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A-1

LISTING PROFORMA

IN THE SUPREME COURT OF INDIA

The case pertains to (Please
tick/check the correct box):

Central Act: (Title)

The Drugs and Cosmetics
Rules, 1945

Section:

Central Rule: (Title) NA
Rule No.(s): NA
State Act: (Title) NA
Section . NA
State Rule: (Title) NA
Rule No.(s): NA
Impugned Interim Order NA
(Date)

Impugned Final | NA
Order/Decree; (Date)

High Court: (Name) NA
Names of Judges: NA
Tribunal/Authority: (Name)

1. Nature of Matter: ORIGINAL

2. (a) Petitioner/appellant
No.1:

UNION OF INDIA & ANR

(b) e-mail ID:

NA

(c) Mobile Phone number:

NA

3. (a) Respondent No.1:

MANKIND PHARMA LIMITED
& ORS

(b) E-mail ID: NA

(c) Mobile phone number: | NA
4. (a) Main category | NA
classification:

(b) sub classification: NA
5. Not to be listed before: NA

6. Similar/Pending matter:




A-2

7. Criminal Matters: NA
(a) Whether No
accused/convict has
surrendered:

(b) FIR No.

(c)Police Station:

N.A

N.A.

(d) Sentence Awarded: | N.A.
(e) Sentence N.A
Undergone:

8. Land Acquisition Matters: | N.A.

(a) Date of Section 4| N.A.
notification:

(b) Date of Section 6| N.A,
notification:

(c)Date of Section 17|N.A.
notification:

9, Tax Matters: State the tax | NA
effect:

10. Special Category (first|N.A.
petitioner/appellant only):

Senior Citizen > 65 years N.A.

SC/ST N.A.
Woman/Child N.A.
Disabled N.A.
Legal Aid Case N.A. 3
In custody N.A.

11. Vehicle Number (in case | N.A.
of Motor Accident Claim
Matters):

12. Decided cases with | N.A.
citation:

Date: .7.2017
[G.S.MAKKER]
Advocate for the Petitioners




SYNOPSIS

The petitioner herein is preferring present
Transfer Petition under Article 139-A [1] of the
Constitution of India read with Order XL, Rule-

1 of the Supreme Court Rules 2013 for

transfer/withdrawal to this Hon’ble Court, the
W.P.[CIN0.5336 of 2017 [Mankind Pharma
Limited V/s Union of India & Anr],
W.P.[C]N0.5340 of 2017 [Akums Drugs &

Pharmaceuticals Ltd V/s Union of India & Anr],
W.P.[C]N0.5345 of 2017 [J.B. Chemicals &
Pharmaceuticals Limited & Ors V/s Union of
India & Anr], W.P.[C]N0.5391 of 2017 [M/s
IPCA Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[C]N0.5397 of 2017 [Ahlcon
Pérenterals India Ltd. V/s Union of India &
Anr], W.P.[C]N0.5398 of 2017 [J.K. Printpacks

V/s Union of India & Anr] and W.P.[C]N0.5399



of 2017 [Windlas Biotech Pvt. Ltd. V/s Union of
In‘dia & Anr], pending before Hon'ble High
Court of Delhi at New Delhi, for hearing along
with the S.L.P [C] No0.7061 of 2017, SLP [C]
No.10170-10178 of 2017 and Transfer
Petitions Nos. 1729-37 of 2016, wherein the
constitutional validity of Notifications issued by
Central Government under section 26-A of the
Drugs and Cosmetics-1940, banning the
manufacture for sale, sale and distribution for
human consumption of certain fixed doze

combination medicines, is under consideration.

In present case the Drug Manufacturers have
challenged  the impugned Notifications
5.0.1852 [E] & 1855 [E] both dated
08.06.2017 issued by the Central Government
under section 26-A of the Drugs and
Cosmetics—1940, Before the Hon'ble High Court

of Delhi, by contending that said Notification



Ha‘s been issued in contravention of Section
5,6,7 & 26A of the Cosmetics Act1940. They
have relied on the decision of the same High
Court in Pfézer Ltd case, wherein 344
notifications have been quashed against, which
the above mentioned SLP & TPs are pending

before this Hon'ble Court.

In view of this the writ petitions pending before

Hon'ble High Court of Delhi may be transferred
to this Hon’ble Court for hearing along with the
S.L.P [C] No.7061 of 2017, SLP [C] No0.10170-
10178 of 2017 and Transfer Petitions
Nos.1729-37 of 2016, so as to maintain

consistency.

10.04.1940: The Drugs and Cosmetics Act, 1940
and the Drugs and Cosmetics Rules,

1945 (hereinafter referred to as



21.09.1988:

“"Rules”), made there under is a
legislation with an objective to
regulate the import, manufacture,
distribution and sale of drugs and
cosmetics while preventing the
spurious, adulterated and substandard
drugs to be imported, manufactured,

distributed and sold in the country.
The avowed objective of the Act is to
ensure the safety, efficacy and the
quality of the drugs being imported,
manufactured, distributed and sold in
the country. It is further stated that
while granting or renewing the
permission for a drug, the emphasis is
on tﬁe quality, safety and efficacy of

the drug.

That the combination of two or more

drugs i.e. FDC combined for the first



time: fall under the definition of a New
Drug. The requiremeﬁts for import,
manufacture of New drugs including
FDCs was introduced in Drugs and

Cosmetics Rules, 1945 vide GSR No.

944E dated 21.9.1988 by introducing
Rule 122A, 122B, 122D, 122E and
Schedule Y which required that the
manufacturers of FDCs falling under
the definition of new drug shall
require the permission from DCG(I).
It is submitted that Fixed Dose
Combination (FDC) is a ‘New Drug’ as
defined under Rule‘ 122E of the Drugs
and Cosmetics Rules, 1945 and it
specifies procedures to be followed by
the manufacturers to obtain
manufacturing permission/ marketing
authorization. Further this Rule clearly

specifies that any manufacturer



interested in marketing any new drug
including Fixed Dose Combination is
required to apply to the Licensing
Authority notified under Rule 21 i.e.
the Drugs Controller General {India).
The  procedure spécified under
Schedule-Y involves examination and
experimentation, which includes
clinical and non-clinical studies of the
molecules or fixed dose combination
of molecules. It is further submitted
that in case of the FDC;s, the applicant
has to establish by experimentation
and through clinical and non-clinical
studies, the r::utionality,1 safety and
efficacy by evaluating the critical
parameters like pharmacological
compatibility, pharmacokinetic
compatibility, dose placing, dose

spacing, cumulative toxicity, etc.



H

While granting a manufacturing
license, the Licensing Authority has to
satisfy itself about the rationality,
safety and efficacy ‘of the drug.
Schedule Y of Drugs and Cosmetics
Rules clearly specifies that the data
submitted should be based on
experimentation  carried out to
establish the rationatity, safety and

efficacy of such combinations.

01.02.1983: With effect from 01.02.1983 major
changes were brought in the Act 1940

and the scope of the Act was widened.

17.08.2009: The FDC of Ofloxacin + Ornidazole
injection was approved on 17.8.2009
for the treatment of Diarrhoea of
mixed infection in adult patients

initially for the first time (i.e.



20.10.2009:

31.03.2011:

Innovator Company) in favour of M/s

Venus Remedies.

That the Fixed Dose Combination of

Etodolac + Paracetamol was approved
by CDSCO on 20.10.2009 for the

symptomatic treatment of acute pain
and inflammation in . patients with
osteoarthritis, rheumatoid arthritis
and ankylosing spondylitis initially for
the first time (i.e. innovator company)

in favour of M/s IPCA Laboratories.

That Ministry of Health & family
Welfare . vide its | order No.
X.19029/5/2011-DFQC dated
31.03.2011 constituted New Drug
Advisory  Committee (NDAC) in
various therapeutic categories to
advise Drugs Controller General

(India) in matters for review of



08.05.2012:

Applications of New Drugs & Clinical

Trials.

Parliamentary Standing Committee
(PSC) on Health & Family Welfare in
its 59" Report has considered the
issue regarding the prevalence of
many Fixed Dose Combinations (FDC)
in the Indian market that had not

been tested for efficacy or safety.

