MUHUCTEPCTBO 3JIPABOOXPAHEHU S POCCUCKON ®EIEPALIA
HWHCTPYKIIMA
10 MEJMITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
TIPEITAPATA

Aoduparepon Kanon

Perucrpauuonnsrii Homep: JITT-007568

Toprosoe naumenoanue: AGuparepon Kanon

Me:kIyHAPOIHOe HeNaTeHTOBAHHOE WM IPYNIHPOBOYHOe HAHMEHOBAHHME:
abuparepon

JlexkapcTBennasi popma: Tabnerku

Cocras:

1 Tabnerka 250 MI CONCPIKHT:

deticmeylouyee geujecmeo. abuparepona anerar 250,0 mr;

6cnomozamensiivie elyecmea:; KPeMHHS JTHOKCHI KOJUIOMIHBIA 7,2 MI, Kpo-
ckapMmerio3a Hatpus 35,8 Mr, nakTo3sl MOHOrHApaT 198,7 Mr, Maruus creapar
10,7 mr, Hatpus naypuicyinbdar 28,6 mr, noBuaon K-30 35,7 mr, nesionosa
MHKpokpucramnueckas (tun 101) 148,3 mr.

Onucanne

TabneTky oBalbHBIE JBOSAKOBBITYKIIBIE C PUCKOM, O€T0ro Miiu nodtu Genoro
1BETA.

dapmakoTepaneBTHYeCKAasl IPYNIA: IPyrHe aHTarOHUCTHI TOPMOHOB M HX
IpOYUE aHAJTOTU.

Kon ATX: L02BXO03.

DapmMaKoJoruuecKue cBoicTea

Mexanusm oelicmeusn

AGuparepoHa anerar in vivo IpeBpalaeTcs B aOUPaTepOH, KOTOPHIil ABIACTCS
MHIHOUTOPOM OMOCHHTE3a aHAPOreHOB. B yacTHOCTH, abUpaTepoH CeNeKTHBHO
OJIaBIIsIeT aKTUBHOCTH (epmentTa 1 7a-ruapokcriassl/C17,20-masbl (CYP17).
OTOT (hepMEHT DKCIIPECCHPYETCs U SBIACTCS HEOOXOAMMBIM il OHOCHHTE3a
AHIPOTCHOB B SMYKAX, HAJIIOYCUHHKAX M KJIETKaX OIyXOIHM MPEACTaTelbHOI
xkenes3bl. CYP17 karanusupyer npeBpaiieHue NperHeHoNIOHa | IPOrecTepoHa
nyteM 1 70-rupoKkcHaMpoBanus U paspeisa csazu C17,20 B npe/jiecTBEHHUKH
TECTOCTEPOHA: JETHAPOIUAHIPOCTEPOH U AHAPOCTEHIHOH, COOTBETCTBEHHO.
Topmoxenue aktupHocTH CYP17 Takke CONpoBOXKAaeTCs YCHICHHEM CUHTEe3a
MHUHEPATIOKOPTUKOUJOB B HA/IIIOYCHHUKAX.

AHJIPOTeH-1yBCTBUTEIBHBIA PAaK IIPEJCTATEIBHON JKENe3bl pearupyeT Ha Jie-
YEHUE, CHUKAIOIIEE KOHLIECHTPALUIO aHAPOTECHOB. AHTI/IaH}IpOFeHHaﬂ Teparnus,
HalpuMep, IPHMEHEHHUE arOHHCTOB JTIOIMOEPHHA MM IIPOBEJICHUE OPXHAIKTO-
MU, 0CITa0ISIIOT CHHTE3 AHJIPOTEHOB B sINYKaX, HO HE BJIMAKOT HA CUHTE3 aH-
JIPOTCHOB B Ha/IIOYCYHHUKAX U B oIyxonH. [IpuMeHeHne abuparepoHa CoBMeCT-
HO C arOHUCTaMH JIIoJnOepruHa (MM OPXHIKTOMHUEH) CHIDKAET KOHLEHTPALINIO
TECTOCTEPOHA B CHIBOPOTKE KPOBH JI0 YPOBHSI HIDKE TI0POTa OIPEIeICHHS.
Dapmaroounamuka

AGupaTepoH CHIDKaeT KOHIICHTPAIMI0 TECTOCTEPOHA U JPYTHX aHIPOTCHOB B
ChIBOPOTKE HUKE TEX noxa3areneﬁ, KOTOPBIE y1aeTCs ITOJIyYUTh HA dJOHe Tpume-
HEHUs arOHKCTOB JIFOMMOCPHHA HIIH TI0CIE OPXUIKTOMUU. DTO HPOUCXOIHUT H3-
3a cenekTuBHOro nHruOuposanus (epmenra CYP17, kotopslii Tpebyercs Juist
OuocuHTe3a aHJIPOreHoB. KOHIEHTpalus IpoCTaT-CnelM(IYHOro aHTUreHa
(ITCA) ciysxut GHOMapKepoM y HALMEHTOB C PAKOM MPEICTATEIbHON JKeTe3bl.
Ilpumenenue cnupononrakmona

HaL[l/lCHTaM, IIPUHMMABIIAM y4aCTHE B OCHOBHBIX KIIMHUYECKUX UCCIIEN0BAHUAX
abuparepoHa, HE Pa3pernanoch IPHMEHSTh CIUPOHONAKTOH, T.K. €0 MOJICKYIIBI
CBS3BIBAIOTCS C PELIENTOPAMH aHIPOT€HOB U MOTYT TOBBILIATh YpoBeHb [ICA.
Ananveemuueckuii o¢ppexm

Z[OJ'I)I TIAIUEHTOB, Y KOTOPBIX OTMEYaICsH MAJUTHATUBHBIA aHAIbreTHIECKHUI
sddexr, OblIa TOCTOBEPHO BBINIE IIPH HCIIOIB30BAHIN a0HpPaTepOHa, 110 CPaB-
HEHHIO ¢ rpynnoi miane6o. Kpome Toro, no cpaBHeHuIo ¢ mauneHTaMu, moiy-
YaBIIMMH IUIale60, Y MEHbIIEH JI0IM HAalMeHTOB, IIOTyYaBIINX abHpaTepoH,
OTMEYaJI0Ch POrPeCcCHPOBaHE HOIEBOTO CHHIPOMA.

Puck pazeumus Kocmulx 0C10dcHenul

ITo cpaBHeHuto ¢ rpymnmoi mianedo y MeHslIeil 1011 NalieHTOB, MOTyYaBIIHX
abHpaTepoH, 0TMEYaINCh CITyYaH HOPaKEeHHs KOCTHOM TKaHH, K KOTOPBIM ObIIH
OTHECEHBI MMaTOJIOTHYECKUIT TIEPEJIOM, CIIMHAJIbHASA KOMIIPECCHUS, MaJIJINaTUB-
HOe 00JTy4eHHe KOCTH, XUPYPrUdecKoe JIeYeHHE KOCTH.

Dapmarkokunemuxka

DapMaKOKHHETHKa abUpaTepoHa aneraTa i abuparepoHa Oblia H3ydeHa y 3710-
POBBIX l[06pOBOJ'H>I_ICB, y OOJBHBIX C TO3JHUMHU CTAAUAMU METACTATUYCCKOIO
paKa IpeacTaTelIbHOMN XKelIe3bl H Y HeOHKOJIOTMYECKUX ITAIlHeHTOB C OYeYHON
WM TIEYEHOYHOH HEI0CTAaTOUHOCTBIO. AOMpaTepoHa auerar in vivo ObICTPO
IpeBpalaeTcs B abHpaTepoH, KOTOPHIil ABIACTCS MHIUOMTOPOM OHOCHHTE3a
AHJIPOTEHOB.

