK PHOLMIYAT, TaK KaK 5TO MOXET MPUBOAMTE K
CHUMITTOMATHYECKOM MMIIOTEH3MH; OJIHOBPEMEHHBIN MPUEM JIPYTHX JIEKAPCTBEHHBIX CPEICTB s
NleYeHUs SPEKTUIIBHOM AUC(YHKLMU, PUTOHABUpA; MALMEHTaM, /I KOTOPBIX HEXeJlaTe/lbHa
ceKcyalbHas aAKTHBHOCTb (HampuMep, MAUMEHTh C TKEIBIMH  CEpPAECYHO-COCYAUCTHIMH
3a00/ICBAHUSIMM, TAKMUMM  KaKk  HecTabMIbHas  CTEHOKAapaWs,  TsDKenas — cepaeyHas
HEIOCTATOYHOCTh); MEPEHECEHHbIE B T€YeHHe MOCIEHUX 6 MecsleB UH(DApKT MHOKapaa Wi
MHCYNIBT, XKU3HEYTPOXKAIOLIME aPUTMHUH, apTepHanbHas runotensus (AJl menee 90/50 MM pT.CT.)
umu AT (A]] 6osee 170/100 MM pT.CT.); MAalMEHTaM C MOTEPEN 3peHUs HA OJIMH IJ1a3 BCJIE/ICTBUEC
nepe/Heil MIIEeMUYECKOH ONTHUYECKOH HEHponaTHh HeapTepHalbHOro reHesa, He3aBUCHMO OT
TOro, CBS3aHO N 93T0 ¢ mnpuemMom wuHrubutopa @DJID-5 wnmu HET; HAC/IEICTBEHHBIE
JlereHepaTUBHbIE 3a00JI€BaHNs CETYaTKH, B TOM YHMCJIe MUTMEHTHBIA PETHHUT (HE3HAYMTE/IbHOE
YMCIO0 TAKMX TMALMEHTOB HMMeeT reHeTHueckoe Hapymenune @DJID ceryarku); nevyeHoOYHas
HEJ0CTATOYHOCT TSDKEION CTereHH; Bo3pacT A0 18 jer; skeHCKuit mon; aeduuut akrasel,

HETepeHOCUMOCTD JIAKTO3bl, [IIOK030-TalaKTO3Has MalbabcopOums, GpeHHIKETOHYPH.



C 0CTOPOKHOCTBIO

Anaromuueckas aedopmaius MoJoBOro uieHa (B TOM YMC/IE aHTyIIsLIHs, KaBepHO3HBbIi Gubpo3
unu Gose3nb Ieiiponn); 3aboneBaHKs, NPeAPAcioaralolue K pa3sBUTHIO NpHarnsmMa (Takue Kak
CEpIIOBM/HO-KJIETOYHAs ~AHEMMsl, MHOXECTBEHHas MHE/IOMa, neiKko3, TpoMOOLUTEMHS);
3a60/1€BaHMs,  COMPOBOXKAAIOIIMECS ~ KPOBOTEUEHHEM;  s3BCHHAA OoJie3Hb  JKeIyAKa M
JIBEHA/ILATUIIEPCTHOM KUIUKK B CTaJMK 00OCTPEHMs; HApyLIEHNS GyHKLIMM NeYeHH; MoveyHas
nenoctatouHocth Tsokenoi crenenn (KK <30 mi/MuH); MauMEHTbl € SMHU30[0M  pasBUTHA
nepeJHell HeapTePUHUTHON MILIEMUYECKOH HEHpONaTUH 3PUTENBLHOTO HEpBa B aHaMHese;

O/IHOBPEMEHHBIH MpHeM anlb(a-apeHOOI0KaTOPOB.

Ipumenenne npy GepeMEHHOCTH H B IIEPHO/ JIAKTAUHH

l'[penapa’r He npeJaHa3Ha4yeH A1 MPUMEHEHHU Y JKCHIIUH.

Cnoco® npuMeHeHHs ¥ 103bl

BHyTpb, npuMepHO 3a 30-60 MUH /10 MIAHUPYEMOH CeKCyalbHOH aKTHBHOCTH.

PasoBas 103a uist B3pocibix — 50 mr 1 pas B cytku. C yuetoM 5 GeKTHBHOCTH 1
MepeHOCUMOCTH /1038 MOXKeET ObITh yBeuyeHa 10 100 Mr uiu CHIKeHa 10 25 mr.
MakcumainbHas cyrodHas ao3a — 100 mr.

TabneTky cieayeT pa3kesarhb U nporaoTuts. [Ipu npueme cuzieHaduaa OJHOBPEMEHHO €
nueit ero 3GQeKT MOKeT MPOSBIATLCA ME/IICHHEee B CPABHEHUH C IPUEMOM HATOLIAK.
ITayuenmvi ¢ HapyuwieHuem GYHKyuu no4ex

[Ipy MoueyHON HEAOCTATOYHOCTH JIETKOW W CPeJHeH CTENEeHH TSKECTH (KK 30-80 mu/mun)
KOPPEKTHPOBKA /1036l He TpeOyeTcs, MPH MOYeYHOH HEJ0CTaTOYHOCTH tsoxenoit crenenu (KK <
30 mu/MHH) 703y CHuKaloT 10 25 Mr 1 pas B cyrku. B 3aBucumocT OT s dexTHBHOCTH
JEHCTBHS ¥ IEPEHOCHMOCTH /1033 MOJXKET ObITh yBeudyeHa 10 50 Mr u 100 mr.

