MUHUCTEPCTBO 3JIPABOOXPAHEHWS POCCUMCKON ®EJIEPALIIA

WHCTPYKLMA 110 MEJITULIMHCKOMY ITPUMEHEHHMIO
JIEKAPCTBEHHOI'O ITPEITAPATA

Tapanapua-Keanrne
MHH3APABPOCCIH

JI~-006904-070421
COTJACOBAHO

PerucrpanuoHHblii HOMep:

Toprosoe naumenoBanue: Tananapui-Kcantuc

MexayHapoaHOE HEMATEHTOBAHHOE HJIM IPYNINHPOBOYHOE HAMMEHOBAaHHe: Talanadu
JlekapcTBenHnasi popma: TabJIETKH, TOKPHITHIE IUIEHOYHOH 000JI0UKO#
CoctaB

OpHa TabaeTka, DOKPITasl INIEHOYHOM 000JI0YKOM, 5 MI' COJIEPIKHUT:

oeticmsyrowee eeuyecmeo: Taganapui — 5,0 mr;

6cnomozamenvhble  6eujecmeq.  JAKTO3bl ~ MoHoruapar — 63,875 wmr, nemwnonosa
MuKpokpuctaummdeckas (tun 102) — 12,50 mr, moBunon-K25 — 1,75 Mr, kpockapmeinio3a HaTpus —
1,75 mr, maraus creapat — 1,75 mr, Hatpus naypuicyibdar — 0,875 mr;

obonouka mabnremku: Onanpaii II xénteii (85F38201) — 3,500 Mr (IOJIMBHHUIIOBBIA CIUPT —
1,400 mr, Tutana quokcua — 0,857 mr, makporon — 0,707 mr, tanek — 0,518 mr, kpacuTelns xenes3a
okcu xkénteiit — 0,017 mr, kpacutens xene3za okcu kpacHbii — 0,001 mr).

Onna TabiieTKa, HOKPLITasl INIEHOYHO#M 000104K0#, 10 MI COAEPIKUT:

oeticmsyrouyee eeuyecmeo: Tananapmi — 10,0 mr;

6cnomozamenbHble  gewjecmea.  JAKTO3bl  MOHoruapar — 127,75 wmr, unemwmonosa
Mukpokpucraumyeckas (tun 102) — 25,00 mr, noBunon-K25 — 3,50 mr, kpockapMesuio3a HaTpHsl —
3,50 mr, Mmaraus creapat — 3,50 mr, HaTpus Jaypuicyibdar — 1,75 mr;

obonouka mabnemru: Onaapait 11 xénterit (85F38201) — 7,000 Mr (IOJMBUHWIOBBIM CHUPT —
2,800 mr, ThTana quokcuna — 1,714 mr, makporoa — 1,414 mr, Tanek — 1,036 Mr, KpacuTenb jkene3a
okcuJ xk€nThiid — 0,035 mr, kpacutens xeneza okcu KpacHbiid — 0,001 mr).

Opua TabaeTka, HOKPBITas INIEHOYHON 000109K0M, 20 MT COJIEPIKHUT:

oeticmeyrouyee éewjecmeo: Tananapui — 20,0 mr;

6cnomozamenbHble  gewjecmed:  JAKTO3bl  MOHoruapar — 255,50 wmr, nmemmonosa
mukpokpuctaumdeckas (tun 102) — 50,00 mr, moBugon-K25 — 7,00 Mr, kpockapmeruio3a HaTpus —
7,00 mr, maraus creapat — 7,00 Mr, HaTpus naypuicyiabdat — 3,50 mr;

obonouka mabnemxu: Onanpait 11 xénteiit (85F38201) — 14,000 mMr (MONIMBHHUIIOBBIA CIIUPT —
5,600 mr, TuTana quokcua — 3,427 mr, Mmakporona — 2,828 mr, tanek — 2,072 Mr, KpacUTENb Kele3a

oxcup xkénteiii — 0,070 Mr, kpacuTensb xeneza okcu KpacHbiid — 0,003 mr).



Onucanue
Kpyrible, JBOSKOBBIMYKIbIE TAaOJETKH C PUCKOH C OJHOW CTOPOHBI, MOKPHITHIE IUIEHOYHOMH
000JI0YKOH CBETJIO-KENTOTO I[BETa C KOpPHUYHEBATHIM OTTeHKOM. Ha momepedynoMm paspese —

BHYTPEHHHUH cJ10# 6enoro uim novru Oenoro mnsera.

dapmakoTepaneBTHYECKAasi TPYNNA: SPEKTUWIbHON TUCPYHKIUH cpelacTBO jedeHus — DJ[D-5
UHTHOUTOP

Koa ATX: GO4BEO8

dapmako/ioruyecKue cBOHCTBA

DapmakoouHamuxka

Mexanusm oeticmeus

Tananapun sBisgeTcss 0OpaTUMBIM CEJIEKTUBHBIM HWHTHOUTOPOM CIeNU(PUYECKON K MUKITHYECKOMY
ryaHosuaMoHodochary (ul'M®) dochoauscrepazer 5 tuma (DJID-5). Korma cexcyanbHoe
BO30Yy’)kK/IeHHE BBI3BIBAET MECTHOE BBICBOOOXKJEHHE OKCcHJa a3oTa, uHruOupoBanue @OJ[D-5
TajanaGuiaoM BeleT K MOBBIIEHHIO KOHIeHTpauu ul M® B memepucToM Tese mojoBoro 4ieHa.
CrnencTBreM 3TOrO SIBJSIETCs pacciiabieHHe TIIIaJKOM MYCKYJIaTypbl M MPUTOK KPOBH K TKaHIM
MI0JIOBOTO WIEHA, YTO ¥ BBI3BIBAET IPEKIIHUIO.

DpexktwibHasg guchyakmms (D]1)

Tananagpun He okaszpiBaeT 3pdekra Nmpu JCUSHUH OSPEKTHILHOW TUCHYHKIUH B OTCYTCTBHH
CEKCYaIbHOT0 BO30YIKICHHUS.

JloOpokayecTBeHHAs runepiasus npeacrareapaoi xenessl (JIITDK)

B rmagkoil myckynatype mpeacTaTelbHON JKelle3bl, MOYEBOIO Iy3bIps U COCYAax, KOTOpPhIE HMX
KpoBOCHaOkaroT, uHruoupoBanue ®J[D-5 oka3plBaeT aHAJIOTUYHOE BIMSHUE HA KOHIIEHTPALUIO
ul'M®, xak 1 B EUIEPUCTOM TeJIe MOJIOBOro 4ieHa. B pe3ynbpTare riajakas MycKyJIaTypa cocyoB
pacciabnsercsi, YTo NMPUBOJUT K YBEIHUEHHIO Nep(y3ud KpOBH H, KaK CIIEACTBUE, K CHIDKEHHIO
BeIpakeHHOCTH cumnTomMoB JII'TDK. MarubupoBanue adhepeHTHON aKTUBHOCTH HEPBOB MOUYEBOIO
y3bIps ¥ pacciaalIeHue IM1aaKoH MyCKyJIaTy pbl IpeICTaTeIbHOU JKelle3bl K MOYEBOTO ITy3bIpsi MOTYT
JIOTIOTHUTEIBHO YCHJIUBATH COCYAUCTBIE 3P PEKTHI.

Dapmarxoounamuyeckue 3¢hghexmoi

UccnenoBanus in vitro mokasaiu, 4to Taganadul sBISCTCS CEICKTHBHBIM HHruoutopom DJ[D-5.
®J13-5 npencrasisier coboit pepmeHT, 0OHAPYKEHHBIN B IIaJIKON MYCKYJIaType MemepucToro Tea,
COCYJIUCTOM U BHCLEPAIBLHOU TIaJIKOM MYyCKyJaType, CKeJIETHBIX MBIIIIaX, TPOMOOIMTAX, MOYKaX,
nerkux u Mo3zxeuke. Cpenu Bcex (ochomamscrepas, Hanbosee BbIPAKEHHOE BIHSHHUE Tagaiadul

okazbiBaeT Ha ®J]D-5. Bausuue taganaduna va ®J12-5 6onee yem B 10 000 pa3 Boime, uem Ha DJ1D-
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1, ®I1D-2, O®/ID-3 u ®J[D-4 (bepMeHTHl, KOTOphIE HAXOMSATCS B CEPJIE, TOJOBHOM MO3TE,
KPOBEHOCHBIX COCYy/1aX, MeUeHH U Jpyrux opranax). M3ouparenbHocTs Taganaduia B OTHOIIEHUN
®J12-5 no cpaBuenuto ¢ ®J[I-3 umeet ocoboe 3HaUeHUE, MOCKOIBbKY DJID-3 sBisiercs pepMeHTOM,
PEryJIMpYIOIUM COKPATHTEIbHYIO CIOCOOHOCTh MHOKapaa. Kpome Toro, BiausiHue Tajanaduia Ha
®J12-5 npubmusutensho B 700 pa3 Boiie, yeM Ha DJ[D-6 (hepMeHT, KOTOPBIH HaXOUTCS B CETUATKE
U oTBedaeT 3a ¢ororpancaykiuio). Tanamadun taxke 6onee yem B 10 000 pa3 Goyiee akTUBEH B
otHomeHuu ®J13-5, ueM B otHOIeHHH DJ[D-7 — DJ[D-10.

Knunuueckas sgpghexmusrnocms u 6ezonacnocmo

Tananagun y 310poBBIX JOOPOBOJIBIIEB HE BHI3BIBAET JOCTOBEPHOTO W3MEHEHHS CHCTOJIUYECKOTO U
JIMACTOIMYECKOTO apTEepUaIbHOTO JAaBJICHHUS B IOJIOKEHHUH JIE)Ka B CpaBHEHHH ¢ I1anebo (cpeaHee
MaKCUMaJbHOE CHM)KeHUe coctaBisger 1,6/0,8 MM pT. CT., COOTBETCTBEHHO) U B IOJIO)KEHUHU CTOSI
(cpennee MmakcuManbHOE CHIODKeHHE cocTaBiseT 0,2/4,6 MM pT. CT., cooTBeTCTBeHHO). Tananadun e
BBI3BIBACT JJOCTOBEPHOI'O U3MEHEHHMSI YACTOTHI CEP/ICYHBIX COKPAIICHHH.

