COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 24.06.2025 N= 15579

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI' O IIPEITAPATA
Menokcukam KaHoH, 7,5 Mr, TaONEeTKHU.
Menokcukam Kanon, 15 Mr, TadieTku.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JelcTByrolee BENIECTBO: MEJIOKCHUKAM.
Menokcukam Kanos, 7,5 mr, TabieTKu

Kaxxnas tabnerka coiepkuT 7,5 MI MEJTIOKCUKaMa.
Menokcukam Kanon, 15 mr, TabieTku
Kaxxnas Tabnerka conepkuT 15 Mr Mellokcukama.

BcnoMorarenpHbie BeleCTBa, HAJMYME KOTOPBIX HAJIO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: jakrosa (cMm. paszzaen 4.4.).
[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
TaOneTKH IIOCKOIMIMHAPUYCCKUE ¢ (PACKOM, CBETIO-KEITOr0 ¢ 3¢JICHOBATHIM OTTEHKOM IIBETA.

4. KIMHUYECKUE JAHHBIE
4.1. IlokazaHusl K IPUMEHEHHUIO

Menokcukam KaHOH Mmoka3aH K MPUMEHEHHIO Y B3pOCIBIX U JIeTeil B Bo3pacTe OT 12 jer mpwu
CUMITOMaTUYECKOM JIEUECHUU:

- octeoapTpurta (apTpo3, JereHepaTuBHBIC 3a00JIEBaHUS CYCTaBOB), B TOM YHCIIE C OOJEBHIM
KOMIIOHEHTOM;

- PEBMaTOUIHOT'O apTPUTA;

- aHKWJIO3UPYIOLIETO CIIOHIWIINTA;

- FOBEHWJIBHOTO PEBMATOMIHOTO apTpHTa (y MalMeHTOB ¢ Maccoi Tena > 60 kr);

- IPYTUX BOCHAIUTENIbHBIX U IET€HEPATUBHBIX 3a00JIeBaHUI KOCTHO-MBIIIEYHON CUCTEMBI, TAKHX
KaK apTponaTuy, 10pconaTuu (Harmpumep, Uimac, 00jab BHU3Y CIHMHBI, [IJIEUEBOI MEPHAPTPUT U
JIPYTHE), COMPOBOXKAAIOIIUXCS OO0JIBIO.

Menokcukam KaHOH TmoKa3aH K MpuUMeHeHHIo y jgereii mo 12 nmer (¢ maccoit Tena
> 60 Kr) nmpyu CUMIITOMATUYECKOM JICYEHHH FOBEHIJILHOTO PEBMATOUIHOTO apTPHTA.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHHUs!
Pexxum no3upoBanus

MakcumanbHas peKoMeHayeMasi CyTouHas go3a — 15 mr.
Ocmeoapmpum ¢ b6onegvim cunopomom: 7,5 mMr B cyTku. [Ipn HE0OXOAMMOCTH ATa 1032 MOXKET

OBITH yBENTMYEHA JI0 15 MT B CYTKH.
Pesmamouounwiii apmpum: 15 mr B cyTku. B 3aBucumMoctu ot nededHoro 3¢ ekra 3Ta 103a MOXKET
OBITH CHIDKEHA 10 7,5 MT' B CYTKH.
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MY OTUETY

MOYET OBITh CHHXEHA 10 7,5 MT' B CYTKH.

FOgenunvnuvIll peemamoudnsiii apmpum: 7,5 MT' B CyTKH.

VBenuueHue J03bl IIpenapara BbllIE€ PEKOMEHIAYEMOM CYTOYHOM J03bl HE IPUBOAMT K
MOBBIIICHHUIO ero 3dexTuBHOCTH. J[oCTymHBIE MTO3UPOBKH TpemapaTa Menokcukam KaHoH He
MO3BOJISIIOT IPUHUMATH IIpenapar naueHTaM ¢ Mmaccou tena mexee 60 Kr.

OcoOble rpynmnbl NaueHToB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex
VY MauueHToB ¢ BBIPAXKEHHOW TOYEYHOM HEOCTATOYHOCTHIO, HAXOASIIUXCS HA TEMOUAIN3E, 1032
HE JI0JKHA IIPEBBIIIATE 7,5 MI' B CYTKHU.
VY nmauMeHToB ¢ MOYEYHON HEJOCTATOYHOCTHIO JIETKOW M CPEIHEH CTENEHU TSKECTH (KIUpPEHC
kpeatuarHA (KK) > 25 M1/MUH) KOppeKuu 1035l HE TPeOyeTCs.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Y nanmeHToB ¢ HUPPO30M MeveHU (KOMIEHCUPOBAHHBIM) KOPPEKIIMHU 1036l HE TpeOyeTcs.
Ilpuem 6 cocmase KOMOUHUPOBAHHOU Mepanuu
He crneayer npuMeHATh mOpemapaT OJAHOBPEMEHHO C€  JPYIMMH  HECTEPOMIHBIMU
IPOTHBOBOCHAIMTEIbHBIMU Iipenapatamu (HITBIT).
OO6mass cyrounas go3a mnpemnapata Menokcukam KaHoH, mpuUMeHseMOro B BHUIE Pa3HBIX
JIEKapCTBEHHBIX ()OPM, HE TOJKHA MPEBBIMATH 15 MT.
Tlayuenmoi ¢ nosviuennvim puckom pazsumus Hedxceramenvhvlx peaxyuti (HP)
VY manueHToB ¢ noBbieHHbIM prckoM HP (3a0oseBanust sxenynouno-kumieqnoro tpakra (JKKT)
B aHaMHe3e, Haau4ue (PaKTOpOB PHCKA CEPJIEYHO-COCYAMCTHIX 3a00JeBaHUI) pPEKOMEHIYeTCs
HAYMHATH JICYCHHUE C 03Bl 7,5 MT B JIcHb (cM. pas3zaen 4.4.).
Tak kak nmoreHuuanbHbel puck HP 3aBUCUT OT 03Bl M NPOJOJKUTENBHOCTH JIEUEHUS, CIEAYET
IPUMEHATh MAaKCHUMAJIbHO BO3MOJKHBIE HHU3KHE 1036l C MHMHHUMAJIbHOW JUINTEIBHOCTBIO
IIPUMEHEHHS.
MakcumanbHasi peKoMeHyemas CyTo4Has 1o03a — 15 mr.

eTH
D¢ dekTuBHOCTh U Oe30macHOCTh Tpenapara Menokcukam Kanon y nereit muamme 12 jet, mo
MOKAa3aHUsM, OTJIMYHBIM OT FOBEHWJIBHOTO PEBMATOUAHOIO apTPUTa, HE U3yUEHa.
Pexum nosuposanus i gererd ot 12 go 18 ser, mo nokazaHuio IOBEHWIbHBIM PEBMAaTOUIHBIN
apTpUT, HE OTINYAETCS OT PEKUMA JO3UPOBAHUS ISl B3POCIIBIX.
Crioco6 nmpuMeHeHus
BnyTtps.
OO011y10 CyTOUHYIO 103y ClIelyeT IPUHUMATh B OJIMH IIPHEM, BO BpeMsl €bl, 3aliBasi BOJION WK

JIPYroM JKUJKOCTBIO.
Henocratouno wHoOpMamuu MpeacTaBICHO O BO3MOXKHOCTH CMEIIMBAHUS HW3MEIbYCHHBIX
TaOJIETOK C IUIIEN WIN KAIKOCTBIO.

