YTBEPXJIEHA

[Ipukazom Ilpencenarens

PI'Y «Komuretr MeTUIIMHCKOTO U
(dhapMaIeBTUYECKOr0 KOHTPOJIS
MuHucTEpCTBA 3PaBOOXPAHCHUS
Pecnybnuku Kazaxcrany»

OT «__» 202 T
No

HNHcTpyKuus mo MeAUIMHCKOMY IIPUMEHECHUI0
JIEKAPCTBEHHOT 0 npenapara (JIMcToKk-BKJIAABIII)

Toprosoe HaumeHoBaHME
A,Z[BaHTaH®

MeskayHapoaHOe HEMATEeHTOBAHHOE HA3BaAHUE
MeTtunnpeaHu3010Ha allenoHaT

JlekapcTBeHHasi popma, 103MpOBKa
Kpem 0,1 %, 15T

dapmakoTepaneBTHYECKas rPyImna
Hepmaronorua.  KopTtukoctepounbl,  IepMaTOJOTMYECKHME  IPEINapaThl.
Koprtukocreponpl, npoctsie. KopTrukocTeponasl ¢ BRIPaKEHHOW aKTHBHOCTBIO

(rpymnma III). MetunmnpenHu3oi0Ha arernoHar.
Kon ATX DO07AC14

IHoka3aHus K NPUMEHECHUIO

- KOHCTUTYLIMOHHAS dK3eMa (aTOMUYESCKHI JepMaTHT, HEUPOICPMATHT)
- ByJIbrapHasl 3K3ema

- KOHTaKTHas SK3eMa (ajuiepruueckas, pa3apaxuTeabHast)

- IUCTUJIPOTHYECKASI K3eMa

- DK3€Ma y JIeTen

IlepeuyeHb cBegeHUI, HEOOXOAMMBIX /10 HAYAJIA IPUMEHEHMS
Ilpomueonokazanus

- TUIEPUYYBCTBUTEIBHOCTh K AaKTUBHOMY BEIIECTBY WM K JIOOOMY U3
BCIIOMOTaTENbHBIX BELIECTB Mpenapara

- TyOepKyne3HbI WU CHUPWINTHYECKHI MPOIecChl B 00JaCTH HaHECEHUs
npemnapara

- BUpYCHBIEC 3a00JieBaHus (HAIpUMeEp, BETPSHASI OCIIA, OMOSCHIBAIOIINMA JTUTIIAM )
B 00J1aCTH HAaHECEHUS Mpenapara



- posanea, MEPUOPAIBHBIN JEPMATHT, S3Bbl, yrpeBas Chlllb, aTPOQUUECKUI
JIEPMaTUT, TOCTBAKIIMHAIbHBIE KOXHBIE pEaKIMH B O00JaCTM HAHECEHUS
npenapara

-3a00JIeBaHMsI KOXKH, ACCOLIMMPOBAHHBIE C OaKTEpUATIbHOW WIM T'pUOKOBOMU
nHpekmein

Heooxooumbie mepvt npedocmoporcHocCmu npu nPpUMeHeHuu

Ilpy mpuMeHeHnn ABaHTAaH® KpeMa CIeyeT COONIOIaTh OCTOPOXKHOCTD,
4yTOOBI M30€XKaTh MONaJaHus MpernapaTta B riasa, riyO0OKHe OTKPBIThIE paHbl U
Ha CJIM3UCThIE 00O0JIOUKH.

B3aumooeiicmeusn ¢ Opyzumu nexkapcmeeHHbIMU RPenapamamu

He ycraHoBIieHBI.

Cneyuanvnvie npedynpexcoeHus

KopTukocTeponapl 10KHEI MPUMEHSTHCS B MUHUMAJIBHBIX J03aX, OCOOEHHO Y
JeTed, 1 B TEUEHWE MUHHUMAJIBHOTO MEPHOJia BPEMEHHU, KOTOPOE HEOOXOIUMO
JUTSL TOCTHKEHUS U TIOJIIEPKaHUSI TeparieBTUUECKOro 3pdexra.

