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PETI TI ONER
PRATAP PHARMA (PVT.) LTD. & ANR ETC. ETC

Vs.

RESPONDENT:
UNION CF I NDIA & ORS

DATE OF JUDGVENT: 01/ 04/ 1997

BENCH
K. RAMASWAMWY, D. P. WADHWA

ACT:
HEADNOTE
JUDGVENT:
AND
WRI T PETITION (C Nos. 3559 AND 4572/ 83
ORDER

These three wit petitions, filed under Article 32 of
the constitution of India, raise conmon question of |aw,
chal l engi ng Section 3(h) of the Drugs and cosnetics Act,
1940, as anmended by Act 68 of 1982 (for short, the 'Act’)
with effect from February 1, 1983 as unconstitutional,; being
arbitrary and violative of Article 14 and 19(1) (9) of the
constitution. The grievance of the petitioners is that while
the Act anmends the definition of "paynent and proprietary
Medi ci ne" under Section 3(h) of Act, the definition 'drugs’
under Section 3(b) read with the definition of "Ayurvedic
drug" under section 3(a) has not been changed; as a
consequence, there is no prohibition for —patenting the
Ayurvedi c drugs nmanufactured by the petitioners whereas
under the inmpugned order of the Drug controller dated
February 16, 1983 it is so construed and nanufacture of
those drugs is prohibited. Therefore, the Anendnent Act 68
of 1983 and the order passed by the Drug -controller
CGovernment of India, are Utra Vires the |egislative power.

Shri M N.  Krishnamani, |earned senior counsel and Shr
Pankaj Kalra, |earned counsel appearing for the petitioners,
seeks to support their grievance, but we are unable to agree
with the learned counsel. It is seen that patent and
proprietary nmedicine was defined in the pre-Anmendnent Act
under section 3(h) thus:

"Patent or proprietary Medicine"

Means a drug which is a renmedy for

prescription presented in a form

ready for internal or externa

admi ni stration of human beings or

animals and which is not included

in the edition of the Indian

Phar macopei a authori sed in this

behal f by the Central Governnent

after consultation with the Board."

"Drug" had been defined wunder section 3(b), and
conti nues under the Amendnent Act, to read as under

"Section 3(b) "drug" includes.
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(i) All nedicines for interna
external wuse of human being

or
or

ani mal s and all substances intended

to be used for or (in t
di agnosis, treatnent), mtigati

he
on

or prevention of disease in human

being or animals ..... ; and

(ii) such substances (other than

food) intended to af f ect t
structure or any function of t

he
he

human body or intended to be used

for the destruction of (vermn)
i nsects which cause disease
human being or aninmals, as may
specified from time totime by t
Central CGovernnment by notificati
in the official Gazette."
"Ayurvedi ¢ (including Siddha) or
defi ned under section 3(a) of the Act,
"Ayurvedi ¢ _(including ~Siddha)

or
in
be
he
on

Unani Drug" has been
whi ch reads as under:
or

Unani- drug" includesall medicines
intended for internal use for or in
t he di agnoses, treat nent,

mtigation or prevention of disease
in hunman beings mentioned in, and

processed and manuf act ur
exclusively in accordance with t
f or mul ae descri bed in, t

ed
he
he

authoritative ‘books of Ayurvedic
(i ncluding Siddha) and Unani~ (Ti bb)

systens of medicine, specified

the First Schedul e.”

Under the Anmendnent Act 68 of
been anended, and reads as under

in

1983 Section '3(h) has

"Patent or proprietary  medicine"

neans-

(i) inrelation to Ayurvedic Siddha

or Unani Tibb systens of nedici

ne

all formulation contai ning. only

such ingredients nmentioned in t
formul ae descri bed in t
aut horitative books of Ayurvedi
siddha or Unani Tibb systens
nedi ci ne, specified in the Fir
schedul e but does not include
medi ci ne, which is admnistered
par ent al route and al so
fornmul ati on i ncl uded in t
aut horitative books as specified
cl ause(a);

he
he
c,
of
st
a
by
a
he
in

(ii) in relation to any other

systens of medicine a drug which
a renedy or prescription present
ina formready for interna

is
ed
or

external admnistration of human
bei ngs or aninmals and which is not

included in the wedition of t
I ndi an phar macopoei a authori sed
this behal f by t he centr

he
in
a

CGovernment after consultation with
the Drugs Technical Advisory Board

constituted under section 5."

