Office of Directorate General of Foreign Trade
New Delhi

Para 4.7 Decision

MEETING NUMBER : 41/82-ALC4/2011 MEETING DATE : 10.01.2012

The Meeting N0.41/82 in the year 2011-12 to consider the cases under Duty Exemption Scheme (Chapter-4) of Foreign Trade Policy, 2009-14 pertaining to
products falling in Chapter 29 and 30 held on 10.01.2012 under the Chairmanship of Addl DGFT, Shri V.K. Gupta in his chamber.

Following members were present:-

1. Pramod Bharti, Asstt. Director, DC(MSME)
2. Shri Jasbir Singh, Consultation, Department of C&PC
3. Shri D.N. Mathur, Consultation, Department of Pharmaceuticals
4. Ms.Lalita Maini, FTDO
At the outset, minutes of Norms Committee Meeting No.40/82 dated 03.01.2012 were ratified by the Committee.
Case No.B 434 M/s. Divis Laboratories Limited
Norms Committee Meeting No.41/AM12 (i) F.No 01/82/162/1029/AM 11/DES Il

(i) F.No 01/82/162/1030/AM 11/DES Il
(iii) F.No 01/82/162/1031/AM 11/DES IlI
(iv) F.No 01/82/162/1032/AM 11/DES Il
(v) F.No 01/82/162/1036/AM 11/DES IlI
(vi) F.No 01/82/162/1037/AM 11/DES Il
(vii) F.No 01/82/162/1038/AM 11/DES IlI
(viii) F.No 01/82/162/1039/AM 11/DES llI
(ix) F.No 01/82/162/1040/AM 11/DES IlI
(x) F.No 01/82/162/1041/AM 11/DES Il
(xi) F.No 01/82/162/1042/AM 11/DES IlI
(xii) F.No 01/82/162/1043/AM 11/DES IlI
(xiii) F.No 01/82/162/1044/AM 11/DES llI

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting decided to defer all above cases for 21.02.2012. However, in respect of F.No (ix) above,
on the basis of written comments forwarded by department of Pharmaceuticals vide their OM No.
35011/214/2011-PI(Norms) dated 23.12.2011 it has been decided to call from the firm Copy of valid Drug




Manufacturing License showing the approved composition of the export products and also Coy of Master Batch
Formula duly authenticated by Quality Control Incharge.

In respect of F.No. (x) above, it has been decided to call from the firm production and consumption data duly
certified by Central Excise Authorities.

Case No.B 435 M/s. Prachi Pharmaceuticals Pvt. Limited, Mumbai

Norms Committee Meeting No.41/AM12 F.No 01/82/50/01323/AM 09/DES Il
F.No 01/82/162/1008/AM 10/DES Il

Meeting Date:10.01.2012

Advance License NO. 0310508539 dated 20.02.2009
Advance License No. 0310390437 dated 28.7.2006

Decision: Shri Pankah Shah, Managing Director of the firm came for the personal hearing and explained the
case. After detailed deliberations and in consultation with technical authority present in meeting, Committee
norms have been ratified under Para 4.7 of HBP , on the basis of Central Excise Data, as per details below or
as applied by the firm whichever is lower:-

Export product Export Quantity SI.No. Import items Qty. allowed
Providone lodine | 1 Kg 1. Polyvinyl Pyrrolidone 0.75 kg
20%

2. lodine Crystals 0.27 kg

RA concerned may take further necessary action as per above decision of NC.

Case No.B 436 M/s. Neuland Laboratories Limited

Norms Committee Meeting No.41/AM12 F.No 01/82/162/01028/AM 07/DES llI

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to reject the request of the firm as there is no scope for
enhancement. However, it has been decided that if firm is not satisfied with the decision of the Committee,
their representative may come for Personal Hearing with prior appointment in the afternoon of any Tuesday.

Case No.B 437 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/87/162/00672/AM 12/DES Il

Meeting Date:10.01.2012




Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.

Case No.B 438 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/87/162/00674/AM 12/DES III

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.

Case No.B 439 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/87/162/00671/AM 12/DES Il

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.

Case No.B 440 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/87/162/00868/AM 09/DES III

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.

Case No.B 441 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/82/162/00670/AM 12/DES IlI

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.




