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DRUGS AND COSMETICS (AMEND-
MENT) BILL—Contd.

. MR. DEPUTY-SPEAKER: The House
will now take up furtber consideration of
the Drugs and Cosmetics (Amendment)
Bill. The Minister is to reply to the debate.

THE MINISTER OF HEALTH AND
FAMILY WELFARE (SHRJI B. SHAN-
KARANAND): Mr. Deputy-Speaker, Sir,
at the outset, I must thank all the hon.
Members who have supported the provi-
sions of the Bill. Of course, when they
were speaking about the provisions of the
Bill, they not only offered bouquets but
thrown brickbats also—bouquets for the
provisions of the Bill and brickbats for
their non-implementation and their failure.
However, the House is really comcerned
iabout thz sale, distribution and manufac-
ture of spurious drugs, adulterated drugs
and irrational drugs. 1 can understand their
anger because there have been some short-
falls in the proper drug control provisions
and the implementation thereof, As a mat-
ter of fact. some hon. Members asked:
Were not the existing provisions sufficient
to control this menace? But our experience
is that we have to take some more powers.
tt was the Hathi Committee that recom-
mended that the Act should be amended
so that eflective measures could be aken
against those people who want 1o spin
money at the cost of the health of the
people.

The hon. Members are aware that the
Hathi Committee which had gone into all
the aspects of the drugs industry had also
made certain recommendations about the
need to further amend the Act with a view
to ensuring more effective enforcement of
the Act. As the House is aware, the Hathi
Committee recommended that brand names
should be abolished. The Government de-
cided to abolish brand names in o phased
manner and the Government, imitially
abolished 5 brand names. Some members
have felt that the abolition of brand
names will result in increase in the spu-
rious and adulterated drugs. Ui course, the
Government do not share th: apprehen-
sion of the members, The hon. Member,
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Shri Ravindra Varma, while speaking on
the various provisions of the Bill observed
about the Delhi High Court judgment
about the abolition of brand names, The
judgment has been very recently given and
the Government are examining the judg-
ment of the High Court in this respect.

As 1 have already stated, the main fea-
ture of the amending Bill that we have
been introducing is that the definiticn of
‘drug’ is being amended to enable control
to be exercised over the componznts of the
drugs including empiy gelatia capsules.

There was no definition in the existing
Act about the spurious drugs and we are
introducing a new definition of spurious
drugs.

Under the existing provisions, the Gov-
ernment have no power to prohibit the im-
port and manufacture of any drugs and
cosmetics which are toxic and may cauke
the body any harm but, in the present
Bill, the Government are assuming powers
{0 prohibit the import and/or manufacture
of drugs which are toxic, ineffective or ir
rationa! and the cosmetics which are harm-
ful.

In the present Bill, we are giving more
powers to the Drug Inspectors. Of course,
there have been very critical comments on
giving the Drug Inspectors more powers
but, without giving them more powers, we
cannol implement the provisions of law
and that is the reason why we are adding
a new clause giving the Drug Inspectors
more powers, Of course, the penalties and -
punishments vnder the Act have been ra-
tionalised and we have been making it the
most stringent and more effective. Of course
there were arguments but, majority ‘of
them supported this action,

The House is aware that since inde-
pendence, we have added another India in
terms of population of this country. The
population has more than doubled.

The Drug Control Act has been amend-
ed five times and this Is the sixth time
that T have come before the House for
the amendment of the Drugs and Cosme-
tics Act,
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The sitvation has changed as the drug
_ industry developed, as the requirement of
the population expanded to a considerable
extent and we have been coming to the
House for amendment of the provisions of
the Act as and when it is required. The
last onre was amended whzn the provisions
of the Act were made applicable to the
State of Jammu and Kashmir. This Act is
he’ng amended from time to time during
the last ten years. Drug production in
- our couniry has gone wp from Rs. 300
crores to Rs. 1,300 crores.

Another feature is the substantial in-
crease in the number of drug manufuc-
turers in the country which is currently
about 5,000. While this growlh has contri-
buted to increase drug supplies to the
consnmfng‘pub]ic, it has also thrown a
heavy burden on the enforcement machi-
nery of the Drug Control Organisations.
The expansion of this machinery has not
kept pace with the growth of the drug
industry and trade. Naturally, the increase
in the expansion of the drug industry in
the country, has not been able {0 see simi-
lar increase in the drug enforcement ma-
chipery and that has been one of the
reasons wby the drug control provisions
have not been effectively implemented.

