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Tevamay
move court

against DRL .

Ti RUSHNA UDGIRKAR
-Hyderabad

ISRAELI pharmaceutical
company Teva, seems to be
geared up to drag Indian
generics producer Dr
‘Reddy’s to the courts, over
patent infringement of their
_blockbuster drug Copaxone,
used for multiple sclerosis.
. Dr Reddy’s is keen to manu-
facture the copycat version
of this drug, and was hoping
to launch the drugin FY 16.
For Teva ,the drug.
fetched sales of $ 4.3 billion
globally in 2013, bringing the
company more than 20 per
- cent of total sales.
Last week, Teva con- |
firmed of receiving para IV
notice for its Copaxone
40mg/ml dosage drug. “Teva
will continue to vigorously
" defend its Copaxone intel-
" lectual property - rights
against infringement wher-
ever they are challenged.
Teva intends to file a lawsuit
for patent infringement
against Dr Reddy’s within
the 45 day period provided
under the Hatch-Waxman
Act,” the company said.
trushnaudgirkar
@mydigitalfc.com




: rmwmwm” Hindustan, Delhi , I
F . GOVERNMENT OF INDLA Tuesday 12th August 2014, Page: 11

Width: 4.02 cms, Height: 5.82 cms, a4, Ref: pmin.2014-08-12.43.137

Wﬂﬂifﬂ%ﬁm ;.
.mlﬁﬁﬁmwaﬂﬁwﬂ
 FeRIE ol 9
(R R (AR
THRE) 9 % 1 SR -
I e B AR, R
RaeTs SR T EEd B9
- A AR F AN T HE
m%lﬁm#mﬁw%w :
I A AR T B R
| IR SR R F A H T
o -ﬁzr4a;r=|‘rrzqﬁar%|




-

mss INFORMATION BUREAU
: W SRy
GOVERNMENT OF INDIA
WG R

Hindustan Times, Delhi
Tuesday 12th August 2014, Page: 17
Width: 12.73 cms, Height: 15.08 cms, a4, Ref: pmin.2014-08-12.42.236

go upm S mkt rank

POLE POSITION Company set to become leader in genenc
dermatology segment once Ranbaxy deal gets approval -

Himanl Chandna Gurtoo -
. hlmdeundna@hhdmhMms com’

NEW DELHI: Mumbai based drug -

maker, Dilip Shanghvi-led Sun
Pharmaceutical Industries is all

setto consolidate its positionin

the United States.

- - 'The company, which is in the
process of acquiring control of
Ranbaxy Laboratories from
Japanese drug maker Daiichi
Sankyo, will become the leader
in the generic dermatology
segment in US and capture the
third position in the branded
dermatology segment after the
acquisition is finalised.

The $4-billion (24,000 crore)
deal announced in April that is
currently awaiting few regula-
tory clearances, will boost Sun’s
revenues from US market by
about 40%.

“Ranbaxy’s anti-acne drug
Absorica is one of its major
drugs and currently generates
annual sales of over $150 million
(X900 crore) and the acquisition
of Ranbaxy will phenomena]]y
boost Sun’s business size in US
market and will further enhance

combined revenues by around

$2.2 billion (18,200 crore),”

said people familiar with the
financials and plans of the com-
pany. Last financial year, Sun
Pharma’s revenues in US mar-
ket stood at $1.6 billion (%9,600
crore), posting a 43% growth.
The company now plans to
leverage its newfound lead-
ership position to establish
greater speciality presence in
the US, according to a source.
Sun Pharma’s spokesperson,
however, declined to comment.
US had always featured

among top geographies for the
company. It established a strong
presence in the segment after the
acquisition of US dermatology
firm Dusa Pharmaceuticals in
2012 for 1,249 crore.