Case No.B 442 M/s. Aqua Pharma Limited, Pune

Norms Committee Meeting No.41/AM12 F.No 01/82/162/00673/AM 12/DES llI

Meeting Date:10.01.2012

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to defer the case for 6.3.2012 for comments of Department of
C&PC.

Case No.B 437 M/s. Aktions Pharma Pvt. Limited

Norms Committee Meeting No.41/AM12 F.No 01/85/050/00010/AM 11/DESII(pt)162/00672/AM
12/DES 1l

Meeting Date:10.01.2012 RLA File No. 03/94/040/00300/AM 10

Advance Authorisation NO. 0910041041 dated

22.02.2010

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been found that export product is not mentioned in the agenda. The case has been
deferred for 24.1.2012.

Case No.B 444 M/s. Jubliant Lifesciences Limited

Norms Committee Meeting No.41/AM12 F.No 01/82/50/01598/AM 11/DES llI

Meeting Date:10.01.2012

Adv. Lic. No. 0510271327 dated 25.08.2010

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to call from the firm production and consumption data certified by
Central Excise Authority. Accordingly, the case has been deferred for 7.02.2012.

Case No.B 445 M/s. Jubliant Lifesciences Limited
Norms Committee Meeting No.41/AM12 F.No 01/82/50/01600/AM 11/DES Il
Meeting Date:10.01.2012 R.A File No. 05/23/040/00082/AM 11
Adv. Lic. No.0510267990 dated 13.7.2010

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to call from the firm production and consumption data certified by
Central Excise Authority. Accordingly, the case has been deferred for 7.02.2012.

Case No.B 446 M/s. Jubliant Lifesciences Limited

Norms Committee Meeting No.41/AM12 F.No 01/82/50/01593/AM 11/DES llI

Meeting Date:10.01.2012




Adv. Lic. No. 0510272117 dated 06.09.2010 |

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, it has been decided to call from the firm production and consumption data certified by
Central Excise Authority. Accordingly, the case has been deferred for 7.02.2012.

Case No.B 447 M/s. Emami Limited

Norms Committee Meeting No.41/AM12 F.No 01/82/50/0449/AM 12/DES IlI
Meeting Date:10.01.2012 RA No. 02/24/40/00017/AM 12
Adv. Lic. No. 0210155350 dated 24.02.2011

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, decided to defer the case for 6.3.2012 for comments of technical authority.

Case No.B 448 M/s. Emami Limited

Norms Committee Meeting No.41/AM12 F.No 01/82/50/01708/AM 11/DES Il
Meeting Date:10.01.2012 RA No. 02/24/40/00202/AM 11

Adv. Lic. No. 0210155350 dated 24.02.2011

Decision: The Committee considered the case as per agenda and in consultation with the technical authorities
present in the meeting, decided to defer the case for 6.3.2012 for comments of technical authority.

Case No.B 449 M/s. K.v. Arochem Pvtl. Ltd.

Norms Committee Meeting No.41/AM12 F.No 01/82/50/00450/AM 12/DES llI
Meeting Date:10.01.2012 RA No. 03/94/40/00161/AM 12
Adv. Lic. No. 03106335171 dated 30.05.11

Decision: The Committee considered the case as per agenda and in consultation with the technical
authorities present in the meeting, decided to revise the norms in terms of Para 4.7 of HBP v 1 norms under para
4.7 of HBP as per details below or as applied by the firm whichever is lower:-

Export product Export Quantity SI.No. Import items Qty. allowed
7-Acetyl-1,1,3,4,4,6- | 1 kg 1. HMT-Crude (Hexamethyl, | 1.180 kg
Hexamethyl 1,2,3,4- Tetralene) (Purity Min. 85%)
Tetrahydro
Naphthalene Aluminium Chloride (Purity
(KEVOLID)  (Purity Min. 98%) 0.720 kg
Min. 97%)

2. Acetyl Chloride (Purity Min.

98%)
3. 0.420 kg




RA may take necessary action as per the decision of Norms Committee.

