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+41 22',t91 47 30
prequalassessment@who.irt

Mr Imtiy^z Basade
Sr. Vice-President, Regulatory Affairs
Mylan Laboratories Ltd
Plot No.564/A/22 Road No. 92
Jubilee Hills
Hyderabad 500096
Telangana
lnde

In reply please refer to: FIA685-0/MSDG

Your reference:

1l June 2019
Dear Mr Basade,

WHO Prequalification Team - Medicines Assessment
FPP Prequalification - Letter of Prequalification

Application nurnber: HA685-0

I refer to your letter expressing Mylan Laboratories 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 Thifiy-seventh World Health Organiztion (WHO) Expert
Committee on Specifications for Phamaceutical Preparations, and published in the WHO Technical
Report Series No. 908, and amended subsequently in the FoIty-fifth reporl, as published in the WHO
Technical Report Series No. 961 in 2011.

Thank you for submitting the data and infomation requested and for your voluntary participation
in this quality assessment procedure. The review ofyour company's product dossier on:

. HA685 - Darunavir (ethanolate) Tablet, Film-coated 600mg

has been completed and following inspection ofthe facilities used for the manufacture and testing ofthis
product, it has been found to meet the norms and standards recommended by WHO and is acceptable, in
principle, lor procurernent by LIN agencies.

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

information in the submitted dossier and on the status ofcurrent good manufacturing, clinical and

laboratory practices at the facilities used for the manufacture and testing ofthe product. Please note,

however, that this decision may change based on new information that may become available to us.

Therefore, in accordance with and subject to the Guiding Principles ofPrequalification, the product will
now be included in the list ofmedicinal products, as manufactured at the specified manufacturing sites,

which are considered to be acceptable, in principle, for procurement by LJN organizations. This list is
published by WHO at www.who.int/prequal.

Please note that inclusion in the list cannot be construed as WHO approval or endorsement, and

does not necessarily nean that the listed products will actually be procured from the suppliers mentioned.

The list, and the WHO name, emblem and/or acronym may not, fufihermore, be used by the applicants,

nanufacturers, suppliers or any othet pafties for commercial or promotional purposes.

ENCLS: (2)
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The applicants and the manulacturers of prequalified products are required to communicate to
WHO details of any changes in manufacture or control that may have an impact on the safety, efficacy
and/or quality ofthe product.

Prior to implementation ofany changes in any parls ofthe approved dossier and/or in the
manufacture ofthe product, you should:

consult the "WHO guidelines on variations to a prequ4alified product", as adopted in
2012 by the WHO Expert Committee on Specifications for Pharmaceutical Preparations,
and published in Annex 3 ofthe WHO Technical Report Series N" 981 in 2013, and
submit the respective information about the intended variations and the required
additional data in electronic format (CD or DVD or via a file transfer link). The
submission (if submitted on CD/DVD), including any packages/containers (ifapplicable),
should be clearly addressed, as follows:

CONF]DENTIAL
Attention: Dr Matthias StaN
WHO Prequalification Team - Medicines
Product Ref Number: lIA685

LINICEF Supply Division
Oceanvej 10-12
21 50 Nordhavn Copenhagen
Denmark

Please send the link to F?Passessment@who.int, ifyou prefer to submit the response
via a file transfer link.

Finally, I should like to draw your attention to the fact thal the list will be reviewed and updated
at regular intervals. Consequently, WHO will, at regular intervals, arrange for the products and
manufacturing sites included in the list to be re-evaluated. lf, as a result of this reassessment, it is formd
that a product and/or specified manufacturing sile no longer complies with the WHO recommended
standards, such products and manufacturing sites will be removed from the list. The failure ofan
applicant or a manufacturer to participate in the reassessmenl procedure (as set out in the aforementioned
Guiding Principles) will also lead to removal from the list.

WHO welcomes your company's voluntary participation in this Programme. In order to meet the
terms established for monitoring and re-evaluation ofprequalified medicinal products, as well as to foster
communication between Mylan Laboralories Ltd and the WHO Prequalification Team Medicines,
please complete the two forms enclosed ("Main characteristics ofthe prequalifi.ed medicinal pro&rct"
and "Undertakings ofthe applicant') and return these, signed by a duly authorized representative of
Mylan Laboratories Ltd, to the following address:

World Health Organization
Attention: Prequalifi cation Secretariat
WHO Prequalification Team - Medicines
MVP/EMP/RHT/PQT Room 615
20 Avenue Appia
1211 Geneva 27
Switzerland
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I look forward to receiving this information from within two weeks ofthe date of this letter at the
latest. For further information please use the email address prequalassessment@who.int and kindly
ensure that any communication quotes the corresponding WHO product reference number.

Thank you for your cooperation.

