HHCTPYKIUSA
IO MEJUIITUHCKOMY NIPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA

MOMAT MUH3IPAB POCCHH
(P 0055324054 0061 1
PerncrpannoHHblii HOMep:
ToproBoe HanmMeHoBaHHe: MomaT COTJIACOBAHO J

Me)lmyﬂapozmoe HeNaTeHTOBAHHOE HJIM IPYNINIHPOBOYHOEC HAHMEHOBAaHHE: MOMETA30H

JIeKaPCTBeHHaﬂ q)opma: Ma3b )i HapyY>KHOT'O IPUMEHECHHS

CocraB
B 100 r ma3u coaepxxurcs:

LeiicTByIomee BelecTBO: MoMeTazoHa ¢ypoar — 0,10 r;

BcenoMorarensHele BeniecTBa: napadus (napadgus MArkuii 6eblii), BOCK MUETHHBINA Oebli,

IIPOMUJICHITIUKOJIA MOHOCTEapar.

Onucanue: Ma3p 6e510ro IBE€TA.

CDapmaKOTepaneBaneCKaﬂ rpymnma: riiroKOKOpTHUKOCTEpOU AJid MECTHOTO IIPUMCHCHUA.

Kon ATX: DO7ACI3.

®apmaxosioruyecKne cBoiicTBa

®apmakoaHHAMHKA
Momerazona ¢ypoar — cuHretnyeckuii rmokokoprukoctepons (I'KC), oGnanarommii
NPOTUBOBOCIIAIUTENIBHBIM, MPOTUBO3YAHBIM 7 AHTUAIKCCYJaTUBHBIM JEHCTBHEM.

I'KC uHayuupytoT BbiaesieHHe OenkoB, MHrHOMpyromux ¢ochonunazy Az ¥ M3BECTHBIX IOJ
OOIIMM Ha3BaHHUEM JIUIIOKOPTUHBI, KOTOPHIE KOHTPOJIMPYIOT OMOCHHTE3 TaKMX MEAMaTOpOB
BOCIMAJIEHHsI, KaK MPOCTAarJaHAWHbl M JIEWKOTPUEHBI, TyT€M TOPMOXEHMS BBICBOOOXKIEHUS MX
0011ero npeAmecTBeHHUKA, apaXUI0HOBOM KHCIIOTHI.

dapmMakoKHHETHKA

[Tpu Hapy>xHOM NpUMeHeHHWH abcopOuus MoMeTa3oHa HezHauuTenbHa. Yepesz 8 yacor mocne
HaHeCeHHs Ha HEMOBPEXKICHHYIO KOXY (6€3 OKKJIHO3MOHHOM MOBA3KU) B CHCTEMHOM KPOBOTOKE

o6Hapyxupaercs okoso 0,7% rioKoOKOPTHKOCTEPOUIA.



Iloka3zanus K NPHUMEHEHHI0
BocnanutensHele SBICHUS U 3yA MpH A€pMaTo3ax, MNoAAarolIuXxXcCs FJI}OKOKOpTHKOCTCpOI/I}IHOﬁ

TepanuH.

IIpoTuBOnOKa3aHHUS

— TloBblleHHass 4yBCTBUTEIBHOCTh K MOMETA30HY, K JAPYTHM ITIOKOKOPTHKOCTEPOM/IAM,
WK K KAKOMY-TTMOO KOMITOHEHTY Tpernapara;

— Po3oBbie yrpu, nepuopaibHbli 1€pMaTHT;

— BakrepuanbHas, BupycHas (BUpyC reprieca, BeTpsiHas ocra) WM rpubkoBas MHGeKUus
KOXH;

— Tyb6epkynes, cupunuc;

— TlocTBaKkuMHATBHBIE PEaKIMH;

— bBepemeHHOCTE (HaHeceHHe Ha OOJBIINE YYaCTKH KOXH, JATTUTENILHOE JIEYEHHUE);

— Tlepuon rpyaHoro BckKapmiMBaHus (NpUMeHeHHE B OONBLIMX [03aX WIM/M B TEYEHME
JUITENIBHOTO BPEMEHH);

— JleTckuii BO3pacT A0 2-X JIET (B CBSA3U C HEJOCTATOYHOCTBIO JaHHBIX);

= AKHC, anO(l)I/IH KOXH, HCpHaHaﬂLHHﬁ 1 F€HUTAJIbHBIN 3y, HC HAHOCUTDH Ha paHBbl, SA3BbI.

