YTBEP/XKJIEHA

ITpukazom Ilpencenarens

PI'Y «KomureT MeITUIIMHCKOTO U
(hapMareBTHYECKOT0 KOHTPOJIS
MuHuCTEPCTBA 3PaBOOXPAHECHUS
Pecnybnuku Kazaxcran»

OT « » 20 .
No

HNHcTpyKuus mo MeAUIMHCKOMY IIPUMEHECHUI0
JIEKAPCTBEHHOr0 npenapara (JIMcTok-BKIAABIII)

AnBanTtan®

Toprosoe HamMeHOBaHue
Az[BaHTaH®

MexayHapoaHOe HENIATEHTOBAHHOE HA3BaHUe
MeTtunnpeIHu300Ha allenoHaT

JlekapcrBeHHasi ¢gopma, 103MpPOBKA
Mass 0,1 %, 15T

dapmakoTepaneBTHYECKas IPyImna

Hepmaronorua.  KopTtukoctepounbl,  IepMaTOJOTMYECKHE  IPENapaThl.
Koptukocreponnsl, npoctsie. KOPTUKOCTEPOUIBI ¢ BHIPAKEHHOW aKTUBHOCTBIO
(rpynma IIT). MeTunnpeaHnu3oa0Ha alenoHar.

Kon ATX DO07AC14

IHoxkazaHus K NPUMEHECHUIO

- KOHCTUTYLIMOHHAs K3eMa (aTOMUYECKU 1epMaTUT, HEMpOAEpMAaTHUT)
- ByJIbrapHasl 3K3ema

- KOHTaKTHas SK3eMa (ajuiepruueckas, pa3ipaxuTeabHast)

- TUCTUAPOTHYECKAS DK3EMA

- DK3eMa y JIeTen

IlepeyeHb cBeieHNid, HEOOXOAUMBIX /10 HAYAJIA PUMEHEHUS
Ilpomueonokazanus

- TUIEPUYYBCTBUTEJIBHOCTh K AaKTUBHOMY BEIIECTBY WWJIM K JOOOMYy U3
BCIIOMOTaTENIbHBIX BEIIECTB Mpernapara

- TyOepKyne3HbIl WU CUPWIMTHUYECKHI MpollecChl B 00JACTH HaHECEHUs
npemnapara

- BUpYCHBIE 3a00JieBaHUs (HAIIpUMEp, BETPSHAS OCIIa, OMOSACHIBAIOIIMMA JTUIIIAi)
B 00J1aCTH HAHECEHUs Mpenapara



- pozaiiea, MEPUOPATBHBIN JEPMATUT, SI3BBI, YIpeBas ChIlb, ATPOPUUECKUM
JIEPMaTUT, IIOCTBAKIIMHAIBHBIC KOXHBIC pEaKIMK B O0JaCTH HaHECCHHS
npenapara
- 3a00jIcBaHUs KOXH, ACCOIMUPOBAHHBIC C OaKTepUAIbLHOW WU TPHUOKOBOM
nHpekmein

Heooxooumbie mepvt npedocmoporicHocmu npu nPUMeHeHuu

Ipu npuMeHeHn:n AJBaHTaH® Mas| CIeIyeT COONIOAATh OCTOPOKHOCTD, UTOOBI
n30exaTh MOMaJaHusl Mpernapara B TIJia3a, TNIyOOKHME OTKPBITHIE paHbl U Ha
CJIM3UCTBIE 00O0JIOUKHU.

B3aumooeiicmeusn ¢ Opyzumu nexkapcmeeHHbIMU Rpenapamamu

He ycraHoBIieHBI.

Cneyuanvnvie npedynpexcoeHus

KopTukocTeponapl 1OKHEI MPUMEHSTHCS B MUHUMAJIBHBIX J03aX, OCOOCHHO Y
JeTel, ¥ B TEUEHHEC MUHUMAJIBHOTO IEpPHOJIa BPEMEHH, KOTOPOE HEOOXOIUMO
JUTSL TOCTHIKEHUS U TIOJIIEPKAaHUSI TEpaNieBTUUECKOTro 3(pdexra.

