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INTRODUCTION

Thw per capila consumption of moder. drugs in Bangladesh is sbout U3 5 1.00 por yéar ond this i onu
of the lowest in the warld,  Milions of our people have little access 1o The most espential life-saving drugs,
and yet before 1582, a large number ol wasteful and undaesirasle medicinal products wore manutacturad snd
markeled, mosily under commercial pressure,  The markel at that time was flocded with various assottment
ol tonics, vitamin mintures, cough and cold remedies and many other undssirable combination preducts,
while assaniial drugs needed for primary snd sscondary levels of health care were in short supply. In view
of tha scarce rasources and the urgent need 1o implement health ProJrammes, i1 was necessary to formulats
4 nuw drug policy as part of the national health poliey.

Soon aiter the promulgation of Martial Law in March 1982, the Chiel Martial Law Admiiislfatgr {CMLA)
sshed 10 inoduce s new natloaal drug policy designed to give priorily to the production of selected
esseniial drugs, and tg remove from the market all hatmiul, useless and undesirable products, The Govarn-
ment appainted an eight-membersd Expart Committes for drafling the new nationa! drug policy and to
‘s evatuale oll 1he 4,340 drugs licensed et that time for sals In the country, bearing In mind the couniry's
priceity keaith needs.

The Expent Committee working day and night did a very comneidals b, and submitled Its Report to
mewn VT May 1932, Part of this Repant [ excluding the list of drugs to be banned §j is published in this
booklol, The list ol banned diuys was pubiished ea:her in Drug  Admunistratign Publication Mo 1, Agiing
N Heke recomnendations of e Expert Committes. L1, Gsvaral H, M. Ershad. the Chia? Martlsl Law
hdministrator. approved and enacted the Drugs { Control } Ordinance, 1932 { Grd, Mo, VIl of 1882 )on 12
June 1932 as & fust slep in impleneanting tha new natlonal drug policy. Uader this Ordinance. the
ngistration of 1656 harmlful, unnocessary or otherwiss undesirable drugs wos canocelled or suspended,
and these products wera gradually withdrawn from the market in phases., Al the same timo. the
| Governmen! adopied the dralt national dug policy recommeaded by the Expart Committes as the new
National Drug policy for Bangladesh.

Thu Expert Commities identHisd 16 guidelines Ior the svaluation of madicinal producis and for essassing
| anicin products should be withdrawn or reformulated. These guidslines have besn described oa “sdmirable
{and based on “sound Lherapeutics’ by most sxparts  in Bangladesh and abroad, Our Drug Adninlstration

follows these guidelines for continugus evaluation and manitorng of oll new and Bxisting drugs for the

purpose of registration and licensiug,

The movy palicy hus helped to iacrense local production of diuge.  Wheeess the velus af lovaily wradused
dugs was only Tk, 175 Crore in 1981, thishes reached the level of Tk 325 Crore in 1555, Theiocal
induslry has by now acjusted itsell with the new policy. The production copucities alfected dus to banning
# some products have been more than compensated by the Incregsed volums of production of easential
grugs. This was sxacily the underying objective of withdrawing the fancy and uselsss products in the First
nitance, Whareds the share of 45 essential drugs lor primary health care in local produstizn was only 30
prcent in 1981, this has now incressed 10 65 percent in 1935, Many raw materials which were imporied
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warlist al anoibilacd prices afe now belng  impatied al éampetilive prces, and this has helped 1o reduc

piices and 1o kesp them more stable. Unani, Ayurvedic and Homosopsthic drugs were brought under the |

control of curren( Siug legislations as @ consequence of tha new drug palicy, and! this has mede their Turther
deavelopmant and modarnization possibla,

Tha nan drug policy hos already yielded good results.  VWith the full inplementation of e naw
MNational Drug policy. the supply position of essential drugs in the country will improve Further in the
coming years, Howavar, we hava stll 10 go a long way to fullil our national objective of ensuring avallability
of gocd gquality esserfigl dnggs for afl who need them a1 the varipus lavels nf tha health care systen
af the most reasonable crices,

Ed).
i Major General M. Shamaul Han
Cated, Dhaka. Minister for Health & Papulatian conatrol,
10 March 1886 Governmant of the people’s

Republic of Bangladash,
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DRUG SITUATION BEFORE THE DRUG POLICY OF 1382

In 1881, the pecple of Bangladesh spant an estimated amount ol 150 crore taka on ellopethle
druge of various kinds comprising about 3.60C brands. MNoarly one third of this meoneay was spant on
unnecessary and useless medicines such as vitamin mixtures. tonics. alkalisers cough mixturas, di-
gestive enzymes, palliatives, gripa water, and hundreds ol other similar products. Wherces, of the
182 drugs which the Governmant sarlier had salected ta be essential, POt mora than 90 wera loc-
glly manufsctured. It is a respansibility of the Goverament 10 pratect the consumers from beling
hood.-winked Into spending their scanly resources on uspless, unnecessery and at Limes harmful_drugs.

