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IO MEJUIIUHCKOMY ITPUMEHEHU

ATLTA

MMAYDPKOPT

PerncrpanuoHHblii HOMep:

Toprosoe naumenoBanue: [layspkopt

Me:xkayHapoaHOe HeMATEHTOBAHHOE WJIH IPYNIUPOBOYHOEe HanMeHoBaHue: Kioberaszon
JlekapcTBeHHasi popma: KpeM sl HApYKHOTO TIPUMEHEHUS

Cocras:

B 100 r kpema conepxutc:
eticmeyrowee seuwgecmeo: xinoberaszona nponuonar 0,05 r.

Bcnomoeamenvhuvle sewecmsa: napaduH MATKUE Oelblii, mapaduH >KUIKANA, IETOMAKPOTOJl, HATPUs
ruapodochar  Oe3BomHblif, HaTpus  auruapodocdar  auruApar, — OYTHITHIPOKCHUTOIYOIN,
METHUIINaparupoKcuOeH30aT, MPoNnuInaparuIpokcuOeH30aT, MPONMUICHTINKOJIb, BOIa OUUIIICHHAS.
Omnucanue:

OnHOpOaHBIN KpeM Oesoro LBeTa.

dapmakoTepaneBTHYECKasl IPyNNAa:

Koptukoctepouipl, IpuMeHseMbI€ B IEPMATOIOTHH; KOPTUKOCTEPOUIbI; KOPTUKOCTEPOUIBI C OUEHB
BBICOKOH akKTUBHOCTBIO (Tpymma V).

Kon ATX: DO7ADOL.

DapmMaKoJI0rH4ecKne CBOMCTBA

dapMakoAUHAMHUKA

Mexanuzm deticmeus

Kioberazon -  TIJIIOKOKOPTHKOCTEPOW I  JUII  HApPYKHOTO  NPUMEHEHWS, JICHCTBYET  Kak
MIPOTUBOBOCTIATTUTENILHOE CPEICTBO MOCPEACTBOM HECKOJBKUX MEXaHM3MOB MHTHOMPOBAHUS TMO3IHEH
da3pl amIepruueckux peakiuii, BKIIOYas YMEHbIIEHHWE IUIOTHOCTH TYYHBIX KJIETOK, YMEHbIIIEHUE
XEMOTaKCHCa W aKTUBAIMU DSO3WHO(IIOB, YMEHBIICHHUE MPOIYKIIMN ITUTOKHHOB JIMM(OIUTaMH,
MOHOITUTAMH, TYYHBIMH KJIETKaMH ¥ 303WHO(PIIAMH, a TAKKE MTOIaBIICHHE MeTaboIM3Ma apaxuI0HOBOM
KHUCTIOTHI.

Dapmaroounamuieckue 3¢hghexmol

[TIOKOKOPTUKOCTEPOHIBI  JIIT  HAPY)KHOTO TMPUMEHEHHS 00JIAal0T  TPOTHBOBOCHATUTEILHBIMH,

MIPOTUBO3YIHBIMU U COCYJOCYXUBAOIINMU CBONCTBAMH.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ar 10.01.2025 Ne 188
PapMaKkoKHHETHKA (NOCNEOOBATENBHOCTE 0001)

Bcacwvieanue
[ TIOKOKOPTUKOCTEPOUIBI TSI HAPY>KHOTO TIPUMEHEHHUST MOTYT MOJBEPraThCsi CUCTEMHON abcopOuuu ¢
WHTAaKTHOW 310pOoBOil KOxHu. CTENeHb YPEeCKOKHOW abCOpOIUU TITFOKOKOPTUKOCTEPOUAOB st
HapYKHOT'O MPUMEHEHHsI onpeensiercs psaoM (HakTopoB, BKIIOUAs OCHOBY JIEKAPCTBEHHOTO CPE/ICTBA
U LEJIOCTHOCTh ANUAepMalbHOTO Oapbepa. OKKIIIO3Ms, BOCHAJICHHWE W/WIM JIPYrHe IMaTOJIOrMYecKue
MIPOLIECCHI CO CTOPOHBI KOKH TAK:KE CIIOCOOHBI YBETTMYHUBATH YPECKOKHYIO a0COPOIIHIO.

CpenHsisi MakcUMallbHas KoOHIeHTpamusi kioOerazona B tiazMe (Cmax) 0,63 Hr/Mi B ogHOM
UCCIIEIOBAaHUM JOCTUTalach 4yepe3 13 vacoB mocje MepBOro HAHECEHHWs W uepe3 & uacoB IOcCiie
MOBTOPHOTO HaHECeHHs Ha 370poByI0 KoKy 30 r kioberazona B Bune 0,05% wmaszu. Yepes 10 yacos
nociie Hanecenust BTopoit 10356l (30 1) kmobetazosna B Buje 0,05% kpema Cmax BeIIecTBa HE3HAYUTEIHHO
MpeBbIIIATIa TAKOBYIO Y Ma3u. B apyrom mccnegoBanuu vepe3 3 vaca mocie OJHOKPATHOTO HAHECEHHS
25 r 0,05% ma3u kno0eTa3ona y NalMeHTOB C MCOPUa3oM U 3K3eMoi Cmax COCTaBIIsIA OKOJIO 2,3 HI/MII
u 4,6 HI/MJ COOTBETCTBEHHO.