B uccnenoBanuu no oueHke BIUSHUS Tajataduia Ha 3peHUe, HApyIIECHHS [IBETOBOTO BOCTIPHSTHS
(cunmii/3enenplii) npu ucnonb3doBanuu Tecta 100 1BeTOBBIX OTTeHKOB PapHcBOpTa-Mancesia
oOHapykeHO He ObUIo, 4TO Oo0BscHseTcss Ooyiee HU3KUM cpoacTBoM Tajnanadpuia k DJ[D-6 B
cpaBHeHuu ¢ ®J[D-5. Bo Beex KIMHUYECKUX MCCIIEOBAHUSIX COOOIEHHUS O HAPYIICHHUSX I[BETOBOTIO
3penust 6bun penkumu (<0,1 %).

JUisl OLeHKM MOTEHIUMAIBHOIO BIUSHUS Tafanaduia Ha crepMaroreHe3 ObUIO IMPOBEIEHO TPH
UCCIIE/IOBaHMs C y4acTHEM MY)XXUMH C IpUMEHEeHHeM mpemnapara B 1o3e 10 mr (ogHO 6-MecsiuHOe
uccienopanre) U 20 mr (oaHO 6-MecsuyHOE M OJHO 9-MecsYHOe HMCCIIEHOBAHHE) B €XKEIHEBHOM
pexxuMe. B IByxX M3 3TUX HccleoBaHUN HAOMIOJAlIOCh CHM)KEHHE KOJIMYECTBA U KOHIICHTPAIUH
CIepMaTO30M/JI0B, KJIMHUYECKAas 3HAYUMOCTh KOTOPOTO MalioBeposiTHA. OTH 3(dekTsr He
CONPOBOKAAJIUCH HM3MEHEHHEM JIpYTUX MapaMeTpoB, TaKUX KaK IMOJABH)KHOCTH, MOPQOJIOTUS H
YpOBEHb (POJUTHKYIOCTUMYIHpYowiero ropmona (OCI).

DpeKTuIbHas JuCchYHKIUS

Jlns oLeHKM neproza oTBeTa IpH MPUMEHEHUH Tajaiaduiia o TpeOOBaHHUIO, ObLIO MPUBEICHO TPH
KIIMHUYECKHX HcclieoBanys. [lanuenTs! npuHuManu npemnapar B JoMalIHuX yciaoBusx. Tagamadun
IPOJIEMOHCTPUPOBAJ CTATUCTHYECKU 3HAUUMOE YTy YIIEHHE IPEKTHIBHOM (DYHKIIHH, CIOCOOHOCTD K
COBEPUICHUIO II0JIOBOTO aKkTa A0 36 yacoB IOCJIE €ro MpHeMa, a TakkKe CIIOCOOHOCTH IAaIlHEeHTOB
JIOCTHYb M INOJJICPKUBATh 3PEKLHUIO JUIsl COBEPIIEHUs MIOJIOBOTO akTa yxe depe3 16 MUHYT mocie
pUMeHeHHUs Tajaiaduia B CpaBHEHHH C TUIAIe0o0.

B 12-HenenpbHOM HCCIEIOBAaHHMM C ydYaCTHEM IHAMEHTOB C SPEeKTHIBHOW JUChHYHKIIHEH,
pa3BUBILIEHCS Ha (OHE MOBPEKICHUS CHHHHOTO Mo3ra, Tafanadpui B 1o3e 10 wim 20 mr (Hectporast

71032, 110 TPeOOBAHUIO) 3HAUYUTEIBHO YIIyUIall SPEKTUIbHYIO (QYHKIIHIO 110 CPAaBHEHHUIO C IU1aneoo.
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Jlnst olleHKH exeTHeBHOro nmpuema Taganaduia B go3ax 2,5 mr, 5 mr u 10 mr 6pu10 nposesieHo 3
KJIMHMYECKUX MCCIIeJIOBAHUS, TPOIEMOHCTPUPOBABIIHNX 3()(heKTHBHOCTH Taanaduia o CpaBHEHHIO
¢ wianebo. B uccnenoBanus ObUTM BKIIIOUEHBI MAIIMEHTH pa3HOTO BO3pacTta (B auamna3zoHe oT 21 1o
82 J1eT) U 3THUYECKUX TPYII C IPEKTHILHOU HUCHYHKIMEN pa3IMUHON CTENEHH TSDKECTH (J1erkas,
yMepeHHas1, TshKenasi) ¥ 3THOJIOTHH. B 0/THOM M3 JaHHBIX HCCIE0BAHUN yYaCTBOBAJIU MTALIUEHTHI, y
KOTOPBIX peKTUIbHAs JUChYHKIUS pa3BUiIach Ha (hoHE caxapHOro auadera.

ﬂOﬁDOKa‘{eCTBCHHaﬂ TUNepILIa3usl IpeAcTaTeIbHOM KeI€3bl

Tananagpun oueHuBaM B 4 KIMHUYECKHUX HCCIIEJOBAHUSIX IPOJODKUTENBHOCTBIO 12 Henenb, B
KOTOPBIX IPUHUMAJIH yyacTHe nauueHTs! ¢ cumnroMamu JII'TDK. Bo Beex 4-x uccrnenoBanusx uepes
| Hexmemo mociie Hayaja npuema Tajanaduiaa B J103e 5 Mr HaOMIOAAIOCH YIIydylleHHE OO0IIero
pe3yJibTaTa OLEHKU MO MEXIyHapOJHOM IKalle CUMIITOMOB IpU 3a00JeBaHUSIX MpeCTaTeIbHON
xene3pl. Kpome Toro, B pamkax JaHHBIX HUCCIIEOBAHUN OBUIO OLEHEHO YIIy4YIIEHHUE HPEKTHUIIbHON
mucyHKIUH, a Takke ymeHbineaue cuMmntoMoB JII'TDK y manueHToB ¢ 000MMH STHMHU COCTOSIHUSIMH
Ha ¢one npuema tajanaduiaa. Coxpanenue 3¢ ¢pexra OleHUBAIU B JIOTIOJIHUTEILHON YaCTH OJHOTO
U3 UCCIEI0OBaHM, MPOBOJUMOM MO OTKPBITOM cXeme, KOTopas MoKasaja, uYTo yJIydlleHHe o01ero
pe3yJjbTaTa OLEHKH M0 MEXIYHApOJHOH IIKaje CUMIITOMOB IpH 3a00JIEBAaHUSX IPEJICTATETbHOM
Kenesbl, HaOmogaemoe depe3 12 Hegens Tocie Hayaiga JIEYEHHUsS, COXpaAHsIOCh 10 |
JIOTIOJIHUTENIBHOT O T0/1a PH JICYEHUH TaganadiIoM B J103€ 5 M.

DapmakoKuHemuka

Bcacwvisanue

ITocne npuema BHYTphb Tananadpui ObIcTpo BcachiBaeTcs. CpeHss MakcHMallbHas KOHIIEHTpAIUs
(Cmax) B IU1a3M€ KPOBH JIOCTUIAETCS B CPE/IHEM 4Yepe3 2 yaca rocie npuema BHyTpb. CKOpOCTh U
CTENeHb BCaChlBaHUs Tafanaduiia He 3aBUCAT OT BPEMEHH IpUeMa IHIIHI, TOTOMY IperapaT MOXKHO
IPUMEHSATH BHE 3aBUCUMOCTH OT IpueMa muinu. Bpemst mpuema (yTpom UM Be4epoM) He OKa3bIBAIO
KJIMHUYECKH 3HAYMMOTI'O BJIUSIHUS HA CKOPOCTh M CTENIEHb BCAChIBAHHS.

Pacnpeoenenue

Cpennuii  oObeM pacmpelielieHHs COCTaBIsieT OKoJo 63 1, clexoBaTelbHO, Taaanaduil
pacrpeJenseTcss B TKaHsAX opraHu3ma. B TepaneBTuyeckux KoHUEHTpanusx 94 % tananaduna B
IU1a3Me KpOBH CBsi3bIBaeTcs ¢ Oenkamu. HapymienHue QyHKIMH 1MOYeK HE BJIMSET Ha CBS3BIBAHHE
tajanaduia c 6eakamu.

V 3nopoBeix 1o6pososnbies meree 0,0005 % npuHATON 10361 OOHAPYKUBACTCS B CIIEPME.
Memabonusm

Tananadun B ocHoBHOM MeTabonmu3upyetcst uzodpepmentom CYP3A4 muroxpoma P450. OcHOBHBIM
LHUPKYJIUPYIOIMM METabO0IUTOM SIBIISIETCS METHUJIKATeXOJTJIOKYPOHHI. DTOT MeTabOJUT Kak

MuHUMYM B 13 000 pa3 meHee aktuBeH B oTHomeHUU DJ[D-5, yem tananadun. CaemnoBaTensHo, HE
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OKUJAETCSI, YTO METHUJIKATEXOJTTIOKYPOHUT OyJeT KIMHWYECKH AaKTHBHBIM IPH HaAOII0JaeMBIX
KOHI[EHTPAIUSX.

Buviseoenue

VY 3710poBBIX JIOJIEH CpeHUN KIMpeHC Tajganaduia MpH MpHeMe BHYTPh COCTaBISAeT 2,5 /4, a
cpenuuii neproa nonyseiBenerus (T12) — 17,5 u. Taganadguna BEIBOAUTCS peMMyIIIECTBEHHO B BUJIE
HEAKTUBHBIX META00JIUTOB, B OCHOBHOM, KHIIIEYHUKOM (0K0J10 61 % J103BI) M, B MEHBIIIEH CTEIIEHH,
nmoykamu (0xo0J10 36 % J10351).

Jluneunocmv/nenuneinocms

dapmakokuHeTHKa Taanaduia y 3J0pOBbIX J0OPOBOJIBIEB JIMHEHHA B OTHOIIIEHUH BPEMEHH U JI03BI.
B nmanazone no3 or 2,5 no 20 Mr miuomaab mMoJa KpUBOHM «koHIeHTpauus-Bpemsi» (AUC)
yBEJIMYUBAETCS MPONOpHHOHANIBHO Jo3e. [lpum mpueme mpemapata 1 pa3 B CyTKH paBHOBECHAs
KOHIIEHTpAIUs B TUIa3Me KPOBU JOCTUTAETCS B TEYCHHE 5 JTHEH.

dapmakokuHEeTHKA Tadanaduia, ONpeaesieHHas IOMYJSIIMHOHHBIM METOJIOM Yy IallueHTOB C
HapylIeHHEeM SPEKIUH, aHAIOTUYHA (hapMaKOKMHETHKE Iperapara y MaludeHToB 0e3 HapyIleHHs
HPEKIIHH.

