PHARMACEUTICAL EXPORT PROMOTION COUNCIL

(Set up by Ministry of Commerce & Industry. Govt. of India)

Ref: Pharmexcil/RO/Del/DGFT/07-08 November 26, 2007

Dear Shri Gujralji,

)
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This has reference to your letter under reference No. D.O. No. 01/94/180/FTP-Annual
Supp.2008/AM-08/PC—1/3286 dated 2™ November 2007 with regard to suggestions / proposals

to the Foreign Trade Policy for the year 2008-09.

We are enclosing herewith our suggestions / proposals to the Foreign Trade Policy for the year

2008-09. -

We would like to inform you that Pharmexcil has organized an Open House meet on the
occasion of our Annual General Meeting on Hgth November 2007 at Hyderabad. We are
thankful to you for deputing Dr. Shyam Agarwal, Additional DGFT for the open house at
Hyderabad. During the open house meeting on H8h November 2007 some more suggestions /

proposals from our members is likely to emerge.

We shall be compiling these suggestions also and submitting the same to you for your perusal

and consideration in the FTP Annual Supplement to be announced in March 2008.
We look forward to your consideration of our proposals / suggestions.

With warm regards
:

0= Lo\ ZL\ .

Venkat Jasti
Vice-Chairman

Encl: As mentioned above.

Shri R S Gujral, 145,

Director General

Government of India

Ministry of Commerce & Industry
Directorate General of Foreign Trade
Udyog Bhawan

NEW DELHI — 110 011.

Regional Otfice Delhi : Registered Head Office : Regional Office qubai ;
305. Padma Tower I, 101, Aditya Trade Cenire, Ameer Pet, TV Ind!. Estate, Unit No. 106, _1 st Floor,_
22 Rajendra Palace, Hyderabad - 500 038. 248/A S. K. Ahire Marg, Work, Mumbai - 400 030,

1  anaAny N7 CARD | BR Tel. - 2493 8750 / 2493 8751 « Fax: 2493 8822

y

W



e r———— it e e e et e e s T D T e e . S S i i Sl s —— g

S. | Suggestions Chapter of | Rationale ' Effect on | Impact on Remarks
| NO. F.T.Policy / Exports | Industry if any
Handbook transaction |
R R A ) cost & time 5
(01) | Inclusion of Pharma industry in the Chapter 1b | Pharma Industry contributes There will be Reducing
- thrust arecs for policy support Special significantly towards the boost in exports | transaction
| Focus country's total export. This of Pharma cost and |
| Initiatives (FT | industry offers goods Products Hime
| Policy) opportunity for employment
Including technical skilled job. | Annual expor! P e
| More so in view of R&D & from India Rs.
Medical tourism gaining 141 Billion
signiticance Future Project
| Rs. 1200 Billion
(By McKinsey)
T | ) | by 2010
(02)DEPB e R et i g i |
ir { DEPB Scheme should continue Chapter 4 DEPB Scheme which is There will be ¢
| Para 4.3. fransparent simplified and continued surge
| | DEPBE (FT export friendly should in exports owing
Policy) continue. Alternative Scheme | to the
| currently under examination availability of
should also contemplate export-friendly
neutralization of other levies scheme like
ke State Excise Duties, Sales DEPB
| N : | 1ax, tumn over fax, octroietc. | . w——
| Inclusion of Lozenges in the S.NO A-4172 Since Lozenges are only a type | To the extent of
] doscuptton of Tablats coverod under of SION HBP | ol lablel, they are logically cenicl of expurt
L SION and relevant enliios of DEPB rate | VOI-I included in the existing SUppPort, the
; s description. - The addition of exporiers have el iy
| lozenges to the description of | to operate with |
| this S.No. is sought to ensure high transaction
| | — el operdtional facilitation. COsts B
e S T ey |
| ' of DEPB rate OMmission oflozgnge; |
| , from the description
list of tablets, exporter
| - (Chemical) of lozenges which | -
!_ for all practical |
| purposes are
lL - L B ‘ L ) Pharma Formulation _ﬁ__J
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in the form of
tablets are unduly
denied export
support.

Additions to DEPB Rate List
) In each of S.No

sUb entries £ & F may b

| penefits @6% of the DE
rate of bulk drugs

Gels [ Lolions / Liquids
t-Eye [ Ear / Nasal Drops

|

mimbt e e e e e e e e e e et e

under

e ——

37,38.39,40.4] & 42 ot rate
list for chemical products

e

added as follows with DEPB

PB

L -Madicated Creames / Ointmaoents ¥

Schedule of
DEPB rate
for
Chemical
Products
HBP Vol |l

Produc
Code 20
S.No. 22D

Once these
formulations are
inCluded in the
DEPB rate list, it will
simplity
neutralization of
duties which will
reduce the
fransaction time
and cost.

