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MMHHHUCTEPCTBO 3/IPABOOXPAHEHUS U COIIUATILHOI'O PA3BUTH S
POCCHICKOM ®EJIEPALIAA
HHCTPYKIUSI
0 IPUMCHCHHIO JICKapCTBCHHOTO Npenapara Jjisi MCIHITHHCKOIr O IITpAMCHCHUA

MEJOCTATUH®

PeracrpaunonHbIi HOMep:
Toprosoe HazBaHHE NIpenapara: Menocratus®
Mexnynapognoe HenarenToBannoe Hasanue (MHH): noBacratun
JlexapcrBenHas ¢popma: TaOneTKH
Cocras:
KaXk[as TableTKa COAEPKAT:
AxmusHoe eewyecmso:
JloBacTaTuH 20 Mr

Bcnomozamenvnule gewyecmea.

JlakT03B1 MOHOTHIIpAT 146 mr

KpaxMman npexxenaTHHU3HPOBaHHBIN 27 mr
I{enmono3a MEKpOKpHCTaIUIRIECKas 10 Mr
Byrunruapokcuasu3on 0,04 mr
Marsnus cteapar 1,0 mr
HNamuroxapmus (uaaurotus E 132) 0,1 mr

Onmcanue: Kpyrible, INIOCKHE TabneTKu rody6oro nBera ¢ pasjemTeNbHOH PACKOH Ha OTHOM
cTopoHe. Bo3MOXXHBI He3HAYHTENbHBIE BKPAILUICHAS.

dapMmakoTepaneBTHIecKas TPyNNa: IHNOIMIAICMAYECKOE CpeacTBo — HMHruGaTop I'MI-
KoA-penykrasel

Kong ATX: C10AA02

dapmakoiorHIecKHe CBOHCTBA

dapMakoHEAMHKA

IN'inonunmaeMmdeckoe CPeACTBO, HAPYMIAET PAHHAE STANB CHETE3a XOJIeCTEpHHAa B [Ie9eHH (Ha
CTaMH MEBaNOHOBOH KACHOTH). B oprammsme obpasyer cBobomHylo 6€Ta-rHAPOKCHKHCIOTY,
KOTOpasi KOHKYPEHTHO HMHTHOHpYET 3-THAPOKCH-3-MCTHATITYTapHI-KOIH3HM A—penykraéy n
HapYHIA€T € IPCBPANICHHE B MEBATOHAT, B Pe3yIbTaTe Y€T0 CHAXACTC CHHTE3 XOJeCTepHHa,

ycumBaercs ero Katabomasm. Crmkaet KornenTpammo Tpurmunepunios (TT), JTENONPOTCHHOB
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Huskoi mnotHocty (JIITHII) n munonporenHoB odeHp Hu3ko# mwiotHoctd (JITTIOHIT) B KpoBm.
3HAYHTENHHO YMEHBIIAET KOIMYECTBO alONpoTeHHa B (BXosmero B cOCTaB JIHIONPOTEHHOB
HHU3KOM IUIOTHOCTH) H JPYTHX IHMPKYIHPYIONMX KOMIOHEHTOB JHIIONPOTEHMHOB HH3KOM
IVIOTHOCTH. YMEPEHHO YBEJIMYHMBACT KOHIEHTPALHUIO JIHIONPOTEHHOB BHICOKOH IJIOTHOCTH
(JIIIBII).

BelpaxeHnHpI TepaneBTHYeCKHH 3(QeKT NposBiIieTCS B TEYCHHE 2 HEAENb Tepalud, a
MaKCHMAaIBLHBIHN — yepe3 4-6 He[le/Ib ¢ MOMEHTA Havalla JICYCHHU.

JlopacratmH 3G¢eKTHBEH @pH NEPBHYHON TIHIOEPXONECCTEPHHEMHH Yy MANHEHTOB C
HEOCJIOXXKHEHHBIM KOMIICHCHPOBaHHBIM MHCYJIVMH3aBHCUMBIM (1 THIA) H HHCYIMHHE3aBACHMbBIM
(2 Tina) caxapHBIM AAA0OETOM.

