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*  IN  THE  HIGH  COURT  OF  DELHI  AT  NEW  DELHI 
 +   CS(OS) 586/2013 & CC No. 46/2013 & I.A. Nos. 9827/2013, 


8048/2014 & 13626/2015 


Judgment reserved on 27th August, 2015 
 Judgment delivered on 7th October, 2015 


MERCK SHARP & DOHME CORPORATION &  


ANR.   ... Plaintiffs 


Through:  Mr.  Pravin  Anand,  Ms.  Archana 
 Shankar,  Ms.  Tusha  Malhotra,  Ms. 


Udita  M  Patro,  Ms.  Nupur  Maithani 
 and Mr. Devender Rawat, Advs. 


Versus 


GLENMARK PHARMACEUTICALS LTD.       ... Defendant 


Through  Mrs. Pratibha M Singh, Sr. Adv. with 
 Ms.  Saya  Choudhary,  Ms.  Manika 
 Arora,  Ms.  Archana  Singh,  Mr. 


Aditya  Jayaraj,  Ms.  Mitali  Agarwal 
 and Mr. Shobhit Choudhary, Advs. 


CORAM: 


HON'BLE MR. JUSTICE A.K. PATHAK 
 A.K. PATHAK, J. 


1.  Plaintiffs  have  filed  this  suit  against  the  defendant  for  permanent 
injunction praying therein that defendants, its directors, employees, officers 
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etc.  be  restrained  from  making,  using,  selling,  distributing,  advertising, 
 exporting, offering for sale or dealing in Sitagliptin Phosphate Monohydrate 
 or any other salt of Sitagliptin in any form, alone or in combination with one 
 or more other drugs or from doing any other thing that infringes the claimed 
 subject  matter  of  the  plaintiffs‘  Indian  Patent  No.  209816.    Damages, 
 rendition  of  accounts  and  delivery  up  of  the  infringing  materials  has  also 
 been prayed. 


2.  Briefly stated, plaintiffs  have alleged in the plaint that plaintiff no. 1 
 was  formally  known  as  Merck  &  Company,  Inc.    Plaintiff  no.  1  has  been 
 incorporated under the laws of New Jersey, USA, having its principal place 
 of business at Whitehouse Station, USA.  Plaint has been signed and verified 
 by  its  constituted  Attorney-  Mr.  K.G.  Ananthakrishnan.    Plaintiff  no.2  is  a 
 licensee of plaintiff no.1 for marketing, distributing and selling Sitagliptin as 
 also  Sitagliptin  &  Metformin  combination  in  India,  under  the  trade  marks 
 ISTAVEL and ISTAMET respectively.  Mr. Chetan Gupta is the constituted 
 attorney of plaintiff no.2 and is duly authorized to sign, verify and institute 
 the plaint on behalf of plaintiff no.2. 


3.  Plaintiff  no.1  manufactures  and  markets  a  range  of  medicines  for 
treatment  of  various  ailments  including  diabetes.    Plaintiff  no.1  invented  a 
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molecule,  namely,  ‗Sitagliptin‘  and  got  it  patented  in  various  countries, 
 including  India  vide  Indian  Patent  No.  209816.    Application  no. 


26/CHENP/2004  was  filed  in  India  on  6th  January,  2004;  whereas 
 international  application  no.  PCT/US2002/021349  was  filed  in  USA  with 
 priority  date  6th  July,  2001.    Patent  in  India  was  granted  on  6th  September, 
 2007  under  the  title  BETA-AMINO  TETRAHYDROIMIDAZO  (1,2-A) 
 PYRAZINES and  TETRAHYDROTRIOAZOLO  (4, 3-A)  PYRAZINES as 
 DIPEPTIDYL  PEPTIDASE  INHIBITORS  for  the  treatment  of  diabetes.  


Grant of patent was not opposed by any member of the public or  interested 
 party in India at any stage, despite extensive publicity given by the plaintiffs 
 to  its  commercial  products  sold  under  the  brand  name  ‗JANUVIA‘  and 


‗JANUMET‘.    The  drug  is  used  for  treatment  of  Type  II  diabetes.   


Sitagliptin  was  approved  for  sale  in  USA  in  October,  2006  and  in  Indian 
 market  on  28th  March,  2008.    Patent  no.  209816  has  20  claims  and 
 Sitagliptin is covered by claims 1 to 3, 5 to 10, 14 to 17, inasmuch as, it has 
 been  specifically  claimed  by  claim  19  of  the  suit  patent.    Example  7 
 discloses the method for preparation of Sitagliptin hydrochloride salt. 


4.  Chemical structure of Sitagliptin is as under :- 



(4)CS (OS) 586/2013       Page 4 of 133 


5.  JANUVIA is a once daily pill with Sitagliptin as its active ingredient 
 which helps lower blood sugar levels in people with Type II diabetes.  Given 
 below are some additional technical details pertaining to Sitagliptin :- 


(i)  IUPAC  name  of  Sitagliptin  –  7-[(3R)-3-amino-4-(2,4,5 
 trifluorophenyl)  butanoyl]-3-(trifluoromethyl)-5,6,7,8-
 tetrahydro-1,2,4 triazolol [4,3 a] pyrazine; 


(ii)  Mechanism of action – it is DPP-4 inhibitor which helps 
 the  pancreas  to  produce  more  insulin.  Thus,  Sitagliptin  helps 
 lower blood sugar when it is too high; 


(iii)  The commercial product comprises the R stereoisomer of 
 Sitagliptin.  The  suit  patent  claims  both  R  and  S  forms  of 
 Sitagliptin in genus claim1, as well as the specific R- Sitagliptin 
 molecule in claim 19. 


6.  Keeping  in  mind  public  interest  JANUVIA  was  launched  in  India 
 with  price  tag  of `43  a  pill  which  was  roughly  one-fifth  of  its  price  in  the 
 USA.  The price of `43 was fixed after consulting nearly 350 doctors before 
 launching  the  product  in  Indian  market.    Bulk  packs  of  JANUVIA  are 
 imported  from  Italy  and  are  sold  by  MSD  Pharmaceuticals  Pvt.  Ltd. 


(licensee  of  the  patentee),  after  packaging  into  consumer  packs  by  Shasun 
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Pharmaceuticals  Ltd.  at  Puducherry  Unit.      Sales  of  JANUVIA  during  the 
 year 2012 was `96,24,48,996/- and that of JANUMET was `95,64,87,772/-.  


As  regards  ISTAVEL  and  ISTAMET  sales  were  `21,91,60,117/-  and 


`24,88,69,558/-  respectively.      Plaintiffs  have  also  launched  patient  access 
 program under the name ‗MSD Sparsh Helpline‘ which is the first of its kind 
 in  India.    Objectives  of  this  program  is  to  facilitate  optimal  and 
 comprehensive  management  of  patients  with  Type  II  diabetes  mellitus  by 
 improving  patient‘s  understanding  of  the  disease  and  its  management; 


patient‘s adherence and compliance to prescribed therapy and patient‘s self 
 involvement in the disease management process.  Plaintiffs have spent about 


`10 crores from the start of the said programme till filing of the suit.  


7.  Defendant is a large pharmaceuticals company and was well aware of 
the plaintiffs‘ product  JANUVIA as also the patent which had been granted 
to  cover  the  same.  They  were  also  aware  that  active  ingredient,  R- 
Sitagliptin  is  in  JANUVIA  and  that  suit  patent  no.  209816  claims  R-
Sitagliptin  as  also  S-Sitagliptin,  inasmuch  as,  defendant  had  obtained  US 
patent  no.  8334385  dated  18th  December,  2012  for  its  process  for  the 
preparation  of  R-Sitagliptin  and  its  pharmaceutical  salts.      Defendant  has 
acknowledged the plaintiffs‘ corresponding US patent for Sitagliptin and its 
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proprietary  rights  in  their  patent  application.    Plaintiffs  have  alleged  that 
 defendant  infringes  the  plaintiff  no.  1‘s  suit  patent  no.  209816  since  its 
 product  Sitagliptin  Phosphate  Monohydrate  is  covered  by  claim  19  as  well 
 as  several  other  claims  of  the  plaintiffs,  as  contained  in  the  suit  patent.  By 
 virtue  of  Section  48  of  The  Indian  Patents  Act,1970  (‗The  Act‘,  for  short) 
 plaintiffs  have  exclusive  rights  to  prevent  any  third  party  from  the  acts  of 
 making,  using,  offering  for  sale,  selling  or  importing  into  India,  products 
 that fall within the scope of the claims of plaintiff no.1 in suit patent as also 
 from  the  acts  of  using,  selling,  importing,  offering  for  sale  in  any  manner, 
 directly  or  indirectly,  commercializing  or  dealing  in  any  product  obtained 
 directly  from  the  process  that  forms  the  claimed  subject  matter  of  the 
 plaintiff  no.1‘s  suit  patent.    The  defendant‘s  act  of  manufacturing,  selling, 
 offering  for  sale  and  advertising  the  pharmaceutical  compositions, 
 Sitagliptin Phosphate Monohydrate under the brand ‗ZITA‘ and ‗Sitagliptin 
 Phosphate  Monohydrate  and  Metformin  Hydrochloride‘  under  the  brand 
 name ‗ZITA -MET‘ amounts to infringement of the plaintiff‘s suit patent.  


