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MUHHCTEPCTBO 3JIPABOOXPAHEHU S U COLIUAJIBHOT'O PA3BUTUSA
POCCUICKOH ®EJIEPALIVU

WHCTPYKIIMA
[0 NPUMCHECHHIO JICKapCTBECHHOI'O Npenapara 1jid MCAULHHCKOTO NPUMCHCHNA
IEJIECTOJXEPM®-B :
(CELESTODERM®-V)

PerncrpaunoHunslii Homep:

Toprosoe Ha3BaHue: I_ICJICCTO,I[epM®-B -

Me:xaynapoanoe HenaTeHTOBaHHOe Ha3BaHHe — GeramerasoH (betamethasone)
JlexaperBeHHast popma: Ma3b Ul HAPYXKHOTO NPUMEHEHHUS

CocraB

B 1 r Ma3u conepsxures: ‘ i

axmugeHoe eeujecmeo: GeTaMeTazoHa 17-sanepar — 1,22 Mr (B 3xBuBasneHTe 1 Mr GetamerasoHa);
écnomozamenvhvie eewecmea; napadu xuxKuii — 100,0 mr, napaduH Genprii MSATKHi ~ 898,78 mr.
Onucanne

Onnoposnas Ma3b 6enoro LiBeTa MATKOH KOHCHCTEHIIMH, He COflepyKalllas BUINMBIX YACTHIL.
(®apmakoTepaneBTHYECKAsl FPyINa

I'nmoKoKOpTHKOCTEPOUA U1 MECTHOTO NPUMEHEHHUS,

Kon ATX: D07ACO1

®dapmako.JoruiecKue cBoiicTea ;

BeramMerasoH oOkaseiBaeT MpPOTHBOBOCTIANHTENBHOE W NPOTHBOAIEPrHYECKOE  AEiiCTBHE
NOCPECTBOM TOPMOXKEHHA BHICBOGOKIECHHA IIMTOKHHOB U MEAUATOPOB BOCTIANIEHHS, YMEHBIIECHHUS
MeTabonM3Ma  apaXMIOHOBO  KHCJIOTHI,  MHAYLMPOBaHUSA oﬁpaaosaﬁwx JIMIIOKOPTHHOB,
061a/aI01HX IPOTUBOOTEYHOH aKTHBHOCTBIO, CHUXKEHH: POHULIAEMOCTH COCY/I0B.
Mukpoaucnepcus sroro rimokokoprukocreponaa (TKC) B nexupHoii, He MMeromeil 3amaxa, He
OCTaBJAIOINEH CNeloB Ha OAEXKAe, JErko CMbIBalolieiicd Ma3eBoil ocCHoBe obecreynBaeT

3¢ dexTHBHOE MPOHNKHOBEHHE B KOXKY M GBLICTpOE Hayaso AeHCTRUI.




KOXH, BTopu4Hast HHdexuus, arpodus KOXH, CTpHH H NOTHHLA.

o I1N012745/01-140611

Ioxazanns k npuMeHeHHIo

BocnanutensHsle 3a6oneBaHus KoM, nomaaromuecs rimokokoprukocrepouanoii ('KC) Tepanuu,
5K3eMa (aTOMMuYecKas, JETCKas, MOHETOBH/IHAS), KOHTAKTHBIN JepMaTUT, Ce0OpeHHEIH NepMaTHT,
HelpoNepPMUT, COJIHEYHBIH JEpMaTHT, OSKCQONMATHBHEIM JEpMaTHT, A JIyYeBOH JCPMATHT,
MHTEPTPUTHHO3HBIA AEPMaTUT, ICOPHA3, aHOTEHHUTANBHEIH U CTap4ecKuii 3y..

IIpornBonoka3anus

'

— TMNOBBHIIICHHAA YYBCTBUTECJIBHOCTD K Kaxomy-nu6o 13 KOMIIOHCHTOB IIpernapara, :

)

’ 6epeMEHHOCTE (IPUMEHEHHE BRICOKUX JI03, JUTMTENILHOE JIEYEHHE);
— MNEPHOA JIAaKTaLUH; ,
— JIETCKHii BO3pacT — 0 6 MeCALEB.
Cnoco06 npuMeHeHHs H 103kl

‘

HapyxHo. ‘

Maspb uenecronepM-B® CIIElyeT HAHOCHTb TOHKHM CJIOEM Ha MopaxeHHble yyacTku 1-3°pasa B
IeHb, B 3aBUCHMOCTH OT TSXKECTH COCTOAHUA. B GOMBLIMHCTBE CIy4aeB s AOCTHxXeHUs dddexra

OBIBAacT AOCTATOYHLIM HaHeceHHe 1-2 pasa B I€Hb. ,

IToGounoe aeiicTBHE . .

