Office of Directorate General of Foreign Trade
New Delhi -0

Para 4.7 Decision(DRAFT)

MEETING NUMBER  :11/82-ALC4/2014 MEETING DATE : 26.11.2014
But actually held on 01.12.2014

The Meeting No. 11/82 of 2014-15 to consider the cases/issues under Duty Exemption
Scheme (Chapter-4) of Foreign Trade Policy, 2009-14 pertaining to Chemical and Allied products
and falling under Chapter 28 and 30 was scheduled for 26.11.2014 but actually held on 01.12.2014
under the Chairmanship of Shri Jaikant Singh, Addl. DGFT in Room No.11, Udycg Bhawan, New
Delhi.

Following members were present:-

Dr. Nitin Jain D/o Biotechnology

Shri Nirmal Kumar, Deputy Director General of Foreign Trade
Ms. Swati Kumari, O/c Dc (MSME)

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 —Hi meeting No. 10/82 scheduled for
12.11.2014 but actually held on 13.11.2014 and approved the same.

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

Case No. B-102 M/s Rohan Exports India Ltd. & M/a Mahesh Raj

Chemicals Ltd. .

Meeting No.11/AM15 dated — 01.12.2014 F.No. 01/83/162/00654/AM12/DES-I11

Appeals filed Against order of the Jt. DGFT, Ahmedabad in pursuance of
order dated 20.01.2010 of the Hon’ble High Court of
Gujarat.

Decision: Committee considered case as per agenda and in consultation with technical
authority present in the meeting it has been found that despite repeated reminders the
Institute of Chemical Technology Mumbai, has not given their opinion as to whether the
export product “4, 4 Diamino Sulfanilide “ is manufactured only of purity 93% on
commercial scale. Further, whether the product always contained 7% or more of impurities.
It was also decided to remind the Department of C&PC to take appropriate action and
furnish their comments as the case has been pending for long.

The case is deferred for 22.12.2014

Case No. B-103 M/s. PIRAMAL HEALTHCARE LTD. \\},

{FORMERLY NICHOLAS PIRAMAL)

Meeting No.11/AM15 dated - 01.12.2014
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adv. Lic. No. 0310701405 dated 10.07.2012

Decision: The case was withdrawn as a decision in the matter had already been taken in 5/82
meeting held on 25.07.2014.

Case No. B-104 M/s. PIRAMAL HEALTHCARE LTD.
(FORMERLY NICHOLAS PIRAMAL)

Meeting No.11/AM15 dated —01.12.2014 F. No.01/82/50/256/ AM13/DES-III
F. No.01/82/50/261/AM13/DES-III
F. No.01/82/50/260/AM13/DES-III
F. No.01/82/50/255/AM13/DES-111
F. No.01/82/50/928/AM12/DES-III

adv. Lic. No. 0310694731 dated 15.05.2012
adv. Lic. N0.0310694936 dated 16.05.2012
adv. Lic. No. 0310694925 dated 16.05.2012
adv. Lic. No. 0310694706 dated 15.05.2012
adv. Lic. No. 0310642739 dated 18.07.2011

Decision: It was decided to defer the case for 09.10.2014 for comments of Department of
Pharmaceuticals.

Case No. B-105 M/s. PIRAMAL HEALTHCARE LTD.
(FORMERLY NICHOLAS PIRAMAL)

Meeting No.11/AM15 dated — 01.12.2014 F. No.01/82/50/00556/AM13/DES-III
F. No.01/82/50/00001/AM13/DES-III
F. No.01/82/50/01173/AMI13/DES-111

adv. Lic. No. 0310701402 dated 10.07.2012 adv.
Lic. No. 0310688849 dated 30.03.2012 adv. Lic.
No. 0310721416 dated 18.01.2013

Decision: The case was withdrawn as a decision in the matter had alreadybeen taken in 5/82
meeting held on 25.07.2014.

Case No. B-106 M/s. INDIAN IMMUNOLOGICALS LTD

Meeting No.11/AM15 dated — 01.12.2014 | F. No. 01/82/050/00902/AM14/DES-HI

RLA F.No. 09/24/040/00345/AM14 Adv.lic.No. 0910057931 dated 15.10.2013

Decision :Iit was decided to defer the case for 10.12.2014 for comments of Department of
Biotechnology.

Case No. B-107 M/s Aarti Drugs Litd.

Meeting No.11/AM15 dated —01.12.2014 F.No. 01/82/050/427/AM13/DES-III

RA. No. 03/81/040/241/AM13 Adv. Lic. No. 0310714511 dt. 07.11.2012
RA No. 03/81/040/00072/AM14 Adv. Lic. No. 0310737543 dt. 13.06.2013
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Decision: It was decided to give last reminder to the firm to furnish relevant portion of British
Pharmacopeia to show that 2-Thiophene Ethylamine and Thiophene-2-Ethanol are one and the same.
The case was deferred for 22.12.2014.

Case No. B-108 M/s Techno Drugs & Intermediates(P)

‘ Meeting No.11/AM15 dated —01.12.2014 | F.No. 01/83/050/00530/AMO07/DES-I1I
|

RLA’s File no. 03/95/040/00486/AMO07 Adv, Lic. No. 0310392619 dt. 02.08.2006

Decision: It was decided to give last reminder to the firm to furnish the following technical details:

1. Details of manufacturing process of the Phenol with chemical equations, molecular

formulae, molecular weights. You have enclosed details of Sodium Picosulphate along with

the application.

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.

N

The case was deferred for 22.12.2014.

Case No. B-109 M/s Scott-Edil Pharma Ltd.

Meeting No.11/AM15 dated — 01.12.2014 | F.No. 01/82/050/00222/AM14/DES-IIls

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 22.12.2014 for comments of Department of
Pharmaceuticals.
Case No. B-110 M/s Chirag Enterprise, Jamnagar, Gujarat
Meeting No.11/AM15 dated — 01.12.2014 F.No. 01/82/050/00256/AM11/DES-11I

F.No. 01/82/050/01090/AM| 1/DES-III
RLA’s File no. 24/24/040/00009/AM11 Adv. Lic. No. 2410029974 dt. 27.10.2010
RLA’s File no. 24/24/040/00014/AM11 Adv. Lic. No. 2410030871 dt. 27.10.2010
Decision: It was decided to remind the Department of Petrochemicals to furnish their comments, The case
is deferred 12.06.2014.
Case No. 8-111 M/s Coral Labs Ltd.

Meeting No.11/AM15 dated — 01.12.2014 | F.No. 01/82/162/00275/AM14/DES-I1I

Decision :It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
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B CaS(-e No.:4/16/82-ALC4/2011 |Party Name:BOSTIK INDIA  |Meet No/Date:11/82- Status: Deffered
PRIVATE LIMITED ALC4/2014 and Re-indexed
_ 26.11.2014
HQ File RLA File Lic.No/Date:0710079777 (Defer
:01/82/050/00462/AM12/ :07/24/040/00073/AM 12/ 13.06.2011 Date:22.12.2014

Decision :It was decided to defer the case for 22.12.2014 for comments of Petrochemicals
Division of Department of Chemicals and Petrochemicals.

Case No.:196/10/82-

Party Name:BOSTIK INDIA  [Meet No/Date:11/82- Status:Deffered
ALC4/2013 PRIVATE LIMITED ALC4/2014 and Re-indexed
_ 26.11.2014
HQ File RLA File Lic.No/Date:0710085024 [Defer
:01/82/050/00379/AM 14/ :07/24/040/00380/AM 12/ 28.12.2011 Date:22.12.2014

Decision :1t was decided to remind the firm to furnish the following information:
1. Technical specifications, % composition (by weight), alongwith specific end use/application and the
copy of export order for the export product i.e. Polysocyanate Solution-75% solid may be
furnished.

2. Details and quantity of other indigenous inputs to be used in the manufacture of the export
product may be indicated.

3. Detailed manufacturing process along with balanced chemical reactions indicating %yield/wastages
along with technical justification for wastages at each stage and also on each of the raw material
may be furnished.

4. Complete material balance indicating input and output material at each stage of manufacturing
process.

5. Details of production of export product under reference and corresponding consumption of raw
material in the year 2012-13 and 2013-14 duly certified by CA may be furnished. If the production
has not commenced in the past, the details from commencement of production may be furnished
duly certified by CA.

6. Any other relevant information.

The case was deferred for 22.12.2014

Case No.:44/20/82- Party Name:HIRAN Meet No/Date:11/82- Status:Deffered

ALC4/2013 ORGOCHEM LIMITED ALC4/2014 and Re-indexed
A 26.11.2014

HQ File RLA File Lic.No/Date:0310692029 Defer

:01/82/050/01030/AM 14/ :03/94/040/00814/AM12/ 125.04.2012 Date:22.12.2014

Decision : It was decided to call from the firm the complete technical details as per Appendix 33. The
case was deferred for 22.12.2014.

Case No.:30/13/82-

Party Name:HALDIA Meet No/Date:11/82- Status:Deffered
ALC4/2012 PETROCHEMICALS LTD.  |ALC4/2014 and Re-indexed
41 N 26.11.2014 |
[HQ File [RLA File \ |Lic.No/Date:0210177518 [Defer
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[01/82/050/00365/AM13/

[027241040/00029/AM13/

~[14.052012

" [Pate22.122014

Decision : It was decided to defer the case for 22.12.2014 for commenté of Petrochemicals
Division of Department of Chemicals and Petrochemicals.

Case No.:18720/82- Party Name:CADILA Meet No/Date:11/82- _ [Status:Deffered

ALC4/2013 HEALTHCARE LTD.,, ALC4/2014 and Re-indexed
B 26.11.2014 |

HQ File RLA File Lic.No/Date:0810112511 |Defer
01/82/050/01004/AM14/  |:08/24/040/00090/AMI3/  |14.06.2012 Date:22.12.2014

Decision : It was decided to call from the firm copy of relevant DML showmg composition of the
export product.
The case was deferred for 22.12.2014.

Case No.:19/20/82-ALC4/2013 |Party Name:CADILA Meet No/Date:11/82- Status:
HEALTHCARE LTD., ALC4/2014 Approved
- 26.11.2014 _ _
[HQ File RLA File Lic.No/Date:0810112510 :|Defer Date:
:01/82/050/01005/AM 14/ :08/24/040/00095/AM13/ 14.06.2012

Decision :in the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/04/2014-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
Gabapentin, 600 MG and 800MG Tablets
S.NQ. | Import items For export of 1 No. Tablet
600mg Tablets 800 mg Tablets
6 {1 GABAPENTIN 612.0 mg 816.0
2 MANNITOL 75.375 100.50
3 COPOVIDONE 37.54 50.0
4 POVIDONE K 30 26.25 35.0
5 LOW SUBSTITUTED 41.25 55.0
HYDROXYPROPYL CELLULOSE
6 MAGNESIUM STEARATE 12.24 16.32
7 150 WHITE HDPE BOTTLE
8 CRC WHITE CAP 38 MM Relevant, as per packing policy
g9 750 CC WHITE HDPE BOTTLE
10 NCRC WHITE CAP 53 MM
11 225 CC WHITE HDPE CRC BOTTLE
12 CRC WHITE CAP 45 MM
13 950 CC WHITE HDPE BOTTLE
14 DESICANT CANISTER 2 G
RA may take appropriate action as per the decision of Norms Committee.
: — &
. . J‘V' 2
|Case No.:4/20/82-ALC4/2012 [Party Name:RANBAXY Meet No/Date:11/82-  (Status:Deffered o &&@ 3
LABORATORIES LTD ALC4/2014 and Re-indexed | é‘@;ﬁ‘\ o
T 26.11.2014 ‘\e‘ @ 5 O
[HQ File ~ [RLA File [Lic No/Date:0510333154 |Defer YONG




[01/82/050/00615/aM13/

[05/24/040/003237AM12/  [30.08.2012 " [Date22.12.2014
|Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
B Ca:se No.:40/15/82- Party Name;:CALYX Meet No/Date:11/82- Status:
ALC422013 CHEMICALS & ALC4/2014 Approved
i PHARMACEUTICALS LTD. [26.11.2014 o o
8 [HQ File RLA File Lic.No/Date:0310707994 [Defer Date:
:01/82/050/00802/AM14/  |:03/94/040/00199/AM10/  [06.09.2012

IDgcision :Withdrawn, as the case is already approved in 8/82 meeting dated 25.09.2014.

[ [case No.:3723782-ALC4/2012

Party Name: TITAN Meet No/Date:11/82- Status:
LABORATORIES PVT.LTD, |[ALC4/2014 Approved
) ‘ . 26.11.2014
HQ File RLA File Lic.No/Date:0310713360 {Defer Date:
:01/82/050/00803/AM13/ :03/95/040/00544/AM13/ 22.10.2012

Decision : In the light of written comments recejved from Department of Pharmaceuticals vide
their OM No. 35011/145/2013-PI(Norms) dated 01.12.2014, it was decided to ratify the 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
. 1kg 1. Omeprazole 0.08585
Omeprazole Pellets 8.5% 3 Mannitol 0.085
3. Hydroxy Propyl Methyl 0.055
Cellulose E5 (HPMC)
4. Methacrylic Acid Co-polymer | 0.397
Dispersion (L-30D) (30%
Dispersion) in liquid.
5. Titanium Dioxide 0.011
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:19/1/82- Party Name:CDYMAX Meet No/Date:11/82- Status:Deffered
ALC4/2013 (INDIA) PHARMA PVT. ALC4/2014 and Re-indexed
| | LTD. 26.11.2014
10 (HQ File RLA Fiie Lic.No/Date:0710091789 [Defer
:01/82/050/0 1377/AM13/ :07/24/040/0031 7/AM13/ 06.11.2012 Date:22.12.20 14

Decision:It was decided to remind the firm to furnish com
33. The case was deferred for 22.12.2014.

plete technical details as per Appendix

r Case No.:112/33/82- Party Name:STERICAT Meet No/Date:11/82- Status:Deffered
ALC4/2012 GUTSTRINGS PVT. LTD. ALC4/2014 and Re-indexed
26.112014 7 s

1" [AQ File RLA File [Lic.No/Date:0510340033 |Defer g
01/82/050/01259/AM13/  |:05/24/040/00304/AM13/ 04.12.2012 [Date:22.12201ks
|Decision : It was decided to defer the case for 22.12.2014 for comments of DepMQf@f;@"- ‘-“‘Z%a*"\
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[ [Case No.:85/31/82- Party Name:SANOFI INDIA _Meet No/Date:11/82- _[Status:Deffered
ALC4/2012 LIMITED ALC4/2014 ‘and Re-indexed
o , 26.11.2014 '
HQ File RLA File Lic.No/Date:0310717240 [Defer
:01/82/050/01125/AM13/  |:03/95/040/00465/AM13/ 14.12.2012 Date:22.12.2014

12 |Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/160/2014-PI(Norms) dated 26.11.2014, mentioned that they have examined
the case and noted that the firm has stated that they will be importing Clexane 60 mg injection
from their group of company in France and after carrying out certain relabeling and repacking
export the injections to Sri Lanka Govt. Agencies. No wastage claimed. Since there is no
manufacturing activity involved except certain relabeling and repacking. It was decided to call

OC from DCGI. The case was deferred for 22.12.2014.

" [Case No.:165/33/82- Party Name:CADILA Meet No/Date:11/82- Status:lieﬂefed

ALC4/2012 HEALTHCARE LTD., ALC4/2014 and Re-indexed’
) 26.11.2014

13 (HQ File RLA File Lic.No/Date:0810117317 [Defer
:01/82/050/01312/AM13/ :08/24/040/00257/AM13/ 02.01.2013 Date:22.12.2014
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 22.12.2014.

— Case No.:13/12/82- Party Name:HETERO DRUGS Meet No/Date:1 1/82- Status: Deffered
ALC4/2013 LIMITED, ALC4/2014 and Re-indexed

26.11.2014 u

HQ File RLA File Lic.No/Date:0910054735 |Defer

14 [:01/82/050/00437/AM 14/ :09/24/040/00495/AM 13/ 09.01.2013 Date:22.12.2014
Decision : It was decided to call the following mformatlon from the firm : i) Stepwise chemical
reactions showing correct Molecular weight of each reactant & output product, and % yield on
molar basis. ii) Justification for requirement of imported inputs in view of CA certificate furnished
by the firm. The case was deferred for 22.12.2014.

[ Cas;a No.:2/30/82- Party Name:MOREPEN Meet No/Date:11/82- Status:Deffered
ALC4/2012 LABORATORIES LTD.& ALC4/2014 .jand Re-indexed

, MOREPEN INTERNATION  [26.11.2014 | N

/{15 [HQ File RLA File Lic.No/Date:0510343975 |Defer
:01/82/050/01038/AM 13/ :05/24/040/00389/AM 13/ 23.01.2013 Date:22.12.2014
Decision : It was decided to send a copy of application again to department of [Pharma for
their comments. The case was deferred for 22.12.2014

" [Case No.:9/4/82-ALC4/2013 [Party Name:GOPALDAS __|Meet No/Date:11/82- _ [Status:Deffered
‘ VISRAM & CO.LTD. ALC4/2014 and Re-indexed

_ 26.11.2014

16 [HQ File RLA File Lic.No/Date:0310722715 {Defer
:01/82/050/00050/AM14/ :03/94/040/00945/AM13/ 101.02.2013 Date:22.12.2014
|Decision :Reply received from the firm does not relate to the present case under reference,
import item Betamethasone Dipropionate USP. it was decided to give last reminder to the figmy
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to furnish the following technical details:
(a) Net weight of the cream in each tube.
(b) Detailed working on arriving at the norms applied by the firm
__|The case was deferred for 22.12.2014.
Case No.:151/33/82- Party Name:FORACE Meet No/Date:11/82- _ [Status:Deffered
ALC4/2012 POLYMERS (P) LTD. 1ALC4/2014 |and Re-indexed
, 126.11.2014
HQ File RLA File Lic.No/Date:0510345208 |Defer
101/82/050/01298/AM13/  [:05/23/040/00459/AM13/ 07.02.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.{2.2014 for comxhehts 0f Petrochemicals
Division of Department of Chemicals and Petrochemicals.

Case No.7/3/82-ALC42013 [Party Name:WOCKHARDT [ Meot No/Darer1 18- Status:Deffered
LIMITED ALC4/2014 and Re-indexed
| 26.11.2014 |
HQ File RLA File Lic.No/Date:0310723636 [Defer
:01/82/050/00040/AM 14/ |:03/95/040/00886/AM13/ 11.02.2013 Date:22.12.2014

Decision : It was decided to send a copy of application again to DCGI for their comments.
The case was deferred for 22.12.2014

Case No.:4/4/82-A1.C4/2013

technical details:

» Past Production vis-a-
| Excise Authorities,

Party Name:SABERO Meet No/Date:11/82- Status:Deffered
ORGANICS GUJARAT JALC4/2014 -{and Re-indexed
1 LIMITED 26.11.2014
19 (HQ File RLA File Lic.No/Date:0310724136 |Defer
:01/82/050/00045/AM 14/ :03/95/040/00830/AM13/ 7 14.62.2013 Date:22.12.2014
(Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Chemicals and Petrochemicals. )
[ Ca;se No.:79/1/82. Party Name:STERICAT Meet No/Date:11/82- Status:-Deﬂ'ered
ALC4/2013 GUTSTRINGS PVT. LTD. ALC4/2014 and Re-indexed
A 26.11.2014
|20 [HQ File RLA File |Lic.No/Date:0510346353 [Defer
| [OU/82/050/01437/AMI3/  [:05/24/040/00420/AM13/ (18022013  |Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
IPP.
[ [Case No. :.3118182- Pafty Name:MYLAN Meet No/Date:11/82- Status:DeﬂeM
ALC4/2013 LABORATORIES LIMITED [ALC4/2014 and Re-indexed
_ 26.11.2014
HQ File RLA File Lic.No/Date;0910055106 [Defer
101/82/050/00162/AM14/  |:09/24/040/00537/AM13/ 19.02.2013 _ |Date:22.12.2014
21 [Decision : It was decided to give last reminder to the firm to furnish the following

* Complete technical details as per Appendix -33 including % Yield on molar basis for
each step and solvent Recovery etc.

vis Actual consumption of raw materials duly certified by Ce
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[The case was deferred for 22.12.2014.

T
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Case No.:32/8/82- Party Nmne:BIOLOGiCAL E |Meet No/Date:11/82- Statﬁs:Deffered

ALC4/2013 LTD ALC4/2014 2nd Re-indexed
7 26.11.2014 _ )

{HQ File RLA File Lic.No/Date:0910055421 |Defer

:01/82/050/00163/AM14/  |:09/24/040/00607/AM13/ 19.03.2013  |Pate22.12.2014

Decision : It was decided to give last reminder to the firm to furnish copy of Batch
{production record of complete Manufacturing process (up stream, down stream,

formulation, filling etc.) showing quantities and wuse of import inputs”.
The case was deferred for 22.12.2014,

123

{Case No.:57/10/82- Party Name:BIOLOGICAL E  |Meet No/Date:11/82- Status:Deffered
ALC4/2013 LTD ALC4/2014 and Re-indexed
. 26.11.2014 R
HQ File RLA File Lic.No/Date:0910055420 |Defer
:01/82/050/00240/AM 14/ :09/24/040/00606/AM13/ 19.03.2013 Date:22.12.2014

Decision :It was decided to give last reminder to the firm to furnish copy of Batch
production record of complete Manufacturing process (up stream, down stream,
formulation, filling etc.) showing quantities and use of import inputs”.
The case was deferred for 22.12.2014.

24

[Case No.:6/10/82- Party Name:RANBAXY Meet No/Date:11/82-  [Status:Deffered
ALC472013 LABORATORIES LTD ALC4/2014 and Re-indexed
) 26.11.2014 _

HQ File RLA File Lic.No/Date:0510350030 [Defer
:01/82/050/00189/AM14/  [:05/24/040/00480/AM 13/ 22.03.2013 Date:22.12.2014

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 22.12.2014.

25

Case No.:33/2/82- " [Party Name:MOREPEN ____ [Meet No/Date:11/82- _ |Status:Deffered

ALC4/2013 LABORATORIESLTD.&  |ALCA4/2014 and Re-indexed
MOREPEN INTERNATION  [26.11.2014

HQ File RLA File Lic.No/Date:0510350279 |Defer

:01/82/050/01480/AM13/  |:05/24/040/00481/AM13/  [26.03.2013 Date:22.12.2014

Decision : Reply received from the firm and sent to Department of Pharmaceuticals for their
comments. The case was deferred for 22.12.2014

26

[Case No.:117/10/82- Party Name PRASOL [Meet No/Date-11/82- __ [Status:

ALC4/2013 CHEMICALS LIMITED ALCA4/2014 Reject
o 26.11.2014 )

HQ File RLA File Lic.No/Date:0310729886 _|Defer Date:

|:01/82/050/00300/aM14/ 03/95/040/00881/AM13/ 28.03.2013

Decision : It was decided to reject the case as the firm has not furnished information
despite repeated reminders.

127

Case No.:71/4/82- Party Name:CHIRAG Meet No/Date:11/82-
ALC4/2013 ENTERPRISE ALC472014




— | 6112014 [
HQ File RLA File Lic.No/Date:24 10038645 |Defer
:01/82/050/00112/AM14/  |:24/24/040/0000/AM14/  (09.04.2013 " Date:22.12.2014

Decision :It was decided to defer the case for 22.12.2014 for comments of Petrochemicals
Division of Department of Chemicals and Petrochemicals.

Cas“e No.:liﬂllﬂfsz- Party Name:MEHTA API PVT {Meet No/Date:11/82- Status:Deffere(;l
ALC4/2013 LTD ALC4/2014 and Re-indexed
. __ 26.11.2014 o
HQ File RLA File Lic.No/Date:0310730905 |Defer
- :01/82/050/00303/AM 14/ :03/95/040/00020/AM 14/ 09.04.2013 Date:22.12.2014
Decision :It was decided to remind the firm to furnish the following information: 1. Stepwise
yield on molar basis for each step of manufacturing process. 2. Material balance for each step. 3.
Copy of Technical Literature in support of yield claimed 4. Requirement of Calrithromycin Oxime
per kg of clarithromycin. (ii) Past production vis-a-vis actual consumption of input duly certified
by Central Excise Authorities. The case was deferred for 22.12.2014
15C§se No.:3/3/82-ALC4/2013  |Party Name:LAKE Meet No/Date:11/82- Stétus:
CHEMICALS PRIVATE ALC4/2014 Apporved
1 LIMITED 26.11.2614
HQ File RLA File Lic.No/Date:07 10094921 Defer Date:
:01/82/050/00036/AM 14/ :07/24/040/00003/AM 14/ 18.04.2013
Decision : In the light of earlier decision taken by NC in its 03/82 meeting dated 03.05.2014, 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:
29 ['Export product | Exp. S1.No. | Import items Qty.
Qty. allowed
Midazolam 1 Kg. 1. 2-Aminomethyl-7-Chloro-2,3- 2.52kg
Maleate Dihydro-5(2-Flurophenyl)1h-1,4-
Benzodlioazepine Dimaleate triethyl
ortho acetate
2. Triethyl Ortho Acetate 1.18 kg
RA concerned may take further necessary action as per above decision of NC.
[ [Case No.:43/10/82- Party Name:SRINI Meet No/Date:11/82- Status:Deffered
ALC42013 PHARMACEUTICALS LTD., [ALC4/2014 and Re-indexed
) , . |26.11.2014
30 [HQ File RLA File Lic.No/Date: 0910055800 Defer
:01/82/050/00226/AM 14/ :09/24/040/00017/AM 14/ 19.04.2013 Date:22.12.2014
Decision :1t was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:18/7/82- Party Name:VIVIN Meet No/Date:11/82- _|Status:Deffered
ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
sy LIMITED 26.11.2014 j
~ [HQFile IRLAFile [Lic No/Date:0910055914 [Defer w‘”
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Authorities.

1. Complete technical details as per Appendix 33
2. Past production vis-a-vis actual consumption of input duly certified by Central Excise

The case was deferred for 22.12.2014

[01/82/050/00662/AM15/ _[:09724/040/00624/AM13/ __[02.05.2013 [Date:22.12.2014
Decision :It was decided to defer the case for 22.12.2014 for comments of Department of
[Pharmaceuticals.
[ [Case No.:6/7/82-ALC4/2014 |Party Name:RA CHEM Meet No/Date:11/82- _ [Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
; | 26.11.2014 -
132 [HQ File RLA File Lic.No/Date:0910055932 |[Defer
:01/82/050/00650/AM 15/ :09/24/040/00043/AM 14/ 03.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:157/10/82- Party Name:LUPIN LIMITED (Meet No/Date:11/82-  [Status:Reject
ALC4/2013 ALCA/2014
7 26.11.2014 1
33 |HQ File RLA File Lic.No/Date:0310733961 |Defer
:01/82/050/00340/AM 14/ :03/95/040/00098/AM14/ 10.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:2/5/82-ALC4/2013 [Party Name:MYLAN Meet No/Date:11/82- _[Status:Deffered
LABORATORIES LIMITED |ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0910055979 [Defer
:01/82/050/00120/AM14/ :09/24/040/00023/AM 14/ 10.05.2013 Date:22.12.2014
34 |Decision : It was decided to remind the firm to furnish the following mformatlon

[ [Case No.:2077/82- Party Name:DR REDDYS _ [Meet No/Date:11/82- __ [Status:Deffered
ALC4/2014 LABORATORIES LIMITED [ALC4/2014 and Re-indexed
26.11.2014 )

35 [HQ File RLA File Lic.No/Date:0910056000 [Defer
|:01/82/050/00664/AM 15/ :09/24/040/00041/AM 14/ 15.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of

“|Pharmaceuticals.

[ [Case No.:1077/82- Party Name:RA CHEM Meet No/Date:11/82- _ [Status:Deffered
ALC4/2014 PHARMA LIMITED ALCA4/2014 and Re-indexed
' o 26.11.2014

36 [HQ File RLA File Lic.No/Date:0910056003 [Defer

‘01/82/050/00654/AM15/ :09/24/040/00059/AM 14/ 16.05.2013 Date'22 12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
[Pharmaceuticals. \l . s KUIAR
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Case No.:11/7/82-

u““o

Party Name:SRINI Meet No/Date:11/82- Status:Deffered
ALC42014 PHARMACEUTICALS LTD., |ALC4/2014 and Re-indexed
. 26.11.2014
37 |HQ File RLA File Lic.No/Date:0910056024 (Defer
:01/82/050/00655/AM15/ :09/24/040/00062/AM 14/ 17.05.2013 Date:26.11.2014
Decision : It was decided to defer the case for 22 12.2014 for comments of Departrnent of
Pharmaceuticals.
[ [Case No.:52/13/82- Party Name:STERICON Meet No/Date:11/82- _[Status:Deffered
ALC4/2013 PHARMA PVT.LTD., ALCA4/2014 and Re-indexed
) 26.11.2014
38 [HQ File RLA File [Lic.No/Date:0710095454 [Defer
:01/82/050/00528/AM 14/ 07/24/040/00039/AM14/ 17.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22 12 2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:8/7/82-ALC4/2014 |Party Name:SUVEN LIFE Meet No/Date:11/82- Statﬁs:Deffered
SCIENCES LIMITED ALC4/2014 and Re-indexed
- 26.11.2014 |
139 |HQ File RLA File Lic.No/Date: 0910056039 [Defer
:01/82/050/00652/AM15/ 09/24/040/00049/AM14/ . J17.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22. 12 2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:1277/82- Party Name:VIVIMED LABS |[Meet No/Date:11/82-  [Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
| 26.11.2014
40 [HQ File RLA File Lic.No/Date:0910056017 . [Defer
101/82/050/00656/AM15/ :09/24/040/00060/AM 1 4/ 17.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
C&PC.
[ [Case No.:14/6/82- Party Name:GLAND Meet No/Date:11/82-  [Status:Deffered
ALC4/2014 PHARMA LIMITED ALC4/2014 and Re-indexed
_ ) 126.11.2014 |
41 [HQ File RLA File Lic.No/Date:0910056109 [Defer
:01/82/050/00416/AM15/ :09/24/040/00065/AM 14/ 23.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:12720/82- Party Name:GLAND Meet No/Date:11/82- _[Status:Deffered
ALC4/2013 PHARMA LIMITED JALCA4/2014 and Re-indexed
| 126.11.2014
42 HQ File RLA File Lic.No/Date: 0910056108 Defer
:01/82/050/00998/AM 14/ :09/24/040/00061/AM 14/ 23.05.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Departrpant of
Pharmaceuticals. ﬂﬁaﬁe
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Case No.:207/10/82- Party Name:CHIRAG Meet No/Date:11/82- _[Status:Deffered
ALC4/2013 ENTERPRISE ALC4/2014 and Re-indexed
26.11.2014
143 [HQ File RLA File Lic.No/Date:2410038996 [Defer
|~ 1:01/82/050/00390/AM14/  |:24124/040/00008/AM14/  [27.052013 Date:22.12.2014
' Decision : It was decided to defer the case for 22.12.2014 for comments Petrochemical
| [Division of Department of C&PC

Case No.:71/10/82-

StatuséDeffered

Party Name:SCOTT-EDIL Meet No/Date:11/82-
ALC4/2013 PHARMACIA LTD,, ALC4/2014 and Re-indexed
_ 26.11.2014 7
44 [HQ File RLA File Lic.No/Date:2210013890 '|Defer
:01/82/050/00254/AM 14/ :22/24/040/00016/AM14/ 28.05.2013 Date:22.12.2014

Decision : It was decided to send a copy of application again to department of |Pharma for
 [their comments. The case was deferred for 22.12.2014.

Case No.:133/14/82-

Party Name:CALYX Meet No/Date:11/82- Status: Deffered
ALC4/2013 CHEMICALS & ALC4/2014 and Re-indexed
PHARMACEUTICALS LTD. i26.11.2014 )

45 [HQ File RLA File Lic.No/Date:0310736138 |Defer
:0.1!82/050!0071 8/AM 14/ :03(94/040/0053'HAM1 3/ 30.05.2013 Date:26.11 .20_14
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of

. Pha_l_'maceuticals.

[ [Case No.:225/10/82- Party Name:APEX Meet No/Date:11/82- Status:

ALC412013 HEALTHCARE LTD ALC4/2014 Approved

) 26.11.2014 o '
HQ File RLA File Lic.No/Date:3410037038 |[Defer Date:
01/82/050/00408/AM14/ 34/24/040/00035/AM 14/ 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

Ilower:-
‘| Export product Exp. | SI.No. | Import items Qty. Allowed
46, ?2' 1 Kg/kg
Meloxicam ° Sodium Saccharin 1.40
2 Dimethyl Formamide 0.616
3 Iso Propyl Alcohol 1.286
4 Sodiummetal 0.32
5 Methanol 1.17
6 Propionaldehyde 0.47
7 Thiourea 0.54
8
O-Xylene 2.72

RA concerned may take further necessary action as per above decision of NC. I &j sMAR
" =Ta™

D?gurector Geaneral of Foreign Trade

=T
Directorate General of Foreign Trade
R f&ATiDepartment of Commerce
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Udyog Bhawan, Naw Dalhi
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Case No.:96/10/82-

Status:Deffered

Party Name: TORRENT 'Meet No/Date:11/82-
ALC4/2013 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
26.11.2014 ‘
47 [HQ File RLA File [Lic.No/Date:0810121573 |Defer
:01/82/050/00279/AM 14/ :08/24/040/00085/AM 14/ 31.05.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12..2014 for comﬁlents of Department of
Pharmaceuticals.