8.  Defendant has filed written statement-cum-counter claim wherein, has 
prayed for revocation of the suit patent.  Defendant has alleged that it does 
not infringe the suit patent since the products that are marketed and sold by 
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the  defendant  are  not  covered  by  the  suit  patent.    Suit  patent  disclosed  the 
 products  Sitagliptin/Sitagliptin  Hydrochloride;  whereas  Sitagliptin 
 Phosphate  Monohydrate  is  a  different  chemical  entity  having  different 
 physical and chemical properties. In the suit patent, only disclosure made is 
 in  respect  of  Sitagliptin  Hydrochloride,  inasmuch  as,  there  is  no  enabling 
 disclosure qua any other Sitagliptin product.  Plaintiffs itself had filed patent 
 application  (5948/DELNP/2005)  in  respect  of  Sitagliptin  Phosphate 
 Monohydrate wherein it claimed that the product under the said patent was 
 novel, inventive and has industrial applicability over the product disclosed in 
 the  suit  patent.    Such  admissions  were  made  by  the  plaintiffs  in  European 
 Patent Office (EP 1654263) as well.  In the said application, plaintiffs have 
 admitted that suit patent disclosed only hydrochloride salt of Sitagliptin and 
 does  not  contain  any  disclosure  of  the  dihydrogenphosphate  salt.    Further, 
 that product disclosed in the suit patent is not capable of being administered 
 as a medicine as the same were chemically and physically unstable in nature.  


Various objections were raised by the European Patent Office to the grant of 
European  Patent  (EP  1654263)  to  Merck  and  Co.  Inc  for  Sitagliptin 
Phosphate  Monohydrate.    M/s  Teva  Pharmaceutical  Industries  Ltd.  also 
opposed  grant  of  patent  on  the  ground  that  it  lacked  novelty  and  inventive 
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steps,  inter  alia,  in  the  light  of  the  first  patent  (WO  03/004498).    The  said 
 opposition  was  rejected  and  validity  of  EP  1654263  was  upheld.    Thus, 
 Sitagliptin  Phosphate  Monohydrate  cannot  be  said  to  be  subsumed  or 
 covered  by  the  impugned  suit  patent.    Plaintiffs  did  not  pursue  the 
 application  in  respect  of  Sitagliptin  Phosphate  Monohydrate  in  India  and 
 voluntarily  abandoned  the  same,  resultantly  Sitagliptin  Phosphate 
 Monohydrate is currently in public domain, thus, no infringement action was 
 made out qua Sitagliptin Phosphate Monohydrate.  As regards combination 
 of  Sitagliptin  Phosphate  and  Metformin  Hydrochloride,  defendant  alleges 
 that  plaintiffs‘  patent  application  (2710/CHENP/2008)  was  still  pending,   
 plaintiffs‘  two  after  applications  in  respect  of  different  combinations  of 
 Sitagliptin  Phosphate  and  Metformin  Hydrochloride  were  also  pending.  


Thus, no infringement action was maintainable regarding this combination.  


9.  Defendant has also denied the title of plaintiff in the suit patent.  It is 
alleged that suit patent was originally filed by  Merck and Co. Inc. and was 
also granted in its name; No documents were filed by the plaintiffs on record 
to  establish  the  relationship  between  itself  and  Merck  and  Co.  Inc.    No 
document  regarding  assignment  or  license  granted  by  Merck  and  Co.  Inc., 
either in favour of plaintiff no. 1 or in favour of plaintiff no.2 was filed on 
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record.  Plaintiff no.2 was not having any right in the suit patent and was not 
 entitled  to  institute  or  continue  the  suit.    Plaintiff  no.  2  is  the  licensee  of 
 plaintiff  no.1,  as  per  the  own  contentions  of  plaintiffs,  for  marketing, 
 distributing  and  selling  Sitagliptin  as  well  as  Sitagliptin  and  Metformin 
 combination under the trademarks ‗ISTAVEL‘ and ‗ISTAMET‘.  However,  
 license  agreement  between  the  plaintiff  no.1  and  plaintiff  no.  2  does  not 
 indicate that plaintiff no.2 was a registered licensee or assignee qua the suit 
 patent  as  the  agreement  related  only  to  the  trade  marks  ‗ISTAVEL‘  and 


‗ISTAMET‘ and not in respect of the suit patent.  Defendant denies that suit 
 was  instituted,  signed  and  verified  by  the  duly  authorized  person(s)  on 
 behalf of the plaintiffs.   


10.  Plaintiffs  have  not  approached  this  Court  with  clean  hands  and  have 
suppressed material facts.  They did not disclose, either to the patent office 
or  to  this  Court,  the  factum  of  filing  of  various  subsequent  patent 
applications, that is, patent application no. 5948/DELNP/2005 abandoned on 
23rd August, 2010, patent application no. 1130/DELNP/2006 abandoned on 
31st March, 2011, patent application bearing no. 2710/CHENP/2008, patent 
application  no.  4922/DELNP/2010,  though  all  these  applications  related  to 
Sitagliptin Phosphate Monohydrate salt and combination of Metformin with 
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Sitagliptin  Phosphate  Monohydrate.    Under  the  patent  law  plaintiffs  were 
 obliged to disclose all such corresponding applications relating to  the same 
 inventions.  This fact is sufficient enough to dismiss the suit.  Plaintiffs have 
 failed to  file  any  technical  analysis  either  in  the  form  of  DSC (Differential 
 Scanning  Calorimetry),  TGA  (Thermogravimetric  Analysis)  or  XRD  (X-
 Ray Diffraction) of the defendant‘s products ‗ZITA‘ or ‗ZITA -MET‘ as the 
 same would have clearly indicated that the Active Pharmaceutical Ingredient 
 used in ‗ZITA‘ and ‗ZITA -MET‘ is Sitagliptin Phosphate Monohydrate and 
 combination  of  Sitagliptin  Phosphate  Monohydrate  &  Metformin 
 Hydrochloride  respectively.    XRD  data  of  its  products  ‗ZITA‘  and  ‗ZITA-
 MET‘  corresponds  to  peak  values  as  disclosed  in  Indian  patent  application 
 being  5948/DELNP/2005  of  the  plaintiff  for  Sitagliptin  Phosphate 
 Monohydrate, in respect  whereof  there  exists  no patent protection in  India.  


XRD analysis of the plaintiff no. 1‘s products ‗JANUVIA‘ and ‗JANUMET‘ 


reveal that plaintiff no.1‘s products do not contain Sitagliptin free base.  


11.  Defendant has claimed itself to be a company incorporated in the year 
 1977  under  The  Companies  Act,  1956,  having  a  full-fledged  Research  & 


Development  Department  as  well.    It  is  alleged  that  defendant  is  having 
significant presence in branded generics markets across emerging economies 
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including  India.    Defendant‘s  business  is  focused  on  brand  building,  low 
 cost  manufacturing,  and  efficient distribution  without  violating  IP  rights of 
 others.  Defendant‘s product ‗ZITA‘ and ‗ZITA -MET‘ were different from 
 the  plaintiffs‘  product,  as  disclosed  in  the  suit  patent,  which  only 
 exemplified  salt  being  Sitagliptin  Hydrochloride.    It  is  alleged  that 
 Sitagliptin  Phosphate  Monohydrate  as  also  the  combination  of  Sitagliptin 
 Phosphate  Monohydrate  and  Metformin  Hydrochloride  are  totally  different 
 than  the  Sitagliptin  Hydrochloride  salt  as  disclosed  in  the  suit  patent.  


Further,  that  suit  patent  is  incapable  of  industrial  application  and  has  not 
worked  anywhere  in  the  world.      Sitagliptin  per  se  was  Sitagliptin 
Hydrochloride as disclosed in suit patent, is an unstable compound incapable 
of  commercial  production  and  industrial  use.      It  is  further  alleged  that 
process followed by the defendant in respect of ‗ZITA‘ and ‗ZITA -MET‘ is 
completely  different  than  the  process  of  manufacturing  followed  by  the 
plaintiff,  inasmuch  as,  in  the  process  of  defendant  neither  Sitagliptin  Free 
Base nor  Sitagliptin Hydrochloride  are  used  either  as  a  raw  material  or  are 
generated as an intermediate at any stage of the process.   The process being 
devised  by  the  defendant  for  manufacturing  ‗ZITA‘  and  ‗ZITA-MET‘  is 
novel  and  inventive  in  nature.    Defendant  further  alleged  that  price  of 
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‗ZITA‘  and  ‗ZITA-MET‘  are  lower  than  the  price  of  ‗JANUVIA‘, 


‗JANUMET‘,  ‗ISTAVEL‘  and  ‗ISTAMET‘.    Not  only  this,  in  order  to 
 benefit the patients who require a dosage of 50 mg of Sitagliptin Phosphate 
 Monohydrate, defendant has provided a score line in its product ‗ZITA‘ 100 
 mg to enable a patient to consume half the tablet and obtain a dosage of 50 
 mg  at  a  price  of `14/-  per  tablet  as  against  plaintiffs‘  product  ‗JANUVIA‘ 


and ‗ISTAVEL‘ priced at `43/- per tablet. Accordingly, defendant‘s product 


‗ZITA‘ and ‗ZITA-MET‘ are beneficial to the public at large, inasmuch as, 
 plaintiffs have been overcharging the Indian customers by charging the same 
 price for ‗JANUMET‘ and ‗ISTAMET‘ regardless of potential and strength 
 of the tablet. 