Memabonusm

[Tocme abcopOumm  dYepe3 KOXKY  TIIOKOKOPTHKOCTEPOWIBI  JJII  HAPY)KHOTO  IPHUMEHCHUS
MeTaboMM3UPYIOTCS TeMU ke (HapMAKOKMHETUYECKUMHU MYTAMHU, YTO U TIIFOKOKOPTUKOCTEPOHUIBI ISt
CHUCTEMHOT'0 IPUMEHEHUs. [ TIOKOKOPTUKOCTEPOUABI METAOOIU3UPYIOTCS, TI1aBHBIM 00pa3oM, B MEYCHH.
Buviseoenue

[ TFOKOKOPTHUKOCTEPOUIBI JIJISI HAPYXKHOTO TIPUMEHEHHUS BBIBOJATCA moykamMu. KpoMe Toro, HeKoTopbie

TJIIFOKOKOPTUKOCTECPOUABI U UX MeTa0OJIUTHI TAKKE BBIBOIATCS C XKCIIYbBIO.

IToxka3aHusi K NPUMeHEHHIO

KnoOerazon sBnseTrcs OYEeHb CHIBHBIM TJIOKOKOPTHUKOCTEPOUJOM, KOTOPBIM TOKa3aH Jyis
KPaTKOCPOYHOTI'O JIEYEHNsI CUMIITOMOB BOCHAJIEHUS U KO>KHOT'O 3yJa IIPHU AepMaTo3ax, YyBCTBUTEIbHBIX
K Tepaluu IJIIOKOKOPTUKOCTEPOMAAMM, W TIPU HEBOCIPUMMYMBOCTH K MEHEE CHJIbHBIM

TJIFOKOKOPTUKOCTEPOUIaM (1Sl B3POCIIBIX, JIUI] IOYKUIIOTO BO3pacTa u AeTel ctapuie 1 roaa):

. rcopuas (MCKJII0Yas IUPOKO pacpOCTPAHEHHBIN ONIsIIIeYHbIN TIcCOpHa3s);
. JE€PMAaTO3bl, TPYAHO MOJJAOLINEC JICYCHUIO;

. KPAaCHBIH IJIOCKUY JIMIIAN;

. JVCKOWJTHAsl KPACHAs BOJTYAHKA;
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. npyrue 3a00JieBaHUA KOXH, YCTOHUHMBEIC e ¢ [FEPRHEM, T = MEHSE, - T (CHIRHEIMH

W LU,

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

TIIIOKOKOPTUKOCTCPpOUTaMHU.

IIpoTuBonoKa3aHus
. [loBpillIeHHAas YYBCTBUTENBHOCTh K KJIOOETa301y WM JI0OOOMY JpYroMy KOMIIOHEHTY,

BXOIAIIEMY B COCTaB IIpriapara,

. HeJIeYeHbIe MHPEKINH KOXKH;

. po30BbIe yrpu (po3area);

. aKHe;

. MepUOPATIbHBII IE€PMATHUT;

. KOXHBIN 3y/l B OTCYTCTBUE BOCIIAJICHMUS;
. II€pUAHAIbHBIM U T€HUTAIbHBIN 3Y1;

. JIETCKUM Bo3pacT A0 1 roaa;

. MEePHOJ] TPYAHOTO BCKApMIIMBAHUSI.

C 0CTOPOKHOCTHIO

. [ToBbIlIeHHas MECTHasi YYBCTBUTEIBHOCTh K TIIOKOKOPTUKOCTEPOHJIAM WJIH K JIOOOMY
BCIIOMOTaTeIIbHOMY BEIIIECTBY, BXOJISIIEMY B COCTaB Ipernapara,

. rcopuas;

. JeTcKkuit Bo3pact oT 1 roma mo 18 rer.

IIpuMeHeHne npu 0epeMEeHHOCTH U B NEPUO/I IPYIHOT0 BCKAPMJIMBAHUS

DepTHIBLHOCTH

JlaHHBIE Ui OLICHKH BIIMSIHUA TJIFOKOKOPTUKOCTEPOUIOB JUISl HAPYXKHOIO TMPUMEHEHUS Ha
(bepTUIBFHOCTD Y YeOBEKa OTCYTCTBYIOT.

[Tpu moaK0KHOM BBEJICHUH KpbIcaM KJI00ETa30J1 He OKa3bIBaJ BIUSHUS HA CHOCOOHOCTH K CIIApUBAHHUIO,
OJIHAKO MPHU MIPUMEHEHUH TIpernapara B cCaMOi BBICOKOH J103€ ObBLIO OTMEUYEHO CHUKEHUE (HDePTUITHLHOCTH.
bepemenHoCTH

JlaHHBIE O MPUMEHEHUH KJI00eTa30J1a y OEpeMEHHBIX KEHIIUH OTPAHUYCHBI.