Case No.:40/12/82- Party Name:SMILAX _|Meet No/Date:11/82- _ [Status:Delfered
ALC4/2013 LABORATORIES LIMITED |ALC4/2014 and Re-indexed.
_ 26.11.2014 T
HQ File RLA File Lic.No/Date:0910056355 (Defer
01/82/050/00464/AM14/  |:09/24/040/00113/AM14/  117.06.2013 |Date:26.11.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.

[Case No.:23/12/82-ALC4/2013 [Party Name:CIRON DRUGS & [Meet No/Date 11782 [Status:
PHARMACEUTICALS P.  |ALC4/2014 {Approved
| LTD.,, 26.11.2014 |
[HQ File RLA File Lic.No/Date:0310738255 |Defer Date:
:01/82/050/00447/AM14/ :03/94/040/00094/AM 14/ 19.06.2013

Decision :The Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/648/2013-PI(Norms)
dated 28.11.2014 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. [ SLNo. | Import items Qty. Allowed
Qty.
CAN-CEYEDROPS | Number | ' | N-ACETYL-CARNOSINE 3&51 gm / Sml

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

Case No.:22/12/82- Party Name:INDOFIL Meet No/Date: 11782~ |Status:Deffered

ALC4/2013 INDUSTRIES LTD. TALC4/2014 and Re-indexed

| 26.11.2014 |

HQ File RLA File Lic No/Date:0310738404 |Defer
|101/820050/00446/AM14/  [:03/94/040/00197/aM14/  [20.06.2013 Date:22.12.2014

r Decision :It was decided to defer the case for 22.12.2014 for comments of Department of
C&PC.

Case No.:19/13/82- Party Name:BOSTIK INDIA  [Meet No/Date:11/82- Status:Deffered
ALC4/2013 PRIVATE LIMITED ALC4/2014 and Re-indexed
j | 26.11.2014 7
HQ File RLA File Lic.No/Date:0710096186 |Defer o
: :01/82/050/0049_5/AM14/ :07/24/040/00502[AM 13/ [25.06.2013 Date:22, 14
Decision : It was decided to call from the firm the following technical details: Pt o 0%,
X . . ) ) ) ) R
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'[2. Details and quantity of other indigenous input to be used in the manufacture of the export
|product may be indicated

13. Detailed manufacturing process along with balanced chemical reaction indicating %

|5. Details of production of export product under reference and corresponding consumption of raw

|

1. Techn.ica]_ specification % composition (by weight) along with specific end use/application and
use/application and the copy of export order for the export product i.e. Hardener for water based
Polyurethane Adhesive may be furnished.

yield/wastage along with balanced chemical reaction indicating % yield/wastage along with
technicai justification for wastage along with technical justification for wastage at each stage and
also on each of the raw material may be furnished.

4. Complete material balance indicating input and output material at each stage of manufacturing
process.

material in the year 2012-13 and 2013-14 duly certified by CA may be furnished. If the production
has not commenced in the past, the details from commencement of production may be furnished
duly certified by CA.

8. Any other relevant information.

The case was deferred for 22.12.2014

Case No.:111/10/82-

Smtus:béﬂe_red

Dy. Wi

Directorate C

mferea fr
UdVOQ Bhawéf‘l,

Party Name:STERICAT |Meet No/Date:11/82-
ALC4/2013 GUTSTRINGS PVT. LTD. ALC4/2014 and Re-indexed
7 26.11.2014 o
52 HQ File RLA File Lic.No/Date:0510358000 {Defer
:01/82/050/00294/AM 14/ :05/24/040/00091/AM14/ 25.06.2013 Date:22.12.2014
Decision :It was decided to defer the case for 22.12.2014 for comments of Department of -
PP
—- Case No.:203/10/82- Party Name:SHASUN Meet No/Date:11/82- .Status:De.l'ferej(i
|ALC4/2013 PHARMACEUTICALS ALC4/2014 and Re-indexed
| LIMITED 26.11.2014 1
53|[HQ File RLA File Lic.No/Date:0410147556 [Defer
1:01/82/050/00386/AM 14/ :04/24/040/00064/AM 14/ 27.06.2013 Date:22.12.2014
|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 22.12.2014
_VACasre No.:204/10/82- 7 Party Name:SHASUN Meet No/Date:11/82- |Status:Deffered
ALC4/2013 PHARMACEUTICALS ALC4/2014 ‘land Re-indexed
B LIMITED 26.11.2014
54 {HQ File RLA File Lic.No/Date:0410147559 |Defer
:01 18_21050/003 87/AM 14/ :04/24/040/00065/AM 14/ 27.06.2013 Date:22.12.2014
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 22.12.2014
[ [Case No.-64/13/82- Party Name:EAGLE Meet No/Date:11/82- _ [Status:Deffered
ALC4/2013 CHEMICAL WORKS ALC4/2014 and Re-indexed
o 26.11.2014
55 THQ File RLA File Lic.No/Date:0310740489 [Defer m
:01/82/050/00540/AM 14/  |:03/94/040/00019/AM 14/ 05.07.2013 Date:22.122014 | '
|l)ec’irsiqni :It was decided to remind the firm to furnish the following techniﬁ%ﬁgbm;;'ag;; T

aneral of Foreign Trade
Department of Commerce

oW Delhi




| Cofnplete tecﬁnical details as per Appendix 33.

_ Th_e case was deferred for 22.12.2014.

/4

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.

Cise No.:41/13/82- Party Name:JAGSONPAL Meet No/Date:11/82- Status:Deffered

ALC4/2013 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
26.11.2014

HQ File RLA File Lic.No/Date:0510359156 {Defer

:01/82/050/00517/AM 14/ :05/23/040/00056/AM14/ 09.07.2013 Date:22.12.2014

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

56 {1. Copy of valid Drug Manufacturing Licence along with list of approved items showing
the composition of export product.
2. The firm has given license for the import of 1000 kg Indomethacin from China.
Justification for claiming import of indomethacin Mixed Pellet 53% may be furnished.
3. COA from Foreign Supplier for the import of Indomethacin Mixed Pellet 53%.
The case was deferred for 22.12.2014
[ [Case No.:44/12/82- Party Name:ENCUBE Meet No/Date:11/82- _ [Status:Deffered
ALC4/2013 ETHICALS PVTLTD ALC4/2014 and Re-indexed
‘ 26.11.2014 |
57 |HQ File RLA File Lic.No/Date:0310740922 [Defer
:01/82/050/00468/AM 14/ :03/94/040/00306/AM 14/ 10.67.2013 Date:22.12.2014
Decision :Reply received from the firm and sent to Department of Pharma for their
comments. The case is deferred for 22.12.2014.
‘|Case No.:28/13/82- Party Name:RANBAXY Meet No/Date:11/82- | S.ta.tus:D.effered
ALC4/2013 LABORATORIES LTD ALC4/2014 and Re-indexed
; [26.11.2014 7
58/|HQ File RLA File Lic.No/Date:0510360180 |Defer
|:01/82/050/00504/AM14/  |:05/24/040/001 14/AM 14/ 18.07.2013 Date:22.12.2014
Decision :It was decided to request the firm to fumish a copy of Master Batch Formula duly
|certified by Quality Control Incharge. The case was deferred for 22.12.2014.
[ [Case No.:46/14/82- Party Name:MYLAN Meet No/Date:11/82-  [Status:Deffered
ALC4/2013 LABORATORIES LIMITED [ALC4/2014 and Re-indexed
_ 26.11.2014 7 7
59 [HQ File RLA File Lic.No/Date:0910056909 [Defer
:01/82/050/00631/AM14/ :09/24/040/00185/AM14/ 25.07.2013 Date:26.11.2014
Decision : It was decided to send a copy of application again to department of |Pharma for
_ [their comments. The case was deferred for 22.12.2014.
B Case No.:24/17/82-ALC4/2013 (Party I;Iame:SMILAX Meet No/Date:11/82- Stafus:
LABORATORIES LIMITED [ALC4/2014 Approved o
60 sM
26.11.2014 S
. R 3
~ |HQFile IRLA File [Lic.No/Date: 0910056902
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[[01/82/050/00886/AM12/

[:09/24/040/00180/AM 14/

5072013

{Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/86/2014-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 Quantity | S.No. Item of import Quantity
allowed kg/kg
2-Ethoxy-1{[2<(1- 1kg 1 3-Nitro phathalic acid 0.978
triphenylmethyl-1H- 2. Acetone 0.572
tfﬁfmtllfgl) biphenyl-4- 3. Acetonitrile 0.835
yll methy _ i -
benzimidazole-7- 4 4 bromonpe_thyl biphenyl
lic acid (CAN-O) 2-carbonitrile 1.02
carboxy 5 Dimethyl formamide 0.915
6 Tri n-buty! tin chloride 1.39
7 Iso propyl alcohol 0.406
8 Methanol 9.915
9 Methylene chloride 13.260
10 Tertiary butanol 1.33
11 Tetra ethyl ortho
carbonate (TEOC) 0.793
R _ 12 T_oluene _3.337
I_]RA_may take appropriate action as per the decision of Norms Committee.
f Case No.:43/12/82- Party Name:AMI ORGANICS (Meet No/Date:11/82- Status:Deffered
ALC4/2013 PVT LTD. ALC4/2014 and Re-indexed
N 26.11.2014 7 |
61.(HQ File RLA File Lic.No/Date:5210040038 |Defer
:01/82/050/00467/AM 14/ :52/24/040/00015/AM 14/ 30.07.2013 _ ~ {Date:22.12.2014
'Decision :It was decided to defer the case for 22.12.2014 for comments of Department of
ic&PC.
[ [Case No.-61/14/82- Party Name:HETERO DRUGS [Meet No/Date:11/82- _[Status:Deffered
ALC4/2013 LIMITED, ALC4/2014 and Re-indexed
. 26.11.2014
QFile RLA File Lic.No/Date:0910057007 |Defer
62 [101/82/050/00646/AM 14/ |:09/24/040/00206/AM 14/ 02.08.2013 Date:22.12.2014

ecision : It was decided to call the following information from the firm : i) Stepwise chemical
ions showing correct Molecular weight of each reactant & output product, and % yield on
olar basis. ii) Justification for requirement of imported inputs in view of CA certificate furnished
y the firm. The case was deferred for 22.12.2014.

Case No.:22/13/82-

Status:Deﬁered .

prodqqt; The case was deferred for 22.12.2014.
T

Party Name:PROMED Meet No/Date:11/82-
ALC4/2013 EXPORTS PVT.LTD. ALC4/2014 and Re-indexed
63 (HQ File RLA File Lic.No/Date:0510362268  (Defer
:91/82/050/00498/AM 14/ :05/24/040/00171/AM 14/ 07.08.2013 Date:22.12.2014
ﬂwkion :It was decided to cali from the a copy of Drug Manufacturing Lice

l
|
|
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Case No.:10/17/85-

Party Name:BELOOR BAYIR ‘Meet NoMe:l i/82- Status:Deffered
ALC3/2013 BIOTECHLTD, ALC4/2014 '|and Re-indexed
, 26.11.2014
64 [HQ File RLA File Lic.No/Date:0710097664 Defer
:01/85/050/00113/AM 14/ :07/24/040/00150/AM 14/ 22,08.2013 Date:22.12.2014

Decision : It was decided to call from the a copy of Drug Manufacturing Licence for the export

product. The case was deferred for 22.12.2014.

éase No.:47/14/82-

Party Name:VIVIMED LABS Meet No/Date:11/82- Status:Deffered
ALC4/2013 LIMITED ALC4/2014 and Re-indexed
. 26.11.2014
165 [HQ File RLA File Lic.No/Date:0910057280 |Defer
:01/82/050/00632/AM 14/ :09/24/040/00251/AM 14/ 22.08.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals.
[ [Case No.:4/4/82-ALC472014 Party Name:SHASUN Meet No/Date:11/82-  [Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
N LIMITED 26.11.2014 |
66 (HQ File RLA File Lic.No/Date:0410148932 Defer
-01/82/050/00252/AM15/ :04/24/040/00107/AM 14/ 23.08.2013 Date:22.12.2014

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 22.12.2014.

Case No.:116/14/82-

Status:Deffered

Party Name:UNIJULES LIFE  [Meet No/Date:11/82-
ALC4/2013 SCIENCES LTD. ALC4/2014 and Re-indexed
o 26.11.2014
([HQ File RLA File Lic.No/Date:0310747079 [Defer
67% :01/82/050/00701/AM14/ :03/95/040/00215/AM14/  27.08.2013 Date:22.12.2014

1

J]

_[The case was deferred for 22.12.2014.

‘Decision : it was decided to call from the firm following information:
Complete description of export product showing the content of AP! in the Injection, and
Copy of relevant DML along with the list of approved items.

Party Name:STERILE INDIA

Case No.:53/14/82- Meet No/Date: ! 1/82- Status:Deffered
ALC4/2013 PRIVATE LIMITED ALC4/2014 ‘l[and Re-indexed
7 26.11.2014 _
68 [HQ File RLA File Lic.No/Date:0510364653 |Defer
:01/82/050/00638/AM14/ :05/24/040/00203/AM14/ 05.09.2013 Date:22.12.2014

Decision :it was decided to call from the firm the complete technical details as per Appendix 33. The
_ |case was deferred for 22.12.2014,

Case No.:2/12/82- Party Name:VIVEK [Meet No/Date:11/82-  [Status:Deffered
|ALC4n2013 PHARMACHEM (INDIA)  |ALC4/2014 and Re-indexed
6ol LTD.,  [26.11.2014
HQ File RLA File Lic.No/Date:1310044274 |Defer
:01/82/050/00426/AM14/ |:13/24/040/00022/AM14/ | _\,[09,09.20 ,N,RMAL KUV a1e:22.12.2014

Udyoa Bnawan




N, _
|Decision : it was decided to call from the firm the complete technical details as per Appendix 33. The

|| [case was deferred for 22.12.2014 '

i s et :

[ [Case No.:s6n14182- Party Name:VIVEK Meet No/Date:11/82- _ [Status:Deffered
' ALC4/2013 PHARMACHEM (INDIA) ALC4/2014 and Re-indexed
| L LTD,, 26.11.2014 -

170 (HQ File RLA File Lic.No/Date:1310044273 {Defer
| [01/82/050/00641/AM14/  [:13/24/040/00021/AMI14/  [09.09.2013 Date:22.12.2014
| [Decision : it was decided to call from the firm the complete technical detaifs as per Appendix 33. The
|case was deferred for 22.12.2014
[ [Case No.:11/15/82- Party Name:BENZO CHEM _[Mest No/Date:11/82- _|Status:
ALC4/2013 INDUSTRIES PRIVATE ALC4/2014 Approved
LIMITED, 26.11.2014
HQ File RLA File Lic.No/Date:0310749169 [Defer
 [101/82/050/00773/AM14/  |:03/94/040/00352/AM14/  {11.09.2013 Date:26.11.2014
" {Decision : Committee considered the case as per agenda and in light of written comments
4 | lreceived from Department of Pharmaceuticals vide their OM No. 35011/287/2011-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:-
|
11 | Export product Exp. | SLNo. | Import items Qty.
| Qty. Allowed
K
' 1 PROPIOPHENONE 2.10
' | 2-0NN-DIMETHYLAMINO)-2- 2 METHANOL 2.88
i | PHENYL-1-BUTANOL 3 SODIUM CYANIDE (.768
| 1K 4 CAUSTIC SODA FLAKES 1.00
| 9 [5 DIMETHYL SULPHATE 1.019
| 6 FORMALDEHYDE 0.68
! 7 SYNHYDRIDE / VITRIDE 2412
‘|J RA concerned may take further necessary action as per above decision of NC.
:
"~ [Case No.:33/16/82- Party Name: HETERO Meet No/Date:11/82- _ [Status:Deffered
I|ALC472013 DRUGS LIMITED, ALC4/2014 and Re-indexed
' 26.11.2014
HQ File RLA File Lic.No/Date:0910057537 |Defer
:01/82/050/00846/AM14/  |:09/24/040/00278/AM14/ 12.09.2013 Date:22.12.2014
p{Decision : It was decided to request the firm to furnish the following information :
i) Stepwise chemical reactions showing correct Molecular weight of each input reactant & output
product and % yield on molar basis.
ii) Justification for requirement of imported inputs in view of CA certificate furnished by the firm.
LTht: case was deferred for 22.12.2014.
f,; Case No.:55/4/82-ALC4/2014 _|Party Name:NECTAR Meet No/Date:11/82- Status:
L LIFESCIENCES LIMITED, \({\|ALC4/2014 Approved

) &)

' | FHIR NIRMAL KUMAR
; |9 "AEfAdwrs ST
Dy. Director General of Foreign Trade
3w

. AT
Directorate Generat of Foreign Trade
witsg fAMPYDepartment of Commerce

Udyog Bhawan, New Deihi



[ | [26.11.2014 |
HQ File RLA File Lic.No/Date:2210014211 Fefer Date:
:01/82/050/00303/AM15/ :22/24/040/00044/AM 14/ 12.09.2013
[Decision ¢ In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/274/2014-PI(Norms) dated 30.10.2014, it was decided to ratify the norms under Para 4.7 of HBP
v1 as per details given below or as applied by the firm, whichever is less:
| Export Product Export S. No. | import item Qty. Allowed
Quantity ke/kg
Cefuroxime Axetil 1kg 1. Desacetyl-7-amino 0.79
Amorphous cephalosporanic acid {D-7-
ACA)
2. Ethyl acetate 3.74
3. Methanol 0.62
4, Syn-methoxyimino furanyl | 0.835
acetic acid ammonium salt
(SMIA)
5. Activated carbon 0.100
6. Phosphorous 0.97
pentachioride
7. Methylene chloride 2.29
8. Sodium hydroxide 0.43
9. Acetic acid 0.048
10. Acetonitrile 0.98
11. Chlorosulphonyl
Isocyanate 0.53
12 Acetone 1.76
13 N,N-dimethyl acetamide 112
14 Acetoxy ethyl bromide 0.59
15 Cyclohexane 0.92
16 Sodium carbonate 0.125
17 Sodium bicarbonate 0.080
18 Sodium chloride Not an importable
item
19 Sodium metabisulfite Not shown in RXN
| 20 Hydrochloric acid Not an importable
item
RA may take appropriate action as per the decision of Norms Committee.
T Case No.:63/17/82- Party Name:DR REDDYS Meet No/Date:11/82- 'IStatus:Deffered
ALC4/2013 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
, 26.11.2014 |
74 {HQ File RLA File Lic.No/Date:0910057546 |Defer
:01/82/050/00925/AM 14/ :09/24/040/00261/AM 14/ 13.09.2013 Date:22,12.2014
Decision :It was decided to send a copy of application again to department of [Pharma for
_ [their comments. The case was deferred for 22.12.2014.

Party Name:KOPkAN
LIMITED

; Case No.:35/15/82-
~|ALC4/2013

Meet No/Date: 1 1/82: ,maviStatus:Deffered
ALCAR: o @ land Re-indexed
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| L I 6112014 ]
HQ File RLA File Lic.No/Date:0310749439 |Defer
: _:01{821050/00797/AM14/ :03/94/040/004_‘1‘2/AM 14/ 13.09.2013 Date:22.12.2014
‘I Decision : it was decided to call from the firm the complete technical details as per Appendix 33.
. {The case was deferred for 22.12.2014
Case No.:26/4/82-ALC4/2014 Party Name:RANBAXY ‘iMeet No/Date:11/82- | Stafus:
LABORATORIES LTD ALC4/2014 Approved
: _ 26.11.2014
HQ File RLA File Lic.No/Date:0510365650 |Defer Date:
:01/82/050/00274/AM15/ :05/24/040/00212/AM 14/ 16.09.2013
! Decision :Committee considered the case as per agenda and in consultation with technical
. [authority present in the meeting, it was decided to ratify norms as per SION A-1931 as details
. {given below or as applied by the firm, whichever is less:
176
Export product Expo SI.No. | Import items Qty. allowed per
‘ Qty. unit of export
: product
'l Volini Gel 30 gm 1 No. 1. Racementhol 1.53 gm/30 gm
"I (Each tube contains 1.5 gm tube
i1 Racementhol)
RA may take appropriate action as per the decision of Norms Committee.

[ [Case No.:151/14/82- Party Name:THINQ Meet No/Date:11/82- Status:Deffered
ALC4/2013 PHARMA-CRO LIMITED ALC4/2014 and Re-indexed
| 26.11.2014

77 HQ File RLA File Lic.No/Date:0310749651 |Defer
:01/82/050/00736/AM14/  |:03/95/040/00432/AM14/ 16.09.2013 Date:22.12.2014

ecision : It was decided to call from the firm the complete technical details as per Appendix 33.
;I'hecase was deferred for 22.12.2014

B Easé Nﬁ.:l&'ﬂ&- Party Name:SHASUN Meet No/Date:11/82- Status:Deffered

ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed
o LIMITED 26.11.2014 |

78 [HQ File RLA File Lic.No/Date:0410150092 |Defer

| |:01/82/050/00266/AM1S/  |:04/24/040/00137/AM14/ 19.09.2013 |Date:22.12.2014
Decision : It was decided to remind the firm to furnish a copy of Master Batch Formula

|duly certified by Quality Control In charge. The case was deferred for 22.12.2014.
[ [Case Nﬁ.:48ll 6/82-ALC4/2013 - Party Name:SOFTGEL Meet No/Date:11/82- Status:
HEALTH CARE PVT.LTD.,, |ALC4/2014 Approved
- | ~ |26.11.2014
HQ File RLA File Lic.No/Date:0410150142  |Defer Date:

79 :Q!/SZIQ@O/OOS&/AMM/ :04/24/040/00099/AM 14/ 20.09.2013 _

{Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/131/2014-Pi{Norms)
dated 09.10.2014 and in consultation with technical authority pre\sRnt in meeting, decided to

- [ NIRMAL KUMAR
D?%irsdor General of 4

. de
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| rétify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-
1 Export product Exp. SI.No. | Import items Qty. Allowed
&y VITAMIN A
number |+ | pALMITATE 30.0 mg/50,000 IU
| VITAMIN A
VITAMIN A
2 AT 60.0 mg/100,000 IU
1.7MIU/gm Capsule
VITAMIN A
S N plyfed 120.0 mg/200,000 TU
1.7MIU/gm Capsule
[RA concemed may take further necessary action as per above decision of NC.
[ [Case No.:48/15/82- Party Name:SHASUN Meet No/Date:11/82- _[Status-Reject
ALC4/2013 PHARMACEUTICALS ALC4/2014
_ _ LIMITED 26.11.2014 _
g0 [HQ File RLA File Lic.No/Date:0410150198 |[Defer Date:
:01/82/050/00810/AM 14/ :04/24/040/00128/AM 14/ 23.09.2013 _
(Decision : : It was decided to reject the case as the firm has not furnished information
||despite repeated reminders.

r Case No.:62/17/82-ALC4/2013 |Party Name:SMILAX Meet No/Date:11/82- Status:
‘ LABORATORIES LIMITED '|ALC4/2014 Approved
4 ) [26.11.2014 )
HQ File RLA File Lic.No/Date:0910057671 |Defer Date:
|:01/82/050/00924/AM 14/ :09/24/040/00292/AM 14/ 24.09.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide
[their OM No. 35011/60/2014-PI(Norms) dated 22.09.2014, it was decided to ratify the norms
Junder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

1 Export Product Export | 8. No. | Import Item Qty. Allowed
Qty kg/kg
81 [ Pantoprazole sodium sesquihydrate 1 kg 1. 0.80
: 2,5 Difluoro Methoxy-
2mercapto-1H-
Benzimidazole
2. 2-Chloromethyl-3,4-
Dimethoxy pyridine Hecl 0.80
3. Methylene chloride 7.00
4 Diisopropyle ether 2.00

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

.EICase No.:21/19/82- [Party Name:G(_)PALD_AS |
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ALC42013 VISRAM & CO.LTD. ALC4/2014 and Re-indexed
|26.11.2014 o

HQ File RLA File Lic.No/Date:0310751325 [Defer
:01/82/050/00966/AM14/  |:03/94/040/00502/AM14/  [26.09.2013 Date:22.12.2014

Supplier’'s Brochure.
of 170 m.

may be given.

The case was deferred for 22.12.2014,

Decision :it was decided to remind the firm to furnish following technical details :
1. Export should be in No. Of Bottles and not in kgs.
2. The import item should match the description and type given in DML and be supported by

3. Net content of Cod Liver Oil (Type B), Both in quantitative and volumetic term, in each bottle

4. Copy of technical literature in support of density of import item. COA from foreign supplier

83

Case No.:46/17/82-

Meet No/Date: 1 1/82-

Status:Deffered

Party Name:INCHEM
ALC4/2013 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
- LIMITED 26.11.2014 |
HQ File RLA File Lic.No/Date:0910057784 |Defer
:01/82/050/00908/AM 14/ |:09/24/040/00288/AM 14/ 01.1¢.2013 Date:22.12.2014

Decision : It was decided to remind the firm to furnish complete technical details as per Appendix
33 and (ii) past production vis-avis actual consumption of inputs duly certified by Central Excise
_ |Authority. The case was deferred for 22.12.2014.

CmrNo.:dsgll'flsz-

Meet No/Date: 11/82-

Party Name:INCHEM Status: Deffered

(ALC4/2013 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
o LIMITED 26.11.2014 7 V
HQ File RLA File Lic.No/Date:0910057785 |Defer

:01/82/050/00910/AM14/ :09/24/040/00287/AM 14/ 101.10.2013 Date:22.12.2014

Decision : It was decided to remind the firm to furnish complete technical details as per Appendix
133 and (ii) past production vis-avis actual consumption of inputs duly certified by Central Excise
Authority. The case was deferred for 22.12.2014.

85

Case No.:39/16/82-

Party Name:SANMAR

Status:Deffered

Meet No/Date:11/82-
ALC4/2013 SPECIALITY CHEMICALS |ALC4/2014 and Re-indexed
- LIMITED, 26.11.2014
HQ File REA File Lic.No/Date:0410150519 (Defer
:01/82/050/00852/AM 14/ :04/24/040/00146/AM 14/ 03.10.2013 Date:22.12.2014

'I"herca§e was deferred for 22.12.2014

gy T =

_[Decision :1t was decided to remind the firm to furnish the following technical details:
1. Complete set of Application
2. Details of manufacturing process of 4 chlorobutylveratrate 60% solution in Methyl —
Ethyl-Ketone with chemical equations, molecular formula, molecular weights.

3. Yield obtained in each step.
4. Authentic technical literature in support of yield obtained.
5. Material balance.

6. CA certificate certifying the production of export item achieved by firm for the past
three years and corresponding consumption of each input.
7. Detailed calculations, arriving at the norms applied for.
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X

Cas.e No.:26/17/82- Party Nﬁme:MYLAN Meet No/Date:11/82- Status:Deffered

ALC4/2013 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
_ 26.11.2014

HQ File RLA File Lic.No/Date:0910057816 |Defer

:01/82/050/00888/AM14/ :09/24/040/00302/AM 14/ 04.10.2013 |Date:22.12.2014

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

i) Molecular weight of each reactant and output product at each step of manufacturing
process.
ii) Yield calimed by the firm appears to be very low. Copy of Technical Litrature /Patent
may be furnished in support of yield, claimed.
jii) Past productin vis-a-vis actual consumption of inputs duly certified by Central Excise
Authorities.
The case was deferred for 22.12.2014.

87

Case No.:137/23/82- Party Name:MANGALAM __ [Meet No/Date:11/82- _[Status:Deffered

ALC4/2013 DRUGS & ORGANICS ALC4/2014 and Re-indexed
_ 7 LIMITED 26.11.2014

HQ File RLA File Lic.No/Date:0310753231 [Defer
:01/82/050/01184/AM 14/ :03/95/040/00454/AM 14/ 11.10.2013 Date:22.12.2014

Decision :it was decided to call from the firm foliowing information:

1) Complete technical details as per Appendix 33.

) Past production vis-a-vis Actual consumption of Inputs for last three years duly certified by

Central Excise Authorities.
The case was deferred for 22.12.2014.
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Case Nﬁ.:3‘7/1 7/82- Party Name:MYLAN Meet No/Date:11/82- Status:Deffered
ALC4/2013 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
) i _ 26.11.2014 o

{HQ File RLA File Lic.No/Date:0910057908 |Defer

|:01/82/050/00899/AM 14/ :09/24/040/00316/AM14/  |11.10.2013 _ Date:22.12.2014

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

11) Stepwise % yield on molar basis alongwith copy of technical literature in support of yield

envisaged and molar ratio of Diethanolamine, and
) Past production vis-a-vis Actual consumption of Input duly certified by Central Excise Authorities
in respect of another Advance authorization taken by Matrix in 2010-11.

' The case was def_erred for 22.12.2014.

Case.No.:17/4/82- Party Name:NAPROD LIFE  |Meet No/Date:11/82- sﬁtus:Deﬁered

ALC4/2014 SCIENCES PVT. LTD. ALC4/2014 and Re-indexed
26.11.2014

HQ File RLA File [Lic.No/Date:0310754049 |Defer

:01/82/050/00265/AM15/ :03/95/040/00563/AM14/  '|17.10.2013 Date:22.12.2014

Decision : It was decided tocall following technical details from the firm viz:-
(a) Complete technical details as per Appendix-33
(b) % content of Buffering Agent in Export Product.

_ |The case is deferred for 22.12.2014.
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| [ [Case No.:17724/82- Party Name:EYTAN LABS __ [Meet No/Date:11/82- _ [Status:Deffered
; ALC4/2013 LIMITED AL.C4/2014 and Re-indexed
| - 26.11.2014
: 90 {HQ File RLA File Lic.No/Date:0910057998 [Defer
01/82!050/01216/AM14/ :09/24/040/00355/AM 14/ 24.10.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22. 12 2014 for comments of Department of
_‘ _l_’_]]f&'maceutlcals
Cast No.:48/4/82- Party Name:MANGALAM __ [Meet No/Date:11/82- _ [Status:Deffered
ALq4f2014 DRUGS & ORGANICS ALC4/2014 and Re-indexed
LIMITED 26.11.2014
HQ lle RLA File Lic.No/Date:0310755274 |Defer
:01/82/050/00296/AM15/ :03/95/040/00571/AM 14/ 24.10.2013 |Date:22.12.2014

euti(_:als.

Decision : It was decided to defer the case for 22.12.2014 for connhents of Department of
' th;:ac

1Case

=

0.:138/23/82-

Status:Deffered

Party Name:MIDAS CARE  [Meet No/Date:11/82-
JALC42013 PHARMACEUTICALS PVT  |ALC4/2014 |and Re-indexed
L LTD 26.11.2014
HQ File RLA File Lic.No/Date:0310755504 [Defer
:01/82/050/01185/AM14/  [:03/95/040/00599/AM14/  [25.10.2013 |Date:22.12.2014

|deferrpd for 22.12.2014.

Decision :It was decided to call from the firm copy of DML (Drug Manufactumng Licence), and
copy of Master Batch Formula duly authenticated by Quality Control Incharge. The case was

93

|
|
|
01
92il.
|
[ [Case No.:3724/82-

Party Name:SANZYME LTD ([Meet No/Date:11/82- | Status:Deffered
ALC4/72013 ALC4/2014 and Re-indexed
_ 26.11.2014
HQ Flle RLA File |Lic.No/Date:0910058014 |Defer
01/82/?50/01202/AM]4/ :09/24/040/00295/AM 14/ 25.10.2013 Date:22.12.2014

Decislpn It was decided to send a copy of apphcatlon to Department of] Biotechnology.
The case deferred for 22.12.2014.

194

Case N :36/19/82- Party Name:SOHAM Meet No/Date:11/82- : Statﬁs:Del‘fered

ALC4/2013 ORGANICS PVT LTD ALC4/2014 and Re-indexed
o 26.11.2014

HQ File RLA File Lic.No/Date:3110060943 [Defer
:01/82/050/00981/AM14/ :31/83/040/00124/AM 14/ 29.10.2013 Date:22.12.2014

Decision : It was decided to call from the firm the complete technical details as per Appendix
33. The case was deferred for 22.12.2014.

95

C;se No..78/23!82- Party Name:AMI ORGANICS [Meet No/Date:11/82- Status:Reject
ALC4/2013 PVT LTD, ALC4/2014

) 26.11.2014
HQ File RLA File Lic.No/Date:5210040368 |Defer Date:
:01/82/050/01125/AM14/ :52/24/040/0003 1/AM14/ 31.10.2013 o

Decision : It was decided to reject the case as the firm has not furnished information
despite repeated reminders.