DapMaKoKHHETHKA

B >xemynouno-kumeunoM Tpakre (JKKT) BcacrBaercss MEJIEHHO B HE TIOJIHOCTHIO — 0K0JI0 30 %
NPUHATOH BHYTPH JIO3bI, NpHEM Haromak cHmkaer abcopbmuio Ha 30 %. MakcumannHas
KOHIICHTpanMs B ITa3Me KPOBH JOCTHraeTcs depes 2-4 Jaca mocle mpreMa Irperapara, epes 2-
3 IHA IIpH YCIOBHH €XEJHEBHOTO IIPHEMA JOCTHIaeTCS PaBHOBECHAs KOHUeHTpamus. CBia3b
OenkamMu nnasMbl kpoBu Oonee 95 %, mnponmkaer depe3 remarodHiedaTHYeCKHil M
IUIaneHTapHbIHA 6apbepsl.

JloBacratuH ruapommsyeTcs B e4eHH ¢ 00pa3oBaHHEM aKTHBHO#N OeTa-THAPOKCHKHCIIOTHL, €€ 6-
OKCHIIPOM3BOJHOIO M APYTHX METaOOJMTOB, 9acTh M3 KOTOPHIX (apMaKoJIOTHYECKH aKTHBHEI
(O6nOKHMpYIOT  3-THAPOKCH-3-METHIITYTapHI-KO3H3MM  A-peayktasy). MeraGomusupyercs
mogpepmenTom CYP3A4.

Kmupenc noBactatmHa M €ro aKTHBHBIX METa0OIMTOB HpPH OJHOKPAaTHOM NpPHEME Ha HOYD
JOCTHTAaeTcsd Ha 2-3 CYTKHM TepaluM ¥ B 1,5 pasa Bbllle, 4eM IOCIE€ OJHOKDAaTHOIO NpHEMa

mpenapara B Apyroe BpeMs CyToK.
Ilepuon nomyseiBencHns — 3 daca. Yepes xumednuk BoBoautcs 83 % m moukamu 10 %.

Hoxazanus K NPHMEHCHAIO

Ileppaunas rumepxonecrepuHeMus ¢ Boicokoit komuentparmueit JIITHII tama Ila u IIb no
Knaccubnkamun PDpenpukceHa (He KoppuTApyeMas CHCHHANBHOM IHETOM W (u3aMdecKoi
Harpy3Koif), KOMOHHHPOBaHHAA THIIEPXOICCTEPHHEMHAS U THICPTPHIITHIICPHICMUSL.

Y nanmeHTOB HINEMHYECKOH GONE3HBIO Cepala ¢ HENbI0 3aMEICHAA [POTPECCHPOBAHUSA

KOPOHAapHOTO aTepocKIepo3a.

Iporaronoxa3anng
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IToBBIIIeHHAs YyBCTBUTEIBHOCTh K KOMIOHEHTaM Ipenapara; 3a60jIeBaHus IeYeHH B aKTHBHOM
¢dase; mNOBBIICHHE aKTHBHOCTH «IEYEHOYHHIX» TpaHCaMUHa3 (HESCHOM STHOIOTHH);
IPHMEHEHHE y XXCHIIMH pPENpPOXYKTHBHOTO BO3pacTa, HE HCHOJB3YIONMHX HAJXEKHBIE METOIBI
KOHTpalennuu; OepeMEHHOCTh WM IUIaHHPOBaHHE OEPEMEHHOCTH; MEPHOJ T'PYAHOrO
BCKapMJIBaHHS; oOlee TsDKENIoe COCTOSHHE NanueHTa; Bo3pact mo 18 mer (Oe3omacHOCTH H
3p(EeKTUBHOCTh I[IPUMEHEHHS HE YCTAaHOBJEHHI); ONHOBPEMECHHBIH I@IpHEM MOIIHBIX
uaraouTOopoB H3odepmenta CYP3A4 (B T.4. HTpPaKOHA30J, KETOKOHA30J], II03aKOHA30JL,
mHrE6ATOpEl  BUY-mpoTeassl, OomenpuBHp, TeManpeBHP, SPHUTPOMHLMH, KJIAPHTPOMHIIAH,
TEJIMTPOMHIIMH M He(}a3o[oH); OXHOBPEMEHHB npueM reM¢uOpo3Hyia, OUKIOCIOPHHA,
HENEPEHOCHMOCTh  JTAKTO3bl, JCQUIAT JaKTassl, IJIIOKO30-TaakTo3Hasd MababcopOmus;

rpefindpyToBsii cox — 6omnee 1 1B CyTKH.

