COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 07.11.2025 N= 27845

OBILASI XAPAKTEPUCTHKA JT kapcIRSHFSRSATRRPET 0001

1. HAUMEHOBAHUE JEKAPCTBEHHOI' O IIPEITIAPATA
Menokcukam-Kcanruc, 7,5 Mr, Ta0JeTKH

Menoxkcukam-Kcantuc, 15 Mr, TabiieTku

2. KAUECTBEHHBIN U KOJIUYECTBEHHbBIN COCTAB
JelicTBytol11iee BEIIECTBO: MEJIOKCHUKAM.

Menokcukam-Kcanruc, 7.5 Mr, TabiaeTku

Kaxxnas Tabnerka cogep uT 7,5 M METOKCHKaMa.

Menokcukam-Kcanruc, 15 mr, TabieTku

Kaxxnas Tabnerka conepkut 15 Mr Menokcukama.

BemiecTBa, HamuuMe KOTOPBIX Ha/l0 YUUTHIBATh B COCTABE IIpenapara: HaTpui (cM. paszaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BELIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHASY ®OPMA
Ta0OmeTku.

Menokcukam-Kcanruc, 7.5 Mr, TabiaeTku

Kpyribie TabneTkn cBETIO-KENTOTrO C 3eJICHOBATHIM OTTEHKOM IIBETA, IUIOCKOIMIMHAPHYECKHE C
dackoii.

Menokcukam-Kcanruc, 15 mr, TadieTku

Kpyribie TabieTKu CBETIIO-KENTOTO C 3eJICHOBATHIM OTTEHKOM I[BETA, INTOCKOIMIIMHAPHUECKHUE C
(dhackoif U pUCKOH.

Tabnerky 15 Mr MOKHO pa3/ieUTh Ha PaBHBIE JO3BI.

4. KIMHUYECKHUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

[Ipenapat MenokcukaM-KcaHTuC Moka3aH K NPUMEHEHHUIO Y B3pOCIBIX U AeTel crapuie 12 ser

JUIS. CAMIITOMAaTUYECKOTO JICUEHUS CIECAYIOMNX 3a00IeBaHHIA:

e ocreoapTput (apTpo3, JAeTreHEepaTUBHBIE 3a00JIEBaHKS CYCTAaBOB), B TOM 4YHCIIE C OOJIEBBIM
KOMITOHEHTOM;

® PEBMaTOWIHBIN apTPHUT;

® AHKWIO3UPYIOUIMNA CIIOHAUIINT;

® [OBEHWJIbHBII PEBMAaTOMIHBIN apTpUT (Y NALMEHTOB ¢ Maccol Tena >60 Kr);
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TakMe Kak apTpoIlaTuu, JOpPCONMATHUU (HalpuMep, UIIuac, 00JIb BHHU3Y CIHHBI, IJIEUEBOIl
NEPUAPTPUT U IPYTHUE), COMPOBOKIAOIINECS OOIBIO.
[Ipenapat Menokcukam-KcanTuc noka3as kK IpuMEHEHHUIO y AeTeit muaaiie 12 et (c maccoii Tena

>60 Kr) a1 CUMITOMATHYECKOTO JICUEHUS I0BEHUILHOTO PEBMATOUTHOTO apTPUTA.

4.2. PexxuM 103UPOBAHUS M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

MaxkcumManbHas peKoMeHayeMas CyTouHas fo3a — 15 mr.

Ocmeoapmpum ¢ 6oneevim cunopomom. 7,5 Mr B cyTku. [Ipu HE0OXOAMMOCTH 3Ta 032 MOXKET
OBITH yBENMYEHA 10 15 MI' B CyTKH.

Pesmamouonwiii apmpum: 15 mr B cyTku. B 3aBucumocTu ot teue6Horo 3¢ hexra sta 103a MOXKET
OBITH CHIDKEHA 70 7,5 MT' B CYTKH.

Anxunozupyrowutl cnonourum. 15 mr B cyTku. B 3aBucumocTu oT jaedeOHoro 3¢ dekra 3Ta 103a
MOKET ObITh CHUKEHA /10 7,5 MT' B CYTKH.

TOsenunvHovlli peemamoudnsiii apmpum: 7,5 MT B CyTKH.

VYBenuueHue 03Bl Ipenapara BbllIE€ PEKOMEHIYEMOW CYTOYHOM J03bl HE IMPHUBOJUT K
MOBBIIICHUIO ero 3¢ ¢deKkTuBHOCTH. JloCcTymHBIE NO3UpOBKH Tpemapata Menokcukam-Kcantuc
Ta0JIETKX HE MO3BOJISIOT MPUHUMATH MpernapaT maueHTaM ¢ Maccou Tena meHnee 60 Kr.

Oco0nIe I'pynIbl TanMEHTOB

Tayuenmoi ¢ Hapywenuem yHKyuu novex

V manueHToB ¢ BhIpaXXEHHOM MOYEYHON HEJOCTATOYHOCTHIO, HAXOASIINXCSA Ha TeMOJIMaIu3e, 103a
HE JIOJKHA PEBBIIATE 7,5 MT' B CyTKH.

VY manueHToB C MOYEYHOW HEAOCTATOYHOCTHIO JIETKOW M CPEAHEH CTETEeHH TSHKECTU (KIUPEHC
KpeaTHHHHA OoJiee 25 MII/MUH) KOPPEKIUH 1036l HE TpeOyeTcs.

Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu

VY manueHToB ¢ MUPPO30M IMeueH! (KOMIIEHCUPOBAHHBIM) KOPPEKIIMH 10361 HE TPeOyeTCsl.
IIpuem 6 cocmase KoMOUHUPOBAHHOU Mepanuu

He cnegyer nmnpumeHsTs mpenapar  OJHOBPEMEHHO C  JIDYTUMH  HECTEPOUIHBIMHU
IPOTUBOBOCTIANUTENBbHBIMY NTpenapaTamu (HIIBIT).

OO6mas cyrouHass mo3a mpernapata Menokcukam-KcaHTrue, NMPUMEHSEMOro B BHJE Pa3HBIX
JIEKapCTBEHHBIX ()OPM, HE JOJKHA TTPEBBIMIATH 15 MT.

Hauuenmbl C NOBbIUUEHHBIM PUCKOM pA36UMUS HEINCEIAMETIbHbLX seIeHUl
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kumeyHoro tpakra (PKKT) B anamHuese, Hanuuue (PakTOpPOB PHUCKA CEPICUHO-COCYIUCTHIX
3200JIeBaHUIT) pEKOMEHIyeTCsl HAUMHATD JICUEHUE C TO3bI 7,5 MT B CyTKH (cM. pazaen 4.4.).
Tak kak nmoreHuuanbHb puck HP 3aBUCUT OT 03Bl U MPOAOIKUTEIBHOCTH JICUCHUS, CIEAYET
OPUHUMATh MaKCHUMaJbHO BO3MOXKHBIE HH3KHE J03bl C MHHHUMAJIbHOW JUIUTEIHHOCTHIO
MPUMEHEHUS.
MaxkcuManbHas peKoMeHayeMas CyTouHas fo3a — 15 mr.

eTu
D¢ dekTuBHOCTL U 6e30MacHOCTh npemnapata Menokcukam-Kcantuc y aereit muaame 12 ser, mo
MOKa3aHUsM, OTJIMYHBIM OT IOBEHUJIBHOTO PEBMATOUIHOTO apTPUTA, HE U3YyUCHA.

Cnooco0 nnpuMeHeHus

OO0111y10 CyTOYHYIO 103y ClIeZyeT MPUHUMATh B OJIMH MIPHEM, BO BpeMsl €lbl, 3alUBasi BOJIOM WK
JIPYTOU KUIKOCTBIO.

