ANOOEPUH°

AQDANANEH

MHCTPYKLNA
no NMPUMEHEHNIO NeKapCTBEHHOro npenapara /18 MeguLyHCKOro NpuiMeHeHNns
ONDDEPUH®

PeructpaumnoHHbiii Homep: M N 012654/02

Toprosoe Ha3BaHue npenaparta: QuddhepnH®

MexxayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: AfananeH

JlekapcTBeHHasi hopma: KpeMm A1 HApy>XHOro NPUMEHEHNSs

Cocras:

1 r Kpema cogepXxuT:

[evicTByroLee BeLecTBo:

ApananeH — 1,0 mr.

BcriomoratesibHbie BeljecTsa: kapbomep 934P (kap6onon 974P®) — 4,5 Mr, Makporona MeTUNAEKCTPO3bl ceckBucTeapar — 35,0 mr,
rnavuepon — 30,0 Mr, ckBanaH HaTypanbHbii — 60,0 Mr, MeTUNAeKCTPO3bl ceckBucTeapar — 35,0 mr, anHatpus agetart — 1,0 mr,
MeTunnaparmgpokcmbeHsoar — 2,0 Mr, nponunnaparugpokcnbexsoar — 1,0 Mr, heHokenataHon — 5,0 mr, umknomeTkoH — 130,0 mr,
HaTpusa rmgpokeng — oo pH 6,5 + 0,2, Boga ounweHHas — oo 1,0 r.

OnucaHue:

BnecTawmn kpem 6enoro useta.

dapmakoTepaneBTu4eckas rpynna: Cbinv yrpeBoli CpeACcTBO NTeHEHNs.

Kop ATX: D10AD03

dapmakonormyeckue cBoicTsa

dapmakoguHammuka

ApananeH - MeTabonuT peTUHOMAA, KOTOPbIA AENCTBYET Ha NaTONIONMYECKINI MEXaHN3M pa3BuTua Acne vulgaris, SBNSeTCsl CUMbHbIM
MOLYNIATOPOM KNIETOUYHOW A hepeHLMPOBKA 1 KepaTUHN3aLMn 1 0bnagaeT KOMegoHONIMTUYECKON U MPOTUBOBOCTANIUTENBHON
aKTVBHOCTbIO. MexaHu3m JecTBus afananeHa OCHOBaH Ha B3aUMOAENCTBIM CO CneunduyecKuMmn y- peLientopamm anugepmanbHbiX
KNETOK KOXW. B pedynbTaTe AencTsusi agananeHa npoNCXOAUT CHUXKEHNE «CLEMIEHHOCTU» SNUTENNAbHbIX KNETOK B YCTbe callbHO-
BOJIOCSIHOMO (hOSMKYSa U YMeHbLUeHVe 06pa3oBaHns MUKPOKOMeOOHOB. AfjananeH okasbiBaeT NpoTUBOBOCNaNNTENbHOE AeNCTBNE
in vivo 1 in vitro, Bo3gencTBys Ha hakTopbl BOCNANeHnsi nyTemM UHrMbpoBaHUst MUrpauun NeNKoUMTOB B oyare BocnaneHus,
YyrHETaeT XEMOTaAKTUYECKMI N XEMOKUHETUYECKUIA OTBETbI NOMMOPQHOSIAEPHbIX NTENKOLMTOB YenoBeka 1 nogaBnsieT MeTabonmsm
apaxugoHOBOW KMCNOThl A0 MeguaTtopoB BocnaneHus, AP-1 caktopbl 1 akcnpeccuto Toll-nogobHbIx peLenTopos 2.
DdapmaKoKuHeTHKa

Abcopbums agananeHa Yepes KOXy o4YeHb HM3Ka (0Kono 4 % nprMeHsiemol 003bl). KCKpeLuus 13 opraHn3ma npoucxonuT, rnaBHbIM
o6pa3oM, Yepes Xen4b.

MokasaHus K NPUMEHEHUIO

YrpeBasi Cblirb NErkor U CpegHet CTENEHN TSXKECTU, B TOM YMCTIE NPY HANMYMA KOMEOOHOB, nanys 1 nycTys.

