1. NAME OF THE FINISHED PHARMACEUTICAL PRODUCT

Koflyn Pineapple Flavour Cough Expectorant

1.1 Strength

Each 5ml contains Chlorpheniramine Maleate 2.2mg, Ammonium Chloride 110mg and Sodium Citrate

40mg

1.2 Pharmaceutical Form

Syrup

IKAY'U
aﬁVOBUL RWANQQ
2. QUALITATIVE AND QUANTITATIVE COMPOSITION
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3. PHARMACEUTICAL FORM
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4. CLINICAL PARTICULARS
4.1 Therapeutic tions
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e | —5 years: Smls every 6 hours
e 5—12years: 7.5mls every 6 hours
e Adults: 10mls every 6 hours

Specific Populations



Koflyn Pineapple Flavour Cough Expectorant is not indicated for specific populations especially elderly
people
Paediatric Population
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4.7 Interaction with other medicinal products and other forms of interaction
Koflyn Pineapple Flavour Cough Expectorant may lead to enhanced sedation with other CNS depressant.

It is incompatible with Calcium Chloride, Phenobarbitone and Kanamycin.



Alcoholic drinks and certain other central nervous system depressants such as anxiolytics or hypnotics can

potentiate the sedative effects of Chlorpheniramine Maleate.

4.8 Additional information on special populations
The contraindications, special warnings and precautions and interaction with other medicinal products of

Koflyn Pineapple Flavour Cough Expectorant does.net.affect any special populations.

4.9 Paediatric Population
The interaction studies have only been performed i ‘adults. T 1

There are no known‘interaction studies that have been performed in children.

4.10 Fertility, pregnancy and lactation

Pregnancy

Use of chlorpheniramine maleate during the third trimester may result in reactions in the unborn child. It
should not‘ be used during pregnancy.unless considered essential by a physician. |
Lactation : |
Antihistamines including chlorpheniramine maleate may be secreted in the breast milk. It should not be

used unless considered essential by a physigian. I

4.11 Effects on ability to drive and use machines

It does affect the ability to drive and use machines because it can cause drowsiness or dizziness.

4.12 Undesirable effects

Can cause drowsiness;.dizziness, vomiting or diarrhoea

4.13 Overdose

A Chlorpheniramine overdose may cause the following symptoms: Dry mouth, eyes, nose, and throat, a
rapid heart rate, nausea and vomiting, agitation, rapid breathing, drowsiness, dilated pupils, flushing,
fever, slowing of the digestiveytract, low ‘blood pressure, an irregular heart rhythm, confusion,
hallucinations, delirium, psychosis, seizures, éomé, loss-of lif.e.“ |

Treatment for a Chlorpheniramine Overdose

If the overdose was recent, a healthcare provider may give certain medicines or place a tube into the
stomach to "pump the stomach." It is not usually recommended to induce vomiting for a chlorpheniramine
overdose. Treatment may also involve supportive care, which consists of treating the symptoms that occur

as a result of the overdose. For example, supportive treatment options may include:



e Fluids through an intravenous line (IV)
e Medicines to increase blood pressure, control an irregular heart rhythm, or control seizures
e Close monitoring of the heart and lungs
e A breathing tube to help with breathing
e Other treatments based on complications that occur.
Overdosage of Ammonium Chloride has resulted in a serious degree.of metabolic acidosis, disorientation,

confusion and coma.

Treatment for Ammonium Chloride Overdose

Should metabolic/acidosis occur following overdosage, the administration of an alkalinizing solution such
as sodium bicatbonate or sodium lactate will serve to correct the acidosis.

Overdosage with sodium salts may cause diarrhea, nausea and vomiting, hypernoia, and convulsions.

Particulars of its Treatment

Treatment 18 Symptomatic and supportive.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacological Properties

Pharmacotherapeutic group andeATC Code

Pharmacofherapeutic group: Amtitussive and expectorant combination

ATC Code:'R0O6AA02

Chlorpheniramine Maleate

Chlorpheniramine Maleate is a potent antthistamine (H1- antagonist). It antagonizes various histamine-
induced effects such as increased capillary permeability and dilation, formation of edema and the
constriction of gastrointestinal and respiratory smooth muscle.

It has weak antimuscarmic and moderate anti-serotonin and local anesthetic actions. Also it can cause
CNS (Central Nervous System) stimulation or depression. These actions provide temporary relief of runny
nose, sneezing and watery and itchy eyes.

Ammonium Chloride

Ammonium chloride has irritant effect on mucous membrane and is considered to have expectorant
properties.

It tends to lower the blood pH after being metabolized to urea and hydrochloric acid which provides
hydrogen ions to acidify the blood or urine.

Sodium Citrate



The effect of sodium citrate is that it renders the urine to become less acidic. It is an antitussive and
mucolytic agent that breaks down the mucus so that coughing up phlegm becomes easier. It acts as an

expectorant that thins the mucus.

5.2 Pharmacokinetic Properties

Chlorpheniramine Maleate
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Ammonium chloride is excreted by the kidneys in form of urine.
Sodium Citrate

1.  Absorption and Excretion
Sodium citrate is absorbed and renally eliminated causing metabolic alkalosis and urinary alkalization in

sufficient doses.



5.3 Preclinical safety data
There are no preclinical data of relevance to the prescriber in addition to that included in other sections of

the summary of product characteristics.

6. PHARMACEUTICAL PARTICULARS
6.1 List of Excipients

Menthol, Tartrazine Yellow Colo : in, Sodium Methyl Parabenzoate,

Sodium Propyl Parabenzoa

6.2 Incompatibiliti

6.6 Special precau or disposal and ot

No special requirement

7. Marketing Authorisation Holder & Manufacturing Site Addresses

Name: BETA HEALT TERNA' A

Address: Plot No. LR 209/6554, OQMRWW%M
P.O. BOX 42569-00100 GPO Nairobi

Country: KENYA

Telephone: +25420530106/8

Telefax: +25420556198 / 2944

E-Mail: info@ke.betashelys.com



8. Marketing Authorisation Number
13241

9. Date of First Registration/Renewal of the Registration
Date of first authorisation: 22/11/2001

Date of latest renewal: Annual Retention

10. Date of revision of the tex
May 2019

11. Dosimetry (If Applicable)
Not Applicabl

i
12. Instructions for Preparation of Radiopharmaceuticals
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