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INFORMATION FOR THE HEALTHCARE PROVIDER 

Risperidone Teva 25 mg, 37.5 mg and 50 mg 
Powder and solvent for preparation of a Prolonged-Release Suspension for 

Intramuscular Injection 

 

1. Instructions for Use 

For deltoid or gluteal intramuscular injection only! 

Important Information 

Risperidone Teva requires close attention to these step-by-step Instructions for Use to 

help ensure successful administration. 

 

Use components provided 

The components in this dose pack are specifically designed for use with Risperidone 

Teva. Risperidone Teva must be reconstituted only in the solvent supplied in the 

dose pack. 

Do not substitute ANY components of the dose pack. 

Do not store suspension after reconstitution 

Administer dose as soon as possible after reconstitution to avoid settling. 

 

Proper dosing 

The entire contents of the vial must be administered to ensure intended dose of 

Risperidone is delivered. 

Do not reuse. Medical devices require specific material characteristics to perform as 

intended. These characteristics have been verified for single use only. Any attempt 

to re-process the device for subsequent re-use may adversely affect the integrity of 

the device or lead to deterioration in performance. 

SINGLE-USE DEVICE 

Dose pack contents:
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2. DOSAGE FORMS AND STRENGTHS 

Risperidone Teva is available in dosage strengths of 25 mg, 37.5 mg, and 50 mg 

risperidone. 

It is provided in a plastic tray, consisting of one clear glass vial containing the 

risperidone powder, a prefilled syringe containing 2 mL of solvent, one vial adapter, 

and two Needles for intramuscular injection: a 21G UTW 1-inch needle with needle 

protection device for deltoid administration and a 20G TW 2-inch needle with needle 

protection device for gluteal administration. 
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3. HOW SUPPLIED/STORAGE AND HANDLING 

Shelf life 

The expiry date of the product is indicated on the packaging materials. 

 

After reconstitution: Chemical and physical in-use stability has been demonstrated for 

24 hours at 25°C. From a microbilogical point of view, the product should be used 

immediately. 

If not used immediately, in-use storage times and conditions prior to use are the 

responsibility of the user and should normally not be longer than 6 hours at 25°C, 

unless reconstitution has taken place in controlled and validated aseptic conditions. 

Storage 

The entire dose pack should be stored in the refrigerator (2°C -8°C) and protected 

from light. 

Keep out of the sight and reach of children . 


