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IO MPUMEHCHHUIO JICKapCTBECHHOI'O IIpCIiapaTa Jjisi MCJUITUHCKOT'O IIPUMCHCHHU S

buxaxyrammyg
PerncrpaiiuoHHbIIi HOMeEp:
Toprosoe HaumeHoBaHue: bukatyTamMus
MexkayHapoaHOe HelTaTeHTOBAHHOEe W T'PYIIIIPOBOYHOe HAUMeHOBaHUe: OUKaTyTaMU/T
JlekapcTrBeHHas dopma: TabIeTKH, MOKPHITHIE MIICHOYHOU 000I0UKOM

CocrtaB

cocTas Ha 1 TaGieTKy:

Oeticmeyiouyee seujecmeo: oukamytamua S0 mr/150 mr;

gcnomozamenvuble éeujecmea: 1akTo3pl MoHoTUApar 135 Mr/397 mr, moeuaon K-30 4 mr/10 wr,
Marfusi creapar 2 Mr/6 Mr, KapOOKCHMETHJIKpaxMall HATpusi 8 Mr/24 Mr, KpeMHUSI JUOKCH
KOJUTOMIHBIH 1 Mr/3 Mr;

cocmae nieHounol obonouxu: runpomesviosa 1,6 mr / 4 mr, makporon 0,8 Mr/2 mr, Tajabk

0,8 Mr/2 Mr, TuTana guokcun 0,8 Mr/2 mr.

Onucanue:

Jna oozupoexu 50 me. Kpyriible, NBOSAKOBBITYKIIbIe TaOJISTKH, MOKPHITHIE IIJICHOUHOH 000JI0UKOH
Gesoro nBeta. Ha ool cTopoHe mMeeTcs: pucka. Ha monepeunom paszpese siipo Gestoro Wi
OYTH OEJIOTO I[BETA.

Jna oosupoexu 150 me. Kpyrible, JBOSIKOBBIMYKJIbIE TaOJCTKH, TMOKPBIThIC IUICHOUYHOM

obosoukoit 6esoro 1Beta. Ha nomepedunom paspese saapo 6e10ro Wil MoYTH GeJIoro IBeTA.

(I)apMaKOTepalIeBTl/[‘-IeCKaﬂ rpymaa: IIPpOTHBOOIIYXOJICBbBIC TOPMOHAJIBHBIC IIpCIlapaTbl H

AHTArOHUCTHI TOPMOHOB; AHTATOHUCTHI TOPMOHOB U POJICTBEHHBIE COSTMHEHUS; aHTHAHPOTSHBI.
Kox ATX: LO2BB03.
dapmakosoruiecKue cBolicTBa

Dapmaxoounamuxa

BukamytamMu1 npecTaBisieT co0o# paleMHUeCKyI0 CMeCh ¢ HECTEPOUTHOW aHTHAHIPOTSHHOU
aKTHUBHOCTBIO TMpeumymiecTBeHHO (R)-5HaHTHOMepa, He oOlagaeT WHOW DHIOKPUHHOU
AKTUBHOCTBHIO. DHKayTamMuJ| CBS3bIBACTCS € aHJIPOTCHHBIMU PEIENTOpPAaMH M, HE aKTUBHUPYS
AKCIPECCHIO TEHOB, MOAABISACT CTUMYJMPYIONISS BIMSHHUE AHJIPOTEHOB. PesynbTaToM 3TOrO

SBJBICTCA PErpeCCusl  3JIOKAYCCTBCHHBIX HOBOOGp&SOB&HHfI HpeHCTaTeHBHOﬁ JKeJespl. Y
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KJIMHHUYCCKOTO «CHHAPOMAa OTMCHBI aHTHAHAPOTCHOBY.

Dapmarokunemuxa

ITocne mpuema BHYTph OMKaTyTamMHJ{ ObICTPO M TIOJIHOCTHIO BCACHIBACTCA M3 IKEJIYTOUHO-
KHIIeYHOro TpakTa. [Iprem numy He BJIMSAET Ha BCaChIBaHHE.

(S)->HaHTHOMEp BBIBOAUTCA U3 OpraHu3Ma ropasfgo Obictpee (R)-sHaHTHOMEpa, TEpHON
II0JIYBBIBEJ€HUS IIOCTIETHETO — OKOJIO 7 THEH.

