33 ity alall e Ulaill solall jaliata] e
39 Shaie Jlaxia] () o¥1 Bl 5 g5
Uil o S0 b

e b sl s e sl Jlasiayl o) @
L

55540 o e oyl 3 Jlexiull Sean Y @
cahall £ o ol 3, 50 T she
=SB G 5T Loy Ssla e 5las @S 13)
5554 uaatall Jlaxio] sie (cpall Luae )
Ak

Jlaaia¥l sie Galall iall 3AS] ¥ s, @
il yall s JULY gl

e olss Y 5l alabs ¥ Lulua oS 13 @
el gl Jlomiaal 15 el e cunalall £ 30

i Losatelld 5 Ly 5 AT gl J g s 131

aall sf bl dla) 5132 BBl Lk diay

K1 a2 UL Jaall o codall 3] in clld e

.@‘,\;I\JLA_LL.‘;U GoATOl uaatie Jasins

PP PPN] |

Jo¥ BB 8 oS 13) atnall Jlasin] 5 sae ¥

Jasdl e

(BN 5T SN SN 3) Jan 5558 3 S 13

o) 5,LES ) s s o T Jaadl plabads

el ens 43

el gull Jlaadie dadas (¥

Ll onbal) elaadas Coana Jlaaiaw¥ an

OS5 13 w51 sl o LRyl ile
Ll

Lo o el N335 5555 Sulas e Y
:ﬁﬂ‘&ag,&i&@dﬂqﬁ}ﬁnh]b@
cJlaxieud! a3 datlaall Zakaiall Ciulass Ciay

by o S 50 8 i s A8 i O
sl 5 e N5 e Dliaall dibaiall e
Hopall ol e sae I8 (YL Guand & gaa i
1S5 J51 o550 caull i sall 38l 55 5
O Y] oaatl sas s ol e s oy
ol 5 el laiaiie sintill

ccmalall 3 (o v 51 LS g Ml e Lubs gl s
s g sl IS clain s e a3 Ty o 13)
L0 bl Zanlye

Jlaxios] 5920 ¥ nlie oy bl chiis o o1 13]
pbio e wiiadagaly e saaiuall
O g LReYl can ol pds couball i 52 2113)
il b 55) sl slesas Llaall Zalaiall spanss
(1ol Talasds JS55 Jlaniawy) Lol
ﬁ?@uud@ulsgmju@ﬁmg;,‘
oS Janiass o canlall el JS13] Y] Sule aLiT 0 (e
S S 455 calall i 01 35l e 5 85380
s S Jlasian] PV ¢ g

135 o L) JloaTus U talil) 5 50 Y

Lo Y15 Coiaall o sl LMo (oo Sl ny
Ll T Ll oy el Dla 3. T 3al)
Jabe Ly 13] 5 ST A0 g0 jfulle UnAlls culaniand 13)
itaall g el HYLs 4 g5 el gl o Uaa Il
el e elas yuaaly

Jls s iy 8 gl (8 61 gl 3 (308 Crvaa’s 13)

Ussiall Lalihi ca gas ellgioall 3y

VAAT - (&l pdaiuns)

L5 ol ddis g o gy sl s

_Jsibingls
Las - Gligng
S

a8 5 g ALl ulal)
Jovyro ciligngp Jgstingls

Clobetasol Propionate 0.05%
ooy 13,880 ST Iladll Sud ol
dasla)
ellanive) 8 Lisled (S Gy 3 pandl 1,3
06 8ia ge oloslas e 5,00l s3a g gia3 ol gall
bl gay Asla) L el o3 55 13] ol gall
aall i
oA dalans ¥ el yo Ml ol gl Tan i
lie agdso of ell by ol (S pa it 03 548
welis yal