Case No.:57/41/82-ALC4/2010 Party Name: LUPIN LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved

HQ File :01/82/050/01405/AM11/ RLA File :03/95/040/00382/AM11/ Lic.No/Date:0310589551 Defer Date:
26.08.2010

Decision : : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their O.M.
No0.35011/08/2011-PI-Norms dated 28.11.2011 and in consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP
as per details below or as applied by firm whichever is lower:-

Export product Exp. Qty. SI.No. Import items Qty. allowed
Sterile  Cefotaxime | 1 Kg 1 7 Amino Cehalosporanic Acid 0.741
Sodium 500 2 Ethyle Acetate 5.94
MG/IGM/2GM 3 Tetra Hydrofuran 2.66
Injection (Wt. of drug 4 Methylene Chloride 6.84
367.22 kgs) 5 Isopropy! Alcohol 0.35
6 Sodium 2-Ethyl Hexanoate 0.40
7 7 Hexamethyl Dislazane 0.36
8 Methanol 0.83
9 Phsophorous Pentachloride 0.5968
10 Triethyl Amine 0.410
11 Activated Carbon 0.100
12 Trimethyl Chlorosilane 0.1796
13. Sodium Hydrosulphite 0.060
14. 4-Bromo-2-Methoxyimino-3-Oxo Butyric | 0.6596
acid (Bromo Acid)
15. Thiourea 0.222
16. Ethylene Diamine Tetra Acide Disodium | 0.0145
Salt (E.D.T.A Di Sodium)
Case No.:32/23/82-ALC4/2010 Party Name:SUVEN LIFE SCIENCES LIMITED  ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/00800/AM11/ RLA File :09/24/040/00211/AM11/ Lic.No/Date:0910043338 Defer Date:
31.08.2010

Decision : The Committee considered the case as per agenda and in consultation with the technical authorities present in the meeting, based

on the Central Excise data provided by the firm, decided to ratify norms under Para 4.7 of HBP v 1 as per details below or as applied by firm
whichever is lower:-

| Export product [ Exo. Qtv. [ SILNo. [ Importitems [ Qtv. allowed |




2-Amino _ 5-Chloro | 1kg 1

Benzamide

(ACBAM) 2
3

Isa;toic Anhydride
Sulfolane

Ammonium Carbonate

1.51 kg
1.30

1.07

RA may take appropriate action as per the decision of Norms Committee.

Case No.:43/31/82-ALC4/2010 Party Name:MADHUKAR HORMONES & Meet No/Date:41/82-ALC4/2011 Status:Case
STERODIS [P] LTD. 10.01.2012 Deferred
HQ File :01/82/050/00968/AM11/ RLA File :03/95/040/00341/AM11/ Lic.No/Date:0310593360 Defer

22.09.2010

Date:06.03.2012

Decision :

the case for 6.3.2012 for comments of technical authority.

The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer

Case No.:20/39/82-ALC4/2010 Party Name:MADHUKAR HORMONES & Meet No/Date:41/82-ALC4/2011 Status:Case
STERODIS [P] LTD. 10.01.2012 Deferred
HQ File :01/82/050/01101/AM11/ RLA File :03/95/040/00321/AM11/ Lic.No/Date:0310593366 Defer

22.09.2010

Date:06.03.2012

Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority

Case No.:14/28/82-ALC4/2010 Party Name:SATYA DEEPTHA Meet No/Date:41/82-ALC4/2011 Status:Case
PHARMACEUTICALS LTD 10.01.2012 Deferred
HQ File :01/82/050/00896/AM11/ RLA File :09/24/040/00272/AM11/ Lic.No/Date:0910043780 Defer

01.10.2010

Date:06.03.2012

Decision : : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals and in consultation

with technical authority present in meeting,

decided to call the following details from the firm:-

e Stepwise complete and balanced chemical reaction showing Mo. Wt. of each input & output product and molar requirement of each

reactant.

e % yield on molar basis for each step.
e Requirement & Recovery of solvent at each step of manufacturing process.

Case No.:55/41/82-ALC4/2010 Party Name:GLAND PHARMA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/01403/AM11/ RLA File :09/24/040/00298/AM11/ Lic.No/Date:0910043877 Defer

11.10.2010




[P Y Y

Decision : The Committee considered the case as per agenda and observed that the firm’s plant is US FDA approve%#ﬁeif
manufacturing process is also approved by US FDA. This Plant was visited by a team constituted by DGFT about a year back for another
product i.e. pre-filled syringes and it was cross checked at the time of visit that the components which are in excess in a batch are disposed off]
as a waste and cannot be re-used in the next batch as per US FDA guidelines.  The firm has also assured that they export directly to US and
no other country. The firm has already given actual production and consumption data duly certified by Central Excise Authority in respect of]
the higher wastage in the packaging material. As these packaging material are different from that of our Policy, it has been decided in the
Committee to seek the approval of DG(FT) for higher norms.