ITayuenmvi ¢ HapyuieHuem GYHKYuU nevenu

[MocKONbKY Y TALMEHTOB C MEYEHOYHOH HEJOCTATOUHOCTBIO TKENOH CTENEHH BBIBEACHUE
cuneHaduna Hapywaercs (B 4aCTHOCTH, TPU LMPpO3e), 403y Mpernapara CiefyeT CHU3UTL 10
25 mr 1 pa3 B cytku. B 3aBucuMocTH OT 3pQeKTHBHOCTH JCHCTBUS M NEPEHOCHMOCTH /032
MoxeT 6biTh yBenrdeHa 10 50 mr u 100 mr.

Coemecmnoe npumenenue ¢ Opy2uMu NeKapcmeeHHbIMU CPeocmeamu

JUis CHWXKEHHS BO3MOXKHOCTH Pa3BUTHs [OCTYPajbHOW TMIOTCH3MM y  MAlMEHTOB,
NPYHUMAIOMMX alb(a-afpeHo0NOKaTOpbl, CHAeHadU Cle/lyeT HaYMHATh MPUHUMATE TOJIBKO
fmocje TOro, Kak OyjeT JOCTHIHyTa CTabMIM3alyMs reMOAMHaMMKH. [l TakuX MNauueHToB

Lleeco00pa3sHO CHIKEHHE HaualbHOMN 10361 CHIleHaduaa 10 25 Mr 1 pas B CYTKH.



[Ipy COBMECTHOM IMPUMEHEHWHM C WHIHOUTOPAMH uzopepmenta CYP3A4 (5puTpOMHULIMH,
CaKBMHABUP, KETOKOHA30J1, HTPAKOHA30J1) Haya/lbHasi 103a npenapara J0/KHa COCTaB/IATh 25 mr.
Hoorcunvie nayuenmeoi

ll,ormposxa JOJIDKHa ﬂOIl6HpaTbCﬂ C y4YeToOM BO3pacTa MnauueHTa.

IloGouHoe aelicTBHE

HauGonee yacteivi HP npy npumenenuu cusiaeHaduna GbUin roosHast 601k ¥ «TIPUITHBBI.
06b14n0 HP cunenaduna ciabo uiiv yMepeHHO BHIPAKEHBI M HOCST MPEXOALIHMH XapakTep.

B uccreqoBaHMAX € MpUMeHeHHeM (UKCHMPOBAHHOM /103bl MOKAa3aHO, YTO 4acTOTAa HEKOTOPBIX
HP nossliaeTcst ¢ yBeJIMYEHHEM JI03bI.

Yacrora pazsurist HP kraccuduumpoBana corinacHo peKOMEHIalusM BceMupHO# opranv3aliu
snpaBooxpanenus (BO3): ouens wacto (= 1/10), yacto (= 1/100 u < 1/10), Hewacto (= 1/1000 un
< 1/100), peako (> 1/10000 u < 1/1000), oyenp peako (< 1/10000), yacrora Heu3BeCTHa (He

MOYET OBITH MOJICUUTAHA [10 UMEIOIIUMCS llaHHblM).

Hapywienua co cmoponsl Kpoeu u AUM@amudeckou CUCHeMbl: Hewacmo — aHeMWus,
JICUKOIEHMUS.
Hapywienua co cmopoHsl UMMYHHOU CUCMEMbl: Heuacmo — PpeaKuuu [TOBBILIEHHOM

YYBCTBUTEIBHOCTH (B T.4. KOXKHAs CBIIb), AJ/IGPrHYECKUE PEAKLIMH.

Hapywienua co cmoponst 06meHa éeuiecme U NUMAHUA: HeYacmo — OLLYLICHHE KAMIBI,
OTEKH, T0/arpa, HEKOMIIEHCUPOBAHHbIN caxapHblii 1ualder, rUneprivkemMus, nepudepuyeckure
OTEKH, TMUIIEPYPUKEMHUS], TUTIOTIMKEMHS], TUTIEPHATPUEMHS.