¢ol gull yauadie 4d 4& Y ()

e paados p S Ly 53— Sl Jsol s
@@ﬁjwﬂ\;&l&\,ahw!
T o Uil ol g i S5, KU

S 5 s 55,5 5501 e rdaaSlall Aluundlf
ERR

&|5M|JL4.|."uu!J:a§(Y

s prdaiall Jlaaief g Y B

Jaall o J¥I SN 3 oS 13 @

JSI 1 Al Salall (oasall) Lsbiaa 23S 1) @
ol gl Lo gm0 TSLa Y LS yall oya aal
) (VB3 ki)

oo oLl pslall oldll oa dallaal @
o e Lwy ol ol odll J s
(omes8) Usaiall shLall

oo el (8 Ly Lasioall BRI dallaal @

PP N S| O N DK PR RV P

) ol a3 1 Ll sLae Yl

A (o 5T payae JULT (gl

Sloaal) sl sl Jie Dals (el g3l

Ghie (8 yenl ik 5l (sl alad spu s

.(perioral dermatitis) ;331 5 adll

bl 3 jLician] (5 gas ol gall Jlasical § sas Y HI

i dadl sas a8

SIA e bl o cile 5 Sl w13 @
) ) ) el Hlea ik

Sl el e B3 S 13 @

ol gall Jlaatiuly Blai duold ool yuias

e Bawly olabis e Jlaaiad) jsan Y @
&5l Dlias 51 da sihe g 5a (e sl alall

L1yl g puddl) eble ddall o a3 23S 13 @
350805 Blis Lk

sl slad ma3 o Sl dlllaaia] Jls 5
el sbadl slaall ] 3kl b gé a3 Cya s

IN ,DNND IRN70 NIYDIND NNX DX
N7 IRII7 NYODIND 7110 NNNR UKD
.NONN DY YV'NN7 )7y |17V nNoTin

D772 'NI7 NIYDSIN

73 7y 79000 XON7 NIT7 DINN 7Y
NO0I1 NONN 73 7V |21 'RII7 NYOIN
1777 nannan

|2 NN RI7 DIYDIN 7797 AR
109 NITNIY NIMOINN

091NN NN [ONX7 I'N 5
NJININ NNIVIDNDA N7 DI [ONX *
.25°C -n

TNNX NOINN 721 1T NN 7VIN YIn
DT 2W'N7 YIND 112D DI7NI NY7 W
VINN D T 7Y NIZIIN IR/ D7 7Y
RN K77 AR7ZN7 DNAN 7R .N7970
XDINND NYWIION

N'NN 71T NYIN2 NIDNN 71017 'R
2070 .N9NN 701 1INY QYD 721 Mol
.DN7 {71j7T 13N DX D'O7WUN

RN NR NDNN UPNWAT7 'R ®
12 7y VIoInn (exp. date) NAIONN
DI'7 DNUNN NAIDNN JIRN .NTIND
UTIN MK 7Y NNRD

ANR7 DI' 120 TV NOINNA WNNWN7 [N
NIDIDYN 7Y NIIYKY NNND

Q01 yTn .6
N7'20N NONNN 7'Y9N ININN 7Y qon *
Hap)
Propylene glycol, purified water,
glyceryl monostearate, cetostearyl
alcohol, glyceryl stearate (and)
PEG-100 stearate, synthetic beeswax,
chlorocresol, trisodium citrate and
citric acid anhydrous.

I2IN AP ADINNN N'RI) TXD °
207NN
VYIA¥1 D7 N2 NDIDY D790 NTMIR 7D
.0 25 77wn1 27

NXIN ANN :pDIYnn 7yan e
NINAYN NV NINAYN DI7RIY NIRID
7R ,4023000

NINIAN TIWN Y WINI [772) DT |17V
.2013 N2NXT :7IXN]

M>70NN NIDNNN 07192 NONNN DIYN 'ON
1560.92.33656.00 :NIXI1N TIWN]