HGI[OCTaTO‘IHO I/IH(bOpMaI_II/II/I NpeaACTaBJICHO O BO3MOXHOCTHU CMCIIMBAHUSA H3MCIIBYCHHBIX
Ta6J'IeTOK C nmueﬁ HUIIN dKNIKOCTBIO.

Tabnerky 15 Mr MO>XKHO pa3zieuTh Ha 2 paBHBIE YaCTH 10 PHCKE.

4.3. IIpoTBONOKA3aAHUS

® THUIEPYYBCTBUTEIBHOCTh K MEJIOKCHMKAaMy HWJIHM JI0OOMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pasjaene 6.1.;

® [I0JTHOE MJIM HETIOJHOE COYETaHNEe OPOHXUALHON aCTMBI, PELUANBHUPYIOLIETO IMOJINUII03a HOCa
U OKOJIOHOCOBBIX IIa3yX, AHTMOHEBPOTHYECKOIO OTEKa WJIM KpalMBHMIBI, BbI3BAHHBIX
HEIIEPEHOCUMOCTBIO  alleTWICAIULUIOBOM  KucimoTel wimu  apyrux  HIIBIT  wu3-3a
CYILLECTBYIOIIEH BEPOATHOCTH NMEPEKPECTHON UyBCTBUTEIBHOCTH (B TOM YHUCIIE B aHAMHE3e);

® DHPO3HMBHO-SI3BCHHBIC TOPAXKEHUS JKEIyJKa W JBEHAALATHUIEPCTHOM KHIIKWM B CTaguu
000CTpeHUs WIH HEJaBHO NEPEHECEHHBIE;

e BOCHAIUTEIbHBIEC 3a00JIeBaHNUs KUIIIEUHHKA — O0oJie3Hb KpoHa niu sa3BEeHHBIN KOJIUT B CTaIUN
obocTpeHus;

® TsDKENas IEYEHOYHAs! HEJOCTATOYHOCTb;

e TspKeNas IOYeYHas: HEJOCTATOYHOCTh (€clii He MPOBOAMTCS TEeMOAMANN3, KIHUPEHC
KpeatTuHnHa MeHee 30 MI/MHMH, a TakKe TpPH TMOATBEPKICHHOW TUIEPKAUTUEMHH ),
nporpeccupyroliee 3adboaeBaHue MOYeK;

® AaKTHBHOE KEITyJOYHO-KUILIEYHOE KpOBOTEUEHHE, HEAaBHO [IEPEHECEHHbBIE
1epeOpOBacCKyJISIpHbIE  KPOBOTEUEHHUsT WM YCTAHOBJCHHBIM JAMarHo3 3abosieBaHMid

CBEPTHIBAIOLIEH CUCTEMBI KPOBU;



::: TEIET| TE.\'ET -||-|"_EF|TH
or 07.11.2025 Ne 278

OCTIEND EuuTEJ'II:HC'I-T_.u 00071)

TsOKEIasd JCKOMIICHCUpOBaHHAas CEpACUYHAA CHOCTaTOLIHOCTI)

OMY OTUETY

OepeMeHHOCTH (CM. pazzen 4.6.);
naktanus (cM. pasnen 4.6.);

Tepanus NepruorepanoHHbIX 00JIeH MpU MPOBEICHUN ITYHTUPOBAHUS KOPOHAPHBIX apTEPHIA.

4.4. OcoOble yka3aHusl 1 MepbI PeI0CTOPOKHOCTH NPH NPHUMEHEeHHH

[Tpu npuMeHeHnu npenapara ciaexyeT coOMI0AaTh OCTOPOKHOCTH MPH CIIETYIOMIMNX 3a00IeBaHUSIX

" COCTOSHHUAX:

3aboneBanus JKKT B aHamHe3e (s3BeHHass OOJie3Hb XKelmyaka M 12-epCTHOM KHUIIKH,
3a00JIeBaHUs TICUEHN);

XpoHHu4ecKas cepaeuHas HenoctarogHocTh (XCH);

MovevyHas HeJIOCTaTOYHOCTh (KiaupeHc kpeatuHuHa 30-60 mir/MuH);

uIeMudeckas 00Jie3Hb CEp/Ia;

1epedpoBaCKyJISIpHBIC 3a00JICBAHMS;

JTUCITATIAEMUS / TUTIEPITUTTUACMUSI,

caxapHbIil 1raberT;

COITyTCTBYIOIIIAs Tepanus CIICAYIOIIUMU npenapaTamu: nepopaibHbIe
rimrokokoptukocrepon bl (I'KC), antukoarynstHThI (B TOM Yrciie BaphapuH), aHTHATPETaHThI,
CEJIEKTUBHBIE MHTHOUTOPBHI OOpaTHOrO 3axBaTa CEPOTOHHMHA (B TOM YHCIE IUTAJIOINpPaM,
(ryoKCceTHH, MapOKCETHH, CEPTPAIINH);

3a0o0eBaHus nepudeprudecKux apTepuii;

MOXHUJION BO3pACT;

nmurenbHoe npumenenne HITBIT;

KypeHHe;

4acToe YInoTpeOIeHUEe aIKOTOJIS.

AJiepruyeckue peakiiuu

[Ipu npueme Menokcukama MOTYT pa3BUBaThCsl TAKUE CEPBE3HBIE PEAKLIUU CO CTOPOHBI KOXKH, KaK

9KC(OIMATUBHBIA JAepMaTuT, cuHApoM CTuBeHca-/[)KOHCOHA, TOKCHYECKHH SMHAepMalbHbIN

Hekponu3. [loaTomy crneayer ynensTh ocoboe BHUMaHuE MalueHTaM, COOOIaloIMM O Pa3BUTUU

HEXXEJIAaTEIbHBIX SBJICHUM CO CTOPOHBI KOXWU M CIHM3UCTBIX O6OJ'IO‘I€K, a TaKXeE peaKHI/Iﬁ

MOBBIIIEHHON YyBCTBUTEIBLHOCTH K ITPENapary, 0COOCHHO €CTU OJOOHbBIE peaKny HabII0AaIHCh

B TCUCHUC NPCABIAYIIHUX KYPCOB JICHCHUA.

Pa3Butre mogoOHBIX peakiuii HaOII0aeTCsl, KaK MPaBUIIO, B TCYCHUE TIEPBOTO MECAIA JICUCHUS.

B ClIydac IMOsBJICHUA IECPBBIX IIPHU3HAKOB KO>KHOM CBIIIH, W3MEHEHUH CIM3UCTBIX 000J04YEK WIH



COOTBETC TEn ¥ ET "|‘i'|__EF'TH
aT U 11.._"_|._: Nz 2

JPYTUX MPU3HAKOB TUIIEPUYBCTBUTENBHOCTH JAOJKEH pd&{vﬂ:ﬂ‘agﬂ% Egll;u:olé '()ITIEEKDaHleHI/II/I

'H-' OTYETY

pueMa Ipernapara.

[TarueHTs! ¢ 3a00J¢BaHUSIMHU KCIYAOYHO-KHUIIICYHOI'O TPAKTa

[Taniuentsl ¢ 3aboneBanusamu JKKT momkHbl perynsipHo HaOmomathes. [lpu BO3ZHHMKHOBEHUH
sa3BeHHOro nopaxkeHus XKKT mnn xenya04HO-KUIIEYHOTO KPOBOTEUEHHUS MTpernapaT He00X0aMMO
OTMEHUT.

