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I‘ PURPOSE ) °

1. The writer was asked by the United Nations Industrial
Development Organisation (UNIDO) to underiake an assignment
to provide the Governmmert of Zambia with policy oriented
technical and economiczl! advice cn long range strategy and

short term plans for the development of pharmaceutical industrye !
A similar UNIDO assisnrent was undertaken in January 1973 (Report
TCD/200)

2. The writer was ass3igned to the Hinistry of Health as Dirsctor
of Pharmaceutical Services to assist the Government of Zambia in
the followingt-—

.‘" ~— 1)

<~ 2)

~ 3

Determinatinn of priority ueeds and survey of existing
industrial activities. .

Visit existing pharmacentical factories and offer advice
on technical, economic and managerial mattem

Prepare a survey on existing industrial manpower and
technical skills, projecting future demands and detarmining
the training required tc meet the needs.

Work out the rationalisation of production activities of
Medical Stores Limited including:

a) Planning of a quality control laboratory

b) Assessmen* of existing capacity of svace, production
equipment, personnel and their optimum utilisation.

c) Rationalization plan for production of liquid forms,
ointments and creams.

d) Drawing up of plans for alterations in the existing
premises and preparaticn of additional production
equipment,

- 4) BEvaluation cf proposals received and formulation of new
project proposals. .

- 6) 1Identify Covernment inputs required for the implementation
of the proposed projects on the development of a pharma-
ceutical industry and assistance to be provided.

- 7) Collect market datae

. 8) Prerare Treports required on ad-hoc basise.

9) Dissemination and use of collected material
- 10) On the spot training of local personnel
{ 11) Submicsion ¢f a detailed report containing the findings

and recommendations.




3. The assignment was taken up in January 1982 for six months

and was subsequently extendsd for ancthe» thras montns. At the

time of the arrival, the Government of the Republic of Zambia

was facing an acute problem of pharmaceutical supplies. For

this reascn the writar's main task from the Government's point

of view was the re—organisaticn of pharmaceutical services with

the immediate pricrity of resclvinz the protlem of drug supplye. '
Bxisting arrangements with Medical Stores Limited, a parastatal
company had run into difficulties znd the Ministry of Health
felt the necessity of setting up a Department of Medical
Supplies wkile retaining the Medical Stores Limited as its
agent for procurement, storage and distribution of drugs. A
Drug Supply Committee was formed . - - by the Hon. Minister of
Health, on a directive from the Right Hon. Prime Minister.

4+ For the present assignment, the tasks assigned to the writer
in effect were as follows which alsc consitituted the Work Plan:-

1) Organisation of medical supplies listed in the Medical
Stores catalogue through the establishment cf Medical
Supplies Department, which involved planning of supplies
through estimates on a provincial and national basis,
purchasing of all medical supplies and their storage and
distribution both at the Centre as well as to the stations
in the provinces.

2) Contrnl and co-ordination of the activities of the three
parastatal pharmaceutical manufacturing companies,
National Drug Compnay (FNDC), General Pharmaceuticals
Limited (GPL), and Medical Stores Limited (MSL) in order
that these companies can adequately supply the require-
ments of the Ministry of Health. Similar control to
be exercised on pharmaceutical units in the private sectore.

3) Preparaticn of drug legislaticn and enforcement of regulations
for registration of pharmaceutical preducts manufactured in
and imported into the country and contrcliing their quality,
including prescribed procedures for registration and inspe-
ction.

II PROJECT AREA

-

ie General

1¢1 The Republic of Zambia, having an area of about 752,612 sgaure
kilomeires, is a land-locked country with a population of about
5,700,000 (1981 census), the annual increase rate being 3.1%. The
main population density is in the Copperblet Province and the City
of Lusaka, the capital. The average life span is estimated as 45
yearse The total number of persons employed is estimated as about
400,000 out of which about 20,000 are non-Zambians.
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1.2 The Gross National Product at current prices in 1?78

is recorded as kwacha 2,291* millions, giving a ner capita

income of K402.00. Th® manufacturing sector forms aboul 20% of

the total Gross Domestic Product. Copper is the main scurce of

foreign exchange earring, but the country hss economic protlems due

to decline in coprer prices in the world market. The balance of i
payreats calculated on the basis of imports and exports and combined

with services, transfers and official transastions stands unfavourably.

1¢3 Zambia has associated itself mcre closely with neighbouring
countries like Angola, Botswana, lesotho, Malawi, Mozambique,Tansania,
Swasiland, Zimbabwe in an economic grouping formed in 1980 as Southc:n
Africa Development Cooperation Conference {8ADCC) with the main
objective of developirg resources and infra-structure to reduce
dependence or South Africas Internationally, Zambia participates

in programmes of Economic Commission for Africa and regiornally in
plans for Preferential Trade Areas, besides being an active member

of the United Nations, its Agencies and subsidiary organisations

20 Communications

241 Zambia being a landlocked country has only one direct point
of entry i.e. by air. The Lusaka International Airport has enabled
the country to be on a wide variety of jet air-routes conrecting
Zambia with Britain, Europe and a number of African countries. In -
addition to normal air cargoes, air charters also operate. However,
the cost of air freight is high.

2.2 The sea-routes are thrcugh Tanzania's main seaport Dar-es-Salacm,
Mozambique's Beira and Maputo, South Africa's Port Elizabeth and
Durban and Angola's Luznda and Lobito. Dar~es-Salaan takes the
majority of sea cargoes because of good rsil and road links
between Tanzania and Zambia. Angola's »orts are at present rarely
used,

2¢3 The internal communications are well developed, A railway
net-work operated within Zambia. The movement of goods to and
from the Copperbel+ and from Lusaka are mainly through the haulage
companies, which operate intermally and externally.

3. State Policy on Trade and Industry

3¢1 The Government cf Zamtia provides a legislative base for
investment, taxation, tariff, import and export, labour relations,
price control and professioral matters. Since independence, the
Government, while encouragirg private enternrise, has enmbarked on
getting up industries in the parastatal sector, which are either
wholly owned by the Covernment or in participation with private sector.
However, the management and control of companies in the parasstatal
sector rests with Government nominees on the Board.

#1 Kwacha = US dollar 1.083
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III BEALTH FACILITIES AND DRUG SUPPLY

1« Health Care

1.1 Broadly the Healtl Policy of the Staie is to provide a

free Health Service to all people in Zamtia so that health facilities
are within ‘'easy reach'! of +he population. Zambia has 82 hospitals
containing 14.000 teds, 676 Health Cenires and Clinics with 5,600 beds
and 16 leprosaria. The above figures are of 1978 and include mission
and mining hospitals. In 1980, 2732 medical practitioners, 363
pharmacists and 43 pharmacy technicians were regzistered with the
Medical Council of Zambia. ‘

The pharmecicts and pharmacy technicians are mostly employed
in the Government, retail and wholesale trade, and production unitse.

142 The National Expenditure (recurrent) in 1977 was about
K660,700,000 which rose to the budgetied figure for 1979 as K725, 500,000,
the Eéa’th Sector accounting for Te 7% while the capital expenditure

was K160,000,000 and 124,000,00C respectively. The per capita

budget for the Health Sector for 1978 was K10e2s The figures for

the years 1981 and 1982 budgets are as follows:i-

1981 1982
National Budget (Recurrent) K1070m K1169e4m
National Budget- (Capital) K242m K332m
Health Secretor (Recurrent) K78467m K95m
Health Sector (Capital) K846m K11e8m
Health Sector of National Budge+ 5465% Te11%
Per capita Budget K153 K187

¢33  Zambia suffers from diseases common tc the whole Africa,

the majority being associated with envirommental and social

conditicns and malnvirition. The major discases in terms of

hospital zttendance and admiscions are resipiratory, abdominal ailments,
injuries, infections (bacterial, viral and p_ras1tlcal) and malaria,
skin, eye and ear infections, anaemia, malnutrition, measles and
tuberculosis.

2 DRUG REQUIREMENTS

2e1 The total Government expenditure on medical supplias budgetted
for 1982 is K16 million, out of which the drug requirements are
estimated as K9 millione The requirements of mining hospitals and
private whclesale and retail sector are taken as additional K5 millions,
making the cocuntry's requirements of drugs as K14 millions. This
estimate has been found as insufficient in the lighti of prevailing

drug shortage in Zambia.




-

-2 ~

2.2 In terms of dosase Torm presentztion, the present
rcouiprements are composed of the following:—

Quantity Price QK\
a) Tablets 500,006,000 7,500,000
b) Capsules 70,000,000 1,250,000
c) Syrup/Liquids 500,000,000  3,000,C0C
4) Ointments/Cresms 100 tons 800, 000
e) 1Intravencus Fluids (units) 700,000 1,750,0G0
f) Parenteral Products including
dry filled vials and ampoules 8,000,000 4,000,000
g) Suppositories 50C,000 40,000
h) Miscellaneous 100,000 50¢,000
TOTAL 13;840,000

3. DRUG SUPPLY

3.7 The Ministry of Healtlh (MeOeH.) iz responsible for the

supply of druzs to all governmen*t and Goverrment-aided Church
Hospitals and Irstitutions. Approximately 70% of these supplies are
provided by *he Medical Stores Limited (¥SL) a wholly owned parasiatal
company which i3 ynder *the conrtrol of the Ministry of Healthe The
balance of 30% isprovided eitier by direct imports or by local private
wholesalers. Approximately 75% o7 tha supplies are imported. The normal
budget for medical supplies ha: been around K15 millione

342 The Medical Stores Limited receiveg regquistions from

the Central, Provincial '‘Hospitzls ana Miscion and other health
institutions including the medical centres. These institutions and
stations are duly warranted by appropriate Central and Provincial
Hezlth Authoritiess PFrom these requisiticns and on the basis of esti-
mates prepared from past issues, the MSL orders the requisite quanti-
ties «The orders' proceaure coagists of preparation of enquiry docu-~
ments by MSL for submission to the Central Supply and Tender Board
(CSTB), which invites and receives quotations for commercial and
technical adjudication by the MSLe. On the formal approval by C3TB,
MSL arranges for the requisite letters of credit and orders are
placed.
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33 A short history of Medical Stores Limited is relevant to
undersitanding the drug and medical supply situation in Zambia.

