MUHUWCTEPCTBO 3/IPABOOXPAHEHMA PECITYBJIMKH BEJIAPYCh

NHCTPYKIIUA
(uEGOpMAanUS AN NAITUEHTOB)
10 MEAUIIAHCKOMY IIPUMEHEHHIO JICKapCTBEHHOIO CPECTBa

JOJI'OCILI

COTJACOBAHO
MUHVCTEPCTBOM 3/IPABOOXPAHEHIA
: PECIIYBJIAIKHM BEJAPYCH
Tpukaz MuHucrepersa alxpazooxpauemm
Pecnyonnru Benap

Toprosoe HazBanue: Jlonrocui or o 23, 2l N, 374
MeskayHapoaHoe HemaTeHTOBaHHOe HasBanue: Tadalafil

Onncanue: TabJIETKH, TOKPHITHIE TUIEHOUYHON 000J109KO0# 6es1oro nBeTa, Kpyrisle, IBO-
SIKOBBITYKIEIE, C PHCKOM JUIs HeeHUs. C OJJHOM CTOPOHSHI (O3UPOBKA 5 MT); TabIeTKH,
IOKPBITHIE ILIEHOYHOY 00O0J0UKOil JKeIToro nBeTa ¢ MepIaMyTpPOBLEIM OIECKOM, Kpyr-
Jble, IBOSKOBBIIYKIEIE, C PUCKOM IS JIENEHUS C OXHOM CTOPOHE! (Ho31upoBKa 20 Mr).
Cocras: o1Ha TabJIeTKa MO3UPOBKOM 5 MI' COIEPIKHT:

axmusHoe eeujecmeo. Tamadaduil — 5 Mr; ecnomozamenvrvie éeujecmsa.; NaKT03a MO-
HOTHZpAT, KPOCKApPMeIUT03a HATPHs, THAPOKCHIPOIIINEIUION03a, HATPHS JIaypHil-
cynb(ar, Margus CTeapar, [eJuIroiIo3a MUKpOKpUcTamyeckas, Busakor PA-1P-000.
Cocmae obonouxu Busaxom PA-1P-000: runpomMerurosa, Tutana auokenn (E171), mo-
NHIEKCTPO3a, TalbK, IIONA3TUIECHT INKOJIb,

onHa TabjeTKa JO3UPOBKOH 20 MI' CONEPIKHUT:

axmueHoe eewecmeso. Taganapmi — 20 MT; ecnomozamensvHbie 6eujecmed. JIAKT03a Mo-
HOTHPAT, KPOCKapMelUio3a HaTPHs, THAPOKCHIIPONMINECIIIION03a, HATPHs JIaypuii-
cynebdar, MarHus creapaT, Ie/UIOI03a  MEKpOKpucTaumdeckas, Omaxpai
fx 64F220007 xenteiit. Cocmae obonouxu Onaopaii fx 64F220007 scenmuiti: TRIPO-
MeIo3a, HepIaMyTpOBBIA IHTMEHT Ha OCHOBE CIIOABI (CIIONa/THTaHa JHOKCHJ
(E171)/xerne3a oxcun kpacHsIi (E172)), Tanbk, Makporoi.

@dopMa BBINYCKa: TAOIETKH, IIOKPHITHIE ITIEHOYHOH 000I0UKOH.
®dapmaxoTepaneBTHUeCKas rpynna: IIpemapaTsl I JeUeHns YPOJIOTHIeCKuX 3a60-
neBaumii. IIpenaparsl, pUMeHIEMBIe IPH 3PEKTHIBHON IuCOyHKITAH.

Kox ATC: GO4BEO8

dapmakoorHIecKHe CBOACTBA

Taganabui SBILeTcs OGPATHMBIM CeNeKTHBHBIM HHTHOMTOPOM (OChOIMICTEPasH THIIA
5 (®ID-5), cuenuduaecKkoil K UKIAYIECKOMY IyanosuH MoHodochary (1l M®). Ko-
I/la CeKCyalbHOe BO30YK/(eHNE BEI3EIBACT MECTHOE BRICBOOOXK/IEHHE OKCH/IA a30Ta, HH-
rubuposanne OJ[D-5 TajamaduIoM BeeT K MoBsimeriio yposrei il M® B kaBepHO3-
HOM Telle TosioBoro wieHa. ClIeqcTBUEM 3TOrO ABIISETCS pelaKcarys TTIaJKuX MBI
apTepuii ¥ IPUTOK KPOBH K TKAHSM IIOJIOBOTO WIEHA, 9TO U BBI3bIBaeT spexuuro. Tana-
nadui He oKasbiBaeT P heKTa B OTCYTCTBAM CEKCYaIbHOTO CTUMYIMPOBAHMA.
Knunuueckas sgpexmusHocmo u 6e30nacHoCchib




Tananaduin He BHBBIBACT 3HAYUTENHHOTO M3MEHCHHUS CHCTONHIECKOTO M IHACcTONHYe-
CKOTO JIaBJIEHMs Y 3J0POBBIX JIUI[ B CPABHEHUH C ILIAie00 B MONOXKEHHUH JIEXKa (CpeHee
MaKCcHMaJIbHOE CHIDKeHHe cocTapiser 1,6/0,8 MM PT. CT. COOTBETCTBEHHO) U B IIOJIOXKE-
HEHE cTos (cpelHee MaKCHMalbHOe CHIDKeHHe cocTaBisier 0,2/4,6 MM PT. CT. COOTBET-
CTBEHHO). Taz[ana(bnn He BBI3BIBAET JOCTOBEPHOTO M3MEHEHHS YaCTOTHl CEPLEYHBIX CO-
KpaIieHn.
B wuccremoBammu ¢ umcmois3oBaHumeM Tecta 100 mBeroBrIx oTTeHKOB dapHCBOpTa-
Mamcemra 0bI10 00HApPYXEHO, UYTO Tajala(ui He yXyALIaeT paclo3HaBaHUE IBETOB
(cuHmit/3eeHbIi), 9T0 00BACHISTCS Oollee HU3KUM CpoAcTBOM Tamanaduna k ®JD-6 B
CPaBHCHHH C CD,I[S-S: B xome ximHmueckux uccienoBanuit pexko (<0,1 %) coobma-
JI0Ch 00 M3MEHEHHUSX B PACIIO3HABAHUU 1IBETOB.
C IenbIo U3yveHNs BIUSHAS ©KSTHEBHOTO IIpreMa Tajaaduia Ha CiepMaTorenes Obl-
JI0 IPOBEIEHO HECKOJBKO McciaenoBanui. Hu B omHOM HccaeoBanuy He HabIOAan0Ch
HEXXeTaTeJIbHOrO BIMSHHUS HA MOP(OIOrHIO0 CIEPMATO30HMI0B U MX NOABIKHOCTE. B
OJTHOM W3 UCCIIENOBaHKM OBLIO BHIIBICHO CHUIKEHHE CpeHed KOHLEHTpalluy ClepMa-
TO30H/IOB IIO CPaBHEHUIO ¢ mianedo. CHIKeHNe KOHICHTPAIHH CIIepMaTO30HI0B OBLIO
CBA3aHO ¢ Golee BBICOKOM UacTOTOH »siKysmud. KpoMe Toro, Tagamadul He BEI3BIBAT
HeXXeNIATeNbHOr0 BIMAHNA Ha KOHIEHTPAIHIO ITOJOBBIX FOPMOHOB (T€CTOCTEPOHA, JIFO0-
TEHHU3UPYIOIIEr0 TOPMOHA U (bomnKyﬂcmmmepymmero TOPMOHA).
Opexmunvras Ouc@yHKyus
B XIMHWYECKHX MCCIEIOBAHUAX Tamara(ui MoKa3al CTATUCTUYECKH 3HAYUMOe YIIyd-
IIEHHe SPEKTUIBHON QYHKIIMI ¥ BOSMOXXHOCTH IIPOBEIEHHUA IIOJIOBOIO aKTa B TEUCHUE
36 4acoB, a TaKKe mposBieHUe dhdeKxTa yxe depes 16 MUHYT mocie npreMa 035l B
cpaBHeHHH ¢ mwanebo. ‘
Jobpokavecmeennas 2unepniasus npedCcmametbHO Jicenesbl
O6mue yiry4menus 1o MexIyHapoIHOH MKajle OLEHKH MPOCTATHYECKAX CAMIITOMOB
OBLIN OTMEYeHHI Yepes | Hezento mocie Hagana mpueMa. Onenka coxpanenns sddexra
ToKasaja, 910 oOLiye YIy4meHns 10 MeXIyHapooHOH MIKale ONEHKH TpOoCTaTAde-
CKHX CHMITTOMOB, HaOmomaeMele Ha 12 Hemene, COXpaHsIIUCh B TeUSHHUE Ieprona 1o 1
rofa IIocIIe JISIeHns TaJanaduioM B 103€ 5 M.
IToxazaHus K NPUMEHEHHIO
OpekTrnbHas TUCHYHKIUA y B3POCIBIX MYyXUNH.
Ipenapar 5QphexTUBEH IPH HAIMYMU CEKCYalbHON CTUMYIIAINH.
Jledyenne CHMITOMOB JOOpPOKa4YEeCTBEHHOM TMIEPIIA3Uyl IPENCTATCIBHON JKSNe3bl Y
B3POCIIBIX MYKIHH (TO3HPOBKA 5 MT).
JlonrocuI He ITpeJHa3HauYeH JUL IPUMEHeHUS Y KEHIIUH.
Crocod npuMeHeHHUs M PeKHM I03HPOBAHUS
TaGeTky IPUHEMAIOT BHYTPb, HE3aBUCHMO OT IIPHEMa IHIITH.

