ot 17.03.2026 N2 5395

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

@peiimuryc, 20 Mr, TabGIETKH, MOKPHITHIE IUIEHOYHONW 00O0JI0YKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByroIIIee BEIECTBO: TaJanaguIl.
Kaxxnas tabnerka comepxut 20 Mr Taganaduia.

BeiectBa, Hanuyre KOTOPBIX HAM0 yYMTHIBATH B COCTAaBE JIEKAPCTBCHHOTO Iperapara. JaKTosa,
HaTpuii (cMm. pasaen 4.4).

[TonHbIi epedeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.

Kpyrible 1BOSKOBBIMYKIIbIE TaOJETKH C PUCKOW, MOKPBITHIE IUIEHOYHON OOOJIOYKOM OT CBETIO-
KEJITOT0 JJ0 KOPUYHEBATO-KENTOro 1Beta. Ha monepeyHoM paszpese BUAHBI JBa CJ0s: SAPO Oesoro
WJIM TIOYTH OENIOro IBETA U IUIEHOYHAs 000JI0YKa.

TabneTky MOKHO pa3/ieIuTh Ha paBHBIE J0O3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapar ®@peilMuTyc Moka3aH K NPUMEHEHUIO Y B3POCIbIX MY)KUMH AJIA JICUEHUS IPEKTUIBLHON
muchyHKImen. [l qocTKeHus TepaneBTHYecKoro ¢ dexra nmpenapara He0OX0AUMa CEKCyallbHast
CTUMYJIALIMSL.

4.2. Pe:xuM 103MPOBaHUS M CNIOCO0 MPUMEHEHU s

PexxuM 103upoBaHus

JIisi TManMeHTOB C YacTOM CEeKCyaJibHOM AaKTUBHOCTBIO (7IBa pa3a B HENEN0 H 0oJee):
PEKOMEHI0BaHHAs YacTOTa MpUeMa — €XKeTHEBHO, OJUH pa3 B cyTku 5 mr (1 TabneTka), B OJHO U TO
’Ke BpeMsi, BHE 3aBUCHMOCTH OT BPEMEHH mpremMa nuiin. J[03a Mmoxer ObITh CHIKEHa 110 2,5 mr (1/2
TalJIETKH 5 MF) OAVH pa3 B CYTKHU B 3aBUCUMOCTH OT HHHHBH)IyaHBHOﬁ YYBCTBUTCIIbHOCTH.

Jlnst obecrieueHus pexxuMa JI03UpOoBaHUs HEOOXO0JUMO MPUMEHATH Npenapatr @peitmuryc, TabieTky,
MOKPBITHIE MIJICHOYHON 000JI0UKON 5 MT.

LlenecooOpa3HOCTh ~ ©XKEAHEBHOTO  NPHMEHEHWs  Tpernapara  JODKHA  NEPUOIHYECKU
HepecMaTpUBATHCS.

JlJ1 TaliMeHTOB C HEYacTON CEKCyallbHOM aKTUBHOCTBIO (PEXE IBYX pa3 B HEZAEIIO): pEKOMEHIyeMas
no3a mpenapata @peiimutyc cocraBiasier 20 mr (1 Tabnerka), KOTOpble NMPUHUMAIOTCS Tepen
IIPEIoJIaraéMoi CEKCyalbHOM aKTUBHOCTBIO HE3aBUCHMO OT IIPUEMA IUIIIH.

[Ipemapar cinenyer npuHUMATh Kak MHHUMYM 3a 30 MUHYT 1O CEKCYaJlbHOM aKTHBHOCTH.
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MakcumanbHas yacToTa npruema — 1 pa3 B CyTKH.

@peiimuryc B 1o3e 20 mr (1 Tabnerka) mpeqHasHaueH AJsl IPUMEHEHUS Tepes MpeanoiaracMbiM
IIOJIOBBIM aKTOM, U HE PEKOMEH1YETCs JIJIs IOCTOSIHHOT'O €KE€AHEBHOTO ITpHEMa.

Oco0ble rpynrisl MalueHToB

Jluya nosxcunoeo eospacma
V NaIMeHTOB MOKUIIOTO BO3pacTa KOPPEKIIMHU 1036l HE TPeOyeTCs.
Tayuenmsi ¢ noweurHo HedOCMamoYHOCMbIO

VY NanMeHToB C JIETKOW WM YMEPEHHOM IIOYE€YHOM HEA0CTaTOYHOCTHIO KOPPEKLUs 1036l Iperapara
He Tpebyercd. VY MalUeHTOB C TSDKEJIOW IIOYEYHOM HeIO0CTaTOYHOCThI0 MaKCHUMAaJIbHOM
PEKOMEHTyeMOU 10301 MPHU MPUMEHEHUU 110 TpeOoBaHUIO siBiseTcs g03a 10 mr (1/2 tabnerku 20 mr).

[TareHTaM € TSDKEJIOW TOYEYHOM HEIOCTATOYHOCTBIO €XEIHEBHBIA INpueM Taaaidaduia He
PEKOMEHIyeTCsl.

Hal/ﬂleHmbl C NeYyeHoYHolU HedOCMAamo4HOCMbIO

[lpu nedeHWW OSPEKTHIBHOW IUCOYHKIMU C TPUMEHEHHEM Tajaiaduia 1o TpeOOBaHUIO
pexomenayemas no3a cocrasnser 10 mr (1/2 tabnerku 20 Mr), KOTOpble MPUHUMAIOTCS TEpen
IpeaIoiaraéMoi  CeKCyaJlbHOM aKTUBHOCTbIO HE3aBMUCHMO OT Ipuema nuiu. Hwmerorcs
OrpaHMYEHHbIC KIMHHYECKHE IaHHbIe O Oe30macHOCTH Tadanaduia y MalHUEeHTOB C TSAXKEIO
MeYeHOYHON HexocTarouHocThio (kmacc C mo xmaccudpukanum Yaitna-I1eo); mostomy, mnpu
HA3HAYEHUH JAHHOTO IperapaTa BpayoM, JAOJDKHA OBITh MPOBEJEHA THIATeNbHAS WHAUBHIYalbHAS
OLIEHKa COOTHOLIEHMS MOJIb3bl U PUCKA €ro npuMeHeHus. JlaHHbIE O MPUMEHEHUU IMalUeHTaMH C
MEYCHOYHON HEI0CTAaTOYHOCTHIO TaAanaduia B 1o3ax 6onee 10 Mr oTCyTCTBYIOT.

ExxenneBHbI npuem Tajanaduina A JIEUEHUS DSPEKTUIbHOW AMCPYHKLUMU y MAlUEHTOB C
IIEYCHOYHON HEJOCTaTOYHOCTBIO HE OLEHUBAJICS; IIOITOMY, IIPYM Ha3HAYCHUM AAHHOIO IIpernapara
BpauoM, JI0OJKHA ObITh MPOBEACHA TIIATEIbHAS MHAMBHUAYaJbHAs OLIEHKA COOTHOLIEHHUS I0JIb3bl U
pHUCKa €ro NPUMEHEHHUS.

Tlayuenmul ¢ caxapnvim ouabemom
VY manueHToB ¢ caxapHbIM 1Ha0eTOM KOPPEKIIUU 036l Ipernapara He TpedyeTcs.
eTH

IIpenapat @peliMUTyc HE IPUMEHSAETCS y IeTel B Bo3pacTe A0 18 jeT no noka3aHUIo dPEKTHIIbHAS
TUCQYHKIIHSL.

Cnoco0 nmpuMeHeHus

Jliig nprema BHyTpb. TabneTKy MOXKHO pa3feuTh Ha paBHBIE JJO3BI.
4.3. IIpoTnBonOKa3aHus

e [unep4yyBCTBUTENHHOCTh K Taganaduiy w/wid K 1000MYy M3 BCIIOMOTATENbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazzaene 6.1;

e B ciyuae mpuema mpemnaparoB, COACpPXKAIIUX JIOObIE OpraHWYecKWe HHUTpaThl. B
KJIMHUYECKHX HCCIIE0BAaHMIX OBUIO MOKAa3aHO, YTO Tajaia(ui yCHIMBAaeT TUIIOTEH3UBHOE
neiictBue HUTpaToB. CUMTAETCs, YTO 3TO CBSI3aHO C KOMOWHUPOBAHHBIM BO3/EHCTBHEM
HUTPAaTOB M Tajanaduiaa Ha METa0OJMYECKUH TMyTh OKCHIA a30Ta/IMKINYECKOTO
ryano3uaMonodocdara (ul M®D);

e Hammune nmpoTHMBOIOKA3aHUN K CEKCYaIbHOM aKTHMBHOCTH Y TMAIMEHTOB C 3a00JIEBAHHUSIMU
CEpIEYHO-COCYAUCTON CHCTEMBI. Bpaun JTOJ>KHBI YUYUTHIBATH BO3MOXHBIN
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3a0osieBaHusMH B aHaMHe3e. Clieqyroiiye rpymibl MalHeHTOB ¢ 3a00JIeBaHUSMU CEPICIHO-
COCYJIMCTON CHCTeMBbl HE ObUIM BKJIFOYCHBI B KJIMHHUYECKUE HMCCIICIOBAHUA, B CBS3H C YEM
npueM Tajnanaduiia UM MPOTHBOIOKA3aH: MAMEHTH C WH(GAPKTOM MHOKapAa B TEUYCHUE
nocienuux 90 mHEH, ManMeHThl C HECTAOMIBHOM CTEHOKApAWEH WM BO3HUKHOBEHHEM
MPUCTYIAa CTEHOKAPJUU BO BpEMs IOJOBOTO aKTa, MAIMEHTHI C XPOHUYECKON Cep/edHOM
HenoctatrouHocThio Il Kiacca u Beime no kinaccudukanuu NYHA B TeueHue nmocinegHux 6
MECSAIIEB, MAlUEHTHl C HEKOHTPOJIUPYEMBIMU apUTMHSIMHU, apTEPUAIBHOW TUIIOTEH3UEH
(aprepuanbraoe nasienue (Al) meree 90/50 MM PT. CT.), HEKOHTPOJIUPYEMOM apTepHaTbHOM
TUTNIEPTEH3UEH, TAIMEHTHI C UHCYJILTOM B T€UEHHE MOCIEAHUX 6 MECSIIEB;

e Jloreps 3peHMs Ha OOMH TJla3 BCJIECACTBUE HEAPTEPUAIBHON IEpEeIHEH HIIEMHYECKOU
ONTUYECKON HeWponartuu (BHE 3aBUCUMOCTU OT CBSA3M C IPEALIECTBYIOIIMM IPUEMOM
uHruouTOpoB dochoauscrepassl 5 tumna (PJID-5);

e (OJHOBpPEMEHHOE MPUMEHEHHE C JIOKCAa303UHOM, C ApYrumMu uHruoutopamu DJD-5 nu
JIPYTHMMH BapUaHTAMH TEPAIMH SPEKTHIILHOHN TUCHYHKITUH,

