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Sucrose, propylene glycol, glycerin, alcohol 95%, saccharin sodium, apricot vanilla
flavor, benzoic acid, citric acid anhydrous, disodium edetate, purified water.
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Prednisolone 15 mg/5 ml
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Prednisolone 15 mg/5 ml
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Sucrose, propylene glycol, glycerin, alcohol 95%, saccharin sodium, apricot vanilla
flavor, benzoic acid, citric acid anhydrous, disodium edetate, purified water.
S7IND7X D2 0.19 -1 TNDID DA 1.8 AN "N 4.3 D'7'20D V'WON 7N 5 7D

:NONDIN NN
.DITRINDDIZ'ONIZN NXIA77 'Y

NINIDY NIT'YD

JNM77T-10IR NYOUN 7V TRIZ'OI7I7172

JINZITIRD TI79N2 NIYVION :[12D DITRIZ'ONIZIFZIZA7 NIAANN NIZ712 719107 TYIN
,NNIYIN NDWNI NIZNN NIV NIZNN DM NI7R0 3717 NI7ND 2710000 ODIRIN
D7XA NINT7R NN 712190 NOYNA NIZND  NIP0DY79IR NI7ND

?27'YON] UNNWAT 'R 'Mn

.Nj7'1'N 21N AWRD N9INN] wUpnwn7 I'R
NOMNN ADIND TNR7 NIWAN QYIT DX UNNWNT I'R
JPOD'D MMVO DINT 7Y N17N1 V'YdNa wUpNwny I'K

719'00 N7NNN 1197 X912 YYI'R7 '7an 91Nl wnnwa? 'R

MDD 7U INNR/[IWRY W72 700 DR

IN/1 270 (ADIZIRTA :123) DMIYA :TIi79N2 '1i7'70 12ya N710 I N/7210 120 DX
LDI77IX :]122) 712V NDWN ,[NUN NDWN/N'70N 1200 (DA DT YN7 7712) DT 7D
(T'RIN'M) DNN NLI7A

9122 AKX DIAT IX MMOD DINT ,NONY 011 DOINN 12Y2 N720 IX N/7210 10 DX
.D'272 N'ANDRD ,NIDID L(DTNIDIR'ODIN :{12D) NINXY N7NN ,N'YY D720 IX

?1‘1w oI nrra N7y 9INNN Y'oswn IR

N7Y9N2 ,20712 NN NINWT 2NN D 7Y NN DIADY7 717V 1T NDINNA WIN'WN
Y NAMNNA NI7Z'VO 7211 NIDION NRIDN
NITOI WAdN N1N72 D7NWNND IR DMOIX 7Y NADIN DN W' DIT7'7 TR

.N9NNN DY 719'0N NOI7N]2 D'9N NIRFZWN IR DAY NNYY7 'R

MINNTN
XD YVIINT 172 TDWIND NOIZN IX NIANZ D'NYT 1T NDNN2 UNNWNT7 'R

AU7Y7 W' D7 ,0M22NNAN DIT72 17T NORN7 DNA7 717V 0T 1'WONA JUIND Ui
N7 27YN YXA7I KON NIKIIN INR NITO72

7¢ DI7'Y .07 YN7 DTN 07 NI7' 72 JNY7 W' IT ADINNA JWIDD 719'0 7U 7Nl
712'vn NdWN

N7'01 197 XON7 |D-7Y YTINT 7V ,NW7D NDNNT7 IX W7D [ITN7 N/Wa0 10 DR
.NONNN

NN IR Y NI7T2 1RY7 N/T0IY N OR XDN7 N7 O

NNRY 7N DTHAL,NITN IR/ NN NIYIAYAR 9217 NO'WND [NIYW APd TV YaInin7 o
.NON7 NN 2-7Y NIT7 W' 719100 17002 178 DIMINT NI7NN0