HEHUSA

PECTIVBIUAKY BEIAPYOL,

TIpnkes Muyuere B
pe 3APAB0O.
Paariyti; B D O XpaneHus




OpexmunvHas OUCPYHKYUS Y 63DOCTIBLE MYHCUUH
Pexomennyemas no3a cocTaBisieT 10 Mr nepes npeznoaracMoi CEKCyaabHOM aK-
TABHOCTLIO HE3aBHCHUMO OT Ipuema mumy. Ilanmentam, y KOTOpEIX Jloirocui B
mo3e 10 Mr He maeT afekBaTHOro dddexra, MOKXHO IPUMEHATH 103y 20 Mr.
Ilpemapar ciexyeT NpUHUMATh KaK MUHUMYM 3a 30 MUHYT IO IpearojaracMon
CEeKCyaJIbHOM aKTUBHOCTU. MakcuMaiabHas peKOMEHIOBAaHHas dacToTa IpreMa —
OJ¥H pa3 B CyTKHA. MakcuMaibHas cyTo4Has no3a 20 Mr.

Homrocun B no3ax 10 mr u 20 Mr HazHa4vaeTCs IS MPUMEHEHHS IIepe]] Ipearioa-
racMoil CeKCyallbHOM aKTHUBHOCTBIO U HE PEKOMEHIIOBAH IS HEIPEePBIBHOIO exKe-
ITHEBHOI'O IIPUMEHEHUS.

JI/is manpMeHToB ¢ 9acToi CeKCyalbHOM aKTHBHOCTBIO (IIBa pasa B HeNero U 0o-
jee) BO3MOXKEH €XKEeJHEBHEIN IIpUEeM MperapaTta B MUHUMAaIbHBIX J03aX B 3aBHCH-
MOCTH OT JXKeJIaHHI NallUeHTa ¥ pelieHus Bpada. [jId TakuxX MalueHTOB peKOMeH-
qyeMas 032 COCTaBiseT 5 MT JUIsS IIpueMa OAWH Pa3 B I€Hb NPUOIHM3UTEIBHO B
OZIHO M TOXe BpeMs. J[03a MOXeT OBITh CHMIKEHA 0 2,5 MI' B 3aBUCUMOCTH OT UH-
THUBUIYAIEHON YyBCTBUTEIBHOCTH.

Ilenecoobpa3HOCTE €XXeTHEBHOIO IIPUMEHEHUS IIperiapaTa JOJDKHA NEPHOINISCKU
IepecMaTpuBaThHC.

Hobpoxauecmsennas eunepniasus npedcmamenvroti sscenesvr (JJITDK) y e3pocnoix
MYs#CYUn (003uposka 5 me)

PexoMeHjryeMast 103a COCTaBisIeT 5 Mr' 1 pa3 B CyTKH NpUOIM3UTENBHO B OJHO U TOXKE
BpeMsI, HE3aBUCHMO OT IpueMa mumn. [nd B3pocnsix Myxuus ¢ JITDK 1 opexTuibHo#
nuchyHKIEEH peKkoMeHIyeMas 03a TakxKe CocTaBlgeT 5 Mr 1 pas3 B CyTKM IpuOImM3H-
TEJBHO B OHO U Toxke Bpemst. [larmmenTam, mnoxo neperocamum jteyenne JI'TDK tama-
NaGuIoOM B 103€ 5 MT, ClIelyeT pacCMOTPETh BOIPOC 00 albTepHATUBHOM Tepaluu, o~
ckosbKy dbdextusrocts dedenus AT TDK raganaduiom B 103e 2,5 MI He YCTaHOBIICHA.
OmoenvHole 2pynnevl NAYUEeHmos

Mpyorcuunsl NOHCUNO20 603pacma

Koppekuus 10351 mpernapaTa He TpeOyeTcs.

Myoicuunvl ¢ HapyuleHuem QYHKYUU novex

Koppexmus no3el npenapara y TALIEHTOB ¢ JTErKAMH I YMEpPEHHBIMU HapyLICHUS-
MH QYHKIUH MoYeK He Tpebyercs. s MalueHToB ¢ TSHKEIBIMA HapyIIeHuIMA (yHK-
nuy modek (KIMpeHc Kpearnauta MeHee 30 MII/MUH UM TeMOJMANN3) MaKCHMaIIbHas
pexoMeHIyemas 1o3a Tajfanaduna cocrasiger 10 mr.

ExeiHeBHOE IpUMeHeHHe Tanamadmia B 1o3e 2,5 MI HIH 5 MT A JIe9eHHs
IITDK wm SpeKTHIbHOR AUCOYHKIMA HE PEKOMEHAYeTCS NalUdeHTaM C TDKETbIMU
HapyIIeHuIMU (QyHKIVH TOYEK.

Myoicuunel ¢ HapyuieHuem GYHKyuu neveHu

COTJACOBAHO

MUHCTEPCTBOM 3IPABOOXPAHEHISA
PECIYBJIAKH BEIAPYCh 3

Mpukas MuUsHCTEPCTRE 34PABOOXpaNEHA
Pecrrybauru Benapycs




Jliist eveHus SPEKTIILHOM AUCOYHKIMA PEKOMEHIOBaHHAs 038 [perapaTa coCTaB-
nsger 10 Mr mepen mpe;oiaraeMoi CeKCyalbHOH aKTHBHOCTBIO, HE3aBUCHMO OT IIPH-
eMa nuind. IT0CKOJIBKY IaHHBIe 110 0e30II1aCHOCTH Ha3HAYEHMs Mpelapara marueHTam
¢ TSOKeIBIM HapymenweM (yukiuu medeHr (xrace C mo Yaiinn-IIsio) orpaHudeHsl,
Bpady cjeAyeT TIIATEeNBHO OICHUTh COOTHOIIGHHE «II0JIb3a/PHCK» IPU HA3HAYCHUH
Jonrocuna manuerTam JagHod rpynmnel. HeT aHHBIX 0 IpUMeHEHNH IIpernapaTa B J0-
3¢ BeIe 10 Mr y mMaIr@eHToB ¢ HapyIIeHneM (YHKIUH [TeYEHH.

BExennesnoe npumenenune mis nedeHns JITDK mmu spexTunbHOM AUCHYHKIHM HE
U3YYIEHO y TAIMeHTOB ¢ HapylleHHeM OQYHKIMM [EYEHH, IMOITOMY Bpady ClemyeT
TIATEILHO OLEHHTH COOTHOIIECHHE «IIOJIb3a/pUCK» IIpH HasHadeHUH Jloirocua mamuy-
€HTaM [aHHOU IPYIIIILL.

Myoicuunvl ¢ caxaprvim ouabemom

Koppexkiust 10351 ipernapara He TpedyeTcs.

