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1O MEJUITMHCKOMY TTPUMEHEHWIO JIEKAPCTBEHHOT O ITPEITAPATA
IIuu An

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBanue: [Iun An

Me:xkayHapoaHOoe HeMATEHTOBAHHOE MJIH IPYNNUPOBOYHOE HAMMEHOBaHMe: Tafanadun
JlekapcTBeHHas popma: TabJIETKH, MOKPHITHIC TFICHOYHON 0007I0YKOM

CocraB

OnHa TadJIeTKA, ITOKPLITAS IUICHOYHOM 000J0YKOMN, 5 MI' COAEDIKUT:

deticmsyrowee geuyecmago: Tananadui — 5,0 mr;

écnomozamesibHble  Geuecmed. JIaKTO3bl ~ MOHoOruzapar — 63,875 wmr, uemioiao3a
Mukpokpuctaumaeckas (tumn 102) — 12,50 mr, moBunon-K25 — 1,75 mr, kpockapmMernio3a HaTpus —
1,75 mr, maraus creapat — 1,75 mr, Hatpus naypuicynsgat — 0,875 mr;

obonouka mabiemxu’. TOTOBasi CMECh JIJIsI TPUTOTOBJICHHUS TNIEHOYHON 0007109KH xentas — 3,500 mr
(momuBuHMWIOBHIN criupT — 1,400 mr, Tutana nuokcua — 0,857 mr, makporon — 0,707 mr, Tanpk —
0,518 mr, kpacutens xene3a okeun xentoiid — 0,017 Mr, kpacuTens skene3a okcu kpacHsiii — 0,001
MT).

OnHa TadJIeTKA, TOKPLITAs IUICHOYHOM 000104KO#, 10 M CONEDIKUT:

Oeticmeyrowee seujecmao’ Taganadwr — 10,0 mr;

écnomozamesibHble  Geuecmed. JJaKTO3bl ~ MOHOTHJpAT  — 127,75 Mr, 1OeIIrjao3a
MUKpokpuctaimnaeckas (tur 102) — 25,00 mr, noBunon-K25 — 3,50 mr, kpockapmesuio3a HaTpus —
3,50 mr, maruus creapat — 3,50 Mr, HaTpus naypuicyiabdar — 1,75 mr;

obonouxa mabaemkuy’. TOTOBAsI CMECh ISl IPUTOTOBJICHUS TICHOYHOU 0005109KH xentast — 7,000 mr
(momuBuHWIOBHIN criupT — 2,800 mr, Tutana nuokcua — 1,714 mr, makporon — 1,414 mr, Tanpk —
1,036 mr, kpacuTens xene3a okcu xentoiid — 0,035 mr, kpacuTens xene3a okeu kpacHsiid — 0,001
MT).

OnHa Ta0JIeTKa, TOKPBITAsl INIEHOYHOI 000104YK0#, 20 MI' COAEPIKHUT:

Oeticmeyowee seujecmao’ Taganadwr — 20,0 mr;

8CNOMO2amenvHble  Geujecmea.  JIAKTO3bl  MoHoruapar — 255,50 wMr, memwnonosa
MuKkpokpuctamuaeckas (turn 102) — 50,00 mr, noBunon-K25 — 7,00 mr, kpockapmesuio3a HaTpus —
7,00 mr, maraus creapar — 7,00 mr, HaTpus maypuicyiabdar — 3,50 mr;

obonouka mabaemku: TOTOBAst CMECh JIJIS IPUTOTOBJICHUS TIFICHOYHON 000J109KH xenTas — 14,000 mr
(moMMBUHWIOBKINA criupT — 5,600 mr, TuTana nuokcuna — 3,427 mr, Makporos — 2,828 mr, TalbK —

2,072 mr, KpacuTelnb xene3a okcu xkenteiii — 0,070 mr, kpacutens xeneza okcu Kpacubiit — 0,003
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MT).

Onucanue
Kpyrinble, IBOSKOBBIMYKIIbIE TaOJETKH C PHCKOM C OJHOW CTOPOHBI, TMOKPBITHIC IUICHOYHOM
000JIOUKOI CBETJIO-’KEITOr0 IBeTa C KOpPUYHEBaThIM OTTEeHKOM. Ha momepeuHoMm paspese —

BHYTPEHHUH CcIIOW GEJI0r0o MK MoYTH OeJI0ro IBeTa.

dapmakoTepaneBTHYeCKAas IPYNIA: CPEJICTBA, IPUMEHSIEMbIE B YPOJIOTHH; CPEJICTBA JIJIS JICUSHUS
IPEKTHIIbHOMN TUCHYHKIIUY.

Koa ATX: GO4BEO8

dapmakoJIornyecKue cBoiicTBa

Dapmakoounamuxa

Mexanusm deticmeus

Tananagun sBrseTcst 0OpaTUMBIM CEJICKTUBHBIM MHTHOUTOPOM CHELU(PHUECKON K IUKINYECKOMY
ryanosuaMoHoochary (I MD) dochomuscrepazsr 5 tuna (DJD-5). Korma cekcyampHOE
BO30YK/ICHHE BBI3BIBAET MECTHOE BBICBOOOXKIICEHHE OKCHaa a30Ta, uHruOupoBanue OJ1D-5
TaganaduIoM BeJeT K MOBBIMIEHUI0 KOoHIeHTpamuu ul M® B memeprcToM Tele MOJIOBOro 4YieHa.
CrnencTBueM 3TOTO SBISIETCS pacciablieHWe TIIAJKOH MYCKYJNaTypbl U MPUTOK KPOBU K TKAHSIM
MIOJIOBOTO YJIEHA, YTO U BBI3BIBAET 3PEKLHUIO.

OpexTmibHas auchvakm (D1)

Tananagpun He okaspiBaeT 3¢p¢exra Npu JCYCHUH SPEKTUIbHON AUCOYHKIMH B OTCYTCTBHHU
CEKCYaIbHOTO BO30YKICHHUS.

JloOpokadyecTBEHHA THIIEPILIA3Ns npeacrarenasHon sxenessl (AT TIDK)

B rmankoil Myckynarype NpeAcTaTeIbHOW KeJIe3bl, MOYEBOIO Iy3bIPS U COCYJaX, KOTOpPbIE HMX
KpOBOCHa0karT, MHruoupoBanue MOJI3-5 oka3piBaeT aHANOTUYHOE BIMSHHE HAa KOHIEHTPAIUIO
ul'M®, kak 1 B IEemIEpUCTOM TENE MOJIOBOTO ujeHa. B pe3ynbraTe riajgkas MycKyJjarypa cOoCy10B
paccrabnsercs, 4To MPUBOAUT K YBEIHMYEHHUIO Nep(y3uH KPOBH U, KaK CIIEICTBHE, K CHUKEHUIO
BeIpakeHHOCTH cumnTomMoB JII'TDK. Marubuposanne adhpepeHTHON aKTUBHOCTH HEPBOB MOYEBOTO
My3BIPs U pacciiablieHue IIIa KON MyCKYIaTyphI MPEACTATENHHON JKeIe3bl © MOYEBOTO ITY3bIPSI MOTYT
JIOTIOJTHUTEIBHO YCHUIIUBATH COCYIUCTBIE 3 (EKTHI.

Dapmaroounamuyeckue 3¢ppexmol

WccnemoBanus in Vitro mokaszanu, uto Taganaduil SBISCTCS CEIEKTHBHBIM MHruoutopoMm ®J[D-5.
®J13-5 npeacrasnsger coboit hepMeHT, 0OHAPYKEHHBIH B IIIaKOM MyCKyJIaType HeleprucToro Tena,

COCYIIUCTOM M BUCLEPATBbHON TIaKOH MyCKyJaType, CKEeIETHBIX MBIIIIaX, TPOMOOIIUTAX, OYKaX,
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okasbiBaeT Ha @J[D-5. Brnusuue taganadpuna Ha @J12-5 6onee uem B 10 000 pa3 Boimie, uem Ha OJID-
1, ®12-2, ®A3-3 u DJ/I3-4 (pepMeHTH, KOTOpPBIE HAXOASATCS B CEpAIE, TOJOBHOM MO3TE,
KPOBEHOCHBIX COCYyJaX, MEYCHH U JAPYTHX opraHax). M30uparenbHOCTh Tamanaduia B OTHOUICHUH
®J13-5 mo cpaBaenuto ¢ ®JID-3 umeeT ocoboe 3HaUeHHE, TOCKOIbKY DJ[D-3 sBnsercs hepMeHTOM,
PETYIHPYIONIMM COKPAaTUTEIbHYIO CIIOCOOHOCTh MHOKapaa. Kpome Toro, BausHUE Tananaduia Ha
®J12-5 mpubnuzutensHo B 700 pa3 Beime, ueM Ha DJ[3-6 (hepMeHT, KOTOPBI HAXOAUTCS B CETUATKE
u oTBevaeT 3a (ororpaHcaykuuoo). Tamamadun taxke 6omee yem B 10 000 pa3 Gonee akTHBEH B
otHomeHun DJ[D-5, yem B orHOmEeHNU DJ[D-7 — OJID-10.

Knunuyeckas s¢hpgpexmusnocmo u 6ezonacnocmo

Tamanadui y 310pOBBIX TOOPOBOIBIIEB HE BBI3BIBAET JOCTOBEPHOTO U3MEHEHHS CUCTOINYECKOTO U
JUACTOJIMYECKOTr0 apTepruaIbHOTO AABJICHUS B MOJIOXKEHUH JIEXKA B CPAaBHEHUH C Iutanebo (cpeaHee
MaKCUMaJIbHOE CHUXEeHHue cocTaBiseT 1,6/0,8 MM pT. CT., COOTBETCTBEHHO) U B TOJIOKEHUU CTOS
(cpenHee MakcuManbHOE CHIDKeHHE cocTaBisieT 0,2/4,6 MM PT. CT., COOTBETCTBEHHO). Tamganadui He
BBI3BIBACT JJOCTOBEPHOTO U3MEHEHUS YaCTOTHI CEPJICYHBIX COKPAIICHUH.

B uccnenoBanuu mno oneHke BIMSHUS Tafanaduia Ha 3peHHe, HApYIICHUs [BETOBOTO BOCIPUSITUS
(cuHMit/3enmenbIi) pu ucmoias3oBaHuM Tecta 100 1BeToBBIX OTTEeHKOB PDapHCBopTa-MaHcesmra
oOHapykeHO He ObUIO, 4TO OO0BACHsAeTCs Oojiee HU3KUM CcpoacTBOM Tajanapmia k OJI3-6 B
cpaBHeHnu ¢ ®/13-5. Bo Bcex KIMHUUECKUX UCCIEIOBAHMUIX COOOIICHUS O HApYIIECHHUSIX [IBETOBOTO
3penus obuH peakumu (<0,1 %).

