COOTBETCTBYET 2KCNEPTHOMY OTUYETY
oT 21.07.2022 N2 17121
WHCTI VKHH HH QCINEOOBATENEHOCTL 0002)

IO MEJUITMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O ITPEITAPATA

ATpenuTaHT

PerucrpanoHHbII1 HOMep:

Toprosoe HauMeHoOBaHHe: ATIPEIIUTAHT

MexayHapoaHoe HellaTeHTOBAHHOe WIH I'PYIIIMPOBOYHOe HAaMMEeHOBaHHe: allpeIIUTaHT
JlekapcTBeHHast popma: HaGop Kancy

Cocras:

Kaxnas xancyna 80 mr cogepxut 80 Mr anpenuTaHTa.

Kaxnas xancyna 125 mr copepskut 125 Mr anpenuTanTa.

Cocmae neiiem:

oeticmeyouyee sewjecmeo: anpenutanT — 80,000 mr wim 125,000 mr;

gcnoMozamenvisvie  éewyecmea:  NEIUII0N03a  MUKpokpucTaumueckas 500, rumpomosza
(THAPOKCHUIIPOITMIIIIEIUIION03A), HATPHUS JIAypHICYIbdaT, caxaposa.

Cocmag rynceramuno6oi Kancyiol:

ons oosupoexu 80 me — xopnyc: )kelaTuH, TuTana guokeun E 171

Kpuitieuxa: JxenaTuH, TiTaHa quokcu E 171; yepuuna yepusie 10A2*.

Jna oozuposxu 125 me — xopnyc: xenatul, Turana quokeun E 171;

Kpbitdeuxa: JKeJIaTUH, TUTaHa JUokcHa E 171, xesnesza OKCHJ KpacHBIH, XKeje3a OKCHJL JKEJIThIMH;
yepHmIIa yepHble 10A2%,

*Cocmae uepnun uepnsix 1042: mesax, xejne3a OKCHJ YSPHBIH, MPONUICHIJIUKOIb, aMMHUAK
BOJHBIN, KaJIusI THIPOKCH/I.

Onucanue

Jna oozuposxu 80 me: TBepAble JKeJaTHHOBbIe KallCyibl Ne 2 HempospayHble ¢ KPBIMISUKOH
Oestoro mBeTa M KopllycoM Oesioro npeTa ¢ MapKUpoBKoM «80 MI», HaHECEHHOM YEpHBIMH
YepHUJIAMHU.

Conepxkumoe Kancyin — cdepuyeckHe MHUKPOTpaHyJIbl (TeJUIeThl) OesIoro WIH HMOouYTH GeIoro
IBeTa.

Ina oozupoexu 125 me: TBepJble JKeJIaTHUHOBBIE Karcysibl Ne 1 Hempo3zpadHble ¢ KpBIMISUKOU
PO30BOTO I[BETA U KOPIyCOM O€JIOro I[BeTa ¢ MapKUPOBKOM «125 Mr», HaHeCEHHOW UYepHBIMU
YepHUJIAMHU.

ConepxxuMoe Kancysin — cdepudeckHe MHUKpOTpaHyJIbl (TeJUIeThl) OeIoro WM MOouYTH Georo

[BETA.
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PdapmakoMHAMHKA

ATPEIUTAHT — DTO CeJICKTHUBHBIM BhICOKOA((UHHBIM aHTATOHUCT PEIENTOPOB HeHpokuHUHA 1
(NK1) cybcranmuu P. M3bupatenbHOCTh CBsI3bIBaHUSA amnpenutaHTa ¢ NKi-pemenrtopamu, mo
Kkpaiineii mepe, B 3000 pa3 Bbiie, 4eM JIJIS APYTUX (EPMEHTOB, IEPSHOCUUKOB HOHHBIX KAHAJIOB
U YYaCTKOB peIeNTOpOB, BKJIIOYAsl JT0paMHUHOBBIE M CEPOTOHHHOBBIE PEICNTOPBL, KOTOpHIC
SIBJISIIOTCSI MUIIEHSIMH CYIECTBYIOIMUX B HACTOsMIEE BpeMs NpenapaToB, IPUMEHSIONUXCS JUIs
JIeYeHUS TOIHOTHI M PBOTHIL, CBSI3AHHOU ¢ XUMHOTEpaIueH.

B J0KIMHHYECKHX HCCIIeOBAHUSAX ObLJIO TMOKa3aHO, uYTO aHTaroHucThl NKi-perentopos
NPeAYNPENIAOT Pa3BUTUE PBOTHL, BBI3BAHHOM XMMHOTEpAlleBTUUECKUMHU IperapaTaMu
(HampuMep, [HUCIUIATHHOM) 3a CHYeT [EeHTPAIBHOTO MeEXaHU3Ma JSHCTBHS. AIMNpENHUTAHT
MPOHUKAST B TOJIOBHOW MO3T M CBsi3bIBaeTCA ¢ Mo3roBeIMH NKi-penentopamu. OOGnagas
JUTHTETIFHBIM  I[CHTPAJIbHBIM JISUCTBHUEM, AalpelNUTAaHT UWHTHOHUpYeT KakK OCTpylo, Tak H
OTCPOUCHHYIO (a3bl pPBOTHI, BHI3BAHHOW ITUCILUIATHHOM, a TaKkKe YCHIHBaeT NpU DTOM
MIPOTHUBOPBOTHOE JICHCTBUE OHJIAHCETPOHA U JIEKCAaMETa30Ha.

dapMaKkoKHUHeTHKA

Abcopoyua

Cpennsisi abcomoTHas OHOOCTYIHOCTh MPU MEpOPaTLHOM IpHEME alpelnuTaHTa COCTABJISICT
npubmu3uTeabHO 60-65 %, a cpeiHsIsT MaKCHMAaJIbHAsI KOHIICHTpPAIIHUS alpelHuTaHTa B IUIa3zMe
(Cmax) HaOmogaeTcs: mpubmuzutebio depes 4 daca (Tmax) mocie mpuema mpenapata. [Ipuem
KarcyJbl OJTHOBPEMEHHO ¢ IIPUEMOM IHINHU HE OKa3bIBACT KIMHUYESCKH 3HAUMMOTO BJIMSIHUSI Ha
OMOIOCTYIHOCTD alpeIUTAHTA.

(DapMakOKMHETHKA alIPEIIUTAHTA B IMANA30HE KJIMHUYESCKUX /103 SIBJISICTCS] HEJTMHEHHOM.