Llemu

IIpemapaT He moKasaH [Uis IPUMEHEHHS y JeTed. be3omacHoCTh U 5()(QeKTHBHOCTH
IprMeHerns Taganaduina y nereil 1 moapocTKoB (B Bo3pacTe Jio 18 neT) He ycTaHOB-
JIEHBI.

ITo0ouHoOe nelicTBUE

Hamboee 9acTo OTMEYaeMLIME HEXeJIaTebHBIMY PeaklUsAMH y NaldeHTOB, IIPHHM-
MarOIUX Tamadadu, SBJISIOTCA TOJNOBHAs OONb, AUCHENCHs, OOIb B CIMHE, MUAAJIHS,
YaCcTOTa BO3HUKHOBEHMS KOTOPHIX YBEJIMYHMBAETCSA IIPU MOBHIIEHHH O3B! Mperapara.
HesxemnaTenbHbIE PEaKIiH, O KOTOPBIX COOOIIANOCk, OBLIA OOBIYHO TPAH3UTOPHEIMY ¥ B
OCHOBHOM HE3HAUMTEILHOM WM YMEPEHHOH BBIPaXCHHOCTH. DBOJIBIIMHCTBO CITydacs
Pas3BUTHS TOJOBHOM GO 0TMEYANIOCh IIPH IIpHeMe Taanaduia OfuH pas B CyTKH B Te-
yenue nepsbix 10-30 gHEH nociie Hayaa JIeUeHUS.

YacToTa pasBUTHA HEKENATeNbHBIX PEeaKiUi NpHBeNeHa B CICAYIOMCH Irpafaluy: Ja-
CTO — MOTYT BO3HHKAaTh MeHee 4eM y 1 denoBeka 3 10; HeuacTo — MOTYT BO3HHKATh
MeHee ueM y 1 genoseka u3 100; penko — MOIyT BO3HHKATh MeHee 4eM y 1 denoBexa u3
1 000. IIpu mprMeHeHUH Tafanaduiia BO3MOXHBI CIEIYIOMUe HEXEIaTebHbIe PeaK-
UM

Hopyuwenus co CMOpoHbl UMMYHHOU CUCMEMbl: HEIacTO — PeaKIHM I'UIepIyBCTBH-
TeNLHOCTH; PEIKO — aHTHOHEBPOTHYCCKIH OTeK".

Hapywienusi co cmopombl HEpEHOU CUCHIEMbL, TACTO — TOJIOBHAL 00JIb; HEYaCTO — TOJIO-
BOKPYXKECHHUE; PEIIKO — I/IHC}/J'IBTI (BKJIFOUAst reMOpparkeckye SBIeHHs), 0OMOpPOK, TpaH-
3ATOPHBIEC UIIEMIICCKHE aTaxu MI/IrpeHBZ, CYZOpPOTH, TPAH3UTOPHAS aMHE3H.
Hapywenus co cmopoHbl 0p2ana 3penus: HedacTo — HEUETKOCTh 3PCHHS, OIIYIICHHS
GOII B TNA3aX; PEIKO — Ae(GEKTHI IO 3pEeH¥s, OTCK BEK, KOHBIOHKTABAIBHAS THIICpe-

COTJACOBAHO
MUHWCTEPCTBOM 3IPABOOXPAHEHUA
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TIpuka3d MuHHCTepCTBA 3APABOOXPANCHIS
Paenybnuru Benapyes




MU, HeapTeprhalbHas ePeIHAs HIIEMAYECKasd ONTHYECKas HEHPOIaTHhs (HAITMIOH)?,
OKKJIFO3Ms BEH CETIATKI .

Hapywenus co cmopomul opeanoé ciyxa u 1abupunma: He9acTo — 3BOH B yIIaX; pel-
KO — BHE3aIlHas oTeps CIyXa.

Hapyuienus co cmoponsi cepdya’; He9acTo — TaXUKap/is, cepineOnenne; peako — HH-
dapkT MEOKapza, HecTabuIbHas CTCHOKApIHS’, BOHTPUKYIIAPHAS apHTMHUS .
Hapyuwienus co cmopomsl cocydos: 9acTo — IPHIHBEL HEYACTO — THTIOTEH3US , THIIED-
TEH3HS.

Hapywenus co cmoponel 0vixamenvHOU cucmembol, 0p2aHo8 2pyOHOl KIemKl U cpeoo-
cmeHus.; 9acTo — 3aJI0)KEHHOCTh HOCa; HEYacTO — OIBIIIKA, HOCOBOE KPOBOTEUECHHE.,
Hapyuenus co cmopoHul Jceny00yHO-KUUeYHO20 MpaKma. 4acTo — AUCIIEICHS, Heva-
CTO — GOJIb B KHBOTE, TOIIHOTA, PBOTA, FACTPO330(dareanbHbI! pedirokc.

Hapywenus co cmoponsl KOJCHbIX NOKPOB0E U NOOKONCHBLX MKaHeli, HEYacTO — CHIIIb,
peIKo — KpalMBHUIIA, CHHIPOM CruBerca- JDKOHCOHA, SKC(ONMATABHEIN IepPMATHT,
runepruapo3 (yCUIeHHOe IOTOBBIIESIICHUE).

Hapywenus co cmoponvi CKenemHO-MolueyHOl U COeOUHUMENbHOU MKAHYU.! TACTO —
GOJIb B CIIHE, MUAITHSL, 00JIb B KOHEYHOCTSIX.

Hapyuienust co cmopomul no4eK U MO4esbl800Auux nymeu. HeYacTo — reMaTypHsL.
Hapywienuss co CmopoHbl NONOEbIX OP2AHO8 U MOLOYHOU Jicenesbl, HeYacTo — IPOJIOH-
IMpOBAHHAs SPEKIHs; PSIKO — IPHANA3M’, KPOBOTEYEHHE K3 IIOJNIOBOTO WICHA, Ie-

MOCIIEpMUSL.

Obwue paccmpoiicmea u HApyueHus 8 Mecme 68e0eHus. HedacTo — 00k B rpyna’, me-
pudepadeckuii OTEK, YCTAlIOCTh; DPEIKO — OTeK nnra’, BHe3amHas KOpOHApHAs
cMepTh .

! GONBLIMHCTBO NMAMEHTOB, ¥ KOTOPHIX HAGIIONAINCEH TAKUE HEXEIATeIbHbIe PeaKuy, HMeIH (ak-
TOPEI PACKa CO CTOPOHBI CEPIAEIHO-COCYAUCTOMH CHCTEMBI,

? _ HexenaTebHBIE PEAKIUH, BEIBICHHEIE B XO/€ IOCTMAaPKETHHIOBBIX HCCICIOBAHMI, He HaOIIo/a-
JIECH BO BpEM IIAe00-KOHTPOIHPYEMBIX KIIMHIYECKHX HCCIEIOBaHMHA;

.3 — game co06ImaToCk B CIyYae IMPUMEHeH:s Taqaiaduia COBMECTHO ¢ aHTHTHIICPTEH3HBHBIME CPeJi-

CTBaMH.

Onucanue 0moenvHbIX HeNHCeNAMETbHbIX Pearyuil

Co06Imaroch 0 HECKOMBKO Ooubineil pacnpoctpaneHHoCTH Hapymeru# OKI', B mepByro
ouepellb O CHHYCOBOM Gpamukapiuu, y NALMeHTOB, KOTOPHIE MOIydaid Tafalradui
OfHH pa3 B [IeHb, 110 cpaBHeHmo C MaMeRTaMH, KOTOpbIe IPHHAMAHA Mmiare6o. Bois-
IMHECTBO 13 5>THX Hapymenuii DKI' He ObIIM CBSA3aHEI ¢ HEXENATeIbHBIMI PEaKIMSIMH.
OmoenvHvle 2pynnel NAYUEHMO8

JlaHHBIE OTHOCHTENBHO MPUMCHEHHS Tajanaduia y MAlUeHToB cTapiie 65 1eT B Xofie
KITMHAYECKUX HCCIE/IOBAHIH /ISl JISUCHHS SPeKTUIIBHON NUCQYHKIMA Orpanmyers.. B
KIIMHAYECKUX UCIBITAHAAX Iy IpreMe Tajfanadmia B fo3e 5 Mr 1 pas B CyTKu It Jie-

COTJIACOBAHO 5
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gerns JITTDK o pasBuTHE TOIOBOKPYKSHHS B TUAPEH Jalle COO0IIanoch OT MalieHTOB
cTapure 75 Jer.