Until 1975, MSL was a Denartment of Ministry of Health. 1In

1976, in an effort to give the Government a bigger share in the
supply of pharmaceuticals, HSL became a parastatal company under

the Ministry of Mines and Industry. In 1977, the company was

hanied over tc the National Import and Export Corporation (NIEC),
which is cwned by the super—parastatal company, Zamtia Industrial and
Mining Corporstion (ZIMCO). In 1980, MSL came under the jurisdirtion
of the Minist»y of Health, but retained its status as a parastatal
companye

3.4 There has been a sericus shortage of drugs for a considerable
time. Government drug expenditure fell from K14.7 million in

1980 to Ki0.7 million in 1981. The budgetary allocation for

1982 is K164 million, but constraints of non-availability of
cash and shortage of foreign exchange persist in the way of
utilising the full allocatione

3.5 Attempts have been made to supplement the imports of drugs

by obtaining supplies from local manufacturing units. This has

not been successful due to inadeguate production and abnormally

high prices (in comparison with import prices) from both the publiic and
private sectors (the private sector, incidentally lacks quality

control facilities zs well)s Tne notabtle axcepticn is the supply

of intravenous fluids from General Pharmaceuticals Limited, a
parastatal company set up with UNIDO/UNDP assistzance, which supplies
the entire requiremenis of the country.

346 The parastatal Mining Company, Zambia Consolidated Copper
Mining Company Limited (2CCM) runs its own hospitals and medical
facilities. t obtzins drugs and medical supplies through its
subsidiary in United Kingdom, Zambiaz Engineering Services and
its normal budget is K2,000,000 per yeare.

3»7 The procurement for the private sector is done by private
wholesalers and the paractatal National Drug Company Limited (NDC),

a subsidiery of NIEC. The NDC has its own chain of retail pharmacies,
Holdsworth Chemists in the main cities and towns. In addition,
smaller chains of privately owned pharmacies are run in varicus

parts of the country.

4, PHAARMACTUTICAL TNDUSTRY

4.1 4 survey was conducted of pharmaceutical manufacturing
companizs in Zambia. 4 list of compesnies either licensed or

in the process of being licensed was obtained from the Ministry
of Commerce and Industry. This 1ist contains the names and
addresses of 24 companies, to which have been added two companies,
which, from personal knwledge. are manufacturing pharmaceuticals,
However on making enquiries, it Was learnt that only 11 companies
are actually manufactuing or intend to undertake manufacture in
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the near future, and only these compapies wsre visited. The
rest either exist cn paper only or have very long-term plans,
if any. Some companies ne” included in the list, import wyyik
pharmaceuticals for lccal packaging.
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4.3 There are three manufactuzmrers in the public sector as
follows:=-

a) National Drug Company Limited (12C), Lusaka
b) Medical Stores Limited (MSL) Lusaka

c) General Pharmaceuticals Limited (GPL), Kabwe

a4 NATIONAL DRUG COMPANY

4e4e1 The procduction range of this company includes 65 products in
tablets, 2 in capsules, 15 in ointments, 7 in creoms, 4 as rtls,
embrocation and pastes, 14 antiseptic solutions and 40 syrups,
elixis, liquids, mixtures, linctus and tinctures. In addition,
they have also a toiletesries and cesmetics range which includes
glycerines, creams, hair creams, dog shampoos, etc.

4a4e2 Tallets

The producticn departwent has the following eqgnuipment:-

a) Weighing: two balinces, 250 kg and 20 kg capacity

b) Mixing: one Diona Ifizer, 100 kg capacity, which is
basically for wet mixing, capable of blending 5C0
tens of powder per year. There is o mixer for dry
blending.

¢) Granulation: one Manesty Granulator, 50 kg capacity

a) Drying: one Fluid Bed Dryer, capazble c¢f drying about
240 tons of granules; 2 cabinet dryers, capacity 4
tons per ycar, making 2 total capacity of arout 280

tons of granules per years

e) Compression: four tabllets compressicn machines as
Ead [ .
follows: 4snnual capacity

1) F2-single punch, ' 54000,000 Tablets

ii) RBB (27-stations) :
s 190,000,000 Tablats




iii) B3E (15-St:=tions) Rotary L 50,000,000 Tablets
iw) BExpress (25-stations) Rotary 16C,000,000 Tablets
TCTAL 405,000,000 Tablets

£) Packing: one Counting Machine, maximum of about 100,000,000
Tablzsts per y. ar. One small sirip-packing machine of

o

indeterminate low capacitye

Jed4e3 Cansules

The basic equipment under "Talblets" is utilised im pre-
weighing, mixing, granulation and drying. One semi-automatic
capsule filling machine has a capacity of 8,000,000 capsuless

4eded Syrups

This secticn has 4 mixing tznks, each eof 250 litres capacity,
two of the mixin3z tanks are steam Jacketted. mhege tanks have a
caracity of preducing over 1,000,000 litres of liquids, and syrups
per y=are. PFor filteration, filter precses arc used, whicnh are
ade~uate for the nurpose. TFour filling machines can fill up to
600,000 bottles of diverse sizes. However, the total production is just.
over 100,0001itres, well below the installed capacity.

Jeled Ointmants and Creams

he equipment for the producticn of ointments and creams
consists ¢f 3 mixing bowls of 100 litres capacity each and
steam-jacketted, with a total prcduction capacity of 45 tons
annuallye The capacity for filling and gsealing is z2bout 70 tons
per year. The actual productior, nowever, is avout 7C tons
anntally lcaving a large capacity un-utilised.

4ede6 Quality Contrcl

The Quality Control Labcraztory is reasrnably well equipped
and staffed and is capable oF testing 31l pharmaceutical preoduction
batches. t 1s headed by a qualified Quality Control Manager
who has two assistants. The laboratory at present has the entire
equipment located in one larze roome

dedeT Management and Salss

National Drug Company is a parastatal company and overates
as a subsidiary of National Import -and Export Corporation (NIEC)
which in turn is under the Zambia Industrial and Mining Company
(2IMCO)s The management structure consists of a General Manager
who has overall resgponsibility for three divisions of the company
as follows -




a) Reta2il Divisien
b) ¥holcsale Division

¢) Tactory Division

8]

Bachk divisien is under ger respensible for
its operztions. In additicn, is a Chief Accountant in
charge of all accoun*s system including cost 2ccounts. The
divisicnal msnagzrs are assisted by menagers of middle -
manasemant level. National Drug Compony is planning to set
up twe additicnal divisions, one for marketinz and the other
for merchzndise and supnply. With a larger range of products,
the most profitable activity of MEC is their Retail Diviszion,
which consits of their chein of pharmacies, Zocldsworthe The
manufacturing Division is consistently running at a losse

aans
A

445 MEDICAL STORES LIMITED

4e5¢1 Medical Stores Limited is a parastatal company and is

at present under the control of the Ministry of Health Tne
functions c¢f this company ~are mainly +tc act as agents of

the Ministry of Healtn for prccurcments and storage of Medical
Supplies and alzo arrange for the distrihution of the same %o

the hespitals and other staticns in Lusaka andi the towns in

the provinces. The Company is located in Lusaka »nd haa

large premises which inciude wareicuses and stores, a manufacturing
section and cffice accommodztione

4e5.2 At prasent Medical Stores Limited prcduces syrups, ligquids,
ointments and creams for hospitzl requirments in bulk packe.

There is also 2 small quality contrel laberateory attahced to the
preduction gection but it is not yet fully oper-tive. Most
prcduction prccessces are sami-automatic or manuzlly operated.

4e503 Syrups and Licuids

This department has the following ejuinments~
p 2 ,

2) Pre-weighing: Two balznces of 360 kg and 100 kg
capacity

b) Mixing: Four mixing tanks with stirrers (capacity
1500, 800 (2) and 200 litres) and one of 400 litres,
steam=3 acketted.

The total capacity is 3,700 litres in all the five tanks.
Calculated on the basis of the performmce «+ith these tanks
plus the filter presscs, this department nas a capacity of
prcducing 700,000 litres of syrups ond liquids per annum,
However, the actual production has not oxceeded 300,000 litres
annually, This is due to lack of damand from the hospitals
and difficulties of importing raw materialse
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The filling processas are semi-automatic and manual.
& total fillinz of 500,C00 litres in 5 litre z2nd 1 liir
pol; thene ccntainers can be achievsd with ths existing
aguirpment.

LaSe. Ointments and Crezms

The denartment uses the pre~—eishing facilities of the
syrups seciione It hes an Ointment Mill of 40 Kzg. capacity
for homcecrnisaticn and two mixers of 20C litres capaciiy eache
The equipment gives a total theoretic:zl 2nnual capacity of abcut
80 tonse.

The filling ol cinitments and creams in jars is drue
manualiy and it is difficult to estimate the theore.ical
capacity for this purpose. Thare is a semi-auntemziic machine
for filling in aluminium tube® and sealing then.

Je5¢5 Quality Ccrtrcl

The labcratcry has adequate srpace and benching and
the roquisite amenities. The equipment is on order and the
laberatory is expected to oncrate when the equipment has becn
received and installed. At present there are three technicians
whose work is supervised by the Producticn Manager.

446 GCENERAL PHARMACEUTICALS LIMITED

4461 General Pharmaceuticels Limited manufacture intravencus
fluids under licence from VIZOR of Jeneva. The factory was set

up in 1972 and the production cemmensed in 2:zrly 1979. A team

of UNIDO experts w:z provided tc assist the company in general
management, nroducticn and guality conircl.e The cquipment comprises
of water demineralising units, distilation stills, filling machines
and zutoeclaves. Sirict precauti:ns are i3ken to perform the entire
operations in a clean anvircnment.

