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MUWHUCTEPCTBO 3JIPABOOXPAHEHMS] POCCUICKOM ®EEPALIUN
WHCTPYKLIUS

[10 MEJIJMILIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITIAPATA

PerucrpaunoHHbIii HOMep:

Toprosoe HanmenoBanme: Kynujg 36

MeskIyHApOIHOE HENATEeHTOBAHHOE HAHMEeHOBaHHue: Tajanadui
JlexapcrBennas opma: TablIeTKH, OKPBITHIE IUIEHOYHON 000JI0YKOM
Cocras:

Kaorcoass mabremxa, nokpulmas nieHOYHOU 000JI0YKOU, COOePHCUM.

Heticmeyrowee sewyecmso: tananapun 20,00 mr

Bcnomoeamenvnvie sewjecmeda: JIAKTO3bI MOHOTHJpaT 249,00 MT, [EJUTIOJI03a
MHKpOKpHCTautdeckas 66,00 mr, rumponoza 3,50 wmr, Hatpus maypuicyibpar 1,00 wr,
Kpockapmesuiosza Hatpus 7,00 Mr, maruus creapar 3,50 mr.

Inenoynasn obonouxa: Onaxapait 11 32K520009 xenrteiii 8,00 Mr (Jlakto3bl MOHOTHApAT 36 %,
runpomeliosa 26 %, turana quokcua 15,5 %, ikenesa okcua kenteiid 8,5 %, TpHaleTHH
8,0 %, Tanbk 6,0 %).

Onucanne

MuHganeBuHbIe Ta0JIETKH, TOKPHITHIE TJIEHOUHOM 000JI0YKO#, JKEITOro 1BETa, ¢ IPaBUPOBKOM
«20» Ha OAHOM CTOpOHE.

dapmakoTepaneBTHYECKAs IPYNNAa: SpeKTHILHON JTUCYHKIMU cpeacTBO edenus — ®J19-5-
UHTUOUTOP

Kox ATX: GO4BEOS

dapMako/IorHYeCKHE CBOICTBA

dapmakoIMHAMHKA

Mexanusm oeticmeus

Tananapun sBisieTcst 06paTHMBIM CEJIEKTHBHBIM HHTHOUTOPOM CIIelMPHYECKOH K IIUKITHYECKOMY
ryanosuamonopocpary (il M®) dochommscrepassr 5 tuna (®J1D-5). Tamanadgun Bmecte ¢
okcuoM azora (NO), o6pa3yromumces JIOKaJIbHO BO BPEMS CEKCYalbHOM CTUMYJIAIIUH, TPUBOIUT
K MOBBIIIEHHIO cojepkanus I’ M® B kaBepHO3HBIX (IELIEPHCTHIX) Teax MOJIOBOTO WICHA.
CIieICTBHEM 3TOTO SBJISIETCS pacciabIeHue MIaKHX MBI, IPUTOK KPOBH K KABEPHO3HBIM TeJIaM

U 3PEKIOHA MMOJIOBOIO 4JI€HA.



O6azamensuolm  ycaosuem  Igexmugnocmu  maoanaguia  A6NAEMCA  CEKCYaNbHAA
CHUMYIAYUA.

DapmaroouHamuieckue ¢ pexmol

VcceoBaHus in vifro TOKa3aid, uTo Taganapui SBISETCS CENEKTHBHBIM HHIHOHTOPOM
®J1D-5. ®JID-5 npencrapiser coboil (epMeHT, OOHapyKeHHbIH B TJIAIKOH MyCKyraType
MEIIEePUCTOro Tela, COCYAUCTOMH W BUCIEPAILHON [T1aJIKOH MYyCKyJIaType, CKEICTHBIX MbIIIIAX,
TpoMOOIMTAX, [OYKax, JErkux M Mozkeuke. Cpeanm Bcex pocpomnscrepas, Haumbojee
BBIp@KEHHOE BIIMSIHUE TaJanaduil OKaspBacT Ha ®J1D-5. Bimsuue tananaduina Ha ®J19-5 Gonee
yem B 10000 pa3 Beume, yem Ha ®J1D-1, ®JID-2, ®JID-3 u OJI5-4 (epMeHTBI, KOTOpPbIC
HAXOJ[TCA B CEpJIE, FOJOBHOM MO3re, KPOBEHOCHBIX COCyJaxX, MEYCHW M Jpyrux opraHax).
V36uparensHocTh Tananaduia B oTHomeHud ®J15-5 1o cpaBHEHHIO ¢ ®J1D-3 umeer ocodoe
sHaveHue, MOCKONbKY @J[D-3 sBisercss (EpMEHTOM, pEryJMpYyIOUUM —COKPATHTEILHYO
croco6HOCTh MHOKapaa. Kpome Ttoro, BimsHHE Tajanaduia Ha ®J1D-5 npubIU3UTETBHO B
700 pa3 Beime, yem Ha ®J[D-6 (pepMeHT, KOTOpBIH HAXOAWTCS B CCTYATKE M OTBEHACT 3a
doTtorpancaykumio). Taganadun Takxke Oosee yeM B 10 000 pa3 Oosee akTUBEH B OTHOIICHHH
®J1D-5, yem B otHOmIEeHHH DJ1D-7 - DJ[D-10.

Knunuueckas s¢hghpexmugrnocmo u 6e30nacHocmo

Tananadui y 3710pOBBIX 100POBOJIBLEB HE BBI3BIBACT J0CTOBEPHOIO M3MEHEHHS CHCTOIMYECKOTO
M JIMACTONIMYECKOTO apTEpUAIBHOrO JaBIEHHs B IOJOXKCHUH JIEKA B CPaBHCHHH € ianedo
(cpeaHee MaKCHMaJIbHOE CHIDKEHHE COCTaBJIACT 1,6/0,8 MM pT. CT., COOTBETCTBEHHO) M B
MOJIOKEHUH CTOS (CpellHee MaKCHMaJlbHOe CHHMIKEHHE COCTaBJIACT 0,2/4,6 MM pT. CT.,
cooTBeTcTBEeHHO). Tamanapun He BbI3BIBACT JOCTOBEPHOTO HM3MEHEHHMs 4YaCTOTBI CCPACHHBIX
COKpALLECHUH.

B HccIieJoBaHMH 110 OLIeHKE BIMSHH Tajanaduia Ha 3peHre, HapyIICHHs [IBETOBOTO BOCIIPUATH
(cHHWMii/3eeHbIil) pu Kcronb3oBanky Tecta 100 1BETOBBIX OTTCHKOB dapucBopTa-Mancesia
0GHapyXeHO He ObLIO, YTO OOBACHAETCS OoJiee HU3KMM CPOZCTBOM taganapuna k ®JID-6 B
cpaBHennn ¢ ®JID-5. Bo Bcex KIMHUYECKHMX HCCIICIOBAHUAX COOOIIEHHsS O HapyUICHUIX
11BeToBOr0 3peHus Obutn peaxumu (<0,1%).

Jlist OLICHKH MOTEHIMAIBHOTO BIMAHMS Tajanaduia Ha cliepMaToreHes OBUIO MPOBEAECHO TPHU
MCCIIEJOBAHMS ¢ Y4acTHEM MYXKUMH ¢ IIPUMEHEHHEM Npenapara B 103¢ 10 Mr (01HO 6-MeCSA4HOE
uccienosanne) U 20 Mr (OHO 6-MeCsSYHOE M OJIHO 9-MeCAIHOE pcclieloBaHue) B €KEJIHEBHOM
pexkuMe. B ByX M3 9THX HCCIIe/I0BaHU) HAO/IONANOCH CHUKCHHE KOJINIECTBA 1 KOHIICHTpAIHH

CrepMaTro30u10B, KJIMHAYECKass 3HA4YMMOCTb KOTOpPOIo MaJIOBCpPOSATHA. OTH 3(1)(1)CI(TI>I HEC



COTPOBOKIAIMUCH H3MEHEHHEM JIPYyIHX MapaMeTpoB, TAKMX KaK IMOJBHKHOCTB, Mop¢osorus u
ypoBeHb (GoIuTHKyIocTUMY HpYyiomero ropmona (PCI).

dapMaKOKHHETHKA

Bcacwvieanue

Tloce mpuema mpenapara BHYTpb Tazanadun ObicTpo BeackiBaeTesi. CpelHss MaKcHManbHas
koHueHTpalHs (Cmax) B IJ1a3Me KPOBH JIOCTUTACTCS B CPETHEM HYepe3 2 4 rocJie npuemMa BHYTPb.
CKOpOCTb ¥ CTeleHb BcachblBaHMs Tajanaduia He 3aBHCAT OT BPEMEHH IpUEMa ITHIIH, MOITOMY
npenapar Kynua 36 MOXHO NIPHMEHSATh BHE 3aBUCHMOCTH OT BPEMCEHH NPHEMa ITHIIH. Bpems
npreMa (yTpoM WJIM BE4epoM) HE OKa3bIBAJIO KIMHUYECKH 3HAYMMOTrO BIMAHUSA Ha CKOPOCTEH H
CTeIeHb BCAChIBAHUSI.