4.3. IlpoTuBONOKA3aHNUS

— FI/IHep'-IyBCTBI/ITeJ'II)HOCTI) K MCHOKCI/IKaMy NI .]'IIO6OMy U3 BCIIOMOTI'aTCJIBHBIX BCIIIECTB,
MePEUYUCIICHHBIX B pasjene 6.1.;

— TIOJTHOE WJIM HEMOJIHOE COYeTaHne OPOHXHAIBHON aCTMBI, PEIMANBUPYIONIETO TOJIUII03a HOCa

N OKOJIOHOCOBBIX IIa3dyX, AaHTHOHCBPOTHYCCKOI'O OTCKa MM KpPAIlIMBHUIELI, BBI3BAHHBIX
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BEPOSATHOCTH MEPEKPECTHON YyBCTBUTEILHOCTH (B TOM YHCIIC B aHAMHE3E);

— OPO3UBHO-A3BEHHBIC MOPAXKEHUS OKEIYyAKAa U JIBEHAJUATHUIEPCTHOM KUIIKM B CTaJuU
000CTpeHus WK HEAAaBHO NIEPEHECEHHBIE;

— BOCHAIUTEIbHBIC 3a00JIeBaHMsl KUIIEYHUKA — 00s1e3Hb KpoHa miu s13BeHHBIN KOJNUT B CTaJAUU
obocTpeHus;

— TsDKeNas MeYCHOYHAsI HeJIOCTATOYHOCTD;

— TsDKeNas ToYedHas HeIOCTaTOYHOCTh (eciii He mpoBoautTcs remoauanu3, KK < 30 mu/muH, a
TaK)Ke TPU MOATBEPKICHHON TUIIEPKAIMEMUN ), TPOrpeccupyromiee 3a00IeBaHue MOYCK;

— aKTHBHOE KEITyI0UHO-KUIIEUHOE KpOBOTEUYECHHE, HEJaBHO MIepeHECEHHbIE
11epeOpOBACKYIISIPHBIC KPOBOTEUYCHHUS HITH YCTAHOBJICHHBIN JUArHO3 3a00JIeBaHUI CBEPTHIBAIOIIEH
CUCTEMBI KPOBH;

— TsDKeNas JeKOMIICHCUpPOBaHHas cepAeyuHasi HeI0CTaTOYHOCTh;

— ©OepemMeHHOCTH (cM. pasnen 4.6.);

— nakTarus (cm. paznaen 4.6.) ;

— Tepamwsl epUOIIePAIIMOHHBIX O0JICH MPH MPOBEICHNUN IIYHTHPOBAHUS KOPOHAPHBIX apTePHil;

— peakas HACIEACTBEHHas HENEPEHOCHUMOCTh TajaKTO3bl, ACPUIMT JaKTa3bl, TJIHOKO30-
rajlakTo3Has MaiababcopOIusl.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH
C 0CTOPOKHOCTBIO

[Ipenapar Menokcukam KaHOH cieayeT NpuHUMaTh € OCTOPOKHOCTBIO IPH  CIEAYIOIIMX
3a00JI€BaHUSAX U COCTOSIHUSAX:
e 3aboneBanus JKKT B aHamHe3e (s3BeHHast OoJie3Hb *Kenyaka M 12-mepcTHOM KHILIKH,
3a00JIeBaHUS [TE€YEHHN);
e XpoHMYecKas cepeuHas HegoctaTrouHocTh (XCH);
e moueyHas HegoctaTogHOCTh (KK 30-60 Mi/mun);
e uIIeMHUYecKas 00JIe3Hb CEP/ILIa;
e 1epedpoBacKyIsIpHbIE 3a00JI€BaHUS;
® JIUCIUNUIEMHUS / TUIIEPIUIHIECMHUS;
e caxapHbIil 1uaber;
® CONYTCTBYIOIIAS Tepanus CIIEIYIOIIMMHU npenapaTamu: nepopanbHble
rmokokoptukocteponabl  (I'KC), anTukoarynsHTel (B TOM 4yucie Bapdapuh),
aQHTHAarperaHThbl, CEJIEKTUBHbIE HHTUOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHMHA (B TOM
YUCIIe MUTAIONpam, GIyOKCETHH, TAPOKCETHH, CEPTPATIHH);
e 3aboneBaHus nepupepUUECKUX apTePUl;
® [I0XWIOHN BO3pacT;
e qnutenpHoe npuMmeHenue HIIBII;
® KypeHWue,
® yacToe yrnoTpedaeHne alKoros.
OcoOble yKazaHus

Annepeuueckue peakyuu
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CO CTOPOHBI KOXH, Kak OJKC(HOIMATUBHBIA aepMatuT, cuHapom CrueHca-/[xoHCOHA,
TOKCHYECKUI AMHAepMaNbHbIi Hekposu3. [losTomy crienyer yaensTb ocoboe BHUMaHHE
naryreHTam, COOOMIAIONINM O Pa3BUTUH HEKEIATENbHBIX SBJICHHI CO CTOPOHBI KOXKHU U CIM3UCTBIX
000JI0YEK, a TaKXKe PEaKIHil MOBBIIIEHHOW YYBCTBUTEIBHOCTH K Ipemnapary, OCOOCHHO, eClu
10J00HBIE PeaKLUU HaOII0AaIMCh B TEYEHNE IPEBIIYIIIUX KypCOB JieueHus. Pa3BuTHe nogo0HbIX
peakuuii HabIroAaeTCsl, Kak paBuilo, B TEUEHHE NIEPBOro Mecsla JiedeHus. B cityuae nosBieHus
HEPBbIX MPU3HAKOB KOXXHOM CBIMM, U3MEHEHUH CIM3UCTBIX O00O0JOYEK WM JPYTrUX IPHU3HAKOB
TUIIEPYYBCTBUTEIBHOCTHU JTOJDKEH PACCMATPUBATBHCS BOIIPOC O MPEKPALLEHUH IIpHeMa Ipernapara
Menokcukam Kanos.

Tlayuenmui ¢ 3a60n1e6anuimu KKT
[Taniuentsl ¢ 3aboneBanusamu JKKT moipkHbI peryispHo HaOmomaThes. [Ipu BOZHMKHOBEHUH

a3BeHHOro nopaxkeHust JKKT uin xkenya0uyHo-KUIIEYHOro KpOBOTEUEHUs Tpenapat Menokcukam
KaHoH HE0OX0AUMO OTMEHUTD.

Azebl JKKT, nepdopanus uim KpoBOTE€UEHHUS MOTYT BO3HUKHYThH B xone npuMmenenust HIIBII B
Tr000€e BpeMs, KaK MPU HaJIMYUHA HACTOPAKUBAIONIUX CHMIITOMOB WIJIM CBEIACHHHA O CEPhE3HBIX
JKENYJOUYHO-KMIIEYHBIX OCJIOKHEHUAX B AHAMHE3€, TAK W MPU OTCYTCTBUHU ATHUX IPU3HAKOB.
[TocneacTBus TaHHBIX OCJIOKHEHUH B 11€71I0M 00Jiee CEphEe3HBbI Y JINIL TOKUIIOT0 BO3pAcCTa.
Tayuenmoi ¢ 3a001€6aHUAMU CEPOEYHO-COCYOUCTOU CUCTIEMbL

