MUHUCTEPCTBO 3/IPABOOXPAHEHW POCCHUIICKOU CDEILEPAHHYI

MHCTPYKLIMS
10 MCAUIIHHCKOMY HpI/IMeHeHI/IIO HGK&pCTB@HHOFO npenapaTa

AMUNOJAPOH ®apmacunres

PerncrpauuoHHbIN HOMeEP:
Toprosoe Haumenosaune: AMUOJIAPOH ®apmacunres

MB)KIIyH&pOIlHOC HeNmaTeHTOBAHHOE€ HAMMEHOBAHUE: aMUO1apOH

JlexkapcrBenHasi popma: TabieTKu
CocraB

Kaxxnas TabneTka, COIEPKUT:

Heticmeyrowee seujecmeo. Amuonapona ruapoxiopua — 200,00 mr.
Bcnomozamenvuvie seujecmsa: nakto3sl MoHoruapaT — 50,00 wmr, xpaxman
KyKypy3ublit — 39,00 mr, noBugon K-30 — 6,00 mr, maruus creapat — 2,00 Mr, KpeMHUs
IHUOKCUI KOTOMAHBIA — 3,00 Mr.

Onucanue

Kpyriible MIOCKOIMIMHAPUYECKUE TaOIeTKU OT Oenoro A0 MOYTH Oenoro LBeTa C
PUCKO# Ha OHOM cTOpOHE U (PacKOH ¢ ABYX CTOPOH.

dapmakoTepaneBTHYECKAsl IPYNNA: aHTHAPUTMUUECKOE CPE/ICTBO

Kox ATX: CO1BDO01

dapmakoJioruyecKke cBOMCTBA

Dapmakoounamuka



Amuozapon ortHocutcs k I kiaccy aHTHapUTMHUYCCKHX IIPEIApaToB (kimace
MHTHOMTOPOB  perojsipu3auluy) M 00jajaer  yHUKAIbHBIM — MEXaHH3MOM
AHTHAPUTMHMYECKOTO JACHCTBHUS, T.K. IOMMMO CBOWCTB AHTHAPUTMHUYECKMX CPEJICTB
[1I xiacca (610ka1a KaaMeBbIX KaHAIOB) OH obanaeT 3hekraMi aHTHAPUTMHYECKHUX
cpencts I kacca (610ka1a HATPUEBBIX KAHAIOB), aHTHAPUTMHUKOB IV Ki1acca (6nokana
KaJIbLIMEBbIX KAHAJIOB) H HEKOHKYPEHTHBIM OeTa-apeHo0I0KUPYIOIUM AEHCTBHEM.
Kpome aHTHapUTMHUYECKOTO ASHCTBHA, aMHOAApOH 00jagaeT aHTHAHIMHATIBHBIM,
KOPOHOPACLIMPSIOINM, ajlb(a- 1 6eTa-aIpeHo0TOKUPYIOUM S heKTaMHu.
Anmuapummuueckue ceoucmea.

e yBEIMYEHHE [POJODKMTENBHOCTH 3-i  da3pl mNoTeHuMana  JACHCTBUS
KapJMOMHUOIIMTOB, B OCHOBHOM 3a CyeT OJIOKMPOBAaHHMsS HOHHOTO TOKa B
KanueBblX KaHanax (dddext antuapurmuyeckux cpeacts I kmacca mo
kinaccudukanuu Boran-Bunbsamca);

e yMeHbIlIEHHME AaBTOMAaTH3Ma CHHYCOBOIO Y3ja, MPUBOIALIEE K YMEHBIICHHIO
YaCTOThI CEPJCYHBIX COKPALLEHUH;

e HEKOHKYpeHTHas OJiokaza anbga- U 6eTa- apeHEPruuecKuX peLenTopoB;

e 3aMe/JIeHME CHHOATPUAIbHOM, MpPEICepIHOM U  aTPUOBEHTPUKYISAPHOM
IPOBOAMMOCTH, O0JIee BHIPAKEHHOE IIPU TaXUKapAUH;

