COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 03.12.2025 N= 30010

OBLIASI XAPAKTEPUCTHUKA JEKAPCTREAHOLOTIPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOTI O ITPEITAPATA

Menokcukam-TeBa, 7,5 Mr, TaOJIETKH.
Menokcukam-TeBa, 15 Mr, TaOJNEeTKH.

2. KAYECTBEHHbBINA U KOJIUYECTBEHHBI COCTAB

JleficTByro1Ie€e BEIIECTBO: MEJIOKCUKAM.

Menokcukam-TeBa, 7,5 Mr, TabJaeTKH

Kaxxnas Tabnerka cogepxur 7, 5 Mr MeJIOKCHUKama.

BcnomorarenbHbple  BeIeCTBa, HaJWYME KOTOPBIX HEOOXOJMMO YYMTHIBaTb B COCTaBe
JIEKapCTBEHHOI'0 IIpernapara: JaKTo3bl MOHOTUAPAT (cM. pa3nensl 4.3. u 4.4).

Menokcukam-TeBa, 15 mr, TabaeTku

Kaxnas Tabnerka cogepxur 15 Mr menokcukama.

BcnomoratenbHbple  BeIeCTBa, HaJW4YME KOTOPBIX HEOOXOJMMO YYMTHIBAaTb B COCTaBe
JIEKapCTBEHHOI'0 IIpernapara: JaKTo3bl MOHOTUApAT (cM. paznensl 4.3. u 4.4).

[TonHbIl IepeyeHb BCIIOMOTaTeIbHbBIX BEIIECTB MPUBEIEH B paznene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.

Menokcukam-TeBa, 7,5 Mr, TabJeTku

Kpyraele mmockonunuHApUYECKHEe TaOMETKH KenToro I1Beta ¢ (ackod ©  JIEerKoi
«MPaMOPHOCTBIO»; C Pa3IeIUTEIIbHON PUCKOW Ha OJHOM CTOpOHE U TrpaBupoBKoit «MLX 7.5» Ha
JIPYyTrOi CTOPOHE.

Menokcukam-TeBa, 15 mr, TabieTku

TabneTku OBaNbHOM (OPMBI JKEITOTO I[BETA C JIETKOH «MPaMOPHOCTBIO»; C Pa3/IENUTEIbHON
PHUCKOI Ha OHOM cTOpoHE U rpaBupoBkoi «MLX 15» Ha apyroit ctopoHe.

Jlunusa pasznoma (pucka) MpeAHA3HAUYEHA HCKIIOUYHMTENBHO Ui pa3jiaMbIBaHUS C LEJbIO
o0JieryeHus mporjaaTbiBaHus, a He JUIS pa3/elIeHUs] Ha paBHbIE JT03bI.

4. KIIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHU IO

[Ipenapatr Menokcukam-TeBa noka3zaH K IPUMEHEHHUIO Y B3pOCIbIX U JIeTel crapie 12 jer ans
CUMITOMATUYECKOTO JICUEHHUS CIEAYIOUINX 3a00JIeBaHU:

e ocTeoapTput (apTpo3, AereHepaTUBHBIE 3a00JIEBaHUS CYCTABOB), B TOM YHUCJIE C OOJIEBHIM
KOMIIOHEHTOM;

® PEBMaTOWJHBIN apTPHUT;

®  AHKWIO3UPYIOIUN CIIOHTUIINT;

® IOBCHWJIBHBIA PEBMATOUIHBIN apTPHUT (y MAIMEHTOB C Maccou Tena > 60 Kr);

e JIpyrue BOCHAJIUTENbHBIC U JETEHEPAaTUBHbIE 3a00JIeBaHUS KOCTHO-MBILIICYHON CHCTEMBI,
TaKkue Kak apTponaTHuu, TOPCONaTHH (HampuMmep, Uimac, 60Jb BHU3Y CIMHBI, TUIEYEBOM
MepUapTPUT U APYTHE), COMPOBOKIAIOITHECS OOJIBIO.

[Ipenapat Menokcukam-TeBa noka3aH K IPUMEHEHUIO y AeTel Miaame 12 net (¢ Maccoii tena >
60 Kr) /Ui CHMIITOMAaTUYECKOTO JICYEHUS IOBEHUJIBHOTO PEBMATOMIHOIO apTPUTA.

4.2. PeskxuM 103MPOBAHUS H CIIOCO0 NPUMEHEHUA

Pexxum 103upoBanus

MakcumanbHasi peKoMeHyemasi CyToyHasi go3a — 15 mr.

Ocmeoapmpum c 6oneevim cunopomom. 7,5 Mr B CyTku. [Ipu HEOOXOAMMOCTH 3Ta 032 MOXKET
OBITH yBENIMYECHA IO 15 MI' B CYTKH.
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Peevamouonwiii apmpum: 15 mr B cyTku. B SaBPICHMOCTﬁIlI;IEel%&%ﬁbig(ﬁg&élfjé%;g ,Z_[ld;l;q\lfli%l)KGT

OBITH CHIDKEHA 710 7,5 MT' B CYTKH.
Anxunozupyrowutl cnonounum: 15 mr B cyTku. B 3aBucumMocTu ot nedeOHoro 3¢ dexra 3ta 103a
MOYET OBITh CHUXEHA 70 7,5 MI' B CYTKH.
FOsenunvHovlll peemamouonsiit apmpum: 7,5 MT B CyTKH.
VBenuueHue J03bl Ipenapara BbllIE PEKOMEHIYEMOW CYTOYHOM J03bl HE IMPUBOJUT K
MOBBIICHHIO €T0 Y (HEKTUBHOCTH.
Oco0ble rpynmnel NaMEeHTOB
Tlayuenmul ¢ Hapywenuem ynKyuu novex
Y nauueHTOB ¢ BBIPaXKEHHOM OYEUYHOW HEJOCTATOYHOCTBI0, HAXOISIINXCS HA TEMOAUATN3E, 1032
HE JIOJDKHA MPEBBIIATE 7,5 MT B CyTKH.
VY mauMeHToB ¢ MOYEYHOM HEIOCTATOYHOCTBIO JIETKOW M CPEIHEH CTENEHU TSDKECTH (KJIMPEHC
KpeaTHuHHHA OoJiee 25 MII/MHUH) KOPPEKIIUU JT03bI HE TpeOyeTCs.
Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu
VY manueHToB ¢ MUPPO30M IMeueH! (KOMITIEHCUPOBAHHBIM ) KOPPEKITNH 10361 HE TpeOyeTCsl.
Ilpuem 6 cocmage KOMOUHUPOBAHHOU Mepanuu
He crnegyer npuMeHATh mpenapar OJAHOBPEMEHHO €  JIPYTMMH  HECTEPOUJIHBIMU
IpOTUBOBOCTIANUTENbHBIMY NTpeniapaTtamu (HIIBIT).
CymmapHasg cyTo4yHas Jo3a mnpenapara MenokcukaM-TeBa, MPUMEHIEMOTO B BHUAE Pa3HbBIX
JIEKapCTBEHHBIX (DOPM, HE JIOJDKHA TPEBHIIATE 15 MT.
Ilayuenmul ¢ noBbILUEHHBIM PUCKOM PA3GUMUS HEXHCENAMENbHBIX PEeaKYUll
VY NanueHToB C MOBBIIMIEHHBIM PHCKOM HEXKEJaTeIbHBIX peakiuil (3aboseBaHUs >KeTyJ0YHO-
kumeynoro Tpakra (OKKT) B anamuese, Hanumume (HaKTOPOB PHCKA CEPIACYHO-COCYIUCTHIX
3a00JIeBaHNii) pEKOMEH/yeTCsl HAUMHATH JISYEHHUE C J03bI 7,5 MTI' B CyTKH (cM. pazzen 4.4).
Tak Kak NOTEHIMAIbHBIA PUCK HEXKENATEIbHBIX PEAKIIUA 3aBUCHUT OT J103bI U IPOJOJKUTEIBHOCTH
JIEYEHUs, CIEAyeT MCIOIb30BaTh MAKCUMAJIbHO BO3MOXHBIE HHU3KHME J03bl M KOPOTKYIO
MIPOJIOJKUTENBHOCTh IPUMEHEHUSI.
MaxkcuManbHas peKoMeHayeMas CyTouHas go3a — 15 mr.

eTu
DddexTuBHOCTh U O€30MacCHOCTh mpemnapara Menokcukam-TeBa y aereit mmaame 12 net, mo
MTOKa3aHUSM, OTJINYHBIM OT FOBEHUJIBHOIO PEBMAaTOUIHOIO apTPUTA, HE U3YyUEHA.
Crioco6 nmpuMeHeHus
BuyTpb.
OO011y10 CYTOUHYIO 703y CleAyeT NIPUHUMATh B OJIMH TPUEM, BO BpeMs €/Ibl, 3alTUBasi BOJIOW WM
JPYTON KUJIKOCTBIO.
Hepnocrarouno wuHGpOpManuu MpencTaBIeHO O BO3ACUCTBUM Mperapara IMpH CMEIIUBAHUH
U3MEIBbYEHHBIX TaOJIETOK C MULIEH WU KUIKOCTBIO.