Hapywenua co cmopoHsl HepEHOW CUCMEMBbL: O4YeHb Yacmo — TOJIOBHASA 6onb; vacmo —
rOJIOBOKPYXKEHHE; Hewacmo — COHIMBOCTb, MHIPEHb, AaTaKCHdA, TUIEPTOHYC, HEBpAIIK,
HeHpOMaTHs, NapecTe3us, TPEMOp, BEPTHIO, CUMITOMBI JETPECCHH, DecCOHHUIA, HeOoOBIYHBIE
CHOBH/IEHHSI, TIOBBILIEHHE PedIeKCOB, TUNECTE3Us; PeOKO — CYJI0POru™, TIOBTOPHbIE cyaoporu®,
0OMOPOK, HapyLIEHHEe MO3TOBOr0 KPOBOOOPAILEHHs, TPAH3UTOPHAS HLIEMUECKas aTaKa.
Hapywienus co cmopoHsl 0p2ana 3peHus: 4acmo — 3aTyMaHEeHHOE 3pEHUE, HAPYLICHHE 3pEHHA,
LMaHoNCcHus; Hevacmo — 6onb B riaszax, ¢orodobus, ¢oroncus, XpoMaroncus, MoKpacHeHHe
ra3/MHBEKIMM  CKJIEp, HM3MEHEHHE SPKOCTH CBETOBOCIPUATHSA, MHJIpHAa3, KOHBIOHKTHBHT,
KPOBOM3/IMSIHME B TKAHM IJla3a, KaTapakTa, HapylueHue paboThl CIE3HOTO ammnapara; peoko —
OTeK BEK M MPHUJIEralolMX TKaHEeH, OlyIEHHe CyXOCTH B I71a3aX, HaJM4YMe Pajy’XKHbIX KPYroB B
1oJie 3peHust BOKPYT HCTOYHHUKA CBETA, MOBBIIIEHHAs yTOMJIIEMOCTD IJ1a3, BUJCHUE NPEIMETOB B
JKETOM 1BeTe (KCAHTOIICHS), BUJCHHE MPEAMETOB B KPACHOM IIBETE (3PUTPOIICHS), THIIepeMHs
KOHBIOHKTHBBI, pa3JpakeHHe CIM3MCTONH O0O0JIOYKM TJia3, HENMPUATHBIE OLLYLUCHHS B Ia3ax;

yacmoma HeuszeecmHda — HEAPTECPUMTHAas MNEPEAHSS UILIEMHYCCKasi Hef;lpOI'[aTHﬂ 3pUTEJIBHOTO



nepsa (HITMH3H), okkmo3usi BeH CETYaTKH, nedekT noseil 3peHus, AUILIONUS™®, BpeMEHHas
MOTepst 3peHMs WM CHIDKEHME OCTPOTBI 3PEHMs, TOBBILICHUE BHYTPUIIIA3HOO JABJCHHS, OTCK
ceTyaTKH, 3a00/eBaHMs COCYJAOB CETYATKH, OTCJIOWKA CTEKIOBHMAHOTO Tesa/BUTpeabHas
TpaKLHMs.

Hapywienus co cmopoHbl 0p2ana ciyxa U 1a0upurmHuble HAPYWEHUA: Heudacmo — BHE3aIHOE
CHIKEHHE WM TIoTeps cilyXa, yM B yiax, 00Jb B ylIaX, 3B0H B yluax.

Hapywenus co cmopoHbl cepoya: Hewacmo — TaXUKapus, OLLyIICHUE cepauedOHeHus,
yBEJIMYEHHUE 4acTOTHI cepAeYHbIX COKpallleHUH, HecTaOUIbHAS CTEHOKapaAMs,
aTPHOBEHTPUKYIsipHas Onokaja, MHQapkT MHOKap/a, OCTaHOBKAa —CepJla, —CepAcHHad
HEI0CTATOYHOCTD, OTKJIOHEHHUS B MOKA3aHUAX JIEKTPOKApMOrpaMMBl, KapIMOMHONATHSL, peoko
— ubpuIsILMA NpeJIcep/Inii, BHE3aMHas cepieuHas CMepThb*, XKeJly104KOBast apUTMHs ™.
Hapywienus co cmopomsl cocyoos: 4acmo — «IpUJIUBbY; HEYacmo — CHKEHUE AJl, Tpomb03
COCY/I0B FOJIOBHOTO MO3ra, ToBbilenre Al

Hapywenusa co cmopoHbl OblXAMENbHOU CUCMEMDbL, 0p2aH08 2pyOHOR  KIemKu U
cpedocmenun: uacmo — 3aJ10KEHHOCTh HOCA; Hewacmo — HOCOBOE KPOBOTEHCHHME, PUHUT, acTMa,
JWCTIHOD, JIAPUHTUT, GAPUHIHUT, CUHYCHT, GPOHXMT, yBelnueHHE 00beMa OT/ENIAEMONH MOKPOTBI,
yCHJIEHHE KALlsl; peoko — YyBCTBO CTECHEHHS B ropJie, CyXocTh CJIM3UCTOM 0DO0JIOUKH MOJIOCTH
HOCa, OTEK CJIM3UCTON 000I0YKH IMOJIOCTH HOCA.

Hapywienusa co cmoponsl jcesy0o4HO-KUMEYH020 mPaKma: 4acmo — TOIUIHOTA, JTUCTICTICH,
neuacmo — ractpossodareanbHas pedurokcHas GonesHb, pBoTa, G0k B 001acTH KHUBOTA,
CYXOCTb CJIM3MCTON O0OJIOYKM MOJIOCTH PTa, TNIOCCHMT, TMHIMBUT, KOJIMT, aucarus, racTpur,
racTPO3HTEPHUT, 330(paruT, CTOMATHT, OTKJIOHEHHE «IE€YCHOYHBIX) (GYHKLMOHAIBHBIX TECTOB OT
HOPMBI, PEKTaIbHOE KPOBOTEUEHHE; PeOKO — TMIECTEe3Hs CITU3NCTOH 000JI0YKH MOJIOCTH pTa.
Hapywienus co CmOpOHbI KOJCU U NOOKONCHGIX MKAHeU: neuacmo — KOKHAA  ChIMb,
KpanMBHULIA, IPOCTOH repriec, KOXKHBIA 3y/1, TOBBILICHHOE MOTOOT/C/ICHHE, U3BA3BJICHAE KOXKH,
KOHTAKTHBI JepMaTUT, 5KCHONMATHBHBIA [IepPMATUT, wacmoma Heuséecmna — CHHAPOM
CruseHca-/[HKOHCOHA, TOKCHYECKHIA STHIepMalIbHBIF HEKPOJIH3.