PSC observed that some of the
State Licensing Authorities (SLAs)
have issued manufacturing licenses

for a very large number of FDCs

without prior clearance from Central
Drugs Standard Control Organization
(CDSCO). This resulted in the
availability of manylFDCs in the
market which have not been tested

for efficacy and safety. This can put



K

patients at risk. The PSC expressed its
view that those unauthorized FDCs
that pose risk to patients and
communities such as aicombination of
two antibacterials need to be
withdrawn immediately due to danger

of developing resistance that affects

the entire population. PSC in their
report had also recommended to
invoke sec. 26 A of the Drugs and
Cosmetics Act, 1940 which, in its

opinion was adequate to deal with the

problem of irrational and/or FDC’'s not
cleared by CDSCO. It is submit that
Of the cases scrutinized, there were
13 drugs (33%) which did not have
permission for sale in any of the
major developed countries (United
States, Canada, Britain, European

Union nations and Australia). None of



these drugs have any special or
specific relevance to the medical
needs of India. These drugs are: (i)
Buclizine for appetite stimulation
(UCB); ii. Nimesulide injection
(Panacea); (iii) Doxofylline (Mars) (iv)
FDC of Nimesulide with Levocetirizine
(Panacea); (v) FDC of Pregabalin with
other agents (Theon); (vi)  FDC of
Tolperisone with Paracetamol
(Themis); (vii) FDC of Etodolac with
Paracetamol (FDC); (viii) FDCJ of
Aceclofenac  with  Thiocolchicoside
(Ravenbhel); (ix) FDC of Ofloxacin
with Ornidazole (Venus), (x) FDC of
Aceclofenac with Drotaverine
('I;hemis); (xi) FDC of Glucosamine
with Ibuprofen (Centaur); (xii} FDC of

Diclofenac  with  Serratiopeptidase

L



M

(Emcure) and (xiii) FDC of

Gemifloxacin with Ambroxol (Hetero).

The Parliamentary Standing

Committee (PSC) also stated that
Section 26A of the Drugs and
Cosmetics Act, 1940 is adequate to
deal with the problem of irrational
FDCs. There is a need to make the
process of apprbving and banning
FDCs more transparent and fair. In
general, if an FDC is not approved
anywhere in the world, it may not be
cleared for use in India unless there is
a specific disease or disorder
prevalent in India, or a very specific
reason backed by scientific evidence
and irrefutable data  applicable

specifically to India that justifies the

approval of a particular FDC. The



N

Parliamentary Standing Committee
strongly recommended that a clear,
transparent policy may be framed for
approving FDCs based on scientific

principles.

The recommendations of

Parliamentary Standing Committee
were considered by the Government.
As per decision taken by the
Government of India and conveyed
through the Action Taken Note on the
59% report to the PSC, the PSC in its
66th Report recommended that these
FDCs be referred to the New Drug
Advisory Committee (NDAC) for
examination and review to decide on
the .continued marketing of these
drugs and updating of their product

monographs in ~light of recent



O

knowledge and regulatory changes

overseas.

10.03.2016: In another set matters pursuant to

the acceptance of the report of the
Kokate Committee, the Petitioner
[UOI] prohibited the manufacture,
sale and distribution of 344 FDCs in
exercise of powers conferred by
Section 26A of the Drugs and

Cosmetics Act, 1940.

14.03.2016: Being aggrieved of the Notifications
dated 10.03.2016 issued by the
Petitioner u/s. 26A, approximately
453 writ petitions were filed on
14.03.2016 before the Hon’ble High
Court of Delhi at New Delhi
challenging the validity and
correctness of the Notifications dated

10.03.2016.



17.03.2016:

01.12.2016:

Further aggrieved by the said
Notifications dated 10.03.2016 issued
by the Petitioner u/s. 26A, various
Writ Petitions were filed before High
Court of Delhi, Madras, Karnataka,
Bombay, Rajasthan, Jammu &
Kashmir between the period from

17.3.2016 to 07.09.2016.

That by its common impugned
Judgment dated 01.12.2016 the
Hon'ble High Court of Delhi dispose of
the Writ Petition N0.2212/2016 along
with the batch of 453 Writ Petitions

thereby quashed the notifications

issued  on 10.03.2016  without
appreciating the ekpress and
unambiguous [anguage used in the

different provision of the Act,



10.03.2016:

As per recommendation of the
"New Drug Advisory Committee”

(NDAC) the FDC in question were

“ recommended to be banned. As the

above sequence of events brings out,
the Government has made elaborate

attempts to ensure that all facets of

the matter get duly examined and no
injustice is done to anyone and more
importantly the safety of patients is
not compromised. In the process
sufficient notice and opportunity had
been given to all concerned to the
innovators companies who were
granted approval by CDSCO for the
first time while approving the new
drug at that point of time in the year
20089, The Government had

prohibited these FDCs to safeguard

public interest and hence these were



prohibited under section 26A in order
to safeguard public health from such
irrational FDCs irrespective of the
manufacturer. This was done in the
larger public interest and it cannot be
anyone’s case that he should be
given a differential treatment in the
face of such facts in pulblic interest as

there was no therapeutic justification

for such FDCs.

It is respectfully submitted that
even- if an approval to the said FDC
was granted in the year 2009, it was
done on the basis of the available
literature and knowledge at that point

of time which does not bar the

Government to re-examine the FDC
in the current scenario in the light of

latest  scientific knowledge and



31.03.2017:

information. As such Vthe said FDC
was examined by the . New Drug
Advisory Committee, and it was
found that the FDCs are irrational and
was accordingly recommended by the

New Drug Advisory Committee.

Aggrieved by the Judgment dated
01.12.2016 the petitioners herein
filed the S.L.P. [C] No0.7061 of 2017,
[U.O.1I V/s Pfizer Pvt. Ltd] before this
Hon’ble Court. Further the All India
Drug Action Network -also file SLP
against the judgment dated
01.12.2016 being SLP [C] No.10170-
10178 of 2017. After hearing their
Lordships were pleased to issue

notice on 31.03.2017.

15.06.2017: Aggrieved by the Notification dated

10.03.2017 the respondents herein




filed writ Petition before the Hon’ble
High Court of Delhi being
W.P.[C]N0.5336 of 2017 [Mankind
Pharma Limited V/s Union of India &
Anr], W.P.[C]N0.5340 of 2017
[Akums Drugs & Pharmaceuticals Ltd
V/s Union of India & Anr],
W.P.[C]N0.5345 of 2017 [J.B.
Chemicals & Pharmaceuticals Limited
& Ors V/s Union of India & Anr],
W.P.[C]N0.5391 of 2017 [M/s IPCA
Laboratories Limited & Anr V/s Union
of India & Anr], W.P.[C]N0.5397 of
2017 [Ahlcon Parenterals India Ltd.
V/s Union of India & Anr],
W.P.[C]N0.5398 of 2017 [J.K.
Printpacks V/s Union of India & Anr]
and W.P.[CIN0.5399 of 2017
[Windias Biotech Pvt. Ltd. V/s Union

of India & Anr].



12.07.2017: That the S.L.P. [C] No.7061 of 2017,
[U.O.I V/s Pfizer Pvt. Ltd] along with
other batch matter was listed before
this Hon'ble Court and after hearing

their lordships were pleased give

liberty to file present transfer petition
and adjourned the matter for hearing

of all the cases on 29.07.2017.

13.07.2017:  Hence the present Transfer Petition.



IN THE SUPREME COURT OF INDIA

CIVIL ORIGINAL JURISDICTION

1. TRANSFER PETITION (C) NO. __ OF 2017
POSITION OF PARTIES
BEFORE THE  IN THIS

HIGH COURT HON'BLE
COURT

IN THE MATTER OF :

1. Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan, '

New Delhi-110 001 ..Respondent ...Petitioner
No.1 ‘No.1

2. The Drug Controller General of India
Through its Director General
FDA Bhawan
ITO, Kotla Road

New Delhi-110 002. ...Respondent ...Petitioner
No.2 ‘No.2

VERSUS



Mankind Pharma Limited.

A company existing under the
Companies Act, 2013

Having its registered office at:
208, Okhla Industrial Estate
Phase-III, New Delhi-110 020
Through its Authorized Signatory

Mr.Prateush Manmohan Sharma.

