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Rt JUCTOK-BKJIAMBI | tousces 110 TPy |
S HTOMEZ® B VS ;év%{

IIpounTaiiTe BHEMATEILHO 3TOT JINCTOK-BKIAABII NePe/ TeM, KaK HA4aTh NPAMECHEHHE
2 npenapara!

Buumamensno  npouumaime  eecv  Jlucmok-exknadvius neped mem, KAK___ Hauams
npuem/ucnonb306anue 3mozo NeKAPCMEEHH020 CPeOCMEa, MAK KAK OH COOEPHCUM BAHCHYIO ona Bac

j . ungpopmayuio. Jlna docmudicenuna onmumManbHsIX peyibmamos 1eKapcmeeHHoe cpedcmeo cnedyem ., :
| UCnONb306amMb, CHMIPO20 GbINOJIHAA 6Ce DPEKOMEHOAWUU, U3N0JCeHHble 6 JUCmKe-gKnaoslue
o (uncmpykyuu).

Coxpanume 3mom Jlucmok — exknadsiui. Bam mosicem NOHAOO6UMbCA nEpesumams e2o CHo8a.

Ecnu y eac 603nuKnym 0ononnumensHsie 60npocsl, Roxcanyiicma, npoKoHcybmupyiimecs ¢ Bauum
J1e4auium epaiom.

Smom npenapam Haznaven AuuHo Ona Bac u ne cnedyem nepedasamy ezo Opyzum nuuam. 3mo”
Modicem HaepeOums UM, 0adx3ce eCiu CUMRMOMbI UX 3a0O0NE6AHUA CX0dCU C memu, Komopble

*.‘

Habnwoaomcea y Bac.
, HA3BAHME ITPEITIAPATA
3 MTOMEJ® ITOMED®)
3 JIEKAPCTBEHHASI ®OPMA

- - Ty

TabneTku, MOKpBITbIE 060104YKOH

" CocTas:

. 1 rabnetka, nokpsITas 0GONOUKOM, CONEPHKHT 50 Mr uTompuaa ruApoXJIopUIa
okl | Bcnomozamenvhbie 6ewjecmea: MOHOTHAPAT JIAKTO3BI, MPEXENAaTHHH3HPOBAHHBIA KyKypY3HBIA KanMZUI
¥ . HaTpus KpOCKapMeJuI03a, JUOKCHA KPEMHHs KOJIOMIHBIH 6€3BOAHBIH, MarHusi cTeapat “
{ © ' O6onouxka Opadry II 85F18422 6enviii: 4aCTHYHO THIPOTM3OBAHHBIA TOJMBHHWIOBBIH CIHDT, nnoxcwlf :
_ TUTaHa, Makporos 3350, Tajbk.

AR * Onucanue: 6eJIble WK MOYTH Geltble, JBOSKOBBITYKIIbIE Ta6IETKH, TTOKPbITbIE 060NOYKOH, C PHCKOH € O/IHOH
CTOPOHBI.

o Pucka crnoco6CTBYET pasiaMbIBaHHIO TabJIETKH C LENBIO 06IErYeHHs €€ MPOrIaTbIBaHU, a HE JUIA IeJICHAA
‘ j. ee Ha JIBe O3Bl ' '

& i ' ®APMAKOJIOTHYECKHE CBOMCTBA

v dapMmakoTepaneBTHYecKas rpymnna: [IpokMHeTHK
: . ATC xon: AO3FA07

y . (dapMaKoIHHAMHYECKHE CBOHCTBA

Hronpuna ruapoxiopun ycwmsaet Motopuky XKKT 3a cyer anTaronusma D;-710MaMHHOBBIX PELIEITOPOB U

MHrMGHpPOBaHKS allETUIXOJIUHICTEpasbl. UTONpPH aKTMBHUPYET BHICBOOOXKIECHHE alleTHIXOMHA U [OJIaBJIsAET
~ €ro paspylLICHHE. :

O6najaeT POTHBOPBOTHBIM 3(eKTOM 3a cueT B3auMoAeHcTBUs ¢ D; -peLienTopoMaMu, HaXOAAUIUMHCS B