NIFNSINN-]'2 NN
NIDNN 771> ,NMNX NONNA 719'0 NNY NT NINA DX X ,NODI1 NDNN N/7011 11N DX
-IXIX D120 VN7 T 790NN XON7 NIIT7Z )7V ,NTN 'D0INI DWAN K77 NNDNIN
,0110'N :NINAN NINIZAN NIDNN 227 T2 NIMONN-2 NIARNND DY N7y
,NYINT NIDINN :{120) N'TDINN DAXYN NN 7Y NIY'OWNA NIDINN ,0'07'X'701 [1'ODX
MM DINTA 719'07 NIDIAN (121 NI'YO) NIYI9N7 ,N'DD7'9KR7 ,|IDj7197 ,n1w7
JMIDDIZIZ'Y 'XDINNANR'YM0IDNK L|'DINORNID (121 7ITRAFZRIVR ,7ITRAUZIOT :|12D)
NNT NTIN7 NIDAN L A7UR 7 N NYIONT7 NINIAN NISNN/DIANYD OXD7I0INN
JMTON LT ,'OTHNRAZ ITION 010 ,'DNRDM,|'D7IA'T ,['7IDIR 771D DTA 1DI0N




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

DANALONE
Syrup

The dispensing of this medicine requires a doctor's prescription

Read this package insert carefully in its entirety before using this medicine
Composition:

Prednisolone 15 mg/5 ml

Inactive ingredients:

Sucrose, propylene glycol, glycerin, alcohol 95%, saccharin sodium, apricot vanilla flavor,
benzoic acid, citric acid anhydrous, disodium edetate, purified water.

Each 5 ml of the preparation contains 4.3 mg sodium, 1.8 g sucrose and 0.19 g alcohol.

Therapeutic group: Corticosteroids.

Therapeutic activity:

Glucocorticoid with anti-inflammatory activity.

This medicine is intended for the treatment of glucocorticoid responsive inflammations,
such as: endocrine disorders, rheumatic disorders, hematologic disorders, collagen
diseases, ophthalmic diseases, dermatologic di respiratory di neoplastic
diseases, gastrointestinal diseases, allergic and edematous conditions.

When should the preparation not be used?

Do not use this medicine if you are breastfeeding.
Do not use this medicine if there is a known sensitivity to any of its ingredients.
Do not use this medicine in case of systemic fungal infection.

Do not take this medicine without consulting a doctor before starting treatment:

If you are pregnant in the first/last trimester.

If you are suffering, or have suffered in the past, from impaired function of: the eyes (e.g.,
glaucoma), the heart and/or vascular system (including hypertension), the liver, the kidney/
urinary system, the digestive system (e.g., ulcer), the thyroid gland.

If you are suffering, or have suffered in the past, from ocular herpes, tuberculosis, fungal
infection or other infection in the body or serious injury, bone disease (e.g., osteoporosis),
diabetes, myasthenia gravis.

How will this medicine affect your daily life?

Use of this medicine may impair alertness and therefore caution should be exercised when
driving a car, operating dangerous machinery and in any activity which requires alertness.
Children should be cautioned against bicycle riding or playing near roads and the like.

Do not drink wine or other alcoholic beverages while under treatment with this medicine.

Warnings:

Do not use this medicine frequently or for a prolonged period without consulting a doctor.
Prolonged use of this preparation may cause slowing of growth in children and adolescents;
therefore, the doctor’s instructions must be followed strictly and growth monitoring should
be performed.

In case of prolonged treatment with this medicine, the following tests should be performed:
blood tests, blood pressure measurements, x-ray of the gastrointestinal system.

If you are sensitive to any type of food or medicine, inform your doctor before commencing
treatment with this medicine.

Notify the doctor if you are about to undergo skin tests or surgery.

Avoid exposure as best as possible to the chickenpox and/or mumps virus, and if you
do contract either of these infectious diseases during treatment, inform your doctor
immediately.

Drug interactions:

If you are taking another drug or if you have just finished treatment with another medicine,
including non-prescription medicines and food supplements, inform the attending doctor,
in order to prevent hazards or lack of efficacy arising from drug interactions. This is
especially important for medicines belonging to the following groups: vaccines, aspirin
and salicylates, medicines affecting the central nervous system (e.g., sedatives, hypnotics,
medicines for parkinsonism, epilepsy, for mental disorders, etc.), medicines for treatment
of fungal infection (e.g., ketoconazole, itraconazole, etc.), somatropin, amphotericin,
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ciprofloxacin, levofloxacin, etc.).

