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COTJACOBAHO

JUCTOK-BKJIAIBIII MUHUCTEPCTBOM 8JPABOOXPAHEHMUSI

PECIIVEIIMKH BEJAPYCH

Benapyce
N

IS RY

JAOHOPMMWUII _n_g“
(urQOpMaUs NI MALUEHTOB)

TOPTOBOE HA3BAHUE
Honopmun

MEKAYHAPOJHOE HEMATEHTOBAHHOE HA3BAHUE
Hoxcunamun

JEKAPCTBEHHAS ®OPMA
Tabnerxu murryyure mo 15 mr

COCTAB

OnHa Tabnerka COmep UT

aKmugHoe eeuyecmeo - AOKCUIaMUHA CYKIMHAT 15 Mmr,

6Cnomoz2amenvHble 8eujecmsea: HaTpU TUAPOKapOOHAT, KUCI0Ta TUMOHHAS
GesBonuas, Hatpus ruapodocdar 6e3BOAHBIH, HATPHS CyIb(AT GE3BOIHBIN,
HaTpus OeH3oar, Mmakporon 6000.

OIINCAHUE

Tabnerxu Genoro IBera, NUIMHAPHYECKHE, IUIOCKHE, CO CKOIICHHBIMH KpasiM{ |
PHUCKOW JnIsi NeNeHWsl Ha ONHOH CTOpOHE, PAacTBOPHMBIE B BOAE C UIHIyYeld
peakLuei, JOMYCTUMEI CKOJIBI.

PAPMAKOTEPAIIEBTUYECKAS] I'PYIIIIA
AHTUTHCTAMUHHBIE CPEICTBA [UIS CHCTEMHOTO IIPHUMEHEHHS. AMMHOANKHIbHBIE

3¢buUpHI.

Kon ATC RO6AA09

PAPMAKOJIOTUYECKHUE CBOWCTBA

DapmakoouHamuxka

Jlokcunamuna cykiuHat — Gnokatop Hj-rHCTAMHHOBBIX PELENTOPOB Kiacca

OTaHOJIAMHMHOB, OONaNAOMMA CeNaTHBHEIM M ATPOIMHOMOMOOHEIM 3(heKTamu.
Cokpamaer BpeMs 3achillaHus, a TAKKE YIydllaeT AIUTebHOCTD H KA9eCTBO CHA.
DapMaKOKUHeMUKA

AOGcopOumst

MaxcumanbHas KOHUEHTPAlHs (Cma) B IJ1a3Me KPOBH JOCTMTACTCS B cpenHeM
depes 2 yaca (Tmax) OCTIE NpHeMa JOKCUIIAMIHA CYKIIMHATA.

MeTa60Jin3M 4 BbIBEACHHE

Ilepuon nonmyseiBenenus u3 miasmel (T%) B cpenueM cocrasiser 10 4acos.
JloxcnnamyHa —CyKUMHAT —4YacTHYHO MeTafoNu3upyeTcs B II€YeHH IyTeM
AEMETUITUPOBAaHUS 1 N-aleTHIUPOBAHU.

TIpnaxas Munuc-;epcnn 3ApABOOXDAHOHKA
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Pasnuineie MeTaboUTHI, KOTOpPBIE 00PA3yrOTCs B pe3yneTaTe pacnana MOJeKYJIbl,
KOJIMYECTBEHHO MaJIO3HaYMMBI, Tak kak 60% NpUHATON M03bI oOHapy»XuBaeTCs B
MOY€ B BUJI€ HEU3MEHHOT'0 JOKCHUJIaMHHa. Hn PB

IIOKA3AHUS K IPUMEHEHHIO 8918 -2019
[Tepronuueckas 6eCCOHHHULA ¥ B3POCIBIX.

CIIOCOB IITPUMEHEHMUS U 103bI

Jns npreMa BHYTpb.

IlpyHuMaTe ONMH pa3 B JeHb, BeuepoM, 3a 15 — 30 MUHYT JO CHa, paCTBOPHUB
TabJIeTKy B CTAKaHe BOJIHI.