JlJiss OlleHKH MOTEHIMATBLHOTO BIUSHHUS Tajanaduia Ha crlepMaToreHe3 ObLTO TMPOBEACHO TPH
HCCJIEIOBAHMSI C yYacTHEM MYKYMH C MpPUMEHEHHeM Ipenaparta B no3e 10 mr (onHo 6-MecsyHOE
uccienoBanue) U 20 Mr (ogHO 6-MeCSYHOE W OJHO 9-MeCSYHOE HCCIIEOBAaHWE) B €KEIHEBHOM
pexume. B ABYX M3 3THX HCCIEAOBaHUN HAOIIOJANIOCH CHIDKEHUE KOJIMYECTBA W KOHIICHTPAIUU
CIIEPMATO30MIOB, KIMHUYECKAas 3HAYUMOCTh KOTOPOrO MalloBeposiTHA. T d(DPexTsl He
COMPOBOXKAAIUCh U3MEHEHHEM [PYTUX MapaMeTpoB, TaKUX KaK MOABHKHOCTb, MOPQOJIOTUS U
YPOBEHB (OJLTUKYIOCTUMYIUpPYIoIIero ropmona (OCT).

3D€KTI/IHBH3}I ,Z[I/ICd)VHKI_[I/I}I

Jiis oLIeHKHM Mepuo/ia OTBETa pY MPUMEHEHHUH Tajaiaduia mo TpedoBaHUIO, ObUIO MPUBEACHO TPH
KIIMHUYECKHUX UcciienoBanms. [lanmeHTsl MpHHUMAIH Mpenapar B JOMAIIHUX yciaoBusx. Tamamadur
MPOJICMOHCTPHPOBAI CTATHCTHYECKU 3HAYMMOE YIIYUIICHUE IPEKTHILHOU (DYHKITUHU, CIIOCOOHOCTD K
COBEpIIICHHUIO TMOJIOBOTO aKkTa 70 36 4acoB MOCIE €ro MpHeMa, a TakKe CIIOCOOHOCTh MAI[UEHTOB
JIOCTUYb U MOJAEPKUBATh 3PEKLHUIO JUJIsl COBEPILEHHUS MIOJIOBOTO aKTa yxe uepe3 16 MUHYT mocie
puMeHEeHus Tajganaduia B CpaBHEHUH ¢ Tu1areoo.

B 12-HepmenbHOM HCCIIEIOBAaHWM C YYacTHEM TAIMEHTOB C JPEKTHWIBHOW IUCQYHKIHEH,
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71034, TI0 TPeOOBAHMIO) 3HAYUTEIBHO YIIyUIIal SPEKTHIIbHYIO (DYHKIIHIO 110 CPABHEHUIO C I11a1eo.
Jlnist OLleHKHM eKeIHEBHOTO mpueMa Tajanaduia B 1o3ax 2,5 Mr, 5 Mr u 10 Mr 6110 npoBesieHo 3
KJIMHUYECKUX UCCIIE0BAHUS, IPOJIEMOHCTPUPOBABUINX 3G (HEKTUBHOCTH Tajanaduia o CpaBHEHUIO
¢ ianedo. B nccnenoBanus ObUIM BKIIIOUEHBI NALIMEHTHI pa3HOTO BO3pacTa (B AuanaszoHe ot 21 1o
82 7eT) U 3THUYECKUX TPYIII C IPEKTHIILHONW TUCHYHKINEH pa3InYHON CTENEeHU TXKECTH (JIeTKas,
yYMEpeHHas1, TsDKeNast) ¥ 3TUOJIOTUH. B 0ZHOM M3 TaHHBIX MCCIEIOBAHNN y4acTBOBAJIU MAIMEHTHI, y
KOTOPBIX 3pEKTHIIbHAS TUC(YHKIMS pa3BHiIach Ha (hOHE caxapHOTo auadeTa.

JloOpokadyecTBEHHAS THIIEPILIA3US IPEACTATENbHON JKEIE3b]

Tamanadgun oueHuBanu B 4 KIMHUYECKHX HCCIEIOBAHUSAX MPOJOJKUTEILHOCTRIO 12 Hemenb, B
KOTOpBIX NMpuHUMaiK yyactue nanuenTsl ¢ cumntomamu JII'TDK. Bo Bcex 4-x nccnenoBanusx yepes
1 Henmenro mocne Hadajga mpueMa Tajganaduia B 03¢ S MI HaOMIOJANIOCh YIIYYIICHHE OOIIero
pe3ynbTara OLIEHKH MO MEeXAyHapOIHOW IIKajle CUMITOMOB MpHU 3a00JeBaHUSAX IMpelcTaTeNIbHOM
xkene3pl. Kpome Toro, B paMkax JaHHBIX MCCIEAOBAHHUMA OBLIO OLIEHEHO YIyYIIEHUE IPEKTHIHLHOM
TuchYHKITUH, a TaKke yMeHbleHne cumMnToMoB JII'TIDK y manueHToB ¢ 000MME 3TUMH COCTOSTHUSIMH
Ha Qone npuema Taganadwia. Coxpanenue 3 dexra OleHHBAIH B TOMOJHUTEILHON YaCTH OJHOTO
W3 MCCIICIOBAaHUM, TTPOBOJIUMOM IO OTKPBITOM cXeMe, KOTopas IMoKa3aja, 4To YJydIlleHHue 0O0IIero
pe3ynbTara OLEHKH MO0 MEXIYHApPOIHOW IIKaJe CUMITOMOB TpU 3a0O0JEBaHUSIX IMPEICTaTeIbHOM
xKenespl, HaOmomaemMoe uyepe3 12 Hemenb TOCie Hayaiga JICUEHHUS, COXpaHAJIoCch A0 |
JOTIOTHUTEILHOTO T0J1a MPY JICUSHUH TaJana(uiom B 103€ 5 MT.

Dapmakokunemuxa

Bcacvieanue

[Tocne mpuema BHYTph Taganadun ObicTpo BcachiBaeTcs. CpeaHsss MaKCHUMallbHAs KOHIICHTPALIHS
(Cmax) B T1a3Me KpOBH JIOCTHTAeTCs B CPEAHEM uepe3 2 vaca mocjie npuema BHyTpb. CKOPOCTh U
CTereHb BcachlBaHUs Tafanaduia He 3aBUCAT OT BpEMEHH MpreMa MUIIH, TO3TOMY Ipenapat MOXKHO
MPUMEHSTH BHE 3aBUCUMOCTH OT MpreMa muiy. Bpems npuema (yTpoM Wiim Be4epoM) He OKa3hIBAIO
KIIMHUYECKH 3HAUMMOTO BIIMSIHHSI HA CKOPOCTh M CTENIEHb BCACHIBAHUSI.

Pacnpeoenenue

Cpennuii  00BEM pacmlpenereHusi COCTaBIseT OKojgo 63 11, clemoBaTeabHO, Tamamadui
pacmipenensercss B TKaHSAX opraHuszMa. B TepameBTHueckuX KOHUEHTpaumsx 94 % rtamanaduia B
T1a3Me KpOBHU CBSI3bIBaeTCs ¢ Oenmkamu. HapyimieHune QyHKIIMHM MOYEK HE BIMSET Ha CBS3BIBAHHE
Taganaduia ¢ 6eIKaMH.

V¥ 3nopoBsix 106poBokiieB MeHee 0,0005 % npuHsITOM 10361 OOHAPYKUBAETCS B CTIEPME.
Memabonusm

Tapanagun B ocHoBHOM MeTabonmsupyercs uzopepmentom CYP3A4 nutoxpoma P450. OcHOBHBIM
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mMuHEMYM B 13 000 pa3 menee aktuBeH B otHomieHun OJ12-5, yem taganadui. CiaenoBarenbHo, HE
OKHJACTCSI, YTO METUIIKATEXONTITIOKYPOHHU ] OyAeT KIMHWYECKH aKTUBHBIM TIPH HAOIIOIaeMbIX
KOHIEHTPAIUX.

Buviseoenue

VY 3710pOBBIX JIOJEH CpefHMH KIMpeHC Tajanaduia mpyd ImpueMe BHYTPb COCTaBiser 2,5 /4, a
cpeanuii nepuo moyssiBeaenus (T12) — 17,5 4. Taganadun BIBOIUTCS MPEUMYIICCTBEHHO B BUJIE
HEAKTHUBHBIX METAa0OJIUTOB, B OCHOBHOM, KHIIIEYHUKOM (0KOJI0 61 % 103BI) M, B MEHBIIICH CTETICHH,
noukamu (oxoiio 36 % 103b1).

Jlunetinocmo/HenuneliHocms

dapMaKkOKMHETHKA Tajanaduiia y 310pOBbIX JOOPOBOJIBLIEB JIMHEHHA B OTHOLICHUH BPEMEHHU U J103bI.
B nawmamazone mo3 or 2,5 mo 20 Mr muromaab MoJa KPHBOH «KOHIEHTpamnus-Bpems» (AUC)
yBEJIMYUBAETCSl MpomnopiuoHanbHo no3e. [Ipu mpueme mpenapara 1 pa3 B CyTKH paBHOBECHAs
KOHIIGHTpAlK B IJIa3ME KPOBH JIOCTUTAETCS B TEUCHUE 5 THEH.

dapMakoKMHETHKA Taganaduia, OmpeAcsieHHAas TOMYJISIUOHHBIM METOJOM Yy TMAalueHTOB C
HapyLIEHUEM SPEKIMH, aHAIOrMyHa (apMaKOKMHETHKE IMpenapara y MalueHTOB 0e3 HapylleHus
IPEKIUH.

