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Tel. direct:  
Fax direct:  
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+41 22 791 37 17 
+41 22 791 47 30 
prequalassessment@who.int 
 

Mrs Sandhya Jadhav 
Macleods Pharmaceuticals Ltd 
R&D CenterMumbai -400093 Mahakali Caves 
Road, Shanti Nagar 
Andheri (East) / Mumbai 400093 
Maharashtra  
Inde 

In reply please refer to: 
  
 
Your reference:   
 

HA765/MS/ZO 
 
 
 
 
 

 18 September 2020 
Dear Mrs Jadhav, 
 

WHO Prequalification Unit – Medicines 
FPP Prequalification: Acceptance for assessment – Fee request 

Application number: HA765-0 
 

Thank you for your letter expressing Macleods Pharmaceuticals Ltd’s interest to participate in the 
"Procedure for assessing the acceptability, in principle, of pharmaceutical products for purchase by 
United Nations agencies", as adopted in 2001 by the Thirty-seventh World Health Organization (WHO) 
Expert Committee on Specifications for Pharmaceutical Preparations, and published in the WHO 
Technical Report Series No. 908, and amended subsequently in the Forty-fifth report, as published in the 
WHO Technical Report Series No. 961 in 2011. 

 
Your company’s product dossier on: 
 
• Dolutegravir (Sodium) Tablet, Dispersible 10mg - HA765 
 

was received by WHO on 24 June 2020, has been screened and is accepted for assessment, with the 
assigned WHO Reference Number, on condition that payment as indicated below is made.  Please quote 
this reference number in all future correspondence with WHO. 
 

WHO will arrange for the evaluation of the product to be conducted in accordance with the terms 
of the recommended norms and standards, as specified in the relevant guidelines for the submission of 
product data and information (as found on the prequalification web page: www.who.int/prequal). 

 
If and when, as a result of the above-mentioned evaluation process, any of the above-mentioned 

products and corresponding sites are found to meet the WHO recommended standards set out in the 
Guiding Principles, such products will be included in the list of suppliers whose medicinal products, as 
manufactured at the specified manufacturing sites, are considered to be acceptable, in principle, for 
procurement by UN organizations (the list of WHO prequalified medicinal products).  This list is 
published by WHO at www.who.int/prequal.  Please refer to the General Notes and Disclaimer, which 
apply to this list. 
 

Please note that inclusion in the list cannot be construed as WHO approval or endorsement, and 
does not necessarily mean that the products in question will actually be procured from the suppliers 
indicated.  The list, and the WHO name, emblem and/or acronym may not, furthermore, be used by the 
manufacturers or suppliers for commercial or promotional purposes. 

 
In line with the recent announcement regarding application fees 
(http://www.who.int/medicines/news/prequal_finance_model_q-a/en/), the applicable fee for this 
application is US$ 25 000. The invoice for the fee is attached.    

 
  

http://www.who.int/
mailto:prequalassessment@who.int
http://www.who.int/medicines/news/prequal_finance_model_q-a/en/


Mrs Jadhav, Andheri (East) / Mumbai 
HA765/MS/ZO 

18 September 2020 
Page 2 of 5 

 
 

 

In order not to delay assessment, this application has been accepted for assessment on condition 
that correct payment will be made within 30 days from the date of this letter.  Should the required fee not 
be received within 30 days of the date of this letter, this application will not proceed for assessment and 
ultimately may be considered abandoned. 
 
Instructions for payment: 

 
1. Payment must be paid by bank transfer into WHO bank account in US$ (no other currency is 

accepted). 
 

2. All bank charges are to be borne by the payer. 
 

3. Please send a scanned copy of the bank transfer by email immediately to 
prequalassessment@who.int, which will enable us to timely validate receipt of your payment. 
 
Finally, we would like to draw your attention to the fact that the list of WHO prequalified 

medicinal products will be reviewed and updated at regular intervals.  In this regard, WHO will, at regular 
intervals, arrange for the products and manufacturing sites included in the list to be re-evaluated.  If, as a 
result of this reassessment, it is found that a product and/or specified manufacturing site no longer 
complies with the WHO recommended standards, such products and manufacturing sites will be removed 
from the list.  The failure of a manufacturer or supplier to participate in the reassessment procedure (as set 
out in the above-mentioned Guiding Principles) will also lead to removal of the list. 
 

