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PeruncrpannonHsblii Homep: COI'JTACOBAHO |
S
Toprosoe HanmeHoBanne: Momat
MexayHapoaHoe HemaTeHTOBAHHOE HJIH IPYNNHPOBOYHOE HAHMEHOBaHHe: MOMETa30H
JlekapcTBeHHast popma: KpeMm 111 HApPYKHOTO IPUMEHEHUS
CocraB
B 100 r kpema coaepxures:
JeiicTByromee BelecTBo: MoMeTazoHa (ypoar — 0,10 r;
BcnomoratenbHble BemecTBa: napadguH (mapaguH MArkuit 6enblif), BOCK IMUENUHBIH Oebli,
NPOINUJICHIJIUKOJII MOHOCTEapaT, CTeapWIOBBIM CIHUPT, IETOMAKpOroJ, MPONHIEHIIHKOIb,
METHUIINaparuipokcubeH3oat, MponuInaparuIpokcuOeH30ar, Boa OYHUIIEHHAs.
Onucanne: kpeMm 6enoro 1pera.
PapmakoTepaneBTHYECKasi FPYNNAa: INIIOKOKOPTUKOCTEPOU/L A1 MECTHOTO NIPUMEHEHHS.
Kox ATX: DO7ACI13.
®dapmakoiornyeckme cBoiicTBa
PapmMakoIHHAMHKA
Mowmerazona ¢ypoar — cuHreTHdeckuit rmokokoptukocrepous (I'KC), o6namarommit

MPOTHUBOBOCTAIUTEBHBIM, IPOTUBO3YIHBIM U aHTUIKCCYIATUBHBIM JEHCTBUEM.

I'KC unayuupyror BeiAeneHHE O€NKOB, MHrUOUpyromux ¢ochonunasy Az M HU3BECTHBIX MOJ
OOIIMM Ha3BaHUEM JIMMOKOPTUHBI, KOTOPHIE KOHTPOJIUPYIOT OMOCHHTE3 TakMX MEAMATOpOB
BOCMAJIEHHS, KAaK MpPOCTarjaHAWHBl U JIEHKOTPUEHBI, MyTEM TOPMOXKEHHs BBICBOOOXKIECHHUS HX
ob1ero npeLIecTBEHHUKA, apaXUAOHOBOM KUCIIOTHI.

DapMaKOKHHETHKA

[Ipy HapyKHOM NpuMeHeHUM abcopOLMs MOMeTa30Ha He3HauuTenbHa. Yepes 8 yacom mocie
HAHECEHMs Ha HEMOBPEKAEHHYIO KOXKY (0€3 OKKIIFO3MOHHOI MOBA3KM) B CUCTEMHOM KPOBOTOKE

oOHapyxkuBaetcs okoso 0,4% rIoKOKOPTUKOCTEpOUA.



Iloka3zanus njs NPHUMEHECHHUS

BocnanutenpHele SIBICHHS U 3yA Npy aA€pMartosdax, Nnoadaroluxcsa I‘IIlOKOKOpTHKOCTCpOH}IHOﬁ

TeparnuH.

Hponmonoxa:;annﬂ

[ToBeilIeHHAas: YYBCTBUTENBLHOCTE K MOMETa30HY, K APYIMM TIIIOKOKOPTHKOCTEPOMIAM,
WM K KaKOMY-TTHOO KOMIIOHEHTY Ipernapara;
Po3oBrie yrpu, nepuopasbHbli 1epMaTHUT;

BakrepuanbHas, BUpycHas (BUpyc repreca, BeTpsHas ocra) WM rpubKoBas MHpEKLHs

KOXH;

Ty6epkynes, cupunuc;

[TocTBaKIMHATBHBIE PEaKIMK;

BepemeHHOCTh (HaHeceHHe Ha OOIIUPHBIE YYAaCTKH KOXKH, JJTUTEILHOE JIEYEHHE);

[lepuon rpyaHoro BckapMiIMBaHMs (MPMMEHEHHE B OONBINMX 033X WIW/M B TEYEHHE

JJIUTECIIBHOI'O Bpeme}m);

- JleTckuii Bo3pacT 10 2-X JeT (B CBA3M C HEJOCTATOYHOCTHIO JJAHHBIX);

AKHC, an0¢)I/Iﬂ KOXH, HCpPlaHaIILHBIP'I Y T€HUTAJIbHBIN 3yA, HE HAHOCUTB Ha paHbl, A3BBbI.