...... Petitioner.... Respondent

(In W.P.[C]N0.5336 of 2017 pending before

Hon’ble High Court of Delhi at New Delhi)

2. TRANSFER PETITION (C) NO. OF 2017

IN THE MATTER OF :

1. Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan,
New Delhi-110 001 ...Respondent ...Petitioner
No.1 No.1



2. The Drug Controller General of India
| Through its Director General

FDA Bhawan

ITO, Kotla Road

New Delhi-110 002.

...Respondent ...Petitioner
No.2 No.2

VERSUS

Akums Drugs & Pharmaceuticals Limited
A company existing under the Companies
Act, 2013

Having its registered office at:

304, Mohan Place, L.S.C., Block-C
Saraswati Vihar,New Delhi-110 034
Through its Authorized Signhatory

Mr.Devendra KLurnar Joshi.

...... Petitioner.... Respondent

(W.P.[C]N0.5340 of 2017 pending before High
Court of Delhi At New Delhi)

3. TRANSFER PETITION (C) NO. OF 2017



IN THE MATTER OF :

1.

Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan,
New Delhi-110 001
...Respondent ...Petitioner
No.1 No.1
The Drug Controller General of India

Through its Director General
FDA Bhawan

ITO, Kotla Road
New Delhi-110 002.

...Respondent ...Petitioner
No.2 No.2

VERSUS

J.B. CHEMICALS &  PHARMACEUTICALS
LIMITED

HAVING ITS REGISTERED OFFICE AT

NEELAM CENTRE, 4TH FLOOR,

B WING, HIND CYCLE ROAD,

WORLI, MUMBAI - 400 030

AND ITS CORPORATE OFFICE AT:



CNERGY IT PARK, UNIT A2,

3RD FLOOR, UNIT A, 8TH FLOOR,
APPA SAHEB MARATHE MARG,
PRABHADEVI,

MUMBAI 400 025
..Petitioner....Respondent
No.1 No.1

MS. RITU YADAV

W/0O- SHRI, RAJESH YADAV

HAVING RESIDENCE AT:

B-408, MIRA-JAT ARIHANT TOWER,

SAIBABA NAGAR, MIRA ROAD (E),

DIST-THANE, 401 107
..Petitioner....Respondent

No.2 ‘No.2

(W.P.[C]N0.5345 of 2017 pending before High
Court of Delhi At New Delhi)

4.

TRANSFER PETITION (C) NO. OF 2017

IN THE MATTER OF :

1.

Union of India

Through Secretary

Department of Health and Family Welfare,
Ministry of Health and Family Welfare,



Nirman Bhawan,
New Delhi-110 001

...Respondent ...Petitioner
No.1 No.1

The Drug Controller General of India
Through its Director General

FDA Bhawan

ITO, Kotla Road

New Delhi-110 002.

...Respondent ...Petitioner
No.2 No.2

VERSUS

M/s IPCA Laboratories Limited
Having its Registered Office at
48, Kandivli Industrial Estate
Kandivli [West]

Mumbai -400 067,
Maharashtra.

AND ITS CORPORATE OFFICE AT:

142, AB, KANDIVLI INDUSTRIAL ESTATE
KANDIVLI [WEST]

MUMBAI-400 067,

MAHARASHTRA

...Petitioner... .. Respondent
No.1 No.1



2. Mr. Harish Kamath
Having Residence at:
Flat 2-D-602, 6™ Floor,
D Wing, Ashok Nagar "B’ Complex,
Vazira Naka, L T cad,
Borivali [W],
Mumbai-400 091.

...Petitioner... .. Respondent
No.2 , No.2

(W.P.[C]N0.5391 of 2017 pending before High
Court of Delhi At New Delhi)

5. TRANSFER PETITION (C) NO. OF 2017

IN THE MATTER OF :

1. Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan,
New Delhi-110 001

...Respondent ...Petitioner
No.1l No.1 '



2. The Drug Controller General of India
Through its Director General
FDA Bhawan

ITO, Kotla Road

New Delhi-110 002....Respondent ...Petitioner
No.2 No.2

VERSUS

Ahlcon Parenterals India Ltd.

A company existing under the
_Companies Act, 2013

Having'its registered office at;

Plot N0.30 & 30E, 2" Floor

Shivaji Marg, Najafgarh Road
Industrial Area, Ne\}v Dethi-110 015
Through its Authorized Signatory

Mr.Ranjan Kumar Sahu.

.....Petitioner ... .. Respondent

(W.P.[C]N0.5397 of 2017 pending before High

Court of Delhi At New Delhi).

6. TRANSFER PETITION (C) NO. OF 2017



IN THE MATTER OF :

1. Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan,

New Delhi-110 001 ...Respondent ...Petitioner
No.1 No.1

2. The Drug Controller General of India
Through its Director General
FDA Bhawan
ITO, Kotla Road
New Delhi-110 002. ..Respondent ...Petitioner
No.2 No.2

VERSUS

J.K. Printpacks

A partnership Firm

Having its office at;

C-14 to C-17,

Sara Industrial Estate Ltd.

VPO, Rampur, Dehradun-248 110.

Through its Partner
Mr.Veerpal Singh. ....Petitioner. ... Respondent
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(W.P.[C]N0.5398 of 2017 pending before High

Court of Delhi At New Delhi).

7.

TRANSFER PETITION (C NO. OF 2017

IN THE MATTER OF .

1.

Union of India
Through Secretary
Department of Health and Family Welfare,
Ministry of Health and Family Welfare,
Nirman Bhawan,
New Delhi~110 001
...Respondent ...Petitioner

No.1 No.1
The 'Drug Controller General of India
Through its Director General -
FDA Bhawan

ITO, Kotla Road
New Delhi-110 002.
...Respondent ...Petitioner
No.2 No.2

Versus

Windlas Biotech Pvt. Ltd.

A company existing under the
Companies Act, 2013



11

Having its office at:
Khasra N0.141 to 143 & 145
Mohabewala Industrial Area,
Dehradun-248 110
Through its Managing Director
Mr.Ashok Kumar Windlas
...Petitioner... Respondent
(W.P.[C]N0.5399 of 2017 pending before High

Court of Delhi At New Delhi).

TRANSFER PETITION UNDER ARTICLE 139
A OF THE CONSTITUTION OF INDIA R/W
ORDER XL SUPREME COURT RULES, 2013
FOR WITHDRAWAL AND TRANSFER OF
W.P.[C]N0.5336 of 2017 [Mankind Pharma
Limited V/s Union of India & Anr],
W.P.[C]N0.5340 of 2017 [Akums Drugs &
Pharmaceuticals Ltd V/s Union of India &
Anr], W.P.[C]N0.5345 of 2017 [1.B.
Chemicals & Pharmaceuticals Limited &

Ors V/s Union of India & Anr],



12

W.P.[C]N0.5391 of 2017 [M/s IPCA
Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[CIN0.5397 of 2017
[Ahicon Parenterals India Ltd. V/s Union of
India & Anr], W.P.[C]N0.5398 of 2017
[J.K. Printpacks V/s Union of India & Anr]
and W.P.[C]N0.5399 of 2017 [Windlas
Biotech Pvt. Ltd. V/s Union of India &
Anr], PENDING BEFORE THE HON'BLE
HIGH COURT OF DELHI AT NEW DELHI TO

THIS HON’BLE COURT FOR HEARING

ALONG-WITH S.L.P. [C] NO.7061 OF
2017, [U.0.I V/S PFIZER PVT. LTD] AND
SLP [C] NO. SLP [C] No0.10170-10178 of
2017 [ALL INDIA DRUG ACTION

NETWORK V/S PFIZER PVT LTD]

HON'BLE THE CHIEF JUSTICE OF INDIA AND

HIS COMPANION JUDGES OF THE SUPREME

COURT OF INDIA.
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The humble application of the applicant-

petitioners abovenamed,

MOST RESPECTFULLY SHOWETH:

1.

