COOTBETCTBYET 3KCMEPTHOMY OTUETY
OBIIAS XAPAKTEPUCTHKA JIEKAPCTREAHOLO TIPEITAPATA

1. HAMUMEHOBAHUE JIJEKAPCTBEHHOI' O ITPEITAPATA
MEJIOKCUKAM ABEKCHUMA, 7,5 Mr, TaOlIeTKH.
MEJIOKCUKAM ABEKCHUMA, 15 mr, TabaeTKH.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JelicTByrolee BENIECTBO: MEJIOKCHUKAM.

MEJIOKCUKAM ABEKCHUMA, 7.5 Mr, TaOJIETKH
Kaxxnmas Tabnerka conepkuT 7,5 M MeJTOKCUKama.

BermectBa, Haju4re KOTOPBIX HAJIO YYUTHIBATh B COCTABE JICKAPCTBEHHOTO TperapaTa: JJakTo3a
(cM. pazmensl 4.3, 4.4), Hatpuii (cm. pazaen 4.4).

MEJIOKCUKAM ABEKCHUMA., 15 mr, TabieTku
Kaxxnas Tabnerka cogep ut 15 Mr Mmenokcukama.

Bemecma, HAJIMYUC KOTOPBIX HAAO YUUTBHIBATH B COCTABC JICKAPCTBCHHOTO IIpCIiapaTa: JIaKTO3a
(cm. paznensr 4.3, 4.4), Hatpuii (cM. pazaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTEIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TalOmeTku.

MEJIOKCUKAM ABEKCUMA, 7.5 mr, TaOIeTKH
Kpyrubie, miockonuanHapuyeckoi (hopMbl TaOIETKH, CBETIO-KEJITOTO 1IBETA, C IBYXCTOPOHHEH
(ackoii 1 pUCKOI Ha OJHOM CTOpOHE.

MEJIOKCUKAM ABEKCHUMA, 15 mr, TabneTku
Kpyrasle, miockonmmnaapuyeckoil GopMbl TaOJIETKH, CBETIIO-KEITOTO LIBETA, C ABYXCTOPOHHEN
¢dackoii 1 pUCKON Ha OJTHON CTOpPOHE.

TabneTKky MOKHO pa3AeIuTh Ha paBHBIE O3B

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapatr MEJIOKCUKAM ABEKCVIMA noka3aH kK IPMMEHEHHUIO Y B3POCIIbIX U I€TEH CTaplle

12 net Asisg CMMOTOMATHYECKOTO JICYCHUS CIIEIYIONINX 3a00JIeBaHUM:

® OCTeoapTpuT (apTpo3, JereHEepaTUBHBIE 3a00JEBAaHUSI CYCTAaBOB), B TOM 4YHCIE C OOJIEBBIM
KOMIIOHEHTOM;

® pPEBMAaTOMJHBIN apTPUT;

® AHKWIO3UPYIOUIUN CIIOHUIINT;

® IOBCHWJIBHBIM PEBMATOUIHBIN apTPHUT (Y MAIMEHTOB C Maccou Tena > 60 Kr);
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Takue, Kak apTpONaThH, JOPCOMAaTUU (HAmpuMep, UIIUac, O00JIb BHHU3Y CIWHBI, IJICUCBOU
MepUAPTPUT U APYTHE), COMPOBOKIAONTNECS OOJIBIO.

[Tpenapar MEJIOKCUKAM ABEKCHMA noxka3aH kK IpUMEHEHHIO y AeTeil muaame 12 met (¢
Maccoi Tesa > 60 Kr) uisi CHMIITOMaTHYECKOT0 JIEYEHHS] FOBEHWJIBHOTO PEBMAaTOMIHOTO apTPUTA.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

MakcumManbHas peKOMeHayeMasl CyTo4Has o3a — 15 mr.

Ocmeoapmpum ¢ 601e8biM CUHOPOMOM

Jo3a mpemaparta coctaBisier 7,5 Mr B CyTKd. [Ipm HeoOXoamMmocTH 3Ta J03a MOXKET OBITH
yBEJIHMYEHA 10 15 MI B CyTKH.

Peemamouonviii apmpum

Jloza mpenapara coctaBisier 15 Mr B cyTku. B 3aBucumocTH oT nedebHOro sddexra 31a 103a
MOYET OBITh CHUXEHA 10 7,5 MI' B CYTKH.

AuKuno3upyrowuti CnoHOUIUM

Jlo3a mpemapata coctaisieT 15 mr B cytku. B 3aBucumMocTu ot seuebHoro addexra sta mo3a
MOXET OBITh CHMKEHA JI0 7,5 MT' B CYyTKH.

FOsenunvHovlli peemamoudnsiit apmpum

Jlo3a npenapara coctaBiseT 7,5 MI' B CYTKH.

VYBenuueHue 03Bl Ipenapara BbllIE PEKOMEHIYEMOW CYTOYHOM J03bl HE IPUBOAMUT K
MOBBIIIIEHUIO €T0 YPPEKTUBHOCTH.

Hocrymabie no3upoBku npenapata MEJIOKCUKAM ABEKCHUMA TabneTku HE TO3BOJISIOT
MIPUMEHSTh €r0 y MAIMEHTOB C Maccoi Tena MeHee 60 Kr.

Oco0ble rpynibl HaUEHTOB
Tlayuenmuol ¢ noueunol HeOOCMAMOUYHOCMbIO
YV marueHToB ¢ BBIpaXXCHHOM MOYEYHON HEIOCTATOYHOCTHIO, HAXOISIIMXCS Ha TeMOIUAIN3e, 1032

HE JI0JKHA IIPEBBIIIATE 7,5 MI' B CYTKHU.

VY manMeHToB ¢ MOYEYHON HENOCTATOYHOCTHIO JIETKOW M CPEIHEH CTENEHU TSKECTH (KIMpPEHC
KpeaTHHHHA OoJiee 25 MII/MUH) KOPPEKIUH 1036l HE TpeOyeTcs.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

VY manueHToB ¢ HUPPO30M IeueHH (KOMIIEHCUPOBAHHBIM) KOPPEKIMH JI03bI HE TPeOyeTcs.
IIpuem 6 cocmase KkomMbUHUPOBAHHOU Mepanuu

He cnemyer npuMeHATs mpenapar OJAHOBPEMEHHO €  JOPYTMMH  HECTEPOUIHBIMU
MPOTHBOBOCTIAIUTENbHBIME TiperapaTtamu (HITBIT).

OO6mas cyrouHasi 1032 MEJIOKCUKaMa, IPUMEHSIEMOTO B BUJI€ Pa3HBIX JIEKapCTBEHHBIX (OpM, HE
JIOJIKHA MIPEBBIIATH 15 Mr.

Tayuenmoi ¢ noGvllUEHHLIM PUCKOM HedceramenbHulx peakyui (HP)

VY manueHTOB C MOBBINIEHHBIM pHUCKOM pa3Butus HP (3aboneBanus jkenymp04HO-KHMIIEYHOTO
tpakta (JKKT) B aHamuese, Hamuuue (HakTOpoOB pHCKa CEpIACUHO-COCYIUCTBIX 3a00JEBAHUN)
PEKOMEHIyeTCsl HAUMHATh JICUCHHE C JJ03bI 7,5 MT B CYTKHU (CM. pazzen 4.4).

Tak kak nmoreHuuanbHb puck HP 3aBUCUT OT 103bI U MPOAOIKUTEIBHOCTH JICUCHUS, CIEAYET
INPUHUMATh MAaKCUMaJIbHO BO3MOXHBIE HH3KHE JI03bl C MUHUMAJIBHOM JJIATEIBHOCTBIO
IIPUMEHEHUS.
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O dexruBHocTh M 6e3omacHocTh npenapata MEJIOKCUKAM ABEKCHUMA y nereii mafiie
12 neT mo moxka3zaHusM, OTIMYHBIM OT IOBEHHJIBHOT'O PEBMAaTOUIHOTO apTPUTA, HE U3YUECHBI.