Oco0ple rpyHIIb] TAIHEHTOB

layuenmul nodicunozo 6o3pacma

3710poBbIe JOOPOBOJIBIIBI B Bo3pacTe 65 JeT U cTapiie uMelu 0oJjiee HU3KHUHA KIMpeHC Tajanaduia
IIPY IIpUEME BHYTPb, UTO BbIpaxkajnoch B yBenuueHun AUC Ha 25 % 1o cpaBHEHHIO CO 3/I0POBBIMHU
J100poBobIIaMu B Bo3pacte oT 19 1o 45 net. D10 pa3iuuue He SBISETCS KIMHHYECKH 3HAYUMBIM |
He TpeOyeT moadopa J103bl.

llayuenmul ¢ noveynoi HeOOCMAMOUHOCMbIO

B ximHMueckux (apMakoJIOrMYeCKUX HCCIEOBAaHUSIX C OJHOKPAaTHBIM IpHEMOM Tanainaduia
(5-20 Mr) y manuMeHTOB € TMOYEYHOH HEJOCTATOYHOCTBIO JIETKOW CTENEHHM TSDKECTH (KIUPEHC
KpeatuHuHa OT 51 10 80 MJI/MUH) M YMEPEHHOM CTENeHH TSHKECTH (KIMpEeHC KpeaTHHHHA OT 31 10
50 mi/MHH), a TakKe y MNalMEeHTOB C TEPMHHAIBHOW CTaJMell IMOYEYHOH HEIO0CTAaTOYHOCTH,
HaXO/SIMXCS Ha reMoauanu3e, skcrnosunus taganapuina (AUC) npubIM3uTeIbHO yaBauBaiach. Y
NAIMEHTOB, HAXO1AMXcsl Ha reMoananu3e, Cmax Obl1a Ha 41 % BbIIIE IO CPABHEHUIO CO 3JOPOBBIMU
no0poBosbIaMu. BeiBenenne Taganaduia ¢ moMOUIbO reMOHaTi3a SIBJISETCS He3HAYUTETbHBIM.
Ilayuenmul ¢ neueHouHOU HEOOCMAMOYHOCMBIO

ITpu npumenenun 10361 10 Mr sxeno3unus taganapuna (AUC) y nanueHToB ¢ JerKoi 1 yMEepEeHHOM
IIEYEHOYHOH HEI0CTaTOYHOCThIO (Kimaccel A U B mo knaccuduxamum Yaina-I1pt0) cpaBHUMA ¢
TaKOBOH y 3/70pOBBIX J0OpOBOJIBIEB. B OTHOINIEHHMM NAIMEHTOB C TSDKEIOW IEUYECHOYHOM
HeocTaToyHOCThIO (Knace C no kiaccudukammu Yaitna-I1p10) KIMHUYECKHE TaHHBIE OTPaHUYEHBI.

l[aHHBIC 0 C)KCIHCBHOM NMPUMCHCHUH Tanana(bnna MalMeHTaMH C IMEYCHOYHOW HEI0CTATOYHOCTHIO
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OTCYTCTBYIOT. HpH Ha3HA4YCHUHU Tananaqmna B CXKCIHCBHOM pPEXKHUME IMAIUCHTaAM C TSKEIIOM

IEYCHOYHOM HEJI0CTAaTOYHOCTHIO HCOGXOJII/IMO MMpEeABAPUTECIIBHO MPOBECTH OLCHKY COOTHOLICHHSA

ITOJIB3bI U PUCKA IIPUMECHECHHUS IIpeliapara.

Iayuenmoi ¢ caxapneim ouabemom

VY manueHTOB ¢ caxapHbIM jauaberom Ha (oHe mpumeHeHus Taganaduiaa 3nadeHue AUC Obu1o

MeHblIe TpUMepHO Ha 19 % 1mo cpaBHEHMIO CO 30POBBIMH JOOpPOBOJIBLIAMU. DTO pa3jIMuhe He

TpebyeT nmoabopa J1035l. -

Ioka3zanus K NPpUMEHCHHUIO

OpekTuiibHast TUCHYHKIUS;

Jlns obecnieyenus s¢dexra taganaduia HeoOX0MMa CEKCyalbHas CTUMY JISILIUS.

CHUMIOTOMBI CO CTOPOHBI HUKHUX MOYEBBIBOJISIIMX MyTEH y MAIMEHTOB ¢ J0OOPOKaYeCTBEHHOM
TUIEpILIa3ueil pecTaTeIbHOM JKene3bl (1151 J03UPOBKU S MT);

DpeKTuibHast UCHYHKIHS y MAUEHTOB C CAMIITOMAMHU CO CTOPOHBI HMP)KHUX MOYEBBIBOISIINX

nyTeil Ha ¢poHe J0OpOoKaUECTBEHHOM IHIIEePIIa3uH MPe/ICTaTeIbHOM JKele3bl.

IIpoTuBonokazanus

[ToBbIneHHAs 9y BCTBUTEIBHOCTH K Tagaauily WK K JTI000MY BELIECTBY, BXOSIIEMY B COCTAB
npernapara;

B ciydae npuema npenaparoB, cojepiKamux JoOble OpraHu4eckie HUTPAThl. B KIMHUUYECKUX
UCCIIEIOBAaHUSX OBLIO TOKa3aHo, 4YTO Tajanaduil yCHIMBAE€T THIIOTEH3UBHOE JICHCTBHE
HUTparoB. CuuTaeTcsi, 4TO 3TO CBS3aHO C KOMOMHHMpPOBAHHBIM BO3JICHCTBUEM HUTPATOB U
Taganaduia Ha MeTaboIu4ecKuit myTh okcuaa azota/ul M@;

Jlerckuii Bo3pacT a0 18 ner;

Hanmuume npoTuBOmoka3zaHui K CEKCyalbHOW AKTUBHOCTU y MAIMEHTOB C 3a00JIEBaHHUSAMH
CEepJICYHO-COCYIUCTOM cHCTeMbl. Bpauu MOHKHBI YUUTHIBATH BO3MOXKHBIA KapIMOJIOTUYECKHMA
PUCK CEKCyaJlbHOM aKTHMBHOCTU Yy MAIMEHTOB C CEPJICYHO-COCYAMCTHIMHU 3a00JEBaHHSIMH B
aHamHe3e. Cnelyromue rpymibl NalueHToB ¢ 3a00JIEBAaHUSIMH CEPICYHO-COCY JUCTOM CUCTEMBI
He OBLIM BKJIIOYEHBI B KIMHHYECKHE MCCIIEOBAaHUS, B CBS3M C 4YeM IpHeM Tajantaduia um
MIPOTUBOIOKA3aH: MaIUEeHTHI K HHPAPKTOM MHOKap/a B TedyeHue nocieqaux 90 qHei, manueHTsl
C HecTaOWIbHOW CTEHOKAapAWed WM BO3HHUKHOBEHHEM IIPUCTYIa CTEHOKApAHH BO BpeMs
II0JIOBOTO aKTa, MAIUeHThl C XPOHUYECKOH cep/ieuHoi HegocTtaTouHocThio Il Kitacca u BeIle 1o
kinaccuukanun NYHA B TeueHue mociaeqHux 6 MecsieB, HAlUEHTHI ¢ HEKOHTPOIHPYEMBIMH
apuUTMHSAMH, apTepuanbHOi runorensueit (AJl menee 90/50 MM pT. €T.), HEKOHTPOJIUPYEMOU

apTepUaIbHOM rMIePTeH3UEH, MAIMEHTHI C HHCYJIBTOM B TEUYEHHUE MOCIETHUX 6 MECSIIEB;



[ToTepss 3peHHMss Ha OJMH TJa3 BCJIEACTBHE HeapTepUAIbHONM IIEpeJHENH HINEMUYECKON
ONTHYECKOW HeHponaTuu (BHE 3aBUCUMOCTH OT CBSI3M C IPEAIIECTBYIOUIMM IIPHEMOM
uHrHOuTOpoB MJ[2-5);

OIHOBpeMEHHOE IPUMEHEHHE ¢ JIOKCA303MHOM, ¢ IpyruMu uHruoutopamu ®J13-5 u 1pyrumu
BapHaHTAMHU TePANUK SPEKTUIBHOMN TUCHYHKIIUHU;

OHOBpEeMEHHOE NMPUMEHEHHE CO CTUMYJISTOpAaMH I'yaHHJIATIMKIIA3bl, TAKUMU KaK pHOLUTIYar,
IPOTHBOIOKA3aHO, TIOCKOJIBKY OHO MOXKET IIPUBECTH K CUMIITOMAaTHYECKON I'MIIOTEH3UH;
[IpuMeHeHHe y MAIMEeHTOB C TSHKEIONH XPOHHUYECKOH MOYEYHON HEJ0CTATOUYHOCTBIO (KIHMPEHC
KpeatuHuHa MeHee 30 MJI/MHH);

Penkast HacneICTBEHHAs: HETIEPEHOCHMOCTD TallaKTO3bl, Ie()UIIUT JIaKTa3bl, CHHIPOM TIIOK030-

raJlakTo3HOH MaababCcopOIuH.

C 0CTOpPOKHOCTHIO

VY MarueHToB ¢ TSHKEJION MeYeHOYHOM HelocTaTrouHOoCThIO (Kitacce C no kinaccudukanum Yaimna-
ITp10) B CBSI3M ¢ HEAOCTATOYHOCTHIO JAHHBIX;

VY nanueHToB ¢ NPeApacooKEHHOCTBIO K IIpHaNu3My (IIPU CEPIIOBHIHO-KJIETOYHOM aHEMUH,
MHO)KECTBEHHON MHEIIOME WM JICWKEMHUH) WM Y MallHeHTOB ¢ aHATOMHYECKOM Jedopmarient
M0JIOBOTO WieHa (YIJIOBOe UCKPUBJIEHUE, KaBepHO3HBIH GuOpo3 umm 6ose3ns [leiiponn);

[Ipu opHOBpeMeHHOM mpHeMe ¢ wuHruouropamu wuzodpepmenta CYP3A4 (putoHaBup,
CaKBUHABUP, KETOKOHA30J, WTPAKOHA30J, KIAPUTPOMHIUH, 3PUTPOMHLMH, TpeindpyToBbIi
COK), THITOTEH3UBHBIMH CPEJICTBAMH, HHTUOUTOpaMu S-aibda peayKrassl;

VYV  nanMeHToB, NPUHUMAIOUIMX aib(a-aApeHo0I0KaTOpbl, IOCKOJIBKY OJHOBPEMEHHOE
NPUMEHEHHE B HEKOTOPBIX CIIydasX MOJXKET IMPUBECTH K CUMITOMATHUYECKON apTepHaIbHOH
TUTOTEH3MH. B HCCie0BaHUsIX JIEKAPCTBEHHOTO B3aMMOJECUCTBUS C alb(y303UHOM MU
TaMCYJIO3UHOM, IIPOBEJEHHBIX C Yy4YaCTHEM OlPAaHMYEHHOI0 KOJHYECTBA  3J0POBBIX

J0OPOBOJIBIIEB, TAKUX IPPEKTOB 3apETUCTPUPOBAHO HE OBLIO.