C 0CTOpPOXKHOCTBIO
— HaneceHue Ha KOXYy JMI]a U WHTEPTPUTUHO3HYIO KOXY, NMPUMEHEHHE OKKIIFO3UOHHBIX
MOBSA30K, a TaK)K€ HaHeCEeHHWe Ha OOJIbIIME YYaCTKU KOXHM W/MIM JUIMTENBHOE JIEYEHHE
(ocobenHo y neteil);

— JlnurensHas Tepanus ['KC.

IIpumenenne npu 6GepeMeHHOCTH H B MEPHOJ I'PY/AHOI0 BCKAPMJ/IMBAHHS

Be3onacHOCT NMpUMEHEHHs MOMeTa3oHa BO Bpems OepeMeHHOCTH He u3ydeHa. Hapyxknoe
MPUMEHEHHE TTIIOKOKOPTUKOCTEPOUIOB Y OEPEMEHHBIX JKMBOTHBIX MOXKET BBI3BaTh HapyIICHHs
pa3BUTHsA TUIOJA. 3HAUEHMS ATHX JaHHBIX /Ul YeloBeKa He OblIo ycTaHoBj€HO. [IpumeHeHune
npernapata Momar Bo BpeMsi OCpeMEHHOCTH JOITyCKAaeTCs TOJILKO B TeX CllyvasX, Koraa
npeanojiaraemMasi noip3a Ui MaTepH TNPEBbIIaeT pHCK AN miojga. B Takux ciaydasx
IPUMEHEHHE Tperapara J0DKHO OBITh HENpPOJOJDKHUTENBHBIM, OIPaHMYMBATBECA HEOOJBIIMMH
y4acTKaMH KOXH U Mo/l HabJIroIeHHeM Bpaya.

Hewuspectno, nponukaror au I'KC s Hapy>XHOro nmpuMeHeHHs B Mojoko matepu. Cremyer

MPUHATH pelleHre O MPEKpalleHWH TPyAHOTO BCKapMIIMBaHWA MM 00 OTMEHE Mperapara,



YYMTBIBas HEOOXOAMMOCTH €ro MpUMEeHEeHUs Ui MaTtepu. B ciydae, xorza mpeanonaraercs
npumeHenne [KC B Gonpmmx [03aX W/WIM B TEYEHHE JIIMTENIBHOTO BPEMEHH, TIpyAHOE

BCKapMJIMBaHUE NOJDKHO OBITH MpEeKpaIlCHO.

Cnocob npuMeHeHHUs H 103bl

HapyxHo.

ToHkuit croii TekapCcTBEHHOTO npenapata MomaT HaHOCAT Ha MOPaXEHHBIE YYaCTKU KOXH OJIUH
pa3 B JeHb. [Ipo0IDKUTEIBHOCTE Kypca JIeUeHus onpeensercs ero 3pHeKTHBHOCTBIO, a TaKXKe
MEePEeHOCUMOCTBIO TTALIMEHTOM, HAJIMYUEM W BBIPKEHHOCTBIO MNOOOUHBIX 3pdexToB. Ilpn
NPUMEHEHUH TpernapaTa Ha JIMIe, Ha y4acTKaX C TOHKOM KOXeH, a Takke y JeTeil HaHeceHue
npenapara J0/DKHO OBITh B MHUHMMAJBHOM KOJIMYECTBE, 00ECNEYMBAIOLIEM TEpaneBTUUECKHH

apdext. Kypc neyenus 10keH OrpaHUUMBATBCS 5 THAMMU.