[Tocnie mepopasibHOrO IpUeMa npernapata AIpenuTanT B o3¢ 125 mr B 1-U JieHb U 3aTeM B J103e
80 Mr B CyTKHM BO 2-M M 3-U JHH IUIOINAJb MOJ KpUBOW «koHUeHTpaiusa — Bpems» (AUC) Ha
NPOTSKCHUH 24 1YacoB COCTaB/sUla mpuOIu3uTedabHo 19,5 Mkr/yac/mnm B 1-H jJeHb U
20,1 mxr/gac/ma Ha 3-i geHb. Cmax cocTaBmwia 1,5 mxr/mi u 1,4 Mr/mia B 1-H v 3-H aHH
COOTBETCTBEHHO U JIOCTUTAJIACh MPUOIN3UTEILHO uepe3 4 yaca (Tmax) MOCKe IpUeMa npenapara.
Pacnpedenenue

ATIpENUTAHT CBSI3BIBaeTCS ¢ OeJIkaMH ITuTasMbl Oojiee yeM Ha 95 %. ANpenmuTaHT NMpPOHUKAST

yepes reMaTosHIeaIuuecKuii Gapbep.
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Buompancgopmayusn

ATpEenUTaHT [O/IBepraeTcsi HHTCHCUBHOMY MeTa00JIU3MY B IICUSHU MOCPEACTBOM OKHUCIICHHS B
MOP(OJIHHOBOM KOJIbIIE B er0 OOKOBBIX IEISIX B OCHOBHOM Mo jericteueM CYP3A4, u numb
HeGompIasi 4acTh mpemapaTa MeTabommsupyetcs depes CYP1A2 u CYP2C19 (CYP2De,
CYP2C9 unu CYP2E1 B meraGonu3Me alpelUuTanTa He YIacTBYIOT).

Dnumunayus

ATNpENnUTaHT DIIUMHHHPYETCS TJIABHBIM 00pa3oM B BHJAEC MeTa0oJHTOB ¢ KajoM (86 %) u ¢
Mouoi (5 %). Kaskymuiics TUTa3sMeHHBIH KIIUPEHC alpeUTaHTa COCTABMISICT MIPUOIU3UTENILHO OT
60 go 84 ww/mun  Kaxymmiicss KOHeUHBIH TIepHOJ  TONYBBIBEJICHHS COCTABILICT
MPUOIM3UTEIHHO OT 9 710 13 "acos.

Il euenounan Hedocmamounocmeo

Koppeknnu 103 mpemapata ANpeNUTaHT Yy MAIUEHTOB € JISTKOM M YMEPEeHHOMW IEeUYSHOUHOMU
HEJOCTATOYHOCTHIO He TpeOyeTcsa. Y MAIlHeHTOB ¢ JIeTKOH MeYeHOYHOH HeJOCTATOUYHOCThIO (56
Gamor no mkajie Yaknna-IIsi0) mociae npuema pasoBoit 1o3bl 125 Mr npenapara ANpenuTaHT B
1-# nens u 80 Mr B JieHb Bo 2-1 1 3-# nHu AUC anpenuTanTa Ha NPOTsHKEHUH 24 dacos Oblla Ha
11 % menbine B 1-4 ieHs U Ha 36 % HUKe Ha 3-U JeHb, YeM Yy 3J0POBBIX, MOJYYUBIIUX TE HKE
JTO3BI TIpemapara. Y TMalUeHTOB ¢ YMEPEHHOW MEUYSHOYHOW HEA0CTATOYHOCTRIO (7-9 GaiutoB 1o
mkane Yaina-I1st0) AUC anpenutanTa Ha npoTspkeHUH 24 wacop Obuia Ha 10 % Gonbiie B 1-i
JneHb U Ha 18 % Oonbine Ha 3-#H JIeHb, YeM Y 3J0POBBIX, MOJYUMBIIUX Te K& J03blL JlaHHBIC
paszIvuus He MPU3HAHBI KIIMHUUSCKH 3HAUYMMbBIMH.

OmbiTa ©OpUMEHEHHUs IMpenapata AIMNPENUTAHT VY TMAMEHTOB ¢ TSDKEJIOW IeYeHOUYHOMH
HEJTOCTATOYHOCTRIO (> 9 Gaytop mo mkaite Yaima-11s10) HeT.

IToueunas nedocmamounocmo

Koppeknnu 103b1 y TAIUEHTOB ¢ TSDKEJIOW MOYSUHOW HEJOCTATOUHOCTHIO U MAIUEHTOB B
TepMUHAJIbHON CTAJUM TIOYECYHOM HEJOCTATOUYHOCTH, HAXO/ISIIUXCSA HAa TeMOJIMalii3e, He
TpeOyeTcsL.

[TanMeHTHI ¢ TSDKEION MOUYSYHOW HEAOCTATOUHOCTHIO (KIMpeHC KpeaTWHUHa < 30 MIJ/MHH) U
MAlMEeHTHl B TEePMUHAIBHOM CTaIUM TOYSYHOW HEJOCTAaTOYHOCTH, HYXKJIAIOMHECs B
reMo/IMaJIn3e, MOJIYyYaId IpenapaT ANPENUTaHT OJJHOKPATHO B o3¢ 240 Mmr.

VY manmeHTOB ¢ TsDKeJION moueyHoM HegocTaTouHOCThIo AUC U1 cyMMapHOTro anpenuTaHTa
(KaKk CBS3aHHOTO, TaK M He CBsi3aHHOTO ¢ Oenkamu) Obljia cHuKeHa Ha 21 %, a Cpax ObLia
CHM)KeHa Ha 32 % IO CpaBHEHHIO CO 3IOPOBBIMH JIIOJBMH. Y IAIMEHTOB B TEPMHUHAIbHOU
CTAJUU IMOYCUHOU HEJOCTATOYHOCTH, HAXOAANUXcs Ha remoguanuze, AUC s cyMMapHOTO
ampenuTanTa Obljia cHIDKeHA Ha 42 %, a Cmax — Ha 32 %. B cBsizu ¢ HeOOMBIINUM CHU)KSHHEM

CBS3BIBaAHHUS aIllpCIIMTaHTa ¢ OeJIKaMH Y HaOUCHTOB ¢ MOYSUHOU HEOOCTATOYHOCTHIO, AUC
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OTJIMYaJIach OT TAKOBOH Y 3JOPOBBIX JIMII. ['eMoiuanu3, npoBeeHHbIN Yepes 4 u 48 yacoB mociie
MpUeMa TIperapara, He OKa3bIBaJ 3HAUUMOTO BJIHSHHUSA Ha (papMaKOKMHETHKY alpenuTaHTa. B
nuanmsate oGHapyxkuBaigoch MeHee 0,2 % 036l Mpemaparta.

Juya noncunozo éospacma

Koppeknmu m03pl mpemapaTta ANpEeNUTaHT y TOXKHWILIX TallueHToB He Tpebyercsa. Ilocie
MepopajJbHOTO MpUeMa pa3oBoM Jo3bl 125 Mr npenapata AnpenutadT B 1-#1 qeds u 80 mr 1 pa3
B JeHb BO 2-i U 5-i nuu AUC Ha npoTspkeHHH 24 9acoB Y MOKWIBIX JHI (> 65 jer) Oblla Ha
21 % Gonspiie B 1-ii 1eHsb u Ha 36 % Gonbine Ha 5-# AeHB, YeM Y JHI] MoJoke 65 5eT. Cmax TIpU
stoM Obuta Ha 10 % peimie B 1-# qeHb ¥ Ha 24 % Boimie Ha 5-U JgeHb. J[aHHBIC paziudusi He
SIBJISUTACH KJIMHHUYSCKH 3HAUHMMBIMH.

