TRIMA 4 NN

40230 nimayn T n"ya nnayn ,0"RIY AKIDY NN
ISRAEL PHARMACEUTICAL PRODUCTS, MAABAROT LTD., POST MAABAROT 40230, IARSEL

2013 "anxT

,N/T201 /x9N
,n/Ta01 n/npn

'UTN 'WON Y IRy N'NN 7V VTN nnnw nnn nnan

Desloratadine-Trima Syrup

Desloratadine 0.5mg/ml :%'yo anan
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For the relief of symptoms associated with allergic rhinitis and/or chronic idiopathic
urticaria in adults and children 1 year of age and above.

JINMAN TIWA 7w D1VI'RN INNKAY NIDNNN IARNA DIOTD7 N7 D1 IT NYTINY 1N PIX7 JI'7Vn
,nN"Y2 NINQyN 0"7RIY ARIDT MININ ,AN'IN NN L,DIYNN 7w27 019 My 09T I7yn DX 7apt N
.074-7141147 1970 ,4023000 nNavn y'y

NNl
L

1 MY MR
NN NNpN
n"ya NniNayn DU7RIY ARIDT MXIN ,NNNN

Head Office Tel: (972)-74-7141111 %0 wxy Twen
Fax: (972)-74-7141333 ‘oo
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Desloratadine 2.5 mg
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Sucrose, purified water, sorbitol, propylene glycol, sodium citrate dihydrate, citric acid
anhydrous, disodium edetate.

0N "N 6.1 -1 1DID 1A 3 07N 7N 5 7D
207NN [DIN AN ADINA NN TYD
JINVA {77792 AD ,7"D 120 70NN 7127722 TR OIN'ON

,4023000 NIMNAYN ,N"YI NNAYN DI7RIYN ARIDT NN ANN :DIWNN 7 DY
R
.2013 DDIINA NIXKMAN TIWD Y WIRI 7721 DT |17V

150.37.33827.00 :NIXMAN TIWNA 'MD70NN NIDNN 07191 NONNN DIYN ‘0N
NTVIM NONNN NRT QX 7Y .07 [IW71 N0 DT |I7V ,NRN7N N77071 NIVWON DW'7

A\ nnn

107528010

4023000 nINMayn
DY7RIY IRIDT ININ
N”yl1 ninayn

293

VvEL60

1986 — I”PDYNN (D'WON) D'NZINN NIFN D7 |21x7 |17V

7272 XON DYAN 'O 7Y N7IYN NONNN

917'0 AN IN-|'TOU70T

2D 2.5 [FTON70T D720 7N 5 72 :AT1dM1 '7'YOn InINn
90N YN 6 W0 NRI :0'7'WD K7 DANIN

7V MIXDN YT 700 DT 17V .01911N2 UNNWN D101 1910 TV [I7Vn NX [I'Y] X7
N7NN 7R IX XDNN 7R 119 NSO NI7RY 17 W' DX .ADNNN

179X DNY7 7707 N717Y RN .DONR7 NNIX 12YN 7R QN7NNA 719107 NNWI 1T NONN
NIT DN7ND 1D 7 IR DR

?2091NNn NTYIN NP7 .1

N'7X QR N717 DNIYZN D'HON N7707 NTVID 1T NDNN .NIAN7X '0IX NDINN
JV0DITTR NIND (NN7'0IX) NTOND7 DNIYZN DI'NONI

.DDINVIX H{ 210D ,D'I'NDVDN'VIN NFOIDIN NXIAT

N9INN1 YUIN'Y 197 .2

'WUOIN UNDNWUAT 'R
JTTOOI77 IXN NDNNA ADIND TNR7 NIYWAN 17 QYIT DX ®
MY 727 NNND D772 @

:NDINY 190 ,917'0 AP IN-|'TVII70TA 7190 o7H
JNUN NDYHN/NI7ON TI79NA '1i7'70 12Y2 N720 IX 7210 )00 DR

:NDIM WIn'wa niyana nitnern nnavB
N7'01 197 XON7 12 7Y Y'TINT )7V NYT7D NONNT IX INW7D [ITN7 waN 1IN DR
.NoNNn

