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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Menokcukam JIC, 7,5 mr, TabIeTKH.

Menokcukam JIC, 15 mr, TabneTku.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBII COCTAB

JleicTByIO1IEe BELIECTBO: MEJIOKCUKAM.

Menokcukam JC, 7.5 Mr, TabneTKu

Kaxxnas Tabnerka conep Ut 7,5 Mr MeJIOKCHKama.

BcnomorarenbHbie BelecTBa, HAJIMYME KOTOPBIX HAI0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: Jiakro3a, HaTpust OeHzoar (cM. pazzen 4.4).

Menokcukam JC, 15 mr, TabieTku

Kaxxnas Tabnerka cogep ut 15 Mr Meokcukama.

BcnomorarenbHbie BelecTBa, HAJIMYME KOTOPBIX HAI0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: Jiakto3a, HaTpust OeHzoar (cM. pazzaen 4.4).

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerkwu.

Menokcukam JC, 7.5 Mr, TabneTku

Kpyrasle mnockonmivHapruyeckue TabJIeTKH CBETI0-KENTOro I[BeTa, ¢ (pacKoi ¢ 00erX CTOPOH.

Menokcukam JC, 15 Mr, Ta0aeTku

Kpyribie nmiuockonuinHApruYecKre TabJIETKH CBETI0-KEITOr0 1BETa, C PUCKON C OJTHOM CTOPOHBI U
¢ (packoii c 00enx CTOpoH.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K NPUMEHECHHIO
[Ipenapar Menokcukam /IC nokasaH kK IpUMEHEHHIO Y B3pOCIBIX U JETEN B Bo3pacTe oT 12 yiet npu

CHUMIITOMAaTHYCCKOM JICUCHUU

- ocTteoapTpuTa (apTpo3, JEreHepaTWBHBIC 3a00JI€BaHUS CYCTaBOB), B TOM YHCJIE C OOJIEBBHIM
KOMITOHEHTOM;

- PEBMATOMIHOTO apTPUTA;
- aHKWJIO3UPYIOIErO CIIOHUIINTA;

- JOBEHWJIBHOT'O PEBMATOMAHOIO apTpuTa (y MalueHTOB ¢ Maccoi Tena > 60 kr);
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KaK apTpoIaTHH, JOPCONATHH (HalpUMep, WIIMAc, 00Jb BHU3Y CIMHBI, IJICYEBOM MEPUAPTPUT U
JpyTHUeE), CONPOBOKAAIOLINECS OONbIO.

Menokcukam JIC moka3zaH kK mpuMeHEHHI0 y naered no 12 jer (¢ maccoit tema > 60 kr) npu
CHUMIITOMAaTUYECKOM JICUCHUH FOBEHUJIBHOTO PEBMATOUIHOTO apTPUTA.

4.2. Pesxum 103MpOBaHus U cNIOCO0 MPUMEHEeHUs!

PexxuM mo3upoBanus

MaxkcuManbHasi cyTouHas 103a — 15 mr.

Ocmeoapmpum ¢ Oonegvim cunopomom: 7,5 Mr B cyTku. [Ipm HEOOXOOMMOCTH 1032 MOXKET OBITH
yBeJIMYEHA J10 15 MI' B CYTKH.

Pesmamouonwvui apmpum: 15 mr B cyTku. B 3aBucuMocTH oT jiede0HOT0 2 (HeKTa 103a MOKET OBITh
CHI)KEHA 10 7,5 MT B ICHb.

Ankunozupyrowuii cnonounum: 15 Mr B cyTku. B 3aBucumocTu ot neue6Horo 3dexra 103a MOKET
OBITH CHIDKEHA 0 7,5 MT B JI€Hb.

FOsenunvnviii peemamoudnvii apmpum: 7,5 Mr B CyTKH. YBEITHWYEHHE J03bl Iperapara BbIIIE
PEKOMEHTyeMOW CYyTOYHOM JI03bI HE MPHUBOJIUT K TOBBIMICHHIO ero dddekTuBHOCTH. JloCTymHBIC
no3upoBKkH npenapara Menokcukam J[C He O3BOJNSIOT MPUHUMATD MpEnapar nayueHTaM ¢ Maccoi
Tena MeHee 60 Kr.

Oco0ble I'PYIIIBI MIAaIIMCHTOB

Tayuenmoi ¢ Hapywenuem yHKYuU nodex

VY nauMeHToB C BBIPAKEHHOM MOYEYHON HEJNOCTATOYHOCTBHIO, HAXOASIIMXCS HA T€eMOJMAIN3E, 1032
HE JJOJDKHA IIPEBBIIIATE 7,5 MI' B CYyTKH.

VY manueHToB C MOYEYHOM HEIOCTaTOYHOCTBIO JIETKOM M CpeqHeW CTENeHU TKecTH (KJIMPEHC
kpeatuHuHa (KK) Gonee 25 mi/MuH) KoppeKus 10361 He TpeOyeTcs.

Iayuenmvi ¢ napywenuem hyHKkyuu neyeHu
VY nanueHToB ¢ HUPPO30M IeueHU (KOMIIEHCUPOBAHHBIM) KOPPEKIUH J103bl HE TpeOyeTcs.
IIpuem 6 cocmage KOMOUHUPOBAHHOU Mepanuu

He cnemyer npuHuMars  npemapaT  OJHOBPEMEHHO C  APYTMMH  HECTEPOMIHBIMHU
MPOTUBOBOCTANUTENbHbIME nipenapaTtamu (HIIBIT).

O6mas cyrouHas no3a npenapara Menokcukam J{C, npuMeHseMoro B BUJI€ pa3HbIX JIEKapCTBEHHBIX
¢bopM, He T0JKHA PEBBILATh 15 MT.

Tlayuenmul ¢ nogvlUEHHBIM PUCKOM paA38UmMuUs HedxceramenvHulx peakyutl (HP)

VY manueHToB ¢ MoBbIIeHHBIM puckoM HP (3aboneBanus xemynouHo-kumeyHoro tpakta (JKKT) B
aHamHe3e, Hajuyue (AKTOPOB PHUCKA CEPAEYHO-COCYAMCTHIX 3a00JeBaHMiIl) peKoOMEeHAyeTCs
HAYMHATH JICUEHHUE C I03bI 7,5 MT B JIeHb (CcM. pasnen 4.4.).

Tak kak moteHuumanbHbli puck HP 3aBUCHUT OT 1103bI M MPOAOIKUTEIBHOCTH JICYEHUS, CIIEIYET
MPUMEHATh MAaKCUMAJIbHO BO3MOKHBIE HU3KHE 103l C MUHUMAJIbHOW JTUTEIbHOCTHIO IPUMEHEHHUS.

MakcumanbHasi peKOMeHAyeMasi CyTo4Has 103a — 15 mr.
eTH

DddexktuBHOCTF M Oe3omacHOCTh mpemapata Menokcukam JIC y nmererr mmamme 12 nmer, mo
MMOKa3aHUSM, OTIIUYHBIM OT IOBEHUJILHOTO PEBMATOMIHOTO apTPUTA, HE U3YYCHA.
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B3POCJIBIX

Cnocob IIPUMCHCHU A

BnyTps.

OO6m1yr0 CyTOYHYIO J103Y CIeAyeT MPUHUMATh B OJIMH IIPUEM, BO BPEMS €J1bl, HE pa3KeBbIBas, 3aIIUBas
BOJIOH.

HenocraTtouno nndopmannu npeacTaBieHO O BO3MOKHOCTH CMEIIMBAHUS U3MEIIbYCHHBIX Ta0JIeTOK
C NUILEH WIIH )KUIKOCTBIO.

