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guNIum loulalnsilawn A1uLsIsasas 0.05

IUAYINIVH

1. JowAnAnal (Name of the Medicinal Product)

%

A Y v a e
<6U8ﬂ73ﬂ']ﬂ']‘1&nl‘1/|8> AINHLIITRYAY 0.05 YUAYINIVA

2. daulsznaunazUsunueddsy (Qualitative and quantitative composition)

g un U tsulalnsilowun sUas nITNT AIULSISe8ay 0.05 nunede Tuel 100

Usenaumssuntumlaulalnsilown 0.05 NSy

3. AnwasuazIULUUEMILAEYNsII (Pharmaceutical Form)

<gUuuLE> <dnwasnieuenimiuldmenila > <dayauiemen>

4. Jausldnnemann (Clinical Particulars)

4.1 Uousld (Therapeutic Indication)
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waseuAnladanmsannsinide lnelifegrsvestausldndnaadl

o Ispaziinlu (psoriasis) 5944 plaque psoriasis (psoriasis vulgaris), @giiAEUTANS

fiswe (scalp psoriasis)

® NUNIDNLEUIINNITHUNE (contact dermatitis):  SINNIRNINTIDNLAUINNAITAUNANY

(dermatitis venenata)

o fvledniay (eczema) LU Aantladniaumniui (atopic eczema %39 atopic

dermatitis %39 allergic dermatitis) RMutlani@uluuanwaznay (nummular eczema)

RIUMT9DNL@UBaNHY (eczematous dermatitis) Butlagnt@ulunisn (infantile eczema)

® Neurodermatitis (lichen simplex #%® lichen simplex chronicus), latauunaila

(lichen planus)
® Seborrheic dermatitis
® |ntertrigo
° ﬁ'ummqmaaﬂ (exfoliative dermatitis)

® Solar dermatitis 58 photodermatitis



® Dyshidrosis (pompholyx)

o duluifgeeny (senile pruritus)

® Discoid lupus erythematosus WU ABunduLATuULEDSs

® Necrobiosis lipoidica

®  PINIUUMTIVIY (pretibial myxoedema) uag erythroderma

4.2 YunemazIsn13lden (Posology and method of administration)
4.2.1 vumendiuuziin (Recommended dose)

graRsumamlsulalnsilownanuusdesay 0.05 daduemanesessiinuuss
g9u1n (super-high potency)
mendisumamleulalnsilenuis q vinafiidseslsn Yuay 1 - 2 afs dmsufiaedd
913U ansnanaailumsmenwdetuar 1 s lnsanusavenenliiioniunulsalinds T
astdnuunda 2-6 dUailagldfinnsusaiunanisinw vielimsiiu 50 nwdUans iean
Nt afesansTivdenadnaieaiisanie
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fEg9818 (W1nnd1 65 U)
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4.2.2 330150311581 (Mode of Administration)
MYIUN 9 Usnuiintiniiseslsavanideenismetvinalunil 9eWu wazamiu uaz

LimsldTanla o Uavivusiaainie

4.3 Yavnuly (Contraindications)

o vuldlugniiuseifuionuniunileulalnsiloin eramesesndu 4 viediuusznoudu
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Tugn¥ia
° ﬁ’lﬂsﬂuﬁdﬁﬁ’s (acne, acne vulgaris) tagdusialsgiwd (rosacea) LW'ﬁ’lza’]ﬁmizﬁﬂﬁIiﬂ
Asule
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gnameseeanaiAuiuane Jndewion1sAnou Nty

