COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.07.2025 N2 16400

(NOCNELOBATENBHOCTE 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Mertomporon, 50 mr, TabIeTKH.
Mertomnpomnon, 100 Mr, TabJIeTKH.

2. KAUECTBEHHBIN U KOJIUMYECTBEHHbBIN COCTAB

JlelicTBytolI€€ BEMIECTBO: METOMPOIIOII.

MeTtonponoin, 50 Mr, Ta0JIETKH

Kaxxnas tabnerka comepkut 50 Mr METOIpOIIOJa TapTparTa.

BcenomoratenbHble BelecTBa, HATUYME KOTOPBIX HAJA0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO

npemnapara: jakrosa (cm. pazuen 4.3., 4.4.).
Mertompodon, 100 mr, TabreTku

Kaxxnas tabnerka cogepxut 100 Mr MeTornposiona TapTpara.

BcromoratenbHbIE BeNIeCTBa, HATUYHE KOTOPBIX HAJO0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npemnapara: j1akrosa (cm. pasgen 4.3., 4.4.).

[TonHbIi MepeueHb BCIIOMOTAaTENBHBIX BEIIECTB MPUBEIEH B pa3zaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabaerTku.
Mertomnponoin, 50 mr, TabieTKu

TabyneTku Kpyriible IOCKOUMIUHAPUIECKOM (hOpMBI 0€TT0TO UM OETIOTO C KEITOBATHIM OTTEHKOM
1BeTa, ¢ (hacKO.
Mertonposoa, 100 Mr, TabieTku

TabneTkn Kpyrible INIOCKOUMIMHAPUYECKOH (hopMBI GeIoro MM 6eoro ¢ )KeATOBAaTHIM OTTEHKOM
11BeTa, ¢ (packoi 1 pUCKOM.
TabneTky MOXXHO pa3feUTh Ha JIBE PaBHBIE J03bI.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

MerTonpos1oi1 MOKa3aH K IPUMEHEHHUIO Y B3pOCIbIX B Bo3pacTe oT 18 ser.
— apTepuajibHasd TUICPTCH3UA: CHHXKXCHHUC aApTCPHUAIIBHOTO [OaBJICHUA KW YMCHBIICHUC PHCKaA
CepJICYHO-COCYIUCTON U KOPOHAPHOU CMEPTH (BKJIHOYAsi BHE3AITHYIO CMEPTH);
— CTEHOKapus;
— HapyILIEHUsl pUTMa Cep/Lia, BKII0Yas CyNPaBEHTPUKYJISPHYIO TaXUKapIUIO;
— B KOMIUIEKCHOW Tepanuy HHpapKTa MHOKap/a;
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— (yHKIHMOHATBHBIC HAPYIICHHS CEPICIHON IeATeTbHOCTHU, COIPOBOXK
— NpoQUIAKTUKA IPUCTYTIOB MUTPEHMU;
— TUNEPTUPEO3 (KOMIUICKCHAsS Tepamus).

4.2. Pesxum 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 03upoBaHus

Apmepuanvnas eunepmeH3us: CHUNCEHUE apPMePUdlbHO20 OasleHUusi U YMeHbUeHUue pucka
cepoeuno-cocyOucmon U KOPOHAPHOU cMepmu (8KIH0YASL BHE3ANHYIO CMePMb)

100-200 mr mpemapata MeTomnpoJion 0JHOKPAaTHO yTPOM Wi B 2 mipuema (yTpom u Bedepom). [1pu
HEO0OXOUMOCTH 7103y MOKHO YBEIMYUTh WM JOOABUTH APYTrO€ aHTUTHUIEPTEH3UBHOE CPENCTBO.
JnmutenpHast anturuneprensuBHas tepanus 100-200 Mr mnpemapara Meronposiol B CYTKHU
MO3BOJISIET CHHU3UTH OOIIYI0 CMEPTHOCTh, BKIJIIOYas BHE3alHYI0 CMEpPTh, a TaKKe YacTOTy
BO3HUKHOBEHHUS HMHCYJIBTOB M HApYIICHHH KOPOHAPHOTO KPOBOOOpPAIIEHUS Y TMAlUEHTOB C
apTepUaIbHON TUIIEPTEH3UEH.

Cmenoxapous

100-200 mr B cyTku B 2 ipriema (yTpoM U BeuepoMm). [Ipyn HeoOXOIMMOCTH K TEPAITUU MOXKET OBITH
no0aBJeH Ipyroi aHTHAHTMHAIBHBIN Mpenapar.

Hapywenus pumma cepoya, exnouas cynpaseHmpuxyispHy0 maxukapouro

100-200 mr B cyTku B 2 mipuema (yTpoMm U BeuepoM). [Ipu HeoOX0AUMOCTH K Teparnuu MOXKET ObITh
no0aBJeH Ipyroi aHTHApUTMUYECKHI penapar.

B komnnexcuoti mepanuu ungapkxma muoxapoa

Jleuenue 8 ocmpom nepuode

[Ipu pa3BUTUH CHMITOMOB, YKAa3bIBAIOIIMX Ha OCTPHIM MH(MAPKT MHOKApia, CIeAyeT Kak MOXKHO
CKOp€ee HauaTb BHYTPUBEHHOE BBEIEHHUE METOIPOJIOIA.

JlanHyro Tepanuio CcleIyeT HayuHaTh B OTIEICHUM KapAUOpEaHMMAllMd WM aHaJOTMYHOM
HEe3aMeUINTEJIbHO TOCie CTa0WiIM3aly ToKa3aTesneld reMoJWHaMuku mnamueHnrta. Cremyer
mpoBecTd 3 OONIOCHBIE MHBEKIUMU MO 5 MI ¢ 2-MHHYTHBIMH WHTEpBajJaMH B 3aBUCUMOCTU OT
reMOJIMHAMHUYECKOTO COCTOSIHUS ManueHTa (cM. pasnen 4.3.).

Ecnu nmanuenTt xoporio nepeHec BHYTPUBEHHOE BBEACHHUE TOTHOM 1036l mpenapara (15 mr), uepes
15 MuHYT nociie mocieAHEN BHYTPUBEHHOW MHBEKIMHU CIIEAYET Ha3HAUYUTh Npenapar Meronposnod,
TabsieTku B 1o3e 50 Mr 4 pa3a B CyTKU U IPOJOJKATH €ro IPUMEHEHUE B TeueHue 48 4acos.

Ecnm manueHT He MepeHOCUT BHYTPUBEHHOE BBEACHHUE TTOJIHOM 103kl Tipenapara (15 mr), ciemyer ¢
OCTOPO’KHOCTBIO Ha3HAYaTh Mpenapart AJs IpueMa BHYTpb, HaunHas ¢ 0oyiee HU3KOM /103bl.
Lloooepoicusarowas mepanus

IMonnepxuBatomiast no3a cocrapisier 200 Mr B cyTkH B 2 npuemMa (yTpoM U BeuepoMm). HazHaueHune
npemnapara Metomponon B go3e 200 Mr B CyTKHM MO3BOJISIET CHU3UTh CMEPTHOCTh Y MAllUEHTOB,
nepeHecux HH(papKT MUOKapJa, U CHU3UTh PUCK Pa3BUTHs MOBTOPHOTO MH(papKTa Muokapja (B
TOM YHCJIE€ y TIAIMEHTOB C CaXapHbIM TH1a0ETOM).