Thets wate 158 licensed phormogoutiosl manulsclurers in tho country but local production was
dominated by eght multinational companies who manufacturad about 70% of the products. Thera wers
25 medium-sizad national companles who manufeciured ancther 15% of the producls, Tha remaining
16% were produced by 133 small local companies whd wera czpable of producing only simpls
liquid formulations.

All the phamacsutical companies were mainly engeged In formulation, They procured thelr raw
materlals by lmport, involving an annual expenditura of taka 60 crores in forelgn exchangs,

Incompletn iranilaer af tachnology, reatrictive Bukingss practices. and purchasa of raw matenals by
the multinationals at inflated prices from lied sources ware detrimental to our national ecnomy. Though
the multinationals heve all the wechnologies and know-hew 1o produce sophisticated eesentinl drugs and
basic pharmaceutical raw moterials, in Banpgladesh these companies ware engaged mostly In formuiatson
of simpla drups including many useless products such a8 vitamin mixtures  tonics, gripe waler, eig,

In spita of the 168 lecal pharmaceutical Industrics, the counity was still Importing Teka 26 10
30 [croce of {inishad drugs evary yoor Thore 'Was a Scope to reduce the number of importable ilema by
deleting those which are not essential or the substitulas of which wera locally manutactured.

Unani, ayurvedic and haomoaopathic drugs wera axempted from contral wnder the then drug laws,
Consequently. 1héra was 8 proliteration ol unethical, and harmfal produsts of uncertain  quality.
Most Highly misysed products of this group wera twe aleghol containing tonics.

The Drugs Act 1340 which was the basic drug lagislation, is outdated and grossly inadsquats.
The outdated legal procedura hindered rathet than helpad prompt prosecution end penalties, Much
of the unethical practices in manulacture and trade was possible becausa ol the weaknasa of the
existing legisiation, Further, the concept of drups and medicines as an sssential component of haalth
ears wos migsing. There Wwas no provision in the drugs Act for tha control of prices of pharmace+
utical raw materials or finished products.

Maximum retail prices ol finished drugs wera fized by the Minlstry of Commerce undar the #38.
antlal Commoditlas Act and Orders. Thora was no 8gancy for enforcement of pfices at retail level ;
thg prices of drugs fluctuated widsly in the markst according to demand and supply. Further, thera
wes no control over the prices of pharmaceutical rew and packaging material which contribute mora
than G0% of tha prices at wade leve!, The same materiais were imapartad  fram  differant sources
by different manutacturers at widely wvarizble prices renging up to four fimes.
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In tha then drag laws, thara wis no proivison for regulating technology transfar and/or licansing
jgresenent with foreign collsborators, Similatly there wes neither provision for protection of consum
¥ against drag hazards nor thare was protection of national interest in raspect of patent rights of

yarmaceutical SubsStances,

Racognlsing tha right ol every citizen to enjoy the highest possible leval of hsalth cere, tnera
wis an urgent nesd to mobilise and maks economic and effactive uga of all available resources for
ipraving tha stats of health of pur people. Drugs baing most essantial loals fer health care, thels
ginnot ba treated just as any other commorcial produst, §n 1981, not more than 20% of the
ppulation had Bccess ejan to tha mast e3santal drugs for thair health needs amd yat the market
Wit ﬂﬂﬂdﬂd with hu wdraddy of uialess oF non.ossantial medicinal Ii!'ﬂdill:tl-

The prablem of incraasing costs of expenditure on drugs & medigines hss become & grucial
ipus bath for tha public health and the pelvate sectors, It was, therefora, nesded to Fake urgent
sisps 1o bulld up an economical and efficient drug suaply systém to meet the priority health nesds
o the countey nnd to reduce unnocossaly wastige on usoless or non-essential drugs and medicines.

Drug Administration uadar the Ministry of Health is the main agency for administration and enforcemant
af drug legislation. It has anly 32 ofiicars of which 20 serva a4 inspectors. This number i3 gro-
ply Inadeguats Thore areé two gavemmant drug tedting laboratoties, one in Dhika asnd the othes
i+ Chittagang- The cymbined joud of thaa labogatories sxceed G000 =samplas par year, The staff
od eguipment of these laboratories ara grossly inadeguate. In  the couniry there are about
11,000 reteil pharmacies aad azothar 1200 whalesalers. The Govemment ulilizes only 10% of the
ital available drugs; the ramainihg a0y is utilized by tha private sector

