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MHCTPYKIUSA 10 MEAAIIMHCKOMY TPHMMEHEHHIO IFKAPCTBEAHOTO
CPEJICTBA

HA3BAHME JIEKAPCTBEHHOI'O IIPEITAPATA
BYJIECOHUJI-MHTEJIN 200 MukporpamMm/103a
BYJIECOHUJI-MHTEJIU 50 Mukporpamm/no3a
MEXIYHAPOJHOE HETATEHTOBAHHOE HA3BAHU
BYZIECOHU/

COCTAB

Kaxxmas 103a (MHraysimus) COAEPIKUT:

AKTHBHOE BEWIECTBO - Oyaeconu 50 MukporpamMm uii 200 MEKpOrpamMM.

Bcnomozamenvivie seuwjecmsa:

OJlenHOBas KHUCJIOTA, 3TaHon u 1,1,1,2-TerpadToparan (poneieHT HFA-134a).
JJEKAPCTBEHHASI ®OPMA

A>p030J1b sl HHTASIME J03MPOBAHHBIN.

Onucanue: 6emnas CyCII€H3HU.

dapmakoTepaneBTHYECKas rpynmna:

[Ipoune cpeACTBa MHTAIALMOHHOTO NMPUMEHCHMA UL JICYCHHUA 0OCTPYKTHBHBIX 3a00JI€BaHAN
JBIXaTeNbHBIX MyTeH. [ TIOKOKOPTHKOUIBI.

Kox ATX: RO3BA02

®APMAKOJOTMYECKHE CBOMICTBA

B xozme GapMaKoJOrMYECKHX M KIMHHYECKHX UCCIICOBAHHMH ObUIO BEISIBICHO, 4TO bymecoHH[
obnagaer, B IIMPOKOM JMamasoHe 03, OJaronpusTHHIM — COOTHOLICHHEM MECTHOM
NPOTHBOBOCTIAUTENBHON AKTHBHOCTH M CHCTEMHBIX 0604YHBIX 3()(HEKTOB KOPTUKOCTEPOHIOB.
10 0GYCIOBIEHO TeM, YTO OYAECOHH] OBICTPO MHAKTHBHPYETCS B NEYCHH MOCTIC MOCTYIIICHHA
B CHCTEMHBIH KpoBoTOK. C Jpyroif CTOPOHEI, OyI€COHHA OKa3bIBAET MPOTHBOALICPTHHYECKOT H
IPOTHBOBOCIIANIMTEIbHOE JECHCTBAE, KOTOPOE MPOSBIACTCS ~CHHKCHHEM OpoHxocmnasma,
BLI3BAHHOIO HEMEICHHBIME M OTCPOUCHHBIMHM aJLIEPrHYECKMMH DeakuusMH. Bpuio Takke
IIPOIEMOHCTPHPOBAHO, YTO OYyNECOHH CHIKAeT IMIEPPEAKTUBHOCTE AbIXATCIbHBIX nyTed Ha
THCTaMHH U METAaXOJIHH.

dapMaKoIHHAMHKA

Mecmubiii npomugosochanumenvHolii d¢ppexm

ByecOHHU I SIBIISIETCS HE IaJlOT€HU3UPOBAHHBIM KOPTHKOCTEPOH/IOM 5} (heKTUBHBIM IIPH JICUCHUH
acTMBI 6Jarojapsi €ro mpoTHBOBoCHantHTeNbHOMY 3bdekry. B xone (apMaKoIOrHYECKHX U
KIMHMYIECKUX HUCCiIeI0BaHmii ObUI0 JOKa3aHo, YTO OyIecoHH ] 00iafaeT, B IMPOKOM Hara3’oHe
103, OGJIArONpHATHBIM COOTHOIIEHMEM MECTHOH IPOTUBOBOCIIAIUTEILHOW aKTHBHOCTH H
CHCTEMHBIX MT0GOUYHBIX 3(}EKTOB KOPTHKOHIO0B. DTO 00YCIOBICHO TEM, 1TO OyaecoHu OBICTPO
MHAKTABUPYETCA B MEUEHH IOCIIE MOCTYIUIEHHsS B CHCTEMHBIH KPOBOTOK. C npyroil CTOPOHBI,
6yIeCOHM]] OKa3bIBaeT NMPOTHBOALICPIHYECKOE U MPOTHBOBOCIATUTEILHOS JefcTBHE, KOTOPOE
IPOSIBIISIETCS CHIDKEHHEM OPOHXOKOHCTPUKIIHH, BBI3BAaHHON HEMEJICHHBIMH H OTCPOYCHHBIMH
QJUIEPTUYECKUMHU PEAKIHAMU.