HapyxHoe mnpuMeHeHUE TIIIOKOKOPTUKOCTEPOUIOB Yy OEPEeMEHHBIX >XMBOTHBIX MOXET BBHI3bIBATH

HapyLIeHUs pa3BUTHSA IJ10Ja. 3HAUE€HUE 3TUX JAHHBIX Ul YelloBeKa He ObUIO YCTaHOBIIEHO.

Crp.3m3 11



COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 10.01.2025 N2 188
[Ipumenenue kinobeTa3ona BO BpeMsi 0EpeMEHHOCTH O3MOKHO FOILKO B FOM, GIIYHIfC, £ QKHAACMAS

e

T0JIb3a JIJIsl MaTepH MPEBOCXOAUT MOTEHUUATIBHBINA PUCK JUTI THT0A.

Cnenyer NpUMEHSITh MUHUMAJIbHOE KOJIMYECTBO IMpenapara Ha MPOTSKEHUM MHUHUMAJIbHOIO IEpHoja
BpPEMEHH.

Ilepuon rpyaHoro BckapMJIuBaHUA

[Ipumenenue nmpemnapaTa B IEpUOJI TPYTHOTO BCKaPMIIMBAHUS ITPOTUBOIIOKA3aHO.

Cnoco6 npuMeHeHus U 103bI

Hapyxwno.

KpeMm pekoMeHyeTcss IPUMEHATD IIPU MOPAKEHUAX KOXKHU, COIIPOBOXKIAIOIIUXCS MOKHYTHEM.
Bspocnvim, nuyam nosicunozo eéospacma u oemam cmapwe 1 2ooa

[IpenapaTt cienyeT HaHOCUTb TOHKUM CJIOEM M OCTOPOKHO BTHUpaTh, NPUMEHSSI B MUHUMAaJIbHBIX
KOJIMYECTBAX, JOCTATOYHBIX [UIsl MOKPBITHS BCErO MOPAKEHHOIO y4acTKa, OAWH pa3 WM JBa pa3a B
CYTKH J0 YJIYYIIEHUS COCTOSIHMS, 3aTEM CIEAYET CHU3UTh YaCTOTY HAHECEHMS WM 3aMEHUTH Ipenapar
Ha MeHee cuiIbHBIA. [locne kaxmoro mpuMeHeHHs Mpernapar HeoOXOIUMO OCTaBHTh Ha JTOCTATOYHOE
BpEMs /111 BIUTBHIBAHUS [IEPE]l HAHECEHUEM CMSATYAIOILEro CPEICTBA.

Jlns mpeaynpexaeHust 000CTpeHUH KOXKHBIX 3a00JIeBaHUM TPOBOJAT KOPOTKHE (npephIBUCTHIE)
Kypchl JiedueHus nnpenaparom [layspkopr.

[Ipu Oonee CTOMKHMX NOPAKEHHUSX, OCOOCHHO NPH HAIWYMK THUIEPKEPaTo3a, JCHCTBHE Kpema Ui
HapyXHOro npumeHeHus IlayspkopT nmpu HEOOXOAMMOCTH MOXKET OBITh YCUJIEHO IyTE€M HaJOXKEHHS
OKKJIFO3MOHHOM IOBS3KH U3 TIOJIUAITUIEHOBOM TUIEHKH HAa MECTO JICUEHHUS.

OObIuHO Ul TIONYYEHHs YIOBIETBOPUTEIBHOIO OTBETA JIOCTATOYHBIM SBJISETCS HAJIOKEHUE
OKKJIFO3MOHHOW TOBSA3KM Ha HOYb. B manpHelimieM ymydmieHne OOBIYHO yIaeTcsi MOAJEP>KUBATH C
MIOMOLIbIO0 HaHECEHM s penapara 6e3 noBs3ku. Eciu B Teuenue 2-4 Hefenb COCTOSTHUE YXYIIAETCS WU
HE YyJy4dlIaeTcsl, CIeAyeT MPOBECTU IOBTOPHYIO OLIEHKY IMAarHo3a W JiedeHWs. JledeHue He JOJKHO
npojaoikarbes Oonee 4 Henenb. Ecnu He0OX0qMMO MPOAOIKEHHE JICUEHUS, CIIEAYeT IPUMEHITh MEHee
CWJIBHBIN ITpernapar.

MakcumanbHas J103a He JOJKHA MpeBbimath S0 © Kpema B HEJETIO.

Amonuueckutl depmamum (3K3ema)

Jleuenne npenapatoM IlayspkopT cienyeT NMOCTENEHHO OTMEHATh IOCIE€ AOCTHKEHMsI KOHTPOJS Hal
3a0o0/ieBaHWEM, a JIeUEHHWE CMSATYaAIOLIIUM CPEICTBOM JODKHO OBITh MPOJOJKEHO B KadyecTBe

MOJJEP>KUBAOIIEN TEpPaAITHH.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 10.01.2025 N2 188
Peskast oTmena npernapata [1ayspkopT MOKET HPHBOJHTH K PCLHHAKBY, P3HES VIMEBIIIXCH-IEPMATOs0B,

]

Jlepmamosvl, mpyoHo noooarowjuecs ie4eHuro. nayu
B cnydae ocrtporo 3aboneBaHus, Kak TOJIBKO OyJeT AOCTUTHYT 3(G(HEKT OT HEMpEephIBHOTO Kypca
neueHus npemnaparom [layspkopT, MOKET ObITh pacCMOTpPEHA BO3MOXHOCTD NMPEPHIBUCTOTO MTPUMEHEHHS
npenapata (OJUH pa3 B CyTKH, JIBa pa3a B HeZelto, 0e3 OKKII03UOHHOU 1moBs3KM). [lokazaHo, uTo Takoe
nedeHre 3pGEeKTUBHO CHIKAET YaCTOTY Pa3BUTHS PEILIUAUBOB.

