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!
1. This appeaby the PlaintiffsF. HoffmannLa Roche Ltd.('Roche’) and
OS| Pharmaceuticals¢. (OSI’) is directed against the judgment dated'19
March, 2008 passed by the learned Single Judge of this @Gisarissingl.A.

No. 642/2008 filed by them in their suitCS (OS) No0.89/2008 thereby
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declining th& prayer for gant of an interim injunction to restrain the
Defendant/Respondefipla Limited from manufacturing, offering for sale,
selling and exporting the druy/otinib, for which the plaintiffNo. 2 claimed

to hold a patentointly with Pfizer Products IncThe mpugned judgment
nevertheless puhe defendant to termscluding furnishing an undertaking to

pay damage® the plaintiffsin the event of the suit being decreed, to maintain
accounts othe sale ofits product £r/ocip, file in the courtquarterly accants

along with the affidavit of one of its director@nd tofile in the courtannual
statement of the sales ofr/ocip duly authenticated by its chartered
accountants on the basis of its records, including the sales tax and excise

returns.

2. For corvenience, the appellants are referred to as the plaiatiffl the

respondent as the defendant.

Case of the Plaintiffs

3. In the plaintin the suit CS (OS) No0.89 of 2008is stated that plaintiff
No.2 OSI jointly owns a patent with Pfizer Products. Im respect of a small
drug molecule medically termed as a “Human Epidermal Growth Factor Type-
1/Epidermal Growth Factor Receptor” (HER/EGFR) inhibitor, popularly
known as Erfotinib. It is claimed that the said drug marked a major
breakthrough and innotian in the treatment of cancer. According to the
plaintiffs the various tests conducted dm/otinib have shown a marked
increase in the survival benefit in the patients suffering from advanced or

metastatic non small cell lung cand®SCLC). The metastac NSCLC is
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most prevalent form of this cancer.

4. The plaintiffs state thatEr/otinib is administered in the form of a Tablet and
sold under the trademark and name‘Bérceva, which is registered in the
name of plaintiff No.1 Rche It is claimed hat £r/otinib and its formulation
‘Tarceva have been approved by thenitéd States (I5) Food & Drug
Administration(FDA) in the year 2004 and thereafter by the European Union
(EV) in the year 2005. On f3aMarch, 19960SI along with Pfizer Products

Inc. made an application to the Controller General of Patents, Trademarks and
Designs, New Delhi for grant of a patent in resped/@dt/nib. The Controller
General of Patent®New Delhigrantedthe said applicants certificate bearing
Patent N0.196774 dad 23" February, 2007 whiclvassubsequentlyecorded

in the Register of Patents ofi Buly, 2007. It is submitted that terms of the
amendmergto the Patents Act, 19710Act’) in 2005, the produckr/otinib as

well as the process of its manufactisand patented and are entitled to
protection as suchThe plaintiffsS product £r/otinib Hydrochloride Tablets
(Tarceva) was registered by the Central Drug Standard Control Organisation,
Directorate General of Health Services, Government of India under
Regstration Certificate dated 23December 2005 in the name of plaintiff

No.1 Roche

5. On 8" January, 2001, plaintiff No.2 OSI and plaintiff NdRbcheentered
into a development collaboration and licensing agreement ih&achewas
grantedlicence touse and sell and offer for sale the licenced prodoictbe
formerincluding £r/otinib. Roche wadurther licence and authorized to cause

enforcement of any infringement of property rights of any of the predict
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plaintiff No.2 OSI It is claimed theRocheintroduced Tarceva in India some
time in April 2006. The announcement regarding the launch of Tarceva by the
subsidiary othe RocheGroup in India was given wide publicity by the media

inter alia in view of its importance in cancer treatment.

6. The defendant iBla Limited ("Cipla’), a company incorporated under the
Companies Act 195@ndhaving its registered office at Mumbés alleged to

have announced in the print and electronic media its plan to launch a generic
version of TarcevaAr/otinib) in India. One such news item appeaoadl 1"
January, 2008n an English daily‘Mint’ having wide circulation in New
Delhi, Mumbai and Bangalore. The plaintiffs state that from such news report
they learnt for the first timeof Cipla’s plans to irfringe and viola¢ the
plaintiffs’ rights. According to the plaintiffs the drug Tarceva/¢tinib) has

been developed after a long sustained research and after incurring enormous
expenditure inter alia on the tests which are mandatorily conducted for its
efficacy and safety. It was alleged that the said innovation was duly protected
under law and that no person except those legally authorized to exercise legal
rights associated with the aforementioned patented dcwuigl e allowed or
permitted to simulé, recreateit in any manner or in any other name. It was
alleged that the defendant had no right to opt to manufacture, sell or offer to
sell any version of the drug Tarcevar{otinib) and that such action of the
defendant, as announced by it, wousdib blatant violation of the legal rights

of the plaintiffs.

7. In para 20 of the plaint it was asserted that the plaintiffs were under

imminent threat of violation of their patent rights inter alia at New Delhi. It
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was further asserted that “the application for the patent of the drug and process
of manufacture of Tarcev& (/otinib) was made and the patent was granted at
New Delhi”. It was argued that, therefore, this Court has territorial jurisdiction

to adjudicate the suit. The suit was value®s. 20 l&hs and for the relief of

damages, it was tentatively vatlat Rs.1 crore.

8. The suit was filed on 5January, 2008 Along with the suit the plaintiffs
filed an application under Order XXXIX Rule 1 Code of Civil Procedure 1908
(CPC), LLA. No. 642/2008, seeking adterim injunction restraining the
defendant from infringing the plaintiffs patent in respect of Tarceva
(Erflotinib).The two importantpoints to be notedat this stage are thahe
plaintiffs asserted in the plaint thataintiff No.2 was granted a patent for
Tarceva Erlotinib) jointly with Pfizer Products Inclt was stated that the
certificate bearing patent No. 196774 datel B8bruary, 2007 recorded in the
Register of Patents on™6&July, 2007 pertained to Erlotinib Hydrochtizle
which was marketed as Tarcev@econdly,in the plaint no details of the
specification of theaforementionedpatent or thex-ray diffraction of the

product(tablet) Tarcevaor the defendant’s £r/ocip was indicated.

Plea of the defendant in its written statement to the injunction goplication

9. The suit was listed before the learned Single Judge Bddrfuary, 2008, on
which date the defendant appeared. The case was thereafter listet! on 18
January, 2008 fathe hearingof the application I.A. No642/2008 filed by the
plaintiffs seeking adnterim injunction. The defendant filed an application on
18" January, 2008 for a direction to the plaintiffs disclosethe patent

specification. At the hearing on “1&anuary, 2008, the counsel for the
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plaintiff s handed over to the counsel for the defendant the patent specification.

10. On 21" January, 2008, the defendant filed its written staterberthe
injunction applicatioralong with documentslt wasstatedthat the complete
specificationwhich ought to have beedisclosed in the plaint was supplied by
the plaintiffsonly at the hearing of the injunction application. The defendant
claimed that it had applied for drug approval for theotinib tablet in May

2007 and the approval was granted int@ber, 2007. As on December, 2007 it
had received approval from the Government of Goa for manufacturing the said
tabletin various pack sizes of 30,60,100,500 and 1000 tablEte defendant

had launbed the product under the matk/ocip and the saidablet was used

for treatment of lung cancer.

11. It was pointed in the written statement that in termghefsecond proviso

to Section 1-A(7) of the PatentsAct 1970, introduced by the Patents
(Amendment) Act, 200%effective from ' January, 2005)in case of patent
applications filed under Section 5 (@yhich concerns a claim for pateof an
invention for a substance itself intended for use, or capable of being used, as
medicine or drupthe rights of a patentee accrue only from the date of the
grant of the patentlt was also pointed out that althoughcertificate was
iIssuedto the plaintiffsby the Controller General of Patents bearing Patent
N0.196774 dated 3February 2007, the pigrant opposition was disposed of
only on 4" July 2007 Therdore the patent could not have been granigith
effect from 28 February 20071t was submitted thahe patentcertificate was
accordinglyincorrect and the proceedings in the suit ought to be stayed till the

correct authenticated certificate was pragtlidt was claimed that the patent
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could not be presumed to be valid unless it was more than six years old and
since the patentwas a newone patent and“granted under peculiar and

suspicious circumstanceso injunction ought to be granted.

12. It was mentioned in para 15 that the defendant had also filed a counter
claim along with written statement prayingr fthe revocation of the patent
granted to the plaintiff. The grounds for revocation raised in the ceciater

wereasked to be treated as pafrthe written statement.

13. In para 160of the written statement it waspecifially avered that the
plaintiffs’ patent “for which the complete specification is yet to be disclosed

for the drugé£rfotinib” was “completely invalid”. A reference was made to
Section 3(d) of the Act and it was submitted tlkatotinib is a derivative of a
known patent “Quinazoline”. It was stated that there were at least three &
patents damg backto 1993 which disclosthe Quinazolinederivative. One

of the said patgs disclosd the exact chemical structure &sund in the
plaintiff’s patent except for one substitution which is “obvious to any person
skilled in the art”. Further, the plaintiff had failed to prove that there was “any
improved efficacy of the said @it”. No figures or data had been provided in
support of such claim. It was claimed that there was no invention or inventive
step in the patent. The patent compound would be obvious to a person skilled
in the art to arrive at. It was specifically averthat “the alleged patented
product is nothing but a derivative from Gefitinib of Agiaeca for which a

patent was refused in India”.
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14. It was averredin the written statement that one of the-poaditions for
recently granted patent claim to bstpcted was that it ought to be “worked

fully and commercially”. It was pointed that the plaintiff got approval for
importing and sellingtr/otinib only in December 2005 and even as on date the
product waseither easily available naffordable due tots high pricing. No
sales figures for the product for Indiadhheen given in the plaint in the
attached documents and not even one invoice had been filed by the plaintiff.
The plaintiff never chose to obtaéxclusivemarketing rightf EMRS) during

thetime that the law in India permitted it.

15. The written statement specifically pleaded public interestvadt pointed
out thateach tablet othe plaintifs’ drug Tarcevacosts Rs.4,800iwhereas
each tablethe defendans £r/ocip costs Rs.1,600/Thus, a one month dosage
of Tarcevafor a patient undergoing treatment for caneguld costRs.1.4
lakh whereas thequivalent dosage dfr/ocip would cost Rs.46,000/ It was
pointed out that in the context of life saving drugsvas in the public irdrest

that the drug should be made available at cheap and affordable prices.

16. Along with the written statement, the defendant filed copies of the
European Patent “Publication No.0566 226 A1” (hereinafter EP’226) which

was an application ofstrazene@ Limited in the EUfor grant of patent in
respect of Gefitinib’. Among theotherdocumentdiled by the defendanvas

the decision dated 30August, 20070of the Controller of Patents in India
rejecting the applicatiomy Astrazeneca UK Limited for granof patent in
respect of Gefitinib. In the said application Astrazeneca UK Limitecchied

EP226 as the prior adndclaimed that Gefitinib involve@n invertive step
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with respect to that prior arand with enhanced efficacyThe Patents
Controller ®ncluded that Gefitinib was “obvious and does not involve an
inventive step over the prior art ER26. It wasthereforeheld to be not an
invention within the meaning of section 2(1)(j) of the Patents Act, 1970 and no
patentable invention within the meag of section 3(d) of the Patents Act,
1970. In its written statement to the injunction application the defendant also
placed on record the documents pertaining to US Patent N0.6900221 (hereafter
U.S.’221) filed by OSI in the US for Polymorph-B. The sal application was

filed on 9" November, 2000 and was granted off Btay, 2005.

IH'$%&S$'()*+,-$". -claim

17. In the counteclaim filed by the defendanit was contended that under
Section 2 (1) (ta) of the Patents Act 1970, inserted by the 2005 ametjdm
the expression ‘pharmaceutical substance’ has been defined to mean “any new

entity involving one or more inventive steps” and under Section 2 (1) () a
“new invention” was defined as an invention “which has not been anticipated

by publication in anydocument used in the country or elsewhere in the world
before the date of filing a patent application with complete specification.” It

was contended thahe suit patent therefore needed a special scrutiny as to the
question of validity in the light of thabove provisions which were specific to

inventions in the field of pharmaceuticals.

18. In para I of the counterclaim it was contended by the defendant that the
plaintiff “had failed to provide any evidence that the compound of claim 1 of

the impugnegatent possesses significantly enhanced activity over the closest

FAO (0.S.) No. 188/2008 Page 9 of 57



compound of the prior art.” In para 3.7 it was averred that the plaintiffs had not
provided the relevant data that was required to demonstrate that the claimed
compound had a higher therapie efficacy. In para 3.8 reference was made

to U.S.’221 which clearly stated that the compound Erlotinib Hydrochoride
was a mixure of two polymorphs A&B and that one needed to separate and
purify the Bpolymorph so as to get to the claimedmpound for acceptable
efficacy. It was stated that subsequent patent clearly defeatedvérdive

step of the alleged invention.

19. In para 4 of the counter claim it was averred that thepsiént, i.e., Patent
N0.196774 ¢orrespondingo US Patent No.B47498- hereafter U.S.’498] had
been obtained bthe plaintiffs bysuppression of material information. It was

stated in para 4.2 as under:

“It 1s stated that the patentee knew very well that if it
discloses the truth that the claimed product is in the
form of a polymorph then the patent application would
have been rejected at the outset because there is nothing
to show that the product has enhanced therapeutic
effect. Therefore by suppression of material facts the
patentee has managed to obtain the gnmed patent by
by-passing the provisions of Section 3(d).”

20. In para 5.2 of the counter claim the defendant pointed out as under:

“The present impugned patent fails to disclose that the
compound of claim 1 of the impugned patent is actually
a mixture of polymorphs, which is useless for
pharmaceutical use. The patentee has intently and
capriciously withheld material information that is

important for practicing the alleged invention disclosed
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in the impugned patent. Therefore, the defendant states
that he specification of the impugned patent does not
sufficiently describe the invention, particularly with
regard to compound of claim 1 of the impugned patent.
The impugned patent is therefore liable to be rejected on

this ground alone.”

D'#"'$%&$'()*&//0&ton under O VIl R 11 CPC seeking dismissal of the Suit

21. On 30" January, 200&he defendant filedn application I.A. No.1272/2008
before the learned Single Judggeking dismissal of the suit. The thrust of this
application was that the defendantdrdiscovered that the plainsfhad made

two further applications for grant of patent respectof the same chemical
compound for a different crystal form which was termed by the plaasiB
polymorph. Thefirst application was filed on f4May, 2002 and published
first on May 20, 2005 and thereafterpeblished on 28 February, 2007. In

the said application priority was claimed over three US applications one of
which wasU.S.’221. The second applicatisrhichwas filed on May 13, 2002
and published on 20 May, 2005 claimed priority over three US applications
one of which wadJ.S.’221. It was pointed that the suit patent had claimed
priority over US.’498 published on"5May, 1998. A reference was made to
the statements made by the plaistiff U.S.’221 which showed that the Indian
patent N0.196774 was in relation to the hydrochloride compound in the form
of mixture of polymorpk A andB which was known to the plaintiffs way back

in the year 2000 since this correspondedJtS.’498 which was ganted in
1998 itself. However, this fact was never stated in the application made before
the Patent Controller. Since the admitted position of the plasiifas that

patent N0.196774 was not a preferred form for manufacitirablets the
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defendant wagurious to know how the plaintiffs were still importing and
selling tablets of the said Hydrochloride compound under the brand “Tarceva”.

It sought todetermine the actual crystalline structure of the tablets and
accordingly purchasedome manufacturedhiAugust 2006from the local
market. Thex-ray diffraction data of Tarceva sold in Indiaowed that it was
“B-Polymorph of the Hydrochloride”. This was confirmed by the defendant’s
expert Mr. Manish G. Gangrade who performed the techeialuation On

an analysis of theX-ray diffraction pattern & came to thefollwoing
conclusion “Tarcevatablets arevholly B polymorph of the hydrocholoride
salt of N(3-ethynylphenyb6, 7 bis(2methoxyethoxy¥-quinazolinamine. |
further say that the Xay powder difraction of Tarceva clearly goes to show
that it is not A polymorph or a mixture of A and B polymorph but is wholly B

polymorph of the said compourid

22. It was stated in pasd 2, 14 and 1®f the application as under:

“12. The plaintiff in its various pleadings has claimed
that the patented drug has been sold by it in India since
April, 2006, meaning thereby the drug which is sold in
India is the drug for which the patent has already been
granted, i.e., Patent N0.196774. However, an analysis
of the dug which is sold in India and the patent which
IS registered as also the patent which is pending in
India reveals that the case of the plaintiff is completely
false. The drug sold by the plaintiff in India
appears to relate to the said pending patent
applicationsand not the granted patent No.196774.

14. It is, thus, obvious that the plaintiff has come

to this Hon’ble Court with a completely false and
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incorrect case. The plaintiff has deliberately failed to
file the patent specification in the firgtlace by
claiming confidentiality. When the defendant showed
that as per the statute a patent specification is a public
document the plaintiff was forced to reveal the same.
Now it has come to light that the drug which is
marketed by the plaintiff is nait all the product for
which the alleged patent has been obtained. The
patent application for the drug which is marketed by
the plaintiff is still pending in the patent office. The
plaintiff has also suppressed the fact that it has made
two further Patet Applications for the same
compound, i.e. hydrochloride salt of N(3
ethynylphenyl6, 1-bis (2methoxyethoxyy
quinazolinamine in BPolymorph form. The
defendant has already filed pgeant oppositions
against the said patent applications. Copy ofstnd
pre-grant oppositions for patent application No.
IN/PCT/2002/00507 and Paite application
No.IN/PCL2002/00497 are annexed as Annexwu@ E
and Annexure &. For ready reference the defendant
IS annexing herewith copies of the US Patent Nos.
5747498 ad 6900221 downloaded from the USPTO.
The said patent no. 5747498 corresponds to Indian
Patent No0.196774 which is the alleged equivalent of
the patent which is subject matter of the present suit,
while US Patent N0.6900221 corresponds to the two
aforesaidapplications against which the opposition is
filed by the defendant. The patent specification of
Patent application No.IN/PCT/2002/00507 is annexed
as annexure B and the patent specification of Patent
application No. IN/PCT/2002/00497 is annexed as

Annexure E9.

15. It is, thus, submitted that the entire case of the
plaintiff is based on a false premisd.he plaintiff is
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obviously not marketing the drug which is
allegedly covered by the patent which is already
granted. The drug which is being marketed is a
drug which is related to the subsequent patent
applications in India which are pending. These
facts ought to have been disclosed by the plaintiff
"#3$%"& '()*& +$,-1."& /$0%' The plaintiff has
deliberately claimed in its pleadings that the sales of
the patented drug are approx Rs.13.91 crores when it
was well aware that the drug which is being
manufactured and marketed by it is still pending for
patent protection. Therefore, there has been no sale of
the product form patented under No.196774.”
(emphass supplied)

23. However, while notice was directed to issue tine applicationon 3"
January 2008, on that very dabe argumerstin the injunction application |.A.
N0.642/2008 wre concludedbefore the learned Single Judged ordes
reserved. Thusn the impugned judgmerthe learned Single Judge did not
advert to I.LA. No.1272/2008lthough areference was made in the passing

the facts concerning polymorgh

Summary of conclusions of the learned Single Judge

24. The summary of the conclusionsiaed at by the learned Single Judge in

the impugned judgment dated™®larch, 2008 are as under:

(i) Section 3(d) of the Patents Act, 1970 was not merely clarificatory
of the preexisting law as contended by the plai#iffThe
Parliament consciously ented a standard of known obviousness
as a precondition of patentability; it also excluded the derivatives
of known substances unless they differed significantly in properties

with regard to efficacy.
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(i) In patent infringement actions the court shibnbt presume that
patentis valid especially if the defendant challenges it; the test to
be applied in such event is to find outtiife challenge by the
defendant is genuine as opposed w@xatiousoneand further that

the defendant has “an arguable case”.

