Office of Directorate General of Foreign Trade
New Delhi -0

Para 4.7 Decision(DRAFT)

MEETING NUMBER  : 18/82-ALC4/2014 MEETING DATE : 18.02.2015
But actually held on 16.04.2015

Meeting No. 18/82 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 29 and 30, was scheduled for 18.02.2015 but actually
held on 16.04.2015 under the Chairmanship of Shri Jaikant Singh, Addl. DGFT in Room
No.11, Udyog Bhawan, New Delhi.

Following members were present:-

Shri Nirmal Kumar, Deputy Director General of Foreign Trade

Ms. Swati Kumari, O/o Dc (MSME)

Shri D.N. Mathur. Consultant, Department of Pharmaceutical

Shri Mahendra Vikram Singh, Foreign Trade Development Officer

The committee went through the minutes of earlier NC —Ill meeting No. 17/82
scheduled for 05.02.2015 but actually held on 17.03.2015 and approved the same.

The following cases/issues were discussed and the committee took the decision as
mentioned against each case.

~ (Case No.:132/8/82- - |Party Name:PROVENTUS ~ [Meet No/Date:18/82-  Status:Deffered
'ALC4/2014 LIFE SCIENCES PRIVATE | ALC4/2014 and Re-indexed |
| LIMITED, 18.02.2015 | ‘
| | HQFile RLA File Lic.No/Date:0410094357 Defer

‘0]/’82/050/00796/AM15/ :04/24/040/00395/AMO08/ 12.03.2008 Date:29.04. 2015 ‘;

Decision :It was decided to request the firm to furnish Production and Consumptlon data
duly certified by Central Excise Authority. The case is deferred for 29.04.2015.

| |Case No.:14/24/82-  |Party Name:SAINOR ~ Meet No/Date:18/82-  Status:Deffered
ALC4/2010 LABORATORIES PVT LTD |ALC4/2014 and Re-indexed
| 18.02.2015
> HQFile RLAFile ~ [LicNo/Date:0910043414 [Defer
:01/82/050/00814/AMI1/  :09/24/040/00210/AM11/  08.09.2010 Date:18.02.2015

Decision : It was decided to request the firm to furnish Production and Consumptlon data
duly certlﬁed by Central Excise Authority The case is deferred for 29.04.2015.

~ |Case No.:17/19/82-ALC4/2011 Party Name:VIVIMED LABS _ Meet No/Date: 18/82-  |Status:
LIMITED ALC4/2014 Approved
18.02.2015 - «
; HQFile RLA File Lic.No/Date:0910047175 Defer Date: |
/ :01/82/050/00531/AM 12/ :09/24/040/00137/AM12/ 20.06.2011

Declsmn ln the hghl of wntten comments recelved from Department of Pharmaceutlcals wde thelr OM
No. 35011/576/2013- -PI(Norms) dated 07.04.2015, it was decided to ratify the norms under Para 4.7 of HBP |
vl as per details gwen below oras apphed by the ﬁrm whlchever is less
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~ [Case No.:90/42/82-

Export Product Export S.No. [ Import Item Qty. Allowed
Quantity kg/kg
Triclosan Oral Grade 1 kg i 2.4 DICHLORO PHENOL 1.80
2. 2,5-DICHLORO NITRO BENZENE | NA
3. POTASSIUM HYDROXIDE NA f
4. PERCHLORO ETHYLENE 3.00
L
3. MIXED XYLENE NA [
6 SODIUM NITRITE 0.63 ;
|
7 SODIUM HYDROXIDE NA |
8 HEXANE 3.00 |

fAs per above written comments it has been advised by D/o Pharmaceuticals to revise SION%
'A-2517 for export of Triclosan Oral Grade of specified Specifications as under: 1

Sl. No. Import Item Qty. Allowed
% kg/kg
HE 2,4 DICHLORO PHENOL 1.80
Cl2 PERCHLORO ETHYLENE 3.00
3 SODIUM NITRITE 0.63
| [4 ISOPROPYL ALCOHOL OR 3.00
! HEXANE

'RA may take appropnate action as per the dEClSIOIl of Norms Commmee

1:01 /82/050/0] 125/AM12/

|Party Name:VIVIMED LABS |Meet No/Date:18/82-  |Status :
ALC4/2011 LIMITED ALC4/2014 Approved
( |l 18.02.2015
HQFile ~ "~ RLA File ~ [Lic.No/Date:0910049191 [Defer Date:
' 09/24/040/00318/AM 12/ 30.09.2011 .

wDeCISIOII : ln the hght of written comments recewed from Department of Pharmaceunca]s vide thelr OM

No. 35011/576/2013-PI(Norms) dated 07.04.2015, it was decided to ratify the norms under Para 4.7 of 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
| Triclosan Oral Grade 1 kg 1% 2.4 DICHLORO PHENOL 1.80

2. 2,5-DICHLORO NITRO BENZENE NA

3. POTASSIUM HYDROXIDE NA

4. PERCHLORO ETHYLENE 3.00

5. MIXED XYLENE NA




5. MIXED XYLENE NA
6 SODIUM NITRITE

0.63
¥ SODIUM HYDROXIDE NA
8 HEXANE 3.00

As per above written comments it has been advised by D/o Pharmaceuticals to revise SION
A-2517 for export of Triclosan Oral Grade of specified Specifications as under:

SI. No. Import Item Qty. Allowed
kg/kg
1 2,4 DICHLORO PHENOL 1.80
2 PERCHLORO ETHYLENE 3.00
3 SODIUM NITRITE 0.63
4 ISOPROPYL ALCOHOL OR 3.00
HEXANE

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

" |Case No.:93/42/82- Party Name:VIVIMED LABS |Meet No/Date:18/82- Status: |
ALC4/2011 LIMITED ALC4/2014 Approved
18.02.2015
HQ File RLA File Lic.No/Date:0910049339 [Defer Date:
:01/82/050/01128/AM12/ :09/24/040/00337/AM12/ 14.10.2011

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

No. 35011/576/2013-PI(Norms) dated 07.04.2015, 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/ke
Mo ts | 1k L. 2,4 DICHLORO PHENOL 1.80
2. 25-DICHLORONITRO BENZENE | NA
P 3 POTASSIUM HYDROXIDE NA
4. PERCHLORO ETHYLENE 3.00
5. MIXED XYLENE NA
6 SODIUM NITRITE 0.63
7 SODIUM HYDROXIDE NA
8 HEXANE 3.00

As per above written comments it has been advised by D/o Pharmaceuticals to revise SION
A-2517 for export of Triclosan Oral Grade of specified Specifications as under:




Sl. No. Import Item Qty. Allowed
keg/kg

1 2.4 DICHLORO PHENOL 1.80

2 PERCHLORO ETHYLENE 3.00

3 SODIUM NITRITE 0.63

4 ISOPROPYL ALCOHOL OR 3.00

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

Case No.:28/28/82-ALC4/2012 |Party Name:MYLAN Meet No/Date:18/82- Status:
LABORATORIES LIMITED |ALC4/2014 Rejected
18.02.2015
HQ File RLA File Lic.No/Date:0910053660 |Defer Date:
:01/82/050/00995/AM 13/ :09/24/040/00270/AM 13/ 04.09.2012
Decision : It was decided to reject the case as the firm has not furnished information despite
repeated reminders.

Case No.:4/27/82-ALC4/2012 |Party Name:PORUS Meet No/Date:18/82- Status: Rejected
LABORATORIES PVT LTD. |ALC4/2014
18.02.2015
HQ File RLA File Lic.No/Date:0910054464 |Defer Date:
:01/82/050/00959/AM13/ :09/24/040/00408/AM 13/ 07.12.2012

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

Case No.:16/3/85-ALC3/2013 |Party Name:RA CHEM Meet No/Date:18/82- Status: Rejected l
PHARMA LIMITED ALC4/2014
18.02.2015
HQ File RLA File Lic.No/Date:0910054777 |Defer Date:
:01/85/050/00016/AM 14/ :09/24/040/00468/AM 13/ 15.01.2013

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

9

" [Case No.:79/1/82-ALC4/2013 Party Name:STERICAT Meet No/Date:18/82- Status:Deffered
GUTSTRINGS PVT. LTD. ALC4/2014 and Re-indexed
| 18.02.2015
'HQ File RLA File Lic.No/Date:0510346353 |Defer
:01/82/050/01437/AM13/ :05/24/040/00420/AM13/ 18.02.2013 Date:29.04.2015




;DECISIOD lt was déélded to defer the case for 29 04 201 5 for comments of I Department of IPP. !

