AodsaHmaH ma3b 0,1% - 15,0

Ckrnag nikapcbkoro 3acoby
Oitoya pevosuHa: 1 r KpeMy MiCTUTb 1 MI METUNNPEHI30NOHY aLenoHaTy;

OO0rMoMiXKHI pedosuHU: feunnonear, rniuepon MoHocteapat 40-55 %, cnupT LeTocTeapunoBui,
TBEPAWM XKMp, copTnsaH-378, noniokeun-40-cteapart, rniuepuH 85 %, HaTpito egeTaT, cnvpT
©eH31noBuN, BYTUNTIgPOKCUTONYOr, BOAA OYMLLEHA.

Jlikapcbka doopma. Kpem. binui Henposopuin kpeM. HasBa Ta mMicue3HaxomKeHHs1 BUPOOHWMKa.
banep XencKep Manydaktypidr C.P.J1., ITanis

Bia E LWWepiur, 21, 20090, Cerpate, MinaH, ITanis

Bayer HealthCare Manufacturing S.R.L., Italy

Via E Schering, 21, 20090, Segrate, Milano, Italy.

dapmakoTepaneBTUYHa rpyna
KopTukocTtepoigun onsi 3acTocyBaHHs Yy AepMaTosori.
Kog ATC DO7A C14.

MeTunnpefHisonoHy auenoHaT (6a-MeTunnpeaHi30N0oHy aLenoHaT) € HeranoreHo3amilleHo
KOPTUKOCTEPOIAHOK CUHTETUYHOI MOMEKYIOH, L0 XapakTepuayeTbCs NiABULLEHVM CTYNEHEM

6a-meTurioBa rpyna Bomogie noTeHLuitoroumMm edpektom, a ninodinbHi rpynmn cknagHux edipis
3a6e3ne4ytoTh Kpalle NPOHUKHEHHS Yepes LLKIpY.

MicueBui npoTusanansHUM eqekT, NigTBepAKeHNN papMakonoriYHMMm Ta KniHiko-
dhapMakonoriYyHMMm OCTAXKEHHAMN, € aHANOrYHUM edeKTy KOPTUKOCTEPOIAIB MOTYXHILLOT Ail.
CuctemMHa gia meTunnpenHisonoHy auenoHaTy npu Koro MicLLEBOMY 3aCTOCYBaHHI, 3a AaHMU
O0CHIIKEHb, BUPaXXeHa HE3HAYHO MipOoto.

e [litoya peyoBMHa NpenapaTy AgBaHTaH® LWBMAKO NPOHUKaE Yepes LWKipy, ane abcopbuis €

cna6koto (< 1 % 3acTocoBaHOi 403U NPOTAroM 24 roanH Ha HEMOLLKOAXKEHIN LKipi, 6e3 Oknto3il;

3 % - 3 oknio3i€l0).
e YepeswkipHa abcopbuia y pesynbTaTi NiKyBaHHS i3 3aCTOCYBaHHAM MigBULLEHNX 003 Y

nauieHTiB, XBOPMX Ha aTonivHWIA AepmMaTuT i ncopias, ctaHoBuTb 2,5 % y gopocnux 1a 0,5-2 % y

aiTen.



e Ha wkipi ntoguHn gitoda pevoBrHa npenapaty ABaHTaH® Cnpusie CTBOPEHHHO (LLIISIXOM
riZporni3y) BUCOKOAKTMBHOIro MeTaboniTy 3 NiaBMLLEHUM adiHITETOM A0 MDKKNITUHHUX
peLenTopiB, LLO HerarMHo iHaKTUBYETLCS LUNAXOM [FOKYPOHOBOI KOH'torauii ogpasy nicns
abcopbuii. B opraHiami nioguHM nicng BHYTPILLHLOBEHHOTO BBEAEHHS eKCKpeLlisi HeakTUBHUX
meTaboniTiB BiabyBaeTbCA y cniBBigHOLWEHHI 1:5 MiXk BUBEAEHHAM i3 ceveto Ta 3 kanowm. lNepiog
HaniBBUBELEHHS CTaHOBUTbL 6rM3bko 16 roavH, a 3B'a3yBaHHA 3 Ginkamu nnasmu kposi — 90 %.

e Byab-AKa MOXNMBICTb akyMynsLii € BUKITHOYEHOH.

