MHUHUCTEPCTBO 3IPABOOXPAHEHUS PECITYBJIMKH BEJIAPYCb
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HHCTPYKIIUA
(urdopMaLus ISl TALUEHTOB)
0 MeJHIMHCKOMY MPHMEHEHHIO JIEKaPCTBEHHOI0 CPEACTBA
CunaM>DH

[ToxanyiicTa, BHUMATEIBHO MPOYMTANTE 3Ty HHCTPYKIHUIO NIEpe] Ha4ajoM NpUemMa JICKapCTBa.

» CoxpaHUTe HHCTPYKLIHIO, OHA MOXET NOTpeGoBaThCS BHOBD.

* Eciiu y Bac Bo3HUK/IM BOIIPOCHI, 0OpaTuTech kK BaleMy fevaemy Bpady.

*DTO JIeKapCcTBO Ha3HaueHo Ju4yHO Bam. Ero He crnenyer nepenaBaTh IPYIHMM JIKOJSIM,
MOCKOJIBKY OHO MOJXET IPHYHHHTEL MM BpeJ JJaXe NMPH HATMYMH Y HUX CXOXKHX CHUMIITOMOB.

Toprosoe nazpanne: CunaM>OH

MexayHapo/Hoe HelaTeHTOBaAHHOE Ha3BanHe: Tananadun (tadalafil)

®opma BbIycKa: TaOJIETKH, MOKPHIThIE 000I0YKO

CocTaB: oHa TabJeTKa COAEPIKUT:

akmuenoe seujecmso: Taganaduna 5 mr umm 20 mr;

6CnOMO2amenbHble  eeujecmeéqa:  JIAKTO3bl  MOHOTHJApAT,  KpockapMmesuio3a  HaTpud,
TUIPOKCUIIPONKIILEIUIION03a, nonokcamep Kolliphor P188 micro, natpus naypuicynbdar,
MarHus creapaT, MUKpPOKPHCTAUIMYECKAs LEUTI003a;

cocmae 060104KY: THAPOKCUIPONHIMETUIILEIUTION03a, TOMUITHIIEHITIMKOb (MAaKpOro), Kalus
amomunus cummkar (E 555), tutana gquokeun (E171), okcnp xenesa kpacusiid (E172).
Onucanme:

JlozupoBka 5 Mr: TaONEeTKH KpyrJible IBOSKOBBINYKJbIE, MOKPBITHIE 000JO0YKOH 30J0THCTO-
KEJITOro IBETA, C PUCKOM Ha OJJHON CTOPOHE, MO3BOJIAIOLICH pa3AenuTh TabjIeTKy MoMmoJaMm.
Jlo3upoBka 20 Mr: TaGleTKH OBajJbHBbIC IBOSKOBBIIYKJIbIE, MOKPHIThIE 000JIOYKOH 30J0THCTO-
JKEJITOTO 1IBETA, C PUCKOI Ha OJIHOM CTOPOHE, [103BOJISIONIEH pa3AeauTh TabJIETKY MONoJIaM.

dapmakoTrepaneBTu4ueckas rpynna: CpeactBa Ui JICYEHUS YpPOJOTHYECKHX 3a00J€BaHMH.

CpenctBa, mpuMeHsieMbIe IIPU APEKTUIBHOM JUCHYHKIIMH.
Koa ATX: GO4BEOS8

dapmMako10ruuecKne cBoiicTBa

Tapanapun  sgBnsercs  oOpaTHMMBIM ~ CEJEKTHMBHBIM ~ HHTHOMTOpPOM  crieyuduyeckoi
dochomuscrepaszsr tuna S (PJID5) — mukMyeckoro ryasosuaMmonodocgara (ul M®). Koraa
CEKCyalbHas CTUMYJIALUA BbI3BIBAET MECTHOE BBICBOOOXKIEHHE OKCHIA a30Ta, HHrHOMpOBaHUE
®JIO5 TaganadunoM BeIET K MOBBILEHHIO ypoBHel I M® B kaBepHO3HOM Telie MOJIOBOTO
yjneHa. CJeICTBHEM 3TOTO SIBJISETCS peNlaKcalMs TIAJAKHX MBI apTepuii U NPUTOK KPOBH K
TKaHsSM [0JIOBOTO WIEHA, YTO W BbI3bIBaeT 3pekuuio. Tamanadun He okas3biBaeT dddexra B
OTCYTCTBHH CEKCYAIBHOIO CTUMYJIHPOBAHUSI.

Binsune unrubuposanus ®J135 Ha koHueHrpanuio ul M@ B kaBepHO3HOM Telsle HaOIOAAETCS
TaKXe B MIAAKHX MBIIAX MPEACTATEIbHON XeJe3bl, MOYEBOrO Ny3bIpd U MX KPOBEHOCHBIX
cocynax. PasBuBaroleecs BCIEACTBHE JTOr0 pacciiabjieHHe COCYAOB YBEIHYHBAET nepy3uio
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KPOBH, 4YTO MOXEeT SBIATBCS MEXAaHA3MOM YMCHBIICHHA BBIPOKCHHOCTH CHMITOMOB
NOOPOKAYECTBEHHOM THIIEPIUIa3MM  LPEACTATENBHON  KETIE3hI (ArPK). 9t cocyaucTble
3¢ (peKThl MOTyT JOMOIHATHCS MHIHOMPOBAHHEM aKTUBHOCTH ad)epeHTHBIX HEPBOB MOHEBOIO
My3bIps U pacciablieHneM MIafKoi MyCKyJIaTypbl IIPECTATEIbHOM JKENIE3bl U MOYEBOTO My3bIpA.
VceeoBaHus in vitro MOKAa3aiy, YTO TafaNauI ABJIAETCS CeNeKTHBHBIM HHruouTopom OJ195,
depmenTa, OOGHApPYKEHHOTO B IJaJKHX MBIIINAX KaBCPHO3HOro Tena, B [IAAKHX MBIIILAX
COCYIOB BHYTPEHHHX OpPTaHOB, B CKEJCTHBIX MBIIINAX, TPOMOOUMTAX, MOYKAX, JETKUX H
modxeuke. Jleiictue Tamanapuiaa Ha DJID5 sapnserca OGojiee aKTUBHBIM, Y€M Ha Jpyrue
dochommscrepassl. Tamanadun B 10000 pas Gonee akTiBeH B oTHOmeHHH PJID5, yem B
otHomennn ®JID1, ®JI122 u ®/ID4, KOTOpPHIE JIOKATU3YIOTCS B CEpALE, TOJIOBHOM MO3IE,
KPOBEHOCHBIX COCyJax, TedYeHH W B Apyrux opranax. Tamanapun B 10 000 pa3 aktuBHee
onokupyet /195, yem PJID3 - pepMeHT, KOTOPBIH OOHAPYKUBAETCS B CEPALE H KPOBCHOCHBIX
cocyaax. JTa ceneKTHBHOCTH B oTHowenud O35 mo cpapuenmio ¢ ®JID3 umeer Gonbloe
3HaueHHe, NOocKoIbKy ®JID3 spiusercs hepMeHTOM, NPUHMUMAIOLIMM y4YacTHE B COKPALICHHH
cepaeuHoil mpuuusl. Kpome toro, tananadun npumepro B 700 pa3 akTUBHEE B OTHOLICHHH
®J1D5, uem B ortHouieHud D6, depmeHTa, BBIABICHHOIO B CETYATKC H SABJIAIOLIETOCS
OTBETCTBEHHBIM 3a (oTtonepeaauy. Tanamadun taxxe npossiser aeiicteue B 10000 pas Gozee
motHoe B oTHomennu ®J]D5 B cpaBHennu ¢ ero pausaueM Ha OID7-OJ1D10.

Knunuyeckas sgpgpexmuenocme u 6e3onacnocmeo

Pe3ynbTaThl TpeX KIMHHYECKUX HMCCIIENOBaHMii Tajanauia, nmpoBeleHHBIX ¢ yyactueM 1054
Nal{EHTOB, POJAEMOHCTPHPOBAIN YIy4YIIEHHE 3PEKIUH H BO3MOXXHOCTD IIPOBEJCHHS 110JI0BOrO
aKTa B TeueHMe 36 yacoB M mpossieHue 3¢ddexTa yxe yepes 16 MUHYT mocie npueMa 036l B
CpaBHEHHH ¢ IU1anedo.