[Ipm nedeHnn OOMIMPHBIX YYACTKOB KOXKH TPOJODKUTEIBHOCTh JICUCHHUS
JOJDKHA OBITh MAaKCUMaJIbHO KOPOTKOW, TIOCKOJBKY HEIb3S IOJTHOCTHIO
UCKJIFOYUTh BO3MOKHOCTh a0COPOLIUM WIIU CUCTEMHBIX 3P EKTOB.

JlokanbpHbIE KOXHBIE MH(PEKIMH MOTYT YCYIyONsTbCA TMpPU MNPUMEHEHHUH
MECTHBIX TTIOKOKOPTHUKOUIOB.

[IpumeHeHne JEKapCTBEHHOTO CpEACTBA HaA JUIE MPOTUBOINOKA3aHO TMPHU
COITYTCTBYIOIIIEM po3aliea WK MePuopabHOM JIepPMATHUTE.

[Ipn Hamuymm OaKTepUaTbHBIX JEPMATO30B W/WIM TPUOKOBHIX WHOEKIUN B
NOMONHEHHE K Tepamud AJBAaHTaH® Masbl0 HEOOXOAMMO IPOBOIHTEH
cnenupuyuecKkoe aHTHOAKTEPUATHHOE UM TTPOTUBOTPUOKOBOE JICUCHHE.

[Ipu npumenenun AnBantan® wmazu 0,1% nHa 60% mOBEPXHOCTH KOXKU B
TeYeHue 22 YacoB MOJ OKKJIIO3MOHHYIO TOBS3KY, HAOIOJAI0Ch IMOJaBICHUE
YPOBHSI KOPTH30JIa B IJIa3ME KPOBH M BIMSHUE HA ITUPKATHBIA PUTM Y B3POCIIBIX
3JI0POBBIX I0OPOBOJIBIICB.

HaneceHne KOpTUKOCTEPOUIOB B OOMIBHOM KOJIMYECTBE HA OOIIMPHBIE YUACTKH
TeJa WIM B TEUCHHWE JUIMTEIBHBIX TICPUOJOB BPEMEHH, OCOOCHHO TIOJ
OKKJTFO3MOHHBIC TIOBSI3KH, 3HAUMTEIILHO YBEIMYMBACT PUCK PA3BUTHS IMOOOYHBIX
peaknuii. CiemyeT n30eratb MPUMEHEHHUS IO OKKJITFO3HMOHHBIC TMOBSI3KH, €CIIH
HET JIpyrux noka3anuii. ClieyeT yYuThIBaTh, YTO MOATY3HUKU U CTHOATEIbHBIC
MTOBEPXHOCTH MOTYT CO3/1aBaTh 3P(HEKT OKKIFO3MOHHOMN TTOBSI3KH.

Kak ®w mnpu T0pUMEHEHHMHM BCEX KOPTUKOCTEPOWJIOB, HEMPaBUIBHOC
WCITOJIb30BAHUE TIPeTapaTa MOKET MACKUPOBATh KITMHUYECKHUE CUMITTOMBI.
Hekortoprie BcrmoMorarenbHbIE BEIIECTBA, BXOISIINE B COCTaB Ma3u AJIBaHTaH
(manpumep, mapaduH MATKU Oenblid, mapaduH KUAKANA, BOCK OCJIBIi), MOTYT
CHIXaTh A((PEKTUBHOCTh JIATEKCHBIX W3JEIWN, TaKMX KaK IPe3epBAaTUBBI U
nuadparmel.

Kak u npu npuMEHEHUM CHUCTEMHBIX KOPTHKOCTEPOWIOB, MOXXET Pa3BUTHCS
rjlaykoMa Mpy NPUMEHEHUH MECTHBIX KOPTHKOCTEPOUAOB (HalpuMmep, IMocie



OoNpmMX 03, WIM TpH OOIMUPHOM HAHECEHHH TIpenapara B TEYCHHUE
IUTATETIHHOTO BPEMEHH, MTPUMEHEHUS! OKKJIFO3HOHHBIX MOBS30K MM HAHECCHUS
npernapara Ha KoKy BOKpYT IJIa3).

