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UHCTPYKIUSA JLUJ LULZL]
11O MEJUITNTHCKOMY IIPUMEHEHMIO ITPEMTAPATA
(A/II CTIETAAJIACTOB)
AOHA? COT'JIACOBAHO

y 151
VMIHHACTEPCTBOM 30PAROOXPAHEHY
’ PECIIYBIUKH BEJIAPYCb

Ilpuxas MuarcTepcTEa 35PABOOXPAHCHM
Toprosoe nazBanue npenapara: [Jona®
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Me)lmyllapomloe HCMMATCHTOBAHHOE HA3BAHHE! T'JIFOKO3aMHH.

JlexapcTBennasi  opma:  MOpomoOK s IIDUTOTOBNICHUS.  pacTBOpa  JUIS  [pHeMa
BHYTDB.

Cocras:

OpmHo camre conepaxur:

Oelicmeyioujee 6euyecmeo: KPHCTAIUTHHECKHH TIIOKO3aMHHA cyibdara 1884 mr (comepKuT riroko3amMiHa
cymbar 1500 mMr u Hatpus xnopux 384 M),

6Cnomozamenvrule 8eujecmea: actiapTaM, TUMOHHAS KHCIIOTA 6esBoxnas, maxporosn 4000, copGuTOIL.

Onncanne
Bensnit kpucrammaeckuii nopomuok 6e3 3amaxa.

DapmaKkoTepaneBTHYeCKAS  IpymIa; IIpourie  HecTepOHMAHBIE NPOTHBOBOCHATMTENBHBIE W
IPOTHBOPEBMATHYECKHE CPEJICTRA.
Kox ATX: M01AXO05.

ITokasanust k npuMeHeHNUIO
OGneryenne cumMnToMOB (0T Jerkoif 1o YMEDEHHOH 0O0JM) NpH aneKBaTHO MArHOCTHPOBAHHOM
OCTEOapTPHUTE KOJEHHOTO CyCTaBa.

Cnoco6 npumenenns u 10361

Coneprxumoe omHOTO carme (pacTBOpeHHOE B CTakaHe BObI) CJIeNyeT NPHUHAMATh | pa3 B CyTKH,
IPETIOYTHTENBHO BO BPEMSI €IbL.

I'mokosaMuH He mnpenHasHadeH s JicueHms OCTPBIX OONIE3HEHHBIX CHMITOMOB. OGJerdeHue
CHMIITOMOB (0COGeHHO, o6ierdenue 60mu) MoxkeT HaCTYyIIUTh TOJIBKO IIOCIIE HECKOJIBKHMX HEIeNh
TPUMCHCHUSA, a B HEKOTOPBIX CIy4asX - NOJbIIE. ECIM HUKAKOTO OGNErdeHHS CHMITTOMOB HE
NPOU30LIIO Yepe3 2-3 Mecsla mpuema, Heo6XOMIMO IepecMoTpeTh JieueHue. [lanuentam cuenyer
00paTuTECs K Bpady, €ClIM HOoc/e Hadalla IIpHeMa TIIOKO3aMHHA IIPOU3OLII0 yCyrybiIeHne 6oeBoro
CHHZpOMA.

Hayuernmor nosicunozo sospacma:

HuKaknX KOHKDETHBIX HCCIIENOBAHME He IIPOBOJUIIOCE Yy TMAalHEHTOB IIOXKHJIOTO BO3pacTa, HO
COTIACHO KIIMHMYECKOMY OINBITY KOPPEKIHs O3Bl He TpeGyercs IPH JICYEHUH JIHI[ IOXKHUIOTO
BO3pacTa.

Iayuenmol ¢ napywenuem @yHKyuU nouex u / unu nevenu QyHKYUU:

Y NanuenToB ¢ HapymeHneM (DYHKIHH MOYeK 1 / MM QyHKIMY eYeHn HUKAKMX PEKOMEHIAIH IO
KOPPCKIMH 03I HE CYIIECTBYET, T.K. COOTBETCTBYIOIINX MCCIIEIOBAHMI HE IPOBOIHUIIOCH (CM. pasiei
«MepsI nipenocTopoxHOCTHY ),

Ipumenenue y demeii u noOpoOCmKO08.

He npumensits netsm mo 18 ser, TIOCKONIbKY 0e30IacHOCT M 3 (EeKTHBHOCTE TperapaTa is TAKHuX
TIAIIACHTOB HE yCTAHOBIEHBI (CM. pas/ien «MephI IPeI0CTOPOKHOCTH).