® OTCYTCTBHME M3MEHEHHUH NPOBOJAUMOCTH KEITYA0YKOB;

e yBenMyeHue peppakTepHbIX I[EPUOAOB U YMEHbIIEHHE BO30YIUMOCTH
MHOKap/a MpeAcepaAnii U JKeTyJ04YKOB, a TAKXKE yBEIUYEeHHE pedpaKTEepPHOro
Neproia aTPUOBEHTPUKYIISIPHOTO Y3114,

® 3aMejlJICHHE MPOBEACHUS ¥ YBEJIMUEHHE MIPOI0JIKUTEILHOCTH pe(pakTepHOro

nepuoaa B JOITOJIHUTCJIBHBIX ITydKax IpEACEPAHO-KEITYA0OHYKOBOI'O

I[IPOBECACHMUA.

Upyeue 3¢ppexmeor:



® OTCYTCTBHE OTPHLATEILHOTO MHOTPOIIHOIO JAECHCTBHUS [IPU [IPUEME BHYTPb;

e CHIDKEHHME TMOTpeOJeHUs KHUCIOpoJa MHMOKapaIoM 3a CYeT YMEPEHHOro
CHIDKEHMs repudepruuecKoro CONPOTUBIEHMS M YaCTOThl CepACUHBIX
COKpALLICHUH;

e yBEIMYEHHE KOPOHAPHOrO KPOBOTOKA 3a CYET INPAMOrO BO3ACHUCTBHS Ha
IJIaJIKyI0 MYCKYJIATypy KOPOHAPHBIX apTEPHid;

e [OJJEPXKAHME CEPJIEYHOr0 BpIOpOCA 3a CYET CHIIKCHMs [aBJICHHSA B aOpTe M
CHIDKEHHS IIepU(eprUyecKoro COnpoTUBIIECHHUS,

e BIMSHUE HA OOMEH TUPEOMIHBIX TOPMOHOB: HHITHOMPOBaHUE MpeBpallenus Ts
B T, (On0Kama THPOKCHH-5-7eiionnMHa3pl) U OJOKMPOBAHME 3axBaTa ITHX
FOPMOHOB Kap/IMOIIMTAMH M TeNaTOLUTAMH, MPUBOAAIIEE K OCIAOIEHHIO

CTUMYJIMPYIOLICTO BIUAHUA TUPEOUIHBIX TOPMOHOB Ha MHOKAP/I;

TepaneBtuueckue dhdexTsl HAOMOAAIOTCA B CPEIHEM UYEPE3 HECIII0 MOC/Ie Havyala
npurema npemnapara (0T HECKOJIBKUX JHEeH 10 ABYX Heaenb). Ilocne npekpaiiuenus ero
npuemMa aMHOJAapOH ONpeeseTcsl B IUIa3Me KPOBM Ha MPOTSHKEHMH 9 MECsIEB.
Cnenyer IPUHUMATD BO BHUMAaHUE BO3MOXHOCTb COXpaHEeHHUS
(apMaKoIMHAMUYECKOTO ACUCTBUA amuoaapona B Teuenue 10-30 guen mocie ero

OTMCHBI.

DapmakoKunemuka

BuomocTynHOCTh nOCe premMa BHYTpb Y pa3HbIX 00s1bHbBIX Konebnerces ot 30 1o 80%
(cpennee 3HaueHue — okxosio 50%). Ilocie OIHOKpPAaTHOrO mnpueMa aMHOAAPOHA
MaKCUMaJIbHbIe KOHUEHTpPAlMu B IUIa3Me KpOBHU JocTuraercs yepe3 3—7 4. OgHako
TepareBTUYeCcKoe AeHCTBUE 0OBIYHO Pa3BUBACTCS YePe3 HEACIIIO [10C/Ie Havala Ipuema
npenapara (0T HECKOJIbKUX JTHEH 0 ABYX HeJelb). AMUOAPOH SIBJISETCS IIperapaTom

C MEIUICHHBIM IIOCTYIVIEHUEM B TKaHU U BbICOKOM a(h(PUHHOCTBIO K HUM.



