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National Drug Policy May 5. 2005

MINISTRY OF HEALTH AND FAMILY WELFARE
Public Health Section-1

NOTIFICATION

Drared, the 18th April, 2045

No. Public Health-1/Drog-2 25200401 54-Ministry of Health and Family Wellare has promulgated the
following "National Drug Policy 2005 which is duly approved by the Cabinet.

Preamhble

In order (0 remedy the deplorable situation that existed in the drug and health sector of the country ot the
time of independence and thereafier and 1o ensure adequate supply and availability of good quality essential
drugs at alfordable prices, & National Drug Policy (NDP) was formulated in 1952, Following the guidelines
of this NDP. the Drugs (Control) Ordinance, 1982 was also promulgated in the same year by the then
Ciovernment, These two national documents, which were highly applauded all over the world, produced
tremendous positive effects on rapid development of the local Pharmaceutical industries and gradual
improvement and gains in the drug sector of the country, which are evident from the following facts:

® Jocal production of both allopathic, traditional and complimentary aliernative drugs increased
substantially.

& availability of essential drugs also increased remarkably with the incredse in the volume of local
proluction of all types of recognised drugs, the monetury value of which grew from Taka 1,730
million in 1981 o about Takz 41 000 million in 2002

#® local companies increased their share of production from 30% in 1970 10 mone than B0 in 202

® drup prices stubilized, increasing (practically a drop in price im real terms) by only 2008, compared Lo
an increase of 179% in the consumer price mdex. This made drugs more affordable to consumers.

& guality of products improved and the proportion of substandard drugs fell from 36% in 1970 to only
about 2% in 22,

® volume of impont of drugs and medicine in the country reduced drastically.

& commendable progress occured in the research, education and manufacturing of Unani. Ayurvedic and
Hoemeopathic-Biochemic svstems of medicine,

® less dependency on Impons and priovitisation of useful drugs saved the country approximately LS5
B0 mullion every year.

#® a drug-importing country, Bangladesh amed into a drug-exporting country.

Pursuance of the NDP objectives o procure raw muterials of acceplable quality a1 the maost competitive
prices led to a sharp decrease in the prices of raw materials and, in turm, to a fall in Maximum Retail Pnces
(MEP) of finished drogs,

Drup manufacturers' total profits have also gone up, because of the incrensed volume of production, while
the unit profit has gone down. 1o the benefit of the consumers. The NDFP and the Dwugs iControl)
Ordinance, 1982 effectively brought to an end to transfer prcing and over-invaicing for imports of capital
machinery, raw matenials and packaging materials, which were common practices before 1982
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While these spectacular achicvements of the Drug Policy and the Drugs (Control) Ordinance of 1982 were
well appreciated, these national documents were nod reviewed or updaiad regularly o keep pace with gime
and the remarkable developments that were taking place in the medicine warld.

Since the introduction of the Drug Policy, in the kst twoe decades, there have been spectacelar changes in
the socio-economic sectors nationally and imternationally. Besides, the workl has witnessed remarkable
achievements in the areas of pharmaceutical industry, medical science and also in the usage of medicines.
Under the umbrella of WTO the global free trade policies are in the offing. To keep puce with the changed
circumsiances, 1t has become imperative o modernise and expand our pharmaceutcal sector ainming
bevoand national horzon o the international export markets and also o attract the foreign investment in this
sector, The aforcsaid perspectives have made it inevitable 1o update and modernise the present national
Drrug Policy.

Although the sucoessive Governments strongly felt that an updated Drug Policy should be formulated and the
Dhugs (contral) Ordinance of 1952 shoukd be amended 1o keep pace with time in order to regulate the dmg
sector of the country, no effective steps were taken before the present Govermment cams 10 power in 2

Immediately after formation of the Government in October 2001, the Ministry of Health & Family Welfare
realised the pressing need for reviewing the Drug Policy of the country and epdating the Drugs (Control)
Ordinance of 1982. The process gol momentum when the Honourable Prime Minister reiterated the
Government's determination o review and update the Policy and the Oxdinance in various meetings with
the experts and the professionals related o pharmaceutical imdusiries in different tmes. The Minisiry of
Health and Family Welfare was given the responsibility to take immediale necossary meisures Lo review
and update the Drug Policy and to amend the Drugs {Control) Ordinance of 1982 accordingly.