I

o A/ NIRMAL KUMAR
_q &g
Dy. Director General of Foreign Trade

=TT 3
Directorate General of Foreign Trade
o fmDepartment of Commerce

FEhT waq, 9y ke
Udyog Bhawan,?\!ew Delhi




24

E
Case No.:1924/82-ALC42013 [Party Name:SMILAX — Meet No/Date:11/82- _ |Status:
LABORATORIES LIMITED  |ALC4/2014 |Approved
__ - 26.112014 |
‘HQ File RLA File Lic.No/Date:0910058170 Defer Date:
|01/82/050/01218aM14/ :09/24/040/00382/ AM 14/ 08.11.2013 -

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 3501 1/240/2014-Pi(Norms) dated 28.10.2014, it was decided to ratify the norms
under Para 4.7 of HBP v1 as per details given befow or as applied by the firm, whichever is less:

Export Product Export | S. No. | Import Item Qty.
: Qty Allowed
- kefkg
% I Tert-buty] 2-(4R,6R)- | Tk | 1. (4R,6R)-Tert-butyl-6- 0.588
| 6-(2-(-(4-flurophenyl)- cyanomethyl-2,2- '
15 -1sopr01:;y l-Sl;phenlyl- dimethyl-1,3-dioxane-
| 4-(phenylcarbamyl) - 4-acetate (ATS 8)
1 1H-pyrrol-1-yl) -2,2-
{ dimethyl -1,3 -dioxan- 2. Methanol 1.58
14-yD) acetate
| . 3. Cyclohexane 1.14
| (Atorvastatin coupled Y
‘ compound N-2) 4 Isopropyl alcohol 3.70
RA may take appropriate action as per the decision of Norms Committee
—_ Case No.:29/24/82- Party Name:ATGC BIOTECH |Meet No/Date:1 1/82- Status:Deffered
|ALC4/2013 PVT LTD ALC4/2014 and Re-indexed
26.11.2014 |
97 [HQ File RLA File Lic.No/Date:0910058222 [Defer
:01/82/050/01228/AM 14/ :09/‘24/040/00275/AM14/ 113.11.2013 [Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department of
_[Pharmaceuticals.
[ [Case No.:16724/82- Party Name:GLAND [Meet No/Date: 11783 [Status:
ALC4/2013 PHARMA LIMITED ALC4/2014 Approved
26.11.2014
HQ File RLA File Lic.No/Date:0910058218 {Defer Date:
:01/82/050/01215/AM 14/ :09/24/040/00385/AM 14/ 13.11.2013

98

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/222/2014-PI(Norms)
dated 01.12.2014 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:-

[A] For Export of Rocuronium Bromide Injection 10mg/ml, Sml Vial USP 1No.
S.No. Import Item Norms As per Batch Lowest of
Applied Central Logsheet | (2)to (4)
Excise R
, — ot
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Certificate
@€ ) 3 “) 3

1 | RCB Diol 71.5mg As per SION 57.75m
2 | Glass Vials 1.064nos. 1.0617 1.0565 1.0565n0s
3 | Rubber Stoppers 1.076no0s. 1.0832 1.0794 1.076nos
4 Seals, Plastic and 1.064nos. 1.048 1.0310 1.031nos

Rubber
5 | Sodium chloride BP 0.000022kg
6 | Benzyl alcohol BP 0.000044lit
7 |Sodium  hydroxide | 0.0000001kg

USP
8 | Hydrochloric USP 0.00000041it Excipients & Relevant,
9 | Tubing, Plastic 0.000673lit Consumables. Net to Net
10 | Filters, Plastic 0.000181nos.
11 | Anti factor xa test kits | 0.000101nos.
12 | Anti factor lla test kits | 0.000101nos.
13 | Analytical columns 0.000022nos.
14 | Analytical guard | 0.000022nos.

columns

Note:- These norms are specific to US FDA project. The higher norms for packing
matrials shall be permissible only in respect of export to USA and will not be applicable

on repeat basis.
[B] For Export of Rocuronium Bromide Injection 10mg/ml, 10ml Vial USP-—————
1No.
S.No. Import Item Norms As per Batch Lowest of
Applied Central Logsheet | (2)to(4)
Excise
Certificate
(1) 2 (3 “) 3
1 RCB Diol 142mg As per SION 115.5mg
2 | Glass Vials 1.07nos. 1.0927 1.0922 1.07nos
3 | Rubber Stoppers 1.10nos. 1.1067 1.1053 1.10nos
4 | Plastic Seals 1.05nos. 1.0643 1.0413 1.0413nos
5 | Sodium chloride 0.000022kg
6 | Benzyl alcohol 0.000044lit
7 | Sodium hydroxide 0.0000001kg
8 | Hydrochloric 0.0000004lit
9 | Tubing 0.000673lit Excipients & Relevant,
10 | Filters 0.000181nos. Consumables. Net to Net
11 | Anti factor xa test kits | 0.000101nos.
12 | Anti factor lla test kits | 0.000101nos.
13 | Analytical columns 0.000021nos.
14 | Analytical guard | 0.000021nos.
columns h\
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on repeat basis.

No;le:- These norms are specific to US FDA pfoject. The higher norms for pa.cking
matrials shall be permissible only in respect of export to USA and will not be applicable

Case No..26/24/82-

| Meet No/Date: 1 1182-

Status:Deffered

Party Name:GLAND
ALC472013 PHARMA LIMITED ALC4/2014 and Re-indexed
| 26.11.2014
log [HQ File RLA File Lic.No/Date:0910058221 |Defer
:01/82/050/01225/AM14/  |:09/24/040/00392/AM14/  [13.11.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department of

Pl_lannaceuticals.
Case No.:28/24/82- Party Name:PORUS Meet No/Date:11/82- Status:Deffered
ALC4/2013 LEABORATORIES PVT LTD. [ALC4/2014 and Re-indexed
‘ 26.11.2014
1100 [HQ File RLA File Lic.No/Date:0910058239 |Defer
:01/82/050/01227/AM14/ :09/24/040/00396/AM14/  |18.11.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.1.2..2014 for conimenté of Department

of Pharmaceuticals.
Case No.:74/23/82-ALC4/2013 {Party Name:SWISS EXPORTS |Meet No/Date;11/82- Status:
: PVT. LTD. ALC4/2014 Approved
E “ 26.11.2014
'(HQ File RLA File Lic.No/Date:0810126591 [Defer Date:
:01/82/0_50/0 1121/AM14/ :08/24/040/00351/AM_14I 21.11.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticais vide their OM No. 35011/236/2014-PI(Norms)
dated 30.10.2014 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:-
101
Export product Exp. SI.No. | Import items Qty. Allowed
Qty.
1 Potassium
Amoxicillin and Number Clavulanate 300.90 mg/625
Clavulanate Diluted with mg tablet
E‘ggszlz“smm”b‘et Microcrystalline
g Cellulose (1:1)

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

Case No.:140/23/82- Party Name:UNITED [Meet No/Date:11/82-  [Status:Deffered
0z [ALC42013 PHOSPHORUS LTD. ALC4/2014 and Re-indexed
_ _ 26.11.2014 @
- " T '&\é‘d\( )
[HQ File IRLA File |Lic.No/Date:0310758627 [Defe X
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 [OVB2050/01187/AM147

:03/95/040/00495/AM14/

21112013

[Pate22.122014

of C&PC.

Dtision : It was decided to defer the case for 22.12.2014 for comments of Department

1103

|

Party Name:ACEBRIGHT

Meet No/Date:1 1/82-

Statuﬁ:bef!ered

Case No.:101/23/82-
4/2013 (INDIA) PHARMA PVT ALC4/2014 and Re-indexed
e _ LTD, 26.11.2014
HQ File RLA File Lic.No/Date:0710099923 (Defer
Olf 32/050/01148/AM 14/ 07/24/040!00269/AM[4/ 25.11.2013 Date:22.12.2014

Decision : It was decided to call from the firm the complete technical detauls as per Appendix

|33. The case was deferred for 22.12.2014.
Case{No.:20/24/82- Party Name:GLAND Meet No/Date: 1 1/82; |Status:Deffered
12013 PHARMA LIMITED ALC4/2014 and Re-indexed
] 26.11.2014 ,
{104/[HQ File RLA File Lic.No/Date:0910058310 |Defer
| |01/82/050/01219/AM14/  |:09/24/040/00405/AM14/  [25.11.2013 Date:22.12.2014
|Decigion : It was decided to defer the case for 22.12.2014 for comments of Department
[of P euticals.
"[Case No.:11/24/82-ALC472013 [Party Name:GLAND | Meet NoDate:11/82- _ [Status:
PHARMA LIMITED ALC4/2014 approved
_ [26.11.2014 1
HQ Fi RLA File Lic.No/Date: 0910058351 Defer Date:
:01/82/050/01210/AM 14/ 09/24/040/00420/AM14I 26.11.2013

Acetylcysteine Solution USP 200mg/ml(20%),

4ml vial USP

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

o e Gonerel o £0

pirectorate &
fvDe

udyeo Bhawa

[A) For [Export of Acetylcysteine Solution 200mg/m].(20%), 4 m vial.
105
S1.No. Import Item Norms As per Central Batch Lowest of
Applied Excise Logsheet (2)to (4)
Certificate
i 1) @ @) @ @)
1 | | Acetylcysteine 880mg/vial As per SION 880mg/vial
2 | [ Vials Glass 1.064 nos. 1.1137 1.0912 1.064 nos.
3 \ Rubber Stoppers [  1.076 nos. 1.1292 1.1069 1.076
Rubber
4 Seals  Plastic & 1.064 nos. 1.0795 1.0499 1.0499
\ Aluminium —
5 | | Droppers plastic 1.05 nos. - - .
6 ! -1 Filters Plastic 0.0003 nos. - - X;Ilet :o ];]le:
7 | | Tubing Plastic 0.00067 foot - - et to Ne
[B] Fo rt of Acetyleysteine Soltion USP, 200mg/ml.(20% ml vial USP W
/
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&
SLNo. Import Item Norms Applied | As per Central Batch Lowest of
! Excise Logsheet (2)to(4)
| 2 Certificate
‘ (1) 3) @ (3
1 Acetylcysteine 6.3 gm/vial As per SION 6.30 gm/vial |
2 Vials Glass 1.078 nos/vial 1.1261 nos 1.0782 nos 1.078 nos
3 Rubber Stoppers 1.0918 nos 1.1783 nos 1.134 nos 1.0918 nos
Rubber
4 Seals Plastic & 1.0693 nos 1.0763 nos 1.017 nos 1.0178 nos
Aluminium
5 Droppers plastic 1.05 nos . - 1.05 nos
6 Filters Plastic 0.0603 nos - - Net to Net
7 Tubing Plastic 0.00067 foot - - Net to Net
In accordance with the earlier decisions of Norms-Committee, present case may be considered
specific to USFDA project and Export to USA only.

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

~ [Case No.3224/82 Party Name:GLAND Meet No/Date:11/82-  |Status:
ALC472013 PHARMA LIMITED ALC472014 approved
| 26.11.2014
HQ File RLA File Lic.No/Date:0910058353 |Defer Date:
OUB20S00123VAMIA/  [0924/04000041/AMI4/  |26.11.2013

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/218/2014—PI(Norms)
dated 30.10.2014 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
Acetylcysteine Solution USP 200mg/ml(20%), 4ml vial USP
SLNo, Import Item Norms As per Batch Lowest of
106 Applied Cent.ral Logsheet | (2)to (4)
Excise
1) Q) Certificate ) (5)
3)
1 Acetylcysteine 880mg/vial As per SION 880mg/vial
2 Vials Glass 1.064 nos. 1.1137 1.0912 1.064 nos.
3 Rubber  Stoppers [ 1.076 nos. 1.1292 1.1069 1.076
Rubber
4 Seals Plastic & | 1.064 nos. 1.0795 1.0499 1.0499
Aluminjium
5 Droppers plastic 1.05 nos. - - 1.05
6 Filters Plastic 0.0003 nos. - - Net to Net
7 Tubing Plastic 0.00067 - - Net to Net
foot

In accordance with the earijer decisions of Norms-Committee resent
i i s sent case
be considered specific to USFDA project and Export to USA only. P may | e
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RA may take appropriate action as per the decision of Norms Committee.

[ [Case No.:54/4/82- Party Name:NECTAR Meet No/Date:11/82- Status:
ALC4/2014 LIFESCIENCES LIMITED, (ALC4/2014 approved
26.11.2014

: HQ File RLA File Lic.No/Date:2210014403 |Defer Date:
: :01/82/050/00302/AM15/ :22/24/040/00062/AM 14/ 27.11.2013
Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
(No. 35011/274/2014-PI(Norms) dated 30.10.2014, it was decided to ratify the norms under Para 4.7 of
'HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No. | Import Item Qty. Allowed
Quantity kg/kg
1 Cefuroxime Axetil 1kg 1. Desacetyl-7-amino 0.79
Amorphous cephalosporanic acid (D-7-
" ACA)
2. Ethyl acetate 3.74
3. Methanol 0.62
4, Syn-methoxyimino furanyl | 0.835
acetic acid ammonium salt
(SMIA)
5. Activated carbon 0.100
107 6. Phosphorous 0.97
pentachloride
7. Methylene chloride 2.29
8. Sodium hydroxide 0.43
9. Acetic acid 0.048
10. Acetonitrile 0.98
11. Chlorosulphonyl
Isocyanate 0.53
12 Acetone 1.76
13 N,N-dimethyt acetamide 1.12
14 Acetoxy ethyl bromide 0.59
15 Cyclohexane 0.92
16 Sodium carbonate 0.125
17 Sodium bicarbonate 0.080
18 Sodium chloride Not an importable
item
; 19 Sodium metabisulfite Not shown in RXN
‘ 20 Hydrochloric acid Not an importable
item
| .|RA may take appropriate action as per the decision of Norms Committee.
Case No.:77/23/82- Party Name:SHASUN Meet No/Date:11/82- Status:Deffered
ALC4/2013 PHARMACEUTICALS ALC4/2014 and Re-indexed

1108 LIMITED 26.11.2014 _

: HQ File RLA File ) Lic.No/Date:0410152258 |Defer m
_[01/82/050/01124/AM14/  |:04/24/040/00183/AM14/  [27.11.2013 Date:22.12.2014
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5 farerey =aTaR

Dy. Dlractor General of Foreign Trade

L2100 104
Directorate General of Foreign Trade
ey fAMRIDepartment of Commarce

e T8, .,
Udyog Bhawan, New Dalhi




$2.

[ ¥

| Decision : It was decided to remind the firm to furnish a copy of Master Batch Formula |
iduly certified by Quality Control Incharge. The case was deferred for 22.12.2014.

Case 1\_10.:94/23!82-

Party Name:DHANUKA Meet No/Date:11/82- ¢ SfatuQ:
ALC4/2013 LABORATORIES LTD. ALC4/2014 approved
26.11.2014
HQ File RLA File Lic.No/Date:0510372219 |Defer Date:
:01/82/050/01141/AM 14/ :05/23/040/00342/AM 14/ 28.11.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
[No. 35011/349/2014-PI(Norms) dated 28.11.2014, it was decided to ratify the norms under Para 4.7 of
HBP vi as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No. [ Import Item Qty. Allowed
Quantity kg/kg

CEFIXIME USP/BPAF/EP | | kg 1. 7-AVCA (7-Amino-3-Vinyl- 0.571
Powder Cephalosporanic Acid)

2 Dimethyl Acetamide 1.65

3. MICA Ester 0.82

4 Ethyl Acetate 0.95

5 Methylene Chiloride

384
RA may take appropriate action as per the decision of Norms Committee.

[ [Case No.:104723782- Party Name:PCLOIL & [Meet No/Date:11/82- _ [Status:Deffered
ALC4/2013 SOLVENTS LTD., ALC4/2014 and Re-indexed
) 26.11.2014 |
HQ File |RLA File Lic.No/Date:0510372321 |Defer
0 1/82/050/01151/AM 14/ :05/24/040/00201/AM 14/ 29.11.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.

[ [Case No.:8724/82- Party Name:SUVEN LIFE  |[Meet No/Date:11/82-  [Status:
ALC4/2013 SCIENCES LIMITED ALC4/2014 approved

26.11.2014
HQ File RLA File Lic.No/Date:0910058405 {Defer Date:
:0!/82!050{01207/AM14/ :09)‘24/040/{_}0356/AMI4/ 29.11.2013

Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/239/2014-PI(Norms) dated 28.10.2014, it was decided to ratify the norms
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product

Sl
No.

Export
Quantity

Import Item

Qty. Allowed
kg/kg

(2-Chloro-5-Iodo Phenyl)-
(4-Fluorophenyl)-Methanone

1 kg

1.

Ethyl Anthranitrile

0.963

2.

Potassium lodide

0.713

3.

Potassium Iodate

0.419
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4. Oxalyl Chloride 0.509
5. Fluoro Benzene 2.498
RA may take appropriate action as per the decision of Norms Committee.
Case No.:112723/82- Party Name:CADILA ____ [Meet No/Date:11/82- _ [Status:Deffered
ALC4/2013 HEALTHCARE LTD., ALC4/2014 and Re-indexed
) . 26.' 1.20]4 . . -
112 [HQ File RLA File Lic.No/Date:0810126887 [Defer
- [:01/82/050/01159/AM 14/ :08/24/040/00387/AM14/ 04.12.2013 Date:22.12.2014

03.12.2014.The case is deferred for 22.12.2014.

Decision :Reply received from the firm and sent to Department of Pharmaceutlcals on

11301 .
- [Decision : It was decided tocall following technical details from the firm viz:-
(a) Complete technical details as per Appendix-33

(b) % content of Buffering Agent in Export Product.

(The case is deferred for 22.12.2014.

Ca;e No.:l8)‘23/82-

Party Name:NAPROD LIFE  [Meet No/Date:11/82- _ [Status:Deffered
ALC4/2013 SCIENCES PVT. LTD. ALC4/2014 and Re-indexed
I 26.11.2014 -
HQ File IRLA File Lic.No/Date:03 10760768 Defer
:01/82/050/01065/AM14/  1:03/95/040/00712/AM14/  [05.12.2013 Date:22.12.2014

114

Case No.:146/23/82-

Party Name:CHIRAG Meet No/Date:11/82- Status:Deﬂ'ered
ALC4/2013 ENTERPRISE ALC4/2014 and Re-indexed
| 26.11.2014
HQ File RLA File Lic.No/Date:2410040396 Defer
:01/82/050/01193/AM 14/ 1:24/24/040/00022/AM 14/ 06.12.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Petro
|chemical Division of Department of C&PC.

11

[Case No.:120/3/82-

. Party Name:INCHEM Meet No/Date:11/82-  [Status:
(ALC4r2014 LABORATORIES PRIVATE |ALC4/2014 approved
| LIMITED 26.11.2014

[HQFile RLA File Lic.No/Date:0910058483 [Defer Date:
|:01/82/050/00124/AML5/  |:09/24/040/00416/AM14/  [06.12.2013

{Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/256/2014-PI(Norms) dated 30.10.2014, it was decided to ratify the norms
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export | SL. Import Item Qty. Allowed
Quantity | No. kg’kg
RACTOPAMINE HCL 1kg 1. (RSM-(2-amifio-1- 0.77
hydroxy ethyl) phenol hel
2. 4(4-hydroxy phenyl)2-
butanone 0.91

-{RA may take appropriate action as per the decision of Norms Committee.
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Case No.:115/3/82- Party Name:NECTAR Meet No/Date:11/82- _ [Status:
ALC4/2014 LIFESCIENCES LIMITED, [ALC4/2014 approved
26.11.2014
HQ File RLA File Lic.No/Date:2210014426 {Defer Date:
:01/82/050/00119/AM15/  |:22/24/040/00068/AM14/  [06.12.2013 |
|Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/271/2014-PI(Norms) dated 11.1 1.2014, it was decided to ratify the norms under Para 4.7 of
[HBP v1 as per details given below or as applied by the firm, whichever is less:
} Export Product Export S.No. | Import Item Qty. Allowed
: Quantity kghkg
I Cephalothin for Injection 1kg 1. -ACA 0.80
2. 2-thiophene acetyl chloride 0.528
3. Sodium hydrogen Orthophosphate 0.32
4. Sodium hydroxide 0.32
_ 5. Hydrochloric acid Not an importable
116 item
6. Sodium Carbonate 0.266
7. Activated carbon 0.100
8. EDTA 0.037
9. Ethyl acetate 235
10. Sodium Ethyl Hexanoate 0.480
1. | Acetone 0.576
12 Methylene Chloride 1.914
13 Ethanol (Absolute) 1.00
14 Sodium Bicarbonate 0.030
15 _ Relevant as per
Aluminiim Bottle packing policy
RA may take appropriate action as per the decision of Norms Committee.
[ Cﬁe No.:4/5/82-ALC4/2014 [Party Name:SHASUN Meet No/Date:11/82- Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
‘ LIMITED 26.11.2014 _

117 [HQ File RLA File Lic.No/Date:0410152693 [Defer
:01/82/050/00321/AM15/ :O_4f24/040/0019_8/AM[4{ 106.12.2013 o Date:22. 122014
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 22.12.2014.

| [Case No.:47/4/82-ALC4/2014 [Party Name:VISION DRUGS |[Meet No/Date: 11/82- [StatasiDetfored |
118 PVT LTD JALC4/2014 and Re-indexed | .«
™t
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Y HoFe ~[RLA File Lic.No/Date:0910058477 [Defer
[01/82/050/00295/AM15/  |:09/24/040/00433/AM14/  {06.12.2013 |Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

| jof Pharmaceuticals.
[ [Case No.:96/23/82- Party Name:MOREPEN ___|[Mest No/Date:11/82- _ [Status:
ALC4/2013 LABORATORIES LTD.,  |ALCA4/2014 approved
| 26.11.2014
[HQ File RLA File Lic.No/Date:05 10372885 [Defer Date:
|ou/s2i050/01143/AM147  |:0524/040/00313/AM14/  [09.12.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
INo. 35011/146/2014-PI(Norms) dated 09.10.2014, it was decided to ratify the norms under Para 4.7 of
HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No. | Import Item Qty. Allowed
. Quantity kg/kg
B-Chloro-11- 1 kg 1. 3-chloro benzyl cyanide 1.82
Hidroxy-N-Methyl - -
Piperidino 2. | Sodium methoxide 1218
Azatadine(L8) 3. N,N-Dimethyl carbomyl
119: chioride 2.233
4. N,N-Dimethyl
: formamide 0.05
| 5. Toluene 4.97
6. Methylene chloride 3.09
7. Aacetonitrile 0.63
8. Tetrahydrofuran 3.35
9. Isopropyl alcohol 2.12

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

| It was also decided to call Production and consumption data duly certified by Central Excise Authority
~_ |through Pharmaexcil for revision of SION A-2409 for Loratiadine.

‘ Case No.:137/3/82- Party Name:SUVEN LIFE Meet No/Date:11/82- Status;
ALC4/2014 SCIENCES LIMITED ALC4/2014 approved
) 26.11.2014
HQ File RLA File Lic.No/Date:0910058555 [Defer Date:
:01/82/050/00141/AM15/ :09/24/040/00427/AM 14/ 11.12.2013

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
120 INo. 35011/272/2014-PI(Norms) dated 30.11.2014, it was decided to ratify the norms under Para 4.7 of
HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S. No. [ Import Item Qty. Allowed
Quantity kg/kg
(3-(5-fluoro-2-(4-(2- | 1 kg 1. 5-fluorouracil 0.700 w
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2
methoxy-ethoxy) 2 2-methoxy ethanol 0.439
henylamino

b yrimidin _4_)),] 3 Dimethy! sulfoxide 2545
ammo)-_phet?yl)- 4, Di-t-butyl dicarbonate 1.064
carbamic acid tert
buty! ester hel 5 Methyl-t -butyl ether 3.60

6 Acetonitrile 1.143

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

122

Case No.:141/3/82- Party Name:COVALENT Meet No/Date;11/82- Status:Deffered
ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
LIMITED 26.11.2014

121 [HQ File RLA File Lic.No/Date:0910058567 |Defer
:01/82/050/00145/AM1S/  |:09/24/040/00418/AM14/  {12.12.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
o_f Pharmaceuticals.

[Case No.:9/23/82-ALC4/2013 [Party Name:NAWAL Meet No/Date;11/82- _ [Status:Deffered
PRAKASH AVIKEM ALC4/2014 and Re-indexed
_ PVT.LTD, 26.11.2014
HQ File RLA File Lic.No/Date:0310761637 |Defer
:01/82/050/01056/AM14/  |:03/95/040/00434/AM14/  [12.12.2013 Date:22.12.2014

Decision :It was decided to remind the firm to furnish the following information:
1.

Separate weight of DI Ethylene Glycol, Fibres Glass String / Rope and Aluminium can in
one number of final one number of export product i.e. AL cans with components may be
furnished along with the copy of the export order.

Details and quantity of other indigenous inputs to be used in the manufacture of the
export product may be indicated.

Detailed manufacturing process along with justification for wastages at each stage and
also on each of the raw material may be furnished.

Complete material balance indicating input and output material at each stage of
manufacturing process. :

Standard /Authentic technical literature in support of the raw material requirement
formulation for the manufacture of export product.

You have applied for the import of aluminium foil/sheets as 1.30 kg/kg content in the
Aluminium can which seems t be on gross weight basis and not on net content basis. The
details of production of Aluminium cans and corresponding consumption of Aluminium
foil/sheets may be furnished for the year 2012-13 and 2013-14.

The commercial sale value of the aluminium sheets scrap generated in the process may
be furnished along with the documentary evidence. In addition, earlier NC decision for
the import of Aluminium foil/sheets against the export of Aluminium can for your similar
export product may also be furnished,

Details of production of export product under reference and corresponding consumption
of raw material in the year 2011-12 and 2012-13 (April to December) duly certified by

CA may be furnished. If the production has not commenced in the past, the details from gi'

‘50

commencement of production may be furnished duly certified by CA. (“"’

Any other relevant information.
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N \The case was deferrqgl for 22.12.2014.

Meet No/Date:11/82-

7‘ Sﬁiﬁs:Deﬁered

Case No.:115/23/82- Party Name: ALCHEM
|ALCan2013 INTERNATIONAL LTD.  |ALC4/2014 and Re-indexed
26.11.2014 o
1Q File RLA File Lic.No/Date:0510373480 |Defer
|os20s0m1162/aM14/  |05723/040/00365/AM14/  [13.12.2013 Dete:22.12.2014

1237 vizi-
|

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

(a) % content of Tabersonine in the imported seeds and its % recovery in each step.
, (b) Content of other bye-products in the seeds, their % recovery and value.

(c) Copy of technical literature in support of (a) and (b).
' (d) Past production of Vinpocetine vis-avis Actual consumption of imported
: seeds for last 3 years duly certified by Central Excise Authorities.
_{The case is deferred for 22.12.2014.

[Case No.:139/3/82-

party Name:SMILAX

: : Meet No/Date:11/82-  Status:Deffered

ALC4/2014 LABORATORIES LIMITED [(ALC4/2014 and Re-indexed
26.11.2014 7
124/[HQ File RLA File Lic.No/Date:0910058595 [Defer
:01/82/050/00143/AM15/ :09/24/040/00441/AM 14/ 13.12.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
~ |iof Pharmaceuticals.

i|Case No.:83/23/82- Party Name:SHIVA Meet No/Date:11/82-  |Status:
ALC4/2013 |PHARMACHEM LTD, ALC4/2014 approved

26.11.2014

HQ File RLA File Lic.No/Date:3410038734 |Defer Date:
:01/82/050/01 130/AM14/ :34/24/040/00231/AM14/ 16.12.2013

Decision :In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/164/2011-Ch. |l dated 27.11.2018, it was decided to

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

1125

Export product Export S.No. | Import items Qty Allowed
Quantity
N-OCTYL CHLORIDE / 1-CHLORO OCTYL ALCOHOL / N-
OCTANE lkg 1 OCTANOL 0.972 kg
_|RA may take appropriate action as per the decision of Norms Committee.
, Case No.:7118f82-ALC4f2013 Party Name:SWISS Meet No/Date:11/82- Status:Deffered
i EXPORTS PVT. LTD. ALC4/2014 and Re-indexed
: 26.11.2014 '
{126 [1Q File RLA File Lic.No/Date:0810127123 [Defer
:01/82/050/00942/AM14/  |:08/24/040/00400/AM 14/ 16.12.2013 Date:22.12.2014

'k
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lof Pharmaceuticals. .
[ [Case No.:33/3/82- Party Name:HETERO Meet No/Date:11/82- Statﬁs:
ALC4/2014 DRUGS LIMITED, ALC4/2014 approved
_ 26.11.2014 7
HQ File RLA File Lic.No/Date:0910058622 Defer Date:
:01/82/050/00037/AM1S/  [:09/24/040/00466/AM14/ 17122013 |
Decision : In the light of written comments received from Department of Pharmaceuticals vide
ltheir OM No. 35011/286/2014-PI(Norms) dated 11.11.2014, it was decided to ratify the norms
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export | S. No. | Import Item Qty. Allowed
Qty kg/kg
Lisinopril 1kg L. 2,2,2-Trifluoro acetic acid 1.26
127 2. L-Lysine 1.545
monohydrochloride )
3. 3-Benzoyl acrylic acid ethyl 0.85
ester )
4 Lithium hydroxide 0.134
5 L-Proline 0.927
6. N N-Carbonyl diimidazole 0.400
7 Methylene Chloride 343
8 Acetone 7.00
RA may take appropriate action as per the decision of Norms Committee.
CaQe No.:119/3/82- Party Name:HETERO LABS Meet No/Date:11/82- Status:
ALC472014 LIMITED ALCA/2014 approved
A ' 26.11.2014
HQ File IRLA File Lic.No/Date:0910058620 |Defer Date:
:01[82/050!00123/AM15/ :09{24/(}40/00470!AM14/ 17.12.2013 _ _
Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/282/2014-PI(Norms) dated 11.11.2014, 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:
128
Item of Export Quantity S.No Item of Import Quantity allowed
_ _ kg/kg
1kg 1. (25,35)-1,2-Epoxy-34BOC-amino)- | 1.41
DARUNAVIR AMORPHOUS 4-pheny] butane
2, (3a8,6aR)-Tetrahydro-4-methoxy 0.44
furo(3,4-b)furan-2-(3H)-one
3. Isobutyl amine 2.06
4, N,N-Disuccinimidyl carbonate 0.90
RA may takg_appropriate action as per t_h_e decision of_Norms Committee.
Case No.:98/3/82- Party Name:VIVIMED LABS {Meet No/Date:11/82-  IStatus: _f;i‘débe
129 [ALC4/2014 LIMITED ALC4/2014 approved 85 o
26.11.2014 R
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[HQ File RLA File Lic.No/Date:0910058626 [Defer Date:
:01/82/050/00102/AM1S/  |:09/24/040/00448/AM14/  [17.12.2013
Decision : In the light of written comments received from Department of Chemicals and

|ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

2

Petrochemicals vide their U.0 No. 14010/43/2011-Ch. Il dated 13.11.2014, it was decided to

whichever is less:

Export product Export | S.No. | Import items Qty Allowed
Quantity
VIOLET 1 4D
rldzrmo BLUE (OR) JAROCOL BLUE | 4 kg 1 N.N-BIS{2-HYDROXYETHYL)-2- 1.70 kg
NITRO-P- PHENYLENEDIAMINE
_{RA may take appropriate action as per the decision of Norms Committee.
_ Case No.:39/23/82- Party Name:AARTI Meet No/Date:11/82- Status:
ALC4/2013 INDUSTRIES LIMITED ALC4/2014 approved
) 26.11.2014
HQ File RLA File Lic.No/Date:0310762301 [Defer Date:
:01/82/050/01086/AM14/ :03/94/040/00760/AM 14/ 18.12.2013

Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/189/2014-PI(Norms) dated 28.11.2014, it was decided to ratify the norms

i31

130 junder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export product Export | S.No. | import items Qty Allowed
Quantity kg/kg
CAFFEINE ANHYDROUS 1kg 1 S U3 DIMETHYL -5- 134
_ |RA may take appropriate action as per the decision of Norms Committee.
Case No.:85/23/82- Party Name:PARENTERAL |[Meet No/Date:11/82- Status:Deffered
ALC4/2013 DRUGS (INDIA) LTD., ALC4/2014 and Re-indexed
. 26.11.2014 _
HQ File RLA File Lic.No/Date: 5610003400 |Defer
:01/82/050/01132/AM 14/ :56/24/040/00033/AM 14/ 20.12.2013 Date:22.12..2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

132

Case No.:11/3/82-ALC4/2014

Party Name:MICRO LABS ~ |Meet No/Date:]1/82- Status:Deffered
LTD ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0710100791 [Defer
! :01/82/050/00015/AM15/ :07/24/040/00318/AM 14/ 23,12,2013 Date:22,12.2014

‘|Decision : In the light of written comments received from Department of Pharmaceuticals vide
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their OM No. 35011/261/2014-PI(Norms) dated 26.11.2014, it was decided to call from the firm
the following technical details:

i) Complete set of application
ii) Pack size of oral suspension.
iii) DML for export items showing composition of each export

The case was deferred for 22.12.2014.

Case No.:142/3/82- Party Name:SRIAM LABS Meet No/Date:11/82- Status:Deffered
ALC4/2014 PRIVATE LIMITED ALC4/2014 and Re-indexed
. 26.11.2014
133 [HQ File RLA File Lic.No/Date:0910058708 [Defer
:01/82/050/00146/AM15/ :09/24/040/00439/AM 14/ 24.12.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:144/3/82- Party Name:SRINI Meet No/Date:11/82-  |Status:Deffered
ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed
LTD., 26.11.2014
134 [HQ File RLA File Lic.No/Date:0910058728 |Defer
01/82/050/00148/AM1S/ | :09/24/040/004T1/AMI4/  [26.12.2013 Date:22.12.2014

Decision : It was decided to send a copy of application to Department of Pharmaceuticals
for their comments. The case is deferred for 22.12.2014 .

Case No.:38/4/82-ALC4/2014 |Party Name:ALTA Meet No/Date:11/82- Status:Deffered
LABORATORIES LTD. ALCA4/2014 and Re-indexed
26.11.2014
135 [HQ File RLA File Lic.No/Date:0310763559 |Defer
:01/82/050/00286/AM15/  [:03/94/040/00796/AM14/  [27.12.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:48/23/82- Party Name:EXCEL Meet No/Date:11/82- Status:Deffered
ALC4/2013 INDUSTRIES LIMITED ALC4/2014 and Re-indexed
26.11.2014
136 [HQ File RLA File Lic.No/Date:0310763628 |Defer
:0_1!82/050/01095/AM14/ -03/94/040/00719/AM 14/ 30.12.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.

