COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.12.2024 N= 27181

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Mertonposon Anb}akTus, 25 Mr, TaOJIETKH.

Mertomnposon AnbhakTus, SO MT, TaOICTKH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEIIECTBO: METOIPOJION.

Meronponon Anbdaktus, 25 Mmr, Ta0JIETKU

Kaxmas Tabierka COACpKUT 25 MI METOIPOJI0Ia (B BHIE TapTpaTa).
BcnoMoratenpHbie BElECTBa, HAJMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
nperapara; JaKTO3bl MOHOTHIPAT (caxap MOJIOYHBIH), HaTpuit (cM. paszaen 4.4).

Metomnposaon Ansdaktus, 50 Mr, TaOJIETKH

Kaxnas Tabnerka cogepxut 50 Mr meromnpoJioia (B BUaE TapTpaTa).
BcnoMoratenpHbie BeleCTBa, HAJMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
nperapara; JaKTO3bl MOHOTHIPAT (caxap MOJIOYHBIH), HaTpuit (cM. paszaen 4.4).

[TonHbIN TepevYeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHASI ®OPMA

Tabmerku.

Kpyriible miocKomuIuHAPUISCKIE TA0JIETKH OT OEJI0ro JJ0 OEJIOTo ¢ CepOBATHIM OTTEHKOM IIBETA,
JIOTTYCKaeTCsl He3HAUUTEIbHAsI MPaMOPHOCTD, C ()aCKOM U PUCKOM.

Ta6neTKy MOZKHO Pa3gCJIuTh Ha paBHLIC TO3bI.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat MeTtomnposnon Anb(akTHB MOKa3aH K MPUMEHEHUIO Y B3pOCIBIX B Bo3pacTe oT 18 ner

110 TOKAa3aHUIM:

e aprepuanbHas TUIEPTEH3Ms: CHIDKEHHE apTepualibHOro faBieHus (AJl) 1 yMeHblIeHHe pucka
CEPJICYHO-COCYANCTON U KOPOHAPHOU CMEPTH (BKJFOUAsi BHE3AMTHYIO CMEPTh);

® CTEHOKapaus;

e HapyUIEHMs pUTMa CepAla, BKJIIOYas CylpaBEeHTPUKYIISIPHYIO TaXUKapIUIO;

e B KOMIUJIEKCHOM Tepanuu rnocie uHpapKkTa MHOKapAa;

e (pyHKUIMOHAJIbHBIE HAPYILIEHUS CEPICUHON I TEIBHOCTH, COTPOBOXKIAIOIIUECS TaXUKapIUEH;
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(NOCNEQCBATENEHOCTE 0002)

e npoduiaKTHKa MPUCTYIIOB MUTPEHH;

e runepTupeo3 (KOMIUIEKCHAs Tepamus).

4.2. Pe:kuM 103UPOBAHUS M CITOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

Apmepuanvnas eunepmensus: cuudxicenue AJ] u ymeHvuienue pucka cepoeyHo-cocyoucmou u
KOPOHAPHOU cMepmu (8K1104as 6HE3ANHYI0 CMePMb)

100-200 mr npenapaTta Metornposion Anb(pakTUB OTHOKPATHO YTPOM WJIU B JiBa IprueMa (yTpoM H
BeuepoM). Ilpm HeoOXoaMMOCTH J03y MOXHO YBEIMYUTh WM J100AaBUTH Jpyroe
AQHTUTUIIEPTEH3UBHOE CPEJICTBO.

JnurensHas anturuneprenzusHas tepanus 100-200 mr npenapara Metompomnon AnbpakTuB B
CYTKH IO3BOJISIET CHU3UTH OOIIYI0 CMEPTHOCTH, BKJIIOUAsi BHE3AMHYIO CMEPTh, a TAK)KE YacTOTy
BO3HUKHOBEHHUS HMHCYJHTOB W HAapYIICHWH KOPOHAPHOTO KPOBOOOPALICHHS Yy NAIMEHTOB C
apTepUaIbHOW TUIIEPTEH3UEH.

Cmenokapous

100-200 mr B cyTku B ABa npuema (yrpoM u BedepoMm). [Ipu He0OX0AMMOCTH K Teparnuu MOXET
OBITh 100aBJIEH JPYroil aHTUAHTMHAJIBHBIN MTpenapar.

Hapywenus pumma cepoya, 8knouas cynpaseHmpukyIsApHyI0 maxukapouro

100-200 mr B cyTku B JBa mpuema (yrpom u Bedepom). [Ipu HE0OOXOUMOCTH K T€panuu MOXKET
ObITH 10OABIJIEH APYroi aHTHAPUTMHUYECKUII ITpenapar.

B komnnexcuoti mepanuu nocie uHghaprma mMuokapoa

Jleuenue 6 ocmpom nepuode

[Tpu pa3BUTHH CUMITOMOB, YKa3bIBAIOIINX HA OCTPHIH MH(APKT MUOKapAa, CIEAYeT Kak MOKHO
CKOp€€ HauaTh BHYTPUBEHHOE BBEJICHUE METOIPOIIOIIA.

JlaHHYIO Tepamuio claeayeT HAauMHATh B OTACJIEHUHU KapJAHOPECAHUMAUWUH WA aHAJTOTUYHOM
HEe3aMeUINTEIbHO II0C/Ie CTAaOWIM3alluK TO0Ka3aTeled reMoJuHaMuKH mnanueHnrta. Cremyet
MPOBECTH TPU OOJIIOCHBICE UHBEKIMH MO 5 MI' C 2-MUHYTHBIM HHTEPBAJIOM B 3aBUCUMOCTH OT
reMOJMHAMHUYECKOT0 COCTOSTHUS ManuenTa (cM. paszaen 4.3.).

Ecnu nmanueHT Xopoiio nepeHec BHyTPMBEHHOE BBEJIEHUE TIOJIHOM J103bI Iipenapata (15 mr), uepes
15 MuHyT nocne nocieHe BHyTPUBEHHOM HHBEKIINY CIIEIYET Ha3HayaTh nmpenapat MeTonposion
AnbdaktuB B 103e 50 Mr yeTslpe pa3a B CyTKH M MPOAOJDKATh €ro IpUMEHEeHue B TeueHue 48
4acoB.

Ecnu naruenT He mepeHOCUT BHYTPUBEHHOE BBEJICHHUE MOTHOM J103bI Tipemnapata (15 mr), cnenyet
C OCTOPO’KHOCTBIO Ha3HAYaTh MpernapaT /il IpueMa BHYTpb, HauMHasi ¢ 0oJjiee HU3KOM 103bI.

Toooeporcusarowias mepanus
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[TonnepxxuBaromas go3a coctasisger 200 mr|B cwxmg':nﬂg%ﬁ'é‘wﬂzwgﬁ e lg%bM).

