WHCTPYKLUUA
N0 MEAULIMHCKOMY NMPUMEHEHWIO Npenaparta

3UAOEHA®

PernctpaumoHHbI Homep: PN JICP -006071/08

Toproeoe Ha3BaHue npenapara: 3uaeHa’

MexayHapoAHoe HenaTeHTOBaHHOE UMM rPYNNMPOBOYHOE Ha3BaHMe: yaeHahun
TekapcTBeHHas hopma: Tabnetku, NOKpbITbIE NIEHOYHON 060M0YKOWA

Cocras:

1 1abnetka conepxuT:

aKmueHoe eelecmeo:

yaeHacun —100 mr

8criomo2ameribHble selyecmea:

11aKTo3a, Kpaxman KyKypy3Hbiii, KDeMHS IMOKCIZ, KONNOWAHBIA, L—ruapokeunponuiuennionosa,
rmppokcunponunuenntonosa-LF, Tanek, creapar marius;

0b0os104Ka; rMAPOKCMNPONUITMETUNLIENIION03a, Tarnbk, OKCUA, Xenesa KpacHbIN, OKCuz, xenesa
XenTbIi, TUTaHa anokena,.

Onucaxue:

TabneTku, NOKPbITbIE 06ONOYKON CBETNO—PO30BOrO LiBeTa ¢ 6exeBaTbiM OTTEHKOM, OBarbHble
C BblAaBneHHbIM cumoriom 100 Ha OAHO CTOpPOHE U cumBonamu B Buae Oyks Z u Y,
pasgeneHHbIX PUCKOWA, Ha Apyroii cTopoHe. Ha nanome 6enoro nnu noytn 6enoro LseTa.
®dapmakoTepaneBTUYeCKas rpynna:

CpefCTBO AN NeYeHns 9peKTUNbHON AncdyHKUMK. MHrnbutop docdoamactepasbl—5 Tuna.
Kop ATX: GO4BE

®dapmakonormyeckve CBoMcTBa

®apmakoduHamMuKka

YaeHadun — cenekTUBHbLIN 0BpaTUMBbI MHTMBUTOP LIMKNNYECKOro ryaHosnHMoHodocdata
(urM®) — cneumndmyeckoin dpocdoamnactepasel 5-ro Tuna (PA3I-5).

YpoeHadun He okasbiBaeT NpPsSIMOro paccrabnsiolero AeicTBUSt Ha W30NMMPOBaHHOE
KaBepHO3HOE TENOo, HO NpW CeKcyarnbHOWM CTUMYMSALMM YCUITMBAET paccnabnstoLwmi agpdekt
okcuaa asota NocpefcTBOM MHrMGvpoBaHust ®3-5, oTBETCTBEHHOW 3a pacnag urMe B
KaBepHO3HOM Tere. CrieACTBMEM 3TOrO SIBMSIETCS penakcauust rMagkvux Mbilll, apTepuid n
NPUTOK KPOBM K TKaHSIM MOOBOTO YrleHa, YTO 1 Bbi3blBaeT apekumio. [penapat He oka3biBaeT
apchekTa B OTCYTCTBUM CEKCYarbHOTO CTUMYMMPOBAHNSI.

WccnepoBanus in vitro nokasanu, YTo yaeHadun sIBNSETCH CENeKTUBHLIM WHIMBUTOPOM
thepmeHTa ®13-5. PA3-5 npuCyTCTBYET B MafKUX MbilLL@X KaBEPHO3HOIO Tena, B rmaakux
MbILLLIAX COCY/J0B BHYTPEHHUX OPraHOB, B CKENETHbIX MblLLLIAaX, TPOMBOLUTaX, NOYKaX, Nerkux
1 Mo3xeuke. YaeHacun siensietcs B8 10 000 pa3 6onee MOLLHBIM MHIMGUTOPOM B OTHOLLEHWUM
®3-5, yem B oTHoWweHun ®A3 - 1, PAD - 2, DO - 3 n AD - 4, KOTOPbIE NOKANUIYIOTCS B
ceppLe, ronoBHOM MO3re, KPOBEHOCHbIX COCY/aXx, NeYeHM 1 APYTX opraHax.