C OCTOPOKHOCTBIO

HaHeceHue Ha KOXY JIMI[a U MHTEPTPUTHHO3ZHYIO KOXY, NPUMEHEHHE OKKIIO3MOHHBIX
MOBS30K, a TaK)K€ HaHeCeHHWEe Ha OOJIbIIME YYaCTKH KOXKH W/WIM JJMTEIBbHOE JIeYEHHUE
(ocobeHHo y aerei);

Jnurensnas tepanus ['KC.

IIpumenenne npu GepeMEHHOCTH H B NEPHOJ I'PY/IHOT0 BCKAPMJ/IHBAHHS

BeszonacHocTh INPpUMCEHECHUA MOMETa30Ha BO BpEMi 6CpCMCHHOCTI/l HE H3Yy4C€Ha. Hapyxmoe

MNPUMEHCHHUE TIFOKOKOPTHKOCTEPOUOB Y 6epeMCHHI>IX JKUBOTHBIX MOXCT BBI3BaTh HAapYLICHHUSA

pPa3sBUTHA IIOAA. 3HayeHMs 3THX JAHHBIX JUIS YeJIOBEKa He OBLIO YCTAHOBJICHO. HpPIMCHCHHC

[pernapara Momar Bo BpEMsl 6CpCMCHHOCTI/l JOIMYCKAa€TCsd TOJBKO B TEX ClIy4yasax, Koraa

rnpearnoJiaraéMas  1oJib3a [Jid MaTe€pyd IPEBBIIIACT PUCK JIs  [10Ja. B Takux cliydasax

[IPUMCHEHHUE IIperiapaTta AOJDKHO OBITH HEMNPOOAOJI’KUTEIbHBIM, OI'PaHUYHUBATHCA HeOOJIBIIMMU

y4yaCcTKaMH KOXH U 1101 Ha6H}O]1€HHCM Bpaya.



HewussectHo, nponukator nmu ['’KC gy HapyHOro mMpUMEHEHHS B MOJIOKO MaTepH.
Crnenyer NMpUHATH pelIeHHE O MPEKPALIEHUH TPYIHOTO BCKapMIIMBaHHUS WM 00 OTMEHE
npenapara, y4uThIBas HEOOXOJMMOCTh €ro NMpUMeHeHus Juis Marepu. B ciyuae, koraa
npeanonaraercs npuMeHenue ['KC B OonpIIuX 103aX W/HIM B T€YEHHE JJTUTEIILHOTO

BpPEMEHH, 'PYAHOE€ BCKaAapMJIMBAHUE JOJDKHO OBITH INpEeKpaIleHO.

Cnocob npuMeHeHHs H 103bI

HapyxHo.

Tonkwmii crnoli npenapata Momar HaHOCAT Ha MOpPaXEHHBIE YYacTKU KOXH OJMH pa3 B JCHb.
[IponomkurenbHOCT Kypca JedeHUs onpejensercs ero 3¢¢eKTUBHOCTBIO, a Takke
MEPEHOCUMOCTBIO TALIMEHTOM, HAJIMYMEM M BBIPAXKEHHOCTBIO MN0O0YHBIX dddekroB. IIpu
NPUMEHEHUH NpenapaTa Ha JIMLe, Ha y4acTKaX ¢ TOHKOHM KOXei, a Takke y JeTeil HaHeceHWe
npenaparta J0/DKHO OBITh B MUHMMAJBHOM KOJIMYECTBE, 0OECTEeYMBAIOIIEM TepaneBTUUECKUH

addexr. Kypc neyeHus 10/KeH OrpaHUYUBATECS S THAMHU.

