- 4 e B N e e L Do R e P e W P b ok Lk ar st i [T

ﬁm L IPL a..ﬁm’iﬁ i&& :iEi@PCTEﬂTA

Hc}naﬁia - FipuroXakue 2

JIncroska: nadopmanns 3a nofjeinfeeni: ..... F’/ co ‘?.f.."f‘{ voversnsssemnsatonass
Crkuuopenr 20 % xpelPaspewerue N . ,?J’TJ"‘_; ak! D6 200
Asenogunosa xuceruna
OGOLLEHUE N .......oocveriasssssarissossfossssssssmerss o sanssssisassa:
Skinoren® 20% cream
Azelaic acid

IIpovyerere BANMATENHO NAJIATA JHCTOBKA, HPEANH JA 3al0"HETE A2 H3NOI3BATE TOBA JIEKAPCTRO, Thif

KATO TH ChAbPAKA BaXKHa 38 Bac mrdopmannd.

BrHary n3nospaiTe TOBa JIEKApPCTBO TOYHO KAKTO € OIMCAHO B TA3H THCTOBKA WIH KAKTO Bu e xazan

Baurus nekap wid GpapMariesr.

- 3anazere Ta3H JECTOBKa. MoXe a ce HATIOXKH Ja 1 NPOMETETE OTHOBO.

- AKO ce HyK/IdeTe OT AOIMBIHUTENHA HHPOPMALA HITH CHBET, MonMTaitre Bamua dgapManesT.

- AXO nonmyvMTe HAKAKBN HEXKENIAaHH JIEKAPCTBCHH PeaKLMH ,YBeJoMeTe Bawus exap win papMaLeBT.
Tona BlonOYBa H BCHYKH BE3MOXKHH HEXKEIAHH JICKAPCTBCHH PEeaklLUH, HEOMHCAHH B Ta3H JTHCTOBKA.

KakBo chIbpAa TA3H JHCTOBKA!

Kaxeo npeacrasnssa CKMHOPEH H 3a KaKBO CE€ H3ION3BA
Kaxso Tps0Ba 1a ¢ 3HaeTe npeau Aa m3nonipare CKHHOpeH
Kak na n3nonssate CkuHopeH

B13MOXHH HEKETAaHH PEaKLiH

Kak aa cexpanasate CKHHOpeH

ChabpxkaHie HA ONAKOBKATA M JOITBITHHTE/IHA HHPOpMAIUA

A G o o i

1. Kaxpo npencrapnapa CKHHOPEH H 32 KAKBO ¢ H3NOA3BA

CKWHOPEH KpPEM ¢ JISKAPCTBECH NpOAYKT MPOTHUB akKHE (BH3MANMTETHH U HEBL3MAMTETHH GOopMU Ha akHe).
Araxypa OaKkTepuMTe, KOMTO HTPAAT CHINECTBEHA POJIA KATO MPHYHHUTENU HA akHe. OCBeH ToBa MOTHUCKA
pacTexa Ha rpyOH H BpOroBIBAIIlH KOKHH KJIETKH, KOHTO 3allyLIBAT MOPUTE H Taka ¢e¢ 00pasyBar YEpHH U
01 TOYKH.

CKHMHOpEH KpeM ce H3MOJI3BAa ChINO Taka 3a JIeYeHHE Ha Mena3sMa. 1O [IOTHCKA pacTexa U
AKU3HECNOCODHOCTTA Ha aDHOPMHMTE MEJIAHOLIKTH — KIETKHTE, KOHTO NPEeAU3BHKBAT KOXKHO MHIMEHTHPAHE,
HIBECTHO KaTO MeJla3Ma.

2,  Kaxsno Tpadsa Aa 3maere npean ga m3noassare CkaHopen

He m3non3paiite Ckaaopen
- aKO CTE aJICPTUYHH KbM a3€JaHHOBA KHCETHHA HITH KBM HAKOA OT OCTAHANIMTE ChCTABKH HA TOBA
nexaperBo (M30poeHH B TOUKA 6)

IIpeaynpexaenns X OpeANaZHA MEpPKH
I"'oBopere ¢ Bammma nexap wim papMaueBT, mpean Ja nanonssate CKHHOPEH.

