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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TIPENAPATA~ 10U°)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHUE JEKAPCTBEHHOI' O IIPEITIAPATA
Tananadwn-KcanTuc, 5 Mr, TabaeTku, MOKPHITHIE TIICHOUYHON 000I0YKOH
Tananadwmin-Kcantuc, 10 mr, TaGieTKH, TOKPHITHIE TUICHOYHOW 000JI0YKOM

Tananapun-Kcantuc, 20 Mr, TabaeTKu, MOKPHITHIE TUIEHOYHONW 000JI0YKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByto111€€ BEIIECTBO: Taganadul.

Tananadun-Kcanruc, 5 Mr, Ta0aeTKU, TOKPBITHIE INIEHOYHON 000JI0YKOM

Kaxxnas Tabnerka, moKpeITas IUICHOYHON 000s104KOi, conepkuT 5,00 mr taganaduna.
BcromorarensHbpie BelecTBa, HAJMYME KOTOPBIX HAIO YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.4.).

Tananadun-Kcanruc, 10 mr, TabJIeTKH, IIOKPBITHIE INIEHOYHON 000JI0YKOMU

Kaxxnas Tabnerka, mokpeITas INICHOYHOH 000110ukoi, coaepkut 10,00 mr raganaduna.
BcnomorarensHbpie BelecTBa, HAJMYME KOTOPBIX HAIO YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.4.).

Tananadun-Kcanruc, 20 mr, TabJIeTKH, ITOKPBITHIE INIEHOYHON 000JI0YKOM

Kaxxnas Tabnerka, mokpeiTas INICHOYHOH 00010ukoi, coaepkut 20,00 mr taganaduna.
BcromorarensHbpie BelecTBa, HAJMYME KOTOPBIX HAO YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.4.).

[TonHbIi epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabeTku, MOKPHITHIC TNIEHOYHOU 000JI0UKOM

Kpyrnble, NBOSKOBBINYKIIbIE TaOJIETKM C PUCKOW C OJHOM CTOPOHBI, IMOKPBITHIC IUICHOYHOU
000JIOYKOM CBETJIO-KENTOr0 I[BETa C KOpPUYHEBAaTHIM OTTeHKOM. Ha momepeunoMm paspese —

BHYTPEHHUH CJION OEJIOT0 WJTK TIOYTH OEJIoro IBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

JlexapcTBennsii ipenapat Tananadun-KcanTuc mokasaH K MPUMEHEHUIO Y MYXYHH B BO3pacTe OT
18 net a1t neueHus:

*  DpeKTHWIbHOW qUChYHKIHNH;

s obecnieuenus >3gdexra Taganaduiaa HeoOXOAMMa CEKCyalbHask CTUMY SIS,
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TUIepIIa3ueil NpeacTaTeabHON Kee3bl (1S J03UPOBKHU 5 MT).
*  DpeKTUIbHOM AUCHYHKIMU Y TAUEHTOB C CHMITOMAMH CO CTOPOHBI HUKHHUX MOUYEBBIBOISAIINX

nyTei Ha poHE T0OPOKAUYECTBEHHON THIIEPIUIa3uH TIPEICTATEeIBLHOM JKeIe3bl.
JlexapcTBennsiit ipenapar Taganadun-Kcantruc He mpeaHa3zHayeH 111 MPUMEHEHHUS Y )KCHIIHH.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

Ipumenenue npenapama Taoanragun-Kcanmuc no nokazanuio spekmunvhas ouc@hynkyus (3/)
JIy1st ManMeHToB ¢ 4acTON CEKCyalbHOM aKTUBHOCTHRIO (JIBa paza B HEJEIO M 00JIee): peKOMEHIyeMast
4acTOoTa IPUEMa — €KEHEBHO, O/IUH pa3 B CYyTKU 5 MTI, B OJIHO U TO XK€ BPEMs, BHE 3aBUCUMOCTH OT
BpeMeHH npuema nuiu. J{o3a MoxkeT ObITh CHIKEHA 10 2,5 MT' OJIMH pa3 B CYTKH B 3aBUCUMOCTHU OT
WHAUBUAYaIbHON 4yBCTBUTEIHHOCTH.

[lenecooOpa3HOCTh  €XKEIHEBHOTO  MPUMEHEHHs  IpermapaTa  JOJDKHAa  HEPUOAMYECKU
nepecMaTpUBaThCsL.

JIJ1 nanMeHToB ¢ HEYacTOM CEKCyalbHOW aKTUBHOCTBIO (PEKE IBYX pa3 B HEJEII0): PEKOMEHTyeMast
no3a npemnaparta Tamanapun-Kcantuc cocrapmsier 10 mr wim 20 Mr, KOTOpble TPUHUMAIOTCS TIEPE
MpeJIoyiaraeMoi CEeKCyalbHOM aKTUBHOCTHIO HE3aBUCUMO OT IIPHEMa MUIIIH.

VY manumeHToB, y kotopsix npenapar Taganadpwmi-Kcantuc B 1o3e 10 Mr He 3G PeKTHBEH, TPUMEHSIOT
no3y 20 mr. [Ipenapar cieayer npuHUMaTh KAk MUHUMYM 32 30 MUHYT JI0 CEKCYalIbHOM aKTUBHOCTH.
MakcumanibHas 4acToTa npuema — 1 pa3 B CyTKH.

Taganmapun B moze 10 mr m 20 Mr mpeaHaszHayeH Il MPUMEHEHHS Tepes IMpearnojaracMon
CEKCyaJIbHOM aKTUBHOCTBIO U HE PEKOMEHYETCS AJIsl IOCTOSTHHOTO €KEIHEBHOIO IIPUEMA.
Ipumenenue npenapama Taoanaghun-Kcanmuc no noxazanuio I TDK unu //[TTDK
PexkoMenayemasi 103a COCTaBIsI€T 5 MI, KOTOpbIE MPUHUMAIOTCSI IPUMEPHO B OJHO U TO K€ BpeMs
KOKIbIA JeHb HE3aBUCUMO OT MpueMa NUuIu. Jljis B3pOCHbIX MY>KUWH, IPOXOISIINX JICYCHHE Kak
JNOOPOKAYEeCTBEHHON THUMEPIUIa3uu MPEACTATeIbHON JKele3bl, TaK M SPEKTUIBHON TUCPYHKLUH,
peKoMeHayeMas J103a TaKXKe COCTABISAET 5 MI, KOTOpPbIE IPUHUMAIOTCS IPUMEPHO B OJIHO U TO XK€
BpEMsI KOKIbIH JICHb.

Oco0nIe I'pynIbl TanMEHTOB

Tlayuenmul noscunoeo 6ospacma

Y nmanmeHToB MOKUIIOT0 BO3pacTa moadopa A03bl He TpedyeTcs (cM. pazaen 5.2.).

Ilayuenmuol ¢ noueunol HedOCMaAMOUYHOCMbIO

Y nanueHToB C JIETKOM WM YMEPEHHOW MOYE€YHOM HEIOCTATOYHOCTHIO KOPPEKIUs [103bl HE

TpebyeTcs. Y MAIMeHTOB C TSHKEIOW MOYeUHONH HEJOCTATOYHOCThI0O MAaKCUMAIIbHONW PEKOMEH, Ty MO

2
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JI0301 TIpH MPUMEHEHHH 110 TpeOOBaHMIO sBIIsAeTCA ;1032 10

EsxenHeBHBINM npuem Taganaduiia B 103aX 2,5 MI ¥ 5 MI Kak JiIsl JISYCHUS SPEKTUIILHON JUCHYHKIHH,
TaK ¥ JOOPOKaYECTBEHHON TUTIIEPILIA3UH MPEACTATEIHHOMN JKeIe3bl, MAUEHTAM C TSHKEION MOYeUHOM
HEJI0OCTaTOYHOCThIO HE PEKOMEHAyeTcs (cM. pa3aen 4.3.).
Tayuenmol ¢ neyeHouHoU HEOOCMAamMoOYHOCMbIO
[Ipu neyeHun OSpeKTHIBHOW AWCOYHKIMHM C TpUMEHEHHEM Tajanadgmia 1o TpeOOBAHUIO
pexkomeHayemass no3a cocrtaBiaser 10 Mr, KOTOpble NpPUHHUMAIOTCA NEpe] MpeArnoaaracMou
CEKCyaJIbHOM aKTHBHOCTBIO HE3aBUCUMO OT Npuema nuimy. MIMeroTcs: orpaHM4eHHbIE KIMHUYECKHE
JaHHble 0 Oe3omacHOCTU Tajanaduiaa y MAlMEHTOB C TSHKENOH MEYEeHOYHOM HENOCTaTOYHOCTBIO
(xmacc C mo knaccudukanuu Yaiina-I1p10); mosToMy Mpu Ha3HAYSHUH JaHHOTO IpermapaTa BpauoM
JIOJKHA OBITH NMPOBEZICHA TIIATENIbHAS MHIUBUAyabHas OLEHKA COOTHOIIEHUS MOJIB3bI U PHCKA €To
npruMeHeHHs. [laHHbIe O MPUMEHEHHUH MMALMEeHTaMU ¢ IeYEHOYHOW HEJJOCTaTOYHOCTBIO Tajanaduia
B 103ax 6osee 10 MT OTCYyTCTBYIOT.
ExenHeBHbIM mpueM Tananaduia Kak UL JICUCHHsS OSPEKTHIBHOM JAUCQYHKIMH, TaK U
JNOOpOKAYECTBEHHON THUMEpIUIa3uy TpPEeACTAaTeNbHON JKele3bl Yy TAalMeHTOB C IEeYCHOYHOU
HEJ0CTaTOYHOCTBHIO HE OLIEHUBAJICS; TIOITOMY IIPY Ha3HAYEHUH JAaHHOIO IIpernapara BpayoM J0JDKHA
ObITh MpOBEJEHAa TIIATEIbHAS MHIMBHIYyalbHAs OLEHKAa COOTHOILEHMs IOJIb3bl U PHUCKA €ro
npuMeHeHus (cM. pasaen 5.2.).
Caxapnuwiii ouabem
VY manueHToB ¢ caxapHBIM JUa0ETOM MOA00p A03bI IIpenapara He Tpedyercs (cM. pasaen 5.2.).

€T’
JlexapcTtBeHHblii npenapar Tanamadun-KcanTtuc npoTruBomokazaH K NPUMEHEHHMIO y JeTell H
MOJIPOCTKOB B BO3pacTe Miuaaue 18 ner.

Croco0 rIpuMeHeHus

BHyTpb, BHE 3aBUCUMOCTH OT IpreMa MUIIIH.