Hasnauenue npemapata Metomnposnon AnbdaktuB B g03¢ 200 M B CYTKH TO3BOJSET CHU3HUTH
CMEpPTHOCTh y MAIMEHTOB, MEpEeHECIUX HWHPAPKT MHOKapAa, M CHHU3UTb DPHUCK DPa3BUTHUSA
MOBTOPHOT0 MH(papKTa MUOKap/a (B TOM YUCIIE U Y TAIUEHTOB C CaXapHbIM AHa0ETOM).
DYHKYUOHAIbHBLE HAPYULEHUSL CePOeUHOU 0esIMebHOCIU, CONPOBONCOAIOWUecs maxuxkapouel
100 mr mpemapara Metomnponon Anb(pakTHB OJUH pa3 B CYTKH, PEKOMEHIYETCS NMPUHUMATh
Tabnetky yrpom. [Ipu HeoOxoauMocTH 103a MOKET ObITh yBenuueHa 10 200 mr.

Ipogpunaxmuxa npucmynog muepeHu

100-200 Mr B cyTKH B Ba IipueMa (yTpOM H BEYEPOM).

T'unepmupeos (komniekchas mepanus)

150-200 mr B cyTkH B 3-4 puema.

Oco0nIe I'pYIIIBI NAlIMCHTOB

Tayuenmuor nodcunozo eospacma
Het HeoOX0aMMOCTH KOPPEKTHPOBATH 103y Y MAIIEHTOB IMOXKUIOT0 BO3PacTa.
Tlayuenmol ¢ napywienuem @yHKYuu nouex
Het Heo6X0aMMOCTH KOPPEKTUPOBATH 103y Y NAIIMEHTOB C HAPYLIEHUEM (PYHKLIUHU ITOYEK.
Tayuenmoi ¢ napywienuem yHkyuu nevenu
OOBIUHO M3-32 HU3KOW CTENEHU CBSA3U C O€JIKaMM IJIa3Mbl KOPPEKIUs J03bI METOMPOJIOJia He
TpeOyercs. OQHAKO MpU TSHKEIOM HApPYLIIEHUH (QYHKIMM TNe4yeHW (y TMalUEeHTOB C TSKeIon
(dopmoii iMppo3a NeueH WK MOPTOKaBAIbHBIM aHACTOMO30M) MOKET MOTPeOOBATHCS CHUKEHUE
JIO3BI.

eTH
be3zonacHocTh 1 3eKTUBHOCTH IPUMEHEHUS IpenapaTa y aerei B Bo3pacre ot 0 1o 18 net He
yCTaHOBJIEHBI. [laHHbBIE OTCYTCTBYIOT.

Croco0 rmpuMeHeHus

BnyTps.

TabneTku cienyer IpUHUMATh HATOIAK.

4.3. IlpoTuBONOKA3aHUS

® TUNEPYYBCTBUTEIHLHOCTH K METOIPOJIONY WU K IPYTUM [-aipeH0OI0KaTOpaM, WITH K JTF000MY
U3 BCIIOMOTaTeNbHBIX BELIECTB, IEPEUUCIIEHHBIX B pa3jene 6.1;

e arpuoBeHTpuKyJsApHas Onokanaa Il u Il creneny;

e cepjeyHast HeJOCTaTOYHOCTh B CTAJUH JEKOMIIEHCAIIUH;

® [IOCTOSIHHAS WJIM MHTEPMHUTTUPYIOILAs TEpaNisi HHOTPOIHBIMU CPEJICTBAMH, JI€HCTBYIOIIUMU

KaK [3-aJpeHOMHUMETHKH;
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® KJIMHWYECKU 3HAUMMasi CHHYCOBas OpaJrKapaus;

® CHHJPOM CJIadOCTU CHHYCOBOTO y3i1a (y MauueHToB 0e3 (pyHKIMOHUPYIOIIETO MOCTOSHHOTO
ANEKTPOKAPAUOCTUMYIISTOPA);

® KapIUOTEHHBIN HIOK;

® BbIpaKEHHBIC HAPYIICHUS TepUPEPUUECKOTO KPOBOOOPAILIEHUS;

e apTepuanbHas TUIIOTECH3HUS;

® METOMPOJION TPOTHBOMOKA3aH MAIMEHTaM C OCTPhIM WH(MAPKTOM MHUOKapJa MpH YacToTe
cepaeunbix cokpamenuit (UCC) menee 45 ymapoB B MHHYTY, uHTepBaiom PQ OGomee
0,24 cexynn unu cucronnueckum AJl menee 100 MM.pT.CT.;

® [IpU CEpPhE3HBIX MEPUPEPUUYECKUX COCYAUCTHIX 3a00IEBAHUIX MIPHU YTPO3€ TaHTPEHBI;

® [alMeHTaM, MOJyYarluM -aapeHo0I0KaTOPbl, MPOTUBONOKA3aHO BHYTPUBEHHOE BBEJICHUE
OJIOKATOPOB «MEJICHHBIX» KAJIBIIUEBBIX KAHAJIOB THITA BEpPAIlAMHUJIA;

e Bo3pacT 110 18 net (3¢pexTuBHOCTH U 6€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

ATpuoBeHTpUKYIsipHas Onokana I crenenu, creHokapaus [IpuHimerana, OpoHXHalbHas acTMa,
XpOHUYECKas OOCTPpYKTHMBHas OOJIe3Hb JIETKUX, CaxapHbli [auaber, TsKenas Mo4yedHas
HEJ0CTaTOYHOCTb.

Oco0ble yKa3aHus

[TanrenTam, NpUHUMAIOIIUM [-aJIpeHO0I0KATOPHI, HE CIIEAYET BBOJUTH BHYTPUBEHHO OJI0KAaTOPHI
«MEJUICHHBIX» KaJbIIMEBBIX KAHAJIOB THIIA BEpanaMuIa.

[TaruenTaM ¢ OOCTPYKTMBHOM  0OJE€3HBIO  JIETKUX HE  PEKOMEHJYyeTcs  Ha3HauaTh
B-anpenobnokaTopsl. B ciyyae minoxoil mepeHOCUMMOCTH APYTUX aHTUTUIIEPTEH3UBHBIX CPEICTB
Wi uX Hed()(EeKTUBHOCTH, MOKHO Ha3HA4YaTh METONPOJIOJ, IOCKOIbKY OH SBISETCS
CEeJIEKTUBHBIM TNpenapaToM. HeoOxoaumo Ha3HayaTb MUHUMAIBHO 3(PQPEKTUBHYIO 1103y, MpHU
HE00XOUMOCTH BO3MOKHO Ha3HaueHue [32-aApeHOMHMETHKA.