NON AT [I7Y ,ARN7N N77N7I NIOWON DYUT
NI NONNN NRT QR 7Y 07 [IW72
.0mN Y7

DUIYN DY NONNN 7Y Yapn a7 W
QIOYT7 U VAD 7Y M7n1 NN NI
.0'ma 200

DX IX INI' NI122 [12'N NIYLA N701 DX
NXON7 TN MO ,NDNNN [N T7' Y71 NIy
NTIR XN D'7IN N 79 D TNY7 IR

AN NONNN

Y' TYINA IT AD1NN NINY7 NNDY DX
NN TVINNYW DTN .NNDNWD TN NNNY
N7 TVIN] NANTIMNNT7 W N7
{7'09N7 'R ANINMIL A¥NI D' 7N DX DA
NXOMNN DY NIXYINN K77 NN 719100
N7NN IR

YIN'W7 Y Nivon NI7RY 17 W' DX
N7N2 IR XDy ,N9NNa

INII7 NIYDIN .4
7ITRLAI7{72 WIN'WN ,NONN 727 10D
NIYDIN7 DNA7 717V D7 NDNN-OXI'DND
N7N7 702N 7R .DWUNNWNAD 7701 'RIT7
71201 N71 PN URIZD NIYOIN NR'WA

NN NNR QRN

TN NID7I 719'00 NX 7'09507 W

:OX X9NY

7¢ NINDINN :N'AN7X NN NNNOND *
.D'MOWN IX D1ON ,D"OYOYN

NPNN 17 YN Ntya e

:NIDON 'NII7 NIYSIN

TR T2 IR N ,DIN DY e
Ealalatahal

NNONN7 D'71D>' ,DITRNIDD 17 W' DX *
MNR IR [P IV7 NNND D720 DY DY
T'M73D NNODD NYIT NYDINN .719'0N
.(M710019 D'TRNIDD)

DX "YONN OTi7N2 X917 Nno7 wr

,TIND 1'T1) NINAN NIYDIND NINNOND

NYIN Dy IN 2NN/ YIDD WIN'Y 27y

((NnoIx

NI712Y D192 NRLINNN A'YI7 NANON ©
N7 NOXN ,77WN2 N7V .07 YN7 N
ANIY ANDY NYOIND MR D7
.07 NI7Ima

WIN'Y 27y NIY'DINA 'RI7 NIYDIN

1N2) NNVIN NYIN DY/ANN/YIDD

(o'7inn

QY7 NNNDYW DT 172 NIANNN ¢

AN 7T N7 191N IYN) YA NZ7T
(N yno 371

AV ANMp o @

ANy e

QYN 7¢ NIX0INAIOA MY @

.(Contact dermatitis) yann iy Ni777 ¢

A nnn

4023000 NIMAYD
DU7NIYT RIDT NN &
p'yanmyn >

106288110

295

NYIN7 NNNN D172 UHNNWN NNX DX *
NNIOR NWAN :T7'0 7¢ 7INMN IR INIOR
T 7'WON ININN 7Y NA'O0N 7V 770
19102 NIV RAN7 D717V 271 YN
79 TN NI 1'0] WIN'W7 12T 7Y
.0a7n

13' D1ION Y 7Y qQUIND UID'Y
Y70In

NOI7N IX NIAN7 DMY7 UNNWUAT 'K ®
AYURD .XOINQ YVIINT 720 NDWIND
U NDYINY NOI7N 1'WUONA D'UNNYUN
IN NNIZIR7AN 7210 120 DR XON7 NIIT7
07070

D77 78K WIN'WA NWATI DTN NNAT @
Ralabhialall

NONNY7 IX MW7) |ITN7 W21 )N DR ®
197 XON7 1D 7V VTN 7Y N7
.NONNN N7'0)

771> niAnX nivn N7y anx ox@
790 ,NMITN '90INI DWAN K77 NISNN
VYT17 U TNIENA .N7NT7 IR RONT7 D 7Y
YUPNWN 20 DX N7NN IR XONN DX