4.3. [IpoTuBONOKA3AHUSA

- TUIEPUYYBCTBUTEJIBHOCTh K MEJIIOKCHUKAMy WA K JO0OMY M3 BCIOMOTATEIbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pazzene 6.1;

- TIOJIHO€ WJIM HEMOJHOE COYeTaHHWEe OPOHXMAIbHOM aCTMbl, PELIMIAMBUPYIOIIErO MOJIMII03a HOCa U
OKOJIOHOCOBBIX  Ma3yX, AaHTMOHEBPOTHYECKOTO OTE€Ka WM  KPAalMBHULBI,  BbI3BAaHHBIX
HEMEPEHOCUMOCTBIO aleTUICATMIMIOBOM KucnoTel uinu apyrux HIIBIT wu3-3a cymectByromeit
BEPOATHOCTH MEPEKPECTHON UyBCTBUTEIBHOCTH (B TOM YHCIIC B aHAMHE3E);

- OPO3UBHO-A3BCHHLIC IMMOPAKCHUSA KCIIyJAKa U ZIBGHaI[HaTI/IHGPCTHOﬁ KHUIIKKW B CTaJuu O6OCTpCHI/I$I
WX HCAABHO IICPCHCCCHHLIC,

- BOCIIAJIUTEIIbHBIC 3a00JICBaHUS KHINCYHHWKA - 0oNie3Hb KpoHa WM S3BEHHBIH KOJHMT B CTaJHU
obocTpeHus;

- TsKEIasd IICYCHOYHAasA HEAOCTATOYHOCTD,

- TsDKellas MoYevHas HEAOCTAaTOYHOCTh (€CIM He MPOBOAMUTCA T'€MOAMANU3, KIMPEHC KpeaTHHUHA
(KK) <30 w™u/muH, a Takke MpU MOATBEPKJICHHON THICPKAIUEMUH), TPOTPECCUPYIOIICEe
3a00JIeBaHUE TTOYCK;

- aKTHUBHOE >KEJTyJIOYHO-KHIIIEUHOE KPOBOTECUEHHUE, HEJIABHO TIEPEHECEHHBIEC 1IepeOpPOBACKYIISIPHBIC
KPOBOTEUYEHHS WM YCTAHOBIICHHBIN TUArHO3 3a00JIeBaHUI CBEPTHIBAIOIIECH CHCTEMBI KPOBHU;

- TshKEJIad JCKOMIICHCUPOBAaHHAA CEpACHHAA HEAOCTATOYHOCTD,

- 0epeMeHHOCTH (cM. paznen 4.6);

- nmakrtarnus (cm. paznuen 4.6);

- Tepamnus MeproOTNEPaIMOHHBIX 0OJICH MPH MPOBEJACHUH IIYHTUPOBAHUS KOPOHAPHBIX apTEPHIA;

- penKasi HaCJIEACTBCHHAs! HEMIEPECHOCUMOCTbD TalaKTO3bl, ASUIIMT JaKTa3bl, MIFOKO30-TaJaKTO3Has
ManbabcopOIus.

4.4. OcoOble yka3aHHMsl U MepPbl PEI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapat Menokcukam JIC ciemyeT mpuHUMATh ¢ OCTOPOKHOCTHIO TIPU CIIEAYIOMNX 3a00JICBaHUSIX
U COCTOSIHUSIX:

- 3a0oneBanus xenyaouHo-kumeyHoro Tpakra (KKT) B anamuese (si3BeHHast 00JIe3Hb JKETyJKa U
12-niepcTHOM KUIIKH, 3a00€BaHNs TICUEHH);

- XpoHuYeckas cepaeuHas HegoctaTouHocTh (XCH);
- moueyHast HenocTatrouHOoCcTh (KK 30-60 mu/muH);

- nmmemuueckas 6omne3ns cepamna (MbC);
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- IepeOpoBacKyIISIpHBIC 3a00JICBaHUS;

- TUCITAITH IEMUST/ TUTICPITUITHIEMUST;
- CaxapHbIii 1UadeT;

- COIyTCTBYIOIIASl TEpANus CISAYIOIIMMHU IpernapaTamMu: NepopaabHbIe TITIOKOKOPTUKOCTEPOUIBI
(I'KC), anTHKoaryisHThl (B TOM 4Yucie BaphapuH), aHTHArpeTaHThl, CEJIEKTHUBHBIC WHTHOUTOPBI
00paTHOro 3aXBaTa CEPOTOHMHA (HAIPUMED, [IUTATONpPaM, (PIyOKCETHH, TAPOKCETHUH, CEPTPAITINH);

- 3a00J1eBaHKe MepruepuIecKuX apTepHid;
- IO’KWJIOW BO3PAcCT;

- marenbHoe npumenenne HIIBII;

- KypeHue,

- yacToe ynoTpeOyieHrne anKoroJis.

Oco0ble yKa3zaHus

Ajmepeuqecmte peaxkyuu

[Ipu npumenenun npenapara Menokcukam JJC MOryT pa3BUBaThbCS TaKUE CEPbE3HBIE PEAKIIMU CO
CTOPOHBI KOXH, Kak 3KC(hOoJuMaTUBHbIN AepMmatut, cuHIpoM CrtuBeHca-/[)KOHCOHA, TOKCHYECKUN
snuAepManbHbll  Hekponu3. IlosTomy cnepyer ynaensTh 0co0O€ BHUMaHHE MALUEHTAM,
COOOUIAIONIUM O PA3BUTUU HEXENATEIbHBIX SBJICHUN CO CTOPOHBI KOXKU M CIM3UCTBIX 000JI0YEK, a
TaK)K€ PEeaKLMi MOBBIIIEHHONW YyBCTBUTEIBHOCTH K Ipenapary, 0COOEHHO, €CIU MOA00HbIE PEAKIIUU
HaOMIOAaMMCh B TEUeHHE MPEbIAYLIIMX KypcoB JiedeHus. Pa3BuTue NOJOOHBIX peakuui
HaOJI0AaeTCs, Kak MpaBWIIO, B TEYEHUE MEPBOTO MeECsIa JIeYeHUs. B ciydae mosiBIeHUs MepBhIX
IPU3HAKOB KOXHOH CBIIM, M3MEHEHUH CIM3UCTBIX O0O00JIOUEK WM JPYIMX IPU3HAKOB
TUIIEPYYBCTBUTEIBHOCTH JIOJDKEH PACCMATPUBATBCS BOIPOC O IPEKPAIlCHWM IIpueMa Iperapara
Menokcukam JIC.

Tayuenmur ¢ 3a60nesanuimu KKT

[Marmentsl ¢ 3aboneBanusmu KKT nmomkubel perymspHo HaOmonatbes. Ilpu BO3SHHUKHOBEHHH
s3peHHOro  nopaxenus JKKT wim  KenynoyHO-KMIIEYHOTO  KPOBOTEUYEHHS — mpemnapar
Menokcukam JIC He0OX0IUMO OTMEHUT.

SA3ee1 XKKT, nepdopanus uin KpoBOTEUEHUE MOTYT BO3HUKHYTh B Xoje npumeHeHus HIIBII B
mo6oe Bpemsl, Kak NpU HAIMYUM HACTOPAXXMBAIOIIUX CHUMIITOMOB MJIM CBEIEHUH O Cepbe3HbIX
JKEITYJJOYHO-KHIIICYHBIX OCJIOKHEHHAX B aHaMHe3€, TaK W IPU OTCYTCTBUM OITUX IPHU3HAKOB.
[TocnencTBus JaHHBIX OCTIOXKHEHUH B 11€JIOM Oo0Jiee cepbhe3Hbl Y NallMeHTOB MOKUIIOTO BO3pacTa.

