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3. AnwasuazIULUUEMILAEYNsII (Pharmaceutical Form)
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4. Yauslgn1ematn (Clinical Particulars)

4.1 Uousld (Therapeutic Indication)
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1smaviAnd (psoriasis) 594919 plaque psoriasis (psoriasis vulgaris) @gLAARUTINITS
fiswe (scalp psoriasis)
HINTNENLEUAINNITANRE (contact dermatitis) 9119 AulsdnL@UAINATEURANY

(dermatitis venenata)

Antadniay (eczema) LU Havdedniauwmanilui (atopic eczemayse atopic
dermatitis %138 allergic dermatitis HaniadniauLuusUNay (nummular eczema),
HIN99nNLEUDDNHY (eczematous  dermatitis) Aantssntaulunisn (infantile

eczema)

Neurodermatitis (lichen simplex #%%® lichen simplex chronicus) latpulwaia

(lichen planus)
Seborrheic dermatitis
Intertrigo

HuLAIgAaen (exfoliative dermatitis)



® Solar dermatitis 58 photodermatitis

® Dyshidrosis (pompholyx)

o dulugfgeeny (senile pruritus)

® Discoid lupus erythematosuskUuAnSEuNndy IEPRRTERER
® Necrobiosis lipoidica

®  91MINUILTIVI (pretibial myxoedema) Wag erythroderma

4.2 YUINBIazISN151981 (Posology and method of administration)
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4.2.2 330150311581 (Mode of Administration)
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4.3 Favinuly (Contraindications)
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o ﬁmiéﬂu;ﬁﬁﬁﬁuﬁuﬁmiimwé (rosacea) Wazda (acne, acne vulgaris) LWi’wmﬁmizﬁﬂﬁIiﬂ
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4.4 AfountAEazdan255239luN51Ye1 (Special warnings and precautions for use)
o szinszianismenladuuniunilaulalnsileiuslulsaazinaiu wmsizoransedulilse
fiFulusgninansldomiendsanugaen uazidesfiaziin generalized pustular psoriasis
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Ramislunsuntesdunsefivnduda

o sngruinnismenladutunnumlaulalnsiilowus a1uisana hypothalamic-pituitary-
adrenal (HPA) axis 1¢1 (gufisifisilusiade 4.9.2 vunendienaiiniie)
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o Limsmelatuuniumlsulalnsiilownluusiaun nduusnuniie lneewzuiiou
fituinusa uazlinsldodadetuduszorinauu Tugtaeynseliiogwinle Tasiams
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o gmladuuniumlzulalnsitlowun 1 isopropyl alcohol eglugnssifu Fse1avilviin
anusaAnmilougnuasiases (stinging) e mnnusnuniiuviausavseRntlduan
o mnmeladuunwmisulalnsilaiusuaiiineinsseaefewmsoainisuien Tienen
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4.5 UATNIYINVYIIDUNNIDDUATNIBIDU ¢ (Interaction with other medicinal

products and other forms of interaction)
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LifiTeyanenfudunsisenvesmladuunwmigulalnsilowsddldmateuenivendu

4.6 mMslyluansiinssnuazaniseninaliunyns (Pregnancy and lactation)

4.6.1 an3iATIAN
n) N15iAaN13nIgU (Teratogenic effects)

galufifeyaduduisnnuvasadevesnisidomiladuiuniunilsulalnsilownluan3d
335 Iy US Pregnancy Category dngnuniunilau Inaldszusuuuu Tveglu Category C Tuyn
laswna  Gevneds nsdllansduilsiedelud msAnuludainaasmusunseuisszns liud
ALilAn15n35U (teratogenic) MeauAe (embrycidal) wiodu 1 wazlifin1sfnwvlinriuunig
Feluanidassd wie lufinsAnuviiluanifinsssuasdninaaes srlunguilfeesldianieie
Uselemifionalasuduafuanudssiionaiatudensnlunssd

ginguameseuntusuiuusuUsemuvsednludninaass nuirauisailviianisnisy
1 Lwaulng (cleft palate) Msnmieaasa (still birth) N39S (premature abortion) 191 w1y
gluuIAAINeIY karu1anIsAnenudnnslderslsuusulsemuniedalusuinadlutislasuna
WINYBIN1TAIATIA LN M lin1sniAinuinunds (oral  clefts) ba wonanlidaliveyadn
grawmeseiuiadeldmimidludninaaes AvilbiAamenigulaiguiu