Abcopoyus

Ipu nepopanbHOM HpUMEHEHNH a0UpaTEPOHA HATOLIAK BPEMsI JOCTHIKEHUS
MAaKCHMaJIbHON KOHIICHTpAI[MH a0HpaTepOHa B IIa3Me KPOBH COCTaBIISET IIPH-
OnmsurensHo 2 yaca. [Ipuem abuparepona ¢ nuiieii 1o CpaBHEHHIO € IPHEMOM
Ipenapara HaToIaK HPHUBOAUT K 10-KpaTHOMY yBEIMYEHHIO ILIOMAM IOJ
KpuBOii «koHueHTpaus — BpeMs» (AUC) u 17-kpaTHOMY yBEIHUEHHIO MaK-
CHMaJbHON KoHIeHTparmu abuparepona (C,,,) B 3aBHCHMOCTH OT )KHPHOCTH
npuHATOH nuiy. [TpuHuMas BO BHUMaHne HOpPMaJbHOE pa3HOOOpas3ue comep-
JKaHHUSA U COCTaBa IHMIIM, TIPHEM abHpaTepoHa C IHIel 00anaeT cocoOHO-
CTBIO OKa3bIBaTh pa3HOOOpa3HOe cucteMHoe BosxelcTue. I[TooTomy abupare-
POH Hellb3sl IPUHUMATh C TTHIIEH.

Pacnpeoenenue

Casi3piBaHMe ¢ OenkamMu IU1a3Mbl MedeHoro '‘C-aGuparepoHa COCTaBIsICT
99,8%. Kasxymuiuiicst o0beM pacnpenesieHus CocTaBisieT NpUuOIH3NTeIbHO 5630
JI, 9TO CBHETEIBCTBYET O TOM, YTO abMpaTepOH aKTHBHO PacHpeeNsieTcs B
nepudepuuecKux TKaHsIX.

Memabonusm

Ipu nepopansHOM npuMeHeHHn '“C-abuparepoHa amerara B Kalcynax, abu-
paTepoHa alerar THAPOIU3yeTcs 10 abupaTepoHa, KOTOPhIl B CBOIO OYepelb
MoJIBepraeTcs MeTaboIn3My, BKIIouas Cynb(paTHpoBaHUEe, THAPOKCHINPOBAHUE
U OKHCIICHUE, [NIABHBIM 00pa30M B IledeHH. bolbIuast 4acTh HUPKYIUPYIONIEro
4C-abuparepona (npubmusurensHo 92%) Haxomunack B hopme MeTaboINTOB
abuparepona. 13 15 nomiarommxcs 0OHapyKeHHIO METa0OINTOB Ha Ka)KIbIil
U3 IByX OCHOBHBIX MeTabOIMTOB - abuparepona cyiabgar u N-okcux abupare-
poHa cyiabGhar - IpUXoAUIoch 110 43% ob1eil panoakTUBHOCTH.

Beiseoenue

ITo naHHBIM HCCIIEIOBAHUH, IPOBEICHHBIX C Y4aCTHEM 3JJ0POBBIX JOOPOBOIIb-
LeB, CPEIHMII MEepuoJ IOTyBBIBEACHUS a0MpaTepoHa B IUIa3Me COCTABILSIET
npubmusuTensHo 15 yacos. Ilpu nepopaibHoM npueme MedeHoro “C-abupa-
TepoHa anerara B o3¢ 1 r npubnusurensHo 88% pajroakTHBHON 103bI BHIBO-
JUAJIOCH Yepe3 KUIIeYHHK U IPHOIU3UTENbHO 5% BBIBOIHIOCH MoykaMH. Oc-
HOBHBIMU BEULICCTBAMH, HaﬁﬂeHHbIMPI B cbexanuﬂx, SIBJISLTICH HEM3MEHEHHBIH
abuparepoHa auerar u abuparepon (npuoiusuTeabHo 55% u 22% BBEICHHOI
JI03bI COOTBETCTBEHHO).

Ocoovle zpynnvt nayuennos

Tayuenmul ¢ neueHouHOU HEAOCMAMOYHOCMbIO

DapMaKOKHHETHKa abHpaTepoHa U3ydanach y IallUCHTOB C JTETKOH U yMEpeH-
HOH CTEIEHbIO MeYeHOUHOH HepocTaTouHoCTH (K1ace A u B o knaccuduxa-
1y Yaiina-ITbio COOTBETCTBEHHO) 1y 3]J0POBHIX J100poBoibIeB. CHCTEMHOE
BO3/elicTBHE abupaTepoHa MOcie OAHOKPATHOTO NIPUMEHEHHs BHYTPb B J103€
1 r yBenuuuBanoch nNpuOIM3UTENbHO Ha 11% y ManueHToB ¢ JErKol crere-
HBIO MEUYEHOYHOI HEJOCTATOYHOCTH U HAa 260% y MAIMEeHTOB C YMEPEHHOIt
CTEICHBIO IEYCHOYHOM HelocTaToyHOCTH. CpeJHHI HEePHO IOy BBIBEICHUS
abuparepoHa yBeIMUMBACTCS MPUOIM3UTENBHO 10 18 4acoB y MauMeHToB ¢
JIETKOH CTEIEHBIO TIeYEHOYHOH HETOCTATOYHOCTH U HPHONH3UTENBHO 10 19
YacoB y ITAllMEHTOB C yMCpeHHOI‘/'I CTEMEHBIO MMEYEHOTHON HEAO0CTATOYHOCTH.
JUs TaiMeHToB, MMEIOMIUX JIETKYIO CTEIICHb IIeYeHOYHOH He[0CTaTOYHOCTH,
KOPPEKIMU J103bl Ipernapara He TpeOyeTcs. AOMpaTepOH Hellb3sl Ha3HAuaTh
MaIlMeHTaM C HapylieHHeM (QYHKIMH IIeYCHN CPEeIHEil U TSKENOoi CTeNeHH.
IManuenram, y KOTOPBIX B IPOLECCe TEPAIHMU MPENapaToM Pa3BHIACh rema-
TOTOKCUYHOCTB, MOXET OTPEOOBAThCSl BpEMEHHAsl OTMEHA IIperapaTa U Kop-
PEKLHUA 103bI.