ITpu exxenHeBHOM IpueMe OuKamyTaMuna KoHIeHTpanus (R)-sHaHTHOMepa B IIa3Me KpPOBH
yBeJIMUMBaeTCsl puMepHo B 10 pa3 BCJIEACTBHE JUIMTEJIBHOTO IEpHUOJA MOTYBBIBEISHHUS, UTO
JieJ1aeT BO3MOKHBIM IIpUeM IIperapara oJJuH pa3 B CYTKH.

IIpu exequepHOM mpueme OukamyTamuga B go3e 50 mMr papHoBecHasi KoHieHTpaimsi (R)-
SHAHTHOMEpAa B IJIa3Me KPOBH COCTaBJIsIeT 0KoJo 9 MKr/MiL. IIpu mpueme 150 mr GukamyTamuia
€KeJJHeBHO paBHOBeCHas KoHIeHTpamus (R)-sHaHTHOMepa COCTaBIsAeT NPUOIU3UTEIHLHO
22 mxr/min. llpu paBHOBECHOM COCTOSIHHH OKoJio 99 % Bcex NUPKYJIHUPYIONIUX B KpPOBH
SHAHTUOMEPOB COCTABJISIET aKTUBHBIN (R)-3HaHTHOMED.

Ha ¢apmakokuneTnky (R)-sHaHTHOMEpa HE BIHSIOT BO3pAcT, HapyImIeHHEe (YHKIUH IOYCK,
JIETKOE M Cpe/IHeH CTelleHH HapylleHHe (YHKIUHU MedeHH. MMeroTcss JaHHBIE O TOM, 4YTO Y
OOJIBHBIX € TSDKeJIBIMM HapyIICHWSIMH (YHKIHUH IeueHH 3aMesyisiercs suumuHanusa (R)-
SHAHTHUOMEpPA U3 IUIA3MBI.

Ces3p ¢ OeslkaMH TUTa3MbI BhICOKast (IS parmemuueckod cmecu 96 %, mia (R)-sHanTHOMEpa
99,6 %). HHTeHCHBHO MeTabONMM3UpyeTCsl B IeUeHH (MIyTeM OKHUCJICHHS W oOpa3zoBaHUs
KOHBIOTATOB ¢ IJIFOKYPOHOBOHM KMCIOTOH). MeTaGoIMThl BBIBOATCS MOYKAMU M KUIISUYHHKOM

MIPpUMEPHO B paBHBIX COOTHOHICHUAX.

IHokazaHus K IpUMEeHEeHHIO

- PacmpocTpaHeHHBIH pak TpeACTATSIBHOW Kejde3pl B KOMOWHAWH ¢ aHajgorom ['HPT
(TOHAIOTPONIUH-PUJIUZUHT TOPMOH ) WJIM XUPYPTHUESCKOU KacTpalueH.

- MecTtHOpacnpocTpaHeHHBIH pak mpeacTaTeabHol jkenesbl (13-T4, mobas N, MO; T1-T2, N+,
MO) B kauyecTBe MOHOTEpAllMM WM aJbIOBAHTHON TepallMd B COYETAHUHM € PAJAUKAIbHOU
MPOCTATIKTOMHUEH WM paIHOTEpAlTUeH.

- MecTHOpacIpOCTpaHEHHBIM HEMETACTATUYECKUH paK IPe/ICTaTeIbHOM JKeJie3bl B CIIydasx,
KOIJla XUpyprudeckast KacTpalys WK Jpyrue MeJUIMHCKHE BMEIIaTe/IbcTBA HEIIPUMEHUMBI UJTH

HCIIPpUEMIICMEL.

Hp OTHBOIIOKAa3aHMA



- IIOBBIMICHHAA YYBCTBHUTCJIIBHOCTE K OuKal

Ipernapara;
- OJHOBPEMEHHBIN IIpHeM ¢ Tep(eHaTUHOM, aCTEMH30JIOM U LIU3ANIPUIOM;

= 6I’IKaJ'IyTaMI’IL[ HE JOJDKCH Ha3HAYATHC JCTAIAM H SKCHIITHHAM.