Tananadun, BBEJCHHBIH 3J0POBBIM HOGPOBOJNBLAM, HE BBI3BIBAN CYUIECTBEHHBIX M3MCHCHHH
CHCTOJIMYECKOTO M JHACTOJHYECKOTO apTepUabHOIO JABJIEHHs IO CPaBHEHHIO C Iiaunebo B
TIOJIOXKEHHH JIeXa Ha cOMHE (CpefiHee MakcUMalbHOe CHIDKeHHe cocTapiseT 1,6/0,8 MM pT.cT.,
COOTBETCTBEHHO) ¥ B INOJIOXKEHHH CTOs (CpeaHee MakcHManbHoe cHkenue 0,2/4,6 MM pT.CT.,
COOTBETCTBEHHO), HE MNPUBOAWI K CYIIECTBEHHOMY H3MEHEHHIO 4YacTOThl CEpACYHBIX
COKpaLEHUH.

B nccie1oBaHMM ¢ HCIIONB30BAHHEM TECTA OLIEHKH IBeToBoro Bocnpustus Farnsworth-Munsell
100-hue 6bU0 OOHapyxeHo, 4YTO Taganapuyn He yXyAlWlaeT pacrno3HaBaHHE LIBETOB
(cuHumit/3enenslii). B xone kIMHHMYecKMX wucciepoBaHuii peako (<0,1%) coobuanoch 00
HN3MEHEHHUSIX B Paclio3HaBaHUHU L[BETOB.

BbUIO IpPOBENEHO TPH KIHHMYECKUX MCCIIEOBAHUS C YYaCTHEM MYXKYMH C IEJbIO OLEHKH
NOTEHLHAJILHOTO BIMSHUA Ha cliepMaTtoreHes tazanaduia B go3e 10 Mr (oaHO Hcciae0BaHHE
TIPOOJKHTENBHOCTEIO 6 MecsaueB) U 20 Mr (OJHO HCC/IEOBaHHE IIPOAOJIKUTENLHOCTBIO 6
MECHIEB M OJJHO — 9 MecaleB) IpH YacToTe npuema 1 pa3 B cyTku. B xoze aByx uccnenoBanui
HaOOJAN0Ch KIMHMYECKH HE3HAaYMMOE CHIDKEHHME KOJMYECTBA  CIIEpMATO30MAOB U
KOHIICHTpAllMH CIEPMBI, HE CBjI3aHHOE C M3MECHEHHAMHM [PYrMX [apaMeTpoB, TaKHX Kak
NOJBHXHOCTh  CIIEPMATO30MI0B, MOpJonoruss H ypoBeHb (OJIMKYIOCTHMYIIAPYIOIIETO
FOPMOHA B KPOBH. :

IHoxa3zanusi K NPUMEHEHHIO

Jleyenue >peKTUIBHON AUCHYHKIMH Y B3pOCIIBIX MY>KYHH.

Ipenapar >¢¢exTuBeH Npyu HATMYUH CEKCYAIbHOH CTHMYJIAIHMH.

JleueHre CUMITOMOB NOOPOKAYECTBEHHOW THIIEPIIA3MU [PEACTATENbHOM JKEIe3bl y B3POCIBIX
MYXYHH (I03UPOBKA 5 MT).

CunaMDH He nokxa3aH A/ IPUMEHEHHS Y KEHIIMH.

Cnoco6 npuMeHeHHs U 1035l
Ta6neTky NPUHUMAIOT BHYTPh HE3aBUCHMO OT NPUEMA MULIH.
Jleuenue spexmunvHOU OUCPHYHKYUU Y 3POCIBIX MYHCHUH
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PexomeHznyemast jo3a coctapiser 10 Mr mepel NMPEANoaraeMoil CeKcyalbHOH aKTHBHOCTBIO
HE3aBMCMMO OT npuéma mumy. IlauuentaM, y KoTopbix Tajanaduin B gose 10 Mr He xaet
agexkBaTHOro 3¢ dexTa, MOXKHO MPUMEHATE 103y 20 MT.

Ilpenapar cieayeT MPUHUMATh KaKk MUHAMYM 3a 30 MHHYT 10 IpeanonaracMoi CeKCyaJIbHOM
AKTUBHOCTH. MakcuMaJlbHas PEKOMEHIOBaHHAs YacTOTa pHeMa - OJIMH pa3 B CYyTKH.
Tanana¢pun B nozax 10 mr m 20 Mr HazHayaeTcs AJisl TIPUMEHCHHS MEpCl npeanonaracMou
CeKCyabHOW aKTHBHOCTBIO H HE PEKOMEH/IOBAH JUIS HENPEPBIBHOIO €XXETHEBHOTO MPUMEHCHHS.
VY [auueHToB, IUIAHMPYIOUIMX 4acToe NpUMEHeHHe Tajanapuna (He pexe 2 pas B HEJCIIO),
MOXeT ObITh LENecoo0pa3HbIM PEeXMM €XEIHCBHOTO NpHeMa Tajanaguna B HU3KOH J03€ Ha
OCHOBaHHH BBIOOpa MAaLIUEHTa U PELICHHs Bpaya.

Jlnsi eXeIHEBHOro MpUMEHEHHs DEKOMEHIOBaHHas [03a COCTaBiseT 5 Mr 1 pa3 B CYTKHM
NPUOIH3NTENEHO B OJMHAKOBOE Bpems. Jlo3y MOXHO CHM3MTH 10 2,5 Mr 1 pa3 B CyTkd B
3aBUCHMMOCTH OT UHIUBHAYAIBHOM IEPEHOCUMOCTH.

CreyeTr nepuoANYeCcKH POBOJUTH MOBTOPHYIO OLEHKY 11e1eC000pa3sHOCTH MPOAODKHTEILHOTO
€)XKETHEBHOTO IIPUMEHEHMS.

VnotpebieHne aKoroJisi MOXET HOBJIHATE Ha Ballly CIOCOOHOCTb JOCTUraTh SPEKIHH, IOITOMY
crenyeT u3beraTh Ype3MepHOro ynorpebienus ankorons npy npueme CunaM3OHa.

Jleuenue cumnmomos 0obpokavecmeennoil 2unepniaszuu npedcmamenshoti xcenesvl (JITDK) y
83DOCTILIX MYIHCHUH

PexoMmeHyemas 103a cocTaBisgeT 5 Mr 1 pa3 B CyTKU NpPUOIM3UTENBHO B OJAWHAKOBOE BPEMH,
HE3aBHCHMO OT TpuéMa mummi. Jlns B3pocisix MyxuuH ¢ JIITDK u spexTribHo# auchyHKuue
peKoMeHyeMas /103a TaKXKe COCTaBisieT 5 Mr 1 pa3 B CyTKH NpUOJIM3UTENIBHO B OJMHAKOBOE
Bpems. ITanmenTam, nnoxo nepenocsiumM jevenne JI'TDK taganapunom B gose 5 mr, cienyer
PaccMOTpETH BOIPOC 06 albTEPHATHUBHOM TeparuH, 10cKoIbKY dddextuBHocTs nevenus AITDK
tazanadpuioM B 03¢ 2,5 Mr He ObliIa MOKa3aHa.

OmoenvHbie epynnbl NAYUeHMos

Myorcuunwvr nodxcunozo 6ospacma

Koppekiius 10361 npenapara He TpebyeTcs.

Myocuuner ¢ napywenuem ¢ynkyuu noyex

Koppekuuss 103l mpenapata y MalUEHTOB ¢ JIETKAMH WM YMEPEHHbIMH HapyUICHUSAMH
dynxuuu mouex He Tpebyerca. I[N MAUMEHTOB C TSDKENBIMH HapyLICHHAMH (QYHKUMH MOYEK
MaKcUMaJIbHas peKOMEHI0BaHHas J103a cocTapiseT 10 mr.