MATIONAL DRUG POLICY OF 1982

1. Meeod for = National Drug Policy 3

The problem in respect of drug supply ats mualtl-sectoral and complex, That there is a noad for
lge quantity of essembial, weffizadious and economic drugs for both the public and private seclors
mnnot ba disputed, Ia fatt il the essential crugs are not roadily available at jeasonable cost,
|¢ natignal objectwe of health for all by the year 2000 cannot bs achievad. In the context of
laur scarce rasources and urguncy of implementation of haalth programma, it is all tha mare impartant
et @ national dmu m“:'f ba formulated as a F‘irl of matianal haalih Pdllf'_l"- This W"w should
rgure procusement, laozal productiaa, guality conrel.  distribution and utilization of drugs under uni-
led  lagisiotive and adminlatrativa control. Oaly on the basis of such a policy con  effactive
measures e taken to provide widest coversge with rhe mast relavant essenlial drugs at the mini-

|mum cosl.
2, Chbjectiva ;
Tha objectves of the nstional drug policy are :-

21 1o provide sdministrstive and [igislative support for ensuring quality and availability of ess-
gntial driegs whigh are of ralevance to the health nasds of the majerity of the population,

29 o reduce the prices of ¢dwge and mediciass and 1o ensure procurdment of raw materials st
the must cumpatdive ArNces
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23 to sliminata usaless, non-otseqtial and harmiul drugs from the market.

2.4 to promote local production of finjshed drugs es well 23 of basic pharmaceytical raw
and packaging materials in (he country,

2.5 o ensure co.ordingtion amang voerioud administrativa branches of the Govarnment in meipect
ol drug contral and drug supply system,

26 to develop drug monitering and information system fo prevent wasteful misuse of drug to
ensure their proper utilizatian,

2.7 to promote scientific development and application of unanl, ayurvedic and homoesopathic medicines
and 10 ensufa their standardization and qualdy by bringing ihese under the purdew of drug
lesiglation,

28 to Improve the standard ol hospltal pharmacies and private retall pharmacies by improving the
facilities for sducation and training of professlonal pharmaciats,

29 to ensurse GMP and sach manufacluring company employing qualified pharmacists.

ACTION REQLMRED

|
| To achieve tha odjsctive of national drug palicy end to povida guidelines for the fermulation
[ of programme ihe lollowing actions are 1o be taken :

3, Selaction and provieion of esseatisl drugs :

| 3.1 The major strategy I3 1o overcome consiraint of limited resources for tha optimum utilization.
This also calls for tho elimination of all wanessssary, uselass crogs end drugs of doubtful
pfficecy from the marker A limited list of 1%) essantial drugs considerad adeguate for
most tharapoullc purposes shall be solected. Cul of this about 45 assential drugs will be sslected
for the primmary level of health care on the basis of priority health nead, oost, safety, and
sultabilipy of tsatment of common diseases snd symptoms by up to Thana leval health waorkers,

Besides. for the protection of tho wvast majority people in the rural areas from hazerds of undus pra-
ictiptions and in an stiempt o give them relief by basic health workers, it la essential to limit the
\essential drugs 1o 12 which em conslderad sale and adoguate for commen madical problems. The list
i-al the essantinl drugs ere appemded herewith [ Appendix-l }.
|
-| Besidos. thors may be a Kist cl pnothar about 100 supplomentaty drugs neaded for terdary laval
‘¢! health cora by spacialists [Appendx-il}, The vatious brands of drugs in the market shall be evalyupe
1ed coatinuo'sly on the basls of the r useflaess, essentislity and as per guidelines and criteria deve.
‘igsod 1or this purpose (Apponds. 11} and cost-effeciiveness In tha light ot up to date svsilable Infor-
mation. In Rutyrs, only pioducts which are considersd essential end ralevant to heslth nesds of the
country ond ore consistent with thic policy shell be licersod or ripiswred. The solocted sssential
dugs shall be given prefersntial Wreatment in tarms of beensing, import autharizetion, dutles and
ather financial benelits,

The aslected &5 estential drugs for primary health cara shall ba allowad to b3 moanufacivred or
tgld only under their panetic names. As 5007 a3 posaible and not lster than 1983, & National
Formulary will be presared and published, ywhich shgll include all the fofmulations that will be allow=
#d for manulacture, import of sole in this country. Products such as liguld vitamin mixtures, muli«
ple combinations of potent drugs. combination of antibiofics with other gpotive drugs, alkali mixtures,
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gripe watérs, cough mixtures, tonice, balma, digastive eazyms preparstions, habit.dorming drugs, vaps
pubs and other similar useiess and non.essential products will be [deatified and their licénsing/regis-
ation shell ba cancelied so that such products ars completely ellminated from Bangladesh.