Please note that product samples and CD/DVDs should be sent to the following address with all 
packages/containers clearly marked as indicated below.  
 

CONFIDENTIAL 
Attention: WHO Prequalification Unit – Medicines 
Product Number:  HA765  
UNICEF Supply Division  
Oceanvej 10-12  
2150 Nordhavn, Copenhagen 
Denmark  

 
 The documentation may also be sent via a secure link to an online document repository.  The link 
should be sent in an email to the following email address: FPPassessment@who.int.  The Subject line of 
the email should clearly indicate “New dossier submission” and the WHO reference number.  The date of 
receipt will be the date the file is successfully downloaded. 
 
Confirmation of administrative data 
 

WHO welcomes your company’s interest in voluntarily participating in this programme.  In order 
to facilitate the performance of evaluation in accordance with the terms of the current WHO norms and 
standards, as well as to foster communication between Macleods Pharmaceuticals Ltd and the WHO 
Prequalification Unit – Medicines, please complete the enclosed form and return it, signed by the 
authorized person from Macleods Pharmaceuticals Ltd, to the below address in Geneva.  We look forward 
to receiving this information from you within two weeks of the date of this letter at the latest.  

 
WHO Prequalification Unit – Medicines 
Attention:  Prequalification Secretariat 
World Health Organization 
MHP/RPQ/PQT Room 615 
20 Avenue Appia 
1211 Geneva 27 
Switzerland 
 

mailto:prequalassessment@who.int
mailto:FPPassessment@who.int
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For further information regarding the submitted dossier of product HA765 please use the email 
address – prequalassessment@who.int – ensuring that any such email mentions the corresponding 
WHO product reference number.  Due to confidentiality and security reasons dossier information should 
not be submitted by email. 
 

Your cooperation is appreciated. 
 

Yours sincerely, 
 

 
 
Dr Matthias Stahl 
Team Lead, Medicines Assessment Team 
Prequalification Unit  
Regulation and Prequalification Department  
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In relation to the WHO letter 
acknowledging receipt of the following dossier 

for evaluation in the WHO Prequalification Unit – Medicines: 
 
• Dolutegravir (Sodium) Tablet, Dispersible 10mg - HA765  

 
1. The company hereby confirms that the administrative data, as described in the table below, is correct: 
 

  Please enter "confirmed", if 
correct, or enter precise data 

Name of 
manufacturer 
 

Macleods Pharmaceuticals Ltd  

Address for 
surface mail 
 

R&D CenterMumbai -400093 Mahakali 
Caves Road, Shanti Nagar 
Andheri (East) / MumbaiMaharashtra 
400093 
India 

 

Name and title of 
primary contact 
person 

Mrs Sandhya Jadhav  

Email address, tel 
number and fax 
number of 
contact person 

sjadhav@macleodspharma.com  
 
Tel:   
Fax:  

 

Name and title of 
secondary contact 
person 
(if applicable) 

  

Email address, tel 
number and fax 
number of 
secondary contact 
person 

 
Tel:   
Fax:  

 

Name and title of 
tertiary contact 
person (if 
applicable) 

  

Email address, tel 
number and fax 
number of 
tertiary contact 
person 

 
Tel:   
Fax:  

 

 
2. The company hereby confirms that the applicable fees will be paid. 
 
3. In order to foster communication during the evaluation process, the WHO Prequalification Unit – 
Medicines asks Macleods Pharmaceuticals Ltd to kindly: 
 

a) nominate a person responsible for communication with WHO and inform WHO of any change 
of contact person; 

 
b) correspond with WHO within stated timelines or request WHO for further time in case the 

timelines cannot be kept and to notify WHO of the date of expected communication; 
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c) allow WHO to reveal the status of product and site evaluation exclusively only to the duly 
authorized representatives of the UN Procurement agencies, upon their motivated request, without 
revealing any confidential and commercial information. 
 
 
 

Signed on behalf of Macleods Pharmaceuticals Ltd 
 
 
_______________ (Date) 
 
 
________________________________________ (Name and title) 
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