Tayuenmol ¢ noueuHol HedoCMamo4HOCmbio

DapMaKOKMHETHKY abMpaTepoHa CPAaBHUBAIM Y TALUEHTOB C TEPMUHAIBHOI
cTajyeill II0YEeYHOH HETOCTAaTOYHOCTH, NOTYYAIOIIMX CTaHJAPTHYIO CXeMy

reMojiuaiN3a, ¥ y NalHMeHTOB ¢ HOPManbHOH (yHKuueil mouek. CucreMHoe
Bo3JeiicTBHE abupaTepoHa anerara 1ocie IprueMa BHyTph B Jjo3e 1 Ty mamu-
€HTOB C TePMUHAJIBHOH CTaaHell MOYeUHONH HEI0CTATOUYHOCTH, MOTYYalOIHX
TeMOJIHalIN3, HE YBEINIHBANOCh. AGHPATEpOH Hellb3sl Ha3HA4aTh HAIUCHTAM,
GOJIBHBIM PAKOM MPEACTATEIbHOM JKeNe3bl, ¢ HapylIeHneM (DYHKINH T10YeK Tsi-
JKEJIOH CTeNeHH, IIOCKONIBbKY KIMHHYECKHE JTaHHbIe O IIPHMEHEHHH abuparepo-
Ha y TaKuX NalMEHTOB OTCYTCTBYIOT.
Bauanue na unmepean Q-T
yCTaHOBJ'ICHO, 4uTo a6upaTep0H HE OKa3bIBACT 3HAYUMOI'O BIUAHUS HA UHTEPBAJL
Q-T/ QTe.
IMoxa3anusi K NPUMEHEHUIO
Ipenapar Ab6uparepon KaHoH B KOMOMHAIMM C IPEJHH30JIOHOM IIPEIHA3HA-
YECH [UIA JICYCHU METACTATUYCCKOTO KACTPALTMOHHO-PE3UCTEHTHOI'O paKa mpeu-
CTaTeNIbHON XKeIe3bl.
IIporuBonokasanus
— I'Mnep4yBCTBUTENBHOCTh K AKTHBHOMY KOMIIOHGHTY WIIH JTI000MY BCIO-
MOraTeJIbHOMY BEIIECTBY IIpernapara;
— Jlerckuii Bo3pact 1o 18 net;
- CpeI[HS[Sl U TsDKeJIast CTETEHb MTeYCHOYHON HEAO0CTAaTOYHOCTH:
— TspKenast CTEIeHb II0YEYHOI HEe0CTaTOYHOCTH.
C 0CTOPOKHOCTHIO
— MedurmT naKkrassl, HENEPEHOCHMOCTh JAKTO3bI, ITIOKO30-TalaKTO3HAs
MaababcopOLus.
— CuietyeT TpOSIBIIATE OCTOPOXKHOCTH IPH JICYCHHH OOJBHBIX, COCTOSHHE
KOTOPBIX MOXET yXYALIATHCs MIPU MOBBILICHUN apTEPUATIBHOIO JaBICHUS
WM Pa3BUTHU TUIOKAIMEMHH, HAIpUMep, OONBHBIX C CEpIeYHOM Hemo-
CTaTOYHOCTBIO, C HEJABHO IICPCHECEHHBIM HH(APKTOM MHOKapja WiIn
JKeITyZI0UKOBOI apHTMHel; (pakiuer BEIOpPOCca JICBOTO Kelyl0uKa MeHee
50%, cepaeunoii Henocrarounoctsio II-IV dyHkionansHoro KIacca mno
kinaccudukanyi NYHA, Tsokernoit nim HecTaOHIbHON CTeHOKap/IHei.
Cnocod npuMeHeHHusl 1 10351
Jozvl
Pexomennyemas cytouHast no3a npenapara Aduparepon Kanon cocrasmuser 1
r (4 Tabnerku mo 250 Mr) 1 pa3 B JeHb Ha TOJOIHbIN JKENYIOK, 3a 1 yac 10
elbl MM uepe3 2 yaca mocie enbl. TableTku clieayeT NIOTaTh LEIHKOM, He
Ppa3KeBbIBas, 3aIMBas HEOOJIBIINM KOIMIeCTBOM BOJbL. IIpenapar AGuparepox
Kanon TIPAUMEHACTCA BMECTE C HU3KUMHU J03aMHU IIPEIHU30JIOHA. PCKOMSHZ(yC-
Masi J103a IIPEJHN30JI0Ha cocTaBisieT 10 Mr/cyT.
IMpenapar Abuparepon KaHOH Helb3s IPUHAMATD C TTULIEH.
B TteueHue 1 waca nocie npruema npenapara He peKOMEHIyeTcs IIPUEM ITHILH.
Jlo Hauaa jnedeHus npenaparom Abuparepon KanoH, kax/bie 2 Heenu B Te-
YeHHUE NEePBBIX 3 MECSAILEB JEYCHHUs, a 3aTeM ©KEMECSIYHO CIeyeT H3MepsTh
AKTHBHOCTb CHIBOPOTOUHBIX TPAHCAMHHA3 M KOHLEHTPALHIO OHanpyouHa. Ap-
TepUaNbHOE NABICHHE, KOHIIEHTPAIMIO KAllMs B KPOBU M CTENCHb 3aJCPiKKU
JKUJKOCTH B OPraHU3Me CIIEAYET OLIEHUBAThL €KEMECAYHO. le/l TIPOITYCKE O4e-
PpeHOit cyToYHOM 103bI penapaTta Abuparepon KanoH, mpenHn3010Ha Ha ciie-
JIYIOLINH IeHb CIIeyeT MPHHATH OOBIYHYIO 03y MPOITYLIEHHOTO Mpernapara.
Koppekyusi 00361 y nayuenmos ¢ napyuienuem Qynkyuu nedenu
Koppekiun 10351 y MalMeHTOB ¢ HAPYLICHUEM (hyHKLHH MEUeHH JIETKOH cTe-
nenn He Tpedyercs. Het naHHbIX 006 3 peKTHBHOCTH U Ge30macHOCTH abupa-
TE€pOHa auerara Ipu HEOAHOKPATHOM IPUMEHEHUH Y NALUEHTOB C HAPYLICHU-
eM (GyHKIUM [IeYeHH, YMEPEHHOH 1M Tshkenoii crenenn (kiacc B wmm C 1o
Yaiing-I1p10), M09TOMy HEBO3MOXKHO IMpeJICKa3aTh HEOOXOMMMYIO KOPPEKIHIO
1036l [Ipenapar A6uparepon KaHOH Henb3sl Ha3HAYaTh NMAI[UEHTaM C HapyIe-
HUEM (DYHKIIMH [IEYCHH CPEIHEH U TSDKEIOH CTeIeHHU.
Ecnu B Xo/ie JIedeHHs IIperapaToM y NAalMeHTOB Pa3BHINCh HPU3HAKH Iema-
TOTOKCMYHOCTH (TIOBBIIICHHE AKTHBHOCTH aJaHHHAMHHOTpaHC(epasbl HIn
acrapraTaMHHOTpaHC(epasbl, B 5 pa3 HPEBHIIAIONICE BEPXHIOK T'PAHHILY
HOPMBI, WM KOHIEHTpauuu OminpyOuHa, B 3 pa3a IpeBbIIAIOIIEe BEPXHIOI
TPaHUILYy HOPMEI), TEPAIHNIO CIIEAyeT HEMEIICHHO MPEKPATUTh JI0 HOTHON HOp-