Kpome Toro, yaeHacun B 700 pa3 akTuBHee B oTHoLeHUn ®13-5, yem B oTHoweHun A3-6,
oBHapyxeHHOW B ceT4aTke 1 OTBETCTBEHHOI 3a LiBeToBOCNpUsATHe. YaeHadun He HibnpyeT
®13-11, yto 0bycnaBnuBaeT OTCYTCTBUE Cry4aeB Mranruv, Gonen B NOsSICHALIE U NPOSIBNEHUI
TECTUKYNSAPHOIN TOKCUHHOCTY.

YneHacun ynyywaeT 3pekumio U BO3MOXHOCTb MPOBEAEHUS YCMELIHOTO MOMOBOro aKTa.
[eiictBre npenapaTta MMeeT ONTUManbHY MPOAOMKUTENbHOCTL A0 24 YacoB. OddekT
nposiBnseTcs yxe Yepea 30 MUHYT nocrne npvema npenapara npy HanMyMy cekcyarnbHOro
BO30YXaeHUs.

YoeHadun y 300pOBbIX UL HE BbI3biBAET [AOCTOBEPHOTO M3MEHEHUsI CUCTOMUYECKOTO U
[NaCTONMYECKOTO AaBIEeHUs B CPaBHEHUW C nrauebo B MOMoXeHUn nexa u ctos (cpegHee
MakcumarnbsHoe cHuxeHve coctaensieT 1,6/0,8 mm pt.cT. 1 0,2/4,6 MM PT.CT., COOTBETCTBEHHO).
YpeHacdun He Bbl3blBaeT WM3MEHEHWI pacno3HaBaHusi LBeToB (ronyboii/3eneHbin), 4To
obbsACHSIETCA ero HU3kuM cpoacTBoM ¢ P13-6. YaeHadun He BNUSET Ha OCTPOTY 3peHus,
3reKTPOpeTUHOrPaMMy, BHYTPUITIas3Hoe AaBreHre 1 pa3mep 3pavka.

Mpu nccnegoBaHnm yaeHaduna y MyX4uH He BbISIBMIEHO KIMMHUYECKU 3HAYMMOTO BRWSIHUS
npenapara Ha KOMMYECTBO U KOHLIEHTPALMIO CMepMbl, MOABMXHOCTb W MOpPCOIoruiio
CnepmMaTo301aoB.

®DapmakoKkuHemuka

BcacbieaHue

Mocne npuema BHYTPb yaeHadun BbICTPO BcackiBaeTcs. Bpems AOCTMKEHVS MakcuManbHOM
KOHLEHTpauuu B nnasme KpoBu (t ... coctaensieT 30—90 MUHYT (B cpenHeM — 60 MUHYT).
Mepuwopn nonysbiBeeHus (t ,,) cocTaBnsieT 12 Yacos, BbICOKOE CBs3blBaHWE yaeHaduna ¢
Genkamu nnasmbl kposu (93,9%) npoanesaeT nepuop ero ahdEKTUBHOCTM [0 24 Yacos
nocre npuema BCero OfjHOi 403bl.

Mprvem nuWM C BLICOKUM COEPXXaHNEM XMUpa He OKasblBaeT BIIMSIHUA Ha BCACblBAEMOCTb
yAeHaduna.

Mpuem ankorons B konuyecte 112 mn ankorons (B nepecyeTe Ha 40% 3TUMOBbLI CNUPT) B
coyeTaHUM C nepopanbHbIM NpveMom yaeHaduna B fose 200 Mr He BNUsieT Ha
hapmaKoK1HeTUYeckuii npodunb yaeHaduna.

Mema6onusm:

Ynenacun B ocHoBHOM MeTabonuanpyetcs ¢ yyactuem nsodepmenta (CYP)3A4 umtoxpoma
P450.

BbigedeHue:

Y 300poBbIx Ntofert obLwmii knupeHe yaeHaduna coctaenset 755 mn/muH. MNocne npuema
BHYTPb YAeHahun BbIBOAUTCS B BUE METABONUTOB C Kariom.

