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SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

(This information is intended for use by health professionals)

E

1.NAME OF THE MEDICINAL PRODUCT

Guava -
9
2.PHARMACEUTICAL FORM g
Syrup
AN
3.QUALITATIVE AND QUANTITATIVE COMPOSITION ) ' 4
Each 5 ml of Guava Syrup contains: :b f ~
Active ingredients: 1 3
¢ Guava extract (4:1) aqueous 125 mg “3 ) iF
(Psidium guajava) e
Plant part: leaves v-s’ ) i ==
Extract ratio: 4:1, solvent: water ]
Standardized to contain NLT 0.1% of total flavonoids calculated as Quercetin % o
¢ Tilia flower powder extract 15 mg P
(Tilia cordata, Tilia platyphyllos & Tilia vulgaris) S
Plant part: flowers 1~
Extract ratio: 8:1, solvent: ethanol 95% )
Standardized to contain NLT 8% of total {lavonoids
ot

4. CLINICAL PARTICULARS: ; =
4.1. Therapeutic Indications: Qo M-/J/:"'é.)/ *
This herbal medicine is used for cough and relieving symptoms of common cold

4.2. Posology & method of administration:

A. Route of administration: HARD
Oral use P ARAVA
B. Recommended Dose:

Adults: 1-2 teaspoonfuls 3-4 times daily #

Children (older than 4 years): 1/2 -1 teaspoonful 3-4 times daily. “"";%A’ % Lfo__]\ ki &n..ao.:.

Zhe use In chodden under ‘fyvecus-’wc Ae W hof f?&mmma&o/

The therapy should start at first signs of common cold.
' If the symptoms persist longer than one week during the use of the medicinal product, a doctor should be consulted.

4.3. Contraindications:
Guava Syrup is contraindicated in case of Hypersensitivity to the active substances or any of the excipients, listed in
section 6.1 . If signs of hypersensitivty reaction appear (contact dermatitis or rhino conjunctivitis) flos tilia must not be

used again
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4.4, Special warnings & Precautions:
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* This product contains ethanol, therefore it shouldn't be used for more than one week and time spacing between

doses shouldn't be less than 4 hours

-

e Guava Syrup might lower blood sugar. If you have diabetes and using guava syrup, check your blood sugar carefully. (Ti

e guava might increase the risk for bleeding or interfere with blood sugar control during and after surgical procedures. Stop R
using guava syrup at least 2 weeks before a scheduled surgery.

* If the symptoms worsen during the use of Guava syrup or if dyspnoea, high fever or purulent sputum occurs, a doctor§

should be consulted.
e * To be used under medical supervision.
e Keep out of reach of children.

e |t has laxative effect in overdose due to presence of sorbitol
4.5. Interaction with other medicinal products & other forms of interaction: i

q.
VR

-t

None reported

4.6. Fertility, pregnancy and Lactation:
No fertility data available.

Safety during pregnancy and lactation has not been established. In the absence of sufficient data, the use during —

pregnancy and lactation is not recommended.

4.7. Effect on ability to drive and use machines:

.
v}\

it

!

No studies on the effect on the ability to drive & use machines has been performed. : \i i ( O, "

4.8. Undesirable effects:

Guava Syrup is possibly safe when used for shorl-term. Guava syrup might cause temporary nausea or stomach pain in

some people.

If any other adverse reaction occurs, a doctor or a qualified health care practitioner shouid be consulted.

4.9. Overdose:
No overdose cases have been reported.

5. PHARMACOLOGICAL PROPERTIES:
A. Pharmacodynamic properties: NA
B. Pharmacokinetic properties: NA
C. Preclinical safety data: NA

|

6. PHARMACEUTICAL PARTICULARS:
6.1. List of excipients

N (N

Fennel oil, caramel colour, Sorbitol, methyi paraben, propyl paraben, puurmd honey, propylene glycol and Punfled water.

6.2. Shelf life:
3 years

6.3. Storage Conditions:
Keep at a temperature not exceeding 30°C.
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6.4. Nature & content of container:
A carton box containing labelled brown glass (type ill) bottle congaining 120 ml syrup covered with aluminum cap and
an inner pamphlet.

6.5. Special precautions for disposal and other handling:
NA

"

7. Marketing authorisation holder & contact

Pharaonia Pharmaceuticals (Pharo Pharma)

New Borg El-Arab City-3rd Industrial Zone - Block 16 - Part(1)- Alexandria — Egypt
Telephone: (03) 4622202/3/4/5/6/7/8

Telefax: 03-4598367

E-mail: Medical @pharopharma com
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8. Marketing authorisation number(s):

,-—

9. Date of first authorisation: \ I H io ;;;6

10. Date of revision of the text: ‘13 /1 /?_a‘?..ﬂ_
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