MaJIM3alHU MOoKa3aTenei (pyHKIHUN HedeHH .
TToBTOPHYIO TEpaIHIO y IAIHEHTOB C HOPMAJIH30BABIIMMHCS MOKA3aTeIAMI
(DYHKIMH TI€YeHM MOXKHO HA4aTh C yMEHbIIEHHOH 1031 500 Mr (2 Tabmerkn)
1 pa3 B JeHb. B 3TOM cityuae KOHTPOIb aKTHBHOCTH CBIBOPOTOYHBIX TPAHCA-
MHHA3 U KOHUEHTpaUuuu GI/IJ'H/[py6PlHa JIOJDKEH OCYILIECTBIIATHCSA KAK MUHUMYM
KaXkIple 2 HeJIeNIH B TeUCHHE 3 MECSIEB, a 3aTeM exeMecsaHo. Ecim npusHaku
renaToTOKCHYHOCTH BO3HUKAIOT IPH rpuemMe 10361 500 Mr, Tepanuto npenapa-
ToM Abuparepon KaHoH ciieftyeT IpeKpaTuTh.
Ecnn y maumentoB B 1000ii mepuoj Tepamuu pa3BUBAeTCs Tkendas Gopma
TeIaTOTOKCUYHOCTH (aKTHBHOCTh aJIAHHHAMHMHOTpaHCdepasbl WM acraprara-
MHHOTpaHC(epa3bl MPEBBIIIAET BEPXHIO rpaHuIly HopMbI B 20 pa3), mpenapar
Abuparepon KaHoH ciienyeT OTMEHHTb, IIOBTOPHOE Ha3HAYEHHUE Iperapara y
TAKUX NAUEHTOB HCBO3MOXHO.
Ocooble cpynnst nayuenmog
HpMJIEHEHMCy nayuenmos ¢ NeueHouHOl HedOCMAMOYHOCMbIO
Jlnst GONbHBIX, IMEIOIIUX 10 Hayala JICYCHHs HapylleHHe QyHKIUil medeHn
nerkoii crenenu (kinace A no knaccudukanun Yaina-I1s10), koppekuun 103b1
npenapara He Tpebyercs. IIpenapar AGuparepon KaHoH Henb3s Ha3HA4aTh Ia-
LUEHTaM C HapylIeHneM (QyHKINH eYeHU CPEAHEH 1 TSUKENOi CTeneHH, Ki1ace
B u C no knaccudukarmu Yaitna-ITso.
HpMJIEHEHMCy nayuenmos ¢ NnoueyHoll HedOCMamoYHOCHbIO
Jlns GONBHBIX ¢ HapylIeHneM (QYHKIIU OYeK KOPPEKIUHN T03bI He TpeOyeTcs.
Tem He Menee, npenapar AGuparepon KaHOH Henb3si Ha3HauaTh MALUEHTOM,
GOJILHBIM PaKOM HPEJICTATEIBHOM JKelle3bl, ¢ HapyIIeHHeM (QyHKIIHH TT0YeK Ts-
JKEIOH CTEIICHH, [TOCKOIBKY KINHUYECKNUE TaHHbIE O IIPUMEHEHUN aﬁnpaTepo-
Ha Y TaKMX MAlMEHTOB OTCYTCTBYIOT.
Jemu
Jlns nereit mpuMeHeHue mpenapara AGuparepoH KaHOH HeakTyallbHO, I10-
CKOJIBKY Y JQHHOW BO3PACTHOIl Kareropuu He ObIBAET paka MpPeCTaTeNIbHOI
JKEJIe3bl.
Io6ounoe neiicteue
Haubonee 4acThIMU HeXeNaTeIbHBIMU SBICHUAMHU IIPH JICYCHUH abupaTepo-
HOM SBIISIOTCA Hepucbepuqecxue OTEKH, TUIIOKAJIMEMUS, MOBBILICHUE apTe-
PHATBHOTO JaBJICHHSA, MHOEKINM MOYEBBIBOIAIINX IyTeH, TeMaTypus, yBe-
JIMYEHNE aKTMBHOCTU aclapraTaMMHOTpaHc(epaskl, yBeIMUYeHHe aKTUBHOCTU
aJlaHMHAMUHOTpaHC(hepasbl, AUCTICTICHS, TIEPEIIOMBL.
Hexenarenbubie Ppeakuuu CUCTEMATU3UPOBAHBI OTHOCUTEIILHO Ka)KZlOﬁ U3 Cu-
CTEM OPraHOB C HCIIOJIb30BaHUEM CIIeyOIIei Ki1acCH(HUKAINN YaCTOThI BCTPe-
qaeMocTH: o4eHb yacto (>1/10), wacro (> 1/100, <1/10), neyacto (=1/1000,
<1/100), peako (=1/10000, <1/1000), ouensb pexko (<1/10000), BKirOuas eu-
HHUYHBIC CIIydyau.
Hncghexyuonnvle 3abonesanus
Ouenb 4acTo: MH(EKIMY MOYEBLIBOAANINX ITyTeH.
Yacro: cencuc.
Hapyuwenus co cmopoHbl 3HOOKPUHHOU CUCTEMbL
HeuwacTo: HeOCTaTOYHOCTH (DYHKIMH HAAIIOYCIHUKOB.
Brusnue na pezyibmanmol 1a00pamopHbix UCC1e008aHUL
OueHb 4acTO: THIOKAIMEMHUSL.
Yacro: TUNEPTPUITTALCPUAECMUS, TIOBBIIICHUE AKTUBHOCTU aJlaHUWHAMU-
HOTpaHc(epasbl, MOBBIIICHHE aKTHBHOCTH acllapTaTaMUHOTpaHC(hepasbl.
iapvme/-tuﬂ CO_CmMOpPOHbL KOCMHO-MbIULCHHOU CUCMEMbL U_COCOUHUMENbHOL
mMKanu
YacTo: nepeaoMsl (3a UCKIIOUEHHEM TaTOJIOTHYECKHUX TIEPEIOMOB).
Heuyacro: pab1OMHOIIH3, MHOIIATHS.
Hapyuwienus co cmopoHbl no4ex u Mo4esbl8o0AuUx nynmei
Yacto: remMatypHs.
Hapyuwenus co cmopoHbl cepdedno-cocyoucno cucnemol
OueHb 4acTo: IOBBINICHHE aPTEPHATbHOTO TaBJICHHS.
Yacto: cepaeyHas HeIOCTATOYHOCTh, B TOM YHCIIE OCTpask CepeuHast He0CTa-
TOYHOCTb, JICBOXKEITYJI0UYKOBAsl HEJOCTATOYHOCTh, YMEHbIICHNE (PAKIMH BBI-
Opoca JIeBOTo JKeTy10uKa; CTEHOKAp/IHs, apUTMuUs, GUOPHIIALNS TIpeICepauid,
TaxXUKapJIus.
Ouenb penxo: ymmmHenne untepsana QT u noaumopdHas xkemynoukoBas Ta-
XHKapJI¥sl THIIA KIUAPYIT» (HAOTIONAIOTCS Y MAIMEHTOB C THIIOKAIMEMHUeH Hin
COIYTCTBYIOIMMH CEPAEYHO-COCYIHCTBIMU 3a00/I€BAaHUSIMH).
YacroTa Hem3BecTHA: HHMAPKT MHOKAP/IA.
Hapyuwienus co cmopoHbl OblxamenbHOoU cucnmemsl
Penko: ajeprudeckuii aabpBeouT.