4.3. [IporuBONOKA3aHUSA

e [ uUmepuyBCTBUTENBHOCTE K MEJIIOKCHKAMy W/WIM K JIOOOMY U3 BCIIOMOTaTEeNbHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

e [lomHOE WM HEMOJIHOE COYeTaHNEe OPOHXUATBLHON aCTMBI, PEITUANBUPYIOIIETO MOJIUII03a
HOCa U OKOJIOHOCOBBIX na3yx, aHFI/IOHeBPOTI/I‘-IeCKOFO OTCKa Njin KpaHI/IBHI/IL[BI, BBI3BAHHBIX
HETIEPEHOCUMOCTBIO  allETWICAIMIUMIOBON  KucinoTel wiaum  apyrux HIIBIT  u3-3a
CYIIECTBYIOIIEH BEPOATHOCTU TMEPEKPECTHON UYBCTBUTEIBHOCTH (B TOM YHCIE B
aHaMHe3e).

e DPO3WBHO-S3BEHHBIC TMOPAKEHUS >KEIyAKa W JABEHAAIATUIEPCTHOM KHUIIKH B CTaIduu
000CTpeHUs UM HETAaBHO MePEHECEHHBIE.

e BocnanutenpHbie 3a007€BaHUs KUIIEYHHKA — Ooe3Hb KpoHa WM SI3BEHHBIM KOJIUT B
CTaJ Ul 0OOCTPEHHS.

o Tsxemas meueHOYHAS HEJOCTATOUHOCTb.
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KpearuHuHa MeHee 30 MII/MUH, a TakXe NpPU TOATBEP)KICHHOH THIIEpPKAIMEMHH),
nporpeccupyloniee 3a0071€BaHNe MOYEK.

e AKTHUBHOE  JKEIyJAOYHO-KHMIIEYHOE  KPOBOTEUEHHME,  HEJABHO  II€PEHECCHHBIE
11epeOpOBACKYIApHBIE KPOBOTEUEHUSI WIJIM YCTAHOBJICHHBIM JIuarHo3 3a0oyieBaHHMA
CBEPTHIBAIOLIEH CUCTEMBI KPOBH.

e Tspkenas JeKOMIEHCUPOBAHHAs ceplieyHasl HeI0CTaTOYHOCTb.

e bepemenHocTs (cM. pasuen 4.6).

e Jlakramus (cM. pazzaen 4.6).

e Tepanus nepuoNepalioOHHBIX 00Jed MpH MPOBEAECHUU LIYHTUPOBAHHUS KOPOHAPHBIX
apTepuil.

e Penxas HacieqCTBEHHAsh HENEPEHOCHMMOCTb TallaKTO3bl, NE(HUIMT JAKTa3bl, TIIIOKO-
rajJjakTo3Hast MaJIbaOCOPOIIHsL.

4.4. OcoOble yka3zaHusi U MePbl MPEI0CTOPOKHOCTH NPU NPUMEHEHUH

C OCTOPOXKHOCTBIO
[Ipemapar Menokcukam-TeBa cieayer MNPUHUMATh C OCTOPOKHOCTBIO TIPU  CIEAYIOIIUX
3200JIEBAHUSX U COCTOSIHUSX:

e 3a0oJeBaHHUs JKEIyA0YHO-KUIIIEYHOTO TPaKTa B aHAMHE3€ (SA3BeHHast 0OJIE3Hb XKeTyIKa U
12-miepcTHOM KUIITKH, 3a00I€BaHUS TTICUEHH ).
XpoHuveckas cepaeunas HenoctaTouHocTh (XCH).
[Toyeunast HemOCTATOYHOCTH (KIuUpeHC KpeaTuHuHA 30—60 Mi1/MuH).
Nmemuueckast 601e3Hb cepiia.
[{epebpoBackynsapHbIe 3a00JI€BaHHS.
JlcnunuaeMust/ TUNepIIunu e Musl.
CaxapHblii muader.
ConyTcTByIOIIasi Tepanus ClASAYIOMUMH MpernapaTaMy: aHTUKOATYJISHTHI (B TOM YHUCIIE,
Bap(dapuH),  aHTHArperaHTbl,  MEpOpajbHbIE  TJIFOKOKOPTUKOUILI  (HAmpuUmep,
MPETHU30JI0H), CEJIEKTUBHbIE MHTMOUTOPBI 00PAaTHOTO 3aXBaTa CEPOTOHMHA (B TOM YHUCIIE
nuTagonpam, (pIyoKCceTHH, TapOKCETHH, CEPTPAIIHH).
3aboneBanus nepudepudecKux apTepun.
[Toxunoi Bo3pacr.
JnmurensHoe npumeHenue HITBII.
Kypenue.

e UYacroe ynorpebieHue ankoros.
AJleprudyeckre peakuuu
[Ipu mpueme npenapara MenokcukaMm-TeBa MOTYT pa3BUBAThCS TaKUE CEPHE3HBIC PEAKIIMH CO
CTOPOHBI KOXKH, KaK dKC(HOIMATUBHBIN epMaTuT, cuHapoM CTuBeHca-/[’KOHCOHA, TOKCUYECKUN
AMUJIEPMABHBIM HEKpOn3. B CBSA3M ¢ 3THM ciefayeT yAensTh 0co00e BHUMaHHE MaIeHTaM,
COOOILAOIIUM O Pa3BUTHH HEXKEIATEIbHBIX PEAKIHil CO CTOPOHBI KOXKHU U CIIM3UCTBIX 000JI0UEK,
a TaKKe PeakIuil MOBBIIICHHOW UYyBCTBUTEILHOCTH K Ipenapary, OCOOCHHO €Clid MOA00HBIC
peaxkuu HaOI0JaMuCh B TEUEHUE TPEIbIIYIINX KypCcoB JieueHus. Pa3BuTue mogo0HbIX peakinii
Ha6JIIOI[aeTC$I, KakK MpaBujio, B TCHCHUC MEPBOro MCECAla JICUCHUA. B CJIy4dac MOSABJICHUS MEPBBIX
MPU3HAKOB KOXKHOM CBIM, W3MEHEHMH CIM3UCTBIX O0O0O0JOYeK WM JAPYyTruX MPU3HAKOB
TUIEPYYBCTBUTEIHFHOCTH JIOJDKEH PACCMAaTPUBATHLCS BOMIPOC O MPEKPAIIEHUH MpUeMa mpernapaTa
Menokcukam-Tesa.
HaI_II/IeHTBI C SaGOHGBaHI/I}IMI/I AKCEITYAOYHO-KHUIICYHOI'O TPAKTa
[Taiuentsl ¢ 3aboneBanusamu JKKT momkHBI perynsipHo HaOmogaThes. [lpu BOZHMKHOBEHHUH
si3eeHHOro  mnopaxkeHus JKKT umm  Kemylno4HO-KHMIIIEYHOTO  KPOBOTEUYEHHUsSl — Iperapar
MenokcukaM-TeBa HEOOXOUMO OTMEHUTb.
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ar000e BpeMsi, KaK IpU HAIWMYUH HACTOPAKUBAIOLIMX CUMIITOMOB HMIIM CBEIEHUH O Cephe3HBIX
JKEIYJIOYHO-KHIIIEYHBbIX OCJIOKHEHUSX B aHAMHE3€, TaK W IPH OTCYTCTBUU 3THX IPHU3HAKOB.
[TocnencTBus TaHHBIX OCIOKHEHUHN B 11€JIOM 00JIee Cephe3HbI Yy JIHII MOKUIIOTO BO3pacTa.
[TarmeHTs! ¢ 326071€BaHUAMH CEPACUYHO-COCYTUCTON CUCTEMBI