[Ipu npumeHeHuun [1-agpeHOOTIOKATOPOB PUCK HUX BIMAHUA Ha YIJIEBOAHBIH OOMEH WU
BO3MO>XHOCTb MAaCKMpPOBaHHUS CHUMIITOMOB THIIOTJIMKEMUU 3HAUYUTEIBHO MEHBIIE, YEM IIPU
IPUMEHEHUN HECEIEKTUBHBIX 3-aApeH00I0KaTOPOB.

VY nanueHToB ¢ XPOHMYECKON CepAeYHOM HENOCTaTOYHOCThIO B CTaJAUU JEKOMIIEHCALUU
HEO00XOIUMO JTOOUTHCS CTaMU KOMIIEHCAIlMM KaK J10, TaK U BO BpEMs JICUEHUS IPErnapaToM.
[Taruentam co creHokapaueid IIpuHIIMeTana He pEeKOMEHAYETCSl Ha3HayaTb HECEJIEKTHBHBIE

[-anpeHobI0KaTOPHI.
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OdyeHb peaKo y MAIMEHTOB C HapyIICHHEM anHOBég%QIW%T%H%MBE‘f;; Ytdser

HACTYIIaTh YXY/IIEHUE IPOBOAUMOCTH (BO3MOXKHBIN UCXOJ - AaTPUOBEHTPUKYIISIpHAsA 0JI0Kaaa).
Ecnu Ha Qone nedyenuns pa3Buwiach Opaaukapans, 103y IpenapaTa He0OXOJUMO YMEHBIINUTh WIN
CJIeIyeT MOCTENEHHO OTMEHUTD Mpenapar.

MeTomnposaon MOXKeT yXyAIIaTh CUMIITOMBI HapylIeHUS NMepuQepruyeckoro KpoBooOpalieHus B
OCHOBHOM BcJIe/ICTBHE CHIDKEHHS A/Jl.

CrnenyeT nposBIIATh OCTOPOKHOCTH IIPY Ha3HAUEHUU IIpenapaTa MaueHTaM ¢ TSKEI0H NoueqHon
HEJOCTAaTOYHOCTHIO, MPU METAa0O0JIMYECKOM aIi03€, COBMECTHOM HAa3HAYEHHUU C CEpACYHBIMU
[JIMKO3HIaMHU.

[Tamentam ¢ (PeoxXpoMOIMTOMON MapaIeNbHO € METONPOJIOJIOM CJeIyeT Ha3Ha4aTh
0-aJIpeHOOIOKATOP.

Y nanmeHToB ¢ HUPPO30M MEUYEeHU OHOJOCTYITHOCTh METOIPOJIOa YBEIHUUBACTCS.

B cnydae xupypruyeckoro BMemaTelbCTBa cleAyeT NPOoUH(POPMUPOBATH Bpauya-aHECTE3n0JI0Ta,
YTO MAIUEHT NMPUHUMACT B-aIpeHOOIOKATOpP.

Crnenyer m3beraTh pe3kod OTMEHBI Tpemapara. IIlpu HE0OXOJUMOCTH OTMEHBI Tperapara ee
cleyeT MPOU3BOIUTH IOCTENEHHO. Y OOJBIIMHCTBA MAIIMEHTOB MPUEM IpernapaTta MOXKHO
oTMeHUTh 3a 14 nueil. [lo3y mpemapaTa CHIKAIOT IMOCTENEHHO, B HECKOJBKO MPUEMOB, [0
JOCTMDKEHUSI KOHEYHOHM J03bI 25 Mr OIMH pa3 B CyTKHU. llanmeHTsl ¢ UeMudeckoi 00JIe3HBI0
cepaua JOJDKHBl HAXOAMTbCS MOJ TIIATEIbHBIM HaONIOJIEHHEM Bpaya BO BPEMs OTMEHBI
npemnapara.

VY manueHToB, IPUHUMAIOIIMX B-aipeH00I0KaTOphl, aHa(UITAKTUYECKH IIOK MPOTEKaeT B Oojee
TSDKETION opme.

BcnomMorarennHble BellecTBa

[Tpemapatr MeTtomponon Anb(hakTUB CONEPKUT JakTo3y. llamuentaM ¢ peako BcTpedaromieics
HACJIEICTBEHHOW HEMEPEHOCUMOCTHIO TaaKTO3bl, Ae(PUIIMTOM JIaKTa3bl JOMApPEeH WU TIIOKO030-
raJlaKTO3HOM MaababCcopOIMelt He ClieyeT MPUHUMATD STOT Mpernapar.

JauHbIil mpenapaT coaep XuT MeHee 1 MMouib (23 Mr) HaTpus Ha OJIHY TabJIETKY, TO €CTh 110 CYyTH

HC COACPIKUT HATPUA.

4.5. B3aumojeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TNpenaparaMd W JApyrue BH/bI
B3aNMO/1eCTBUA

Crnenyer M30eraTh COBMECTHOI'O HA3HAUYCHUS METOMNPOJ0Ja CO CIACAYIOMHNMH JECKAPCTBCHHBIMHA

CpeacTBaMu

IIpoussoomnvie 6apoumyposou KUci0mol

bapbutypatel (uccienoBaHue MpoBOAMIOCH ¢ (heHoOapOUTaIoM) HE3HAUUTEIbHO YCHUIMBAIOT
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o UUUZ)

METa00IM3M METOIPOJIONA, BCIEACTBHE HHIYKIIMU (bepﬁgﬁ*_r'i;ﬁ_.]Eﬂ-': BATENBHOCTE 0002)

Ilponaghenon

[Ipu Ha3HaueHHH MponadeHoHa YETHIPEM IMALMEHTaM, MOJYYaBIIMM JICYCHHE METOIPOJIONIOM,
OTMEYAJIOCh YBEIMYEHHUE TUIa3MEHHONM KOHIIEHTPAIMU METOIPOoIioia B 2-5 pa3, pu 3TOM Y ABYX
MAlMEHTOB OTMedYajauch MoO0ouyHble 3(h(dEKThl, XapakTepHble Mg Merompoisona. JlanHoe
B3aUMoJIeiiCTBHE OBLIO MOATBEPXKIECHO B XOJ€ HCCIEAOBaHUSA Ha § moOpoBoibiax. BeposrHo,
B3auMoJieiicTBUe OOyCIOBIEHO HWHTUOMpPOBaHHWEM TNpPoNapeHOHOM, TOAOOHO XWHUAWHY,
MeTabosiM3Ma METOIPOJIoIa TOCpeacTBOM cucteMmbl muToxpoma CYP2D6. Ilpurmmas Bo
BHMMaHHUE TOT (HaKT, yTo mponadeHoH obJagacT cBOMCTBaMHU B-aapeH000KaTopa, COBMECTHOE
Ha3zHauYeHHE METOIPOJIoIa U nponadeHoHa He MPEACTaBISIETCS 1IeTIeCO00Pa3HBIM.