YpeHacun He HakannmBaeTcsi B opraHusme. [lpy exegHeBHOM MpUeMe 3[40pPOBbIMU
po6posonbuamu yaeHadvna B gose 100 n 200 mr B cyTkv B TedeHne 10 gHelt He Bbino
BbISIBIIEHO CYLLIECTBEHHBIX U3MEHEHMI ero (hapMaKOKUHETUKA.

MokasaHusi K NPUMeHeHUo

JleyeHne HapyLUeHWit 3peKLMM, XapaKTepU3YIOLLIMXCS HECNOCOBHOCTLIO K JOCTIDKEHUIO UK
COXpaHEeHMIO dPeKLMK NOSIOBOTO YrieHa, JOCTAaTOYHON ANA YAOBMNETBOPUTENBHOIO NOMIOBOMO
akTa.

MpoTtuBonokasaHus

—MOBbILUEHHASs HYyBCTBUTENBHOCTb K JII060MY 13 KOMMOHEHTOB Npenapara;

— OQiHOBPEMEHHbIN NPUEM HUTPATOB W APYTUX «4OHATOPOB» OKCUAA asoTa.

C OCTOPOXHOCTbLIO

C OCTOpPOXHOCTbIO criefyeT MpUHMMaTL yaeHadun nauveHTam C HEeKOHTPOonuMpyemon
apTepuarnbHoii runepTeHaven (aptepuansHoe aasneHve > 170/100 MM pT. CT), rMNoToHnen
(apTepuanbHoe paaBneHve <90/50 MM pT. CT.); MauueHTaMm C HacneACcTBEHHbIMU
pereHepaTvBHbIMKM 3aboneBaHWAMU ceTyaTKM (BKMOYAA MUIMEHTHbIA PETUHWUT,
nponudepaTtvBHyto AnabeTnveckylo peTVHONaTWio); NauueHTam, NepeHecLUM B TeYeHue
nocnegHux 6 MecsiLeB MHCYIbT, MHGapKT MUOKapAa UM a0OPTOKOPOHAPHOE LYHTUPOBAaHME;
nauMeHTaM C TSDKENON MEYEHOYHOW MMM MOYEYHOW HEeJOCTaTO4HOCTBIO; MPU Hanmuumn
BPOXAEHHOrO CMHApPOMa yAnuHeHust uHTepsana QT unu npy yBenuueHun uHtepsana QT
BCMeACTBME NpUema npenaparos.

CrnepgyeT yuuTbiBaTb MOTEHLMANbHBIA PUCK Pa3BUTUS OCMOXHEHUIA MPU  CeKcyanbHO
aKTUBHOCTM y MaLMEHTOB C TakuMu 3aboneBaHUsiMU CepheqHO-COCYAUCTON CUCTEMBI, Kak
HecTaburnbHasi CTEHOKapAWsi UM CTEHOKapAWsi, BO3HMKAlOLLAsi BO BPEMS MOMOBOrO akKTa;
XpoHuyeckass ceppeyHass HepgoctatoyHocTb (lI-1V  dyHKkuMoHanbHOro knacca no
knaccudpmkaumm NYHA (New York Heart Association, Hbto-nopkckas Accounauus Cepaua),
pasBMBLUAsACS B TeYeHUe MOCrNeAHuX 6 MecsLeB; HEKOHTPOIMpYEMble HapyLIEeHUs
ceppe4Horo puTma.

C OCTOPOXHOCTbIO CrieAyeT NPUMEHsITb yaeHadun y naUuneHToB C MPeapacnonoXeHHOCTbIO K
npuanusmy, a Tailke y NalMeHTOB C aHaTOMUYecKoil AechopmaLmeli NonoBoro YneHa, npu
HanM4YMM UMNNaHTa NooBOro YreHa.