* {

le/l NpUMCHCHHUH I'KC MecTHOrO JAeiCTBUSA Ha0moaanuch CHCII}'!OIIIPIC HC)KCIIaTCJ'IbHBIC ABJICHUA:
JKIKCHUC, pasnpanceﬂue U CYXOCTh KOXH, (bOIIﬂPleJ'lI/lT [‘HI‘ICprMXO3, yI’pﬁBPIAHBIC BBICHIITAHUA,

FUNONUrMeHTaluuA, nepnopanbubn‘/’l JEpMaTurT, annepmqecxuu KOHTaKTHBIM JAepMaTHUT, Malcpalius ,

v

’

Oco0ble yKa3aHHSA H MePbI NPEAOCTOPOKHOCTH v

Tpu otcyTetBun 3dihekTa OT NieYeHUs B TeYCHHE 2 HEAEb PEKOMEHAYETCA ofpaTuThCs K JIeyaueMy

Bpayy C LENbI0 BOBMOJKHOTO YTOUHEHNUA AMarHo3a. )
EcniM npu NPUMEHEHHM NPENapara OTMEYEHO pa3fpaXkeHHe WIM  peaKuusd NOBLILIEHHO
YYBCTBUTENLHOCTH, JICUCHHE CIENYET NPEKPaTHTE H noaoGpath GoJEHOMY aJIEKBATHYIO TEparnuio.
Tpu BropuuHO# rpubKOBOH MK GakTepuanbHOM HHEKUMH ClIeAYET HA3HAYNTE COOTBETCTBYIOMIUE
JleKapcTBEHHBIE CPEACTBA. B cilyuae OTCYTCTBUA NPH ITOM GHICTPOro MOJNOXKHUTENLHOTO apdexra,

npumenenne TKC f0mkHO GHITE NPEKpalleHo MO TeX Mop, Moka He GYyT JIMKBHAMPOBAHEL BCE

¢
’

npu3HaK¥ MHQEKLHH.
JhioGeie mobounnie dQdextst cucteMHelx I'KC, B TOM 4MCIE YrHETCHHE $yHKUMH  KOPBI

HaNO4YEYHUKOB, MOTYT OTMEYATHCA TAKKe MPH UCIIONB30BAHUH MECTHBIX I'KC, ocobeHHo y aereid.




- | C e : HN(')112745/0/1-'140611

¢

/ Cucremnas aGcop6uus mMectHerx 'KC mosrilieHa npy UX JIUTEALHOM NPHUMEHEHUH, NIPH JICUCHHH
OGUIMPHEIX NOBEPXHOCTe}! TeNa WK NPH HCTIONB30BaHNH 3aKPHIBAIONIMX TIOBA30K, 4 TaKKe y ACTEH.
Llenecronepm®B nokazan TONBKO [N HAPYXKHOTO NPUMEHEHHS M HE MpeAHasHayeH A
npUMeHeHUs B 0TalbMOJIOTHH. ‘
‘, IIpuMeHeHNne B MEAHATPUYECKON NPAKTHKE

' Massp I_[enecronepM@-B MOJKeT GHITh NCTIONE30BaHA JUTA JIeYeHHs JieTell B BO3pacTe OT 6 MeCsLeB.
, ' Iletnt MOTYT GoITh Gonee BOCTIPUHAMUMBEI K npuMeHenuto MecTHEIX 'KC, BEI3BIBAIOINX yTHETEHHE

runoTanamo-runodusapHo-HaanoyeyHukosoii cuctemsl (I'TH), yeM MalMeHTH CTapLIero BO3pacTa,

»

B CBSI3U C nonmmeHHoifl abcopbuueii npenapara, CBA3aHHOH ¢ Gonblueii BEMHYNHON COOTHOIUEHHUS Y
HUX TLIOL3/ MOBEPXHOCTH 1 MaCCHl Tea. , C !

. VY nereit, npnum«aamux MECTHBIE FKC OTMEHAIIUCh ClIeytolIHe no6o4HkIe 3q)<1>e1m>1 NoJiaBJeHHE

‘ i
¢byuxuun I'TH Cl/lCTeMbI, CHHApOM Kymiunra, HHHBHHaﬂ 3aJiep)kKa pocTa, OTCTABaHHE B anGaBKe

N 1
} r ¢

SR Beca, MOBBIUMICHHE BHYTPHUEPENHOTO ,uaBneHmi. . CHMNTOMBI yrHeTemea dyHKUMH xopm

Pl ' Hallnoqe‘lHPlKOB y JleTeH BKJIIOYAKOT B Ceﬁﬂ CHPDKCHI/IG yPOBHﬂ KOpTPl3OJ1a B l'lJ'IaSMe 41 OTcyTCTBHe
! N \ R
5 @ ‘ OTBeTa Ha CTPIM)’IIHIJ,H!O AKTF HOBBIIIICHMG BHyTpI/I‘lepel'lHOFO IIaBIIeHI/lﬂ (HPOHBnﬂeTCﬂ AN
f . .

