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its people. .

In this paper Mrs. L. G. Jayawardana (D.T .M. & H.PhD) and Mr, H. M, N,
Bandara (B.Sc. Dip. Food Sc.) maintain that Sri Lanka’s dependence on com-
panies of “Developed Countries™ (for at least very essential items required for
primary health care) could be reduced in the near future if the expanding pro-
grammes Jaunched by both public and private enterprises of the local pharma-
ceutical industry are encouraged. They also show that there is a need and potential
for the development of the pharmaceutical industry within the Third World coun-
tries, but this has to be done on a rational basis. The development of the industry
should be linked with controls that prevent the exploitation of the country or
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Tho arrival of Western nations in
the Bast, influenced the life of its
People in many ways. From the
time of their arrival, they played a
dominant role due to their advanced
industrial development and techno-
logical know-h¢w. An area in
which this development gap is most
marked, is in the compact and
sophisticated ficld of pharmaceu-
tical manufacture. The knowledge
ofthe use of Western pharmaceutical
products spread to the Bast with the
beaching of western medicine and
has far outpaced the knowledge of
its manufacture. Further, the treat-
ment of diseases with western drugs
has significantly replaced (if nct
extensively) the indigenous systems
of medicine. In the Boutheast
Asian and Asian Pacific Regions,
only two countries can boast of real
technological knowledge in pharma-
ceutical manufacture. 8.1 Lanka
along with many others has lagged
far behind.

Historical Aspect

At the beginning of the second
half of the 20th century; small manu-
facturing units were set up in B8ri
Lanka. Taese were mostly for re-
packing of finished pharmaceuticals
imported in bulk. Later they were
improved and modified for formu-
lation as well.

Presently there are 18 registered
pharmacsutical  “manufacturing”
units in 8¢ Lanka (of these only
one is under Scate administration).
Among 17 approved private sector
units only 12 were actively engaged
in 1977/19178.

1. M/s Pfizer Ltd.
2. Mis Glaxo (Ceylon) Ltd.
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. M/s. M, 8. J. Industries (Ceylon) Ltd.
. M/s. Warner-Hudnut (Lanka) Ltd.

2 Nilsd Reckitt & Colman of Ceylon
td,

M/s. Maharajah Organisation Ltd,

. -MJs. Unical (Ceylon) Ltd.

. M/s. Arfon Laboratories Ltd,

10. M/s. Associated Pharmaceuticals Ltd.
11. M/s. Metro Pharmaceuticals Ltd,

12, M/s. Mackwood Industries Ltd.
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All these manufacturers are en-
gaged in repacking and formulation
of pharmaceutical preparations using
imported raw materials. Only one
of them makes injectables.
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General Features of Local Manufac-

_ture of Pharmaceuticals

“The pharmaceutical industry. in
developing countries could be broad-
ly classified into. the following

_groups :

(a) Group I: Countries which have no
pharmaceutical industry who are total-
ly dependent on imported pharmacen-
ticals in their finished form.

(b) Group XI : Countries which have star-

* ted repacking of processed pharma-

ceuticals imported in bulk and also

make simple formulations.

() Group IlI: Countries that produce a
wide range of formulations in various
dosage forms and also manufacture
simple bulk drugs from imported inter-
mediates. )

(d) GroupIV : Countries which manufac-
ture a wide range of bulk drugs from
imported intermediates and who also
manufacture some intermediates from
locally available rdw materials.

(¢) Group V : Countries having facilities

-to manufacture most of the inter-
mediates required for the pharma-
ceutical industry and also having the
facilities to carryout local research
in order to develop new products and
manufacturing processes.

Bri Lanka falls into Group II of
the above clagsification since the
industry is mostly concerned in the
formulation of simple drugs and the
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repacking of procossed pharma-
couticals imported in bulk. At pre-
sent over 190 preparations are for-
mulated locally and abcut 20 pre-
parations are imported in bulk for
repacking into consumer packs.

Table I -

Percentages of the various groups of
formulation processed locally

in the year 1977
Groups

Vitamins, cough remedies 36%
Antimicrobial, antiprotozoal,

antiseptic .. .. 10%
Anthelmintic, antipyretic,

antifungal .. .. .. 13%
Others . . A%

Production of Tablets

The annual requirement of tablets
in 8ri Lanka is in the region of
1300-1400 millions of which about
600 millions is currently manufac-
tured locally. Ten private sector
manufacturers are engaged in this
activity. It has been estimated that
their capacity, based on the avail-
ability of machinery is about 800
millions per annum. Although 10
firms mapufacture tablets, only 4
have adequate facilities for sugar
coating. Others manufacture only
Plain tablets. At present about 70
types of tablets are manufgctured
for both private and public sector
distribution. It is noted that tablets
for “primmy heslth care” only
account for about 209, of produc-
tion for private sector distribution.

