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A K. MATHUR, J.

1. Leave granted.

2. This appeal “is dirtected agai nst the order passed by |learned Single
Judge of the Andhra Pradesh Hi gh Court in a batch of petitions under

Section 482 of the Code of Crimnal Procedure (hereinafter to be

referred to as \023the CrPC\024) whereby the | earned Single Judge has held
that the Drugs |nspector appointed under Section 21 of the Drugs and
Cosnetics Act, 1940 (hereinafter to be referred to as \023the Act\024) had no
jurisdiction to | aunch prosecution under Section 32 of the Act for

al | eged of fences said to have been commtted under this Act in

connection with manufacture and sal e of “Ayurvedi ¢ drugs Ozonen capsul es

and Ozonen forte.

3. The brief facts which are necessary for disposal of this
appeal are that the Inspector of Drugs inspected sone of the business
prem ses of these respondents where Ozonen capsul es and Ozonen forte
were avail able for sale. He took the samples and after taking the
sanpl e he sent the sanme to the Governnent Anal yst, Hyderabad for

anal ysis. The Government Anal yst submitted his report declaring that
Ozonen capsul es under different batches contained 45.2 ng of sildenafi
citrate per capsule. The persons from whomthe sanpl es were taken were
cal l ed upon to disclose the nane of manufacturer and on disclosure of
the nane of manufacturer, prosecution was |aunched agai nst the
respondents for contravention of Sections 18), 18(a) (i) read wi th
Section 17B(d) of the Act nanely, prohibition of manufacture and sale
of certain drugs and cosnetics which are m shranded, spurious and
substituted wholly or in part by another drug or substance and the
Central Government prohibited manufacturer etc. of the drugs and
cosnetics in public interest under notification issued under Section 26-
A, vide notification No.GSR 577(e) dated 23.7.1983 puni shabl e under
Sections 27(b)(ii), 27(c), 27(d) and 28-B of the Act. It is this action
initiated by the Drugs Inspector which was chal |l enged. The respondents
were arrayed as accused for the aforesaid offences because they had no
Iicence for the manufacture of Ayurvedic drug sildenafil citrate and
they were mislabeling the Ayurvedic drugs. The sildenafil citrate is a
new drug and it is patent and proprietary medicine. It is an allopathic
drug used for erectile dysfunction. The respondent-accused conmpany was
hol ding Al l opathic as well as Ayurvedic |licence but the company does not
hold the licence to manufacture sildenafil citrate. The informtion was
recei ved by the Drugs Inspector that sildenafil citrate manufactured by
these conpani es for various nmedical establishnents in the State of
Andhra Pradesh had no licence to nmanufacture sildenafil citrate. Ozonen
forte capsule contained 33.9 ng to 46.82 ng of sildenafil citrate per
capsul e. Therefore, the question was whet her the respondent- conpany
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whi ch are manufacturing Ayurvedic drug and had no |icence for
manuf acturing sildanefil forte could be prosecuted under Chapter |V or
not .

4. Bef ore the Learned Single Judge it was submitted that since
the respondents are being prosecuted for contravention of Section 18,
Section 19(a) (i) read with section 17B (d) and Section 17(b) of the Act
the accused had no licence for manufacture of the sildenafil forte
which is one of ingredient of Ozonmen forte i.e. Ayurvedic drug,
therefore, the respondent can be prosecuted under this section or not.
The subm ssion of the respondents was that they have been hol di ng
licence for the Ayurvedic preparation and for any Ayurvedic preparation
of spurious or nisbranded nature, the Inspector appointed under Chapter

I VA al one is conmpetent to launch prosecution and not |nspector appointed
under Chapter V.