A readi ng of these provisions would indicate that prior

to the amendnent "drug" included al
or external use of human beings

nmedi ci nes for interna
or animals and al
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subst ances i ntended to be used for or in diagnoses,
treatnent, nitigation or preservation of disease in human

bei ngs or animals etc. "Ayurvedic Drug" includes al
medi ci nes intended for internal or external wuse for or in
the diagnosis, treatnent, mitigation or prevention of

di sease in human beings, nentioned in, and processed and
manuf actures exclusively in accordance with the formulae
descri bed in, the authoritative books of Ayurvedi c
(including Siddha) and Unani (Tibb) system of nedicine,
specified in the First schedule. Wile continuing the sane
system of drugs without any change in the Amendnent Act,
what has been excluded is the medicine which is adm nistered
by parental route; and a formula included in the
aut horitative books as specified in clause (a) of section 3
is excluded. As a consequence, the necessary result is that
any Ayurvedic or Siddha or Unani drug which is administered
by parental route-and al'so giving a fornula included in the
aut horitative books specified, in the schedule attached
thereto stand  excluded. Sinultaneously, one of the itens
i.e. 164A relating to Indian nedicines is included wth
which we —are not concerned. It is contended that the
Ayurvedi ¢, Siddha and Unani systens of nedicine are ancient
systens and are part - of our ancient heritage which provide
nore lasting and permanent cure to all types of disease or
ailments than the/ transient and instant relief through
al l opathi ¢ nmedicines.” The fornmer are tine taking while the
latter is instant. However, our systens of nedicine nust
al so keep pace with scientific -devel opment with nodern
technol ogy and face cooperative  spirit of devel opment. The
process and manuf acture nust go along the devel oped
scientific system So the drug manufactured by Ayurvedic,
Si ddha and Unani system of pharnacopoeia for cure of disease
nmust, of necessity, be of standard quality prescribed by the
rel evant provision of the Act or system of preparation
should be certified to be fit ~for use, sale, storage etc.
The adm nistration equally nust note that the foreign multi-
nati onal pharnaceutical conpanies are getting our herba
nedi ci ne patented and are getting worldw de narket /which
benefit nust not be denied to Indians and | ndi an compani es.

The primary question, therefore, —is whether such an
amendnment is ultra vires the provisions of the constitution
Under Entry 19 of list Ill read with Entry 49 of List 1 of

the seventh schedule, the parlianent is conpetent to enact
and to anend the Act. Therefore, the |egislative conpetence
is beyond pate of question. The arbitrariness “of a
| egislation violating Article 14 cannot be adjudged to be
arbitrary when the Parliament is of the viewthat it is to

ensure safety of the I|ife of human beings or animals. The
regul ation of manuf acture of drug and patenting are
necessary and are in public interest as the evil is sought

to be renmedied by Ilegislative neasure. Wen drugs are
adnmi ni stered to human being/animals, they are required to be
regul ated as adunbrated under the Act. As a consequence,
thought by inplication the right to practice of medicine or
manuf acture of the drugs has been guaranteed under Article
19(1) (g) , it is aregulation within the nmeaning of Article
19(6) of the constitution. As a consequence, it is a
reasonabl e restriction on the right to carry on the trade or
busi ness of manufacture of the ayurvedic drugs by the
petitioners.

Shri Pankaj Kalra contends that unless there is an
express prohibition wunder the provisions of the Act, the
authority cannot infer that there is a prohibition. W are
unable to agree with the counsel. If the drug nanufactured
by the petitioners is found to be in conformty with the
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prescribed standard, and is likely to cause injurious to
health or to endanger the life of a patient, and therefore,
there is no need for an express prohibition under the Act.
It is now well settled legal position that regulation
includes total prohibition, if it sis found necessary in the
public interest. Manufacture of drugs for adm nistration to
human beings/animals is regulated by the act and therefore,
it attracts Article 19(6). W hold that the Act is intra
vires the constitution and does not violate the fundamenta
rights guaranteed under Articles 14 and 19(1) (g) of the
constitution.