(i) In the instant case although the plaintif€ase was arguable and
disclosed prima facie merit, it had to answer the “credible

challenge” raised by the defendant to the validity of the patent.

(iv) The order dated™July 2007 of the Contiler of Patents appeared
to have readily accepted the contention of the plaintiffs that the
inventive step claimed was not obvious to the unimaginative
person skilled in the art and that the substitution of methyl for
ethynyl in the third position was nobntained in the documents
submitted by the defendant. The Controller of Patents failed to
appreciate that this was the plaintiffs’ response to the anticipation
argument and was different from the defendant’s objection on the

ground of obviousness.

(v) Thee was merit in the plea of the defendant that comparative data
regarding efficacy of the plaintiffs’ drug, with existing drugs, was
not independently shown at the time of examination of the claim
by the Controller of Patent$o establish thathe praluct differed
significantly in regard to its efficacy from the known substance or

derivative.

(vi) The court cannot be unmindful of the general access to life saving
products and the possibility that such access would be denied if
injunction was granted.If the Court was of the opinion that the
public interestin granting an injunctionn favour of the plaintiff
during the pendency of an infringement actisroutweighed by
the public interesbf ensuring easy and affordatdecess to a life
savingdrug, the balanceshould tiltin favour of the laer. In the
instant case irreparable injury would be caused to the public if the
injunction was granted as they would be deprived of the
defendant’s product. Several unknown persons who are not parties
to the siit and who would be deprived of the life saving drug
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would not beable to berestituted in ronetary terms for the
damagethat would becaused to themf the injunction were

granted

(vii) The injunction was accordingly refused subject to conditions

already adverted to in the earlier paragraphs.

25. This court while admitting the appeal by an order da@tiApril 2008 did
not stay theoperation of thempugned judgment. However, it restrained the
defendant from exportingr/ocip to countries where theppellants have a

registered pateruring the pendency of the appeal.

26. At the request of the parties, the appeal was taken up for expeditious final
hearing. Mr. Parag Tripathi and Dr. A.M. SinghigarnedSenior Advocates
appeared for the plaintifiand Mr. Arun Jaitley, learned Senior Advocate and

Ms. Pratibha Singh, learned Advocate appeared for the defendant.

RIS 1I##)(* )-2)"3-"$* &//01+&'1,$* #,.* 4.&%™* #* [&"$™ 1$* .")/'+* #*
Polymorph B

27. In this appeal,one of the significant issues posedtbg defendantwhich

has a bearing on whether the plaintiffs have made out a prima facie case for
grant of injunction is that thespecification for the suit patent (i.e. patent
No0.196774 corresponding to U.S.’498) showed that it was in respect of
Erlotinib Hydrchloride Polymghs A+B which was on their own showing an
unstable form which could not be administeesdsuchlt was contended that

the case of thelaintiffs themselves was that it was Polymorph B which was
the more stable form of the compoundhich could be administered in the
tablet form. Thex-ray diffractionpatternof the tabletTarceva showed that it
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corresponded to Polymorph B for which the plaintdis notyethold a patent.
Their application for the grant of patent for Polymorph ®as pending
consideration. It was submitted thiiherefore not even a prima facie case was
made out by the plaintiffs since they were seeking an injunction against the
defendant in respect of a drug for which they did not yet hold a patent.
Moreover, his fact had been suppressed by the plaintifts both before the
Controller of Patents as well as in the suit. On this sole ground injunction

ought to have been refused.

28. It was pointed out by learned Senior Counsel for the defendanththat t
plaintiffs had been changingtheir stand in regard to polymorph B in the
pending application before the Controller of Patemdduring the hearing of

the present appeal. Clearly the plaingifiveretrying to mislead both this court

as well as Controller of Paterits the effect that Polymorph B was subsumed

in Polymorphs A and B. In fact it was initially contended before the Patents
Controller that the closest prior art i18.S.’498 did not teach a compound of
Polymorph B free of Polymorph A whereas in the subsequeat gated 18
August 2008 the plaintiffs sought to contend that the earlier compound
(polymorphs A and B) included all known and unknown polymorpHsn

fact Tarceva corresponded to polymaspghandB, there was nmeed for the
plaintiffs to have appéd for a separate patent in respect of polymorph B. In
any eventpolymorph B also could not be granted a patent singeas not
patentable under Section 3 (d) and further the plaintiffs failed to demonstrate
any enhanced efficacy over the known clopegtr artpolymorpls A andB. It

Is pointed out that in the published literature pertaining to the history of Roche,
which was placed on record by the plaintiffs themselves, it was claimed that
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Tarceva was invented only in 2004. Clearly therefore Polym@&rgarm of
Erlotinib Hydrochloride (which was the tablet form of Erlotinib Hydrochloride
and marketed a¥arceva)was not known to the plaintiffs at the time they
applied for a patent for Erlotinib Hydrochloride as a combination of
Polymorphs A and B Therefore Polymorph B could not be said to be

subsumed in theompound of a combination of Polymorphs A and B

29. Theresponse othe plaintiffsto this contentiorwas that lhe fact that the

had appliedor a s@aratepatentin respect ofPolymorphB would make no
differenceto theclaim based on the granted patent in respeBblyfimorpls A

andB. This was becaud®lymorph B was subsumed in the compound which
was a mixture of polymorghA andB. As regards nomention of the above

facts before the leaed Single Judge it is submitted that the application for
Polymorph B was independent of the patent validly granted to the plaintiffs in
respect of Polymorphs A and B. Inasmuch as even the defendant had in the
written statement proceeded on the footing thatplaintiffs held a patent for
Tarceva, and had therefore raised a challenge to the validity of the said patent,
the Learned Single Judge was justified in not adverting to the contentions
raised in the countaslaim and the |.A.1272f 2008 while decidig the
injunction application. It is further submitted that since the cowiléam and

the 1.LA.12720f 2008 were pending consideration before the learned Single
Judge, this Court should not in deciding this appeal advert to the contentions

raised therein.

30. Since this is an issue that did not arise for consideration before the learned

Single Judge, and has been specifically raised in the appeal, this Court
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proposes to deal with it firskt must be noted at the outset that by the time the
learned sintp Judge took up for consideration I.A. No. 642/2008 filed by the
plaintiff seeking the adhterim injunction, the defendant had already filed I.A.
No. 12720f 2008 under Order 7 Rule 11 CPC. It had also filed a counter
claim. In both these documents tefendant raised the plea that the suit
patent pertaiadto Polymorph A + B whereas Tarceva was Polymorpfitg
detailed sequence of the proceedings before the learned Single Judge have
already been adverted to earlier in this judgment. The contertie agbtinter
claim and the IA 1272 of 2008 have also been set out in some detail and
therefore need not be repeated. The fact remains that while the alsbve fa
concerning Polymorph B wansoticed by the learned single Judge the
passing irpara 43 of thempugnedjudgment the learned Single Judge had no
occasion taconsider whether this was a relevant factor fdeweining if the
plaintiffs had made outa prima facie caséor grant of injunction in their
favour.

!

"#3%&!)*+,-1.*/(10*-11'0.12/,'-1'0!-&/  13*0-/0-"*0!*1!-&/'456'0-'11(!-&6-!("03/!
-&/'3*+0-/,71356'2!60.!8$9%!#:;:1*1!:<<=16,/14/0.'0>1?/1*,/1-&/15/6,0/.! @'0>5/!
A+.>/B!60.1'0! 60C! /D/0-! -&/! 3*0-/0-(! -&/,/*1! &BD/! 0*-1 2//0! .'(3+((/.!"0! -&/!
'24+>0/.' E+.>2/0-1*11-&/15/6,0/.! @'0>5/' A+.>/B!-&'(!)*+,-! (&*5.! 0*-1 26F/!
60C!*?(/,D6-"*0!'0!-&6-!,/>6,.!G&'3&!2'>&-14,/E+.'3/'-&/136(/'*1!-&/'456'0-'11($!
%&/M*('-*0!'(1-&6-1-&/1/0-',/1,/3*,.1*11-&/136(/'?/1*,/1-&/15/6,0/.1('0>5/1A+.>/!
2/1* [1-&'(1)*+,- $!18-13%0-6(07*-&!-&/13*+0-/,1356'2!6(! G/55! 65! H*$! #:: 1
*11:<<=3I&'5/1-&'(1)*+,-! '(10*-1./3".'0>!/-&/,!-&/' 3*+0-/, 7356'2!*,1-&/18$9%!
#i0* 1 <<=B!"-1'(1 0*-1 4*(("?5/' -*1 633/4-!1 -&/! 45/6! *1! -&/' 456'0{1-R6-! -&/!

3*0-/0-(1-&/,/*116,/'0*-1,/5/D60-11*1/3".'0>1 G&/-&/,!-&/! 456'0-'11(!&6.!26./!
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*+-1614,'261163'/B6(/!?/1*,/! -&/15/6,0/.!('0>5/IA+.>/1*,1> 60-!*11'0E+03-*0!"'0!
-&/','116D*+)$

!

"1 $ 98! ,/364'-+56-/! -&/'3*0-/0-*0! *1! -&/! ./1/0.60-! ‘(! -&6-! -&/1456'0-'K1
(+44.,/((/.!-&/'163-1*1!1-&/','&6D'0>11'5/.16!(/46,6-/16445'36-*0!1*,1J*5C2* 4&!K!
?*-&!?/1* -&/")*0- ,*55/,1*1136-/0-(16(! G/55!6(!-&/!5/6,0/.! @'0>5/! A+.>/$! %&/!
/11/3-1*11&/!4/0./03C!*1!-&/156--/,16445'36-*0!*1!-&/1456'0-'11(11*,! I*5C2*,4&!
KI*0!-&/!>,60-1*1146-/0-1'0!-&/','16D*+,1"0!,/(4/3-1*11J*5C2*,4&(19!60.!K! &6/(!
-*1?/1/L62'0/.$! !

!

""$! %&/! 456'0-'11@06! 36(/! ?/1*,/! -&/! )*0-,*55/,! *1! J6-/0-(! 0! -&/',!
‘clarificatory’ letter dated 18 19+>+(-1:<<=!'(1-&6-G&'5/!'Othe U.S.A “it is
4/,1/3-5C! 4*(('?5/! 60.! ,*+-'0/5C! .*0/! -*1 46-/0-! '03,/2/0-65! '0D/0-*0(! /$>9$!
J*5C2*,4&! K! *1I -&!' 26'0! 3*24*+0.! 'O 6.'-*0! -*I -&/!
main/dominating/umbrella compound”, in India this is possible only subject to

-&/' 3*0."-*0(! (4/3'1'/.1'0! @/3-*0! "I M.N! *1! -&/! J6-/0-(! 93-! #O;<$! 80! *-&/,!
G*,.(! @/3-*0! "I M.N! //6.! G'-&! '-(! PL45606-*0! (B! '0! -&/! 3*0-/L-! *1!
4&6,263/+-'365! 4,*.+3-(B! 60! 6IB/,>,//0'0>! 4,*D'("*0$! ! 80! -&/! (+?(/Q+/0-!
application for Polymorph B, the plaintiffs asserted that “polymorph B is
356'2/.1-*I?/! thermodynamically more stable and it helps in providing
improved oral dosage in solid form.” Although the plaintiffs were qu'3F!-*!
6..! -&6-! -&'(! .".1 0*-1 2/60! -&6-! -&/! +27?,/556! 3*24*+0.! 60.! 655! 4*(("?5/!
polymorphs thereof whether singly or in mixtures “were not useful and could

0*-1 2/l +(/.! 'O!solid oral dosage form”, '-!.*/(! 0*-! 60(G/,! 6! 1+0.62/0-65!
Q+/(-*0!-&6-!6,'(/(! 60.! G&'&! '(! -&'($! R6.! -&/! )*0-,*55/,! *1! J6-/0-(! G&'5/!
examining the plaintiffs’ claim in respect of the compound which was a
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2'L-+,/1*11J*5C2*,4& (19! 60.!K! ?//01'01*,2/.1* 1 G6(! 3*>0'S60-! *1! -&/!1 163-!
-&6-!-&/,1'G6(160*-&/,16445'36-*0!4/0.'0>!'0!,/(4/3-1*11J*5C2*AIK!'0!G&'3&!

-&/1 6?*D/! (-6-/2/0-! G6(! 26./! ?C! -&/! 456'0-'11(B! G*+5.! &/! &6D/! 0*-! &6.! -*!
633*+0-! 1*,! -1 G&'5/! ./3".'0>! -&/! Q+/(-*0! G&/-&/,! -&/' 3*24*+0.B! 6(! 6!
3*2?'06-*01*11J*5C2*,4&(19!60.!KB!G6(!./2*0(-,6-/.16(1(&*G'0>!/0&603/.!
/11'363C!*D/,!-&/'35*(/(-1"4,!6,- T'From the plaintiffs’ own showing it would
0*-1&6D/1?//014*((*?5/11*,!1-&/!)*0-,*55/,1*11J6-/0-(!-*1&6D/!>,60-/.16!46-/0-1"0!
-&/',116D*+,1?*-&1'0!,/(4/3-1*10*5C2*,4&(19!60.IK!6(!G/55!6(1J*5C2*,4&!K$!81!
-&/! 3*24*+0.! G&'3&! G6(! 6! 3*2?'06-*0! *1! JI*5C24&(! 9! 60.! K! G6(! 60!
inventive step over its closest prior art (EP’226) then clearly Polymorph B was
*05C!6!.'11/,/0-13,C(-65! 1*,2! -&/,/*1160.! G*+5.1 16'5! -&- (1 *1! 0*D/5-C! 60.!
*?D*+(0/(( $!' R*G/D/,! -&/1 46-/0-6?'5"-C! -/(-(! .*1 O*-1 (-*41-&/,/$! @/3-*0! "1 M.N
JQ+/(1-&/!.12*0(-,6-*0! *11/0&603/.1 /11'363C! *1! -&/! 4,*.+3-$! 95-&*+>&! -
G6(!+,>/.1?C!-&/1456'0-'11(!-&6-!(-6?'5'-C!*116!4,*.+3-I'(10*-1-&/1(62/!-&'0>16 (!'-(!
/11'363CB!'-! G*+5.1 &6D/! -*1 ?/1 .[2*0(-,6-/.! ?C! -&/! J56'0-'11(B! 46,-'3+56,5C! 0!
5>&-1*1!-&/',H6-/2/0-(1'0! -&/! 6445'36-*0! 1*,! > 60-! *11 6! 46-/0-1'0! ,/(4/3-! *1!
J*5C2*,4&!KIM60.!-&M(-6-/2/0-(1"0! -&/!13*,,/(4*0.'0>146-/0-! U.S.’221) that 6!
3*24*+0.1*1! J*5C2*,4&(19! 60.! KI M60.! 0*-1 91 65*0/! *,! K! 65*0/N! 3*+5.1 ?/!
*,655C!6.2'0'(-/,/.16(!6!.,+>$!8-1'(1&6,.1:1'26>'0/!-&6-!-&/!-&/,64/+-'31/11'363C!
*116!4&6,263/+-'365!4,* +3-13*+5.1?2/1-/(-/.1 G'-&*+-!"-1/D/0! ?2/'0>1 625/ -*1 ?/!
6.2'0'(-/,/.1-*161(6245/'4*4+56-"*0$! !

I

"UB! %&'(1?,'0>(1+(!-*160*-&/,! ('>0'1'360-!'((+/$! @&*+5.10*-1 60! 6445'360-! 1*,! 6!
46-/0-1%11614&6,263/+365!4,*.+3-1?/1?7*+0.!-*1."(35*(/-&/!./-6'5(1*1!655!*-&/,!
6445'36-*0(!126./'?C!-&/16445'360-! 1*,!>,60-!*1146-/0-1*1!./,'D6-'D/(1*,! 1*,2(!
*11(+3&!14,*+3-T!V*,1'0(-603/B!'0!-&/!"0(-60-! 36(/! -&/!1 6445'36-*0! 1*,! >, 60-! *1!
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46-/0-! 1*,1 J*5C2*,4&(! 9! 60.! K! M-&/! [+ 46-/0-N! G6(! 3*0('./,/.! ?C! -&/!
)*0-,*55/,1*1136-/0-(1'0'V/?,+6,C!:<<;160.!16!3/,-'1'36-/!H*$!#OW;;U!.6-/.1:" |
VI?2,46,Cl:<<;1G6(!'((+/.1?C! &'2$!%& /! 4,/7>,60-!*44*('-"*0! -*1-&/! (+'-1 46-/0-!
G6(13*0('./,/.!-&/,/61-/,160.! /E/3-/12CI-&/'*,./1.6-/]W  “A+5&1<;$IKC!-&'(!
-2/ -&/! 456'0-'11(! &6.! 65,/6.C! 1'5/.! -G*1 6445'36-*0(B! *0180.! #U% X6C!
<<:B! 1*,!1 >,60-! *1! 46-/0-!'0! ,/(4/3-! *1! J*5C2*,4&! K! *1! -&/! 3*24*+0.! *1!
J*5C2*,4&(!1 9! 60.! K$!&! -&/(/! 6445'36-*0(! 6! ,/1/,/03/! G6(! 26./! -*I ?*-&!
U.S.’498 and U.S’221 wh'3&!G/,/11*,13*5C2*,4&(19!60.!K!60.!J*5C2*,4&!K!
65*0/!,/(4/3-'D/5CS$!