The Ministry then constituted a National Drug Policy Review Committee with members from all relevant
sectors. Aller o thorough discussion over o period of aboun two vears the National Drug Policy Review
Committee decided that an wpdated policy should be formulated incloding all the relevant and usetul
clements of the 1982 Policy and incorporating necessary chonges, updited information and new elements in
the new Policy and the Drugs (Control) Ordinance be amended accordingly m order to properly deal with
the changes and developments that have taken place in the drg sector over this long period of time, The
National Drug Policy 2005, which has been formulated now o meet the requirements of the current needs
of the country, is thus an updated version of the National Drug Policy of 1982, The preseat Policy has been
firm lated:

11 to make it more applicable, effective and adaptive to the remarkable iechnological advancements that
hove been msde in the medicine worlil

ii} to guide the Drug Sector of the country 1o perform better in the competitive world market
iii} to make the country a producer and exporter of good quality drugs in the world,
Objectives and Elements of the Policy

While the above-mentioned achievements ure impressive by themselves, there are certain areas in the drug
sector of the country, which need immediate attention. Although many pharmaceutical manufacturers of the
country have commendable records of adherence o the current Good Manufacturing Practices (CGMP),
there are still ample scopes and needs for funther improvement in many of them. Concerted efforts of all the
manulacturers w adopt CGMP will ensure availability of adequate guaniities of sufe. elficacious and useful
drugs in the country al affordable prices. The present Drug Policy is thus formulated in order 1o achieve the
following objectives:

a) o ensure that the common people have easy sccess o uselul, effective, sale and good quality essential

and other drugs at affordable prices.
b} to strengthen the Directorate of Drug Administration by rasing its stams to that of a Directorate

Cieneral of Dyug Adminisieation with corresponding increase in ils manpower and infri-strucione
facilitics to make it more effecuve @ a Drug Begulatory Authorty (DEA]L
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to update, from time to time. the criteria of registration for import of all systems of medicines in
line with the quality guidelines followed in developed countries w0 ensure salety, efficacy and
usetulness of such medicines.

o provide. on a priorty  basis. required services and facilities to Jocal drug manufacturing
imcdustries of all the recognised systems of drugs so that self-sulficiency is attnined in the
manufacture of both drugs and pharmaceutical raw materials.

1o exercise government contril over advertisement so that common people are not hood-winked
by commercial advenisement on drugs and health matiers,

o encourage all locol and foreign companies 1o numnlaciere good quality essential drugs in
adequale quanlities in the country.

tor bun the manufacture. sale and distnbution of counterfeit, adulterated and sub-standard drugs
andd 1o award exemplury punishiment (o persons guilty of such actions,

to strengthen the system of procurement. storage and distribution of drugs and medicines so thal
these are accessible to people in all areas of the country.

Lo allow mamutacturers to manufacture, distribute and sell drugs by their Genene or Formulary
names and Trade or Brand names (except i Homeopathic medicines) as appropriste for best
identity of the product.

to continue the current system of controlling prices of the commonly used essential drugs as listed
and updated from time W lime by the Government

o encournge foreign manulaciurers to invest, manulascture and se¢ll drugs in Bangledesh with
commesponding assurance of wansfer of new technology and technical knowledge in the country.

to ensure that no discrimination is made between the local and multinational companies, which
have manulacturing plants in Bangladesh while applying the principles of this policy.

to encourage both local and multinational manufacturers (o establish  full-fledged Research &
Development (B & D) facilities in the country.

o encourage investors 1o set up facilities for manufactuning pharmaceutical raw materials in the
counlry,

o enoourage collaboration between universities, rescarch institutes and manufacturers for
undertaking basic and applied research i medicine, pharmacy. biotechnology. genetic engineering
pnd biomedical sciences.

to ensure rational use of drgs (RUDD by proper counselling and motivation of both  the
prescribers amd the end-users.

o ensure proper meniloring of Adverse Drug Reactions (ADR) in the country by motivating the
physicians and the patients 1o report coses of adverse resctions ol drugs,

to put emphasis on training of the people working in the Directorate of Drug Administeation and
in the Quality Control and Production departments of the manuficturing units.
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Policy Arcas
1. Laws and Regulations