That the petitioner is filing present transfer
petition under Article 139-A of the Constitution
of India read with Order XL Rule 1 of Supreme
Court Rules-2013 for withdrawal and transfer

of W.P.[C]No.5336 of 2017 [Mankind Pharma

Limited V/s Union of India & Anr],
W.P.[CIN0.5340 of 2017 [Akums Drugs &
Pharmaceuticals Ltd V/s Union\ of India & Anrl,
W.P.[C]N0.5345 of 2017 [J.B.I Chemicals &
Pharmaceuticals Limited & Ors V/s Union of
India & Anr], W.P.[C]N0.5391 of 2017 [M/s
'IPCA Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[C]N0.5397 of 2017 [Ahlcon
Parenterals India Ltd. V/s Union of India &
Anr], W.P.[C].No.5398 of 2017 [J.K. Printpacks

V/s Union of India & Anr] and W.P.[CIN0.5399
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Qf,2017 [Windlas Biotech Pvt. Ltd. V/s Union of
India & Anr], W.P.[C]No0.5336 of 2017
[Mankind Pharma Limited V/s Union of India &
Anr], W.P.[C]No.5340 of 2017 [Akums Drugs &
Pharmaceuticals Ltd V/s Union of India & Anr],
W.P.[C]N0.5345 of 2017 [J.B. Chemicals &
Pharmaceuticals Limited & Ors V/s Union of
Indla & Anr], W.P.[C]N0.5391 of 2017 [M/s
IPCA Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[C]N0.5397 of 2017 [Ahlcon
Parenterals India Ltd. V/s Union of India &
Anr], W.P.[C]N0.5398 of 2017 [j.K. Printpacks
V/s Union of India & Anr] and W.P.[C]N0.5399
of 2017 [Windlas Biotech Pvt. Ltd. V/s Union of
India & Anr], pending before the Hon'ble High
Court of Delhi At New Delhi for hearing by this
Hon’ble Court along with S.L.P. [C] N0.7061 of
2017, [U.O.1 V/s Pfizer Pvt. Ltd] and the Al
India Drug Action Network v/s Pfizer SLP [C]

No. SLP [C] No.10170-10178 of 2017.
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That the petitioners have not filed another
Petition or similar Transfer Petition for transfer

and withdrawal of above mentioned Writ
Petition before this Hon'ble Court earlier to the

present petition,

That all the parties arrayed before this Hon’ble
Court, were party before the High Court and
their addresses given in this petition are
complete and correct as per record of the Writ

Petition.

That in the Writ Petition sought to be
transferred and the SLP/TP  pending before
this Hon’ble Court, a common question of law
as to the constitutional validity of Notifications
issued by Central Government under section
26-A of the Drugs and Cosmetics-1940,
banning the manufacture sale and distribution

of fixed doze combination medicines.
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5. Briefly stated the facts leading to filing of

present Transfer Petition are as under:-

[A].The Drugs and Cosmetics Act, 1940 and the
Drugs and Cosmetics Rules, 1945 (hereinafter
referred to as “Rules”), made there under is a
legislation with an objective to regulate the
import, manufacture, distributioln and sale of
drugs and cosmetics while preventihg the
spurious, adulterated and substandard drugs
to be imported, manufactured, distributed and
sold in the country. The avowed objective of
the Act is to ensure the safety, efficacy and the
guality of the drugs being imported,
manufactured, distributed and sold in the
country. It is further stated that while granting
or renewing the permission for a drug, the
emphasis is on the quality, safety and efficacy

of the drug.
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[B]. That the combination of two or more drugs i.e.
FDC combined for the first time fall under the
definition of a New‘Drug. The requirements for
import, manufacture of New drugs including

FDCs was introduced in Drugs and Cosmetics

Rules, 1945 vide GSR No. 944E dated
21.9.1988 by introducing Rule 122A, 1228,
122D, 122E and Schedule Y which required
that the manufacturers of FDCs falling under
the definition of new drug shall require the
pérmission from DCG(I). It is submitted that
Fiked Dose Combination (FDC) is a ‘New Drug’
as defined under Rule 122E of the Drugs and
Cosmetics Rules, 1945 and it specifies
procedures to be followed by the
manufacturers to  obtain manufacturing
permission/marketing authorization. Further
this Rule clearly specifies that any
manufacturer interested in marketing any new

drug including Fixed Dose Combination is
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required to apply to the Licensing Authority
notified under Rule 21 i.e. the Drugs Controller
General (India). The procedure spgcified under
Schedule-Y involves examination and
experimentation, which includes clinical and
non-clinical studies of the molecules or fixed
dose combination of molecules. It is further
submitted that in case of the FDCs, the
épplicant has to establish by experimentation
and through clinical and non-clinical studies,
the rationality, safety and efficacy by
evaluating the critical parameters like
pharmacological compatibility, pharmacokinetic
compatibility, dose placing, dose spacing,
cumulative toxicify, etc. While granting a
manufacturing license, the Licensing Authority
hésl to satisfy itself about the rationality, safety
and efficacy of the drug. Schedule Y of Drugs
and Cosmetics Rules clearly specifies that the

data submitted should be based on
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experimentation carried out to establish the
rationality, safety and efficacy of such
combinations. Further with effect from
01.02.1983 major changes were brought in the
Act 1940 and the scope of the Act was

widened.

The FDC of Ofloxacin + Ornidazole injection
was approved on 17.8.2009 for the treatment
of Diarrhoea of mixed infection in adult
patients initially for the first time (i.e.
Innovator Company) in favour of M/s Venus
Remedies. Further the Fixed Dose Comblination
of Etodolac + Paracetamol was approved by
CDSCO on 20.10.2009 for the symptomatic .
treatment of acute pain and inflammation in
patients  with  osteoarthritis, rheumatoid
arthritls and ankylosing spondylitis initially for
the first time (i.e. innovator company) in

favour of M/s IPCA Laboratories.
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[D]. That Ministry of Health & family Welfare vide

[E].

its o‘rder No. X.19029/5/2011-DFQC dated
31.03.2011 constituted New Drug Advisory
Committee (NDAC) in various therapeutic
categories to advise Drugs Controller General
(India) in matters for review of Applications of

New Drugs & Clinical Trials.

Parliamentary Standing Committee (PSC) on
Health & Family Welfare in its 59™ Report has
cohsidered the issue regarding the prevalence
of'many Fixed Dose Combinations (FDC) in the
Indian market that had not been tested for

efficacy or safety.

PSC observed that some of the State Licensing
Authorities (SLAs) have issued manufacturing
licenses for a very large number of FDCs
without prior clearance from Central Drugs

Standard Control Organization (CDSCO). This
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resulted in the availability of many FDCs in the
market which have not been tested for efficacy

and safety. This can put patients at risk. The

PSC expressed its view . that those
unauthorized FDCs that pose risk to patients
e'mld communities such as a combination of two
antibacterials need to be  withdrawn
immediately due to danger of developing
resistance tha;t affects the entire population.
PSC in their report had also recommended to
invoke sec. 26 A of the Drugs and Cosmetics
Act, 1940 which, in its opinion was adequate to
deal with the problem of irrational and/or

FDC's not cleared by CDSCO. It is submit that

Of the cases scrutinized, there were 13 drugs
(33%) which did not have permission for sale
in any of the major developed countries
(United States, Canada, Britain, European
Union nations and Australia). None of these

drugs have any special or specific relevance to
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the medical needs of India. These drugs are:
(i) Buclizine for appetite stimulation (UCB); ii.
Nimesulide injection (Panacea); (iii)
Doxofyliine (Mars) (iv) FDC of Nimesulide with
Levocetirizine (Panacea); (v) FDC of Pregabalin
with other agents (Theon); (vi) FDC of
Tolperisone with Paracetamol (Themis); (vii)
FDC of Etodolac with Paracetamol (FDC); (viii)
FDC of Aceclofenac with Thiocolchicoside
(Ravenbhel); (ix) FDC of Ofloxacin with
Om@dazole (Venus), (x) FDC of Aceclofenac
with Drotaverine (Themis); (xi) FDC of
Glucosamine with Ibuprofen (Centaur); (xIi)
FDC of Diclofenac with Serratiopeptidase
(Emcure) and (xiii) FDC of Gemifloxacin with

Ambroxol (Hetero).

The Parliamentary Standing Committee (PSC)
also stated that Section 26A of the Drugs and

Cosmetics Act, 1940 is adequate to deal with
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the problem of irrational FDCs. There is a need
to make the process of approving and banning
FDCs more transpérent and fair. In general, if
an FDC is not approved anywhere in the world,
it may not be cleared for use in India unless
there is a specific disease or disorder prevalent
in India, or a very specific reason backed by
scientific evidence and irrefutable data
applicable specifically to India that justifies the
approval of a  particular FDC. The
Parliamentary Standing Committee strongly
recommended that a clear, transparent policy
may be framed for approving FDCs based on

scientific principles.