DYHKYUOHATIbHBIE HAPYULEHUS CEPOSUHOU OesAMENbHOCMU, CONPOBOACOAOWUEC MaXuKapouell

100 mr mpenapata Mertomnposon 1 pa3 B CyTKH, peKOMEHyeTCs IPUHUMATh TadneTky yTpom. [lpu
HEOOXOIMMOCTH J103a MOXKET ObITh yBenuueHa 10 200 mr.

IIpoghunaxmuxa npucmynoe muepenu

100-200 mr B cyTKu B 2 nipuema (YTpoM U BEYEpOM).
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l'unepmupeos (komniekcras mepanusi)

150-200 mr B cyTku B 3-4 mpuema.
Oco0ble IpyIIIbl HAIMEHTOB

Ilayuenmul nodicunoz2o eozpacma
Het HE00X0AMMOCTH KOPPEKTUPOBATH 03y Y NALMEHTOB [T0KUIIOTO BO3pacTa.
Ilayuenmul ¢ Hapyuenuem ynKyuu novex
Het HE00X0AMMOCTH KOPPEKTHUPOBATH 03y Y MAIMEHTOB ¢ HapylleHneM QyHKIUU MOYeK.
Tlayuenmul ¢ Hapywenuem Qyukyuu nevexu
OOBIYHO W3-3a HU3KOW CTENEHH CBSI3U C OeIKaMu IUIa3Mbl KOPPEKLHMs 03bl METOMPOJIoJia He
Tpebyetcs. OHAKO MPU TSHKEIIOM HapylIeHUH (pyHKIHUU reyeHH (y MalrueHTOB C TSHKEIor hopMoit
UPPO3a NEUEHH UITH TOPTOKABATIHHBIM aHACTOMO30M) MOKET MOTPEOOBATHCSI CHUYKEHUE JTO3BI.

€T’
besomacHocte U 3 dexTHBHOCTE y AeTeld B Bo3pacTte 10 18 ner He ycTaHOBIeHBI. JlaHHBIC
OTCYTCTBYIOT.
Cnoco0 npuMeHeHus
BnyTps.
TabneTku cineayeT MpUHUMATh HaTomak. Tabnerky B go3upoBke 100 Mr MOXHO pa3faenuTh Ha 2
paBHBIE JI03BI.

4.3. [IporuBonoKa3zanusi

— THUIEPYYBCTBUTEIBHOCTh K METOMPOJIONY, IpyruM Oera-aapeHoOIoKaTopaM WU JIIOOOMY U3
BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.;

— arpuoBeHTpuKyisipHas o6mokana Il umu I crenenu;

— ceplevyHasi HeJOCTaTOYHOCTh B CTaIUU JIEKOMIICHCAIIUH;

— TIOCTOSIHHASI WM WHTEPMUTTUPYIOLIAs Tepamnus WHOTPOIHBIMH CpEICTBaMH, NEHCTBYIOIIUMU
Kak OeTa-aipeHOMUMETHKH;

— KJIMHUYECKHU 3HaUMMasi CHHYCOBast OpaJuKap/aus;

— CHHJAPOM CJIA0OCTH CHUHYCOBOro y3jia (y MamueHTOB 0€3 (hYHKIIMOHUPYIOMIETO MOCTOSTHHOTO
ANEKTPOKAPAUOCTUMYIISTOPA);

— KapJUOTEHHBIN MIOK;

— BBIpaKEHHBIC HAPYIICHUS MEPUPEPUIECKOTO KPOBOOOPAIIECHUS;

— apTrepuaibHasi TUIIOTEH3US;

— MalueHTaM C OCTPbIM MH(ApKTOM MHOKapjaa IpH 4dacTore cepiaeuHbix cokpauienuit (UHCC)
MeHee 45 ymapoB B MHUHYTY, uHTepBaiioM PQ Oomee 0,24 cekyHO WIM CHCTOJMYECKUM
aprepuanbHbIM AaBieHremM meHee 100 MM pr.cT.;

— TIPH CePhE3HBIX MepudepruIecKux COCYIUCTHIX 3a00JI€BaHUAX MPU YTPO3€ TaHTPEHBL;

— TMalueHTaM, MoIyJaronM 0eTa-aJpeH00I0KaTOPhI, MPOTHBOIIOKA3aHO BHYTPUBEHHOE BBE/ICHUE
0JIOKaTOPOB «MEIJICHHBIX)» KaJbIIMEBBIX KAHAJIOB THIIA BEparamMuia,

— HEMEPEHOCHMOCTh  JIAKTO3BI, JACPUIUMT JIAKTa3bl W  CHHJAPOM  TIIFOKO30-TaJAKTO3HOM
MababcopOanuu;

— Bo3pact 110 18 et (3¢ PexTHBHOCTH U OE30MACHOCTH HE YCTAHOBJICHBI).
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4.4. OcoOble yka3aHHusl 1 Mepbl NPeJI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— aTPUOBEHTPUKYIIsIpHas Onokana I crenenu;

— creHokapaus [IpuHumerana;

— OpoHXHasbHas acTMa;

— XpoHHYecKas o0CTpyKTHBHAsA 00s1e3Hb Jerkux (XOBJI);
— caxapHblii quaber;

— IO0YeyHasl HeJJOCTaTOYHOCTb.

Oco06ble yKazaHus

[TaruenTam, TPUHUMAIIAM OeTa-aApeHOOIOKATOPBI, HE CJICAyeT BBOJIUTH BHYTPUBEHHO
OJIOKATOPBI «MEITICHHBIX» KAJBIIMEBbIX KAHAJIOB TUIIA BeparaMuia.

[Tarmentam ¢ OOCTPYKTHBHOM OOJIE3HBIO JIETKUX HE pPEKOMEHIyeTcs Ha3HayaTh Oera-
aJipeHo0I0KaTOPEl. B citydae miioxoi mepeHOCHMOCTH JIPYTUX aHTHUTUIIEPTCH3UBHBIX CPEIACTB MU
ux HEed()PEKTUBHOCTH, MOXKHO HAa3HAYaTh METOIMPOJIOJN, MOCKOJIBKY OH SIBIISIETCS CEIEKTHUBHBIM
npernapatoM. HeobxonuMo Ha3zHayaTh MHUHHUMAIbHO 3(PGEKTUBHYIO 103y, NMPU HEOOXOIUMOCTH
BO3MOXXHO Ha3zHadyeHHe OeTabeTaz-apeHOMUMETHKA.

[Ipu mpumenenuu OeTa;-aAPEHOOIOKATOPOB PUCK WX BIUSHUS Ha YTIJICBOJHBIM OOMEH WU
BO3MOXXHOCTh MAaCKMpPOBAHHS CHUMITOMOB THUIOTJIMKEMUH 3HAUUTENBHO MEHBIIEe, 4YeM Mpu
MIPUMEHEHUU HECETIEKTUBHBIX OeTa-aIpeHOOIOKATOPOB.