IloGouHoe aeiicTBHE

Knaccughuxayus nobounvix peakyuii no opzanam u cucmemam
C yKa3aHuem yacmombul ux 603HUKHOBEHUL:
oueHb yacto (>1/10); yacto (>1/100, <1/10); newacto (>1/1000, <1/100);
peaxo (>1/10000, <1/1000); ouens peako (<1/10000), B ToM yKcie OTAENBHBIE COOOIIEHHS,
4acTOTa HEU3BECTHA (YaCTOTa HE MOXET OBITh OLIEHEHa Ha OCHOBE UMEIOLIMXCS JAaHHBIX )

Nndexunonnbie H napasuTapHble

3aboJieBaHHuSA

OueHb peiko Do TUKYTUT

Yacrora Heu3BecTHa BropuuHas uHdekuus, pypyHKynes
HapyuieHHsi O CTOPOHBI HEPBHO#H CHCTEMbI

O4eHp peako OmyimeHus #oKeHUs

YacToTa HeM3BeCTHA ITapecTe3un

Co CTOPOHBI KOKH ¥ MOJAKOXKHBIX TKAHEeH

OueHb peko KpanuBHuua

YacTora HeU3BeCTHA IKOHTaKkTHBIN JepMaTUT, U3MEHEHHUE

MMUIMEHTALUH, TUIIEPTPUX03, aKHEDOPMHBIH
NIepMaTUT, MECTHast aTpo(us KOXKH

OO0mme paccrpoiicTBa H  HapylleHHs B
MecTe BBeJeHHs

JacToTa HEeM3BECTHA '50JIE3HEHHOCTh B MECTE HAHECEHUS, peakuus
KO>XXH B MECTC HAHCCCHUA

Hapyienusi co CTOpOHbI OPraHa 3peHus
YacTtoTa HEeU3BECTHA HeueTkoe 3peHue




JlnurensHoe npuMenenne 'KC s Hapy)XKHOro nmpuMeHeHHs B OOJBIIMX [03aX HWIH
HaHeCeHHe WX Ha OOIIMPHBIE YYaCTKU KOXH MOXKET CONPOBOXKIATHCS CHUCTEMHOM
abcopOumeil ¢ pa3BUTHEM CHMIITOMOB: CYXOCThb KOXH, JA€pMAaTHT, NEpHOpaIbHBIN
JePMaTHT, Malepalys KOXH, aTrpopuyeckue HM3MEHEHHs KOXH, B YacTHOCTH, €€
MCTOHYEHHUE, MOSBJICHHE aTPOPUIECKUX 110JI0C (CTPHIL), TEJT€AHTHOIKTA3HH.

[To cpaBHEHHIO CO B3POCIBIMH MalMEHTAMHM Y JeTeil MOXeT OTMedaThesl Oobluas
creneHb abcopouuu I'KC a1 Hapy»KHOTO NPUMEHEHHs, B CBA3M C YEM JJaHHask KaTeropus
MalMeHTOB (oJiee MoJBEp)KEHa PUCKY Pa3BUTHUS CHCTEMHBIX MOOOYHBIX 3¢deKkToB. ITO
00yCJIOBIEHO TEM, YTO JIETH MMEIOT He3peliblii KOXKHBIM Oapsep M Oosbllee 3HaUYCHHE
OTHOILEHUS IUIOMIA/IN MIOBEPXHOCTH Tea K Macce Tena. Y jereid, npuaumasmux ['KC qns
Hapy)KHOTO  TPUMEHEHHWs,  OTMe4alnuch  noGo4yHble  3((EeKTh:  yrHeTeHHe
TUNOTaNaMO-rUNopH3apHO-HAANOYEeYHUKOBOM cucTeMbl, cuHApoM Muenko-Kymmunra,
3ajlep)kKa pocTa, OTCTaBaHWE B MpuUOaBKe Beca, TIOBBILIEHHE BHYTPHYEPETHOTO

JAaBJICHUA.

IlepenozupoBka

Cumnmomer: yrHereHue (QYHKUMM TMIIOTaNaMO-THNo¢pH3apHO-HAANOYEUHUKOBOM CHUCTEMBI,
BKJIIOYasi BTOPMYHYIO Ha/IMOYEYHUKOBYIO HEJOCTaTOYHOCTb.