Pexomenzyemas nosa cocrapisiet ot 7,5 1o 15 MT B CyTKH, T.€. OT ¥ 10 1 Tablerku
B cyTKH. IIpy He0OGX0aMMOCTH K034 MOXKET 6BITH yBeIHuena 10 30 MT B CYTKH, T.e.
2 TabNeTKu B CYTKH.

Jluyam nooicunozo  eospacma u 6 CAYUAAX NOUEYHOU UMY NeYeHOUHOI)
He00CmamouHoCmu PEKOMEHLYETCS. yMEHBIIUT J103Y.

IIpoaomKUTENBEHOCTD IEUEHHUS COCTABIISIET OT 2-X no S5-tu pHel. Ecnu 6ecconnnia
HE NIPOXOMUT Yepes 5 [Hel, JeueHre TODKHO OBITh IIEPeCMOTPEHO.

IIOBOYHBIE TEMCTBUSA

- AHTHXONWHeprudeckue >GQEKTH: 3amop, 3amepxKa MOYH, CYXOCTh BO PTY,
HapyIeHNWs  3peHMs  (HapylUeHHs  aKKOMOJAILWM,  HEYeTKOCTh  3peHHuf,
FaMONUHALMA, HApyLIeHUs 3peHHs), ydalleHHoe cepiueOWeHHe, CIyTaHHOCT
CO3HAHUS.

- Pabnomuonus, oBeIeHe KpeaTUH(POCHOKHHA3EL (K®K) B kpoBu.

- CoHNMUBOCTH B [MHEBHOE BpeMs, BO3HUKHOBEHHE KOTOPOH TpeOyeT CHUXEeHUs
TTO3BI.

Ectb coobienus o ciryyasx 310ynoTpeGaeHUs ¥ MPUBBIKAHKS.

Taxxe mnepBoe mokojeHne H)-aHTHIUCTAMHHHBIX IIpenapaToB, KakK H3BECTHO,
MOXET  BBISBIBATH CENATHBHEI OS(QEKT, KOTHUTUBHBIE H IICHXOMOTODHEIE
HapyLIeHHUs.

B ciyyae BO3HMKHOBEHHs MOGOYHEIX PEakKIWil, B TOM YHCIe He YKa3aHHEBIX B
J2HHOH WHCTPYKIHH, CNERyeT NPeKPaTHTb MPUEM JIeKapCTBEHHOTO CpeAcTBa |
00paTUThCS K Bpauy.

IIPOTUBOIIOKA3AHUSA

-  TOBBINCHHAs  YyBCTBUTEJBHOCTE K  AQHTHTHUCTAMHHHBIM  BELIECTBAM,
JICHCTBYIOLIEMY BEWIECTBY HMIIM BCOMOTIATENBHOMY BEIIECTBY, BXOJALIEMY B COCTAB
Ipenapara,

- 3aKpBITOYTONbHAA INIayKOMa B CEeMEHHOM aHaMHe3e WIIM aHAMHE3€e TTalUeHTa,

- YPETPONPOCTaTUYIECKIE HAPYIIEHHUS C PUCKOM 3aIEPXKKH MOYH;

- IETCKUH BO3pacT 1o 15 ner.

B3AMMOJENUCTBHE C IPYTUMMU JEKAPCTBEHHBIMHU
CPEACTBAMMUA ““CoTJa ACOBAHO

us
KHHCTEPCTBOM SnPABOO)g::PI;HEK 5
iM PEC[IVBJIVIRH BEJlifooxpaneﬂuﬂ
g cTBA 3AD!
Tipusad hﬁ'émﬁxu Beaapych
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KombuHauHH, KOTOpbIE He PEKOMEHAYIOTCS 8918 -2019
Anko20ne (anko20NbHblE HANUMKY UNU CRUPMOCOOEPICALYUE NPenapanbi)
OTUNIOBBIA  CIUPT  YCIVIMBAaeT CeNAaTUBHBIN  3(¢ext GomsmmacTBa H) -
aHTHIHCTaMHMHHBIX CpeACcTB. CHIDKEHHE BHUMAaHUS MOXET IIPECTABIATE OMACHOCTD
NpY yNpaBlIe€HUU aBTOTPAHCIIOPTOM M paboTe ¢ MexaHusmamu. Cienyer m3berars
YTOTpeONeHHs! CIMPTHBIX HAIIMTKOB M JIEKAPCTBEHHBIX CPELCTB, colepKamux
3THUJIOBBIA CIIUPT.