Case No.:54/41/82-AL.C4/2010 Party Name:GLAND PHARMA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred

HQ File :01/82/050/01402/AM11/ RLA File :09/24/040/00289/AM11/ Lic.No/Date:0910043863 Defer
8.10.2010 Date:06.03.2012

Decision : The Committee considered the case as per agenda and observed that the firm’s plant is US FDA approved plant and their
manufacturing process is also approved by US FDA. This Plant was visited by a team constituted by DGFT about a year back for another
product i.e. pre-filled syringes and it was cross checked at the time of visit that the components which are in excess in a batch are disposed off
as a waste and cannot be re-used in the next batch as per US FDA guidelines.  The firm has also assured that they export directly to US and
no other country. The firm has already given actual production and consumption data duly certified by Central Excise Authority in respect of
the higher wastage in the packaging material. As these packaging material are different from that of our Policy, it has been decided in the
Committee to seek the approval of DG(FT) for higher norms

Case No.:3/31/82-ALC4/2010 Party Name:EMAMI LIMITED, Meet No/Date:41/82-ALC4/2011 Status:Case Deferred
10.01.2012

HQ File :01/82/050/00928/AM11/ RLA File :02/24/040/00119/AM11/ Lic.No/Date:0210149202 Defer Date:06.03.2012
12.10.2010

Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the

case for 6.3.2012 for comments of technical authority

Case No.:8/31/82-ALC4/2010 Party Name:GLAND PHARMA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred

HQ File :01/82/050/00933/AM11/ RLA File :09/24/040/00290/AM11/ Lic.No/Date:0910043914 Defer
14.10.2010 Date:06.03.2012

Decision : The Committee considered the case as per agenda and observed that the firm’s plant is US FDA approved plant and their
manufacturing process is also approved by US FDA. This Plant was visited by a team constituted by DGFT about a year back for another
product i.e. pre-filled syringes and it was cross checked at the time of visit that the components which are in excess in a batch are disposed off]
as a waste and cannot be re-used in the next batch as per US FDA guidelines.  The firm has also assured that they export directly to US and
no other country. The firm has already given actual production and consumption data duly certified by Central Excise Authority in respect of]




the higher wastage in the packaging material. As these packaging material are different from that of our Policy, it has been decided in the
Committee to seek the approval of DG(FT) for higher norms

Case No.:124/40/82-ALC4/2010 Party Name:SURYA PHARMACEUTICAL LTD ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 deferred
HQ File :01/82/050/01323/AM11/ RLA File :22/24/040/00049/AM11/ Lic.No/Date:2210010535 Defer Date:

10 18.10.2010 21.02.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 21.02.2012 for comments of technical authority
Case No.:116/40/82-ALC4/2010 Party Name:DSM ANTI-INFECTIVES INDIA LTD||Meet No/Date:41/82-ALC4/2011 Status:Case

10.01.2012 Deferred
HQ File :01/82/050/01315/AM11/ RLA File :22/24/040/00017/AM10/ Lic.No/Date:2210010540 Defer

19.10.2010 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to remind
the firm the furnish following details :

11
Complete chemical reactions for each step showing Mol. Wt. and molar requirement of each reactant and output product.

% yield on Molar Basis for each step of manufacturing process.

Material Balance for entire process showing justification for requirement of enzymes used in the process.

Requirement & Recovery of solvents of each step of manufacturing process.

Production and Consumption data certified by Central Excise Authority.

Accordingly, the case has been deferred for 6.3.2012.

Case No.:48/31/82-ALC4/2010 Party Name:GLAND PHARMA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred

HQ File :01/82/050/00973/AM11/ RLA File :09/24/040/00297/AM11/ Lic.No/Date:0910043978 Defer
20.10.2010 Date:06.03.2012

Decision : The Committee considered the case as per agenda and observed that the firm’s plant is US FDA approved plant and their

12

manufacturing process is also approved by US FDA. This Plant was visited by a team constituted by DGFT about a year back for another
product i.e. pre-filled syringes and it was cross checked at the time of visit that the components which are in excess in a batch are disposed off]
as a waste and cannot be re-used in the next batch as per US FDA guidelines. ~ The firm has also assured that they export directly to US and
no other country. The firm has already given actual production and consumption data duly certified by Central Excise Authority in respect of]
the higher wastage in the packaging material. As these packaging material are different from that of our Policy, it has been decided in the
Committee to seek the approval of DG(FT) for higher norms