4.3. IIpoTuBONOKA3AHUS

. ['umepuyBCTBUTENHHOCTh K Taganaduily WM K JTOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pasjene 6.1.;

. [Ipuem mnpemapaToB, cojepkamux J0Oble OpraHUYecKUe HUTPAThl. B  KIMHMYECKUX
UCCIICIOBAaHMIX OBLIO MOKA3aHO, YTO Tajanaduil yCHIIMBAaeT TMIOTCH3UBHOE NEHCTBHUE HUTPATOB.
CuuTaercs, 4To 3TO CBS3aHO ¢ KOMOMHHMPOBAHHBIM BO3JCHCTBHEM HHUTPATOB W Tajanaduia Ha
METa0OIHUECKUI yTh oKcuaa a3ota/nl M@ (cm. pazaenst 4.4 u 4.5.);

. Hannumne mpoTuBOMOKa3aHWii K CEKCyaJIbHOW aKTUBHOCTH y TMAIIMEHTOB C 3a00JICBAaHUSIMU
CEpIEYHO-COCYAUCTON CUCTEMBL. Bpaun NOMKHBI YYUTHIBATH BO3MOKHBIN KapIUOJIOTHYECKUN PUCK

CeKcyaJ'H:HOI‘;I AKTUBHOCTH Yy MHAUCHTOB C CCPACYHO-COCYAUCTBIMU 3a00JIeBaHUSIMH B aHaAMHE3E.
3
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BKIIIOUCHBI B KIIMHUYECKUE UCCIICJIOBAHMS, B CBS3H C YeM IpHUeM Tajganaduiia UM MPOTUBOIMIOKA3aH:
NAIUeHThl ¢ HHPAPKTOM MHOKapja B TeueHue mocienHux 90 mHel, manueHThl ¢ HeCTaOWIbHOM
CTEHOKapeil Uil BOSHUKHOBEHHEM MPHUCTYIa CTEHOKApAUU BO BpeMs IIOJIOBOTO aKTa, MAllMeHTHI C
XPOHUYECKOU cepaeuHor HemocTtaToyHocThio Il kmacca m Beime mo kinaccupukanmuu NYHA B
TEUEHUE MOCIEAHUX 6 MECAIEeB, MALUEHThl C HEKOHTPOIHPYEMBIMU APUTMUSIMHU, apTepHATIbHON
runotensuend (Al menee 90/50 MM pT. CT.), HEKOHTPOJIUPYEMOH apTEepHAILHON THUIIEpPTEH3UEH,
MAaIMEeHTHI C MHCYJIBTOM B T€UCHHE MOCIeAHUX 6 MecsieB (cM. pasnen 4.4.);

. [Toreps 3peHuss Ha OIWMH TJia3 BCJIEIACTBUE HEAPTEPUAIBHON MEpEeAHEH HIIIEMUYECKON
ONTHYECKOH HelponaTuu (BHE 3aBUCUMOCTH OT CBSI3H C MPEAIISCTBYIONINM PUEMOM HHTUOUTOPOB
®J13-5) (cm. pasnen 4.4.);

. OnHOBpeMEHHOE TPUMEHEHUE C JOKCAa303MHOM, C ApyrumMu uHruomropamu DJD-5 u
JPYTUMH BapHAHTaMU TE€PAIUU PEKTHIbHON AuchyHKmu (cM. pasaeinst 4.4, u 4.5);

. OnHOBpeMEHHOE TMPUMEHEHHE CO CTUMYJATOpaMH TyaHWIATIUKIA3bl, TAKUMU Kak
pUOLUTYaT, TPOTUBOIIOKA3aHO, TOCKOJIBKY OHO MOXET MPUBECTH K CUMIITOMAaTUYECKON TMIIOTEH3UU
(cMm. pasgen 4.5.).

. [IpuMeHeHne y MalrueHTOB C TSHKEI0M XPOHUYECKON TTOUYEYHOM HEJI0OCTATOYHOCTHIO (KITMPEHC
kpearuHuHa MeHee 30 mu/MuH) (M. pasnen 4.4.).

. Penxass HacnencTBeHHass HENMEPEHOCHMMOCTh TallaKTO3bl, NE(UIUT JIAKTa3bl, CUHAPOM
TJTFOKO30-TAJIAKTO3HON MaibabcopOInu.

o Herckuii Bo3pact 10 18 ner.

4.4. OcoOble yka3aHusl 1 MepbI PeI0CTOPOKHOCTH NPHU NPHUMEHEeHHH

C 0CTOPOKHOCTBLIO

o VY manueHTOB ¢ TSKENON TMEeYEeHOYHOM HemocTaTouyHOCThIo (kiaacc C mo kimaccudukanuu
Yaitna-I1s10) B CBSI3HM ¢ HEIOCTATOYHOCTHIO JTAHHBIX;

J VY nanueHToB € MPEeApacroioKEHHOCThIO K Mpuanu3Mmy (IpH CEepHOBUAHO-KJIETOYHOU
QHEMUH, MHOXXECTBEHHON MHUEIOME WU JIEMKEMUH) WIM Y TAlUMEHTOB C aHATOMHYECKOM
nedopmarmeii mojoBOro uieHa (YrjoBO€ HWCKPUBIICHHE, KaBEPHO3HBIM (GUOpo3 wiam 0oJie3Hb
[letiponn);

. IIpu omHOBpemeHHOM mnpueme ¢ wuHruOutopamu uzodepmenrta CYP3A4 (putonaBup,
CaKBHHABHp, KETOKOHA30JI, UTPAKOHA30J], KIAPUTPOMUIIMH, SPUTPOMUIINH, TPEHTIYPYTOBBINA COK),
TUTIOTEH3UBHBIMU CPEACTBAMHU, HHTHOUTOpPAMU S-alib(a peayKTassl;

. Y manMeHToB, NPUHUMAKOIIMX alb(a-aapeHOoOTIOKATOPHl, IMOCKOIbKY OJHOBPEMEHHOE
NPUMEHEHUE B HEKOTOPBIX CIydasX MOXKET HPUBECTH K CHUMITOMATHYECKOW apTepuaibHOMI

TUMOTeH3UU. B  HCClIenoBaHUSAX JIEKAPCTBEHHOIO B3aMMOACUCTBUS C  alb(y303MHOM WM
4
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TakuX 3((EKTOB 3apErUCTPUPOBAHO He ObLIO (CM. pazzaen 4.5.).

Oco0ble yKazaHus

Ilepeo nauanom npuema npenapama Taoanagun-Kcanmuc

[Ipexxne yem MpuHATH pemeHne o apMakoTepanun, He00OX0IUMO cOOpaTh METUITMHCKUN aHAMHE3
U TPOBECTH MEIUIIMHCKUN OCMOTp JJs JUATHOCTHKH OJPEKTUIBHOW JUCHYHKIUU WM
T00pOKaUYeCTBEHHOM TUTIEPILIA3UH TPEACTATEIHLHOMN JKEIE3bl U ONPEICTICHIS BOZMOXKHBIX TIPUYNH UX
pa3BUTHSL.

[Tepen HauaaoM J1H0O0TO JI€UEHUS IPEKTUILHONU JUCPYHKIIMH BpaYH JOJIKHBI YUYUTHIBATH COCTOSTHUE
CEpJICYHO-COCYAUCTON CUCTEMBI CBOMX MAI[UEHTOB, MOCKOJIbKY CYIIECTBYET OINpe/IeJICHHAs CTETICHb
KapAHOJIOTHYECKOTO PHUCKA, CBSI3aHHOTO C CEKCyallbHOW aKTUBHOCTBHIO. Tamamadun obnamaer
COCYAOPACIIUPSIIOIIMMH CBOMCTBAMH, YTO MPUBOAUT K HE3HAYUTEILHOMY MPEXOSAIIEMY CHHKEHUIO
apTepHaJIbHOTO JaBJICHUS U, TAKUM 00pa3oM, YCHUJIMBACT TMIOTEH3UBHOE JACHCTBHE HUTPATOB (CM.
pasaensi 4.3. u 4.5.).

[Tepen nayanowm neuenus taganadpuiaom A TEK cnexyeT o6cnenoBaTh NaIMeHTOB, YTOOBI HCKITFOUUTH
HaJIMYUe KapLUUHOMBI TPEJCTATeIbHOM Kelle3bl, U MPOBECTH TIIATEIbHYIO OLEHKY COCTOSHHUS
CEpJICYHO-COCYAUCTOMN CHUCTEMBI.

JlnarHocTHKa 3pEeKTUIHLHOW MUCHYHKIIUU JOJDKHA BKIIOUYATh B CeOsl BBIABIICHHE TMOTCHIUATHHON
OCHOBHOU TIPUYUHBI, COOTBETCTBYIOIEE MEIUIIMHCKOE OOCIEeNOBAaHUE U OMpEelieHue TaKTUKU
JICUYEHUS.

O¢ddexTuBHOCTh Tamanmapuia y MalueHTOB, NEPEHECIINX XUPYPTUUYECKYIO OMepaliio Ha OpraHax
MaJIOTO Ta3a WX PaTuKalbHYIO MPOCTATIKTOMHIO 0€3 COXPAHEHUS COCYIUCTO-HEPBHBIX IMyYKOB,
HEU3BECTHA.

Cepoeuno-cocyoucmas cucmema

[To naHHBIM MOCTPETUCTPALMOHHOIO HAOMIOAEHUS W/MIU KIMHUYECKUX HCCIEIOBaHUN ObLIN
3apEruCTPUPOBAHBI  CEPHE3HBIE CEPACUYHO-COCYIUCThIC TMPOSIBICHUS, B TOM YHWCIEe HH(APKT
MHUOKap/la, BHE3aMHasi CepJeYHass CMEPTh, HECTAOWIIbHAS CTCHOKAPIUS, JKEITYJOUKOBas apUTMUS,
UHCYJIBT, TPAH3UTOPHBbIC HIIEMUYECKHE aTaku, OO0Jib B TPYyIOHOH KIETKe, cepileOueHue Hu
TaxuKapus. BolbIIMHCTBO MAIMEHTOB, Y KOTOPBIX ObUIM 3apETUCTPUPOBAHBI JaHHbBIE MTPOSBICHUS,
UMEIM B aHaMHE3e CepJeYHO-COCYIUCThie (aKTOpsl pucka. TeM HE MeHee, HEBO3MOXHO
OKOHYATEIIbHO OMPEACNUTh, CBS3aHBI JIM 3TU SBICHUS HEMOCPEACTBEHHO C (DaKTOpamH pHUCKa,
IpUEMOM Tajianaduiia, CeKCyalbHON aKTUBHOCTBIO UM KOMOWHAIMEN TeX WM UHBIX (aKTOPOB.

