


ADMINISTRATION Of DAMAN & DIU (UT) 
DRUGS UCENSING AUTHORITY 

DRUGS CONTROL DEPARTMENT 
PRIMARY H.EALm CENTER 

DAMAN - 396 220 

Na DCD / D&D / LA / 2017-2018 / q G f2- DATED: - hJ /09/2017. 

WlID-GHP CERTD1CATE 

THIS IS TO CERTIfY THAT H/S. HACLEODS PHARHACEUTICALS L/HlTED., 

PLOT No. 25-27, SURVEY No. 366, PREMIER INDUSTRIAL [STATE, 

KACHIGAM, DAMAN -396210, INDIA IS HOLDING VAUD DRUG MANUFACTURING UCENCES 

IN FORN Na 25 & FORN Na 28 BEARING LICENCE No. 00/375 & 00/376-

DATED 18/03/2003 RESPECTIVELY, ISSUED BY THIS ADMINISTRATION UNDER THE 

PROVISIONS OF DRUGS & COSMETICS ACT, 1940 AND RULES THEREUNDER. UNDER THE 

UCENCES THE FIRM IS PERMITTED TO MANUFACTURE AND SELL THEIR PRODUCTS 

UNDER THE CATEGORIES OF GENERAl: TABLETS, CAPSULES, GRANULES AND 

THE FIRM HAS EMPLOYED COMPETENT PERSONS IN MANUFACTURING AND 

CONTROL DEPARTMENTS. THE 

AS PER WORLD 

TESTING OF 

~l..APS,UU;S, GRANULES AND PEllETS. 

THE MANUFACTURING PlANT IS 

COMPETENT AUTHORITY UNDER THE ACT. 

Gooo HANUFAClVRING 

IN THE 

GENERAl: TABLETS, 

INSPECTION BY THE 

THIs CER11HCATE IS VAIJO UP TO TWO YEARS FRON THE OATE OF ISSUL 

(Oa. ~~:: GRA'rAL) 
DRUGS ~ _ AUI1IORITY, 

OF DAHAN & IJIU, 
DAHAN. 





























(Lft~~l World Health 
~~; Organization 
-,~ 

20 , AVENUE ApPIA - CH-1211 GENEVA 27 - SWITZERLAND - TEL CENTRAL -+41 22791 2111 - FAX CENTRAL -+41 22791 3111 - WWW.wHO.INT 

Tel. direct: 
Fax direct: 
E-mail: 
In reply please 
refer to : 

Your reference: 

Dear Ms ladhav, 

+41227913717 
+41227914730 
preq ualassessment@who.int 
CPH82/MS/mc/HA562 

Ms Sandhya ladhav 
Manager - Drug Regulatory Affairs 
Macleods Pharmaceuticals Ltd 
304 Atlanta Arcade Marol Church Road 
Andher-Kurla Road Andheri (E) 
Mumbai 400 059 
Maharashtra 
Inde 

II December 2014 

WHO Prequalification Team - Medicines Assessment 

I refer to 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 20 II . 

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

HA562 - Efavirenz/Emtricitabine/Tenofovir disoproxil fumarate Tablet, Film-coated, 
600/200/300mg 

has been completed and following inspection of the 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, for procurement by UN agencies. 

This conclusion is based on information available to WHO at the current 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 testing of the 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 of Prequalification, the product will 
now be included in the list of medicinal products, as manufactured at the specified manufacturing sites, 
which are considered to be acceptable, in principle, for procurement by UN organizations. This list is 
published by WHO at www.who.int/pregual. 

Please note that inclusion in the list cannot be construed as WHO approval or endorsement, and 
does not necessarily mean that the listed products will actually be procured from the suppliers mentioned. 
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 purposes. 
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World Health
0rganization
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Tel. direct:
Fa.r direct:
E-mail:

In reply please refer to:

Your reference:

+412279137 t7
+4122791 47 30
prequalassessment@who. int

CPH7lA4S/CB IHA562E

Mr Rakesh Chaurasia
General Manager - Drug Regulatory Affairs
Macleods Pharmaceutical Limited
304 Atlanta Arcade
Marol-Church Road
Andheri (East)
Mumbai 400 059
Inde

5 February 2013

Dear Mr Chaurasia,

WHO Prequalification of Medicines Programme
Bfficacy/safety part of a product dossier

Thank you for submitting the data and information requested for the assessment of the product

dossier for the WHO Prequalification of Medicines Programme.

A team ofevaluators recently assessed the dossier:

IIA562 - Efavirenz/Emtricitabine/Tenofovir disoproxil fumarate - 600mg/200m9/300mg tablets

As a result of this assessment, you are informed that the efficacy/safef part of the dossier is

considered acceptable. Please note that the outcome of the assessment of quality part of the dossier may

affect the final acceptability ofthe efficacy/safety part ofthe dossier.

Your cooperation is appreciated.