The recommendations of  Parliamentary
Standing Committee were considered by the
Government. As per decision taken by the
Government of India and conveyed through

the Action Taken Note on the 59" report to the
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PSC, the PSC in its 66th Report recommended
that these FDCs be referred to the New Drug
Advisory Committee (NDAC) for examination
and review to decide on the continued
mafketing of these drugs and updating of their
product monographs in light of recent

knowledge and regulatory changes overseas.

10.03.2016:In another set matters pursuant to
the acceptance of the report of the Kokate
Committee, the Petitioner J[UOI] \vide
notification dated 10.03.2017 prohibited the
manufacture, sale and distribution of 344 FDCs
in exercise of powers conferred by Section 26A

of the Drugs and Cosmetics Act, 1940.

Being aggrieved of the Notifications dated
10.03.2016 issued by the Petitioner u/s. 26A,
approximately 453 writ petitions were filed on

14.03.2016 before the Hon'ble High Court of
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Délhi at New Delhi challenging the validity and
correctness of the  Notifications dated
10.03.2016. Further aggrieved by the said
Notifications dated 10.03.2016 issued by the
Petitioner u/s. 26A, various Writ Petitions were
filed before High Court of Delhi, Madras,
Karnataka, Bombay, Rajasthan, Jammu &
Kashmir between the period from 17.3.2016 to

07.09.2016.

That by its common impugned Judgment dated
01.12.2016 the Hon’ble High Court of Delhi
dispose of the Writ Petition No0.2212/2016
along with the batch of 453 Writ Petitions
thereby quashed the notifications issued on
10.03.2016 without appreciating the express
and unambiguous language used in the

different provision of the Act.
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10.03.2016: As per recommendation of the
“New Drug Advisory Committee” (NDAC) the
FDC in question were recommended to be
banned. As the above sequence of events

brings out, the Government has made

elaborate attempts to ensure that all facets of
the matter get duly examined and no injustice
is done to anyone and more importantly the
safety of patients is not compromised. In the
process sufficient notice and opportunity had
been given to all concerned to the innovators
companies who were granted approval by
CDSCO for the first time while approving the
new drug at that point of time in the vyear
2009. The Government had prohibited these

FDCs to safeguard public interest and hence

these were prohibited under section 26A in
order to safeguard public health from such
irrational FDCs irrespective of the

manufacturer. This was done in the larger
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public interest.and it cannot be anyone’s case
that he should be given a differential treatment
in the face of such facts in public interest as
there was no therapeutic justification for such

FDCs'.

It is respectfully submitted that even if an
approval to the said FDC was granted in the
year 2009, it was done on the basis of the
available literature and knowledge at that point
of time which does not bar the Government to
re-examine the FDC in the current scenario in
the light of latest scientific knowledge and
information. As such the said FDC was
examined by the New Drug Advisory
Committee, and it was found that the FDCs are
irrational and waé accordingly ‘recommended
by the New Drug Advisory Committee. True
andl correct copy of the Notifications §.0.1852

[E] & 1855 [E] both dated 08.06.2017 issued
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by the Central Government under section 26-A
of the Drugs and Cosmetics-1940 are enclosed
herewith and marked as AN‘NEXURE P-1

(Page_42-46)

Aggrieved by the Judgment dated 01.12.2016
the petitioners herein filed the S.L.P. [C]
No.7061 of 2017, [U.0.I V/s Pfizer Pvt. Ltd]
before this Hon’ble Court. Further the All
India Drug Action Network also file SLP against
the judgment dated 01.12.2016 being SLP [C]
No.10170-10178 of 2017. After hearing their
Lordships were pleased to issue notice on

31.03.2017.

Aggrieved by the Notification dated 10.03.2017
the respondents herein filed writ Petition
before the Hon'ble High Court of Delhi being
W.P.IC]N0.5336 of 2017 [Mankind Pharma

Limited V/s Union of India & Anr],
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W.P.[CIN0.5340 of 2017 [Akums Drugs &
Pharmaceutiﬁcals Ltd V/s Union of India & Anr],
W.P.[C]N0.5345 of 2017 [J.B. Chemicals &
Pharmaceuticals Limited & Ors V/s Union of

India & Anr], W.P.[C]N0.5391 of 2017 [M/s

IPCA Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[C]N0.5397 of 2017 [Ahlcon
Parenterals India Ltd. V/s Union of India &
Anr], W.P.[C]N0.5398 of 2017 [J.K. Printpacks
V/s Union of India & Anr] and W.P.[C]N0.5399
of 2017 [Windlas Biotech Pvt. Ltd. V/s Union of

India & Anr].

True and correct copy of the memo of W.P, [C]
No. 5336 of 2017, dated 15.06.2017 filed
pefore the High Court of Delhi at New Dethi is

annexed and marked as ANNEXURE P-2

(Page.47-110).
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True and correct copy of the memo of
W.P.[C]N0.5340 of 2017, dated 16.06.2017
filted before the High Court of Delhi at New
Delhi is annexed and marked as ANNEXURE

P-3 (Page- 111-179),

True and correct copy of the memo of

W.P.[CIN0.5345 of 2017 dated 19.06.2017

ﬂléd before the High Court of Delhi at New
Delhi is annexed and marked as ANNEXURE

P-4 (Page 180-245).

True and correct copy of the memo of
W.P.[CIN0.5391 of 2017 dated 27.06.2017

filed before the High Court of Delhi at New

Delhi is annexed and marked as ANNEXURE

P-5 (Page.246-320).

True and correct copy of the memo of
W.P.[C]N0.5397 of 2017 dated 29.06.2017

filed before the High Court of Delhi at New
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Delhi is annexed and marked as ANNEXURE

P-6 (Page.321-391).

True and correct copy of the memo of
W.P.[C]N0.5398 of 2017 dated 29.06.2017
filed before the High Court of Delhi at New
Delhi is annexed and marked as ANNEXURE

P-7 (Page.392-460).

Trué and correct copy of the memo of
W.P.[CIN0.5299 of 2017 dated 29.06.2017
filed before the High Court of Delhi at New

Delhi is annexed and marked as ANNEXURE

P-8 (Page.461-535).

[L]. That the S.L.P. [C] No.7061 of 2017, [U.O.I
V/s Pfizer Pvt. Ltd] along with other batch
matter was listed before this Hon'ble Court on
12.07.2017 and after hearing their lordships

were pleased give liberty to file present
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transfer petition and adjourned the matter for

hearing of al the cases on 29.07.2017.

True and correct copy of the order dated
12.07.2017 passed by this Hon'ble Court in
SIL.P [C] No.7061 of 2017 is enclosed herewith
and marked as ANNEXURE P-9 (Page.536-

540)

The petitioners herein prefer the present
transfer petition on following amongst other

grounds:

GROUNDS

Because in the Writ Petition, sought to be
transferred before this Hon'ble Court, a
common question of law as to the
interpretation of Notifications dated

10.03.2017 issued by the Central Government
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under section 26-A of the Drugs and

Cosmetics-1940, has been raised.

Because in all the writ petitions it has been
contended that said Notifications have been
issued in violation of principle of natural justice
and without following due process of law and
are illogical and violative of the provisions of
Article 14, 19 [1] [g] and 21 of the

Constitution of India.

Because the Respbndents/Writ Pétitioners have
challenged the impugned Notifications dated
10.03.2017 issued by the Central Government
under section 26-A of the Drugs and

Cosmetics-1940, by contending that said
Notifications have been issued in violation of
principle of natural justice and without

following due process of law and are illogical
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and violative of the provisions of Article 14, 19

[1] [g] and 21 of the Constitution of India.