'9DINI DWID N'77 NIDINN 771> NINNKR NIDIN,NINNNT DNE7 IN, Ni7'7 anx oxB
.N7N7 IX X91N7 72 7Y 190 ,nth

1TN1 1’0 AP IN-|*TVI70T N'7P01H
JITD K77 IX DY NONNN DX 71017 N1

hiahiN{ahY !
UIN'WN 197 XD YVINMT W' Q70 IR 1NN 20 DX VWONL UPNWATZ Y70IN X7

nnppa win'wi nmarm @
N712' 7Y VIOUNT7 N7179W DN NWINNT7 DINA7 717V 1'WON] WIN'W NN DMYY7
DN YWIDWIE NN

n51NA 7w 0nInan 77n Yy aiwn yroll
221D 720 1'WONN

209NN UYNNWN TXD .3

XONN NIXIIN 197 YPNWNT7 W' THN

WIN'WN [DIN7 TWNRL NID] JI'R DX N7NN IR XRONN DY YV'NnT7 17V

ININ 721700 (10N 7272 RONN 7Y 1VA7' 719100 [DINI 10N

.01 DYD 7N 10 :DNAANI 12 72 7yn D7

.0 DYS 7"N 5 :DIY 6-11 'X7'22 D17

.0 Dyo 7"n 2.5 :01Y 1-5 X722 D17

MY 727 NNND D777 ATYED DPR 1T ADIN

27210 NNX MDD NA7ZRN AID7 DRNNA L7I9'0N (WN 7V 07N KON

Y7010 719'00 qWUNI NXTRIDD NIRA 7Y 1Y7 'R

J72IX N77 IR DY 71007 [N .00 DY NOINNN DX VI727 W

NDNNN 7Y NIDIN NINdN NTTNT7 NTVIMN NOIXNA NTTNN DID WHNWNT Y17y
177122 NRIY DM NN .N9NNN NN NTTN IX7 NN 193] WNNWN7 'R
.MIDIN NONNN NIND NX 727N X7 PN

NN2N NINN DR N7 .N7190 NN 710N 7R ,WINTA P12 NONNN NXR 710'7 NNOYW DX
NODIM YVIDI 7200 012

ATN7 IN XDN7 TH 11O ,NDNNN [N T7' Y71 NIYOA DX IX N NIN N701 NIYOL DX
JN'R NONNN NTIR XN D'7I0 N 79 1

?719'00 NN7¥N7 Y107 721N 8D

NXONN T 7Y Y70INY 19D 719101 THNNT W

NXOINN DY NINYI'NMN X77 NDNNA 719'0N 7'09107 'R NINNL A¥NA 1I9'Y 7N DX DA
N7NN IR

Desloratadine 2.5 mg




PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986

The medicine is dispensed with a doctor’s prescription only

Desloratadine-Trima Syrup
The active ingredient and its concentration: Each 5 ml contains: Desloratadine 2.5 mg
Inactive ingredients: See section 6 “Further Information”.

Read this 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 for the treatment of your ailment. Do not pass it on to
others. It may harm them even if it seems to you that their ailment resembles yours.

1. WHAT IS THE MEDICINE INTENDED FOR?

An antiallergic medicine. This medicine is intended to relieve symptoms associated with
allergic rhinitis and symptoms associated with chronic idiopathic urticaria.

Therapeutic group: Antihistamines, Hq antagonist.

2. BEFORE USING THE MEDICINE

Do not use the preparation:
« if you have a known sensitivity to any of the medicine’s ingredients or to loratadine.
* in children under one year of age.

H Before treatment with Desloratidine-Trima Syrup, inform the doctor:
if you are suffering, or have suffered in the past, from impaired function of the kidney/
urinary system.

H Special warnings regarding use of the medicine:
If you are sensitive to any food or medicine, inform the doctor before taking the
medicine.

H f you are taking, or have recently taken, other medicines, including non-prescription
medicines and nutritional supplements, inform the doctor or pharmacist.

H Taking Desloratadine-Trima Syrup and food
The medicine can be taken with or without food.

H Pregnancy and breastfeeding
It is not recommended to use the preparation if you are pregnant or breastfeeding. Consult
the doctor before use.

H Driving and using machines
In rare cases, use of the preparation may cause drowsiness that may affect the ability to
drive and use machines.

H Important information regarding some of the ingredients of the medicine
This preparation contains sugar.

3. HOW SHOULD YOU USE THE MEDICINE?

Always use according to the doctor’s instructions.

If you are not sure about how to use, consult with the doctor or pharmacist.

* The dosage and treatment regimen will be determined by the doctor only. The
recommended dosage is:

Children over 12 years of age and adults: 10 ml, once a day.

Children 6-11 years of age: 5 ml, once a day.

Children 1-5 years of age: 2.5 ml, once a day.

This medicine is not intended for children under one year of age.

The doctor will decide on the duration of treatment, in accordance with the type of

allergy you are suffering from.

Do not exceed the recommended dose and the recommended duration of

treatment.

Swallow the medicine with water. Can be taken with or without food.

Use the provided measuring cup designated for measuring the correct amount of medicine.

Do not use a household teaspoon for measuring the amount of medicine. Household

teaspoons vary in size and you may not receive the correct amount of medicine.

If you forget to take the medicine at the required time, do not take a double dose. Take

the next dose at the regular time and consult a doctor.