“Sun Pharma, with the
recent acquisitions of DUSA,

_ URL Pharma and Ranbaxy
Laboratories, has now become -

strong in the US region, with
the geography accounting for
60% of its sales in financial
year 2014,” said Sarabjit Kour

Nangra, pharma analyst, Angel °

Broking.
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Arvind Remedies Qinet up 53 %

CHENNAL: Arvind Remedies a leading producer of brandéd
and generic pharmaceutical products increased its net
sales by 40 per cent to Rs. 258 crore in the first quarter

‘ended June 30, 2014, from-Rs.184 crore in the year-ago

period. The net profit has risen by 53 per cent to Rs. 26
crore from Rs. 17 crore. — Special Correspondent

ot




14

>

*  PRESSINFORMATION BUREAU

9 EA SR
GOVERNMENT OF INDIA
ARG WER

Business Line, Delhi
Tuesday 12th August 2014, Page: 5
Width: 6.09 cms, Height: 6.39 cms, a4, Ref: PmMin.2014-08-12.23.119

: Arvlnd Remedles proﬁt up 58%
Chennal August 11
Chennai-based cfrug-makerArvmd Remedles .
hasreported a 58 per centj jump innet proﬁt at
%26 crore for the quarter &nded June 30,
mainly on the strong performance of its .
‘-oardlovascularand anti-diabetes drugs. _ ?
Reévenues surged 41:per cent to T258. 6'_c_r € X
during the quarter; earnings before interest,
taxes, depreciation and amortisation grew 57-
per cent to 63 crore.“We had launched two +
. brands inthe domestic market during the last
three to four months in'the chronic diseases
segment. Higher sales;in these. segments s .,
contributed to the growth,” said Managlng
Director and Chief Executlve Oﬁ' cerArvmd
Shah OURBUREAU.
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Sanofi to pa up to
$925 mn for rights

Geneva:Sanofi agreed to pay Mann-
Kind Corp. as much as $925 million for It
rights to the world's only available ' 1
inhaled insulin fess than seven weeks 1
after the drug won regulatory approval
inthe US. Sanofi will take 65% of profit
- orloss related to sales of the drug, '
Afrezza, while MannKind will get 35%. RI
BLOOMBERG@® "
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Sun Banks on Baiichi
toCrack JapanMkt

' SOMADAS

Drugmaker chalks out turnaround plan for Ranbaxy -

NEWDELHL - = . RS
Sun . Pharmaceutical - Tndustries,
which is in the process of acquiring

controlof Ranbaxy Laboratories from -
Daiichi Sankyo, will soon put its pur-
" chase to work. through the exclusive
marketing opportunity offered by two.
drugs in the US, rationalising. re- -

search and other costs and'eventually

using its association with.the sellerto- .

crack the Japanese market,
. Sun'Pharma’s Japan entry will take
place three to four. yearsafter it-closes

Its deal to acquire Ranbaxy and once -

basic issties at the companyhave been

™ fixed, said people familiar with the

blans. The $4-billion deal, announced
dn April, Iscurrently awaiting various
regulatory clearances.
Spokespersons at Sun Pharma and
Ranbaxy declined to comment.

 JBPAS MARKEY: TEMPTING BUT TRICHY

Japan, the world’s largest drugmarket

-after the US and Europe, has praved.
tough for Indian players to succeed. .
The penetration of

generic drugs is
less than- 25% \ :
80% in the US drug market. But the Ja-
banese government’s intent to raise
this share to60% by 2017 has prompted

-.analysts to dub it as the next big fron-

tier for Indian driigmakers.“In Japan,

Indian players cannot simply succeed -
by replicating the strategies that have

paidoff inthe US—of launchingatthe

~lowest price, garnering high market
share and playing a volumes game,”

. said Amit Chander, ‘Partner at Baring’

Private Equity. “That is because Japan

- isanacutely brand-conscious market,

‘where the dominant perceptlon is that

high quality and low prices do not go .,
together,” said Chander, who headsthe

pharma and healthcare verticalat the

private equity fund. In this context, .

-Sun Pharma’s strategy of partnering
Daiichi, a top local drugmaketr, seems
tobeaprudentstrate gy, headded. .

. Thus far, Indian drugmakers have
- adopted two models to enter Japan.
. While most have begun by manufac-
- turing raw materials for a Japanese
. partner in the hope of entering into
. formulations later, some, like Lupin,
- havetaken over local compatiies. “For
- acompany of Sun’s size and scale, sell-
-Ing just raw materials in Japan

wouldn't move the needle. The Daiichi

platform has the potential to offer a,

sure-footed entry in this tricky mar-
ket,” Chander said.