NN WIN'W7 DNK D'WONA

hiahiN{RhY !
N2 1IN DR V'WONA WUPNWNT 'R
JIURIN W7wa
DX 719'0N N7NNN 197 XD yvIn7 v
NIDND (WY IR Y W7Y) (1NN 0
D7D IR (NN

2N91NN1 WNNWN 1D .3

NXOINN NIXAIN D97 UNNWNT7 W' TON
IR DX N7NN IR XD DY 71M27 "7V
.niva

719'00 YWD NINVTN 7Y 11AY7 'R
Yinn

INDIIND NINN AXIIN 1TV
WIN'WN 197 791000 WTRN NIR NI717 W
Ty 0YO NIFTYA NNPN7 W' N7 001
7y DI7N 7Y D107 NIND DIA DMHYD
N'NON7 N I9'WN DY VAN DI7nn
IX D2 NNX DYD7 NINMNN 1900 NN
YU NN K7 NINS NIDDN DMY7
AWONN [D DX X7X 0V TN NIR A0 qI0Y7
.0" 1 71907 I

7V Y70INY 19D 719101 THPNNT7 W
VIAW 1IN A¥NI 119 7N K7 DX KON
N XON7 NNO7 W !

|'N ,RONN T 7Y NINR DININ K71 AT
NOI7N7 D290 1Y 7V VWONL UNNWN7
.0m' 5 7y 7N

,RONN T 7Y MANR DIMIN K71 DTN
VI2IN TR NNVIX NWAND VI W
NN 0NN 717 DMOYS TN 0'7INN)
1R 770 1072 172 719'00 YWD (NDVIX
DX 7R - D' 5 -0 NP QWNNT7 DR
R NT7 D72 WNNWNT 17 IDR KON
T7N DR NIXAT7 XY XONNW DN AN
.DIj72 WIN'WN 17001 YIaw 7D

1T71 2Ix'N WIN'YT 1717 'R

D'N{7NN NRFN D7 |DIXT |17y
1986 — 1”DWNN (D"'WON)
19 7y N7IYUN NONNN
7272 XON DU

71TN02I77

nNIN-0NX1I'DIND

Dy7

ITIDMI 7'YON IDIND

0.05% LNII'DIND 7ITRLAIT{T
Clobetasol Propionate 0.05%

YT’ 6 W0 X1 :D'7'WO X7 DNIN
901

D102 1910 TY |17V NX |I'Va X7
YT 70 DT 17V .N91NN1 WNNWUN
NI7RY 17 W' DX .0ONNN 7Y 'MIYHDN
N7NN 7R IR XRDNN 7R M9 ,NIDON
YN 7R N7NN1A 719107 MDY IT NN
1798 DN7 {7'TN7 1717V R'N .DNNKT7 NNIR
NIT DN7ND D 77 IR DX

209NN NTYI'N AN .1

TV D7 NPNN-ORIOND 7ITROAIZ}7
77 D20N Y T NIZ7TA '0I70 719107
.0'7'Y9 TIRD DTRNODI7'0NI77
D'T'RINVDIZ'VYITZ :NOMIDIN AXIT
.D"0IVID

N91NN1 UIN'WN 197 .2

vwON wpnwa? PR X

JIURIN W7D 1NN 0N DR

7Y5N0 NIN7 (N7X) W NNR DX ®
WX D'ODIN DADINAN TR 727 IR
(6 9'VD NX1) NONNN N7'dN

2200 NI77T2,0MA71 NI7RA 719107 ¢
NIYIAYAX [12D D"O1I) D'NINT ,ND7
.09 IX NN

NoNY 7712 DM7T'N D'DINT 719107 ©
M T2 NIVN 78 DPNIM0D IR YD
JY20N 'O IX "N

MY 790 |07 D7W D7 e

NNRNXTIY (12D 1Y NI7NANA 719107 ©
IN (D19N 1Y 7¥ NN DTIR)
201001 NON TR ANITR ANND
.(perioral dermatitis)