Y

o siuldiunanidiosniisenuanuiaunilunisueaiu aruduluniaiazeinisisase

nszanadauileldennianesosnnilniulsegs

4.4 AndpunAvazdan35239un1519e1 (Special warnings and precautions for use)

o suinseidlumamendiaumiumilsulalnsilewslulsaasia Sy wszenansedulilse
fiFulusewinumsldomdondinngaen wazidsaiiaziin generalized pustular psoriasis
swfaAnensldfislssasdiaaneiinaziiunield idesngydsainuansaves
Fnidlunisundesdunsefinduiia uenaind fn1sfnwinudt mamenguiuueThmss
Uinaiamilsiifiseslsaazifinidu a1unsanan1sviaiuees hypothalamic-pituitary-adrenal
(HPA) axis waransysusasluuainsaumaanle (adrenal cortical hormones) 1¢ (gLt

Twda 4.92 vune1Nenavinliiniy)
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dermatitis ‘Viiaiiﬂwﬁﬁu@@u 9 GUQ@Ji%UU‘lWaL'JEJUIaVW]N@UﬂW i'ﬂiJVNllIiﬂﬁa@@Laa@la?u

Uane (peripheral vascular disease) iwsigenavilvianiauiauuale

o szfasyislumsmendiauniumilzulalnsilownlugiianuunnsesdunisviinuesd

[y 1 v P

wad (T cell) vaRlasusnagiiAuiusIume 1HlaRINNIMIENaNeTeEAITNANNAN Y
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g ware1anseAuliinnsiawety warlunsdlniinishinidie uuaiise 51 Tafaniedn
T5@ RIS Y3910 FUTENINNITMIEITRIUN U L UlAlnsAlawws Astre1ndniduen
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VESUAIMSUARNITONLAU hAILALDINITAU NNan1ssneIn1sasttaldidunuinelaly
H39usn ingameaunumlaulalnsiilownauniiagaiunsoniuaunisineld 1edain
g1y biukaililainannisfioienetiag Ly whaInaIvdenanvgalua  (venous

stasis ulcers)

o suinszislunismentrauniumlaulalnsilawusluansiansss luarsnienusuiauin i
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donau iesndniidamduiiuifnsotvindaannninglvg vlkinsgadugimaiiani
\ignszuadonuinnaganiy Jndosionsiianadnafsshianmnninglve wu nsne
N15%19119895¥UU HPA axis

o suinsrfrlunsmendiaunumileulalnsilownsouaieni linisldendluluanem,
Tnglanzegedslufihefofiutazdonszan minldondunami erevilinisueaiuem

a9 9INNTFRRWAINT 8INTABNTEINEIRT ViseAuaulugnaiudule
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fuauna wagldaastdedadetudussesiiaiuu luddennsglidtegwiile laewnie
Twdn Wissnnniinmsgedudidnssuaidon awsavinliiAneinislifisszasdinsnanie
Iomieusluguuuusulssmiunazendald lnsanizlunmsnuazinn 1wy nan1sinenuaes
penmInlavinlissiuneshgealufons uazlineuaussdonisnseduaie ACTH LAnngy

91715A%8¢ Tunihnauwilounseduns nansiasyiule Amnusuaeludensinandsue
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geugvilviionnisldausnanseyilen (bulging fontanelle) Uanfsuy Uszarnaiuiumns



@03714 (bilateral papilledema) vilvianiadodu Fanslduluruinmanitlinanissn
Adrednngliasldednseduiunit 2-4 §Uawi Inglifinsussdiunanissnw vseen

T838uenenluszezniasnuiiissusnalausnaminey

%

®  MSAAMINANIENANTYNNUYE HPA axis 1uszos Tufireimendiauniumleulalngd
Towndaduenifienuussgannluruings menduuinaniie Wendusseznaiumu vie
myuTnaimilsiiuiausa esniinnudssionisgaduendngnszuadon lnenis
nvszdunesealuiaany vieludon uazvaaeulnunisnszdu ACTH laglaniyeageds
Tugthefldenanndt 15 nfu/fu fesdinisinmuesndlnddn sufansfienunguoinisey
31 mnmuiifinnedinanaisdey 4 neaen vdelderiifinnuuseinias visanaiudlunis
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g1avihmihivileuiannnusidung wasvinlinsaadueniindy aueiainenisliissyasd
d' QIJ 1 ¥ o [~4 ¥ Yy Y 1 vy Y a"u a o v
neiazniIsemels vindndudesddingey liasldiseunduiuly msegvilvengn
AndulauInTu
dildg{ a v a & = v v
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Aaa L%