13 ||Case No.:57/40/82-ALC4/2010 Party Name: MATRIX LABORATORIES LTD Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/01256/AM11/ RLA File :09/24/040/00237/AM11/ Lic.No/Date:0910043987 Defer
20.10.2010 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
Case No.:63/40/82-ALC4/2010 Party Name:EMAMI LIMITED, Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/01262/AM11/ RLA File :02/24/040/00120/AM11/ Lic.No/Date:0210149565 Defer
14 25.10.2010 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
Case No.:125/40/82-ALC4/2010 Party Name:DSM ANTI-INFECTIVES INDIA LTD||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/01324/AM11/ RLA File :22/24/040/00055/AM11/ Lic.No/Date:2210010568 Defer
25.10.2010 Date:06.03.2012
Decision : : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to remind
the firm the furnish following details :
15
Complete chemical reactions for each step showing Mol. Wt. and molar requirement of each reactant and output product.
% yield on Molar Basis for each step of manufacturing process.
Material Balance for entire process showing justification for requirement of enzymes used in the process.
Requirement & Recovery of solvents of each step of manufacturing process.
Production and Consumption data certified by Central Excise Authority.
Accordingly, the case has been deferred for 6.3.2012.
Case No.:6/32/82-ALC4/2010 Party Name:MOREPEN LABORATORIES LTD.& ||Meet No/Date:41/82-ALC4/2011 Status:Case
MOREPEN INTERNATION 10.01.2012 Approved
HQ File :01/82/050/00988/AM11/ RLA File :05/24/040/00266/AM11/ Lic.No/Date:0510275802 Defer Date:
16 27.102010
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities and it has been seen that this
case has already been approved in the Norms Committee Meeting 22/82 dated 30.08.2011.

17 |[Case No.:8/32/82-ALC4/2010

||Party Name:SAURAV CHEMICALS LTD,

|[Meet No/Date:41/82-ALC4/2011

| |Status:C ase



I

[10.01.2012

| |Deferred

HQ File :01/82/050/00990/AM11/

RLA File :22/24/040/00050/AM11/

Lic.No/Date:2210010581
28.10.2010

Defer
Date:06.03.2012

Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the

case for 6.3.2012 for comments of technical authority

Case No.:22/3/82-ALC4/2011 Party Name:CIPLA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00022/AM12/ RLA File :03/94/040/00998/AM11/ Lic.No/Date:0310615336 Defer
18 10.02.2011 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
Case No.:28/3/82-ALC4/2011 Party Name: LUPIN LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/00028/AM 12/ RLA File :03/95/040/00900/AM11/ Lic.No/Date:0310615412 Defer Date:
10.02.2011
Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their O.M.
No0.35011/66/2011-PI-Norms dated 8.12.2011 and in consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP
19 as per details below or as applied by firm whichever is lower:-
Export product Exp. Qty. Sl.No. Import items Qty. allowed
Lovastatin USP 1 Kg 1. Activated Carbon 0.022
2. Caustic Soda Flakes 0.1896
3. Toluene 2.4537
4 Methylene Chloride 0.8201
RA may take further action as per decision of Norms Committee.
20 |[|Case No.:10/3/82-ALC4/2011 Party Name: LUPIN LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/00010/AM12/ RLA File :03/95/040/00936/AM11/ Lic.No/Date:0310617943 Defer Date:
25.02.2011

Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.
35011/79/2011-PIl (Norms) dated 8.12.2011 and in consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as

per details below or as applied by firm whichever is lower:-

Export Product

| Exp. Qty. | S.No | Import Item

Qty.
allowed/kg




SIMVASTATIN 1 kg 1. Activated Carbon 0.035
2. Caustic Soda Flakes 0.358
3/ Cyclohexane 3.334
4. Ethyl Acetate 3414
5. Methhl Ethyl Ketone 0.685
6. Imidazol 0.58
7. Methanol 7.374
8. Toluene 2.388
9. Tri Ethyl Amine 0.972
10. Methane Sulphonic Acid 0/173
11. Tertiary Butyl Dimethyl Silyl Chlo- 0.779

TBDMS
12. 2 2 Dimethyl Chloride 1.215
13 Lovastatin 1.39

RA may take appropriate action as per the decision of Norms Committee.