Case No.:22/3/82-ALC4/2014 [Party Name:GLAND Meet No/Date:11/82- Status;Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
, 26.11.2014
137 |HQ File RLA File Lic.No/Date:0910058787 |Defer
-01/82/050/00026/AM15/ :09/24/040/00485/AM 14/ 31.12.2013 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Departr&
of Pharmaceuticals. o
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[Case No.:96/3/82-AL.C4/2014 [Party Name:GLAND Meet No/Date:1 1/82- Status:
PHARMA LIMITED ALC4/2014 Approved
26.11.2014
QFile RLA File Lic.No/Date:0910058788 |Defer Date:
:01/82/050/00100/AM15/ :09/24/040/00481/AM 14/ 31.12.2013

{Decision : Committee considered the case as per agenda and in light of written comments
ireceived from Department of Pharmaceuticais 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

llower:-
Export Product : Adenosine Injection USP Prefilled Syringe 3mg/ml, 4ml in a PFS
SL.No. Import Item Norms As per Central Batch Lowest of
(1) Applied Excise Logsheet (2) to (4)
{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 10.6 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.
3 Plunger Rods (Plastic) 1.08 Nos. 1.03 Nos. NIL 1.03 Nos.
[ Filters (Plastic) Consumable, on Net to Net basis
7 Tubing (Plastic)
8 Reference Standards
In accordance with the earlier decisions of Norms-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.

139

a {Case No.:88/3/82- Party Name:MYLAN Meet No/Date:11/82- Status:Deffered
ALC4/2014 LABORATORIES ALC4/2014 and Re-indexed
LIMITED 26.11.2014
HQ File RLA File Lic.No/Date:0910058792 [Defer
:01/82/050/00092/AM15/ :09/24/040/00451/AM 14/ |31.12.2013 Date:22.122014

Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/254/2014-PI(Norms) dated 26.11.2014, it was decided to call from the firm
following information:-

(a) % yield on molar basis for each step of manufacturing process

(b) Requirement and Recovery of solvent of each step.

(c) Copy of technical literature in support of yields envisaged in the process.

(d) Past production vis-a-vis Actual consumption of Input duly certified by Central Excise
Authorities

The case was deferred for 22.12.2014

I

t40 Case No.:2/2/82-ALC4/2014 -Party Name:SAFECON Meet No/Date:11/82- Status:Deffered
; LIFESCIENCES ALC4/2014 W and Re-indexed

ot AR/ NIRMAL KUMAR
=9 e de
Dy. Director General of Foreign Trade

Directorate General of Foreign Trade

Tt (AU Department of Commerce
T Wa, fash i
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|‘ [ “Rs.11.2014 —

HQ File RLA File Lic.No/Date:6110001120 |Defer

:01/82/050/00004/AM15/ :61/24/040/00033/AM 14/ 31.12.2013 Date:26.11.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

of Pharmaceuticals.

[Case No.:244/3/82- Party Name:SAFECON Meet No/Date:11/82- Status:Deffered

ALC4/2014 LIFESCIENCES ALCA4/2014 and Re-indexed

26.11.2014

HQ File RLA File Lic.No/Date:6110001119 [Defer

:0 1[82/050/00248/AM 15/ :61/24/040/00023/AM 14/ 31.12.2013 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

of Pharmaceuticals.

Case No.:55/23/82- Party Name:SATYAJIT Meet No/Date:11/82- _ [Status:Deffered

ALC4/2013 CHEMICALS PVT.LTD., ALC4/2014 and Re-indexed
A 26.11.2014

HQ File RLA File Lic.No/Date:0310763764 |Defer

01 f8_2/050/01 102/AM 14/ :03/95/040/00791/AM14/ 31.12.2013 Date:22,12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

144

of Pharmaceuticals.
Case No.:53/23/82- Party Name:EXCEL Meet No/Date:11/82- _ [Status:Deflered
ALC4/2013 INDUSTRIES LIMITED ALC4/2014 and Re-indexed
_ 26.11.2014
143 [HQ File RLA File Lic.No/Date:0310764365 |Defer
*01/82/050/01100/AM 14/ :03/94/040/00744/AM 14/ 02.01.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.
Case No.:38/3!8§-ALC4I2014 Party Name:PARENTERAL |[Meet No/Date:11/82- Status:Deffered
DRUGS (INDIA) LTD., ALC4/2014 and Re-indexed
. 26.11.2014
HQ File R1LA File Lic.No/Date:5610003472 |Defer
:01/82/050/00042/AM15/ :56/24/040/00036/AM 14/ 02.01.2014 Date:22.12.2014

of Pharmaceuticals.

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

145

Case No.:118/3/82-

Status:Deffered

Party Name:PARENTERAL  |Meet No/Date:11/82-
ALC4/2014 DRUGS (INDIA) LTD., ALC4/2014 and Re-indexed
26.11.2014 N
HQ File RLA File Lic.No/Date:5610003471 |Defer
:01/82/050/00122/AM15/ :56/24/040/00035/AM14/ 02.01.2014

[Decision : It was decided to defer the case for 22.12.2014 for commen
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[of Pharmaceuticals.

l148

P o : : : :
||Ciase No.:186/3/82- Party Name:MYLAN Meet No/Date:11/82- Status:Deffered
|AILC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
_ o 26.11.2014 7 _ :
1146 |HQ File RLA File Lic.No/Date:0910058325 |Defer
; 01/82/050/00190/AM15/ :09/24/040/00484/AM 14/ 06.01.2014 Date:22.12.2014
| ecision : It was decided to defer the case for 22.12.2014 for comments of Department
_|of Pharmaceuticals.
ase No.:193/3/82-ALC4/2014 [Party Name:NATCO PHARMA [Meet No/Date:11/82- _ [Status:
LIMITED ALC4/2014 approved
H 26.11.2014
Q File RLA File Lic.No/Date:0910058829 |Defer Date:
01/82/050/00197/AM1S/ :09/24/040/00494/AM 14/ 06.01.2014
[Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
147 |No- 35011/317/2014-PI{Norms) dated 01,12.2014, it was decided to ratify norms under Para 4.7 of HBP
1 as per details given below or as applied by the firm, whichever is less:
A Export product Export Qty. | SLNo. | Import items Qty. allowed
| tmatinib 100 mg ke 1 Imatinib Mesylate 121.858 mg/100
i mg tabs
Imatinib 400 mg kg 1 Imatinib Mesylate 487.431 mg/400
mg tabs
__'{RA may take appropriate action as per the decision of Norms Committee.
Case No.:2/22/82-ALC4/2013 [Party Name:METROCHEM  (Meet No/Date:11/82- Status: Deffered
API PVT.LTD. ALC4/2014 and Re-indexed
26.11.2014
HHQ File RLA File Lic.No/Date:(910058842 |Defer
1{:01/82/050/01045/AM 14/ :09/24/040/00503/AM 14/ 07.01.2014 Date:22.12.2014

Central Excise Authority
The case is deferred for 22.12.2014.

' |Decision : It was decided to remind the firm to furnish the following ieclmical details:

i) Complete and balanced chemical reaction showing molecular weight of input and
out[put product

ii) % yield on molar basis

ifi)  Material balance for entire process

iv)  Bye-products recovered, if any.

V) Copy of technical literature in support of yield envisaged in the reaction.

vi)  Past production vis-a-vis actual consumption of all inputs duly certified by

149

[T [Case No.:37/3/83-ALC4/2014 _|Party Name:NECTAR Meet No/Date:11/82- _ [Status:
LIFESCIENCES LIMITED,  |ALC4/2014 Approved
, - 26.11.2014 _ _
HQ File RLA File Lic.No/Date:2210014502 _|Defer Date:
'01/82/050/0004 /AM15/ 22124/040/00077/AM14/ 07.012014

Decision : in the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/274/2014-PI(Norms} dated 30.10.2014, it was decided to ratify the norms under Para 4.7 of




“y

HBP v1 as per details given below or as applied by the firm, whichever is less: v
Export Product Export S.No. | Import item Qty. Allowed
Quantity kg/kg
Cefuroxime Axetil 1kg 1, Desacetyl-7-amino 0.79
Amorphous cephalosporanic acid (D-7-
ACA)
2. Ethyl acetate 3.74
3. Methanol 0.62
4. Syn-methoxyimino furanyl | 0.835
acetic acid ammonium salt
{SMIA)
5. Activated carbon 0.100
6. Phosphorous 0.97
pentachloride
7. Methylene chloride 2.29
8. Sodium hydroxide 0.43
9, Acetic acid 0.048
10. Acetonitrile 0.98
11. Chlorosulphonyl
Isocyanate 0.53
12 Acetone 1.76
13 N,N-dimethyl acetamide 1.12
14 Acetoxy ethyt bromide 0.59
15 Cyclohexane 0.92
16 Sodium carbonate 0.125
17 Sodium bicarbonate 0.080
18 Sodium chloride Not an importable
item
19 Sodium metabisulfite Not shown in RXN
20 Hydrochloric acid Not an importable
item

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

Case No.:116/3/82-

Meet No/Date:11/82-

Party Name:VIJAYASRI - Status:Deffered
ALC472014 ORGANICS LTD |ALC4/2014 and Re-indexed
_ 126.11.2014
150 HQ File RLA File Lic.No/Date:0910058840 {Defer
:01/82/050/00120/AM15/ :09/24/040/00402/AM14/  |07.01.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:180/3/82- Party Name:VISION DRUGS [Meet No/Date:11/82- _ [Status: Deffered
ALC4/2014 PVT LTD ALC4/2014 and Re-indexed
7 26.11.2014 1
151 [HQ File RLA File Lic.No/Date:0910058839 [Defer
:01/82/050/00184/AM1S/  [:09/24/040/00426/AM14/  :07.01.2014 Date:22.12.2014

{Decision : It was decided to defer the case for 22.12.2014 for gomﬁi?\ms of Depax_'g__l}ggg_guv;f
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{Ciise No.:90/3/82-ALC4/2014 Party Name:SUVEN LIFE Meet No/Date;11/82- Status:
‘ SCIENCES LIMITED ALC4/2014 Approved
File RLA File Llc No/Date: 0910058858 Defer Date:
: 011/82/050/00094/AM15/ :09/24/040/00468/AM14/ 08.01.2014 :

| ecision : In the light of written comments received from Department of Pharmaceuticals vide their OM
/[Np. 35011/272/2014-PI(Norms) dated 30.11.2014, it was decided to ratify the norms under Para 4.7 of
i P v1 as per details given below or as applied by the firm, whichever is less:

L
i 1'Export Product Export S.No. | Import Item Qty. Allowed
hs2 |k Quantity ke/kg
' (3-(5-fluoro-2-(4-(2- | 1 kg 1. 5-fluorouracil 0.700
methoxy-ethoxy)
. i' phenylamino)- 2. 2-methoxy ethanol 0.439
; ny_lmldm""yl 3. Dimethyl sulfoxide 4.545
! amino)-phenyl)-
| || carbamic acid tert 4. Di-t-butyl dicarbonate 1.064
butyl ester el 5. Methyl-t-butyl ether 3.60
6. Acetonitrile 1.143
‘ [ may take appropriate action as per the decision of Norms Committee.
"~ [Case No.:203/3/82- Party Name:VINS Meet No/Date:11/82- _[Status:Deffered
ALC4/2014 {BIOPRODUCTS LTD., ALC4/2014 and Re-indexed
_ , 26.11.2014
153|[HQ File RLA File Lic.No/Date:0910058863 [Defer
| 1:01/82/050/00207/AM15/ :09/24/040/00362/AM 14/ 08.01.2014 Date:22.12.2014
:!‘Decision : It was decided to again send a copy of application to Department of
|[Biotechnology. The case is deferred for 22.12.2014
|
‘T Case No.:200/3/82- Party Name:WEXFORD Meet No/Date:11/82- Status:Deflered
i {ALC4/2014 LABORATORIES PLTD ALCA4/20t4 and Re-indexed
| 26.11.2014
1 5+ {HQ File RLA File Lic.No/Date:0710101186 [Defer
||| [01/821050/00204/AM1S/  [:07/24/040/00333/AM 14/ [08.01.2014 Date:22.12.2014
||| (Pecision : It was decided to defer the case for 22.12.2014 for comments of Department
| ' lof Pharmaceuticals.
Case No,:134/3/82- -{Party Name:SHASUN Meet No/Daté:l 1/82- Status:Deffered
ALC4/2014 PHARMACEUTICALS ALCA4/2014 and Re-indexed
4LIMITED 26.11.2014 _
HQ File RLA File Lic.No/Date:0410154220 |Defer
:01/82/050/00138/AM15/ :04/24/040/00226/AM 14/ 13.01.2014 Date:22.12.2014

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 22.12.2014.
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Case No.:179/3/82-ALC4/2014

Meet No/Date:11/82-

Party Name:VENUS Status:
REMEDIES LTD., ALC4/2014 Approved
. _ 26.11.2014 _
HQ File {RLA File Lic.No/Date:2210014517 [Defer Date:
:01/82/050/00183/AM15/ :22/24/040/00079/AM 14/ 13.01.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/339/2014-Pl{Norms) dated 28.11.2014, 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. Qty. 1 SLNo. | Import items Qty. allowed
AZTREONAM FOR 1 AZTREONAM FOR INJECTION USP 1.869 gm/20
| INJECTION Number (contmn::l%no mg of L-Argenine per gm of ml vial
! RA may take appropriate action as per the decision of Norms Committee.
Case No.:196/3/82- Party Name:ARUDAA ViS Meet No/Date: 1 ilsi- Status:Deffered
ALC4/2014 LABS PRIVATE LIMITED {ALC4/2014 and Re-indexed
) - 26.11.2014
157 [HQ File RLA File Lic.No/Date:0410154292 [Defer
01!82/050/00200/AM15/ :04/24/040/00219/AM 14/ 15.01.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:40/4/82-ALC4/2014 |Party Name:NEW Meet No/Date:l 1/82- Stafus:Deffered
ALLIANCE DYE-CHEM ALC4/2014 and Re-indexed
‘ PVT.LTD, 26.11.2014
158 |HQ File RLA File Lic.No/Date:0310766431 [Defer
‘01/82/050/00288/AM15/ :03/95/040/00805/AM 14/ 16.01.2014 Date:26.11.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.
Case No.:202/3/82- Party Name:PARENTERAL _ [Meet No/Date:11/82- _[Status:Deffered
ALC4/2014 DRUGS (INDIA) LTD., ALC4/2014 and Re-indexed
) 26.11.2014
1 59' HQ File RLA File Lic.No/Date:5610003580 [Defer
:01/82/050/00206/AM15/ '[:56/24/040/00041/AM14/ 16.01.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case‘ No.:198/3/82-ALC4/2014 |Party Name:SATYA Meet No/Date:11/82- ‘|Status:
DEEPTHA ALC4/2014 ‘IApproved
) PHARMACEUTICALS LTD |26.11.2014 o
HQ File RLA File ILic.No/Date:0910058953 -IDefer Date:
160 |:01/82/050/00202/AM15/ 109/24/040/00523/AM14/  |16.01.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM.
No. 35011/268/2014-PI(Norms) dated 28.11.2014, it was decided to ratify the norms under Para 4.7 of
HBP v1 as per details given below or as applied by the firm, whichever is less:
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|
rExport Product Export S.No. | Import Item Qty. Allowed
_ Quantity ke/kg
lowerazneres | 1k L. META CHLORO ANILINE 1.0
| 2. S CETONE 0.64
3 MIX XYLENE 0.95

_{RA may take appropriate action as per the decisio

n of Norms Committee.

B

Status:

ase N0.:32/3/82-AL.C4/2014 {Party Name:DISTO Meet No/Date:;11/82-
PHARMACEUTICALS ALC4/2014 Approved
_ PRIVATE LIMITED [26.11.2014
Q File RLA File Lic.No/Date:0910058977 |Defer Date:
01/82/050/00036/AM 15/ :09/24/040/00519/AM 14/ 17.01.2014

[Decision :In the light of written comments received from Department of Pharmaceuticals vide
|161/ltheir OM No. 35011/303/2014-Pi{Norms) dated 28.11.2014, 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:

. il Export product Exp. Qty. | Si.No. | Import items “ | Qty. allowed
kg/kg
1 ‘| Orlistat Pellets 60% 1kg 1. Orlistat 0.606
. ] [RA may take appropriate action as per the decision of Norms Committee.
[ " Case No.:103/3/82- Party Name:BLISS GVS Meet No/Date:11/82-  [Status:Deffered
| ALC4/2014 PHARMA LTD. ALC4/2014 and Re-indexed
| 26.11.2014
1164 [HQ File RLA File Lic.No/Date:0310767119 (Defer
| f _:01/82/050/00107/AM15/ :03/94/040/00942!AM14/ _ 21.01.2014 Date:22.12.2014
E I‘ I [Decision : It was decided to defer the case for 22.12.2014 for comments of Department
{, || lof Pharmaceuticals.
T I [Case No.:22/6/82-ALC4/2014 [Party Name:BLUE CIRCLE __ [Meet No/Date:11/82- . |Status:
ORGANICS PVT.LTD. ALC4/2014 Approved
- 26.11.2014 - __
HQ File RLA File Lic.No/Date:0310767101 :[Defer Date:
:01/82/050/00424/AM 15/ :03/94/040/00582/AM 14/ 21.01.2014 '

Decision : Committee considered the case as per agenda and in the light of earlier decision taken
in meeting no. 6/82 dated 29.08.2014, 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 iterns Qty. allowed
Qty.

5-Nitro  Isophthalic  Acid | 1 kg 1. Isophthalic Acid 0.857 kg

Dimethyl Ester or Dimethy!

5-Nitroisophthalate

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

Status:

Case No.:51/4/82- Party Name:SHILPA Meet No/Date:11/82-
ALC4/2014 MEDICARE LTD., ALC4/2014 Approved
26.11.2014
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HQ File RLA File Lic.No/Date:0710101518 [Defer Date:
:01/82/050/00299/AM15/  [:07/24/040/00375/AM14/  [22.01.2014

Decision :Committee considered case as per agenda and in light of earlier decision taken in
37/82 meeting held on 08.12.2009 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:-

l16s

Export product | Exp. SLNo. | Import items Qty.
Qty. allow
Ambroxol 1kg 1. Liquid Bromine 1.32kg
HCL 2. Trans Para Amino Cyclohexanol 0.80 kg
3. Sodium Borohydride 0.583 kg
4. Tetra Hydrofuran 2.15kg
5. Methanol 2.58 kg
6. Methylene Dichloride 3.225kg
RA concerned may take further necessary action as per above decision of NC.
Case No.:21/3/82- Party Name:KUDOS Meet No/Date:11/82-  -|Status:
ALC4/2014 CHEMIE LTD., ALC4/2014 Approved
. 26.11.2014
HQ File RLA File Lic.No/Date:2210014543 [Defer Date:
:01/82/050/00025/AM15/ :22/24/040/00075/AM 14/ 23.01.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/263/2014-PIl{Norms) dated 11.11.2014, 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. Qty. | SL.No. | Import items Qty. allowed
kg/kg
ADENINE 1kg 1. RANEY NICKEL CATALYST 0.0325

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

1166

Casi; No.:12/21/82-

Pafty Name“:.KUDOS Meet No/Date:11/82-  :|Status:Deffered
ALC4/2013 CHEMIE LTD., ALC4/2014 and Re-indexed
| 26.11.2014
HQ File RLA File Lic.No/Date:2210014544 (Defer
:01/8_2/050/01042/AM14/ :22/21/040/00096/AM 14/ 23.01.2014 Date:22.12.2014

Decision :It was decided to send a copy of application to Department of Pharmaceuticals
for their comments. The case is deferred for 22.12.2014.

167

Case No.:187/3/82-

Status:Deffered

Party Name:ALCHEM Meet No/Date:11/82-
ALC4/2014 INTERNATIONAL LTD. ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0510376990. | Defer
:01/82/050/00191/AM15/  |:05/23/040/00413/AM14/  [24.01.2014 Date:22.12.2014

Decision : It was decided to call following technical details from the firm viz:-
(@) % content of Tabersonine in the imported seeds and its % recovery in each step.
(b) Content of other bye-products in the seeds, their % recovery and value. .




\47'

(c) Copy of technical literature in support of (a) and (b).

(d) Past production of Vinpocetine vis-avis Actual consumption of imported
seeds for last 3 years duly certified by Central Excise Authorities.

|The case is deferred for 22.12.2014.

[Case No.:108/3/82- Party Name:CROPiJOSYS Meet No/Date: 11/82- Status:Deffered
| |ALC4/2014 (INDIA) PRIVATE LIMITED [ALC4/2014 and Re-indexed
N 26.11.2014

168 [HQ File RLA File Lic.No/Date:0310767733 |Defer
: |§01/82/050/00112/AM15/ :03/94/040/00908/AM 14/ 24.01.2014 Date:22.12.2014

|  |Decision :It was decided to defer the case for 26.11.2014 for comments of Department of
| ' |c&PC.

[Case No.:230/3/82- Party Name:SWISS Mect No/Date:11/82- _[Status:Deffered
! ALC4/2014 EXPORTS PVT. LTD. ALC4/2014 and Re-indexed
| 26.11.2014
|69 [HQFile RLA File Lic.No/Date:0810128498 Defer
| |01/82/050/00234/AM1S/  |:0824/040/00474/AM14/  [29.01.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
(of Pharmaceuticals.

' |Case No.:44/4/82-A1.C4/2014 |Party Name:CATAPHARMA |Meet No/Date:11/82- Status:Deffered
! CHEMICALS PVT. LTD.,, ALC4/2014 and Re-indexed
. _ 26.11.2014
{170 [HQ File RLA File Lic.No/Date:3110062387 [Defer
/ . :g_l/82l050/00292lAM15/ :31/83/040/00199/AM 14/ 30.01.2014 Date:22.12.2014

|
: ecision :It was decided to call from the firm COA of import item from the foreign
ppplier for the relevant consignment . The case was deferred for 22.12.2014.

||Clase No.:209/3/82-ALC4/2014 Party Name:DR REDDYS 7 Meet No/Date: 1 1/82- IStatus: Re-
: LABORATORIES LIMITED {ALC4/2014 indexed
‘ o 26.11.2014
Q File RLA File Lic.No/Date:0910059127 iDefer Date:
01/82/050/00213/AM15/ |:09/24/040/00540/AM14/ 30.01.2014

ecision :In the light of written comments received from Department of Pharmaceuticals vide their OM
. 35011/293/2014-PI(Norms) dated 26.11.2014, it was decided to ratify the norms under Para 4.7 of

i P v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No. | Import Item Qty. Allowed
Quantity kg/kg
' Capecitabine 1kg 1. 2,3-Di-O-acetyl-5-deoxy-5- 1.19
|i fluorocytidine
| 2. N-Penty! Chioro Formate 0.813
3. Methylene Chloride 4.20
_{RA may take appropriate action as per the decision of Norms Committee.
(Case No.:177/3/82- Party Name:INDO AMINES  |Meet No/Date:;11/82- Status:Deffered
1721{AL.C4/2014 LIMITED ALC4/2014 and Re-indexed
26.11.2014 .

=9 U/ NIRMAL KUMAR
=9 =TT
Dy. Director General of Foreign Trade

=TI h
Directorate General of Foraign Trade
Department of Commerce

Udyog Bhawan, New Delhi
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So
[HQFile RLA File Lic.No/Date:03 10768616 [Defer
:01/82/050/00181/AM15/ :03/94/040/00958/AM 14/ 30.01.2014 |Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
[ [Case No.:223/3/82- Party Name:UNIJULES LIFE [Meet No/Date:11/82-  [Status:Deffered
ALC4/2014 SCIENCES LTD. ALC4/2014 and Re-indexed
, 26.11.2014
173 [HQ File RLA File Lic.No/Date:0310768632 [Defer
:01/82/050/00227/AM15/  |:03/95/040/00867/AM14/  {30.012014  |Date:22.122014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
B Case No.:206/3/82- Party Name: AUROBINDO  |Meet No/Date:11/82- Status: Approved
ALC4/2014 PHARMA LIMITED ALC4/2014
] 26.11.2014
HQ File RLA File Lic.No/Date:0910059129 |Defer Date:
:01/82/050/00210/AM15/ :09/24/040/00556/AM14/ 31.01.2014

Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/309/2014-PI(Norms) dated 11.11.2014, it was decided to ratify the 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.
174
: | Qty. atlow
ﬁrgasmong.m]; 1kg 1. Activated Carbon 0.022
OCHL Chioroxindole OR 6-Chloro-5-(2-chloroethyl)-1,3-
MONOHYDRATE 2. s 261 irole 2900 0.976
3. Isopropyl alcohol 4.233
4. Methanol 6.736
5. Piperzine derivative OR 3-(1-Piperazinyl)-1,2- 1.142
benzisothiazole hydrochloride
6. Tetrahydrofuran [ THF ] 16.690
RA concerned may take further necessary action as per above decision of NC.
[ [Case No.:165/3/82- Party Name:MANGALAM  [Meet No/Date:11/82-  [Status:Deffered
ALC4/2014 ORGANICS LIMITED. ALC4/2014 and Re-indexed
) 26.11.2014
175 |HQ File RLA File Lic.No/Date:0310768928 |Defer
:01/82/050/00169/AM15/ :03/94/040/00448/AM 14/ 03.02.2014 |Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC
-Case No.:111/3/82- Party Name:SRIAM LABS  '[Meet No/Date:11/82- Status: Deffered
ALC4/2014 PRIVATE LIMITED ALCA4/2014 and Re-indexed
| pert2ois
176 (HQ File RLA File Lic.No/Date:0910059150 [Defer
:01/82/050/00115/AM15/  [:09/24/040/00509/AM14/  [03.02.2014 |Date:22.12.2014

f I_’hannaceuticals.

ll)ecision : It was decided to defer the case for 22.12.2014 for comments of Dep t
0
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'[Case No.:26/3782- Party Name:MEDICEF Meet No/Date:11/82-  [Status:
|AlLC4/2014 PHARMA, ALC4/2014 Approved
26.11.2014
QFile RLA File |Lic.No/Date:2210014587 [Defer Date:
:91/82/050/00030/AM1S/  |:22/24/040/00080/AM14/  |04.02.2014

ecision : In the light of written comments received from Department of Pharmaceuticals vide
eir OM No. 35011/259/2014-PI(Norms) dated October 2014, it was decided to ratify norms
nder 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 For export of 1
Qty. Million Tablet

Amoxicillin & Number | 1. Amoxicillin trihydrate 580.0kg

Clavulanate -

Potassium Tablet 2. }Potassium Clavulanate 137.86 kgA

USP 625 mg Diluted (Pot. Clavulanate

with Microcrystalline

Cellulose 1:1, Bulk Non-

Sterile)

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

178

ase No.:27/3/82- Party Name:MEDICEF Meet No/Date:11/82- Status:
JALC4/2014 PHARMA, ALC4/2014 Approved
26.11.2014 7
‘HQ File RLA File Lic.No/Date:2210014589 |Defer Date:
:01/82/050/00031/AM 15/ :22/24/040/00081/AM 1 4/ 04.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
|their OM No. 35011/259/2014-PI{Norms) dated October 2014, it was decided to ratify norms
junder 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 For export of 1 Million
Qty. bottle. 100ml Each
Amoxicillin & Number { 1. Amoxicillin Trihydrate 4820.605 kg
Clavulanate n
Potassium for oral 2 P(.)tassmm Clavulanate 660.074 kg A
Suspension BP Diluted (Pot. Clavulanate
228.5mg with Silicon dioxide (1:1)
Bulk Non-Sterile)
3. Glass bottle Relevant, As per
4, Screw Cap packing policy.

| | |RA may take appropriate action as per the decisio_n of Norms Commiittee.
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Case No.:28/3/82-

Party Name:MEDICEF Meet No/Date:11/82- Status:
ALC4/2014 PHARMA, ALC4/2014 Approved
) 26.11.2014
HQ File RLA File Lic.No/Date:2210014588 |Defer Date:
:01/82/050/00032/AM15/ :22/24/040/00082/AM 14/ 04.02.2014
Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/259/2014-PI{Norms) dated October 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 For export of 1 Million
Qty. bottle, 100m1 Each
Amoxicillin & Number | 1. Amoxicillin Trihydrate 4820.605 kg
179
Clavulanate 5 P —m Claval
Potassium for oral . t?tassmm avulanate 660.074 kg A
Suspension BP Diluted (Pot. .
228.5mg Clavulanate + Silicon
dioxide 1:1, Bulk Non-
Sterile)
3. Glass bottle Relevant, As per
4, Screw Cap packing policy.
5. Dosing Cap
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:221/3/82- Party Name:CIPLA Meet No/Date:11/82-  [Status:
ALC4/2014 LIMITED ALC4/2014 Approved
) 26.11.2014 _ _
HQ File RLA File Lic.No/Date:0310769240 Defer Date:
:01{82/050/00225/AM15/ :03/94/040/00995/AM 14/ 05.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their
OM No. 35011/288/2014-PI(Norms) dated 11.11 .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
Amoxicillin and Clavunlanate Potassium for Oral Suspension
180
S.NO. | Import Items For export of 1 No. Pack
75 ml 125 ml 200 ml
1 Amoxycillin Trihydrate 10.080 gm 16.695 gm 26.145 gm
2 Clavulanate Potassium Syloid 1.6051 gm 2.6802 4.2883 gm
mix
3 Silicon Dioxide 1.50 gm 2.50gm 4.00 gm
4to | Packing Materials Relevant as per packing policy .
7 \r\\\' . *“"h:;se
RA concerned may take further necessary action as per above decision of NC R ﬂ\@v’% °‘d°°§!?@°c--
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ase .No.:222f3182- Party Name:CIPLA Meet No/Date:11/82- Status:
LC4/2014 LIMITED ALC4/2014 Approved
26.11.2014
QFile RLA File Lic.No/Date:0310769244 |Defer Date:
01/82/050/00226/AM15/ :03/94/040/00985/AM 14/ 05.02.2014

lower:-

181

ecision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/290/2014-P)(Norms)
|dated 11.11.2014 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

:' Export product

{

Exp. | SLNo.

Qty.