IToGouHoe aeiicTBHE

Knaccughuxayua nobounvix peaxyuii no opzanam u cucmemam
C YKa3aHuem 4acmomyl ux 603HUKHOBEHUA:
oueHsb yacto (>1/10); wacto (>1/100, <1/10); Hewacto (>1/1000, <1/100);
peaxo (>1/10000, <1/1000); ouens peaxo (<1/10000), B TOM yKcie OTAETbHBIE COOOLIEHUS,

4JacToTa HCU3BECTHA (‘-IaCTOTa HE MOJXET OBITh OLICHCHA HAa OCHOBC MMCHOIIUXCA lIaHHbIX)

NHpexnnonHbie H napasuTapHbie

3aboJ1eBaHHA

OueHsb pesiko DOUKYIUT

Yactora HensBecTHa Bropuunas undpekuus, GypyHkynes

HapyieHusi co CTOPOHBI HEPBHO# CHCTEMBbI

OueHb pe/iko OurynieHus HOKeHUs

YacTora Hen3BeCTHa [ lapecTe3nn

Co CTOPOHBI KO’KH H MOJAKOKHBIX TKaHel

OyeHb peko KpanuBhuua

YacToTa Hen3BeCcTHa KOHTaKTHBIN IepMaTUT, U3MEHEHHE
MUrMEHTAllUK, THIIEPTPUX03, akHE(DOPMHBEIH

IepMaTHT, MeCTHast aTpO(Hsi KOXKHU




O0mme paccrpoiicTBa H HapylleHHs B

MECTE BBECICHHSA

UacToTa HEM3BECTHA boJ1le3HEHHOCTh B MECTE HaHCCCHMU:, pE€aKIUA

KO>XXHW B MECTC HAHCCCHUA

HapyieHnusi co cTOpOHBI OPraHa 3peHHst

YJacToTa HEM3BECTHA HeueTkoe 3p€HHUE

JnurensHoe npumenenue I'KC ans Hapy»XKHOro npyMeHeHus B OOJBLIMX /103aX WJIM HAHECEHHUE
MX Ha OOLIMpHBIE YYaCTKH KOXH MOKET COMPOBOXKAATHCS CUCTEMHOM abcopOuueit ¢ pa3BUTHEM
CHUMIITOMOB: CYXOCTb KOXH, JEpMaTUT, MEpUOpalbHBIA JEPMATUT, MaLepauHs KOXH,
aTpouyecKre W3MEHEHUS KOXXHM, B YaCTHOCTH, €€ WCTOHYEHHE, IMOSBIECHHE aTpOpHYECKHX
noJoc (CTpHit), Te€aHIMOIKTA3UHU.

[To cpaBHEHMIO CO B3pOCIBIMU MAlMEHTaMHU Yy JIETEH MOXET OTMevarbesi Oonbllas CTENeHb
abcopbuuu I'KC s Hapy>XHOro NMpUMEHEHHs, B CBS3M € 4YeM JaHHas KaTeropus MalUeHTOB
Oonee MoJaBepKEHa PUCKY Pa3BUTHs CHCTEMHBIX MOOOYHBIX 3(dexToB. ITO 00yCI0BIEHO TEM,
4TO JE€TH HMMEIOT He3pelblidi KOXHBIH Oapeep M Oosblee 3HA4EHHE OTHOIIEHMS IUIOIIAJN
TIOBEPXHOCTH Tena K macce Tena. Y aereit, npunumaBmux ['KC s Hapy»KHOro nmpuMeHeHwus,
OoTMeYaauch MoOouyHble 3¢ QEKTh: yrHeTEHHEe THUIOTalaMo-TUunopu3apHO-HAANOYEYHUKOBON
cucreMbl, cuHapoMm MHWuenko-KymmuHra, 3aaepikka pocra, OTCTaBaHME B NpuOaBKe Beca,

TMOBBIIIEHUE BHYTPUUYCPETTHOT'O JaBJICHHUA.