Hapywenus co cmopombi dicey00uHo-Kumeyno20 mpaxkma

OueHb YacTo: nuapes.

Yacro: aucnencus.

Hagzymenwl CO CMOPOHbL NEYEeHU U Z)K'efl'—ie(fbl(f()()ﬂmux nymeﬁ

PC}IKO: MOJTHHEHO CHBII TEIaTUT, OCTpas NMEYCHOYHAsT HEAOCTATOYHOCTb.
Obwue napywenus

Ouenp 4acToO: Nepu(pepuIecKue OTEKH.

Hagzymenwl CO CMOPOHbL KOIHCU U NOOKOJICHbIX MKAHel

YacTo: KOXKHas ChIIb.

Ilepeno3upoBka

JlaHHEIE O TEPeO3MPOBKE aOMPaTEpOHOM OrpaHHdeHHbl. Crenupuueckoro
aHTUJIOTa HeT. B citydae nepeo3upoBKH pHeM abupaTepoHa CIeyeT mpeKpa-
TuTh. ClleyeT IPOBOAUTE OOIIHE MOAAEPKUBAIOIINE MEPOTIPUATHUS, BKIIIOUAs
KOHTPOJIb apuUTMHU. TaxKe clIeyeT KOHTPOIUPOBATh (DyHKIHIO TICUCHH.
B3aumopeiicTBue ¢ IpyrHMH J1€KAPCTBEHHBIMH CPEICTBAMH
Tomenyuanvhoe enusnue Opy2ux NPenapamos Ha 8030elicmeue adupamepona
Ipu uccnenosannn GpapMaKOKMHETUYECKOTO B3aUMOJEHCTBUS CHIBHOTO MH-
nykropa uzopepmerta CYP3A4 Ha 370poBbIX J0OPOBOIbIAX - pUdaMIHIIHA
600 Mr B IeHb B TeueHHE 6 HEH U 3aTeM pa30BOil 103bI abMpaTepoHa aneTara
1000 mr - cpenasis miazmMenHas AUCoo abuparepoHa CHIKaIack Ha 55%.
Crnenyer u3beraTb COBMECTHOTO NPHMEHEHHs aOMpAaTepOHa M CHUIIBHBIX MH-
nykropos nsodepmenta CYP3A4 (Hanpumep, GpeHuTONH, KapdaMasenuH, pu-
tdammuuun, pudabytun, pudanenTus, GeHobapOuTan, 38epoOOi MPOALIPSIB-
JIeHHbIH). Ha3HaueHne MaHHOH IPYMITBI IPENapaToB BO3MOXHO TOIBKO IOCIE
TIIATETbHON OLEHKH KIIMHUYECKOi d()eKTHBHOCTH.

B KIMHIYECKUX HCCIIEIOBAHMIX (hapMaKOKHHETUYECKUX B3aUMOJICHCTBHIH Jie-
KapCTBEHHBIX CPEJICTB Y 370POBHIX JOOPOBOIBIEB IPUMEHEHHE KETOKOHA3011a,
cwibHOro mHruouropa mzodpepmenta CYP3A4, He oKa3piBaIO KIMHUYECKH
3HAYMMOTO BIMSHMS Ha (hapMAKOKUHETHKY aOUpaTepoHa.

Homeuuua/lbnoe GIUAHUE aﬁupumepoua Ha delicmeue ()pyZMX J1IeKapCmeeHHblx
npenapamos

AOUpaTepOH HHIHOUpYeT NedeHOUHbIe N30)ePMEHTHI, YJaCTBYIOIIHE B METa-
Gomnm3Me IeKapCTBEHHBIX Tpenapatos, - CYP2D6 u CYP2CS.

B KJIMHUYECKOM HCCIICIOBAHUH TIPH onpeieneHnH 3G GeKTHBHOCTH abupaTepo-
Ha areraTa (IUTI0C IPETHU30/I0H) Ha OfHY 03y cyOcTpara aexcTpomeTophan
CYP2D6 cucreMHOE BO3ZEHCTBHE JeKCTpOMETOp(haHa YBEIHIUBAIOCH MPH-
mepHO B 2,9 paza. AUC,, 1 nekcTpopdana, akTHBHOTO METab0IUTa JEKCTPO-
MeTopdhaHa, yBeIUYNIACh IPUMEPHO Ha 33%.

Pexomenyercs ¢ OCTOPOKHOCTBIO Ha3HAYaTh aOMPATEPOH MAIMEHTAM, HOJTy-
YaroI[MM MpEeIapaThl, KOTopble MeTabonu3upytorcs m3opepmenrom CYP2D6,
0COOEHHO JTO KacaeTcs MPEeNapaToB ¢ y3KMM TepaneBTHUECKMM MHAEKcoM. B
TaKUX CIydasx CIeIyeT PacCMOTPETh BO3MOKHOCTB CHIDKCHHUS JO03BI Ipera-
PaToB ¢ y3KUM TEpPANEBTHYECKUM HHJEKCOM, METabOIM3UPYIOMHUXCs H30(hep-
merToM CYP2D6, B TOM 4HcIle TaKUX IpernaparoB, Kak METOIPOJIOI, IPoIpa-
HOJION, I€3UNPaMHH, BeHnahaKcHH, TaJonepyI0I, PUCIIEPUIOH, TIponadeHoH,
rexanHN 1, KOJICHH, OKCUKOJIOH U TPaMaJIol.

B taxom e Mccnen0BaHUM NPH onpeneneHnn dQPeKTHBHOCTH abupaTepoHa
arerara (IUTIOC MpeHI30510H) Ha oy 103y CYP1A2 cyGerpara Teodpuminna
He HaOMII0/1aI0Ch CHCTEMHOTO BO3AeHCTBUA CyOcTpaTa TeohHLIHHA.

B uccnenopanun CYP2C8 B3auMozieiicTBUS MpenapaT-npenapar Ha 3[0pOBbIX
no6posonbiiax AUC nuornmuTasona Obina ysenuuena Ha 46% u AUCs M-111 n
M-IV, Ka)/10r0 U3 aKTHBHBIX METabOJIMTOB MMHOIIMTA30Ha, CHU3MIach Ha 10%
NpH BBEJICHHN IHONIHTA30HA BMECTE C OJHOI 10300 abuparepoHa auerara
1000 mr. XoTst 5T pe3yabTaThl MOKA3bIBAIOT, YTO HE OXKMAACTCS KIMHUYECKH
3HAYMMBIX YBEJIHUYEHHUI B BO3ACHCTBHN, €I aOUPaTEePOH NPUMEHSIOT B COYe-
TaHHH C APYTHMH IIperapaTaMy, KOTOPbIe JMUMHHHUPYIOTCS IPEHMYIIECTBEHHO
CYP2CS8, nanuenTs! JO/KHBI HAOMIOAATLCS HA HATMYHE TIPU3HAKOB TOKCHYHO-
cTH, cBsi3aHHbIX ¢ cydcTparoM CYP2CS8 ¢ y3KUM TeparneBTHICCKUM HHICKCOM,
€CTIM OH MCIIONE3YeTCs OTHOBPEMEHHO C aOMPATEPOHOM.

TIprMeps! JTeKapCTBEHHBIX MpernaparoB, Metabonusupyembsix CYP2C8, Bkio-
YaroT MHOMIMTA30H U penarmuHui (cM. pasaen «Ocobble ykasauusy - [unoe-
JIUKEMUST).