Yours si

Dr Matthi Stahl
Head of A

Quality Assurance and Safety: Medicines
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Tel. direct:
Far direct:
E-mail :

ln reply please refer to:

Your reference:

+41 22791 37 17

+41 22791 47 30
prequalassessment@who. int

CPH78/HA6l l/MSrrh

Ms Sandhya Jadhav
Manager - Drug Regulatory Affairs
Macleods Pharmaceuticals Ltd
304 Atlanta Arcade Marol Church Road
Andher-Kurla Road Andheri (E)
Mumbai400059
Maharashtra
Inde

3l March 2014

Dear Ms Jadhav,

WHO Prequalification Team
Efficacy/safety part of a product dossier

Thank you for submitting the data and information requested for the assessment of the product
dossier for the WHO Prequalification Team - Medicines.

A team ofevaluators recentlv assessed the dossier:

. HA6ll -Efavirenzllamivudine/Tenofovir disoproxil(fumarate) Tablet. Film-coated
600mg/300mg/300mg

As a result of this assessment, you are informed that the efficacy/safety part of the dossier is

considered acceptable. Please note that the outcome of the assessment of quality part of the dossier may
affect the final acceptability ofthe efficacy/safety parl ofthe dossier.

Your cooperation is appreciated.

Yours sipferely,

Dr Mafthias Stahl
Group Lead, Medicines Assessment
Prequalification Team
Regulation of Medicines and other Health Technologies
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Tel. direct: +41 22791 3717

Fax direct: +41 22 791 4730

E-mail : prequalassessment@who.int

In reply please

refer to the WHO product RefNo: HA506/lvlS/ac

Your reference:

Mr Rakesh Chaurasia
General Manager - Drug Regulatory Affairs
Macleods Pharmaceutical Limited
304 Atlanta Arcade
Marol-Church Road
Andheri (East)
Mumbai 400 059

Inde

7 Jantary 2013

Dear Mr Chaurasiq

WHO Prequalification of Medicines Programme

I refer to your letter expressing Macleods Pharmaceuticals Limited 's interest to participate in the

"Procedure for assessing the acieptability, in principle, of pharmaceutical products for purchase by

United Nations agencies", as adopted in 2001 by the Thirfy-seventh World Health Organization (WHO)

Expert Committei on Specifications for Pharmaceutical Preparations, and amended subsequently in the

Forty-first report, as published in the WHO Technical Report Series No 943 in2007 -

Thank you for submitting the data and information requested and for your voluntary participation

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

o Efavirenz 600 mg Tablets

has been completed and following inspection of the facilities used for the manufacture and testing of this

product, it has been found to meet the norms and standards recommended by WHO and is acceptable, in

principle, for procurement by I-IN agencies.

This conclusion is based on information available to WHO at the current 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 testing of the product. Please note,

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

Therfore, in accordance with and subject to the Guiding Principles of Prequalification, the product will
now be included in the list of medicinal products, as manufactured at the specified manufacturing sites,

which are considered to be acceptable, in principle, for procurement by UN organizations. This list is

published by WHO at www.who.inVprequal.

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

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

The list, and the WHO name, emblem andlor acronym may not, furthermore, be used by the applicants,

manufacturers, suppliers or any other parties for commercial or promotional purposes.

The applicants and the manufacturers of prequalified products are required to communicate to

WHO details oiuny changes in manufacture or control that may have an impact on the safety, efficacy

and/or quality ofthe product.

ENCLS: (2)
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Mr Chaurasia, Mumbai
HA506/MS/ac

7 January2013
page2

Prior to implementation of any changes in any parts of the approved dossier and/or in the
manufacture of the product, you should:

consult the "Guidance on variations to a prequalified product dossier", as adopted in 2006
by the WHO Expert Committee on Specifications for Pharmaceutical Preparations, and
published in Annex 6 of the WHO Technical Report Series N'943 in2007, and
submit the respective information about the intended variations and the required
additional databy e-mail to - prequalassessment@who.int, and in hard copy, clearly
marked as indicated, to the following address:

CONFIDENTTAL
Attention: Dr Matthias Stahl
WHO Prequalification of Medicines Programme

LINICEF Supply Division
Oceanvej 10-12
2100 CopenhagenA
Denmark

Finally, I should like to draw your attention to the fact that the list will be reviewed and updated
at regular intervals. Consequently, WHO will, at regular intervals, arange 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. Failure of an applicant or
a manufacfurer to participate in the reassessment 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 of prequalified medicinal products, as well as to foster
communication between Macleods Pharmaceuticals Limited and the WHO Prequalification of Medicines
Programme, please complete the two forms enclosed ("Main characteristics of the prequalified medicinal
product" and "Undertakings of the applicant') and return these, signed by a duly authorized
representative of Macleods Pharmaceuticals Limited, to the following address:

World Health Organization
Attention: Prequalification Secretariat
WHO Prequalification of Medicines Programme
HSS/EMP/QSM
20 Avenue Appia
12ll Geneva2T
Switzerland

I look forward to receiving this information from you by 23 January 2013 at the latest. For
further information please use the e-mail address prequalassessment@who.int and kindly ensure that
any communication quotes the corresponding WHO product reference number.

Thank you for your cooperation.

Prequalification Programme

Quality Assurance and Safety: Medicines

Dr Matthias Stahl
Hedd of Assessments
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