dwugunianlgulalnsiilelun ddeyadn Wedaeiluvuin 0.05 fadndu/Alandudn
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Wwtings 60 Alansu viliAamsniinisy lddeuiiasse (umbilical hemias), Hoauewsalony
avesdueonuINNIElvandsurgnisuen (cephalocele), wAUnT (cleft palates) udliiiitoya
nMsigeummmigulalnsilowslugiuuginidmi
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v) wailiilvn1sn3gu (Nonteratogenic effects)
MINEMNUN I LBUNAATUAHIUUET19NE 19ansarIusnle Fainananisvineny
. . . . 5 (3 aa M v 1 a [

v94 hypothalamic-pituitary-adrenal  axis ~ ¥89M9n15nluATIALAzaR3IATTALALGULABIAU
gramesoenlusUluuTuUsEMUMSoe@nvinlmiinn1ndueIN15ATde seaulinaluiengs wu
Umaludaanizls Asiudnisfnnue1n159e4 adrenal  insufficiency Tunsnfitinanuisani
l9sugnmeshlaamesesnuuIngyg systemic Tuseninasinssd Feonvresdaniulunsaiilasuen
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4.6.2 8n3321319ARAYAT (Labor and delivery)
Liifiveya

4.6.3 an3sendnglviuuyas (Nursing mothers)
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4.7 HARBAUEIUTTOIUNTTIVILAZYINIUAULATENINS (Effects on ability to drive and

use machine)
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Lifiveyaiiefiuravesenilatuumimnilaulalnsilows denistuleueuivsenisldiaiesing

4.8 91n15hineUseaen (Undesirable effects)
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4.8.1 81015 INIUTLAIANIIRINUIAWULIN
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o sldisUsrasansiinisinulauseiian (most frequent side effects) wmainil

ainsiandesfiaUiunans uazllonmaiiiestingn Gasll -01nisuauseu-sanmiisugnuuasinses
(stinging) *NINIUIAY AU «HIMITEABLABY sianlauvusniay (folliculitis)

4.8.2 9115 LNIUTTAIANIRIUSANUL BN

a v

omslifisUszasdmafaniisiinutosunn arely reported) fifsdl Fmidladonauidn
(hyperesthesia) sAavdadwniiu (tingling skin) -iﬁﬂﬂﬁ’lagmﬁﬁmﬁﬁ’mﬁﬂ (prickly skin) «H2nsRs
(tightening) «Aanilalusesunn (cracking of skin) WseRantauanane (striae) sAanilaunnuagiodu
(atrophic striae) «Avitladledu «3ANHINTIEU (warm feeling) Avdannaziadudu 9 (laminar
scaling) «fiazifinsouuna (perilesional scaling) <Hutfusuuuadnamsyuvy (follicular rash) -
Hantlanas (erythema) %30 Aunng (erythematous rash) «aonLdaniasnes (telangiectasis) A
auiiy «Havdadugunes (vesiculation)
4.8.3 an1shifalsyasdnaimdefianunsanuld udlianansaszyanudvesnisiineinis
LifeUszasAunazeinld osmindufuaunaeuasssezianiunisine
«AzvuAn (hypertrichosis) sJuia sRnledniaunanads (acneiform eruption) sRwtla
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(perioral dermatitis) @ (miliaria) sHINTIUI9A AuUszYaendaUI Al u ity
(increased fragility of cutaneous blood vessels) «wasH151 (purpura) sleneenlananil

(ecchymosis) HuAa8lsyUTENTBNANNAIU (rosacea-like  eruptions) USHIaIluNTT «HuT39



(alopecia) RantlssniaunuuLiaInnsduda (allergic contact dermatitis) sHandauduunailosts

(macerationof the skin) «3in1sAnI@aLnIngou (secondary infection)
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4.9.2 VU981 ANY
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4.9.5 gMsuazaMsuanasldusAuTuALUU G5
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5. ansadAN1ndvaInen (Pharmacological Properties)
5.1 pauduUANIGNdYWaA1ans (Pharmacodynamic properties)