Y DanueHToB C XPOHWYECKOH CepJeYyHOW HEJOCTATOYHOCTHIO B CTaJUU JEKOMIICHCALUH
HE00X0IUMO TOOUTHCS CTaINM KOMIICHCAIIMH KaK JI0, TaK U BO BPEMsI JICUCHUS IIPEIIapaToOM.
[Marmentam co creHokapamed IlpuHIMeTana He pPEKOMEHIYeTCs Ha3HAa4yaTh HECENCKTUBHBIC
0eTa-aIpeH00I0KATOPHI.

OueHb pENKO Yy TMAlMeHTOB C HapyUICHHEM aTPUOBEHTPUKYJSPHOW MPOBOJUMOCTH MOXKET
HACTYIIaTh YXYJIIeHHe (BO3MOXHBIM UCXOJ — aTPUOBEHTpPUKYJspHas Onokana). Ecnu Ha Qone
JIeYeHUs pa3BWIIach Opaaukapaus, 103y mpernapara MeTomposion HEOOXOAMMO YMEHBIIUTh WM
CIIEyeT MOCTENIEHHO OTMEHUTH TIpernapar.

MeTomnposiosl MOXKET YXYIIIaTh CUMITOMBI HapyIIeHUs Tepu(epuaeckoro KpoBOOOpAICHHS, B
OCHOBHOM, BCJIEJICTBHE CHI)KEHUS apTEPUAITLHOTO JIaBJICHUS.

CrnemyeT mpoSIBISITH OCTOPOXKHOCTh TIPH HA3HAYCHHH IperapaTa MalueHTaM C TSHKEION MOYedIHON
HEJOCTAaTOYHOCTHIO, TIPU METAa0OIMYECKOM alu103€¢, COBMECTHOM HAa3HAYEHHH C CEpIACYHBIMU
TIINKO3HU]IaMHU.

[TaruenTam ¢ heoXpoMOIIMTOMON MapalljieIbHO ¢ MpenapaToM MeTomposon cieayeT Ha3HavaTh o.-
aipeHo0II0KaTOopP.

VY manueHToB ¢ HUPPO30M MEUSHH OMOAOCTYITHOCTh METOIIPOJIONA YBEITNIUBACTCS.

B cimygae XMpyprudeckoro BMeENIaTelIbCTBA CIEAYET NPOMH()OPMHUPOBATH Bpada-aHECTE3UOJIOTa,
YTO MAIMEeHT MPUHUMAET OeTa-aJpeHo0I0KaTop.

Crnenyer u3berathb pe3kod OTMEHBI mpemnapara. [Ipy HEOOXOIUMOCTH OTMEHBI Tperapara ee
CJIeTyeT MPOBOJIUTH IMOCTETICHHO. Y OOJIBIIUHCTBA MAIUEHTOB IIPUEM TIperapara MOXHO OTMEHHUTh
3a 14 nueit. Jlo3y mpemapara CHUXAIOT TMOCTENEHHO, B HECKOJIbKO MPUEMOB, O JOCTHKCHUS
KOHEYHOH J03bI 25 MI OIMH pa3 B CyTKH. [lalueHTsl ¢ UIIeMUYecKOi OONE3HBIO cep/lla JOMKHBI
HAXOJUTHCS MO THIATEILHBIM HA0II0ICHHEM Bpada BO BpeMsi OTMEHEHI Tpernapara.
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TsDKeNon popme.
BcnomorarenbHbIe BENIECTBA

[Ipemapar coaepxut nakrto3y. IlammeHTam ¢ penkKo BCTPEYAIOLIEKHCS  HACJIEICTBEHHOU
HETMEPEHOCUMOCTBIO TaJaKTO3bl, 1e(UIIMTOM JIAKTa3bl MU TIIOK030-TAJIAKTO3HON MababcopOIuei
HE clie[lyeT IPUHUMATh TOT Mpernapar.

4.5. B3aumopgeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMHM IpenaparamMd W Jpyrue BHIbI
B3aMMOJAEHCTBUSA

Cruenyer n30eratb COBMECTHOI'O HAa3HAYEHUS npernapara  MeTonmpoioa  co  clIeAYIOIMMH

JICKAapPCTBCHHBIMHU CPEACTBAMUA

IIpoussoonvie 6apoOUMyposoli Kuciomol

BapOutypatbl (uccinenoBaHHe HPOBOIWIOCH € (eHOOapOUTAIIOM) HE3HAYUTEIBHO YCHIIMBAIOT
MeTa0O0JIM3M METOIPOJIOIA BCIACICTBIE HHAYKINU ()EPMEHTOB.

IIponagenon

[lpn Ha3zHaueHMu mnponad)eHOHA YETHIPEM MAIMEHTaM, MOJYyYaBIIUM JICYCHHE METOINPOJIOJIOM,
OTMEYaJIOCh yBEIMYCHUE TUIA3MEHHOW KOHIIGHTpPAIlMU METONpOJoNa B 2-5 pa3, MpH 3TOM y ABYX
NAalMeHTOB OTMEYAINCh MNO0OYHBIe d((EKTh, XapakTepHble Uil MeTompoiona. JlanHoe
B3aMMOJICHCTBHE OBLIO TOATBEPKIECHO B XOJE HCCIeNOBaHUS Ha 8 moOpoBonblax. BeposrHo,
B3aUMOJICHiCTBHE  OOYCJIOBJICHO HMHTHOMpOBaHMEM TpomnadeHOHOM, TOJ00HO  XWHHUIUHY,
MeTaboIM3Ma METOIPOJI0JIa HocpeAcTBOM cuctembl nutoxpoma CYP2D6. Ilpunrumas Bo BHUMaHue
ToT akT, uYro mnpomadeHOoH o0iagaeT cBoiicTBaMu OeTa-aApeHOOIIOKAaTOpa, COBMECTHOE
Ha3HAYCHUE METONPOJIONa U pornadeHOHa He MPEACTABISETCS 1eTIeCO00pa3HbIM.

Bepanamun

KomOunamust Gera-aapeHOOI0KaTOPOB (aTEHOJI0NA, MPONPAHOIIOIa U MHHAOJONA) M Beparnamuia
MOXET BBI3BIBaTh OpaJMKapIUIO U TPUBOJNTH K CHIDKCHHIO apTEepUALHOTO JaBieHus. Bepamamun
u  OeTa-aJipeHOOJOKATOPbl  MMEIOT  B3aUMOJOMNONHAIOUMKA  MHrHOupyroumid  3¢ddexkr Ha
aTPUOBEHTPUKYISPHYIO IPOBOJUMOCTD U (DYHKIIMIO CHHYCOBOTO y37Ia.