5. In-orderto appreciate the contention raised by |earned
counsel for the parties, it will be appropriate to refer to rel evant
provi sions of the Act. The Act defines Ayurveducm Si ddha or Unani drug
under Section 3(a) which reads as under

\023 (a) \ 023Ayur vedi ¢, Siddha or Unani drug\ 024
i ncludes all nedicines intended for internal or
external use for or in the diagnosis, treatnent,
mtigation or prevention of disease or disorder in
human bei ngs or aninmals, and manufactured exclusively
in accordance with the fornul ae described in, the
aut horitative books of Ayurvedic, Siddha and Unan
Ti bb system of medicine, specified in the First
Schedul e; \ 024

Section 3(e) defines |Inspector which reads as under

\023 (e) \023Inspector\024 nmeans \026
(i) inrelation to Ayurvedic, Siddha or
Unani drug, an Inspector appointed by the Centra
Governnent or a State CGovernment under section 33G
and
(ii) inrelation to any other drug or
cosnmetic, an Inspector appointed by the Centra
Covernment or a State CGovernnent under section 21;\024

Section 3(h) defines patent and proprietary medi ci ne which reads as
under :

\023(h) \023patent or proprietary nedici ne\024 neans, -
(i) inrelation to Ayurvedic, Siddha or Unan

Ti bb systenms of medicine all formulations contaihning
only such ingredients nentioned in the formul ae
described in the authoritative books of Ayurveda,

Si ddha or Unani Ti bb systens of medicine specifiediin
the First Schedul e, but does not include a nedicine
which is adm nistered by parenteral route and al so a
formulation included in the authoritative books as
specified in clause (a);

(ii) inrelation to any other systens of

medi ci ne, a drug which is a remedy or prescription
presented in a formready for internal or externa

adm ni stration of human beings or animals and which is
not included in the edition of the Indian

Phar macopoei a for the time being or any ot her

Phar macopoei a authorized in this behalf by the Centra
CGovernment after consultation with the Drugs
Techni cal Advi sory Board constituted under section 5;\024
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Section 13 deals with offences. Chapter |V deals with Manufacture, sale
and distribution of drugs and cosnetics. Section 16 under this Chapter
deals with standard and quality. As per Section 16, all drugs conplies
with the standard set out in the second schedule. Section 17 deals

wi th m sbranded drugs which reads as under:

\023 17. M shranded drugs.- For the purposes of this Chapter
drug shall be deened to be m sbranded, -
(a) if it is so coloured, coated, powered or polished that
danage is concealed or if it is made to appear or
better or greater therapeutic value than it really is;

or
(b) if it is not labeled in the prescribed nanner; or

(c) if it is label or container or anything acconpanying
the drug bears any statenent, design or device which

makes any false claimfor the drug or which is fal se or

m sl eading in any particul ar.

Section 17A deals wi'th adulterated drugs which reads as under
\02317A. '‘Adul terated drugs- For the purposes of this Chapter, a
drug shall be deened to be adul terated, -

(a) if it consists in whole or in part, of any filthy, putrid
or deconposed substance; or
(b) if it has been prepared, packed or stored under

insanitary conditions whereby it may have been

contam nated with filth or whereby it may have been

rendered injurious to health; or

(c) if its container is conposed, in whole or in part, of any
poi sonous or del eterious substance which may render the

contents injurious to health; or

(d) if it bears or contains, for purposes of col ouring only,
a colour other than one which is prescribed; or

(e) if it contains any harnful or toxic substance which nmay
render it injurious to health; or

(f) i f any substance has been mixed therewith so as to reduce

its quality or strength.\024

Section 17B deals with spurious drugs, Section 17C deals with m sbranded
cosnetics and Section 17D deals with spurious cosnetics. Section 18

whi ch deals with prohibition of manufacture and sal e of certain drugs
and cosnetics, is relevant for our purpose and reads as under

\ 023 18. Prohibition of manufacture and sal e of
certain drugs and cosnetics. Fromsuch date as may be
fixed by the State Governnent by notification in the
Oficial CGazette in this behalf, no person shall hinself
or by any other person on his behalf-

(a) manuf acture for sale or for distribution, or sell, or
stock or exhibit or offer for sale, or distribute-

(i) any drug which is not of a standard quality, or/is

m sbranded, adulterated or spurious;

(ii) any cosnetic which is not of a standard quality or

i s msbranded or spurious;

(iii) any patent or proprietary medicine, unless there is
di spl ayed in the prescribed manner on the |abel or

contai ner thereof the true fornula or list of active

i ngredients contained in it together with the quantities,

t her eof ;