Ion

Koppekimuu go3 mpemapata AMNpeNUTAHT B 3aBUCHMOCTH OT Tmojia He TpebOyetcs. I[locre
OJTHOKPATHOTO TIEPOPAILHOTO TIpHeMa TipenapaTta ATpenuTanT B Jo3e 125 Mr: Cmax ipenaparta y
JKEeHIMUH Oblia Ha 16 % Bhimie, yeMm y my:xuuH. lepuon nomyeeiBenenus (T12) anpenuranta y
JKeHIMHUH ObUT Ha 25 % MeHblle, YeM Yy MYKUYWH, a 3HAUYUMBIX pas3iduuid BO BpeMEHHU
JIOCTHKEHUS MAKCHUMAJIbHOM KOHIEHTpPAIMU Tmax MEXIY JKCHIMMHAMH WU MY)XYUHAMU HE
oTMedasioch. JlaHHble paznuuusd B ¢dapMaKOKHHETHKE Mpenapara He NpHU3HAHBI KIMHUYSCKH
3HAYUMBIMH.

Paca

Koppeknuu 10351 penapata ATPEMUTAHT B 3aBUCHMOCTH OT pachl He TpeOyeTCH.

Hemu

(DapMakOKWHETHKA allpeNUTaHTa Y TAIUSHTOB B Bo3pacTe Miaaime 18 jJeT He u3ydaiach.
IHokazaHus K NIpUMeHEeHHIO

[IpenapaT AnpenmuTaHT B KOMOWHAIIMHM C JAPYTUMH IPOTHBOPBOTHBIMH TpelapaTaMH IOKa3aH
JUTA TIpeAYTIPEKIeHUsI OCTPOU U OTCPOUYSHHON TOIMHOTHI M PBOTHI, BHI3BIBAEMBIX BBICOKO- WJIH
YMEPEHHO 3METOT¢HHBIMHU MPOTHBOOTIYXOJICBHIMHU TIpETiapaTaMu.

IIpoTuBONOKaA3ZaHNA

[loBbIIeHHAsT YYBCTBHTEIBHOCThL K ANpPENUTAHTyY WIH JIIOOOMY JpYroMy KOMIIOHSHTY
npemnapara.

OHOBpeMeHHOE TIPUMEHEHHE C TUMO3HIOM, TeppeHATHHOM, aCTEMHU30JIOM U ITU3AMIPH/IOM.
Tsprenas neueHOYHAS HEJOCTATOUHOCTH (> 9 OasutoB no mkaie Yaitna-11v10).

Jletckmii Bozpact 10 18 et (3dPeKTHBHOCTD U Ge30TIACHOCTH Y ACTSH HE YCTAHOBJICHA).

[IpenapaT coaepKHUT caxaposy.
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C 0CTOPOKHOCTEIO (MOCNEOOBATENEBHOCTE 0002)

OaHOBpeMeHHOe NPUMEHEHHE ¢ JICKapCTBEHHBIMH IIpeapaTaMHu, KOTOpble MeTaOoIM3UPYIOTCS
rapHBIM  oOpazom uepe3 wu3odepmeHT CYP3A4; ¢ papdapuHOM HW TOPMOHAILHBIMH
KOHTpAaleNTHBAMH.

IIpyMeHeHe IPU GepeMeHHOCTH M B TIepH O/ I'PYAHOI0 BCKAPM/IMBAHUA

XopoImo KOHTPOJIMPYEMBIX UCCIITIOBAaHUH Yy OepeMeHHBIX JKEeHIUH He NpoBouiochk. Ilpenapar
ATpenuTanT Ipu GepeMeHHOCTH IPUMEHSThH HE PEKOMEH/TYETCS.

HecMmoTpss Ha To, YTO JAHHBIX O BBLICJCHUH AIpElUTAHTA B IPYJHOE MOJOKO Yy KOPMSIIHX
JKEHIIMH HET, CJIeIyeT IPUHATE pelNIeHUE O NIPEKpaleHUU KOPMJICHHUS NIpernapaToM AINpPEeNUuTaHT
WJIM OTMEHE IIperapaTta B CBS3H ¢ BO3MOXKHBIM HeKeJIaTeJIbHBIM JIeHCTBHEM Ha IPY/IHBIX JETEH.
Crnioco6 npyMeHeHHs U 103bI

Cnocob npumenenus

Kamcynel npenapara AnpenuTaHT NIPUHUMAIOT BHE 3aBUCHMOCTH OT IpHeMa numu. Kancyssl
cJIelyeT MPOTJaThIBaTh IEIUKOM.

Pexcum dozuposanusn

[Ipenapar AmnNpenuTaHT TNPUHAMAIOT B TeueHHe 3 JAHeH B KOMOHMHAIMH ¢
[JIFOKOKOpTHKOCTepouiaMu M aHTaroHuctamu 5-HT3 penenrtopos. Ilepen HauasoM JiedeHuUs
CJeyeT O3HAKOMHUTBLCSI ¢ MHCTPYKIMEH Mo IpuMeHeHMIo aHTaronucta 5-HT3 penentopos,
HA3HAYaeMOTO OJIHOBPEMEHHO ¢ IpemapaToM AINpenuTaHT. PexomeHayeMas jo3a mpemnapara
AMNpenuTaHT TIpH TPEXJHEBHOM peXKUMe cocTapisieT 125 mMr BHyTph 3a 1 wac 0 mpuema
XAMHUOTEpaNeBTHUSCKHUX MpemnapatoB B 1-i geHs u 80 Mr oJIMH pa3 B JeHb YTPOM BO 2-U U 3-U
JTHU.

Hwxe B Tabmumax NOpUBOAMTCS CXeMa IpUeMa IpenapaToB B 3aBHCHMOCTH OT CTEICHH
SMETOTEHHOCTH IIPOTUBOOITYXOJIEBOH Tepaluu.

BrIcokosMeTOoreHHA ST XHMHO TEparmmfa:

Henn 1 Jenn 2 Henn 3 Henn 4
ArnperTaHT 125 mr BHyTpb 3a 1 "ac 10 | 80 Mr BHyTpb | 80 Mr BHYTpPH | —
Havajla XUMHOTEpaIuu (yTpom) (yTpom)

Hekcamerazon | 12 mr BHyTpb 3a 30 MuH |8 Mr BHYIpb [ 8 MI BHYTph | 8 MI' BHYTpb

Jo Hayajia XuMuoTepanun | (yrpom) (yTpom) (yTpom)

AHTaroHucrsl | CM.  HHCTPYKIMIO 1O | — — —
S-HTs IIPUMEHEHHIO
peLenTopoB AHTarOHUCTOB

5-HT3 peuentopos
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YMepeHHO HYMeTOr eHHAasl XMMHOTeparusi: (MOCNEAOBATENBHOCTE 0002]
Henn 1 Henn 2 Henn 3
AnpenmMraHT 125 mr BHyTph 3a 1 wac jo | 80 MI BHYTph | 80  Mr  BHYTpH
Havajla XUMHOTEpaIiH (yTpom) (yTpom)

Hexcamerazon | 12 Mr BuyTtph 3a 30 MuH g0 | —

Ha4vaJla XUMHOTEpAIliuu

AHTarommerel | CM.