Tayuenmul ¢ 3a601e6aHUAMU CEPOEUHO-COCYOUCMOU CUCTNEMDL

Onucanbl cnyyan npu npueme HIIBII moBbimeHust pucka pa3BUTHS CEPHE3HBIX CEPAEYHO-
COCYJUCTBIX TpPOMO030B, MH(papKTa MHOKap/1a, MPUCTYIa CTCHOKAP,IUH, BO3MOYKHO CO CMEPTEITHHBIM
ncxXooM. Takoi pUCK MOBBIIAETCS MPU JUTUTEILHOM IPUMEHEHUU MIpenapara, a TAkKe y alMeHTOB
C BBINNIEYKAa3aHHBIMU 3a00JICBAaHUSIMU B aHAMHE3€ U MPEAPACIIONOKEHHBIX K TAKUM 3a00JIEBAHUSIM.

Hauueﬁmbz € 3a001e8AHUAMU NOYEK

HIIBII uaru6upytot B noukax cuHte3 npocraraananHoB (I10), koTopbie y4acTBYIOT B HOJAEpKAHUU
noueyHoit nepdysun. [Ipumenenune HIIBII y manueHTOB CO CHMKEHHBIM MOYEYHBIM KPOBOTOKOM
WM YMEHBUIEHHBIM 00BEMOM LIUPKYJIUPYIOIIEN KPOBH MOXKET MPUBECTH K IEKOMITEHCAI[UU CKPBITO
npoTekaromeit moueyHoil HemocratoyHocTH. Ilocne ormenst HIIBIT ¢yHkums modek oObIYHO
BOCCTAHABIIMBAETCS JIO UCXOJHOTO YpoBHs. B HanOonbieil cTenenn pucky pa3BUTHS 3TON peaKIiu
II0/IBEPKEHBI MOKHUIIbIE MAIIUEHTHI, TALIUEHTBI, Y KOTOPbIX oTMeuaeTcs aeruaparanus, XCH, uuppos
Me4YeHu, HePPOTUYECKUH CHUHAPOM WIM OCTpble HapylmleHus (YHKUMU T[OYEK, TIalUeHTHI,
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aHruoteH3uHNpenpamamomero ¢epmenta (AIID), antaronucTsl anruoreHszuH-II peuenTopos, a
TaKXKe IMALUEHTHbI, MEPEHECIINE CEPbE3HblEe XUPYPrHUECKHE BMELIATEIbCTBA, KOTOpbIE BEAYT K
TUIOBOJIEMUHU. Y TaKMX NALMEHTOB B Ha4yalle TEPAIUU CJIEAYET TIIATEIbHO KOHTPOJIUPOBATh JUYPE3
1 (QYHKITHIO TTOYCK.

Jluypemuxu

[Tpumenenue HIIBII coBmMecTHO ¢ TUypeTUKAMHU MOKET MPUBOJUTH K 3aJCP)KKE HATPHUS, KAJIUS U
BOJIbI, & TAK)KE K CHIXKCHHIO HATPUIYPETUUYECKOTO JACHCTBUS MOYETOHHBIX CpeACTB. B pesynbraTte
3TOr0 'y TPEIpacloIOKCHHBIX MAIleHTOB BO3MOXKHO YCHUJICHHE MPHU3HAKOB CEpACYHOM
HEJ0CTATOYHOCTH WITH THIepTeH3uu. [103TOMYy HEOOXOIUM TIATEIIBHBIN KOHTPOJIb COCTOSIHHS TAKUX
MAIMEHTOB, a TAK)KE Y HUX JOJDKHA MOAJIEPKUBATHCA aJleKBaTHas ruparanus. [lo Havana neyeHus
HeoOX0uMO HCClieiIoBaHNe (PYHKIMH TOYeK. B ciydae mpoBeneHuss KOMOMHUPOBAHHOM Teparvu
ClIeIyeT TaKKe KOHTPOJIUPOBATH (DYHKIIMIO MTOYEK.

Hzmenenue nabopamopHulx noxkazameneu yHKyuu neyeHu

[Ipu npumenenun upenapara Menokcukam JIC (taxke, kak u OonpmmHcTBa apyrux HIIBIT)
BO3MOYHO 3MHU30JUYECKOE OBBIIEHNE aKTUBHOCTH TPAHCAMHHA3 B CBIBOPOTKE KPOBU WJIU JIPYTHX
nokasaresiel QyHKIuM rneyeHu. B OONbIIMHCTBE CiIy4aeB 3TO MOBBIIICHHE ObLIO HEOONBIIUM U
npexoAsuM. Eciii BBISBIICHHBIE U3MEHEHUS CYLIECTBEHHbBI WJIM HE YMEHBIIAIOTCSA CO BPEMEHEM,
npernapar Menokcukam JIC ciemnyeT OTMEHUTh U MPOBOAMTH HAOMIOJEHUE 32 BBISBICHHBIMU
1a00pPaTOPHBIMU U3MEHEHUSMHU.

Ocnabnennvie nayuennivol

OcnabeHHbBIE HIIH HUCTOUICHHBIC MAIMMCHTBI MOT'YT XYK€ ICPCHOCUTH HCKEIIATCIILHBIC SABJICHUS, B
CBA3H C UEM, TAKHEC MMIAIUCHTBI JOJIDKHBI TINATCJIIBHO Ha6.]'IIOI[aTLC$I.

Hngpexyuonnvie 3abonresanus

[Tono6no npyrum HIIBII, mpenapat Menokcukam JIC MoxkeT MackKupoBaTh CUMIITOMBI OCHOBHOTO
MH(DEKIMOHHOTO 3a00JIeBaHMUS.

Bcnomozamenwvhuie eseuecmea

[Ipenapar Menokcukam [IC comepxut nakto3y. JlaHHBIM JIEKApCTBEHHBIA Tpenapar He CIeayeT
MPUHUMATH MAIIMEHTaM C PEAKO BCTpEYarollelcs HacIeCTBEHHON HEMEPEHOCHMOCTRIO TalaKTO3bl,
JIAKTa3HOM HEJOCTATOYHOCTHIO WIIM TIIFOKO30-TAIAKTO3HOW MalibabcopOInei.

[Ipenapar Menokcukam JIC conepHUT coequHEeHus HaTpus OeH3oaT. JlaHHBIA JI€KapCTBEHHBIN
npenapat coaepxkut 0,294 mr OeHzoata HaTpusi B Kaxzaou tabnerke 7,5 mr u 0,42 mMr GeHzoara
HaTpus B KaXJ0i Tabnerke 15 mr.

4.5. B3aumoaeiictBue ¢ JPyruMH JIeKAPCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHbI
B3anMOAeHCTBUIA

Jlpyeue uneubumopwvr cunmesa 110, exnovas I'KC u caruyunamot

OnHOBpEMEHHBII TpHEM C MEJIOKCMKaMOM YBelIMuYuBaeT puck oOpazoBanus s3B B JKKT u
KEITyT0YHO-KUIIEUYHbIX KPOBOTEUEHUU (BCIEACTBUE CHUHEprusma JeictBus). OaHOBpEeMEHHBIN
npueM ¢ apyrumu HIIBII He pekomennyercs.

Anmuroa2ynsinmot 0Jist npUeMa 6Hympsb, 2enapui 0Jis CUCIEMHO20 NPUMEHEHUs,, MPOMOOTUMUTLEeCKUe
cpeocmaa

OIHOBpEMEHHBI MpPUEM C MEJIOKCMKAaMOM TIOBBIIIAET PHUCK KpoBOoTeueHus. B  ciyyae
OJTHOBPEMEHHOTO TPUMEHEHUs] HEOOXOJMM TIIATEeIbHBIM KOHTPOJb 32 CBEPTHIBAIOIIEH CHCTEMOM
KpPOBH.
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OnHOBpEMEHHBI IPUEM C MEJIOKCUKAMOM IIOBBIIIAET PHUCK KPOBOTEYEHHUS BCIIECIACTBUE
MHIUOMpOBaHUs TpoMOoLuTapHOH (pyHKIMH. B ciaydae oAHOBPEMEHHOIO IPUMEHEHUSI HE00X0AUM
TLIATEJIbHBIM KOHTPOJIb 3@ CBEPTHIBAIOLIECH CUCTEMOM KPOBH.