IIpoTuBonoOKazanus
IloBEIIIeHHAS YyBCTBUTEIBHOCTD K TJIFOKO3aMHHY HIIM K KAKOMY-JTHOO BCIIOMOTaTeIbHOMY BEIIECTBY.
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Ilopomox 171st mepopanbHOTo pacTBOpa comepKuT acmapTram H noaTOMé up(%r{n;onoxaggnp NaIHCHTaM
¢ GeHmIKeTOHYpHEH. JLUJ LU L |
Ilopomoxk nms  mepopaibHOTO — pacTBOpa  COMEPIKHT copburon. IlamueHtaM ¢ penKuME
HACJIC/ICTBEHHBIMU TIPOOJIEMaMi HEIEPEHOCHMOCTH (DPYKTO3BI HE CIIEIyeT IPUHAMATh 3TOT IIPETapar.
IIpenapar Henmb3st MPUMEHSTH MALMEHTaM C aLIEprHeil Ha MOJUTIOCKOB, TIOCKOJIBKY JIEMCTBYIONIEE

BCIICCTBO ITOJIYYCHO U3 MOJIJIFOCKOB.

Meps! npegocTopoxaocTH

Ilepen mpuMeHeHHeM mpemapara HEOGXOIHUMO IIPOKOHCYJIETHPOBATECS C BPA4OM JUIS MCKIIIOUEHHUS .
HaTIHst 3200/1eBaHNI CyCTaBOB, MUIst KOTOPBIX TPEyCMOTPEHBI APYTHE METOMIBI JICUCHHMS.

OmrcaHsl ciryqan 060CTPEHHs CHMIITOMOB GPOHXHATBHOM aCTMBI ITOC/TEe HAYaa IIpHEMa TIIOKO3aMH-
Ha. [lanuenTsl, cTpagaromye 6pOHXUANTBHOM aCTMOM, OTKHBI OBITH MHQOPMHPOBAHEI O BO3MOKHOM
YXYIIICHAH CUMIITOMOB 3a00JIEBaHUS.

3To JNeKapCTBEHHOE CPECTBO COMEPHUT 151 Mr HaTpHsl B OOHOM CYTOYHOH J03€, YTO JOJDKHO OBITH
HMPHHITO BO BHUMAHHC [TAUMCHTAMH, COOMONAIOIIMMHY JINETY C OTPAHHYCHHEM TIOTPEGIEH s HATPHL.
IlanuenTam ¢ HapyIIeHHOM TONEPAHTHOCTBIO K TIIOKO3¢ CIIeyeT COO0aaTh OCTOPOXXHOCTD HIPH NIPH-
M€ TII0KO3aMHHa. [JalHeHTam ¢ caXapHbIM IrabeToM peKOMEHIYeTcs MOHUTODHHT YPOBHS caxapa B
KpOBH H OIPCACICHUE IOTPEOHOCTH B HHCYJIMHE 10 HAYana U MEPUOINIECKH BO BpEMSI JICUCHHUS.

Y IauMeHToB ¢ M3BECTHBIM (GAKTOPOM pHCKa CEPACTHO-COCYAUCTHIX 3a60NIEBaHUN PEKOMEHIyETCS
MOHHTOPHHT yPOBHS JIMIIHIOB KPOBH, IOCKOIBKY y NAUMEHTOB, INOJYYaBIIMX TIIOKO3aMHH B
HCCKOJIbKMX CITy4asiX HabIloanach rHIIepXoIecTeEpHHEMHSL.,

Hukakux creumambHEIX — mCClenoBaHmit Yy TAUHCHTOB C II0Y€YHOM WM  II€YEHOYHOM -
HCMOCTATOHOCTBIO HE MpPOBOAMIOCH. TOKCHKONOTHYECKHH ¥ (hapMaKOKHHETHYECKHE npodunu
TIOKO3aMHHA HE MPEAIONAaraloT OrPaHWYCHUH IS STHX MALMEHTOB. TeM He MeHee, IIPUMEHEHHE
TJIOKO3aMHHA y MALUEHTOB € TSDKEIOH NEYCHOYHON WIIH [OYEYHOM HETOCTATOYHOCTHIO HEOBXOIIMO
IPOBOIUTS IO HAOIONCHHEM Bpaya.

