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1. JowAnAmal (Name of the Medicinal Product)

<TamsAmnwng> ANNLITeray 0.05 ¥llaemMAsy <deyaustme>

2. daulsznaunazUsununed1Agy (Qualitative and Quantitative Composition)
UM aUlalnsfilawun sneINIASY AMULSISBEaE 0.05 18D Tuen 100 nSu

Usenaumsguntunteulalnsilows 0.05 N5y

3. AnyazkarsUuuUemMIundunssa (Pharmaceutical Form)

<gUuuue> <dnwaznieuenimiuldmenla> <deyausiven>

4. Fauslaniemaiin (Clinical Particulars)
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4.1 Uousld (Therapeutic Indication)
Fausldunnsgruvasgnuniumizulalnsilownviingmiasy
Tdlunssnwnlsaianilidniauuarainisfuseiuliunasdeguusvaieyiiniilisenasilag
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WasesRNillalanusINNsiaee Inelifeg1svestausldndnaall

o Ismaviinlu (psoriasis) 591919 plaque psoriasis (psoriasis vulgaris), @gtAndufl

AT (scalp psoriasis)
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®  [INUUIDALAUIINANTIUNE (contact dermatitis) SINNIRINUIBNLAUIINAITEUNAN

(dermatitis venenata)

o Iniadniay (eczema) WU HIvtldniauvnilui (atopic eczema %138 atopic
dermatitis %3® allergic  dermatitis) RanteSnI@ULUUANYENAN (nummular
eczema) RINUISNLAUBDNNY (eczematous  dermatitis) Hautssniaulunisn

(infantile eczema)

® Neurodermatitis (lichen simplex #3® lichen simplex chronicus), latauLwaiia

(lichen planus)
® Seborrheic dermatitis
® |ntertrigo

® iluunwmianaan (exfoliative dermatitis)



® Solar dermatitis %38 photodermatitis

® Dyshidrosis (pompholyx)

o dulugfgeeny (senile pruritus)

® Discoid lupus erythematosus wWUURBEEUNEY LAZLUULSSY
® Necrobiosis lipoidica

®  91INUILYIVI (pretibial myxoedema) Wag erythroderma
4.2 IUnYIazIsN151981 (Posology and method of administration)

4.2.1 yune 1wzt (Recommended dose)
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4.2.2 350150311581 (Mode of Administration)

4.3

a af a a o aa a d‘
merastiununlgulalnsiloluaung 9 USRnandseslsa nandean1snien

Ut deu wagvmiiu wagliesldiagla q Yaviuusiniinmen

davnuld (Contraindications)

ullglugniuseiauieummmilaulalnsilen e1awmesesnay o vsediuusyneudy
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ulelug?iids (acne, acne vulgaris) wagiiiugiialsenee (rosacea) Wns1ge1anseruli
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4.4 AndauntAvLazdan155239luns1den (Special warnings and precautions for use)

o szinszivlumamenasuunumisulalnsilewwnlulsaaziinty nsizenanszAuli

lsamusuluseninenisldevsenasainvyaen wazidusiagiin generalized pustular
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psoriasis  5IUNUANDINTTLINIUTTASANLANIALALINIS19N18Le LTTo331nanLde
AMNENNAvaIRILSluNsUNT B9 unT19NLNdURE wanandl Tn1sAnwInUIN ANSHY
al (v (v I~ % a a £ Qlld I3 a (v
#1351 14 S/ Wuan 8 Ju USnaRIntanilseslsaasinaky @1u150ansEau
7951uU adrenocorticoid Tudanla wilseauveIgasluuazaIusaiududseauUndle
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sfaseidumamenasumuniunilsulalnsilowslufreidimisdniauanaizidu
\Eenvan (stasis dermatitis) wielsainilsau q dulszuulnadeuladiniaund sauiadl
Isanasnidendiutany (peripheral vascular disease) tWs1ze1avinliRAIntaLAn
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WHAIINAIERBARMEALA (venous stasis ulcers)
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Snsrduiiuiifdetmindannniiging ilvinisgetusmisiamiiadignszuaien
Unagendn Jadesdensiiasatnafeniisamemnnninglug wu msnansvihay
YDITLUU hypothalamic-pituitary-adrenal (HPA) axis winflanudndudesmgnuni

mMlgulalnsilowslriunisn asandanisigenlaiiu 5-7 Ju
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®  AAAAINNTILNANITINIUYDY HPA axis WussezludUrenimernsuiuniamileulaln
A P Ao = - P v =
siteiungalugniiainuusegs Tuvwinas menduuiiuuniie Ienlusseziaiuny
MIOMEUIIMRITNIuIALNS e ndiaudswanisadue ningnseuaiien oy
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ANAINREILNATA  TINVINITAAMIUNGNDINITABTS INNUIILNIEAINANIAITADY 9
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AL Y30 ENIAULTINNAT 13aAANNTLUNITUIUITET Tnelin1sfinwinunisna
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Toulplnsilewnunnnan 14 n3u/dulunan 8 Tu vislldasmengasninisfivansdoe
Te1dunuiIvdaiund 45 nfu/duav  liesldenniiamesesmdudiulsznouly
Frnanfgiiunateia waraisudsigiiensiuindeudawnmdynasufediulsyin