geegfilivitalanusTsuYIAegd ABiUAULELINIEAMNESTIT (purpura) uae

9

ey

UIakKaanuInuaulitseu (skin lacerations) AsausnutulantwazsunatuLiola

o msmgasthaununlsulalnsilowaidieannsomuauensvedsafimilslduds g
onafiszugianinuiuansnaiu udliasldoniu 24 dUanilaglildfunisussidu
NANIT3NY) wazINTINITNANISYINAIUYEY HPA axis N15YiN91u09 HPA axis 9znduudu
Undlsiuinazanysaliflongaen usmaldondunaiuiu mmgawuuviuiiviilaeasili
Waernisasueld dedududeddienainesesasulszniunissdaiasy (systemic
supplement) fafu3pasAos 9 anvuingnasi qusedsuldldeaneseditinanuuse

A

4.5 dUASN38INUVYNDUWIDIUNTNI818U 9 (Interaction with other medicinal products

and other forms of interaction)
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AEUBNAUL1DU

4.6 mMsltluanitinssauazanisendndliunyns (Pregnancy and lactation)
4.6.1 an3aiAsIN
n) MsiiAN15n3gU (Teratogenic effects)
Jalsifiveyaguduisnnudasndevesnisidemiunmumisulalnsileiunluansiiagss g
US Pregnancy Category dngnunumilau laglissysuwuuvesen Iveglu Category C lunnlns
wa Gemaneds nsdlansdnisfedeld nsfnwiludninnaemusunsisurssens toud fuda
M13n33U (teratogenic) #788uA"Y (embrycidal) wiodu ° waglufinsfinwvlinaiuaunsidelu
ansiiasad vie lufimsdnuvisluanifiassduasdninnaes srlunguilfsmsldiamsdeusylovii
$sudunuaudssiienaiindusionisnlunses
ginguameseuntusuiuuiuUsemuvsednludninaass nudrauisailviianisnisy
WU weulng (cleft palate) msnmieaaen (still birth) AU (premature abortion) 191 w1y
grluruiniiniy uazursnsAnymuinmsldosuuuuiulsemuniedaluvuingsluraslnsuna

LY

wsnvaansenssSlusywd vildmantnnunds oral clefts) I¢ uenanigsiitoyainenamososs
vswiladleldvmimilsludninaaes AviliiAnmsnigulfigudu
dwsusiumumlsulelnsilewun fideyadn Wedneluvuin 0.05 Hadnsu/Alansudl
nénalunszene Faduruineniies 0.2 whassvuinegegaluuyed Wedeulumeiadnfi/me
wWes  Bsmndiegneatudinszuadentanuauagiirfunsldenlurunn 7 nduAuluayedis
thwiinga 60 Alandu shliAamsniAnisy ddoufiasiio (umbilical hemias) oauasviaiboru
aupsduponININnsElvandsuzgniouen (cephalocele) wimulni (cleft palates) uslsifidogasn
msldgnumaumlzulalnsitlowsluguwuvgmidanids
frifudsnslioniluasitasssfdodonltaanafunniudodfoutuniudsdunneves

msnluasss wazldastdendusnuiuuin maamiaduusnuning vsetdunatuuluansiagss

) wailiilyn1sn3gu (Nonteratogenic effects)
WINEMHUNUUNLBUYNARTURIUDIFT19NY B1azausarIusnls Jelinananisvinau

Y83 HPA axis vaiamsntunssduazansiiassalauienivenamesesnlugiuuuiulsenunise



gnanriinnIzngueINsAYds seautmaluienas wulimatudaanigls Awnludseisineiy
81715%84 adrenal  insufficiency Tum1sniliinainusalasueinesalaamasosnvuIngnia

systemic Tusgninedsnsss Feenadesdnaulunsaliilasusmiumamlaudunaiuiumeuiy

4.6.2 #n35enI19ARRAYAST (Labor and delivery)