Hapywienus co cmopoHbsi cKeemHo-Mbluie4HOu U coedunumensHoil mxanu: yacmo — 60.1b B
COIMHE, Heyacmo — Muanrus, 0OJb B KOHEYHOCTSAX, apTPUT, apTpo3, paspeiB CyXOXHJIHA,
TE€HOCHUHOBUT, 00JIb B KOCTSAX, MUACTEHHsI, CHHOBHT.

Hapyuwienua co cmopoHsl nOYEK U MOUeEbIGOOAWUX NYyMell: Heuacmo — WACTUT, HUKTYPHS,
Hejlep)KaHHe MOYM, reMaTypHs.

Hapywienua co cmoponsl no106bIX 0p2AHO8 U MOJIOYHOU Jicene3bl: Hevacmo — yBEIUICHHC

MOJIOYHBIX JK€Jie3, HapyLICHUE DAKYJISALHNH, OTeK TIeHUTAUM, aHoprasmus, remaTtocriepmus,



TOBPEX/IEHHE TKaHEH I0JI0BOro 4ieHa; pedko — JUIMTEsbHAs SPeKIHA W/WIKM TIpUATIH3M,
KPOBOTEYEHHME U3 MOJIOBOrO YICHA.

Obuue paccmpoiicmea u HAPYWEHUA 6 MeCme 66e0eHUA: Heuacmo — OULYLICHUE JKapa, OTeK
NMua, peakuus (OTOYyBCTBMTEIBHOCTH, LIOK, ACTEHMs, MOBBILICHHAS YTOMJAEMOCTD, 6osb
pazIMYHOM JIOKANIM3alMK, O3HOD, CllydaiHbIe MaaeHHs, fonp B 00NAacTU TpYAHON KIETKH,
cllydaifHble TPaBMBbI; peOKO — pa3ipaXKuTeIbHOCTb.

* HP, BbISIB/IEHHbIE B OCTPErHCTPALIMOHHOM TI€PHOJIC IPUMEHEHNUS CHiAeHaduIa.
Cepoeuno-cocyoucmoie 0CI0NHCHEHUA

B Xxo0je MOCTPErMCTPALMOHHOTO TMPUMEHEHHs cuijeHaduma s JedeHus HPEKTHIBHOM
auchyHKIMM coobmanock o Takux HP, kak Tsbkesbie cep/leqHO-COCYAUCTBIC OCIIOKHEHNS (B T.4.
uHdapKT MHOKap/a, HecTaOH/IbHAs CTEHOKAp/Ms, BHE3aMHas cep/ieutas CMepTh, KEIy104KOBasd
apUTMMS, TeMOPPAarMyecKuil MHCYNbT, TPAH3UTOPHAs MIEMMYECKas aTaka, TUNCpTeH3HA M
IUIOTEH3Ms), KOTOPbIE MMETH BPEMEHHYIO CBSi3b C MPUMEHEHHEM cuiieHaduna. boibumuHCTBO
YTHX MALMEHTOB, HO HE BCE M3 HUX, UMeJH (haKTOPBI PHCKA CEPACYHO-COCYAUCTBIX OCIOKHEHHUH.
MHorue u3 ykazanHeix HP HaGu1rofanmch BCKOpe 1nociie CeKCyaibHOH aKTUBHOCTH, U HEKOTOPbIC
M3 HMX OTMEYasIich Mocie mpuema cuieHaduna 6e3 noceayiomei ceKcyaabHOH aKTHBHOCTH.
He npescTaBiseTcs BO3MOKHBIM YCTAHOBUTh HA/IMYKE NPAMOH CBA3M MEKIY OTMEUaBLIMMUCA
HP u yka3aHHBIMH MM HHBIMU (aKTOpaMu.