In the absence of
DEPB rates, exporter
are compelled to
get duty drawback
rates fixed from time
to time which is
tedious and time
consuming

Ti?é?ﬁhihfioﬁvedtﬁﬁérl by thhe_;\ﬁihisier of Com

merce in enhancing

the DEPB rates to compensate the loss incured by the
Exporter on account of rupees appreciation was widely
welcomed by the Industry. In this move for Product Code 90
S.No. 220 DEPB rate increased to 3% from earlier 1%. This was
welcomed by the Industry.  Unfortunately, this NApPINess was

taken away by amending the rate to |

9% vide PN 66/07 -

09.10.07. This move is totally defeated the very purpose of the
initiative taken by the Commerce Minister especially in the

situation of further appreciated of rupees.

In the alternative, it is
requested to notify
DEPB rates for all the
products covered
under SION by
removing 5.No. 22D
under Product Code
90.

Clarification on date of up-linking
| Shipping detail from custom's serv
DGET server

AQency comimussion 12.5% on FOR
Value

e ————

e U ——— v e

of
erto

B o ——

Para 4.4 .6 of
HBP Vol-1
PN 56107

Vide Public Notification No. 56/07
provision of time limit of filing of
application withou! late cul within one
yoQar. In DGED server Thote s 1o
provision to identity date ot such
inking-up from Custom Server

i —

SN

4.43 of HBP
Vol.]

As per para 4.43 of HBP (Vol-1), the
Agency Commission will be allowed
upto 12.5% on FOB Value only and not
on CIF value. Earlier, 12.5% agency
commission was being allowed on CIF
value. Latter the same was amended
0 consider the commission only on
FOB. The General Trade practice
prevailing in the industry is to pay
commission on CIF value and not on
FOB. The present posilion of restricting
the agency Commission on FOB Value
is creating hardship to the exporters to
deduct the extra commission paid

The present position
of restricting the
Agency
Commiission on FOB
value is creating
hardship to the
exporter to deduct
the extra commision
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from FOB Yalues at the time of DEPB
applications especially in Formulations
where in one Shipping Bill there would
more than 10 products and deducting
this extra commission product wise is
No doubt a Herculean task.

Hence, it is requested to amend the
para by restoring the earier practice
of allowing the Agency commission on
CIF Value.

H

-

(03) Advnace Authorisation / DFIA Scheme

e

Review of SION, as and when done
should only be limited to the

- appropriateness of quantities of inputs
allowed to be imported duty free. The
review of norms should not preclude
import of penultimate state inputs to
e converted into finished products
FOr eXports

e A S i i R i e b R e B B 5 i I LT P L e S R —

Periodical
review of

- Std Input/

Qutput
NOorms

| As Iong as export possibilities

can be converted into actual
exports, the stage at which
any manufacturer begins
production activity should be
left to be decided by
individual manufacturer

n lerms of Policy Circular No. 4] (Re-2005)
2004-0Y dated 12.12.05, it has been
cClanfied that in cases where exemmt
Cmatenal have been impotted undes
cxemplion provisions as contained in the
- above Circular, the orocedure of
regulanzation for licenses in the event of
fallure to complete the export obligation
by payment of import duty with interest
@1 5% s provided forin Para 4.28 of HB
| Policy.

Policy
Circular No.
9 dated
30.06.03, 12
dated
27.06.2005
and 41
dated
12.12.2005

T Wrppe——

N the field of
Chemicals, Drugs and
Pharmaceutical
substantial progduction
in the country is
generated by
technocrats taking to
manufacturing
achivities, particularly in
areqs where inputs
from various stages
can be processed into
finished export
products. Not allowing
penultimate stage
iInputs would not only
deprve any
lechnocrol
entrepreneurs from
parlicipating in
countrv's export efforts
but also adversely
impact employment
avenues.

ki e k. P ek i S 5 ol - e B e s

C-L)UH{.'H
Nas
submitied
| representa
tfion in
context of
PN NO. 64/
24.10.95
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to that extent.

