Jlacroka: HHpopMans 3a NAUNEHTA

CkuaHopen 20 % kpem
A3erauHO8A KUCEAUNT

Skinoren® 20% cream
Azelaic acid

TIpoveTeTe BHUMATEIHO OAIATA JIHCTOBKA, NIPE/H /2 3aM09AeTe /1a H3N0/I3BaTe TOBA JIEKAPCTBO, ThH

KaTO TH CBALP:KA BaKHA 32 Bac nndopmanui,

Bunary uznomnseaiite 1oBa JIEKApCTBO TOYHO KAKTO € ONHCAHO B TA3H JTHCTOBKA HITH KAaKTO B e xazan

Baiuus nexap wim gapMaLesT.

- 3amazere Tazd NHUCTOBKA. MosKe 1a ce HATIOKH [ 4 NIPOYETeTe OTHOBO.

- Axo ce HyxkaaeTe OT AONBAHMTENHA HHPOPMALKS WH ChBET, nonuTaliTe Bamus dapmanest.

- AKO MORYYHTE HAKAKBH HEXKENAHH JIEKAPCTBEHH PeaKlMH, YBeaoMeTe Banus nekap Wiy QapMarest.
ToBa BKITIOYBA H BCHYKH BB3MOKHH HEAKENAHH NEKapCTBEHH PCAKLIHH, HEOMHCAHH B Ta3H JMHCTOBKE.

Buxre Touka 4.

KaKBo ¢bAhpka T234 JHCTOBKA
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1. Kakpo ppegctarigea CRUHOPEH H 32 KAKBO ¢ HINOA3BA

CKMHOPEH KPEM € NIEKAPCTBEH TIPOAYKT MPOTUR aKHE (BB3IIANHTETHH U HEBh3NANMTE/THH QOPMHU Ha aKHE).
AT&KYBEI 6aKTepHme, KOHTO MIpadT CBHLISCTBCHA POSst KATO MPHHHHHTSIH Ha aKHE. (OcCBeH TOBA ITOTHCKA
pACTEXa Ha rpyOH H BPOrOBSBAILM KOKHH KIETKH, KOWTO 3arlyliBaT IOPHTE H Taka ce 0DpasyBar YepH# 1
HesTH TOUKH.

CKHHOpeH KpeM Ce U3I0I3Ba CELIC Taka 3a JICYCHHE Ha MEa3Ma. Toit moTHcka pacTexa 1
HKH3HECHOCOOHOCTTa HA 36H0pMHI/IT€ MENAHOLHUTH — KIETKHUTE, KOHTO MPeH3BHKBAT KOXKHO MNHMIMEHTHPAaHE,
H3BECTHO KaTO Mejla3Ma.

2. Kakso rpadsa na 3H2eTe, Ipean Ja uznonrisare CKHHOPEH
He u3noaspaiite CkuHopen
- aKO CTE aJePruYHH KbM A3e/aHHOBA KMCEIHHA HIH KbM HAKOA OT OCTAHAIHTE CBCTABKH Ha TOBA

nexapcTso (u3OpoeHH B TOUKA 6)

IlpeaynpexneHds H HPEANATHH MEPKH
["'oBopere ¢ Bawusa nexap Win GapMarierT, peau fa usnonssate CKHHOPEH.

- CKMHOPEH KpeM € CaMo 3d BEHIIHO IPHUNOXKEHHE
- aKko HaHacaTe CKHHOpeH, ToBa TpADBA 1a CTaBa CaM0 BbPXY 34CETHATHTE YacT
- ako HaHacaTe CKMHOPEH HA JTMUETO CH, HE TpAORA Aa MMa KOHTAKT C OUHTE, Y
TTpH CTyYaeH KOHTAKT, OYMTe, YCTaTa W/HIIH 3aCeTHATHTE THraBHIM TpAGBa 14 ce 1
AKO QUHOTO ApazHeHe NPOTBILKHM, TAHEHTHTE TPAOBA fa ce KOHCY/ITHPAT C Jiekap.
W3MHBAT CJie BCAKO NpHaokeHHe Ha CKMHOPEH KpeM.