Import items

Qty. Allowed
Kg/kg

ENTECAVR
MONOHYDRATE

1kg

Dibenzyloxy Guanine
(2-amino-1,9-Dihydro-
9

[18,3R,45)-4-
(benzyloxy)-3-
(benzyloxymethyl)-2-
Methylenecyclopentyl]-
6H-purin-6-one)

1.928

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

'Case No.:224/3/82- Party Name:CIPLA Meet No/Date:11/82- Statﬁs:

ALC4/2014 LIMITED ALC4/2014 Approved
26.11.2014

HQ File RLA File Lic.No/Date:0310769253 [Defer Date:

:01/82/050/00228/AM15/ :03/94/040/00979/AM14/ 05.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/291/2014-PI(Norms) dated 11.11.2014, 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. SL.No. | Import items Qty. kg/kg
Qty.
EXEMESTANE | kg 1. | Androstenedione 238
2. Dichloro Dicyano 1.70
Benzoquinone (DDQ) )

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

Caﬁe No.:225/3/82-

Party Name:CIPLA Meet No/Date:11/82- Status:
ALC4/2014 LIMITED ALC4/2014 Approved
26.11.2014
HQ File RLA File Lic.No/Date:0310769247 {Defer Date:
(183 [:01/82/050/00229/AM 15/ :03/94/040/00991/AM14/ 05.02.2014

Decision :Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/292/2014-P)(Norms) m

. | [dated November 2014 and in consultation with technica) authority present in meeting, decided UMAR
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is lower:-
Tenofovir Disoproxil Fumarate { 6 Export Item)

to ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever

S.NO. | Export Items Import recommended per Tablets (Qty in mg)
Tenofovir Emtricitabine | Efavirenz | Lamuvdine
Disoproxil
Fumarate
1 Tenofovir Disoproxil Fumarate 300 mg / 306.0 NIL NIL NIL
Tablets
Tenofovir Disoproxil Fumarate 300 mg +
2 Emtricitabine 200 mg Tablets 306.0 204.0 NiL NiL
3 Lamivudine 300 mg + Tenofovir 306.0 NIL NIL 306.0
Disoproxil Fumarate 300 mg Tablets
4 Efavirenz 600 mg+Emtricitabine 200 mg + | 306.0 204.0 612.0 NIL
Tenofovir Disoproxil Fumarate 300 mg,
Tablets
5 Efavirenz 600 mg + Tenofovir Disoproxil | 306.0 204.0 612.0 NIL
Fumarate 300 mg + Emtricitabine 200 mg,
Tablets
6 Tenofovir Disoproxil fumarate 300 mg 306.0 NIL 612.0 306.0
+Lamivudine 300 mg + Efavirenz 600 mg
[B] |
Tenofovir Disproxil Fumrate
SLNo. | Import items Qty recommended
kg/kg
1 9-{2-(Phosphonyl Methoxy) Propyl] Adenine (PMPA} 0.80
2. Chloromethyl Isopropyl Carbonate 1.3527
3. N-Methyl 2-Pyrrolidone 1.4878
4. Fumaric Acid 0.26
S. Methylene Dichloride 6.70
6 Isopropyl Acetate 2.35
[C]
Emtrcitabine
SI.No. | Import items Qty recommended
kg/kg
1. (2R,5R)-5-(4-amino-5-fluoro-2-0x0-2H-Pyrimidin-1-yl)-
[1,3) oxathiolane-2-carboxylic acid, 2S-isopropyl-SR-Methyl-1R- 2.50
cyclohexyl ester. (FCME Compound)
2. Sodium Borohydride 0.51
3. Dipotassium Hydrogen Phosphate 2.075
(D] .
Lamuvidine w @
SI.No. | Import items Qty recommended N ‘;%-B ©




\ IS

1. {1 R, 28, 5 R-MENTHYL-5S-(CYTOSINE-1 -YL)-1,3- 2.19
OXATHIOLANE-2R-CARBOXYLATE / CME COMPOUND

2. SODIUM BOROHYDRIDE 0.48

3. DIPOTASSIUM HYDROGEN PHOSPHATE 1.9849

4. SALICYLIC ACID 0.79

5. TRIETHYLAMINE 0.575

6 ETHYL ACETATE 1.795
(E]
Efavring

SL.No. | Import items Qty recommended

kg/kg
1. (8)-5-Chloro-alpha-(Cyclopropylethynyl)-2-Aminc-slpha- 0.987
(Trifluoromethyl) Benzenemethanol (EV-1 compound)
2. n-HEPTANE 3.653
__ | IRA concerned may take further necessary action as per above decision of NC
Case No.:149/3/82- Party Name:MOREPEN Meet No/Date: 11/82- Status:Defl‘ered
ALC4/2014 LABORATORIES LTD., ALC4/2014 and Re-indexed
26,11.2014
184 [HQ File RLA File Lic.No/Date:0510378413 [Defer
:01/82/050/00153/AM15/ :05/24/040/00420/AM 14/ 05.02.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| |of Pharmaceuticals,
[ T[Case No.:168/3/82- Party Name:CIPLA Meet No/Date:11/82-  [Status:
ALC4/2014 LIMITED ALC4/2014 Approved
26.11.2014 )

HQ File RLA File Lic.No/Date:0310769592 |Defer Date:
:01/82/050/00172/AM15/ :03/94/040/01009/AM 14/ 06.02,2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/292/2014-PI(Norms)
dated November 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:-

Tenofovir Disoproxil Fumarate { 6 Export Item)

S.NO. | Export Items Import recommended per Tablets {Qty in mg}
Tenofovir Emtricitabine | Efavirenz | Lamuvdine
Disoproxil
_ Fumarate
1 Tenofovir Disoproxil Fumarate 300 mg / 306.0 NIL NIL NIL
Tablets
Tenofovir Disoproxil Fumarate 300 mg+
2 Emiriciabine 200 mg Tablets 306.0 204.0 NIL NIL
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[
3 Lamivudine 300 mg + Tenofovir 306.0 NIL NIL 306.0
Disoproxil Fumarate 300 mg Tablets
Efavirenz 600 mg+Emtricitabine 200 mg +
4 Tenofovir Disoproxil Fumarate 300 mg, 306.0 204.0 612.0 NiL
Tablets
Efavirenz 600 mg + Tenofovir Disoproxif
5 = 300 me-+ Emricitabine 200 g, 306.0 204.0 612.0 NIL
Tablets
Tenofovir Disoproxil fumarate 300 mg
6 +Lamivudine 300 mg + Efavirenz 600 mg 306.0 NIL 612.0 306.0
[B]
Tenofovir Disproxil Fumrate
SL.No. | Import items Qty recommended
kg/kg
1. 9-[2(Phosphonyl Methoxy) Propyl] Adenine (PMPA) 0.80
2. Chioromethyl Isopropyl Carbonate 1.3527
3. N-Methyl 2-Pyrrolidone 1.4878
4. Fumaric Acid 0.26
5. Methylene Dichloride 6.70
6 Isopropy| Acetate 2.35
c
Emtreitabine
Si.No. | Import items Qty recommended
kg/kg
1 (2R,5R)-5-(4-amino-5-fluoro-2-oxo-2H-Pyrimidin-1-yl)-
) 11,3) oxathiolane-2-carboxylic acid, 2S-isopropyl-5R-Methyl-1R- 2.50
cyclohexyl ester. (FCMECmnpmmd)
2. Sodium Borohydride 0.51
3. Dipotassium Hydrogen Phosphate 2.075
o
Lamuvidine
SI.No. | import items Qty recommended
kg'kg
1. (1R, 2 S, 5 R}-MENTHYL-58-(CYTOSINE-I -YL})-1,3- 2.19
OXATHIOLANE-2R-CARBOXYLATE / CME COMPOUND
2. SODIUM BOROHYDRIDE 0.48
3. DIPOTASSIUM HYDROGEN PHOSPHATE 1.9849
4. SALICYLIC ACID 0.79
5. TRIETHYLAMINE 0.575
6 ETHYL ACETATE 1.795
[E]
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SL.No. | Import items Qty recommended
: kg/kg
1. (8)-5-Chloro-alpha~(Cyclopropylethynyl)-2-Amino-alpha- 0.987
(Trifluoromethyl) Benzenemethanol (EV-1 compound)
2. n-HEPTANE 3.653

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

186

Case No.:150/3/82-

18]

|88

Party Name:MACLEODS Meet No/Date:11/82- Status:Deffered
ALC4/2014 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
26.11.2014 _
HQ File RLA File Lic.No/Date:03 10769509 |Defer
:01/82/050/00154/AM15/ :03/95/040/00879/AM 14/ 06.02.2014 Date:22.12.2014
|Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
. Case No.:8/3/82-AL.C4/2014 |Party Name:ALEKHYA Meet No/Date:11/82- Status:Deffered
DRUGS PVT LTD. ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0910059218 |Defer
:01/82/050/00012/AM15/ :09/24/040/00548/AM 14/ 07.02.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| |of Pharmaceuticals.
Case No.:lOBISZ-ALCMﬂM Party Name:ARENE LIFE Meet No/Date: 11/82- Status:Deffered
SCIENCES LIMITED. ALC4/2014 and Re-indexed
26.11.2014 _
HQ File RLA File Lic.No/Date:0910059227 |Defer
:01/82/050/00014/AM15/ :09/24/040/00534/AM 14/ 07.02.2014 Date:22.12.2014

Decision :It was decided to send a copy of application to Department of pharmaceuticals
| [for thier comments. The case is deferred for 22.12.2014.

Case No.:59/3/82-ALC4/2014 |Party Name:ARENE LIFE Meet No/Date:11/82- Status:Deffered
SCIENCES LIMITED. ALC4/2014 and Re-indexed
26.11.2014 7
HQ File RLA File Lic.No/Date:0910059222 |Defer
:01/82/050/00063/AM15/ :09/24/040/00551/AM 14/ 07.02.2014 Date:22.12.2014

Decision :

. It was decided to send a copy of application to Department of
| N\pharmaceuticals frothier comments. The case is deferred for 22.12.2014 _

Case No.:49/3/82-ALC4/2014 |Party Name:AUROBINDO Meet No/Date:11/82- Status:
PHARMA LIMITED ALC4/2014 Approved
26.11.2014
HQ File RLA File Lic.No/Date:0910059197 |Defer Date:
:01/82/050/00053/AM 15/ :09/24/040/00562/AM 14/ 07.02.2014 7

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM

|| |No. 35011/250/2014-PI(Norms) dated October 2014, it was decided to ratify the norms under Para 4.7 of

fl
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HBP vl as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No. | Import Item Qty. Allowed
_ Quantity kg/kg
SIMVASTATIN 1 kg L. Activated carbon 0.035
2. Cyclohexane 1.77
3. Dimethylformamide 1.33
4. Imidazole 0.58
5. Lovastatin 1.39
6. Methane sulphonic acid 0.06
7. Methanol 8.63
8. Methyt Iodide 0.166
9. Methylene chloride 243
10. Pyrrolidine 0.778
11, Tertiary butyldimethylsilyl
chloride 0.779
12 Tetra hydrofuran 3.04
RA may take appropriate action as per the decision of Norms Committee.
Casé No.:151/3/82- Party Name:CIPLA LIMITED 7Meet No/Date:11/82- Status:Deffered
ALC4/2014 ALC4/2014 and Re-indexed
. 26.11.2014
191 [HQ File RLA File Lic.No/Date:0310769755 [Defer
:01/32/050/00155/_AM15/ {:03/94/040/01022/AM14/ 107.02.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:21/4/82-AL.C4/2014 {Party Name:KREATIVE Meet No/Date:11/82- Status: Deffered
ORGANICS (P)LTD,, ALC4/2014 and Re-indexed
_ 26.11.2014
192 HQ File RIA File Lic.No/Date:0910059237 |Defer
:01/82/050/00269/AM15/ :09/24/040/00577/AM 14/ 111.02.2014 Date:22.12.2014
Decision : It was decided to send a copy of application to Department of pharmaceuticals
for their comments. The case is deferred for 22.12.2014
Casé No.:166/3/82- Party Name:VIJAY Meet No/Date:11/82- Status:Deffered
ALC4/2014 PERFUMES PVT.LTD. ALCA4/2014 and Re-indexed
e 126.11.2014 '
193 [5Q File RLA File Lic.No/Date:0310770668 [Defer
01/82/050/00170/AM15/ 03/95/040/00916/AM14/ 18.02.2014 Date:10. 12.2014 @
Decision : It was decided to defer the case for 10.12.2014 for comments of D@%i&
21
oo
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" gl ~_|of Pharmaceuticals.
~[Case No.:65/3/82-ALC4/2014 [Party Name:HETERO LABS _[Moet No/Date:11/82- _ [Status:Deffered
‘ LIMITED ALC4/2014 '|land Re-indexed
26.11.2014 o
1194/ [MQ File RLA File Lic.No/Date:0910059337 |Defer
{ [01/82/050/00069/AM15/  [:09/24/040/00505/AM14/  [19.02.2014  |Date22.122014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
1 |of Pharmaceuticals.
§ "ase No.:132/3/82- Party Name:VENUS Meet No/Date:11/82- Status:Deffered
LC4/2014 REMEDIES LTD., ALC4/2014 and Re-indexed
, 26.11.2014
|195 IHQ File RLA File Lic.No/Date:2210014635 |Defer
01/82/050/00136/AM15/  |:22/24/040/00088/AM14/  [26.02.2014 |Date:22.12.2014
~ Decision : It was decided to defer the case for 22.12.2014 for comments of Department
f Pharmaceuticals.
"[Case No.:57/6/82-ALC472014 [Party Name:GLENMARK _ [Meet No/Date: 11/82 _[Status:
GENERICS LIMITED ALC4/2014 Approved
, ) 26.11.2014
HQ File RLA File Lic.No/Date:0310772498 |Defer Date:
01/82/050/00459/AM15/ :03/94/040/01074/AM 14/ 28.02.2014

Decision :in the light of earlier decision taken by NC in its 31/82 meeting dated 01.11.2011 and
was decided to ratify norms under para 4.7 of HBP as per details below or as applied by firm
hichever is lower:-

196 Export product | Exp. SI.No. [ Import items Qty.
: Qty. allowed
Ezetimibe 1 Kg. 1. Dimethyl Amino Pyridine 0.09 kg
2. N,N-Dimethyl Formamide 1.52 kg
3. S(+) 4-Phenyl-2-Oxazolidinone 0.93 kg
4. Borane Dimethyl Suifide 0.424 kg
5. (R)-2-Methyl-CBS-Oxazaborolidine (1 M | 0.057 kg
Solution in Toluene)
6. N,O-Bis (Trimethyisilyl) Acetamide 1.07 kg
7. Tetrahydrofuran 0.074 kg

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

SR

ase No.:34/4/82-ALC4/2014 [Party Name:MOREPEN Meet No/Date:11/82- _|Status:Deffered
LEABORATORIES LTD., ALC4/2014 |and Re-indexed
| 7 ) 26.11.2014
197[HQ File RLA File Lic.No/Date:0510380668 |Defer
:01/82/050/00282/AM15/ :05/24/040/00455/AM14/ 03.03.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
198-- Case No.:178/6/82-ALC4/2014 |Party Name:CLARION | Meét No/Date:11/82- St“atus:
1™ o DRUGS LTD,, ALC4/2014 |Approved

MAL KUMAR
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. . [26.11.2014 |
HQ File RLA File Lic.No/Date:5010001998 (Defer Date:
:01/82/050/00580/AM15/ :50/24/040/00012/AM14/ 04.03.2014

Decision :In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/51/2014-Ch. Il dated 13.11.2014, 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.
3-NITRO ACETOPHENONE Kg 1. ACETOPHENONE
(99% ASSY.VALUE) (99.50% ASSY.
VALUE) 0.765 kg
3-HYDROXY ACETOPHENONE K 1. ACETOPHENONE
99% ASSY.VALUE) g (99.50% ASSY. 1.896 kg
VALUE) '
]RA_ may take appropriate action as per the decision of Norms Committee.
Cﬁe No.:46/6/82-ALC4/2014 |Party Name:NAPROD LIFE |Meet No/Date:11/82- Status:Deffered
SCIENCES PVT. LTD. ALC4/2014 and Re-indexed
| 26.11.2014
199 HQ File RLA File Lic.No/Date:0310772962 |Defer
:01/82/050/00448/AM 15/ :03/95/040/00986/AM 14/ 04.03.2014 Date:22.12.2014
|Decision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals.
Cﬁe No.:33/6/82-ALC4/2014 [Party Name:INDOCO Meet No/Daté: 11/82-  |Status:Deffered
REMEDIES LIMITED ALC4/2014 '|and Re-indexed
‘ _ 26.11.2014
200 |HQ File RLA File |Lic.No/Date:0310773117 {Defer
:01/82/050/00435/AM15/ :03/94/040/00993/AM 14/ 05.03.2014 Date:22.12.2014

Decision : It was decided to send a copy of application to Department of pharmaceuticals
for their comments. The case is deferred for 22.12.2014.

120
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Caﬁ No.:34/6/82-ALC4/2014

Party Name:INDOCO Meet No/Date:11/82- Status:Deffered
REMEDIES LIMITED ALC4/2014 and Re-indexed
. 1[26.11.2014 _
HQ File RLA File Lic.No/Date: 0310773112 Defer
:01/82/050/00436/AMLS/  |:03/94/040/00973/AM 14/ 05.03.2014 Date:22.12.2014

Decision :

It was decided to send a copy of application to Department of
\pharmaceuticals frothier comments. The case is deferred for 22.12.2014

1202

Case No.:32/6/82-ALC4/2014

Meet No/Date-11/82-

Party Name:INDOCO Status:Deffered
REMEDIES LIMITED ALC4/2014 and Re-indexed
N 26.11.2014
HQ File RLA File Lic.No/Date:0310774050 Defer
:01/82/050/00434/AM15/ :03/94/040/01104/AM14/ 11.03.2014 Date:22.12.2014
[Degigion : It was decided to send a copy of application to Department oﬂg’;@
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harmaceuticals frothier comments. The case is deferred for 22.12.2014

203

- Case No.:3/3/82-ALC4/2014 {Party Name:SHASUN Meet No/Date:11/82- Status: Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
LIMITED 26.11.2014
QFile RLA File Lic.No/Date:0410156078 |Defer
1/82/050/00007/AM15/ :04/24/040/00258/AM 14/ 11.03.2014 Date:12.11.2014

ecision : It was decided to remind the firm to furnish a copy of Master Batch Formula
uly certified by Quality Control Incharge. The case was deferred for 22.12.2014.

204

| ase No.:30/3/82-A1.C4/2014 Party Name:BELCO Meet No/Date: 11/82- Status:Deffered
PHARMA ALC4/2014 and Re-indexed
26.11.2014
QFile RLA File Lic.No/Date:0510381658 |Defer
01/82/050/00034/AM 15/ :05/23/040/00479/AM 14/ 12.03.2014 Date:22.12.2014
lEecision : It was decided to defer the case for 22.12.2014 for comments of Department
" |of Pharmaceuticals.
' Case No.:26/6/82-ALC42014 [Party Name:ARIHANTANAM [Mcet No/Date: 11782 [Status:
LIFECARE PVT. LTD. ALC4/2014 Approved
26.11.2014
Q File RLA File Lic.No/Date:0310774412 |Defer Date:
: :01/82/050/00428/AM 15/ :03/94/040/01123/AM 14/ 13.03.2014

ecision :In the light of written comments received from Department of Pharmaceuticals vide their OM
0. 35011/336/2013-PI(Norms) dated 26.09.2014, it was decided to ratify the norms under Para 4.7 of
BP v1 as per details given below or as applied by the firm, whichever is less:

Dy. Director General of

Directo

Udyog B

| Export product Exp. S|.No. { Import items Qty. Allowed
; Qty.
| )| ARTESUNATE 1Kg 1. ARTEMISININ 0.889 kg/kg
| |RA may take appropriate action as per the decision of Norms Committee.
| . _
Case No.:11/9/82-ALC4/2014 |Party Name:SMILAX Meet No/Date:11/82- Status:Deffered
LABORATORIES LIMITED |ALC4/2014 and Re-indexed
26.11.2014
|
206/|HQ File RLA File Lic.No/Date:0910059558 |Defer
i |:01/82/050/00808/AM15/ :09/24/040/00618/AM 14/ 13.03.2014 Date:26.11.2014
. |[Pecision : It was decided to defer the case for 22.12.2014 for comments of Department
jof Pharmaceuticals.
||Case No.:56/4/82-ALC4/2014 [Party Name:IND-SWIFT Meet No/Date:11/82- Status:Deffered
' LABORATORIES LTD., ALC4/2014 and Re-indexed
26.11.2014
207 HQ File RLA File Lic.No/Date:2210014691 |Defer
| 1:01/82/050/00304/AM15/ :22/24/040/00102/AM 1 4/ 14.03.2014 Date:26.11.2014
" {Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| | lof Pharmaceuticals. \(\@i‘
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Case No.:57/4/82-ALC4/2014 |Party Name:IND-SWIFT Meet No/Date:11/82- Status:Deffered
LABORATORIES LTD., ALC4/2014 and Re-indexed
u 26.11.2014
208 [HQ File RLA File Lic.No/Date:2210014692 |Defer
0 1/82/050/00305/AM15/ :22/24/040/00103/AM 14/ 14.03.2014 Date:26.11.2014

£2

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

Case No.:58/4/82-ALC4/2014 [Party Name:IND-SWIFT Meet No/Date:11/82- Status:Deffered
LABORATORIES LTD., ALC4/2014 and Re-indexed
26.11.2014
09 [HQ File RLA File Lic.No/Date:2210014694 [Defer
:01/82/050/00306/AM1 5/ :22/24/040/00100/AM 14/ 14.03.2014 Date:26.11.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

Cﬁse No.:1/4/82-ALC472014 [Party Name:DORF-KETAL  [Meet No/Date:11/82- Status:Approved
CHEMICALS INDIA ALC4/2014
| PVT.LTD. 26.11.2014
210 [HQ File RLA File Lic.No/Date:03 10774824 [Defer Date:
01/82/050/00249/AM1S/  |:03/94/040/00999/AM14/ _ [18.03.2014

[Decision “Withdrawn as the licence was issued on repeat basis under para 47.1.

Case No.:42/4/82-ALC4/2014 {Party Name:RECKITT Meet No/Date:11/82- Status:Deffered
BENCKISER ALC4/2014 and Re-indexed
HEALTHCARE INDIA 26.11.2014
LIMITED
211 |HQ File RLA File Lic.No/Date:0510382032 [Defer
:01/82/050/00290/AM15/ :05/24/040/00480/AM 14/ 18.03.2014 Date:22.12.2014

deferred for 22.12.2014.

Decision : It was decided to cali from the firm copy of DML (Drug Manufacturing Licence),
and copy of Master Batch Formula duly authenticated by Quality Control Incharge. The case was

[ ICase No.:43/24/82- Party Name:THINQ Meet No/Date:11/82- Status:Deffered
ALC4/2013 PHARMA-CRO LIMITED  [ALC4/2014 and Re-indexed
26.11.2014
212 HQ File RLA File Lic.No/Date:0310774773 {Defer
0 1/82/050/01242/AM1_4/ :03/95/040/00987/AM14/ 18.03.2014 Date:22.12.2014

Decision : It was decided to remind the firm to furnish complete technical details as per
Appendix 33. The case was deferred for 22.12.2014,

Cise No.:42/6/82- Party Name:TITAN Meet No/Date:11/82- Status:
ALC42014 LABORATORIES PVT. ALC4/2014 Approved
‘ ~ |LTD. 26.11.2014
213 [HQ File RLA File Lic.No/Date:0310774745 |Defer Date:
:01/82/050/00444/AM15/ :03/95/040/00997/AM 14/ 18.03.2014

Decision :In the light of written comments received from Department of Pharmaceuticals-¥ide
th_eir OM No. 35011/145/2013-PI(Norms) dated 01.12.2014, it was decided to rafj q‘*ﬁéﬁ%s

al
NS R =E oot
) o, o
<% ‘640‘@“‘;@‘ o,
“ =




63

7 der Para 4.7 of I;IBPiﬂ as per details given below or as applied by the firm, whichever is less:
Export product Exp. {SLNo. | Importitems Qty. allowed
Qty. kg/kg
1kg |1 Omeprazole 0.08585
Omeprazole Pellets 8.5%.
: 2. Mannitol 0.085
3. Hydroxy Propyl Methyl | 0.055
Cellulose E5 (HPMC)
4. Methacrylic Acid Co-| 0.397
polymer Dispersion (L-
30D) (30% Dispersion)
in liquid.
5. Titanium Dioxide 0.011
may take appropriate action as per the decision of Norms Committee.
[[€ase No.:124/6/82- "[Party Name:UNITED Meet No/Date:11/82- _ [Status:Deffered
4/2014 BIOTECH PVT.LTD. ALC4/2014 ‘jand Re-indexed’
A , 26.11.2014 |
214 |[HQ File RLA File Lic.No/Date:0510382042 |Defer
1 | [01/82/050/00526/AM15/  |:05/24/040/00467/AM14/  |18.03.2014 Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
| lof C&PC.
‘ ase No..:.3916182- Party Name:CROWN Meet No/Date: 1 1/32- ‘|Status:Approved
LC4/2014 CHEMICALS PVT.LTD., ALC4/2014
26.11,2014 |
QFile RLA File Lic.No/Date:03 10775043 |Defer Date:
01/82/050/00441/AM15/  [:03/94/040/01136/AM14/  [19.03.2014 o
ecision : in the light of earlier decision taken by NC in its 3/82 meeting dated 08.05.2014, it was
ecided to ratify norms under Para 4.7 of HBP v1 as per detaiis given below or as applied by the firm,
hichever is less:
215 Export product Exp. SI.No. | Import items Qty.
Qty. allow
Piperonal Min. Purity 1kg 1. Catechol (Min. Purity 99%) 0.862 kg
98% Dichloromethane (Min. Purity 0.703 kg
99%)
3. Dimethylsulfoxide (Min. Purity 0.875 kg
99%)
; 4, Hexamine {Min. Purity 96%) 1.000 kg
| 5. Toluene (Min. Purity 97%) 0.430 k
| 6. isopropy! Alcohol (Min. Purity 1 0.220 ka_JA

e TR/ NIRMAL KUMAR
-9 frd =R
Dy. Director General of Foreign Trade
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iy Department of Cammerce

Udyog Bhawan, New Delhi
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RA may take appropriate action as per the decision of Norms Committee.
Case No.:172/6/82- Party Name:ATUL Meet No/Date:11/82- Status: Approied
ALC4/2014 BIOSCIENCE LIMITED ALC4/2014
) ~ [26.11.2014 ‘
HQ File RLA File Lic.No/Date: 5210040850 [Defer Date:
:01/82/050/00574/AM15/  |:52/24/040/00035/AM14/  [25.03.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their
OM No. 35011/523/2013-PI{Norms) dated 11.09.2013, it was decided to ratify norms under Para 4.7 of
HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export

N-BENZYLOXY
CARBONYL-L-VALINE
(CBZ-L-VALINE)

Quantity S,No Item of Import Quantity allowed
kg/kg
1kg 1. L-VALLINE 0.522
2. HEPTANE 0.44

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

217

Case No.:173/6/82-

Party Name:ATUL Meet No/Date:11/82- Status: Approved
ALC4/2014 BIOSCIENCE LIMITED ALC4/2014
‘ |26.11.2014
HQ File RLA File Lic.No/Date:5210040851 [Defer Date;
:01/82/050/00575/AM15/ :52/24/040/00039/AM 14/ 25.03.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their
OM No. 35011/523/2013-PI{Norms) dated 11.05.2013, 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:

Item of Export Quantity S.No Item of Import Quantity allowed
kg/kg
E.BENZS}{ﬁ% ALINE 1 kg 1. L-VALLINE 0.522
{CBZ-L-VALINE) 2 HEPTANE 044
RA may take appropriate action as per the decision of Norms Committee.
Case No.:123/6/82- Party Name;KLJ Meet No/Date:11/82- Status: Approved
ALC4/2014 PLASTICIZERS LTD., ALC4/2014
) 26.11.2014 _ _
HQ File RLA File Lic.No/Date:0510382641 |Defer Date:
:01/82/050/00525/AM15/ :05/23/040/00528/AM 14/ 25.03.2014

Decision :

Decision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/36/2011/Ch Il dated 26.11.2014, it was decided to ratify

218 norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is
less:
Export Product Export S.No | Import Product Quantity
Quantity Allowed
KANATOL - 8080 1 kg TERE PHTHALIC ACID 0.447 kg
PACKED IN 1,277 NOS. OF HM-
HDPE DRUMS MADE OF HM- . 2-ETHYL HEXANOL 0.740 kg
HDPE BLOWING GRADE) 3. HM-HDPE DRUMS As per packing
MADE OF HM-HDPE policy Ra
Y
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BLOWING GRADE

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

Vi

IPf

i;féNo.:lssfﬁfsz-' Party Name:PARAMOUNT _ [Meet No/Date:11/82- _ [Status:Approved
4/2014 AROMACHEM PVT.LTD., ALC4/2014

1 26.11.2014 _ o
'[HQ File RLA File Lic.No/Date:0510382643 |Defer Date:
'|101/82/050/00535/AM15/ :05/24/040/00487/AM 14/ 25.03.2014

Decision : in the light of written comments received from Department of Chemicals and Petrochemicals

e their U.O No. 14010/61/2010/Ch Il dated 28.11.2014, it was decided to ratify norms under Para 4.7
HBP v1 as per details given below or as applied by the firm, whichever is less:

219
T 1 | Export Product Export S.No | Import Product Quantity
Quantity Allowed
1. D-LIMONENE (LIMONENE, 2.50 kg
CITRUS TERPENE, ORANGE
TERPENE, BRAZALIAN
|L-CARVONE 1kg CITRUS
TERPENE.STANDARD
CITRUS TERPENE ORANGE
QIL)
‘ RA may tal;e appropriate action as per the decision of Norms (_:omm_ittee.
i No.:134/6/82- Party Name:PARAMOUNT |Meet No/Date:11/82- Status:Approved
JALC4/2014 AROMACHEM PVT.LTD., |ALC4/2014
- [26.11.2014 )
HQ File RLA File Lic.No/Date:0510382650 |Defer Date:
0l /82/050/00536/AM15/ :05/24/040/00485/AM 14/ 25.03.2014

ecision : In the light of written comments received from Department of Chemicals and Petrochemicals
vite their U.O No. 14010/61/2010/Ch Il dated 28.11.2014, it was decided to ratify norms under Para 4.7

HBP v1 as per details given below or as applied by the firm, whichever is less:
220
Export Product Export S.No | Import Product Quantity
Quantity Allowed
1. D-LIMONENE (LIMONENE, 3.20kg
CITRUS TERPENE, ORANGE '
TERPENE, BRAZALIAN
[CARVACROL 1kg CITRUS
TERPENE.STANDARD
CITRUS TERPENE ORANGE
OIL)
RA may take appropriate action as per the decision of Norms Committee.
Case No.:15/6/82-ALC4/2014 [Party Name:KOPRAN Meet No/Date:11/82- Status:Deffered
‘E LIMITED ALCA4/2014 and Re-indexed
1 26.11.2014 _ _
221 [HQ File RLA File Lic.No/Date:0310775957 |Defer
; 91/82/050/00417/AM15/ :03/94/040/01159/AM 14/ 26.03.2014 Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
|'lof Pharmaceuticals.




Decision :It was decided to call from the firm COA of import item from the foreign
supplier for the relevant consignment . The case was deferred for 22.12.2014

éase No.:60/6/82-ALC4/2014 [Party Name:UNIMAX Meet No/Date:l 1/82- 'Status:Defl'ered
CHEMICALS PVT LTD. ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0310776326 |Defer
:01/82/050/00462/AM 1 5/ :03/95/040/01035/AM14/ 28.03.2014 Date:22.12.2014
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Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/315/201 4-PI(Norms) dated 22.12.2014, it was decided to call from the firm
the following technical details:

i) Copy of certificate of Analysis of Imported Azithromycin Dihydrate IP grade on Actual content
basis vis-avis specifications under Indian Pharmacopia.

ii) A similar COA of the Export Product vis-avis the specifications laid down in USP -36

iii) Justification / Reasons for Reprocessing.