VY manMeHToB, MOJy4alolUX COMYTCTBYIOUIYI0 aHTUTUIIEPTEH3UBHYIO TE€PAINUIO, Taaanaduil MOXKET
BBI3BIBATh CHIDKEHUE apTepuaibHOro namrienus. [lepen HauanoM exenIHEBHOTO MprueMa Taanaduia

ClelyeT pacCMOTPETh BOIIPOC O BO3ZMOXKHOM KOPPEKIIUU J103bl THIIOTEH3UBHBIX CPEJICTB.
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Taganagduia B HEKOTOPBIX CIydasX MOKET MPUBECTH K CHMIITOMATHYECKON runoreH3uu. [[puaumars
Taganaduia B COYETaHUU C IOKCA303MHOM HE PEKOMEHIYETCSI.

3penue

[Tpu npueme Taganaduia u Ipyrux HHruoOuTopoB OJ13-5 HaOIIOATUCH CITydar HAPYIICHUS 3PEHUS
u pa3sutus HAIIMOH. AHanu3 naHHBIX HAOMIOJEHUI CBUACTEILCTBYET O MOBBIIICHHOM PHUCKE
pa3Butus octpoii HAIIMOH y MyXuuH ¢ SpeKTHJIbHOW IUCHYHKLIMEH mociae BO3ACHCTBUS
taganaduina wuiau Apyrux HMHrHOuTOpoB DJ[D-5. TlockombKy 3TO KacaeTcs BCEX MAIlMEHTOB,
MOoJTydarolux Tafaanadui, UM cieayeT coo0IIaTh, 4TO B CIydae BHE3AMHOIO HAPYILIEHUS 3pEHHS OHU
JOJIKHBI IPEKPATUTH TIPUEM Taiaiaduia 1 HEeMeIJIeHHO 00paTUThCS K Bpady.

CHudicenue unu 6He3anHas nomeps ciyxa

Coo0manock 0 ciaydasx BHE3AITHOM IMOTEpH cCllyXa Iocje NpuMeHeHus Tafanaduma. XoTs B
HEKOTOPBIX CIIy4asX MPHUCYTCTBOBAJIW Ipyrue (akTopbsl pucKa (Takue KakK BO3pACT, caXapHbIN
nuaber, apTepualibHas TUTIEPTEH3HI U ClTydad MOTepH CIIyXa B aHAMHE3e), ClIeAyeT PeKOMEHI0BATh
MPEKPATUTh MPUEM Tajnanaduiia U ONepaTUBHO OOPATHTHCS 32 MEAWIIMHCKOW IMOMOIIBIO B CIIydae
BHE3AITHOTO CHUKEHUS WM MOTEPH CIIyXa.

Iloueunas u neuenounas HeOOCMAamMoOyHOCMb

N3-3a noseimieHHbix 3HaueHUd AUC, OrpaHMYEeHHOTO KIMHUYECKOTO OIbITa U OTCYTCTBUSA
CIIOCOOHOCTH BIIMATh HA KJIMPEHC MyTeM Jualii3a, mpueM Taganaduia B €KETHEBHOM PEKHUME
MAIKEHTaM C TSKEJIOU MOYEUHON HEOCTATOYHOCTBIO HE PEKOMEHYETCS.

HmeroTcst orpaHUYEHHbIE KITMHUYECKHE JaHHbIE 0 0€30M1aCHOCTH OJJHOKPAaTHOTO IpueMa Tajanaduia
MAIMEHTaMH C TSDKETIOM MeYeHOYHOM HeTocTaTOYHOCThIO (Kiace C mo kinaccudukanuu Yaitna-I1s10).
ExenHeBHbIM mpueM Tananaduia Kak UL JICUCHHS OSPEKTHIBHOM JUCQYHKIMH, TaK U
JTOOpOKAYECTBEHHONW THUMEPIUIa3Ud TPEACTATeIbHOW JKeJe3bl y TAIMEHTOB C TMEYCHOYHOH
HEJI0OCTaTOYHOCThIO HE oleHuBaics. [loatoMy npu HaszHaueHuu mnpenapara Tamamadun-Kcantuc
BpauoM JOJDKHA OBITh NIPOBECHA TINATEIbHAS WHAWBHIyallbHAS OIEHKA COOTHOIICHUS IMOJB3bI U
pHUCKa ero NpuMeHEHUsI.

Ipuanuzm u anamomuyeckas oeghopmayus NOI08020 UlleHd

[TaniueHTHl TOHKHBI OBITH TPOMH(POPMUPOBAHBI O HEOOXOIUMOCTH HEMEIJICHHOTO OOparieHus 3a
MEIWIIMHCKOW TOMOINBI0 B CIy4ae BO3HUKHOBEHUS JPEKIIMU, MPOJoDKaoIeics 4 gaca u Ooee.
HecBoeBpemeHHoe JjedeHHe Mpuanu3Ma BeleT K MOBPEXKICHHIO TKaHEH IOJIOBOTO YJIeHA, B
pe3ynbTare 4Yero MO>KeT HaCTYNUTh HeoOpaThUMasi UMITOTEHIIMS.

Taganadun cnegyer MPUMEHATh ¢ OCTOPOKHOCTHIO y MAIIMEHTOB C aHATOMHUUYECKOU nedopmarueit

MIOJIOBOTO 4JieHa (YIJI0BOE€ HCKPUBJICHHE, KaBEPHO3HBIA (PuoOpo3 mium OGoneznp [leiiponn) nmm y
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MHO>KECTBEHHON MUEIOME UIIU JICHKEMUN ).

Ipumenenue uneuoumopos CYP3A4

CrnenyeT nposiBISATh OCTOPOKHOCTH NMPHU HazHaueHHH mnpenaparta Tananaduin-Kcantuc nanuenram,
ucnonp3ytomuM uHruouTopsl CYP3A4 (putoHaBUp, CakBHHABUP, KETOKOHA30JI, HTPAKOHA30JI U
OPUTPOMHUIIMH), TIOCKOJIBKY IMPU COBMECTHOM NPHUMEHEHWHU [aHHBIX IPEnapaToB HaOI0IaI0Ch
nosienne 3HaueHnit AUC Taganaduna.

Taoanagun u opyeue npenapamsi 015 1edeHus IPEKMUIbHOU OUCHYHKYUU

be3onacHocth n 3 dexkTuBHOCT KOMOMHAIMK Tananaduiaa U Apyrux uHruoutopoB dJI23-5 wnm
JOPYTHX CPEICTB JICUCHHUS OPEKTHIbHON AUCHYHKIMKM HE U3y4anuch. [lallMeHTOB clexyer
uH(pOpPMUPOBATh, YTO TpueM Tpenapara Taganadun-KcaHntuc B coueTaHUU ¢ STUMU TpernaparaMu
HexenareneH (cM. pazzaen 4.3.).

Jlakmo3za

[Mpenapar Tanamadun-Kcantuc comepkut makToly. llanMeHTHl ¢ peaKUMU HaCIIEACTBEHHBIMHU
HAPYIICHUSIMH IEPEHOCUMOCTH TaJIaKTO3bl, e(pUIIMTOM JTakTa3sl Jlamnma uitu TiIoK030-TaaakTO3HOM

MajbabcopOIe He JOHKHBI MPUHUMATD JTAHHBIN JISKapCTBEHHBIN Mperapar.

45. B3aumopeiicTBMe ¢ JAPYIMMH JIEKAPDCTBEHHBIMHM IIpenapataMM M Jpyrue BHAbI
B3aMMO/EHCTBUA

HccnenoBanus JIeKapCTBEHHOTO B3aUMOACUCTBUS MpoBoauIu ¢ Tananapuiom 10 mr u/umu 20 mr B
COOTBETCTBUM C yKa3aHUAMM HMKE. UTO KacaeTcst TeX UCCIIEOBaHUI B3aUMOJEHCTBHS, B KOTOPBIX
IPUMEHSUIach TONBKO fA03a Tajzanaguiaa 10 Mr, Helb3sl MOJHOCTBIO HCKIIOUUTh KIMHUYECKU
3HaYMMBbIEe B3aMMO/ICHCTBHS MIPH TPUMEHEHHH 00JIee BBICOKUX J03.

BimsHaue apyrux mpenapaTroB Ha Taz[aﬂad)ym

Hneubumopor yumoxpoma P450

Tanganadgun B ocHoBHOM Metabomusupyercs: nzopepmeHToM CYP3A4. CenekTuBHBIH MWHTHOUTOD
uzopepmenta CYP3 A4 kerokonazou B no3e 200 mr B cytku yBenmmuuBaeT AUC taganaduna (10 mr)
B 2 paza U Cmax Taganapuna Ha 15 % otHocurensHo 3HaueHHH AUC u Cmax IpH MPUMEHEHUU
taganaduia B MOHOTEpanuu. A keTokoHasod B 103¢ 400 mr B cyTku yBenuuuBaeT AUC tananaduna
(20 mr) B 4 pa3za u Cmax Tananaduia Ha 22 %.

Wuruburop nporeaz putonaBup (200 Mr 1Ba pasa B CyTKH), KOTOPBIM MOJABISET aKTUBHOCTbH
uzopepmertoB CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ysenuunBan AUC taganaduna (20 mr) B
2 pa3za 6e3 u3MeHEHHUS! Cmax. XOTS crenuduueckue B3aMMOJCUCTBHUS C JAPYTMMH HHTHOUTOPAMH
poTeas, TAKUMHU KaK CAaKBUHABUP, U IpyruMu nHruoutopamu CYP3 A4, TakuMu KaK S3pUTPOMUIIUH,
KIAPUTPOMHUIIMH, WUTPAKOHA30J U TPEUN(PYTOBBIA COK, HE HM3y4YaIHCh, WX CJEIyeT Ha3HAYaTh

COBMCCTHO C Tal[aﬂa(bI/IHOM C OCTOPOXKHOCTBIO, ITIOCKOJILKY OHU MOTYT CIIOCOOCTBOBATH MOBLIIICHUIO
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KOHIIGHTpaluu Tafanaduia B I0la3Me KPOBH |(CM. pa'tQIIQJ;-LEA;j: EICE%EH&J{L;I;B' :;f:%lfé%om

HEXXENaTeNIbHBIX PEaKIUil MOXKET IMOBBIMIATHCS.