S3Be1 XKKT, nepdoparust uiam KpoBoTeueHHs] MOTYT BOSHHKHYTH B Xozae npumeHenus HIIBII B
a000e BpeMs, Kak MpU HaJUYUKU HACTOPAKUBAIOLIUX CHUMITOMOB WJIM CBEACHHH O CEpbe3HbIX
JKEIYTOYHO-KHILIEYHbIX OCJIOKHEHUSAX B aHaMHE3€, TaK U IPU OTCYTCTBUU ITHX IPU3HAKOB.
[MocnencTBus TaHHBIX OCIOKHEHUH B IIETIOM O0JIee Cephe3Hbl Yy JIUII MOXKHUIIOTO BO3PACTa.

ITanmeHTHI ¢ 3a00JIEBAHUSIMU CEPIEYHO-COCYIUCTON CUCTEMBI

Onucanpl ciydan npu npueme HIIBIT moBbimeHus: pucka pa3BUTHS CEPhE3HBIX TPOMOO3OB,
uH(papKTa MUOKap/ia, MPUCTyIa CTEHOKApNH, BO3SMOKHO CO CMEPTENIbHBIM UCXO0A0M. Takoi puck
MOBBIIIACTCA TIpHU  AJUTCIBHOM IMPUMCHCHUM IIpCriapara, a TakKXkC Yy IMMallUCHTOB C
BBIIIICYKA3aHHBIMU BaGOﬂeBaHH}IMI/I B aHAMHC3C U NPCAPACIOJIOKCHHBIX K TAKUM 3&60H€BaHI/I$IM.

[TanmeHTHI ¢ 3a00JICBaHUSIMH OYEK

HIIBII marHOupyioT B MOYKax CHHTE3 MPOCTArJaHANHOB, KOTOPHIE YYAaCTBYIOT B MOJACPKaHUN
noueynoit nepdysuu. [Ipumenenue HIIBII y manmeHTOB CO CHUKEHHBIM MTOYEUYHBIM KPOBOTOKOM
WIH YMEHBIICHHBIM O0BEMOM IUPKYJIUPYIOMIEH KPOBH MOXET MPUBECTH K JACKOMIICHCAIIUU
CKpBITO TIpOoTeKaromiei moyeunor HemoctaTouyHocTH. [locne ormensr HIIBIT ¢ynkmus mouek
0OBIYHO BOCCTaHABIIMBAETCA J0 HCXOJHOTO YpoBHA. B HauOoublieil cTeneHu pUCKY pa3BUTHUS
TOM peaklUWH TMOABEPKEHbl TMOXKWUJIbIE TMAlMEeHThl, MNaIllUEHThl, y KOTOPBIX OTMEYaeTCs
neruapatanus, XCH, muppo3 mnedeHu, HEPPOTHUYECKUI CHUHAPOM WM OCTpPhle HapyLICHHS
GYHKIMM TIOYeK, TMAalMEHThl, OJHOBPEMEHHO MPUHUMAIONINE JUYPETUYECKUE CpPEICTBa,
uHruouTopel AII®, anTaroHucTsl aHrnoTEeH3UH-11 perenTopos, a TakKe MaIMeHThI, IIEPEHeCITne
CEpbE3HbIE XUPYPrUUECKUE BMEIIATENIbCTBA, KOTOPHIE BEAYT K TUIIOBOJIEMHUH. Y TaKUX MAlMEHTOB
B HAYaJe Tepanuu CleAyeT TIIATEIbHO KOHTPOJIUPOBATh TUYype3 U QYHKITUIO TIOYEK.

JlnypeTtrku

[Tpumenenue HIIBIT coBMecTHO ¢ mMypeTUKaMH MOKET MPUBOAUTH K 3aJ€PKKE HATPUS, KAJIUSI U
BOJIb, @ TAK)KE K CHUKEHUIO HATPUHNYPETUUECKOT0 ACHCTBUS MOUYETOHHBIX CPEACTB. B pe3ynbrare
TOr0 'y NPEIpaclolOKEHHbIX MAlMEHTOB BO3MOXXKHO YCWIEHHE IIPU3HAKOB CEpIECYHOMN
HEJOCTAaTOYHOCTU WM runepteH3uu. [loaToMmy HEoOXOIMM THIATENbHBIN KOHTPOJIb COCTOSHUS
TaKUX MallMEHTOB, a TAKXKE y HUX JOJDKHA MOIJEP/KUBATHCA aeKkBaTHas ruaparanus. Jlo Havama
JeueHHst He00X0AUMO UcciieloBaHe (YHKIMU TToUeK. B ciryyae mpoBeaeHnss KOMOMHHUPOBAHHOM

TEpanuy cielyeT TakKe KOHTPOJIUPOBATH (PYHKIIUIO MOYECK.
5
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[Ipu npueme Mmenokcukama (Tak e, kKak M OompmmHcTBa Apyrux HIIBII) Bo3MoxHO
SMM30JJMUECKOE TMOBBIIIEHUE AaKTUBHOCTH TpPAaHCAMUHA3 B CHIBOPOTKE KPOBH WIHM JPYTUX
nokasaTesnie PyHKIuu nedeHr. B OOJbIIMHCTBE CITy4aeB ATO MOBBIIMIEHUE OBLJIO HEOONBIINM U
npexonamumM. Eciy BbIsiBJI€HHbIE U3MEHEHHSI CYIIECTBEHHBI WM HE YMEHBIIAIOTCS CO BPEMEHEM,
npenapar cieayeT OTMEHUTh M MPOBOJUTH HAOMIOJCHHE 3a BBIABICHHBIMH JaOOpaTOPHBIMH
U3MEHEHUSMHU.

OcnabyieHHBIE HanrucHTHI

OcnabieHHbIe HIIN HNCTOHICHHBIC MAIIMCHTEI MOT'YT XYKE ICPCHOCUTH HEXKCIIATCIILHEIC SABJICHUS, B
CBA3HU C YEM, TAKUC MMAIMCHTHI JOJIDKHBI THIATCIIBHO Ha6JIIO,Z[aTbC}I.

Muadekumnonusie 3a001eBaHus

[Tono6uo npyrum HIIBII, mpemapaT mMenokcukaM MOKET MacKHpPOBAaTh CHUMIITOMBI OCHOBHOT'O
WH(]EKITMOHHOTO 3a00JICBaHUSI.

BcrmoMorarenbHBIE BEIIECTBA

[Ipenapat Menokcukam-Kcantuc tabnerku 7,5 Mr cofiepkuT MmeHee 1 Mmoib (23 Mr) HaTpus Ha
OJIHY Ta0JIETKY, TO €CTh, [10 CYTH, HE COJIEPKUT HATPUS.

[Tpenapatr Menokcukam-KcanTtuc tadnetku 15 Mr cogepkut 40 Mr HaTpHs Ha OJTHY TaOJIETKY, 4YTO
SKBUBaJIEHTHO 2 % oT pekomenayemoro BO3 nns B3pocioro 4yenoBeka MaKCHMAaIbHOTO

€KEJIHEBHOT'O MOCTYIJIEHUS], PABHOTO 2 T HAaTPHsL.

4.5. B3aumopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapataMu W JApyrue BHAbI
B3alMOJeliCTBUSA

Jpyrue I/IHI‘I/IGI/ITODBI CHHTC3a IIpOoCTarjladJuMHOB, BKJIKOYasa I'KC 1 canuiuiaThl

OnHOBpEMEHHBIN TpUEM C MEJIOKCHKaMOM YBeJIHuuBaeT puck oOpasoBanus si3B B JKKT u
JKEITYIOYHO-KHIIIEUYHBIX KPOBOTECUEHU (BCIEACTBUE CHHEpPru3Ma JeUCTBUs1). OTHOBPEMEHHBIH
npuem ¢ npyrumu HIIBII He pexomenayercs.