The case was deferred for 22.12.2014,
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Case No.:83/5/82-AL.C4/2014 |Party Name: VEGESNA Meet No/Date:11/82- Status:Deflered
LABORATORIES PRIVATE [ALC4/2014 and Re-indexed
‘ LIMITED 26.11.2014 _
HQ File RLA File Lic.No/Date:0910059688 (Defer
:01/82/050/00400/AM 15/ :09/24/040/00666/AM 14/ 01 04.2014 Date:22.12.2014

Decision : It was decided to defer the case for 26.11.2014 for comments of Department
of Pharmaceuticals

[ Case No.:35/6/82-ALC4/2014 Party Name:AGIO ‘IMeet No/Date: 11/82- Status: Deffered
PHARMACEUTICALS LTD JALC4/2014 and Re-indexed
_ 126.11.2014 _

1226 tHQ File RLA File Lic.No/Date:0310776774 |Defer
01/82/050/00437/AM15/  |:03/94/040/00914/AM14/  02.04.2014 Date:22.12.2014
Decision : It was decided to defer the case for 26.11.2014 for comments of Department
of Pharmaceuticals

A
v
Case No.:116/6/82- Party Name:PARENTERAL Meet No/Date:11/82- Statns:Deﬂ‘ered
ALC4/2014 DRUGS (INDIA) LTD., ALC4/2014 and Re-indexed
‘ 26.11.2014 o
222.{HQ File .JRLA File Lic.No/Date:5610003946 [Defer
|| O182/0S00SI8/AMLS/  |:56/24/04000053/AM14/ 26032014 _ {Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals.
Case No.:127/6/82- Party Name:CATAPHARMA [Meet No/Date:1 1/82- Statﬁs:Deffered
ALC4/2014 CHEMICALS PVT.LTD.,, ALC4/2014 and Re-indexed
126.11.2014
223 {HQ Fil RLA File Lic.No/Date:3110063312 [Defer
:01/82/050/00529/AM 15/ :31/83/040/00232/AM 14/ 28.03.2014 Date:22.12.20 14

Case No.:51/6/82-ALC4/2014 [Party Name:PERFECT Meet No/Date:11/82-
INDUSTRIES PRIVATE  |ALC4/2014

and Rg- ¢

— N
Status;Deffer
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I ILIMITED. 6112014 .
4Q File RLA File Lic.No/Date:0310776759 [Defer
:01/82/050/00453/AM1S/  |:03/95/040/01054/AM14/  |02.04.2014 Date:22.12.2014
ecision : It was decided to send a copy of application to Department of C&PC The
| |lqase is deferred for 22.12.2014
"[Gase No.:50/6/82-ALC472014 [Party Name:V & V PHARMA [Meet No/Date:11/82- _ [Status:Deffered |
INDUSTRIES ALC4/2014 and Re-indexed
: AL 26.11.2014
22 |HQ File RLA File Lic.No/Date:0310776760 [Defer
:p1/82/050/00452/AM 15/ :03/95/040/01061/AM14/ 02.04.2014 Date:22.12.2014
|Pecision : It was decided to defer the case for 26.11.2014 for comments of Department
jL f Pharmaceuticals
[Ease No.:147/6/82- [Party Name:R L FINE CHEM [Meet No/Date:11/82- _|Status:Deffered
ALC4/2014 ALC4/2014 and Re-indexed
| 26.11.2014 _
- 1220 [HQ File RLA File Lic.No/Date:07 10103377 Defer
01/82/050/00549/AM15/ 1:07/24/040/00489/AM 14/ 03.04.2014 Date:22.12.2014
ecision : It was decided to defer the case for 26.11.2014 for comments of Department
| [pf Pharmaceuticals
[Case No.137/6/82- Party Name:RAY " [Meet No/Date: 11/82- _[Status:Deffered
LC4/2014 CHEMICALS PRIVATE ALC4/2014 and Re-indexed
B LIMITED, 26.11.2014 _
210! HQ File RLA File Lic.No/Date:0710103378 |Defer
0]/82/050/00539/AM15/ . 07!24/040/00490/AM14/ 03.04.2014 ) |Date:22.12. 2014
| | Decision : It was decided to defer the case for 26.11.2014 for comments of Department
| ,1,,1 f Pharmaceuticals
"I[Case No.:20/6/82-ALC4/2014 [Party Name:ADISHANK ___[Meet No/Date:11/82- _ [Status:Deffered
CHEMICALS PVT.LTD. ALC4/2014 and Re-indexed
_ 26.11.2014 )
31/|HQ File RLA File Lic.No/Date:0310777786 |Defer
! 01/82/050/00422/AM15! :03/94/040/01140/AM 14/ 109.04.2014 [Date: 22, 12 20]4
! Decision : It was decided to defer the case for 26.11.2014 for comments of Department
|| [lof Pharmaceuticals
Case No.:17/6/82-ALC4/2014 |Party Name:ALTA Meet NoDate:11/82- _ [Status:
LABORATORIES LTD. ALC4/2014 Approved
26.11.2014 '
'|HQ File RLA File Lic.No/Date: 0310778781 . Defer Date:
:01/82/050/00419/AM15/ :03/94/040/00023/AM15/ 21.04.2014 -
32
P2 Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
' lvide their U.O No. 14010/37/2012/Ch 1l dated 25.05.2012, 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 | Export | S.No | Import Product | Quantity | AR
'r\.
N\RM 'r
arat of FDf"‘gn
< o“&‘ﬁiﬂ W
BT, TCano el oot CoT
Diredo8 faqmme _,,é e
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£€
Quantity Allowed
. Para Hydroxy B i 0.969
[Methyl Paraben 14 kg 1 Acid Ydroxy Benzole kg
Methanol 0.500kg
RA may take appropriate action as per the decision of Norms Committee.
Cﬁe No.:19/6/82- Party Name;:GLENMARK Meet No/Date:11/82- Status:
ALC4/2014 GENERICS LIMITED ALC4/2014 Approved
o 26.11.2014 _
HQ File RLA File Lic.No/Date:0310779059 |Defer Date:
:01/82/050/00421/AM15/ :03/94/040/00051/AM15/ 22.04.2014

233

by firm whichever is lower:-

Decision :Committee considered case as per agenda and in light of earlier decision taken in
42/82 meeting held on 17.01.2012 and in consultation with technical authority present in meeting
decided to ratify norms on repeat basis under para 4.7 of HBP as per details below or as applied

Export product Export Qty. SLNo. | Import items Qty.
allowed
Bupropion 1kg 1. M-Chloropropiophenone 0.85 kg
Hydrochioride BP Methylene 2.00 kg
Chloride/MDC/Methylene
Dichloride
3. Methanol 1.00 kg

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

[ [Case No.:156/6/82- Party Name:P.D. NAVKAR  |Meet No/Date:11/82- Status:Deffered
ALC4/2014 BIO-CHEM PVT.LTD, ALCA4/2014 and Re-indexed
_ [26.11.2014 |
234 [HQ File [RLA File Lic.No/Date:0710103670 [Defer
:01/82/050/00558/AM15/ :07/24/040/00483/AM 14/ 23.04.2014 Date:22.12.2014
Decision :It was decided to defer the case for 26.11.2014 for comments of Department of
Pharmaceuticals
Case No.:183/6/82- Party Name:TIDE {Meet No/Date:11/82- Status;Deffered
ALC4/2014 INDUSTRIES |ALC4/2014 and Re-indexed
A 26.11.2014
235 [HQ File RLA File Lic.No/Date:3410039854 |Defer
:01/82/050/00585/AM1S/  |:34/24/040/00005/AM15/  [23.042014  |Date22.12.2014
|Decision : It was decided to defer the case for 26.11.2014 for comments of Department
of C&PC.
[ [Case No.:10/9/82-ALC4/2014 [Party Name:AUROBINDO _ [Meet No/Date:11/82- _[StatusDetfered
PHARMA LIMITED JALC4/2014 and Re-indexed
, 26.11.2014 _
236 |HQ File RLA File Lic.No/Date:0910059875 Defer
:01/82/050/00807/AM1S/  |:09/24/040/00047/AM15/  [25.04.2014 Date:22.12.2014

of Pharmaceuticals

Decision : It was decided to defer the case for 26.11.2014 for commenfs of Department

Frfer TR/ NIRMAL KUMAR

|9 qIa
Dy. Director Genergl of Forsign Trade
=

i 2T
Directorate General of Foreign Trade
Department of Commerce

&R e,
Udyog Bhawan, New Dethi
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Status:Deffered

Case No.:237/6/82- Party Name:ESTEEM Meet No/Date: 11/82-
ALC4/2014 INDUSTRIES PVT. LTD, ALC4/2014 and Re-indexed
_ _ 26.11.2014 )
| 23‘7 QFile RLA File Lic.No/Date:1710005803 [Defer
01/82/050/00639/AM15/  |:17/24/040/00002/AM15/  |05.05.2014 Date:22.12.2014
ecision : It was decided to defer the case for 26.11.2014 for comments of Department
of C&PC.
ase N0.:9/9/82-ALC4/2014 |Party Name:SHREE JAYA Meet No/Date: 11/82- Status:Deffered
LABORATORIES PVT LTD. [ALC4/2014 and Re-indexed
_ ‘ 26.11.2014 _ _
. |218|HQ File RLA File Lic.No/Date:0910060006 |Defer
' 01/82/050/00806/AM 15/ :09/24/040/00036/AM15/ 07.05.2014 Date:22.12.2014
f!l)ecision : It was decided to defer the case for 22.12.2014 for comments of Department
_of Pharmaceuticals
Case No.:236/6/82- Party Name:ESTEEM Meet No/Date:11/82- _ [Status:Deffered
ALC4/2014 INDUSTRIES PVT. LTD, ALC4/2014 and Re-indexed
26.11.2014 _
239||HQ File RLA File Lic.No/Date:1710005806 |Defer
1:0 1/82/050/00638/AM15/ :17/24/040/00007/AM15/ 08.05.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
Jof C&PC
1iCase No.:240/6/82- Party Name:MICRO LABS - [Meet No/Date:11/82- Status:Deffered
| ALCA4/2014 LTD ALC4/2014 and Re-indexed
(| - | 26.11.2014 |
+q HQ File RLA File Lic.No/Date:0710103970 |Defer
:01/82/050/00642/AM15/ :07/21/040/00092/AM15/ 08.05.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
_||lof Pharmaceuticals

o T

'|Case No.:238/6/82-

Meet No/Date:11/82-

Party Name:ESTEEM Status:Deffered
i ALC4/2014 INDUSTRIES PVT. LTD, ALC4/2014 and Re-indexed
- 26.11.2014
241 [HQ File RLA File Lic.No/Date: 1710005810 |Defer
:01/82/050/00640/AM15/ :17/24/040/00008/AM 15/ 09.05.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12,2014 for comments of Department
|; || |of Pharmaceuticals

-

Case No.:40/5/82-ALC4/2014

Party Name:SHIVAM OILS & |Meet No/Date:11/82- Status:
PROTEINS INDUSTRY, ALC4/2014 Approved
26.11.2014
24 (HQ File RLA File Lic.No/Date:5610004192 [Defer Date:
i1 |:01/82/050/00357/aM1 5/ £56/24/040/00007/AM15/ 19.05.2014

! IDec_ision :Withdraw as the case was aheady approved in 9/82 meeting dated 20.10_.2014_

3 [Case No.:88/6/82-ALC4/2014 [Party Name:UPL_ V\, _ |Meet No/Date:11/82- _[Status:Deffered
RS

e IR/ NIRMAL KUMAR
e
Dy. Director General of Foreign Trade

e h
Directorate General of Foreign Trade
spartment of Commerce

FEN A", .
Udyog Bhawan, New Delhi
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LTD.(FORMERLY UNITED |ALC4/2014 and Re-indexed
_ PHOSPHORUS LTD.) 26.11.2014
HQ File RLA File Lic.No/Date:0310782129 |Defer
:01/82/050/00490/AMLS/  [:03/95/040/00033/AM1S/  [20.05.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.
[ [Case No.:169/6/82- Party Name:SIDDHI Meet No/Date:11/82- _ [Status:
|ALC4/2014 VINAYAKA SPECHEM ALCA4/2014 Approved
- |PVT.LTD, 26.11.2014
HQ File RLA File Lic.No/Date:0710104283 [Defer Date;
:01/82/050/00571/AM15/ :07/24/040/00052/AM 15/ 21.05.2014

Decision :In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.0 No. 14010/154/2011/Ch |l dated 02.01.2014, it was decided to ratify norms under Para 4.7

Directorate

WW"
==

eign
eneral of FOr
Department of COT

244 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No | import Product Quantity
Quantity Allowed
DITHIOTHREITOL/DTT 1kg 1, C1S-2-BUTENE 1,4 DIOL 3.038 kg
THIOACETIC ACID 2.581 kg
RA may take appropriate action as per the decision of Norms Committee.
[~ [Case No.:17/9/82-AL.C4/2014 [Party Name:AUROBINDO  [Meet No/Date:11/82-  |Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
. A 26.11.2014
|45 [HQ File RLA File Lic.No/Date:0910060176 [Defer
:01/82/050/008 14/AMI15/ :09/24/040/00093/AM 15/ 22.05.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals
Case No.:223/6/82- Party Name: ANUH ‘Mest No/Date:11/82- _[Status:Deffered
ALC4/2014 PHARMA LTD. ALC4/2014 and Re-indexed
. 26.11.2014 _
246 [HQ File RLA File Lic.No/Date:0310783471 |Defer
01/82!050/00625/AM15I :03/94/040/00149/AM15/ 29.05.2014 |Date:22.12.2014
Decision : It was decided to defer the case for 22 12. 2014 for comrnents of Department
of Pharmaceuticals
Case No.:86/8/82-ALC4/2014 |Party Name:GLENMARK Meet No/Date:11/82- Status:Deffered
GENERICS LIMITED ALC4/2014 and Re-indexed
) 26112014 o
|247 [HQ File RLA File Lic.No/Date:0310783793 [Defer
:01/82/050/00750/AM1S/  [:03/94/040/00160/AM15/  [30.05.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals
4 |Case No:161/6782- Party Name:JAGSONPAL _|[Meet No/Date:11/82- _ [Status:
7 |aLC42014 PHARMACEUTICALS LTD. Approved

ALCY Wb

Trade
merce

ew Deihi

Udyog Bhawan:
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' | [26.11.2014 |
Q File RLA File Lic.No/Date:0510388035 [Defer Date:
:q /82/050/00563/AM15/ :05/23/040/00077/AM15/ 03.06.2014
ecision : Committee considered the case as per agenda and in consultation with technical
aythority present in meeting decided to ratify norms under para 4.7 of HBP as per SION A412
2% wastage.
R) concerned may take further necessary action as per above decision of NC.
Case No.:165/6/82- Party Name:HALDIA Meet No/Déte:] 1/82- Status:Deffered
1L.C4/2014 PETROCHEMICALS LTD. [ALC4/2014 and Re-indexed
. 26.11.2014 _
b49 HQ File RLA File Lic.No/Date:0210203844 [Defer
:01/82/050/00567/AM15/ :02/24/040/00037/AM 15/ 05.06.2014 Date:22.12.2014

[Decision : It was decided to defer the case for 22.12.2014for comments of Petrochemicals
[Division of Department of Chemicals and Petrochemicals.

se No.:228/6/82- Party Name:NECTAR Meet No/Date:11/82- Status:Deffered
C4/2014 LIFESCIENCES LIMITED, [ALC4/2014 and Re-indexed
* 26.11.2014
D50 ()P File RLA File Lic.No/Date:2210014962 |Defer
-0)/82/050/00630/AM15/ :22/24/040/00017/AM15/ 05.06.2014 Date:22.12.2014

ision : It was decided to defer the case for 22.12.2014 for comments of Department

Pharmaceuticals
No.:69/6/82-ALC4/2014 |Party Name: WANBURY Meet No/Date:11/82- Status:Deffered
; LIMITED{FORMERLY ALC4/2014 and Re-indexed
! PEARL ORGANICS LTD)  [26.11.2014
File RLA File Lic.No/Date:0310784601 |Defer Date:
:01/82/050/00471/AM15/ :03/95/040/00041/AM 15/ 06.06.2014 22.12.2014.

cision : It was decided to remind the firm to furnish complete technical details as per
{Appendix 33. The case was deferred for 22.12.2014.
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fse No.:90/6/82-ALC4/2014 |Party Name: WANBURY Meet No/Date:11/82- Status:Deffered

| LIMITED{FORMERLY ALC4/2014 and Re-indexed

; PEARL ORGANICS LTD)  {26.11.2014

(D File RLA File Lic.No/Date:0310784592 |Defer Date:
01/82/050/00492/AM15/ :03/95/040/00075/AM 15/ 06.06.2014 22.12.2014.

hﬂcision : ﬁ was decided to remind the firm to furni
Appendix 33. The case was deferred for 22.12.2014.

sh complete technical details as per

ase N o.:92/6/82-ALC412014 Party Name: WANBURY Meet No/Date:11/82- Status:Deffered
LIMITED(FORMERLY ALC4/2014 and Re-indexed
PEARL ORGANICS LTD) [26.11.2014
D File RLA File Lic.No/Date:03 10784695 |Defer Date:
01/82/050/00494/AM 15/ :03/95/040/00072/AM15/ 06.06.2014 22.12.2014.

A+l

ision : It was decided to remind the firm to furnish complete technical details as per
ppendix 33. The case was deferred for 22.12.2014.

e

=49 Ay @9w aur
Dy. Director Generat of Foreign Trade
Rrérer

. TIYTY
Rirectorate General of Foraign Trade
Department of Commerce

Udyog Bhawan, New Delhi
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Case No.:94/6/82-ALC4/2014 [Party Name: WANBURY Meet No/Date:11/82- Status:
LIMITED(FORMERLY ALC4/2014 Approved

_ PEARL ORGANICSLTD) [26.11.2014

HQ File RLA File Lic.No/Date:0310784605 |Defer

:01/82/050/00496/AM15/ :03/95/040/00067/AM15/ 6.06.2014 Date:26.11.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/767/2013-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. | SI.No. | Import items Qty.
Qty. Allowed
Karkg
Metformin Hel 1kg 1 Dicyanodimide 0.567
Di-Methylamine Hel 0.60
Methanol 0.237

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

255

Case No0.:96/6/82-ALC4/2014 |Party Name: WANBURY Meet No/Date:11/82- Status:Deffered
LIMITED(FORMERLY ALC4/2014 and Re-indexed

‘ PEARL ORGANICS LTD) 26.11.2014

HQ File RLA File Lic.No/Date:0310784633 [Defer Date:

:01/82/050/00498/AM15/ :03/95/040/00071/AM15/ 06.06.2014 22.12.2014.

Decision : It was decided to remind the firm to furnish complete technical details as per
Appendix 33. The case was deferred for 22.12.2014.
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[Case No.:98/6/82-ALC4/2014 Party Name: WANBURY Meet No/Date:11/82- Status: Deffered
LIMITED{FORMERLY ALC4/2014 and Re-indexed

‘ PEARL ORGANICS LTD) 26.11.2014

HQ File RLA File Lic.No/Date:0310784664 |Defer Date:

:01/82/050/00500/AM15/ :03/95/040/00074/AM15/ 06.06.2014 22.12.2014.

Decision : It was decided to remind the firm to furnish complete technical details as per
Appendix 33. The case was deferred for 22.12.2014.

[Case No.:100/6/82- Party Name: WANBURY Meet No/Date:11/82- Status:Deffered
ALC4/2014 LIMITED(FORMERLY ALC4/2014 and Re-indexed
| PEARL ORGANICS LTD) 26.11.2014
»57 [HQ File RLA File Lic.No/Date:03 10784657 [Defer Date:
:01/82/050/00502/AM15/ :03/95/040/00073/AM15/ 06 06.2014 22.12.2014.
Decision : It was decided to remind the firm to furnish complete techmcgl, AS per
ﬂﬂ

Appendix 33. The case was deferred for 22.12.2014. e
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ase No.:103/6/82-ALC4/2014 [Party Name: WANBURY Meet No/Date:11/82- __ [Status:
LIMITED(FORMERLY ALC4/2014 Approved
o PEARL ORGANICSLTD)  [26.11.2014 |
File RLA File Lic.No/Date:0310784587 |Defor Date:
:01/82/050/00505/AM15/ :03/95/040/00069/AM15/ 06.06.2014

ision : 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
* er:-

58

| Bxport product Exp. | SI.No. | Import items Qty.
g Qty. Allowed
: Ka/kg
etformin Hel 1kg 1 Dicyanodimide 0.567
| Di-Methylamine Hcl 0.60
| " Methanol 0.237

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

Case No.:150/6/82- Party Name:DHANUKA ‘Meet No/Date:11/82- :Stafus:Deﬁered
C4/2014 LABORATORIES LTD. ALCA4/2014 and Re-indexed
] 26.11.2014 |
249 JFile JRLA File Lic.No/Date:0510388492 (Defer
:011/82/050/00552/AM15/ :05/23/040/00099/AM15/ 09.06.2014 Date:22.12.2014

of aceuticals

ision : It was decided to defer the case for 22.12.2014 for comments of Department

L

Case No.: 153!6:'&- Party' Name:DHANUKA Meet No/Date:11/82- Status:Deffered
ALCM/2014 LABORATORIES LTD. ALC4/2014 and Re-indexed
| 26.11.2014 )
260 HQ HKile RLA File Lic.No/Date:0510388491 {Defer
:01/82/050/00555/AM15/  |:05/23/040/00098/AM15/ 09.06.2014 Date:22.12.2014

Diécision : It was decided to defer the case for 22.12.2014 for comments of Department

of IF euticals
| [I Cn*e 0.:67/9/82-A1L.C4/2014 [Party Name:JUBILANT LIFE |[Meet No/Date:11/82- Status:Deffered
: SCIENCES LIMITED ALC4/2014 and Re-indexed
| 26.11.2014
261||HQ File RLA File Lic.No/Date:0510388394 |Defer
:01/82/050/00864/AM15/ :05/23/040/00101/AM15/ 09.06.2014 Date:22.12.2014

|of_ aceuticals

De: igion : It was dccidéd to defer the case for 22.1 2.2014 for comments of Department

1

262 iC 0.:148/6/82- I

ALC4R2014

Party Name:PARABOLIC
DRUGS LTD.,

Meet No/Date:11/82.
ALC4/2014

Status:Deffered
and Re-indexed
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7Y
. l__ 6112014 |
HQ File RLA File Lic.No/Date:0510388412 |Defer
:01/82/050/00550/AM15/  [:05/24/040/00070/AM1S/  [09.06.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
_|of Pharmaceuticals
Case No.:226/6/82-ALC4/2014 |Party Name:NECTAR Meet No/Date:11/82- Status:
LIFESCIENCES LIMITED, ALC4/2014 approved
. 26.11.2014
HQ File RLA File Lic.No/Date:2210014981 |Defer Date:
;01/82/050/00628/AM15/ :22/24/040/00018/AM15/ _ 12.06.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/274/2014-PI(Norms) dated 30.10.2014, it was decided to ratify the norms under Para 4.7 of
HBP v! as per details given below or as applied by the firm, whichever is less:

Export Product Export S. No. | Import Item Qty. Allowed
Quantity kg/kg
Cefuroxime Axetil 1kg 1. Desacetyl-7-amino 0.79
Amorphous cephalosporanic acid (D-7-
ACA)
2. Ethyl acetate 3.74
3. Methanel 0.62
4. Syn-methoxyimino furanyl | 0.835
acetic acid ammonium salt
(SMIA)
5. Activated carbon 0.100
6. Phosphorous 0.97
pentachioride
7. Methylene chloride 2.29
8. Sodium hydroxide 0.43
9. Acetic acid 0.048
10. Acetonitrile 0.98
11, Chlorosutphonyl
Isocyanate 0.53
12 Acetone 1.76
13 N,N-dimethyl acetamide 1.12
14 Acetoxy ethyl bromide 0.59
15 Cyclohexane 0.92
16 Sodium carhonate 0.125
17 Sodium bicarbonate 0.080
18 Sodium chloride Not an importable
item
19 Sodium metabisulfite Not shown in RXN
20 Hydrochloric acid Not an importable
item

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

[264 [Case No.:22/8/82-ALC4/2014 [Party Name: HETERO LABS _[Meet No/Date:11/82-
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| 26.11.2014 ,
Q File RLA File J|Lic.No/Date:0910060438 (Defer Date;
1/82/050/00686/AM15/  |:09/24/040/00146/AMI1S5/  [13.06.2014 22.122014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
f Pharmaceuticals
Fase No.:149/6/82- Party Name:INDO PHYTO _ [Meet No/Date:11/82- _ [Status:Deffered
ALC4/2014 CHEMICALS PVTLTD A1.C4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0510388673 |Defer Date:
D1/82/050/00551/AM15/ :05/23/040/0010§/AM1_5/ 13.06.2014 22.12.2014

ﬂecision : It was decided to defer the case for 22.12.2014 for comments of Department

f Pharmaceuticals
] Ifase No.:151/6/82- Party Name:INDO PHYTO  [Meet No/Date:11/82- Status:Deffered
3 4/2014 CHEMICALS PVT LTD ALC4/2014 and Re-indexed
1 26.11.2014 7
266 [HQ File RLA File Lic.No/Date:0510388672 Defer Date:
:91/82/050/00553/AM1S/  :05/23/040/00107/AM15/  {13.06.2014 22.122014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| _|lof Pharmaceuticals
T se No.:166/6/82- Party Name:KORES (INDIA) |Meet No/Date:11/82- Status:Deffered
LC4/2014 LTD. ALC4/2014 and Re-indexed
267 |HQ File RLA File Lic.No/Date:3110064371 |Defer Date:
: 1/82/()50/00568_/AM15/ :31/83/040/00033/AM15/ 13.06.2014 22.12.2014
‘ ecision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
I [@lase No-:61/4/82-AL.C472014 [Party Name:V & V PHARMA. |[Mest No/Date:11/82- _ [Status:Deffered
INDUSTRIES ALC4/2014 and Re-indexed
26.112014 S
268 [HQ File RLA File Lic.No/Date:0310785305 |Defer Date:
{}1/82/050/00309/AM15/  [:03/95/040/00190/AM15/  |13.06.2014 - [22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
if Pharmaceuticals.
E 7 ase No.:15216f82- Party Na:ne:MOREPEN Meet No/Date:11/82- Status:Deffered
4/2014 LABORATORIES LTD.,, ALC4/2014 and Re-indexed
| 26.11.2014 o
64 [HQ File RLA File Lic.No/Date:0510383704 [Defer Date:
1/82/050/00554/AM15/ :05/24/040/00133/AM15/ 16.06.2014 22.12.2014

f Pharmaceuticals.

ecision : It was decided to defer the case for 22.12.2014 for comments of Department
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lCa-se No. §234I6182—Al£4f2014 Party Name:GULBRANDSEN [Meet No/Date:11/82- Status:
CHEMICALS PVT LTD ALC4/2014 approved
_ 26.11.2014
HQ File RLA File Lic.No/Date:3410040266 |Defer Date:
01!82/050/00636!AM15/ :34/24/040/00071/AM15/ 17.06.2014

Decision : In the light of written comments received from Department of Chemlcals and
Petrochemicals vide their U.O No. 14010/49/2011-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. | S1.No. | Import items Qty.
Qty.
270§ DiButyl tin Diacetate (DBTDA) 2 Aluminium
. 0.071 kg
Grit/ Granules
3 Butene-1 0.542 kg
1. Tin Ingots 0.447 kg
l60/40 Mix Butyl Tin Chloride (60/40 MBTC) ]lkg 2 Aluminium
. 0.048 kg
Grit/ Granules
3 Butene-1 0.368 kg
L} 1. Tin Ingots 0.199 kg
F-200 (Blend of 40% mono-butyl-tin o
. h kg 2 Aluminium
Trichloride and 3.5% of HF) Grit/ Granules 0.025 kg
3 Butene-1 0.180 kg
RA may take appropriate action as per the decision of Norms Committee.
Case No.:159/6/82- Party Name:JAGSONPAL Meet No/Date:11/82- Status:
ALC4/2014 PHARMACEUTICALS LTD. |ALC4/2014 |Approved
[26.11.2014
HQ File RLA File Lic.No/Date:0510388788 (Defer
b7 ;Ql/S2/050/0056]/AM15/ :05/23/040/00116/AM15/ 18.06.2014 Date:26.11.2014

Decision: Committee considered the case as per agenda and in consultation with technical
authority present in meeting decided to ratify norms under para 4.7 of HBP as per SION A-412
with 2% wastage.

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

272 [

Case No.:164/6/82- ‘IMeet NolDate:l 1/82-

Party Name:VDH CHEM Status:Deffered
ALC4/2014 TECH PVT.LTD. JALC4/2014 and Re-indexed
_ 26.11.2014
HQ File RLA File Lic.No/Date:0510388792 |Defer
:01/82/050/00566/AM15/ :05/24/040/00085/AM15/ 18.06.2014 Date:22.12.2014

Decision :in the light of written comments received from Department of Chemicals and

Petrochemicals vide their U.0 No. 14010/58/2010-Ch 1I dated 23.09.2014, it was decided to call
from the firm the following technical details/clarifications:

* Details of manufacturing process with chemical reactions, molecular formula, m




9
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ctura! formulae and molecular weights.
sfiage wise percentage Yields
aterial balance
certificate the regarding past three years production of the export item and corresponding
|eosumption of different raw materials.
j tail of by-products/co-products formed in the above production with quantities and values
{eeftified by CA.
tail of by-products recovered and their sale realizations
uthentic technical literature in support of manufacturing process and norms applied for
ort.
| e case was deferred for 22.12.2014.
Cdke No.:142/6/82- Party Name:DHANUKA _ [Meet No/Date:11/82- _ {Status:Deffered
! 4/2014 LABORATORIES LTD. ALC4/2014 and Re-indexed
11 26.11.2014
4 ;:734 HQ File RLA File Lic.No/Date:0510388965 [Defer
L ‘0 82/050/00544/AM 15/ :05/23/040/00105/AM15/ 20.06.2014 Date:22.12.2014
1 ]Daclsmn : It was dec1ded to defer the case for 22.12.2014 for comments of Department
{oflPharmaceuticals
| ICqse No.:6414182-ALC412014‘ Party Name:AUROBINDO ‘Meet No/Date:11/82-  '|Status:Deffered:
‘ PHARMA LIMITED ALC4/2014 and Re-indexed
26.11.2014 )
074 [HQ File RLA File Lic.No/Date:0910060520 |Defer
0 /82/050/00312/AM 15/ :09/24/040/00154/AM 15/ 23.06.2014 Date:22.12.2014
|Dgeision : It was decided to defer the case for 22.12.2014 for comments of Department
“'|pf|Pharmaceuticals
‘Cdse No.:72/9/82-ALC4/2014 [Party Name:DORF-KETAL __[Meet No/Date:11/82- _[Status:
CHEMICALS INDIA ALC4/2014 approved
PVT.LTD. 26.11.2014 .
H{) File RLA File Lic.No/Date:03 1078581 5 Defer Date:
01/82/050/00869/AM 15/ :03/94/040/00256/AM15/ 23.06.2014
ision : in the light of written comments received from Department of Chemlcals and
rochemicals vide their U.O No. 14010/176/2011-Ch. |l dated 28.11.2014, it was decided to
ify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
ichever is less:
R75 -
ﬁxport product Exp. | SL1.No. | Import items Qty.
Qty.
] ] Kg 1- N-Phen)d-l-. 0-971 kg
tioxidant - PX-3806 Octylated N Naphthylamine
henyl -1-napthylamine 2 Di-isobutylene - HP 0.647 kg
3 Fulcat 22B (Solid
Acid Catalyst) 0.085 kg
4 Methanol 0.600 kg

RAF\ may take appropriate action as per the decision of Norms Committee.
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Case No.:71/9/82-ALC4/2014 [Party Name:AVA | Meet No/Date:11/82- Status:Deffered
CHEMICALS PVT.LTD., ALC4/2014 and Re-indexed
26.11.2014
HQ File RLA File Lic.No/Date:0310785955 |Defer
:01/82/050/00868/AM15/ 103/94/040/00249/AM15/ 24.06.2014 Date:22.122014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department

of C&PC

277

[Case No.:83/9/82-ALC4/2014

Party Name:IPCA Meet No/Date:11/82- Status:Deffered
LABORATORIES LIMITED |ALC4/2014 and Re-indexed
. 26.11.2014
HQ File RLA File Lic.No/Date:0310785911 {Defer
:01/82/050/00880/AM15/ :03/94/040/00223/AM15/ 24.06.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22 12.2014 for comments of Department

of Pharmaceuticals

1278

Case No.:68/4/82-ALC4/2014 |Party Name:MICRO LABS Meet No/Date: 11/82- Status:
LTD |ALC4/2014 Approved

. .. |26.11.2014

HQ File RLA File Lic.No/Date:0710105379 |Defer Date:

:01/82/050/00316/AM15/ :07/24/040/00106/AM 15/ 25.06.2014

Decision : In line with SION A-54 and as per earlier decision taken by NC in its 20/2
meeting dated 20.09.2012, 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:

Item of Export Quantity 8,No Item of Import Quantity allowed
Amoxycillin 250 mg | 1 number 1. Amoxycillin Trihydrate | 292.68 mg
tablets BP/EP/USP

Amoxycilling 500 mg | 1 number 2, Amoxycilling  Trihydrate | 585.36 mg
tablets BP/EP/USP

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

279

Case No.:85/9/82-AL.C4/2014 |Party Name:BLISS GVS Meet No/Date:11/82- Status:Deffered
PHARMA LTD. ALC4/2014 1and Re-indexed

7 26.11.2014 !

HQ File RLA File Lic.No/Date:0310786049 |Defer

:01/82/050/00882/AM1 5/ :03/94/040/00178/AM15/ 26.06.2014 Date:22.11.2014

Decision : It was decided to defer the case for 22.12.2014 for commeﬁts of Department
of Pharmaceuticals

280

Case No.:203/6/82-ALC4/2014 |Party Name:KLJ Meet No/Date:11/82- VStatus: |
PLASTICIZERS LTD., ALCA4/2014 approved

. 26.11.2014

HQ File RLA File Lic.No/Date:0510389118 |Defer Date:

:01/82/050/00605/AM 15/ :05/23/040/00129/AM15/ 26.06.2014

Decision : In the light of written comments received from Department of Chemicals and Petrochemlcals
vide their U.0 No. 14010/36/2011/Ch )l dated 28.11.2014, it was decided to ratify norms un $ra 4.7

‘J\P‘" -{rad

ofrHBP vl as per details given belqw or as applied by the firm, whichever is less: @
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Export Product Export S.No | Import Product Quantity
Quantity Allowed
KANATOL -1001 1. PHTHALIC ANHYDRIDE 0.349 kg
(PACKED IN 2,223 NOS. OF HM-
HOPE DRUMS MADE OF HM- 2. 2-PROPYL HEPTANQOL 0.590 kg
HDPE BLOWING GRADE) (EACH 3. 0.197 kg
DRUM SHALL WEIGHT 8.5 KG 1 kg ISO DECANOL )
AND STORAGE CAPACITY
225,000 KGS.)
4. METHYL TIN STABILIZER 0.01kg
L. HM-HDPE DRUMS MADE OF As per pack] ng
HM-HDPE BLOWING GRADE i
(EACH DRUM SHALL policy
WEIGHT 8.5 KG AND
STORAGE CAPACITY 225.000
KGS.)
(TOTAL NO. OF DRUMS =
2,223 NOS.)
[RAImay take appropriate action as per the decision of Norms Committee
ase No.:74/9/82-AL.C4/2014 |Party Name:BLISS GVS Meet No/Date:11/82- Status:Deffered
PHARMA LTD. ALC4/2014 and Re-indexed
_ 26.11.2014 ]
bg]1 [HQ File RLA File Lic.No/Date:0310786144 |Defer
01/82/050/00871/AM15/ :03/94/040/00277/AM15/ 27.06.2014 Date:22.12.2014

1 Pharmaceuticals

‘t)pcision : It was decided to defer the case for 22.12.2014 for comments of Department

p82

ase No.:69/4/82-AL.C4/2014 Party Name:RA CHEM -|Meet No/Date:11/82- Status:DefTered
PHARMA LIMITED ALC4/2014 and Re-indexed
7 26.11.2014 B
File RLA File Lic.No/Date:0910060550 [Defer
04/82/050/00317/AM15/ :09/24/040/00175/AM15/ 27.06.2014 Date:22,12.2014

E)ecision : It was decided to defer the case for 22.12.2014 for comments of Department
i

f Pharmaceuticals
No.:73/9/82-ALC4/2014 |Party Name:D. R. COATS Meet No/Date:11/82- Status:Deffered
INK & RESINS PVT.LTD. |ALC4/2014 and Re-indexed
3 26.11.2014
File RLA File Lic.No/Date:0310736181 {Defer
:01/82/050/00870/AM15/ :03/94/040/00755/AM 14/ 30.06.2014 Date:22.11.2014

ision : It was decided to send a copy of application to Petrochemicals Division of
partment of Chemicals and Petrochemicals. The case is deferred for 22.12.2014.