11.03.2011

Case No.:3/52/82-AL.C4/2010 Party Name:SRINI PHARMACEUTICALS LTD., ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/01772/AM11/ RLA File :09/24/040/00558/AM11/ Lic.No/Date:0910045891 Defer Date

Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.

35011/155/2011-PI (Norms) dated 4.1.2012 and in consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as
per details below or as applied by firm whichever is lower:-

10.01.2012

Export Product Exp. Qty. | S.No Import Item Qty.
21 allowed/kg
Trazodone HCL 1 Kg 1. 1-(3-Chlorophenyl) Piperazine HCL 1.282
2. 1-Bromo-3-Chloro Propane 2.01
3. 2-Chloro Pyridine 0.984
4. Semicarbazide HCL 1.968
5. Ethoxy Ethanol 1.829
6. Acetonitrile 4.19
RA may take appropriate action as per the decision of Norms Committee.
22 ||Case No.:10/2/82-ALC4/2011 Party Name:RA CHEM PHARMA LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case

Approved




Lic.No/Date:0910046056
25.03.2011

HQ File :01/82/050/01800/AM11/ HRLA File :09/24/040/00583/AM11/ ‘ Defer Date:

Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.
35011/168/2011-PI (Norms) dated 4.1.2012 and in consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as
per details below or as applied by firm whichever is lower:-

Export Product Exp. Qty. | S.No Import Item Qty.
allowed/kg
3,4-Dihydroxy-5- 1 Kg 1. Vanillin 1.97
Nitro-Benzaldehyde
2 Dichloro Methane 0.93
3 Pyridine 0.457

RA may take appropriate action as per the decision of Norms Committee.

Case No.:16/19/82-ALC4/2011 Party Name: AUROBINDO PHARMA LIMITED ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00530/AM12/ RLA File :09/24/040/00314/AM11/ Lic.No/Date:0910046126 Defer
23 29.03.2011 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
Case No.:11/7/82-ALC4/2011 Party Name: ALCHYMARS ICM SM PRIVATE Meet No/Date:41/82-ALC4/2011 Status:Case
LIMITED 10.01.2012 Deferred
HQ File :01/82/050/00177/AM12/ RLA File :04/24/040/00356/AM11/ Lic.No/Date:0410123134 Defer
31.03.2011 Date:06.03.2012
Decision : The committee considered the case as per agenda and in the light of written comments received from Department of]
Pharmaceuticals vide their OM No. 35011/96/2011-PI (Norms) dated 6.1.2012 and in consultation with technical authorities, it has been
decided to call from the firm the following details:
24

Stepwise complete and balanced chemical reaction showing Mol. Wt. of each reactant & output product.

% yield on molar basis for each step.

Material balance for entire process.

Copy of authentic technical literature in support of yields envisaged in the process.

Production actual consumption data duly certified by Central Excise Authorities for the above export product.

Accordingly, the case has been deferred for 6.3.2012.




Case No.:2/3/82-ALC4/2011

Party Name:MALLADI DRUGS &
PHARMACEUTICALS LIMITED

Meet No/Date:41/82-ALC4/2011
10.01.2012

Status:Case
Approved

HQ File :01/82/050/00002/AM 12/

RLA File :04/24/040/00358/AM11/

Lic.No/Date:0410123153

01.04.2011

Defer Date:

Decision : : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.
35011/106/2011-P1 (Norms) dated 6.1.2012 consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as per
details below or as applied by firm whichever is lower:-

25 |{ Export Product Exp. Qty. | S.No Import Item Qty.
allowed/kg
4-HY droxy 1 kg 1. 2-Hydroxy Acetophenone 1.24
coumarin
2. Diethyl Carbonate 2.15
3. Toluene 1.41
4. Methanol 1.11
RA may take further action as per the decision of Norms Committee.
Case No.:13/4/82-ALC4/2011 Party Name: HETERO LABS LIMITED Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00064/AM12/ RLA File :09/24/040/00594/AM11/ Lic.No/Date:0910046274 Defer
26 06.04.2011 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
Case No.:15/4/82-ALC4/2011 Party Name: AUROBINDO PHARMA LIMITED |[Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00066/AM 12/ RLA File :09/24/040/00604/AM11/ Lic.No/Date:0910046277 Defer
27 06.04.2011 Date:06.03.2012
Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority
28 ||Case No.:49/4/82-ALC4/2011 Party Name: AUROBINDO PHARMA LIMITED ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00100/AM12/ RLA File :09/24/040/00564/AM11/ Lic.No/Date:0910046383 Defer