I

"Y. At this stage it may be useful to refer to the U.S’221 which was granted to
-&/' 456'0-"11(! 1*,! J*5C2*,4&! Ki$le title begins with the words “I"#$%&'
(0%*+),-. I *0! HM7P-&0C54&/0@MB ; K'(! M:!  X/-&*LC/-&*LCRJT
Z+'06S*5'062'0/I RC.,*3&5*,"./B! X/-&*.(1*1! J,*.+3-*0B! 60.! J&6,263/+-'365!
Uses thereof.” In the said document a reference i1s made to the earlier US
J6-/0-! H*$Y;U;UO=!"((+/.1 *0! X6C! YB! #00=! MG&'3&! 3*,,/(4*0.(! -*! P,5*-'0'?!
RC.,*35*,"./1613*2?'06-"*0!*1! J*5C2*,4&('9[KN$!'19!,/1/,/03/' G6(! 26./! -*!
-&/12/(C56-/11*,21*11 -&/1 3*24*+0.! G&'3&!'(1/6('5C! ./5'D/,6?5/1 633*,.'0>! -*!
46,/0-/,65! 2/-&*.(! *1! 6.2'0'(-,6-*0%! KC! 3*0-,6(-B! -&/! &C.,*3&5*,"./!
compound was stated to be “preferred with respect -*!(*5'.16.2'0'(-,6-"*0!(+3&!

as with tablets and oral administration”. The ‘Summary’ of the invention stated
that the “present invention relates to polymorphs, and methods for the selective
4.* +3-*01*114*5C2*,4&(*1'HMTP-&0C54 &/0BMEK' (M: X/-&*LC/-&LCNMJ
Quinazolinamine Hydrochloride, particularly in the stable polymorph form”.
8-1G6(11+,-&/,!.'(35*(/.I'0!-&/!(6'.16445'36-*0!6(!+0./\

“Stability of the hydrochloride compound is of concern for its use

In the treatment of patients since variatiom§i affect effective
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dosage level and administration. It has been discovered that the
hydrochloride of N(3-ethynylphenyh6.7 bis(2methoxyethoxy)
4-quinazoliamine exists in two polymorph states, polymorph A
and B. This contrasts with the mesylate comus which exist

in three polymorph states (mesylate polymorphs A, B and C).
Polymorph B of the hydrochloride was found to be the
thermodynamically most stable and desirable form and the present
invention comprises the polymorph B compound in the
substantlly pure polymorphic B form and pharmaceutical
compositions of the substantially pure form of polymorph B,
particularly in tablet form and a method of the selective

production of the compound.

The hydrochloride compound disclosed in the U.S. Pat. No.
5,747,498 actually comprises a mixture of the polymorphs A and
B, which, because of its partially reduced stability (i.e. from the
polymorph A component), was not more preferred for tablet form

than the mesylate salt forms.”!
I
"V!80!-&/! (+?(/Q+/0-1J*5C2*,4&!4B-/0-! (4/3'1'36-*0!-&/1456'0-'11!6.2'--/.!
that “the Hydrocholoride compound disclosed in the US patent no. 5747498
63-+655C!3*24,'(/.16! 2'L-+,/1*11 J*5C2*,4&(1 9! 60.! KB! G&'3&B! ?/36+(/! *1!"-(!
46,-'655C!,/.+3/.1(-6?'5'-CIM'$/!11,*2!1-&/1J*5C2*,4&!19!3*24*0/@R(!0*-12* /!
4,/1/,,/.11*1-6?25/-11*,2!-&60!-&/!12/(C56-/! (65-! 1*,2(# !8-1 G6(! 1+,-&/,! (-6-/.!
that “Polymorph B of the Hydrochloride was found to be -&/
-&/,2*.C062'3655C! 21-!1(-6?5/!160.! ./(',67?5/! 1*,21 60.! -&/! 4,/(/0-! 'OD/0-"*0!
3*24,'(/(1-&/'J*5C2*,4&!K!13*2 4*+0.1'0!-&/!(+?(-60-'655C!4+,/1J*5C2*,4&'3!K!
1*,2! 60.! 4&6,263/+-'365! 3*24*('-*0(! *1! -&/! (+?(-60-'655C! 4+,/! 1* 2! *1!
J*5C2*,4&! KB! 46,-'3+56,5C! '0! -6?5/-! 1*,2! 60.! 6! 2/-&*.!-&l (/5/3-'D/!
production of the compound.”!
I
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": $IR6.1 -&/! )*0-,*55/,! *11 J6-/0-(! ?// 0! 3*>0'S60-! *1! -&'(! 163-! G&/0! &/!
3*0('./,/.1-&/16445'36-*011* 1-&/1>,60-1*11-&/!(+'-146-/0-B!&/IG*+5.1&6D/! &6 .!-*!
6.../((1-&/"'((+/' G&J-&/,!'-1 GB(1-&/! 3*272'06-*01 *11 J*5C2*,4&(1 9! 60.! K! *,!
J*5C2* 4&K!65*0/!G&'3&!(6-'(1'.1655!-&/146-/0-62'5'-CIBEBD'(1@/3-*0!"!
M.NRI'G*+5.1&6D/16(F/.1-*!/L62'0/I'0! (*2/!./-6'5! G&6-!G6(!'0! 163-1356'2/.!
and stated in U.S.’498 and U.S.’221.118-126C!?/10*-/.!-&6-!-&/16445'36-'*0! 1*,!
U.S.’498 was made on 28 X6C! #OOW! 60.! >,60-/.! *OF¥X6C! #00=$! %&./!
6445'36-*0!1* 1]$."221 was made on 9 4H*D/27?/,1:<<<!160.!>,60-/.1*0!"# CI
XBC!:<<Y$! @*1?2C!-&/! -'2/1 J6-/0-1 H*$! #OW;;U! G6(! >,60-/.! *01\//?,+6,C!
2007 to the plaintiffs, the facts concerning U.S.’498 and U.S.’221 were already
FO*GO!-*1-&/1456'0-'11 @&/ 16'5+,/1 ?C!-&/B4G-'11(1-*1?,'0>1-&/162*D/1163-(1-*!
-&/1 0*-'3/1 *11 -&/1 )*0-,*55/,1 *11 J6-/0-(! 6-! -&/! -'2/1 *11 3*0("./,6-"*0! *1! -&/",!
6445'36-"*011*,146-/0-11* 1-&/13*24*+0.1*11613*22'06-"*0!*11J*5C2* 4&(19!60.!
KIG6(! 0*-13*0('(-/0-! G'-&!-&/! ,/Q+',/2/0-1*11 6! 1+55! .'(35*(+,Mpi&/! 456'0-'11(!
3600*-! 2/ &/6,.! -*! (6C! -&6-! 61-/,! 655! -&/! 6445'36-*0(! 1*,! >,60-! *1! 46-/0-! 0!
J(413-1%11*5C2* A& KIG/,/14/0.'0>12/1* /1-&/1)*0-,*55/,1¥11J6-/0-(160.! &/!
(&*+5.1 &6D/! FO*GO! -&6-! 163-! 60C! G6CS$! 8-! ‘(! 4/,1/3-5C! 4*(('"?5/! -&6-! -&/!
)*0-,*55/,1%¥1136-/0-(12'>&-10*-IFO*GB!+05/((!&'(16--/0-"*0!'(1.,6 GO!-*1-&/!1 16 3-B!
*11*-&/,1 4/0.'0>1 6445'36-"*0(! 3*03/,0'0>! -&/! ./,'D6-'D/(! 60.! 1*,2(1 *1! -&/!
4% +3-1'01Q+/(-*0$! 8-1'(165(*1 4*(('?5/! -&6-1 -&/1 Z,60-1*44*(/ 1'(10*-16G6 /!
*11-&/2%!)/,-6'05C!-&/16445'360-1 GGB!6(1'0!-&'(136(/B! FO*G!&*G!260C! 2* /!
6445'36-*0(!'-18&6(11'5/.|G&'3&!6,/14/0.'0>13*0("./,6-*08L G*+5.| FO*G! G&6-!
(-6-/2/0-(1"-126./1 '01-&/1 3%, /(4*0.'0>! 46-/0-(1 >,60-/.1-*I"-l [5(/G&/,I$! %6&'(!
G*+5.12/! ,/5/D60-! 0*-1 *05C! 1*,! -&/! -((*+1! 0*D/5-CBO0.! *2D*+(0/((! ?+-1*1!
/11'363C!6(!G/35$!
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"=BI&/ (2% -+ -&/1 /11/3-1 *11 0*0 7'(35*(+,/! ?C! -&/1 456'0-"11(! -*! -&/!
)*0-,*55/,1*1136-/0-(1*1-&/1163-1*11-&/',14/0.'0>16445'36-"*0(!1*,!J*5C2* ,4&!K!
G&/0!-&/',16445'36-*0! 1*,!1-&4L*.+3-1?/'0>16! 3*2?'06-*0! *11I*5@*,4& (19!
60.!IKIG6(1?/'0>13*0("./,/.$! %&'(1)*+,-10*-'3/(1-&6-!-&/1456'0-'11 (| &6DH&S !
J45C!-*1-&/14,]7>,60-1*44*("-"*01*1!-&/!./1/0.60-!-*1-&/",16445'36-"*0! 1*,!>,60-!
*1146-/0-1'01,/(4/3-1¥11J*5C2* 4&!KB!60.!56-/,1'01-&/",15/--/,!.6-/.1#E9+>+(-!
<<=16..,/((/.!-*1-&/1)*0-,*55/,1*11J6-/0-( B63F0*G5/.>/.!-&/',!3*0-,6.'3-*,C!
(-60.(. The plaintiffs’ stand initially was that U.S.’498 (which corresponded to
Indian Patent No. 196774) “does not contain an unambiguous disclosure of
J*5C2*,4&!K!11,//1*11J*5C2*ph A.” In para 9.4 of their reply -*!-&/1*44*(*-*0!
*11-&/1./1/0.60-!the plaintiffs stated: “There is no indication in the US’498 that
there are different polymorphs of hydrochloride salt.” 80!46,6!#<$:1*1!-&/!,/45C!
*1-&N*A44*(-*0I'-1G6(1(-6-/.1-&6-!-&NI*5C2*,4&!11* 2(1G/,[10*-1.//2/ .1-*1?/]

within the prior art; that the US ‘498 (suit patent) was silent on the Polymorphs
60.!1(*!1G6(!-&/!(+'-146-/0-1G&'3&!G6(!>,60-/.1'0!:<<;$!18-1G6(!11+,-&/,13*0-/0./.!
'0!146,6!#<$"1-&6-!-&/'0D/0-*,(1+0/L4/3-/.5C!.'(3*D/,L:0!60!6,*+0.!1#000!-&6-!
J*5C2*,4&! K1 &6.!(+4/,'*,1(-6?'5'-C! 4,*4/,-'/(1-&6-!26./!"'-146,-'3+56,5C! (+'-/.!
for solid oral dosage forms. It was contended in para 11.3 “the stable
J*5C2*,4&! K! &6.! ?//0! (+33/((1+55C! +(/.! '0! &+260! 35'0'365! -,'65(! 2/1*,/1 -&/!
/L62'06 -*0!*1!-&/16445'36-*0!*1!-&/!'24+>0/.146-/0-160.! 2+3&!4,"* 1 -*1-&/!
filing of the suit.” Even in the US the stand of the plaintiff while prosecuting
'-(1J*5C2*,4&! K! 46-/0-! G6(! -&6-! 65-&*+>&! -&/1 5+0>1 3603/,! G6(! 2/0-"*0/.!'0!
‘498 patent, NSCLC was not. The!(-60.!*1!-&/1456'0-'11B!-&/,/1*,/B!644/6,(!-*!
?/1-&6-1J*5C2*,4&! 91 M K *11 P, 5*-'0'?I RC.,*3&5%,"./1 3*D/,/.1 +0./,! -&/' |@!
‘498 deals with lung cancer and not with NSCLC. However, i0! -&/',!

‘clarificatory’ letter dated 184 August 2008 the plaintiffs did a “f'47lop’ and
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contended that U.S.’498 “is for the main compound erlotinib hydrochloride
G&'3&! '035+./(1 655! 4*(('?5/! 4*5C2*,4&(! *1! 26'0! 3*24*+0.! FO*GO! 60.!
unknown.” Also, they sought to contend that what they were claiming was a
‘selection invention’ limited*05C!-*1J*5C2* 4&!K!G&'3&!'(1(+?(-60-'655C!1,//1*1!
J*5C2*,4&!198!&'5/1-&'(1)*+,-1'(10*-13655/.1+4*01-*13*22/0-1*01 G&/-&/,!-&'(!
15'4115*41'(14/,2'(("?5/1*,! -/06?3B'-'(1 456'0! -&6-! -&/! 3&60>/!'0! (-60.! G*+5.!
6.2'--/.5C! &6D/! 6! .",/3-1'2463-! *0! -&/! Q+/(-*0!*1! 46-/0-6?'5'-C! *1! ['-&/,! 6!
3*24*+0.1*11J*5C2*,4&(19!60.!K!*,1*11 J*5C2* 4&!K! 1,//1*11 J*5C2*,4&! 9%!
%&'(126./1 -&/' 1+55!.'(35*(+,/! ?C! -&/1456'0-'11 (! *1! 655! -&/! 163-(! 4/,-6'0'0>! 0*-!
only to the ‘umbrella’ compound but the crystal or other forms of the product!
-*1-&/1)*0-,*55/,1*11J6-/0-(1'24/,6-'D/$!8-1360!?/1(6".!1G'-&! (*2/'3/,-6'0-C!-&6-!
(+3&! .'(35*(+,/! G*+5.! &6D/! '2463-/.! -&/! ./3'("™*0! *O! -&/! 46-/0-6?'5'-C! *1!
3*24*+0.1*11J*5C2*,4&(19!60.! K$! 1&/0!-&/!./1/0.60-!-&/,/1* /' Q+/(-*0/.!
-&/'D65".'-C!*11J6-/0-1H*$#QW0!-&/16?*D/!>,*+0.B!I'-1.".1,6'(/'6!2*,/1-&60!
3,/."?5/13&655/0>/8!

I

" GBS /11/3-1*11 O*@' (35*(+,/1 *1! -&/1 62*D/! 163-(! ?C! -&/! 456'0-'11(1'0! -&/',!
456'0-!'0! -&/! (+-G'55! ?/1 3*0("./,/.1 O/L- $!9.2'--/.5C! -&/!1456'0-'11(’.! O*-!
S(35*%(/! -&/' 6?2*D/! 163-(! /0! G&'5/! -&/C! 6((/,-/.! -&6-! J6-/0-! H*$#OW;;U!
3*D/,[.1-&/'4,* +3-12['0>126,F/-/.1?C!-&/2!16(1%6,3/D6$¥& /! 456'0-' 1 1(&*+5.!
&6D/! ?//01360.".! 60.! .'(35*(/ . ! -*! -&/! )*+,-! -&6-! -&/C! &6.! 1'5/.! (/46,6-/!
6445'36-*0(! 1*,! J*5C2*,4&! & %&/C! 26C! &6D/! -6F/0! -&/! 45(6BLA! .".!
J416-/.5C!?2/1* -&'(1)*+,-B!-&6-!-&/! (+?(/Q+/0-16445'36-"*0! 1*,1 J*5C2*,4&! K!
G6(!*+-! *11 67+0.60-! 36+-*0! 60.! -&6-! I*5C2*,4&! KI G6(! (+?(+2/.1'0! -&/!
3*24*+0.1 G&'3&! G6(!6!3*2?'06-*0!*11 J*5C2*,4&(!1 9! 60.! KR*G/D/, B! -&'(!
G6(! 0*-! .*0/! 60.! -&'(! )*+,-! &6(! &6.! 0*I D65'.! /L45606-*0! *11/,/.! ?C! -&/!
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456'0-"11(1 1*,1-&'(1 OT0(35*(+,/$!1 95(*B! -1 26C! 2/! ,/3655/.1 -&6-1 -&/! 456'0-'11(!
B5(*1..10%-1.'(35%(/1-&/13*245/-/1(4/3'1'36-"*01*11-&/14, * +3-1-'551-&/1./1/0.60-!
1'5/.160! 6445'36-"*0! (//F'0>! -&/! '01*,26-*0$1&h/! 3*+5.1 G/55! ?/1 61 (-+6-"*0!
G&/,/1-&/1456'0-'11(! G/,/! 4,/((0>1 1*,1 60! /L! 46,-/16.1'0-/,'21 'OE+03-"*0$! %&/!
J11/3-1%11-&/1 16'5+ /1 -1 (35*(/!-&/! 3%245/-/! (4/3'1'36-"*01 *11-&/! 4,* +3-160.!
-&/1163-(13*030'0>!-&/!4/0.'0>! 6445'36-*0(1 1*,| J*5C2* 4&! K3*+5.12/! -&6-!
-&/15/6,0/.1@'0>5/IA+.>(*+5.10*-1&6D/A&/1*336(*0!-*13*0("./,I'1! '01163-&/!
(+'-1 46-/0-1 3*D/,/.! %6,3/D6$! %& (B! '0! -&/! 3*0(./,/.! D'/G! *1! -&'(! )*+BI(!
(+11'3Y/0-1>,*+0.1-*1&*5.1-&6-1-&/1456'0-'11(1'01 163-116'5/.1-*1./2*0(-,6-/12/1* /!
-&/15/60/.! @'0>5/! A+.>/160.!/D/0! 2/1* /1-&'(1)*+,-1-&6-1 0*-G'-&(-60.'0>! -&/!
4/0.'0>16445'36-*0(1'0!,/(4/3-1*11J*5C2* 4&!KIG&'3&! G&*55C!3*,,/(4*0./.1-*]

-&/'-675/9%06,3/D6B!-&/C!&6.16!4,'26!1163'/136(/$

USP6&'(1)*+,-1&*5.(1-&6-!'0! 60! 6445'36-"*0! (//F'0>16.1'0:B! 'OE+03-*0!'0! 6!
(+'-11* 1'01,'0>/2/0-1*¥1146-/0-BI'-| G*+5.12/1'03+27?/0-1*0!-&A56'0-'1 111 26 F /!
611+55!.'(35%(+,/1 ¥11-&/1 3*245/(4/3'1'36-*01*11 -&/1 4,* +3-1 G&*(/! 46-/0-1'(!
356'2/.1-*1 &6D/1 2//0!'01,'0>/. $! P6&/1 456'0-'11(! G'55! 65(* &B6D/! -*1 .'(354(/! -*
)*+,-1 -&/! L76C! '11,63-*0! .6-6! *1! -&/! 4,*+3-B! 46,-'3+56,5C! '1! -l (! 6!
486,263/+-'365! .,+>$! %&/! 456'0-'11(! &6D/! -*! 26F/1 60! +0/Q+'D*365! .'(35*(+,/!
-&6-1-&/1 46-/0-1 -&/C! &*5.13*D/,(1-&/! . +>1'01 Q+/(-*0_! G&/-&/,!-&/,/ 6,/1 60C!
*.&/,1 4/0.'0>1 6445'36-+0(! (// F'0>! -&/! >,60-! *1! 46-/0-1 '0! /(4/3-! *1! 60C!

/' D6-'DI(1*,11* 2(1*11-&/14,* +3-11* |G&'3&!-&/C!65,/6.C!&*5.16146-/0-160.1-&/!
/11/3-1 %11 (+3&! 6445'36-*0(1 *0! -&/! (+'-! 46-/0-$! @&*,-! *11-&/! 6?*D/! ./-6'5(B! -&/!
)*+,-12/'0>1644,*63&/.11* 1-&/!> 60-1*1160!6.1'0-/,2! ,/5'/11 G'55! 2/1 +0625/1 -*!

1*,21 6! D'/G! *0! G&/-&/,! -&/! 456'0-'11! &6(! 26./! *+-1 6! 4,'26! 163'/! 36(/$!
*-&/,G'(/I1G*+5.12/16136(/1*11(+44,/((*01*1126-/,'65163-(1-&6-1G*+5.1&6D/16!
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?/6,'0>1*0!-&/1Q+/(-*04!

