Office of Directorate General of Foreign Trade
New Delhi

Para 4.7 Decision(DRAFT)

MEETING NUMBER  : 8/82-ALC4/2014 MEETING DATE : 25.09.2014

The Meeting No. 8/82 of 2014-15 to consider the casesf/issues und i

{ er Duty Exemption
Schemg (Chapter-4) of Foreign Trade Policy, 2009-14 pertaining to Chemical and Arlsi’ed prodpucts
and falling under Chapter 29 and 30 was scheduled for 25.09.2014 but actually held on 10.10.2014

IE)I‘I?;I‘ the Chairmanship of Shri Jaikant Singh, Addl. DGFT in Room No.11, Udyog Bhawan, New
elhi.

Following members were present:-

Dr. Nitin Jain D/o Biotechnology

Shri Nirmal Kumar, Deputy Director General of Foreign Trade
Shri Mahendra Vikram Singh, Foreign Trade Development Officer
Shri D.N. Mathur. Consultant, Department of Pharmaceutical

Shri Jasbir Singh, Consultant, Department of C&PC

The committee went through the minutes of earlier NC —IIl meeting No. 7/82 scheduled for
11.09.2044 but actually heid on 23.09.2014 and approved the same.

The following casesfissues were discussed and the committee took the decision as
mentioned against each case.

Case No. A-8 M/s Wockhardt Ltd.

Meeting No.08/AM15 dated — 10.10.2014 F.No. 01/82/162/0009/AM 14/DES-I11

SEEPZ-SEZ/EOU/20/2003-04/Vol.X

Decision: It was decided to remind the firm to furnish a copy of Master-Batch formula for each export product
duly authenticated by Quality — Control Incharge. The case was deferred for 12.11.2014.

Case No. A-9 M/s Hikal Ltd.
(Ref. from CSEZ, Cochin)

Meeting No.08/AM 15 dated — 10.10.2014 | F.No. ¢ 1/82/162/117/AM14/DES-III

Decision: It was decided to remind the firm to furnish following information:

Clarification from MSME, Bangalore on waste generated /solvent waste viz:

Certification from Central Excise Authority on past production consumption data of the firm for
various export items.

Complete technical details as per Appendix -33 for each export items.

The case is deferred for 12.11.2014

Case No. A-10 M/s Emami Biotech Ltd.

Meeting No. 08/AM15 dated — 10.10.2014 F.No. 01/82/50/00108 /AM15/DES-1II
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Detfision: In the light of written comments received from Department of Chemicals and Petrochemicals vide
their U.0 No. 314010/52/2014-Ch. Il dated 10.10.2014, it was decided to ratify norms under Para 4.7 of HBP
v1 as per details given below or as applied by the firm, whichever is less:

Export product Exp. SI.No. [ Import items Qty. allowed
Palm Methyl Ester (112; 1 RI'3D Palm Qil / Edible | 0.968 kg
2 I(\)/Ilelthanol 0.113 kg
3 Sodium Methylate 30 0.025 kg
Percent Purity

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

Case No. B-74

M/s Varun Medimpex Inc.

Meeting No.08/AM15 dated — 10.10.2014

F.No. 01/83/050/01147/AM13/DES-III

RLA’s File no. 05/24/040/00405/AM13

Adv. Lic. No. 0510347194 dt. 22.02.2013

Decision: It was decided to discuss the case in next NC meeting with concerned technical authority. The case is

deferred 20.10.2014.

Case No. B-75

M/s Unichem Laboratories Lid.

Meeting No.08/AM15 dated - 10.10.2014

F.No. 01/82/50/00692/AM1 1/DES-III

R.A F. No. 09/24/040/00138/AMO0S

Adv. Lic. No. 0310588002 dated 17.08.2010

Decision: It was decided to defer the case for 20.10.2014 for comments of Department of

Pharmaceuticals

Case No. B-76

M/s Vivin Labs Ltd.

Meeting No.08/AM15 dated - 10.10.2014

F.No. 01/82/50/00871/AMO8/DES-III

R.A F. No. 09/24/040/00138/AM08

Adyv. Lic. No. 0910031028 dated 01.08.2007

Decision: It was decided to defer the case for 20.10.2014 for comments of Department of

Pharmaceuticals

Case No. B-77

M/s Shiva Pharma Ltd.

Meeting No.08/AMI15 dated — 10.10.2014

F.No. 01/82/162/00016/AM13/DES-III

Ady. Lic. No. 3410025487 dated 30.10.2009
Adv. Lic. No. 3410025693 dated 25.11.2009
Ady. Lic. No. 3410026511 dated 03.03.2010
Adyv. Lic. No. 3410027522 dated 16.07.2010

Decision: It was decided to defer the case for 20.10.2014 for comments of Department of C&PC.
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Meeting No.08/AM15 dated — 10.10.2014 | F-No. 01/82/050/00222/AM14/DES-1II

R.A F. No. 22/24/040/00015/AM 14 Adv. Lic. No, 2210013866 dt. 17.05.2013

Decision :It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No. B-79 M/s Techno Drugs & Intermediates(P)

Meeting No.08/AM1S dated — 10.10.2014 | F.No. 01/83/050/00530/AMO07/DES-III

RLA’s File no. 03/95/040/00486/AM07 Adv. Lic. No. 0310392619 dt. 02.08.2006

Decision: It was decided to remind the firm to furnish the following technicat details:

1. Details of manufacturing process of this Phenol with chemical equations, molecular
formulae, molecular weights. You have enclosed details of Sodium Picosulphate along with
the application.

2. Technical literature in support of yield claimed.

3. Norms approved in your favor in the past for export of per kg of export item i.e. Bisphenol
from Pyridine-2 Aldehyde.

4. Production of export item — Biphenyl and corresponding consumption of each input in past..

The case was deferred for 12.11.2014.

Case No. B-80 M/s Ecological Chemicals Ltd.

Meeting No.08/AM15 dated —10.10.2014 F.No. 01/82/050/00932/AM13/DES-III

R.A F. No. 09/24/040/00296/AM 13 Adv. Lic. No. 0910053811 dt. 14.09.2012

Decision : Committee considered the case as per agenda and in light of written comments received
from Department of Pharmaceuticals vide their OM No. 35011/354/2014-PI(Norms) dated -
02.09.2014 and in consultation with technical authority present in meeting, decided to ratify norms
under para 4.7 of HBP as per details given below or as applied by firm whichever is lower:- -

-

Export product Exp. | Si.No. | Import items Qty. Allowed
Qty. Kgkg
1
D,L-2-(6-Methoxy-2 1kg Beta Naphthol 1.14
Napthyl) propionate acid 2 Methylene Chloride | 2.286
3 Hydrobromic Acid 0.278
48%
4 Sodium Sulfite 0.185
5 Ethy] Lactate 1.30
6 Palladium 0.010 gm
7 Toulene 0.61
RA concerned may take further necessary action as per above decision of NC. m
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- Case No. B-81

M/s Coral Labs Ltd,

Meeting No.08/AM1S dated ~ 10.10.2014

F.No. 01/82/162/00275/AM14/DES-III

of Pharmaceuticals.

Decision : It was decided to defer the case for 20.09.2014.2014 for comments of Department

Case No. B-82

M/s Drof Ketal Chemicals I Pvt, Ltd.

10.10.2014

Meeting N0.08/AM15 dated —

01/82/171/280/AM14/DES-II1

Adv,
Adv,
Adyv,
Adv.
Adv,
Adv.
Adv.
Adv.
Adv.
Adv.
Adv.
Adv.

Lic.
Lic.
Lic.
Lic.
Lic.
Lic.
Lic.
Lic.
Lic.
Lic,
Lic.
Lic.

No. 0310411160 dated 07.12.2006
No. 0310529903 dated 21.07.2009
No. 0310418037 dated 01.02.2007
No. 0310491961 dated 24.10.2008
No. 0310526499 dated 30.06.2009
No. 0310541892 dated 23.10.2009
No. 0310548591 dated 01.12.2009
No. 0310560279 dated 15.02.2010
No. 0310495213 dated 21.11.2008
No. 0310478565 dated 14.07.2008
No. 0310585032 dated 26.07.2010
No. 0310594926 dated 04.10.2010

Decision : It was decided to defer the case for 20.10.2014.

Case No. B-83

M/s Advy Chemicals Pvt. Ltd.

Meeting No.08/AM15 dated — 10.10.2014

01/83/050/00035/AM11/DES-II1

03/94/040/01124/AM10

Adv. Lice. No. 0310568188 Dated 06.04.2010

Decision: in the light of written comments received from Department of Biotechnology vide their OM No.
BT/IL/05/231/2006-PID dated 21.07.2014, it was decided to ratify norms under Para 4.7 of HBP v1 as per
details given below or as applied by the firm, whichever is less:

Item of Export Qty. | S,No | Item of Import Qty. allowed
CReactive Protein | 1gm | 1. |- Tmmobilized P- Aminophenyl Phosphoryl | 3.03 ml
Human Choline.
2. | Phenylmethane Sulfonyl Fluoride. 5.2 gm
3. Calcium Chloride - 2- Hydrate R.G Reag. | 0.514gm
4. 6- Aminochexanoic Acid. 0.189 gm
5. Phosphocholine Chloride Calcium Salt 6.06 gm
(79413-250 G).
6. | Phosphocholine Chloride Calcium Salt 6.06 gm
(P0378-SPEC). il T mi[_ L
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7. DE 52 Pre- Swollen AIEC. 0.042 gm

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

Case No. C-7 M/s Gaurav Pharma Ltd., New Delhi

Meeting No.08/AM1S5 dated — 10.10.2614 F.No. 01/82/171/00018/AM13/DES-lII

Decision: Committee considered the case as per agenda and in light of written comments received
from Department of Pharmaceuticals vide their OM No. 35011/164/2014-PI(Norms) dated
05.09.2014 has mentioned that the Application of the for fixation of SION is for the export of (1)
Sodium Ascorbate and (2} 1,2-Benzisothiazol-3(2H}-one 1,1-Dioxide (Insoluble). As per the CA
certificate endorsed by the firm, it is noted that:-

a) The firm’s production of these two products are shown as NIL during the last 3 years. And

b} The firm has not taken any advance authorization for the above two product during the last

3 years.

It was decided to advised the firm to take advance authorization under para 4.7 for the immediate
export.

Case No.:132/8/82- Party Name:PROVENTUS .Meet No/Date:8/82- Status:Case
ALC4/2014 LIFE SCIENCES PRIVATE |ALC4/2014 Deferred
LIMITED,  [25.092014 ]

1 [HQ File RLA File Lic.No/Date:0410094357 [Defer
:01/82/050/00796/AM15/  |:04/24/040/00395/AMO8/ 12.03.2008 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:28/28/82- Party Name:MYLAN “[Meet No/Date:8/82- _ [Status:Case
ALC4/2012 LABORATORIES LIMITED |ALC4/2014 Deferred
25.00.2014 |
HQ File RLA File Lic.No/Date:0910053660 [Defer
2 1-01/82/050/00995/AM13/ :09/24/040/00270/AM13/  04.09.2012 Date:12.11.2014

Decision : It was decided to remind the firm to furnish the details of Past Production vis-a- vis
Actual consumption of inputs duly certified by Central Excise Authorities. The case was deferred
for 12.11.2014.

Case No.:40/15/82- Party Name:CALYX Meet No/Date:8/82- Status:Case
ALC4/2013 CHEMICALS & ALC4/2014 Approved
| PHARMACEUTICALS LTD. [25.09.2014 _
HQ File RLA File Lic.No/Date:0310707994 |Defer Date:
3 {:01/82/050/00802/AM14/ :03/94/040/00199/AM10/ 06.09.2012

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/31/2014-P|(Norms) dated

24.09.2014 and in consultation with technical authority present in meeting, rdesided:to.rati
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norms under para 4.7 of HBP as per details given below or as applied by firm whichever is lower:-

Export product Exp. | SI.No. | Import items Qty. Allowed
Qty. Ka/k

1 Pyrazine 2,3 Dicarboxylic

Zopiclone BP/EP 1kg Acid 1.53
2 2-Amino 5-Chloro Pyridine 1.16
3 Potassium Borohydride 0.100
4 Phenyl Chloro Formate 0.88
5 Acetonitrile 0.93
6 N-Methyl Piperazine 0.51
7 Pyrazine 2,3 Dicarboxylic

Acid 1.53

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

Case No.:88/1/82-ALC4/2013 |Party Name:MYLAN Meet No/Date:8/82- Status:Case
LABORATORIES LIMITED |ALC4/2014 Deferred
_ - |25.09.2014
HQ File RLA File Lic.No/Date:0910054034 |Defer
:01/82/050/01446/AM13/ :09/24/040/00287/AM13/ 11.10.2012 Date:12.11.2014

i)
if)

Complete technical details as per Appendix 33.
Copy of technical literature in support of yield envisaged in the process past production
vis-a-vis Actual consumption of all inputs duly certified by Central Excise Authorities.

The case was deferred for 12.11.2014.

Decision : It was decided to remind the firm to furnish following technical details:

Case No.:4/27/82-ALCA4/2012 [Party Name:PORUS Mest No/Date:8/82- _ [Status:Case
LABORATORIES PVT LTD. |ALC4/2014 Deferred
25.09.2014
HQ File RLA File Lic.No/Date:0910054464 iDefer
1:01/82/050/00959/AM13/ :09/24/040/00408/AM13/  [07.12.2012 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals,
Case No.:87/14/82- Party Name:ASTRIX Meet No/Date:8/82- Status:Case “
ALC4/2013 LABORATORIES LTD., ALC4/2014 Approved
25.09.2014 7
HQ File RLA File Lic.No/Date:0910055844 {Defer Date:
:01/82/050/00672/AM14/ :09/24/040/00009/AM14/ 23.04.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/752/2014-Pi(Norms}
dated 09.09.2014 and in consultation with technical authority present in me@ﬁ%ﬁe@t&l
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ratify norms under para 4.7 of HBP as per details given below or as applied by ﬁrmrwhichever is

lower:-
Export product Exp. [ SL.No. | Import items Qty. Allowed
Qty. Kgrkg
Lamivadine (Cyclohexyl |, | Cyclohexyl Ester 2.19
Ester Route) g
Sodium Borohydride 0.48
Dipotassium Hydrogen
Phosphate 1.9849
4 Methanol 0.167
5 Toluene 0.200
6 Triethylamine 0.575
7 Isopropyl Alcohol 1.427

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

Case N o.:i42110182-

Meet No/Date:8/82-

Status:(fise

Party Name: WOCKHARDT
ALC4/2013 LIMITED ALC4/2014 Deferred
) _ 25.09.2014
7 {HQ File RLA File Lic.No/Date:0310734494 |Defer
:01/82/050/00325/AM 14/ :03/95/040/00101/AM 14/ 15.05.2013 Date:12.11.2014

deferred for 12.11.2014.

Decision : It was decided to remind DCGI to furnish their comments. The case was

[Case No.:136/14/82- Party Name:CALYX Meet No/Date:8/82- Status:Cise
ALC4/2013 CHEMICALS & ALC4/2014 Approved
PHARMACEUTICALS LTD. {25.09.2014 )
HQ File RLA File Lic.No/Date:0310735110 |Defer Date:
:01/82/050/00721/AM14/ :03/94/040/00507/AM13/ 21.05.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/734/2013-PI{Norms)
|dated 09.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
Export product Exp. | SL.No. | Import items Qty. Allowed
Qty. Ka/kg
Vildagliptin 1kg 1 L-Proline 0.79
2 3-Amino-1-Adamantanol 0.682

RA concerned may take further necessary action as per above decision of NC.
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Case No.:42/20/82- Party Name:GLAND Meet No/Date:8/82- Status:Case
ALC4/2013 PHARMA LIMITED ALC4/2014 Deferred
_ _ 25.09.2014 -

9 [HQ File RLA File Lic.No/Date:0910056110 {Defer
:01/82/050/01028/AM 14/ :09/24/040/00058/AM 14/ 23.05.2013 |Date:12.11.2014
Decision : Reply received from the firm and sent to Department of Pharmaceuticals for their
comments. The case was deferred for 24.07.2014

10

Case No.:42/15/82- Party Name:IPCA Meet No/Date:8/82- Status:Case

ALC4/2013 LABORATORIES LIMITED |ALC4/2014 Approved
o 25.09.2014 3 7

HQ File RLA File Lic.No/Date:0310735502 |Defer Date:

:01/82/050/00804/AM14/ :03/94/040/00071/AM14/ 24.05.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/21/2014-PI(Norms)
dated 22.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

Export product Exp. | SL.No. | Import items Qty. Allowed
Qty. Kg/kg
Carvedilol 1kg |1 4-hydroxy carbazole 1.06
Dimethy] sulfoxide 1.00
3 2(2-methoxy phenoxy)
ethylamine 1.089
4 Epichlorohydrine 0.95

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

11

Case No.-225/10/82- Party Name:APEX Meet No/Date:8/82- [Status:Case

ALC4/2013 HEALTHCARE LTD ALC472014 Approved
25.00.2014

HQ File RLA File Lic.No/Date:3410037038 |Defer Date:

:01/82/050/00408/AM14/  |34124/040/00035/AM14/  [31.05.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/90/2014-PI{Norms)
dated 24.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

Export product Exp. | Si.No. | Import items Qty. Allowed
Qty. Kg/kg
Meloxicam 1kg |1 Sodium Saccharin 1.40
2 Dimethyl Formamide 0.616
s AN
By. Director Coo -

D_ﬁém 2 (1T
recorate Geincra ot
qiftre UL D paniment

WENT Haa, 1
Udyog Bhawan, K

\

L KUMAR
WIENTOER

LR AR a-s |

#eyn Trade
w Commerce

et

ew Daihi



T3 | Tso Propyl Alcohol 1286
4 Sodiummetal 0.32
5 Methanol 1.17
6 Propionaldehyde ‘ 047
7 Thiourea 0.54
8 0O-Xylene 2.72

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

Case No.:156/14/82- Party Name:EYTAN LABS  |Meet No/Date:8/82- Status:Case

ALC4/2013 LIMITED ALC4/2014 Approved
 [25.09.2014 7

HQ File RLA File Lic.No/Date: 0910056288 Defer Date:

:01/82/050/00741/AM 14/ :09/24/040/00087/AM 14/ 07.06.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/755/2013-PI{Norms)
dated .2014 and in consultation with technical authority present in meeting, decided to ratify
12 [norms under para 4.7 of HBP as per details given below or as applied by firm whichever is lower:-

Export product Exp. | Sl.No. | Import items Qty. Allowed
Qty. Ka/kg
L-Menthyl Glyoxylate 1 kg L Glyoxylic Acid 50% 0.752
Hydrate (MGH)
2 Cyclo Hexane 1.41

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

Case No.:77/14/82- Party Name:GLAND Meet No/Date:8/82- Statu.ﬁ:Case

ALC4/2013 PHARMA LIMITED ALC4/2014 Approved
o _ 25.09.2014 o

HQ File RLA File Lic.No/Date:0910056304 |Defer Date:

:01/82/050/00662/AM 14/ :09/24/040/00106/AM14/  |10.06.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/807/2013-PI(Norms)
dated 09.10.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

Export Product : Amiodarone Hcl Injection Prefilled Syringe S0mg/ml, 3ml PFS

SL.No. Import Item Norms Applied | As per Central Batch Lowest of
n @ Excise Logsheet @
Certificate @
3}
1 Amiodarane - 0.15gm/vial N.A. NIL
2 Barrel Syringes 1.28 Nos. 1,1444 ~-Do--
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3 Needie Shield 1.28 Nos. 1.2129 --Do-- 1.2129 Nos.
4 Plunger Stoppers 1.28 Nos. 1.2283 --Do-- 1.228 Nos.
5 Plunger Rods 1.08 Nos. 1.11 --Do-- 1.08 Nos.
6 Preventis (Rubber) 1.05 Nos. N.A. --Do-- Net to Net
7 Anti Factor Xa Test Kits
8 Anti Factor Ila Test Kits
9 Analytical Columns
10 Analytical Guard Consumable, Net to Net
Columns
11 Medical Grade Paper
12 Tubing
13 Anti Factor Xa
14 Anti Factor Ila
i5 N.M.R.Standard
16 Mol. Wt. Standard

In accordance with the earlier decision of Norms-Committee, present case may be considered specific to
USFDA preject and Export to USA only.

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

Case No.:2§llZIS2- - Party Name:BLISS GVS Meet No/Date:8/82- 7 Status;Case
ALC4/2013 PHARMA LTD. ALC4/2014 Deferred
o 7 _ 25.09.2014 )
HQ File |RLA File Lic.No/Date:0310738193 |Defer
14 1:01/82/050/00452/AM 14/ :03/94/040/00245/AM 14/ 19.06.2013 Date:12.11.2014

Decision : It was decided to remind the firm to furnish the following technical details: 1. COA for
foreign supplier indicating Potency of Nystatin imported under present A.A 2. Detailed calculation
of arriving at the quantity of API applied. The case was deferred for 12.11.2014.

Case No.:183/10/82- Party Name:VIVEK Meet No/Date:SlSi- Status:Case
ALC4/2013 PHARMACHEM (INDIA)  |ALC4/2014 Deferred
- LTD., 25.09.2014 |
HQ File RLA File Lic.No/Date: 1310043416 |Defer
151:01/82/050/00366/AM14/  |:13/24/040/00032/AM12/  {19.06.2013  |Date:12.11.2014
Decision : It was decided to call from the firm Copy of relevant DML for each export product
alongwith detailed working on the requirement of API in each case.The case was deferred for
~ |09.10.2024,
[ [Case No.-172/14/82- Party Name:RECKON | Meet No/Date:8/82- Status:Case
ALC4/2013 DIAGNOSTICS PVT.LTD. |ALC4/2014 Deferred
N 25.09.2014 -
{HQ File RLA File Lic.No/Date:3410037268 |Defer
:01/82/050/00757/AM14/ :34/24/040/00044/AM14/ 27.06.2013 Date:12.11.2014

Decision : It was decided to remind the firm to furnish the copy of Manufacturing process flow
chart, copy DML (Drug Manufacturing Licence),Batch Manufacturing Record and clarification on
the quantities of import inputs (whether it is in Grams or in Milligrams) mentioned in the
application. The case was deferred for 12.11.2014.
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Case No.:201/10/82- . Pany Name:SHASUN 7 Meet No/Date:8/82- Status:Case
ALC4/2013 PHARMACEUTICALS ALC4/2014 Deferred
~{LIMITED ) 25.09.2014
HQ File RLA File Lic.No/Date:0410147551 |Defer
17]:01/82/050/00384/AM 14/ |:04/24/040/00063/AM14/  {27.06.2013 Date:12.11.2014
Decision : It was decided to remind the firm to furnish a copy of Master Batch Formula duly
certified by Quality Control Incharge. The case was deferred for 12.11.2014.
[ [Case No.:24/12/82- Party Name:WOCKHARDT Meet No/Date:8/82- Status:Case
ALC4/2013 LIMITED ALC4/2014 Deferred
25.09.2014
HQ File RLA File Lic.No/Date:0310739850 |Defer
:01/82/050/00448/AM 14/ :03/95/040/00256/AM 14/ 02.07.2013 |Date:12.11.2014
13 Decision : Committee considered the case and it has been observed that the export of
Entacapone Tablets 200 mg and the input is also Entacapone Tablets 200 mg with 2%
wastage. It appears to be a case of refer ding only and no manufacturing activity is
involved. It was decided to remind DCGI to furnish their comments. The case was
deferred for 12.11.2014.
[ [Case No.:27/13/82- Party Name:ADVY 7 Meet No/Date:8/82- Status:Case
ALC4/2013 CHEMICAL PVT.LTD. ALC4/2014 Deferred
25.09.2014 | _
19 |HQ File RLA File Lic.No/Date:0310740927 |Defer
:01/82/050/00503/AM14/  :03/94/040/00269/AM 14/ 10072013 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Depa.rtment of
Biotechnology.
[ [Case No.:160/14/82- Party Name:ALCHYMARS  [Meet No/Date:8/82- Status:Case
ALC4/2013 ICM SM PRIVATE LIMITED |ALC4/2014 Deferred
25.09.2014 ,
|20 [HQ File RLA File Lic.No/Date:0410147942 |Defer
:01/82/050/00745/AM 14/ [:04/24/040/00050/AM14/  |11.072013 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
" [Case No.:60/14/82- Party Name:GLAND Mest No/Date:8/82-  [Status:Case
ALC4/2013 PHARMA LIMITED ALC4/2014 Deferred
25.09.2014
21 [HQ File RLA File Lic.No/Date:0910056772 |Defer
:01/82/050/00645/AM 14/ :09/24/040/00085/AM 14/ 16.07.2013 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:21/12/82- Party Name:WOCKHARDT _ [Mect No/Date:8/82- __ [Status:Case
ALC4/2013 LIMITED ALC4/2014 Deferred
22 | 25.09.2014 m
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[01/82/050/00445/AM 14/ |:03/95/040/00306/AM14/ |18.07.2013 [Date:12.11.2014
Decision : Committee considered the case and it has been observed that the export of
Entacapone Tablets 200 mg and the input is also Entacapone Tablets 200 mg with 2%
wastage. It appears to be a case of refer ding only and no manufacturing activity is
involved. It was decided to remind DCGI to furnish their comments. The case was
deferred for 12.11.2014.
[ [Case No.:68/17/82- Party Name;:BHARAT Meet No/Date:8/82- Status:éase
ALC4/2013 PARENTERALS LTD, ALC4/2014 Deferred
25.09.2014 |
23 (HQ File RLA File Lic.No/Date:3410037475 [Defer
:01/82/050/00930/AM 14/ :34/21/040/00163/AM 14/ 23.07.2013 Date:12.11.2014
Decision : It was decided to send a copy of application again to Department of Pharmaceuticals
for their comments. The case was deferred for 12.11.2014.
[ [Case No.:52/12/82- Party Name:UNIJULES LIFE [Meet No/Date:8/82- __[Status:Case
ALC4/2013 SCIENCES LTD. ALC4/2014 Deferred
| 25.09.2014 | |
HQ File RLA File Lic.No/Date:0310742481 |Defer
" :01/82/050/00476/AM 14/ :03/95/040/00305/AM14/ 23.07.2013 Date:12.11.2014
Decision : It was decided to remind the firm to furnish the following technical detalls 1.
Technical details as per Appendix 33 for conversion of Gadolinium to Gadopenteate
Dimeglumine. 2. Volume of the Injection /Vial to be exported. The case was deferred for
12.11.2014
" [Case No.:1/10/82-ALC4/2013 [Party Name:MICRO LABS __[Meet No/Date:8/82- Status:Case
LTD ALC4/2014 Deferred
25.09.2014
25 HQ File RLA File Lic.No/Date:0710097180 .|Defer
:01/82/050/00184/AM 14/ :07/24/040/00111/AM 14/ 30.07.2013 Date:12,11.2014
Decision : It was decided to call from the firm detailed justification for the import of 1039.076 kg
of API against the present advance authorization. The case was deferred for 12.11.2014
[ [Case No.:17/13/82- Party Name:PAB ORGANICS |Meet No/Date:8/82- Status:Case
ALC4/2013 PVT.LTD, ALC4/2014 Deferred
) 7 25.09.2014 )
26 |HQ File RLA File Lic.No/Date:3410037541 [Defer
:01/82/050/00493/AM 14/ :34/24/040/00085/AM 14/ 31.07.2013 Date:12.11.2014
Decision : It was decided to send a copy of application again to Department of Pharmaceuticals
for their comments. The case was deferred for 12.11.2014
B Case No.:31/4/82-ALC4/2014 {Party Name:UNIVERSAL Meet No/Date:8/82- Status:Case
BIOFUELS PRIVATE ALC4/2014 Deferred
B LIMITED 25.09.2014 ,
27 HQ File RLA File Lic.No/Date:0910056959 [Defer
:01/82/050/00279/AM15/ :09/24/040/00155/AM14/ 31.07.2013 Date:12.11.2014
IDecision : It was decided to defer the case for 12.11.2014 for comments of 1 F'F’;ﬁ;"“&,ﬁh
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C&PC..
[ [Case No.:48/14/82- [Party Name:LOUIS Meet NoDate:8/82- _ |Status:Case
ALC472013 PHARMACEUTICALS PVT |ALC42014 Approved
LTD 25092014 |
HQ File RLA File Lic.No/Date:0910057008 |Defer Date:
:01/32/050/00633/AM14/  |:09/24/040/00200/AM14/  [02.08.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/724/2013-PI(Norms) dated 09.09.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

hg | Item of Export Quantity | S,No item of Import Quantity
allowed
ke/kg
1kg 1. (2B, 3A,5A,16B,17B)-2-(4-
RCB Diol MORPHOLINYL)-16
(PYRROLIDINYL)
ANDROSTANE-3, 17-DIoL | 193
CRUDE
RA may take appropriate action as per the decision of Norms Committee.
" [Case No.:40/14/82- Party Name:CTX Mect No/Date:8/82- _[Status:Case
ALC4/2013 LIFESCIENCES PVT LTD, |ALC4/2014 Deferred
25.09.2014 )
HQ File RLA File Lic.No/Date:0310744552 |Defer
29 |:01/82/050/00625/AM 14/ :03/94/040/00307/AM 14/ 07.08.2013 Date:12.11.2014
Decision : It was decided to call from the firm following information:- (a} Complete technical
detaiis as per Appendix 33. (b) Past production vis-a-vis actual consumption of inputs duly
certified by Central Excise Authority. The case was deferred for 12.11.2014
B Case No.:11/13/82- Party Name: WANBURY Meet No/Date:8/82- Statué:Casé
ALC4/2013 LIMITED{FORMERLY ALC4/2014 Deferred
PEARL ORGANICS LTD) 25.09.2014 7
HQ File RLA File Lic.No/Date:0310744468 |Defer
30 |:01/82/050/00487/AM 14/ :03/95/040/00134/AM]4/ 07.08.2013 Date:12.11.2014
Decision : It was decided to call the following information from the firm : i) Complete technical
details as per Appendix 33 for the export product (ii) Past production vis-a-vis actual consumption
of input duly certified by Central Excise Authorities. The case was deferred for 12.11.2014
[ [Case No.:34/13/82- Party Name: WANBURY Meet NoMe: §/82- Status:éase
A1.C4/2013 LIMITED{FORMERLY ALC4/2014 Deferred
131 PEARL ORGANICS LTD) 25.09.2014
HQ File RLA File Lic.No/Date:0310744838 |Defer
:01/82/050/00510/AM 14/ :03/95/040/00132/AM14/ 12.08.2013

_|Date:12.11.2014
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details as per Appendix 33 for the export pr
of input duly certified by Central Excise Au

Decision : It was decided to call the following information from the firm : i) Complete technical
oduct (ii) Past production vis-a-vis actual consumption

thorities. The case was deferred for 12.1 1.2014

Status:Case

Case No.:73/13/82- Party Name-WANBURY __ |[Meet No/Date:8/82-
ALCA4/2013 LIMITED(FORMERLY ALC4/2014 Deferred
PEARL ORGANICS LTD)  [25.092014 7
HQ File RLA File Lic.No/Date:0310744832 |Defer
13 [O1/B2050/00549/AM14/  [03/95/040/00133/AM14/ _ 12.08.2013 Date:12.11.2014

Decision : It was decided to call the following information from the firm : i) Complete technical
details as per Appendix 33 for the export product (ii) Past pro

duction vis-a-vis actual consumption

of input duly certified by Central Excise Authorities. The case was deferred for 12.11.2014

Meet No/Date:8/82-

Status:Case

Case No.:76/13/82- Party Name:WANBURY
ALC4/2013 LIMITED(FORMERLY ALC4/2014 Deferred
_ PEARL ORGANICS LTD) 25.09.2014 7
HQ File RLA File Lic.No/Date:0310744834 |Defer .
33 :01/82/050/00552/AM 14/ :03/95/040/00125/AM 14/ 12.08.2013 Date:12.11.2014

Decision : It was decided to call the following information from the firm : i) Complete technical
details as per Appendix 33 for the export product ii) Past production vis-3-vis actual consumption
of input duly certified by Central Excise Authorities. The case was deferred for 12.11.2014

134

Status:Case

Case No.:75/13/82- " [Party Name:WOCKHARDT _[Meet No/Date:8/82-

ALCA412013 LIMITED -|ALC4r2014 Deferred
25.09.2014 |

HQ File RLA File LicNo/Date:0310744861 [Defer

0/82/050/00551/AMI4/  :03/95/040/00320/AM14/  |12.08.2013 Date;12.11.2014

deferred for 12.11.2014.