¥

Lifiteya

4.6.3 an3senInglviuuyns (Nursing mothers)

LaifidouandmauINNIsIgNUN UM BUNRINTS 3V IAIN1IAATULTINTEwalaRRuINND
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uatnsansIanuluiiuuls sunsldideyasiuaiiuvasadeainnisldemiunuunilouly
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fadumsinaulaiasngaliuuynviossvganislien Sduegiuamusuiulunslded
YosaraAlvuLyms wagfinsamaiifiouiuaudssdunneiioadetusumsniinuuuaninsani
Tasue Ingmisldoimeanusesinszislazfinnueeelndn

Tunsaifisndudommenduszozinanu msdenldomamesessiifinnuusatosnin wu
hydrocortisone %58 triamcinolone tWudusuusn warldasmenumumilaguniusianiiul ¥5e

unnauliunynsiiieUesiunasionisn

4.7 HafaA21UaINTalUN1SIVVLALTIIIUAULATD9INS (Effects on ability to drive and
use machine)

LifiTeyainenfiunavesgnuniumlgulalnsileiwsluglendilsdmsuldninieuen sens

v A s v A Y]
SUUGUEJ'TLIEJ‘LW]WTE]ﬂ'ﬁi“mﬂi@ﬁzﬂﬂi

4.8 91n15kineUseasn (Undesirable effects)

AN NUNUUNTLULATNS AL UAUS I URIMTIRINAILULYEN T51897UN15ARNNS bl Ra
UszanAmautetoy diulugiinoinshiisussasalanizuinaiimie Insanzuinalunt uag

vshaRmilsinugdeudoniu (intertriginous) 1y $nus emiu Tasun eansldislseasAagnuy
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4.8.1 9115 LUNIUTTAIANIIRMUIANUNIN

I U

o1mshifisuszasdmsiimaiinuldvesiign (most frequent side effects) usisind
pmadntiosfsununans wagiloniaifissiaasm fifl enmsuaviou Sanmilougnuuasiasdes
(stinging) *WINIIUIAY AU «HIMITEANBLABY siaulauvusniay (folliculitis)

nslemaRaunamlsulelnsilowaludn dvsaunaiefmddeduuiinm
Tumeh Fetignuwarsiel aendentoswes (telangiectasis) so8vng1 (bruising) wazavfadusiu
11 (shininess) Tnenfntudosas 17, 22 uar 33 luinnian Wneny 2-5 3 uazey 6-8 Ynudasu
wagdsenunisiieividsleduuinndu Yevay 15, 8 uar 59 luifine1y 2-5 T 019 6-8 U uay
91g 9-12 Unwandu

4.8.2 a1 slaiisUszasAnammisiinutiosann

[y

anslidfsUszasdmeiandefinutiossnn  (rarely reported)  figell Raniddlasie
Au3an (hyperesthesia) «Havaudumilu (tingling skin) -iﬁﬂﬂé’wgmﬂmﬁﬁmﬁa (prickly skin) «
RavdaRla (tightening) sRuntlailusasunn (cracking of skin) viSeRmlaunanane (striae) sRImlaumn
uazrlody (atrophic striae) «Amilsledy +3Anfianilagu (warm feeling) Funtfamnasifinfudy q
(laminar scaling) «flagiinsounna (perilesional scaling) -ﬁud‘]u@jmumﬁﬂmuﬂmu (follicular
rash)  «f2NUIUAY (erythema) 15 AER (erythematous rash) svaealdeniounss Fluauiie
Sndadusgunes (vesiculation)
483 a1nslifeUszasdniaimdeiianunsanuld udliswisaszyarudvesnisiin
omslifisUszasdusazaiinld dewinduiuswineuazszezsinanlunising
-nzauan (hypertrichosis) «1Juda «Rantsdniaunansda (acneiform eruption) «fAamtls
dan9 (hypopigmentation)-ﬁmﬁqlfd?{&m?ﬁ (pigmentation changes) FuRmfssnauusnaseudn
(perioral dermatitis) «u@ (miliaria) «{31119U9a AUUTITTemasnEnUS il LTy
(increased fragility of cutaneous blood vessels) «Lwa$W191 (purpura) «LA0ADBNLANINGS
(ecchymosis)-fHundglssdonionnnnay (rosacea-like  eruptions) UTanilunin «uusas
(alopecia) sHamfadniaunuuLianMsduda (allergic contact dermatitis) ~fniaduunaioste