Bepanamun

KombOunanus B-agpeHoO1okaTopoB (aTeHosoNa, MPOMpaHoioia M MHHJIONO0NA) U BeparnaMmuia
MOKET BBI3bIBaTh OpajuKapauil0 W OpPUBOOUTH K cHWwkeHuto AJl. Bepamamun wu
B-ampeHOOMOKATOPH ~ WMMEIOT  B3aMMOJONONHSIONMA ~ WMHTUOMpYOmmMid  3pQexT  Ha
ATPUOBEHTPUKYISIPHYIO MTPOBOJIUMOCTh M (DYHKIIHIO CHHYCOBOTO y37a.

KOM6I/IH3HI/I$I MCTOIPOJI0JIa CO CICAYIOINMMH JICKAPCTBCHHBIMH CPCACTBAMH MOXKCT HOTDC6OB8.TB

KOPPCKIHUHU J103bI

Aumuapummuueckue cpeocmea I knacca

Coueranue aHTHApUTMUYECKUX cpeAcTB | kimacca u B-aapeHo0I0KaTOPOB MOXKET MPUBOAUTH K
YCUJIEHUIO OTPHUIATEIFHOTO WHOTPOMHOTO 3(dekTa, 4To MOXKET ObITh MPUUYMHON CephEe3HBIX
reMOJUHAMHYECKHX TOOOYHBIX 3(PGEKTOB y MAIMEHTOB C HapylleHHOW (yHKIMeH JeBoro
xenynouka. Taxxke cienyer u3deraTb MoJ0OHONM KOMOMHAIMM Yy MAlUMEHTOB C CHHAPOMOM
€1a00CTH CUHYCOBOTO y3J1a U HapyIIEHUEM aTPUOBEHTPUKYISIPHOM POBOIUMOCTH.
B3aumozeiicTBue onrcaHo Ha MpUMEPE TU30MUPAMHU/IA.

Amuooapon

CoBMecTHOE TNpPUMEHEHHE aMHUOJAPOHA U METOMNPOJIOIa MOXKET NPUBOAMTH K BBIPAKEHHOMN
cuHycoBoi Opagukapauu. [I[puHrMast BO BHUMaHUE KpaifHe JJIUTEbHBIN TEPUO/I TIOJTYBBIBEICHUS
amuogapona (50 nmHeif), cieqyeT  yYMTHIBaTH BO3MOXKHOE  B3aUMOJAEWUCTBHE  CITYCTS
IPOJOJKUTEIBLHOE BPEMS MOCIIE OTMEHBI aMHOJapPOHA.

Junmuazem

Huntnazem u  P-aapeHoOJOKaTOpsl B3aMMHO YCHIMBAKOT UHTHOupyroumii sddext Ha
ATPUOBEHTPUKYJISIPHYIO TPOBOAMMOCT, U (YHKIMIO CHHYcoBOro y3na. [Ipu komOuHanuum
METOIPOJIOJIA C TUITHA3EMOM OTMEUYAIUChH CITy4au BBIPAKEHHOUW OpaauKapauH.

Hecmepouonwvie npomusosocnanumenvnvie npenapamot (HIIBII)

HIIBIT  ocmabnstor  aHTUTHOEpTeH3WBHBIN  3hdext  P-agpenoOmokatopoB.  JlanHOe
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B3aUMOJICCTBUE JIOKYMEHTHPOBAHO IS /IHI[OMCT(Q_IIPIIﬁ.a_.IE%Ei';g”ﬁEtI' 10~ To'ﬁﬁéﬁ'lﬁfﬁoro

B3aUMOJICHCTBUA U CyJlMHAAaKa. B mcciaenoBaHusax ¢ IUKIO()EHAKOM OMMCAHHOW pPEeakIuu He
OTMEYaJIOCh.

Jlugheneuopamun

JudeHruipaMul yMEHbIIAET KIMPEHC METOIPOJIoya 0 O-TMIPOKCUMETONpojona B 2,5 pasa.
OnHOBpeMEHHO HAOII0IAeTCs YCUIICHHE ICHCTBHSI METOIIPOJIOA.

Onunedpun (adpenanun)

Coobmanmoce 0 10 ciyyasx BBIpaXCHHOW apTepUaIbHON THIEPTCH3WHW W OpaguKapaud y
NAlMEeHTOB, IPUHUMABIINX HECEIEKTUBHbIE [-aJpeHO0JI0KaTOphl (BKIOYAs MHUHIONON U
IPONPAHOJION) U MOIYy4aBUINX dMUHEPPUH (agpeHanuH). BzaumoneicTBre 0OTMEUEHO U B TpyIIIe
310pOBBIX 100pOBOIIBIEB. [Ipeanonaraercs, 4To Mog00HBIE PEaKIMi MOTYT HAOIIOAThCS U MIPH
IPUMEHEHHUH 3MHUHe(PUHA COBMECTHO C MECTHBIMU aHECTETUKAMU IIPU CIIy4aifHOM HOIAJaHuu B
cocynucroe pycno. Ilpennonaraercs, 4YTO 3TOT PUCK TOpa3g0 HIKE IpU IPUMEHEHUU
KapJIMOCEIEKTUBHBIX [3-apeHOOIOKATOPOB.

Xunuoun

XUHUIUH UHTUOUpYeT MeTa0oIM3M METONpoJojia y OCOOOM IpyMIlbl MALUEHTOB € OBICTPHIM
rupokcuirpoBanueM (B IlIBenun npumepro 90 % HaceneHusi), BbI3bIBast, INIABHBIM 00pa3oM,
3HAYUTEIBHOE YBEIMYCHHE TUIA3MEHHOW KOHIICHTPALMK METOMPOJIONIA U YCHIICHHE [3-OJIOKaIbI.
[TonararoT, 4To MO/I00HOE B3aMMOAEHCTBHE XapaKTEPHO U JUIsl APYruX [-aapeHoOI0KaTOpOB B
MmeTaboan3me KoTopsix yyactByer CYP2D6.

Knonuoun

['unepTeH3uBHbIE peaKH IPU pe3Koi OTMEHE KIOHUIMHA MOTYT YCUJIMBATHCS IPU COBMECTHOM
npueme B-agpeHobsokaTopoB. [Ipy coBMECTHOM NMPUMEHEHHH, B CIydyae OTMEHBbI KJIOHHJIMHA,
npeKpaileHue npuema f-aIpeHo0I0KaToOpoB ciIeyeT HaYMHATh 32 HECKOJIBKO JIHEH 10 OTMEHbI
KJIOHW/INHA.

Pugpamnuyun

Pudpamnuumu MoxeT ycuiauBaTh MeTa0OJIM3M  METOINPOJIONIa, YMEHbIIAas IUIa3MEHHYIO
KOHIEHTPALUIO METOIIPOJIOIA.

Cepoeunbie enuKo3uobl

CepaeuHble TNIHMKO3UABI TPU COBMECTHOM MPUMEHEHMH C [-aapeHo0JoKaTopaMH MOTYT
3aMeJUISITh aTPUOBEHTPHUKYIISPHYIO MPOBOJUMOCTD U BBI3BIBATh OpauKapaAHIo.