Jlevenue: cUMNTOMaTHYECKOE, NPH HEOOXOJMMOCTH — KOPPEKLMS BOAHO-3JIEKTPOIUTHOIO

6ancha, OTMC€Ha IIpf€IiapaTta (ﬂpl/l JUIMTEIBLHOM TEpaNKru — MOCTCIICHHAasA OTMeHa).

B3aumopeiicTBHe ¢ APYrHMH J1eKapPCTBEHHBIMH CPeICTBAMH
Kaxkoro-nu6o B3auMoecTBUS IeKapcTBEHHOro npenaparta Momar ¢ ApyruMH JIeKapCTBEHHBIMH

Cp€ACTBAMH HE 3apETUCTPUPOBAHO.

Ocobble ykazanus

[Ipy HaHeceHMH Ha OONBIIME YYAaCTKH KOXXKH B TEYEHHE AJMTEILHOTO BPEMEHH, OCOOEHHO INpuU
MPUMEHEHUH OKKJIFO3UOHHBIX IMOBS30K, BO3MOXKHO pa3Buthe cuctemMHoro aeiicteus ['KC.
VuutsiBas 370, 0ONBHBIE J0JDKHBI HAOJIKOAAaThCSl B OTHOIIEHUH NIPU3HAKOB M0/1aBJIeHUs yHKIMM
TUIOTAIAMO-THITO(U3aPHO-HATIOYEUHUKOBOM CHCTEMBI 7 pa3BUTHS CHHpOMa
HNuenko-Kyuiunra.

Cnenyer u3berath nonajanus npenapara Momar B riasa.

[TponuneHrnukonss MOHOCTeapar, BXOJAIIMI B COCTaB IpernapaTa, MOXET BBI3BIBAThH
pasapaxkeHHe B MecCTe HaHeceHHMs. B Takux ciyyasx cieayeT NpEeKpaTHTb IPUMEHEHHE

rnpemnapara 1 Ha3HA4YUTh COOTBETCTBYIOLIEE JICHCHUE.



Crnenyer yuuthiBaTh, uTo ['KC crnocoGHBI M3MEHATh MpPOSBICHHS HEKOTOPBIX 3a00JeBaHMi
KOXH, 4TO MOXKET 3aTPyJHMThH IOCTaHOBKY auarHosza. Kpome Toro, mpumenenue I'KC moxer
OBITH MPUYMHOM 3a/I€PHKKHU 3aKUBJIEHHS PaH.

[lpu pmrensHo#t Tepamuu ['KC BHe3anmHoe npekpallleHWe Tepanuud MOXET MNPHBECTH K
Pa3BUTHIO CHHAPOMa pHKOLIETa, MposBisiomerocs B (opMe aepMaTuTa ¢ HHTEHCHBHBIM
MOKPacCHEHHEM KOXKH U OLIyLIeHHeM xokeHus. IloaTtoMy mocie JUIMTeNbHOro Kypea JeueHus
OTMEHYy Tmperapara CJ€AyeT TpOHM3BOJAUTE IIOCTENIEHHO, HampuMmep, Mepexoias Ha
UHTEPMUTTHPYIOIILYIO CXEMY JIEUEHHs NepeJl TEM, KaK €ro MoJHOCTBIO MPEKPATUTD.