Oco0ble rpyInel NALKMEHTOB

Tlayuenmul nodcunozo eospacma

310poBbIe JOOPOBOJIBIIBI B BO3pacTe 65 JIET W cTapiie uMenau 0ojiee HU3KUM KIUpEeHC Taganaduia
IIpU MpUeMe BHYTpPb, UTO BeIpaxkasioch B yBenuueHuun AUC Ha 25 % mo cpaBHEHHIO CO 310pOBBIMU
no0poBobIlaMu B Bo3pacte oT 19 10 45 net. 3To paznuyre He SIBISICTCS KIMHUYECKH 3HAYUMBIM U
He TpeOyeT noadopa 1035l

Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

B kimHu4eckux (apmMakoIOrMYecKuX HCCIEAOBAaHUSAX C OJHOKpPATHBIM MpHUEeMOM Tajanaduia
(5-20 Mr) y manuMeHTOB C TMOYEYHON HEAOCTATOYHOCTBIO JIETKOW CTETMEHU TSKECTH (KIHUPEHC
KpeatuHuHa oT 51 1o 80 MJI/MHH) U YMEPEHHOH CTENeHHu TsKecTH (KIMpeHe KpeaTuHrHa oT 31 1o
50 Ma/MUH), a TakKe€ y TMalHMEeHTOB C TEPMUHAIBHOW CTagued IMOYEUYHOH HEeIO0CTaTOYHOCTH,
HaAXOJIAIIMXCS Ha TeMoauanuse, sxcnosuius taganadpuiaa (AUC) npubiu3nuTebHO yaBanBaiach. Y
NaIMEeHTOB, HAXOAIUXCsl Ha reMoanaiu3e, Cmax Obu1a Ha 41 % BbIIIe 10 CPaBHEHHIO CO 3A0POBBIMU
noOpoBonbilamu. BeiBenenne Taganadumia ¢ moMOIIbI0 TeMOINAN3a SIBISIETCS HE3HAYUTEITHbHBIM.
Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

[Tpu npumenennu 10361 10 Mr sxcno3unius taganaduna (AUC) y marueHToB ¢ JIETKOH U YMEpEeHHOH
MEYCHOYHON HEJ0CTaTOYHOCThIO (Kimacchl A u B mo knmaccudukanuu Yaiina-I1er0) cpaBHuMa ¢

TaKOBOH Yy 3JIOPOBBIX JOOpPOBOJIBIEB. B OTHOIIEHHHM TMAIMEHTOB C TSOKEION TMEYEHOYHOM
5)
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JlaHHBIE O €KEAHEBHOM MPUMEHEHHH Tajanaduia MalueHTaMy ¢ IeYeHOYHON HEJOCTaTOYHOCTHIO
oTcyTcTBYIOT. llpn Ha3HaueHuu Tajnanaduia B €XKEAHEBHOM pPEKUME MAIMEHTaM C TSDHKEION
NIEYCHOYHOH HEJOCTATOYHOCTHIO HEOOXOIMMO IPEIBAPHTENBHO MPOBECTH OIEHKY COOTHOIICHHS
HOJIB3BI M PUCKA TPUMEHEHUS ITpenapara.

Iayuenmoi ¢ caxapuvim ouabemom

VY manuMeHToB ¢ caxapHbIM jauaberoM Ha (oHe mpumeneHus Tananaduia 3HaueHne AUC Obiio
MeHbIle puMepHo Ha 19 % 1o cpaBHEHHIO CO 3J0POBBIMH JTOOPOBOJIBIIAMU. DTO pa3iudue HE

TpedyeT moadopa 035l.

Iloxka3zaHus K NIPUMEHEHHIO

JlekapcTBeHnHblil npenapat [Iun An mokaszaH K MIPUMEHEHUIO Y MY>KYUH B Bo3pacTe oT 18 ner mid

JICYCHUS:

*  DpeKTHIbHOW JUChYHKIHNH;
s obecnieuenus >gdexra Taganaduia HeoOXOAMMa CEKCyalbHask CTUMY SIS,

e CuHMIITOMOB CO CTOPOHBI HUKHUX MOYEBBIBOASIINX MyTeH y NAIIMEHTOB ¢ JOOPOKaueCTBEHHOM
TUTIEPIUTa3uel IPEeICTaTeILHOM Kee3bl (11 IO3UPOBKH S5 MT).

*  DpEeKTHWIbHOM AUCHYHKIMU Y TAUEHTOB C CHMITOMAMH CO CTOPOHBI HUKHHUX MOUYEBBIBOISIINX

nyTeil Ha (oHe T0OPOKAYECTBEHHOW THIIEPIUIA3UH MIPEICTATEIbHOM KeNe3bl.

JlekapcTBennslil npenapat [lun An He mpeaHa3HavyeH sl TPUMEHEHUS Y )KEHIUH.

IIporuBonokasanus

*  ['umepdyBCTBTUTENBHOCTh K Tajanaduiy HIM K JIOOOMY BEIIECTBY, BXOJASAIIEMY B COCTaB
Ipernapara;

* B ciyuae mpuema npenaparoB, COAEpKALIMX JHOObIE OpraHUYeCKUe HUTPAThl. B KimHMUeckux
UCCIICIOBAaHUAX OBLJIO TI0KAa3aHO, 4YTO Tajajadui YCHIMBACT THIIOTEH3MBHOE JeicTBUE
HUTpaToB. CUMTAeTCs, YTO 3TO CBSI3aHO C KOMOMHHUPOBAHHBIM BO3JCHCTBHEM HHUTPATOB M
Taganaduia Ha MeTaboTMYeCKUi yTh okcuaa azota/nl Md;

e Jlerckuii Bo3pact 1o 18 ner;

* Hanuume npoTuBOMOKa3aHU K CEKCyalbHOH AKTHUBHOCTH Y NAIMEHTOB C 3a00JCBaHHUSIMU
CEPAEYHO-COCYAUCTON CUCTEMBL. Bpaun NOJKHBI yUUTHIBATH BO3MOXKHBIM KapAUOJIOTHUECKUM
PHUCK CEKCyaJlbHOW aKTUBHOCTH y MAalMEHTOB C CEPIACYHO-COCYAUCTBIMU 3a00JIEBAaHUSMH B
aHaMmHe3e. Cnenyromue rpynisl MalueHTOB ¢ 3a00J€BaHUSMHU CEPJIEYHO-COCYAUCTON CUCTEMBI

HEe OBUIM BKJIIOYEHBI B KIMHHUYECKHUE HCCIICAO0BaHMsA, B CBA3U C UCM IPHEM Ta;[anaqmna UM
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NPOTUBONOKA3aH: NAlIMEHTHI ¢ MHPAPKTOM MUDKap/a # dedlRb 'é;l%ﬂl:dﬂ'zt'ﬂ P AT

C HecTaOWJIBbHON CTEHOKapauell WM BO3HUKHOBEHHEM IIPHCTYNA CTCHOKAapIUH BO BpEMs
II0JIOBOTO aKTa, NAI[UEHTHI C XPOHUYECKON CceplIedHON HenocTaTOYHOCThIO || Kitacca u Bblie 1o
knaccuukanmn NYHA B TedeHne mocieaHux 6 MecsIeB, MalieHThl ¢ HEKOHTPOJIUPYEMBIMHU
apuUTMUSIMHU, apTepuaibHoi runorensuen (AJl menee 90/50 MM pT. CT.), HEKOHTPOIHPYEMOM
apTepHaJIbHOM TUIIEPTEH3UEN, NAMEHTHI C MHCYJIBTOM B TEUEHUE MOCIEIHUX 6 MECSIIEB;

* Iloreps 3peHuMs Ha OOUH IJIa3 BCICACTBUE HEAPTEPUAILHOM IEpEeAHEH HIIEMUYECKON
ONTUYECKON HeipornaTuu (BHE 3aBUCHUMOCTH OT CBSI3M C IPEALIECTBYIOIIMM I[PUEMOM
uaruouropos ®J13-5);

*  OgHOBpEeMEHHOE NMPUMEHEHHE C IOKCAa303MHOM, C IpyruMu uHruouropamu ®J13-5 u npyrumu
BapHaHTaMU TEPANK SPEKTUIBHON TUCHYHKINY,

*  OnHOBpPEMEHHOE NPUMEHEHHUE CO CTUMYJIATOPAMHU T'yaHWIATLIUKIIA3bl, TAKUMHU KaK PHOLUTYAT,
IIPOTUBONOKA3aHO, IOCKOJIBKY OHO MOXET IIPUBECTH K CHMIITOMaTHYECKON THITOTCH3HUH;

* [lpumeHeHHEe y MAIMEHTOB C TSHKEIOH XPOHMYECKOHW MOYCYHON HEIOCTaTOYHOCTHIO (KIIMpPEHC
KpeatuHUHA MeHee 30 MII/MUH);

*  Penkas HaciencTBeHHas HEMEPEHOCUMOCTh T'aJlaKTO3bl, AEMULUT JTaKTa3bl, CHHIPOM TIIIOK030-

TraJIaKTO3HON MajbaOCOpOITHH.

C 0CTOPOKHOCTHIO

* VY NamueHToB ¢ TSHKEJION MeYeHOUHOM HelocTaTOYHOCThIO (Kitace C mo kinaccudukanuu Yaitm-
[Tp10) B CBSI3M C HEAOCTATOYHOCTHIO JAHHBIX;

* V¥V manueHTOB C MPEAPaCIONOKEHHOCTHIO K MpUanu3My (MpU CEPIIOBUIHO-KIETOYHON aHEMUH,
MHO>KECTBEHHOW MHUEIOME WU JISHKeMHUH) WU Y MAIUeHTOB ¢ aHATOMUYECKOU aedopmariueit
MOJIOBOTO WieHa (YIJI0BOE UCKPUBIIEHUE, KaBepHO3HBIN (prOpo3 mim Oone3ns [leliporn);

e IIpu onHoBpemenHoM mpueme ¢ uHruOutopamu wuszopepmenta CYP3A4 (puronaBump,
CaKBHHABHpP, KETOKOHA30J, UTPAKOHA30J, KIAPUTPOMHUIIMH, SPUTPOMHIIMH, TPEeUrippyToBbIii
COK), THIIOTEH3UBHBIMHU CPEJICTBAMH, HHTHOUTOpaMu 5-aib(a peayKTasbl;

e V [anueHToB, NPUHUMAIOLIUX aib(a-aJIpeHO0IOKaTOPbl, MOCKOJIbKY OJHOBPEMEHHOE
NPUMEHEHHE B HEKOTOPBIX CIy4yasX MOKET NMPUBECTH K CUMITOMATUYECKOW apTepHalbHON
TUTNOTEH3UHA. B WCClIeIoBaHUAX JIEKapCTBEHHOTO B3aMMOACHCTBHS C alb(y303MHOM HIH
TaMCyJIO3MHOM, TIPOBEJIEHHBIX C YYaCTHEM OIPAaHUYEHHOIO KOJUYECTBA  3/I0POBBIX

J0OpPOBOJIBIIEB, TAaKUX I(P(HEKTOB 3aPETUCTPUPOBAHO HE OBLIO.