4+.6.2 The total capacity ¢f the plant is 1,000,000 FUC bags
year. However, tne pressnt requirements of the ccuntry dec not
gxceed 700,000 bagse. The company, thereicre, is meseting the
entire needs of the Govermnment Hcspitalis. Mining Hespitals and
other public health institutions and is in a positicn to meet
increased requirements cver the next three years.

446.3 General Pharmaceuticals Limited have 2 well equipped
gquality control laboratory with bulk of equipment supplied by
UNIDO. It is ncw capatle ot analysing all production and other
samples at GPL in fabwe. When the factory was initially set

up all gamples nad to be sent to the licensors VIFOR of Geneva
for testing and passing. Progressively, as the facilities and
equipment and expertise "improvad under UNIDO assistance prog-
ramme the samples sent to Geneva were reduced. Last year, the
laboratcry became antirely salf sufficient and no samples are
now being sent to Geneva f-r tostinge.
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4.6+1 The managem:znt of the company censists of a Jeneral
Manager, a Prcductien/Commercial ¥Manager, Quality Conirel Hanazer
and a Chicf dccounitant. UFIDNC had given itraining tc four tech-
nically qualifiod Zamhians in ihe laborstories of VIFOR in Geneva.
Unfortunately 211 the four persons which included the Prcduction
and Quality Control Managers iLave left the cocmpanyo

deT Private Sector

4071 Out op 2 trtal cf 25 compeonies listed in the private sector
by the Ministry cof Commerce and Industry, contact sculd be estzb—
lished with 9 firms z2nd visits made to thems The rest were eithesr
nct traced cr the writer was advised that they dc net unieriake

nor d¢ they intend undertaking any mzanufacture in the near future,

1.7.2 INTERNATIONAL CHEWICALLS LIMITED

This company has been in existonce feor ten ycars and
was engaged purely in wholesaling. Three years ago, they set
up a pharmaceutical factory ani have been manufacturing syrups,
toilcteries etc. The manufacturing is carried out in a building
which from its interior siacws signs of unsatisfactory up-keep.
The reascn given for nct improving the present premises is that
they are gcing to vacates these premises in favour of a new factory
which is at pressnt at the stage of architect's drawings. They
have acquired land adjacent tc their present cffices and warehouses.
The new factory is exnmected to be ready in twe yezrs?' time thouzh
construction hes nct yet siirted. The writer was advised that
the factrry is likely to bte commissicned in 198L-85,

4e7e3 VINJAS DRUG :QUSE

This cempany shares -iemises with CAPS Limitad a South
African inporter. The factory ccznsizts mestly of wereicuses
ard some nharmaceutical squinment feor production of syraps
and tablets. Hewewvar, the eguipment is scattered in varicus
places along with bczes and zcrtens of rav maiterials and finished
preductse. At the time <f the visit ns preduction wzs being
undersaken. It was siated thrt inactivity in the manufacturing
oper:tions was due tc shortaze ot rew materiels which can net
be imperted in the absence of requisite import licences.

The factory has a Manesty 325 Rotary machine and two
cabinet dryers and a mixer of 25 kz capacity. With this
equipment the capacity fer menufacturing ~f tablets was assessed
at 50,000,C00., The capacity for tihe prcduction of syrups was
estimated at a maximum cf 80,000 litres per raar. Thare ars
nc filling machines as the operaticns are cenducted mannually.
It appears that an extra unit for preducticn of eye preparations
may zlso be put to use,




There is nc qualitycunt*ol lzberatery or arny arrangements
for tosting and analysis. It wis sieisd that the producticn
samples are seni tr Zimbabwe for chtaininz test reperts which
is an unsatisTacicry prosedurse.

4eTe4 I.T.R. PEARLiCEUTICALS LIMITED

This company is situated almest adjacent tc Vindas
Drug House. Their precduct range is mcstly for cver the counter
sales and censists of ceugh-syrups, tenics, ear—drops, soaps
cintments etc. Therz is ne dafinite fixed prodcuti line and the
company prcduces whatever appsars tc be a good sales item at
a particular time. Due to difficulties of obtaining raw materials
and nct receiving the import licences the ccmpany changed the
formulations =2t will which is not in accordance with Good Manu—
facturing Practices.

The capacity calculated on the present equipment is 1,000,000
tablets and 50,000 litres cf syrups. The actual preduction is
very much lewer. There is nec guality control though there is
space set aside for this purpose.

The factery also has some equipment fcr the production
of ampoulas which is lyinz unused though separate rcoms have
been sar-marked fcr the purpose. The equipment consists of an
ampoule filling and sealing machine and other ancillary itemse
The ccmpany dres not intend dc g0 intc this line of production.

4.7.5 LUSAKA PHARMACY LMITD

Lusalkz Pharmacy Limited is a chain of chemists in Lusaka.
The proprietors are exnanding their 2ctivities intc manufaciuring
of druss. PFor tais purpese z new Jactery has been ceonsiructed
in the Industrial irsa where =2t presert scme syrups are manufa-—
ctured.

The present csoazity ol the prcduction of syrups is
80,000 litres per year. The basic preducticn eguipment fer
this purr~se has been instal ed Hut there is nc arranzment for
filteration c¢f syrups. The prcduction at »resent is very low
bacause cf absencs of import iicences to produce raw matsrials.
There is space for a quality control lahoratory fitted with benches.
It was stated that the equipment for analysis znd testing has been
ordered and the lzboratory will bs cperating in the rnot tcc distzant
future.

4e7e5 CHEMOPHZ.RM LIMITZD

This company is very much like Lusaka Pharmacy zs they
have extended their chain of pharmacies to manufacturing operaticns
s well. The present prcducticn cecnsiste solely cof syrups and
liquids whese capacity cannct be accurately determined at present.
The preoprietors have plans fcr a new factory under the name cf
Gamma Pharmaceuticals Limited,
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4eTe6 GAMM: PHIRNICEUTICALLS LINITED

This company was sat u: recently to manufacture a largze
range of pharmaceuticals including tablets, caosules, syrups,
ligquids, 2inim:nis snd creams. The preducticn of sterile
pharmacautizals is alse included in their fnture preogramme.
The Tactory building is lcczicd in the iadusirial area of
Ndola, and is expected to ¢ rezdy {cr cemmissicning in
October, 1982, s

The crmpany has ordered twc Rotary Cemprsssicon Machines,
a Oranulator cf S5C k2 capacity and a Fluil Bed Dryer. With this
equipment they intend to have an initial capacity of 10C,000,000
tablets which can be increased Tour-fold if an extra mixer can
alsc be ordered by theme For the producticn cf capsules they
have ordered an auicmatic machine with a capacity of producing
3G,000,000 per year. For liguids they are procuring equipment
which can produce 40,000 litres per annume. The production cf
ointments and creams is also planned. A Quality Control Laboratory
is also part of the factory.

4.7.7 STERLING PRODUCTS (Z) LIMITED

This company is in Ndola and is a subsidiary c¢f Sterling-
Winthrop International ¢f the U.S..i. The factory is small but
has been planned well. It is equipped to nrcduce tablets
though other ranges cf prodicts are intended to be added. It is
adequately staffad with quzlified personnel and the production
operaticns are conducted ir a neat and clean manner. The
Quality contrcl laberatory is wall equipped and is able to handle
the small range of tablet p -oductse.

Tha company imports pre -mized granules from their sister
subsidisry in Malawi. Thesc zranules are mixed zad ccmpressed
after sluzging. PFecilities algo exist fcr the production of
tzblets right from the stage of granulating etc. The capacity
for production of tablets was assessed at 200,000,000 tabletse

4.7.9 SPECLALITY FCODS LIMI:ZD

This company is in Kitwe and is rainly engaged in the
manufacture of foed prcducts "ut also has a pharmaceutical
division. 4 new small factery has been completei adjacent to
their main operations.

S5« PHARMLCEUTIC.L CONTRCL LND LECISL..TION

5¢1 Drug Control in Zambia is vesicd in the Ministry of Health
thrcugh a Chief Pharmacist. The following legislation is in
operation for conircl of drugs and regulaticn of the Pharmaceutical
Prcfessions—

a) Medical and 54llied Professions 4ct

b) Pharmacy and Poisons fct
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— Theraneutic Substancos dct
— Dangercus Druazs ict

= P®oed ond Drugs Lot
S5e2 The above lzaislstion is sele :jectives and

is meant teo meet stecific needss The matter scribing )
standards for the manufacture zand le of of druazs
has nct yet been prcvided for. Ne ragulsticns oxist for
a c

registraticn cf 4druys ner is there an insiecticn systeme The
presant laboratery in the Univcrsiiy Tecaching Hespitsl te control )
feod guality does ret cnjeoy a lszal stzius for coatrel cao

druzse.

6e PHaRMLCEUTICLL EDUC.,TION

There is at present no degree educaticn in Zambia. The
pharmacists in the ccuntry have gualified from the United
Linzdom and cther countriss. The number cf pharmacists regquired
d¢ net appear to justify the setting up of a full-pledzed school
of pharmacye. Hcwaver, the Bvelyn Hcne Colleze in Lusaka has a
two ycar ceurse fcr Pharmacy Technicizns started in 1972. The
Pharmacy Technicians have been smployed in hespitals, laboratcries
and manufacturing units and have provided service in these ins-
titutions in jrbs where fuily quelified pharmacists are not
needed.

Iv PROJECT LCTIVITIES XD QUTDUTS

Tel Zambia was 1n the midst of a crisis on pharmaceutical
supplies, when tiae wuwritar teck up the zscine The Rirht
Hone Prime Minister, in a mceting, directr he prcblem of
drug shortege sioull be tackled as o top + The Hcn.