KomOuHanmst mpenapata MeTONpPOION CO CIEAYIONMMH JIEKAPCTBEHHBIMU CPEICTBAMU MOMKET

ToTpe0OBaTh KOPPEKIINH 1036l

Aumuapummuueckue cpeocmea I knacca

Coueranue aHTHAPUTMHUYECKUX CpeNCcTBa | kimacca u GeTa-aapeHoOI0KaTOPOB MOXKET MPUBOIUTH K
YCUJIEHUIO OTPHUIIATEIBHOTO WHOTPOMHOTO 3(ddekTa, 4yTo MOXKEeT ObITh MPUYUHOU CephE3HBIX
reMOJMHAMHYECKUX TMOOO0YHBIX J(P(HEKTOB y TMalMEeHTOB C HapyUIeHHOW (QYHKIHMEW IIeBOTO
Kenmyaouka. Takke crieayeT u30erath MoJ00HOW KOMOMHAIMM Yy TMAllMEHTOB C CHUHAPOMOM
caboCTH  CHHYCOBOTO y3Jla M HapylIeHHEM  aTPUOBEHTPHUKYJSIPHOW  MPOBOJAMMOCTH.
B3aumopeiicTBie onucaHo Ha MPUMEPE TU30NUPaAMUIA.

Amuooapon

CoBMECTHOE TPUMEHEHUE aMUOJapOHa W METOIPOJIOJa MOXKET MPUBOJAUTH K BBIPAKECHHON
CUHYCOBOW Opanukapauu. [IpuHMMas Bo BHUMaHHUE KpalHE NIUTENbHBIN MEPUO] TTOTYBBIBEICHUS
amuomapona (50  gHel), ciemyeT  y4YMTHIBATH ~ BO3MOXKHOE  B3aUMOJICHCTBUE  CITYCTS
MPOAOJIKUTEIIBHOE BPEMS I10CIIE OTMEHBI aMHOIAPOHA.

Lunmuaszem



COOTBETCTBYET =

ot 02.07. o N2 1"‘-1-.'-'
JuntrazeM u  OeTa-aApeHOOIOKATOPHl  B3aHMHO VCI/IJ‘II/IB!‘:Q)I’TI:"';E& ﬁb‘vw 3d)-lgb'é' KP4

OMY OTYETY

aTPUOBEHTPUKYISAPHYIO TPOBOAMMOCTh U (yHKIHMIO cuUHYycoBoro ysna. Ilpm koMmOuHAImu
METOMNPOJIOJIA C JUJITHA3EMOM OTMEUAINCH CITyYaH BBIPAKCHHOHN OpaiKap/IuH.

Hecmepouonwvie npomusosocnanumenvnvie npenapamol (HIIBII)

HIIBIT  ocnabnsroT  aHTUTUIEPTCH3WBHBIM  3Pdext  Oera-aapeHoOnokaropoB.  JlanHOe
B3aMMOJICIICTBIE  JOKYMEHTHPOBAHO JJs  HMHJAOMeTanuHa. He  oTMeueHO  OMMCAaHHOIO
B3aMMOJICHCTBUS ISl CyJlMHJaKa. B uccnenoBaHusx ¢ AMKIO(EHAKOM ONMUCAHHOW peakiuu He
0TMEYaJIOCh. /Jugheneuopamun

JudeHruapaMul yMEHbIIaeT KIMPEHC METOMpOoJioa 10 O-THIPOKCHUMETOIpojoia B 2,5 pasa.
OnHOBpEMEHHO HAOMIOIACTCS YCUIICHUE ISHCTBHSI METOIPOJIOIA.

Onunegpun (adpenanun)

Coobmanocs 0 10 ciay4yasx BBIpaXEHHOH apTepUalbHON THIEPTEH3UMH M OpajuKapauu y
MAlMEHTOB, MPUHUMABIINX HECEJEKTUBHBIE OeTa-aApeH00I0KaTOphl (BKIIOYAsS THUHAONON H
MIPOIPAHOJION) U MOJNyYyaBIIUX 3MHHEPpUH (aapeHanuH). BlaumoneicTBue 0TMEUEHO U B TpyIIe
3I0pOBBIX 100poBoIbIeB. [Ipeamnonaraercs, yTo MoJ00OHBIE PEaKIMU MOTYT HAOIIOAAThCS U MPU
MPUMEHEHUU SMHUHEe(QpPUHA COBMECTHO C MECTHBIMHU aHECTETHKAMU IMPH CIy4YailHOM IMOMaJaHUU B
cocyaucroe pycno. Ilpenmomaraercs, dYTo 3TOT PHUCK TOpa3lo HIKE MPU IPUMEHEHUU
KapJAMOCEICKTUBHBIX O€Ta-aipeHO0II0KATOPOB.

Xunuoun

XWHUIWH WHTHOUPYET METa0O0IM3M METONpPOJIoNia Yy OCOOOW TpYIIbl MAlMEHTOB C OBICTPHIM
runpokcwinposanueM (B IIBenuu npumepno 90 % nHaceneHus), BbI3bIBas, IVIaBHBIM 0OpPa3oM,
3HAYUTENIbHOE YBEIMYCHUE TUIa3MEHHONW KOHIIEHTPAIMU METOIPOJIoa U yCHiIeHne OeTa-0l0Kabl.
[TonararoT, yTo MOJOOHOE B3aUMOJICHUCTBUE XapaKTEPHO U IS IPYTUX OeTa-aJpeH0oOI0KaTOPOB, B
MeTaboau3me KoTopsix yyactByeT CYP2D6.

Knonuoun

['unepTeH3uBHBIE peaklUy MPU PE3KOM OTMEHE KJIOHHUIWHA MOTYT YCHJIMBATHCSA MPU COBMECTHOM
npueme Oera-anpeHoOI0KaTopoB. IIpu coBMECTHOM MPUMEHEHHH, B Clydyae OTMEHBI KIIOHHMIUHA,
npeKpalieHre nmpruema 0eTa-apeHo0I0KaTOPOB CIIEeAyeT HAYMHATh 32 HECKOJIBKO JHEH 0 OTMEHBI
KJIOHU/IMHA.

Pugamnuyun

Pudammuiya MoxeT ycuwiuMBaTh MeTabONM3M  METOMNpOJIONA, YMEHbIIas IUJIa3MEHHYIO
KOHIIEHTPALIUIO METONPOJIOIA.

Cepoeunvie enuko3uovl

CepleuHble TIMKO3MIbI HPU COBMECTHOM IPHUMEHEHHH ¢ OeTa-aJpeHo0]I0KaTopaMu MOTYT
3aMeISTh aTPUOBEHTPHUKYJISIPHYIO IIPOBOJAMMOCTD M BBI3BIBATH OpaJIUKaAPHIO.

IIpouue 83aumooeticmsus

KoHneHTpamust MeTorposiona B mia3Me KPOBH MOXKET TOBBIIATHCS TIPU COBMECTHOM MPUMEHEHHH
C IAMETHIWHOM, THUAPAIA3WHOM, AJIKOTOJIEM, CEJICKTHBHBIMH WHTHOMTOpaMH OOpaTHOTO 3axBara
CEepOTOHMHA, TaKUMH KaK TapOKCETHH, (PIyoKCeTHMH M cepTpayiuH. IlanueHTsl, OJHOBPEMEHHO
MPUHUMAIOIINE METOIPOJION U Ipyrue OeTa-apeHo0I0KaTOphI (TIa3HbIe Kallli) WIH HHTHOUTOPHBI
MoHoaMuHOKcuAa3sl (MAQ), HOMKHBI HAXOIUTHCS TIOJT TIIATETHHBIM HAOIIOJCHUEM.