Jlexapcmeennvie cpedcmea, cnocobuvie yorunamo unmepsan QT

TTocKkobKy aHAPOTeHHAs JICIPUBAIIMOHHAS TEPaIHs MOXKET IIPHBOJUTH K YIUTH-
nenuio unTepBana QT, pekoMeHayeTcs MPOSBIATE OCTOPOKHOCTD TIPH IPUME-
HEHUM abHpaTepoHa C JAPYTMMH JICKAPCTBEHHBIMU CPEJICTBAMHM, CHOCOOHBIMU
yuHATS uHTepBai QT, Ml IeKapCTBEHHBIMU CPEJICTBAMH, CIIOCOOHBIMH BbI-
3BIBATh XKEIYI0YKOBYIO TAXHKAPIHIO THIIA «ITUPYIT», TAKUMU KaK aHTHAPUTMH-
YyecKHe JIeKapCTBEHHBIE CPE/ICTBA Knacca IA (Hampumep, XMHUINH, U30MHpa-
mux) Wi kinacca I (HarmpumMep, aMHOIapOH, COTaoN, 10deTHIn I, Oy THITHT),
METaa0H, MOKCI/ICI)J'[OKCHLII/IH, AHTUIICUXOTUYECKUE TIpenaparsl U T.1.
Cosemecmnoe npUMeHeHue co CNUPOHOIAKIMOHOM

CnMpOHOTAKTOH CBA3BIBAETCA C PELENTOPAMU aHAPOTEHOB U MOXKET CIOCO0-
CTBOBATh NOBbINICHUIO KoHIIeHTpanuK ITICA. TIpuMeHeHne CIMpOHOIAKTOHA He
PEKOMEHI0BAHO Yy IMallM€HTOB, IPUHUMAIOIINX a6HpaTep0H.

Oco0ble ykazaHus

HpI/IeM a6HpaTep0Ha OTHOBPEMEHHO C l'll/lU.Ieﬁ 3HAYUTEJIBHO YBEJIMYUBACT BCa-
ceiBaHue abuparepoHa. DHGEKTUBHOCTh U GE30MAaCHOCTh abupaTepoHa, MpH-
HATOTO C MUIIEH, He ycTaHOBIeHa. AGUPATEPOH HeNlb3sl NPUHUMATh C TTHILEH.
Tosviuenue apmepuanibHoco t)u«,wnu}l, cunokaiuemus, 3(1()&']7{)’(’1('& HCUOKO-
cmu u cepoeuHas HedoCmMamoyHOCHb 6CIe0CMEUe U3DLIMKA MUHEPALOKOD-
MUKOUO08

A6HpaTep0H MOJKET BBI3BaTh IMOBBILICHUE apTEPHUATILHOIO JaBJICHUs, THIIOKa-
JIMEMHIO U 3aJIEPXKKY KUIKOCTH H3-3a MOBBIIICHUS KOHICHTPAIIMH MUHEPAIIo-
KOPTHKOUJIOB BClescTBUe nHrHbuposanus dpepmenta CYP17. Ilpuem xoptu-
KOCTEPOHIOB 0CIa0NIsIeT CTUMYINPYIOIee AeHCTBHE aPEHOKOPTHKOTPOIIHOTO
ropmona (AKTT'), 4To mpHBOANT K CHMKEHUIO YACTOTHI U THKECTH JTUX I10-
604HBIX peakiuid. CieayeT MposBIATE OCTOPOKHOCTD IPH JICYCHUN HAlUCH-
TOB, KJIMHUYECKOE COCTOSHUE KOTOPBIX MOXKET yXYAUIUTHCSA NPU MOBBIIIECHUN
apTepUANBHOTO NABJICHHUS, PA3BUTUN TMIIOKATHEMHIU WIH 33/1ePXKKE KHIAKOCTH
B OpraHusMe (HampuMep, y MalMeHTOB C CepAeUHON HeJOCTaTOYHOCTHIO, He-
JIABHO TIEPEHECEHHBIM HH(MAPKTOM MHOKAp/a, C JKEIy[0UKOBON apHTMHEH, Ts-
JKEJION UM HeCTaOUIBbHON CTEHOKApAUEH U JINIL ¢ Cepbe3HBIMU HAPYIIEHUAMI
(yHKIHMH TTOYEK).

B TIOCTPETUCTPALITMOHHOM IIEPUO/IC Y ITALIUEHTOB C TUTOKATHEMHEH UITH comyT-
CTBYIOIIUMH CEPAEYHO-COCYIHCTHIMH 3a00I€BaHMAMH BO BPeMsl IPHMEHECHHS
abuparepona Habmonanuck ynmuHenne uatepsana QT u momumopdHas xemy-
JIOYKOBask TAXUKAPJIUS THIIA «IIHPYIT.

AGuparepoH clelyeT ¢ 0CTOPOKHOCTBIO HA3HAYATH MAIMEHTAM C CEPAEYHO-CO-
CyIHCTBIMH 3a00JIeBaHHSIMH B aHAMHe3e, 6€30M1aCHOCTh Ipenapara y HalueH-
TOB ¢ (paxiuelt BrIOpoca 1eBoro xemyaodka <50% uam ¢ cepAeuHoi Hemo-
crarouyHocTsio III-IV pyHKIMOHaNBHOTO KIacca 1o kinaccuuranun NYHA ve
YCTaHOBJIEHA.

Tlepen HauaIOM MPHMEHEHHS aOUPaTEpOHa CIIeyeT CKOPPEKTHPOBATh THIIOKA-
JINEMUIO U MTOBBILICHUE apTEPUATIBHOIO JaBJICHUSA.

AprepHanbHOe JaBIeHHE, KOHICHTPAIMIO KaJHs B IUIa3Me KPOBH H CTCIICHb
3aJICPKKH KUAKOCTH CIIEAYET KOHTPOJIMPOBATE KAK MUHUMYM 1 pa3 B MeCsIL.
Tenamomoxkcuunocmo u Hapyutenue ([)ynm;uu neuenu

B knmHMUYecKuX HUCCIIEI0BAHMAX 3apPETUCTPUPOBAHO BBIPAKEHHOE IOBBILLICHUE
AKTHBHOCTH IIEYCHOYHBIX ()epPMEHTOB, TPeOOBABIIEe OTMEHBI MIIM KOPPEKIIHU
JI03bI IIpenapara. AKTHUBHOCTH CBIBOPOTOYHBIX TpaHCAMHWHA3 W 6I/IJ'Il/lpy6]/lHa
clieflyeT M3MepATh 10 Hadana NPUMEHEHUs abMpaTepoHa, KaIble 2 Heleln
B T€UCHUE MEPBBIX 3 MECSLEB JICUCHUS, a 3aTEM C€KEMECAYHO. le/l Pa3sBUTHN
KIMHHYECKHX CHMIITOMOB U IIPH3HAKOB, O3BOJIIONINX MPEAIIONOKNTH Hapy-
LICHUE Cl)yHKLlI/lI/I TIEYCHH, CIEAYET HEMEJICHHO U3MEPUTHh aKTUBHOCTB CBIBO-
POTOYHBIX TPAaHCAMHHA3.

I1pu noBBIIEHNH AKTHBHOCTH aJlAHHHAMMHOTpaHC(Epashl UK acmapTaTaMu-
HoTpaHc(epasbl B 5 pa3 BbIIIC BEPXHEil IPaHUIIBI HOPMBI HIIH KOHIICHTPAIlHI
O6unupyOuHa B 3 pasa BbIlIe BEpXHEl rpaHHUILI HOPMBI IPUMEHEHHE abupare-
POHa CIeyeT HeMEICHHO NPEKPaTuTh, M CIEIyeT TIIATeIbHO KOHTPOIUPO-
BaTh (PyHKIHMIO MedeHH. AGHpPaTepOH MOKHO NPUMEHATH CHOBA TOIBKO MOCTIE
BO3BpAIICHNs TT0Ka3aTeleil QyHKIUHU eUeHN K HCXOIHBIM 3HAYCHUSM 1 TOJIBKO
NpY yCIIOBUM HA3HAYEHUS OONee HU3KUX JI03.