S-HT3s NIPUMEHEHHUIO AHTAaTOHUCTOB 5-

pPeLenTopoB

HHCTPYKIHUIO

HTj3 penentopor

Imo | —

Ocobsie zpynnst nayuenmos

KOppeKHHH JO3bI B 3aBHCHMOCTH OT IIOJIA, paCOBOﬁ MIPHHAIJICIKHOCTH, HHACKCA MACChI TSJia HE

TpeOyeTesi.

Hayuenmeor c Hapyuwienuem Qyuxyuu neveru

He 'Ipe6yeTc>1 KOppCKIOUHU 103 Y IIAIUCHTOB C JISTKOM WJIH Cpe,[[Heﬁ CTENECHBIO IICUSHOYHOM

HEJOCTAaTOUYHOCTH (0T 5 /1o 9 Gasutor no mkase Yaina-11b10).

Kmunndeckne JaHHbIC II0 IIPUMCHCHHUIO IIpCliapaTa Yy IMAIJUCHTOB C TSDKEJION CTENEHBIO

MEYCHOTHON HEJOCTaTOUHOCTH (> 9 Sayutor mo mkaie Yaina-11p10) OTCYTCTBYIOT.

ITayuenmet ¢ HapyuieHuem QyHKUUU HOYEK

He Tpe6yeTcsi KOpPPCKIOHUHU 03 Yy IMAIJUCHTOB C TSDKEJION CTeIIeHbIO MOYSUHOM HEeJOCTaTOUYHOCTH

(xmpeHc KpeatuHuHa < 30 MJI/MHH), a TAK)KE Y MAIIUSHTOR ¢ TSPMUHAIBHOM CTaIUSH MOYSUHON

HEJOCTATOYHOCTH, HAXOAIMUXC HA TCMOAHATIN3C.

Hauuenmbt ROMCUTI020 603pacma

Koppekiuu 10351 y OKUIIBIX IAIIUSHTOB B Bo3pacTe 65 JeT U cTapiie He TpeOyeTes.

Hemu

BezonacHocTh U 3¢deKTUBHOCTh MpenapaTta ANPEeNUTaHT y JieTel B Bo3pacte Jo 18 seT Ha

,Z[aHHBIfI MOMCHT HC YCTAaHOBJICHEI. ﬂaHHbIe OTCYTCTBYIOT.

IToGounnie aelicTBHA

BezonacHoCTh anpenuTaHTa OIEHUBAIACH MPUOIH3UTEIbHO Y 6500 manueHToB.

Ilpopunaxmura moutromet u peomet, 66136aAHHLIX XUMUOMeEpane

Buwicoxoamemoeernnas mepanus

B kiImHMYeCKOM  HCCISHOBAHHUH

IIpUHUMAJIA  Y4aCTHC

544

ManueHTa, IIOJy4YaBIIHX

BBICOKOSMECTOICHHYIO TCpaIllUuIO H AlIPCIIMTAHT B IICPBOM ITHKIIC. 413 manueHTOB M3 JaHHOU

ITpYONbl  TPOJOJDKWIM Tepanuio (MAaKCHUMaJIbHOE UHCIO KYpPCOB XHMHOTepalmuu — O).

TpexaHeBHBIM pekUM MpHeMa

alIpCliiTaHTa B KOM6HHaHHH C

OHAAHCCTPOHOM H

6
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PR, ABATENLMOCTE 00021 .
JeKCaMeTa30HOM XOpOIIO TMEPeHOCHWICS Tia eHTaMﬂ.ﬂ'BUJI—L%?TB&thSGSqﬁL'IX 'a'idum,

3a(pUKCHPOBAHHBIX B KJIMHUYECKUX MCCIIEJOBAHUSX, ObLIM ONpe/IesIeHbl KaK PeakIuH JITKOH U
Cpe[lHEH CTENeHH TSDKECTH.

HaunGonee yacTo BCTpeuaeMBIMH HeXKeJIaTeIbHBIMM SIBJICHHUSIMH Ha (OHE BBHICOKOOMETOTSHHOU
XUMHOTEpANNHU Y MAIUSeHTOB, NOTyYaBIINX AllPeIUTAHT B KOMOMHALIUK ¢ aHTaroHucTaMu 5-HT3
pELIENTOPOB M JeKCaMeTa30HOM, M HaOiofaeMbIMH ¢ OoJiblIed 4acTOTOM, YeM IIpH Tepaluu
antaronuctamu 5-HT3; perentopor u jJekcameTa3zoHoM Obutu: HKoTa (4,6 %), TOBBINICHHE
AKTHUBHOCTH aJlaHWHAMHUHOTpaHchepassl (2,8 %), nucnencus (2,6 %), 3anop (2,4 %), roioBHas
60J1b (2,0 %) u camxenue anmetuta (2,0 %).

B nononHUTeIBHOM KIMHUYECKOM HCCIeIoBaHUH y 1169 manueHTOB, MOJIy4aBIIUX pa3jIdYHBIE
BH/IbI BBHICOKOOMETOT€HHOM XMMHUOTEPAllUUd M PEXKHUMBI NPO(QUIAKTUKHA TOIIHOTHI U PBOTHI C
IIpUMEHEHHUEM allpelIuTaHTa U anTtarouuctor 5-HT3 penentopos u gekcameTasoHa, JIMOO TOIBKO
anTaronucToB 5-HT3 pernentopoB u JekcamerazoHa, Npouib MOOOUHBIX peaknui ObLl
OJIMHAKOBBIM.

Ymepenno smemocennas mepanus

B KIMHMYECKOM HCCIICIOBAHHMU ¢ ydacTHeM 868 malueHTOB Haubosiee YacTo BCTpEeUaeMbIM
HE)KeJIaTeILHBIM SIBJICHMEM Ha (oHe YMEpEeHHO SMETOT€HHOH XMMHOTEpAllMH Yy IalMeHTOB,
[OJIYUaBIIUX allpeIUTaHT B KoMOuMHanmuu ¢ aHraronucramu 5-HT3; penentopor u
JIeKCaMeTa30HOM, M OTMeUYaeMbIM ¢ OoJibIIeH YacTOTOM, YeM IpH Tepalud aHTArOHUCTAMHU
5-HT3 penienTopoB U iekcamMeTa3oHOM, Oblia yromisieMocTs (1,4 %).

B oOpe/lMHEHHOM aHAJM3e¢ MCCIICJOBAHUN BBICOKODPMETOTCHHOM M YMEPEHHO HMETOTeHHOH
XUMHOTEPAlMH Y MallUeHTOB, IIOJIYYaBIIUX JIeUSHHE allpelIUTAHTOM B TPEX/JHEBHOM pPEKHME,
HAOIIOTAIUCH CIIGAYIONIUE CBSI3aHHbIE ¢ IIPUEMOM IIpernapaTa HexKeslaTe/IbHbIE SIBJICHUS, IIPUYEM
¢ GoJpIelt YacTOTOH, UeM MpHU CTaHAApTHON Teparuu:

gacto (=1/100, vo <1/10), mHewyacto (=1/1 000, Ho <1/100), peako (=1/10 000, no <1/1 000).

Hugpexyuonnvie u napazumapuvie 3a001esanui. peoko — KaHIUA03, CTaQUIOKOKKOBas
HUH(}EKIHSL.

Hapyiienus co cmoponvl cucmembvl KposemeopeHua: Heuacmo — aHemus, (HeOpuibHas
HEUTPOTICHUS.