Ha ¢one mnpuema OeTa-aApeHOOIOKATOPOB  WHTAISAIMOHHBIE  AHECTETHMKH  YCHJIMBAIOT
KapInOoIeIPEeCCUBHOE JICHCTBHE.
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TUIIOTTIMKEMHUYCCKUC CPCACTBA, MOKCT HOTpe60BaTBCH KOPPCKIUA O03bI MOCICIHUX.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD
MeTtomponion He CleIyeT Ha3HadyaTh BO BpeMsl OEpEeMEHHOCTH W B TMEPUOJ TPYJAHOTO

BCKapMJIMBaHUS, 32 UCKIIIOUYEHUEM TeX CIy4yaeB, KOrJa o)KujaeMas 1ojb3a Ui MaTepH MPeBbIIIaeT
MOTEHLIMAJIBHBIA PUCK JUIS TUIOAa W/minu pebenka. B nenom, Oera-aapeHOO0I0KATOPHl YMEHBIAIOT
IUTAIEHTapHBIA KPOBOTOK, YTO MOXKET NMPUBOAUTH K 3aMEAJICHUIO POCTa IUI0/a, BHYTPUYTPOOHOM
rubeny 1oAa, BBIKUABIINY W TNPEXKIEBPEMEHHBIM poaaM. B CBA3M ¢ 3TUM NpU NPUMEHEHUU
METOIPOJIoNia y OepEeMEHHOW >KEHIIMHBI CJIEAYeT MPOBOIUTH COOTBETCTBYIOIIEE HAOIOJICHUE 32
COCTOSIHMEM IUIOJa U MaTepu. Oera-apeHO0I0KATOPhl MOTYT BBI3BaTh OpaJuKapIuio Yy TUIOAA,
HOBOPOXXJICHHOTO WJIU peOeHKa, HAXOMSIIErocs Ha TPYJHOM BCKapMJIMBAaHUHM, YTO CJIETYET
VYUTHIBATh TPH HA3HAYCHWW OTUX MPENaparoB B TIOCICIHEM TPUMECTpe OCPEMEHHOCTH H
HEMOCPEACTBEHHO Mepe]] POIaMHU.

OTMeHy MeTOIpojofa clieAyeT MPOBOIUTH MOCTENeHHO 3a 48-72 4Jaca 10 MIaHUPYEMBIX POIOB.
Eciu 5T0 HEBO3MOXKHO, cieayeT MpPOBOAUTH HAONIOJCHHE 32 COCTOSHHEM HOBOPOXIECHHOTO B
TedeHue 48-72 4acoB MoOcCIe POAOB 7S BBISIBICHUS] BO3MOXKHBIX MPU3HAKOB U CUMIITOMOB OJIOKAIbI
OeTa-aJipeHOPEENTOPOB (HAIPUMEP, OCIIOKHEHHUH CO CTOPOHBI CEP/IIA U JISTKUX ).

JlakTanus

MeTonpososl KOHIEHTPUPYETCS B TPYJTHOM MOJIOKE B KOJMYECTBE, KOTOPOE MPUMEPHO B TPH pasa
MPEBBIIIACT KOJWYECTBO, OOHApPY)KEHHOE B IUIa3Me KPOBH MaTepu. PHCK BO3HUKHOBEHUS
HeOnaronpusaTHeIX 3)(PexToB y pedeHKa, HaXOMALIETOCs Ha IPYAHOM BCKapMIIMBAHUH, SBIISETCS
HU3KUM TPy NPUMEHEHUHU IMpernapaTa B TepameBTHYEeCKHX no3ax. OAHako cieayeT MpPOBOAMTH
HalIo1eHne 3a peOEHKOM, HaXOSIIMMCS Ha TPYHOM BCKapMIIMBAHUU, JJISl BBISIBICHUS TPU3HAKOB
Omokazapl 6eTa-aApEeHOPEIENTOPOB.

DepTUNBLHOCTD

JlaHHBIE O BIUSHUUA METOMPOJI0JIa Ha (DEPTUILHOCTh OTCYTCTBYIOT.

4.7. Biausinue Ha CHOCOOHOCThH YHpaBJIATh TPAHCHIOPTHBIMM CpPpE€ACTBaAMH H paﬁoTaTb C
MEXaHU3MaMHU

[Ipu npuMeHeHuN npernapara BO3MOXKHBI AIIU30/1bI TOJIOBOKPYKEHUS WM 0011el c1aboCcTH, B CBSI3U
C 4eM HeoOXOAMMO BO3JEp)KAaThCS OT YIPABICHHUS TPAHCIOPTHBIMU CpPEIACTBaMHU, PAaOOTHI C
MEXaHU3MaMH W 3aHATHH MOTEHIMaJIbHO ONACHBIMU BHJAMH JESATEIBHOCTH, TpPeOYIOIMMU
MOBBIIIEHHON KOHLIEHTPAIIMX BHUMAaHMS U ObICTPOTHI ICHXOMOTOPHBIX PeaKIuii.

4.8. He:xennaTebHbIE peakuu

Pesrome mmpodmiig 0e30ImacHOCTH

MeTormposos1 00BIYHO XOPOIIO MEPEHOCUTCS MallMeHTaMH, HeXellaTelbHbIE peaklii, B OCHOBHOM,
ABIIAIOTCS  JIETKUMH U oOpatumbiMu.  [lepeuncrienHble  Huke  M00OuYHBIE  3(PPEeKThI
3aperucTPUpPOBaHbl B KIMHUYECKHX MCHBITAHUSAX W TpPU TEPaNeBTUYECKOM MPUMEHEHUU
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MIPUMEHEHUEM Tpernapara JJOCTOBEPHO HE YCTAHOBJICHA.
Pe3roMe HexenaTeabHbBIX DEAKIINI

YacToTa BOSHUKHOBEHHSI TOOOYHBIX 3()(HEKTOB ONpEAEsuIach B COOTBETCTBHHU C KJIacCH(pHUKAIMEn
Beemupnoii Opranmsanuu 3apaBooxpaHeHus: odeHb 4acto (= 1/10), gacro (= 1/100, < 1/10),
Hewyacto (> 1/1000, < 1/100), peaxo (= 1/10000, < 1/1000), ouenp peaxo (< 1/10000), gactora
HEeM3BECTHA (Ha OCHOBAaHWU MMEIOIIUXCS TAaHHBIX OIIEHUTH HEBO3MOXKHO).

Hapywenus co cmopoHul Kposu u iumpamuieckoi cucmembl

OYEHB PEIKO — TPOMOOIIUTONICHHSI.

Hapywenusa memaboauzma u numanus

HEYacTO — yBEJITMYEHUE MACCHI TeTIa.

Icuxuueckue napywenus

HEYacCTO — JICMPECCHsl, CHU)KEHNE KOHLIEHTPAI[M BHUMAHUsI, COHJIMBOCTh MJIM OECCOHHUIIA, HOUHBIC
KOILIMAapBHI;

PEIKO — MOBBIIICHHAS HEPBHAS BO30YANMOCTD, TPEBOKHOCTH;

OYEHB PE/IKO — aMHE3MsI/HapyILICHNE TTaMsTH, TT0/IaBICHHOCTb, TaJUTIOLMHALIUY.