Ilepeno3supoBka

Cumnmompel: yrHeTeHHe (QYHKIMH THMIIOTalaMO-TUNo(U3apHO-HAANOYEYHUKOBOW CHCTEMBI,
BKJIIOYAsi BTOPUYHYIO HAIMOYEUHUKOBYIO HEJJOCTaTOYHOCTb.

Jlevenue: cUMNTOMATHYECKOE, TNMPH HEOOXOAMMOCTH — KOPPEKLHUS BOIHO-3JIEKTPOIUTHOIO

6ancha, OTM€Ha IIpernapara (I'lpld JUIUTENBLHON TEpalru — NNOCTCIICHHAas OTMCHa).

B3aumopeiicTBue ¢ APYIrUMH JIEKAPCTBEHHBIMH CpeACTBaAaMH
Kakoro-nu6o B3aUMO/IEMCTBUS Inpenapara Momar ¢ APYTUMH JIEKapCTBEHHBIMU CPEACTBAMU HE

3aperucTpUpOBAHO.

Ocobble ykazaHus
[Ipy HaHeceHMH Ha OONBIIME YYACTKH KOXKH B TEUCHHE JJIMTE/ILHOTO BPEMEHH, OCOOEHHO NpH
MPUMEHEHUH OKKJIIO3MOHHBIX MOBS30K, BO3MOXKHO pas3BuTHe cucteMHoro jeiicreus I'KC.

VYuurteiBas 9TO, 0OJIbHEIE JOJIDKHBI Ha6II}OD,aTLCH B OTHOLICHHWHU IPHU3HAKOB IMOJAAaBJICHHUSA (l)yHKIII/II/I



TUIIOTAIAMO-THITO(U3aPHO-HATIOYEYHHKOBOM CUCTEMBI " pa3BUTHS CHHJpOMa
Nuenko-Kymunra.

Cnenyer u3berath nonasanus npenapara Momar B riasa.

Cnenyer yuuteiBaTh, uTo I'KC CrnOCOOHBI H3MEHSTH MPOSBICHUS HEKOTOPBIX 3a0o0NieBaHMi
KOJH, YTO MOXKET 3aTPyAHMUTH MOCTaHOBKY JauarHo3a. Kpome toro, nmpumenenue I'KC moxet
OBITH NPUUUHOM 3aJICPIKKU 3KUBJICHUS PaH.

[Tpu pnurensHoit Tepamum ['KC BHe3zanmHoe mnpekpallleHHe Tepanuu MOXET TPUBECTH K
Pa3BUTHIO CHHApPOMa pHKOILIETa, NposBIsionierocs B (opme JaepMaTuTa ¢ WHTEHCHBHBIM
TIOKPaCHEHHEM KOXM M OLIyIIEHHeM okeHus. [1o3TomMy mocne AMMTeNBHOro Kypca Jed4eHUs
OTMEHy Tpernapara CleAyeT TMpPOM3BOAUTHL TIOCTENIEHHO, HampuMep, TNepexolas Ha
MHTEPMUTTUPYIOILYIO CXEMY JIEYEHHUs NIEPE]] TEM, KaK €ro MOJHOCTHIO MPEKPATUTh.

IIpy cucTeMHOM, Hapy’KHOM M MECTHOM (BKJIIOYas MHTpaHa3ajJbHOE, WHIAIAUMOHHOE U
BHyTpHUriaszHoe) npuMeHeHur [I'KC moryT BO3HMKHYTH HapyuieHus 3peHus. Ecnu y nmauueHra
NPUCYTCTBYIOT TaKME€ CHUMIITOMBI, KaK HEUETKOE 3pEHHME WM JpYrue HapylIeHUs 3peHus,
HeoOXOJMMO pEKOMEHJOBaTh MNALMEHTy OOpaTUThcs K OQTaNbMOJIOTY Ul  BBISBJICHUS
BO3MOXHBIX INPUYMH HapyLIEHWH 3peHUs, BKJIIOYAIOIIMX KaTapakTy, IJIayKOMy WM peaKue
3a00N€BaHMsA, HampUMep, LEHTPalIbHYIO cepo3Hylo xopuoperuHonatuio (LICX), koropsie
HabMoJanKch B psijie CIyyaeB MPH CUCTEMHOM, HapyXXHOM M MecTHOM npumeHenun ['KC.
Jlroboit w3 nobouHbIX  3¢¢eKTOB, ONMUCAHHBIH MNPH  CHCTEMHOM  NPUMEHEHHH
IIFOKOKOPTHKOCTEPOM/IOB, BKJIIOYAs M0aBJIeHUE YHKIMH HATIOYEYHUKOB, MOXKET BOZHUKHYTh
Y [IPY MECTHOM U Hapy>KHOM NPUMEHEHUH, OCOOEHHO Y JIeTel.