I apgree with the Members that alemg
with amendments of Drugs and Cosmetics
Act, the enforcement aspect should also
receive attention. In this context, 1 have
written to all he Chief Ministers of States
stressing on them the need to draw up a
time-bound programme for re-organising
amd strengthening drug control and for the

" appointment of adequate number of Drug
Inspectors and supervisory sfafl with a
view to bringing about stricter control over
the manufacture and sale of drugs. Simul-
taneously the State Governments have also
been asked to ensure the establishment of
a well-organised drug testing laboratory
capable of testing all categories of drugs,
estahlishment of a legal-cum-intelligence
wing in their respective organisations of
each State and Union Territory, suitably
equipped to tackle the problem of spurious
drugs and appointment of technically qua-
lified Drug Controllers and inspecting staff.
The Central Government have also assist-
ed certain States in setting up well-equipped
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combined food and drug laboratories, some

" of which have already started functioning.

The Central Council of Health which
consists of the Union aind States Health
Ministers have also recently passed a reso-
lation outlining the specific measures that
should be taken for the effective enforce-
ment of the Drugs and Cosmetics Act in
the couniry. In the absence of the defini-
tic of the term, as 1 said earlier, the term
‘spurious drugs’, our experience is that the
courts do not consider offences relating to
manufacture and sale of such products with
the gravity that it deserves. Similarly Jack
of provision enabiing the Central Govern-
ment to ban the import and marnufacture
of toxic drugs and irrational combinationk
has handicapped expeditious action in re-
gard to this category of product. The fact
that there was no provision in the Act for
sumnary trials was partly responsible for
the long-drawn procedure for the disposal
of cases filed under the Act. The proposed
Bill would help im removing the short
cornings and would lead to a more effec
tive enforcement of the law, 1

There ha$ been an argument by one of
the hon. Members that the Government is
assuming the power of summary trial and
thereby short-circuiting the judicial power.
Ultimately he was also supporting this pe-
cause when the House was overwhelmingly
in supporit of summary trial on many occa-
sions when this subject was discussed, the
hon. Members who raised this objection
for (he Government assuming powers for
summary trial for the offences as enume-
rated in the amending Bill, himself could
not sustain his own argument and he final-
ly agreed that in this regard it is OK.

While the Members were unanimoutly
supporting the provisions of the Bill, they
were rather chary, doubtful or suspicious
and have expressed doubts about the effec-
tive implementation of the provisions of the
Bill. We have been taking, as I have al-
ready said and we have taken effective
measures in the sense that the Central
Government has been always trying to
persuade the State Governments becansé
the drug control and drug administration
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and licensing and manufacture in their res-
pective States, is their concern, We have
been holding smd as it.is my experience,
we have held meetings with the regional
Health Ministers continuously every year
smd the Central Council of Health Minis-
ters also agreed that the drug contro! ma-
. chinery should be effectively strengthened. .

PROF. N, G. RANGA: Whby not you
assist them?

SHRI B. SHANKARANAND: We have
been assisting them financially.

At present there are three laboratories
of the Central Government which are sta-
tutorily engaged in the testing of drugs. One
is the Central Drug Laboratory at Calcutta,
The other is the Central Indian Pharma-
copoeial Laboratory, Ghaziabad. The
third is the Centrel Drug Research Insti-
tute, Kasauli. These are all central insu.
tutions. The testing facilitics for all cate-
gories of drugs also exist in four States,
viz., Gujarat, Maharashtra, Karnataka and
Tamilnadu. Some States such as Andhra
Pradesh, Bihar, Madhya Pradesh, Orissa,
Punjab, West Bengal, Rajasthan, Haryana,
Uttar Pradesh and Kerala have facilites
for testing of non-biological drugs.

During the Sixth Five Year Plan, central
assistance had been extended to set up
these laboratories to eight states The
eight States to whom for setting up com-
bined food and drug laboratories, central
assistance has been cxtended are: Andhra
Pradesh, Assam, Bibar, Jammn aod Kash-
mir, Madhya Pradesh Rajasthan, Tamil-
nadu and U.P.

The control on the quality of drugs im-
ported in the country by sea and by air at
the ports of entry is done by the officers
and drug controllers posted there. During
the years 1980-81 and 1981-82, 3,183 ond
2,090 samples of drugs imported in the
country were tested m the Government as
well as the other drug labarateries,  Of

" these 70 and 50 respectively samples were
found to be of sub-standard. The Central
Drugs Laboratory at Calcuita has been
conducting a stndy on the quality of cer-
tain essential and life-saving drugs market.-
ed by various manufacturers in the country.
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Out of 9,812 samples teated under s

programme, 64 samples wers found to be
of sub-standard quality.