Decision : Committee considered the case and it has been observed that the export of
Entacapone Tablets 200 mg and the input is also Entacapone Tablets 200 mg with 2%
wastage. It appears to be a case of refer ding only and no manufacturing activity is
involved. It was decided to remind DCGI to furnish their comments. The case was

" [Case No.:107/13/82- Pary NamcDR REDDYS |Meet No/Date:8/82- _ [Status:Case
ALCA4/2013 LABORATORIES LIMITED |ALC4/2014 Deferred
| | 25.09.2014 1
HQ File RLA File Lic.No/Date:0910057189 [Defer

15 [01/820050/00S83/AM14/  [:09/24/040/00222/AM14/ |14.08.2013 Date:12.11.2014

details as per Appendix 33. ii) Copy

Decision : It was decided to remind the firm to furnish the following information : i) Complete

relevant technical literature in support of yields envisaged iii)
Past production vis-a-vis actual consumption of input duly certified by Central Excise Authorities.
The case was deferred for 12.11.2014.

Case No.:118/14/82-
136 ]ALC4/2013

Party Name:WANBURY
LIMITED(FORMERLY
PEARL ORGANICS LTD)

Meet No/Date:8/82-
ALC4/2014
25.09.2014

e

Status:Case
Approved
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{HQ File RLA File Lic.No/Date:0310745568 |Defer Date:
1:01/82/050/00703/AM14/ :03/95/040/00517/AM13/ 16.08.2013 _ _
Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/767/2013-PI{Norms)
dated 05.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
Export product Exp. | SL.No. | Import items Qty. Allowed
Qty. Katkg
1 Dicyanodimide 0.567
Metformin Hel kg
Di-Methylamine Hcl 0.60
Methanol 0.237

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

Case No.:117/14/82- Party Meet No/Date:8/82- Status:Case
ALC4/2013 Name:MAC CHEM PRODUC |ALC4/2014 Deferred
TS (INDIA) PRIVATE LIMI  [25.09.2014
+ |HQ File RLA File Lic.No/Date:0310745962  (Defer
' 3 :01/82/050/00702/AM 14/ :03/95/040/00407/AM 14/ 20.08.2013 |Date:12.11.201
4

[Decision : It was decided to call from the firm following technical details:
i) Content of Buffering agent in the export product.

iii) Complete technical details as per Appendix 33

The case was deferred for 12.11.2014

[ [Case No.:20/13/82- Party Name:VARUN [Meet No/Date:8/82- "[Status:Case
ALC4/2013 MEDIMPEX INC. ALCA4/2014 ‘Deferred
N ) N 25.09.2014 ~
38 [HQ File RLA File Lic.No/Date:0510363085 |Defer :
:01/82/050/00496/AM14/  |:05/24/040/00134/AM14/  [21.08.2013 Date:20.10.2014

Decision : It was decided to discuss the comments received from Petrochemical Division of Department
of C&PC. The case is deferred for 20.10.2014

Case No.:3/12/82-ALC4/2013 |Party Name:ACTAVIS Meet No/Date:8/82- Status:Case
|PHARMA ALC4/2014 Deferred
MANUFACTURING 25.09.2014 :
| PVT.LTD
39 THQ File RLA File Lic.No/Date:0410148864 [Defer
:01/82/050/00427/AM14/ :04/24/040/00095/AM 14/ 22.08.2013 Date:12.11.2014

Decision : It was decided to send a copy of application again to DCGI for theu- comments
|(solution of import items contains 8% water). The case was deferred for 12.11.2014.

:(; Case No.:88/13/82- Party Name:MAKCUR Meet No/Date:8/82- Statﬁs :Case
ALC4/2013 LABORATORIES LTD.  |ALC4/2014 Frideforreduirmal AR
Dy. Dlr;é'r;rz‘;:;iagl Io??orle n Wade
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| | [25.09.2014 i
HQ File RLA File Lic.No/Date: 0810124]20 Defer Date
:01/82/050/00564/AM 14/ :08/24/040/00232/AM14/  |26.08.2013

Decision : in the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/699/2013-PI{Norms) dated 09.09.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Qty. | §,No ] Item of Import Quantity allowed
ke/kg
Cefuroxime 750 mg Inj. USP Vial | 1 vial | 1. Cefuroxime 822.50 mg/vial
siz¢ 10ml [each vial contains Sodium Sterile
cefuroxime sodium USP equivalent
to Cefuroxime 750mg]-1No.
RA may take appropriate action as per the decision of Norms Committee.
" [Case No.:154/14/82- "~ [Party Name:CADILA Meet No/Date:8/82- _ [Status:Case
ALC4/2013 PHARMACEUTICALS LTD. [ALC4/2014 Approved
, _ 25.09.2014
HQ File RLA File Lic.No/Date:0810124684 ‘[Defer Date:
:01/82/050/00739/AM14/ :08/24/040/00264/AM 14/ 11.09.2013

Decision : In the light of written comments received from Department of Pharmaceutucals vide
their OM No. 35011/810/2013-PI{Norms) dated 02.09.2014, it was decided to ratify norms under

41'|Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
item of Export Qty. | S,No | Item of Import Quantity allowed
————— Vi
Amikacin Injection BP Wl 11 [ Amikacin Sulphate | 734.459 mg/2m
BP/USP vial
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:47/16/82- Party Name:SHASUN Moot No/Date:8/82- _[Status:Case
ALC4/2013 PHARMACEUTICALS ALC4/2014 Deferred
7 LIMITED 25.09.2014 _
42 HQ File RLA File Lic.No/Date: 0410149741 Defer
:01/82/050/00860/AM 14/ :04/24/040/00130/AM14/ 11.09.2013 Date 12.11.2014
Decision : It was decided to call from the firm a copy of Master Batch Formula duly certified by

Quality Control In charge. The case was deferred for 12.11.2014.

43

Meet No/Date:8/82-

Status:Case

Case No.:10/16/82- Party Name:STERICON

ALC4/2013 PHARMA PVT.LTD,, ALC42014 |Deferred

| 25092014 |

HQ File RLA File Lic.No/Date:0710098284 |Defer
01/82/050/00823/AM14/  [:07/24/040/0020/AM14/  |16.09.2013 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Moeet ﬁomate:8/82-

Case No.:35/17/82- Party Name:S M S Status:Case
ALC4/2013 PHARMACEUTICALS LTD [ALC4/2014 {Deferred
- 25092014 R
44 |[HQ File R1LA File Lic.No/Date:0910057602 :[Defer
:01/82/050/00897/AM 14/ :09/24/040/00083/AM 14/ 18.09.2013 Date:12.11.2014
Decision : It was decided remmd the firm to furnish complete technical detmls as per Appendix
33. The case was deferred for 12.11.2014.
[ [Case No.:46/16/82- Party Name:SHASUN ___ |Meet No/Date:8/82- _ [Status:Case
ALC4/2013 PHARMACEUTICALS ALC4/2014 |Deferred
LIMITED ~ [25.09.2014
45 tHQ File RLA File Lic.No/Date:04 10149960 Defer
:01/82/050/00859/AM 14/ :04/24/040/00127/AM 14/  |18.09.2013 Date:12.11.2014
Decision : It was decided to call from the firm a copy of Master Batch Formula duly certified by
|Quality Control In charge. The case was deferred for 12.11.2014
[ [Case No.:47/15/82- Party Name:Pl INDUSTRIES _|[Meet No/Datc:8/82- _ |Status:Case |
ALC4/2013 LTD., ALC4/2014 Approved
[25.09.2014 '
HQ File RLA File Lic.No/Date: 1310044452 |Defer Date:
:01/82/050/00809/AM 14/ :13/24/040/00026/AM 14/ 24.09.2013
Decision : In the light of written comments recelved from Petrochemical D1v1s10n of Department
of Chemicals and Petrochemicals vide their U.O No. 14012/4/2011-50 Ch. 11 dated 24.07.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by
the firm, whichever is less:
Export product Exp. | SLNo. | Import items Qty.
Qty. Allowed
146 kgs.
Ethyl- 4-Chloro-2 Fluoro- lkg |1 2-Chloro-4-Fluoro Toluene 0.615
5[({[isopropyl(methyl) 2 Methyl Iso Propyl Amine 0.346
amino]sulfonyl}amino) 3 NOBLYST (R) P8086 (Pt/C 0.008
carbonyl)phenylcarbamate Catalyst (+1%PT +2% V/C,
(PCM) 64% H20)) or Catalyst (+H0.8%
PT - 0.3% Mo CP)
4 Methanol 2.274
5 Toluene 0.743
6 Ethyl Chloroformate 0.370
7 Sulfuryl Chloride 0.715
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:38/15/82- Party Name:FDC LTD Meet No/Date:8/82- | Status:Catse
ALC4/2013 ALC4/2014 Approved
25.09.2014
47 HQ File RLA File Lic.No/Date:0310751024 (Defer Date:
:01/82/050/00800/AM 14/ :03/94/040/00256/AM 14/ [25.09. 2013
Decision : In the light of written comments received from Department of Pharmaceutlcals vnde
their OM No. 35011/34/2014-PI{Norms) dated 05.09.2014, it was decided to ratify norms under
e L e L
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Para 4.7 of HBP v1 as per details given below or as épplied by the firm, whichéver is less:

Item of Export Qty. | S,No | Item of Import Quantity allowed kg/kg
Gentamicin Ear/Eye | vials | 1 Gentamicin Sulphate 0.051 gm/10ml vial
Drops 10 ml and 5 m! 2

Gentamicin Sulphate 0.0183 gm/5ml vial

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

Case No.:34/19/82- Party Name:ELPPE Meet No/Date:8/82- Status: Case

ALC4/2013 CHEMICALS PRIVATE ALC4/2014 Approved
LIMITED 25.09.2014 7

HQ File RLA File -|Lic.No/Date:03 10752484 Defer Date:

:01/82/050/00979/AM14/  [:03/94/040/00552/AM14/  [07.10.2013 |

Decision : In the light of written comments recewed from Department of Pharmaceutlcals wde
their OM No. 35011/84/2014-PI(Norms) dated 10.10.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less::-

ii) Yield obtained in each step
iii) Authentic technical literature in support of yield obtained

48
Export product Exp. Qty. Si.No. | Importitems Qty.
Allowed
ka/kg
Phenyl Thio Proline 1kg 1. Trans 4 Hydroxy L-Proline 1.574
2. Isobutyl Acetate 4.56
3. Thiophenol 0.839
4 Methane Sulphonyl Chloride 1.58
RA concerned may take further necessary action as per above decision of NC.
[ [Case No.:171/6/82- Party Name: ATUL Meet No/Date:8/82- Status:éase
ALC4/2014 BIOSCIENCE LIMITED ALC4/2014 Deferred
25.09.2014 )

49 |HQ File RLA File Lic.No/Date:5210040265 |Defer
:01/82/050/00573/AM15/ :52/24/040/00025/AM 14/ 10.10.2013 Date:12.11.2014
Decision: It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals

[ Casew No.:213f3l82; Party Name:TATVA Meet No/Date:8/82- Status:Case
ALC4/2014 CHINTAN PHARMA CHEM |ALC4/2014 Deferred

PVT LTD 25.09.2014 o
HQ File RLA File Lic.No/Date:341003 8266 Defer
:01/82/050/00217/AM15/  [:34/24/040/00184/AM14/  [21.10.2013 Date:12.11.2014

50 Decision : It was decided call form the firm following information:

i) Details of manufacturing process with chemical equations, molecular formula,
molecular weights

past three years and corresponding consumption of each input.frter g,

T HE

iv) CA certificate certifying the production of export item achieved by you for the
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The case is deferred for 12.1 12014

[ [Case No.:6/20/82-ALC4/2013 [Party Name:ZIM Meet No/Date:8/82-  [Status:Case
LABORATORIES LTD. ALCA4/2014 Deferred
_ N 25.09.2014 _ 7

51 (HQ File RLA File Lic.No/Date:0310754588 [Defer
:01/82/050/00992/AM14/ :03/95/040/00591/AM14/_ 21.10.2013 o Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

“[Pharmaceuticals.

[ [Case No.28/a/g2- [Party Meet No/Date:8/82-  [Status:Case

ALC4/2014 Name:S.R.S.PHARMACEUTICALS |ALC4/2014 ‘Deferred
PVT. LTD. 25.09.2014 _

52 (HQ File RLA File :03/95/040/00575/AM14/ |Lic.No/Date:0310754848 {Defer
:01/82/050/00276/AM15/ 22.10.2013 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [Case No.:46/4/82-ALC472014 [Party Name:ZIM T [Meet No/Date:8/82- _[Status:Case

LABORATORIES LTD. ALC4/2014 Deferred
| 25.09.2014

53 |HQ File RLA File Lic.No/Date:0310754827 [Defer
:01/82/050/00294/AM15/  |:03/95/040/00595/AM14/ 22102013 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [Case No.:1/3/82-ALC4/2014 |Party Name:EYTAN LABS Meet No/Date:8/82- Smtus:éase

LIMITED ALC4/2014 Deferred
25.09.2014
HQ File RLA File Lic.No/Date:(0910057999 |Defer
:01/82/050/00005/AM15/  [:09/24/040/00354/AM14/  [24.10.2013 Date:12.11.2014

34 Decision : Committee considered the case and it has been observed that both import and
export items are same. As per the details given by the firm, purity of import item is Not
Less Than 99.0% (w/w) and that of export item is NLT 97.5% and NMT102.0% (wiw). It
was decided to take comments of DCGIL.

The case is deferred for 12.11.2014

[ [Case No.:60/17/82- Party Name:SHAMSHREE _ |Moet No/Date:8/82.  [Status:Case

ALC4/2013 LIFESCIENCES LTD., ALCA4/2014 Approved

25.09.2014 _
HQ File RLA File Lic.No/Date:2210014319 |Defer Date;
:01/82/050/00922/AM 14/ 122/24/040/00051/AM 14/ 24.10.2013

55 . . ) N . T
Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/88/2014-PI(Norms) dated 24.09.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

item of Export I Qty. | S,Nq_ I Item of import | O.ty._ RMAL
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MEROPENEM “FOR | Nos. | 1 ' 597.778 mg /500 mg vial
MEROPENEM FOR
INJECTION 500MG INJ. USP
RA may take appropriate action as per the decision of Norms Committee.
| [Case No.:100/23/82- Party Name:SYMBIOTEC Meet No/Date:8/82- Status:éase
ALC4/2013 PHARMALAB LTD., ALC4/2014 Approved
- 25.09.2014 B
HQ File RLA File Lic.No/Date: 5610003085 |(Defer Date:
:01/82/050/01147/AM14/ :56/24/040/00025/AM 14/ 25.10.2013 7
Decision : In the light of written comments received from Department of Pharmaceuticals vide
: their OM No. 35011/175/2014-PI{Norms) dated 02.09.2014, it was decided to ratify norms under
: °6 |para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Item of Export Qty. | S,No | Item of Import Qty. allowed
Prednisolone Hemisuccinate | kg | 1 )
Prednisolone IP 0.85 kg/kg
USP
RA may take appropriate action as per the decision of Norms Committee.
- Casé No.:SlllSlsz- Party Name:SAURAV |Meet No/Date:8l82- Status:éase
ALC4/2013 CHEMICALS LTD, 1ALCA4/2014 Approved
o ~|25.09.2014 )
HQ File RLA File Lic.No/Date:2210014341 (Defer Date:
:01/82/050/00813/AM 14/ 122/24/040/00049/AM 14/ {29.10.2013 _
Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/56/2014-PI{Norms) dated 02.09.2014, it was decided to ratify norms under
| [Para4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
157
: item of Export Qty. | S,No | tem of Import Qty. allowed
Dexketoprofen Trometamol | kg |1 Ketoprofen 1.78
2 N-Octyl-D-
glucamine 0.36
3 Tromethamine 0.36
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:36/19/82- | Paﬁy Name:SOHAM Meet No/Date:8/82- : Status:éase
ALC4/2013 ORGANICS PVT LTD ALC4/2014 Deferred
25.09.2014 i
58 |HQ File RLA File Lic.No/Date:3110060943 [Defer
:01/82/050/00981/AM 14/ :31/83/040/00124/AM 14/ 29.10.2013 Date:12.11..2014
Decision : It was decided to call from the firm the complete technical details as per Appendix
33. The case was deferred for 12.11.2014.

[s9 [Case No.:4/22/82-ALC4/2013 [Party Name:VINDHYA [Meet No/Date:8/82-rortet 1518
?;gg.e‘lrfq‘cgi;:a l
Director
o fyMryDepan™
Se ]




ORGANICS PVT LTD

[ALC4/2014

Approved
25.09.2014 S
HQ File RLA File Lic.No/Date:0910058161 {Defer Date:
101/82/050/01047/AM 14/ :09/24/040/00279/AM 14/ : 106.11.2013

Decision : In the light of written comments received from Department of Pharmaceutlcals vnde
their OM No. 35011/246/2014-PI(Norms) dated 10.10.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Qty. | S,No | Item of Import Qty. allowed kg/kg
Aminocarbinol Tartrate kg |1 1.337
2-Azabicyclo (2.2.1)
hept-5-en-3-one
(VINCELACTAM)
2 Sodium Borohydride 0.214
3 D(-)-Tartaric acid 0.90
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:18724/82- Party Name:RA CHEM [Meet No/Date:8/82-, _[Status:Case
ALC42013 PHARMA LIMITED ALC4/2014 Deferred
25.09.2014 ‘
60 HQ File RLA File Lic.No/Date:0910058173 |Defer
:01/82/050/01217/AM 14/ :09/24/040/00388/AM 14/ 08.11.2013 [Date:12.11.2014
Decision : It was decided to defer the case for 12.11 2014 for comments of Department of
Pharmaceuticals.
~[Case No.:42/24/82- Party Name:AHLCON Meet No/Date-8/82- _[Status:Case
ALC4/2013 PARENTERALS INDIA LTD. |ALC4/2014 Deferred
25.09.2014 o
61 {HQ File RLA File Lic.No/Date:0510371021 (Defer
:01/82/050/01241/AM14/ :05/23/040/00330/AM14/ 13.11.2013 |Date:12.11.2014
Decision : It was decided to defer the case for 12.1 1 .2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:37/4/82-ALC4/2014 [Party Name:-EMCURE Moot No/Date:8/82- _[Status:Case
PHARMACEUTICALS LTD. |ALC4/2014 Deferred
_ 25.09.2014 7 B
62 |HQ File RLA File Lic.No/Date:3110061152 |Defer
:01/82/050/00285/AM15/ :31/83/040/00141/AM14/ 25.11.2013 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
" [Case No.:14/24/82- Party Namo:DR REDDYS __ [Meet No/Daie:8/82- _[Status:Case
ALC4/2013 LABORATORIES LIMITED |ALC4/2014 Deferred
63 25.09.2014 o _
HQ File RLA File Lic.No/Date:0910058344 Defer m
:01/82/050/01213/AM14/ :09/24/040/00381/AM 14/ 26.11.2013 [Date:§2.11.20)4| I
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Decision : It was decided to defer the case for 12.11.2014 for comments of I')“ei;;ftr;lent of
Pharmaceuticals.

Case No.:24/24/82- 7 ) Party Name:GLAND ” Meet No/Date:8/82- _ S“tﬁfus;Case
ALC4/2013 |PHARMA LIMITED JALC4/2014 Deferred
, ‘ ~ [25.09.2014 ]
64 [HQ File RLA File [Lic.No/Date-:0910058352 |Defer
:01/82/050/01223/AM 14/ :09/24/040/00419/AM 14/ E26 11.2013 Date 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Deparl;ment of
|Pharmaceuticals.
" [Case No.:8/18/82-ALCA/2013 [Party Name:TITAN Meet No/Date:8/82-  [Status:Case
LABORATORIES PVT. LTD. [ALC4/2014 Deferred
o - [ps092014 B
65 (HQ File RLA File {Lic.No/Date:03 10761921 Defer
| 1:01/82/050/00943/AM14/ :03/95/040/00637/AM14/ 16.12.2013 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals

66

Case.No.:lzsm;'si- Party Name:EMCURE | Meet No/Date:8/82- StatuQ:Case
ALC4/2013 PHARMACEUTICALS LTD. |ALC4/2014 Approved
HQ File RLA File Lic.No/Date:3110061658 [Defer Date:
:01/82/050/01172/AM 14/ :31/83/040/00170/AM 14/ 19.12.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/209/2014-PI{Norms) dated 10.10.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Qty. | S,;No | Item of Import Norms allowed for 1
No. vial
1000 5000 IU/ml,
U/ ml, 1ml
1ml
Heparin Sodium Injection USP 1000 | vial | 1 HEPARIN SODIUM USP 6.341 31.705
and 5000 USP Heparin Units/m| mg/vial mg/vial
2 BARREL WITH
NEEDLE SHIELD Relevant as per packing
3 RUBBER STOPPER lic
3 PLUNGER ROD policy
THREADED)

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

[ [Case No.:181/3/82- Party Name:AKZO NOBEL  [Meet No/Date:8/82- Status:Case
1. |aLC42014 INDIA LIMITED ALCA/2014 Deferred
671 | [25.09.2014 )
{HQ File ~ |RLAFile  |Lic.No/Date:0210198392 |Defer AL b
ﬁ#&‘ = f‘z J“JT‘ i
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[01/82/050/00185/AM1S/  [02/24/040/00053/AM14/  [02.01.2014 "~ [Date:12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
l
| [ [Case No.:24/8/82-ALC4/2014 Party Name:GLOBAL Meet No/Date:8/82- |Status:Case
CALCIUM PRIVATE ALC4/2014 Deferred
| LIMITED, 25.09.2014 7 N
.68 HQ File RLA File Lic.No/Date:0710101055 ‘[Defer
| :01/82/050/00688/AM15/  [:07/24/040/00323/AM14/  [02.01.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
™ [Case No.:117/6/82- Party Name:VIVIMED LABS |Mect No/Date:8/82- _ [Status:Case
ALC4/2014 LIMITED ALC4/2014 Deferred
o _ ) N 25.09.2014 _ o
|69 IHQ File RLA File Lic.No/Date:0910058894 |Defer
:01/82/050/00519/AM15/  |:09/24/040/00517/AM14/  [09.01.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
B Case No.:198/3/82- Party Nﬁne:SATYA Meet No/Date:8/82- Sﬁtus:Case
ALC4/2014 DEEPTHA ALC4/2014 Deferred
| , PHARMACEUTICALS LTD  [25.09.2014 7 7
70 |HQ File RLA File Lic.No/Date:0910058953 |Defer
:01/82/050/00202/AM15/  |:09/24/040/00523/AM14/ 16.01.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:43/3/82-ALC4/2014 [Party Name:INDO PHYTO  [Mect No/Date:8/82- _ [Status:Case
CHEMICALS PVT LTD ALC4/2014 Approved
B 25.09.2014
HQ File RLA File Lic.No/Date:0510376464 |Defer Date:
:01/82/050/00047/AM15/ :05/23/040/00420/AM 14/ 17.01.2014 _
Decision : In the light of earlier decision taken by NC in its 1/82 meeting dated 10.04.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by
71 |the firm, whichever is less:
Export product Exp. SI.No. | Import items Qty. Allowed
Qty. kg/keg
Testosterone Enanthate 1kg 1. 4-Androstene-3,17-Dione | 1.023
Bulk Drug
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:22/6/82-ALC4/2014 [Party Name:BLUE CIRCLE _ [Meet No/Date:3/82- _ [Status:Case
ORGANICS PVT. LTD. ALC4/2014 Deferred
7 | [25.09.2014 _
[HQ File _ |RLA File 7 |Lic.No/Date:03 107634 [Rfer, 1121 nc 1 _Jm
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?Fuszmsoxomzmmsx [03/94/040/00582/AM14/  [21.01.2014

[Date:20.102014

Decision : It was decided to defer the case for 20.10.2014 for comments of Department of

73

74

75

76

Pharmaceuticals.
Case No.:208/3/82- Party Name:OGENE Meet No/Date:8/82- Status:Case
ALC42014 SYSTEMS INDIA PVT. LTD. |ALC4/2014 Deferred
25.09.2014
HQ File RLA File Lic.No/Date:0910059017 |Defer
:01/82/050/00212/AM15/ 09/24/040."00515:’1"11\1114:r [22.01.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
Case No.:li 1/3/82- Party Name:SRIAM LABS Meet No/Date:8/82- Status:Case
ALC4/2014 PRIVATE LIMITED ALC4/2014 Deferred
| 25.09.2014
HQ File RLA File Lic.No/Date:0910059150 |Defer
:01/82/050/00115/AM15/ :09/24/040/00509/AM 14/ 03.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:87/3/82-ALC472014 [Party Name-VIVIMED LABS |Meet No/Date:8/82- __[Status:Case
LIMITED ALC4/2014 Deferred
, 25.09.2014 o
HQ File RLA File Lic.No/Date: 0910059155 Defer
:01/82/050/00091/AM15/  [:09/24/040/00544/AM14/ 104022014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
Case No.:117/3/82- Party Name:VIVIMED LABS |Meet No/Date:8/82- _ [Status:Case
ALC4/2014 LIMITED ALC4/2014 Deferred
25.09.2014 -
HQ File RLA File |Lic.No/Date:0910059156 |Defer
:01/82/050/00121/AM15/ :09/24/040/00543/AM 14/ 04.02.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Chem_icals and C&PC
Case No.:232/3/82- Party Name:CADILA Meet No/Date:8/82- __|Status:Case
ALC4/2014 HEALTHCARE LTD., ALC4/2014 Approved

. N 25.09-2014 . e e
HQ File RLA File Lic.No/Date:0810128700 [Defer Date:
:01/82/050/00236/AM15/ .08/24/040/00485/AM14/  [05.02.2014

Decision : In the light of earlier decision taken by NC in its 30/82 meetmg dated

07.02.2013, it was decided to ratify norms under Para 4.7 of HBP v1 as per details given
below or as applied by the firm, whichever is less:

1
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Colistimethate for Injection USP | Lvial | 1. Colistimethate _ Sodium | 403 85 mg/vial
150 mg (each vial contains USP
' colistimethate ~ sodium  USP
‘ | equivalent to 150 mg colistine
base activity)
‘ RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:168/3/82- [Party Name:CIPLA LIMITED |Meet No/Date:8/82- _[Status:Case
ALC4/2014 ALC4/2014 Deferred
: 25.00.2014 v
78 {HQ File RLA File Lic.No/Date:0310769592 |Defer
:01/82/050/001 72/AM1_5/ :03/94/040/0 1009/AM1_4/ 06.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:211/3/82- Party Name:DEEPAK Meet No/Date:8/82-  [Status:Case
ALC4/2014 NITRITE LIMITED ALC4/2014 Approved
25.09.2014
HQ File RLA File _ Lic.No/Date:3410039219 [Defer Date:
:01/82/050/0021 SIA_M 15/ :34/24/040{0020 1/AM 1 4/ 07.02.2014 _
Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/36/2012-Ch. || dated 28.07.2014, it was decided to’
79 [ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:
Export product Exp. SL.No. | Importitems Qty. Allowed
Qty.
3,4 NITRO ORTHO XYLENE (4 | 1 kg 1 1.63 kg
NOX) ORTHO XYLENE
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:54/3/82-ALC4/2014 [Party Name:ASTRIX Meet No/Date:8/82- _|Status:Case
LABORATORIES LTD., ALC4/2014 Deferred
25.09.2014 7 7
g0 |HQ File RLA File Lic.No/Date:0910059230 |Defer
01/82/050/00058/AM15/ ~ |:09/24/040/00552/AM 14/ 10.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:167/3/82- Party Name:CIPLA LIMITED |Meet No/Date:8/82- Status:Case
ALC4/2014 ALC4/2014 Deferred
| 25.09.2014 )
g1 {HQ File RLA File Lic.No/Date:0310769983 |Defer
:01/82/050/00171/AM15/ :03/94!040/01028{AM14/ 10.02,2014 Date:12,11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of | |,
Pharmaceuticals. y@
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Meet NofDate:8)82-