Hampus oxcubymupam

YcuinBaeT yrHeTeHHME LEHTPANbHOM HepBHON cucTeMbl. CHEDKCHHe BHUMAHUS
MOXET IPEACTaBIATh ONACHOCTh IIPH YNPABJIEHHM aBTOTPAHCIOPTOM M paGoTe ¢
MeXaHU3MaMH.

Kom6unanuu, koTopbie HE06X0AHMO IPHHUMATEL BO BHHMAHHE

Amponun u dpyaue amponunonodobuuie nexapcmeennvie cpedcmea
VIMHNIpaMUHOBBIE  aHTUIENPECCAHTHl,  GOJNBINMHCTBO  H)-aHTHIUCTAMUHHEIX
NpernapaToB ¢ aTPONMHONOLOOHBIM  NEHCTBHEM,  AHTHXONHHEPrHYECKUE
[IPOTHUBOMIADKMHCOHUYECKHE  IIpenapaThl, aTPONHHOBBIE  CIA3MOIUTHUECKHE
JICKAapCTBEHHBIE ~ CPENCTBA, IU3OMUPAaMUL, (EHOTHUA3HHOBEIE HEHPOIEITUKH,

KJIO3allMH - TP OJHOBPEMEHHOM IIpHEME C AaTPOIHHOM [OBBINIAETCS pPHCK
BO3SHMKHOBEHHS TaKHX MOOOYHBIX 9 (PEKTOB, KaK 3alep)kKa MOUH, 3a1op, CyXOCTh
BO PTY.

Apyaue cedamusnvie nexapcmeennvie cpedcmea

IlpoussonHble MoOpdWHA (aHANBTETHKH, NPOTHBOKALLIEBBIE U CpencrTBa s
3aMECTUTENBHON  Tepamnuu), HEeWpoNenTHKy, GapOUTyparTsl, OeH30[IHa3eNHHEI,
HeOEH301Ma3eMMHOBbIE AHKCHOIUTHKA (Memnpobomar), CHOTBODHBIE CpECTBA,
CCNATHBHBIC  aHTHACTIPECCAHTHl  (AMWUTPUNTHINH, [JOKCENHH, MHAHCEpHH,
MUPTa3alliH, TPUMHUIPaMHUH); CeNaTHBHBIE H|-aHTUIHCTaMHHHBIE CpefCTBA;
AHTUTMIIEPTEH3UBHBIE CPENCTBA LEHTPANBHOrO NEHCTBUS, NApyrve MHpernapaTsl —
OakodeH, TATUAOMHN — MPH OXHOBPEMEHHOM MpHEMe HAGMIONAeTCS YyTHETEHHE
LEHTPaNbHOW HEpBHOMU cucTeMbl. CHIKGHHE BHUMAHHUS MOYXET IPENCTABISTh
OINACHOCTB MPH YIPABICHUH aBTOTPAHCIIOPTOM U paboTe ¢ MeXaHM3MaMH.

Hpyaue cnomeoprusie cpedcmesa

Y CHIINBAIOT yTHETEHNE LIeHTPATEHON HEPBHOM CHCTEMB.

MEPBI IIPETOCTOPOXHOCTH
Oco0ble npeaynpexneHus
IlpuuvHo¥t GecCOHHMUBI MOIYT OBITH MHOKECTBO (GakTOpoB, KOTOpHIE He
00s13aTeNbHO TPEOYIOT IpUeMa IeKapCTBeHHBIX CPEICTB.