(iv) any drug which by neans of any statement, design or
devi ce acconpanying it or by any other means, purports or
clains to prevent, cure or mtigate any such disease or
ailment, or to have any such other effect as may be

prescri bed;

(v) any cosnetic containing any ingredi ent which may
render it unsafe or harnful for use under the directions

i ndi cated or recomended;
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(vi) any drug or cosnetic in contravention of any of the
provi sions of this Chapter or any rul e nade thereunder
(b) sell, or stock or exhibit or offer for sale, or

di stribute any drug or cosmnetic which has been inported

or manufactured in contravention of any of the provisions

of this Act or any rul e nmade thereunder

(c) manuf acture for sale or for distribution, or sell, or
stock or exhibit or offer for sale, or distribute any

drug or cosnetic, except under, and in accordance with

the conditions of, a licence issued for such purpose

under this Chapter;

Provided that nothing in this section shall apply to the
manuf acture, subject to prescribed conditions, of snmall
gquantities of any drug for the purpose of exam nation
test or analysis;

Provi ded further that the Central Government may, after
consul tation with the Board, by notification in the
Oficial Gazette, permt, subject to any conditions
specified in the notification, the nmanufacture for sale
or for distribution, sale, stocking or exhibiting or

of fering for sale or distribution of any drug or class of
drugs not being of standard quality.\024

Section 18 prohibits any person from nanufacturing for sale or for
distribution or sell or stock or exhibit or offer for sale or

di stribute any drug which is not of a standard quality or is m sbranded,
adul terated or spurious. Section 18 ) says that no person shall hinself
or by any other person on his behalf manufacture for sale or for

di stribution, or sell or stock or exhibit or offer for sale or

di stribute any drug or cosnetic, except under, and in accordance wth
the conditions of, a licence issued for such purpose under this
Chapter. Section 21 deals with Inspectors. ~ The |Inspectors can be

appoi nted by the Central Governnment or the State Government by
notification in the Oficial Gazette -having the prescribed
qualifications and they may performsuch duties for drugs or classes of
drugs, or cosnetics or classes of cosnetics and they shall be public
servant within the neani ng of Section 21 of the Indian Penal  Code.
Section 22 lays down the powers of the Inspectors. The |Inspector has
power to inspect any premni ses wherein any drug or cosmetic is being
manuf actured. He has the power for testing the drugs or cosnetics. He
has al so power to search and such other powers which are necessary for
enforcenent of the provisions of the Act. Section 23 deals with
procedure which is to be enployed by the Inspectors. After taking al
necessary sanpl es and obtaining report fromthe Drugs Analyst he can

al so launch prosecution with the previous sanction. Puni shment 'has been
prescri bed under Section 27. Any person who nmanufactures for hinself or
by any ot her person on his behal f, manufactures for sale or for
distribution, or sells or stocks or exhibits or offers for sale or

di stributes any adulterated, spurious or m sbranded drugs then he shal
be puni shed under Section 27. Chapter |VA which was-introduced with
effect from1l.2.1969 deals with provisions relating to Ayurvedic, Siddha
and Unani drugs. Here also identical provisions are there. Section 33E
deals with m sbranded drugs, Section 33 EE deals with adulterated drugs
and Section 33EEA deals with spurious drugs and it is punishable under
Section 33-1. Section 33 Gdeals with the Inspectors which says that
the Central Covernment or a State Governnment nay, by notification in the
Oficial Gazette, appoint such persons as it thinks fit, having certain
prescribed qualifications and it has laid down their duties, functions
who coul d | aunch prosecution for breach of any of the provisions.

6. The provisions in Chapter |V and Chapter |VA are al npost
identical. Chapter |IVA deals with special branch of nedicines |ike,
Ayurvedi c, Siddha and Unani drugs whereas Chapter |V deals with branches
ot her than Chapter |VA. Learned Single Judge has taken the view that
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since Ozonen capsul es had a conponent |ike sildenafil citrate,

therefore, they nay be m sbranded, spurious or adulterated for which the
prosecution could only be |aunched by the Inspector authoricsed under
Chapter IVA. But the prosecution in this case was |aunched under Chapter
V. Therefore, |learned Single Judge came to the conclusion that the

I nspect or under Chapter 1V had no jurisdiction to | aunch the prosecution
and it is only the Inspector who has been appoi nted under Chapter |VA
coul d have | aunched the prosecution agai nst the accused for breach of
the provisions of the Act for adulteration, misbranding in the Ayurvedic
dr ugs.

