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1. Introduction  
 

Anytime is a class C medical device belonging to the dual contraception specialty category. It is 

approved in Tanzania as a single device for use in male adults and elderly by general public.  

 

1.1. Administrative Information  

 

Registration number  TAN 24 MDR 0154 

Brand Name (if relevant) Anytime  

Common name Male lubricated Latex Condom 

Class of the device and rule 

applied 

C according to rule 16 of medical devices classification 

GMDN code and term 45138, Basic male condom, Hevea-latex. 

Name and complete 

address of the Market 

Authorization Holder 

Indus Medicare Private Limited, 

Suryodaya, 1-10-60/3, Begumpet, Hyderabad, Telangana – 

500 0016, India 

Name and address(es) of 

local responsible person 

(LRP). 

Tansoko Agrovet Limited, 

Block 10, Uhuru Street, Ilala Uhuru/Bungoni,  

P.O. Box 22581,  

Dar es salaam, Tanzania. 

 

1.2. Assessment Procedure 

 

The application for registration of anytime was submitted on 31.05.2024. The product underwent 

full assessment. Assessment was completed in 1 round of evaluation. Anytime was registered on 

29.08.2024. 

 

2. Technical information  
 

2.1. Intended use 
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The intended use of anytime as declared by the manufacturer and approved by TMDA is intended 

to be retained on the penis during sexual activity, for the purposes of contraception and prevention 

of Sexually Transmitted Infections (STI’s). Anytime is approved for use in general public by male 

adult and elderly. 

 

2.2. Device details and features 

Anytime has been registered as a single medical device. 

 

Anytime contraception and prevention of transmission of sexually transmitted infections (STI). 

Anytime condoms are made from natural rubber latex which is manufactured by vulcanization 

process allowing the condom to be elastic and flexible that can be molded easily into different 

shapes. The elastic physical barrier maximizes its ability to prevent transmission of sexually 

transmitted infections and preventing access of sperms to the female reproductive system. 

Non spermicidal lubricant is added to allow sexual intercourse without discomfort, pain or tissue 

damage for both partners, facilitating the unrolling of the condom during donning and reducing 

the risk of damage to the condom itself. 

 

 
 

 

 

2.3. Commercial presentation  
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There are two approved commercial presentations as follows: 1 condom in foil pouch as primary 

package ;144 condoms and 100 condoms in a box as secondary pack.  

 

2.4. Items required but not submitted 

 
No any other item required   

 

3. Storage instructions 
 

3.1.1. Shelf-life  

 

The approved shelf-life is 60 months. 

 

3.1.2. Storage conditions 

 

The recommended storage conditions are cool and dry place, temperature below 35oC 

 

3.1.3. Shipping conditions 

 

The recommended shipping conditions is 0oC-35oC 

 

4. Manufacturing site audit 
 

The manufacturer of the device is Indus Medicare Private Limited – Ramaipally (V), Medak 

District, 502336 Telangana, India. 

 

Quality audit of the manufacturing facility was conducted through site visit on 30th September - 

01st October, 2024. The site was found to be compliant to ISO 13485 requirements. 

 

5. Performance Evaluation  
Not applicable  
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Clinical evidence  

Clinical evaluation was conducted at Ramaipally (Village), Medak District, Telangana – 502 336, 

India. The following parameters were verified: Compliance with Specific Standards, Pre-clinical 

Testing, Clinical Studies, Scientific Literature Reviews, and Post-Market Surveillance (PMS) and 

the clinical study demonstrates that the natural rubber latex condom is a highly safe, reliable, and 

acceptable device for contraception and STI prevention.  

 

6. Product label and instructions for use 
 

The content of the primary and secondary labels is in line with TMDA labeling requirements in 

terms of content, layout and design. The label contains sufficient information for proper 

identification of the device and post marketing follow up of the product in the market. 

 

The instructions for use include all the relevant information to ensure correct and safe use of the 

device by intended user. 

 

6.1. Primary pack 
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6.2. Secondary pack 
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Mock up label for carton box label  

 
6.3 Instructions for use/Package insert 
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7. Risk – Benefit Analysis 
 

On basis of the data submitted, the current state of knowledge and compliance of the 

manufacturer to ISO 13485, the benefit of the product outweighs the risks associated with its use 

when used in accordance to the manufacturer instruction. Anytime is recommended for 

registration. 
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8. Post-approval updates 
 8.1 Variation applications 

Reference number Date 

submitted 

Change 

requested 

Recommendation Granting 

date 

TMDA0024/MDR/0136/A1 10.09.2024 To add 

pack of 144 

along with 

currently 

registered 

pack of 100 

08.10.2024 08.10.2024 

 
8.2 Feedback from pharmacovigilance, post marketing surveillance and enforcement 

activities 

Type of feedback  Impact  Response 

No any recorded Adverse 

Event 

NA NA 

 

8.3 Re-registration applications 

NA 

 

CHANGE HISTORY 
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Version 
number 

Date Description of update Section(s) Modified Approval date 

       



 

 

 

 

 

 

 

 

 

 

 