Hapywenus 3penus

O HapylmeHHsIX 3pEHHSI MOXET COOOIIAThCS MPU HCHOJIB30BAHUU CHUCTEMHBIX
WJTK MECTHBIX KOPTHKOCTEPOUAOB. ECiM ecTh Takue CUMIITOMBI, KaK HEYETKOCTh
3pCHUs] WM Jpyrue HapyIICHUs 3pCHUs, TalueHTa CJleQyeT HalpaBHTh Ha
oOcienoBaHne K O(TaIbMOJIOTy IJsl OLIEHKH BO3MOKHBIX MPUYUH, KOTOPHIC
MOTYT BKJIIOYATh. KaTapakTy, INIAYKOMY HJIM TaKoe peaKoe 3aboieBaHHe, Kak
ICHTpaJIbHAs CEPO3HAs XOPUOPETHHONATHS, KOTOPbIE OBLIM 3apeTUCTPUPOBAHBI
1I0CJIe UCTIOh30BAHUS CHCTEMHBIX MJIH MECTHBIX KOPTUKOCTEPOUJIOB.
Hcnonp30BaHne TpenapaToB HAKOXKHO, OCOOCHHO B TEUEHHE JUIUTEIHHOTO
neproJia BPEMEHHU, MOXET BBI3BATh SIBJICHHE CEHCHOWIM3anuu. B 3ToM cirydae
JeYeHHE CIIeqyeT MPEKPATUTh U Ha4aTh COOTBETCTBYIOIIYIO TEPAIIHIO.

Ilpumenenue 6 neouampuu

AI[B&HTaH® HCJIB3s UCITIOJIB30BATh IO OKKIIIO3MOHHYIO ITOBA3KY.

CnenyeT uMeTh B BHUJY, UTO MOATY3HUKHM MOTYT CO37aBaTh OKKIIFO3MOHHBIN
addekr.

be3onacHOCTh TpUMEHEHUST AJIBaHTaH
BO3pacTa HE YCTaHOBJICHA.
Heobxoauma TmiatensHas OlEHKAa PUCK-TIONB3a MPU MPUMEHEHUU AJIBaHTaH
Ma3H y JeTel ¢ 4-MecsqHOoro Bo3pacTta /10 3 JeT.

Bo epems bepemennocmu unu rakmayuu

He POBOJIUIUCH COOTBETCTBYIOIIME  KCCJICAOBaHUS  IPUMEHECHUS
METUJINPETHU30JI0HA alleTIOHaTa y O€PEMEHHBIX KEHIIIUH.

Kak mnpaBuio, cnegyer wus0eraTh MCHOJIB30BAHMS MECTHBIX IpPENapaTos,
coJiepKallluX KOPTUKOCTEPOUIbl, BO BpEMsl IEPBOT0 TpUMECTpa OEPEMEHHOCTH.
B vactHOCTH, BO BpeMsi OEpEeMEHHOCTH CIIEyeT U30erarb HaHECEeHUs Mpenapara
Ha OOJIbIIINE TOBEPXHOCTU KOXKH, IJIUTEILHOIO MPUMEHEHUS WM HAHECEHUS
MOJ1 OKKJIFO3UOHHYIO MTOBSI3KY.

NMeroTcst  SMUIEMHOJIOTUYECKHE JTaHHbIE, YKa3bIBAIOIIME HAa BO3MOXHO
MOBBINMICHHBI PUCK Pa3BUTHUS He3aparieHusi Heba y HOBOPOXKIEHHBIX, MaTEPH
KOTOPBIX TMOJy4Yald JICYEHHE TIIIOKOKOPTUKOMJAAMU BO BpeMsi IEPBOTO
TpUMECTpa OEPEMEHHOCTH.