(macerationof the skin) «n1sARLEIBLNINGDU (secondary infection)



4.8.4 anslinsuszasAaniiniuszuuauuanuiioanilmtaiiesainemgnanduidng
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3°9N1Y
nsldenamesesnidanaunsds Turwings menduuiianiie merdsuiauin wienien

a 1w 1 = a A = 1% 1 a a v aa v . =
Ansaiuduiiaiuiu visemusunin1sanduentagy ushaRmlanidsesitu (skin folds) v5e
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USIULEBYEUNSoRINTIUN TIuransleTananudesnasiiniuoiniaLazinseneUaviuusiiud

e vliegneaduiiignszuaidonuniy aue ineNsliiaUseasaniTeaneivileuenly
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sUsuuSuUsEnuLazdald Jesiinasoinuinnitgivg ennishifislszasafiiniussuudu

Y [

YBNATEINNRINIITNAIN szuusaulsvia 1ANAINEINANTISYINIUYDY HPA axis 97517 fauunuinbe

JeaseresiveanusssuvIRanadieinlasuainuensaneaingInt waviligUleiingueinis
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v A v

AYTY A3t «SIUUINIUNAEW (truncal obesity) <lunthnaumiiounsyduns wthuin «Judy

(acne vulgaris) sAuRUlaings sUmalufengs uwmalulaany

F2UUAT -AUAULUGNANES ~FBNTZAN ~NITUBLTILAIEY ~Fafiu
seuugiAuiu uateen1siae nMsmetunniuluiiusanied wasyiliiinuxalalugiend
mslvadeulaiinlis

Twin enedenudulunslnandsuveiindu wazgnnanisiasydulala

4.9 nM3l@sugiiuvun (Overdose)
4.9.1 YunggeganaTungUlsudasngueIenlslasy
WIRFIEAReTurIEmMARA U laulalnslaunigUiswsaznguaislasuiiaay

wanARfuTuiuAINTULIedlsn F5015USMmsekarn1snavaueveitie nsldeimniluinens
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& a a 1

Aanadrafetanginienatiufssisaneliieniigling iewinanddnsidiununiase

Wwtindunnndgvg vinliinsgaduemaimiaingnssuaiienusunaaindn
Y1Ag1EgAveseununlgulalnsilaiuslusUnuue Ui @aunsauuaniunguens
U dﬂl
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- wnengtieendd 12 U lduuzihldldenvils
- Fasu 50 nsu/duai Jussesianldiu 2 dev
- gney 50 nSw/dUavi Wussezanliinu 2 dans