IIpumeHeHnne npu 0epeMEHHOCTH M B IIEPHO/ I'PYAHOI0 BCKAPMJIMBAHUSA

IIpenapar He npenHa3HAYEH U1 IPUMEHEHUS Y JKEHILUH.
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(NOCNEQCBATENEHOCTE 0003)

Cnoco0d npuMeHeHHs U 103bI

s mpuema BHYTpb.

Ipumenenue npenapama Ilun An no noxazanuio spexmunvras oucgynxyus (3/)

JI71st ManMeHToB ¢ 4acTON CEKCyalbHOM aKTUBHOCTHRIO (JIBa paza B HEJEIO U 00JIee): peKOMEHIyeMast
4yacToTa MprueMa — eKeJHEBHO, OJIUH pa3 B CYTKU 5 MT, B OJIHO U TO € BPEeMs, BHE 3aBUCIMOCTH OT
BpPEMEHH MpueMa muiy. J{03a MoKeT ObITh CHIKEHA JI0 2,5 MT OJIMH pa3 B CYTKH B 3aBUCUMOCTH OT
WHUBUTyaIbHOW YyBCTBUTEIBLHOCTH.

[lenecooOpa3HOCTh  €XKEIHEBHOTO  MPUMEHEHHs  IpermapaTa  JOJDKHAa  HEPUOAMYECKU
nepecMaTpUBaThCS.

JJist marueHToB C HeYacTol CeKCyalbHOM aKTUBHOCTBIO (PEke ABYX pa3 B HEJENIO): PEKOMEHTyeMast
no3a npenapara Ilun An cocraBmser 10 mr umm 20 Mr, KOTOpble IPUHHUMAIOTCA IEpER
IpeJIoyiaraeMoi CEeKCyalbHOM aKTUBHOCTHIO HE3aBUCUMO OT IIPUEMa MUIIIH.

VY nmanmeHnToB, y KoTopbix npemnapat [Tun An B no3e 10 mr He 3¢ pexTuBeH, MPpUMEHSIOT 103y 20 MT.
[Ipenapar crnenyer npuHUMaTh Kak MUHUMYM 3a 30 MHUHYT [0 CEKCyaJlbHOW aKTHBHOCTH.
MakcumanbHasi yactoTta rnpuemMa — 1 pa3 B CyTKHU.

Tapganmadpun B moze 10 mr m 20 Mr mpeaHaszHayeH Il NMPUMEHEHHS Tepes IMpearnojaracMon
CEKCyaJIbHOM aKTUBHOCTBIO U HE PEKOMEHIYETCS JJIsl IOCTOSTHHOTO €KEeTHEBHOTO IIpUEMa.
Ipumenenue npenapama Iun An no noxazanuio JJITDK wnu SAIATTDK

Pexomenayemast 103a COCTaBISIET 5 MTI', KOTOpbIE MPUHUMAIOTCA IPUMEPHO B OJIHO U TO K€ BpeMs
KOKIbIA J€Hb HE3aBUCUMO OT mMpueMa NUuiu. Jljis B3pOCHIbIX MY>KUWH, IPOXOSAIINX JICUCHUE KaK
TOOpPOKaueCTBEHHOW THMEpIIa3ud MPEACTaTeIbHONW Kele3bl, TaK U APEKTHIBHON TuChYHKIUH,
peKOMeH1yeMasi J103a TaK»Ke COCTABIISIET 5 MT, KOTOPbIE TPUHUMAIOTCS MPUMEPHO B OJHO U TO Ke
BpeMs KaKJIbI JICHb.

Oco0nIe I'pynInbl TanMEHTOB

Tayuenmul nodxcunozo eozpacma

Y nanmeHToB MOKUIIOTo BO3pacTa moadopa 1036l He TpedyeTcs.

Tayuenmsi ¢ noueunol HedOCMamouHOCmMuio

Y nanueHToB C JIETKOM WM YMEPEHHOW MOYE€YHOM HEIOCTATOYHOCTHIO KOPPEKIUs [103bl HE
TpedyeTrcs. Y MaMeHTOB ¢ TSHKEIONU MOYEUYHON HETOCTATOYHOCTHI0 MAKCUMATbHON PEKOMEHTyeMOM
JI0301 TIPY MPUMEHEHHH 110 TPEOOBAHUIO sIBiIsIeTCs 103a 10 Mmr.

EsxenHeBHBINM npueM Taganaduia B 103aX 2,5 MI' ¥ 5 MT KaK /151 JISYSHUS SPEKTHILHON TUC)YHKIIUH,
TaK ¥ T00pPOKauYeCTBEHHOU THIEPIUIA3HH MTPEACTATEILHOM JKeJe3bl, MAIIMEHTaM C TSHKETION MOYeuHON
HEJOCTATOYHOCTBIO HE PEKOMEHYETCS.

Iayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

[Ipu neyeHun OSpeKTUIBHOW MAUCOYHKIMM C TpUMEHEHHEeM Tajanadmwia 1o TpeOOBaHUIO
8



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 15.02.2024 N= L.'.T

pekomeHnayeMast jao3a coctabiser 10 wmr, kojopbie ﬁgﬁnﬂ%#'“g%ﬁH Errbﬁér'-' MO

CEKCyallbHOM aKTUBHOCTBIO HE3aBUCUMO OT MpuemMa muiim. MIMEeroTcs: orpaHiYeHHbIC KIMHUYECKHE
JMaHHBIe 0 Oe3omacHOCTH Tajanaduia y MalUEeHTOB C TSDKEJIOW MEYCHOYHOW HEJ0CTaTOYHOCTHIO
(xmacc C nmo knmaccudukanuu Yaitna-I1s10); mo3ToMy Npu Ha3HAYCHUH JAHHOTO IMperapaTa BpauyoM
JoJIKHa OBITh MPOBE/ICHA TUIATEIbHAS WHANBHUAYaIbHAs OLEHKAa COOTHOILIEHUS MOJIb3bl U PUCKA €T0
npuMeHeHUs. JJaHHbIe 0 MPUMEHEHUH MAIleHTaMHU C TICYUEHOYHON HETOCTAaTOYHOCTRIO Tafanaduiia
B 703ax 6osee 10 M OTCYTCTBYIOT.

ExxenneBHbIi mnpueM Tananmapuia Kak JUIS  JICYEHUS DOPEKTHWIbHOM AMCQYHKIMM, TaK U
JTOOpOKAaYECTBEHHONW THUMNEPIUIa3Uu TPEACTATeIbHOW JKeJe3bl y TAIMEHTOB C MEYCHOYHOH
HEJOCTATOYHOCTHIO HE OLIEHUBAJICS; TIOATOMY MpY HA3HAYCHUH JAHHOTO Mperapara BpauoM J0KHA
OBITh TpOBENEHA TIIATENbHAS WHIUBUAYyaldbHAas OIEHKA COOTHOILIEHUWS TOJb3bl U PHUCKA €ro
MPUMEHEHHUS.

Caxapmuwiii ouabem

VY manueHToB ¢ caxapHbIM 1uabeToM moa0op 036l pernapara He TpeOyeTcsl.

HexenarenbHble peakuuu

Haubonee yacto peructpupyeMbIMU HEXeJaTeIbHBIMU PEaKUUsIMU Yy MalWEeHTOB, TPUHUMAIOIIUX
Taganadua A7 JICYEHUS JPEKTHIBbHOW TUCHYHKIMU HIU JOOPOKAYECTBEHHON THIIEPILIA3HH
MPEICTAaTEeNILHOM JKeIe3bl, SIBISUTUCH TOJOBHAS 00JIb, TUCTIETICHS, O0JIb B CIIMHE M MHAJITHS, 9aCcTOTa
KOTOPBIX YBEJIMYMBAJIaCh C yBEJIMUEHHUEM J03bl Mpenapara. HexxenarenpHble peakiiui ObLTH 0OBIYHO
cnabo WJIM YMEPEHHO BBIPAXEHbI W HOCHIM MPEXOASIIMNA XapakTep. BONBIIMHCTBO clyyaeB
TOJIOBHOW OO0JH, 3aperMCTPUPOBAHHBIX IPH €XKEAHEBHOM NpueMe Tananaduia, UMEITd MECTO B
teuenue nepsbix 10-30 qHEl oT Havaa JeueHwUs.

Huxe mnpuBeneHsl HeenaTeabHbIE pEaKLUU, KOTOpblE ObUIM 3aperuCTpUPOBAaHbI BO BpPEMs
KIIMHUYECKHUX UCCIIeI0BAaHUH U MTPHU OCTPETUCTPALIMOHHOM IPUMEHEHUH IIperapara o TpedoBaHuIo
WIH €KETHEBHO /ISl JICUCHUS SPEKTUIBHON TUCHYHKIIUHU, U C €KECTHEBHBIM MPUMEHEHUEM — IS
neuenus JI'TIK.

B cootBerctBuM ¢ kiaccudukanuein BcemupHo# opranuzanuu 3apaBooxpaHeHus (BO3) Bce
peakuuu pachpeesieHbl TI0 CHCTeMaM OpraHOB M YacTOTe pa3BUTH: oueHb 4yacto (>1/10); gacrto
(>1/100, <1/10); veuacto (>1/1000, <1/100); peaxo (>1/10000, <1/1000); ouens peaxo (<1/10000);
4acToTa Heu3BecTHA (HEBO3MOKHO OMPEICTUTh HA OCHOBAHMH JOCTYITHBIX JTAHHBIX).

Hapywenus co cmoporvl uMmyHHOU cucmembl

Heuacmo: peakuyuy runep4yBCTBUTEIILHOCTH.

Pedxo: aHTHOHEBPOTHYECKHA OTEK?.
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(NOCNEQCBATENEHOCTE 0003)

Hapywenus co cmoponbl Hep8HoUl cucmembl

Yacmo: TonoBHast 0OIb.

Heuacmo: TOIOBOKPYXEHHE.

Peoxo: mHCYIBT! (B TOM YHCIIe TEMOPPArHdecKue BJIEHHU), 0OMOPOK, TPAH3UTOPHBIE HIIEMHYECKHE
aTaku’, MUTpeHb?, CyJIOPOTHZ, TPAH3UTOPHAS AMHE3HS.

