Ultrasolv® is a new and unique formula of potent Ingredients for liquefying expelling mucus and alleviating
cough

1.Name of the medicinal product

Ultrasolve Tablets & Syrup

2. Qualitative and i

Each 5 ml of Ultrasolv Syrup contains:
Carbocysteine 125 mg
Guaiphensine 100 mg
Oxomemazine HCL 2mg
Each Ultrasolv Tablet contains:

Carbocistien 575 mg
Guaiphenesin 225 mg
Oxomemazine HCL 5 mg.
3. Pharmaceutical form

Tablets & Syrup

4. Clinical particulars
4.1 Therapeutic indications

Carbocisteine is a mucolytic agent. Guaphenesine is an expectorant. O;
phenothiazine derivative.

Ultrasolve is used intreatment of productive cough only.

42 Posology and method of administration

For oral use.

Adults including the elderly: 75 ml 3-4 times daily. Or one tablet 2-3 times daily

6-12 Years: 7.5 ml 3 times daily.

4.3 Contraindications

* Hypersensitivity to the active substance or to any of the excipients.

* Active peptic ulceration

*Not to be used in children under the age of 6 years

4.4 Special warnings and precautions for use

For tablet: this medicine contains lactose: patients with rare hereditary problems of galactose intolerance, the
Lapp lactase deficiency or galactose intolerance shouldn't take this medicine.

Carbocisteine as a mucolytic not to be used in children below 2 years. Post Marketing studies of adverse effects of
carbocistine showed worsening of breathing symptoms if used with children below 2 years. of age and in
comparison of risk benefit between uses of Carbocisteine and adverse effect show that it is not recommended to
use Carbocisteine containing products with children below 2 years of age.

* Guaiphenesine not to be used in children under the age of 6 years.

Ask a doctor before use if your child suffers from chronic cough, if he she has asthma or is suffering from an acute
asthma attack. Stop use and ask a healthcare professional if your child's cough lasts for more than 5 days, comes
back, or is accompanied by a fever, rash or persistent headache. Do not give with a cough suppressant

Caution should be exercised in the presence of severe renal or severe hepatic impairment.

Not more than 4 doses should be given in any 24 hours. Do not exceed the stated dose. Do not take with any other
cough and cold medicine.

4.5 Interaction with other medicinal products and other forms of interaction

There are no known interactions with other medicinal products or other forms of interaction.

4.6 Fertility, pregnancy and lactation

Pregnanc

Although tests in mammalian species have revealed no teratogenic effects, carbocisteine is not recommended
during the first trimester of pregnancy.

would therefore not normally be taken during pregnancy and lactation

Insufficient information is available on the effects of Guaiphenesine during human pregnancy.

Ultrasolv® should not be used during pregnancy.

Lactation

Itis unknown whether carbocisteine and / or its metabolites are excreted in human milk. A risk to the newborn or
infant cannot be excluded.

A decision must be made whether to discontinue breast-feeding or to disconti from carbocisteine
therapy taking into account the benefit of breast-feeding for the child and the benefit of therapy for the woman
Guaifenesin is excreted in breast milk in small amounts with no effect expected on the infant

4.7 Effects on ability to drive and use machines

None known.

4.8 Undesirable effects

Rare (=1/10,000 to <1/1,000)

Immune System Disorders: Anaphylactic reactions and fixed drug eruption.

G i inal disorders: G i bleeding,

Skin and subcutaneous tissue disorders: Skin rashes and allergic skin eruptions.

For Oxomemazine is: Direct effects:

Drowsiness, often at tshe beginning therapy.

Cholinergic effects

Constipation, dryness of the mouth, blurred vision, mydriasis, cardiac palpitation and difficulty in micturition.
Orthostatic hypotension.

Balance disturbance, vertigo, inability to concentrate.

Motoric incoordination,

tremor, hallucination.

Sensitization reaction. Erythema, eczema, pruritus and Urticaria.

Edema, antineurotic edema.

Anaphylactic shock

Photosensitivi

Hematologic disturbances (leucopenia, neutropenia, very rare agranulocytosis, thrombocytopenia, hemolytic
anemia).