RANBAKY TURNARGUNG PLAN . .

Within a year of deal closure, Sun
Pharma hopes to have brought to.the
US market two of Ranbaxy's pehding’
exclusive marketing opportunities —
‘generic versions of Nexium and Val-

- €yte. Thelatter earnsits parents— As-

_Yheshareof __preforences here-and-—

tra Zeneca and Roche—more than §5

-billion inannualUS sales.

“Alsowithinayearof closingthedeal,
Sun could assess R&D project overlaps

- between the two companies and cut

costs by scrapping duplications, keep-

“ing only best projeets alive,” said one
- of thepeople cited earlier.

Thisisinddditionto reiningin cprpo-
rate expensesand general administra-

‘tion expensesin overlapping markets.
compared with more .

"Ranbag{y‘s R&D expense has been to

- the tune of 9% of sales in the past, a

low-hanging fruit for Sun Pharma to
cut costs. If you look at the areas
where R&D spend of India's top five

‘drugmakers go, you will not find sig-:

nificant  difference,
barring a few therapy

-genericdrugs  there,” said Chander. .

islessthan “Beyond access to-the

25%inJapan - ANDAs (abbreviated

compared new drug applica-

with over tions) filings of Ran- -
- 80%intheUS  bayxy, there would not

be much to gain from
the capabillties, different from what it .

.already hasin-house.”

Between thefirstand third yearofac- .

quisition, Sun Pharma plans to focus )
onrealigning Ranbaxy’ssalesdivision
and reap benefits flowing from inte-
grating procurement and supply
chains. During this period, italsoaims
to boost efficiencies in key markets,
such as India and the US, to deliver
$250 million of operational synergies
ithas promised by the third year.
" SunPharma believes that about 60% of
synergies would accrue in the third year
and aimsto improveRanbaxy’s EBITDA
margins to 15-16% by then, up from the
single-digit figure .4t present, another
personaware of Sutisplanssaid.

- Between the third and fifth year, Sun -

plans to use Ranbaxy’s infrastructure
in emerging markets —in many of
which it is not present — to launch its .
own products. By the end of this peri- o
od, Sun hopes to have sorted out Ran-
baxy's prolonged regulatory troubles
with the USFDA, the person aware of
the company’s plansaid. :
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‘Aﬂrobindo 'Pharma’s' Q1
profit: surges to ?415 crore

_ feBureau

Hyderabad, ,' Aug . 8 - Au-

robindo Pharma on Fridayre- |

- ported a consolidated net prof-

it of ¥415.43 crore for the June

quarter compared to a mere
¥18crore in the corresponding
~ quarter of the previous year.

Total revenues went up 70% to .

2,911 crore.
The company said the ﬁg

~ ures were not comparable as

during the quarter, Agile Phar-
. ma BV-Netherlands, its sub-

sidiary, acquired select Euro-

pean business of Actavis. The

results for the quarter include

the results of the operatlon of

delivered yet another strong

—=~thesaidbusiness:

On a y-o-y basis,Ebitda im-

‘proved by 460bpsduetoabetfer :

business mixanda decrease in
‘material consumption. “We
havestarted integratingtheac-
quired western Europeanbusi-
nessof Actavis. We believethis

‘acquisition will angur well for .

the company in terms of mar-
ket access and scale of opera-
tions in Europe. The company

o

—quarter on US generics, In~

jectables, anti-retrovirals
{ARVs)andrest of world (RoW)
formulations, and has built a
strong foundation for sus-
tained growth in each of these
segments, Net debt hasalsore-