!
'BBInyaHHCM pommql(a I‘OJ’IOBHOX/I 6011[:}0 JlByXCT OpOHHHM OTCKOM JMCKa 3pUTEJIBHOrO HCpBa

A
¥

\ \ . . ,
' IlpumemneHHe BO BpeMﬂ 6epemelmocTu u JIAKTALlUH . T ,
.
‘L . \B cB3U © TEM, 4TO 6e30nacuoc1‘5 IIpMMeHeHHﬂ MecTHRIX [KC y 6CpCMeHHHX He yCTaHOBJICHA,

Y Ha3Ha‘1€HPlC npenapaTOB BTOI‘O Knacca B MEpUOL 6epemeHHocru ONnpaBJaHO TOJIBKO, €CJIH nojp3a;

i

' Jlﬂﬂ marepu ABHO: npesmmae’r B03M0)KH[>IVI Bpen A nno,na. I'Ipenaparbl lIaHHOH prHIIBI HE

K _ JIOJDKHBI MPUMEHATHCS y GepeMeHHBIX B GOMBIINX 033X UIH B Teqeﬂue JUIMTENEHOTO BPEMEHH.
Tak xak j0 HaCTOALLErO Bpemeuu HE YCTaHOBJIEHO, MOTYT Jm I'KC npn MECTHOM" npnmenenuu "
A CHCTEMHO a6cop6uym NPOHMKATh B [PYAHOE MOJOKO, . CICAyeT npexparmb rpyzuxoe

e chapmnnBaHne WJIH PUMEHEHHE npenapaTa, y4YUTHIBaA, HAcKOJIBKO €ro npumeﬂeune Heo0xoauMo
' )
’ IJIA MaTepu. ' » . "y
) o

Ilepeno3upoBKa L Co

'
'

v CumnroMsl. UpeamepHoe UIH TUTENBHOE npumeHeHue mectHeIX 'KC moxer BLISBaTb yrHETeHUE

‘

X

q))’HKlllfiPl runocbusapﬂo HalIHO‘le‘lHPIKOBOI/l CI’ICTCMI:I, YyTOo MOXCET CTaTh ﬂpﬂ‘ll’lHOPl pa313m'mx

BTOPMYHO#M HEJOCTAaTOYHOCTH KOPBI HaJNO4EYHNKOB 'M TIOABJICHHS CUMITTOMOB runepxopmumma
. LN
BKIIOYas cuHapom KymuHra, .

Jleuenne. TloxazaHOo COOTBETCTBYHOLIEE CUMIITOMAru4yeckoe JICHEHUE. OCTpBIC CUMIITOMBI

FUIEpKOPTHII3Ma 0651uHO oGpaTuMbl. ITpu HE0OX0MMOCTH NokasaHa KOppEKLUA 3NEKTPOJIUTHOTO

' ’ 3

Vo
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aucbananca. B clyyae XpOHHYECKOro TOKCHYECCKOro JIeiicTBUA PEKOMEHAYETCS MNOCTCNCHHAA

ormena I'KC.

@opma BbINYCKA

Mass ans Hapyxsoro npumenenus 0,1 %. ITo 15 r uan 30 r B anOMHUHHEBBIX Ty0ax, NOKPBITBIX
ATOKCHIHBIM JIaKOM H 3aKpHIBaoluxcs MemGpaHoii M HaBuHumBatoweiics Kpolkoit. ITo oanon
TyGe BMeCTe C HHCTPYKIMEH 10 PUMEHEHHIO B KAPTOHHOM nauke.

Cpok rogHocTH

5 net. He ucmons30BaTh N0 HCTCYEHHUH CPOKA FOAHOCTH.

YcnoBusi XpaHeHUs

B HenOCTYNHOM AN aeTeil MecTe.

Xpanuth npu Temneparype He souue 25 °C.

Ycaosus OTHyCKa

be3 peuenra.

BJAJAEJELN PY

Ilepunr-TInay JlaGo H.B., Xeitct-on-aeH-bepr, benerus

NPOU3BOIUTEJIb

M pousseaeHo/Bpinyckanouuii KOHTPOIb Ka4uecTsa:

Ilepunr-Tlnay Jia6o H.B., Xeiicr-on-nen-bepr, benprus

Schering-Plough Labo N.V., Industriepark 30, B-2220, Heist-op-den-Berg, Belgium
[IPETEH3UY HOTPEBUTEJENA HAIIPABJIATD 11O AJIIPECY

000 «MCJ1 ®apMacerOTHKAJICH

yn. ITaBnosckas, 1. 7, CTP. 1

r. Mockga, Poccus, 115093

ten.: (495) 916-71-00

dakc: (495) 916-70-94

KoopauHnartop otAena no pabore

C perynsaTOpHEIMM OpraHamMu

MSD
Pharmaceuticals LLC

«MC]] @apmaceroTHKaIC) Kopueesa H.B.