Status:Case

83

84

85

86

|87

Case No.:64/3/82-ALC4/2014 [Party Name:ARENE LIFE
SCIENCES LIMITED. ALC4/2014 ‘iDeferred
25.09.2014 B
HQ File RLA File Lic. No/Date 0910059247 Defer
:01/82/050/00068/AM15/ :09/24/040/00554/AM 14/ 11.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:46/3/82-ALC4/2014 [Party Name:ARENE LIFE __[Meet No/Date:8/82- __[Status:Case
SCIENCES LIMITED. ALC4/2014 Deferred
7 [25.092014
HQ File RLA File Lic.No/Date:0910059260 |Defer
:01/82/050/00050/AM15/ :09/24/040/00555/AM 14/ 112.02.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11 2014 for comments of Department of
Pharmaceuticals.
Case No.:47/3/82-ALC4/2014 [Party Name:ARENE LIFE__|Meet No/Date:8/82- _ [Status:Case
SCIENCES LIMITED. ALC4/2014 Deferred
. [25.09.2014
HQ File RLA File Lic.No/Date:0910059259 (Defer
:01/82/050/00051/AM 15/ :09/24/040/00535/AM 14/ 12.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case Nﬁ.:61/3!82-ALC4I2014 Party Name:INCHEM Meet NoMte:S/SZ- Statﬁs:Case
LABORATORIES PRIVATE |ALC4/2014 Deferred
_ ' LIMITED '25.09.2014
HQ File RLA File Lic.No/Date: 0910059258 Defer
01/82/050/00065/AM15/ :09/24/040/00568/AM 14/ 12.02.2014 Date:12.11.2014-
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:113/3/82- Party Namé:RANBAXY Meet No/Date:SlSZ- Status:Case
ALC4/2014 LABORATORIES LTD ALC4/2014 Deferred
_ [25.00.2014 B
HQ File RLA File Lic.No/Date:05 10379132 Defer
:01/82/050/00117/AM1S/  |:05/24/040/00332/AM14/ 12.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:48/3/82-ALC4/2014 [Party Name:VIVIMED LABS |Meet No/Date:S/SZ; | Statt;_s:Case
LIMITED ALC472014 Deferred
125.09.2014 |
HQ File RLA File Lic.No/Date:(0910059263 |Defer
:01/82/050/00052/AM 15/ :09/24/040/00_582/AM 14/ 12.02.2014 Date:12.11.2014

Chemicals and C&PC

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Case No.:112/3/82- Party Name:VIVIMED LABS |Meet No/Date:8/82- Status:Case

ALC4/2014 LIMITED ALC4/2014 Deferred
25.09.2014

HQ File RLA File Lic.No/Date:0910059262 |Defer

:01/82/050/00116/AM15/ :09/24/040/00564/AM 14/ 12.02.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and Petrochemicals

" [Case No.:2/3/82-ALC4/2014 Party Name:SCOTT-EDIL Meet No/Date:8/82- Status:Case
; PHARMACIA LTD., ALC4/2014 Deferred
| 25.09.2014
89 |[HQ File RLA File Lic.No/Date:2210014609 ;Defer
:01/82/050/00006/AM 1 5/ :22/24/040/00089/AM 14/ 13.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:73/3/82-ALC4/2014 Party Name:ARENE LIFE Meet No/Date:8/82- Status:Case
SCIENCES LIMITED. ALCA4/2014 Deferred
25.09.2014
90 [HQ File RLA:-File Lic.No/Date:0910059285 |Defer
:01/82/050/00077/AM15/ :09/24/040/00536/AM 14/ 14.02.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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i |Case No.:9/3/82-ALC4/2014 |Party Meet No/Date:8/82- Status: Case :
; Name:SMILAX LABORATORIES ALC4/2014 Approved
LIMITED 25.09.2014
HQ File RLA File :09/24/040/00584/AM 14/ Lic.No/Date:0910059308  |Defer Date:
:01/82/050/00013/AM15/ 14.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM No.
35011/86/2014-P}{Norms) dated 02.09.2014, it was decided to ratify norms under Para 4.7 of HBP v1 as per details
. igiven below or as applied by the firm, whichever is less:

Item of Export Quantity S,No item of Import Quantity allowed
| g/kg
: 2-Ethoxy-1{[2-(1- 1kg 1. 3-Nitro phathalic acid 0.978
triphenylmethyl-1H-tetrazol-5-
yl) biphenyi-4-yl] methyl} 2. Acetone 0.572
benzimidazole-7-carboxylic —
acid (CAN-0) 3. Acetonitrile 0.835
4. 4-bromomethyl biphenyl-2-
ol carbonitrile 1.02
5. Dimethyl formamide 0915
6. Tri n-butyl tin chloride 1.3%
7 Iso propy] alcohol 0.406
'. B Methanol 5915 5
9 Methylene chloride 13.260
10 Tertiary butanol 1.33
11 Tetra ethyl ortho carbonate l
{TEOC) 0.793 E
12 Toluene 3.337

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

~ 'Case No.:29/3/82- Party Name:R L FINE CHEM |Meet No/Date:8/82-  [Status:Case |
iALC4/2014 ALC4/2014 Approved :
! 25.09.2014 \
HQ File RLA File Lic.No/Date:0710102208 |Defer Date: !
:01/82/050/00033/AM 15/ :07/24/040/00422/AM 14/ 17.02.2014 l
Decision : In the light of earlier decision taken in meeting no. 5/82 dated 24.07.2014, it was decided toi
i |ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is
92 less: |
Export product Exp. | SL.No. | Import items Qty. Allowed | |
Qty. kgrkg ‘
CHLORPROMAZINE HCL |1 1 BROMO 3 CHLORO PROPANE | 0.95 l
Ip 2 2 - CHLORO PHENOTHAZINE | 0.90 ;
1 3 ACETONE 3.33 !
F RA may take appropriate action as per the decision of Norms Committee.
| ICase No.:63/6/82- Party Meet No/Date:8/82- Status:Case ‘
ALC4/2014 Name: ARITHANTANAM ALC4/2014 Deferred | i‘
193 LIFECARE PVT. LTD. 125.09.2014 i
| [HQFile RLA File ian No/Date: 03]07708%e%lmﬂw“_ v
i i e e
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[01/82/050/00465/AM15/ [ :03/94/040/01037/AM14/ _[18.02.2014 [Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [Case No.:l30f3!32— | Party Name:AUROBINDO  |Meet No/Date:8/82- Status:Case
ALC4/2014 PHARMA LIMITED ALC4/2014 Approved

_  [25.09.2014 7 7

HQ File RLA File Lic.No/Date:0910059321 {Defer Date:
:01/82/050/00134/AM15/ :09/24/040/00587/AM14! _ 18.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/110/2014-PI(Norms) dated 02.09.2014, it was decided to ratify norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Quantity | S,No Item of Import Quantity
allowed kg/kg
Raloxifene Hcl 1kg 1. 4-[2-(1-
Piperidinyl)ethoxy]benzoicacid
hydrochloride 0.93
54 2. 2(4-methoxy phenyl)6-
methoxy benzo(b)thiophene 0.88
3. Activated carbon 0.080
4, Diisopropyl ether 1.26
S. Dimethylformamide 0.045
6. Methanesulfonyl chloride 1.367
7 Methanol 7.61
8 Methylene chloride 9.39
9 Tetrahydrofuran 2.40
10 Triethylamine 1.206

rlRA may take appr_opriatg action as per the decision of Norms Committee.

[Case No.:242/3/82- Party Name:CADILA Meet No/Date:8/82-  [Status:Case
ALC4/2014 HEALTHCARE LTD,, ALC4/2014 Approved
| 25.09.2014
HQ File RLA File Lic.No/Date:0810128924 Defer Date;
:01/82/050/00246/AM1S/  |:08/24/040/00505/AM14/  |18.02.2014

Decision: In the light of earlier decision taken by NC in its 5/82 meeting dated 24.07.2014 , it
95 [was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by
the firm, whichever is less:

Export Product
Etodolac Extended Release Tablets 400 MG, 500 MG and 600 MG TAB
S.NO. | import items For export of 1 Million Tablets
400 mg [ 500 mg | 600Tivg - - REAS
T s L ik
Directe 2t Glu;'.'._-;(,, e t ‘:i; I
“Tdign irade

= fBNMDepanment
of Comrmarce
TEM e =|§ GG
Udyog Bhawan, New Delhi




1 LACTOSE 355kg 44375 kg 86.850 kg
MONOHYDRATE NF/PH
2 MAGNESIUM STEARATE | 17.5 21.875 26.250
3 7-ETHYL TRYPTOPHOL 386.376 482.970 579.564
(76%)
4 METHYL-3-0XO 220.320 275.400 330.480
VALERATE
5 5to 12 Relevant as per packing policy
RA may take appropriate action as per the decision of Norms Committee.
Case No.:64/6/82-ALC4/2014 [Party Name:FDC LTD Meet No/Datc:8/82-  [Status:Case
ALC4/2014 Deferred
. 25.09.2014
96 |HQ File RLA File Lic.No/Date:0310770862 |Defer
:01/82/050/00466_/AM15/ & :03/94/040/00707/AM 14/ 18.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
— Case. No.:16613f82- Party Narr.le:VI.Jﬁ:Y T Meet No/Date:8/82- Statﬁk:éase
ALC4/2014 PERFUMES PVT.LTD. ALC4/2014 Deferred
7 25.09.2014 ,
g7 |HQ File RLA File Lic.No/Date:0310770668 '[Defer
:01/82/050/00170/AM15/ :03/95/040/00916/AM 14/ 18.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11,2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:52/3/82-ALC4/2014 [Party Name-ALEMBIC Meet No/Date:8/82-  [Status:Case
PHARMACEUTICALS LTD [ALC4/2014 Approved
_ 25.09.2014 | 7
HQ File RLA File Lic.No/Date: 341003932] Defer Date:
:01/82/050/00056/AM15/  [:34/24/040/00282/AM14/  19.02.2014 o
Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/800/2013-PI{Norms) dated 09.09.2014, it was decided to ratify norms under Para 4.7 of HBP v1
as per details given below or as applied by the firm, whichever is less:
Export product | Exp. SI.No. | Import items Qty. Allowed
Qty.
o8 1 Methyl(2S)-2-{[2Cyano-
Valsartan 1,1-b1pehyl-4-yl)methyl]
amino }-3-methyl 1.455 kg/kg
1k butanoate ethanedioate (Bi
g phenyl valine oxalate)
2 Methanol 2.486 litkg
3 12.545 lit/kg
Methylene chloride (or
dichloromethane) ﬁ‘?’?ﬁ e
A T o f PR
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4 | Acetone [0.002 livke

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

Case No.:62/6/82-ALC4/2014 [Party Name:ARIHANTANAM [Meet No/Date:8/82-  [Status:Case
LIFECARE PVT. LTD. ALC4/2014 Approved
25092014

HQ File RLA File Lic.No/Date:0310770969 |Defer Date:
:01/82/050/00464/AM15/ :03/94/040/01036/AM14/ 19.02.2014
Decision : In the light of earlier decision taken in meeting no. 3/82 dated 08.05. 2014 it
was decided to ratify norms under Para 4.7 of HBP vl as per details given below or as
applied by the firm, whichever is less:

Export product Exp. Qty. [ SI.No. | Import items Qty. Allowed
Artemether 1 Kg 1. Artemisinin 1.235 kg

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

Case No.:65/3/82-AL.C4/2014 [Party Name:HETERO LABS [Meet No/Date:8/82- Status:Case
LIMITED ALC4/2014 Deferred
25.09.2014

100 [HQ File RLA File Lic.No/Date:0910059337 [Defer _
201/82/050/00069/AMIS/  |:09/24/040/00595/AM14/  |19.02.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

Status:Case
JApproved

Case No.:59/6/82-ALC4/2014 |Party Name:INDO AMINES  [Meet No/Date:8/82-
LIMITED ALC4/2014
25.09.2014

HQ File RLA File Lic.No/Date:0310770990 lDefer Date:
:01/82/050/0046 1/AM15/ :03/94/040/00963/AM14/  [19.02.2014 B
Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/81/2010-Ch. H dated 23.09.2014, it was decided to
ratify norms under Para 4.7 of HBP vl as per details given below or as applied by the firm,
whichever is less:

101

Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
1kg 1 0.941 kg
Oleyl Diamine Oleic Acid

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

Case No.:125/3/82- Party Name:MYLAN Meet No/Date:8/82- Status:Case
ALC4/2014 LABORATORIES LIMITED (ALC4/2014 Deferred
25.09.2014

102 [HQ File RLA File Lic.No/Date:0910059353 [Defer m

:01/82/050/00129/AM15/  |:09/24/040/00570/AM14/ 19.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12. 11.2014 for commenté"’ﬂﬁ)ﬁarﬁnent i
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lof Phé@mcﬁticals.

Case No.:47/23/82- Party Name:PORUS Mest No/Date-8/82- _[Status:Case
ALC4/2013 LABORATORIES PVT LTD. |ALC4/2014 Approved

_ 25.09.2014 B
HQ File RLA File Lic.No/Date:0910059356 |Defer Date:
:01/82/050/01094/AM 14/ :09/24/040/00585/AM14/ 19.02.2014

Decision :

whichever is less:

in the Ilght of written comments received from Department of Chemlcals and
Petrochemicals vide their U.0 No. 14010/33/2013-Ch. 1| dated 15.09.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

103 || 'tem of Export Qty. S,No | Item of Import Quantity
allowed kg/kg
2-Phenyl-3,3-Bis(4-Hydroxy 1kg |1, Phthalic 0.927 kg
Phenyl) Phthalimide (PPPBP) Anhdydride
2 Phenol 1.145 kg
3 Zinc Chloride 0.546 kg
4. | Aniline 0.730 ke
5 Methanol 2.00kg
6 Activated Carbon 0.400 kg
| IRA may take approprlate action as per the decision of Norms Commlttee
[ [Case No.:216/3/82- Party Name:SENTISS Meet No/Date:8/82- |Status:Case
ALC4/2014 PHARMA PVT.LTD, ALC4/2014 Deferred
25.09.2014 _
104 [HQ File RLA File Lic.No/Date:0510379833 [Defer
01/82/050!00220/AM15/ :05/24/040/00431/AM 14/ 19.02.2014 Date:12.11.2014
Decision : It was dec1ded to defer the case for 12.11.2014 for comments of Department
_ lof Pharmaceuticals.
Case No.:86/3/82-ALC4/2014 [Party Name:AKZO NOBEL _ |Meet No/Date:8/82- _ [Status:Case
INDIA LIMITED 1ALC4/2014 Deferred
- 25. 09 2014
105 [HQ File RLA File Lic.No/Date: 0210200380 Defer
:0”82/050/0009_OIAM15/ :02/24/040/00197/AM 14/ 21.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.
Case No.:241/3/82- " [Party Name:ATUL Meet No/Date:8/82-  |Status:Case
ALC4/2014 LIMITED, ALCA4/2014 Approved
25.09.2014 7 o
1106 {HQ File RLA File Lic.No/Date:0810129084 {Defer Date:
:01/82/050/00245/AM15/ :08/24/040/00483/AM 14/ 21.02.2014

Decision : In the light of written comments recelved from Departmm;pflﬁbemlcals and

AR
T

Petrochemicals vide their U.O No. 15022/14/2011-Ch Il dated 30.06.201&7 it was ﬂecided toy

brade
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retiﬂ noﬁns ender Pare 4.7 of HBP vl as. perr eetails given below or as applied by the firm,

whichever is less:

No | item of Import Quantity
Item of Export aty. |S llowed kg/kg
1,3-Cyclohexanedione lkg |1 Resorcinol 1.12kg
2. Caustic Soda 0.460 kg
Flakes _ 7 _
l—lﬁ-may-take appropriate action as per _the decision of Norms Committee.
B _ i} o ——
: - 4 [Party Name:VIVIMED LABS [Meet No/Date:8/82 Status:
Case No.:15/3/82-ALC4/201 Ij% oD ALCAD14 Deferred
125.09. 2014
O Fil ' 10059372 [Defer -
‘ HQ File RLA File Lic.No/Date:09
107 0?!82/050!00019/AM15/ 09/24/040/00598/AM14/ 21.02.2014 ~ |Date: 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
~ [Case No-16/3/82-ALC4/2014 [Party Name:VIVIMED LABS [Meet No/Date:8/82-  [Status:Case
LIMITED ALC4/2014 Deferred
125092014 o
108 [HQ File RLA File Lic. NofDate 0910059375 Defer
:01/82/050/00020/AM15/  [:09/24/040/00592/AM14/  [21.022014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and C&PC
Case No.:23713!82- Party Nafne:CADILA ] Meet No/DaﬁS/sz- 7 [Status:Case
ALC4/2014 HEALTHCARE LTD,, ALCA4/2614 Deferred
1109 [HQ File RLA File Lic. NofDate 0810129092 Defer
:01/82/050/00241/AM15/ :08/24/040/00523/AM14/ 24.02.2014 |Date:12.11.2014

|Decision : It was decided to defer the case for 12.11.2014 for comments of Depar!ment of
“{Chemicals and Pharmaceuticals

Case No.:105/3/82-

Party Name:THIl;IQ

(Meet No/Date:8/82-

110

|Status:Case
ALC4/2014 PHARMA-CRO LIMITED  [ALC4/2014 Deferred
o - [25.09.2014 o
HQ File RLA File Lic.No/Date: 03 10".-'71596 Defer
:01/82/050/00109/AM15/ :03/95/040/00842/AM 14/ 24.02.2014 Date:12.11.2014

Decision : It was decided to call from the firm the complete technical details as per Appendix 33. The
case was deferred for 12.11.2014

111

[Party Name:UNIMAX

Status:Case

Case No.:161/3/82- Meet No/Date:8/82-
ALC4/2014 CHEMICALS PVT LTD. ALC4/2014 Deferred
- 25.09.2014 _ B
HQ File RLA File Lic.No/Date: 03103;%5 . .
:01/82/050/00165/AM15/ :03/95/040/00889/AM14/  [24.02.2014 ™~ : z\}f 26 MT’;‘R
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[Decision : It was decided to defer the case for 12.1 1.2014 for comments of Department of
~ |Chemicals and Petrochemicals

Case No.:30/6/82-ALC472014

Meet No/Date:S/Si— -

Party Name:AARTI [Status:Case
INDUSTRIES LIMITED ALC4/2014 [Deferred
[25.09.2014 i N
1112 |HQ File RLA File |Lic.No/Date:0310771 896 Defer
:01/82/050/00432/AM 15/ :03/94/040/00912/AM 14/ 25.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Chemicals and Petrochemicals
[ [Case No.23353782- Party Name:CADILA Meet No/Date:8/82- _ [Status:Case
|ALC4/2014 HEALTHCARE LTD., |ALC4/2014 Deferred
| 125.09.2014
113 [HQ File RLA File Lic.No/Date:0810129185 [Defer
1 [:01/82/050/00237/AM15/ :08/24/040/00526/AM14/  |25.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.
Case No.:14/3/82-ALIC4/2014 [Party Name:RA CHEM ____[Meet No/Date:8/82- _ [Status:Case
PHARMA LIMITED ALC4/2014 Deferred
) [25.09.2014 B
114 [HQ File RLA File Lic.No/Date:0910059417 [Defer
| |:01/82/050/00018/AM15/ :09/24/040/00589/AM14/  |25.02.2014 Date:12.11.2014.
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
|of Pharmaceuticals.

[ [Case No.:129/3/82- Party Name:HETERO LABS |[Meet No/Date:8/82-  [Status:Case

ALC4/2014 LIMITED ALC4/2014 Deferred
B 25.09.2014 ,
1115 HQ File RLA File Lic.No/Date:0910059425 |Defer
:01/82/050/00133/AM15/ :09/24/040/00605/AM 14/ 26.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:7/3/82-ALC4/2014 |Party Name:MYLAN  |Meet No/Date:8/82-  [Status:Case

LABORATORIES LIMITED |ALC4/2014 Deferred
125.09.2014 :

116 [HQ File RLA File |Lic.No/Date:09 10059427 Defer
:01/82/050/00011/AM15/ :09/24/040/00604/AM 14/ [26.02.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:52/4/82-ALCA4/2014 [Party Name:SWATI Meet No/Date:8/82- Status:Case

: MENTHOL & ALLIED ALC4/2014 Approved
17 CHEMICALS LTD,, 25.09.2014 S
| [HQFile RLA File Lic.No/Date:2910024211 |Defer Date:
:01/82/050/00300/AM15/ :29/24/040/00011/AM 14/ 26.02.2014 et b/ NIRIIAL H
|9 q‘—"‘[‘f%“"i"[?ﬁ eI
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Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/62/2012-Ch. Il dated 08.09.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
TERPINEOL 1 1 1.31
‘8 PINE OIL ‘e
RA may take appropriate action as per the decision of Norms Committee.
Case No.:5/3/82-ALC4/2014 |Party Name:INDO PHYTO Meet No/Date:8/82- Status:Case
CHEMICALS PYT LTD '|ALC4/2014 Deferred
25.09.2014 N

118 [HQ File RLA File [Lic.No/Date:0510380433 [Defer
:01/82/050/00009/AM15/ :05/23/040/00494/AM 14/ 27.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:118/6/82- Party Name:SPECTRUM Meet No/Date: 8/82- Status:éase
ALC4/2014 LIFE SCIENCES PRIVATE |ALC4/2014 Deferred

LIMITED 25.09.2014 .

119 [HQ File RLA File Lic.No/Date:0410155675 [Defer
:01/82/050/00520/AM15/ :04/24/040/00214/AM14/  |27.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:162/3/82- Party Name:ZIM Meet No/Date:8/82- _[Status:Case
ALC4/2014 LABORATORIES LTD. ALCA/2014 |Deferred

' 25.09.2014 )
1120 HQ File RLA File Lic.No/Date:0310772330 |Defer
01/82/050/00166/AM]5/ :03/95/040/00967/AM 14/ 27.02.2014 Date; 12 11.2014

Decision : It was decided to defer the case for 12.11.2014 for oomments of Department
of Pharmaceuticals.

Case No.:58/6/82-ALC4/2014 [Party Name:BAYER Mest No/Date:8/82- _ [Status:Case

CROPSCIENCE LIMITED |ALC4/2014 Deferred
| 25.09.2014 ,

121 [HQ File |RLA File {Lic.No/Date:0310772503 [Defer
:01/82/050/00460/AM 15/ :03/94/040/00797/AM 14/ 28.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:79/3/82-ALC4/2014 [Party Name:GLAND Meet No/Date:8/82-  [Status:Case

122 PHARMA LIMITED ALC4/2014 Deferred

| 25.09.2014 o
[HQ File [RLA File [Lic.No/Date: o91005g455 |Defgr”_
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:01/82/050/00083/AM15/

[09724/040/00610/AM 14/ _

8022014  |Date:12.112014

Decision : It was decided to remind the firm to furnish Central Excise Data and also
Batch Log Sheet for last 5 batches . The case was deferred for 12.11.2014

[ [Case No.:133/3/82- Party Name:NECTAR Meet No/Date:8/82- _[Status:Case
ALC4/2014 LIFESCIENCES LIMITED, |ALC4/2014 Deferred
25.09.2014 B
123 {HQ File RLA File Lic.No/Date:2210014646 |Defer
:01/82/050/00137/AM15/  |:22/24/040/00096/AM14/  [28.02.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.
Case No.:106/3/82- Party Name:PERFECT Meet No/Date:8/82- Status:Case
ALC4/2014 VITAMINS PVT,LTD, ALC4/2014 Deferred
o 25.09.2014 _
124 [HQ File RLA File Lic.No/Date:(3 1077241 1 Defer
:01/82/050/00110/AM15/ :03/95/040/00960/AM 14/ 28.02.2014 Date:12.11.2014
Decision ; It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.
[ (faﬁe No.:184I3182- Party Name:ARUDAA V!S Meet No/Date:8/82; Status:Case
ALC412014 LABS PRIVATE LIMITED  |ALC4/2014 (Deferred
25.09.2014 |
125 {HQ File RLA File Lic.No/Date:0410155776 |Defer
:01/82/050/00188/AM15/ :04/24/040/00266/AM 14/ 03.03.2014 Date:12.11.2014

_|Pharmaceuticals.

Decision: It was decided to defer the case for 12.11.2014 for comments of Department of

Party Name:GOPINATH

|Status:Case

Case No.:228/3/82- Meet No/Date:8/82-
ALC4/2014 CHEM-TECH LTD., ALC4/2014 Deferred
- 125.09.2014 ‘
126 [HQ File RLA File Lic.No/Date:0810129315 {Defer
:01/82/050/00232/AM15/ :08/24/040/00521/AM 14/ 03.03.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department

of C&PC.
Case No.:122/3/82- Party Name:NANDU Meet No/Date:8f82- . Status:Case -
ALC4/2014 CHEMICAL INDUSTRIES |ALC4/2014 Deferred
7 25.09.2014 i
127 [HQ File RLA File Lic.No/Date: 0710102530 Defer
:01/82/050/00126/AM15/ :07/24/040/00408/AM 14/ 03.03.2014 Date:12.11.2014

of C&PC.

Decision : It was decided to defer the case for 12.1 1.2014

for comments of Department

[Lic.No/Date: 311065&2; fer .

Case No.:25/3/82-ALC4/2014 |Party Name:CATAPHARMA Meet No/Date:S/Si - Stl;tus:Cise
128 CHEMICALS PVT. LTD,, ALC4/2014 Deferred
. 25.09.2014 e q??"‘{/r\'IRMAL KUl
s A ¥1 &I
[HQ File IRLA File g
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[01/82/030/00029/AM15/

[31/83/040/00207/AM14/

04.03.2014

[Date:12.112014

[Decision ; It was decided to call from the firm
supplier for the relevant consignment . The cas

COA of import item from the foreign
e was deferred for 12.11.2014.

Case No.:3/3/82-ALC4/2014

Party Name:SHASUN (Meet No/Date:8/82- Status:Case
PHARMACEUTICALS ALC4/2014 Deferred
_ _|LIMITED 25.09.2014
HQ File RLA File Lic.No/Date:0410156078 [Defer
129 [:01/82/050/00007/AM 15/ :04/24/040/00258/AM14/ 11.03.2014 Date:12.11.2014

The case was deferred for 12.1 1.20_14

Decision : It was decided to remind the firm to Msh a copy of Master Batch Formula
duly certified by Quality Control incharge.

Case No.:6/3/82-ALC4/2014 |Party Name:SHASUN_ Meet No/Date:8/82-  [Status:Case
PHARMACEUTICALS ALCA/2014 Deferred
) LIMITED 25.09.2014 |
HQ File RLA File Lic.No/Date:0410156076 |Defer
130 [OV/S2/050/00010/AMI1S/  |:04724/040/00257/AM14/  {11.03.2014 Date:12.11.2014

The case was deferred for 12.11.2014

Decision : It was decided to remind the firm to furnisha copy of Master Batch Formula
duly certified by Quality Control incharge.

[ [Case No.:62l3l82—ALC4f2014 Party Name:SHASUN Meet No/Date:8/82- Status:Case
PHARMACEUTICALS ALC4/2014 Deferred
LIMITED 25.09.2014 _ )
HQ File RLA File Lic.No/Date:0410156077 |Defer
131 [-01/82/050/00066/AM15/  |:04/24/040/00259/AM 14/ 11.03.2014 Date:12.11.2014

The case was deferred for 12.11.2014

Decision : It was decided to remind the firm to furnish a copy of Master Batch Formula
duly certified by Quality Control incharge.

Meet No/Déte:SISZ-

|Status:Case

Case No.:231/3/82- Party Name:SWISS
ALC4/2014 EXPORTS PVT. LTD. |ALC4/2014 Deferred
[25.09.2014 ,

' 132 (HQ File RLA File Lic.No/Date:0810129646 \Defer
:01/82/05(_)/00235/AM15/ :08/24/040/00537/AM 14/ 13.03.2014 Date: ]21 1_.___2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals

[ [Case No.:13/3/82-ALC472014 |Party Name:IND-SWIFT __[Meet No/Date-8/82- Status:

LABORATORIES LTD., ALC4/2014 Approved
25.09.2014
133 [HQ File RLA File Lic.No/Date:2210014693 [Defer Date:
:01/82/050/00017/AM15/ :22/24/040/00101/AM14/ 14.03.2014 o
Decision : Committee considered the case as per agenda and in light ofw@;_ en-Comments ..
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lower:-

received from Department of Pharmaceuticais vide their OM No. 35011/262/2014-P](Nd;rns)
dated 02.09.2014 and in consultation with technical authority present in meeting,
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

decided to

Export product

Exp. | SI.No.

Qty.

Import items

Qty. Allowed
Ka/k

Atorvastatin Calcium

1 (4R-CIS)-1,1-
Dimethylethyl-6-
Cyanomethyl-2,2-
dimethyl-1,3-
Dioxane-4-

Acetate(ATS-
1kg cetate(ATS-8)

0.708

2 4-Fluoro-A-(2-
Methyl-1-Oxopropyl-
G-Oxo-N,B-
Diphenylbenzene
Butaneamide (DKT-
3)

0.994

Isopropyl Alcohol

1.45

Methanol

4.64

Methylene Chloride

1.75

S O B W

Cyclohexane

0.235

Note:- It was also decided for revision of SION A -2797 due to technological updation.

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

Status:Case

Case No.:179/6/82- Party Name:BEST VALUE _ |Meet No/Date-8/82-
ALC4/2014 CHEM PVT. LTD. ALC4/2014 Deferred
25.09.2014 -

134 [HQ File RLA File Lic.No/Date:3410039577 |Defer
:01/82/050/00581/AM15/  |:34/24/040/00308/AM14/ 18032014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

[ [Case No.:1/4/82-ALC4/2014 |Party Name:DORF-KETAL _|Meet No/Date:8/82- Status:Case

CHEMICALS INDIA ALC4/2014 Deferred
PVT.LTD. 25.09.2014

135 [HQ File RLA File Lic.No/Date:0310774824 [Defer

:01/82/050/00249/AM15/  [:03/94/040/00999/AM14/  [18.03.2014 Date:12.11.2014

C&PC

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

|!