Hapywenus co cmopoHul HepHoll cucmembl

OYEHb YacTO — IMOBBIIICHHAS! YTOMJISIEMOCTb;

9acTO — rOJIOBOKPYKEHHUE, TOJIOBHAs O0JIb;

HEYacTO — MapecTe3ns;

OYEHb PEIIKO — HAPYIICHHE BKYCOBBIX OLTYIICHUH.

Hapywenus co cmoponul opeana 3perus

PEIKO — HApYLICHUE 3PEHHUS, CyXOCTh U/WIIN pa3IpaKCHUE IJ1a3, KOHbIOHKTUBHT.

Hapywenus co cmoponul opeana ciyxa u iabupunma

OYEHB PE/IKO — 3BOH B yILIaX.

Hapywenus co cmoponul cepoya

9acTo — OpajrKap/us, OUlyIIeHHEe CepALCONCHNUS;

HEYacCTO — BPEMEHHOE YCHJIEHHUE CUMIITOMOB CEPJIEYHOIN HEIOCTaTOYHOCTH, aTPHOBEHTPUKYIISIPHAS
Onokana | crerneHu, KapAMOTEHHBIH MIOK Y IMAMEHTOB C OCTPHIM HH(APKTOM MHOKap/Ia;

pelKo — Apyrre HapyIIEHHUs CePIICIHON MTPOBOIUMOCTH, APUTMHUSI.

Hapywenus co cmoporul cocy0og

YaCTO — OPTOCTATHYCCKAsA TUIIOTCH3UA (O‘IeHL PEAKO  COMMPOBOKAANOMIAACA 06MOpOKOM),
IIOXOJIOAaHHEC KOHC‘-IHOCTCI‘/’I;
O4YCHb PCIAKO — TaHI'p€Ha Yy MNAOUCHTOB C TMPCAMICCTBYIOIIMMHU TAKCIBIMA HApPYHICHUAMU

nepudepuIecKoro KpoBOOOpaIieHusl.

Hapywenus co cmopoHul ObixamenvHoll cucmemsvl, opeanos epyOHOU KIemKU U Cpe0OoCHenus

4acTo — OJIbIIIKA NPU (PU3NYECKON Harpy3Ke;

HEYacTO — OpOHXOCIa3M;

PEAKO — PUHUT.

Kenyoouno-kuweynuvle napyuienus

94acTo — TOITHOTA, O0Jb B )KUBOTE, TUAPES, 3a10p;

HEYacTO — PBOTA;

PEIKO — CyXOCTh BO PTY.

Hapywenus co cmopoHbl neuenu u sHcenuesplgo0auux nymet
8
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penko — HapyuieHue GyHKIUH eYeHU;

OUYEHb PEJKO — I'eMaTHUT.
Hapywenus co cmoponul Kodtcu u noOKOINCHbIX MKAHell

HEYacTO — KO>KHAsl ChINb (B BUJIE KpallMBHUILIbI), IOBBIILIEHHAS IOTIMBOCTS;
PEAKO — BBINAJICHUE BOJIOC;

OYeHb peaKo — (hoToceHCHOUIU3alus, 000CTpEeHHE ICoprasa.

Hapywenus co cmoponul mbluieunotl, ckeiemHou u cOeOUHUMENbHOU MKAHU
HEYacTo — CyJI0pOTH;

OYEeHb PEJKO — apTPaIrHsl.

Hapywenus co cmoponvl penpo0yKmusHou cucmembvl U MOAOYHBIX Jcee3
PElKO — UMITIOTCHIIUS/CEeKCYyanbHast AUCHYHKITHSL.

COO6IJ_[€HI/IG 0 TOA03PECBACMBIX HCXKECIATCIIbHBIX PCAKITHMAX

Baxxno cooOmaTth 0 1mojo3peBacMbIX HEKeIaTeNbHBIX PeakIUsAX MOCJIe PErucTpaluy mnpenapara ¢
Lenbl0  O0ecleueHus HEMPEPHIBHOTO MOHUTOPHHIAa COOTHOUIICHMSI  «IOJb3a —  PHCK»
JIEKapCTBEHHOTO mpemnapara. MeauImHCKUM paboOTHUKAM pEeKOMEHAyeTCsl coo0IIaTh O JI0ObIX
MO/I03PEBAEMBIX HEKEJIATEeNbHBIX PEaKIUsAX JEKapCTBEHHOIO IpernapaTa 4Yepe3 HalMOHAaJbHBIC
CHUCTEMBbI COOOIIECHMUSI O HEXKEIATeNbHbIX pEeaKIHUsIX ToCyJapcTB — uieHOB EBpa3zuiickoro
SKOHOMHUYECKOTO COI03a.

Poccuiickas @enepanns

denepanbHas Ciryk0a 1o Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast mjiomiazis, A. 4, crpoeHue 1

Tenedon: 8 (800) 550-99-03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLIMOHHO-TEIEKOMMYHUKAITMOHHOMN ceTH «HTEepHET:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMITOMBI

[TocnencTBusiMu  MEpPEIO3UPOBKA  METOIMPOJIOJIOM  MOTYT OBITh  BBIPAKEHHOE  CHIKEHUE
apTepUaIbHOTO JABJICHUS, CHHYCOBas OpaauKaplvs, aTpUOBEHTPHUKYJIsIpHAs OJoKana, cepieyHas
HEJOCTAaTOYHOCTh, KapJMOTEHHBIM IIIOK, OCTaHOBKAa Cepana, OpoHXOCHasM, HapylleHue
CO3HaHMsI/KOMa, TOIIHOTA, PBOTA, [IMAHO3.

ConytcTBylolee yrnoTpeOieHnue anKorois, MPUeM aHTUTHUIEPTEH3UBHBIX CPEACTB, XUHUIANHA WU
0apOUTYpaTOB MOTYT MPUBECTH K YXYIIICHUIO COCTOSIHUS MAIlUEHTA.

[lepBble CHMIITOMBI TIEPEIO3UPOBKH MOTYT TPOSIBISITHCA B TeueHue 20 MUHYT-2 4YacoB IOCTE
npueMa mpenapara.

JleueHue

[IpuHATE aKTUBUPOBAHHBIN YTOJIb, MPHU HEOOXOAMMOCTH BBIMOJHUTH MPOMBIBAaHUE XKelyaka. B
Clly4ae BBIPaXEHHOTO CHW)KCHUS apTePUAIBHOTO JaBIeHUS, OpaJluKapAuy WIH YIPO3bl CEPACTHON
HEJ0CTATOYHOCTHU CJIETYeT BBOJAUTH OeTai-afpeHOMUMETHK (HampuMmep, J00yTaMUH) BHYTPUBEHHO
C MHTEPBAJIOM 2-5 MUHYT WX UH()Y3MOHHO JI0 TOCTHKEHUS TeparneBTuueckoro g dekra. B cmyuae
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aTpornuHa cynbdat 1yt 610Kaab! Oy KIAI0IIEero HepBa.