12.  In  the  counter  claim,  defendant  has  prayed  for  revocation  of  the  suit 
patent  on  the  grounds  :  (a)  it  lacks  inventive  step  within  the  meaning  of 
section  64(1)(f)  of  The  Patents  Act  1970.    The  suit  patent  is  obvious  to  a 
person  skilled  in  the  art  in  the  light  of  various  earlier  filed  patents  of  the 
plaintiff  no.1  as  also  of  third  parties  relating  to  DPP  IV  (DIPEPTIDYL 
PEPTIDASE)  inhibiters,  that  is,  EP  1406622  and  WO  01/34594;  (b) 
invention  claimed  lacks  industrial  applicability  within  the  meaning  of 
section  64(1)(g)  of  the  Act.  Invention  disclosed  was  physically  and 
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chemically unstable in nature and was incapable of being used in solid dose 
formulations; (c) Disclosure was insufficient within the meaning of Section 
64(1)(h)  as  complete  specification  was  not  disclosed  regarding  the 
preparation of Sitagliptin base so as to enable a person in India, possessing 
average skill and knowledge to work the invention, inasmuch as, as example 
7 of the suit patent describes only hydrochloride salt of Sitagliptin; (d) Any 
claim  of  the  complete  specification  is  not  fairly  based  on  the  matter 
disclosed in the specification, thus, violated section 64(1)(i) of the Act.  It is 
alleged that disclosures in the suit patent were extremely broad. A patentee 
is granted monopoly only for the subject matter which has been claimed by 
it and has been adequately and sufficiently described, so that the concerned 
invention can be worked by a person skilled in the art in  favour of general 
public.  However, by way of the claim 19 of the suit patent the plaintiff no.1 
is claiming  a  monopoly qua Sitagliptin and its pharmaceutically acceptable 
salts  thereof  without  any  supporting  information  and  details  except  that  of 
Hydrochloride salt, thus, no monopoly can be claimed by the plaintiffs qua 
any other salt of Sitagliptin; (e) Patent was obtained on a false suggestion or 
representation  and  was  liable  to  be  revoked  under  Section  64(1)  (j)  of  the 
Act.    It  is  alleged  that  Merck  &  Co.  Inc.  deliberately  did  not  disclose  the 
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subsequent  application  filed  by  it  for  the  dihydrogenphosphate  salt  of 
 Sitagliptin  along  with  its  crystalline  forms  (both  hydrate  and  anhydrate) 
 before the patent office. It was also not disclosed that Sitagliptin base and its 
 hydrochloride salt (both crystalline and amorphous forms) were not suitable 
 for developing the solid pharmaceutical composition, thus, was incapable of 
 industrial  application.  Several  applications  filed  by  Merck  &  Co  Inc. 


claiming  pharmaceutical  compositions  pertaining  to  combination  of 
 Sitagliptin  Phosphate  Monohydrate  and  Metformin  hydrochloride  were  not 
 disclosed. Had there been a disclosure of the subsequent applications to the 
 controller  then  the  suit  patent  would  not  have  been  granted  due  to  lack  of 
 industrial applicability; and (f) Applicant failed to comply with Section 8 of 
 the Act resultantly patent is liable to be revoked under Section 64 (1) (m) of 
 the  Act.    It  is  alleged  that  plaintiffs  were  required  to  provide  all  the 
 information  under  Section  8  of  the  Act  about  the  prosecution  of 
 corresponding or similar application to that of the suit patent, but it failed to 
 provide updated status of such applications as well as details regarding their 
 prosecution.   


13.  Plaintiffs  have  denied  the  averments  made  in  the  written  statement 
and  counter  claim  and  have  reiterated  the  averments  made  in  the  plaint.  
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Plaintiffs  have  alleged  that  JANUVIA  and  JANUMET  as  also  ZITA  and 
 ZITA-MET contain Sitagliptin phosphate which is covered by the claims of 
 the suit patent. Sitagliptin is the active moiety in Sitagliptin phosphate as it 
 is Sitagliptin which inhibits the DPP-IV enzyme.  Sitagliptin Phosphate has 
 no material effect upon the way Sitagliptin works in the body.  The product 
 inserts of the ZITA and ZITA-MET are blatant copy of the product inserts of 
 the  plaintiffs‘  products  JANUVIA  and  JANUMET,  which  indicate  that 
 efficacy in the treatment of diabetes is as a result of Sitagliptin and not the 
 phosphate.    Plaintiffs  products  are  fully  covered  by  the  suit  patent.  


Plaintiffs‘  patent in  US and  EP  (corresponding to  Indian  patent  application 
 no.  5948/DELNP/2005)  for  Sitagliptin  Phosphate  is  a  ‗selection‘  patent.  


Filing  of  separate  patent  applications  in  India  and  in  foreign  jurisdictions 
were for different inventions and not for different products and the filing of 
subsequent patent applications for improved inventions does not impair the 
plaintiffs‘  rights  to  enforce  their  rights  on  the  basic  patent.    The  filing  of 
subsequent  applications  or  patents  neither  amount  to  an  admission  that  the 
invention  covered  by  the  subsequent  application  is  an  altogether  different 
product nor is it an admission that the product of the subsequent application 
is not covered in the scope of the claims of the basic patent.  The concept of 
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multiple patents, covering one commercial product, has been recognized in 
the Act by Sections 3(d), 88(3), 91 and 141, therefore, an infringing product 
can violate  more  than  one patent.      Defendant‘s  products  ZITA  and  ZITA-
MET  comprise  Sitagliptin  Phosphate  and  have  Sitagliptin  as  the  active 
moiety. Sitagliptin in all its forms and salts (including Sitagliptin phosphate) 
are  covered  by  claims  1,  15,  17  and  19  of  the  suit  patent.    Sitagliptin 
Phosphate  has  no  material  difference  in  the  way  Sitagliptin  works  in  the 
body,  as  it  is  Sitagliptin  that  is  responsible  for  the  treatment  of  type  II 
diabetes.  The  therapeutic  moiety  in  JANUVIA/ISTAVEL  and 
JANUMET/ISTAMET,  is  Sitagliptin.    Defendant,  in  order  to  disguise  its 
products as being ‗non-infringing‘ of the suit patent, has deliberately deleted 
the words ‗100 mg of Sitagliptin free base not only from the product inserts 
but from the packagings as well. Defendant has misrepresented the public by 
using  the  words  100  mg  of  Sitagliptin  Phosphate  Monohydrate.      In  its 
product  inserts  plaintiffs  have  clearly  stated  that  128.5  mg  of  Sitagliptin 
Phosphate Monohydrate is equivalent to 100 mg of Sitagliptin free base.  It 
is the Sitagliptin free base of 100 mg which is the active moiety.  Defendant, 
while  removing  the  part  ‗equivalent  to  100  mg  of  Sitagliptin‘  from  its 
product inserts, has retained the expression ‗100 mg tablet‘.  
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14.  Grant  of  patent  for  Sitagliptin  Phosphate  Monohydrate  on  Indian 
 Patent application no. 5948/DELNP/2005 was not possible under the Indian 
 laws because of Section 3(d) of  the Act.  Suit patent is the basic patent for 
 Sitagliptin  and  its  pharmaceutically  acceptable  salts,  in  all  its  forms  be  it 
 chemical or physical.  Phosphoric acid is disclosed as an acid that can form a 
 salt  with  the  Sitagliptin  free  base;  and  hydrates  are  also  disclosed  in  the 
 specification.    Example  7  shows  how  to  make  Sitagliptin  and  the 
 Hydrochloride salt thereof.  One skilled in the art would know how to make 
 the  dihydrogen  phosphate  salt  from  the  Hydrochloride  salt.  Further, 
 Example 7 prepares the Sitagliptin free base as an intermediate. The patent 
 specification  clearly  and  sufficiently  discloses  the  best  method  for 
 performing the invention including the process for preparing Sitagliptin free 
 base.  Claim  19  specifies  Sitagliptin  by  its  structure  and  includes  any  of  its 
 salt  within  its  scope.    Sitagliptin  dihydrogen  phosphate  includes  in  it  the 
 Sitagliptin  structure  and  Sitagliptin  dihydrogen  phosphate  is  itself  a  salt  of 
 Sitagliptin.  Products of the defendant, thus, clearly infringe the suit patent.   