AHTHKO AryJIaHTbI JUJIA npuema BHYTPb, Irerapmud JUJIA CHUCTEMHOI'O OPUMCHCHUA,

TPOMOOJUTUYECKUE CPEACTBA

OIHOBpEMEHHBI TPUEM C MEJIOKCMKAaMOM IIOBBIIIAET PHUCK KpOBOTeueHHs. B  cmydae
OJIHOBPEMEHHOT'O IPUMEHEHHUsI He0OXOIUM TIATENbHBINA KOHTPOJIb 32 CBEPTHIBAIOIIEH CUCTEMOM
KpPOBHU.

AHTUTPOMOOILIMTAPHEIE IIPENAPAThl, MHTUOUTOPHI OOPATHOrO 3aXBATa CEPOTOHUHA

OpnHOBpeMEHHBIH TMpUEM C MEJOKCMKaMOM IMOBBIIIAET PHUCK KPOBOTEUYEHHS BCJIEICTBUE
UHTHOMpOBaHUA TpoMmOonuTapHoil ¢QyHkuuu. B cioyyae OJHOBPEMEHHOIO MpPUMEHEHUs

HEO0XO0/IUM TIATEIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIECH CHCTEMON KPOBH.
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IIpenapaTel IUTUSI

HIIBII noBeIIaOT KOHLIEHTPALKIO JIUTUS B IUIA3MeE IOCPEACTBOM YMEHBILIECHHUS BBIBEICHUS €rO
noukamu. OTHOBPEMEHHOE TPUMEHEHHNE MEJIOKCUKAMa C IIpenapaTaMy JINTHS HE PEKOMEHTy€ETCH.
B cnyyae HEoOXOOMMOCTH OJHOBPEMEHHOTO MPUMEHEHMSI PEKOMEHIYeTCs TIIaTelbHbIN
KOHTPOJIb KOHUEHTpAlMU JUTUSA B IJIa3ME€ B TEUEHHE BCEro Kypca NPUMEHEHUs IpernaparoB
JUTHSL.

Merorpekcar

HIIBII cHmkaroT cekpenuto MeToTpekcaTa moykaMu, TEM CaMbIM, TTOBbIIIAS €r0 KOHIIEHTPAIUIO
B masMe. OJTHOBpeMEHHOE TPUMEHEHNE MEJIOKCHKamMa M MeToTpekcara (B mo3e 6osee 15 mr B
HEJIeNI0) He peKoMeHayeTcs. B ciiyuae 0JHOBPEMEHHOT0 MPUMEHEHUSI HEOOXOAUM TIIATEIbHbIH
KOHTpOJb 3a (yHKIHMEW modek u QopMmynoll KpoBu. MenoKCHMKaM MOXXET YCHUJIMBATh
reMaToJIOrMYecKyl0 TOKCHUYHOCTh METOTpeKcaTra, OCOOCHHO Yy TMalWeHTOB C HapyLIeHHEM
¢bynkun noyek. [Ipy coBMeCTHOM NMpUMEHEHUH METOKCMKaMa U METOTpeKcaTa B TE€UeHHEe 3-X
JTHEHN BO3pacTaeT pUCK MOBBILIEHHS] TOKCUYHOCTH MOCJIEIHETO.

KouTpauenims

Ectp nannsie, uto HIIBII moryT cHMXkaTh 3¢ (HEKTUBHOCTh BHYTPUMATOYHBIX KOHTPAIICITHBHBIX
YCTPOWCTB, OAHAKO 3TO HE JOKA3aHO.

Jlnypetuku

[Tpumenenne HIIBII B ciydae 00e3BOKMBaHUS MAIUEHTOB COMPOBOXKAAETCSI PUCKOM Pa3BUTHS
OCTPOM MOYEUHOW HEAOCTATOUYHOCTH.

I'mnoren3uBHBIE cpencTBa (OeTa-aIpeH00I0KATOPEI, MHTMONTOPEL AHTMOTEH3UHIIPEBPAIIAIOIIETO

(beDMeHTa, Ba30oAMJIaTaTOPHkI, ,Z[I/IVpeTI/IKI/I)

HIIBIT cumwxkaioT 3(@QeKT T'HUIMOTeH3UBHBIX CpPEACTB BCJIEACTBHE WHTMOMPOBAHMS CHHTE3a
IPOCTArIaHANHOB, 00JIaJAONINX Ba30AUIATUPYIONIMMHU CBOMCTBAMH.
AHTaroHucThl aHTHOTEH3UH-11 perenTopoB ¥ HHTHOUTOPHI AHTMOTEH3MHIIPEBPAIIAIOIIETO

ghe[gMeHTa

AnTaronuctsl  aHrumoreHsuH-Il  peumenTopoB, Tak ke, KaKk WU UHTUOMUTOPHI

aHTUOTEH3WHITpeBpaliaroniero gepmenra, npu copmectHom npumenennu ¢ HIIBIT ycunuBator
CHI)KEHHE KIIyOOUYKOBOW (DUIBTpALIMU, YTO, TEM CaMbIM, MOXET MPUBECTU K Pa3BUTHUIO OCTPOM
MOYEYHON HETOCTATOYHOCTH, OCOOECHHO Y MAIIMEHTOB C HApyIIEHUEM (DYHKIIHH MOYEK.

Koaectupamuu

Konectupamun, csizbiBas menokcrkaM B JKKT, mpuBoaut k ero 6osee ObICTPOMY BBIBEACHUIO.

! !I/IKJ'IOCHOQI/IH

HIIBII, oxa3biBasg JeHCTBME Ha  IIOYEYHBIE MPOCTArJaHAWHBI, MOTYT  YCHUIIUBATH

HE(POTOKCUIHOCTH ITUKJIOCTIOPUHA.
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[TemeTpekcen

IIpn OHOBPEMEHHOM IPUMEHEHHHM MEJIOKCHUKAMA U MEMETPEKCEeNa Y MAlUEHTOB C KIUPEHCOM
KpeaTHHUHA OT 45 10 79 MJI/MUH TipreM MeJIOKCUKaMa CIeayeT MPeKpaTUuTh 3a 5 AHEH 10 Havyana
npremMa IeMeTpeKkceJa M BO3MOYKHO BO300HOBUTH 4depe3 2 JHs IOcie OKOHYAaHMs IpHeMa
npenapata. Eciu cymecTByeT HEOOXOAMMOCTh B COBMECTHOM INPHUMEHEHUM MEJIOKCHUKama U
neMeTpeKcea, TO MalUeHThl JOJDKHBI HaXOAUTHCS IMOJ THIATEIbHBIM KOHTPOJEM, OCOOCHHO B
OTHOLIEHMH Muenocynpeccun U Bo3HMKHOBeHMsT HP co croponsr JXKKT. V mnamnuentros c
KJIMPEHCOM KpeaTHHHHA MEeHee 45 MJI/MUH NpUEM MEIOKCUKaMa COBMECTHO € MIEMETPEKCE0M He
pPEKOMEHAYeTCSl.