In such cases, the licensee snould have the option either to use the
| tor export of or to re-export the imported raw material and the advance license obligation shall be deemed to have discharged

imported raw material for production o

B e

f other expérf products

Ihere are instances where export orders get cancelled for various reasons after part export have been made. In such instances,

e e . e . i, L. -
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re-exporting the exempt materials which have been part utilized is not feasible.
The reasons being that the total import quantity may be the minimum tradable lot of the supplier may be unwilling to accept the
goods which have been opened and part utilized. To satisfactorily deal with hardships rising out of such situations, a suitable via-
| media for regularization of such licenses needs to be worked out in consultation with the office of the Drugs Controller General
| (IndiqQ).

- As the initial export obligation period is only six months, it is suggested that the exporters should be permitted extension of £ period
for further two years.
when a new molecule is infroduced, to standardize the same, the manufacturer requires additional quantity for R&D purposes and
hence our submission to you to increase the wastage norms by 3%. This may be applicable to exporters who are importing for the
first time from the new source.
Further when any molecule is not registered and it is imported for export production our manufacturer facing difficulty to get and
yield of 28% (SION S1. No. 41272 applicable for export products tablets & capsules). It is suggested that in such cases also when
cxpor! obligation is nol fulliled due 1o yield problem exporter should be allowed to close file subject to the condition mentioned in
policy circular No. 18 dt. 301h October 2007

- - —

| | Currently there are so many 1 Chapter 4

applications lying with DGFT for of FT Policy.
fixation of [-O Norms. We request that | Para 4.9 of |
priority may be given for clearing this Handbook |
| backlog. | |

S i
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T Clubbing of Advance Licence -request for relaxation of certain conditions of the HB of Procedure:
- We invite your kind attention towards 4.20 of HBP deals with facility of clubbing. Following clauses have been inserted ir said provision:
| The clubbing would be available only for redemption / regularization and not for further imports or exports.
Licences should be issued under similar customs NF even pertaining to different financial years.
Ihere should be shortfall in export obligation in the licences sought to be clubbed and the other licences to be clubbed, which is
valid tor import (4.20.3)
he export effected in the subsequent licence beyond the validity of the earlier licence will not be considered (or clubbing
(4.20.4).
The provision of 4.20.3 & 4.20.4 will not be applicable for clubbing of all expired licences issued curing Policy period 1992.97, 1997
2002 (4.20.5) .
IN view of above, itis essential that for availing the facility of clubbing the licence with the other licences to be clubbed should be valid for
mports and any licnencses which are expired or the exports eftected beyond the validity period of the earlier icence can not be
clubbed. Further, as per para 4.2.5, facility of clubbing provided for expire licences which are issued during the period 1% April, 1992 to 31+
March, 2002 only and not for subsegquent period.

Request the Hon'ble DGFT to kindly consider the following issues to be considered and relaxation by amendment to be provided for the
existing Provisionss.

- Llicencesissued under different Notifications also to be considered for clubbing, if there is no change in the exemption of similar
duties. '
Expired licences issued after 01.04.2002 to 31.03.2004 also to be considered for clubbing.

- I the above points are not considered, provisions of para 4.20.4 to be deleted so that the exports effected beyond the validity
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| period of earlier Licence can also be considered for clubbing. Reason for this relaxation is that no exporter will foresee dur?ng the
validity of the licence period which licence would be Clubbed with what licence.
|
|
|
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- Verification of Advance f;.:uihorizufi‘oﬁ‘/ DFIA should e sir?w_plf'ﬁedd. Exporter also facing considerable delay in gebﬂymmgrs:hipp'fﬁg bills
at the DGFT server from Customs lce gate. This problem needs to be rectified.

B eaep— am e e b it i A B i e o B P—— ——

submission of Consumption Register for Advance Licence / DFIA:-
- Asper4.30 of HBP (Vol-1) for all the Advance Licences issued on or after 13.05.2005, submission of consumption register in

| Appnedix-23 duly certified by Charlered Accountant made mandatory. The Advance licenses are being issued basad n the SION
| ixed by the DGET including adhooe norms reccommended by ALC (NC). Insisting for submission of Consumption details will lead to
ncrease in hansaction Cost. DG being the final authority may review the SION of the products at any time without insisting for
he consumphion detail. Sir, it is humble suggestion that amend the provision by deleting the mandatory requirement of submission
of Consumption detail in Appendix - 23 and dispensed with as Input Output Norms are sufficient to check the misuse,

!.
!
J
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CEFT retund of excess G;:aicoﬂon fee debited twice/thrice due to system probdlem is getting delayed even after the DGFT ssued @

PN prescribing the procedure for refund. Request to issue further instructions to RLAs for Immediate sanction of the refund of the
excess Rl amounts in terms of PN 75/09.12.2005.
RN~
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(04) EPCG SCHEME:
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During July 2007 the DEFT__EEmsiEieredm&ovisigﬁ of installation certificate from Chartered Engineer as per PN 22/2007 as requested by
Trade, which was welcomed by the trade. as it Certainly help the exporter in reducing the transaction cost. Surprisingly this provision was
agamn reversed in October vide PN 54/207 By restoring the earlier provision that Installation certificate by the Central Excise Authorities.

