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Nepal’s Status on 
LDC Graduation 



Least 
Developed 
Countries 

(LDCs)

 LDCs is a group of low-income countries 
whose structural handicaps hamper their 
development and growth prospects and 
are likely to remain poor 

 UN identifies LDC with three parameters 
 Per capita income

 Human Assets

 Economic and environmental vulnerability

Committee on Development Policy 
(CDP) recommends inclusion and 
graduation



Nepal’s Status 
vis-à-vis LDC 
Criteria
( 2021 Triennial Review) 



UN Decisions 
Regarding Nepal’s 

Graduation 

 Nepal met graduation criteria for the first 
time in the triennial review of 2015, and also 
in the triennial review of 2018, thus, eligible 
for graduation, 

 However, Nepal requested for deferment 
citing devastating earthquake of 2015 and 
need for recovery, 

 On 24 November, UN General Assembly 
decided to endorse the recommendation of 
ECOSOC and CDP that Nepal, Bangladesh and 
Laos be graduated from LDC category,

 UN General Assembly also decided to provide 
Bangladesh, the Lao People’s Democratic 
Republic and Nepal, on an exceptional basis, 
with a five-year preparatory period leading to 
graduation.



Status of 
Pharmaceutical Sector 

in Nepal  



Nepal’s 
Pharmaceutical 

Sector 

 The production of pharmaceuticals is a 
complex and multifaceted and generally 
pharmaceutical manufacture is defined 
as ‘all operation including purchasing of 
material, processing, production, 
packaging, quality control, release and 
storage of medical products related to 
control’. 

 Scant information on Nepal’s 
pharmaceutical sector. Information/data 
collected through secondary sources as 
well as from telephonic/virtual 
interviews with pharmaceutical 
manufacturers and importers; office 
bearers of the pharmaceutical industry 
association, pharmacists and regulators. 



Nepal’s 
Pharmaceutical 

Sector- Major 
Characteristics 

 Total health expenditure is 6.7 percent of the 
GDP and slightly over one-third of the health 
expenditure is on pharmacies and medical 
goods. 

 The pharmaceutical market is estimated to be of 
around Rs. 45 billion. There are 20,232 retail and 
3,351 wholesale pharmacies in 2019. 

 It is estimated that annual growth of 
pharmaceutical market is about 15 percent.  

 Anti-infectives accounts for over a fifth of the 
medicine consumed and is followed by gastro-
intestinal, respiratory, cardiac, dermatological 
and pain management group accounting for 
about 8-10 percent. 

 As of July 2019, there were 73 domestic 
pharmaceutical manufacturer producing 
allopathic/modern medicines. Many of them are 
large firms. 



Nepal’s 
Pharmaceutical 

Sector- Top 
Domestic Firms  

Firm Rank among 

domestic firms 

Rank overall in 

the Nepali 

pharmaceutical 

market

National Healthcare 1 1

Deurali-Janta Pharmaceutical 2 2

Nepal Pharmaceuticals 3 3

Aristo Pharmaceuticals 4 5

Quest Pharmaceuticals 5 6

Lomus Pharmaceuticals 6 8

Asian Pharmaceuticals 7 9

Time Pharmaceuticals 8 12

Arya PharmaLab 9 14

Intas Pharmaceuticals 10 15

Amtech Med 11 16

Magnus Pharma 12 19

Curex Pharmaceuticals 13 20



Nepal’s 
Pharmaceutical 

Sector- Top 
Foreign Firms  

Firm Rank among 

foreign 

companies 

Rank overall in the 

Nepali 

pharmaceutical 

market

Alkem Laboratories 1 4

Micro Labs 2 7

Sun Pharmaceutical Industries 3 10

Cipla 4 11

Glenmark Pharmaceuticals 5 13

Abbott 6 17

Blue Cross Laboratories 7 18

Source: APPON



Nepal’s 
Pharmaceutical 

Market  

 Domestic pharmaceuticals manufacturers cater to 
about 50 percent of the Nepali market in volume 
terms and about 45 percent in value terms.

 In cardiac therapeutic groups share of domestic 
producers have roughly 50 percent  share, in orally 
administered anti-diabetic drugs 30-40 percent.

 Almost all technologically complex products such as 
inhalers, injectables, critical care products, anti-
cancer medicines, vaccines and new molecules 
products are imported. 

 All inputs from active pharmaceutical ingredients 
(API) to excipients, suspending agents, preservatives, 
packing materials and other agents and colors are 
imported.

 However, industry association reports 50 percent 
value addition.

 Currently, 30 pharmaceutical manufacturing units 
are either GMP certified or are in the process of 
being certified. 



Nepal’s 
Pharmaceutical 

Market-
Patented 
Medicine  

 Consumption of patented medicine is 
less than 10 percent and almost all are 
imported.