Ilepenocuuxu

Ponps mepenocunkoB (HampuMmep, pP-TIAUKONPOTEHHA) B paclpeicsicHnH Tafanaduia HEeu3BECTHA.
CymiecTByeT BO3MOKHOCTb JIEKAPCTBEHHOTO B3aUMOJIEHCTBUS, OTIOCPEIOBAHHOTO HHTMOUPOBaHUEM
NEPEHOCUYHKOB.

Hnoykmopwr yumoxpoma P450

CenexktuBHblli uHAykTOp wu30hepmenta CYP3A4, pudamnunub, cHmwkaer Benuuuny AUC
taganaguia Ha 88 % B cpaBHeHuH co 3HaueHussMU AUC npu moHoTepanuu Taganaduiom (10 mr).
Bo3moskHO, Tpu 3TOM CHUXkaeTcs 3¢ (HEeKTUBHOCTD Tafanaduiia; CTeeHb CHIKEHHUS 3PPEKTUBHOCTH
Heu3BecTHAa. MOXKHO TpeAnojarath, 4To OJHOBPEMEHHOE NPHUMEHEHHE IPYTHX HWHIYKTOPOB
n3odepmenta CYP3A4 (takux kak penobGapoOurtan, GeHUTOUH WM KapOamMa3eruH) TaKKE MOXKET
CHI)KATh KOHLEHTPALUIO Tafanaduia B Ijia3Me KpOoBH.

Biusaue Ta;[anad)lfma Ha APYTHUEC JICKAPCTBCHHLIC MIPCIIAapaThl

Humpamui

B kiImHMYECKHX HCCIIeoOBaHUAX OBbUIO mMoka3zaHo, uto Tagamadwmr (5, 10 m 20 mr) ycwimBaeT
TUTIOTEH3UBHOE JielicTBHEe HUTpAToB. [loaTOMy mpuMenenue Taganaduia Ha GoHe mpuema 000k
(GbOpMBI OpraHMYECKHX HHUTPATOB MPOTHBONOKa3aHO. KIMHWYECKHE HCCIICIOBaHUS, B KOTOPBIX
MAIMEHTHI Ha IPOTSHKEHUH 7 THEH eKeTHEBHO B pa3HOE BpeMs MmoTydanu Taaanadui B goze 20 Mr u
CyOJMHTBaJILHBIN HUTPOTIHUIEPHH B 103¢ 0,4 Mr, TOKa3alid, 4TO B3aUMOJICUCTBHE JIUTCS Oosee 24
YacoOB U HE OMpEAeNsAeTCs M0 UCTeUeHUHU 48 4acoB IMoce MOociIeaHero npuemMa ranaiapuina. Takum
o0pa3oMm, y MaruMeHTOB, MOTyJYalonux Taaanadpui B 00oi u3 103 (ot 2,5 mr go 20 mr), B cirydae
BO3HUKHOBEHHUS MEIUIIMHCKOW HEOOXOMWMOCTH MPUMEHEHHUS HHUTPATOB B YIPOXKAIOMICH >KU3HU
CUTYalllH, JOJDKHO MMPOUTH KaKk MUHUMYM 48 4acoB MocJe MOoCieIHero npueMa taaanaduia, 4Toobl
UMETh BO3MOXKHOCTh BBeCTU HUTpAT. [Ipn Takux oOCTOATENbCTBAX HUTPATHI CIEAYET BBOAUTH O]
TIIATETFHBIM MEIUITTHCKUM HAOTIOJICHHEM C COOTBETCTBYIOIIUM MOHUTOPHHIOM TeMOIMHAMUKH.
T'unomen3usnvie npenapamol (8Kk1104AsL OIOKAMOPLL MEOJICHHBIX KAIbYUEBbIX KAHA08)

BBenenue ngokcazosuHa (4 u 8 Mr B CyTKH) B COYETaHUU C TafganaguioM (CyTOYHAs J03a 5 MT H
20 Mr B BUJI€ OJTHOKPATHOM J103b1) 3HAYUTEIHHO YCUIIMBAET aHTUTUIIEPTEH3UBHBIN 2P(HEKT JaHHOTO
anbdai-agpenodmokaTopa. IToT 3HEKT JUIUTCS He MEHEee IBEHAIATH YaCOB U MOXKET MPOSIBIISATHCS
CUMITOMATUYECKH, BKJIIOUast 00MOpOUHBIE cocTostHMs. [103TOMY Takass KOMOMHAIIMSI TPENapaToB HE
pexkomenayetcs (cm. pazaen 4.3.).

B wuccrnenoBaHusIX JIEKapCTBEHHOTO B3aMMOACHCTBHUS € alb(y303MHOM WM TaMCYJIO3UHOM,
MPOBEJICHHBIX C yYaCTUEM OTPAHUYCHHOTO KOJMYECTBA 3J0POBBIX TOOPOBOIBIIEB, TaKuX (D (PeKToB

3aperucTpupoBaHo He ObuT0. TeM He MeHee, celyeT HMPOSBIATH OCTOPOXKHOCTD MPH MPUMEHEHUN
8
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Taganaduia y manueHToB (0COOESHHO MOXKHUIOT0 BOBPACTa), %E‘sf;{gg)ﬂf; ié&%%g@%géﬁ&%&pm.

JledeHnue MOKHO HAYMHATHCS ¢ MUHUMATBHOU 03Bl M IIOCTENICHHO KOPPEKTUPOBATHCA.

B ximHuYeckux (HhapMakoIOTUYECKUX HCCIECIOBaHUSAX ObUI M3Y4YeH MOTEHHIHAN Tajganaduia B
OTHOIIEHUU YCWJICHHMSI aHTUTUINEPTEH3UBHBIX A((EKTOB TMIMOTEH3UBHBIX JIEKAPCTBEHHBIX
npenapaToB. bbuin U3yueHbl OCHOBHBIE KJIacChl THIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEICTB, BKIIIOYAS
OJIOKATOPBI MeEJTICHHBIX KaJIbLIUEBBIX KaHAJIOB (ammoumuH), WHTHOUTOPBI
aHTHOTEH3WHIIpeBpamiaonero ¢epmerra (dHajmampui), OIOKaTOpel OeTa-aJApeHEPTrUuIeCKUX
penenTopoB (METOMPOJIOIT), THA3UIHBIE TUYpeTHKU (OeHApOoGdIya3u) U aHTarOHUCTHI PEIIEITOPOB
anruoteHsuHa I (pa3nuyHble TUIIBI U 03B, OTACIBHO UM B COYETAaHUU C THA3HU1aMu, OJI0KaTopamMu
MEJICHHBIX KaJIbIIUEBBIX KAaHAJIOB, OeTa-aqpeHO0I0KaToOpaMu W/UIU alnb(a-aapeHOoOI0OKaTOpaMu).
Tananagwn (10 Mr, 32 UCKITIOUEHUEM UCCIIEIOBAHUN ¢ aHTArOHUCTAMU PELIENITOPOB aHTHOTEeH3MHA 11
U aMJIOJIMIIMHOM, B KOTOPBIX MpUMEHsANach Jo3a 20 Mr) He OKa3blBaJl KIMHUYECKH 3HAYMMOIO
B3aMMOJICHCTBHSL HU C OJHUM M3 BBILICTIEPEUHCIECHHBIX KJIACCOB JIEKAPCTBEHHBIX MpernaparoB. B
JIPYroM KJIMHHYECKOM (PapMaKoJIOTHYeCKOM HCCIEAOBAaHUN HW3yYalu TMpUMEHEHHe Taaanaduia
(20 mr) B couetanuu ¢ 4 KJIacCaMM TUIOTEH3UBHBIX CPEACTB. Y YYaCTHHKOB, ITOJYyYaIOLIHX
HECKOJIbKO TUIMOTEH3UBHBIX IPENaparoB, KojeOaHWs HW3MEPEHHOTr0 B aMOYJIaTOPHBIX YCIOBHSIX
apTepHalIbHOTO JaBJIEHMS, MO-BUIUMOMY, OBLIM CBSI3aHBI CO CTEMEHbIO KOHTPOJS apTepUaibHOIro
JaBJICHUS. Y YYaCTHUKOB MCCIIEOBAHUS Ybe apTEPUATBHOE JABICHHUE XOPOIIO KOHTPOIUPOBAIIOCH,
CHI)KCHHE OBUI0O MUHHMAIBHBIM U CXOXHM C HaOIIOJaeMbIM Yy 3I0OPOBBIX JTOOPOBOJBIEB. Y
Y4aCTHUKOB, apTepHUaJbHOE JaBJIEHHE KOTOPBIX HE KOHTPOJIHMPOBAIIOCH, CHUKEHHE ObLIO 0OoJjee
BBIPQXXCHHBIM, XOTSI Y OOJBUIIMHCTBA MCIBITYEMBIX OHO HE COINPOBOXAANOCH THIMOTEH3UBHBIMU
cUMOTOMaMu. Y TAIMEHTOB, MOMYYaIOUIMX COMYTCTBYIOIIEE AHTUTUICPTEH3UBHOE JICUCHHE,
taganadun B 103¢ 20 M MOXKET BBI3BIBATh HE3HAUUTEIHHOE (32 UCKIIOYCHHEM allb(a-0JI0KaTOPOB)
CHI)KEHHE apTepHAJIbHOTO JIaBJICHHS, KOTOPOE CKOPEE BCEro HE SIBJIAETCS KIMHUYECKH 3HAUUMBIM.
AHanmu3 maHHBIX KiauHWYeckux wuccienoBanuii Il ¢as3pl He mokazanm paznmuuus B mpoduie
HE)KENATEeNIbHBIX SBIICHUH, 3apeTHCTPUPOBAHHBIX Y TMAIMEHTOB, IMOJNyYaBIIUX Taganadgua B
MOHOTEpAlMd W B COYETAHWU C TUNOTCH3MBHBIMHU IMpemapaTaMu. TemM He MeHee, MalleHTaM,
MOJTyYalolUM TUIOTEH3UBHBIE Tpenaparbl, CjleIyeT JaTb COOTBETCTBYIOIIME KIMHUYECKHE
PEKOMEHAALUN OTHOCUTEBHO BO3MOYKHOTO CHUKEHHS Y HUX apTePUAIbHOTO J1aBIICHUSI.
Puoyuzcyam

B xnmuHUYECKNX HCCIeI0BaHUSAX OBLIO MOKA3aHO, YTO PUOIUTYAT YCHIUBACT aHTUTHUIICPTCH3UBHBIC
3¢ dexter mHrHOMTOpoB DJID-5. JlokazarenbCcTB OJAroNpUATHOTO KIMHHUYECKOTO 3(ddekra oT
NPUMEHEHHUS KOMOWHAIMU B IPOAHAIU3UPOBAHHOW MOMYJALMU MAIMEHTOB IMOJy4€HO HE OBLIO.
ConyTtcTBytoliee TpUMEHEHHE puouuryara ¢ wuHruouropamu DJ[3-5, Briarowas Tamamadu,

MPOTUBOMOKAa3aHo (cM. pa3aen 4.3.).
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(NOCNEQCBATENEHOCTE 0006)

Hneubumopul 5-anvgha-pedyxmaszol

[lenenanpaBieHHBIX UCCIEAOBAHUI JIEKAPCTBEHHOT'O B3aUMOICHCTBUS Tafanaduiaa 1 UHTHOUTOPOB
S5-anbda-peayKkTa3pl HE MPOBOJAWIIOCH, MPU UX OJHOBPEMEHHOM TIpHUEME CIEeIyeT COONI0AaTh
OCTOPOXKHOCTb.