Minicster of He-lth consititutcd a Drug Su, ~oemictee to
study the protlam of drus supply and cugrest nreposals to resolve
the prohlem of zrave shortage of druss. Simultaneously, the
Ministrv cf Health askcd the writer to give prcposals fnor the
s8ta’lishment of a Depariment cf Mcdical Supplies, which will
re*vlaue and supervise the activitizs «of pharmaceutical admini~
straticn, purciase ~nd Aisiributi:zn, charmacy and drug legislation,
and industrial develcnment cocrdination a2nl ccntrcl. The writer
assisted in the deliberaticns of +the Drug Surply Committee which
eindorsedi the establishment cf the Dopertment of Medical Supplicse

12 L preposal irzs therefore prepared for the establishment of

a Depa»tment cf Mediczl Supplics, which included details of
perscmnel a2nd their functions and nffice accommedatizn and equipment
and costed Tor the expenditurc *r be incurred by the Zcvernment

in the first year of its crzaticn. The preczosal is nresonted as
Annex I. It has bsen subtmitted to the Cetinet for final arproval
and a decision is awaitad.




163 One of the rccommendations of the Druyz Supply Committee
rclated to the status of Medices l Sterss Limited, whick acts as an
apgent of the Hinistry of Health ror nrocurement, stcrage and
distribution ¢f 3CCC items s5f medical supplics fer the

govarnment.e The pracadures and methods of MSL were sudied which
included the sizrtinz stage of receiving requisiticns frem
nespitals etc. tc “ihe p’a01n0 of ordars, receivins supplies zni
their distribuiisn itr abeout 20C staticns. This also involved

+the study of steck contrcl and finoncial procedures as well. The
main nrovlem encountcered wes the absence of any system tc feorecast
demznds and ccasumptirn, which could form the Tase of formulating
a reliatle prcoramme for irug supplies. In tl:is confused situation,
delivery times tanded tc be inordinetely lconge This was further
complicried by in’ricate invoicing and payment proccedures existing
between the ¥inistry cf Eealth and Medicel Stcres Limited and

the reconciling of bills and their psyments was not ackieved on a
regular basise Lgain the cash shortage during this year in the
Government, ccmapounded with the outstanding billis, proriuced a2
situation, vherchy tie Ministry of Health nwed the Medical 3Jtores
Limited abcut K12,000,00C. This disparity in payments now 3tz

at ¥9,000,000, The Gavernment is taking oneractic mzssures to
obtain sufficient cash tc wice out this dericit, in crder that
tie drugz supply system can be ziven sz fres h start without any
liabilities.

Teds Irn order te put the pl" system in 2 uwcrking order on a
lonﬂ-terﬂ b sis, it is 3'=nt1 1 tha%t ths stock cenirel should

be organi tc yield nrﬂnlngful 11fﬂﬂm tiern cutput, wnich con

he w= 1-15'4 in cstablisning a raliable entimatas ¢n‘ forecasting
machinarye . The ;¥rchases “can then be harnzssed tc estimates in

a sciantiric mznner., 4lso there i3 a necessity of sirict financial
and budsetary ccntrel cn the exrznditurs o7 drurs in the Ministry
~f Realth, the Medical Stores Limited 2and the hospitals and staticase
The Government wns advizzd *4c¢ seek assistance of Electronic Data
Processins (EDP) t: develop a relizbls informaticn system cnd
guotgticns were cbtrined ©ar micre~-procasscrs anl progreaming.

The intrrduction of BDP 7:as, hewevar, kept in ateyances, till

cther means have heen investizstad o8 described in the folleowing
paragranhae

145 A 3uzgection vwas received from the Zambia Consclidated
Copper Mirnes Limited (ZCCM) that the drucs and medical supplies
required by the Ministry of Health, can be crdered by liadical
Stcres Limited tirouzh the ZCCH subsidizry in the United Kingdom,
Zamtia Engineering Services Limited (ZBS). It appears that
ZES already purchases medical supplizs for ZCCHM and :re in a
position to uniertake similar wcrk for the Ministry witiacut
any commission or mark-upe The main advantage will be a speedy
flocw of aoodc as uCCM/ZES are better placed in terms cf allocaticn
of foreign exchange., Nesotiaticns have been held recently and
a (overnment decigicn is awzitaede.
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146 The Governmcnt has heen tryins o*her avenues cf btilatzaral
aid in iru- supoly, pariiculsrily for Primary Health Care through
Scamdinavian crcups like Swedisk {SIDi) end Danish (D2FIDL)
azenciss and assistance is cxpecicd frem these sources, which
could alleviate the difficult supply situwation.

2a PEARNM,LCBUTIC.L INDUSTRY

[&3]

2e1 L survey of nharmaceuticzl induszry in Zambia, with
specizl reference to praseant and notential capacities in the
nublic and private scters has been described in para 4 of
Chapter I1I. Based cn tkis study, an efrort has been male. . .
to co-relste the cepacities in the parastztal ccmpanies with

the sctual rejuirements in the public sectrr. slso consideration

is ziven to the pr2sent ocapacities in the privste scctor, added

tc the above and relzted tc total reguirements of the couniry

which is prescnted in the Table belowi-

! CAPACITY : PECUIREMENTS
Product Forms }Public Private Tctal Total
Tablets (millicns) 200 250 625 650
Capsules (millions) 8 - 8 100
Syrups/Liquiss b 1aT  0a3 2.0 1.0
(million litres) ;
: ' N
Ointments/Crzams (tcns): 170 30 200 100
‘ .
. . R N L.l
Intravenous Fluids P i
PVC bvags ,- - 1,000,000 - 1,00¢,000 | 700,006
242 The a2bove shows that there is atundant capacity for the preduction
of syrups/liquids, ointments/creams 2ni intraveanrus [luids, but
a mincr shert-fall in the proluciicn ¢f tablets -~nd large daficit in
the producticn of capsules. In order to ilave a szfety mursin
in the supply of ta'lets z2nd cansules, additionzl capacity is
needed tc e provided in the public sscicre.
3e  NATIONAL DRUG COMP.NY (NDC) o -
3.1 Naticnal Druz Company is the largest parastgial drug producer.
Unfortanately, according tc the nresent preducticn, laszs than
20% of the capacity is utiliged. The Manufacturing Division,
) therefcre, is running at a lcss for several years, as there

is Targe idle tife or eruipment and perscnnel.  There arc severnl
reascns ror the mon-utilisatio of capaciiy, the main ones heiiw
hizh cost »? production and lew sales turn:ver due to hish prices
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charged by the companye The uwriter had ihe opzortunity tc
zttend the meetinzs of the NDC Board, where the Chairman requestad
assisiznce in the followingi-

a) A study of the cunstrainis in the wzy of effective and
eptinum utilisation of production capaciiye

b) A study of inventory and stcck conirol methods including
procedurss of procurement of raw and packing materials.

¢) A study of sales pattern of N2C pharmaceutical oroducts,
particulariy tc larze custicmers such as Medical Stores
Limited ané Covernment hospitalse.

Out of the above studies, twc wsre completed i.e. (a) and (c)
in the sub-paraz abeve, (b) was not atiemnied due to insufficient
time availalble to i.e writer.

3e2 The constrzints for study were identified as equipment,
personnel and raw materials supplye. It appears that NDC have
adequate equipment and persomnzl to reach the precduction targete
The only deficiency is in respect to vpacking operaticns where
it was considered advisable that ¥DC should invest in at lscast
one high speed strip-packing machine for tzblets. The coating
soctisn wss considercd surplus to the requirements as coated
tablets dc not apwear itc ba part of the prciuctiion programmes

3e3 The inade;uacy of vaw materizlis supply was found tc Ve a
real constraint. This can be made up by an efficient policy

¢f precurement, stcorsge 2nd sceck ceantrol of raw materialse

The problem of insufficient rzw mzierials is due tc difficultiss
cf obtaining import licences and foreizn exchenge allocation
where Government assisiance is raguircd.

Jed In zdiition to szlas tc the MDC retzil cutlets, it is
essential irat the nezctiations bairnz conciched, cn the initiative
of the writer with Medical Siores Limited for loxnr-~tarm contracts
for nurchases of the folloving products with gquanti<ics saauld

be brought t¢ & successful conclusioni:-

1. 4Aspirin Tztlats £0,000,000

2¢ Codeine Compound Tavlets 7C,00C,000
e Paracetamcl Tatlets 50,£00,C00
4o Chloroquine Tablets 70,000,000
S5e¢ Theophylline Coe Tablets 20,000,000
6e Sulphadimidine Tablats 10,000,000

TOTAL 30¢,000, 000

The ahcve cff-take will guarantze NDC with 75% utilisation
of its nresent capacitye




3o The GQualiir Contrel Manzzer a2t nresent rzports to the
Factery Man:ger In ordsr to maintain the independence of the
Quality Contrel PFunction, it is advisgcble that the Juality
Contrcl Manaser should renort dirsctliy teo the Gensrzl Kanazere
The Guida ic Josd Manufacirring Przctices (GMP) prapared on
+he basis of 3 draft proprr-d4 by the writer shculd be =zdopted
by the NDC mauagement and enforcad.
i
Ae  Modical Stores Limitel (MSL
4.1 The preduction orocess for syrups is =t present unsatisfactzry,

15

as there is nc supply of deminsr.ﬁ sed water,. A suluable Demineraliser
(outpat abeout 40C litrss rer & Lr) is urzently needed and should

be procurei withcui delzy. T'e number of storags tanks nszeds te

be increased by twe stainless stael tanks of 1,000 litres capacity
sache.

442 The preduction in MSL is on a custem .—built basis, i.e.

it i3 planned on the basis of order or orders raceived and

lgliverics made accordingly. There is need for accuraie estimates

te Le mads so that adeguate quantities can be procured in advance

sf rezdy 2iccks maintained for quick deliverics.