IIpenapamol nrumust

HIIBII noBblarOT KOHLEHTPAUMIO JUTUSA B IUJIa3ME IMOCPEACTBOM YMEHBIICHUS BBIBEACHUS €TI0
noukamu. OJTHOBpEMEHHOE TPUMEHEHUE MEJIOKCUKaMa C IIpenapaTaMu JIUTUS HEe peKkoMeHayeTcs. B
cily4ae HEO0OXOJUMOCTH OJHOBPEMEHHOTO MPUMEHEHHS PEKOMEHAYETCS TIIATEIBHBIH KOHTPOIb
KOHIIEHTPALUK JINTHS B IJIa3ME B TEUCHHUE BCETO Kypca MPUMEHEHHUS MPEnapaToB JIUTHS.

Memompexcam

HIIBII cHmxaroT cekpeluto MeToTpeKcaTa moykaMu, TeM CaMbIM, MOBBIIIAsl €r0 KOHIIEHTPAIUIO B
wia3me. OJIHOBpEMEHHOE NMpPHUMEHEHHE MENIOKCHMKamMa M MeToTpekcara (B Jo3e Ooinee 15 mr B
HEZeN0) HE peKoMeHAyeTcs. B ciydae ogHOBpEMEHHOr0 MPUMEHEHHs] HEOOXOAUM TIIATEeIbHBIN
KOHTPOJb 3a (QyHKOHEeH Tmouek U (OpMyJIOH KpoBH. MEIIOKCHKaM MOXKET YCHIUBATh
reMaToJIOTMYECKYI0 TOKCHYHOCTh METOTPEKCaTa, OCOOEHHO Y MAIlMEHTOB C HapylIeHHeM (hyHKUIUU
nouek. [Ipu COBMECTHOM NpPUMEHEHHMH MEJIOKCHKamMa U METOTpeKcaTa B TeueHHe 3-X JHel
BO3paCTaeT PUCK MOBBIIICHUS TOKCHYHOCTH MOCIIETHETO.

Konmpayenyus

Ectp nmannsie, uto HIIBII MoryT cHuxatrh 3¢()EeKTHBHOCT, BHYTPUMATOYHBIX KOHTPALIETITUBHBIX
YCTPOICTB, OHAKO 3TO HE JI0Ka3aHO.

Juypemuxu

[Ipumenenune HIIBII B ciydyae 00e€3BOXKHMBaHHUS IMAalMEHTOB COIPOBOXKIAETCS PUCKOM pPa3BUTHUS
OCTpOM NTOYEYHON HENOCTATOYHOCTH.

T'unomen3zusnvie cpedcmea (bema-aopenodbniokamopwi, uneubumopwvr AlIlD, seazoounamamopei,
ouypemuxu,)

HIIBII cHmxkatoT 3¢ ¢deKkT MIoTEeH3UBHBIX CPEACTB, BeiencTBUEe MHrHOupoBanus cuntesa [10,
o0J1ajjaroIuX Ba30AUIATHPYIOLIMMH CBOMCTBAMH.

Anmaeonucmoi aneuomenzun-I11 peyenmopos u uneuoumopvr AIID

AnTaroHucTsl aHruoteHsuH-II peuenTopos, Tak ke, kak U uHruoUTOpHl AIID Mpu coBmecTHOM
npumenennu ¢ HIIBII ycunuBatoT cHuxkeHne Ki1yO0ouKoBOM (pUIbTpalivu, YTO, TEM CaMbIM, MOKET
MIPUBECTH K PA3BUTHIO OCTPOI MOYEYHOIN HEJOCTATOYHOCTH, OCOOEHHO Y MAllMEHTOB C HapyIICHHEM
(GyHKIIUY TIOYEK.

Konecmupamun
Konectupamun, cBsi3piBast menokcukaM B JXKKT, nmpuBoaut k ero 6osee ObICTpOMY BBIBEIEHUIO.
Luxnocnopun

HIIBII, oxa3biBas geiictBue Ha mnodeyHsle [IO, Moryt ycuiuBaTh HEPPOTOKCHYHOCTD
LUKJIOCIIOPHHA.

Ilemempexceo

IIpn olHOBpEMEHHOM IIPUMEHEHUH MEJIOKCMKaMa U niemerpekcena y nanueHTos ¢ KK ot 45 no 79
MJI/MUH TIpUeM MeJIOKCHKaMa cielyeT MPeKpaTUTh 3a 5 AHEeH 10 Hayalla mpueMa feMeTpekcena u
BO3MOKHO BO30OHOBHUTH uepe3 2 JHS Mocje OKOHYaHUs Npuema mnpenaparta. Ecim cymectByer
HGO6X0}II/IMOCTB B COBMCCTHOM IMPUMCEHECHUHN MCJIOKCUKaMa U IEMETPEKCEIAa, TO MTAIUCHTBI TOJI>KHBI
HaXOJWUTHCS TMOJI THIATENbHBIM KOHTPOJEM, OCOOCHHO B OTHOUIEHWM MHUEIOCYNPECCHH U

6
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COBMCCTHO C IEMCTPEKCCAOM HC PCKOMCHAYCTCH.

Jlexapcmeennvie npenapamol, Komopwvie 001a0aAiOM U3BECMHOU CHOCOOHOCMbIO UHSUOUPOBAMD
CYP2C9 u/unu CYP3A4 (unu memaboauzupyomcs npu yuacmuu 5mux ¢epmenmos)

[Tpu npuMeHeHHH COBMECTHO C MEJIOKCHKaMOM JICKapCTBEHHBIX MPENapaTroB, KOTOpbIe 001aaatoT
u3BecTHOU crocoOHocThI0 nHrHOMpoBaTh CYP2CY n/unmu CYP3A4 (mnmm merabonmsupyeTcst npu
ydacTUH 3TUX (EPMEHTOB), TaKUX KaK INPOU3BOJHBIC CYIb(OHMIMOYEBUHBI WM NPOOCHEIH],
CllelyeT MPUHUMATh BO BHUMAaHUE BO3MOXKHOCTh (hapMaKOKMHETUYECKOTO B3aUMOCHCTBUSI.

Ilepopanvhvle eunocnukemuueckue cpedcmea (Hanpumep, HPOU3BOOHblE CYIbHOHUIMOYEBUHDL,
Hame2iuHuoaq)

[Ipy coBMECTHOM MPUMEHEHHH C MEPOPATbHBIMHU THIIOITIMKEMUYECKUMU CPEICTBaMU (HAIpUMep,
MPOU3BOJIHBIMA  CYJIb()OHUIIMOUEBUHBI,  HATETJIMHUAOM)  BO3MOXKHBI  B3aWMOJICHCTBUS,
onocpenoBanHbie CYP2C9, koTopsie MOTYT NMPUBECTH K YBEIWYEHUIO KOHIEHTPALMM KaK 3THUX
JIEKApCTBEHHBIX CPEACTB, TaK U MEJIOKCHUKaMa B KpoBH. [lanimeHThI, 0/ITHOBPEMEHHO MPUHUMAIOIINE
MEJOKCHKaM C TMpernapaTamMu CyJab()OHHIMOYEBHHBI WM HATETJIMHHUIA, AOJDKHBI TIIATEIbHO
KOHTPOJIUPOBATH KOHILIEHTPAIMIO TIFOKO3bI B KPOBH M3-32 BO3MOKHOCTH Pa3BUTHSI TUIIOTJIMKEMUH.

