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Ivyronc
Syrup

SUMMARY OF PRODUCT CHARACTERISTICS
(SMPC)
(This information is intended for use by
healthcare professionals)

1. Name of the medlunal preduct
Ivyronc.

2. Pharmaceutical form .
Syrup.
Brown homogenous viscous liquid.

3. Qualitative and quantitative composition
Each 5 ml syrup contains

Ivy leaf extract powder (Hedera helix L) 35 mg
Standardization: NLT 10% Hederacoside C.
Extraction solvent: ethanol 70%

Extraction Ratio: 7:1

For the full list of excipients, see section 6.1.

4. Clinical particulars

4.1 Therapeutic indications .
This herbal medicine used to alleviate the
symptoms of chronic-inflammatory bronchial
disorders; acute inflammations affecting the
airways associated with cough.

4.2 Posology and method of administration

Route of administration
To be taken orally. -
Posology

Children from 6 to 12 years of age: 5 ml twice
daily (equivalent to 70 mg dried ivy leaf extract). |
Children from 12 years of age and adults 5 ml
three times daily (equivalent to 105 mg dried
Tvy leaf extract).”
Duration of use 3
Treatment duration depends on the type and
severity of the illness; it should usually be 1
week. -
If the symptoms, however, persist for longer
than 1 week, medical advice should be sought.

" The liquid is taken in the morning, (around
mid-day) and in the evening.
Shake the bottle well before any use

4.3 Contraindications

If you are hypersensitive to the active substance
or any of the other ingredients of this herbal
medicine. : .

4.4 Special warnings and precautions for use
Keep out of reach of children.
- To be used under medical supervision.
- It has a laxative effect in overdose due to the
presence of Sorbitol. , .

- Caution is recommended in:

- Patients with gastritis or gastric ulcer.

- Persistent or recurrent cough in children
between 2-4 years of age requires medical
diagnosis before treatment .when dyspnea, fever
or purulent sputum accuses a doctor should be
consulted,

- Patients with rare hcrednary problems of
fructose intolerance should not to take this
medicine. ¢ y . -

4.5 Interaction with other medicinal products
and other forms of interaction

No studies have been performed. So far, no
interactions have become known. Tell your
doctor or pharmacist if you are taking / using or,
have recently taken / used any other medicines,
including over-the-counter medicines.

4.6 Fertility, pregnancy and lactation

'This medicine should not be used during
pregnancy and while breast-feeding since no
sufficient studies are available.

4.7 Effects on ability to drive and use
machines
No special precautions are necessary.

4.8.1. Undesirable effects
Like all medicines, this medicine can cause side
effects, although not everybody gets them

Possible side effects:

After taking medicines containing ivy, allergic
reactions such as trouble breathing, swelling,
reddening of skin and itching may occur. The
frequency is unknown. In sensitive people,
gastrointestinal symptoms such as nausea ,
vomiting, diarrhea, as well as a laxative effect
may occur. The frequency is unknown.

4.8.2. Reporting of side effects

If you get any side effects, talk to your doctor or
pharmacist. This includes any possible side-
* effects not listed in_this leaflet. You can also
report. side effects directly via the Egyptian
Pharmacovigilance Center.

By reporting side effects you can help provide
more information on the safety of this medicine.

4.9 Overdose .

You should not take more Ivyronc Cough Syrup
per day than stated in the dosing instructions or
prescribed by the doctor. Taking significantly
larger amounts (more than three times the daily
dose) can cause nausea, vomiting and diarrhea.
In this case, you should see a doctor.

5. Pharmacological properties
A-Pharmacodynamics property
Not reqv.ured.

B-Pharmacokinetic propertles
Not required. g
C-Preclinical safety data.

. Not required.

6. Pharmaceutical particulars
. 6.1 List of excipients

Sorbitol Solution 70%, Xanthan gum, Citric acid
anhydrous, Potassium Sorbate, Liquid Lemon
® flavor, Deionized water

6.2 Shelflife
2 years. e $

6.3 storage conditions
Store at temperature not exceeding 30° C

Keen ot of the reach and vight of chikdren. |

« Do not use this medicine after the expiry date.

6.4 Nature and contents of container
Carton box containing 100 ml amber glass bottle
type with insert leaflet.

6.5 Special precautioxis for disposal and

other handling

No special requirements.

7. Marketing authorization holder & contact
Sato Pharma

. Email: Satopharma. rd@gmail.com

* Address: 9 Ismail Al-Muzai street, from Ammar
Bin Yasser Street, Heliopolis

Tel & Fax: 02/26225928

8. Marketing authorization number

" 9, Date of first authorization

10. Date of revision of the text: 3-2-2022