Mpu ogHOBpeMeHHOM Npueme yaeHaduna U GrnoKaTopoB KanbUMEBbIX KaHanos, anbga-
afpeHo6nokaTopos WNKM [pYrux T[UNOTEH3NBHLIX CPEACTB MOXeT OoTMeyvaTbes
[I0MONHUTENBHOE CHUXEHWE CUCTONMYECKOro U ANacTONNYEeCKOro apTepuarnbHoro AaBreHus
Ha 7-8 MM pTyTHOro cTonbGa.

MpumeHeHUe Npu 6epeMeHHOCTH U B Neproa nakTauum

Mo 3aperncTpMpoBaHHOMY MOKasaHWio npenapat He npegHasHayeH Ans NpUMeHeHus y
XKEHLLMH.

MpumeHeHne B neanatTpun

YneHadvn He npeaHa3HayYeH Ans NPUMEHEHWs y AeTel M NoAPOCTKOB B Bo3pacTe A0 18 ner.
Cnoco6 npumMmeHeHUsi u 4o3bI

MpenapaTt npuHMMaeTcs BHYTPb, HE3aBUCUMO OT NpUema NULLN.

PekomengoBaHHas fos3a npenapata coctaensieT 100 mr, npuHumator 3a 30 MWUHYT A0
npepnonaraeMo cekcyansHON akTUBHOCTH.

[o3a MoxXeT 6biTb yBenuyeHa ao 200 Mr, ¢ y4ETOM MHAMBUAYaNbHON 3EEKTUBHOCTU U
NepeHOCMOCTU npenaparta. MakcumanbHasi pekOMeHOBaHHasi KpaTHOCTb MPUMEHEHUS —
O[VH pas3 B CYTKW.

Mo6ouvHoe aeicTBUE

B npuBeneHHol Tabnuue nepevncneHbl NoboyHble adhdekTbl, Habnoaaswmecs B Xxode
KMWHWYeCKUX UccreoBaHunii yaeHaduna, B 3aBUCMMOCTM OT YaCTOTbI X BO3HUKHOBEHWSI.

Mo6oyHble ABNeHnA

OpraHbl U CUCTEeMbI

04eHb YacTo 4acTo VHoraa
opranos >10% % —10% 0.1% 1%

CeppeyHo- Mpunuebl

cocyaucTas KpOBU K NULLy

cuctema

LleHTpansHas [onoBokpyxeHne

HepBHasa cuctema PUrMOHOCTL MbILL

e, napectesun

OpraHbl 3peHus MokpacHeHwe rna3 3aTymaHeHHoe
3peHue, 6onb B rnasax,
NOBbILLEHHOE
crnesoteyeHne
Koxa Orek Bek, oTek nuua,
KpanuBHULA
MuwesapuTensHas [Oucnencus, TowwHota, 3y6Has 6onb,
cuctema [AnckoMcopT B 3anop, ractput
obnacTu xueota
OHAOKPUHHAs Kaxpa
cuctema
[bixatenbHas 3anoxeHHOCTb Hoca OpblLuKa, CyXoCTb B
cuctema Hocy
OnopHo- Mepuaptput
[fBuratensHas
cuctema
OpraHuam B Lienom [onosxas 6onb, Bonb B rpyau, 6onb B
[AnckomMdhopT B rpyau, XUBOTe, yCTanocTb
ouyLeHue xapa

B npouecce nocTMapKeTUHroBbIX HabnioAeHW Npu NpUMeHeHnn yaeHaduna Bbinn Takke
onucaHbl Apyrve HexenaTtenbHble SBMNEHUs: cunbHoe cepauebueHne, HocoBoe
KpoBOTEYEHMe, LWyM B ylax, Auapesi, annepriuyeckue peakumm (KoxHas cbinb, aputema),
AnuTenbHas apekuusi, 4yBCcTBO obLuero AuckomdopTa, OllylleHue xonoda Wnu xapa,
nocTyparnbHOe rofnoBOKPYXXeHWe, Kallenb.

MepeposunpoBka

Mpu omHokpaTHOM mpuemMe npenapaTta B fo3e 400 Mr HexenaTternbHble siBNeHUst Gbinn
cOomnocTaBuMbl C HabnoAaBLUIMMKUCA MW NpueMe yaeHaduna B Gonee HW3KMX [03aX, HO
BCTpevanuchb Yalle.