If you accidentally took an overdose or if a child has accidentally swallowed the medicine,

immediately refer to a doctor or proceed to a hospital emergency room and bring the

package of the medicine with you.

.
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How can you contribute to the success of the treatment?

Adhere to the treatment as recommended by the doctor.

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

Do not take medicines in the dark! Check the label and dose each time you take medicine.
Wear glasses if you need them.

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

4. SIDE EFFECTS:

As with any medicine, use of Desloratadine-Trima Syrup may cause side effects in some
users. Do not be alarmed when reading the list of side effects. You may not suffer from
any of them.

Stop treatment and refer to a doctor immediately if any of the following side effects
occur:

- Severe allergic reaction (difficulty breathing, wheezing, itching, swelling, rash)
Increased heart rate and rapid pulse sensation

Abdominal pain, upset stomach

Nausea, vomiting

- Diarrhea

Dizziness

Drowsiness

- Difficulty falling asleep

- Muscle pain

Hallucinations

Convulsions

- Restlessness with increased body movement

Jaundice (nausea, yellowing of the eyes or skin)

Abnormal liver function values

Side effects which occur frequently, usually in adults:
- Headache

- Dry mouth

- Fatigue

Side effects which occur frequently in children under two years of age:

- Fever

- Diarrhea

- Insomnia

If one of the side effects worsens, or if you suffer from a side effect not mentioned in the
leaflet, consult with the doctor.

5. HOW SHOULD THE MEDICINE BE STORED?

* Avoid poisoning! This medicine and any other medicine must be kept in a safe place
out of the reach of children and/or infants to avoid poisoning. Do not induce vomiting
unless explicitly instructed to do so by the doctor.

* 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.

* Store in a cool place below 25°C.

¢ Use within 6 months from first opening.

6. FURTHER INFORMATION

In addition to the active ingredient, the medicine also contains:

Sucrose, purified water, sorbitol, propylene glycol, sodium citrate dihydrate, citric acid
anhydrous, disodium edetate.

Each 5 ml contains 3 g sugar and 6.1 mg sodium.

What does the medicine look like and what are the contents of the package?

The syrup is packaged in a bottle containing 120 ml, closed with a safety cap.
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 August 2013.
Registration number of the medicine in the National Drug Registry of the Ministry of
Health: 150.37.33827.00

Aaall eila e a3 5l sy o arall gf a3 et & 50 sl salls £ Madl e <3 530 50 Y

L 55 8m S (3 805l alBall Gom ST el gl polle ey o 1aall 8 50 ¥1 L Y 0
ell 51 a3 13] Lkl SIS s g

codaiall g coadall i) el gall Jlanion] oo semds L3lia) Wl elasd o 4355 13) ¢

rdailaldl 4ol e ¥ (i

M|Wmmgm1ﬁlwuul,ﬂmy Sl sluns Jlaati) o) el go U LS

Lo Ll 503 YT 350 e Dailadl (31, W1 50 (e Ghanis Y

AL (B e HT (sunf &gl 13] culall Yia da gill g 7 doadl (e 88 gl G

(il b FLam] s adun il (3 &y s2io) B0 punnnnS Jad s, -

Lo o li by 5 gaall g DIl s a3 -

Sanall s (hall 3 011 -

Jld -

Slse -

ouball Hpad -

sl s -

oaall S a7 -

Olda -

olalss -

peal) 8815 3 s 331,35 LS S -

(adadl 5T Ol S aual Slie) OBy -

Sl 8 ol Laale sl 3 -

Ll sl Bule & e S5 gLy i Lasila (218

[RS

dll 8 slas -

3l -

u.u.\.ww&ieﬁf&dl&b!gdu)uuh3bﬁhuhwl‘)&|

Lodw -

Jle! -

C&Ji -

Solata] e 8 aall 3 S ol (la GAse G PaS Lesie 5T duiladl GAle¥) g cilis 13]

cclall

¢el gl uJJAJ 4.\3.15 (o

C_.A,nj/wuwtgmdjwucIm&mu&@pbug;\‘,mmmw laaill Lias @
| e Ao e Slaalad s 581 ol ¥ panailly agislio] golinl i3

ol s u,.n)q.n,wl;,gmgm (exP. date) Lua Mall o, sLaii) was #lsall Jlaiee] 5520 Y ¢
lem»y\egu\a_ﬁum&

Lgie oo YO 00 aub Ol (G cpiadl s o

e s Jlaaia Y1 IS YL Y15 el il s

LdLs) oilo glas ('\

L] al) Sulall BLAYL ol yull 5 s

Sucrose, purified water, sorbitol, propylene glycol, sodium citrate dihydrate, citric acid

anhydrous, disodium edetate.
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