Hapyuienus co cmoponvi 0OMeHa seuiecms i nUmAanus. 4acmo — CHIKSHHE allIICTHUTA, peak‘.o —

IIOJIUJUIICH .

Hapyuenus ncuxuxu: Heuacmo — TPEBOKHOCTD, peoKo — JIe30pUeHTALUs, SH(DOpHsL.

Hapvuienus co cmoponvl _HEpSHOU CUCMEMbL. Hedacmo — T'OJIOBOKPYKCHHUC, COHJIMBOCTD,

peako — KOIHUTHBHBIC HAPYIHICHUA, 3aTOPMOKCHHOCTL, H3BpalllCHUC BKYyCa.

Hapyuienusa co cmopoHbl Opeana 3peHusL: pec);co — KOHBIOHKTHBHT.
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Hapyuienus _co _CmopoHsl__cepieyHo-coCyOUCHOt _ CUCIeMbl,  Hedacmo — ydalleHHOe

cepauebueHue, NpUCTYIIOOOpasHble OIMYIICHUS JKapa («IIPWIHBBI»); peoko — Opagukapus,
Cep/IeYHO-COCYIUCThIC HAPYIITSHUS.

Hapyuienus ¢co cmopoHvl_OblXAmenabHOl_CUCHEMbL, OPSAH08_2PYOHOI KACMKI 1_CPeOOCeHUs.:

vacmo — HKOTa, pe@xo — OoJib B ropje, 4YHuXaHbe, Kallcllb, MMOCTHA3AILHBIN CHHIPOM,
pasapasKCeHHUC IVIOTKH.

Hapyuienua co cmopoHbl cucmemvl_nuiesapers. 4acmo — AUCIICIICUS, HeHacmo — OTPBIKKA,

TOIHOTA, TacTpod3odareaibHbId peduitoke, pBoTa, 60JIb B JKUBOTE, CYXOCTh BO PTY, METEOPHU3M;
peoxo — TBepIbld KaJl, epdopaTUBHA s13Ba JABSHAAATUIICPCTHON KUIIKH, HEMTPOIICHUYESCKHH
KOJIUT, CTOMATHT, B3{yTHE )KUBOTA.

Hapyuienua co cmopoHbl_KOXNCH U nO@KOJ!CHO—DICltDO@OIZ KACemUYamKy. Hedacmo — CbIIIb, aKHC,

peéko — (I)OTOCGHCPIﬁI/IJ'II/IBaI_IHﬂ, IIOBBIMMICHHAS IIOTJIIMBOCTD, ce60pe>1, IMOBLIMICHUE SKUPHOCTHU
KOXH, 3yJi11asA ChIllb.

HCI,DVZM@HM}I CO__CMOPOHLL _KOCMHO-MbIUMEYHOU CUCINEMDBL. peC)KO — MBINICYHBIC CIIa3MBbI,

MBIIIeYHas ¢I1a00CTh.

Hapyuienus co _cmoporvl _HOYEK _i_MOYEEble00SMUX _Nymeti. Heuacmo — AU3BYPUSL, peaxo a

MIOJUTAKHYP UL

Hsmenenua co CINOPOHbL Jlaf)'opamoprzx NOKQ3ameen. 4acmo — TMOBBINICHHE AKTHBHOCTH

aJJaHMHAMHUHOTpaHchepasbl, Heuacmo — TMOBBINISHHE aKTHBHOCTH aclapTaTaMHHOTpaHC(epasbl,
MOBBINMNICHHE  aKTUBHOCTH  IMeJdouHOM  (ocdaTassl, pedko — yBeJIMUSHHE JUYpe3a,
SPUTPOIUTYPHUS, THIIOHATPUEMHUSL, CHUIKEHHE MACCHI TeJia, TIIIOKO3YpHsL, HEUTPOTICHUSL.

Oﬁl{/ﬂt@ DACCMpPOUCMea: Hacmo — YTOMJIEMOCTD, HeHacmo — aCTCHHUS, HCJOMOTAHHUC, pe@xo —

OTEKH, OMyIeHHe JUCKOMGOPTa B 00IACTH TPYTHOH KIISTKH, HApyIISHHE TIOXO IKH.

[Ipodunp HexeNATENHHBIX SIBICHUH V TAllMEHTOB, TMOJYYAIOMIUX BHICOKOPMETOTCHHYIO H
YMEPEHHO PMETOTCHHYIO XUMHOTEPAIUIO, TIPU TPOBE/ICHUH MOBTOPHBIX KypCOB (MaKCHUMATbHOE
YUCIIO KYpCOB — 6) ¢ MPUMEHEHHEM alpelUTaHTa ObIJ COMOCTABHM C TaKOBBIM BO BpeMms 1-To
IUKJIA XUMHOTEPAITHH.

B npyrom uccieJoBaHUHM NPUMEHEHHSI allpeIUTAHTA JUIS MPEIYTPEHKISHHU TOIMHOTH U PBOTHI,
HUHAYIIUPOBAHHBIX XUMHOTEpaNueH, ObIJIO MOIYyYeHO COOOIEHHE O Cepbe3HOM HEeXeNATSIHLHOM
siBJIeHUH — cuHApoMe CTHuBeHca-/[3KOHCOHA, TOKCHYSCKHUN SMHUPMAIbHBIH HEKPOJIH3 (CHHIPOM
Jlaitesa).

Jannvie nocmpecucmpayuoHHbIX UCCIeO06aHUT

B mocrperucTpalinoHHBIH TMepuoa ObLIO COOOMmMEeHo O MoOoYHBIX 3¢deKkTaxX, MPHBEICHHBIX

HHKC.
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HEOIIPE/ICJICHHON YHMCJICHHOCTBIO, HEBO3MOIKHO JIOCTOBEPHO OIPEISIUTh OKHUJAEMYIO YacTOTY
WJIY IPUYHAHHYIO CBSI3b € IPUEMOM IIpenapara.

Co cmoponbl KOJKCH U NOOKOJICHO-ICUPOSOTE KiemuamKu: 3y, Chlllb, KPAUBHHUIA, peoKo:
cunapoM CruBeHca-/[KOHCOHA, TOKCHYECKHUH SIIHASpPMAIbHBIN HeKpoJin3 (CHHApoM Jlalesia).
Co  cmopoHvl  UMMYHHOU  cucmemui:  PEaKMH  TUIePUYBCTBUTEIBHOCTH,  BKJIIOUAs
aHA(UIAKTUYSCKUE PEaKIIUH.

Ilepeno3upoBka

Hmerommuecsi JaHHbIE IO TPUMEHSHHIO BBICOKHX J03 ampenuTaHTa 0e3 XUMHOTepamuu
(omHokpatHo A0 600 Mr wim mo 375 Mr eXeJTHEeBHO B TeueHUEe 42 JHEH) CBHUACTEILCTBYIOT O
Xopolnel nepeHocuMocTH npenapata. CoolImanioch 0 BOSHUKHOBEHUH COHJIMBOCTU M T'OJIOBHOM
60JIH y OJTHOTO TalMeHTa, npuHsapmero 1440 Mr anpenuTanTa.