Ecnu tepaneBruueckuii 3pQexT He JOCTUTHYT, MOKHO HCIIOJIB30BaTh JPYTUe CUMIATOMUMETHKH,
TaKue Kak JoOyTaMuH WK HOpanuHEePpUH (HOpaIpCHATINH).

MoxHo BBecTH DiOKaroH B Jo3e¢ 1-10 mr. MHorma MoeT BO3HUKHYTH HEOOXOAMMOCTH
MPUMEHEHUS DJIEKTpOKapAuocTUMysaTopa. g KynupoBaHus OpOHXOCMa3Mma ClielyeT BBOAUTH
BHYTPUBEHHO 0€Taz-aJpeHOMUMETHK.

HeoOxoaumMo y4MTHIBaTh, YTO J103bl AHTUJOTOB, HEOOXOAMMBIE IJIsi YCTPAHEHHS] CHUMIITOMOB,
BO3HUKAIOIIUX IPH MEPeOo3UpOBKe OeTa-aApeH00I0KaTOPOB, HAMHOIO BBIIIE TEPANeBTUYECKUX,
MTOCKOJIBbKY OeTa-aapeHOpeNenTophI HAXOJATCS B CBSI3aHHOM COCTOSIHUHU C
OeTa-aJpeHo0IOKaTOPOM.

5. PAPMAKOJIOTHMYECKHE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHne CBOCTBA

dapmakoTepaneBTHICCKAs rpynna: 0eTa-aapeHo0I0KaATOPHI; CCJICKTHBHEIC Octa-
aJAPEHOOJIOKATOPBI.

Kong ATX: CO7ABO02

MexaHu3M JICHCTBHS

Mertormponon — 6erai-apeHO0I0KaTop, OJOKHPYIOMMA OeTal-pelenTopsl B 033X 3HAYUTEIHHO
MEHBIINX, YeM J03bI, TpeOYIomuecs s OJIOKUPOBaHUS OETa2-PEleTOPOB.
q)aDMaKOI[HHaMquCKHC 3d)d)eKTI)I

Mertomnponon o6nagaeT HE3HAUYUTEIbHBIM MeMOpaHocTaOuIm3upyomum dhdextom u  He
MPOSBISET AKTUBHOCTH YACTHYHOTO AaroHUcTa. MEeTOoNmponaon CHI)KAeT WIM HMHTHOUpYeT
arOHMCTUYECKOE JIeHCTBHE, KOTOPOE OKa3bIBAIOT Ha CEPJICUHYIO JEATENbHOCTb KAaTEXOJaMUHBI,
BBIJICJIAIONIMECS IPU HEPBHBIX U (PU3MUYECKUX cTpeccax. DTO 03HAYAeT, YTO METOMPOJIOI 00sagaeT
CHOCOOHOCTBIO  mpensTcTBoBaTh  yBenuueHuto YCC, MuHYTHOro o0beMa U YCHUJICHHUIO
COKPaTHMOCTH CepAlla, a TaKKe IOBBIIICHUIO apTEPHATIBHOTO JaBJICHHS, BBI3BIBAEMBIX DPE3KUM
BBIOPOCOM KaTEXOJIaMHHOB.

[TanieHTaM ¢ CUMITOMaMH OOCTPYKTHMBHBIX 3a00JI€BaHMU JIETKHX IMPH HEOOXOJMMOCTH MOKHO
Ha3HayaTh METOIPOJION B COUYETAaHUM C OeTaz-aipeHoMUMeTHKamMu. [Ipu coBMECTHOM MpUMEHEeHUH
¢ OeTa-aJjpeHOMUMETHKAaMH METOIPOJION B TEPAeBTUYECKUX /103aX B MEHBIIECH CTENEHU BIMET Ha
BbI3bIBaEMYI0  0eTar-aJpeHOMHMMETHKAaMH  OpOHXOJMJIATallMi0, 4YeM HeceJIeKTHBHbE OeTa-
a/ipeHO0I0KATOPBI.

Mertonposion B MeHbIIEH CTENeHH, 4YeM HeceJIeKTHBHbIE OeTa-aJpeHo0JoKaTophl BIMSIET Ha
MPOAYKIUIO MHCYJIMHA B YTIEBOAHBIN MeTabom3M. BiusiHre MeTonposiona Ha peakiuio cepedHO-
COCYJTUCTOH CHUCTEMBI B YCIOBHSIX THIIOTJIMKEMHIH 3HAYUTEIILHO MEHEE BBIPAKECHO MO CPAaBHEHHIO C
HECEJIEKTUBHBIMU OeTa-aApeH00I0KaTOpaMH.

Knununyeckas 3ppexTHBHOCTL U 6€30MacHOCTh

Knuanueckue HUCCJIICAOBAaHUA IIO0Ka3aJiM, YTO MCTOIPOJIONT MOXKET BbI3bIBATbH HC3HAYUTCIILHOC
MOBBIIICHUC YPOBHA TPUITIMLCPUIAOB U YMCHBIICHUC COACPKAHUA CBO60,[[HBIX JKUPHBIX KHCJIOT B
KpOBH. B HCKOTOPBIX  ClIy4dasaAX  OTMCYAJIOCh  HC3HAYUTCIBHOC  YMCHLIICHUC (I)paKI_II/II/I

JUMONPOTENHOB BbICOKOM mioTHocTH (JITIBII), yTo MeHee BhIpa)keHO, YeM B CiIydae MPUMEHEHUs
10
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MOKA3aHO 3HAYUTEIHFHOE CHUKCHHE YPOBHS OOIIETO XOJIECTEPUHA B CHIBOPOTKE KPOBU MIPH JICUCHUN
METOIIPOJIOJIOM B TEUEHUE HECKOJIBKHUX JIET.

KadecTBo X13HU B 1eprO/ JICUEHUSI METOIIPOJIOJIOM HE YXY/IIIACTCS WM YIIyUIIaeTCs. Y Ty4dllleHue
KauecTBa JKM3HU TIPU JICUCHUU METOIPOJIOJIOM HAOMIOAANM Yy MAalUueHTOB mocie wuHpapkra
MHOKap/a.

5.2. ®DapmMakoOKHHEeTHYECKHE CBOCTBA

AOGcopOrus
MeTompoJioil TOYTH IMOJHOCTBIO BCAChIBACTCS IOCIE MpuemMa BHYTph. [Ipu mpueme mpemnapara B

mpejienax TeparneBTUYSCKUX 103 KOHIISHTpAIUs Iperapara B Ia3Me KPOBU HAXOAUTCS B TMHEHHON
3aBUCHMOCTH OT TPHUHATOW H03bl. MakcuManbHas KOHIICHTpAIUsl B TUIa3ME€ KPOBH JIOCTHTASTCS
yepes 1,5-2 yaca nocine npuema npemnapara.

[Tocne mpreMa BHYTPb MEPBOM 03I METOIPOJIOJIA CUCTEMHOTO KPOBOOOPAIIICHHS TOCTUTACT OKOJIO
50 % no3sl. [Ipu MOBTOPHBIX MpUeMax MOKa3aTeslb CUCTEMHON OMOIOCTYITHOCTH Bo3pacTtaeT 10 70
%. Ilpuem npenapara BMecTe ¢ MUILEH MOXKET MOBBICUTH CUCTEMHYI0 OuogocTynHocTs Ha 30-40 %.
Pacopenenenue

Cs13b ¢ OenkaMu TU1a3Mbl KPOBH HU3Kast, okoio 5-10 %.