Eci y manueHToB B 000 IIepHOJ Tepaliy pa3BUBaeTCs Tsbkenas Gopma
renaToTOKCHYHOCTH (aKTUBHOCTH alaHMHAMUHOTpaHc(hepassl WM acrapTara-
MHHOTpaHCdepashl MPEBbIaeT BEPXHIO IPaHuIly HopMbI B 20 pa3), abupare-
POH CIeAyEeT OTMEHUTH, IOBTOPHOE HA3HAYECHUE IIpErapara y TaKuX MalueHTOB
HEBO3MOXHO.

Koppexkuun 10351 y MALUEHTOB ¢ HapyIIEHHEM (YHKIMH EeUEeHH JISTKOH CTETIeHH
He Tpebyercs. Her nanHbIX 00 3)(GeKTHBHOCTH U GE3011aCHOCTH HEOIHOKpAT-
HOTO NPUMEHEeHUs abupaTepoHa aleTaTa y MalUeHTOB ¢ HapyLIeHHeM (yHKIUH
MeYCeHH, YMEPEHHOM i Tspkenoil crenern (kiace B wm C o Yaiina-ITso),
MODTOMY HEOOXOIMMOCTb KOPPEKIMH 03Bl HEBO3MOXKHO IpesicKa3aTh. AGupa-
TEPOH HeJb3s HA3HAYaTh IAIEHTaM C HapylIeHHEeM (YHKIHH HeYeHH CpeiHen
U TSDKEJIOH CTENeHH.

JKenwyunvl 0emopoonozo eospacma

AGupatepoH He NpeaHa3HaueH Ul NpuMeHeHus y sxeHmuH. [Ipeanonaraercs,
yto npreM HHru6HTOpoB CYP17 GepeMEeHHBIMH JKCHIIMHAMU H3MEHHUT KOH-
LEHTPALUIO TOPMOHOB, YTO MOKET HOBJIMSATH HA pa3BuTHe mioxa. s npegor-
BpAIICHUs CIlydaifHoro Bo3jeiicTBHs GepeMeHHbIC MM CIIOCOOHEIE 3a0epemMe-
HETb JKSHIIMHBI HE JOJDKHBI paboTaTh ¢ mpenaparoM 6e3 mepuaTox.
Konumpayenyus y myscuun u scenuyun

HeusBecTHO, NPUCYTCTBYET M abUpPaTEpPOH MIIM €ro METabOJIUTHI B CHEpME.
Heo6x0MM0 HCIONb30BaTh IPE3ePBATHB, €CIIH IUIAHUPYETCs HOJIOBOH aKT C
OGepeMeHHOM JKeHIINHOM. ECi 11010BOI aKT IITaHUPYETCs C XKEHIMHOM AeTOo-
POIHOTO BO3pAcTa, HEOOXOAMMO UCIIOIB30BATh IIPE3EPBATHB HAPALY C APYTHMU
9 HEeKTHBHBIMU METOJAMU KOHTPALICIIIINH.

Cnocobnocmu K 3auamuio

HcenenoBannii TOKCHYECKOTO BO3/CHCTBUS abuparepoHa arerara Ha pempo-
JYKTHBHYIO CHCTEMY He IIPOBOAMIOCH, JaHHBIX O BIMSHUH IIperapara Ha CIo-
COOHOCTb K 3a4aTHIO HET.

bBepemennocmo u naxmayus

Ipenapar Aouparepon Kanon He nmpuMensiercsi y sKeHIMH. J[aHHBIX O
HpUMEHEHNH abUpaTepoHa y 6epeMEHHbIX KSHIIHH HeT. AGHpaTepoH IIPOTUBO-
MoKa3aH OepEeMEHHBIM U CIIOCOOHBIM 3a0epeMeHeTh JkeHInHam. HenssecTHo,
BBIBOJIUTCS JI a0MpaTepOHa alleTaT UM ero MeTabOoIUThI C MOJIOKOM.
OmMmena 2noKOKOPMUKOCMEPOUOO08 U KynupoBaHue Cmpeccogobix CUnyayuil
IIpu oTMEHe IPEIHU30I0HA CIEIYeT IPOSBIATE OCTOPOKHOCTh U KOHTPOJIH-
pOBaTh NPU3HAKH HENOCTATOMHOCTH (DYHKIMH KOpBI HajanodeyHukoB. Ecim
IpUMEHEeHNE abupaTepoHa IPOJOIKACTCS MOCE OTMEHBI TTIOKOKOPTUKOCTE-
POMIOB, TO CJIEAYeT KOHTPOJIUPOBATH MOSBICHHE CHMITOMOB M30bITKA MHHE-
PANOKOPTUKOMIOB. Y MAIMEHTOB, IOMYYAIOMUX MPEIHU30/I0H, IIPU Pa3sBUTHU
CTPECCOBBIX CHTYALMIT MOXKET MOTPeOOBATHCS TTOBBIIEHHAS 103a TIIIOKOKOPTH-
KOCTEPOHJIOB IIepejl, BO BPeMs H II0CIIE CTPECCOBOI CHTyaIlHH.

Tunocnuxemus

Coobm1a10ch 00 OTIENBHBIX CIIydYasx TMIIONIMKEMHH NPH Ha3HAYCHUH abupa-
TEpOHA BMECTE C IPEIHU30JIOHOM NALHEHTaM C CaXapHbIM AUa0ETOM B aHAM-
He3e, TI0MIYYaBIINM IIHOMIHTA30H U PENariiuHu (CM. pasaen «B3anmoneiicTeue
¢ IPYTrHMH JIEKAPCTBEHHBIMH CPEICTBAMU»). Y MAILIMEHTOB C CaXapHbIM Juade-
TOM HEOOXOIMMO KOHTPOJIMPOBATH KOHIICHTPAIHIO TTIOKO3BI B KPOBU.
IInomnocms kocmHoU mKanu

YV My’>K4YMH C METaCTaTUYECKUM KaCTPAIIMOHHO-PE3UCTEHTHBIM PaKOM IIPeICTa-
TEJIBHOI JKeNe3bl MOXKET HAaONIONAThCsl CHIDKEHUE TUIOTHOCTH KOCTHOM TKaHH.
IIpu 0fHOBPEMEHHOM IIPHMEHEHHH abUpaTepoHa M IIIFOKOKOPTHKOCTEPOUJIOB
9TOT YPPEKT MOKET yCHIIUBATBCS.

TIpeowecmsyiowjee npumenenie KemoKonHasona

V nanpeHToB, paHee MOJMyYaBIINX KETOKOHA30JI JUISl TePAIMH PaKa MPOCTaThl,
MOXKHO OXHJaTh O0Jiee HU3KUI yPOBEHb OTBET HA TEPAIUIO a0HPaTEPOHOM.
Tunepenuxemus

TIpuMeHeHne NIFOKOKOPTHKOCTEPOUIOB MOXKET HPUBOAHUTH K HIICPIIHKEMUH,
MOAPTOMY y IMALMEHTOB C CaXapHbIM JHA0ETOM HEOOXOAMMO 4YaCTO U3MEpSTh
KOHIICHTPAIHIO Caxapa B KPOBH.