JlekapcTBEeHHBIE Npenaparbl, KOTOPLIE O0JAJa0T W3BECTHOU CHOCOOHOCTHIO MHTHOUPOBATH

CYP2C9 w/unu CYP3A4 (i MeTa0oIU3UpYIOTCS IPU YYACTHUU 3TUX (HDEPMEHTOB)

[Tpy mpuMEeHEHNN COBMECTHO C MEJIOKCUKAMOM JIEKapPCTBEHHBIX MPEIapaToB, KOTOPHIE 00JIaIaroT
n3BecTHOM crtocoOHOoCcThI0 MHTHONpPOBaTh CYP2C9 n/unu CYP3 A4 (nnu meTabonu3upyroTes npu
y4acTHH 3TUX (PEPMEHTOB), TAKUX KaK MPOU3BOJHBIC CYIb()OHMIMOYEBHHBI WM MPOOEHEH]I,
CJICAYyCT NPpUHUMATh BO BHUMAHUC BO3MOXKXHOCTb q)apMaKOKI/IHeTI/I‘-IeCKOFO BBaHMOﬂeﬁCTBHH.

[lepopasibHbIC THITOTIMKEMHUYECKHE CPEICTBA (HAMPUMED, MPOU3BOAHBIC CYIb()OHUIMOYCBUHBI,

HaTEeTJIMHUIA)

[Ipu coBMECTHOM IPUMEHEHUU C IEPOPATILHBIMU THIIOINIMKEMUUYECKUMHU CPEACTBaMHU (HampuMmep,

IMPOU3BOAHBIMU Cy.]II:(bOHI/IJIMO‘-IeBI/IHBI, HaTeI‘JII/IHI/I,Z[OM) BO3MOXHbBI B33.HMO,Z[€I>'ICTBI/I$I,
onocpenoBanHbie CYP2C9, koTophie MOTYT NPUBECTH K YBEIWUYEHUIO KOHIIEHTPALUH KaK ATUX
JIEKapCTBEHHBIX CPEJICTB, TaK M MeEJOKCMKamMa B KpoBWU. [lanueHTbl, OJHOBpEMEHHO
MMPUHHUMAIOIUEC MCJIOKCUKaM C IperiapaTaMunu Cy.HI:(bOHI/IJIMO‘-IeBI/IHBI WK HATCriInHuaa, JOJIKHBI
THIATCIIBHO KOHTPOJMPOBATH KOHUCHTPALIUIO TJIFOKO3bI B KPOBU H3-3a BO3MOXHOCTH PA3BUTHA
TUIOTJIMKEMHH.

AHTanuael, IUMETHANH, TUTOKCHH 1 (bVDOCGMI/II[

[Ipn omgHOBpEeMEHHOM MPUMEHEHHH AaHTAIMIOB, MHMETHUIWHA, TUTOKCMHA M (ypoceMuia,

3HaYMMBIX (PapMaKOKMHETUYECKHX B3aUMOJICHCTBUI BBISIBJICHO HE OBLIO.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[IpumeHeHre MeIOKCHKaMa MPOTHBOIIOKA3aHO BO BpeMsi bepeMeHHOoCTH (cM. pazzen 4.3.).
JlakTanus

N3BectHo, yto HIIBII npoHukaioT B rpyIHOE MOJIOKO, ITOATOMY NMPUMEHEHHUE MEJOKCMKama B
NepUo rPyJHOr0 BCKapMIMBaHUS MPOTUBOIIOKA3aHo (cM. paszen 4.3.).

DdepTUabHOCTD
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Kak mpenapar, MHrHOUPYIOMIMA CHHTE3 um:nooxcm';gl{gé;ﬂﬁb%gﬁ%ﬂ_ﬁaﬁ '%f: -II_Vl:éJl'Il()II('E lkam

MOYKET OKa3bIBaTh BIUSHUE HAa (ePTUIHHOCTD, U TIOITOMY HE PEKOMEHIYETCsl €r0 IPUMEHEHUE Y
KEHIIH, TNIAHUPYIOMUX OepeMEHHOCTh. MEIOKCHKaM MOKET PUBOIUTH K 3a/1€P’KKE OBYJISIIUH.
B cBA3M ¢ 3TUM y XKEHIUH, UMEIOLINX MPOOJIEMBI C 3a4aTHEM U MPOXOSAIIUM 00CIE€0BaHUE 110

MOBOJTy NMOAOOHBIX MPOOIeM, pEeKOMEHIyeTcs OTMEHa IpueMa rnpemnapara.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHU3MaMH
MenokcukaM OKa3bIBa€T HECYLIECTBEHHOE BIIMSHHUE Ha CIIOCOOHOCTH YIPABIATH TPAHCIIOPTOM,

MEXaHU3MaMH.

4.8. He:xkesnaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX peaKIIui

HexxenaTtenbHple peakiuu KiIacCU(UUIUPOBAIN IO KJIaccaM CHUCTEM OpPraHoB M YacTOTe HX
BO3HUKHOBEHHUSI C HCTIOJIL30BAaHUEM CIIEAYIOIIMX KaTeropuii: oueHb 9acto (>1/10); gwacto (>1/100,
HO <1/10); mewacto (>1/1000, Ho <1/100); pemkxo (>1/10000, HO <1/1000); OYeHH pemKo
(<1/10000); yacrora Heu3BecTHa (HA OCHOBAHHUHM HWMCIOIIMXCS JAHHBIX YacTOTY OIICHUTH
HEBO3MOYKHO).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemuol

Heuacro: anemus.

Penxo: m3MeHeHMs 4YMcaa KIETOK KPOBH, BKIIOYAs M3MEHEHUS JIeMKOUUTapHOW (OopMyIIbl,
JeHKONeHUsI, TPOMOOLIUTOTIEHHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmembl

Hewacro: apyrue peakiuu runepuyBCTBUTEILHOCTH HEMEIJIEHHOTO THTIa™.

HewusBecTtHo: anadumakTHyeckuii I0K*, aHaMIAKTOUTHBIC PEaKIIUN™.

Hapywenus co cmoponul HepgHoli cucmemvl

Yacro: ronioBHas 60I1b.

Hewacrto: ronoBokpyKeHue, COHIUBOCTb.

Tcuxuueckue napyuienus

Yacro: u3MeHEeHUE HACTPOEHUA ™.

HewnsBecTHO: CIyTaHHOCTD CO3HAHUS™®, TE30pUEHTAITUS ™.

Hapywenus co cmoponwvl opeana 3penus

Penko: HapymieHus 3peHusi, BKIIOYasi HEYETKOCTh 3peHUs ™, KOHBIOHKTHBHUT™.

Hapywenus co cmoponwl opeana ciyxa u nabupunma

Heuacro: BepTuro.

Penko: mym B ymax.
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Hapywenus co cmoponsl OvixamenvHot cucmembi, opza%glz:;)j%g %ﬂ“em litlige'z) E'nlrlerHt :'

Penxo: OpoHxuanbHas acTMa y MalMEHTOB C aJuleprueil Ha aleTHIICATUIMIIOBYIO KUCIOTY WIH
npyrue HIIBIL.

Hapywenus co cmoponbl siceny0ouHo-KumeuHo2o mpaxkma

Yacro: 00b B )KUBOTE, AUCIIETICUS, AUapesi, TOIIHOTA, PBOTA.

Hewacto: ckpbITOE WK SIBHOE eIy I0YHO-KUIIIEUHOE KPOBOTEUCHHE, TACTPUT™, CTOMATHUT, 3a110p,
B3AYTHC )XUBOTA, OTPBIKKA.

Penko: ractpoayoneHaabHbIE S3BbI, KOJIUT, 330(arut.

Ouens penko: nepdoparus KKT.

Hapywenusa co cmoponvl neuenu u scenyuegbl@o0AWUx nymeu

HeuacTo: TpaH3uTOpHBIE M3MEHEHMS IOKa3aTeleil (PyHKUMU NeueHH (HampuMep, MOBBIIICHUE
AKTHBHOCTH TPaHCAMHUHA3 WJIM KOHIICHTPAIMK OUIupyOrHa).