IpumMenenne npu 6epeMEeHHOCTH H B MEPHO/I I'PY/THOI0 BCKAPMJIMBAHHA

[Ipenapar He npeHa3HAYEH ISl IPUMEHEHUS Y JKSHIIHH.

Cnocod npuMeHeHHUs U 103bI

Jlns npuema BHYTpb.

Ipumenenue npenapama Taoanragun-Kcanmuc no noxasanuio spexmunvrasn oucghynxyus (3/1)

I[JIH MAIMEHTOB C YacTOMH CeKcyaJIBHOﬁ AKTHUBHOCTBIO (IIBa pas3a B HEJICIIIO U 60.7166)1 pPEKOMEHAYyEMast

JacToTa npueMa — €XXE€JHEBHO, OJUH pa3 B CYTKH 5 MTI', B OJTHO B TO XX€ BpEMsI, BHE 3aBUCUMOCTH OT
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BpEMEHH IpreMa MuInu. J[o3a MoxeT ObITh CHIDKEHA JI0 2,5 MI' OJTHH pa3 B CYyTKU B 3aBUCHMOCTH OT
WH/IMBU/1yJIbHON 1yBCTBUTEIHHOCTH.

[lenecooOpa3HOCTh ~ €XKEIHEBHOTO  IPUMEHEHMs  Ipermapara  JIOJDKHA  NEpUOJUYECKH
HepecMaTpUBaThCS.

JJisl MallueHTOB ¢ HEUaCTOM CeKCyallbHOU aKTHBHOCTBIO (pexe JABYX pa3 B HEJIENI0): pEeKOMEH Iy eMast
no3a npenapata Tananapun-Kcantuce cocrapisier 10 Mr unu 20 Mr, KOTOpble TPUHUMAIOTCS TIEPE]]
IIpe/iNoiaraeMoi CEeKCyallbHOM aKTUBHOCTBIO HE3aBHUCHMO OT IpHeMa IHIIH.

V nanmeHToB, y KoTophix npenapart Taganadun-Kcantuc B go3e 10 Mr He 3¢ GeKTHBEH, IPUMEHSIOT
no3y 20 mr. [Ipenapar cieayer npuHUMaTh Kak MUHUMYM 32 30 MUHYT /10 CEKCYaJIbHOW aKTUBHOCTH.
MakcumarbHas 4acTtoTa nmpuema — 1 pas B CyTKH.

Tananagpun B moze 10 Mr m 20 Mr npeaHa3HayeH Ui NPUMEHEHUS Nepes IMpearnoiaraeMoi
CEKCYaJIbHOM aKTUBHOCTBIO U HE PEKOMEH/IyeTCs JUIsl HOCTOSIHHOTO €XKETHEBHOTO IIpHEMa.
Ipumenenue npenapama Taoanaghun-Kcanmuc no noxasanuio JI'TDK wnu S/[//ITTIDK
PexomeHayemast 103a COCTaBIJISIET 5 MI, KOTOPbIE TPUHUMAIOTCSI IPUMEPHO B OJTHO M TO K€ BpEMsI
KaX/IbIi JICHb HE3aBUCUMO OT IpueMa muiy. JIJiss B3poCabIX MY)KYHH, TPOXOISIINX JIEYEHUE KaK
JNOOpOKAYEeCTBEHHOM THUIEPIUIa3ud TPEICTATeIbHON JKeJe3bl, TaK W JPEKTHIBHON JTUC(YHKIUH,
peKoMeH IyeMasi J103a TaKXKe COCTABIISIET 5 MI, KOTOpbIE IPUHUMAIOTCS IPUMEPHO B OJIHO U TO XKe

BpeEMs KaXX/IbIil JICHb.

Oco0ple rpyHIIsl MaIHEeHTOB

llayuenmul nodcuno2o 6o3pacma

VY nanueHToB MoKUI0ro Bo3pacTa moadopa 1036l He TpeOyeTcsl.

layuenmul ¢ noveunoi HeOOCMAMOYHOCMbIO

VY nanuMeHToB ¢ JIETKOM WJIM yMEPEHHOM IOYEYHOW HEIOCTAaTOYHOCTBIO KOPPEKLHUs J03bl HE
TpeOyeTcs. Y MalUeHTOB ¢ TSHKEION MOYEYHOH HEJIOCTATOYHOCTHI0 MAaKCUMAJIBHON PEKOMEH 1y MO
JI030H NpH IPUMEHEHUH 110 TpeOoBaHUIO siBisieTcs 103a 10 Mr.

E>xeHeBHBII preM Tagaaduia B 103aX 2,5 M ¥ S MT KaK JJIs1 JICUYSHHSI SPEKTHIILHOU TUChYHKIIUH,
TaK U 100pOKauYECTBEHHOM THIIEPILIa3UH MTPEACTATENIbHOM JKeJIe3bl, MALIMEHTaM C TSHKEI0M M04e4YHON
HEJ0CTAaTOYHOCTBIO HE PEKOMEHTY€TCSI.

layuenmul ¢ neueHo4YHOU HEOOCMAMOYHOCMBIO

[Ipu nedeHun SpeKTHIBHOW JUCOYHKIMH C TpUMEHEHHeM Tajanapuia 1o TpeOOBaHUIO
pexomenayemasi o3a coctaBiasier 10 Mr, KOTOophle NPHUHMMAIOTCS MEpel MperojaraeMoi
CEKCYaJIbHOM aKTUBHOCTBIO HE3aBUCUMO OT Ipuema nuum. MimeroTcss orpaHu4eHHbIE KIMHHYECKHE
JlaHHBIE O 0€30MacHOCTH Tajanaduia y TMalMEeHTOB C THKEJIOH MEeYeHOYHOH HEeJI0CTaTOYHOCTHIO

(xmacce C mo knaccudpukanuu Yaitna-I1e10); mosroMy npu Ha3HaYeHUH JAHHOTO MpernapaTa BpauoM



JI0JDKHA OBITH ITPOBEJ/ICHA TIIATEIbHAS WHIMBH/yalbHas OLEHKA COOTHOLIEHHUS TOJIb3bI U PUCKA €T0
npumeHeHus. JlaHHbple 0 IPUMEHEHUH NAllMEHTaMH C TIeYeHOYHOH HEeJJ0CTaTOYHOCThIO Taaanaduia
B f103ax 6osnee 10 Mr OTCYTCTBYIOT.

ExxenneBHblid npuem Tananapuia Kak IS JICUYCHHS OPEKTHIBHOW JUCOYHKIMH, TaK W
J0OpOKaYeCTBEHHON THUIEpIUIa3uM NpPEeACTAaTeNIbHOW JKene3bl Yy MAIlMEeHTOB ¢ IEeYeHOYHOM
HEJ0CTATOYHOCTBIO HE OLIEHUBAJICS; II03TOMY IIPU Ha3HAYEHHUH JAHHOTO IpernapaTa BpayoM JODKHA
OBITH IIpPOBEJEHA TINATEIbHAs WHAMBHIyalTbHAs OIEHKA COOTHOIIEHMS IOJBb3Bl M PHCKA €ro
HPUMEHEHHS.

Caxapnwiii Oouabem

VY nmanueHToB ¢ caxapHbIM AuabeToM 1moa0o0p A03bI Mpernapara He Tpedyercs.

IloGouHoe neiicTBHE

Hanbonee yacto peructpupyeMbIMU HEXeETATEIbHBIMH PEAKIUSIMH Y MMAlUEHTOB, TPUHUMAIOIINX
Tajanapua Juis JIeYeHUS SPEKTWIbHONH JUCHYHKIMH WM J100OpOKAYeCTBEHHON T'HIIEpIUIa3uy
IIpe/ICTaTeNIbHOM JKEJIe3bl, SIBJISIIUCH TOJIOBHASI O0JIb, JUCTIETNICUsI, 00JIb B CIIMHE ¥ MUAJITHS, YacTOTa
KOTOPBIX YBEJIMYMUBAJIACh C YBEJIMUCHHEM J03bI Mpernapara. HexxenaTenbHble peakiiuu ObUTH 0OBIYHO
c1ab0 WJIM yMEPEHHO BBIPAXKEHBI W HOCHIM MPEXOMSIIUNA XapakTep. BoJBIIMHCTBO ciyuyaeB
TOJIOBHOM O0JIM, 3aperuCTPUPOBAHHBIX IPH €XKEJIHEBHOM IpueMe Tajanaduiia, UMeId MecTo B
TeyeHue nepsbix 10-30 qHel ot Havasna Te4eHus.

Hwxe npuBeneHbl HexelaTelbHbIE peaKIMU, KOTOpbe OBLUTM 3aperMCTPHPOBAHBI BO BpeMs
KJIMHUYECKHUX MCCIIEI0BAHUN U IPHU MOCTPETUCTPAIIHOHHOM ITPUMEHEHHUH Ipernapara 1o TpeOoBaHHIO
WIN €XEIHEBHO Ul JICYEHUS SPEKTUIIbHOM JUCHYHKIIMU, H C €KEJIHEBHBIM IMPHUMEHEHHEM — IS
neuenns JII'TDK.

B cootBerctBuM ¢ kimaccudukanuei BcemupHoi opranmsanuu 3apaBooxpanenuss (BO3) Bce
peaKIuu pacrpeae/eHbl 0 CUCTEMaM OpPraHOB M YacTOTe pa3BHTHs: oueHb 4yacTto (>1/10); vacto
(>1/100, <1/10); mewacto (>1/1000, <1/100); penko (=1/10000, <1/1000); ouens peako (<1/10000);
4acTOTa HEU3BECTHA (HEBO3MOXKHO OIIPEICTUTh HA OCHOBAHUHU JOCTYITHBIX JAHHBIX).

Hapyuteywl CO CMOPOHbL UMMYHHOU CUCIIEMDbL

Heuacmo: pe€aKuy runepIyBCTBUTECIIBHOCTH.

PeOko: aHTMOHEBPOTHYECKHUI OTEK?.