B3sanmopneiicTBue ¢ xpyrumu JexapcTBeHHBIME CPeACTBAMH U Apyrue GOpPMBI B3AHMOXCHCTBHS
CrienmansHeIX HCCIe[0BaHuH 110 B3aHMONEHCTBHIO TIIIOKO3aMHHA C JAPYTUMH JIEKAPCTBEHHBIMH CpEJI-
CTBaMH HE IPOBOIMIIOCH. OHAKO (U3MKO-XUMHUYECKHE U (DApMAKOKHHETHUECKHE CBONCTBA TIFOKO3a-
MHHA Cynb(aTa CBUIETENBCTBYIOT O HU3KOM MOTEHI[HAIC TAKAX B3AHMOICHCTBHIL. B OJTHOM U3 HCCJIe-
JOBaHUHA OBLIO OGHAPYKEHO, YTO TVIFOKO3AMHH HE SBIIACTCS HHTHOUTOPOM aKTHBHOCTH CIIEIYIOIIHAX
depmenTOB MUTOXpOMa P450: CYP1A2, CYP2E1, CYP2C19, CYP2C9, CYP2D6, CYP3A4, kak 6bI-
JIO MCCIEIOBAHO TyTeM 00pa3oBaHus METAGOIHNTA H3 CENEKTUBHEIX CYOCTPATOB ISl KAX/IOTO 3 HC-
cnenyemerx CYP ¢depmenToB. '
DaKTAYECKH, COCIUHEHHE HE KOHKYPUPYET 38 MEXAHH3MEL abcopOIuy u He CBA3BIBAETCA ¢ GenKamu
TUIASMBI TIOCJIE BCACBIBAHUS, & €T0 METa0OIM3M KaK SHAOTEHHOTO COEIMHEHHS, KOTOPOE BKIIOUAETCS B
TPOTCONIMKAHBT HJTM PacafacTCsl HE3aBHCHMO OT CHCTEMBI (epPMEHTOB MHTOXPOMa, MaJIOBEpPOSITHO
TIPHBENCT K B3AMMOJCHCTBHIO C IPYTHMH JIEKaPCTBEHHBIMH CPEICTBAMH.

Hmerotes coobmennst 06 yeunennu sddexra KyMapHHOBBIX QHTHKOATyJISHTOB, II03TOMY y MAI[HEeH-
TOB, OTHOBPEMCHHO NPHHMMAIOIIMX AHTHKOATYISHTBI KYMApHHOBOM TpYIIIEI (manpumep, Bapdapus
WM alCHOKYMapoIT) HeoOXomuM Golee TIIATENbHbIH MOHHTOPHHT IapaMeTpOB KOATyJISIIMK B HAYaje
WA KOHIIE TEPANTUH TIFOKO3AMUHOM.

IlepopanbHelil MpHeM IiOKO3aMUHA Cymbhara MOKeET YBEJIMYMBATh BCACBIBAHHE TETPALUKIHHOB B
KEyNOIHO-KUIIECYHOM TPaKTe, OMHAKO KIMHHYECKask 3HAYMMOCTb 9TOTO B3aHMOICHCTBHS MaJIa.
Homyctumo mpuHMMATh cTepommHBIE W HECTEPOMHBIC TPOTHBOBOCHATHTENBHEIE CPENCTBA
OTHOBPEMEHHO C TIFOKO3aMHHOM,

JlomyctMo  mpHHWUMATH  CTepomMuHBIE WK HECTEPOUNTHBIC ITPOTHBOBOCIIAIMTENBHBIE CPENCTBA
OXHOBPEMEHHO C TJIFOKO3AMHHOM JUIS BPEMECHHOW aHANBIE3WH BO BPeMsi BO3MOXKHOTO OOOCTPEHHS
3a0osieBanus, THOO HAa HAYATBHOM JTalle JICUeHHs, MIOCKOJIBKY B 3¢ (deKTe DeUCTBUS TIIOKO3aMUHA
Cynb(aTa BOZMOXKHA 3a1epKKa Ha 1-2 Hemenw.
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CyImecTBYIOT OTpaHUMUYeHHBIe JaHHBIE O BO3MOXHOM B3aUMOIEHCTBHH \héxalf)c‘mennmé cpe':iIcT'B v
TJIFOKO3aMHHOM, OJHaKO HabJronanocsk ypenndenue mokasareins MHO (MexIyHapoaHOE HOPMATH30-
BaHHOE OTHOLICHWE) IIpH TIPUMEHEHHH aHTAarOHHUCTOB opaibHOro BuTamMuHa K. ITosToMy 3a mammeH-
TaMH, TIOJTy4arOIlUMK aHTArOHUCTEI OpaJIbHOTO BUTaMuHa K, cileyeT BHMMATENBEHO CIIETUTH BO BpeMst.

Ha4dalla HJIK IPEKPAINCHUS TCPAITHH IVIFOKO3aMHUHOM.