- ako HaHacaTe CKMHOpPEH, TOBa TpAORBa Ja cTaBa caMoO BBEPXY 3aCETHATHTE YaCTH Ha KOXKAaTa

- ako HanacaTe CKMHOpPEH Ha JIMLIETC CH, He TPI0OBa Aa MMa KOHTAKT ¢ O4YHTE, YCTATA U JIUTaB LR
IlpH cny4aeH KOHTaKT, O4MTE, YCTATA H/HIH 3aCETHATHTE JIMTABHALM TPAOBa Na ce u3
BOJIa. AKO OUYHOTO APa3HEHE ITPOABLDKH, NALMEHTHTE TPAGBA Aa C& KOHCYITHPAT ¢ NeKa

Onpezeneny BUAOBE MeJla3Ma (eNMHAESPMAJIHMTE H CMECEHHTE eNHIEPMATHO-/IepMATHH
noBaHABAT A00pe 0T CKHHOpeH KpeM. 3a paxiuKa OT TAX YHCTUAT ACPMAJICH THII MeJla3Ma &
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Psako ce chof11aBa 32 BNOiIaBAHE HA CHMITTOMHTE HA acTMa, MIPH NALUMEHTH ¢ ACTMA, IEKYBaHH ¢
a3eIAMHOBA KHCEIIHHA.

Apyra Jexapersa B CkHBOpen
HUudopMupaiite Bautis nekap Wik dapMaliepT, akO HpHEMaTe, HACKOPO CT¢ NPHEMANH HIH € BE3MOKHO A2
NIPHEMETE PYTH JIEKapcTBa.

bpeMenHOCT,KbpMene H GepTHIRTET |
AKo cTe OpeMEHHA HIIH KbPMHTE, CMATATE, Ye MOXe Aa CTe OpeMeHHA WITH IUIAHHpATe OPEMEHHOCT,
nochbBeTpaiiTe ce ¢ Bamua nexkap wiH ¢gapManerT npeau ynorpedara Ha TOBA J1€KapCTBO.

Bbpemennocr

Hama anexsaTHy 1 300pe KOHTPOIMpPAHN NPOYMBAHNA 33 JIOKAJHO NPHIOKEHHE Ha a3€JJaHHOBA KHCETHHA
npH OpeMEHHH KEHH,

PesynraTdTe OT NpOYYBaHHA BHPXY PENMPOAYKTHBHOCTTA HA SKMBOTHH NPH H3n03Bane Ha CKHHOPEH KpeM
He ¢a MOKA3a/1M HATHYHE HA PHCK IPH H3NOI3BAHE N0 BpeMe Ha GPEMEHHOCT.

[IpeqmicBaHeTo HA a3e/IaAMHOBA KHCE/THHA Ha OpeMeHHH jkeHHl TpAOBa Aa ce H3BLPIIBA C 0cOOCHO BHHMAHHE.

KtpMmene

AKTHBHOTO BEUIECTBO (a3e/IaMHOBA KMCE/THHA) MOXKeE 1a MPpeMHHE B KbpPMATA B MHOTO MalTKH KOJIMYECTBa.
Taka win HHa4e KONHYECTBOTO Ha AKTHBHOTO BEILIECTBO, KOETO OH npueno exeaHeBHO Bamero Gebe ¢
KbpMaTa, 61 OHIO MHOTO MAJIKO H HE NPEACTABIABA PHCK, 0COOEHO KATO ce B3eMe NPEeABH H3KIIOYHTEHO
HHCKATa TOKCHYHOCT Ha Ta3H KHCEIMHA.

IIpunaradero Ha CKHHOpPEH KpeM Ha KEPMEIIH XKEHH TpAOBa a ce H3BbpIIEA ¢ BHUMAHNE,

KepMadeTa He TpaOBa Aa BIH3aT B KOHTAKT ¢ TPETHPAHATA KOXKa/Ibpaa.

Hiodpupane n paGora ¢ MamBHA
CxuHOpeH KpeM He 0Ka3Ba BIMAHHE BEPXY crniocoOHOCTTa 3a modupane u paboTa ¢ MAlIUHH.

CKHHOpER CBABPKA IPONAJICHIIAKO) H (eH30€HA KHCEIHHA
JIleKapCTBeHHAT NPOAYKT CHABPKA IIPOMIICHITTHKO KAaTO MOMOIIHO BEIECTBO, KOETO MOXKE A MPUIHHH
Apa3HEHE Ha KOXKara. beH30eHaTa KHCeNHHA € YMEPEHO JIPasHeo BeLIeCTBO 32 KOXKATA, OUMTE H

JIHTABHULHUTC.

3. Kax aa mnoassare Ckanopen

BrHaru u3non3paiTe ToBa JIEKapCTBO TOMHO KakTO BH e kazan Bammar nexap mwim gapManesT. AKo HE cTe
CHUI'YpHM B HemlO, NonuTaiire Balnus nexap wnu ¢apManesnt.