- OHPC,HBJ]BHH BHIOBE Me&la3dMa (enu,nepma.nﬂme H CMCCCHHTE €MHISPMATHO-JACPMATHH TPII'[OBC) ce
MOBJIHABAT noﬁpe oT CKPIHOpE‘:H KpPEM. 3a pazjiHKa o7 TAX YHCTHAT ACpMAJICH THN MEJIa3Ma HE Ce
[opAwsABa.

Pagxo ce C'BOGIH,EB& 3a BJIOINIABAHE HA CHMIITOMMTE HA aCcTMa, MpH MNAHEHTH ¢ aCTM4, JICKYBAHH ©
d3¢/IanHOBd KMCE/IHHA.

Apyrn qexkapcerea H CKHHOpEH
Hubopmupaiire Bamus nekap win ¢apmaLesT, ako IPHEMaTE, HACKOPO CTE NPHEMAId HIH ¢ BB3MOXHO fla
[PHEMETE PYTH JICKapCTBa.

BpeMeHHOCT, KbPMEHE H (PepTHIAHTET
AKo cTe 6pemeHHa WK KBPMHTE, CMATATS, 1€ MOKE 1a CTe GIJGMBHHS. HITH TUIaHHpate 6p3M€HHOC‘T‘,
nochBeTBaiTe ce ¢ Bamws nexap wid QapMalesT apess yroTpedara Ha TOBA JICKAPCTBO.

BpemerHrocT

He ca npoeexaany npoy4upanus cb¢ CKHHOpeH KpeM Npu OpeMenHu sxeHH, Pe3yaTatd oT npoy4BaHust Che
CKHHOPGH KPEM BBPXY peﬂpOH}'KTPlBHOCTTa NpPH KHBOTHU [TOKA3BAT AOTCHIHAN 34 pEaKlHH MIpy ynm'peﬁa
o BpeMe Ha GpeMeHHOCT. BhIpeky TOBa, TpH JKUBOTHH He ¢a HabmonaBaHA eDEKTH [IPH A03H, NO-BUCOKH
OT MoHe 3 10 32 TBTH OT MaKCHMATHATA NPENOPBYHTENHA 1034 MTPH Xopa.

Knpmene

AKTHBHOTO BEIIECTBO HA TOBA IEKAPCTBO (a3eNTaHHOBA KHCENHHA) MO3Ke Ja IPEMHHE B KbPMaTa B MHOTO
MASTKH KONHYecTRa. Taka WK UHAYE KOJIHYECTBOTO HA AKTHBHOTO BEIIECTBO, KOETO DM MPHENO €XKEIHEBHO
Bawero 6ebe ¢ knpmaTa, G GHI0 MHOTO MAINIKO M HE HPEe/CTaB/IABA PHCK, OCOOEHO KaTO Ce B3eMe TIPEABH/L
H3KJFOUHTETHO HUCKATA TOKCHMUYHOCT Ha TORA aKTHBHO BEIIECTRO.

I[Tpunaraseto Ha CKMHOPEH KpeM Ha KbLPMETIH seHH TpaORa fa ce 3BbpLIBA ¢ BHUMaHHE.
Kepmauera He TpatBa Aa BNM3aT B KOHTAKT ¢ TPETHpaHaTa KOXa/Ibpaa.

IMoginpane & pabora ¢ MAIIHHE
CKMHOPEH KpeM He OKa3Ba BIHIHHE BBPXY CIIoCofHOCTTA 3a wodHpane 1 paboTa ¢ MALHMHK.