YVira7 *7ap nonna wnnwa? 'l

71900 N7NNn 1197 X91M

1i7'7D 12y1 N710 IX 7210 )N DX ®
NONY ,[ID'NN NN :TIj79N2

NDI0ON 7210 7N DX ¢

win'wa niyana nitni'n nnnx @

:9NMm

IN 02NN Y 'NOY 7Y WNNWNT 'R @
.O'ONITD IX DNIND DYXD

2j7¥N2 NI'N7 7'7Y ,DITRNIDD 17 W' DN
QDN TINY 'RID



PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS’ REGULATIONS
(PREPARATIONS) - 1986
The medicine is dispensed with a
doctor’s prescription only

Clobetasol
Propionate-Trima
Cream

The active ingredient and its
concentration:

Clobetasol Propionate 0.05%

Inactive ingredients: See section 6 “Further
Information”.

Read the leaflet carefully in its entirety
before using the medicine. This leaflet
contains concise information about the
medicine. If you have further questions,
refer to the doctor or pharmacist.

This medicine has been prescribed to treat
your ailment. Do not pass it on to others.
It may harm them even if it seems to you
that their ailment is similar.

1. WHAT IS THE MEDICINE INTENDED
FOR?

Clobetasol Propionate-Trima Cream is
intended for topical treatment of skin
inflammations and itching responsive only
to potent corticosteroids.

Therapeutic group: Potent corticosteroids.

2. BEFORE USING THE MEDICINE

Do not use this preparation:

« if you are in the first trimester of
pregnancy.

if you are sensitive (allergic) to the
active ingredient or to any of the other
ingredients contained in the medicine
(see section 6).

for treatment of acne vulgaris,
inflammations around the mouth,
viral infections, such as chicken pox
or herpes.

for treatment of bacterial infections,
including dermal tuberculosis, or
fungal skin infections, itching of the
genitals or the anus.

in children under one year of age.

for treatment of skin diseases, such as
rosacea (severe redness of the facial
skin) or a red rash in the mouth and
chin area (perioral dermatitis).

.

H Do not use the medicine without
consulting a doctor before commencing
treatment:

« if you are suffering, or have suffered in
the past, from impaired function of the
immune system, tuberculosis.

if you have diabetes.

H Special warnings regarding use of

the medicine:

* Do not use on extensive areas of the skin
or on open or infected wounds.

If you have psoriasis, you should be
under close and frequent medical
surveillance.

If you are using the cream under an
occlusive dressing or a child’s diaper: an
occlusive dressing facilitates the active
ingredient absorption through the skin
and thus may accidentally end up in
usage of a dosage of the cream that is
too high.

Prolonged use on the facial skin is not
recommended.

Do not use frequently or for a prolonged
period without consulting a doctor. When
using the preparation for a prolonged
period, inform the doctor if you have
glaucoma or a cataract.

Special caution is required when used
in children and adolescents.

If you are sensitive to any food or
medicine, inform the doctor before
taking the medicine.

H If you are taking other medicines
including nonprescription medicines
and nutritional supplements, inform the
doctor or pharmacist. Especially inform the
doctor or pharmacist if you are taking other
preparations for external use.

H Pregnancy and breastfeeding

Do not use the preparation if you are in the
first trimester of pregnancy.

Consult a doctor before commencing
treatment if you are pregnant (in the second
or third trimester), are planning to become
pregnant or are breastfeeding.

3. HOW SHOULD YOU USE THE
MEDICINE?

Always use according to the doctor’s

instructions. Check with the doctor or

pharmacist if you are not sure.

Do not exceed the recommended

frequency and duration of treatment.

Unless instructed otherwise by the
doctor:

Clean the treated area before use.

With clean hands, gently apply, one to two
times a day, a small amount of the cream
onto the affected area. With improvement,
the number of applications can be reduced
to once a day, or less frequently. After
applying, wash your hands thoroughly,
unless the preparation is intended to treat
the hands.

Adhere to the treatment recommended by
the doctor. If there is no improvement in
your condition within one week, refer to
the doctor again.