1136 [Case No.:57/3/82-ALC4/2014 [Party Name:JUBILANT LiFE [Meet No/Date:8/82-  pyASEMuSGR8:al 1UMAR
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SCIENCES LIMITED ALC472014 Deferred
_ , _[25.09.2014 .
HQ File RLA File Lic.No/Date:0510382053 | Defer
:01/82/050/00061/AM15/ :05/23/040/00506/AM 14/ 18.03.2014 Date 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals
Case No.:180/6/82- Party Name:BEST VALUE  |Meet Nomate:8/82- Status:Case
JALC4/2014 CHEM PVT. LTD. ALC4/2014 Deferred
'125.09.2014
1137 [HQ File RLA File TLic.No/Date:3410039601 [Defer
:01/82/050/00582/AM15/ [:34/24/040/00298/AM14/  |19. 03.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11 2014 for comments of Department of
C&PC. _
Case No.38/6/82-ALCA/2014 [Party Name:CROWN ____[Moet No/Date:8/82- _ [Status:Case
CHEMICALS PVT.LTD,, ALC4/2014 |Deferred
| 25.09.2014 B
138 HQ File RLA File Lic.No/Date:03 10775042 Defer
* 01/82/050/00440/AM15/ _ 03/94/040/01135/AM14/ 19.03.2014 |Date: 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC. _
Case No.:120/6/82- Party Name:SOFTGEL Meet No/Date:8/82- Status:
ALC4/2014 HEALTH CARE PVT. LTD., |]ALC4/2014 |Approved
1 25.09.2014 o
HQ File RLA File [Lic.No/Date: 0410156356 Defer Date:
01/82/050/00522/AM15/ 04/24/040/00247/AM14/ 19.03.2014

Decision : Committee considered the case as per agenda and in light of wntten comments
received from Department of Pharmaceuticals vide their OM No. 35011/131/2014-Pi(Norms)
dated 09.10.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

139 | Export product Exp. | S.No. | Import items Qty. Allowed
Qty. Ka/kg
VITAMIN A
1 kg L PAn]-..MITATE 30.0 mg/50,000 110)
SOFT GELATIN CAPSULES 1. 7MIU/gm Capsule
VITAMIN A
INA
2 l\::l]‘..‘:dNIlTATE 60.0 mg/ 100,000 U
1.7MIU/gm Capsule
3 VITAMIN A
PALMITATE 120.0 mg/200,000 IU
1.7MiU/gm Capsule
RA concemed may take further necessary action as per above decisigpn of NC.
_ o D;“*g”fr';ﬁ e et
Frewr a0
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1140

Case No.:45/24/82- Party Name:VIVIMED LABS [Meet No/Date:8/82- _ [Status:Case
ALC4/2013 (ALATHUR) PRIVATE  |ALC4/2014 Deferred
. LIMITED . |25.09.2014 o

HQ File RLA File Lic.No/Date:0410156358 [Defer
01/82/050/01244/AM14/  |:04/24/040/00264/AM14/  |19.03.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

141

Case No.:36/6/82-ALC472014 [Party Name:ALKYL AMINES

Meet NoMDate:8/82-  [Status:
CHEMICALS LTD ALC4/2014 Approved
_ _ 25.09.2014 o
HQ File RLA File Lic.No/Date:0310775191 |Defer Date:
:01/82/050/00438/AM 15/ :03/94/040/01018/AM 14/ 20.03.2014

Decision : In the light of written comments received from Department of Chemacals and
Petrochemicals vide their U.O No. 14010/85/2012-Ch. Il dated 12.11.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less;

Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
Acetonitrile 1kg 1 Acetic Acid 1.46 kg

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

Case No.:37/6/82- _ [Party Name.IPCA "~ [Meet No/Date:8/82- _[Status:Case
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
L 5093014

142 |HQ File RLA File Lic.No/Date:0310775194 |Defer
:01/82/050/00439/AM15/ :03/94/046/01 109/AM14/ 20.03.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

_ |Pharmaceuticals

[ [Case No.123/3/82- " [Party Name:-JUBILANT LIFE [Meet No/Date:8/82- _[Status:Case

ALC4/2014 SCIENCES LIMITED ALC4/2014 Deferred
25.09.2014 B

143 [HQ File RLA File Lic.No/Date:0510382292 |Defer

:01/82/050/00127/AM15/ :05/23/040/00508/AM 14/ 20.03.2014 ~ |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceutica[s

144

Case No.:133/8/82- " [Party Name:METROCHEM _ |[Meet No/Date:8/82- __[Status:Case

ALC4/2014 API PVT. LTD. ALC4/2014 Deferred
25.09.2014

HQ File RLA File Lic.No/Date: 0910059597 Defer

01/82/050/0079T/AM1S/  |:09/24/040/00636/AM14/  21.03.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12 11.2014 for connnenﬂg,q.gr Department of
Pharmaceuticals oy




145

Case No.:181/6/82- Party Name:BEST VALUE _ [Meet NoDate:8/82-  [Status:Case
ALC4/2014 CHEM PVT. LTD. ALC4/2014 Deferred
HQ File RLA File Lic.No/Date:3410039647 |Defer
:01/82/050/00583/AM15/ :34/24/040/00299/AM 14/ 25.03.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Depanment of
C&pC
Case No.:25/5/82-ALC4/2014 [Party Name:GLOBAL Meet No/Date:8/82- _ [Status:
CALCIUM PRIVATE ALC4/2014 ‘JApproved

B LIMITED, 25.09.2014 ]
HQ File RLA File Lic.No/Date:071010320 |Defer Date:
:01/82/050/00342/AM15/ :07/24/040/00340/AM 14/ 9 :

26.03.2014

whichever is less:

Declsmn tln the llght of written comments received from Department of Chemicals and
Petrochemicals vide their U.O0 No. 14010/56/2011-Ch. Il dated 19.07.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

14
6 Sl. | Export product Exp. Import items Qty. Allowed
No. Qty.
1 MAGNESIUM OROTATE 1kg OROTIC ACID 1.104 kg
2 CALCIUM OROTATE 1kg OROTIC ACID 1.059
3 POTASSIUM OROTATE 1kg OROTIC ACID 1.020
4 ZINC OROTATE 1kg OROTIC ACID 0.980
5 | FERROUS OROTATE 1kg OROTIC ACID 0.976 kg
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:81/5/82- Party Name:KOPRAN Meet No/Date:8/82- _ [Status:Case
ALC4/2014 LIMITED ALC4/2014 Deferred
25.09.2014 7
147 HQ File |RLA File Lic.No/Date:0310775960 |Defer
:01/82/050/00398/AM15/ :03/94/040/01160/AM 14/ 26.03.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals
Case No.:82/5/82-ALC4/2014 [Party Name:KOPRAN Meet No/Datc:8/82- _ [Status:Case
LIMITED ALC4/2014 Deferred
25.09.2014 . 7
148 (HQ File RLA File Lic.No/Date:0310775954 {Defer
:01/82/050/00399/AM 15/ :03/94/040/01152/AM14/  |26.03.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11 2014 for comments of Department of
Pharmaceuticals
{149 [Case No.:43/5/82-ALC4/2014 Party Name:FINE ORGANIC [Meet No/Date: 8/8%rter giStatus:
INDUSTRIES PVT.LTD.  |ALC422014 v =aAppRbfed L <
Udyog thﬁ,:;em 2 Commerce



| L . | . . |275.09.20]4. |

HQ File RLA File Lic.No/Date:0310776137 |Defer Date:
:01/82/050/00360/AM1S/  |:03/94/040/01145/AM14/  [27.03.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/129/2011-Ch. Il dated 10.12.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SLLNo. | Import items Qty. Allowed
Qty.
CETO STEARYL STEARATE
1kg 1 STEARIC ACID 0.602 kg
2 CETO STEARYL 0.543 kg
ALCOHOL

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

150

Case No.:51/5/82-ALC4/2014 [Party Name:JINDAL DRUGS |Meet No/Date:8/82- Status:Case
LIMITED ALCA4/2014 Deferred
7 25.09.2014
HQ File RLA File Lic.No/Date:03 10776087 Defer
:01/82/050/00368/AM15/ :03/94/040/01098/AM 14/ 27.03.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

151

Case No.:48/5/82-ALC4/2014 [Party Name:KOPRAN Meet No/Date:8/82-  |Status:Case
LIMITED ALC472014 Deferred
| N 25.09.2014
HQ File RLA File Lic.No/Date:0310776170 [Defer
01/82/050/00365/AM15/  [:03/94/040/01168/AM14/  [27.03.2014 Date:12.11.2014

Decision: It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

152

Case No.:49/5/82-ALCA4/2014 [Party Name:KOPRAN | Mest No/Date:8/82- _ [Status:
LIMITED ALCA/2014 Approved
N | 25.09.2014 D
HQ File RLA File Lic.No/Date-0310776158 [Defer Date:
01/82/050/00366/AM15/  |03/94/040/01158/AM14/  [27.03.2014 N

Decision : Committee considered the case as per agenda and in light of earlier decision taken by
INC by NC 18/82 dated 19.12.2013 , 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. | SNo | Import Item Qty. Allowed kg/kg
AZITHROMYCIN 1. AZITHROMYCIN AMINE | 1.007
DIHYDRATE 2. ACETONE 0.90

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

1531 ALCar2014 LABORATORIES LTD  |ALC4/2014

Case No.:110/6/82- Party Name:NEULAND Meet No/Date:8/82-
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[

|25.09.2014

l

HQ File
:01/82/050/00512/AM15/

RLA File
:09/24/040/00606/AM 14/

Lic.No/Date:0910059642
27.03.2014 '

Defer
Date:‘12._l_l.2014

Pharmaceuticals

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Case No.:35/8/82-ALC4/2014

Party Name;SATYA Meet No/Date:8/82- Status:Case
DEEPTHA ALC4/2014 Deferred
i PHARMACEUTICALS LTD |25.09.2014
1154 HQ File RLA File Lic.No/Date:0910059643 |Defer
:01/82/050/00699/AM 15/ :09/24/040/00639/AM14/ 27.03.2014 Date:12.11.2014

Pharmaceuticals

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Meet No/Date:8/82-

Status:Case

Case No.:112/6/82- Party Name:DIVIS
ALC4/2014 LABORATORIES LTD., ALC4/2014 Deferred
_ 25.09.2014 7

155 [HQ File RLA File Lic.No/Date:0910059678 |Defer
:01/82/050/00514/AM15/  |:09/24/040/00658/AM14/  [28.03.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals
Case No.:44/5/82-ALC4/2014 |Party Name:KOPRAN Meet No/Date:8/82- Status:Case

LIMITED ALC4/2014 Deferred
25.09.2014

156 HQ File RLA File JLic.No/Date:03 10776372 [Defer

:01/82/050/00361/AM15/ :03/94/040/01157/AM14/ 28.03.2014 Date 12.11.2014

Pharmaceuticals

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Meet No/Date:8/82-

Status:

Case No.:45/5/82-ALC4/2014 |Party Name:KOPRAN
LIMITED ALC4/2014 Approved
25.09.2014 7
HQ File RLA File Lic.No/Date:0310776360 [Defer Date:
:01/82/050/00362/AM15/ :03/94/040/01170/AM14/ 28.03.2014

157

Decision : Committee considered the case as per agenda and in light of earlier decision taken by
INC by NC 18/82 dated 19.12.2013 , 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/kg
AZITHROMYCIN 1. AZITHROMYCIN AMINE | 1.007
DIHYDRATE 2. ACETONE 0.90
RA may take appropriate action as per the decision of Norms Committee. _
Case No.:46/5/82- Party Name:KOPRAN Meet No/Date:8/82- o, |Status:Case
158 [ALC4/2014 LIMITED ALC4/2014 o | Fofey
D = .
25.09.2014 Y Drodr [T




HQ File RLA File "[Lic.No/Date:0310776367 [Defer
:01/82/050/00363/AM1S/  |:03/94/040/01172/AM14/  [28.03.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ {Case No.:47/5/82-ALC4/2014 [Party Name:KOPRAN Meet No/Date:8/82-  [Status:Case

LIMITED ALC4/2014 Deferred
| [25.09.2014 )

1159 [HQ File [RLA File Lic.No/Date:0310776351 [Defer
:01/82/050/00364/AM15/ ' :03/94/040/01169/AM14/ 28.03.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 fosr comments of Department of
Pharmaceuticals

| Case No.:.129l6182-. Party Name:KLJ Meet No/Date:8/82- Status:Case
ALC4/2014 PLASTICIZERS LTD., ALC4/2014 Deferred
, 25.09.2014
160 THQ File RLA File Lic.No/Date:0510383276 |Defer
:01/82/050/00531/AM15/  |:05/23/040/00554/AM 14/ 01.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
Case No.:52/6/82-ALC4/2014 [Party Name:UPL LTD. Mect NoDatc:8/82-  [Status:Case
ALC4/2014 Deferred
25.09.2014 o
161 |HQ File RLA File Lic.No/Date: 0310776594 Defer

‘ :01/82/650/00454/AM15/ :03/95/040/01043/AM 14/ 01.042014 Date:12.11.2014
Decision : It was dec1ded to defer the case for 12.11.2014 for comments of Department of
C&PC.

Case No.:83/5/82-ALC4/2014 [Party Name:VEGESNA ___|Moet No/Date:8/82- _[Status:Case
LABORATORIES PRIVATE (ALC4/2014 Deferred
LIMITED 25.09.2014 o
162 [HQ File RLA File Lic.No/Date:0910059688 |Defer
01/82/050/00400/AM15/ :09/24/040/00666/AM 14/ 01.04.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11 2014 for comments of Petrochemlcal

Division of Department of C&PC.
Case No.:73/5/82-ALC4/2014 [Party Meet No/Date:8/82- _ [Status:Case
Name:ARIHANTANAM ALC4/2014 Deferred
LIFECARE PVT. LTD. 25.09.2014 o
163 {HQ File RLA File Lic. No/Date 0310776770 Defer
:01/82/050/00390/AM 1 5/ :03/94/040/01189/AM14/ 02.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals
[ [Case No.:70/5/82-ALC4/2014 [Party Name:ASHU Meet No/Date:8/82- __._[Status: 4 1
ase No.: - ame: eet No/Date: - S 3 !
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HQ File RLA File ' Lic.No/Date:0310776777 [Defer Date:
101/82/050/00387/AM1S/  |:03/94/040/01138/AM14/  |02.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/36/2014-Ch. |l dated 04.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SI.No. [ Import items Qty. Allowed
Qty.

NITRO DIMETHYL 1 1 0.902

NREAETIALATENITRO | '8 DIMETHYL e

DMT)

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

[ [Case No.:130/6/82- Party Name:MOREPEN ___|Meet No/Date:8/82- _ [Status:Case

ALC4/2014 LABORATORIES LTD., JALC4/2014 Deferred
25 09 2014 ..............

1165 [HQ File RLA File Lic.No/Date:05 10383452 Defer
:01/82/050/00532/AM15/ :05/24/040/00495/AM14/ 02.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

_|Pharmaceuticals 0
~[Case No.:11/5/82-ALC472014 [Party Name:AROMA Meet NoDate:8/82- _ [Status:
AROMATICS & FLAVOURS |ALC4/2014 Approved
, 25.09.2014 o
HQ File RLA File Lic.No/Date:0510383624 |Defer Date:
:01/82/050/00328/AM15/ :05/23/040/00507/AM 14/ 03.04.2014

Decision : In the light of written comments recewed from Department of Chemncals and
Petrochemicals vide their U.O No. 14010/41/2014-Ch. Il dated 28.08.2014, it was decided to
166 [ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
: whichever is less:

Export product Exp. SLNo. | Importitems Qty. Allowed
Qty. '

PROPENYL GUAETHOL Tk 1 .45

PURITYABOVE 98.5% PURE g CLOVE LEAF OIL 80-85% ke

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

Case No.:125/6/82- Party Name:CLEAN Mest No/Date:8/82- _ [Status:

ALC4/2014 SCIENCE AND ALC4/2014 ‘|Approved
{TECHNOLOGY PVT.LTD. [25.09.2014 |

HQ File RLA File Lic.No/Date:3110063375 [Defer Date:

:01/82/050/00527/AM15/  [:31/83/040/00229/AM14/  [03.04.2014

167 [Decision : In the light of written comments received from Department of Chemlcals and
Petrochemicals vide their U.0 No. 14010/3/2012-Ch. Il dated 07.10.2014, it was decided to.
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less W
Export product [Exp. | SLNo. | Importitems mﬁ@ﬁ‘l&m HupA
- - oy Y
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Qty.
4-Methoxy Acetophenone (4 1kg 1 Anisole 0.900 kg
MAPY Acetyl Anisole 999, MINIMUM
99% PURITY 2 Acetic Anhydride 0.755 kg.

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

168

Case No.:23/5/82-ALC4/2014 [Party Name:GLOBAL Meet No/Date:8/82-  [Status:
CALCIUM PRIVATE ALC412014 approved
LIMITED, | 25.09.2014 ]

HQ File RLA File Lic No/Date:0710103375 [Defer

01/82/050/00340/AM1S/  |:07/24/040/00484/AM14/  [03.04.2014 Date:12.11.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/56/2011-Ch. Il dated 19.07.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less:
Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
CALCIUM PIDOLATE 1kg 1 PYROGLUTAMIC AClD | 1-02 ke

MAGNESIUM PIDOLATE 1kg 1 PYROGLUTAMIC ACID 1.02 kg

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

169 | Export product Exp. SI.No. | Import items Qty. Allowed
Qty.

CALCIUM LACTOBIONATE lkg 1 CALCIUM CARBONATE | 0.145
2 LACTOSE 1.01

CALCIUM BROMO lkg 1 CALCIUM CARBONATE 0.233

LACTOBIONATE 2 LACTOSE 0.840
3 HYDROBROMIC ACID 0.421

43%

CALCIUM GLUBIONATE 1KG 1 CALCIUM CARBONATE | 0.212
2 LACTOSE 0.785

LACTOBIONIC ACID 1KG 1 CALCIUM CARBONATE
2 LACTOSE

Case No.:iOlIGIBZ- Party Name:GLOBAL Meet No/Date:8/82- Su;tus: .

ALC4/2014 CALCIUM PRIVATE ALC4/2014 approved
LIMITED, 25.09.2014 ‘

HQ File RLA File Lic.No/Date:0710103374 |Defer Date:

:01/82/050/00603/AM15/ :07/24/040/00454/AM 14/ 03.04.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/26/2013-PI(Norms)
dated 22.01.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

RA may take appropriate action as per the decision of Norms Committee.
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No.:62!5/824LC4f2014 Party Name:YASHO Meet No/Date:8/82- Status:
ot INDUSTRIES PVTLTD.  |ALCA4/2014 Approved
_ 25.09.2014 o
HQ File ' RLA File Lic.No/Date-0310777048 [Defer Date:
[01/82/050/00379/AMLS/  |:03/9S/040/00004/AMIS/  [04.04.2014

Decision : In the light of written comments received from Department of Chemncals and
Petrochemicals vide their U.0 No. 14010/95/2011-Ch. Il dated 21.05.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less:
Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
OCTYLATED 1kg 1 DIPHENYLAMINE 0.405 KG
DIPHENYLAMINE ( OCD
FLAKES / POWDER) 2 DI-ISOBUTYLENE 0.620 KG
3 ACTIVATED CLAY 0.200KG

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

171

Case No.:75/5/82- Party Name:GALAXY Meet No/Date:8/82- Status:

ALC4/2014 SURFACTANTS LTD., ALCA4/2014 Approved
o o 25.09.2014 7

HQ File RLA File Lic.No/Date:03 10777284 Defer Date:

:01/82/050/00392/AM 15/ :03/94/040/01196/AM 14/ 07.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/148/2014-Ch. |l dated 29.09.2014, it was decided to

ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SLLNo. | Importitems Qty. Allowed
Qty.

Galaxy 610 Ethylene Glycol 1kg 1 0.941kg

disterate Stearic Acid

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

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

Case No.:33/5/82- Party Meet No/Date:8/82- Status:
IALC4/2014 Name:JAINEX SPECIALITY CHEMICA |ALC4/2014 Approve
L _ 25.09.2014 d
HQ File RLA File :34/24/040/00321/AM 14/ Lic.No/Date:341003974 |Defer
:01/82/050/00350/AM15 6 Date:
/ 07.04.2014 '

Decision : In the Ilght of written comments received from Department of Chemlcals and
Petrochemicals vide their U.0 No. 14010/16/2014-Ch. Il dated 07.10.2014, it was decided to

ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SLNo. | importitems Gty. Allowed
Qty.
CALCIUM BUTYRATE 1kg 1
BUTYRIC ACID
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Export product Exp. Si.No. | Import items Qty. Allowed
Qty.

N-METHYL-2-PYRROLIDONE | 1 kvg 1 METHANOL 0.370 kg
2 AMMONIA ANHYDROUS | 0.160 kg
3 1,4 BUTANEDIOL 1.044 kg
4 METHYLAMINE 0.00080 kg

CATALYST

5 GBL CATALYST 0.00075 kg

Casé No.:28/5/82- Partty Name:BALAJI Meet No/Date:8/82- |Status:
ALC4/2014 AMINES LIMITED ALC4/2014 Approved

_ 125.09.2014 ‘ )
HQ File - RLA File Lic.No/Date:31 100634372 Defer Date:
:01/82/050/00345/AM15/ :31/83/040/00217/AM14/ 09.04.2014 ‘

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/122/2011-Ch. lI dated 25.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

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

.Case No.:29/5/82-

Party Name:BALAJ Meet No/Date:8/82-  [Status:
ALC472014 AMINES LIMITED ALC472014 Approved
__ 25.09.2014
HQ File RLA File Lic.No/Date:3110063438 {Defer Date:
01/82/050/00346/AM1S/  |:31/83/040/00216/AM14/  [09.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/122/2011-Ch. Il dated 25.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

174 [whichever is less:

Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
DIETHYL AMINO ETHANOL | 1 kg 1 ETHANCL 0.834KG
2 AMMONIA ANHYDROUS | 0.154 KG
3 ETHYLENE OXIDE 0.395 KG

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

" [Case No.:67/5/82-ALC4/2014 [Party Name:FDC LTD [Meet No/Date:8/82- _ [Status:Case
ALC4/2014 Deferred
25.09.2014 |
1175 HQ File RLA File Lic.No/Date:0310777658 (Defer
:01/82/050/00384/AM15/  |:03/94/040/00001/AM1S/  {09.04.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals

176

Case No.:72/5/82-ALC4/2014 [Party Name:GLOBE
TROTTERS PVT LTD

25.09.2014 o

Meet No/Date:8/82- Status:Case
ALC4/2014 efprvedrin A
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- ' i i 031 S [Defer
HQ File RLA File Lic.No/Date:0310777795|De
:0%82/050!00389!AM15/ :03/94/040/01 100/AM14/  [09.04.2014 Date:12.11.2014.
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[Case No.:23/6/83-ALC4/2014 [Party Name:KUDOS Meet No/Date:8/82- _ |Status:Case
CHEMIE LTD., ALC4/2014 Deferred
__ 25.09.2014 |
177 [HQ File RLA File Lic.No/Date:2210014788 [Defer
:01/82/050/00425/AM1S/  [:22/24/040/00098/AM14/  (09.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Despartment of
Pharmaceuticals
Case No.:24/6/82-ALC4/2014 {Party Name:KUDOS Meet No/Date:8/82- Status:Case
CHEMIE LTD., ALC4/2014 Deferred
| | 25092014 7
178 [HQ File RLA File Lic.No/Date:2210014787 |Defer
:01/82/050/00426/AM15/  |:22/24/040/00107/AM14/  [09.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals
Case No.:79/5/82-ALC4/2014 [Party Name:AARTI ~[Meet No/Date:8/82- _[Status:
INDUSTRIES LIMITED {ALC4/2014 Approved
_ 125.09.2014
HQ File RLA File "ILic.No/Date:03 10777966 |Defer
:01/82/050/00396/AM15/  |:03/94/040/00015/AM1S5/  {10.04.2014 _ Date:12.11.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/137/2011-Ch. Il dated 04.08.2014, it was decided to

179 [ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SL.No. | Importitems Qty. allowed
Qty.
ORTHO DICHLORO BENZENE | 1 kg 1 0.624 kg
BENZENE

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

Case No.:65/5/82-ALC4/2014 (Party Name:CROWN Meet No/Date:8/82- Status:Case
CHEMICALS PVT.LTD., ALC4/2014 Deferred
25.09.2014
180 HQ File RLA File Lic.No/Date:0310777887 |Defer
:01/82/050/00382/AM15/  |:03/94/040/00004/AM1S5/  [10.042014 ~ |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC
[ [Case No.:66/5/82-ALC4/2014 [Party Name:CROWN Meet No/Date:8/82-  |Status:Case \fk
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HQ File

[RLA File Lic.No/Date:0310777897 [Defer
:01/82/050/00383/AM1S/  |:03/94/040/00005/AM15/  |10.04.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

Case No.:157/6/82- [Meet No/Date:8/82- _ [Status:

Party Name:GLOBAL
ALC4/2014 CALCIUM PRIVATE ALC4/2014 ‘JApproved
LIMITED, 25.09.2014 7 7
HQ File RLA File Lic.No/Date:0710103554 |Defer
:01/82/050/00559/AM15/ 107/24/040/00473/AM14/ 10.04.2014 Date:12.11.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/56/2011-Ch. || dated 09.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

182} Export product Exp. SI.No. | Importitems Qty. allowed
Qty.
Calcium Citrate 1kg 1 Citric Acid 0.816 kg
2 Calcium Carbonate 0.708 kg
Magnesium Citrate 1kg 1 Citric Acid 1.001 kg
2 Magnesium Carbonate 0.730 kg
Potassium Citrate 1kg 1 Citric Acid 0.859 kg
Zinc Citrate 1 kg 1 Citric Acid 0.880 kg
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:158/6/82- Party Name:GLOBAL Mect No/Date:8/82- _ [Status:
ALC4/2014 CALCIUM PRIVATE ALC4/2014 Approved
|LIMITED, 25.09.2014 __
HQ File RLA File Lic.No/Date:0710103553:|Defer
:01/82/050/00560/AM15/  |:07/24/040/00453/AM14/  [10.04.2014 Date:12.11.2014

183

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/56/2011-Ch. || dated 09.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less:

Export product Exp. SI.No. | Importitems Qty. allowed
Qty.

Magnesium L-Asparate lkg 1 L-Asparatic Acid 1.02 kg

Calcium L-Asparate lkg 1 L-Asparatic Acid 0.976 kg

Zinc L-Asparate 1kg 1 L-Asparatic Acid 0.896 kg

RA may take appropriate action as per the decision of Norms Committee.
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Case No.:1/2/82-ALC4/2014 |Party Name:CADILA

HEALTHCARE LTD,,

Meet No/Date:8/82-
ALC4/2014
25.09.2014

Status:Case
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HQ File

Pharmaceuticals

RLA Filé Lic.No/Date:0810130534 Defel:
:01/82/050/00003/AM15/  |:08/24/040/00008/AM15/  |11.04.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

1185

Case No.:32/5/82-ALC4/2014

Party Name:.EMCURE

“IMeet No/Date-8/82-

Status:Case

PHARMACEUTICALS LTD. |ALC4/2014 Deferred
) 25092014 R
HQ File RLA File Lic.No/Date:3110063481 [Defer
:01/82/050/00349/AM1S/  |:31/83/040/00008/AM15/  [11.04.2014 |Date:12.11.2014

Pharmacgutlcals_ .

Decision : It was decided to defer the case for 12.11 2014 for comments of Depamnent of

186

[Case No.:68/5/82-ALC4/2014

Party Name:FDC LTD Meet No/Date: 8/82- Status:Case
ALC4/2014 (Deferred
25.09.2014 7
HQ File RLA File Lic.No/Date:0310778140 |Defer
:01/82/050/00385/AM 15/ :03/94/040/01125/AM 14/ 11.04.2014 1|Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
[Pharmaceuticals

Case No.:27/5/82-A1L.C4/2014

‘7 Meet No!Date:8f82- 7

Status:Case

187

Party Name:ALEMBIC
PHARMACEUTICALS LTD |ALC4/2014 Deferred
| | 25.09.2014
HQ File RLA File Lic.No/Date: 3410039801 Defer
:01/82/050/00344/AM15/ :34/24/040/00006/AM15/ 15.04.2014 Date:12.11.2014

Phannaogutlca]s

Decision : It was decided to defer the case for 12.11 2014 for comments of Department of

188

Case No.:34/5/82-ALC4/2014

Meet No/Date:S/Sé—

Stafus:Case

Party Name:ALEMBIC
PHARMACEUTICALS LTD |ALC472014 Deferred
- 25.09'2014 - . . - . .
HQ File RLA File Lic.No/Date:3410039800 [Defer
:01/82/050/00351/AM15/  |:34/24/040/00003/AM15/  |15.04.2014 Date:12.11.2014

Pharmaceuticals

Decision : It was decided to defer the case for 12.11 2014 for comments of Department of

189

Meet No/Date:8/82;

Status:

Case No.:80/5/82-ALC4/2014 Party Namé:AARTI
INDUSTRIES LIMITED ALC4/2014 Approved
25.09.2014 -
HQ File RLA File [Lic.No/Date:0310778437 |Defer Date:
:01/82/050/00397/AM15/ :03/94/040/00027/AM15/ 16.04.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/189/2014-PI(Norms)
dated 02.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-
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Export product Exp. | SI.No. | Import items Qty.