CBsi3pIBaHUE C OelKaMM I1a3Mbl KpoBu cocrtaBisieT 95% (62% — ¢ anpOymMuHOM,
33,5% — c¢ OeTa-IMmonpoTeMHamMu). AMHOAAPOH HMeeT OoybloH 00beM
pacrpeeienus. B TeueHne nepBbIX AHEH JIeUeHHUs Ipernapar HaKarnBaeTCst I0YTU BO
BCEX TKAHAX, B OCOOEHHOCTH B >KMPOBOW TKAaHU M, KPOME HEE, B IIEUCHH, JICTKUX,
CeJIe3eHKE U POrOBHUILIE.

AMHOJapOH MeTaboIM3UpyeTcs B MedeHH ¢ mnomompio u3opepmentoB CYP344 u
CYP2CS8. Ero rnaBHblii MeTa0OJIMT — €33TUIaMHOAApOH — (HapMaKOoJIOrHIECKH
AKTUBEH U MOXKET YCHJIMBATh aHTHAPUTMHUYECKUH 3(P(HEKT OCHOBHOrO COEIMHEHHUS.
AMHOJAapOH M €ro aKTUBHBIM METabOoJMT [e33THIAaMHOAApOH iNn Vitro obnagaror
crioco6HoCThIO HHruouposath usodepmentsl CYP1A1, CYP142, CYP2C9, CYP2C19,
CYP2D6, CYP3A4, CYP2A6, CYP2B6 n CYP2CS8. AMHOoIapoH U J1€39THIIaMUO/IapOH
TaK)Ke  IPOJEMOHCTPUPOBATM  CIOCOOHOCTb ~ MHIMOMpPOBaHMS  HEKOTOPBIX
TPAHCIIOPTEPOB, TaKUX Kak P-rimukonporenH (P-gp) W mepeHOCUMK OpraHMYeCKMX
katoHoB (ITOK2). In vivo HaOmoganoch B3aWMOJEHMCTBME aMHMOJapoHa ¢
cyocrparamu uzodepmentos CYP3A4, CYP2C9, CYP2D6 u P-gp.

BriBegeHre amuogapoHa HAUMHAETCS 4epe3 HECKOJIBKO [HEH, a JOCTHIKEHHUE
paBHOBECHS MEXJAy IIOCTYIUIGHHEM U BBbIBEJEHUEM IpernapaTta (JOCTHXKEHHE
PaBHOBECHOTO COCTOSIHMSI) HACTYIAET CITYCTS OT OAHOIO O HECKOJIbKUX MECSLEB, B
3aBUCUMOCTH OT HHIAMBHAYaJbHBIX OcoOeHHOCTeH ©00sbHOro. OCHOBHBIM IyTEM
BBIBEJICHUSI aMUOJApOHA SBJISETCS KHUIIEYHUK. AMHOJAPOH M €ro MeTabOIUTbl He
BBIBOASTCS IIPY IIOMOILM FeMoauanu3a. AMUOJApOH 00/1a4aeT AU TENbHbIM IEPUOIOM
BbIBE/ICHUS C OOJIBIION MHAMBUIYaTbHOM BapuabenbHOCTbIO (I103TOMY IpH 1oadope
703bl, HanpUMep, €€ YBEJIUYCHUH WJIM YMEHBIICHUH, CJEAyeT IOMHHUTb, 4YTO
HeoOXoAMM 1O KpaiiHed Mmepe 1 mecsay ans crabuwiav3aluy HOBOM IJIa3MEHHOM
KOHLIEHTPALMKU aMUO/1apoHa). BeiBeeHue npu npuemMe BHYTPb OCYLIECTBIISETCS B 2
(a3pl: HayanbHBIM nepuol moiyBbiBeaeHus: (meppas (aza) — 4 —-21 4, nepuon
nonyBbIBeACHUA BO 2-U (aze — 25-110 nueit. [Tociae mpomomKUTEIBHOTO TpHeMa
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BHYTpPb CpeIHHMIl mepuoj moiyBbiBefeHus — 40 nHEH. [Tociie oTMeHBI Ipernapara
[I0JIHOE BBbIBEJEHME aMUOJApOHA M3 OpraHu3Ma MOXET NPOJAOJIKATBhCA B TCUCHHE
HECKOJIbKUX MECSIEB.