C ocTOpOXHOCTHIO

3aboneBanust MnedeHH (B aHaMHe3e), 3JMOYHOTpeOJICHHE AQIKOrojid, NamueHTaM Iocie
TpaHCIUIAHTAld  OpPraHoB, KOTOPHIM  IIPOBOJMTCA  HMMMYHOICIPECCHBHAs  Tepamus
(TTOBBIIEHHBIH PHCK Pa3sBHTHA paOJOMHONHA3a H NOYCYHOR HEOCTATOYHOCTH), ONIEPALIHOHHLIE
BMEIMATeNbCTBA (B TOM YHCIE CTOMATOJIOTMYECKUE), MPH OSHOBPEMEHHOM IIPHEME C
reM¢uOpo3uIOM U ApyruMH GuOpaTaMi, HUKOTHHOBOH KHCIOTOH B JHITHICHMKAIOMIAX J03aX

(6onee 1 r/cyTkn) n3-3a puCcKa pa3BHTHA MHOIATHH.

Ipumenenne npu GepeMEeHHOCTH B B NIEPHOJ IPYAHOr0 BCKAPMJIHBAHAS

Ipenapar npoTHBONIOKa3aH BO BpeMs 6€pEMEHHOCTH U B IIEPHOJ TPYAHOIO BCKapMITABaHHS.

Cnoco npuMenenns | 103b1

IIpenapar npuHAMAIOT 1 pa3 B CyTKH BE4epOM (XOIECTEPHH CHHTE3HPYETCA B OCHOBHOM HOYBIO)
BO Bpems npueMa mamd. Bo Bpems nedenms MenocrataHOM HeoOXomuMo CoOmonars
CTaHJAPTHYIO XOJICCTEPHH CHIKAIOMIYIO TAETY.

Tunepxonecmepunemus

Haganeras mo3za 10 (1/2 Tabnerku 20 mr) - 20 mr/cyt. Ilpr Ae0OX0MMMOCTH 103y YBEIHIHBAIOT
(1 pa3 B 4 menemn). MakcumanbHas cyTouHas fo3a 80 Mr B OZMH IIpHEM WIH B JiBa HpHeMa (BO
BpeMs 3aBTpaka B Y)XXHHA).

B ciyyae CHHXEHHA KOHLECHTpamu# B IasMe obmero Xxonecrepusa ao 140 mr/100 mn
(3,6 mmoms/n) wmm JINTHII-xonecrepmna no 75 mr/100 mur (1,94 mmoms/n) mo3y mpemapara
CHERYET yMEHBIIHTE. Ilpu opnoBpemennoM HasHaucHHH MeznocTatuaa ¢ mOpenapaTamm,

HOJABISIOMAME UMMYHHTET, Qubparamu, HUKOTHHOBOR KHCIOTOH B THITHICHWKAIOMEX 032X
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(Bonee 1 r/cyrku), Jlamazonom, [untnazemoM, Bepanamwiom, a Takke IpH BBIPaXKEHHOM
XPOHHYECKON NMOYECYHOH HEMOCTATOYHOCTH (KIMpEeHC KpeaTHHHHA <30 MII/MHMH) MaKCHMAaTbHad
CYTO4YHas 103a He AoipkHA OpeBbmnarh 20 mr. [Ipu oqHOBpeMenHOM HazHaveHHH MenocTaTnHa
¢ AMHOZIapOHOM MaKCHMaJIbHas CyTOYHAs JI03a HE JOJDKHA MpeBbunarh 40 mr.