Qty. Allowed

Ka/kg
1 4-Cyano-3-
N-[4-Cyano-3- 1kg Trifluoromethylaniline
(Trifluromethyl)Phenyl}-3- (Another Name)4 Amino 2-
[(4-Flurophenyl) Sulfonyl)-2 Trifluoromethyl Benzonitrile |  0.533
Hydroxy-2- ]
Methylpropanamide 2
(Bicalutamide).
Para Fluoro Thiophenol 0.30

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

190

Status:Case

191

192

1193

Case No.:39/8/82-ALC4/2014 Party Name:MYLAN Meet No/Date:8/82-
LABORATORIES LIMITED |ALC4/2014 Deferred
HQ File RLA File : Llc No/Date 0910059757 Defer
:01/82/050/00703/AM15/ :09/24/040/00009/AM 15/ 16.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
|Pharmaceuticals
[Case No.:30/5/82-ALC412014 [Party Name:PRECISE [Moet No/Date:8/82- _[Status:Case
CHEMIPHARMA PVT.LTD., [ALC4/2014 Deferred
y 25.09.2014 m
HQ File RLA File Lic.No/Date:3110063517 |Defer
:01/82/050/00347/AM 15/ 31/33/040/00013/AM15/ 16.04.2014 |Date:12.11.2014
Decision : It was dec:ded to defer the case for 12.11.2014 for comments of Department of
|Pharmaceuticals
‘VCase No.:6915182-ALC411014 Party .Name:FDC LTD Meet NofDate:8!82- Status:Case
ALC4/2014 Deferred
- 25.09.2014
HQ File RLA File Lic.No/Date: 03107'78812 Defer
01/82/050/00386!AM15/ 03/94/040/00041/AM15/ 21.04.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
~ {Pharmaceuticals.
[Case No.:31/5/82-ALC4/2014 [Party Name:GOPINATH ___ [Meet No/Date:8/82- [Status:Case
CHEM-TECH LTD., ALC4/2014 Deferred
__ 25092014
HQ File RLA File Lic.No/Date:0810130717 |Defer
‘01/82/050/00348/AM15/ '08;’24/040/00017!AM]5/ 21.04.2014 Date:l2.l 1.2014

Decision : It was decided to defer the case for 12.11.2014 for commentsof WQML UMAR
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Case No.:61/5/82-AL.C4/2014 Party Name:LITMUS Meet No/Date:8/82- Status:

ORGANICS P. LTD. ALC4/2014 Approved
_  [25.09.2014 _ )
HQ File RLA File Lic.No/Date:03 10778780 |Defer Date:

:01/82/050/00378/AM15/  [:03/95/040/00044/AM15/  [21.04.2014

Decision : In the light of written comments received from Department of Chemicals and’
Petrochemicals vide their U.O No. 14010/40/2014-Ch. Il dated 25.08.2014, it was decided to
ratify norms under Para 4.7 of HBP vl as per details given below or as applied by the firm,
whichever is less:

Export product Exp. St.No. | Importitems Qty. allowed
Qty.

X%IEEKTYEL PHOSPHONO 1kg 1 TRIETHYL PHOSPHITE | 0-823 kg

LIQUID CHEMICAL LIQUID CHEMICAL

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

195

Case No.:59/5/82-ALC4/2014 [Party Name:SUNSHIELD __ [Meet No/Date:8/82- _ [Status:
CHEMICALS LTD. ALCA/2014 Approved
25.09.2014 -
HQ File RLA File Lic.No/Date:0310778745 (Defer Date:
:01/82/050/00376/AMIS/  |:03/95/040/00021/AM1S/  [21.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/107/2010-Ch. 1l dated 28.07.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SLNo. [ Importitems Qty. allowed
Qty.

SUN HQEE (Hydroquinone 1kg 1 Hydroquinone 0.625 kg

Ethoxilate) 2 Ethylene Oxide 0.494 kg

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

196

Case No.:78!5l82-ALC4I201ti Party Name:IPCA | Meet No}baté:SISZ- ) StﬁtiléﬁCase
LABORATORIES LIMITED |ALC4/2014 Deferred
| , 25.09.2014
HQ File RLA File Lic.No/Date:0310779054 (Defer
:01/82/050/00395/AM15/ :03/94/040/00012/AM15/ 22.04.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

197

Case No.:5815f82- Party Name:MICRO ORGO- (Meet No/Date:8/82- Status:

ALC4/2014 CHEM ALC4/2014 Approved
25.092014 )

HQ File RLA File Lic.No/Date:0310778885 [Defer Date:

:01/82/050/00375/AM15/ :03/95/040/00003/AM15/ 22,04.2014 '

Decision : In the light of earlier decision taken in meeting no. 3/82 dated 0.8;05.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per detailg given below or as

i i i . T
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Export product Exp. SL.No. | Import items Qty. allowed
Qty.
Artemether 1Kg 1 Artemisinin 1.235 kg

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

Meet NofDate:8/82-

Status:

" [Case No.:56/5/82- Party Name-SHIRDI
ALC4/2014 CHEMICALS PVT.LTD.  |ALC4/2014 Approved
B 7 ) o 25.09.2014
HQ File RLA File Lic.No/Date:0310778879 |Defer Date:
:01/82{050/00373/AM15/ :03/95/040/00051/AM15/ 22.04.2014 '

198 whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/105/2011-Ch. Il dated 09.10.2014, it was decided to
|ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

1| Export product Exp. | Sl.No. | Import items Qty.
Qty. allow
CAME crude (Methyl-2-amino- | 1 Kg | 1. 2-3-dichlorobenzoic acid | 1.318 kg
3-chlorobenzoate) OR 2-Amino- Minimum 99%
3-chlorobenzoic acid methyl
ester, crude
RA may take appropriate action as per the decision of Norms Committee.
Case No.:60/5/82- Party Najne:YASHO Meet No/Date:8f82- Sﬁfuﬁ:
ALC4/2014 INDUSTRIES PVT.LTD.  |ALC4/2014 Approved
, 25.09.2014 B
HQ File RLA File Lic.No/Date:0310778874 Defer Date:
:01/82/050/00377/AM15/ :03/95/040/00040/AM15/ 22.04.2014

whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/95/2011-Ch. 1l dated 19.08.2014, it was decided to
{199 Iratify norms under Para 4.7 of HBP vi as per details given below or as applied by the firm,

:01/82/050/00394/AM15/ :03/94/040/00997/AM 14/

Export product Exp. | SI.No. | Import items Qty. allowed
Qty.
DIMETHYL DIPHENYL THIURAM | { Kg | 1. N METHYL ANILINE 0.651 kg
DISULFIDE (MPID})
RA may take appropriate action as per the decision of Norms Committee.
Case No.:77/5/82-ALC4/2014 [Party Name:INDOCO ____ [Meet No/Date:8/82- _ [Status:Case
REMEDIES LIMITED ALC4/2014 Deferred
| 25002014 ,
200 |HQ File RLA File Lic.No/Date:0310779207 |Defer

23.04.2014

Date:12.11.2014

C&PC.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

[201[Case No.:53/5/82-ALC4/2014 [Party Name:UNIMAX

[Meet No/Date:8/8 3=
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T CHEMICALS PVTLID.  |ALCA472014 Deferred
 [25.09.2014 1
Fi i i 10310779156 [Defer -
HQ File RLA File Lic.No/Date -
:01/82/050/00370/AM1S/  [:03/95/040/00015/AM15/  |23.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
™ [Case No.:138/6/82- Party Name:EMCURE Meet No/Date:8/82- _ [Status:Case
ALC4/2014 PHARMACEUTICALS LTD. |ALC4/2014 Deferred
25.09.2014 7
202 [HQ File RLA File Lic.No/Date:3110063590 |Defer
-01/82/050/00540/AM15/ :31/83/040/00015/AM15/ 24.04.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
_[Pharmaceuticals.
[Case No.:140/6/82- Party Name:EMCURE Meet No/Date:8/82- _ [Status:Approved
ALC4/2014 PHARMACEUTICALS ALCA4/2014
|LTD. 25.09.2014 7 _
HQ File RLA File Lic.No/Date:3110063592 Defer
:01/82/050/00542/AM1S/  |:31/83/040/00017/AM1S/  [24.04.2014 Date:12.11.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/61/2014-PI{Norms)
dated 02.09.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
203 | Export product Exp. SI.No. | Import items Qty.
Qty. Allowed
Kg/kg
1 PROCHLORPERAZINE 16.60 mg/
PROCHLORPERAZINE Number EDISYLATE vial
EDISYLATE INJECTION USP 2
10MG/2ML V9239 FM259/0 FLCO 006
SERUM STOPPER
Relevant, as
per packing
policy

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

Case No.:6/5/82-ALC4/2014

Party Name:UNITED Meet No/Date:8/82- Status:Case
BIOTECH PVT.LTD. ALC4/2014 Deferred
25.09.2014 )
204 HQ File RLA File Lic.No/Date:0510384810 |Defer
:01/82/050/00323/AM15/ :05/24/040/00034/AM 15/ 24.04.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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{Case No.:74/6/82-ALC4/2014 Party Name:DIViS Meet No/Date:8/82- Statﬁs:Case
LABORATORIES LTD., |JALC4/2014 Deferred
7 ~ [25.09.2014 -
HQ File RLA File |Lic.No/Date:0910059860 [Defer
:01/82/050/00476/AM15/ :09/24/040/00014/AM15/ 25.04.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Case No.:63/5/82-ALC4/2014

| Meet No/Date:S/Sﬁ;

Status:Case

Party Name:MACLEODé
PHARMACEUTICALS LTD. |ALC4/2014 Deferred
_ 25.09.2014 N
206 |HQ File RLA File Lic.No/Date:03 10779501 [Defer
:01/82/050/00380/AM15/ :03/95/040/00028/AM15/ 25.04.2014 Date: 12,11 20]4
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:8/5/82-ALC4/2014 _|Party Name:MOREPEN Meet No/Date:8/82- _|Status:Case
LABORATORIES LTD., ALC4/2014 Deferred
25.09.2014
207 {HQ File RLA File Lic.No/Date; 0510384943 Defer
| |:01/82/050/00325/AM15/  [:05/24/040/00016/AM15/  [25.04.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:7/5/82-ALC4/2014 [Party Name:SM. HERBALS |Meet No/Date:8/82- _ [Status:
PVT.LTD. ALC4/2014 Approved
o 25.09.2014 ‘
HQ File RLA File Lic.No/Date:0510385061 Defer Date:
:01/82/050/00324/AM15/ :05/24/040/00007/AM15/ 25.04.2014

the firm, whichever is less:

Decision : In the light of earlier decision taken by NC in its 07/82 meeting dated 11, 09 2014 it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by

208.
Item of Export Qty. | S,No Item of Import Quantity
allowed kg/kg
10 Deacetyl Baccatin III 1kg | 1. 10 Deacetyl Baccatin III
HPLC Purity NLT 98.5%. HPLC Purity NMT 95% 1.03
RA may take appropriate action as per the decision of Norms Committee.
fEase No.:64/5/82-AL.C4/2014 |Party Name:SURVIVAL Meet No/Date:8/82- Status:Case
TECHNOLOGIES PVT.LTD. |ALC4/2014 Deferred
25.09.2014 ,
209 HQ File RLA File Lic.No/Date:0310779504 {Defer
:01/82/050/00381/AM15/ :03/95/040/00026/AM 15/ 25.04.2014 Date:12.11.2014

C&PC.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Case No.:55/5/82-ALC472014 |Party Name:0 C " [Mect NoDate:8/82-  [Status:

SPECIALITIES PVT.LTD.  |ALC4/2014 Approved
1 ‘ | L 25092014 |
HQ File RLA File Lic.No/Date:0310779584 [Defer Date:

01/82/050/00372/AM15/  [:03/95/040/00076/AM15/  [28.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/108/2012-Ch. Il dated 15.09.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SL.No. | Importitems Qty. allowed
Qty.
3 CHLORO -2- HYDRAZINE 1kg 1 3 AMINO PYRIDINE 1.30kg
PYRIDINE 2 HYDROGEN PEROXIDE | 0.942 kg
(50 %)
3 SODIUM NITRITE 0.950 kg
4 SODIUM HYDROXIDE 2.0kg
FLAKES
5 ISO PROPYL ALCOHOL 0.210 kg
6 N-BUTANOL 0.770 kg
7 HYDRAZINE HYDRATE 80 | 1,26 kg
%
8 ANHYDROUS 1.10kg
POTASSIUM CARBONATE

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

1

Case No.:43/8/82-ALC4/2014 [Party Name:COVALENT __ [Meot No/Date:8/82-  |Status-Case
LABORATORIES PRIVATE |ALC4/2014 Deferred
| LIMITED [25.092014 | )
HQ File RLA File Lic.No/Date:0910059930:Defer
:01/82/050/00707/AM1S/  [09/24/040/00012/AM1S/  [29.04.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

212

Case No.:46/8/82-ALC4/2014 |Party Name:METROCHEM _|[Meet NoDate: 382 [Status:
API PVT. LTD. ALC4/2014 Approved

- | 25092014 o

HQ File RLA File Lic.No/Date:0910059928 '|Defer Date:

01/82/050/00710/AMIS/  [09724/040/00032/AM1S/  [29.04.2014

Decision : Committee considered case as per agenda and in light of earlier decision taken in
19/82 meeting held on 02.01.2014 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
2-(Chloro methyl)-3-methyl-4- | 1kg. 1. 2,3-DimethylPyridine 0.76 kg

(2,2, 2-trifluoroethoxy) Pyridine 2. 2,2,2-Trifluoro Ethanol 0.76 kg
Hydrochloride

RA concerned may take further necessary action as per above decision of MGser /i
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Case No.:74/8/82-ALC4/2014 [Party Name:METROCHEM _[Meet No/Date:8/82- _[Status:
API PVT. LTD, ALC4/2014 ‘|Approved

- 25.09.2014 0

HQ File RLA File Lic.No/Date:0910059929 [Defer Date:

:01/82/050/00738/AMIS/  |:09/24/040/00033/AM15/  [20.04.2014

|Decision : Committee considered case as per agenda and in light of earlier decision taken in

19/82 meeting held on 02.01.2014 and in consultation with technical authority present in meeting,

213 [decided to ratify norms under para 4.7 of HBP as per details below or as applied by fim
whichever is lower:- '
Export product Exp. Qty. | Sl. No. | Importitems Qty. allowed
2-(Chloro methyl)-3-methyl4- | 1kg. 1. 2,3-DimethylPyridine 0.76 kg
(2,2,2-trifluoroethoxy) Pyridine 2. 2,2,2-Trifluoro Ethanol 0.76 kg
Hydrochloride
|RA concemed may take further necessary action as per above decision of NC. o
[Case No.:75/8/82-ALC4/2014 [Party Name:METROCHEM _ |Meet No/Date:8/82- _ [Status:Case
API PVT. LTD. |ALCA/2014 Deferred
[25.09.2014 |
214 [HQ File RLA File Lic.No/Date:0910059927 |Defer
1:01/82/050/00739%/AM15/ :09/24/040/00034/AM15/  [29.04.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

215

'|Case No.:52/5/82-A1L.C4/2014 |Party Name:NAVIN

[HQ File

Status:
Approved

" [Meet No/Date:8/82-
FLUORINE ALCA2014
INTERNATIONAL LIMITED [25.09.2014

RLA File Lic.No/Date:0310779872 |Defer Date:
:01/82/050/00369/AM1S/  |:03/95/040/01033/AM14/  [29.04.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.Q No. 14010/92/2011-Ch. Il dated 05.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. S.No. | Importitems Qty. allowed
Qty.
ORTHO AMINO 1kg 1 ORTHO AMING 1.01kg
BENZOTRIFLUORIDE BENZOTRIFLUCRIDE
RA may take appropriate action as per the decision of Norms Committee.
- Case No.:741518“2- Party Meet No/Date:8/82- (Status:Case
ALC4/2014 Name:ARTHANTANAM ALC4/2014 Deferred
LIFECARE PVT. LTD. 25.09.2014
214 |HQ File RLA File Lic.No/Date:0310780141 |Defer
:01/82/050/00391/AM15/ :03/94/040/00080/AM 15/ 30.04.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department
of Pharmaceuticals.

R17

[Case No.:3/5/82-ALC4/2014 [Party Name:NEW

Blis

. it N Trage

Fegy ';{--q:.; 0 Commeargg
haw g 3 [

an, NBW Deu—.;



ALLIANCE DYE-CHEM

ALC472014

Deferred

218

1219

1220

221

222

- PVT.LTD., 25.09.2014 |
HQ File RLA File Lic.No/Date:03 10780255 |Defer
01/82/050/00320/AM15/ 03!95/040/00017/AM15/ 01.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
[Case No.:9/5/82-ALC472014 [Party Name:DHANUKA ~_|Mect No/Date:8/82-  [Status:Case
LABORATORIES LTD. ALC4/2014 Deferred
| 7 | 25.09.2014 )
HQ File RLA File Lic.No/Date:0510385706 |Defer
:01/82/050/00326/AM15/ 05/23/040/0004[/AM15/ 05.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:12/5/82-ALC4/2014 [Party Name-DHANUKA _[Meet No/Date:8/82-  [Status:Case
LABORATORIES LTD. ALC4/2014 Deferred
HQ File RLA File Lic.No/Date:0510385707 |Defer
101/82/050/00329/AM15/  |:05/23/040/00042/AM15/  [05.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals’
Case No.:54/5/82-ALC4/2014 Party Nante:NEW Meet NofDaie:S/SZl Stattus:Case
ALLIANCE DYE-CHEM |ALC4/2014 |Deferred
PVT.LTD, 25.09.2014 B
HQ File RLA File Lic.No/Date:03 10780621 Defer
01/82/050!0037]/AM15/ _ 03/95!040/00077/AM15/ 05.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11 2014 for comments of Department of
C&PC.
Case No.:S‘HS/Si—ALC#ZOM Party Name:NEW Meet No/Date:8/82- Status:Case
ALLIANCE DYE-CHEM ALC4/2014 Deferred
| PVT.LTD, 25.092014 -
HQ File RLA File |Lic.No/Date:0310780627: |Defer
:01/82/050/00374/AM15/  [:03/95/040/00085/AM15/  |05.05.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
Case No.:10/5/82-ALC472014 [Party Name JUBILANT LIFE |Meet No/Date:8/83- _ [Status:Case
SCIENCES LIMITED ALC4/2014 Deferred
25.09.2014 ) ]
HQ File RLA File Lic.No/Date:0510385902 {Defer
:01/82/050/00327/AM 15/ :05/23/040/00015/AM15/ 06.05.2014 Date:12.11.2014

Decision : It was decided to call from the firm the following technical details:
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[ » Past Production vis-a-vis Actual congumpﬁon of imported inputs for each exﬁort

product duly certified by Central Excise Authorities.

The case was deferred for 24.07.2014.

223

Case No.:71/5/82- Party Status:Case _

Meet No/Date:8/82-
ALC4/2014 Name: ARTHANTANAM ALC4/2014 :|Deferred
LIFECARE PVT. LTD. 25.09.2014 )
HQ File RLA File Lic.No/Date:0310780901 |Defer
:01/82/050/00388/AM15/ :03/94/040/00076/AM15/ 07.05.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

224

Meet No/bate:8/82- | Status:(fase

Case No.:35/5/82-ALIC4/2014 |[Party Name:ELIXIR
PHARMA ALC4/2014 Deferred
| 125.092014 B
HQ File RLA File Lic No/Date:0810131142 [Defer
01/82/050/00352/AM1S/  |:08/24/040/00047/AMI5/  |07.05.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

225

|Case No.:91/8/82-ALC4/2014

Meet NofDate:SfSZ- : Sta_tus:

Party Name:FILTRA
CATALYSTS & CHEMICALS |ALC4/2014 Approved
_ LTD., 25.09.2014 B
HQ File RLA File Lic.No/Date:0310781174 |Defer Date:
:01/82/050/00755/AM 15/ :03/94/040/00028/AM15/ 09.05.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/59/2014-Ch. Il dated 08.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less:

Export product Exp. SI.No. | Import items Qty. atlowed
Qty.
3,5 Xylenol lkg 1 Isophorone 1.49 kg
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:13/5/82-ALC4/2014 [Party Name:PARABOLIC _ [Meet No/Date:8/82- _ |Status:Case
DRUGS LTD,, ALC4/2014 Deferred
25.09.2014 ]
226 [HQ File RLA File Lic.No/Date:0510386137 |[Defer
:01/82/050/00330/AM15/  |:05/24/040/00049/AM15/  [09.05.2014 Date:12.11.2014

C&PC.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

227

Case No.:15/5/82-AL.C4/2014

Party Name:PARABOLIC
DRUGS LTD.,

ALC4/2014
25.09.2014

Meet No/Date:8/82-
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’HQ File {RLA File T ’ ' r
. Lic No/D '
01/82/050/00332/AM1 5/ 05/24/040/100036/AM1S/ 09,05 2014 0510386135 ll)):tf:'r 12.11.2014

: It was decided to defer the case for 12.11 20]

4 for comments of Deparunenf‘of ”

Case No..21/5/82-ALCA7014 Party Name:PARABOLIC  hias NoDate:8/82-  [SeatasCane
DRUGS LTD ALC4/2014 Deferred

o 25.09 .2014
228 ile A File Li
' c.No/Date:051 ,
01/82/050/00338/AM15/ I.OS/‘Z4/040/(_)0039/AM15/ ' P 0386136 g:tf:rlz 11.2014

09.05. 2014
Decision : It was d |
o ecided to defer the case for 12.11.2014 for comments of Department of
]
[ [Case No.14/s782- Party Name:PAYAL [Meet No/Date:8/82- ‘APD
te:8/82- Status:
ALC4/2014 PETROCHEM PRIVATE ALC4/2014 erApproved
LIMITED 125.09.2014
HQ File RLA File L1c No/Date: 05 10386127 Defer Date
(;82/(_)50/00331/AM 15/ !;/24/040/00293/AMI4/ ~109.05.2014 _

Decision : In the light of written comments received from Department of Chemlcals and
Petrochemicals vide their U.O No. 14010/18/2014-Ch. it dated 28.05. 2014, it was decided to

, ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
229 [whichever is less:

Export product Exp. SI.No. | Import items Qty. allowed
Qty.
Di-Octiyl Tetraphthiate 1kg 1 Pure Tere Phthalic Acid | 0.447 kg
(DOTP)
2 E-Ethyl Hexanol 0.680 kg

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

[ [Case No.:17/5/82-AL.C4/2014 [Party Name:RECKITT [Meet No/Date:8/82-  [Status:Case
BENCKISER |ALC4/2014 Deferred
HEALTHCARE INDIA 25.09.2014
, [LIMITED b L _
230 HQ File RLA File Lic.No/Date:0510386224 [Defer
' 01/82/050/00334/AM]5/ 05/24/040/00053/AM15/ ) 09 05.2014 Date:12, 11.2014
Decision : It was decided to defer the case for 12 ll 2014 for comments of Department of
Pharmaceuticals.
C No.:1815/82-ALC412014‘ Party Name;RECKITT Meet No/Date:8/82- Status:Case
e BENCKISER | ALC4/2014 Deferred
HEALTHCARE INDIA {25.09.2014
: [LIMITED
231 [HQ File RLA File Lic.No/Date:0510386223 [Defer
:0?1'82/050/00335/AMISI  |:05/24/040/00021/AM15/ 09.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of m
Pharmaceuticals. _ _ ] %"3’%':\;,
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Decision
Pharmaceuticals,

their
under Pp.

232 ,HQ File
01/82/050/00336/AM1 5/

} It wag decided to d

LIMITED

U.0 No.

ara 4.7 of HBP v1 as per details g

RLA File
:05/2

4/040/0002 OIAM 15/

efer the scase for 12.11.2014 for comments

Case No.:104/6/33. Party Name:SUNSHIEL D
;ALCMOM .’CHEM]CALS LTD,

HQ File ""
01/82/050/00506/AM 15/

Meet No/Date:8/82.
ALC4/2014

. [25.092014

A File |
103/195/040/001 15/AM1s/

light of written comments recei

Il dated 10.10.2014, it

Lic.No/Date:05 10336377
09.05.2014

Lic.No/Date:031078 124
 09.05.2014 o

ve

d from Department of Chemicals ang
14010/107/2010-Ch.

l|!|

Status:Case
Deferred

Defef B
7 ‘Date:lg._uzqm

of Department of

'Status: T
Approved

Defer Date

was decided to

iven below or as applied by the firm,
233 [whichever is less:
Export product Exp. SLNo. | Import items Qty. allowed
Qty.
Suncon 100 (Octylated lkg 1 Di-Iso butylene 0.503 kg
Butylated Diphenylamine)
2 Diphenylamine 0.553 kg
RA may take appropriate action as per the__dg_cision of Norms Committee.
R . o e . _ . R . .. . - . :Ca.se,.
Case No.: ALC Party Name:ATUL {Meet No/Date:8/82 Status
No-STISRL-ALCAZOM BIOSCIENCE LIMITED  |ALC4/2014 Deferred
: 25.09.2014
- ~ RLAFi Lic.No/Date:5210041051 [Defer
HQ File (L File / 19.05.2014 |Date:12.11.2014
24 :01/82/050/00354/AM 15/ 1:5%4!040[00QO2[AM15 _____ A —
~ i It was decu_le—d to defer the case for 12.11.2014 for comments of Departmen
{ |Decision :
| [Pharmaceuticals.
. Ty — :8/82- Status:Case
— e Eﬁ Name:PREGNA Mtaét4 ];Izolﬁate Deferred
| joase N°6‘11f” 6/82- |INTERNATIONAL LTD. ALCOL:
ALC4/2 25.09.
B Lic.No/Date:0310781971 |Defer
1Q Fi RLA File 19.05.2014 Date:12.11.2014
235'};%;:215350100503/4&3415/ _ [03/95/040/00122/AMLS/ _ {19.05.

. f Petrochemical
It decided to defer the case for 12.11.2014 for comments o
Decision : It was
Division of Department of C&PC.

:Case
= — No/Date:8/82- Status:
:SHIVAM OILS  [Meet Deferred
— -ALC4/2014 |Party Name: ALC4/2014 |
Case No.:40/5/82-ALC & PROTEINS INDUSTRY, 55.00.2014 __ o
- ‘ aipAa
f Rk = AP e
2361 . RLA File 19.05.2014 sl I{‘:M iy 17218
HQ File 7AMI1S/ +56/24/040/00007/AM15/ . TRa e HolASY e
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Vwaiiion:Itwas-d'ed' = — . -
‘C&PC. ecided to defer the case for 12.11.2014 for comments of Department of

" [Case No.:120/8/82- “[Party NameNDOCO _|[Meet T [Status:Case
: {Meet No/Date:8/82- Status:
ALC4/2014 REMEDIES LIMITED ALCA4/2014 Del?e':'sre((:lase
- | __ | | 25.09.2014
b7 [HQFile RLA File ILic.No/Date:0 cer
3107821‘71 Def
01/82/050/00784/AM15/ 03/94/040/001 11/AM15/ 20.05.2014 Dat:rl2 11.2014
Decision : It was decided to defer the case f _7
or 12.11.2014 fo
Care. r comments of Department of
@w N 38/5/82-ALCA4/2014 [Party Name:INTAS A NoDachEL  [StatusiCase
PHARMACEUTICALS ALC4/2014 Deferred
- LD, 25.09.2014
238 {HQ File RLA File Lic.No/Date:081013 1456 Defer
01/B200S0/00355/AM1S/  [08/24/040/00076/AMIS/ 129 05.2014 Date:12.11 2014
1.2014 for comments of Department of

Decision : It was decided to defer the case for 12.1

Phammaceuticals.
[ [Case No.:220/6/82- arty Name ANUH PHARMA [Meet No/Date:8/82- “ [Status:Case
ALC4/2014 ALC4/2014 |Deferred
| 25.09.2014 |
30 [HQ File “[RLA File [Lic.No/Date: 0310782487 [Defer
01 /82/050/00622/AMIS/  [03/94/040/00122/AMIY/ 22.05.2014 " |Date:12.11.2014

Pecision : It was decided to defer the case for 12.11. 2014 for comments of Department of

Phannaceutica_ls.v

Status:Case

Case ﬂo.:22116182- arry Name ANUH PHARMA ‘Meet No/Date:8/82-
ALC42014 ALCA4/2014 Deferred
25.09. 2014

RLA
7 ‘ 03/94/040/00125!AM15/

THQ File
01!82/050!00623IAM151 B
| case for 12.11 2014 for comments

+ It was decided to defer the
c}l_s.

Name:BDR
ACEUTICALS
! INTERNATIONAL PVT.

o No/Date:03 10‘782569 Defer
122.05.2014 |Date:12.11.2014

'IRLA File
T 03!94!040!00040/AM151
ocided case for 12. 11 5014 for comments of Department of

ecision : Jt was decided to defer the ¢

narmaceuticals.
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[01/82/050/00517/AM15/  [:03/94/040/00123/AM15/  [22.05.2014 " [Date:12.112014

Decision : It was decided to call from the firm the following technical details:

1. Details of manufacturing process with chemical equations, molecular formula, molecular
weights.

2. Yield obtained in each step.

3. Authentic technical literature in support of yield obtained.

4. CA certificate certifying the production of export item achieved by firm for the past three years
and corresponding consumption of each input.

The case was deferred for 12.11.2014,
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Case No:113/8/82- Party Name:IPCA ___ |Meet No/Date:8/82- _ [Status:Approved
ALC4/2014 LABORATORIES LIMITED |ALC4/2014

25.09.2014 _
HQ File RLA File Lic.No/Date:0310782567 [Defer Date:
01/82/050/00777/AMIS/  [:03/94/040/00127/AMIS/  [22.05.2014

Decision : In the light of earlier decision taken by NC in its 20/82 meeting dated 16.01.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by
the firm, whichever is less:

item of Export | Quantity | S,No | Iitem of Import Quantity

allowed kg/kg

Lumefantrine 1kg 1, a(Dibutylamine Methyl) 2,7-Dichloro | 0.8693
-4-Fluoren Methanol [ DBA ]/ 2,7-
Dichloro -A-(Dibutylamino) Methyl-
9H-Fluorene-4-Methancl

2. P-Chlorobenzyldehyde 0.3477

3. Acetone 0.604
Methanol 0.600

RA may take appropriate action as per the decision of Norms Committee.
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Case No.:1 17!8/32— Parfy- flame:IPCA Meet No/Date:8/82- Status:Case
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred

_ _ 25.09.2014 )
HQ File RLA File Lic.No/Date:0310782568 |Defer
:01/82/050/00781/AM15/ :03/94/040/00128/AM15/ 22.05.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[245

Case No.:118/8/82- Party Name:KRISHNA Meet No/Date:8/82- Status:Case

ALC4/2014 ANTIOXIDANTS PVT. LTD. |ALC4/2014 Deferred
o 25.09.2014

HQ File RLA File Lic.No/Date:0310782485 [Defer

:01/82/050/00782/AM15/ :03/94/040/00037/AM15/ 22.05.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC..