284

Chse No.:210/6/52-

Meet No/Date:11/82-

Status-:Deffered

Party Name:WEXFORD
42014 LABORATORIESPLTD  |ALC4/2014 and Re-indexed
File RLA File Lic.No/Date:0710105465 Defer
0)/82050/00612/AM15/  |:07/24/040/00105/AM1S/  [30.06.2014 Date:22.12.2014

[Diecision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals
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"~ [Case No.:191/6/82-ALC4/2014

Party Name:GOPINATH

Status:

Meet No/Date:11/82-
CHEM-TECH LTD., ALC4/2014 approved
‘ 26.11.2014 o
HQ File RLA File Lic.No/Date:0810132551 |Defer Date:
:01/82/050/00593/AM 15/ :08/24/040/00139/AM 15/ 01.07.2014

Decision : In the light of written comments recelved from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/30/2014/Ch I dated 27.11.2014, 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 Export S.No | Import Product Quantity
Quantity Allowed
i kg 1. TOLUENE 2.075kg
M-SULPHO HYDRAZONE (BECA) 2 SODIUM NITRITE 0.600 kg
3. CAUSTIC SODA FLAKESOR | 1.500 kg
CAUSTIC SODA LYE (100%
REAL BASIS)
4, SODA ASH 1.440 kg
RA may take appropriate action as per the decision of Norms Committee
[ [Case No.:68/9/82- Party Name:HINDUSTAN  [Meet No/Date:11/82-  [Status:
ALC4/2014 POLYAMIDES & FIBRES |ALC4/2014 approved
- LIMITED 26.11.2014
HQ File RLA File Lic.No/Date:03 10786348 {Defer Date:
:01/82/050/00865/AM15/ :03/94/040/00269/AM15/ 03.07.2014 :

Decision ¢ In the light of written comments received from Department of Chemicals and Petrechemicals
vide their U.0 No. 14010/90/2011/Ch II dated 10.05.2013, 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:

287

1286
Export Product Export S.No | Import Product Quantity
Quantity Allowed
1. CUMINIQUE 1.185kg
[MENTHANOL (4-Isopropyl {1 kg ALDEHYDE
Cyclohexyl Methanol) 2. 5% RUTHENIUM ON 0.0035 kg
CARBON CATALYST
RA may take appropriate action as per the decision of Norms Committee
Case No.:205/6/82- Party Name:HPL Meet No/Date:11/82- _ [Status:
ALC4/2014 ADDITIVES ALC4/2014 approved
LIMITED{(FORMERLY 26.11.2014
‘ KNOWN HIGH POLYMER , ,
HQ File RLA File Lic.No/Date:0510389355 |Defer Date:
:01/82/050/00607/AM1S/  [:05/23/040/00091/AM1S/  |04.07.2014

Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/7/2011/Ch Ii dated 17.09.2014, it was decided to ratify norms under Para 4.7 of
HBP v1 as per details given belaw or as applied by the firm, whichever Is iess:

Export Product

Export S.No

Qpantity

Import Product

Quantity
Alioweq




£

llhzodicarbonamide 1kg 2. Hydrazodicarbonamide | 1.19 kg
Crude 92%
Amay take appropriate action as per the decision of Norms Committee
[Case No.:63/9/82-AL.C4/2014 |Party Nmﬁe:CORAL Meet No/Date:11/82- Sﬁtus:Deﬂered
‘ LABORATORIES LTD., ALC4/2014 and Re-indexed
gl 26.11.2014 | |
188 [HQ File RLA File Lic.No/Date:0310786480 [Defer
_ | nO /82/050/00860/AM 15/ :03/94/040/00177/AM 15/ 07.07.2014 Date:22.12.2014
IDecision : It was decided to defer the case for 22.12.2014 for comments of Department
_|pflPharmaceuticals
] Cﬁe No.:59/9/82-A1L.C4/2014 [Party Name:INDO GERMAN (Meet No/Date: 11/82- Status:Deffered
' ALKALOIDS ALC4/2014 and Re-indexed
jI 26.11.2014
HQ File RLA File Lic.No/Date:(310786553 [Defer
01/82/050/00856/AM15/ :03/94/040/00305/AM15/ 08.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
pf|Pharmaceuticals
"[Chse No.:70/0/82- Party Name:IPCA Meet NoDate:11/82- |Status:
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Approved
k 26.11.2014 |
File RLA File Lic.No/Date:0310786550 |Defer Date:
:§1/82/050/00867/AM15/ :03/94/040/00306/AM15/ 08.07.2014 7
ecision :In the light of earlier decision taken by NC in its 7/82 meeting dated 11.09.2014 and
in consultation with technical authority present in meeting, decided to ratify norms under para
7 of HBP as per details below or as applied by firm whichever is lower:-
290 -
Export product Exp. | SlLNo. | Importitems Qty.
Qty. Allowed
kg/kg
1 3,20 Dioxopregna- 1.00
TRIAMCINOLONE 1kg 1,4,9(11),16 Tetraen-21-
ACETONIDE Ylacetate (3 -TR )
|RA concemed may take further ﬁecessary action as per above decision of NC.
bt No.:192/6/82- Party Name:KLJ Meet No/Date:11/82- Status:
4/2014 PLASTICIZERS LTD., ALC4/2014 approved
o |26.11.2014 |
File RLA File Lic.No/Date:0510389472 |Defer Date:
1 {01 /82/050/00594/AM 15/ 1:05/23/040/00144/AM15/ 08.07.2014 :

ision : In the light of written comments received from Department of Chemicals and Petrochemicals
e their U.0 No. 14010/30/2014/Ch 1l dated 27.11.2014, it was decided to ratify norms under Para 4.7
HBP v1 as per details given below or as applied by the firm, whichever is less:




£2

Export Product Export S.No | Import Product Quantity ‘
Quantity Allowed
1. PHTHALIC ANHYDRIDE 0.560 kg
KANATOL - 400 L kg 2. ISO / NORMAL BUTANOL 0.560 kg
(PACKED IN 2,554 NOS. OF HM-HDPE "
DRUMS MADE OF HM-HDPE 3. A: I?er packing
LOWING GRADE) HM-HDPE DRUMS MADE OF | PO'Y
HM-HDPE BLOWING GRADE
{TOTAL NO. OF DRUMS =
2,554 NOS.)
RA may take appropriate action as per the decision of_l_'dorms Committee
Case No.:204/6/82- Party Name:PAYAL Meet No/Date:11/82- Status:Deffered
ALC4/2014 PETROCHEM PRIVATE ALC4/2014 and Re-indexed
7 LIMITED 26.11.2014
HQ File RLA File J{Lic.No/Date:0510389448 |Defer
:01/82/050/00606/AM15/ :05/24/040/00192/AM14/ 108.07.2014 Date:22.12.2014
Decision :In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/18/2010-Ch Il dated 05.11.2014, it was decided to call
hoo from the firm the following technical details/clarifications:
* Details of manufacturing process with chemical equations, molecular formula, molecular and
structural formulate and molecular weights.
* Yield obtained in each stage.
* Authentic technical literature in support of yield obtained.
* CA certificate certifying the production of export item achieved by you for the past three years
and corresponding consumption of each input.
The case was deferred for 22.12.2014.
Case No.:211/6/82- Party Name:PA Meet No/Date: ] 1/82.-" | Status: Deffered
ALC4/2014 YAL PETROCHEM ALC4/2014 and Re-indexed
| PRIVATE LIMITED 26.11.2014
293 [HQ File RLA File Lic.No/Date:0510389447 |Defer
:01/82/050/00613/AM15/ 05/24/040/00191/AM14/ 108.07.2014 [Date:22.12.2014
Decision : : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC
Case No.:64/9/82-AL.C4/2014 |Party Name:IPCA Meet No/Date:11/82- [Status:Deffered
LABORATORIES LIMITED {ALC4/2014 and Re-indexed
o _ 26.11.2014 B
204 {HQ File RLA File Lic.No/Date:0310786631 [Defer
:01/82/050/00861/AM15/ :03/94/040/00199/AM15/ 09.07.2014 Date:22.12.2014
Decision : : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals
Case No.:30/9/82- Party Name:MICRO ORGO- |Meet No/Date:11/82-  [Status:Approved
ALC4/2014 CHEM ALC4/2014
295 N 26.112014
[HQFile ~ RLAFile [Lic.No/Date:0310786687 [Defer Date: Twmm
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[fo1/82/050/00877/aM15/

[:03/95/040/00292/AM15/

10.07.2014

-

élD ision : In the light of earlier decision taken in meeting no. 8/82 dated 25.09.2014, it
wais decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as
lied by the firm, whichever is less:

Tport product Exp. SI.No. | Import items Qty. allowed
Qty.
| Artemether 1Kg_ 1, Artemisinin 1.235 kg
R may take appropriate action as per the decision of Norms Committee
Bn | || , N
ICqse No.:26/9/82-ALC4/2014 |Party Name:ALMELO PVT  |Meet No/Date:11/82- Status:Deffered
LTD |[ALC4/2014 and Re-indexed
' 26.11.2014
bos [HE File RLA File Lic.No/Date:0910060660 [Defer
0 /82_/_050/00823/AM15/ :09/24/040/00188/AM 15/ 11.07.2014 Date:22.12.2014

ision : : It was decided to defer the case for 22.12.2014 for comments of Department

_ jof Pharmaceuticals

No.:65/9/82-ALC4/2014

~[Meet No/Date:11/82-

Party Name: AMINES & Status:
PLASTICIZERS LIMITED ALC4/2014 Approved
26.11.2014 _
File RLA Lic.No/Date:0310786813 |Defer Date:
:01/82/050/00862/AM15/ File:03/94/040/00298/AM15/  [14.07.2014

cision : In the light of written comments received from Department of Chemicals and Petrochemicals
‘{vidle their U.Q No. 14010/61/2013/Ch |l dated 11.11.2014, it was decided to ratify norms under Para 4.7
o

297 HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No | import Product Quantity
Quantity Allowed
-PIPERIDINOETHANOL 1kg 2. PIPERIDINE 0.694 kg
may take appropriate action as per the decision of Norms Committee
“iChse No.:38/9/82-ALC4/2014 [Party Name:MAC CHEM __ [Meect No/Date:11/82- _ [Status:Deffered
PRODUCTS (INDIA) ALC4/2014 and Re-indexed
il PRIVATE LIMITED 26.11.2014
nog|{HRQ File RLA File Lic.No/Date:0310786782 |Defer
:011/82/050/00885/AM 15/ :03/95/040/00302/AM15/ 14,07.2014 Date:22.12.2014

ecision : It was decided to defer the case for 22.12.2014 for comments of Department

qf Pharmaceuticals.
| ( se No.-:ll_)wlsz- Party Name:NECTAR Meet No/Date:11/82- Status:Deffered
ALC4/2014 LIFESCIENCES LIMITED, [ALC4/2014 and Re-indexed
il 26.11.2014 N
og |RQ File RLA File Lic.No/Date:2210015019 |Defer
' {)1/82/050/00905/AM15/ :22/24/040/00083/AM 14/ 15.07.2014 Date:22.12.2014
’ 3fecision + It was decided to defer the case for 22.12.2014 for comments of Department
r

7 Pharmaceuticals.
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Case N;::8719182-ALC412014 Party Name:UNIJULES LIFE |[Meet No/Date:11/82- Status:Deffered
SCIENCES LTD. ALC4/2014 and Re-indexed

. - 26.11.2014

300 [HQ File RLA File Lic.No/Date:0310786843 |Defer
101/82/050/00884/AM15/ :03/95/040/00324/AM15/ 15.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department

|of Pharmaceuticals

Case No4:99l9/82- Party Name:ALKYL Meet No/Date:11/82- Status:
ALC4/2014 AMINES CHEMICALS LTD |ALC4/2014 approved
i 26.11.2014
HQ File RLA File Lic.No/Date:03 10786924 [Defer Date:
:01/82/050/00896/AM 15/ :03/94/040/00155/AM 15/ 16.07.2014

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

Decision : In the light of written comments received from Department of Chemicals and Petrochemicats
vide their U.O No. 14010/85/2012/Ch i dated 01.12.2014, 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 Export S.N¢ | Import Product Quantity
Quantity Allowed
JACETONITRILE 1kg 1. ACETIC ACID 1.766 kg

302

Case No.:102/9/82- Party Name:ALKYL Meet No/Date:11/82- Status:
ALC4/2014 AMINES CHEMICALS LTD {ALC4/2014 approved

_ . 26.11.2014
HQ File RLA File Lic.No/Date:0310786926 |Defer Date:
:01/82/050/00899/AM15/ :03/94/040/00130/AM15/ 16.07.2014

Decision :in the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/85/2012/Ch Il dated 01.12.2014, 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 Export S.No | Import Product Quantity
Quantity Allowed
ACETONITRILE 1kg 1. ACETIC ACID 1.766 kg

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

Case No.:6/9/82-ALC4/2014 {Party Name:VIVIMED LABS [Meet No/Date;11/82- Status:

LIMITED ALC4/2014 approved
L L. 126112014 - |
HQ File RLA File Lic.No/Date:0910060667 (Defer Date:

:01/82/050/00803/AM1 5/ :09/24/040/00208/AM 15/ 17.07.2014

303

Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/64/2013/Ch 1l dated 11.11.2014, it was decided to ratify norms under Para 4.7
of HBP v1 as per details given below or as appfied by the firm, whichever is less:

Export Product Export S.No | Import Product

Quantity
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' Iit\ may take appropriate action as per the decision of Norms Committee

1L-ASCORBATE 2- :
SODIUM ASCORBYL PHOSPHATE L ke 1 PHOSPHATE 35% OR 194kg

OR C-VITE CALCIUM ASCORBYL

PHOSPHATE

2. ION EXCHANGE RESIN 4.
SUQING 001X8 H OR RESINE+ 00 kg

3. METHANOL 3.00 kg

i

No.:1/6/82-ALC4/2014 |Party Name:ARJUN Mect No/Date:11/82- _ [Status:Deffered
, CHEMICALS PVT.LTD.,  |ALC4/2014 and Re-indexed
| o 26.11.2014
{304 [HQ File RLA File Lic.No/Date:0410159021 [Defer
)1/82/050/00403/AM15/ :04/24/040/00061/AM15/ 18.07.2014 Date:22.12.2014
Pecision : It was decided to defer the case for 22.12.2014 for comments of Department
| lof C&PC.
Fase No.:79/9/82-ALC4/2014 [Party Meet No/Date:11/82- _|Status:Deffered
g Name:METROPOLITAN  |ALC4/2014 and Re-indexed
0o |EXIMCHEM LTD. 26.11.2014
130 *; 1Q File |RLA File Lic.No/Date:0316787073 |Defer
| |'|ip1/82/050/00876/AM15/ :03/95/040/00337/AM15/ 13.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| pf C&PC.
ase No.:00/9/82-ALC4/2014 [Party Name:YASHO Meet NoDate:11/82- _[Status:
INDUSTRIES PVT.LTD. ALC4/2014 Approved
26.11.2014
QFile RLA File Lic.No/Date:0310787108 |Defer Date:
01/82/050/00887/AM15/ :03/95/040/00348/AM15/ 21.07.2014

:FA may take appropriate action as per the decision of Norms Committee

ecision : In the light of written comments received from Department of Chemicals and Petrochemicals.
ide their U.0 No. 14010/95/2011/Ch il dated 28.11.2014, it was decided to ratify norms under Para 4.7
f HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No | Import Product Quantity

Quantity Allowed

50% Sodium salt of 1kg 1 Tolviriazol 0.437 kg
Tolytriazole olytriazole

__#i:ase No.:98/9/82-ALC4/2014 [Party Name:AGIO Meet No/Date:11/82-  [Status:Deffered
PHARMACEUTICALS LTD |ALC4/2014 and Re-indexed
| ~ [26.11.2014
|3¢7/HQ File RLA File Lic.No/Date:0310787172 [Defer
:01/82/050/00895/AM15/  |:03/94/040/00110/AM15/  [22.07.2014 Date:22.12.2014

_|lof Pharmaceuticals

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
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Case No.:18/9/82-AL.C4/2014 Party Name:BIOLOGICAL E |Meet No/Date:11/82- Status:Deffered v
LTD ALC4/2014 and Re-indexed
| B 26.11.2014
1308 HQ File RLA File Lic.No/Date:0910060702 |Defer
:01/82/050/00815/AM15/  [:09/24/040/00197/AM1S/  [22.07.2014  |Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Biotechnology
Case No.:24/9/82-AL.C4/2014 [Party Name:BRUNDAVAN | |Meet No/Date:11/82- Status:Deffered
LABORATORIES PRIVATE :|ALC4/2014 ‘tand Re-indexed
) LTD.,, 26.11.2014

309 |HQ File RLA File Lic.No/Date:0910060703 |Defer
:01/82/050/00821/AM15/ :09/24/040/00104/AM15/ 22.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals
Case No.:25/9/82-ALC4/2014 [Party Name:DIVIS Meet No/Date:11/82- _[Status:Deffered

PHARMACEUTICALS ALC4/2014 and Re-indexed
, PRIVATE LIMITED 26,11.2014 :

310 [HQ File RLA File Lic.No/Date:0910060700 [Defer
:01/82/050/00822/AM15/  [:09/24/040/00194/AM15/  [22.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals

[ [Case No.:78/9/82-ALC4/2014 [Party Name-PACE Meet No/Date:11/82- _[Status:Deflered

JPHARMATECH PVT.LTD. |ALC4/2014 ‘'and Re-indexed
. 26,11.2014
311 [HQ File RLA File Lic.No/Date:0310787160 [Defer
:01/82/050/00875/AM 15/ :03/95/040/00347/AM 15/ 22,07.2014 Date:22.12.2014
[Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals
| Case No.:12/9/82-ALC4/2014 |Party Name:AUROBINDO Meet No/Date:11/82- : Statué: .
PHARMA LIMITED ALC4/2014 Approved
‘ 26.11.2014 B
HQ File RLA File Lic.No/Date:0910060711 {Defer Date:
:01/82/050/00809/AM15/ 109/24/040/00214/AM1S/  [23.072014
|Decision : The Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/285/2014-PI(Norms)
dated October 2014 and in consultation with technical authority present in meeting, decided to

312 [ratify norms under para 4.7 of HBP as per details below or as applied by firn whichever is

lower:-
Export product Export | SLNo. | Import items Qty. allowed
Qty. kg/kg
GABAPENTIN 1Kg. 1. 1, 1-CYCLO HEXANE DI ACETIC | 1.63
ACID MONQ AMIDE @
2. ACETONE 1.541 @%a@
3. CARBON ENOANTICROMOS[ | 0.014 JR. é\.,o“:' s
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ACTIVATED CARBON ]
4, ISOPROPYL ALCOHOL 1.894
5. AMBERLITE RESIN IRA-67 0.00125 litre/kg

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

se No.:107/9/82-

Sﬁtus:Deﬁered

Party Name:IND-SWIFT Meet No/Date:11/82-
C4/2014 TLABORATORIES LTD.,, ALC4/2014 and Re-indexed
26.11.2014 |
313 HQ File RLA File Lic.No/Date:2210015039 [Defer
:01/82/050/00904/AM15/ :22/24/040/00033/AM15/ 23.07.2014 Date:22.12.2014
Jecision : It was decided to defer the case for 22.12.2014 for comments of Department
I Pharmaceuticals
No.:66/9/82- Party Name:S.M. Meet No/Date:11/82- Status:
4/2014 CHEMICALS ALC4/2014 Approved
_ 26.11.2014
File RLA File Lic.No/Date:03 10787305 Defer Date:
-(§1/82/050/00863/AM15/ :03/95/040/00304/AM15/ 24.07.2014
ecision : In the light of written comments received from Department of Chemicals and Petrochemicals
e their U.0 No. 14010/64/2010/Ch Il dated 29.11.2014, it was decided to ratify norms under Para 4.7
314110 HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No | 'mport Product Quantity
I _ Quantity Allowed
| FENYL PHOSPHITE kg 1 | pHENoL 0.937 kg
2. YELLOW PHOSPHORUS 0.103 kg
N may take appropriate action as per the decisiop_of Norms Committee
1{ tase No.:96/9/82- | Party Name:STERLING Meet No/Date:11/82- Status:
' 4/2014 AUXILIARIES PVT LTD ALC4/2014 ‘|Approved
_ _ 26.11.2014 7
Q File RLA File Lic.No/Date:0310787290 [Defer Date:
)1/82/050/00893/AM1S/  |:03/95/040/00349/AM15/  |24.07.2014 .
Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
314 de their U.O No. 14010/64/2013/Ch | dated 07.11.2014, it was decided to ratify norms under Para 4.7
iil” "7 |4f HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export S.No | Import Product Quantity
Quantity Allowed
STERQ MDEA-EX (MONO METHYL  [L kg - MONO METHYL AMINE 0.273 kg
AMINE ETHOXYLATE) 2. ETHYLENE OXIDE 0.776 kg

| : hA may take appropriate action as per the decision of Norms Committee

{Meet No/Date:11/82-

Party Name:INDOCO Status:Deffered
REMEDIES LIMITED ALC4/2014 ‘land Re-indexed
26.11.2014
RLA File Lic.No/Date:0310787333 [Defer
1 {101/82/050/00897/AM15/ :03/94/040/00301/AM] 5/ 25.07.2014 Date:22.12.2014
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Decision : It was decided to defer the case for 22.12.2014 for comments of Department

317

|of Pharmaceuticals.
éase No.:7/6/82-ALC4/2014 |Party Name:AARTI DRUGS |Meet No/Date:11/82-  (Status:Deffered
LIMITED ALC4/2014 and Re-indexed
_ 26.11.2014 )
HQ File RLA File iILic.No/Date:0310787378 |Defer
:01/82/050/00409/AM15/ :03/94/040/00321/AM15/ 28.07.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals

318

Case No.:48/9/82-A1L.C4/2014 |Party Name:ALCHYMARS Meet No/Date:11/82- Status:Deffered
ICM SM PRIVATE LIMITED |ALC4/2014 and Re-indexed

HQ File RLA File ‘|ILic.No/Date:0410159110 |Defer

:01/82/050/00845/AM15/ :04/24/040/00062/AM15/ 28.07.2014 Date:22,12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals

319

Case No.:32/9/82-ALIC4/2014 [Party Name:CHEMCON ___[Meet No/Date:11/82- _ [Status:Deffered
SPECIALITY CHEMICALS |ALCA4/2014 and Re-indexed
| PLTD 26.11.2014
HQ File RLA File Lic.No/Date:3410040406 [Defer
01/82/050/00829/AM1S/  [34/24/040/00102/AM15/  |28.07.2014 Date:22.12.2014

Decision : Department of Chemicals and Petrochemicals vide their letter No.
14010/21/2012-Ch. II dated 09.01.2014 requested the firm to furnish the following
information:

» Details of manufacturing process of Chloromethyl Isopropyl Carbonate with chemical
equations, molecular formula, molecular weights.

* Yield obtained in each step

» Authentic technical literature in support of yield obtained

» Material balance

» CA certificate the production of export item achieved by you for the past three years
and corresponding consumption of each input.

* Detailed calculation, arriving at the norms applied.

T_he case was deferred for 22.12.2014

320

[Case No.:8/6/82-ALC4/2014 [Party Name:V & V PHARMA [Meet No/Date:11/82- Status:Deffered
INDUSTRIES ALC4/2014 |and Re-indexed
‘ 126.11.2014
HQ File RLA File Lic.No/Date:0310787382 [Defer
:01/82/050/00410/AM15/ :03/95/040/00331/AM15/ 28.07.2014 |Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals

321 [Case No.:97/9/82-A1.C4/2014 |Party Name:YASHQwaR  [Meet No/Date:11/82-  [Standd: ;Q
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INDUSTRIES PVT.LTD.

ALC4/2014 Api:roved
gl 26.11.2014
H(Q File RLA File Lic.No/Date:0310787381 |Defer Date:
01/82/050/00894/AM 15/ :03/95/040/00366/AM15/ 28.07.2014

|Dgcision : In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/95/2011/Ch (I dated 21.05.2014, it was decided to ratify norms under Para 4.7
pf HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Preduct Export S.No { Import Product Quantity
Quantity Allowed

DCTYLATED DIPHENYLAMINE (  [L k8 DIPHENYLAMINE 0.405 kg
3. ACTIVATED CLAY 0.200 kg

ﬂF_m_may take_apprqpriate action as per the decision of Norms Committee

e N0.:22/9/82-ALC4/2014 |Party Name:NATCO PHARMA [Meet No/Date:11/82- Status:
LIMITED ALC4/2014 |Approved
26.11.2014
File RLA File Lic.No/Date:0910060757 |Defer Date:
I 182/050/00819/AM15/ :09/24/040/00186/AM 15/ 30.07.2014

ision : In the light of written comments received from Department of Pharmaceuticals vide their
No. 35011/317/2014-PI{Norms) dated 01.12.2014, 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:

322
Export product Export Qty. | SLNo. | Import items Qty. allowed
inib 100 mg kg 1. Imatinib Mesylate 121.858 mg/100
mg tabs
rmuinib«)o:ng kg 1 matinib Messlate 487.431 mg/400
mg tabs
) Rl\ may take appropriate action as per the decision of Norms Committee.
|clase No.:30/9/82-ALC4/2014 |Party Name:SOFTGEL Meet No/Date:11/82- Status:Deffered
HEALTH CARE PVT. LTD., |ALC4/2014 and Re-indexed
i _ 126.11.2014 _
1323 {HQ File RLA File Lic.No/Date:0410159122 |Defer
[ 11:01/82/050/00827/AM15/  |:04/24/040/00033/AM1S/  [30.07.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
i ||of Pharmaceuticals.
| se No.:54/9/82-ALC4/2014 |Party Name:RATNAMANI Meet No/Date:11/82- Status:
BIO CHEMICALS & ALC4/2014 Approved
PHARMACEUTICALS PVT. {26.11.2014
. LTD
324 [HQ File RLA File Lic.No/Date:3410040420 [Defer Date:
1/82/050/00851/AM15/ :34/24/040/00092/AM15/ 31.07.2014

[Decision : In the light of written comments received from Department of Chemicals and
hetrochemicals vide their U.O. No. 14010/23/2014-Ch II dated 24.06.2014, it was

-
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[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. allowed
Qty.
2,3-Dichloro Benzoic Acid || ke 1. 2,3-Dichloro Toluene 0.952 kg
2,3-Dichloro Benzoy! Chloride I ke 1. 2,3-Dichloro Toluene 0.890 kg
_ _ 1. 2,3-Dichloro Toluene 1.079 kg
2,3-Dichloro Benzoyl Cyanide 1 kg
2. Cuprous Cyanide 0.604 kg

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

325

Case No.:20/9/82-ALC4/2014

326

1327

3238

Party Name:AUROBINDO  |Meet No/Date:11/82- Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
‘ 26.11.2014
HQ File RLA File Lic.No/Date:0910060790 |Defer
:01/82/050/00817/AM15/ :09/24/040/00202/AM15/ _ 01.08.2014 Date:22.12.2___014
Decision :It was decided to defer the case for 22.12.2014 for comments of Department of
Pharmaceuticals
Case No.:58/9/82-AL.C4/2014 |[Party Name:G AMPHRAY  |Meet No/Date:11/82- Status:Deffered
LABORATORIES, ALC4/2014 and Re-indexed
| 26.11.2014 _
HQ File RLA File Lic.No/Date:03 10787536 [Defer
:01/82/050/00855/AM15/ :03/94/040/00171/AM15/ 01.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:49/9/82-ALC4/2014 [Party Name:SANMAR Meet No/Date:11/82- _ [Status:Deffered
SPECIALITY CHEMICALS JALCA4/2014 and Re-indexed
) LIMITED, 26.11.2014 |
HQ File RLA File Lic.No/Date:0410159125 | Defer
:01/82/050/00846/AM 15/ :04/24/040/00106/AM15/ 101.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:29/9/82-AL.C4/2014 |Party Name;SHASUN Meet No/Date:11/82- Statusﬁi)eﬂered
PHARMACEUTICALS ALC4/2014 and Re-indexed
_ - LIMITED 26112014
HQ File RLA File Lic.No/Date:0410159129 |Defer
:01/82/050/00826/AM 15/ :04/24/040/00117/AM15/ 01.08.2014 Date:22.12.2014

Decision :It was decided to remind the firm to furnish a copy of Master Batch Formula
duly certified by Quality Control In-charge. The case was deferred for 22.12.2014.

[529 [Case No.:31/9/82-ALC4/2014 [Party Name: AMBERNATH

[Meet No/Date:11/82-

[Status:Deﬂ'ered

Directorate G
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ORGANICS PVT. LTD. ALC4/2014

and Re-indexed
1l , . j26.11.2014 A
Q0 File RLA File Lic.No/Date:0310787610. |Defer
01/82/050/00828/AM15/  [:03/94/040/00074/AM15/  {04.08.2014  [Date:22.12.2014
ision : It was decided to defer the case for 22.12.2014 for comments of Department
| pficapc.
No.:10/6/82-ALC4/2014 [Party Name:COVALENT __|Meet No/Date:11/82- _ [Status:Deffered
LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
, | LIMITED 126.11.2014
330 [HP File RLA Fiie Lic.No/Date:0910060796 [Defer
:01/82/050/00412/AM1S/  |:09/24/040/00204/AM1S/  [04.08.2014 Date:22.12.2014

ision :It was decided to defer the case for 22.12.2014 for comrﬁénté of Department of
1P aceuticals.

! (Tse No.:15/9/82-AL.C4/2014 |Party Name:COVALENT Meet No/Date:11/82- Status:Deffered

LABORATORIES PRIVATE {ALC4/2014 and Re-indexed
1 L B LIMITED . Reriao4 .
331 File RLA File ‘[Lic.No/Date:0910060793 {Defer
| ]:01/82/050/00812/AM1S/ |-09/24/040/00203/AM15/  {04.08.2014 Date:22.12.2014
ision : It was decided to defer the case for 22.12.2014 for comments of Department
| |jof Pharmaceuticals.
Chse No.:14/9/82-ALC472014 [Party Name:GLAND Meet No/Date:11/82- _[Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
h 6112014 _
332 File RLA File Lic.No/Date: 0910060797 |Defer
:11/82/050/0081 I/AM1S/  [:09/24/040/00219/AM15/  [04.08.2014  |Date:22.12.2014
ision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
dlase No.:44/9782-ALC4/2014 [Party Name:INTAS ___|Meet No/Date:1 /82~ [Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
| LTD., 26.11.2014
337 |HQ File RLA File Lic.No/Date:0810132883 |Defer
:91/82/050/00841/AM 15/ ! :08/24/040/0{)173/AM15/ 04.08.2014 _ Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
|df Pharmaceuticals.
(ase No.:19/9/82-ALC4/2014 |Party Name:SALICYLATES & {Meet No/Date:11/82- ‘|Status:
CHEMICALS PRIVATE ALC4/2014 Approved
_ ~ |LIMITED 26.11.2014 |
Q File RLA File Lic.No/Date:0910060792 |Defer Date:
H(|334 |1/82/050/00816/AM15/ :09/24/040/00142/AM 15/ 04.08.2014
|Decision : in the light of written comments received from Department of Chemicals and Petrochemicals
|yide their U.0 No. 14010/34/2013/Ch Il dated 27.11.2014, it was decided to ratify norms under Para 4.7
i|4f HBP v1 as per details given below or as applied by the firm, whichever is less:
|
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Export Product Export S.No | Import Product Quantity
Quantity Allowed
HOMOSALATE (3,3,5-Trimethy) L kg 1. ISOPHORONE 0.572 kg
Cyclobexyl Salicylate) 2, SALICYLIC ACID 0.572 kg
|RA may take appropriate action as per the decision of Norms Committee
Case No.:12/6/82-AL.C4/2014 |Party Name: ANUPAM Meet No/Date:11/82- Status:Deffered
RASAYAN (INDIA)LTD  (ALC4/2014 and Re-indexed
. 26.11.2014
335 [HQ File RLA File Lic.No/Date:521004 1180 |Defer
:01/82/050/00414/AM15/ :52/24/040/00025/AM 15/ 05.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
Qf C&PC.
Case No.:13/9/82- Party Name:EMCURE Meet No/Date:11/82- Status:
ALC4/2014 PHARMACEUTICALS LTD. [ALC4/2014 Approved
. 26.11.2014 7
HQ File RLA File Lic.No/Date:3110064678 |Defer Date:
:Ql/821050/008 16/AM1S/ :31/83/040/00110/AM15/ 05.08.2014
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the firm, whichever is less::-

Decision : In the light of earlier decision taken by NC in its 3/82 meeting date 08.05.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by

Export product Exp. SLNo. | Import items Qty. allowed
Qty.