Relevant Laws and Regulations commensurate with the prevailing circumstances wsually control and
regulate production, distribution, sale and use of drugs in o country and ensure Bt they are of good quality,
efficacious and safe, Currently, the Dmgs Act, 1940 (XXII of 1940) and the Drags {Control) Ordinance.
1982 (Ordinance No. VI of 1982) regulate the process of regisiration, manufaciure, distribution, sale,
import and export of drugs in Bangladesh. These drug regulatory legal instruments of the country are now
guite old, They should be updated through necessary amendments to keep pace with newer developments in
the drug sector. Similarly, the Rules made under the above Act and Ordinance should also be updated and
imegrated into one set of Rules,

If the functioning of these laws and regulations and their compatibility with other laws, either under the
sesponsibility of the Ministry of Health & Family Welfare or other Ministries and Departments, affect
implementation of the different aspects of the NDF, they should be amended accordingly,

2. Drug Regulatory Authority (DRA)

A strong administrative set-up is essentinl for effective manigement of the various aspects of the drug
sector of a country. The Directorate of Drug Administration of Bangladesh has 2 very limited number of
qualified technical personnel und totally insulficient infra-structure Ffacilities w effectively perform the
various functions of the regulatory authonty.

Strengthening of the Drug Regulatory Authority (IDERA )
The following measures should be taken for the sirengthening of the DRA:

i) The status of the Directorate of Drug Administration (DDA) should be raised o that of the Directornle
General of Drug Administration (DGDA)Y with corresponding increase in its manpower amdd infra-
siructure facilities.

i) The organogram of the DGDA should accommodate all lawlul systems of drugs and regulste them
uniler unified contral,

iii) The regulatory responsibilitics should be delegated o different Directors under DGDA o expedite
and facilitate the functienal processes.

iv) The decision-making processes should be guided by the objective, non-discriminatory and transparent
guidclines and procedures,

v The staff of the DGDA should be adequately tramed, have clearly defined functions and powers, and
be entrusted with responsibility in relation 10 all aspects of registration, manufacture. storage,
distribution, sale, import, export and quality of drigs in onler W ensure compliance with the Liws,
rules and regulatons.

3. Drug Registration

All drugs and medicine and other medicinal substances in finished dosage forms, which are manofaciured,
imported, distributed, mirketed or consumed in the country must be registered with the Dug Regulatory
Autharity (DRA) of the country in the specific dosage form and strength as recommended by the Drug
Control Comminee (IMCC),

However, the Licensing Authority may allow manufacture of any drug in any dosage form and strength for
export purpose only as per the requirements of the importing country.

4
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a) Selection of Drugs for registration

1) Selection of a dmg either for manufacture or import 1= one of the important functions of the National

Repulatry Authority (NRA), For this purpose the current system of having o drug registration
advisory committee, i.e., the Drug Control Commattce (IXCC), which comprises of experts and
professionals from all lawtul systems, should continue.

iy Quality, safety, efficacy and usefulness should alwnys be the predetermining eriteria for approval for

i}

sale of a pharmaceutical product.

The Directorate General of Drug Administration. in consultation with the expens committee formed
by the government, will prepare a list of non-prescription (OTC drugs that will be updated from time
10 lime.

b Registration Criteria

1]

i)

v

¥

Vi)

wii)

vl

Ax a general principle, registration for manulacture, import and sale of combination drugs other than
those of Unani. Ayurvedse & other Herbal preparations, vitamins and nutmitional preparations should
not b allowed in the country,

However, combinations like vitamins, nutntional preparations and  other  drugs which are
therapeutically useful and are registered in the developed countries could be considered for
registration

In case of the Homeopathic sysiem also, registration for manufacture, import and sale of combination
medicines shall be ullowed according o the principles of Homeopathy,

In case ol imposted allopathic drugs, the manufaciunng site will be inspected Tor GMP validaiion by
the mspectors of the drug regulatory authority of Bangladesh. The mspections will be scheduled by
the DRA and the concermed manufacturers will bear the cost of any such inspection. However, the
inspections will not be a bar o the consideration of a new drug application manufactured in a
developed country included in the list of the Licensing Authority.