MpoTuBOonokasaHus

- MNoBbIWEHHas YyBCTBUTENBHOCTb K afananeHy unm tobomy 13 BCOMOraTesbHbIX BELLECTB;

- DeTckuin BospacT o 12 net (6esonacHoCTb 1 9hheKTMBHOCTL Npenaparta st AaHHOM BO3PaCcTHON KaTeropun He yCTaHOBIEHA).
MpumeHeHne npenapaTa npyu 6epeMeHHOCTU U B NEpPUOp, FPYAHOro BCKapM/IMBaHUs

EepemeHHOCTb

KnuHmnyeckunin onbIT Hapy>XHOro NpYMEHEHUst apananeHa npyv 6epeMeHHOCTY HOCUT OrpaHNYeHHbIN XapakTep, 0gHaKo AOCTYMHbIe
OaHHble y NaumneHToK, NosyyaBLUMX npenapat Ha paHHKX cpokax 6epeMeHHOCTH, He CBUOETENbCTBYIOT O €ro OTpULATENBHOM BAVSIHAN
Ha TeyeHne 6epeMeHHOCT U Ha 300POBbE NIoAa.

B cBS13M € orpaHnYeHHbIM XapakTePOM MMEIOLLIMXCS AaHHbIX, a TakKe BCNEACTBME BO3MOXHOCTU HE3HAUYNTEIbHOO MPOHUKHOBEHNS
afananeHa yepes Koxy, npenapat OuddeprH® He cnenyeT NPUMeHATb BO BpeMsi 6epeMeHHOCTY.

B cnyyae HacTynneHusi 6epeMeHHOCTY NiedeHne cnegyeT NnpekpaTuTb.

lNepuon rpy[HOro BCkapMmBaHus

ViccneposaHuii NpOHNKHOBEHWISI Npenaparta B FpyAHOE MOJIOKO XKUBOTHBIX W YENOBEKA MOCTE HAHECEHVISt HA KOXKY He NMpoBOAWIIOCh.
MockonbKy crucTemMHas akcnoauums npenapata OudhepuH® y KOpMALWMUX Fpyabio XKEHLLVMH He3HaunTeNbHa, He npeanosiaraeTcs
Kakoro-nmbo Bo34eNCTBUS Ha AeTel, HAXOAALWMXCS Ha rPYAHOM BekapmnmsaHuu. Mpenapat OuddeprH® MOXHO NPUMEHSATb B
nepuof rpyaHoOro BCkapmManBaHus.

Bo nsbexaHve KoHTakTa rpyaHoro pebeHka ¢ npenapaTom npu npuMeHeHun npenapata OuddepuH® B neprod rpyaHoro
BCKapMuBaHus cnepyeT nsberatb HaHeCeHWs1 Ha obnacTb rpyau.

Cnoco6 NpuMeHeHNs 1 Jo3bl

TonbKo Ansi HapY>KHOro MNPUMEHEHVS.

Kpem cnepyet HaHOCUTb TOHKMM CJI0EM Ha MOpaXkeHHbIe YrPEBON ChIMbo YHaCTKN KOXW OAVH pa3 B CYTKU NepeL, CHOM Ha YACTYIO
CyXyto KOXY, n3beras nonagaHusi Kpema B rnasa, Ha rybbl, CnnmaucTble 060/104KN 1 Yronky Hoca.

3ameTHOe KNMHNYECKOe yNyylleHne pasBuBaeTcsi nocrne 4-8 Hepenb Nie4eHnsi, CToKoe yry4lleHne nocne 3-x MecsiyHoro Kypca
neveHus.

MockonbKy Npy NeYeHU YrpeBoli Chinv MPUHSTO YepenoBaHne METOLOB Tepanuu, To Yepel 3 MecsiLia Tepanuu npenapaTom
PEKOMEHYEeTCsi MPOKOHCYIbTUPOBATLCS C BPa4YOM O AalibHeNLLIeN Tepanumu.

Mo6ou4Hble pencTeua

Mpu npumeHeHn npenapata AnddeprH®, Kpem st Hapy>KHOO MPUMEHEHVIS!, MOIyT BO3HUKATb HEXXenaTe bHble peakuum,
npvBeaeHHble B Tabnuue 1. [laHHble peakumn pacnpefeneHbl No Knaccam CUCTEM OPraHoB Y YacTOTe BO3HUKHOBEHUS C
1CMOJIb30BaHNEeM crefytoLLel NPUHATON knaccudukauum: odeHb Yacto (= 1/10), yacTo (oT = 1/100 go < 1/10), HeuwacTo (oT = 1/1 000
0o < 1/100), pegko (oT = 1/10 000 po < 1/1 000), oyeHb pegko (< 1/10 000), yacToTa HeM3BeCTHa (HacToTa BCTPEYAEMOCTN HE MOXET
6bITb ONpeaeneHa Ha OCHOBaHUV UMEKOLLMXCS AaHHbIX, BK/oYas AaHHble MOCTPErnCTPaUMOHHOMO NPUMEHEHNS).
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Ta6nuua 1.