AsldennRsRlAALNDTRYR

o Limsldiagmnussunaiivinaningsy wisdaganuasinaviaiueiniataziiszme Un
Wuusuinien lesanzieldeigasninisiiuasyislieduriuinidla avy
wmmi‘]umﬂﬁw%mmmﬁ%@m%uLﬁﬁﬂgji"mma i’mﬁﬂmﬂ%ﬁwé’amﬁ%%gﬂ%am%ﬁw
wihilwileuiananuasina wazyilin1sgadueiiindy awerwineinisliiauseasd

d' o.'/ 1 ¥ o [~4 ¥ Yy v 1 Yy Y a"u a o v
LINEABaIIs19Nele nandusedldtinoey llastdenoaunauiuly wsizvinlven
gnangulauInTu
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o ynldermasuuniunilaulalnsiiloiwndunaiuiuwdiiiondele asnganien
dmiufgeergfifiamisloniusssuvifegudn aztfiuaudssfiaziininesiag
(purpura) wazuraunadnw1nveulii3eu (skin lacerations) aseusnatuld
Frndanasdundaniold

o mvgagmesuummlaulalnsileiundoasnsaruauoinsvestsaimiisldug
Feonafiszoznaninwiiuandnsiu udliesldeniu 4 danmilagliléfunisussiiiu
paNE$NY1 uazniinanan1svinues HPA axis Tusgezdu nsvieTuuas HPA axis
wgnduunduundlivuinazauysoidevgaen uwivnnldendunaiuiu msmgaeiuuy
vuiiulasailiAnoinmsoeueild  Fedndudeslionamesesdsulsenuniosnida
W3u (systemic supplement)  feiuianasdes 9 anvuinenaddn q wiewdeuldld
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Lifiteyanenfiuravasenuniunilaulalnsilownlugluvvenasudmsulimaneueniy
g19u
4.6 mMslyluaniiinssnuazaniseninaliunyns (Pregnancy and lactation)
4.6.1 an3aiAsIn
n) M5iAN15nI3U (Teratogenic effects)
gilifiveyatuduiinnulasndevasnisidemiuniumlsulalnsilownluansiiagss lng
US Pregnancy Category 3ngniununitaulagliszusuiuuvesen Wieglu Category C Tuynlas
wa Famnei nsdlansduiafarielud nsAnwludninaasmuduaseuisuszns Hud fida
13033 (teratogenic) 788uA"Y (embrycidal) wiodu ° waglufinnsfinwvlinaiuaunsidelu
ansdingss wio laliimsfnuisluanifesssuardninnaes erlunduifemslfianudoyslonii
oaldsuRuAuaTIdssilenaAntustemanluasas
gnduanesegntusliuuTuUssmMuvsedaludiiveass wuiiliianisnisy wu ey
11 (cleft palate) Msnaaasa (still birth) waziln1suye (premature abortion) 16 wilazldenlu
YuIAAAR wazuesAnINUIINsTFgULUU U ST TS edn lurunagslutaslnsinausnves
nsssnsadlunyud inldmsniaatinunianeulnd (oral  clefts) 1 usnainigaidoyadn
gnamesensusviiadlelinfvilsludninaass AvinlmAansnisulguiy
dmdusnummlsulalnsileus fdeyadin iedneluvuin 005 fadndu/Alaniudn
nénalunszsng Fadusuineniies 0.2 whassvuinegsaaluuyed Wefleulumheiadnsu/mans
wns liAamsniAnizy Tddoufiasie (umbilical hernias), Lioausvidoidoviuausdusenin
nnselnandsuednisuen (cephalocele), imulnd (cleft palates) walkifitayavinnisldeiium
wmlgulalnsilownluguwuugmidmnids

fatiudemsideniluanstinsssfneilavinlmAnnafiuinninile e uiua UL As 9 Uns18 U4

Msntuasss wazliaslidondulsuiaunn mdtndaduusnuniineg usaunaiuuluansiansss

) wailiilvn1sn3gu (Nonteratogenic effects)
MINEMUUNNUNNGUYNAATURIUEIEINEY 1azanunsariusnla  Fedinananisvinenuy
299 HPA axis veslamsntuassiuazansiassaliguieiiueanesosaluguuuuiulsemunie

gndnvibAinnaNeIN1sATEe seauinnaluifengs Tumalulaanels dwiudesianiueinis



Y84 adrenal  insufficiency Tunmsniliinannusailasuenesilaainesesdvuinganig systemic