Hapymenwl CO CMOPOHbL HePBHOU CUCHEeMbl

Yacmo: ronoBHas 00JIb.
Heuacmo: To10BOKpYKEHHE.
Peoko: uncybT! (B TOM umCIIe reMopparnueckue siBIeHHs), 00MOPOK, TPAaH3UTOPHBIEC HIIIEMHUYECKHE

aTaku', METpeHb>, CyI0pOTH>, TPAH3HTOPHAS AMHE3HSL.



Hapywenus co CMOPOHbL OpP2AHA 3PEHUA

Heyacmo: HEYETKOCTH 3pUTEIBHOTO BOCIPHUSATHS, O0JIEBBIE OLIYIIECHHS B IJIa3HOM SI0JIOKe.

Peoxo: mapymenue 1oned 3peHUs, IPHUIYXJIOCTh BEK, KOHBIOHKTHBAIbHAS THIIEPEMHS,
HeapTepuaibHas TepejHss WIIeMuYecKas onTtuueckas Heifponmatus (HAIIMOH)?, okkmo3us
COCYJIOB CETYaTKH I1aza’.

Hapyweuuﬂ CO CMOPOHbL Op2aHa ciyxa u Jza6upuHmele HAPYULEHUA

Heuacmo: 3BOH B y1ax.
Peoko: BHe3amHas moTeps ciyxa.

Hapywenusi co cmoponul cepoua’

Heuacmo: Taxukapus, oulyIleHUe cepaeOneHus.
Peoko: undapKT MHOKAp/IA, XKeTyI0UKOBbIE HAPYIIEHHs pUTMa’®, HeCTaOUIIbHAS CTEHOKAP/IUS .

Hapywenus co cmoponwl cocyooes

Yacmo: «IpUIUBBI» KPOBH K JIHILY.

Heuacmo: canxenune apTepUaIbHOIO HaBHeHI/ISI3, IMOBBIIICHUEC apTEPHUATIBHOI'O AaBJICHUS.

Hapywenus co cmoponwl ObixamenbHol cucmemol, Op2aHo08 2PYOHOU KIEeMKU U cPeQoCcmeHus

Yacmo: 3a10)XKE€HHOCTh HOCA.
Heuacmo: OJIbIIIIKa, HOCOBOC KPOBOTCUYCHHUE.

Hapymeuwz CO CIMOPOHBL AHCENYOOUHO-KUULEYHO20 MPAKMA

Yacro: nucnencus.
Heuacto: 6015 B %KMBOTE, racTpo33odareaabHblid pedIroKke, pBOTa, TOITHOTA.

Hapywenus co cmoponbl K0AHCU U NOOKONCHBLX. MKAHEU

Heyacmo: xoxHas ChlIlb.
Peoxo: xpanupauna, cunapom Crusenca-JoHcOHa?, S5KCONMATUBHBINA JIepMATUT, THIIEPTHIPO3
(TIOBBILIEHHAS TOTJIUBOCTD).

Hapymenuﬂ CO CMOPOHbBL CKEeJIeMHO-MbIULEYHOU U COCOUHUMENIbHOU MKAHU

Yacmo: 60716 B CIIMHC, MUAJITHU, 00JIb B KOHEYHOCTSIX.

Hapywienus co cmoponbl noyex u Mo4egole00auux nymetl

Heuacmo: rematypus.

Hapywenus co cmoponvt nonoswix 0p2aHo08 U MOJIOYHOL JHceNe3vl

Heuacmo: JJIUTEJIbHAs SPEKIUS.
Peoxo: IIpruaruns3M, reMaToCriCcpMus, KpOBOTCUYCHHUE U3 ITIOJIOBOI'O YICHA

Obwue paccmpoticmsa

Heuacmo: 6011b B rpyu’, nepudepHyeckuii oTeK, ycTanocTb.

Peoxo: oTek nuua’, BHe3anHas cepeunas cMepTh' 2.

'V GonbIMHCTBA MAIMEHTOB B aHAMHe3e GBLTH CepIeYHO-COCYTHCTHIE (PaKTOPHI PHCKA.
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2 HOCTpeFI/ICTpaIII/IOHHOC HaOMIOJICHUE BBISBUJIO HEXeJaTelIbHbBIE pCaKkluu, KOTOPBIE HC

Ha0JII0JaTiCh B 11J1a11€00-KOHTPOIMPYEMBIX KIMHHYECKHX MCCIIEI0BAHUSX.
3 Yame wabmonanuch, Koraa Tajanaguil HpUMEHsICS y MAlUeHTOB, YK€ NPMHUMAIOIIMX
TUIIOTEH3UBHBIE CPE/ICTBA.

Onucanue OTACIbHBIX HEXeIaTEIbHBIX peakIui

Cpeau manmeHTOB, MOJMyYaBHIMX Tajanaduil OJUH pa3 B CyTKH, cooOmanock 0 HEMHOro Oojee
BBICOKOM 4acTOTe, B CPAaBHEHHH C IJ1a1ed0, OTKIOHEHHH 0T HopMbI napameTpoB DKI', mpex e Bcero
CHHYCOBOM Opaaukapauu. bBoJbIIMHCTBO M3 3THX OTKJIOHEHMH HE  CONPOBOXKIAIUCH
HE)KeJaTeIbHBIMUA KIIMHUYECKHUMHU MTPOSIBIICHUSIMHU.

Jlpyrue ocoOble TONYJISIIIMY TAlUEHTOB

JlaHHBIE KIIMHUYECKUX MCCIIEOBAHUM O ManueHTax crapie 65 JeT, nmojydyaBmmx Tajanapui s
neueHust SpeKTHiIbHON Jqucdynkuuun oo JII'TDK, orpanuyensl. B KIMHHYECKUX HCCIIEOBAHUSX C
npUMEHeHHeM Tajanaduiaa 1mo TpeOOBaHHMIO IS JIEYEHUs SPEKTUIBHOH JUCOYHKIMH, Cpelu
MAIMEeHTOB B BO3pacTe crapiie 65 JeT yalne perucTpupoBAIMCH Clydyau Auaped. B KIMHUYecKuX
UCCJIEIOBAHMSIX C €)XKETHEBHBIM NPpUMEeHeHHeM Tafanaduia B go3e 5 mr ans neuenus JI'TDK, cpenun

NAIIMEHTOB B BO3pacTe cTapiie 75 JeT Yale perucTpUupOBaAIMCH CIIydau FOJIOBOKPY KEHUS U AUAPEH.

Ilepeno3upoBka

[Ipu onHOKpaTHOM Ha3HAYEHWH 3JIOPOBBIM H0O0poBOsbIIAM Tadaitaduiaa B jgo3e g0 S00 mMr u
nanMeHTaM — MHOrokpatHo 10 100 mr/cyT, HexenaTelbHbIe SIBICHUS ObUIM TAKMMH K€, KaK U IpU
IpUMEHEeHUH Oosiee HU3KUX J103. B cioyyae mepeno3upoBkd HEOOXOIMMO MPOBOAUTH CTaHJAPTHOE

CUMIITOMATHYECKOC JICYHCHHUE. HpI/I remMoauajinse Tanaﬂa(bnn ITPAaKTUYECKU HC BBIBOJAUTCA.

B3aumojaeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPeICTBAMU

HccnenoBanus jieKapcTBEHHOTO B3aMMOJIEHCTBUS TpoBOIuM ¢ Taganaduimom 10 mr w/unum 20 mr B
COOTBETCTBUH C yKa3aHUSMHU HUXKE. YTO KacaeTcsi TeX UCCleI0BaHUi B3aMMOJIEHCTBHS, B KOTOPBIX
NpUMEHSIaCh TOJIBKO Jo3a Tajanapuiaa 10 Mr, Helb3s IMOJHOCTBIO HCKIIOYUTH KIMHUYECKH
3HAYUMBbIE B3aUMOJCHCTBHS MPU IPUMEHEHUHU O0Jiee BEICOKUX J103.

BiusHue Ipyrux npemnaparoB Ha Tazxanad)nn

Huzubumopwr yumoxpoma P450

Tananagpun B ocHoBHOM Metabonuzupyetcs uzodpepmentom CYP3A4. CenekTHBHBIN HHTHOUTOP
nzodpepmenta CYP3A4 keroxonason B 103e 200 mr B cyTku yBenuuuBaeT AUC taganaduia (10 mr)
B 2 paza U Cnax Tananapuna Ha 15 % otHocutenbHo 3Ha4eHUH# AUC U Cpax NpH MPHUMEHEHHH
tajanaduna B MoHOTEpanuu. A KeTokoHa3o:1 B j103e 400 mr B cyTku yBenuuuBaeT AUC taganaduia

(20 mr) B 4 pa3a U Cnax Tamanaduia Ha 22 %.
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Wuruburtop nporea3 putonaBup (200 Mr jaBa pa3a B CYTKH), KOTOpBIA MOJABISIET aKTUBHOCTh
m3opepmentoB CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yeenmuunBan AUC tananaduia (20 mr) B
2 paza 6e3 usMeHeHUsI Cmax. XOTs crnenuduyeckue B3aMMOJEHCTBUS ¢ JIPYyTHMH HHTUOUTOpaMH
poTeas, TAKUMU KaK CaKBUHABUD, U ipyruMu uHruoutopamu CYP3A4, TakuMu Kak S5pUTpPOMUILIUH,
KJIApUTPOMUIIMH, MTPAKOHA30JI U TIpeHndpyTOBBIA COK, HE M3Yy4allUCh, UX CIIEAyeT Ha3Ha4arTh
COBMECTHO ¢ TaJana(guiIoM ¢ OCTOPOIKHOCTBIO, ITIOCKOJIBKY OHH MOTYT CIIOCOOCTBOBATH IMOBBIIICHHIO
KOHILIEHTpauuK Taganaduiaa B miazme kpoBu. CleloBaTelIbHO, YaCTOTa HEXEIAaTeNbHBIX peaKIuii
MOXKET MOBBIIIATHCS.

Ilepenocuuxu

Ponb mepeHocyukoB (Hampumep, p-TIIMKONPOTEMHA) B pacHpeseieHud Tanataduina Heu3BecTHA.
CymecTByeT BO3MOKHOCTb JIEKAPCTBEHHOTO B3aUMO/ICHCTBUSI, ONIOCPEI0BAHHOTO MHTMOUPOBAaHUEM
IIEPEHOCYUKOB.