Onucansl cnydau npu npueme HIIBII moBblmieHus pucka pa3BUTHS CEPhE3HBIX TPOMOO30B,
uH(papKTa MUOKap/ia, PUCTYIa CTEHOKAPAUH, BO3SMOYKHO CO CMEPTENbHBIM UCX00M. Takoi puck
MOBBIIIAETCS NpPU JUIMTEJIBHOM NPUMEHEHUM I[Ipernapata, a TakkKe Yy MNalMeHTOB ¢
BBITIICYKa3aHHBIMU 3a00JICBaHUSMH B aHAMHE3€ U MIPEAPACIIONOKEHHBIX K TAKUM 3a00JI€BaHUSM.
layuenmul ¢ 3a601e6anusmu novex

HIIBIT wunarubupyror B moukax cuHte3 mpocrariananHoB ([10), koTopble y4acTBYIOT B
noanepxkanun modyeunor mnepdysun. I[lpumenenme HIIBII y mnanueHTOB €O CHUYKEHHBIM
MOYE€YHBIM KPOBOTOKOM WJIM YMEHBIIIEHHBIM 00BEMOM IUPKYIUPYIOIIEH KPOBH MOKET TPUBECTH
K JEKOMIIEHCALMM CKPBITO IPOTEKAIOLIEH nmouyeyHor HenocraroyHocTu. [locie ormensr HIIBII
GbyHKIUS MOYeK OOBIYHO BOCCTAHABIUBAETCS JI0 MCXOJHOTO ypoBHS. B HamOomnblneil creneHu
PUCKY pa3BUTHSI STOM peakUMH TOABEPKEHbI MOXKHIIbIE MAIllMEHThl, MAlUEHThI, Y KOTOPBIX
ormeuaetcst nerunaparanus, XCH, muppo3 mnedeHu, HEPPOTHUECKUN CHHAPOM HIU OCTPHIE
HapymeHus (QYHKIUKA TIOYEK, MAIMEHThl, OJHOBPEMEHHO MPUHUMAIONINE JIUYPETHUYECCKUE
CpeICTBa, MHTUOUTOPBHI aHTHOTEH3UHIIpeBpamatonero ¢epmenta (AlldD), aHTaroHUCTHI
anrnoteH3uH-II peuentopoB, a TakKe MAIMEHTHI, MEPEHECIINE CEPbE3HbIE XHPYPTHUECKUE
BMENIATEIbCTBA, KOTOPHIE BEIYT K TUIOBOJIEMHUH. Y TaKUX MAIMEHTOB B HaYaJle TEPANIUU CIETYET
TIIATETFHO KOHTPOJIUPOBATH AUYpe3 U (PYHKIIUIO TTOYEK.

Jluypemuxu

ITIpumenenune HIIBII coBMeCTHO € nMypeTUKaMH MOKET PUBOAUTH K 3aJ€PKKE HATPUS, KAJIUSL U
BO/IbI, & TAK)KE K CHUKEHUIO HATPUHMYPETUUECKOTO IEUCTBUS MOYETOHHBIX CPEACTB. B pesynbrare
3TOTO 'y NPEApPACIONOKEHHBIX IMallHEHTOB BO3MOYKHO YCHUJIEHHWE TNPU3HAKOB CEPACYHOU
HEJOCTAaTOYHOCTH WJIM TUTepTeH3uH. [103TOMYy HEOOXOIUM TIIATENBbHBIN KOHTPOJIb COCTOSTHUS
TAaKUX MAIMEHTOB, a TAKKE Y HUX JOJKHA MOIEPKUBATHCS aJleKBaTHas rujpaTtanus. Jlo Hayama
JiedyeHus1 HeoOX0MMO ucclieZioBaHrne QYyHKIUY 1ovek. B ciayyae npoBeneHnss KOMOMHUPOBAHHON
TEpanuu CIeIyeT TAaKKe KOHTPOIUPOBATh (DYHKIIUIO MOYEK.
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[lpu mpueme mpenapara Menokcukam KaHoH (Takke kak u OonbimmHcTBa apyrux HIIBIT)
BO3MOXKHO SMH30JMUYECKOE IMOBBIIICHUE AKTUBHOCTH TpPaHCaMHUHAa3 B CBIBOPOTKE KPOBU HIIU
JIpyrux Tmokasateneil (yHKUWM TedeHH. B OonbIIMHCTBE CilydyaeB 3TO MOBBIIIEHHE OBLIO
HEOOJIBIINM M IPEXOASIIUM. Eciy BhIABICHHBIC M3MEHEHHS CYIIECTBEHHBI MM HE YMEHBIIAIOTCS
CO BpeMeHeM, mnpenapar Menokcukam KaHOH ciieayeT OTMEHUTh M NIPOBOAUTH HAONIOJCHHE 32
BBISIBICHHBIMH JJA00PATOPHBIMU N3MEHEHHUSIMHU.

Ocnabnennvle nayuenmol

OcnabneHHbIe WK UCTOILEHHBIE AIUEHThI MOTYT XYK€ IEPEHOCUTh HeXellaTeJIbHbIE SBICHUS, B
CBSI3U C YeM, TaKUE MAIUEHTHI JODKHBI TIIATEIBHO HAOIIOJaThCS.

Hnghexyuonnwie 3ab0nesanus

[Tono6no npyrum HIIBII, mpemapar Menokcukam KaHOH MOXET MacKHpOBaTh CHMIITOMBI
OCHOBHOTO MH(EKIITMOHHOTO 3a00JICBaHUSI.

BcnomoraTenbHble BemecTBa

[Ipenapatr coxepxur Jsakro3y. IlammeHTam ¢ penko BCTpedarouieics HaclieACTBEHHON
HEMEePEeHOCUMOCTbIO  TajlakKTO3bl,  JAe(PUUUTOM  JIaKTa3bl  WIM  I[JIIOKO30-TaJaKTO3HOM

ManbaOCcopOIMell He cielyeT MPUHUMATh 3TOT Ipernapar.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI

B3aMMO/EHCTBHUSA

Jpyeue uneubumopwr cunmesa 110, exnouas I'KC u caruyunramer

OpnHOBpeMEHHBI MPHEM C MEIOKCHKaMOM YBelIHuuMBaeT pUcK obOpazoBanusi s3B B JKKT u

JKEIY0YHO-KUIIIEYHBIX KPOBOTEUEHHUH (BCIEACTBHE CHHEprusMa jaenctBus). OIHOBpEeMEHHBIN

npueM ¢ apyrumu HIIBII He pexoMeHayerTcs.

Aumuxoacynaumel 01 npuema — 8HYmpb, 2enapuH 0Nl CUCMEMHO20  NpUMEeHeHUs,

mpomborumuyeckue cpedcmaa

OnHOBpEMEHHBIM MpUEM C MEJIOKCMKaMOM TIOBBIIIAET PHUCK KpOBOTE€ueHUsd. B ciydae

OJIHOBPEMEHHOT'O MPUMEHEHHSI HEOOXO/IUM TIATEIHHBIM KOHTPOJIH 32 CBEPTHIBAIOIIEH CHCTEMOM

KpOBH.

Aumumpomboyumapmle npenapamel, UHSUOUMOPLL OOPAMHO20 3AX8AMA CEPOMOHUHA

OnDHOBpPEMEHHBIM MpUEM C MEJOKCMKAaMOM TMOBBIMIAET PHUCK KPOBOTEUEHHUsS BCIEIACTBUE

WHTHOUpPOBaHUA TpoMmbOoruTapHoii (QyHKMu. B ciaydae OJHOBPEMEHHOTO MPUMEHEHUS

HEOOXOIUM TIIATENIbHBIN KOHTPOJb 33 CBEPTHIBAIOIICH CHCTEMOM KPOBH.