ExxenHeBHOE NpuUMeEHeHHe Tajaladmia B o3¢ 2,5 MI WIH 5 M Ui JIeYeHHs JI'TDK
SPEKTHILHOM JUCHYHKIMH HE PEKOMEH/IYETCs IALMEHTaM ¢ TSHKEIBIMH HApYLUIEHUAMH QYHKLAHU
MOYeK.

Myoicuunel ¢ napywenuem ynkyuu nevenu

JIist iedeHust SpeKTUIbHON AMcYHKIMH PeKOMEHOBaHHas 03a Tpenapara coctapiseT 10 mr
nepe] NpeAroNaraeMoil CeKCyalbHOM akTHBHOCTBIO, HE3aBUCHMO OT NpuéMa muuin. ITockoabKy
JaHHBIE 110 O€30MacHOCTH Ha3HAYeHMs [perapara MaLMEHTaM C TsDKEJbIM HapylIEHHEM
¢yuxuuu nevenu (kaacc C no Yaiina-IIsi0) orpaHuyensl, Bpady CielyeT TLIATENbHO OLCHHTH
COOTHOILIEHHE «I0JIb3a-PHCK» NpHeMa mpenapara npu HasHadeHnd CunaMOHa naumeHTam
naHHo# rpynmel. Het gaHHBIX O NpUMEHEHHH Npenapata B 7jo3€ Bbilie 10 Mr y manueHToB C
HapylIieHHueM (QyHKIUH e4eHH.

Exennesnoe npuMenenue s jiedenns JJITDK nin spekTiiibHOH 1MCHYHKUHMH HE H3Y4alloCh Y
HNAlHEeHTOB C HapyleHHeM (YHKIMH I[E€YEHH, MO3TOMY Bpady CleAyeT TILATEIbHO OLEHUTh
COOTHOMICHHE «I0JIb3a-PHCK» MpHUeMa Mpernapara npu HasHauyeHun CunaMOHa.

Myacuunvi ¢ caxapreim ouabemom

Koppekuus 10351 npenapara He TpeOyeTcs.

Jemu

IIpenapar He MokasaH Ui IpUMeHeHus y Aeteit. besonacHocTh ¥ 30 GHEKTHBHOCTE IPUMEHEHHS
Tafianaduiaa y AeTel U HoApOCTKOB (B Bo3pacTe 0 18 jieT) He yCTaHOBICHDI.



[To604Hoe aelicTBHE
HamnboJsiee 4acTo OTMEYaeMBIMH HEXEJIaTeIbHBIMH PEAKLUAMH Yy MAUHCHTOB, MPHHHUMAIOMIHUX
Taganadun Ui JledeHus dpexTriabHoi auchynkuun unn JUTDK, sBisioTcs rosoBHas 60J1b,
MUCIIENCUs, 00Jb B CIIMHE, MHMAITHs, YacTOTa BO3HUKHOBEHHS KOTOPBIX YBEJIMYHMBACTCS MPH
MOBBILIEHUH HO03BI Tpenapara. HexenaTeibHble PeaklHH, O KOTOPBIX COOOWIANOCEH, OBUIM
OGBIYHO TPAH3UTOPHBIMM W, B OCHOBHOM, HE3HAYMTEIbHOHW MJIM YMEPEHHOH BBIPAXKEHHOCTH.
BOJIBIIMHCTBO ClydaeB Pa3sBUTHSA IOJOBHOM 60JM OTMEYANOCh HpH NpHeMe Tajaiapuia 1 pas B
CyTKHU B TeueHue nepBbix 10-30 quei mocie Hayasa JeUCHHs.
[ToGouHbIE peakuuH MPEACTABIEHBI 10 KJaccaM CHCTEM OPraHOB M 4acTOTE€ BO3HHUKHOBEHHS:
o4yeHs yacto (> 1/10); wacto (>1/100, o < 1/10); Hewacto (=1/1000, HO < 1/100); peako
(>1/10000, Ho <1/1000); ouens peaxo (<1/10000). [Ipx npumeHeHnH Tananaduia BO3MOMKHBI
clieAyIole MoOOYHbIE PEaKIMH:
Hapywenus co cmoponvl UMMYHHOU CUCMeMbl: HEYaCTO — PEaKUMH TUIEpYyBCTBUTEIBHOCTH;
PEIIKO — aHTHOHEBPOTHYECKH OTeK".
Hapywienuss co cmopoHbl HepeHOU cucmembl: YacTo — TojoBHas 00ib; HE4YacTto —
rOJIOBOKPY)KE€HUE; PEIKO — MHCYNBT' (BK/IIOYAs TeMOpparuyeckue sBIEHHs), OOGMOpOK,
TPAH3UTOPHBIEC UILIEMUYECKHE aTaKu', MUrpeHs’, CyJOpOTH, TPaH3UTOPHAs AMHE3US.
Hapywienus co cmoponbl opzana 3penus: HEYacTo — HEYeTKOCTb 3peHHs, ollyllenue 601y B
riasax; peako — JjaedekTbl MOoJs 3peHus, OTEeK BeEK, KOHBIOHKTHBA/ILHAS runepeMus,
HeapTepHalbHas NEPEeHss HIIEMHUYECKast ONTHYECKasd HeHponaTHs (HAHI/IOH) OKKJIFO3US BEH
ceTyaTKH’.
Hapywenus co cmoponvl opeanoé cnyxa u 1abupuHmHivle Hapywienus: He4acTo — 3BOH B ylIax;
penKo — BHe3aIHas [oTeps CilyXa.
Hapywenus. co cmoponbl cepdya': HeyacTo — Taxukapaus, cep/iebuenue; peako — HHPapKT
MHOKapJia, HeCTaGHIIbHAs CTEHOKAP/HA~, BEHTPHKY/IAPHAS APUTMHS .
Hapywenus co cmoponwvi cocy008: 4acTo — NPHIIUBBL; HEYACTO — THIOTEH3Hs, THIIEPTEH3HS.
Hapywenus co cmopoHbi ObiIXxameabHOU CUCMEMbl, OP2AHO8 2PYOHOU KIemKU U CPeOOCmeHUs:
YacTo — 3aJI0XKEHHOCTh HOCA; HEYACTO — OJIbIIIKA, HOCOBOE KPOBOTCUEHHE.
Hapywenus co cmoponbl  J#CenyOOYHO-KUWEYHO20 — mpakma: 4acto —  JUCIEINcHs,
racTpo33odareaibHblil pedrokc; HeyacTo — 60k B )KHBOTE.
Hapywenus co cmoponbl KOXCHbIX NOKPOB06 U HNOOKOJCHbIX MKAaHeu: HEYaCTo — ChIlb,
TMIEpruapo3 (yCUIEHHOE IIOTOBBUIENIEHHE); DPEAKO — KpamuBHMLA, cuHApoM CrHBeHCa-
JlxoHcoHa”, 5KChOTMATHBHBIN AepMaTHT’.
Hapywenusi co cmoponsl CKelemHo-MblueyHol U COeOUHUMENbHOU MKaHU: 4acTo — 0onb B
CHHUHE, MUAIITHS, 00JIb B KOHEYHOCTSIX.
Hapywenus co cmoponbl noyex u Mo4esbigo0sauux nymeu: HE4aCTo — reMaTypusl.
Hapywenus co cmoponsl noiogwix 0p2ano8 u MONOYHOU Jcelle3bl: HEUacTo — KZPOBOTe'-leHI/Ie u3
II0JIOBOr'O WIEHAa, FEMOCIIEPMHUS; PEAKO — MPOJIOrMPOBaHHAA IPEKIUS, IPHATTA3M .
Ob6wue paccmpoucmea u HapywieHus 6 Mecme 66e0eHus: HedyacTo — Oonb B rpyan'; peaxo —
OTeK JIMLa’, BHE3aIHAs KOPOHAPHAA CMEPTh ™.