Ciprofloxacin HCL One L. Ciprofloxacin HCL | 555.0 mg/500 mg

Tablets USP 500 MG 500 mg (Relevant Bulk Drug) | Tablets

(Each film coated tablet | tablet

contains Ciprofloxacin

Hydrochloride USP

equivalent to

Ciprofloxacin 500 mg)

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

337

338

Case No.:27/9/82-ALC4/2014 [Party Name:GRANULES Meet No/Date:11/82- Status:Deffered.
{INDIA LIMITED ALC4/2014 and Re-indexed
) ) 26.11.2014
HQ File RLA File Lic.No/Date:0910060816 [Defer
:01/82/050/00824/AM1S/  |:09/24/040/00217/AM1S/  |06.08.2014 [Date:26.11.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:94/9/82-ALCA472014 [Party Name:MANGALAM _[Meet No/Date:11/82- _ [Status:Deffered
DRUGS & ORGANICS ALC4/2014 and Re-indexed
B LIMITED 26.11.2014 o )
HQ File RLA File /|Lic.No/Date:0310787716 |Defer
:01/82/050/00891/AM15/ :03/95/040/00344/AM15/ 06.08.2014 Date:22.12.2014

Decision :It was decided to defer the case for 22.12.2014 for commenfs of Department of

P]Ea.rmaqeuticals.
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No.:16/9/82-ALC4/2014 [Party Name:PORUS Meet No/Date:11/82- _ [Status:
LABORATORIES PVT LTD |ALC4/2014 |Approved
26.112014 |
4 File RLA File Lic.No/Date:0910060814 Defer
loWs2/050/00813/AM1S/  [:0924/040/00234/AM1S/  06.08.2014 Date:22.12.2014

M

Decision :in the light of written comments received from Department of Chemicals and Petrochemicals

their U.0 No. 14010/33/2013/Ch Il dated 15.09.2014, it was decided to ratify norms under Para 4.7

pfiHBP v1 as per details given below or as applied by the firm, whichever is less:

B39 Export Product Export S.No | Import Product Quantity
Quantity Allowed
) Phenyl-3 bis(d-hydroxy 1 kg 1. PTHALIC ANHYDRIDE 0.927 kg
mel)phmalinﬁde (PPP-BP) 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 ke
| [RAmay take appropriate action as per the decision of Norms Committee
No.:81/9/82-ALC4/2014 [Party Na:ﬁe:METROPOLITAN Meet No/Date:11/82- Status:
EXIMCHEM LTD. ALC4/2014 Approved
N 26.11.2014
File RLA File Lic.No/Date:0310787777 |Defer Date:
1:01/82/050/00878/AM15/ :03/95/040/00404/AM15/ 07.08.2014 _
%

cision : In the light of written comments received from Department of Chemicals and Petrochemicals
e their U.0 No. 14010/60/2010/Ch Il dated 04.03.2013, it was decided to ratify norms under Para 4.7

340{of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Preduct Export S.No | Import Product Quantity
Quantity Allowed
1. MELENE (3 ,4-DIAMINO )
5 AMINO 6 METHYL 1 kg TOLUENE) 1.200 kg
EENZ[M]DAZDI.ONE 2. HYDRAZINE HYDRATE (AS 1.022 kg
£0% BASIS)
may take appropriate action as per the decision of Norms Committee
{(lase No.:105/9/82- Party Name:SCOTT-EDIL  [Meet No/Date:11/82-  [Status:Deffered
4/2014 PHARMACIA LTD., ALC4/2014 and Re-indexed
; 3 ‘ 26.11.2014
ll341 [HQ File RLA File Lic.No/Date:2210015058 [Defer
:01/82/050/00902/AM15/ :22/24/040/00035/AM15/ 07.08.2014 Date:22.12.2014

ecision : It was decided to defer the case for 22.12.2014 for comments of Department

f Pharmaceuticals.
Tase No.:91/9/82-ALC4/2014 |Party Name:O C Meet No/Date:11/82- Sﬁtus:
SPECIALITIES PVT.LTD. ALC4/2014 Approved
34] 26.11.2014 7 )
HQ File RLA File Lic.No/Date:0310787837 |Defer Date:
l|_Jl/82»'050!‘00888/15;1\/1l51" :03/95/040/00399/&1\\;[15/ 08.08.2014
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Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.O No. 14010/108/2012/Ch Il dated 27.11.2014, 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 Export S.No | Import Product Quantity
Quantity Allowed
1. 3 AMINO PYRIDINE 1.30 kg
] HYDROGEN PEROXIDE (50 )
1 kg 2 % 0.942 kg
CHLORO -2- HYDARAZINE 3 SODIUM NITRITE 0.950 kg
YRIDIN SODIUM HYDROXIDE
4 20kg
5 ISO PROPYL ALCOHOL 0.210 kg
6 N-BUTANOQL 0.770 kg
7. HYDARAZINE HYDRATE (80- | 1
100%) 1.00 kg
8. ANYHYDROUS POTASSIUM [ 1 10 kg
CARBONATE

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

. [ [Case No.:40/9/82-ALC4/2014 Party Name:ADCOCK Meet No/Date:11/82- Status:
INGRAM LTD, ALC4/2014 |Approved
_ 26.11.2014 '
HQ File RLA File Lic.No/Date:0710106352 ‘|Defer Date:
:01/82/050/00837/AM15/ :07/24/040/00167/AM15/ 11.08.2014

whichever is less:

Decision : In the light of earfier decision taken by NC in its 3/82 meeting dated 08.05.2014, it was
decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

rt Product
1. Neulin 125mg tablets - Theophylline 125 Mg +Guar gum 4.375 Mg
343 2. Neulin 200mg tablets - Theophylline 200 Mg + Guar gum 7.00 Mg
3. Neulin 250mg tablets - Theophylline 250 Mg + Guar gum 8.750 Mg
4. Neulin 300mg tablets - Theophylline 300 Mg + Guar gum 10.5 Mg
S.NO. | Import items For export of 1 No. NeulinTablets
{Quantity in mg)
125 mg | 200 mg 250 mg 300 mg
1 Theophyline 8P / EP / USP / 127.5mg | 204.0 mg 255.0 mg 306.0 mg
PH.EUR Anhydrous powder
2 GuarGum IH(BP /EP/USP/ | 4.375 7.00 8.75 10.5
PH.EUR)
RA may take appropriate action as per the decision of Norms Committee.
[ [Case No.:53/9/82-ALC4/2014 [Party Name-ONEIRO Meet No/Date:11/82- _ [Status:Deffered
CHEMICALS LTD ALC4/2014 ‘land Re-indexed
o 26.11.2014 )
144 [HQ File RLA File Lic.No/Date:3410040436 [Defer
:01/82/050/00850/AM15/ |:34/24/040/00111/AM15/ 11.08.2014 (Date:22.12.2014

Decision :It was decided to send a copy of application to Department of Phannaceuticals.
The case is deferred for 22.12.2014.
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Meet No/Date:11/82-

Status:Deffered

No.:8/9/82-ALC4/2014 |Party Name;RANBAXY :
LABORATORIES LTD ALC4/2014 and Re-indexed
! _ 26.11.2014 _
345 File RLA File Lic.No/Date:0510390250 |Defer
:01/82/050/00805/AM15/ :05/24/040/00202/AM15/  |11.08.2014 [Date:22.12.2014
[Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| |of Pharmaceuticals.
3 KICT"se No.:7/9/82-ALC4/2014 |Party Name:SENTISS Meet No/Date:11/82- _ |Status:Deffered
! PHARMA PVT.LTD. |ALC4/2014 and Re-indexed
A » 126112014 _
146 File RLA File +{Lic.No/Date:0510390257 |Defer
:01/82/050/00804/AM15/  |:05/24/040/00213/AM1S/  [11.08.2014 |Date:22.12.2014
ision : It was decided to defer the case for 22.12.2014 for comments of Department
| jof Pharmaceuticals.
No.:93/9/82-AL.C4/2014 (Party Name:YASHO Meet No/Date:11/82- Status:Deffered
INDUSTRIES PVT.LTD. ALC4/2014 and Re-indexed
L | 26.11.2014 _
347 File RLA File Lic.No/Date:0310787910 |Defer
:01/82/050/00890/AM15/  |:03/95/040/00412/AM15/  (11.08.2014 Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
||of Pharmaceuticals.
" [dfase No.:23/9/82-AL.C4/2014 [Party Name:BIO-TECH _[Meet No/Date:11/82- _[Status:Deffered
OPHTHALMICS PVT.LTD., |ALC4/2014 and Re-indexed
! I _ 26.11.2004
344 [HQ File RLA File Lic.No/Date:0810132955 Defer
1/82/050/00820/AM15/ :08/24/040/00176/AM1S/  |12.08.2014 Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2¢14 for comments of Department
f Pharmaceuticals.
ase No.:50/9/82-AL.C4/2014 [Party Name:CAPLIN POINT |Meet No/Date:11/82- Status:Deffered
LABORATORIES LTD., ALC4/2014 and Re-indexed
- 26.11.2014 __
349 [HQ File RLA File Lic.No/Date:0410159215 [Defer
1/82/050/00847/AM1 5/ :04/24/040/00078/AM15/ 12.08.2014 Date:22.12.2014

ecision : It was decided to defer the case for 22.12.2014 for comments of Department

|of Pharmaceuticals.
i Case No.:21/9/82-ALC4/2014 |Party Name:PI INDUSTRIES |Meet No/Date:11/82- Status:Deffered
: LTD., ALC4/2014 and Re-indexed
Ul 26.11.2014
350 |MQ File RLA File Lic.No/Date:1310047575 |Defer
1/82/050/008 1 8/AM 15/ :13/24/040/00020/AM15/ 12.08.2014 Date:22.12.2014

pfcapc.

ecision : It was decided to defer the case for 22.12.2014 for comments of Department
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Case No.:28/9/82-ALC4/2014

Party Name:SHASUN Meet No/Dﬁte: 11/82- Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
) _ LIMITED 26.11.2014
HQ File RLA File Lic.No/Date:0410159219 [Defer
:01/82/050/00825/AM15/ :04/24/040/00123/AM15/ 13.08.2014 '|Date:22.12.2014

Decision :It was dec1ded to remind the firm to furnish a copy of Master Batch Formula
duly certified by Quality Control Incharge. The case was deferred for 22.12.2014.

352

Case No.:51/9/82-AL.C4/2014

Meet No/Date-11/82-

Party Name:SHASUN Status:[iélfered
PHARMACEUTICALS ALC4/2014 and Re-indexed
‘ LIMITED 26.11.2014
HQ File RLA File Lic.No/Date:0410159220 [Defer
:01/82/050/00848/AM 15/ :04/24/040/00124/AM15/  |13.08.2014 Date:22.12.2014

Decision : [t was decided to remind the firm to furhish a copy of Master Batch Formula
duly certified by Quality Control Incharge. The case was deferred for 26.11.2014.

353

354

355

[Case No.:33/9/82-AL.C472014 [Party Name: TIDE Meet No/Date:11/82- _ [Status:Deffered
INDUSTRIES ALC4/2014 and Re-indexed
_ 26.11.2014 N
HQ File RLA File Lic.No/Date:3410040445 |Defer
:01/82/050/00830/AM15/  |:34/24/040/00106/AM15/  [14.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 26.11.2014 for comments of Department
of C&PC.
Case No.:46/9/82-A1.C4/2014 [Party Name:ADCOCK Meet No/Date:11/82- Status:Deffered
INGRAM LTD, ALC4/2014 and Re-indexed
. 26.11.2014
HQ File RLA File J{Lic.No/Date:0710106458 |Defer
:01/82/050/00843/AM 15/ :07/24/040/00172/AM15/ (19.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:239/6/82- Party Name:SWISS Meet No/Date:11/82- Status:Approved
ALC4/2014 EXPORTS PVT, LTD. ALC4/2014
| 26.11.2014 |
HQ File RLA File Lic.No/Date:0810133043 [Defer Date:
:01/82/050/00641/AM15/ :08/24/040/00180/AM15/ 19.08.2014

Decision :Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/236/2014-PI(Norms)
dated 30.10.2014 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.
Amoxicillin and Number | 1 Potassium 300.90 mg/625
Clavulanate mg tablet

Clavulanate ﬁ
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otaséium Tablet | Diluted IP with
SP 625 mg Microcrystalline
Cellulose (1:1)

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

No.:61/9/82-ALC4/2014 [Party Name:CONCORD ___[Meet No/Date:11/82- _ [Status:Deffered
BIOTECH LTD ALCA12014 and Re-Indexed
, ke11.2014 |
356 [1IQ File RLA File Lic No/Date:0810133062 [Defer
1/82/050/00858/AM15/  |:08/24/040/00186/AM15/  [20.08.2014 Date:22.12.2014

ecision : It was decided to defer the case for 22.12.2014 for comrhents of Department

_ f Pharmaccuticals.
|Case No.:39/9/82-ALC4/2014 [Party Name:SHREE BANKEY [Meet No/Date:11/82-  '|Status:
1k BEHARI LAL AROMATICS |ALC4/2014 Approved
26.11.2014
A | IfQ File RLA File |Lic.No/Date:0510390613 [Defer Date:
| | {p1/82/050/00836/AM15/ :05/24/040/00192/AM1S/ 20.08.2014

ecision : In the light of written comments received from Department of Chemicals and Petrochemicals
‘ de their U.O No. 14010/28/2012/Ch Il dated 28.07.2014, it was decided to ratify norms under Para 4.7
135F [of HBP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No | Import Product Quantity
: _ Quantity Allowed
' 1 D-LIMONENE (LIMONENE CITRUS 2.50 kg
| -CARVONE 1kg TERPENE, ORANGE TERPENE, BRAZILIAN
CITRUS TERPENE, STANDARD CITRUS
TERPENE, ORANGE OIL).

may take appropriate action as per the decision _of Norms Committee

[ [Ease No116m82- Party Name:BEST VALUE _ [Meet No/Date:11/82- _ [Status:

| 4/2014 CHEM PVT. LTD. ALC4/2014 Approved

e 26.11.2014 |

| [EQEe RLA File Lic.No/Date:3410040469 [Defer Date:
[01/821050/00913/AM15/  |:34/724/040/001 1/AM1S/  [21.08.2014

[Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
8' ide their U.0 No. 14010/58/2011- Ch |l dated 15.09.2014, it was decided to ratify norms under Para 4.7

; P ‘ f HBP v1 as per details given below or as applied by the firm, whichever is less:
i
{ | Export Product Export S.No | Import Product Quantity
] Quantity Aliowed
! Hexy| Salicylate 1kg 1. n-Hexanol (Lorol C 6/Nacol 6-99) 0.510 kg
! 2. Salicylic Acid 0.682 kg
j 5

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

| Case No.:37/9/82-ALC4/2014 [Party Name:JAGSONPAL  [Meet No/Date:11/82- _[Status:Deffered
- g9 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
n 26.11.2014

e AR/ NIRMAL KUMAR
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=R .
Directorate General of Foreign Trade
ity fafrDepartment of Commerce

< waA, T8 Qe
Udyog Bhawan, New Delhi




98

HQ File RLA File [Lic.No/Date:0510390634 [Defer
01/82/050/00834/AMI5/  |:05/23/040/00198/AMI5/  [21.082014  [Date22.122014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

Case No.:47/9/82-ALC4/2014

Party Name:OTSUKA Meet No/Date:11/82- | Status:
CHEMICAL ( INDIA ) ALC4/2014 Approved
‘ ) (PRIVATE LIMITED 26.11.2014 )
HQ File RLA File Lic.No/Date:0510390642 |Defer Date:
:01/82/050/00844/AM15/ :05/24/040/00200/AM15/ 21.08.2014

Decision : Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/63/2013-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 below or as applied by firm whichever is
lower:-

Export product Exp. SiL.No. | Import items Qty.
360 Qty. Allowed
Ki
7- PHENYLACETAMIDEO- 1 PENICILLIN G-POTASSIUM 2.81
3-CHLOROMETHYL FIRST CRYSTAL
CEPHALOSPORONIC 1kg |2 ISOPROPYL ALCOHOL 0.66
ACID PARA 3 DIMETHYL FORMAMIDE 1.314
METHOXYBENZYL 4 METHYLENE CHLORIDE 3.29
ESTER (GCLE) 5 2 MERCAPTO BENZO 0.511
THIAZOLE
6. METHANOL 1971

RA concemned may take further necessary action as per above decisio_n of NC.

" [Case No.:41/9/82-ALC4/2014 [Party Name:RANBAXY Meet No/Date:11/82-  [Status:Deffered
LABORATORIES LTD ALC4/2014 and Re-indexed:
- 26.11.2014
361 [HQ File RLA File Lic.No/Date:0510390638 |Defer
:01/82/050/00838/AM15/  |[:05/24/040/00217/AM1S/  [21.08.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

Case No.:52/9/82-ALC4/2014 [Party Name:UNILINK '(Meet No/Date:11/82- Status:Deffered

PHARMA PVT LTD ALCA4/2014 and Re-indexed
o ‘ 26.11.2014
362 [HQ File RLA File Lic.No/Date:0410159266 |Defer
:01/82/050/00849/AM15/  |:04/24/040/00111/AM1S/  [21.08.2014 Date:22.12.2014

Decision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals.

[363 [Case No.:38/9/82-ALC4/2014 [Party Name:INDO | |\, [Meet No/Date:11/82- _ [Status:Deffered
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T ' PHYTOCHEM ALC412014 and Re-indexed
I PHARMACEUTICALS  [26.11.2014 7
Q File RLA File Lic.No/Date:0510390704 | Defer
:D1j82/050/00835/AM15/  |:05/23/040/00209/AM1S/  [22.08.2014 Date:22.12.2014
{Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| ‘{of|Pharmaceuticals.
" [Edhe No.:35/9/82-ALC4/2014 [Party Name:CADILA Meet No/Date:11/82- _ [Status:Deffered
5 HEALTHCARE LTD., ALC4/2014 and Re-indexed
iy - 26.11.2014 A 7
|364l[HO Fite RLA File Lic.No/Date:0810133097 [Defer
([01/82/050/00832/AM15/  |:08/24/040/00203/AM1S/  |25.08.2014  |Date:22.12.2014
Dgcision : It was decided to defer the case for 22.12.2014 for comments of Department
_|pfjPharmaceuticals.
™ Ickee No36782: Party Name:CADILA Meet No/Date:11/82- _[Status:Deffered
4/2014 HEALTHCARE LTD., ALC4/2014 and Re-indexed
_ 26.11.2014 ,
Bé6s H{ File RLA File Lic.No/Date:0810133096 [Defer
? :01/82/050/00833/AM1S/  |:08/24/040/00202/AM15/  [25.08.2014 Date:22.12.2014
{Decision : It was decided to defer the case for 22.12.2014 for comments of Department
| |of Pharmaceuticals.
No.:89/9/82-ALC4/2014 [Party Name:KARNATAKA _ [Meet No/Date:11/82- _ |Status:Deffered
ANTIBIOTICS & ALC4/2014 and Re-indexed
PHARMACEUTICALS 26.11.2014
366]HQ File RLA File [Lic.No/Date:0710106502 [Defer
:(1/82/050/00886/AM15/  |:07/24/040/00179/AM15/  [25.08.2014  [Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
_(\af Pharmaceuticals.
(lase No.:109/9/82- Party Name:VENUS Meet No/Date:11/82- Status:Deffered
4/2014 REMEDIES LTD., |ALC4/2014 and Re-indexed
al 1/ -  |26.11.2014 7
l1367 HQ File RLA File Lic.No/Date:2210015065 [Defer
A [|[01/82/050/00906/AM15/ :22/24/040/00048/AM 15/ 25.08.2014 |Date:22.12.2014
| b d 2. 02
| ecision : It was decided to defer the case for 22.12.2014 for comments of Department
i| | |af Pharmaceuticals.
[ [ [¢hase No.:42/9/82-ALC472014 [Party Name:CADILA Mest No/Date:11/82- _ [Status:Deffered
| PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
Il 26112014
364/ [HQ File |RLA File Lic.No/Date:0810133103 {Defer
1 |:l1p1/82/050/00839/AMi 5/ :08/24/040/00197/AM15/ 26.08.2014 Date:22.12.2014
.| |Decision : It was decided to defer the case for 22.12.2014 for comments of Department
"| | |pf Pharmaceuticals. ,
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Case No.:45/9/83-ALC4/2014 [Party Name:CONCORD _|[Mest No/Date:11/82-  [Status:Deffered| &
BIOTECH LTD ALC4/2014 and Re-indexed
_ ' 26.11.2014
369 [HQ File RLA File Lic.No/Date:0810133099 |Defer
101/82/050/00842/AM15/  |:08/24/040/00196/AM1S/  [26.082014 |Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.:1/7/82-ALC4/2014 [Party Name:COVALENT _ |Meet No/Date:11/82- _ [Status: Deffered
LABORATORIES PRIVATE [ALC4/2014 and Re-indexed
A LIMITED 26.11.2014 _

470 [HQ File RLA File Lic.No/Date:0910060890 |Defer
:01/82/050/00645/AM15/  [:09/24/040/00261/AMI1S/  [26.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.

[ [Case No.:84/9/82-ALC4/2014 Party Name:DHANUKA Meet No/Date:11/82- Status:Deffered

LABORATORIES LTD. ALC4/2014 and Re-indexed
. 26.11.2014
| 371 |HQ File RLA File Lic.No/Date:0510390763 |Defer
| :01/82/050/00881/AM15/  [:05/23/040/00221/AM15/  [26.08.2014 |Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Cau No.:2/7/82-ALC4/2014 |Party Name:DR REDDYS Meet No/Date:11/82- Status:Deffered
LABORATORIES LIMITED (ALC4/2014 and Re-indexed
‘ 26.11.2014
{372 [HQFile RLA File Lic.No/Date:0910060892 [Defer
:01/82/050/00646/AM15/ :09/24/040/00263/AM15/ 26.08.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
Case No.£57l9182-ALC4f2014 Party Name:R. L FINE CHEM  {Meet No/Date:11/82- Status:
ALCA/2014 Approved
o 7 | 26.11.2014 |
HQ File RLA File Lic.No/Date:0710106549 |Defer Date;
:0?/82/050_/00854/AM1 5/ :0724/040/00182/AM 15/ 26.08.20!_4 _
Decision : In the light of earlier decision taken in meeting no. 3/82 dated 08.05.2014, it was decided to

373 ratify norms under Para 4.7 of H8P v1 as per details given below or as applied by the firm, whichever is

less:
Export product Exp. Qty. SLNo. | Import items Qty. allowed
Doxilamine Succinate 1 Kg. 1. 2 Acetyl Pyridine 0.58 kg
BP/USP 2, Tetrahydrofuran ~ [ 1.03kg
RA may take appropriate action as per the decision of Norms Committee.
T [Case No.:43/9/82-ALC4/2014 [Party Name:SARY BIO _ |Meet No/Date:11/82- _ [Status:Deffered

374 LABS PVT.LTD,, ALC4/2014 and Re-indexed

) 26.11.2014
eorst w,,}.RMAL KUMAR
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'I}[“ File RLA File

Lic.No/Date:0510390783 [Defer

:01482/050/00840/AM1S/  [:05/24/040/00203/AM15/  [27.08.2014  |Date:22.12.2014

ey

ision : It was decided to defer the case for 22.12.2014 for comments of Department
fPharmaceuticals.

1i

|
e

f Case No.:34/9/82-ALC4/2014 |Party Name:KLJ Meet No/Date:11/82- |Status:
1 PLASTICIZERS LTD., ALC4/2014 '|Approved
I/ | 26.112014 7

| ! File RLA File Lic.No/Date:0510390804 |Defer Date:
o 01/82/050/00831/AM15/ :05/23/040/00214/AM15/  [28.08.2014 ~

Ivide their U.O No. 14010/36/2011/Ch Il dated 23.07.2014, it was decided to ratify norms under Para 4.7

ision : In the light of written comments received from Department of Chemicals and Petrochemicals

BP v1 as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No | Import Product Quantity
Quantity Allowed
Kantol-400 (M) (Mixed alcohol Pthatate [ kg 1. Pathalic Anhydride 0.560kg
{C4-C6). Packed in 22228 Nos. OF HM -
HDPE Drums made of HM-HDPE blowin 2. Sabutol (Mix Alcohol) 2;550 kg _
3. r
grade) HM-HDPE DRUMS MADE | &?n
| OF HM-HDPE BLOWING | P2cdné
GRADE policy

A may tak_e appropriate action as per the decision of Norms Committee.

‘r i{( ase No.:60/9/82- Party Name:JUBILANT Meet No/Date: ] 1/82- Status:Deffered
4/2014 GENERICS LTD ALC4/2014 and Re-indexed
- 26.11.2014
374 [HQ File RLA File |Lic.No/Date:0510390923 |Defer
$1/82/050/00857/AM15/ :05/23/040/00217/AM15/  102.09.2014 Date:22.12.2014
ecision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals.
T [Ease No.:76/9/82-ALC4/2014 [Party Name:KLJ Meet No/Date:11/82- _ [Status:Deffered
PLASTICIZERS LTD., ALC4/2014 and Re-indexed
S 7 26.11.2014 |
3-*,! QFile RLA File Lic.No/Date:0510390922 [Defer
'101/82/050/00873/AM15/ :05/23/040/00220/AM15/ 02.09.2014 Date:22.12.2014

ecision : It was decided to defer the case for 22.12.2014 for comments of Department
f C&PC.

lfCase No.377782- Party Name:S V CHEM Meet No/Date:11/82- _ [Status:Deffered
|ALC4/2014 INTERMEDIATES PLTD  |ALC4/2014 and Re-indexed
26.11.2014
1.1 I'lBQ Fite RLA File Lic.No/Date:041015932 |Defer
© B18l1:01/82/050/00647/AM15/  |:04/24/040/00139/AM15/ |8 Date:22.12.2014
) - 02.09.2014 ' o
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of C&PC.

99 TR/ NIRMAL KUMAR
|9 =TI
Dy. Directer General of Foreign Trade

LTI
Directorate General of Foreign Trade
Department of Commerce

Udyog Bhawan, New Delhi
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"[Case No.:8/7/82- Party Name: THEMIS Meet No/Date:11/82- _ [Status:Deffered
ALC4/2014 PHARMACEUTICALS(PR [ALC4/2014 and Re-indexed
OP.CHEMOSYN LTD.) [26.11.2014 _
379 [[HQ File RLA File ‘[Lic.No/Date:0810133217 Defer
:01/82/050/00649/AM15/ :08/24/040/00177/AM15/ -103.09.2014 Date:22.12.2014
[Decision :1t was decided to defer the case for 22.12.2014 for comments of Department
Jof Pharmaceuticals.
Case No.:75/9/82-ALC4/2014 [Party Name:NEUTEC Mect No/Date:11/82- _ [Status:Deffored
HEALTHCARE (P) ALC4/2014 and Re-indexed
A LIMITED 26.11.2014
380 |HQ File RLA File Lic.No/Date:0510390973 |Defer
:01/82/050/00872/AM 15/ :05/24/040/00235/AM15/ 04.09.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
[ [Case No.:62/9/82- Party Name:SHREE Meet No/Date:11/82- _[Status:Approved
ALC4/2014 BANKEY BEHARI LAL ALCA4/2014
_ AROMATICS 26.11.2014
HQ File RLA File Lic.No/Date:0510390975 |Defer Date:
:01/82/050/00859/AM15/ :05/24/040/00229/AM15/ 04.09.2014

Decision : In the light of written comments received from Department of Chemicals and Petrochemicals
vide their U.0 No. 14010/28/2012/Ch Il dated 10.11.2014, it was decided to ratify norms under Para 4.7

381 |of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export Product Export 5.No | Import Product Quantity
Quantity . Allowed
1 RELEVANT D-LIMONENE (LIMONENE 2.50 kg
CITRUS TERPENE, ORANGE TERPENE,
MENTHOL 1ke BRAZILIAN CITRUS TERPENE, STANDARD
CITRUS TERPENE,
ORANGE OIL).
RA may take appropriate action as per the decision of Norms Committee
Case No.:55/9/82-A1.C4/2014 {Party Name:CONCORD Meet No/Date:11/82- Status:Deffered
ABIOTECHLTD ALC4/2014 and Re-indexed
) 26.11,2014
382 HQ File RLA File Lic.No/Date:0810133285 |Defer
:01/82/050/00852/AM15/ :08/24/040/00216/AM 15/ 10.09.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
|of Pharmaceuticals.
Case No.:95/9/82-ALC4/2014 [Party Name:JAGSONPAL _[Meet No/Date 11782 [StatusDetrered
PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
Ny 26.11.2014 |
|383 |[HQ File RLA File Lic.No/Date:0510391100 [Defer
:01/82/050/00892/AM15/  |:05/23/040/00246/AM15/ 11.09.2014 Date:22.12.2014

of Phannacguticals.
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s No.:56/9/82-ALC4/2014 [Party Name:POSY _ Meet No/Date:11/82- _[Status:

| PHARMACHEM PVT.LTD. |ALC4/2014 Approved
| 26.11.2014 L
\ i{ File RLA File Lic.No/Date:0810133299 [Defer Date:
n 20050/00853/AM15/  [0824/040/00160/AM1S/  [11.09.2014

Decision :

Decision :in the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/4/2012/Ch Il dated 05.06.2012, 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. SI.No. | Import items Qty. Allowed
Qty. kg/kg
ot ANHYDROUS | Thkg |1 CITRIC ACID ANHYDROUS 1.01kg

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

No.:1/9/82-ALC4/2014 |Party Name:AUROBINDO  [Meet No/Date:11/82- Status:Deffered
PHARMA LIMITED JALC4/2014 and Re-indexed
L 26.11.2014 7

1345 [HQ File RLA File Lic No/Date 091006]043 Defer
L :01/82/050/00798/AM15/ :09/24/040/00329/AM15/ 29.09.2014 Date:22.12.2014
| ion : It was dec1ded to defer the case for 22.12.2014 for cormnents of Department
jof] aceuticals.

!

—r C3s€¢No.:2/9/82-ALC4/2014 [Party Name:PERKIN Meet No/Date:11/82-  (Status:Deffered
‘: LABORATORIES ALC4/2014 and Re-indexed
L 26.11.2014

3345‘ H File RLA File Lic No/Date:0910061044 [Defer

|:01/82/050/00799/AM1S/  [:09/24/040/00358/AM15/  [29.09.2014 Date:22.12.2014
i(Decksion : It was decided to defer the case for 22.12.2014 for comments of Department
||of [Pharmaceuticals.
! Cnre No.:4/9/82-ALC4/2014 |Party Name:ONEIRO Meet No/Date:11/82-  [Status:Approved
’ CHEMICALS LTD ALC4/2014
] 26.11.2014 _ A
HQ Fiite RLA File Lic.No/Date:3410040593 |Defer Date:
:01{83/050/00801/AM15/ :34/24/040/00168/AM 15/ 30.09.2014
387 Dexigion :In the light of written comments received from Department of Pharmaceutlcals vide
|thelir|OM No. 35011/267/2011-Pi{Norms) dated 01.04.2014, it was decided to ratify norms
undef Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Ej qﬁ&rt product Export Qty. | SL.No. | Import items Qty. allowed
kgkg

e AR/ NIRMAL KUMAR
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ﬁuhe';"’;"fmy"ﬁi:m 1Kg. 1. |35 Lutdine 1.04
Dimethy 0XY
Pyridine Hydrochloride 2. Toluene 2.20
3. Methanol 4.14
4. Acetone 2.07
5. Activated Carbon 0.100
6. Ammonium Persulphates 1.80
RA may take appropriate action as per the decision of Norms Committee.
[Case No.:5/9/82-ALC4/2014 Party Name:HETERO Meet No/Date: 11/82- Status:Deffered
DRUGS LIMITED ALLC4/2014 and Re-indexed
, | 26.11.2014
388 [HQFile RLA File Lic.No/Date:0910061060 [Defer
|-01/82/050/00802/AM 15/ :09724/040/00362/AM15/ 07.10.2014 Date:22.12.2014
[Decision : It was decided to defer the case for 22.12.2014 for comments of Department
|lof Pharmaceuticals.
‘[Case No.:103/9/82- Party Name:NEULAND ___[Most No/Date:11/82- _[Status:Deffered
ALC4/2014 LABORATORIES LTD ALC4/2014 and Re-indexed
‘ 26.11.2014 _
389 {HQ File 'IRLA File Lic.No/Date:0910061074 |Defer
:01/82/050/00900/AM15/ :09/24/040/00365/AM15/  '(09.10.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
_|of Pharmaceuticals.
"|Case No.:104/9/82- Party Name:NEULAND Meet No/Date:11/82- Status: Deffered
ALC42014 LABORATORIES LTD ALC4/2014 and Re-indexed
, 26.11.2014 __
390 (HQ File RLA File Lic.No/Date:0910061076 [Defer
[:01/82/050/00901/AM15/ :09/24/040/003 19/AM15/ 10.10.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
_|of Pharmaceuticals.
Case No.:111/9/82- Party Name:HETERO LABS Meet No/Date:11/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
| 26.11.2014
391 [HQ File RLA File [Lic.No/Date:0910061084 [Defer
:01/82/050/00908/AM15/  |:09/24/040/00346/AM15/  1[13.10.2014 Date:22.12.2014
Decision : It was decided to defer the case for 22.12.2014 for comments of Department
of Pharmaceuticals.
[Case No.:113/9/82- Party Name: ASTRIX Meet No/Drate:11/82- StatuS: Deffered
ALC4/2014 LABORATORIES LTD., ALC4/2014 and Re-indexed
. , _ 26112014 |
392 |HQ File RLA File Lic.No/Date:0910061093: |Defer
:01/82/050/00910/AM15/  |:09/24/040/00370/AM15/  [15.10.2014 Date:22.12.2014

of Pharmaceuticals.

=
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Decision : It was decided to defer the case for 22.12.2014 for comments of Department
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I Ickse No.:114/9/82-

Statu;:Defféred

Party Name:HONOUR LAB  [Meet No/Date:11/82-
4/2014 LIMITED ALC4/2014 '|and Re-indexed
) _ 26.11.2014
393 |HQ File IRLA File Lic.No/Date:0910061094 |Defer
101/82/050/00911/AM15/ :09/24/040/00386/AM15/ 15.10.2014 Date:22.12.2014

‘ ision : It was decided to defer the case for 22.12.2014 for comments of Department

il harma_ceuticals.
_ No.:115/9/82- Party Name:NAGARJUNA  .[Meet No/Date:11/82- Status:Deffered
4/2014 AGRICHEM LTD ALC4/2014 and Re-indexed
1L 26.11.2014
304 [HFile RLA File Lic.No/Date:0910061106 [Defer
:D1182/050/00912/AM15/ :09/24/040/00376/AM15/ 16.10.2014 Date:22.12.2014

|af Pharmaceuticals.

ision : It was decided to defer the case for 22.12.2014 for comments of Department

Gtk No.:117/9/82-

Meet N.o/Date:l 1182-

Status': Deffered

Party Name:INCHEM
4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
_ _ LIMITED 26.11.2014
195 ile RLA File Lic.No/Date:0910061119 |Defer
:01/82/050/00914/AM15/ :09/24/040/00374/AM15/ 17.10.2014 Date:22.12.2014

ision : It was decided to defer the case for 22.1 2;2014 for comments of Department

ot aceuticals.
C No.$83110182- Party Name:HETEROQ LABS |[Meet No/Date:11/82- Status:Deffered
- |AL(i4/2014 LIMITED ALC4/2014 and Re-indexed
26.11.2014
306 (HQ Hile RLA File Lic.No/Date:0910061139 |Defer
:01/82/050/00997/AM15/ :09/24/040/00402/AM15/ 27.10.2014  |Date:22.12.2014

Jof{1 uticals.

Decjsion : It was decided to defer the case for 22.12.2014 for comments of Department

v..

Date:18.11.2014
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