Hnoyxkmopwol yumoxpoma P450

CenextuBHblid uHAyKTOp u30pepmenta CYP3A4, pudamnunud, cHmwkaer BenuunHy AUC
taganadpuia Ha 88 % B cpaBHeHHH co 3HaYeHUssMH AUC nipu MmoHoTepanuu tafganaduaom (10 mr).
Bo3moxHO nipu 3TOM cHMKaeTcst 9 GeKTUBHOCTH Taanaduiia; CTENeHb CHUKEHUS 3((EeKTUBHOCTH
HeM3BeCTHA. MOXKHO Tpeanonararb, 4ro OJIHOBPEMEHHOE NPUMEHEHHE JAPYTUX HHIAYKTOPOB
mopepmenta CYP3A4 (takux kak ¢enHobapOuTan, GeHUTOMH MM KapOamMa3elnuH) TakKe MOXKET
CHMIKATh KOHIIEHTPAIMIO Talanaduiia B I1a3Me KPOBH.

Biusaue Tazxanad)nna Ha JIPpYTHUC JICKAPCTBECHHLIC ITpeIiapaThl

Humpamui

B xinMHHMYecKkMX HccaenoBaHUAX ObUIO mMokazaHo, 4ro Tamamadua (5, 10 m 20 mr) ycuiauBaer
TUIIOTEH3UBHOE JeiicTBue HUTpaToB. [losTOMy mpumenenue taganaduia Ha Gone npuema moOoi
(GopMBI OpraHMYECKHX HHUTPATOB IMPOTHUBONOKA3aHO. KIIMHWUYECKHE HCCIIeIOBAHUS, B KOTOPBIX
HaIMEeHThl Ha IPOTSDKEHUH 7 JTHEH eXXeHEBHO B pa3HOe BpeMs Mmorydain taaaitadui B 1o3e 20 Mr u
CyOIMHIBaIbHBIA HUTPOTIIMIIEPUH B J103e 0,4 Mr, moka3aiu, 4To B3auMoieicTBue JuuTes Oonee 24
YacoB M HE OIpeJIessieTCsl 10 UCTeUeHUH 48 YacoB Moclie MoceaHero nprueMa taganaduua. Takum
o0pa3oM, y NalueHToB, MOJyYarmuX Tajanadui B 1odoi u3 103 (ot 2,5 mr g0 20 Mr), B ciaydae
BO3HUKHOBEHHUS MEIUIMHCKON HEOOXOJMMOCTH MPUMEHEHHUS HUTPATOB B YIpOXKAIOUICH >KU3HU
CHUTYaIIUH, JIOJDKHO MPONTH KaKk MUHHUMYM 48 4acoB 1OcIIe MOCIeHero nprueMa Tajanaduia, 9Toosl
UMETb BO3MOXHOCTH BBeCTH HUTpAT. [IpH Takux 0OCTOSTENLCTBAX HUTPATHI CIIEAYET BBOJUTH IO
THIATEJIbHBIM MEJIMIIUHCKUM HA0JII0JIEHHEM C COOTBETCTBYIOIIMM MOHUTOPHHIOM I'e€MOJIMHAMHKH.
I'unomen3zuenvie npenapamul (6kar0uas 610kamopvl MeOIeHHBIX KATbYUEBbIX KAHAN08)

BBenenue nokcazo3uHa (4 u 8 Mr B CyTKH) B cOYeTaHHHU ¢ TaganaduiaoM (CyTOYHas J103a 5 MI U

20 Mr B BUJIe OJHOKPATHOMH J103b1) 3HAYUTEITLHO YCHUIMBAET aHTUTHIIEPTEH3UBHBIN 3P eKT JaHHOTO
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anb(da;-anpenobaokaropa. IToT 3P PeKT UTUTCS HE MEHEee JIBEHAIIATH YaCOB M MOXKET IPOSIBIISATHCS
CUMIITOMATUYECKH, BKIIOYast 0OMopouHble cocTosiHus. [loaTomy Takasi komOMHaNUs penapaToB He
PEKOMEH Ty eTCS.

B wuccrenoBaHusiX JIEKQpCTBEHHOTO B3aMMOJIEHCTBUS C alb(y303MHOM MM TaMCYJIO3UHOM,
IIPOBE/ICHHBIX C YYaCTHEM OTPAHUYCHHOTO KOJUYECTBA 3/I0POBBIX I0OPOBOJIBIEB, TAKKX P (PEKTOB
3aperucTpupoBaHo He ObUI0. Tem He MeHee, cleayeT MPOSBISATh OCTOPOKHOCTH MPU MPUMEHEHUH
tajanaduia y naieHToB (0COOSHHO MOKUIIOT0 BO3pacTa), MOy YaroIuX alibha-aapeHo0I0KaToOpHI.
Jleyenue AOHKHO HAUMHATHCS C MUHUMATIBHOM JIO3BI M IOCTENIEHHO KOPPEKTHPOBATHCS.

B ximHMYeckuXx (apMakoIOrHUECKUX HCCIeIOBAaHUAX OBLT W3ydeH MOTEeHIMal Tajanaduia B
OTHOIIEHWH YCWJICHUS AHTUTMIIEPTEH3UBHBIX A(PQEKTOB THUINOTEH3UBHBIX JIEKAPCTBEHHBIX
npernapaToB. bbuIM U3yueHBI OCHOBHBIE KJIAaCChl THIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPECTB, BKIIOYAs
0JI0KaTOPBI MEJUIEHHBIX KaJIbI[UEBBIX KaHaJIOB (amyt0IMIIUH), UHTHOUTOPBI
aHTHOTEH3MHIpeBpamaronero  ¢gepmenra (3Hajmanpui), OJIoKaTOpbl OeTa-aJpeHepruuecKuX
penenTopoB (METOMPOJION), THA3HIHBIE HUypeTHkH (OeHapodrya3u) 1 aHTArOHUCTHI PEIEITOPOB
anruorensuna Il (pa3nu4HbIe THIIBI U J03bI, OTJEJIFHO WK B COYETAaHHH € THA3uJaMu, OJ0KaTopamMu
MEJIJICHHBIX KaJIbI[MEBBIX KaHAJIOB, OeTa-aJpeHo0IoKaTopaMu W/Wim aib(a-aapeHoOI0KaTopamMH).
Tamanagun (10 Mr, 3a UCKITIOUEHUEM UCCIIE/IOBAaHUHN C aHTarOHUCTAMH PELIEITOPOB aHTHOoTeH3uHAa 11
¥ aMJIOJIMIIMHOM, B KOTOPBIX NHpUMeHsIach go3a 20 Mr) He oOKa3blBaJl KJIMHHYECKH 3HAYMMOIO
B3aMMOJICHCTBHUSI HU C OJHUM M3 BBILIETIEPEYHCIEHHBIX KJIACCOB JIEKApCTBEHHBIX IpernaparoB. B
JPYroM KJIMHUYECKOM (hapMaKoJOTHUECKOM HCCIIeIOBAaHHKM HW3ydald TPUMEHEHHe Tananaduia
(20 mMr) B coyetaHuu C 4 KjaccamMHM THUIIOTEH3MBHBIX CpPEJACTB. Y YYaCTHUKOB, I0JIy4arOLIUX
HECKOJIbKO THUIIOTEH3MBHBIX IpEnaparoB, KojeOaHUs H3MEPEHHOro B aMOyJIaTOPHBIX YCIOBHUSX
apTepUaIbHOTO JIaBIICHUSI, TI0-BUJUMOMY, OBLIIM CBSA3aHBl CO CTENEHBIO KOHTPOJI apTEPUATIBHOIO
JIaBJIeHUs. Y yYaCTHUKOB UCCIIE/I0BAHUS, Ub€ apTEPHAIBHOE JABIECHUE XOPOIIO KOHTPOJIUPOBAJIOCH,
CHW)KeHHE OBUI0O MHUHHMAJIBHBIM W CXOXXHM C HAOJIIOJaeMbIM Y 3JI0pPOBBIX JTOOpPOBOJBIEB. Y
YYaCTHUKOB, apTepHabHOE JaBJIEHUE KOTOPBIX HE KOHTPOJMPOBAIIOCH, CHUXKEHHME ObLIO Oonee
BBIPQKEHHBIM, XOTSl Y OOJIBIIMHCTBA HCIBITYEMBIX OHO HE COINPOBOXAAJIOCH THIOTEH3MBHBIMU
CUMOTOMaMHU. Y TAIUEHTOB, MOJYYaIOUIUX COIMYTCTBYIOIIEE AHTHUTUIEPTEH3UBHOE JIEYCHHE,
tajanadpmi B 103e 20 M MOJKET BBI3BIBATh HE3HAYUTEIILHOE (32 UCKITIOUEHHEM allb(a-0110KaTopoB)
CHU)KEHHME apTepHaIbHOTO JIaBJIEHHS, KOTOPOE CKOpee BCEro He SIBISIETCS KIMHUYECKH 3HAUUMBIM.
AHanu3 JaHHBIX KiIuHHYeckux wuccinenoBanuid Il ¢a3el He mokazan paznmuuus B mpoduiie
HE)KeNaTeJIbHBIX SIBIIEHUH, 3aperdCTPUPOBAHHBIX Y MAIMEHTOB, IMOJIyYaBIIUX Taganadpuin B
MOHOTEpAllUM M B COYETAHUU C TUINOTEH3UBHBIMU IIpenaparaMu. TeM He MeHee, NalHeHTaM,
NOJIy4YarOlUM THUIIOTEH3UBHBIE IIpenaparbl, CJIEIyeT JaThb COOTBETCTBYIOIIUE KIMHUYECKUE

PEKOMEHAAIIUHA OTHOCHUTEIIbHO BO3MOXXHOI'O CHHIXKEHUA Y HUX apTCPUATIBHOI'O JaBJICHUS.
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Puoyueyam

B ximHMYecKuX ucciieoBaHusX ObLIO MOKA3aHO, YTO PUOIMIYAT YCHIIMBAET aHTUTUIICPTEH3UBHBIC
ekt uHruGuTopoB ®J13-5. JlokazarenbcTB OJNArONPUATHOTO KIMHHYECKOro sddekra ot
IPUMEHEHUs] KOMOMHAIMKM B IPOAHATU3UPOBAHHOMN MOIMYJISAIUN TAIIMEHTOB IOJIy4YE€HO HE OBLIO.
ComnyTcTByromee mnpUMEHEHHE pHoluryara ¢ uHruoutopamu DJ[D-5, Brmouas Ttagamadu,
MIPOTUBOMOKA3aHO.