Ilpenapamul rumus

HIIBII noBpIIatOT KOHLIEHTPAIUIO JTUTHS B IJIa3M€ MOCPEACTBOM YMEHBIIICHUSI BBIBEICHUS €TI0

noykamu. OJTHOBpEMEHHBIN MPHUEM MEJIOKCMKama ¢ mpernaparaMy JIMTHS HE peKoMeHayeTcs. B

ciydae HEOOXOIMMOCTH OJHOBPEMEHHOTO MpHUEeMa PEKOMEHIYETCS TIIATEIbHBIM KOHTPOJb

KOHIIEHTpAllUX JINTHS B IJIa3ME€ B TEUCHHUE BCETO Kypca MprueMa npenapaToB JUTHS.

Memompexcam

HIIBII cHmkaroT cekpenuo MeToTpeKkcaTa o4ykaMu, TEM CaMBbIM, MTOBBIIIAs €r0 KOHIIEHTPALUIO

B tiazme. OHOBpEMEHHOE NMPUMEHEHHE MEJIOKCHKaMa M MeToTpekcara (B 1o3e 6onee 15 mr B

HEJIeIN0) He peKOMeHayeTcs. B ciyyae 0THOBPEMEHHOTO MPUMEHEHHSI HEOOXOAUM TIIATEIbHBIN

KOHTpPOJIb 3a (QyHKIHEeH Tmo4Yek u (opmynoit KpoBH. MeTOKCHKAM MOXKET YCUIMBATh

reMaToJIOrM4ecKyl0 TOKCHUYHOCTh METOTpeKcaTa, OCOOCHHO Y MalUeHTOB C HapylleHHEeM
5
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MY OTYETY

JTHEH BO3pacTaeT pUCK NOBBILIEHHUS] TOKCUYHOCTH TOCJIEIHETO.

Konmpayenyus

Ectp nannbie, uro HIIBII MoryTt cHmkaTh 3 (peKTUBHOCTH BHYTPUMATOYHBIX KOHTPALICITUBHBIX
YCTPOMCTB, OJIHAKO ATO HE JI0KA3aHO.

Jluypemuxu

[Tpumenenue HIIBII B cityqae 00e3BOKMBAHUS MAIIMEHTOB COMPOBOXKIAETCS PUCKOM Pa3BUTHS
OCTpPOIi MOYEYHOU HEAOCTATOYHOCTH.

Tunomensusnvie cpeocmea (bema-aopenodnroxamopul, uneubumopvr AllD, eazoounamamopei,
ouypemuxu)

HIIBIT cHmxatoT 3¢ (eKT rumoTeH3UBHBIX CPEICTB, BCIEACTBUE MHTHOMpoBaHus cuHtesa 110,
00aiamuX Ba30AUIaTUPYIOIUMU CBOMCTBAMH.

Anmaeonucmeor aneuomenzun-l1 peyenmopos u uneudbumopvr AIID

AHTaroHucTsl aHTHOTeH3UH-1| perienTopos, Tak ke, kak U uHrHOuTOpEl AII® npu coBMecTHOM
npumenenun ¢ HIIBII ycunuBaroT cHukeHHE KIyOOUKOBOW (HIIBTpAIMH, YTO, TEM CaMbIM,
MOJKET MPUBECTH K PA3BUTHUIO OCTPOW MOYEHYHON HENOCTATOUYHOCTH, OCOOCHHO Y IMAlMEHTOB C
HapylieHueM QyHKIUU TOYEeK.

Konecmupamun

Konectupamus, cs3piBas menokcukam B JKKT, mpuBoaut k ero 6osiee ObICTPOMY BBIBEICHHIO.
Luxnocnopun

HIIBII, oka3eBast aeiictBue Ha mouewnble [1O, MoOryr ycwimBarth HEPPOTOKCHYHOCTH
UKIIOCTIOPHHA.

Ilemempexceo

ITpu oTHOBpEMEHHOM NPUMEHEHMH MEJIOKCHKaMa U neMerpekcena y nanueHtoB ¢ KK or 45 no
79 MI1/MUH ITpHEeM MeJOKCHUKaMa ClIe[lyeT IPeKpaTUTh 3a 5 AHel 1o Havyala mpueMa nemeTpexcea
¥ BO3MOXHO BO300OHOBUTH 4epe3 2 THS MOocie OKOHYaHMs MpHeMa npemnapara. Eciu cymectByet
HEO0OXOJUMOCTh B COBMECTHOM INPUMEHEHHHM MEJIOKCHKaMa M NEeMETPeKcela, TO HaIlMeHThI
JIOJIKHBI HAXOAUTHCS MO/ THIATEbHBIM KOHTPOJIEM, OCOOEHHO B OTHOILIEHUU MHUENIOCYIIPECCUN U
Bo3HHKHOBeHUs HP co croponsl JKKT. V namuentos ¢ KK menee 45 mi/MuH npueM Menokcukama
COBMECTHO C IIEMETPEKCE0OM HE PEKOMEHYETCSI.

Jlexapcmeennvie npenapamol, Komopwvie 001a0AOM U3BECMHOU CNOCOOHOCMbIO UHSUOUPOBAMD
CYP2C9 u/unu CYP3A4 (unu memabonuzupyromcs npu y4acmuu Smux gpepmenmos)

[Tpu npuMeHeHUN COBMECTHO C MEJIOKCHKaMOM JICKapCTBEHHBIX MpenapaToB, KOTOpPbIE 00J1aAat0T
u3BecTHOM crnocoOHocThIO HHTHOMpoBaTh CYP2C9 n/unmu CYP3A4 (wiin MeTabonu3upyroTcs pu
y4acTUU 3TUX (PEepMEHTOB), TAaKMX KaK IMPOU3BOJHBIE CYIb(POHUIMOUYEBUHBI WM MPOOEHEIHI,
clenyeT NPUHUMAaTh BO BHUMaHHE BO3MOXHOCTh (hapMaKOKMHETHUECKOTO B3aUMO/IEHCTBUS.
Ilepopanvuvie cunoznukemuueckue cpedcmea (Hanpumep, nNpou3BoOHvle CYIb@HOHUIMOYESUHDL,
HameziuHuoa)

[Tpu coBMECTHOM MPUMEHEHHUH C EPOPATBbHBIMU THIIOTJIMKEMUYECKUMU CPEJICTBAMHU (HaIIpuMep,
OPOM3BOJHBIMU  CYJIb()OHUIMOYEBHHBI,  HATETJIMHUIOM) BO3MOXKHBI ~ B3aWMOJICHCTBHA,
onocpenoBanHble CYP2C9, koTopple MOTYT NPUBECTH K YBEIMYEHHUIO KOHLIEHTPALMM KaK ATHX
JIEKapCTBEHHBIX CPEACTB, TaK M MeEJOKCMKaMa B KpoBH. IlanueHTsl, OJHOBpEMEHHO
MPUHUMAIOIIE MEJIOKCUKaM C MpenaparaMu Cyib()OHUIMOUYEBUHBI UM HATETNIMHUA, JOJKHBI
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TUTIOTJIMKEMHH.

Aumayuovl, yumemuout, OUeOKCUH u Qypocemuo

[Ipy OMHOBPEMEHHOM TIPUMEHEHWHW AaHTAlUJOB, IUMETHIMHA, JUTOKCHHA W (QypOoceMHuna,
3HAUYMMBIX (PapPMAKOKUHETHUECKUX B3aUMOJICHCTBUIN BBISIBICHO HE OBLIO.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTAIIHSA

bepeMeHHOCTB

[Tpumenenue npenapata Menokcukam KaHOH MpOTHBOMOKa3aHO BO BpeMsi OEPEMEHHOCTH (CM.
paznen 4.3.).