TPUTTEpHOM 30HE. BBI3bIBaET 10303aBUCHMOE MOAABICHUE PBOTBHI, BBI3BAHHOM arnoMOP(OHHOM. AKmBupyer
i MpPOITYJIbCUBHYIO MOTOPMKY JXKEIyAKa 3a CHeT aHTaroHusma c¢ D2-peuentopaMd ¥ [10303aBUCUMOIO
i .. MHrMOGMpPOBAHHMA AKTMBHOCTH ALIETHIXOIMHICTEPA3bI. ;

Hronpua okasbiBaeT BechbMa CrelM(UUECKoe BO3JEHCTBHE Ha BEPXHHH OTHEN xcenynoquo-lmmeqnoro
‘ ' TpakTa, YCKOpSET TPaH3UT MO JKEMYAKY, YJIy4qlIaeT ero ONOpOXHECHHE. HUrompun He BIMACT Ha
Bl ' KOHLIGHTPALHMIO raCTpHHA B IJIa3Me KPOBH.

-

R e e "

e e =

-



-

& ® “

=5

-

B = T T

e

- @PapMaKOKHHETHYECKHE CBOHCTBA PUKAS Mizuiey
A6copbuus | Fecuy EapabooKpastHin |
Htonpua GBICTPO U MOYTH MOJHOCTBIO aGcopOupyeTcs B KeJTyJOUHO-KHIIEYHOM TPakte: “OrHocHTeAbHAd
6uoNOrMYeckas JOCTYNHOCTb, COCTABIsOWas npubnusuTensHo 60%, B OCHOBHOM 00ycoBIeHa
MeTaGoIM3MOM TIPH TEpPBOM TMPOXOXKIeHHH uepes medeHb (first- pass effect). Iluma He BiMAET HA
GHOJIOTHYECKYIO JOCTYMHOCTD JIEKAPCTBEHHOrO CpencTBa. MakcuMalbHad IUIa3MaTHieckas KOHLCHTPALHA
nocturaercs epes 30-50 MuHyT nocsie npuema 50 Mr HTONpUIA. :
IToBTOpHOE MepopajibHOe npuMeHeHne 103kl 50-200 Mr 3 pa3sa B CyTKM Ha NMPOTSKEHUH 7 mHe# mokasalo,
4TO UTONPHJ M €r0 METAaBOUTEI UMEIOT JIMHEHHYIO (papMaKOKHHETHKY ¢ MHHHMAIIbHOH aKKyMYJIALMEH.
Pacnpenenenue ‘

~ Ces3pBaeTcs ¢ GenkaM IUIa3Mbl (B OCHOBHOM, C aib0ymMuHOM) Ha 96% ¢ aLl-KHMC/IBIM TIMKONPOTCHHOM —
MeHee 4eM Ha 15 %. AKTUBHO pacnipefieiiseTcs B TKaHAX M OOHapy)KMBaeTCs B BHICOKMX KOHUEHTpalMiX B
MOYKaX, TOHKOM KHMIIEYHHKE, TIeYeHH, HaIToueyHHKaX, xemyake. OGbeM pacrpenienienus cocTasiser 6,1
n/kr. B TepameBTHYeCKHX [03aX HE3HAYMTENbHO MPOHHKAET B TOJIOBHOW M CNHHHOM MO3T, B PYAHOS
MOJIOKO.

Merabonuzm

- Merabonusupyercs B meveHd. HupetnduumpoBanbl 3 MeraGonvTa, OAMH M3 KOTOPBIX MpOSBISCT
HE3HAYHUTEJIbHYIO aKTUBHOCTB: 2-3 % OT aKTMBHOCTH MTOTIpHJIA.