Hanecenue npenapara IOMKHO OBITH MPOJOJKEHO HA BCE paHee MOpPAKEHHBIE YYAaCTKH KOXKM WIIM Ha
M3BECTHBIE O0JIACTH MOTEHIMAIBHOrO o0ocTpeHus. Takas cxema MPUMEHEHHs JOJDKHA COYETaThCs C
PYTUHHBIM €XKETHEBHBIM MPUMEHEHUEM CcMsrdarommx cpeactB. CrenyeT MNpOBOIUTH PETYISIPHYIO
OLIGHKY COCTOSIHUSI, @ TAK)KE TOJIb3bI U PUCKA OT MPOJOHKEHUS JICUCHUS.

Oco0ble rpyninbl NalMeHTOB

Jlemu

[Ipemapat IlayspkopT, KpeM s HApy>KHOTO MPUMEHEHUS MPOTHUBOIIOKA3aH y JAETeld B BO3pacTe [0
1 rona.

VY nereii Oonee BEPOSITHO pa3BUTHE MECTHBIX M CHUCTEMHBIX MOOOYHBIX 3(dexkToB mpu Tepamuu
TITIOKOKOPTUKOCTEPOUIaMH JIsl HApY)KHOTO TIPUMEHEHHUS U, KaK MPaBWIIO, UM TpeOyeTcsi MpOoBEACHNE
0ojee KOPOTKHX KYpPCOB JICUEHHS C HCIIOJNb30BAHMEM MEHEEe aKTHBHBIX CPEJICTB, Y€M Yy B3POCIbIX.
Crnenyer coOmoaTh OCTOPOXKHOCTh TMPU HCHOJIB30BaHUM mpenapara Ilayspkopt y nereil, yToObI
o0ecreynTh HaHECEHUE Tpernapara B MUHUMAIbHOM KOJIMYECTBE, 00ECIEUNBAIONIEM TEPareBTHUECKUI
spdext. Kypc nedenus y nereil JOIDKEH OTPaHUYHMBATHCS, €CIH OTO BO3MOXKHO, IATHIO JHSMHU;
TpeOyeTcst HabJII0JeHHe y Bpaua He pexe OJIHOr0 pas3a B HEZEIIIo.

OKKJTIO3MOHHBIE MOBSI3KU HE JIOJKHBI TPUMEHSTHCS.

Tayuenmul nodxcunoco 6o3pacma

Knuanueckne wuccrnepoBaHusi HE BBIIBIIIM Kakue-IMOO pasznuuusi B A((GEKTUBHOCTH Iperapara y
MOXKWIBIX U 00Jiee MOJIOJBIX HMAllMEeHTOB. bosbias pacnpoCcTpaHEHHOCTh CHUKEHHOM (YHKIIMU MeYeHU
WM NIOYEK y MallMEeHTOB MOKUIIOTO BO3pacTa MOXKET MPUBOAMUTH K 3aME/JICHUIO BBIBE/ICHUS Mpernapara B
cilydae ero cucreMHoi abcop6uuu. CienoBarenbHo, IpenapaT J0JKEeH NPUMEHSITHCS B MUHUMAJIbHOM
KOJIMYECTBE M B TEUEHHE KaK MOXHO Ooyiee KOPOTKOTO MEepHoja, 10 TOCTHKEHUS HEOOXOIUMOTO
KIIMHUYECKOTO I eKTa.

Iayuenmvi ¢ Hapywenuem hyHKyuu novex u/uiu nevenu

B cnyuae cucremnoit abcopOimu mpemnaparta (MIpU HAHECEHUH Ha OONIMPHBIC TTOBEPXHOCTH KOXU B

TCYCHHUEC MMPOAOJIKUTCIIBHOT'O nepno;la) €ro MeTaboJIu3M U BBIBCJICHUC MOT'YT 3aMCIJIATHCA, MMPHUBOJAA K
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COOTEBETCTBYET QKCINEFTHOMY OTYE
ot 10.01.2025 N2 188
MOBBIIIEHHOMY PUCKY Pa3BUTHUSI CUCTEMHBIX MOOOYHBIX 3(1)(1)@1%0;1;& J(ffI%oE@}:ppPrm,_HpgflapﬁT;gQJ;;[KeH

HOPUMEHSTBCS B MUHMMAJIbHOM KOJIMYECTBE U B TEC
JTOCTHOKEHHSI HEOOXOAMMOTO KIIMHHUYECKOTO (PeKTa.