[Ipy KIMHAYECKOM IMIOKA3aHHM ISl JICYCHHS AJBAHTaH® Ma3bl0 B IEPHON
OEpEeMEHHOCTH CJIEIyeT TIIATEJIHbHO B3BEIIMBATH MOTCHIIMAIBHBIA PHUCK H
0KHMJIAEMYIO TIOJIb3Y OT JICUCHUS JJIsl MaTEpH.

HewusBecTHO, BbIACISETCS JW METWINPEIHU30JIOHA AalelnoHAaT C TPYAHBIM
MOJIOKOM KaK CUCTEMHBIE KOPTHKOCTEPOUIbI, KOTOPHIE, KaK COOOIAETCs, MOTYT
CEKPETHPOBATHCS C TPYIHBIM MOJIOKOM.

HewnsBecTHO, MOXET JIM MECTHOE NMPUMEHEHHE AJBAHTAH® MasH IPUBOIUTH K
JIOCTaTOYHOM  CHCTEMHOM  abcopOumMM  METWJINPETHU30JIOHA — alleroHaTa,
JIOCTATOYHOM JIJIsl €0 BBISIBJICHUS B TPYAHOM MOJIOKE.

® Ma3n y I[GTGﬁ MJIaamIc 4-X MECSIYHOIO

®



CrnenoBaTennbHO  CileayeT CoOM0MaTh OCTOPOKHOCTh TMPU  HA3HAYCHUU
npernapara KOpMsIIUM >KEHITUHAM.

YV kopmAImMX MaTeped mpenapaT HENb3sd HAHOCUTh Ha MOJIOYHBIC JKEJIE3HI.
Cnenyer wn30eraTh HaHECEHHMs Ipermapara Ha OOJBIIHE MOBEPXHOCTH KOXKH,
JUIATEIIBHOTO TMPUMEHEHUSI WM HAHECEHWsS IO0JI OKKIIO3MOHHYIO TOBS3KY B
MEPUO/T JTAKTALIUH.

Ocobennocmu  6uuAHUA —~ Npenapama  HA  CNOCOOHOCMb  YNPAGIAMb
MPAHCHOPMHBIM CPEOCMBOM UIU NOMEHYUAIbHO ONACHIMU MEXAHUIMAMU

He Bnuser.

PexomeHaanuu no npuMeHeHN IO

Pesicum 0o3uposanus

Kaxk npaBuio, npenapat HaHOCAT | pa3 B CYyTKH TOHKUM CJIOEM, ClIeTKa BTUpas B
MIOPAYKEHHBIE YUYACTKH KOXKH.

JInumenvnocms neuenus

Kak mnpaBuiio, JUIMTENRHOCTH JiedeHMs ABaHTaH® Masplo HE JI0JDKHA
MpeBbIIaTh 12 HEEb 71 B3pOCIbIX.

Ilayuenmul 0emckoeo 6o3pacma

Koppeknuss no3el He TpeOyerca. Kak mnpaBuio, JIMTEIBHOCTh JICUSHUS
AnanTan® Ma3blo y JeTell He JJ0JDKHA NPEBIIATh 4 Heeb.

be3zonacHOCTh TpUMEHEHUS AnBanTtan® masu y nerer muaame 4-x MECIYHOro
BO3pacTa HE YCTaHOBJICHA.

Mepul, Komopwvie HeodX00UMO NPUHAMD 8 CIyUae nepedo3uposKuU

Jleuenue cnemyeT NOpPEeKpPaTUTh MPU PaA3BUTUU aTpoUU KOXHM BCJIEIACTBUE
nepe03uPOBKU MECTHOTO Mpernapata. CUMOTOMBI OOBIYHO MCUYE3AI0T B TECUECHUE
10 — 14 gueii.

