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HHCTPYKIUA
0 MeANIHHCKOMY HPpHMEHEHHI0 ipenapara
9JJOKOM

ELOCOM COI'JIACOBAHO

Toprosoe nHaumenosanne: 5JIOKOM PECIYBJINKN BETAPYCE
IIpukas Munncrepersa 35
MexayHapoaHoe HENATEHTOBAHHOE HAMMEHOBAHME: MOMETA30H Pecny6auxu Benapyes

o0 T8, O 27 € £22

MUHUCTEPCTBOM 3IPABOCXPAHEHIH

4 SAPaBoOOXpaBenus

Cocras: kicn_ $ aT « Za?, e (T

1 r Ma3u comepxur

_ dJr.;

Oeticmeyloujee gewgecmgo: 1 Mr MmomeTazoHa hypoara;
ecnomozamenvHule Gewecmea: TeKCHISHIJIMKONb, BOJA OYMIIEHHasd, KUCIoTa $ochOopHas, MPONUICHITIUKONS
cTeapar, BOCK OeJiblii, Ba3eIuH GeIbli.

®dopma BhINyCcKA
Mas3s.

OcHoBHbIe (H3HKO-XHMHUYECKHE CBoOiicTBa: (eloro WiM MouTd Genoro 1Bera Hempo3pauHas Masb, 0e3
MMOCTOPOHHUX BKJIFOUYCHUM.

PapmakoTepaneBTH4YecKasi rpynna.- KOpTHKOCTepOUAbl [UIi MECTHOTO MPUMEHEHHsS B AE€PMAaTOJIOTHH.
Koprukoctepounsl, BeicokoakTuBHbIe (rpymma I1I).
Koa ATC DO7A C13.

PapmMako0oruyecKne CBOMCTBA

@Papmaxoounamuka.  Momerazona  Gypoar —  CHHTETHYECKHI  KOPTHKOCTEPOMA,  OOJafaroliuii
NPOTUBOBOCHIAIMTENbHBIM, IPOTHBO3YIHBIM, COCYAOCY>KHBAIOIUM JeHCTBHEM.,

Dapmarokuremuxa. CternieHb NPOHUKHOBEHUS KOPTHKOCTEPOMIOB MECTHOTO MPUMEHEHUS Yepe3 KOXKY 3aBUCUT
OT MHOTMX (aKTOPOB, BKJIIOYAs COCTAB Mpenapara M LeJIOCTHOCTh SmuaepManbHoro Gapoepa. Bocnanenue u
ApYTHe MpPOLIECCHI, POUCXOAIINE B KOXKE, MOTYT MPUBOAMUTL K YCHIEHHIO MPOHUKHOBEHUS IpenapaTta 4Yepes
KOXY.

HccnepoBanue nmo aGcopbLUMM Mas ¢ paJHOAKTHBHO-MEUEHHBIM ~H-MOMETa30HOM (ypoaToM uepes KOXKY
MPOBOAMJIOCE C YYacTHEM B3POCIBIX MYXUYHH-TOOPOBOJIBHEB C HEMOBPEXACHHOM KoxKei. Basupysach Ha
KONMYECTBE H30TONA, BBIACICHHOrO C KajloM M MoOYoH, mocie §-uacoBod amuinkauuu Masu (6e3
OKKITFO3HOHHOM MOBSA3KH) Npubau3uTesibHO 0,7 % HaHeCEHHOM A03bI MOABEPIIIOCH CHCTEMHOM abcopOLMH.

Iokazanns k NPHMEHCHHIO
MecTHOE Jieue€HHE CHMITOMOB BOCHAICHHI U 3yJa HpH 3a60€BaHHAAX KOXH, IIOAJarOUIHMXCA TEpalnnu
KOPTHKOCTEpOHAaMH, B TOM YUCJIE TICOpHA3a U aTOTTHYECKOro IepMaTUTa.

