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SUMMARY OF PRODUCT CHARACTERISTICS 

 1. NAME OF THE MEDICINAL PRODUCT: RONFIT COLD-D 

 

   Generic Name of Product: Dextromethorphan Hydrobromide, Phenylephrine   

     Hydrochloride, Cetirizine Hydrochloride & Racementhol    

     Syrup 

 

   Strength (formula)    : Each 5 ml. contains: 

                                             Dextromethorphan Hydrobromide  BP     10  mg 

                                                  Phenylephrine Hydrochloride         BP      5   mg 

                                                  Cetirizine Hydrochloride                 BP      5   mg  

                                                  Racementhol                                   BP    1.5 mg  

                                                  Flavoured Syrupy Base                                   qs 

                                                  Colour : Approved colour used 

     

2. QUALITATIVE AND QUANTITATIVE COMPOSITION: 

 

2.1 Qualitative & Quantitative Composition Declaration: 

For 1500 LTR 

Sr. 

No. 
Ingredients Spec. 

Qty. in 

mg/5 ml 
% OA. 

Std. Qty. 

(KG) 

1. Dextromethorphan Hydrobromide  BP 10 mg 2% 3.06 kg 

2. Phenylephrine Hydrochloride  BP 5 mg 2% 1.53 kg 

3. Cetirizine Hydrochloride BP 5 mg 2% 1.53 kg 

4. Racementhol BP 1.5 mg -- 0.47 kg 

5. Sodium Methyl Paraben  BP 7.5 mg -- 2.250 kg 

6. Sodium Propyl Paraben  BP 2.08 mg -- 0.625 kg 

7. Sorbic acid BP 1 mg -- 0.300 kg 

8. Enisweet EP Powder IHS 2.5 mg -- 0.750 kg 

9. Sucrose BP 2750 mg -- 825.0 kg 

10. Propylene glycol BP 150 mg -- 45.00 kg 

11. Sodium Saccharin BP 5 mg -- 1.500 kg 

12. Sodium Citrate BP 2.5 mg -- 0.750 kg 

13. Citric acid BP 3.33 mg -- 1.000 kg 

14. Colour Ponceau 4R IHS 200 mcg -- 0.06 kg 

15. Pineapple M-452 Flavour IHS 0.01 ml -- 3.00 ltr 

16. Purified Water BP Q.S. -- Q.S. 

 

3.      PHARMACEUTICAL FORM: 

         Red coloured, clear syrupy liquid with characteristic flavour.   
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4.      CLINICAL PARTICULARS: 
 

    4.1 Therapeutic Indications: 

 

RONFIT COLD-D is indicated for the symptomatic relief of dry unproductive cough due to post  

nasal drip, Allergic & vasomotor rhinitis, Allergic Pharyngitis, Laryngitis &sinusitis, Allergic 

cough following URTI and surgery. 

 

    4.2 Posology and Method of Administration: 

 Posology: 

 Children: Under 2 years: Not recommended  

 2-6 years: 2.5 ml to 5 ml 2 times daily. 

 6-12 years: 5 ml 2 times daily. 

 Above 12 years: 5 ml 2 to 3 times daily 

            Adults: 5-10ml 2 times daily. or as directed by the physician. 

            SHAKE WELL BEFORE USE. 

 

4.3 Contra – Indications: 

Patients with hypersensitivity or idiosyncrasy to any of its ingredients. 

Sympathomimetic amines are contraindicated in patients with severe hypertension, severe 

coronary artery disease and patients on monoamine oxidase (MAO) inhibitor therapy. 

Antihistamines are contraindicated in patients with narrow angle glaucoma, urinary retention, 

peptic ulcer and during an asthma attack. Dextromethorphan should not be used in patients 

receiving a monoamine oxidase inhibitor (MAOI) or for 2 weeks after stopping the MAOI drug. 

4.4 Special Warning and Precautions for Use: 

Do not exceed recommended dosage. 

 

Sympathomimetic amines should be used judiciously and sparingly in patients with hypertension, 

diabetes, ischemic heart disease, hyperthyroidism, increased intraocular pressure or prostatic 

hypertrophy. Sympathomimetic amines may produce CNS stimulation with convulsions or 

cardiovascular collapse with accompanying hypotension. The elderly (60 years and older) are more 

likely to exhibit adverse reactions. Antihistamines may cause excitability, especially in children. 

At doses higher than the recommended dose, nervousness, dizziness or sleeplessness may occur. 

Administration of dextromethorphan may be accompanied by histamine 

release and should be used with caution in atopic children. 