[Ipu nedeHun OOMIMPHBIX YYACTKOB KOXKM MPOJODKUTEIHHOCTD JICUCHUS
JOJKHA OBITh  MAaKCUMaJbHO KOPOTKOW, TIIOCKOJBKY HEJb3sl MOJHOCTBIO
HCKJIIOYUTh BO3MOKHOCTH a0COPOLIMH WJIM CUCTEMHBIX 3 (HEKTOB.

JlokanpHBIE KOXKHBIE WH(PEKIMH MOTYT YCYIyOJsAThCA TP TPUMCHCHHH
MECTHBIX TTFOKOKOPTHUKOHUIOB.

[IpumMeHeHue JEKapCTBEHHOTO CPEJCTBA Ha JIMIE MPOTHBOMOKA3aHO IMIPHU
COITYTCTBYIOILEM po3aliea WK NEPUOPATILHOM JE€pPMATHUTE.

[Ipn Hamuymm OaKTepUaTbHBIX JEPMATO30B W/WUIM TPUOKOBHIX WHGMEKIUH B
JOTIOJTHEHUE K Tepanuu npernapatoM AnBaHTaH® KpeM He0O0XO0IUMO TIPOBOIUTH
cnenupuyecKoe aHTUOAKTEPUATHHOE UM TTPOTUBOTPUOKOBOE JICUCHHE.

Ecnn KoXHBIE TOKPOBHI UPE3MEPHO COXHYT TpPH JIMTEIHHOM TNPUMEHEHHUH

KkpeMa AnBanTan®, HEOOXOAMMO MEpEHTH K JIGKapCTBEHHOH (opMme ¢ Gomee
BBICOKHM COJCP)KAHHEM OKHpa (Masb AJBAaHTAaH® WIM OKHPHAs Masb
A,[[BaHTaH®).

HaHeceHne KOpTUKOCTEPOUIOB B OOMIIBHOM KOJIMYECTBE HA OOUIMPHBIE YUACTKU
Tela WIA B TEYCHHWE [JIMTENBHBIX TEPUOJOB BpPEMEHH, OCOOCHHO TOJ
OKKJIFO3MOHHBIC TOBS3KH, 3HAYNTEIIEHO YBEIMUNBACT PUCK PA3BUTHS TTOOOYHBIX
s dekroB. Creayer n3deratb NPUMEHEHHUSI 1O0JT OKKJIFO3UOHHBIE MOBSI3KU, €CIIU
HET Apyrux noka3zanuil. CleayeT yUuThIBaTh, YTO MOATY3HUKH U CTHOATEThHBIC
MOBEPXHOCTU MOTYT cO3AaBaTh 3P(HEKT OKKIIO3MOHHOU MOBS3ZKHU.

Kak w 1npu mnpuMeHEeHMHM BCeX KOPTUKOCTEPOHMAOB, HEMPABHIBHOE
UCIIOJIb30BaHuUE Mpernapara MOKeT MaCKUPOBATh KIIMHUYECKHE CUMITTOMBI.
HekoTopsie BcrioMorareabHbIE BEIIECTBA, BXOIAIINE B COCTaB KpeMa AJIBaHTaH
(HampuMmep, TMOJTYCHHTETHUECKUE TBEpPAble TIUIEPUIbI), MOTYT CHHXaTb
3¢ (HEKTUBHOCTH JIATEKCHBIX U3JIETTUH, TAKUX KaK MPE3ePBATUBHI U JUadparMebl.
Kak u mpu npuMeHEHUH CUCTEMHBIX KOPTHUKOCTEPOUIOB, MOXKET Pa3BUTHCS
rjlaykoMa Mpu NPUMEHEHHH MECTHBIX KOPTHKOCTEPOUIOB (HalpuMmep, Mocie
OONpIIMX J03, WM MpU OOUIMPHOM HAHECEHWHW TMpernapaTta B TEUEHUE



JUIMTEJIBHOTO BPEMEHU, NMPUMEHEHHS OKKIIFO3MOHHBIX MOBSI30K MM HAHECEHHS
npernapara Ha KO>Ky BOKpPYT IJ1a3).