. Mera6onusupyercs ¢nasuamMoHookcurenaszoil (FMO3). KonmuuectBo M 3¢d(eKTHBHOCTD n30(epMEHTOB
YeJIOBEKA MOXKET OBITh CBA3aHO C FEHETHYECKHM IMOJHMOPGH3MOM, YTO B PEIKHX CIIyYasdX MPUBOAMT K
PA3BHTHIO ayTOCOMHO-PELECCHBHOTO COCTOSHHSA, H3BECTHOTO KaK TPUMETHIAMHUHYpHs (CHHIPOM PBIGHOTO

 3amaxa). [TepHo/ MOJTyBEIBEIHHS TIPENapaTa y NalHeHTOB C TPUMETHIIAMUHYpHEH MOXET GbITh yBEIHYEH.
Mo faHHBEIM (HapMAKOKMHETHYECKHUX HCCIEOBAHMH in Vivo MTONpPHI HE OKa3bIBacT HMHTHOMPYIOLIETO" HIIH
nHaytmpytomero aeiicteus Ha CYP2C19 u CYP2E]. IlpumeHeHne MTONpHAa HE OKa3bIBACT BIMSHWA Ha
aKTHBHOCTb YPUIUHAUGOCHATIIIOKOPOHHI-TpaHChEpasbl. e

FAHOU
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BriBenenue
Hrtonpua u ero MeTaboHTI BBIAECIAIOTCA IJIABHBIM obpaszoM ¢ Mouo#i. [lepron mosTyBbIBENCHHS HTONPHIA

COCTaBJIACT IIpI/IGJIHBPITCIIBHO 6 Jacos.

IToxka3zaHus K NpHMEHEHHIO ; ,

. Utomen® nmpeaHasHayeH [Uis  JiedyeHHs (QYHKLUMOHAIBHBIX  raCTPOMHTECTHHAIBHBIX - CHMITOMOB,
(YHKIMOHATBHON HWCNENCHH C OINYIICHWAMH B3QyTWs JKMBOTA, TEPEMOIHEHHOrO JKeay/lka, OT
auckomdopta 10 GONIE3HEHHOTO OLIYIIECHUA B 00JIaCTH 3MMracTpHs. :

Cnioco6 npuMeHeHHs H J03bI:
TabneTky cieyeT rJ10TaTh LETUKOM, 3aMMBas JOCTATOYHBIM KOJIHYECTBOM XKHUIKOCTH.
. Ho3uposxa
- PexoMeHyeMas CyTOYHas 03a IS B3pOCHBbIX cocTasseT 150 mr, T.e. mo 1 TabjeTke 3 pa3a B CyTKH MepeN
enoit. [loza MoxeT ObITb yMEHbLIEHA B 3aBHCHMOCTH OT 3abonesanus. TouHasd MJO3HUpOBKAa H
NPOJIOJDKUTENBHOCTD JIEYEHHS 3aBHMCAT OT KJIMHAYECKOTo COCTOSHMA IALHCHTA. B KIMHHYECKHMX
HCTIBITAHMSAX MAaKCHUMAJTBHBIN TIEPHOJI IPUMEHEHHS JIEKAPCTBEHHOTO CPEICTBA COCTAB/IA 8 Heflenb.
Iayuenmul ¢ HapyweHueM QYHKYUU neyernu uiu novex g .
' TIarMeHTsI ¢ HapylleHHeM (QyHKIWH EeYEeHH WK MOY€EK, NO/DKHBI HAXOAUTBCA MO TIATEIbHBIM KOHTPOIEM
Bpaua, a B CJTyyae HeGIaronpHATHEIX PEaKIUi, HEOOXOUMO CHU3HTE J03y MM NPEKPATUTS JICICHHE.
Tloocunvie nayuermoi 2 ol
YacToTa BO3HHKHOBEHHs MOGOYHBIX pEaKlMii y MALMEHTOB CTapuie 65 JeT Bbllue, YeM y OCTalbHBIX
MALHEeHTOB. B CBA3M ¢ 3THM, HeoOXOAMMO COOJIIOAATh OCTOPOXHOCTH NMPH NMPUMEHEHHH JICKapCTBEHHOIO
CpeACTBa Yy JIHLL I0XKMJIOr0 BO3pacTa.
JHemu u noopocmxku
Be3omacHOCTh mpuMeHeHHs npenapata MiroMen® 50 Mr y MefuaTpHYecKod MOMyJsALMH B BO3PAcTe 10 18
TieT He OblIa YCTaHOBJIEHA.