It is reiterated that irrespective of the salt form, it is the Sitagliptin free base 
which  treats  diabetes  by  acting  as  an  inhibitor  of  the  enzyme  dipeptidyl 
peptidase  IV  (DPP-V)  that  leads  to  decreased  inactivation  of  incretins 
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thereby  enhancing  the  effectiveness  of  incretins  in  stimulating  insulin 
production.   Under Section 48 every use of the patented invention amounts 
to  an  infringement  of  a  patent.    Therefore,  the  acts  of  the  defendant 
constitute  an  infringement  of  the  suit  patent.    XRD  data  or  DSC  of 
Thermogravymetric  analysis  of  the  defendant‘s  products  ZITA  and  ZITA-
MET is not necessary as the plaintiffs have alleged infringement of the suit 
patent  which  claims  Sitagliptin  and  its  pharmaceutically  acceptable  salts 
which  is  a  new  chemical  entity  that  can  be  easily  characterized  by  its 
chemical formula and structure as being:- 
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15.  The chemical or empirical formula of Sitagliptin in whatever form it 
 exits  will  always  remain  C16 H15 F6N5 O.    It  is  further  submitted  that  XRD 
 data or DSC analysis is required in pharmaceutical or chemical patent cases 
 (essentially  in  improvement  inventions  of  the  NCE  itself)  such  as 
 polymorphs, etc. where the invention cannot be defined and characterized by 
 its chemical formula or when the chemical formula remains unchanged from 
 what has been  known.   In  such  cases, the  claims  must  recite the  XRD, the 
 physical  properties  and  the  chemical  properties  such  as  melting  point, 
 boiling  point  etc.    Plaintiffs‘  case  is  that  Sitagliptin  phosphate  in  the 
 defendant‘s  products  ZITA  and  ZITA  -MET  are  claimed  and  covered  by 
 claims 1, 15, 17 and 19 of suit patent, thus, the manufacture and sale of these 
 products by the defendant is violative of Section 48 of the Act. 


16.  It is alleged that the product inserts of the defendant‘s product clearly 
 show that the chemical formula of Sitagliptin is identical to that provided in 
 claim  19,  as  contained  in  the  suit  patent.    Plaintiffs  have  denied  that  they 
 have  acquiesced  to  the  manufacture  or  sale  of  Sitagliptin  Phosphate 
 Monohydrate  by  third  parties.    Plaintiff  no.1  has  nowhere  admitted  that 
 invention  of  the  suit  patent  was  not  capable  of  industrial  application.  


Plaintiffs  have  denied  that  suit  patent  was  granted  on  the  basis  of 
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misrepresentation  because  of  non  disclosure  of  subsequent  patent 
applications.  It is further alleged that subsequent patent applications are for 
different inventions and cannot form the basis for the rejection of an earlier 
filed  patent  application  on  the  grounds  of  patentability.    Plaintiff  no.1  had 
only  demonstrated  the  technical  advancement  of  Sitagliptin  hydrochloride 
disclosed in the suit patent in order to be able to establish inventive steps of 
the  subsequent  application.    It  was  found  that  dihydrogenphosphate  salt  of 
Sitagliptin  was  selected  over  the  other  salts  based  on  a  combination  of 
factors,  more  particularly  in  view  of  the  fact  that  said  salt  was  the  most 
stable in aqueous solution and was having advantages in the preparation of 
pharmaceutical  compositions  such  as  ease  of  processing,  handling  and 
dosing.  In particular, they exhibit improved physical and chemical stability, 
inasmuch as, advantages of the phosphate salt over the hydrochloride salt or 
Sitagliptin free base were restricted to physical and chemical stability which 
facilitated  ease  of  processing,  handling  and  dosing  rendering  them 
particularly  useful  in  the  manufacture  of  various  dosage  forms.  These 
advantages would make a good case for the grant of a patent in jurisdiction 
other  than  India.  In  India  efficacy  is  restricted  to  therapeutic  efficacy, 
therefore,  such  technical  advantages  are  not  sufficient  to  protect  the 
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invention  claimed  in  5948/DELNP/2005  from  the  prohibitory  ambit  of 
 Section 3(d) of the Act.       


17.  In reply to the counter claim, plaintiffs have denied that invention was 
 obvious from the prior art documents referred to by the defendant, inasmuch 
 as,  EP1406622  was  not  even  prior  art.    The  international  application 
 corresponding  to  the  application,  that  is,  PCT/US2002/019441  was  first 
 published  on  3rd  January,  2003  (WO  2003/000181)  which  was  much  after 
 the priority date of suit patent (being 6th July, 2001). Thus, inventors of the 
 suit  patent  cannot  be  imputed  with  an  effective  notice  of  this  application.   


That  apart,  structures  of  the  compounds  claimed  in  the  suit  patent  were 
 distinct  than  the  claim  1  of  EP  1406622,  inasmuch  as,  there  was  no 
 structural similarity between the two compounds for the following reasons:- 


EP 1406622A2 or EP 1406622B1  IN 209816 (26/CHENP/2004) 
 No  process  claims  in  the  granted  patent 


and  no  process  claims  were  filed  in  the 
 patent  application,  i.e.  invention  is 
 directed to novel compounds. 


There is no process claim 


Claim 1: A compound having Formula I  


including  pharmaceutically  acceptable 
 salts and prodrugs thereof, wherein: X is 


Claim 1: A compound of Formula I 


Wherein X is selected from the 
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selected  from  the  group  consisting  of 
 CH2,O and NR7 


Claim 6: A compound having Formula Ia 
 or Ib: 


including  pharmaceutically  acceptable 
 salts  and  prodrugs  thereof,  wherein  R1, 
 R2,  R3,  R4,  R5,  R6,  R7,  Q,  X  and  Ar 
 are  as  previously  defined  in  Claim  1-5; 


with the proviso that X is  not N-Me.


group consisting of: N and CR2 
 and pharmaceutically acceptable 
 salt thereof and individual 


diastereomers thereof.  


Claim 19(Specific to Sitagliptin): 


The compound of claim 17 which 
 is  


Or a pharmaceutically acceptable 
 salts thereof.  


Compound differs in view of the 
 following structural features: 


1. Piperazine or Piperidine ring  


2.  The  Piperazine  or  piperidine  ring  is 
 further substituted with Q 


3. R3 substitution, (Scheme 2, disclosed 
 compounds with R# substitution. 


Compound differs in view of the 
 following structural features: 


1.  Fused,  trizolo[4,3-a]  pyrazine 
 ring structure  


2. No Q substitution 
3. No R3 Substitution. 
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18.  As regards second prior  art document cited by the  defendant, that is, 
 WO  01/034594.   Plaintiff  has  alleged  that  only  similarity  between the  WO 
 01/034594 and suit patent is that both are related to compounds that have the 
 same  mode  of  action,  that  is,  both  are  compounds  which  act  as  Dipeptidyl 
 Peptidase-IV inhibitors.  It is alleged that core-structures of the compounds 
 of WO 01/034594 are as under :- 


19.  Plaintiffs  have  alleged  that  the  two  prior  art  documents  cited  by  the 
defendant  to  establish  that  the  suit  patent  is  obvious,  one  does  not  even 
qualify  as  prior  art  and  the  other  discloses  just  another  DPP-IV  inhibitor 
with no similarity or connection with the compound of the suit patent.   It is 
alleged that suit patent was not obvious in the light of the documents cited 
by  the  defendant.    It  is  also  denied  that  suit  patent  lacks  industrial 
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application.  It is alleged that Sitagliptin and its pharmaceutically acceptable 
 salts  are  capable  of  industrial  application  in  particular  for  the  treatment  of 
 type II diabetes. Patent specification document clearly provides the utility of 
 the compounds in accordance with the present invention as inhibitors of the 
 DPP IV enzyme.   In the prosecution of the EP application corresponding to 
 5948/DELN/2005,  the  plaintiff  no.1  had  only  demonstrated  the  technical 
 advancement  of  Sitagliptin  phosphate  over  Sitagliptin  hydrochloride 
 disclosed in the suit patent in order to be able to establish inventive step of 
 the  subsequent  application.    Such  advancement  was  restricted  to  physical 
 and  chemical  stability,  which  facilitated  ease  of  processing,  handling  and 
 dosing  rendering  them  particularly  useful  in  the  manufacture  of  various 
 dosage forms. These advantages make a good case for the grant of a patent 
 in  jurisdictions  other  than  India.   In  India  ‗efficacy‘ within  the  meaning  of 
 Section 3(d) of the Act is restricted to ‗therapeutic efficacy‘, which was not 
 sufficient to protect the invention claimed in 5948/DELNP/2005.  


20.  Plaintiffs have denied that disclosures in suit patent are insufficient.  It 
 is alleged that suit patent adequately and sufficiently describes the invention 
 and the manner in which it has to be performed, to a person skilled in the art. 