Case No.:32/8/82-ALC4/2013  Party Name:BIOLOGICALE ~ Meet No/Date:18/82-  Status:
LTD ALC4/2014 LApproved
. : 18.02.2015 l
HQ File @ RLAFile = [Lic.No/Date:0910055421 befé?ﬁate: :
:01/82/050/00163/AM14/ :09/24/040/00607/AM13/ 119.03.2013

De(ﬂsmn In the light of written comments recewed from Department of Blotechnology wde thelr OM
INo. BT/IL/05/382/2013-PID dated 26.02.2015, it was decided to ratify norms under Para 4.7 of HBP v1 as *‘
|per details given below or as applied by the firm, whichever is less: 1

| Item of Export Quantity | S.No. | Item of Import Quantity
i
| allowed per
i million vials |
[ DTP-HEPB-HIB Vials 1. POLYETHYLENE GLYCOL 76.848 kg i
| ‘ (PENTAVALENT VACCINE) 6000 (MACROGOL)
| | FULLY LIQUID AEROSIL 380V (COLLIDAL
| COMBINATION VACCINE 2. ANH SILICA BP) 20.375%8
| SINGLE DOSE VIAL,
| PEDIATRIC DOSE 3. GLYCEROL 122.841 Itr.
' | DIPHTHERIA, TETANUS 4. TWEEN-20 (POLYSORBATE | 7,685 Itr.
- | PERTUSSIS, HEPATITIS B 20)
: RECOMBINANT AND 5. POTASSIUM THYOCYNATE | 169.742 gms
| HAEMOPHILUS
| INFLUENZA TYPE B (HIB) 6. TRIS BUFFER 10.216 kg
| COMBINED VACCINE WITH ALUMINIUM CHLORIDE 6
| VACCINE VIAL MONITOR 7 HYDRATE EXTRA 27.665 kg
s
e 8 YEAST EXTRACT 22.447 kg
9 DEXTROSE (GLUCOSE) 35.937 kg !
10 10 L-CYSTINE 0.437 kg !
11 BACTO CASAMINO ACID 31.758 kg
12 THIOMERSOL 0.379 kg
13 SILICON EMULSION 16.5 kg ‘
14 ADIPIC DIHYDRAZIDE 1.686 kg }
(ADH) ;
15 | N 167.545 gm
DIMETHYLAMINOPROPYL-
N-ETHYLCARBODIMIDE
HCL (EDC)
16 2-(N-MORPHOLINO) 1.441 kg
‘ ETHANE SULFONIC ACID i
(MES) |
17 CETAVLON 1537 gm
18 ALUMINIUM PHOSPHATE 76.991 kg
GEL 2% (ADJU.PHOS 2%)
19 L-TYROSINE 0.7841 kg
20 NZ CASE TT (CASEIN 39.12 kg
PEPTONE PLUS)
. 21 VITAMIN Bl HCL 1.14 gm
|| (THIAMINE
| HYDROCHLORIDE)
f 77 GLASS VIALS 1100000 nos -
23 RUBBER STOPPERS 1095638 nos
24 ALUMINIUM CAPS/SEALS 1088334 nos ,
. HEATMARKER VACCINE ] '
|| 25 VIAL MONITOR (VVM s :
| LABELS) |
| | 26 SHIPPING INDICATORS (Q 902 nos ;
| TAG 2 PLUS) !

e e R D === = == i




B B I el « [ 27 | FILTERS & FILTER AIDS [ 250 nos. p 1
RA mav take approprlate actlon as per the decnsmn of Norms Commlttee

Case No.:142/10/82- ~ |Party Name:WOCKHARDT ~ Meet No/Date:18/82-  Status:
! ALC4/2013 LIMITED ALC4/2014 Rejected |
|| | 18.022015 | |
1 HQFile  [RLAFle  [LicNo/Date:0310734494 |Defer Date: |
01/82/050/00325/AM14/ :03/95/040/00101/AM14/  [15.05.2013

——n S—— - S S ————— I

'DeClSlon It was decided to reject the case as the firm has not furnished information desplte

repeated reminders and no comments from DCGI was recewed

g lCase No.:42/20/82- LParty Name:GLAND Meet No/Date:18/82- |Status Defl‘ered ‘
. |ALC4/2013 [PHARMA LIMITED |ALC4/2014 and Re-indexed |

' , 18.02.2015 . E
; fﬁb?ifew' e ;iifA Fle ~  [LicNo/Date:0910056110 Defer |
i :01/82/050/01028/AM 14/ 1:09/24/040/00058/AM14/ 23.05.2013 |Date:29.04.2015 |

" Decision :In the hght of written comments received from Department of Pharmaceuticals f
. |vide their OM No. 35011/75/2014-PI(Norms) dated 18.02.2015.It was decided to remind |
‘the firm to furnish the following information: '

;1) Literature reference about conversion of IUs to weight of various Low Molecular |
‘ Weight Heparins i.e. Nadroparin, Enoxaprin and Delteparin sodium. '
1) Consumption data for all raw materials used in the production of Low Molecular |

weight Heparin-Delteperin Sodium Injections, duly certified from Central Excise
1 authorities for the year 2012-13, 2013-14 and April to December 2014. 3
i) Copies of batch log sheets for the last 5 consecutive batches for conversion of
‘ Heparin Powder into Delteparin sodium indicating the actual consumption of all
} raw materials consumed for getting the API used in the Delteparin sodlum
L injections. |
iv) Copies of batch log sheets for last 5 consecutive batches indicating actual
consumption of 16 raw materials applied for import in all applications agamst\
| export of Low Molecular weight Heparin-Delteparin sodium injections in pre-
§ filled syringes. ,
5 The information sought vide Item No. 2 and 3 above may be certified by
E production in-charge of manufacturing unit of the firm. ?
|

i The case was deferred for 29.04.2015 |

| |CaseNo.:134/14/82-  [Party Name:CALYX ~ Meet No/Date:18/82-  |Status:
ALC4/2013 CHEMICALS & /ALC4/2014 ?Rejected

t < PHARMACEUTICALS LTD.  [18.02.2015 '

3| HQFile RLA File ~ |Lic.No/Date:0310735499 Defer Date:

| i 01/82/050/007!9/AMI4," I: 03/94/040/00508/AM13/ 24 05.2013 , i

| prer— e m——

Decision : It was decided to reject the case as the firm has not furnished information desplte
1repeated remmders

(Case No.:28/12/82- |Party Name:BLISS GVS ~ [Meet No/Date:18/82-  Status:

'ALC4/2013 PHARMA LTD. ALC4/2014 Rejected |
4| 18.02.2015 ;

HQ File RLA File Lic.No/Date:0310738193 |Defer Date: |

NIRMAL Kumar 6
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| [01/82/050/00452/AM14/

:03/94/040/00245/AM 14/

19.06.2013

|

repeated reminders.

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

Case No.:183/10/82- Party Name:VIVEK Meet No/Date:18/82- Status:
ALC4/2013 PHARMACHEM (INDIA) ALC4/2014 Rejected
LTD., 18.02.2015
15 IHQ File RLA File Lic.No/Date:1310043416 |Defer Date:
:01/82/050/00366/AM 14/ :13/24/040/00032/AM12/ 19.06.2013

repeated reminders.

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

Case No.:111/10/82- Party Name:STERICAT Meet No/Date:18/82- Status:Deffered
ALC4/2013 GUTSTRINGS PVT. LTD. ALC4/2014 and Re-indexed
18.02.2015
16 |HQ File RLA File Lic.No/Date:0510358000 Defer
:01/82/050/00294/AM 14/ :05/24/040/00091/AM 14/ 25.06.2013 Date:29.04.2015

Pharmaceuticals

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

Case No.:172/14/82- Party Name:RECKON Meet No/Date:18/82- Status:
ALC4/2013 DIAGNOSTICS PVT. LTD. |ALC4/2014 Rejected
18.02.2015
17 HQ File RLA File Lic.No/Date:3410037268 |Defer Date:
:01/82/050/00757/AM 14/ :34/24/040/00044/AM 14/ 27.06.2013

repeated reminders.

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

Case No.:201/10/82- Party Name:SHASUN Meet No/Date:18/82- Status:
ALC4/2013 PHARMACEUTICALS ALC4/2014 Rejected
LIMITED 18.02.2015
18 |HQ File RLA File Lic.No/Date:0410147551 |Defer Date:
:01/82/050/00384/AM 14/ :04/24/040/00063/AM 14/ 27.06.2013

repeated reminders.

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

Case No.:24/12/82- Party Name:WOCKHARDT  Meet No/Date: 18/82- Status:
ALC4/2013 LIMITED ALC4/2014 Rejected
18.02.2015
19 HQ File RLA File Lic.No/Date:0310739850 [Defer Date:
:01/82/050/00448/AM 14/ :03/95/040/00256/AM 14/ 02.07.2013

Decision : It was decided to reject the case as the firm has not furnished i
repeated reminders and no comments from DCGI was received.

nformation despite

| |case No.:21/12/82-
\K&, o ALC42013

=
Party Name:WOCKHARDT  |Meet No/Date: 1 8/82- Status:
LIMITED ALC4/2014 Rejected
18.02.2015 i
IHQ File [RLA File Lic.No/Date:0310741992 [Defer Date:

VY s /NI
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| [:01/82/050/00445/AM14/

1:03/95/040/00306/AM 14/

18.07.2013

-

Decision : It was decided to reject the case as the firm has not furnished information despite
repeated reminders and no comments from DCGI was received.