[Ipu npueme HIIBII onmcanbl ciiyuyadl MOBBIIMICHUS PUCKA Pa3BUTHs CEPhE3HBIX TPOMOO30B,
uH(papKTa MUOKap/ia, MPUCTyIa CTEHOKApNH, BO3SMOKHO CO CMEPTEIbHBIM UCXO0A0M. Takoi puck
NOBBIIAETCS NpPU JUIMTEIbHOM NPUMEHEHUU IIpenapara, a TakXke Yy TalUueHTOB C
BbIIIIEyKa3aHHBIMH 3a00JI€BaHUSIMHI B aHAMHE3€ U MIPEIPACTIONOKEHHBIX K TAKMM 3a00JI€BaHUIM.
IarueHTsl ¢ 3a60J1€BaHUSIMH MTOYEK

HIIBII narHOUpyIOT B IOYKaX CHHTE3 MPOCTArJaHINHOB, KOTOPBIE YYaCTBYIOT B MOJJCPKaHUN
noueynoit nepdysuu. [Ipumenenue HIIBII y manmeHTOB CO CHUKEHHBIM TTOYEYHBIM KPOBOTOKOM
WIM YMEHBIICHHBIM O0BEMOM HUPKYJIUPYIOLIEH KPOBH MOXKET MPUBECTH K JEKOMIIEHCALUU
CKPBITO MpOTeKaromel nmoyedHoi Hemocrarounoctu. Ilocne ormenst HIIBIT ¢ynkums mouek
O0OBIYHO BOCCTaHABIMBAETCA J0 HCXOJHOTO YpOBHA. B HauOoublieil cTeneHu pUCKY pa3BUTHUS
ATOH peakUMH TOJBEP)KEHbl IOKUJbIE MAalMEHThl, NAIUEHTbl, y KOTOPBIX OTMEYaeTCs
JNeTuapaTanns, XpoOHHUEcKas cepjaeyHas HeIOCTaTOYHOCTh, IUPPO3 MeueHH, HePPOTHUECKUI
CHUHJIPOM HJIM OCTpble HapyIIeHUs (YHKLIUHU MOYEK; MAIUEHThI, OJTHOBPEMEHHO MPUHUMAIOIIIE
TUYpETUYECKHE CPEJCTBA, MHTMOUTOPHI aHTHOTEH3WHIIPEBpalIatoIiero (hepMeHTa, aHTarOHNUCTBI
anrnoteHsuH Il penenTopoB, a TakXe MAlMEHTHl, NEPEHECIINE CEPbE3HbIE XUPYPrHUECKUE
BMEIIATEIbCTBA, KOTOPHIE BEAYT K TUIIOBOJIEMUHN. Y TaKUX MTAIUEHTOB B HA4YAJIE TEPANHUU CIEAYET
TIIATEIILHO KOHTPOJIUPOBATh JUYPE3 U (PYHKIIMIO MTOYEK.

J[lnyperrku

ITIpumenenne HIIBII coBMECTHO ¢ AMypeTUKaMHU MOYKET IIPUBOAUTD K 3aJI€PIKKE HATPUs, KaIUsl U
BOJIbl, @ TAK)KE K CHUKEHUIO HATPUINYPETUUECKOTO AEMCTBUS MOYETOHHBIX CPEACTB. B pe3ynbrare
3TOr0 'y NPEIpaclolOKEHHbIX MAlMEHTOB BO3MOYKHO YCWIEHHE IPU3HAKOB CEpIECYHOMN
HEJOCTAaTOYHOCTH WJIM apTepUaIbHON THMepTeH3uu. B cBA3M ¢ 3TUM HEOOXOIUM TIIATEIbHBIN
KOHTPOJIb COCTOSIHMSI TaKUX MAIMEHTOB, a TAKXE Y HUX JIOJDKHA MOJJEPKUBATHCS aJCKBAaTHAs
ruapaTtanus. Jlo Havana jedyeHuss HEeOOXOAMMO IMPOBECTH HcCcieqoBaHHE (YHKIUU Movyek. B
cilydae MpOBEACHUS KOMOMHMPOBAHHOW TEpanuu cJelyeT TakKe KOHTPOIUPOBATh (YHKIIHIO
MIOYEK.

H3meHeHne 1a00paTopHbIX MOKa3areneld GYHKINUU TeYeHH

[Tpu mpumenenun npenapara MenokcukaM-TeBa (Tak ke Kak u OonbpmmHCTBA Apyrux HIIBIT)
BO3MOXXHO SIHU30/MYECKOE IIOBBIIIEHUE AKTUBHOCTU TPAHCAMHMHA3 B CHIBOPOTKE KPOBHM WIIU
Ipyrux IMokaszareneil (yHKUuM nedyeHd. B OONbIIMHCTBE Ciay4yaeB A3TO MOBBIIMIEHHE OBLIO
HEOOJIBIIIMM M TPEXOSIUM. EcIi BbIsIBIIEHHBIE H3MEHEHUS CYIIECTBEHHBI HJIM HE YMEHBIIAIOTCS
co BpeMeHeM, mpemnapar Menokcukam-TeBa ciaeayeT OTMEHUTh U MPOBOAUTH HAONIO/IEHUE 32
BBISIBIICHHBIMH J1a00pAaTOPHBIMH N3MEHEHHSIMH.

OcnaGneHHble MalUeHTHI

OcnabneHHbIe WK HCTOIEHHBIE MAIIMEHTHI MOTYT XY XKe IepEHOCUTh HeXKeTaTelbHbIe Peaklluy, B
CBSI3M C YeM TaKH€ MalMeHThl JOJHKHBI TIIATEIbHO HAOII0AaThCS.

Hudexnmonnkle 3a601eBaHUs

[Tono6no npyrum HIIBIT npemapar Menokcukam-TeBa MOXET MacKUPOBAaTh CHUMIITOMBI
OCHOBHOT'O MH(EKIIMOHHOTO 3a00JIeBaHUSL.

BcnomorarenbHble BeeCTBa

Tabnerku mpenapara Menokcukam-TeBa coaepxar JakTo3bl MOHOTHIpAT. [lanmeHTam ¢ peako
BCTpEUaloUIeiicsl HAcleJCTBEHHOW HEMEePeHOCUMOCThIO TajaKTO3bl, JEPHUIIMTOM JaKTa3bl,
TJII0K030-TAJIaKTO3HON ManibabcopOuueit He ciieayeT NpUHUMATh Ipenapar.

4.5. BzaumoneicTeue ¢ JPYrUMH JIEKAPCTBEHHBIMHM TMpenapataMd M Jpyrue BHAbI
B3aMMO/JeHCTBHS

Hpyrue I/IHFI/I6I/ITODBI CHHTEC3a MNpocCTarjiaHAuHa, BKIOYaid TJIIOKOKOPTHKOMAbI W CaJIUIMIIATHI
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JKETYJIOUHO-KHUIIIEYHBIX KPOBOTEUEHUN (BCIEIACTBUE CHHEpru3ma AercTBus). OaHOBpPEMEHHBIN
npuem ¢ npyrumu HIIBII He pexomenayercs.

AHTHUKOAryJAsSHTBl _ JUisl TpUeMa  BHYTPb, TENAapUH  JJis  CUCTEMHOrO0  TNPUMEHEHWS,
TPOMOOJUTHYECKHE CPE/ICTBA

OnHOBpEMEHHBIM MpUEeM C MEJIOKCMKaMOM TIOBBIIIAET PHUCK KpoBOTeueHus. B ciyuae
OJIHOBPEMEHHOT'O TPUMEHEHHUsI He0OXO0IUM TIIATENbHBIN KOHTPOJIb 32 CBEPTHIBAIOIIEH CHCTEMOMN
KpPOBHU.