DRUG ACT

k2 The pDrugs Act 184p shall be revlsad of raplaced by & new drug [ejlslation incorporating provis-
slans for—
i. a system of registration of all medicinal products including ayurvedic, unani and homeopathic
madizines ;
ii. enforcemant of good manufacturing practices;
iii. full contred of labelling and advertizemeant ;
iv, control of prices of finished drugs and phannaceutical, ray matariale
v, prescription control of toxic. poisonous and habit forming drugs ;
wi, surmmary tmial for oflences in special drug cours
vii, heovy pensliles including. conliscation of equipment and properties for manufacture and or
selling of spurious and sub.standard dugs ;
| yiii, departmental adjudiciation for fine ol up to taks 10.000/— ;
ix. heavy penally for possessing or selling of drugs stolen from government stores. hospitals and
dispensaries ;
x, regulation of tachnology transler and licensing egreament with forgéign colaborators ;
wi. mestriction ol ownsrship of retail phormacles to professional pharmacists only ;
i zii. conwol of manufecture and sale of unani, ayurvedic and homeopathic drugs ;
| wil, tre patent laws in respect cf pharmaceutical substances shall be revised ;
|
|

Product patanl in respent of pharmaceuticel substances shall not be allowed, Process patent may
allowed for a iimied period of time if only the basic aubstance |3 manulactured within tha country.
he ariff structure in respect of pharmaceutical raw matarials for sclected essential drugs, quality coafrol
spment gnd chemicals shall be revised. A drug technical advisory board consisting of representatives
om pharmacewtical pralession, industry, phamocy deptt, of the univarslty. representalions From the prolossi-
= organisations and experis from tha profession shall be constituted 12 review from time to time for
implemantation ol drug policy,

DRUG ADMINISTRATION

B3 The Directoate of Drug Administration will be expanded and adequately stalfed with experts in med.
ical end pharmaceutical sciences. [n view of the gross inadequacy of drug Inspectors, all Thana -
Heal:h Administrators shall ba given special course of training and ba empowerad to acl as drup in
spectors for the purpose. =o that they can take meaningful sanctions against whole salers. retailers
and peddiers of drugs at thana Jevel and befow, All tha govemment drug contral laboratorios
should be brought under the control of Drug Admiristrstion. A propedy stsffed and equipped Natf-
onal Drug Control laboretory with appellets lacilitas will be set up as early a8 possible, not later
than 1985. Besides its funchon in respeet of drug control and administrabien, the Mational Dreg centrol
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Laborstory will devote |tself to develop appropriste standarcs and specilications lot unani and Byurs
vedic drupe. |t will also help develop natiosal lermulations tor unani and ayurvedic drugs.

The fess for licansing, registration and testing ol drugs which are ridiculously low at present shall ba
enhanced, Ligensing or regisiration fess for méw products which are not incleded in the  national
list of essential drags shall be very high [ not less than taka S000f- ). Tha reanewasla fees of
licensing. rogstration and testing shall be utilised for expansion and dovelopment of drug admini-
stration and drug testing laboratories. No manulaciure: will be aliowed to produce dugs without
sdeguete quality control facilities, Howevar. the small matianal drug monufocturers moy be allowed
o establish quality control laboratores on a collective basis,

Local Produstion

The existing capecities of local pharmaceutical industries, especially these owned by Bangladeshl
nationals, shall be aahanced through liberal licensing for balancing and modernization and by Inc+
reasing entitlement for the impart of raw materials. Governmeal facilities for the economic end
elficient production of essential drugs fof primary health cere, intravenous fluid and vaccines shall
be pxpanded. Multinalional companias will nal be olleowed te manufacture simple products like
common analgesics, vilamin, antacids, eic. Such products will be exclusively manufaciured by
local fitrms Local producstion of boesic pharmocecuticals in bulk shall be promoted 1o nttain self-
telignce.  To enzourage such production, spacial benefits and protections will be provided to private
Investars, Tha public Industrial saztor shall alio take apprapriate maasuras for the lacel production
of assential basic pharmaceuticals in bulk. ingluding wital antibiotics,

Control of Prices

Govarnmant shal! castral the prices of finished drugs as well ps thoze of pharmaceutical raw
and packing matsrials and intermadiatas. Level prices will ba flaed for the 45 essentlal drups
for primary hoalth core end their corresponding raw matenals. It will be ensured that all raw
and packeging materials of scceptable quality are procured from intermational sources st comp-
stitlve prices only, The retail prices of finished drugs will be fixed on the basis of costing and
reasonable profilability, Undue overhead expenditure shell be preventad. A maximum of 100%
mark up for fast moving ltems and 150% for slow moving iwems cver cost of raw materials
shall ba sllowad. In the case of injectable and sterile preparations, the mark-up may go up 1o
200%. Mo mark-up will ba allowasd on the cost of packaging materlals. but actual coston them

will be added.

The agency responaible fof dfug control end edministration shall be raspon siblo for the contral of pricing
and thest enforcement.

