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Package Insert 
 
1. Name of the medicinal product 

Medinazine Orapaste 0.1%w/w 
 

2. Qualitative and quantitative composition 
  Each gram contains Dexamethasone 1.0mg 
 
3. Pharmaceutical form 

Orabase 
Description: Cream white color orabase and smells of strawberry.  
 

4. Clinical particulars 
4.1 Therapeutic indications 

Intractable stomatitis or glossitis associated with erosion or ulceration. 
 

4.2 Posology and method of administration 
Usually apply an adequate amount of Medinazine to the affected area 1 to several times daily. The 
dose may be increased or decreased depending on the condition of the patient. 
 

4.3 Contraindications 
Medinazine should not be used on the following patients: Patients with tuberculosis, viral or 
other purulent infections of the oral cavity.  
Patients with a past history of hypersensitivity to Medinazine. 
 

4.4 Special warnings and precautions for use 
Unsuitable for phenylketonurics. 
No food or fluid should be ingested for a short time after application of Medinazine Orapaste. 
Medinazine Orapaste should by no means be applied to the eye. 
Visual disturbance may be reported with systemic and topical corticosteroid use. If a patient 
presents with symptoms such as blurred vision or other visual disturbances, the patient should be 
considered for referral to an ophthalmologist for evaluation of possible causes which may include 
cataract, glaucoma or rare diseases such as central serous chorioretinopathy (CSCR) which have 
been reported after use of systemic and topical corticosteroids 
 

4.5 Interaction with other medicinal products and other forms of interaction 
Medinazine may interact with the following drugs and products:  

• Aspirin, Cyclosporine, Diabetes medications, Diuretic, Ketoconazole, Phenobarbital, 
Phenytoin 

• Rifampin, Warfarin 
 

4.6 Pregnancy, breast-feeding and children 
Pregnancy:  
The safety of Medinazine when used during pregnancy has not yet been established. Its prolonged 
use on pregnant women or women suspected of pregnancy should be avoided. 
Breast-feeding:  
Please discuss the risks and benefits with your doctor. 
Children:  
The prolonged use of Medinazine may be associated with growth and development disturbances.   
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4.7 Effects on ability to drive and use machines 
Medinazine does not affect the ability to drive or to operate the machine. 
 

4.8 Adverse Effects  
No severe side effects of Medinazine Orapaste have been reported except for the withdrawal of the 

drug from one patient for a complaint of numbness at the site of application. Adverse reactions 
(1) Infection of the oral cavity: Fungal or bacterial infection of the oral cavity may occur in the 

course of treatment with Medinazine Orapaste. In case that any symptom or sign of such an 
infection has appeared, an appropriate antifungal or antibacterial treatment should concomitantly 
be instituted. In cases where the symptoms or signs of the infection fail to subside rapidly, 
withdraw Medinazine Orapaste 

(2) Hypersensitivity: On manifestation of any allergic reaction, withdraw Medinazine Orapaste 
(3) Function of the pituitary-adrenocortical system: The prolonged use of Medinazine Orapaste may 

be associated with hypofunction of the pituitary-adrenocortical system. 
(4) Vision, blurred 

 
4.9 Overdose 

 Do not use more than prescribed dose. Taking more medication will not improve your 
symptoms; rather they may cause poisoning or serious side-effects. If you suspect that you or  
anyone else who may have overdosed of Medinazine, please go to the emergency department of  
the closest hospital or nursing home. Bring a medicine box, container, or label with you to help  
doctors with necessary information.  
Do not give your medicines to other people even if you know that they have the same condition  
or it seems that they may have similar conditions. This may lead to overdosage.  
 Please consult your physician or pharmacist or product package for more information. 
 

5. Pharmacological properties 
Dexamethasone is a synthethic adrenocortical steroid and exerts anti inflammatoryeffects by the same 
mechanism of actionas naturally occurring glucocorticoids, but the mineralocorticoid action of 
dexamethasone is weaker than those of naturally occurring glucocorticoids. 
 

  Pharmacokinetic properties: 
    Dexamethasone is readily absorbed from the gastro-intestinal tract.  Its biological half life in plasma 

is about 190 minutes. Binding of dexamethasone to plasma proteins is about 77% which is less than 
for most other corticosteroids. Up to 65% of a dose is excreted in urine within 24 hours. Clearance in 
premature neonates is reported to be proportional to gestational age, with a reduced elimination rate in 
the most premature. Its readily crosses the placenta with minimal inactivation.   

 
6. Pharmaceutical particulars 

6.1 List of excipients 
     Light liquid paraffin、White petrolatum、Butylated hydroxytoluene、Aspartame、Strawberry 

flavor、Sodium polyacrylate and  Ethanol  0.04 % w/w   
6.2 Incompatibilities 

Not applicable.  
6.3 Special precautions for storage 

Store below 30℃. Do not refrigerate. 
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6.4 Nature and contents of container 

Collapsible aluminum tubes with plastic screw caps. 
Pack size: 5g tubes. 

6.5 Special precautions for disposal and other handling 
No special requirements. 
Any unused medicinal product or waste material should be disposed of in accordance with local 
requirements. 
 

7. Name and Address of Manufacturer 
Yuan Chou Chemical and Pharmaceutical Co. Ltd.  
No. 272, Nangang 3rd Rd, Nantou City, Nantou County 54067, Taiwan.  

 
 
8. Name and Address of Product Registration Holder 

World Medicare Supplies Sdn. Bhd.  
Pt 5740 (1st floor) Jalan TS 2/1E,  
Taman Semarak 2, 71800 Nilai,  
Negeri Sembilan.  

 
9. Date of Revision of PI  
     January 2022  