O0Hospementoe HasHaveHue abupamepona u XUMUoOmepanuu

be3onacHocTh 1 53Q)EKTHBHOCTD OHOBPEMEHHOIO Ha3HAYCHUs abupaTepoHa u
LUTOTOKCHYECKON XUMHOTEPATINH HE yCTAHOBJICHBI.

Brusnue na KOCMHO-MbIUEUHYIO CUCTEMY

IMpu npumenenun abuparepoHa ObUTH 3aperHCTPUPOBAHBI CyYad MUOIIATHH.
Y HEKOTOPBIX AIMEHTOB HAOMIONAJICS PAOIOMHOIH3 C TIOYEUHOH HE0CTaTou-
HOCTBIO. B Go/bIIMHCTBE CITydaeB yKa3aHHbIE COCTOSHUS Pa3BUBAINCH B Te-
YeHHUE TIePBOTO MECAIa JICUCHHs, a II0CIIe OTMEHbI aOUpaTepOHa IIPOHCXOHIIO
BoccraHoBieHue. Cregyer coOmonartb OCTOPOKHOCTh NPH OZHOBPEMEHHOM
IpUMEHEHNH abMpaTepoHa M APYTHX IPEHapaToB, CIIOCOOHBIX BBI3BIBATH MH-
OIATHIO/PabIoMUOIIH3.

Huopmayusn o neKomopwix 6CHOMOLAMENLHBIX BEUECMBAX, BXOOAUUX 6 CO-
cmae npenapama Abupameporn Kanon

JlaHHBIIT JIeKapCTBEHHBIHN Iperapar coiepikuT Jiakrosy. [Ipenapar AGuparepon
KaHoH ciesyer npUHHMATh ¢ OCTOPOKHOCTBIO MALMEHTAM C HEMEePEeHOCHMO-
CTBIO JIAKTO3BI, JCHHIIUTOM JIAKTa3bl MM IIIFOKO30-TaJIaKTO3HOH Manbabcop-
Ouueii. JlaHHbI JIeKapCTBEHHBIH npenapar coxepxkut Oomee 1 mmons (27,2
MT') HaTpHs B KaxJ0ii 03¢ (4 Tabuerkax), 4To HEOOXOJMMO TPUHUMATH BO
BHUMaHUE MPH JICYCHUH MALUEHTOB, MOIYYAIOMHUX JUETY C KOHTPOIHPYEMBIM
coJlepyKaHUeM HaTpUs.

Oonoepemennoe nasnaienue npenapama c paous-223 ouxiopuoom

B paHIOMH3HPOBAHHOM KJIMHUYECKOM HCCIICJOBAHHWH y TAI[MEHTOB C METa-
CTATHYECKHM KACTPALMOHHO-PE3UCTEHTHBIM PAKOM IPEICTATENBHOH JKele3bl
(c mpeobnaJaroIMMN KOCTHBIME MeTacTa3aMu) 0e3 KIMHHYECKHX CHMIITO-
MOB WM C KIMHHYECKHMM CHMIITOMAMHM JIETKOH CTEIeHH, NMpu J00aBICHUH
JIMXJIOpHA panua-223 K KOMOMHMPOBAHHOH Tepaluu abupaTepoHOM C IIpel-
HHM30JI0HOM OBbIIO MOKA3aHO yBEIMYEHHE CMEPTHOCTH M YaCTOTHI EPEIOMOB.
Vcrnonb3oBaHue AMXJIOpUIA paans-223 B KOMOWHAIMHM C aOMPaTepOHOM H
MPEIHI30I0HOM BHE KIIMHUYECKUX HCCIIE0BAHUN HE PEKOMEHIYeTCsl.
Biusinue npenapara Ha cnocoGHOCTh YNPABJIATh TPAHCHOPTHBIMH Cpesl-
CTBAMH, MeXaHU3MAMH

AGupaTepoH He BIMSET MM OKa3hlBAaeT HE3HAYNTEIBHOE BIMAHHE HA CIIOCO0-
HOCTb YIPABIISTH ABTOMOOMIIEM U ABIKYLIUMHUCS MEXaHH3MaMH.

®opMa BbINyCKa

Tabnerku 250 mr.

ITo 120 TabneTok B 6aHKY HOTUMEPHYIO IS JISKAPCTBEHHBIX CPEJICTB U3 TIOJH-
9THJIEHA HU3KOTO JaBJICHHUs W nonuyTuieHTepedTanara. Kpsinika ¢ 3amuroit
ot iereii u3 monmaTUiieHa (25 % IIDH + 75 % II3B/I), moiusTHIeHa BBICOKO-
TO IaBJICHUSI HJIN MOJIMIPOINUIICHA.

ITo 1 GaHKe MOMMMEPHOM ISl TeKapCTBEHHBIX CPEJICTB BMECTE C HHCTPYKIME
10 IPUMEHEHHMIO B MAYKy U3 KapTOHA.

YcaoBusi XxpaHeHust

IMpu Temneparype He Bbime 25 °C BO BTOPHYHOI yrakoBKe (Mavyke KapTOHHOI).
XpaHUTh B HEJOCTYIIHOM JIISl I€Tei MecTe.

Cpoxk roxHocTu

2 rona. He npuMeHSTh 110 HCTEYEHUU CPOKA TOTHOCTH.

YcaoBus ormycka

OTIIyCKaloT 10 perenty.

Braznesien perncTpanuoHHOTO y10CTOBepeHus/
Opranusanus, NPUHUMAIOLIAS NPETEH3HHU NoTpeduTe el
3A0 «Kanongapma npozpaxis», Poccust
141100, MockoBckast 00i1., . Ll{enkoBo, yi. 3apeunas, a. 105.
Temn.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.
DnexTponHslii aapec: safety@canonpharma.ru
Tonyuums 0ono Hole O npemensuio
Ha eco Kavecmeo, 6@30nacuocmh, conﬁu;umh 0 HediceramelbHblX
JeKapemeenivix peakyusix moxcno no menegpony: 8 (800) 700-59-99
(GecruraTHas nuHUs 24 yaca) WM Ha caiite www.canonpharma.ru
B pasjene «IlonuTrka B 0011aCTH KauecTBa» - «be30IMacHOCTh PEIapaToBy.
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IIpousBoaurean
3A0 «Kanongapma npoznaxiun», Poccust
TIpouszeodcmeo 20mogoil 1ekapcmeento popmoi:
Mockosckas 00, T.o. ll{gnkoso, r. ILlgnkoBo, yi. 3apeunas, crp. 1055, k. 12.
Ilepsuunas ynaxkoexa:
Mockosckas 06, T.o. llgnkoso, r. IL{gnkoBo, yi. 3apeunas, crp. 1055, k. 12.
Bmopuunas (nompebumenscras) ynakogka:

MockoBckast 0011, r.o. lllgnkoBo, r. Il{gnkoBo, yi. 3apeunas, crp. 1055, k. 12;
MockoBckast 0011, T.0. II{énkoBo, . I1[énkoBo, yi. 3apeunas, ctp. 1055, k. 1.
maycxammuﬁ KOHmMpoOlb Kavecmea:

MockoBckast 0011, T.0. II{énkoBo, . I1[énkoBo, yi. 3apeunas, ctp. 1055, . 11.
Te.: (495) 797-99-54, daxc: (495) 797-96-63
www.canonpharma.ru
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