Cyocmpamuolt CYP1A2 (nanpumep, meoghunnun)

[Ipn npumenennn Ttaganaduna B no3e 10 Mr ¢ TeodpuIMHOM (HECEIEKTHBHBIM HHTHOUTOPOM
docdoaudrcrepasbl) B KIMHUYECKOM (HapMaKOJIOTUIECKOM HCCIETOBAaHUU (hapMaKOKMHETHUECKOTO
B3aMMOJICHCTBUS 3apETHUCTPUPOBAHO HE ObLI0. EMMHCTBEHHBIM (papMakoanHAMUYECKUM 3 (HEKTOM
SIBJISUIOCH HE3HAUUTENbHOE (3,5 y/I. B MUHYTY) YBEITUUYCHHUE YaCTOThI CEPACUYHBIX COKPAIIEHUN. XOTS
TaHHBIA AP GEKT SBISETCS HE3HAYUTEIBHBIM W HE HMMEN KIMHMYECKOTO 3HAYCHHS B JAHHOM
UCCJIEIOBAHUM, €r0 CIEAYeT YYHUTBIBaTh MPU COBMECTHOM NPUMEHEHUU HTHX JIEKAPCTBEHHBIX
IpenapaToB.

Omununscmpaouon u mepoymaniun

Tamanagun BBI3BIBACT YBEIMUYEHUE OWOMOCTYIHOCTH STHHHIICTPAINONA TMPHU TMPUEME BHYTPb.
Cxo1HO€ MOBBINIEHUE OUOTOCTYITHOCTH MOKHO OXKHIATh TIPH MIPHEMe BHYTPb TepOyTaluHa, OJHAKO
KIIMHUYECKHE MTOCJIEICTBUS HE YCTAaHOBJICHBI.

Anxozonw

Tamanapun (10 mr wim 20 Mr) He OKas3blBal BIMSHUS HA KOHIICHTPAIMIO AJKOTOJS (CpemHss
MakcuMaibHas KoHueHTpauuss B kpoBu 0,08 %) mpu coBmecTHOM mnpueme. Kak u ankoronb He
OKa3bIBaJI BIMSIHUS Ha KOHIIEHTpAIIO Tafanaduia yepe3 3 yaca Mocjiae COBMECTHOTO MTPUMEHEHHUS.
AJIKOTOJIb TPUHUMAJIU TaKUM 00pa3oM, YTOOBI MAaKCUMU3HUPOBATh CKOPOCTh €r0 BCAChIBaHUS (YTPOM
HATOIIAK C BO3/IEPKaHUEM OT IpUeMa MUK B TEUCHHE 2 4acoB Tocie ynorpebuaenus ). [Ipu BRICOKHX
no3ax ankorous (0,7 T/kr) mpuem Tananaduiia He BBI3BIBAT CTATUCTUYECKH 3HAYMMOTO CHUKCHHS
CpeIHEel BEeNMYMHBI apTepUalIbHOrO JaBJiCHHUA. Y HEKOTOPBIX MAlMEeHTOB HaOII0JaInCh
MOCTYpaJIbHOE TOJIOBOKPYXXEHHE U opTocTarhyeckas runoteHsus. Ilpu npueme Taganaduia B
coyeTaHuM ¢ Oosee HU3KUMU J103aMu ankoroist (0,6 T/Kr) CHUKEHHE apTepUabHOTO JaBJICHUS HE
HaOII0/1a710Ch, 2 TOJIOBOKPYKEHHE BOZHUKAIIO C TOU YK€ YaCTOTOMU, YTO MPHU IPUEME OJHOTO aJTKOTOJISL.
Tanamadwr (10 Mr) He ycuauBai BIUSHUAE aJTKOTOJIS HA KOTHUTUBHBIE (DYHKIIUH.

Jlexapcmeennvle npenapamol, memabonusupyemole yumoxpomom P450

Tananaduin He OKa3bIBaeT KIMHUYECKU 3HAYUMOTO BIMSHUS HAa KIMPEHC MpenaparoB, METab0oIM3M
KOTOPBIX TPOTEKAeT C ydacThueM H30PEpMEHTOB cucTeMbl IuToxpoma P450. HccrnemoBanus
MOATBEPANUIIN, 4TO Taganadw He MHruoupyeT u He uHaynupyet uzopepmentol CYP1A2, CYP3A4,
CYP2C9, CYP2C19, CYP2D6, CYP2EI.
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(NOCNEQCBATENEHOCTE 0006)

Cyocmpamuvr CYP2C9 (nanpumep, R-eapghapun)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tananagpwun (10 mr u 20 Mr) He oka3bIBaeT KIMHHYECKH 3HaunMoro BiausHus Ha AUC S-Bapgapuna
win R-BapdapuHa v He BIUSET Ha U3MEHEHHE TPOTPOMOUHOBOTO BPEMEHH, BBI3BAHHOE Bap(hapuHOM.
Acnupun

Taganadwr (10 mr u 20 Mr) HE CTOCOOCTBOBAJ YBEIMUEHUIO BPEMEHU KPOBOTECUCHUS, BEI3BAHHOTO
IPUEMOM alleTUIICATHIIMIOBON KHCIOTHI.

CaxapocHudcarowjue 1ekapcmeennbvle npenapambl

UccnenoBanuii B3aUMOJEUCTBUS C CaxapOCHIHKAIOIIMMHU JIEKAPCTBEHHBIMH MpernapaTaMyd  HE

MIPOBOJIUIIOCH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

JlexapcTBenHbIi npenapar Taganapun-KcanTtuc He npeHa3HaveH A IPUMEHEHUS Y JKEHIIKH.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCINOPTHBIMH CpPeACTBAMHU H PadoTaTth C
MeXaHH3MaMH

Tanmanagun oOka3pIBa€T MHHHUMAIBHOE BIIMSHHUE Ha CIIOCOOHOCTH YIPABIATh TPAHCIIOPTHBIM
CpGI[CTBOM 148 pa6OTaTI> C MCXAaHU3MaMMU. HGCMOTpH Ha TO, 4YTO YaCTOTa BO3HHUKHOBCHHI
TOJIOBOKPYKCHHSI Ha (oHe Tutarnebo W Tagamaduia OJUHAKOBA, B TEPHUO] JICUCHUS HEOOXOIUMO
coOJII01aTh OCTOPOKHOCTH NMPH BOKICHHHM aBTOTPAHCIIOPTA W 3aHATHSAX JIPYTHMH MOTEHIIUATIBHO
OIMaCHbIMHM BUAAMHU JOCATCIbHOCTH, TpGGYIOH_[I/IMI/I HOBBIH_IGHHOI\/'I KOHI_IGHTpaI_[I/II/I BHUMAHUSI H

OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexenaTelbHbIE peaKkiuu

Haubonee yacto perucTpupyeMbIMU HEXeNaTEIbHBIMU PEAKIUSIMHU Y MallMEeHTOB, MPUHUMAIOLIUX
Taganadua A7 JICYSHUS DJPEKTUIHbHOW ITUCPYHKIMH WU JOOPOKAYECTBEHHON THIICPILIA3HH
MPEICTAaTEeNLHOM KeIe3bl, SIBISUTUCH TOJOBHASI O0JIb, TUCTIETICHS, O0JIb B CIIMHE M MHAJITHS, 4aCTOTa
KOTOPBIX YBEIMYMBAJIaCh C yBEJIMUEHHUEM J03bl Mpenapara. HexxenarenpHble peakiiuy ObLTH 0OBIYHO
cnabo WJIM YMEPEHHO BBIPAXKEHbI W HOCHIN MPEXOASIIMNA XapakTep. BONBIIMHCTBO clyyaeB
TOJIOBHOW OO0JH, 3aperMCTPUPOBAHHBIX IPH €XKEAHEBHOM TNpueMe Tananaduia, UMEITd MECTO B
tedenue nepsbix 10-30 qHEl oT Havasa JeueHwUs.

Huxe mnpuBeneHbl HeXenarelabHblE pEaKIUU, KOTOpble OBLIM 3aperucTpUpOBaHbl BO BpeMs
KIIMHUYECKHUX UCCIIeI0BAaHUH U TP OCTPETUCTPALIMOHHOM MPUMEHEHUH Tperiapara 1o Tpe0oBaHuI0
WIH €KETHEBHO /ISl JICUCHUS dPEKTUIHHON TUCQHYHKINH, H C €KETHEBHBIM MPUMEHEHUEM — IS
neuenus: JAI'TIK.

B cootBercTBHM ¢ kiaccudukanueir BcemupHoi opranumzanmm 3apaBooxpaneHus (BO3) Bce

peaKIuu pacmpeiesieHbl 0 CHCTeMaM OPraHOB M 4YacTOTE Pa3BUTHs: O4YeHb 4acTo (>1/10); wacto
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(>1/100, <1/10); mreqacto (>1/1000, <1/100); peaxe (>1/10000. <1 F000Y oxehi-perkd (1A0000);

qacToTa HCU3BCCTHA (HGBO3MO)KHO OMMPCACIIUTL HA OCHOBAHWUN NOCTYITHBIX ,Z[aHHbIX).

Hapywenus co cmopounbt uMMyHHOU cucmembl

Heuacro: peakuuu runepayBCTBUTEIHHOCTH.

Penko: aHrMOHEBPOTUYECKUIA OTeK?.

Hapywenus co cmoponsl HepsHOU cucmembl

Yacro: rooBHas 00OIb.

HeuacTto: ronoBokpyxeHue.

Penxo: mHCYbT! (B TOM UnCIE FeMOpparudeckye SBIeH s ), 0OMOPOK, TPAH3UTOPHBIE HITEMHYECKHE
araku’, MUTpeHb?, CyIOpPOTH2, TPAH3UTOPHAS AMHE3HUSL.