The guestion t hen ari ses: whet her the dr ugs
manuf actured by the petitioners can be prohibited for the
purpose of administration to the human beings or aninals
within the exclusionary clause under section 3(h) of the
Act. The question is primarily one of fact, to be decided on
the basis of material available. The Drug Controller in the
i mpugned letter has' nerely opi ned on the basis of
definitions contained, they are prohibitable and therefore,
directed that they cannot be manufactured thereafter. There
nust be evidence on record before the authority to reach a
conclusion that the drugs manufactured by the petitioners
are prohibitable itens under the Act. Unl ess expert body has
gone into and tested these itens and decided that the
st andards adopted by them under the respective pharnmacopoei a
formula are not consistent with or -conformable to the
requested established standards and unless it is certified
that they are unfit' for use of human beings/animals, they
are not prohibitable per se. Therefore, the ‘expert body
should go into that question and decide which of the itens
manufactured by the petitioners are conformable to the
establ i shed standards of pharnacopoeia formula and satisfy
the required tests as adnmissible in that behal f. W are not
experts in this field. W cannot hazard to reach a decision
on the issue. Though Shri Pankaj Kalra has brought to our
notice some of the articles witten by persons having
know edge in this branch of science, we do not want to take
risk to reach any conclusion on the basis of the / above
articles. The appropriate course would be that the conpetent
expert body should go into that question and decide the
sane.

Section 33-C of the Act contenplates constitution of
the Expert Body by a comittee constituted thereunder by the
Governnment of India. Therefore the Governnent of Indiais
directed constitute an expert body consisting of experts in
the Ayurvedic system of nedicine and also some from
Al l opathy as contenpl ated under section 33-c. The expert
body should go into the question and decide whether the
itenms of drugs manufactured by the petitioners are in
conformity wth the provisions of the Act and the
established fornulae in the Ayurvedic Pharmacopoeia. The
CGovernment of India or Drug controller, as the case may be
woul d then take a deci sion on the basis of its
recommendation. In case they find any of these drugs to be
injurious to the health of hunman bei ngs/ani mals; necessary
opportunity would be given to the manufacturers to rectify
it; in case they do not rectify the injurious el enent and
the drugs are still found to be so defective as cannot be
adm ni stered, then necessary orders woul d be passed
prohi bition them from nmanufacturing the sane. In the event
of such a decision being taken, an opportunity would be
given to the persons concerned so that they can al so place
their material before the conmittee and thereafter the Drug
control |l er/Board or Government of India, as the case may be
woul d take a decision on the basis of the expert body’s
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opinion and the material placed by the petitioners in that
behal f.

Since experts in Ayurvedic systemof nedicine are to be
menbers of the comittee to be constituted by the Government
of India wunder section 33-c of the Act, it would be open to
the petitioners to suggest to the central CGovernnent nanes
of the experts known to them and it is for the centra
CGovernment to consi der whether such person may be drafted as
a nenmber of the conmmittee so constituted.

It appears that there is an inter se dispute as to who
is entitled to be the proprietor of the petitioner in WP.
No. 4572/ 83. It appears that the dispute is pending
adjudication in the civil court and inpleading somre of them
inthis wit petition as representing the petitioner is for
the purpose of disposal of the matter pending in this court,
It would be subject to the decision by the civil court.

In view of the stay orders granted by this court and as
we are remitting the matter to the Governnent of India, the
interimstay would continue till the decision is taken by
the Drug controller on the basis of the report submtted by
the expert body and the decision to be taken by Gover nnent
of India/Drug controller. It is needless to nention that
since the matters ~are pending for a long tine, the
CGovernment of India would constitute the conmittee as
expedi tiously as possible and the report . may be subnitted
with in six nonths fromthe date of the constitution of the
comm ttee.

The writ petitions are disposed of accordingly. No
costs.