Aumayuovl, yumemuoun, OU2OKCUH u gypocemuo
[Tpu 0THOBPEMEHHOM MPUMEHEHUH aHTAIUI0B, IMMETHUINHA, JUTOKCUHA U (ypOCeMH 1A, 3SHAYNMBIX

(bapMaKOKHHCTH‘IeCKHX B3aHMOﬂeﬁCTBHﬁ BBISBJIEHO HE OBLIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

[Tpumenenne npenapara Menokcukam JIC mpoTHBOIIOKa3aHO BO BpeMsi OEpeMEHHOCTH (CM. pa3zel
4.3).

JlakTarms

N3BectHo, yro HIIBII mnpoHukaror B IpyJHOE MOJOKO, IO3TOMY IIPUMEHEHME IIpenapara
Menoxkcukam JIC B mepro/1 TpyJHOTO BCKapMITUBAaHMS TIPOTUBOIIOKA3aHO (CM. pazzen 4.3).

DepTHabHOCTD

Kak nmpenapat, uaru6upytrommii cunte3 nukiookcureHassl (LLOIN)/T10, npenapar Menokcukam JIC
MOJKET OKa3bIBaTh BIIMSHUE Ha (EPTHIILHOCTH, MOATOMY HE PEKOMEHAYETCS €ro MpUMEHEHHE Y
KEHIINH, TUTAHUpYIOmuX OepeMeHHOCTh. Menokcukam JIC MOXeT TNPHBOJUTH K 3a/IEPiKKe
OByJIALIMU. B CBA3M C 3TUM, y >KEHIIMH, UMEIOIUX MNpoOJIeMbl C 3ad4aTHEM U IMPOXOISIIIUM
oOcienoBaHUE IO IOBOAY MOAOOHBIX MpoOIEeM, PEKOMEHIYeTcs OTMEHa Ipuema Ipernapara
Menokcukam JC.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCNOPTHBIMHM CpeJcTBaMU M padoraTh ¢
MeXaHU3MaMH

CreunanbHbIX KIMHUYECKUX HCCIIETOBAaHUM BIMSHHUS MeEJIOKCHKamMa Ha CIHOCOOHOCTh YHPaBISATh
TPAHCIIOPTHBIMM CPEACTBAMM M MEXaHM3MaMHM HE NpoBOAMIOCh. OJHAKO NpH YIpaBJICHUU
TPAHCIIOPTHBIMU CpEACTBAMU M paboTe ¢ MEXaHU3MaMu CcleAyeT NPUHUMaThb BO BHHMAaHHE
BO3MOKHOCTb Pa3BUTHUS TOJIOBOKPY)KCHMS, COHJIMBOCTH, HApYIIEHWs 3pEHUs WIH JIPYTUx
HapylUIeHU €O CTOpPOHBI ILIEHTPaJIbHONM HEpBHOW cuctembl. llamuentam crnexyer coOiroAaTh
OCTOPOKHOCTB IIPH YIIPABIECHUN TPAHCIIOPTHBIMU CPEICTBAMHU U MEXaHU3MaMH.

4.8. HexxenraTebHbIC peakuuu
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

B nmpuBeneHHol HUXe TaOIHIE BCE HEXKEIATENbHBIC PEAKIUU MPEACTABICHBI MO KJIaccaM CHUCTEM
OpraHOB M YaCTOTE COOTBETCTBUU C TepMuHOJorned MedDRA.

Yacrora mo MedDRA onpenensiercs ciaenyronmm oopa3omM: odeHb 9acto (>1/10), gacto (>1/100 go
<1/10), mewacto (>1/1000 mo <1/100), peaxo (=1/10000 mo <1/1000), ouenp peako (<1/10000),
4acTOTa HEM3BECTHA (HA OCHOBAHUH CYIIECCTBYIOIIMX JaHHBIX HEJIb3s CIICNIATh OIICHKY).

nymeu

CucremHo-opransblii kjaace | Yacrora He:xenarenbHas peakuus
Heuacro AHnemus
Hapywenus co  cmoponsi
kposu  u  aumamuueckoi W3MmeHeHns 4wnciaa KIETOK KpOBHM, BKIIIOYas
cucmems Penxo MU3MEHEHUS JeKOIUTapHOU dbopMybI,
JeKOneHUsI, TPOMOOLIUTOTICHUS
Hpyrue  peakuuu  TUIEPUYBCTBUTEIBHOCTHU
Heuacro v * y
Hapywenus co  cmoponsi HEMCIUICHHOT'O THIIA
UMMYRHOU CUCTIIEMDL AHnapwIakTHYecKuid MOK*, aHa(HUIaKTOWIHBIE
HewnssectHo N
peaxkuuu
Hapywenus co  cmoponw: | 1aCTO ['onoBHas 6omb
HEPBHOU cUCMmeMbl Heuacto I'onoBOKpyKE€HHE, COHIUBOCTD
Yacro N3menenune nactpoeHus™
Icuxuueckue napywenus
Heussectno | CnyTaHHOCTH CO3HAHUA™, E30pHEHTAIIHS
Hapywenus co  cmoponwi p Hapymenust 3peHusi, BKJIHOYas HEYETKOCTh
€/1KO
opeaHa 3peHust 3peHUs*, KOHBIOHKTUBUT™*
Hapywenus co  cmoponw | He4acTo Bepruro
opeaHa cyxa u 1abupunma Penxo Ilym B ywax
Hapywenus co  cmoponwi .
. bponxuanbHasi acTMa y HaleHTOB C ajulepruen
OblIXamenbHou cucmemol,
. Penxo Ha alUeTWICATUIWIOBYIO KHUCIOTY WIH JIpyrue
0p2aHo8 2pYOHOU KIemKu U
HIIBII
cpedocmenust
bonp B xMBOTE, nucCHeEncus, auapes, TOIIHOTA,
Yacrto
pBOTa
CKpblTOE WM SBHOE JKEIYJOYHO-KHUILIEYHOE
AKenyoouno-kuweinvie Heuacrto KPOBOTEYEHUE, TacTPUT*, CTOMATHT, 3arop,
hapyuenus B3[yTHE KHUBOTA, OTPHIKKA
Penxo ["acTpoayoneHanbHBIC SA3BBI, KOJUT, 330()aruT
Ouens peaxo | [lepdopanms XKKT
Hapywenus co  cmoponwi TpaH3utopHbIe U3MEHEHHUS IoKazaresnei
neuenu u ocendegbisooswux | Hedacto GyHKIMM TIe4eHH (HampuMep, IOBBILICHHUE

aKTUBHOCTH TPaHCAMHWHA3 WA OUIMpyOnHa)
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Ouenb penko | I'emarut*

Heuacto AHTHOHEBPOTUYECKHIA OTEK™, 3y, KO>KHAs! ChHIIb
p Tokcuyeckuid  sMuAepMaTbHBIA  HEKpOIu3™®,
€lIKO
Hapywenus co  cmoponsi cunzpom CtuBeHca-J[oHCoOHa*, KpanuBHULA
KOJCU. U NOOKOJICHBIX MKaHetl Byiesnstii nepmMatut*, MHOrOGOpMHas

OueHnb penko *
apuTEMa

Heussecto | ®oroceHcubOumm3anus

Hapywenuss co  cmoponwvl

Penko Ourymenue cepaeoneHus
cepoya
Hapywenus co  cmopohbl H [1OBBIIIEHNE APTEPHATBLHOTO JABJIEHHS, TyBCTBO
€4acTo
cocy006 «IIPHJIMBA» KPOBH K JIHILY
U3MeHeHns —moKasaTeleld  (QyHKIMH — II0YEK
(OBBIIIEHHE ~ YPOBHS ~ KpeaTMHMHA  W/WIM
Hapywenus — co  cmopoHbl | Heygerg MOYEBHUHBI B CHIBOPOTKE KPOBH), HAapyIICHHUS