L4 OIIHOBpeMeHHOC INPUMCHCHUC CO CTUMYJBITOpaMM T'yaHHWJIATOUKIIA3bl, TAaKUMHU KakK
puonuryar, HpOTHUBOIIOKA3daHO, ITOCKOJIBKY OHO MOZKCET IIPUBECTU K CHMITTOMAaTHYECKOM
THUIIOTCH3HUH,

e [IpumeHeHME y MAIMEHTOB C TSHKEJIOW XPOHUYECKOM OYEYHON HEIOCTATOYHOCTBIO (KIIMPEHC
KpeaTuHHHa MeHee 30 MII/MUH).

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

VY manueHToB ¢ TSHKEJION MeYeHOYHOM HeToCTaTOYHOCTRIO (Kiace C mo knaccudukanuu Yaina-I1si0)
B CBSI3U C HEJIOCTATOUYHOCTHIO JAHHBIX.

VY DanueHToB ¢ NPEeapacioyioKEHHOCThIO K IMpHanu3My (IpU CEeprOBUIHO-KIETOYHON aHEMMH,
MHOXKECTBEHHOW MHeEJIOMe WJIM JISMKeMMM) WM y NAIlMEeHTOB C aHaTOMUYECKOH nedopmanueit
II0JIOBOTO WieHa (YIJIOBOE UCKPUBIIEHUE, KaBEPHO3HBIN (prOpo3 unu Oone3ns [leliponn).

ITpu ogHOBpemMeHHOM npueMme ¢ uHruouropamu nzopepmenta CYP3 A4 (puronaBup, cakBUHABUD,
KETOKOHA30JI,  MTPAaKOHA30JI,  KIAPUTPOMHUIIMH, JPUTPOMHULMUH, TIpPEeUN@PpyToBbIl  COK),
TMIIOTEH3UBHBIMU CPEICTBAMHU, UHTMOUTOpaMu S-anbda peayKTasbl.

VY nanueHToB, IPUHUMAIOLIUX allb(a-apeH00I0KaTOPhl, TOCKOIbKY OJTHOBPEMEHHOE TPUMEHEHNE
B HEKOTOPBIX CIydasX MOKET MPHUBECTH K CHUMIITOMATHYECKOH apTepHallbHON THMOTeH3uu. B
WCCIIC/IOBAHMSIX JIGKAPCTBEHHOTO  B3aMMOJCHCTBHSI €  al(y303MHOM WIM  TaMCYJIO3WHOM,
MPOBEJICHHBIX C YYaCTHEM OTPAHMYEHHOTO KOJIHUYECTBA 3/I0POBBIX T0OPOBOINBIIEB, TaKHX () PeKTOB
3apETUCTPUPOBAHO HE OBLIO.

Ilepeo navanom npuema npenapama Ppetimumyc

[Ipexxne yem npUHSTH pelieHre o papMaKoTepanuu, Heo6XoauMo coOpaTh MEAUIIMHCKUM aHaMHE3
U TPOBECTH MEIUUMUHCKHM OCMOTp Ui JMAarHOCTHKH SPEKTHIbHOM AUCOYHKIMH WIN
N00pOKaYeCTBEHHOW TUIIEPIIIa3UH MTPEACTATENbHOM KeJe3bl U ONpeIeIeHHsI BO3MOKHBIX IPUYHMH HX
pa3BUTHS.

[lepen HauaaoM J1H0O0TO JIEUEHUS SPEKTUIIBHON AUCHYHKINN Bpauu JOJKHBI YUUTHIBAaTh COCTOSIHUE
CEpAEYHO-COCYIUCTON CUCTEMBI CBOMX NAIIUEHTOB, OCKOJBKY CYLIECTBYET ONPEAECIICHHAs CTEIIEHb
KapMOJIOTHYECKOTO PHUCKA, CBA3aHHOIO C CEKCyalbHOH akTUBHOCTBhIO. Tajmanadpun obnagaer
COCYZOPACIIUPSIIOIIMMHU CBOMCTBAMM, YTO NPUBOJUT K HE3HAUUTEIbHOMY NIPEXOASAIIEMY CHUKEHHUIO
apTepHalIbHOTO JaBJIEHUS U, TAKUM 00pa3oM, YCHIJIMBAET TUIIOTEH3UBHOE JIEHCTBUE HUTPATOB.
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OCHOBHOM MNPpUYIUHBI, COOTBCTCTBYIOIICC MCAUIIMHCKOC O6CJI€,Z[OBaHI/Ie n OIPCACIICHUC TAaKTUKU
JICUCHM.

D¢ dexTuBHOCTS Tasanaduiaa y NanueHToB, MEPEHECIINX XUPYPTrHUECKYIO ONEpalrio Ha OpraHax
MaJIoro Ta3a WIH PAJAUKAIBHYIO MPOCTATIKTOMHIO 0€3 COXPaHEHHs COCYANCTO-HEPBHBIX ITyYKOB,
HEU3BECTHA.

Cepoeuno-cocyoucmas cucmema

[Io nmaHHBIM MOCTPETUCTPAIIMOHHOTO HAOJIONCHUS W/MIM KIMHUYECKHX HWCCIICAOBAaHUN ObuN
3apETUCTPUPOBAHBl CEPbE3HBIE CEPAECYHO-COCYIUCThIE MPOSABICHHUS, B TOM YHCIE HHQAPKT
MHOKap/a, BHE3alHas cepAeyHas CMepTh, HECTAOWJIbHAS CTCHOKApIUs, KeIlyJOYyKOBas apuTMus,
UHCYJIBT, TPAaH3UTOpPHBIC HIIEMUYECKHE aTakd, OoJb B TIpPyJHOM KIETKe, cepauneOueHue u
TaxuKapaAus. BOIBIIMHCTBO MAIMEHTOB, Y KOTOPBIX OBLIM 3aperUCTPUPOBAHBI JTaHHBIE TPOSIBICHUS,
UMEIIM B aHAaMHE3€ CepAeYHO-COCyIucTble (akTopbl pucka. TemM He MeHee, HEBO3MOXKHO
OKOHYATEJIIbHO OMNpEICTUTh, CBA3aHbI JIM 3TU SIBJICHUS HENOCPEICTBEHHO C (pakTopamMu puHCKa,
npueMoM Tajanaduia, CeKCyalbHON aKTUBHOCTBIO MIIM KOMOMHALMEN TeX UM UHBIX (aKTOPOB.

VY ManueHToB, MOJYyYaIONIUX COIMMYTCTBYIONIYIO aHTUTHIICPTCH3UBHYIO TEPAITHIO, TaaadaduiI MOKET
BBI3bIBaTh CHIDKEHUE apTepuaibHoro naBienus. [lepen HauanoM exenHEeBHOTO mprueMa Tajaanaduiia
CJIeIyeT pacCMOTPETH BOIIPOC O BO3MOKHOM KOPPEKIIMH JTO3bI TUIIOTEH3UBHBIX CPE/ICTB.

Y mamueHToB, KOTOpbIE MPUHUMAIOT anbdai-aJpeHOOTOKATOPEl, OJHOBPEMEHHBIH IpHEM
Tananaduia B HEKOTOPBIX CIIydasXx MOKET MPUBECTH K CHMITTOMATHYECKOH runoreH3uu. [I[puHuMars
Taganaduia B COYETaHUU C IOKCA303MHOM HE PEKOMEHIYETCs.

3penue

ITpu npueme Tananaduia u gpyrux uHruouTopoB OJ13-5 HabMOJATUCH CiTydan HApYyLIEHUs 3pEHUs
U Pa3BUTHUS HEApPTECPUAIBLHOW MepeiHei uimeMudeckor onrtudeckor Heiiponaruun (HAITHMOH).
AHanu3 JaHHBIX HAOMIOACHUHN CBUJETEIbCTBYET O MOBBIILIEHHOM pHcke pa3Butus octpoit HAIIMOH
Y MY>KUUH C 3pEKTHJIbHOM AUCPYHKIMEN TI0Cie BO3ICHCTBUS Tajanaduiia Uiv Ipyrux MHTrHOMTOpOB
@®J13-5. TlockoabKy 3TO KacaeTcss BCEX MALMEHTOB, MOJNyYaroIluX Tajanaduia, UM CleayeT
coo0IIaTh, YTO B CiIy4ae BHE3AIIHOTO HAPYLIEHUS 3pEHUS OHM JIOJDKHBI IMPEKpPaTUTh IpUEM
npemnapara @pelMUTyC 1 HEMEIJICHHO 00paTUTHCS K Bpady.