Unless indicated otherwise by the doctor,
do not use the preparation on the facial
skin for a period exceeding 5 days.
Unless indicated otherwise by the doctor,
avoid use of occlusive dressing in the
affected area (disposable baby diapers
are occlusive dressings). The course of
treatment for a child is usually not more
than 5 days - unless the doctor has told
you to use the cream for longer. The doctor

may want to see the child every week
whilst using the cream.

Do not swallow! For external use only!
Be careful not to let the medicine get into
the eyes and mucosal tissues. In case of
contact, wash thoroughly with water.

If you accidentally took a higher dosage,
or if a child has accidentally swallowed the
medicine, immediately refer to the doctor
or proceed to a hospital emergency room
and bring the package of the medicine
with you.

If you forgot to apply this medicine on
time, apply it as soon as you remember.
If it is almost time for the next application,
wait and apply it at that time.

Even if there is an improvement in your
health, do not discontinue treatment with
this medicine without consulting the doctor
or pharmacist.

If you have further questions regarding
use of the medicine, consult the doctor
or pharmacist.

4. SIDE EFFECTS

As with any medicine, use of Clobetasol
Propionate-Trima Cream may cause side
effects in some users. Do not be alarmed
when reading the list of side effects. You
may not experience any of them.

Discontinue treatment and refer to the

doctor immediately if:

* an allergic reaction develops: swelling of
the eyelids, face or lips.

* your skin problem gets worse.

Additional side effects:

* A sensation of heat, irritation or itching
in the treated area.

* If you have psoriasis, raised bumps with
pus may develop under the skin during
or after treatment. This effect is known
as pustular psoriasis.

Refer to the doctor as soon as possible

if the following side effects develop (very

rare, as a result of prolonged/extensive
use or with an occlusive dressing):

* Cushing’s syndrome, manifested by a
round face, hypertension, weight gain,
slowed growth in children, acne. This
effect is more common in infants and
children.

Side effects occurring as a result of

prolonged/extensive use/with an occlusive

dressing (such as baby diapers):

¢ Dilation of blood vessels under the
skin.

* Thinning of the skin (the skin becomes
thinner and more vulnerable).

* Stretch marks in the skin.

* Excessive hair growth.

* Change in skin pigmentation.
* Contact dermatitis.

If any of the side effects worsen, or if
you are suffering from a side effect not
mentioned in the leaflet, consult the
doctor.

Side effects in children

Parents must inform the attending doctor
of any side effect and of any other medicine
being given to the child!

See above for details of special side effects
and drug interactions.

5. HOW SHOULD THE MEDICINE BE
STORED?

* Store in a cool place, at a temperature

below 25°C.

Avoid poisoning! This medicine and any

other medicine must be kept in a closed

place out of the reach of children and/or

infants to avoid poisoning. Do not induce

vomiting without explicit instruction from

the doctor.

Do not take medicines in the dark! Check

the label and the dose each time you

take medicine. Wear glasses if you need

them.

Do not use the medicine after the expiry

date (exp. date) that appears on the

package. The expiry date refers to the

last day of that month.

The medicine can be used for 120 days

after first opening of the tube.

6. FURTHER INFORMATION

* In addition to the active ingredient, the
medicine also contains:
Propylene glycol, purified water,
glyceryl monostearate, cetostearyl
alcohol, glyceryl stearate (and)
PEG-100 stearate, synthetic beeswax,
chlorocresol, trisodium citrate and
citric acid anhydrous.

What does the medicine look like and
what are the contents of the pack?
Each package contains a tube which
contains a white-colored cream weighing
25 grams.

Manufacturer and license holder:
Trima Israel Pharmaceutical Products
Maabarot Ltd., Maabarot 4023000,
Israel.

This leaflet was checked and approved by
the Ministry of Health in December 2013.

Registration number of the medicine in the
National Drug Registry of the Ministry of
Health: 150.92.33656.00
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