Cneamoto ce oTHacAT 40 CKMHOPEH KpeM, OCBEH ako Bammsar nekap ne Bu e npexmmcan apyro.
Mons, cieasaiTe HHCTPYKIMHUTE LIPHM ynoTpeOa, 3a Ja MOCTMTHETE MAKCHMATIEH PE3YJITAT OT JICHCHHETO CBC
CKHHOpEH KpeM. -

Ipenu na ce n3nomsa CKHHOpEH KpeM KoxkaTa TpabBa aa ce u3mue nodpe ¢ umcra BOJa H Aa ¢ MOICYIIH.
Moxe na ce H3MOM3Ba CBIIO TAKA MEKO NIOMMCTBAMIO cpeicTBo. Ilpeau npiarane Ha CKHHOPEH KoxKaTa
TpabBa fa O'b1e HAITBITHO CyXa.

IlpenopnuurenHaTa a03a e:

CKHHOpeH KpeM ciienBa 1a ObAe NPHIaraH Ha 3acerHATHTE MECTA ABa ITETH HA JicH (CYTPHH H Beuep) Upes
1lexo BTpHBaHe B koxata. [Ipubnuzarento 2.5 cm ca Z0CTaTHYHM 38 LAIOTO JIMILE.
B ciyyali Ha apa3sHEHE Ha KoXKaTa (BIDK pa3feria 3a Be3MOKHH HeKeTaHH peaAKIEHA), MOKS Bf
HAMATHTE KOJIHYSCTBOTO HA HAHACAHHA KPpeM WIH Aa npuiarare CKMHOPEH KpeM CaMO Bel
IIPEMHHABAHE HA IPA3HEHETO, WIH 14 IPEKBCHETE JIEUSHHETO BPEMEHHO 32 HAKOJKO JTHH,
HaJjara.




[IpogbwKUTENHOCTTA Ha NIpHIOKeHHe Ha CKHMHOPEH KpeM BapHpa MpPH pasiM4YHUTE NNAHWECHTH H 3aBHCH OT
ITbPBOHAYAJIHATA TEKECT HA KOKHOTO yBpexkaaHe. BakHo € Ja MpoABDKUTE Aa m3nomseate CkHHOpEH
PEIOBHO MpE3 LS/IMA IIePHO HA JICUEHHETO,

Karo uan0 npu akse nogodpexue ce 3abenaspa e okono 4 cenMHIM. 3a 1a HMa MAKCHMAaNeH e(eKT,
CkuHOopeH KpeM Tpabpa jaa Obje nprunaral peaoBHC B NPOAB/DKEHHE HA HAKOJIKO MeceLia.

[Ipy1 Mena3zMa MUHHMAIHHA NEPHOM Ha JICUEHHE € OKOJIO 3 Mecela, a 3a Aa C¢ NOJyYaT ONTHMANHH
pe3yiTaTH, ynotpebara My Tpa6Ba Ja IpoARDKH No-AwIr0, IlpenoprunTeliHa € eqHOBpEMEHHATA ynoTpeOa
Ha KpeMOBE ¢ BUCOK cirbHUe-3ammuTeH (UVB u UV A) dakrop ne BpeMe Ha L[eIHA NEPHOL Ha JICYEHHE C
orneq u30ArBaHe Ha BIOLHABAHETO, MPEAWIBHKAHO OT H3NaraHe Ha CITBHIIE M/WIH IIOBTOPHOTO
IMMrMEeHTHPaHe HA H3CBET/ICHHUTE YYACTHIH.

AXO MHCIIHTE, 4¢ edekThbT Ha CKHHOPEH KpeM € NpeKaleHo CHICH WM npekaneHo ¢iiab, obspHeTe ce KbM
Bamms nexap Win ¢papmMauest.

¥Ynorpe(a npHu Aena H IOHOIIN
Ynorpeba mpH 1oHowH (12-18 rogumnza Bw3pact). He € HeoOxoauma Kopekips Ha JO3MPOBKATA NPH IOHOLLIH

Ha BB3pacT 12-18 roaunu, ynorpebseaiu CKHHOpPEH KpeM.
besonacHocTTa B euKkacHOCTTa Ha CKMHOpEH KpeM NpH Aelia nox 12 roguiiHa Bh3pacT He € YCTAHOBEHA.

AKO CT¢ H3NOJ3BAIH NoBeve oT HeoOxonaMAaTa n03a CxkrAOpEen
He ce npurecHaBaTe. HaMa na uMa HOCHEACTBHA OT €IHOKPATHO Npeao3UpaHe (KOraTo KpeMET €
NPHITIOKEH €QHOKPATHO BbPXY MO-TO/IMA YacT OT KOXKAaTa) WM OT CIy4yaiHO NOrIbLIaHe,

AKO CcTe NPOIYCHAJH AR H3noa3BaTe CKHBOpen
He yBennuaBaiite KonH4ecTBOTO CKMHOPEH KpeM, 3a a KOMIIEHCHpAaTe J03aTa, KOATO CTE MPOMYCHAJIH.