Peaxmugrocmb OblXamelbHblX nymet

BeITo  TaKke IMPOJEMOHCTPUPOBAHO, UYTO OyIECOHHA CHMKACT —THNCPPCaKTHBHOCTD
JIBIXaTeJIbHBIX IIyTel Ha THCTAMUH U METaXOJIMH.

DapMaKOKHHETHKA

ByecoHu ], IPHHUMAEMBIH MEPOPATBHO M HHIAJIAHOHHO, 6BICTPO aGCOpPOUPYETCs CIU3UCTOM
000JI04KOH U IapeHXuUMoi nerkux. [locie HHranAMOHHOTO TPUMCHEHHS OymecoHH1a OH MOXET
OBICTPO OOHApY)XHUBAThCs B KPOBH, YTO MOATBEPKIACT, HTO JIEKapCTBEHHOE CPE/CTBO
abcopbupyeTcss B HEM3MEHEHHOM BHIE 1epes pecHuparopHbI TpakT. Takasd BbICOKad
TMepBOHAYAIbHAs KOHIEHTpAl|s B IIA3Me TAaKKe yKa3plBacT Ha MHUHHMAaJIbHBI MeTabo0/H3M
JIeKapCTBEHHOTO CpeICTBA B JIErKuX. Ilepuos MONyBBIBEACHHS M3 IU1a3Mbl  HEU3MEHCHHOTO
6yneconuaa cocrapnsget 2,0 + 0,2 gaca, 4TO SBIACTCA AHATOTHIHEIM 3HA4YEHHIO, BHIBICHHOMY
[10CJIe BHYTPUBEHHOTO BBEJICHHS JIEKAPCTBEHHOTO CPE/ICTBA (2,8 + 1,1 yaca).

ByecoHH I TIO/(BEPraeTCs KCTCHCHBHOM (upumepro 90 %) GuoTpaHC(oOpMaluK B MEHCHH, C
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o6pasoBaHHeM  MeTabONMTOB C  HH3KOH TJIIOKOKOPTHKOCTEPOMAHOM AKTHBHOCTBIO.
[ IIOKOKOPTHKOCTEPOHIHAS AKTHBHOCTb OCHOBHBIX MeTaboJHTOB, 6B-THIPOKCHOYICCOHH H
16G-ruIPOKCHIIPETHA30JI0HA, COCTABILIET MECHEE 1% axTHBHOCTH OymecoHmaa. Metabommu3m
OylecoHHIa MPEUMYIIECTBEHHO OIOCPENI0BaH CYP3A4, oguuM u3 (pepMEHTOB LUTOXpOMA
P450.

Caesi3pIBaHHE ¢ Oenkamu mia3Mbl coctabisieT 88%. MccnenoBaHue BBIBEICHHS Ipenapara y
mozell yKasbIBAlOT Ha TO, YTO HHTAJAIMOHHO BBEICHHBIA *H-6yecoHu 1 [IaBHBIM 00pa3oM,
BeIIENsieTcs ¢ Modolt (32%) u dexamusamu (15%).

VY CTAHOBJICHO YTO KETOKOHA30J], HazHadaeMblil B no3e 100Mr aBa paza B CYTKH, yBETHIMBACT
YPOBHH COBMECTHO IIPUHMMAEMOT0 IEPOPATLHOr0 OyI€COHH/IA B ILIa3Me. Wudopmanuy o TaKoM
B3aMMO/ICHCTBUY NIPH IPUMEHEHNH OyI€COHMIa MHTATSIHOHHO HE I0CTATOHO, HO BRIPKCHHOC
yBEJIMUEHHE YPOBHEH B IIJIa3ME MOXKET 0XKUAATHCH.

MOKA3AHUSA K TPUMEHEHHUIO

BpoHXManpHas ~acTMa [P  OTCYTCTBUM  O((EKTHBHOCTH B pe3ylpTaTe  JICUCHHA
OPOHXOAM/IATATOPAMH /MM NPOTHBOAUICPTHIECKUMH TIpENapaTamMHy.