Eciu y Bac BO3HUKarOT Kakue-Imoo HeKeNaTelbHbIe Peakii, PEeKOMEHIYETC TIpo-
KOHCYJETHPOBATECS ¢ BpadoM. [JlaHHAsS PEeKOMEHJAIUs PacIpOCTPaHAETCa Ha JIoObIe
BO3MOXKHbIE HEXeIaTelbHble PeakIiy, B TOM YHCIe HE YKa3aHHBIE B MHCTPYKLMH IIO
npumenenuro. CoolIuas 0 HeXelaTeNbHBIX Peaknuax, BE moMoraere IOIydruTh 60Ib-
IIe CBeIeHHH 0 0e30IIacCHOCTH IperapaTa.

IIpornBonokazaHus

— IOBBIIIEHHAS YYBCTBUTEIBHOCTE K Tafanapiry Wid K JI000My ApyromMy KOMIIO-
HEHTY IIperapara;

— tamanadui o6anaer crocoOHOCTIO YCUNUBATh THIIOTEH3UBHEIH 5 deKT HuTpa-
toB. CUMTAETCS, YTO 3TO SBJISETCS CISICTBAEM COYETAaHHOIO BIUAHUA SPPEKTOB HUT-
paros u Tajanaduia Ha myTs NO/II'M®. Taxkum o06pazoM, IpEMEHEHHE Taganaduia
IIPOTHBOIIOKA3aHO IAIEeHTaM, KOTOPEIe IPUMEHSIOT OPraHuIeCcKIe HUTPATHI B JIF000H
JIeKapCTBEHHOH Gopme;

— TafanaduI He clieayeT IPAMEHATh My)KIUHaM ¢ TAKFIMHY 3200/IeBaHAAMY CEPANIa,
IIpU KOTOPBIX CeKCyalbHas aKTHBHOCTh HE PEKOMEH/[0BaHa. BpadaMm ciiefyeT y4nTHI-
BaTh TOTEHIMAILHEIN PHCK OCIOKHEHUH IPU CeKCyalbHOM aKTUBHOCTH Y MAIIHEHTORB C
CEPIEYHO-COCY IUCTHIMHU 3200IeBaHUAMU.

Tamanaduia NPOTUBOIOKA3aH CIEAYIOIIAM TpYINaM I[AlWeHTOB C CepAeYHO-
COCYIUCTHIME 3200JIeBaHUAMU:
e TIAIUeHTHI B Teuenue 90 qHell mocie mH(apKTa MEOKApPIa;
¢ TAIUEHTHl ¢ HeCTAOMILHON CTEHOKapAWel MM CTEHOKapAMeHd, BO3HUKAO-
Iieil BO BpeMs IIOJIOBOT'O aKTa;
e TIAIUEHTHI C CEPACYHOM HEMOCTATOIHOCTHIO Kacca 2 U BHIIIE 10 KIacCH(u-
kammu NYHA, pa3BuBIneiics B TedeHHE MOCIEAHUX 6 MECAIIEB,;
e IIAIMEHTHI . C HEKOHTPONMPYEMOH apUTMHUEH, apTepHUaNbHOM THIIOTEH3UEH
(< 90/50 MM PT. CT.) WA HEKOHTPOIHPYEMO} apTepHanbHON IHIePTEH3UEH;
e TAIHEHTHI C HHCYIHTOM, IEPEHECEHHBIM B T€ICHNE HOCIESTHAX 6 MECHIIEB;

— TaganaduiI IPOTHBOMIOKA3aH IIalMeHTaM, IOTEPABIIMM 3peHIe Ha OJHOM Ilasy
13-33 HeapTepUaIbHON Hepe/iHeil nireMuaeckolt onrraeckol Heliponaruu (HAIIOH),
BHE 3aBUCHMOCTH OT CBS3H C IpreMoM HHrHOuTopoB OJI3-3;

— OIHOBpEMEHHOE TIpuMeHeHHe HHrEouTOpoB P®IID-5, BKMOdYas Tapanapui, co
CTAMYNIATOPAMH I'yaHHIATIUKIA3E], TAKUMA KaK PHOLHUIYaT, IPOTUBONOKA3aHO B CBA3H
C PUCKOM Pa3BUTHS CHMITOMATHYECKON I'HITOTEH3HH;

— OJIHOBPEMEHHOE NIPUMEHEHHE C JOKCA303UHOM, JAPYTHMH uarudouropamu OJ3-5,
JPYTEME CPEACTBAMHA TePAIAK SPEKTHILHON JAUCHYHKITIH;
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— HENEePeHOCHMOCTh JaKTO3BI, Ne(GUIWT JaKTashl MM IJIOK030-IajaKTo3Has
ManbabcopOmust (T.K. IEKApCTBEHHEIN IIpenapaT COAECPKAT JaKTo3y ).
IlepenoznpoBka
IIpy OJHOKpATHOM IpHeMe 3JOpOBEIME J0OpoBOIbIaMHM Tafanaduua B 703e 10
500 Mr ¥ Op¥ MHOTOKPATHOM IIPUMEHCHHUH B f03aX 10 100 MI/CyTKH y IanyMeHToB He-
JKenaTenbabie dQdeKTH OBUIN TaKKe e, KaK MPH UCIONB30BaHIN 00Jiee HU3KUX J103.
B crnyuae mepeo3upoBKy HeoOXOAMMO IPOBOAHUTE CTAHIAPTHOE CHMIITOMATHISCKO®
nedenue. [Ipu remouanuse Taganauil IPaKTHIECKH HE BEIBOJUTCA.
MepbI IpeAOCTOPOKHOCTH ‘
Ilepeo nauanom neuerus
Ilepen TeM, Kak HadaTh IpUHAMATEH JlOJTOCHI, HEOOXOAUMO OOPaTUTECA K Bpady At
IHArHOCTUKH apeKTHJiLHofI IUCHYHKIIMY ¥ OIPENeNUTh IOTCHIMAIbHbIE IePBOIPHYH-
HEL
ITepen HavanoM mpreMa Taganahuia coobmuTe Bpady 00 uMmeromuxcs y Bac 0oJIe3HIX
CEpIIEYHO-COCYIUCTON CHCTEMBI, TaK KaK CYyIIECTBYET OIPEENCHHAs CTeNeHb PHCKa,
aCCOIMMPOBAHHOIO C CEKCyalbHOM aKTHBHOCTEIO. Tamanadmi obnamaer cocyropaciuy-
PAIOIMMHA  CBOHCTBAMH, YTO MOXKET MPHBOAUTH K HE3HAYMTENLHOMY TPAH3UTHOMY
CHIDKEHHUIO apTEPUAIbHOIO JABIeHUsI ¥ TaKUM 00pa3oM HMOTEHIMPOBATH TUIIOTEH3UB-
HEIH 9 (QEeKT HATPATOB.
ITepen maganom nevenus AL TDK Tagamadunom coobmuTe Bpady 06 umeromuxcs y Bac
OONE3HAX CEPASIHO-COCYIUCTOM CHCTEMBI /X HATUYHHA KAPUXHOMBIL IPOCTATEL.
OrneHka SpeKTIIBHON AUCOYHKIMH NOJDKHA BKIIOYATh ONMpelesieHne MOTeHIMAIBHBIX
IEePBONPUYMH ¥ HICHTH(OHKAINIO IeTeco00pasHoro Kypca JICYEHHs HOCIe COOTBET-
CTBYIOMET0 MEJHUIMHCKOIO OIpejencHus. HenspecTHo, spidercs ym Taganapui o¢-
(DEeKTHBHBIM y MALMEHTOB, IEPEHECIINX ONMEPAIlMIO Ha Ta30BBIX KOCTIX WM PajuKallb-
HYIO IIPOCTATIKTOMIEIO 6€3 COXpaHeHHs HEPBOB.
Cepoeuno-cocyoucmas Cucmema
Kak B IIOCTMapKETHHTOBBIX HCCIIEIOBAHMAX, TAK B B XOJ¢ KIMHUIECKUX M CCIeI0BaHUN
COOBIIANOCE O CIYYasX Cephe3HBIX CEPIEYHO-COCYMUCTHIX ABJICHUM, B TOM wucie 00
FH(pApKTe MUOKapHa, BHE3AHON KOPOHAPHOW CMepTH, HeCTaOHIbHOK CTEHOKapIHH,
BEHTPUKYJIAPHOH apUTMUH, HHCYJIBTE, TPAH3UTOPHOM HITEMUYECKOM IPHCTYIIe, GOIH B
TPy, CepeOHeHn 1 TaXukapauy. Y GONBIIMHCTBA MAIMEHTOB, Y KOTOPLIX co00Ima-
JIOCh O JaHHBIX ABJICHHSX, IMENNCh B aHaMHe3e (HakTophl prcka. B To xe BpeMs Helb3s
TOYHO YCTAHOBMTb, CBS3AHE JIM HANPAMYIO 3T SBJIEHHS C GaKTOPaMI PHCKa, C IpHe-
MOM Tajiatabuia Win ¢ KoMOUHAIe! STHX MM KaKuX-TIMO0 IPYruX (pakTopos.
Taﬁana@nn MOYKET BBI3BATh CHUIKEHHE apTepHabHOIO NAaBICHUSA y MAlMeHTOB, IOIy-
YAIOTIUX COIYTCTBYIONIYIO TEPAIKIO aHTHIMIICPTeH3UBHEIME cpezicTBamu. Ilepen Hada-
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JIOM eXEIHEBHOTO mpreMa Tajanaduia clegyeT pacCMOTPeTh BOIPOC O BO3MOXKHOR
KOPPEKIIMH T035I aHTUTUIIEPTEH3UBHBIX CPEICTB.