CHuoicenue unu He3anHas nomep:s ciyxa

Coobmanoch 0 ciydasx BHE3alHOM IMOTEpH cilyXa Iocie MpUMeHeHHs Taaainaduiaa. Xors B
HEKOTOPBIX CIIy4asX MPHUCYTCTBOBAaIU Apyrue (akTopbl pUcKa (TakuMe Kak BO3pPACT, CaxapHbIN
nuabeT, apTepuaibHas FUIIEPTEH3U U CIIydau MOTEpU ClIyXa B aHAMHe3e), ClIelyeT peKOMEH/10BaTh
MIPEKPATUTh MPHUEM Tajajapuia U ONepaTHBHO OOpPaTUTHCS 32 MEAUIMHCKOW TMOMOIIBIO B CiIydae
BHE3AIHOT'O CHY)KEHHUS WM NTOTEPHU CIIyXa.

Toueunas u nevenouynas HeOOCMAMOYHOCHb

W3-3a TMOBBINICHHBIX 3HAYEHHWH TIUIOMIAAM TMOJ KPUBOW «KOHIeHTpamus-Bpems» (AUC),
OTPAaHUYEHHOTO KIWHUYECKOTO OIbITa U OTCYTCTBUS CIOCOOHOCTH BJIMSATH Ha KJIUPEHC IyTEeM
nuanu3sa, npuem mnpemnapata OpeliMUTYyC B €KETHEBHOM pEXUME MALMEHTaM C TsHKEJIONW MOYeYHOMU
HEJIOCTAaTOYHOCTHIO HE PEKOMEHYETCS.

HmeroTcs orpaHMueHHbIE KITMHUYECKHE JaHHbIE 0 0€30M1aCHOCTH OJJHOKPATHOTO MpueMa Taganaduia
MaUEeHTaMH C TSDKEIOM eueHOYHOM HelocTaTouHOCThIO (Kiace C no kinaccudukanuu Yaing-I1sto).
ExxeqHeBHbI mpueM Tajnanaduia Kak JUIS  JICYEHHMS OPEKTUIbHOM JTUCHYHKUMH, TaKk U
TO0OpPOKAYECTBEHHON THUMEPIUIa3UH TPEACTATeNILHON JKEJIe3bl Yy TAlMeHTOB C TICUYCHOYHOU
HE/I0CTaTOYHOCTBIO He oleHuBaics. [loaToMy, npu HasHaueHMH mpenapata OpedMHUTYC BpauoM,
JOJDKHA OBITH MTPOBEICHA TIATENbHAS HHIMBHUIyaJIbHast OI[EHKa COOTHOIICHHUS TIOJIb3bI U PUCKA €ro
NPUMEHEHHUS.
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Hpuanusm u anamomuvecKkas ()eqbopMaL;u}z noJjloo2co MJ1eHAa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[TareHThl TOJKHBI OBITH MPOMH(POPMHUPOBAHBI O HEOOXOJMMOCTH HEMEIJICHHOTO OOpalieHus 3a
MEIUIIMHCKON MOMOIIBIO B CIy4ae BOSHMKHOBEHHS 3PEKINH, NMpoaoKaromieiicss 4 yaca u Ooee.
HecBoeBpemeHHOE JieueHHE NpUanM3Ma BEAET K IOBPESKIACHUIO TKAaHEH IOJIOBOTO 4YieHa, B
pe3yNbTaTe Yero MOXKeT HaCTYIUTh HeoOpaTuMasi UMITOTEHIIHSL.

Tapanagun cneayer NpUMEHSATh C OCTOPOKHOCTBIO Y MALIMEHTOB C aHATOMUYECKOH nedopmanueit
MOJIOBOTO YJIeHa (YIJIOBO€ HMCKPHUBJICHUE, KaBEpHO3HBIM (hrOpo3 miu Oone3np Ileliponn) wim y
MAlMEHTOB C MPEAPACIOIOKEHHOCTRI0O K mMpuanu3My (TpU CEpHIOBUIAHOKIECTOYHON aHEMUH,
MHOYKECTBEHHOW MHUEJIOME WIIN JICHKEMUH ).

Ipumenenue uneuoumopos CYP3A4

Crnenyer mposBIATH OCTOPOXKHOCTh IIpH Ha3HauyeHMM mnpenapata @OpeliMuTyc manueHTaM,
ucnonb3ytoumM uHruoutopsl CYP3A4 (puroHaBup, CaKBHHABHpP, KETOKOHA30J, MTPAKOHA30I U
SPUTPOMMIIMH), TOCKOJBKY IPU COBMECTHOM IMPUMEHEHUHU JAaHHBIX IpernapaTroB HaOIr0Aa10Ch
noBeimeHue 3HaueHnidt AUC Taganaduna.

Taoanagpun u opyeue npenapamol 05 leyeHUs I3PEKMUIbHOLU OUCHYHKYUU

bezonacHocth U 3¢ dexkTuBHOCT, KOMOMHANMI Taganaduna u apyrux uHruOuTopoB ®/13-5 nwnmm
APYTUX CPEICTB JICUEHUS DSPEKTHIbHOW AUCOYHKUMHM He wu3ydanuch. IlanueHToB criemxyer
uHbOPMHUPOBATh, YTO TpueM npenapata @peiMHTyc B COYETAaHHMH C OSTUMH TpenapaTamu
HEXKeJaTeNeH.

BcnoMorarenpHble BEIIECTBA

Jlaxmo3sa

[Ipenapar @perMUTyC COIEPKUT JAKTO3y. JlaHHBIM JIEKAPCTBEHHBIM IIpenapar He CleayeT
IIPUHUMATH MMALIUEHTaM C PEAKO BCTPEYAIOIIEHCS HACIEACTBEHHON HENEPEHOCUMOCTBIO TalaKTO3bl,
JIAaKTa3HOH HEIOCTATOYHOCTHIO WIIH TIIFOK030-TAIAKTO3HON MallbaOCcopOIueH.

Hampuu
JlaHHBIH JIeKapCTBEHHBIN IIpenapar coiep>KUT MeHee 1 MMoJb (23 Mr) HaTpust B OIHOM TalleTKe, TO

€CTb II0 CYTU, «KHE COACPIKUT HATPUA.

4.5. B3aumojaeiictBe ¢ JPyruMH JIEKAPCTBEHHBIMH TMpenapaTtamMu ¥ Jpyrue BHJbI
B3aNMOIeHCTBHUA

HccnenoBanus nekapcTBEHHOTO B3aMMOJEHCTBHS MPOBOANIIN ¢ TaaanapuioM B go3ax 10 mMr u/unm
20 MT, B COOTBETCTBHUHU C YKa3aHMSAMH HUXKe. UTO Kacaercs TeX MCCIENOBAHUN B3aMMOJCHCTBYS, B
KOTOPBIX IPUMEHATIACH TOJIBKO 1034 Taz[ana(blxma 10 MTI', HEJIb34 IIOJIHOCTHIO HCKIOYUTH KIIMHUYECKN
3Ha4YMMble B3aUMOJICHCTBHS ITPU IPUMEHEHUH O0Jiee BBICOKUX J03.

Bimsgune JAPYruXx nperaparoB Ha Taj:[anadmn

Hneubumopol yumoxpoma P450

Tananapun B ocHoBHOM MeTtabonusupyercs uzopepmentoMm CYP3A4. CenekTuBHbIN HHTHOUTOP
uzodpepmenta CYP3 A4 kerokonasoun B 1o3e 200 mr B cyTku yBennuuaeT AUC Tananaduina (10 mr)
B 2 pa3a U MakCHUMaJIbHYI0 KOHIEHTpanuio (Cmax) Tamanaduia Ha 15 % OTHOCUTEIBHO 3HAYCHUI
AUC 1 Cax Ipu IpUMEHEHUH Tajanaguia B MOHOTepanuu. A KeToKoHa3ou B o3e 400 Mr B CyTKH
yBenuunBaeT AUC rananaduna (20 mr) B 4 pa3a u Cmax Tananadpuna Ha 22 %.

Wuruburop mnpoteas puroHasup (200 Mr nBa paza B CYTKH), KOTOPBIH IOAABISET aKTUBHOCTb
uzopepmentoB CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ysennuuBan AUC taganaduna (20 mr) B
2 pa3za 6e3 u3MeHEHUsI Cmax. XOTs crenuduyeckue B3auMOJCHCTBUS C APYTMMH MHIHOUTOpaMu
MpoTeas, TAKUMU Kak CaKBUHABHp, U ApyruMu nnruouropamu CYP3 A4, TakuMu Kak SpUTPOMUIIIH,
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COBMCCTHO C TaI[aJIa(bI/IJIOM C OCTOPOXKXHOCTBIO, TIOCKOJIBKY OHU MOT'YT CIIOCOOCTBOBATH IOBLIIIICHUIO
KOHICHTpAauK Tanana(blzma B ILIa3M€ KpPOBH. CJ'ICI[OBaTeJ'II)HO, qacToTa HEXKCJIATCIbHBIX pCaKHI/Iﬁ
MOXKCT IIOBBIIIATHCA.