Koponapusiit amepocknepos

Havanenas no3a 20-40 mr/cyr. Ilpu meobxomumocti 103y yBenmumumBaroT (1 pas B 4 menemm).
MakcumanbHas cyTouHas 03a 80 Mr B OJIMH IOPHEM WM B JBa rpueMa (BO BpeMs 3aBTpaKa H

YXHHA).

ITo601Hoe neficTBHE

Co cmoponvl nuweeapumenvroi cucmemel: H3KOTa, TOIMHOTA, JHApEs, 3aHOpP, METEOPH3IM,
PBOTa, CyXOCTh CIHM3HCTOH 00ONOYKH NONOCTH pTa, OONb B KHBOTE, HapyIICHHE BKYCa,
aHopekcHs, racTpaarus (0onp B 0OONACTH JKENyZHKa), XONECTATHYECKAs IKEATyXa, IeraTuT,
HapylleHne (yHKIHHA [eUeHH, OCTPhIH MaHKPEaTHT.

Co cmoponvi yenmpanvHou HepeHOU cucmembl: TOJOBOKPYXXEHHE, TOJOBHAasl 6oib, obmas
cnabocTs, Cy/0pord, 6eCCOHHHIA, MapecTe3nH, nepudepryeckas HEHPONATHs, NOTEPS NaMsTH,
MICHXHYECKHE PAcCTPOHcTBa (BKIIIOYas TPEBOTY).

Co cmoponwr onopro-0eueamenvHozo annapama: MEUITHAAL, MAO3UT, MHOIATHA, pabaoMuosm3 (y
NAMECHTOB, NONYYaloMHUX OJHOBPEMEHHO IHUKIOCIHOPHH, reMQuOpO3dN HJM HHKOTHHOBYIO
KHCIIOTY B JIAINAACHIDKAIOIMHX 033X ), apTPajIrasl.

Co cmoponwr opzana 3penus: «TyMas» Tiepell T7Ia3aMH, HOMYTHEHHE XpyCTalMKa, KaTapakra,
aTpodus 3pHTEILHOTO HEPBA.

Annepeuyeckue peaxyuu: TIPH IPAEME CTATHHOB OIHCAH CHHAPOM, KOTOPbIA MOXET BKIFOYATh
FEMOJIMTHYECKYI0 AHEMHIO, JICHKONEHHIO, TPOMOOUHMTONCHHIO, 303WHOMDIIMIO, OBLIICHHE
CKOpocTH ocenanus 3parpouuToB (COJ), MONOKATENBHBIE PE3YIBTATH TECTAa HA AHTHSAICPHEIE
aHTHTENIa, KpalMBHHIlY, KOXHYIO CBHIIb, aHTHOHEBPOTHYECCKHMA OTE€K, TOKCHIECKHI
SMHAEPMATBHbBIN HEKPOIIA3, KOXKHBIA 3y

Jlabopamopnvie noxasamenu: TOBBIIEHHE aKTHBHOCTH «II€YEHOYHBIX» TPAHCAMHHA3,
[IOBHIICHHE aKTHBHOCTH KpeatnHpochokunassl (KOK), 6mmpycuna.

Ilpouue: cHWKEHWE TIOTEHOMH, OCTpad MNOYeYHAs HENOCTATOYHOCTH (0GYCHOBICHHAS

pabnomMuoIH30M), 6015 B rpyAHON KJIETKE, OUYINEHHE CepaAneOHeHnAs.

Iepeno3npoBka
BEUTO OHHECaHO HECKONBKO CYYaeR CIy4aiiHOro NpHeMa H3HiiHe GONBHIEX 103 IIPENapaTa, HO

crienA(pHUICCKHX CHMIITOMOB Y NAI{HEHTOB IPH 3TOM He HabMoanoch.
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Jleyenue: CHMIITOMATHYECKOE, CICAYET BBI3BAaTH pPBOTY, IPOMBITH KCIYAOK, IIOKa3aHO
Ha3sHA4Y€CHUC aKTHBHPOBAHHOIO YIJH, HE00XO0 MM KOHTPOJIb (bYHKIII/IK NCYCHU W aKTHBHOCTH

K®K. Cnenu¢purdeckoro aHTHAOTa He cymecTByeT. [ eMoanamu3 HesddexruBeH.

