ASaY T A spae s S il 32 22 55 Y (C el Caiadll ; ;Janl)
sl 38 alasiud Camy Jal sall sluall ool ol gl 58) J sl HUT Eagan
oiall o dldiaall Hlal 5 s s yall 5250 il 13) Jads Jeal) oL
s (B (s len S L gl s A g it sS55I el ¢ g Lua S
QA Sl i o5 )5S 21 pe JAINE ) gaill Lo o (S5 Y
OIS Lo gyl e (0 L st ye e A L Cans
e pabaial ) o2 O Sy a5 s 5555 58U g sl eldae )
A el O Tokas A1 Gl 8 LIS Sy e LY IS
A yall 3l all gl ) sllae) vie 3l (A5 o oY) cula 58
ol g i sS55Il @l pial) (gl iy 2a 53 Y 1 gaad)
Asadll e i dl)
Y aladiad g BaLAN o 5N o c il
sk 58) aladil die VY aladiud 53l e ol i ol Cusan o8 Y
sdbarin) 43y )k
il oV apal) 5 Cuplall Gl dda 5 LS Ll o sall 138 aadiu -
Sl e @€ s b
315 a2 i e ) alall (3hlie e gl ) (e 43 ) A on -
S ISy g calaly
g oA Alladll Mo rda s 5 i 5S35 ) S (0 B ke sa S5k 5S) -
On ST e ot ase g s i (e sl o Slall jeaily of
&}M\ / t o
iy g alladll Al (g AY) a5 e 5855 58 e Jlad) sa LS -
2 (e gl U@EM@L;A@HMMAQ;@J\&MM;CM\
, o i) apdisale) 55 Al e 058

s e el 5l o KU Galat s s & gYM‘ sh Cadall €30 s -
Adladi) e cad gl
Sl 5 uk/Aauli/Ae ) b B
A len il il LY RS e, Tanna o sl ) abiaial Sy
sl 5al) pailadl)
Al alal) e M uilaia 6 jall Jile Glanl (A (il
0 A b gyl
20 (YO ) B lon An s (A iy
JUhYT gl Jsliie g Tasms Lainy
BAEY oS ) Laday

clinh

sAdal)
psiall Cosal o (g 5in3 (sl an ya 5f S sl 38 A5 S5 e S
..t Y‘. :‘&M

p01504 / R0O2

(PRI RTRT PR Y S-TyY

sleacl oAl O A8 el (psm ASa el s g2 )1l 2l
A s alall lgl) )

sdaailal) e ytan

Ot e Agla al el el sall 138 Caay of oS Ay 53Y) maes Jie -
) ‘ el ol g sas axe
o sud Y Aplad) HEY1 il ¢ A8 pall Anaalal) 4y ) ool -
Al e ) (B (ula) s 3 a4 Sk S) Jlaed Lie g1 5
Alall 5 alall ) e s A8 o 11585 Y1 dgnlad) SV cilS palledd)
ALY Ay uallll 5 a1 i e S e Dl e LY -
Agraza sall s i slS S 51 J shadll

i s s 555 KU e Adlal) A flay) Aslal) SUEY) e 30 a3 -

5 hlaall alasil pa T jSie JS Cant N g ¢ Dnaia sall

L i i ol Bl 038 3 s oy Aladl) Alle i gy S5 KU
alal) e ¢l (s el Coa e lanil i) Ly 55 L5 saal
A’.\Ms@@.ﬂ\ ‘:\:\}jm| (5}3*“ ‘M‘ L___;uw\ alal) A_IL@_I“ ‘r,.m d};
Aala sy calall caas

e Aaila LAl A elal ¢ jels s 3 Vsl of ulall o
.3)‘1’:&\ 7Y ‘; T:J}S;‘m

sclbaloiay) g < pdal)

cadll Jga alall gl f g3, 2l zle (8 5L 5S) pladid iy Y -
Lyt 45N s as e awdaaia) P i

Bﬁh@&wﬂ\y;w\u}a&uﬂuﬁ“wﬂ\ nah s -

o IS aal 3hlie e

L dale ladinl ung dialias ala (g 530 ki sl asas Jla 8-
g el e Aplag) Alaid Gaand A1) o jall slae i il lall
Slie JS5 (g saall (8 aSaill oy (i el 5S) alasil e B

A sall i g s €5 oS () sadiiony (M) ) A (o oy -
A Cala Y g cila sbeal)

ia i s Al aladind ol Cilga 5 o) 5all 138 a23%y @
Ol dusadla

Al e a1 @l e ) jhaal Y juaaieddl 138 Jlesied S5V @
Al Lo aud amy gl f Lgidard of Aadleall alall dilaie daial ade cany @
bl Gl as 5