Crnioco6 npumMeHeHHs H 1035l

OJIOKOM HAHOCAT TOHKHMM CJIOEM Ha IOP@KEHHbIE YYaCTKM KOXH | pa3 B JeHb. J[THTEIBbHOCTb JIeUEHHUS
OTIPEAENSETCS TKECTHIO, TEUEHHEM 3a00IeBaHHS U OTIpee/AeTCs HHAMBHIYAIbHO.

Hcnosnb3oBaHre KOPTHKOCTEPOUIOB T MECTHOTO NIPUMEHEHHS Y JIeTeH M y B3POC/IBIX Ha JIMIIE HE JOKHO
npeBblnaTh 5 aHel. HenpepbiBHOE MpUMeHeHHe npenapaTa He A0/DKHO NMPEBLIATh 2-3 Hee/H.

Hemu

V neteii B Bospacte crapine 2-X jieT DII0KOM CIEYeT HCTOIB30BaTh C OCTOPOXKHOCTBIO. CYIIECTBYIOT
OrpaHUY€HHBIE TaHHBIE 110 NOBOLY MPUMEHEHH Npenapara Ui JiedeHus AeTeid Miaaie 2 JeT.

IloGounoe geiicTBue

[Tocne npumeHeHus mpenapata DJ0KOM ObUIM COOGIIEHHS O CIEAYIOLMIMX MECTHBIX MOOOYHBIX PEAKLMAX:
NOKaJibiBaHKe/ MOLIUINbIBAHKE, 3Yy[, MPU3HAKH aTpOQUM KOXH, XOKeHHe, (OJUTMKYJIHT, yrpeBble BBICBHITAHHU,
TNaIyJel, ITyCTYJIbl H TEJIEAHTHIKTA3UHU (YacTOTa - OUeHb PEJIKO).
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Coo061manocs Takxe O CIEAYIOLMX MOOOYHBIX peaKkLUAX (4acTOTa HE MOXET 61,1'; Z)ﬂ@ﬂéla Ha OZ'HQBaLHZ
UMEIOIIMXCA JTaHHBIX): WH(eKkuuH, (ypyHKYJbl, KOHTAaKTHbIA NEPMATHT, THIONMIMEHTaUUs, MapecTe3usd,
THIIEPTPHXO03, aTPOPUUECKHE MOTOCHI KOXKH, aKHe(QOPMHBIH AepMaTHT, 60JIb B MECTE IIPHUMEHEHHS.
Crnepywoipe MeCTHble IMOOOYHBIE peakuud ObulM  3apETUCTPUPOBAHBI NPH NPUMEHEHHH ApYrHX
CUJIbHOAEHCTBYIOIMX [IIOKOKOPTHKOM/IOB, OHH BO3MOXHBI TpPH HCHOJIB30BAHHM Ipenapara JJIOKOM:
pasapakeHHe KOKH, THIEPTPUX03, THIIONUIMEHTALH, [IEPUOPATBHBIH AEPMATHT, aJNIEPrHIECKUM KOHTAKTHBIHA
JepMaTHUT, Mallepallis KOXH, BTOPUYHAsA UHGEKLHs, CTPUM, MOTHHLA (YacTOTa — PEAKO).

B03MOXHO BO3HHKHOBEHHE CHCTEMHBIX MOGOYHBIX peakuuii (cM. pasaen «Mepor npedocmopolcHocmu») Npu
HaHEeCEeHWM Ma3u Ha OOoJbLIME MMOBEPXHOCTH KOXH B TEYeHHWE JUIUTEJIBHOTO BPEMEHH, OCOOEHHO IIpH
MCIOJIb30BAHUH OKKJIFO3HOHHOM MOBA3KH.

Bce HexenaTenbHble SBICHUS, KOTOpBIE OBLIM 3apEerMCTPHPOBAHBI NPY HA3HAYEHHH TIIFOKOKOPTHKOHIOB
CHCTEMHOTO [EWCTBUS, B TOM 4YHC/I€ YrHeTeHHWe (YHKUHH T'HMIIOTaIaMO-THIOQH3apHOH CHCTEMBI, MOTYT
pa3sBMBATbCA NPU HAa3HAYEHHH CHIIBHOAEHCTBYIOUIMX TIIOKOKOPTUKOMAOB, OCOOEHHO y MIIaJICHLIEB W JETE
(cM. paszpen «IIpuMeHeHMe B IeJUATPUN»).