Hapywenusa co cmoporsl opeana 3penus

Hevacmo: HEeYETKOCTh SPUTCIILHOI'O BOCIIPUATHA, 6OJIGBBIG OINYIICHUS B ITIIa3HOM 516)101(6.

Peoko: wnapymieHue moned 3peHuUs, MPUIYXJOCTb BEK, KOHBIOHKTUBAJIbHAs THUIEPEMUS,
HeapTepuanbHas IIepefHsAs MWIIeMudeckas onTtnueckas Heifpormatus (HATIMOH)?, okkmo3us
COCYJIOB CETYaTKH Iia3a’.

Hapyuwenus co cmoponwl opeana cayxa u Jza6ummma

Heuacmo: 3B0H B ymax.
Peoxo: BHe3anHas oTeps ciyxa.

Hapywenus co cmoporbl cepdual

Heuacmo: taxukapaus, ouryneHue cepaneconeHus.

2

Peoxo: nr(GapPKT MEOKAP/a, KeTyT0UKOBbIE HAapyIIeHHs PUTMAa%, HECTAOUIbHAS CTEHOKAPUZ.

Hapywenus co cmoponst COCV()OG

Yacmo: «IpUIIUBBDY KPOBH K JIUILLY.

Heuacmo'. cHIbXeHHE apTepUaIbHOIO ,Z[aBJIeHI/IH3 INOBBIICHUEC apTCPUAIBbHOI'O JaBJICHUA.
b

Hapywenus co cmoponst ObIXAmMenbHOU cucmemsl, opeaHos ZDV()HOIZ KinemkKu u cpedocmenuﬂ

Yacmo: 3a105)KEHHOCTDH HOCA.
Heuacmo: opplilika, HOCOBOE KPOBOTEUEHUE.

JKenyoouno-xuweunvie Hapyuienus

YacTo: gucnencus.
HeuacTo: 60116 B )KHBOTE, TacTpod30(areanbHbI pedIItoKe, pBOTa, TOIIHOTA.

Hapywenus co cmoporbl Kodxcu u NOOKOMCHLIX MKAHEel

Heuacmo': X0Has ChBIIb.

2 2

Peoko: kpanuHuna, cuaapom CtuBeHca-J)koHCOHA®, IKC()OTUATUBHBIN JEPMATHT, TUTIEPTUIPO3
(TIOBBIIIIEHHAS TIOTIUBOCTH ).

Hapywenus co cmoponst MbluteyHol, CKeaemHuol U COCOUHUMENbHOU MKAHU

Yacmo: 001 B CIMHE, MHAITHS, 00JIb B KOHCYHOCTSX.

Hapywernus co cmoponsl nouex u M0q66b1600ﬂu4ux nymeu

Heuacmo: remarypus.

Hapywenusa co cmoporbl penpodykmuenoﬁ cucnembl U MOJIOUYHbBIX oJHceles

Heuacmo: nnutenbHas 3peKLysl.
10
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. (L]0 BA HOCTE 0003
Peoko: npuanusM, reMaTtocrepMus, KpoBoTeueHUd 13 nondbBro-atrers, B4 TENBEHOCTE 0003)

O6WM€ HAapyuweruA u peaKkyuu 6 vmecme 66e0eHUs.

Heyacmo: 601b B rpyau’, nepudepuueckuii 0TeK, yCTaaocTh.
Peoxo: OTeK HMIIa%, BHE3AIHAS CEepICUHAs CMEpPTh- .

1V GonbImMHCTBA MAIMEHTOB B aHAMHE3€ OBLITH CEPAEUHO-COCYUCTHIE (haKTOPHI PHCKA.
2 HOCTpeI‘I/ICTpaI_[I/IOHHOG HaGHIO,Z[GHI/Ie BBISIBUJIO  HCIKCJIATCJIIBHBIC PpCaKIWH, KOTOPBIC HC
Ha6JIIOI[aJII/ICB B HHaI_I€60'KOHTpO.HI/Ipy€MBIX KIIMHUYECKUX UCCIICOOBAHUAX.

% Yame wnabmonamuch, koraa Taganaduil HPUMEHSUICS y MNAIMEHTOB, YK€ IPHHAMAIOIINX
THIIOTCH3UBHBIE CPEICTBA.

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEaKIIUMi

Cpenu manMeHToB, MOMYYaBIIMX Tafanadui OIWH pa3 B CYTKH, COOOINAIoCh 0 HEMHOro Ooiee
BBICOKOH 4acTOTe, B CPAaBHEHHH C TUTare00, OTKIIOHEHUH oT HOpMBbI TapameTpoB DKI', mpex e Bcero
CHHYCOBOM  Opamukapauu. bBOJIBIIMHCTBO W3 ATUX  OTKIOHEHHWH HE  COMPOBOXKIAIHCH
HCIKCJIATCIbHBIMH KIIMHUYCCKUMU MTPOABJICHUSAMMU.

Hpyrue 0Cco0BIe TONYJIANWH ITAIIMCHTOB

JlaHHbIC KIIMHUYECKUX HMCCIEJOBAaHUN O MalMEeHTax cTapiie 65 JeT, MoJy4daBImuX Taganadui s
nedeHus dpekTuibHON nucdynkiuu mu6o JAI'TDK, orpanndensl. B KiIMHMYECKUX UCCIEIOBAHMIX C
NprUMEeHEeHHeM Tajanaduia 1o TPeOOBAaHUIO MMl JICUCHUS DPEKTWIBHON AUCPYHKIMH, CpEIu
NalKMEeHTOB B BO3pacTe crapuie 65 JeT yalle perucTpupoBaIUCh CIy4yau Juapeu. B KIMHUYEeCKuX
MCCJICIOBAHMSX C €KETHEBHBIM TpUMeHeHeM Tafanaduia B go3e 5 mr mis aederus AT TDK, cpenn

MAIMEHTOB B BO3pacTe cTapiie 75 JeT yallle peruCTPUPOBAIUCH CIIy4au TOJIOBOKPYKEHHUS U TUAPEH.

Ilepeno3upoBka

[Ipu omHOKpaTHOM Ha3HA4YEHHWH 3J0POBBIM 100poBosibIlaM Tajanaduiaa B go3e a0 S00 mr u
ManyueHTaM — MHOTOKpaTHo 0 100 Mr/cyT, HexenaTelbHbIe SBJACHUS OB TAKUMU K€, KaK U TIPH
NpUMEHEHUU OoJiee HU3KUX J03. B ciyuae mepeno3upoBKr HEOOXOAUMO MPOBOAUTH CTAHAAPTHOE

CHUMIITOMAaTHYCCKOC JICUCHUC. HpI/I IreMoauain3e Ta;[anaq)pm MPAKTUYCCKU HC BHIBOAUTCH.

B3aumopeiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH CPeACTBAMH

HccnenoBanus JIeKapCTBEHHOTO B3aUMOACHCTBUS PoBoAMIM ¢ Taaaitaduiaom 10 mr w/umu 20 mr B
COOTBETCTBUU C YKa3aHUSAMH HUXKe. UTO KacaeTcsl TeX UCCIIEJOBaHUM B3aMMOJEHCTBYS, B KOTOPBIX
IPUMEHSUIach TONBKO f03a Tajzanapuiaa 10 Mr, Helb3sl MOJHOCTBIO HCKIIOYUTh KIMHUYECKU

3HA4YUMBIC BSaHMOHeﬁCTBHH IIpu MPUMEHCHUHA 0oJiee BBICOKHX J03.

11



COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

oT 15.02_2024 Nz 2875

(NOCNEQCBATENEHOCTE 0003)

BansHME Ipyrux nmpenapaToB Ha Ta/:[ana(bnn

HUneubumopol yumoxpoma P450

Tananapun B ocHoBHOM Metabonusupyercs uzopepmentrom CYP3A4. CenekTUBHBIH MHTHOUTOD
nzodepmenta CYP3A4 kerokonazou B go3e 200 mr B cytku yBenuunBaeT AUC taganaduna (10 mr)
B 2 paza u Cmax Tamanaduia Ha 15 % otHOcuTenbHO 3HaueHnid AUC u Cmax TIpH NpUMEHEHUH
Tajanaduiaa B MOHOTEpanuu. A keTokoHas3o: B 103e 400 mr B cyTku yBenuuubaeT AUC Tananaguna
(20 mr) B 4 paza u Cmax Tananadumna na 22 %.

Wurnburop mporead puroHaBup (200 mMr aBa pasa B CyTKH), KOTOPBIH IMOJABJISIET aKTHBHOCTH
nzodepmentoB CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yrenmunan AUC tagamaduna (20 mr) B
2 pa3a 6e3 u3MeHeHUs! Cmax. XOTS crenu@uueckue B3aUMOJCHCTBUS C IPYTUMH HHTUOMTOPAMHU
npoTeas, TAKUMH KaK CakKBUHABUD, U ApyruMu uaruoutopamu CYP3A4, TakumMu Kak 3pUTPOMUIIHH,
KJIQPUTPOMMUIIMH, WUTPAKOHA30J U TpeHn@pyTOBBIA COK, HE M3y4YalHCh, UX CJEIyeT Ha3HAdaThb
COBMECTHO C Ta1ajauiIoM C OCTOPOKHOCTBIO, TOCKOJIBKY OHH MOTYT CIIOCOOCTBOBAThH MTOBBILLIEHUIO
KOHIIGHTpaluu Tajanaduia B ra3mMe kKpoBu. CieqoBaTeNbHO, YaCTOTa HEXKENATEIbHBIX PeaKIun
MOYET MOBBIIIATHCS.

llepenocuuru

Ponp mepeHocuMkoB (Hampumep, P-TIIMKONPOTEHWHA) B pacmlpeeieHun Tanainaduia HEU3BECTHA.
Cy1ecTByeT BO3MOXKHOCTb JICKAPCTBEHHOTO B3aUMOJICHCTBUS, ONIOCPEIOBAHHOTO MHIMOMPOBAaHHEM
NEPEHOCUYHKOB.

Hnoyxkmopwr yumoxpoma P450

CenexktuBHbli uHAYKTOp wu3odpepmenTta CYP3A4, pudavnunus, cHmwkaer BenmumunHy AUC
tananaduia Ha 88 % B cpaBHeHuu co 3HayeHusMu AUC npu moHoTtepanun Taganagpuiom (10 mr).
Bo3MoskHO, pu 3TOM CHUXkaeTcs 3¢ (HEeKTUBHOCTD Tafanaduiia; CTeeHb CHIKEHHUS d3PPEKTUBHOCTH
Heu3BecTHa. MOKHO mpeanosjaraTth, 4To OJHOBPEMEHHOE NPUMEHEHHE IPYIMX HWHIYKTOPOB
nzodepmenta CYP3A4 (takux kak (penobGapoOurtan, GeHUTOUH WM KapOamMa3eluH) TaKKE MOXKET
CHIDKATh KOHIIEHTPAIMIO Tajanaduia B rmia3mMe KpOBH.