Because, the identical issues were raised in
different High Courts, therefore transfer
petitions were filed which are pending
consideration of this Hon’ble Court, being
Transfer Petitions Nos. 1729-37 of 2016
bearing the identical and similar issue i.e.
challenge to Notifications ‘issuedv by Central
Government under section 26-A of the Drugs
and Cosmetics-1940, banning the manufacture
sale and distribution of fixed doze combination
medicines, are pending before this Hon’ble
Court. Further S.L.P. [C] No.7061 of 2017,
[U.O.I V/s Pfizer Pvt. Ltd] is pending before
this Hon'ble Court. Further the All India Drug
Action Network also file SLP against the
judgment dated 01.12.2016 being SLP [C]

No.10170-10178 of 2017.
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Because in the writ petitions which are sought
to be transferred and withdrawn to this Hon’ble
Court, substantially the same, common and
identical questions of law is involved i.e.
constitutional validity of Notifications issued by
Central Govemment under section 26-A of the
Drugs and Cosmetics-1940, . banning the
manufacture sale and distribution of fixed doze

combination medicines.

Because in case of conflicting decision on the
issue will ultimately lead to filing of petitions
before this Hon'ble court and thus it will
uhnecessary cost burden on the govt.
exchequer. It is submitted that if this Hon'ble
Court pleases to withdraw the said writ
petitions and decide the same, it will avoid the
unnecessary “expenditure and reduced the

litigation.
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PRAYER

In these premises, the Petitioner most

respectfully pray that this Hon'ble Court may

graciously be pleased to:-

allow the present Transfer petition by
withdrawing the W.P.[C]N0.5336 of 2017
[Mankind Pharma Limited V/s Union of India &
Anr], W.P.[CIN0.5340 of 2017 [Akums Drugs &
Pharmaceuticals Ltd V/s Union of India & Anr],
W.P.[CIN0.5345 of 2017 [J.B. Chemicals &
Pharmaceuticals Limited & Ors V/s Union of
India & Anr], W.P.[CIN0.5391 of 2017 [M/s
IPCA Laboratories Limited & Anr V/s Union of
India & Anr], W.P.[C]N0.5397 of 2017 [Ahicon
Parenterals India Ltd. V/s Union of India &
Anr], W.P.[C]N0.5398 of 2017 [J.K. Printpacks
V/s Union of India & Anr] and W.P.[C]N0.5399

of 2017 [Windlas Biotech Pvt., Ltd. V/s Union of
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India & Anr], pending before the Hon’ble High
Court of Delhi At New Delhi for hearing along
w:th S.L.P. [C] No0.7061 of 2017, [U.0.I V/s
Pﬁier Pvt. Ltd] and SLP [C] No0.10170-10178
of 2017 [All India Drug Action Network V/s
Pfizer pending before this Hon’ble Court;

AND/OR

[b]. pass such order or further order as may deem
fit and proper under the facts and
circumstances of the case.

FOR THIS ACT OF KINDNESS THE PETITIONER
. AS IN DUTY BOUND SHALL EVER PRAY.

'DRAWN BY: FILED BY:

S.WASIM A. QADRI

Advocate (G. S. MAKKER)
Supreme Court, New Delhi. Advocate-on-Record

, ' for the Petitioner
Drawn On: 12.07.2017

NEW DELHI:
Filed on: .07.2017
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IN THE SUPREME COURT OF INDIA
CIVIL ORIGINAL JURISDICTION

TRANSFER PETITION[C]NO. OF 2017

IN THE MATTER OF:

Union of India & Anr. ...Petitioners
Versus

Mankind Pharma Limited ...Respondents

CERTIFICATE:

Certified that [1] W.P.[C]N0.5336 of 2017
[Mankind Pharma Limited V/s Union of India & Anr],
[2] W.P.[C]N0.5340 of 2017 [Akums Drugs &
Pharmaceuticals Ltd V/s Union of India & Anr], [3]
W.P.[CIN0.5345 of 2017 [J.B. Chemicals &
Pharméceuticals Limited & Ors V/s Union of India &
Anr], [4] W.P.[C]N0.5391 of 2017 [M/s IPCA
Laboratories Limited & Anr V/s Union of India &
Anr], [5] W.P.[C]N0.5397 of 2017 [Ahlcon

Parenterals India Ltd. V/s Union of India & Anr], [6]
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W.P.[CIN0.5398 of 2017 [J.K. Printpacks V/s Union
of India & Anr] and [7] W.P.[C]N0.5399 of 2017
[Windlas Biotech Pvt. Ltd. V/s Union of India &
Anr], aré involve similar questions of law. The said
questions are substantial questions of general
importance in terms of Clause [1] of Article 139A of

the Constitution of India.

[G.S.MAKKER]
NEW DELHI : Advocate for the petitioners

DATED : 07.2017
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IN THE SUPREME COURT OF INDIA

CIVIL ORIGINAL JURISDICTION

TRANSFER PETITION[CINO. OF 2017

IN THE MATTER OF:

Union of India & Anr. __petitioners

Versus

Mankind Pharma Limited _..Respondents

AFFIDAVIT

I, Debananda Sahoo s/o Late Shri H.N.Sahoo,

aged about 57 years, presently working as Deputy
Secretary to the Govt. of India, Drugs Division, Ministry
of Health and Family Welfare, New Deilhi, do hereby

state and declare as solemn affirmation as under:

1. That I am the Deputy Secretary to the Govt. of
India, Drugs Division, Ministry of Health and
Family Welfare and as such am well conversant
with the facts and circumstances of the case and

thus competent to swear this affidavit.

That I have read and understood the contents of

the accompanying Transfer Petition [Para 1-8 ]



[(Pg. No.___ ] and Synopsis and List of Dates
[B to ], L.As. and having understood the
contents thereof, I say that the facts stated

therein are true to my knowledge.

3. That the annexures are true copies to their

respective originals.

4. That the facts stated in the above affidavit are

true to my knowledge and belief. No part of the

x\'\“:‘*alo

e,

above affidavit is false and nothing material has

been concealed therefrom.
_Sphe—
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A
' ed\“‘“ I, the abovenamed deponent do hereby verify that
the facts stated therein are true to my knowledge and
belief. No part of the above affidavit is false and

nothing material has been concealed therefrom.

+Hn
Verify at New Delhi on this 18 day of July, 2017,
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ANNEXURE-P-1

THE GAZETTE OF INDIA

EXTRA ORDINARY

(PART II—SEC. 3(ii)]

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION

New Delhi, the 8th June, 2017

S.0.1852(E).—Whereas it had been brought to
the notice of the Central Government that

the use of the drug fixed dose combination
of Ofloxacin+ Ornidazole injection is not

rational;

And, whereas, the matter has beer,

'e_xamined by the New Drugs Advisory

Yy
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Committee constituted by the Central

Government and the said Committee has
recommended to the Central Government
that the said fixed dose combination is not
Ira,tional and there is no specific advantage
an administering both drags together in
parental form and as such there is no
therapeutic justification for the continued

marketing of this drug;

And, whereas, after examination of the
recommendations of the aforesaid

- Committee, the Central Government s

satisfied that it is necessary and expedient
in public interest to regulate by way of
prohibition, the manufacture for sale, sale
and distribution for- human use of the said

drug in the country;
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Now, therefore, in exercisé of the powers
conferred by section 26A of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the
Central Government, hereby prohibits the
manufacture for sale, sale and distribution
for human use of the drug fixed dose
combination of Ofloxacin + Qrnidazole

Injection with immediate effect,

[F.N0.X.11014/12/2017-DRS]
K.L.SHARMA, Jt Secy.

/TRUE COPY/
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NOTIFICATION
New Dethi, the 8th June, 2017
'S.0. 1855(E) .—Whereas it had been brought to
the notice of the Central Government that the
use of the d_rag fixed dose combination of

Etodolac + Paracetamol is not rational;

And, whereas, the matter has been examined
by the New Drugs Advisory Committee

constituted by the Central Government that

the said fixed dose combination drug does not
have therapeutic justification and the two

drugs are best administered separately on as

required basis;

And, whereas, after examination of the
recommendations of the aforesaid Committee,
the Central Government is satisfied that it is
necessary and expedient in public interest to

regulate by way of prohibition, the
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manufacture for sale, sale and distribution for

human use of the said drug in the country;

Now, therefore, in exercise of the power?
conferred by section 26A of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central
Government, hereby prohibits the manufacture
for sale, sale and distribution for human use of
thevdrug fixed dose combination of Etodolac +
Paracetamol with immediate effect.

[F. No. X.11014/12/2017-DRS]
K. L. SHARMA, Jt Secy.