The figures for the production of
tablets from 1972-1977 (Graph A),
on page26 that there is a considerable
devolopment from 290 millions to
544.2 millions in 1976 (an increase
of 187%).

Graph B shows the increase in
production of tablets by five indivi-
dual firms for the period 1972-1977.

Production of Capsules

Five manufacturers have facilities
for capsulating. Four are at present
engaged in production. It has been
estim:ted that about 60 million
capsules could be manufactured
with the available capsulating
machines.

The ‘local production of capsules
was also underutilised. In 1972
the Production was only 1569 of the
possiblo capacity until the SPC
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commenced its contract marufac-
turing programme. In 1976 over 46
million capsules were manufactured
locally. However, a drop in pro-
duction was seen in 1976/77 due {o
technical problems faced by one

of the major capsule manufacturers
(refor Graph C).

A salient feature inthe production
of capsules is that tho major share is
occupied by items that are required

50
Total Productién of Capsules

&0 \

s
g
=]
z S
A
a
K]
g 20
=}
&

0

5

o o

1’ 1972 k) 1974 1975 1976 1977
Millions 65
75 7? "y 51 5.4 M6
s Graph *‘C

27



for primary health care due to the
gl;gufs.cturing Programme of the

Production statistics for 1977
shows that five types of antibiotics
and four types of vitamin capsules
are manufactured in S Lanka.
The increase in production between
1972-1977 was due to the restriction
imposed on imports of pharmaceu-
ticals which were being manufactured
locally.

Production of Liquid Preparations

Currently over 65 types of liquid
preparations are formulated locally
by eleven pharmaceutical manufac-

. turers. However, the major share
of production is being handled by
three manufacturers. It is noted
that in the year 1976 the total pio-
duction of liquid preparation was
around 873,000 litres of which over
400,000 litres are vitamin/cough re-
medies or similar products. Graph D

shows the growth pattern of liquid .

production from 1972-1977. The

- slight drop in 1975 is mainly due to
the increase in prices of raw material
presumably as a resilt of the oil
crisis (Graph D). The incresse in
production of liquid reparations by
five major firms for the period 1972-
1977 is shown in the Graph E.,
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Production of Injectables

M/s. Plizer (Ceylon) Ltd., is the
only local manufacturer hsving faci-
lities for the. production of inject-
ables. The following types of pre-
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parations are currently being manu-
factured by this firm: Vitgmin B1,
Oxytetracycline, Cyanocobalamin
and Vitamin B Compound.

In 1977 the production of in-’
jectables was in the region of
140,000 units.

Categories of Local Production

Locally processed pharmaceuti-
cals can be grouped according to
the following : :

(a) Pharmaceutical preparations
manufactured by the private
sector for their own distri-
bution.

Pharmgceutical  preparations
manufactured by the Private
sector for the Biate on con-
tract.

Pharmaceutical  preparations
manufactured by the Private
sector for the Biate on tenders.

Pharmaceutical  preparations
manufactured by State insti-
tutions.

Pharmaceutical Preparations Manu-
factured by the private sector for
their own distribution -

Over 859, of the total local pro-
duction for the private sector dig-
tribution is met by eleven pharma-
ceutical manufacturers. They utilise

(b)

(c),

()
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raw mabarials and packing materials
imported or purchased locally by
them.

Number of items manufactured for the
private sector distribution

1977)
Tablets .. .. .. 57
Capsules . .. 5
Liquids .. .. .. 65
Injectables . . 4
Powders . .. 8
External Applications e 22

16l

In 1977 these manufacturers wore
engaged in the production of 161
preparations. Over 409, of their
production was compused of Vita-
min praparations, soluble Aspirin,
cough remedizs, counter irritants
and similar proparations.
Pharmaceutical preparations manu-
factured by the private sector for
the State on contract (to be distri-
buted by the State Pharmaceuticals
Corporation and the State Medical
Stores)

A study made during 1972 on the
local pharmacoutical industry re-
vealed that the available capacities
ware not fully utilised by the local
manufacturers.