CIIOCOB ITPUMEHEHUS 1 103bI1

BYJIECOHUI-UHTEJIN npuMeHsAOT HHTaJIALMOHHO.

PazoBast no3a comepxut SOMKr mu 200MKr OynecoHusa.

JleueHue NOJKHO OBITH MHIMBALyaTbHBIM. HadaibHas f03a BCeraa JOJDKHA ObITh CHIDKEHA J10
MHHAMAIBHOTO YPOBHS, 06€CTIeYMBAIOIIEr0 XOPOIIUH KOHTPOIIb OPOHXHANBHOMR aCTMBL.
MaxkcuMalbHas CyTodHas 103a Juis B3pocibix cocTaBiseT 2000MKr B CYTKH.

Cyrounas 103a JIeluTcs Ha 2-4 nprema.

Jern B Bo3pacre 2-7 jet: 200 - 400 MKT €XXeJHEBHO, B HECKOJIbKO TPUEMOB (2 - 4 npuema).
JHern crapme 7 jet: 200 - 800 MK €XeTHCBHO, B HECKOJILKO IPUEMOB (2 - 4 mpuema).
MakcuManbpHas CyTouHas 103a Juist fereil cocrapysieT 800MKT B CYTKH.

B3pocable: B Havajle JICYCHUS, IPH TSKEJBIX MPHUCTYIAX aCTMbl M B IICPUOJ CHMKCHHSA JI03bI
WM TpeKpaIleHds MPUMEHEHHs IEPOPATbHBIX ITIFOKOKOPTHKOCTEPOUIOB /1032 JUIA B3pOC/IBIX
nosokHa 661Th 200 - 1600 MKT eXeIHEBHO, pa3fieNieHHas Ha 2 - 4 mpHeMa.

JUTTEeTbHOCTH Kypca JledeHus oT 3 10 12 MecsieB B 3aBHCHMOCTH OT TsHKCCTH 3a00J1€BaHHS.
IIOBOYHOE JEHCTBHE

KIMHHYECKHEe WMCCIIEIOBAHMs, JIMTEPATYPHBIE OTYETHI M OMNBIT KIMHHYECKOrO HCIIOJIb30BAHHUA
YKa3bIBAIOT HA TO, YTO MOTYT BO3HHMKATH CICAYIOIIHE HEXEIIATEbHBIC no6ounbIie 3QEKTHI:
Yacmo (>1/100, <1/10):

Jlerkoe pasapaxeHue CIM3UCTOH 000JI09KHU ITIOTKH.

KaHau103 pOTOTJIOTKH.

OXpHILIOCTH rojoca.

Kamens.

Peoxo (>1/10,000, <1/1,000):

[ToBbIEHHAs BO30YAUMOCTD, AENIPECCHs, IIOBEACHYCCKUE HAPYIICHHUS.

HeMeeHHBIE H OTCPOYEHHBIC PEAKIMU THIIEPYYBCTBUTEIBHOCTH, BKIIHOYAs CBIIb, KPAIIMBHUILY,
KOHTaKTHBIN JepMaTUT, OPOHXOCIIAa3M.

B03MOXHO MOSIBJICHHE KPOBOIIOATEKOB Ha KOXe.

B pemkux ciydasx HpUMeHEHHE HHTalanuoHHbX ['KC MOXeT BbI3BAaTh NpPH3HAKH HIH
CHMIITOMBI THITMYHBIE JUIS CHUCTEMHBIX TJIFOKOKOPTHKOCTEPOMOB, B TOM YHCIIE CHIDKCHHE
¢yskiuu wim arpodus KOpbl HAANOYEYHHKOB, YTO MOXET 3aBUCETh OT JIO3HPOBKH,
IPOJOJDKATEIBHOCTA JICYEHHS, COIYTCTBYIOIIETO HIIM HPEAUIECTBYIOMIErO JICYCHUS APYTHMH
TIIFIOKOKOPTUKOCTCPOUIAMH.

[lpy HasHa4YeHWH ClEAyeT YYUTBIBATH BO3MOXHOCTH BOSHUKHOBCHHS IapajOKCAIBHOTO
GpOHXOCHA3Ma C YCHJICHHEM XpHIOB. B TakoM ciydae PEKOMEHIYCTCS HE3aMEUINTEIBHO
IpepBaTh TEPAIHUIO ¥ HA3HAYMTH aJIbTEPHATUBHOE JICYCHHUE.