[NokazaHHsA ons 3aCTOCYyBaAHHA

ATonivyHmi gepMmatut (HempogepMiT, EHOOreHHa ek3emMa); cnpaBXHs (iICTUHHA) ek3ema; NpPoCTUi
KOHTaKTHUIN OepMaTuT Ta anepriyHUM KOHTaKTHUIN epMaTuT; QMCrigpOoTUYHa ek3ema, AuTada
ek3ema, cebopenHmuii gepmaTuT (Ta ekaema), y TOMY YUCHi Ha BOFIOCUCTIN AiNsiHLi rOfoBu;
HYMyrsipHa ek3ema, 4epMaTo3n BOMTOCUCTOI AiNsHKM FONoBM 3ananbHOro xapakrepy, Lo
CYNpPOBOOXKYHOTHCSI cBepbeXeM.

npOTI/II'IOKa3aHHF| .

e [ligBuLLEHa YYTNMBICTb A0 METUINPEAHI30MNOHY alenoHaTy abo Ao Byab-AKOro iHLIOro
KOMMOHEeHTa npenaparTy;

- Ty6epKynbo3Hi Ta cUINiTUYHI NpoLecy Y AiNsAHLUI HAHECEHHS npenapaTy; BipyCHI 3aXBOPIOBaHHS
(Hanpuvknag, BiTpsiHa Bicna, onepisdyBanbHUM Nnwan), po3auea, nepiopanbHui AepMaTUT, BUPA3KOBI
YPaXKEHHS LUKIpW, 3BUYanHi Byrpu, atpodidHni 4epMaTuT, LWKIpHI peakuil nicns WenneHHs y ginadui
HaHeceHHs npenapary.

HanexHi 3axogu 6e3neku npu 3acToCcyBaHHi

Mpu nikyBaHHI NATONOrYHOro NPoLecy Ha BENWKIN OiNsHLU LWKipy TpuBanicTe Tepanii NoBMHHA OyTn
YiTKO BM3HaYeHa Nikapem.

Mpu GakTepianbHMX iHEKUINHNX NpoLecax LWKipy i/abo y pasi rpnbkoBOro ypaxeHHs1 HeobxigHe
AofaTkoBe creujanbHe fikyBaHHS i3 3aCTOCyBaHHSAM aHTMOaKTepianbHNX i/abo aHTUMIKOTUYHNX
npenaparis.

Mpu 3acTocyBaHHi AABaHTaHY® cnig yHUKaTU NOTpannsiHHA npenapaTy B Odi Ta Ha rMubOoKi BiAKPUTI
paHu, Ha CrM3oBi OOOMOHKM.

IMig yac 3acTocyBaHHA MeTUNNPeaHi3onoHy auenoHaty (AaaHtaH® 0,1% rigpodobHun kpem) Ha 60
% noBepxHi Tina niJ OKMH3iNHOK NOB’A3KOK NPOTAroM 22 roavH Y 300pOBUX AOPOCHUX Mnoaen
CrocTepiranocs 3HWKeHHs PiBHS KOPTM30IY Y Niia3mi KPOBI Ta BMAMB Ha Moro goodosui putm. Mpu
HaHeceHHi npenapaTy AgBaHTaH® Ha Benuky noBepxHto Wwkipu (40-90 % noBepxHi Lwkipn) 6e3
BMKOPUCTaHHA OKNIO3ii Y AiTen (y HOBOHapOAXEHNX DYHKLiIO OKMHO3INHOI MOB’A3KN MOXE BUKOHYBaTH
nifry3ok), He cnocTepiranocs NopyLleHHs PyHKLIT Kopyu HaOHUPKOBUX 3ano3. Hessaxatoun Ha Le,
Npy HaHeCeHHI NpenapaTy Ha BEmnuKY NOBEPXHIO LLKIpW, TpMBanicTb NikyBaHHSA NOBUMHHA ByTu
SKOMOra MEHLLOH0.