CxuHOpeH ChIbPKa TPOTIHIEHTAHK0T 1 Gen30eHa KuceIHHa

JlekapcTREHMAT NPOAYKT ChABPHKA MPOMHISHTITHKOM KATO MOMOLIHO BELIECTBO, KOSTO MOXKE [a MPHIHHH
[pa3HeHe Ha KOskaTa. BeHzoeHaTa KMCETHHA € YMEPEHO APazHello BELIECTRO 3a KOXKATa, OYHTE H
JIHIABHLMTE.

3.  Kak aa u3nomsate CxnAOpeH

BuHary uanos3eaiiTe ToBa TeKkapCTBO TOYHO KakTo Bu e kasan BaluaT nexap viu dapmaneBT. AKO He cTe
CHTYpPHHM B Helllo, monuTaiite Bamus nekap win gapmanesT.

CnegnoTo ce orHaca no CKHHOpEH KpeM, OcBeH ako Bamuatr nexap He Bu e npeanucai apyro.
Mouts, caeaBaite MHCTPYKUHKATE NPH yNnoTpeba, 3a Aa NOCTHIHETE MAKCHMAIIEH PE3YNTaT OT JEUEHHETO CBbC
CKHHOpEH KpeM.

ITpeau ga ce usnonzea Ckuuopes KpeM koxara TpsGsa fa ce u3Mue nodpe ¢ YucTa BOAa U
Moske fa ce M3N0I3BA CHILO TAKA MEKO NMOYKHCTRANIO cpeacTBo. [1penw npunarane na C
TpabBa ga 6b1e HATBIHO CyXa.

I1penophunTenyara 4o3a e:



CKHHOpeH KpeM cieisa fa Op/1e NpMIarad Ha 3acErHATHTE MECTa JBA ITBTH HA JeH (CyTPUH U BEYEp) upe3
nexo BTpHBaHe B koxkata. [Ipubinsurento 2.5 cm ca JOCTATHYHH 34 LAIOTO JIMLE.

B ciydait Ha IpeKoMEpHO ApasHeHe Ha Kokara (BVXK pasnena 3a Bh3MOKHM HEKeNaHH PEAKLHH), MOXE
BpPEMEHHCO 04 HAMANWUTE KOMHYECTBOTO HA HAHACAHHUA KpEM HITH Ja npunarare CKHHOPEH KpeM CaMO BEIHBXK
JTHEBHO [0 NMPEeMUHABAHE HA JAPAZHEHETO, WIH a IPEKBCHETE IEYEHHETO BPEMEHHO 3a HAKONKC JHH, aKO
TOBA CC Hamara.

ITpOIB/DKUTENHOCTTA Ha IpiuioeHne Ha CKHHOPEH KpeM BapHpa MPH pa3THYHHTE Nal(MCHTH H 3aBHCH OT
’bpBOHAYANHATA TEXKECT Ha KOXKHOTO YBPCHIAHE. BaxHo e Aa POABILKHTE a4 H3[ION3BATE CKBHOPGH
pEeNOBHO NpE3 LeNud NEPHON HA JIEHEHHETO.

Kato usano npH akke nogobpeHye ce 3abensasa ciiel 0kosto 4 ceamuum. 3a 1a HMa MakCUMaeH e(exT,
Ck#HOpeH KpeM TpafBa ga 6bA¢ MpHIarad pefioBHO B TPOAB/DKEHHE HA HAKOIKO Meceua. MMa winHu4eH
OITHT 32 MPOAB/DKMTENHA YIIoTpeda 3a NepHoL 40 €/THA FOAHHA. ‘

[Mpu Mena3zmMa MHHHUMATTHHAT IEPHOJ Ha JIEUCHHE € 0K0/10 3 Mecella, 4 3a [a C¢ MOTyqatT ONTHMATHH
pe3ysrraTH, yrniorpebata My TpsOBa 1a NPOABIDKH NO-ARIr0. 3aXEIKUTENHA € €IHOBPEMEHHATA YTIOTPeda Ha
CTBHLE3AMHTHI Kpemoee ¢ mupok crekbThp (UVB u UVA) Ha 3alUMTa 10 8peMe Ha LeJind IEPHOJL Ha
AeveHue, ¢ ories H3GArBaHe Ha BIOLIABAHETO, NPSAM3BHKAHO OT H3MAraHe Ha CIIBHIE W Hilk [IOBTOPHOTO
MIMEHTHPAHE HA H3CBETIICHUTE YIaCcTBUH.

