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U.S. Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD  20993 
www.fda.gov 
 

 
 
Via E-Mail 
 
March 5, 20201 
 
Mr. Venugopal Reddy Devakamma 
Head of OSD-Site Operations  
Mylan Laboratories Limited 
Plot Nos. 11, 12, 13 (FDF-3), Indore Special Economic Zone 
Pharma Zone, Phase II, Sector III, Pithampur 
District Dhar, Madhya Pradesh, 454775 India 
 
Dear Mr. Devakamma: 
 
The U.S. Food and Drug Administration (FDA) conducted an inspection at Mylan Laboratories 
Limited, FEI 3010453141, located at Plot Nos. 11, 12, 13 (FDF-3), Indore Special Economic 
Zone, Pharma Zone, Phase II, Sector III, Pithampur, District Dhar, from October 21, 2019 to 
October 25, 2019. FDA has determined that the inspection classification of this facility is 
“voluntary action indicated” (VAI).2 Based on this inspection, this facility is considered to be in 
a minimally acceptable state of compliance with regard to current good manufacturing practice 
(CGMP).  
 
A VAI inspection classification indicates that, although investigators found and documented 
objectionable conditions during the inspection, FDA will not take or recommend regulatory or 
enforcement action because the objectionable conditions do not meet the threshold for action at 
this time. Despite this facility inspection classification, FDA recommends that you address any 
observations noted on the Form FDA 483 issued at the conclusion of the inspection or otherwise 
conveyed to you following the inspection. If not corrected, the same or similar conditions could 
lead to a future inspection being classified as “official action indicated” (OAI).    
 
This letter is not intended as an endorsement or certification of the facility. It remains your 
responsibility to ensure continued compliance with CGMP.  
 
An inspection classification of VAI for CGMP compliance will not directly negatively impact 
FDA’s assessment of any pending marketing applications referencing this facility. Please note, 
however, that application approval will depend on a product- and application-specific facility 
assessment conducted by the appropriate CDER or CVM review office. This letter does not 
address or reflect FDA’s decision making with respect to any potential non-CGMP compliance 
issues.    
 

                                                            
1 Original 90-day inspection classification letter was issued in accordance with established procedures and 
timeframes on January 17, 2020. Due to an inadvertent typographical error in the year of issuance (2019 instead of 
2020), letter is being reissued. 

2 See Inspection Classification Definitions, at https://www.fda.gov/ICECI/Inspections/ucm223231.htm. 

https://www.fda.gov/ICECI/Inspections/ucm223231.htm
https://www.fda.gov/ICECI/Inspections/ucm223231.htm


 
 

 
FDA has concluded that this inspection is “closed” under 21 CFR 20.64(d)(3), and we are 
enclosing a copy of the narrative portion of the Establishment Inspection Report (EIR). It may 
reflect redactions made by FDA in accordance with the Freedom of Information Act (FOIA) and 
21 CFR part 20. This, however, does not preclude you from requesting additional information 
under FOIA. 
 
If you have any questions regarding this letter, you may contact Brooke Higgins via telephone at 
(301) 796-4171 or email at brooke.higgins@fda.hhs.gov. 

 
Sincerely,  
 
 
Carmelo Rosa, Psy.D. 
Director, Division of Global Quality I 
Office of Manufacturing Quality 
Office of Compliance 
Center for Drug Evaluation and Research 



































Imtiyaz 

Basade

Digitally signed by Imtiyaz Basade 

DN: cn=Imtiyaz Basade, o=Mylan 

Laboratories Ltd, ou, 

email=imtiyaz.basade@mylan.in, c=IN 

Reason: Signed electronically 

Date: 2018.11.13 14:01:29 +05'30'
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Mr Kameshwar Bhardwal
General Manger - Regulatory Afairs
Matrix Laboratories Lir¡ited
l-l-151/1,5'h Floor
Sairarn Towers
Alexander Road
Secunderabad 500 003
Inde

20 October 2010

Dear Mr Bhardwaj,

WHO Frequalificatiolt of Medicines Programme

This is in reference to your letter expressing Matrix Laboratories Limited's interest to participate

in the ,,procedure for assessinj rhe acceptability, in principle, of pharmaceutical products for purchas-e^by

United Nations agencies", as ídopted in ZOOf Uy tle ftrirty-seventh World Health Organization (WHO)

Expert Commirte; on Specificatiõns for Pharmaceutical Preparations, and amended subsequently in the

Forty-first report, as puùli*h.d in the WHO Technical Report Series N" 943 in 2007'

Thank you for submitting the data and information requested and for voluntary par-ticipation in

this qualiry assessment procedure. The review of your company's product dossier on:

o Tenofovir disoproxil fumarate Æmtricitabine 300mg/200mg Tablets

has been complered and fbllowing inspection of the facilities used for the manufacture and testing of this

f-Ou"t, it has been found to meeî theìo.ms and standards recommended by WHO, and is acceptable in

principle for procurement by UN agencies.