CucTeMHO-opraHHbIN YacToTa BcTpeyaemocTtu HexenatenbHasa peakuus

knacc (MedDRA)

HapyLueHns co cToOpoHblI YacTtoTa HemsBecTHa* AHadunakTnyeckas peakLuusi, aHrMOHEBPOTUYECKINI OTEK (0TeK
NMMYHHOW CUCTEMbI KBUHKe), oTek nmua, otek ryb

HapyLueHns co cTopoHbl YacTtoTa Hem3BecTHa® PaspgparxeHune KoxXun Bek, aputeMa KOXu BeK, 3yf, BeK, OTeK BeK
opraHa 3peHusi

HapyLweHns co CTOpOHbI YacTo (=1/100 go <1/10) CyXxOCTb KOXW, pasfparkeHne KOXXN, OLLYLLIEHNE XOKEHUS KOXMU,
KOXW 1 MOAKOXHBIX TKaHewn apuTema

HeuvacTo (=1/1000 go <1/100) | KoHTakTHbIN OepMaTuT, oLUyLLieHe ANCKOMMOPTA, COMTHEYHbIN OXOr,
3yA, WenyLeHne Koxu, yrpesas Cbinb

YacTtoTa HemsBecTHa* Annepruyeckunin [epMaTuT (anneprimyecknii KOHTaKkTHbIA gepmaTtuT),
60N1Ee3HEHHOCTb KOXW, OTEK KOXXM, OXKOI B MECTEe HaHECEHUS*™™,
FMNOMUIrMEHTaUNSt KOXM, FMNeprMrMeHTaLms KOXn

LaHHble NOCTPerncTpaLoHHOro HabnooeHus
** BONBLWMHCTBO CIly4YaeB «0XKora B MeCcTe HaHeCeHUs » Bbln NOBEPXHOCTHBLIMU, HO TakXXe coobLLanock 06 oxkorax BTOPOW CTEMNEHN

Ecnn ntobble 13 ykasaHHbIX B MHCTPYKLMM NOBOYHBIX 3hheKTOB yCyrybnstoTcs Uan oTMedatoTcs tobble apyrie noboyHble apdekTsl,
He yKasaHHble B MHCTPYKLUWW, CregyeT HemMeasIeHHO coobLmnTb 06 3TOM Bpayy.

Bo Bpemsi nocTpernctpauMoHHoOro HabnoaeHns agananeHa 6biiv 3aperncTpupoBaHbl aniepruyeckmne peakumm n peakuum
rynep4YyBCTBUTENBHOCTU. JleyeHne npenapatom OuddepnH® cnenyeT npekpaTTh U 06paTUTLCS K Bpady ecniv annepruyeckas
peakuus nnn aHacdunaktTuyeckas / aHadunakTonagHas peakuysi BO3HMKIA BO BPEMS NIeYeHNs (HanprmMep, KOXHasi Cbinb, 3yA,
KpanuesHuua, 605b B rpyan, OTEKN (QHMMOOTEK), 3aTPyOHEHNE ObIXaHUS).

Mepeposnposka

136bITOUHOE HaHeCceHWe npenapara Ha KoXy He npuBedeT K 6onee 6bICTPOMY AOCTVXKEHUIO pedynbTaTa Uiy nosayyeHuio 6onee
BbIpa>XeHHOro addekTa, OAHaKO NPy 3TOM MOXET Pa3BUTLCS MOKPaACHEHWE, LWeNyLeHne Unm UckoMgopT.

Kpem OuddeprH® npegHasHayueH ToNMbKO Ansi Hapy>XKHOro npumMeHeHus. Mpu ciyyainHoM NpornaTbiBaHnN faXe He3HAUNTENbHOrO
KONMM4yecTBa npenapara, criefyeT NpoMbITb XeyaokK, Npy HE06X0AMMOCTY NMPOBOAAT CUMMTOMATUYECKYO Tepanuto.
B3aumopeiicTBMe ¢ ApyrumMun neKapcTBeHHbIMU cpeacTBamMu

BcacbiBaHve apananeHa Yyepes KoxXy SiBNISIeTCS HU3KMM, MOSTOMY ero B3aMMOZENCTBUE C CUCTEMHbBIMU NIeKapCTBEHHbIMI
npenaparamy MasioBEPOSTHO.