Mpn HaHEeCEHHI KOPTMKOCTEPOIAIB A1 MiCLEBOrO 3aCTOCYBaHHS Ha BENUKI NroLwi Tina abo ynpoaoBx
TpvBanoro nepioay, 0cobnMBo Nig OKM3iNHY NOB’A3KY, 3HAYHO MiABULLYETLCS PU3NK
BUHWKHEHHS NOBIYHUX ecbekTiB.



Akwo Wkipa HagMipHO Nepecuxae nNpu TpMBanomy HaHeceHHi kpemy AgBaHTaH®, peKOMeHaYETbCs
NnepemnTn Ha 3aCTOCYBaHHS iHLLOI Nikapcbkoi hopMu npenapary 3 BULLIMM BMICTOM XupIiB (Ma3b
ApnBaHTaH® abo XunpHa ma3sb AZBaHTaH®).

Ak i B pasi cCMCTEeMHOro 3aCToCyBaHHSI KOPTUKOCTEPOIAiB, Npu iX MiCLLEBOMY 3aCTOCYBaHHI MOXIMBE
BUHWKHEHHS rMaykoMu (Hanpwvkniag, nicnsi 3acToCyBaHHS y BUCOKUX [o3ax abo Ha BEMKKIM NOBEPXHI
NPOTArom TpMBasnoro nepiofy, BUKOPUCTAHHI OKIIO3iINHMX MNOB’A30K ab0 HaHECEHHI Ha LUKipy HaBKOO
o4en).

Mpuiiom npenaparTis, NPU3HAYEeHUX ANa MiCLLEBOro 3aCTOCYBaHHS, MPOTAroM TpuBasnoro nepiogy
MOXe BUKITMKATW CeHcubinisauito. Y Takomy pasi cnig npunuHUTK Tepanito Ta NPpoBECTM BiANoBigHe
NiKyBaHHS.

[o cknagy npenapaTy BXOAUTb LETOCTEapUIioBUiA CnnpT, OyTUArOPOKCUTONYO!, LLO MOXe
CNPUYNHUTN PO3BUTOK TaKNUX MICLEBMX LLUKIPHUX PeakLin K KOHTaKTHUIN JepMaTuT;
OYTUNTIAPOKCUTONYON MOXE CMPUYUHUTL PO3BUTOK NMOAPA3HEHHS OYEN, CITM30BMX OBOSTOHOK.

3acTocyBaHHSA y nepioa BaritHOCTIi abo roayBaHHA rpyaaro

BariTHuM XiHkamM abo iHKaMm, siki roaytoTb rpyaaro, He Crif 3acTocoByBaTw Lie npenapat 6e3
HararnbHoi NoTpebu Ta 6e3 peTenbHOro KOHTPOJ fMiKaps; CNifg yHUKaTh AOBroTpUBasnoro
3acTocyBaHHs abo 3aCTOCyBaHHA Ha BENMKIA NOBEPXHI Tina.

Y | TpyMecTpi BariTHOCTI BaXkaHO YHMKATW 30BHILLHBOrO 3aCTOCYBaHHSA npenaparTis, WO MiCTATb
KopTukocTepoign. MNMpoTarom BariTHOCTI Crig yHUKaTh 06pOOEHHsT BENUKMX AiNSHOK LUKIpW,
AOBroTpMBarnoro 3acTocyBaHHs npenaparty abo MOoro 3acToCyBaHHS 3 OKITHO3iNHOK MOB’A3KOH0.