. duced considerably during the

quarter,” NGovindarajan, MD,

saidinarelease. '
Formulation sales were up

106.7% to ¥2275.0 crore while

The company said
the figures were
not comparable as
during the
quarter, Agile
Pharma BV-
Netherlands,

its subsidiary,
acquired select
European business
of Actavis

API sales were up 3.6% to ‘

“X670.3 crores, Formulations™

sales constitute 77.2% while
theshareof APIsis22.8%. Net
debt as on June 30, 2014 stood
at¥2,695.6 crore. The company
filed 40 ANDAs in the US dur-
ing the quarter and its cumu-" -
lative filings reached 376 AN-
DAs. Similarly, it filed 45
DMFs, withcumulativefilings
reaching 2,282 as at end of
June 2014.
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Separate policyto
promote APIs
production: Govt

‘New Delhi, Aug 8: The gov-
ernment isworkingonasepa: -
rate policy to promote and
strengthen domestic produc- .
tionof active pharmaceutlcal

@/g “ ingredients (APIs). o
/%-\ ,\\ In a written answer to'the
\Vv @" Rajya Sabha, MoS for chemi:
y> cals and fertilisers Nihal
9 ’ Chand said a panel of secre:
(}4 \W tariesunder thechairmanship
-{ 9 QA of secretary, department of -
N health has been constltuted to ‘
Jookintothematter. - i

i . APIs are ingredients used
formakmgdrugformulatlons :

Minister said: “The commit: -

tee has been constituted ta-
“studyandidentify APIsof crit:
ical importance and to work: -
-out a package of interven- -
1 tions/concessionsrequiredta
| | build domestic productionca-
pabilities and examine the
costimplication.” _ PTIT
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USF DA to féstaff |
as reVIews hit

2014*

* (till Aug 4) Source: US Food and Drug Admlmstratlon
*USFDA fiscal yearis from Oct1toSept3n

Pallavi Ail

Mumbai, Aug8

The USFDA follows the
October-September fiscal
yearIn FY13.it conducted

Heeld;

HE number of in-
spections by the US -

Food and Drug Ad-
ministration (USFDA)in In-
diahascomedownmthelast
one year, but the develop-

ment does not denote that.
the record of Indian drug

manufacturers  vis- -a-vis
compliance w1,th US regula-
tory standards has im-

‘proved. Rather, the fewer in-
- spections during the period
isduetothefewerstaff atthe:

regulator’sIndia office.

111 inspections, which is
down-to 90 till August 4 of
FY14.InFY12 it carried out

141 inspections (seetable).

Of 90 inspections done
till August 4, there were 70 -
or so instances where Form'
483 — the first observation.
report on conclusion of an-
inspection documenting
the issues identified — was

issued, against 101 such

forms 1ssued 1n FY13 and
107 inFYi2..
] cOntmued on Page 2
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U S F DA. )
The USFDA conducted 598 in-
vestigations in foreign coun- |
triesexcludingChina, whereit
conducted 88 inspections till
August 4. There are 517 regis-
teredfirms in Chinaand519in
" India, which makes India the
host to the highest number of
USFDA-approved 'faCi]ities
“outsidetheUS.
i . USFDAhas astaff strength
of 14inndia,of whichonlysix
are for probing medical prod-
ucts, whichisquitelowconsid-
ermgmatﬂleagencyhadanap-
proval to. raise the mi
-.products investigators. to 19
“from 12 ih March 2013, Again,
of the six, only three are per- -
manent: “USFDA hds six med-
ical products investigators in
India — three are permanent,

and three are long-term de-

tailees (staff who ‘are in the
country typically for 90-120
days),” spokesperson Christo-
pherKellysaid. ‘

Altaf Lal, who was the di-
rector of the agency in India,
resigned from his post in May

' 2014.Hehadheld the postsince

" June 2013. Carl Sciacchitano,

senior science adviser in USF-

DA’s Office of International
Programmes, isservingasact- .
ingdirector,India. Hisappoint-

ment began on June 1. Kelly

said USFDA expects toname a

‘ permanent director in the

\ - . comingmonths,and isinthefi-
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nal stages of hiring additional
investigators. “Once fully staf-
fed, thiswillincrease our pres-
ence to 19 permanent Ameri-
can staff based in-country,
including 10 dedicated tomed-
icalproducts,”Kelly added.
. -nceémparison, Chinahas13
staff posted in three locations:
Bedjing, Shanghai and Guan-
gzhou. This includes eight US.
civilservants and five Chinese
staff, The regulatorhasplansto
.expand the China office and ;.
when fully staffed, it will in-
i clude 27 US civil servants and
seven Chinese staff, accordmg
to Kelly The China employees
include policy and technical
experts in Belng, andinspec-
tors in ' Shanghai and
-Guangzhou, whoinspectfirms
‘ that export USFDA-regulated
‘ goodstotheUS.
| “Since the opening of its
l China office in 2008, USFDA
‘ hasdramaucaﬂymcreasedthe
| ; - number of:Chinesefirms it in-

