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SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

(This information is intended for use by health professionals)

Mini Guava N Oral Drops

Standardized to contain NLT 8% of total flavonoids calculated as NLT 3.5% Rutin
* Black seed liquid extract 0.125 ml
(Nigella sativa)
Plant part: seeds
Extract ratio: 1:1, solvent: ethanol 70%
Standardized to contain 28-36.4% of total fixed oil of which Linoleic acid is 40.3-58.9%

1.NAME OF THE MEDICINAL PRODUCT o \b c:eJ LQ_} Tk \
Mini Guava N Oral Drops 5?)\ f))ﬁ- ot 2 r/
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2.PHARMACEUTICAL FORM FZ wb)> S
Oral Drops L. s = ;,WE 1
nele .85 54
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3.QUALITATIVE AND QUANTITATIVE COMPOSITION s i R "13
Each 1 ml of Mini Guava N Oral Drops contains: : — {. 347,
Active ingredients: Q’ )L/J (vfp} > ; f_ “ x_é : (/
» Guava aqueous liquid extract 0.125 ml =Y
(Psidium guajava) L :4 x \]
Plant part: leaves 5 I P
Extract ratio: 4:1, solvent; water aub)l e =i | = 4 J S
Standardized to contain NLT 0.41% of total flavonoids calculated as Quercetin g a =3 — 1
* Tilia flower powder extract 46.8 mg ' 93 " ‘ v i
(Tilia cordata, Tilia platyphyllos & Tilia vulgaris) REE 4
Plant part: flower ! '_) H% :i ‘J :
Extract ratio: 8:1, solvent: ethanol 95% ! & '-]'.! . - .' &

4. CLINICAL PARTICULARS:
4.1, Therapeutic Indications:
Mini Guava N Oral Drops is used for cough and relieving symptoms of common cold

4.2, Posology & method of administration:

A. Route of administration:

It should be administered orally

B. Recommended Dose:

Unless otherwise described by the doctor, the recommended dose is:
Children 4 years and older: 20 drops (1 ml) 3 times daily.

1 ml=20drops

C. Duration of use:

Not to be taken for more than one week. If the symptoms persist longer than one week, a doctor should be consulted
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4.3. Contraindications: - ﬁ‘\?&“; ' M; L -_"‘\____-. add Aalall 3y1a¥) i
Mini Guava N Oral Drops is contraindicated in: G JANCTTY Subbaid ] el e PN o s ek E
e Hypersensitivity to the active substance or any of the excipients, Iisted 1n section 6.1 .
. cc / \ g )
e Pregnancy and Lactation = e s v —

Q_s )4_/,“,(9/ S

4.4. Special warnings & Precautions:

e Mini Guava N Oral Drops is possibly safe for children when taken by mouth for short-term duration and in
recommended amounts.

e  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

¢ Not to be used by children underq,years of age without medical advice.

e  Mini Guava N Oral Drops might make bleeding disorder worse.

e Mini Guava N Oral Drops might increase the risk for bleeding and interfere with blood sugar control and anaesthesia
during and after surgical procedures. Black seed might also cause your body to have very high levels of a chemical
called serotonin. Stop taking Mini Guava N Oral Drops at least 2 weeks before scheduled surgery.

e Monitor your blood sugar carefully if you have diabetes and taking Mini Guava N Oral Drops.

e Taking Mini Guava N Oral Drops might make blood pressure become low in people with low blocd pressure.

e It has laxative effect in overdose due to presence of sorbitol.

¢ If the symptoms worsen during the use of Mini Guava N oral drops, a doctor should be consulted.

e To be used under medical supervision.

Keep out of reach of children.

4.5. Interaction with other medicinal products & other forms of interaction:

Be cautious with this combination.

» Amlodipine: lowers blood pressure. Black seed also lowers blood pressure. Taking Mini Guava N oral drops with
amlodipine might lower blood pressure too much. People taking Mini Guava N oral drops along with amlodipine
should monitor their blood pressure.

e Antidiabetes drugs: Black seed might lower blood sugar in some people. Diabetes medications are also used to lower
blood sugar. Taking Mini Guava N oral drops along with diabetes medications might cause your blood sugar to go too
low. Monitor your blood sugar closely. The dose of your diabetes medication might need to be changed.

o Antihypertensive drugs: Black seed might decrease blood pressure in some people. Taking Mini Guava N oral drops
along with medications used for lowering high blood pressure might cause your blood pressure to go too low.

¢ Immunosuppressants: Black seed might increase the immune system. By increasing the immune system, Mini Guava
N oral drops might decrease the effectiveness of medications that decrease the immune system.

» Serotonergic Drugs: Black seed might increase a chemical in the brain called serotonin. Some medications also
increase the amount of serotonin in the brain. Taking Mini Guava N oral drops along with these medications might
increase serotonin too much. This can cause serious side effects, including severe headache, hqﬁr&problems
shivering, confusion, and anxiety. «,)3 TER

¢ Medications that slow blood clotting (Anticoagulant / Antiplatelet drugs): Black seed might sl@ﬂ"ﬁlnqﬁ‘aqttmg
Taking Mini Guava N oral drops along with medications that also slow blood clotting might incredss 1 c,hgndﬁs of
bruising and bleeding.

¢ Sedative medications (CNS depressants): Black seed might cause sleepiness and drowsiness. Medic%
sleepiness are called sedatives. Using Mini Guava N oral drops along with sedative medications mig
sleepiness.

e Water pills (Diuretic drugs): Black seed increases the amount of urine made by the body. This rjght4w _eas’é how
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much potassium and other minerals are lost by the body. "Water pills" can also decrease potassium in the body.
Taking Mini Guava N oral drops along with "water pills" might decrease potassium in the body too much.

e Iron: Black seed might increase the amount of iron in your blood. Taking Mini Guava N oral drops along with iron
supplements might increase the effects and side effects ofiron.

4.6. Fertility, pregnancy and Lactation:

No fertility data available.

Black seed is likely unsafe during pregnancy, it can slow down or stop the uterus from contracting.

No reliable information to know if black seed is safe to use when breast-feeding. Stay on the safe side and avoid use.

4.7. Effect on ability to drive and use machines:
No studies on the effect on the ability to drive 2 use machines has been performed.

4.8. Undesirable effects:

.

Mini Guava N Oral Drops can cause allergic rashes in some people. It can also cause stomach upset, vomiting, or
constipation.
If adverse reactions occur, a doctor or a qualified health care practitioner should be consulted. L4

4.9. Overdose: T S T,
verdose \ \O}L&J‘/’) e)\.\ow_) /

Mo overdose cases have been reported. D—"/
[

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

0 ) oD/
6. PHARMACEUTICAL PARTICULARS: )y P>

6.1, List of excipients
Liquid caramel colour (Double strength acid proof (E 150 d), Sorbitol, Sodium Benzoate, Potassium Sorbate, Liquid
Glucose, Cinnamon Flavor and Purified water.

A carton box containing plastic dropper bottle containing 15 ml dark br

6.2. Shelf life:
3 years
B gy 8
— v ~TER A 7/
6.3. Storage Conditions: ’ @\c‘f_\gf;,h\,\
g~ QRN Y
Keep at a temperature not exceeding 30°C. B0 e,
Keep out of reach of children N\
. 7\
6.4. Nature & content of container: Y Y
0.4, INatUTE & & ||
f

6.5. Special precautions for disposal and other handling:
NA
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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 o\

S
¥ : \ =
8. Marketing authorisation number(s): é L \‘\ { Zoe ‘ La )
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