Ilepenocuuxu

Ponp mepeHocynKkoB (HampuMep, pP-TIMKONPOTEHHA) B paclpelesieHHH Tajanaduia HEU3BECTHA.
Cy1ecTByeT BO3MOXKHOCTb JIEKAPCTBEHHOI'O B3aMMOAEHCTBUS, OIIOCPEOBAHHOIO HHIMOMPOBAHUEM
HEPEHOCYHKOB.

Hnoyxkmopwr yumoxpoma P450

CenextuBHblii uHaykTop wu3opepmenta CYP3A4, pudamnunmn, camwkaer BemumunHy AUC
taganaduna Ha 88 % B cpaBHeHuu co 3HaueHussMU AUC npu MoHoTepanuu taganapuiaom (10 mr).
Bo3MmokHO mipu 3TOM cHUXKaeTcst 23 PeKTUBHOCTD Tajanaduia; creneHb CHIKeHUs 3pekTuBHOCTH
HeusBecTHAa. MOXKHO TpeArnojarath, 4ro OJHOBPEMEHHOE NPUMEHEHHE IPYTUX HHIYKTOPOB
nzopepmenta CYP3A4 (takux kak (eHobapburtan, GeHUTOMH WM KapbaMasenuH) TaKKe MOXKET
CHIDKATh KOHIIEHTpAIUIO Tajanaduia B raa3Me KPOBH.

Bausaue Taﬂanad)pma Ha ApYTruc JCKApCTBCHHBIC ITPCIIiapaThl

Humpamui

B kimHWYeCKUX HCCenoBaHUAX ObLIO TOKa3zaHo, 4to Tamanadwun (5, 10 m 20 Mr) ycwimBaer
TUINOTEH3UBHOE JielicTBUe HUTPATOB. [loaTomy npumenenue Taganaduia Ha GoHe mpueMa Jr000MH
(OpMBI OpraHUYEeCKHX HHUTPATOB IPOTHUBOINOKAa3aHO. KIMHUYECKHE WCCIICIOBaHMS, B KOTOPBIX
MAIUEHTHI Ha MPOTSHXKEHUH 7 THEH €KeTHEBHO B pa3HOe BpeMs modydanu Taaanadui B goze 20 Mr u
CyOJIMHTBaIBHBIA HUTPOTJIULIEPHH B 03¢ 0,4 MT, MMOKa3aliv, 9YTO B3aMMOJICHCTBHE JITUTCS Oojee 24
4acoB M HE OMpeeNsaercs o ucredeHnu 48 yacos mocie nociaeanero npueMa taganaduna. Takum
o0pa3oMm, y NaIMEeHTOB, MOTYJaroMX Tagatadui B 1000i u3 103 (ot 2,5 mr no 20 mr), B cioydae
BO3HHUKHOBEHHUS MEIUIIMHCKOW HEOOXOIMMOCTH MPUMEHEHHs HUTPATOB B YIPOKAIOLIEH KU3HU
CUTYAIUH, TOJDKHO MPOUTH KaK MHHUMYM 48 4acoB IOCJIE TTOCIIEAHETO MpruemMa Taganaduia, 9To0bt
UMETh BO3MOXKHOCTh BBeCTH HHUTpAT. [Ipn Takux 0OCTOATENbCTBAX HUTPATHI CIEAYET BBOAUTH MO
TIIATEILHBIM METUITTHCKUM HAOIOICHIEM ¢ COOTBETCTBYIOIIIMM MOHHTOPHHTOM TeMOTMHAMUKH.

T'unomensuesnuvie npenapanivl (67(‘.71)‘01{61}1 6JZOKamOpbl MeEOJIeHHbIX Kdjlbyueesovlx KaHaJZOS)

BBenenue nokcazo3uHa (4 u 8§ Mr B CyTKH) B COYETaHHUH € TaganaduiaoM (cyTouyHas go3a 5 mr u 20 mMr
B BHUJE€ OJHOKPATHOM M03bl) 3HAUMUTENILHO YCHJIMBAET AaHTUTUIEPTEH3UBHBIH 3((EeKT IaHHOTro
anbdai-aapenoodsokaropa. 1ot 3 EKT ITUTCSA HE MEHEE IBEHAIIIATH YaCOB U MOKET MPOSBISATHCS
CHUMIITOMAaTHYECKH, BKIIIOUasi 0OMOpouHble cocTossHus. [103TOMy Takas KoMOUMHAIMSI IPEnapaToB He
PEKOMEHIyeTCsl.

B wuccnenoBaHMAX JIEKaPCTBEHHOTO B3aUMOJICHCTBUS € al(y303MHOM HIHM TaMCYJIO3WHOM,
MIPOBEACHHBIX C YYACTHEM OTPAHHMYECHHOTO KOJIMYECTBA 3I0POBBIX TOOPOBOJIBIEB, TAKUX 3(H(PEKTOB
3aperucTpupoBaHo He ObuTo. TeM He MeHee, cieqyeT MPOSBISATh OCTOPOXKHOCTh MPU MPUMEHEHUHU
Taganaduia y maiueHToB (0COOEHHO MOXKUIOT0 BO3pacTa), MOTYJaroluX anb(a-aapeHo0I0KaToPHI.
JledyeHnue HOMKHO HAUMHATHCS C MUHUMAJIBLHOM 03Bl M TIOCTENEHHO KOPPEKTUPOBATHCS.

B ximuHWYecKnX (apMaKoJOTHIECKHX HCCICAOBAHUSAX OBUI M3ydeH IOTSHIHAT Tajaitaduia B
OTHOIICHUW YCHIIGHUS AaHTUTHIEPTEH3UBHBIX J(PPEKTOB THIIOTEH3WBHBIX JIEKAPCTBEHHBIX
npermapaToB. BeUTH H3ydeHBI OCHOBHBIE KJTACCHI THITOTCH3UBHBIX JICKAPCTBEHHBIX CPEJICTB, BKITFOUYAs
OIIOKATOPHI Me€IEHHBIX KaJIbIHEBBIX KaHaJIOB (amutoUTINH), UHTHOUTOPBI
aHTMOTeH3UHIpeBpaiammero ¢epMeHta (dHamanpui), OJokaropsl OeTa-aJpeHepruuecKux
perenTopoB (METOIMPOIION), THA3UIHBIE TUYPETUKH (OeHApOoQIIya3ua) U aHTATOHUCTHI PEIENTOPOB
aarnoTeH3uHa I (pa3uyuHbIe THITBI U JT0361, OTACIHHO WM B COYCTAHUH C THA3HUIAMH, OJIOKaTOpaMu
MEJICHHBIX KaJIbIIMEBBIX KaHAJIOB, OeTa-aapeHOoOI0KaToOpaMu W/ anb(a-aapeHoOI0KaTOpaMu).
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U aMJIOJMIMHOM, B KOTOPBIX IMpHMEHsIach a03a 20 M) He OKa3blBaJl KJIMHUYECKH 3HAUYUMOTO
B3aMMOJICHCTBUS HU C OJHUM M3 BBILICHIEPEUHCICHHBIX KJIACCOB JIEKAPCTBEHHBIX MpernaparoB. B
APYroM KIMHUYECKOM (DapMaKoIOrMyecKoM HMCCIEIOBAHUU H3ydald IpUMEHEHHE Taganaduiia
(20 Mr) B coueranun ¢ 4 KjJaccaMH THUIIOTCH3UBHBIX CPEACTB. Y YYACTHUKOB, IMOJYYAIOIIHX
HECKOJIbKO TUIOTEH3UBHBIX IPENapaTroB, KoJeOaHUs M3MEPEHHOTO B aMOyJaTOPHBIX YCIOBHSAX
apTepHalIbHOTO JAaBJICHUS, MO-BUAMMOMY, ObUIM CBSI3aHBI CO CTENEHBIO KOHTPOJISI apTepHaIbHOTO
JaBJIeHUs. Y YYacTHHUKOB HcCielOoBaHUs, ube AJl XOpOIIO KOHTPOJIMPOBAIOCH, CHM)KEHHUE OBLIO
MUHUMAJIbHBIM U CXOKUM C HAa0JII01aeMbIM Y 37J0POBBIX JOOPOBOJIBLIEB. Y y4acTHUKOB, AJ] KOTOPBIX
HE KOHTPOJIMPOBAIOCH, CHI)KEHUE ObLIO 00Jiee BBIPAXKEHHBIM, XOTA Yy OOJBIIMHCTBA MCIBITYEMBIX
OHO HE CONPOBOXAAIOCH TUIOTCH3UBHBIMU CHMIITOMAMH. Y MAallMEHTOB, MOJYYarOIINX
COITyTCTBYIOIIEE AHTUTUIEPTECH3UBHOE JieueHue, Taganaguia B mo3e 20 Mr MOXXET BBI3BIBAThH
HE3HAYUTeNIbHOE (32 HCKIIOYEHUEM anb(a-0J0KaTOPOB) CHIKEHUE apTEepHAIIbHOTO JaBJICHMS,
KOTOPOE CKOpEE BCErO HE SBIIAETCA KIMHUYECKH 3HAYMMbIM. AHaIW3 JAHHBIX KIMHUYECKUX
uccnenoBanuii Il da3pr He mokazan pasznuuus B Opodriie  HEXKENATeNbHBIX  PEaKIIHi,
3apETUCTPUPOBAHHBIX Y TMAIMEHTOB, MOJYYaBIIMX Tagaiaduil B MOHOTEPAlMM M B COYETAHHUU C
TUINOTEH3UBHBIMHU TIpernaparaMud. TeM He MeHee, MalKdeHTaM, MOJIYYarolluM THUIOTEH3UBHbBIE
npenapaTsl, CJI€IyeT JaTb COOTBETCTBYIOUIME KIMHUYECKHME PEKOMEHJAMM OTHOCUTEIbHO
BO3MOYXHOT'O CHM)KEHHSI Y HUX apTEepPHAIbHOTO JIaBICHHUS.

