YTBEP/KJIEHA

[Ipukazom Ilpencenarens

PI'Y «KoMHTET KOHTPOJISI Ka4e€CTBA U
0€30MacHOCTU TOBAPOB U YCIYT
MunHuCTEPCTBA 3APaBOOXPAHEHUS
Pecny6nuku Kazaxcrany»

OT « » 202 .

No

HNHcTpyKuus mo MeAMIMHCKOMY NPUMEHEHU IO
JIEKAPCTBEHHOI0 npenapara (JIucTok-BKIaAbIII)

Toprosoe HauMeHOBAHHE
CxuHopen®

MexayHapoaHOe HENIATEHTOBAHHOE HA3BaHUe
A3eanHoBast KUCI0Ta

JlekapcTBeHHast popma, 103MpOBKa
I'ens 15%

dapmakoTepaneBTHYeCKas rpynmna

Hepmatosiorusi. AHTHU-akHE TMpenapaTbl. AHTU-aKHE IIpenaparbl JJii MECTHOIO
npuMeHeHus. I[Ipouwe mpemaparbl JUIsi MECTHOTO JICYEHHMS YTPEBOM CHINH.
AszenanHoBasI KHMCIIOTA.

Kox ATX D10AX03

IHoxkazaHusi K NPUMEHECHUIO

- Jerkass M yMEpeHHas CTENeHW NamyJo-IMyCTyJNe3HOM (OpMbl yrpeBoi
0one3nu (acne vulgaris) Ha koxxe jiuia

- MECTHOE JIeUeHHE MaImyJ0-MyCcTyJIe3HON po3aliea

IlepedeHnnb cBeieHNid, HEOOXOAUMBIX /10 HAYAJIA IPUMEHEHUS
Ilpomueonokazanusn

- THUIEPYYBCTBUTEIBHOCTh K AaKTUBHOMY WJIH JIOOOMYy U3 KOMIIOHEHTOB
npemnapara.

Heob6xo00umbvie mepovl npedocmoporschocmu npu nPUMeHeHuU

[Ipenapat npegHa3Ha4ueH TOJIBKO JJI1 HAPYKHOTO MPUMEHEHUSI.

CkuHOpeH® Telb CONEPKUT OEH30MHYIO KHUCIOTY, KOTOpas OKa3bIBaeT
YMEPEHHOE pazlipaxkaroliee ACHCTBUE Ha KOXKY, IJla3a U CIM3UCThIE, a TaKXKe
MPONUJICHTJIMKOJIb, KOTOPBIN MOKET BBI3BATh Pa3IpaK€HUE KOXKHU.

[TanmentoB cnenyer WHGOPMHPOBATH O TOM, YTO TPHU HCIOIB30BAHUU
CxuHopen® renst Heo0X0QMMO U30eraTh MoNanaHus Mpenapara B riasa, B poT 1
Ha cIu3uCThie 000s104Ku. [Ipu cirydaiiHOM MomnajaHud HEOOXOIMMO TIIATEIBHO
MPOMBITh TJ1a3a, POT U CIU3UCTbIE 0OOJOYKH C OOJBIIMM KOJMYECTBOM BO/IBI.



Ecnu pazgpaxenue ria3z coxpansercs HEOOXOIUMO MPOKOHCYJIbTHPOBATHCS C
BpadyoM. Pyku ciefyer MbITh IOCiie KaXKJI0ro HaHECEHUs! Iiperapara.

[Ipyn ucnonp30BaHUM MperapaTa i JCUCHHs Mamylio-IMyCTyJIe3HON po3aiea
pPEKOMEHJIyeTcsl HM30erarb MPUMEHEHHUS CIUPTOBBIX OUYMIIAIONIUX CPEICTB,
HACTOCK, BSKYIIMX CPENICTB, a0pa3uBHBIX BEIIECTB U CPEJICTB JUIsl MUJIUHTA.

B Xxone mocTMapKeTMHrOBOro HaOMIOACHHUS COOOIIANOCh O PEIKHX CIydasx
YXYAUIEHUs] OpOHXMAJIBHOM acTMbl Yy TAIMEHTOB, IMOJYYaBUIUX JICUCHHE
a3eJIAanHOBOW KUCIIOTOM.

B3aumooeiicmeus ¢ Opyzumu nexkapcmeeHHbIMU RPEenapamamu
HccnenoBanuss MO0 HM3YyYEHUIO B3aMMOJEWUCTBHS C APYTHMMH JIEKAPCTBEHHBIMU
CpeIICTBAMH HE IMPOBOIHIIUCE.