Lumemuoun, 2udpanasut, anko2o, celeKmuHble UHSUOUMOPbL CEPOMOHUHA

KoHuenTpanus MeTonposiosna B rjia3Me KpOBU MOXKET IOBBIIIATHCS P COBMECTHOM IPUMEHEHNN
C IMMETHIMHOM, THJApalla3uHOM, AaJIKOroJeM, CEJIeKTUBHBIMM WHTHOUTOpaMU CEpOTOHHHA,

TaKMMH KaK MapOKCeTHH, (PITyOKCETUH U CepTpaIiH.
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[TaneHTHI, OTHOBPEMEHHO MPHUHUMAIOIINE METOIIPOJION U Ipyrue B-aIpeHo0I0KaTOpHI (TI1a3HbIe
KaIumi) Wi HHrHOuTOpsl MAQO, TOMKHBI HAXOJUTHCS MO TIIATEIbHBIM HAOIIOACHUEM.
Hneansayuonnvie anecmemuxu

Ha ¢one mnpuema [-anpeHOOJIOKATOPOB  UHTAISIUOHHBIE  AHECTETHUKU  YCHUJIMBAIOT
KapAMOJEIPECCUBHOE JICHCTBUE.

Ilepopanvhule eunoenukemuieckue cpeocmea

Ha ¢one mnpuema [P-aapeHOONOKAaTOpOB  MHaIlMEHTaM, MOJYYalOIIUM  IMepopaibHbIe

THUIIOITIMKEMHUYCCKHUE CPEACTBA, MOXKET HOTp€6OBaTBC5[ KOppEKUUA AO03BI ITOCICIHUX.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JIAKTAL U

bepemeHHOCTD

[Ipenapat Metonposon Anb(pakTuB He ClelyeT Ha3HauYaTh BO BpeMsi OEpEMEHHOCTH U B MEPUOT
IPYAHOIO BCKapMIIMBaHMsI, 3a UCKJIFOUEHUEM TEX CIIydaeB, KOTJla OKujaemas 1ojb3a JJis MaTepu
NPEBBIIIACT MOTEHIMATBHBIA PUCK IS TUIOAA W/WiM pebeHka. B menom, -aapeHoOI0KaTopsl
YMEHBINAIOT TUIALEHTAPHBIN KPOBOTOK, YTO MOXXET MPUBOAMWTH K 3aMEIJICHUIO POCTa IUIOJA,
BHYTPUYTPOOHOI rudenu 1miofa, BEIKUIBIITY U TMPEXKACBPEMEHHBIM pojiaM. B cBsi3u ¢ ueM mpu
NPUMEHEHHH METOIposiosia y OepeMeHHON KEHIIMHBI CIIEAYEeT MPOBOAMTH COOTBETCTBYIOIIEE
HaOJII0/IEHUE 32 COCTOSIHUEM IIJI0Ja U MaTepH.

B-agpeHoOI0OKaTOPHI MOTYT BBI3BIBATH OpaJUKapUIO y M0/, HOBOPOKICHHOTO UM peOeHKa,
HAXOJSIIETOCS HAa TPYAHOM BCKapMIMBAaHUU, YTO CIIEAYeT YYUTHIBATh MPU HA3HAUYEHUU ITHUX
[IPENnapaToB B MOCIEIHEM TPUMECTpE OEPEMEHHOCTH M HETIOCPEICTBEHHO MEPE]l POAAMH.
Otmeny npenapata Metomnposon Anb(hakTuB clieyeT IPOBOAUTH MOCTENEHHO 3a 48-72 vaca 10
IUTAHUPYEMBIX poJloB. Eciii 3TO HEBO3MOXKHO, cielyeT MPOBOANUTH HAOIOEHUE 32 COCTOSIHUEM
HOBOPOKJEHHOTO B TeueHue 48-72 4acoB MOCJe POJIOB IS BHISIBIICHUSI BO3MOXKHBIX MPU3HAKOB U
CUMIITOMOB OJIOKa/bl [-aipeHOpPENenTOpOB (HAMpUMEp, OCIOKHEHHH CO CTOPOHBI Cepjla U
JIETKUX).

JlakTanus

MeTomnpos1051 KOHIIEHTPUPYETCS B TPYITHOM MOJIOKE B KOJIMYECTBE, KOTOPOE IIPUMEPHO B TPU paza
IpEBBIIIAET KOJIMYECTBO, OOHApY)KEHHOE B IIJJa3M€ KPOBM MaTepu. PUCK BO3HMKHOBEHHS
HeOmaronpusaTHEIX (PPeKToB y pedeHKa, HaXOIAIIETOCs Ha TPYTHOM BCKapMJIMBAHUH, SIBJISIETCS
HU3KUM TIpH MPUMEHEHUU TIperapara B TepamneBTHUECKHUX no3ax. OJHaKO cleAyeT MPOBOIUTH
HaOmo/IeHne 3a peOCHKOM, HAaXOMASIIMMCS HAa TPYIHOM BCKapMIIMBAHUU, NJIS BBISIBICHUS
MIPU3HAKOB OJIOKAJIBI 3-aIpeHOPEIENTOPOB.

DdepTUIbHOCTD
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JlaHHBIC O BIMSHMH METONPOJIOJIA HA (PEPTUIHLHPCTE 0Tcl§l:1l'c'%s)1§1;L OBATENBEHOCTL 0002)

4.7. BiusiHue Ha CrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJCcTBaMH M padorarhb ¢
MeXaHUu3MaMH

[Ipu mpuMeHeHHH MpernapaTa BO3MOXHBI AMHU30/bl TOJIOBOKPYKEHUSI WM 00IIel ciaboctu, B
CBSI3H C YeM HEOOXO0/IMMO BO3JIEPKATHCS OT BOXKACHUS aBTOTPAHCIIOPTA U 3aHITHI OTEHIIUAIBHO
OMAaCHBIMU BHUJIAMHU JICATEIHOCTH, TPEOYIOIIMMH TOBBIIICHHON KOHICHTPAllMM BHUMAHUS U

OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUM.

4.8. HexxesaTesibHbIE peaKIIUU

Pesrome npoduiist 6e3onacHocT

MeTomposiosl XOpomIo MePEeHOCUTCS TAIMeHTaMH, MOO00YHBIE 3(PPEKTHI B OCHOBHOM SIBIISIOTCS
JIETKAMU ¥ 00pPaTUMBIMHU.