 

 

4.5 Interaction with other medicinal products and other forms of interaction 

Antihistamines may enhance the effects of tricyclic antidepressants, barbiturates, alcohol and other 

CNS depressants. MAO inhibitors prolong and intensify the anticholinergic effects of 

antihistamines. Sympathomimetic amines may reduce the antihypertensive effects of reserpine, 

veratrum alkaloids, methyldopa and mecamylamines. Effects of sympathomimetics are increased 
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with MAO inhibitors and beta-adrenergic blockers. The cough-suppressant action of 

dextromethorphan and narcotic antitussives are additive. Dextromethorphan is contraindicated 

with monoamine oxidase inhibitors (MAOI) 

  

 4.6 Pregnancy and lactation 

Pregnancy Category C. Animal reproduction studies have not been conducted with Syrup. It is not 

known whether these products can cause fetal harm when administered to a pregnant woman or 

affect reproduction capacity. Give to a pregnant woman only if clearly needed. 

 

4.7 Effects on ability to drive and use machine: 

 Not known. 

 

4.8 Undesirable effects 

Antihistamines may cause sedation, dizziness, diplopia, vomiting, diarrhea, dry mouth, headache, 

nervousness, nausea, anorexia, heartburn, weakness, polyuria and dysuria and, rarely, excitability 

in children. Urinary retention may occur in patients with prostatic hypertrophy. Sympathomimetic 

amines may cause convulsions, CNS stimulation, cardiac arrhythmia, respiratory difficulties, 

increased heart rate or blood pressure, hallucinations, tremors, nervousness, insomnia, pallor and 

dysuria. Dextromethorphan may cause drowsiness, dizziness and GI disturbance. 

 

4.9 Overdoses: 

No information is available as to specific results of an overdose of Syrup. 

 

5.   PHARMACOLOGICAL PROPERTIES: 

5.1 Pharmacodynamic properties 

Pharmacotherapeutic group: Cough can be caused by disorders of upper and lower respiratory 

track. Most coughs associated with acute respiratory infections or allergy are non productive dry 

and irritating. RONCOLD-D is formulated to provide symptomatic relief of cough and upper 

respiratory symptoms with allergy and common cold including nasal congestion. 

Chlorpheniramine Maleate is alkyl amine type of histamine H1 receptors antagonist. It also has 

anti-muscarinic activity. Chlorpheniramine Maleate, suppresses the histamine medicated allergic 

manifestations and thus prevents and relives the symptoms of rhinorrhoea, sneezing and itching. 

Antihistamines reduce nasal secretions and may be of value in treating cough caused by post 

nasal drip.  

Particularly associated with allergic rhinitis. Dextromethorphan Hydrobromide is a non-opioid 

cough suppressant used for the relief of non productive cough. Dextromethrophan suppresses the 

cough reflex by a direct action on the medullary cough center. 
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5.2 Pharmacokinetic properties 

Chlorpheniramine Maleate is absorbed relatively slowly from the gastro-intestinal tract. The 

oral bioavailability is about 25 to 50% and peak plasma concentrations are achieved in 

approximately 2.5 to 6 hours. About 70% of Chlorpheniramine Maleate is plasma protein bound. 

It is widely distributed in the body, including passage into the CNS. Chlorpheniramine Maleate is 

extensively metabolized in the liver and the unchanged drugs and metabolites are excreted 

primarily in the urine. Dextromethorphan is rapidly absorbed after oral administration. It is 

metabolized in the liver and excreted in the urine as unchanged drug and metabolites. The onset 

of antitussive effect is usually within one-half hour and duration of action is up to 6 hour. It is 

metabolized and excreted in the urine. Ammonium chloride effectively absorbed from GI tract and 

only 1 to 3% is recovered in the faeces. 

 

5.3 Preclinical safety data 

Not available 

 

6.   PHARMACEUTICAL PARTICULARS: 

  6.1 List of excipients 

Sodium Methyl Paraben  

Sodium Propyl Paraben  

Sorbic acid 

Enisweet EP Powder 

Sucrose 

Propylene glycol 

Sodium Saccharin 

Sodium Citrate 

Citric acid 

Colour Ponceau 4R 

Pineapple M-452 Flavour 

Purified Water 

 

 

6.2 Incompatibilities 

Not Applicable 

 

6.3 Shelf life 

3 years 

 

 

     6.4 Special precautions for storage 

 

Store in dry place, below 30°C. Protect from light, heat and moisture 

Keep medicines out of reach and sight of children.   
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6.5 Nature and contents of container 

 

100 ml Amber colour round pet bottle in a mono carton with pack Insert.  

 

6.6 Special precautions for disposal and other handling 

 

No special instructions needed 

 

7. Marketing authorisation holder 

 

(Company) Name:    RONAK EXIM PRIVATE LIMITED  

Address:                     Sant Kabir Road, Behind Gendi Gate,  

                                    Police Station, Baroda – 390 001, GUJARAT 

Country:                    INDIA 

E-mail:                       ahmedi@ronakoverseas.com 

 

 

 

8. Marketing authorization number(s) 

 Not applicable.  

   

 

9. Date of first authorization/renewal of the authorization 

 Not applicable.  

   

 

10. Date of revision of the text 

Not applicable. 

 