7. Learned counsel for the appellants submitted that it is not
the case that only Chapter IVA is involved but the of fence has al so been
conmitted under Chapter |V also. Learned counsel for the appellants
submtted that Ozonen capsules and Ozonen forte had a conponent of
sildenafil citrate and this nmedicine does not fall under Chapter |VA
Therefore, |earned counsel for the appellants subnmitted that use of this
medi cine in the Ayurvedic nedicines is also punishable under Chapter |V
as accused has no licence to deal with this drug. The accused had to mx
this drug with other Ayurvedic drugs, therefore, the accused can al so
be prosecuted for selling Allopathic drug |ike sildanefil citrate when
licence is required under Section 18. Learned counsel for the appellants
submitted that sildenafil citrate is a newdrug and it is an Allopathic
drug. This cannot be used for the Ayurvedi c nedicines w thout displaying
in the prescribed manner on the | abel or container thereof or list of
active ingredients contained in it together with the quantities thereof.
It is also punishable under Section 18 (a)(iii) read with Section 27 (d)
of the Act. Learned counsel for the appellants also pointed out that
the respondents al so manufactured and sold this spurious Ozonen capsul es
containing sildenafil citrate violating section 18(a) which is

puni shabl e under Section 27(d) of the Act.” The sumtotal of the

subm ssi on of |earned counsel for the appellants was that the very fact
of dealing with sildenafil citrate drug and distributing the sane after
maki ng a different conmponent of Ayurvedic drug itself constitutes an

of fence. Therefore, it is erroneous to say that since the accused is
dealing with Ayurvedic drugs therefore, only the Inspector who is

aut hori zed under Chapter IVA could | aunch the prosecution and not the

I nspect ors appoi nted under Chapter |1V. The accused has used sil denafi
citrate which is an allopathic drug. Sildenafil citrate is a white to
off-white crystalline power with a solubility of 3.5 nmg/m in water and
nol ecul ar wei ght of 666.7 . Viagra (sildenafil citrate ) is fornul ated
as blue, filmcoated rounded-di anond shaped tabl ets equival ent to 25ng,
50 ng and 100 ng of sidenafil for oral administration. In addition to
the active ingredient, sildenafil citrate, each tablet contains the
follow ng inactive ingredients; mcrocrystalline-cellulose, anhydrous

di basi ¢ cal ci um phosphate, croscarnell ose sodium nmagnesi um stearate,
hypronel | ose, titanium di oxide,|actose, triacetinand FD & C Bl ue /No. 2
al um num | ake. The brand name is Viagra and generic nane is sildenafi
citrate. This is an allopathic drug and by no stretch of inagination

it can be said as an Ayurvedic drug. Therefore, |earned counsel for the
appel l ants appears to be justified that since it is-an allopathic drug
and it cannot be used by anybody el se unless a person who holds the
licence for it. It is an admitted position that the accused does not
possess the licence. Therefore, the very fact of selling thi's drug as
one of the ingredients in the Ozonen capsul e and not displaying the nane
in the prescribed manner in the drugs will also constitute an offence
under Section 18 (a), (b) & (c) punishabl e under Section 27(b) (ii). The
subm ssion of |earned counsel for the appellants is justified and we are
of opinion that the view taken by | earned Single Judge of the H gh Court
is not correct and the H gh Court should not have proceeded to quash

the whol e proceedi ngs under Section 482 of the Code of Crim nal
Procedure when serious issues were involved in the matter.

8. In the result, we allow this appeal and set aside the order
passed by the H gh Court and d|rect that the Inspector appointed under
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Chapter IV is conpetent to |aunch prosecution for the aforesaid sections
agai nst the accused. W have al so been inforned in the alternative
prosecution has al so been | aunched agai nst the accused under Chapter

| VA. Both the prosecution can be tagged together and the learned tria
court should proceed with the matter. However, any observati ons made by
us in disposing this appeal will not prejudice the rights of either
parties.