I

W$la/D/,-'0>1-*1-&/136(/1*0!&60.B!G&6-!'(1(">0'1B6(!-&6-1G&/0!-&/1456'0-'11 (!
1'5/.1-&" 1 (+-1'0!-&'(1)*+,-1-&/C!G6(! 1+55C!6G6,/1*1!-&/1 163-!-&6-1I*5C2*,4& ! K!
G6(!-&/12*,/1(-6?5/11*,2!*11P,5*-'0'?IRC.,*3&5*,"./$! 1 V*,126,F/-'0>!"-1'0!-&/!
-675/-11*,2B!'-1 G6(! J*5C2*,4&! KB! G&'3&! G*+5.1 ?/!1 ,/5/D60-$! ! %8/1456
FO/G!-&6-16!(/46,6-/'6445'36-*0!1*,!>,60-1*1!46-/0-11*,1J*5C2*,4&!K!&6.!?//0!
26./160.1*?-6'0/.1'0! -&/! |@9%! ! %&/C! FO/G! -&6-!'0! -&/! |@9! G&'5/! ?/'0>!

> 60-/.!1-&6-146-/0-'MG&'3&!65-&*+>&!60!/L/,3'(/''0!/D/,>,//10'0>!" (1 (-6-/.1-*12/!
4/,2'(("?5/'-&/,/INB!'t was claimed that the closest prior art U.S.’498 was for
-,/6-2/0-1*115+0>13603/,!'0! >/0/,65! 0*-!H@)b)!'0! 46,-'3+56,$! ! %&/! /0&603/.!
/11'363C!G6(!(*+>&-!-*1?/1-&+('E+(-'1'/.$!180!(&*,-!-&/",!36(/!G6(!-&6-!*0!'-(1*GO!
(-,/0>-&!J*5C2*,4&!KI*11P,5*-'0'?IRC.,*&5*,"./1./(/,D/.160!/L35+('D/!46-/0-!
*0!-&/!1>*+0.1*11'0D/0-'D/0/((! 60.! /0&603/.1/11'363CB! 0F®D"*+(0/((! 60.!
0*07/63&'0>!?C!60C!4,™,16,-$!1)5/6,5C! -&/!16445'36-"*0(! 26./! ?C! -&/! 456'0-'11!
?/1*,/1-&/")*0-,*55/,1*1136-/0-(11*,'>,60-1*1146-/0-!'0!,/(4/3-1*1J*5C2*,4&! K!
G6(!*0!-&/!(62/'5'0/($!8-!"(1'0.//.1'0I'0-,">+'0>!G&C!-&/1456'0-'11(1.".!0*-13&*(/!
-*12/1360.".!1G'-&!-&'()*+,-I'0126F'0>16!1+55!."(35*(+,/!*11655!-&/16?*D/! 16 3-(!'0!
'-(1456'0-$!1%4&!360!?/10*12600/,!* 1! *+?-1-&6-1&6.1-&/(/'163-(11+55CH*{(35
'0!-&/1456'0-1 60.! -&/! /0-',/! (4/3'1'36-*0! *1! -&/! 46-/0-! &/5.! ?C! -&/! 456'0-'11!
-*>/[-&/,1G'-&!c 76C!."11,63-*0!.6-6!*11%6,3/D6!60.!P,5*3'411'5/.165*0>!G'-&!-&/!
456'0-B!"-I'(14*(('?5/!-&6-!1-&/1456'0-'11!1 26C! &6D/! &6.!.'11'3+5-C!"'0!l (&*G'0>! -&6-!
-&/146-/01&/5.1?CI"'-IMH*$#0W;;UN!3*D/,/.1%6,3/D6!6(!G/55%$!80!*-&/,! G*,.(B!-&/!
)*+,-1G*+5.1&6D/1&6.!-*11",(-1?/13*0D'03/.!-&6-!-&/1456'0-'11(!&/5.16!46-/0-11* |
-&/14.* +3-1G&'3&!G6(126,F/-/.16(1%6,3/D6!60.! 1+,-&/,!-&6-1-&/14 * +3-1*11-&/!
./1/0.60-!&6.!6!L76C!.'"1163-*0!.6-6! G&'3&! 26-3&/.!%6,3/D6! 6(! G/55!6(!-&/!
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3*24*+0.! G&'3&! G6(! 6! 3*2?'06-*0! *1! J*5C2*,4&(! 9! 60.! K! 60.! 0*-!
J*5C2*,4&!K!165*0/$!
!

!
U $!1%&/!136(/1*1!-&/!./1/0.60-1'(11*+0./.1*0!-&/14 *D'(*!-*! @/3-*0'##!19!M;N!*1!

the Patents Act 1970 which states: “Provide.!-&6-!-&/! 6445'360-! (&655! 0*-!?/!
/0-'-5/.1-*I'0(-'-+-/160C!4,*3//.'0>(! 1*,1'01,'0>/2/0-1+0-'5!-&/146-/0-1 &6 (! ?//0!
granted.” An off shoot of this argument is that the plaintiffs are admittedly not
3*22/,3'655C! /L45*-'0>! -&/! 46-/0-1 >,60-/.1'0! -&/',! 16D*4¥,! 6! 3*24*+0.!
G&'3&!'(16!2'L-+,/1*11J*5C2*,4&(19!60.!KB! ('03/!-&/!-675/-11*,213*,,/(4*0.(!

-+ J*5C2*,4&! K! *1! -&/! (6'.! 3*24*+0.! P,5*-'0'?! RC.,*3&5%*,"./$! 80V,#01'
2#3&,'45&+&,136'7&8'9#:.";,0<=0&&,:">? @' ABBB' C&UBATD'("*0!K/03&!*1!
-&'(1)*+,-1&/5.!1-&6-!-&146-/0-1*11 6! 4,* +3-1 G&'3&!'(1 0*-1 ?/'0>! 3*22/,3'655C!
+-'5'S/.13600*-1?/1/01*,3/.$!%&/!./1/0.60-12+(-1?/1&/5.16(1&6D'0>17?//0!1625/!-*!
12*0(-,6-/'4,'26! 163'/! -&6-! -&/1 456'0-'11(! 6,/ 0*-1 /0-'-5/.1 -*1/01*,3/! J6-/0-!
H*$#OW:;;U!6(!(+3&3$!

!

U $%&/,/1*%,/B1-&'(1)*+,-1&*5.(+&6-!-*1-&/!/L-/0-1-&6-!-&/!./1/0.60-1&6(!,6'(/.16!
(/" *+(1.*+?-1G&/-&/,!-&/'456'0-'11(1'0!163-1&*5.16146-/0-11* !-&/14,*.+3-1(*5.!'0!
-&/1-6?5/-11*,216(1%6,3/D6B!-&/1456'0-'11(12+(-!?/1&/5.10*-1-*1&6D/1?//016?75/!-*!
35((M-&!N 1 (- &+,.5/1 *1! (&*G'0*-&6-! -&/C! &6D/! 6! 4,'26! 163'/1 36(/! '0! -&/',!
16D*+,11*,1>,60-1*1160!*,./,!,/(-,6'0'0>!-&/!./1/0.60-11,*2126,F/-'0>!P,5*3'4$!

I

E.&' &FF&G")F".&),H&, H#" &HTIRG&+$&, ABBK')F".&'L)0",)%%&,)F'(#'&0":
Us9l1-/,1-&"*,.[,(1G///(1,DI.I'0'-&!  4,/(/0-! 6446B-&/16445'36-*0!1'5/.!
?C!-&/1456'0-'11!11*,1>,60-1*1146-/0-!'0!,/(4/3-1*113*5C2*,4&!KI G6(!,/E/3-/.1?C!

-&/!)*0-,*55/,1 ¥11 J6-/0-(1 2C! 60! *,./,! .6-/.1 #Y 4d/3/22/,! :<<= $!! %&/! (6'.!
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*.[,1&6(1?//014563/.1*0! ,/3*,.1 65*0>! G'-&! ) X! H*$! :#0e:<<0! 1'5/.1 ?2C! -&/!
4580-'11!'0! -&/! 4,/(/0-! 644/689! 4/,+(65! *1! -&/! (6. *,./,! (&*G(! -&6-! -&/!
JEI3-*0! G6(! *0! -&/! >*+0.! -&6-! -&/! 6445'360-! &6.! 16'5/.! -*! 4 *D"/!
comparative data compared to prior art U.S.’498 to show any enhancement in
-&/' -&/,64/+-'3! /11'363C! *1! -&/! 4*5C2&/4K$! PD/O1*,! -&/! (-67'5'-C! 60.!
?*6D6'567'5'-C! -&/C! 356'2/.B! 0*! .a3®! 4,*D"./.! D'(#D'(!-&/! 4,*,! 6,-!
U.S.’49=! compound. It was further held: “A mere difference in physical
4,*4/,-CI'('6!G/55!FO0*G0!3*0D/0-*065!D6,'6-*0!*1!-&/!(62/14+,/1(+?(-603/10*-
(&*G'0>! 60! +0*?D™*H(4,*4/,-'1($! %&/,/1*,/B! -&/! 3&60>/(! 655/>/.! ?C! -&/!
6445'3604! '0! -&/' 4&C('365! 4,*4/,-'/(1 60.! 0*-1'0! -&/! -&/,64/+-'3! /11'363C$! 8!
-&/,/1*,/13*035+./1-&6-1356'21#!60.!:16,/!0*-146-/0-6?5/!+0./,! @/3-*0!"IM.N!*1!
-&/! J6-/0-! M92/0.2/0-N! 93t.”! )56'2! W! *1! -&/! 456'0-'11(! '0! ,/56-*0! -*!
3*24*('-*013*24,'('0>14*5C2*,4&!K!11* 21*11P 5*-'0'?! G6(!65(*!(-,+3F!.*GO$!
%&/14,*3/((1356'2(1*1!-&/1456'0-'11(!'0!,/56-*0!-*1 J*5C2*,4&! K! &6D/! ?//0! (/-!
*G0I1*,1&/6,'0>$

!

UY$8-I'(1(*+>&-1-*12/13*0-/0./.! ?C!-&¥456'0-'Y1-&6-!('03/&/',16445'36-"*011*,!
6! 46-/0-! '0! ,/(4/3-! *11-&/! 4,* +3-1 J*5C2*,4&! K!1* 2! *11 1"#$%&'&(-60.(!
rejected, the said order “sets at rest the argument of the respondent regarding
-&/1 J*5C2*,4&! K1 6445'36-*0!4,/E+.'3'0>!60.!'0D6B"'0 -&! 4,/(/0-! (+'-1*,!

the claim of the appellants for an interlocutory injunction.”!8-!1G6(! (+?2'--/.!
-&6-1('03/!-&/'16445'36-*0!&6(! ?//0!,/E/3-/.1*0!-&/!> *+0.1*110%786-/0-6?'5'-C!
'0!-/,2(I*1!@/3-"*0!"IM.NB!-&/!)*0-,*55/,1*1136-/0-(1&6.1?C!'245'36-*0!633/4-/
-&/! 6,>+2/0-! -&6-! J*5C2*,4&! K! G6(! (+?(+2/.! '0! J*5C2*,4&(! 9! 60.! K$!
R*G/D/,B!'0!-&/!,/45C!-*1-&/16445'36-"*0!"-1&6(!?//0!3*0-/0./.1?C!-&/!./1/0.60-!
-&6-1 -&'(1'(1 6! 2'(,/6.'0>! *11 -&/1 *,.[,1 .6-[.1 #Y 4 d/3/2?/,! ;<<= *1I -&/!

FAO (0.S.) No. 188/2008 Page 30 of 57



)*0-,*55/,! *1! J6-/0-($! 8-! ‘(! 4*'0-/.! -&6-!the plaintiff’s application for
J*5C2*,4&!KIG6(! ,/E/3-/.! *0! -&/! > *+0.! *1! 16'5+,/! ?C! -&/2! -*! ./]2*0(-,6-/!
/0&603/.! -&/,64/+-'3! /11'363CD/,! -&/! 35*(/(-! 4,*,! 6,-, U.S.’498%!%&/!
456'0-'11(11'5/.16!(/46,6-/'6445'36-*011*,1J*5C2*,4&'K!('03/!-&/C! 356:26-!
-1G6(1*05C!.+,'0>11+,-&/,!(-+."/(160.1,/(/6,3&!*0!P,5*-'0"?IRC.,*3&5%,"./!-&6-!
-&/C!1*+0.1-&6-!"-1G6(1 I*5C2* 4&!IKI G&'3&! 3*+5.1?/126./1'0-*1 6! -625/-1 1*2!
60.!0*-1-&/1P,5*-'0'?!RC.,3&5%*,"./'4,/46,/.1 633*,."0>! -*I PL6245/! :<! *11-&/!
(+'-146-/0-$! 8-1'(! (}2'--/.! -&6-1 61-/,! -&/! ,/E/3-*0! *1! -&/',! 6445'36-"*0! 1*,! 6!
46-/0-! 1* 1 J*5C2*,4&! KB! -&/!1 456'0-'11(! 3600*-! ?/1 /L4/3-/.1 -*1 ?/1'0! 6! ?/--/,!
4*('-*0!6>6'0(-!-&/!./1/0.60-!-&60!G&/0!-&/!(6'.16445'36-*0!G6(14/0.'03$!

I

W8 %&'(! )*+,-! (1 0*-1 6G6,/! G'-&! -&/! 456'QY! G'(&! -*! 1+,-&/,! &,(+/!'-(!
6445'36-*0!1*,!>,60-1*1146-/0-1'0! ,/(4/3-1*11 J*5C2*,4&! KI ?C! 3&655/0>'0>! -&/!
* [V .6-11#Y 4d/3/22/,) :<<=146((/.! ?C! -&/!)*0-,*55/,1 *11 J6-/0-($V& (!
)*+,-1 -&/,/1*% )V /1,6'0(11,*2!3*22/0-'0>1*0! -&/\(6'.! *,./,$ 1&6-/D/,\ ?/'-& /!
*+-3*2/1 '0!-&/1(6'.! 4,*3//.'0>( B!-&/'163-!,/26'0(!-&6-! G&/0!-&/!1)*0-,*55/,1*1!
J6-/0-(146((/.1-&/1*,.1,1.6-1.1W IA+5C!:<<;10/>6-'D'0>1-&/!F#,60-1*44*('-*+Q!
-*1J6-/0-1H*$#OW:;;UB!0*0/! *1!-&/1163-(14/,-6'0'0>!-*1-&/! (/46,6-/! 6445'36-"*0(!
1*,13*5C2*,4&! KIG/,/' 633*+0-/.1 1*,$! %&*(/1 163-(! .".! &6D/! 6! ?/6,'0>! *0! -&/!
'(+/' *1! 46-/0-6?'5"-C! *1! -&/! 3*24*+0.! G&'3&! G6(! 6! 3*2?'06-*0! *1!
J*5C2*,4&(1 9! 60.1 K$! %&/! *,./,1 .6-1.1#Y 4 d/3/2?/,! :<<=! 65(* 26F/(! O*!
3&60>/! -*1 -&/1 4*(*-*0! 6(! ,/>6,.(! -&/! 16'5+,/! *1! -&/! 456'0-"IE( 26F/! *+-! 6!
4,'261163'/136(/!?/1*,/!-&/'5/6,0/.!1@'0>5/1A+.>I$

[

U $%&/!15/6,0/./@>5/'A+.>/14,*3//./.1*0!-&/! 1**-'0>!-&6-1-&/1456'0-'1'D! 16 3-!
&6.!6! D65".! 46-/0-!'0! '-(! 16D*+,! 1*,! -&/! 4,* +3-1 %6,3/D6! 60.! 4,*3//./.1 -*|
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IL62'0/! G&I-&/,! J(4'-!-&/1 456'0-' 11! &*5.'0>! (+3&! 46-/0-B!'-1 360! ?/!./0'/.!
'0E+03-"*0$!!R*G/D/,B!'0!D'/GI*11-&/16 2*IH(*01*1] -&'(1)*+,-1-&/136(/1&6(!
6--6'0/.161."11/,/0-! 3*245/L*0H %&'(! }*+,-1 1'0.(1 -&6-! -&/! 456'0-1 1+>&-! -*
&6D/12//01,/1+(/."OE+03-"*011* &/, 116'5+,/1-*126F/1x+-1614,'261163'/136 (/$!

|

U=$96&(13*+,-10/D/,-&/5/((14,*4*(/(1-*13*0("./,1-&/14*0-(1,6'(/.1'0!-&/1644/65!
'0./4/0.J0-1 *11 -&/1 1'0.'0>! *0! -&/! '((+/! *1! 26'0-6'06?'5'-C['03/! /L-/O('D/!
6,>+2/0-(1&6D/12//016..,/((/.1*01-& '(16(4/3-$1

|

(,=0G=-%&:" #":.)5%H'QI'8.=%&'G)0:=H&,=0<'#0'#--%=G#"=)0'F),'<,#0"")F'
#0'=0M50G"=)0'=0'#":5=""F),'=0F,=0<&+&0")F'#'-#"&0"
|

Lm!%&/!(+’?2'(('*O!*1!-&/!644/5560-!'(!-&6-!*03/!-&/!456'0-'11!&6(!?//0!6?5/!-*!
(&*G!-&6-!'-1&6(!6!4,'26! 163'/1 36(/B! 'OE+03-"*0! (&*+5.! 6+-*26-'3655CEHH
@'03/!1-&/1456'0-'11(! &*5.16! D65".1 46-/0-1'0! ,/(4/3-1*1! P,5*-'0'?! RC.,*3&5%,"./!
M4*5C2*,4&(! 9[KNB! G&'3&! G6(! 0*-! (&*GO0! ?C! -&/! ./1/0.60-! -*! &6D/! ?//0!
*?-6'0/.1?C!1,6+.B!-&/1456'0-&4!126./!*+-1614,'26!163'/'36(/!*1!'01,'0>/2/0- !

60.! 60! '0OE+03-"*0! (&5.! 6+-*26-'3655C! 1*558aH! (+?22'--/.! -&6-! -&6-! -&/!
46-/0-1>,60-/.1-*1-&/1456'0-'{10!-&/!"0(-60-!36(/! &6(!+0./,>*0/1 2+5-'45/15/D/5!
(3,+-'0C!60.!/L62'06-*0""0!-/,2(1*1!-&/14,*3/.+,/(1*+-5'0/.1+0./,!-&/1 I6-/0-(!

93-B! #0O;<! 6(! 62/0./.1'0! :<<Y$! | %&/! 4+3B-*0! *1! -&/! 6445'36-*0! +0./,!
@/3-*01##MIONM;NB!-&/!,/Q+/(-11*1/L62'06-*0!?C!-&/16445'36-*0!+0./,! @/3-"*0!
##MKN!M'$/$!-&/!/L62'06-*0!?C!60C!-&',.146,-C!'0-/,/(-/.NB!*D/,655!/L62'06-"*0!
?C! 60! /L4/,-! -/3&0'3655C! Q+65'1/.! 6(! /L62'0/,! +0./,! @/3-*0!#&/
consideration of the examiner’s report by the Controller under Section 14, the
(4*(65!*1!-&/14,[Terant opposition to the plaintiff’s application for grant of

46-/0-! ?C! 60C! 4/,(*0! '0! -/,2(! *1! @/3-*0! :YM#NB! 6!76¢% 4*(-! >,60-!