Cnoco0 npuMeHeHus

BnyTps.

OO6m1yro CyTOUHYIO 103y IIpenapara ciielyeT MIpUHUMAaTh B OJIMH TIPHEM, BO BPEMS €]Ibl, 3aITiBast
BOJIOM WJIM JPYTOM KUJKOCTBIO.

Henocrarouno wHpopMamuu MPEACTaBICHO O BO3MOXXHOCTH CMENIMBAHUS HM3MEITbYEHHBIX
Ta0JIETOK C MUILEH WU KUIKOCTBIO.

4.3. llpoTuBONMOKA3aHUS

e [unepuyyBCTBUTENHHOCTh K MEJIIOKCHKAMY WM JI0OOMY M3 BCIOMOTATEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazzene 6.1.

o TlonHOE UM HEMOJIHOE COYETaHHE OPOHXUATBHON aCTMBI, PEIUANBUPYIOIIETO MOJIUII03a HOCa
M OKOJOHOCOBBIX Ma3yX, aHTMOHEBPOTHYECKOIO OTE€Ka WJIM KpalWBHUIIBL, BBI3BAaHHBIX
HETEPEHOCUMOCTBIO alleTUIICATUIUIIOBOM KUcoTh uiu apyrux HITBII u3-3a cymectBytomeit
BEPOATHOCTH MEPEKPECTHON UyBCTBUTEILHOCTH (B TOM YHUCJIE B aHAMHE3E).

e DpO3UBHO-A3BEHHBbIC MMOPAKEHUS JKENyAKa M JIBEHAALATUIEPCTHON KHUIIKKM B CTaauu
00oCTpeHus WK HEAaBHO NIEpEHECEHHBIE.

e BocnanurensHblie 3a0051eBaHNs KUILIEYHUKA — 00J1e3Hb KpoHa min s3BEeHHBIN KOJUT B CTaUU
obocTpeHusl.

e Tskenas neyeHOYHasi HEAOCTATOYHOCTb.

e Tskenas moyeyHass HEAOCTATOYHOCTb (€CIAM HE TNPOBOJUTCS TEMOJAUANN3, KIMPEHC
KpeaTuHMHa MeHee 30 MuI/MHH, a TaKXKe TpHU TMOATBEPKICHHOW THIEPKATHEMUN),
nporpeccupyloiiee 3a00JIeBaHNe TTOYEK.

e AKTHUBHOE KETYTOUHO-KHUIIIEYHOE KpOBOTEYEHHUE, HEJaBHO IIEPEHECEHHBIE
1epeOpOBacCKyJIsIpHbIE  KPOBOTEUEHHsS] WJIM  YCTAHOBJICGHHBIM JuarHo3 3a0osieBaHMiA
CBEPTHIBAIOILEH CUCTEMBI KPOBH.

e Tskenast IEKOMIIEHCUPOBAHHAS CepJieUHasi HEAOCTATOYHOCTb.

e bepemeHHOCTSH (cM. pa3aen 4.6).

o Jlakramus (cM. paznen 4.6).

e Tepanus nepuonepanroHHbIX 00Jel MpH MPOBEICHUH IIYHTUPOBAHUS KOPOHAPHBIX apTEPUHA.

4.4. OcoOble yKa3aHUs U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUN

Mernokcukam ciieayeT MPUHUMATh ¢ OCTOPOXKHOCTBIO NMPU HIDKEYKA3aHHBIX 3a00JIEBaHUSX H

COCTOSIHUSIX:

e 3aboneBanus KKT B anamne3e (si3BeHHash OOJE3Hb JKeNynka W 12-TIEpCTHOM KUILIKH,
3a00J1eBaHUs TICUEHN).

e XpoHuueckas cepaedynas HepocrarouHocTs (XCH).

e [loueuynas HeqOCTaTOYHOCTH (KIUpeHC kpeatnHUHA 30—60 MII/MUH).

e memuueckas 60Je3HB CepIIa.

o IlepebpoBackynsipHbIe 3a00JI€BaHUS.

e JlucnunuaemMus/TUNEepIUITUIEMUSI.
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e (Caxapnblif TuaderT.

e ComyrcTByromas Tepanus CIEIYIOIINUMHU npenapaTamu: nepopagbHble
rimokokoptukocTepouabl (I'KC), antukoarynsHThI (B TOM uuciie, BapdapuH), aHTUATPETaHTHhI,
CEJICKTUBHBIC MHTHOUTOpPHI OOpPaTHOTO 3axBaTa CEPOTOHHMHA (B TOM YHCIE, LUTAJIONPAM,
(bIyOKCEeTHH, MTAPOKCETUH, CEPTPATIUH).

e 3a0oseBaHus nepudepuIeCKux apTepuil.

e [loxwuou Bo3pacr.

e JlnurensHoe npuMmenenue HIIBII.

e Kypenue.

e UYacroe ynorpebdiieHue aikoroJs.

AJuIepruyeckue peakimu

[Ipu npueme MenokcUKamMa MOTYT Pa3BUBAThCS TAaKHE CEPhE3HBIE PEAKIIMU CO CTOPOHBI KOXKHU, KaK
9KC(OJIMATUBHBIA JepMaTUT, cuHApoM CTuBeHca — J[PKOHCOHA, TOKCHYECKHH SMHaepMaIbHbII
Hekponu3. [loaTomy crneayeT ynensTh 0cod0oe BHUMaHUE MalueHTaM, COOOIIAOIINM O Pa3BUTHH
HEKENATeNIbHBIX SBICHUNA CO CTOPOHBI KOXU U CIU3HUCTHIX O0OJOYEK, a TakkKe peakiuid
MOBBIIIIEHHON YYBCTBUTEIBHOCTH K ITpENapary, 0COOCHHO eCli OJOOHbIE peaKny HabII0AaHCh
B TE€UEHHUE MPEIBIIYIINX KyPCOB JICUCHHUS.

Pa3BuTre nogoOHbIX peakiuii HaOI0gaeTcs, Kak MPaBUIIO, B TEUEHUE TIEPBOrO MecsLa JeUEHUSs.
B cnydae mosiBieHus MepBbIX MPU3HAKOB KOXKHOM CHIMU, U3MEHEHUH CIM3UCTBIX 000JI0YEK WU
JIPYTUX MPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH JOJKEH pacCMaTpUBATHCA BOIPOC O MPEKpalieHUH
npuemMa MeJIOKCUKaMa.

[TarueHTs! ¢ 3a00J1¢BaHUSIMHU KCIYAOUYHO-KHMIIICYHOI'O TPAKTa

[Manmentrr ¢ 3aboneBanusmu JXKT momxHBI peryisipHo HaOmonatbes. [Ipu BOSHHKHOBEHHH
s;3eeHHOro  nopaxenus JKKT wunm  KedyJo4HO-KHMIIEYHOTO KPOBOTEUEHHUS — Ipenapar
MEJIOKCUKAM ABEKCHUMA Heo0X0IuMO OTMEHHTb.

S3eer XKKT, mepdoparust mim KpoBOT€UEHUs MOTYT BO3HUKHYTh B xoze npuMmenenus HIIBII B
a000e BpeMs, Kak MpU HaJMYUK HACTOPAKUBAIOLIUX CHUMIITOMOB WJIM CBEACHHUH O CEphE3HBIX
KEITY0YHO-KUIIIEYHbIX OCJIOKHEHUSX B aHaMHe3e, TaK W MPU OTCYTCTBUM ATHX MPU3HAKOB.
[TocneacTBus TaHHBIX OCTIOKHEHUH B 11eJI0M 00Jiee CEphEe3HbI Y JIMIL MOKUIIOTO BO3pacTa.