Case No.:22/5/82-AL.C4/2014

Party Name:STERILE INDIA

Meet No/Date:8/82-

Status:Case

PRIVATE LIMITED ALC4/2014 Deferred
25.09.2014 ,

246 [HQ File RLA File Lic.No/Date:0510387173 {Defer
[01/82/050/0033/AM15/  |:05/24/040/00040/AM1S/  [22.05.2014  {Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:41/5/82-ALC4/2014 [Party Name:ALMELO PVT _|Meet No/Date 8782 [Statas:Case
LTD ALC4/2014 ‘|Deferred
25.09.2014 ,

247 |HQ File RLA File |Lic.No/Date:0910060207 {Defer
:01/82/050/00358/AM15/  [:09/24/040/00096/AM15/  [23.05.2014 Date:12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:174/6/82- Party Name:AMI ORGANICS [Meet No/Date:8/82- _ [Status:
ALC4/2014 PVT LTD. ALC4/2014 Approved
25.09.2014 o
HQ File RLA File Lic.No/Date:5210041062 |Defer Date:
:01/82/050/00576/AM15/  |:52/24/040/00010/AM15/  [23.05.2014

whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/24/2014-Ch. |l dated 27.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

248
Export product Exp. SL.No. | Importitems Qty. allowed
Qty.
3-4-DI-HYDROXY 5-NITRO
BENZALDEHYDE - 99% MIN. lhe 1 VANILLIN - 99.5% MIN 1.58ke
2 DIMETHYL FORMAMIDE - | 1,26 kg
99.5% MIN.
'|RA may take appropriate action as per the decision of Norms Committee.
Case No.:16/8/82-ALC4/2014 [Party Name:GLAND Meet No/Date:8/82- Status:Case
PHARMA LIMITED ALC4/2014 Deferred

__ ) 25.09.2014 - _

249 |HQ File RLA File Lic.No/Date:0910060220 {Defer
:01/82/050/00680/AM15/  |:09/24/040/00094/AM15/ 26052014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [Case No.:114/8/82- Party Name:INDOCO Meet No/Date:8/82- _[Status:Case
ALC4/2014 REMEDIES LIMITED ALCA4/2014 Deferred

- 25.09.2014 7
1259 THQ File RLA File Lic.No/Date:0310782942 [Defer
:01/82/050/00778/AM15/ :03/94/040/00133/AM15/ 26.05.2014 Date:12.11.2014

[Decisipn : It was decided to defer the case for 12.1 1.2014 for comments of Dg&ggnent of
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IC&PC
Case No.:119/8/82- Party Name:KUSUMA _ Meet No/Date:8/82- {Status:Case
ALC4/2014 PHARMA ALC4/2014 Deferred
| 25.09.2014 N
HQ File RLA File Lic. No/Date 0310‘782930 Defer
:01/82/050/00783/AM15/ :03/94/040/00115/AM15/ 26.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.1 1 2014 for comments of Department of
Pharmaceuticals.
Case No.:90/8/82-ALIC4/2014_|Party Name:FINE ORGANIC _[Meet No/Datc:8/82- _ [Status:
INDUSTRIES PVT. LTD. ALC4/2014 Approved
B 25.09.2014 _
HQ File RLA File |Lic.No/Date:0310783330 |Defer Date:
:01/82/050/00754/AM15/ :03/94/040/00147/AM15/ 28.05.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/129/2011-Ch. il dated 10.12.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

Ud

252 |whichever is less:
Export product Exp. SI.No. | Importitems Qty. Allowed
Qty.
CETO STEARYL STEARATE
ke 1 STEARIC ACID 0.602 ke
2 CETO STEARYL 0.543 kg
' ALCOHOL
RA may take appropriate action as per the decision of Norms Committee.
Case No.:115/8/82- Party Name:INDOCO Meet No/Date:8/82- Status:Case
ALC4/2014 REMEDIES LIMITED ALC4/2014 Deferred
| 25.002014 -

253 |HQ File RLA File Lic.No/Date:0310783328 |Defer
:01/82/050/00779/AM15/  |:03/94/040/00151/AM1S/  [28.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

| Case No;:l4516135- Party Name:LAKE Meet No/Date:8/82- Status:Case
ALC4/2014 CHEMICALS PRIVATE ALCA4/2014 Deferred
LIMITED 25.092014 7

254 [HQ File RLA File Lic.No/Date:0710104565 |Defer
:01/82/050/00547/AM15/  |:07/24/040/00003/AM1S/  [28.05.2014 IDate:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

|Pharmaceuticals.
Case No.:34!8/82-ALC4f2014 Party Name:MYLAN Meet No/Date:8/82- Status:Case
LABORATORIES LIMITED [ALC4/2014 Deferred

255 25.09.2014
HQ File RLA File Lic.No/Date:0910060257 |Defer
:01/82/050/00698/AM15/  [:09/24/040/00103/AM15/  [28.05.2014 FefDute:+2:1 12014
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Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:38/8/§2-ALC4/‘2014 Party NamefMYI_,Ai*I Meet No/Date:8f82- | Sﬁ&us:Case
LABORATORIES LIMITED [ALC4/2014 ‘Deferred
| _ 25.09.2014 B

256 (HQ File RLA File Lic.No/Date:0910060258§ Defer
01/82/050/00702/AMIS/  |:09/24/040/00108/AM1S/  [28.05.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [Case No.:51/8/82-ALC#/2014 [Party NameBVs T [Meet NoDate#/82. [Status:Cane

LABORATORIES LTD ALC4/2014 Deferred
25.09.2014 -

257 [HQ File RLA File Lic.No/Date:0910060267 |Defer
‘01/82/050/00715/AM1S/  |:09/24/040/00022/AMIS/  [28.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.1 1.2014 for comments of Department of
Pharmaceuticals.

Case No.:101/3/82- [Party Name:ENCUBE | Mest No/Date:8/82- [Statas:Cose
ALC4/2014 ETHICALS PVT LTD ALC4/2014 Deferred
L (25.09.2014 .

258 [HQ File RLA File Lic.No/Date:0310783435 |Defer
:01/82/050/00765/AM 15/ :OS/94/040/00154!AM1 5/ 29.05.2014 Date:12.1 1.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.: 11618182-ALC412614 Party Name:GALAXY Meet No/Date:8/82- Status:
SURFACTANTS LTD., ALC4/2014 Approved
_ _ B 25.09.2014 _
HQ File RLA File Lic.No/Date:0310783552 |Defer Date:
:01/82/050/00780/AM15/ :03/94/040/00033/AM15/ 29.05.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/148/2011-Ch. Ul dated 03.09.2013, it was decided to
|ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

259 whichever is less:
Export product Exp. SLNo. | Import items Qty. Allowed
Qty.
Cocomonothanolamide lkg 1 Coconut fatty Acid 0.830 kg
2 Mono Ethanclamine 0.243 kg

RA may take appropriate action as per the___glecisi_qn of Norms Committee.

Status:Case

]‘ Case No.:42/8/82-ALC4/2014 [Party Name:GRANULES Meet No/Date:8/82-
INDIA LIMITED ALC4/2014 Deferred
260 | 25.09.2014 )
HQ File RLA File Lic.No/Date:091050828 5wt i
:01/82/050/00706/AM15/ :09/24/040/00675/AM14/ 29.05.2014 Oy e DRI
Diroar T =TT
qfors




Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.
[ [Case No.:114/6/82- Party NameHINDUSTAN Meet No/Date:8/82- Stﬁi;ls:Case
ALC4/2014 POLYAMIDES & FIBRES ALC4/2014 Deferred
LIMITED 25.09.2014 N
261 [HQ File [RLA File Lic.No/Date:0310783464 iDefer
:01/82/050/00516/AM15/  |:03/94/040/00132/AM1S/ (29052014  |Date:12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
[ [Case No.:99/8/82-ALC4/2014 |Party Name:IPCA Meet No/Date:8/82-  [Status:Case
LABORATORIES LIMITED |ALC4/2014 Deferred
o 25.09.2014 3
1262 |HQ File RLA File Lic.No/Date:0310783593 |Defer
:01/82/050/00763/AM15/  |:03/94/040/00150/AM15/  [29.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of '
Pharmaceuticals.
Case No.:100/8/82- Party Name:[PCA Meet No/Date-:8/82- _ [Status:Case
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
N 25.09.2014 )
|263 [HQ File RLA File Lic.No/Date:0310783592 [Defer
:01/82/050/00764/AM1S/  |:03/94/040/00129/AM15/  [29.05.2014  |Date12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:37/8/82-ALC4/2014 |Party Name:MSN Meet No/Date:8/82- Status:Case
PHARMACHEM PRIVATE |ALC4/2014 Deferred
LIMITED 25.09.2014
264 [HQ File RLA File Lic.No/Date:0910060282 {Defer
:01/82/050/0070/AM1S/  |:09/24/040/00113/AM1S/  [29.05.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Case No.:25/8/82-ALC4/2014

I
Diractyr
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Party Name:VIVIMED LABS |Meet No/Date:8/82- _ |Status:Case
LIMITED |ALC472014 Deferred
_125.05.2014 L
265 [HQ File RLA File Lic.No/Date:0910060289 [Defer
:01/82/050/0068%/AM1S/  |:09/24/040/00117/AM15/  [29.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
[ [Case No.:102/8/82-ALC4/2014 [Party Name:AVA Meet No/Date:8/82- Status:
CHEMICALS PVT.LTD., ALC4/2014 Approved
266 25.09.2014
[HQFile [RLA File |Lic.No/Date:03 83651 [Deter Date: |
By Dy ’.'r,zw,jlr (‘. RS
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[o1/s2/050/00766/AM15/ [03/94/040/00159/AM1S/  [30.05.2014 |

Decision : In the light of written comments received from Department of Chemicals and:
Petrochemicals vide their U.O No. 14010/157/2011-Ch. Il dated 30.04.2014, it was decided to
|ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,.
whichever is less:

Export product Exp. S.No. | Importitems Qty. Allowed
Qty.

EDTA FERRIC SODIUM Fe 1kg 1 ETHYLENE DIAMINE 0.730 kg

content 13% (+/- 0.5) TETRA ACETIC ACID

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

Case No.:86/8/82-ALC4/2014 [Party Name-GLENMARK __|Mect No/Date:8/82- _ [Status:Case
GENERICS LIMITED |aLCar014 Deferred
- | 25.09.2014 N 7
267 [HQ File RLA File Lic No/Date:03 10783793 [Defer
[01/82/050/007S0/AMIS/  |:03/94/040/00160/AM1S/  [30.05.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:141/6/82- Party Name:GLOBAL Meet NoDate:8/82- _ [Statas:
ALC4/2014 CALCIUM PRIVATE ALCA/2014 Approved

. 7 . LIM_ITED, 25.09.2014 o
[RQFile RLA File [Lic.No/Date:0710104601 [Defer Date:
|o1/s2050100543/aM15/  |:0724/040/00474/AM14/  [30.05.2014

|Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/56/2011-Ch. Il dated 28.05.2012, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Sl. | Export product Exp. Import items Qty. Allowed

No. Qty.

| MAGNESIUM LACTATE | 1 kg 0.755 KG
GLUCONATE GLUCONATE DELTA LACTONE

2 | COBALT GLUCONATE | 1kg | GLUCONATEDELTALACTONE | 1-036KG

3 | ZINCGLUCONATE 1k8 | GLUCONATEDELTALACTONE | 0-945KG

+ | MAGNESIUM 1kg 0.945 KG
GLUCONATE GLUCONATE DELTA LACTONE

5 | POTASSIUM 1kg 0.930KG
GLUCONATE , GLUCONATE DELTA LACTONE

6 | FERROUSGLUCONATE | 1kg | GLucONATEDELTALACTONE | 0-887KG

7 MANGANESE 1kg 0.945 KG
GLUCONATE GLUCONATE DELTA LACTONE
8 CALCIUM MANGNESIUM | 1 kg 0.831KG
LACTATE GLUCONATE GLUCONATE DELTA LACTONE
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_ _?IRA may take appropriate action as per the decision of Norms Committee.
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Case No.:44/8/82-ALC4/2014

Party Name:PERKiN

“[Meet No/Date:8/82-

Statns:Chse

LABORATORIES ALC4/2014 Deferred

] 25.09.2014 -
HQ File RLA File Lic.No/Date: 0910060298 Defer
:01/82/050/00708/AM15/ :09/24/040/00087/AM15/  |30.05.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:87/8/82-ALC4/2014

Paﬁy Name:GLENMARK Meet No/Date:S/@- Statl;s:Case
GENERICS LIMITED ALC4/2014 |Deferred
‘ i 25.09.2014
270 |HQ File RLA File JLic.No/Date:0310784177 |Defer
01/82/050/00751/AM15/ 03/94/040/00156/AM15/ ~|03.06.2014 Date:12.11.2014
Decision : It was declded to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:113/6/82- Party Name:HINDUSTAN __|Meet No/Date:8/82- _[Status:Case
ALC4/2014 POLYAMIDES & FIBRES |ALC4/2014 Deferred
, LIMITED .[25.09.2014 3}
271 |HQ File RLA File Lic.No/Date:0310784160 [Defer
:01/82/050/00515/AM15/ :03/94/040/00162/AM15/ 03.06.2014 Date:12,11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
Case No.:81/8/82-ALC4/2014 [Party Name:KRISHNA Meet No/Date:8/82- _[Status:
ANTIOXIDANTS PVT.LTD. |ALC4/2014 |Approved
25.09.2014 -
HQ File RLA File Lic.No/Date:0310784175 :{Defer Date: -
:01/82/050/00745/AM15/ :03/94/040/00164/AM15/ 03.06.2014

Decision : in the light of written comments received from Department of Chemlcals and
Petrochemicals vide their U.0 No. 14010/100/2012-Ch. It dated 12.11.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

Udﬁ%"a‘"a“'

272 |whichever is less:
Export product Exp. SI.No. | Importitems Qty. Allowed
Qty.
DI PHENYL ISODECYL
PHOSPHITE ke 1 ISODECYL ALCOHOL 0.419 ke
2 PHENOL 0.558 KG
3 YELLOW PHOSPHORUS 0.09 KG
RA may take appropriate action as per the decision of Norms Committee.
" [Case No.:68/6/82-ALC4/2014 [Party Name-SUN Meet No/Date:8/82-  [Status:Case
PHARMACEUTICAL ALC4/2014 |Deferred
273 N INDUSTRIES LTD., 25.09.2014
HQ File IRLA File Lic.No/Date:03 10784098 ¢; sl FEID
:01/82/050/00470/AM15/ :03/95/040/00169/AM15/  |03.06.2014 e IDate: 1},11 .2&14 1
oY '.'J\f;'; uzrg'-’*r;fgf Forwl)“mnia?ce
Director SmiDe r.me ‘ L Delni



Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

|Pharmaceuticals.
[Case No.:50/8/82-ALC472014 |Party Name:RA CHEM [Meet NoDate:8/82- _ [Status:
PHARMA LIMITED 'JALC4/2014 |Approved
_ _ bl 25.09.2Ql4 _ 7
HQ File RLA File Lic.No/Date:0910060357 [Defer Date:
:01/82/050/00714/AM15/ 109/24/040/00126/AM15/  [04.06.2014

Decision : In the light of earlier decision taken in meeting no. 22/82 dated 20.02.2014, it
was decided to ratify norms under Para 4.7 of HBP vl as per details given below or as

1274 applied by the firm, whichever is less:
Export Export SLNo. | Import items Qty.
product Qty. allowed
Orlistat 1kg Orlistat 0.505/kg
Pellets 50%
RA may take appropriate action as per the decision of Norms committee.
Case No.:163/6/82- Party Name:STERICON _[Meet No/Date:8/82- _[Status:
ALC4/2014 PHARMA PVT.LTD., ALC4/2014 Approved
_ [25.09.2014 _ o
HQ File RLA File Lic.No/Date:0710104771 [Defer Date:
:01/82/050/00565/AM15/ :07/24/040/00073/AM15/ 04062014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/766/2013-PI(Norms)
dated 05.09.2014 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:-

275 |[Export Product
VIZULIZE MOISTURIZING AND COMFORT EYE DROPS
SI. | Import ltem
No. For Export of 1 No. Bottle
Export Item | Export Item | Export Item | Export
No. 1 No. 2 No. 3 Item No. 4
1 SOFT BOTTLE 7906/0007
2 | WHITE CAP 8417/0001 Relevant as per packing policy
3 | DROPPER 6049/0001
4 | SODIUM HYALURONATE 0.01 gm | 0.03 gm [NA. [N.A
_[RA concerned may take further necessary action as per above decision of NC.
[ [Case No.:47/8/82-ALC4/2014 [Party Name:HETERO LABS _[Meet No/Date:8/82-  [Status:Case
LIMITED ALC4/2014 Deferred
276 25.09.2014 )
HQ File RLA File Lic.No/Date:0910060381 [Defer
:01/82/050/0071 /AM15/ :09/24/040/00122/AM15/ 05.06.2014 Date:12.11.2014
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Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

277

& Pharmaceuticals. 7

[Case No.:49/8/82-ALC4/2014 [Party Name-HETERO LABS _[Meet No/Date:8/82- __|Status:Case

LIMITED ALC4/2014 Deferred

| 25.09.2014 o
HQ File RLA File Lic.No/Date:0910060380 [Defer
:01/82/050/00713/AM1S/  |:09/24/040/00121/AM15/  [05.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

1278

Case No.:56/8/82-ALC4/2014 [Party Name:HETERO LABS |Meet No/Date:8/82- _ [Status:Case

LIMITED ALC4/2014 Deferred
HQ File RLA File Lic.No/Date:0910060379 [Defer
:01/82/050/00720/AM1S/  [:09/24/040/00120/AM1S/  |05.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

279

Meet No/Date:8/82-
Name:METROPOLITAN ALC4/2014 Approved
EXIMCHEM LTD. 25.09.2014
HQ File RLA File Lic.No/Date:0310784490 |Defer Date:
:01/82/050/00472/AM15/ :03/95/040/00186/AM15/ 05.06.2014

Case No.:70/6/82-ALC4/2014 [Party Status:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/60/2010-Ch. Il dated 17.09.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SI.LNo. | Import items Qty. Allowed
Qty.

TSN HYDROCHL.ORIDE (3,7- _

DIAMINO 2.,8- ke 1 ORTHO TOLIDINE 1.00KG

DIMETHYLDIBENZOTHIOPHENE ; SEORE

5,5-DIOXIDE v 3

DIHYDROCHLORIDE) ACTIVATED CARBON

RA may take appropriate action as per the decision of Norms Committee.
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Case No.:82/8/82-ALC4/2014 [Party Name:DORF-KETAL _ [Meet No/Date:3/82-  [Status:
CHEMICALS INDIA ALC4/2014 Approved
- PVT.LTD. 25.09.2014 :
HQ File RLA File Lic.No/Date:03 10784666 |Defer
:01/82/050/00746/AM15/ :03/94/040/00193/AM15/ 06.06.2014 Date:12.11.2014
Decision : In the light of written comments received from Department of Chemicals and

Petrochemicals vide their U.0 No. 14010/176/2012-Ch. |l dated 10.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product [ Exp. | SINo. | Importitems

Qty. Allowed

t UMA
B A R amer
Y- Director Generagy of Foreign Trade

DiAdee =Ty 3 Mg
ectorate General of Foregn Trade

Depaniment of Com
merce
Udyog Bhawan, F;\Jecv(v Dethi



Qty.

Polymer Additives - Bis (N- 1kg 1 PAC-2M (4,4 - 0.665 KG
Alkylaminocycohexyl) methane Methylenebi Scyclo
Trade Name : Clearlink 1000 Hexanamine ), Synonym :
Bis (para-aminocyclohexyl)
2 Methyl Ethyl Ketone / MEK | 0.798 KG
3 Catalyst: 3% Platinum on 0.00022 KG
carbon powder (on dry basis)
“|RA may take appropriate action as per the decision of Norms Committee.
Case No.:15/8/82-ALC4/2014 [Party Name:ALMELO PVT _ |Meet No/Date:8/82- _ [Status:Case
LTD ALC4/2014 Deferred
7 25.09.2014 7
281 [HQ File RLA File ILic.No/Date:0910060403 | Defer
:01/82/050/00679/AM15/ :09/24/040/00119/AM15/ 109.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
|Pharmaceuticals.

Meet No/Date:8/82-

Case No.:48/8/82-ALC4/2014 [Party Name:ALMELO PVT "~ [Status:Case

LTD ALC4/2014 Deferred
, 25.09.2014 I
282 |HQ File RLA File Lic.No/Date:0910060402 {Defer

:01/82/050/00712/AM1S/  |:09/24/040/00118/AM1S/  |09.06.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.

Case No.:88/8/82-ALC4/2014 [Party Name:ENALTEC LABS |Mest No/Date:8/82- _ [Status:
PVT.LTD. ALC4/2014 Approved

25.09.2014 |
HQ File RLA File Lic.No/Date:0310784856 |Defer Date:;
:01/82/050/00752/AMI 5/ :03/94/040/00167/AM15/ 09.06.2014

Decision : Committee considered case as per agenda and in light of earlier decision taken in
meeting No. 46/82 held on 14.02.2012 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

283 whichever is lower:-
Export product Exp. SL.No. | Import items Qty.
Qty. allowed
Febuxostat 1 Kg. 1. 2-(3-Cyano-4-(2- 1.512 kg
Methylpropoxy)Phenyl}-4-Methyl-5-
Thiazolecarboxylic Acid ethyl Ester
RA concerned may take further necessary action as per above decision of NC.
[ [case No.:92/8/82-ALC472014 Party Name:AVA Meet No/Date:8/82- Status:
CHEMICALS PVT.LTD,, ALC4/2014 Approved
25.09.2014 ke
284 [3Q File RLA File Lic.No/Date:0310784980 |Defer Date:
:01/82/050/00756/AM15/ :03/94/040/00060/AM 15/ 10.06.2014 :

B |Decis‘_ion : In the light of written comments received from Department of Chemicals and

e
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Petrochemicals vide their U.0 No. 14010/157/2011-Ch. Il datéd 09.12.2013, it was &ecided tor

ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

| Export product Exp. S..No. | Importitems Qty. Allowed
Qty.

EDTA Diammonium 1kg 1 ETHYLENE DIAMINE | 0.825 kg
(Power) TETRA ACETIC ACID

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

Case No.:54/8/82-ALC4/2014 |Party Name:GLAND Meet No/Date:8/82-  [Status:Case

PHARMA LIMITED |ALC4/2014 Deferred
25.09.2014 )
1285 (HQ File IRLA File Lic.No/Date:0910060413 [Defer
:01/82/050/00718/AM15/  |:09/24/040/00123/AM15/  [10.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Phartnaceuticals.

286

Case No.:40/8/82- Party Name:MYLAN  |Moct No/Date:8/82- _ [Status:Case
ALC4/2014 LABORATORIES ALC4/2014 Deferred

_ LIMITED 25.09.2014 e
HQ File RLA File Lic.No/Date:0910060411 |Defer
:01/82/050/00704/AML1S/ |:09/24/040/00130/AM15/ [10.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:45/8/82- Meet No/Date:8/82- _ [Status:

Party Name:RA CHEM
ALC4/2014 PHARMA LIMITED ALC4/2014 Approved
25.09.2014 ‘
HQ File RLA File Lic.No/Date:0910060426 Defer
:01/82/050/00709/AM15/  1:09/24/040/00144/AM15/  |11.06.2014 Date:

Decision : In the light of earlier decision taken in meeting no. 22/82 dated 20.02.2014, it was

287 |decided to ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the

firm, whichever is less:
Export Export SLI.No. | Import items Qty.
product Qty. allow
Orlistat Pellets { 1 kg Orlistat 0.505/kg
50%
RA may take appropriate action as per the decision of Norms committee.
Case No.:106/8/82- |Party i\lame:BAYER Meet No/Date:8/82- Status:Case
ALC4/2014 CROPSCIENCE ALC4/2014 Deferred
JLIMITED 25.09.2014 _

288 [HQ File |RLA File Lic.No/Date:0310785223 |Defer
:01/82/050/00770/AM135/ |:03/94/040/00131/AM15/ |12.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
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7Case No.:89/8/82-

Party Name:ENALTBC

Meet Nd/bﬁte:8/82-

status;

ALC4/2014 LABS PVT.LTD. ALC4/2014 Approved
N 25.09.2014 L
HQ File RLA File Lic.No/Date:0310785240. [Defer
:01/82/050/00753/AM15/  |:03/94/040/00209/AM15/  |12.06.2014 Date:

Decision : Committee considered case as per agenda and in Ilght of written comments
given by technical authority from Department of Pharmaceuticals, it was 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. SI.No. | Import items Qty.
Qty. allowed
| kg/kg
DEXKETOPROQFEN | 1 Kg 1. N-OCTYL-D-GLUCAMINE 0.36
TROMETAMOL
3-(1-CYANOETHYL) BENZOIC 1.50
ACID

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

290

~[Meet No/Date:8/82-

Case No,:121/8/82-ALC4/2014 |Party Name:INDO AMINES Sﬁtus:
|LIMITED ALC4/2014 Approved
L . 125.09.2014 o
HQ File RLA File Lic.No/Date:0310785233 '[Defer Date:
:01/82/050/00785/AM15/ 103/94/040/00138/AM1S/  |12.06.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/81/2010-Ch. Il dated 23.04.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less:

Export product Exp. SI.No. | Importitems Qty. Allowed
Qty.

Di Iso Butyl Carbinol 1kg 1 Di 150 Butyl Ketone 1.048 kg

RA may take appropriate action as per the decision of Norms Committee.
" [Case No.:1058/82- Party Name:INDOCO Meet No/Date:8/82- _[Status:Case
ALC4/2014 REMEDIES LIMITED ALC4/2014 Deferred
‘ 25092014
291 |HQ File RLA File Lic.No/Date:0310785225/|Defer

:01/82/050/00769/AM15/  |:03/94/040/00205/AM1S/  [12.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

292

C&PC.
Case No.:58/8/82-ALC4/2014 [Party Name:AUROBINDO __[Meet No/Date:8/82- _ [Status:Case
PHARMA LIMITED ALC4/2014 Deferred
25.09.2014 |
HQ File RLA File Lic.No/Date:0910060441 |Defer
01/82/050/00722/AM1S/  |:09/24/040/00137/AM15/  [13.06.2014 Date:12.11.2014
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Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

_|[Pharmaceuticals.
Case No.:93/8/82-ALC4/2014 [Party Name:AVA_ Meet NoDate:8/82- [Status:
CHEMICALS PVT.LTD.,  |ALCA2014 Approved
o e  [25.09.2014 , )
HQ File RLA File Lic.No/Date:0310785324 |Defer Date:
:01/32/050/00757/AM15/ :03/94/040/00201/AMI5/  |13.06.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.Q No. 14010/157/2011-Ch. |l dated 22.04.2014, it was decided to

TIIGIR 7

293 ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:
Export product Exp. SL.No. | Importitems Qty. Allowed
Qty.
EDTA Tetra Sodium lkg 1 Ethylene Diamine Tetra 0.750 kg
Acetic Acid
RA may take appropriate action as per the decision of Norms Committee.
Case No.:94/8/82-ALC4/2014 |Party Name:DORF-KETAL _|[Meot No/Date:8/82- Status:
CHEMICALS INDIA ALC472014 Approved
PVT.LTD. 25092014 1
HQ File RLA File Lic.No/Date:0310785334 .|Defer Date:
:01/82/050/00758/AM15/ :03/94/040/00217/AM15/  |13.06.2014 i
|Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/176/2011-Ch. Il dated 07.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
: whichever is less:
1294
Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
g;;mzﬂ-SomVet;i?gs%eﬁt- 1kg 1 Mono Ethylene Glycel / MEG | 0. 500 kg
e IName- - .
| 1165 7YS SR 1165/SR 1102/SR 2 Witbreak DRI 9045 0.020 kg
3023 /SR 1104/SR 1182/YS SR 3 0.180 kg
1147 Alkyldiphenyloxide Di
Containing 50% of MEG & 18% sulfonate / Calfax DB- 45 /
of Alkyldiphenyloxide Dowfax 2A1
Disulphonate
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:22/8/82-ALC4/2014 [Party Name:HETERO LABS |Meet No/Date:8/82-  [Status:Case
LIMITED ALC4/2014 Deferred
o 25.09.2014 o
295 [HQ File RLA File |Lic.No/Date:0910060438 [ Defer
:01/82/050/00686/AM 15/ :09/24/040/00146/AM15/  |13.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals. \
296 |Case No.:112/8/82- |Party Name:STERLING [Meet No/Date:8/82-  rr{Status:Gase. . W
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ALC4/2014

AUXILIARIES PVT LTD

297

ALC472014 Deferred

HQ File RLA File Lic.No/Date:0310735313 |Defer
:01/82/050/00776/AM15/  |:03/95/040/00114/AM1S/  |13.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.
Case No.:55/8/82-ALC4/2014 [Party Namo:VIJAYASRI ___[Meet No/Date:8/82- _[Status:Case

ORGANICS LTD ALC4/2014 Deferred
N B 25.092014
HQ File RLA File Lic.No/Date:0910060445 (Defer
:01/82/050/007T19/AM15/  |:09/24/040/00127/AM1S/  [13.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.
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Case No.:STMZ-ALC4BOI4

Party Name:VIJAYASRI __ [Meet No/Date:8/82- _ [Status:Case
ORGANICS LTD ALC4/2014 Deferred
25.09.2014 )
HQ File RLA File ILic.No/Datc:0910060444 [Defer
01/82/050/00721/AMLS/  [09/24/040/00128/AMIS/  |13.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.

{299

Party Name:MOREPEN

Status:Case

Case No.:152/6/82- Meet No/Date:8/82-
ALC4/2014 LABORATORIES LTD., ALC4/2014 Deferred
_ 25.09.2014 N
HQ File RLA File Lic.No/Date:0510388704 |Defer
:01/82/050/00554/AM 15/ :05/24/040/00133/AM15/ 116.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.

1300

Case No.:154/6/82-

Party Name:MOREPEN

Meet No/Date:8/82-

Sm@:Cau

ALC4/2014 LABORATORIESLTD.,  |ALC4/2014 Deferred

) | [25.09.2014 )
HQ File RLA File Lic.No/Date:0510388703 [Defer
:01/82/050/00556/AM15/  |:05/24/040/00132/AMIS/  |16.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals.