Available annual
capacities of manu-
facturing firms
(working one 8 hrs.
shift)
Utilised
capacity
Tablets 750 300 (40%)
(in millions)
Capsules .. 40 6 (15%)

(in millions)

The annual roquirements oftablets
and capsules during that time was
in the region of 1000 millions and
120 millions respectively and it was
estimated that if all manufacturers
worked one shift, 76% of the
Island’s requirements could bo met.
In order to make bzttor use of the

The Table shows Quantities manufactured under the *“34-Drug Programme”

underutilised capacities of the pri-
vate sector, during 1973, the Btate
Pharmacet ticals Corporation launch
od a spocial manufacturing pr-
gramme called the ¢34-Deug Pro-
gramme”. Under this scheme the
raw materials supplied by the Corpo-
ration wore converted into finished
Products and sent back to the Cor-
Poration for distribution. A manu-
facturing fee was paid to the manu-
facturers for the items manufactured
under this programme.

Problems encountered in carrying out
“34-Drug Programme’’

The expected benefits of the 34-Drug
Programme have not been achieved due to
severa] reasons of which the major ones are
given below :

1. Delays in Delivery
There are delays in the supply of the
items due to delays in issue of Drug
Quality Control Laboratory certifi-
cates, Some manufactyrers who also
manufacture branded products for
their own distribution do not give
sufficient priority to the manufacture
of SPC products.

2. Excess Stocks of Raw Materials

After the liberalisation of imports,
sales of certain products manufactured
under this programme suffered severely
due to imports of branded products.
This resulted in excess stocks of finished
goods and raw materials.

3. Quality Problems

The manufacture of some items were
suspended due to quality problems.

4, Frequent requests for increases in
manufacturing fees.

5. Stoppage of production without due
notice.

6. Threatened litigation and claims by
some firms.

Pharmaceutical preparations manu-
factured by the Private Sector for
the State Pharmaceuticals Corpo-
ration on Tenders (to be distributed
by the State Pharmaceuticals Corpo-
ration and/or State Medical Stores)

Most of the pharmacoutical pre-
parations and raw maferials rc-
quired by the State Pharmaceuticals
Corporation snd Btate Medical
Btores are obtained by calling world
wide tanders. Loceal manufacturers
too quacte for such tenders. Special
consideration was given to the
saving in foreign exchange before
November 1977,

When & tonder is awarded to a
local manufacturor the required row
materials are also obtained by the
manufacturer unlike in the contract
manufactine programme.

Production of pharmac. uticals n
tonders from 1974.1978 is shown
below :

Production 1974 1975 1976
Tablets (in millions) 43 80 89
Capsules (in millions) 2 - ..
Liquid preparations

(in '000 litres) .. 8 15 66

Pharmaceutical preparations manu-
factured by the State Institutions
At present there is only one State
Institution, the Medical Research
Institute (M.R.I.) ongaged in the
production of Pharmaceuticals.

Tais Imstitution manufactures
Anti-Rabies, Anti-Cholora, Anti-
Typhoid and Bmall Pox Vaccine
(Freeze dried) to meet the total
public sector requiremont.

Raw Materials in Local Manufacture

As mentionet carlier most of the
raw material requirements for the
pharmaceutical industry are obtein-
ed from foreign markets. Howgver,
a few items like Kaolin. Castor,
Eucalyptus and Pine Oils are manu-
factured locally in small quantities.
Tt is advisable that small ynits be
set up for the extraction of some
basic raw materials from locally
available natural products. The
Coylon Institute of Beience and
Industrial Rescarch has done con.
siderable study on some of these
items,

during the period 1975-1978

together with the Ex-factory cost and approximate Foreign Exchange Savings for each year,

Quantities ma. u-
factured in milli-
ons of tablets

Year

1975 929
1976 210
1977 250
1978 335

ons of capsules

Cost of raw mate- Approximate ma-
Quantities manu- rials including nufacturing fees Total Approximate
factured in milli- duty and clearing paid to local ma- ex-factory foreign exchange
charges nufacturers cost savings
Rs. m. Rs. m. Rs. m, Rs.m.
38 7.7 1.5 9.2 3.0
27 8.0 2.5 10.5 2.8
34 10.0 3.0 13.0 3.9
25 13.2 3.85 17,05 8.0
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Foreign Exchange
Utilisation and
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Manufacturing
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Prior to the implementation of
the Open General Licence scheme,
approved. pharmaceutical manufac-
turers were allowed to import their
raw maborial requirements (without
payment of Foreign Exchange Entit-
lement Certificate schemes) on thea
approval of the tato Pharmaccu-
ticals Corporation and the Ministry
of Industries and Seciontific Affairs.
After the Government “libaralized”
imporls in November 1977, local
manufacturers are able to import
thoir raw mat:rial requirements with
out sinetions. It is expected that
this release would have a favourable
impach on the development of the
pharmaceutical industry.