C ocTOpOKHOCTHIO

IIpu HapymeHun (GYHKIHU TEUYCHHU CpPEeHEH U TSDKEJIOM CTETIeHH TSKECTH; Y IMAllUeHTOB C
U3BECTHBIMHU (pakTOpaMu pHCKa y/UIMHeHHs uHTepBaja QT WM NpUHMMAIOIMMX INpenapatsl,
yumHsaomue uHTepBan QT; mpu ogHOBpeMeHHOM MPHUMEHEHHH ¢ LUKIOCTIOPDHHOM WX
OoKaTopaMH  «MEJUICHHBIX» KaJbLIIMeBBIX KaHAJOB, ¢ IpenapaTaMH, YIHETAIOI[UMHU
MHUKPOCOMaJIBHOE OKHCJIEHHE JICKapCTBEHHBIX CpeACTB (LIMMETHIMH M KETOKOHA30JI), ¢
mpenapaTamMy, MPeUMYIECTBEHHO MeTaOOoIU3UpYMBIMH ¢ ydacTHeM u3odepmenta CYP 3A4;

Ipu ,Z[e(bI/II_[I/ITe JIJAaKTa3bl, HCIICPCHOCUMOCTH JIAKTO3bIL, TJIFOKO030-TaJJAKTO3HOH MaJ'ILa600p6LIHH.

IIpuMeHeHMe IpU GepeMeHHOCTH M B IePHO/ TPY/THOT0 BCKAPMJIMBAHH A

bepemennocmo

IIpenapat He JOJKEH Ha3HAYAThCsl OepeMEHHBIM.

I'pyonoe scxapmnueanue

IIpenapaT NpoTHBONIOKA3aH B IEPHOJ IPYAHOIO BCKAPMJIUBAHUS.

DepmunbHOCmb

B umccnenoBaHMsAX Ha JKUBOTHBIX OBLIO OTMEUEHO OOpaTHMOE HapylieHHe (GepTHILHOCTH Y
caMIIOB. Y MY)KUHH CJIe/TyeT OJKU/IaTh BPEMEHHOU HETOCTATOUHOCTH PeIPOTYKTHBHON QYHKIIMU

WK O6eCIUIONUSL.

Cmoco® IMPpUMEHEHUA U T03bI

BHyTpL, BHC 3aBHCUMOCTH OT IIpHEMa ITHUIIH, 3alIUTh JOCTATOYHLIM KOJIMYCCTBOM KHUAKOCTH.

B3p0€./’lble H ROMHCUTIBLE MYHCHIHLHBL.

IIpu pacmpoCcTpaHEHHOM pake NpeJACTaTeILHOM JKeJiesbl B KoMOuHanuu ¢ a"Haiorom 'HPI' win

XUPYPTUUYSCKON KacTpaied: BHYTph mo 50 mMr oauH pa3 B cyTku. Jledenue bukamyramuiom

HEOOXO0UMO HAUMHATH OJTHOBPEMEHHO ¢ HadajioM npuemMa anaiora ['HPI' wimm xupyprudeckoit
KacTpalue.

IIpn MeCcTHO-pacIpOCTPaHSHHOM pake MpeACTaTSILHON JKEJIE3hI: BHYTPGB IIO 150 mr ogun pas B

CYTKH. BI/IKaJIYTaMI/I,Z[ CJIeaAyeT NIpuHUMATh UIKTCJIIBHO, KaK MUHUMYM B TCUCHHC 2-X JIeT. HpI/I

IMMOSIBJICHUH IIPHU3HAKOB IIPOTPECCUPOBAHUSA 3a00JIeBaHHA [IpHUEM IIpeapaTa CJICAYCT IPCKPATUTD.

Hapymennsi pyHKIMU TTOYeK
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MMangueHTOB € HapYIICHHUAMH (I)YHKIIHH [ICYCHHU Cpe,ZIHeﬁ U TSDKEJNOH CTelleHH BO3MOXKHA
MMOBBIINICHHAA KYMYJIAIUA 6HKa.HYTaMI/I,[[a, B CBsA3H C UCEM, IIpCllapaT CJeAyeT IPHUMCHITL C

OCTOPOKHOCTLIO.

Hapymenus ¢pyHKIMH 1e4eHHU
Koppekius 1o3b1 He TpeOyeTcs IpHU JIeTKOH U yMepeHHOH IeueHOYHOH HeocraTouHOCTH. Ilpn
TSDKEJIOW TeUYSeHOUYHOM HEJTOCTAaTOYHOCTH HEeCMOTps Ha TO, 4TO Ti aKTHBHOTO »HAHTHOMEpA

() ; :
BukanyTaMuga MOBBIIASTCI Ha 76 %, 0qHAKO, KOPPEKIIHH JO3LI He TpeOyeTcs

Iloboumoe geiicTBHE

3a uCKIIIOUeHHEM 0c000 OTOBOPEHHBIX CIIy4aeB 4YacToTa MOOOUHBIX 3(eKTOB paccuuTaHa Io
JAHHBIM HCCIISIOBAHUN MOHOTepanmuu OukamyTamMuaoM 150 Mr paHHero paka mpeacTareIbHOU
JKEJIE3BI.