Hacrosmee nexkapcrBeHHOE cpencTBo COAEPKHUT 563 MI' HATPUS B OJHOW IIMITy4elt
TabJeTKe, YTO SKBHBAIEHTHO 28,15% MaKCHMAaIbHOM CYTOYHOM 03Bl HATpHS,
pexomennosanHol BO3. MakcumanbHas cyToyHas 103a JeKapCTBEHHOTO cpencTna
OKBUBalleHTHa 56,3% MaKCHMaJbHOM CYTOYHOM H03e HaTpHUs, PEKOMEHI0BaHHOMU
BO3. Ilpenapar donopmun, mmnyune tabneTku mo 15 wr, COLIEP>KUT OoblIioe
KOJIMYECTBO ~ HATPUS, 9TO  CJeNyeT  Y4YMTHIBATH  [MALMEHTaM, KOTOphIE
IPUAEPKUBAIOTCS IUETHI C HU3KUM COZIEpP)KaHHEM HATPHS,
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JloKCHIaMHHa CYKLWHAT, KaK BCE CHOTBOPHBIE WIIM CENATHBHbIE CPENCTBA, MOYKET
YCyryOuTh CyLIECTBOBABIUMH paHee CHHAPOM HOYHOTO aIlHO3 (yBenuuenue
KOJTMHECTBA U IUTENBHOCTU OCTAaHOBOK JIBIXaHUS ).

Puck 3noynorpeGneHnss ¥ pa3BUTHSA JIEKAPCTBEHHON 3aBHCHMOCTH SBIISETCS
Hu3KMM. Tem He MeHee, ecTh coolweHus O Takux cioydasix. Heo6xomum
MOHHUTOPHHT, IJIsI CBOE€BPEMEHHOI'O BBISBJIEHHUs IPHU3HAKOB 3JI0YIIOTPEONEHHUs W
PasBUTHUS NIEKAPCTBEHHOH 3aBHCUMOCTH. [IpofloiKUTeNBHOCTS TIpHeMa He [OJDKHA
NpeBBIIATE MATH AHEH. IlpuMeHeHue npenapata J{OHOPMHI y HaLMEHTOB ¢
PacCTpOUCTBOM, CBSI3aHHBIM C YIOTpeONeHHEeM [CHXOAKTHBHEIX BEIIECTB, He
PEKOMEHIOBAHO.

Puck akkymysiunu (HaKonjaeHus)

Kak u Bce nekapcTBeHHBlE CpeNCTBA, [JOKCHIAMMHA CYKUMHAT OCTaeTcs B
OpraHH3Me B TEYCHUE TNPUOIUBUTENBHO IATH NEPHOLOB TONYBBIBEACHHS (CM.
paznen « PapmakoxkuHemukay).

Ilepron mosyBbIBENEHNS MOXET 3HAYMTENBHO YBETHIHTHCS Yy JIMI TOXHIOro
BO3pacTa UMM Yy TAUMEHTOB, CTPAfalOIIUX [OYEYHOH WIM [EeYCHOYHOM
HENOCTaTOYHOCTBIO. IIpH MHOrOKpaTHOM IIpMMEHEHWH TipernapaT WM  ero
METabOIUTEl JOCTUIAOT PABHOBECHOH KOHIEHTPAUMM 3HAUMTETBHO [OIKE U npu
3HAYUTENIBHO OOJlee BBICOKOM YpoBHE. DPOIEKTHBHOCTH U 6€30MacCHOCTh JAHHOIO
JIEKapCTBEHHOI'0 CPEACTBAa MOTYT OBITh OLEHEHBl TOJBKO 110 JOCTHKECHHU
PaBHOBECHOU KOHLeHTpaLmu. MoxeT noTpe6oBaThess KOPPeKIHUs K035l (CM. pazmen
«Cnocob npumenenus u 003uv1»).