13.04.2011

Date:06.03.2012




Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority

Case No.:33/12/82-AL.C4/2011 Party Name:CADILA HEALTHCARE LTD., Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Rejected
HQ File :01/82/050/00366/AM 12/ RLA File :08/24/040/00002/AM12/ Lic.No/Date:0810098227 Defer Date:
29 13.04.2011
Decision : The firm was requested to furnish some information. But the firm could not furnish the information despite reminder. The
Committee decided to close the case.
Case No.:7/5/82-ALC4/2011 Party Name:NEULAND LABORATORIESLTD ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/00109/AM12/ RLA File :09/24/040/00561/AM11/ Lic.No/Date:0910046412 Defer Date:
19.04.2011
Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.
35011/240/2011-P1 (Norms) dated 3.1.2012 consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as per
details below or as applied by firm whichever is lower:-
Export Product Exp. Qty. | S.No Import Item Qty.
allowed/kg
Posaconazol 1 Kg 1. 2-[(18S, 2S)-1-Ethyl-2- 1.23
30 Bezyloxypropyl]-2,4-Dihydro-4-[4-[4-[4
Hydroxyphenyl)-1-Piperazinyl]
Phenyl]-3H-1,2,4-Triazol-3-one
2 (5R-CIS)-5-(2,4-Difluorophenyl)-5- 1.27
[(1H-1,2,4-Triazol-1-YL)Methyl]-
Tetrahydro-3-Furanmethanol,4-
Toluenesulphonate
3 10% Palladium on Carbon 0.200
RA may take further action as per the decision of Norms Committee.
31 |[|Case No.:32/6/82-ALC4/2011 Party Name: AUROBINDO PHARMA LIMITED ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00150/AM12/ RLA File :09/24/040/00037/AM12/ Lic.No/Date:0910046439 Defer

21.04.2011

Date:06.03.2012




Decision : The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the
case for 6.3.2012 for comments of technical authority

Case No.:33/6/82-AL.C4/2011 Party Name:AUROBINDO PHARMA LIMITED |[Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00151/AM 12/ RLA File :09/24/040/00031/AM12/ Lic.No/Date:0910046440 Defer

32 21.042011 Date:06.03.2012
Decision :
. The Committee considered the case as per agenda and in consultation with the technical authorities, it has been decided to defer the case for
6.3.2012 for comments of technical authority
Case No.:32/14/82-ALC4/2011 Party Name: AUROBINDO PHARMA LIMITED ||Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Approved
HQ File :01/82/050/00423/AM12/ RLA File :09/24/040/00605/AM11/ Lic.No/Date:0910046500 Defer Date:
26.04.2011
Decision : Committee considered case as per agenda and in light of written comments forwarded by Department of Pharmaceuticals vide their OM No.
35011/273/2011-PI (Norms) dated 4.1.2012 consultation with technical authority present in meeting, decided to ratify norms under para 4.7 of HBP as per
details below or as applied by firm whichever is lower:-
Export Product Exp. Qty. | S.No Import Item Qty.
allowed/kg
Cefuroxime Axetil 1 Kg 1. 7-Aminocephalosporanic Acid (7 ACA) | 0.769
33 ||l Crystalline 2. Chlorosulphonyl Isocynate 0.4754
3. (Z)-2-Methoxy Imino (Furyl-2-YL) 0.6152
Acetic Acid Ammonium Salt (SMIA)
4. Acetone 1.83
5. Methylene Chloride 6.36
6. Activated Carbon 0.093
7. N, N-Dimethyl Acetamide 4.02
8. Potassium Carbonate 0.0602
0. Cyclohexane 2.14
10. Methanol 2.78
RA may further necessary action as per the decision of Norms Committee
34 ||Case No.:28/7/82-ALC4/2011 Party Name:EMBIO LTD Meet No/Date:41/82-ALC4/2011 Status:Case
10.01.2012 Deferred
HQ File :01/82/050/00194/AM12/ RLA File :03/94/040/01026/AM11/ Lic.No/Date:0310629152 Defer

03.05.2011

Date:07.02.2012