Ouens yacmo (=10%): THHEKOMACTHUS (MOXKET COXPAHSIThCA JJaKe MOCIIe MPEeKpalleHUsl Tepaluy,
0cOOCHHO B ciydae TMpHeMa Ipenapara B TeUCHHE IUTEJILHOTO BpeMeHH), O0JIe3HEHHOCTh
TPYAHBIX XKeJje3, KOXKHAsI ChIllb, ACTSHHUSL.

Yacmo (1% - <10%): nernpeccusi, aHOPEKCHsl, TOJIOBOKPYKCHHUE, COHJIMBOCTH, <IIPWJIHBBIY
JKapa, 3yA, aOJoMuHalbHas Oo0Jb, 3amop, JUCICIICHS, METSOpPU3M, AaJIoNelud WK
BOCCTAHOBJICHHE POCTAa BOJIOC / THPCYTH3M, CYXOCTh KOYKHM, T€MaTypHsi, TOIMHOTA, CHHKECHUE
[IOJIOBOTO BJICUCHHSI, SPEKTHJIbHAS JUCHYHKIHMS, GOJIb B TPYAH, OTCUHOCTh, YBEIHUCHUES MACCHI
TeJla, IMOBBIIMIEHHEe AKTHBHOCTH <II€UEHOYHBIX» TPAaHCAMHHA3, TEMaTOTOKCHYHOCTH, JKEJITyXa,
AHEMMSI, CHUJKEHHE alIeTHTA.

Hewacmo (20,1% - <1%): peakuuu TOBBINICHHOW YYBCTBUTEJIBHOCTH, BKJIIOYAst
AHTMOHEBPOTUUESCKUN OTeK U KpalHBHHIYY, HHTEPCTHIMAIbHBIE JIETOUHbIe 3a00JICBAHUS
(coobmaiock 0 cIydasix ¢ JeTATBHBIM UCXOT0M)¥.

Peoxo (20,01% - <0,1%): peaknuu (HOTOUYBCTBHTEJIBHOCTH, IMCYSHOYHAS HETOCTATOYHOCTH
(coobmIanock o CiIyvasix ¢ JieTaJbHbIM HCXOJA0M)*.

Yacmoma Heuz6ecmua (He603MOCHO OYEHUMb HA OCHOGAHUIU UMEIOMWUXCS OGHHLIX): YIJTMHEHNE
untepBania QT (cMm. pasznensl «B3auMoaeHcTBHE ¢ JIPYTUMH JCKAPCTBEHHBIMH CPeJCTBAMU» U
«Ocobble yKazaHUI»).

* Ilo maHHBIM MMOCTMAPKETUHIOBOTO IPUMEHESHUS penapara.

TpaH3uTOpHOE IOBBINIEHHWE AKTUBHOCTH «II€YCHOYHBIX» TpaHCAMHHA3, XOJIeCTa3z M JKeJITyXa
PeAKO OIICHUBAIUCH KaK Cepbe3Hble, HOCUIIM TPAH3UTOPHBINM XapakTep, MOJHOCTHIO HCUS3a/IU
WU YMEHBIIAIUCH IIPU MIPOJOJDKEHUH Tepallii WIH MOcJie OTMEHBI penapaTta. O4eHb pe/iko Ha

(l)OHe JICUCHUA 6I/IKa.HyTaMI/IZ[OM Ppa3sBHUBAJIACh NMEYCHOYHA HEAOCTATOUYHOCTD, O/JHAKO IIPHYAHHO-
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OUKATYyTaMHIOM JIOCTOBEPHO HE YCTAHOBJICHA.

YBenuueHne NPOTPOMOHUHOBOTO BpPeMEHH / MEKIYHAPOIHOTO HOPMAIH30BAHHOTO OTHOIICHHS
(MHO): pu mocTMapKeTHHTOBOM HaOJIIO/ICHUH OTMEUEHBI CIIyUad B3aUMOJICUCTBUS HETIPSAMBIX
AHTUKOATYJISIHTOB KYMapHHOBOTO psiia ¢ OMKamyTamMuaoM (cM. pasiesbl «BzaumojelcTBHe ©

JPYTUMH JICKApCTBEHHBIMH CpeIcTBaMU» B «OcoOble yKazaHU»).