Pacnpeoenenue

Cpenuuii  00BEM  paclpesie/ieHdst COCTaBJISET  OKOJIO 63 1, clenoBaTelbHO Taxatapuil
pacrpesiesiieTcs B TKaHSIX OpraHu3ma. B TepaneBTHIECKUX KOHICHTPAIUAX 94 % rananapuia B
I1a3Me KpoBH CBA3bIBaeTCs ¢ Oekamu. Hapylenne QyHKIMM MOYEK HE BIMSCT HA CBA3BIBAHNC
tajanapuia ¢ OeIKaMH.

Y 3710poBbIx 106poBoIibieB Menee 0,0005% npHHATOH 103bI oOHapy KUBAETCs B CIIEpME.
Memabonusm

Taganagua B OCHOBHOM METabOJIM3UPYETCs C y4aCTHEM modepmenta CYP3A4 muroxpoma
P450. OCHOBHBIM IUPKYJIMPYIOIMM METa0OIMTOM SBISETCS METHIIKATCXOJIIIOKYPOHHIL. JToT
meTabonut kak MuHAMyM B 13 000 pa3 MeHee akTHBEH B OTHOILICHHH ®J1D-5, uem Tamatadui.
Clie/I0BaTeIbHO, He OJKMIAETCS, YTO METHJIKATEXOJIIIOKYPOHU/ OyAeT KIMHUYECKH aKTHBHLIM
npy HaOJIOJaeMBIX KOHIEHTpALUSX.

Buviseoenue

Y 370pOBBIX JIOJIEH CPeIHUN KIMPEHC Tajaaguia npu npueMe BHYTPh COCTABIACT 2,5 n/4, a
cpe/iHMil TIepro/ MONTyBhIBEIEHUS - 17.5 . Tananagui BHIBOIMUTCS MPEUMYIIECTBEHHO B BH/IC
HEeAKTUBHBIX METAOONMTOB, B OCHOBHOM, uepe3 KulleuHHK (okono 61% 1no3el) H, B MEHbLIEH
crerneny, noukamu (0xosio 36% 103bI).

Jlunetinocmo / He1UHEUHOCMb

dapMaKOKMHETHKa Tajataduia y 3710pOBbIX J00POBOIBIEE JHHEWHA B OTHOIIEHUH BPEMEHH U
10361, B auanasone 103 ot 2,5 10 20 Mr IUI0IIa1b MO/l KPUBOH «KOHIEHTPAILHA-BPEM» (AUC)
yBeJIMUMBAETCs NPOIOPIMOHAIBHO 103e. [Ipn npreme npenapara 1 pa3 B CyTKM paBHOBECHas

KOHIIEHTpalus B I1J1a3M€ KPOBHU JIOCTUraeTCs B TCUCHHUEC S nHEew.



dapmakoKuHeTHKA Tajajtaduia, ONpeIeseHHas MONY/IAIMOHHBIM METOJAOM Yy MalUCHTOB €
HapylIEHHEM PEKIMH, aHATOTHYHA (apMaKOKHHETHKE Mpernapara y NalueHToB 0e3 HapylIeHHs
IPEKIHH.

Dapmakokunemuka y 0coovlx 2pynn nayuenmos

ITayuenmol nodcuno2o 6o3pacma

3710poBbIe JI00POBOJIBIIEI TOXKHIION0 BO3pacTa 65 JIeT U CTapile UMENH 0oJiee HU3KUU KIIMPEHC
Tagaiapuia npyu MpueMe BHYTPb, YTO BBIPAXKAJIOCh B YBEIUUCHUH AUC Ha 25% 1o cpaBHEHHIO
CO 3J0pOBBIMH I00pOBOJIBLIAMH B Bo3pacTe oT 19 1o 45 ner. DTO pa3iuyue HE SBJISACTCS
KJIMHUYECKH 3HAUUMBIM U He TpeOyeT KOPPEKIMHU J103bl.

Iloueunas nedoocmamoyHoCcmy

B kimHMueckuX (papMakoJOrHYeCKUX MCCIIEJOBAHUAX € OJHOKPATHBIM TPHEMOM taganaduia
(5-20 Mr) y NalMeHTOB C MOYEYHOH HE0CTATOYHOCTHIO JIETKOH CTENEHH (KTMpeHC KpeaTHHHHA
[KK] 60-89 ma/mun) u cpenneii crenenn Tsokectu (KK — 30-59 mu1/MHH), @ TaKXkKe y MAl[HeHTOB €
TePMHHAIBHON CTajueil MOYEYHOH HENOCTATOYHOCTH, HAXOMAUMXCS Ha  TeMOIMATHse,
sxenosunus Taganapuna (AUC) npuOIM3HTEIBHO yIBaUBAIACh. Y MAIMEHTOB, HAXOMAIIMXCS HA
remoguann3e, Cmax ObUIa Ha 41% BblllE 0 CPAaBHEHHIO CO 310POBBIMH J0OPOBOJIBIIAMH.
BriBesieHue Tafanaduia ¢ IOMOIIBIO FeMO/IHaIn3a ABJISETCA HE3HAYNTE/IPHBIM.

[leuenounas HeOOCMAMOYHOCMb

[Ipu npumeHeHUH 10361 10 MI 9KCIIO3HIMA taganapuna (AUC) y maimeHToB ¢ MEYCHOUHOH
HEIOCTATOUHOCTBIO JIETKO# M cpeiHelt cTeneny TsokecTH (knace A U B mmo kinaccuukaruu Yan-
[1510) CpaBHHMA C TAKOBOH Y 310POBBIX J0OPOBOBIEB. B OTHOICHMH NALMEHTOB C MEUCHOYHOM
HeI0CTAaTOUHOCTBIO Tskeloi creneny (knace C no kmaccupukanun Yaitna-I1io) KIMHAYECKHE
JaHHble orpanHnyeHbl. IIpu HasHayenmu npenapata Kymua 36 HEOOXO0IMMO Tpe/IBAPUTEIILHO
[POBECTH OIEHKY PHMCKa M IOJIB3bl €ro TpuMeHeHus. JlaHHbIe O MPUMCHCHUH MAlMCHTAMH C
[leYeHOYHOM HEe0CTATOYHOCTHIO Tagataduia B 03ax, NpeBblmaromux 10 Mr, OTCyTCTBYIOT.
CaxapHbiti ouabem

V Nar@eHToB ¢ caxapHbIM jJuabeToM Ha (oHe MpUMEHEHHUs taganapuia 3aadenne AUC Obu1o
MeHbIIIe IpuMEpHO Ha 19% 1o cpaBHEHHUIO CO 310POBBIMH no6pososibiiaMu. Koppekiuu 10351 y
TAKMX MAIMEHTOB HE TpeOyeTcs.

IMoka3zaHusi K NPHMEHEHHIO

DpekTuibHasE AUCHYHKIHUSL.

ObazamensHoiM  ycnosuem  Idexmugnocmu  madanauia  AGNACMCA  CEKCYATbHAA

CHUMYTIAUUA.



[IporuBonokasanus

« ['MnepuyBCTBUTEILHOCTH K Taganapuiy W/UaM K JIOOOMY M3 BCIIOMOTaTe/IbHBIX BEIICCTB B
COCTaBe Ipernapara.

« Ilpuem Tanamapmia NPOTHBONOKA3aH —MAlMEHTAM, pPETyJISpHO WM  NEPHOTUYCCKH
IPUHUMAFOLINM JIFOObIE JIeKapCTBEHHBIE MPENaparhbl, COAEPKAIMEe OpraHnyeCKUe HUTPATHL. B
KJIMHMYECKHX MCCIIEOBAHUAX OBUIO MOKA3aHO, YTO Tajadaui yCHIMBACT I'MIIOTCH3MBHOC
JICUCTBUE HUTPATOB.

« Bo3spact 5o 18 ner.