Bioavailability and boeguivadence dita wall be considerced as important criteria Tor the regrtration of
any mmponed medicine,

Any Unam, Avurvedie or other Herhal drogs included in the official Formulary of other countries, if
conskdered essential and wselul by the Natonal Unani, Avervedic & Herbal Formulary Committee,
may be granted registration for manufacture and sabe in the country. National Unani, Avervedic &
ather Herbal Formulary Committee will be constitined by the government with the experts on Unani,
Avurvedic and Herbal drogs,

Registrotions for Mother Tinctures, Crude Triturations and 1 X potency of 12 Biochemic medicines
will be required but no registration will be required for further potentization of the Homeopathic and
Hiochemic medicines.

Fuor the registration of Homeopathic and Biochemic medicines the quality standands, set in the
Homeopathic and Biochemic pharmacopoeias accepted in the developed countries, will be followed.
products will be registered by the Licensing Authority {Drugs) based on thewr safery. guality and
uselulpess,

Liguid dosage forms of Unam. Ayurvedic and other Herbal dmags, that contain up wo 5% (viv) of
e ethamol may be allowed 1o be registered, if use of such high proportion of cthanol is absolutely
needed for their better efficacy and keeping quality, However, in exceptional cases, use of ethanol up
1o 4 miaximum volume of 10% (v/'v) may be allowed. if recommended by the DCC.

Centamn drugs, m spite of their known serious side-effects and possibality of being misised, may be
registered for impor. production and sale m limited quantities for restricted use.



Naticmal Drug Policy 20005

¢) Registration Procedure

The current procedures adopted for registration of drugs of all the recognized svstems, as specified in
the existing lows, should continue alter modifying or upgrading them as appropriate, But effons should
b nuude o develop methods for expediting the process of megisiration

4. Drug Production

1l

i

iy

iv)

v)

Wil

One of the main objectives of the NDP is 1o produce good guality drugs in the country. The
current Good Manufactuning Practice (CGMP)Y guidelines of WHO should thus be strictly
followed in the manufacture of drugs in the country. In order to ensure strict compliance with the
reguirenients of COMP, all 1.|I1IF production umits should be subgect to regular inspection by (he
Inspectors of the Directorate General of Drug Admimistration. The manufacturers will also be
expoected o conduct periodic internal CGMTP audit following the standard check-list of (he
Directorate General of Drug Administration.

Another main objective of the NDP is to ensure self-sufficeency in all types of drugs. Therefore,
all necessary measures should be undertaken to ensure that the current tremd of increased rate of
local prodoction of dmgs is sustained and further improved.

Priority should be given 1o production of adequate quantity of essential drugs, Effons would be
made 0 cnsure that all the essential drugs and noo-presenption (OTCY drugs (lisis of which are
appended 10 this policy) are manufactured in the country in sofficient quantities and they are
available af affordalde prices,

Foreign and multinational companies will be allowed o invesl and manufacture drugs in
Bangladesh as long as th::,.' have at least three of their eriginal research drug products registered
in ot least two of the following countries: USA, UK, Switeerland, Germany, France, Japan and
Avstralin,

Manufacture of drugs that are not included in the last live editions of the British Phamacopocia
(BP} or United States Pharmacopoeia (LISPY or International Pharmacopocia (1P or the British
Pharmaceutical Codex  (BPC) or in the WHO Lists of the International Mon-propriciary Mames
(INING, will be prohibited.

In onder o encourage transfer of lechnology and availability of the newly developed drugs.
foreign compainies, with or withoul having manelaciuning plants in Bangladesh, will be allowed
o manulacture drugs in the country under licensing agreements with any partners of their choice
il the drug in the same brand name s registered and marketed anat least iwo of the fallowing
developed counnes: USA, UK, Switrerland, Germany, France, Japin and Australia.

vil) Only for marketing cutside Bangladesh, foreign companies without having manufaciunng units in

Bangladesh will be allewed (o manufactiune drugs in the country under tolllicensing agreemsm
wilh any partner of their choice.

viin) The sk of producing Unani, Avarvedic and other Herbal drugs wall lie solely with natonal

X}

x)

manufsciurers with g view to afiaining sell-sulfickency in respect of local resource based drugs