IIpumenenue 6 obracmu auya

[lpumeHeHre B 00JacTH JIHMIA HEXENAaTellbHO, TaK Kak d3Ta o0yacTh 0ojee BOCIPUUMYHMBA K
aTpopUIECKIM U3MEHCHHSIM.

Kpr JICYCHUA JOJIKCH OrpaHUYUBATLCA, CCJIM 3TO BO3MOXKHO, IIATHIO AHAMU.

OKKII03HOHHEIC TTOBS3KU HE AOJIKHBI IPUMCHSATBCH.

IToGouHOE nelicTBHE

HexenaTenbHbIE peaklnd, MPEACTABICHHBIC HUXKE, INEPEYUCICHBI B COOTBETCTBHH C IOPAKECHUEM
OPraHOB W CHCTEM OPraHOB M YacCTOTOM BCTpeYaeMOCTH. YacToTa BCTPEUAEMOCTH OIPEICISCTCS
cienyomuM obpa3zom: oueHb vacto (>1/10), wacto (>1/100 u <1/10), newacro (>1/1000 u <1/100),

peaxo (=1/10000 u <1/1000), ouens penko (<1/10000, Bkitouast oTIeIbHBIE CIyYan).

I_IaHH])Ie MOCTPEruCTpaMuOHHBbIX HaﬁJIIOIleHI/Iﬁ

Hnghexyuonmnvie u napasumapmsvie 3a601e6anus

OueHp PEAKoO: OMNITIOPTYHUCTUYCCKUC I/IHq)eKI_[I/II/I.

Hapywenus co cmoponvl uMmynHoU cucmembl

Ouenb pEaKo: INOBBIIICHHAA YYBCTBUTCIIbHOCTD, I'CHCPATIN30BaAHHAs ChIIIb.

Hapywenus co cmopoHvl 2H0OKpUHHOLL cucmembl

OueHb peKko: yTHETEHUE THUIOoTalaMo-TUNO(U3apHO-HAAINOYEUHUKOBONH CHUCTEMBI, CHHAPOM
HNuenko-Kymunra (CHHAPOM THUNIEPKOPTUIIM3MA) (HApuMep, JIyHOOOpa3Hoe JIUIIO,
OXXKHpEHHE MO0 IEHTPAIbHOMY THITY), 3afiep)KKa NpuOaBKH Macchl Tela W/WiH
3a/lepiKKa pocTa y JeTed, OCTEeOoNopo3, TUIEPIIIMKEMHUS W/HIU TIIKO3Ypus,
IMOBBIIICHUE APTCPUAIBHOTO JAaBJICHHA, IOBBIMICHUC MACChl TCJa HWIJIM OXHUPCHUC,

CHMIXCHUEC KOHICHTPAUX SHAOICHHOTI'O KOPTHU30J1a, aJIONCHUs, TJOMKOCTE BOJIOC.

Hapywenus co cmoponwl opeana 3penus

OueHb peaKo: KaTapakTa, LIeHTpaJibHasl CepO3Hasi XOPMOPETUHONATHSI, IIIayKoMa.

HapymeHuﬂ CO CMOPOHBL KOIHCU U NOOKOJNCHLIX MKAHE

Yacro: 3y, YyBCTBO HOKEHUS U/WUIH OOJIE3HEHHOCTb.
Heuacro: MecTHast ~ aTpodus  KOXHU™, CTpUU™, TEI€aHTMIKTa3uu™.
Odensb penko: HMCTOHYCHHE KOXHU¥, MOPIIMHUCTOCTh KOXKH*, CYXOCTh KOXH*, H3MEHEHUE
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MATMEHTAIMK™,  TUNEPTPUXOR,  yCYRYQAGHHe: 1| -GHMITOMOR | - 38000cRaMI,

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

AJUIEPrU4eCKUN KOHTAKTHBINA NCPMATUT WINIA JACPMAINT, HYCIYIC3HbIN TIcOophas,

SpUTEMA, ChIllb, KpAallMBHUIIA, AKHC.

Obwue paccmpoticmea u HapyueHus 8 Mmecme 66€0eHuUs.

OueHp PEAKO: pas3apaxeHuc H/uau 00J€3HEHHOCTD B MECTE HAHSCEHU.

*KoXHbIe ~ TPOSIBIIEHUS ~ BTOPUYHBI [0 OTHOIICHUIO K MECTHBIM HM/MJIM CHCTEMHBIM 3¢ dexram

YTHETCHUA FI/IHOTaJ'IaMO-FI/IHO(bI/I?)apHO'Hﬂ,[[HO‘IC‘IHHKOBOfI CHUCTCMBI.

Ilepeno3upoBka

CuMnTOMBI

[Ipemapar IlayspkopT mnpu Hapy>KHOM TNPUMEHEHUH MOXKET abcopOuMpoBaThCi B KOJUYECTBAX,
JOCTaTOYHBIX I TOrOo, 4YTOOBI BBI3BaTh pa3BUTHE CHCTEMHBIX 3(]dekToB. Paszputue octpoi
MePeI03UPOBKU MajoBeposITHO. OHAKO B CIIy4ae XPOHHUYECKOH MEPeT03UPOBKH WM HEMPABHILHOTO
NpUMEeHEeHHs mpenapara [layspkopT MOTyT pa3BHTBCS CHMIITOMBI THIEPKOPTHIM3MA (CM. pasen
«IToGouHOE AeicTBUEY).