I GoNBLIMHCTBO NMAMEHTOB, Y KOTOPHIX HAGMIOJATMCH TAKHE MOGOYHbIE PEaKUMH, HMENH

AKTOPBI PHCKA CO CTOPOHBI CEPIEYHO-COCYAUCTON CHUCTEMBI;

— mno0OOYHBIE pEeaKklHH, BbIABIEHHbIC B XOJ€ IOCTMAapKETHHIOBBIX HCCIICAOBAHHWHA, HE
HaOJTI0AATKCh BO BpeMs IIale00-KOHTPOJIHPYEMbIX KITMHUYECKHX HCCIIEIOBAHMM;
3 _ yame cooGmanoch B cilydae IPUMEHEHHs Tajataduia COBMECTHO C AaHTHIMIIEPTEH3MBHBIMHU
CPEICTBAMH.
Onucanue omoenbHbIX NOOOYHBIX Peakyuil
Coo61manocs 0 HeCKOJBKO 6oJblell pacnpocTpaneHHOCTH HapymeHuit OKI', B mepByio ovepeab
0 CHHYCOBOH OpajuKapavH, Y NaMHEHTOB, KOTOPbIE NOJNy4aiy Tafanadui oauH pa3 B ICHB, 110
CPaBHEHMIO C MAIMEHTaMH, KOTOpble MPUHAMAIHU UIanebo. BoNbIIMHCTBO M3 9THX HapyIICHHH
OKI He 6bUIH CBSA3aHbI ¢ TOOOYHBIMH PEaKIUAMH.
Omoenvhbie epynnol NAYUueHmoe



JlaHHble OTHOCHTENHHO NpUMEHeHHs Tajaladuia y INalMeHToB crapme 65 et B Xone
KIMHMYECKMX WCCIEJOBAHMM U1 JICYEHHs OPEKTUIbHOW JUCOYHKLUHMH oOrpaHd4eHbl. B
KIMHAYECKUX HCIBITAHUsAX IpH Npueme Tajaiaduna B Jo3e 5 Mr 1 pa3 B CYTKH [UIA JIEUCHHs
JII'TDK o pa3sBUTUM TOJIOBOKPYXEGHHS H JIMApeH 4aule cooOIasoch OT NalMEHTOB CTaplie 75
neT.

Ecau nto6vle u3 yKa3auHvlX 6 UHCHPYKUUU NOGOYHBIX Ihhekmog ycyzybaaiomca, unu But
3amemunu n06Gvie Opyzue noGouHble IPdhexmsl, He YKAZAHHbIE 6 UHCMPYKYUU, COOOUUME 00
Imom Bawemy neuauiemy spauy.

IIpoTuBONOKa3aHHusA

- TOBBINICHHAs 4YyBCTBHTEJIBHOCTh K Tajasaduily HIH K JIOOOMY [IpYyroMy KOMIIOHEHTY
npemnapara,

- Ttaganagun obnamaeT CHOCOOHOCTBIO YCHJIMBATh THIOTEH3MBHBIA 3((EeKT HUTPATOB.
CuMTaeTcs, YTO 3TO SBISETCA CJIEJCTBHEM COYETAHHOrO BIHSHUA 3(P(EKTOB HUTPATOB H
Taganaduna Ha nyte NO/ul'M®. Takum o6Gpa3om, NpuMeHeHHe Taaanaduna npoTHBOIOKA3aHO
TNalMEeHTaM, KOTOphIE TIPUMEHSIOT OPraHUYECKHe HUTpPATHI B 00O# JIeKapcTBEHHOMH (opMme;

- Tajanadgui He clefyeT NPUMEHATh MYXYHHAM C TaKMMM 3a00JieBaHMSIMH Cepaua, IpH
KOTOPBIX CEKCyajlbHas aKTHMBHOCTh HE pEKOMEHJO0BaHa. Bpauam clienyeT y4uThIBaTh
IIOTEHIHANBHBIA PHUCK OCIO)KHEHUH NPH CEKCYaJIbHOM aKTHBHOCTH Y NAlUEHTOB € CEPACUHO-
COCYAUCTBHIMHU 3a00JIEBAHUSMH.

Taganagun npoTHBONOKa3aH CIEAYIOIMM TIpyNNaM IMalUeHTOB € CepAe4HO-COCYAHCTBIMH
3a60s1eBaHUSIMHU:

* manMeHTs! B TeueHue 90 aHeit nocne uHpapKkTa MUOKap/a;

* NAlUEHTHl C HeCTaOHILHOM CTEHOKapAuWeidl WM CTeHOKapIued, BO3HHMKAIOLIEH BO BpeMs
HOJIOBOTO aKTa;

* NMAIMEHTHI C CEpJEYHON HEA0CTaTOYHOCTBIO Kiacca 2 M Bbime 1o kiaccupuxanuun NYHA,
pa3BUBIIEICS B TE€YEHHE MMOCIEIHNX O MECALIEB;

* MAIMEHTHI C HEKOHTPOJIMPYEMOH apuTMHEi, apTepraibHOi runotTensueit (< 90/50 mm prt. cT.)
WM HEKOHTPOJIUPYEMOIi apTepUaIbHONH MMIIEPTEH3UEH;

* NAIIMEHTHI C HHCYJILTOM, NIEPEHECEHHBIM B TEUEHUE NMOCIEAHUX 6 MECSLIEB.

- Ttaganapu MPOTHBOIMOKA3aH IMAllMEHTaM, IOTEPABLIMM 3pEHME Ha OQHOM Trja3y u3-3a
HeapTepHabHON IepenHell MmeMudeckodl onrtudeckod Helipomatun (HAITMOH), BHe
3aBHCHMOCTH OT CBs3U ¢ mpueMoM uHruoutopoB ®JIES;

- OHOBpeMeHHOe npuMeHeHne uHruburopoB ®JIES, Brimoyas Taganagui, O CTUMYISATOpaMU
ryYaHHJIATIMKIa3bl, TAKUMH KaK PHUOLUTYaT, NMPOTHBOINOKAa3aHO B CBA3H C PHUCKOM Da3BUTHSA
CUMITOMATUYECKOH THIIOTEH3UH.

Ilepeno3upoBka

IIpu npueme 6Gonvuieii, 4em RPORUCAHO 8PAYOM, 003bl JleKApPCMEa ciedyem HeMeOo/leHHO
06pamumbCA K CREYUANIUCMAM OJIA OKA3AHUA C80EBPEMEHHOI MeOUUUHCKOU nomouiu!

IIpu oaHOKpaTHOM MpHEME 3I0POBBIMH J0OpOBOJBLAMHK Tajganaduna B go3e 10 500 mMr v mpu
MHOTOKPATHOM MpHMEHEHHH B 103aX A0 100 Mr/CyTKH y NalMEHTOB HEXeNaTeabHble 3QHEKThI
ObUIM TaKue ke, KaK IPHU HCIIOJIb30BaHUH O0s1ee HU3KUX 103.

B cnydae nepeno3upoBky HEOOXOAWUMO MPOBOJAUTH CTAHAAPTHOE CUMITOMATHYECKOE JICUCHHE.
IIpu remoananuse Taganagul BEIBOAUTCA HE3HAUUTEIBHO.

B3zaumozeiicTBHe ¢ APYruMH J1eKAPCTBEHHBIMH CPeACTBAMH

HccnenoBaHus NEKApCTBEHHBIX B3aMMOJIEHCTBUI HPOBOAMIOCH JUIS JIO3MPOBOK Tajaiapuia
10 Mr w/mmu 20 Mr, Kak ykasaHo Hmxe. KIIMHHYECKHM 3HAa4MMOE B3aUMOJEHCTBHE MpU
IPUMEHEHHH BBICOKMX 03 Tajajaduia He MOXeT ObIThb HCKIIIOYEHO, €CIM TaKoBOE
Ha0J1r01JI0Ch IIpU IPUMEHEeHUH Taaataduia B 1o3e 10 mr.