MoueK U MOUEEbIE00AUUX MOYEHCITyCKAHHsI, BKIIOYAs OCTPYIO 3aIepiKKy

nymeu

moun*
Ouensb penko | Octpast modeyHas HeJOCTaTOYHOCTh *
Hapywenuss co  cmoponwv | Hewacto [To3auss oBymsIMS*

PEenpoOyKmMuBHoOU cucmemvl u

%
MONOUHBLX HCCNe3 HewussectHo | becruionue y xKeHIUH

*- HP, 3apeructpupoBaHHbI€ ITPH NOCTPETUCTPALIMOHHOM MPUMEHEHHUH, CBSI3b KOTOPHIX C IPUEMOM
Ipenapara pacLeHUBaJIach KaK BO3MOKHas

Omnucanue OTACIBHBIX HECXCIIATCIbHBIX DeaKHI/II\/JI

CoBMeCTHOE MPUMEHEHHME C JIEKAPCTBEHHBIMU CPEACTBAMHU, YTHETAIOIIUMHU KOCTHBIA MO3T
(Hampumep, METOTPEKCaT) MOXKET CIIPOBOLIMPOBATH IIUTOIIEHUIO.

XKenynouHo-kuiie4yHoe KpOBOTEUEHHUE, s3Ba WM Tepdopanus MOTYT MPUBOAUTH K JIETAIbHOMY
UCXOY.

Kak u ans apyrux HIIBII, He uckitouaroT BO3MOXKHOCTb MOSIBJICHHSI HHTEPCTULIMAIBHOTO He(hpHTa,
IJIOMEPYJIOHEPPUTA, TOUYEHHOTO MEAYJIISIPHOTO HEKPO3a, HEPPOTUIECKOTO CUHPOMA.

CTH

YuutbiBas, 4TO MOKa3aHUE FOBEHWIbHBIN PEBMATOUAHBIN apTPUT OTHOCUTCS TOJIBKO K ONPEIETICHHON
rpynne nereit Becom 6omnee 60 Kr, oxxugaeTcs, 4To mpoduias 6e30macHoCTH mpenapaTa OyaeT TakuM
xKe, Kak y B3pocibiX. [Ipoduns Ge3omacHOCTH, HAOIIOMaEMBbId B COOTBETCTBYIOIIMX KIMHHYECKUX
HCHBITAHUAX C YYaCTUEM JETEl, a TaKKe NOCTPETMCTPALMOHHBIX HMCCIEAOBAaHMAX, HE IOKa3all
CYIIIECTBEHHBIX PA3THYHUNA B MPODUIIAX 6€30MaCHOCTH C TAKOBBIMU Y B3POCIIBIX.

COO6H_ICHI/IC 0 TOA03PECBACMBIX HEXKECIATCIbHBIX PCAKITHMAX

BaxxHo cooOmaTh 0 1mojo3peBaeMbIX HEKETaTeNbHBIX PeakIUsAX MOCJIe PErucTpaluy mnpenapara ¢
1[eTbI0 00eCTieUYeHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS «IOJIb3a-PUCK» JIEKAPCTBEHHOTO
npenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCs CcOooO0marh O JIOOBIX IMOJ03PEBAEMBIX
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0 HEXKENATEeIbHBIX PEAKLUIX TOCYAapCTB — WICHOB EBpa3suiickoro 3KOHOMUYECKOT0 COI03a.
Poccuiickas @enepanust

denepanbHas ciryx0a o Hag30py B cdepe 3npaBooxpanenus (Pocsnpasramzop)

Anpec: 109012, r. MockBa, CnaBstHCKas TU1011a1b, 1. 4, cTp. 1

Tenedonsr: +7 800 550 99 03

DnekTpoHHas movra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMALIMOHHO-TEIEKOMMYHUKAMOHHOU ceTn «MHTepHeT»: www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CUMIITOMBI

JlaHHBIX O cily4asiX, CBSI3aHHBIX C IIE€PEIO3UPOBKOM Ipernapara, HaKOIUIEHO HEJIO0CTAaTOYHO.
BepositHO, OyayT MpUCYyTCTBOBATh CUMIITOMBI, CBOMCTBeHHBIE Tiepeao3upoBke HIIBII, B Tsokembix
CIIy4asix: COHJIMBOCTb, HapYyLICHUS] CO3HAHUS, TOIIHOTA, PBOTA, OOJM B JMUTACTPUU, KEITYAOUHO-
KUIIEYHOE KPOBOTEUYEHHUE, OCTpas I[I0YeYHas HEIOCTaTOYHOCTh, HW3MEHEHHS apTepUaIbHOIO
JIABJICHUS, OCTAHOBKA JbIXaHUs, ACUCTOJIUS.

Jleuenue

AHTUIOT HE H3BECTEH, B Clyyae NEpeJO3UPOBKH Ipenapara CleQyeT IMPOBECTU: 3BAKYaIIUIO
COJIEP’KUMOr0 JKeIyJka u o0y mnojjaepxkuBarollyto Tepanuio. KonectupamuH yckopsieT
BBIBEICHHE MEIOKCHKaMa.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOCTBA

CDapMaKOTepaneBTqucxas[ I'pynmna: MMPOTHUBOBOCIIAIIMTCIIbLHBIC u MPOTHUBOPECBMATUUCCKUC
npenaparbl, HCCTCPOUIAHBIC TIPOTUBOBOCHAIUTCIBHBIC W TPOTUBOPCBMATUYCCKHUC TIPCIIApaAThI;
OKCHUKaMBI.

Kon ATX: MO1ACO06

MexaHu3M OeicTBUs

MenokcukaM SBISETCA HECTCPOUAHBIM IIPOTHBOBOCHAJIUTCIIBHBIM TIPECIIapaTOM U OTHOCHUTCH K
IIPOU3BOJHBIM SHOJIOBOM KHCJIOTBI, OKa3bIBACT ITPOTUBOBOCHAIMUTCIBHOC, AHAJIBICTUYCCKOC U
AHTHIIUPCTUYICCKOC JIEeHCTBHE. BHpa)KeHHOC IMPOTHUBOBOCIIAJIIMTEIIBHOC JEeHCTBHE MEIOKCHKaMa
YCTAHOBJICHO Ha BCCX CTAHAAPTHBIX MOJCIAX BOCIIAJICHUA. Mexaau3m HCﬁCTBHH MCJIOKCHKaMa
COCTOUT B €ro CIOCOOHOCTH I/IHFI/I6I/IpOBaTB CHHTC3 IMPOCTAIJIaHAWHOB — HU3BCCTHBIX MEAMNATOPOB
BOCIIAJICHUA.

dapmakogmnHamuyeckue 3O HEKThI

Menokcukam in vivo MHTHOUpPYET CHHTE3 MPOCTArIaHIWHOB B MECTE BOCHaJeHHs B OoOjbllel
CTETeHH, YeM B CITM3UCTON 000JIOUKE JKeTyIKa UM MOYKaX.