[Ipy NpUMEHEHHH MECTHBIX KOPTHKOCTEPOMIOB Taioke COOOILATOCh O CHCTEMHBIX MOOGOYHBIX PEaKLHsAX,
HaIrpUMep, HEYETKOCTh 3PEHHUS.

IIpoTuBONMOKA3aHHS

ONOKOM MPOTHUBONOKA3aH MAlMEHTaM C THUIEPYYyBCTBUTEIBHOCTHIO K KaKOMY-JIMOO KOMIIOHEHTY Iperapara.
Tak xe Kak M Opyrve IIIOKOKOPTUKOMABI DJIOKOM INPOTHBOIIOKA3aH MAalMEHTaM C BYJbFapHBIMHM YFPAMH,
posalea, IEPUOPATIBHBIM AEPMATUTOM, TIEpUaHATIBHBIM U F€HUTAJIbHBIM 3YAO0M, ONPEIOCTIMU OT NMOATY3HHKOB,
MHEKIMAMH KOXH OakTepuanbHOM (HarmpuMep, HMIETHIO, MHOAEpMHs), BHPYCHOH (mpocToii reprmec,
OMOSACHIBAIOLIMI  JTUILIAH, BeTpAHAsT OCHa, ByJbrapHble OOPOJABKM, OCTPOKOHEYHbIE KOHAWIOMBI,
KOHTarMoO3HbIH MOJUTIOCK) H TpUOKOBOM (HampuMep, BBI3BAHHBIX APOAOKETIONOOHBIMU TIpHOKaMH H
AepMatoQUTAMH) OTHOJIOTHUH, [apa3sHUTAPHBIMA WMHBA3WSAMH, [ALKMEHTaM ¢ TyOepKysie3oM, CHWIHCOM,
MOCTBAKIMHAIBHBIMU peakuusaMu. [Ipemapar He cliegyeT HAHOCHTb Ha paHbl, WU3BA3BICHUS, YYacCTKH
aTpopUpPOBaHHOM KOXKH.

IlepenosnpoBka

Cumnmomber: 4pe3MepHOe, MIMTEIbHOE NPUMEHEHHE MECTHBIX TITTIIOKOKOPTHKOCTEPOMIOB MOXKET BBI3BATh
yrHeTeHHe QYHKIUH TUno@u3apHO-HAAMNOYEYHHUKOBOM CHCTEMBl, YTO MOXKET CTaThb NPHYHHON Ppa3BUTHUS
BTOPHYHOM HEOCTATOYHOCTH KOPBI HAAMOUYEUHHKOB.

Jleuenue. TlokazaHO COOTBETCTBYIOIEE CHMNTOMaTHUecKkoe jieueHue. OCTpble CUMNTOMbI THIIEPKOPTULIM3MA
o6piyHO obpaTuMbl. [IpH HEoOXOOMMOCTHM TMOKa3aHa KOPPEKLMsS BJIEKTPOIMTHOro aucbananca. B ciyudae
IUTMTEIbHOIO MPUMEHEHH PEKOMEHAYETCS [IOCTENIEHHAs: OTMEHA KOPTUKOCTEPOHIOB.

Mepb! npeaoCTOPOKHOCTH

OnoKOM TIOKa3aH TONbKO JUIS AEPMATONIOTHYECKOro NMPUMEHEHUS W He TpelHa3HaueH IJis MpPUMEHEHHS B
o¢rasibMOTIOrHH.

Eciu npu npumeHeHuH mnpenaparta OTMEYEHO pa3ipaKeHHWE WM MOBBILICHHAs 4YyBCTBUTEIBHOCTH, JICUCHHE
ClielyeT NPEeKPAaTUTh U HA3HAYUTh COOTBETCTBYIOLILYIO TEPAITHIO.