ITanmeHTHI ¢ 3200JIEBAHUSIMU CEPIEYHO-COCYIUCTON CUCTEMBI

Omnwucansl cnyyan npu npueme HIIBII moBblmeHus pucka pa3BUTHS CEPhE3HBIX TPOMOO30B,
uH(papKTa MUOKapa, PUCTYIa CTCHOKAPIUHU, BO3MOXHO CO CMEPTEIbHBIM UcX010M. Takoii puck
NOBBIIIACTCA IIPU  JUIMTEIBHOM IIPUMEHEHUM IIpernapara, a Takke Yy [alUueHTOB ¢
BBIIIICYKA3aHHBIMU 3200JI€BaHUSAMH B aHAMHE3€ U IIPEJPACIIOI0KEHHBIX K TAKUM 3a00JI€BAHUSM.

[TareHTsl ¢ 3a0071€BaHUAMU TOYEK
HIIBIT uHrHOUpyrOT B MOYKaX CHHTE3 MPOCTArJaHANHOB, KOTOPHIE YUYAaCTBYIOT B MOACPKAHUN
noueunoit nepdy3uu. [Ipumenenune HIIBII y marueHTOB CO CHMYKEHHBIM TTOUYEYHBIM KPOBOTOKOM

WIH YMEHBIICHHBIM O0BEMOM IUPKYIUPYIOMIEH KPOBH MOXKET MPUBECTH K JCKOMIICHCAIIUU
CKPBITO MpoTeKatommel nouednoil Hegocrarounoctu. Ilocne ormenst HIIBII ¢ynkums mouek
O0OBIYHO BOCCTAHABJIMBAETCS JI0 UCXOIHOTO YpOoBHs. B HamOoublnel cTeneHH pUCKY Pa3BUTHA
ATOH peakUMH TIOJBEP)KEHbl IOKUJIbIE MAlMEHThl, NAIUEHTbl, y KOTOPBIX OTMEYaeTcs
neruaparanus, XCH, muppo3 medeHu, HePpOTHYECKHUU CHHIPOM WA OCTpPhIE HapyIICHUS
GYHKIIMM TIOYEK, TMAalMEHThl, OJHOBPEMEHHO MPUHUMAIONINE JUYPETUYECKUE CpPEICTBa,
uHruouTopsl AII®, anTaronucTsl anrnoTeH3uH-11 perenTopos, a TakKe MaIMeHThl, IEPEeHeCITne
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B HavyaJie Teparuu CieayeT TIaTeIbHO KOHTPOIUPOBATh AUype3 U (PYHKIUIO TTOYEK.

ﬂHy[}GTI/IKH

IIpumenenne HIIBII coBMECTHO ¢ AMypETUKAMU MOKET IPUBOAUTD K 3aJI€PKKE HATPUS, Kaaus
U BOABI, @ TaKXKE K CHIKCHMIO HATPUMYPETUYECKOTO JACUCTBUS MOYETOHHBIX CpPEICTB.
B pesynerare 3TOr0 y NpeapacroOKECHHBIX IMAlMEHTOB BO3MOXHO YCWICHHE IIPU3HAKOB
CepACYHON HEAOCTATOYHOCTU WM runepreHsuu. [103ToMmy HEOOXOAMM TINATENbHBIH KOHTPOIb
COCTOSIHUS TaKMX MAMEHTOB, a TAK)XKE Y HUX OJDKHA MOAACPKUBATHCS aleKBaTHAs THAPATALUA.
Jlo Hauasa JedeHHs HEOOXOAMMO HcciefoBaHUe (yHKIMM modek. B ciyuae mnpoeneHus
KOMOWHUPOBAHHOM TEpaIuy CIEAyeT TaKKe KOHTPOIUPOBATH (DYHKIIMIO MOYEK.

H3MeHeHre 1abopaTopHbIX MMOKa3zarenel G yHKIUN HeYEHU

[Ipu npueme wmenokcukama (Tak e, kak M OompmmHcTBa Apyrux HIIBIT) Bo3MoxHO
AMU30/IUYECKOE TIOBBIIIEHUE AKTUBHOCTH TpPAaHCAMMHA3 B CBIBOPOTKE KpOBU WIM JPYIHX
nokasaTesne PyHKIuu nedeHn. B O0JIBIIMHCTBE CITy4aeB 3TO MOBBIIIEHUE OBLIIO HEOONBIINM U
npexoasimuM. Eciy BoIsiBJI€HHbIE U3MEHEHHSI CYIIECTBEHHBI MM HE YMEHBIUIAIOTCS CO BPEMEHEM,
npenapatr MEJIOKCUKAM ABEKCHMA cnenyer OTMEHWUTh W TPOBOAUTH HAOIIOJCHHUE 3a
BBISIBJICHHBIMH JIA0OPaTOPHBIMU U3MEHEHUSIMHU.

OciabiaeHHbIe NAUEHThI

OcnabeHHbBIC UITH HNCTOUICHHBIC MAIMUCHTLI MOT'YT XY7KC IICPCHOCUTDH HCIKCIIATCIIbHBIC PCAKIIUU, B
CBA3HU C UEM, TaAKHUC MMAITUCHTHI JOJIXKHBI TINATCIIBHO HaGHIO,Z[aTBC}I.

Mudekumonusie 3a001eBaHus
[Tono6no apyrum HIIBII, mpenapar MEJIOKCUKAM ABEKCHMA MOXET MacKUpPOBAaTh
CHUMIITOMBI OCHOBHOT'O HH(PEKIIMOHHOTO 3a00JICBaHUS.

BcnomorarenbHble BelecTBa
Ta6nerku npenapara MEJIOKCUKAM ABECHUMA coaepikaT 1akTo3y (caxap MOJIOYHBIN ).
JlaHHBII JIEKapCTBEHHBIN MpenapaT He CAeAyeT NPUHUMATh NallUeHTaM ¢ PEAKO BCTpeUaroniencs

HACJIEJICTBEHHON HEMEPEHOCUMOCTBIO TaJIAKTO3bI, JTAKTa3HOM HEJOCTATOYHOCTHIO MM TIHOKO030-
raJlakTO3HOH MallbabCcopOIHeH.

JlaHHbI IpenapaT coepkut MeHee 1 Mmob (23 Mr) HaTpusi HA MAKCUMAITBHYIO PEKOMEHTyeMYIO
CYTOYHYIO 703y 15 MrI, TO €CTb, 110 CYyTH, HE COACPKUT HATPHUSI.

4.5. BzaumoaeiicTBue ¢ JPYrUMHM JIeKAPCTBEHHBIMM TMpenaparaMd M Jpyrue BHAbI
B3aNMOJAEHCTBUSA

Hpyrue MTHrHOUTOPBI CHHTE3a MPOCTArIaHANHOB, BKiIroYas ' KC u canuimiarsl
ODHOBpPEMEHHBIM TIPUEM C MEJIIOKCHKaMOM YBeIW4YuBaeT puck oOpazoBaHusi si3B B KKT u

KeIyJOUYHO-KUIIEYHBIX KPOBOTEUEHUH (BCIEACTBHE cHHEpru3Mma aedcTBus). OIHOBpEMEHHBIH
npueM ¢ npyrumu HIIBII He pexoMenyeTcs.

AHTI/IKOEIFV.H}IHTBI JJI npuema BHYTPB, Irerapmud JUJIA CHUCTEMHOI'O IIPUMCHCHUA,

TPOMOOJIUTUYECKUE CPEACTBA

OIHOBpEMEHHBI TIPUEM C MEJIOKCMKAaMOM IIOBBIIIAET PHUCK KpoBOTeueHHs. B ciydae
OJIHOBPEMEHHOT'0 IPUMEHEHHUsI He0OXOIUM TIATENbHBIN KOHTPOJIb 32 CBEPTHIBAIOIIEH CUCTEMOM
KPOBH.
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OnHOBpEMEHHBIII TpUEM C MEJTOKCHMKaMOM TMOBBIIIAET PUCK KPOBOTEUYEHHUS BCIIEJCTBHE
UHTUOMPOBaHUs TpoMOonUTapHOH ¢yHKIMU. B ciiyuae OJHOBPEMEHHOTO MPUMEHEHHS
HE00XO0/IUM TIIATEIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIECH CHCTEMON KPOBH.