B cinydae mnepedo3uMpOBKH JaJbHEHIIYIO TEpamuio IpenapaToM AIMNPENUTaHT —CleayeT
IPEeKpaTUTh, 3a MAMEHTOM CJIeyeT YCTAaHOBHUTH THIATeJbHOe HaOmoAeHHe. AHTHIOT K
npenapaTy HeuzBecTeH. [Ipu HeOOX0AMMOCTH NIPOBOIAT CUMIITOMATUUYECKOE JIeUeHUe. B cBsi3u ¢
MIPOTHUBOPBOTHBIM JICUCTBUEM allpeIIUTAHTA, JIGKAPCTBEHHbIE MpENapaThl, BhI3bIBAIOIINE PBOTY,
ckopee Becero, OyayT HendekTuBHbI. ['eMoauanms HeddhEeKTHBEH.

BzaumoneiicTBue ¢ APYTUMH JIeKaPCTBeHHBIMM CpeICTBAMU

ATpENUTAHT SIBISICTCA CyOCTpaToM, YMEPEHHBIM HHTHOUTOPOM M HHIYKTOpOM H30odepMeHTa
CYP3A4. AnpenutanT Takke siBisieTes HHAYKTOpoM u3odepmenta CYP2C9.

Bruanue anpenumanma na apMaxoxuHemuKy Opyeux 1eKapcmeeHHblX npenapamos

[Ipun ogHOBpeMEeHHOM IPUMEHEHHM AalpelHUTAaHT, KaK yYMEpeHHbIH HHrHOUTOp H3odepMeHTa
CYP3A4, wmoxeT mNOBBIATh KOHLUESHTPAIMIO B IUIa3Me MEPOPAJIbHBIX JIEKAPCTBEHHBIX
MpenapaTop, MeTabOJIM3M KOTOPBIX MPOUCXOMMUT moj JercTeueM uzodepmenta CYP3A4. B
MEHBIIEH Mepe alpelnUuTaHT MOXKET IOBBIMATHL KOHIICHTPALMIO B IUIa3Me IMPUHHUMAEeMbIX
OJIHOBPEMEHHO BHYTPUBEHHBIX JICKAPCTBEHHBIX MPETapaTOR, MeTa0OIU3M KOTOPBIX MPOUCXOTUT
noA nericteueM uzopepmenta CYP3A4.

[IpenapaT Hesb3sl IPUMEHSITH OJTHOBPEMEHHO € MUMO3HUIOM, Tep(eHaTUHOM, aCTEMHU30JIOM HIIH
nu3anpugaoM (oM. pasaen «lIlpotuBomokazanus»). HMurubuposanme wuszodepmenta CYP3A4
AMpeIUTAHTOM MOJKET IPHUBECTH K MOBBINICHUIO KOHIICHTPALIUM HTUX IIPEeNapaToB B IUJIa3Me U K
MOTSHITHAIILHO CEPhE3HBIM U OMACHBIM JIJISI JKU3HU SIBJICHUSIM.

AMNpenuTaHT HeoOXOJUMO TIPUMEHSATh C OCTOPOXKHOCTHIO TAIMEHTAM, MOJYYAIOUIHM
CONYTCTBYIOIYIO TEepalluio IMpernapaTaMH, MeTaOOIM3UPYIONIMMHUCS TJIaBHBIM oOpa3zoMm depes

m3opepmenT CYP3A4 W HUMEIOIMHMH Vy3KHH TEpanmeBTHUSCKHM JTHANA30H, TAaKUMH Kak
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IUKJIOCTIOPUH, TAKPOJIHUMYC, CHPOJIUMYC, DBEpAIUMYC, Qﬂ@éﬂ&l%&?‘ﬁgs%%%ﬁ;ﬂ. 3];7}’0"}51\'41/1&

(peHTAHWT U XUHUIUH (CM. pazjiel «Ocolble yKa3aHHs»).

AmNpenuTaHT UHAYINHpYyeT MeTaboimu3Mm Bappapuna u ToinOyramuaa. OJHOBpPEMEHHOE
MpUMEHEHHE aNpeluTaHTa ¢ STUMH WIH JPYTHUMH TperaparaMu, KOTOpble MeTaOoIH3HUPYIOTCS
uzopepmentom CYP2CO (mampumep, (EeHHTOMH), MOMKET TMPUBECTH K CHIDKCHHIO HX
KOHIICHTpallMM B IUIazMe. He oTMeuYeHO BIMSIHMSA alpeluTaHTa Ha IUIOMA]b I10J KPHUBOH
«KOHIeHTpamus — BpeMsi» R (+)- unu S (-)-BapdaprHa, 0JTHAKO MPH COBMECTHOM NPHUMEHECHUH
HAOMIONATOCh  CHIJKeHHe  MHUHHUMAJIBHOW  KOHICHTparud S (-)-BapdapuHa, KOTOpOe
conpoBoxkaainocs cHuwkeHueM MHO nHa 14 % depe3 5 pAHed mociae OKOHYAHUS IIpHEeMa
alpenuTanTa. Y MAIUSHTOB, MOJIYYaloIUX Tepamnuio Bap(apuHOM B TeUeHHE JUTMTEJIHLHOTO
[IepUo/la BpEeMEHH, cJiefyeT TIaTeJibHo MoHMTOpupoBaTh MHO B TeueHwe 2 Henenb, u
ocobenHo Ha 7-10 qHU mociie Hadalga TMpHeMa alpelnuTaHTa Mo 3-JHEBHOH CXeMe BO BpeMs
KOKIOTO0 IUKJIA XUMHOTEpAlMH. ANPENUTAHT YMEHbINAST IUIOMAJb TOJ KpPUBOMU
CKOHIICHTpAIUS — BpeMs»» ToI0yTaMu/1a, siBjsitomerocs cyoctparom uzodpepmenta CYP2C9, na
23 % B 4-ii nenb, Ha 28 % B 8-i geHb W Ha 15 % B 15-# gens. llpu sToM ToNOyTamMug B
ofqHOKpaTHOW Jo3e 500 Mr mnpuHHMalca Ilepe]] Ha4daJoM 3-/IHEBHOM CXeMbl TepaluH
anpenuTaHnToM B JieHb 4, 8 u 15-11.

Anmazonucmot 5-HT'3

BzaumopeiicTBue anpenuTaHTa ¢ TpenapaTaMy, SBISIONMUMHCS CYOCTpaTaMH TEPESHOCUHKA
P-roukonporenHa, MaJlOBEpOSTHO BCJCACTBHE OTCYTCTBHSI B3aUMOJCHCTBHUS alpelUTaHTa ¢
JUTOKCUHOM.  AINpEeNUTAaHT HE  OKa3blBaeT KIMHUYESCKH 3HAYMMOTO  BJIMSIHHUS  Ha
(dapmakokuHeTUKy aHTaronuctoB 5-HT3 pementopoB: oOHJaHCeTpoHAa, TpaHHCETPOHA W
TUAPOAOSIAcETpOHA (AKTUBHOTO MeTabOIUTA JOJIACETPOHA).

