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Pakistani pharmaceutical firms are exporting pharmaceuticals to 128 countries in the world

“We are focused on providing better 
health to people of Pakistan. We are 
fully committed to provide benefit 
to the people in form of quality 
assured, affordable, and safe 
therapeutics. In this respect, DRAP is 
an important institution which is 
directly involved in the protection of 
public health through regulation of 
therapeutic goods. To see DRAP 
prosper as an effective regulator is 
our vision.”
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Minster, Ministry of National Health
Services Regulation and Coordination 

Abdul Qadir Patel

“I am pleased to note that Drug 
Regulatory Authority of Pakistan (DRAP) 
has taken the much required step of 
publishing its activities in the form of a 
newsletter. Effective regulation requires 
clear and timely communication. This 
newsletter will prove instrumental in 
presenting DRAP’s values, aspirations, 
decisions and commitments to its 
stakeholders and general public.
The steps taken by DRAP for enhancing 
access of citizens to quality assured, 
safe and effective therapeutic goods 
will be outlined in this newsletter, inter 
alia. Enhancing capabilities of 
regulators, up-lifting pharmaceutical 
sector of the country, and ensuring early 

availability of treatment options to the people are priority of the Ministry and DRAP. 
Launching this newsletter is the first step in sharing such priorities and strategies with 
you that DRAP is undertaking for ensuring provision of safe effective and quality 
therapeutic goods in the country.”
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Secretary Ministry of National Health
Services Regulation and Coordination 

Dr M. Fakhre Alam
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Regulatory Landscape

620
Pharmaceutical Units

465
H&OTC Units

53
Medical Device Units

LOCAL
MANUFACTURING

BASE

IMPORTERS

THERAPEUTIC
GOODS

900
Drug Importers

465
H&OTC Importers

912
Medical Device Importers

65000
Registered Drugs

41801
H&OTC Products

3892
Medical Device

Pakistan Exported pharmaceuticals of worth approximately 300 million USD during last year

WHO ARE WE?
Established under DRAP Act 2012, Drug Regulatory Authority of Pakistan (DRAP) 
is responsible for providing effective coordination and enforcement of The Drugs 
Act, 1976 (XXXI of 1976) and to bring harmony in inter-provincial trade and 
commerce of therapeutic goods. DRAP is an ISO 9001-2015 certified 
organization. 
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SINCE INCEPTION
Achievements
MAJOR

DRAP is on way to become a world class regulartory body at par with international best practics.
We are committed to achieving our VISION  of turning innovative sscience into value for people. Asim Rauf

DRAP is on the way to be recognized as internationally 
accredited body by the prestigious institutions. During this 
important journey to achieve the said target, extensive 
transformational steps has been taken in line with the 
internationally harmonized guidelines. Some of the major 
steps are entailed below:

Automation:
• Online system for issuance of import and 

export NOCs.
• Online licensing of Medical Devices’ 

establishment licenses.
• Online Fee Challan generation.
• Online issuance of NOC to patients for import 

of un-registered/unavailable drugs.
• Online Software for Clinical Trial, 

Bio-Equivalence study, CRO, Lab or relevant 
License (Pharmacy Services Division).

• Med Safety mobile application for online 
reporting of Adverse Events and Adverse Drug 
Reactions.

International Accreditations:
• Attainment of full membership of WHO 

Uppsala Monitoring Center (UMC), to collect 
and disseminate the Adverse Drugs reaction 
reporting system. 

• Upgradation of Central Drugs Laboratory 
Karachi to conform to international standards.

International Harmonization:
• Common Technical Document (CTD) 

implementation 
• ISO Certification 
• Signing of an Agreement with World Health 

Organization (WHO), Geneva for participation 
in WHO program for Accelerated Registration 
of Prequalified Finished Pharmaceutical 
Products (FPPs). 

• Prioritized registration handling of COVID-19 
related medicines. 

Ease of doing business:
• Development and implementation of Active 

Pharmaceutical Ingredients (API) Policy.
• Development of contract policy to attract 

foreign investment.
• Development of 5 years strategic plan to 

transform into modern day regulatory 
authority.
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Pharmaceutical API Industry
LUCRATIVE VENTURE, WITH LOTS OF

Incentives Available

INVESTING IN

Global API market is currently over 180 billion USD and projected over 250 billion by 
2024. Owing to its great potential and attaining self-reliance, it is desirable to invest in 

this sector. For creating self-reliance in the country by encouraging manufacture of 
pharmaceutical raw materials by way of basic / semi basic manufacture. 

Government of Pakistan has 
announced short term and 

long-term incentives through 
Promotion and growth of API 

industry in Pakistan policy.  DRAP will 
establish a cell for guidance to 

applicants/ investors, and to coordinate 
with relevant ministries on timely 

completion of requisites for 
issuance of licenses and 

registrations applied to it on 
a fast-track basis.