Hajnuyue MpOTHBOMOKAa3aHUH K CEKCyallbHOW aKTUBHOCTH Y MAIMEHTOB C 3a00JIeBaHUSMHU
Cep/IeUHO-COCY TUCTON CHCTEMBL. Bpaun IOJIKHBI y4MTHIBATE BO3SMOXKHBIH KapHOJIOTMYECKU I
PHCK CEKCYaJbHOH aKTHBHOCTH Y MAIMEHTOB C CEPAEYHO-COCYAUCTHIMH 3a00JIeBaHUSIMU B
anamue3se. Clie/Iy[OIIHe IPYTIIBI IAIMEHTOB C 3a00/IEBAHUAMH CEPJIEIHO-COCY TUCTOH CHCTEMBI
He GbUIH BKJIOUEHBI B KJIMHMYECKHE MCCIEIOBAHMS, B CBS3M C 4eM IpHEM Tajanapuia uM
IPOTUBOIOKA3aH: MALMEHTHl ¢ MH(ApKTOM MHOKapJa B TEYCHHE IMOC/ICAHHUX 90 nuei,
[IalMEeHThl ¢ HEeCTAOMIBHON CTEHOKap/Heil WM BOSHUKHOBEHHEM IIPUCTYIA CTCHOKapAWH BO
BpEMsl TI0JIOBOTO aKTa, NAIMEHThl ¢ XPOHUYECKOH CEePICIHOH HEN0CTATOUHOCTRIO I knacca u
ppue no kiaccudukamuu NYHA B TeueHHe TNOCHeIHMX 6 MecAleB, MNalUCHTBL C
HEKOHTPOJIMPYEMBIMH apUTMHUSIMH, apTEPHaIbHOM THIIOTeH3HEH (AJl menee 90/50 MM pT.CT.),
HEKOHTPOJIMPYEMOH apTepHabHOM THMIEPTEH3MEH, MAlMeHThl C HMHCYJIBTOM B TCUCHHC
MOCIeTHUX 6 MeCALEB.

V HaIMeHTOB ¢ SMHM30/aMH Pa3BUTHs HEApPTEPUUTHOM IepeiHel MIeMUYecKold HeHponaTHu
3PUTENILHOTO HEPBa C IOTepeil peHUs Ha OJIUH I71a3, HE3aBUCHMO OT TOT'0 OBUIH JIK 3TH JITH30/bI
CBA3aHBI C IPE/IBLIY UM IPUMeHeHHeM HHruduTopa ®J15-5.

OHOBpEMEHHOE IPUMEHEHHUE C JIOKCa303UHOM, C IPYTHMH unruouropamu ®J10-5 v 1pyruMu
BapHAHTAMHU TEPAIUU SPEKTUIILHOH TUCHYHKIIHH.

OHOBpEMEHHOE PUMEHEHHE CO CTUMYJIATOPaMH I'yaHHJIaTIHKIIa3bl, TAKHMH KaK pAOLHUTYaT,
IIPOTUBOIIOKA3aHO, TOCKOJIbKY OHO MOXET IPUBECTH K CHUMIITOMATHYECKON THIIOTECH3UH.
[IpiMeHeHNe y TAIMEHTOB ¢ XPOHHYECKOH MOYeYHON HEJ0CTATOHOCTEIO TSOKEJION CTENEHH
(xmpeHc KpeaTnHuHA MeHee 30 MJI/MUH).

« Pejkas Hac/eJICTBEHHAs HEEPEHOCUMOCTD IlIaKTO3bl, I€YHUIAT JIAKTa3hl, CHHAPOM ITIOKO30-
rajlakTo3HO# MaababcopOLuH.

C 0CTOpPOKHOCTHIO

« YV TmanuMeHToB C [IEYEHOYHOH HEI0CTaTOYHOCThIO TSDKEJION CTEIEHH (KHaCC C mo
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knaccudukanpn Yainna-I1610) B CBA3M ¢ HEIOCTATOYHOCTBIO JIAHHBIX.

+ 'V NALMEeHTOB C MPEIPACTIONOKEHHOCTHIO K PHAM3MY (IPH CEPIIOBHIHO-KICTOUHOH aHEMUH,
MHOKECTBEHHON MHEJIOME HIIH JICHKEMHH) HIM Y MAIMEHTOB C aHATOMHYECKOH Jiepopmaltueit
MOJIOBOTO WieHa (YIII0BOE HCKPHBJIEHHE, KaBEPHO3HBIH GrOpo3 uim Gonesunb [ledponn).

« Tlpu omHOBpeMeHHOM INpuEMe C WHIHOMUTOpaMH H30(hEpMEHTa CYP3A4 (puroHaBHp,
CaKkBMHABUP, KETOKOHA30J, MTPAKOHA30JI, KIAPUTPOMHUIHH, SPUTPOMHUIINH, rpeindpyToBbIi
COK), THIIOTEH3MBHBIMH CPE/ICTBAMH, HHTHOUTOpaMH S-ajib(a petyKTaspl.

« YV TNauMeHToB, NPHHUMAIOIMX alb(a-aJpeHo0I0KAaTOPhl, MOCKOJbKY —OJHOBPEMEHHOC
NPHMEHEHHE B HEKOTOPBIX CIIy4asX MOXET MPHBECTH K CHMITOMATHYECKOH apTepuabHON
TUTIOTEH3UH.

IIpumenenue Bo BpeMsi 6epeMEHHOCTH U B [IE€PHO/ I'PYIHOT0 BCKAPMIIHBAHHS

[Ipenapar Kymnua 36 He npeaHa3sHaueH JUlsd IPUMEHEHHS Y JKCHIIUH.

Cnoco® npuMeHeHHs H 103bl

Jlns npuéma BHYTPb.

Pexomenayemas no3a npenapara Kymuna 36 coctapisier 20 Mr, KOTOpbIE NPUHUMAIOTCSA TIEPE

IIpe/noiaraeMoil CeKCyalbHON aKTHBHOCTBIO HE3aBHCHMO OT TIpUeMa ITHIIH.

[Ipemapar cieayeT NpUHAMATh Kak MHHMMYM 3a 30 MHHYT 1O CEKCyallbHOM aKTUBHOCTH.

MaxkcuMalibHasi 4acToTa IpuemMa - 1 pas B CyTKH.

Tananapuin B 103e 20 Mr npeaHasHauyeH Jisi IPUMCHEHHUS NEPE/T TpeJIoIiaraeMoi cekcyaibHOH

aKTHBHOCTBIO, M HE PEKOMEH]TyeTCsl JUIsl IIOCTOSIHHOTO €XKe/IHEBHOI0 IpHeMa.

B ciiyyae HEOOXOMMOCTH IPUMEHEHHUs Taanaduia B 103ax MeHee 20 MI ClIeTyeT HCTI0NB30BaTh

mpemnaparhl Apyrux npoussouteseit, npenapar Kynux 36 He npeHa3sHa4YeH Ui NPUMCHCHHS B

no3ax MeHee 20 Mr.

Jl1sl TAIMEHTOB C YacTO# CeKCyalbHOM aKTHBHOCTBIO (2 pasa B HEJIEO Oosiee): BO3MOXKEH

eXeIHeBHbIH mpueM Tajataduia B MAHMMAIbHBIX 032X, B 3aBUCUMOCTH OT JKe/IaHHMs MalluCHTa

¥ pelneHys Bpaya. JIsi TAKMX MAlMEHTOB PEKOMEHyeMas /1038 COCTABIIACT 5 mr s mpuema 1

pa3 B CyTKH NPUOIM3UTEIBHO B OJHO M TO Xe BpeMs. Jl03a MOKET OBITH CHHXKEHA J10 2,5 MI' B

3aBHCHMOCTH OT HMHIMBHIYaIbHOH dyBCTBUTENbHOCTH. [Ipu HEOOXOIMMOCTH NpPUMCHCHHA

tananapuia B 03¢ 2,5 WIK 5 MI clielyeT NIPUMEHATH Ipenapar tananaduiaa apyroi GupMsl B

COOTBETCTBYIOLIEH J103UPOBKE.

[{enecoobpasHOCTh  ©XKEJAHEBHOro  NPMMEHEHHs — Ipenapara  JO0/DKHA  MEPHOIHHCCKH

repecMaTpruBaThHCA.



IIpumenenue 6 0COOLIX KIUHUYECKUX 2PYNNAX NAYUEHMOE

YV noorcunvlx nayuenmos

V nanMeHToB MOKHIOr0 BO3pacTa KOPPEKIMHU J103bl HE TpeOyeTCs.

V nayuenmos ¢ napyuienuem QyHKyuu novex

V [anMeHTOB ¢ MOYeYHOH HEJI0CTaTOYHOCTHIO JIETKOW M Cpe/IHE CTENEeHU TSHKECTH KOPPEKIHH
70361 He Tpedyercs. Y MAlMEHTOB C IIOYEYHOH HENOCTATOYHOCTBIO TSOKEJION  CTENEHU
MaKCHMAaJIbHOM peKOMEHIyeMoit 1030ii siBisieTcst 1o3a 10 Mmr.