AHTUTpOMOOLIMTApHbIE MpenapaThl, HHFTHOUTOPLI 0OPATHOTO 3aXBaTa CEPOTOHHUHA
OnHOBpEMEHHBIM TMpUEM C MEJOKCMKAMOM TMOBBIIIAET PHUCK KPOBOTEUEHHUSI BCIEICTBUE
WHTUOMPOBAaHMS TpOMOOUMTApHON (yHKIIMA. B ciaydae OJHOBPEMEHHOTO MPUMEHEHUS
HE00XO0IUM TIIATEIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIECH CUCTEMON KPOBH.

[Ipenaparsl 1UTHSA

HIIBII noBeIaroT KOHLEHTPALUIO JIMTUS B TJIa3M€E MMOCPEACTBOM YMEHBIIEHHUS BBIBEAEHUS €r0
nouykaMu. OTHOBPEMEHHOE PUMEHEHUE MEJIOKCUKaMa ¢ IIpernapaTaMy JIUTUSI HE PEKOMEHAYETCH.
B cayyae He0oOXOOUMOCTH OJHOBPEMEHHOTO TPUMEHEHHUS PEKOMEHAYETCS TIIATeNbHBIH
KOHTPOJIb KOHILEHTpAalMu JUTUS B IJJa3ME€ B TEUYEHHE BCEro Kypca NMPUMEHEHHs IpenapaTroB
JUTUSL.

MeroTpekcar

HIIBII cHMkar0T CeKpeLIo METOTpeKcaTa IIOYKaMH, TEM CaMbIM IOBBIIIAS €0 KOHLIEHTPALUIO B
miazme. OgHOBpEMEHHOE MPUMEHEHHE MEJIOKCHKaMa M MeToTpekcara (B jo3e Ooiee 15 mr B
HEJIEII0) HEe PEKOMEeHIyeTCs. B cimydae 0THOBPEMEHHOTO MPUMEHEHHSI HEOOXO0IUM TIIATEIhHBIN
KOHTpPOJIb 3a (QyHKOHEW Tmo4Yek ©u (popmysoli KpoBH. MeTOKCHKaM MOXET YCHIMBATh
reMaTOJIOTHYECKYI0 TOKCHYHOCTh METOTpeKcaTra, OCOOCHHO Yy TMAalMeHTOB C HapyIICHHEM
¢bynkun nouek. [Ipy coBMeCTHOM NMpUMEHEHUH MEOKCMKaMa U METOTpeKcaTa B T€UeHHE 3-X
JTHEW BO3pPACTaeT PUCK MOBBIIMICHUS] TOKCUYHOCTHU MTOCIIETHETO.

KoHTpanenuus

Ectp nannbie, uro HIIBII MoryT cHm>XaTh 3 PEeKTHBHOCTh BHYTPUMATOUYHBIX KOHTPALIETITUBHBIX
YCTPOWCTB, OJHAKO 3TO HE JOKA3aHO.

Jlnypetunku

[Tpumenenne HIIBII B ciryyae 00e3BOKMBAHUS MAIIIEHTOB COMPOBOXKIAECTCS PUCKOM Pa3BUTHUS
OCTPOM MOYEUYHOU HEAOCTATOUYHOCTH.

['unoTeH3uBHBIE cpecTBa (6eTa-aApeHo0I0KATOPbl, HHTHOUTOPBI aHTHOTEH3UWHIPEBPAIIIAIOIIETO
dbepMeHTa, Ba30AMIATaTOPbL, IUYPETUKH)

HIIBIT  cHmwxkator 3¢Q¢deKT TUMOTEH3UBHBIX  CPEICTB  BCIEACTBHE  WHTHOMPOBAHUS
MPOCTArfiaHAMHOB, 00IaJAIONINX Ba30JUIATUPYIOMIUMU CBOMCTBAMH.

AHTaroHucCThl aHruoTeH3uH-1I penenTopoB M WHTUOWUTOPHI aHTHOTEH3UHIPEBPAIIAIONIETO
depmenTa

AHTaroHUCTHI anruoteH3uH-II  penenTopos, Tax xKe Kak u WHTHOUTOPBI
AHTMOTEH3WHIIPEeBpaIiarnero ¢gepMenra, npu copmectiom npumenenuu ¢ HIIBII ycunusator
CHI)KEHHE KIyOOUYKOBOH (DUIBTpalliU, YTO MOXKET MPHUBECTH K Pa3BUTHIO OCTPOIl MOUYEYHOMN
HEJOCTATOYHOCTH, OCOOCHHO Y MAIIMEHTOB C HapylIeHneM (QyHKITUHU MOYCK.

Konectupamun

Konecrepamun, csizbiBast MenokcukaM B JXKKT, nmpuBoauT k ero 60see ObICTPOMY BBIBEICHHIO.
[{uknocniopuH

HIIBII, oxa3piBasg JelCTBME HA [OYEYHBIE IPOCTAlVIAHAWHBI, MOTYT  YCUJIMBATh
HE(POTOKCUYHOCTH IIUKJIOCIOPUHA.

Ilemerpekcen

[Ipn 0AHOBpPEMEHHOM NPUMEHEHUH MEJIOKCHKaMa M NEMETPEKCEa y MAlMEHTOB C KIMPEHCOM
KpeaTHHUHA OT 45 110 79 MII/MUH TIpreM MeJIOKCUKaMma CIeayeT MPEeKpaTUTh 3a 5 JHEH 10 Havyaa
npueMa MeMeTpekcela U BO3MOXKHO BO30OHOBUTH uepe3 2 JHS IOciie OKOHYaHHs IpHuema
npemapata. Eciu cymiecTByer HEOOXOIUMOCTh B COBMECTHOM NPHMEHEHHWH MEJIOKCHKaMa W
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neMeTpeKceia, TO MAIUEHThI JOJKHBI HaXOIUThCs noz{: qg‘léTlﬁ&—i;&/r]I&EB 'glgl,-l_&'cgéggﬁo B

CMNEPTHOMY OTUYETY

OTHOLIEHUH MHuenocynpeccun U Bo3HMKHOBeHMsT HP co croponsr JXKKT. V mnamuentros c
KIIMPEHCOM KpeaTHHHHA MeHee 45 MJI/MHUH MIPUEM MEJTOKCMKaMa COBMECTHO C IEMETPEKCEIOM He
peKoMeHayeTCsl.

JlekapcTBEHHbIE Tpenaparbl, KOTOpble 00JaAat0T W3BECTHOM CHOCOOHOCTHbIO WHIHMOWPOBATH
CYP2C9 w/unu CYP3A4 (unu MeTaboIM3UPYIOTCS PU YYACTHH ITUX (DepMEHTOB)

[Tpu mprMEeHEHNH COBMECTHO C MEJIOKCUKaMOM JIEKapCTBEHHBIX MTPEenapaToB, KOTOPbIE 001 al0T
u3BecTHOM crnocoOHocThIO nHTHONpoBaTh CYP2C9 n/unu CYP3 A4 (nnm meTabonu3upyroTes mpu
y4acTHH dTUX (EPMEHTOB), TAKMX KaK MPOW3BOJIHBIC CYJIb()OHMIMOYEBUHBI WIN TPOOEHEITUI,
cleyeT MPUHUMATh BO BHUMAHUE BO3MOXKHOCTh (DapMaKOKHHETHIECKOTO B3aUMOICHCTBHSI.
[lepopajibHble TUOOTIMKEMUYECKHE CPE/ICTBA (HAaOpUMEp, MPOU3BOAHbIE CYIb(OHUIMOYEBUHBI,
HATCTJIMHI/IA)

[Tpu coBMECTHOM MPUMEHEHUH € TIEPOPATHLHBIMU TUITOTITUKEMUYECKUMU CPEICTBAMU (HAIIpUMED,
MPOU3BOIHBIMU  CyNb(OHWIMOYECBHHBI, HATCTJIMHUIOM) BO3MOXXHBI  B3aUMOJICUCTBUS,
onocpenoBanHbie CYP2C9, koTophie MOTYT NPUBECTH K YBEIWYEHUIO KOHIIEHTPALUH KaK ATUX
JCKApCTBEHHBIX CPEJICTB, TaK MW MEJIOKCMKaMa B KpoBW. [larueHTH, OJHOBPEMEHHO
MPUHUMAIOIIIME MEJIOKCUKaM C MpenaparaMu Cyib()OHHUIMOUYEBUHBI UM HATETJIMHUIA, TOJKHBI
TIIATETFHO KOHTPOJMPOBATh KOHIEHTPAIIMIO TIIOKO3bl B KPOBU H3-32 BO3MOXHOCTH Pa3BUTHS
TUIOTJIMKEMHUH.