Example  7  provides  in  the  patent  specification    only  an  illustration,  thus, 
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infringement  action  is  based  on  the  claims,  inasmuch  as,  the  scope  of  the 
 claims  is  not  limited  by  the  examples.  Sitagliptin  and  pharmaceutically 
 acceptable salts thereof have been claimed and covered by the claims in the 
 suit patent, which is the ―basic patent for Sitagliptin and its pharmaceutically 
 acceptable  salts,  in  all  its  forms  chemical  or  physical.  Phosphoric  acid  is 
 disclosed  as  an acid that can  form  a  salt with  the  Sitagliptin  free base; and 
 hydrates  are  also  disclosed  in  the  specifications.  Example  7  shows  how  to 
 make  Sitagliptin  and  the  HCL  salt  thereof.  One  skilled  in  the  art  would 
 know how to make dihydrogen phosphate salt from the Hydrochloride salt. 


Further example 7 prepares the Sitagliptin free base as an intermediate. The 
specification sufficiently discloses the general synthesis scheme (scheme 6) 
for  preparation  of  compounds  of  the  invention  (Sitagliptin).  It  can  be 
prepared  by  reacting  compounds  of  Formula  II  and  III,  using  standard 
peptide coupling conditions followed by deprotection. 
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Where P in compound of Formula II is a suitable nitrogen protecting group 
 such  as  tert-butoxycarbonyl  (BOC),    benzyloxycarbonyl,  or  9-
 fluorenylmethoxycarbonyl.  


Synthesis  of  Sitagliptin  free  base  as  disclosed  in  the  complete 
 specification of IN’816 


The synthesis of Sitagliptin, as disclosed in example 7, is a two steps 
 process. 


SITAGLIPTIN 
 Step- A 


Synthesis  of  7-[(3R)-3-[(1,1-dimethylethoxycarbonyl)  amino]-4-(2,4,5-
 trifluorophenyl)  Butanoil]-3(trifluoromethyl)-5,6,7,8-tetrahydroimidazo[1,2-
 a]pyrazine 


Step-A  discloses  the  process  for  preparation  of  general  compound  13 
 referred  in  scheme  6.    (Markush  type  structure  and  example  7(Sitagliptin 
 molecule). Further, the general compound 13 is protected at the amino group 
 by  the  use  of  an  amine  protection  group  like  BOC  (di-tert-butyl-
 dicarbonate). 


The title compound of formulae 13 is prepared by reacting the intermediate 
3  compound  -[(3R)-3-[(1,1-dimethylethoxycarbonyl)  amino]-4-(2,4,5-
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trifluorophenyl)  butanoic  acid]  and    [3-(trifluoromethyl)-5,6,7,8-tetrahydro-
 1,2,4-triazolo[4,3-a] pyrazine.  


Step-B 


Methanol saturated with hydrogen chloride was added to compound of step 
 A to obtain the Sitagliptin free base. The Sitagliptin free base reacted in situ 
 with the excess hydrogen chloride (hydrochloric acid) to form the Sitagliptin 
 hydrochloric acid salt.  


21.  It  is  further  alleged  that  defendant,  in  the  US  patent  8334385,  has 
 acknowledged  that  method  of  production  of  Sitagliptin  Free  Base  is  taught 
 in US 6699871 (equivalent to suit patent).   The scheme disclosed in the US 
 8334385 shows compound XII to be a BOC protected sitagliptin free base. 


The  scheme  further  shows  that  removing the  BOC group  from  the  primary 
amine  of  Sitagliptin,  gives  the  free  amine  group.  Thus,  the  Defendant‘s 
claim  that  the  method  of  preparation  of  the  sitagliptin  free  base  is  not 
disclosed  is  incorrect  and  contrary  to  its  own  assertions  made  in  the  US 
patent.  Suit  patent  claims  Sitagliptin  as  the  free  base  and  any 
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pharmaceutically acceptable salts thereof and encompasses within its scope 
 Sitagliptin  Dihydrogen  Phosphate  monohydrate  (SPM),  as  it  is  a  salt  of 
 Sitagliptin.  Plaintiffs have denied the averments of the Defendant in relation 
 to  false  suggestions  and  misrepresentation/suppression.    It  is  alleged  that 
 subsequent patent applications were for different inventions and cannot form 
 the  basis  for  the  rejection  of  an  earlier  filed  patent  application  on  the 
 grounds  of  patentability.  It  is  denied  that  patent  is  liable  to  be  revoked  for 
 non-compliance  of  Section  8(1)  of  the  Act.    Plaintiffs  allege  that  in 
 compliance with Section 8(1) of the Act, statement and undertaking in Form 
 3  were  filed  on  6th  January,  2004,  14th  September,  2006  and  31st  January, 
 2007 respectively.  In compliance with Section 8(2) of the Act, plaintiff no.1 
 filed copies of the granted US and EP patents.  Under the PCT regulations, if 
 a  designated  office  requires  copies  of  ISR/IPER,  they  can  make  a  direct 
 request  to  the  international  Bureau  that  is  responsible  for  administrating 
 international  applications.    Thus,  plaintiffs  have  claimed  that  suit  patent  is 
 valid and cannot be revoked. 


22.  On the pleadings of the parties, following issues were framed on  21st
February, 2014:- 
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1.  Whether the plaint has been signed, verified and filed by 
 a duly authorized person? OPP 


2.  Whether  the  plaintiff  is  the  proprietor  of  Indian  Patent 
 No. 209816? OPP 


3.  Whether  the  plaintiff  is  not  the  owner  of  the  patent  no. 


209816? OPD 


4.  Whether  the  defendants  have  been  infringing  patent  No. 


209816 of the plaintiff? OPP 


5.  Whether  the  defendant  has  misrepresentations  on  the 
 product packaging and package insert? OPP 


6.  Whether  the  license  agreement  between  plaintiff  No.1 
 and  plaintiff  no.  2  has  not  been  executed  in  accordance 
 with law? OPD 


7.  Whether  the  registration/recordal  of  the  license 
 agreement  between  the  plaintiffs  qua  the  suit  patent  has 
 not been done in accordance with Indian law? OPD 


8.  Whether the plaintiffs have suppressed material facts and 
 documents, if so, its effect?  OPD 


9.  Whether  the  defendant‘s  product  ZITA  and  ZITA-MET 
 infringe the patent of the plaintiff? OPP 


10.  Whether the patent No. 209816 is invalid? OPD 


11.  Whether the Dihydrogen Phosphate Salt of Sitagliptin is 
 covered,  enabled  and  disclosed  in  the  suit  patent?  If  so, 
 its effect?   OPP 


12.  Relief.  
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23.  Plaintiffs  have  examined  five  witnesses.  Mr.  K.G.  Ananthakrishnan, 
 Managing  Director  of  plaintiff  no.1,  has  been  examined  as  PW1.    Prof. 


David  Earl  Nichols,  an  Adjunct  Professor  of  Chemical  Biology  and 
 Medicinal  Chemistry  at  the  University  of  North  Carolina,  Chapel  Hill, 
 Eshelman  School  of  Pharmacy  has  been  examined  as  PW2.  Mr.  John  C. 


Todaro, Executive Director has been examined as PW3. Dr. Ann E. Webber, 
 Vice President of Merck has been examined as PW4 and Mr. Shailesh Joshi, 
 Vice President (Marketing & Sales) of plaintiff no.2  has been examined as 
 PW5.  As  against  this,  defendant  has  examined  two  witnesses.    Ms.  Meera 
 Vanjari,  Senior  Vice  President  (General  Counsel)  has  been  examined  as 
 DW-1; whereas Dr. Ashwini Nangia, Professor of Chemistry, University of 
 Hyderabad, has been examined as DW-2. 


24.  I  have  heard  learned  senior  counsel/counsel  for  the  parties  and 
 perused the entire material placed on record and my issue wise findings are 
 as under :- 


Issue No. 1 


25.  Plaint  has  been  signed  and  verified  by  PW1-K.G.  Ananthakrishnan, 
Managing  Director  of  MSD  Pharmaceuticals  Pvt.  Ltd,  who  has  proved 
Power of Attorney in his favour, executed by Charles Caruso, as Ex. PW1/1.  
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Board resolution dated 1st December, 2012 of Merck & Co. Inc. (the parent 
 company of the Merck group of which the plaintiff no. 1 is a member) has 
 been  proved  as  Ex.  PW1/2.    A  perusal  of  Power  of  Attorney  Ex.  PW1/1 
 makes  it  clear  that  it  has  been  executed  by  Mr.  Charles  Caruso  before  a 
 notary  public, New Jersey  on 28th March,  2013.    Notary  public  has  put  his  
 stamp to the effect ‗subscribed and sworn before me this 28th day of March, 
 2013.    He  has  also  appended  his  signatures  below  his  stamp.    Thus,  it  is 
 clear  that  Power  of  Attorney  has  been  executed  by  Mr.  Charles  Caruso  in 
 favour of PW1 K.G. Ananthkrishnan before  a notary public.  Section 85 of 
 the Evidence Act, 1872 reads as under :- 


―Presumption  as  to  powers  of  attorney—The  Court  shall 
 presume  that  every  document  purporting  to  be  a  power  of 
 attorney, and to  have  been  executed before, and  authenticated 
 by,  a  notary  public,  or  any  Court,  Judge,  Magistrate,  Indian 
 Consul  or  Vice-Consul,  or  representative  of  the  Central 
 Government, was so executed and authenticated.‖  


26.  A perusal of Section 85 of the Evidence Act makes it clear that in case 
 Power of Attorney has been executed and authenticated by a public notary, 
 the Court has to presume that it was so executed, authenticated and attested.  