[TamMeHTaM ¢ OYeuHOH HeJ0CTATOYHOCTBIO TSHKEIOH CTENeH  eKeIHEeBHbIH preM Tajanaduia
MPOTHUBOINOKA3aH.

V nayuenmos ¢ napyuienuem gynkyuu nevenu

Pexomenmyemas jio3a cocrtapisier 10 Mr, KOTOpble NPUHHMAIOTCS MEpPea TpeoaraeMoi
CeKCyallbHOM aKTUBHOCTBIO HE3aBUCHMO OT TIpUEMA  IIHIIH. VmeroTcst  OrpaHUYEHHBIE
KJIMHUYECKHE JaHHbIe 0 Oe30MacHOCTH NPUMEHEHHs Tajanaduia y MalueHTOB C [IeYEHOYHOM
HEJ0CTATOUYHOCTBIO Tsikenoii crernenu (knace C no knaccupukanuu Yaina-11p0); mosToMy npH
Ha3HAYEeHUHM Tajanaduiia naueHTam ¢ eYeHOYHOU HeI0OCTATOYHOCTHIO I0JDKHA OBITBH TPOBEJICHA
TIIATEeNIbHAS MHIMBHIyaTbHAas OIIEHKA COOTHOIIECHHS MTOJIb3bI M PHCKA €r0 MPUMCHCHHA. JlaHHBIE
0 IpuMeHeHuH Taganaduna B Jo3ax Oonee 10 Mr narueHTamMu ¢ MEeYEeHOYHON HEJO0CTAaTOYHOCTEIO
OTCYTCTBYIOT.

ExkeaHeBHBIH npueM Tajganaguia y MalHEHTOB C TEYCHOYHOH HEI0CTATOYHOCTRIO HE
OLIEHUBAJICS; MIOOTOMY B Cllyyae Ha3HA4eHHs CKEIHEBHOIO INpUeMa tajanaduia nanueHTaM C
eueHOYHON HEI0CTATOYHOCTBIO I0JDKHA OBITh MPOBE/ICHA TIATeIbHasi HHAUBUYajlbHasl OLICHKA
COOTHOIIEHHMS TTOJIb3bI U PUCKA €r0 IIPUMCHEHHUSL.

V nayuenmos ¢ caxaprvim ouabemom

V NaIMEHTOB ¢ CaXxapHBIM JMa0eTOM KOPPEKIMH J103bI HE TPeOyeTCs.

IToOouHoe aeiicTBHE

HanGoee 4acTo peruCTpUpyEMBIMI HEXKENIATEIbHBIMH PEAKIUAMH Y TIAIIMCHTOB, IPUHUMAIOMIMX
TaganaQu 1UIs JIeYCHHs SPEKTHIIBHOM TUCHYHKIMH SBIISIMCh FOJIOBHAS 60J1b, AUCIIEICHS, 00JIb
B CIMHE M MHAJITUS, 4acTOTa KOTOPHIX YyBEJIMYMBAIACh C YBEIMYECHHEM JI03bl IIperapara.
HesxenaresbHble peakiiiu ObUTH 0OBIYHO C1a00 UM yMEPEHHO BhIPAXKCHBI K HOCHIIH PEXOIAIIUH
XapakTep. BOJBIIMHCTBO CilydyaeB TOJIOBHOW OOJIHM, 3aperHCTPUPOBAHHBIX IIPH eXKeJTHEBHOM
npueme Tananadpua, MMEIM MECTO B TEUCHHE IIEPBBIX 10-30 guelt oT Hayasa JICUCHHUs..
Bo3MOKHbIE HeXKenaTelbHble peakiuyu Ha (oHe mpuema Tananaduia mo TpeGoBaHUIO (1I€pes

IpeJINoJaraeMoil  CeKCyaibHON aKTHBHOCTBIO) HIIM €KEJHCBHO UL JICUCHHS SPEKTUIIBHON
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JUC(YHKIMH, 3apETHCTPUPOBAHHBIE B KIMHUYECKUX HMCCIICOBAHUSX M IIOCTPETHCTPALHOHHOM
nepuojie NpUMeHeHHs Taanaduia, pacnpesesieHbl O CHCTEMHO-OpPraHHbIM  KjaccaMm ¢
yKa3aHHeM 4acTOThl UX BOSHUKHOBEHHS COIJIACHO PEKOMEH/1allHsAM BO3: gacto (>1/100, <1/10);
neuacto (>1/1000, <1/100); peako (>1/10000, <1/1000).

Hapywenwz CO CmMOpPOHbL UMMYHHOU CUCTEMDbL

Heyacmo: peakiiuu runepyyBCTBUTEILHOCTH.
Pedko: aHTHOHEBPOTHYECKHiT OTEK?.

Hapywenus co cmoponbl HePBHOU CUCmeMbl

Yacmo: ronoBHasi 00JIb.
Heuacmo. ronOBOKpYKEHHE.
Peoko: wuHCYmbT' (B TOM YHCIEe TeMOppardyeckue SBIEHHS), OOMOpPOK, TPaH3UTOPHBIC
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HIIEMHUYCCKUEC aTaKu , MPII'pe}IBZ, cynopomz, TpaH3UTOPHAsA aMHE3UsI.

Hapywenus co cmoponsl op2ana 3perus

Heuacmo: HeUETKOCTD 3PHTEIBHOTO BOCTIPHSTHS, GOJIEBBIE OIIYIIEHHUS B ITIa3HOM s0JI0Ke.
Peoxo: HapylLIeHHE TOJIeH 3pEHHUS, IPUITYXJIOCTh BEK, KOHBIOHKTHBAJIbHAS THIICPEMHUS,
HeapTepUUTHAs TIepeIHss HIIeMUYECKas HeUponaTHs 3pUTE/IbHOrO HepBa (HITUH3H)?,
OKKJIIO3Hs COCYJIOB CETUATKH TJia3a’.

Hapywenus co cmopouwl opeana ciyxa u JaOUpUHmMHbLe HAPYULeHUS

Heuacmo: 3BOH B yllax.
Peoko. BHe3amHas 110Teps clryxa.

Hapywenus co cmopotbl cepoya’

Heyacmo: Taxukap/iusi, OILyIIeHUEe cepaALeOreHHUS.
Peoko: uH(apKT MHOKap/ia, XKeJly J0YKOBbIe Hapy IICHHUS puTM™Ma’®, HecTaOHIIbHAS CTEHOKAp/Hs’.

Hapyuwienus co cmoponsl cocyoos

Yacmo: «IPHIUBBD) KPOBU K JIUILY.
Heuacmo: CHAXeHHE apTepHalbHOTO JIABJIEHUS”, [IOBBIIICHHE apTEPUATBHOTO JaBIICHHS.

Hapyuwenusi co cmoporbl QblXamelbHOU CUCMEMbl, OP2AHOE 2PYOHOU KIemKU U cpedocmerus

Yacmo: 3a710)K€HHOCTH HOCA.
Heyacmo: oapliiika, HOCOBOE KPOBOTCUCHHUE.

Hapywenusi co cmopoHbl chefly()ouuo-xuweunoeo mpaxkmd

Yacmo: nucnerncus.
Heuacmo: 607b B )UBOTE, racTpod3odareaibHblil pedoke, ppoTa, TOMIHOTA.

Hapyuwenusi co cmopoHbl KOHCU U NOOKOAICHLIX MKAHEU




Heuacmo: K0XHas ChlIlb.

: 2 . 2
Peoko: xpanuBhuna, cungpom CruBeHca-J[KOHCOHA®, OKC(OJMATHBHBIA  JIEPMATHT,
TUIEePru/ipo3 (MOBBIIEHHAS TTOTIMBOCTD)

Hapyuienus co cmoponbl CKe1emHO-MblUleYHOU U COeOUHUMENbHOU MKAHU

Yacmo: 6016 B CIIHHE, MUAJITHS, 00JIb B KOHEYHOCTSX.

Hapywienus co cmoponbl NOYeK U MOYeEblB00SULUX NYMell

Heuacmo.: remartypusi.

Hapywenusi co cmoponsl no106bix 0peanos u 2DYOHOUL Jicele3bl

Heuacmo: nnutenbHas OpeKIU.
Peoxo: [Ipyuanu3M, reMaToCepMusi, KpOBOTCUCHHUE U3 I10JIOBOI'O 4JICHA.

Obwue paccmpoticmed

Heyacmo: 601b B TpyH ', nepudepuyecKuii 0TéK, yCTaloCTh.
Pedxo: OTEK uLaZ, BHE3AMHas cepIedHas cMepTh ' .

|V 60JIBIIMHCTBA [TAIHEHTOB B aHAMHE3€ OBUIH CEPIEYHO-COCY IUCThIE (PAKTOPBI PUCKA.