TeyeHue: cumnTomatnyeckoe. [inanua He yCKOpsieT BbiBeAeHWe yaeHaduna.
B3aumopeiicTBME C APYrMMM NeKapCTBEHHbIMU CpeACTBaMMN

WHrmbutopbl nsoepmeHToB uutoxpoma P450 CYP3A4 (KeTokoHa3orn, MTpakoHason,
PUTOHABMP, WHOWHABMP, LMMETMAWH, SPUTPOMULIMH, COK rpeindpyTa) MOryT ycunutb
Aencteue yaeHaduna.

KeTtokoHason (B go3e 400 Mr) nosbiwaeTt 6uofocTynHocTsb U C.. yaeHaduna (8 ose 100 mr)
npakTuyecku B ABa pasa (212%)n B 0,8 pasa (85%), COOTBETCTBEHHO.

PuTOHaBMP M MHAMHABUP 3HAYNTENBHO YCUNUBAIOT AeVCTBME yaeHaduna.

[excameTasoH, pudamnuH 1 aHTUKOHBYNbCUBHbIE Npenaparbl (kap6amasenuH, (eHNTONH 1
heHobapbuTan) MoryT yckopuTb MeTabonuam yaeHaduna, nosToMy COBMECTHOE BBEIEHWE C
BbllLeyKasaHHbIMW NpenapaTtamv ocnabnsiet aeictene yaeHaduna.

CoBmecTHoe BBefeHve yaeHaduna (30 Mr/kr, nepopanbHo) U HUTpornuuepuHa (2,5 mr/kr
O[JHOKPATHO BHYTPMBEHHO) He NoKas3ano Kakoro-nmbo BAUSHUS Ha apmMakoKMHETUKY
yaeHaduna B 3IKCNEpUMEHTamnbHbIX WCCNEefOoBaHUSAX, OAHaKo OAHOBPEMEeHHoe
MCMONb3oBaHWe HUTPOrnUUepMHa W yaeHaduna He pekoMeHAyeTcs W3-3a BO3MOXHOro
CHKEHUS apTepUarnbHoOro AaBrneHus.

Ynenadun v npenapatbl U3 rpynnbl anba-6r1okaTopoB SBASIOTCS COCYAOPACLUMPSIOLLMMN
cpeAcTBamMU, NMOITOMY MpU COBMECTHOM MpUeMe AOMKHbl HasHa4yaTbCsl B MUHUMAIbHbBIX
[nosax.

Oco0Gble ykazaHus

CekcyanbHasi aKTMBHOCTb WMMEEeT MOTeHLManbHbI PUCK AMsi MALMEHTOB C CepAeqHo-
cocyAMCTbIMU 3aGoneBaHVsIMI, MO3TOMY NeYeHne 3PEKTUIbHO AMCHYHKLUM, B TOM Y1CTIE C
1cronb3oBaHeM yaeHaduna, He crnefyeT NPOBOAWTL Y MyX4MH C 3aboneBaHusMM cepaua,
TP KOTOPbIX CEKCyarbHas akTUBHOCTb HE peKOMEHA0BaHa.

MaumneHTbI ¢ 3aTpyAHEHeM OTTOKa KPOBY 13 NEBOTO XeryAouka (aopTarnbHblil CTEHO3) MOTyT
6bITb Gonee YyBCTBUTENLHLIMU K AECTBUIO BA30AWUNATaTOPOB, BKIOYasA MHrnbutopel ®3.
HecMoTpsi Ha oTCyTCTBME B XOA€ KIMHNYECKUX UCCIEOBaHUIA Cry4aeB MPOSIOHIMPOBaHHOM
apekuun (Gonee 4 yacoB) M npuanusma (6onesHeHHast dpeKuMsi, NPOAOIKUTENbHOCTbLIO
6onee 6 YacoB), Takve sIBMEHNst CBOCTBEHHbI AMNst JAHHOTO Kriacca npenapatos. B cnyuyae
BO3HUKHOBEHUS 3PEKLWM NPOAOIMKUTENBHOCTBIO Bornee 4 4acoB (HE3aBUCUMO OT HanMMU4Ws
GonesbIX OLLYLIEHU) NaUUEHTbl [JOIDKHbI HeMe[sIeHHO 0BpaTUTbCs 3a MeMLIMHCKONM
nomoLbto. [pu OTCYTCTBMM CBOEBPEMEHHOTO JIeYeHWsi MpuanusM MOXeT NpuUBecTU K
HeoBpaTVMOMY NOBPEXAEHMIO SPEKTUINBLHOM TKAHW N 3PEKTUNBHOM OYHKLN.