AKO MHCITHTE, Y€ eeKTHT Ha CKHHOPEH KpeM € TIPEKIEHO CHIIeH WIH MpeKaleHo ciad, o0LpHeTe Ce KBM
Bainks siekap Win GpapMaLesT.

VYnorpeba rpH Jena H WHOIIH

Vnorpeba npu rouwows (12-18 roamuna ee3pact). He e Heobxomuma KopekuMs Ha JO3UPOBKATa PH FOHOIIK
Ha BB3pact 12-18 roguny, ynorpedapamy CruHOpEH Kpem.

BeszonacuocTTa u edukacHocTTa Ha CKHHOPEH KpeM IpH feld o 12 ToJHiHa Bh3pacT He € yCTaHOBEeHa.

AKO cTe H3N0/I3BAH NOBeYe 0T HeoOxoaHMaTa 1032 CKHHOPEH
He ce npurecHsisaiTe. HaMa na uMa MocnencTsus OT €GHOKPATHO NIPEJO3HpaHe (KOrato KPpEMET €
NpHIIOKEH €IHOKPATHO BBPXY MO-TOMAMA HaCT OT KOXKATa) HIH OT CyYaiHO MOTIThIIaHe.

AKO cTe MponycHATH A2 u3no3eare CKHHOpEH
He ysenuuapaitte konMuecTeoTo CKHHOPEH KpeM, 3a Ja KOMIIEHCHPATE /103414, KOATO CTE MPOMMyCHAH.

AK0 cTe cnpenn ynorpebdara aa CkaaopeH

3a na Objie NeYCHHETO YCTIEIIHO € BXHO Ja Wano13saTe CKHHOPER KPeM Mpe3 LelHsa HepHoa OT BpeMe, 24
koeTo Bu e npeamucan. Ako usnomssare CKHHOPEH Kpem CIIOpe[ IPEANHCaHUATa, CHMITTOMuUTe By 6K
TpAOBAIO 1@ IIPEMHHAT 110 BpeMe Ha JIeueHHeTo, AKO CHMITOMHTE BH He peMHHAT WIH CE MOABAT OTHOBO
criefl Kpas Ha Ae4YeHHeTO, CBbPIKETe ce ¢ Balms nexap.

AKO MMaTe HAKAKBY JJOMBJIHUTENHH BBIIPOCH, CEBP3aHu ¢ ynotpefara Ha TOBA IEKapCTBO, NOTHTANTE
Bauwng nekap v gapMalesT.
4.  Bb3MOKHH HEXEIAHH PEAKIUH

KaxTo BCHUKK JleKapeTea, CKHHOPEH KpeM MOYe Ja Apen3BUKa HeXenanH peakiivH, RBIPEKH YC HO BCOKKA
T4 NQJiy4aBa.

Hai-4ecto HabmogapaHuTe HEXENAHM PEARIMH RIJIEOUBAT MAPEHE HA MACTOTO HA TIPUIN
MACTOTO Ha [IPHI0KEHHE W 3a4YCpPBsBaHE Ha MACTOTO Ha NpHnoxeHHe. OOHKHOBEHO CH)
JipazHeHe ¢a JIeKH W H3Ye3BaT IO BPEME HA Kypca Ha JICHeHHE.



CreIHHTE HEXKENAHH PeakLMH ca 6a3upaHd Ha chOOIIEHHA OT KIHHHYHH POYYBAHHA H HA MOCT-
MapkeTHHropy HabmofeHus cpe CkuHoped kpem. Hexenanure peakiuu ca MoJipeIcHH Cope] YeCToTaTd
Ha BB3HMKBAHE.