Puoyucyam

B knuHuYeckux ucciaenoBaHUsIX ObLIO MMOKa3aHO, YTO PUOLMIYAT YCUIMBAET aHTUTUIIEPTEH3UBHBIE
spdextsr maTHONTOPpOoB DJID-5. JloKazaTenbCTB OJarompusITHOTO KIMHUYECKOro 3ddekra ot
IIPUMEHEHHUs] KOMOMHALMU B NPOAHAIM3UPOBAHHON MOMYJSALUM NAllMEHTOB IOJIyY€HO HEe ObLIO.
ComyrcTByromee mnpUMEHEHHE pHomryara ¢ uHruomropamu @OJ13-5, Brimowas Ttagamadu,
IIPOTUBOIIOKA3aHO.

HUneubumopul 5-anvgha-pedykmaszoi

[{enenarnpaBieHHbBIX HUCCIEAOBAaHUN JIEKAPCTBEHHOTO B3aMMOJICHCTBUS Tajaiaduia U MHTHOUTOPOB
S-anbda-peaykrazbl HE MPOBOAMIIOCH, TMPH HMX OJHOBPEMEHHOM IIpHEME CJEIyeT COOII0NaTh
OCTOPO>KHOCTb.

Cyocmpamuvr CYP1A2 (nanpumep, meoghuinun)

[Ipu nmpumenennu Taganaduiaa B go3e 10 Mr ¢ TeopuTUHOM (HECENIEKTHBHBIM WHTHMOUTOPOM
dbochoandcTepaspl) B KIMHUIECKOM (HapMaKOJIOTUUECKOM HCCIEOBAaHUN (DapMaKOKWHETUYECKOTO
B3aMMOJICHCTBHS 3aperucCTPUPOBAHO HE ObLI0. ENMHCTBEHHBIM (hapMakoInHAMUYECKUM 3 dHeKToM
SIBIISUIOCH He3HauuTenbHOe (3,5 ya/MuH) yBETHUEHHE YaCTOThI CEPACYHBIX COKpAIlleHHH. XOTs
TaHHBIA 2(PGEeKT SBISETCS HE3HAUUTENbHBIM M HE HMEN KIMHUYECKOTO 3HAueHHUs B JaHHOM
WCCIICJIOBAaHNUM, €Tr0 CIIEyeT YYUTHIBATH IPU COBMECTHOM IMPUMEHEHHH JTHX JIEKapCTBEHHBIX
MpemnapaToB.

Omununscmpaouon u mepoymanuu

Tapanadun BbI3BIBACT yBETUMYEHUE OMOAOCTYMHOCTH STHHWIACTPAIMONA MPH IMpPHUEME BHYTPb.
CxoziHO€ MOBBIIIEHNE OMOIOCTYITHOCTH MOKHO 0’KHMJIaTh IIPY IpUEME BHYTPb TepOyTaIlHa, OJTHAKO
KJIMHUYECKHE MOCIEACTBUS HE YCTAHOBIICHBI.

Anxoeonw

Tananadgun (10 mr wnm 20 Mr) He Oka3bIBaJN BIUSHUS HAa KOHIIEHTPALUIO aJIKOTONs (CpemHss
MakcuMaibHas KoHieHTpanus B kpoBu 0,08 %) nmpu coBmecTHOM mnpueme. Kak u ajmkoronb He
OKa3bIBAJI BIUSHUS HAa KOHIIGHTPAIMIO Tajanaduia yepes 3 Jaca mociie COBMECTHOTO MPUMEHEHHUS.
AJKOTO0JIb TPUHUMATH TaKUM 00pa3oM, 4TOOBI MAaKCHMH3HUPOBATh CKOPOCTh €T0 BCAChIBAaHUS (YTPOM
HATOIIAK C BO3AEPKAHUEM OT MpUeMa UIIH B TEYSHHE 2 4acoB mocie ynoTpeonenus ). [Ipu BeICOKHX
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CpeAHel BENMYMHBI apTEpPUATIBHOIO JABJICHUSA. Y HEKOTOPHIX IAlMEHTOB HAOIIONAINCH
IOCTYpaJIbHOE TOJIOBOKPY)KEHHE M opTocTaThyeckas runorensus. Ilpm mpueme Tapanaduna B
codyeTtaHuM ¢ Oosee HU3KUMH Jo3aMu ankorouss (0,6 T/Kr) CHUKEHHE apTepHalbHOTO JAABICHHUS HE
Ha0JII04aJI0Ch, a TOJIOBOKPYXEHHE BO3HUKAIIO C TOHM e YaCTOTOM, 4TO MPU IIPUEME OHOI'0 AJIKOTOJIS.

Tananadwr (10 Mr) He yCHIMBAI BIMSHUE aTKOTOJISI HA KOTHUTHUBHBIE (DYHKIIHH.
Jlexapcmeennvle npenapamol, memabonusupyemvle yumoxpomom P450

Tapanagun He OKa3bIBaCT KIMHUYECKH 3HAYMMOTO BIMSHUS HA KIMPEHC MPErnapaTtoB, METa00IN3M
KOTOPBIX TMPOTEKAaeT C YydacTueM H30(epMEHTOB cucTeMbl mutoxpoma P450. HccnemoBanus
MOJTBEPMIIN, YTO Taganadui He MHruOupyet u He uHaynupyet uzopepmentsl CYP1A2, CYP3A4,
CYP2C9, CYP2C19, CYP2D6, CYP2EL.

Cyocmpamvr CYP2CY9 (nanpumep, R-eapgpapun)

Tanamadun (10 mr u 20 Mr) He OKa3bIBaeT KIMHUYECKU 3HaUnMoro BiusHus Ha AUC S-Bapdapuna
i R-BapdaprHa 1 He BIUsET Ha U3MEHEHHE TPOTPOMOMHOBOTO BpEMEHH, BEI3BaHHOE Bap(hapruHOM.

Acnupun

Tamanagwun (10 Mr u 20 Mr) He crmOCOOCTBOBAJ YBEIIMYCHUIO BPEMEHH KPOBOTEUEHUS, BEI3BAHHOTO
PUEMOM aleTUIICATUIMIOBON KUCIIOTHI.

T'unoenuxemuueckue iexapcmeenuvie npenapamol

HccnenoBanuii  B3aMMOJEHCTBHSL C TUIOTVIMKEMHUYECKUMHU JIEKAPCTBEHHBIMU CPEJICTBAMH HE
MIPOBOJIUIIOCH.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD U JIAKTALHS

[Ipenapar ®@peliMUTYC HE IPEIHA3ZHAYEH JUJIsl IPUMEHEHNUS Y JKCHILKH.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

Tapanagun okas3pIBaeT MHMHUMAJIBHOE BIUSHHE Ha CIOCOOHOCTb YIPABJIATh TPAHCIOPTHBIM
CpeACTBOM U paboraTh ¢ MexaHu3smMamu. HecmoTps Ha TO, 4YTO YacToTa BO3HUKHOBEHUS
TOJIOBOKpYKeHUsI Ha (oHe Iuianebo M Tajanaduiaa oJMHAKOBA, B MEPUO]] JICYEHUS HEOOXOIUMO
cOOII0AaTh OCTOPOXKHOCTh IIPU BOXKJIEHUU aBTOTPAHCIIOPTA U 3aHATUSMHU JIPYTUMH MOTEHIMAIBHO
ONAacCHBIMU BHJIAMH JESITEIBHOCTH, TPEOYIOIIMMHU TOBBIIIEHHON KOHLEHTpAallud BHUMAHUSA U
OBICTPOTHI ICUXOMOTOPHBIX PEaKIUH.

4.8. HexkesaTeibHbIe peaKkuH

Pesrome nmpodmng 0e30ImacHOCTH

HauOonee yacTto perucTpupyeMbIMU HEXENATEIbHBIMU PEaKIUsIMH Y MAl[MeHTOB, TPUHUMAOLINX
Taganaduna A0S JIeYEHUS ODPEKTUIbHOW ITUCHYHKIMHM WM J0O0pOKaYeCTBEHHOM THUIIEPIUIa3uu
MIPEJICTAaTEIbHOM JKeJe3bl, SBJISUIMCH TOJ0BHAs 00JIb, AUCIIENICH, 00JIb B CIIMHE U MHAJTHs, 4acTOTa
KOTOPBIX YBEJIMUMBAJIACh C YBEJIIMUEHHEM J03bl Mpernapara. HexxenarenpHble peakiiuy ObLTH 0OBIYHO
cnabo WIM yMEPEHHO BBIPAXKEHBI M HOCHIM NPEXOIAImuil xapakrep. bonbmMHCTBO ciydaes
TOJIOBHOM OO0JM, 3aperucTpUPOBAaHHBIX NIpU €XKEIHEBHOM INpueMe Tajainaduia UMEId MECTO B
TedeHue nepsolx 10-30 qHEl oT Havana Je4eHus.