14.56 hrs
[SHz2 V{ N. GapGIL in the Chair)

Thirtyeight drugs were found to be spu-
rious. Sir, 1 have also appointed very re-
cently a Task Force to examine the ade-
quacy of drug conurols. I have done it
very recently and it has to recommend
measures for suitably augmenting and
strengthening the drug control machinery
including testing centres. I am sure that
all these measures which I have taken have
resulted in more eificient and effective en-
forcement in future.

Sir, thse Members have referred ‘o the
fact that certain drugs manufactured by
the multi-pationa] companies which are
banned in the country of origin are belng
marketed in the country. This subject has
been discussed on many occasions ig this
House as well as in the other House. I
bave explained in detail drugswise and
countrywise, I have told them about the
drugs which are banned; that information
i collected by the World Health Organim-
tion and that supplies the informatiom to
the Member countries of the WHQO.

From that information, we bave come
to know of these. We have taken steps
and stopped or rather not allowed the mar.
keting of 16 drugs out of 20 drugs.— These
20 have been barmed in some countries.
We have also banned 16 drues. About the
four drugs, T have already given tbe expla-
nation, These four drugs have been allowed
to be marketed into this country on the
technical-medical advice of the experts.
They know th= needs of the p=ople and the
health requirrments of the country. Not
anly that. These drues have not been ban-
ned in o*her countries. Even then these are
beine mark~tad mot onlv in ths d~vs'oning
countrias bt alsn in the other d-velgned
conntries. T have nfready furnished this
information to the Honse,

Sir, the hon. Members are aware that
we have also taken certain action recently
to weed out the manufacture and sale of
18 categories of fixed dose combimation
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which are considered to be irrationpal the-
ropeutically—and you will appreciate that
all pomsible stepy are being taken to ensure
that only drugs of assured quality and
their safety are marketed iz the country.

}5.00 hre.

The hon, Member, Shri Rajoath Sonkar
Shastri had exhibited a fly in a bottle and
the House frowned al me looking ni that
fly., And, he had a complaint—a genuine
eomplaint of course—that nothing is being
done about his complaint. Sir, 1 do not
want to take up the fime of the House.
@therwise 1 will give full details {rom the
date that he wrote to me till aow asg to
what we have donc. But 1 can. briefly,
say this tha; the hon. Member referred
this matter to me in March, 1981 regarding
the case of chloroform spirit manufactured
by Suryn Chemicals, Lucknow. Af our
instance, the U.P Drug Controller curried
out.

Investigations and suspewded the manu-
facturing licemce of the firm om 3rd July.
1981.

SHRI SUNIL MAITRA (Calcuatiy North
East): So, what ho said was true. Jt was
after it was brought W your motice tbat
you took actiom. That is spoakimg about
your efficdency.

SHRI B, SHANKARANAND: My
friend, 1 thirk, if I know everythiog, then
the Question Hour wounld perhaps bhe use-
less here. (Interrupiionsy Thes very fact
tbat you have Question Hour is because
you don't know everything: you want to
know the facts; that is why I am giving
you the information.

SHRI R. P. YADAV (Madhepura): We
ask questions to elicit information. You
don't know everything (Interruptions}.

AN HON. MEMBER: Let him pro-
ceed.

SHRI B, SHANKARANAND: There
were complaints about the unhygenic con-
ditions in that factory: saying that the hy-
genic conditions were not satisfactory. (In-
terruptions). Mr. Shastri, [ am not com-
plaining against you. I am really concerned
at what you are really concerned (Inrerrup-
tions). -
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AN HON. MEMBER: Whaey 1 ths
drug controlier doing? .

(Interruptions)

SHRI B, SHANKARANAND: As yon
know, Health is a State subject. Every
State has got its own Drug Coantroler's
organisation, I think the hom. Meniher
should be aware of this.

As so0on as we rteceive the bottle from
Shri Shastri, we will start the investiga-
tion. 1 think Shri Shastri has agreed (o
give the bottle for our investigations.

{Interruptions)

s YA WidaT wEdl (FaR)
T AmT § aw e ¥ faw Afew
ua wgx & f5 gw ¥ w4 ) 3w
ot wrw gfenr 2 ag @y fw oo
ATy 9y ¥ fawar fag e
™% fay 15 favr wr aow far o
ax & @gt w7 A o Sw ¥ TEr
I W |

St &Te WWITd WT Ay g grfm |
fowsY &% & fom mwa wgr & oyasy
T Zfam

Please give the bot(ls becausq therz iv g
man who is eatrusted with the caquiry;
and he will enquire.