V DanueHToB, MPUHAMAIOIIUX 0.1-8PEHOOIOKATOPE], HAIIPUMEp, HOKCAa303KH, OXHO-
BpeMeHHOe TprMeHeHne Jlonrocuna MOKeT IPUBECTH K CHMITOMATHYECKON THIIOTEH-
3MA Y HEKOTOPHIX manueHToB. He pekoMeHmyeTcs KOMOMHHMPOBAaHHOE IPHUMEHEHHE
Jlonrocwiia 1 JOKca3037Ha.

3perue

Nmerores coobmernns o cirydasx passutus HATIMOH u nedexTax 3peHns, CBA3aHHBIX
¢ mpuemoM Tamanadumia u npyrux uHrrbéuTopoB ®JI3-5. B ciyyae BHEe3amHON MOTEPH
3peHus CIenyeT IpeKpaTuTh npreM Jlonrocuia U He3aMeIUTeNbHO OOPaTUTECA 33 Me-
IUIAHCKOM TOMOIIEIO.

Cnyx '

Coo0Imanock 0 CiIydasx BHE3alHOM MOTepH cilyxa Iocile IPHMeHEHHs Tazanaduia.
X0Ts B HEKOTOPBIX CIIYYasx MPUCYTCTBOBANM Apyrre (aKkTopsl PUCKa (HapuMep, BO3-
pacT, caxapHBIH 1ualber, THIEPTOHUS W CIydal IIOTEPH CIyXa B aHAMHE3E), CIEHyeT
IpeKpaTuTh mpreM JloIrocuina u 06paTUTECA K Bpady B Cllydae BHE3AHOTO CHUKCHUS
WM TIOTEPH CIIyXa.

Hapyuwenusa yHkyuy novex u nevenu (maoanagun 2,5 me u 5 m2)

B cBssm ¢ ysenmuenHod skcmozunumedl Tamanadmia (AUC), orpaHWYeHHBIM OIBITOM
IpUMEHEeHN. 1 He3(EKTUBHOCTRIO TeMO/INANN3a eXeqHEBHbIN mpreM [[osrocuia He
PEKOMEHIOBAH MAlHeHTaM C TOKEIBIMH HapylleHusMH QyHKiuy movek. Knunudeckue
JTaHHBIE TT0 0e30IMacHOCTH IPHMEHEHUs pa3oBoi 1036l Taganaduia y NalueHTOB C To-
JKejol megeHouHol Hemocrarounocthio (kmace C mo Yaing-IIero) orpanwdensr. Exe-
IHEeBHBI TpueM Tafaladuia He U3ydaics y HaIllMeHTOB ¢ HapylleHneM QyHKIMM Ie-
genn. Crenyer coOMOfaTh OCTOPOXKHOCTD IIPH IpHeMe mpenapara Jlonrocun, eciu y
Bac nMerorcs 3a0071eBauus ¢ HapyeHueM GyHKIUY IICYeHH.

Hapyuierue gpyrryuu nevernu (maoanagun 10 m2 u 20 me)

KvHudeckre JaHHbIE 0 0e30IaCHOCTH IIPUMEHEHMs Pa3oBOi K036l Tafanaduia y ma-
[IMEHTOB C TKENOM HmedeHouHod HemocTarodHocThio (Kiace C mo Yaknn-IIeio) orpa-
AUYeHbl. Bpady ciefyer TINAaTeIbHO OIGHHTh COOTHOINEHME «IIONb3a/PUCK) IIPH
HasHadeHuH JoNrocuna nanyueHTaM JaHHOM TPYIIEL.

Ipuanusm u anamomuyeckas 0epopmayus NON0BO20 YneHd

CirenyeT HE(GOPMHUPOBATH NALHUEHTOB 0 HEOOXOIMMOCTH HEMEUIEHHOTO 00palleHns 3a
MEUIIHHCKO IIOMOIIBIO B CIyUae BOSHUKHOBEHIS DPEKIAH, IPOoNoDKatomeiics 4 aca
u Gornee. HecBoeBpeMeHHOE JieueHre IPAaNu3Ma BEIET K MOBPEXKIEHUIO TKaHel 100~
BOTO WICHA, B PE3YJIBTATe IeI0 MOXKET HACTYIHUTh JONTOBPEMEeHHAas IOTEPs IOTEHIAH,
JlonrocuyI cienyer IPUMEHATh C OCTOPOXKHOCTBIO, ©CITH MMEETCS aHaTOMUYIecKas /e-
(bopMamus Ton0Boro WwieHa (yIIOBOE HCKPUBICHHS, KaBCPHO3HBIH bubpos mwmm 6o-
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ne3ns [lefipoHn) WM MMeeTCs IPEAPACIIONOKEeHHOCTh K IPUanu3My (IpH CePIOBUJIHO-
KITETOYHOH aHeMMH, MHOXECTBEHHON MUEIIOME MU JTeHKEMUH).

Coemecmmoe npumenerue ¢ unzubumopamu CYP3A4

Heo6XoauMo ¢ 0CTOPOKHOCTEIO HasHauaTh J[oNrocul nmanyenTam, KOTOphIe MONy4aioT
nedeHue cuibHEIME mHrEOuTopamMu CYP3A4 (puToHaBHp, CaKBHHABHp, KETOKOHA30IL,
ATPaKOHA30JI, 9PUTPOMHUIIAH), TaK KaK IPY COBMECTHOM IPHMEHEHUM C TamanaduioMm
MOJKET YCHUIIUTECS €0 JIeHCTBHE.

CosmecmHnoe npumerenue ¢ OpyeUMU Npenapamamy. ONs LeYenus 3PeKmusbHol Ouc-
QyHryUU

BezomacHocTh 1 5(Q(OEKTHBHOCTE KOMOWHAIMY Tajfaladuia ¢ ApyriMH HHTHOMTOpaMH
®JID-5 wim ApyruME IpernapaTaMil Iyt JTedeHNs SpeKTHIBHOM THCOYHKIUM HE H3yda-
nuck. He cienyer npuruMaTh J[0Nrocki B TOJOOHBIX KOMOUHAIMAX.

DepmunvbHOCHb, 6EPEMERHOCHTb U NAKMAUUA

JIoNrOCHII He TI0Ka3aH ISt IPUMEHEHH S y JKSHIIIH.