/TRUE COPY/
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ANNEXURE~P-2

IN THE HIGH COURT OF DELHI AT NEW DELHI
'EXTRAORDINARY ORIGINAL WRIT JURISDICTION

WRIT PETITION (C) NO.5336 OF 2017

IN THE MATTER OF:

Mankind Pharma Limited ..... Petitioner
Versus

Union of India & Anr. ..., Respondents
MEMO OF PARTIES

Mankind Pharma Limited

a company existing under the
Companies Act, 2013

having its registered office at:
208, Okhla Industrial Estate
Phase III, New Delhi-110020
through its Authorized Signatory

Mr. Prateush Manmohan Sharma ... Petitioner

-VERSUS
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1. Union of India
through Secretary
Department of Health and Family
Welfare, Ministry of Health and
Family Welfare
Nirman Bhawan,
New Delhi-110001

2. The Drug Controlier General of India,
FDA Bhawan
[TO, Kotla Road

New Delhi-11002 ... Respondents

PETITIONER
THROUGH:

PRA LAW OFFICES

R. JAWAHAR LAL

ADVOCATE FOR THE PETITIONER
ENR. NO. D-933/1992

W-126, GREATER KAILASH PART II
NEW DELHI 110048

PH# 01140676767, 8958996312 (M)

PLACE: NEW DELHI
DATE: 15.06.2017
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SYNOPSIS

The Petitioner is invoking the extraordinary
writ jurisdiction of this Hon'ble Court under
Article 226 of the Constitution of India
challenging Notifications S.0. No'. 1852 (E) and
1855(E) both dated 08.06.2017, whereby the

Respondent No. 1, in purported exercise of its
powers under Sectlon 26A of the Drugs and

Cosmetics Act, 1940 ("D&C Act”) prohibited
the manufacture for sale, sale and distribution
for human use of the fixed dose combination
(drug with more than one active ingredient, in
short referred to as “"FDC”) of (a) Ofloxacin +
Ornidazole injection and (b) Etodolac +
Paracetamol, with immediate effect on the
purported ground that the same there is no
rational or therapeutic justification. The
decision to prohibit manufacture for sale, sale
and distribution of the two FDC by the

Impugned Notifications is based on the
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reéommendation of the New Drugs Advisory
Committee constituted by Respondent No. 1.
The Petitioner submits that the New Advisory
Committee is not a statutory body,
contemplated under the D&C Act. The
Petitioner submits that the Impugned

Notifications dated 08.06.2017 is ex-facie
illegal, arbitrary and irrational and is therefore

Ilikely to be quashed by this Hon’ble Court as:

The Impugned Notifications has been issued by
the Respondent No.1 in contravention of
Sections 5, 6, 7 and 26A of the D&C Act. This
Hon’ble Court considered 344 Notifications
issued by Respondent No.1 banning a large
number of FDC in its Judgment in Pfizer Ltd. &
Anr. Vs. Union of India & another (and other
connected writ petitions, including writ
petitions filed by the Petitioner herein) dated

01.12.2016. After hearing detailed arguments,



this Hon'ble Court held that any exercise of
powers by the Respondent No. 1 under Section
26A of the D&C Act has to be preceded by

consultation and ought to be based on the

advice, of statutory bodies constituted under
Sections 5, 6 and 7 of the D&C Act viz. Drugs
Technical Advisory Board ("DTAB”), Central
Drugs Laboratory ("CDL”) and Drugs
Consultative Committee ("DCC"). Since, earlier
Respondent No.1 had unilaterally and without
seéking advice of the aforesaid statutory
bodies, all 344 notifications were quashed by
tHis Hon’ble Court. In the presént case also,
prior to issue of the Impugned Notifications,

the Respondent No.1 did not consult or sought

the advice and recommendation of the
aforesaid statutory bodies. The Respondent
No.1 prohibiting the FDC in question had acted

unilaterally on the basis of recommendation of

New Drugs Advisory Committee (a non-
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stafutory Committee appointed by the

Respondent No. 1), which is impermissible
under the statutory regime of D&C Act and in

particular Sections 5, 6, 7 and 26A thereof.

The Petitioner submits that Sections 5, 6 and 7
of the D&C Act are mandatory in nature and

cannot be in any manner ignored or by-passed

by the Respondent No.1., Sections 5 & 7 of the
D&C Act provide that the purpose of
constitution of DTAB is to advice the
Respondent No.1l on technical matters arising
out of administration of the Act and to carry

“out other functions assigned to the Respondent

No.1 under the D&C Act and that the purpose
of‘ constitution of the DCC is to advice the
Respondent No.1 and the DTAB on any matter
tending to secure uniformity throughout India
in the administration of the D&C Act. Thus, by

its very nature Sections 5, 6 and 7 of the D&C
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Act provide that the Respondent No.1 in
exercise of powers, technical or otherwise Is
enjoined to obtain advice from and hold
consultation with DTAB and DCC. Moreover the
functions of DTAB under Section 5 of the D&C
Act, is not only to advice on technical matters
but also to carry out “other functions assigned'

to the Respondent No.1 under the D&C Act.

Irrefutably, the  New Drugs  Advisory
Committee is not a statutory body constituted
within the realm of D&C Act, as the D&C Act
does not provide constitution of such' a
Committee. The New Drugs  Advisory
Committee is a committee functioning under
the Central Drugs Standard Control
Organization ("CDSCO”), which itself not a
sfatutory body under the D&C Act. This fact
has been held by this Hon’ble Court in Pfizer

Ltd. & Anr. (supra) and forms part of the
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rationale of this Hon’ble Court to set aside the
344 Notifications, challenged in the batch of
writ petitions filed before this Hon'ble Court.
Thus, the very act of the Respondent No.1 in
acting on the purported recommendation of
New Drugs Advisory Committee and giving a
go-by to the statutory authorities constituted
under the D&C Act vitiates the Impugned

Notification and renders it unsustainable in the

eyes of law.

The Respondent No.1 in exercise Of powers
vested under the D&C Act, cannot circumvent
'the statutory provisions of the D&C Act, take

away the statutory powers vested in DTAB,
DCC and vest them in a Committee unilaterally

formed by the Respondent No.1.

In addition, to being in consonance with

Sections 5, 6 and 7 of D&C Act, any acfion
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under Section 26A of the D&C Act, has to be
preceded by hearing all stake holders
(manufacturers etc.), unless there is grave
urgency, for which reasons should be recorded,
as held by this Hon'ble Court in Pfizer
Judgment. It is submitted that prior to issue of
thé Impugned Notifications, no such notice or
opportunity of hearing was afforded to the
Petitioner, who manufacturers the FDC through
contract manufacturers, in its brand name
(Zenflox-OZ Infusion and Orthokind-P 400)

and markets the same across India.

Tﬁe Petitioner submits that the fact that there
was no grave urgency warranting exercise of
powers under Section 26A of D&C Act is also
evident from the fact that the Impugned
Notifications themselves mention that the
prohibition is premised on the fact that the use

of FDCs in question is not rational as the FDCs
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does not have any therapeutic justification and
the two drugs which are the constituents of
Fsz are best administered, separately. The
prohibition is not premised on any adverse
health conseq'uences or risk to human beings

and therefore it can be safely said that there

were no compelling circumstances in giving a
go-by to the requirement\oyc issuance of notice
and opportunity of' hearing to manufacturers
before prohibiting the FDCs. Thus, the
Impugned Notifications dated 08.06.2017 are

violative of Article 14 of the Constitution of

India as it is arbitrary and unreasonable.

It is pertinent to mention here that the said
FDCs have been approved by the Respondent

No.2, Drug Controller General of India on

17.08.2009 and 01.10.2010, respectively and
the Petitioner has been marketing the same

from 01.03.2010 and 01.11.2010 under its
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well-known brand name, viz. Zenflox-0OZ
infusion and Orthokind-P 400. After having
approved the two FDCs, there is no
justification whatsoever to ban the FDCs, even
without following the mandatory procedure
specified under the D&C Act. Also, the
Petitioner and other manufacturers were not
eveﬁ given an opportunity of hearing. Thus,
the Impugned Notifications dated 08.06.2017

is contrary to the principles of natural justice.