Baoth local and foreign companies hiving manufacturing planis in Bang Lidesh will be alloweil to
manofaciure drugs under ollcontract manulacturing amrangements al any other manufacturing
planis of their choice

For the purpose of expont only, any drug may be allowed 10 be produced in the country in
accordance with the specilic reguirements of the imporing country,
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5. Drug Procurement

1} Drugs and phanmaceuticals may be procured by government by local purchase or impart, and by
receiving as donation or gift. Unsregistered drugs and pharmaceuticals should be avoided in case
of import, donation and gifi received by the Government in emergency situation. However, in
emergency situation these types of drogs and pharmaceuticals ean be received with the prior
approval of DGDA,

ii)  Drugs for personal use of individual patients or to meet any national emergency situation or for
the purpose of research and clinical trials o for any other specific use, which are not registered,
may be imported with prior approval of the Licensing Authority (Drugs) for specific quantity and
for non-commencial purpose,

iy ANl procurements by the public sector should normally be made directly from the manulfaciurers
through open tenders in generic names.

“iv) To reduce dependence on imponed drugs, the local pharmaceutical manufacturers will be offered
mecessary couperation o produce quality medicines in adequate quantitics, The drugs repistered
for import in Bangladesh may be imporied subject 1o prior approval of the Drug Regulatory
Authority. The recently innovated life-saving drugs will be preferred while considering
registration of drugs for import. The spplication for registration of a drug for import will be taken
o consideration only if the drug is registered under the same brand name in a1 keast one of the
following developed countnies : USA, UK, Switzerland. Germany. France, Japan and Australia.

“v) To reduce the cost of procurement of drugs produced locally, the production of active
pharmaceutical mgredients will be encouraged through offering various Tacilities including
sefting up of a dedicated industnal park.

*vi} To encourage transfer of technology the foreign investors will be encouraged 10 produce locally
the active pharmacettical ingredients of their innovative life saving drugs

6. Drug Distribution, Sale and Storage

Frompt and safe distibution and ethical sale of drigs from public/private storage facilities 10 the end-users
should be ensured so that the quality of the products 1s maintained throughout the whole process and good
quality essential drugs are always available o those who need them.

i) Only the drugs, which are registered in Bangladesh should be allowed 1o be distributed and sold in the
COLMEryY,

1)  No person without having professional qualification or holding valid professional licence should he
allowed 1o stock, distibose or sell drogs and medicines,

b No drugs or medicines, other than non-preseription (OTC) drugs, should be sold or dispensed withou
prescnptions,
w)  Maintenance of quality and safety of drugs in retail outlets and in storage should be ensured by
carrying out regular checks by Inspectors of drugs on the quality of stored drugs at all kevels,
7. Drug Pricing

i) Rational pricing of drugs should be ensured 1o make essential drugs available to the end-users 1
affordable prices.

¥ he smendad by the Mimistry of [ealih & Family Welfse oo 15% M 2005 (Bangladesh Garetic potification dated, 23 June 20051



National Drug Policy 2005

i} The current system of controlling prices of commonly used essential drugs should be contmued and
the existing list of the price-controlled drugs should be updated in the light of current pattern of
changes of drugs used in the primary healthcure.

iii} The existing system of linking prices of the aforesaid locally produced drugs with costs of ruw and
pecking materials and that of impored fimshed drugs with Linded cost should be revised for rational
fixing of Maximum Retail Prices (MRF) of druzs.

8. Quality Assurance of Drogs and Pharmaceaticals

One of the most {mportant objectives of the NDP is 1o make good quality drugs availuble ot atfordable
prices. In order to achieve this objective, quality building in a drug at the manufacturing stage by In-provess
quality contral and quality keeping in the drug in wransit and storage should be ensured by testing it at
different stages before it reaches the end-users.

i) Each pharmaceutical company should have a quality control and quality assurance system. which
would monitor the entire process from the acguisition of raw muterial (o ils conversion inko a
finished product.

it Each manufacturer should have a dedicated team of professionals for adequate product and process
design and staistical control of the process through in-process and cnd-produuct testing,

i1 There should be documented Standard Operanng Procedure (50P) based on WHO recommended
cGMP guidelines for manufacture of cach product as well as for cach munufaciunng unil process.