3pumenvhole Hapyuienus

B pejikux ciy4asix BO BpeMsl IOCTPETMCTPALIMOHHOTO MPUMEHEHHS BCEX unruduropos ®J13-5, B
ToM uncie cuaeHapuna, coodmanu o HITMH3H — peakom 3a00sieBaHiy ¥ NIPUHHHE CHHKEHNS
WM TOTepH 3peHus. Y GOIBIIMHCTBA M3 STHUX MALMEHTOB ObLIM (AaKTOpBl PUCKA, B YaCTHOCTH
CHWKEHME OTHOLIEHMS AMAMETPOB OSKCKaBalMM M JMCKA 3PUTENBHOTO HepBa («3aCTOMHBIH
JIMCK»), Bo3pacT crapuie 50 ner, caxapHbii auaber, runeprensus, UbC, runepaunuaemus u
KypeHue. B 06cepBalMOHHOM HMCC/IE[IOBAHUM OLICHUBAIIM, CBA3AHO JIM HEJaBHEE MPUMCEHEHHME
npenapatoB kiacca HMHruoutopo @J19-5 ¢ OCTphIM  HavyaloM HITMH3H. PesynbTarsl
YKa3pIBAlOT Ha MpPUOIM3MTENBHO 2-KpaTHOE TOBBIICHUE pHCKa HITMH3H B npexpenax 5
MEpUOZOB  TIOJYBBIBEIEHMs  TI0CHE  MPUMEHEHMS uaruoburopa  ®JI3-5.  CormacHo
ony6IMKOBAaHHBIM JIMTEPATYPHBIM JaHHBIM, TOJMYHAs 4acTOTa BO3HUKHOBEHMA HITMH3H
coctapnsier 2,5-11,8 cinyuaes na 100 000 mysxunn B Bospacte > 50 et B o01el nomyJsumy.
Crie/lyeT peKOMEH/I0BATh MALMEHTaM B Cily4ae BHE3alHOH MOTEpU 3peHMs NIPEKPATHTh TEPAITHIO
cHeHAHIOM U HEMEUTEHHO TPOKOHCYIBTHPOBATHCS ¢ BpauoM. JIuiia, y KOTOPBIX yKe OBl
cayuaii HIIMH3H, umeroT noBbllUeHHBIH PUCK PELMANBA HITMH3H. ITosromy Bpauy cieayer
06CYUTh JaHHBIA PUCK ¢ TAKUMH MALMEHTaMHM, a Takke 0OCYAUTh ¢ HUMH MOTEHIHAIbHBIN

aHc HeGMaronpusTHOro Bo3zeicTBus uHrHOMTOpOoB BJID-5. Uuruburoper ®J13-5, B TOM



yncie cuigeHaguI, y TAKMX NAUMEHTOB ClEAYeT NMPUMEHATh C OCTOPOKHOCTBIO M TOJBKO B
CUTYyalMsX, KOT/Ia 0JKMaemast 10J1b3a NPEBbIIAET PUCK.
Ilpy MCMONB30BAHMM CHACHaguIa B /032X, MPEBBILIABIIMX PEKOMEHLYCMBIC, HP Gbuin

CXOJIHBIMU C OTMEYEHHBIMH BBILIE, HO 0OBIYHO BCTpeYaJIUCh HallC.

Ilepeno3upoBka

Cumnmombl: WCCIEJOBaHUS Ha J0OpOBOJIBLIAX TOKA3aid, 4YTO MNPH OJHOKPATHOM TIpHEME
npenaparta B 103¢ 10 800 mr HP Gbuin conocTaBuMbl ¢ TaKOBBIMU TIPH NpHEME cunaeHaduia B
Gollee HU3KMX J103aX, HO BCTPEUANMCh vaile; 1036l 10 200 Mr cuiieHaduia He NPUBOAMIA K
nosbimennio  ero  sddexrusHocty, oxaHako, wacrora HP  (romosnas 0ob, «IPUIMBBIY,
roJIOBOKpPY/KEHHE, MCTIENCHs, 3a/10)KEHHOCTh HOCA, HAapyLICHHE 3peHHs) YBEINYMBAIACh.

Jlevenue: cumnroMaTiyeckas Tepanusi. ['emMoananus He >ppexkTnBeH.

B3auMo/eiicTBHE ¢ JPYTHMH JIEKAPCTBEHHbIMH CPEACTBAMH

Brnusinue Opy2ux 1eKapcmeeHHblx cpeocme Ha PapMaKoKUHEMuKy cunoenagpuna

MeTa6ou3m cuieHaduIa NPOUCXOJUT B OCHOBHOM M0J ICHCTBHEM mwsopepmentos CYP3A4
(ochoBHO# myTh) M CYP2C9 (I0MOJHMUTENBHBIA I1yTh), TOTOMY UHIHOUTOPBI  3THX
130()epMEHTOB MOTYT CHIKATh KIIMPEHC CHilIeHabuIIa.

[Ipy OJHOBpPEMEHHOM TMPHUMEHEHHH CcuieHaduna u uaru6uropos msopepmenta CYP3A4
(TaKMX KakK KeTOKOHA30J, SPHTPOMHIMH, LUMMETHMH) OTMEYEHO CHIKCHUC KIHMpeHCa
cuneHaduna.

Puronaup mnosbimaer AUC cungenaguna B 11 pas, CcOBMECTHOE MNPUMCHEHHE STHX
JIEKAPCTBEHHBIX CPEJICTB POTHBOIOKA3aHO.

[Ip1 0ZHOBPEMEHHOM MPHUMEHEHHH cuiAeHauia (OHOKPATHO B 7103¢ 100 Mr) u uHrubuTOpa
BUY-npoTeassl cakKBUHABMPA, SBIAIOMIETOCS MHIMOUTOPOM CYP3A4, B no3e 1200 mr 3 pasa B
cyTKH Cpax cHIICHa( KA MOBBILIATACH HA 140 %, a AUC - na 210 %. CunzaeHadui He oka3biBal
BIMAHMS Ha (apPMAKOKMHETMUYECKHEe MapaMeTphl CakBUHaBWpa. bornee cuibHbIC UHIMOUTOPBI
msopepmenta CYP3A4, Takue Kak KETOKOHA30] WJIM MTPAaKOHA30], MOIYT BBISBIBATE Gonee
BbIpaXKEHHBIE H3MEHEHHs! (PapMaKOKMHETHKH CHiAeHadua.