ITpu neuenun ncopuaza 'KC cnenyer npuMeHsITE ¢ OCTOPOXKHOCTBIO, OCKOJIBKY B OTAEBHBIX
ciydasx OBUIO  3aperMCTPUPOBAHO  TMOSIBIEHHE  PELMIWBOB  3a00J€BaHMS, Ppa3BUTHS
TOJIEPAHTHOCTH K TIpernapary, pHCK BO3HHUKHOBEHMs TI€HEPaTM30BaHHOIO IMYCTYJIE3HOTO
1ICOpPHAa3a M Pa3BUTUS MECTHBIX WJIM CUCTEMHBIX TOKCUYECKUX PEaKLUil BCIIEACTBUE HAPYILIECHHS
OapbepHOi QyHKUMM KOXH. [Ipy mpucoeMHEHUH BTOPUYHOM WH(EKLMH ClieIyeT MPOBOAMTH
COOTBETCTBYIONLIYIO aHTUOaKTepualbHyto Tepanuio. [Ipu moOBIX MpU3HaKaX paclpoCcTpaHEHUS
MHpEKIIMM  HeoOXoaMMO  mpekpatuTh  HapyxHoe npumeneHne ['KC u  mpoeectn
COOTBETCTBYIOIIEE JIEYCHHE AHTUOAKTEPUANBHBIMU MM TNPOTHBOTPUOKOBBIMHM NpernapaTaMu.
Ecnum oTmeuaroTcss nNpu3HAKM TOBBIIICHHOW YYBCTBUTEJIBHOCTH WM pa3fpakeHUS KOXH,
CBSI3aHHBIE C MPUMEHEHUEM Tpernapara, cJielyeT NpeKpaTUTh JieueHre 1 00paTUThes K Bpady. Ha
KOXe JMLa Yalle, 4eM Ha JAPYrHX MOBEPXHOCTAX TeNa, mocie jiutensHoro neyenus ['KC
MECTHOTO JEHCTBHS MOTYT TpPOSIBIATHECA aTpopUUecKHe HM3MEHEHHs; Kypc JI€UEHHs B 1TOM
clyyae He JO0/DKeH npeBslmath S5 JHeid. C  OCTOPOXKHOCTBIO MPHUMEHATh Y JIMIL C

CYHIECTBYHOIIUMHU anO(bHL]eCKI/IMH HN3MCHCHHUIMHU KOXH, 0COOEHHO y Jyal NPEKJIOHHOIO
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BO3pacTa. H€06X011HMO CO6.mOIlaTI> OCTOPOXXHOCTB IIPpH HAHECCHHH IIpe€riapata Ha JHLO,
CKJIaIKH, 00J1aCTh €CTECTBEHHBIX CFI/I6OB, Ha Y4aCTKH C TOHKOM KOXEH.