2 TlocTperucTpalOHHOe HaOJNIOJCHHE BBIABUIIO HEXKENATEIbHBIC PEAKIUH, KOTOPBIC HE
HaOIOAAINCH B I1J1a1e00-KOHTPOIUPYEMBIX KIMHUYECKUX UCCIICIOBAHHUAX.

3 Yame HaOMIOMAIMCh, Koraa Tagaiaduil IPUMEHSJICS Yy MAlUEHTOB, YXKE MPUHHUMAOIIHX

TMIIOTCH3UBHBIC CPEJICTBA.

Onucanue OTACJIBHBIX HEXKEIaTCIbHBIX peaxkiun

Cpend TAIMEHTOB, MOMyYaBmMX Tajanagun 1 pa3 B CyTKH, cOOOMIAOCh O HEMHOTO Oonee
BBICOKOH 4acToTe, B CPAaBHEHHH C IUIanebo, OTKIOHeHHid 0T HopMbl napametpoB OKI', mpese
BCEro CHHYCOBOH OpajuvKapiuy. BOJBIIMHCTBO M3 JTHX OTKJIOHEGHHH HE CONpPOBOXIAIHCH
HeXKeJIaTeIbHBIMHM KIIMHUYECKUMH IIPOSBIICHUAMH.

Jlpyrue ocoOble MOMYJISIUKA AIMEHTOB

JlaHHbIe KITHHUYECKMX HCCIIeI0BaHMi O MalMeHTax crapuie 65 Jiet, MoJTyYaromuX taganadui s
JledeHHs IPEKTHILHON JUChYHKIMH, OrpaHUYeHbl. B KIIMHAYECKHUX MCCIIEI0OBAHUSX tajanaduia
IIPU MPUMEHEHUH 110 TpeGOBaHMIO (IIepe]l MPE/IoIaraeMoi CeKcyanbHOU AKTHBHOCTBIO) CpeIn
MAIMEHTOB B BO3pacTe crapiue 65 JIeT yalle peruCTpUpOBATIUCH CIIyYau JHapeH.
ITepenosuposka

IIpy OJHOKpPAaTHOM Ha3HAYEHHWH 3J0POBBIM J0OPOBOJIBIAM taganapuna B goze a0 500 mr u
[alMeHTaM — MHOTOKpaTHO 110 100 MI/cyT, HexenaTeIbHbIe peaKiuy ObLTH TAKUMH XK€, KaK U

Ipu IMPUMCHCHUH Oosiee HM3KUX J103. B ciy4dae nepeao3upOBKHA HE00X0IMMO IIpOBOJAHUTDH



CTaHAAapTHOE CHMITOMAaTH4ecKoe JieyeHne. IIpn remopuanuse Tapanaui NpakTHYECKH HE
BBIBOJIUTCS.
B3aumoeiicTBHE ¢ IPYrHMH JIEKAPCTBEHHLIMH CPeICTBAMH

Biausinue Apyrux mpenaparoB Ha Tanana(bnn

Huzubumopul yumoxpoma P450

Tananagun B ocHoBHOM MeTabommsupyercs usopepmenToM CYP3A4. CenekTHBHbIH UHTUOUTOP
nzopepmenta CYP3A4 ketokonason B 103e 200 MI' B CyTKH yBEIHYHBACT AUC Taganadpwuna (10
wmr) B 2 paza # Cmax Tananaduia na 15% orxocurensHo 3nadennit AUC 1 Crmax TpY TPUMEHEHUHT
Tajanagunra B MOHOTepamud. A KeTokoHazon B 03¢ 400 mMr B CyTKH yBEIHYHBacT AUC
taganapuia (20 mr) B 4 paza i Cmax Tananapuna Ha 22%.

WuruGurop npoteas putonasup (200 Mr JBa pasa B CyTKH), KOTOPbIH MOJABIAET aKTHBHOCTH
mzodepmentos CYP3A4, CYP2C9, CYP2CI19 u CYP2D6, ysenmmuusan AUC rtananaduia
(20 mr) B 2 pasa Ge3 uzmeHeHHS Cmax. XOTs crenuduyeckue B3aUMOJIEMCTBUS C JIPYTUMH
MHIHOUTOpaMH TpOTea3, TAKUMH KaK CaKBUHABUD, U APYTHMH unruouropamu CYP3A4, Takumu
KaK 3PHUTPOMMIIMH, KJIAPUTPOMHIMH, HTPAKOHA30 M TPEeHNpyTOBBIH COK, HE H3YHalHCh, MX
cllelyeT Ha3HAuaThb COBMECTHO C TaJalaQuioM C OCTOPOXKHOCTBIO, MOCKOJBKY OHH MOTYT
CTI0cOGCTBOBAT TOBBIMEHHIO KOHIEHTpanuu Tananapuia B miasMe kposu. CiieloBaTelbHO,
4acTOTa HeXKeJIaTeIbHbIX peaklMil MOKET MOBBIIATHC.

[lepenocuuxu

Postb MepeHoCuMKOB (HApuUMep, p-TIHKONPOTEHHA) B PAaCIIpe/IeICHAN tajanadpuiia HeM3BECTHA.
CylIecTBYeT ~ BO3MOXHOCTb  JIKAPCTBEHHOTO  B3aMMOJICHCTBHL, OIOCPEI0BAHHOTO
MHIMOMPOBAHUEM I1E€PEHOCYHMKOB.

Hnoyxmopwl yumoxpoma P450

CenextuBHblii unaykTop uzopepmenta CYP3A4, pudammuimuH, CHMKACT BEIMIHHY AUC
taganapuaa Ha 88% B CpaBHCHHHM CO 3HAYCHHSAMH AUC npu MoOHOTepanuH Tanataduiom
(10 mr). Bo3moxHo, npy 3TOM CHHKaeTcs 9GHEKTHBHOCTD tajanapuiia; CTENEHb CHHKECHHS
5 })EKTHBHOCTH HeM3BECTHA. MOXKHO Tpe/noararh, YT0 OJHOBPEMEHHOC IPUMEHEHHUE JPyTHX
uHIykTopoB uzodepmenta CYP3A4 (Takux Kak denobapOuTan, GEHUTOUH UIIH Kapbama3zenuH)
TaKKe MOYXKET CHIDKATh KOHIEHTPAIIMIO Tajataduiia B iasMe KpoBH.

Bausnue Taglana(bnna Ha ApyTrHue JEKapCTBEHHBIC MPEnapaThl

Humpamut
B KIMHHYECKHX HCCIEIOBAHUAX ObLIO IMOKa3aHo, 4o Tagamadmn (5, 10 u 20 MTI) YCHJIMBACT

IMIIOTEH3WBHOE JelicTBUE HHUTpaToB. [losToMy NpUMEHEHHE TNpenapara Kynun 36 Ha Qone
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npuema oGO  (OpPMBI  OpPraHMYECKHX HHTPATOB INPOTHBOMOKasaHo. KimHHYeckue
HCCIIEN0BAaHUs, B KOTOPBIX MAIlMEHTHI Ha MPOTSXKEHMH 7 JIHEH €XKEIHCBHO B PAa3HOE BpeEMs
nosyyany Tafanadui B 103e 20 Mr 1 CyOIMHIBaTBHbIH HUTPOIIMIIEPUH B 103 0,4 M, IIOKa3aH,
4TO B3aUMOJIEHCTBHE JIIUTCS Ooiee 24 4acoB U HE OINPEIEIISETCS 110 HCTCUECHUH 48 gacoB
[oclie IoceAHero mpueMa tafanaduia. Takum 06pa3om, y MalUeHToB, moiTyyarommx Kymux 36
B 7103¢ 20 M, B Cllydae BOSHUKHOBEHHUS MEIMIIMHCKOH HEOOXOMMOCTH TIPUMEHEHHSI HUTPATOB B
YIPOXKAIOLIEH KU3HU CUTYAllMH, JTODKHO NMPOHTH KaKk MHHMMyM 48 4acoB rocie MmocieHero
npuema npenapata Kynua 36, 4To0bl MMETh BO3MOXHOCTH BBECTH HMTpaT. [Ipn Takmx
00CTOSTEILCTBAX HUTPAThl ClIEAYeT BBOAUTH MO/ TIIATEIBHBIM MEMIMHCKAM HAOJIOJCHAEM C
COOTBETCTBYIOLIMM MOHMUTOPUHIOM F€MOMHAMHUKH.