Jleyenne

B cnyuae nepeno3upoBKy mpenapar ciaeayeT OTMEHSTh, TOCTEIIEHHO YMEHbBIIIAs YaCTOTY €r0 HAaHECCHUS
WIN 3aMCHSSI MEHEe CHJIBHBIM TIIOKOKOPTHKOCTEPOUIOM, TIOJ HAONIOJCHHEM Bpada BBUAY DPHCKa
BO3HHKHOBEHHUS HAAIIOYEYHUKOBOM HETOCTATOYHOCTH.

Z[aﬂLHeﬁmee JICYCHUEC CIICAYCT ITPOBOAUTL C YYCTOM KJIMHUYECKOH CUTyalluu.

B3anmopeiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMH

[Toka3aHo, 4TO OJHOBPEMEHHOE IMpPHUMEHEHHE IpernapaTroB, CIOCOOHBIX HHTHOMPOBaTH H30(EPMEHT
CYP3A4 (manmpumep, pUTOHAaBUP M UTPAKOHA30J), YTHETaeT MeTabOJM3M TIIIFOKOKOPTUKOCTEPOUIOB,
IPUBOJSA K IMOBBIIECHUIO MX CUCTEMHOM JKCHO3MIMH. CTENeHb KIMHWUYECKON 3HAYMMOCTH JTaHHOTO
B3alMOJICHCTBUS 3aBUCUT OT JI03bl M CIOCO0a NMPUMEHEHUS INIIOKOKOPTUKOCTEPOUJIOB U aKTHUBHOCTH

uHruoduropa nzopepmenta CYP3A4.
Oco0ble yka3anus

MecTHbl€ peaklMH MMOBBIILIEHHOW YyBCTBUTEIbHOCTH (cM. pa3aen «I[lobouHoe neiicTBre») MOTyT UMETh

CXOACTBO C CMMIITOMAaMH MMPOTEKAIOIIETO 3a00/1eBaHys.
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COOTBETCTBYET QKCNEFTHOMY OTYETY
. . ot 10.01.2025 N2 188
Y HEKOTOPBIX JIUI] B pe3y/bTaTe MOBBIIIEHHON CUCTEMHOMN a(ilc‘lcrpgmflﬂ [TAHPKOKPNTHEQCTENQU IR 1115t

Hapy>XHOT'O IPUMCHCHHUA MOI'YT BO3HHUKATbH HpOJBﬂEHHﬂ IHHEI,KUIHH”H;WE 'CHHHI’UM ITeHRO-

Kymunara) u o0parumoe yroeTeHue runoTaiaMo-Tunopu3apHO-HAANOYEYHUKOBOM CUCTEMBI, BEAYyILEe K

Pa3BUTHIO TJIIOKOKOPTUKOCTEPOUIHOW  HepocTarouHoctd. Ecnim  wabmomaercss  moboe U3
BBIIIICYKA3aHHBIX HApYLICHHUH, CJelyeT OTMEHUTh IMpernapar, MOCTEIEHHO YMEHbBIIas YacTOTy ero
HAHECEHHMsI, WJIM 3aMEHUTh MEHEe CHUJIbHBIM IIIOKOKOPTUKOCTEpOHIOM. Pe3koe mpekpalleHue JeueHus
MOJKET IPUBECTU K PA3BUTHUIO ITIOKOKOPTUKOCTEPOUIHON HemocrtaTouHoctu (cM. pazgen «llobodnoe
JEUCTBHUEY).

K ¢akropam pucka ycunaeHus: CUCTEMHBIX 3((HEKTOB OTHOCSATCS: aKTUBHOCTH TJIFOKOKOPTHUKOCTEPOUIA U
COCTaB JICKapPCTBEHHOT'O Tperapara Ui HapyKHOTO IPUMEHEHHS], MPOJOHKUTEIFHOCTh  IPUMEHEHUS,
HAaHECCHHE TMpernapara Ha OOMMPHBIE YYACTKH KOXKH, NPUMEHEHHE B 3aKPBITBIX 00JACTSIX KOXKH
(HanmpuMep, Ha ydacTKaxX C ONPEJIOCThIO WM O] OKKIIFO3MOHHOM MOBSI3KON (TICJICHKH U TIOJTY3HUKH Y
MJIQJICHIIEB MOTYT UTPaTh POJIb OKKJIFO3UMOHHOW MOBS3KH)), MOBBIIICHHOE YBJIAXXHEHHUE POTOBOTO CIIOS
KOXH, UCIIOJIb30BaHNE Ha 0ONACTSIX C TOHKOW KOXKEH, TaKuX, KaK JIUI0, HAHECEHUE Ha MOBPEKICHHYIO
KOXY WM TPHU JPYTUX COCTOSIHUSX, KOTOPHIE MOTYT COINPOBOXKAATHCS HAPYIICHHUEM IEITOCTHOCTH
KOXHOTO Oapbepa.