" TIpoTHBONOKA3AHHSA:
- MOBBIMIEHHass {yBCTBHTENBHOCTH K WTONPHIY, a Taloke K JIOGOMy M3 BCMOMOraTeNBHBIX BEIIECTB

JIEKApCTBECHHOI'O CPEACTBA,
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- 'yCcWIeHHas TacTPOMHTECTHHAJbHAs MOTOPHKA, FaCTpOI/IHTeCTPIHaJIéHQQ\thQBsO’l:e‘ieHIﬂb AM
06CTPYKLHS WK HATHYHE Nepdoparmu; '

i

. - GepEMEHHOCTb ¥ IIEPUOJI KOPMIICHHS TPYABIO.

TloGouHoOeE AeHCTBHE:

. Ha6moaeMslie MOGOUHBIE SBJIEHHSA MOXKHO CTPYTNIMPOBATh 110 YaCTOTE BCTPEUaEMOCTH:

Ouenb 4acto (>1/10), gacto (>1/100, <1/10), Heuacro (>1/1000, <1/100), peako (>1/10000, <1/1000), OueHb
peako (<1/100000), Bkmouas eAMHHYHBIE CIy4ad, HEM3BECTHbIC (HEBO3MOXHO ONpENCIHTH HCXOIA 3
JOCTYIHBIX JaHHBIX)

Co cmoponer LJHC:

HEYacTo — roJIoBHbIE 60/, HapyLIEHHE CHa, FOJIOBOKPYKEHHE
HEM3BECTHO — TPEMOP, Pa3ApaXHUTEIBHOCTh

Co cmopoHbl nuuesapumenbHou CUcmembyl.

HeuacTo — 3amop, MoHoc, 6014 B )KMBOTE, MOBBIIIEHHOE CJIOHOOTIACICHHE
HewussectHo — TOMHOTA

. Co cmoponbl MOYeBbIOENUMENbHOU CUCTNEMBIL.!

HevacTo — noBbIlIEHHE MOYEBHHHOTO a30Ta B KPOBH M KPeaTHHHHA

Co cmoponbi 0nopHo-08U2amensHo20 annapama U COeOUHUMENbHOU MKAHU:
Heuacto — 6oiu B rpyIv WM B 06J1aCTH CITUHEI

Co cmopoHbl SHOOKPUHHOU CUCTEMBL s
HeuacTo — NOBBIIIEHHE YPOBHS MPOJaKTHHA (B CITydac MOSABJIEHUS CaMOMpPOU3BOJIBHOrO HCTECUCHHUA MonoKa .

. TIeueHHe HeoOXOJUMO MPEePBaTh WA COBCEM MPEKPATHTE)

. Co cmoponbl KpOEEHOCHOT U NUMPAMUYECKOU CUCTEM.

~ Hewacto — neiikonenus (oco6oe BHHMaHHE CIEOYET YIEJATh MalMEHTaM BO BPEMs reMaToJIOrH4ecKoro
‘o6cnenoanus. [Ipu MoABIEHHH MOGOYHBIX PeakLyii TeueH e JODKHO GBITh TPHOCTAHOBIIEHO)

HewusBecTHO — TpoMOOLUTONEHHA

- Co cmopoHbl KOHCU U NOOKOJICHOU MKAHU

Penko — koXHas ChIIb, IOKPaCHEHHE, 3y

Co cmopoHbl UMMYHHOTU CUCMEMbL.!

HewusBecTHO — aHaQWIaKTHUECKHE PEAKLIUH R
Obwue HapyweHus U peakyuu 6 mecme annAUKAYUU

HewacTto — ycranocts

Co cmopoHbl neveHU U JHCeNYHbIX NPOMOKOE.