Bruanue opyeux npenapamos na maoanagun



Huzubumopwr yumoxpoma CYP450

Taganadua B OCHOBHOM MeTaGOIM3MpYeTCs ¢ ydacTHeMm ¢(epMeHTa CYP3A4. CenekTHBHbIA
naruburop CYP3A4, xerokonason (200 mr B CYTKH), YBEIHYMBAl OSKCIO3ULHIO (AUC)
tananapuia (10 mr) B 2 pasza H Cpax Ha 15% OTHOCHTENIBLHO sHaueHud AUC n Cpax TOJIBKO 1S
omuoro Taganapuna. Keroxonaszon (400 mr B cyTkn) yBenuansan AUC taganagpuna (20 mr) B 4
pasa u Cpax Ha 22%. PutoHaBup, HHrMOMTOp NpoTEas, (200 Mr aBa pa3a B CyTKH), SBJISIOLIHHACS
unruéutopom CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ysennuuBaeT AUC Ttaganadpuna B 2
paza 6e3 m3MeHeHHs Cpa. HecMOTps Ha To, uTo creuupuyecKue B3aMMOJECHCTBHS HE
M3y4aliCh, MOKHO IIPEINOTIOXKUTE, YTO IIPU COBMECTHOM NPUMEHEHHM APYTHC HHTHOUTOPBI
mporea3s, KaK HalpUMep CaKBUHaBMp, a Takke jpyrue uuruburopsr CYP3A4, Takue kak
SPUTPOMMIIMH, KJIAPUTPOMMIHMH, HTPaKkoHa3oJl M  IpedindpyToBbIA  COK  MOBBIIAIOT
KOHLIEHTPALHKIO Tagaiaduia B M1a3Me, MO3TOMY UX Cle/lyeT NPUMEHATE C OCTOPOXKHOCTBIO. Kak
CJIeICTBHE, MOXKET MOBBILIATECS YaCTOTA BOSHUKHOBEHHS TIOOOUHBIX PEaKIAH.

Tpancnopmepui

BiMsiHHE TPAHCIIOPTEPOB, HANpPHMEp pP-TIMKONPOTEMHOB, HA pacnpelesieHue Tajanaduia
HeW3BeCTHO. TakhuM 00pa3oM, CyIIECTBYET BEPOATHOCTH JICKAPCTBEHHOrO B3aWMOICHCTBUA,
OIIOCPEJOBAaHHOTO HHIHOMPOBAaHHEM TPAHCIIOPTEPOB.

Hnoyxmopuer yumoxpoma CYP450

CenextuBHblii uHayktop CYP3A4, pudammuuun, cumwkan AUC Ttananapuna Ha 88%
otnocutensio AUC tonpko mns oxHoro taganadpmia (10 Mr). MoXHO NpPEAnonoXuTh, YTO
TAaKOC yMEHBLICHHE OKCIIO3MIHME TMpPHBENET K CHIDKEHHIO 3(dekTHBHOCTH Tananapuia.
ComnyTcTBylolee NpHMeHenue Apyrux uHmyktopoB CYP3A4, Takux kak ¢enobapburan,
deHnTONH M Kap6aMaselnH, TAK)Ke MOXKET CHIKATh KOHIIEHTPAIHMIO Tajaladuia B IiasMe.
Buusanue madanagpunra na opyue npenapamul

Humpamui

B xoxe KIMHHYeCKUX uccieaoBanuit Taganapua (5 mr, 10 mr, 20 Mr) nposiBsi CoCoOHOCTh
YCHJIMBATh IMIOTEH3UBHBbIE >pdekThl HuTpaToB. TakuM 06pa3oM, MpUMEHEHHE Tajanaduia y
NALHEHTOB, KOTOpbIE MOJYYAlOT JeYeHHE OpPraHMYecKMMHM HMTpaTamMH B oboil dopme
IIPOTHBOIIOKA3aHo. Eciy 71s TanuenTa, KOTOpOMY Ha3sHadeH Taganadui B moboi moze (2,5 —
20 Mr), IPUMEHEHHE HUTPATOB SBISETCS MEIMLHUHCKOH HEOOXOAMMOCTBIO MPH YrpOXaloLIEM
IS XKU3HH COCTOSHHMM, TO INepeli NMPHMEHEHHEM MpernapaToB HHTPATOB JODKHO MPOMTH He
MeHee yeM 48 yacoB mocie nocieanero npuema CunmaMOHa. B takoM ciyyae mpuMEHEHHE
HUTPATOB AO/DKHO TPOUCXOJUTH IOJ MEAUIMHCKAM HaOJIIOIEHHeM C  HaLIekKalluM
MOHHMTOPHHIOM IéMOJMHAMHUYECKUX MOKa3aTeie.

Anmuzunepmensuenbie cpedcmsa (8k1104as OIOKAMOPLL KATbYUEEHIX KAHAL08)

Bo BpeMsi COBMECTHOro HasHaueHHs Tajanaduia (B JO3MPOBKE 5 MI €XKEAHEBHO WM B BHJE
pa3oBoii 1036l M0 20 Mr) ¢ 60KaTopoM aiba-aJpeHOpPElenTOPOB JOKCa303MHOM (4-8 MT B
CYTKM) HabMIOAaloCch 3HAYMTEILHOE YCHJIEHHE [HMIIOTeH3MBHOro 3(ddekra mocneganHero. IToT
a¢dexT mmuTes 10 12 4acoB U MOXKET NMPOSIBIATLCSA OTACIbHBIMH CHMIITOMaMH, B TOM 4UCIIE B
BHUJIE TOJI0BOKpYxeHHs. Takas koMOHHaIMs IPpENapaToB HE PEKOMEHAYETCS [T IPUMEHECHUS.

B xome umccienoBaHMii B3aMMOJEHCTBUS C y4acTHEM OrpPaHHYEHHOIO KOJIMYECTBA 3/I0POBBIX
J0OpOBOJIBIIEB HE COOOIIATIOCH O BBIIEYKa3aHHBIX 3((eKTax NPH COBMECTHOM NPHUMEHEHUH C
andy3o3uHOM UMM Tamcyjo3uHoM. Clelyer ¢ OCTOPOXXHOCTBIO HazHadaTh Tajagaduil
HalMeHTaM, KOTOPBIE MOJIyYaloT JieueHHe OokaTtopaMu aib(a-aIpeHOPeLenTopoB, 0COOEHHO
JIMIaM HOXWIOro Bo3pacta. JledeHuwe cieyeT HauyMHATh C MHUHHMAIBHOH JO3UPOBKH H
NIOCTENEHHO YBEJIMYMBATh A03Y.