JlakTanus

N3Bectno, uro HIIBII npoHukaroT B rpyAHOE MOJIOKO, MO3TOMY NPUMEHEHHME IIperapara
Menokcukam KaHoH B epuoj] rpyJHOr0 BCKapMJIMBaHUS IIPOTUBOIIOKA3aHo (cM. pa3zaen 4.3.).
PepTUIILHOCTD

Kak npenapar, uHrubOupyrommii cunte3 mukiaookcurenassl (LIOT)/TIO, npenapar Menokcukam

KaHoH MoxeT okasbIBaTh BIMAHHE Ha (PEPTHIILHOCTb, U TMOITOMY HE PEKOMEHIYETCSl €ro
NPUMEHEHHUE Y JKCHIIUH, IJIAHUPYIOMIMX OepeMEeHHOCTh. MeJIoKCHKaM MOXET MPUBOIUTH K
3aZICPIKKEC OBYJIALIUU. B cBsa3u ¢ atHM Y KCHIIWH, HUMCIOIIHX HpO6JIeMI>I C 3ayaTueM u
IPOXOALINM OOCIIEIOBaHHE 110 TOBOAY HMOJOOHBIX MPOOIeM, PEKOMEHIYETCs OTMEHA MpHeMa
npernapara Menokcukam KaHoH.

4.7. BunsiHue Ha CNOCOOHOCTH YINPABJIATH TPAHCIOPTHBIMHM CPeICTBAMH U padorarh ¢
MeXaHHU3MaMH

CrienuanpHbIX KIMHUYECKUX HCCIEIOBaHMN BIMSHUS Ipenapata Ha CIOCOOHOCTh YIPaBIsATh
TPAHCIIOPTHBIMU CPEACTBAMHU M MEXaHU3MaMu He NpoBoauioch. OIHAaKo NpU YIpaBICHUU
TPAHCHOPTHBIMM CPEJICTBAMM U PabOTe C MEXaHU3MaMHU CleAyeT NPUHMMAaTh BO BHHUMAaHHE
BO3MOXXHOCTb DPAa3BUTHUSl TOJOBOKPY>KEHHUS, COHJMBOCTH, HApYILIEHMsI 3pEHMS] WU JPYTUX
HapyIIEHUH €O CTOPOHBI LIEHTpaJIbHOM HEpBHOM cucteMbl. [lanmeHTam cienyer coOI0aTh
OCTOPOKHOCTB IIPU YNIPABICHUH TPAHCIIOPTHBIMHU CPEACTBAMH U MEXaHU3MaMHU.

4.8. HexxenaTesibHbIEC peaKIUU
TabnuuHoe pe3roMe HEKEIATEALHBIX PEAKIIUA

HexenarenbHble peakivu, MPEACTABICHHBIC HIDKE B TAOJMYHOM pPE3IOME HEKENTAaTEIbHBIX
peakiuii, KIacCu(UIIMPOBATNCH 10 OpraHaM W CUCTEMaM M B COOTBETCTBHH C TEPMHHOJIOTHEH
MedDRA.

YacToTa HEXENaTeIbHBIX PeaKIiii, KOTOPbIE MOTYT BO3HUKATh BO BpEMs TEpaIlu, IPUBEICHA B
BUJIE CIENyIONIel rpaganuu: oueHb 4acto (>1/10); gacto (>1/100, <1/10); mewacro (>1/1000,
<1/100); peaxo (>1/10 000, <1/1000); ouens penko (<1/10 000); HeM3BEeCTHO (YACTOTA HE MOXKET
OBITh OIICHEHA T10 JIOCTYITHBIM JJAHHBIM).

CucreMHO-OpraHHbIii
Yacrora HexenatenbHasi peakuus
KJ1acc
Hapyuienust co ctopons! kpoBu [HeuacTo AHEMHUS
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Penko BKJTIOYAsi U3BMEHEHUS JIEHKOLUTapHOU
(hOpMYyJIBI, TCHKOTICHUS,
TPOMOOITUTOTICHUS
[pyrue peakuu
Heuacto CUNIEPYYBCTBUTEIHLHOCTH
HapyuieHus co CTOpOHbI %
. HEMEJICHHOTO TUIIA
MMMYHHOU CHCTEMBI -
AHa(MITAKTUIECKUH IIOK™,
HewusecTHO «
aHA(MITAKTOUTHBIC PEaKIHK
HapymieHus co cTOpOHBI HacTto ["ooBHas 6011b
HEPBHOW CUCTEMBI Heuacto ["0J10BOKpYX)EHNE, COHJTMBOCTD
Uacto 3MeHeHue HacTpOeHU *
[lcuxuueckue HapyILIeHUs CITyTaHHOCTb CO3HaHUs*,
HewuszeecTHO

Te30pHUeHTaIHs *

Hapy1ieHnust co CTOpOHBI opraHa

HapyieHus 3peHus1, BKIIro4as

Penxo I, *
3peHus HEYETKOCTh 3pEHUA™, KOHBIOHKTUBUT
Hapymenus co cropons! oprana [Hedacto Bepturo
CiTyXa W JTa0MpUHTA Penko [IIy™m B ymax
HapyuieHus co CTOpOHbI bponxuanpHas acTMa y MallUEHTOB C
IIBIXaTEbHON CHCTEMBI, |, aJIeprucii Ha ale THIICATUIMIIOBYIO

. eaKo
OPIraHOB I'PYAHON KIETKU U kucyoTy unu apyrue HIIBIT
CPEIOCTEHUS
bonb B KUBOTE, TUCIIETICHS, AHAPES,
Yacro
TOIIIHOTA, PBOTA
CKpBITOE WIH SIBHOE KEITyIOYHO-
KHUIIIEYHOE KPOBOTCUEHHE, FACTPUT™,
"KenynouHo-kuiieuHsie Hewacto
CTOMATUT, 3a110p, B3LyTHE )KUBOTA,
HapyIICHUS
OTpBDKKA
["acTponyoaeHanbHbIE SI3BbI, KOJIUT,
Penxo
h3odarut
OueHb peaKo [Tepdoparus XKKT

HapyuieHus co CTOpoHbl NeYeHU
Y KETYEBBIBOISILIUX TyTEH

Heuacto

TpaH3uTOpHBIC H3MEHEHUS
Mokazarenel QyHKIUH MeUYeHH
(HampuMep, MOBBIIIICHUE AKTUBHOCTH
TpaHCaMHMHA3 WJIM KOHLCHTPALUH
ornpyOrHa)

OueHb pesiko

[enatur*

Hapyiienust co CTOpOHBI KOXKHU U
[IOJIKO’KHBIX TKAaHEH

AHTMOHEBPOTUYECKHIA OTEK™, 3y,

Heuacto KOKHAasl ChIllb
'TokcHuecKni aNuaepManbHbII
Penxo Hekposms™®, cuaapom CTuBeHca-

J>xoHCOHA™, KpanTMBHUIIA

OueHb pesiko

byiiesnslii aepMatut™,
MHOTO(OpMHAsI IpUTeMa™

HeussectHO

DoTocencnouIn3ans

Hapymenus co cTopoHsI cepana

Penxo

Onrymienue cepaieoneHus
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Hapymenus co cTopoHbI
Heuacto aBJICHUS, YyBCTBO «IIPHIIMBA» KPOBU

COCYyIOB
K JTHILY

V3MeHeHus mokaszareneit (pyHKIuu
[oYeK (IIOBBIILICHUE YPOBHS

KpeaTUHUHA W/WIIK MOYCBUHBI B
Hapymenus co cropons! mouek [Hedacto
. CBIBOPOTKE KPOBH), HAPYIICHHS
1 MOUEBBIBOSIINX MTyTEH
MOYEHCIYCKaHUs, BKIIOYAsi OCTPYIO

3afepKKy Moun™

OueHb pesIKko OcTpast modedHass HeIOCTaTOYHOCTh *
Hapymienus co cTopoHsI Heuacto [To3mHsst oByIsIIMS *
PENPOAYKTUBHON CUCTEMBI 1
MOIIOUHEIX JKEJIe3 HewusecTHO becroaue y sxeHmuH*

* - HP, 3apeructpupoBaHHbIe NPU MOCTPETUCTPALMOHHOM TNPUMEHEHHH, CBS3b KOTOPBIX C IPHUEMOM

npernapara pacleHHBaIach Kak BO3MOXKHaSI.