Hapyuwenus co cmopomnbl opeana 3perus

Heuacto: HEUETKOCTh 3pUTEIHLHOTO BOCIIPUSITHS, OOJIEBBIE OIIYIIEHHUS B IJIa3HOM SI0JIOKE.

Penxo: wapymienwe Tojedl 3peHHs, NPUIYXJIOCTh BEK, KOHBIOHKTHBAJIbHAS TUIEPEMUS,
HeapTepuanbHas TIepefHss MIeMudeckas onTtuueckas Heifpomatus (HAIIMOH)?, okkmios3us
COCYJIOB CETYaTKH Iia3a’.

Hapywenus co cmoponsl opeana ciyxa u Jzaéupunma

Heuacro: 3BOH B y1ax.
Penko: BHe3amHas moteps ciyxa.

Hapywenus co cmoponbl cep()ual

HewacTo: Taxukapaus, onryieHue cepaieOneHus.

2

Penxo: MHAPKT MUOKapAa, XKeTyJ0UKOBbIE HAPYIIEHHs PUTMAZ, HECTaOMIbHAS CTEHOKAP/USZ.

Hapywenus co cmopoust cocyoos

YacTo: «IIpUIMBbD) KPOBU K JIALLY.

HeuacTo: cHmkeHune apTCpHUAIBHOIO ,I[aBJ'IeHI/IHS, IMOBBIIICHUEC ApTECPHUAJTIBHOT'O JaBJICHHUA.

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

YacTo: 3aJ10K€HHOCTh HOCA.
Heuacro: OJbIIIKa, HOCOBOC KPOBOTCUCHUC.

JKenyoouno-kuweunvle HapyuieHus

YacTo: TUCIEIICHS.
Heuacto: 60116 B %KHBOTE, racTpod3odareanbHbil peIroKc, pBOTa, TOIIHOTA.

Hapywenus co cmoponsi Kodicu 1 nOOKONCHbIX MKAHEl

HeuacTo: K0>XHas ChlIlb.
Penxo: kpanuBHuIA, cuHApoM CTHBeHCa-/[XOHCOHAZ, SKC(hOTMATUBHEIA JEPMATHT?, THIIEPTHIPO3

(TTIOBBIIIIEHHAS! TIOTIUBOCTB ).
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. . (noc OB HOCTE 00063
Hapvwenus co cmoponvl mbluieynou, ckelemnou u coe()uﬂuuwﬂbggljrmgdm]t_ ENMBHOCTE 0006]

Yacro: 60J1b B CIIMHE, MUAITHS, 0OJIb B KOHEUHOCTSX.

Hapywenus co cmoporbl nouex u MOV€8b1600ﬂ1/l4ux nymeti

Heuacro: remarypus.

Hapywernus co cmoponst penpodykmueﬂoﬁ cucmemsbl U MOJIOYHbBIX JHCeNnes3

Heuacro: AJIUTCIIbHAA SPCKIUA.
PGI[KOI puarusm, reMaToCricpmusi, KpOBOTCUCHUC M3 MOJIOBOTO YJICHA.

06u4ue HAapyuweruAa u peakuyuu 6 mecme 66€0¢eHUs

HeuacTo: 60716 B rpyan’, mepudepudeckuii OTeK, yCTanocTb.
Pejixo: oTek MIa%, BHE3AMHAs cepeyHas CMepTh2,

1 V GonpumHCcTBa NalMeHTOB B aHAMHE3€ ObLIM CEPIEUHO-COCYAUCThIE (haKTOPhI PUCKA.
2 [locTperucTpallioHHOe HaOJIOJeHHe BBIABMIO HEKeNaTelbHble pPEaKIUH, KOTOpble He
HaOJII0JATTNCh B IJIAe00-KOHTPOIUPYEMBIX KIMHIHYECKUX UCCIICTIOBAHUSIX.

% Yame wnabmopanuch, Korja Tajana@uil HPUMEHSUICS Yy HALMEHTOB, YK€ IMPHHUMAIOIIMX
THIIOTEH3UBHBIE CPEJICTBA.

Onucanue OTACILHBIX HEXKEIATEIbHEIX PEAKIINT

Cpenu ManMeHToB, MOJYYaBIIMX Tajganauil OJWH pa3 B CYTKH, COOOIIAIOCH O HEMHOro Oosee
BBICOKOM YacToTe, B CpaBHEHUHU ¢ TUTae0o, OTKIIOHeHHI 0T HOpMBI TapameTpoB DK, mpex e Bcero
CUHYCOBOW  Opamukapauu. bBOJIBIIMHCTBO W3 3TUX OTKJIOHEHUH HE  COMPOBOKIAINCH
HEXENAaTeIbHBIMU KIIMHUYECKUMU IPOSBICHUSIMHU.

Hpyrue 0CO0BIe HOMMYJIAIIMHU IMalTMECHTOB

JlaHHbIe KIIMHUYECKUX MCCIEIOBAHUH O MaIMeHTax crapuie 65 Jer, Mody4yaBIIuX Tafanadpuil s
aeueHust dpeKTmiIbHON nmucynkuuu oo JI'TDK, orpanndensl. B kKIMHUYECKHX UCCIIEIOBAHUIX C
IpUMEHEHHEM Tajanaduiaa 1Mo TpeOOBaHMIO Ul JICYEHUS SPEKTHWIBHOM IUCQYHKLUH, Cpenu
NAIUEHTOB B BO3pAcTe cTapiie 65 JeT Yame perucTpUpOBANINCh Caydau AMAped. B KIMHUYECKUX
UCCIIEIOBAaHMSIX C €XKEeTHEBHBIM MMPUMEHEeHUEM Tafanaduia B 1o3e 5 mr s sedenus AT TDK, cpenn
MALEHTOB B BO3pacTe CTaplile 75 JeT Yale perucTpUpPOBAIACH CIIy4an FOJIOBOKPYKEHUS U TUAPEU.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marb O TOJO3pEBAaEMbIX HEKEJIATENbHBIX PEAKUMAX I[OCIEe perucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Lebl0 00ecrneueHus] HEMPEepbIBHOTO MOHHMTOPWUHIA COOTHOLICHHUS
«ToJIb3a — PHCK» JICKApCTBEHHOTO INpenaparta. MeOMIMHCKAM paOOTHUKAaM pPEKOMEHAyeTcs
coo0LIaTh O JHOBIX MMOA03PEBAEMBIX HEXKEIATENbHBIX PEaKIUAX JIEKapCTBEHHOIO Mpenapara yepes
HallUOHAJIbHBIE CHUCTEMbl COOOIIEHHS O HEXKEJAaTeNbHbIX peaKkIUsIX ToCylapCTB-4JICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanvs
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®denepanbHas cimyx0a Mo Haa30py B chepe 31paBo XDaHeHH}l\:i;bg%r: i%ﬂ%g#"": CThb 0008)

109012, r. Mocksa, CnaBsiHCKas Iiomaab, 1. 4, ctp. 1.

Ten.: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMIITOMBI

[Ipu omHOKpaTHOM Ha3HA4YEHHWH 3J0POBBIM J00poBosibIIaM Tananaduiaa B go3e a0 S00 mr u
nanueHTaM — MHOTOKpatHO 70 100 Mr/cyT, HeXenaTeIbHbIE PeaKIuu ObLITH TAaKUMHU K€, KaK | TIPH
IpUMEHEeHUH OoJiee HU3KUX J03.

JleueHue

B ciydae nepeno3upoBkr HEOOXOIMMO MTPOBOJIUTH CTAHIAPTHOE CUMIITOMAaTHUECKOE JiedeHue. [1pu

reMoauainie TaI[aHa(bI/I.H MPAaKTUYICCKH HC BHIBOAUTCH.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. dapmakoauHaMHuYecKHe CBOHCTBA

dapmakoTepaneBTHUECKasi IPyIIa: CPeJCTBa, MPUMEHIEMbIE B YPOJIOTUHU; CPEACTBA ISl JICUCHHUS
APEKTUIIBHOM TUCYHKITUH.

Kon ATX: GO4BE08

MexaHu3M IeHCTBUS

Tananagun sBrseTcst 0OpaTUMBIM CEJICKTUBHBIM MHTHOUTOPOM CHELU(PHUECKON K IUKINYECKOMY
ryaHo3uaMoHopochary (uI'M®P) dochoamsctepazer 5 THma (DPAD-5). Korma cekcyanpHOe
BO30YK/ICHHE BBI3BIBAET MECTHOE BBICBOOOXKIIEHHE OKCHaa a30Ta, uHruOupoBanue DJ1D-5
TafanaduIoOM BeleT K MOBBIIIEHUIO KOHIEeHTpanuu 1l M® B memeprucTom Tese MOoJIOBOTrO YiIeHa.
CrnencTBueM 3TOro sBJIsieTCsl paccialleHue IJIAJKOW MYCKYJIaTypbl W NMPHUTOK KPOBH K TKaHAM
MI0JIOBOTO WJIEHA, YTO M BBI3BIBAET 3PEKIIHIO.

OpexTmibHas auchvakma (D)

Tapgamadpun He oka3piBaeT >¢pdexra mpu JICUEHUH SPEKTHIBHOW MUCPYHKIIMU B OTCYTCTBUH
CEKCYaIbHOTO BO30YKICHHUS.

JloOpokadecTBEeHHAs rUIepIuiazusa opeacrareabson xenessl (ATTIHK)

B rmankoil MyckynaType NpeacTaTeNbHOM Kele3bl, MOYEBOIO Iy3bIpS M COCYNax, KOTOPbIE HX
KpOBOCHaOXaroT, nHruoupoanue MJ[D-5 oka3piBacT aHATOTMYHOE BIMSHUE HA KOHIICHTPAIUIO
ul'M®, kak 1 B IemIepucTOM TENE MOJIOBOrO ujeHa. B pe3ynbraTe riajgkas MycKyJarypa cOoCy10B

paccnalmisiercsi, YTO NMPUBOJUT K YBEIHUCHHIO NMEep(y3uu KpOBH M, KaK CIEACTBUE, K CHHKCHHIO
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BeIpakennoctu cumntomoB JII'TDK. Uuruouposatue ad)(bé 1_=[T-'H i "E: i'%; ' IE—ED'B B i&%&%ﬁoro
P b D SRR R n ot HesbE Hodes

My3BIPs U pacciiablieHue TIIaKoN MyCKyIaTyphl MPEACTATEIHbHON KEJIe3bl U MOYEBOTO ITY3BIPSI MOTYT
JIOTIOJTHUTEIBHO YCUIIUBATh COCYUCThIE 3 (EKTHI.