IIpenapatsl IUTUS

HIIBII noBsIIalOT KOHLIEHTPAIMIO JIUTHUS B IJIa3M€ MTOCPEACTBOM YMEHBIIIEHUS BBIBEACHUS €r0
noukamMu. OTHOBpEMEHHOE MPUMEHEHHIE MEJIOKCHKaMa ¢ TiperapaTaMu JIMTHS He PeKOMEH/TYETCHI.
B cnaydae HeE0OXOAMMOCTH OJHOBPEMEHHOTO TPUMEHEHHS PEKOMEHIYETCS TIIATeIbHBIN
KOHTPOJIb KOHIIEHTpAI[MH JUTHS B IJJa3ME€ B TEUCHHUE BCErO Kypca NMPUMEHEHHUs MpernapaTroB

JINTHAL.

Merorpekcar
HIIBII cHMkaroT cekpenuio METoTpeKcaTa II0YKaMy, TEM CaMbIM IOBBIIIAs €0 KOHLIEHTPALUIO B

wazme. OqHOBpEeMEHHOE MPUMEHEHHE MEJNIOKCHKama W MeToTpekcara (B mo3e Ooiee 15 mr B
HEZIENI0) He peKoMeHayeTcs. B ciyyae 0IHOBpEMEHHOT0 MPUMEHEHHS] HEOOXOUM TIIATeIbHBIN
KOHTpPOJIb 3a (QyHKOHEH Tmo4YeKk u (popmymoli KpoBH. MeTOKCHKaAM MOXET YCHUJIMBATh
reMaToJIOrMuecKyl0 TOKCHUYHOCTh METOTpeKcaTra, OCOOCHHO Y TMAalUMEHTOB C HapylleHHEM
¢byuknun noyek. [Ipy coBMecTHOM NMpUMEHEHUH METOKCMKaMa U METOTpeKcaTa B TeueHHe 3-x
JTHEW BO3PACTAET PUCK MOBBIIICHHUS] TOKCUYHOCTHU MOCIIETHETO.

Kourpauenims

Ectp nanneie, uro HIIBII MoryT cHmXaTh 3 PeKTHBHOCTh BHYTPUMATOYHBIX KOHTPALIETITUBHBIX
YCTPOMCTB, OHAKO 3TO HE JOKAa3aHO.

Mudenpucron

He cnenyer nmpumensars HIIBII B Teuenne 8—12 aneit mocne nmpumMeHeHus MUQPENPUCTOHA, T.K.
BO3MOXHO BJIMSHUE HA 3PPEKTUBHOCTH JICUCHHSI MUDETIPUCTOHOM.

ﬂHy[}GTI/IKH

[Tpumenenne HIIBII B ciyuae 00e3BOKMBaHUS MAIUEHTOB COMPOBOXKAAETCS PUCKOM Pa3BUTHS
OCTPOM MOYEUYHOU HEAOCTATOUYHOCTH.

I'unoTeH3uBHEIC cpeacTBa (0eTa-aApEH00I0KATOPEI, HHTHOUTOPHI aHTMOTESH3MHIPEBPAIIAIOIIETO
(bepMeHTa, Ba30IMJIATATOPEI, JUYPETHUKH )

HIIBIT cHmwxkaT 3¢G(}EKT THUNOTEH3WBHBIX CPEJICTB BCIECACTBHE WHTHOMPOBAHMS CHHTE3a
MPOCTarjIaHANHOB, 00JIaIAI0IINX Ba30IUIATUPYIOIIMMHI CBOMCTBAMH.

AHTaroHMCTHI perenTopoB anruoren3mHa Il u I/IHI‘I/I6I/ITODBI AHTHMOTCH3UMHITPCBPAIIAIOICTO

ghe[gMeHTa

AHTaroHucTsl  pernentopoB  aHruoreHsuHa Il Tak  Ke, Kak W  HUHTUOHUTOPHI

AHTMOTEH3WHIIPEeBpaniarero ¢gepMenra, npu cobMectHom npumenenuu ¢ HIIBIT ycunmBaror
CHI)KEHHE KIIyOOUKOBOW (DPUIBTpALIMU, YTO, TEM CaMbIM, MOXET MPUBECTU K Pa3BUTHUIO OCTPOM
MOYEYHON HETOCTATOYHOCTH, OCOOEHHO Y MALMEHTOB C HapylUIeHNeM (PYHKIIMH MOYEK.

Konectupamuu
Ces3biBast menokcukaM B JKKT, mpuBoauT k ero 6osee ObICTPOMY BBIBEACHUIO.

! !I/IKJ'IOCHOQI/IH

HIIBII, oka3biBasg JeHCTBME Ha  IIOYEYHBIE  MPOCTArJaHAWHBI, MOTYT  YCHUIIUBATH

HE(POTOKCUIHOCTH ITUKJIOCTIOPHHA.
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ITemeTpexces (MOCNEOOBATENEBHOCTL 0004)

[Ipu ogHOBpEMEHHOM MPUMEHEHUHM MEIOKCHMKAMa M MEMETPEKCela y MalMEHTOB C KIMPEHCOM
KpeaTHHHHA OT 45 10 79 MI/MUH TipreM MeJOKCUKaMa CIeayeT MPEeKpaTUTh 3a 5 AHEH 10 Havyana
npreMa TeMeTpeKcea W BO3MOXKHO BO30OHOBUTH uepe3 2 JHS MOCIe OKOHYAHMS TpueMa
npemapata. Ecnu cymecTByer HEOOXOIUMOCTh B COBMECTHOM NPHMEHEHHUH MEIOKCHKaMma W
neMeTpeKcea, TO MAUeHThl TOJDKHBI HAXOAUTHCS O] TUIATEIbHBIM KOHTPOJIEM, OCOOEHHO B
OTHONIIEHWU Muenocynpeccud U Bo3HMKHOBeHHMs HP co croponsr KKT. V mnammeHtoB ¢
KIIMPEHCOM KpeaTHHHHA MeHee 45 MII/MHUH IIPUEM MEJIOKCMKaMa COBMECTHO C IEMETPEKCEIOM He
PEKOMEHTyEeTCHl.

JlekapcTBeHHBIE Npenaparbl, KOTOPbLIE O0JAJa0T W3BECTHOU CHOCOOHOCTHIO MHTHOUPOBATH
CYP2C9 w/unu CYP3A4 (i MeTa0oIU3UPYIOTCS IPU VIACTUH ATUX (HDEPMEHTOB)

[Ipu npuMEeHEHNN COBMECTHO C MEIOKCUKaMOM JIEKaPCTBEHHBIX MTPENapaToB, KOTOPhIE 00JIa1at0T
u3BecTHOM crnocoOHocThIO nHTHONpoBaTh CYP2C9 n/unn CYP3 A4 (nnu metabonm3upyroTes npu
y4acTHH 3TUX (EPMEHTOB), TAKMX KaK MPOU3BOJHBIE CYIh()OHUIMOUYECBUHBI WU MPOOCHEITUI,
ClIeflyeT MPUHUMATh BO BHUMAaHHUE BO3MOXHOCTh (DapMaKOKHHETHYECKOTO B3aUMOICHCTBHSI.

IlepopallbHBIC THIIOTITMKEMHYCCKHE CPEJICTBA (HaHDI/IMeD, IIPOU3BOAHBIC CVJ'II)(bOHI/IJ'IMOLIeBI/IHBI,

HaTeTJIMHUIA)

[Ipu coBMECTHOM IPUMEHEHUH C IEPOPATILHBIMU TMIIOINIMKEMUUYECKUMHU CPEACTBAMHU (HampuMmep,

IOPOM3BOJHBIMU  CYNb()OHMIMOYEBHHBI,  HATETJIMHUIOM) BO3MOXKHBI ~ B3aWMOJICHCTBHUA,
onocpenoBanHble CYP2C9, koTopbple MOTYyT NPUBECTH K YBEIMYEHHUIO KOHLIEHTPALMM KaK ITHX
JEKapCTBEHHBIX CPEACTB, TaK M MeEJOKCMKamMa B KpoBH. IlanmueHTsl, OJHOBpEMEHHO
IPUHUMAIOIIME MEJIOKCHKaM C IpenapaTtamMy Cyab(OHUIMOYEBUHBI WM HATETTIMHU/IA, JOJKHBI
TIIATEJIBHO KOHTPOJIMPOBATH KOHLEHTPALMIO IIOKO3bl B KPOBH H3-32 BO3MOKHOCTH Pa3BUTHS
TUIOTTIMKEMUH.