OnHokpaTHblHi npueM cuigeHaguia B poze 100 Mr OJXHOBPEMEHHO C SPUTPOMHLMHOM,
cnempuueckum unruouropom CYP3A4, (npu mpueme SpUTPOMHLIMHA 2 pa3a B CYTKH IO
500 Mr B TeueHue 5 aHeit) mpuBoaut K ysenuuenuio AUC cunaenaduia Ha 182 %.

Lumernaun (800 Mr), SIBJISIOIMKACA WHTHOMTOPOM LMTOXpOMA P450 u HecneuupuIecKUM
unruburopom uszodpepmenta CYP3A4, npu OJHOBPEMEHHOM TMPUMEHEHUH C cunzieHapHIoOM

(50 Mr) BBI3BIBAET MOBBIIICHHE KOHIECHTPALIMH cuieHaduna B ru1asme Kposu Ha 56 %.
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I'peiindpyToBblil COK SBAAETCS CIaOBIM unrubutopom uzopepmenta CYP3A4, BKIIOYCHHBIM B
MeTabo/M3M Ha YpOBHE CTEHOK TOHKOTO KHMIIEYHMKA, M MOXKET BbI3bIBATL yMEPEHHOC
TMOBBIILIEHAE KOHLEHTPALMK cHiiieHaduia B miasme KpoBH.

OJIHOKpAaTHOE MPUMEHEHHE AHTALM/IOB (MarHus FHAPOKCH/1a/aTFOMHHHS THAPOKCH/A) HE BIMSAET
Ha GUOIOCTYITHOCTD CUiIeHaduIa.

WUnruburopsl  usopepmenta CYP2CY (rakue Kak tonbyramua, BaphapuH, (eHUTOUH),
uaru6utopsl u3opepmerta CYP2D6 (takue Kak CeNEKTUBHBIC MHIMOMTOPBI 0OPATHOTO 3axBarTa
CEPOTOHMHA, TPULMKIMYECKHE aHTH/ENPECCAHTDI), THA3H/BI U THA3UI0M0100HbIE AUYPETHKH,
MeTieBble W KaiuiicOeperaroue JUYpeTHKM, MHIUOUTOPBI aHTMOTEH3WHIPEBPAIIAIOLIETO
depmenTa, Gera-G/OKaTOPBI, AHTArOHUCTBI KalbUMs W HHAYKTOPbI uzodepmentor CYP450
(sanpumep, pudamnuimH, GapOuTypaThl) He OKA3bIBAIOT BIMAHMA HA (apMaKOKUHETHKY
cunaeHapuna. B uccieJ0BaHHM Ha 310POBBIX 100pOBOJIBLAX MPH OAHOBPEMEHHOM IPUMEHCHHH
cungeHaduna ¢ 603eHTaHOM (MHIYKTOPOM H30(EpPMEHTOB CYP3A4, CYP2C9) ormeuanoch
cumkenne AUC u Cpax cungeHaduna Ha 62,6 % u 55,4 % COOTBETCTBEHHO. Cunaenadun
yBennuusan AUC u Cpax 603eHTaHa Ha 49,8 % n 42 % cOOTBETCTBEHHO.

Hukopauaun npeacTaBiserT coboit rubpu/i akTHBaTOpa KaJIMEBBIX KaHAIOB W HWTpata. 3a cuer
HUTPATHOW COCTABIAIOLIEH OH MOXET BCTYMHMTh B CYLIECTBEHHOC B3aUMOJICHCTBHE C
cuiieHaUIIOM.

Brusinue cunoenaguna Ha opyzue 1ekapcmeennble cpeocmsa

CungeHadun apiseTcs cabbiM HHTMOMTOPOM M30(EPMEHTOB CHCTEMBI LIUTOXpOMA Psso - 1A2,
209, 2C19, 2D6, 2E1 u 3A4 (MKso > 150 wmkmons). Ilpu mnpueme cuneHapuna B
pekomeHayeMbIX /103X €ro Cpax COCTaBIAET OKOJIO 1 MKMOIb, MO3TOMY, CIOCOOHOCTDH
cuneHaduIa BIMATE Ha KIMPEHC CyOCTPaTOB 3THX H30(EPMEHTOB MaJIOBEPOSTHA.

CungeHadun  YCWIMBAaeT —THMIIOTEH3UBHOE JICHCTBHE HMTPATOB, MOSTOMY  COBMECTHOC
NpUMeHeHHWe cuieHaduna ¢ J0HaTOpaMK OKCHJa a30Ta WM HUTpaTaMH B moObIX (popmax
MPOTUBOMOKA3aHO.

OJHOBpEMEHHOE MPUMEHEHHe cuiieHaduia 1 anbha-aJpeHoOIOKATOPOB MOXKET MPUBECTH K
CUMITTOMATHYECKOM THIIOTEH3HH, OCOOEHHO B MepBbIe 4 4 Mocie MpHeMa.