4e3 4 U¥IDC Peasibility Study on Local Manufacture of Drugs in

Zambia (DP/ZaM/75/008) was preparzé by = tcam of Czechcslovak
consultanis in 1980. The Gecvernment approved the Study and accerded

it a high priority Tor imnlemaniaticn, which was pl=nned on a
tri=-lataral basis. The Goveramsnt was resnensiviszs for zll expenditure
in local currency i.c. consiructiion of a nst viilling in extension

of the present prenises of Mediczl Stores Limited znd cost cf
perscnnel end 1o neels., asssistance was soughi from the Government
of CzechGSIOVﬂkia cr purchase of cquipment and *raining of tochnicainse
UFIDC w2z resguested to Trovile exjertisc ani fellowshins for managerial
level personnels, The project nsssed threuzh varicus vicissitudes and
has so Ffar been unable 2 coktzin the revuisite financinge.

b th st

3

4def The Rt. Hone Prime Minister took =

3 rest ir the
project ani diracted that urgent acition sic ale)
€

n to implement

the prcject was
ccuntry. A

ing the modalities

the projecte In crder %c ackieve quick
recast in the lizht cf r*r-e;c.‘*,l’.cctl realitie
revised project prepcsal uss propar
of implemen-aticn in twc phases o

a) Phase I - which will commence immeiiately with the
rcarrangemnent of present production arcas in Medical
Steres Limited tc allew mznufacture cf essential and
large ccnsumption of Tablets, maximising the output of
Syrups and gzesting up a Qality Contrzl Laboratory.

b) Phuse II - which will invelve the construction of building
xtengion in which ths production ~f tatlsts will be expandsd
and producticn of capsules commenced.
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The Woxrk Plan envisazed the start of producticn in Phase I in

4e5 The project ccsts for Phese I were astimatad as folleows:

a) Building ilter-tions k20,000
b)  Bguipment K3s5Q,000 ‘
¢) Raw Materials (first year) k1,000,000
d) Iocal Persommel (annual K100,000
e) Sundries X30,000
TOT4L K1;5oo;ooo = U3 #1;650;000

Quotaticns have been obtained for building alterations based on 300 m?
evailableé space "in MSL« The list of equipment and appro-— '
ximate ccst on raw materials and personnel is detailed in Annex Il,.

4.6 The Govecrnment has azreced to provide the cost in local
currency in the State Budget fer 1983. The Czechcslevaks wer:
reguested te wrovide the cost cof equirment on a sot lean basis,
whick hac not materialiscd. The Government is trying to obtain
financing from ciher scuizes,

4e7 UNIDO was requestcl tc provide experticse and training for
Phase I and thc costs wers projocteld zs folliows:~

a) BExpertise 12 m/m Us 188;300
b) Fellowships 12 m/m 27,500
c) Equipment 1o;ooo
d) Sundries 00

TOTAL Us 122,300

The request is still under considcration of UNIDO and no decision

has been arrived =t. The abeve cost is in addition to that prosented
in sub~para 4.5, ‘ing a grand tctal for PHASE I of the project as
approximately US ucllars 1,800,000,

Se GENDRAL PHARM,CEUTIC,L3S LIMITZD

This company was aszsizted by UNDP/ﬁNIDO which resulted in
its being established and manazed in 3 ~ompetent manner whereby
the entire requircments of intravenous fluids in Zambia are met.
However, there is need for consistent vigilance ty the Zamlian
persennel, so that this critical item of medical supnly is
produced in accordnace with intsrnsticnal siandards and is available
in adcquate quantitios.
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Ee ORAL REHYDR.TOOMN SLLIS

ntisn plons for General Pharmaceutical

r producii.n of crzl re*"“*atlﬂn awlts
= he UNIDO sxzpsrts. This project ha

bezen ccnsideared Trom time to time by vorious Gevirnm:int =gencies.

WEO and U¥I zisc shewed interest without =ny hint c¢f financial

support. L formal aroject proposal was submitied ito UHIDO for
assistance in expertise and cquipment. 4 decision is still
awaitade

was prepe

[l

6.2 The GPL and thcir hclding company, INDECG, while expressing
their commitment tc *the prcject, have not taken ccnecrete and
tangible acticn to “ring about its implementaticn. Their costing
has been unrealistic as they wish tc offer it to the Ministry

of Health at 50 ngwee (aop. 50 US cents per sachet (THQ fcrmula),
while similar prcduct imperted froem UNICEZR costs no mere than

10 nguee ner sachet. At one time Medic:l Stores Limited wers
areparing it on a manunl basis, and had also collected encugh
data to be atle to embnrk cn this oroject in their prezent
premisese The Govornment may well be advised te shift the
project tc Medical Stores Limited for ite 2:..7 implementaticn.

7o DRUG LEGISLATICN

w13 imperted,
tigl to 2nact

£, Fzedz and
mscy and Poiscns
nd &2 not make
120l which

In order t- instituts contrcl on 21
manufactured and soli in Zambia, it is 2
legislation for this purncse. The rrise
Drups Lct, Thera: euvlc Subsisnces .ct snd
Act zre select1Vc in their zssrcctive fi
possible an elfficient system »f ftcial dm

s
‘A

will include registraticn, inspscticn ama laoora oYy analysise
For this purposc, tae 1273 report ¢of a FO Consuliant on this
subject was studied and a draft legisistion wrorcsced which is

Fy

presented in Lnnex III. The drzft is under considerztion of
the Ministry of Hezlth.
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V  CONCLUIIQNZ ald DECOMRENDLiTIONS

1¢ The tasks entrust:d itc the wriiter have becn zttempted and
acccmplished within the limit-ticns of tims and period allocated

to this assignment. Proposals hove been made for the organisation

of drug supply and placing pharmaceutical industiry in Zambia on

a sound base. However, from tae Government point of view, pronosals i
alone do nnt by themselves resclve the preblems faced in Zambia

on drug supply awd pharmaceutical production. A number of projects
have been proposed eg. establichment of a Medical Supplies Depart~
men*, coordinaticn of the proluction activities of the parastatal
manufacturing units, settins up of a local production unit for
manufacture of tatlets and capsulzs and production of oral
rehydrztion salts, and scme progress achieved in their implementatione
The Government?®s desire and objective that thzse projects should

be fully implemented and brouzht into operaticn has not been realised.
This would have taken another year or so. t is expected that the
Government will proceed on ifs own or with other assistance to

realise its objectives.

2« The following recommendaticns are mades

2¢1 4 Derartment of Medical Supplies be established in the Ministry
of Eecalth with the functions and sitructure detailed in Annex I.

2,2 in Information System tased on Elecironic Dsta Processing may
be located in the Medical Stcres Limited and the Medical
Supplies Department tc determine in a scientific manner the
actual needs and rejuirements cof the Govermment hospitals and
institutions for the purposs of arriving at estiimate® for
regulaticn of purchascs and reliable farecastins far budge:ary
and sther purnoses.

2.3 The negctiations started with ZCCM/ZES for undertaking purchases
of medical supplies on behalr of the Ministry of Health, on
orders placed by Medical Stores Limited, be pursued te a
successful conclusion in order to obtain supplies expeditiouslye.

244 The Government should provide adegquate import licences and
for:ign cxchange to the 3 parastatal manufacturing ccmpanies,
Medicsl Stores Limited, National Drug Company and General
Pharmaceuticals Limited tc enable them utilise fully their
existing production capacities.

2¢5 An integrated management structure for the three parasiatal
companies (NDC, MSL, GPL,) should be created to bring about
affective coordinaticn in their management and production
activities with the objective of ensuring a steady supsiv of
drugs for the Ministry of Hoalth. A ncw parastatal company
cshould, therefore be formed for this purpose under the Ministry
of Health,
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izison be csvablished botuoc
is*ry of Comrzres and In dastry for the
sharmacenticsl industry.

i)

27 The preduction activites of Ii8L, :DC, anl @PL should be
strengthened, rztionsiised znd cc-ordinatsl for vetter preduction
and supply planning. ‘

28 The Medical Stores Limitzd as a parastatai company under the
Ministry of He:lth be given a1 formal status with the constitu*ion
of 2 regular Board of Directors under the ch~irmanship of the
Perman=nt Secretary of the Ministry of Fealth.

249 Medical Sterss Limited and the other parastatal companies,
NDC, and GPL shculd mutually negotiate about production of
specific items and their prices keeping in view the terms of
preferential contract purckases of large output itemse.

2e 10 The project at Mcdical Stcres Limited for lrcal manufacture of
drugs shculd be implemented on a pricrity basis in accerdance with
the Work Plan, 30 that prcduction cf tablets under Phase I of the
procject can commence in July 1983.

2.11 Tae National Drug Company (IDC), should onerate exclusively
as 2 pharmeseutical cempany, nroducing, wholesaling and retailing
drugs and divest themsclves cof cosmetes aid toileterizs range.
The latvter can be hzndled by the hclding ccmpany, ¥NIEC which
already have numerous whcleszling and retail outlets for consumer
items.

2+12 General Pharmacouticals Limited (GPL), should imnloment their
expansicn and diversification prcjccts, particularly in relation
to production ¢f Oral Rehydr:-iicn 321ts. If 3PL are unable to dc
sc within a fixed time-limit, the »ioject should be transferred to
Mediczl Stores Limited.

2413 The pharmaceuticzl indus<rial units in the private soctor
should be carefully controlled in their operations and expansion
plans, in order nect ir waste valuablc foreign exchenge, These

units should be ccmpelled to heve adoruate guality contrel facilites
withcut which their operations siculd be dAraztically curtsiled

2+14 Stringentquality control on all importzsd and monufactured
paarmeceutical products sk~uld be institutcde Geod Manufacturing
Practices as rccemmended oy WHC should be enforced for all pharma-
ceutical manufacturing units.