Ilepeno3upoBka

Ciyuau mepeo3UpOBKH V UeJloBeka He omucaHbl. CrieliuuIecKoro aHTUI0TA He CYMISCTBYeT.
Jlewenue cummToMaTuueckoe. IIpoBenenue nuamusa He >(PQEKTHBHO, TaK KaKk OHMKAITyTaMH/T
MPOYHO CBS3pIBACTCS ¢ OelKaMH IUIa3Mbl M HE BBIBOJUTCS MOYKAMH B HCHU3MSHSHHOM BHJIC.
[Tokazana oOmiasi MOJIepKUBAIONIAS Tepalusi U MOHHUTOPHUHT JKH3HEHHO — BAXKHBIX (DYHKITUH

OopraHusma.

BzaumopeiicTBHe ¢ APYTHMMH JIeKapCTBEHHBIMH CpeICTBaMHU

JlokazaTes1bcTB (hapMaKOKHHETUYECKOTO MIIH (DapMaKOJIMHAMUYECKOTO B3aMMOICHCTBUS MEXKIY
npenapatoM bukanyramua u anasmoramu ['HPI" ve mosyueHo.

B wuccienoBaHuAXx in vitro TOKazaHo, uTo (R)-pHaHTHOMep OMKalyTaMHJa SIBIISIETCS
uarubutopom m3opepmernta CYP 3A4, B MeHbIIeH CTENeHH BJMSISE Ha AaKTUBHOCTH
uzopepmentor CYP 2C9, 2C19 u 2D6. IloreHnnanbHON cocOOHOCTH MpenapaTa bukamyTaMu/g
K B3aMMOJCHCTBHIO ¢ JIDYTHMMHU JISKapCTBEHHBIMHU IIpellapaTaMH He OOHApy’KeHO, OJHAKO IpU
IpUMeHeHUH OMKalyTaMuia B TeueHHe 28 nHel Ha (oHe mpuema Mugazojama, IJIOMAgb MO
KpHUBOU «KoHLeHTparusa-ppeMs» (AUC) mugaszosiama yBenudusaiachk Ha 80 %o.

HecoBmecTuM ¢ TepdeHaTUHOM, aCTEMHU30JI0M, [IU3ANIPUIOM.

Crnenyet cobioAaTh OCTOPOKHOCTh IIPH IIPUMEHEHUH Ipenapata bukaTyTaMul OAHOBPEMEHHO
¢ IUKIOCIIOPUHOM WIH OJIOKaTOpaMU «MEJUICHHBIX» KaJbIIMEBBIX KaHAJIOB. Bo03MoXKHO,
noTpeOyeTcsl CHHXKEHME JI03bI STHX IIpenapaToB, OCOOCHHO B cliydae IOTSHI[UPOBAHUS WU
pasBUTHs 1OOOYHBIX peakiui. Ilocie Havanma mNpUMeHEHHS WJIM OTMEHBI IIpernapaTa
bukanytamMui peKOMEHAyeTCs IPOBOJUTH  TINATEJIBHBIM  MOHHTOPHUHI  KOHIEHTpAllUU
IUKJIOCTIOPHHA B IIa3Me M KJIMHUYECKOTO COCTOSTHUS MTallUeHTA.

OpHOoBpeMeHHOE IIpUMEHEHHe IpenapaTta bHKadyTaMuJ M IpenapaToB, YrHETAIOIMIMX
MHKpPOCOMAJIBHOE OKHCJIEHHE JICKAPCTBEHHBIX CPEJCTB, HAIpUMEp, ¢ LHMETHIWHOM HIH
KETOKOHA30JIOM MOXKET IPUBECTH K YBEJIMUYSHMIO KOHI[CHTpAIlMM OMKaJyTaMuJa B ILIazMe H,
BO3MOJKHO, K YBEJIMUSHHIO YaCTOThI BORHUKHOBEHMSI HOOOUHBIX S PEeKTOB.

B uccrneoBaHusx in vitro nokasaHo, 4To OUKaIyTaMH/1 MOKET BBITECHATH BapdapuH (HenpsiMon

AHTUKOATYJISIHT KYMapUHOBOTO psiia) U3 YIaCTKOB €r0 CBSI3BIBAHHUS ¢ OEIIKaMHU.
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KYMapUHOBOTO psija TIpH COBMECTHOM IPHUMEHEHHH ¢ OHKalyraMuoM. B cBsm3u ¢ dueMm
pPEeKOMEH/IyeTCsl THIATeJIbHO KOHTpOJIHpoBaTh HpoTpomOuHOBoe BpeMss/MHO u paccMoTpeTh
HeOOX0/IMMOCTh KOPPEKIIMHU /103bI aHTUKOATYJISIHTA TIPH IPUMEHEHUH NpenapaTta bukaitytamMus y
HAIUEHTOB, OJHOBPEMEHHO IIOJIYYAIONIUX HENPsMbIE AaHTHKOATYJIIHTBI KYMapHHOBOTO psifia (CM.
paznessl «lloGounoe neticTeue» U «Ocobble yKazaHUD»).