He BBISIBJCHO 3HAYMMBIX B3aHMOJEHCTBHI NPH OJHOBPEMEHHOM MPHMEHEHHH CHIACHa(uia
(50 mr) m TonGyrammaa (250 wmr) wiam BapdaprHa (40 mr), KoTopble MeTabOJIM3UPYIOTCS
uzopepmertom CYP2CH.

Cunaenadun (50 Mr) He BBI3bIBACT JIOMOJHUTENBHOTO YBEIMYEHUS BPEMEHN KPOBOTCUCHHA TIpH
npueMe aleTUIICATUIIUIOBOI KUCIIOTBI (150 mr).

Cunpenapun (50 Mr) He yCHIMBAaeT THIOTEH3UBHOC JEWCTBHE AaJIKOTOJIs Y 310POBBIX

JI06POBOIBLEB NPH MAKCHMAJILHON KOHLICHTPALIMK JIKOr0JIsl B KPOBH 80 mr/a.



V naumento ¢ Al mpusHakoB B3aumopeiicTus cuiaeHapuia (100 Mr) ¢ amyIoAMIMHOM He
BbisiBIIeHO. CpejiHee J0MONHUTEIbHOE CHWKeHHe AJl B MOJIOKEHHH Jiexka COCTaBACT 8 MM

PT.CT. (CHCTOIMYECKOr0) U 7 MM PT.CT. (JIMACTOIMYECKOTO).

Oco0ble yka3aHus

Tlepea HayaioM JieueHus ciieyeT cobpaTh aHaMHE3 U MPOBECTH MEUIIMHCKUIA OCMOTP € LIEJIbIO
JMArHOCTUKM JPEKTHIbHOW AUCHYHKIMM, ONpese/ieHns BbI3BABLIMX €€ MNPUYHH H BBIOOpA
aJIEKBAaTHOTO JIEYEHMS.

INpenapathl /Ui JeYeHHs CEKCyalbHOM AMCHYHKLMH, BKIIOYas cuieHagua, HeoOXO0aUMO ¢
OCTOPOXKHOCTBIO TPUMEHSTh Yy TALMEHTOB ¢ COCTOAHMAMM, MpPEApacroiaralomuMu - K
MpUanu3My, TAaKMMH KaK CEprOBMHO-KIETOYHAs aHEMMs, MHOXKECTBEHHas MHeIoMa HIH
nefikemus. B cydae coxpaHeHus speKiuu Gotee 4 4acoB clielyeT 00paTUTBCs 3a MEMIMHCKOH
nomolupo. Eciu Tepanusi mpuanu3Ma He IpOBEIeHa CBOCBPEMEHHO, 5TO MOXET NMPHBECTH K
MOBPEK/IEHHUIO TKaHel T0JI0BOT0 YieHa U HeOOpaTHMOH yTpaTe MOTEHLUMH.

[lepen HauyaioM JieYeHUs SPEKTHIBLHOM JMCHYHKLUMH HEOOXOAMMO OUEHWTH PHUCK DasBHTHA
CepCUHO-COCY/IMCTBIX OCJIOKHEHHH, CBA3AHHBIX C CEKCYaJIbHOH aKTHBHOCTBIO. CekcyanbHas
AKTHBHOCTH HEXeJaTelbHa y NAlMeHTOB € CEPAEYHOH HEJ0CTaTOYHOCTBIO, HEeCTaOMIBHOM
CTEHOKAp/IMeii, epeHeceHHBIM 3a MOCTIeIHHE 6 MecsLeB HH)APKTOM MHOKap/ia Uik HHCYIIBTOM,
yrpoxaiomumu kusHu apurmusamu, Al (AL > 170/100 mm pr.ct.) unu runorensuer (Al <
90/50 mm pr.ct.). Cungenadun obnagaeT COCYAOPaCLIMPSIOUIUM JCHCTBUEM, YTO BBI3BIBACT
kpaTkoBpeMeHHoe cHuwkenue AJl. Ilepe HayaIoM HCIMOJB30BAHHA Buaaﬁpm® HeoOX0AMMO
MCKJIIOYNTh PUCK BO3HMKHOBeHHMs HeGiaronpusTHoro s¢dekra cunaeHapuna Ha Qone
ceKCcyasibHON aKTUBHOCTH. IlalMeHTsl ¢ 0OCTpyKUMEH BBIXOJHONO TPaKTa JICBOrO JKeaylo4ka
(HampuMep, aOpTalbHbIHA CTEHO3, rUnepTpoduyeckas 0OCTPYKTHBHAS KapAMOMHOTATUS) MK C
PE/IKO BCTPEYAIONIMMCS CHHAPOMOM MHOMKECTBEHHOH CHCTEMHOM aTpOdHH, BBIPAKAIOLIMMCS B
HapylieHHo# peryisuuu AJ €O CTOPOHBI BEreTaTMBHOW HEPBHOH CHCTEMBI, Haubonee
MO/IBEPIKEHBI TUIIOTEH3UBHOMY () eKTy Ba30AnIaTaTOPOB.