Onucanne HEKOTOPBIX HEXKETATeNbHbIX PeaKInil

CoBMecTHOE MpPUMEHEHHE C JICKAPCTBEHHBIMH CpPEJICTBAMH, YTHETAIOIIUMHU KOCTHBIA MO3T
(Hampumep, METOTPEKCaT), MOKET CIIPOBOLIMPOBATH LIUTOIICHHIO.

KenynouHo-kuie4Hoe KPOBOTEUEHHUE, sI3Ba WK Mepopaiis MOTYT MPUBOAUTH K JIETATLHOMY

HCXONY.

Kak n gna apyrux HIIBII, He uCKIIIOYarOT BO3MOYKHOCTH MOSIBJIEHUS HHTEPCTULUUAIBHOTO
HepuTa, TIIOMEPYIOHEPPUTA, TIOYSTHOTO MENYIIIIPHOTO HEKPO3a, HEYPOTUIECKOTO CHHIPOMA.

eTH

VYuuTeiBas, 4YTO NOKa3aHUE FOBEHWIbHBIM pPEBMATOUIHBIA aPTPUT OTHOCHUTCS TOJIBKO K
oTpesieieHHO Tpymme aeTel Becom Oosiee 60 Kr, okumgaeTcs, 4To Mpoduib OE30MacHOCTH
npemnapata OyJaeT TakuM e, Kak y B3pochbiX. [Ipoduib Oe3omacHocTH, HaOMOJaeMbId B
COOTBETCTBYIOIIMX  KJIMHUYECKMX  MCOBITAHMSX C  y4acTHeM  JleTed, a  Takxke
MOCTPETUCTPAIIMOHHBIX HCCIEIOBAHMIX, HE IMOKa3al CYIIECTBEHHBIX PAa3IMUUil B MPOPUIAX
0€30MacCHOCTH C TAKOBBIMH Y B3POCIIBIX.

Coo011eHne 0 moI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

Baxxno cooOmare 0 TOM03pEBACMBIX HEXKENATEIbHBIX PEAKIUAX TI0CIe PEruCTpaluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJIbi0 00eCTIeUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«0Nb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYEeTCs
co00IaTe O JIFOOBIX TMOJ03PEBACMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
Yyepe3 HallMOHAJLHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEAKIIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®@eoepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. MockBa, CnaBstHCKas IIOIIa b, 1. 4, cTpoeHue 1

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

DJNIeKTpOHHAs 1oYTa: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»!
https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CuMITOMBI

JlaHHBIX O CcCily4asix, CBA3aHHBIX C NEPEAO3MPOBKON mpemnapara, HAKOIUIEHO HEIOCTAaTOYHO.
BepositHo, Oy1yT IpUCYTCTBOBATH CUMITTOMBI, CBOMCTBeHHbIE iepeno3upoBke HIIBII, B Tsokenbix
CIIy4asix: COHJIMBOCTb, HAPYIICHHS CO3HAHUS, TOITHOTA, PBOTA, OOJIU B 3MUTACTPHUH, KEITYI0YHO-
KHMIIIEYHOE KpPOBOTEYEHHE, OCTpas IIOY€YHas HEJAOCTaTOYHOCTh, M3MEHEHHUs apTepUATIbHOIO
JIaBJICHUs, OCTAHOBKA JbIXaHHU, ACUCTOJIHSL.

Jleuenue

AHTHJIOT HE U3BECTEH, B Cilydyae NEPEelO3UPOBKH IpernapaTra CiIeAyeT IPOBECTH: 3BAKYaIUIO
COJICP’)KUMOTO JKEIylKa W OOMIYI0 MOANCPKUBAIIYI0 Tepanui. KolecTupaMuH ycKopsieT
BBIBE/ICHUE MEJIOKCUKaMa.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

®dapmakoTepaneBTUUYeCKass TpYIIa: NPOTUBOBOCHAIUTENbHBIE U  IMPOTUBOPEBMATHUYECKUE
npernaparbl; HECTEPOUIHBIE MPOTHUBOBOCHAIUTENBHBIE W MPOTHBOPEBMATUUYECKUE IpErnaparhl;
OKCHKaMBblI.

Kox ATX: M0O1ACO06

MexaHnu3M JeCTBUS

Menokcukam sBnsiercas HIIBII u OTHOCHTCS K IPOM3BOJHBIM 3HOJIOBOM KHUCJIOTBI, OKa3bIBAET
MIPOTUBOBOCHAIUTEIBHOE, AHAIBIETUYECKOE W AHTUIIMPETUYECKOE JIeWCTBUE. BbIpaxeHHOE
MPOTUBOBOCTIAJIUTEIILHOE JEHCTBUE MEJIOKCUKaMa YCTaHOBJIEHO Ha BCEX CTAHJIAPTHBIX MOJEISX
BocrasieHus. MexXaHu3M JeWCTBUS MEINOKCHKaMa COCTOMT B €ro CIOCOOHOCTH HHTHOMPOBATH
CHHTE3 MPOCTArjIaHAuHOB — U3BECTHBIX MEIMATOPOB BOCIATICHUS.

DapmakoguHaMuIecKre 3O HEKTHI

Mernokcukam iN ViVO HHTHOHMpPYET CHHTE3 MPOCTArIaHAWHOB B MECTE BOCHAICHUS B OOJIbINCH

CTENEHH, YEM B CIM3UCTON 000JI0UKE JKETyIKa WM MTOYKaX.