Case No.:68/17/82- Party Name:BHARAT Meet No/Date:18/82- Status:Deffered
ALC4/2013 PARENTERALS LTD, ALC4/2014 and Re-indexed
18.02.2015
21 |HQ File RLA File Lic.No/Date:3410037475 |Defer
-01/82/050/00930/AM14/ :34/21/040/00163/AM 14/ 23.07.2013 Date:18.02.2015

Pharmaceuticals

Decision :1t was decided to defer the case for 29.04.2015 for comments of Department of

[— Eiase No.:52/12/82- Party Name:UNIJULES LIFE |Meet No/Date:18/82- Status:
ALC4/2013 SCIENCES LTD. ALC4/2014 Rejected
18.02.2015
22 HQ File RLA File Lic.No/Date:0310742481 |Defer Date:
:01/82/050/00476/AM 14/ :03/95/040/00305/AM 14/ 23.07.2013
Decision : It was decided to reject the case as the firm has not furnished information despite
repeated reminders.
" |case No.:1/10/82- Party Name: MICRO LABS ~ Meet No/Date:18/82-  |Status:Deffered
ALC4/2013 LTD ALC4/2014 and Re-indexed
18.02.2015
73 HQ File RLA File Lic.No/Date:0710097180 |Defer
:01/82/050/00184/AM 14/ :07/24/040/00111/AM 14/ 30.07.2013 Date:29.04.2015

for 29.04.2015.

Decision :Reply received and sent to Department of Pharmaceuticals. The case is deferred

Case No.:17/13/82- Party Name:PAB ORGANICS Meet No/Date:18/82- Status:Deffered
ALC4/2013 PVT.LTD, ALC4/2014 and Re-indexed
18.02.2015
24 |HQ File RLA File Lic.No/Date:3410037541 [Defer
:01/82/050/00493/AM 14/ :34/24/040/00085/AM 14/ 31.07.2013 Date:29.04.2015

Decision : It was decided to call from the firm complete technical details as per Appendix 33.
The case is deferred for 29.04.2015.

Case No.:31/4/82- Party Name:UNIVERSAL Meet No/Date:18/82- Status:Deffered
ALC4/2014 BIOFUELS PRIVATE ALC4/2014 and Re-indexed
LIMITED 18.02.2015
25 HQ File RLA File Lic.No/Date:0910056959 Defer
:01/82/050/00279/AM15/ :09/24/040/00155/AM 14/ 31.07.2013 Date:18.02.2015

l ﬁ)ecision It was decided to defer the case for 29.04.2015 for comments of Department of C&PC.

Case No.:34/13/82-ALC4/2013 [Party Name:WANBURY Meet No/Date: 18/82- Status:
LIMITED(FORMERLY ALC4/2014 Approved
26 PEARL ORGANICS LTD) 18.02.2015
HQ File RLA File Lic.No/Date:0310744838 |Defer Date:
:01/82/050/00510/AM14/ :03/95/040/00132/AM 14/ 12.08.2013




their OM No. 35011/710/2013 -PI(Norms) dated 17.02. 2015 it was decided to ratlfy 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. | SI.No. | Import items Qty. allowed kg/kg

| SERTRALINE 1lkg 1. METHANOL 3.78
HYDROCHLORIDE = T .
ALCOHOL '
3. D MANDELIC ACID | 0.392
4. TETRALONEIMINE | 3.27
5. n-Hexane 0.47

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

Case No.:73/13/82- * [Party Name: WANBURY Meet No/Date:18/82-  Status:
ALC4/2013 LIMITED(FORMERLY ALC4/2014 Approved
| PEARL ORGANICS LTD)  |18.02.2015

HQFile RLA File * |Lic.No/Date:0310744832 Defer Date:
:01/82/050/00549/AM14/  :03/95/040/00133/AM14/ 12.08.2013

Dec1s10n :In the Ilght of wntten comments recetved from Department of Pharmaceutlcals vude
their OM No. 35011/705/2013-PI(Norms) dated 17.02.2015, 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:

iz-,vi Export product Exp. Qty. | SL.No. | Importitems Qty. allowed kg/kg
' MEFENAMIC 1lkg 1. ORTHOCHLORO 1.053
| ACID BENZOIC ACID
| 2. 2,3,-XYLIDINE 0.806
3 ISOPROPYL
ALCOHOL L
4. Not shown in the
. METHANOL ——
| |
|

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

Case No.:75/13/82-ALC4/2013 Party Name:WOCKHARDT  Meet No/Date:18/82- Status:
LIMITED ALC4/2014 Rejected
| 118.02.2015 ‘
HQ File RLA File - Lic.No/Date:0310744861 Defer Date: |
28 1:01/82/050/00551/AM 14/ :03/95/040/00320/AM14/ 112.08.2013

[Demsmn It was decided to re_lect the case as the firm has not furnished information desplte
wepeated reminders and no comments from DCGI was received. Party may approach DCGI, the
‘ case w111 be rev1ewed upon 1 the receipt of the comments from DCGI

Case No.:117/14/82- Party Name:MAC CHEM Meet No/Date:18/82-  Status:
ALC4/2013 'PRODUCTS (INDIA) 'ALC4/2014 Rejected
29 PRIVATE LIMITED 18.02.2015
 |HQFile RLA File ~ |Lic.No/Date:0310745962 |Defer Date: |

|:01/82/050/00702/AM 14/ :03/95/040/00407/AM14/ [20.08.2013




|Dec1810n It was decided to reject the case as the firm has not furnished information despite
lrepeated remmders

Case No.:3/12/82-ALC4/2013 ri’_al_'ty Name:ACTAVIS Tﬁ;f&?[_)_aie':i 882 [Sfaitgi E
[ PHARMA ALC4/2014 Rejected
| ‘MANUFACTURING PVT. LTD 118.02.2015 i |
30 HQFile RLA File LLic.No/Date:0410148864 iDefer Date:
0]/82/050/00427/AM14/ 04/24/040/00095/AM14/ E22 08.2013 |
Decision : It was decided to reject the case as the firm has not furnished information deSplte
repeated reminders.
~ Case No.:9/30/83- |Party Name:STERICON ~ Meet No/Date:18/82- |Status:Deffered
ALC1/2013 PHARMA PVT.LTD., |IALC4/2014 land Re-indexed
L 18.02.2015 '
31 [HQ File . iRIA File Lic.No/Date:0710097668 |Defer
| 1:01/83/050/00471/AM 14/ |:07/24/040/00152/AM 14/ 122 08. 20]3 ‘Date 29.04. 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
" |Case No.:47/16/82- Party Name:SHASUN ~ |Meet No/Date:18/82- Status: Rejeeiet;
ALC4/2013 PHARMACEUTICALS ALC4/2014
LIMITED 18.02.2015 ‘ A
32 |HQ File RLA File ~ [LicNo/Date:0410149741 [Defer Date: |
| :01/82/050/00860/AM 14/ |:04/24/040/00130/AM 14/ 11.09.2013 \ i
Decision : It was decided to reject the case as the firm has not furnished information despite |

| |repeated reminders.

- .'iCase No.:35/17/82- Party Name:S M S ~ [Meet No/Date:18/82- 1§t;tus: Rejec_t;&
'ALC4/2013 PHARMACEUTICALS LTD | ALC4/2014 a
! | 18.02.2015 ‘ |
33 [HQ File N ~ RLA File ‘Llc No/Date:0910057602 ’Defer Date: v
:01/82/050/00897/AM14/  1:09/24/040/00083/AM14/ 18.09.2013 |

\Declsmn It was decided to reject the case as the firm has not furnished mformatlon desplte |

repeated reminders. ‘

= ‘Case No.:46/16/82- Party Name:SHASUN Meet No/Date: 18/82- Status: Rejecte;l ‘
ALC4/2013 'PHARMACEUTICALS |ALC4/2014 ' w
| LIMITED t|s 02.2015 |
34 HQ File 'rRLIFﬁe Lic.No/Date:0410149960 [Defer Date:
:0 I/82/050/00859/AM 14/ 04/24/040/00]27/AM]4/ [18.09.2013
. Decision : It was decided to reject the case as the firm has not furnished information desplte
g |repeated remlnders |
| (CaseNo.:38/17/82-  PartyNameMYLAN  MeetNo/Date:18/82-  [Status:
| |ALC4/2013 iLABORATOR]ES LIMITED | ALC4/2014 Rejected
35| : 18.02.2015 ‘ ;
! [HQ'FUT i T RLA File |Lic.No/Date:0910057914 ‘Defer Date: |
i L, [01/82/050/00900/AM14/  |:09/24/040/00322/AM14/  14.10.2013 5
Dy. Direct L g
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! Declsmn It was decided to reject the case as the firm has not furnished information desplte L
; wcpeated reminders. j

Case No.:22/17/82- ~ [Party Name:ATHENA DRUG | Meet No/Date:18/82-  |Status:Deffered |
ALC4/2013 DELIVERY SOLUTIONS ~ |ALC4/2014 and Re-indexed
| |PRIVATE LIMITED | 18.02.2015 | |
36 [HQ File RLAFile  [LicNo/Date:0310753955 Defer ]
" :01/82/050/00884/AM 14/ 03/94/040/00458/AM 14/ 17.10.2013 Date:29.04.2015 |

Decision Reply received and sent to Departmeﬁt of Pharmaceuticals for their comments. The case |
is deferred for 29.04.2015. '

Case No..213/3/82-  |PatyName:TATVA  |Meet No/Date:18/82-  Status: Rejected
ALC4/2014 CHINTAN PHARMA CHEM |ALC4/2014 , ]
' PVTLTD 18.02.2015 ' =
37 HQ File . CIRLARde : " [Lic.No/Date:3410038266 |Defer Date: |

L |0 1/82/050/002 17/AM 15/ 34/24/040/001 84/AM 14/ 2 1. IO 2013

Declsmn : It was dec1ded to re_]ect the case as the firm has not furmshed mformatlon desplte
repeated reminders.