[Ipyn m3ydeHUH OCTPON TOKCHMYHOCTH IIperapara He OBbLIO BBISIBJICHO KaKOIO-
au00 pUCKa OCTPON MHTOKCHUKAIIUU TPH YPE3MEPHOM OJIHOKPATHOM KOXKHOM
IpUMCHEHUHN (HaHECEHHUE IMperapara Ha OOJIBIIYIO IUIOMIAJb TPH YCIOBHSX,
OJIarompUATHBIX 7151 aOCOPOIIHH) UK HEMPETHAMEPEHHOM MPUEME BHYTPb.
Pexomenoayuu no oopawenuio 3a KoHcyabmayueu K MeOUUUHCKOMY
PadOmHUKy O pPA3bACHEHUA CHOCOOA NPUMEHEHUA J1eKAPCMEEHHO20
npenapama

B ciyuae BO3HMKHOBEHHS BOMPOCOB MO NMPUMEHEHHIO Mpernapara MalUueHTY
cleayeT oOpaliaThCs K CBOEMY JieuallleMy Bpauy.

Onucanue HexXeJATeJIbHbIX PpeaKluil, KOTOpPble MPOABJIAIOTCH IpPH
cranaapTHoM npumenennu JIII u mepeol, KoTOpBIE CiIeayeT NIPUHATH B 3TOM

ciydae
YacTtoTa HEXKEIATEIBbHBIX PpPEAKIHWHA, HAOMIOJABIIMXCS B  KIMHHUYECKHUX
UCCIIeNOBaHMsIX, yKazaHa B cooTBerctBun ¢ MedDRA - MenunuHckum

CJIOBapeM JUIsl PEryJsTUBHOW MAESATENBHOCTH: OYeHb dacto (>1/10); wacro
(>1/100, <1/10); mewacto (>1/1 000, <1/100); penko (>1/10 000, <1/1 000);
oueHb penko (<1/10000); wacToTa Hews3BecTHa (YACTOTa HE MOXET OBITH
OIpeJeNIeHa 110 UMEIOIIUMCS IaHHbBIM ).



OO0uue HapyIIeHUs U PEaKIIMu B MECTE HAHECEHHUS:

yacmo ((>1/100, >1/10)

-XOKEHUE, 3y,

newacmo (=1/1 000, <1/100)

-3pUTEMA, CYXOCTb, BOJIIBIPH, Pa3Jpa’keHUE, dK3eMa, NepupepruuecKuil OTek;
yacmoma Heus8ecmna

-(OJITUKYJIUT, TUTIEPTPUXO3.

Hapymenust co CTOpOHBI UMMYHHOU CHCTEMBI:

uacmoma Heus8ecmna

-MEIMKaMEHTO3Hasl TUIIEPUYYBCTBUTEIbHOCTD.

Hapy1menust co CTOpOHBI KOXKH U ITOJAKOXKHBIX TKAHEH:

nevacmo (>1/1 000, <1/100)

-aTpo(us KOKHU, CUHSIKH, UMIIETUTO, )KUPHAS KOXKa,

Yyacmoma Heu3eecmua

-aKHE, TEJECAaHIMAKTa3WH, pAaCTSHKKM Ha KOXKE, IEpUOPAIBHBIA JE€pPMaTHT,
WU3MEHEHUE 1IBETA KOXKH, AJUIETPUIECKUE PEAKLIIUN KOXKHU.

HapyieHuns co CTOpOHBI OPTraHOB 3PEHUS:

yacmoma Heu3eecmua

-HEYETKOCTb 3PEHHUSI.

Cucremnbie 3((HEKTbl KOPTUKOCTEPOUA0B MOTYT HAOIIOAATHCS IPU MX MECTHOM
MPUMEHEHUH BCIIECTBHE abCopOIMU Mpernapara.