Biusaue Ta;[anadmna Ha APYTHUEC JICKAPCTBCHHLIC MIPCIIAapaThl

Humpamuwi

B kiamHMYECKHX HCCleoBaHUAX ObUIO Toka3zaHo, uto Tagamadwmr (5, 10 m 20 mr) ycunmBaeT
THIIOTEH3UBHOE JIelcTBHE HUTpaToB. [losTOMy mpumenenue taganaduia Ha GoHe npuema o000
(GbopMBI OpraHMYECKHX HHUTPATOB IMPOTHBONOKa3aHO. KIMHWYECKHe HCCIIeNOBaHMs, B KOTOPBIX
MAIMCeHTHI Ha MMPOTSHKEHUU 7 JHEH eXKEeTHEBHO B pa3HOE BpeMs Tosrydanu Tafganadui B 1o3e 20 Mr u
CyOJIMHTBaJILHBIN HUTPOTIHUIEPHH B 103¢ 0,4 MT, TOKa3alid, 4TO B3aUMOJICUCTBHE JIUTCS OoJiee 24
4acoB M HE OMPEJENIeTCs M0 ueTedeHnn 48 4acoB Mocie MocleAHero npueMa taganaduia. Takum

o0pa3oMm, y MarueHTOB, MOTyJYalonux Taaanadpui B 1000i u3 103 (ot 2,5 mr go 20 mr), B cirydae
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BO3HUKHOBEHUSI MEAHMIIMHCKONH HEO0OXOAMMOCTH IpI/IMeHéH/M 'H-l/ﬁ‘ga‘i‘gh EE%;Ka-}JLﬁeﬁ Uhsrm

CUTYallUH, JOJDKHO MPOUTH KaKk MUHIUMYM 48 4acoB MocIie MOCIeIHero mprueMa tafanaduia, 4ToOsl
UMETh BO3MOXKHOCTh BBeCTU HHUTpAT. [Ipn Takux 0OCTOATENHCTBAX HUTPATHI CIEAYET BBOIAUTH IO
THIATETbHBIM MEIUIIMHCKUM HAOII0JJCHHEM C COOTBETCTBYIOIIUM MOHUTOPUHIOM TeMOIMHAMUKH.
T'unomen3susHuvle npenapamsi (6K10YAs1 O10KAMOPLL MEOTICHHBIX KANbYUEBbIX KAHANO08)

BBenenne nokcaso3uHa (4 U 8 Mr B CyTKH) B COYETAaHHM C TaaajgaduioM (CyTouHas 103a 5 MI H
20 Mr B BUJE OJJHOKPATHOM J03bl) 3HAYUTEIHHO YCUIMBACT aHTUTHUIICPTEH3UBHBIN d3PHEKT JaHHOTO
anbgai-aapeHoookaropa. IToT 3G EKT ATUTCS HE MEHEE IBEHA/IIIATH YaCOB M MOXKET MPOSBIIATHCS
CUMITOMAaTUYECKH, BKJII04Yast 0OMOpoUHbIe cocTosiHUS. [103TOMY Takasi KOMOMHAIIMS TpenapaToB He
PEKOMEHIyeTCs.

B wuccrnenoBaHusaX JIEKQpPCTBEHHOTO B3aMMOJICHCTBUS C alb(Py303MHOM WU TaMCYJIO3UHOM,
MIPOBEJICHHBIX C yYaCTUEM OTPAaHMYEHHOTO KOJMYECTBA 3JI0POBBIX 10OPOBOJIBLEB, TAaKUX (D (PEKTOB
3aperucTpupoBaHo He Obulo. TeM He MeHee, CleyeT MPOSBIATh OCTOPOKHOCTh IIPU MPUMEHEHUN
Taganaduia y naiueHToB (0COOEHHO MOKUIIOTO BO3PACTa), MOIYYAIOIIUX alb(a-aIpeHO0I0KATOPHI.
JledeHue TOKHO HAYMHATHCS ¢ MUHUMATBHOU O3Bl M IIOCTENIEHHO KOPPEKTUPOBATHCA.

B xnuHMueckux ¢apMakoJOTHYECKHX HCCIENOBaHMUSIX ObUl M3y4eH NOoTeHUuan Taaanaduia B
OTHOIIEHUU YCWJICHHMSI aHTUTUINEPTEH3UBHBIX A((EKTOB TMIOTEH3UBHBIX JIEKAPCTBEHHBIX
npenapaToB. beutH U3y4ueHBbI OCHOBHBIE KJIACCHI THIIOTEH3UBHBIX JICKAPCTBEHHBIX CPEICTB, BKIIFOYAS
OJIOKATOPBI MeEJTICHHBIX KaJIbLIMEBBIX KaHAJIOB (ammoumun), WHTHOUTOPBI
AHTUOTECH3WHIIpEBpaliaonero ¢epmMeHta (dHamanpuia), OlokaTopbl OeTa-aJApeHEePrHIeCKUX
penentopoB (METOMPOJIOIT), THA3UIHBIE TUYpeTHKU (OeHApOoGdIya3u ) U aHTarOHUCTHI PEIENTOPOB
anruoteH3uHa || (pa3nu4HbIE TUTIBI U 0361, OTACIHFHO WU B COYETAaHUU C THA3HIaMu, OJJ0OKaTopaMu
MEJICHHBIX KaJIbIIMEBBIX KaHAIOB, OeTa-aIpeHOOIOKaTOpaMu W/UIU anb(a-aapeHoOI0KaTOpaMu).
Tagamadwr (10 mMr, 32 HCKITFOYEHUEM HCCIICIOBAHUN C aHTAarOHUCTAMHU PEIeNTOPOB aHTHOTeH3uHa |
U aMJIOJMIIMHOM, B KOTOPBIX NHpUMEHsANach Jo3a 20 Mr) He OKa3blBaJl KIMHUYECKH 3HAYMMOIO
B3aMMOJICHCTBYSI HU C OJHUM W3 BBIIICTICPEUHCICHHBIX KJIACCOB JICKAPCTBEHHBIX MpernaparoB. B
JIPYroM KJIMHHYECKOM (PapMaKOoJIOTHYeCKOM HCCIEAOBAaHUN HW3yYalu MpUMEHEHHe Taaanaduia
(20 mr) B coyetaHuu C 4 KiaccaMH THUIIOTEH3WBHBIX CPEICTB. Y YYaCTHUKOB, MOJYYArOITUX
HECKOJIbKO THUIMOTEH3UBHBIX IPENaparoB, KojeOaHWs HM3MEPEHHOTr0 B aMOYJIaTOPHBIX YCIOBHSIX
apTepHAIbHOTO JIABJICHHUSI, TIO-BUIUMOMY, OBLIM CBS3aHBI CO CTENEHBIO KOHTPOIS apTEPUaTHLHOTO
JaBJICHUS. Y YYaCTHUKOB MCCIIEOBAHUS UYbe apTEPUATBHOE JABICHHUE XOPOIIO KOHTPOIUPOBAIIOCH,
CHI)KEHHE ObUI0O MUHHMAJIBHBIM W CXO0XHM C HaOJI0JaeMbIM Y 310pPOBBIX OOpPOBOJBIEB. Y
YYaCTHUKOB, apTepHUaJbHOE JaBJIEHHE KOTOPBIX HE KOHTPOJIMPOBAIIOCH, CHUKEHHE ObLIO OoJee
BBIPQXKCHHBIM, XOTS Y OOJBIIMHCTBA MCIBITYEMBIX OHO HE COIMPOBOXAANOCH THIOTCH3MBHBIMU

cuMIITOMaMu. Y ManueHTOB, MOJYYAaromIUuX COMYTCTBYIOIICC AHTHUIHUIICPTCH3WUBHOC JICUCHUC,
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taganapui B 10o3e 20 M MOXKET BBI3bIBATH HE3HA TenLde(;'é::M SHitent %ﬁ%ﬁhéﬁ}%bom

CHI)KCHHE apTepPHAILHOTO JIaBJICHHS, KOTOPOE CKOPEE BCEro HE SIBJISCTCS KIMHUYECKH 3HAUMMBIM.
AHanu3 maHHBIX KiuHUYeckux wucciuenoBanumii Il da3el He mokazanm paznmmuus B mpoduie
HE)KENaTeNIbHbIX SBIIEHUH, 3aperMCTPUPOBAHHBIX Yy MAIMEHTOB, IMOJy4aBIIUMX Taganapui B
MOHOTEpAallMd U B COYETAHUU C TUNOTEH3MBHBIMU IpenapaTaMu. Tem He MeHee, MaleHTaM,
MOJTyYaloNUM TUIMOTCH3UBHBIC TIpENaparbl, CileIyeT JaTh COOTBETCTBYIONIME KIMHUYECKHE
PEKOMEHIAIUNA OTHOCUTEILHO BO3MOYKHOTO CHUKCHHSI Y HUX apTePUAIBHOTO IaBIICHUSI.
Puoyueyam

B xnmHMYecKHuX HcciaenoBaHUSAX ObUIO MOKA3aHO, YTO PUOIMTYAT YCUIIMBAET aHTUTUIIEPTEH3UBHBIC
apdextsl uarnouropo MJ13-5. JlokazaTenbCTB OJaromnpHsATHOTO KIMHUYECKOro 3¢ddekra ot
NPUMEHEHUS KOMOWHAIIMK B MPOAHAIM3UPOBAHHOW TOIMYJSAIUN MMAIMEHTOB IMOJYYCHO HE OBLIO.
ComyTcTByIOIlee NMPUMEHEHHE puonuryata ¢ wuHruoutopamu DJ[D-5, Brmrodas Ttamamadu,
MPOTUBOMNOKA3aHO.

Uneubumopuwl 5-anvgha-pedyxmaszol

[lenenanpaBiaeHHBIX UCCIEAOBAHUI JIEKAPCTBEHHOT'O B3aUMOICHCTBUS Tafanaduia 1 UHTHOUTOPOB
5-anb(da-peaykTazpl He TPOBOJUIIOCH, TPH HMX OJHOBPEMEHHOM IpUEME CIIEIyeT COOJII0AaTh
OCTOPOXKHOCTb.