B xoxme HcciaenoBaHMil KIMHHYECKOHW (apMakoJMHAMHMKK M3ydajics NOTeHUMal Tajaladuia
YCHJINBATh THIIOTEH3UBHBIE () ()EeKTH aHTUTUIIEPTEH3UBHBIX CPEACTB. Micce10BauCh OCHOBHBIC
KJIACChl AHTHTHIECPTEH3HBHBIX CPEACTB: OJIOKATOpbl KalbLHMEBBIX KaHAIOB (aMIIOIHUIHH),
uHrubuTopsl  AII®  (snananpwui), OGnokartopbl —0GeTa-apeHOPENENTOPOB  (METOMpOION),
THa3umHble quypeTHkH (Genapodiyasua) U 610KaTOphl penenTopoB anrnotensuta I (oraensHo
WM B KOMOMHAUMM C THA3HAHBIMH JUYpPETHKaMH, OJOKaTOpaMM KallbLIUCBBIX KaHAIOB,
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GnokaTopamMu  OeTa-agpeHOpenenTopoB W/man  Ookaropamu anbda-aJpeHOPENEHTOPOB).
Taganadun (8 no3e 10 Mr, KpOMe MCCIIEAOBaHMI B3aUMOIEHCTBUS ¢ 60KaTOpaMH PELEHTOPOB
anruorensuna Il u amogunuHoM, rae usydaics dpdext qo3p1 20 Mr) He NPOSBISI 3HAUUMOTO
B3aMMOJICHCTBUS C BBIIICYNIOMSAHYTBIMH KJACCaMH JIGKAPCTBEHHBIX cpejacTB. B xozxe apyroro
WccaeqOBaHUS  KJIMHMYECKOM (apMaKkoJOrMH H3y4alloch  COINYTCTBYIOLIEE NMPHMCHEHHE
taganapuna (B go3e 20Mr) B COYETAaHHH C HECKOJIBKHMH (10 d4eThIpex) KiaccaMu
AHTUTHNEPTEH3UBHBIX  CPEACTB. Y  TAlMEHTOB, KOTOpble  NpPUHAMAIH  HECKOJBKO
AHTMTUIIEPTEH3UBHBIX CPEACTB, U3MECHEHHMsA apTepPHAbHOrO MAABJICHUS 3aBHUCENM OT YPOBHS
KOHTpOJIS apTepHalbHOro JaBieHUs. Takum oOpasoM, y [aUMEHTOB C  XOpOuUIO
KOHTPOJIMPYEMBIM apTEPHAIbHBIM JABJICHHEM CHH)KCHME JABJICHHS ObLIO HE3HAYHTE/ILHBIM H
COOTBETCTBOBAJIO TAaKOBOMY Y 3[OPOBBIX HOOPOBOJIBUEB. Y IAMEHTOB, Yb€ apTEPHAIBHOC
JaBJIeHHE HE KOHTPOJIHUPOBAIOCH, HaOoAanoch OoJlbliee CHUXEHHE apTepUalIbHOrO JaBJICHHUS,
XOTs y OOJIBIIMHCTBA MALMECHTOB CHIXKEHUE JABJIEHHs HE CONPOBOXKAAIOCH THIIOTEH3UBHBIMU
cUMINITOMaMH. Y MalMEHTOB, MOJIYYAIOLUX COMYTCTBYIOLIYIO TE€paluio aHTUTHIIEPTEH3HBHBIMU
JIEKapCTBEHHBIMH CpPEICTBaMH, IpUMeHeHHe Tajanapuna B no3e 20 Mr MOXeT NPHUBOAMTHL K
CHHDKEHHUIO apTEPUAIILHOTO AaBJICHUs, KOTOpoe (KpoMe Ciiydas COMyTCTBYIOLIEro MPUMEHEHHS C
OnokaropaMu  aib(a-aApeHOPELENITOPOB)  SBISETCS  HE3HAYMTENIBHBIM M KIMHHYECKH
HE3Havyall¥M. AHaJIM3 JaHHBIX TpeTheil (pa3bl KIHHMYECKOTO HCMBITaHHs HE BBIABHJI Pa3sHULBI B
MOGOYHBIX PeaKIHX, KOTOpble BOSHUKAIH Y [AIMEHTOB, MOJIyYalolIUX JIeYeHHEe Tafanaduiom ¢
COMYTCTBYIOIIAM MPUMEHCHHEM AHTHTHNEPTEH3UBHBIX CPEACTB M JICYEHHE  TOJIBKO
tananapunom. Hecmorps Ha 3T0, HeoOX0AMMO HHGOPMHpPOBATH MALMEHTOB, KOTOpPbIE
NPUHUMAIOT THMIIOTEH3UBHBIC JICKAPCTBEHHBIE CPEACTBa, O  BO3MOXHOM  CHH)KCHHH
apTepUaNbHOTO JIaBJICHHUS.

Puoyueyam

JIOKIMHHYECKHE J[aHHBIE [OKAa3aJd¥ IOMOJHUTENBHOE CHHXKEHHE CHUCTEMHOIO KPOBSHOIO
JaBJieHUs. IpH codeTaHud uHruOHTOpoB ®JID5 M puouuryara. B KIMHHYECKHX HCHBITAHUAX
PHOLIMIYaT yYCHJIMBAJl TMIIOTEH3HMBHOE JeiicTBue uHruouropos ®JID5. He ObUIO BBIIBICHO
OIaronpUATHOr0 KIMHHYeCKOro 3¢ddexra NaHHOH KOMOMHALMM B HCCIEAYEMOW MOMYJISALUH.
OnHOBpEMEHHOE TpUMEHEHHE puouuryara ¢ uHruburopamu /105, Bkmowas Tanaiadui,
IPOTHBOIOKA3aHO.

Hueubumopur 5-anbgpa-pedyxkmasbi

B Xome KIMHHYECKOTO HCHBITAHHMSA IO CPAaBHEHHIO KOMOMHHPOBAHHOTO NPHUMEHEHHS 5 MI
taganapuna ¢ 5 Mr puracTepua ¥ wiane6o ¢ 5 Mr ¢puHactepusa Ui 00er4eHnss CAMITOMOB
JOI'TDK, ne Obul0 BBHIABIEHO HOBBIX MOOOYHBIX peaknuil. TeM He MeHEe, MOCKOJIBKY
(GopMaIbHOTO KCCIIE0BaHMS JIEKAPCTBEHHOI'O B3aUMOAEHCTBHS € OLICHKOH B3aHMHOTO BJIMSHHSA
Tajanapuia H HMHrHOuTOpa S-anbga-peayKTasbl HE BBIIOIHAIOCH, CJACAYET MpPOSBIATH
OCTOPOXXHOCTb IIPH COBMECTHOM NPMMEHEHHNH Tafanaduiia U HHTHOHTOpa S-anbga-peTyKTasbl.
Cyb6cmpamer CYP1A2 (nanpumep, meoghunnun)

B xoze uccinenoBaHus KIMHHYECKOM (apMakosIoruy mpu npueme tajzanaduna (B gose 10 mr) ¢
TeOQUIUIMHOM (HECEIEKTUBHBIM MHIHOMTOpPOM (ochoaudcTepasbl) He HaOMOAANOCH HHKAKOTO
$apMaKOKMHETHYECKOTO B3aUMOJCHCTBHA. EfuHCTBEHHBIM (hapMakoauHamMuueckum sddexTom
OBLIO HE3HAYMTEJILHOE MOBLILIEHHE cepAedHoro put™Ma (Ha 3,5 ynapa B MHHYTY). HecMoTps Ha
HE3HAYMTEJILHOCTE 3TOro 3(peKra M OTCYTCTBHE KIMHHYECKOH 3HAYMMOCTH, HEOOXOAUMO
YYHTBIBATH BO3MOXKHOCTH €r0 BO3HMKHOBEHHs [PM COBMECTHOM MNpPHMEHEHHM Tajzanapuia u
TeoUUIHHA.

IMuHuIICMpaouon u mepoymanut

Taganagun  noBepman  OMOAOCTYNHOCT  NEPOpPATIbHBIX  JIEKAPCTBEHHBIX  GopM ¢
STHHWIBCTpaguosioM. Takoe yBennuyeHHe OMONOCTYIHOCTH MOXXHO OXHMJIATh IPH COBMECTHOM
NPUMEHEHUH C TEPOYTATMHOM, XOTS KIMHHYECKHE TTOCNIEACTBUS 3TOH KOMOMHAIMA HEH3BECTHBI.
Anxoeonw

CoBMecTHOEe npuMmeHeHue Tajanapmia (B poze 10 mimm 20 Mr) He okaspiBajlo BIHMAHHA Ha
KOHIIGHTPAIMIO 3TaHOJa (CpemHss MakcuMaiibHas KoHueHTpauus B kposu 0,08 %). Takxe He
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Ha0JII01a/10Ch H3MEHEHHH KOHIIEHTpallMy Tajanaduia B TEUCHHE CIIEAYIOIUX TPEX YacoB MOC/e
OJHOBPEMEHHOTO IIpHeMa ajlKoroyis ¢ TaganaduioM. AJIKOTOjb NPHMHAMAIA TaKUM obpazom,
yro6Bl 00ECIEeUNTh MaKCHMaNbHBIA ypOoBeHb e€ro abcopOuuu (Bo3aepXKaHHE OT NPHEMA ITHIIH
HOYBIO HAKAHYHE U B T€UeHHE 2 4acoB MocJie npuema ankorosis). [Ipuem taganapuia (B nose 20
MT) He NPHBOIWJI K CTAaTHCTHYECKH 3HAYMMOMY CHH)KCHHIO apTepHajlbHOTO JaBJICHHS Ha done
npuema ankoros (B go3e 0,7 /KT, YTO COOTBETCTBYET Npubm3uTensHo 180 M 40% ankorouns
JUIS MYyX4HHBl Maccoit Tena 80 Kr), OAHAKO y HEKOTOPHIX MAUMEHTOB HabMOaIoCh
MOCTYpabHOE TONOBOKPYXKEHHE M opTocTaTHdeckas runorensus. Ilpuem Tananapuia Ha gone
HU3KHUX 103 ankoross (0,6 r/kr) He BBI3BIBAI apTEpPHaIbHON THIOTCH3HH, a TOJIOBOKPYXCHHE
HaOJIIOAAIOCH ¢ TOM K€ 4acTOTOM, YTO M NPH MpHeMe OJHOro ajkorois. BiusHue ankorosis Ha
I03HaBaTeJIbHbIE PYHKIMH HE YCHIMBATIOCH TPH COMYTCTBYIOLIEM NPUMEHEHUH Tajanapuia (B
no3e 10 Mr).