Wl TSN AT HTEA
UMY EH 979 IA47 | FIfIT )

SHRI B. SHANKARANAND: He re.
ferred 10 me another case of manufaclure
of Piriton by Glaxo laboratorites of Bom-
bay. At our instance the Officer of the
Food and Drug Administartion, Maharash.
tra inspected the manufacturing premises
of the firm and this is the report of the
Maharashirg authorities. They founy that
the firm has been following the normal
manufacturing practices, As soon as the
bottle is received from the hon. Member,
he has kindly agreed to investigate into
thix matter.

Some hon. Membets referred io the
prevalence of spurious drugs which are
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there in Ayurvedic, Unani and Siddha
medicines in the country. 1 fully share
their concern. It is for this purposz that
in the Amending Bill which we have pro-
posed, therc are separate definitions for
spurious, adulterated and mis-branded
Ayurvedic, Unani and Siddha medicines in
the country. Stringent punishments and
penaities for manufacture, sale and distri-
bution of spurious drugs have been pres-
cribed.

Shri Rahi is not here, = He referred 10
the ahuse of certain drugs in the country.
The House, I am sure, wil] he glad to
know tha; the Drugs and Cosmetics Rules
have been amended recently to provide [or
stricter conirol over the import, manufac-
ture amd sale of poychlropic drugs in-
cluding Manderex.

Hon. Member, Shri Ravindra Varma,
had raiseq certain vital points. But the
figures he gave were not so correctly given.
He referred to the fall in the numbecr of
inspections of Drug Manufacturing Units
by the Central Drug Control Authorities.
It looks to me that there hag been some
mix-up in his mind about the correct figure
of the samples tested and the rise in the
fall of the cases detected. The factual posi-
tion is the total number of inspections of
the manufacturing units carried out during
1978-79, 1979-80 and 1980-81 arc 574,
597 and 584 respectively. He said that the
number was going down, which s not cor-
rect. For the year 1981-82, the total
number of inspections carried ou; from
April to October 1981, is 346 whereas the
hon. Member, Shri Varma, had said (hat
it was only 34. Perhaps the first two digiis
of ‘346’ were only mentioned by him. The
House was really serious when they heard
that it came down to only 34. It is not so.
The figure is 346,

Incidentally, T may also clarify that these.

figures refer to the inspections earried out
by the Central Drug Control Organisations
alone as tes; checks and they do not in-
clode the inspections carried out by the
State Drug Control Authorities. So, what-
ever the figures that are given out are the
test checks that were carried out by the
Central Drug Control Authorities and
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these were the figures which do not give
the total overall figures of the inspections
done by hoth the States and the Centre.
The hon. Member also referred to the
need for appointing only technically quali-
fied officers as State Drug Controllers. Sir,
what he said was that in some Stales they
were not technically qualified Drug Con-
trollers and in certain States he said that
I.P.S. and I.A.S. officers are appointed as
Drug Controllers. T say that it was a fact
now it is not a fact and after my persis-
tent persuation in this matter—I have fol-
lowed up the case with the State i{ealth
Authorities—I saw to it that they did try
lo appoint technically qualified Drug Con-
trollers and X am happy to inform that
we have been able to succeed in this.
Because in the last Ceptral Council of
Health meeting, the matter was 2gain
raised. But in my previous meeting of the
State Health Ministers, they agreed that
they would do this. They agreed that they
would appoint technically qualified persons
as the State Drug Controllers. It was un-
fortunate that an I.P.S. Officer was a Druog
Control Authority. For example, I did
persuade the Andhra Government in this
matter and got changed to a person who
was {echnically qualified. © Wha; 1 mean
to say is whether it is the Central Goverri-
ment or the State Government we might
not have received; hundred per cent results
in this case, the House must appreciate that
we have been moving in the right direction
in order to see that the people get senuine

drugs as and when they require them and

mot the spurious and adulterated drugs, the
ignorance of which has been the cause
or the source for moncy-earning by the
anti-social elemenis who are faltering
themselves at the health cost of the peapie.

Hon. Members have referred to the
neeg for the display of lis; of ingredients
in case of imported, patent and proprietary
medicines, 1 may point out that cven at
present, no patent or proprictary medicine
can be imported unless its formula is dis-
played on the label and no drug is allow-
ed o be imported into the country unless
it is found to be safe and efficacious. Then,
it is not correct that IDPL does not have
the technology to produce the drugs of re-
quisite standard. Members were also agi-
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tated about the losses of IDPL. But [
am concerned with the standard of drugs,
their manufacture, sale and distribution,
because my aspect is the health aspect in
so far as the drug industry is coacerned.