HewussecTHO — XxenTyXxa

H3menenus nabopamopHeix nokazamene:

HewusBecTHO — MOBBIIIEHHE aKTMBHOCTH acnapraramuHoTtpaHchepassl (ACT), anaHnHaMHHOTpaHC(bepaam

. * (AJIT), ramma-rmotamuntpancnentiaassl ([TTII), menouHoi gocdarassl i ypoBHS OoupyOuHa.

CoobweHnus 0 HedcenamenbHblx peaKyusx

BaxkHo coofmare O MOAO3PEeBacMBIX HEXENATENbHBIX pPeaKUMAX MO0CAe PErHcTpallH JIEKapCTBEHHOrO
CpeJICTBA C LEBIO 06ECTIEeUeH s HETPEPEIBHOTO MOHUTOPHUHTa COOTHOLIEHHUS M10J1b3a/PUCK JIEKAPCTBEHHOIO
cpenctBa. B ciiydae BO3HMKHOBEHHS HEXENATEIbHBIX pEaKUMH, NEPEeUHCICHHBIX B JaHHOM JIUCTKE-

- BKJIapIIIe, a TAKKe HE YNOMSHYTBIX B HeM, WIH B Ciiydae Hed((EKTHBHOCTH JI€KapCTBEHHOTO CPEeICTBa
" HeoGXOAMMO, B TIEPBYIO OYEpElb, HE3AMEUTMTENFHO COOBIMTE 06 3TOM Jievamemy Bpady. Takke MOXHO

MO3BOHMTb TIO TenedOHy KOMIAHHH-TIPOM3BOMTENS JIEKAPCTBEHHOrO CpeicTBa, JM0O COOOIIMTE o
HeXeNaTeNbHOM peakuuu/HeaddexTuBHOCTH B Pecrmy6nMKaHCKOe YHMTapHOE NpPEANPUATHE «I_[eHTp
SKCTIEPTU3 M HCTIBITAHMUIA B 3npaBooxpaHenu» (https:/www.rceth.by).

.Coonax O HEXeJIaTCIBbHBIX PEaKUUAX, BBl INOMOracTe IIOJyYHTb GoJipllle CBEACHHH O 6esonacnocm

JICKApCTBEHHOI'O CPEACTBA.

B3aumopaeiicTBHe ¢ JPYTHMH JeKaPCTBEHHBIMH CpeCTBAMH: R
AHTHXONMHEPrUYECKHE BEIIECTBA CHIDKAIOT 3 QeKTUBHOCTH UTONPUIA. :

B3auMOIeiCTBUI TPH OHOBPEMEHHOM MNpHEMe MTONpHAa ¢ BaphapHHOM, IMa3eramoM, nmmod)cHaKOM,

THKJIOTMAHHOM, HU(EIUTHHOM U HUKAPAUITHHOM He 0GHapyXKeHO.

Utonpua YCHIMBAET MOTOPHKY JKeNyJlKa, MOITOMY OH MOXET TMOBIMATE Ha BCACBIBAHHC ApyTHX
JIEKAPCTBEHHBIX CPEICTB, KOTOPbIe Ha3HAYalOT BHYTPb. Oco6yI0 OCTOPOXHOCTB CNEIyeT COOMIOAaTh NMpH
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3aMeIIEHHBIM BBICBOOOKIEHHEM aKTUBHOI'O BEIIECTBA HITH C KUIIEYHO} PACFBOPHMOH OOQIOMKOH. .\ :conryss |
[IpOTHBOS3BEHHBIE CPECTBA, TakWe KaK [MMETHIAMH, PaHHTHIHWH, Tei'l_pOHon U’ ifeTpeKear ne' BITUAIOT l-}ia
NPOKUHETHYECKYIO 3P HEKTUBHOCTD UTONPHAA.

BsaumoneiicTie Ha ypoBHe uutoxpoma P450 He npearnonaraercs.

. Ocobble ykazaHHus:
- IlpuMeHeHWe WTONpHAAa YCHIMBAeT MEWCTBHE AalETHIXOIMHA W MOXCT  BBI3BIBATH noGOYHBIE
~ XOJIMHEPrHYECKHE PEaKIUH.