[TockoabKy aHApPOTEHHAS JEIPUBAITUS MOXKET YUITHHITH uHTepBai QT, HeoGxoauMo cobioaaTh
OCTOPOXKHOCTH IIPH COBMECTHOM IIPUMEHEHHM Ipenapara bBHKalyTaMH[ ¢ JIeKapCTBEHHBIMH
CpPeJCTBAMH, CIHOCOOHBIMH YMJIMHATH HHTepBal QT WIM BBRIZBIBATH  JKEIYJOUYKOBYIO
TAXUCUCTOIMUECKYI0 apuUTMHI0 Tuma «upy>T™» (Torsade de Pointes), Takumu Kak
aHTHApUTMHUYECKHUE NpenapaTsl [A kiacca (HanpuMep, XUHHMH, quzonupamun) wim I xracca
(HampuMep, AaMHOJApOH, COTaloJ, AodeTwiua, HUOYTHWIHA), METaJ0H, MOKCH(IOKCAIIMH,

AHTHUIICUXOTHUSCKHUE Mpenapathl (cM. pazesn «Ocolble yKazaHHs»).

Oco0ble ykazaHu s

YuuThIBas BO3MOXKHOCTh 3aME/JICHUS BhIBEISHUS OUKATyTAMHU/IA U KyMYJISIITAH OUKATyTaMUIA Y
NAIUCHTOR € HapylIeHHeM (QYHKIHUU I[EYeHH, IeIecooOpasHO IepUOIUUSCKU OICHUBATh
(dyHKIHIO TeueHU. BoIbIMUHCTBO U3MEHEHHH (PYHKIIMU MMEUSHU BCTPSUYAIOTCS B TSUSHHUE TIEPBHIX
HISCTH MECSIEB JIeUeHUs NpenapatoM bukamyramu.

B cimyuae pa3BuUTHS BRIpAXKCHHBIX U3MEHEHUN (DYHKIIMU NICUSHHU NpHeM npenapara bukamytamug
HEOOXOAUMO MPEKPATHUTb.

Y mNalueHTOB ¢ TMpOoTpeccHpoBaHHeM 3alofieBaHHUd Ha (POHE TOBBIMICHHUS KOHI[CHTPAIIUA
npocratcnenuduueckoro anturena (IICA) Heo6xo1MMO paccMOTPETh BOIPOC O MpEKpalleHUU
JeyeHus npenapatoM bukamyTamMus.

Coobmaioch 00 YCHJICHHH JIeHCTBUS HENPSMBIX AHTHUKOATYJISIHTOB KYMAapWHOBOTO psiia y
MAMEeHTOB, MOJIYYalONIUX COIYTCTBYION[YIO TEpAIUI0 MpemnapaToM bHKamyTaMu[, 9TO MOXKET
MPUBOAUTH K VBEIMUESHHUIO MpoTpoMOHHOBOro BpemeHd W MHO. Hekoropwie ciyuau ObUIH
CBSI3aHBI C  PHUCKOM  KpOBOTEUSHHUsA.  PekoMeHayeTcsi  THIATEIBHO  KOHTPOJIHUPOBATH
npotpomOuHOBOoe  BpeMs/MHO u  paccMoTpeTh  HEOOXOJUMOCTH  KOPPEKIIHH  JIO3BI
AHTHUKOATYJISIHTA (CM. pa3felibl «B3zauMoaeHcTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPEICTBAMH» U
«IloGouHOE AeHCTBHEY).

YuuThiBasg BO3MOXKHOCTH WHTHMOHWPOBAaHHS TpenaparoM BHKalyTaMuj aKTHBHOCTH IIHTOXpPOMa
P450 (mzodepmenta CYP 3A4), cieqyeT MNpoOSBISATE OCTOPOXKHOCTh HPH OJHOBPEMEHHOM
MIPUMEHEHUH npenapara bukanytamun é npenapaTamu, PEUMYIIECTBEHHO

MeTaboIM3UPYyEeMbIMU ¢ yuacTueM uzodepmenta CYP3 A4,



COOTBETCTBYET 3K(

_MNEPTHOMY OTYETY
ot 28.10. 2 N2 25365

il ’ ~

[TarueHTOR ¢ HEMEPEHOCHMOCTHIO JIAKTO3BI %06};0;{%:-HME%&J&H%BE&%E I Hlél'x}f' qTO

Kakaas Tabnetka npenapata bukamyramua S0 mr u 150 mr cogepskut 135 u 397 Mr JakTo3bl
MOHOTH/IpaTa, COOTBETCTBEHHO.