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to
report any suspected adverse reactions: www.amoun.com

4.9 Overdose

Gastric lavage may be beneficial, followed by observation. Gastrointestinal disturbance is the most likely symptom
of Carbocisteine over dosage. The effects of acute toxicity from G may include

discomfort, nausea and drowsiness. Treatment should be symptomatic and supportive.

is, is H1

5. Pharmacological properties
5.1 Pharmacodynamics properties

Pharmacotherapeutic group: Mucolytic, ATC code: ROSC BO3. Carbocisteine (5-carboxymethyl L-cysteine) has been
shown in normal and bronchitis animal models to affect the nature and amount of mucus glycoprotein that is
secreled by the respiratory tract. An increase in the acidneutral glycoprolein ratio of the mucus and a
transformation of serous cells to mucus cells is known to be the initial response to irritation and will normally be
followed by hyper secretion. The administration of carbocisteine to animals exposed to irritants indicales that the
glycoprotein secreted remains normal; administration after exposure indicates that return to the normal state is
accelerated. Studies in humans have demonstrated that carbocisteine reduces goblet cell hyperplasia. Carbocisteine
can therefore play a role in the management of disorders characterized by abnormal mucus. Guaifenesin is
thought to exert its pharmacological action by stimulating receptors in the gastric mucosa. This increases the
output from secretory glands of the gastrointestinal system and reflex increases the flow of fluids from glands
lining the respiratory tract. The resull is an increase in volume and decrease in viscosity of bronchial secrelions.
Other actions may include stimulating vagal nerve endings in bronchial secretory glands and stimulating certain
centers in the brain, which in turn enhance respiratory fluid flow. Guaifenesin produces its expectorant action
within 24 hours.

5.2 Pharmacokinetic properties

Carbocisteine is rapidly absorbed from the GI tract. Equilibrium pharmacokinetics were established in healthy
volunteers following administration of carbocisteine 375mg tablets, The mean Tmax was 2.0 hours (range 1.0 -3.0);
T'2 1.87 hours (range 1.4 - 2.5); KeL 0.387 hour-1 (range 0.28 - 0.50) and AUCo-7.5 was 39.26 mcghr/ml (range
26.0 - 62.4). Values for derived pharmacokinetic values were CLs 331ml.min-'; Vb 105.2 L and Vb 14 L/Kg.

For Guaiphenesine:

Absorption

Guaifenesin is well absorbed from the gastro-intestinal tract following oral administration, although limited
information regarding its pharmacokinelics is available. After the administration of 600 mg Guaifenesin to healthy
adult volunteers, the Cmax was approximately 1.4 ug ml, with tmax occurring approximately 15 minutes after drug
administration

Distribution

No information is available on the distribution of Guaifenesin in humans.

Metabolism and elimination

Guaifenesin appears to undergo both oxidation and demethylation. Following an oral dose of 600 mg Guaifenesin
to 3 healthy male volunteers, the t/2 was approximately 1 hour and the drug was not detectable in the blood after
approximately 8 hours.

Pharmacokinetics in Renal/Hepatic Impairment

There have been no specific studies of Guaifenesin in subjects with renal or hepalic impairment. Caution is
therefore recommended when administering this product to subjects with severe renal or hepatic impairment.
Pharmacokinetics in the Elderly

Not applicable.

5.3 Preclinical safety data

No additional data of relevance to the prescriber.

6. Pharmaceutical particulars

6.1 List of excipients

Tablets contents:

Avicel PH 102

Pharmacoat 603

Crospovidone XL

Calcium Phosphate Dibasic

Croscarmellose Sodium

Talc Purified

Magnesium Stearate

Prosolv 90

Ethanol 96%

Opadry Pink

Syrup Contents:

citric acid monohydrae

methyl paraben sodium

propyl paraben sodium

saccharine sodium

sorbitol liquid 70%

carboxy methyl cellulose sodium

sodium hydroxide

sodium sulphite

glycerol

vanillin powder

aspartame

ethyl maltol

cherry flavor liquid

purified water
6.2 Incompatibil
Not applicable.
6.3 Shelf life
for tablets: 3 years

for syrup: 2 years

6.4 Spedial precautions for storage

for tablet: store al lemperature not exceeding 30° C in dry place.

for syrup: store at temperature not exceeding 25°

6.5 Nature and contents of container

For Tablet: Carton Box containing (AL/Colorless transparent PVC) Strips each of 10 film coated tablets + insert
leaflet

for syrup: carton box containing amber polyethylene terphathalate plastic bottle of 120 ml syrup with white
polypropylene plastic cap with red ring LDPE with inner LDPE foam liner and transparent polypropylene
measuring cup and inner leaflet.

6.6 Spedial precautions for disposal and other handling

No special requirements.

Keep all medicaments out of reach of children

Product of:
AMOUN PHARMACEUTICAL CoO.

SAE.

| <Grou> |

El-Obour City, Al Qalyubia, Egypt.
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