*44*%('-*0! +0./,! @/3-*0!:YM:N!60.!-&/!1'065!>,60-! *1! 46-/0-! +4*0! 60! *D/,655!
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&*5'(-'3!D'/G!I+0./,! @/3-*0'U"$! 8-1'(1 (+?2'--/.1-&6-!-&/1 >,60-1*116!46-/0-161-/,!
1*55*G'0>! -&/! 4,*3/.+,/! '0D*5D'0>! 2+%B6C/,/.! (3,+-'0C! 2+(-! ?/' >'D/O!
3*0('./,6?5/! G/'>&-$! 105/((! -&/! ./1/0.60-! ‘(! 6?5/! -*! .'(3&6,>/! -&/! &/6DC!
?+,./01*11(&*G'0>!-&6-!'-1&6(1 6! (-,*0>/,14,'26!1 163'/! 36(/! -&60! -&/! 456'0-'11B!"-!
(&*+5.10*-1?2/14/,2'--[.1 -*1 [1/6-! -&[! '>&-1 *1! -&/1 456'0-'11! -*! 60! 'OE+03-"*0!
6>6'0(-! '01,'0>/2/0-! ?C! 36(+655C! ,6'('0>! 6! 3&655/0>/! -*! -&/! D6A! ¢€3&!
46-/0-$!1a/5'603/!'(14563/.1*0!-&/ E+.>2/0-!'6H &, =G#0' L*#0#+=H'L)+-#0*"
3';".=G)0" N"1$ OIPQJR' I' >%%6' ;6 @B'@BM' (,#T#:.'36' U#O<#" @#+'
L)SH.#* >?@' IPQK' C&%.BY()G"),! 36' VA U&KKP O2N??R' L.©OPB!
E&%&+&GH#O=MBE)%:'360G.0=H&IPS'OABR'CNE'KXB4=0H5:"#0N&3& 36'
N#%=""Y#H.8/ABBQ' ODJR' (EL' BQQH#:' 4*<=&0&0H5:",=&:' O(R' N"B&'
I5H.=,'"V.#"=#!@BBRBD'!|LL'PBBN#Z+="(#"&%6'L.&"#0'V.#".#.! [E'ABBI'
OIBR'IL'AKS

I

Y<$%&/NE+.>2/0-1*11-&/15/6,0/.1('0>5/! A+.>/1&6(1?//0'6((6'5/.16(14,7B'0>!

*0! '03*,,/3-! 4,'03'45/($! 9! (/46,6-/' O*-/! &6(! ?//0! 1'5/.! ?C! -&/! 456'0-'11!
'0.'36-'0>! G&6-! 633*,.'0>! -*I -1 6,/ [,,*,(! '0! E+.>2/0-$! 8-! (*+>&-! -*I 2/!
3*0-/0./.1-&6-!/D/0!61-/,11'0."0>!-&6-!-&/,/!G6(16!4,'261163'/136(/!26./!*+-1?C!
-&/' 456'0-'11B! -&/! 5/8,00>5/! A+.>/! (451 '-1'0-*1 6! -G*(-6>/! -/(-! ?C! 1',(-!
1-1,2'0'0>!1G&/-&/,1-&/1456'0-'111&6.16!4,'26!163'/136(/!60.!-&/,/61-/,|G&/-&/,!
-&/,1G6(16!4,'26!163'/136(/! 26./! *+-1?C!-&/!./1/0.60-$!' 8-1'(1 (+?72'--/.1-&6-!
-&/,1V'(10*! 4,/3/./0-! '0.'36-/.1?C! -&/15/60/.! (0>5/! A+.>/1 1*1 6.*4-'0>!-&'(!
3*+,(I$N%&/NE+.>2/0-1'(13,'-'3'S/.11* 1+('0>612+5-"-+./1*114&,6(/("0!./3".'0>!
-&'(V'((+ $!'19-1*0/14563/! -&/''24+>0/. E+.>2/0-1 &*5.(! -&6-! -&/! 36(/! *1! -&/!
defendant “is not implausible”, at another place it is stated th6-!./1/0.60-!&6(!
“a credible or arguable challenge to the plaintiff’s patent” and at another place
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2
!

that the defendant has not made “a palpably unfounded claim
I
Y#$8-!'(13*0-/0./.1*0!?/&6511*1!-&/!./1/0.60-!-&6-!+0./,!-&/J6-/0-(193-BO;<B!
6(!3*0-,6(-/.!1G'-&!-&/1%,6./'X6,F(1#O &K/, /!'(10*14,/(+24-*0!*1!D65"."-CI*1!
6!46-/0-&'(!'(1/D'./0-11,*2!1,/6.'0>!*1! @3-*0!#"MUN!6(!G/55@8-*0 ('WU!
60.1#<;1*11-&/193-$! 8-1"(14*(("?5/! -*! ,6'(/! 2+5-'45/1 3&655/0>/(! -*! D65"."-C! *1!
46-/0-! 6-!1 D6,*+(! (-6>/($! ! 34+5.1 ?/1 6-1 -&/! 4,/7>,604 60.! 4*(- 7,60-! (-6>/(!
?/1*,/1-&/1)*0-,*55/,1*1136-/0-($!'%&/,/61-/,1?/1*,/1-&/1944/556-/!K*6,.1*,1'0! 6!
(+'-11*1'01,'0>/2/0-!-&/!./1/0.60-! 3*+5.1 Q+/(-*0! -&/! D65".'-C! *1! 6! 46-/0-! *O!
-&/1>*+0.(1(/-*+-'0'@/3-*0IWU$!%E&/146-@-K./"'0(-60-136(/G6(B!-&/,/1*,/B!
D+50/,6?5/!-*1 3&655/3-G'-&(-60.'0>!"-1 (+,D'D'0>!-&/! 3&655/0>/! 6-! -&/T4,/

> 60-! (-6>$!! %&/1*?E/3-1?/&'0.!-&'(' G6(!-*! /0(+,/!-&6-! FO*GO!'0D/0-*0(! 6,/!
0*-1>,60-/.146-/0-('60.!-&6-!-&/146-/0-I"(1+(/.11*,1-&/14+7?5'31 2/0'-$!

I

Y: $%&/16?*D/! (+?22'(("*0(!1&6D/1?//013*0("./,/.$!8-12+(-1?/1356,'1'/.1-&6-!-&'(!
)*+,-1&6(1&/5.165,/6.C!-&6-!-&/1356'0-'11(!1&6D/116'5/.!-*126F/1*+-1614,'261163'/!
36(/$! %&/!1 6?2*D/! (+?2'(("*0(! *1! -&/! 456'0-'11(! 6&Y/,/1*,/' ?['0>! ./65-! G'-&!
6((+2'0>B6(!-&/!5/6,0/.! @'0>5/'A+.>/!." B&6-!-&/1J56'0-'11(!&6D/126./! *+-16!
4,'26!1163'/'136(/$y'D/0!-&/1(3&/2/1*1136-/0-(193-1'-1644/6,(1-*1-&'(1)*+,-!-&6-!
L1 3*0-/2456-/! 2+5-'45/ 3&655/0>/(! -*! -&/! D65'.'-C! *1! 6! 46-/0-$! | |O5'F/!
@/3-*0!"#!1*11-&/1%,6./! X6,F(93-1G&'3&!,6'(/(16!4,'26!163'/14,/(+24-*0! *1!
D65.'-® @/3-*0! #'MUNI -&/! J6-/0-(! 93-! #0,;<[(4/3'1'3655C! (-6-/(! -&6-! -&/!
investigations under Section 12 “shall not be deemed in any way to warrant the
validity of any patent.”!!@/3-*0!U=I*1!-&/193-165(*!0!-&/!1*,2!*116!0/>6-'D/!
,>&-14,/D/0-0>1-&',.146,-'/( BO*-1&6D'0>!-&/13*0(/0-!*1!-&/!46-/0-1&*5./,B!1,*2!
26F'0>B!(/55'0>!*,1'24*'0>1-&/1(6'.14,* .+ 3-1*,1+('0>!-&/146-/0-/.14,*3/((! 1*,!
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+('0>1%1%11/,'0>1 1*,1 (/55! -&/1 4,* +3-1%2-6'0/.1 ", /3-5C! 2C! (+3&*8/(($! 8-!'(!
65(*1 26./1 (+?E/3-1 -*1 -&/1*-&/,1 4, *D'(*0(! *1! -&/1 93-$! 1 %&'(! (! D/,C! .'11/,/0-!
1,%21-&/1 (3&/2/1*11-&/1%,6./1 X6,F(193-1 6(1 3*0-6'0/.1'0! @/3-"*0! :=! -&/,/* 14!
@/3-*01"MNI-(/51!,6'(/(!(/D/,65!26,,'/,(1-*1-&/1> 60-1*116146-/0-146,-'3+56,5C!'0!
-&/13*0-/L-1*11486,263/+-'365!4,* +3-($!18-14,*3//.(1*0!-&/1 1**-'0>1'0D/0-"*0(!
6,/1/((/0-'655C!1*,14+75'312/0/1'-160.!-&6-GED/0-*0(! (&*+5.10%-146((1*16(!
'0D/O-"*0($! | %&/! 4+,4%(/1*11-&/1 5/>65! ,/>'2/1'01 -&/! 6,/61'(1 -*! [O(+ /1 -&6-1 -&/!
'0D/0-*0(! (&*+5.1 A0/1'-! -&/! 4+25'31 6-1 56,>/$! | %&/! 2/, />'(-,6-*0! *11 -&/!
46-/0-1 */(! 0*-1 >+6,60-//! -(! J((-603/! -*! (+2(/Q+/0-! 3&655/0>/($! ! %&/!
3&655/0>/1360172/1'01-&/11*,21*11613*+0-/,1356'2!'016! (+'-1*01-&/1>  *+0. (1(/-1*+-!
'01@/3-"*0!WU$!1]0./,!@/3-*0(10:160.10:19148/0-,65!g*D/,02/0-1360! (-/416-!
60C! -'2/! 2C! 'OD*F'0>! -&/! 4,*D'(*0! 1*,! 3*24+5(*,C! 5'3/03! ?C! G6C! *1!
0*-'1'36-"*0$! | %&/,/1*,/B! -&/! 163-! -&6-! -&/,/! '(! 6! 2/3&60'(2! -*! 3*0--&5!
2%0*4*5CI*116146-/0-1&*5./ M@/3-*01=U!60.! @/3-*0UB0N -*1 3*0- *514,'3/(!
M?C12/60(1*11-&/!. +>14,'3/13*0- *51* ./ NI G'55!0*-14,*-/3-160!'0D65'.1>,60-1 1!
46-/0-$

!

Y' $9%8&/! 45/6! *11 -&/1 456'0-'11! -&63AI(B/,/! '(! 6! 2+5-' B6C/,/.B! 2+575/D/5!
JL62'06-"*0! ¥11 -&/! *44*('-"+01 -*1 -&/1 > 60-1 *11 46-/0-1 -1 (&*+5.633*./.! -&/!
&'>&I(-1G/">&-6>B(10%-1/0-' /5CI 3*,,/3-$!%&/! 3*0-/0-"*0! -&6-1-&/,/!'(16! &/6DC!
2+,./01 %01 -&/1 ./1/0.60-! -*! '(3&6,>/! ('03/!'-! &6(! -*1 /(-675'(&! -&6-! -1 &6/(! 6!
(-*0>/,14,'261163'/136(/1*1!-&/1456'0-'111'(13*0-,6!'0.'36-/.1*11-&/!./3'(*0(!'0!
-&/1 3*0-/L-1 *11 @/3-'*0! #'WA! 'a/1/,/03/! 26C! ?/1 26./1 -*1 -&/1 ./3'(**0(! 'O!
V=:8#0#" (#H#H @#H.&* 1+ 36'U\' 4=0H5:"#0' U&"#%' 20H5:" E£@'
IPKA'IL'ISSSBI'#0 He-#G T'(3"6'N"B6]:84%'E, #H=0<'L)6'N"H8@'ABBB'C&%'
ABY=%G#,& N36I64+#,"# # (3"6'N"HABBQ'ODSR' (EL' SIB&BIRE OH, #' N#%'
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U#.&0H,#' 36' [#=0"'"%#1& APQMRII'ILL'JII  $80NV&&G.#+",)5-' N"H6' 36'
V,="%" N#3),#"),=&:" ("' N"H6' OIPXKR' IIK' LN@" XIK60.! >5:" #%=#0'
Broadcasting Corporation v. O’Neill (2006)229 ALR 457 '-!G6(!&/5.!-&6-&/!
./1/0.60-! 655/>'0>!'0D65".'-C! ?/6,(he onus of establishing that there is “a
serious question” to be tried on that issue. 804&Z#%' >5:" #%#="("*' N"H6' 36'
@)G.&'E.& #-&5"=G:'"?0G6'XX"?(@'B&B (! &/5.1-&6-1G&/,/!-&/'D65".'-C! * 116!
46-/0-!'(1 ,6'(/.! '0! 'O-/,5*3+-*,C! 4,*3//.'0>( , “the onus lies *0! -&/! 46,-C!
asserting invalidity to show that want of validity is a triable question.” 80!
>$3$)"N#$),#"),=&:'36'>0H,Z' (#,+#G&5"=G#%:'20G6'OH&G=:=)0F{B8&I' AA
ABBX')F".&' 6!6L)5,")F'>--&#%:'F),".&'I&H& #%'L=,G5=FHIDR&/! )*+,-!
*11944/65(1155*G/.!"-(1/6,5'/,1,+5'0>!"04&%=F=Z2'N"H6'36N)TN"HE6'ABK'/6 DH'
IDDP where it was held (at 1359): “In resisting a preliminary injunction,
&*G/D/,B!*0/10//.10*-1 26 F/! *+-16! 36(/! *1! 63-+65!'0D65"."-®dilnerability! (!
-&/"'((+/'6-!-&/'4,/5'2'06,C!"OE+030! (-6>/B!G&'5/!D65'.'-C!'(1-&/"'((+/16-!-,'65%!
%&/N (&*G'0>1*116! (+?(-60-'65! Q+/(-*0!6(!-*I'0D65".'-C!-&+(!,/Q+",/(!5/((14,**1!
than the clear and convincing showing necessary to establish invalidity itself.”
M/24&6('(! (+445'/.NBOErico Int’ll Corprn v. 85"&G'L),-,0'O 6!6L)5," )F'
>--&#%:'F),'".&'I&H&,#%'L=,G5="b' ABB®R'it was held that the “defendant
2+(-14+-11* -&! 6! (+?(-60-'65! Q+/(-*0!*1!'0D65"."-C! -*! (&*G! -&6-! -&/! 356'2(! 6-!
issue are vulnerable.” !

!

YUp! 80! -&/! 4,/(/0-! 36(/B! -&/! >,60-! *1! 6! 46-/0-1&1! 456'0-'11(! 1*,! P,5*-'0"?!
RC. *3&5*,"./16(16!2'L-+,/1*11] *5C2*,4&(19!60.!K!G'55!0*-1'4(*1 163-*!/0-'-5/!
-&/2!-*160!'0-/,'2!"0E+03-"*0!"1!-&/!./1/0.60-!'(16?5/1 -*1 (6-'(1C! -&/! 3*+,-! -&6-!
&1 06N, +(1QH/(-0-*12/1- 1. 6(1+1-&/'DB5'.'-CI*1!-&/14M)-3$% &/ +(/1?C!
the learned Single Judge of the expressions “strong credible challenge”,
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“arguable case” or that the defendants claim ?/'0>!0*-1+01*+0./.B! 3600*-! ?/!
-/,21.16(!D6>+/160.!"03*0('(-/0-! ('03/! -&/C! 3*0D/C! -&/! (62/! 2/60'0>!"0! -&/!
3*0-/L-1*11-&/trength of the defendant’s challenge.!

!

YY$!1%&/!1Q+/(-*01?/1*,/1-&'()*+,-I'('G&/0!360!"-1?/1(6".!-&6-!-&/!./1/0.60-!&6/(!
,6'(/.1613,/."?5/13&655/0>/1-*1-&/'D65".'-C!*116!46-/0-1&/5.1?C!-&/1456'0-'11!'0! 60!
'01,'0>/2/0-163-"*0T!1d+,'0>!-&/1 3*+,(/1 *1!-&/!16,>R/0-!"-! G6 (! (+>>/(-/.1 ?C!
3*+0(/5! -&6-! -&/! 3&655/0>/! &6.! -*1 ?2/1 ?*-&! (-,*0>! 60.! 3,/."?5/$! 95(*B! -&/!
/1/0.60-! ,/('(-'0>!-&/! >,60-! *1I'OE+03-*0! ?C! 3&655/0>'0>!-&/! D65".'-C! *1! -&/!
patent is at this stage required to show that the patent is “vulnerable” and th6-!

-&/! 3&655/0>/! ,6'(/(! 6¥serious substantial question” and a -,'6?5/! '((+/$!
I'-&*+-1'0.+5>'0>1'0! 60! /L/,3'(/!'0! (/260-'3(B! -&/! )*+,-| G&/0! 163/.! G'-&! 6!
4,6C/,! 1*,! >,60-! *1! 'OE+03-"*0! 60.! 6! 3*,,/(4*0.'0>! 45/6! *1! -&/! ./1/0.60-!
3&655/0>'0>!-&/!D65".'-CI*146&/0-!"-(/51B!2+(-1/0Q+",/!G&/-&/,!-&/!./1/0.60-
&6(!,6'(/.! 6!3,/."?5/13&655/0>/$!'1 80! *-&/,! G*,.(B!-&6-! G*+5.!'0! -&/! 3*0-/L-1 *1!
4&6,263/+-'365! 4,*.+3-(B! 'OD'-/! (3,+-'0C! *1! -&/! *,./,! >,60-'0>! 46-/0-! '0! -&/!
5>&-1*11@/3-*0!"M.N!60.!-&/' > *+0.(! (/-"*+I@/3-*0'WU!*1!-&/! J6-/0-(193-!
#O;<$! 9-1 -&'(1 (-6>/1 *11 3*+,(/! -&/V )*+,-1 '(1 O*-1 /L4/3-].} -*1 [L62'0/! -&/!
3&655/0>/1"0!'60C!>,/6-!./-6'5!60.!6,,'D/!6-16!./1'0'-/11'0.'0>1*0!-&/! Q+/(-"*0!*1!
D65'.'-C$! %&6-! G'55!&6D/!-*16G6'-!1-&/! -,'65%$!9-!1-&/!4,/(/0-! (-6>"*1'B*0
-&/1>,60-!*1160!'0-/,'2!"0E+03-"*0B!-&/!./1/0.60-1&6(!-*|(&*G!-&6-!-&/!146-/0-!-&6-!
&6(1?//01>,60-/.!"'(! D+50/,675/! -*1 3&655/0>/$! )*0(/Q+/0-5CB! -&'(!)*+,-! ,/E/3-(!
-&/! 3*0-/0-"*0(! *1! -&/! 456'0-'11(! *O! -&'(! '((+/! 60.! 611",2(! -&/! '24+>0/.!
E+.>2/0-1*11&/15/6,0/.!1@'0>5/1A+.>/$!