AKo cTe crpesd ynorpefara na Ckunopen

3a na OpAc JCUCHHETO YCIELIHO € BayKHO Aa U3nonseare CKHMHOPEH KpeM Ipe3 LieJIuA IIEPHOA OT BpeMeE, 3a
xoeTo Bu e mpeinucaH. Ako winompare CKUHOPEH KPeM criopea NnpeanucaHuaTa, cuMnroMure Bu 61
TpAOBANO A& IIPEMHHAT MO BPEME HA JIEYEHHETO. AKO CHMITTOMHTE BH He npeMHHAT M/l C€ MOABAT OTHOBO
ClieAl Kpad Ha JISYEHHETO, CBhpkeTe ce ¢ Bamua nekap.

AKO UMaTe HAKAKBH JOITBJIHHTEIHH BEIIPOCH, CBBP2aHH ¢ ynoTpefara Ha TOBRA JIEKAPCTBO, NONuTaliTe
Bammus nekap wim dpapMauesT.

4, Bu3MOXKHE HEXeJIAHH PEAKIHH

KakT1o BCHUKH JIEKapCTRa, TOBA JIEKAPCTBO MOKE Ja NPEAM3BHKA HEAKENIAHH PeaKLMH, BHIIPEKH 4€ He BCCKH
T'H MOJy4aBa.

Haii-uecTo RabmonaBaHKHTE HEXKEIAHNA peaKIiMH BKJIOYBAT NapeHe Ha MACTOTO Ha NPHIOKEHHE, ChpOex Ha
MACTOTO Ha MPHICKECHHE M 3a4YepBABAHE HA MACTOTO Ha NMPHAMKEHHE,
YecToTaTa Ha HAOMONABAHNTE HEXKENAHU PEAKIIMH B KIMHHYHH NPOYYBAHNA M AafieHa B TAOJIMLATA TIO-A0ITY
e copen knacudpukamuaTa Ha MedDRA:
Msuoro uects (21/10),
Yecru (21/100 go <1/10),
Heuectu (21/1,000 no <1/100),
Penxn (21/10,000 ao <1/1,000),
MHoro peaxu (<1/10,000),
C HeusBeCTHA 4ecTOTA (He MOXe Aa ObAe HaImpaBeHa OLCHKA OT HAJIHYHUTE JaHHH).

Cucremo-opranaa | Muoro uecTn Yectn Heuwecrn Pe
KIACHOHKAHSA e,
Hapyuieaus Ha CBPBXE w:; THOER
HMYHHATA CHCTEMA KbM J1ICKapPCEBL s f‘ oy 20
BEIECTE ] ‘




Cucremo-opranna | Maoro sectn Yectn Heuectn Penkn
KIacHpHKANNA
acT™a (BXK. TOYKa 4
HapymieHust HA cebopes, akHe, KOXKHA
KOXKATA H AeNMTMEHTaLHA
‘MOAKOAKHATA ThKAH
O6my HapymieHus | mapeHe Ha TIOMIEHe Ha mapecTe3ns Ha OOpHB HA MACTOTO HA
H ef¢KTH Ha MACTOTO Ha MACTOTO Ha MACTOTO Ha NPUNOKCHHUE, MEXYpYETa
MSACTOTO HA MPUIOKCHHE, | IPHIOKEHME, | MpHIOKEHHE, Ha MACTOTO Ha
NpHJIOKCHHE cbpbex Ha bonxa B OepMaTHT Ha MACTOTO | IPHJIOKEHHE, EK3€Ma Ha
MACTOTO Ha MACTOTO Ha Ha MPHJIOKEHHE, MACTOTO Ha MPUIIOKEHUE,
NPHIOKEHUES, | IPHJIOKEHHE, AUcKOMGpOpPT Ha TOILIHHA HA MACTOTO Ha
3a9¢PBABAHC Ha [ CYXOTa Ha MACTOTO Ha NPUNOKEHHE,
MSCTOTO Ha KOXAaTa Ha NPHJIOKEHHE, OTOK Ha | paspaHABaHe Ha MACTOTO
NpUIONKEHWe | MACTOTO Ha MACTOTO Ha HA MPHJIOKEHHE
NpUIOKEHHE, | IPHIOXKEHHE
obesnBeTapaHe
HA KOXaTa Ha
MACTOTO Ha
NpUNOKEHHE,
Apa3HEeHe Ha
MSACTOTO Ha
NPHAOKEHHE

B noBevero ciyyay OIIAKBAHHATA OT KOXKHO Jpa3sHeHe HaMAaIABAT 10 BpeMe Ha Kypca Ha JICHEeHHe.