Cocras mnpemapara CxkuHOpeH® Treiab HE [JaeT OCHOBAHUM I0JAaraTth O
CYILIECTBOBAHUM KAKOI'0-TMOO HEXKEIATEIIbHOIO B3aMMOJECHCTBUS OTAEIbHBIX
KOMIIOHEHTOB, KOTOpPO€ MOIJO0 Obl HEraTMBHO BIUATh Ha OE30MaCHOCTb
npernapata. He ObulO BBISBIEHO KakuX-IMOO CIIy4aeB B3aUMOJICHCTBUS,
CBSI3aHHBIX C KOHKPETHBIMH IIperapaTaMu.

Cneyuanvnvie npedynpexcoeHus

bepemennocmo u nepuoo nakmayuu

AJleKBaTHBIE M KOHTPOJIMPYEMBIE HCCIEIOBAaHUS IPU MECTHOM INPUMEHEHHH
a3eJauHOBOM KHUCIIOTHI Y JKCHILIUH B MEpHOJ OEpEeMEHHOCTH HE IPOBOAMIIUCH.
HccnenoBanusi Ha JKUBOTHBIX HE BBISIBUIM MPSIMBIX U OINOCPEIOBAHHBIX
HeOMmaronpusTHbIX 3(PQPEKToB B OTHOUIEHUHM OEPEMEHHOCTH, Pa3BUTHS
aMOproHa/I0/1a, POJIOB U TIOCTHATAIBHOTO Pa3BUTHS.

Heo6XxoaumMo CcoOMI0NaTh OCTOPOKHOCTh IpH HasHadeHun CxuHOpeH® rens
OEpEeMEHHBIM KEHIITUHAM.

HeusBecTHo, BbIAENAETCA JIM a3€JIaMHOBAsE KUCJIOTA C TPYAHBIM MOJIOKOM, TEM
HE MEHEE, HEKOTOpbIE [aHHbIE MPOJAEMOHCTPUPOBAIN, YTO BO3MOYKHO
IIPOHMKHOBEHUE Iperapara B IpylHOE MOJOKO. OIHAaKO HE OXKMIAETCS, YTO
IPOHUKHOBEHUE  a3€JIaMHOBOW  KUCJIOTBI  CHOCOOCTBYET  3HAUYUTEIBHOMY
U3MEHEHUI0 €€ 0a3ajbHOI0 YPOBHS B IPYJHOM MOJIOKE. A3ellanHOBasi KHUCJIOTa
HE KOHIIEHTPUPYETCS B TPyJAHOM MOJIOKE M MeHee ueM 4% azenanHOBOM
KHUCJIOThI, HAHECEHHON Hapy»KHO, abcopOMpyeTcsi CUCTEMHO, HE TOBbIIIas €&
HHJIOT€HHOE BO3/I€HCTBUE BbIIIE (PU3HOJIOIMYECKOTO YPOBHSL.

Tem He MeHee, cieayeT coO0IaTh OCTOPOKHOCTH MTPU Ha3HAYEHHUH IMpenapara
KOPMSILIUM KEHIIMHAM. MuaJieHlbl He JOJKHBI KOHTAKTHUPOBATH C KOXKE
rpyau, 00pabOTaHHOW JAHHBIM MPEapaTOM.

DepmunvHocmy

Jannbie o pausaur CkuHopeH® rens Ha GpepTHILHOCTE YEI0BEKA OTCYTCTBYIOT.
llpumenenue 6 neduampuu

BesomacHocts M 3(pdektuBHocTs CKMHOpeH® TeNs IPU JICYEHHH YIPEBOM
Oone3Hu y aerei muiaamie 12 geT He yCTaHOBJICHA.

be3zonacHocTh 1 3(pPeKTUBHOCTD Mpenaparta Npu JCUSHUH MaIyio-yCcTyIe3HON
po3anea y nered muaame 18 geT He ycTaHOBJIEHA.



Ocobennocmu erusnus JleKapcmeeHHroco cpedcmea HA CNOCOOHOCMb ynpaejidimbob
asmompancnopmom U nOmeHYyuaiIbHoO OnacHbiMuU MEXAHUIMAMU.

HpI/IMeHeHI/Ie IIpcIiapara HC BJIMACT Ha CITOCOOHOCTH YIIPABJIIATH
ABTOTPAHCIIOPTOM U IIOTCHIOUAJIBHO OITACHBIMU MCXAaHHU3MAMMU.

PexoMeHganum no npuMeHeHuI0

Peostcum 0o3uposanus

HapyxHo.