OuenHb penko: remaTut™.

Hapywenus co cmoponvl Kod#cu 4 NOOKOICHBIX MKAHE

Hewacto: aHTHOHEBPOTHUYECKHI OTEK™, 3y, KOJKHAS ChHITb.

Penko: Tokcuueckuii snuaepManbHbIA HeKpoau3™, cuaapom CtuBeHca-/[xoHcoHa™, KpanuBHUIIA
Ouenb penko: OyuIe3HbIA IepMaTUT®, MHOTOOpMHAs dSpuTemMa™.

HewusBectHo: (hoTOCEHCHOMTU3AIINS.

Hapywenus co cmoponwvl cepoya

Penxo: ourymienue cepaneOnueHus.

Hapywenus co cmoponwl cocyoos

Heuacro: noBellIeHHE apTEPUAIIBHOIO ABJICHUs, YyBCTBO «IIPUIMBA» KPOBU K JIULLY.
Hapywenus co cmopoHuvl nouex u Mouesvbi8o00auux nymet

Heuacro: nu3amenenus nokaszareneil GyHKIUH MOYEK (MOBBIILIEHUE YPOBHSI KpeaTUHUHA U/WITN
MOUYEBHHBI B CHIBOPOTKE KPOBH ), HAPYIICHUS MOUYEUCITYCKaHUS, BKIIIOYasi OCTPYIO 3aJEPIKKY
MOYH*,

OdeHb peIKo: OCTpasi MOYeYHAsI HEJOCTATOYHOCTh *.

Hapywenus co cmoponsl penpodykmusHoU cucmemsl U MOIOYHbBLX Jicele3

Heuacro: no3ansist oBynsauus™.

HewusBectHo: 6ecruionne y >KeHIIMH™.

*HP, 3apeructpupoBaHHbIC MIPH MOCTMAPKETUHIOBOM IPUMEHEHUH, CBA3b KOTOPBIX C MPHUEMOM
Ipernapara paclieHHBallach Kak BO3MOKHasI.

Onucanye HEKOTOPBIX HEXKEIATEIbHEIX PEAKIINI

CoBMecTHOE NPUMCHCHUC C JICKAPCTBCHHBIMHU CPCACTBAMU, YTHCTAOIIHNMU KOCTHBI MO3T

(HampuMep, METOTPEKCaT) MOXKET CIIPOBOLIMPOBATH LIUTOTIEHUIO.
10
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Kenynouno-kuiieqyHoe KpOBOTEUECHHE, S3Ba U nep@d&f&&ﬂ@&%‘ﬁ&%hﬁﬁ I:kTJféi:larz:]%hbMV

UCXOJTy.

Kak u nmna apyrux HIIBII, He uCKI0YalOT BO3MOXKHOCTb MOSIBIEHUS WHTEPCTUIIMAIBHOTO
He(dpuTa, TIIOMEpYI0HEPPHUTA, TOYSTHOTO METYJUIIPHOTO HEKPO3a, He(PPOTHIECKOTO CHHAPOMA.

eTu

YunuteiBas, 4YTO TMOKa3aHHE IOBEHWIbHBIH PEBMATOMIHBIA apTPUT OTHOCUTCS TONBKO K
oTpesieieHHOW Tpynme neTeil Becom Oomnee 60 Kr, oxkumaercs, 4yTo mpoduiab Oe30macHOCTH
npenapara OyJeT TakuM ke, Kak y B3pochbiX. I[Ipodunp Oe3omacHocTH, HaAOIIOMaeMbld B
COOTBETCTBYIOIIMX  KIMHUYECKUX  HCIBITAHMSAX C  ydacTHeM  JeTeil, a  Takxke
MOCTPETUCTPAIIMOHHBIX HWCCIICIOBAHMIX, HE IMOKa3al CYMIECTBEHHBIX Pa3Ivuuil B MPOGUIISIX

0€30I1aCHOCTH C TAKOBBIMHU y B3POCIIBIX.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX I[OClie pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ [eNbl0 00eCTeYeHNs HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIUMHCKUM pPaOOTHUKAM PEKOMEHIyeTcs
coo0IaTe O JIIOOBIX MOJ03pPEBaEMbIX HEXKeNaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOUIECHHS O HEXENaTEebHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3uiickoro 3K0HOMHU4ECKOr0 COI03a.

Poccniickas @enepanvs

denepanbHas cnyx0a 1mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

109012, r. Mocksa, CnaBsiHCKas miomaisp, 1. 4, ctp. 1.

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

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTH «MHTepHeT»:

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

JlaHHBIX O ciyyasiX, CBSI3aHHBIX C TEPEIO3UPOBKOM MpernapaTa, HAKOIUIEHO HEIOCTATOYHO.
BeposiTHo, Oy 1y T IpHCYTCTBOBATh CUMIITOMBI, CBOMCTBEHHBIE TIepeno3upoBke HITBII, B Tsokémbix
ClIy4dasx: COHJIMBOCTb, HAPYIICHWA CO3HAHH, TOIIHOTA, pBOTA, 6OJII/I B SIIUTaCTPUH, KCITYy JOUHO-
KHUIIIEYHOE KPOBOTEUYEHHE, OCTpas IOuYeyHas HEJAOCTaTOYHOCTb, M3MEHEHHUsI apTepUabHOIO
JTABJICHUSI, OCTAHOBKA JIbIXaHUS, ACUCTOJIHS.

JleueHue
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AHTHUIOT HeusBecTeH. B ciydae mepeno3upoOBKU npe. I_Ja?-ra s i'é ) 't—:m EBfaKV ﬁmo
y peosHp ihpara teiyer Tpobectn 3sakyat

COJICPKMMOTO JKEIyAKa M OOLIylo MOIJepKHUBAONIyI0 Tepanuio. KomectupamuH yckopsier

BBIBCACHNEC MCJIOKCHUKaMa.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOMCTBA

®apMakoTepaneBTUUYECKass TIpynna: [POTUBOBOCHAIUTENbHBIE M INPOTHUBOPEBMATHUECKUE
npenapaThl; HECTEPOUAHbBIE MPOTUBOBOCHAIUTENbHBIE M NPOTUBOPEBMATUYECKHE IpPENapaThl;
OKCHKaMBl.

Koz ATX: MO1ACO06

Mexannsm geiicTBus

MenokcrnkaMm ABIIAETCS HECTEPOMAHBIM IPOTHMBOBOCHAIMTEIBHBIM IPEMApaTOM, OTHOCUTCS K
IIPOU3BOJHBIM 3HOJIOBOM KHMCIIOTBI U OKa3bIBAaCT IIPOTHUBOBOCIAIUTEIBHOE, AHAIBICTHYECKOE U
AQHTUIIMPETUYECKOE NCUCTBUE. BBIpa)K€HHOE IPOTUBOBOCHAINUTEIBHOE NEUCTBUE MEIOKCHUKAMa
YCTaHOBJICHO Ha BCEX CTAaHIAPTHBIX MOJAECIAX BOCHaleHUs. MeXaHU3M JNEHCTBUS MEJIOKCUKaMa
COCTOUT B €ro CIIOCOOHOCTU MHIMOUPOBATh CUHTE3 IPOCTAIIAHAMHOB — U3BECTHBIX MEINATOPOB
BOCIIAJICHUS.

dapmakoauHamuyeckue 3P HeKTol

Mernokcukam in ViVO HHTHOMPYET CHHTE3 MPOCTArjaHIuHOB B MECTE BOCHAJICHHS B OOJBIICH
CTEMEHH, YeM B CIM3UCTON 000I0UKe KeNyIKa UITH MOYKaX.