Cyocmpamur CYP1A2 (nanpumep, meogpuniun)

IMpu npumenenun Tamanaduna B no3e 10 mr ¢ teopuumHOM (HECENEKTUBHBIM HWHTHOMTOPOM
dbochoandcrepaspl) B KIMHUIECKOM (DapMaKOJIOTHUECKOM HCCIICIOBAaHUN (PapMaKOKMHETHYECKOTO
B3aMMOJICHCTBUS 3apETHUCTPUPOBAHO HE ObLI0. EMMHCTBEHHBIM (papMakoanHAMUYECKUM 3P (HEKTOM
SIBJISIIOCH HE3HAYUTENBHOE (3,5 Y. B MUHYTY) YBEIHMYEHUE YaCTOTHI CEPACUHBIX COKPAIICHHI. XOTsI
TaHHBIA A GEKT SBISETCS HE3HAYUTEIBHBIM W HE HMMEN KIMHWYECKOTO 3HAYCHHS B JAHHOM
UCCIIETIOBAaHUM, €ro CIEAyeT YYUTHIBaTh IPU COBMECTHOM IPUMEHEHUH 3TUX JIEKapPCTBEHHBIX
IpernapaToB.

Omununscmpaouon u mepoymaniun

Tamanagun BBI3BIBACT yBEIHUYEHUE OWOMOCTYIMHOCTH STHHHIICTPAIUONA TPU MPUEME BHYTPb.
CxoniHO€ MOoBbINIEHHE OMOTOCTYITHOCTH MOXKHO OXKHUAATh IPU MIpHEeMe BHYTpb TepOyTaluHa, OAHAKO
KIIMHUYECKHE MOCJIEICTBUS HE YCTAaHOBJICHBI.

Ankozonw

Tamanapun (10 mr wim 20 Mr) He OKasblBaj BIMSHUS HA KOHIICHTPAIMIO AJKOTOJS (CpemHss
MakcuMaibHas KoHleHTpanusi B kpoBu 0,08 %) mpu coBmecTHOM mnpueme. Kak u amkoronb He
OKa3bIBaJI BIMSIHUS Ha KOHIIEHTpAUIO Tafganaduia yepe3 3 yaca mociie COBMECTHOTO PUMEHEHHUS.
AJIKOTOJIb TPUHUMAIN TAKUM 00pa3oM, YTOOBI MAKCUMU3UPOBATH CKOPOCTh €T0 BCAChIBaHUS (YTPOM

HATOIIAK C BO3JIEpKaHUEM OT IpreMa IHIIH B TeUeHUE 2 4acoB rociie ynorpednenus). [Ipu Bicokux
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no3ax ankorois (0,7 r/kr) mpuem Tamanaduiia He pe3piBall et aHeTHe etk IH A UMOT 0 CHKe s

CpeqHEH BENMYMHBI apTePUATBHOTO JaBICHHA. Y HEKOTOPBIX TAIMEHTOB HaOII0qaINCh
MOCTYPaTbHOE TOJIOBOKPYXKEHHE W OpTOCTaThyeckas rumoteHsus. llpu mpueme Tamanaduna B
codeTaHum ¢ 0oyiee HU3KUMH J103aMH ankorosist (0,6 T/Kr) CHUKEHUE apTepUaIbHOTO JABJICHUS HE
Ha0J110/1a710Ch, @ TOJIOBOKPY>KEHHE BOZHUKAJIO C TOU YK€ YaCTOTOMU, YTO MPHU IPUEME OJHOTO aJIKOTOJISL.
Tamanadwn (10 Mr) He yCHUIHBaI BIUSHUE alIKOTOJISl HA KOTHUTHBHBIC (YHKITUH.

Jlexapcmeennvie npenapamol, Memaboauzupyemule yumoxpomom P450

Tananadun He OKa3bIBaeT KIMHUYECKU 3HAYUMOT'O BIMSHUS Ha KIMPEHC MpernapaToB, METa0oIu3M
KOTOPBIX MPOTEKaeT C ydyacTueM Hu30(epMeHTOB cucTteMbl mutoxpoma P450. HccnemoBanwms
NOATBEPAMIIH, YTO Taganaduil He MHrHOupyet u He uHaynupyet usopepmentsl CYP1A2, CYP3A4,
CYP2C9, CYP2C19, CYP2D6, CYP2EL.

Cyocmpamuvr CYP2C9 (nanpumep, R-sapghapun)

Tanmamadui (10 mr u 20 Mr) He OKa3pIBacT KIMHHUYECKH 3HaunMoro BiusHus Ha AUC S-Bapdapuna
win R-BapdaprHa 1 He BIUsSET Ha U3MEHEHHE MPOTPOMOMHOBOTO BpEMEHH, BEI3BAHHOE BapPapruHOM.
Acnupun

Taganadwr (10 mr u 20 Mr) HE CTOCOOCTBOBAJ YBEIMUEHUIO BPEMEHU KPOBOTECUCHHUS, BEI3BAHHOTO
IPUEMOM alleTUIICATULIUIOBON KUCIIOTHI.

Caxapocrudcarowjue nexapcmeenHvle npenapambl

HccnenoBanuii  B3aUMOJEHCTBUSL C CaXapOCHIKAIONIMMH JICKAPCTBEHHBIMHU TpenaparaMu  He

MIPOBOJIUIIOCH.

Oco0ble ykazaHust

Ilepeo nauanom npuema npenapama Ilun An

[Ipexxne yem MpuHATH pemeHne o apMakoTepanuy, HE0OX0IMMO cOOpaTh METUITMHCKUN aHaAMHE3
U TPOBECTH MEIUIIMHCKUN OCMOTp JJs JUATHOCTHKH DJPEKTUIBHOW JTUCHYHKIUU WM
T00pOKaUeCTBEHHOM TUTIEPILIA3UH MPECTATEeIHLHOMN JKEIe3bl U ONPEICTICHIS BOZMOXKHBIX TIPUYNH UX
pa3BUTHA.

[lepen HauaaoM J1H0O0TO JI€UEHUS IPEKTUILHONU JUCPYHKIIMH BpAYH JOJIKHBI YUYUTHIBATH COCTOSTHUE
CEP/IEYHO-COCYAUCTON CUCTEMBI CBOMX MALIMEHTOB, MOCKOJIbKY CYIIECTBYET ONpEIeJICHHAsI CTEIIEHb
KapAHOJIOTHYECKOTO PHUCKA, CBSI3aHHOTO C CEKCyallbHOW aKTUBHOCTBHIO. Tamamadun obnmamaer
COCYIOPACIIUPSIOIIMMH CBOMCTBAMM, YTO MIPUBOAUT K HE3HAYUTEIBHOMY IPEXOASIIEMY CHUXKEHUIO
apTepHaJIbHOTO JaBJIEHUS U, TAKUM 00pa3oM, YCHIIMBAET TMIIOTEH3UBHOE IEHCTBHUE HUTPATOB.
[Tepen Hayanom neuenus taganadpuiaom A TEK cnexyeT o6cnenoBaTh NaIMeHTOB, YTOOBI HCKITIOUUTH
HaJM4he KaplLUHOMBI NPEJICTATEIbHON JKeNe3bl, M MPOBECTU TIIATENIbHYIO OILEHKY COCTOSHHS

CEPJICYHO-COCYTUCTON CHCTEMBI.
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JlnarHocTuka SpEeKTUILHON TUCPYHKIIUU TOJDKHE BKnmqﬁlpﬂ:'i;:-Eg(ﬁ;[':ﬁﬁEﬁ% ';‘I'oIei'{Hné'n'ﬂHoﬁ

OCHOBHOM NPUYMHBI, COOTBETCTBYIOIIEE MEIUIMHCKOE OOCIeOBaHME M OIpeaesieHHe TaKTUKU
JIEYEHUS.

O¢ddexTrBHOCTH Tafanapuia y NalMEHTOB, MEPEHECIINX XUPYPrUUECKyIO ONEpaldi0 Ha OpraHax
MaJIOr0 Ta3a MM PaJUKalbHYIO MPOCTATIKTOMMIO 0€3 COXPAHEHUS COCYIMCTO-HEPBHBIX ITYYKOB,
HEU3BECTHA.

Cepoeuno-cocyoucmas cucmema

[To naHHBIM NOCTPErMCTPALMOHHOIO HAOMIONEHMS W/WINM KIMHUYECKUX HCCIeIOBaHUNA ObLTH
3aperUCTPUPOBAHBI CEPbE3HBIE CEPAECYHO-COCYIUCThIE IPOSBICHUA, B TOM 4HUCIE HHPApPKT
MHOKap/a, BHe3alHas cepjieyHasl cMepTb, HecTaOMJIbHAs CTEHOKApIUWs, JKEIIyJI0YKOBas apUTMHUS,
UHCYJIBT, TPAH3UTOpPHBIC HIIEMUYECKHE aTaku, O0Nb B TPyIHOW KIETKe, cepAuneOueHue u
TaXWKapaus. bolbIIMHCTBO MAMEHTOB, Y KOTOPBIX OBLIM 3apErMCTPUPOBAHBI JaHHBIE IPOSIBICHUS,
UMEIU B aHaMHe3€e CepAeYHO-COCYIUCTble (akTopbl pucka. TeM He MeHee, HEBO3MOYKHO
OKOHYATEJIbHO OIpPEICNUTh, CBS3aHBI JIM 3TH SBICHHUS HEMOCPEICTBEHHO C (aKTOpaMu pPHCKa,
nprueMoM Tajanaduia, CeKCyalnbHON aKTUBHOCTBIO MIIM KOMOMHAIIMEH TeX UM UHBIX (PaKTOPOB.

VY nanueHToB, NOJYYaroIUX COIMYTCTBYIONIYIO aHTUIMIIEPTEH3UBHYIO TEPAIUIO, Tajada(uia MOXKeT
BBI3BIBAaTh CHUKEHHE apTepualibHOro fasieHus. [lepea HayaaoMm esxeAHEBHOrO NpreMa Tajanaduia
CJIEyEeT PACCMOTPETH BOIIPOC O BO3MOXKHON KOPPEKLIUHU J103bI THIIOTEH3UBHBIX CPECTB.