IIpnvenenne npn 6epeMEHHOCTH H KOPMJIEHHH TPYAbIO

B CBf3M C OTCYTCTBMEM [OCTATOYHBIX KIMHMYECKHX MJAHHBIX O NPHMEHEHHH [IIOKO3aMUHA y
OEPEMEHHBIX JKEHIWH HIIM BBIACICHHH C IPYTHBIM MOJNOKOM, IPHMEHEHHE mpernapara B MEPHOL
0EpEeMEHHOCTH U TPYTHOTO BCKAPMIIHBAHUS HE PEKOMEHIyeTCs.

Bisinne Ha cnocoGHOCTH ynpaB/asiTh aBTOMOOHIEM U padoTares ¢ MeXaHHM3MaMH

Hccnenosanus OTHOCHTEIBHO BO3AEHCTBHS IIperaparta Ha CIIOCOGHOCTB YOPaBJIsATh aBTOMOOHIEM H
APYTHMH MEXaHW3MaMH HE TPOBOAMINCH. CliefyeT OBITh OCTOPOXXHBIMH TP  yIpaBICHHH
TPaHCIIOPTHBEIMU CPE/ICTBAMH M BBINOJIHEHHH paboOT, KOTOphIe TpeOYIOT BHHMaHHsi. B ciydae
TIOABJICHAS  COHJIMBOCTH, YCTaJlOCTH, TOJNOBOKDY)XCHHS MM HApyIICHHH 3pEHHS yIpaBJICHHE
aBTOTPAHCIIOPTOM M paboTa ¢ APyTMMH MEXaHH3MaMH 3aIpelleHbL.

IToGouHoe neiicTeHe

JIs OTpeNeNnenns YacTOTBI HeXeTaTebHBIX SIBICHHH OBLTH HCIIOIB30BAHbI CIIEYIOIINE KAaTETOPHH
BCTPEYAECMOCTH UX Y MAIlMEHTOB: I
Ouens gacto (>1/10); e A 10 |
Yacro (>1/ 100 o <1/10) M w BPABOOXP
Hewacro (>1 /1000 mo <1/100) 1 POOHVEMMARH BRIAPVCE
Penxo (=1/10000 xo <1/1000) { Fipamas Misetelomas i - o
Ouerb peaxo (<1/10000) e

He u3BecTHO (He MOXKET GBITH OLIEHEHA 10 HMEOTITHMCS JTaHHBIM ).

Obwuti npoguis HedicenamenvHbIx A61eHUL:

HanGonee pacrnpocrpaHeHHBIME TOGOYHEIMH peaKLUsIMH, CBA3AHHBIME C HEPOPAIBHBIM PHEMOM
TIIOKO3aMHUHA, SBJIAIOTCS TOITHOTA, OOJIM B XHBOTE, MUCIICIICHS, METEOPH3M, 3all0p U MOHOC. YKa3aH-
HBIC II0O0YHBIE PEAKITNH, KaK TIPABHIIO, GbLIH YMEPEHHO BHIPAXECHHBIME U MIPEXOISAIIMMH.

B cnenyromeii Tabnune noGounbIe peakIuy GbUHA CrpynnypoBaHbl Ha ocHOBe MedDRA xnaccuduka-
ITHH.

Ouens |Yacto or|Heuacro ot |Penko ot |Ouens HewussectHo*
Kinace cucrem mmm|gacro (>1/100  mo[>1/1 000 mo|>1/10 000 penxo
OpraHoB >1/10 [<1/10 <1/100 Ho <1/1{<1/10 000

000
Co CTOPOHBI Anneprudeckue
HMMYHHOMR peaknup**
CHCTEMBI
Co CTOPOHEI HeanexBarusrit
Metabonmm3ama KOHTPOJIb  TJIMKEMHH
U TaHUS IpH auabere
Icuxuaeckue becconnuna
acCTpoiCTBa
Co CTOPOHBI [onoBuas TonoBokpyxenue
HEPBHOH CHCTEMBI 60716
COHITBOCTH

Co CTOPOHBI Hapymenus 3penus
OpraHa 3peHHs
Co CTOPOHBI AputMuH, B TOM
cepana YUCIIe, TAXUKAPIHs
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Co CTOPOHEI [TpunuBe!
cocymeros 5203 -202
CHCTEMBI
Co CTOPOHBI Act™ma/Yxynmenue
OpTaHOB JIBIXaHHS, TE€YEHUS aCTMBI
TPYIHOM KIIETKHM W
CpEIOCTEeHHUS
Co CTOPOHBI Huapes PBora
XKEIyTOYHO- 3amop
KHAIICYHOTO TPaKTa TommnoTa
Mereopusm
AbnomuHae
Has 60J1b
Hucnencus
Co cTOpOHEI KOXH, Opurema AHTHOHEBPOTHYECKHI
TIOIKOXHOM 3yn OTEK
KJIETYaTKH Crimp Kpanusuuna
Co CTOPOHBI IToBeImEeHuE ypoBHS
[ICYCHH 7§ «TIEYCHOYHBIX)
XKETYEBBIBOSIIINX (bepMeHTOB B KpoBH 1
IyTeH KEITyxa* **
O6mmue Ycranocts Orex/nepudepuyeckmit
HapyUICHUs OTeK
Co CTOPOHEI IToBbIenne
71a0OpaTOpPHEIX U «IIEYEHOYHBIX)
(u3nonoruueckux (bepMeHTOB,  ypoBHS
HoKa3aTeneit ITIOKO3Bl B KPOBH,
TIOBBILIICHHE
apTEpHaIHHOTO
JaBJICHUS, KoJieOaHus
nokasatenss MHO