DepmunovHocms

Pe3ynbTaThl JBYX KIMHUIECKUX HCCIENOBAHMI MO3BOJIAIOT IIPEAIOaraTh, 4T0 Hapy-
IIeHns QEepTUILHOCTH Y MYKUAH HE OXKHTAIOTCS, XOTSA y OTJENBbHBIX MY>KYHH HalJIrO-
IAII0Ch CHIDKEHHUE KOHIIEHTPAIIUH CIEPMBEIL.

Bruanue Ha cRoOcoGHOCHb K YRPAGIEHUIO A6MOMPAHCHOPIOM ULE OPYZUMU ROMEH-
UUATIbHO ORACHBIMU MEXAHUSMAMU

JIoNrOCHII OKA3bIBAET He3HAUNTEIBHOE BIUSHUE Ha CIIOCOOHOCTh YIIPABISATh MAIIHHAMH
u Mexanmr3MaMi. HecMOTpst Ha TO, 9TO 4acTOTa COOOIIEHHH) O FOJIOBOKPYKEHUH B XOIE
KJIMHWYIEeCKIX UCCIeIOBaHMi ¢ MCIIONb30BaHueM Iutanedo ¥ Tamanaduna Oblua ouHa-
KOBAa, B IIEPHOJ JIEUeHNsI HEOOXOANMO COOMIOAATE OCTOPOXKHOCTE IIPY YIPABICHUU aB-
TOTPAHCIIOPTOM WK APYTUMH IIOTEHIMAIBLHO ONACHBIMA MEXaHU3MaMH.
BzaumopeiicTBHE ¢ APYTHMH JeKAPCTBEHHBIMH CPEACTBAMH U APYrHe BHAbI B3aH-
MoaelcTBUs

VccnenoBaHus IEKapCTBEHHBIX B3aUMOAEHCTBAN IPOBOAMIOCH AT JO3UPOBOK Taja-
nadmia 10 mr w/mma 20 Mr, XKak ykasaHo Hipke. KnMHHYeCKH 3HAYMMOE B3aMMOZCSH-
CTBHE IpH MPYMEHEHHUH BBICOKUX 03 Tamanaduia He MOXKET ObITh UCKIIIOUEHO, eCI
TaKOBOE HAOIIIONAIOCH IIPH IpUMeHeHrH Tafianaduia B 1o3e 10 mr.

Brusanue Opyaux npenapamoe Ha madanapu

Huzubumopui yumoxpoma CYP450

Ta/:[aJIa(pI/IJI B OCHOBHOM MeTabomusupyercs ¢ yyactueM pepmenta CYP3A4. Ceiex-
tusHbt waTHONTOp CYP3A4, KeroxoHaszon (200 Mr B CyTKM), YBEIUIHUBAI SKCIIO3H-
o (AUC) Tamanaduna (10 mr) B 2 pasa u Crax Ha 15 % OTHOCHTENBHO 3HAYCHHH
AUC 1 Cppy TONBKO ISt 0fiHOTO Tamanaduna. Kerokonason (400 Mr B CyTKm) yBeiu-
gupan AUC tamanaduna (20 Mr) B 4 pasa u Cpax Ha 22 %. PuToHaBHp, HHTMOUTOD
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nporeas (200 Mr 1Ba pasa’ B CyTKH), ABimomuiica uarubutopom CYP3A4, CYP2CY,
CYP2C19 u CYP2D6, yeemmunBaer AUC Taganaduna B 2 paza 6e3 usMeHEHUS Cpax.
HecMoTps Ha TO, UTO creludIaecKue B3aUMOIEHCTBHS He U3YJaluCh, MOXKHO IIPeN-
IIOJIOXKHTh, YTO IIPH COBMECTHOM IPUMEHEHHH JApyrue WHTHOMTOPHI IpoTeas, Kak
HalpuMep, CaKBUHABUD, a Takxe Apyrue mHruoutopsl CYP3A4, Takde Kax spuTpo-
MUIUH, KIapATPOMHUIINH, ATPAKOHA30 ¥ TPeHI(pyTOBLIA COK, IOBHIIIAIOT KOHIEH-
Tpaluio Tamanaduia B IIazsMe, IOITOMY HX CIeAyeT IPHUMEHATH ¢ OCTOPOXKHOCTEIO.
Kak crencrsue, MOXET MOBBIIIATHECA 9aCTOTa BOZHUKHOBEHUS HEXKEIATEIbHBIX PEeaK-
IUH,

Tpancnopmepoi

BivsHne TpaHCIIOPTEPOB, HApEMep, P-IIMKOIPOTEHMHOB Ha paclpelellcHne Talala-
¢uia nemsBecTHO. TakuM 00pa3zoM, CYIIECTBYET BEPOATHOCTE JIEKAPCTBEHHOTO B3ad-
MOJEHCTBHS, OIOCPETOBAHHOI0 HHIMONPOBAHNEM TPAHCIIOPTEPOB.

Hnoyxmopwr yumoxpoma CYP450

CenextusHbli naaykTop CYP3A4, pudammumus, camxan AUC taganaduna Ha 88 %
otaocutenbEo AUC Toneko ms oxroro tananadmia (10 mr). MoXHO IpeamonoKuTs,
YTO TAKOE YMEHBIIIEHNE SKCIO3HIAY IPUBEIET K CHIKEHHIO (D ()EKTHBHOCTY Tajalia-
¢una. ComyTcTByiolee mpuMeHeHne Apyrux maAyKTopoB CYP3A4, Takux kak de-
HOOapOmTa), (PEHUTONH U KapOaMasellnH, TakKe MOXKET CHIKATh KOHI[SHTPalyuio Ta-
nanaguira B IIa3Me.

Bnusanue maoanaguna na opyaue npenapamal

Humpameut

B xome KIMHWYIECKHX HcclenoBannii Tamamaduia (5 mr, 10 Mr, 20 Mr) DposBiai cio-
COOHOCTH YCHIIMBAThH TUMOTEH3NBHEE 5O deKTs HUTpaToB. TakuM 00pasoM, IpUMeHe-
Hre Taganaduia y TanqieHToB, KOTOPEIE IOIyYaloT JIEYeHHe OPraHMdeCKUMU HUTpaT-
aMH B 060# hopme, TpoTHBOIIOKa3aHo. Eciy JyIa manuenTa, KOTOpOMy Ha3HAuUeH Ta-
nanadun B 000# 103e (2,5 — 20 Mr), IPUMEHEHNE HUTPATOB SIBILIETCS MSIUIIMHCKOM
HEOOXOIUMOCTBRIO TIPH YTPOKAIOMEM VLA JKU3HU COCTOAHMH, TO Iepel MPUMEHEHUEM
TpeNnapaToB HATPATOB JOIDKHO IIPOHTH He MeHee YeM 48 4acoB Iocie IOCISTHEro
npreMa Taganaduia. B TakoM ciydae IpUMEHEHHWEe HUTPATOB JOJDKHO IPOHCXOMHUTH
O] MEAWIMHCKMM HaOFOfeHHEeM C HaAJeKallM MOHMTOPHHIOM TeMOAWHAMUYe-
CKUX TIOKa3aTelen.

Anmueunepmeﬂs’uenwe cpedcmea (8xniouas GIOKAMOPLL KATbYUEEbIX KAHANOE)

Bo BpeMs COBMECTHOTO HasHaYeHHs Tafanaduia (B 03APOBKE 5 MI' ©XKESIHEBHO HUIIA B
BUJIe Pa3oBoil 103kl 110 20 M) ¢ GIoKaTOpOM anb(a-agpeHoperenTopoB I0KCa303H1-
HOM (4-8 MI' B CYTKH) HaOIIONATIOCH 3HAYNTEIHHOE YCUICHAE THIIOTEH3UBHOTO s dex-
Ta mocIenHero. DToT G deKT AuTes 10 12 9acoB U MOXKET IPOSABILATECSA OTACTLHBIME
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CUMIITOMaM¥, B TOM 4HCJIE B BHJE TOJIOBOKPYKeHMs. Takas KoMOUHAIMs IPEeNnapaToB
He PEKOMEH/TyeTCsI AT IPAMEHEHH.