2415 The draft Drug legislation as prepssed in annex IITI should
be enacted as speedly as pessillc to ensure quality and safety
of drugs imrorited and manuf:zctured and sold in Zambiae
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ANNEX 1

ORGANISATION STRUCTURE FOR DEPARTHENT OF MEDICAL SUPPLIES

GENERAL
Te The Department headed by a Director of Pharmaceutical
Services will be divided into two sub-departments as follows:i-
1«1 Administration, headed by an Assistant Director ;
of Pharmaceutical Services which will include Drug
Control.
t¢2 Supply, headed by an Assistant Director of Pkarma-
ceutical Services.
2e The office accommodation for the Depariment will be
provided in the present Ministry of Health Stores premises
at Tuletaka Road by requisite extensions.
s Medical Stores Limited will be responsible for purchase
and distribution and will also act as Stores for the Department.
45 The details for the above are described in the following -
paragraphs of this Note, and presented in Appendices I, II, III,
and IV,
5e The establishment for the department is shown in Appendix II.
PRESOHNEL

Te Director of Pharmaceutical Services

The Director of Pharmaceutical Services will hold the
overall administrative, technical and professional responsibilities
of the Department,

2. Sub-Department I - Administration

21 The functions of this sub-department are already teing
exercised by the Chief Pharmacist who is located at the Ministry
of Health Headquarters whose designation will now be A/DeP.S. The
functions are summarised below:-

2¢1e1 Professional Control of pharmacies and pharmacists in
hospitals and other state and private institutions, including
mining hospitals and mission hospitals and dispensaries, and
administrative control and supervision of provincial pharmacies
and pharmacisise.

24142 Secretary of the Zambia National Formulary Committee
and also of its Editorial Committee.

2¢1¢3 Administration and enforcement of professional matters
relevant to the practica of pharmacy included in the Medical
and 4'lied Professions Acte
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2+1e4 Adminisiration and enforcement of Pharmacy
and Poisc:.s Act including inspection under this
Acte

2+185 All other functions at present teing exercised
by the Chief Pharmaciste

2+.1s6 Draft legislation for drug control comprising
of a Drugs Act (separate from the Food and Druge Act) )
and Drugs Rules made under the Act, to regulate import
manufazcture, sals and export of pharmaceuticals and to
harmonise with the existing legislation e.g. Pharmacy
and Poisons Acte

2+1+7 Prescribe and enforce registration procedures
for all drugs imported, manufactured and sold in
Zambiae

2+.148 Conduct inspection of premises snd factories
dealing in pharmaceutical storage, sale and/or manu-
facture.

2¢149 Prepare and execute a Plan for the co-ordination
of the manufacturing activities of the pharmaceutical
parastatal orgarisations with a view to bringing about
rationalisation and economy in their operations.

2¢1+20 Co—~ordinzte the production in the pharmaceutical
units in the privatee

2¢1¢11 Assist the pharmaceutical units in resolving
the problems faced by pharmaceutical industrys

2.1412 Prevare long-term plan for the development of
pharmaceutical industry particularly in referennce to
United Nations feasibility studiese

2.2 It is suggested that this sub~department may be kept
with its functions in paragraph 2.1 in its present location
for the time beinge Its integration with the Department

of Medical Supplies in respect of its location 2nd staff
requirements may be considered in the light of the availa-
bility of new and expanded premises for the Department.

3+ Sub-Department II - Supply

3.1 This sub-department will te controlled by 4/D.P.S. and
divided into two sections estimates.

362 Section I - Estimates

3¢2¢1 This section wills-

3e2¢1e1 Paceive orders from stations, check them for
accuracy and commit orders to expenditure, after 2
price check.
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3e2e1.2 send orders to Medical Stcras Limited and other
suppliers where relevant and receive copies of delivery
note.® checking them for accuracy and proyzre them for
the computer for record purposes.

3e2¢1+3 prepare ostimate® from computer sonsumption
figures and submit them to Medical Stores Limited.

3.2.14 menitor stocks and consumption of drugs and
medical sunpliese.

Section II - Accounts

3.3«1 This section will operate a separate account for drugs
and medical supplies and:-

Je3e1.1 check accounts for accuracy and commit purchases to
expenditure.

3e3s142 advise stations of expenditures and exercise
financial control,

3e3.%1+3 submit vouchers to computer and arrange payments
to Medical Stores Limited and other suppliers.

3434144 prepare annual budget e2ctimates for all votes under
the control of the Director of Pharmaceutical Servicese.

3.3.1¢5 prepare monthly cash-flow schedules for submission to
the Ministry of Finance . (FO Ministry of Heazlth).

3e3edef maintain all internal and external accounts and
computer records.

GENBRAL

JeAe1 Medical Stores Limited will be responsible for the
purchase of all medical supplics and for the receipt,
including Customs Clzarance and claims cf all eonsignments
of Medical Supplies either acquired or donzted to the
Ministry of Health.

Also they will store such consignments and distribute them
on instructions issued by the Ministry of Health.

3e4.2 Details of working procedurss betwsen the Department
of Medical Supplies and the Medical Stores Limited will be
worked out and agreed upen on matters as followgs-—

a) Systems and Documentation

b) Charges to be made by Medical Stores Limited for
acting as agents for the Ministry of Healthe
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¢) Accounting System including procedures for payment to
Medical Stores Limited.
d4) Laisern and co-crdination

3ed.3 The present Ministry of Health Stores at Teuletaka Road
will be disbanded and the perscmnel absorbed in the other
secticns and sub-department of the Department of Medical
Suppliese.

IIX OFFICE ACCOMMODATICHN

1¢ The office accommodation for the Department, its tiwo
Sub-Departments and their Sections as proposed is presented
in Appendix IVi

2. It is presumed that the office of the A/D.P.S. in charge

of Administration and his staff will continue to stay at the
Ministry of Bealth Headquarters. The rest of the department will
be located in the 2xtended premises at Tuleteka Road.

3¢ The cost as calculated by the Ministry's architect is
estimated at K105,000. If the drawing in Appendix IV is
accepted, the Ministry's architect may be asked to draw up
detailed blue-prints etce.

Iv EQUIPMENT AND ACCESSORIES

1e | Furniture
1«1 The furniture required by the office in the proposed
plan will consist of dosks, chairs, filing cabinets,
book cases, metal cupboards, correspeadence trays etce
The cost is estimated at K50,000 which may be higher
or lower in accordance with prevailing market prices.

1¢2 In additiony, electric fans and heaters will also be
needed and the cost is estimated as K5,000.

2+ EBgquipment
The following office equipment is required:-
1) Telex Machine Installation etc K3000  Annual Rent K600
2) Duplicator 1, Cost X5,000

3) Photocopiar 1 Already in the
Ministry of Health Stores.

4) ‘fiypewriters 6 Cost K6,000
5) Computer equipment, to be supplied by the Ministry of
Finance Data Centre, sstimated capital costs K25,000,

plus annual running accessories K3,000.

6) Calculators with printers 4 Cost X2,2700
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3e¢1 The total cost is as followss

ls141 Capital

1) Furniture k55,000
2) Equipment k42,000
TOTAL k97,000

3.1.,2 Reourring annual expenditure

1) On equipment k4,000

r
2) Miscellaneous K6,000
TOTAL K10,000

Vv CONCLUSION

1s Capital BExpenditure

1) Building Alteraticns k105,000
‘2) Bquipment and Purniture K97,000
TOTAL k202,000

2+ Recurring Expenditure (Annua)

1) Establishment k150,000
2) On Bquinment K10,000
TOTAL 160, 000

le Grand Total for the first year

1)  Capital BExpenditure K202,000

2) Recurring Expenditure K 160,000

|

GRN:D TOTAL K362,000




Appendix I

ORGANISATION CHART

PERMANENT SECRETARY

DIRECTOR OF PHARMACEUTICAL SERVICES
(HEAD OF MEDICAL SUPPLIZS DEPARTHMENT)

I PRECTICE OF
PHARMACY

]
]
N
8/9ePeSe A/DePeSe ‘0
ADMINISTRATION SUPPLY '
| PRINCIPAL|FHARMACIST
i ‘
} FORMULARY COMMITTEE ESTIMATES ACCOUNTS

DRUG CONTROL




Appendix I1 page 30
PERSONNEL

1« Director of Phz=rmaceutical Services

1 x Director of Pharmaceutical Services MS/3 1x12,576 = K12,575

1 x Stencgrapher ss/s5 1x4,164 = K4,164
1 x Clericsl Officer s/15 1x2,700 = K2,700
1 x Telephcne Operator/Receptionist §/15 1x2,700 = K2,700
1 x Systems Officer s/11  1x5,400 = K5,400
1 x Machine Operatcr/Typist 8s/7 1x3,432 = K3,432
2 x Security guards (unclassified) 2x984 = K1,968
3 x Unclassified 3x984 = K2,952
TOTAL K36,876
2 Sub-Department I - Administration

1 x 4/D.P.Se GPs/5 1x10152 = K10, 152

1 x Principal Pharmacist GPS/e: 1x9,876 = K9,876

1 x Pharmacist GPS/9 1x7,860 = K7.860

1 x Pharmacist ¢ (inspection) GPS/9 1x7,860 = K7,860

1 x Stenographer ss/s 1x4,164 = K4,164

2 x Clerical Officer s/15 2x2,700 = K5,400

1 x Typist £8/7  1x3,432 = K3,432

TOTAL K48, 744

3¢ Sub-Department II — Supply

3.1 1 x 4/DPS GPS/5 1x10,152 = K10, 152

1 x Stenograpaer Ss/5  1x4,164 = X4,164

TOTAL K14,316

302 1 x Senior Pharmacist GPs/7 1x8,880 = K8,880

1 x Senior Pharmacy Tech MS/14 1x6,408 = K6,408

2 x Clerical Officers S/15 2x2,700 = K5,400

1 x Typist SS/7 123,432 = K3,432

TOTAL K24, 120
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3.3

1x Accountant
1x Assistant Accountant
1x. 4ccounts Assistants

2x Clerical Officers

ix Typist
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s/10
s/ 12
s/14
s/15
ss/1