T'unomen3zugnvie npenapamui (6K1104as 61OKAMOPbL «MEOJIeHHbIX» KANbYUEEbIX KAHANO0G)

ITpuem nokca3o3uHa (4 1 8 MI B CyTKH) B COYCTAHHH C TajanaguioM (CyTOuHas 103a 5 MI U 20
MT B BHJIE OJIHOKPATHOM J103b1) 3HAUMTEJILHO yCUIINBACT AHTUTUIIEPTEH3UBHBIN 3 deKT TaHHOTO
anbdaj-aapenodiokaropa. I1oT 3hdekt umTcs He MeHee 12 4acoB M MOXET MPOSBIATHCS
CHMIITOMATHYECKH, BKJIFOYasi 00MOpOYHbIe cocTosiHus. [109TOMY Takas KoMOMHAIHs TpernapaToB
HE PEKOMEH]1yeTCsl.

B uccienoBaHUAX JIEKAPCTBEHHOTO B3aHMOJECHCTBUS € alndy303WHOM HIIM TaMCYJIO3HHOM,
NIPOBEJEHHLIX C YYacTHEM OrPAHMYEHHOrO KOJIMYECTBA 3/10POBBIX J0OPOBOJIBLEB, TaKMX
>hdexToB 3aperucTprpoBaHo He ObLT0. TeM He MeHee, CleyeT MPOsIBIATH OCTOPOKHOCTD MPH
NMpHMEHEeHHH Tajanaduia y manueHToB (0coGEHHO MOKHIOr0 BO3pacTa), MOMyyYalomuX ajibda-
anpeHo0okaTopel. JledeHne JOIKHO HAUMHATBCA C MHHAMAIBHOM JI03bl M IOCTETCHHO
KOPPEKTUPOBATHCS.

B imHHYecKHX (DAPMAKOTOTHYECKMX MCCIENOBAHUAX OBUI M3y4eH NMOTeHLual Tajanapuia B
OTHOIIEHUM YCHJICHWSI aHTHUTHIIEPTEH3UBHBIX S(P(EKTOB TI'MIIOTEH3UBHBIX JICKAPCTBEHHBIX
npenaparoB. bBbUIM H3y4eHbl OCHOBHBIE KJIACChl TMIIOTEH3HWBHBIX JICKAPCTBEHHBIX CPE/ICTB,
BKJIIOYAs OJIOKATOPBl «MEJUICHHBIX» KAIbIMEBBIX KaHAJIOB (AMJIOIHMIIMH), HHIHOMTODHI
aHIMOTEH3MHIIpeBpamaomero ¢epmenrta (Hananpui), OnoKaTopsl Oera-aJpeHepruYecKuxX
perenTopoB  (METOMpoOJIoi), THAa3HAHBIC JUypeTHkH (Oenapodiyasna) M AHTArOHMCTHI
penenTopoB anrnoteH3una Il (pa3InyuHbIe TUIIBI U J103bI, OT/ICJIBHO WK B COYETAHUH C THA3UIaMH,
6I0KATOpPaMH «MEJUIEHHBIX» KaIbIMEBBIX KaHAIOB, OeTa-aapeHOOI0KaTOpaMu W/HiH anbda-
anpeno6nokaropamu). Tananadun (10 Mr, 3a HCKIIOYEHHEM MCCIIEJOBaHHH C aHTarOHMCTaMH
PeILenTOpOB aHrHoTeH3MHa ] 1 aMJIOIMIIHHOM, B KOTOPBIX HPHMEHSUIACK J103a 20 Mr) He OKa3blBall

KJIMHUYECKH 3HAUUMOI'O B3aWMMOJIEMCTBHS HHA C OJHHM M3 BBILICICPEYUCICHHBIX KJIacCOB
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JIeKapCTBEHHBIX TPENaparoB. B apyroM KIMHAYECKOM (apMaKOIOrHYECKOM HCCIIC0BaHNH
u3yyaau npumenenue tajanaduia (20 Mr) B coueTaHuu ¢ 4 KiaccaMi 'MIOTEH3MBHBIX CPE/ICTB.
V y4acTHHKOB, MOy HarONIMX HECKOJIBKO THIIOTEH3UBHBIX IIPENapaToB, KoIeOaH s H3MEPEHHOTO
B aMOyJaTOPHEIX YCJOBHSAX apTepPHAILHOrO JaBIEHMs, MO-BUIMMOMY, OBLIH CBS3aHBI €O
CTEINEHbIO KOHTPOJIS apTePUATBHOTO JaBJIeHUs. Y YYaCTHUKOB HCCIIE0BaHus, Yb¢ apTeprUaIbHOC
JaBJIEHHE XOPOLIO KOHTPOJMPOBAIOCH, CHHXKEHHE OBUIO MHHHMAIBHBIM H CXOXKHM C
Ha0JII0/Ia€MBIM Y 3JI0POBBIX 00POBOJIBIEB. Y YYaCTHHKOB, apTepUaIbHOE aBJICHAC KOTOPBIX HE
KOHTPOJIMPOBANIOCH, CHUXKEHHE ObUIO GOJIee BBIPAKEHHBIM, XOTs Y OOJBIIMHCTBA yYaCTHUKOB
MCCIIEIOBAHAS OHO HE COMPOBOXKAANOCH TMIOTEH3UBHBIMH CHMITOMAaMH. Y MallMEHTOB,
MOJYYAIOLIAX COIYTCTBYIONIEE AHTHUTUIIEPTEH3MBHOE JieuenHue, Tananapui B 103e 20 MI MOXKET
BBI3bIBATH HE3HAYUTENBHOE (3@ MCKIIOYeHHeM aib(ha-010KkaTopoB) CHHXKCHHE apTEpPUATLHOTO
JI@BIICHAs, KOTOPOE CKOpee BCEro He SBISETCS KIMHMYECKH 3HAYAMBIM. AHAIM3 JaHHBIX
kanHMueckux wucciaenoBanuii 111 Basel He mokasal pasanuus B Npoduie HexelaTelbHbIX
SIBJICHHI, 3aPEerMCTPUPOBAHHBIX y NAlMEHTOB, MONyYaBIIMX Tajnatapui B MOHOTEpalvd U B
COYETAHWH C TUIOTEH3MBHBIMH Ipenaparamu. Tem He MeHee, MNalMeHTaM, II0JIy4aloliM
TMIIOTEH3UBHBIE MpenapaThbl, CJleIyeT AaTh COOTBETCTBYIONIME KIMHMYECKHE PCKOMCHIALHH
OTHOCHTEJILHO BO3MOKHOTO CHIDKEHHS Y HUX apTepHAIbHOTO JaBleHus. Puoyueyam

B KJIMHHYECKMX  MCCJIEJOBaHMAX  OBUIO  II0Ka3aHo, 4YTO  pUOLMIyaT  yCHJIMBACT
anTUruneprensuBuble  dddexrel uHrnomTopoB MJ13-5. JlokasarenbCTB O1aronpUATHOTO
KIMHIYecKoro 3hdeKxTa OT NpUMeHeHHs KOMOMHAIMM B TPOAHATH3UPOBAHHOH MOMYJISIHH
MAIMEHTOB TOIy4YeHo He Obuto. COmyTCTBylOllee NPUMEHEHHE PHOIMIyaTa ¢ MHIHOMTOpaMH
®J1D-5, Bimoyas Taganadui, IpOTUBOIIOKA3aHO.

Huzubumopul S-anvgha-pedykmasol

[leseHanpaBieHHbIX  MCCIIEJOBAHHN  JIEKAPCTBEHHOTO  B3aMMOJICHCTBHS taganapuna
MHTHOMTOPOB S-aiib(a-peyKTa3bl He MPOBOJAMIIOCH, IPH HX OJHOBPEMEHHOM IPHEME CIICIYECT
cO0JTI0IaTh OCTOPOIKHOCTb.

Cybempamor CYP1A2 (nanpumep, meogpuniun)

[Ipu npumeHenuu Taganaduia B g03e 10 Mr ¢ TeopuuMHOM (HECETEKTHBHBIM HHTHOUTOPOM
docdoaudcrepasbr) B KJIMHHYECKOM (hapmMaKoI0ru4ecKoM HCCIIeIOBAHUHI
(GapMaKOKHHETHYECKOTO  B3aUMOJEHCTBHS ~ HE  3aperMCTPUPOBAHO. EMHCTBEHHBIM
dapmaxorHaMIYECKUM dYPPEKTOM SBISIIOCH HE3HAYUTEIBHOC (3,5 yi. B MHHYTY) yBeJIU4YCHHE
YaCTOTHI CEP/IeYHBIX COKpalieHui. XoTs NaHHbIA 3dEKT SBIACTCA HE3HAYUTEIBPHBIM H HE UME

KJIMHAYECKOro 3HAYEHUs B JAHHOM MCCIIEJOBAaHHUH, €ro CJIEAYyeT y4IHUThIBATh IIpu COBMECTHOM
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IIPUMEHEHUH ITUX JIEKAPCTBEHHBIX MIPETapaToB.