Kaxnas no3a ammomapona (200 wmr) comepxur 75 wmr iona. Yacte i#Hona
BHICBOBOXK/IAETCS M3 TIPerapaTa U oOHapyKUBAeTCs B Moue B Buje Hoanaa (6 Mr 3a
24 4 npu cyTouHoit n103e amuoaapona 200 mr). bonbuias yacTh o/, OCTalOMWIAsCs B
COCTaBe NpenapaTa, BBIBOAUTCS Yepe3 KMIIEUHUK 10CIIe IIPOXO0KACHHUS Yepe3 NeYCHb,
OZHAKO TIPU TMPOJOIKUTENHLHOM IIPUEME aMHOJApPOHa, KOHLEHTPALKUK HOla B KPOBU
moryt gocturath 60—80% OT KOHLEHTpAIMi aMUOAPOHA.

OcobenHocTME  (DAPMAaKOKMHETHKH  [perapara  OOBSCHACTCS — NMPUMEHEHHE
«HArpy304HBIX» J103, KOTOPOE HAMPABJIEHO HA OBICTPOE HAKAIUIMBAHKME aMUO/ApOHA B

TKaHSX, [IPA KOTOPOM MPOABIAETCA €ro TEPaANICBTUUCCKOC JIEUCTBHUE.

@ap/vzaKOKuHemuKa npu noOYeqyHoOU HeOOCMamoyHoCmu': B CBSI3U C HE3HAUYUTEJIbHOCTBIO
BBIBEJICHUS IIpelapara IOYKaMH Yy IallMEHTOB C [I0OYEYHOH HEJIOCTATOYHOCTBIO HE

TpebyeTcsi KOPPEeKLMHU 103bl AMHOJAPOHA.

IToxa3zanus K INPUMEHEHUIO

IIpoghunaxmuxa peyuousos:

® VIPOKAIOIIMX JKU3HU OKETYJOYKOBBIX apUTMHMM, BKJIIOYas KEITyI0YKOBYIO
TaxXUKapAUI0 ¥ (UOPHULILIKIO JKETYJ0YKOB (JIeYeHHE AOKHO ObITh HAayaTo B
CTalMOHape IPH TIIATEILHOM KapAXMOMOHUTOPHOM KOHTPOJIE);
® HA/DKEyJI0YKOBBIX NTAPOKCU3MAIbHBIX TaXUKAPAUM:
- IOKYMEHTUPOBAHHBIX  IPUCTYIIOB  PELUMAUBUPYIOIEH  yCTOMYMBOU

H&L[)KCHYIIO‘-IKOBOI\/’I H&pOKCI/BMaJ'IbHOﬁ TaXUKapauH y IallME€HTOB C OPraHu4C€CKUMHU

3a00JIeBaHUSAMU cepaua,



- IOKYMEHTUPOBAHHBIX  [PUCTYIIOB  PEUMAMBHPYIOUIEH  YCTOMYMBOM
Ha/KETyJ0UYKOBOM  [APOKCH3MAIbHOW  TaxWKapAMM Yy  MalUeHTOB  0e3
OpraHuuyecKkux 3a0ojeBaHMH cepaua, Korja aHTHapUTMUYECKHE IMpenapaThl
APYTUX KJIAacCoB He J(PQPEKTHUBHBI WIM HMMEIOTCS MNPOTHBOIOKA3aHMUSA K HX
IPUMEHEHUIO;

- IOKYMEHTHPOBAHHBIX  IMPUCTYIOB  PELUAUBUPYIOIIEH  yCTOMYMBOM
HAJDKETYT0YKOBOM MapOKCH3MalbHOM TaXMKAPAUM Y MALMEHTOB C CHHIPOMOM
Bonba-ITapkuHcona-Yaiira;

o (HUOpHLIALMS IPEACEPaid (MepLaTeIbHON apUTMHUK) U TPENETaHUsl IPEACEPIUN.