Slall dnm o Al Jad 25 ) Ciladle ol 0§31 (sl e nz @
24001 351 g A gal) Al

3 5T A e cheadt) ff pasis i€ Jla 8 Vsl Sl cadall il -
o1 5ol GLalafin Aalall saall 5 o5 A 4ol padius

CY- i o S 5 o jiia 0 L5k oy A 25091 o i -
Sl s o35 5 oS QM) @il (5 3LsS) S5 L s Jie) P3A4
Lme Jo i) 138 Zpanl (520 ey (g 5leall i ol 3345 Yl g Laa
CYP3A4 ) Lafia 3llad 5 a5 5t 585 ) o)) ellae) 36y jlas e o e
14 guadll g plia Y1 g Jaall

16x24

Sl pa e & 2 5 & sl 3
Lo Ly
S il
s s s UnslS Jle s sing sala ot e sl S AL S) g ) S
@4. o
<400 gal) 3 ya )

A sall Sl 5 i S ) S
1(5) 93l L) a)adiaN) ARSI Gl
}LA.US\J\ LLA&;\M})M;SA;_};SHM\MM\ ua\)A\J\ C)\.c
.Js-iu‘ 4
i s ASall sl (LA Balias (aibad a3 s s J s Sl siS
e e JS L sall a5 i) gl ilabias Jae 41 A U
Al Gk e Gl il g i sS55I of el olld ey Al
St i gl o3 O ikl (10 A2 Sl s sill Al il 5l
ClpaiBle Ui 5l Jiae &y sl Aleil¥) dails sll (g gual) g likaia) b
OYC (PR [ FUCVENSTRIS JL I R PR S NN EH LIS PP
A2 Sl stuadl) Adas) 5 AL Al sl ) saal)
2400 gal) &li) jal)
Qg pall a5 i 55 ) S ala) 55k (e abiaia¥) (530 a3 oty -
5l Al Adlas 5 ¢ sl I3 Ly cJal sl (g el DS (50
3 grnball alll alall e Lpaalialial (S dymaa gall s g s S5 ) KU
Cabeaia¥) 5l ) alall 3 (5 AN m jall Clileal) i/ 5 Y g
Al Gask e
At calall e Ly sall Colasi 5 pian 55 oI aliaial 3 ymay oMLY
Lolen b ol il G ilie 40 50 A8 a ) jlae JIA (e Lema Jalail
) AR bl JC L fm

AlRYL I Gk e Aana sall il pi 55 S c)la HaBorl
il b Ll Ll 5 il 5 i 5S5 ) 5SU s =l ells
sl
S ) & 5a LSl 63l o3 o LaS Lallas o 5all 138 23t -
Sl pe S Js el i) o Vol
DUS s Ol a2l s (5 8 oain ga g it 5SS sa LK) -
A& 5 Al Gl e Y Caddnl B (e ST pens JalaY) g )
g il dpaioeal) Zoalall (al e dualiadl)
(LY R 5 Ay sl Aanal) Ll Adaall 1L Lo il eY1 028 Jadit
ol el da il dpabaad) 2030 cdausall ) all da stiall Gpalaldl () )
Fallad JEY) iy i) GBS (S8 s ¥ 53l ol
sqiblainy) claliaa
S8 (e g aedl () (oa el i ki sliae sa A 5S) -
i) S e Y Al
dAalle e dpala UL AN YA A &L ) aladtul et Y -



EXILOC

Dermal Cream & Ointment

REVAPHARMA

Composition:

Each 1g of EXILOC Dermal Cream or Ointment contains Clobetasol
Propionate 0.5 mg.

Pharmacological Classification:

Topical Corticosteroids.

Intended Use (Common Use of the Drug):

Treatment of corticosteroid-responsive skin diseases such as eczema,
psoriasis and allergic skin diseases.

Mechanism of Action:

Clobetasol propionate has anti-inflammatory, antipruritic, and vaso-
constrictive properties. The mechanism of the anti-inflammatory of
the topical steroids, in general, is unclear. However, corticosteroids
are thought to act by the induction of phospholipase A2 inhibitory
proteins. It is postulated that these proteins control the biosynthesis
of potent mediators of inflammation such as prostaglandins and
leukotrienes of arachidonic acid. Arachidonic acid is released from
membrane phospholipids by phospholipase A2.

PharmacoKinetics:

- The extent of percutaneous absorption of topical corticosteroids is
determined by many factors, including the excipient and the integrity
of the epidermal barrier. Topical corticosteroids can be absorbed
from normal intact skin. Inflammation and/or other disease processes
in the skin may increase percutaneous absorption.

Metabolism: Once absorbed through the skin, topical corticosteroids
are handled through pharmacokinetic pathways similar to systemi-
cally administered corticosteroids. They are metabolized, primarily
in the liver.

Elimination: Topical corticosteroids are excreted by the kidneys. In
addition, some corticosteroids and their metabolites are also excreted
in the bile.