IlanMeHTHI MOXKUJIOro BO3pacTa

H,-aHTUrHCTaMWHHBIE CpefcTBa ClefyeT NpPUMEHATH C OCTOPOXXHOCTBIO IIpH
JICYCHUA JIMI{ IIOXHJIOrO BO3pAacTa M3-3a DPHCKA KOTHHTUBHBIX pPacCTPOICTB,
CEeNaTUBHOrO >¢deKTa, 3aMeleHHs peakiud W/uin BEPTHUIO/TOJIOBOKPYKEHNUS,
KOTOpBIE MOTYT yBEIHIUTh PUCK MAACHHUH (HapuMep, KOria JIOAU BCTAIOT HOYBIO)
C HOCJENCTBUAMM, KOTOPBIE 9ACTO ABIISIOTCS CEPbE3HBIMU ISl JAHHON KaTeropuy
NaleHTOB.

Mepbl NpeA0CTOPOKHOCTH

HanuenThl MOKHIOro BO3pacTa, NAUMEHTHI € MOYEYHOH WIH MeYeHOYHOI
HE0CTATOYHOCTLIO

Habnronanuce ciyuan mnoBbimeHus KOHUCHTpalMK JIOKCUJIAMHUHA CyKLHHAaTa B
HIasMe W CHIDKEHHE IUIa3MEHHOTO KIMpeHca. B oTHX ciyyasx pekoMeHmyercs
YMEHBIIUTH J103Y.

IIpumenenue 6o epems bepemennocmu u naxmayuu

bepemMeHHocTh

Y4uTBIBas TOCTYIHBIE AAHHBIC, IDUMEHCHHE NOKCUJIAaMUHA BO3MOXKHO HaA JIIOO0M
CpOKe OEepeMEeHHOCTH. Ilepen mpumenennem npenapara NpOKOHCYNBTUPYHTECH C
JieYalyM Bpadom.

B caysae mnpumenenus JIGKApCTBEHHOTO  CpPEeJICTBA HA IO3IHHUX CpOKax
OepeMeHHOCTH, CleAyeT TMpUHHMAaTb BO BHHMAaHHME aTPOMUHONONOOHBIE U

CeNaTUBHBIE CBOMCTBA IIpenapaTa NpY HaOIIONEHAN 32 HOBODQKIICHHEIM

COI‘JIACOBAI‘IOEHmI
HUCTEPCTBOM 3JIPABOOXPAH
M P ECTVB AU BENAPYCE

iy us
1uKas MusucrepeTEa 31PaBOOXPaHeH
e Fecuy6auxnu Beaapych
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JlakTanus 8918 -2019
HeT naHHBIX O BBINEJICHUU NOKCHIAMMHA B IPyAHOE MOJIOKO, IIO3TOMY, YUMTHIBas
BO3MOXHOCTE C€allMK UM NapaJoKCalbHOr0 BO30YXIEHUS HOBOPOXKIEHHOrO, HE
PEKOMEHAYETCs NPUEM TIpenapara B IIEPHOL KOPMIIEHHUS TPYAbIO.

DepTHILHOCTD

Henpumenumo.

Ocobennocmu énusnus nexkapcmeennozo cpedcmea Ha cnocobrocms ynpaenameo
MPAHCNOPMHBIM CPEOCMEOM UNU NOMEHYUATLHO ONACHBIMU MEXAHUIMAMIUL

JIL,  yNpaBNsIOMMX — aBTOTPAHCIIOPTOM K paGoTAIOMUX ¢ MEXaHHU3MaMH,
HEOOXOAMMO MpENYNpPEeNUTs O PUCKE BO3HWUKHOBEHHS COHJIMBOCTH B JHEBHOE
BpeMs.

He pexomennyercs coBmecTHsIi mnpuem JloHopmuna ¢ ApyruMH ceaTHBHBIMHU
JICKapCTBEHHBIMH CPEJICTBAMH, OKCUOYTUPATOM HATPHSL, alIKOrONIbHBIMU HATTHTKAMY
W JIEKAPCTBEHHBIMU CPENICTBAMH, CONEPXKAIIMMHU STHUIOBBIN CIHPT (CM. pasjen
«Bsaumodeiicmeue ¢ Opyeumu nexapcmeenHvimiL cpedcmeamuy), IOCKONIBKY
AGHHBIE CPEACTBA YCUITUBAIOT CENaTUBHOE NEHCTBHE aHTUTHCTAMUHHBIX CPECTB.
Ilpy HemOCTATOUHON NPOROIDKUTENBHOCTH CHA PUCK CHMXXEHUS BHHMMaHUS
BO3pacTaer.