[Ipy cHCTEMHOM, Hapy)KHOM M MECTHOM (BKJIXOYas MHTpaHa3ajbHOE, WHIalsLMOHHOE U
BHyTpUriasHoe) npumeHeHnd 'KC MoryT BO3HMKHYTh HapylleHus 3peHus. Eciu y maumeHra
NPUCYTCTBYIOT TaKW€ CHUMIITOMBI, KaK HEYETKOE 3pEHHE MWJIM JPYrHe HapyIICHWs 3peHMus,
HEeOOXOAMMO pPEKOMEHJ0BAaTh IMALMEHTY OOpaTUThCA K OQTanbMOJIOry JUISl  BBISBJICHUS
BO3MOXHBIX TMPUYMH HaApyLIEHWH 3peHMs, BKJIIOYAIOIIMX KaTapakTy, IJIayKOMy WIH peaKue
3a60/IeBaHMs, HANpPUMEp, LIEHTpajbHYl0 cepo3Hylo xopuoperuHomatvio (LICX), kortopsie
Ha0JIIOJaICh B psifie ClIyYaeB NP CUCTEMHOM, HapyXKHOM M MecTHOM npumenenun I'KC.
Jroboit w3 noGoyHbIX  3((EKTOB, ONMCAaHHBIA NPU  CHUCTEMHOM  IPUMECHEHUM
[IFOKOKOPTHKOCTEPOU/IOB, BKJIFOUAst MOJaBIeHHE QYHKIMU HAANOYE€YHUKOB, MOXKET BOSHUKHYTh
¥ [IPY MECTHOM M Hapy>KHOM NPUMEHEHHHU, OCOOEHHO Y JeTEH.

[Tpu neuenun ncopuaza I'KC cneayer npuMEHATh ¢ OCTOPOXKHOCTBIO, IOCKOJIBKY B OTAEJIBHBIX
ciyyasx OBUIO  3aperdMCTPMPOBAHO  TMOSIBIEHHE  PELMIUBOB  3a00/N€BaHUsA,  Pa3BUTHs
TOJIEPAHTHOCTH K TpenapaTy, pPHUCK BO3HMKHOBEHHS T€HEPAJM30BAHHOIO IyCTYJIE3HOTO
ricopuasa ¥ pa3BUTHUs MECTHBIX MM CUCTEMHBIX TOKCHMYECKMX PEaKIMi BCIIEJCTBHE HApyLICHUS
GapeepHOi QyHKUMH KOXH. [Ipy mpHCOeMHEHUH BTOPMYHOH MHQEKIMH CIEAYET NPOBOIUTH
COOTBETCTBYIOUIYIO aHTHOaKTepuaibHylo Tepanuto. [Ipu moObIX MpHu3HaKax pacnpoCTpaHEHHs
MHQEKIMH  HeoOXoauMo  mpekpaTuTh  HapyxkHoe mnpumeHenne I'KC u  mpoectu
COOTBETCTBYIOIEE JICYCHHE AHTUOAKTEPHAJbHBIMU WIIM TPOTUBOIPHOKOBBIMH IIpenapaTaMH.
Ecny oTMeuaroTcsi MPU3HAKK TMOBBIIIEHHON YYBCTBUTENBHOCTH WM Pa3s[JpaKCHHUs KOXH,
CBsA3aHHBIE C IPUMEHEHUEM TIpenapara, clieJlyeT NPEeKpaTHTh JiedeHue 1 oOpaTuThes K Bpauy. Ha
KOKE€ JIMIA Yallle, YeM Ha JPYrMX TOBEPXHOCTAX Tena, mocie anutensHoro nedenus I'KC
MECTHOIO JENCTBHsS MOTYT MpOSIBJIATHECA aTpoduueckue HM3MEHEHHs; Kype JIEUYEHHs B 3TOM
ciyyae He J0J/DkeH mnpeBblmarh S5 JgHed. C  OCTOPOXKHOCTBIO TMPHUMEHSATH Yy JIMI C
CYIIECTBYIOIMMH aTPOPUYECKUMH W3MEHEHUSIMH KOXH, OCODEHHO Y JIMIl MNPEKJIOHHOrO
Bo3pacta. HeoOxoammo cobmojaTe OCTOPOXKHOCTL IPH HAaHECEHWM TMpernapara Ha JIMLO,

CKJIaIKH, 001aCTh €CTECTBEHHBIX CFM6OB, Ha Y4aCTKH C TOHKOM KOXEM.