Pe3roMe HekenaTeIbHBIX PeaKIUN

B pe3ynbpTrare KIMHHYECKUX UCCIIECAOBAHUHN MU TIPU IPUMEHEHUN METONPOJIOIIA B KIMHHYECKOU
NpakTUKe OBUIM ONKMCAaHBI CIenyloIue HexenarenbHble 3¢ ¢exTel. Bo MHOrmx ciyuasx,
NPUYMHHO-CJICICTBEHHAsI CBSI3b C MPUEMOM METOIPOJIoia He ObUIa ycTaHOBIIeHA. J[Jisi OIlCHKH
YacTOTHI CIy4aeB MPUMEHSIIU CIEIYIOIIUe KpUTepun: ouens yuacmo (> 1/10); wacmo (= 1/100 go
< 1/10); neuacmo (> 1/1000 no < 1/100); peoko (> 1/10 000 mo < 1/1000); ouens peoxo
(< 1/10 000); vacmoma neuzéecmmua (He MOKET OBITh OLICHECHA HA OCHOBE MMEIOIIIUXCS TAHHBIX ).
Hapywenus co cmopoHbl Kposu u iumpamuieckoii cucmemvl

Ouenb peoxko. TPOMOOIUTONEHHUS.

Hapywenus memabonuzma u numanus

Heuacmo: yBenn4eHne Macchl Tela.

Tcuxuueckue napyuenus

Heuacmo: nenpeccus, ocia0ieHne BHUMaHUS, COHJIMBOCTh MJIM O€CCOHHMIIA, HOYHbIE KOIIMApBhI;
Peoxo: noBbIIeHHAs! HEPBHAsI BO30YIMMOCTH, TPEBOKHOCTB;

Ouenb pedko: aMHE3MsI/HapyIIIEHUE TTaMSTH, TTO1aBJICHHOCTD, TAJTIOIIMHALIIH.

Hapywenus co cmoponul nep8Holl cucmembl

Ouenb yacmo: NOBBILICHHAS YTOMIISIEMOCTb;

Yacmo: TOTOBOKPYXEHHE, TOJIOBHAST OOJTb;

Heuacmo: napecresus;

Ouenb pedxo: HapyllIEeHUE BKYCOBBIX OIIYIICHHMH.

Hapywenus co cmoponul opeana 3penus

Peoko: napymenue 3peHusi, CyX0CTh U/WJIH pa3ApaKeHUE TJ1a3, KOHbIOHKTUBUT.

Hapywenus co cmoponwl opeana ciyxa u nabupunma
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Quenb peoko: 3BOH B yIIIax. (NOCNEOCBATENEHOCTEL 0002)

Hapywenus co cmoponwvl cepoya

Yacmo. Opagukapans, OIyIIEeHNUE CepaIICONCHNUS;

Heuacmo: BPEMEHHOE yCUJIEHUE CUMIITOMOB ceple4HON HEJ0CTaTOYHOCTH,
aTPUOBEHTPUKYJIsIpHAs Onokana | cTemeHH, KapIUOTEHHBI IIOK Yy MAalUEeHTOB C OCTPBIM
UH(PapKTOM MUOKApAa;

Peoxo: npyrue HapylieHus cepIedHON TPOBOANMOCTH, APUTMHUH.

Hapywenus co cmoponwsl cocyoos

Yacmo: opTocTaTHyeckass THUIOTEH3Us (OYEHb PEAKO COIMPOBOXKAAIOIIASACA OOMOPOKOM),
MMOXO0JIOJaHNE KOHCYHOCTCH;

Ouenv pedko: TaHTPEHA y TAIMEHTOB C MPEIIICCTBYIONUMHU TSDKEIBIMU HAPYIICHUSIMH
nepudeprudeckoro KpoBOOOpaIeHUsI.

Hapywenus co cmopoHul OvlxamenvHotl cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Yacmo: onpiika nmpu GU3HYECKON HArPYy3Ke,

Heuacmo: 6ponxocnaszm;

Peoko: punwr.

Kemyoouno-kuuieunvie HapyueHus

Yacmo: TomHOTa, 0OJH B )KUBOTE, UApeEs, 3a110p;

Heuacmo: pBoTa;

Peoxo: cyxocTb BO pTYy.

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Peoxo: napyuienre GyHKIUN TIEUYEHU;

Ouenb pedko: TEATHT.

Hapywenus co cmoponwl Kodtcu u n0OOKONCHbIX MKAHeL

Heuacmo: koxHasi cbIlib (B BUI€ KPATUBHUIIGI), TIOBBIIIEHHAS] TOTIUBOCTb;

Peoxo: BpInanenne BOJIOC;

Ouens peoko: hoToceHCHOMIM3AIHS, 00OCTPEHHE TICOpHasa.

Hapywenus co cmoponvl mbluteunoll, ckelemuot U cOeOUHUmMenNbHou MmKauu

Heuacmo: cynoporu;

Ouenb peoko: apTpaiTusl.

Hapywenus co cmoponvl penpo0ykmusHou cucmembl U MOJTOYHBIX JHcelle3

Peoxo: nmMnoteHyst/cekcyanbHas TUCHYHKIHS.

Co0011eHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0mars O M0A03pEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX MOCIe PEerucTpanuu
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JIEKapCTBEHHOT'0 Tpernapara ¢ 1ebio odecnedeHus HGHHQ&I:BEIEI%IF ﬁﬁ%ﬂ%‘%eﬁ%{&éﬁm

«oNb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
Co00IaTh O JIFOOBIX TMOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JEKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXENaTeNIbHbIX PEaKIUsIX roCy1apcTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccniickas @enepanvs

OdenepanibHas Ciryx)0a 1Mo Ha30py B cepe 3ApaBOOXpaHCHUS

109012, r. Mocksa, CrnaBsiHCKas momajsp, 1. 4, crp. 1

Tenedon: +7 (800) 550-99-03

DnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CumMnTOMBI

[TocnencTBusiMM HEpeAO3UPOBKM METOIPOJIOJIA MOTYT ObITh BbIpaKeHHOE CHIDKeHHe A/l
CHUHycCOBasi OpaauKapaus, AaTpUOBEHTPUKYJspHas OJjokaxa, cepledHas HeJ0CTaTOYHOCTb,
KapIMOTEHHBIN IIOK, OCTAaHOBKA CcepJla, OpOHXOCHa3M, HapylUIeHHe CO3HAHMS/KOMa, TOIIHOTA,
pBOTa U LIUAHO3.

ComnyTtcTBYyloIIee ynoTpedieHre alkorois, IpUeM aHTUTHUIIEPTEH3UBHBIX CPEJCTB, XUHHUIMHA HITH
6apOUTypaTOB MOT'YT NIPUBECTU K YXYAIICHUIO COCTOSTHUS MAIlEeHTa.

[lepBple MpU3HAKK MEPEIO3UPOBKH MOTYT TPOSIBISATHCS B TedeHHe 20 MHHYT-2-X 4acoB IMOCHe
npuemMa npernapara.