[Ipogpunakmuxa 8He3aNHOU APUMMUYECKOU CMEPMU Y NAYUEHMOE 2PYNNbl BbICOKO20

pucka:

* [AIIMEHTHI MOCJIE HEJaBHO MEPEHECeHHOro MH(papKTa MUOKap/a, uMerolue doee
10 »xeny10YKOBBIX IKCTPACUCTON B | yac, KITMHUYECKUE IPOSBICHUS XPOHUYECKOM
CepIeYHOM HeI0CTaTOYHOCTH M CHHKEHHYIO (hPaKIMIO BBIOpOCaA JIEBOTO KeTy10uKa

(menee 40 %).

[Ipemapar AMUOJIAPOH ®apmacuHTe3 MOXET NPUMEHSTHCA MPH JICYCHUU
HapylLIeHUN pUTMa y MAUMEHTOB C MIIEMUYECKOH OOJE3HbI0 cepaua H/uiu

HapyLEHUAMHU (YHKIIUU JIEBOTO ey T0uKa.

IIporuBonoka3anusi

® [IOBbIICHHAA YYBCTBHUTCIIBHOCTH K ﬁOJIy, aMHOJapoOHy WM BCIIOMOIaTCJIbHBIM

BEILIECTBAM IIperapara;

¢ HCICPCHOCHUMOCTD I'aJIaKTO3hI, lle(l)I/ILII/IT JlaKTa3bl, CHHAPOM IJIFOKO30TraIaKTO3HOM

MaiibabcopOLuu (1penapar COAEPHUT JaKTO3Y);
® CHMHAPOM CJ1aDOCTH CHHYCOBOTIO y3J1a, CHHYCOBasi OpauKap/ausi, CHHOATpHaIbHas

6J101<a11a IIpu OTCYTCTBHUH y IManueHTa YCTaHOBJICHHOI'O
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3JIEKTPOKAPIUOCTHMYJISTOPA (PUCK «OCTAHOBKM» CHHYCOBOIO y3J1a);
aTpuoBeHTpUKysApHast Onokana I[I-III cremenu, mpu OTCYTCTBHH Yy NAlMEHTA
YCTAHOBJIEHHOTO 3JEKTPOKAPAUOCTUMYIIATOPA;

TUIIOKAJIMEMHU S, TUTIOMArHUEMUS;

coyeTaHue C IpenapaTamu, CrOCOOHbIMM YyAMMHATH MHTepBal QT M BEI3BIBATH
pasBUTHE  MAPOKCH3MAIbHBIX  TaXHUKApAWi,  BKIIOYAs  [OIMMOPPHYIO
KETYA0YKOBYIO TaXMKApAMIO TUIA «IIHUPYIT» (CM. pasaen «B3aumonaencrue ¢
JIPYTUMH JIEKApCTBEHHBIMU CPEICTBAMUY):

- aHTHApUTMHUYECKHe mpenaparbl: A kmacca (XMHUAMH, THAPOXUHHUIHMH,
JIU30MHUpaMU IPOKAUHAMHU),

- a"thaputmudeckue cpeactna Il kmacca (modermnua, ubytunua, OpeTunus
TO3MJIAT), IPOHEHAAPOH, COTAJION;