Shri Daga, hon. Member, has pointed
out that the second proviso of Sec. 18
which permits the Central Government
after copsulting the Board and by notifica-
tion in the Official Gaette manufacture for
sale op distribution of any drug not being
of standard quality is self-defeating, I
wouly like to clarify that this kind of en-
aBlling provision becomes necessary to
meet emergent situations whenever the
country requires, It may also be noted
that such a drug can be permitted fo be
used in consutlation with the Drug Tech-
nical Advisory Board which is a technical
body and which would ensure that the use
of such a drug is not likely to cause the
harm,

The suggestion given by hon. Member,
Shri R. L. P. Verma that adequate publi-
city of stringent penalties being provided
in the Bil] for manufacture and sale of
adulterated and spurious drugs shoulg be
given is really mos; welcome, 1 would
assure the House that when the Bill is
passed, adequate publicity of the provisions
of the Bill would be given through the
various media.

The hon, Members have asked about
the political will for giving standard drugs
to the people. The political will is more
than expressed hy introducing this amend-
ing Bill that we are for providing standard
drugs for the people even by introducing
stringent punishment. It is not only for
those who violate the provisions of the
Bill, but also those who are making money
at the cost of the health of 1he poor peo-
~ ple of this country.

Hon. Members have expressed their

~doubts about the strict implementation of -

the provisions of the Bill, and also imple-

mentation of the Bill in such a way that

the big fish may escape and the smaller one
may be caught. This is because we are
giving more powers to the Inspectors znd
they hope that it will further breed cor-
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ruption by giving more powers to the lmi-
pectors.

Some Members have referred to a com-
pany which is producing substandard drugs
and they feel that if the name of the com-
pany is divulged in the House, the work-
ers will be affected. If this is the kind of
cooperation tbat I am going to get from
the public and the Members, I do not think
only the Government Inspectors alone will
salve the menacing problem faced by the
country, I wish to have the cooperation
of the public and the hon, Members for
effective implementation of the provisions
of the Bill. Only then we will be able to
bring out the cases of corruption ctc., to
light.

Many hon. Members have spoken on
many aspects which are not quite rele-
vant to the provisions of the amending Bill.
They have referred to their talks about
maiters which will go against the provi-
sions of the amending Bill. They have
not expressed their opinion, but while talk-
ing about the health matters, about the
availability of drugs, they have generally
supported the provisions of the Bill, So,
I need not waste the time of the House.
The House is agreed in principle about
the provisions of the Bill and I commend
the Blli

PROF. RUP CHAND PAL (Hooghly):
Sir, the Hon. Minister has not spoken on
the spacific provisions of the Bill in regard
to spurious drugs.

SHR1 B. SHANKARANAND. Sir, I
can say the Hou, Member hag not gone
into that aspect. I dom’t want to allege that
he has not gone through, but we have
piven specific provisions of the spurious
drugs in the Bill itself,

SHRIMATT GEETA MUKHERIEE:-
Sir, T was the opening speaker from this
House on this Bill. The Minister just now
hzs  s<oughy our cooperation. Sir, in my
speech 1 referred to at least four concrete
cases of corruption. The Minister has not
thought it necesary ecither to rebut or o
refer to them. So, do | take it thay all
those are substantiated? I would also ssk
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specifically about K. K, the man who

wag removed. In what post ia he now? Like
that 1 made severa] concrete qu stions, I
would like to know the fate of .hat, be-
cause this is what I mean by cooperation
by offering concrete facts.

SHR1 B. SHANKARANAND: Sir, I
bave great respect for Geetaji, She is very
studious, but I would say that the point
she has made has nothing to do with the
provisions of the Bill,

SHRIMATI GEETA MUKHERJEE:
Hasn't it got anything to do with the pro-
visions of the Bill—for giving powers?

SHRI B. SHANKARANAND: You
could not understand what 1 said. So, what
cag [ say?

SHRIMATT GEETA MUKHERIEE;
Yes, I am rather dull, but yom 'n yowr
wisdom would educate whother thess are
ol related to provisions of the Bill?

SHRI B. SHANKARANAND. Sir, this
is not my job to educatae the Hom, Mem-

bers. It is for therm to be educated them-
selves.

SHRIMATI GEETA MUKHERIEE:
But you have to answer the concrete
allegations of corruptions about your Drug
Controllers. That is whay I would like
to koaw from you.

(Interruptions)

PROF. RUP CHAND PAL: Of course,
there are specifications regarding the mis-
branded drugs, adulterated drugs and spus-
ious drugs, but regarding the substandurd
drugs whicb are manufactured by the
licensing Authority, it is nolhing there in
the provisions.