DTH pa3anuus CBs3aHbI ¢ 00JIee CEICKTUBHBIM MHTHOMPOBAaHHEM ITUKI0OKcHTeHas3bl-2 (I1OI-2)
no cpaBHeHWIO ¢ nukiookcureHazoi-1 (ILIOI'-1). Cumraercs, yto wunruObmpomanue [[OI'-2
oOecrieunBaer TepaneBTuueckue aeiictBuss HIIBII, Torma kak MHruOMpoOBaHUE TOCTOSHHO
npucytctByromiero nzopepmerta [{OI'-1 MoxkeT OBITh OTBETCTBEHHO 32 TOOOYHBIC JICHCTBUS CO
CTOPOHBI KelyJKa U mouek. CeleKTUBHOCTh MeJoKcukaMma B oTHomenuu [{OI'-2 moareepxkaena
B pa3IMYHbBIX TECT-CUCTEMaX, KakK in Vitro, Tak u in vivo. CeJeKTHUBHAS CIIOCOOHOCTh MEJIOKCHKaMa
uHru6ouposate 11OI'-2 mokazana mpu MpUMEHEHHHM B KAa4eCTBE TECT-CUCTEMBbI LIEIbHON KpOBH
yemoBeka IN Vitro. YcraHoBIEHO, 4TO MeJoKcHKaMm (B jgo3ax 7,5 mr m 15 Mr) aktuBHee
uaruoupoBan [[OI'-2, oka3piBasi Oosblliee WHTHOMPYIOIIEE BIUSHHAE HA MPOAYKITHIO
npocrarnagania E2, ctumynupyemyio umnononucaxapuaoM (peaxius, Kontpoiaupyemas L{OI-
2), 4eM Ha MPOAYKIHI0 TPOMOOKCAHA, YUYACTBYIOIIETO B IPOIIECCE CBEPTHIBAHUS KPOBHU (peaKIus,
koHTposmpyemas [{OI'-1). Otu a3pdexTr 3aBHCeTN OT BEMUYUHBI 10361, B Hcce[oBaHUAX €X VIVO
MOKa3aHo, YTO MEJOKCHKaM (B J03ax 7,5 Mr m 15 Mr) He OKa3bIBaeT BIIMSHUS Ha arperamuio

TPOMOOIIMTOB U BpeMsI KDOBOTECUCHHS.

12



COOTBETCTBYET 3KI WY OTUETY
ot 07.11.2025 Nz 27845

(NMOCNEOOBATENBHOC Tk 0001 )

Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

B kiIMHUYeCKUX MCCIIEOBAHUSX HEKEIATEIbHBIE PEAKIIMHM CO CTOPOHBI JKEIYJOUYHO-KHILIEYHOIO
TpakTa B LIEJIOM BO3HMKAQJINM PEXKE IPU MPHUEME MEJIOKCHKama 7,5 Mr U 15 Mr, uyem npu npueme
npyrux HIIBII, ¢ koTopbiMu IpOBOAMIIOCH CpaBHEHHE. DTO paznuuue B yactore HP co ctoponsl
JKKT B OCHOBHOM MpOSIBIISIIOCH TEM, YTO MPU MIPUEME MEIIOKCHKaMa Peke HaOII0AAINCh TaKhe
SBJICHUSI KaK JTUCIICTICUS, PBOTA, TOLIHOTA, 00Jb B *HBOTEe. YacToTa mepdopauuil B BEPXHUX
otaenax JXXKT, 138 1 KpOBOTEUEHUI, KOTOPBIE CBSA3BIBAIHUCH C IPUMEHEHUEM MEIOKCHKaMma, Oblia

HU3KOH M 3aBHCEla OT JI03bI IIpernapara.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

Menokcukam xopomio BcaceiBaeTcsi u3 JXKT, o ueM CBUAETEIHCTBYET BBICOKAsh aOCONOTHAs
o6uogoctynHocth (90 %) mocne mpueMa npenapaTta BHyTpb. [lociie olHOKpaTHOro MpUMEHEHUs
MeJIOKCHKamMa MaKCHMajbHasi KOHLIEHTpauus Melokchkama B miasme (Cmax) gocturaercs B
TedeHne 5—6 yacoB. OTHOBPEMEHHBIN NpUEM MMUIIU U HEOPTAHHYECKUX aHTAIMIOB HE U3MCHSET
BcachiBaHue. [lpu mpumeHeHuu mpemnaparta BHYTpb (B no3ax 7,5 Mr u 15 Mr) KOHLEHTpaIuu
MeJIOKCHKama MpOMOpLUUOHANBHBI  J03aM. PaBHOBecHoe cocTosiHMe —(hapMaKOKWHETUKU
JOCTUTAaeTCs B mpenenax 3-5-tu aHeil. Jluama3oH pa3imuuuii MeXIy MaKCUMalbHBIMH |
0a3aIbHBIMU KOHIICHTPAIMSIMHA MEJIOKCHKaMa MOCIe ero MprueMa OJIUH pa3 B CyTKH OTHOCHTEIHHO
HEBEJIMK U COCTABIISACT MPU MpUMeHeHuH 10361 7,5 mr 0,4—1,0 MKr/MJ1, a Ipu MPUMEHEHUH JI03bI
15 mr — 0,8-2,0 Mxr/mn (mpuBEACHBI, COOTBETCTBEHHO, 3HAYEHUSI MUHUMAJIbHON KOHIICHTPALIUU
(Cmin) u Cmax B mepuoja paBHOBECHOTO COCTOSHHS (PapMaKOKUHETHKH), XOTS OTMEYAIUCh U
3HAUEHUS, BBIXOIAIINE 32 YKa3aHHBIN JHAIa30H.

Cmax B mepuoji paBHOBECHOTO COCTOSHUS (hapMaKOKWHETUKU JTOCTUTAeTCS 4depe3 5—6 dacoB
nocie npruemMa BHYTpb.

Pacnopenenenue

MenokcrKaM OuY€Hb XOpPOIIO CBS3BIBACTCS C O€NKaMU IUIa3Mbl, B OCHOBHOM C albOyMHHOM
(99 %). IlpoHuKaeT B CMHOBUAIBHYIO JKUIKOCTh, KOHLIEHTPAIMsI B CHHOBHAJIBHOU KHJIKOCTU
cocraBnsier npumepHo 50 % konueHTpauumu B Iuazme. OO0beM pacmpeneneHus IMoclie
MHOTOKPATHOTO IIpHeMa BHYTPb MeJIOKCHKama (B J103ax oT 7,5 Mr 10 15 mr) cocraBinser okono 16
1, ¢ ko3¢ durmentom Bapuanuu ot 11 10 32 %.