BromaBaHe CHMITTOMHTE Ha ACTMAa MPH NALMEHTH JIEKYBAHH C a3€/IaMHOBA KMCE/THHA ca ChOOIMABaHM PAJIKO

[0 BpEME Ha NOCTMAPKETHHIOBHA NEPHOL.

0 HHTEJIHH HCRCJIAHH pe

IIpn xHHMYHY TPOYYBAHHA BKIIOYBAINH IOHOIIH HA BB3pacT 12-18 roaunu (454/1336; 34%) nokassar, ue

JOKANHATA MOHOCHUMOCT Ha CKHMHOpEH KpPeM € NOXOOHA NpH NeJHaTPHYHH H Bh3PACTHH NallUeHTH.

AKO MNOJIyuydTe HIKAKBH HEXKENIAHH JIEKAPCTBEHM peaKiud , yeeaoMeTe Balns nekap win dpapmanest. Topa

BKNOYEA BCHYKHM BE3IMOKHHA HEOMMACAHH B TA3M JIMCTOBKA HEXKEIaHNA pCaKIilHU.

5. Kak na coxpansBate Cxunopen

Ila ce chXpaHABa HA MACTO, HEOCTHITHO 3a Aclia.

Ja ce chXpaHsBa npy TeMneparypa noa 30°C.

He u3nonspaiite ToBa IEKapcTBO clel CPOKA HA FOJHOCT OTOEMA3aH BhpXY €THKETa U KAPTOHEHATa
onakoBka. CpOKBT Ha FOOHOCT OTTOBAPA Ha NOCHEIHHA CH OT MOCOYEHHA MeceLl.
CpOKBT Ha TOOHOCT ClIeA MLPBO OTBapAHE Ha Ty0ara € 2 MeceLa.

He m3xsbpiiiTe nekapcTBaTa B KaHAIM3ALMATA WIH B KOHTEHHepa 3a IoMallHA otnaabuM. [onuraiire

Bamns ¢apmalieBT Kak Ja H3XBBPJIATE JICKAPCTBATa, KOHTO Bede HE M3Mo/3Bare, Te3u MepKH Ine CIIOMOTHAT

3a ONda3BaHE Ha OKOMTHATa Cpeia.

6. CoIbpikanne Ha ONAKOBKATA H ACHLJHATENHA rudopMANES

Kakso chabpxa Cxanopen




- AKTHBHOTO BEIIIECTBO €: a3einanHoBa kucenuHa (azelaic acid). 1 g kpem ceabpka 200 mg (20%)

| a3e/IaHHOBA KHCEJIMHA.

- Hdpyrute cheraBku ca: Apnaron 983 S (nonwokcHeTHNneH MACTHO-KHCETHHEH ecTep), KyTuHa CBS
{cMeC OT MOHO-AMTIMILIEPHIH, MACTHH aKOXOJIH, TPHIVIMILIEPUAM H BOCHYHH €CTEPH), LIETCapHIT
OKTaHOAT, MPONHACHIIMKOI, rauuepon 85 %, Gensoena kucenInHa, NPeYUCTCHA BOAA.

Kak marjexaa CKHHOpPEH H KAKBO ChAbPKA ONAKOBKATA

CKHHOpPEH KpeM ce npeyiara B TyoH, coappkatny 30 g kpeM.
HpaTexaTen HA pa3pelieHHETO 32 ynoTpehfa H NPOR3IBOTHTEN

HprTexare] HA pa3pelleHRETO 32 yOnoTpeda
Intendis GmbH,

Max-Dohrn-Strasse 10,

D-10589-Berlin, I'epmannsa

Hpoussoanaren

Bayer HealthCare Manufacturing S.r.l.
Via E. Schering 21

20090 Segrate (Milano), Hranus

3a JOITbJIHMTEHA HH(OPMALIS OTHOCHO TOBA JIEKAPCTBO, MOJIA CBLPIKETE Ce ¢ JIOKAIHHA NPEACTABHTENl HA
MPHTEKATENA HA pazpelIcHHETO 3a ynotpeda:

badiep brimrapus EOO/]
ya. Pesbapcka Ne 5, 1510 Codua
bruarapus

Jdara Ha DOoCJIeAHO NPpEpasraekAane HA JIHCTOBKATA XX/XXXX