TOTAL

1x5,940
1x4,644
2x3,132
°x2, 700
1x3,432

=K5,940
=K4,644
=K§,264
=K5,400
=K3,432

X 25,680
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Aggendix III

DEPARTMENT OF MEDICAL SUPPLIES

ESTABLISHMENT - POSTS

page 32

S. Posts Supply Total Posts Salaries Total Salaries
1. Director of Pharma. Service - 1 1x12;576 12,576
2e Assist. Director 1 2. 2x10;152 20,304
2e Principal Pharmacist - 1 1x9,876 9,876
‘ e Senior Pharmaciut 1 1 1x8, 880 8,880
Se Pharmacists - 2 2x7,860 15,720
6o Senior Pharmacy Tech 1 7 1x6,408 6,408
& Accountant 1 1 1x5,940 5,940
Be Systems Officer - 1 1x5,400 5,400
':9. Assise< Accountant 1 1 1x4,644 4,644
1:).. Stenographers 1 3 3x4, 164 12,492
11e Typists 2 3 3x3,432 10,296
$Se Telephonist - 1 1x2, 700 2,700
13, Machine Operator = 1 1x3,452 3,422
s Accounts_Assistznts 2 2 2x3,132 6,264
A%e Clerical Officers 4 Vi 7x2, 700 18,900
16. Daily Paid - 6 6x98¢ 54995

GR\ND TOTAL K149,736
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Assistant Accountant

(1) -
§
- Accounts Section
- i (4)
i :
Accountant - !
(1)

- ———

Senior Pharmacist

A P e —— Ty "

BEstimates

(1) ‘ | T

e e

e b ..

]
A@%Swmy g Director
'
(1) ) "
!
—r——_—— o r— [ J ;
}
A
Estimates Section o i Typing Pool
(3) (3)

1

!
S T s W S
i
t
i

Stationery Computer
R I
§
1
' -
Reception/Telephonist ! ,[ System s Officer

(1)
| i: (1}

Entrance Store

Mumbers indicate number of perscnnel per office
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NNEX II/a

t>

PERSONNZL FOR T.LBLETS PRODUCTION, MEDIC.L STORES LIMITED

K

1«  Production Manager 1 8,700
24 Quality Contrel Marager 1 7,050
3e Plant Enginesr 1 7,050
4a Prcduction Pharmacist 1 7,050
5e Section Supervisers 3 3 x 3500 10,800
6e Lab Techinician 1 3,600
’ Te Enzge Technician 1 3,600
8« ILssistant Lab Technician 1 2,514
9¢ Lab. dttendant 1 2,182
10« Store Keeper 1 2,182
11« Oparators 6 6 x 1606 9,636
12¢  Senicr Hanymen 2 2 x 1188 2,376
13s  Handymen 4 4 x 912 3,648
14+ Secretary 1 3,100
15«  Clerk ' 1 1,606
Total K75,094

+ miscellaneoue K25,00C

personnel expenses

Grand Total (approx.) K 100,000

——————
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~INEX II/b

LIST OF EQUIPMENT MOR Ti3LITS PRODUCTION, MEDICiIL STORES LIMITED

M. ImEM CiPACITY  QUANTITY  PRICE
(f.0.b.)
1 DOYDER SIFTIHG MACHINE, WITH SISVES 250 ka 1 US g5, 50
2. POTDER WEICHIFG SCiLE, DIGITLL OR
DIALOMATIC SENSITIVITY 1 gm 100 ke 1 2,080
3s MIXING MLCHINE POR WET GRANULATION 100 kg 1 22,000
4. MIXING M.CFINE 7TOR DRY GR.NULES 200 kg 1 _22; 000
5. GRANULLTOR 50 kg 1 8,500
.. 6s FLUID EED DRIER 200 kg 35,500
7o TRUCK TYPB ELECTRICLL DRYING OVEX WITH SS
TRAYS 150 kg 1 16,500
8. COMPRESSION MiCEINE SINGLE PUM.3 1 12,000
9. COMPRESSION MiCHINE 16 ST..TIONS, ROT.RY 1 17,000
10. COMPRESSION HALCHINE 27 STAPIONS, ROTLRY 1 21;000
11 DUST EXTR.CTORS 2 4,000
12, PUNCH POLISHER (IOMPLETE UNIT) 1 4,000
13 TLELET HARDNESS TESTER 2 500
14. T5ILETS DISINTEGR.TION TESTER 2 5,000
15« T.ELET COUNTER 4UTOM.TIC 2 30,000
16, STRI® PACKING MiCHINE POR TiDLETS .ND C4iPSULIS 1 35,000
Tesal (feoebe) Us § 240,500
+ accassories and spare
parts 10% 24,050
+ Us § 264,550
+ CIF 20% 92,910
Total (CIF) us § 317,460
Mise, to Warehouse, 10% 31,746
GR4LND TOTLL Us § 349,206
ipproximataly us § 350,000
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ANNEX II/c

QUANITY (XG) ITEM COST (CIF Lusaka)
20,250 ACBTYL SLLICYLIC 4CID B2/USP us g $4,00C
26;250 PARACET.MOL BP/USP 13o,ooo'
12;500 CHLOROQUINE DIS:HOSTHATE BP/USP 386,000
800 TRIMETHOPRIM 3P ¢o;ooo
a;ooo SULTHAMETHCX4ZOLE BP/USP 91,000
1;000 VITAMIN ¢ BP/USP 1o;ooo
280 CODEINE PHOSTHLTE B/USP 90,000
375 NICOTINAMIDE BT'/USP 3,000
25 VITSMIF B1 NONONITRAPTE BP 1,000
25 VITAMIN B2/USP 1,000
2,500 M.G TRICILICLTE 30,000
1,200 DRIED ALLU HYDROXIDE GEL. USP 3,000
2,500 THEOPHYLLIN BP/USP 22;000
480 EPHEDRINE ¥CL 7,000
160 PHENOBLRBITONE 2,000
100 (Litres)  PEPPERMINTOL 1,000
300 TALC 1,000
1,250 DICALIC PHOSPELTE EP 12,000
1,250 MiG STELRLTE BP/USP 4;ooo
70 STELRIC 4CID BP 1,000
28,860 LACTROSE B>/UsP 26,000
9,090 STLRCH BP 5;ooo
5,000 SULPHADIMIDIIE BY/USP 46,000
TOTAL Us $974,000

APPROXIMATELY US g4,000,000
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CiAPTZR 1 - GLUEERAL
Cefinitions

"Generic nznie’, with reference to a drug means the general or
chemical name in Inziisik by which the drug is commonly krow;
it 2lso includes inturnational non-proprietary names, as
described in the latest ¥IIC publications.

"Expiry date" ucaus any date after which a drug is not
reconmended fer use.

miedical Fractitioner' means a perscn authorized by the Medical
Council of Zzmbia to treat patients with any r:g

wpPrescription” uzeans a locurment given by a medical practitioner
directing thet = stated awmount of any drug or mixture of drugs
specified therein be dispensed to the patient named in the
docunent,

"Parenteral use’ means administration of a drug by means of
nypodermic syrinre, needle or cther instrument through or
into the skin or nuccus nembrane.

"Internal use! neans ingestion by mouth or applicaticn for
systemic effect tu ony pert of the body in which the drug comes
into contact with nucous membrane.

uDistributor' ieans any person who enga.es in the sale of a
product other thern a retail pharnacy or a medical practitioner
in the ccurse of iz yrefessioral practice.

CEAITZR 2 - DIGISTRATICH CF DRUG ManUr ACTUREIRS, IMPCRTIRS
AiD DISTRIBUTCRS

Every person upon first engaging in the marufacture, import,
preparation, preo»agation, compounding, processing, sale or
distribution of a drug or drugs in any establishrent which he
owns or operatesg in the Republic of Zambia shall immediately
register with the [.inistry of Health his name, address and place
of business, and sucl: establighment.

Every person duly regpistered in aecordance with the foregeoing
section shall immedintely register with the lHinistry of iHealth
any additioral establishment which he owns or operates in the
Republic of Zambia and in which he begins the manufaeture, import
preparation, propagation, compounding, or processing of a drug
or drugs. '
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The Ministry of Healtia Suall assign a registratiorn number to
any person or estabiishueht registered in accordance with
tnis secticn. Such registration shall be renewed every two
years from the date of registration.

The foregoing sections shall rnct apply to:

(1) Medical practiticners authorized by the Laws cof Zambia to
prescribe or administer drugs and whn prepare, or compound,
drugs solely fcr use in the course of their professional
practice;

(2) Persons who manufacture, prepare, propagate, compound or
process drugs solely for use in research, teaching, or
chemical analysis and not for salej

CHAPTZR 3 - RLGISTRATICMN CF DRUG DCSAGE FCRNS

For the purpose of this chapter, drug means a drug in dosage form.

Any manufacturer/disciributor of a drug shall furnish to the
Ministry of Healt: a notification signed by him or by a person
authorized or his behalf, containing the following information:

(a) The nare anc address of every person, firm, partnership
or corporation appearing on the label used in corjuction
with the drug.

(b) The name under which the drug is sold.
(¢) The use and purpose for which the drug is recormended.

(d) A quantitative list of the medicinal ingredients contained
in the drug and preservatives by their generic nazmes.

(e) The recommended dcrage cof the drug.

(f) A copy of the iuner and outer labels used in conjunction
with tae drug or a fascinile of the labels, a copy of the
package insert, if any, 2nd copy of any further presecribing
infcrmation mentionsd thereon as available upon request.

Every manufacturer, iaporter or distributor of a drug who is
required to give potification tc the Ministry of Health
pursuant to section 02 in this chapter in respect of that drug
ghall:

{a) where he withdraws the drug from the market or discountinues
the sale cf the drug, inform the Ministry of Health within
30 days of the withdrawal or ciscontinuation of the drug
the reasons tuereofy

(b) where he changes the fermulation of the drug, its recommended
dosage or use or tle name under which the drug, is
manufactured or scld, notify the Ministry of Health 30
days prior tc such change;
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(¢c) if the Ministry of Health does not disapprove the sale
of the drug under the changed formula within 30 days
of such notification, the changes may be implemented.