Heski enigemionoriyni gocnigpKeHHa JaloTb MOXAMBICTb NiJO3pHOBAaTH HAsIBHICTb NiABULLEHOMO
PU3KNKy NanaTocxianucy y HOBOHapOAXEHNX, MaTepi AKMX OTPUMYBanu fnikyBaHHS KOPTUKOCTepoigamm
nNpoTAroM | TpyMecTpy BariTHOCTI.

[ManaTocxi3nc € ayxe pigkicHo naTtonorietn. AKLWOo BpaxoByBaT MOXIUBICTb TEPATOrEHHOro
e(eKTY CUCTEMHMX KOPTUKOCTEPOIAIB, IX BMSIMB MOXHa BiAHECTM 40 30inblUeHHst Ha 1-2 Bunagkun Ha
1000 >iHOK, SIKi OTPMMYBarnu BkasaHe nikyBaHHS NPOTSAromM BariTHOCTI.

Ha gaHun yac Hemae SOCTOBIPHMX AaHMX LWOA0 3aCTOCYBaHHA npenapaTy AgBaHTaH® BariTHUM, TUM
He MeHLUe, Crifg o4vikyBaTh Ha MiHIManbHWIA PU3KK, OCKINTbKM BIPOrigHICTb CUCTEMHOT Al
KOPTUKOCTEPOIAIB A4S MiCLLIeBOro 3aCTOCYBaHHSA € AyXXe HU3bKOIO.

BariTHMM XiHkam npuaHadeHHs kpemy ALBaHTaH® Mae 34iMCHIOBATMCS NULLE NiCNsi NPOBEAEHHS
peTenbHOI OLIHKN CNiBBIAHOLUEHHS KOPUCTB/PU3UK.

JocnigxeHHsa Ha MULIax BUSIBUIM, WO METUINPEAHI30MN0OHY aLenoHaT He MPOHMNKAE Y MOSIOKO.
OpHak HeBIgOMO, Y/ NPOHMKAE METUNMNPELHI30NOHY auenoHaT y rpyaAHe MOSOKO NIOANHU, OCKINbKM
KOPTMKOCTEpPOIaW, SKi BBOAWUIMUCS CUCTEMHUM LUNSIXOM, Oy NPUCYTHI Yy rpyAHOMY MOJOL >KiHKMN.
Hesigomo, 41 moxe MmicLeBe 3acTocyBaHHsA Kpemy AaBaHTaH® npm3BecTy 4o cucteMHoi abcopbuii
MeTUNNPEAHI30MNOHY auenoHaTy Yy KifnbKOCTI, O MoXe ByTn BUaBneHa y rpyaHOMY MOSOL MIOANHN.
Tomy HeobxigHO 3 0bepexHicTio NpuaHavaTn Kpem AgBaHTaH® XiHKaM y Nnepioa rogyBaHHA rpyaato.

Y nepiog rogyBaHHs rpyaato He chif HaHOCUTKM Npenapat Ha MonoYHi 3ano3n. Ocobnueo cnig
YHUKaTK TPUBANoro 3aCTocyBaHHA npenapaTy, NOro HaHECEHHs Ha BenuKi OinsHKN WKipn abo noro
BUKOPUCTAHHSI 3 OKJTHO3iHOK MOB’SA3KOH0.

IHcbopmauii Wwoao BnAnBy MeTURNPeaHi30MN0oHy auenoHaTty Ha (hepTUrbHICTb HEMaE.



3dammHicmb ennueamu Ha weudKicmbe peakuii npu KkepysaHHi asmompaHcriopmom abo pobomi 3
IHWUMU mexaHizmamu. He BCTaHOBMEHa.

Aitn
Hemae gaHux wopno 6e3nekn 3actocyBaHHs KpeMy AgBaHTaH® fitam BikoMm go 4 micsauis.