Kopmuxocmepououi

IIpu onHOBpeMEHHOM IpHEME allpeIUTaHTa U IVIFOKOKOPTUKOCTEPOH/I0B OTMEUEHO YBEIIHUSHUE
IUIOWIA/IH TI0/] KpUBOHM «KOHIIEHTPALMsI — BpeMsD» UL AeKCaMeTa30Ha, IPUHUMAEMOIO BHYTpb, B
2,2 paza; I METWIIPEJIHU30JIOHA, BBOAUMOrO BHYTpUBeHHO, B 1,3 pasza wu
METHJIIPSAHU30JI0HA, IPUHUMAEMOIO BHYTpPb, B 2,5 paza. B CBsI3u ¢ »TUM UL JOCTHIKSHUS
HeoOxouMoro s¢ddexra cTaHIapTHYIO /103y JeKcaMeTa3oHa IpU NPUMEHEHHMH €ro BHYTPh B
KOMOMHAITUHN ¢ alpelIUTaHTOM CHIDKaloT Ha 50 %, 103y MeTWINPEJHU30JI0OHA IIPU BBEJACHHUU
BHYTPUBEHHO CHUIKAIOT MPUOIU3UTENIHHO Ha 25 %, Ipu IpUMeHeHUU BHYTph — Ha 50 %o.

Xumuomepanesmuieckue npenapambubl

[Ipu mpuUMeHEHUH aNpeUTaHTa BMECTe ¢ XUMHOTEPANeBTUUSCKUMH MperapaTaMu, MeTaboIu3M
KOTOPBIX TJIaBHBIM 00Opa3oM WJIM YaCTHYHO MPOUCXOAUT NpH ydacTuu m3odepmenta CYP3A4

(pTOMO3WA, BHHOPENOHWH, jomerakcen, wudochamun, mukIopochamMuy, HPUHOTSKAH U
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co0JoAaTh OCTOPOXKHOCTh B OTHOIICHHWH MAlMSHTOB, MOJYYAIOMIMX JaHHBIE IMpenaparbl, H
BECTHU 3a HUMH JIOMIOJIHUTE/IbHOS Habto/leHne. B mocTperucTpaliioHHbIX UCCIIeTOBAaHUSX ObLIH
3aUKCHPOBAHBI CITyYal HEHPOTOKCHYHOCTH, KOTOPhIE MOTYT PacCMATPHBATHCS KaK BO3MOIKHOE
noGouHoe eticTerue upochamMuia, IPUMEHISMOTO COBMECTHO C alIPEIIUTAHTOM.

Hoyemaxcen: B OTNEIBHOM HCCIEAOBAHUM (PAPMAKOKHHETUKH IIpU MEpOpPATIBHOM IIpHeMe
anpenuTanTa (cxema npuMmeHeHus1 125 mr/80 mr) kakoro-iauGo BIMSHHUS Ha (PapMaKOKUHETHKY
JoTleTaKceNia OTMEUeHO He ObLIO.

Bunopenbun: B OTISABHOM HCCIICIOBAHUH (ApMAKOKUHETHKH TPH IEPOPAIbHOM TIpUEMe
anpenuTanTa (cxema npuMmeHeHus1 125 mr/80 mr) kakoro-auGo BIMSHHUS Ha (apMaKOKUHETHKY
BUHOpEJIONHA OTMEUESHO HE OBLIO.

Hepopanbubie KoHmMpayenmiuesl

O} deKkTHBHOCTH TOPMOHAILHBIX KOHTPAIIETITUBOB B MIEpHO/] pHUeMa U B TeueHue 28 aHel mocie
OKOHYAHUs IpHUeMa allpelIuTaHTa MOXKET ObITh CHIDKeHA. Bo BpeMs JieUeHHsI allpelIUTAHTOM U B
TeUeHHE 2 MeCsIeB IIocje IIpueMa IOCJIeHEeM J03bl alpeluTaHTa cCielyeT IPUMEHAThH
aJbTePHATUBHBIC WM PE3epPBHBIC METO/IbI KOHTPAISIIIUH.

Muodazonau

[Ipu oTHOBpEMEHHOM MEepOpaIbHOM IIpUEMe MUJa30JIaMa U allpelUuTaHTa OTMEUSHO YBEJIMUSHUE
IUTOIMAIA TIOJT KPUBOM «KOHIICHTpAIMsi — BpeMs» MuAasonama. l[loTeHuuanbHbeiii »ddext
MOBBLIMICHUS] KOHIISHTPAIMH B TUTa3Me MUAa30J1aMa WK JIPYTUX OSH30/IHa3eTMHOB, MeTa00IU3M
KOTOPBIX ocymiecTBisieTcss depes uzodepmenT CYP3A4 (ammpazosnam, Tpuazoyiam), cleayeT
MIPUHUMATh BO BHUMAaHHUE MPH OJHOBPEMEHHOM HA3HAUCHUU HTHUX IIPEIAPATOB C AllPSIIUTAHTOM.
Brusnue opyeux nexapcmseHHuIX npenapamos Ha PapMaKOKUHEMUKY anpenumanma
OHOBpEMEHHBIH TIpHEM alpelnuTaHTa ¢ IpenapaTaMy, KOTOpble HHTHOUPYIOT aKTUBHOCTH
m3opepmenta CYP3A4, mMokeT NpUBECTH K YBEJIMUYCHHIO KOHIICHTPAIMH alpelHUTAaHTa B
IJiazme.

CremoBaTeIbHO, HEOOXOJUMO € OCTOPOIKHOCTHIO HA3HAUATh ANpPENUTAaHT B KOMOWHAIIMM C
CUJIbHBIMU uHTHOUTOpamu u3opepmenta CYP3A4 (manpumep, KeTokoHazoiom). OpHako
OJIHOBPEMEHHBIN TpHeM alpelHuTaHTA ¢ YMEpeHHbIMH HHruGHTOpamu m3opepmenta CYP3A4
(Hampumep, JIUIITHA3EMOM, UTPAKOHAB0JIOM, BOPHKOHA30JIOM, [I03aKOHA30JIOM,
KJIAPUTPOMHUIIMHOM, TSJIUTPOMHUIIMHOM W MHTHOMTOPAMHU TMPOTea3bl) HE BHI3BIBACT KIHHHYCSCKH
3HAYUMbBIX U3MEHEHUN KOHI[CHTPAI[UHU allpeluTaHTa B IUIa3Me.

OHOBpEeMEHHBIM IIpUeM allpelNuTaHTa ¢ IpelapaTaMH, KOTOpbIE SIBJISIIOTCS CHJIBHBIMU

uHayKTopamMu  uzodepmenta CYP3A4  (manpumep, pudaMOHIAHOM, (DEHHTOHHOM,
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alpeluTaHTa B IJIa3Me U, TAKMM 00pa3oM, K CHHKEHHIO 3P PEKTUBHOCTH allpelIUTaHTA.

Taxoke 0oJHOBpeMEeHHOE IPUMEHEHHUE allpelIUTaHTa ¢ IiperapaTaMy 3Bepo00si IPOAbIPSIBICHHOTO
He peKOMEeHyeTcsl.