Chatributlon and Utilizatlon

Retail sale of drags ard moedicines shall be allowsd only unde the supervision ol qualiflod phamocise,
A5 soon as possipla, arrangement must be made to authorise the establishment ¢l private retail pharma-
cleg within the prom'sas of every Govornment hospital up 1o the Thana Health Complax, whete under
the ownarship fon lease} and managemant of qualified pharmacists, and under the supervision of haspital
suthorities, essential drugs will ba made avallable for sale et fixad prices sgainst proscriptigns of
qualified physicians.
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41 Traarional Unan, Ayurvedic and Homeopathic systems of medicine havé a long tradition in meny

countres including Bangladesn, These syslems are now exempted fram tha drug lawe. Conseguent by,
unethical and not uncommonly hamful products proliferate and  alcohal contalning tonics arg much

abusad,

Appropriate action requires to ba taken fof necessary training of thelr persannal, screening of tha products
and wharavar possible, identification of thair sotive Ingredients, and standasdisation,

# Mational Pharmacoposia of Traditionsl Medicine should be prepared.

CONCLUSION

Drug Policy is inseporable from Health Policy. Both am at offering optimum Health Core for
maximum number of peopls il not the entire population.

Limited trained manpower gnd resources complicated by population explosion pose @ Serious
challange for implementation ol an olfective health care programmae,

The national dug policy therefore requires to be drawn in the light of preveiling circumstances
tn the country,

The ane outlined here is based on these principles. It is hoped that the implementation of this
policy with medification as and when necessary will serva the aim of the Governmant in olfering
Health Care FOR ALL,
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LIST OF 150 ESSENTIAL DRUGS

List of 12 Essential Dwrugs for use by _ 25 FProcaine Ponicillin Inj,
the village lowol Health Workars, 28, Totracyclinefoxytelrocycling ¢ap/in).
1. Aspirin Tab, pintment
2. Chloroquing phosphate tab/synup, ] 27. Phenobarbilona tab;inf
3. Aluminium hydroxide go! tob. fouspén. 23, Dilazapam tabyinj.
sian, 28, Chelrpromozine tab./inj jayp,
47¢iperzing Lotk 4 lkir; 30, 1 V. Seline of verious sirenghts
B, Glucosa cloclrolyte powdar ORE. (0. 9%, 0. 25%, 0. 18%)
6. Phenoxy methyl penicillin (penicillin V) with 4% daxtrose. 0, 9% saling without
Tabpdry suspansion,! daxtfoss,
7. Ampicillin capfeypfin].) 31, Dextrote in watar (6%, 26y, G0%)
8. ErgometringMethylorgometring maleate 32. Radistilled water {pyrogen free} amps
tsbiot and lny. 53. Cholera fluid
B. Forrous Sulphate Tab/Svrup. a4, Oxylocinjin.
10. Ephedrine tab./elixir. _ 46. Furosemids tab./in].
11, Witamin A 200,000 vnitz cap: 100,000 B8 Pradiiaclong t5h
units inj. : :
37 FPropranolol tab /inj.

12,  Chloamphenleol eyeear oint/drop.
phe 32 = a8. Aminophylline inj.ftab,

List of Additional 33 Essemial Orugs for 39. Co-Trimexazols tab [susp.

primary health care upto the Thana Health 40, Homalrapine diop.

Complex level. 41, DTOPTPLOIO/TT WYaceines

13, Paracelamal tab "l}lilir A2, Dlp:hﬂl’iﬂ anfi-toxin

14. Puothidine hydrochlorida in). 43: Tab. vit B Complex/mulli vit. dropa
15. Sulphadoxin with pyrimethaming 16 ml,

16, Levamisole tabselixir 44, Ung salicylic Acid and Baazoic Acld
17, Chlarphaniramine tab alixir/in. 45. Bonzy| Benzoals sapanated

18. Lidacaine 1%

19. I=onlazid with 1hiscelazonse tab
20. Swreptomycin sulphaie Inj.

21, Matronidazole tabfelixir/in].
22, Amroping sulphata Inj.

23. Hyoscina butyl bromide tab.Inj, 48, Allopuring|

24, Chlorhexidinejchalorexylenal sol nf 43, Quinine tab/powder/inj,
cream 50 Corticostatald aye deap2int.

ifl. List of Additianal 105 Eszantial Drujs for
use upte tortory level|
4G, Indomothacin cap./suppdzitary
47. Marphirne sulphalio Inj.
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Diathyl carbamazing tah/suspesnsion
Chioramahenl ol skin oinimeant
Mebandezole tab,

Promethazina tab finj /syrep

Ethar anaesthetic

Procaine hydrochlotide

. Suxamethonium

Thiopantal sodium

Gallsmine tnathiodide
Tubocuraring

Halothane

Iscniszid Lab,

Ethambutol tab,

Rifampicin

Capsona tab.