Jlexapcmeennvle cpedcmea, memaborusupyiowuecs npu yiacmuu yumoxpoma P-450

He oxugaercs, urto Taganaduia BHI3OBET KIMHUYECKH 3HAYMMOE HHITMOMpOBaHHE WIH
MHIYIHPOBAaHHE KIHPEHCA JIEKAPCTBEHHBIX CPEJICTB, KOTOPBIe METaboIH3UpyIoTes H30popMaMu
CYP450. B xone KIMHMYECKUX MCCIENOBAHUM ObIIO JI0Ka3aHo, YTO Tajajladuil He HHTHOUpyeT
1 He uHAyHUMpyeT u3odpopmsr CYP450, B 1. 4v. CYP3A4, CYP1A2, CYP2D6, CYP2EL, CYP2C9
u CYP2C109.

Cybcmpamer CYP2C9 (hanpumep, R-eapgapun)

Taganapun (B mosze 10 mMr u 20 Mr) He OKasblBaJl KIMHHYECKH 3HaYuMoro sddexra Ha
sxcnosunuoo (AUC) S-Bapdapuna unu R-Bapdapuna (cyocrparsl CYP2C9), a Takxe He uUMe
BIIMSHMS HAa IPOTPOMOHUHOBOE BpeMs, HHAYIIHPOBaHHOE BaphapHHOM.

Acnupun

Tamanadun (B noze 10 mr u 20 Mr) He NOTEHUMPOBAJT YBEJIUYEHHE BPEMCHH KPOBOTECYCHHH,
BBI3BAHHOT'O ALIETHJICAJIMIIMIIOBOM KHCIIOTOH.

IIpomusoouabemuueckue nexapcmeentole cpeocmea

CrenMpHUUYEeCKUX HCCIIEJ0BAaHUM B3aUMOJEHCTBUS Tajaladuia ¢ NPOTHBOAMAOETHYECKAMH
JIEKapCTBEHHBIMU CPEJICTBAMU HE IIPOBOAMIIOCE.

Baw newawuii épau Oondcen 6vimb ungopmuposan 060 eécex nekapcmeax, komopwie Bol
npunumaeme. Ileped Hauanom npuema Kako2o-1ubo NeKAPCMBEHHO20 CPeoCcmed 60 6pems
nevenus npenapamom CunaM3IH npoxouncynemupyumecs ¢ re4aujum 8paiom.

Mepbl n1pe10cTOPOKHOCTH

llepeo navanom nevenus

Ilepes NIPUHATHEM PELIEHHUS O LENECOOOPa3HOCTH MPOBEAEHHS Kypca JIeUeHHs clelyeT cobparh
AHAMHE3 U MIPOBECTH QHU3UKAIBLHOE 00CIIEI0BaHHE ISl AHATHOCTHKH 3PEKTHUIIBHON TUCyHKUNH
w AI'TDK u onpenenuts NOTEHUHAIBHBIE NEPBOIPHYHHEI.

[lepen HayaoM THOOOTO JIEUEHHS IPEKTHIBHON AUCQYHKLHMHM, CIEAYET YYMTHIBATH COCTOSIHUE
CEpACYHO-COCYAUCTON CUCTEMBI MALIMEHTOB, TAK KaK CYIIECTBYET ONpEAEIEHHAs CTCNCHb PUCKa,
acCCOLMMPOBaHHOIO c CeKCyaJIbHOR AKTUBHOCTBIO. Tapanadun obnanaer
COCYIOpacIIMPSIIOIIMMHU CBOMCTBaMH, YTO MOXET NPHUBOJUThL K HE3HAYUTEINBHOMY TPAH3HTHOMY
CHIDKCHHIO apTepHaJbHOTO MAaBICHHS U TaKUM 00pa3soM MOTEHLHMPOBATh T'MIOTCH3UBHBIN
3¢ ¢eKT HUTpaTOoB.

[Mepen navanom nevenus AI'TDK tamanadunom criexyer mpoBecTH TILATENBHOE 0OC/IEI0BAHHE
NallMeHTOB Ha HAIHYHE CEepPACYHO-COCYJMCTHIX 3a00JieBaHHi, a TaKXe, 4YTOObI HCKIIOYUTH
HAJINYAC KAPLUUHOMBI IIPOCTATHI.

OueHka JSpeKTWIBHOW JIUCHYHKIMHM JO/DKHA BKJIIOYATh ONPEIENICHUE MOTCHUHATbHBIX
TIEPBONPUYHH U MACHTUUKALMIO LEJIeCOO0Pa3HOro Kypca JICYEHHUS I10C/ie COOTBETCTBYIOLIECIO
MeIUIMHCKOro onpeaeneHus. HeussectHo, spasercs Jin Taganabun sddeKTHBHBIM Y
MAlMEHTOB, NEPEHECIINX OMEPALMIO HAa TAa30BBIX KOCTAX MJIM PAAUKATIbHYIO IIPOCTATEKTOMHIO
0e3 coxpaHEHUs HEPBOB.

Cepoeuno-cocyoucmas cucmema



Kak B NOCTMApKETHHIOBBIX HCCIIENOBAaHHMAX, TaK H B XOJe KIMHHYECKHX HCCIeJOBaHUHU
COOBLIANOCH O CIydasX CEpPhE3HBIX CEpIEYHO-COCYUCTBIX SBJCHHI, B TOM 4mcie 00 HHpapkTe
MHOKap/ia, BHE3AMHOW KOPOHAPHOH CMEPTH, HECTAOMJIbHOM CTEHOKap/MH, BEHTPHUKYJISIPHOH
apUTMUH, MHCYJIBTE, TPAH3HTOPHOM MLIEMHYECKOM NPHCTYIE, GONM B IPyaH, CepALEOUCHHH U
Taxukapauu. Y GOJBIIMHCTBA INAIMEHTOB, Y KOTOPBIX COOOWIAIOCH O JAHHBIX SBJICHHUSX,
UMeEJHNCh B aHaMHe3e (akTopbl pucka. B To jke Bpems Helb3s TOYHO YyCTaHOBHTb, CBA3AHBI JIM
HAMPAMYIO 3TH ABJIEHHS ¢ PaKTOpPaMHM PHCKa, C TPHEMOM Tajanaduia uik ¢ KOMOMHALMEH ITHX
WM KaKuX-JIM00 Apyrux ¢pakropos.

Tananagui MOXeT BbI3BaTh CHH)KEHHE apTEPHAIbHOIO JABJICHHS y MAlMEHTOB, MOJIYyYaromnX
COIYTCTBYIOIIYIO TEPAIHIO aHTHIHIIEPTEH3UBHBIMM cpeacTBamu. Ilepes HayajoM €XeJAHEBHOI0
npuema Taaaladuia, CiaeayeT PpacCMOTPETh BONPOC O BO3MOXHOH KOPPEKLHH  J103bl
AHTHUTUIEPTEH3UBHBIX CPEICTB.

VY nauueHToB, MPHHUMAOIMX 0l-afpeHo6I0KaTophl, HAPUMEP JOKCa303HH, OAHOBPEMEHHOE
npuMenenne CunaMDHa Mo)keT mpuBecTH K CHMITOMATHYECKOH THIOTEH3WM Y HEKOTOPBIX
nanuentoB. He pekoMeHyeTcs KOMOHHMPOBaHHOE IPUMEHEHHE Tajanaduia u JoKca3o3nHa.
Opzanvl 3penus

Wmerorca coobumenus o ciaydasx passutus HAIIMOH u nedexrtax 3peHus, CBA3aHHBIX C
npuéMoM Taganadpmia U apyrux uHruoutopoB ®J1D5. Cnenyer pekoMeHa0BaTh MalMEeHTaM B
Cllydyae BHE3allHOM TMOTEPH 3pEHHs NpPEKpaTHUTh NpUEM Tajalaguna M HeE3aMeUTMTEBHO
00paTUTHCS 338 MEUIIMHCKOH IIOMOLIBIO.