* *YacToTa He MOXeT GBITH OlEHEHa 110 HMEIOIIUMCS JaHHBIM,

* ** 'V npenpacnooxeHHBIX MaHEHTOB MOTYT PasBHTBCA TSDKENBIC AJUIEPIHYCCKHE PEaKIHH Ha
TJIIOKO3aMHH.

* *** BeulM 3aperucTpHpoOBaHEI ClIyqau IOBBIMICHUS «IEYCHOYHBIX» (EPMEHTOB M pa3BHUTHE
JKENTYXH OBLIO 3aPETHCTPHPOBAHO, HO [PHYHHHO-CIICACTBEHHAS CBSI3b C IPUEMOM TJIIOKO3aMHHA
He ObUTa yCTaHOBJICHA.

Bsum  sapeructpupoBans! ciyuan THIICPXOJICCTEPHHEMHUH, HO HPUYHHHO-CIICACTBEHHAS CBS3b C

TIPUCMOM I'TFOKO3aMHHA HE ObLIa IIPOAEMOHCTPHPOBAHA.

IlepenosupoBka

Hwu oxmoro ciywas cnyuaituoit mmm NPEITHAMEPEHHOM EPEIO3UPOBKH HE U3BECTHBI. OCHOBBIBASCE HA
HCCIICIOBAHUSIX OCTPOH M XPOHHYECKOH TOKCHIHOCTH y XKUBOTHBIX, CHMIITOMBI TOKCHYHOCTH BPSIJT JIH
BOSHHKHYT Jax¢ B J03aX, IIPEBBIIIAIOIIUX TepaneBTHIeckyro no3y B 200 pas. B ciyuae
IICPCIO3UPOBKH TIPUEM TIIFOKO3aMHUHA JOJDKEH OBITH IPCKPAIEH, JICYCHHUE CHMITOMATHYECKHE,
HAIpPaBJICHHOC HA BOCCTAHOBIIEHHE BOIHO-3JIEKTPOIUTHOTO Gaanca. et
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®apmakoJIora4ecKHe cBoiicTBa ; PARC
Dapmakoounamuxa i prCOVBNIUL BRIATYSS
Mexanusm neiicTBus: i A
I'moxo3amuHa cynshar mpencrasiseT co6oi coib aMHHO-MOHOCaXapH/ia- TMIIOKO3aMHAHa, KOTODBIIt
ABJICTCS  SHNIOTCHHBIM ~ KOMIIOHGHTOM M TpPEINOYTHTENBHBIM — CyOGCTpaToM Ui CHHTE3a
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TTHKO3aMUHOTJINKAHOB M NPOTEOTTIHKAHOB CYCTaBHOTO XpsIIa CHHOBHAIBHOM ~ HIKOCTH.
I'nroKo3aMuH cynedhar HHrHGHpYeT aKTHBHOCTS MHTEpIeHkuHa-1 6eTa U APYyruxX MEAMaTopoB BOCIA-
JICHUSL.

I'moxosamuna cynbdar oxaseBaeT aHaGOIHUECKHI H aHTHKATA60THYeCKHit a¢dexTr! Ha MeTaboIH3M
XpsIma.

Bosiee pannme mccnenopanms mokasatm, UTo TIOKO3aMHHA CYTbhAT CHIKAET IPOMEXYTOUHBIE (-
exTEl nHTeprelikuHa-1 GeTa, MHrHOHUPYS KacKam ABJICHUH, IPUBOJAIINX K BOCIAIEHHIO B CYCTaBe U
TIOBPEXICHUIO XPSIINA, TAKMX KakK, CHHTE3 METALUIONPOTEa3, UKIOOKCHTEHA3E-2 H GEIKOB BHEKIIE- .
TOTHOTO MAaTpHKca, KOTOPBIE OTCYTCTBYIOT B HOPMAIBHOM XpSIIE, BHICBOGOKIECHHE OKCHIA a30Ta H
npocrarnanuHa E2, narubuposanue mpommpeparmn XOHPOIIUTOB M WHIYKIMS THOEIN KIETOK. B
otimare ot HIIBC, rimoko3aMuH HanpsMyro He MHTHOUPYET aKTHBHOCTh UKIOOKCHTEHA3.
Knnnneckas 3 ek TMBHOCTD 1 IEpeHOCHMOCTS!