!
Defendant’s challenge to the validity of the patent'

W$HL&/! O/L-! Q+/(-"*0!''(! G&/-&/,! -&/' ./1/0.60-(! &6D/! '0! 163-! ?//0! 6?5/! -*!
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J2%0(-,6-/1 -&6-1 -&/, /N IL'(-! (/,"*+(! -,'6?5/! '((+/(! 3*03/,0'0>! -&/! D65".'-C! *1!
J6-/0-IH*$#OW;;U!> 604*1-&/1456'0-'11($!

!

Y: $%&/1456'0-'11(1(+?2'-1-&6-1646,-11,*212/,/5C!3&655/0>'0>!-&/!D65"."-C!*1!-&/!
46-/0->,60-/.'0!-&/',' 16D*+,B!-&/!./1/0.60-!&6.!0*-14,* +3/.160C! 26-/,'65! -*!
12*0(-,6-/' -&6-! -&/1 3*24*+0.1 1*,! G&'3&! -&/! 46-/0-! G6(! >,60-/.! G6(! O*-! 6!
0*D/5! '0D/0-*0! G'-&! 4,*D/.! /0&603/.! /11'363C! *D/,! -&/! 35*(/(-! 4,*,! 6,-$!!!
@'03/! -&/! 456'0-(LR6.! ./12*0(-,6-/.) (+33/((1+55C! 2/1* /! -&/1 )*0- *55/,! *1!
J6-/0-(1-&6-&/",13*24*+0.1G6(160!"0D/0-'D/! (-/41*D/,1-&/135*(/(-14,*,16,-B1-&/!
?+,./0!56C!*0!-&/!./10.60-!-*1 (&*G!-&6-!-&/!'0D/0-'D/! (-/4' G6(! *?D"™*+(!-*1 6!
4/,(*0!&6D'0>1*,.'06,C!(F'55!'0!-&/!6)*®-,6,C! -*! -&/1 356'2! *1! -&/! ./1/0.60-B!
P,5*-'0'?!IRC.,*3&*5*,"./13*+5.10*-1?/160-'3'46-/.!G'-&!,/1/,/03/'-*1-&/1 35*(/(-!

prior art EP’226. Methyl and ethynyl gro+4(16,/!.'11/,/0-160.!-&/! (+?(-'-+-"*0!
*11/-&COC5! G'-&!2/-&C5!'0! -&/! -&/-6! 4*(*-*0! 3*+5.1 0*-1 &6D/! ?//0! 60-'3'46-/.!
even by a person skilled in the art with reference to the EP’226 patent. !

!

58. On the other hand it is contended by the defendanSiebn 3(d) of the

Act introduced in 2005 has made dramatic changes to the patent law regime,
particularly, in the context of drugs and medicines. Unless the drug or
compound is proved to be of enhanced efficacy and is\antime step, the
patent is not grated. Where the compound is a new form of a known
substancéevergreening)unless it is shown to demonstrate enhanced efficacy,
the mere discovery of a new property or a new use would not entitle the
applicant for the grant of a patent. The derivativethe known substances
would also be considered as the same substances unless they differ
significantly in properties with regard to the efficacy.
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59. It is further submitted by the defendant that a perusal of the daded '

July 20070of the Contrder of Patents shows that the Controller confused the
concepts of inventive step, anticipation and obviousri®asn as regards the
question of efficacy the plaintiffs failed to produce relevant ddta.journals
referred to in the order of the Controlleertained to results of the research
conducted by or sponsored by OSI itself. Such studies could not, therefore,
have inspired credibility as regards the proof of enhanced efficacy of the
product over the closest prior art. Irrespective of the aboveissioms, the
defendant submits that tipeoduct claimed to be a combination of polymorphs
A and B was clearly anticipated by the closest prior Eirt226. It was also
anticipated in the earlier patents granted by the EU. It is submitted that the
claimedinvention was neither novel nor an inventive step over the closest prior
art.

!

WE!%&/162*D/! (+22'((*0(! &BD/1 2//013*0("./,/.$! 8-1'(10%-14*(("?5/!1-*1633/4-!

-&/! 3*0-/0-"*0! *1! -&/! 456'0-'1-&6-! -&/!' @/3-"*0! "M.N! .*/(! 0*-1 ?,'0%DC!
('>0'1'360-!3&60>M!-&/1J6-/0-(193-$! ' H*-1*05C! &6 (!-&/! (+?(-60-'D/1 4*,-"*Q1 * 1
@/3-"*0!"M.N!'0.'36-/.16! 3&60>/!'0! :<<Y!?+-1 BIU5606-*06&'3&! &6(! ?//0!

6../.1 644/6,(1-*146,-'3+56,5C! -6,>/-1 4&6,263/+-'365! 4,* +3-($(BBH,6>/(!
/D/,>,//0'0>! 60. ! 4,/D/0-(! (+3&! ./,'D6-'D/! *,! *-&/,1 1* 2(1 *1! -&/! 65,/6.C!
46-/0-1.1 4, +3-12/'0> > 60-/.! 46-/0-1 +05/((! -&/! .1,'D6-'DI(1*,1 *-&/,1 1*,2 (!
“differ significantly in properties in regard to efficacy.” The plaintiff(!3*0-/(-!
-&/'6,>+2/0-1-&6-!P,5*-'0"?!RC.,*3&5*,"./"'(16!./,'D6-'D/1*11d0*GO{+?(-603/!
EP’226%$! IR*G/D/,B! '-! 644/6,(! -&6-! -&/! 35*(/(-! 4,"*,1 6,-| */(! -/638&! -&/!
3*24*+0.11* 1G&'3&!46-/0-1&6(1?//01>,60-/.1-*1-&/1456'0-' 1L BgR/,/1*,/B1+05/((!

-&/1/0&603/.1/11'363C!6(!260.6-/.! ?2C! @/3-*0!"M.N! G6(! ./2*0(-,6= 46-/0-!
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3*+5.10*-1&6D/!?//0!>,60-$!! %&/!/1/0.60-! &6(! ?//0!675/!-*1 (&*G!-&6-1*,./,!
*1! -&/! )*0-,*55/,! *1! J6-/0-(! G6(! 6,>+6?5C! ./1'3'/0-! *O! -&'(! 6(4F3-%&/!
/1/0.60-!-&/,/1* /! 2+(-1?/'-6F/0! -*1 &6D/! ,6'(/.! 6! 3,/."?5/! 3&655/0>/! -*1 -&/!
D65'.'-C!*1!-&/146-/0-$

!

¢ P567*,6-/! 6,>+2/0-(! &6D/! /70! 6.../((/.! *O! G&/-&/,! P,5*-'0"?!
RC. *3&5*,"./1G6(1*05C6!2*.'1'/.11* 21*11g/1'-'0"?$  1%&/'1*,./,1*11-&/1J6-/0-!
)*0-,*55/,1,/1/, (!-*!EP 226 which G6(,/5'/.144*0!?C!-&/!./1/0.60-!-*I(+>>/(-!
-&6-1-&/12*5/3+5/1 (-,+3-+,/1*1!-&/! (+46-/0-1G6(! ('2'56,!-*1-&%/!.'(35*(/.1"0!
-&/'61*,/2/0-*0/.146-/0-$ 1'80!*-&/,! G*,.(B!'-!G6(13*0-/0./.1?C!-&/!./1/0.60-!
-&6-! -&/! (+?(-'-+-"*0! *1! X/-&C5! G'-&! P-&COC5! G*+5.1 2/1 *?D"™* 614/ *O!
(F'55/.1'01-&/16,-!G&/0!-&/1 35*%(/(-14,™*,!6,-I'(1-6F/0!-*1?/1g/1'-'0"?! G&'3&! G6(!
356'2/. lin EP 226. It is sought to be contended by the plaintiff(!*0!-&/1*-&/,!
&60.! -&6-! P,5*-0"RC.,*3&5*%,"./! G6(! 6! ./,'D6-'D/! *1! 60*-&/,! .'(35*(/.!
3*24*+0.le!(-,+3-+,/'NL6245/1 Y#N!60.10*-1g/1'-'0"?8!!'(1 (+?2'--/.1-&6-1-&/!
.11/0.60-!(&*+5.10*-1?/14/,2'--/ .1?C!6!./D'3/*1!,/D/,(/!/0>'0//,'0>!-*1356'2!
-&6-1-&/!(+?(-'-+-"*0!*1!X/-&C5!?C!P-&COC5!G6 (1*?D"™*+($!!

!

WS E1&36'>-) "&Z0O 6!6L)5,")F'>--&#%b' ABBXXIRB-1G6(!&/5.!-&6-11*,!
-&/1 -/ (-1 *11 *?2D*+(0/((! *05C! 6! ,/6(*067?5/! /L4/3-6-"*0! *1! (+33/((! 60.! Bt 6!
>+6,60-//!"(10//./.$!80 1>3&0"=36'N5-=00"6!6L)5,")F'>--&#%b' ABBJOBR-!
was held that “where the prior art gives the reason or motivation to make the
claimed compositions, creates a prima facie case of obviousness.”!

I

W"B33*,.'0>1-*1-&/1./1/0.60- !G'-&!,/1/,/03/!-*!-&/146-/0-1&/5.1?C!-&/1456'0-'11!
1*,1 P,5*-'0"?! RC.,*3&5*,"./1 6(! 6! 3*2?'06-*0! *11J*5C2*,4&(! 9! 60.! KB-&/!
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closest prior art is a molecule structure disclosed in EP ‘226 which was the
46-/0-! >,60-/.! -*I h/0/36! b'2'-/.$! | %&/! J6-/0-! )*0-,*55/,! *+>&-! -*! &6D/!
examined EP ‘226 when examining the claim of the plaintiff. According to the
defendant the closest prior art EP ‘226 patent disclose. !16!2*5/3+5/!(-,+3-+,/!"0!
6!Z+'06S*5'0/!./,'D6-'D/! G'-&! X/-&C5! > *+416-1-&/1-&', .1 4*(-*0$! 1 8-!'(! (-6-/.!
-&6-1 (+3&! (+?(-'-+-"*0!"'(1*?D"™*+(!-*14/,(*0(! (F'55/.1'0{&/16,-160.! -&6-1 4/,(*O(!
G'(&0>!-*1*?2-6'0!1+,-&/,!13*24*+0.(1&6D'0>160/3603/,!4,*4/,-'/(1G*+5.1&6D/!
?//0! /6('5C! 2*-'D6-/.! -*1 (+?(-'-+-/1 2/-&C5! G'-&! -&/! (4/3'1'3655C! .'(35*(/.!
[-&COC5! >*+4%! | 8-1 '@(-! -&6-! 2/-&C5! 60.! /-&COC5! 6,/! 0*,2655C! +(/.!
'0-/,3&60>/6?5C!'0!3&/2'365!6,-(1?/36+(/!-&/C!(&6,/'3*22*0!6--,"?+H/($

I

WB%&/1456'0-'01¥0!-&/1*-&/,1&60.! &®/ claborately argued on the “teaching,
(+>>/(-*0! 60.! -&/! motivation to try” ! M%@XIN!! 60.! (+?2'--/.! -&6-! -&/!
'0D/0-'D/! (-/4!'0! -&/! 46-/0-! >,60-/.1 -*I"-1'(1'0' 4,*D".'0>! 6! 3*24*+0.! G&'3&!
(&*G(1'24,*D/.1/11'363C!'0!'-(1-,/6-2/0-1*11D6,*+(1 3603/,($! 1 %&/! (-6-/1*1!16,-!
*0!1-&/14,*'-C1.6-/1*11-&/146-/0-1G6(!g/1'-'0'?$!%&/!"'0D/0-'D/!(-/4!'0!-&/146-/0-!
>*[ (1?/C*0.!-&/' (-6-/1*116,-16(!./2*0(-,6-/.! ?7C! -&/1 4+?5'(&/.16,-'35/(!'0! -&/!
E*+,065(84! G6(! 6,>+/.!1-&6-!1Vd9! 60.4&/!d,+>! a/>+56-*,1 *1! -&/1 3*03/,0/.!
P+,*4/60!6>/03C!.",/3-/.!1G'-&.,6 G65!*1!-&/1655/>/.14,'*,16,¢/1'-'0"?$!!80!163-!
/D/0!'9( -,650/36!6>,//.1-* 1-&/1(62/$!!8-165(*!.".10*-1*?E/3-B!'0!60C! ,/>*0! *1!
-&/1G*,5.B!-*1-&/1456'0-'11!?/'0>!>,60-/.146-/0-1 1* ! P,5*IBC.,*3&5*,"./ $!!8-!
'(1+,>/.1-&6-!-&/"1*?D"™*+(1'01,/03/! G6(!-&6-!P,5*-'0'RC.,*3&5*,"./! G6(!16,!
?/--1,I'01/0&603/.1/11'363C!-&60!g/1'-'0" 28" (I-&/,/1*,/'+,>/ .1-&6-16!14/,(*0!*1!
*,.'06,C! (F'550!-&/16,-! G*+5.11'0.10*1 2*-'D6-*0! 6-1 655! -*! ,/4563/! -&/! 2/-&C5!
> *+416-14*('-*0!"1 ?2C! @' /-&COC5! > *+43$! 1 8-1'(1 1+,-&/,! 6,>+/.! -&6-! /D/0! '1! 6!
4/,(*0! *1!*,.'06,C! (F'55! 6--/24-/.1 -*1 2*'1C! PL6245/! Y#! *LEP ‘226, the
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2*-'D6-"*0!G*+5.1?2/1-*¥12* "1CIW!* 1;14*(*-"*0(10*-1-&/!-&',.14*(*-*0$! ! PD/0!'1!
(+3&!4/,(*0'G6(! 2*-'D6-/.1-*13&60>/1-&/! (+?(-'-+-*00!-&/! -&', .1 4*(*-"*0! -&/!
3&*'3/1G*+5.1?2/161&5*>/01(+3&!6!3&5*,'0/1603+*,'0/!60.10*-1/-&COCH$

!

W$!180! -& D'/G! *1! -&'(! )*+,-B! 6?6,/ 4/,+(65! *1! -&/! *,./,! *1! -&/! J6-/0-!

) *0-,*55/,! G*+5.1 '0.'36-/! -&6-! 0/'-&/,! *1! -&f 67*D/! 6,>+2/0-(! &g! ?//0!
3*0("./,/. B!60.!'0!60C!/D/0-!0*-1'0!-&/!./-6'5/.12600/,!'0! G&'3&! -&/C! &6D/!
?//016.D603/.1 2/1* /1 -&'(1)*+,- $!18-1'(14/,1/BC! 4*(("?5/! -&6-! -&/!)*0-,*55/,!
&6.10*1*336("*0! -*!1 3*0("./,! (+3&! 6,>+2/0-16(! -1 G6(! 0*-! ,6'(/.! ?/1*,/ &2 $!
%&6-!'(14/,&64(!-&/1D/,C!4+,4*¢1)-&/'5/>'(56-+,/14/,2'--'0>16!1 3&655/0>/1 ?C! 6!
./1/0.60-! -*1-&/ID65".'-C!*1!6!46-/03!'60(G/,!-*160"01,'0>/2/0-! ( +'-B!/D/O!"1!
(+3&!./1/0.60-1&6.10*-1/6,5'/,! ,6'(/.! 60! *44*(*-*0! /'-&/,! 6-14,/ 7,60-1*,!-&/!
4*(-7>,60-! (-6>($! %&/,/1*,/6! 46-/0-! G&'3&! (+,D'V-&/! 4,/ 7>,60-1 60.! 4*(7

> 60-! 3&655/0>/(! 360! (-'55! ?/! 26./' D+50/,67?5/! *0! > *+0.(!.'"11/,/0-! 1,*2! -&/!
*0/(1,6'(/.! 6-1-&*(/'(-6>/($¥&/!1163-1-&6-!-&/13&655/@E0!>,*+0. (10*-1+,>/.!
6-1-&*(/'(-6>/(B!G*+5.15/0.!3,/."?'5"-CI-*1-&/13&655/0>/$:&813&655/0>/!'{0!
-&/1(62/'>*+0. (13*0('./,/.'60.1,/E/3-/.1?C!-&/")*0-,*55/, 1*11J6-/0-(B!-&/0!*1!
3*+,(/B!-&/1?+,./0!*0!-&/1./1/0.60-! -*1./2*0(-,6-/!13,/."?'5'-C!*1!-&/13&655/0>/!
G*+5.1?2/13*0("./,6?5CK'>&/,1./>,//$ !

I

W&/, /16,/1*-&/,1163-*,(14*'0-/.1*+-1?2C!-&/! ./1/0.60-!-*1 /0./,! -&/! 46-/0-!
D+50/,675/! -*3&655/0>/$! 8-! '(! (+?2'--/.1 -&6-! -&/! )*0-,*55/,! *1! J6-/0-(! &6(!
3*01+(/.! -&/" -/(-(! *1!'OD/O-'D/O/((! G'-&! *?D"™+(0/((¢# ! V*,! '0(-603/! *-1 '(!
observed by the Controller that “sometimes the modification in the prior art
-13&0*5*>'/(1 G&'3&! 644/6,! -*1 ?/1 2'0*,1 26C!?,'0>! >,/6-! ,/D*5+-"*0(! '0! -&/!

G*,5.1G&'3&! 3*+5.10/D/,! ?/14,/.'3-/.1 ?C! -& society of intellectuals ........”
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%&'@'-!"'(14*'0-/.1*+- Bis really about ‘anticipation’ and not ‘obviousness’. !8-!
G6(! 0*-1/0*+>&! 1*,! -&/1 456'0-'11(! -*! (&*G! -&6-! -&/! ./1/0.60-! G6(! +0675/! -*!
‘anticipate’ the product in question by starting from the closest! 4,"*,! 6,-!
EP’226. The plaintiffs had still to show that it would not have been obvious to
-&/'4/,(*0'&6D'0>!1*,.'06,C! (F'55!'0!-&/!16 a$8'603/!'(14563/.!*0!-&/! ./3'("*0(!
'0!'1.=,&' V=)G.&+' 36' U=0="*")F' 4&#%"ABBK' /L' IDK-*! +0./,(3*,/! -&/!
S11/,/03/" ?/-G //0! 0*D/5-C! 60.! *?D*+(0/(($! %&/! .'11/,/03/' ?/-G//0O!
60-'3'46-*0! 60.! *?D"*+(0/((!'(! ?,*+>&-!*+-1"0! -&/! ./3'("™*O(! *0".)0'Va' 36'
I+=". 'c %=0&'V&&G!H#ABBa3 c'4N'JP !60.!c!@'?0"&,0#"=)0#%'L)+-#0*36'
E&%N&FIIEZ!''O ABB@R

I

W$P6&/!./3'(*0! '0lc!@' ?0"&,0# YO#YR26F/(16! 3*0(3*+(1./46,-+,/11,*2!-&/!
,>'.'-Cl'0!-&/16445'36-*0!*1!-89b@X/(-16445'/.1-*1./-/,2'0/!'11-&/!"'0D/0-"*0!