Ilpy  BO3HMKHOBEHMM  HEXKeJATEJbHbIX JICKAPCTBEHHBIX  pPeaKkuuiu
o0pamiarbcs K  MEIUMUUHCKOMY Ppa0OTHHUKY, (apManeBTHYECKOMY
Pa0OTHUKY WJIHM HANpAMYH B HHPOPMAaUMOHHYI0 0a3y [JAaHHBIX 10
HEXKeJIATeJIbHbIM peakuusM (IefiCTBUAM) HA JIEKAPCTBEHHbIE Npenaparsl,
BKJIIOYasi CO001IeHHs 0 HeIPPEKTUBHOCTH JICKAPCTBEHHBIX NIPENapaToB
PI'TI na IIXB «HauuonaneHslii L{eHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEJICTB U
MeAMIMHCKUX u3aenui» Komurer MemumnuHckoro #u  (apMaleBTHYECKOTO
KOHTpoJisi MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlonmoiHUTEIbHBbIE CBEIEHNS

Cocmag nekapcmeennozo npenapama

100 r ma3u coaepxkar

aKmueHoe geujecmso — METWINpeAHn3010Ha auenoxar 0,1 r,

e6cnomozamenvHble Geujecmed; BOCK TYCIHHBIN Oenbli, mapaduH KUIKHUM,
Dehymuls E, napadgun Msrkuii 6enblii, BoJa OYHIIEHHAS.

Onucanue eneutnezo euoa, 3anaxa u 6Kyca
Hemnpospaunas Ma3p OT O€IOro A0 KEITOBATOTO I[BETa, MOXKET OBITH ClIeTKa
N3MEHEHHOMU.


http://www.ndda.kz/

dopma BhINYyCKA U YIAKOBKA

[Io 15 r Ma3um mnomMemaoT B TyObl aJIIOMHUHUEBBIE C AJIOMUHHEBBIMU
MeMOpaHaMu ¥ HAaKPYUYUBAIOIIMMUCS TUIACTUKOBBIMHU KPBIIIKAMH.

1 TyOy BMecTe ¢ MHCTPYKIIMEN MO MEAUIIMHCKOMY MMPUMEHEHUIO Ha Ka3aXCKOM U
PYCCKOM $I3bIKaX BKJIQJIBIBAIOT B KAPTOHHYIO MAUKY.

Cpok xpaHeHust
3 roma
He npuMeHsTh 110 UCTEUEHUH CPOKA TOAHOCTH!

YcaoBusi XxpaHeHU
XpaHuTh NpH TEMIIepaType He Baie 25 °C.
XpaHUTh B HEJOCTYITHOM I JeTel mecTe!

Yci0oBus 0TIyCKa M3 alITEK
ITo peuenty

CBeeHus 0 Mpou3BOAUTEIE

JIEO ®apma Manydakaypunr Uranu C.p.a., Cerpeitt, Utanus
Anpec: 21, lllepunr, Cerpent, Utanus

Ten.: +39 06 52625 500

daxc: +39 06 52625 699

DeKTpoHHAs oYTa: comunicazione.it@leo-pharma.com

Jlep:kaTesib perucTPallMOHHOT0 YA0CTOBEPEHMsI

JIEO ®apma A/C, bannepyn, lanus

Anpec: 55, Uaaycrpunapken, JIK-2750 bannepyn, lanus
Ten.: +45 4494 5888

DnexTponnas nmouta: drug.safety@leo-pharma.com

HaumeHoBanue, aapec ¥ KOHTaKTHbIe JaHHble (TesiedoH, axe,
3JICKTPOHHAsl [0YTAa) OpraHu3anMu Ha Tepputopur Pecny0uauku
Ka3zaxcran, npuHuMMapmeid mnpereH3ud (NMPeaJIOKEHHUs) 0 KadeCTBY
JIEKAPCTBEHHBIX CpPeICTB OT IMOTpe0UTe/ield M  OTBEeTCTBEHHOM 324
NMOCTPEruCTPALMOHHOE Ha0JII0AeHHEe 32 0e30MACHOCTBIO JIEKAPCTBEHHOI'0
cpeacTBa

[IpencraButensctBo AO «Jlenbta Menuken IIpomoymnz Al (IlIBeitapus),
050010, r. Anmatsl, Meneyckuii paiion, yi. Kaseioek bu, mom 20A, oduc 308.
Ten./daxc: +7 (727) 332 20 79,

Onextponnas nouta: DrugSafety@deltaswiss.eu
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