['enb HAHOCAT HA MOPAKEHHBIC YIACTKU KOXKU U CIIETKa BTUPAIOT 2 pa3a B CYTKH
(yrpom u Beuepom). [Tpubmmsurensro 0,5 T (2,5 cM) renst 10cTaTOYHO IS Beel
oBepXHOCTH Jua. [lepen npumenenneM npenapara CKMHOPEeH® KOXKy CIEIyeT
OYHCTUTH BOJOW WM MSTKAM OYHINAIOIIMM KOCMETHYECKUM CPEIICTBOM, 3aT€M
BBICYIIINTb.

Cnegyer wu30erarb WCIHOJIb30BAaHUSI OKKJIIO3HMOHHBIX TIOBSI30K, M TOCIIE
HAHECEHUS TeJisl CIEYET MBITh PYKH.

B cinydae upesMmepHOro paslpakeHusi KOXHU CJIeAyeT YMEHBIIUTh WIH
KOJIMYECTBO HaHOCUMOro CKHMHOpeH® reis, WIM KPaTHOCTh HPUMEHEHUS
npenapara 0 1 pa3za B CyTKH J0 UCUE3HOBEHUSI CUMIITOMOB pazfapaxkenus. [Ipu
HE0OXOMMOCTHA MOKHO BPEMEHHO IIPEepBaTh JICUCHUE HAa HECKOIBKO JTHEH.
Baxno, 4ro0bl CKMHOPEH® Tellb UCIONB30BAJICA PETYIAPHO B TEYEHHE BCETO
nepuoa JICUCHHUs.

[TpoIOIDKUTETFHOCTE Kypca JICYCHHS MOXKET MEHSATHCS B 3aBHCUMOCTH OT
WHIWBUyaIbHOW KapTUHBI 3a00JICBaHUS W OMNPEACIACTCS CTETNCHBIO €ro
TSOKECTH.

Axne: OIYTUMOE YIy4IlIeHUE HAOI01aeTCsl, KaK MpaBwio, yepes 4 Hegenu. Jis
JTOCTHKEHHUS JydIIuX pe3ynbTatoB CKUHOPeH® Tenb ClIeayeT NPUMEHSTH
HEMPEPHIBHO Ha TMPOTSHKEHUM HECKOJBKUX MECSIEB B 3aBUCUMOCTH OT
kiuHIYeckoro sddexra. Ecam nocne 1 mecsaua npumenenus CkunopeH® rens
YIY4IICHUs] HE HACTYyMaeT WM BO3HUKAaeT 0O0OCTpeHue yrpeBod OoJie3HH
CJIeIyeT MPEKPaTUTh MMPUMEHEHHUE TMpernapaTa u pacCMOTPETh JAPYTUe CHOCOObI
JICUCHMUSI.

Po3zayea: omytumoe yiyuiieHue HaOMIOAAeTCs, KaK MPaBUIIO, Yepe3 4 HeJe .
JUIs JOCTHIKEHHS JIydIIHX pe3yabTatoB CKUHOPEH® Tellb CIEeayeT IPHMEHSTH
HEMPEPBIBHO Ha TMPOTHKCHUM HECKOJBKUX MECSICB B 3aBUCUMOCTH OT
knuHrYeckoro >ddexra. Ecmu nocne 2 Mecanes npumenenns Ckunopen® rens
yIy4dllleHus] HE HacTynaeT WM BOHUKAaeT oO0OCTpeHuEe po3aiiea, Cleayer
MPEKpaTUTh IPUMECHECHHE MperapaTa ¥ paCCMOTPETh JIPYTUE CIIOCOOBI JICUCHMUS.
Ocoovie zpynnovl nayuenmos

llpumenenue 6 neduampuu

HUcnonvzosanue y noopocmkos 12-18 nem npu nevenuu yepegotl 6oie3Hu

He TpebyeTcst koppekius 10361 penapara y moapoctkon 12-18 mier.
BezonacHocTh U >(QPeKTHBHOCTL NpuMeHeHHs: CKUHOPeH® Tels IpH JICYCHUH
yrpeBoii 0oJie3Hu y aeTeit muaame 12 et He ycTaHOBJIEHA.

BesonacHocTh U 3()PeKTHBHOCTL NpuMeHeHHs: CKUHOPEH® Telsl IpH JIeYECHUH
Namnyiao-myCcTyJI€3HOM po3aiiea y aerei muajiiie 18 et He ycTaHOBIIEHA.



Hal/ﬂ/leHmbl noostcunoco sospacma
CHCHI/IaJIBHI)IX I/ICCJ'IeI[OBaHI/Iﬁ Yy HanucHTOB B BO3PACTC 65 ner u CTapuic HC
IMPOBOJNIIOCH.