AHTauuapl, TUMETHAUH, TUTOKCUH U HYPOCEMUL
[Ipy oOAHOBpEeMEHHOM NIPHUMEHEHWW aHTAIMIOB, NHMMETHIWHA, JWTOKCHMHA M (ypoceMua

3HaYMMBIX (PapMAaKOKMHETUYECKUX B3aUMOJICHCTBUI BBISIBJICHO HE OBLIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemennoctb
[Ipumenenne mnpenapara MEJIOKCHUKAM ABEKCHMMA mnpotuBonoka3aHo BO BpeMms

o6epemerHocTH (cM. pazzaen 4.3).

Jlakranus
N3BectHo, uro HIIBII npoHukaroT B TpyaHOE MOJOKO, MOATOMY NPUMEHEHHE Mpenapara

MEJIOKCUKAM ABEKCHUMA B nepuoa TpyAHOTO BCKapMJIMBaHHUSI MPOTHBOIMOKA3aHO (CM.
paznen 4.3).

DdepTUabHOCTD

Kak mnpenapar, WHruOMpYIOUIMA CHHTE3 IMKJIOOKCHUT€HA3bl/TPOCTArJaH/InHOB, Ipernapar
MEJIOKCUKAM ABEKCHMA MoeT oka3blBaTh BIMSHHE HA (HEPTUIBHOCTD, U MO3TOMY HE
PEKOMEHAYETCsl €r0 IPUMEHEHUE Y JKEHILUH, TNIAHUPYIOIUX 0€peMEHHOCTh. METOKCHKaM MOKET
IPUBOJUTS K 3aJIep>KKe OBYJISLMU. B CBA3M € 3TUM y )KEHIIMH, UMEIOIIUX IPOOIEMBI C 3auaTHEM
U IPOXOALIMM 00CIIeI0BaHKE 10 MOBOY MOAOOHBIX MPO0JIeM, pEKOMEHIYETCsl OTMEHA NpHUeMa
npenapata MEJIOKCUKAM ABEKCHUMA.
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4.7. Bausinue Ha CHOCOOHOCTH YNPaBJIATH pancn&%gﬂﬁd]'gﬁﬁzmmcﬁ Tp:’agg{:'éli“llb c

MEXaHU3MaMH

CrienuanpHbIX KIMHUYECKUX HCCIEIOBAaHMN BIMSHUS Iperapara Ha CHOCOOHOCTh YINPaBISATh
TPAHCIIOPTHBIMU CPCACTBAMH W MCXaHU3MaMU HC IIPOBOANIIOCH. OI[HaKO npu yIrpaBJICHUNU
TPAHCIIOPTHBIMU CPCACTBAMU H pa60Te C MCXaHU3MaMHu CJICAYCT MNMPHUHUMATbL BO BHHMAHUC
BO3MOXXHOCTh PAa3BUTHUSl TOJOBOKPYKEHHUS, COHJIMBOCTH, HApPYyLICHUS 3pEHUS WIH JPYruX
HapyIIeHUH CO CTOPOHBI IIEHTPAJIBHOW HEpPBHOW cucTeMbl. [lanmeHTam criemyer coOioaaTh
OCTOPOKHOCTB IIPU YIIPABICHUH TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pesrome npoduiis 6e3onacHocT
He)KeHaTeHBHBIe peaKI_II/II/I, HpeI[CTaB.HeHHBIe HHXKC, KJ'IaCCI/Iq)I/II_II/IpOBaJ'II/ICB 110 opraHaM nu

CHCTEMaM U B COOTBETCTBUH ¢ TepmuHoiorueit MedDRA.

UactoTa HEXeNaTeNbHBIX peaklnid, KOTOpbIe MOTYT BO3HHKATh BO BpEMsl TEpaluH, MPUBEIACHA
B BHUJE Clenylomel rpaganuu: odeHb 4acto (> 1/10); wacro (> 1/100, Ho < 1/10); Hewacto
(> 1/1000, HO < 1/100); penxo (= 1/10000, HO < 1/1000); ouens peaxo (< 1/10000); gacroTa
HEU3BeCTHA (Ha OCHOBAHWU UMEIOLINXCS JaHHBIX OI[CHUTh HEBO3MOXKHO).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Heuacto — anemus;

peAKO — W3MEHEHHS 4YHclia KJIETOK KPOBH, BKIIOYAs W3MEHEHUS JICHKOIMTAPHOU (HOPMYIIBI,
JeHKONEeHHsI, TPOMOOLIUTOTICHHUSL.

Hapywenus co cmopoHvl uMMyHHOU cucmembl

Hewacto — npyrue peakuuu runepyyBCTBUTEILHOCTA HEMEIIIEHHOTO THUTIA™,;

YaCTOTa HEM3BECTHA — aHA(PMITAKTHYECKUM MMOK™*, aHAPUITAKTOUIHBIC PEaKIIHH ™.

Tcuxuueckue napyuienus

Yacto — n3MeHEeHUE HaCTPOCHUS ™ ;

Yactora HEeM3BECTHA — CITYTAHHOCTh CO3HAHUS ™, e30pUeHTAIUs ™.

Hapywenus co cmoponul HepéHoii cucmemvl

YacTto — rojioBHast 00JIb;

HEYacTO — rOJIOBOKPYKEHHE, COHJTUBOCTbD.

Hapywenus co cmoponvl opeana 3penus

Penko — KOHBIOHKTUBUT*, HAPYIICHUS 3pEHUS, BKIIOYasi HEUETKOCTh 3PCHUS ™.

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Heuacto — BepTuro;

pPEAKO — IIyM B yIlIax.

Hapywenus co cmoponwl cepoya

Penko — omyienue cepameOrueHus.

Hapywenus co cmoponwl cocyoos

Heuacto — noBbllieHre apTepuaibHOrO JaBICHUS, YyBCTBO «IIPHJIMBA» KPOBHU K JIUILY.
Hapywenus co cmoponul Ovixamenvhoti cucmemsvl, 0p2anoe 2pyOHOU KiemKu U cpedoCmeH s,
Penko — OpoHxmanbHas acTMa y MAIMEHTOB C aJUIEPTHEH K alleTHIICATHUIMIOBOM KUCIOTE WIIH
npyrum HIIBIL.
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Kenyoouno-Kuueynvie HapyuleHus

Yacro — 6011b B )KUBOTE, AUCIICTICHS, AUAPEs, TOLUIHOTA, PBOTA;

HEYAaCTO — CKPBITOE MIIU SIBHOE >KETyJOYHO-KHIIEYHOE KpPOBOTEUEHHE, TacTpUT®, CTOMATHT,
3arop, B3AyTHE KHUBOTA, OTPHIKKA;

PENKO — racTpoyoieHaJIbHBIE S3BbI, KOJIUT, 330(arur;

oudeHb peako — nepdopamms KKT.

Hapywenus co cmoponvl neuenu u scenyuebl@o0AWux nymeu

HeuacTo — TpaH3uTOpHBIE M3MEHEHMS IMOKa3aTeNnel PyHKUUU NeueHHn (HampuMmep, MOBbIIICHHE
AKTUBHOCTH TPaHCAMHUHA3 WM KOHIICHTPAIIMH OUIUPYOrHA);

OYCHb PEJIKO — TemaTuT™,

Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKaHelu

HedacTo — aHTHOHEBPOTHUYECKUH OTEK™, 3y, KOXKHAsI CHIIb;

PeIKO — TOKCUYECKHH  JmuaepMaibHbIl  Hekponm3®, cunapom  CtuBeHca — JI)koHcoHa™,
KpanuBHUIIA;

OYEHb pelIKo — OyJUIe3HbIN qepMaTut®, MHOroopMHas spurema™;

4acTOTa HEM3BECTHA — (POTOCEHCHOMIM3AIINS.