301

Case No.:77/8/82-ALC4/2014

Meet No/Date:8/82-

Status:Case

Party Name:BENZO CHEM
INDUSTRIES PRIVATE  |ALC4/2014 Deferred
LIMITED, 25.09.2014 _ )
HQ File RLA File Lic.No/Date:0310785501 [Defer
:01/82/050/00741/AM1S/  |:03/94/040/00196/AM15/  [17.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

C&PC

[302 |Case No.:30/8/82-ALC4/2014 [Party Name:INDIAN
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IMMUNOLOGICALS LTD., [ALCA/2014 Deferred
- o 25.09.2014 o
HQ File RLA File Lic.No/Date:0910060470 [Defer
:01/82/050/00694/AM1S/  :0924/040/00135/AMIS/  [17.06.2014 Date:12.112014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

303

Case No.:98/8/82-ALC4/2014 |Party Name:IPCA Meet No/Date:3/82- Status:
LABORATORIES LIMITED (ALC4/2014 Approved
25.09.2014 B
HQ File RLA File Lic.No/Date:0310785500 |Defer Date:
:01/82/050/00762/AM 15/ :03/94/040/00198/AM15/ 17.06.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/113/2013-PI(Norms)
dated 09.10.2014 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. S.No | Import Product Quantity
Qty. Allowed

kg/kg
Triamcinolone USP 1 kg 1. 3-TR 1.00

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

1304

Case No.:72/8/82-ALC4/2014 |Party Name:PORUS Meet No/Date:8/82- Status:Case
LABORATORIES PVT LTD. |ALC4/2014 Deferred
25.09.2014 o B
HQ File RLA File Lic.No/Date:0910060462 |Defer
:01/82/050/00736/AM15/ :09/24/040/00105/AM15/ 17.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

305

Case No.:235/6/82- Party Néme:SHIVA Meet No/Date:8/82- Status:Case

ALC4/2014 PHARMACHEM LTD, ALC4/2014 Deferred
25.09.2014

HQ File RLA File Lic.No/Date:3410040261 |Defer

:01/82/050/00637/AM1S/  |:34/24/040/00070/AMIS/  |17.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC

Case No.:20/8/82-ALC4/2014 [Party Name:SRINI Meet No/Date:8/82- Status:Case
PHARMACEUTICALS ALC4/2014 Deferred
_ _ o LTD., - 25092014 N
306 {HQ File RLA File Lic.No/Date:0910060467 [Defer
:01/82/050/00684/AM15/  |:09/24/040/00139/AM15/  {17.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments gf Department of mﬁ
Pharmaceuticals. ity |
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Status:Case

certified by Central Excise Authorities.
The case was deferred for 12.11.2014,

Case No.:160/6/82- Party Name:ALCHEM Meet No/Date:8/82-
ALC4/2014 INTERNATIONAL LTD. ALC4/2014 Deferred
‘ N 125.09.2014 )
HQ File RLA File [Lic.No/Date:0510388783 | Defer
:01/82/050/00562/AM15/ :05/23/040/00053/AM15/ 18.06.2014 Date:12.11.2014
Decision : 1t was decided to remind the firm to furnish following technical details:
i} Actual content of Digoxin in imported digitalis Lanata Leares supported by COA from
foreigner supporter
ii) Assay of Export Product
iiiy  Past production vis-a-vis Actual consumption of leaves for the last 3years duly

Cave No.-1978/782-ALC472014 [Parey Name:HETERO LABS _[Moet No/Date:8/82  [Status:Case |
LIMITED ALC4/2014 Deferred
25.09.2014 |
1308 IHQ File RLA File Lic.No/Date:0910060486 |Defer
| :01/82/050/00683/AM1S/  [09724/040/00153/AM15/  [18.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[Case No.:167/6/82- Party Name:CLEAN Meet Nofbate:8182- Sﬁtus:
ALC472014 SCIENCE AND ALC4/2014 approved
TECHNOLOGY PVT.LTD. [25.09.2014 |
HQ File RLA File Lic.No/Date:3110064423 |Defer
:01/82/050/00569/AM15/  |:31/83/040/00065/AM1S/  {19.06.2014 Date:12.11.2014

whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/3/2012-Ch. It dated 07.10.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

309
Export product Exp. SI.No. | Impert items Qty. Allowed
Qty.
Guaiaco! 1kg 1 Anisole 1.17 kg
99% PURITY 99% AND ABOVE
2 Hydrogen Peroxide (60%) 0.687 kg
PURITY 60%
3 Acetone (Solvent) 0.270 kg
PURITY 99% AND ABOVE
RA may take appropriate action as per the decision of Norms Committee.
Case No.73/8/82-ALC4/2014 [Party Name:METROCHEM _ [Meet No/Date:8/82-  [Status:Case
API PVT.LTD. '1ALC4/2014 Deferred
25.09.2014 I
310 [HQ File RLA File Lic.No/Date:0910060515 [Defer
:01_/82/050/00737/AM15/ :09/24/040/0015 1/AM 15/ 19.06.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Meet No/Date:8/82-

Status:Case

312

Case No.:224/6/82- Party Name:SHIVA

ALC4/2014 PHARMACHEM LTD, ALC4/2014 Deferred
25.09.2014

HQ File IRLA File Lic.No/Date:34 10040285 |Defer

:01/82/050/00626/AM15/ :34/24/040/00069/AM15/ 19.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

C&PC.

Cas-e No.:109/8/82-AL.C4/2014 |Party Name:YASHO Meet No/Date:8/82- |Status:

INDUSTRIES PVT.LTD. ALC4/2014 Approved
) 25.09.2014 | B
HQ File RLA File Lic.No/Date:0310785600 ;|Defer Date:
:0[/82/050/00773/AM15/ :03/95/040/00229IAM15/ 19.06.2014 i

whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
|Petrochemicals vide their U.O0 No. 14010/95/2011-Ch. Il dated 27.07.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

Export product Exp. SL.No. | Import items Qty. Allowed
Qty.
AROMATIC DERIVATIVE OF | 1 kg 1 DIPHENYLAMINE 0.447 kg
DIPHENYLAMINE 2 ACTIVATED CLAY 0.200 kg
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:96/8/82-ALC4/2014 [Party Meet No/Date:8/82- [Status:Case

Name: ARIHANTANAM 1ALC4/2014 Deferred
LIF]-_SCARE PVT.LTD. 25.09.2014

313 [HQ File RLA File Lic.No/Date:0310785777 {Defer
:01/82/050/00760/AM15/  |:03/94/040/00250/AM15/  {20.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

~[Case No.:110/8/82- Party Name:STERLING _ |[Meet No/Date:8/82- __ [Status:Case
ALC4/2014 AUXILIARIES PVT LTD ALC4/2014 Deferred
- 25.09.2014 _

314 [HQ File RLA File Lic.No/Date:0310785727 |Defer
:01/82/050/00774/AM 15/ :03/95/040/00208/AM 15/ 7 20.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

Case No.:65/4/82-A1.C4/2014 [Party Name:AUROBINDO  |Meet No/Date:8/82- Sﬁtus:
PHARMA LIMITED ALC4/2014 Approved
25.09.2014

315 HQ File RLA File Lic.No/Date:0910060521 [Defer Date:

:01/82/050/00313/AM 15/ :09/24/040/00162/AM 15/ 23.06.2_014

Decision : Committee considered the case as per agenda and in light of written comments

received from Department of Pharmaceuticals vide their OM No. 35011/11%9%”\%%51)‘

A
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e ' dated bi.09.2014”and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
Export product Exp. | SI.No. | Import items Qty. Allowed
Qty. Kag/kg
1 0.93
Raloxifene Hel 4-[2(1- _
Piperidinyl)ethoxy]benzoicacid
hydrochloride
2 2(4-methoxy phenyl)6-
1kg methoxy benzo(b)thiophene 0.88
3 Activated carbon 0.080
4 Diisopropy! ether 1.26
5 Dimethylformamide 0.045
6 Methanesulfony] chloride 1.367
7 Methanol 7.61
8 Methylene chloride 9.39
9 Tetrahydrofuran 240
10 Triethylamine 1.206

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

Ca#é No.:85/8/82- - Party Name:ORION CHEM  [Meet No/Date:8/82- Status:Apprﬁved
ALC4/2014 PVT.LTD. ALC4/2014

. 25.09.2014 N
HQ File RLA File Lic.No/Date:0310785844 |Defer
101/82/050/00749/AM 15/ :03/95/040/00237/AM1§/ 23.06.2014 [Date:12.11.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/10/2013-Ch. Il dated 20.05.2013, it was decided to

1316 ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SL.No. | Importitems Qty. Allowed
Qty.

2,3 DIMETHYL 2,3 DINITRO 1 1 1.20

BUTANE kg 2 - NITRO PROPANE ke

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

Case No.:233/6/82- Party Name:SHIVA Meet No/Date:8/82- Status:Case
ALC472014 PHARMACHEM LTD, ALC4/2014 Deferred
25.09.2014 |
317 [aQ Fite RLA File Lic.No/Date:3410040299 [Defer
01/82/050/00635/AMIS/  |:34/724/040/00078/AM1S/  [23.06.2014 Date:12.11.2014
[Decision : It was decided to defer the case for 12.11.2014 for comments of DERHmERt of mnsa |4 W
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Case No.:230/6/82- " [Party Name:SYMBIOTEC __ |Meet No/Datc-8/82- _ [Status:Case
ALC4/2014 PHARMALAB LTD., ALC4/2014 Deferred
(. _ 25.09.2014 .

318 {HQ File RLA File Lic.No/Date:5610004310 [Defer
101/82/050/00632/AM1S/  |:56/24/040/00010/AM15/  [23.06.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:lllm- Party Name:THINQ Meet No/Date: 8/82- Status:Case
ALC4/2014 PHARMA-CRO LIMITED ALCA4/2014 Deferred
: 25.09‘2014v . - PR
1319 [HQ File RLA File Lic.No/Date:0310785804 |Defer
| [01/82/050/00775/AM15/  |:03/95/040/00178/AM1S/  [23.06.2014 Date:12.11.2014

Decision : it was decided to call from the firm the complete technical details as per Appendix 33. The
|case was deferred for 12.11.2014

Case No.:97/8/82-AL.C4/2014

Party Name:ARIHANTANAM |Meet No/Date:8/82- _[Status:
LIFECARE PVT. LTD. ALC4/2014 .|Approved
| o 25.09.2014 1
HQ File RLA File Lic.No/Date:0310785923 |Defer Date:
-01/82/050/00761/AM15/ :03/94/040/00267AM1S/  [24.06.2014

Decision : In the light of earlier decision taken in meeting no. 6/82 dated 29.08.2014, and in
|consultation with technical authority (D/o Pharmaceuticals) it was decided to ratify norms under Para 4.7
|lof HBP v1 as per details given below or as applied by the firm, whichever is less:

lo
Export product Exp. | SLNo. Import items Qty. allowed (kg)
Qty.
Lumefantrine 1kg 1. 2,7-Dichloro A- 0.8693 kg
{Dibutylamino) Methyl -9
H-fluoren-4- Methanol
; (DBA)
RA may take appropriate action as per the decision of Norms Committee.
Case No.:104/8/82- Party Name:IPCA Meet No/Date:8/82- Status:Case
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
25.09.2014 o
321 [HQ File RLA File Lic.No/Date:03 10785909 |Defer
:01/82/050/00768/AM 15/ :03/94/040/00219/AM15/ 24.06.2014 , ~ |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:107/3/82- Party Name:LUPIN LIMITED [Meet No/Date:8/82- S_t;tus:Casé
ALC4/2014 ALC4/2014 Deferred
3221 25.09.2014
HQ File RLA File Lic.No/Date:0310785907 [Defer |
:01/82/050/00771/AM15/ :03/95/040_/00244/AM 1 _5/ 24.06.2014 Date:12,11.2014
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Decision ¢ It was decidéd to defer the case for 12.11.2014 for comments of Department of

_ {Pharmaceuticals.
7 Case No.r:wl;IVOIGISZ- Paﬁy I;I“ame:SOFTGEI: Méét No/Date:8/82- Status:Case
ALC4/2014 HEALTH CARE PVT. LTD., [ALC4/2014 Deferred
125.09.2014 B
'323.{HQ File RLA File Lic.No/Date:0410158822 [Defer
:01/82/050/00572/AM15/  [:04/24/040/00032/AM15/  [24.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
_|Pharmaceuticals.
Case No.:231/6/82- Party Name:ALEMBIC Meet No/Date:8/82- _[Status:Case
ALC4/2014 PHARMACEUTICALS LTD [ALCA4/2014 Deferred
o 125.09.2014
324 [HQ File RLA File Lic.No/Date:3410040310 [Defer
101/82/050/00633/AM1S/  |:34/24/040/00055/AM1S/  [25.062014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
| |Pharmaceuticals.
Case No.:87/6/82-ALC4/2014 [Party Name-DIVIS Meet No/Date:8/82- [Status:Case
LABORATORIES LTD., ALC4/2014 '|Deferred
_ 25.09.2014 |
{325 [HQ File RLA File Lic.No/Date:0910060537 [Defer
:01/82/050/00489/AM15/  |:09/24/040/00149/AM15/  {25.06.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11,2014 for comments of Department of

1326

Party Name:DIVIS

" [Meet No/Date-8/82-

Status:Case

Case No.:89/6/82-ALC4/2014
LABORATORIES LTD., ALC4/2014 Deferred
[25.092014 .
HQ File RLA File Lic.No/Date:(0910060536 | Defer
:01/82/050/00491/AM1 5/ :09/24/040/00150/AM15/ 25.06.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments
Phannaceuticals. _

of Department of

Case No.:32/8/82-ALC4/2014

Party Name:SRIAM LABS

Meet No/Daté:8/82-

|Status:Case

PRIVATE LIMITED ALC4/2014 Deferred
B 5 25.09.2014 _

327 HQ File RLA File |Lic.No/Date:0910060539 [Defer
01/82/050/00696/AM15/  _|:09/24/040/00141/AM1S/  125.062014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:108/8/82- Party Name:SURVIVAL |Meet No/DatefS/BZ- 'Status:(“‘,'.ase
ALC4/2014 TECHNOLOGIES PVT.LTD. |ALC4/2014 Deferred

328 N 25.09.2014 o
HQ File RLA File Lic.No/Date:0310786023 [Defer
01/82/050/00772/AM1S/ _ |:03/95/040/00214/AM1S/  [25.06.2014 __|Date:12.11.2014
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ﬂeéision : It was decided to defer the case fbr 12.11.2014 for comments of Department of
C&PC.

Case No.:232/6/82- Party Meet No/Date:8/82- Status:
ALC4/2014 Name:JAINEX SPECIALITY CHEMICA |ALC4/2014 approve
L o 25.09.2014 d
: ﬁQ File RILA File :34/24/040/00079/AM15/ Lic.No/Date:341004031 |Defer
:01/82/050/00634/AM15 7 Date:
/ 26.06.2014

[Decision : In the light of written comments received from Department of Chemicals and
32 Ipetrachemicals vide their U.O No. 14010/ /2013-Ch. I dated .2013, it was decided to ratify

o norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever
is less:
Export product Exp. SI.No. | Importitems Qty. Allowed
‘ Qty.
§ CALCIUM BUTYRATE 1kg 1 BUTYRIC ACID

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

Case No.:52/8/82-ALC4/2014 [Party Name:LAKE ~[Meet No/Date:8/82- [Status:Case
CHEMICALS PRIVATE ALC4/2014 Deferred
_ LIMITED - R 2_5.09.20 14 ' k
330 [HQ File RLA File Lic.No/Date:0710105418 {Defer
101/82/050/00716/AMLS/  [:07/24/040/00096/AM15/ [26.06.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:80/8/82-ALC4/2014 [Party Name.PREGNA Meet No/Date:8/82- [Status:Case
INTERNATIONAL LTD, ALC4/2014 Deferred
331 |HQ File RLA File Lic.No/Date:0310786143 [Defer
01/82/050/00744/AMIS/  |:03/95/040/00250/AM1S/  [27.06.2014 |Date:12.11.2014

Decision : It was decided to defer the case for 12.1 1.2014 for comments of Petrochemical
Division of Department of C&PC :

Case No.:225/6/82- Party Name:SOLARIS Meet No/Date:8/82- _ [Status:

ALC4/2014 CHEMTECH INDUSTRIES [ALC4/2014 Approved
, LTD. - 25.09.2014 _

HQ File RLA File Lic.No/Date:3410040320 [Defer Date:

:01/82/050/00627/AM15/ :34/24/040/00066/AM15/ 27.06.2014

Decision : In the light of written comments received from Department of Chemicals and
332 |Petrochemicals vide their U.0 No. 14022/2/2014-Ch. 1| dated 10.10.2014, it was decided to

ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. Sl.No. | Importitems Qty. Allowed
Qty.
ETHYL-2-BROMOBUTYRATE | 1 kg 1 N-BUTYRIC ACID 0.601 kg
ETHYL-2 BROMO BUTRATE / _ C4H802 &
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s 2- BROMO BUTRIC ACID
' ETHYL ESTER) C6H11BrO2 :
RA may take appropriate action as per the decision of Norms Committee.
Case ﬁo;:219:’6182- Party Name:UNICHEM Meet No/Date:8/82- Status:Case
|ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
[25.09.2014

333 {HQ File RLA File Lic.No/Date:0310786118 [Defer
101/82/050/00621/AM1S/  |:03/95/040/00221/AM15/  [27.06.2014 _ [Date:12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:199/6/82- Party Name:HJAROCHEM |Meet No/Date:8/82-  [Status:Cose
ALC4/2014 PVT. LTD., ALC4/2014 Deferred
_ 25.09.2014 - ‘

334 [HQ File RLA File Lic.No/Date:0810132520 |Defer
:01/82/050/00601lAM_15/ :08/24/040/0(_)_569{AM14/ 30.06.2014 Date:12.1 1.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

Case No.:28/8/82-ALC412014 [Party Name:PORUS Moot NoDator8/85-  [Statoss
LABORATORIES PVT LTD. ALCA4/2014 Apporved
[25.09.2014
HQ File RLA File Lic.No/Date:0910060554 |Defer
‘ :0]/82/050/00692/AM15/ :09/24/040/00129/AM 15/ ~[30.06.2014 Date:12.1 1.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/33/2013-Ch. Il dated 15.09.2014, it was decided to

ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

335 | Item of Export Qty. S,No | Item of Import Quantity
allowed kg/kg
2-Phenyl-3,3-Bis(4-Hydroxy 1kg 1. Phthalic 0.927 k
Phenyl) Phthalimide (PPPBP) Anhdydride TelRg
2. Phenol 1.145 kg
3. Zinc Chloride 0.546 kg
4. Aniline 0.730 kg
5. Methanol 2.00 kg
6. Activated Carbon | 0.400 kg

] ]RA may take_ appropriate action as per the decision of Norms Committee,

Case No.:212/6/82- Party Name:RAY Meet No/Date:8/82-  |Status:Case
ALC4/2014 CHEMICALS PRIVATE  |ALCA472014 Deferred
36 | LIMITED, 25.09.2014 7
HQ File RLA File Lic.No/Date:0710105469 [Defar
OUB2/0SO/00614/AMIS/ _ |[07724/040/00098/AM1S/  [30,06.2014 | o Date: AN
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Decision : It wag decided to defér the case for 12.11.2014 for comments of Department of

Pham_n_aceuticals.
: . . me: -8/82- tus:Case
.:26/8/82-ALC4/2014 |Party Name:SUVEN LIFE Meet No/Date:8/82 Sta
Case No:2 SCIENCES LIMITED ALCA4/2014 Deferred
25.09.2014 7
i /Date:0910060553 |Defer
7 HQ File RLA File Lic.No.
-33 01/82/050/00690/AM15/ 09/241:'040/00173;’AM15/r 30.06.2014 Date: 12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Departments of

338

Meet No/Date:8/82-

Status:Case

Case No.:210/6/82- Party Name: WEXFORD

ALC4/2014 LABORATORIES P LTD ALC4/2014 Deferred
25.09.2014 ]

HQ File RLA File Lic.No/Date:0710105465 |Defer

01/82/050!00612/AM15/ 0‘7!24/040/00105/AM15/ _ 30.06. 2014 Date ]2 11.2014

Decision : It was decided to defer the case for 12. 11 2014 for comments of Department of

Pharmaceuticals.

339

Case No.:26ﬂ6ﬁ2—

Meet NofDaté:S/sz-

Sﬁtus:Case

Party Name:FORACE
ALC4/2014 POLYMERS (P) LTD. ALC4/2014 Deferred
7 25.09.2014 _
HQ File RLA File Lic.No/Date:0510389232 {Defer
101/82/050/00604/AM 15/ 105/23/040/00139/AM1 5/ 01.07.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Petrochemical
|Division of Department of C&PC

340

"[Case No..95/8/82-ALC4/2014

Party Name:RIOCARE INDIA

|Status:

Meet No/Date:8/82-
PRIVATE LIMITED. ALC4/2014 Approved
25092014
HQ File RLA File Lic.No/Date:0310786223 [Defer Date:
:01/82/050/00759/AM15/ :03/95/040/00228/AM15/ 01.07.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/635/2013-PI(Norms)
dated 02.09.2014 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 Simethicone (3 Export Item)

Sl. No. | Export product Import items Qty. Allowed
1 kg Export Product
Simethicone 100% USP or BP Silicone Fluid / Oil of 0.96 kg/kg
1 or EP N
relevant Viscosity
) ggz}:thlcone Emulsion USP Silicone Fluid / Oil of 0.288 kg/kg ‘\&
elevant Viscosi
" _ wm Slty e NIRMallHUMAR
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Diméfhicone USP or BP or_ﬁ’
(Various Viscosity)

Silicone Fluid / Ol of
relevant Viscosity

101 kg/kg

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

L — _ . o . ———
No.:62/8/82-ALC472014 |Party Name:ADCOCK Meet No/Date:8/82 Status:
Case No INGRAM LD, ALC4/2014 Deferred
25.09.2014
341 [HQFile RLA File Lic.No/Date:0710105491 [Defer
:01/82/050/00726/AM 15/ :07/24/040/0011 1/AM15/ 02.07.2014 Date 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:2§f8!82-ALC4f2014 Party Name:DIVIS Meet No/Date: 8/82- Status:Case
PHARMACEUTICALS ALC4/2014 Deferred
o PRIVATE LIMITED 25.09.2014 o
342 JHQ File RLA File [|Lic.No/Date:0910060578 |Defer
:01/82/050/00693/AM15/  |:09/24/040/0018/AM15/  [04.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:83/8/82-ALC4/2014 [Party Name:MANGALAM _|Mect NoMDate:8/82- [Status:Case
ORGANICS LIMITED ALC4/2014 Deferred
(FORMERLY DUJODWALA '[25.09.2014 _
343 [HQ File RLA File Lic.No/Date:0310786418.|Defer
{  [01/82/050/00747/AM1S/  [:03/95/040/00109/AM1S/  {04.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:61/8/82-ALC4/2014 |Party Name-PAYAL Meet No/Date:8/82- _ [Status:
PETROCHEM PRIVATE ALC4/2014 approved
LIMITED 25092014
HQ File RLA File Lic.No/Date:0510389377 '|Defer Date:
:01/82/050/00725/AM15/ :05/24/040/00143/AM]5/ 04.07.2014

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/18/2011-Ch. Il dated 28.05.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

344 [whichever is less:
Export product Exp. SLNo. | Import items Qty. allowed
Qty.
Di-Octiyl Tetraphthlate lkg 1 Pure Tere Phthalic Acid | 0.447 kg
(DOTP)
2 E-Fthyl Hexanol 0.680 kg
RA may take appropriate action as per the decision of Norms Committee,
[345 |Case No.:18/8/82-ALC4/2014 [Party Name:RA CHEM [Meet No/Date:8/82- 5o - SRGiCave. KL@
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PHARMA LIMITED ALCA4/2014 Deferred
HQ File RLA File Lic.No/Date:0910060577 [Defer
O1/82/050/00682/AMIS/  |:09/24/040/00176/AM1S/  [04.07.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pha:macepti_cals. )
Case No.:218/6/82- Party Name:UNICHEM Meet No/Date:8/82-  [Status:Case
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred

_ 25092014

346 [HQ File RLA File |Lic.No/Date:0310786466 [Defer
‘01782/050/00620/AM1S/ |:03/95/040/00246/AM15/  {07.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.25014 for comments of Department of
Pharmaceuticals.

| Case No.:23/8/82—ALC412014: Party Name:-ADCO.CK -|Meet No/Date:8/82- Status:Case
INGRAM LTD, ALC4/2014 Deferred
, . [2s.09:2014 -

347 [HQ File RLA File Lic.No/Date:0710105575 [Defer
:01/82/050/00687/AM1S/  |:07/24/040/00120/AMIS/  [08.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.25014 for comments of Department of
Phannac_euticals.

Case No. 17/8/82-ALCAT2014 [Party Namo:GLAND Meet No/Date:8/82- [Status:
PHARMA LIMITED ALC4/2014 Approved

25.09.2014 _

HQ File RLA File Lic.No/Date:0910060614 [Defer Date:

:01/82/050/00681/AMIS/  :09/24/040/00174/AM15/ 08.07.2014 )

Decision : Committee considered the Case as per agenda and in light of written comments

received from Department of Pharmaceuticals vide their OM No. 35011/53/2014-PI{Norms)

dated .2014 and in consultation with technical authority present in meeting, decided to ratify

norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
Export Product : Adenosine Injection USP Prefilled Syringe 3mg/ml, 4ml in a PFS

348 | [SINo. Import Item Norms As per Central Batch Lowest of
4} Applied Excise Logsheet 2 to@)
2) Certificate 4
3)
1 Adenosine 0.0132 N.A, NIL 0.0132
__gm/vial _gm/vial
2 Barrel Syringes (Glass) 1.28 Nos. 1.1095 NIL 1.1095 Nos.
3 V-OVS 106 Tip Caps 1.2942 1.03 Nos, NIL 1.03 Nos.
{Plastic) Nos.

4 Plunger Stoppers (Rubber) 1.28 Nos. 1.1481 NIL 1.1481 Nos.

5 Plunger Rods (Plastic) 1.08 Nos. 1.03 Nos. NIL 1.03 Nos,

6 Filters (Plastic) Consumable, on Net to Net basis

7 Tubing (Plastic)

8 Reference Standards V\Q
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“ In accordance with the earlier dicisions of Nonns;Committee, present case may be considered specific to,
USFDA project and Export to USA only.

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

| Cas; N-o-.“:-7_618I82-ALC4f2014 Party Name:KARNATAKA Meet No/Date:8/82- Status:Case
ANTIBIOTICS & ALC4/2014 Deferred
PHARMACEUTICALS 25.09.2014
- - LTD', - . PR
349 [HQ File RLA File Lic.No/Date:0710105576 [Defer
:01/82/050/00740/AM1S/  |:07/24/040/001 I%/AM15/  |08.07.2014 Date:12.11.2014
|Decision : It was decided to defer the case for 12.11.25014 for comments of Department of
Pharmaceuticals.
Case No.-:-8418182-ALC4I2014 Party Name:NAPROD LIFE |Meet No/Date:8/82- Status:Case
SCIENCES PVT. LTD. ALC4/2014 Deferred
350 [HQ File RLA File Lic.No/Date:0310786556 |Defer
|:01/82/050/00748/AM15/  [:03/95/040/00258/AM15/  [08.07.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Pharmaceuticals. '

351

Case No.:207/6/82- Party Name:VARUN " [Meet No/Date:8/82- Status:Case
ALC4/2014 MEDIMPEX TNC. ALC4/2014 Deferred

HQ File RLA File Lic.No/Date:0510389445 |Defer
01/82/050/00609/AM1S/  |05/24/040/00136/AM15/  [08.07.2014 Date:20.10.2014

Decision : It was decided to discuss the comments received from Petrochemical Division of Department
of C&PC. The case is deferred for 20.10.2014.