IIpy paspuTHn uHOEKUMM CeqyeT MPUMEHHTh COOTBETCTBYIOILEE IPOTUBOTPHOKOBOE WITH aHTHOAKTEPHAIBHOE
nedeHre. ECiM B TeueHHe KOPOTKOrO BPEeMEHH HE YAAeTcs IOCTHYL MMOJIOKHUTENBHOro 3ddeKTa, ciemyer
NPEKPaTUTh NPUMEHEHHE Npernapara A0 THMKBUAALMH MPH3HAKOB HHPEKLHH.

Kakue-1160 no6ounsie 3¢ (eKTsl CHCTEMHBIX IITIOKOKOPTHKOCTEPOHIOB, BKJIFOYAs yrHETEHHe (QYHKUMH KOPBI
HaJINOYCYHHKOB, MOI'YT OTMEYAThCA U MPH MECTHOM NPUMEHEHHH IIIOKOKOPTHKOCTEPOUIOB, OCOOEHHO Y AeTei
MJIaflIero BO3pacTa.

IIpn ucnonb3oBaHuu npemapata Ha GOJBIIONW MOBEPXHOCTH TeNa WM B BBICOKHX 033X PEKOMEHAYETCH
NPOBOJMTE MEPUOAUYECCKUN KOHTPOJIb (YHKIMH HaAmo4yeyHUKoB. HeoOxonumo mnpumeHsTs ¢ 0coGoit
OCTOPOKHOCTBIO y MALMEHTOB C IICOPUA3OM, MOCKOJIBKY MECTHOE HAHECEHHE TIIFOKOKOPTUKOCTEPOMIOB MNPH
ncopuase MoXKeT OBITh OITACHBIM BCIIEACTBUE pelMAMBa OONE3HH NpPU PAa3sBUTUM TOJECPAHTHOCTH, PHCKa
reHepajM3alMy IyCTYJIE3HOro Mcopua3a M pa3sBMTHH JIOKAAbHOH WM CHCTEMHOHM TOKCHYHOCTH BCJ/IEACTBHE
HapyLIeHHus 6apbepHOit GYHKLHM KOXH.

Cucremnas abcopOuMs ITIOKOKOPTHKOCTEPOMIOB NpPH MECTHOM MPHUMEHEHHWH Oy/eT BBIIIE, €CIH JICUEHHE
Oyner NMpoBOAMTbCS Ha OOIMMPHBIX MMOBEPXHOCTAX TeNia WM MPH HCIOMb30BAaHUH MOJA OKKIIO3HOHHBIMH
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NOBS3KaMM. B Takux ciaydasx, a TaKkkKe MpPH IJIMTENLHOM NMPUMEHEHHH IIperapaTa JO/DKHBI GbITh MPUHSTSHI
MepbI IPEAOCTOPOXHOCTH.

Kak ¥ B ciiyuae cO BCeMH CHIBHOJEHCTBYIOLIMMH IIpenapaTaMM Ha OCHOBE TJIFOKOKOPTHUKOHJOB, CIEAYET
n3beraTh pUMeHeHHs rpenapara JJIOKOM MO OKKIIO3HOHHBIE [TOBA3KH, B TeUEHHE JVIUTEIBHOIO BPEMEHH,

Ha GONBIIME YUaCTKH KOXH, a TAK)KE HA JIMLIO M KOXKHbIE CKJIaJKH (TIOAMBIIIEYHAs ¥ Naxosas 001acTH).
3710KOM COOEPIKUT IPOINMUICHTJIUKOb, KOTOPBIA MOXET BBI3BATh PAa3IpaKCHHE KOKH.

Cnenyet u3beraTh MonafaHus Npenapara B r71a3a (BKIo4Yas 061acTh BeK), PaHbl ¥ Ha CITU3UCTBIE O0OIOYKH.

[ MIOKOKOPTHKOMAB MOIYT HW3MEHATh BHEINHWM BHJ HEKOTOPBIX KOXKHBIX MOPAKEHHH, 4YTO 3aTPyAHACT
MOCTaHOBKY JAMarHosa. Ilpemapar Hesb3s UCMOJNB30BaTh B OOJaCTH BEK M3-3a PUCKA pasBUTHS [NIAYKOMBI H
CyOKancynsapHO# KaTapakTbl.

