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Summary of Product Characteristics (SPC)

1. NAME OF THE MEDICAL PRODUCT
1.1 Product Name
CHLORPHENIRAMINE MALEATE
1.2 Strength
Each 1 mL contains Chlorpheniramine maleate 10 mg
1.3 Pharmaceutical dosage form

Sterile solution

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
2.1 Qualitative Declaration
Chlorpheniramine maleate
2.2 Quantitative Declaration

Each 1 mL contains Chlorpheniramine maleate 10 mg

3. PHARMACEUTICAL FORM
Product description: Sterile, clear and colorless solution for injection

Pharmaceutical form: Sterile solution for injection

4. CLINICAL PARTICULARS
4.1 Therapeutic indication
Indicated for allergic symptoms, allergic rhinitis, urticaria, pruritus, and as an adjunct in the emergency
treatment of anaphylactic reaction.
4.2 Posology and method of administration
4.2.1 Route of administration
Administered by intravenous (IV), intramuscular (IM), and subcutaneous (SC) injection.
For intravenous injection, give over 1 minute; if small dose required, dilute with Sodium Chloride
0.9%.
4.2.2 Posology and method of administration
4.2.2.1 Allergic symptomes, allergic rhinitis, urticaria, pruritus
Adult dosing
IM, IV, SC: 5 to 20 mg once or twice daily (maximum: 40 mg per day).



Pediatric dosing
IM, IV, SC:
Infants 1 month to <1 year: 0.25 mg/kg per dose
Children 1 to <6 years: 2.5 to 5 mg per dose or 0.2 mg/kg per dose
Children 6 to 12 years: 5 to 10 mg per dose or 0.2 meg/kg per dose
Children >12 and Adolescents: 10 to 20 mg per dose or 0.2 mg/kg per dose.
4.2.2.2 Emergency treatment of anaphylactic reactions
Adult dosing
IM, IV: 10 mg, repeated if necessary; maximum 4 doses per day
Pediatric dosing
IM, IV:
Children 1 to 5 months: 0.25 mg/kg (maximum 2.5 mg per dose), repeated if necessary;,
maximum 4 doses per day
Children 6 months to 5 years: 2.5 mg, repeated if necessary; maximum 4 doses per day
Children 6 to 11 years: 5 mg, repeated if necessary; maximum 4 doses per day
Children 12 to 17 years: 10 mg, repeated if necessary; maximum 4 doses per day
4.2.2.3 Dosage in renal impairments
There are no dosage adjustments.
4.2.2.4 Dosage in hepatic impairments
Metabolized via the liver; therefore, a dose adjustment may be necessary.
4.3 Contraindications
- Hypersensitivity to chlorpheniramine or dexchlorpheniramine
- Interaction with Tranylcypromine may result in increased risk of anticholinergic effects.
4.4 Special warning and precaution for use
4.4.1 Special Warnings
1. This drug may cause drowsiness, dizziness and psychomotor impairment in some patients which
may seriously affect ability to perform hazardous activities requiring mental or physical alertness.
Patients should not drive, use machinery, and perform any hazardous activities during
administration of the drusg.
2. Should not be used concomitantly with alcohol or alcohol containing beverages.
3. Used only under the direction of a clinician in children under one year of age; patients with
narrow angle glaucoma, prostatic hypertrophy, or urinary retention.
4. It should be used with caution in pregnancy especially first trimester and lactation.
5. It has adverse effects include dryness of mouth, urinary retention, thickening of bronchial

secretions, blurred vision, dizziness, nervousness and blood dyscrasia.



6. Pediatric and geriatric patients may be particularly susceptible to dizziness, sedation, delirium,
dryness of mouth, urinary retention, hypotension, restlessness, insomnia and some patient may
experience paradoxical reaction characterized by even seizures.

7. If it is used concomitantly with other depressant drugs such as benzodiazepines, anticholinergic
drugs and antidepressants, caution should be exercised.

8. It should be used with caution in patients with hypertension, cardiovascular diseases,
hyperthyroidism, experience of asthma and bronchiectasis.

4.4.2 Precaution

- Chlorpheniramine, in common with other drugs having anticholinergic effects, should be used
with caution in epilepsy, raised intra-ocular pressure including glaucoma; prostatic hypertrophy;
severe hypertension or cardiovascular disease; bronchitis; bronchiectasis and asthma; hepatic
disease and thyrotoxicosis.

- Children and the elderly are more likely to experience the neurological anticholinergic effects.

4.5 Interaction with other medicinal products and other forms of interactions
- Chlorpheniramine may enhance the sedative effects of CNS depressants including alcohol, barbiturates,
hypnotics, opioid analgesics, anxiolytic sedatives, and anti-psychotics.
- Chlorpheniramine have an additive antimuscarinic action with other antimuscarinic drugs, such as
atropine and some antidepressants (both tricyclics and MAOIs).
- Chlorpheniramine might have delayed the hepatic metabolism of phenytoin thereby increasing the
plasma concentrations.
- Interaction with Tranylcypromine may result in increased risk of anticholinergic effects.
4.6 Pregnancy and Lactation
4.6.1 Pregnancy
There is no evidence reported of teratogenicity. The used in third trimester may cause adverse
effects in neonates such as irritability, paradoxical excitability, and tremor.
4.6.2 Lactation
Most antihistamines excrete in breast milk is vary. Although not known to be harmful, the use
during breast-feeding is not recommended.
4.7 Effects on ability to drive and use machine
Drowsiness may affect performance of skilled tasks (e.g., cycling or driving); sedating effects enhanced
by alcohol.
4.8 Undesirable effects
4.8.1 Gastrointestinal: Constipation, Diarrhea, Nausea, Vomiting

4.8.2 Neurologic: Somnolence



4.9 Overdose
4.9.1 Symptoms

4.9.1.1 Mild to Moderate
Somnolence, anticholinergic effects (e.g., mydriasis, flushing, fever, dry mouth, and decrease
bowel sounds), tachycardia, mild hypertension, and nausea and vomiting are the common
symptoms after overdose. Agitation, confusion, and hallucinations may develop with moderate
poisoning.