NMPOTHUBOIIOKA3AHUA

[ MIIepYyBCTBHTENBHOCTE K OYyNECOHMIy WIM JIEOOOMYy U3 BCIHOMOraTelbHBIX BCLICCIE.
AKTHUBHBIA TyO€pKyJIe3 JETKHX. .
JleTckuit BO3pacT 0 3-X MECSIEB. %
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MEPBI IPEAOCTOPOKHOCTHU S "L UL
JlaHHBIE JIEKApCTBEHHBIE CPENCTBA MOJDKHBI Ha3sHa4aThCsi C 0c000#f OCTOPOXHOCTBIO Y
TAIHEHTOB C TyOEPKYJIe30M JIETKHX, TPUOKOBBIMH HIIH BUPYCHBIMH WHGPEKIMSMH JBIXaTeIbHBIX
MyTEH.

* Tlociie aHAIM3a UMEIOUIMXCS JAHHBIX, EMA TOATBEPAHIO PUCK Pa3BUTHA MHECBMOHHH IIPH
IPUMEHEHHH HHTATAIHOHHBIX KOPTHKOCTEPOHIOB Y MALlUCHTOB € XOBJI. B Hacrosiee BpeMs
OTCYTCTBYET KOppENSAUHMs MEXTY PHCKaMH DPa3BATHSA IMHEBMOHMM M BHJIOM HHIAJIAIMOHHOTO
KOPTHUKOCTEPOHIA.

CyImmecTByeT psijl I0Ka3aTeIbCTB MOBBIIIEHHOrO PHCKA Pa3sBUTHA MHEBMOHWH TIPH yBETHICHHH
J03Bl CTEPOHMIOB, OIHAKO O3TO He OBUIO YOEIUTEIbHO MPOJEMOHCTPHPOBAHO BO BCEX
HCCJIeIOBAaHUSX.

[TanpeHTaM H CIENMATACTaM HE0OXOAUMO OBbITh OJWTENIbHBIMH B OTHOLICHHMH MPHU3HAKOB H
CHMIITOMOB Da3BHTHs [THEBMOHMH, TaK KaK KJIWHHYECKHC NPOSBICHHA IHEBMOHWH YaCTHIHO
COBIIAIAIOT C CHMITOMaMH 000CTPEHHSI OCHOBHOTO 3a00JI€BaHHsI.

Heo6X0MuMO peKOMEH/I0BATh MAl[HeHTaM COOOMmATh O JFOOOM YXyAIICHHH TEYEHHS OCHOBHOIO
3a60s1eBanus (B YACTHOCTH, YCHIICHHH 3aTPyAHEHHUS JIIXaHHS).

[IpuMeHEeHHEe WHTAIUOHHBIX KOPTHKOCTEPOMJIOB MOJXKET BhI3bIBATH 1100o4HbIe 3(GEKTHI,
0COBEHHO B BBICOKHX [03aX, Ha3HAYaeMbIX B T€UEHHE MPOIOIDKATENBHOr0 BpeMenu. [Ipu aToM
ropaso MeHee BEpOSTHO, YTO MOJOOHBIE peaKiMd BO3HUKHYT IPH JICYCHHH MEPOPATBHEIMH
'KC, uX BO3HUKHOBEHHE TAK)K€ 3aBUCHT OT TIallHCHTa M OT JICYCHHA JpPYrUMH
KOPTHKOCTEpoHJaMH. B KkadectBe MOGOYHBIX 3(P(eKTOB BO3MOXKHO pPa3sBUTHE CHHApOMA
Kymuera, B TOM 4HC/Ie KYIIHMHTOMJHOTO JIHIA, CYNPECCHH (QYHKIHMH KOPBI HAIINOYEYHHKOB,
3a/lep)KKM B PA3BUTHH Y J€Teil M MOJPOCTKOB, CHWXKEHHE MUHEPAIBHOH IIOTHOCTH KOCTHOH
TKAH{, KAaTapaKTa, IJayKoMa, DEXe IICHXONOrMYECKHe OTKIOHEHHs MM PacCTpOHCTBa
TIOBE/ICHHS, B YACTHOCTH IICHXOMOTOPHAS TUIIEPAKTHBHOCTB, PACCTPOHCTBO CHA, OECIIOKOMCTBO,
JeTIpeccHs, arpeccHMBHOCTb (ocobeHHO y naetei). [loaToMy peKOMEHIYeTCs CHIKATh 03y
HHTAJAIMOHHOTO KOPTHKOCTEPOHAA 10 MHUHHUMAIBHOTO 3HA4YCHHs, IPA KOTOPOM COXpPaHACTCA
5} ()eKTUBHBINA KOHTPOJIb OPOHXMAILHOM aCTMBL.