Hneubumopw 5-anvgha-pedykmaszol

IlenenanpaBiieHHBIX UCCIIEIOBAHUM JIEKAPCTBEHHOTO B3aMMOJICHCTBUS Taanaduia 1 HHTHOMTOPOB
5-anbda-peaykTa3sl He MPOBOAMIOCH, NMPH UX OJHOBPEMEHHOM IpHEME CleayeT CcoOJI0aaTh
OCTOPOKHOCTb.

Cybcmpamuvr CYP1A2 (Hanpumep, meoghunnun)

Ilpu npumenenuun tamanaduna B noze 10 Mr ¢ TeopUUIMHOM (HECENIEKTHBHBIM HHIHOHTOPOM
¢docdoauscTepasbl) B KIMHUYECKOM (apMaKOJIOTHYECKOM HCCIIEeI0BaHHH (hapMaKOKMHETHIECKOTO
B3aMMO/ICHCTBUS 3apErUCTPUPOBAHO HE ObUI0. EMHCTBEHHBIM (hapMaKkogMHAMUYECKUM 3P eKToM
SIBIISUIOCH HE3HAYUTENbHOE (3,5 Y. B MUHYTY) YBEJIMUEHHE YaCTOThI CEPJCUHBIX COKpaleHui. XoTs
JAaHHBIH 5 (eKT SBISETCS HE3HAYUTEIbHBIM W HE HMeJl KIMHMYECKOro 3HAYeHHs] B JaHHOM
UCCIIE/IOBAaHUU, €r0 CIIEAYyEeT YYUTHIBATh INPH COBMECTHOM IPUMEHEHHUH STHX JIEKapCTBEHHBIX
IpenaparosB.

ImuHunIcmpaouon u mepoymanum

Tananagun BeBBIBaeT yBenuueHHE OMOMOCTYIHOCTH STHHWIACTPAIHOJA TPU IMPUEME BHYTPb.
CxonHoe noBpilIeHHe OMOJOCTYITHOCTH MOXKHO 0XKH/IATh IIPH IPUEME BHYTpPb TepOyTaIlHa, OHAKO
KJIMHUYECKHE MTOCIIE/ICTBUS HE YCTAaHOBJICHBI.

Anxozonw

Tananagpun (10 mMr wiam 20 Mr) He OKa3bIBaJl BJIMSHHUS HAa KOHIEHTPAIMIO AJTKOTOJS (CpemaHss
MakcuMaibHas KoHueHTtpauus B kpoBu 0,08 %) npu coBmecTtHOM mpueme. Kak u ankoronb He
OKa3bIBaJl BIIMSHUS Ha KOHIIEHTpALUIO Tajanaduia yepe3 3 yaca mocjie COBMECTHOTO MPUMEHEHHSI.
AJKOToJIb IPUHUMAIIU TaKUM 00pa3zoM, 4TOOBI MAKCUMH3UPOBATh CKOPOCTh €TI0 BCAChIBaHUS (YTPOM
HATOINAK C BO3JIEpyKaHUEM OT IIpUeMa IHIIH B TeYeHHUE 2 4acoB mocie ynorpedienus). [Ipu BeIcOkux
- no3ax ankorons (0,7 r/kr) npuem Taganaduiia He BBI3BIBAI CTATUCTUYECKU 3HAYMMOTO CHUKEHUS
CpelHeld BEeJIWYMHBI AapTePHAIBHOrO JaBleHHs. Y HEKOTOPBIX MAIlMEeHTOB HaOII0JaIuCh
MOCTYpaJIbHOE TOJIOBOKPYXKEHHE M OpTocTaTHueckas rumnorteHsus. [Ipu mnpueme tananaduia B
coyeTaHuu ¢ Gosiee HU3KUMH Jq03amu ankorouist (0,6 I/Kr) CHU)KEHHE apTepHaTbHOTO JIaBJICHUS He
Ha0JII0/1a710Ch, a TOJIOBOKPYKEHHE BO3HUKAIIO C TOU JKe YaCTOTOU, YTO MPHU MPUEME OHOTO ATKOTOJIS.

Tananadun (10 Mr) He ycHJIMBaI BIMSIHUE JIKOTOJIsi HA KOTHUTUBHBIE ()yHKIIHH.
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Jlexapcmeennwvle npenapamel, memabonuzupyemwle yumoxpomom P450

Tananadun He oka3pBaeT KIMHUYECKH 3HAYUMOTO BIIMSHUS HA KJIMPEHC MpernapaToB, METaboIu3M
KOTOPBIX MPOTEKaeT ¢ ydacTHeM wu3odepMeHTOB cucteMbl Iutoxpoma P450. HccnenoBanus
IOJITBEPIMIIH, UTO Tafanaduia He MHruoupyet u He uHaynmpyet uzodepmentol CYP1A2, CYP3A4,
CYP2C9, CYP2C19, CYP2D6, CYP2EL.

Cyocmpamur CYP2C9 (nanpumep, Reapgapun)

Tanmanapwun (10 mr u 20 Mr) He OKa3pIBaeT KIMHUYECKH 3HaYuMoro BiusiHus Ha AUC S-Bapdapuna
i RBapdapuHa u He BIHsieT Ha H3MEHEHHE IPOTPOMOMHOBOTO BPEMEHH, BHI3BAHHOE Bap(hapHHOM.
Acnupun

Tananagwun (10 mr u 20 Mr) He crocoOCTBOBA YBETHUEHHIO BPEMEHU KPOBOTEUEHHS, BBI3BAHHOTO
IPUEMOM aleTUIICATUIUIOBOH KHCIOTHI.

Caxapocnudicarowjue 1exapcmeeHnnvle npenapanmol

WccnenoBanmii B3auMOJICHCTBHS C CaXapOCHIDKAIOIIMMHU JIEKApPCTBEHHBIMHM IIperapaTaMd He

IIPOBOIHIIOCH.

Oco0Obie ykazanus

Ilepeo navanom npuema npenapama Taoanagun-Kecanmuc

[Tpexxae yeM mpuUHATH pemeHue o papMakoTepanuu, HeoOX0JUMO coOpaTh MEIUIIUMHCKUAN aHAMHE3
¥ TPOBECTH MEIMUMHCKHH OCMOTp JUISl JMarHOCTHUKH OSPEKTHJIBHOH JUC)yHKUMH WiIn
N0OpOKaYeCTBEHHON MMIIEPIUIA3UHU MIPECTATEIbHOMN HKee3bl ¥ ONPEIeICHUs] BO3MOXKHBIX IIPHYHH UX
pa3BUTHSL.

[lepen HauaoM TFOOOTO JIEYEHUs] HPEKTHIILHOM JUCHYHKIIMH BpauH JI0JDKHBI YYUTHIBATH COCTOSTHUE
CEepCYHO-COCYIUCTOM CHCTEMBI CBOMX MAIIMEHTOB, NOCKOJIbKY CYIIECTBYET OIIPE/IC/ICHHAs CTENIEHb
KapIMOJIOTHYECKOTO PHUCKA, CBS3aHHOTO C CEKCyalbHOW aKTHBHOCTHIO. Tamamadun obnamaer
COCYIOPACIIMPSIOIIUMHE CBOMCTBAMH, YTO MPUBOJAUT K HE3HAYUTEIBHOMY IPEXOSIIEMY CHUKEHUIO
apTepUaIbHOTO JABJICHUS M, TAKUM 00pa3oM, YCHUIIMBAET TUIIOTEH3UBHOE JIEHCTBHE HUTPATOB.
[Tepen nayanom nevenus tananapuiaom JI'TDK cnenyer o6¢nenoBars maieHToB, YTOOBI HCKITIOUUTH
HAJIMYME KapIUHOMBI MpeACTaTebHONW JKele3bl, U IMPOBECTH TINATEIbHYIO OLIEHKY COCTOSIHHUS
CepAEYHO-COCY IUCTON CUCTEMBI.

JluarHocTuka 3peKTHJILHOW AUCHYHKIMH TO/DKHA BKJIHOYATh B ce0sl BBISBICHHE MOTEHIHAIBHON
OCHOBHOW NPUYMHBI, COOTBETCTBYIOLIEE MEIMIIMHCKOE O0OCIe0OBaHHE U OIpe/ielieHue TaKTHKU
JICYCHUSI.

DddexTuBHOCTh TaganaduiIa y MalUeHTOB, MEPEHECHINX XUPYPrHYECKYIO ONEpalMio Ha OpraHax
MaJIOro Ta3a WIH PAJUKAIBHYIO MPOCTATIKTOMHIO 0€3 COXpaHEHHUS! COCYIHCTO-HEPBHBIX ITyYKOB,

HEM3BECTHA.
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Cepoeuno-cocyoucmas cucmema

[To naHHBIM TOCTPETHMCTPALMOHHOTO HAOMIONCHUS W/HWIM KIMHHYECKHX HCCIIENOBAHUN ObUIA
3aperuCTPUPOBAHBI  CEPhE3HBIE CEPJIEUYHO-COCYAMUCTBIE IPOSIBICHHUS, B TOM 4YHCIe HWH(APKT
MHOKap/ia, BHE3alHas Cep/edHasi CMepTh, HecTaOMIIbHAsl CTEHOKApAUs, KeJyJA04KoBas apUTMUS,
UHCYJIBT, TPaH3UTOPHBIE HINEMHYECKHE aTakk, OO0k B TPYyIHOH KJeTke, cepaieOncHHe M
TaxMKap/¥s. BOJIBIIMHCTBO NAaMEeHTOB, Y KOTOPHIX OBLIH 3aperucTPUPOBAHBI TAHHBIE IPOSIBICHHUS,
UMEIH B aHAMHE3e Cep/AeYHO-COCYAHMCThIe (aKTOphl pHCKa. TeM He MeHee, HEBO3MOXKHO
OKOHYATEJIbHO OINPEJEIUTh, CBS3aHbl JM 3TU SIBJICHHMS HEIOCPEJCTBEHHO C (hakTopaMu pHUCKa,
NpHeMOM TaJanaduia, CeKCyalbHOW aKTHBHOCTBIO MM KOMOMHAIMEH TeX MM MHBIX (DAKTOPOB.

YV NalnueHToB, MOJIYYalolHUX COMYTCTBYIONIYIO aHTUTHIIEPTEH3UBHYIO TEPAITHIO, Tajanaduil MOKET
BBI3bIBATH CHH)KEHHE apTepHaIbHOro AasieHus. Ilepen Hayanom exeaHeBHOTo npreMa tajaanaduia
CIIeJTyeT pacCCMOTPETH BOIIPOC O BO3MOXKHOM KOPPEKIIUH JI03bI THIIOTEH3UBHBIX CPEJICTB.