AHJIpOTeHHas1 JeNIPUBALIAS MOXKET YUIUHATE HHTepBal QT, XoTs IpUUMHHO-CIIeICTBEHHAS CBSI3b
¢ INpUMEHeHHMeM Ipemapara bukalyTaMH/l He YCTAHOBJIEHA. Y IIALIMEHTOB C YJIMHCHHEM
uaTepBasia QT B amamHese WM (akTopaMH pHCKa €ro Pa3BUTHS, a TaKKe Y TAI[UCHTOB,
MPUHUMAIOIHUX COMYTCTBYIONIHE TMpemapaThl, CiocoOHble yIUHATh, uHTepBal QT (cM. pazgen
«BzaumoieicTBHE € JPYTUMH JICKapCTBEHHBIMH CpEeJCTBaMH»), [0 Hadajga I[PUMEHEHHS
npenapata bukamyTaMua  CleyeT  OISHUTh COOTHOIICHHE  OXKHIAeMOW TOJIB3bI U
MOTEHITUATIBHOTO PUCKA, BKJIFOYAsl BO3ZMOMKHOCTh PA3BUTHSI JKEJIYTOUYKOBON TaXUCHUCTOJINUSCKON
APUTMUU TUIIA KITHPYITH.

AHTHAHAPOTEHHASI TEPAINUsI MOXKET BBI3BIBATH MOP(OIOTHUSCKHES U3MEHEHHUS CIISPMATO30H/I0B.
XoTs OlleHKAa BIUAHUA OUKaTyTaMuaa Ha MOp(OJIOTHIO CIEpMATO30HIOB HE MPOBOIWIACH, U
TakWe W3MEHEeHHs He ObLTH OTMEYeHBI Yy TAI[UeHTOB, MOJYYaBIIMX Mpenapar bukamyTamu,
HAIUSHTHl WWIA UX MapTHEPHI JODKHBI MCIOJIB30BAaTh HAJAC)KHBIE METOJIbI KOHTPAICTIMUA BO
Bpemsi U B TeucHue 130 qHel mocie Tepanuu npenaparoM bukaiayramu.

BmisiHuie Ha c110cOOHOCTH YIIPABJIAITH TPAHCIIOPTHHIMHU CpeJcTBAMH, MeXaHU3MaMU
Cregyer coOnrofaTh OCTOPOIKHOCTh TPU  VIPABICHUHM TPAHCTIOPTHBIMH CpPEJCTBAMH H
MEXaHU3MaMH, T.K. HEKOTopble moGouHbIe 3(deKThl npenapaTa, Takhue Kak acTeHHs, TOJIOBHAS
00Jib, TOJIOBOKPY)KEHHE, COHJIUBOCTh M OCCCOHHMIIA, MOTYT OTPHUIATSIBHO BIHUATH Ha
CIIOCOOHOCTh K BBINMOJHEHHUIO paboThl, TpeOyromeHd MOBBIMIEHHON KOHI[CHTPALIMH BHUMAHUS U
OBICTPOTHI TICUXOMOTOPHBIX peaknui. Ilpu mosiBeHMM omNUCAaHHBIX MOOGOYHBIX 3(deKToB

CJIEIyeT BO3JEPKAThCS OT BBIIIOJIHEHUS YKa3aHHBIX BU/IOB JIESITEJIBHOCTH.
dopma BhITyCKaA

TabeTKH, MOKPHITHIC TUICHOYHOM 000J109K0M, 50 Mr, 150 MT.

Il epeuunas ynaxoexa iexapcmeeHHozo npenapama

ITo 10 TabnmeToK, MOKPBHITHIX IUICHOYHOH OOOJIOUKOM B KOHTYPHYIO SUSHKOBYIO VIIAKOBKY M3
TUICHKH TIOJTUBHHIUIXJIOPUIHOM U (OJIBI'H ATFOMUHHUEBOH TeUaTHOM JTAKUPOBAHHOM.