OTH pa3nuuusl CBA3aHbI ¢ 00Jiee CENCKTHUBHBIM MHIMOMPOBaHHEM HUKIOOKcUTreHasbl-2 (1JOI-2)
o cpaBHEHHUIO C mukiIookcureHasoi-1 (LJOI'-1). Cuwmraercs, uro wunruOuposanwme L[OI-2
oOecneunBaer TepaneBTuueckue aevicteus HIIBII, Torna kak MHruOMpoBaHHE IOCTOSIHHO
npucytcTByroniero nzogepmenrta L{OI'-1 MoxeT ObITH OTBETCTBEHHO 3a MOOOYHBIE IEHCTBHS CO
CTOPOHBI XkellyKa U noyek. CeleKTUBHOCTh MeJloKcukaMma B otHomeHuu [{OI'-2 noarsepxkneHa
B Pa3JIMYHBIX TECT-CHCTEMaX, Kak IN Vitro, Tak u in Vivo. CenekTHBHAS CIOCOOHOCTH MEITIOKCHKaMa
unru6uposare 11OI'-2 mokazana nmpu NpUMEHEHMH B KaueCTBE TECT-CUCTEMBbI LIEIBbHOM KpOBH
4esioBeka in Vitro. YcraHoBIeHO, 4TO MeJTIOKCHKaM (B 03ax 7,5 U 15 Mr) akTuBHEe HHTHOMPOBa
[IOI'-2, oxasbiBasi Oojblliee WHTUOWpYIOIIEE BIMSHHE HAa NPOMYKLMIO mpocrariaHavHa E2,
CTUMYJIUPYEMYIO JITIONONUcaxapuaoM (peakmus, KoHTtpomupyemast [[OI'-2), gveM Ha TpomyKIHiO
TpOMOOKCaHa, Y4aCTBYIOIIEro B MPOIIECCE CBEPThIBAHUSI KPOBH (peakims, koHTpoiupyemas [{OT-1).
Ot 3¢ ¢dexTsl 3aBUCETH OT BEIMYMHBI 103bl. B mHcciemoBaHusx €X VIVO IOKa3aHO, 4YTO
MeJIOKCHKaM (B J03ax 7,5 Mr u 15 Mr) He oka3bIBaeT BIMSHUS Ha arperanuio TPOMOOIUTOB U
BpPEMs KPOBOTEUEHUSI.

Knunnyeckast 3¢ (eKTHBHOCT M 6€30MaCHOCTb

B xmuanueckux uccnenoBanusx HP co croponsl )KKT B 1enomM BO3HUKANIM pexXe MPU MpUEMeE
Menokcukama 7,5 u 15 mr, yem mnpu mpueme apyrux HIIBII, ¢ xoTopsiMu mpoOBOAMIOCH
10
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cpaBHEeHHUE. JDT0 pasznuuue B yactore HP co cTopoHbl H(ﬂ‘B"(;lng'BH%MT(g%HO'C’IGM,‘l Y16 IpU

IIpUEME MEJIOKCHKaMa peke HaOII0JalINCh TaKUE SIBICHUS KaK JUCIEICHs], PBOTA, TOIIHOTA, 00JIb
B JkuBoTe. Yactota nepdopanuii B Bepxuux oraenax KKT, s3B u KpoBOTeueHHid, KOTOpPbIE
CBSI3BIBAJIUCH C IPUMEHEHUEM MEJIOKCHKaMa, Obljla HU3KOW M 3aBHCENa OT J03bI Iperapara.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AGcopbuus

Menokcukam xopomio BcacbiBaeTcsi u3 JKKT, o ueM cBHIIETENbCTBYET BBICOKas aOCONIOTHAs
ouogoctynHocts (90 %) mocne nmpuemMa mpemnapara BHyTpb. [lociie oTHOKpaTHOro NMpUMEHEHUs
MEJIOKCKaMa MaKCHMallbHash KOHIIEHTpauus Menokcukama B TuiasMe (Cmax) JOCTHTaercs B
TeueHue 5—6 gacoB. OTHOBPEMEHHBIN MPUEM MUIIH 1 HEOPTAaHWYECKUX aHTALUAOB HE U3MEHSET
BcacelBaHue. IIpu nmpumeHeHuM mnpemnapata BHYTph (B no3ax 7,5 ¥ 15 Mr) KOHUEHTpauuu
MEJIOKCHKamMa TPOMOPLUUOHANBHEI  J03aM. PaBHOBecHOe cocTostHHE — (PapMaKOKHHETHKH
JOCTUTaeTcs B mpenenax 3—5-Tu AHed. JluamazoH pasznuuuii MeXJIy MaKCHUMalbHBIMH U
0a3aNbHBIMU KOHIICHTPAIIUSIMU MEJIOKCHKaMa MOCJIe ero MpreMa Of1H pa3 B IeHb OTHOCUTEIIBHO
HEBEJIHMK U COCTaBISIET MPU MpUMeHeHUH 10361 7,5 Mr — 0,4—1,0 MKr/mi1, a Ipy IPUMEHEHUH J03bI
15 mr — 0,8-2,0 Mkr/min (mpuBeeHbl, COOTBETCTBEHHO, 3HAYEHHS] MUHUMAIIbHON KOHIICHTPAIUU
(Cmin) 1 Cmax B TIEPHOJ PABHOBECHOIO COCTOSHHUS (DAPMAKOKMHETHKH), XOTS OTMEYAIMCh U
3HAUEHUs, BBIXOALINE 32 YKa3aHHbIN JHMAaIa30H.

Crax B IEpHOJ1 PAaBHOBECHOT'O COCTOSIHUS (PapMAaKOKMHETUKH JJOCTUTAeTcs yepe3 S—6 yacoB mocie
preMa BHYTPb.

Pacnpenenenue

Mernokcrkam 04eHb XOPOIIIO CBSA3BIBACTCA C OENIKaMHU TUIa3Mbl, B OCHOBHOM C anbOyMuHOM (99 %).
[TpoHuKaeT B CHHOBUATIBHYIO KUIKOCTh, KOHIICHTPAIIHS B CHHOBHAIBHOM KHJIKOCTH COCTaBIISIET
npumepHo 50 % koHueHTpanuu B mazme. O0beM pactpesienieHus Mociae MHOTOKPaTHOTO pruemMa
BHYTPbh MeNIOKCHKaMa (B J03ax oT 7,5 mr a0 15 mr) coctaBmisier okoiio 16 11, ¢ ko3 duimearom
Bapuaiuu ot 11 10 32 %.

buotpancdhopmanms

MenokcukamM TMOYTH TOJHOCTBIO MeTaboNM3UpyeTcss B II€YeHH C oOpa3oBaHuEM 4-X
(bapMakoIOTHYECKU HEAKTHUBHBIX MIPOU3BO/IHBIX. OcHoBHOI MeTaboJIUT,
5’- kapbokcumenokcukam (60 % OT BeAMUYUHBI J103bI), OOpa3yeTcst MyTeM OKUCIIEHUS
IPOMEXYTOUYHOTO  METabonTa, 5’-TUIPOKCUMETUIIMENIOKCUKAMa,  KOTOPBIM  TaKxKe
IKCKpETHpYeTCsi, HO B MeHblIel creneHu (9 % ot BenmmumHbl 103b1). MccnenoBanus in Vitro
MoKa3ajld, 4TO B JAHHOM METabOJIMYEeCKOM IpeBpallleHuH BaxHyio ponb urpaer CYP2CO,
JoTnonHuTeNbHOEe 3HaueHue umeer uzodpepmeHT CYP3A4. B oOpasoBaHum JBYX Jpyrux
MeTaboIUTOB (COCTABISAIOIINX, COOTBETCTBEHHO, 16 % 1 4 % OT Benn4yuHBI 103l Ipenapara)
MPUHUMAET yYacTHE MEePOKCH/1a3a, aKTUBHOCTh KOTOPOH, BEPOSITHO, MHAUBHUIyalIbHO BapbUPYeET.
OJIMMUHANSA

BeiBomuTCs B paBHOMl CTENEHM 4Yepe3 KUIIEUYHUK M IOYKaMM, NPEUMMYILIECTBEHHO B BHJE
MeTa0oIUTOB. B HeM3MEeHEHHOM BHJIE€ uepe3 KUIIEYHHUK BBIBOAUTCA MeHee 5 % OT BeIMYUHBI
CYTOYHOH J103bI, B MOYE B HEU3MEHEHHOM BH/JIE METOKCHKaM OOHAPYKUBAETCS TOJIBKO B CIIETOBBIX
konmuuectBax. Cpennuit mepuon momyBeiBereHus: (T'2) memokcukama Bapeupyer ot 13 10
25 Jacos.
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COOTBETCTBYET 3
ot 2406

[Ina3MeHHBI KIMPEHC COCTaBIISIET B cpenHey 7—12 'Wﬁhlﬁ%r eT(IJ:IHUBklpanIOTO' 'ﬂ"p'}/IeMa

MeJOKCHKaMma.