[To cpaBHEHMIO CO B3POCIBIMH Y JETE€H U MIIAJCHIIEB MOXKET OTMEYaThCsl OOJbllas CTerneHb abcopOuu
TIIIOKOKOPTUKOCTEPOHIOB Ul HAPY>KHOTO MPUMEHEHHs, B CBSI3U C YeM JaHHAs KaTeropus MalleHTOB
0oJiee MoABEpIKEHA PUCKY PA3BUTHS CUCTEMHBIX TTOOOYHBIX 3P (HEKTOB. ITO 00YCIOBICHO TEM, YTO JACTH
MMEIOT He3peNblid KOXKHBIM Oapbep M OoJblliee 3HAYCHUE OTHOIICHUS TUIONIAJAN TMOBEPXHOCTH Tela K
Macce Teja Mo CPaBHEHUIO CO B3POCIIBIMHU.

[TarueHTHl, HCMIONB3YIOMIUE CHCTEMHBIE W/WIM MECTHBIE TIIOKOKOPTHKOCTEPOUJIBI, COOOIIANH O
HapymeHusx 3peHus. Eciam y manuenta HaOI0aeTcsi HEYETKOCTh 3PCHHS WU JIPyrue 3pHUTENIbHbBIC
HapyIIEeHUs, pACCMOTPHUTE BapUAHT OIEHKH BO3MOXHBIX MPUYUH, KOTOPhIE MOTYT BKJIIOYaTh KaTapakTy,
[JIAYKOMY WJIH LIEHTPAJIbHYIO CEPO3HYI0 XOPHOPETUHONATHIO.

IIpumenenue y oemetl

[To BO3MOXXHOCTH ClielyeT U30eraTh JEUCHHs TITIOKOKOPTUKOCTEPOUAAMH ISl HAPY>KHOTO NMTPUMEHEHHUSI
B TEUYCHHUE MPOJOIKUTEIHPHOTO BPEMEHH Yy JaeTed Miazamie 12 jeT, Tak Kak JUIMTEIbHOE HapyKHOE
MIPUMEHEHHE TIIFOKOKOPTUKOCTEPOHIOB MOXKET BBI3BaTh YTHETCHUE () YHKIIUU HAITOYCYHUKOB.

VY nereii yamie, YyeM Yy B3pOCIBIX, BO3HHUKAIOT aTpOodUUYECKHE HU3MEHEHHUs KOXHU TpH HapyKHOM

IIPUMEHEHUH TIIFOKOKOPTUKOCTEPOUJOB. B cilydae Ha3HadeHus kinoOera3ojia MPONMOHATA JETSAM Kype
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JIeYeHUsI TOJDKEH OTPaHUYMBATHCS MATHIO THAMU, TPGOyeTcs H?ﬁﬂﬁ‘)‘q‘?fnﬁf}(f?ﬁﬁ‘{3|ﬁﬁ Pgrke PAHQEY, pasa

Lo L

B HEJEIIIO.

OKKJTIO3MOHHBIE TTOBSI3KU HE JOJIKHBI IIPUMEHSITHCS.
Ilpumenenue npu ncopuaze

[Ipu  nedennn rcoprasa TIIIOKOKOPTUKOCTEPOUABl I  HAPY)KHOTO TPUMEHEHHUS CIEIyeT
MIPUMEHATHh C OCTOPOKHOCTHIO, TTIOCKOJIBKY B HEKOTOPBIX CIydasx ObLIO 3apETHMCTPUPOBAHO IOSBIICHHE
pelUaIMBOB  3a00JIeBaHUs, Pa3BUTHE TOJIEPAHTHOCTH K  MpemapaTry, pHUCK BO3HUKHOBEHUS
FEeHEPAIM30BAaHHOTO MYCTYJIE3HOIO ICOpHa3a W Pa3BUTHE MECTHBIX WM CHUCTEMHBIX TOKCHYECKHX
peakuil BCaeACTBUE HapylieHus 6apbepHoit GyHKIMKM KoXxu. [Ipy mpuMeHeHnH IS JICUSHHsI TIcopruasa
Ba)KHO BHHUMAaTEJIbHOE HAOJIIOICHUE 3a MAIIEHTOM.

Conymcemsyrowas ungpexyus

I[Ipy  npHCOCTMHEHWHW  BTOPHYHOW  WHQEKIUU  CISAYeT  NPOBOAHWTH  COOTBETCTBYIOIIYIO
aHTHOaKkTepuanbHyl0 Tepanuio. llpu mOOBIX MpH3HAKAX PAaCIPOCTPaHEHHs] MHQPEKIUU HEe0OX0auMOo
MPEKPATUTh  HAPY)KHOE TMPUMEHEHUE TIIOKOKOPTUKOCTEPOUJOB U TPOBECTH COOTBETCTBYIOIIEE
JIeYCHUE aHTHOAKTEPUATbHBIMU MIperapaTamu.