Hapywenus 3penus

O HapylIeHMSIX 3pEHHUS MOXKET COOOLIATHCS MPH UCHOJIb30BAHUU CUCTEMHBIX
WIM MECTHBIX KOPTUKOCTEPOUI0B. EciaM ecTh Takue CUMIITOMBI, KaK HEUETKOCTb
3peHUs] WU Jpyrue HapylIeHUs 3pEHHs, NalUeHTa CleIyeT HalpaBUTh Ha
oOcinenoBaHle K O(PTaIbMOJIOry Il OLEHKH BO3MOXHBIX NPUYHMH, KOTOpBIE
MOTYT BKJIIOYATh. KaTapakTy, TJIAyKOMY WA TaKoe peaKoe 3a00JieBaHUE, Kak
HEHTpaJIbHasl CepO3Hasi XOPUOPETUHOMATHS, KOTOPBIE OBLIN 3apEeTUCTPUPOBAHBI
MIOCJIE UCIIOJIB30BAHUS CUCTEMHBIX UJIM MECTHBIX KOPTUKOCTEPOUIOB.
Hcrnonb3oBaHue NpenapaToB HAKOXHO, OCOOEHHO B TEYEHHUE JIUTEIBHOTO
NEepHOJIa BPEMEHH, MOKET BBI3BATh SIBJICHHE CEHCHUOMWIM3anuu. B 3TOoM ciydae

JICUCHHUC CIICAYCT IIPCKPATUTh N HAYATh COOTBECTCTBYIOIIYIO TCPAIINIO.

I[Ba BCIIOMOTI'aTCJIbHBIX BCUICCTBA, BXOAAIIMC B COCTAB IIpCIiapaTta AI[BaHTaH®

kpeM 0,1% (cnupT neTocTeapuiaoBblii U Oy THITHAPOKCUTOIYOI), MOTYT BbI3BATh
MECTHBIE  KOXHBIE  peakuuMud  (HampuMep,  KOHTAKTHBIM  JEpMAaTHUT).
ByTUAruaIpOKCUTOIIYONT MOKET TaKKE€ BBI3BATh Pa3[paKeHHE IJ1a3 U CIU3UCTHIX
000JI0YEK.

llpumenenue 6 neduampuu
®

AJIBaHTaH ~HENb3S UCIIOJIH30BATh TOJT OKKIFO3MOHHYIO TIOBSI3KY.
Cnegyer MMeTh B BHIY, YTO TOJTY3HHKH MOTYT CO3/aBaTh OKKIFO3WOHHBIN
ahdekr.

be3zonacHocTh npuMeHeHUs1 AJIBaHTaH
BO3pacTa HE YCTaHOBJICHA.

® kpema y mereil Miazie 4-X MECSIHOTO

Heo6xoamuMa TIIATeNbHAsT OLEHKA PUCK-TOIb3a MPH MPUMEHEHHH AJBAaHTAH"

KpeMa y JieTel ¢ 4-Mecs/MHOIro Bo3pacTa 0 3 JIET.

Bo epemsa bepemennocmu unu rakmayuu

He  mnpoBoamimmch ~ COOTBETCTBYIOIME — MCCIECAOBAaHUS  NPUMEHEHHS
METUJINPETHU30JI0HA alleTIOHAaTa y O€PEMEHHBIX KEHIIIUH.

Kak mnpaBuio, cnegyer wus0eraTh MCHOJIB30BAHMS MECTHBIX IpPENapaTos,
coJiep KallluX KOPTUKOCTEPOUIbI, BO BPEMS MEPBOTO TPUMECTPA OEPEMEHHOCTH.
B vactHOCTH, BO BpeMsi OEpeMEHHOCTH ClIeIyeT U30erarb HaHECEeHUs Mpenapara
Ha OOJbIIME MOBEPXHOCTU KOXH, JJIMTEIBHOTO MPUMEHEHHUS WM HAHECEHUS
I10J1 OKKJIFO3MOHHYIO MOBSI3KY.

NMmeroTcst  MUIEMUONIOTHYECKUE JIaHHbBIE, YKa3bIBAIOIIME Ha BO3MOXKHO
NOBBIIICHHBIA PUCK PA3BUTHUS He3apalleHus HeOa y HOBOPOXKIECHHBIX, MaTEpPH
KOTOPBIX MOJy4Yaldd JIEYEHHWE TIJIIOKOKOPTUKOMAAMU BO BpEMS IEPBOrO

TpUMECTpa OEPEMEHHOCTH.