He ycTaHOBNEHO B3anUMOLENCTBIIA C OPYrMMIN TEKAPCTBEHHBIMU CPEACTBaMN, KOTOPbIE MOTYT NPUMEHATHLCA HapPY>KHO U OAHOBPEMEHHO
¢ npenapatom AduddepuH®. Mpu npumeHeHun kpema OndhepurH® B Be4epHee BpeMs yTPOM MOXHO NPUMEHSITh Takue npenaparhbl
0151 HAPY>KHOIMO NTIeYEHNs1 YITPEBON CbIMK, Kak pacTBOPbI aputpoMuumHa (0o 4%) nnm knnHgamuumHa gocdarta (1% B nepecyeTe Ha
OCHOBaHUe) unu renn 6eH3onna nepokcraa Ha BogHom ocHoBe (0o 10%), NocKosbKy AaHHble Npenapathl He Bbi3biBalOT B3aVIMHON
nerpagauum unm KymynsiTUBHOro pasgpaxeHus. TeM He MeHee, OQHOBPEMEHHO C afiananieHoM He criefyeT NPUMEHSTb apyrue
peTrHoMabl UK NpenapaTbl CO CXOAHbIM MEXaHN3MOM OEeNCTBYS.

OpHoBpeMeHHOe NnpuMeHeHre npenapata QuddeprH® n cpencTs As NUMHra, abpasvBHbIX OYMLLAIOLLVX CPeACTB, a TakxXe
CpencTB C NOACYLUMBAIOLLM, BSXKYLLM UM pasopakaroLwmm AeNCcTBrEM (apOMaTMYECKNX UV CIMPTCOAep Kalmx CpeacTs) He
pekomMeHayeTcs.

Oco6ble ykasaHus

[Mpv Nnogo3peHun Ha pasBUTe peakuun NOBbILLEHHOW YyBCTBUTENBHOCTN UKW TSHXKENOoM hOPMbl PasaparkeHust KOXn cnegyet
npekpaTuTb NPUMEHEHVEe Npenapara.

B HekoTopbIx cnyyasx, B 3aBUCYMOCTU OT CTEMNEHU pasfpaXKeHUst KOXNM, YACNIO HAHECEHNIN MOXET ObITb COKPALLLEHO, MOXET 6bITb
PEKOMEHA0BaHO NPYIMEHEHNE HEKOMELOMEHHbIX YBAXKHSIIOLLNX CPEACTB UK Ie4eHe NPUOCTaHOBIIEHO 0 NCHE3HOBEHMS MPU3HAKOB
pasgpaxkeHys Unu NosHOCTbio. Bo306HOBMEHWE NeYeHsi BO3MOXHO MOC/e KOHCYbTaluy ¢ BpaqyoMm.

Cnepnyet nsberatb nonafgaHns Kpema B rnasa, poT, YroJiku Hoca 1 Ha CM3ucTble 060/104KN.

Mpwn cnyyariHoM nonagaHuy npenapaTta Ha CM3NCTble 060104KM a3, HeobXoAMMO cpa3dy MPOMbITb UX TEMJION BOLON.

Mpenapat HeNb3st HAHOCKTb Ha MOBPEXXAEHHYIO B pe3y/bTare TpasMbl (MOpPesbl MU CCaayHbl), CONIHEYHOTO 0XKOora Ui 3K3eMaTo3HYH KOXY.
LOucbchepuH® obnagaeT MecTHOpasapakatoLLyM NMOTEHLMANIOM Y HEKOTOPbIX MNALMEHTOB, NMO3TOMY CleAYET C OCTOPOXXHOCTbLIO
COBMeLLaTb NPUMEHEHME CO cpeacTBamu, obragaroLyMm NoTeHLManbHO pasapaykawmm eNCcTBUEM (HanpyMep, MeanLUHCKe
1Ny abpasvBHbIE Mblna UM OYMLLAIOLLIME CPeCcTBa, KOCMETUYECKUE CPEACTBA C CU/bHLIM MOACYLUMBAIOLLM KOXY OENCTBUEM /U
cpefcTBa C BbICOKUM COOEP>KaHNEM CMUPTOB, BSXKYLLMX BELLECTB, CNeuui unm nanmMa).

Lns neveHust y3nosaTbIX Y KOHFNOBATHbBIX akHe TSXKENOW CTEMNEHUN NPUMEHSIIOT CUCTEMHbIE aHTUbaKTepurasnbHble Npenaparbl +
apananeH, 6eH3onna Nepokcua N KombuHaumo agananeH + 6eHsownna nepokcua. B aTom cnyyae agananeH MOXeT NPUMEHSTLCS
0151 NeYeHnst yrpeBow Cbiny Ha nue, rpyay Uan cnvHe Nof, HabniogeHneM Bpava.

