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SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)
(This information is intended for use by health professionals)

\&_.__._’Q) 0 S?
1.NAME OF THE MEDICINAL PRODUCT 1 e ’*QJ o« LLorale o
Thymy e ,r \)__:__?_,_’2” »AQ.'SLJvﬁ

2.PHARMACEUTICAL FORM

Syrup. _C'*‘T}r—) F=

3.QUALITATIVE AND QUANTITATIVE COMPOSITION

Each 5 ml Thymy Syrup contalns

Active ingredients: N‘W
e Thyme aqueous liquid extract 200 mg '9}‘ “‘
Thymus vulgaris L. w b/
(Plant part: Herb) .
Extraction ratio: 1: 1

Standardized to contain NLT 0.03% Thymol ‘E
(Extractive solvent: water) S,

* Anise oil 5.1 mg Q =[]}
Pimpinella anisum L. 5_"‘ PHA
Plant part: fruit -~ RO
Standardized to contain: Traus-anethole: 87-93% DHARMA

4.CLINICAL PARTICULARS
4.1-Therapeutic indications:
» Thymy Syrup is used as expectorant in cough associated with cold and inflammation of respiratory tract.
e Thymy Syrup is used as symptomatic treatment of bronchitis, whooping cough and catarrh of the upper
respiratory tract. .
4.2-Posology and method of administration:
A. Route of administration:
It should be administered orally.
B. Recommended dose & Frequency: v, O( < AL
e Adults: Single dose 10 ml, 3-4 times daily. er-C ( p—
e Children above 4 years: used under medical supervision
Single dose 7-10 ml, 2-3 times daily.
C. Duration of use:
As the physician prescribed.
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ersensitivity to the active substances or to other pIants of the same families or to any excipient listed in

ction 5.1. o= 7 />
ST |
4.4-Special warnings and precautions for use:

* The use in children under 4 years of age is not recommended without medical supervision.

* If the symptoms worsen or persist longer than 1 week during the use of the medicinal product, a
doctor or a pharmacist should be consulted.

¢ If dyspnea, fever or purulent sputum occurs, a doctor or a pharmacist should be consulted.

* Anise might lower blood sugar, so blood sugar levels should be monitored carefully if diabetic
patients use anise.

¢ Thymy Syrup has laxative effect in high doses due to presence of sorbitol.

* Patients with rare hereditary problems of fructose intolerance should not use this medicine.

e To be used under medical supervision.

e Keep out of reach of children

4.5-Interaction with other medicinal products and other forms of interaction:

* Estrogens, hormonal contraceptives: large quantities of anise may mterfere with estrogen replacement
therapy or hormonal contraceptives (theoretical).

® lron: Anise may increase the action of iron.

¢ Warfarin: Anise may increase the action of warfarin.

* Lab Test: Increased Prothrombin time (PT/INR).

o
4.6-Fertility, pregnancy and lactation: erf Y!( < ( A
Safety during pregnancy and lactation has not been established. In the absence of sufficient data,
during pregnancy and lactation is not recommended.

No fertility data available. QS‘

o'
4.7-Effects on ability to drive and use machines: 9
No studies on the effect on the ability to drive and use machines have been performed. }}

4.8-Undesirable effects:

Gastric disorders may occur.

Occasional allergic reactions to the anise oil affecting the skin, respiratory system and gastrointestinal tract
are reported e.g. nausea and vomiting.

If other adverse effects not mentioned above occur, a doctor or a qualified healthcare practitioner should be
consulted.
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verdose can result in nausea, vomiting, seizures and pulmonary edema. 0*‘75—-‘ /2
Anethole toxicity in infants has been reported, and pt:esents clinically with symptoms of hypertonia,
continued crying, atypical ocular movements, twitching, cyanosis, vomiting and lack of appetite.

In cases of overdose (> 50 mg/kg), the ingestion of milk and alcohol is contraindicated owing to increased
resorption.

5-PHARMACEUTICAL PARTICULARS:

5.1-List of excipients

Purified honey, Liquid caramel colour (Double strength acid proof (E150d), Sorbitol, Potassium sorbate,
Peppermint flavor and Purified water.

5.2-Shelf life:
3 years

5.3-Storage conditions
Keep at a temperature not exceeding 30°C.
Keep out of reach of children.

5.4-Nature & content of container:
Carton box containing brown polyethylene tetrephthalate (PET) bottle covered with white (HDPE) plastic cap

containing co-extruded expanded polyethylene (EPE) white round liner containing 120 ml + insert leaflet.

5.5-Special precautions for disposal and other handling:

NA

| o PN
6-Marketing Authorisation Holder & contact: RS e 2
Pharaonia Pharmaceuticals (Pharo Pharma) S
New Borg El-Arab City-3rd Industrial Zone - Block 16 — Part (1) - Alexandria — Egypt M -
Telephone: (03) 4622202/3/4/5/6/7/8 B)
Telefax: 03-4598367 "
E-mail: Medical@pharopharma.com \5} <]

W

7- Marketing authorisation no.: A pHARO

B ‘1( o/ < ' PHARMA

8- Date of revision of thetext: 2y - ¢S - Zo 23
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