AHTAIUABL, MIUMETUIUH, TUTOKCHH U YPOCEMHUT

[Ipy ogHOBpEeMEHHOM MPUMEHEHUW AaHTAlMIOB, IMMETH]IMHA, AUTOKCMHA U (dypocemuaa
3HAUYMMBIX (PapPMAKOKUHETHUECKUX B3aUMO/ICHCTBUI BBISIBICHO HE OBLIO.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUSA

bepemeHHOCTD
[Ipumenenue mpemapara MenokcukaM-TeBa MPOTHUBOIMOKA3aHO BO BpeMs OCPEMEHHOCTH (CM.

pasnen 4.3).

Jlakranus

H3BectHo, uto HIIBII npoHWKarOT B TpyaHOE MOJOKO, IMO3TOMY IPUMEHEHHE Npenapara
Menokcukam-TeBa B IEpHo/I TPyAHOTO BCKApMJITUBAHUS MMPOTHUBOTIOKa3aHo (cM. pazzaen 4.3).
PepTUIILHOCTD

Kak mnpenapar, WHrHOUpYIOUMII CHHTE3 LMKIOOKCHUIE€HAa3bl/ MPOCTArjaHIWHOB, Mpenapar
Menokcukam-TeBa MOKET OKa3bIBaTh BIUSHIE HAa (DEPTHIILHOCTD, U IO3TOMY HE PEKOMEHTyeTCs
JKEHIIMHAM, [UIAHUPYIOIIUM OepeMEeHHOCTh. MeNoKCHKaM MOXET MPHUBECTH K 3aJepiKKe
OBYJISIIUU. B CBSI3M C 3THM y JKEHIIMH, UMEIONIUX MPOOJEMBbI C 3a4aTHEeM U TPOXOISIIUM
o0creioBaHuE 1O MOBOTY TTO00HBIX MPOOJIEM, PEKOMEHIYeTCs OTMEHA Ipenapara MenoKkcukam-
Tesa.

4.7. Bausinue Ha CHOCOOHOCTHL YNPABJSATH TPAHCINOPTHBIMU CPeACTBAMH M PadoTaTh C
MeXaHMU3MaMu

CreunanbHBIX KIMHUYECKUX MCCIEA0BAHUN B OTHOUICHUH BJIMSHUS MpernapaTa Ha ClIOCOOHOCTh
YIOPaBIATh TPAHCHOPTHBIMU CPEACTBAMM W MEXAaHM3MAaMHU HE MpoBOAWIOCh. OJHAKo NpH
yIOpaBlIeHUU TPAHCIOPTHBIMU CPEICTBaMU U paboTe ¢ MEeXaHHU3MaMH ClelyeT NMPUHUMATh BO
BHUMAaHHUC BO3MOXHOCTb PA3BUTHUA T'OJIOBOKPYKCHUSA, COHJIIMBOCTH, HAPYUICHUA 3pPCHUA WA
JIPYTUX HApYIICHHWH CO CTOPOHBI HEpBHOW cucTeMbl. [lamuweHTam criemyer coOr0aaTh
OCTOPOIKHOCTD IIPH YIIPABJICHUHN TPAHCIIOPTHBIMU CPCACTBAMU U MCXAHU3MaMMU.

4.8. HexxetaTtesibHbIE peakiumn

TabauvHOe pe3roMe HeKeNaTeIbHBIX PeaKIIHiA
HexenaTtenbHble peakiy, MpPEICTaBICHHbIE HIDKE B TaOJUYHOM pe3lOMe HeKelaTelbHbIX
peakuui, KIacCU(PUIIMPOBAINCH IO OpraHaM M CHCTEMaM U B COOTBETCTBHH C TEPMHHOJIOTHEH

MedDRA.
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oryT BosHiRaT B0 BeMa el [puistieha 5

BUJIE CJIEYIONICH rpafanuu: o4eHp yacto (> 1/10); gwacto (> 1/100, < 1/10); Hedacto (> 1/1000,
< 1/100); peaxo (= 1/10000, < 1/1000); ouens peako (< 1/10000); Hem3BeCTHO (4acTOTa HE MOXKET
6BITB OICHCHA IO JOCTYITHBIM ,[[aHHbIM).

CuCcTeMHO-OpPraHHbI YacroTa HesxkenarenbHas peakuus
KJ1ace
Heuacto Anemusi
N3meHeHns yncna Ki1eTok
Hapymenust co ctoponsl
. KpOBH, BKJIIOYAsi U3BMEHEHUS
KpOBH H JIMMpATHIECKOH Penko JIEHKOUTAPHOUN (OPMYITBI
CUCTEMBI A MKOLUTAP PMYJIbI,
JIEHKOIIEeHHUS,
TPOMOOIIUTOTNICHHUS
Hpyrue peakuuu
Hewacro TUIEePYyBCTBUTEILHOCTH
Hapymenust co ctopoHbl %
. HEMEJIJICHHOTO THIa
MMMYHHOM CUCTEMBI » ”
AHaQMITaKTHYECKUN MIOK™,
HewussectHo %
aHa(pUIAKTOUIHbIE PEaKIIUU
Yacrto ["onoBHast 6011k
Hapymenust co ctopoHbl
o I'onoBokpy:xeHue,
HEPBHOU CUCTEMBI Heuacto
COHJIMBOCTD
Yacto N3meHnenne HacTpoeHHs ™
[lcuxuyeckue HapyIeHUs CryTaHHOCTh CO3HAHUS ™,
HewussectHo "
JI€30pUEHTAIHS
Hapyienus 3penust, BKirodast
Hapymenust co ctopoHbl -
Penxo HEUYETKOCTb 3pEHU™,
opraHa 3peHus N
KOHBIOHKTUBUT
Hapymenust co ctopoHbl Heuacto Bepturo
oprasa ciyxa u JabupuHTa Penxo [Iym B ymax
bponxuanbHas actma y
Hapymenust co ctopoHsl N
. MalUEeHTOB C aJulepruei Ha
JIBIXaTEIbHON CUCTEMBI,
. aleTHIICATHUIIMIIOBYIO
OpraHoOB I'PYAHOMN KJIETKHU U Penxo
CpENOCTEHUs KHCITOTY
p unu apyrue HITBIT
Bbonb B xxuBOTE, MUCHENCHS,
Yacro
auapes, TOUTHOTa, pBOTa
CKpbITOE WM SIBHOE
KEITYJOUHO-KUILIEYHOE
KenynouHo-KuIeyHbIe Heuacto KPOBOTEYCHHE, TACTPUT™,
HapyIIEeHUS CTOMAaTHT, 3a10p, B3AyTHE
KHUBOTA, OTPBIKKA
l'acTponyoneHanbHbIE SI3BbI
Penxo Tpoayoa ’

KOJIUT, 330(haruT

Ouensb penko

[epdoparus XKKT

Hapymenust co ctopoHbl
MEYEHU U HKEITYEBBIBOISIIINX
nyTen

Heuacto

TpaH3uTOpHBIE U3MEHEHUS
IoKazaresieu byHKIUN
MeYeHU

(HanpuMmep, NOBBILIECHHUE
aKTUBHOCTH TpaHCaMHKHAa3
W

KOHIICHTpAIlUU OMIMpyOrHa)

Ouensb penko

Tematur*
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O oo riicci Dlek™.