Glibang lamide

Insulin prép Fatkans
Pilocarpine drop 15, 29 4%
Ematine Hydrochloride inj.
Naloxone hydrochloride
Sodium thiosulphales nj.
Trifluperazine

Pralidoxime tabyinj,

Sodium Antimeny gluconate Inj,
Tinoturs lodine
Lysol/Crasal/Soap solution {surgical)
Banzyl peatcillin [nj,
Banzathine paniclllinin).
Erythtomycin suspansion; taly ,
Gantaymycin iny/drops/ointmeny
Cloxacillin syrup/eap/inj.
Ethosux|mide cap.

Phenytoln tabjcapelixr
Amitryptyline/nortryptyline tab,
Haloperidal tabjoap,
Procnlorperazne tab,fin] .

Fotasium ehloride inj.ftab. jsyr.
Mannitol Salution
Dialysis Haid

101,
102,
103,
104,
105,
106,
107.
108,
109,
10,
11,
1z,
113,
114,
115
1186,
117
118

119,
120.
1,
122,
123.
124,
1285.
128,
127

Plaama substiluté

Sodi-bi-carb, Infusion 7, 5% or B, 4%
Bendrofluanda

Acatazolamde

Spircnalactona

Barium Sulphate (X.ray grade)
lodipamide, 30%, B0~

lopaneic Acid/lobenzamic Acid tab,
Acatfizolo Acld/lodized il inj.
Sodium Distrozoate

Iran. Dextran complex 1n),

Folle Acid Lab,

Hydrocortisone inj,/aintmpnt/craam
Dezamethasones inj; Tab.
Stilboestrol,/ D ethylstilbo estral
Lava thyroxin

Progesterone preparations
Neomarcazole

Digoxin tab,finj,

Diszoxide in),

Mathyl.Copa tab,

Glyceryl Trinirata sublingwal Lab [aint,
Procalnamide injcap.

Haparin inj.

Warlarin-Sodium

Tetracaine /Novosine

Mataraminoel inj,

Senna tab.

Glycerin suppgsitary

Sulphadimidin tab,

Ibuprofen

Sulphanllamide pawder

Sulphadizing Inj.
Adronalina/Eplnephrine inj.
Neg-stigmine tabfinj,

Selbutamol tab. felixir/inhaler)inj

ACD Blood pack/double bag/iripple bag
TABC



128.
18,
130,

131,
132,
133,

135,

135,

1386,
137.
138,

Anti-rabies vaccing

Palyvalent anti-venom

Tetanus anti-taxin {minimum 10000
unit dase)

Dipthoria antl toxin

Yitamin B, inj/tab.

Yitamin . tabfinj,

Viaamin By 5 Inj.

Vitamin K tabfin/vit Ky inj
Cyclophasphamida tab/inj.

6 Fluoea-Uracil in) /Cap foinimant,
Meathotroxate tab/inj.

| 8}

130
140,

147,

142,

143.

144,
145,
146,
147.
148,
148,
0

Busulphan tab.
Yincriatine inj.

Mitrogen mustard inj.
Coxnrubicin
Chiorambucil
Fluorescein eye drop 1%
Clolaziming tab.
Caleiferal

Grisofulvin
Pyrazinamida

Plastar of Parig
Zing Oxidw ndhesive bandege
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10.

1.
12.

13.
14.

16,
16,

17.

19.

20,

21.

22,
23
24.

28,
26

SUPPLIMENTARY LIST

{Specialised drugs) 100 itcmes

Adriamycen

Thioguanine

Folinic acid-For wse with Mot olecenta
Mitomycin tahletfinj.

Prozarbazine

Awoping eye diop/aintEant 1
Pranylapring éya deop 10%
Tropicamide evae drop 1%
Proparacaine hydrochlorida aye draop
0.5%

hathyl callulose eys drop Q.33 ang
i%

Idoauriding aya dea s

sulphacetamide eya drop  10%,. 20%
dnop/E% aint.

Figorascein 0%, 204 Lo injaction.
Meamycin-bagitracin-poly mixin.&
cambined a5 well a5 Sepdraté.
Phenformin

Baclomethotone whalang

Plagma factors

Human-gamma globubingimmunoglolun
specilic for certain linesses.
Ant-Doammuonoglalin

Intravenous  alimantalion  aulmenls,
Intralipid; Aminosal

Aronolal

Sodium Volpraato

Cocaina

Lignocaine 2% with adienalne
1,200,000

Benzocaine tab.
BIPP Pastz (Bismuih, |odalorm &

Poralfin)

27
28,
29
3o

31,
a2,
43,
3,
35,
5.
a7.

ZH.

9

40,
a1,
42,

4.3

44,

435.
48.
al.
a8.
45,
50.