Buorpancdopmarus

MenokcukaM TOYTHM TOJHOCTBIO MeTa0oNM3upyeTcs B TledeHH C oOpa3zoBaHueM 4-X
(hapMaKkoIOTHYECKH HEAKTUBHBIX MPOU3BOIHBIX. OcHOBHOU MEeTaboJIUT, 5’-
kapOokcumenokcukam (60 % OT BenWYMHBI J03BI), OOpa3zyercs IMyTeM OKHCICHHS

OPOMEXYTOYHOTO  METaboiMTa, 5 -THUAPOKCUMETWIMEIOKCHKaMa,  KOTOPBIM  TaKxke
13
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E

MOKAa3aji, 4TO B JaHHOM MeETabOJIMYeCKOM MpeBpalIeHUH BaxHYI poib urpaer CYP2CO,
JIOTIONTHUTENbHOE 3HaueHue wumeer wuzopepmeHT CYP3A4. B oOpasoBanum [ABYyX Jpyrux
MeTaboNIUTOB (COCTABISAIONINX, COOTBETCTBEHHO, 16 % 1 4 % oT BennuyuHBI 03Bl MpernapaTa)
IIPUHUMAET Y4aCTHE NIEPOKCHUIa3a, AaKTUBHOCTb KOTOPOH, BEPOSITHO, HUHAUBHUIyaJIbHO BapbUPYET.
DJIMMUHALMS

BriBoguTCSd B paBHON CTENEHM 4Yepe3 KUIIEUHUK M IOYKaMM, NPEUMYILIECTBEHHO B BHJE
MeTa0O0JIUTOB. B HEM3MEHEHHOM BUJE Yepe3 KUIIEYHHK BBIBOJUTCS MeHee 5 % OT BEeTMYMHBI
CYTOYHOM J103bI, B MOYE B HEU3MEHEHHOM BH/JIE€ MEJIOKCMKaM OOHApYKUBAETCS TOJIBKO B CIIEOBBIX
konuuecTBax. CpeaHuil epro/ NOoIyBbIBEACHHS MEJTOKCUKaMa BapbUpyeT oT 13 1o 25 yacos.
[Ina3MeHHBIN KIMPEHC COCTaBIsAEeT B cperHeM 7—12 MiI/MUH mocjie OJHOKPaTHOTO Npuema
MEJIOKCHKaMa.

JInHEMHOCTD

Menokcukam JeMOHCTPUPYET JIMHEHHYIO0 (apMaKOKMHETHUKY MPH MPHEME B TEPareBTHUECKUX
no3ax 7,5 mr u 15 mMr nocie nepopaabHOro UM BHYTPUMBIIIEUHOTO BBEACHMUS.

Oco0nIe I'pynIbl TannMEHTOB

Tayuenmol ¢ noueunoli u ne4eHoYHo HedOCMamMOYHOCMbIO

Henocrarounocts (hyHKIMM ME€YEHH, a Takxke ciabo BhIpaKeHHasl MOYeyHasi HeJOCTaTOYHOCTb
CYUIECTBEHHOT'O BIMSHUS Ha (PapMaKOKMHETHKY MEJOKCHMKaMa He oOka3biBaeT. CKOpocTb
BBIBEICHHA MEJIOKCMKaMa W3 OpraHu3Ma 3HAYUTENBHO BBHIIE y IAlMEHTOB C YMEPEHHO
BBIPa)KEHHOM NMOYE€YHOI HEIOCTaTOYHOCThI0. MEOKCHKaM Xy Ke CBA3BIBAECTCS ¢ OeIKaMH MJ1a3Mbl
y NALUEHTOB ¢ TEPMHUHAIBHOM MOYEYHOM HEIOCTATOYHOCTBHIO. [IpM TepMUHAIBLHOM NOYEYHOU
HEIOCTaTOYHOCTH YBEIMYCHHE OO0bEeMa pPaCHpeeNieHUs] MOXXET HPUBECTH K 0oJjiee BBICOKHM
KOHIIGHTPALUsAM CBOOOAHOTO MEJIOKCHKaMa, MO3TOMY Y 3THUX MAI[MEHTOB CyTOYHas J103a HE
JIOJ>KHA TTPEBBIIIATE 7,5 MT.

Ilayuenmul nodtcunoco eospacma

[loxxunple mManMEeHTHl 1O CPaBHEHMIO C MOJIOABIMM TAalMEHTaMU HMEIOT  CXOJHBIE
(apMaKOKMHETHYECKHE TOKa3aTean. Y MOXKUIIBIX MAlMEHTOB CPEIHUH MIa3MEHHBIN KIMPEHC B
IIEpUOJI PABHOBECHOIO COCTOAHUS (PapMaKOKMHETUKM HEMHOIO HWXKE, YeM Yy MOJIOJABIX
NAlMEeHTOB. Y JKEHIIUH IOXXKUJIOro Bo3pacTa Halmromanuch Oosee Bbicokue 3HaueHuss AUC
(momaae Moja KPUBOM KOHLEHTPALUSA-BpeMs) M JUIMTENBHBIA IMEPHOJ TONTYBBIBEACHHS, II0
CPaBHEHHIO C MOJIOJIBIMU MALIUEHTAMU OOOUX T10JIOB.

Hemu

Cmax (-34 %) u AUCO-0 (-28 %) ObuTH HMKE y JAeTed MIaamero Bo3pacrta (2—6 met) mo

cpaBHEHHMIO ¢ Ooisiee crapmieid Bo3pacTtHO# rpymnmoii (7-14 ner), a kiaupeHc mpenapara (c
14
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

C B3POCIBIMU I10KA3aJI0, YTO KOHLIEHTPALMU MEJIOKCHKaMa B IIa3Me y IeTeH CTaplIero BO3pacra
¥ B3pPOCTIBIX CXOJIHBL. Y JeTell 00euX BO3PACTHBIX IPYIII MEPHOJ MOITYBbIBEICHUS MEIOKCUKaMa

13 TU1a3MbI ObLT CXOHBIM (13 1) U HECKOIBKO 00Jiee KOPOTKUM, 4eM Y B3pocibix (15-20 u).

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/bLHBIX BellleCTB
[emtrono3a mukpokpuctandeckas (tum 102)
Kpaxman npexxenatnHU3MpOBaHHbBIN

Harpus uurtpar

Kpemnust auokcua KOJTOUAHBIN (a3pOCKIT)

Maruus creapat

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. OcoObie Mepbl MPEA0CTOPOKHOCTH MPU XPAHEHUH
[Tpu Temneparype He Bbitie 25°C B OpUrHHaIBLHON yIakoBKe (KOHTYpHasl SYCHKOBAask yIIaKOBKA B

Mavke).

6.5. XapakTep u coaep:kaHue YNAKOBKH

[To 10 TabieTOK B KOHTYPHYIO STYUEHKOBYIO YIIAKOBKY W3 IJICHKH MOJMBUHUIXJIOPUTHON U (hOTBTH
AJIIOMUHHMEBOU I1€4aTHOM JIAKUPOBAHHOM.

Ilo 1, 2, 3, 4 unu 5 KOHTYPHBIX STYEUKOBBIX YIAKOBOK BMECTE C MHCTPYKLHEH IO IPUMEHEHUIO

IMOMCIIAIOT B ITAYKy M3 KapTOHA.

6.6. QOcoOble Mepbl MNPEJOCTOPOKHOCTH NPH  YTHIM3AUUH  HCIOJIH30BAHHOIO
JICKApCTBEHHOI0 MNpenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCjde TNPHMEHEeHHus!
JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MaHUIMyJISHH C MPenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA
«Kcantuc ®apma Jlumuren», Kunp.
7.1. [IpencraBuTeib AepKaTessi perHCTPAIMOHHOIO Y0CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

15
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(NOCNEOOBATENEHOCTE 0001)

Poccuiickas @enepanus

000 «Kcantuc @apma»

125009, r. MockBa, BH. Tep. T. MyHHUIIUIATLHBIA OKpYT ApOart, yi. Boznsuxkenka, 1. 4/7, ctp. 2,
noment. 1/1.

Tenedon: +7 (495) 970-07-50

OnextponHnas noyra: info.RU@xantispharma.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHU S

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIN MTpenapaT OTHOCUTCS K KATETOPUH OTITYCKA «I10 PELETTY.
OO0mas xapakTepUCTHKa JIGKapCTBEHHOTO Tmpemnapata Menokcukam-Kcantue poctynmHa Ha

UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOrO coo3a B HWH(POPMAIMOHHO-

KOMMYHUKaIIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org/.
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