Mpu 3acTocyBaHHi kpemy AnBaHTaH® ans NikyBaHHS AiTel BiKOM Bif 4 MicsAuiB HeMae NoTpebu y
KOpEeKLUii [o3u.

TpuBanicTb 3acTocyBaHHA AN AiTeN y 3BUYaANHUX BUNagKax He NoBMHHA NepeBuLLYBaTh 4 TUXKHI.

Cnocib 3acTtocyBaHHs Ta OO3W.

3asBuyan npenapart cnig HAHOCUTU Ha ypaXkeHi AiNsHKKM LWKipn 1 pa3 Ha Joby TOHKUM LLIapoMm, SKLLO
nikap He Npu3HaYmB iHaKLe.

dopmyna kpemy AasaHTtaH® (1 1 kpemy AgBaHTaH® MICTUTb 1 M METUNNPELHI30NOHY auenoHary), y
3B’A3KY 3 NigBULLIEHUM BMICTOM BOAW, 3abe3nedye BUTIKaHHS ekcyaaTy i, TakKuM YMHOM, € 0COBnMBO
NPUCTOCOBAHO 415 JTiKyBaHHA MOKHYYMX €K3eMaTO3HMX efIEMEHTIB Y rOCTpin dasi; a TakoX QinsHOK
LUKIpY 3 MaLepaLlieto, MOKPUTMX abo HEMOKPUTMX BOSIOCCSM.

TpuBanicTb 3acTOCyBaHHSA Yy 3BUYaAHMX BUNaAKkax He NOBMHHA NepeBuLLyBaTh Anga gopocnmx 12
TWKHIB, N OiTen - 4 TvkHi. Hemae gaHux wono 6e3nekn 3actocyBaHHS kKpeMy AABaHTaH® fitam
BikOM 00 4 micsauiB.

Mpu 3acTocyBaHHi kpemy AnBaHTaH® ans nikyBaHHS AiTel BiKOM Bif 4 micsAuiB HeMae noTpebu y
KOpEeKLUii [o3u.

lNepedosysaHHsi.

Y BUNagkax BUHUKHEHHS LUKIPHOI aTpodhoaepmii, NoB’si3aHNX i3 nepefo3yBaHHAM Y pasi MiCLLeBOro
3acTOCyBaHHS Npenapary, NikyBaHHs Crif NpUNnHUTY. FK NpaBumio, CUMATOMU PErpecyoTb
npotsarom 10-14 gHi..

Mo6iyHi peakuii

MMig vac KNiHiYHMX gocrniaKeHb HanYacTilLMMKM NOBIYHMMM edhekTamMm MPU 3aCTOCYBaHHI KpeMy
ApnBaHTaH® Bynun neviHHA Ta cBepbixX y MiCLi HAHECEHHS.

YacToTy nobivHMX peakLin, ki CnocTepiraloTbCa B X041 KMiHIYHUX JOCHIAKEHb | HAaBeeHi y Tabnuui
HXKYe, BM3HAYEHO BiAMOBIAHO A0 KOHBEHLi YacToTn nobivHmx edpekTisB MedDRA: gyxe yacTo
(>1/10); wacto (>1/100, <1/10); HewacTo (>1/1000, <1/100); noogunHoki (>1/10000, <1/1000); piakicHi
(<1/10000); HeBigomo (YacToTa He MOXe OyTKM OLjiHEHA Ha OCHOBI HasiBHMX AaHuX). [Ans kogyBaHHS
6yno BukopuctaHo Bepcito 12.0 MedDRA.