- Jpyrue (He aHTHUapUTMHUYECKHE) Ipenaparbl, TAKME KaK HEUPOJICIITUKU:
GeHoTHasuHbl  (XJIOPIpPOMa3WH,  IIMAMEMas3WH,  JIEBOMENPOMAa3uH,
THOpHIa3uH, Tpudayonepasut, GiaydheHazut), OeH3aMUIbl (AMUCYIIBIIPULL,
CYAbTONPHUI, CYJIBOPUI, THANPHUA), OyTUpPOdEHOHBI (IpOmepuUIo,
TaJIoNePUI01); CEPTUH/IO0, TMMO3U/T; aHTUACIIPECCAHTBI: TPULIMKIUYECKUE
aHTHJEIIPECCAHThl, CEJICKTUBHbIE HMHITHOMTOPHl O0OpaTHOro 3axBaTa
CEpOTOHMHA  (UMTONANpaM,  OJCUUTAIONpaM);  aHTUOAKTEpUaIbHBIC
cpeactBa:  (TOPXMHOJOHBI  (1€BO(IOKCAUH,  MOKCU(DIOKCALIUH,
crapaokcaluut, LUIPOQIIOKCALNH); MaKPOIUIbl (IPUTPOMHMILHMH IIPH
BHYTPUBEHHOM BBEJICHUH, AQ3UTPOMUIIMH, KJIAPUTPOMHUIIMH,
POKCUTPOMHULMH, CIHPAMHULUMH), KO-TPUMOKCA30Jl; MPOTHUBOIPUOKOBBIC
CpezACTBa: a301bl (BOPMKOHA30J1, UTPAKOHA30J1, KETOKEHAa301, hJIyKOHA3011);
IPOTUBOMAJIPDUMHBIE  CPEICTBA  (XMHMH,  XJIOPOXHUH,  Me(IOXHH,
rajodaHTpuH,  JyMe(aHTPUH);  IPOTHBONIPOTO30MHBIE  CPEACTBA

(HeHTaMI/IIII/IH I[Ipy  MapE€HTECPaAJIbHOM BBGIICHI/II/I); ITPOTHUBOOITYXO0JICBBIC
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cpeactBa  (BaHjeraHuO, — MbIIIBSKA  TPUOKCHI,  OKCAJIHMILIATHH);
IPOTUBOPBOTHBIE CPEACTBA (AOMIEPUIOH, OHJAHCETPOH), CPEICTBa,
BIMAIOIIME Ha MOTOPHKY JKEJYAOYHO-KHIIEYHOrO TpaKTa (LHU3ampuu);
AHTUTMCTAMUHHBIE CpeACTBAa (MM30JIACTHH, acTeMH30J, TepheHaauH),
MpouMe  JIEKAPCTBEHHbIE  CpeacTBa  (audeMaHmna  MeETHICYb(ar,
Oenpuaun).

BPOJKIEHHOE MM IpUoOpeTeHHoe yanuHenue uurepsaina QT,

AUCHYHKIUS IIMTOBHIHOM XKelne3bl (TUIIOTUPE03, THIIEPTUPEOD3);

MHTEPCTUIMATIbHAs O0I€3Hb JIETKUX;

OepeMeHHOCTh (3a UCKIIIOYEHHEM 0COOBIX ciydaeB, cM. paszaen «lIpuMenenue npu

OepeMEHHOCTH U B TIEPUOJI TPYAHOTO BCKAaPMIIMBAHUSY);

IIEPHOJI IPYAHOrO BCKapMiMBaHus (cM. pasznen «lIpumenenue npu O€peMeHHOCTH

¥ B MIEPUOJI TPYAHOTO BCKAPMIUBAHUAY);

Bo3pacT 10 18 neT (3ddexTUBHOCTH U 6€30MaCHOCTh HE YCTAaHOBJIEHBI).

C ocm OPONHCHOCMbIO

Opd  JCKOMIIEHCHPOBAHHOM  WJIM  TSDKEJIOM ~ XPOHHYECKOW  CeplaedyHOM
HenoctatoyHocTH (II1-1V dyHkunoHansHbli Ki1ace no kinaccupukauud NYHA);
IpY aTPUOBEHTPUKYISIpHOM Onokane I creneny;

y HNallMEHTOB [OXKUJIOr0 BO3PACTa;

y [AlMEHTOB C AIIEKTPOKAPIUOCTUMYISTOPOM/UMILIAHTUPOBAHHBIM
KapIuoBepTepoM-a1eUOpUILIATOPOM;

[IpY OJHOBPEMEHHOM IPUMEHEHUM C IIpernaparamu, CIOCOOHBIMHM YIJIUHSIThH
unrepsai QT;

IpY OJHOBPEMEHHOM IMPUMEHEHHH C cOpocOyBUPOM B MOHOTEpPAIlUU WU B

KOMOMHAUMU € IPYTMMHM IPOTHUBOBUPYCHBIMU IperaparaMu IPsIMOrO JACUCTBHUS