HpI/I KIMHUYCCKOM IIOKa3aHUM IJId JICUCHUA AI[BaHTaH® KpEMOM B IICPHOLA

OEpeMEHHOCTH CleAyeT THIATeIbHO B3BEIIMBATh MOTCHIUAIBHBIA PHUCK U
0KMJAEMYIO TTOJIb3Y OT JICUCHUS JJIs1 MaTEPHU.



HeusBecTHO, BBIAETSAETCA JIM METWINPEAHU30JIOHA aleNOHAT C TPYAHBIM
MOJIOKOM KaK CHCTEMHbIE KOPTUKOCTEPOU/IbI, KOTOPBIE, KaK COOOIIAETCS, MOTYT
CEKPETUPOBATHCA C TPYAHBIM MOJIOKOM.

HeusBecTHO, MOXKET M MECTHOE NMPUMEHEHUE Ansantan® KpeMa MPUBOJIUTH K
JIOCTAaTOYHOM  CHCTEeMHOW abcopOnuMM  METHINPETHU30I0HA  alleloHaTa,
JIOCTaTOYHOW IS €70 BBISIBJIICHUS B TPYJHOM MOJIOKE.

CrnenmoBaTelbHO — ClIeIyeT COOMI0JaTh OCTOPOXKHOCTh IIPU  Ha3HAYEHUU
npernapara KOpMsIIUM >KEHITUHAM.

YV kopmAImMX MaTeped MpenapaT HENb3sd HAHOCUTh Ha MOJIOYHBIC JKEJIE3BI.
Cnenyer wn30eraTh HaHECEHHsS Ipermapara Ha OOJBIIHE MOBEPXHOCTH KOXKH,
JUIATEIIBHOTO TMPUMEHECHUSI WM HAHECEHWsS IOJl OKKIIO3MOHHYIO IOBS3KY B
MIEPUOJ] JTAKTaIUH.

Ocobennocmu  uuAHUA — Npenapama  HA  CNOCOOHOCMb  YNPAGJsIMb
MPAHCHOPMHBIM CPEOCMBOM UIU NOMEHYUATbHO ONACHLIMU MEXAHUSMAMU

He Bnuser.

PexoMeHnxauuu no npuMeHeHUI0

Pesicum 0o3uposanus

Kak nmpaBuno, npenapat HaHOCAT | pa3 B CyTKM TOHKUM CJIOEM, CIIETKA BTUpas B
MMOPAXKEHHBIE YYACTKUA KOXKH.

Mnumenvnocme n1euenusn

Kak mpaBuio, JUIMTENBHOCTh JiedeHHs AJBaHTaH® KpeMOM He JOJDKHA
MpeBbIIaTh 12 Heenb 71 B3pOCIbIX.

Tlayuenmul 0emckoeo 6o3pacma

Koppeknuss nmo3el He TpeOyercsa. Kak mnpaBuio, IMTEIBHOCTH JICUSHUS
Ansantan® KpPEMOM Yy JETel HE JOJKHA MPEBBIIATH 4 HEACb.

Be3onacHoCTh puMeHenns AnBanTan® Kpema y JeTel mMiaaie 4-X MEeCS4HOro
BO3pacTa HE YCTAaHOBJICHA.

Meput, Komopule Heo0X00UMO RPUHAMS 6 CTIyUae NePedo3UPOBKU

Jleyenne creayeT TPEKpPaTUTh TPH Pa3BUTHH aTpOPUU KOXKH BCIICICTBHE
MIePEI03UPOBKH MECTHOTO Tpernapara. CHMITOMBI OOBIYHO MCUE3aI0T B TCUCHHE
10 -14 nmeii.