Request to Hon'able DGFT to restore the provision issued in July 2007 NN
(03) Serve From India Scheme 2 - e

- Scheme should be extended to all 13,648 It will boost the Pharma

| RAW materials and also should be 3. 1.5 6l Technical Services Sector

- hransferable. The current scheme oniy | b.T.PHlIicy exporis

| allow 1o import consumable and !

cupttal goods, which are directly
|tetales 1o that services exported
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(O_f:)FOCU‘E Market Scheme
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1is suggested to include following CIS Chapter 3 CIS countries are landlocked It will
countnes in the countries cligible for of FIP Para countries and the mode of encourage
| Focus Market Scheme, 3.9 transport is by Sea to exporter to
Russian Federation (Appendix Land/Rail. Owing to the export their
- Ukraine Ui k) fragmentation one comes goods to CIS
across number of borders countries.
leading to customs formalities
etc. As these countries face
[ o - ) § severe winter, the goods could | B _ i
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not be transported through @
shorter route via Middle East
and instead transported via
China which is a circuitous
route.

None of regular shipping lines
service these countries. The
reason peing the haulage cost
s more than the cost of
containers itself. The
forwarders who are giving
services include the cost of
containers in the frelght itself.
Ten C.I.S. countries were
included last year but Russian
Federation and Ukraine were
not figuring in the List.
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To increase our LompehhvemeSf‘ we should infroduce nge? PlUS S(,heme (due to opprecmhon iINn Rupee) to give cpmc;cl relief to

the Exporter,

Also earlier licenses / goods procured under said scheme should be transferable
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QU Sf"heme
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- Qur earnest request to your that EOU
income Tax benefit should continue
tor another 5 years after the date of
expiry of sunset clause, 315t March
2009

P
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in case of c::my evel ﬂumhty EOU

- benetfils are not extended beyond 1st
April 2009, then EOU Manufacturers
should be allowed to shitt their
nuc,hm nc,s to SEZ R B B S0
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Para 6.12 -~

Exemption
from
payment of
Income Tax
as per the
provisions of
Section 10A
& 10B of

L LTaxR ACH

Benefit of exemption from
Income Tax for EOU Unit is a
major cne. Discontinuing the
same from 31.03.2009 shall
discourage these units and
they may opt 1or debhonding
which may affect the
country's exports.

There will be
reductions in
exports as EOU
Units may opt
for de-bonding.

Under the
above
provisions of
the Income
Tax
exemption is
available
only upto

mw—e;
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' Like all other class of Exporters, EQUs Objective & | Levy of Service Tax is not To maintain an In direct This —
' 1oo should be exempted from the Strategies of | compatible with the Basic increase in the proportion suggestl
ncidence of Service Tax F.T.Policy concept of EOU Scheme viz. contribution of to the on has
carrying out production for EOUs to overall | extent of been
export under full exemption exports which service tax pending
from all types of duties taxes currentyly is which at the | since
and levies. pegged at current level | 2004-05
about 20% by 10.2% is
marking their quite
operalions cost substantial,
eftecliyve
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(99) Rupees oﬂprecmhon
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1. Qur country has got forem;n exchange reserves of about USD250 billion and parf of this amount is invested in the US Government Bond
and some other sovereign countries, whose economies are strong @LIBOR + 0.25% or may be less. Sir our submission is that out of the said

| reserves, RBI may give certain portion to the various banks in india with proper guidelines and this amount should be disbursed to the

| Exporter at the concessional rate of interest LIBOR + 0.25% or lower, so that our competitiveness in the global market slightly goes up. FAF\N

A S = ¥ L

2. At present interest subvention of 2% per annum is available to a list of eleven sectors and SME. All sectors including phorm@cethal
SE,MUr should be also Included in 1ht5 scheme.

i-opy of representation sent to Mr, G K. Piltal, Secretary, Deptt. Of Commerce enclosed) QMM_—_‘
(10) Exchungg Rates :
A lig e Sl - S— S = - - _ — B S—
Exchange Rates As a relief measures to

exporters in view of strong
rupee, it is suggested that dual
exchange rates be intfroduced

Py RBI. Exporter may be
allowed to convert their dollar
realization at Rupee 42/-