[IpymeHeHue B NeAMaTPUH

B cBs3u ¢ Tem, 4TO y JAeTell BeJMYMHA COOTHOLIEHWS TUIOLIAJX MOBEPXHOCTH M MacChl Tena
GonplIe, YEM Yy B3POCIBIX, AETH TOJABEpPXKEHBI OOJBIIEMY PHUCKY TMOAABIEHHS (QYHKIUH
THIOTAIaMO-TUIIO(U3apHO-HAATIOUEUHUKOBOM CUCTEMBI H pa3BUTHS CHHJpOMa
Uuenko-Kymmnra npu npumerernn mobsix 'KC MectHoro aeiictus. JliurenbHoe jedeHue
neteid 'KC MokeT NpUBECTH K HAPYIIEHUSIM MX pOCTa U Pa3BUTHS.

Jletd HOJDKHBI TOJy4aTh MUHHMMAllBHYIO J03y TMpernapara, AOCTaTOYHYIO IS JOCTHXKCHHS
addexra.

JlnuTensHOE TIPUMEHEHHE Tpenapara y AeTeil JO0JDKHO MPOBOAUTHCS MOJ KOHTpOJeM Bpaya. Y
JeTell Kypc Je4eHHs He JOJDKEH MpeBbIaTh S5 AHeH. OKKIIO3MOHHBIE IOBA3KH HE JIOJDKHBI

NPUMEHSATBCA.

Bausinue npemnapara Ha CNOCOOHOCTD yHnpaBjasiTb TpPAaHCHNOPTHBIMH CpeACTBaAMH,
MEXaHu3MaMH

BrnusHus JICKapCTBEHHOI'O IIpe€riapaTta MomMar Ha crocoOHOCTh YHOpaBJIATb aBTOMOOMIIEM MIIH
JABWXXYHIUMHCA MEXaHU3MaMU HE OTMEYEHO.

HUccnenoBanuidi 0 BIWIHMM MOMETa30Ha Ha CIOCOOHOCTH ynpaeJATb TPaHCIIOPTHBIMH
Cp€ACTBaMH, ME€XaHHW3MaMHU HE IPOBOAMUJIOCH. ITaumeHTHl 1OJKHBI OBITH NpeaAynpexaceHbl O
BO3MOXHOCTH pa3BUTHUA HCYCTKOI'O 3pCHUs. HpPl INOSIBJICHUHU OIIMCAHHOI'O HEXEJIATCIIBHOI'O

SABJICHUSA CJICAYET BO3ACPKATHCA OT BBINOJIHEHHA YKa3aHHBIX BUAOB AC€ATCIIBHOCTH.

®opma BbIYCKA

Mass qns HapyxHoro npuMeHenus 0,1%.

[To 5ru 15 r B amoMiUHUEBO# TyOe, UMEIOLIEH COIUIO C 3aKPHITHIM KOHLIOM, C KPBILIKOH,
UMeloLIei ocTpue Ui npokaibiBanus. Kaxayro TyOy BMecTe ¢ MHCTPYKLMEH MO NPHUMEHEHHUIO

NMOMEIIAKOT B KAPTOHHYIO ITa4YKYy.

YeaoBus XxpaHeHHs
[Tpu Temneparype He Brile 25°C. He 3amopaxuBars.

XpaHHUTh B HEOCTYITHOM J1JIs1 IETeH MecTe.

Cpok rognocTu
2 ropa.

He NPUMCHATE Npenapar 1o UICTCYEHUHU CpoKa roAHOCTH.



YcaoBus ornycka

OTnyckaroT Mo peLenty.

Baanesen perucTpauHoHHOI0 Y0CTOBepPeHHsI

['nenmapk @apmacsrotukans Jita., Unaus

Glenmark Pharmaceuticals Ltd., India

B/2 Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mahalaxmi, Mumbai - 400026, India.

IIponsBoauTeb
['nenmapk @apmacerotukans Jita., Uaaus

Plot Ne E 37, 39, MIDC Area, Satpur, Nasik-422007, Maharashtra, India.

Opranu3zanusi, NPUHEMAKINAS NPeTeH3HH
00O «I'nenmapk Umnake»
115114, r. Mockaa, yn. JleTHUKOBCKas1, 10M 2, cTpoeHue 3, 2 stax; Tein.: 8 (499) 951-00-00,

caiit www.glenmark-pharma.ru.

CrnienanycT no peryssiTOpHBIM BOIIPOCaM [Iunmoga E.1O.