" [Case No.:28/4/82-  [Party y "~ Meet No/Date:18/82-  |Status:Deffered |
'ALC4/2014 ‘Name:S.R.S.PHARMACEUTICALS |ALC4/2014 and Re-indexed
i PVT. LTD. 18.02.2015

. =HQ File "~ [RLA File :03/95/040/00575/AM14/ |Lic.No/Date:0310754848 Defer

| :01/82/050/00276/AM15/ | 22.10.2013 Date:29.04.2015

38 Decision : It was decided to call from the firm following information:
i) The export product being an edible drink what is the justification for using HS code
30045039 in their application to denote the export product.
| i) A copy of Master Batch Formula duly certified by the Quality Control Incharge of
! manufacturer.
' | The case is deferred for 29.04.2015.

Case No.:1/3/82- ALC4/2014 [Party Name:EYTAN LABS  Meet No/Date:18/82-  Status:
LIMITED 'ALC4/2014 Approved
. _ ‘ 18.02.2015 f
.HQ Fle  RLAFile  |Lic.No/Date:0910057999 Defer Date:

i |01 /82/050/00005/AM 15/ 09/24/040/00354/AM 14/ 124.10.2013

‘DECISIOD :In the Ilght of written com'ments recelved from Department of Pharmaceutlcals wde
IthEIl' OM No. 35011/351/2014-PI(Norms) dated 22.01.2015, it was decided to ratify norms under |

. 39 \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
. ke/keg
|| LAMIVUDINE 1kg { (2R-Cis)-4-amino-1-[2-
/ ‘ (hydroxymethyl)-1,3-oxathiolane-5-y1]-
' ‘ [ 2(1H)-pyrimidinone monosalicylate 1.866
! | monohydrate
RA may take appropnate actlon as per the deasmn of Norms Commlttee

NIRMAL K'_JI‘ .f\-\r'\.
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- Case No.:51/18/82- Party Name:GALAXY Meet No/Date:18/82-  Status:Deffered
ALC4/2014 'SURFACTANTS LTD.,, /ALC4/2014 and Re-indexed |
| : 18.02.2015 | |
e ;ﬁb File ~ RLAFile " [Lic.No/Date:0310756247 [Defer ;
:01/82/050/01417/AM15/  :03/94/040/00638/AM 14/ 30.10.2013 Date:29.04.2015 |

= = — = — = = e |
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of C&PC. |

H — —_— —
I
|

| [CaseNo.:26/24/82- [Party Name:GLAND "[Meet No/Date:18/82- Status:Deffered
| |ALC4/2013 'PHARMA LIMITED |ALC4/2014 |and Re-indexed |
|| ! 18.02.2015 ; ;

HQFle ~  [RLAFle  [LicNo/Daie:0910058231 Defer |

§:01/82/050/01225/AM14/ :09/24/040/00392/AM 14/ 113.11.2013 |Date:29.04.2015 |
? JDecision : It was decided to remind the firm to furnish the following information: ‘
i |i) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium |

. Injections pre-filled Syringes duly certified by Central Excise Authority for the year 2012-
|| 13,2013-14 and April to December 2014. |
41 i) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparin!
[ Powder into Enoxaprin Sodium indicating the actual consumption of all raw materials |

: consumed for getting the API used in the Enoxaprin Sodium injections. }
i i) Copies of batch log sheets for last 5 consecutive batches indicating actual consumption of |
16 raw materials applied for import in all applications against export of Enoxapr—ini
SodiumlInjections in pre-filled syringes. g
The information sought vide Item No. 2 and 3 above may be certified by production in- |

!
\
j charge of manufacturing unit of the firm.
i

I [ The case was deferred for 29.04.2015 '

| [CaseNo.:2824/82- Party Name:PORUS ~ Meet No/Date:18/82-  |Status:Deffered |

| ALC4/2013 LABORATORIES PVT LTD. |ALC4/2014 and Re-indexed |

L 18.02.2015 ; i
HQ File RLA File Lic.No/Date:0910058239 |Defer
:01/82/050/01227/AM14/  :09/24/040/00396/AM 14/ 18.11.2013 Date:29.04.2015

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

42 their OM No. 35011/243/2014-PI(Norms) dated October 2014, it was decided to call from the firm |
. following information: (
.| (a) Certificate of Analysis from Foreign supplier for the relevant consignment of imported |
|| crude product.
(b) COA of Export product as per shipping Bill/Purchase Order. i

[
1
. |The case is deferred for 29.04.2015 j

£Case No.20/24/82-  [PartyName:GLAND  [Meet No/Date:18/82. Status:Deffered |
'ALC4/2013 [PHARMA LIMITED |ALC4/2014 ‘and Re-indexed |
s e - 18.02.2015 ;
" [HQFile RLA File LicNo/Date:0910058310 Defer |
g‘4 |:01/82/050/01219/AM 14/ 1:09/24/040/00405/AM 14/ 25.11.2013 |Date:29.04.2015 |
; iDecision :, It was decided to remind the firm to furnish the following information:
[) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium |

Injections pre-filled Syringes duly certified by Central Excise Authority for the year 2012-
13, 2013-14 and April to December 2014.

i) ..@6pies of batch log sheets for the last consecutive batches for conversion of Heparin |
T A —_— -_— - ]
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The case was deferred for 29.04.2015

~ Case No.:112/23/82-

~ |Party Name:CADILA
ALC4/2013 HEALTHCARE LTD.,
'f{(S'Flle - - RLAFile

~ Powder into Enoxaprm Sodium -mdlcatmg the actual consumptlon of all raw matenals‘
consumed for getting the API used in the Enoxaprin Sodium injections.

1:01/82/050/01159/AM 14/

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

Copies of batch log sheets for last 5 consecutive batches indicating actual consumption of
16 raw materials applied for lmport in all applications against export of Enoxaprm

Sodium Injections in pre-filled syringes.

The information sought vide Item No. 2 and 3 above may be certified by production i m-‘

charge of manufacturing unit of the firm.

08/24/040/00387/AM 14/

Meet No/Date:18/82-  Status:
ALC4/2014 Approved
18.02.2015 |

'LIC No/Date:0810126887 .Defer Date:
104.12.2013 |

‘their OM No. 35011/176/2014-PI(Norms) dated 22.01.2015, 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:

[A] Norms for 1 kg Duloxetine hel

Export product Duloxetine Delayed Release Capsules USP 20mg

l44 |

i Norms for 1 kg Duloxetine hcl.
| S. No. Import Item (Qty in kg/kg)

1. |1-Fluoro Naphthalene 2.68

2. [2-Acetyl Thiophene 3.286

3.  |Acetone 3.66

4.  |Di Benzoyl-L-Tartaric Acid Monohydrate 1.43

5. |Dimethyl Sulphoxide 3.464
6. |IPA (Iso Propyl Alcohol) 3.205

7.  |Dichloromethane/Methylene Chloride 4.01

B]|Norms recommended for 1 No. Capsule

Norms for 1No.Capsule (Qty in mg).

| s.No. Import Item 20mg 30mg 60mg

| 1. |Duloxetine Hel 229 34.35 68.70

| 2. |Dehydrated Alcohol USP(Ethanol 99.2%) 59.48 89.216 178.432

1 3.  |Hypromellose 15 CPS USP 18.133 27.20 54.40

i 4.  |Suger Spheres NF (Pharm-A) 53.333 80.0 160.0

I 5. [Hypromellose Phthalate NF 730 10.95 21.90
6. |Packing Materials Relevant, As packing policy.