Hapywenue ¢pynkyuu novex u nevenu

B cBia3su ¢ yBenuueHHoM okcnosuuueit tamamapuna (AUC), OrpaHM4€HHBIM  OIIBITOM
KJIMHAYECKOTO TNpPHUMEHEHHA W Hed()(PEKTHBHOCTBIO TEMOJAMATIHM3a, €XEAHEBHBIH IMpPUEM
CunaMDHa He peKOMEHI0BaH IALMEHTaM C TSHKEIBIMU HapyIIEHUAMH QYHKIHH TOYEK.
KinHuyeckue naHHbIE 110 6€30IIaCHOCTH MPUMEHEHHs pa30BoOii K03bI Npernapara Tajanapuia y
HAMEHTOB C THKENIOM neyeHouHol HegoctarouHocTsio (Kiaace C mo Yaiina-I1bio) orpaHuyeHsl.
E>xenHeBHbli ipueM Tagaiaduiia HE U3yHaICs Y NAIMEHTOB C IEYEHOYHON HENOCTATOYHOCTHIO.
Ilpu Ha3HayeHuu Tajanaduia TaKUM [AIMEHTaM Bpay JOJDKEH TLIATENbHO OLICHHTH
MHMBUYaJIbHbIE TPEUMYILECTBA/PUCKHU TEPANIUU.

IIpuanusm u anamomuueckas degpopmayus no10B0O20 YneHa

Cneayer wuHbOpMHpOBaTH MAIMEHTOB O HEOOXOAUMOCTH HEMENJICHHOro oOpalleHus 3a
MEeIMLHUHCKOM [IOMOIUIBIO B Cllyyae BOSHHKHOBEHHS SPEKLNH, IpoJoDKaroieiics 4 yaca u 6onee.
HecBoeBpeMeHHOE JieueHMe MpHanu3Ma BeAET K MOBPEXKICHHIO TKaHEH II0JIOBOTO 4YiCHA, B
pe3yJIbTaTe 4ero MOXeT HACTYNUTh JOJTOBPEMEHHAS IOTEPS MOTCHLIMH.

CunaMDH crnenyer mNpHUMEHATh C OCTOPOXKHOCTBIO Y TIALIMEHTOB C aHAaTOMUYECKOH
nedopmanueii moysioBoro wieHa (yrjiloBoe HCKpHBJICHHE, KaBEpPHO3HbiH ¢HOpo3 MM OO0JE3Hb
IlelipoHH) UMM y NAUMEHTOB € MNPEAPACIONIOKEHHOCTBIO K TNpHanu3My (IIpH CEPHOBHIHO-
KJIETOYHOM aHEMHH, MHOXKECTBEHHOU MHUEIOME UJIH JIEUKEMUH).

Coemecmnoe npumenenue ¢ unzubumopamu CYP3A4

Heobxoaumo ¢ octopoxHocThlo HazHauaTh CunaM3OH mnauueHTaM, KOTOpbIE MOJYy4aroT
neyeHue cunbHeIMH HHruOutopamu CYP3A4 (puToHaBHp, CaKBHHABUp, KETOKOHA30JI,
UTPAaKOHA30Jl, JPHTPOMHUIMH), TaK Kak IpH COBMECTHOM INPHUMEHEHHH C Tajanaduiom
Habmonaercs yBenuyenue sxcnosuuuu (AUC) Tapanaguia.

Cosemecmnoe npumenenue ¢ Opy2umu RPenapamamu Oisi 1eYeHus IPeKMmuIbHOU OUCHYHKYUU
be3onacHocTh M 3¢dexkTHBHOCTE KOMOMHAUUK Tagatapuia ¢ ApyruMH uHrubutopamu OJID5
WK JPYTUMM MpenapaTaMy s J€YEHUS J3PEKTWIBHOH JvcyHKUMH He u3ydanuce. Crnenyer
pEKOMEHI0BaTh nanueHTy He npuHuMath CunaMOH B nogo6HbpIX koMOMHALIMAX.

CneyuanvHas unghopmayus no 6CNOMo2amenbHuIM 6eUieCmeam

CunaM3BH copepxur nakrozy. He cnegyer npunumars CwnaMOH nauuentam ¢ peakumu
HacJeICTBEHHBIMHU 3a00JI€BaHUAMH HENEPEHOCUMOCTH JIAKTO3bl, CHHAPOMOM HEIOCTATOYHOCTH
naxTassl Jlamnma win CHHAPOMOM IIIIOKO030-TajakTO3HOH ManbabcopOLuy.



IIpu nanuuuu y Bac 00n020 u3 nepeduciieHHbix @biuie 3abonesanuti unu COCMOSHUl nepeo
npuemMom npenapama 00s3amensHO NPOKOHCYIbMUPYUMeCs ¢ 6paioM.

IlpuMeHenne npu 0GepeMEHHOCTH H B [E€PHO] KOPWIJIECHHS TpYARIO, BJIMSHHE Ha
depTHIABLHOCTD

CunaMDH He moka3aH i IPUMEHCHUS Y XKEHIIUH.

DepmunbHocmo

Pe3ynbTaThl MBYX KIMHMYECKAX MCCIIENOBAHMH IO3BOJAIOT MPEANOIarark, HT0 HapyMICHHA
depTUIBLHOCTH Y JTMOAEH HE OXHUIAIOTCS, XOTA Y OTACIBHBIX MYXKYHMH HabJII0Aanoch CHUKCHUE
KOHUEHTPALMH CIIEPMBI.

BiusinMe HA CIOCOGHOCTH YNPABJAATL ABTOMOOMJIEM M MNOTEHUHAJBLHO ONMACHLIMM
MeXaHH3MaMH

CwiaMPH oka3plBaeT HE3HAYUTENIFHOE BIMSAHHE HA CHOCOOHOCTH YMpPABATh MallHHAMH H
Mexanu3MaMid. HecMoTps Ha TO, 4TO 4acTOTa COOOIIEHHH O TIOJIOBOKPYXCHHH B XOIC
KIMHMYECKHX HMCCNIENOBaHMil ¢ HCIONb30BaHHEM Iutauebo ¥ Tajanapuia OblUia OJMHAKOBA,
NalMeHThl JOJDKHBI OBITh OCBEJIOMJIEHBI O TOM, KaK Ha HHX [CHCTBYeT CunaMBDH 1o
YIIpaBJICHHs aBTOTPAHCIIOPTOM HJIM pabOThI ¢ MEXaHH3MaMH.

®opMa BBINIYCKA

TabeTKH, NOKPHIThIE 000JIOUKOMH, 5 MT.

Ilo 15 Tabnerok B KOHTYPHYIO S4YEHKOBYIO YNAKOBKYy M3 TPEXCIOHHOH ILICHKH
((IBX/TID/MIBJAX) u rubkoif ynakoBKH Ha OCHOBE alOMHHHEBOH donpru. OaHy KOHTYPHYIO
AYEHKOBYIO YIIAKOBKY C MHCTPYKIMEeH MO MEIUUUHCKOMY HNPUMEHEHUIO MNOMEIIAIT B
KapTOHHYIO IauKy.

TaGneTku, HOKphIThIE 000J104KOIH, 20 MT.

[To 4 TabneTKy B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY M3 TPEXCJIONHOH MICHKH (MIBX/II2MIBJAX)
¥ ruOKOM YIIaKOBKH HA OCHOBE ATIOMHHHEBOI (onbr. OHy KOHTYPHYIO SUCHKOBYIO YNIAaKOBKY
C MHCTPYKIMEN 110 MEAUIMHCKOMY IPUMEHEHHIO TOMEINAIOT B KAPTOHHYIO NAUKYy.

VYei0BUS XpaHEHHUS
[1pu Temneparype He Bbilie 25 °C. XpaHUTh B HEOCTYITHOM ISt JIeTel mecre.

Cpok roaHocTH
2 roxa.
He ucnons30BaTh 10 UCTEYEHHH CPOKa F'OJIHOCTH, YKa3aHHOTO Ha YIIaKOBKC.

YcoBust OTIYCKA U3 AIITEK
Ilo peuenry.
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