B3anMopeiicTBHSA ¢ APYrAMH JIeKAPCTBEHHBIMH NPeHapaTaMHu

Hmmynooenpeccanmul, mownvie unzubumopor usopepmenma CYP3A4 (8 m.u. umpaxonason,
KemoOKOHA30/, No3akoHaszon, uHeubumopwr BHY-npomeasvi, 6Goyenpusup, menanpesup,
IPUMPOMUYUH, KIAPUMPOMUYUH, METUMPOMUYUH U Hea3000H), 2emMPubpo3un, YuKIOCHOPUH,
HUKOMUHO6As Kucioma 6 MunuocHudcaiowux oosax (bonee 1 z/cym), KOIXuyuw, paHorasux u
npenapamvl, GIUAIOWUE HA KOHYEHMPAYUIO IHOOEHHBIX CMEPOUOHBIX 20PMOHOE YBETUIHBAIOT
PHCK Pa3BHTHSA MHOIIATHH C PaGJOMHONA30M H OCTPOH II0YEUHOH HEAOCTATOUHOCTBIO.

IIpu omHOBpeMeHHOM HazHadeHHH c JanasomoM, untnazemom, Bepanamimiom MakcHMarbHas
CyTO4YHas J|03a JIOBacTaTHHA HE JIOJDKHA npeBbImarts 20 MT, ¢ AMHOIapOoHOM - 40 MT.

Ilpy oOxHOBpEMEHHOM Ha3HAYEHHH C HEOPAMBIMH AaHTHKOAryIssHTaMH  YCHJIABAETCS
AHTHKOAryJIAHTHBIA 3(dexT U pucK BOZHAKHOBEHHS KpoBoTedeHmil. HeobXxomiM perymspHbIil
KOHTPOJIb IPOTPOMOHHOBOIO BPEMEHH.

Konecmupamun u xonecmunon CHAXai0T OMOAOCTYTHOCTh (IPHMEHEHHE BO3MOXHO depes 4
gaca IIOoCJIe MpHeMa BIIIEYKa3aHHBIX IIPENapaToB).

Iuxnocnopun MOXeT NOBBIATH MJIA3MEHHBIH YPOBEHH META0OIHUTOB.

I'peiindpyroBeii cox B Gonpmmx kommdecTBax (bonee 1 1/cyT) yBenHdmBaeT MakCHMAaIbHYIO
KoHIeHTpanuio (Cmax) 1 miomazns noa KpuBo# «konueHTpanms-BpeMs» (AUC) noBactathHa u

PHCK MHONaTHI (OXHOBPEMEHHOE MX IPHMEHEHHE HE PEKOMEHIYETCS ).

Ocobbie ykazanns

B mnepHox JiedeHHsA DAMEHTHl JIODKHBI HPHICPXKHUBATHCA CHCIHATHHOH IHETHI C HH3KOH
KOHIICHTpalHeH XollecCTepHHa.

ITanuenTs! XOKHEI OBITH HpPEIYNPEXACHB, 9TO B CIy4ae HOSBICHHS HEOOBACHHMEIX GoyeH B
MBIIIAaxX, Gone3HCHHOCTH H cnabocTH M (0COGEHHO B COYETaHHH C JIAXOPAIKOH), MM
cieyer oOpaTHThCs K Bpady.

Jleuenne npenaparoM Menoctatdd MOXET BBI3BaTh TOBHIIICHHE AKTHBHOCTH «HCYCHOYHBIX)»
tpancamuHas # KOK. Ilpn mmrensHoil Tepamun nokazad GHOXHMHYECKHH KOHTPOIb QyHKIHK
ne4YeHH. AKTHBHOCTD «TII€YCHOYHBIXY» TPAaHCAMHHA3 ONPECNI0T A0 Hadasa JCYCHHS, Kaxbie 8
HeJZieNb B TCYCHHE IEPBOTro ro/ia Tepanud | jajiee — He pexe 1 pasa B noirona. Ilpa nossumennu

aKTHBHOCTH «II€YCHOYHBIX» TpancamuHa3 # K®K Gonee 4eM B 3 pasa OTHOCHTEIBHO BepxHei

TpaHHIlbl HOPMBL, TIPENapaT CAENYeT OTMEHHTS.
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[IprMenenre CTAaTHHOB MOXET IIPHBOHUTD K Pa3BHTHIO THIIEPIIIMKEMHH Y HAHEHTOB CaxapHbIM
Juaberom.