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0aWuUx nymetl

Heuvacto — u3meHeHus nokasateneil (yHKIMU MOYeK (MTOBBIIICEHUE YPOBHS KpPEaTHHHHA W/MIH
MOYEBHHBI B CBIBOPOTKE KpPOBH), HapyIICHHS MOYEHCIYCKAHMsS, BKIIOYas OCTPYIO 3aJCpPiKKY
Moumn™*;

OUYEHb PEJIKO — OCTpasi MoYeyHasi HeIOCTATOYHOCTh ™.

Hapywenus co cmoponvl penpo0yKkmusHoU cucmembl U MOJIOYHBIX JiCENe3

Heuacro — no3nusis oBysius™;

4acTOTa HEM3BECTHA — OECILJIOINE Y )KCHIIUH ™,
* HP, 3apeructpupoBaHHBIC TIPH IOCTMAPKETHHIOBOM MPUMEHEHHUH, CBS3b KOTOPBIX C MPHEMOM IIperapaTa
paco€HuBalIaCh KaK BO3MOKHasA.

Onucanye HEKOTOPBIX HEXKEIATEIbHEIX PEAKIINNI

CoBMecTHOE NpPUMEHEHHE C JIEKaPCTBEHHBIMU CPEICTBAMH, YTHETAIOIIMMHU KOCTHBIM MO3T
(HampuMep, METOTPEKCAT), MOXKET CITPOBOIIMPOBATH IIUTOMIEHHUIO.

Kenynouno-kuiieqyHoe KpOBOTEUECHUE, 513Ba WIH Mepdopaiusi MOTYT IPUBOJUTH K JIETAIbHOMY
UCXOAY.

Kak u nmnsa apyrux HIIBII, He uCkIt0YalOT BO3MOXKHOCTb MOSIBIEHUS WHTEPCTUIMAIBHOTO
HedpuTa, IIIOMepYIoHePpUTa, TOUYCIHOTO MEAYIIIPHOTO HEKPO3a, HEPPOTUIECKOTO CUHIPOMA.

CTU
Y4uuThIBas, 4YTO TIOKa3aHWE IOBEHWJIBHBIH PEBMATOUIHBIA apTPUT OTHOCUTCS TOJNBKO K
ompeneseHHON Tpynmne aeTeil Becom Oosiee 60 kr, okmmaercs, 4yTo Tpodwib Oe30macHOCTH
npenapara OyaeT TakuM JKe, Kak y B3pochbiX. [Ipodunp Oe3omacHOCTH, HaAOIIOMaeMbId B
COOTBETCTBYIOIIMX  KIMHWYECKUX  HUCTBITAHUAX C  ydyacTHeM  JeTed, a  TaKxke
MOCTPCTUCTPAIUOHHBIX HCCICIOBAHUAX, HC IMOKa3aJl CYHMICCTBCHHBIX paBJ’II/I‘II/Iﬁ C TAaKOBBIM Y
B3pOCIIBIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO03pEBAEMBbIX HEXKENATeNbHBIX PEAKIMAX IIOCIE PETUCTpaIiH
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeHns] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T10JTb3a-PUCK» JIEKAPCTBEHHOTO IMpernapara. MEIUIUMHCKUM pa0OTHUKAM pPEKOMEHIYyeTcs

9
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coo0IaTh O JIOOBIX I0JI03PEBAEMBIX HC)KCJ'I&TCJ‘IBHBIXI:%gg%agﬂ;l:ﬁﬁlméﬁg&gjI ﬂ'l-"f g)aTa

Yyepe3 HAI[MOHAIbHBIE CUCTEMbI COOOIICHHS O HEXKENATENbHBIX PEAaKIHAX TOCYIapCTB-YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccuiickas @eoepayus

®denepanbHas ciryx0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miomanb, a.4, ctp.l.

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

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru.

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHET!
https://www.roszdravnadzor.gov.ru.

Pecnybnuka Apmenus

«leHTp 3KCHepTU3bI JIEKAPCTB U MEAUIMHCKUX TexHoaoruii» ['HKO

Anpec: 0051, r. EpeBan, np. Komuraca 49/5.

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05.

DnekTpoHHas nmoyra: info@ampra.am; vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOH ceTu «MHTepHeT»: https://www.pharm.am.

4.9 Ilepeno3upoBka

JIaHHBIX O Cily4asX, CBI3aHHBIX C MEPENO3UPOBKOM MEIOKCUKAaMa, HAKOIIJIEHO HEAOCTATOYHO.
CuMITOMBI

BepositHO, OyIyT IpHCYTCTBOBATh CUMITOMEI, CBOMCTBeHHBIE nepeno3upoBke HITBII B Tskénbix
CIIy4asiX: COHJIMBOCTh, HAPYIIIEHUSI CO3HAHUS, TOIITHOTA, PBOTA, OOJIM B SMIUTACTPHH, KEITYI0YHO-
KHMIIIEYHOE KpPOBOTEYEHHE, OCTpas IOYEYHas HEJAO0CTaTOYHOCTb, M3MEHEHHs apTEPUATBHOIO
JIaBJICHUS, OCTAHOBKA JbIXaHHUs, aCUCTOJIHS.

Jleuenue

AHTHJIOT HE HM3BECTEH, B Clly4ae IMEPEJO3UPOBKH IperapaTa CIeIyeT MPOBECTH 3BAKYAIUIO
COJIEP’)KMMOT0 JKelylKa M OOIIyI0 MOJAJEp:KUBaOIIy0 Tepanuio. KomecTupamuH yckopsieT
BBIBE/ICHUE MEJIOKCUKaMa.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA
5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

®apMakoTepaneBTUYECKass TIpyNNa: MPOTUBOBOCHAIUTENbHBIE M  INPOTHUBOPEBMATHUECKUE
Ipenaparsl; HECTEPOUJHbIE MPOTUBOBOCHAINUTENIBHBIE W MPOTUBOPEBMATHYECKUE IpENaparsl;
OKCHKaMBlI.

Kox ATX: MO1ACO06.

MexaHu3M IeHCTBUS

[Ipenapatr MEJIOKCUKAM ABEKCHUMA sBnseTcss HeCTEPOUAHBIM MPOTUBOBOCIAIUTEIbHBIM
IpernapaToM, OTHOCUTCS K  TPOM3BOAHBIM  HSHOJOBOW  KHUCIOTBI U OKa3bIBAET
IIPOTUBOBOCIIAJIUTENIBHOE, AHAJIBIETUUECKOE M AHTHUIMPETUYECKOE JEHCTBUE. BplpaxkeHHOE
IIPOTUBOBOCIIAJIUTENIBHOE JEMCTBHE MEIOKCHKamMa YCTAaHOBJIEHO Ha BCEX CTAHIAPTHBIX MOJEIAX
BOCNajeHus. MexaHu3M JAEHCTBHS MEJIOKCHMKaMa COCTOMT B €ro CIIOCOOHOCTH MHIMOMpOBATh
CHHTE3 ITPOCTArIaHMHOB — U3BECTHBIX MEINATOPOB BOCIIAIECHUS.

10
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dapmakognaamuyeckue P PeKTel

COOTBETCTBYET KCNEPTHOMY OTYETY

Menokcukam in vivo MHTHOUPYET CHHTE3 MPOCTarjiaHAMHOB B MECTE€ BOCHAJICHHS B OOJBIICH
CTETICHH, YeM B CITU3UCTON 000JI0UYKE )KENMyIKa WU MOYKaX.