OTu paznuuusl cBA3aHbl ¢ O0Jee CeleKTUBHBIM MHIHOMpOBaHUEM IUKI0oKkcurenassl-2 (LIOI-2) no
cpaBHEHHUIO ¢ IuKIookcurenaszoii-1 (LIOT'-1). Cuutaercs, uto unruduposanue [{OI'-2 oGecnieunBaet
tepaneBTuueckue aeictBus HIIBII, Torma xak WHrHOMpOBaHWE IMOCTOSHHO MPHCYTCTBYIOIIETO
nzodpepmenta L{OI'-1 MoxkeT ObITH OTBETCTBEHHO 33 MOOOYHBIE JECHCTBHS CO CTOPOHBI XKENyJKa U
nouek. CeleKTUBHOCTh MeJokcukama B oTHomeHuu L{OI'-2 moarBepxaeHa B pa3iMyHBIX TECT-
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CHCTeMaX, KaK in vitro, Tak 1 in vivo. CeIeKTHBHAS CII C06HOC"[I;D&5&3@%@4&%@%&&?&&%‘5-

2 mokKa3aHa IpHU NPUMEHEHUM B KaueCTBE TECT-CUCTEMBI IIEJIbHON KpOBU YEJIOBEKa in Vitro.
YcraHoBaeHO, 4TO MeNOKCUKaM (B go3ax 7,5 u 15 mr) aktuBHee uHruOupoBan 11OI'-2, oka3biBas
Oonbliiee WMHTHOMpYIOIIEE BIMSHUE HA MPOAYKLUHUIO MpocTaryiagavHa E2, crumynupyeMmyro
nunomnonucaxapuaoMm (peakuus, xontpoinupyemas L[OI'-2), yem Ha mnponaykiuuio TpomMOOKcaHa,
YUYaCTBYIOIIETO B ITPOIECCE CBEPTHIBAHMS KPOBH (peakuust, kontponupyemas LIOI'-1). Dt s dexTs
3aBHCEIU OT BEJIMYUHBI A03bl. B HcciaenoBaHusX ex vivo moka3zaHo, 4YTO MEJIOKCUKaM (B J103ax 7,5 Mr
1 15 Mr) He oKka3bIBaET BIUSHUS HA arperaluio TpPOMOOIIMTOB U BPEMsI KPOBOTECUCHUSI.

Kimmanueckast 3dbdhekTUBHOCTE U 0€30I1aCHOCTE

B xmmnnueckux uccnenoBanusx HP co croponsl XXKT B nenom BO3HHUKaIM pexe NpH IpUEME
Menokcukama 7,5 u 15 mr, uem nipu npueme apyrux HIIBII, ¢ koTopbiMu pOBOIUIIOCH CpaBHEHHUE.
Orto paznunune B yacrore HP co croponsl JKKT B OCHOBHOM CBfI3aHO € T€M, YTO IPHU MpUEMe
MeJIOKCHKama peske HaOII0AauCh TaKUe SIBJICHUS KaK JAUCIIETICUs, pBOTA, TOIIHOTA, OO0JIb B )KUBOTE.
Yacrora nepdoparuii B Bepxaux otaenax JKKT, s3B u KpOBOTEUCHHI, KOTOPBIC CBS3BIBAINCH C
MIPUMEHEHHEM MeJIOKCHKaMa, Obljla HU3KOH U 3aBHCeNa OT BEIMUMHBI JO3bI U Tperapara.

5.2. apmakoknHeTHYECKHE CBOICTBA

AOGcopOrus

Menokcukam xopomro BcackiBaercsi n3 JKKT, o yem CBUAETENBbCTBYET BBICOKAas a0CONIOTHAs
ouogoctynHocts (90 %) mocne mpuema mpernaparta BHYTph. [locie OIHOKpaTHOrO MpPUMEHEHHS
MEJIOKCMKamMa MakcuMajbHas KOHIEHTpanusl B mia3Me (Cmax) JOCTUTaeTCs B T€UEHUE 5-6 4acos.
OnHOBpEMEHHBIM MNpUEeM MNHUINA U OPraHMYECKUX AaHTALMIOB HE H3MEHseT BcacbiBaHue. llpu
NPpUMEHEHUH IIpernapata BHYTpb (B Jo3ax 7,5 m 15 Mr) KOHIEHTpauuu MeJIOKCHKaMa
MIPOIOPLIMOHANIBHEI 103aM. PaBHOBECHOE cOocTOsIHUE (papMaKOKHMHETUKH IOCTUTAeTCs B Ipeaenax 3-
5-tu jpHed. JlWamazoH pasnuYMid MEXIy MAKCUMAIBHBIMU W 0a3ajdbHBIMH KOHIICHTPAIUSIMHU
MEJIOKCHMKama, Ioclie €ro mpueMa OJWH pa3 B JI€Hb, OTHOCUTEIBHO HEBEIMK M COCTaBIISAET MpPHU
npuMeHeHun Jo3el 7,5 mr — 0,4—1,0 mxr/mi, a npu npuMeHeHun 10361 15 mr — 0,8-2,0 MKxr/min
(mpuBenEHBI COOTBETCTBEHHO 3HAYEHHUS MHUHMMAaJIbHOW KOHUEHTPAUU (Cmin) U Cmax B MEpUOJI
PaBHOBECHOTO COCTOSIHUSI (hapMaKOKMHETHKH), XOTS OTMEUAJINCh M 3HAYCHHS, BBIXOMSIIHUE 3a
yKa3aHHBIN IMara3oH.

Ciax B TIEPHOJI PAaBHOBECHOT'O COCTOSIHUSL (PApMaKOKMHETUKU JTIOCTUTaeTcsl yepe3 5-6 yacoB mocie
rpreMa BHYTPb.

Pacnopenenenne

MenokcukaM OYeHb XOPOIIO CBS3BIBAE€TCSA C O€JKaMM IUIa3Mbl KPOBH, OCOOEHHO € allbOyMHUHOM
(99%). Ilponukaer B CHHOBUAIBHYIO >KHUJKOCTb, KOHIIEHTpAIMsi B CHHOBHAJIBHOW >KHUJIKOCTU
coctaBisieT npumepHo 50 % OT KOHLEHTpalMH B Ia3Me KpoBH. OO0beM pacrpesereHus mocie
MHOTOKPaTHOI'O IIpUe€Ma BHYTPb MeJIOKCHKaMa (B 103ax oT 7,5 Mr 110 15 Mr) cocrasinser okoio 16 i,
¢ ko3¢ ¢unrentom Bapuauu ot 11 % 1o 32 %.

Bbuorpaucdopmars

MenokcukaM TOYTH TOJHOCTbIO MeTabonu3upyercss B TeueHH ¢ oOpa3oBaHueM 4-X
(hapMaKOJIOTUYECKH HEAKTUBHBIX MPOM3BOIHBIX. OCHOBHON MeTabonuT, 5’-KapOOKCHMETOKCHKAM
(60 % oT BenMUMHBI 103bI), 0Opa3yercss MyTeM OKHMCJIEHHS MPOMEXYTOYHOro merabonura, 5’-
TUIPOKCUMETHIIMEIOKCHKaMa, KOTOPBIN Takke 3KCKpPEeTHpyeTcs, HO B MeHblIel crenenu (9 % ot
BEJIMYMHBI 103b1). MccnenoBanus in vitro mokaszaiu, 4To B JAHHOM METa0O0JIM4eCKOM MpPEeBPaLeHUN
BaxkHyl0 poiib urpaer CYP2C9, momonmuutensHoe 3HaueHne umeer uzodepment CYP3A4. B
00pa30BaHMM ABYX APYTUX METAOO0IUTOB (COCTABISIOMIUX COOTBETCTBEHHO 16 % 1 4 % OT BENTUYMHBI
7036l TpermapaTa) MPUHUMAeT ydacTue NEepOKCHIa3a, AaKTUBHOCTb KOTOPOHM, BEpPOSITHO,
WHJIMBUIyaIbHO BapbUPYET.
11
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BriBoguTcs B paBHOM CTENEHW uepe3 KHUIIEYHUK M IOYKaMU MPEUMYIIECTBEHHO B BHJIEC
MeTabonuToB. B HenM3MeHEHHOM BHUJE yepe3 KHUIICYHUK BBIBOIUTCS MeHee 5 % OT BETUYMHBI
CYTOYHOM J103bl, B MOUE B HEU3MEHEHHOM BHUJIE MEJIOKCHKaM OOHApyUBAETCS TOJBKO B CIIEIOBBIX
konnuectBax. Cpeanuii nepuos noiayssiBeneHus (T'2) menokcukama Bappupyet ot 13 10 25 gacos.