PesroMe HexenareabHbIX DEAKIINI

B cooTtBeTcTBHU C KHaCCH(pHKaHHCﬁ BO3 Bce peaknu pacnupeaAcCICHbI IO CUCTEMAaM OPraHOB U
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4aCTOTE Pa3BUTHUAA.

ouenwv wacmo (> 1/10);

yacmo (> 1/100, Ho < 1/10);

neyacmo (> 1/1000, vHo < 1/100);

peoko (= 1/10000, Ho < 1/1000);

ouens peoro (< 1/10000);

yacmoma Heuzgecmna (Ha OCHOBAHUU MMEIOIIUXCS TaHHBIX OIIEHUTh HEBO3MOYKHO).
Hapywenus co cmopoHsl umMmyHHOU cucmemvl
Heuacmo: peakiyu rurnepuyBCTBUTEIIBHOCTH;
Pe0xo: aHTMOHEBPOTHUYECKHI OTEK?,
Hapywenus co cmoponul neperoti cucmemvi
Yacmo: To10BHasA 00,

Heuacmo: TOI0BOKpYKCHHUE;

Peoxo: muCynsT! (B TOM YHCIE OCTpOe HapylIeHHE MO3roBoro kposoobpamenus (OHMK) mo
reMOpparu4eckoMy THIy), OOMOPOK, TPAH3UTOPHbIE HIIEMHYECKHe aTaku', MHIPEHb’,
SMNUJICIITUYCCKUC HpI/IHaI[KI/Iz, TPAH3UTOpPHASA aMHC3UA.

Hapywenus co cmoponwvl opeana 3penus
Heuacmo: HEYETKOCTh 3pUTEIBHOTO BOCIIPUATHS, OOJIEBBIE OIIYIICHHUS B TIIa3HOM sI0JI0KeE;

Peoxo: HapylieHue noniei 3peHus, IpUIyXJocTh BeK, KOHbBIOHKTHBAIIbHAS THIIEPEMUs, HATIMOH?,
OKKJTIO3HS COCY/IOB CETYATKH I71a3a’;

Yacmoma Heuzgecmna: IEHTPAIIbHASI CEPO3HAS. XOPUOPETUHOIATHSL.
Hapywenus co cmoponul opeana ciyxa u nabupunma

Heuacmo: 3B0H B ymax;

Peoko: BHE3amHas IOTEPA CyXa.

Hapywenus co cmopouwl cepoya®

Heuacmo: Taxukapausi, OIIyIIEHHE CEPAIICONCHUS;

2, HecTaOWIbHAs CTGHOKapI[I/ISIZ.

Peoko: nndapkt Muokapza, *KelnyJa04KoBble HApYIICHUS pUTMa
Hapywenus co cmoponwl cocyoos

Yacmo: «IpUIUBB» KPOBH K JIMILY;

Heuacmo: CHUKEHNE apTepHaTbHOTO JaBIeHNA, TOBBINICHNE aPTEPHATHLHOTO JaBJICHHS.
Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Yacmo: 3alI0)KE€HHOCTh HOCA,

Heuacmo: onpliika, HOCOBOE€ KPOBOTEUEHHE.

Hapywenus co cmoponul scenyoouno-kuuieuno2o mpakma

Yacmo: pucrencus,

Heuacmo: 60mb B %UBOTE, racTpod3odareanbHblil peduiroke, quapesi y malueHToB cTapiie 65 jer,
pBOTA, TOILITHOTA.
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Hapymeﬂuﬂ CO CMOPOHbL KOIMHCU U NOOKOJNCHBIX MKAHEL

Hevyacmo: xokHas CHIIb,

2 2

Peoxko: xpanuBHuua, cuaapom CtuBeHca-/[oHcoHA”, SKC(POIMATUBHBIN AEPMATUT", TULIEPTHUAPO3

(OBBILLIEHHAS TIOTJIMBOCTb ).

Hapywenus co cmoponwl mvlueunotl, KOCMHOU U COCOUHUMENTbHOU MKAHU
Yacmo: 001b B cIMHE, MHAJITHS, 001 B KOHCYHOCTSIX.

Hapywenus co cmoponwl nouek u Mouesbig00sawux nymet

Heuacmo: remarypus.

Hapywenus co cmoponsl penpodykmusHoU cucmemsl U MOTOYHBIX Jicelle3
Heuacmo: nnutenbHas 3peKius;

Pedxo: Ipuanu3M?, reMaTocrepMus, KPOBOTEUEHHE U3 MOJIOBOTO UIeHa.
Obwue napywenus u peaxyuu 8 mecme 86e0eHus

Heuacmo: 601b B rpyaut, nepudepuueckuii 0TeK, ycTaaocTh;

Peoxo: OTeK NHIIa%, BHE3AIHAS CepieuHas CMepThL 2.

'HaGnromanucek y mamueHToB, paHee MMEIOIMX CEPAEYHO-COCYAUCThIE (HaKTOphl pucka. ONHAKO HEBO3MOXKHO TOYHO
OIIPEJICTINTh, CBS3aHbI JIM 3TH SIBICHUS] HETTOCPEICTBEHHO C 3THMH (haKTOpaMM pHCKa, C TaaadaduioM, ¢ CeKCyalbHbIM
BO30YIK/IEHHEM WM C KOMOMHAIMEH STHX WK IPYTrUX (GakTopoOB.

2 HesxenarenbHble peaklUy, BbIABJICHHLIE NPU HOCTPETHMCTPALMOHHOM IIPUMEHEHUH, He HaOJIOABIIMECS B XOJE
KIMHUYECKHUX T1a11e00-KOHTPOIUPYEMBIX UCCIIETOBaHNH.

8 Yame Ha6J'IIOZ[aJ'II/ICL, Korga Taz[ana(bpm MNPpUMCHAJICA Y IMAIUCHTOB, YK€ NPUHUMAIOIINX 'MIIOTCH3UBHBIC CPCACTBA.

Onucanue OTACIBHBIX HECXKCIATCIbHBIX DeaKHI/Iﬁ

Cpenu manueHTOB, NOJTyYaBIIMX Tajaidaduia OJUH pa3 B CyTKH, COOOLIAIOCh O HEMHOro Oolee
BBICOKOM 4acTOTE, B CPAaBHEHUHU C IU1a1e00, OTKJIIOHEHUH 0T HopMbI napametpoB DKI', mpexe Bcero
CHUHYCOBOM  Opamukapauu. bBOJBIIMHCTBO W3 3TUX OTKJIOHEHHH HE  CONPOBOXKIAINUCH
HEXeNaTeJIbHbIMUA KIIMHUYECKUMU IIPOSBICHUSIMHU.

Hpyrue 0Cco0BIC MO YJISIITUHY TTAIIMCHTOB

JlaHHBIE KIMHUYECKUX MCCIEIOBAHUN O MalMeHTax crapiie 65 JieT, moyJaronux Tajaanadui s
nedeHus dpekTuiabHoN nuchynkiun audo AI'TDK, orpanndensl. B KIMHUYECKUX MCCIETOBAHUIX C
MpUMEHEHUEeM Taaanaduia 1Mo TPeOOBAHUIO MJisl JICYCHHUS SPEKTUIbHOW IUC)YHKIMH, cpenu
MalMEeHTOB B BO3pacTe crapuie 65 JeT yalle perucTpupoBaIMCh Clly4an Avaped. B KIMHMUeCKUX
HCCIIEIOBAHUSX C ©KEIHEBHBIM MPUMEHEHUEM Tafanaduia B qo3e 5 mr mis nedenus: JITDK cpeamn
MalKUEeHTOB B BO3PACTE CTapIe 75 JET Yalle perucTpUPOBAIIUCH CIy4au TOJOBOKPYKEHHUS U JUAPEH.

Coo0011eHre 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIIUIX

BaxHo coo0marb O TOJO3pEBAaEMbIX HEXKENATeNbHBIX PEAKIUAX IMOCIe  PEerucTpanuu
JIEKapCTBEHHOI'0 IIperapara C LeJabl0 00ecredyeHns HEeNpepbIBHOIO MOHUTOPHHIA COOTHOLIEHMS
«I0JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnapara. MeIWIUHCKUM pabOTHHKAM PEKOMEHIYeTCs
co00MIATh O JHOOBIX MMOI03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMAX JIEKAPCTBEHHOrO IpenapaTa 4epes
HaIlMOHAJIbHBIE CHCTEMBI COOOLIEHHS O HEXENATeNbHbIX pEeaKIHUiIX TOCYAapCTB — WICHOB
EBpa3niickoro 5KOHOMHU4ECKOr0 COK3a.

Poccuiickas ®@enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS
Anpec: 109012, r. MockBa, CnaBsiHcKast miionianib, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03
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4.9. llepeno3upoBka
CuMOTOMBI

[Ipu onHOKpaTHOM Ha3HAYEHUHM 3H0POBBIM J00poBOibLAM Tajganaduiaa B po3e mo 500 mr u
HaueHTaM — MHOrokpaTHo 70 100 Mr/cyT, HexkesaTellbHbIe SIBICHUS ObUIM TaKMMH K€, KaK U IIpU
IIPUMEHEHUHU 00J1e€ HU3KUX J103.

JleueHue

B cnyuae nepeno3upoBku HEOOXOIMMO MMPOBOIUTH CTAHIAPTHOE CHMITTOMAaTHYecKoe ieueHue. [Ipu
reMojuanuse tafganaduia NpakTUYeCKy He BHIBOJAUTCA.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaMHYecKHe CBOiiCTBA

dapmakoTepaneBTHUECKas TPYIIa: CPEACTBA, MPUMEHSEMbIC B YPOJIOTHH; CPEACTBA IS JICUCHUS
APEKTHIBHOM TUCHYHKIUH.
Kon ATX: GO4BEQOS8

MexaHnu3M ASHCTBUS

Tapanadun sBsieTcss OOpaTUMBIM CEIEKTUBHBIM MHTHOMTOPOM CHENH(DUIECKOH, K IUKITMYECKOMY
ryanosuHMoHOdocdary, dhochomudcrepassl 5 Tumna. Korma cexcyanbHoe BO30YyXIICHHE BBI3BIBACT
MECTHOE BBICBOOOKICHHE OKCHAa a3ora, wuHruOupoBanue @DJID-5 rtamanaduiom Bemer K
NOBbIIIEHUIO KOHUeHTpauuu 1I'M® B meuiepucrom Tene mojoBoro wieHa. CiencTBUEM 3TOrO
SABJISICTCA paccna6JIeHHe FJIaIIKOI\/JI MYCKYJIATyYpbl 1 IPUTOK KPOBU K TKAHAM ITOJIOBOTO 4JICHA, YTO U
BBI3BIBACT IPEKIIHIO.