The provisions are mandatory and it is open to the Court to presume that all 
the  necessary  requirements  for  the  proper  execution  of  the  Power  of 
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Attorney  had  been  followed.    In National  and  Grindlays  Bank  Ltd.  vs. 


World Science News and Ors. AIR 1976 Delhi 263, it has been held thus 
 :- 


―(10) The document in the present case is a power of attorney 
and again on the face of it shows to have been executed before, 
and authenticated by, a notary public. In view of Section 85 of 
the  Evidence  Act,  the  Court  has  to  presume  that  it  was  so 
executed  and  authenticated.  Once  the  original  document  is 
produced purporting to be a power of attorney so executed and 
attested, as  stated  in S. 85 of  the  Evidence  Act, the  Court has 
to  presume  that  it  was  so  executed  and  authenticated.  The 
provision is mandatory, and it is open to the Court to presume 
that all the necessary requirements for the proper execution of 
the  power  of  attorney  have  been  duly  fulfilled.  There  is  no 
doubt that the section is not exhaustive and there are different 
legal  modes  of  executing  a  power  of  attorney,  but,  once  the 
power  of  attorney  on  its  face  shows  to  have  been  executed 
before, and authenticated by, a notary public, the Court has to 
so  presume  that  it  was  so  executed  and  authenticated.  The 
authentication by a Notary Public of a document, purporting to 
be a power of attorney and to have been executed before him 
is to be treated as the equivalent of an affidavit of identity. The 
object of the section is to avoid the necessity of such affidavit 
of  identity.  Under  Section 57 sub-section  (6)  of  the  Evidence 
Act,  the  Courts  have  to  taken  judicial  notice  of  the  seals  of 
Notaries  Public  and  when  the  seal  is  there,  of  which  judicial 
notice  is  taken,  there  is  no  reason  why  judicial  notice  should 
not be taken of the signatures as well". What is argued by Shri 
Rameshwar Dial, learned counsel for defendants I to 3, is that 
the Notary Public in Section 85 or Section 57 of the Evidence 
Act  merely  means  notaries  appointed  under  the  Notaries  Act 
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1952. The argument is that where a document purports to be a 
 power  of  attorney,  before  the  Court  can  presume  it  to  be  so 
 executed  and  authenticated  as  is  contemplated  by  S. 85,  it 
 should  have  been  authenticated  by  Indian  Consul  or  Vice-
 Consul  or  the  representative  of  the  Central  Government  and 
 not  by  a  notary  public  of  a  foreign  country.  For  one  thing 
 Notaries  Act  1952  was  not  there  when  Evidence  Act  which 
 was  the  first  Act  of 1872  was  enacted. Secondly, the purpose 
 of  Sections 57 and 85 is  to  cut  down  recording  of  evidence. 


For such matters, like the due execution of a power of attorney 
in  the  present  day  of  international  commerce,  there  is  no 
reason  to  limit  the  word  "Notary  Public"  in  S. 85 or 
Section 57 to  Notaries  appointed  in  India.  The  fact  that 
notaries  public  of  foreign  countries  have  been  recognised  as 
proper  authorities  for  due  execution  and  authentication  for 
purpose of section 85 of the Evidence Act is illustrated by the 
Supreme Court in case Jugraj Singh and anr. vs. Jaswant Singh 
and or s. MANU/SC/0413/1970 : [1971]1SCR38 . In this case 
the Supreme Court held that a power of attorney executed and 
authenticated before a notary public of California satisfied the 
test  of  S. 85 of  the  Evidence  Act  and  S. 33 of  the  Indian 
Registration  Act.  If  the  interpretation  of  notary  public  is 
limited to notaries public appointed in this country only, it will 
become  impossible  to  carry  on  commerce  with  foreign 
countries.  Surely,  S. 57 of  the  Indian  Evidence  Act  which 
enjoins  upon  the  Courts  to  take  judicial  notice  of  seals  of 
Notary  Public,  such  judicial  notice  cannot  be  limited  to 
Notaries  appointed  in  India  only  It  seems  clear  if  the  entire 
sub-section  is  read.  Once,  this  conclusion  is  reached,  there  is 
no  reason  to  limit  the  meaning  of  the  expression  "Notaries 
Public"  in  S. 85 of  the  Indian  Evidence  Act  to  Notaries 
appointed in India only.‖ 
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27.  In National and Grindlay Bank vs. Radio Electronics Corporation 
 P. Ltd. MANU/DE/0077/1977, in the context of Section 85 of the Evidence 
 Act, it has been held thus :- 


―4. The section prescribes in clear and unequivocal terms that 
 a  power  of  attorney  duly  authenticated  by  a  Notary  Public 
 shall  raise  the  presumption  about  its  execution  and 
 authentication.  Authentication  is  not  merely  attestation  but 
 something  more.  It  means  that  the  person  authenticating  has 
 assured  himself  of  the  identity  of  the  person  who  has  signed 
 the  instrument  as  well  as  the  act  of  execution.  It  is  for  this 
 reason that the presumption under section 85, unless rebutted, 
 stands  and  the  document  can  be  admitted  in  evidence  as  a 
 document  executed  by  the  person  alleged  to  have  executed  it 
 without any further proof.‖  


28.  In Baker  Oil  Tools  (India)  Pvt.  Ltd.  vs.  Baker  Hughes  Ltd.  and 
 Anr. 2011 (47) PTC 296 (Del), it has been held as under :- 


―31.  It  would  be  thus  seen  from  all  the  aforesaid  judicial 
 pronouncements  that  the  Courts  have  been  consistently  taking  a 
 view that once the execution and authentication of the Power of 
 Attorney  by  a  Notary  Public  is  proved  on  record,  then 
 Section 85 mandates  the  Court  to  draw  a  presumption  in  favour 
 of  due  and  valid  execution  of  such  a  Power  of  Attorney.  The 
 Courts  have  also  taken  a  view  that  the  use  of  expression 


"authentication"  in  Section 85 of  the  Evidence  Act  must  be 
accorded  its  due  meaning,  not  merely  comparing  the  same  with 
the  expression  "attestation".  The  authentication  of  a  Power  of 
Attorney  or  any  document  by  the  Notary  Public  necessarily 
would  mean  that  Notary  Public  has  duly  satisfied  himself  about 
the competence of the Officer and his authority to execute such a 
Power  of  Attorney  or  other  document.  The  purpose  of 
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Section 85 has  thus  been  rightly  held  to  eliminate  the 
 cumbersome evidence which in the absence of the said provision 
 on the statute book would be required to prove the minutes book 
 and  Board  Resolution  etc.  for  proving  the  due  and  valid 
 execution  of  the  Power  of  Attorney.  Looking  into  the  growing 
 international  trade  and  the  world  economy,  any  other 
 interpretation  of  Section  85 of  the  Evidence  Act  would 
 unnecessarily  burden  the  parties  to  bring  the  witnesses  from 
 abroad just to prove the Board Resolutions and minute books etc. 


However, having said that, one cannot lose sight of the fact that 
 such  presumption  is  not  a  conclusive  presumption  as  the  same 
 being  rebuttable.  Once  a  party  who  seeks  to  take  advantage  of 
 Section 85 of the Evidence Act proves the Power of Attorney, its 
 due  execution  and  authentication by  the  Notary  Public  with  due 
 affixation  of  necessary  seals  on  such  a  document  then  the  onus 
 would  shift  on  the  other  party  to  disprove  or  rebut  such  a 
 presumption arising in favour of the first party.‖ 


29.  In Rajeshwarhwa  vs.  Sushma  Govil  AIR  1989  Delhi  144,  it  has 
 been held thus :- 


―Counsel  for  the  appellant  has,  then,  contended  that  till  It  is 
 proved that the person who signed the said power of attorney 
 was  the  duly  appointed  attorney,  the  court  cannot  draw  any 
 presumption under Sections 57 & 85 of the Evidence Act. I am 
 afraid  that  the  very  purpose  of  drawing  presumption  under 
 Sections 57 & 85 of  the  Evidence  Act  would  be  nullified  if 
 proof  is  to  be  had  from  the  foreign  country  whether  a 
 particular  person  who  had  attested  the  document  as  a  Notary 
 Public of that country is in fact a duly appointed Notary or not. 