SHRT B. SHANKARANAND: The
Hon, Member should know that there is
in the law and in the rules of provisions a
definition as to what is a standard drug,
If any drug does not go with the provisions
of the drugs, it is a substandard drug. Do
you want me to define? If you know that
there is something like phermacopia, you
will see standards are mentioned there,
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MR, CHAIRMAN: Now, th
is: ¢ :

-

Question

“That the Bill further to amead the
Drugs and Cosmetics Act’ 1230, be
taken into consideration.” .

The Motion was aopled.

MR. CHAIRMAN: Now, we take up
Clause-by-clause consideration of the Bill.
The question is:

“That Clauses 2 to 9 stand part of
the BIill,”

The Motion was adopted.
Cilauses 2 to 9 were added 1o the Bill.

Clause—10—Subsiitution of new  »ectlien
for Section 13.

MR. CHAJRMAN: Now, there Is an
amendment by the Goverament to Clause
10.

SHRI B. SHANKARANAND: Sic, [ beg
10 move:

Page 6—
(i) line 24—
for “and” substitute “or”

(i1) lime 30,

for “and” substitute “or” ' (1)
MR. CHAIRMAN: The question :
“Page 6,—
(i) line 24— g
for “and” substitute “or” p
(i1) line 30,—
for “and” substitute “‘or” (1)
The motion was adopted.
MR. CHAIRMAN: The question is:

“That Clause 10, as amended, standy
part of the Bill.”
The Motion was adopted.

Clause 10, as amended, was added 1o the
Bl”:o



921 Drugs & Cosm.

MR. CHAIRMAN: The question is:

“That Clauses 11 to 42 stand part of

the Bill.”
The Motion was adopted.

Clauses 11 to 42 were added to the Bill.

o Clause 1, Enacting Formula and the Tirle

were added 1o the Bill.
MR, CHAIRMAN: Now the Minister.

SHRI B. SHANKARANAND: I beg to
move:

“That the Bill, as amended, be pass-
ed.”

MR. CHAIRMAN: Motion moved:

“That the Bill, as amended, be pass-
ed.”

Mr. Mani Ram Bagri.

q adem amy fgarr)

awfa wgtza, & Hdt @; ¥ uF amy
fRaa s & J fagar am #<
W § A 0T F maEr w2
afss sigr 35 T AT 9G g, agl
93 &ATRAT ITH! S FT 1T #4T FY
HFAT § | 9% I Agd WIS 2,
forr asgafa sqaT wraweT &Y f
oA IT 9T 2 FTUST BOX @ @Y
FES & ZATRAT 9T ATFT 35 S0
T8 AL 91 &R X ¥ 10 w0
AR FY arg faerar @7 gAY,
Tq FT T 99 & W I § aErsa
FaR A TAT S FT q@ q A1 fwar
FIA F, WET QTR F T T SR
fFamm 27 & gt 9vr gurs T &
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DR, V. KULANDAIVELU (Chidam-
baram): While welcoming the Drugs and
Cosmetics (Amendment) Bill, T would like
to make a few criticisms, and also give
some valuabiec suggestions for the proper
implementation of the provisions of the
Bill.

The hon. Minisier has spoken about
the generic versus brand names gquestion.
This 1s a controversial issve. (Interrup-
tions). The hon. Minister was passing
some remarks against the Hathi Commit-
tee’s recommendations about obscrviog
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generic names, and abandoning brand
names. He has also extended his remarks
1o the abolition of brand names of cer-
tain drugs. This is a subfect which requires
amplification by professional people, Even
well-reputed journals like “The TLancet”,
“British medical journal” and other authen-
tic medical journals have written about
the viability of drugs on the preparation,
on the ahsorption capacity and on the pro-
cessing of drugs. The Hathi Commiltee’s
recommendation should not be taken inlo
consideration as we take the mathemuatics.
This is subjected to flexibility. We must
follow what the recommendations are ob-
served by the leading medical experts and
journalists. I am passing on this supges-
tion to the hon. Minister for his conside-
ration. There is nothing wrong in follow-
ing the realistic ingredients and composi-
tion of drugs followed elsewhere in an ac-
ceptable manner.

My predecessor bas pointed out regard-
ing the paucity of medicines for the rural
poor. I regret about his statement about
the President, Really, we have to feel
proud about our President, Shri Giami Zail
Singh. MHe has come from one of the
backward communities. He has now be-
come the President occupying the highest
post. Being a doctor in medicine I know
the condition of coronary artery involving
three vessels. He underwent an operation
at a well-cquipped hospital having attended
highly technical ang competen; doctors. I
wish him speedy recovery and I hope that
the House will join mc in wishing him
specdy recovery.