Y DalUeHTOR ¢ apTepHATbHOM THUNEpTCH3UEH JIETKOM W Cpe/IHeH CTeleHH IpueM TaOlieTKH
allpellUTaHTa, coJepKalled A03y, comocTaBuMmyro ¢ 230 Mr mpemapara B KalcyJjax, B
KOMOWHAIIMHU ¢ JWiITHazeMoM B jo3¢ 120 mr 3 pasa B JieHb B TeUeHHE 5 JHEH NMPHUBOJAWI K
VBEJIMUEHHUIO IUIOMIAJHM II0J] KPUBOM «KOHLIEHTpAllUsg — BpeMs)» allpellMTaHTa B 2 pasa U
O/IHOBPEMEHHOMY VBEJIMUSHHIO IUIOIAAH 10/ KPUBOM «KOHLIEHTPAIMs — BpeMs» JHJITHA3EMA B
1,7 paza. Ot ¢apmakokuHeTHUeCKHE >PQPEeKThl He NPUBOJWIM K KIMHHUYECKH 3HAYHMBIM
m3MeHeHHMsIM OKI', 4acTOTBI CepAeUYHBIX COKpallleHHH HJIM apTepHaJbHOIO [aBJICHHSA IIO
CPABHEHHIO C U3MEHEHUSAMH JJAHHBIX II0Ka3aTeIed IIpH IIpHeMe TOJbKO JUITHA3EMA.
OHOBpeMeHHBIN NpUeM anipenuTanTa 1 pa3 B cyTkH B opMe TabJICTKH B J103€, COMOCTABUMOM ¢
85 mr wim 170 Mr npenapata B Karcyjax, U IapokceTHHA B Jo3e 20 MI pa3 B JeHb IIPUBOIUI K
YMEHBIICHUIO TUIOMAJAHN IO/ KPUBOM «KOHILEHTpALlUs — BpeMsh» NpUOIM3UTeNbHO Ha 25 % u
Cinax ipubmu3uTeabHo Ha 20 % Kak JUid alpeluTaHTa, TaK | JJIsl TApOKCeTHHA.

Oco0ble ykazaHus

IIpenapaT AnpenurtaHT clieAyeT HMPUMEHSTh ¢ OCTOPOXKHOCTHIO Y HAIIMEHTOB, OJTHOBPEMEHHO
MOJIYUAIONIUX JICKapCTBeHHBIE IperapaThl, KOTOpble MeTaOONM3HPYIOTCS TJIaBHBIM 00pa3oMm
yepe3 wuzopepmMeHT CYP3A4 U wuMeroT Yy3KMH TepamneBTHUSCKHH JMamna3oH, TaKue Kak
ITUKJIOCIIOPUH, TAKPOJIUMYC, CHPOJIMMYC, DBEPOJIUMYC, aJIpeHTAaHWII, IIPOU3BO/IHBIE AJIKAJIOU/I0B
CHOPBIHBH, (PeHTAHWI U XMHHUIUH (CM. paszjien «BzaumojelcTBHe ¢ IpYTHMHU JISKAPCTBEHHBIMHU
cpeacTBaMu»). Takke COBMECTHOE NPUMEHEHHE ¢ UPHUHOTEKAHOM JOJDKHO OBITH NMPOBEASHO C
0Cc000H OCTOPOIKHOCTHIO BBU/TY BO3MOIKHOTO YBEIHUYEHHUSI TOKCHUHOCTH.

OaHOBpeMeHHOe TNpPUMEHEHHe Ipemapara ANPENUTAaHT ¢ BappapHHOM MOJKET IPHBECTH K
KJIMHHYSCKH 3HauuMoMy cHmkeHHI0 MHO 1npoTpoMOHHOBOTO BpeMeHH. Y MAIMeHTOB,
MOJIYYAIONUX JUIMTEIBHYIO Tepaluio BaphapHHOM, ciIeyeT TIaTeIbHo KoHTpoaupoBath MHO
BO BpeMsi JICUSHHUSI MpenapaToM AINPENUTAHT U B TeueHue 14 jnHeH, B ocoOeHHOCTH depes 7—10
JHEH T1ocie Hayaja 3-JHEBHOM CXeMbl IIpenapara ANpPENHUTaHT IpPH KaKIOM I[HKIe
XHUMHOTEPAIIHH.

D¢} PekTUBHOCTH TOPMOHAJIBHBIX KOHTPAICTITUBOB MOXKET CHU3HTHCSA BO BpeMs U B TeucHHe 28
JHEH IocIIe JISYeHHUs IIpenapaToM AINpenuTaHT. Bo BpeMs jieueHus npenapaToM ANpENnuTaHT U
B TeUeHHE 2 MeCsIeB IIoCie IIpHeMa IIoCJeJHeH /03Bl Ipemnapara AINPENUTAHT CJEAyeT

HCIIOJIB30BAaTh AJIbTCPHATUBHBLIC MCTO/bI KOHTPAalCIIIHHA.
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CrnepgyeT nmpuHUMAaTh BO BHUMaHHE MOTEHI[HATIBHYIO BO3ZMOXKHOCTH PA3BUTHUS TaKHX MOOOYHBIX
53¢ dexToBR, Kak TOTOBOKPYKEHHE, COHIMBOCTD, 3aTOPMOXKEHHOCTh M paccTpoicTBo 3penus. Ilpu
MOSIBJICHUH OINMCAHHBIX HEXKENIaTeJIbHbIX SIBJICHUM CIIeyeT BO3/JCPIKATHCS OT BBHIOJHEHUS
YKa3aHHBIX BUJIOB JIeATEJILHOCTH.

dopma BbIIyCKA

Habop kancyn 80 mr u 125 wr.

ITo 1 unu 2 xancyiasl B OnucTep u3 KoMmOWHHpoBaHHOoTO Matepuaia OITA/AJIIO/NIIBX,
INBX/TIBAX/TIBX v IIBX/TIBJIX u Goabru amroMAHHESBOM.

Kombunuposanuas ynaxoexa:

ITo 1 kancyne 125 mr B Oxuctep ¥ 2 kancyiasl 80 mr B Gmuctep. Oba OmucTepa BMecTe ¢
WHCTPYKIHUEH 110 IPUMEHEHHUIO TOMEIIAIOT B MAUKy KapTOHHYIO.

ITo 1 xamcyze 125 mr B 6muctep u no 1 xancyne 80 mr B 6muctep. OnuH 6IUCTep ¢ KancyIon
125 mr u aBa 6nuctepa ¢ Kancysiaou 80 Mr BMecTe ¢ HHCTPYKITUEH 10 IPUMEHEHHUIO MOMEIIAIOT B
IaYyKy KapTOHHYIO.

Y ciaoBus xpaHeHus

XpaHUTh [IpU Temneparype He Bblle 25 °C B OpUTHHAJILHOW YIIAKOBKE (B IIAUKe).

XpaHUTh B HEJTOCTYITHOM JIUJIS ICTeH MecTe.

Cpok rogHocT

2 roga. He npuMeHsITh IO UCTEUSHUHU CPOKA TOJHOCTH, YKAa3aHHOTO Ha YIaKOBKE.

Y cioBus oTIrycka

OTycKaroT 10 pelenTy.

IIpousBoauTe h/Opranusaiusa, IPUHUMAIOIIAS TPeTeH3UN MOTPeoUuTeIeli:

AOQO «buokom», Poccust,

Crappononbckuit kpaii, r. CtaBpornons, Hanaesckuii npoesn, a. 54

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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