Tananapun He oka3piBaeT 3(QexTa NpHU JIEYEHUH DPEKTUIbHOW TUCHYHKIIMM B OTCYTCTBUU
CEKCYaJIbHOTO BO30YX/IEHUS.

dapmakonmaamMmueckie YO OEKTH

HccnenoBanus in Vitro mokasanu, 4to Tamanaduil sBIsSETCs CEeNeKTHBHBIM HHruouTopom ®/D-5.
®J13-5 mpenacrasisier cooo hepMeHT, 0OHAPYKEHHBIN B TJIAKONW MYCKYJIaType MEHIEpUCTOro Tena,
COCYIUCTOH U BUCLEPAJIBHON IJIaIKOM MYCKYyJIaType, CKEJIETHBIX MBIIIIAX, TPOMOOIMTAX, MOYKaX,
nerkux u mozxkeuke. Cpeaun Bcex Qochoamndcrepas, Haubosaee BbIpaKEHHOE BIMSHHE Taaanapuil
okasbiBaeT Ha ®JI3-5. Bousnue taganapmia Ha OJI3-5 6onee yem B 10 000 pa3 Bblmie, yeM Ha
ON3-1, ®JD-2, ®JD-3 u ®/A3-4 (bepMeHThI, KOTOPbIE HAXOAATCS B CEpJIlle, TOJIOBHOM MO3TE,
KPOBEHOCHBIX COCyJaxX, MEeUeHH U APYrux opraHax). M30uparenbHocTh Tajanaduia B OTHOLICHUN
®J12-5 no cpaBuenuto ¢ ®J13-3 umeer ocodoe 3HaueHue, NockoiabKy P J1D-3 sBusercs pepmeHTOM,
PETyIUPYIOIUM COKPaTUTENbHYIO CIIOCOOHOCTh MUOKapaa. Kpome toro, BnusiHue Taganaduia Ha
@O J12-5 npubnuzutensHo B 700 pa3 Boiie, yem Ha PJ[3-6 (hepMeHT, KOTOPBI HAXOAUTCS B CETYATKE
U OTBedaeT 3a GoroTpaHcAyknmio). Taganadun Takxke 6onee ueM B 10 000 pa3 Gonee akTHUBEH B
otHomeHnn ®J[3-5, yem B otHOMICHNN DJ[D-7 - DJ[3-10.

Kimanueckas 3dbdhekTHBHOCTE U O€30IIaCHOCTD

Tananadun y 310pOBbIX J0OPOBOJIBLIEB HE BBI3BIBAET JOCTOBEPHOIO U3MEHEHHS CUCTOIMUYECKOTO U
JMACTOIMYECKOTO apTepUaTbHOTO JIaBIICHUS B TIOJOKEHUU Jie)ka B CPAaBHEHUU ¢ IUianebdo (cpeaHee
MaKCUMaJIbHOE CHIDKEHHE cocTaBiisieT 1,6/0,8 MM pT. CT., COOTBETCTBEHHO) U B TIOJIOKEHUHU CTOSI
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cpelHee MaKCHUMaJIbHOe CHIDKeHHe coctasisgeT 0,2/4,6 MM DT.I: Q:IEM&%E%HT%EJHQ(HHH -i!{:'e
p

BBI3BIBACT JOCTOBCPHOI'O UBMCHCHHA YaCTOTHI CCPACHHBIX COKpaH_[eHI/If/'I.

B uccnenoBanuu mno oneHke BIMSHUS TaAanaduia HA 3peHHE, HAPYILIEHUS [[BETOBOIO BOCIIPUSATHUS
(cuHwmii/3enenblil), mpu ucrnonb3oBanuu Tecta 100 nBeroBeix oTTeHKOB (DapHCBOpTa-MaHcema,
0oOHapy)XeHO He ObLJIO, YTO OOBsCHSAETCA Oojiee HU3KUM CpPOACTBOM Tanaidaduina k DJD-6 B
cpaBHeHnu ¢ ®J13-5. Bo BceX KIMHUYECKHX MCCIIEIOBAHUAX COOOIIEHUS O HAPYIICHUAX IBETOBOTO
3pennst ObuH peakumu (< 0,1 %).

JlJiss OleHKM TMOTCHIMATBHOTO BIMSHHS Tananaduiia Ha CIEepMaToreHe3 ObUIO TMPOBEICHO TPHU
WCCIICIOBAHMSI C YYaCTHEM MY)KUMH C TIPUMEHEHHEM TipernapaTa B jo3e 10 mr (omHO 6-MecsuHOe
uccaenoBanue) U 20 mr (ogHO 6-MECSYHOE U OJHO 9-MECSYHOE MCCIIEIOBAHUE) B €XKEIHEBHOM
pexxume. B IByX U3 3THUX HCClIeOBaHMI HAOJIOAAIOCh CHUIKCHUE KOJMYECTBA U KOHIECHTPAIUU
CIIEpMAaTO30MIOB, KIWHUYECKAass 3HAYMMOCTh KOTOPOTO MAajoBeposiTHA. OTH JPQPEKTh HE
COIPOBOKAAINCh M3MEHEHUEM JPYI'HX MapaMeTpoB, TaKUX KaK IMOJBM)KHOCTb, MOPQOJIOTHS |
ypoBeHb (HOILTUKYIOCTUMYIHpYFotiero ropmona (OCI).

Jlis OLIeHKHU Iepro/ia OTBETa MpU NPUMEHEHUH Tajanaduia no TpeboBaHUI0, ObLIO MPOBEJEHO TPU
KIIMHUYECKUX UccienoBanus. [lannenTs! mpuHUMay npenapat B IOMalIHAX YCIoBHsX. Tamxamaduin
IIPOAEMOHCTPUPOBAJ CTATUCTUYECKU 3HAUMMOE YITy4lLlIeHUE 3PEKTUIIbHON (DYHKIIUHU, CIOCOOHOCTD K
COBEPIIEHHIO IOJOBOIO akTa A0 36 4acoB IOCIE €ro ImpueMa, a TaKKe CHOCOOHOCTH MAIEHTOB
JOCTHYb U MOAJEPKUBATh SPEKLHUIO I COBEPILEHHs MOJIOBOIO aKTa y)ke depe3 16 MUHYT mocie
IIPUMEHEHHMs Tajanaduia B CPaBHEHUH ¢ IU1aneoo.

B 12-HenenmbHOM WCCIENIOBAaHMM C YYacTHEM MAIlMCHTOB C JPEKTHWIBHOW JAUCHYHKIIHEH,
pa3BHBILEHCS HA (POHE MOBPEKICHUS CITMHHOTO MO3ra, Tagaiadui B qo3e 10 wiu 20 Mr (HecTporas
71032, TI0 TPEOOBAHMIO) 3HAYUTEIILHO YITyUIllal SPEKTUIBHYIO (YHKIIUIO TI0 CPABHEHHIO C TUIAIEe00.

Jlnsi OLeHKM €XeAHEBHOro mnpuema Tanamaduia B no3ax 2,5, 5 m 10 mr Obuio mpoBeaeHo 3
KJIMHUYECKUX UCCIIEIOBAHUS, IPOIEMOHCTPUPOBABUINX 3G (HEKTUBHOCTH Taianaduia Mo CpaBHEHUIO
¢ wianebo. B uccnenoBanus ObLIM BKIIFOUEHBI MALIMEHTHI Pa3HOIro Bo3pacTa (B Auana3oHe ot 21 1o
82 J1eT) U 3THUYECKUX TPYII C 3PEKTHIbHON TUCHYHKIUEH pa3IMdHOM CTeNeH! TsSHKeCcTH (Jierkas,
yMepeHHas, TshKeas) ¥ 3TUOJIOTHH. B 0JJTHOM M3 TaHHBIX UCCIIETOBaHUM y4acTBOBAJIM MAIlUEHTHI, Y
KOTOPBIX IpEKTUIIbHAs AUCHYHKINS pa3BHIACh HA JOHE caxapHOro Auadera.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopbims

[Tocne mpuema BHYTph Taganadun 6sicTpo BeacbiBaeTcst. Cpenusisi Cmax B TJIa3Me KPOBU TOCTUTAETCS
B CPEAHEM uepe3 2 yaca Mociie npruemMa BHYTPb.

CKOpOCTB 1 CTCIICHb BCAaCbhbIBaHUA Tanana(bnna HC 3aBUCAT OT BPEMCHH IpUCMa MUIIH, ITOITOMY
npemnapar MOXHO HNPHUMCHATH BHC 3aBUCHUMOCTH OT IpUEMaA IHIIU. BpeMH npuema (yTpOM 50044
BG‘IGpOM) HC UMCCT KIIMHNYCCKH 3HAYHUMOTI'O 3(1)(1)CKT3 Ha CKOPOCTb U CTCIICHb BCACLIBAHUA.

Pacnpenenenue

Cpennuii  00beM pachupeleleHUusT COCTaBIseT OKOJO 63 1, clenoBaTenbHO, Tagatadu
pacnpenensercs B TKaHsAX OpraHu3Ma.