VY  NanMeHTOB, KOTOpble HPHHUMAIOT —aibdai-aJpeHo0I0KaTOPbl, OIHOBPEMEHHBIH IIpUEM
Taj1anaduaa B HEKOTOPHIX CITyYasX MOXKET IPHBECTH K CHMIITOMATHYECKON THIIOTEH31H. [ [pHHIMATH
Tafanadui B COYETaHUH C JOKCA303HHOM HE PEKOMEH LY ETCS.

3penue

IIpu nmpueme Taganaduna u apyrux uHruébuTopoB MJ13-5 HaOMOAATUCE CITyYan HAPYIIEHHS 3PEHUS
v passuths HAIIMOH. Ananus naHHbeIX HaOMOAEHMIH CBHIETEIBCTBYET O IMOBBIIIEHHOM PHUCKE
pasButus octpoi HAIIMOH y MyXuuH ¢ SpeKTHIBHOW JUCHYHKIHMEH I0CiIe BO3IEHCTBHS
tafnanauna wim apyrux uHruouropoB @®J[3-5. IlockoibKy 3TO KacaeTcss BCEX MAI[MEHTOB,
T0JTy YaromuUX Taganaduil, UM cIeayeT Coo0IaTh, YTO B CIIyYae BHE3AMHOrO HAPYIIEH S 3pEHHs OHH
JOJDKHBI IIPEKPATHTh IIPHEM TaJajdaduia 1 HeMeUIeHHO 00paTUTHCS K Bpavy.

CHudicenue unu 6He3anHas nomeps ciyxa

Coobmanoce 0 ciayuyasX BHE3aIHOW HOTEPH CiIyXa IOCie NpUMeHeHHs Taanadpuia. XoTsd B
HEKOTOPBIX CJIydYasx MPUCYTCTBOBAIM Apyrue (akTophsl pHcKa (Takue KakK BO3pACT, CaxapHBIH
auabet, apTepuasibHas TUIIEPTEH3HS U CIIyYau [MOTEPH CIIyXa B aHAMHE3€), CIIElyeT PEKOMEH I0BATh
IPEKPaTUTh NpHeM Tajanauia U ONepaTHBHO OOpaTUTHCS 3a MEIMIMHCKOM MOMOIIBIO B ClIydae
BHE3AITHOI'0 CHUIKEHHUS WK TIOTEPH CIIyXa.

Iloyeunas u neveHouHas HEOOCMAMOYHOCMb

M3-3a noseimenspix 3HayeHuit AUC, OrpaHMYEHHOTO KIHHHYECKOTO OIBITA M OTCYTCTBHS
CIIOCOOHOCTH BIMATHL Ha KJIMPEHC IyTeM JHalu3a, [pHeM Tajanaduia B €KEIHEBHOM pPEKHME
HAIMEHTaM C TsHKEJIOH M0YeYHON HEJ0CTaTOYHOCTHIO He PEKOMEH Ty €TCSl.

MMmerotcs orpaHnyeHHbIE KIIMHHYECKHE JaHHBIE 0 0€30IIaCHOCTH OJJHOKPATHOTO pHeMa Tajanadpuia
NAlMEHTAMU C TSHKEJION IIEYEHOYHOM HelocTaTouHOCThIO (Kitace C o kinaccudukanuu Yaina-mnero).

ExenneBnpli npueM Tajamaduia Kak Ui JIEYCHHsS OPEKTHIBHOM JMC)YHKIMH, TaKk U
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J0OpOKAaYeCTBEHHON THIEPIUIa3UU  TpeJCTAaTebHOM JKeJle3bl y TMAalMeHTOB C IEYEHOUYHOM
HEJIOCTaTOYHOCTBIO He oneHuBaics. [loatomy npu Haznauyenuw npenapara Tanamaduin-Kcantue
BpayoM J0JKHA OBITH NMPOBE/JEHA THIATEIbHAS WHAWBUIyalIbHAasl OIEHKA COOTHOIICHHUS IOJB3BI U
pHCKa ero MpUMEHEHHSI.

IIpuanuszm u anamomuueckas depopmayus nOI08020 YleHd

[TanuenTe! 10JDKHBI OBITH TPOMH(POPMHUPOBAHBI 0 HEOOXOIMMOCTH HEMEJICHHOTO OOpalleHHs 3a
MEJIMIIMHCKON ITOMOIIBIO B ClIydae BOZHUKHOBEHMS JPEKIIMH, MpooJDKaromeiics 4 Jyaca u OoJee.
HecBoeBpeMeHHOE JieuyeHHE MpUamnu3Ma BeJeT K IMOBPEKACHHIO TKaHEH II0JIOBOr0 uieHa, B
pe3yJbTaTe Yero MOKeT HACTYNUTh HeoOpaTuMasi UMIOTEHIIHS.

Tananadun cnexyer npuMeHsTh ¢ OCTOPOIKHOCTHIO Y MAMEHTOB C aHATOMHYECKOM jedopmarnueit
TIIOJIOBOTO 4ieHa (yIJI0BO€ MCKPUBJIEHHE, KaBepHO3HBIH (ubpo3 mmm Oonesns [leiiponn) wim y
HAlMEHTOB C IPEIPACIOIOKEHHOCTBIO K IpuUanu3My (MpU CEpIOBUIAHO-KIETOYHON aHEeMHH,
MHOYXECTBEHHON MHEJIOME WJIH JICHKEMHUH ).

lIpumenenue unzuoumopos CYP3A4

CrneztyeT mposBISATE OCTOPOKHOCTB IIPU Ha3Ha4yeHHH mpenapara Tamanadui-Kcantue manuenram,
ucnosb3yromuM HHruouTopsl CYP3A4 (putoHaBUp, CakBUHABUP, KETOKOHA30J, UTPAKOHA30J M
SPUTPOMMIIMH), IOCKOJIbKY IIPH COBMECTHOM IIPHMEHEHUH JaHHBIX IpenapaTtoB HaOIIOMaIoCh
noselenue 3HaueHuit AUC Taganadua.

Taoanagun u opy2ue npenapameol 015 Kevenus IPeKMUNbHOU OUCPHYHKYUU

besonacnocte u 3ddextuBHOCTE KOMOUHANMKM Tamanaduia U JApyrux HHrHOHTOpoB DJ[D-5 miam
JPYTUX CPEACTB JIEYEHHs OSPEKTWIbHOM JIUCQYHKIUM He HU3ydaiuch. [lalMeHToB ciexyer
MH(pOPMHUPOBATh, YTO IpHeM npenapata Taganapui-KcaHTie B coueTaHUH ¢ 3THMH TIpernaparaMu
HE)KeIaTeseH.

Jlakmo3sa

Ilpenapar Tamanapun-Kcantuc comepxut naktosy. [lanmmeHTBI ¢ peJKMMM HaCJIEICTBEHHBIMH
HapyIIEHUSMHU IEPEHOCUMOCTH TaJIaKTO3bl, Ie(UIIMTOM JIaKTa3bl Jlarnma wim riroKo30-rajlakTo3H0M

MajibabcopOuMel He 10JDKHBI IPHHUAMATE JTAaHHBIN JIEKapCTBEHHBIN Mpernapar.

Binsinne Ha cnoco0HOCTH YNPABJAATH TPAHCIOPTHHIMH CPEICTBAMH, MEXAHH3MAMH

Tapanagun oxaspiBaeT MHHHMAaTbHOE BIMSIHHE HAa CIOCOOHOCTH YIPABJISATH TPAHCIOPTHBIM
CpeacTBOM M paboTath ¢ MexaHum3Mamu. HecMoTpss Ha TO, 9TO YacToTa BO3HHMKHOBEHHS
rOJIOBOKPY KeHHs1 Ha (oHe ruianebo W Tajanaduia oJWHAKOBA, B TEPHO JIEYEHHS HEOOXOIUMO
co001aTh OCTOPOKHOCTh IPH BOXKICHHH aBTOTPAHCIIOPTA M 3AHATHSAX JAPYTHMMH IOTEHIMAIBHO
ONMACHBIMH BHJAMH JEATEIbHOCTH, TPEeOYIOIUMH MOBBIIIEHHOW KOHIEHTPAIlMM BHHUMAaHHUS H

OBICTPOTHI ICKHXOMOTOPHBIX PEAKIIUIA.
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®opma BbINyCcKa

TabneTku, MOKpPHITHIE IJIEHOYHOM 000710UKOM, 5 Mr, 10 Mr, 20 Mr.

ITo 1, 2, 7 nim 10 TabieTok B KOHTYpPHYIO siYeKOBYIO yrnakoBky u3 miénku [IBX/TIBJIX u donbru
JFOMUHHUEBOM NI€YaTHOM JTAKUPOBAHHOM.

ITo 1, 2 nm 4 KOHTYPHBIX SUYEHKOBBIX YIIAKOBKH 110 1 TabneTke, 1o 1, 2 wik 4 KOHTYPHBIX SYUEHKOBBIX
yNaKoBKU 10 2 Tabnerku, 1o 1, 2 uiaM 4 KOHTYPHBIX SYEHKOBBIX YIIAKOBKH 110 7 TabieTok, mo 1
KOHTYPHOM $4Y€HKOBOHM ymakoBke mo 10 Tabneroxk BMecTe C MHCTPYKIHEH IO NPUMEHEHHUIO

IIOMEIIAIOT B IMA4YKy U3 KapTOHA.

YciaoBusi XxpaHeHust
[Ipu Temneparype e Boime 25°C.

XpaHUTh B HEJIOCTYITHOM JUIsl JIeTei mecTe!

Cpok rognocTu
2 roja.

He IIPUMEHATH 110 UCTEYCHHUHU CPOKa r0OJTHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YcaoBus ornycka

OTmyckaroT 1o perenty.

Buaajesen perncTpaiHoHHOr0 YA0CTOBEPEHHUs

«Kcantuc ®apma Jlumuren», Kurmp.

IIponsBoaurean
AO «AJICH ®dapma», Poccus
Anpec MecTa IpoOU3BOJICTBA:

Kuposckas 0611., r. Kupos, yi. Jlyranckas, a. 538

HaunmenoBanmue, apec opraHu3anui, NPpUHHMAKOIIEN NPeTeH3HH MOTpeduTe e
000 «Kcantuc ®apma»
Poccus, 117335, r. MockBa, HaxumoBckwii nmpocrnekr, 1. 58

Ten.: +7 (495) 970-07-50

JIMpeKTOp 1o peryIsiTOPHBIM U MEAUIUHCKAM BOIIPO¢aM f\
000 «Kcantuc ®apma» Ceprees A.B.
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