Fine Chemicals

The fino chemicals required for
pharmacautical industries are pre-
-gently not manufactured in Bii
Lanka. The poor demand, lack of
mgchines and technical know-how
are the main reasons for this situ-
ation. Tae WHO and UNIDO
have suggested that the possibility
of manufacturing fine chemicals on
a regional basis b studied.

One country could undertake the
manufacture of an item to meet the
requiroments of neighbouring coun-
tries as well. As an example,

30

Chloramphenicol, Ampicillin Trihy
drate and Paracetamol could be
manufactured in Bri Lanka out of
late infermediates. In the case of
Chloramphenicol we could set up
plant baving an sunual output of
25 metric tons. The requirements of
the country is only 5 metric tons per
annum. Tho balance 20 metric tons
could be s0ld tn other countries in
the region.
Examples of some bulk imports in

Sri Lanka are given below for
the year 1978

Aspirin 100 metric tons
Magnesium Sulphate 60 metric tons
Paracetamol 35 metric tons

Quality Assurance of Locally Pro-
cessed Pharmaceuticals

Tane local authorities responsible
for maintaining the quality assur-
ance of locally formulated and
packed pharmaceuticals are :

(a) The National Formulary Committee

This Committee deals with matters re-
lating to therapeutics and was set up
by the Government in 1959 as the Hospital
Formulary Committee. This committee is
working under the Ministry of Health and
the major activities with regard to the local
drug industry is the inspection of local
pharmaceutical factories; to advise the
government with regard tos applications

. made by local manufacturers for the for-

mulation of new preparations, and to
advise the government on applications for
setting up of new pharmaceutical indus-
tries and other relevant matters, Their re-
commendations are implemented through

" the Ministry of Health and Ministry of

Industries & Scientific Affairs.

(b) The Drug Quality Control Laboratory

The Drug Quality Control Laboratory
was established in 1971 under the
Colombo Plan Aid from Japan, and
functions under the Ministry of
Health, The major activity of the
Drug Quality Control Laboratory is as
follows :

i, The testing of locally repacked and
formulated drugs supplied to State
Medical Stores and State Pharma-
ceuticals Corporation.

ii. Conducting bio-availability studies
and .

iii. Investigate complaints on drugs by
the Medical profession and public.

This laboratory is the best equipped
quality testing laboratory in Sri Lanka,
and deals mainly with chemical analysis

of drugs.

Medical Research Institute

This is a research laboratory working

under the Ministry of Health and

carries out examinations on the biolo-
- gical activity of drugs.

©

(d) The Ceylon Institute of Scientific and
Industrial Research

The Ceylon Institute of Scientific and
Industrial Research is under the Ministry
of Industries and Scientific Affairs and
performs quality testing of drugs as and
when required.

(e) Laboratories of Local Manufacturers

It is generally accepted that the manu-
facturer is responsible for maintaining
rigid inspection of all stages of production,
and that he has sufficient analytical faci-
lities in respect of qualified staff, equipment
and related services. It is also expected
that he maintains proper records during
all stages of production and of analytical
tests performed,

Among the local manufacturers 6 have
satisfactory Quality Control/Quality Test-
ing laboratories. Others depend entirely on
outside laboratories (locil and foreign).
However, all Jocally processed drugs re-
leased through the State Pharmaceuticals
Corporation are tested and approved by
the Drugs Quality Control Laboratory or
other accepted Quality Control Labora-
tories.
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Sales and Distribution

Sales and digtribution of locally
processed. pharmac.uticals could be
broadly clagsified into :

(1) Private sector distribution by
locz] manufacturcrs and their
agents.

(b) Public sector distributicn by
the Btate Pharmacsuticals Cor-
poration wnd Srate Medical
Siores.

Private Sector Dkﬁibution

Over 160 preparations manufactured
locally are directly distributed by the pri-
vate sector., Almost all loca] manufac-
turers have their own distribution systems
which is generally by wholesale, under their
trade names.

Public Sector Dist.rjbution

The State Pharmaceuticals Corporation
sells drugs directly to chemists, doctors and
authorised institutions. Several area dis
tributors have also been approved recently
in order to provide a better distribution of
drugs throughout the island. The Corpo-
ration also retails pharmaceuticals through
3 retail shops (Osu Salas) in Colombo.

State Medical Stores

This stores looks after the distribution
of drugs to government hospitals/insti-
tutions. Requirements for the State Medi-
cal Stores are obtained through the State
Pharmaceuticals Corporation and deli-
vered direct to the State Medical Stores.