Buorpancdopmarus
MeTomnposiosl ToJBEpPraeTcsi OKHCIUTEIBPHOMY METabonu3My B Ie4eHH ¢ oOpa3oBaHHEM 3-X

OCHOBHBIX METa0OJIUTOB, HM OJUH M3 KOTOPBIX HE O0JaJaeT KIMHUYECKH 3HAYMMBIM OeTa-
OJIOKUPYOIUM 3PPEKTOM.

ONIMMUHALIMSA

Oxo1no 5 % OT mpUHATOM 1036l BEIBOJUTCS C MOYOM B HEM3MEHEHHOM BHJIE, B OTJEIbHBIX CIydasx
9TOT ITOKa3aTeab MOKeT Jocturarh 30 %.

Cpennuii mepruo MOMyBBIBECHUSI METOMPOJIONa U3 TUIa3Mbl KPOBH COCTaBJISET OKOJIO 3,5 4acoB
(MuaMManeHO — | wac, MakcumanbHO — 9 wuyacoB). [lna3MeHHBIH KIUPEHC COCTaBIsET
NpUOIU3UTENBHO | J1/MUH.

Oco0ble rpynIibl HAIHEHTOB

Iloueunasn neoocmamounocmeo

CucreMHas 6MOJJOCTYTHOCTh U BBIBEIEHHE METOIPOJIOJIa HE MEHSETCS Y MallMEHTOB CO CHUKEHHON
¢dbyHKuueln noyek. BriBesieHne MeTaboIUTOB y TAKUX NAllMEHTOB, OJTHAKO, CHI)KEHO. 3HAYUTEIbHOE
HaKOIJICHHE MeTaboJIMTOB HAOII0AN0Ch y MAlMEHTOB CO CKOPOCTHIO KIyOOUYKOBOH (hMiIbTpanuu
MeHee 5 Mi/MHH. OJHAKO TaKOe HAKOIUIEHHE METa0OJIMTOB HE yCHUJIMBAaeT OeTa-OIOoKMpYIOIMH
s dekr.

Ileuenounas nedocmamouHocmo

VY nanueHToB cO CHM)KEHHON (yHKIMEH mnedyeHu (papMakOKMHETHKAa METONpoiiosna (B CBSI3U C
HU3KUM YpOBHEM CBSI3U C OelKaMHu) MeHseTcsl He3HauuTelbHO. OHAKO y MAIlMeHTOB C TsHKENOoH
dbopMoil 1uppo3a MEYEHH WM TMOPTOKABAJIbHBIM AHACTOMO30M OHOJOCTYMHOCTH METOIpPOJoja
MOKET YBEIWYHMBATHCSA, a OOIIMH KIMPEHC YMEHbIIAThCSA. Y TMAIMeHTOB C IMOPTOKaBaJbHBIM
aHACTOMO30M OOIIMI KIMpeHC cocTaBisl npubausutensHo 300 MiI/MUH, a MIIOMIAAb MOl KPUBOU
«KOHIIEHTpanusi B 1mia3Me kpoBu-Bpemsi» (AUC) Obuta B 6 pa3 Oousbliie MO CPaBHEHHIO C
aHAJIOTMYHBIM [TOKA3aTEeJIEM y 30POBbIX MALUEHTOB.
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(NMOCNEOOBATENEHOCTE 0002)

./qua noosicus10co eo3pacma

vy MMaruCHTOB TTOXHJIOTO BO3pacTa HC Ha6monaeTcs1 3HAYUTEIILHBIX  HM3MEHEHMHI B
(bapMaKOKI/IHCTI/IKC METOIPOJI0JIa MO CPAaBHCHUIO C IMMTAITUCHTAMH MOJIOAOTO BO3pacTa.

6. PAPMAIIEBTUYECKHUE CBOVMCTBA
6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

JlakTo3b1 MOHOTHAPAT

Kpaxman kapTodenbpHbIii

IMoBunon K-25

Maruus creapat

Tanpk

Kapbokcumernnkpaxmai HaTpust
Kpemuus quokcua KoJIOUIHBIN (a3pOCHT)

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoObie MepbI MPEAOCTOPOKHOCTH NMPU XPAHEHUH
IIpu Temneparype He Bbiie 25 °C.

6.5. XapakTep ¥ cofep:kaHue YIaKOBKHU

ITo 10 TabneTok B KOHTYpPHYIO SIUEHKOBYIO YIIAKOBKY M3 IUIEHKH MOJIMBUHUIXJIOPUAHON U (HOJIBIU
AIIOMHHHEBOW MEYaTHOM JJaKUPOBAaHHOM WJIM TMOKOM YITaKOBKM Ha OCHOBE aIFOMUHHEBON (DOJIBTH.
1, 2, 3, naM 5 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK BMECTE C WHCTPYKLUMEH IO MEIULUHCKOMY
IIPUMEHEHHUIO NIpenapaTa MOMELIAl0T B IIAYKy U3 KapTOHa.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara uid 0TX0/10B, MOJy4eHHBIX MOcjIe IPUMEHEeHHs JeKAPCTBEHHOI 0
npenapara, u Ipyrue MaHUMyJISII[UM C MPenapaToM

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.07.2025 N2 16400

@enepalibHOE TOCYJAPCTBEHHOE YHUTApHOE MpPEINpHITHE <€ﬁ6&3@%‘3£§%ﬁ&5&' élaBltl)II[%

(PryII «92HAODPAPM»)

109052, r. MockBa, BH.Tep.I. MyHULIIMNIAIbHBIN okpyr Huskeroponckuii, yia. HoBoxoxioBckast, 1.
25, ctp. 1

Ten.: +7 (495) 678-00-50

daxc: +7 (495) 911-42-10

Anpec snekTpoHHO#M mouTel: mez@endopharm.ru

7.1. llpencraBuTeb Aep:KaTe/isd PEruCTPAIMOHHOIO YA0CTOBEPEHUS

IIperen3un HOTDC6I/IT€J'ICI71 HamnpasJIATh 110 agpeECy.

Poccuiickas @enepanus

@enepanpbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpustue «MOCKOBCKUM SHIOKPHHHBIA 3aBOI
(PryI1l «9QHAODPAPM»)

109052, r. MockBa, BH.Tep.I. MyHUIMIANbHbIH okpyr Hinkeroponckuii, yia. HoBoxoxioBckast, 1.
25, ctp. 1

Ten.: +7 (495) 678-00-50

daxc: +7 (495) 911-42-10

Anpec 37eKTpoHHO# mouTsl: pv@endopharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITIAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 10 PELEITY.

O61ua;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCriapara MeTOHpOJ'IOJ'I JOCTYIIHa B €AUHOM DPEECTPC
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicCKOro 3KOHOMHUYECKOTO COK03a M Ha
oduIHMaTEHOM caire YIOJIHOMOYEHHOTO oprana (axcrepTHOM OpraHU3aIINH)
https://eec.eaeunion.org/.
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