Heuacto
3y, KOXKHAasl ChIlb

Toxcuueckuit
ANUICPMATBHBIN
Hapy1enust co ctopoHbl Penko HEKpOJIM3*, CHHIPOM
KOXXH U IIOJKOKHEIX TKaHe! CruBeHca-/[>xoHcoHa™,
KpanuBHUIIA

bynnesnbrit nepmarut*,
MHOrodopMHas spureMa*
HewussectHO dorocencnOMIIM3anus
Omrymienue cepaieOneHus

Ouensb penko

Hapymenust co ctoponsl

Penxo
cepana

IloBbIIEHNE apTEPUATBHOTO

Hapymenust co ctoponsl
Heuacto JABJICHUS, YyBCTBO

COCY/IOB
«TPUIIMBA» KPOBU K JIUIY
N3meHnenus nokasareneu
GbyHKIMH oYek (MOBBIIICHHUE
YPOBHS KpeaTUHUHA U/ WU
Hapymenust co ctopoHbl Heuacto MOYEBHHBI B  CBIBOPOTKE
MOYEK U MOUYEBBIBOISALIUX KpOBH), HapyUIeHUS
myTen MOYEHCIYCKaHUs, BKJIIOYast
OCTPYIO 3aJIEPKKY MOUH™
Ocrtpas noueyHas
Ouensb penko %
HEJIOCTAaTOYHOCTh
Hapymenust co ctTopoHbl Heuacto [To3nHstst oByIsITIMAST ™

PENPOAYKTUBHON CUCTEMBI
Y MOJIOYHBIX KeJe3

Becruionue v xxeHmu*
HewussectHO ey =

* HP, 3apeructpupoBaHHbI€ IPU MOCTPETUCTPAIIIOHHOM IPUMEHEHUH, CBSA3b KOTOPBIX C IPUEMOM
npernapara paclieHMBaJIach KaK BO3MOKHasI.
OnucaHue OTAENbHBIX HEXKEJIATEAbHbIX PEaKIINI
CoBMecTHOE TpPUMEHEHUE C JIEKAPCTBEHHBIMU CPEICTBAMHU, YTHETAIONUMHU KOCTHBIA MO3T
(Hampumep, METOTPEKCAT) MOKET CITPOBOIIMPOBATH IIUTOIICHHUIO.
Kenynouno-kuie4yHoe KPOBOTEUCHHE, S3Ba WM Mepdoparusi MOTYT MPUBOJUTH K JIETATBHOMY
UCXOY.
Kak u st apyrux HIIBII He nckitoueHa BEpOSATHOCTH MOSBICHUS HHTEPCTUIIMAIBHOTO He(pHTa,
riomMepynoHedpuTa, IOYEYHOr0 MEAYIUIIPHOTO HEKPO3a, HEPPOTHUECKOr0 CHHAPOMA.

eTu
VYuutbiBasg, YTO [IOKa3aHHE IOBEHWIbHBIH pPEBMATOMAHBIA apTPUT OTHOCUTCS TOJBKO K
OTpesieieHHOW Tpynmne aeTel Becom Oosee 60 Kr, okmmaercs, 4To Tpoduis 6e30MacHOCTH
npenapara OyJeT TakuM ke, Kak y B3pocibiX. IIpodunp Oe3omacHocTH, HAOIIOMaeMbId B
COOTBETCTBYIOIIMX  KIMHUYECKUX  HCIOBITAHUSIX C  ydacTHeM  JeTeil, a  Takke
MOCTPETUCTPAILIMOHHBIX HCCIEIOBAaHMIX, HE IOKa3al CYIIECTBEHHBIX pa3ivuuil B MpOoMIIsxX
0€30MaCHOCTH C TAKOBBIMU y B3POCIBIX.
CooO11eHne 0 MoJ03peBaEMbIX HEXKEIATEIbHBIX PeaKIUsIX
BaxHo coo0mare O TMOA03pEeBaEMbIX HEXKENATeNbHBIX PEAKIHAX IOCIe PEeTrUCTpaliu
JIEKapCTBEHHOT'0 Tpernapara ¢ 1efbio 00ecredeHns] HeMpepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHIyeTcCs
coo01aTe 0 JIIOOBIX MOJI03pPEBAEMbIX HEXKeJIaTeIbHBIX PeaKIUsAX JIEKapCTBEHHOIO IMpernapara
Yyepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHUSI O HEXEeIaTeIbHbIX PEaKLHUIX rOCyIapCTB — YWICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH03a.
Poccuiickas Penepanus
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denepanbHas ciyx06a 1o Hax30py B cdepe 31p ooxpashir (Potanpiashaisep)- - | = 0006)

109012, r. MockBa, CrnaBstHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnektpoHHas outa: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEJIEKOMMYHHUKAITHOHHOU ceTu «HTEepHET:
https://roszdravnadzor.gov.ru/

Pecnybnunka Kazaxcran

PI'TI na IIXB «HamumoHanbHbIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULUHCKHUX
uznenuit» Komutera MemumuHCKOro M (apMaleBTUYECKOro KOHTpoJsii MuHucTepcTBa
3npaBooxpaneHust Pecnyomuku Kazaxcran

010000, r. Actana, paiion baiikonbIp, yia. AManrensbl ImanoBa, .13

Tenedon: +7 (7172) 235 135

OnektponHas noura: pdlc@dari.kz

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOM cetn «HTepHe™: https://www.ndda.kz/

4.9. Ilepeno3upoBka

CuMITOMBI

JlaHHBIX O cly4dasX, CBA3aHHBIX C NEPEIO3UPOBKOM IIpenapara, HAKOILJIEHO HEIOCTaTOYHO.
BeposiTHO, OyayT mpuCyTCTBOBATH CAMIITOMEI, CBOMCTBEHHBIE epeno3upoBke HIIBII, B Tskenbix
CIIy4asiX: COHJINBOCTh, HApyIlIEHWE CO3HAHUS, TOIIHOTA, PBOTA, OOJIM B SMUTACTPUH, JKETYTOUHO-
KMIIEYHOE KPOBOTEYEHME, W3MEHEHMS apTEPUAJIbHOIO  JABJICHUS, OCTpas I[OYeYHas
HEJOCTATOYHOCTh, OCTAHOBKA JIBIXaHMSI, ACUCTOIHSI.

Jleuenue

AHTHJIOT He H3BECTEH. B ciyuae mepeno3WpoBKH IpernapaTta ClIeQyeT MPOBECTH 3BaKyalHUio
COJICPKUMOTO JKellyJKa M OOMIyI0 MOANEPKUBAMINYI0 Tepanuio. KolecTupaMuH yCKOpseT
BBIBEJICHUE MEJIOKCHUKaMa.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmaxkoanHaMu4ecKne CBOMCTBA

®apMakoTepaneBTUUYeCKass TIpynna: [POTUBOBOCHAIUTENbHBIE M  INPOTHUBOPEBMATHUECKUE
IpenapaTbl; HECTEPOUAHbIE MPOTHBOBOCIAIUTENbHBIE U MPOTUBOPEBMATUYECKUE MPENapaThl;
OKCHKaMBl.

Kox ATX: MO1ACO06.

MexaHu3m AeNCTBUS

[Tpenapatr Menokcukam-TeBa sBIsS€TCS HECTEPOUTHBIM TPOTUBOBOCIIATUTENBHBIM MTPEMapaToOM,
OTHOCUTCSI K NIPOM3BOAHBIM HHOJOBOW KHCIOTHI M OKa3blBAET IPOTHBOBOCHIAIUTEIBHOE,
aQHAJIBIETUYECKOE M AaHTUIIUPETHYECKOe JIeHCTBUE. BpIpa)keHHOE NPOTHUBOBOCHAIUTEILHOE
JEICTBUE MEJIIOKCUKAMa YCTaHOBJIEHO Ha BCEX CTAHJAPTHBIX MOJEIAX BocHajeHus. MexaHusm
JEICTBUS MEIOKCHKama COCTOUT B €ro CIIOCOOHOCTH MHTMOMPOBATh CUHTE3 MPOCTArJIaHMHOB —
M3BECTHBIX MENATOPOB BOCHIAJICHUS.