OTH pa3nuuus CBSI3aHBI ¢ 0OJiee CENEKTUBHBIM MHTUOMpPOBaHUEM HUKIOOKcHreHasbl-2 (L1OI-2)
no cpaBHeHUIO ¢ nukiookcureHazoi-1 (IIOI'-1). Cumraercs, yto wunruObmpomanue [[OI'-2
obecrieunBaer TepaneBTuueckue aAciictBus HIIBII, Torma kak WHTrHOMpOBaHHWE TOCTOSTHHO
npucytcTByromiero ndodpepmenta [{OI'-1 MoxkeT OBITh OTBETCTBEHHO 32 TOOOYHBIC JICHCTBUS CO
CTOPOHBI XKelyJKa U nouek. CeleKTUBHOCTh MeJoKcukaMma B oTHomenuu [{OI'-2 moareepxkaena
B Pa3JIMYHBIX TECT-CUCTEMAX, KaK in Vitro, Tak v in vivo. CeleKTUBHAs CIIOCOOHOCTh METOKCUKaMa
uHruouposate L{OI'-2 mokazana mpu MpUMEHEHHHM B KAa4eCTBE TECT-CUCTEMBI LIEIBbHON KpPOBH
YeloBeKa in Vitro. YCTaHOBJEHO, YTO MEJOKCHMKaM (B go3ax 7,5Mr u 15 Mr) akTuBHEe
uarunOupoBan [{OI'-2, oxaspiBas Ooibliiee WHTHOUpPYIONIEe BIUSHUE HA MPOAYKIUIO
npocrarnananHa E2, CTUMyIUpyeMylo JIMIONONMCAXapuaoM (peakuusi, KOHTpPOJIHpyeMas
[IOI'-2), yem Ha MPOAYKIMIO TPOMOOKCaHa, YYacCTBYIOIIErO B IPOIIECCE CBEPTHIBAHHS KPOBHU
(peakmusi, koHTtposmpyemas I[OI'-1). DOtu »sddextsl 3aBucenn OT BETUYUHBI JIO3BI.
B uccnenoBaHusax ex vivo okKazaHO, YTO MEJOKCHKaM (B go3ax 7,5 Mr u 15 Mr) He Ooka3bIBaeT
BJIMSTHUS Ha arperaiuio TpPOMOOIIMTOB U BpEMSI KPOBOTEUEHUS.

Knunnueckas 3¢ hekTuBHOCTS M 0€30MacHOCTh

B xnunnueckux uccnegoanusix HP co croponst XKKT B 11e10M BO3HUKANIN pexe MpHU MpUEME
Mmenokcukama 7,5 mr u 15 mr, yuem npu npueme npyrux HIIBIIL, ¢ xoTopeiMM IpoBOAMIIOCH
cpaBHeHHe. D10 pasnuuue B yactore HP co ctopons! XKKT B 0CHOBHOM CBSI3aHO C T€M, UTO MpHU

preMe MeJIOKCUKaMa pexe HabJio1alich TaKue SIBIICHUS, KaK TUCIETICHs, pBOTA, TOITHOTA, 00JIb
B wuBoTe. Yacrora mepdopanuii B Bepxaux otnaenax KKT, s3B u kpoBoTeUeHHH, KOTOPHIC
CBSI3BIBAJIMCH C MPUMEHEHHEM MeJIOKCHKama, Obljla HU3KOM M 3aBUCEIa OT JJO3bI IIperapara.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopOnus
Menokcukam xopomio BcacbiBaeTcsi u3 JXKT, o ueM CBUAETEIHCTBYET BBICOKAsh aOCONOTHAs

o6uonoctynHocTs (90 %) nmocie ero npuema BHYTpb. [locie oAHOKpaTHOTO MpreMa MeJTOKCHKaMa
MaKCHUMasbHasl KOHIIEHTpalus MeJoKcuKaMa B I1a3Me (Cmax) JOCTUTAETCS B TeUEHHUE 5S—6 4acoB.
OnHOBpPEMEHHBIN NPUEM IMHUILM U HEOPraHUYECKUX AHTALKJIO0B HE U3MEHsET BcacbiBaHue. [Ipu
NPUMEHEHUU TIpenapara BHYTPh (B nmo3ax 7,5Mr m 15 Mr) KOHIEHTpaIlMu MEJIOKCHKaMa
MPOMOPLMOHANILHEI T03aM. PaBHOBECHOE cocTosiHHE (DapMaKOKWHETUKU JOCTUTAETCS B TIpeIenax
3-5 nueit. /lmama3oH pa3Iuyuil MEXIy MaKCHMAIbHBIMH W 0a3allbHBIMH KOHIEHTPAIUSIMHU
MEJIOKCHKama I0CJ€ €ro MpueMa OJWH pa3 B JIEHb OTHOCHUTEIBHO HEBEJIHMK M COCTABJISAET MPHU
npueme 10361 7,5 mr — 0,4—1,0 Mxr/mui, a mpu ipueme 10361 15 mr — 0,8—2,0 MKr/mMit (IpUBEIEHBI,
COOTBETCTBEHHO, 3HAUCHUSI MUHUMaThHON KOHIIEHTPAUH (Cmin) 1 MAKCUMATBHON KOHIIEHTPALIUN
(Cmax) B TIepHOJT PAaBHOBECHOTO COCTOSIHUS (DAPMAKOKUHETUKHU), XOTS OTMEYAIIMCh U 3HAYCHUS,
BBIXO/JISAIIME 33 YKa3aHHBIN 1UaMa3oH.

Cimax B TIEpHOJT PABHOBECHOTO COCTOSTHUS (DapMaKOKUHETUKH JJOCTUTAETCS Yepe3 S—6 yacoB mocie
IpueMa BHYTPb.

Pacnpenenenue

Menokcukam 04eHb XOPOIIIO CBSI3bIBACTCS ¢ O€ITKaMU IJ1a3Mbl, B OCHOBHOM € aTbOYMUHOM (99 %).
[IpoHukaetr B CHHOBUANIbHYIO JKUJIKOCTb, KOHIIEHTPALUS B CHHOBHAIBLHOM KMIKOCTH COCTABIISIET
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npumepHo 50 % koHLeHTpauuu B miazme. OobeM pacnpégggﬂwg&%mtﬁggrﬁar%% fema
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BHYTPbh MEJIOKCHUKaMa (B J03ax oT 7,5 Mr a0 15 Mr) cocraBisieT okonio 16 11, ¢ KoaddunueHToM
Bapuauuu ot 11 1o 32 %.

Buorpancdopmarnus

MenokcukaM TO4YTH TIOJHOCTBIO METaboNMM3upyeTcsi B TIEYeHH C oOpa3oBaHueM 4-X
(bapMaKoIOTHYECKH HEaKTUBHBIX MIPOU3BOIHBIX. OcHoBHOMI MeTaboNuT,
5’-kapOokcumenokcukam (60 % oOT BenmMYMHBI J03bl), OOpa3yercs MyTeM OKHCIEHUs
MIPOMENKYTOUYHOTO MeTaboJInTa, 5’-ruIpOKCUMETUIIMENIOKCUKaMa, KOTOpPBIN TaKXKe
JKCKpeTupyeTcsi, Ho B MeHbliel crerneHu (9 % or BemmuuHbl A03b1). MccnenoBanus in vitro
MOKa3aj, YTO B JAHHOM METabOJMUYECKOM MPEBPAIICHUN BaXXHYIO POJIb UTPAET H30(PEPMEHT
CYP2C9, nononuutensHoe 3HaueHne nmeet nzopepment CYP3A4. B oOpa3oBanuu AByX APYrux
METa0O0JIUTOB (COCTABJISAIOIINX, COOTBETCTBEHHO, 16 % 1 4 % OT BEJIMUMHBI JO3bI MEIOKCHKaMa)
NPUHUMAET Yy4YacTHEe NEPOKCHAa3a, aKTUBHOCTb KOTOPOM, BEpPOSTHO, WHIUBUIYAIBHO
BapbUPYETCS.