Y nanMeHToB, KOTOpble TNPHUHUMAIOT aib(dai-agpeHoONIOKaTOPsl, OIHOBPEMEHHBIH MpUeM
Tajanaduia B HEKOTOPBIX CIIy4asX MOXKET IPUBECTHU K CUMIITOMAaTH4YeCKOM runoten3uu. [lpunumars
Tajana(ui B COYETaHUU C TOKCA303MHOM HE PEKOMEHTyEeTCsl.

3penue

[Tpu npueme taganaduna u Apyrux HHruouTopoB @J13-5 Habar0AaMHMCh ClTydyan HapyIICHUS 3PEHUS
u pazputuss HAIIMOH. Ananu3 naHHBIX HAOMIONEHUA CBUICTEIHCTBYET O TOBBIIICHHOM PHCKE
pasButusa octpoir HAIIMOH y MyXuyuH C 3peKTHWIbHOW AUCHYHKIHUEW TOCIE BO3JCHCTBUS
taganapuna win apyrux uHruoutopoB ®J13-5. IlockosnbKy 3TO KacaeTcs BCeX MAIMEHTOB,
NOJYYaroIuX Tajanadui, UM ClIeAyeT coo0IaTh, YTO B CIydae BHE3ATHOTO HAPYIICHUS 3pEeHUs OHU
JIOJDKHBI TPEKPATUTh IpUEM Tafanaduiia 1 HEMEIJIEHHO 0OpaTUThHCS K Bpady.

CHudicenue unu 6He3anHas nomeps Cryxa

Coobmanoch 0 ciay4asx BHE3aIHOM NOTEpU ciyxa Iocje NpuMeHeHHs Tananaduia. XOoTsS B
HEKOTOPBIX CIIydasiX MPHUCYTCTBOBAJIM JApyrue (PakTopbl pucKa (Takue Kak BO3pacT, CaxapHBIN
nualeT, apTepuaibHas TUIEPTEH3MS U CIydau MOTEPU CIyXa B aHAMHE3€e), CIeyeT PEKOMEH10BaTh
IPEKpaTUTh MpHUEM Tajanaduiaa U ONepaTUBHO OOPATUTHCS 33 MEIMIMHCKON MOMOILBIO B ClIydae

BHC3AITHOTO CHMKCHU UJIU MOTCPU CIIyXa.
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IToueunas u neveHouHas HEOOCMAMOYHOCHIb (NOCNEOOBATENEHOCTE 0003)

N3-3a moeimeHHslx 3HadeHnid AUC, OrpaHWYeHHOTO KIMHUYECKOTO OIbITa W OTCYTCTBUS
CHOCOOHOCTH BJIMATH HA KJIMPEHC MyTEeM Jualn3a, MpHeM Tajainaduia B €KEIHEBHOM pEKHME
MalUeHTaM C TSKEJI0M MoYeyHOM HeJJOCTaTOYHOCThIO HE PEKOMEHIYETCS.

HmeroTcst orpaHUYEeHHbIE KITMHUYECKHE JaHHbIE 0 0€30M1acCHOCTH OJJHOKPAaTHOTO IIpueMa Tajanaduia
MAIMEHTaMH C TSDKETIOM MeYeHOYHOM HelocTaToYHOCThIO (Kiace C no kinaccudukanuu Yaitna-I1s10).
ExenHeBHbIM mpueM Tananaduia Kak UL JICUCHHS OSPEKTHIBHOM JAUCQYHKIMH, TaK U
JTOOpOKAYECTBEHHONW THUMNEPIUIa3uu TPEACTATeIbHOW JKeJe3bl y TAIMEHTOB C TMEYCHOYHOH
HEJ0CTAaTOYHOCTHIO He olieHuBascs. [loatomy npu HasHaueHuu npenapara [Tun An Bpauom goimkHa
OBITh TpOBENEHA TIIATENbHAS WHIUBUAYyaldbHAas OIEHKA COOTHOILICHUS TMOJB3bl W PHUCKA €0
MPUMEHEHUS.

Ipuanuzm u anamomuyeckas oeghopmayus NOI08020 UlleHd

[TaniueHTHl TOHKHBI OBITH TPOMH(POPMUPOBAHBI O HEOOXOIUMOCTH HEMEIJICHHOTO OOparieHus 3a
MEIMIIUHCKON MOMOIIBIO B Clyyae BOSHMKHOBEHHS IPEKLUH, MpoJoiKatomieiics 4 yaca u Oosee.
HecBoeBpeMeHHOE J€UeHHME NpUanu3Ma BEAET K IOBPEXKIECHUIO TKAaHEH I10JIOBOTO WIEHA, B
pe3ynbTare 4ero MO>KeT HaCTYNUTh HeoOpaThuMasi UMITOTEHIIMS.

Taganadu caegyer MPUMEHATh ¢ OCTOPOKHOCTHIO y MAIIMEHTOB C aHATOMHUYECKOU nedopmarueit
MIOJIOBOTO 4JieHa (YIJI0BOE€ HCKPUBJICHHE, KaBEpPHO3HBIA (PuoOpo3 mium Oonesnp Ilefiponn) umm y
NAlMEeHTOB C TPEAPACIONOKEHHOCThI0 K TNpuanu3My (MpH CEpIOBUAHO-KICTOYHON aHEMUH,
MHOKECTBEHHON MHUEIIOME WJTH JICHKEMHH ).

Ipumenenue uneubumopos CYP3A4

Cnenyer mposBIATH OCTOPOKHOCTh IMpH Ha3HaueHMH mnpemapara [lun An  nanueHTtam,
ucnonb3ytonmM uHruouTopsl CYP3A4 (puroHaBup, CakBHHABHUpP, KETOKOHA30J, MTPAKOHA30J U
SPUTPOMHMIIMH), MOCKOJIbKY MpPU COBMECTHOM MPUMEHEHHU JaHHBIX MpenaparoB HaOII0AaNOCh
noBelenne 3HadeHnit AUC tananaduna.

Taoanaghun u opyeue npenapamol 0/ 1e4eHUs IPEKMUIbHOU OUCPHYHKYUU

BbezonacHocts u 3ddexTrBHOCTS KOMOMHANMU Taganaduina U Ipyrux uHruouropo dJ13-5 umu
OPYTUX CpPEICTB JI€UEHHUs OPEeKTHIbHOM auchyHKUMKM He wu3ydanuch. llanueHtoB cruemyer
nH($OPMUPOBaTh, YTO IpreM npenapata [IuH An B coueTaHuH ¢ AITUMHU NpenapaTaMu HekelaTeseH.
Jlakmosa

[Ipenapar [lun An copepxuT ynakTo3y. [lalMeHTbl ¢ peAKMMH HACIEACTBEHHBIMU HapyIICHUSMU
NEPEeHOCUMOCTU  TalakTo3bl, JeduUIUTOM JlakTa3bl Jlamma wiaM  TJII0KO030-TajJakTO3HOM

MajbabcopOImel He JOHKHBI MPUHUMATD JTAHHBIHN JISKapCTBEHHBIN Mperapar.
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Julnin N3
Bansinue HA cOCOOHOCTH YNIPABJIATH TPAHCIOPTHBIMH 'ﬂ)e[rc;lgﬂ?v'mE EWM‘ " ol3)

Tapanagun oka3pIBaeT MHUHHMAQJIBHOE BIHUSHHE HAa CIOCOOHOCTH YHPABIATh TPAHCIIOPTHBIM
CpeI[CTBOM 148 pa6OTaTI> C MCXAaHU3MaMMU. HGCMOTpH Ha TO, 4YTO YaCTOTa BO3HHUKHOBCHHI
TOJIOBOKPYKCHHS Ha (oHe Tutarnebo M Tagamaduia OJWHAKOBA, B TEPHOJ JICUCHUS HEOOXOIUMO
coOJII0aTh OCTOPOXKHOCTh TPH BOXJICHWW aBTOTPAHCIIOPTA W 3aHATHUAX JIPYTHMH MOTCHIIHAIHHO
OIMaCHbIMHM BUAAMHU JOCATCIbHOCTH, TPGGYIOH_II/IMI/I HOBBIH_IGHHOI\/'I KOHI_IGHTpaI_[I/II/I BHHUMAHHUA U

OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

®opMma BBIILYCKA

TabneTKu, MOKPHITHIE TNIEHOYHOUM 0001049K0i, 5 mr, 10 mr, 20 Mmr.

Mo 1, 2,4, 7 unu 10 TabneTok B KOHTYPHYIO sueiikoByto0 ynakoBky u3 ruieHku [IBX/TIB/IX u ¢ponbru
ATIOMUHUEBOU NI€YaTHOM JTaKUPOBAHHOM.

ITo 1, 2 unu 4 KOHTYPHBIX STYEHKOBBIX YIAaKOBKH 110 1 Tabierke, 1o 1, 2 uinu 4 KOHTYPHBIX sTUEHKOBBIX
YIAaKOBKH 10 2 TaOJNETKH, 1Mo 1 Win 2 KOHTYPHBIX SYEHKOBBIX YIAKOBKH 110 4 TalbneTku, no 1, 2 nin
4 KOHTYPHBIX SYCHKOBBIX YIMAKOBKHU IO 7 TaOJETOK, MO 1 KOHTYypHOW sueHKOBOW ymakoBke 1mo 10

TabJIETOK BMECTE C MHCTPYKLHEN 0 MPUMEHEHUIO TIOMEIIAIOT B MaYKy U3 KapTOHA.

YciaoBust XxpaHeHUs
IIpu Temnepatype He Bbime 25°C.

XpaHUTb B HEIOCTYITHOM JIs1 IeTei MecTe!

Cpox rogHocTu
5 rer.

He npuMeHsTh 0 HCTEUEHNUH CPOKA FOJJHOCTHU, YKa3aHHOTO Ha YIIaKOBKE.

YcaoBus ornycka

OTmycKarT 1o perenTy.

ITpousBoaure/nb
AO «AJICU ®dapmar
Anpec MecTa MpOU3BOCTBA:

Poccus, 610044, Kuposckas o6u1., T. Kupos, yin. Jlyranckas, a. 53B.
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 15.02 2024 Nz 2875

Jlepasatean, perncrpaumonnoro. yioctoscpenta/Opraihisiutl nfihidibiia aefeisun

norpeoduTesei

AO «AJICU ®dapmar

Poccus, 125009, r. MockBa, BH. Tep. T. MyHUIIMTIATBHBIN OKpyr ApOat, yi. Bo3nswkenka, 1. 4/7,
cTp. 2, moment. 1/1.

Ten.: +7 495 787-70-55
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