JleKapcTBEHHOE CPEACTBO COAEPXHMT JIaKTO3y, B CBS3M C OTHUM MNallMEHTaM, CTpajalollMM peIKUMH
HAC/TeICTBEHHBIMH 3a60/IeBaHMsAMH, TAKMMH KaK HEMepEeHOCHMOCTb raakTosbl, AeduumT nakrasel Jlamma
WIH CHHAPOM MaisabcopOLMH IIIIOKO3BI M TallakTo3bl, HE CeAyeT NMPHUHUMATh AaHHOE JICKapCTBEHHOC '
CPEeACTBO.

JlaHHBIE O IOIrOBpEMEHHOM NpuMeHeHHH Mitomena® OTCYTCTBYIOT.

Bepemennocn; H nepHoJ JaKTalnuH

Be30macHOCTh TPHMEHEHHs JIEKAPCTBEHHOTO CPEACTBA BO BpeMs GepeMEHHOCTH He Obula YCTaHOBJEHA.
ITosToMy, BO BpeMs GepeMEHHOCTH W B ClTydyae mpearonaraeMoii GepeMeHHOCTH, NPUMEHEHHEe WTOTpHAa
BO3MOYKHO TOJIBKO B CITy4ae, KOr/la TepareBTHYECKHe IPEUMYLIECTBA NPEBBIIAKOT NOTEHUMAIBHEIH PUCK.

H3z-3a OTCYTCTBHS JAaHHBIX O IPOHUKHOBEHHWH HTOIIpHIA B rpyaAHOE MOJIOKO, NPUMECHCHHE JaHHOro

JIEKApCTBEHHOTO CPEJCTBA B MIEPHO/] KOPMJIEHHUS IPY/IbIO HE PEKOMEH/Ty €TCH.

Ilepeno3npoBka

JlaHHbIE O MEPEeNO3UPOBKE JIEKAPCTBEHHOrO CPENCTBA OTCYTCTBYIOT. IIpH nepeno3upoBKe PEKOMEHIYeTCA
MPOBOJIUTH MIPOMBIBaHHE JKETyIKa ¥ CHMITOMATHYECKYIO TEPAIHIO.

' BisiHHe Ha cnoco0HOCTh BOKIEHHS ABTOTPAHCIOPTA H yNpaBJIeHAA MeXaHH3MaMH ‘
* XoTs BIMSHHI JIEKAPCTBEHHOTO CPEICTBA Ha CNOCOGHOCTh BOXIEHMS aBTOTPAHCIOPTAa M YNPABIICHHA .
' MeXaHM3MaMH He 6bLI0 06Hapy>KeHO, MPH ero NMPUMEHEHHH HEJIb3s MCKIIIOYHTE CHIKEHHMS KOHLCHTPALWH

BHHMAaHHS B CBS3M C TEM, YTO B OUYEHb PEIKHX CIy4asx NpHEM IpernapaTta MOXET COMPOBOMKIATBECA
BO3HHKHOBEHHEM I'OJIOBOKPYKEHHH. o '

YnakoBka :
Baucrep no 20 Tabnetok u3 [IBX/IIBJIX/amomuneBoi Gosbry, 2 1 5 611CcTepoB BMECTE C HHCTPYKLHEH IO
NPUMEHEHHUIO B KAPTOHHOM KOpOOKe. - o]

YcioBus XpaHeHHs
He TpebyeT crenuanbHbIX yCIOBHN XpaHEHHs. XpaHUTb B HELOCTYITHOM [Uif IETeH MecTe.

Cpok rogHocTH
5 net. He npUMEHATH MOCJie OKOHYaHHs CpOKa rogHOCTH!

YcioBHS OTHyCKa H3 aNTEK
Ormyckaercs 6e3 pelenTa Bpaya.

Ha3Banue M aJpec H3rOTOBHTEJIS H HMIIOpTEPA
PRO.MED.CS Praha a.s.

" Tel&ska 377/1, Michle, 140 00 Praha 4

Yemckas PecryOnvka