Ilayuenmul ¢ HapyweHusMU PYHKYUU NeYeHU
CrennanbHbIX UCCIEIOBAHUN Y MAIIMEHTOB C HapYyUIEHUSAMU (QYHKIUU MEUYCHU
HE IPOBOJIUIIOCH.

Tayuenmul ¢ napywenusamu ynKyuu novex
CrienuanbHBIX MCCIEIOBAHUH y MAIIMEHTOB C HAPYIIEHUAMU (DYHKIIUU TTOYEK HE
IIPOBOAWIIOCH.

Mepwl, Komopwvie HeodX00UMO NPUHAMD 8 CIyUae nepedo3uposKu

BBuay oueHb HHU3KOW MECTHOW M OOl TOKCMYHOCTU a3€JauHOBON KHCIIOTHI
Pa3BUTHE UHTOKCUKAIIUU KpailHE MaJIOBEPOSITHO.

Pexomenoayuu no ooOpawenuio 3a KoHcyabmayueu K MeOUUUHCKOMY
PabOmHUKy 0714 pa3viACHEHUs Chocoda NPUMEHEHUA J1eKAPCHEEHHO20
npenapama

[Ipy BO3HUKHOBEHHWHM KaKUX-THOO BOIIPOCOB, COMHEHHUM WM OIACCHUH,
MAIKUEHTY CIeayeT OOpaTUThCS 32 KOHCYJIbTAaIluel K Bpady Win (apmarieBTy.

Onucanue HeKeJaTeJbHbIX peakIUil, KOTOpPble MNPOSABJISIOTCA MPH
cranaapTHoM npuMeHennu JII1 u Mepsbl, KoTopbIe cieayeT NPUHATH B 3TOM
ciydae (Ipu HEOOXOIUMOCTH)

[To maHHBIM KIWHUYECKUX MCCIICIOBAHWN ¥ TIOCTMAPKETHHTOBOTO HAOIIOICHHUS
HanOoJIee YaCThIMU IMTOOOYHBIMH ICUCTBUSAMU TIpenaparta SBISUTACH 3Y/I, AOKCHHE
Y TUTIEPEMUS B MECTE HaHECEHUs Tperapara.

Yacrora moOOYHBIX ACHCTBUI, HAOTIOAACMBIX B KIIMHHYECKUX UCCIIECIOBAHUSIX U
B TIOCTMApKETUHTOBOM HAOIIOJACHUH, paclpesiesieHa IO KJaccaM CHCTEMBI
opranoB B cooTBeTcTBUM ¢ MedDRA — MenunuHCKUM cloBapeM IS
PETYJISATUBHON JeSITeNbHOCTU: oueHb yacTo (=>1/10), wacrto (=1/100 <1/10),
Heyacto (=1/1000 <1/100), peaxo (=1/10000 <1/1000), odeH» peaKo
(<1/10000).

Quenwv uacmo

- JK)KEHUE, 3y/1 U 00JIb Ha MEeCTe HaHECEHHUs Tpemnapara

Yacmo

- CyXOCTb, CBIIIb U MAPECTE3UH B MECTE€ HAHECEHMs Mperapara, OTeK® B MecTe
HAaHECEHUSs TIpernapara

Heuacmo

- KOHTAKTHBIA IEPMaTHUT, CHIITH™

- JpuTeMa, WICNYIICHHE KOXU™*, 4yBCTBO TEIUIOTHI**, M3MEHEHUE OKpACKU
KOXU™**, nuckomMpopT™, KpanuBHUIIA® B MECTE HAHECCHUS Mpenapara

Peoxo?

- TUINEPYYBCTBUTEILHOCTh (MOXET HaOMIOAaThCS BMECTE€ C OJIHOM WA
HECKOJBPKMMH U3  TIEPEUUCICHHBIX HIDKE  HEXKETATENbHBIX  PEaKIIHA:



AHTHOHEBPOTHUYECKUH OTEK, OTEK TJia3, OTEK JIMIA, OJIbIIKa), 000CTpeHHE
OpOHXHAJLHON aCTMBbI

- pa3apakeHUE KOXKH, KpalTMBHUIIA

B ocHOBHOM, pa3npakeHHe KOXH yMeHbIaeTcs Ha ¢oHe JedueHuss CKUHOpEH

T'CJICM.

* npu neuenuu pozayea

** npu neuenuu akne

L Vkazaunvie neswcenamenvuvle peaxyuu ommevanuch 6 npoyecce nocmpeucmpayuoHHO20
npumenenus npenapama Cxumnopen® zenv.