The short-term 
incentives included reduction 

in customs duty and import prices 
(dumping prices) imposition of 

regulatory duty and tariff protection 
against import of materials manufactured 

in Pakistan and financial incentives like soft 
loans and keeping 15% export earnings. For 

the long term, the establishment of API 
mega parks with all the required facilities 
including but not limited to wastage and 

effluent treatment plants, power 
houses, distillation plants and 

environmental control. 
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It was a real pleasure to visit the drug 
regulatory authority of Pakistan. I think they 
are doing a wonderful job to promote the 
regulation of medicinal products as well as 

to promote the rational use of medicines in the 
country. I have the pleasure to interact with a number 
of colleagues and staff really impressed with the 
quality of work they are producing. I spoke about the 
pharmaceutical industry and the impact of industry 
on the work of medicines regulatory authority and the 
various facets of medicines regulations including the 
industry support for research, scientific work, advocacy, 
patient organization and I hope this interaction will be 
beneficial. I will be very happy to work and support, I 
work further with DRAP to support any other aspects.

 Thank you
Prof. Zaheer-Ud-Din Babar
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AN ICON OF PHARMACY PROFESSION
Prof. Zaheer-ud-Din Babar 

DELIVERED A LECTURE IN DRAP

On invitation of CEO DRAP Prof 
Zaheer-Ud-Din Babar visited DRAP 
Islamabad office and delivered a lecture on 
“Pharmaceutical industry influence in 
healthcare and research: Does it matter?” to 
DRAP officers. 
Dr Zaheer-Ud-Din Babar is a professor in 
Medicines and Healthcare and the Director 
of Centre of Pharmaceutical Policy and 
Practice Research at the University of 
Huddersfield. 

Bob Tribe,
TGAs Former GMP Chief,

TRAINED DRAP DRUG INSPECTORS
DRAP aims at harmonization of Inspection 
system and procedures in the field of Good 
Manufacturing Practices (GMP) for drugs, and 
quality system for inspectorate, comparable 
with the best international regulatory 
practices. In this regard, Mr. Robert Wayne 
Tribe, TGAs former GMP Chief is providing 
Consultation to DRAP for progress toward 
PIC/s membership.
A training session was also organized for 
DRAP’s staff on PIC/s background information 
for the Applicant Authorities, PIC/s GMP 
requirements and inspection approach.

Mr. Bob served as Chief GMP at the Australian TGA for 23 years.
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Explore our New Website
We have got a new look full of features and solution to your regulatory needs 

Director General, Department of Drug Administration (DDA),
Government of Nepal visited DRAP HQ to foster mutual cooperation

Report a problem 
DRAP would like to hear from the consumers 
about their concerns, if they have experienced 

any problem with the use of a therapeutic good 
(e.g. drug, vaccine, medical device or alternative 

medicine, etc.,) or had any adverse event 
associated with its use.

Please visit 
https://www.dra.gov.pk/safety-information/safe
ty-communication/report-a-problem/ to know 

how to report a problem 

Open Consultations
DRAP also seek comments from public and 
relevant stakeholders to identify their needs 
and expectation, to gather deep insights on 

proposals, in order to strengthen the regulatory 
decision making process, and to comply with 

the international best practices.

You can provide your comments on guidelines 
available at 

https://www.dra.gov.pk/publications/public-co
nsultations/open-consultations/

An official delegate from Department of Drug 
Administration (DDA), Ministry of Health & 
Population, Government of Nepal under the 
leadership of Mr. Bharat Bhattarai, Director 
General, DDA visited DRAP HQ, Islamabad.
Mr. Asim Rauf, CEO DRAP warmly welcomed the 
Mr. Bhattarai and other senior officials from DDA 
and MoH, Nepal.

The delegates showed keen interest in the 
journey of Pakistan toward successful 
implementation of WHO/ICH Common 
Technical Document (CTD) format for 
registration of pharmaceutical and biological 
drugs in Pakistan, and praised the IT Systems 
establish by DRAP for integrated regulatory 
data management in the country.
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Chief Editor:
Asim Rauf, CEO DRAP

Editor:
Akhtar Abbas Khan,  Director Licensing Division

PICTURE GALLARY

Mr. Asim Rauf, CEO DRAP Speeking at the 2nd meeting of the
heads of national medicine regulatory authorities of

OIC member states. (Istambul Turkiye)

Mr. Asim Rauf, CEO DRAP met with
Dr Palitha Mahipala, WHO representative in Pakistan to promote

bilateral cooperation

Federal Minister of Health  Abdul Qadir Patel,
along with CEO DRAP while addressing a press conference

Federal Secretary, Health
along with a foreign delegate

Write to us
If you have any questions, comments or any suggestions please contact us:

akhtar.abbas@dra.gov.pk
or 

Call at 051 910 73 06



Islamabad | Karachi | Lahore | Peshawar | Quetta
www.dra.gov.pk
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