[ [Case No.:78/8/82-ALC4/2014 |Party Name:BALAJT AMINES [Meet NoDaed/or—— Status:
LIMITED ALC4/2014 |Approved
) 25.09.2014 e
HQ File RLA File Lic.No/Date:311 540 ‘|Defer Date:
:01/82/050/00742/AM15/ :31/83/040/00074/AM1S/  [09.07.2014 -

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/122/2011-Ch. Il dated 25.08.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

352
Export product Exp. SL.No. | Import items Qty. allowed
Qty.

N-METHYL-2-PYRROLIDONE | 1 kg 1 METHANOL 0.370 kg
2 AMMONIA ANHYDROUS | 0.160 kg
3 1,4 BUTANEDIOL 1.044 kg
4 METHYLAMINE 0.00080 kg

CATALYST

5 GBL CATALYST 0.00075 kg
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’ ‘ |R_A may take appropriate action as per the d_gcision_of Norms Committee
| [Case No.:21/8/82-ALCar2014 Party Name:MYLAN Meet No/Date:83/82-  [Status:Case
LABORATORIES LIMITED |ALC4/2014 Deferred
) , 125092014 |
353 (HQ File RLA File Lic.No/Date:0910060632 {Defer
:01/82/050/00685/AM15/  |:0924/040/00134/AM1S/  [09.07.2014 | Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:31/8/82-ALC472014 [Party NameMVLAN Meet No/Date:8/82-  [Status:Case
LABORATORIES LIMITED |ALC4/2014 Deferred
_ 25.09.2014 L
354 |HQ File RLA File Lic.No/Date:0910060631 [Defer
'01/82/050/00695/AM 15/ 09/24/040/00168/AM15/ 09.07.2014 Date: 12. 11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
_[Pharmaceuticals,
Case No.:53/8/82-ALC4/2014 P.arty Name:ALEMBIC Meet No/Date:8/82- Status:Case
PHARMACEUTICALS LTD ALC4/2014 Deferred
| 25.09.2014 N
355 [HQ File RI.A File Lic.No/Date:3410040353 [Defer
'01/82/050/00717/AM15/ 34/24/040/00090/AM15/ ~[10.07. 2014 Date: 12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
7 Pharmac_guttcals
[ [Case No.:193/6/82- Party Name:MOREPEN  [Meet NoDate8/83- [Status: Cass
ALC4/2014 LABORATORIES LTD., ALC4/2014 Deferred
7 ) 2_5.09.2(_)14 _ o
356 [HQ File RLA File Lic.No/Date:0510389651 [Defer
:01/82/050/00595/AM15/ _ ‘05/24/040/00144/AM15/ [11.07.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
{Pharmaceuticals.
Case No.:l94-16182-. Party Néme:MOREi’EN Meet No/Date:8/82- ' Stat;s:Case
ALC4/2014 LABORATORIES LTD., ALC4/2014 Deferred
: .. 25.09.2014 L
357 |HQ File RLA File Lic.No/Date:0510389654 |[Defer
'01/82/050/00596/AM1 5/ 05f24/040/00 147/AM1 5 11.07.2014 Date:12.11.20 14
Decision : It was decnded to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:196/6/82- Party Name:MOREPEN Meet No/Date:8/82-  [Status:
ALC4/2014 LABORATORIES LTD., ALC4/2014 Approved
| 25.09.2014 _
38 [HQ File RLA File Lic.No/Date:0510389653 [Defer Date:
:01/82/050/00598/AM15/ '05/24/040/00146/AM15/ 11.07.2014
Decision : Committee considered the case as per agenda and in light oé gntten comments m
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received from Department of Pharmaceuticals vide their OM No. 35011/146/2014—P|(Nonns)
dated 09.10.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:-
Export product Exp. | SI.No. | Import items Qty. Allowed
Qty. Kg/k
8-Chloro-11-HidroxyN- | 1kg | | 3-chioro benzyl
oro-11-Hidroxy-N- g id 1.82
Methyl Piperidino cyanide 8
Azatadine(L8) Sodium methoxide 1.218
N,N-Dimethyl
carbomy! chloride 2233
4 N,N-Dimethyl
formamide 0.05
5 Toluene 497
6 Methylene chloride 3.09
7 Aacetonitrile 0.63
8 Tetrahydrofuran 335
9 Isopropyl alcohol 2.12

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

: Case N o.:i..§816:’82-

Party Name:MOREPEN

Status:Case

Meet No/Date:8/82-
ALC4/2014 LABORATORIES LTD., ALC4/2014 Deferred
| 25.09.2014 __
HQ File RLA File Lic.No/Date:0510389652 |Defer
‘01/82/050/00600/AM1S/  [:05/24/040/00145/AM15/ (11072014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
| |Case No.:85/5/82- Party Name:S M S Meet No/Date:8/82- Status:
1ALC4/2014 PHARMACEUTICALS [ALC4/2014 Approved
_ LTD 25.09.2014 o o
HQ File RLA File Lic.No/Date:0910060654 |Defer
101/82/050/00402/AM15/ |:09/24/040/001 85/AM15/ |11.07.2014 Date:12.11.2014

Decision : In the light of earlier decision taken b
was decided to ratify norms under Para 4.7 of H

y NCin its 3/82 meeting dated 02.05.2013, it
BP v1 as per details given below or as applied by

360
the firm, whichever is less:
Export product Exp. Qty. | SI.No. | Import items Qty. allowed
Efavirenz lkg 1 (S)-5-chloro-alpha-{cyclopropyl 0.987 kg
ethylyl)-2-amino-alpha-(trifluoro
methyl) benzene methanol
RA may take appropriate action as per the decisi_on of Norms Committee, _wy zgggfrﬁm 2 VA
' . Uf'r?qo' i T Tare
T BTG L0 Trage
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[ [Case No.:14/8/82-ALC4/2014

Party Name:SATYA -

Meet No/Date:SIéZ-

Status:Case

DEEPTHA ALC4/2014 Deferred
PHARMACEUTICALS LTD [25.092014 |
361 [HQ File RLA File Lic.No/Date:0910060653 [Defer
[01/82/050/00678/AM1S/  |:09724/040/00191/AMIS/ (11072014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11

2014 for comments of Department of

Party Name:RA CHﬁM

Status:Case

Case No.:36/3/82-ALC4/2014 Meet No/Date:8/82-
PHARMA LIMITED ALC4/2014 Deferred
_ 25.09.2014
362 [HQ File RLA File Lic.No/Date:0910060661 |Defer
:01/82/050/00700/AM15/ :09/24/040/001 98/AM15/ 14.07.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Party Name:SHILPA

Meet No/Date:8/82-

Status:Case

Case No.:27/8/82-A1.C4/2014
MEDICARE LTD., ALC4/2014 Deferred
~25.09.2014 L
363 (HQ File RLA File Lic.No/Date:0710105736 |Defer
:0]/82{_’_050/00691/AM15/ :07f24/040/00]_44/AM15/ , 15.07.2014 Dat_¢:12.ll.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals. _
Case No.:200/6/52- Party Name:PANACEA Meet No/Date:8/82-  [Status:Case
ALC4/2014 BIOTEC LTD., ALC4/2014 Deferred
 [25.092014 S
364 |[HQ File RLA File Lic.No/Date:0510389734 [Defer
:0[_/8_2/050/00602/AM 15/ :(_)5/24/040/00]68/AM 15/ 16.07.2014 Datp: 12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Petrochemical
Division of Department of C&PC.

Party Name:ALCHYMARS

Meet No/Date:8/82-

Status:Case

Case No.:214/6/82-
ALC4/2014 ICM SM PRIVATE LIMITED [ALC4/2014 Deferred
N ~[25.09.2014 ) : _

365 |HQ File RLA File Lic.No/Date:0410159026 |Defer
:01/82/050/00616/AM15/ :04/24/040/00067/AM 15/ 18.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:124/8/82-ALC4/2014 [Party Name:BALAJI AMINES [Meet No/Date 8/32- Status:
LIMITED ALC4/2014 Approved
25.09.2014

366 [HQ File RLA File Lic.No/Date:3110064568 |Defer Date:

:01/82/050/0078_8/AM1 5/ :31/83/040/00077/AM15/ 18.07.2014

Decision : in the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/122/2011-Ch. Il dated 25.08.2014, it Wecided to




ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Export product Exp. SL.No. | Importitems Qty. Allowed

Qty.
GAMMA BUTYROLACTONE [ 1 kg 1 1,4 BUTANEDIOL 1.16 kg
2 GBL CATALYST 0.001 kg
RA may take appropriate action as per the decision of Norms Committee.
Case No.:59/8/82-ALC4/2014 |[Party Name-GLOBAL Meet No/Date:3/82-  [Status:
CALCIUM PRIVATE ALC4/2014 Approved

o LIMITED, 25.09.2014 o
HQ File {RLA File Lic.No/Date:0710105911 [Defer Date:
:01/82/050/00723/AM15/ :07/24/040/001 !3/AM 15/ 18.07.2014

367

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/56/2011-Ch. Il dated 22.05.2012, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

whichever is less;

Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
CALCIUM GLUCONATE - 1kg 1 CALCIUM GLUCONATE - | 1.025 kg
POWDER GRANULAR
RA may take appropriate action as per the decision of Norms Committeg.
Case No.:41/8/82-ALC412014 |Party Name:R L FINE CHEM [Meot NolDate®/82. ~ IStatos:Cace
ALCA4/2014 Deferred
25.09.2014 o
368 HQ File RLA File Lic.No/Date:0710105883 |Defer
:01/82/050/00705/AM1S/  |:07/24/040/00130/AM15/  |18.07.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
“[Case No.:60/8/82-ALC472014 [Party Name:R L FINE CHEM [Meet No/Date8/32— StatesCoss
ALC4/2014 Deferred
h N 25.09.2014 _
1369 [HQ File RLA File Lic.No/Date:0710105849 |Defer
:01/82/050/00724/AM1S/  |:07/24/040/00120/AMIS/  [18.07.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comm

ents of Department of

Pharmacegticals.
" [Case No.:69/8/82-ALC472014 [Party Name:DEEPAK Meet No/Date:8/82-  [Status:Case
NITRITE LIMITED ALC4/2014 Deferred
_ 25.09.2014 I
370 |HQ File RLA File Lic.No/Date:34 10040383 |Defer
:01/82/'050/00733/AM_15/ :34f24/040/00_0_83/AM15/ 21.07.2014 Datg:lll 1.2014

C&PC.

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Case No.:70/8/82-ALC4/2014 [Party NameSHANFAR —— Meet No/Date:8/82-  [Status:Case
INDUSTRIES PVT. LTD.  |ALC472014 Deferred
| _ 125.09.2014 |
HQ File RLA File Lic.No/Date:3410040385 [Defor
OVS/OS0/00T34/AMIS!  |34724/040/00097AMIS) |21 07, 2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
C&PC.

Case No.:103/8/82- Party Name:IPCA ~ [Meet No/Date:#/82- [StatasiCone
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
25.09.2014

HQFile RLA File Lic.No/Date:0310787202 [Defor
DUSA0S0/00T6T/AMIS/  |[03/94/040000230/AM1S/  [22.07, 2014 Date:12.11,2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:2/6/82-ALCA/2014 [Party Name:SOFTGEL — [Nieqt No/Date:8/82-  [Statas:Case
HEALTH CARE PVT. LTD., |ALC4/2014 Deferred
25.09.2014 _
HQ File RLA File Lic.No/Date:0410159058 [Defer
[OUB21050/00404/AM1S/ 0424104010003 1/M15/ 22.072014 Date:12.11.2014

Decision : It was decnded to defer the case for 12. 11 2014 for comments of Department of
Pharmaceuticals.s

Case No.:71/8/82-ALC4/2014 Party Name:ALEMiBIC Meet No/Date:8/82- |Status:Case
PHARMACEUTICALS LTD |ALC4/2014 Deferred
25.09.2014

HQFE RLAFile ~ " [LicNo/Date: 3410040394 [Defer
OVB2050/0073S/AMIS/  |:34724/040000099/AM15/ |23 07.2014 Date:12.11.2014

Decision : It was decided to defer the case for 12 11.2014 for comments of Department of
Pharmaceuticals.

[Case No.-3/6/82-ALCarz014 Party Name:CADILA Meet No/Date:8/82-  [StatusiCase
HEALTHCARE LTD., ALC4/2014 Deferred
25.09.2014

HQ File ' RLA File —[Lic.No/Date:0810133790 |Pares
[:01/82/050/00405/AM1S/ :0824/040/00165/AM1S/ 123,07, 2014 Date:12.11.2014

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
[Pharmaceuticals,

Case No.:5/6/82-ALC4/2014

Party Name:COVALENT [Moet No/Date8/3. Status:Case
LABORATORIES PRIVATE |ALC4/2014 Deferred
| LIMITED ~ [25.092014 |
HQ File [RLA File Lic.No/Date:0910060728 |Defer
101/821050/00407/AMLS/  |:09/24/040/00195/AM15/ 24.07.2014 Date:12.11.2014

Pharmaceuticals. _ s
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Case No.:122/8/82-

Party Name:EMCiJi{E

Meet No/Date-8/82-

S&ius:Case

ALC4/2014 PHARMACEUTICALS LTD. |[ALC4/2014 Deferred
_ [25.09.2014 »
HQ File RLA File Lic.No/Date:3110064607 |Defer
:01/82/050/00786/AM15/  |:31/83/040/00101/AMIS/  [24.07.2014  |pae:12.112014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:123/8/82- Party Name:EMCURE Meet No/Date:8/82- _ [Status:Case
ALC4/2014 PHARMACEUTICALS LTD. |[ALC4/2014 Deferred
o 7 ~ [25.09.2014 7 )
HQ File RLA File [Lic.No/Date:3110064609 |Defer
01/82/050/00787/AMI5/ |:31/83/040/00104/AM15/  [24.07.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals’
Case No.:68/8/82-ALC4/2014 |Party Name:KARNATAKA _[Mest No/Date 885 [StatarCase
ANTIBIOTICS & ALC4/2014 Deferred
PHARMACEUTICALS 25.09.2014 '
LD, | | .
1HQ File RLA File Lic.No/Date:0710106124 |Defer
:01/82/050/00732/AMIS/  |:07/24/040/00146/AM1S/  [24.07.2014 |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals’
Case No.:33/8/82-ALC472014 [Party Name:PAYAL Meet NoDate:8/82- _ [Status:
PETROCHEM PRIVATE ALC412014 Approved
LIMITED 25.09.2014 .
HQ File RLA File Lic.No/Date:0510389937 '[Defer Date:
:01/82/050/00697/AMIS/  |:05/24/040/00496/AM14/  [24.07.2014

whichever is less:

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/18/2014-Ch. Il dated 28.05.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

Export product Exp. S.No. | Import items Qty. Allowed
Qty.

Di Iso Nonyl Adipate lkg 1 Iso Nonanol 0.754 kg
(DINA) 2 Adapic Acid 0.385 kg

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

| Case No.:67/8/82-ALC4/2014 |Party Narﬁe:STERlCON Meet No/Date:8/82- Sﬁtus:éase
PHARMA PVT.LTD., ALC4/2014 Deferred
125.09.2014 L
HQ File RLA File Lic.No/Date:0710106121 [Defer
:01/82/050/00731/AM 15/ :07/24/040/00150/AM 15/ 24.07.2014 Date:12.11 2014

Pharm_aceuticals’

Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
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Case No.:63/8/82-ALC4/2014

Meet No/Date:8/82-

Sﬁtus:Case

Party Name:ADCOCK
INGRAM LTD, ALC4/2014 Deferred
5 L 25092014 .
382 HQ File RLA File Lic.No/Date:0710106181 [Defer
:01/82/050/00727/AM15/ :07/24/040/00148/AM15/ 25.07.2014 Date:12.11.2014.

Pharmaceuticals’

Decision : It was decided to defer the

case for 12.11.2014 for comments of Department of

Case No.:64/8/82-ALC4/2014

Meet No/Date:8/82-

Status:Case

Party Name:MORE;EN
LABORATORIES LTD., ALC4/2014 Deferred
o - 25.09.2014
383 [HQ File [RLA File Lic.No/Date:0510389956 [Defer
:01/82!050/00728/AM715/ :05/24/040/00189/AM15/ 25.07.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12. 11 2014 for comments of Department of
_|Pharmaceuticals.
[ Case No.:6/6/82-AL.C4/2014 Party Name:OCEAN Meet No/Date:8/82- Status:
PHARMA COATPVTLTD. |ALC42014 Approved
- 25.09.2014 ‘
HQ File RLA File Lic.No/Date:0910060738 |Defer Date:
01/82/050/00408/AM15/  |:09/24/040/00216/AM15/  [25.07.2014

Decision : In the light of earlier decision
|was decided to ratify norms under Para

taken in mecting no, 22/82 dated 20.02.2014, it
4.7 of HBP v1 as per details given below or as

384 applied by the firm, whichever is less:
Export Export SLNo. | Import items Qty.
roduct Qty. allowed
Orlistat 1kg Orlistat 0.505/kg
Pellets 50%
RA may take appropriate action as per the decision of Norms committee.
[ [Case No.:65/8/82-ALC4/2014 [Party Name:OTSURA Meet No/Date:#/82- [StatusrCase
CHEMICAL ( INDIA ) ALC4/2014 Deferred
| PRIVATE LIMITED 25.09.2014
385 (HQ File RLA File Lic.No/Date:0510390112 {Defer
:01/82/050/00729/AM 15/ :05f24/040/00170/AM 15/ 05.08.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals._
Case No.:66/8/82-ALC4/2014 Party Name:RECKITT Meet No/Date:8/82- |Status:Case
BENCKISER ALC4/2014 Deferred
HEALTHCARE INDIA 25.09.2014
LIMITED
386 [5q File [RLA File [Lic.No/Date:05 10390158 [Defer
:01/82/050/00730/AM15/ :05/24/040/00205/AM15/ 06.08.2014 |Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer th

e case for 12.11.2014 for comments of Department of l%

B
Dy, Dlr@(torG ,1(( o ﬁ T &y

DIFECledh_ Ge
B fq’ln‘l[,'u

KRR TN

Udyog B a3, qig‘ﬁ%ﬂ

hawa



Case No.:215/6/82- Party Name:CADILA Meet No/Date:8/82- "|Status:
ALC4/2014 |HEALTHCARE LTD., ALC4/2014 approved
_ B 25092014 |
HQ File RLA File Lic.No/Date;0810132940 |Defer Date:
:01/_8_2/050/096___17/AM15/ :08/24{040/00199/AM15/ 08.08.2014 o
Decision : In the light of earlier decision taken in meeting no. 10/82 dated 22.08.2013, it was
decided to ratify norms under Para 4.7 of HBP v 1 as per details given below or as applied by the
firm, whichever is less:
Export product Exp. Qty. SLNo. | Import items Qty.
allowed
Atenolol 25mg 1,00,000 1. Atenolol USP 2.55kg
Tablets Nos. 2. HD Silicified Microcrystalline 6.87 kg
Cellulose
3. Povidone K 30 USP 0.058 k.
4. Citric Acid Anhydrous USP 0.025 k.
5. Croscarmellose Sodium 0.363 kg
6. Magnesium Stearate 0.073 kg
7. Bottles & Caps (Packing As per
Materials in finished Form) packing
Ta. 60 CC White HDPE Round policy
bottel
7b. 75 CC White HDPE Round
bottle
Tc. 150 CC White HDPE Round
Bottle
387 7d. 400 CC White HDPE Round
Bottle
Te. 750 CC White HDPE Round
Bottle
1. 33 MM White PP Screw Cap
7g. 38 MM White PP Screw Cap
7h. 53 MM White PP Screw Cap
1. Atenclol USP 5.10 kg
2. HD Silicified Microcrystalline 13.74 kg
Cellulose
3. Povidone K 30 USP 0.115k
4, Citric Acid Anhydrous USP 0.050 kg
5. Croscarmellose Sodium 0.725 kg
6. Magnesium Stearate 0.145 kg
7. Bottles & Caps (Packing As per
Materials in finished Form) packing
Atenolol 50 mg 1,00,000 Ta. 60 CC White HDPE Round policy
Tablet Nos. bottel
7b. 75 CC White HDPE Round
bottle
Te. 150 CC White HDPE Round
Bottle
7d. 400 CC White HDPE Round
Bottle
Te. 750 CC White HDPE Round
Bottle e W
. 33 MM White PP Screw Cap .. T*re/
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7g. 38 MM White PP Screw Cap
7h, 53 MM White PP Screw Cap
1. Atenolo! USP 10.20 kg
2. HD Silicified Microcrystalline 27.48kg
Cellulose
3. Povidone K 30 USP 0.230 kg
4, Citric Acid Anhydrous USP 0.100kg
5. Croscarmellose Sodium 0.75 kg
6. Magnesium Stearate 0.290 kg
7. Bottles & Caps (Packing As per
Materials in finished Form) packing
Ta. 60 CC White HDPE Round policy
Atenolol100 mg 1,00,000 bottel
Tablet Nos. 7b. 75 CC White HDPE Round
bottle
Tc. 150 CC White HDPE Round
Bottle
7d. 400 CC White HDPE Round
Bottle
Te. 750 CC White HDPE Round
Bottle
7f. 33 MM White PP Screw Cap
7g. 38 MM White PP Screw Cap
7h. 53 MM White PP Screw Cap
RA may take appropriate action as per the decision of Norms Committee.
[Case No.:1/7/82-ALC4/2014 [Party Name:COVALENT __|Meet No/Date-8/82- Status:Case
LABORATORIES PRIVATE [ALC4/2014 Deferred
o LIMITED 25.09.2014 }

388 [HQ File RLA File Lic.No/Date:0910060890 |Defer
01/82/050/00645/AM15/  |:09/24/040/0026/AM1S/  [26.08.2014 Date:12.11.2014
Decision : It was decided to defer the case for 1s2.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:2/8/82-ALC4/2014 |Party Name:SAURAYV Meet No/Date:8/82- Status:Case
CHEMICALS LTD, ALC4/2014 Deferred
| 25.09.2014 _

389 [HQ File RLA File Lic.No/Date:2210015079 |Defer
:01/82/050/00666/AM15/ :22/24/040/00051/AM15/ 03.09.2014 _ Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

[ [case No.:5/7/82- Party Name: THEMIS Meet No/Date:8/82- Status:Case
ALC4/2014 PHARMACEUTICALS(PROP.CHEM |ALC4/2014 Deferred

(1 OSYN LTD.) . psoo2014

39 HQFile RLA File :08/24/040/00177/AM15/ /|Lic.No/Date:081013321 (Defer

0 |:01/82/050/00649/AM 7 Date:12.11.201
15/ 03.09.2014 4
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of m
Pharmaceuticals.s T:;"";FT?;Q:—’WMN; UMAR
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[Case No+1/8/82-ALCA72014  [Party Name:OPTIMUS ™~ Moet No Do g/ Status:
DRUGS PRIVATE LIMITED |ALC4/2014 |approved
| 25002014 |
HQ File [RLA File Lic.No/Date:0910060915 |Defer Date:
01/82/050/00665/AM1S/  |09/24/040/00100/AM1S/  |04.09.2014

Decision : In the light of earlier decision taken in meeting no. 2/82 dated 18.04.2013, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is

less:
391 | ['Export product | Exp. SLNo. | Import items Qty. allc
Qty. ‘
Rosuvastatin 1 kg. 1. (4R-Cis) -6-{(Acetyloxy) Methyl]-2,2- 187 ki
Calcium Dimethyl-1,3-Dioxane-4-Acetic Acid-1,1-
Dimethylethyl Ester (DS)
2 4-(4-FIuorophenyi)-6-Isopropyl—2[(N-Methyl- 1.871 ki

N- Methylsulphonl)Amino] Pyrimidine 5-YL-
Methanol (Z7)

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

Case No.:3/8/82-AL.C4/2014 |Party Name:CADILA Meet No/Date:8/82- |Status:
HEALTHCARE LTD., ALC4/2014 |approved
o | o 125092014 |
HQ File RLA File Lic.No/Date:0810133319 :(Defer Date:
:01/82/050/00667/AM15/ :08/24/040/00221/AM15/ 12.09.2014

Decision : In the light of earlier decision taken in meeting no. 22/82 dated 20.02.2014, it
was decided to ratify norms under para 4.7 of HBP v 1 as per details given below or as applied by
1392 jthe firm, whichever is less:

Export product Export | Sl.No. | Import items Qty. allowed
Qty.

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

Case No.:418182-ALC;1!‘2014

Party Name:HONOUR LAB _[Mect No/Date:3/82-  [Status:Case
LIMITED ALC4/2014 Deferred
25.09.2014 o
{393 [HQ File RLA File Lic.No/Date:0910060963 [Defer
01/82/050/00668/AM1S/  |:09/24/040/003 18/AM15/ 12.09.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

Phannac_euticals.

Case No.:6/8/82-ALC4/2014 |Party Name:HONOUR LAB  IMeet NolDate:8/82- Status:Case

LIMITED ALC4/2014 |Deferred
. 25.09.2014 , B
394 HQ File RLA File Lic.No/Date:0910060964 [Defer
:01/82/050/00670/AM 15/ :09/24/040/003 14/AM 15/ 12.09.2014 Date:12.11.2014
lDeclsmyl : It was decided to defer the case for 12.11.2014 for comments, Gf, Dep ent of %R
— o o — 2 TriNfe
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| [Pharmaceuticals.

Case No..7//82-ALC4/2014 [Party Name: HONOUR AR~ vics No/Date:8/82-

|Status:Case

JLIMITED -JALC4/2014 Deferred
L 25.09.2014 _

395 (HQ File RLA File Lic.No/Date:0910060965 |Defer
01/82/050/0067TVAM1S/  |:09/24/040/00317/AM1S/  [12.09.2014 7 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

- Case Nb;:SI&Isz-ALC412014 Party Name:HONOUR LAB Meet No/Date:8/82- Status:Case
LIMITED ALC4/2014 Deferred
_ 123.09.2014 .

1396 [HQ File RLA File Lic.No/Date:0910060966 |Defer
01/82/050/00672/AM15/ |:09/24/040/00315/AM1S/ 12092014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:/8/82-ALC4/2014 [Party Name SHIVAM OILS ~ [visat NoDate:8/82-  [Status:Case
& PROTEINS INDUSTRY, |ALC4/2014 Deferred
_ o 25092014 A

397 [HQ File RLA File Lic.No/Date: 5610004402 |Defer
:01/82/050/00669/AM 15/ :56f24/040/0003_0/AM] 5/ 12.09.2014 _ Date:12.11.2014
Decision : It was decided to defer the case for 12.] 1.2014 for comments of Department of
Pharmaceuticals.

Case No.:lZIsm-ALcmoli Party Name:DISTO Meet No/Date:8/82- i Status:r
PHARMACEUTICALS ALC4/2014 |approved
_ PRIVATE LIMITED 25.092014 | 7
HQ File RLA File Lic.No/Date:0910060973 '[Defer Date:
:01/82/050/00676/AMI 5/ 109/24/040/00321/AM15/ 15092014
Decision : In the light of earlier decision taken in meeting no. 22/82 dated 20.02.2014, it
|raq a8 decided to ratify norms under Para 4.7 of HBP v] as per details given below or as.

398 applied by the firm, whichever is less:

Export Export SL.No. | Import items Qty.
product Qty. allowed
Orlistat lkg Orlistat 0.505/kg
Pellets 50%

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

Case No.:11/8/82-ALC4/2014 [Party Name:DIVIS Meet No/Date:8/82- Status:

LABORATORIES LTD,, ALC4/2014 Approved
25.09.2014

399 [HQ File RLA File Lic.No/Date:0910060970 |Defer Date:

:01/82/050/00675/AM 1 5/ :09/24/040/00298/AM15/ 15.09.2014

Decision :
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was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by
the firm, whichever is less:
item of Export | Quantity | S,No | Item of Import Quantity
allowed kg/kg
IOPAMIDOL 1kg 1. ATIPA DI CHLORIDE 1.26
(TECH) 2. 2-ACETOXY PROPIONYL CHLORIDE 0.441
3. DI METHYL FORMAMIDE 0.702
4, ISO PROPYL ALCOHOL 71317
5. METHANOL 2.889
6. N,N-DIMETHYL ACETAMIDE 1.314
7 NITRO METHANE 0.432
RA may take appropriate action as per the decision of Norms Committee.
Case No.:10/8/82-ALC4/2014 [Party Name-HETERO Meet No/Date:8/82-  [Status:Case
DRUGS LIMITED, ALC4/2014 Deferred
25.09.2014

1400 [HQ File RLA File Lic.No/Date:0910060969 Defer _
:01/82/050/00674/AM1S/  |:09/24/040/00293/AMIS/  |15.092014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

~[Case No.:9/8/82-ALC4/2014 [Party Name:HETERO LABS Moot No/Date 8782 SrosCase
LIMITED ALC4/2014 Deferred
[25.09.2014 ]

401 HQ File RLA File Lic.No/Date:0910060967 [Defer
01/82/050/00673/AM15/  |:09/24/040/00320/AM15/  [15.09.2014 Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

{Pharmaceuticals.
Case No.:13/8/82-ALC4/2014 [Party Name:HETERO LABS [Meet No/Date:8/82- _ [Status:Case
LIMITED ALC4/2014 Deferred
_ | . 25.09.2014

402 HQ File RLA File /|Lic.No/Date:0910060989 |Defer

| [01/82/050/00677/AM1S/  |:09/24/040/00324/AM1S/  |17.09.2014  |Date:12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of

_ |Pharmaceuticals.
Case No.:125/8/82- Party Name:HETERO 7 Meet No/Date:8/82- Sﬁtus:Case 7
ALC4/2014 DRUGS LIMITED, ALC4/2014 Deferred

: . [20.09.2014 .

1403 [HQ File RLA File Lic.No/Date:0910061000 {Defer
:01/82/050/00789/AM 15/ :09/24/040/00345/AM15/ _{19.09.2014 N Date:12.1 1.2014.
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

e gomes NIRMAL KUMAR
[Y FTEifrders ey gy
Dy. Birector G s of et Trade
fagwr wnure oy, VYIeT
Directorate ¢ umwraj < wiuign Trade
g ﬁ”.l’h’D;»sar::mu.: ui Commerce

TERT wgw, we fam
Udyog Bhawan, 'f\lew Dalhi




Case No.126/8/82-  [Party NameRELIANGE —Micet NoDorshiea Status:Case
ALC4/2014 INDUSTRIES LTD. ALC4/2014 Deferred
 [25.09.2014 |

404 [HQ File RLA File Lic.No/Date:0310789468 |Defer
:0_1/82/050/00790/AM15/ ’03/95/040/00269/AM15/ & 19 09 2014 _ j Date 12.11.2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.
Case No.:127m2- P#rty NamefHETERO LABS |Meet No/Date:8/82- (Status:Case
ALC4/2014 LIMITED ALC4/2014 Deferred

| [25.09.2014 .

405 HQ File RILA File Lic.No/Date:0910061002 |Defer

:01/82{_050/00791/AM]5/ :09/24/040/00339/AM15/ 22.09.2014 |Date:12.11.2014

_ [Pharmaceuticals.s

Decision : It was decided to defer the case for 12.11.201

4 for comments of Department of

Case No.:128/8/82- Party Name: HETERO LABS [Moet No/Date:8/82-  |Status:Cass
ALC4/2014 LIMITED ALC4/2014 Deferred
125092014

406 [HQ File RLA File Lic.No/Date:0910061003 |Defer
:01/82/050/00792/AM15/ :09/24/040/003_4]/AM 15/ 22.09.2014 Date:12.11 2014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals.

Case No.:129/8/82- Party Name:HETERO LABS [Meet No/Date:8/82- Siatus:Case
ALC4/2014 LIMITED ALC4/2014 Deferred
, _ 25.09.2014 |

407 IHQ File RLA File Lic.No/Date:0910061004 |Defer
01/82/050/00793/AM15/ 09/‘24/040/00338/AM15/ ‘22.09.2014 Date;12.11.2014
Declsmn : It was decided to defer the case for 12.11.2014 for comments osf Department of
Pharmaceuticals. _ '
Case No.:l30f8[82; Party Name:HETERO LABS Meet No/Date..:8/82- ' S;atus:Case-
ALC4/2014 LIMITED ALC4/2014 Deferred

25.09.2014 _

408 (HQ File RLA File Lic.No/Date:091006 1005 |Defer
:01/82/050{00794/AM15/ :09/24/040/00332/AM 15/ - [22.09.2014 |Date:12.1 12014
Decision : It was decided to defer the case for 12.11.2014 for comments of Department of
Pharmaceuticals. )

Case No.:131/8/83- Party Name:HONOUR LAB _[Meet No/Date:8/82-  [Status:Cass
ALC4/2014 LIMITED ALC4/2014 Deferred
| 25.092014 o

1409 ’HQ File RLA File Lic.No/Date:0910061007 |Defer

01/82/050/00795/AMIS/  [:09/24/040/00353/AMIS/  [22.09.2014 Date:12.11.2014

Pharmaceuticals.

Decision : It was decided to defer

the case for 12.11.2014 for comments of Department of
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Date:25.09.2014
Place:New Delhi

WV/

Nirmal kumnar
Dy. Director General of Foreign Trade