When  a  seal  of  the  Notary  is  put  on  the  document, 
Section 57 of  the  Evidence  Act  comes  into  play  and  a 
presumption  can  be  raised  regarding  the  genuineness  of  the 
seal  of  the  said  Notary,  meaning  thereby  that  the  said 
document  is  presumed  to  have  been  attested  by  a  competent 
Notary of that country.‖ 
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30.  Accordingly,  in  my  view,  PW1  K.G.  Ananthkrishnan,  being 
 constituted  Attorney  of  the  plaintiff  no.1,  is  duly  authorized  to  sign  and 
 institute the plaint, on behalf of plaintiff no.1.   


31.  As  regards  plaintiff  no.2,  Mr.  Chetan  Gupta  has  signed  the  plaint, 
 whose signatures have been identified on the plaint by PW5-Shailesh Joshi, 
 who  has  deposed  that  he  had  seen  the  signatures  of  Mr.  Chetan  Gupta  on 
 many occasions during the day-to-day affairs of the company, being one of 
 its  employees.    As  per  PW5,  Mr.  Chetan  Gupta  was  authorized  by  the 
 plaintiff  no.2  vide  Power  of  Attorney  dated  March,  30,  2013(Ex.  PW5/2) 
 executed  by  Mr.  Sudhir  V.  Valia,  whole  time  Director  of  plaintiff  no.2.   


Further that Mr.Sudhir V.Valia was empowered to sign a letter of authority 
 vide Board Resolution dated 28th May, 2011 of plaintiff no.2.  Certified copy 
 of  extract  of  Board  Resolution  has  been  placed  on  record  as  Ex.  PW5/3.  


Defendant  objected  to  its  proof  on  the  ground  that  original  minutes  book 
 was  not  brought,  therefore,  extract  has  been  only  marked  as  Ex.PW5/3  for 
 identification  purposes.      In  absence  of  the  original  minutes  books,  in  my 
 view, extracts of Board Resolution have remained unproved.  As regards Ex. 


PW5/2 is concerned, the same is not a Power of Attorney.  A perusal of this 
document  shows  that  it  is  a  Letter  of  Authority  dated  30th  March,  2013 
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signed  by  Mr.  Sudhir  V.  Valia,  the  whole  time  director  of  plaintiff  no.2-
 company,  thereby  authorizing  Mr.  Chetan  Gupta  to  file  the  present 
 proceedings.   Letter of  Authority  Ex.  PW5/2 has  been  issued by  the  whole 
 time Director of plaintiff no.2, who is  ‗officer‘ of plaintiff no. 2 within the 
 meaning of Section 2(13) of the Companies Act, 1956, according to which, 
 an  ‗officer‘  includes  any  director,  manager  or  key  managerial  personnel  or 
 any person in accordance with whose directions or instructions the Board of 
 Directors  or  any  one  or  more  of  the  directors  is  or  are  accustomed  to  act.  


According to Order 29 Rule 1 CPC any principal officer of a corporation can 
sign and verify the plaint.  In United Bank of India vs. Naresh Kumar and 
Others AIR (1996) 6 SCC 660, Supreme Court has held that dehors Order 
29 Rule 1 CPC, as a company is a juristic entity, it can duly  authorize any 
person to sign the plaint or the written statement on its behalf and this would 
be regarded as sufficient compliance with the provisions of Order 6 Rule 14 
CPC.   A person may be expressly authorized to sign the pleadings on behalf 
of the company, for example by the Board of Directors passing a resolution 
to  that  effect  or  by  a  power  of  attorney  being  executed  in  favour  of  any 
individual.    In  absence  thereof  and  in  cases  where  pleadings  have  been 
signed  by  one  of  its  officers  a  Corporation  can  ratify  the  said  action  of  its 
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officer in signing the pleadings.  Such ratification can be express or implied. 


The Court can, on the basis of the evidence on record and after taking all the 
 circumstances  of  the  case  specially  with  regard  to  the  conduct  of  the  trial, 
 come to the conclusion that the corporation had ratified the act of signing of 
 the pleadings by its officer.  It has been further held that procedural defects 
 which do not go to the root of the matter should not be permitted to defeat a 
 just cause.  There is sufficient power in the Courts, under the CPC, to ensure 
 that injustice is not done to any party who has a just case, as far as possible a 
 substantive  right  should  not  be  allowed  to  be  defeated  on  account  of  a 
 procedural irregularity which is curable.      


32.  In  this  case,  trial  has  continued  almost  for  two  years.    Thus,  it  is 
 difficult  in  these  circumstances  to  presume  that  suit  has  not  been  filed  and 
 pursued without the authorization of plaintiff no.2.  Ex.PW5/2 is the letter of 
 authority  duly  signed  by  the  whole  time  Director  of  the  plaintiff  no.2 
 authorizing Mr.Chetan Gupta to sign and verify the plaint.   This shows that 
 plaintiff  no.2  has  ratified  the  action  of  Mr.  Chetan  Gupta  of  signing  the 
 plaint and, thereafter, continuing with the same. 


33.  For  the  foregoing  reasons,  this  issue  is  decided  in  favour  of  the 
plaintiffs and against the defendant.
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Issue Nos. 2, 3, 6 & 7 


34.  These  issues  require  common  discussion,  hence,  are  disposed  of 
 together.    Ex.  P-10  is  a  certified  copy  of  extract  of  patent  register  which 
 indicates  that  patent  application  no.  209816  (suit  patent)  was  filed  on  5th
 July, 2002.  It was granted on 6th September, 2007 in the name of Merck & 


Co. Inc. (USA).  Name of the patentee was changed from Merck & Co. Inc. 


to Merck Sharp & Dohme Corporation vide entry dated 19th January, 2011. 


There  is  an  entry  dated  24th  January,  2013  to  the  effect  that  name  of  M/s 
Schering Corporation was entered in pursuance to an application received on 
22nd January, 2013 in the patent office  made by M/s Schering Corporation, 
2000, Galloping Hill Road, Kenilworth, New Jersey by virtue of Agreement 
of  Merger  dated  1st  May,  2012  executed  between  Merck  Sharp  &  Dohme 
Corporation and M/s Schering Corporation.  Entry dated 25th February, 2013 
shows  that  name  of  the  patentee  was  changed  to  Merck  Sharp  &  Dohme 
Corporation  in  pursuance  to  the  request  dated  19th  February,  2013  in  the 
patent  office.  Entry  dated  22nd  May,  2013  further  shows  that  M/s  Sun 
Pharmaceutical  Industries  Ltd.  was  recorded  as  a  licensee  pursuant  to  the 
application  made  by  M/s  Sun  Pharmaceutical  Industries  Ltd.  based  on  the 
License Agreement dated 16th May, 2013 executed between Merck Sharp & 
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Dohme Corporation and M/s Sun Pharmaceutical Industries Ltd.  From the 
 Ex.  P-10  plaintiffs  have  succeeded  in  proving  that  Merck  Sharp  &  Dohme 
 Corporation  (plaintiff  no.1)  is  the  patentee  in  respect  of  the  suit  patent.  


After  25th  February,  2013  there  has  not  been  any  subsequent  change.    As 
 regards plaintiff no. 2 is concerned, it has been recorded as  a licensee with 
 effect from 22nd May, 2013. 


35.  Learned senior counsel for the defendant has contended that from the 
 averments  made  in  the  plaint,  replication,  documents  and  the  evidence  of 
 PW-1,  it  emerges  that  plaintiff  no.1  is  not  the  owner  of  the  suit  patent  nor 
 plaintiff no.2 is a licensee.  Accordingly, plaintiffs have no right to institute 
 the  suit  in  the  capacity  of  patentee.    Reliance  has  been  placed  on 
 Dwarkadas  DhanjiSha  vs.  Chhotelal  Ravicarandas  &  Co.  AIR  1941 
 Bom 188 wherein it has been held as under :-  


―…………..Section  64  of  the  general  portion  of  the  Act  also 
 provides for any person making an application for rectification 
 of  the  register  of  patents  or  designs  on  the  ground  that  any 
 entry  was  wrongly  made  in  the  register.    Counsel  further 
 argued that in the absence of any such cancellation the register 
 of  designs  which  contains  the  name  of  the  proprietor  of  the 
 registered  design  was  conclusive  on  the  point  that  the  person 
 registered as proprietor was the proprietor of a new or original 
 design.  


The  words  of  Section  46(5),  however,  are  that  the  entry  with 
regard to the name and address of the proprietor or proprietors 
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of the  registered design  is prima  facie  evidence to  that  effect.  


That  means  in  my  opinion  that  there  is  a  prima  facie 
 presumption  that  the  person  whose  name  is  registered  as  the 
 proprietor is the proprietor of a new or original design, but the 
 entry  in  the  register  is  not  conclusive  proof  thereof,  and  the 
 presumption  can  be  rebutted.    It  is  true  that  under  Section  43 
 no registration can be effective unless the design sought to be 
 protected is new or original and not of a pre-existing common 
 type.  But the certificate is not conclusive, and there is nothing 
 in the Act which prevents the defendant in a suit for damages 
 for infringement of a registered design under Section 53 from 
 raising  in  defence  the  plea  that  the  design  was  previously 
 published  and  was  neither  new  or  original:  see  Muhammad 
 Abdul  Karim  vs.  Muhammad  Yasin  (1934)  I.L.R.  56  All. 