BesomacHocTs 1 addekTHBHOCTE ITIOKO3aMuHA cynbdara ObLIa HOATBEPHKICHA B KIIMHAYECKHX HCITBI-
TaHUAX C IPOJIOJDKUTETIBHOCTBIO JICUCHHSI IO TPEX JIET.

Kparko- u cpennecpounsie kmmumnaeckue uccmenosanus IIOKa3aJTi, 9TO 3(Q(YEKTHBHOCTE MIIOKO3aMHHA
Cyibdara o OTHOIMEHHIO K CHMIITOMAM OCTEOAPTPUTA OTMEHACTCS yIKe Yepe3 2-3 Helelu ero mpuMe-
HeHus. TeM He MeHee, B OTIIHUME OT HIIBC, rmoko3aMuHa cynshaT okassBaeT IIPOJOJDKUTETBHOE
ACHCTBHUE, KOTOPOE JUIHTCS OT 6 MECAIEB 10 3-X JIET.

Knuangeckue necnenoBanus ¢ exeqaeBHbM TIPHEMOM TIIIOKO3aMUHA Cyb(aTa B TeYSHHE MEPHOIA [0
3-X JIeT NMOKa3ald MOCTENEHHOEe YIYHIICHHE CUMIITOMOB 3a00JIEBaHUS M 3aMEIUICHHE CTPYKTYDPHBIX
M3MCHEHHH CyCTaBa, YTO IIPOJEMOHCTPHPOBAHO OGBIYHOIN peHTreHorpadueit. I'moxozamuna cynpdar
TPOICMOHCTPHPOBAT  XOPOIIYXO TEPEHOCHMOCTh TIPENapaTa B TEUCHHE KPaTKOCPOYHBIX M
AOJITOCPOYHEIX KYPCOB JICUEHHS.

Hoxkasarenscta s dexTrBHOCTH JICKapCTBEHHOTO CPENCTBA OBUIM MPOXEMOHCTPHPOBAHBI IIPH €r0
TIPHCME B TCUCHHE TPEX MECALICB, C OCTATOUHBIM SQ(DEKTOM Ha IPOTSHKEHHH JIByX MECSIIEB ITOCIIE €TO
OTMEHEL. besomacHocTs u 3 exTHBHOCTS Ipenapara Takke OBUIM MOATBEPKICHBI B KIHHHYECKHUX
HCIIBITAHHAX Ha MPOTSDKEHHH ero IpHema JIo Tpex JieT. HempepsiBHoe euenne Gomee 3-x et He MO-
XKET OBITh PEKOMEHIOBAHO, TAK KaK OTCYTCTBYIOT JaHHBIC 110 HE30IIACHOCTH PH IIPHEME TITFOKO3aMH-
Ha CBBIIIE 3 JIeT. T
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Dapmaxkokunemuxa E PECIYEIVKH ELIAPYC

Abcopbrug { Tpascas Minuucrepords 3R

Iocne mepopansHOro BBEHEHHS TIFOKO3aMUH OBICTPO M TOYTH. IIOJHOCTBIO- ‘é6c6p6preTC;I (oxomo
90%) B cHCTEMHBIH KPOBOTOK Y 3OpPOBBIX N06POBOIBIEB. AGCONIOTHAS GHOTOCTYIHOCTD TITFOKO3a-
MHHa y HeIIOBEKa I0CIEe IIepOPAIIbHOTO TIpHeMa cocTaBmiIa 44%, ¢ y4€TOM IIepBoro 3¢ dexra nepsoro
IIPOXOXACHUS 4Yepe3 medeHb. Ilocie exemueBHOro nepopanbHOro npueMa 1500 Mr rmroko3aMuHA
Cynabhata 370pOBBIMH JOGPOBOIBIAMH B YCIIOBHSIX TOJIONAHHMS, MAaKCHMAIbHBIC KOHIEHTPAIUM B
TIa3Me B CTallHoHapHOM cocTostHuM (Cmax, cc) B CpeHeM COCTAaBHIIH depe3 3 9 (Tmax) okoso 1602
+ 426 ur/mn Mexay 1,5 — 4 4 (Menuana: 3 4, tmax). B cranmonapraom cocrosaun, AUC cocrasmia
14564 + 4138 ur.u/mn. HemsBecTHo, okasbiBaeT i IPUCM THIIH CYIMIECTBEHHOE BIHSHUE HA OWOMO-
CTYIHOCTb TIPH TIEPOpalbHOM IpHeMe. DapMaKOKWHETHKA TUIOKO3aMHHA JIMHEHHA B HHTEpBAJIE 103
750-1500 Mr ¢ OTKJIOHEHHEM OT THHEHHOCTH B mo3e 3000 Mr u3-3a Gosee HA3KOH GHOTOTHYECKOH 1O-
CTyIHOCTH. HeT reHnepHbIX pasmuumii B abcopbumy 1 GHONOCTYIHOCTH IJIFOKO3aMHHA. @apmakoku-
HCTHKa TIIOKO3aMHHa Oblila OMMHAKOBOM y 30pOBBIX I0OPOBOJIBIIEB U MAIIHEHTOB C OCTE0apTPUTOM
KOJIEHHOTO CyCTaBa.