 No organized data on production of 
on-patent and off-patent drugs in 
Nepal. However, some dominant 
domestic firms have been producing 
generic version of some patented 
medicines-Gliptins (diabetes), 
Sofosbuvir (Hepatitis-C), Favipiravir 
(COVID)- and account for 10-30 
percent of their sales.



Nepal’s 
Pharmaceutical 

Sector-
Institutional 

and legal 
Framework  

 Department of Drug Administration 
(DDA) governs all aspects of 
pharmaceutical sectors-production, 
import, export, quality, price etc.

 Relevant legislations are Drug Act 
1978, National Drug Policy 1995, 
Patent Design and Trademark Act 
1965, Copy right Act 2002 and related 
rules and regulations, Intellectual 
Property Policy 2017.

 WTO Agreement on Trade-Related 
Aspects of Intellectual Property Rights 
(TRIPs)



TRIPs and  
Pharmaceutical 

Sector

 TRIPs set global minimum standards for the 
protection of intellectual property- both 
substantive and procedural standards,

 Article 27 requires patent protection to all 
field of technology. Members can no longer 
exclude medicines from patent protection.

 Article 28 and 33 oblige members to grant 
patentholder a set of exclusive rights (i.e. to 
prevent third parties from making, using, 
offering for sale, selling or importing for 
these purposes the patent product without 
consent) for a minimum period of 20 years.

 TRIPs deals not only with patents but also 
with other form of intellectual property 
rights, such as copyrights, trademarks, 
industrial designs, geographical indications, 
and confidential information, including test 
data.



Potential Impacts of 
LDC Graduation   



LDC 
Graduation and 
Pharmaceutical 

Products 

• Exemption from applying all substantive TRIPs 
standards, except Article 3, 4 and 4 until 1 July 2034 
or until such date on which they cease to be a LDC 
Member, which ever is earlier. (Article 66.1, and 
IP/C/88 dated 29 June 2021)

• Exemption from providing protection for 
pharmaceutical patents, from providing the 
possibility of filing mailbox applications and from 
granting exclusive marketing rights until 1 January 
2033 or until such date on which they cease to be a 
LDC Member, whichever is earlier (IP/C/73 and 
WT/L/971)

• Waiver from notification requirements for issuing 
compulsory licenses for exports of pharmaceutical 
products to LDCs or other countries with insufficient 
manufacturing capacities in the pharmaceutical 
sector (Article 31 bis)



Way Forward   



Continue to 
Pursue 

Extension of 
TRIPs 

Exemptions for 
Post-Graduated  

LDCs

 MC12 of WTO- ‘We recognize the role that certain 
international support measures in the WTO can play 
in facilitating smooth and sustainable transition for 
these Members after graduation from the LDC 
Category.’ (para 5 of MC12 Outcome Document)

 Doha Programme of Action- ‘We welcome that the 
United Nations graduation process helps to ensure 
that no graduating country has its special and 
differential treatment measures and exemptions 
reduced abruptly. We invite development and trading 
partners to consider extending to the graduated 
country trade preferences previously made available 
as a result of least developed country status or 
reducing them in a phased manner in order to avoid 
their abrupt reduction’. (para 278 of Doha Programme
of Action for the Least Developed Countries)



Use Flexibilities 
in IP Legislation 

 Interpret Article 27.1 of TRIPs Agreement in a 
manner that excludes new uses, formulation, 
doses or combination of previously patented 
medicines from patentability criteria,

 Provide for full and precise disclosure of an 
invention, particularly for biologicals,

 Allow limited exceptions for purpose of 
scientific experimentation (research 
exception) and for facilitating regulatory and 
market entry approval (Bolar exception)

 Provide for compulsory licensing under 
Article 31 of the TRIPs Agreement, which 
allows for the exploitation of patented 
subject matter through government 
authorization without the patentholder’s 
consent, for reason of national emergency 
and public-non-commercial use.



Use Flexibilities 
in IP Legislation 

(contd…) 

 Provide for exhaustion of rights and parallel 
importation under Article 6 of the TRIPs 
Agreement and paragraph 5 (d) of the Doha 
Declaration,

 Provide for exportation of pharmaceutical 
products produced under compulsory license 
to other developing country or LDC with no 
or limited manufacturing capacity,

 Provide exception for test data protection,

 Provide for MC12 Ministerial Decision on 
TRIPs Agreement regarding production and 
supply of Covid-19 vaccines without the  
consent of right-holder.



Strengthen 
Capacity of 

Pharmaceutical 
Manufacturers  

 Provide positive effective rate of protection 
to pharmaceutical products,

 Ensure quality assurance, including a reliable 
resource of assured-quality raw materials,

 Provision reliable and continuous supplies of 
utilities, e.g. water, waste disposal, power 
etc.

 Provision adequate distribution 
infrastructure and logistics,

 Supply of competent human resources,

 Attract foreign direct investment.
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