—spectseachyear” Kellysaid—

India is an important mar-
ketforthe USregulatorasitac-
countedfor40% of USgeneric
drug imports in FY13, which
makesitthelargestsupplierof
generic drugs to the country
by volume, accordingtoaMay
7IndiaRatings & Researchre-
port. “India Ratings believes
that Indian pharmaceuticals
manufacturers will face in-
creased USFDA inspections.

: This is considering the US’ in-
creasing dependence on Indi:

. anpharmaceuticalsmanufac-

. turers and the bad press

~ earned by Indian pharmaceu-
ticalsonaccountof therecent

spateof import alerts,” there—

portsaid. :
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“'dollar ‘Sun Pharma-Ran-

* baxy deal under close seruti-

. ny, fair trade watchdog CCI

‘ has sought more information
" from them tc scertain

‘whether the deal wouild

skew fair competition in

| the pharma sector,

Competition Commis-

sion of India (CCI) would

- takeafinalview onthedeal

. after rece1v1ng details from

the companies and could
| seek more information if it
_ is not satlsfled w1th the-
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comment onwhether it has

submitted the responses fo_

. - CCI, while queries sent to
- APuttlng the: multkbllhon '

Ranbaxy did not ehclt any
response.

. ForCCI thisisoneof the -
biggest M&A dealsandalso .

the first major transaction

in the pharma sector and

therefore its decision in this
case could have big impli-

€ations.

Incase CCIfindsthe deal

.in the current form could
hurt fair competitionin the . :

domestic pharma market, it

tan even direct the compa- .
niestodivest some assetsas
-apre-requisitéfor approval.
_TeSPONSES.. S

“We have sought more
: mformatlon from the two
i companies. We will take a
: final view after getting the
. required information,” a
: senlor CCI official sa1d
| | Sun Pharmadeclinedto

*

The $4billienworthrdeal

- wouldcreate the fifth-largest
. speciality generics compa-

ny in the world and the
]argestpharmaceuticalcom—

~pany in India.

The combined entlty
would have operations in 65

“NSE. -~

'\ Sun-Ranbaxydeal comes
under CCIscanner

countrles 47 manufacturmg'
fac1ht1es across 5 conti-
nents; anda significant plat-
formof speciality and gener-
ic products marketed glob A
ally.

. In April; Sun Pharma-‘
ceutical .. Industries
announced it would acquire
troubled rival Ranbaxy Lab- -

- oratories in a $4-billion deal

that mcludes $800 million .
debt. The transaction has val-

‘ued Ranbaxy at2.2times its
-$1.8hillion revenue for 2013,

or about Rs 457 per share.
- Lastmonth, the deal was
approved by leading stock

' exchanges the BSE and the

The mo- objectlon from‘._
the two exchanges would
allow the two companies to
file their scheme of amal-
gamation with the High"
Courtforfurther clearance
of the deal. _
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SCstays order related to Pfizer o
The Supreme Court on Friday stayed a Bombay
High Court order and issued notice to
drugmaker Pfizer on the appeal of the central -
Eovernment on the dispute over the pricing of a
cough syrup Benadryl. The high court had asked
the drug price control authority to review its '
order against the company. The autherities had
questioned the pricing of the medicine saying
the increase of 20 per cent in a year was
unreasonable and against public interest. The .
company tried to justify the increase but its

. arguments were rejected by the officer

- hearing its petition. So, the company moved
the high court. it held the offigial had no
‘power to pass the order and to fix the price.
It asked the authority to review the
application. BS REPORTER« -