Dapmaroounamuyeckue 3gppexmol

HccnenoBanus in vitro mokKas3ayid, 4To Taganadul SBISETCA CENIEKTUBHBIM MHruoutopom dJ[3-5.
®J13-5 npexacrasnser coboit hepMeHT, 0OHAPY>KEHHBIH B IIIaKOM MyCKyJIaType HeleprucToro Tena,
COCYAMCTOM M BUCIEPATLHOMN TIaJKON MYCKyJIaType, CKEJIIETHBIX MBIIIIAaX, TPOMOOIUTAX, MOYKaX,
nerkux u Mozxkeuke. Cpenu Bcex (ochommdcrepas, Hanboee BhIpAXEHHOE BIMSHUE Taaanadui
okasbiBaeT Ha DJ1D-5. Bnusane taganaduia va ®J13-5 6omee yem B 10 000 pa3 Boie, uem Ha OJ[3-
1, ®/12-2, ®A3-3 u OJ/I3-4 (pepMeHTH, KOTOpPBIE HAXOASATCS B CEpAIE, T'OJOBHOM MO3TE,
KPOBEHOCHBIX COCY/ax, MIEUeHU U JIPYTuX opraHax). M30upaTenbHOCTh Tananaduia B OTHOIICHHH
®J13-5 mo cpaBaenuto ¢ DJID-3 umeeT ocoboe 3HaueHnEe, MOcKoIbKy DJID-3 sBasercs hepmeHTOM,
PEryIHPYIONIMM COKpPaTUTENbHYI0 CIIOCOOHOCTh MHOKapaa. Kpome Toro, BiausHue Tajganaduia Ha
®J12-5 mpubnuzutenpHo B 700 pa3 Beime, uem Ha DJ[3-6 (hepMeHT, KOTOPBI HAXOAUTCS B CETUATKE
U oTBeuaeT 3a gororpancaykuuto). Taganadpun taxke 6onee yem B 10 000 pa3 Gonee akTUBEH B
otHomeHun DJ[D-5, yem B orHOmIeHNU DJ[D-7 — OJID-10.

Knunuueckas s¢pgpexmusnocme u 6e3onacnocmeo

Tamanadun y 310pOBBIX TOOPOBOIBIIEB HE BBI3BIBAET JOCTOBEPHOTO U3MEHEHHS CUCTOINYECKOTO U
JUACTOJIMYECKOTO apTEepUaIbHOTO AABIICHUS B MOJIOKCHHUH JIEXKA B CPABHEHHH C TU1anebo (cpeanee
MaKCUMaJIbHOE CHUXEeHHue cocTasiseT 1,6/0,8 MM pT. CT., COOTBETCTBEHHO) U B TOJIOKEHUU CTOS
(cpennee MmakcuManibHOE CHUXKeHUE cocTaBiseT 0,2/4,6 MM PT. CT., COOTBETCTBEHHO). Tananadui He
BBI3BIBACT JJOCTOBEPHOTO U3MEHEHUS YaCTOTHI CEPJCYHBIX COKPAIICHUH.

B uccienoBanum mo oreHke BIUSHUS Taganaduia Ha 3peHUe, HAPYIICHHs [[BETOBOTO BOCIIPHUSITUS
(cuHMit/3enenHbIi) pu ucmoias3oBaHuM Tecta 100 1BeToBBIX OTTEHKOB PapHCBopTa-MaHcesmra
0oOHapyXeHO He ObUIO, YTO OOBSCHAETCS Oojiee HM3KUM cpojcTBoM Tamanadpuia k DJD-6 B
cpaBHeHnu ¢ ®/13-5. Bo Bcex KIMHUUECKUX UCCIETOBAHHUIX COOOIIEHNUS O HAPYIICHHUSIX [IBETOBOTO
3penust ObuH penkumu (<0,1 %).

Jlis oueHKM MOTEHIMATbHOTO BIMSHUS Tajanaduia Ha cliepMaToreHe3 ObLIO NMPOBEACHO TpU
HCCJIEJIOBaHMSI C y4acTHEM MYKYMH C MpUMEHEHHeM Ipenaparta B no3e 10 mr (onHo 6-MecsyHOE
ucciaenoBanue) U 20 Mr (ogHO 6-MECSAYHOE U OJHO 9-MECSYHOE MCCICIOBAaHUE) B CKCIHCBHOM
pexume. B ABYX W3 3THX HCCIEIOBaHUN HAOMIOAAIOCh CHIDKEHUE KOJIUYECTBA M KOHIICHTPAIHH
CIEpPMAaTO30M/I0B, KIMHUYECKass 3HAYUMOCTb KOTOPOro MajioBeposiTHa. OTu 3(hdexTsl He
COMPOBOXKAAIUCh W3MEHEHHEM JIPYTUX MapaMeTpoB, TaKUX KaK MOJBMXKHOCTb, MOPQOJOTUS U

ypoBeHb (HoIUTHKYIOCTUMYIHpYIomiero ropmoHa (OCI).

15
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(NOCNEQCBATENEHOCTE 0006)

OpeKTHILHas I[I/ICd)VHKI_[I/IH

Jis oLIeHKM Mepuo/ia OTBETa IpY MPUMEHEHHUH Tajaaiaduia mo TpedoBaHuUIO, ObUIO MPUBEACHO TPH
KJIMHUYECKUX HccaenoBanud. [lanneHTs npuHUMau mpenapar B TOMalIHUX ycoBusaX. Taganadun
MPOJEMOHCTPUPOBA CTATUCTUYECKU 3HAYUMOE YIyUIlIeHUEe IPEKTUIIbHON (DYHKIIUHU, CIIOCOOHOCTD K
COBEpIICHHIO TOJIOBOTO akTa 70 36 yacoB MOCNEe €ro Mmpuema, a Takke CIOCOOHOCTh MAIMEHTOB
JOCTHYb U TOAJEPKUBATh IPEKIMIO IS COBEPIIEHUS MOJIOBOrO aKkTa yxe uepe3 16 MUHYT mocie
npUMeHeHHs Tajanaduiaa B CpaBHEHUH ¢ TU1aneoo.

B 12-HepenbHOM HCCIEIOBAaHWM C YYacTHEM TMAIMEHTOB C DJPEKTHIBHOW IUC(YHKIHEH,
pa3BuBIIEHCs Ha POHE MOBPEKICHHUS CIIMHHOTO MO3Ta, Taganadui B o3¢ 10 umu 20 mr (HecTporas
71032, TI0 TPeOOBAHMIO) 3HAYUTEIBHO YIIyUIIal SPEKTHIIbHYIO (DYHKIIHIO 110 CPABHEHUIO C I11a1eo.
Jlnist OLleHKHU eKeIHEBHOTrO mpueMa Tajanadmia B 1o3ax 2,5 mr, 5 mr u 10 mMr Obi1o npoBesneHo 3
KIIMHUYECKHUX MCCIIEI0BAaHUs, TPOJIEMOHCTPUPOBABLINX 3P PEKTUBHOCTD Taiajaduia Mo CpaBHEHUIO
¢ wianebo. B nccienoBanus ObUTM BKIIIOUEHBI MAIIMEHTHI Pa3HOTo Bo3pacTa (B auamna3zoHe ot 21 go
82 71eT) U 3THUYECKUX TPYIII C IPEKTHILHONW TUCPYHKINEH pa3IuYHON CTENeHU TsHKEeCTH (Jerkas,
yYMEpeHHas1, TsDKeNast) M 3TUOJIOTUH. B 0ZJHOM M3 TaHHBIX MCCIEIOBAHNN y4acTBOBAJIU MAIMEHTHI, Y
KOTOPBIX 3pEKTHIIbHAS TUC(YHKIMS pa3BHiIach Ha (hOHE caxapHOTo auadeTa.

JloOpokayecTBEHHAS THIIEPILIA3US IPEACTATENbHON JKEIE3b]

Tananagun oueHuBaiM B 4 KIMHUYECKUX HCCIENOBAaHMAX IMPOAODKUTENBHOCThIO 12 Henenb, B
KOTOpBIX MpuHUMaNK yyactue nanueHTs! ¢ cumntoMamu JAI'TDK. Bo Bcex 4-x uccienoBanusx yepes
1 Henmenro mocne Hadajna mpueMa Tajgamaduia B 03¢ S Mr HaOIIOJANIO0Ch YIIYYIICHHE OOIIero
pe3ynbTara OLIEHKH MO0 MEeXAyHapOIHOW IIKale CUMITOMOB MpU 3a00JeBaHUSAX IMpeIcTaTeNIbHOM
xene3bl. KpoMe TOro, B paMKax JaHHBIX MCCIIEOBAHUIN OBUIO OIEHEHO YIIY4IICHHWE SPEKTUIbHOU
nucyHKIUM, a Takke ymenbinenue cumntomoB [II'TDK y manueHToB ¢ 000MMHU STUMHU COCTOSTHUSIMU
Ha pone npuema Taganadwia. Coxpanenue 3 dexra OleHHBAIH B TOMOJHUTEILHON YaCTH OJHOTO
W3 WCCIICIOBAaHUM, TTPOBOJIUMOM IO OTKPBITOM cXeMe, KOTopas IMoKa3ajia, 4To YJIydlleHrne o0Iero
pe3ysbTaTa OLEHKH 10 MEXIYHApOIHOHM IIKajie CHMIITOMOB IpH 3a00J€BaHUAX IMPeICTaTeIbHON
xKenespl, HaOmomaemMoe uyepe3 12 Hemenb TOCie Hadaia JICUEHHUS, COXpaHAJIoCh A0 |

JIOTIOTHUTEILHOTO TO/Ia TIPH JICYCHUH TaganaduiioM B 103€ 5 MT.

5.2. ®apMaKoOKHUHeTHYECKHE CBOHCTBA

AOGcopbuus

[Tocne mpuema BHYTph Tagamadui ObicTpo BcackiBaeTcs. CpeqHsisi MaKCHUMallbHAsT KOHIICHTPAIIHS
(Cmax) B T1a3Me KpOBH JTOCTHTAeTCs B CPEIHEM uepe3 2 vaca mocjie npuema BHyTpb. CKOPOCTh U
CTETIeHb BCAChIBAHUS Tafaladuiia He 3aBUCAT OT BPEMEHH MPUEMa TTHIIH, TIOATOMY TpenapaT MOKHO
MPUMEHSTH BHE 3aBUCUMOCTH OT MpreMa muiy. Bpems npuema (yTpoM miim Be4epom) He OKa3hIBAIO

KIIMHUYCCKU 3HAYUMOTI'O BJIIMAHHA HA CKOPOCTH U CTCIICHL BCAChLIBAHU .
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Pacnopenenenune

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Cpenanii 00beM pacmpefeNieHus: COCTaBIsieT OKoJlo 63 7, clemaoBaTenbHO, Tamamaguil
pacmipenensercss B TKaHSAX opraHuszMa. B TepameBruueckux KoHUeHTpamusx 94 % rtamanaduia B
IUIa3Me KpOBU CBA3bIBacTcs ¢ Oenkamu. Hapymienue (QyHKIMM IOYEK HE BIUSET Ha CBS3bIBAHHE
Taganaduia ¢ OeIKaMu.