[IpuMeHeHMe B IeIUaTpUH

B cBA3M ¢ Tem, 4TO y AeTeil BeNMUMHA COOTHOIICHHS TUIOLIAJX MOBEPXHOCTH M MacChl Telsia
Oonplle, 4eM Yy B3pPOCIBIX, AETH TOJABEPXKEHBI OOJbLIEMY PHUCKY TOJABIeHUsS (QYHKIUH
TUIIOTaNIaMO-TUIIO(U3apHO-HATIOYeYHUKOBOM CUCTEMBI U pa3BUTHS CHUH/IpOMa
Huenko-Kymmnra npu npumenennu mobsix 'KC mectHoro aeiictBus. JluTenbHoe NeuyeHHe
aerert 'KC mMoxeT npuBecTH K HapyIIEHUSIM UX pPOCTa U Pa3BUTHSI.

JletTn NOKHBI TONMy4aTh MHUHHMMANBHYIO J03y TMperapara, JOCTATOYHYIO JUIs JIOCTHXKEHHS
s¢dexra. JlnurensHoe NpUMEHeHHe Mpenapara y AeTell JODKHO MPOBOJMTECS MO KOHTPOJIEM
Bpaya. Y JeTeil Kypc JeueHHMs He JOJDKEH MNpeBblmaTh 5 aHeH. OKKIIO3MOHHBIE MOBS3KH HE

AOJDKHBI IPUMEHATBCA.

Biusinue npenapara Ha CNOCOOHOCTD YnpaBJjsTb TPaAHCIOPTHBIMH CpeACTBaMH,
MEXaHU3MaMHu

Bnusiaus JICKapCTBEHHOI'0 Inpernapara MomaT Ha crnocoOHOCTH YHpaBJisATb aBTOMOOMIIEM HIIH
JABWXXYIIUMUCA MEXaHU3MaMH HE OTMECYCHO.

UccnepoBanuiéi o0 BIMAHMM MOMETa30Ha Ha CIIOCOOHOCTH ynpaBjiATbE TPAHCIIOPTHBIMH
Cp€ACTBaMHU, MEXaHHW3MaMU HE IPOBOJMUIIOCH. [TauMeHTsl JOJIKHBI OBITH NpeaynpexacHbl O
BO3MO>KHOCTU pa3BUTHA HEYETKOro 3pCHHUA. le/l MOABJICHUHW OIIMCAHHOI'O HEXEIATCIIBHOI'O

ABJICHUS CIIEAYET BO3ACPIKATHCA OT BBINOJIHEHUA YKa3aHHBIX BUIOB ACATCIBHOCTH.

®opma BbIycKa

Kpem ans HapyxkHoro npumenenus 0,1%.

ITo 5 r unu 15 r B amomuHueBO# TyOe, UMeIOLIEH COIJIO C 3aKPHITHIM KOHIIOM, C KPBILIKOM,
MMEIOIIEH OCTpHe JUIs MPOKAaJIbIBAHHUS.

Kaxnayro TyOy BMecTe ¢ HHCTPYKIMEH 10 NPUMEHEHHUIO MOMEIIAIOT B KAPTOHHYIO MavKy.

YcioBusi XxpaHeHust
ITpu Temneparype He Beime 25°C. He 3aMopaxuBaTh.

XpaHUTB B HEJIOCTYITHOM JUIsl JIETEeH MecTe.

Cpok rogHoctu
2 roja.

He TNMPUMEHATH MNpenapar 1o UCTEYEHUU CpoKa roJHOCTH.



YcaoBus ornycka

OtmyckaroT 1o peuenry.

Baajenen perncTpanioHHOro y1ocToBepeHust
I'nenmapk @apmacsrorukans JIta., Unaus
Glenmark Pharmaceuticals Ltd., India

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

IIpousBoanTenn
['nenmapk @apmacsrotrkans JIta., Uaaus
Plot Ne E 37, 39, MIDC Area, Satpur, Nasik-422007, Maharashtra, India.

Oprannzanus, NPUHHMAOLIAS NPETEeH3HH
00O «I'nenmapk Ummnake»
115114, r. Mocksa, yn. JleTHuKOBcKasi, 1oM 2, ctpoeHue 3, 2 atax; Tei.: 8 (499) 951-00-00,

caiir www.glenmark-pharma.ru.

Crneupanuct no peryJisTOpHbIM BOIPOCam HIumoga E.1O.