[Ipy m3ydeHUU OCTpOW TOKCHMYHOCTH TIperapara He OBLJIO BBISBICHO KaKOTO-
a1M00 pHUCKa OCTPONM WHTOKCUKAIMK TPU YPE3MEPHOM OJHOKPATHOM KOKHOM
npuMeHeHUn (HaHeCeHWe TMpemnapara Ha OOJBIIYI0 TUIOMAAL MPH YCIOBUSX,
OJIaroMpUATHBIX 7151 aOCOPOIHH) UK HEMPETHAMEPEHHOM MPUEME BHYTPb.
Pexomenoauyuu no oobpawenuro 3a KOHcCylabmayueu K MeOUUUHCKOMY
PAdGOmMHUKYy O01a paA3bACHEHUA CHOCOOa NPUMEHEHUA J1eKAPCHMEEeHHO20
npenapama

B ciyqae BO3HMKHOBEHHUS BOIPOCOB IO TPUMEHEHHUIO MperapaTa TMaIldeHTy
clieyeT oOpamaThecsi K CBOeMy JieualieMy Bpady.



Onucanue HeKeJlaTeJbHbIX peaklUil, KOTOpPble NPOSBJSIOTCA NPH
crangapTHoM npumeHennu JIII u mepebl, KoTopbIe ciaeayeT NPUHATH B 3TOM

ciydae
YacTtoTa HEXKENAaTEeNbHBIX pEAKIUM, HAOMIOJABIIMXCSI B  KIMHHUYECKUX
HCCIIeIOBaHUsIX, yKa3zaHa B cooTrBeTcTBUM ¢ MedDRA — MenunuHckum

CIIOBApeM Ul PETYJIATUBHOM JEATENbHOCTU: O4eHb vacto (=1/10); wacrto
(>1/100, <1/10); mewacto (>1/1 000, <1/100); penko (>1/10 000, <1/1 000);
oueHb penko (<1/10000); wyacToTa Hews3BecTHa (YAaCTOTa HE MOXXET OBITH
ompeJiesieHa M0 UMEIOIIUMCS JaHHBIM).

Nudexuy n nHBa3UM:

peoko (=1/10000, <1/1000)

-rpUOKOBbIE HH(PEKIIMH KOXKHU.

OO1ue HapylIeHusl ¥ peakliud B MECTE HAHECEHUSI:

yacmo (=1/100, <1/10)

- JKKEHUE, 3y,

Heyacmo (=1/1000, <1/100)

-CyXOCTb, 3pUTEMA, BOJJIBIPU, (POJUTUKYJIIUT, ChIlb, IAPECTE3US;

peoxo (=1/10000, <1/1000)

-LIEJUTIOJIUT, OTEK, pa3IpakeHHUE;

yacmoma Heu3eecmua

-TUNIEPTPUXO3.

Hapymienust co CTOpOHBI UMMYHHOU CHCTEMBI:

Heuacmo (=1/1000, <1/100)

-MeIMKaMEHTO3Has TUNIEPUYBCTBUTEIbHOCTD.

Hapy1ienust co CTOpOHBI KOXKH U IMTOAKOXKHBIX TKAHEU:

peoxo (=1/10000, <1/1000)

-IMOACPMUS], TPELIMHBI KOKU, TEICAHTMAKTA31H, aTpO(Usl KOXKH, aKHE;
yacmoma Heus8ecmHua

-pacTs)KKU KOKH, IEPUOPATIbHBIN 1EPMATUT, U3MEHEHUE LIBETA KOXKH,
AJJIEPTUYECKHUE KOKHBIE PEAKLUY.

HapyieHuns co CTOpOHBI OpTaHOB 3PEHUS:

yacmoma Heuseecmua

-HEYETKOCTb 3PEHHUS.

Cucremubie 3(h(PeKThl KOPTUKOCTEPOUIOB MOTYT HAOIIOAATHCS IPU KX MECTHOM
MIPUMEHEHUH BCIIEJICTBHE abCOpOIMHU Mpernapara.