Y [anMeHToB, KOTOpble paHee MOoJydYalH CHCTEMHBIC KOPTHKOCTEPOHIBI B TEUCHHC
IIPONIOJDKMTEIFHOTO BPEMEHH HJIM B BBICOKHX [I03aX, BO3MOXHO pasBHTHE CHMIITOMOB
cynpeccd (YHKUMH KOpbl HAANOYEYHHKOB. Y TaKMX IAIHEHTOB CIELYET PEryysapHO
KOHTPOJIMPOBAaTh (QYHKIMIO KOPHI HAIIOYEYHHKOB, 03y CHCTEMHBIX KOPTHKOCTECPOMIOB
ClIelyeT yMEHBIIATh C OCTOPOXKHOCTBIO.

[MamwmenTsl, He npuauMaBmue I KC: TepaneBriyeckuil 3QGeKT 0OBIYHO TOCTHIAaeTCs B TEUCHUC
7 nueii. TeM He MeHee, IUIS OTACIBHBIX ITAIIMEHTOB C H30BITOYHOM CEKpenueH OpOoHXHAIBHOM
CITH3HCTON 0G0JIOYKH GPOHXOB H3HAYATLHO MOXET OBITh Ha3HAYeH HEPOIOJDKUTENbHBIH (0KOJIO
2 Helenb) AOIMOJHHUTEIbHBIN IPHEM I[EpOPATBHBIX KOPTHKOCTEPOUI0B. OOOCTPEHHE acTMBL,
BBI3BAHHOE OaKTepuaibHOM WHQEKUUeH, [JOJDKHO KOHTPOJIMPOBAaTbCA IpPH  IOMOIIH
AHTHOMOTHKOTEpAIlMH M BO3MOXHOTO YBEIMYECHHs J03bl OyIecOHHIA HIH, €CIIH He00X0IUMO,
IPUMEHECHHUS CHCTEMHBIX KOPTHKOCTEPOU/IOB.

arments, npuauMmasimre [KC: mpu Iepexoie ¢ MepOpalbHBIX CTEPOHMIOB Ha bynecoHHN
NaIMeHT JO/KeH OBITh B OTHOCHTENBHO cTabuibHOW ¢ase. Bricoxas mosa OymecoHuna
IIPUMEHSETCS B KOMOMHAIMA C paHEe NPUMEHAEMOM 10301 EPOPATBHOTO CTEPOHAA B TCICHHE
okoJio 10 nHexn.

TTocsie 3TOro [103a MepOpaTbHOrO CTEPOU/IA JOJDKHA OBITh OCTENEHHO CHIKCHA (HalpuMep, Ha
2,5 MT IIpeJHA30JI0HA WK SKBHBAICHT KaXKIBIH MECSII) 10 HAUMEHBIIEr0 BO3MOXXHOIO ypOBHA.
B0 MHOMHX Cily4asx MOXHO IOJNHOCTBIO 3aMEHHMTH [EPOPAIbHBIA CTEPOM/ HA BYIECOHM/I-
UHTEJM. Tlepexom ¢ NEpOPAIBHOrO JIEYEHHs KOPTHUKOCTEpOMIAMH  Ha  JICUCHHC
HHTQISAIMOHHBIM  OYJECOHHIOM  JODKEH  ObITh  NpOBENEH  C 0COOBIMH ~ MEPaMHU
[IPeOCTOPOXKHOCTH, TJIABHBIM 00pa3oM, N0 NPHUYMHE MEICHHOH HOpMAalH3alud GbyHKIUH
THIIOTAIaMO-THIIO(H3apHO-HAIIOYEYHUKOBON CHUCTEMBI, paHee HApYIICHHON IEepOpaIbHBIM
IPUMEHEHHEM KOPTHKOHIOB. MoXeT MOTpeOOoBaThCs HECKONBKO MECHICE, 4TOOBI JOCTHYb
Tako#l HOPMATH3ALMK. B mpolecce Takoro 3aMemeHHs NepQpaibHbX-CTCPOR/OR Y g;fglemba
MOTYT BO3HHKHYTH HCXOJHBIE CHMIITOMBI (PHHHT, 3K3€M ) I/mn@ OTYE.