4.9.1.2 Severe
Agitated delirium, psychosis, seizures, coma, hypotension, QRS widening and ventricular
dysrhythmias (torsade de pointe). Rhabdomyolysis and renal failure may rarely develop in
patients with prolong agitation, coma, or seizure.

4.9.2 Treatment

4.9.2.1 Management of Mild to Moderate Toxicity
The majority of Chlorpheniramine overdoses require only supportive care; sedate with
benzodiazepines for agitation and delirium. Hypertension and tachycardia are generally mild and
well tolerated, and do not require specific treatment. Physostigmine can be used to establish a
diagnosis; it may also help avoid an invasive, costly work-up, but should only be given in a
setting where intensive monitoring and resuscitation are available. It should NOT be given if
there is a history or ECG (QRS widening) evidence that suggests a tricyclic antidepressant
poisoning.

4.9.2.2 Management of Severe Toxicity
Orotracheal intubation for airway protection should be performed early. Severe delirium may
develop and require large doses of benzodiazepines for sedation. Seizures (may rarely progress
to status epilepticus) may require aggressive use of benzodiazepines, propofol and/or
barbiturates. Monitor for QRS widening and ventricular dysrhythmias; treat with intravenous
sodium bicarbonate (1 to 2 mEg/kg IV bolus starting dose, titrate to blood pH 7.45 to 7.55), or
lidocaine if sodium bicarbonate unsuccessful. Monitor core temperature and treat hyperthermia
with aggressive benzodiazepine sedation to control agitation and external cooling. Clinical
manifestations may be prolonged due to delayed absorption in the setting of an anticholinergic

ileus.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic Properties
5.1.1 Pharmacotherapeutic group

Antihistamines for systematic use; substituted alkylamines; ATC code: R0O6AB04



5.1.2 Pharmacodynamics effects
Antihistamines, including chlorpheniramine, used in the treatment of allergy act by competing with
histamine for H;-receptor sites on cells and tissues. Chlorpheniramine also has anticholinergic
activity.
The mechanism by which chlorpheniramine exerts its anti-emetic, anti-motion sickness and anti-
vertigo effects is not precisely known but may be related to its central actions. Further, most
antihistamines, including chlorpheniramine, cross the blood-brain barrier and probably produce
sedation largely by occupying H;-receptors in the brain.
5.2 Pharmacokinetic Properties
Following iv administration, the apparent steady-state volume of distribution of chlorpheniramine is
approximately 3 L/kg in adults and 3.8 L/kg in children.
Chlorpheniramine is approximately 70% bound to plasma proteins.
In adults with normal renal and hepatic function, the terminal elimination half-life of chlorpheniramine
reportedly ranges from 12 to 43 hours.
The systemic exposure per mg dose is lower in children than adults and the elimination half-life may
be shorter.
5.3 Preclinical Safety data

There are no pre-clinical data of relevance to the prescriber.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Water for Injection
6.2 Incompatibilities
- Additive incompatibility

Concentration of
Drug
Chlorpheniramine Test solution Remark
(Conc/L)
maleate (mg/L)
Calcium chloride 1 ¢ 100 D5W Physically incompatible
Kanamycin sulfate 4 ¢ 100 D5W Physically incompatible
Norepinephrine bitartrate 2 mg 100 D5wW Physically incompatible
Pentobarbital sodium 1 ¢ 100 D5W Physically incompatible




- Drug in syringe incompatibility

Amount of
Drug (in syringe) Chlorpheniramine Remark
maleate
lodipamide meglumine 52% 1 mL* Forms a precipitate initially but clears within 1
40 to 5 mL hr and remains clear for 48 hr
lodipamide meglumine 52% 1 mL* Forms a precipitate initially but clears within 1
2and 1 mL hr. Precipitate reforms within 48 hr

* Chlorpheniramine maleate concentration unspecified.
- Additional compatibility information

Infusion Solutions — Chlorpheniramine maleate is reportedly compatible with most intravenous infusion
solutions.

6.3 Shelf life
4 years unopened

6.4 Special precaution for storage
Store below 30°C

6.5 Nature and contents of container

Glass ampoule containing 1 mL and supplied in paper box, 1 box contain 50 ampoules.

7. MARKET AUTHORIZATION HOLDER
Manufactured by:
T.P. DRUG LABORATORIES (1969) CO., LTD.
98 Soi Sukhumvit 62 Yak 1, Phra Khanong Tai, Phra Khanong, Bangkok 10260, Thailand
Tel.: (+66)2-020-8585 Fax: (+66)2-020-8581 Email: info@tpdrug.com

8. MARKETING AUTHORIZATION NUMBERS
Reg. No. 1A 958/29

9. DATE OF AUTHORIZATION
Date 15 May 1986

10. DATE OF REVISION OF THE TEXT
Date 31 October 2022