Ilpy BO3HMKHOBEHMH  HEXKeJATEJbHBLIX JIEKAPCTBEHHBLIX  peaKuuil
od0pamiatbci K  MEIUIUHCKOMY PaldOTHHMKY, (apManeBTHYECKOMY
PadOTHUKY WJIH HANPAMYKW B HHPOPMAIMOHHYI 0a3y [JAAaHHBIX M0
HeXKeJIATeJbHbIM pPeaKkuusaM (IeMCTBUSAM) HA JIEKAPCTBEHHbIE Mpenaparsl,
BKJIKOYAS CO001IeHUs 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB



PT'II na IIXB «Hannonanensiii LleHTp 3KCIIepTH3BI JIEKAPCTBEHHBIX CPEACTB U
MEAMIMHCKUX u3aenuil» Komurer MemumuHckoro u  (¢apManeBTHUYECKOTO
KOHTposisi MuHucTepcTBa 31paBooxpaneHus Pecriyonuku Kasaxcran.
http://www.ndda.kz

JlonoJIHUTE IbHbIE CBeCHHS

Cocmag nexapcmeennozo npenapama

100 r xpema conepkuT

akmueHoe eeujecmso — METUIIIPeTHU30JI0Ha anienoHar 0,1 r,

8Ccnomozamenvhble geujecmea: ACUMIIONEAT, Tinileposia MoHocteapaT 40-55,
IIETOCTEAPHIIOBBIN CIHPT, KUp TBepabid, Softisan 378, makporon creapar 40
(turr 1), mmmepon 85 %, JuHATPUSA  dAeTAaT, CIOHPT  OCH3WIIOBBIH,
OyTHIITHAPOKCUTOIYOJ, BOIA OUUIIICHHASL.

Onucanue eneuinezo 8”0(1, 3anaxa, 6Kyca
erM OT OeJIoro J0 KXCITOBATOI'O IIBCTA.

®opMa BbIIYCKA H YIIAKOBKA

[To 15 r kpema noMemalOT B TyObl aAIIOMHUHHEBBIE C aTIOMHUHHUEBBIMU
MeMOpaHaMU ¥ HaKpyUYMBAIOIUMUCS TIACTUKOBBIMH KpPBIIIKaMH.

1 TyOy BMecTe ¢ MHCTPYKIMEN IO MEAULIMHCKOMY MPUMEHEHHIO Ha Ka3aXCKOM H
PYCCKOM S3bIKaX BKJIQABIBAIOT B KAPTOHHYIO MTAUKY.

Cpok xpaHeHust

3 roxa.

Cpok XpaHEeHHsI OCIIE IEPBOTO BCKPHITHS 3 MECSIA.
He npumeHsATh 10 HCTEYEHUH CPOKA TOJHOCTH!

YcioBusi XxpaHeHus
XpaHuTh IpH TEMIIEpaType He Bhite 25 °C.
XpaHUTh B HEJJOCTYITHOM JIJIs JieTel mecTe!

YcaoBus oTIyCKA U3 alITEK
ITo peuenty.

Cgenennsi 0 npou3BoOAUTEE

JIEO ®apma Manydoakuypunr Utanu C.p.u., Cerpeiit, Utanus
Ten.: +39 06 52625 500

Paxkc: +39 06 52625 699

DJeKTpoHHAas ToYTa: Comunicazione.it@leo-pharma.com

Jep:kaTesib perucTPAlOHHOT0 Y10CTOBEPEeHUs
JIEO ®apma A/C, bamnepyn, Jlanus
Temn.: +45 4494 5888


mailto:comunicazione.it@leo-pharma.com

DnekTponHas nmoyta: drug.safety@leo-pharma.com

HaumeHoBaHue, ajJgpec M KOHTAKTHbIC [IaHHbIE (tenedon, ¢akec,
3JIEKTPOHHAS 1M04YTa) OpraHu3auuM Ha Teppuropuun PecmyOauxu
Ka3zaxcran, npuHumamumeil mnpereH3uu (MpeasioKeHHUsi) IO KA4YeCTBY
JIEKAPCTBEHHBIX CpPeICTB OT TMOTPe0UTe/ield M OTBETCTBEHHOH 3a
NMOCTPErucTPAlMOHHOE HAOJI0IeHHe 32 0e30IMACHOCTHI0 JIEKAPCTBEHHOIO
cpeacrsa

[IpeacraButensctBo AO «Jlenbra Menuken IIpomoymnz Al (IlIBetinapus),
050010, r. Anmatsel, Meneyckuii paiion, yi. Ka3eioek bu, nom 20A, oduc 308.
Ten./daxc: +7 (727) 332 20 79,

Onextponnas nouta: DrugSafety@deltaswiss.eu


mailto:drug.safety@leo-pharma.com