T. CTPafaTh: fpr
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YCTAIOCTH, TOJIOBHOM 60/H, 00/IM B MBIIIAX KM CyCTaBax U H3pEIKa OT TOwIHOTH # pBOTHL B
TaKHX CIIy4asx HeoOXOIUMO HAauaTh JOMOIHATEIbHOE CHMIITOMATHIECKOE JICUCHHUC.

V NanMeHToB, KOTOPEIE paHee IPUMEHSIH CHCTEMHBIC CTEPOH/IBI B TEYEHHE MPOJIOJDKUTE/ILHOTO
Iepuoila BPEMEHH WIM B BBICOKMX [103aX, MOIYT BO3HHKHYTH 5 dexTsl KOPTUKOHUI-
HA/IMOYEYHUKOBOH cynpeccud. KopTHKOWI-HaJNOYeyHHKoBas (QYHKIHA y TakuX NalHCHTOB
JOJDKHA PETY/IAPHO KOHTPOJIMPOBATBCS, & /10338 CHCTEMHBEIX CTEPOMIOB JOJDKHA CHIDKATHCA C
OCTOPOXHOCTBIO.

DT TmpemapaThl HE NpeJHA3HA4YeHBI [ KYMMPOBAaHHS OCTPOro acTMAaTHYECKOro MPHCTYIIA.
Jledyenue Gy IeCOHHIOM HE JOJDKHO IIPEKPAINATHCS BHE3AIHO.

CleI0BaTeIbHO, OYEHb BaXKHO, YTOOBI 71033 MHTAIALUOHHBIX KOPTHKOCTEPOH/IOB ObLIa CHIDKCHA
70 CaMoii HU3KOH 103Bl, IIPU KOTOPO# coxpanseTcs 3 PEeKTUBHBIH KOHTPOJIb aCTMBL.

In vivo WcCIeNOBaHHA IPOJEMOHCTPUPOBANIH, 4YTO IIEPOPAIbHBIA IPUEM KETOKOHA30ma H
HTpaKkoHa3ona (u3BecTHsle MHruOuTophl aktuBHOCTH CYP3A4 B meveHn u B CITU3UCTON
060109Ke KAIIEYHHKA) BHI3BIBAIOT YCHJICHHE CHCTEMHOTo aeiicTBus Oyneconuaa. Heobxommmo
u306eraTb COIYTCTBYIOIIETO JIeYEHHs KETOKOHA30JI0M M HTPAKOHA30JIOM WA JApYrUMH
ciibHOAeHCTBYyIomuME uHTHONTOpaMi CYP3A4 (cM. pasmen «B3aumozeHCTBHE € IPYrHMH
JNIEKApCTBEHHBIMM CPEICTBaMH»). ECIM 3TO HEBO3MOXHO, BPEMCHHOM MHTEPBAl MEWKAY
IPUMEHEHHEM B3aMMOJIEHCTBYIOIMX JICKAPCTBEHHBIX CPEJCTB JIOJDKEH OBITH HACTOJIBKO
GONBIIMM, HACKOJIBKO 3TO BO3MOXHO. Taioke HeoOXOIUMO pPacCMOTPETh BO3MOXHOCTh
CHIDKEHHS 10351 Oy/1IeCOHUIA.

CoBMmecTHEIH npreM UHrHOuTOpoB CYP34, BKIIOYas KOOMIKMCTAT-COACPKAIINe TEKapCTBEHHbIC
CPE/ICTBA, MOBHINIAET PUCK PA3BUTHS CHCTEMHBIX HEXeNaTelbHBIX peakiui. Ciexyer n3berarb
COBMECTHOTO NPHUMEHEHHS KOPTHKOCTEpOUIOB M HHruburopos CYP34, 3a HCKIIOYECHHEM
ciIy4aeB, KOTJa MOJib3a IPUMEHEHHS NPEBBINIAET PUCK Pa3sBUTHs CHCTEMHBIX HEKENATCIBHBIX
peakimii. B Takux ciiydasx NalMeHTHl JOJDKHBI HAOJIONAThCS IS BBIABJICHHS IPU3HAKOB
Pa3BHUTHS CHCTEMHBIX HEXEIaTEIbHbIX PEAKIHH.