5.1.1 nalnn1500ngN5YDIEN

grunnileulalnsilows \unglaresfnesdduasizi Nlgnsaudiunglanesa

Y] £ o o

Aous uiAdsllgnssuiiuelanesfnossogidntes Tneflgnindnmanduingfilidmiulsasiis
 fio qviddusniauvIenagiiduiy anensdu wazvihlvivasaidesvinda nalndunissniauyesen
miumamlgulalnsilowndlinsuudda wienadaannanenalndszneuiu wu dudinsinie
veadaidonvafiwaduilmaendendosnsaudnasneay Judinsavanveswunlasraluusin
sniau Jesriunisuaeeteulesl destructive acid hydrolases a7ntflalaenv17aANSHWE 188N VD9
13619  suntinaenidendos Ssanen1suan wileilusiu lipocortins Seiignasudgnives
phospholipase A2 vinlsiusuveslalalonveadnidona1n (leukocyte lysosomal membrane)
wiausatu annsadiuazldoslnsanunauiud (prostaglandins) lafiu (kinin)  21ngUALATA
(substrates),  &am1du (histamine) liposomal  enzymes  WATANARDIZTUUADNNALUUA
(complement system) annistasgyvestilusuana (fibroblastann1sasaumsaaiiau syuveannTs
afraunadu nadnslaesiuyhldannsoniau
Tnsasugnisunssnaulutisusnvessmamesesdiinainnsdudanisiadeutoio
Fonvnuazuualasyhalilidnluguinamnsney uazannsiiuidioonvesanssng 9 iusimase

Woneloy d@udiamas endlgndiunsoniaulagannisazaunsaallaulazannIsas ey

5.1.2 ANMUFUNUSVBIUUIAET ALY Y3181 AUNITABUALDINIUNFYNAAIEATUDIYT
nsneUaNaINNdINaransasvuIngmlatuun v lrulalnsilaunvausasynna

fanuvainvianey JuegiuauIuksavedlsa WURIUSHMAMET wagszesiaIn1siden

5.1.3 nalnn1siiniiyvasen
nsldamlatuumumilaulalnsiloiwsluuinmniig ssesiaiuiu vseldTanmnuasina

ATUDINARAZ U TN TATUUS AR WU SHRNUSUN 8L AnRUDNE919018 F9LALANY

Y Y
s

dessemsiinnatnamesiisamels iiAnnguensawds Wesnnerdagnsaunglaneiilaawm

D90UAWALILUDINIANDSAADYA F991INANITNINIIUYBY HPA axis

5.2 AENUANILNAYIAUAIEAS (Pharmacokinetic properties)
N13QATEN
nsmeuntumilsulalnsilown vt sognaadudignssuaiion Ussuu
Sovay 12 - 14 IngUsmumagadsdufunaisdade wu daudszneulundndost (Fuansdielien

v a

FUHURIMTILARTUY) AMUTUTUVDIET  SNBUSRINTINTLNANITONITONAU AIAUIVDIRINT



Tz usniiiimdaus Wy wWisnan oduisna Tunth $hus nilsdiswe msldTanmnussung

yiafueinaLaznsEveUaTiuusIunnIg) n1sagideinesiuniime asiun1sgedue1iing

Y

19118 BansgedusnnnimndunnifissweiiasshliiAenaveservisunmeld iesignaedudig
nszuaienvziinuauAinundvaaumansivioutiunsiienguiuuiulsenuvsedn
nsiaBuLUAEN
- dlesiumumilsulalnsfiloiuningsrsneazgniuunuedduiiduifundn Tiduansilid
NS
N13N3A1881
- wumumleuilogeduidignszuaidenasansransludadiuding q 167 wu la S1l4
Faorls U wazndnaiile
- guumpmileuduiulusiulunanaunldognageu (weakly bind) srfiegluguiilsiduiu
Wshudueitesngns
- AINNINTEANLFIVDILNUNNUMLBUUTEUU 75 — 90 §nT
n13A13AEN

o o

- ggaidneenmile luguidsuwlandudnilng wazeglusulidsuudanfivadndes
(iAufenas 5 vesunen) srgnidasenmehiifissdntdes

- dnsnsidngmslaysein 9.5 fadns/und

- Arsedieluniseenguinis®anm (biological half-life) Uszsns 35 — 54 Falas

- AARIRlULARAUTEIN 5.6 — 6.5 939

53  dayandnudasnizainnisfineIniagiin (Preclinical safety data)
5.3.1  AwAgunau: nnsneasstudn? nglisuusemiusmilatuuniunilaulalnsfile

wanudvhlideddinld 1esa1nwaves isopropyl alcohol dududimuuszneuluguuuy

5.3.2 NENWYUNAU:

)]