Dmununscmpaouon u mepoymanun

Taganadun BeI3BIBAET yBeIHYEHHE OHOJOCTYIHOCTH STHHMJIICTPAHOIIA NPU MPUEME BHYTPD.
CXOJIHOE TOBBIIIEHHE OHOJOCTYIHOCTH MOYXHO OXKHAATh IIPH NPHEME BHYTpb TepOyTalHHa,
0JIHAKO KJIMHUYECKHE MOCIIEe/ICTBUS HE YCTAHOBJICHBI.

Ankozons

Tanganapua (10 mMr wix 20 Mr) He OKasbIBaJl BIMSHHS Ha KOHLEHTPALMIO aKOIOJIA (cpenHss
MaKCHMasibHas KOHIeHTpauus B kposu 0,08%) 1npu coBMecTHOM npueme. Kak U aqkoroib He
OKa3pIBaJl BJIMSIHMS HAa KOHLEHTpamuio Tajamapuia dvepe3 3 daca IOCIE COBMECTHOTO
IPUMEHEHHs. AJIKOroJib IPUHMMAIH TaKuM 00pa3oM, 4yToObl MAKCHMH3MPOBATh CKOPOCTB €IO
BcachlBaHMs (YTPOM HATOIIAK C BO3JIEp)KAHMEM OT MpHEMa THIIM B TEYEHHE 2 4acoB MOcCIe
ynotpe6enus). Ilpu Beicokux mo3ax ankorons (0,7 r/kr) npuém taganadusa He BBI3bIBAI
CTATHCTHYECKH 3HAYMMOTO CHIDKEHHs CpelHell BeJMUMHbl apTEepUaIbHOrO JaBleHHs. Y
HEKOTOPBIX MAIMEHTOB HAOIONAINCH IOCTYPAbHOE TOJOBOKPYKEHME H OPTOCTATHHCCKAsd
runoTensus. Ilpu npueme Tajganaguia B codyeTaHuu ¢ 0Oojee HU3KUMM JI03aMH  AIIKOTOJI
(0,6 I/KT) CHHYKEHHE apTEPUAIILHOTO JaBJICHHs HE HAaOJII0aI0Ch, a TOJIOBOKPYIKEHHE BOSHUKAIIO
C TOM K€ YaCTOTOM, YTO IIPH IIPUEME OJTHOTO AJIKOTOJIA.

Tananadun (10 Mr) He yCHIIMBaJI BIMSHUE aJIKOTOJIsi HA KOTHUTHBHbIC (GYHKIMH.
Jlexapcmeennvie npenapamsl, Mmemabonusupyemvle yumoxpomom P450

Tananadun He Oka3bIBaeT KIMHAYECKH 3HAYMMOTO BIIUSIHHS HA KIIMPEHC MPETIapaTos,
MeTab0JIM3M KOTOPBIX IPOTEKAET C ydacTHeM H30(epMEHTOB CHCTeMbI IIuTOXpoMa P450.
ViccrieioBanust [OATBEPIAIIH, UTO Taaiadul He MHTHOUPYET U HE HHIYLUPYET H30(hEpPMEHThI
CYP1A2, CYP3A4, CYP2C9, CYP2C19, CYP2D6, CYP2EI.

Cybempamor CYP2C9 (nanpumep, R-séapgapun)

Tananadun (10 u 20 Mr) He OKa3bIBaeT KJIMHUYECKH 3HAUUMOIO BIIMSHUS Ha AUC S- Bapdapuna
wid R-BapdapuHa M He BIMseT Ha H3MEHEHHE NPOTPOMOMHOBOIO BPEMEHH, BBI3BAHHOC
Bap(hapuHOM.

Acnupun

Tananadun (10 mr u 20 Mr) He CIOCOOCTBOBAI YBEIMYECHUIO BPDEMEHH KPOBOTEUCHHS, BRI3BAHHOTO
IIPHEMOM allETHJICATHLIMIOBON KHCIOTBI.

T'uno2nuxemuyeckue npenapamol

HccnenoBanuii B3aUMOJICHCTBHUS C TUIIOTTIMKEMUYECKMMHU CPEICTBAMHU HE IIPOBOAUJIOCH.
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Ocobble ykazaHusi

Ilepeo navanom npuema npenapama Kynuo 36

[Tepe HayanOM Tepanuy TananaduIOM He0OX0IMMO cOOpaTh MEAUIIMHCKHE AHAMHE3 1 IIPOBECTH
MeIHIIMHCKAH OCMOTP JUIS IMarHOCTHKH SPEKTUILHOM JMCHYHKIMA U OTIPE/IC/ICHAS BO3MOMKHbIX
NPUYUH €€ Pa3BUTHS.

Ilepen HayanoM JHOGOTO JIEYEHHs] SPEKTHIBHOH JMCHYHKIMHM Bpaud JIOJDKHBI y4HTBIBATH
COCTOSHHE CEPJIEYHO-COCYJUCTOH CHCTEMbl CBOMX IIAllUCHTOB, IOCKOJbBKY CYIICCTBYCT
olIpe/ie/IeHHas CTEMeHb KapMOJIOrHYeCKOro PUCKa, CBA3AHHOIO C CEKCYallbHOH aKTMBHOCTBIO.
Tananapun o61axaer cocy10pacIupsIOIIMMHE CBOUCTBAMH, YTO TIPUBOJIMT K HE3HAUUTCILHOMY
NPEeXOSIIEMy ~CHHKEHWIO apTepPHAIbHOTO JaBICHHMS H, TakuM 00pasoM, yCHIIMBACT
THIIOTEH3UBHOE JIEHCTBUE HUTPATOB.

JIMarHOCTHKA IPEKTHIBHOM JHCYHKIMU J0JDKHA BKIIOYATh B ce0sl BBISBICHHE OTCHIMATbHOH
OCHOBHOM TIPHYMHBI, COOTBETCTBYIOIEE MEIHIIMHCKOE 00Cie/J0BaHHEe U ONPEICIICHHE TaKTHKHU
JICUEHHUSI.

DdpexTHBHOCTH TaganaduIa y NalueHToB, IEPEHECIINX XUPYPriyecKyIo ONeparuio Ha Opranax
MaJIOTO Ta3a MM PaJUKaIbHYIO MPOCTATIKTOMHIO O€3 COXpaHEHHsI COCY IMCTO-HEPBHBIX ITy4KOB,
HEHU3BECTHA.

Cepoeuno-cocyoucmas cucmema

[10 JAHHBIM TOCTPErMCTPAIMOHHOTO HAGJIO/IEHHsS. W/HIIM KJIMHMYECKMX MCCICA0BaHMI ObLIM
3aperHCTPHPOBAHBI CEPhE3HbIE OCTIOKHEHHUS CO CTOPOHBI CEPIEYHO-COCY AUCTOH CHCTEMBIL, B TOM
uncie WH(APKT MHOKApJa, BHE3alHas CepjedyHas CMepTh, HeCTaOWibHAs CTEHOKapws,
JKeJly 109KOBasi apUTMHS, MHCYJIBT, TPAH3HUTOPHBIC HIIEMHYECKHUE aTaky, O0Ib B IPyIHOH KIIETKE,
cepaneOMenne U TaXuKap/us. BOJBIIMHCTBO MALMEHTOB, y KOTOPBIX OBUIM 3apErHCTPUPOBAHEI
JlaHHBIC IPOSIBJICHHS, MMEJH B AHAMHE3E CePEYHO-COCyMCThIe pakTopbl pucka. Tem He menee,
HEBO3MOXKHO OKOHYATEJILHO OIIPEJCIUTh, CBS3aHbl JIM OTH SIBJICHUS HEMOCPEJCTBEHHO C
(hakTOpamu prcka, IpueMoM Tananaduia, CeKCyanbHOH aKTHBHOCTBIO A KOMOHMHAIIUEHN TEX HIIH
UHBIX (PaKTOPOB.

V [anMeHToB, KOTOphIE HNPHHUMAIOT aib(ai-aapeHo610KaTophl, OXHOBPEMEHHbIH IpHEM
Tajanaguia B HEKOTOPBIX CIydasX MOXKET MPHBECTH K CHMITOMATHYECKOH TMIIOTCH3HH.
[IpuruMaTh TafanaduiI B COYETaHUM C JIOKCA303HHOM HE PEKOMEH/TY CTCs.