LIST OF DATES & EVENTS

"~ 17.08.2009 The Respondent No.2

approved the FDC
Ofloxacin 2 mg per ml +
Ornidazole 5 mg per mi

Infusion

01.10.2010 The Respondent No.2
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approved the FDC

Etodolac 400 mg+

Paracetamol 500 mg

01.03.2010

The Petitioner amongst
the top five
pharmaceufi,cal

companies in India
started marketing
Ofloxacin 2 mg per ml +
Ornidazole 5 mg per ml
Infusion under the brand
name, Zenflox-0Z

Infusion

01.11.2010

The Petitioner started
marketing Etadolac 400
mg + Paracetamol 500
mg under the brand

name, Orthokind-P 400

10.03.2016

The Respondent No.1
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issued 344 Notifications
prohibiting manufacture
for sale, sale and

distribution of FDCs

01.12.2016

This Hon’ble Court vide
Judgment in Pfizer Ltd. &
Anr. Vs. Union of India &
another ( and other
connected writ petitions,
including 'writ petitions
filed by the Petitioner
herein) quashed the 344
Notifications on  the
ground that the
Respondent No.l1 while
issuing tHe notification
has acted in
contravention of the

statutory regime under
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D&C Act, inciuding
Section 5,6,7 & 26A

thereof

08.06.2017

The Respondent No.1
has issued the Impugned
Notifications S.0. No,
1852 (E) and 1855 (E)
prohibit manufacture for
sale, sale and
distribution of the two
FDC, viz. (a) Ofloxacin +
Ornidazole injection and
(b) Etadolac +

Paracetamol

'15.06.2017

Hence the present Writ

Petition
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IN THE HIGH COURT OF DELHI AT NEW DELHI

EXTRAORDINARY ORIGINAL WRIT JURISDICTION

WRIT PETITION (C) NO.5336 OF 2017

IN THE MATTER OF:

Mankind Pharma Limited

a company existing under the Companies Act, 2013
having its registered office at:

208, Okhla Industrial Estate

Phase III, New Delhi-110 020

through its Authorized Signatory

Mr. Prateush Manmohan Sharma ... Petitioner

-Versus-

1. Union of India
through Secretary

Department of Heaith and Family Welfare

Ministry of Health and Family Welfare

Nirman Bhawan, New Delhi-110 001
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2. The Drug Controller General of India,

FDA Bhawan
ITO, Kotla Road

New Delhi-110 002 ... Respond'ents

AND IN THE MATTER OF:

WRIT PETITION UNDER ARTICLE 226
OF THE CONSTITUTION OF INDIA,
1950 SEEKING A  WRIT OF
CERTIORARI OR ANY .OTHER WRIT,
ORDER .OR DIRECTION IN THE
NATURE ' OF CERTIORARI CALLING
FOR THE RECORDS AND QUASHING
NOTIFICATIONS BEARING S.0. NO.
1852 (E) AND S.0. NO. 1855 (E)
BOTH DATED 08.06.2017
(ANNEXURK P- I (COLLY) ISSUED BY
RESPONDENT NO. 1, IN PURPORTED

EXERCISE OF POWERS UNDER
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SECTION 26A OF THE DRUGS AND
COSMETICS ACT, 1940; IMPUGNED
NOTIFICATIONS ARE. ARBITRARY,

ILLEGAL AND IRRATIONAL AND
ISSUED IN VIOLATION OF SECTIONS
5, 6, 7 AND 26A OF THE DRUGS AND

COSMETICS ACT, 1940

THE HON’'BLE ACTING CHIEF JUSTICE AND
HER COMPANION JUSTICES OF THE HON'BLE

HIGH COURT OF DELHI AT NEW DELHI

THE HUMBLE PETITION OF THE PETITIONER

NAMED ABOVE:

MOST RESPECTFULLY SHOWETH:

1.

The Petitioner is invoking the extraordinary
writ jurisdiction of this Hon’ble Court under
Article 226 of the Constitution of India

challenging Notifications S.0. No. 1852 (E) and
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1855(E) both dated 08.06.2017 (in short the
“Impugned  Notifications”), whereby the
Respondent No. 1, in purported exercise of its
powers under Section 26A of the Drugs and
Cosmetics Act, 1940 (in short the “"D&C Act”)
prohibited the manufacture for sale, sale and
distribution for human use of the fixed dose
combination (drug with more than one active
ingredient, in short referred to as “FDC") of (a)
Ofloxacin + Ornidazole injection (under SO No.
1852 (E) and (b) Etodolac and Paracetamol
(under SO No. 1855 (E), with immediate effect
on the purported ground that there is no
rational or therapeutic justification for the two
FDCs. The decision to prohibit manufacture for
sale, sale and distribution of the two FDC by
the Impugned Notifications is based on the
recommendation of the New Drugs Advisory
Committee constituted by Respondent No. 1.

In this context, it is relevant to submit that the
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New Advisory Committee is not a statutory
body, contemplated under the D&C Act. True
tylped copy of the Notifications S5.0. Nos. 1852
(E) and SO No. 1855(E) both dated
08.06.2017 issued by the Respondent No.1 are

annexed and marked as Annexure P-| (Colly).

The Petitioner submits that the Impugned
Notifications dated 08.06.2017 is ex-facie
illegal, arbitrary and irrational and is therefore

likely to be quashed by this Hon’ble Court as:

2.1 The Impugned Notifications has been
issued by the Respondent No.1 in
contravention of Sections 5, 6, 7' and 26A
of the D&C Act, in as much exercise of
powers under Section 26A of the D&C Act
has to be preceded by consultation with
the manufacturers of the concerned FDCs

and ought to be based on the advice of
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statutory  bodies  constituted under
Sections 5, 6 and 7 of the D&C Act viz.
Drugs Technical Advisory Board, Central
Drugs Laboratory and Drugs Consultative
Committee. In this context, it s
respectfully submitted that on
10.03.2016, the Respondent No.1 had
issued 344 thifications, banrﬁng a large
number of FDC. While considering the

| challenge to 344 Notificatloﬁs, the Hon'ble
Court in its Judgment (in Pfizer Ltd. & Anr,
Vs. Union of India & another (and other
connected writ petitions, including writ
petitions filed by the Petitioner herein)
dated 01.12.2016, held that any exercise
of powers by the Responde-nt No.1 under

Section 26A of the D&C Act has to be
preceded by consultation with the
manufacturers and ought to be based on

the advice of statutory bodies constituted
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under Sections 5, 6 and 7 of the D&C Act.
In the present case also, pﬁor to issue of
the Impugned Notifications, the
Responde_nt No.1 did not consult the
manufacturers or sought the advice anti
recommendation of the aforesaid
statutory bodies. The Respondent No.1
had acted unilateraily on't‘he basis of
recommendation of New Drugs Advisory
Committee (a non-statutory Committee
appointed by the Respondent No.1), which
is impermissible under the statutory
regime of D&C Act and in particular

Sections 5, 6, 7 and 26A thereof.

In the present case, the two FDCs were

approved by the Respondent No.2 on

17.08.2009 and 01.10.2010; therefore by
virtue of Explanation (ii) to Rule 122E

they cease to be a New Drug by



17.08.2013 and 01.11.2014 (i.e. upon
expiry of 4 vyears from the date of
approval by DCGI (Respondent No.2).
Therefore, even assuming without
admitting that the Respondents could
constitute a New Drdgs Advisory
- Committee, for the purpose of considering
grant of license to “new drugs” (as defined
in Rule 122E of the D&C Rules), such
Committee cannot consider ban of existing
FDCs, especially when the FDCs, in the
present case, cease to be New Drugs, as
defined in Rule 122E of the D&C Rules
(per Explanation (ii) to Rule 122E of the

D&C Rules).

2.3 The Petitioner respectfully submits that
~Sections 5, 6 and 7 of the D&C Act are
mandatory in nature and cannot be in any

manner ignored or by-passed by the
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Respondent No.1, as held by this Hon'ble
Court in 'Pfizer Limited. The purpose of
constitution of Drugs Technical Advisory
Board is to advice the Respondent No. \
on technical matters arising out of
administration of the Act and to carry out
other  functions  assigned to  the
Respondent No.1 under the D&C Act and
the purpose of constitution of the Drugs
Consultative Committee is to advice the
Respondent No.1 and the Drugs Technical
Advisory Board on any matter tending to
secure uniformity throughout India in the
administration of the D&C Act. Thus, by its
very nature Sections 5, 6 and 7 o