'0! Q+/(-*0!''(1 46-/0-6?75/8-! G6(! *?(/,D/.! -&/,/O ' MYY<! |@! #! 6-! #YWhe
*?D"™+(0/((! 6065C('(! 3600*-! ?/1 3*01'0/.! -*! 6! 1*,265'(-'3*B3/4-"*0! *1! -&/!
G*,.(! -/63&'0>B! (+>>/(-"*0! 60.! 2*-'D6-*0! *,! ?C! *D/,/24&6('(! *O! -&/!
importance of published articles and the explicit content of issued patents...... !
>,60-'0>146-/0-14,*-/3-*0!-*16.D6031-&6-!G*+5.1*33+,!'0!-&/!*,.'06,C!3*+,(/B!
G'-&*+-1 /65! '00*D6-"*0! ,/-6,(! 4,*>,/((! 60.! 26C B'0! -&/! 36(/! *1! 46-/0¢!
3*2?'0'0>!4,/D*+(5CF0*G0Y5/2/0-( B./4,'D/'4,*1'0D/0-*0(!*1!-&/',!D65+/!

or utility.”!

I

W$9%04!3,'-'3'(2! ?C!-&/1./1/0.60-F1!-&/1*,./,1*11-&/1)*0-,*55/,1*1136-/0-(!'(B!
'01-&/ID'/GI*11-&'(1)*+,-BI0O*-1G'-&*+-12/,'-$!%&/")*0-,*55/,116'5/.1-*1644.,/3'6-/!
-&6-1-&/146-/0-1G68b6'2/. 1(4/3'1'3655C!*0! PL6245/!:<160.!-&/,/1* /1 (-**.1*0!
6! 1**-'0>!1."11/,/0-1 1,*2! -&6-! >,60-/.! -*! -&/1 456'0-'A 0! *-&/,! 3*+0-,'/($! %&/!
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4*'0-167*+-1-&/13,/.'"?'5'-CI *11 -&/1 6. 35/( 4+75'(&/.1'0! -&/' E*+,065(! ?/'0>! -&/!
4% +3-1%11 /(/6,3&/.1(4*0(*,/.1?C1I56'0-'11!H*$:!" @8!G6(10*-1/D/0!0*-'3/.12C!
-&/")*0-,*55/,! *1! J6-/0-($! %&/! /0-',/! .'(3+(("**O! *O! -&/! 6(4/3-! *1! /0&603/.!
/11'363CI'e&/N*,./,! *11-&/1)*0-,*55/,I'(15'2'-/.1-*1612/0-" *0!*1!-&/(/!6,-'35/($!
95(*B!'0!-&/!*,./,1.6-/.1U M A+5C!:<<;1*11-&/1)*0-,*55/,1*11 J6-/0-&/,/! (1 60!
'03*245/-/! (/0-/03/! G&/O! -&/,/! '(! 6! ,/1/,/03/! -*1 -&/! ./3'.1.1 36(/(B!! Y&/
60*265C! *H&/! 4,/ 7>,60-1 *44*(-*01 2/'0>! .'(4*(/.1*1! *05CH0! U4 A+5C!:<<;!
G&/,/6(1-&/46-/0-3/,-'1'36-/I"(1*1!:" - IV/?,+6,C!:<<;!,/26'0(!+0/L456'0/.$!81!
'-1G6(1'0./1.16'4,/ 7>,60-1*44*(-*0!-&6-1G6(!?/'0>!,/E/3-/.B!"-!I'(13*03/'D6?5/!
-&6-!-&/13/,-'1'36-/1G*+5.14716-/""-$!!

!

VB! P567*,6-/1 6,>+2/0-(! G/,/! 6..,/((/.! *0! -&/! Q+/(-*0! *11 ? 65603/ *1!
3*0D/0'/03/! *0! -&/! >*+0.! -&6-! -&/! E+.>2/0-! *1! -&/! R*+(/! *1! b*,.(! '0!
>+&,=G#0' L#O#+=H,/Q+"/(! (+3&! 163-*,1 -*12/1 3*0("./,/.1 *03/1 *-1'(! (&*GO!
-&6-1-&/1.626>/(1G*+5.10*-14,*D"./160!6./Q+6-/',/2/.C!-*1-&/1456'0-'11!'0! - &/!
/D/O-1*1!"-1(+33//.'0>! 6-!-&/! -,'65%! 80! -&/! 3*0("./,/.' D'/G! *1!-&'(! )*+,-B! -&'(!
6(4/3-10//.10*-1 2/'/L62'0/.1'0! -&/! 4,/(/0-! 36(/! 1*,! 2*,/1 -&60! *0/! ,/6(*0%!
V',(-B1-&/1456'0-'11(1&6D/B! 1*,1-&/! /6(*0(!.'(3+((/.1/6,5'/,BI 16'5/.1-*1 26 F/1*+-16!
4,'261163'136(/1'01-&/',116D*+,$!PD/0!' 116 ((+2/.1-&6-!-&/C!&6D/B!'0!D'/G!*1!
-&/' 163-! -&6-! -&/! ./1/0.60-! &6(! ,6'(/.! 6! 3,/."?5/1 3&655/0>/! -&6-! ,/0./,(! -&/!
patent’s validity vulnerable, -&/! Q+/(-*0!*1!?65603/!*1!3*0D/0'/03/! .*/(! 0*-!
6,'(/'?/36+(/'35/6,5C!-&/")*+,-1G'55!0*-B! 6-1-&/!'0-/,5*3H<E/' G'-&*+-1-&/!
36(/1>*'0>1-*1-'65B!3*2/!1-*1-&/16'.1*116!&*5./,1*116146-/0-1*1! . *+?-1+5!D65"."-C!
(/[F'0>1-*1/01*,3/!(+3&!46-/0-8!

!

70. Onesubmission oDr. Singhvi thatneeds to be dealt with at this stage is
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whether the statements made by an applit@ana patent inthe applications
made by such applicant ather countriesvould be permitted to be looked into

by the Controller of Patents while examining such applicaiR@ierence was
made to the decision iii./. Group Automotive System v. V.D. North America

375 F 3d 1126 and the decisiodated 2° August 2006 of the Court of Appeals

in Pfizer v. Ranbaxy (06-1179). This Court is unable to accept the above
submission. A perusal of the definition of “new invention” in Section 2(1) (1)
indicates thathe invention or technicality for which a patent is sought should
not have been anticipated “by publication in any document or used in the
country or elsewhere in the world before the date of filing of a patent
application with complete subscriptions, ,i.the subject matter is not filed in
public domain so that it does not form part of the state of the art”. The phrase
“public domain” and “state of the art” have thereforeto admit of a widescope
given the legislative intent in introducing the above mgén by the
Amendment Act, 2005. It appears that this was introduced in
acknowledgement of the fact that a claim by an applicant for a patent anywhere
in the world and the statements made therein would be relevarthdor
authority in India determiningvhether the inventioglaimed is indeed aew
invention. With theeasy availability of information on the internet, is
possible for the patents authorities in this country to ascertain what irs fact
the closest prior adnd which is a known substandestatement made by the
applicant while prosecuting a patent application in any country would certainly
be a relevant material to be considered. The decisions cited by learned counsel
are not relevant in this context as the law in this country is godempehe
Patents Act 197Qvhich requires the applicant to make a full disclosure as
noticed hereinbefore.
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71. The discussion on this aspect is concluded by concurring with the learned
Single Judge that, assuming that the plaintiffs held a patent forrolaeigb

which was the subject matter of the suit for infringement, the defendant has
raised a credible challenge to the validity of the patent by raising a serious

triable and substantial question that renders it vulnerable to challenge.

(5%$%=G'?0"&,&:"

72. That brings us to the lasubmission of the plaintiffeshich is that the
learned Single Judge had applied principles not known to law in refusing
injunction. The issues of public interest and pricing were not germane or
relevant in the context of patelaw. Public interest on the other hand
required protecting a validly granted patent. The question of availability of
the drug at affordable price was provided for in the Patents Act, 1970 by
way of provisions for compulsory licencing. Since the legisaintent

was to grant a monopoly to the patent holder for at least the first three years
after the grant of patent to enable it to recover the enormous costs incurred
in research and development of the product, the court should not override
such legislave intent on the basis of untested principlBse argument of

the plaintiff is that if the rights of a patentee are not respected then it would
be contrary to the public interest of encouraging further research. Further it
would discourage the requiremt of disclosure which inheres in patent
regime thereby creating a situation where opportunity of further innovation
based on fundamental research on an existing patent product/process would
be lost or unduly deferred.

!

; "$B0!6--63FGH! 65(*1 2*+0-/.1*0 1-&/1'24+>0/.1*,./,1*11-&/!5/6,0/.! (0>5/!
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-&/,11% ]V 65(*I2/1 -6F/01-*1 2/1 ‘01 -&/! 4+25'31'0-/,/(-$! 1 8-1'(1 (+22'--/.! -&6-1 -&/!
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'OD/(-/.13*0("./,625/! (+2($!1KCI3*0-,6(-BI6!>/MB!. +>1260+163-+,/,1&6(15'--5/!
* 101 /(/6,3&!60.!./D/5*4 2/0-13* (-(BY&/,/1*,/1 6(1 6! ,+5/! -&/) 3*4'/,| G*+5.]
65G6C(14,'3/!-(14,*.+3-(15*G/,1-&60!-&/'0D/0-* $1!!!

!

:US$! %/! 456'0-'118%0-/0. -&6-! -&/1 4,*D'(*0(! *1! -&/! P((/O-'65! }*22*."-'/(!
93-BI#OYMP)ING'55! 6445C! -* 4&6,263/+-'365! ., +>(16(! G/55$! 8-1'(1 (+72'--/.
-&6-1-&/1)/0-,65! g*D/,02/ 0-1 360! 65(*1 -6F/! ,/3*+,(/! -*1 -&/1 .[D'3/1*1Bld ,+>!
J3,3/1) *0-*50 ./, IMdJ) NI 1,62/.1 +0./, @/3-*0!"  |P)9!-*11'L!-&/! 26,F/-!
(65/14,'3/1'01/(4/3-1%112+5F!, +>(17%-&11*,1(3&/.+5/.16(!G/55!6(!0XB&/. +5/.!
1% 2+56-*0($8-!'(1633*,.'0>5C! (+22'--/.1-&6-1-&/|E+.>2/0-1*11-&/1|@! @+4,/2/!
) +,-1'01 ; 'V#*'36'U&;ZG.#0<& dISQ" I'DDKOABBX&R(!-* 2/1+0./,(-**. 1'0!
-&/1 3*0-/L-1 *1+&/,/12/'0>1 0*1 4,*D'(*0! +0./,! -&/1 92 /,'360! 56G! /'-&/,! 1*,!
>,60-'0>! 60C! ,'>&-! -*I -&/! g*D/,02/0-}*1 3+0- *51 -&/1 4,'3/('0! -&/! 2600/,!
'0.'36-/.BI*,1 614*G/,1+0./,| @/3-"*0!U;*11-&/1J6-/0-(193-BI#O <!>, 60-146-/0-(!
(+7E/3-1-*13%0.-*0(I'035+.'0>1+(/1¥11-&/14,*3/((1?C!-&/'>*D/,02/0-4,1/D/0! 6!
4,/ 7>,60-1 *44%(-"*01 6F'0! -*1 @/3-"+0! 1Y MAN! -&/! 93-$18-1 (! (+72'--/.1 -&6-!
4+72531'0-/,/(-! '0! 5*G! 3*(-! >/0/,65! ., +>(1 &6(! -*! 2/1?65603/.! 2C! -&A+7?5'3!
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FAO (0.S.) No. 188/2008 Page 47 of 57



J(/16,3&!'0! .'(3*D/,'0>!-&/! ., +>! *+-G/'>&(!-&/1 4+75'3!'0-/,/(-1'0! *?-6'0'0>! 6!
5*G!13*(-1>/0/,'3!.,+>$!a/5603/!'(14563/.1*0!-&/IE+.>2/0-1*11-&/!d'(-,'3-1)*+,-!
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JOAQ' O4>>R' OER(#*%&::"' 1.)&)5,G& ?0G6' 36' @&&$)T' ?0"&,0#"NOHB'
@®PK'/6AH'PIRBO.!'#0)F=-"1*0".&%#%) '36">-)"&ZCGQB'6DH'IDX&R

I

; Y$R6&/! ./1/0.60-1 *0!-&/1 *-&/,' &60.! 3*+0-/,(! -&'(! (+?2'(("0! ?CY(+?2'--'0>
-&6-4,'3'0>1G*+5.1'0.//.1?/16!,/5/D60-13*0("./,6-*0 (!'0!./-/,2'0'0>!G&/-&/,!
-&/!1>,60-1*1160!'0E+03-"*0!G*+&D/,(/5C!611/3-!-&/!/6(C!6D6'56?*8Ha15" 1/!
(6D'0>!, +>%a/5'603/!'(14563/.1 *0! -&/! ./3'("*0(!'0! 7)3#,"=:">" 36" U&.#,'

(.#,+#' ABBJ' ODBR' (EL'IXBOV)+6R#01' 2#3&," 45&+&," 36' 7&8" 9#..'
;0<=0&&,:>?@"' IPPQ' C&Y'GDR @5::&%' G%3F "6C6!&#,%&' OIPQQR' /%&&"
" &&" (#'&0"'N#8'@&-),""IASD

; VB! %&'(1 3*+,-1'(1 +06?5/! 683/4-! -&! (+?2'(("*0 (! *1!-&/! 456'0-'11(! *O! -&'(!
6(4/3-8%&/! 62/0.2/0-! -*I -&/! J6-/0-! 93-1 #O;<!'0! :<<Y!'0-,*.+3/.! @/3-"*0!
="M/N!G&'3&!(-6-/(!-&6-162*0>!-&/!>/0/,65!4,'03'45/(16445'36?5/!-*1-&/' G*,F'0>!
*1146-/0-/.1"0D/0-"*0(!,/>6,.! (&655! ?/! &6 .¥that patents!>,60-/.!.*10*-1'0!60C!

way prohibit Central Government in taking measures to promote public health”

and under Section 83 (g) “that patents are granted to make the benefit of the
patented invention available at reasonably affordable prices to the public.”!

] 0./)@/3-*0!=U!62*0>!-&/!>,*+0.(1*0!G&'3&!6!4/,(*0!360!(//F!6!3*24+5(*,C!
licence on a patent is that “the patented invention is not available to the public

at reasonably affordable price.” The element of public interest is therefore 0*-!
65'/0!-*1-&/1(3&/2/1*1!-&/'36-/0-(193-1#0O;<$!

!
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51 %8&/! 644,*63&! *1!-&/15/6,0/.! @'0>5/! A+.>/' G6(! 0*-!'03*0('(-/0-! G'-&! -&/!
E+.'3'65! ./3'(*0(1 *0! -&'(! 6(4/3-$! 8001’ 2#3&,' 4&5+&," '0! -&/! 3*0-/L-! *1!
?65603/!*113*0D/0'/03/""-1G6(!1*?(/,D/.!\M98aB!4$!=; N\

I “33. Balance of conveni/03/! &6(! 65(*! 60! '24*,-60-! ,*5/! -*I 456C$!
@-+5-'1'36-"*0! *1! ./1/0.60-(! 'OD/(-2/0-B! 5*((! *1! /245*C2/0-B! 4+7?5'3!
'0-/,/(-1"0!-&/'4,* +3-IM(+3&!6!5'1/1(6D'0>!.,+>NB!4,*.+3-1Q+65'-C! 3*+45/.!
G'-&!4,'3/B!*,1-&/!./1/0.60-! ?/'0>! (2655/,!'0! ('S/B! 26 C! >*!1 6>6'0(-! -&/!
456'0-'115

!

78.In Novartis AGthe Bombay High Court was considering a case where the

defendant challenged the grant in favour of the plaintiff of exclusive marketing

rights (EMR) in respect of a drug Imatinib the ground of lack of novelty. In

refusinginjunction to the plaintiff it was observed (PTC, pp.41773!)

“28. A comparison of what is stated in the application submitted

by plaintiffs in Canada for the patent in 1993 and the contents of
paragraph 10, in my opinion, definitely raises a serioustigmes

as to whether the product in relation to which EMR has been
granted is really a new product or not. In paragraph 8 of the plaint,
the plaintiffs describe the invention as B crystalline form of
Imatinib Mesylate. In paragraph 10, the plaintiffs adnmatt
Imatinib Mesylate crystals were found to be in two forvdpha

(a) and Beta (B). Alpha was needle shaped. Beta was found to be
thermodynamically stable and was prepared for use in
pharmaceutical preparations. Perusal of the application submitted
by the plaintiffs in 1993 for patent in Canada shows that the
plaintiffs have disclosed the compound as well as its salt. Beta
crystals are clearly disclosed in the application. Therefore, in my
opinion, apart from other challenges, this challenge can définite
be said to be serious insofar as the validity of EMR granted is

concerned and if that be so, in terms of the law that appears to be
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settled referred to above, the EMR being of recent origin, the
plaintiffs would not be entitled to the temporary injunntsought.

It is further to be seen here that in the present case, it cannot be
said that even if the plaintiffs ultimately succeed, the loss or injury
that may be caused to the plaintiffs is not incapable of being
compensated in terms of money. Indeed, the plaint, the
plaintiffs have worked out loss suffered by them and have in fact
sought a monetary decree in relation thereto. In my opirien,
aspect of balance of convenience has also to be answered in
favour of the defendants, especially because the drug in
relation to which EMR is granted is a anti-cancer drug, is a

life saving drug and the plaintiffs do not manufacture the

drug in India but import it from foreign country. The
defendants have stated that the demand of capsules is over
30,00,000 pemonth. This does not appear to have been disputed
by the plaintiffs. It is clear that the demand of this drug in India is
very large, it is a life saving drug. The defendants manufacture the
drug in India. The plaintiffs do not manufacture the drug indndi
They state that they will import required quantity of the drug from
a foreign country. Therefore, the plaintiffs will rely entirely on the
international transport system for making the drug available in
India in required quantityl.n case interim injunction is granted

in favour of the plaintiffs, the manufacturing and marketing
network of the defendants so far as the drug is concerned
would be dismantled. |f due to any problem, the plaintiffs
cannot make available the drug in required quantity in India,

it obviously will be disastrous for the patients. This
consequence is foreseeable, therefore in my opinion, the Court
should not pass any interim order which may possibly lead to such
a situation. In my opinion, the aspect of the difference in price of
the product of the plaintiffs and the defendants also cannot be
ignored, especially at the stage of considering the question

whether the plaintiffs are entitled to any interim relief.”
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;0$!18@)5::&%' GY%#E plaintiffs were a company which held a licenoder

a patent whiclgave them exclusive righto sellin the United Kingdontwo

drugs, an amide base and a phosphate salt, both giving rise to the same active
ingredient in the body. The first defendants began to sell the phosphatic salt in
July 1976 andhe plaintiffs soughtjnter alig an interlocutory injunction to
restrainthe sale. The plaintiff’s sale of the amide base represented 2.2 per cent

of their total U.K. sales. They did not market the phosphate salt though they
had plans to do sdn certan cases of heart disease the drugs could be life
saving and on other drugs were directly comparaldlee High Court while
refusing injunction dwelt on the aspect of the drug being a life saving one. It
was noticed that there wase other drug available wth was comparable with

the drug in questioand ha the same effectt was held this aspect and the
fact thatpatients suffering from heart disease may easily be suspicious of a
new drug andoe adversely affected by having to change from one drug to
anoher had to be “taken into account when considering the balance of
convenience and whether in all the circumstances the discretion of the court
should be exercised to grant an injunction.” On the aspect of availability of a

life saving drug it was held:

“Finally, therefore, | come to the interesting and, | think novel
point as to whether this court ought ever and, in particular, in this
case to exercise its discretion to grant an injunction the effect of
which will be, temporarily at any rate, to deprivemieers of the
public of the benefit of a litsaving drug which may be
prescribed’ for otherwise fatal heart diseases. In fairness to Mr.
Aldous and the plaintiffs, | should say that it was made clear that
if the proper conclusion was that this drug irsfion was unique
they would not feel it right to contend that an injunction should be
granted in such a case. It would, of course, be simple, subject to
the practical difficulties of distribution, which could probably be
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got over, to make a limited injunon ensuring that patients
already on the drug in question continued to be supplied with it. |
do not think, however, that such a limitation can deal with the real
point, which is whether members of the public, whether they are
already patients on the dywr not, should be deprived of the
benefit of it. | think this must be a question for decision in the
particular circumstances of each case, though | feel that the onus
in such cases must be very heavily on the plaintiffs to show that
there is little, ifany, likelihood of the public being injured by their
inability to obtain the drug in question when necessary. A life
saving drug is in an exceptional position. There are often cases
where a number of drugs exist alongside each other and are in
general allequally efficacious for a particular ailment or disease.