®

Ilpy BO3HMKHOBEHHM  HEKeJATEJbHBIX JIEKAPDCTBEHHBIX  peaKLui
o0pamiarbcs K  MEIUMUUHCKOMY Ppa0OTHUKY, (apManeBTHYECKOMY
Pa0OTHUKY WJIHM HANpAMYH B HHPOPMAalMOHHYI0 0a3y [JAaHHBIX M0
HEXKeJIATeIbHbIM peakuusaM (AeiicTBUSAM) HA JIEKAPCTBEHHbIE Npenaparsl,
BKJIIOYAsl COO0LICHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PT'II na IIXB «Hannonaneusiii LleHTp 3KCIIepTH3BI JIEKAPCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U31euii» KoMUTeT KOHTpOJI KayecTBa U 0€30MMacHOCTH TOBAapOB
u ycayr MuHucrepcTtBa  3ApaBooxpaHeHus — Pecnyonmuku  Kazaxcran
http://www.ndda.kz

JlonoiHUTEIbHbIE CBeIeHUS

Cocmae nexapcmeennozo npenapama

100 r rens comeprkar

aKmugHoe 8ewjecmao — KUCIOTa azelanHoBasi MukponusupoBannas 15.000 r
ecnomozamenvhvie Gewjecmsa: TPONMUICHIINKONb, Toaucopoar 80, nenuTuH,
MOJIMAKPHUIIOBAsT KHCIIOTA, TPUTJIMIICPUIBI CO CPEIHEH IIMHOW IIETH, HATPHS
THAPOKCHI, TUHATPUS dACTaT, OSH30MHAsI KUCIIOTa, BOIa OYHUIIICHHAS .

Onucanue
Henpo3spauneblii resib 0T 6€710r0 10 0€I0T0 ¢ KEITOBATHIM OTTEHKOM IIBETA.

dopMa BbITYCKA U YIIAKOBKA

[Ilo 51, 15 1t 1 30 r nomemaT B TyOy aJIIOMUHHUEBYIO C BHYTPEHHUM
MOKPBITUEM ITMOKCUAHBIM JIAKOM, C 3aIIUTHON MEMOPaHOW M 3aKPYyYHBAOIICHCS
KPBILIKON W3 MOJUATUIIEHA BBICOKOW MIIOTHOCTH.

[ITo 1 Tybe BMecTe ¢ HWHCTPYKIMEH MO MEIUIMHCKOMY IPUMEHEHHUIO Ha
Ka3aXCKOM M PYCCKOM $I3bIKaX BKJIQJIbIBAIOT B MAYKy U3 KAPTOHA.

YcioBus XxpaHeHust
XpaHuTh Ipu TeMneparype He Boinie 25 °C.
XpaHuTh B ME€CTaX HEAOCTYIHBIX JJIs1 JETEM!

Cpoxk xpaHeHust
3 rona.
He ucnosp30BaTh 0 HCTEYEHUHU CPOKA T'OAHOCTH.


http://www.ndda.kz/

YcioBus 0TIyCKa M3 alITEK
bes peuenra.

Ceenennsi 0 Npou3BOAUTEIE

JIEO ®apma Manydskuypunr Uranu C.p.i., Cerpeitt, Utanusi.
Anpec: 21, lllepunr, Cerpeiit, Utanus

Ten.: +39 06 52625 500

®axc: +39 06 52625 699

DJeKTpoHHAs MoYTa: comunicazione.it@leo-pharma.com

Jlep:xkaTesib PerucTPaAalMOHHOT0 YA0CTOBEPEHNs

JIEO ®apma A/C, bamnepyn, Jlanusi.

Anpec: 55, Uaaycrpunapken, JIK-2750 bamnepyn, lanus
Temn.: +45 4494 5888

OnekrponHas nmoura: drug.safety@leo-pharma.com

HaumeHnoBaHue, aapec MW KOHTaKTHble jJdaHHble (TeaedoH, dakc,
JJIEKTPOHHAsl  10YTa) OPraHM3alMH, MNPUHHUMAOLIEH  NPeTeH3UH
(mpenyioskeHUsi) MO JIEKAPCTBEHHOMY CPeACTBY OT mNOTpe0uTeiell Ha
Tepputropun Pecnydiiuku Kasaxcran

[IpeacraButensctBo «Jlenpra Menuken IIpomoymn3 Al» (Llseinapus),
050040, r. Anmatsel, bocTanasIkckuil paiioH, yi. ban3zakosa, a. 280

Ten./pakc: +7 (727) 332 20 79,

DnekrponHas nouta: DrugSafety@deltaswiss.eu
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