ITo 30, 100 TabmeToK, MOKPBITHIX IUICHOTHOU 000I0UKON B GaHKY MOJMMEPHYIO W3 TOJHATUIICHA
C KpBINIKON HATITHBaeMOM C KOHTpOJIEM INepBOro BCKpbITHs. CB0oGOAHOE IPOCTPAHCTBO
3aMOJIHAIOT BaTOW MeauIMHCKoU. Ha OaHKM HaKJICHBAIOT STUKETKU U3 OyMaru STUKETOUHON WU
MUACYCH, WIHN U3 TOJUMEPHBIX MAaTePUAIIOB, CAMOKJICSIIASCS.

Bmopu YHAA YRAKOGKA JIEKAPCMEEHHO20 npenapama
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MY OTYETY

IIPUMEHEHUIO TIOMEIIAIOT B ITAUKy U3 KapToHA JUIsl HOTPeOUTeILCKOU Taphbl OATPYIII XPOMOBBIH
WIN XpOM-3p3all WM JIPYroro aHaJOTMYHOro KadecTBa. Ha mauky MoskeT OBITH HakJIeeHa
CaMOKJISSIAsICSl STUKETKA ¢ MAapKHUpPOBKOM M3 OyMaru OSTHKETOUHOM WIM MHCUeH WIN
IIOJIMMEPHBIX MaTepHaJIoB. 1[auky MoMemaroT B IpyNIIOBYIO YIIAKOBKY.

ITo 50 Ganok BMecTe ¢ pPaBHBIM KOJIMYECTBOM MHCTPYKIMHM IO NPUMEHEHHIO MOMEIIAlOT B
TPYIIIOBYIO YIAKOBKY — KOpoO H3 ro)pupoBaHHOTO KapToHa (Il craninoHapoB). Ha kxopoOky
KapTOHHYIO HAKJICMBAIOT STUKETKY M3 OyMaru >TUKETOYHOW WM NHCYEH WIM M3 MOJUMEPHBIX
MaTepUaJIOB, caMOKJIesmytocs. JIomoHUTepHO Ha KjIanaH KOpoOKM MOTYT HaKJIeHBaTh

MPO3pavYHbIN (PUKCUPYIOIUH CTHKEP U3 MOJIMMEPHBIX MaTEPHAJIOB.

YceaoBus XpaHEHHA

[Ipu temnepatype He Bbimie 25 °C. XpaHuTh B HEJTOCTYITHOM JIJIA JTEU MECTE.

Cpok rognoct

3 roga. He MPUMCEHSTH I1IO0 HCTCUYCHUHU CPOKA IT'OJHOCTH.

YciroBus oTmycka

OTIycKaloT 1O perenty.

HaumeHoBaHue M ajapec IOpHIMYECKOr0 JHLA, HAa MMA KOTOPOro BBIIAHO
PerucTpalMoHHOe YA0CTOBepeHHe / OpraHu3als, IPUHUMAIOLIAS TPeTeH3HH

AO «®apmacunrte3-Hopa», Poccus

194356, r. Cankt-IleTepOypr, nopora B Kamenky, 1.74, momemnr. 1-H.

IIpomzBomuTeNn:

AOQO «®apmacunres-Hopa», Poccus

FOpuouueckuii aopec: 194356, r. Cankt-IletepOypr, mopora B Kamenky, 1. 74, momenr. 1-H.
Ten.: +7 (812) 240-45-15

Aopec npouszeoocmeentoii nrowjaoxu: . Cankr-lletepOypr, nopora 8 Kamenky, a. 74, mut. A.
VnakoBumk (BropuuHasi (MOTpedUTeIbcKas) yNakoBKa) / Beomyckaonmii KoHTpoIh
KayecTBa

AO «®apmacunrte3-Hopa», Poccus

FOpuouueckuii aopec: 194356, r. Cauxt-IletepOypr, nopora 8 Kamenky, 1. 74, momenr. 1-H.
Ten.: +7 (812) 240-45-15

Aopec npouzeoocmeennoit ntowaoxu: r. Cankr-lletepOypr, lopora B Kamenky, a. 74, nut. A.
IIpeTeH3uu nmoTpedUTeIeii HATIPABJIATH IO aJpecy:

AO «®apmacuntes-Hopa», Poccus,
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Aopec: 197375, r. Cankr-IletepOypr, yi. JIéTunka AKaéﬁgﬁ:%,Ep@,%Eﬂ bHOCTG 0005)

Teun.: 8-800-100-1550,

AJpec dIeKTpoHHOM mouThl: info-psn@pharmasyntez.com