[IpenynpexaeHue:

I[IpEMeHeHHe THX MPenapaToB CIOPTCMEHAMH MOXKET JIaTh MOJIOXKHUTEIbHBIA PE3yIbTaT aHaIH3a
Ha JIOTIMHT.

JlexapctBennoe cpenctBo copepxuT 0,31% oTaHoma (cmupra), YTO COOTBETCTBYET 0,1535
Mr/pmo3a.

BepeMeHHOCTH M MIEPHO/ KOPMJIEHHS IPYAbIO

bepemeHHOCTD:

NpuMeHeHre OyfecOHHIa B IEpHOJ OEPEMEHHOCTH BO3MOXHO, €CIM IIOJIb3a U MaTepH
IpEeBBIIIAET BO3MOXHBIH pPHUCK Ui Ioja. VHramiuuoHHBIE —TIIIFOKOKOPTHKOCTEPOHBI
TIPEAIIOYTHTENBHEE  IIEPOPAIBHBIX  IIIOKOKOPTHKOCTEPOMJOB, IO INPHYHHE  MCHBIICTO
KOJIMYECTBA CHCTEMHEIX 3()(EKTOB MpH 103aX HEOOXOMUMBIX Ul AOCTHKCHHSA aHAIOIHYHOTO
JIETOYHOTO OTBETA.

Ilepuox KopMJeHHS IPyAbIO:

OyIeCOHUl BBIIEISIETCS C TPYAHBIM MOJIOKOM, OJHAaKO, NpH IPUMEHCHHM IIperapara B
TepameBTHIECKHX [03aX BO3/eHcTBAE Ha pebeHKa He oTMedeHo. [Ipu HasHayeHHH OynecoHH/Ia
KOPMSIIAM JKEHIMMHAM HEOOXOIUMO YUYMTHIBATH TEPAICBTHYECKYIO IOJIB3Y JICKAPCTBEHHOTO
CpEJICTBA /ISl MATEPH [10 OTHOLICHUIO K BO3MOXHOMY PUCKY JUIsL peOCHKa.

Biaunsinue Ha c1ocOOHOCTH K BOK/IEHHIO AaBTOTPAHCIIOPTA H YIIPABJIEHHIO MEXaHH3MaMH
By/ecoHHl HE OKa3bIBacT BO3JEHUCTBHS Ha CIOCOOHOCTh K YIPABICHUIO aBTOTPAHCIOPTOM H
paboTy ¢ MEXaHHU3MaMH.

INEPEJO3APOBKA

B ciydae BO3HMKHOBEHHS CHMIITOMOB, yKa3bIBAIOIIUX HA TMIIEPKOPTHIM3M, TAKHE KaK OTCKH,
[IPUIYXJIOCTh JIMIA, COOTBETCTBYIOIIMH SIEKTPOJMTHBIA NMCOATaHC IOJDKEH OBITH yCTpaHEH
I0CPEICTBOM TIPHMEHEHHUS JUyPETHKOB, KOTOPBIE HE OKA3bIBAIOT BO3JCHCTBUS Ha KaJIhii, TaKue
KaK CIIMPOHOJIAKTOH ¥ TPUAMTEPEH.

[lepopaibHOe WM MHIIINMOHHOE TPHMEHEHHE BBICOKMX J103 CTCPOMIOB B TCHCHHC
IIPOIOJDKUTENBHOTO TIEPHO/Ia BPDEMEHN MOXKET IIPUBECTH K S yc-
runo¢u3-Kopa HaJIOYEYHUKOB. mrOTET cro

ey KM beaapyeh

S it



B3AMMOJIEMCTBUE C JIPYTHMU JIEKAPCTBEHHBIMU CPEICTBAME *
Mera6ou3M GynecoHnaa npeuMymecTBeHHo onocpenoBad CYP3A4, onun u3 H30)epMEHTOB
nuToxpoma P450. CnemoBarenbHO, HHTHOMTOPHI 3TOr0 (PEPMEHTa, HAMpPUMEp, KETOKOHA30 M
HTPAKOHA30JI, MOTYT YBEJIUYHTH CHCTEMHYIO SKCIIO3HIHUIO K Oyaeconumy, (cM. pasaensl «Mepsl
PEIOCTOPOIKHOCTU» M «DapMaKOKHHETHKAY).