B xoze ucciae0BaHui B3aUMOIEHCTBHS C yIaCTHEM OIPaHIMYEHHOI0 KOJIMYECTBa 310~
POBBIX JTOOPOBOIIBIEB HE COOOIANOCH O BBIIEYKA3aHHEIX 3(deKTax Ipu COBMECTHOM
IpHMEHEHNH C al(y303MHOM MM TaMcCylo3uHOM. ClieqyeT ¢ OCTOPOXKHOCTBIO MpPH-
HYMAaTh TajajlaQuwi TpPU  OZHOBPEMEHHOM JIEUeHHM OJoKaTtopaMu  anbda-
apPEHOPELEIITOPOB, OCOOCHHO JIMIIaM IOXUJIOro Bo3pacTa. JledeHue clenyeT Hauu-
HATh C MUHMMAJIBHOHN TO3HPOBKY U ITOCTEIIEHHO yBEINYUBATh H03Y.

B xozne uccienoBanuii KIMHIYECKOH (apMaKOIMHAMUKY U3y4alcs MOTEHIMAT Taja-
naduia YCUINBATh TUIOTEH3UBHBIC atbcpéKTBI AHTHUTHUIIEPTEH3UBHEIX cpencTB. Mccie-
JOBAIICh OCHOBHEIE KJIACCHI QHTHTHIIEPTEH3MBHBIX CPEICTB: OIIOKATOPbI KaIbI[HEeBBIX
KaHatoB (amiopunuu), wuHrHOHTOpEl AIl® (’Hamampui), Onoxaropel Oera-
aJpEHOPEIENTOPOB (METOIPOTION), THA3UAHbIe IuypeTHKH (6eHapodiyasun) u O610Ka-
TOPHI perenTopoB anruoTeH3uHa I1 (OTAeIbHO MK B KOMOMHAIUY ¢ THA3UIHBIMY ¥~
ypeTuKaMd,  OJIOKaTopaMu  KajJblHeBRIX  KaHauoB,  OnokaTopamu  Oera-
aJ[peHOPEIENTOPOB u/wi OnoxaropaMu anbda-agpeHopenenTopos). Tamanadun (B
mo3e 10 Mr, Kpome MCClie[IOBaHMM B3aUMONEHCTBHSA ¢ OIOKaTOPaMU PELENTOPOB aH-
ruoterswHa 11 ¥ aMJIOAAIMHOM, Te u3ydancs 3gp@ekT 103l 20 MI') He IPOABIAT 3Ha-
YUMOTO B3aMMOJEHCTBHS C BBHIIIEYIOMSHYTHIMI KJIACCAMHU JEKAPCTBEHHEBIX CPEJCTB.
B xofie Apyroro MCCIeNOBaHUS KIMHAYECKOH (apMaKoIOTHH M3y9anoch COILYyTCTBY-
foImee NpuMeHenue Taganaduia (B fo3e 20 MI) B COYETAHMH C HECKONLKAMH (IO Ye-
ThIpeX) KIacCaMy aHTUTHIICPTEH3UBHBIX CPEeCTB. Y HallHEHTOB, KOTOPEIE IPHHIMAIH
HECKOIIPKO aHTHTHIEPTEH3UBHBIX CPE/CTB, U3MEHEHHE apTePUAIBHOIO NaBICHHS 3a-
BHCEJIO OT YPOBHA KOHTPOJISL apTePHalbHOro AapleHnd. Takum 00pasoM, y IaiiueHToB
C XOpPOLIO KOHTPOJMPYEMEIM apTepUAIBHBIM JAaBICHHEM CHIDKEHHE NABIECHHUs OBUIO
He3HAYHTENHHBIM ¥ COOTBETCTBOBAIIO TAKOBOMY ¥ 3[JOPOBEIX HOOPOBOJIBIEBR. Y Ially- ‘
EHTOB, Ube apTepHAIbHOE JaBIeHHe He KOHTPOIHPOBANIOCH, HAOMONANoCh Gonbliee
CHYDKEHHE apTepUajbHOrO JAaBJICHHS, XOTA y OOJBIIMHCTBA HAl[MEHTOB CHIDKEHHE
NaBJICHAS He COMPOBOXKIAIOCH TMIIOTEH3UBHBIME CHMITOMaMK. Y Mal@eHTOB, MOy~
YAFOLINX COIYTCTBYIOLIYIO TE€PAIUIO aHTHUTHIEPTEH3UBHEIMY JTEKAapCTBEHHBIMU CPeX-
CTBaMH, IpuMeHeHune Tafanaduia B 103 20 MI MOXKET IPUBOAUTD K CHIDKSHHIO apTe-
PHABHOTO JIABIEHHS, KOTOPOe (KpoMe CIlydas COIYTCTBYIOLIEro IPHMEHEeHHS ¢ O1o-
KaTopaMu aib(ha-aIpeHopeNenTopPOB) ABIAETCS HEe3HAUNTSNBHEIM 1 KIMHAYCCKY He-
3HAYaAIIMM. AHAIW3 JaHHBIX TpeTbell (a3pl KIMHMYECKOTO WCIBITAHWS HE BBIIBUIL
PasHHIB! B HEXXENATeIbHBIX PEaKIHIX, KOTOPhIE BO3HHKAJIA Y HAI[MEHTOB, IOIyJato-
WX JIeJeHNE Tafala(uiIoM ¢ COIyTCTBYIOIIMM IPUMEHEHACM aHTHIUIEPTECH3UBHBIX
CPEZCTB U JieueHne ToNbKo Tananaduiom. HecMoTps Ha 5T0, Heo0X0IMMO HHPOPMU-

COTJACOBAHO

MUHMCTEPCTBOM 3ZPABOOXPAHEHUA 11
PECIIVBIIMKH BEJIAPYCH
[puxas MunucrepcTsa 31paBOOXPANEHHA

Pecnybauxu Benapycs
2 MR UM Gn s S ot e e




pOBATh IAUEHTOB, KOTOPbIe IPHHUMAIOT IMIOTEH3UBHEIE JIEKAPCTBEHHbIE CPE/ICTBA,
0 BO3MOXHOM CHIKEHUH apTePUabHOrO JABICHU.

Puoyucyam

JoxIMHUYIecKre JaHHbIe MOKa3aIl JOIOIHATENIbHOE CHIKEHIE apTepHaNbHOro JaB-
JNIeHUs Ipy codeTanny uHruouTopoB ®JID-5 n puonuryara. B KIMHAYECKUX HCIBITA-
HUSX PHOIMIYAT YCHIHBAT MMIOTeH3UBHOe NetictBre uarnouTopoB OJID-5. He Op110
BBISBJIEHO OJIATONPHUATHOTO KIMHUYECKOro 3¢ ¢exTa TanHoN KOMOMHAINU B HCCIIeNy-
eMoii momyistuy. OfHOBpeMEHHOE IIPIMEHEeHUe pronuryara ¢ uaruouropamu ®J10-
5, BKIIFO9as Tafanadui, IpOTABOMOKA3AHO.

Hrzubumopul 5-anvgha-pedykmazot

B xoje KIMHMYECKOr0 HCIBITAHUS IO CPaBHEHUIO KOMOWHHPOBAHHOTO ITPHMEHEHMS
5 Mr Taganaduia ¢ 5 Mr gpuaactepuna u mianedo ¢ 5 Mr GuHAcTEpHAa A obmerde-
gus camrroMos JITDK He ObLTO BBITBIEHO HOBBIX HEXeNAaTeNbHBIX peaknui. TeMm He
MeHee, NOCKOJNBKY (OPMalbHOTO HCCIEIOBAHMS JIEKApCTBEHHOIO B3aMMOJIEHCTBHS C
OIIEHKOM B3aMMHOTO BIHMSHUS Tajaladuia I MHruOuTOpa S-anbda-penyKrashl HE BbI-
IOJHSAIOCH, CIEAYET MPOSBIATH OCTOPOXKHOCTE IIPH COBMECTHOM IPHMEHEHHH Tasa-
naduia ¥ HHrEouTopa S-anbha-penyKTassl.