- #g9918 50 n3uw/dUn Wuszesiatlii 2 dUani
4.9.2 YunginanaNy
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gipdueiniAwazinszieUaiuusnainendunsiinlsuaeigngedudigsianie savsly
AU NNV UUNNTBITINATY FeonaLiiuANFwaNITIARKaTILABINITIaNE e
dy a = 1 dydg{ a 1 [ I~ U
YNt Tn1s@nwInuln nsmenBisunumlaulalnsilawalusuig 14 nsu/Au Wuwnan 9 Ju
UShaimisdseslsrasiiadu @1315anan15919uUes hypothalamic-pituitary-adrenal  (HPA)
axis LaransEAUaasluUIINFauIInte (adrenal cortical hormones) @ WWuLRgnfun1sNIen 7
nu/5u Taonuaniuay 2 asadugl 2-3 dUa19 Wudna1u1sanaAnIsinaIuYad HPA axis e
=3 v gj yd‘d = L2 =3 a U a Y %) o Y 1% d’jd’{
ntdey Nelugilguaind gUieazinatuiazdUieimieniay dmunmsldedidusuin 67
n$u/5u lnenentuay 1 asauduian 3 &Uanst wualdlenanisyinauees HPA axis uaniin lae
firsanannishnausziuneshsealudentaslaany usegnelsiniu winugaeiegaviuiviule
g1avilbiineinisaeuels Fadndudedieramesosdsluuuiulssmuviodaiasu (systemic
v O v ! a A o a | v oA &
supplement) fatiuUrgnnnguetgaisunanideanishdeonluvsiauinuazldaislddeiiondy
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4.9.3 INSHALBINITHAAIVDINIS WASULUAUVIUIALUULRIUNAY

LififeyatniawfeifueinisuareInsianiavaensiasugminauniunlaulalnsile

WIALNUTUNIATRADYUNS U

4.9.4 B INTAUUAANYUUUIRIUNAY
WinsShwimuzgauaiueins neilunsifnfivegiadeunduavanunsanduganiy

Unilsl Tneenadessnuanuliaunavesdidnivsladse

4.9.5 gMsuazaMsuansasldusifuruauuuEess
nsle o leulalnsfilowndunaiuu wielusSmaiimniull s1azgngeds
riuivifaingshsnie vinliAnenslifislszasdvisenels sivlvidigninglanesalaainesous
uazdiiweslaneifnseauiniiuly aunanisineuvesneulfaussiazaeunuanle (hypothalamic-
pituitary-adrenal axis) Wunavilviseumnnlaunnses (secondary adrenal insufficiency) Linn1e
hypercorticism uaziAnnguoinisauds ilsiihmaluidengs idesdenseaninunntu uainayily

Anaiulaiings vseuaw liunndn Wesngumumlyuiigrsiieslanesineunies

4.9.6 inwnsdifnfivuuuEess
myhauvesesldausuazdenuanlaiignnalassiumsmilsulalnsfilous aunsn
nduwhamidundlsndsannmgaen Tngliflowdfin @ntidote) Asuwz uilunsdlildeluvuin
gaseldiduaiuu ldarsneaemiuiiviula arsdes 4 ansuineiasdi < anANAluNsUIMIEn

ysawasululdenfinnunsasnas eteaiunIsUNAaMBIRUARUULRUNEY



5. ansadAN1ndvaInen (Pharmacological Properties)
5.1 pauduUANINdYWaA1ans (Pharmacodynamic properties)
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5.2 auauUANINY¥IaUA1EAs (Pharmacokinetic properties)
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6. S19AZLIEANIAEYNIIU (Pharmaceutical Particulars)



6.1 s1en13iaebidnAgy (List of excipients)
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6.2 Anuliiii1nuve9en (Incompatibilities)

<YeyaveIuIEvne>

6.3 91838 (Shelf life)

<JoyauaiuTengl>

6.4 Faadsseienawlunisiiven (Special precautions for storage)
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6.5 anwasLardIUUTENaUYaIN1YULUTTY (Nature and contents of container)
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7. ¥agSvaygyranannsauinsedserunudagiuidiunlusiveradng (Marketing

e

Authorization Holder)
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8. lanztiaun13uen (Marketing Authorization Numbers)
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9. Tunldsuaysianzideusdiiuen (Date of authorization)
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10. '3'u*7'iﬁn’1‘sLLf’ﬂ°ll‘U%'UU§ﬂLaﬂmi (Date of revision of the text)

Fuil 26 ifeungunIAY W.A.2559