Pacnipenenenue

IHocie nepopaneHoit abcopGium, rimroko3aMuH PacTpe/IeIsIeTCA B Pa3IUYHBIX COCYMUCTHIX KOMIAPT-'
MCHTaX, B TOM YHCJI€ CHHOBHATLHOM JXUIKOCTH, C KOKYIIUMCS 06BEMOM pacmpenencHus 37 pa3s BbI-
e, 4eM 00K 06beM KHAKOCTH Y UenoBeka. [ TIOK03aMHH He CBS3bIBACTCS ¢ GeNKaMHu IIa3MBl Kpo-
BH. [ToaToMy KpaiiHe MaJloBEpOSTHO, YTO MIIOKO3aMHIH CIIOCOGEH K JICKapCTBEHHOMY B3aUMOJEHCTBHIO
TIpH COBMECTHOM IIPHUEME IPYTHX JICKAPCTBEHHBIX CPEICTB, KOTOPHIE CHIIBHO CBA3BIBAIOTCS C GEIKAMM
IUIa3MBI.

Mertabonwsm
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Mertabonuueckuit mpoduib TIOKO3aMHUHA HE M3y4eH, MTOCKOJIBKY, ﬂBﬂﬂébbbaﬁﬂoreHH%m;BemeCTBOM,
OH HCIIOJIB3YETCS B KAYECTBE CTPOUTEIHHOTO MaTepraia» JUisi OMOCHHTE3a CyCTaBHBIX KOMIIOHEHTOB
Xpsia. I'moKo3aMuH B OCHOBHOM MeTaboMM3upyeTCs IMyTeM MpPEBpAIICHNs B TEKCO3aMUH, HE3aBHUCH-
MO OT CHCTEMBI IUTOXPOMOB. KpHcTa/UTHUeCKHit TII0OKO3aMUH CyIb(aT He JeUCTBYyeT HU KaKk HHIUOH-
TOp, HA Kak HMHIyKTop u3odepmentoB CYP450 uenoseka, Bkmouas CYP 3A4, 1A2, 2E1, 2C9 u
2D6.00.
Her xiMHHYeCKU 3HAYMMOTO B3aMMOJEHCTBHUS IIFOKO3aMHHA ¢ APYTHMH JICKApPCTBEHHBIMH CPEACTBA-
MH, KOTOpBIE MOTJIM OBl pEaTH30BATHCS MyTEeM WHTHOMPOBAHHS W / WM HHAYIHPOBAHUS H30(POpPM
CYP450 genoseka.
OKCKpeIHs
Y denoBexa NepUO MONTYBBIBECHHS TTIOKO3aMHHA U3 TUIa3MBI COCTaBIsIeT 15 . IToce mepopaibHo-
ro BeenieHUs 14C-MeUueHOT0 TIFOKO3aMHUHA BBIIEIEHHE ¢ MOYOi cocTaBmiio 10 £ 9%, ¢ kanoMm - 11,3
0,1% ot BBeneHHON m03bI. CpemHsiss SKCKpPEIs HEM3MEHEHHOTO IVIFOKO3aMHHA TIOCIIE TIEPOPATHEHOTO
BBEJICHHS y YCIIOBEKA COCTABJISET OKOJIO 1% OT BBEIEHHOH I03BI, YTO MO3BOJISET IPEIIIONIOKATD, YTO
IIOYKH M MEYCHb HE UIPAIOT 3HAYUTEIILHON POJIM B AJIMMHHAIIMN TIFOKO3aMHHA, €ro MeTab0IHTOB U /
HJIH TIPOJYKTOB €0 JerpaJalli.
DapMaKkOKUHETHKA Y Pa3JHYHBIX KATETOPHil MAllUEHTOB
Y bonvHuix ¢ noueunow uiu neyenouyHol HedoCMamoYHOCMbIO
HccnenoBanus GpapMakOKHHETHKH TVIIOKO3aMHHA y MAIMEHTOB, ¢ IIOYCYHON WM MMEYEHOYHON HEmo-
CTaTOYHOCTBIO HE IIPOBOIMIIKCE. J[aHHBIE MCCIEN0BaHMs OBUIH NPU3HAHBI HELENeCOOOpa3HBIMHU H3-3a
HC3HAUMTEIIPHOTO BKJIaIa MIEYCHH U IIOYEK B IIpoIeccax MeTaboIu3Ma, Ierpagaliy U 3KCKPEIUH TIIk0-
ko3amuHa. [TosTomy, ¢ yuerom GnarompustHoro npoduiist 6e30MacHOCTH B XOpOIIel ePEeHOCHMOCTH
[TIIOKO3aMHUHA, MTAlIHeHTaM ¢ MOYEYHOH MM IIEYEHOYHOH HeJOCTaTOYHOCTBIO He TpeOyeTCst KOPPEKTH- -
POBKa JI03BI IIpenapara.
Lemu u noopocmxu
Uccnenosanus (papMakOKMHETHKY IIOKO3AMUHA y JIETEH U TTOAPOCTKOB HE TIPOBOIMIOC.
Hooicunvle nayuenmuol
Uccnenosanus  (papMaKoOKHHETHYECKHE Yy TIOKHIBIX TAIHEHTOB HE IIPOBOAMINCH, OIHAKO B
KIIHHWYECKHE HCIIBITaHHS 9()EKTUBHOCTH M 6e30MacHOCTH TIIFOKO3aMHUHa, GbUTH BKIIFOYEHEI, TJIABHEIM |
00pa3som, MOXKHIIBIE TAHEHTH!. [10Ka3aHo, 4T0 y JaHHON KaTeropyuy MAlHeHTOB HET HEOOXOINMOCTH B
KOPPEKIIHH 035l