Jleyenue

[TpuHATH aKTUBUPOBAHHBIA YroJib, IPU HEOOXOAMMOCTH BBIIOJIHUTH MIPOMBIBAaHUE Kelyaka. B
Clly4ae BBIPa)KEHHOTO CHMKeHMsI AJl, OpaaukapaInu WM Yrpo3bl CEpAeUHON HEIO0CTaTOYHOCTH
cleyeT BBOJAUTH P1-aipeHOMUMETHUK (I10OyTaMMH WIM JIONaMHH) BHYTPUBEHHO C MHTEPBAIOM
2-5 MUHYT WM HMH()Y3MOHHO 10 JOCTM)KEHHUS TepaneBTuiyeckoro sddexra. B crmyuae
HEJIOCTYITHOCTH CEJIEKTUBHOTO [31-arOHMCTa MOXHO BBOJUTh BHYTPMBEHHO JONAMHMH WU
aTponuHa cynbdaT s 00Kl 0Ty IAFOIIETO HEPBA.

Ecnu tepaneBTruecknii 3pPexT He JOCTUTHYT, MO>KHO UCIIOJIb30BATh APYrUe CUMIATOMUMETUKH,
Harpumep, Hop3nuHeppHH (HOpaIpeHaInH).

Mo’kHO BBECTH IJIFOKAroH B 1o3e 1-10 mr.

HNHorga MoXKeT BO3HUKHYTh HEOOXOAMMOCTh MPHUMEHEHUs 3JIeKTpoKapauoctumysstopa. s

KyIUpOBaHUsl OpOHXOCHa3Ma clieyeT BBOJAUTh BHYTPUBEHHO [32-aipEHOMHMETHUK.
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BO3HUKAIOIIUX TPHU TMEPEIO3UPOBKE [-aapeHOOIOKATOPOB, HAMHOTO BHIINIE TEPANIEBTUYCCKUX,

IIOCKOJIbKY [3-aJ{peHOPELENTOPbI HAXOSTCS B CBA3aHHOM COCTOSIHUMU C -aJpeHOOI0KaTOPOM.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA
dapmakoTepaneBTHUYECKAs rpyImna: 0eTa-aIpeH00I0KATOPHI; CEJIEKTUBHLIE Oera-
aIpeHOOIOKATOPHI.

Kon ATX: CO7AB02

MexaHu3M IeHCTBUS

Mertomponon - [i-agpeHobrokaTop, OIOKUpYIOUIMI Bi1-penentopbl B [103aX 3HAYUTEIHHO
MEHBIIINX, YeM JI03bI, TPEOYIOIIHeCs A OJIOKUPOBAHUS P2-pEelenTOPOB.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

Mertomnponon o0namgaeT HE3HAYUTENbHBIM MeMOpaHocTabunu3upyomuM 3hpdexkToM u He
MPOSBISCT AKTUBHOCTH YACTHYHOTO AaroHUCTa. MeTOmposioNl CHUXKAeT WJIM WHTHOUpYeT
arOHUCTHYECKOE JIEHCTBUE, KOTOPOE OKa3bIBAIOT HA CEPACUHYIO JESATEIbHOCTh KAaTE€XOJaMHHBbI,
BBIJIETISIOLIMECS IPU HEPBHBIX U PU3NUYECKUX CTpeccax. ITO 03HAYaeT, YTO METOIPOJI0 00Ia1aeT
CHOCOOHOCTRIO  TpernsATcTBOBaTh yBenmueHnro YCC, MuHYTHOro o0beMa H YCHICHHUIO
COKpaTMMOCTH cCepAla, a TakkKe TMOBbIIIEeHUI0 AJl, BBI3BIBaEMBIX PE3KHUM BBIOPOCOM
KaTE€XO0JIAMUHOB.

[TaruenTam ¢ cumMnToMaMu OOCTPYKTHUBHBIX 3a00JIEBAHUMN JIETKUX MPU HEOOXOJUMOCTU MOKHO
Ha3HayaTh METOIPOJIOJ B COYETAHUU C B2-aipeHOMUMETUKaMU. [Ipu COBMECTHOM HCITI0JIb30BAHUN
C P2-aapeHOMHUMETHKAaMH METOIPOJION B TEPANEBTUUECKUX J]03aX B MEHBIIIEH CTEIIEHH BIUSAET Ha
BBI3BIBAEMYIO B2-agpeHOMHUMETHKAMU OpOHXOMIATALIUIO, 4em HECEJIEKTUBHbBIE
-ampeHoOI0KaTOPHI.

Mertomnposionl B MEHbLIEH CTENEHU, YeM HECEIeKTUBHbIE [-aapeHOOJIOKaTOphl BIUSET Ha
OPOAYKIMIO WHCYIMHA M YIJIEBOJHBIM MeTa0onu3M. BiusHue MeTomposona Ha peakiuio
CEpJEYHO-COCYAUCTON CUCTEMBI B YCIOBUAX TMIIOITIMKEMUU 3HAYUTEIBHO MEHEE BBIPAKEHO IO
CPaBHEHHUIO C HECEJIEKTUBHBIMU [B-aipeHOOI0OKaTOpaMH.

Knunuueckue uccienoBaHus MOKa3ajd, YTO METOIMPOJION MOKET BbI3BIBaTh HE3HAUUTEIHHOE
MOBBIIIIEHUE YPOBHS TPUIIIMLIEPHUIOB U YMEHBIIIEHUE COAEPIKaHUS CBOOOIHBIX KHUPHBIX KHCIIOT B
KpOBU. B HEKOTOpHIX cilydasX OTMEuYaloch HE3HAYUTEIbHOE YyMEHbIIEHUEe (paKkIuu
JUTNONPOTENHOB Bbicokol mioTHOCTH (JITIBII), uTo MeHee BrIpakeHO, YeM B Cllydae IPUMEHEHUs
HECEJIEKTUBHBIX [-aapeHo0sokaTopoB. OJHAKO B OJHOM W3 KIMHUYECKUX HUCCIETOBAaHUMN OBLIO

IMMOKa3aHO 3HAYUTCIIbBHOC CHUXXCHUC YPOBHA 06mer0 XOJIeCTCprUHA B CBIBOPOTKC KpPOBHU IIpU
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JICYEHUH METOIIPOJIONIOM B TCUEHHE HECKONBKUN JIET. (NOCNEOOBATENEHOCTE 0002)

KadyecTBO JKM3HM B TEpPHOJ JICUEHUS METONPOJIOIOM HE YXYIIIACTCS WM YIIyqlIaeTcs.
VYiydmieHne KayecTBa KU3HU TMPH JICYEHUH METOIPOJIONIOM HAOMIONANM Yy HAIMEeHTOB TOCIHE
UH(papKTa MHOKap/a.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AOGcopouus

MeTonposioit MOYTH MOJHOCTRI0 a0copOupyeTcs mocie npuemMa BHyTphb. [lpu npueme npemnapara
B IIpejenax TeparneBTUYECKUX 03 KOHILIEHTpalus Ipernapara B IUIa3Me KPOBHU HAXOOUTCA B
JUHEHHOW 3aBUCUMOCTH OT NPHUHATON 103bl. MakcuManbHas KOHLIEHTpALUs B IUIa3Me KPOBU
nocruraercs yepes 1,5-2 yaca nocie npuema npenapara.