Politicians and cven Ministers are mak-
ing fantastic statements about devising
medicines like Unani, Sidha, Ayurveda and
Homoeopathy for the poor rural sections
and alopathy medicine foy the urban peo-
ple. How can it be? 1 was very much
shocked to hear such statements, The
disease is common; rather it is more preva-
lent among the poor people. The gulible
people are amendable (o more dreadful
diseases. So, all vital durgs must he made
available to the poorest section. This polnt
must be kept in mind, even if we are
facing a crucial situation.
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Qur Prime Minister, Shrimati Indira
Gandhi has made a statement-about it. She
was aiming at eradicating and controlling
T.B. within 20 years. This disease is pre-
valent in the rura] area. She is aiming at
eradicating and controlling it by 2000 AD.
How could it be possible when there is
paucity of medicines for TB? Even in the
prominent hospitals like headquarter hos-
pitals the primary medicines for TB like
streptomycine, INH, PAS and other drugs
are not available. So, ope can assess the
paucity of drugs in the primary health cen-
tres; and actually primary health centres
are being maintained as record keeping
centres. No medicine is made available to
these centres, The poor children are
amendable even to mild diseases like diar-
rhea, vommitting etc., leading to death and
morbidity without appropriate, electrolyles
fluids and antibiotics. So, proper anti-bio-
tics and other medicines are lacking in pri-
mary health centres. This point must be
taken into consideration. '

In the Consultiative Committee of the
Ministry of Health and Family Welfare
meetings, T have suggested that the Minis-
try must come forward to provide basic
medicines to the primary health centres.
When the Demands were being discussed I
requested the Government that there must
be adequate allocation to the health sector
that poorer Seciions must be given ade-
quate health care and adequate quantity
of medicines also should be provided.

You were mentioning about powers to
the Drug Inspectors. But we should re-
member that this is the era of universal
corruption, bribery ang scandal. So, we
have to assess the Drug Controller and
see that he performs his duty sincerely and
is loyal to hjs commitment, There must
be a reinforcing mechanism and there
must also be checking. That must also be
kept as a secret so that the force must ope-
rate in such a way the Controller, or the
Drug Inspector is not given a loophole or
room for exploitation. So this point
must be taken note of. There must be
vigilance over the malpractices and bri-
bery and accommodation of mushroom
growth of the drug jndostry. Actually, ¥
welcome that the drug industry must pros-
per and grow and it must be on par with
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the industry in other developed countries.
But mushroom growth should not be en-
couraged as it results in spurious drugs
and adulterated drugs being produced. In
this connection, I want to mention about
the spurious drugs being produced ecven
by public undertakings and the cursory
manner jn which they are prepared. There
must be suitable provisions in the relevant
Act for punishing the erring officials, or
careless officials who are preparing the me-
dicines in a careless way, This Bill muvst
have provision for punjshment of the con-
cerned officials’ also. Here also, T have
to reiterate the point about corruption.
Shrimati Geeta Mukherjee also mentioned
about this on the other day.

You have also mentioned about mullipli-
city of punishments. This does not serve
any purpose. After all anyone who s
selling or manufacturing spurious drugs iS
committing a crime on the society. There
is no reason why such a crime should bz
tolerated for the first Lime, second time and
third time. After all, a mistake is a mis-
take., When one is erring, and is preparing
spurjous drugs, he has to be punished.
There must be deterrent  punishment.
Unless you stiptilate it in this Bill no pur-
pose will be served on this issue. A
court may be releny but the legislature
cannot relent on this issue. The court has
10 judge on grounds whether the judgment
is correct or not.

MR. CHAIRMAN: 1In the third read-
ing, you are not supposed to go into de-
tails. You have only to mentjon your
arguments for or against, Tt is only for

acceptance or rcjection. So, please con-

clude.

DR. V. KULANDAIVELU: T am con-
cluding. While supporting the Bill T
would requesq the Hon. Minister fo make
note of the points made by me.

SHRI B. SHANKARANAND: 1 thank

"the hon. Members for gjving support to
the Bill.

Usnfortunately, the hon, Member, MT.
Mani Ram Bagri, has referred to the Pre-
sidemt’s treatment abroad, which has abso-
lutely nothing to do with the provisions of
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the Bill. For us, the country and for Par-
liament, the health and recovery of the
President, who is undergoing treatment
now, is paramount. While talking on the
provisions of this Bill, I thought tbe hon.
Member should not have brouhgt this
point. The House has joined me on many
occasions to wish the President the best of
health and quick recovery. Fortunately,
the President is recovering. I request the
House to join me again to wish the Pre-
sident the best of health and safe rcturn
fo the country. : v

Regarding the observations made by the
hon, Member about the necessity of
switching over to generic names from
brand names so that the medicines could
be available atL cheap rates, Government
are faking action. But unfortunately,
somc of the manufacturers have gone to
the court. And the Delhi High Court has
gone against us. The matter is under the
consideralion of the Government.