No person shall import a drug into Zambia for sale unless
that person has furnished to the Ministry of Health the
notifications required by sections 02 and 03 under this
chapter in respect of that drug.

CHAPTER b4 - LABELLING OF DRUGS

No person shall sell a drug that is not labelled as required
by the regulations.

No person shall sell, advertise, display or orally represent
any drug to the general public as a treatment, preventatives
or cure for any of the diseases, disorders or abnormal states
mentioned in the Third Schedule to these regulationms.

Where it is necessary to provide adequate directions for the

safe use of a parenteral drug or & drug requiring a prescription
that is used in the treatment or prevention of any disease,
disorders or abnormal physical state mentioned in the Third
Schedule to the Act such diseases, disorders or abnormal physical
states may be mentioned on the labels and inserts accompanying
the drug.

(1) The main panel of both the inner and outer labels of +he
container or containers of a drug for which a standard is
contained in any publication mentioned in the First Schedule
of the Act sh:ll show the proper or common name of the drug
and indicate the standard that the drug professes to meet.

(a) where a standard contained in any publication mentioned
in that schedule is used, by showing the name of the
publication or the abbreviation thereof provided in that
Schedule; or

(b) where a manufacturer's standard is used, by setting
forth such fact.

(2) Where there is a proprietary or brand name for a drug referred
to in subsection (1) the generic name of the drug shall
immediately proceeda or follow the proprietary or brand name
shown on the main panel of both the inner and outer labels of
the drug in type no less conspicuous than the proprietary or
brand name.

(3) Where a standard for a drug is not described in any publication
mentioned in the First Schedule of the Act, the main panel of
both the inner and outer labels of the drug shall show

(a) the name and address of the manufacturer of the
distributor of the drug;

(b) the batch number of the drug;

(e) adequate directions for use of the drug;

(d) a quantitative list of medicinal ingredients of the
drug by their proper or common name, but such a list
need not be shown on:-




- Lo -

(i) shipning cases or wrapping materialj;
(ii) drugs Jdispenscd pursuant to a prescription.

(e) The oxpiry date on drugs ideutified by the
vinisiry of Health irn the Third Schedule
(4) The net amcunt of the drug irn th= contairer in tcerms of
weight, ncagure or nunber.

(5) t'here the drug is intended for parenteral use, a quartitative
amount of nny prescrvative or preservativses present therein
by their geicric raues. .

05 ‘“here 2 package of o drug has only one label, that label shall
contain all the infsri.ation required by these regulations to be .
shown on bcth the inner and outer lzbels.

06 A drug packed in a container too small or otherwise unable to
accommodate a label with sufficient spacs to bear the information
required by these regulations shall be exenpt provided that:

(1) the label bears:
(i) The proprietary rzme of the drug.
{ii) The generic ncrme of the drug.
(iii) An icerntifying batch, lot or control nunmber.

(iv) The w ic and address of the manufacurer, packer
or Zistributor of the drug.

(v) The expiry date of the drug, if required under the
Seoconc Scheliule.

(2) all inforuation recuired to sppear on the label by the Act
and regulations appears on the cartcon or other outer
contaziner or wropper if such carton, ocuter container or
wrapper has sufficicnt gpace to bear such information, or
such conplete lcbel information appears on 2 leaflet with
the package.

07 i1l information rejuired by this part to e carried on a label
shall be

(a) clearly and prominetly displayed therecn, and

(b) readily discerni»le to the purchaser or.ccnsumer under .
custormery conditicns of purchase and use,

03  Ho reference, direct or indirect, to the ict or these regulations
shall be made upon any label of or in any advertisernent for a
drug unless refcrence is a special requirement of the Act or
these regulations,
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‘there a drug is sold in bulk form for further nanufacturing,
reprccessing or renh.ciaging, the labelling provisions of this
chapter shall rot apply isrovided that the label of the bulk
grug coatzins the foli-wing informaticn:

(i) The prorri-tary nane of the drug.
(ii) The vrover or coo on nane cf the drug.
(iii) & statercnt of nct eontesmts
(iv) An igentifring lot or contrel number.

(v) The expiry dote of t.c drug, if any and the statement,
"CA&TI\T: BULK 2ERUGS TCR !aI'UFACTURING TURFOSE CNLY",

CIAPIZR 5 - STANDARD FCR DRUG

Any drug for which o standard exists in a publication listed in
the First Schedule c¢f this fLet oust conform to all conditions
noted in the noxnograph therein.

Any drug for whiclh nu standard exists in any publication listed
in thne First Schedule of this ict must meet such standards that
are

(z) generzlly recosnized as being suitable for that drug to
ensure its scfety cnd c¢fficacy for its purnorted use;

(%) approved for tie drug and its purpcrted use in the country
or origir;

Yhere a uanufacturer's standard is used for a drug which is not
not identifica iz a publicztion lised in the First Schedule of
this ict, thc nanufacturcr shall meke aveilable to the Ministry
of l{dealth, upon recucst, details of that standard ancé of a
rietnod of analysis for the drug zcceptnble to the Linistry of
Health.

Good harufacturing i'roctices which shzall include zs a minimum the
practices and proc:lires reguired to guarantee total quality
control shall be et Iorth in regulations to be made for this
purpvose undcr the et and zuch regulations will be enforced
throagh inspecticn 2ud ecentrcl measures on manufactures,
processors packers holders of drugs.

CiiiPTER 6 - NIW DRUGS

For the purposcs of the .ict and this chapter '"new drug" means

(a) a drug that ccntains or cocnsists of 2 substance, whether
as 2n active or inactive ingredient, carrier, coating,
excipient, or other component, that has rot been sold
as a 4drug in tiac Re-ublic of Zarbia and in sufficient
quantity tc establish in the Republic of Zambia the safety
and effectiveness of that substance for use as a drug;
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(v} a drug that is a combination of two or more drugs,
with or without other ingredients, and that has not
been sold ir that combination or in the proportion
in which those drugs are combined in that drug, for
sufficient time and in sufficient quantity to
establish in the Republic of Zambia the safety and
effectiveness of that combination proportion for
use as a drug; or

(c) a drug, with respect to which the manufacturer prescribes,
recommends, proposes or claims a use as a drug, o>
a condition of use as a drug: including dosage, route
of administration, or duration of action and that has
not been sold for that use or condition of use in the
Republic of Zambia, for sufficient time and insufficient
quantity to establish in Zambia the safety and effectiveness
of that use or condition of use of that drug;

No person shall import, manufacture, sell or advertise for sale
a new drug unless he has complied with the regulations made for
this purpose under this Act.

CHAPTER T - IMPORTED DRUGS

In addition to all other reguirements of the Act and the regulations
made thereunder,

No person shall import a drug into the Republic of Zambia for
sale unless each specific lot of drugs is accompanied by a
certificate of analysis provided by the exporter or importer in
accordance with regulations made for this purpose under the Act.

CHAPTER 8 - DRUGS TECHNICAL ADVISCRY BOARD

The Govermment shall constitute a Drugs Technical Advisory Board
to advise the Minister of Health on all technical matters relating
to the administration of the Drugs Act and the Regulations rade
thereunder.

The composition of the Board shall be determined by the Minister
of Health. The Board shall meet as often as required, but not
less than once every three months.

CHAFTER 9 - INSPECTION

The Minister of Health shall establish an Inspectorate of Drugs

and appoint such persons to it as he deems fit to cerry out
inspection of premises where drugs are sold, manufactured, imported
and/or stored and carry out such functions as are prescribed in the
Regulations to be made under the Drugs Act for this purpose.

CHAPTER 10 - DRUG CONTROL LABORATORY

The Minister of Health shall establish a Ceatral Drugs Laboratory
to perform tests as prescribed in documents in the First Schedule
or such other tests as he deems nece:zsary to ensure quality control
on drugs imported, manufactured and/or sold in Zambia.

——e
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02 The Central Drugs Laboratory shall perform such other
functions as are entrusted to it under Regulations framed
under this Act.

CHAPTER 11 - POWERS TO MAKE REGULATIONS
The Minister of Health shall have powers to meke regulations
under the various sections and sub-sections of the Act in
order to operate and enforce the provisions of the Act.

CHAPTER 12 - PENALTIES AND LEGAL PROCEDURES

CHAPTER 13 - INDEMNITIES
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FIRST SCHEDULE

British Pharmacopeia latest edition

United States Pharmacopeia and
National Farmulary, latest edition

International Pharmacopeia (WHO),
latest edition

British Pharmacopeia Codex, latest edition

Any other Pharmacopeia, approved by the Ministry
of Health under Chapter 8 of the Act.

SECOND SCHEDULE

Antibiotics, their salts and derivatives, and
preparations thereof

Insulin

Vitamins, single or combinations thereof
Hormones, single or combinations thereof
Corticosteroids, and preparations thereof, their
esters and derivatives and salts of esters of

such derivatives

All preparations for parenteral use.




THIRD SCHEDULE

Alcoholism

Alopecia

Anxiety State
Appendicitis
Arteriosclerosis
Bladder disease
Cancer

Convulsions
Depression

Diabetes

Disease of the prostate
Disorder of menstrual flow
Dysentery

Edematous state
Epilepsy

Gall bladder disease
Gangrene

Glaucoma

Gout

Heart disease
Hernia

Hypertension
Hypotension

Impetigo

Influenza

Kidney disease
Leukemia

Liver disease

Nausea and vomiting of pregnancy
Obesity

Pneumonia

Pleurisy
Poliomyelitis
Rheumatoid arthritis
Scabies

Septicemia

Sexual impotence
Tetanus

Thyroid disease
Tuberculosis

Tumor

Ulcer of the gastro-intestinal tract
Vaginitis

Venereal disease
Rheumatic fever