3penue

IIpu npueme Tananaduia u apyrux mHruouTopoB ®J13-5 HaOJIIOJAJINCh ClIyyad HapylICHHUs

spenns u pasputus HITMH3H. Ananu3 naHHbIX HaOJIIOACHUH CBUIETENBCTBYCT O MOBBIIICHHOM
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pucke passutus octpoit HIIMH3H y MyXunH ¢ 5peKTHIIBHOH nucdynkimeil Ha poHe npueMa
taganapuna unm apyrux uHruouropos MJID-5. TlockoibKy 9TO KacaeTcs BCeX MALMEHTOB,
MOJTyYaromuX Tagataduil, UM cieyeT cooOmars, 4To B CIydae BHE3ANHOI0 HapyIICHUA 3pCHHUS
OHH JIOJDKHBI IPEKPATHTh NMpUeM Tajiaiaduiia i HeMeUIEHHO 00paTUTBCS K Bpady.

CHudicenue unu 6He3anHas nomepst CILyxa

Coo6II@noch O CilydasX BHE3ANHOH IOTepH CiyXa Iocie MpUMeHeHus Tajanapuma. XoTs B
HEKOTOPBIX CIIyuyasX MPUCYTCTBOBAIM JApyrue (HakTopbl pucka (Takhe Kak BO3pacT, caxapHbIi
jmaber, aprepHanbHAas THTEPTEH3Ws W Clydad I[OTEpH CllyXxa B aHamHese), CJIEyeT
PEeKOMEH/I0BaTh MPEKPATHTh NPUEM Tajanaduia M ONepaTHBHO OOPATHTBCA 33 MEIUIIMHCKOM
IIOMOIILIO B CJTy4ae BHE3AITHOIO CHHXKEHUS HJIH MIOTEPH CiIyXa.

[leuenounas HeoocmamoyHocmo

JMeloTcs OrpaHMYeHHbIE KJIMHHYECKHE JaHHpIe O 0€30MacHOCTH OJHOKPATHOro IpHeMa
Tajanaduia MAMEHTaMH C TIeYEHOYHOH HEJO0CTATOYHOCTHIO TSKENOH CTerneHH (Kacc C no
knaccudukaruu Yaiina-I1si0). [Ipyn HasHaueHuy Tajanapuiia BpayoM JI0JKHA OBITH MpOBEJIEHA
TIIATEIbHAS WHIMBH/yalIbHAasl OIIEHKA COOTHOILEHHUS MOJIb3bI U PHCKA €ro IPUMCHCHUSL.
Ipuanusm u anamomuyeckas 0epopmayus nO108020 HieHd

TTalMeHTH! 0JDKHBI ObITH TPOHHMOPMHUPOBAHBI 0 HEOOXOAMMOCTH HEME/UIEHHOTO 00palleHHs 32
Me/THITHHCKOM MOMOIIBIO B CJIydae BOBHMKHOBEHHUS dPEKIUH, POIoIDKatoeiics 4 yaca u Ooiee.
HecBoeBpeMeHHOE JIeUeHHe MpHANKU3Ma BeleT K MOBPEK/ICHHIO TKaHEH MOJIOBOr0 4iICHa, B
pes3yJibTaTe 4ero MOXKeT HaCTyNUTh HeoOpaTUMasi IMIIOTECHIHS.

Tananadui ciiexyeT MPUMEHSTH ¢ OCTOPOKHOCTBIO Y MTALIHEHTOB C aHATOMHYECKOH nedopmaruen
MOJIOBOTO WieHa (YIJIOBOE HCKPHBIIEHHE, KaBEPHO3HbIH GuOpo3 mimm Gonesus lefiponn) Ui y
[ANMEHTOB ¢ IPEAPAacIONOKEHHOCTBIO K NpHANu3My (IIPH CEPIIOBUIHOKICTOUHOH aHEMHH,
MHOKECTBEHHOM MHEJIOME HIIH JIeHKEMHH).

Ipumenenue uneubumopos CYP3A4

CrietyeT NposBIIATH OCTOPOXKHOCTD IPH Ha3HAueHHH Tajanaduia nalueHTaM, UCrob3yomuM
unrudutopsl CYP3A4 (putoHaBup, CakBUHaBUP, KETOKOHA30J1, HTPAKOHA30JI U SPUTPOMHUIIUH),
[MOCKOJIBKY IPH COBMECTHOM IIPMMEHEHHH AHHBIX MpPEnapaToB HaOMIIOAAoCh MOBBIICHHE
snayennii AUC tananadpuia.

Ipenapam Kynuo 36 u Opyzue npenapamot Ons ie4enus. JpeKmunbHol oucehynkyuu
BesonacHoCTh 1 3¢ (eKTHBHOCTH KOMOMHALMIT Tajaaduia u IpyruX HHIHOUTOPOB ®J12-5 nin
JIPYTHX CPEJICTB TeUeH s IPEKTHIIbHOM THCHYHKIMH HE H3y4aanCh. [1anieHToB cieayer

MH(pOPMHUPOBATH, YTO MpHeM npenapara Kynua 36 B coyeTaHuu ¢ STUMH NpenapaTraMu
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HEKeJIaTelIeH.

Binsinne Ha cnocoOHOCTH YIPABJISITH TPAHCIOPTHBLIMH CPEJICTBAMH, MEXaHH3MaMHU.
Tananaguia OKa3bIBAET MHUHMMAIbHOE BIMSHME Ha CIHOCOOHOCTbH YNPABIATH TPAHCIOPTHBIM
cpeacTBOM M paboTtaTh ¢ MexaHu3mamu. Hecmorps Ha TO, 4YTO HacToTa BO3HHKHOBCHHA
TrOJIOBOKpYKeHHs Ha (oHe nprema Iutanedo u Tajanaduia oJMHAKOBA, B NEPHOJ NPUMCHCHHS
Taganaduia HeoOXOJUMO COOMIOAATh OCTOPOKHOCTH TIPH  YNPABICHWH TPAHCIOPTHRIMH
CPEeJCTBAMH ¥ MEXaHW3MaMH, 3aHATHAMH JIDyTHMH IOTCHIMAJBHO OINACHBIMK  BHIaMH
JESTeBHOCTH, TPEOYIOIMMH  TMOBBIIIEHHONH KOHICHTPAlMM — BHUMaHHS M OBICTPOTHI
TICUXOMOTOPHBIX peaKIui.

®opma BbIITyCKA

TabneTku, MOKPHITHIE MJIEHOUYHON 00071049KO0M, 20 MT.

[To 1 Tabnerke B 6xmctep u3 IIBX/TIBJIX/AL Io 1 unu 2, unu 4, niu 8 OIMCTEpOB BMECTE C
MHCTPYKIHEH 110 MEAUIIMHCKOMY IIPUMEHEHHUIO B KAPTOHHYIO Ma4Ky.

Yc/10BUSI XpaHEHUs

B cyxoM, 3aIIMIIEHHOM OT CBETa MeCTe, pH Temieparype He Boiie 25 °C.

XpaHUTb B HEJOCTYITHOM JUIs JIeTel mecTe!

Cpok roaHocTH

2 roza.

He npuMeHsITh 110 UCTEYEHUH CPOKA I'OTHOCTH.

Yceaosus ormycka

OTmyckaroT 1o peLenty.

Baajesien perucTpalHOHHOI0 y10CTOBEPEHHS

Kamuina ®apmacerotukan3 Jiumuren, Muams

Kamuna Kopnopeiit Kammyc, Capkemxk-/Ixonka Poyn, bxar, Axmenaban — 382210, I'ymxapar,
WUnnus

IIponsBoauTen

Kamuna ®apmacerotukan3 Jinmuren, Unaus

Vyacrok Ne 1389, Tpacan Poyn, Jlxoska - 382225, paiton: Axmena0ay, wrat I'yokapar, Wnust.
Plot No. 1389, Trasad Road, Dholka - 382225, District: Ahmedabad, Gujarat state, India.
Opranu3anusi, IPUHEMAIOMAs IPETEH3HH 0T NoTpeduTe IeH

[IpeACTABUTEILCTBO KOMIAHMM ¢ OTPaHHYeHHOM OTBeTcTBeHHOCThIO «Kammia dapmacioThKans
JIumureny (Muamst), r. Mocksa

117198, r. Mocksa, Jlenunckuit mpocnekt, 113/1, oduc 705C.
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Ten.: (495) 937-57-36, daxe: (499) 749-72-50.

JloroTun KoMnaHv¥ Ha aHTJIMHCKOM SI3BIKE

Menexep 1o perucTpanuu
JIEKapCTBEHHBIX CPE/ICTB

Kanuna ®@apmacerotukan3 Jlumuren, Muaaus

L /*

E.A. lIBeTkoBa
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