Side effects:

In addition to the desired effect of the medicine, adverse reactions may occur during the
course of taking this medicine, for example: increased appetite, indigestion, stomach
ulcer, inflammation of the pancreas, acne, changes in blood tests (increased sugar levels,
change in blood lipid levels, change in electrolyte balance), osteoporosis, increased risk
of fractures.

Side effects that require special attention:

Frequent urination, increased thirst (rare): stop treatment and approach your doctor.
Muscle weakness, menstrual problems, swelling/edema of the face or feet, dizziness,
weakness, fatigue (rare): stop treatment and approach your doctor.

Blurred vision, eye pain, glaucoma, cataract, increased intraocular pressure: approach
your doctor immediately.

Increased hair growth, increased blood pressure, weight gain, swelling of the face, round
face, thinning of skin, skin pigmentation, excessive sweating: any one of these cases
requires immediate approach to the doctor!

Development of infection: approach your doctor immediately.

Headache: approach your doctor immediately.

Psychotic changes (nervousness or restlessness, insomnia, euphoria, mood disorders,
depression, etc.): approach your doctor immediately.

In the event that you experience side effects not mentioned in this leaflet, or if there is a
change in your general health, consult your doctor immediately.

Adverse reactions and drug interactions in children and infants:

The use of this medicine in children may affect their growth rate.

Parents must inform the attending doctor about any side effects, as well as any additional
medicine being taken by the child!

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

Dosage:

Dosage is according to doctor's instructions only.

Do not exceed the recommended dosage.

This medicine is to be taken at specific time intervals as determined by the attending doctor.
If there is no improvement in your condition or if it worsens, approach your doctor.

Directions for use:

Take the medicine with a meal or immediately after a meal, recommended in the morning
upon getting up.

Attention:

Take care to measure the dose using a measuring spoon or special measuring cup,
dropper etc.

l H

Even if there is an improvement in your health, do not discontinue the use of this medicine
without consulting your doctor and even then, discontinuing should be done gradually.

Avoid poisoning! This medicine, and all other medicines, must be stored in a safe place out
of the reach of children and/or infants, to avoid poisoning. If you have taken an overdose,
or if a child has accidentally swallowed the medicine, proceed immediately to a hospital
emergency room and bring the package of the medicine with you.

Do not induce vomiting unless explicitly instructed to do so by a doctor! This medicine has
been prescribed for the treatment of your ailment; in another patient it may cause harm.
Do not give this medicine to your relatives, neighbours or acquaintances.

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

Storage: Store below 25°C, not in the refrigerator. Close firmly and prevent penetration
of air and moisture. Caution! Inflammable, keep away from fire!

Even if kept in their original container and stored as recommended, medicines may be kept
for a limited period only. Please note the expiry date of the medicine! In case of doubt,
consult the pharmacist who dispensed the medicine to you.

Do not store different medications in the same package.

License number: 133 81 31155 00

Manufacturer and License holder:
TRIMA, Israel Pharmaceutical Products Maabarot Ltd., Kibbutz Maabarot 40230.

Marketing: Megapharm Ltd., P.O. Box 519, Hod-Hasharon 45105.

The format of this leaflet was determined by the Ministry of Health and its content was
checked and approved by it.
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erythromycin, cyclosporine, methotrexate, diuretics/medicines that cause excessive
potassium secretion, medicines for lowering blood sugar levels including insulin, digoxin,
rifampin, mitotane, ritodrine, carbamazepine, primidone, ephedrine, mifepristone, sodium-
containing medicines, antacids, medicines containing estrogen and/or progesterone
derivatives (e.g., oral contraceptives), antibiotics from the fluoroquinolone group (e.g.,

Maabarot 40230
Israel Pharmaceutical Products
Maabarot Ltd.
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