'RA may take appropriate action as per the decision of Norms Committee.
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|Case No.:66/3/82-  |Party Name:GLAND ~ Meet No/Date:18/82-  |Status:Deffered

; ALC4/2014 [PHARMA LIMITED |ALC4/2014 ‘and Re-indexed
5 18.02.2015 ;
5 IHQ File !RLA File |Licﬁofl);1fe 0910058454 Defer _‘
. 01/82/050/00070/AM 15/ [:09/24/040/00422/AM 14/ 104.12. 20I3 Date: 29 04. 20]5 1
5 'DeClSlon :1t was decided to remind the firm followmg information:

[1) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium

; Injections pre-filled Syringes duly certified by Central Excise Authority for the year 2012-
l - 13,2013-14 and April to December 2014. -
45 | ii) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparm
L. Powder into Enoxaprin Sodium indicating the actual consumption of all raw materials |
‘ consumed for getting the API used in the Enoxaprin Sodium injections.
‘ iii) Copies of batch log sheets for last 5 consecutive batches indicating actual consumption of |
1 16 raw materials applied for lmport in all applications against export of Enoxaprin|
[ Sodium Injections in pre-filled syringes. |
I

The information sought vide Item No. 2 and 3 above may be certified by production in- |
charge of manufacturing unit of the firm.

|
1
|

| The case was deferred for 29 04 201 5 %

" |CaseNo.:11623/82-  |Party Name:ALCHEM Meet No/Date: 18/82- Status: |

| ALC42013 \INTERNATIONAL LTD. |ALC4/2014 Rejected f

18.02.2015 ‘

346 :HQ File 0 [ ‘RL;\_FiIe ~ |Lic.No/Date:0510372635 |Defer Date: i
:01/82/050/01163/AM 14/ :05/23/040/0034 /AM14/ 05.12.2013 | 1

Decision : It was decided to re_}ect the case as the firm has not furnished information desplte
. |repeated reminders.

| |CaseNo.:181/3/82-  Party Name:AKZONOBEL  [Meet No/Date:18/82-  [Status:Deffered
ALC4/2014 INDIA LIMITED ALC4/2014 §and Re-indexed

% | | 18.02.2015 é
47 HQ File RLA File [LicNo/Date:0210198392 [Defer

0]/82/050/00185/AM 15/ 02/24/040/00053/AM 14/ [02 01 20]4 !Date :29.04.2015

| |Dec1510n It was decided to defer the case for 29. 04 201 5 for comments of Departfﬁént of C&PC

(Case No.:24/8/82-  |Party Name:GLOBAL  |Meet No/Date:18/82- |Status:Deffered
1 ALC4/20I4 iCALCIUM PRIVATE |ALC4/2014 and Re-indexed ‘
'LIMITED, 18.02.2015 1
B HQFile ~ [RLATFile ~ [LicNo/Date:0710101055 Defer
:01/82/050/00688/AM15/  |:07/24/040/00323/AM14/ 02.01.2014 Date:29.04.2015

{Declswn It was declded to defef the case for 29 04 20 15 for comments of Depanment of C&PC

. e e S
; " |Case No.:89/3/82-ALC4/2014 Party Name:ASTRIX ‘Meet No/Date: 18/82- iStatus: i
g [LABORATORIES LTD., }ALC4/2014 Rejected |
= 3 118.02.2015 '
49HQFile ~ [RLAFile ILic.No/Date:0910058826 'Defer fer Date:

' 0]/82/050/00093/AM15/ 09/24/040/00496/AM14/ 06 01.2014

Decision : It was dec1ded to reject the case as the firm has not furnished mformatlon desplte
; nrepeated remlnders
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A Case No.:186/3/82- Party Name:MYLAN Meet No/Date:18/82- Status:
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Rejected
18.02.2015
50 |HQ File RLA File Lic.No/Date:0910058825 [Defer Date:
:01/82/050/00190/AM 15/ :09/24/040/00484/AM 14/ 06.01.2014

repeated reminders.

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

Case No.:192/3/82- Party Name:VIVIMED LABS |Meet No/Date:18/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
18.02.2015
51 HQ File RLA File Lic.No/Date:0910058896 Defer
:01/82/050/00196/AM 15/ :09/24/040/00513/AM 14/ 10.01.2014 Date:29.04.2015

Decision : It was decided to send a copy of application again to C&PC for their comments. The
case was deferred for 29.04.2015

rﬁse No.:204/3/82- Party Name:VIVIMED LABS |Meet No/Date:18/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
18.02.2015
52 |HQ File RLA File Lic.No/Date:0910058895 |Defer
:01/82/050/00208/AM 15/ :09/24/040/00514/AM 14/ 10.01.2014 Date:29.04.2015

case was deferred for 29.04.2015

’Kecision : It was decided to send a copy of application again to C&PC for their comments. The

Case No.:208/3/82- Party Name:OGENE Meet No/Date: 18/82- Status:Deffered
ALC4/2014 SYSTEMS INDIA PVT. LTD. |ALC4/2014 and Re-indexed
18.02.2015
53 |HQ File RLA File Lic.No/Date:0910059017 |Defer
:01/82/050/00212/AM15/ :09/24/040/00515/AM 14/ 22.01.2014 Date:29.04.2015

Pharmaceuticals

Decision :It was decided to defer the case for 29.04.201 5 for com

ments of Department of

[ ] Case No.:87/3/82- Party Name:VIVIMED LABS |Meet No/Date: 18/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
18.02.2015
>4 [HQ File RLA File Lic.No/Date:0910059155 [Defer
:01/82/050/00091/AM15/  |:09/24/040/00544/AM 14/ 04.02.2014 Date:29.04.2015

J ﬁ)ecision : It was decided to defer the case for 29.04.2015 for comments of Department of C&PC

Case No.:117/3/82- Party Name:VIVIMED LABS |Meet No/Date: 18/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
18.02.2015
35 [HQ File RLA File Lic.No/Date:0910059156 [Defer
R :01/82/050/00121/AM15/ :09/24/040/00543/AM 14/ 04.02.2014 Date:29.04.2015
‘ E !Decision : It was decided to defer the case for 29.04.2015 for comments of Department of C&PC

Case No.:150/3/82-
ALC4/2014

z

Party Name:MACLEODS
PHARMACEUTICALS LTD.

Meet No/Date:18/82-

g

ALC4/2014

Status:Approved

W farp
Gk

T
\ﬁ_’.ﬁ'“}]’
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T b 18.02.2015 .
HQ File RLA File Lic.No/Date:0310769509 |Defer Date:
:01/82/050/00154/AM15/ -03/95/040/00879/AM14/ 06.02.2014

Decision : In the light of written comments received from
their OM No. 35011/325/2014-P|{N0rm5) dated 07.04.2015,

Department of Pharmaceuticals vide
it was decided to ratify norms under

Para 4.7 of HBP v1 as per details given below or as applied by the

firm, whichever is less:

Export product Exp. | SI.No. | Import items Qty. allowed
Qty.
1. 0-(4-ACETOXY-3- 0.663kg/1000 No.
T‘:I;[Eégis“ovm AOIG Nos. ACETOXYMETHYLBUT-1- tablets
YL)-2-AMINO-6-
HLOROPURINE
RA may take appropriate action as per the decision of Norms Committee.
F_ Case No.:54/3/82- Party Name:ASTRIX Meet No/Date:18/82- Status:
ALC4/2014 LABORATORIES LTD., ALC4/2014 Rejected
18.02.2015
57 'HQ File RLA File Lic.No/Date:0910059230 |Defer Date:
-01/82/050/00058/AM15/ -09/24/040/00552/AM 14/ 10.02.2014
Decision : It was decided to reject the case as the firm has not furnished information despite
repeated reminders. B

Case No.:64/3/82- Party Name:ARENE LIFE Meet No/Date:18/82- Status:
ALC4/2014 SCIENCES LIMITED. ALC4/2014 Rejected
18.02.2015
58 |HQ File RLA File Lic.No/Date:0910059247 |Defer Date:
:01/82/050/00068/AM15/ -09/24/040/00554/AM 14/ 11.02.2014
Decision : It was decided to reject the case as the firm has not furnished information despite
repeated reminders. J

F_ Case No.:61/3/82- Party Name:INCHEM Meet No/Date:18/82- Status:
ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 Rejected
i LIMITED 18.02.2015

59 |HQ File RLA File Lic.No/Date:0910059258 |Defer Date:
-01/82/050/00065/AM15/ -09/24/040/00568/AM 14/ 12.02.2014

reminders.

F)ecision . It was decided to reject the case as the firm has not

furnished information despite repeated

|— Case No.:73/3/82- Party Name:ARENE LIFE Meet No/Date:18/82- Status:Deffered
ALC4/2014 SCIENCES LIMITED. ALC4/2014 and Re-indexed
18.02.2015

60 HQ File RLA File Lic.No/Date:0910059285 |Defer
-01/82/050/00077/AM15/ -09/24/040/00536/AM 14/ 14.02.2014 Date:29.04.2015
Decision : It was decided remind the firm to furnish complete technical details as per Appendix 33. The case
was deferred for 29.04.2015.

61 Case No.:131/3/82-ALC4/2014 |Party Name:ASTRIX Meet No/Date: 18/82- Status:

= LABORATORIES LTD., ALC4/2014 Rejected |
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S l 18.02.2015 |
HQ File RLA File Lic.No/Date:0910059289 |Defer Date:
:01/82/050/00135/AM15/ :09/24/040/00576/AM 14/ 14.02.2014

Decision : Department of Pharmaceuticals vide their OM No. 3501 1/492/2014-PI(Norms) dated
10.02.2015 have stated that they have examined the matter and it is noted that both import and
export items are chemically same. Since the COA of the import item is not given from foreign
supplier, it is felt that no manufacturing activity is involved which may account for 34.3% wastage
and hence the Department of Pharmaceuticals does not support the proposal. In view of the above
comments of the Department of Pharmaceuticals it has been decided to Reject the case.