=

- dmsAnwinismelatuuniunilaulalnsileinainuuseevay 0.05 Tuvuingeds 2
fiaddns/Alansy Wuan 15 Tulunyegin1 (guinea pigs) limun1sgadueuaginid
laiiinAusEAeLAD

- dms@nwinismenladuununlyulalnsilewnainuuseiesay 0.05 lunsesine Wu
a1 2543 Su wurvhlriandessaaifendntes nunsevusentesasiidunsifiany
wundanilede uay/mseviessn flauAnUnivesssuuiden finsifinduveeulusy
wazlutuludon uallnmsanasvesnunafouuazeaslsaludsy Snswdsuutasuuin

Y99DIYIEVANYAIU FIUTINUINRINTIUNIAIUSIUANTE



- dmsAnwilae@auniumigulalnsileiunvuin 0.1, 0.5 uay 1 Tadnsu/Alandudn
ndundlelumyusnduansiar 1 asudunan 13 dand nuiaylaifinnuiaunile q

- finsfnvniledsuifudnoainlunisvinliszaieifosannnisdusa (contact  initation
potential) wazAnenWlun1519LIN (sensitization potential) Iasldainiladuruni
migulalnsilananunsesaar 0.05 wazemladuluwumnlguylsienanuuseiosas
0.1 FAnwilugUhediuau 156 au unanamdUni wuinfesas 96 vesiUaelidnld
eviinlaliiinnsszaeifes wazliffladonnsud dwmsugiimelatuuniamiloy
lalnsilewuniseslaurusniavlusziuiunata 6 dumds wazwu 2 dumslugiin
Tatuilsifdenumumleulalnsilown dusmlatulummlzuylsioanuseslay

yudnauluszAuUIunans 4 sums waziazwy 2 susishugfimladuilsidsenlu
migunlsion
- wase HPA axis : {Uhe 2 Tu 11 Meiimenladuununileulalnsilewneuussios

az 0.05 Tuwun 7 Gaddns/Fu (315 nea) w1y 21 $u Teemudnmseslsnasindud
milsfsus nuisziuaesAvealudendinind usamsandugunaldideveneinielu
1 dUans

533 fiwizede:
nsiauzis lifinsAnuludninaassszorenifiosvifiunisnonzi3svesenuniium
lrulalnsiiloiun wanuItelinaaunen1sNAgeU bacterial mutagenicity assay wag
mammalian cell mutagenicity assay haglinauinlun1svaasu in-vitro human
lymphocyte chromosome aberration assay &g in-vivo mouse bone marrow
micronucleus assay 3spdefumnsamleunarlalnsaesiloy

534  szuudunusuaznmaifaniandsd . msdasunmiumilsulalnsloiundnduioly
nsgsBuazmysEiRaasad nudriliAansnisuldunnieanesesduindudn
vansiln uslsifdeyaiieafunasonisdusiug

53.5 wadu q : nmsanwnsmeladuumsmlyulalnsileualuvyuazuaamuii el

Tuasansuasuniaswee ECG anusulais waznisuiela

6. S1UaZLEANINNEYNIITU (Pharmaceutical Particulars)

6.1 s1en15iaebidnAgy (List of excipients)

<YeyaveIuIEvne>

6.2 aAnuliiiinnuve9en (Incompatibilities)

<YeyaveIuIEvne>



6.3 91998481 (Shelf life)

<YeyaveIuIvne>

6.4 Yap2sseientAwlunisiiven (Special precautions for storage)

<YeyaveIuIEvne>
6.5 anwasLadUUTENaUYaINIYULUTTY (Nature and contents of container)

<JoyauaiuTengl>

7. ¥agSvaygyranannsauinsedsetunudagiuidiunlusiveradng (Marketing

e

Authorization Holder)

<YeyaveIuIvne>

8. tmunztiaun13ue (Marketing Authorization Numbers)

<YeyavesuIvne>

9. TunlasusydiAnziieudiiuen (Date of authorization)

<JoyauaiuTengl>

10. '3'u*7'iﬁn’1‘sLLf’ﬂ°ll‘U%'UU§ﬂLaﬂmi (Date of revision of the text)
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