Tepanms MenocTaTHHOM MOXKET NPHBOIWTH K Pa3BHTHIO MHOMATHH C pabJOMHONH30M H
MOYEYHOH HENOCTaTOYHOCTH. PHCK BO3HWKHOBEHHS STOH IIATOJIOTHH BO3pacraer IIpH
OJHOBPEMEHHOM IPMMEHCHMH C HMMYHOJACTIPECCAHTaMH, TeM(HOPO3HIOM, HHKOTHHOBOH
KHCIOTOH B JMIMACHIKAIOMMX J03ax (Oonee 1 r/cyT), NAKIOCIOPHHOM, 3PHTPOMHIIEHOM H
IPOTHBOrpHOKOBBIMH HIpeNapaTaMy IPyIbl a30J10B (MTPaKOHA301 | JIp.).

Ilpn oOmem TsKENIOM COCTOSHMM HNAalMeHTa BCIEACTBHE Kakoro-mubo 3abonepaHds Tepamus
JI0JDKHA OBITH MpeKpalieHa.

B cimy4ae mpomycka TeKymieH o3bl Hpenapar HeoOXOIUMO NPHHATH Kak MOXHO ckopee. Ecau

HACTYIIHUIIO BpEMsL CJICIIYIOHICﬁ AO03bI, 103y HE YBC/IMYABATD.

Binsinue HA CHOCOOHOCTDH K YIIPABJICHHIO TPAHCHOPTHLIMH CPEICTBAMH H 00CTYKHBAHHIO
ABIKYIIHXCH MEXaHN3MOB
Cnenyer coOmojaTh OCTOPOXHOCTB TIpH YIPaBJICHHH TPAHCIOPTHBIMM CPEICTBaMH H

06CJIY)KHBaHHH ABHXXYIITUXCA MEXaHU3MOB BBHY PHUCKa PAa3BATHA I'OJIOBOKPDY)KCHHA.

dopma BbIIyCKa

Ta6merku no 20 mr. ITo 10 Tabnerok B 6muctep u3 [IBX/amromurneBoit oy,

Ilo 3 wym 10 6:MCTEpOB BMECTE ¢ MHCTPYKOHEH N0 IPAMEHEHHIO B KAPTOHHYIO HAYKY.

YcioBus XpaHeHHS

XpaHHuTh B CYyXOM, 3aIHINCHHOM OT CBETa MECTE IIPH TeMrieparype He Bhime 25 °C.

XpaHHTB B HCAOCTYIIHOM LA JETEH MecTe.

Cpok rognocrn

3 ropa. He ucnons30BaTs N0 HCTEYSHAM CPOKA, YKa3aHHOTO HA YIIAKOBKE.

YciaoBas oToycka

Ilo penenry.

Ipon3BoanTesrn

«Menoxkemu Jltn»

Kumnp, 3505, Jlmmaccon, yn. Korcranranononeoc, 1-10
Tenedon: 8-10-357-25-867-600, ®axc: 8-10-357-25-560-863




Oprannzanus, NPHHAMAIOMAS NPETEH3HN:
IlpencraBuTenscTBO «Menokemu Jita» B Poccrn

105120, r. MockBa, AHApOHBEBCKAs IUIOMANb, JOM 6, CTp.2
Tenegon: (495) 678-81-25, 647-25-32. Pakc: (495) 647-25-35

E-mail: info@md-srv.com

V{Iana IlpencraBurencrsa

«Menokemu JIto» B Poccuu

ITN012832/01-290312

. Mysypuc