From the State Medical Stores, drugs
are sent out to the divisional drug stores.
Each divisional store: is responsible for the
distribution of drugs to' the government
medical institutions in their respective areas.

Brand and Generic Names

Drugs manufactured locally for

. the Bite Pharmacsuticals Corpo-

ration are labelled and marketed by
their official (generic) names. Drugs
manufactured for private sector dis-
tribution are permitbed to be labelled
by both official (generic) and brand
names. H)wever, manufacturers

are requested to label drugs by their

official (generic) names in bold type
and. brand names (given beneath)
in half size.

General Discussion

In the fald of pharmaceutical
industry, 8: Lanka is gtill at an
oarly stage of development. The
necessity for expanding the techni-
cal know-how of pharmaceutical
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manufacture becomes more impor-
tant due to the large sum of foreign
exchange spent in importing pro-
cessed. pharmacauticals (ref. Graph
F). Inthe year 1978 this figure was
approximatoly Rs. 134 millions and.
for 1979 this may even exceed Rs.
143 millions. This trend will by
more marked due to the increase in
Price of pstroleum products and the
consequent effect on inflation. Since
our labour costs are low, depen-
dence on pharmaceutical manufac-
turing com_ anies of ‘Duveloped
Countyies’ could be eased to a large
extent by expanding local manu-
facture by both private and public
sectors. From past experience it is
noted that private euterprise con-
cenfrates mainly on products that
could yield high profits irrespective
of their necessity for primary health
care. It is therefore, necessary that
the state should take steps to manu-
facture items that are essential for
the health needs of our country,
In doing so, in addition to pro-
viding employment, a substantial
saving of foreign exchange can be
offected. Drugs could be produced
locally at a cheaper price with, con-
fidence and security of the service
provided by the Btate to the country.
One of the most important features
will be the increase of technical
know-how which will reduce the
present dépendence on foreign
countries.

Under the present liberalisation
policy of the Government, manu.-
facturers have been p.rmitted to
import raw materials, picking mate-
risls and machinery without con-
trol. Tnis has given an elastic
atmosphere to the industry which
should. result in increased produc-
tion. Tiae Government is also plan-
ning to manufacture some of the
essential drugs for primary health
cara locally. Tt is expucted that o
sum of Ri. 20 million could be
saved annually in foreign exchange
by the setting ip of such a project.
Tae government has already called
for tenders for setting up a local
plant to manufacture infusions. Tuis
will reduce the need to import and
store these finished pharmacouticals
as is done at present.

8.1 Lanka’s dependence on com-
panies of “Duvelopsd Countries”

(for at least very essential items re-
quired for primary health care)
could be reduced. in the near fitture
ifthe expanding programmos launch:
ed by both public and private enter-
priges of the local pharmaceutical
indugtry are encouraged. If wo
achieve this we could move on to
the next phase in pharmaccutical
Production, namely the manufac-
ture of intermedirtes and basic
chemicals,

Conclusion

It is an established. fact that in
all its aspects, in the pharmaceutical
industry, the greatest progress has
been made by the developed coun-
tries. It is also well known that tho
consumdption of the manufactured
Production is also highest in these
countries. In fact, it is said that
“life has been reduced to disesses
to be cured by the seles Propagation
techniques of the Pharmaceutical
Industry”. The Pper capita con-
sumption of drugs per annum per
Person (1976) is loss than 1 URB. §
in developing countries; it is as high
a8 50 U.8. § in the devoloped world.

It is estimated that the develeped
world accounts for about 889 of
the global (pharmacoutical) produc-
tion and. about 85% of tho consump-
tion (Raf. Publication UNIDO’s
role in the dovelcpment of the
pharmaceutical incustry in devolop-
ing countries, 1978). It is known
that the teeming millions of the
world. are in develoPing countries;
that they ave ridden by ill-health and
puverty and thet there is o groat
need and potentizl for the devel,p-
ment of the pharmaceutical industry.

In a country such as Bri Lanka,
the cstimafed per cepita consump-
tion per annum is U.B.§ 0.60 (Rof.
WHO's report on drug policies and
management seminar 1978). It
needs little comment that there is a
vast potential for the devulopment
of this industry here. Graph F
shows the finance of manufacturing
companies in B:i Lanka betweon
1972-1976 and needs little cxpla-
nation. Tae develupment of the
industry should, howuver, be linked
with controls that prevent tho ex.
ploitation of the country or its
people.
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