ivl Al the unil process should be periodically validuted 1o ensure correct end-results. The validation
resulis should be properly documented.

vl  Qualified professiomals related to pharmaceutical sciences should be employed in all the relevant
departments, related to quality control and guality assurance, of & manufactaring plant following the
guidelines of WHO in order io ensure producton of good quality drugs.

vi) Quality of marketed drugs should be ensured by frequent post-marketing surveillance by the Drug
Inspectors and testing random samples of the marketed drugs in the Quality Control laboratories

vill In addition to the QC laboratones of the companies there should be one Central Diug Testing/Quality
Control Laboratory and a number of Regional Dreg Testing/Quality Control Laborastories under the
Directorate General of Drug Administration with separate units for unani, ayurvedic, herbal and
homeopathic-biochemic drugs, manned by technical expens of the respective disciplines.

9, Manpower of the Manufacturing Units

iy All manufacturing units should be staffed with adegeate number of Professionals related 10
Pharmaceutical sciences in accordance with WHO guidelines in order 1o produce good quality, safe
and elfective drugs and pharmaceuticals.

However, the unani, ayurvedic, herbal and homeopathic-biochemic drug manufacturing units should
be staffed with adequate number of Qualified persons of the respective disciplines and, where
necessary, pharmacisis, chemists/biochemists, and botinists,

i1} Persons with relevant qualifications should be employed in the various departments of the
manufacturing units fallowing the guidelines of WHO and strictly following the relevant laws of the
Country.
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i) Adequate numbser of other supporting trained and =killed techmical personnel should be emploved for
simeodh Tuncioning of fhe manebaciering plant.

1) Drug Information and Moniloring

1) The Directorate General of Dmg Administration should have a well-equipped Drug monitoring and
information Uit

i) Duota on production, impoet, expont, procureiment storpe, distribulion and side shoubd be compiled,
manitored and evaluated to ensure availlability of drugs at all levels of the country's health care
facilities both in public and privale seclors.

i) Safery, efficacy and qualiy of all registered drugs should be monilored regulirly amd inlormition on
any substzndard, spurious and counterfent drogs should be made freely available o all concemns by
wide publicity in Baoth print and elecironic media,

vl Raotienal wse of deugs (RUDY) slould be ensured by comducting survess on the systems of presenbing,
dispensing and patient compliance. :

vi o Monitonng and repoming of adverse drog reactions (ADR D should be seriously done 0 ensure safe
wrsd stioanal use of dougs in the country,

vi)  Dbjective and educational advertisements of Non-prescription (OTC) drues based on scaentifically
established evidence and in goodd taste may be sllowed with prior approval of the Dvug Regulatory
Auileriiyv. (eurment Tists of OTC drugs of allopathic, ayurvedic and wnam syslems are appended (o
this Policy ).

11, Essentinl Drugs

ivl There shall be an Essential Drug List (EDL)Y for Bangladesh, The Dhrectorate Gengral of Drug
Administration, in consultation with the expens committes formed by the government, shall update
froam time o time and maimtain the list of essential drugs in ling with fhe current Tist of Essentinl
Dirugs of the World Health Creanisation.

12, Tnwill come into force immediate]y.
By coder of the President

Fazlul kearim

Assistant Secretiry
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il To reduce dependence on imponed drugs, the locol phormacenticn] manafaciurers will be offered
nocessary cooperation 10 produce quality medicines in adeguale quantities. The drugs registered fin
mmport in Hangladesh may be imported subpect 1o pror approval of the Drug Regulatory Authorily,
The recently innovaled life-saving drugs will be preferred while considering registration of drugs for
import. The apphcation for registration of a drug for impon will be taken into consideration oaly if the
drug is registered under the same brand name in al least one of the following developed countries
USA, Uk, Switrerland, Germany, Framee, Japan amd Australia,

V) To reduce the cost of procurement of drugs produced Tocally, the  production of active pharmaceutical
mgredients will be encouraged through olfering vanowss facilities including setting up of a dedicaled
indusinal park.

vi) To encourage transter of technology the forcign investors will be encouraged to produce locally the

active pharmaceutical ingredients of their inmovative life siang drogs.
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