®opma BeIyCcKa

Came wu3 TpexclnofHOro Marepuana, KOTOPBHIH COCTOMT M3 GyMAri/alOMHUHHS/IONHITHICHA
CITABJICHHBIX BMECTE HarpeBaHUEM C YeThIpeX CTOpoH. ITo 20 umu 30 caie BMecTe ¢ HHCTPYKIUEH IO
IMPUMEHCHHUIO TIOMEIIAIOT B KAPTOHHYIO KOPOOKY. ;

Cpok roaHocru
3 roma

He ucrione3oBars mocie cpoka roqHOCTH, YKa3aHHOTO Ha yIIaKOBKE.

YcaoBust XxpaHeHHS e —————
XpaHWTB NIpH TemIieparype He Bime 25°C. r‘w COTHRACUD AL .
XpaHWUTb B HEAOCTYITHOM JUISL IeTeil MecTe. FHOM s APYCH

OTmyck u3 anTex I o e
OtmyckaeTcst IO penenTy.

3asBuTENB
MEJIA ®apma I'M6X u Ko. KT', Bermmrpacce 1, 61352 Bag XomOypr, ['epmanust

IIpousBoaurenn
POTTA®APM JlItn., Jamacrayn Uunactpuan [apk, Manxannapr, J{y6mus 15, Upnanmis
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Ecnu Bam cmanu useecmmuuvr xaxue-1ubo uescenamenvuwie Peakyuu, ceA3aHHble C NpUMeHeHueM
NPOOYKMA KOMRAHUY, 6 M. 4. NPUMEHEHUEM 80 6pems. bGepemMeHHOCU Uiy KOpMAeHUs. 2pyObio, Iubo
603HUKUUE 6 pe3ynbmame MeOUYUHCKUX OUWLUOOK, HENPABUIbHOZ0 MpUMEHeHUs, 3n0ynompebnenus,
NepeOO3UPOBKY, NpUMEHEHUA He N0 NOKA3AHUSM Wiy 8cleocmeue  GIUSHUS, CBA3AHHO20 C
npogeccuonanvroli  u HeNpPOPecCUOHANLHOU  DesmenbHOCIbIO, nooospeeaemoii  nepedayeil
UHPEKYUOHHO20 azeHma unu omcymcmeuem 3¢pgexmusnocmuy, a makoice accoyuupyemsie ¢

Oegpexmom kauecmesa, Heobx00uUMO c000wums 06 3mom nuyy, OMEemMCmeeHHOMY 3a YapMakoHad3sop,
no arekmponHomy adpecy info.safety@mylan.com
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