Pacnpenenenne

[Tocie mpuema BHYTpPBH TEPBOH 03Bl METOIPOJIOJA, CHCTEMHOTO KPOBOOOPALIEHUS JOCTUTAET
okono 50 % pmo3bl. Ilpm MOBTOPHBIX mpHEMax IOKa3aTelb CHUCTEMHOH OMOJOCTYITHOCTH
Bo3pactaer a0 70 %. Ilpuem mnpemnapata BMECTE C MHIIEH MOMXET IMOBBICUTH CHUCTEMHYIO
o6uonoctynaocTh Ha 30-40 %. CBsi3b ¢ OenkaMu T1a3Mbl KpOBH HU3KasA, okoo 5-10 %.

BI/IOTDaHCd)ODMaHI/IH

MerTomnpomnon moaBepraercs OKUCIUTENbHOMY MeTabonu3My B IedeHH ¢ oOpa3oBaHUEM 3-X
OCHOBHBIX METa0OJUTOB, HHU OJWH H3 KOTOPBIX HE 00JaJaeT KIMHUYCCKH 3HAYMMBIM
B-6noxupyromum 3pexTom.

DJIMMUHAIMS

Oxko110 5 % OT MPHUHSATOMN 03Bl BEIBOJUTCS C MOYOH B HEM3MEHEHHOM BH/IE, B OTJENBHBIX CIydasx
ATOT TOKa3aresib MoxkeT nocturarh 30 %. CpenHuil mepro/ MOTyBBIBEICHHUS METOIPOJIOa U3
MJIa3Mbl KPOBH COCTABIISIET OKOJIO 3,5 yacoB (MHHUMAIBHO - 1 Yac, MaKCUMaJIbHO - 9 9acoB).
[Tna3sMeHHBINA KITUPEHC COCTABISAET MPUOIU3UTENHHO | JI/MUH.

Oco0bIe I'pynnbl DaMCHTOB

Iloueunas neoocmamounocmo

CucremHass OMOJOCTYNIHOCTb M BBIBEJECHHME METOIPOJIOJIa HE MEHSIETCS y MalUeHTOB CO
CHIDKEHHOH (yHKIMel nmodek. BoiBeieHrne MeTabouTOB Y TAKMX MAllMEHTOB, OJJHAKO, CHIXKEHO.
3HayuTeNbHOE HAKOIUICHHE METa0O0JIMTOB HAOMI0JAIoCh Yy TMAlMEHTOB CO  CKOPOCTBIO
KITyOOuKoBOM (uiabTpauuu MeHee 5 Mi/MuH. OfHaKo, Takoe HaKOIUIEHHE METa0OJIMTOB HE
ycuuBaeT B-0mokupyrommmii 3pdekt.

Ileuenounas neoocmamourocmo

VY manueHToB CO CHWKEHHOH (yHKIMel neueHn (hapMaKOKMHETHKA METOIpOsoyia (B CBS3U C
HU3KUM YPOBHEM CBSI3U C OelKaMH) MEHseTcsl He3HauuTeabHO. OJJHAKO y MAllMEHTOB C TAKENIOi

dbopMoil HHppo3a MeyeHu Wik MOPTOKaBaIbHBIM aHACTOMO30M, OMOAOCTYITHOCTh METOIPOJIoJa
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AHACTOMO30M OOIIUI KIUPEHC COCTaBISUT MpuoOIu3uTeabHo 300 MII/MUH, a IIIOMAAb MO KPUBOH
KOHIIEHTpalusi B 1miazMe kpoBu - BpeMs (AUC) Obiia B 6 pa3 Oomblie, MO CPaBHEHHUIO C
AQHAJIOTMYHBIM [TOKa3aTeJieM Y 3JJ0POBBIX MAlIUEHTOB.

Jluya noosicunozo o3pacma

Y manveHToB MOXWUIOTO BO3pacTa HE HaOMI0JaeTcs 3HAYUTENbHBIX W3MEHEHUH B

q)apMaKOKI/IHeTI/IKe MCTOIIPOJI0JIa IO CPaBHCHUIO C MAIUCHTAMU MOJIOAOTO BO3pacTa.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakTO3bI MOHOTHIPAT (CaXap MOJIOYHBIN)

[en1r0103a MUKPOKPUCTAILITMUECKAs

KapOokcumerunnkpaxmai HaTpus

IMoBugon-K25

Kpaxmain KyKkypy3HbIil

Maruus creapat

Kpemuus nokcu KoJOu AHbINA

6.2. HecoBmMecTHMOCTDH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHuTb Npu TeMIiepatype He Bbliie 25 °C Bo BTOpUYHON yIIaKoBKe (Mayke).

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

I[To 10, 25, 30, 50 TabneTrok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY U3 IUICHKH
MOJMBUHUJIXJIOPUAHON OO0 TUIEHKH MOJUBUHUIXJIOPHIHON/TOTUBUHIWINICHXIOPUAHON, THOO
U3 MaTepuaga KOMOMHUPOBAHHOTO Ha OCHOBE (POJIBIU (TPEXCIIONHBIN MaTepual, BKIIOYAIOIIUN
ATIOMUHHUEBYIO (OJIBrYy, MUIEHKY W3 OPUEHTHUPOBAHHOTO MOJUAMUAA, MOIMBUHIIXJIOPUIHYIO
TUICHKY) ¥ (OJIBTH aTFOMUHUEBOM MMEYaTHON JIAKUPOBAHHOM.

1,2,3,4,5,6,7,8 9 umn 10 KOHTYpHBIX SYEUKOBBIX YIAKOBOK BMECTE€ C MHCTPYKLHEU MO
METUITMHCKOMY (JIMCTOK-BKJIABII) IPUMEHEHHUIO TTOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAYKY).
6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JICKApCTBEHHOI0 Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJIe NPHMEHEHHUs

JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIIMH ¢ IIPenapaTomM
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Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus
000 «O308»

445351, Camapckas 00:71., r. XKurynesck, yiu. [lecounas, 3a. 11

7.1. IlpeacraBuTenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu moTpeOUTENIEH HAIIPABIIATE 110 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoureneid, a. 6
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUASA
JITI-Ne(000814)-(PT-RU)

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIUN)

Jlata nepBuuHoO# peructpanuu: 23 mas 2022 r.

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKapCTBEHHOIo Ipenapara Meronponaon Anb(pakTHB JOCTyNHA Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaIMoHHOM cetn «HTepuer» http://eec.eaeunion.org/.
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