Opranu i cuctemmn YacTto HeuacTto NooanHOKi
3aranbHi  po3nagn i | MNMeviHHsA Ta | CyxicTb, eputema,
peakuii y micui | cBepbix y | BE3MKYNN, donikyniT,
HaHEeCeHHS MiCLIi BUCUMNAHHSA, MapecTesis
HaHECEeHHs Y MiCLli HQHECEHHS
MopyweHHa 3 Ooky Miogepmid, LKipHI TPILLMHMW,
WKipn Ta  nigwkipHoi TeneadriekTasii, atpodis
KNiTKOBUHM LLKipW, rPMBKOBI ypaXkKeHHs,
akHe




MopyweHHa 3  Boky
iIMYHHOT cMcTeMmn

lnepuyTnueicTe OO
npenapary

Takox npu 3actocyBaHHi kpemy ABaHTaH® y pigkiCHUX BUNaZkax MOXYTb ClOCTEpiraTucs Taci
no6ivHi peakuii 9k GakTepianbHWUIA LentoniT Ta iHdeKuii LWKipw.

Ak i y BMNagKy 30BHILLHLOrO 3aCTOCYBaHHS iHLLMX KOPTUKOCTEPOIAIB, MOXYTb CNOCTEpPIraTUCA Taki
nobivHi edpekTn (YacToTa HeBM3HAYeHa): SIK NOTOHLUAHHS LKipK (aTpodist WKipK), nosiBa CTpUi,
3ananeHHs BOnocsaHnx dponikynie (onikyniT) y Micli HaHECEeHHs, HaaMIPHUIA PiCT BOMOCCA
(rinepTpuxo3), TeneaHriekTasii, nepiopanbHUn epMaTuT, 3MiHa KONbOPY LUKipW, bakTepiansHuit
LentoniT, KOHTaKTHUIA AepMaTuT Ta anepridHi WKipHi peakuii Ha 6yab-sKWUIA i3 KOMMOHEHTIB
npenapary.

B okpemux Bunagkax MOXIUBUIA CUCTEMHUI BNIIMB KOPTUKOCTEPOIAIB Y 3B’A3KY 3 iX abcopbuieto.

[o cknagy npenapaTy BXOAWUTb LeTOCTeapuinoBuin cnupT, BYTUArigpoKCUTONyor, WO MoXe
CMPUYMHUTI PO3BUTOK TaKUX MICLIEBMX PeaKLi Sk KOHTAKTHUA AepMaTuT; Oy TUArigpOKCUTONYO
MOX€E CMPUYUHUTN PO3BUTOK NOAPA3HEHHS OYEN, CITM3OBUX OBONOHOK.

Y pasi BUHUKHEHHS ByOb-siKnX HebaxxaHWX peakLi crig NpUNUHUTA 3acTOCyBaHHS Npenapary Ta
000B’A3KOBO 3BEPHYTUCA A0 Nikapsi.

Bsaemogis 3 iHWKnMKM nikapcbkummn 3acobamu Ta iHLWi BUOW B3aeMOAiNn.

Hemae gaHux.

Y 3B’a3ky 3 abcopbuieto 06pobneHHs BENMKNX OiNsHOK LIKipyM abo NikyBaHHA NPOTAroM TpUBanoro
nepiogy Moxe BUKNUKATU B3aEMOLiI0, CXOXY Ha Ty, LLIO CMOCTEpPIraeTbCcs nNig 4ac CUCTEMHOI Tepanii.
TuvM He MeHLUe, OO0 LbOro Yacy XOoAeH i3 Taknx BUAIB B3aeMofii 3apeecTpoBaHuii He OyB. Y pasi
HeobXigHOCTi 0gHOYAaCHOro 3acToCyBaHHS Oyab-aKUX iHWKWX MiKapcbknx 3acobiB cnig
NPOKOHCYNbTyBaTUCA 3 fikapeM. TepMiH npuaaTHOCTI. 3 pokn. YMOBY 36epiraHHs.

36epirati npu Temnepatypi He BuLle 25 °C y HegoCTyNHOMY A1 AiTeln micui.

YnakoBka

Mo 5rabo no 15 ry Ty6i; no 1 Ty6i B KAPTOHHIMA Navuj.

KaTeropis Bignycky

bes peuenTa.