The hon. Member has saig that if we

- give more powers to the inspecting person-

nel, perhaps, thcre will be more corruptjon.
But T may bring to the notice of the hon.
Member and the House that there has been
a new provision in the amending Bill itself
for this purpose, If the hon. Member had
gone through the provisions of the Bill,
perhaps, he would not have raised this
question. Clause 36 says: '

“Any Tnspeclor exercising POWers
under this Act or the rules made there-
under, who,—

(a) without reasonable ground of
suspicion scarches any place, vehicle,
vessel or other conveyance; or

(b) vexatiously and unnecessarily
scarches any person: or

(¢) vexatiously and unnecessarily
seizes any drug or cosmetic or any
substance or article, or any record, re-
gister, document or other material
object; or

(d) commits, as such Inspector, any
other act, to0 the injury of any person
without having reasons to believe that
such act is required for the execution
of his duty, shall be punishable with:
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fine which may extend to one thou-
sand rupees.”

SHRI M. MAYATHEVAR (Dindigul):
That is not sufficient.

SHRI B. SHANKARANAND: Suffi-
cient or insufficient is not the question. We
have said that if the inspecting authority
goes beyond its jurisdiction, there is this
clause which deals with it,

With these observations, I request the
House to unanimously accept the Bill,

MR. CHAIRMAN: The gquestion is:
“That the Bill, as amended, be passed.”
The motion was adopted.

-

15.39 hrs.

INTERNATIONAL MONETARY FUND
AND BANK (AMENDMENT) BILL~—
Contd.

MR. CHAIRMAN: Now we takc up
furthey consideration on  Tnternational
Monectary Fund and Bank (Amendment)
Bill,

SHRI SATISH AGARWAL (Jaipur):
The House is taking up this very important
Bill, the International Monetary Fund and
Bank (Amendment) Bill. I have an objec-
tion with regard to this Bill in view of the
changed circumstances.

1 was making this point and 1 was on
a point of order the  previous
day ie., 5th of October, when the Deputy-
Speaker said thap since we were to take
up another subject at 5 o’clock, T would
continue my point of order tomorrow. I
shall not repeat that particular fact. I
have with me the lates; reply of the hon.
Finance Minister which I received on 9th
October, ie., Saturday, two days back.
Briefly, Sir. you will kindly consider, being
an expert on constitutional law. ...

MR, CHAIRMAN: No, I am not an
expert.

SHRI SATISH AGARWAL:..... that
the Act that this House is going ty amend

today is an Ordinance promulgated in -
December, 1945 by the then Viceroy and
Governor-General of India, and it conti-
nued to be an Ordinance till 1959, when an
amending Bill came before this House, and
without much debate and discussion the
Ordinance was replaced by an Act, Now,
later on some amendments were carried
out in 1960 in a very minor way.

The purpose of this Ordinance in 1945
was, as mentioned in the Ordinance itself,
to implement the International Monetary
Fund and Bank Agreement and so on. It
goes on o say:

“Whereas an emergency has arisem,
which renders it necessary to make cer-
taipn provisions for the purpose of imple-
menting the aforesaid agreement, this
Ordinance, was enacted.”

It was in 1945, it was a war time measure,
and it was issued by the Britishers. So,
it was a colonial ordinance which we have
inherited, and now it is proposed to be
amended by the hon, Finance Minister.

My main objection is that under this
Ordinance there is one section, section 4,
which makes it obligatory to make certain
information avajlable to the Centra] Gov-
ernment, or the Reserve Bank, or any oifi-
cer authorised by tbe Central Governmeant,
and that information has to be furnished
to the IMF, which is an outside agency. I
am not at the moment on ideological
grounds, and I am nog discussing the me-
rits of the Bill as such, or the merits or
demerits of the borrowing policy of this
Government, or the absence of any law on
the point and under article 292 of the
Comstitution whether some limitation should
be placed on the boitowing power of the
Central Governoment. [ am on a very
limited point, In 1945 we had no Consti-
tution and it was the Government of India
Act 1935, which was in force, and this
section 4 was there in the Ordinance. In
1950 the Constitution came into force, and
in that Constitution there are certain fun-
damental rights guaranteed to the citizens
of this country.

I say that in the public interest, for
meeting. Our requirements within  the