Case No.:64/6/82-ALC4/2014 [Party Name:FDC LTD Meet No/Date:18/82- Status:
ALC4/2014 Approved
18.02.2015

HQ File RLA File Lic.No/Date:0310770862 |Defer Date:

:01/82/050/00466/AM 15/ :03/94/040/00707/AM 14/ 18.02.2014

Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/492/2014-PI(Norms) dated 10.02.2015, 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:

S.No. | Export Product Quantity | Raw materials allowed Quantity allowed
62| 1. SODIUM 1 Vials | 1SODIUM 0.2753 gm/vial
CROMOGLICATE CROMOGLICAT
EYE DROPS 13.5 ML 2 POLYETHYLENE | Relevant, as per
VIALS SYNTHETIC RESIN | packing policy
(LDPE GRANULES)
2. SODIUM 1 Vials | SODIUM 0.204 gm/vial
CROMOGLICATE CROMOGLICATE
EYE DROPS 10 ML 2 POLYETHYLENE | Relevant, as per
VIALS SYNTHETIC RESIN | packing policy
(LDPE GRANULES)

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

[ Case No.:86/3/82- Party Name:AKZO NOBEL Meet No/Date:18/82- Status:Deffered
ALC4/2014 INDIA LIMITED ALC4/2014 and Re-indexed
18.02.2015 ;
63 [HQ File RLA File Lic.No/Date:0210200380 [Defer
:01/82/050/00090/AM 15/ :02/24/040/00197/AM 14/ 21.02.2014 Date:29.04.2015

J lDecision : It was decided to defer the case for 29.04.2015 for comments of Department of C&PC.

Case No.:105/3/82- Party Name: THINQ Meet No/Date:18/82- Status:Deffered
ALC4/2014 PHARMA-CRO LIMITED ALC4/2014 and Re-indexed
18.02.2015
64 HQ File RLA File Lic.No/Date:0310771596 Defer
:01/82/050/00109/AM15/ :03/95/040/00842/AM 14/ 24.02.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
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Case No.:161/3/82-ALC4/2014 |Party Name:UNIMAX Meet No/Date: 18/82- Status:
CHEMICALS PVT LTD. ALC4/2014 Approved
18.02.2015
HQ File RLA File Lic.No/Date:0310771527 | Defer Date:
:01/82/050/00165/AM15/ :03/95/040/00889/AM 14/ 24.02.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/315/2014-PI(Norms) dated 13.03.2015, 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:

65
Export Product Quantity | Import Product Quantity allowed
kgkg
Azithromycin 1 kg Azithromycin Dihydrate IP | 1.061
Dihydrate USP-36
RA may take appropriate action as per the decision of Norms Committee. |

" [Case No.:118/6/82-

Party Name:SPECTRUM LIFE Meet No/Date:18/82- Status:Deffered
ALC4/2014 SCIENCES PRIVATE ALC4/2014 and Re-indexed
LIMITED 18.02.2015
66 HQ File RLA File Lic.No/Date:0410155675 |Defer
:01/82/050/00520/AM15/ :04/24/040/00214/AM 14/ [27.02.2014 Date:29.04.2015

Decision : It was decided to call from the firm copy (DML) Drug Manufacturing Licence
indicating approved composition of the export product. The case is deferred 12.06.2014.

29.04.2015.

Decision :In the light of written co

drug and hence Department of P
application to Department of C&PC for t

F_Tfase No.:58/6/82- Party Name:BAYER Meet No/Date:18/82- Status:Deffered
ALC4/2014 CROPSCIENCE LIMITED ALC4/2014 and Re-indexed
18.02.2015
HQ File RLA File Lic.No/Date:0310772503 |Defer
:01/82/050/00460/AM15/ :03/94/040/00797/AM 14/ 28.02.2014 Date:29.04.2015
67

mments received from Department of Pharmaceuticals vide
their OM No. 35011/517/2014-PI(Norms) dated 07.04.2015 mentioned that export product is not a

harma is not concerned. It was decided to send a copy of
heir comments. The case was deferred for

Case No.:106/3/82- Party Name:PERFECT Meet No/Date:18/82- Status:Deffered
ALC4/2014 VITAMINS PVT.LTD. ALC4/2014 and Re-indexed
18.02.2015
68 [HQ File RLA File Lic.No/Date:0310772411 |Defer
-01/82/050/00110/AM15/ :03/95/040/00960/AM 14/ 28.02.2014 Date:29.04.2015

\ lﬁcision It was decided to defer the case for 29.04.2015 for comments of Department of C&PC.

Case No.:119/6/82-ALC4/2014 Party Name:EMCURE

69

PHARMACEUTICALS LTD.

Meet No/Date: 18/82- Status:
ALC4/2014 Approved
18.02.2015
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’ HQ File RLA File |Lic.No/Date:31 110063002 \Defer Date:
‘ ! 01/82/050/00521/AM15/ K 3]/83/040/00235/AM14/ 110.03.2014 \

_— _— i
; DeCISlon :In the llght of written comments received from Department of Pharmaceuticals v1de
" their OM No. 35011/491/2014-PI(Norms) dated March 2015, 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 | Qty | SI. No. | Import items Quantity \
|| allowed kg/kg | |
- | Ritonavir USP | Tkg |1 Ritonavir Intermediate-II 0.72 f

i [Carbonate] {Carbonic Acid-4- ; ;
| nitrophenyl-5-thiazolyl
methylester} i

2 BDH Succinic Acid Salt 1.14
{(28,38,5S)-2-Amino-3- ;
, hydroxy-5-(tert butyloxy 1
< carbonyl) amino -1,6-diphenyl }
hexane succinate} |

'RA may take approprtate actlon as per the dec1310n of Norms Commlttee

_ Case No.:33/10/82- 'Party Name:SMILAX Meet No/Date:18/82-  [Status: Deffered |
F ALC412014 ‘LABOR_ATORIES LIMITED ALC4/2014 ‘and Re-indexed |
| | 18.02.2015 |
170 HQFile U RLAFile  [LicNo/Date:0910059557 Defer
| 0]/82/050/00947/AM15/ 09/24/040/006I7IAM14/ 113.03.2014 Date 29. 04 20!5
Decision : It was decided to defer the case for 20.04.2015 for comments of Department of I
Pharmaceuticals. |
[Case No.:57/3/82- "~ Party Name:JUBILANT LIFE |Meet No/Date:18/82- |Status:Deffered |
/ALC4/2014 !SCIENCES LIMITED ALC4/2014 ‘and Re-mdexed
18.02.2015
—— —_ — ———— A — R = ———e ]
n !HQ File [RLA File Lic. No/Date:051 0382053 IDefer
l: 01/82/050/0006 1/AM15/ R 05/23/040!00506/AMI4/ |18.03. 2014 ;Date 29.04. 2015 |

Declsmn It was dec1ded to defer the case for 29 04. 201 5 for. comments of Department of C&PC

" Case No.:180/6/82- Party Name:BEST VALUE " [Meet No/Date:18/82-  Status:Deffered |
ALC4/2014 CHEM PVT. LTD. ALC412014 ‘and Re-indexed |

| | 118.02.2015 l

72lQFile  [RLAFile ~ |Lic.No/Date:3410039601 |Defer

t 01/82/050/00582/AM15/ [: 34/24/040/00298/AMI4/ 119.03.2014 Date:18.02.20 15

Declsmn It -was deClded to defer the case for 29. 04 20] 5 for comments of Department ef C&PC ‘

" [Case No.:55/10/82-ALC412014 Party Name:SATYA  Meet No/Date:18/82-  [Status: |
| | 'DEEPTHA 'ALC4/2014 1Approved i
73 {  PHARMACEUTICALSLTD _ |18.02.2015 |
' |HQFile " RLAFile  [Lic.No/Date:0910059590 Defer Date:

| | 0[/82/050/00969/AM15/ . 09/24/040/00645/AM]4/ e}9 03 2014

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

Decision :In the light of written cc;ﬁ-lr;le;ltsiré‘c;éived from Department of Pharmaceuticals vide
their OM No. 35011/480/2014-PI(Norms) dated 25.032015, 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 | Qty | SL No. | Import items Quantity |
allowed kg/kg