IIEPEJO3UPOBKA

IlepBEIMM TpU3HAKAMH TMEPETO3UPOBKH  SBISIOTCS COHIHBOCTE U CHMIITOMBI
AHTHUXOJIMHEPTUYECKUX 3(QQEKTOB: BO3OYKIEHUe, paciiupeHne 3padkoB, Mapanuy
dKKOMOMalMH, CYXOCTb BO pPTy, [OKPACHEHHE JMUa U Ilew, TUIIEPTEPMHUS,
CHHyCOBas TaxWKapAus. Jlenupui, rallrolMHaluM U aTETO3HBIE IBIKEHHS Halle
HaOJIONA0TCA Y AeTel, HHOTNA OHU ABISIOTCA IIPEABECTHUKAMHU CYAOPOT UM Jaxe
KOMBI — PEIIKHMX OCIOXHEHHH THKENOH MHTOKCHKauuH. [laxke mpu OTCYTCTBUU
CYZOPOT OCTpasi MHTOKCHKALUSA JOKCUJIAMUHOM WHOTIA BBI3BIBACT pabnoMuonus,
KOTOPBIH MOXXET OCNOXHHTBCS OCTPOH IOYEHHON HeJOCTATOYHOCTHIO. B CBA3U C
BOSMOXHOCTBIO ~ Da3sBUTHMS  JAaHHBIX  pacCTPOHCTB  Tpebyercs IIpOBELiEHHE
CHCTEMaTUYECKOTO CKpHUHUHra IyTeM U3MEPEHUS aKTUBHOCTH
kpeatrH(ochokuHazsl (KOK).

Jleyenne cumnromaruueckoe. Ilpu PaHHEM Hadajle JIeYeHUS pPEeKOMEHIyeTcs
HPHUMEHATD aKTUBUPOBaHHBIA yroub (50 ry B3pocasix, 1 r/kr y AeTei).

YITAKOBKA

IIo 10 Tabnerox munyuux mo 15 Mr B 6enoi NIPONIUJIEHOBOM Tybe ¢
TOJIU3TUIIEHOBOH KPBIIIKOH, coepikaleii BIaronorioTHTENb.

ITo 2 TyOEI BMecTe ¢ HUHCTPYKLUHKEH 0 MEAULIUHCKOMY IIPUMEHEHNIO B KapTOHHOH
KopoOke.

YCJIOBUSI XPAHEHUSI
XPpaHHUTD B 32IIUIIEHHOM OT BJIard MecTe IIpH TeMmIeparype He Bolme 25°C.
XpaHUTE B HEAOCTYITHOM 1A JleTell MecTe!
P 4 COMACOBAXEQMH
K BOO
i Muﬂu%rgggg%ﬂg}l’&nﬂm

! MHUCTEPCTRA snpanooxpauenng
Thpucas N{’ecnyﬁnnsn Benapycb
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CPOK XPAHEHUSI 8918 -2019
3 rona
He HpI/IMeHﬂTB 10 UCTEYECHUU cpoxa TOOHOCTH.

YCJIIOBHSI OTIHYCKA
ITo peuenry.

ITPOU3BOIUTEJID
VIICA CAC,
979, asento ne ITupene, 47520 Jle [Taccax, Opaxnus

Baanesen perucrpaunonnoro ynocrosepenns
VIICA CAC,
3 pro XKozed Mounse, 92500 Pros#i-Manbmazon, ®paHmus.

COTJIACOBAHO
MUHMCTEPCTBOM 3/IPABOOXPAHEHUSA
PECIIYBJIUKU BEJIAPYCh
Npukas Munucrepcrsa aapaBooxXpaKeHus
Pecrry6nuxu Beaapycs