Muoro MecTs: MoKe A2 3aceraaT nosede ot 1 na 10 gymn
*  [IapeHe Ha MACTOTO Ha IPHIOKEHHE
® [IpYPHTYC Ha MACTOTO Ha MPUIOXKEHHE (ChpOex)
*  CPUTEMA Ha MACTOTD Ha MPUIGKEHKE (324EPBABAHE)

YecTH: Mmoace Fa 3acerHaTt o 1 qa 10 gymn
*  [OHICHS Ha MACTOTO HA TIPHOMKEHME
s  OOUIKA B MACTOTO Ha IIPHIOKEHHE
®  CyX(T2 HA KOKaTa HAa MACTOTO HA MPHIOXKEHHE
«  00e3nBeTABAHE HA KOMATA HA MACTOTO HA TIPIMKEHHE
®  Jpa3HeHe Ha MACTOTO Ha [PHIOKCHHUE

Heuecrn: Mome aa sacersar 5o 1 na 100 pymn
e cebopes (NpexkaneHo Ma3Ha KOXKa)
*  akuHe '
¢  JEMMrMCHTALIAA HA KOMKATA (W3CBETHABAHE)
¢ [apecTe3Ms Ha MACTOTO Ha MPHIOKeHHe {yceluane 3a H3TPEIBaHe, rblenuuKane, Golkarxe,
HACTPbXBAHE WM NapeHe)
MSPMATHT Ha MACTOTO Ha IPUIOMKEHHE
¢ JHCKOM(OPT HA MACTOTO HA NPHITOKEHHE
QTOK HA MACTOTO HA MPHIMKEHHE (I0XyBAHE)

Peqxu: moxe g4 3acernat o 1 ua 1 000 gywn
#  CBPbXYYBCTBMTENHOCT KBM TE€KapCTBEHOTO BEWIECTBO (MOKE J1a CE TIPOABH HPE3 aHIHOeeM "
KOHTAKTEH IGPMATUT |, IOIYBAHE HA OUMTE ! nomysase a uuero ')
BIOLUABAHE HA ACTMa
ypTHKApHA |
xefinuT (BBananeHue Ha YCTHHTES)
oGpus |
TOTUTHHA Ha MACTOTO Ha MPHIGKEHHE
BE3UKYITH HA MACTOTO 1A IPHTOMEHNUE (MAKH, U3IHIHEHM ¢ TEUHOCT MEXYpUeTa)
0OpHB Ha MACTOTO HA MPHIIOKEHHE
paspaHsBatie Ha MACTOTO Ha MPHIOKEHHE

4 5 & & & & B

1
Tein HexeNaHH PeaKUHE €2 cLOGUIABAHHK NPY NALHENTH, HIN03BAINH CKHHEPEH Kpem clien onoGpenneTo My 3a ynorpeba

AKO IOJTYUHTE HAKAKBH HEXKEJTaHH NIEKapCTBEHH Peakiuu, yeepomere Bamusa nexkap win gapmanest. Tosa
BEITHOYBE BCHYKH BRBLIMOXKHHK HeOMUCAHH B TA3HW JIMCTOBKA HEXKC/IaHH PEAKIIHHA.

JombIHHTEHA HeXXeTAHH PeaKIIHH IPH A€l H OHOLIH
KtMHH4HN NpOyYBaHuA, BKTIOHBALUM IOHOIH Ha Bb3pacT 12-18 ropunu (454/1336; 34%) nokassar, ye
JIOKAJTHATA [OHOCHMOCT Ha CKHHOpPEH KpeM e nofobHa IIpH MeHaTPHYHH U BB3PACTHH MaLMCHTH.