B cBSA3M C OTCYTCTBMEM KIIMHMYECKMX Aa@HHbIX 06 UCMONb3oBaHUM yaeHaduna y nauneHTos
crapwe 71 roga AaHHOW KaTeropuu NauMeHTOB He pekoMeHAyeTcsi npueM AaHHOro
npenapara.

He pekomeHpayeTtcs ncnonb3oBathb yaeHadun B KOMGUHALMM C APYTUMU BUOAMU NEHEeHUs
SPEKTUNBLHON ANCDYHKUMK.

BospgelicTBMe Ha cNOCOGHOCTL BOAUTL aBTOMOGUIBL U paGoTaTh C TEXHUKOW

Mepen TeMm, Kak ynpaBnsTb TEXHWUKOWM M TPAHCMOPTHLIMU CPEACTBaMM, MaLUEHTbI JOIMKHbI
3HaTb, Kak OHU pearnpyioT Ha npuem 3uaeHs”.

®dopma Bbinycka:

TabneTku, NOKpbITble NNeHo4YHo o6onouykoii 100 mr.

Mo 1, 2 unn 4 TabneTku B KOHTYPHYIO S4EMKOBYIO YNaKOBKY U3 NIIEHKW NONMBUHUMXIOPUAHON U
ornbru antoMUHUEBOW NEYaTHOW NakMpPOBaHHON.

1 KOHTYPHYIO S4eiKOoBYIO ynakoBKy No 1, 2 unu 4 Tabnetku, unu 2 KOHTYpHble SYeKoBble
ynakoBku no 1, 2 unu 4 Tabnetkn, Unu 4 KOHTYpHbIE SIHENKOBbIE YNakoBKWU Mo 2 TabneTku
BMECTE C MHCTPYKLMEN MO MPUMEHEHWIO NMOMELLIAIOT B MayKy U3 KapToHa KOPOBOYHOTO.
YcnoBusi xpaHeHus:

B cyxom 3aLumLLeHHOM OT cBeTa MecTe npuv Temnepatype He Bbiwe 30 °C.

XpaHuTb B HEAOCTYNHOM ANs AeTel MecTe.

Cpok rogHoCTH:

3 ropga. He npumeHsTL Nocne ncte4eHns cpoka rogHoCTu.

Ycnosus oTnycka us antek

Mo peuenTy.

MpoussoauTens:

[onr-A ®apmacsiotukan Ko., Ilta, Kopes.

lonosHoit odmc: 252 Yongdu-dong, Dongdaemun-ku, Ceyn

3aBop: 404 Chaam-dong, Cheonan-si, Chungcheongnam-do

Ten. 080-920-8159

MNpeanpusATUe—yNaKoBLUMK:

OAO «BaneHTa ®apmaveBTuka»

141101, MockoBckasi obnacrtb, . LLienkoBo, yn. ®abpuyHas, 4. 2

Ten. (495) 933-48-62, chakc (495) 933-48-63

MpeTeH3uM OT NoKkynaTenen NpUHUMaeT NpeAnpPUATMe—yNakoBLUKK:

OAO «BaneHTa ®apmaueBTuka»

141101, MockoBckasi obnacTs, . LLienkoso, yn. ®abpuuHas, 4. 2

Ten. (495) 933-48-62, chakc (495) 933-48-63