B TepaneBTudeckux KoHUEHTpauusax 94 % Ttananaduia cBsa3pBaeTcs ¢ OeIKaMM IUIa3Mbl KPOBH.
Hapymenne ¢pyHKIMM OYeK He BIMSET Ha CBA3bIBaHME Tajanaduia ¢ OenKaMu Ia3Mbl KpOBH.

VY 310poBbix 106poBoibieB MeHee 0,0005 % BBeaeHHON 10361 OOHAPYKEHO B CIIEpPME.

BI/IOTDaHCd)ODMaI_II/ISI

Tamanadpun B ocHOBHOM MeTaboymsupyercs ¢ yaactueM m3odepmenta CYP3A4 muroxpoma P450.
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OCHOBHBIM IUPKYTUPYIOIIAM METa00JIUTOM SIBIISICTCS] MeTHnKﬁE]é;&nE%%GEEE @ilb—'r'm}_e?a:éblﬁﬁlr

kak MuUHUMYM B 13 000 pa3 MeHee akTuBeH B oTHomeHnH PJI3-5, uem taganadpun. CinenoBaresibHo,
KOHIIEHTPALUs 3TOr0 MeTaboIuTa He SIBJIAETCS KIMHUYECKU 3HAaUUMOH.

ONUMUHALMS

VY 310poBBIX JIOJIEH CpeAHUN KIMpEHC Tajanaduia IpH IpHeMe BHYTPh COCTaBisgeT 2,5 /4, a
cpennuii nepuo noaysbiBeneHus (T12) — 17,5 vaca. Tapanadusa BEIBOIUTCS MPEUMYIIIECTBEHHO B
BUJIC HEAKTUBHBIX META0OJMUTOB, B OCHOBHOM, KHIIEYHUKOM (0Kkosi0 61 % 103bI) U, B MEHBIIEH
cTernenu, moukamu (okomo 36 % 10351).

JIMHENHOCTh/HEIMHENHOCTD

dapMakoKMHETHKA Taganaduiia y 370pOBBIX JOOPOBOIIBIIEB IMHEHHA B OTHOIIICHUH BPEMEHH U JIO3BI.
B nmmamazone no3 ot 2,5 mo 20 mr AUC yBenmuuuBaeTcss MpoONoOpHHOHATILHO J103¢. PaBHOBECHBIE
KOHIIGHTpAllUU B IJIJa3M€ KPOBHU JOCTUTAIOTCS B TE€UCHHE 5 AHEH mpu mpueme mnpenapara 1 pas3 B
cytku. @apMakoKWHETHKA Tajanaduiia, onpeneaeHHas MONMyJISIMOHHBIM METOJIOM Y TAIMEHTOB C
HapYIICHHEM SPEKINH, aHAIOTHYHA (apMaKOKMHETHUKE Ipernapara y MAaIlMeHTOB 0e3 HapyIIeHUS
APEKIIUH.

Oco0ble rpynIbl MalueHTOB

J]uua nooJKcus1020 6o3pacma

310poBbIe JOOPOBOIBIIE (65 JeT U cTapiie) uMenn 0oJiee HU3KHA KIMPEHC Taganaduia mpu mprueMe
BHYTpb, 4TO Bblpaxkanoch B yBenuueHun AUC Ha 25 % mno cpaBHEHHMIO €O 370pPOBBIMU
no00poBoJibIIaMH B Bo3pacTe oT 19 10 45 ner. DTo paznuuue He SBISETCS KIMHUYECKU 3HAUUMbBIM U
He TpeOyeT KOPPEKIHH 03I

HCZI/;MGHWIIJZ C NOYEeUHOU HeOOCMAamo4HOCHbIO

B kinmHuyeckux (papMakoIOrMuecKux HCCIEAOBAaHUAX C OJHOKPATHBIM MpHUEeMOM Tajanaduia
(5-20 Mr) y mamMeHTOB C MOYEYHOH HEIOCTATOYHOCTHIO JIETKOW CTENEHH TSHKECTH (KIHPEHC
KpeaTuHuHA OoT 51 10 80 MJI/MUH) U YMEPEHHOI CTENeHH TSKEeCTU (KIUpPEHC KpeaTuHUHA oT 31 10
50 Mu/MHH), a TakKkXe y MalUeHTOB C TEPMHUHAIBLHOM CTaJuel IMMOYCUYHOW HEIOCTATOYHOCTH,
HaXOJSIIMXCS HA reMoaunanuse, skcnozunus taganadpuna AUC npubnusutensHo yaBauBaiach. Y
MAUEHTOB, HAXOAUMXCcs Ha reMoananu3e, Cmax Tananaduia Obia Ha 41 % BbllIe IO CPAaBHEHUIO
CO 3J0pOBBIMH J00poBosbliamMu. BriBeneHue Tananaduiia ¢ MOMOIIBI0 TeMOJIUANTH3a SBISETCS
HE3HAYHUTEIIbHBIM.

Hal/ﬂ/teHmbl C NeYyeHoYHoU HedOCMAmo4YHOCMbIO

dapMakOKMHETUKAa Tajanaduia y TMalMEeHTOB C JIETKOM U CPEeIHETSKENIOH IeYeHOYHOU
HEI0CTaTOYHOCThIO (Kiacchl A U B mo knaccuduxammu Yaitng-IIeio) cpaBHUMa ¢ TakoBOH Y
3JI0pPOBBIX J100pPOBOJIBIEB NMPU NMpUMEHEHHH A03bI 10 Mr. B oTHOmIEHMM NAalMEHTOB C TSDKENIOH
Ne4eHOYHON HegocTaTouHocThio (kiace C mo kinaccudukanun Yaina-I1ei0) KIuHUUECKUE JaHHbIE
orpaHuyeHsl. JlaHHBIE O €XEJHEBHOM IPUMEHEHUM Tajajaduia MalueHTaMH C IeYEeHOYHOM
HE/I0CTaTOYHOCTBIO OTCYTCTBYIOT. [Ipy Ha3HaueHUH Tajanaduia B ©XKeJHEBHOM PEXUME MallueHTaM
C TSDKEJION NMeYEHOYHON HEeJI0CTATOYHOCTHIO0 HEOOXOUMO IPEIBAPUTENBLHO MPOBECTH OLIEHKY PHCKa
U TI0JIb3bI IPUMEHEHMS Iperapara.

Tayuenmui ¢ caxaprvim ouabemom

VY manueHTOB ¢ caxapHbIM auaberoM Ha ¢oHe npuMmeHeHHs Taganadwmia 3Haduenne AUC Obito
MEHbIIIe TPUOIM3UTENBHO Ha 19 %, yeM y 30pOBBIX JOOPOBOJBIIEB. DTO pa3nuuue HE TpeOyeT
KOPPEKIMH JI03bI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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et

(MOCNEQOBATENEHOCTE 0003)

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Hepeqenb BCIIOMOraTeJIbHbIX BCIIECCTB

JlakT03b1 MOHOTHApAT

[emmron03a MUKpOKpUCTAJUIMYECKAs
Kpockapmennosa Hatpust
I'unposnosza

Hatpus naypuncynsdar

Marnus creapat

Cocras 000JI0YKH

I'unpomernosa

Makporoin-4000

TuTana IMOKCHUI

Kpacurens xene3a okCu1 sKeJIThIN

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoOble MepbI NPEI0CTOPOKHOCTH MPHU XPAHEHUH
XpaHuTh npu TeEmMnepaType He Bbiie 25 °C.

6.5. XapakTep u cojep:kaHue YIAKOBKHU

IIo 1, 2, 10, 14 wmm 28 Tabnerok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 IUIEHKH
MOJIMBUHUIIXJIOPUAHON U (POTBIH aTIOMUHUEBOM MEYaTHOM JIAKMPOBAaHHOM.

1,2, 3,4, 5 win 10 KOHTYpHBIX SUEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIUEH MO MEAUIIMHCKOMY
INPUMEHEHHIO (JINCTOK-BKJIA/IBII) TOMEIAI0T B KAPTOHHYIO YIIAKOBKY (IIAUKYy).

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3ALUH MCNOJIB30BAHHOIO JeKAPCTBEHHOT 0
npenapara MJaH OTXO/A0B, IOJYYCHHBIX MOCJEe NMPHUMEHEHHs JICKAPCTBEHHOIO Npenapara u
Apyrue MaAaHMIYJISILMHU € penapaTomM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccus

000 «ATtomm»

445351, Camapckast 0671., . XKurynesck, yiu. ['mapoctpouteneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. llpencraBuTtennb AepkaTesisi perucTPALMOHHOIO YA0CTOBEpPEeHHA

[Tperensun notrpebHUTENEN HAIPABIATH MO A/IPECy:
14


mailto:ozon@ozon-pharm.ru

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 17.03.2026 N2 5395

(NOCNEQCBATENEHOCTE 0003)

Poccus

000 «O30n»

445351, Camapckas 00:1., T.0. XKurynesck, r. JKurynesck, yi. ['uapoctpoutenei, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(002538)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTErOPUU OTITYCKa MO PELenTy.

OOmas xapakTepuCcTUKa JIEKapCTBEHHOTro mpenapara PpelMUTyC HOCTYIIHA B €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro 3KOHOMHYECKOTO COI03a W Ha

oduIMaILHOM caiite YIIOTHOMOYEHHOT'O oprasa (3KcriepTHOM OpraHU3AIIHH )
(https://Ik.regmed.ru/Register/EAEU SmPC).

15


mailto:ozon@ozon-pharm.ru
https://lk.regmed.ru/Register/EAEU_SmPC