If the evidence shows it to be the fact that there may well be cases
where it would make little, if any, difference to the public, apart
from satisfying personal preference, whether a particularwdasg

no longer available or not, then in such a case it may well be
proper to grant an injunction. At the other end of the scale,
however, there is the unique k&aving drug where, in my
judgment, it is at least very doubtful if the court in its disoreti
ever ought to grant an injunction and | cannot at present think of
any circumstances where it should. There are infinite variation
between these two limits. The present case is very near to the
unigue end, because the soluble salt has at present ecisepr
equivalent, the base not having, on the evidence, the same
biological activity even though the active disopyramide once in
the blood will have the same effect, other things being equal, in
both cases. To add to this, there is uncontradicted evidbate
heart patients are peculiarly sensitive to and fearful of changes in

drugs and their regime.”
!
=<$!%+,0'0>!-*1-&/136(/'*0! &60& A" (10*! . *+?-1-&6-1-&/14,* +3-1"0!Q+/(-"*0!
'(t6!.,+>11*13603/,! -,/6-2/0-! 6-! -&/! -/,2'065! (-6>/($! ! 8-!"(! -&/! (/3*0.! B!

-,16-2/0-161-/,!-&/'1',(-15'0/1*1!-,/6-2/0-1?C!G6C!*1!3&/2*-&/,64C! &6.!4,*D/ !
FAO (0.S.) No. 188/2008 Page 52 of 57



+0(+33/((1+5%!8-1"(1/L4/3-/.1-*12/1.",/3-].1*116!46,-'3+56,!1*,2!1*110R655!3/55!
5+0>13603/,$!%&'(!.,+>!"(10*-1,/6.'5C!6D6'5675/!'0! 80.'6$! ! %&/1456'0-"'11(!.*!1 0*-!
C/-1260+163+,/!'-1'0!80.'6$! ! %&/C!'24*,-160.! (/55! -&/!.,+>$!'PD/0!'1!-&/14,'3]/!
4/,1-6?5/-'(1-6F/0!-*1?/1a($":<<!6(!1356'2/.1?C!-&/1456'0-'11(!"-I"'(!6!.,+>1 G&'3&!
'(1/L4/0('D/$!!8-!'(135/6,5C! ?/C*0.!-&/!,/63&! *1! 260C! 46-'/0-(! (+11/,'0>! 1,*2!
-&'(1.,/6./.11*,21*113603/, $

!

=#$! %&'(1)*+,-1'(1'035'0/.1-*1 3*03+,! G'-&! -&/! 5/6,0/.! (0>5/! A+.>/! -&6-!1'0! 6!
3*+0-,CI5'F/180.'6!G&/,/Q+/(-*01*11>/0/,65!4+?5'31633/((!-*!5'1/1(6D'0>!.,+>(!
6((+2/('>,/6-1(>0'1'3603/B!-&/'6.D/,(/''2463-1*0!(+3&!633/((!G&'3&!-&/!>,60-!
*1!I'0E+03-"*0!"0!186(/! 5'F/!-&/!"0(-60-!*0/"'(!5'F/5C!-*1&6D/B! G*+5.1 &6D/! -*1?/!
633*+0-/.11*$!1 P 5*3'4!'(1-&/180.'60!/Q+'D65/0-!4,*.+3/.1 ?C!-&/!./1/0.60-!"0!
80.'6!6(!6!>/0/,'3!.,+>1260+163-+,/,$!18-1'(14,'3/.16-1a($#W<<!4/,1-6?5/-$!'PD/0!
'11-&'(1.*/(10*-126F/V"-I'0/L4/0(" D/B!-&/'Q+/(-*0!*1!>,/6-/,'16D6'567?'5'-C!*1!(+3&!
L, +>1'01-&/126,F/-16((+2/(1(">0'1'3603/$!

!

=:$80!-&/!13*0("./,/.ID'/G!*11-&'(1)*+,-B! G&'5/V"-126 C!?/14*((*?5/1-*.'(-'0>+'(&!

-&/V E+.>2/0-1 *1! -&/' |@! @+4,/2/! )*+,-1'0!; ' V#*1 6(!,/56-'0>! -*1 6! 36(/! *1!
4/,260/0-! 60.! 0*! -/24*6,C! 'OE+03-*0B!&/! -,6.-*065! 1*+,! 163-*,! -/(-!
“/0-'1'/.1'0!-&/1 (6.1 E+.>2/0-1 .*/(!  6((+2/',/5/D603/! /D/0! 6-! -&/! (-6>/! *1!
>,60-!*1160!'0-/,'2I"0E+03-*0§D/0!-&/106-+,/1*1!-&/!.,+>B!'0!-&/!"0(-60-!36(/B!
G&'3&!6.2'--/.5C!(16!5'1/1(6D'0>!*MB! -&/1 1*+,-&!-/(-!"./0-'1'/.1'0!; ' V#*1-&6-!

-&/! >,60-! *1! 60! 'OE+03-*0! (&*+5.! 0*-1 /(B! -&/! 4+?5'3! '0-/,/(-! ?/'0>!
“disserved” would be relevant.!

I
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!

=U$!PD/0! G&'5/! 3*0(./,'0>1 -&'(! 6(4/3-B! -&/! Y*+,-1 ‘(1 3*0(3*+(! -&6-! -&/!

/1/0.60-! &6(1 2//01625/1-*1 [2*0(-,6-/14,'26! 163'/! -&6-! -&/! £5'0-'11(! .*1 O*-!

&*5.16146-/0-1C/-11*,1-&/!. +>1%6,3/D6B! G&'3&!'(1-&/1 J*5C2* A&I K1 1*,21%11-&/!

(+?(-603/1 1*,| G&'3&! -&/C! &*5.! 6! 46-/0-$! @/3*0.5CB! -&/! ./1/0.60-1 &6(!,6'(/.! 6!

3,/.'25/1 3&655/0>/1 -*1 -&/| D65'. €11 -&/! 46-/0-1 &/5.1 2C! -&/! 456'0-'11($! 80! (+3&!

3',3+2(-603/(B!-R4+725'31'0-/,/(-I'0'> /6-/,14+?25'31633/((!-65'1/1 (6D'0>!.,, +>!

G'55!&6DH*+-G/'>&1-&/14+725'31'0-/,/(-'0!>,60-'0>1601'0E+03-"*0!-*1-&/146-/0-!

&*5./,$!!

!

I5++#,*)F'G)0G%5:=)0"

=Y $106*1(+2B, (/1*+,13*035+(*0(\!

| M'NW&/I16'5+,/17C!-&/1456'0-'11(1-+1?,'0>1-&/1163-(13*03/,0'0>1-&/11'5'0>1*1!
-&/! (+2(/Q+/0-! 6445'36-*0(! 1*,! >,60-1 *1! 6! 46-/0-1 '0! ,/(4/3-! *1! -&/!
J*5CA2* A&IKI1* 21%11-&/13%24*+0.1-*1-&/1 0*-'3/1*11 -&/1 }*0- *55/,1 ¥1!
J6-10-(16-1-&/12/1*113*0("./,6-"*01*11-&/' 16445'36-*01 1* 146-/0-11* 1-&/!
3*24*+0.1*11613*22'06-*01*11 J*5C2* 4&(19!60.! KIG6 (! 0*-1 3*0('(-/0-!
G'-&I-&/1,/Q+' [2/0-1¥11611+55!. (35*(+/$

| M"N!&! 3&60>/! '0! -&/(-60. *1! -&/! 456'0-'11(! -&6-! -&/! 16,5'/,! 46-/0-!
U.S.’498 (in ,/(4/3-1 *11 6! 2'L-+ /1 *11 J*5C2* 4&(! 9! 60.! KNI .1 0*-!
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S(35%(/1I*5C2*,4&!K!11,/1*113*5C2*,4&!19!?C! (-6-'0>!-&6-!"-13*D/,/.1655!
FO*GO0!60.!+0F0*GO0!1*,2(1*1!-&/!' 3*24*+0.B5*+5.16.2'--/.5C! &6D/! 6!

S 3-1'2463-1*01-&/! Q+/(-*0! *1146-/0-6?'5'-C! *1! /'-&/,! 6! 3*24*+0L*1!
J*5C2*,4& (19! 60.! K! *1*11 J*5C2*,4&! K! 1,//1 *11 J*5C2*,4&! 9$! %&'(!
26./1-&/1 1+55!.'(35*(+,/' ?C!-&/1456'0-'11 (! *1! 655! -&/! 163-(! 4/,-6'0'0>! 0*-!
only to the ‘umbrella’ compound but the crystal or other forms of the
4.* +3-1-*1-&/1)*0-,*55/,1 *11 J6-/0-(!'24/,6- 'DI$\@3&!.'(35*(+,/! G*+5.!
&6D/! '2463-/.! -&/! ./3'(*0! *O! -&/! 46-/0-6?'5'-C! *1! 3*24*+0.! *1!
J*5C2*,4&(! 9! 60.! K$! 1&/0! -&/! ./1/0.60-! -&/,/1*,/' Q+/(-*0/.! -&/!
D65'.'-C! *11J6-/0-! H*$#OW;;U! *0! -&/1 6?*D/! >, *+0.B!"-1.".1 ,6'(/! 6! 2*,/!
-&60!3,/."?5/13&655/0%/

! M™N8&)! 60! 6445'36-*0! (//F'0>! 6.! '0-/,'2! 'OE+03-"*0! '0! 6! (+'-! 1*!
'01,'0>/2/0-1*1146-/0-B!'-1G*+5.1?/1'03+27?/0-1*0!-&/!1456'0-'11(!-*126F/!6!
1+55!1."(35*(+,/1*11-&/13*245/-/1(4/3'1'36-*0!*1!-&/14,* . +3-1G&*(/! 46-/0-!
'(1356'2/.! -*1 &6D/! ?//0!'01,'0>/.$! ! %&/! 456'AL1(! G'55! 65(*! &6D/! -*1
S(35*F(NN-*)*+,-1-&/1L 7,6C!.'11,63-*0!.6-6!*1!-&/!4,*.+3-B!46,-'3+56,5C!"'1!
-1'(1614&6,263/+-'365!.,+>$!%&/1456'0-'11(! &6D/!-*126F/!1 60! +0/Q+'D*365!
'(35*(+,/'-&6-1-&/146-/0-1-&/CI&*5.13*D/,(1-&/!.,+>1'01Q+/(-*0_IG&/-&/,!
-&/,/16,/!' 60C!*-&/,14/0.'0>!6445'36-*0(! (//F'0>!-&/!>,60-!*1!46-/0-!'0!
J(4/3-1*1160C!./,'D6-'D/(1*,11*,2(1*11-&/'4,*.+3-11* |G &'3&!-&/C!65,/6.C!

&*5.16!46-/0-160.!-&/1/11/3-1*11(+3&!6445'36-*0(!*0!-&/!(+'-1464/0-$!

M'DN!%&/!16'5+,/!?C!-&/1456'0-"11(!-*1.'(8HFH245/-/1(4/3'1'36-"*0!*1!

-&/' 4,*+3-1 60.! -&/! 163-(! 3*03/,0'0>! -&/! 4/0.'0>! 6445'36-*0(! 1*,!
J*5C2*,4&!K15/.1-*1-&/15/6,0/.! @'0>5/! A+.>/10*-1&6D'0>!-&/1*336("*0! -*!
3*0('./,I'1! '0!1163-&/!(+'-146-/0-13*D/,/.1%6,3/D6$MR! -&/(/! 163-(! 1+55C!
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(35%(/.1'01-& /1456'0-160.!-&/!/0-' /1 (4/3'1'36-"0!*11-&/! 46-/0-1&/5.1 ?C!
-&/1456'0-'11!-*>/-&/,1G'-&KBC!.'11,63-*0!.6-61*11%6,3/D6!60.!P,5*3'4!
1'5/.165*0>! G'-&!-&/1456'0-B!"-1'(14%(("?5/1-&6-!-&/1456'0-'111 26 C! &6D/! &6.!
'11'3+5-C!'0! (&*G'0>! -&6-! -&/! 46-/0-! &/5.!'2BAH*$#OW;;UN! 3*D/,/.!
%6,3/D6!6(/G/55$!

MDNIG@&/ /L-/0-1-&6-1-&/1./1/0.60-1&6(!,6'(/.1 6! (/, *+(! *+?-| G&/-&,!
-&/1456'0-'11(1'0!163-1&*5.16146-/0-11* 1-&/14,* +3-1(*5.1'01-&/!-675/-1 1* 2!
6(19%6,3/D6B!-&/1456'0-"11(12+(-12/1&/5.10%-1-*1&6D/12//0) 6 TBALH-&/!
1',(-1&+,.5/1*11 (&*G'0>1-&6-!-&/C!&6D/16!4,' 2611631 36(/1'01-&/', | 1L6D*+,!
1% 1> 60-1%11601* /.1 /(-,6'0'0>!-&/! ./1/0.60-1 1,21 26, F/-'0>! P,5*3'4 $!
V&)1 456'0-' 1 14&/,/1*,/! *+>&-1-*1&BED/ 2//0! /1+(/.!'OE+03-"*0! 158"
16'5+,/1-*126F/1*+-1614,'28163'/136(%

MD'N!H*-G'-&(-60.'0>1-&/16 2*B(B'2'0>-&6-1-&/1456'0-'11(1&/5.16!46-/0-!
1% 1-&/14,* +3-1G&'3&!G6(1-&/! (+?E/3-126--/,1*11-&/1(+'-11* I'01,'0>/ 28>
-&/1>,60-1*1(+3846-/0-1-*1-&/1456'0-'11(! G'55! 0*-1'4(*1 163-*1/0-'-5/1-&/2!
-*1601'0-/,'2I'0E+03-"*0!"11-&/!./1/0.60-1'(1625/! -*! (6-'(1C!-&/! 3*+,-1-&6-!
&/, 11161 (], *+(1Q+/(-*01-*12/1- ' 16(1-*I -&/\ D65'.'-C! *11-&/1 46-/0-$80!

-&/! 4,/(/0-1 36(/B-&/! ./1/0.60-1 &6(! ,6'(/.! 6! 3,/.'?5/1 3&655/0>/! -*1 -&/!
D65'.'-C!*11-&/146-/0-12C!,6'(0>161(/,*+(I-,'6A60.!(+?(-60-'65!Q+/(-"*0!
-&6-1,/0./,(-'D+50/,625/!-*138655/>/
MD"N!98&H/(-"*01*11>/0/,65! 4+25'31 633/(Q1 *+,1 3*+0-,CH*15'1/! (6D'0>!
LA>(16((+2/(1> ,/6-1(>0'1'3603/160.!-&/16.D/, (/!'2463-1*0! (+3&!633/((!
G&'3&!-&/!>,60-1 *11'0E+03-"*0!'0! 6! 36K/M58&/1'0(-60-1 *0/! (1 5'F/5C! -*I
&6D/B! G*+5.1 &6D/1 -*1 2/1 633*+0-/.1 §¥%&"(! )*+,-1 1'0.(! 0%! > *+0.! -*!
111/, G-&! -&/! /6(*0'0>! * 1 -&/1 3*035+(**0(! 6,,'D/.! 6-1 2C! -&/! 5/6,0/.!
@'0>5/1A+.>/1*01-& (16 (4/3-
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MD'""N\&A ./1/0.60-1&6(! ?//0! 625/! -*1 .[2%0(-,6-/14,26 1163'/!1-86-1-&/!
456'0-"11(1 ¥ 0%-1&*5.1 61 46-/0-1 C/-1 1*1 -&/! ., +>! %6,3/D6B! G&'3&! (! -&/!
J*5C2* 48! KI 1*,21 *11 -&/! (+2(-603/! 1*! G&'3&! -&/C! &*5.! 6! 46-/0-$!
@/3*0.5CB!-&/!./1/0.60-1&6(!,6'(/.16!3,/.'75/!38&655/0>/1-*-&/1D65".-CI*1!
-&/! 46-/0-! &/5.! ?C! -&/! 456'01($! 80! (+3&! 3',3+2(-603/(B! -&/! 4+?5'3!
'0-/,/(-1 '0! >,/6-/,! 4+25'31 633/((! -*! 6!5'1/! (6D'0>! .,+>! G'55! &6BH!
*4.G/'>&I1-&/14+75'31'0-/,/(-I'01>,60-'0>1601'0E+03-"*0!-*14%/6'0-'1

!

2VBIV*,16551-&/161% /2/0-*01.1 /6(*0(1-&'(1)*+,-1.*/(10%-11'0.12/,-I'0!  6OC!*1!

-&/1(+22'((*0(126./1*012/&6511*1!-&/1644/5560-$! 8 &{G/D/,! 26./135/6,1-&6-!

-&'(1*,./,1 G'55! 0*-1'015+/03/! -&/! ./3'("*0! *1! -&/1 5/6,0/.! @'0>5/! E+.>/1'0! -&/!

4/0.'0>! 6445'36-"*0! 89! H*$#U<:! *1! :<<=! 60.! -&/! 3*+0AB56'2! *1! -&/!

!
|

= $196&/1644/65!'(1."(2'((.!G-&! 3*(-(!Q+60-'1"/.16-A($Y! 56F&(! G&'3&! G'55!?/!
46'.17C!-&/1644/5560-(€456'0-'11(1-*1-&/1./1/0.60-1G'-&'01614/,"* 1*111*+ 1G//F($!

%&/"'0-/,'2!*,./,1(-60.('D636-/.$!%&/'16445'36:0(16,/1."'(4*(/.1*11633*,.'0>5C$!!

S. MURALIDHAR, J.

CHIEF JUSTICE
APRIL 24, 2009
Rohtash/dk*
!
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