PapmakoanHamuueckue 3G HeKThl

Mernokcukam in vivo MHTHOMPYET CHHTE3 MPOCTArjaHIdHOB B MECTE BOCHAJICHHS B OOJbIICH
CTEMEeHH, YeM B CIU3UCTON 000I0UKe KeNyIKa UITH MOYKaX.

OTH pa3nuuus CBSA3aHBI ¢ 0oJiee CENIEKTUBHBIM MHTHUOMpPOBaHUEM ITMKIOOKCUTeHas3bl-2 (L[OI-2)
no cpaBHeHUIO C TukiIookcureHazon-1 (IIOI-1). Cumraercs, uro wunHrubGupoanue I[[OI'-2
oOecrieunBaer TepaneBTuueckue neiicreus HIIBII, Torma kak WMHruOMpoBaHME MOCTOSHHO
npucytcTByromiero nzopepmerta [{OI'-1 MoxkeT OBITh OTBETCTBEHHO 32 TOOOYHBIC JICHUCTBUS CO
CTOPOHBI XkelyKka 1 nouek. CeneKTUBHOCTh MeloKcukama B oTHomeHnu 1{OI'-2 noarsepxeHa
B Pa3JIMYHBIX TECT-CUCTEMaX, KaK in Vvitro, TaK in vivo. CeleKTUBHAs CTIOCOOHOCTh MEIOKCUKaMa
uHrn6muposats L{OI'-2 nokazana npu NpuMEHEHUH B Ka4€CTBE TECT-CUCTEMBI IIETbHON KPOBH in
vitro. YCTaHOBJICHO, 4TO MEJIOKCHKaM (B mo3ax 7,5 m 15 mr) akruBHee mHTHOMpoBan 11OI-2,
OKa3plBasg Oonblliee HHTHOUpYIOIIEEe BIMSHUE Ha NPOAYKIHUIO TpocrarnanauHa E2,
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CTUMYJIUPYEMYIO JTUTIONOINCAXapUIOM (peaKiiys, KOHTDME&QQ%M—%{'% 'F:Ea{r ﬁ’p(l)z['s}m'm}o

TpOMOOKCaHa, y4aCTBYIOIIETO B ITPOIIECCE CBEPTHIBAHMS KPOBU (peakius, KonTpoiupyemas L[OI'-
1). Ot >ddexTsl 3aBUCENU OT BEIMYMHBI J103bl. B HcclenoBaHUSIX ex Vivo TOKa3aHO, YTO
MEJIOKCHKaM (B J103ax 7,5 Mr u 15 Mr) He oka3pIBaeT BIMSHHUS Ha arperanuio TPOMOOLUTOB H
BpeMsI KPOBOTEUYEHHUSI.

Knunnueckas 5 hekTuBHOCT M 0€30MacHOCTh

B KIMHMYECKUX HCCIEAOBAHUAX HEKEIATEIbHBIE PEAKIIUA CO CTOPOHBI JKEITyT0YHO-KUIIIEYHOTO
TpaKTa B 11€JIOM BO3HUKAIIU pEXE IPU NIpUeMe MeJIoKcuKama 7,5 u 15 Mr, yem npu npueme Ipyrux
HIIBII, ¢ koTOpbIMU MPOBOIUIIOCH CPABHEHHE. DTO PA3TUUUE B HACTOTE HEIKEIIATEIIbHBIX PEAKIIHI
co croponbl JXKT B OCHOBHOM MpOSIBIAJIOCH TE€M, YTO IPU IMPUEME MEJIOKCHUKaMa pPExe
HAOMIOIATNCh TaKue SIBICHMUS KaK JUCHENCHs, pBOTa, TOIIHOTa, 00Jb B XuBoTe. YacTtoTa
nepdopanuii B BepxHux otaenax JXKT, s3B U KpOBOTEUEHHUH, KOTOpBIC CBS3BIBATNCH C
IpUMEHEHHEM MeJIOKCHKaMma, Obljla HU3KOH U 3aBHUCeNa OT J03bl Ipernapara.

5.2. ®apmakoKuHeTHYECKHE CBOWCTBA

AOGcopOnus
Menokcukam xopomio BcacbiBaeTcsi u3 JKKT, o 4em CBUAECTENHCTBYET BBICOKAsh aOCONIOTHAS

o6uonoctynHocTh (90 %) mocie mpuema npenapara BHyTpb. [locine oqHOKpPAaTHOTO MpUMEHEHUs
MeJIOKCHKaMa MaKCUMaibHas KOHIEHTpalus MenokcukamMa B Tuia3Me (Cmax) TOCTHTaeTCs B
TeueHne 5—6 yacoB. OTHOBPEMEHHBIN MTPUEM MU U HEOPTAHUYECKUX aHTAIUIOB HE U3MEHSIET
BcacelBaHue. [Ipu nmpumeHeHMM mpemapata BHYTph (B A03ax 7,5 m 15 Mr) koHueHTpauuu
MeJOKCHKamMa MpOIMOpLUUOHANBHBI  J03aM. PaBHOBecHoe cocTosiHME — (hapMaKOKWHETHKU
JOCTUTaeTcs B npeaenax 3—5 nueil. JlnanazoH pa3nuyuii Mexay MaKCUMalbHBIMH U 0a3albHBIMH
KOHIEHTPALUSIMU MEJIOKCHUKaMa IOCJIe ero MpruemMa OJIMH pa3 B CyTKU OTHOCUTEIHHO HEBEJIUK U
COCTaBIISIET MPU MPUMEHEHUH 10361 7,5 Mr 0,4—1,0 MKr/MJ1, a Ipy MpUMeHeHuH 10361 15 mr — 0,8—
2,0 MKr/MI1 (TpUBEIEHBI, COOTBETCTBEHHO, 3HaYEHUSI MUHUMAITbHOU KOHIIEHTPAIUH (Cmin) ¥ Ciax
B TMEPHOJ] PABHOBECHOTO COCTOSIHHS (hapMAKOKUHETHKH), XOTS OTMEYaIuCh M 3HAYCHHSI,
BBIXO/ISIIME 32 YKa3aHHBINA JUaNa30H.

Cinax B TIEpHOJT PABHOBECHOTO COCTOSIHUS (hapMaKOKUHETHKH JIOCTUTAETCS Yyepe3 S—6 4acoB mocie
npreMa BHYTpb.

Pacnpenenenue

Mernokcrukam 04eHb XOPOIIO CBSI3bIBAETCA ¢ O€IKaMU I1a3Mbl, B OCHOBHOM C allbOyMUHOM (99 %).
[IpoHrKaeT B CHHOBHANBLHYIO KHUIKOCTh, KOHIICHTPAIUS B CHHOBUATHHOW KUIKOCTH COCTABIISICT
npumepHo 50 % xoHueHTpanuu B miazme. O0beM pacnpeeneHns nociae MHOTOKpaTHOTo IpreMa
BHYTPb MeJIOKCHKaMa (B J03ax oT 7,5 mr a0 15 Mr) cocraBisieT okono 16 11, ¢ KoadguimeHToM
Bapuaruu ot 11 o 32 %.