This conclusion is based on information available to WHO at this time, i.e' the information in the

submitted dossier and on the status of current good manufacturing, clinical and laboratory practices at the

facilities used for the manufacture and testingãf the product. Please note, however, that this decision

may change based on new information that may become available to us.

.l.hus, in accor.dance with and subject to the Guiding Princìples of PrequzLtification, the product

will now be inclucled in the list of merlicinal products, as manufactured at the specified manufacturing.

sites, which are considerecl to be acceptable, ìn principle, for procurement by UN organizations' This list

is published by WHO at www'who.int/prequal.

please note that inclusion in the list calnot be construed as WHO approval or endorsement, and

does not necessarily mean that the listecl products will actually be procured from the suppliers listed' The

list, and the wHo name, emblem and/or acronym, may not, furthermore' be used by the applicants'

manufacturers, suppliers or any other parties for commercial or promotional putposes'

The applicants and the m¿Lnufacturers of prequalified products are required to communicate_.

details to WHO of any changes in manufacture or control tbat may have an impact on the safety, efficacy

and/or quality of the product.

ENCL: (2)

4€JfJf Z'æ'ál ã.ol*j¡' þ.ffi'I,É6ïF'
ûrganisation mondiale de la Santé " BcoNupHæ opraHþßaqHfi aApaBÐoPaHeHøs " organizaciÓn Mr¡ndial de la Salud



lvlr Kameshu'ar Bhardwaj, Secunderabad
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Prior to implernentation of any changes in any parts of the approved d<¡ssier and/or in thc

manufacture of the product, please:

consult the "Guidance on variations to a prequalified product dossier", as adopted in 2006

by the WIIO Expcrt Comr.nittee on Specifications tbr Pharrnaceutical Preparations, and

published in Annex 6 of the W{{O Technical Report Series No 943 in2007, and

submit the respective information about the intended variations and the required

additional data by email to - "prequalassessment@who.int", and in hard copy, clearly

marked as indicated below, to the follor'ving address:

CONFIDENTIAL
Attention: Dr Matthias Staht
WHO Prequalification of Medicines Programme

UNICEFSupply Division
UNICEF Plads - Freeport
2100 Copenhagen
Denmark

Finally, we should like to draw your attention to the fact that the list will be reviewed and updated

at regulil intervals. In this regard WHO will, at regulff intervaìs, arrange fot the products and

manifacturing sites included in the list to be re-evaluated. If, as a result of this reassessment, it is found

that a produciand/or specified manufacturing site no longer complies with the'WIIO recommended

sÞnd;ds, such produits and manufacturing sites will be removed from the [ist. Failure of an applicant or

a manufacturer io participate in the reassessment procedure (as set forth in the above-mentioned Guiding

Principles) will also lead to removal from the list.

WHO welcomes your company's voluntâry participation in this programme. In order to meet the

terms established for monitoring and re-evaluation of prequalified medicinal products, as well as to foster

communication between MatriiLaboratories Limited and the WHO Prequalification of Medicines
programme, please complete the two forms enclosed("Main chqracteristics of the prequalified medicínal

proãuct" and- "Underraiings ofthe applicant"), and retum these, signed by a duly authorized

representative of Matrix I-aboratories Limitcd, to the following address:

'World Heal.th Organization
Attention: Prequalification Secretariat
WHO Prequalification of Medicines Programme
HSS/PSM/QSM
20 Avenue Appia
l21l Geneva2T
SwitzerlanrJ.

We look forward to receiving this information from you by 2 November 2010 at the latest. For

further information please use the e-mail address - prequalassessment@who.int - and kindly ensure that

any correspondence mentiols lhe corresponding WHO product reference nurnber.

Thank you for your cooperation

Yours

Dr
Head of ments

Prequal Programme

Quality Assurance and Safèty: Xrledicines
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