BonbumnacTBo HP €O CTOPOHBI CepAeUHO-COCYIMCTON CHCTEMBI Pa3BUBAETCSA y MALMCHTOB C yKE
MMEIOLMMHICS Yy HUX 3a001€BaHMAMHU cepaua U cocynos. Hanbonee 4acTo Takue OCH0KHEHHS
pa3BHBATMCH JMGO HEMOCPEACTBEHHO TMOC/TE MOJIOBOrO aKTa, MO0 CIyCTs KOPOTKOE BpeMs
[ocIie Hero, B HEKOTOPBIX cilydasx — rociie npueMa cuiijeHaduia 6es nocsie/lylouero noJoBoro
akTa. B3auMocBs3bs Mex 1y JaHHeIMU HP ¥ oricaHHBIMM SIBICHUSIMU HE YCTaHOBJICHA.

IIpu COBMECTHOM NPUMEHEHUH CHileHaduIa U ApYruxX uHruouropoB MJ1D-5 B peakux ciydasx

OTMEYaJIMCh HApYLICHUA 3peHHUs W Clydaun pa3BUTHSA l'leCIIHCﬁ WUIIEMHUYECKON ONTUUYECKOM
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Heﬁponamu HeapTepUajibHOTO IreHe3a. B ciy4yae BHE3aITHOIO HapyLICHUsA 3pCHHUA [NalMeHTamM

PEKOMEHAYETCA MPEKpaTUTh NMpUEM CPUII[CHa(l)MHa U HE3aMEJIUTEIbHO 06paTl/lTbCﬂ K Bpaydy.

Bausinue Ha cnnocoOHOCTL ynpapJIeHHS TPAHCNIOPTHBIMH cpeacTBaMH H MEXaHHu3MaMH

HOCKOJ’ley npu Inpueme npernapara BO3MOXKHO HapylIeHUE 3peHUsA H LIBETOBOCIIpHUATHA,
CHUIKCHUEC AII A pasBUTHUC IrOJIOBOKPYKECHHA, ocoOeHHO B Hayaje Jie4eHUs U Ipu U3MEHCHHUH
pexxruma J103UMpOBaHMUA, ciaeayeT BHUMATEJIbHO OTHOCUTBHCS K HUHAWBUAYaJIbHOMY JIEUCTBUIO

npenapara.

®opma BbINYCKA

Ta6netku xkepatenbHble 25 mr, 50 mr, 100 mr.

25 mr: no 1 Tabnerke KeBaTeslbHOW B [IBX/TIT®XD/An 6aucrepe. Onun 6aucTep BMECTE €
MHCTPYKLIMEN 110 NPUMEHEHHIO NIOMELIAIOT B KAPTOHHYIO MauKy.

50 mr 1 100 mr: 1o 1, 2 wiu 4 Tabnerku sxkepareashbix B TIBX/IITOXS/An onuctepe. OauH

6HMCTCp BMECTE C HHCprKul/Ieﬁ 110 MPUMEHEHHUIO ITOMELAIOT B KApTOHHYIO IMa4Ky.

YcaoBusi XpaHeHUs
Xpanuts npu Temnepatype He Bbiue 25 °C.

XpaHuTh B HEJOCTYIHOM /ISl AeTeH mecre!

CpoK roaHocTH
3 roaa.

He NPUMEHATD I10 ACTEYCHUU CpOKa rOJAHOCTH.

YcaoBusi oTIyCKa

OTHyCKalOT o peuenry.

Baajesen perucTpalHoOHHOIO y10CTOBepeHHs!
BEJIVIIO, nekapctBa M KocmeTuka A.1., Pecrnybnmka Xopsatus, 48000, r. KonpuBHuLa,

yia. Jlanuua, 5.

IIponsBoauTeb
['oToBas nekapcTBeHHas (opma / nepBUYHAs yNAaKOBKa: Jixenedapm C.A., 18-i km MapartoHoc
Agento, [Tannunu Atruku, 15351, I'peuns; BTOpUYHas yNakoBKa: Jixenedapm C.A., 18-i kM

Maparonoc AseHto, laanmun Attukm, 15351, I'peuus u BEJIVIIO, nekapcTtBa U KOCMETHKA
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A.1., Pecny6nmka Xopeatus, 48000, r. Konpushuua, yi. Jlanuua, 5; BbIMYCKAIOLUMK KOHTPOJIb
xauectBa: BEJIVIIO, nekapctBa M Kocmeruka A.4., Pecmybnuka Xopsarus, 48000,

r. KonpuBhuua, yi. Jlanuua, 5.

Oprauusanusi, NPUHAMAIOMAS NPETeH3HH NOTpeOHTe/Iel HA TeppPUTOPHH Poccuiickoii
®epepauun: [IpeacTaBuTeIbCTBO KOMIIAHUH BEJIVIIO, nekapctBa M KOCMETHKa J.1.,
Pecniy6ninka Xopsatus B Poccun

Mockaa, 119330, JlomoHocOBCKHit nipoctt., A. 38, kB. 71-72

Tenepon: +7(495)933-72-13, daxc: +7(495)933-72-15

H </
[IpencraButens GupMbl E~ | Cenesnesa [1.C.
;
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