Cyb6cmpamur CYP1A2 (nanpumep, meogunnun)

B X0JTe MCCIeI0BaHys KIMHIecKoi (hapMaKoIOTrhy pa IpreMe Tajanaduia (B 1o3e
10 Mr) ¢ TeodmmiuHOM (HECENEKTHBHBIM MHIHOMTOpOoM (ocdomuscTepassl) He
HaOJIIONaIoCh HUKAKOTO (apMaKOKHMHETHYIECKOTO B3aUMOACHCTBYA. EIMHCTBEHHBIM
dbapmakoauHaMurdeckiM 3 GeKToM OBLIO He3HAYUTENHLHOE MOBBIIEHUE CEPASIHOro
put™a (Ha 3,5 yaapa B MuHyTy). HecMoTps Ha He3HAIUTENBHOCTH 3TOr0 sQdexra u
OTCYTCTBHE KIHHWYECKON 3HAYMMOCTH, HEOOXOIMMO YYUTHIBATH BO3MOXKHOCTEH €rO
BO3HUKHOBEHHS IIPA COBMECTHOM MIPIMEHCHHY Tafanaduna 1 TeoQrIaHA.
Omununscmpaduon u mepoymanun

Tamanadun NOBBIIAT OGUONOCTYIHOCTh IIEPOPANBHBIX JIEKAPCTBEHHBIX (HopM
¢ sTrHIIBCTpanuonoM. Takoe yBenudeHHe OMOZOCTYIHOCTH MOYKHO OXHIATH IPH
COBMECTHOM IIPIMEHEHHH C TepOyTaIMHOM, XOTH KIMHHYECKHE MOCIEICTBAS ITOH
KOMOWHAIAY HEN3BECTHEI.

Anxozonw

CoBMecTHOe IpuMeHenre Taganadua (B go3e 10 mr mmm 20 MI) He OKa3HIBANO BIIHA-
HES Ha KOHIIEHTDAIMIO 3TaHoNa (CpemHsAs MaKCHMAlbHas KOHIEHTPAIUS B KPOBH
0,08 %). Taxxe He HaOMOANOCH U3MEHEHNH KOHIEHTpaMy Tajanaduia B TeYeHIe
CITEYIOIIIX TPEX TacOoB HOCIIe OFHOBPEMEHHOTO NPHEMa alKOrols ¢ TafalapuiioM.
AJIKOTONb IIPHHAMATH TakKuM 00pa3oM, 4ToOBl 06eCIednTs MaKCHMAIbHBIH YPOBEHE
ero aGcopOirum (Bo3AepKaHMe OT PHeMa ALK HOYIbIO HAKAHyHEe I B TCICHHE 2 1acoB
nocite npreMa akoros). Ilpuem Tananaduna (8 foze 20 Mr) He NPUBOIUI K CTATH-
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CTHYECKH 3HAYMMOMY CHIDKEHUIO apTepHaIbHOTO naBiieHns Ha (BoHe IpHeMa aj-
xorons (B moze 0,7 I/Kr, 9TO COOTBETCTBYeT MpubimsuTensHo 180 Mt 40 % anko-
OIS J7Is My KIHMHBEI Maccoi Tena 80 KT'), OMHAKO Y HEKOTOPEIX IAl[MeHTOB HabIIo-
Ia70Ch MOCTYPAILHOE TOJOBOKPYKEGHUE M OPTOCTaTHYEeCKas runoTeHsus. [lprem
tananadmia Ha GoHe HU3KKX 103 ankoron (0,6 I/Kr) He BHI3BIBAJ apTepUAIbHON
THIIOTEH3MH, a I'OJIOBOKPYIKEHHE HaOIIONAIOCh ¢ TOM Ke JacTOTOM, YTO U IpH
TIpEeMe OJIHOTO aJIKOTOJIS, BIHsAHWMe aJkoroyisi Ha MO3HABaTeNbHbIe (YHKIUA He
YCHIIABAJIOCH IIPH COILyTCTBYIONIEM IIpUMEeHeHNH Taganaduia (s gose 10 mr).
Jlexapcmeenmvie cpedcmea, memabonuzupyrowuecs npu yuacmuu yumoxpoma P450
He oxmumaercs, 910 Tagadadui BEI30BET KIMHIYECKH 3HAYUMOE HMHTHOMpPOBaHHE
WIM MHIYIUPOBaHKE KIMPEHCa TeKapCTBEHHEIX CPEJICTB, KOTOPEIE META0OIU3UPY -
forcs mzodopmamu CYP450. B xo/te KIMHIHIESCKUX HCCIeN0BaHNE OBLIO TOKA3aHO,
yTO TagagaduI He I/IﬁI‘I/I6I/IpyeT ¥ He uHIynEpyeT modopmer CYP450, B ToMm gwc-
1e CYP3A4, CYP1A2, CYP2D6, CYP2EL, CYP2C9 uCYP2C19.

Cyb6ecmpamor CYP2CY (nanpumep, R-éappapun)

Tananadua (B moze 10 Mr u 20 Mr) He OKa3BIBAI KIMHIIECKH 3HAYAMOro s dexra
Ha sxcrosunuio (AUC) S-sapdapuna mwiu R-sapdapuna (cyberpater CYP2CY), a
TaKyKe He OKa3BIBaJI BIUAHMA HA IPOTPOMOMHOBOE BpeMs, HHIYIHXPOBAaHHOE Bapda-
PUHOM.

Ayemuncanuyunoeas KUcioma

Tananadun (B moze 10 Mr u 20 Mr) He HOTEHIUPOBAN yBEIMICHUE BPEMEHH KPOBOTE-
YEeHUS, BEI3BAHHOTO AlleTHICAIUITMIOBOM KHCIOTOM.

IIpomueoouabemuueckiue N1eKapPCHEEHHbLE CPEOCTNEA

CrenuduIecKux UCCIeNoBaHul B3amMoaelicTBrs Tananaduna ¢ mpotuBoarabeTHde-
CKVMH JIEKaPCTBEHHBIMYU CPEICTBAMU HE IIPOBOIUIIOCE.

YcioBus xpanenust

IIpu Temmeparype He Bemme 25 °C.

XpaHHUTh B HENOCTYIIHOM JUis IETEH MECTe.

Cpox rogaocTH

2 roxaa.

He wcrions30BaTh 10 HCTEYSHUH CPOKa FOJHOCTH, YKa3aHHOTO Ha YIaKOBKe.

VYiakoBka

Tlosuposka 5 mr. [lo 10 TabIeToK B KOHTYPHOM SUCHKOBOH YIIaKOBKE W3 INICHKH MOJIH-
BUHUIXJIOPUIHOM 1 (onbru amoMuHueBolt. ONHy WM TpPY KOHTYPHBIC SYEHKOBBHIC
YIIAaKOBKY BMECTe C MHCTPYKIMEH 110 MEUIUHCKOMY HPHMEHEHHIO OMEIIAI0T B IauKy
U3 KapToHAa. '

Jlosuposka 20 mr. ITo 2 TabneTku B KOHTYPHOH SYEKOBOM YIIaKOBKE U3 IJICHKH ITOJIK-
BHHIIKIOPAIHON B (ONBIM alfoMuHAEBOM. ONHY WM [BE KOHTYpPHEIE SICHKOBBIE
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YIIAKOBKY BMeCTe ¢ HHCTPYKIHUEH 110 MEIUIHHCKOMY IPUMEHEHHIO IOMEINAIOT B IAYKy
3 kapTona. ITo 4 wm mo 10 TabneTok B KOHTYPHOM S4CHKOBOU yIaKOBKE U3 ILICHKH
TIOMBHHMIXIOPUAHON U (ONBIH amoMuHHeBoH. OOHY KOHTYPHYIO SYEHKOBYIO yIa-
KOBKY BMECTE C MHCTPYKIHEH 0 MEJUIUHCKOMY IPHMEHEHHIO IOMCIIAOT B MadKy M3
KapToHA.

YcnoBus 0TIyCKa H3 aNTEK

Ilo peuenry.

I pou3BoAATENb:

000 «AmarTucMen»

Pecrny6muka Benapycs, 223141, r, Jloro#ick, yir. Mutckast 2u

(- 1774)25 2
Ten/daxc: (+375 1774) 25 286 COTJACOBAHO

e-mail: office@amantismed.by |musncrercrBoM srPABOOXPAREHIS
PECIIVBIIKY BEJIAPYCh
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