ANNEXURE-II

MaQmyG N + i siraced St
Thiambutacin tablet
B-methoxypsaralen
Triamzionalens tablelfcream
Tolnafrate

Clafazimine

Irjecuion Methylpradasolone Acatate
Mealnhalan

6-Marcaptopurimg

Cytogime arabinaside
Bleomycin

Actinamy cin. D
L-Asparaginzsa

Vinhlastine

Mathyl CONU

Verapamil

MNiadiping

Disppyramide

Dipyridamole

[sosorbide dinitrata
progainamide

Qxpranolal

Trnmethaghan

Saralasin

Prazosin

Sodium Mitraprusside injection
Guanethidne faklals
Chlgrprapamida

Ciomiphena Citrate

. ACTH Injactian

Injection Vasoprassin 20 unil
Qxymotholone



59,
£a.
61,

Dasmoprassin Nasal drop/ingectian
Codeine Phasp hate 1abdes
Cholestyramine

Salazopyrine

Lactiulosa

Flufenazing lmpeciion

Napi o xen

Injection Flugentlnxal

Lithium Cerbonate

Tab, Imigramine

11

63, D.Penicillaning iab.feap, ing

0. Sediwm Aurathiomalate

71, Colehier-a tahs

72 Salphinpyrazone

73. Boclaten

74, Cimgrezing

75. HNiclosamids

6. Miconazola sintmantying

#1100 to be detormined by Exparl
Committea from time to time




S HNEXURE—TIII

GUIDELINES FOR EVALUATION OF MEDICINAL PROQUCTS

' The Cxpert Committes constituted by Goverment Order No. S.DAD.D-20/82/74 dated 27 April 15382
mat ot 10.00 a.m. on 28 April 1982 in the office of the Director, IPGMA. Dacca. under tha © 1airmaonship of
Professor Nurul Islam for evaluation of the pharmaceutical products available in the caurary and to craft a
Wational Drug policy, kesping in view the heslth neods of the country,

Consistent with fee declared guidelines of the Government to previde basic nceds of 1a to tha majority
of the poopke through austetity, and 1o improve the economy of the couniry., piavenl wistage el loreign
sxchanga, the production and,or importation of unnecessary erugs of drags of marginal vaiue have ta be

iappad,

Almost any drug may produce unwanted or advarie reactions, Tha combination ol 1w or more actve
ingradionts nol only makes the praduct costlier, it 2is0 incroases the possibiliy of advese reaction without
incraasing tha efficacy ovar a single ingrediént product, Henca. as ganeal rule, combinations af similar or

das. similar drugs will be prohibited,

Combination drugs could be appioved if the dmug company can give dafinitive, aprraved sciantils
a@oof [ i. e, WHO publications, British Mational Formulary, British Pharmaceposia, Eu eaasn Pharmacop oeid.
L3P ar other authoratitive guidelines ik Goodman & Gilman+s «The phéfmacological Basic of Therapeutics”,
Cyrront Medical Diagnosis & Troalment’, eic,) of the drugs’ synargistic action and inrceated aificany, They
B30 haya 10 prove conclusively that cembining the elements creates no incresse of foxesity or side effectsi,

| hor instability of the compound or shertening of the [ife of the product.

One of the greatest sourcea of drainage on the counlry's finanzial risomices is the iWespansible
| pegacribing and marketing and inappropriate self.use of vilaming. Ancther graat waestege of moagre resources
® cough mixtures, gripe water, alkali proparations, and digestive anzymes which arg of little or nio therapautic

valua,

It ia unanimeualy dacidad that tha Following eritena will sarvs as the guidalines in cvaluiting  all the
reglatered;lizensed pharmaceutical products manufactured andor imported in Bangladash |

i. The eambination of an antiblotic with anather antislotic of astibiobce with  corbiiosteraida or
other active substances will be prohibited.

Antibiotics hammful to children (a.g Tetracychne) will not b2 sliowsdta b3 manufacturad in
liquid farm.

li. The combination of analgesics in any farm is not allowed as thore i3 no thedapautic advantlage
andil anly increases tonicity, cspecially inthe csseof kidney damage. The cobination of
analgtsics wlth iron, vitamin or alcohal is also not allowad.,

lii  The use of codeine in any combination fom |8 rot silowed s it causes sddicuen,
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vii,
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i,
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xl,
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In ganeral, no combination drugs will b3 used unless there in absolutley no altwrative single
dug availabie for treatment or il no alternative single drug is cost efifecuve for the purpose,

Certain exceptions will ba madein thz c3523 of epe skin, raspiratory and nasnormaidal
prenarations, co Wimo<aeole, oral reaydiation salis, antimalarial, iran folic, 812, 38 Mol as coetdin
witanin preparations, allowing comainations of mose than o aclive ingredieats in a product.