SR T O Ay o (8 1 S e e U g [ R s e LI TP SR R A e e ki

‘ (11) MDA/MAI

- Apart from registration fees, expenses involved in generating dossiers like clinical trials, professional fees and visits of personal of
| registering authorities for plant audit are included for reimbursement.
| - kxpenses on obtaining certificates of suitability for marketing APIs in Europe should be qualified for reimbursement as product
registration fees.
nittees paid to registering authorities viz. part payment with filing of application and balance on completion of registration process
should be computed as registration fess even when such payments have been made in different financial years.
MAL for Direct Participation in Exhibitions : MAI should be made available for fairs where compomes want to participate directly .
also. Thisis because Pharmexcil is participating in fairs, which they consider important at large, but individual exporter may have i
prorty in another sector/country. J
| - Faster Refunds: Refund of MAI for registration cost should be faster and smooth




Reimbursement of regtstrmm of producrs should c:zlso nclude Bio- equwo{ence test, stability test etc which have done ro get the

products registered in various countries. The expenses of getting these tests done are very expensive.

iIncentives tor Brand promotion : Special Incentive should be given to exporter for single brand value generated more than Rs. Cne

Crore during a financial year. This will motivate exporters to build brands, which have long duration of exports.

Enhancing reimbursement of fravel expenses: Reimbursement of fravel expenses should be increased to 100% | Logic is the more

we travel the more we know our customer and the more revenue we will bring. And the growth we achieved is Just a penny @
21%., 1s nothing. Because the opportunities is still lying in Latin American countries is not utilized due to heavy travel and other

rm!oted expenses.

Facilitating 100% Reimbursement: As we all know the products registration 50% reimbursement is also not meeting much more

purpose because apart from official fee we have arrange to pay miscellaneous fee which is quite high. So the Re-imbursement

must be 100% to utilize the best salesmanship of Indians

MDA scheme has been simplified and very easy to operate. Similarly MAI sc heme should be simplified and the reimbursement of

product registration charges 1o the Exporters should be operated through the Council with the normal checks and balances Qs in

MDA schemes.

Upgradation of facilities like HVAC systems, Water systems, other Quality Control, Methodology and Validation etc.

Contract Research

Brand Equity, Biotechnology, Medicinal Plant Research.

r_.

_(12) O'rher lssues :
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mManufacturers who have established EXport of We have received lot of
a Brand kquity are facing a problem Counterfeit | complaints from our members
of counterfeit & Fake Drugs Exports. & Fake that counterfeit & fake drugs
Merchant Exporters have played a cdrugs are exported from India with
pivotal role in increasing export of all identical labels of the
commoaodities but as far as products. However, the
Pharmaceutical products are contents in products are not as
concerned, there is need to prevent per the formula for the well
the counterfeit & Fake drugs exports. known brand. Therefore there
Qur suggestions in this regard as Is need to strengthen the
| tollows: L i lProcedure. ]
nvoice from the manufacturers Ihat the prociucts have been from Ihem
Cerlificate of Analysis.

Registration Cerhiicate it the registration certificate is applicable in the importing country.
Central Excise Gate-Pass.
NOC from the Manutacturers.

This should be become a part of the Foreign Trade Policy

- ———— S . PR

Lifting of additional duty on importation of equipments mean for Phc::rmc: & Bio Technology sector (Para 2.55 of HBP Vol- I)
Initially the equipments imported under the above provision were exempted total customs duties and later the Govt
imposed CVD on import clearance of such R&D equipments. This imposition of CVD will defeat the very purpose of the
facility which was given the R&D activities carried out in the Pharmaceutical Bio-Technology sectors. Because of this
imposition of CVD, the scheme is not being utilized by many companies. Request for consideration inremoving the CVD
and restore the earlier provision,

Also the equipments mentioned in the said list are too old and has the limited scope of usage today. Whereas there are so
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| moﬁy other modern i'nsfr—Jmems,-which are nof?nciuded in the ﬁst and they are most wanted in today Tecﬁno‘logy. '
| Ongoing globalization, the referred equipments becomes obsolete, as there are so many new and new instrument

i being used in R&D, which are not included in the list viz. HPLC System, Gas Chromatographic System etc. Therefore
notification should be amended as “ANY INSTRUMENTS TO BE INSTALLED IN R&D WING BE DUTY FREL 5
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03 | Still no decision has been taken against withdrawn of rebate of‘duity against NF 37/2007 dated 17.09.2007
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[13) Other suggestion o be taken with various ministries (Attached) AN N

(14)  Presentation of Member company on deletion of SION A-33. AN NINE S
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