Yours sincerely,

Dr Matthias Stahl
Group Lead, Medicines Assessmenl
Prequalification Team
Regulation of Medicines and other Health Technologies
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NDA 214521 
TENTATIVE APPROVAL 

Mylan Pharmaceuticals Inc. 
Attn: Robert A. Barto 
US Agent for Mylan Laboratories Limited, India 
781 Chestnut Ridge Road 
P.O. Box 4310 
Morgantown, WV 26504-4310 

Dear Mr. Barto: 

Please refer to your new drug application (NDA) dated and received May 22, 2020, and 
your amendments, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, 
and Cosmetic Act for Dolutegravir Tablets for Oral Suspension, 10 mg. 

This NDA provides for the use of Dolutegravir Tablets for Oral Suspension in 
combination with other antiretroviral agents for the treatment of HIV-1 infection in 
pediatric patients at least 4 weeks and weighing at least 3 kg. 

This NDA was reviewed under the President’s Emergency Plan for AIDS Relief 
(PEPFAR). 

We have completed our review of this application, as amended. It is tentatively 
approved under 21 CFR 314.105 for use as recommended in the agreed-upon enclosed 
labeling (text for the Prescribing Information, Patient Package Insert, and container 
labeling) submitted on November 2, 2020.  Based on the data provided, the expiration 
dating period is 24 months for Dolutegravir Tablets for Oral Suspension, 10 mg in HDPE 
bottles containing 30, 60 or 90 tablets with desiccant and non-child-resistant cap when 
stored below 30ºC (86ºF).   

This determination is based upon information available to the Agency at this time, [i.e., 
information in your application and the status of current good manufacturing practices 
(cGMPs) of the facilities used in the manufacture and testing of the drug product]. This 
determination is subject to change on the basis of any new information that may come 
to our attention. 

Final approval of your application is subject to expiration of a period of patent protection 
and/or exclusivity. Therefore, final approval of your application under section 505(c)(3) 
of the Act [21 U.S.C. 355(c)(3)] may not be granted before the period has expired. 

To obtain final approval of this application, submit an amendment two or six months 
prior to the: (1) expiration of the patent(s) protection or (2) date you believe that your 
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U.S. Food and Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

NDA will be eligible for final approval, as appropriate. In your cover letter, clearly identify 
your amendment as “REQUEST FOR FINAL APPROVAL”. This amendment should 
provide the legal/regulatory basis for your request for final approval and should include 
a copy of any relevant court order or judgment settlement, or licensing agreement, as 
appropriate. In addition to a safety update, the amendment should also identify 
changes, if any, in the conditions under which your product was tentatively approved, 
i.e., updated labeling; chemistry, manufacturing, and controls data.  This amendment 
should include draft final printed labels and labeling which comply with all U.S. 
regulations (uniqueness of drug product appearance per 21 CFR 206; child-resistant 
packaging per 16 CFR 1700, etc.).  If there are no changes, clearly state so in your 
cover letter. Any changes require our review before final approval and the goal date for 
our review will be set accordingly.  
 
Until we issue a final approval letter, this NDA is not approved.  
 
Please note that this drug product may not be marketed in the United States without 
final agency approval under section 505 of the FD&C Act.  The introduction or delivery 
for introduction into interstate commerce of this drug product before the final approval 
date is prohibited under section 501 of the FD&C Act and 21 U.S.C. 331(d).. 
 
PROPRIETARY NAME 
 
If you intend to have a proprietary name for this product, the name and its use in the 
labeling must conform to the specifications under 21 CFR 201.10 and 201.15. We 
recommend that you submit a request for a proposed proprietary name review. (See the 
guidance for industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names1 and PDUFA Reauthorization Performance Goals and Procedures 
Fiscal Years 2018 through 2022.) 
 
REQUIRED PEDIATRIC ASSESSMENTS 
 
Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable. 
 
We note that if this application is ultimately approved, you will need to meet these 
requirements. 
 
 
                                                
1 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance 
Documents Database https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 
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www.fda.gov 

OTHER  
 
We also remind you that you are expected to comply with the reporting requirements 
provided in 21 CFR 314.80 and 314.81.  If the product is to be mass distributed in 
developing countries, a system of collecting and reporting adverse drug reactions by the 
distributor would be desirable (e.g., through governmental or nongovernmental 
agencies distributing the products). 
 
If you have any questions, please call David Araojo, Pharm.D., Program Coordinator, at 
(301) 796-0669 or via email at david.araojo@fda.hhs.gov. 
 

 
Sincerely yours, 
 
{See appended electronic signature page} 
 
Jeffrey S. Murray, M.D., M.P.H. 
Deputy Director 
Division of Antivirals 
Office of Infectious Diseases  
Center for Drug Evaluation and Research 

 
 
ENCLOSURE(S): 

• Content of Labeling 
o Prescribing Information 
o Patient Package Insert  

• Container Labeling 
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

SARITA D BOYD on behalf of JEFFREY S MURRAY
11/19/2020 09:36:19 AM
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