CrofmaBane Ha HexkeTAHH peaKnHH
AKO TONTYUHTE HAKAKBH HEXENaHH IEKapCTBEHH PEakuuy, yBeaomete Bauis jexap wid gapmauest. ToBa
BKUTIOUBA BCHUKH Bh3MOXKHH HEONHCAHH B TA3H JIHCTOBKA HEXENaHU peakuyn. MoxeTe ChgsAgenOumTe
HEJKENaHK PEaklMY JUPEKTHO ype3 M3mB/IHHTeNHATA areHUMA 10 JCKapCTBaTa, YI. ,, /M
1303 Codus, Ten.: +359 2 8903417, yeOeait: www.bda.bg.

Kato chobiaBare HexeMaHH peakLMH, MOXKETe Aa JajieTe cBOA NMPHHOC 33 NojTyya
uH(OopManus OTHOCHO Be30MacHOCTTa Ha TOBa JIEKapCTBO.




5. Kak xa cexpanspate CKHHOpPEH

Jla ce CEXpaHABa HA MACTO, HEJOCTRITHO 3a Aela.
Ha ce cexpadasa npn Temnepatypa nog 30°C.

He u3nonzBaiite TOBA JIEKAPCTBO CIIE CPOKa HA POJHOCT OTOETA3aH BBPXY CTHKETA M KapTOHEeHaTa
onakoska. CpoKBT Ha FOAHOCT OTTOBAPS HA [OCAEIHNA AEH OT NOCOUYEHHA MECCU.

CpoKBT Ha FOAHOCT CJIEN IBPBO OTRAPAHE Ha TyDaTa e 6 Mecella.

He v3xBhpIigiiTe TEKAPCTBATA B KAHATM3ALMATA WIH B KOHTEHHEpa 3a JoMallHy oTnanbuy. [lomarakite

Barmms (bapmaueBT KaK 1a M3XBBPIATE JIEKAPCTBATA, KOUTO BEHE HC H3TION3BATC. Tezu MEPKH Hie CIIOMOrHar '

34 OIna3BaHe Ha OKOQJIHaTa cpeaa.

6. CpabpkaHde HA 0DAKOBKATA A XONBIHHTETHA HHGOPMATHA
Kaxeo cpanpxa CkaHOpEH

- AKTHBHOTO BELIECTRO €: a3earHOBa xucendHa (azelaic acid). 1 g xpem cpawpaka 200 mg (20%)
azeTaHHOBA KHCENHHA.

- Ilpyrute creTaBky ca: Gensoena kucenuna (E210), uereapun okraHoar, rauuepon 85 %, riuuepun
cTeapaT + leTeaprIos ankoxon + ueTin nanMuTaT + koko rmauepuas (CUTINA CBS),
MPOITHIEHTTHKON, TIPeYHCTeHa BOJA, MAKPOTOI/IHLEPHIH CTEapaTH.

Kax HArJae:aa CKHHOpeH H K2KBO CBALPHKA ONAKOBKATA
CKHHOPEH KpeM ce Tpemnara B TyOH, cbappkauy 30 g kpem.
IprTexkaTen Ha pazpelIeHHeTO 32 YIOTpeba « NPOU3IBOAHTE

Tpureskaren Ha paspellleHHeTo 3a ynorpeba:
LEO Pharma A/S

Industriparken 55

DK-2750 Ballerup

Hannd

IIpoH3BOaAMTEN:

LEO Pharma Manufacturing Italy S.r.L

Via E. Schering 21

20090 Segrate (Milan), Hranus ‘

3a ACMBIHHTCIHA I/lHCbOPMElU,Hﬂ OTHOCHO TOBa JICKAPCTBO, MOJIA CBBPIKETE CE ¢ JIOKANTHHA NMPEACTABHTEN HA

TMpUTEHKATENA HA PAIPELIEHHETO 33 YIOTpeda:
Bopona OO/

w.k. Opua xkynen 2, 6n. 2B, naprep
1632 Codus, brarapus

Jlata Ha mOCHENHO Npepasriexaade HA JHcToBKara 11/2019