VY 310poBeIx 100poBosbieB MeHee 0,0005 % npuHATON 10361 00HAPYKUBACTCS B CIIEpME.

Buorpancdopmarnus

Tananadwn B ocHoBHOM MeTabomuzupyetcs uzopepmenTom CYP3 A4 muroxpoma P450. OcHOBHBIM
HUPKYJIUPYIOIUM METa00IUTOM SBISETCS METHIKATEXONTTIOKYPOHUA. DTOT METabOIUT Kak
mMuHEMYM B 13 000 pa3 meHnee aktuBeH B otHowmieHun OJ[2-5, yem taganadui. CiaenoBarenbHo, HE
OKUJACTCSI, YTO METUJIKATEXONTITIOKYPOHU OyAeT KIMHUYECKH aKTUBHBIM TIPU HAOIIOIaeMbIX
KOHIICHTPALHsIX.

DJIMMUHALMS

VY 3710pOBBIX JIOJIEH CpeAHMH KIMpeHC Tajanaduia mpu MpueMe BHYTPb COCTaBiser 2,5 /4, a
cpeanuii nepuos nmoyssiBeaeHus (T12) — 17,5 4. Taganaduia BEIBOIUTCS MPEUMYIIIECTBEHHO B BUJIC
HEAaKTHUBHBIX METAa0OJIUTOB, B OCHOBHOM, KHIIIEYHUKOM (0KOJI0 61 % 103BI) M, B MEHBIIICH CTETICHH,
noukamu (0koJio 36 % 103bl).

JIMHENHOCTH/HEJIMHENHOCTD

dapmakoKHHETHKa Taanaduia y 310pOBbIX JOOPOBOJIBIIEB JINHEIHA B OTHOIIEHUU BPEMEHH U /103
B mmanazone 103 ot 2,5 mo 20 mr mom@anps 1moa KpuUBOM «KoHIEHTparus-BpeMs» (AUC)
YBEIUYMBACTCS MPOMOPIMOHANbHO no3e. [Ipum mpueme mpemapata 1 pa3 B CyTKM paBHOBECHas
KOHI.[GHTpaI_II/I}I B IJiasM¢e KpOBI/I JOCTUT'ACTCA B TCUCHUC 5 I[Heﬁ.

q)apMaKOKI/IHGTI/IKa Ta;[ana(blxma, onpe;[eneHHa;I HOHy.H}II_[I/IOHHBIM METOAOM y IMalIfMCHTOB C
HapyIIeHUEeM SPEKIINH, aHajJornyHa (hapMaKOKHHETUKE Ipernapara y MaldueHTOB 0e3 HapyIIeHUS
APEKIINH.

Oco0ble rpyInel NALKMEHTOB

Tlayuenmui nodcunozo eospacma

31m0poBbIe JOOPOBOJIBIIBI B BO3pacTe 65 JIeT U cTapie uMenu 0ojee HU3KUN KIUPEeHC Tananaduia
IIpU [IpUEME BHYTpPb, YTO BbIpakanoch B yBennueHnH AUC Ha 25 % 1no cpaBHEHHIO CO 3J0POBBIMU
no0poBobIlaMu B Bo3pacte oT 19 1o 45 net. 310 paznuyre He SBISICTCS KIMHUYECKH 3HAYUMBIM U
He TpeOyeT noadopa 1035l

Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

B kinHn4eckux (papmMakoIOrMYecKux HCCIEAOBAaHUSAX C OJHOKpPAaTHBIM MpHUEeMOM Tajanaduia
(5-20 Mr) y manuMeHTOB C TMOYEYHOH HEAOCTATOYHOCTBHIO JIETKOW CTETMEHU TSKECTH (KIHUPEHC

KpeatuHuHa oT 51 1o 80 MJI/MHH) U YMEPEHHOH CTENeHHU TsKecTH (KIMpeHe KpeaTuHHHa oT 31 1o
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50 Ma/MUH), a TakKe y TMalHMeHTOB C TEPMHUHAJIBHOU '@éﬁéﬁ%‘éé&%ﬁtﬁé&%ﬂ%&ﬁobm

HAXOSIIUXCS HA reMoauanuse, skcnozunus Tananadumia (AUC) npubIu3uTensHO yaBanBaiach. Y
NaIMEeHTOB, HAXOAIMXCsl Ha reMoanainu3e, Cmax Obu1a Ha 41 % BbIIIE IO CPaBHEHHIO CO 3A0POBBIMU
noOpoBosbliaMu. BeiBenenne tafganaduia ¢ mOMOLIbI0 TeMOANain3a IBIsSETCS He3HAUUTEIbHBIM.
Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

[Tpu npumenennn 10361 10 mMr axcno3urus taganaduina (AUC) y maiMeHToB ¢ JISTKON U yMepeHHOM
MEYCHOYHON HEJ0CTaTOYHOCThIO (Kimacchl A u B mo knmaccudukanuu Yaiina-I1er0) cpaBHuMa ¢
TaKOBOM Y 3JIOPOBBIX JOOPOBOJIBIIEB. B OTHOIIEHWM TMAIMEHTOB C TSOKEION TEYCHOYHOM
HenoctatouHOCThIO (Kitace C mo kinaccudukanuu Yaina-I1pr0) KTuHUYECKHE TaHHBIC OTPAHUYCHBI.
JlaHHBIC O ©KETHEBHOM MPUMEHEHHH Tajaiaduia MalueHTaMH ¢ MEYeHOYHOW HEA0CTATOYHOCTHIO
orcyTcTBYIOT. [lpn Ha3HaueHuW Tananauia B €XKEIHEBHOM pEXUME IMAMEHTaM C TSDKEIOU
MEYCHOYHON HEJAO0CTAaTOYHOCThIO HEOOXOAMMO MpPEIBApUTENbHO MPOBECTH OLIEHKY COOTHOIIEHUS
IIOJIb3bI M pUCKa IPUMEHEHMS IIpenapara.

Iayuenmsi ¢ caxapuvim ouabemom

VY manMeHToB ¢ caxapHbIM auaberoM Ha (oHe mpumeHeHus Tananaduia 3HaueHne AUC Ob1o
MeHbIIIe MpuMepHO Ha 19 % Mo cpaBHEHHMIO CO 3OPOBBIMU JOOPOBOJIBIAMH. DTO Pa3IUYUE HE

TpedyeT moadopa 035l.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
JlakT03B1 MOHOTHApPAT

Henmrono3a mukpokpuctanueckas (tun 102)
[ToBunon-K25

Kpockapmenno3a Hatpust

Maruus creapat

Hatpus naypuicynsgat

O6onouka TaONETKH: TOTOBash CMECh /I MPUTOTOBIICHUS IUICHOYHOW OOOJOYKH JKemTas,
coJieprkaniasi:

Tonueununoswiii cnupm

Tumana ouoxcuo

Maxkpozon

Tanvk

Kpacumenw srcenesa oxcuo scenmolii

Kpacumenw scenesa oxcuo kpacHuvlii

18



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.03.2024 N2 4535

(NOCNEQOBATENLHOCTE 0006)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

5 ner.

6.4. OcoObie Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

[Ipu remneparype He Bbie 25°C.

6.5. XapakTep u cofep:KaHHe NEPBUYHOI YIIAKOBKH

ITo 1,2, 4,7 nnu 10 TabmeToK B KOHTYPHYIO sIMEUKOBYIO yrakoBKy u3 mieHku [IBX/TIBJIX u ponbru
ATIOMUHHUEBOM MTEYAaTHON JJAKUPOBAHHOM.

[To 1, 2 unu 4 KOHTYPHBIX STYEHKOBBIX YIIAaKOBKH 110 1 Tabierke, 1o 1, 2 uinu 4 KOHTYPHBIX STUEHKOBBIX
YIaKOBKH 10 2 Ta0JETKH, M0 1 Win 2 KOHTYPHBIX SYEHKOBBIX YIAKOBKH 110 4 Tabnetku, no 1, 2 nim
4 KOHTYPHBIX STYCHKOBBIX YIAKOBKHU IO 7 TaOJETOK, MO 1 KOHTYypHOW siueHKOBOW ymakoBke 1mo 10

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

6.6. Oco0ble Mepbl MPeI0CTOPOKHOCTH MPU YHUYTOKEHHHU UCTI0JIb30BAHHOI0 JIeKAPCTBEHHOI 0
npenapara MJIHd OTX0A0B, MOJYYECHHBIX I0CJIe NPUMEHEHHUs JIeKapCTBEHHOI0 Ipenapara, u
Apyrue MaHUIYJISALUH ¢ NIPenapaToM

Het 0co0bIx TpeOOBaHMI K yTHIIN3AIUH.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

«Kcantuc ®apma Jlumuren», Kump.

7.1 llpousBoauTe/ib
AO «AJICU ®dapmar

Poccus, 610044, Kuposckas 061., r. Kupos, yn. Jlyranckas, a. 53B.

7.2 IlpencraBuTeib AepxaTessi PperuHCTPALMOHHOIO yY10CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

000 «Kcantuc @apma»

Poccus, 125009, r. MockBa, BH. Tep. I. MyHHIIMIIAIBHBIA OKpyT ApOart, yi. Bo3nsuwxkenka, 1. 4/7,
ctp. 2, moment. 1/1.

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

E-mail: info.ru@xantispharma.com
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8. HOMEP PETMCTPALIMOHHOTO YJOCTOBEPE st | EAUEATENBEHOCTS 0005

9. JATA NEPBUYHOWM PETMCTPAIIMM (IOJATBEPXKJIEHHS PETMCTPAIIMN,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA
OO0mass XapakTepuUCTHKa JICKapCTBEHHOTro nmpenapara Tanmanadun-Kcantuc poctynmHa Ha

UHPOPMALIMOHHOM TopTaje EBpa3suicKOro 3IKOHOMHMYECKOTO COI03a B HH(POPMALMOHHO-

KoMMyHUKaIonHou cetu «aTepuery (https://eec.eaeunion.org/).
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