1032. It was pointed out that unless it was final and conclusive 
 there  was  no  advantage  in  having  a  certificate  of  registration.  


The advantage is that if no evidence is led by the defendants to 
 the  contrary,  the  certificate  is  sufficient  evidence  that  the 
 plaintiffs  are  the  proprietors,  that  is,  proprietors  of  a  new  or 
 original design.  If evidence is led, it is for the Court to come 
 to its finding on the question………‖ 


36.  Learned  senior  counsel  for  the  defendant  has  further  contended  that 
 PW1  K.G.  Ananthkrishnan  has  deposed  that  suit  patent  was  first  filed  in 
 India by Merck & Co. Inc. on 6th January, 2004.  Thereafter, name of Merck 


&  Co.  Inc.  was  changed  to  Merck  Sharp  &  Dohme  Corporation  on  3rd
November,  2009.    Merck  Sharp  &  Dohme  Corporation  became  a  wholly 
owned  subsidiary  of  Schering  Plough  Corporation  on  3rd  November,  2009, 
by way of the reverse merger.  Subsequently, Schering Plough Corporation 
changed its name to Merck & Co. Inc. on 3rd November, 2009.  It is, thus, 
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contended  that  as per  plaintiff no.1 itself Merck &  Co. Inc. ceased  to have 
 any  right  in  patent  from  3rd  November,  2009  onwards.    On  1st  May,  2012 
 Schering  Plough  Corporation  merged  with  Merck  Sharp  &  Dohme 
 Corporation (patentee) as a result of which all the assets of Merck Sharp & 


Dohme Corporation were transferred to Schering Corporation.  Only copy of 
 the  merger  certificate  was  filed  before  the  patent  office.    Plaintiffs  did  not 
 place on record any other document before the Court or the patent office to 
 establish  the  actual  transfer  of  rights  from  Merck  Sharp  &  Dohme 
 Corporation  to  Schering  Corporation,  which  is  not  sufficient  to  establish 
 transfer  of  rights  in  the  suit  patent.    It  is  further  contended  that  even  no 
 document  was  summoned  from  the  patent  office  to  show  that  Schering 
 Corporation has changed its name to Merck Sharp & Dohme Corporation on 
 25th February, 2013.  As per learned senior counsel, plaintiffs have failed to 
 produce and prove on record necessary documents to establish the complete 
 chain of documents to authenticate the transfer of patent from Merck & Co. 


Inc. to another so as to conclude, that plaintiff no. 1 became the proprietor of 
the suit patent.   It is further contended that license agreements Ex. PW1/D-3 
and  Ex.  CW2/A/D-1  are  suspicious,  inasmuch  as,  the  license  agreements 
have not been registered in accordance with law.  A letter requesting to take 
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the  license  agreement  on  record  was  filed  before  the  patent  office  on  20th
 May, 2013 and pursuant thereof plaintiff no.2 appears to have been recorded 
 as a licensee in the e-Register on 22nd May, 2013.  The patent office raised 
 objections vide letter dated 20th June, 2013 stating therein that address of the 
 patentee  Merck  Sharp  &  Dohme  Corporation  in  the  license  agreement  was 
 inconsistent with the e-Register as well as copy of the license agreement was 
 not filed.  Plaintiff no.2 replied to the said objections on 18th June, 2013, that 
 is, even prior to patent office raising the objections.  The subsequent copy of 
 license filed on record by the plaintiff no.2 also suffers from various defects.  


The  patent  license  was  signed  on  behalf  of  Merck  Sharp  &  Dohme 
Corporation  and  Merck  &  Co.  Inc.  on  17th  May,  2013;  whereas  by  MSD 
International  GMBH  and  Sun  Pharmaceutical  Industries  Ltd.  on  24th  May, 
2013 and 31st May, 2013 respectively, however, as per e-Register date of the 
license is  22nd May, 2013.      License  was executed  between  four parties,  as 
opposed to two parties, as per the information detailed in the e-Register.  No 
clarity  on  the  ‗beneficial  owner‘  viz  Merck  International  GMBH  has  been 
substantiated  with  adequate  documents.      Two  copies  of  license  agreement 
bearing  different  dates  of  execution,  that  is,  16th  May,  2013  and  31st  May, 
2013  were  placed  on  the  patent  office  record.    The  patent  license  is  on  a 
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stamp  paper  of `100/-;  whereas value of the  assignment  for the  purpose of 
 stamp  has  been  set  out  therein  as  US$1.    All  this  creates  a  serious  doubt 
 about the authenticity of license.   


37.  Learned  counsel  for  the  plaintiffs  has  contended  that  validity  of  the 
 patent  can  be  challenged  in a  counter  claim  before  the  High Court only  on 
 the grounds as envisaged under Section 64 of the Act and no other ground.  


None of the grounds as stipulated in Section 64 of the Act pertain to the tile 
of  a  patent.    Any  question  with  regard  to  title  of  a  patent,  pertains  to 
rectification of the register of patents under Section 71 of the Act for which 
the  exclusive  jurisdiction  vests  with  the  Intellectual  Property  Appellate 
Board (IPAB).   Jurisdiction of the High Court to deal with question of title 
under Section 71 is barred by virtue of Section 117D read with Section 117C 
of the Act.  It is further contended that plaintiffs have explained the chain of 
title in its various pleadings and also in the evidence of PW1.  Plaintiff no.1 
had  furnished  documents  to  the  satisfaction  of  the  patent  office  and  only 
thereafter  its name  was  recorded  as  a  proprietor  of the suit  patent.   All the 
records  of  plaintiff  no.1  as  well  as  of  patent  office  establish  beyond  doubt 
that  plaintiff  no.1  is  the  proprietor  of  the  suit  patent.    PW5,  in  answer  to 
question  75,  has  categorically  stated  that  MSD  International  GMBH  is  a 
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licensee of the suit patent which has been licensed to it by the  proprietor of 
 the suit patent, that is,  Merck Sharp & Dohme Corporation (plaintiff no.1).  


It  has  been  further  contended  that  there  exists  a  co-marketing  and  license 
 agreement  dated  March  2,  2011  in  favour  of  plaintiff  no.2  (Ex.  PW1/D2 
 Collectively).  The said agreement grants the plaintiff no.2, vide clause 2.1, 
 an  exclusive  license  for  the  trade  marks  ISTAVEL  and  ISTAMET  and  a 
 non-exclusive  license  to  use  the  know-how  for  the  term  of  the  agreement. 


Clause  4.1  further  stipulated  that  the  know-how  for  the  development  of 
products,  as  defined  by  clause  1.16  referring  to  clause  1.10,  shall  be 
provided  to  plaintiff  no.2.    Clause  1.10  with  Schedule  B  clearly  states  that 
products  are  pharmaceutical  products  formulated  with  active  ingredients, 
namely, Sitagliptin and Sitagliptin & Metformin.  The agreement dated 16th
May, 2013 (Ex. PW-1/D-3) was only clarificatory .  It is further contended 
that  when  the  license  was  filed  at  the  patent  office  on  20th  May,  2013  an 
objection as to lack of notarization was raised by the patent office which was 
cleared by filing a notarized copy of the agreement (Ex. CW-2/A/D-1).  On 
the  evidence  adduced,  plaintiff  no.2  was  duly  recorded  as  the  licensee  of 
plaintiff no.1 by the patent office, which is a conclusive proof in this regard.   
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38.  Section 67 (1) of the Act provides that there shall be kept at the patent 
 office  a  register  of  patents,  wherein  shall  be  entered  –  (a)  the  names  and 
 addresses  of  grantees  of  patents;  (b)  notifications  of  assignments  and  of 
 transmissions  of  patents,  of  licenses  under  patents,  and  of  amendments, 
 extension and revocations of patents; and (c) particulars of such other matter 
 affecting  the  validity  or  proprietorship  of  patents  as  may  be  prescribed. 


Section  67(5)  envisages  that  notwithstanding  anything  contained  in  the 
 Indian  Evidence  Act,  1872,  a  copy  of,  or  extracts  from,  the  register  of 
 patents, certified to  be  a  true  copy  under  the  hand  of  the  Controller  or  any 
 officer  duly  authorized  by  the  Controller  in  this  behalf  shall,  in  all  legal 
 proceedings, be admissible in evidence. 


39.  A  conjoint  reading  of  Sub-sections  1  and  5  of  Section  67  makes  it 
 clear  that  names  and  address  of  the  grantees  of  patent,  as  contained  in  the 
 register,  would  be  sufficient  proof  of  title  of  the  patentee  and  the  same  is 
 admissible  in  evidence  in  all  the  legal  proceedings.  Section  69  of  the  Act 
 deals with registration of assignment, transmission etc. Such registration will 
 also be proved by the assignments etc. Section 71 of the Act reads as under 
 :- 


71 Rectification of register by [Appellate Board]. - 
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