JInnenHocTh

Mernokcukam JeMOHCTPUPYET JIMHEHHYIO (papMaKOKMHETUKY MPHU IpUEME B TEPaleBTHYECKUX
no3ax 7,5 mr u 15 mMr nocie nepopaabHOT0 UM BHYTPUMBIIIEYHOTO BBEACHHUS.

[ToyeuHas HEJOCTATOYHOCTh

Cna0o BbIpa)keHHas! [TOYEYHas! HEJOCTATOYHOCTh CYILIECTBEHHOTO BIUSAHMS Ha (DapMAaKOKUHETUKY
MeJIOKCHKaMa He oKa3blBaeT. CKOpOCTh BBIBEAECHMS MEJIOKCHKAMa M3 OpraHU3Ma 3HAYUTEIbHO
BBIIIE Y MAIUEHTOB C YMEPEHHO BbIPA)KEHHON MOYEYHON HEJJOCTATOYHOCTBIO. MEIOKCHKaM XyKe

CBSA3BIBAETCS C O€JIKaMU IUIa3Mbl y MALMEHTOB ¢ TEPMUHAIBHON [TOUYEYHON HEOCTATOYHOCTBIO.
[Tpy TepMHHAIBHONM MOYEYHON HENOCTATOYHOCTH YBEIMUYEHUE 00bEMa PACIpEACIICHUS MOXKET
npuBecTH K 0oJjiee BBICOKMM KOHIIGHTPALUSM CBOOOJHOTO MEJIOKCHKaMa, MO3TOMY y 3THX
IIALEHTOB CYTOYHAs J103a HE JOJDKHA IPEBBILATE 7,5 MT.

IleyeHOYHAs HEJOCTATOYHOCTD

HenocratouyHocTh (QyHKIMM I€YEHH CYLIECTBEHHOIO BIMSHHUA Ha (apMaKOKUHETHKY
MEJIOKCHKaMa He OKa3bIBacT.

JInia mo)Kujaoro Bo3pacra

[Toxxwiible TAIMEHTBI 10 CPaBHEHUIO C MOJIOABIMHM TAIMEHTAMH HMEIOT CXOJHBIC
(apMaKOKMHETUYECKHE TIOKA3aTeIn. Y MOXKUJIBIX MAIEHTOB CPEIHUH MIa3MEHHBIH KIUPEHC B
NEpUOJl PABHOBECHOTO COCTOSIHUSI (apMaKOKMHETUKA HEMHOTO HIDKE, 4YeM Y MOJIOJBIX
NAIMEeHTOB. Y JKEHIIUH TOXHIOro Bo3pacta Oosee Bbicokue 3HaueHus AUC (miomans mon
KPUBOW KOHILIGHTPALMA-BpPEMs) M JUIMTEIbHBIN MEpHOJ MONYBBIBEJCHHS, IO CPaBHEHUIO C
MOJIOJIBIMH MTAaLlMEHTaMU 00OUX IMOJIOB.
eTu

Crmax (-34 %) 1 AUCo-» (-28 %) ObLH HIKE Y IeTei MITIIero Bo3pacTa (2—6 JieT) Mo CpaBHEHHUIO
c Oonee cTapieit Bo3pacTHOI rpymnmnoii (7—14 ner), a kiupeHce npenapaTta (¢ MonpaBKoi Ha Maccy
Tena) y MIAAIIUX JaeTed Obul Oojiee BHICOKMM. PeTpoCneKTHBHOE CpaBHEHHE C B3pPOCIBIMU
M0Ka3aJI0, YTO KOHIIEHTPAI[MN MEJIOKCHKaMa B IIa3Me y JETel CTapIiero BO3pacTa U B3POCIBIX
CXOMHBI. Y neTel 00erx BO3PACTHBIX TPYII MEPHOJ MOTYBBIBEICHHSI MEIOKCHKaMa M3 TIa3Mbl
Ob11 cx01HBIM (13 9) U HECKONIBKO O0JIee KOPOTKUM, 4eM Y B3pocibix (15-20 u).

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Kpaxman KyKypy3HbIii

Kpemuust 1TMOKCH KOJITTOUAHBIN

JlakTO3BI MOHOTHIPAT

Maruus creapat

6.2. HecoBmecTumocTh
He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)
4 rona.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X

XpaHuThb 1pu TeMIepaTtype He Bblie 25 °C Bo BTOpPUYHOM yakoBKe (T1aYKe KApTOHHOM).

6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

[To 10 mnu 30 TabGneToK B KOHTYPHYIO STYEHKOBYIO YIIaKOBKY M3 TUICHKH MOJUBUHHIXIOPHIHON
nu tieHku [IBX/TIB/IX u dhoiabru amoMuHIEBOM NIEYaTHON JTaKUPOBAHHOM.

ITo 30, 60, 90 wmm 120 Tabmerok B OaHKY MOJUMEPHYIO JUIS JICKAPCTBEHHBIX CPEICTB W3
MOJIMATHUIICHA WK TonudTUIIeHTepedTanara. Kppiiika u3 moiusTHIIeHa WK MOJUIIPONIUTICHA.

ITo 1, 2, 3 KOHTYpPHBIX SUYEHKOBBIX YIakoBKHU 10 10 TaGyeTok uiau no 1, 2, KOHTYPHBIX SYSHKOBBIX
ymakoBku 1o 30 Tabnerok, uiau o 1 0aHKe MOTMMEPHOU ISl ICKAPCTBEHHBIX CPEJCTB BMECTE C
JUCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B MAYKY M3 KapTOHA JJIsl TOTPEOUTEITHCKOM Taphl.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOKEHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  Tpenapara WJIH OTXO0J0B, TMOJYYEeHHBIX TOCJe TPUMEHEHHUs!
JIEKAPCTBEHHOT0 Mpenapara, i Ipyrue MaAaHUMYJISIIHH C PernapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS
Poccniickas @enepanys

3A0 «Kanondapma mpogaKIiH»

141100, MockoBckast 0011., r.0. lI]énxoBo, T. [I{énkoBo, yiu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnexTpoHHas noyra: safety@canonpharma.ru

7.1. IIpeacTaBUTE/Nb AEPKATE/S] PETHCTPALMOHHOI0 YA0CTOBEPEeHUs!
[Tperen3un norpeduTeseil HaIPaBIATH 110 AJPECY:

Poccniickas @enepanns

3A0 «Kanonhapma mpoIaKIinH

141100, MockoBckas 00u1., T.0. [1l&nkoBo, r. [llénkoBo, yiu. 3apeunas, a. 105
Tem.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrathas ropstuast TUHUS 24 yaca)

DJeKTpoHHas 1noyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A
9. JATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHUS PETHUCTPALIUH,
INEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
o1 24.06.2025 N= 15573

OOmas XapaKTEepHUCTHKA JIEKAPCTBEHHOTO II enapaTe{n%JMf&T%E&Q%BET'%W ) Ha

UH(OOPMAIIMOHHOM mopTaie EBpa3suilckoro 3KOHOMHYECKOrO CO3a B HH(GOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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