[Ina3MeHHBI KIMPEHC COCTaBIAEeT B cpeaHeM 7-12 MI/MUH mOCiie OJHOKPATHOTO IpHeMa
MEJIOKCHKaMma.

JIMHENHOCTD

Menokcukam AEMOHCTPUPYET JUHEHHYIO (PapMaKOKUHETUKY IPH IPUEME B TEPANleBTUUECKHUX J103aX
7,5 Mr u 15 Mr nocine nepopanbHOI0 WM BHYTPUMBIILIEYHOI'O BBEICHUS.

IloyeyHas HEIOCTATOYHOCTD

Cnabo BeIpakeHHash TIOYEYHasi HEOCTATOYHOCTh CYIIECTBEHHOI'O BIMSHUS Ha (hapMaKOKUHETHUKY
MeJIOKCHKama He oKas3bplBaeT. CKOpPOCTh BBIBEICHUS MEJIOKCUKaMa U3 OPraHu3Ma 3HaYUTEIbHO BbIILIE
y IAUHAEHTOB C YMEPEHHO BBIPAKEHHOM ITOYEYHOM HEJOCTATOYHOCTBIO. MEIOKCUKaM Xyxke
CBSI3bIBAETCS C OEJIKaMU IJIa3Mbl y MALMEHTOB ¢ TEPMUHAIBHON MOYEYHON HEJOCTaTOYHOCThIO0. [1pn
TEPMUHAIBHOM MOYEUYHOIN HEJOCTATOYHOCTH yBEJIMYEHHE 00bEMa pacipeleIeHHsI MOXKET IPUBECTU
K 00Jiee BBICOKUM KOHIIEHTPALUsAM CBOOOIHOI0 MEJIOKCUKAaMa, [T03TOMY Y 3TUX IallUEHTOB CyTOYHas
J103a HE JI0JKHA MPEBBIIIATH 7,5 MT.

IleyeHOYHAs HEAOCTATOYHOCTh

HGHOCTaTOLIHOCTB (1)YHKIII/II/I NEYCHU CYHICCTBCHHOI'O BJIMAHUSA HaA q)apMaKOKI/IHCTI/IKy MCJIOKCHUKaMa
HC OKa3bIBACT.

JIniia mosKuJIoro Bo3pacra

[loxxmiible manMEHTHl 10 CPaBHEHUIO C  MOJIOABIMM  HAlMEHTaMM HUMEIOT  CXOJHBIE
(hapMaKOKMHETHYECKHUE TOKa3aTeNlnu. Y MOKWIBIX IMallMEHTOB CPEIHUMN IJIa3MEHHBIM KIMpEHC B
MIEPUOJT PABHOBECHOT'O COCTOSIHUS (DapMAaKOKMHETHKH HEMHOTO HUXKE, YEM Y MOJIOABIX MalllEeHTOB.
VY OKeHImMH NOXWIoro Bo3pacta Oosee Bbicokue 3HadeHuss AUC (muiomanum moa  KpUBOM
KOHIIGHTPALUA-BpEMs]) U JJIUTENbHBIA TMEpPHOJ MOJYBBIBEIECHUS, MO CPABHEHUIO C MOJIOJBIMU
nanueHTaMu 000uX MOJIOB.

CTH

Cinax (-34 %) 1 AUCo- (-28 %) ObLIH HIDKE Y ASTEH MIIIIero Bo3pacTa (2—6 JeT) Mo CpaBHEHUIO C
Oounee cTapiieit Bo3pactHo rpynmnoii (7—14 ner), a kmupeHc npenapata (¢ MonpaBKOi Ha Maccy Tesna)
y MIIaJIIMX JeTeil Obul Oosiee BHICOKUM. PeTpoCieKTUBHOE CpaBHEHUE € B3POCIIBIMU MTOKA3aJI0, YTO
KOHIIEHTPALIMU MEJIOKCHUKaMa B IJla3Me y JIeTeil cTapliero Bo3pacTta M B3pOCIbIX CXOJHBL. Y JeTel
00enx BO3pACTHBIX TPYII EPHO/T TOTYyBBIBEACHUS MEJIOKCUKAaMa U3 T1a3Mbl ObUT CXOIHBIM (13 4) u
0osee KOPOTKHUM, 4eM y B3pocibix (15-20 u).

6. DPAPMALLEBTUYECKUE JIAHHBIE
6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

JlakT03b1 MOHOTHAPAT
Kpaxman nieHnyHsIi
Kpaxman npexxenaTHHU3UPOBAaHHBINA PUCOBBIN

TTosumon K30
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Maruus creapat

Kpemuus auokcua KoJIOUIHBIN (a3pOChin)

DSS rpanynupoBanHbli (0Ky3aT HaTpus 85% c 6enzoaToM HaTpus 15%)
6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHUH

Xpauuth npu Temneparype He Bbimie 30 °C B opuruHajgbHOW yrakoBke (Omuctep(bl) B Mayke
KApTOHHOI).

6.5. Xapakrep u coaep:kaHue YIIaKOBKH

Tabmerku o 7,5 mr u 15 mr.

ITo 10 Tabnerok B Omucrepbl M3 (HOJIBI'M ATIOMUHHEBOM NEYATHOM JIAKMPOBAHHOM M (OIBIU
ATIOMUHUEBON XO0JIOMHOTO (hOPMOBaHUS (TIOJIMAMHU,L/ ATFOMUHUE/omBHHWIXIopUA). 1o 1, 2, 3 mim
5 6aucTepoB BMECTE C MHCTPYKILHUEH 110 MEAULIMHCKOMY NPUMEHEHUIO B KAPTOHHOW MauKe.

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHIU3ANMH HCIOIb30BAHHOIO JI€KAPCTBEHHOT 0
npenapara WJIH OTXOI0B, TMOJYYEHHBIX TMOCJe TPHMEHEHHsl TMpemnapara, H JApyrue
MAHHUIYJISIIUH ¢ TIPenapaTom

Het oco6bIx TpeOoBaHMI K yTHIN3AIMH.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
AO «/lomunanra-CepBuc»

142100, MockoBckast 061acTh, T. [Togonsck, yi. Komcomonbcekas, 1. 1, ctpoenue 49, nomemenue 1,
KoMHara 223

Tenedon: +7 (495) 580 30 60

OnexTpoHHas noyta: info-ds@danhson.com
7.1. IlpeacTaBuTe b AeprKaTeJIsl PerHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedbuTENeH HAIPABIATH MO AAPECY
Poccuiickas @enepanus
AO «/lomunanTa-CepBucy,

142100, MockoBckast 061acTh, T. [Togonsck, yi. Komcomonbcekas, 1. 1, ctpoenue 49, nomemenue 1,
KOoMHaTa 223.

Tenedon: +7 495 580 30 60, 8 800 777 86 04

OnexTpoHHas nouta: info-ds@danhson.com
13
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8. HOMEP PETUCTPAIIMOHHOTO YIOCTOBEPEHHS W~/ /=HUBATENBHOCTS 000T)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBeHHBIN Mpenapara OTHOCUTCS K KATETOPUH OTITYCKa 10 PELenTy.

OOmast  XapakTepuCTHKa JIeKapCTBeHHOTro mpemnapara Menokcukam JIC  ngoctymHa Ha
nH()OpPMALIMOHHOM TOpTalie EBpa3miickoro 3KOHOMHUYECKOTO CO03a B  HH(DOpPMAIMOHHO-
KOMMYHHUKaIMOHHOU cetn «HTepHEeT» http://eec.eaeunion.org/
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