OIMMUHALNS
BriBoguTCS B paBHOM CTENEHW dYepe3 KHINCYHWK M TOYKaMH, MPEUMYIIECTBEHHO B BHJIC

MeTa0oIUTOB. B HEM3MEHEHHOM BHJE 4epe3 KHUIIEYHHUK BBIBOJUTCA MeHee 5 % OT BEITMYMHBI
CYTOYHOH 71031, B MOYE B HEU3MEHEHHOM BH/JIE MEJIOKCKAaM OOHApYKUBAETCS TOJIBKO B CIIEIOBBIX
konuuecTBax. CpeIHUI Nepuo NOJyBBIBECHUS MEIOKCHKama Bapbupyercs oT 13 1o 25 gacos.
[Ina3MeHHBI KIMPEHC COCTaBIsET B CpedHeM 7—12 MuI/MUH TOCIe OJHOKPATHOTO MpuemMa
MEJIOKCHKaMa.

JINHEWHOCTE
MenokcukaMm ~ JIEMOHCTPUPYET  JUHEHHYIO  (apMaKOKMHETHKY TpH TPUMCHEHHUH B
TEpaneBTUUYECKUX 103aX 7,5 MI U 15 Mr mociie nepopasbHOro Ui BHYTPUMBILIEUHOTO BBEACHMUSL.

IloueuyHas ¥ IeYeHOYHAS HEAOCTaTOUYHOCTh

Henocrarounocts (hyHKIMM MEYEeHH, a Takxke cabo BhIpakKeHHasl MOYeyHasi HeJ0OCTaTOYHOCTD
CYIIECTBEHHOT'O BJIMSHMA Ha (ApMAaKOKMHETHKY MEJOKCHMKaMa He oka3biBaloT. CKOpocTb
BBIBEJICHUS MEJIOKCMKaMa W3 OpraHrM3Ma 3HAYWTEIbHO BBIIIE Yy IMAIMEHTOB C YMEPEHHO
BBIPQXCHHOW MOYEUHOM HEJOCTATOYHOCTHI0. MENOKCHKaM XY>Ke CBSI3bIBACTCS C OeJIKaMH I1a3Mbl
y NAalMEHTOB C TEPMHUHAJIBLHOW MOYEYHOM HENOCTATOYHOCThIO. [IpM TepMHHAIBLHON MOYEYHOU
HEJOCTAaTOYHOCTH YBEJIMYEHHE O0beMa paclpeiiesieHnuss MOXKET MPUBECTH K 0o0jee BBICOKUM
KOHIIGHTPALUsM CBOOOJHOTO MEJIOKCHKaMa, MO3TOMY Y 3THUX MAI[MeHTOB CYTOYHAs 11032 HE
JIOJIKHA IIPEBBIIIATE 7,5 M.

JInna mosKmjioro Bo3pacra

HO)KI/IJII:IG IMaIIUCHTHI 110 CpaBHeHI/IIO C MOJIOABIMH ImangucCHTaMu UMCIOT CXOOHBIC
(dhapMaKOKMHETHYECKHE TTOKA3aTeNH. Y TMOXHUJIBIX MAlMEHTOB CPEAHHUI TUTa3MEHHBIN KIMPEHC B
MEepPUOJI PABHOBECHOTO COCTOSIHUS (DAapMAaKOKMHETUKHM HEMHOTO HHXKE, YeM Y MOJIOJBIX
MalMEeHTOB. Y KEHIIWH MOXKWIOro Bo3pacTta Ooisiee Bbicokue 3HadeHus AUC (mromanp mon
KPUBOU «KOHIICHTPALUSI-BPEMSI») WU JUIMTEIBHBIN TEPHOJ TOJYBBIBEJACHUS IO CPAaBHEHHIO C
MOJIOJBIMH IAallMEHTaMU 000UX ITOJIOB.

eTu
Crnax (-34 %) 1 AUC- (-28 %) ObutH HUOKE y 1eTeit Milaiero Bo3pacra (2—6 JeT) mo cpaBHEHHUIO
¢ 6onee crapieil Bo3pacTHOU rpynmoi (7—14 71er), a KIupeHe MeloKcukama (C MOmpaBKol Ha
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LTS

Maccy Tella) y MIIAJIIuX JAeTel ObuT 00JIee BHICOKHUM. Pe{“gé%ﬁe-lgi;é%%é‘ Iﬁﬁhgﬁﬁg Iﬁz%ﬂ‘o'giilﬁmn

[I0Ka3aJI0, YTO KOHIIEHTPALlMU MEJIOKCHKaMa B TUIa3Me Yy JeTel CTapIliero Bo3pacTa U B3pOCIbBIX
CXO/HBI. Y neTel 00erX BO3PACTHBIX TPYII MEPHOJ MOJYBBIBEACHUS MEJIOKCUKaMa U3 TIa3MBbI
6611 cxoaHbIM (13 1) 1 HECKOIBKO 00s1ee KOPOTKHM, 4eM Yy B3pocibiX (15-20 u).

6. PAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JIakTO3bI MOHOTHIPAT (CaXap MOJIOYHBIN)
Kpaxman kaprodenbHbIii

KpeMHus auokcu1 Koiou IHbIH
[HoBunon K17

Hatpusa nutpara qurugpar

IMoBumou K25

Kanbuus creapar

Tanbk

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

3 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B OPUTHMHAJILHON YIIaKOBKE (KOHTYpHAs siYeKOBas yIIaKOBKa B TTAYKE) MPH TEMIIEPaType
He BoIIe 25 °C.

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 10 TabieTOK B KOHTYPHYIO SSYEHKOBYIO YIAKOBKY M3 IJIEHKH MTOJMBUHUIXJIOPUTHON U (hOTBTH
AJIIOMUHHMEBOU I1€YaTHOM JIAKUPOBAHHOM.

1,2, 3,4 i 5 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE C JTMCTKOM-BKJIIBIIIEM TOMEUIAIOT B
MavKy U3 KapTOHA JIsl TOTPEOUTENIbCKON Taphl.

He Bce pa3mepbl ymakOBOK MOTYT OBITh JOCTYITHBI JIJISI peaTH3aIiu.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  NPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs
JIEKApPCTBEHHOI'0 Mpenapara, ¥ pyrue MaHuMyJsiiHU ¢ NpenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
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7. TIEPYKATEJb PETUCTPAIIMOHHOTO|Y10CTOREPEHMG | =/ BHOCTE 0004)

Poccniickas @enepanus

OAO «ABekcuMa

125284, Poccus, r. MockBa, JIenunrpaackuii npocnekrt, 1. 31A, crp. 1.
Ten.: +7 (495) 258-45-28.

DneKkTpoHHas rmoyvra: info@avexima.ru

7.1. IIpencraBuTeib AepKaTessi PErHCTPANMOHHOIO YA0CTOBEPEHUs

[IpereH3un moTpeOUTEIICH HAIPABJISATh 110 aJIPECy:

Poccuiickas ®@eoepayus

OAOQO «ABekcuMa

125284, Poccus, r. MockBa, JIeHunrpaackuii npocnekrt, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

OnexTpoHHas noyra: info@avexima.ru

Pecnyonuxa Apmernus

TOO «Adalan»

050057, r.Anmatsl, yn. Tumupsizesa, 42, nas. 23, od. 202
Tenedon: +374-914-027-17

OnexTpoHHas noyra: pv@adalan.kz

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

JITT-Ne(001568)-(PT-RU)

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexkapcTBEHHBIH Mpenapat OTHOCUTCS K KaTErOpUU OTITYCKa MO PELenTy.
O6mas xapakrepuctuka jekapcrseHHoro npenapara MEJIOKCUMKAM ABEKCHUMA nocrtymnHa
B €IMHOM peecTpe 3aperucTPUpPOBAHHBIX  JIEKAPCTBEHHBIX  CpeAcTB  EBpasuiickoro

SKOHOMHYECKOTO COI03a M Ha O(HIMAIBHOM CalTe YIIOJIHOMOYEHHOTO OpraHa (9KCIIePTHOM
opranuzarnum) https://grls.rosminzdrav.ru (https://lIk.regmed.ru/Register/EAEU_SmPC).
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