Indications:

- Use this medicine exactly as described in this leaflet or as directed
by your doctor or pharmacist, consult your doctor if you are not sure.
- EXILOC is a very potent topical corticosteroid indicated for adults,
elderly and children over 1 year for the relief of the inflammatory
and pruritic manifestations of steroid responsive dermatoses.

These include the following:

Psoriasis (excluding widespread plaque psoriasis), Recalcitrant
dermatoses, Lichen planus, Discoid lupus erythematosus, other skin
conditions which do not respond satisfactorily to less potent steroids.
Contraindications:

- EXILOC is contraindicated in those patients with a history of
hypersensitivity to any of the components of the preparations.

- The following conditions should not be treated with EXILOC: Un-
treated cutaneous infections, Rosacea, Acne vulgaris, Pruritus with-
out inflammation, Perianal and genital pruritus, Perioral dermatitis.

Side Effects:

- Like all medicines, this one can cause side effects, although not
everyone experiences them.

- In controlled clinical trials, the most frequent adverse reactions
reported for EXILOC drug were burning and stinging sensation in
1% of treated patients. Less frequent adverse reactions were itching,
skin atrophy, and cracking and fissuring of the skin.

- Cushing’s syndrome has been reported in infants and adults as a
result of prolonged use of topical Clobetasol formulations.

- The following additional local adverse reactions have been reported
with topical corticosteroids, and they may occur more frequently
with the use of occlusive dressings and higher potency corticoste-
roids. These reactions are listed in an approximately decreasing or-
der of occurrence: dryness, acneiform eruptions, hypopigmentation,
perioral dermatitis, allergic contact dermatitis, secondary infection,
irritation, striae, and miliaria.

- Inform your doctor or pharmacist if you experience any side effects
not listed in this leaflet.

Warnings & Precautions:

- EXILOC should not be used in the treatment of rosacea or perioral
dermatitis, and should not be used on the face, groin, or axillae.

- Patients applying a topical steroid to a large surface area or to areas
under occlusion should be evaluated periodically.

- If concomitant skin infections are present or develop, an appropri-
ate antifungal or antibacterial agent should be used. If a favorable
response does not occur promptly, use of EXILOC should be discon-
tinued until the infection has been adequately controlled.

- Patients using topical corticosteroids should receive the following
information and instructions:

® This medication is to be used as directed by the physician. It is for
external use only. Avoid contact with the eyes.

® This medication should not be used for any disorder other than that
for which it was prescribed.

e The treated skin area should not be bandaged, otherwise covered,
or wrapped so as to be occlusive unless directed by the physician.

e Patients should report any signs of local adverse reactions to the
physician.

Drug and Food Interactions:

- Tell your doctor or pharmacist if you are using, have recently used
or might use any other drugs, and for how long you will be using the
drug.

- Co-administered drugs that can inhibit CYP3A4 (e.g. ritonavir

and itraconazole) have been shown to inhibit the metabolism of
corticosteroids leading to increased systemic exposure. The extent to
which this interaction is clinically relevant depends on the dose and
route of administration of the corticosteroids and the potency of the
CYP3A4 inhibitor.

Pregnancy & Lactation & Fertility:

Pregnancy: Pregnancy Category C, there are no adequate and
well-controlled studies of the teratogenic potential of EXILOC in
pregnant women. EXILOC should be used during pregnancy only if
the potential benefit justifies the potential risk to the fetus.
Lactation: Systemically administered corticosteroids appear in
human milk and could suppress growth, interfere with endogenous
corticosteroid production, or cause other untoward effects. It is not
known whether topical administration of corticosteroids could result
in sufficient systemic absorption to produce detectable quantities

in human milk. Because many drugs are excreted in human milk,
caution should be exercised when EXILOC is administered to a
nursing woman.

Fertility: There are no data in humans to evaluate the effect of topical
corticosteroids on fertility.

Effects on ability to drive and use machines:

No effects on driving and using machines are expected when using
EXILOC.

Method of use:

- Use this drug exactly as your doctor or pharmacist has prescribed
it. Ask your doctor if you are not sure.

- Apply a thin layer of EXILOC to the affected skin areas twice daily
and rub in gently and completely.

- EXILOC is super- high potency topical corticosteroids; there-
fore, treatment should be limited to 2 consecutive weeks and
amounts greater than 50 g / week should not be used.

- As with other highly active corticosteroids, therapy should be
discontinued when control has been achieved. If no improvement is
seen within 2 weeks, reassessment of diagnosis may be necessary.

- Inform your doctor or pharmacist if you forget to apply the cream
or ointment and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Topically applied EXILOC can be absorbed in sufficient amounts to
produce systemic effects.

Physical Properties:

White to off-white, homogeneous, free of foreign bodies.

Storage Conditions:

Store at a temperature between (20-25)°C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each EXILOC Dermal Cream or Ointment carton box contains
Aluminum Tube of 30 g.
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