Cnenyer MCHONB30BaTh IMpenapaT B HAUMEHBLIEM KOJIMUYECTBE B TE€UCHHE MMHHMMAJIbHOIO KOPOTKOIO CpOKa,
HEeO0OXOAUMOTO JUIs JOCTHXKEHHUS TepaneBTHYECKOro 3 deKTa.

Tak ’xe Kak mNpPU KCIOJNB3OBAHHM JPYTMX CHJIBHOACHCTBYIOMIMX IJIIOKOKOPTHKOCTEPOUIOB, s
NPeOTBpALICHHs Pa3BUTHA CHHAPOMA OTMEHBI HPEKpallaTh JieYeHHe HeoOXO0MMMO MOCTENEHHO, YBENHYHBas
MHTEPBAJIbl MEXY HAHECEHHSIMH.

[lpy NpUMEHEHHH KOPTHKOCTEPOMIOB CHCTEMHOrO M MECTHOTO JEHCTBHA (BKJINOYAs MHTPaHa3aJlbHOE,
MHTUIMLMOHHOE U BHYTPHITIa3HOE BBEIEHHE) MOTYT BO3HMKATh HapylIeHHs 3peHHs. ECIM BO3HHKAIOT Takue
CHMIITOMBI, KaK HEYETKOCTh 3PEHUS WM JPYrHe HapyLICHHUS CO CTOPOHBI 3PEHHs, MALMEHTy CeAyeT NPOHTH
obcnenoBaHre y oGTaNBMOJOra Ijis OLEHKH BO3MOXKHBIX TPUYHMH HApYyLICHUS 3PEHHUs, KOTOphIE MOTYT
BKJIIOYATh KAaTapakTy, [JIayKOMy WIM Takde peakde 3aboseBaHMs, KaK LEHTpajbHas Cepo3Has
XOPHOPETHHOMATHS, O YeM COOOIIANIOCh MOC/e MPUMEHEHUS KOPTUKOCTEPOUAOB CHUCTEMHOIO M MECTHOIO
JeHCTBHS.

Ilpumenenue 6 neouampuu. Y nereid BO3IMOXKHO Oosiee 4acToe MPOSBJIEHUE NIPH3HAKOB YTHETEHUS THIIOTAIaMO-
runopu3apHO-aAPeHAIOBOM CHCTEMBI M CMHAPOM KyIlMHra nox BIMAHUEM MECTHBIX KOPTHKOCTEPOMIOB, YEM Yy
B3POCIIBIX, YTO CBSI3aHO C OoJiee BBICOKOM abcopOuueii mpenapara depe3 Gosblliee COOTHOUIEHUE ILIOILAIM
MOBEPXHOCTH KOXKH K Macce Tejia. B CBA3M ¢ 3THM NMPUMEHEHHE MECTHBIX KOPTHUKOCTEPOUIOB Y JAETEH NOJDKHO
ObITH OrpaHWYEHO MHHHUMAIBHO 3((}EKTHBHBIM KOJIMYECTBOM IIpenapara. XpoHHYecKas KOPTHKOCTepOMIHAsA
Tepamnus MOXET NPUBECTH K HAPYILCHHUIO POCTa M PAa3BUTHUA JAETEH.

DJIOKOM He ClieflyeT HAHOCHTh Ha Y4YacTKH KOXKH, HaXOASIIMecs MOJ NOATY3HUKAMH WJIM HEMPOMOKAEMBIMH
TPYCHKaMH, TaK KaK B 3TOM ciTydae npenapar nomnajaeT nojJ OKKIIO3HOHHYIO MOBA3KY.

CyLlecTBYIOT OrpaHHY€EHHBIE IaHHbIE 110 TIOBOJY NPUMEHEHHs Ipenapara J1s JieueHus aeTeit Miaauwe 2 JieT.
[IpumeHenne DIOKOM y JeTel cTapiue 2 JieT He JO/DKHO MpoJoiDKaThes bonee S5 nHeH.