Tuszninadansss Feoadesinmulunsalnlasusmiuniuylsudunaiuiusmeuiy

L= 1

4.6.2 dn33:%1319AA0AYAT (Labor and delivery)

lifivoya

Y

4.6.3 an3381319luaYAs (Nursing mothers)
lifideyafidauinnslienunumlsunsniguen awiliiAnnsgadaudinszualaiin
snnmeauannsaannuluuald suiiliideyasuesdasnsernmsldsmiuniumilsuly
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4.7 HARBAUEIUTTOIUNTTIVILAZYINIUAULATENANS (Effects on ability to drive and
use machine)

LifiTeyaneniuravasemasuunwigulalnsiilows siensdulsueusivsenislidiniasdng

4.8 91n15hineUseaen (Undesirable effects)

AN NUN UMD ULA TN AL UA USRI URIMTIRINAILULYE T51897UN15AR7NNS bl Ra
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915k szasanarmtsnnulaueeiian (most frequent side effects) uasindia1nis
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Wnesfisdiunans wazlenniaifiestansy  Jasll -onnsuauieu SAnmilougnuuasinsies

(stinging) *RIMIILIAY AU FInTIITEALLABY saulauausniay (folliculitis)
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91nsliiaUszasdndsneaudosas 10 Tudinery 3 weu - 12 U fe Raniladedu 3ad
anwaraell vaenldenlounes (telangiectasis) s89Wng (bruising) wazAaniaidusiugig
(shininess)

4.8.2 81015 BINeUsE AR UTIoauN

a o

o1nslaifislsvasdinmefanilaiinutionann (rarely reported) sl Ranifslasiaruidn
(hyperesthesia) sfamifadumiiy (tingling skin) «¥dnAdegnifaiiamnia (prickly skin) «Hamifsfs
(tightening) «Amtadusesunn (cracking of skin) WaeRntlaLANaTY (striae) «Hamtuaniaziodu
(atrophic striae) «Hmtisdledy  «3dnHInTsgU (warm feeling) Fvdannaziadiudu o (aminar
scaling) «flawifinsauuna (perilesional scaling) <Huldusuvuiadnmugyueu (follicular rash)
HIndalag (erythema) 3o AR (erythematous rash) vaonaldonNasNes Fuaufiy <A
\Jusiuwes (vesiculation)
4.8.3 onshiisUszasdnaliaviiafiaunsonuld udlianunsassyaudvenisiineinis
Lifewszasdusazainld WosnTuiusuwneuasszezaanlunmsinm
-nnguan (hypertrichosis) «tuda «Ranlsdniauaaied@a (acneiform eruption) Rwnied
973 (hypopigmentation) #3e Awiauasud (pigmentation changes) ~HufntadniauUTIMToU
Un (perioral  dermatitis) «w@  (miliaria) +RAIUTIV9AY +AINLUTIZVDINAOALADAUTLIURINIY
Wiy (increased fragility of cutaneous blood vessels) «Lwa5#W131 (purpura) sLaansanlaRinAa
(ecchymosis) « Auadelssndevieianmaiu(rosacea-like  eruptions) Usnalunii  «xagas
(alopecia) sRvsdniauuuuuRansduda (allersic contact dermatitis) «fviafuunailonge

(maceration of the skin) «dn15AaLABLNTNEGU (secondary infection)
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syuudaulivie 1Aina1ne1nAN19Y19IUT09 hypothalamic-pituitary-adrenal  (HPA) axis $2A317

AounuInlndsaiupesigeanusisuiianasioninlasuanuenitanieainem wavinligdied
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4.9 nstasusniuvuIn (Overdose)
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5. anaaUAN1ndvaInen (Pharmacological Properties)
5.1 pauduUANINdYWaA1ans (Pharmacodynamic properties)
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yesasan 4 Hunilmaendondes Svanenisuan imieahlusiu lipocortins Beiignssudegns
w99 phospholipase A2 yirluniusuveslalalonveainidona1d (leukocyte  lysosomal
membrane) Wausety annnsadnasuasslnsanunaunud (prostaglandins), lafiu (kinin) 970
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5.2 AuANUANINAYIAUAIEAS (Pharmacokinetic properties)
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5.3 YayanuuasnigannsAnemIaaiin (Preclinical safety data)
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6. S19ALLIANINNEYNTIU (Pharmaceutical Particulars)

6.1 s1en13iaebidnAgy (List of excipients)

<YeyaveIuIvny>

6.2 aAnuliiiinnuve9en (Incompatibilities)

<YeyaveIuIEvne>

6.3 91898481 (Shelf life)

<YeyavesuIvne>

6.4 Yap2sseieniAwlunisiiven (Special precautions for storage)

<YeyavesuIEvne>

6.5 anwasuardIuUTENaUYaINIYULUTTY (Nature and contents of container)

<JoyauaiuTengl>



7. ¥agdSuaynranaausadinsadserunudagiuidiunlusiveraidng (Marketing
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Authorization Holder)

<JoyauaiuTengl>

8. lanztiaua13uen (Marketing Authorization Numbers)

<YoyaveIuIEvne>

9. TunlasuaydiAnziieudiiuen (Date of authorization)

<YeyaveIuIvne>

10. Tundnsuilyvuiuusaenans (Date of revision of the text)
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