CoBmecTHBI# npueM UHrHOUTOpoB CYP3A, BKIIIOYas KOOUIMCTAT-COIEpXKAIIIe JICKapCTBEHHbIE
CpeCTBA, MOBBIIAET PHCK Pa3sBUTUs CHCTEMHBIX HeXelaTelbHbIX peakuuid. Crenyer usberath
COBMECTHOIO TPHMEHEHHS KOPTHKOCTEpOMAOoB M HHruOuTOpoB CYP34, 3a HCKIIOYCHHEM
Clly4aeB, KOrja I0Jib3a MPUMEHEHHUS IIPEBBINIAET PUCK PA3BUTHs CHCTEMHBIX HEXeIaTeIbHBIX
peakiuif. B Takux ciiydasx NalMeHThl AOJDKHBI HAOMIONAThCA Ul BBIABICHHS IPH3HAKOB
Pa3BHUTHUS CUCTEMHBIX HEXKEIATEIbHBIX PEAKIIHH.

Bo3MOXHBIE  B3aUMOACWCTBHE C JPYITMMM JICKQpCTBEHHBIMH  CPEACTBaMH, KOTOpBIC
UCIIOJIB3YIOTCS IIPHU JIECYEHUH aCTMBbI, HE U3BECTHBI.

CPOKT'OJHOCTH

2 rona.

He npuMeHsTh 1eKapcTBEHHOE CPEACTBO IOCIE OKOHYAHUA CPOKAa FOJHOCTH.

YCJIOBUSI XPAHEHUSA

XpaHUTH B HEJOCTYITHOM JJIS IETeH MecTe.

XpaHuTth npu Temnepatype He Boime 30°C, B 3alIUIEHHOM OT CBETa MECTE.

He 3amopaxuBars.

He nmpokanbiBath, He BCKPBIBAaTh M HE CKUTaTh OAJIIOH, JaXKe €CIIU OH ITyCT.

Ykazanus no npasmibHoMy npumenennio bY IECOHN/I-MHTEJIN:

1. Y6enutbes, 9YTO a3p030JbHBINA OAJIJIOH HAJJIEKAIUM
o0pa3oM TOACOEOWHEH K IUIACTHKOBOMY aJaITepy.

BerpsixHyTh OaJUIOH U CHATH KPBIIIKY. e

2. Jlepxatp OauIOH B NEPEBEPHYTOM IOJIOXKEHUHU

OONBIIUM W yKa3zaTeNbHBIM majibleM. lloMecTHTB / i
MYHJIITYK B pOT, 00XBaTHB €ro rydamu. 1 3

3. Caenath rimyOOKu# BBIIOX Yepe3 HOC U HEMEJIEHHO
IOCJIE 3TOr0 IIIyOOKO BAOXHYTH YEpE3 pOT, CXKaB
O0aJuUToH MEeXIy MajbllaMH, MPOU3BENS BBIIYCK OJHOM
JIO3BL.

4. IloctaTh MHTAISATOP U30 pTa U 3aJE€pXKaTh JbIXaHHE

Ha HECKOIIbKO CEKYHA. MeuleHHO BBIIOXHYTH U
3aKpBITh OAJJIOH KPBIIIKOM.

[Ipu XKelaHUW MOTYT HCIOJIH30BAaTHCS HMHTAISIMOHHBIE KaMephbl I JOCTHIKEHHS JIyYIIEro
HCITOJIb30BAHMS JI03BI U JJIs1 O0JIETYeHHS TOCTYILICHHUS JIEKAPCTBEHHOTO CPEJICTBA B JIETKHE.
[Tocne kaXxaoro MpUMEHEHHS MAUEHT JOJDKEH IIPOMBITH POT BOAOH.

YCJIOBUSA OTIIYCKA

[Io peuenty.

YIIAKOBKA

ANIOMUHHEBBIH 0aJJIOHYMK, OCHAIIEHHBINA J03aTOPOM U aallTePOM Ul pTa, YIIaKOBBIBAETCS B
KapTOHHYIO KOPOOKY BMECTE ¢ HHCTPYKLHEH 110 MEAUIIMHCKOMY IIPUMEHEHHIO.

BJIAJIEJIELI PETUCTPAIIMOHHOI'O CBUJAETEJILCTBA
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