Bepemennocmu u aaxkmayust. 5e30nacHOCTb IPUMEHEHHs] MECTHBIX INTIOKOKOPTHKOCTEPOU/IOB Y GEPEMEHHBIX HE
JOKa3aHa, TOSTOMY HA3HAYEHWE O5TOM TPYNNbI JIEKAPCTBEHHBIX MpErnapaTtoB B IepHoj OepeMEHHOCTH
OIpaBJaHO TOJIBKO B Ciiy4ae, eClid MOTEeHLMAIbHas 10Jb3a Ul JKEHLIMHBI MPEBBIIIAET NMNOTCHIMAIbHBIA PUCK
aas wioaa. B mepuon GepeMEHHOCTH TIperniaparsl 3TOM CPyIbl He ceAyeT IPUMEHSTh B OOMBLIMX 033X WIH
anmurenbHo. [Ipu HazHaYeHUuHn DitokoMa GepeMeHHO# KEHLIMHE BO3MOXKHO NPOHUKHOBEHHE ITIIOKOKOPTUKOK/IOB
yepes IUIALEHTY ¥ BIUsSHHUE Ha IUIOA.

He BBISICHEHO, MOXET JiIi MECTHOE MPHUMEHCHHE KOPTUKOCTEPOHMIOB BCICACTBHE CUCTEMHOH abcopOuuu
NPUBECTH K MOSABICHUIO MX B MOJIOKE MaTepH. PeleHue o MpeKpalleHMHd KOPMIIEHHS IPYIbI0 MM OTMEHE
npenapara clielyeT IPUHAUMATh C yY4eTOM HeoOXOAUMOCTH PUMEHEHHU ITpenapara y MaTepH.

Ecny npHUXOQMTCS KCNONB30BaTh NpPENapar ANMTENBHO WIM Ha OOIIMPHBIX YYacTKaX KOXKH, HEOOXOAMMO
NpPEKPaTUTh IPYAHOE BCKAPMITMBaHHE.

Bnuanue na cnocobnocme ynpaensame mpanCnopmuelmMu cpeOCmeamu u opyaumu mexanusmamu. MoMeTazona
(ypoar He BIHMAET Ha CIOCOOHOCTD YIPAaBIISATH ABTOMOGHIIEM U paboTaTh ¢ JBIKYILHUMHCH MEXaHU3MaMH.

B3anmopaeiicTBue ¢ APYIrHMH JICKAPCTBC€HHbBIMH CPECACTBAMH
BzaumoneiicTBre He H3BECTHO.

YcioBusi B CpoK XpaHeHnsi. XpaHUTh B HEJOCTYITHOM s AeTeil MecTe NpM Temieparype He Boime 25°C.

Cpok roaHoctu — 3 rona. [IpuMeHsaTh npenapar rnocjie OKOH4aHUs CpOKa FOJHOCTH, YKa3aHHOrO Ha yrakoBKe,
HE PEKOMEHyeTCS.

Ycaosus ornycka. [lo peuenty.
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YnakoBka. [To 15 r B amoMHHHEBBIX Ty0aX ¢ BHYTPEHHHM JIAKOBbIM IIOKPLITHEM Ha 3MOKCHIHOH OCHOBE,
3aKpbIBalOLIMECs MeMOpaHOW M HABUHYMBAIOLIMMCS IUTACTHKOBBIM konmaukoM. [To 1 TyGe Bmecte ¢
UHCTPYKIHEH M0 MEJULIMHCKOMY NPUMEHEHHUIO B KAPTOHHOH KOpPOOKe.

IIpousBoauTeb
epunr-ITnay Jla6o H.B., Uanyctpuenapk 30, Xeiict-on-neH-bepr, 2220, beasrus.
Schering-Plough Labo N.V., Industriepark 30, Heist-op-den-Berg, 2220, Belgium.

Baangenen perucTpaHOHHOrO YA0CTOBEpPEHHS
lepunr-Iinay Cenrpan et AT, Beitmrpacce 20 CH-6000 Jlroueps 6, Lseituapus.
Schering-Plough Central East AG, Weystrasse 20 CH-6000, Lucerne 6, Switzerland.