Buotpancdopmanus

MenokcukaM TIOYTH TIOJIHOCTBIO METa0OJIM3MpyeTcss B TeueHH C oOpa3oBaHueM 4-X
bapmakosoruuecKu HEAKTUBHBIX [IPOU3BOIHBIX. OcHoBHOI MeTaboJIHT, 5’-
kapOookcumenokcukaM (60 % OT BeaMYMHBI J103bI), oOpa3yeTrcs IyTeM OKHCIEHUs
MPOMEXKYTOYHOTO  MeTaboIuTa, 5’-TUAPOKCUMETUIIMEIIOKCUKAaMa,  KOTOPBIH  TaKkxke

JKCKpeTupyercsi, Ho B MeHblel crerneHu (9 % or BemuuuHbl A03b1). MccnenoBanus in vitro
MOKAa3ajd, 4YTO B JaHHOM METabOJMYECKOM IMpeBpallleHuH BaxkHyr poib urpaer CYP2C9,
nornojHUTeIbHOe 3HaueHue wumeer uzopepment CYP3A4. B oOpa3zoBaHum JABYX JpYyrux
METabOIHUTOB (COCTABIISIFOIINX, COOTBETCTBEHHO, 16 % u 4 % OT BeNMUYUHBI O3Bl MperapaTa)
MPUHUMAET y4acTHe NMePOKCHIa3a, aKTUBHOCTh KOTOPOH, BEPOSTHO, MHAUBHAYAIbHO BapbUPYET.
DJIMMUHAIMS

BriBonuTcs B paBHOM cTeleHW dYepe3 KHUIIEYHUK U TMOYKaMH, MPEUMYIIECTBEHHO B BHJE
MeTaboNMuTOB. B HeWM3MeHEHHOM BHUJE uYepe3 KHUIICYHUK BBIBOJIUTCS MeHee 5 % OT BETUYHHBI
CYTOYHOMH J103bl, B MOY€E B HEM3MEHEHHOM BHUJIE MEJIOKCHKaM OOHAPYKUBAETCS TOIBKO B CIEI0BBIX
konuuecTBax. CpeaHuil epro/] MOIyBbIBEACHHS METOKCMKaMa BapbUpyeT oT 13 110 25 yacos.
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CMNEPTHOMY OTUYETY

MEJIOKCHKaMa.
JIuHelHOCTh

MernokcukamM JeMOHCTPUPYET JIMHEHHYIO0 (apMaKOKMHETHUKY NPH MPHEME B TEpareBTHUECKUX
no3ax 7,5 Mr v 15 Mr nmocsie nepopajibHOrO UM BHYTPUMBIIIEYHOTO BBEJICHUS.

Oco0ble rpynmnbl NaMEeHTOB

Tayuenmul ¢ noyeunol U neYeHOYHOU HeOOCMAMOYHOCHIbIO

Henocrarounocts (hyHKIMM TE€YEHH, a Takxke ciabo BhIpakeHHasl MOYeyHasi HeI0CTaTOYHOCTD
CYLIECTBEHHOTO BIUSHUS Ha (apMaKOKMHETHKY MeJOKCHMKama He oka3biBaeT. (CKopocTh
BBIBE/ICHHUSA MEJOKCMKaMa W3 OpraHu3Ma 3HAUUTENIbHO BBIIIE Yy IAallUEHTOB C YMEPEHHO
BBIPQXEHHON MOYEUHOM HEAOCTATOYHOCTHI0. MENOKCHKaM XYK€ CBSI3bIBAETCS C OeJIKaMH I1a3Mbl
y HALUEHTOB ¢ TEPMUHAIBHOM MOYEYHOM HENOCTATOYHOCTBHIO. [IpM TepMUHAIBHON IOYEUHOMI
HEJOCTAaTOYHOCTH yBEJIWYEHHE O0beMa paclpeiiesieHHuss MOXKET MPUBECTH K 0ojee BBICOKUM
KOHIIGHTPALUsM CBOOOJHOTO MEJOKCHKaMa, MO3TOMY Y 3THUX MAI[MeHTOB CyTOYHAs /1032 HE
JIOJ>KHA TPEBBIIATE 7,5 MT.

Tlayuenmui nodcunozo eospacma

[Toxxusple mMalMeHThl IO CPAaBHEHHIO C MOJOJBIMM  MAllMUEHTaMHd HUMEIOT  CXOJHbIE
(apMaKOKMHETHYECKHE TIOKa3aTean. Y MOXKUIIBIX MAIlMeHTOB CPeIHUH MIa3MEHHBIN KIMPEHC B
NEepUoJ, PABHOBECHOIO COCTOSHUS (DapMAKOKUHETHUKHM HEMHOTO HHUXKe, YeM Y MOJIOJIbIX
NAIMEeHTOB. Y JKEHIIUH MOXHIOro Bo3pacta Oojee Bbicokue 3HaueHuss AUC (ruomanp mop
KPUBOI KOHLIEHTpALUA-BpeMs) U JUIMTENbHBIM MEepHoj MOJYBBIBEICHHUS IO CPABHEHHUIO C
MOJIOJIBIMU MTALIMEHTAMU 000UX IOJIOB.

Hemu

Crnax (-34 %) 1 AUCo- (-28 %) ObLTH HIDKE y JeTeH MITaaiiero Bo3pacra (2—6 JeT) o CpaBHEHHUIO
¢ 6osee crapiieit Bo3pacTHOU rpymnmoi (7—14 1eT), a KIupeHc npemnaparta (¢ monpaBKoi Ha Maccy
TeNa) y MIAAUIMX JeTed Obla Oosiee BBHICOKMM. PeTpoCreKTHBHOE CpaBHEHHE CO B3POCIBIMH
M0Ka3aJi0, YTO KOHIEHTPALlMK MEJIOKCMKaMa B IJIa3Me y JeTel CTaplIero Bo3pacTa U B3pPOCIbIX
CXOJHBL. Y neTel 00erX BO3PACTHBIX TPYIII MEPHOJ MOYBBIBEACHUS MEOKCHKaMa U3 TUIa3MBbI
Ob1T cXOMHBIM (13 1) M HECKOIBKO 00JIee KOPOTKUM, YeM y B3pocibiX (15-20 1).

6. ®APMAIIEBTHYECKHE CBOVCTBA
6.1. Ilepeyensb BcioMorarejibHbIX BelIECTB

JIakTO3BI MOHOTHAPAT

[enmros103a MUKPOKPUCTATUTMYECKAS
Harpus uutpara quruapar
IMToBunou K30

Kpocnosunon

Kpemuust TMOKCH KOJITTOUAHBII
Maruus creapar

6.2. HecoBmecTumocTh

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roga.

6.4. OcoOble MepbI IPEI0CTOPOKHOCTH NMPH XPAHEHUU

XpaHuTb 1pu TeEMIiepaType He Boie 25 °C.
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6.5. Xapakrep u coaep:kaHue yNaKOBKH

ITo 10 TabneTok B GiMcTep U3 MPO3pAvHON MIeHKH U3 nmonuBuHMIXIOpuAa (IIBX)/monustunena
(II3)/momuBunnmuaenxiaopunaa (IIBJAX) n amomuauneBoit donpru. Ilo 1 wm 2 Gmmcrepa ¢
JMCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B KAPTOHHYIO MAYKy ¢ KOHTPOJIEM MEPBOTO BCKPHITHUSI.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH YHUYTOKEHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTX0A0B, TMOJYYEHHBIX [0CJe MpPUMEeHEHUs
JIEKApPCTBEHHOI'0 MpenapaTa ujiM padoTbl ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAHHMOHHOI'O YOCTOBEPEHMUA

Hspanib
Tepa ®apmanestuueckue [Ipennpusarus Jita.,
124 /Isopa A-Hesua Crt., Tens-ABus 6944020

7.1. IlpeacraBureib AepKaTesisi peruCTPALMOHHOIO Y10CTOBEpPEeHMsI

IIpeTensnu noTpeOUTEIEH HAIPABIIATE O aAPECY:
Poccuiickas @enepanus

000 «TeBay»

115054, Mocksa, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

DnekTpoHHas rnoyra: info@teva.ru

Pecry6onuka Kazaxcran

TOO «paruodapm Kazaxcran»

050059 (A15E2P), r. Anmartsl, ip. Anb-@apadu 17/1, BI] Hypasi-Tay, 5b, 6 atax
Ten.: +7 (727) 325-16-15

DnekTtponHas noyrta: info.tevakz@tevapharm.com

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(003738)-(PT-RU)

9. KATET'OPUSA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBEeHHBIH MpenapaT OTHOCUTCS K KaTErOpUU OTITYCKa MO pelenTy.

OO0mas xapakTepUCTHKA JICKApCTBEHHOTO Mpemnapata Menokcukam-TeBa TOCTYIMHA B €IMHOM
peecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3niickoro S3kOHOMUYECKOTO COI03a U

Ha O(QUIMAILHOM  CalTe  YIOJHOMOYEHHOrO opraHa  (PKCINEPTHOM  OpraHU3aIlNH)
http://eec.eaeunion.org
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