OpHako He crnefyeT NPUMEHSITb afananeH B MOHOTepanumn Y NauMEHTOB C TSKeNon (hOPMOI YrpeBol Chini Ha OBLLMPHbBIX yHacTKax KOXK.
Mpenapart B Buge kpema fyulle nooxoouT AAs NPUMEHEHNsT Ha CyXOW 1 CBETJION KOXe.

Bo nsbexxaHve pasgparkeHusi KoXXn npu nprMeHeHny agananeHa Heo6xooumo CBECTU K MUHUMYMY BO3LENCTBUE CONTHEYHOro cBeTa
1 UCKYCCTBEHHOIO yNbTpachroneToBoro 06yyeHrs, BKIoYas namrbl CONHeYHoro ceeta. Ecnm nsbexartb Takoro BO34encTBYS He
NPeacTaBNseTCs BO3MOXHbIM, PEKOMEHOYETCS NPUMEHEHNE COSTHLESALLUNTHBIX CPEACTB 1 OOEXAbl AN 3alUTbl yHaCTKOB KOXM, Ha
KOTOpble 6bln HaHeCEH npenapar.

Tak>xe cnegyeT nsberarb BO3LENCTBUS 3KCTPEMasIbHbIX NOroAHbIX BO3AENCTBUN, TAKNX KaK CUMbHbIA BETEP UM X004, TaK Kak 3TO
Tak>Ke MOXET NPOBOLMPOBaTh pasgpaXeHre Ha y4acTkax, Ha KOTOpbIX MPUMEHSSICS npenapar.

Mpu npuMmeHeHn npenapata AuddeprH® BO3MOXHO UCMONb30BaHNE KOCMETMYECKIX CPEACTB, He 06/1afatomnx KOMeooreHHbIMN
VN BSXKYLLMMUA CBOVCTBaMU.

Kpem OuddepnH® coaepxnt meTunnaparugpokcmbersoat (E218) n nponunnaparugpokcnbeHsoart (E216), KOTopble MOryT Bbi3blBaTb
annepruyeckrie peakuuy Bo BPEMsi N NOCe 3aBePLUEHNS NTEYEHNS.

BnusiHue Ha cnocoGHOCTb yNpaBsaTh TPAHCMOPTHLIMU CPEACTBAMU U paboTaTb C MexaHU3Mamm

Kpem OuddepnH® He okasbiBaeT BANSHUA Ha CMIOCOBHOCTb K YMpaB/eHnio TPaHCMOPTHLIMU CPeaCcTBaMy 1 paboTe C MeXaHn3MaMu.
®dopma Bbinycka

Kpem ons Hapy>xHoro npumeHeHusi 0,1% no 30 r B antoMnHneBon Ty6e, C BHYTPEHHUM SMOKCUMDEHONBHBIM MOKPLITUEM, C
antoMUHUEBOV MEMBPaHOI 1 MIOTHO 3aBUHYMBAIOLLENCS NOUMPONUIEHOBOW KPbILWKOWN ¢ nepdopaTtopom ans Tybbl. Mo 1 Tybe
BMECTE C MHCTPYKLMEN NO NPUMEHEHNIO NMOMELLIAIOT B KAPTOHHYH KOPOOKY.

YcnoBus xpaHeHust

Mpu Temnepatype He Bbiwe 25 °C. He 3amopaxuBaTb.

XpaHnTb B HEQOCTYNHOM ANs AeTen MecTe.

CpoK rogHoCcTu!

3 roga.

He ncnonb3oBaTk Nocne NCTeYEHNs1 CpoKa rogHOCTU.

YcnoBus oTnycka

OTnyckatoT 6e3 peuenTa.

MpousBogurtennb

Na6opaTopun Mangepma

3oH ViHpycTtpuens, MoHTAe3mp,74540 Anbbn ctop LLlepaH, ®dpaHuus
OpraHusauusi, NpMHMMatoLwas NpeTeH3um ot
nortpeéurteneii:

000 «rANNOEPMA», Poccusi

123112, MockBa,

1-n KpacHorsappgevickuii npoesg, g. 15,

atax 34, ocduc 34.01

Ten.: +7 (495) 540-50-17
E?r?waiT: P(V.Ru)ssia@galderma.com G A ]_ D E R M A
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