Puck pazsumus unghexyuu npu oxxurosuu

Teruible, BiaKHbIE YCIOBHS B CKJIQJKaX KOXH, a TaKXKe YCIOBHS, CO3JaBacMble MPU HAJIOKEHUU
OKKJTFO3MOHHOM TMOBSI3KH, CIIOCOOCTBYIOT Pa3BUTHIO OakTepranbHOi nHpekuu. [lpu wucmnonbp3oBaHUH
OKKJIFO3MOHHOM TOBSA3KHU CJIEAYET OUUIIATH KOXKY Mepe]] HAIOKEHUEM HOBOU MOBSI3KH.

Xponuueckue 53661 coneneu

['TFOKOKOPTUKOCTEPOUIBI 111 HAPYKHOTO NMPUMEHEHHUsI B Psiie CIy4aeB UCHOJIB3YIOTCS Uil JIEUEHUS
JepMaThTa BOKPYT XPOHHMUYECKHUX SI3B TojieHeil. OJHaKoO Takoe MPUMEHEHHE MOXKET COMpPOBOKIATHCA
MOBBIIICHHOW YacTOTON BO3HUKHOBEHHSI MECTHBIX PEAKIMM THUIEPUYYBCTBUTEILHOCTH W TMOBBIIICHHBIM
PUCKOM Pa3BUTHSI MECTHBIX UH(EKIINMN.

Hamnecenue na xooicy nuya

Hanecenne Ha KOXy NUIla HEXENAaTeIbHO, TaK Kak JaHHas oOjacTh Oojiee MOABEpKEHA Pa3BUTUIO
atpoduueckux wusMeHeHuil. [Ipym HeE0OXOAMMOCTH HAHECEHWs Ha KOXY JIMIA JICUCHHUE CIIEIYeT
OTPAaHUYHTH TSATHIO THIMH.

Hamnecenue na sexu

[Ipu HaHeceHUU Ha BEKH HEOOXOAMMO COOMIOAATh OCTOPOKHOCTh, YTOOBI MPEAOTBPATHTH MOIMAIaHUE
mpenapara B TrJja3a, MOCKOJIBKY B PE3yJbTaTeé MHOTOKPATHOTO BO3JEHCTBUS MOTYT pPa3BUBATHCA

KaTapakTa U riiaykomMa.
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[Ipu cnydaitHoOM mnomajgaHWM TMpenapara B riasa HCO6XOHI/}M9= Jﬁ)plf{[bﬁ%nl PP?W-’HF’J[H?‘I?%W?H X

Biaunsinne Ha ciOCOOHOCTD YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHHU3MaMH
HccnenoBanuii Mo M3y4eHUIO BIMSHUS KJI00eTa30ia Ha CIIOCOOHOCTh K YIPABJICHUIO TPAHCTIOPTHBIMU
CpeICTBaMH WM paboTe ¢ MEXaHU3MaMU He TPOBOAUIIOCH. icxos U3 mpoduiist MoOOYHBIX peakiuit
KJ100eTazosa Juist HapyKHOTO MPUMEHEHHUS, Kakoe-1100 HeOIaronpusaTHOTO BIMSHUS HA TAKUE BUIbI

ACATCIIBHOCTHU HE OXKHAACTCA.

®opMa BBIILYCKA

Kpem ms napyxuoro npumenenus 0,05 %.

ITo 15 r B amoMuHHEBOH TYO€E, UMEIOLIEH COIIO C 3aKPBITHIM KOHIIOM, C KPBIIIKOW, UMEIOIIEH ocTpue
JUISL IPOKAJIBIBAHUS.

Ka;myfo TY6y BMCCTC C I/IHCTp}/KL[HeI;'I 110 IPUMEHCHUIO ITIOMCIIAIOT B KAPTOHHYIO ITAYKY.

Cpok rognoctu
2 roxa.

He IMPUMCHATH IIpCIiapaTt 110 UCTCYCHUU CPOKA 'OJAHOCTH.

YciaoBust xpaHeHus
B 3ammmeHHOM OT cBeTa MecTe Mmpu TemnepaType He Boimie 25°C.

XpaHUTb B HEJOCTYITHOM Il IETEU MECTE.

YcaoBus ornycka

OTmycKaroT 1Mo perenTy.

Jep:kaTesb perucTPalMOHHOI0 YA0CTOBEPEHUS
I'neamapk ®@apmacerotukans Jita., Maaus

B/2 Maxanakmmvu Yembeps, 22 bxymnabxaii [lecait Poax, Maxanakmvu, Mym6aii-400026, Uuaaus.

IIpousBoauTeb:
Nunusa

I'meamapk ®apmaceroTukans Jita.
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Yyacrok Ne E-37 - 39, D-Poya, koprioparius poMbl TICHHOTQ NA3PHTHist %W]M?ﬁ%mﬁﬁpﬁ ;%EW’

Hammixk - 422007, Uagus

Opranunsanus, NPUHUMAIOLIAS IPEeTEeH3UH NOTpeduTe e :

000 «I'neamapk UmMmake»

115114, r. MockBa, yin. JletHukoBckas, aom 2, crtpoenue 3; Ttem.: 8 (499) 951-00-00; caiir
www.glenmark-pharma.ru.
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