Vitaming should be prepared as singlo ingradient products with the exception of B complox.
*embars of vitamin B complex with the exczption of 812 may be combined info one product,
B12 always has 10 bo produced a3 o single Injectable product. Othar members of B complex may
also be produced as a single ingredient prodazi (e.g. B1: B2; 26 ; ete.). Vilamins will not be
allo'wed to ba combined with any other ingradient such as minsrals, glycaropnosphate, ete. It
will be allowed to produce vita ning in tablets, capsules and injsctable forms aaly.

Mo liguid farms will be permitted bacauas of wastage af fiaancial rescurcas and the vranaadous
misuse inwolved, Howsver, paedatric ligquid multiviiamin [ with no BI12.Ek and/ar
minorals) will be allowed to bo manulaciuredin bottles of uwpto 15ml sizo with drappars,
Pagdiatric liquid preparatians of single ingradient wvitamins will also be allowegd to ba
manulaciured in battles of up to 16ml with droppors.

Mo cough mixtures, throat lozangas. gripe watar, alkalis, atc. will ba allowad to be ma wiacturad

or imported as theses are of litlla or no tharapeatic valus and amauat 1o great wastsage of our
meagra rasources.

The sale of nics, enzyme mixturaspreparations and sa-callsd rastorative praduzta flourish on
consumal ignorance, Mast are habit farming and with the aXeaption of panergatin and lactass,
theza ara of no therapeutic valus, Hencefortn kozal manulacture or importation of suah praducts
will be discontinued. Howaver, pancraatin and lz==3:s will Do alloyad to be mansufacturad
andfor imported as single ingredient products,

Some drugs aro balng manufacterd with odly & slight dilferaqce in comoosition from  dnather
product but having similar action.  This oaly cantuszi bath oateyts and doctars, THi
rot be allowed.

wiill

Praducts of doubtful, littla or no tharapeatic valus 2nd rather soms timas harmful, and subjec
lo misuse will bo banned,

All prescription ghemicals and galenical maparations not includad in tha Iatest edition af British
Pharmacopoala or British Pharmaczeutical Codex will bo prohibited.

Certain drugs in spite of knawn serlous side.eflects and passibility of misuse, havirg favourable
risk-benefit ratio may be allowed to be  producad in limited quantity for restrictsd use, Thase
will be prascribed by specialists only.

The same or close substitute of a drug which |5 baing produced in  the country will ot be allowed
o bo inported as a measura of protoztion for the lazal indy By, Howaver, il local praduction
Is far short of naeds, this condition may be relaxed in soma caszes,
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A basic pharmaceutical ran material which iz locally manufactured will be given protection by
disallowing It or its substituls o be importad if sulf ¢lont quantily is awallable in the country,

The role of Multinationals in providing m:dicinssfor this country is acknowledged with
appraciation, In view of the calibre of macninery and technicsl knoa-haw which lias In tholt
hands for producing important and  innovative drugs for the country, the task of producing
antacids and vitaming will |is scloly with the Natioial Companies, leaving th: Muliinanonals
frae to concentrate their efforts and resources on those items net so easily produced by smaller
Mational cﬂmplrliﬂl. Mullinationals will, howeaver, be silowed to pradace 1n]a-:tah-|a witamins as
gingle ingradient products,

Na foreign brands will be allowed to bs manufacturad under licence In any factory In Bangladash * -
if the same Of similac products 8ré available/manufactured in Bangladesh as this lasds ts
unnbcessaly high piices and payment of royalties, In the |ight of this policy. all existing

licensing agreaments should be reviewed.

No Multinational Company without thair own lactary in Bangladesh will be allowed to market

thair products glter manufacturing them in another factory in Bangladash an toll basis,

After approval of these rezonmeadations by Govarment, the lice 1sing anthority for drugs
{DQiractor, Drug Administration} will nava ta 3393 n2zazswy ordas withdrawingzanzelling the
licersing/reglstration of the praducts, with the provision of a maximum gpetiod of six (G) months

graca fof using up tha present stock of cofrespanding raw materials, Heazefortn na raw materials,

should be allowed to be Imparted for the manufacture of these piodusts, Al future
hzansingfregzistration shousld ba givan aftar  avilustion of the products on the hasis of
the shave crileris,

In 1982 thera wars 4340 ragistared madicinal pradusts, of which 2600 wara locally manulac -

tusrad and 1740 ware foraign brasdi. Tna Expert Committen evaluated all these products
on the bass of the abava cntaris aad idantified the brands whrch were to be bannad
and withdrawn from the market. On thy basis of thers recommanations, the Governmant
cancelled the ragisiration of 16558 madicinai produets under the Drugs | Control ) Ordinance,
1982 { Ord. No. Vil of 1882) and its subsejuenl amzadments. Tne banned products
{ listed in the said Ordinance ) ware gradually withdraan from the market in phases. and the
withdrawal was completed by June 1934, The Drugs | Control ) Ordinance which was
enacted on 12 June 1381 also incorparated the main olements of the new Mational Drug
Policy of Banpgladash.
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