Abacavir lkg |1 (18,4R)-4-[(2-Amino-6-chloro-9H- | 1.292

Sulphate purin-yl)-2-cyclopentene-1- /

methanol Hydrochloride

2 Cyclopropylamine 0.19

e T —_— —— ]
| CaseNo.:48/15/82- ~ [Party Name:SATYA  [Meet No/Date: 18/82- Status:Deffered
. |ALC4/2014 DEEPTHA 'ALC4/2014 ’and Re-indexed |
[ ] [PHARMACEUTICALS LTD 118.02.2015 . '
74 /HQFile ~ [RLATFile Lic.No/Date:0910059591 |Defer |
f:Ol/82/050/01335/AM15/ F:09/24/040/00644/AM]4/ 119.03.2014 Date:29.04.2015 ;
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of 7’
| |Pharmaceuticals. §
| [CaseNo.:26/5/82-  |Party Name:ACEBRIGHT Meet No/Date:18/82- |Status:Deffered |
ALC4/2014 (INDIA) PHARMA PVT LTD, ALC4/2014 and Re-indexed
& | 118.02.2015 | |
7s[HQFile  [RLAFile Lic.No/Date:0710103055 |Defer ’
:01/82/050/00343/AM15/ :07/24/040/00469/AM 14/ 120.03.2014 |Date:29.04.2015 ‘»
" |Decision :It was decided remind the firm to furnish complete technical details as per Appendix
l !33. The case was deferred for 29.04.2015. |
| [CaseNo.:13/10/82-  [Party Name:BRUNDAVAN Meet No/Date:18/82- Status: Deffered
‘ ALC4/2014 ILABORATORIES PRIVATE |ALC4/2014 ‘and Re-indexed i
B LTD., 18.02.2015 f |
76 HQ File RLA File - LLicNo/Date:0910059593 [Defer
| :01/82/050/00927/AM15/ 1:09/24/040/00641/AM 14/ 20.03.2014 |Date:29.04.2015 |
' |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| Pharmaceuticals. '
| |Case No.:123/3/82- - [Party Name:JUBILANT LIFE |Meet No/Date: 18/82- [Status: |
| ALC472014 'SCIENCES LIMITED |ALC4/2014 Approved |
| 18.02.2015 | -
HQ File RLA File ~ [Lic.No/Date:0510382292 Defer Date: |

|
77!
l
|

f%k{‘tl

:01/82/050/00127/AM 15/ :05/23/040/00508/AM 14/ 20.03.2014

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

from Department of Pharmaceuticals vide their OM No. 35011/251/2014-PI(Norms) dated |
18.03.2015and 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 |

rim TR/ NIRMAL KUMAR
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RA concemed may take further necessary actton as per above decision of NC

| Export product Exp. SL.No. | Import items Qty in mg for export of | |

| Qty. 1 Pantoprazole tablet
| 20 mg Tabs 40 mg tabs |
| [ Pantoprazole 21.571 43.143 |
t Sodium |
| Pantoprazole 2 Mannitol USP 42.44 84.88 !
| Tablet 1 kg (Pearlitol 25C) L
: 3 Sucrose USNF 8.00 16.00
4 Hypromellose 1.86 3.2
; (Pharmacoat 603 '
i 3cps) USP

~|Case No.:81/5/82- Party Name:KOPRAN Meet No/Date:18/82-  [Status:
'ALC4/2014 LIMITED ALC4/2014 Approved
| 18.02.2015 |
HQFile  |RLAFile ~ [Lic.No/Date:0310775960 | ‘Defer Date:

|78

of Fo
er‘tmeucrct ommerce
G, =

Uc'yog 3ha\~ ‘17~? e <1

1:01/82/050/00398/AM15/ l: 03/94/040/0] 160fAMl4/ 126. 03 2014

|
\
‘Declsmn :In the light of wrrtten comments recelved from Department of Pharmaceuttcals vrde‘
their OM No. 35011/432/2013-PI(Norms) dated 06.02.2015, 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. | SI.No. [ Importitems Qty. allowed g

kg/kg f
Meropenem for 1kg 1. MAP 1.808 |
Injection 4R -5S8-6S-3- diphenyloxy |

phosphoryloxy-6- IR -1-
hydroxy ethyl -4-methyl-7-
oxo-1-azabicyclo 3- 2 0 hept-2-
ene-2-carboxylate. .
' 2. Meropenem Side Chain (2S- | 1.133 s
' 48 )-2- :
(dimethylaminocarbonyl) -4- f
mercapto-1-(P-

\ nitrobenzyloxycarbonyl)- 1-

| pyrrolidine.
3. Dimethyl Formamide 10.51 |

1 " Tetra Hydrofuran 1.30

| 5. Acetone 9.56 ‘

wRA may take approprlate actron as per the decrsron of Norms Commrttee

| [Case No.:57/10/82- Party Name:AUROBINDO ~ [Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 PPHARMA LIMITED ALC4/2014 and Re-indexed

Ll j 18.02.2015 | |

| [HQFile [RLA File ~ [Lic.No/Date:0910059640 [Defer ]

gn Trade

New Delhij



é

|

:01/82/050/00971/AM1S/  [:09/24/040/00628/AM14/  [27.03. 2014 [Date29.042015 |

Decnsnon :It was decided to defer the case for 29.04. 2015 for comments of Department of ,
*Pharmaceuttcals !

" [Case No.:51/5/82-  [Party Name:JINDAL DRUGS  |Meet No/Date: 18/82-  Status:Deffered
| |ALC4/2014 LIMITED ALC42014 and Re-indexed

| | 118.02.2015

80 [HQ File ’RLA File "[LicNo/Date:0310776087 [Defer |
| :01/82/050/00368/AM15/  |:03/94/040/01098/AM14/  27.03.2014 Date:29.04.2015

| |Decls10n [t was decrded to defer the case for 29. 04 2015 for comments of Department of C&PC.

=
|
|
|
|
|
I
|

|Case No.:48/5/82- ~ [Party Name:KOPRAN ~ [Meet No/Date: 18/82-  Status:
|ALC4/2014 'LIMITED /ALC4/2014 JApproved |
| ‘ 18.02.2015 |
HQ File "[RLA File  [Lic.No/Date:0310776170 .Defer Date: |
|

:01/82/050/00365/AM15/ I 03/94/040/01 168/AM 14/ 27. 03 2014

Declslon In the light of wntten comments recerved from Department of Pharmaceutlcals vide |
ttheir OM No. 35011/432/2013-PI(Norms) dated 06.02.2015, 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. | SLNo. | Import items Qty. allowed f
| ke/kg ‘
' | Meropenem for 1kg 1. MAP 1.808 ’
' | Injection 4R -58-6S-3- diphenyloxy ;
F phosphoryloxy-6- 1R -1- !
58’ hydroxy ethyl -4-methyl-7-
: oxo-1-azabicyclo 3- 2 0 hept-2- ;
! ene-2-carboxylate. i
| 2. Meropenem Side Chain ( 2S- 1.133 ;
| 4S)-2- |

| ! (dimethylaminocarbonyl) -4- ,
3 mercapto-1-(P- 1
1; nitrobenzyloxycarbonyl)- 1- |
| | pyrrolidine. ‘
= 3. Dimethyl Formamide 10.51
;
f % Tetra Hydrofuran 1.30 !
‘ \
&
| 5. Acetone 9.56 \
:‘ RA may take appropraate actlon as per the decmon of Norms Commrttee.

~ [CaseNo.:110/6/82-  [Party Name:NEULAND  |Meet No/Date:18/82- Status:
. ALC4/2014 gLABORATORIES LTD ALC4/2014 Approved |
|| 118.02.2015 1— |
. [HQFile RLAE]J ~|Lic.No/Date:0910059642 [Defer Date: |

t82 :01/82/050/00512/AM15/ :09/24/040/00606/ AM 14/ 27.03.2014

-g—a‘] -l:fqﬂ _F =T
Udyog Bhawan, Ne

Dec1s10n H! the Ilght of written comments received from Department of .Pharmaceutlcals wde‘
their OM No. 35011/550/2014-PI(Norms) dated 07.04.2015, it was decided to ratify norms under
Para 4.7 of HBP vlas per detalfs grven below oras applled by the flrm whlchever is Iess

— —— — e i
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| Export product Exp. | SL.No. | Importitems Qty. allowed
; Qty. kg/kg
| (5S,6E)-7-[2- ikg | 1. 2-Amino-4- 1 855
| Cyclopropyl-4-(4- Fluorobenzophenone :
| fluorophenyl)-3- 2. Methyl-3'-cyclopr0py]-3- 123
| quinolinyl]-5- OXOPFOPIOnAE —
| hydroxy-3-ox0-6- 3. Diethyl(cyanomethyl) 1.02
heptenoic acid ethyl il
P ¥ a. N-Methyl-N N-dioctyloctan-1- | ; 134
ester (55 MOLE) ammonium chloride )
= N-Heptane 6.70
6. S-Binol 0.089

RA may take approprlate

~ [Case No.:112/6/82-
ALC4/2014
HQFile

:01/82/050/00514/AM15/

actlon as per the dec:smn of Norms Commlttee

Party Name:DIVIS

LABORATORIES LTD.,  |ALC4/2014
18.02.2015
RLA File

I: 09/24/040/00658/AM14/ 28.03.2014

Meet No/Date:18/82-

Status:
Approved

Lic.No/Date:0910059678 Defer Date:

Declswn In the Ilght of wntten comments recelved from Department of Pharmaceutlcals vude
their OM No. 35011/455/2014-PI(Norms) dated 26.02.2015, it was decided to ratify norms under
|Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

| Export product Exp. | SL.No. | Import items Qty. allowed
83 Qty. kg/kg
- [(D-22.3- 1 AMINO GUANIDINE BI
[DICHLOROPHENYL)-2- |1 kg CARBONATE 1.06
[LIQUID 5
(GUANIDINOIMINO) ACETONITRILE 2.02
' |ACETONITRILE 3
|l
2,3-DICHLORO BENZOYL
. CYANIDE
5 1.23
'RA ‘may take approprlate actlon as per the decmon of Norms Commlttee
| |CaseNo.:44/5/82-  |Party Name:KOPRAN  |Meet No/Date:18/82-  [Status:
| |ALC4/2014 LIMITED |ALC4/2014 Approved
: | 18.02.2015 |
'HQ File [RLA File ~ [Lic.No/Date:0310776372 Defer Date:

g4 01/82/050/00361/AM15/

:03/94/040/01 157/AM 14/ 28.03.2014

.Declsmn In the hght of written comments received from Department of Pharmaceuticals vide |

|

L Kt MAR
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ftheir OM No. 35011/443/2014-PI(Norms) dated February 2015, it was decided to ratify normsj
'under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:



l Export product Exp. | SI.No. i‘r.r;péri it_ems Qty. allowed
. Qty. ‘kg/kg |
|

| [Clarithromycin 1. Clarithromycin USP (90% | 00
4 SP/EP/IP (90% Less 1ke Less than 40 Mesh 400
4; han 80 Mesh 150 Micron)

Vv ] f
‘ icron) *

RA ‘may take appropnate actlon as per the decnsnon of Norms Commlttee i

~|Case No.:47/5/82-  |Party Name:KOPRAN ~ [Meet No/Date:18/82-  Status:
ALC4/2014 LIMITED ALC4/2014 'Approved
| ‘ 18.02.2015 |
e m b o S e 1 i e——— e e i i = - = et
'HQ File ~ IRLA File rLu: No/Date:0310776351 wDefer Date: i

:01/82/050/00364/AM 15/ :03/94/040/01169/AM 14/ 128.03.2014 ‘ !

{DCCISIOII :In the I:ght of wrltfén comments received from Department of Pharmaceutlcals vnde
]the-lr OM No. 35011/443/2014-PI(Norms) dated February 2015, it was decided to ratify norms|
3under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

| j Export product Exp. | Sl.No. | Importitems Qty. allowed i
| | Qty. kg/kg |
' [Clarithromycin USP/EP/IP |1 g | 1. Clarithromycin USP (90% | 1-00 |
" [(90% Less than 80 Mesh Less than 40 Mesh 400 |
: : 150 Micron) Micron) |

|RA may take approprnate actlon as per the decision of Norms Commlttee !

| |CaseNo.:g/n0/82- Party Name:SATYADEVA  |Meet No/Date:18/82-  |Status:Deffered |
‘ ALC4/2014 'PHARMACEUTICALS /P/ |IALC4/2014 |and Re-indexed ‘
|| ILTD., 18.02.2015 i |
86 HQFile ~ RLA Flie ' o '"LTc' No/Date:0910059684 Defer |
| OI/82/050/00922/AM15.’ 09/24/040/00651."AM]4." 01.04. 20]4 |Date:29.04. 20I5
| IDeclsmn 1t was decided to defer the case for 29.04.2015 for comments of Department of
; |Pharmaceutlcals
" ICase No.:52/6/82-  |Party Name:UPLLTD.  |Meet No/Date:18/82- |Status:Deffered | |
‘ALC412014 | IALC4/2OI4 ‘and Re-indexed |
o | 18.02.2015 | |
‘{87 ﬁdﬁieiA”L I -i{EA_I:“l-le_ ~ |Lic.No/Date:031077659%4 Defer S i
= 0]/82/050/00454/AM15/ . 03/95/040/0]043/AM]4/ 01 04 2014 Date 29. 04 2015 ‘
E LDecmlon It was decided to defer the case for 29.04.2015 for comments of Department of 1
i C&PC }
B |E‘a—se No.:73/5/82- Party Name: ARIHANTANAM“Meet No/Date:18/82-  Status: _.
|ALC4/2014 ‘LIFECARE PVT. LTD. |ALC4/2014 |Approved '
gg . T |18.02.2015 |
HQFile @ RLAFile  |Lic.No/Date:0310776770 Defer Date:

:01/82/050/00390/AM 15/ :03/94/040/01189/AM 14/ 102.04.2014 '
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IEFL EE, TS L.
Udyog Bhawan, New Delhi



Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/427/2014-PI(Norms) dated 06.02.2015, 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. allowed
Qty. kg/kg
Alpha Beta Arteether 1ke 1. Artemisinin 1.149
rArteether)

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

Case No.:47/10/82- Party Name:MYLAN Meet No/Date:18/82- Status:Deffered
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
18.02.2015
89 HQ File RLA File Lic.No/Date:0910059694 Defer
:01/82/050/00961/AM 15/ :09/24/040/00638/AM 14/ 02.04.2014 Date:29.04.2015

Pharmaceuticals.

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

Case No.:4/10/82-ALC4/2014 |Party Name:BIOLOGICAL E _|Meet No/Date: 18/82- Status:
LTD ALC4/2014 Approved
18.02.2015
HQ File RLA File Lic.No/Date:0910059706 |Defer Date:
:01/82/050/00918/AM15/ :09/24/040/00670/AM 14/ 03.04.2014

Decision :In the light of written comments received from Department of Biotechnology vide their OM
No. BT/IL/05/382/2013-PID dated 26.02.2015, 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:

(ADH)

Item of Export Quantity | S,No | Item of Import Quantity
allowed per
million vials

DTP-HEPB-HIB : POLYETHYLENE GLYCOL

(PENTAVALENT VACCINE) Vial L 6000 (MACROGOL) 76,848 kg

FULLY LIQUID 2 AEROSIL 380V (COLLIDAL [ 20,375 kg

90 || COMBINATION VACCINE ) ANH SILICA BP) )

SINGLE DOSE VIAL,

PEDIATRIC DOSE 3. GLYCEROL 122.841 kg

DIPHTHERIA, TETANUS 4. TWEEN-20 (POLYSRBATE | 7 658 |Itr.

PERTUSSIS, HEPATITIS B 20)

RECOMBINANT AND 5. POTASSIUM THYOCYNATE | 169.742 gms

HAEMOPHILUS

INFLUENZA TYPE B (HIB) 6. TRIS BUFFER 10.216 kg

COMBINED VACCINE WITH

VACCINE VIAL MONITOR 7 mEe T |2meesig

VVM

(VM) 8 YEAST EXTRACT 22.447 kg

9 DEXTROSE (GLUCOSE) 35.937 kg
10 L-CYSTINE 0.437 kg
11 BACTO CASAMINO ACID | 31.758 kg
12 THIOMERSAL 0.379 kg
13 SILICON EMULSION 16.5 kg
14 ADIPIC DIHYDRAZIDE 1.686 kg

Dire l" G.‘L«l\’ TBISTH T
rectorate General of Foy eign Trad,
I 2 gn lrade
qMg fﬁqlﬂIDepanmem of Commerce
ST g, 9 e
Udyog Bhawan, New Delhi
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15 DIMETHYLAMINOPROPYL- TEESHEn
N-ETHYLCARBODIMIDE
HCL (EDC)

16 2-(N-MORPHOLINO) 1.441 kg
ETHANE SULFONIC ACID
(MES)

17 CETAVLON 1537 gm

18 ALUMINIUM PHOSPHATE 76.991 kg
GEL 2% (ADJU.PHOS 2%)

19 L-TYROSINE 0.7841 kg

20 NZ CASE TT (CASEIN 39.12 kg
PEPTONE PLUS)

21 VITAMIN Bl HCL 1.14gm
(THIAMINE
HYDROCHLORIDE)

22 GLASS VIALS 1100000 nos

23 RUBBER STOPPERS 1095638 nos

24 ALUMINIUM CAPS/SEALS | 1088334 nos

25 HEATMARKER VACCINE 1086508 nos
VIAL MONITOR (VVM
LABELS) LABELS

26 SHIPPING INDICATORS (Q | 902 nos
TAG 2 PLUS)

27 FILTERS & FILTER AIDS 250 nos.

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

|'— Case No.:15/10/82- Party Name:BIOLOGICAL E | Meet No/Date:18/82- Status:Deffered
ALC4/2014 LTD ALC4/2014 and Re-indexed
18.02.2015
HQ File RLA File Lic.No/Date:0910059705 |Defer
:01/82/050/00929/AM15/ :09/24/040/00671/AM 14/ 03.04.2014 Date:29.04.2015

Decision In the light of written comments received from Department of Biotechnology vide their OM No.
BT/IL/05/382/2013-PID dated 26.02.2015, 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 per
million vials

DTP-HEPB-HIB vial 1. POLYETHYLENE GLYCOL | 768.48 kg

(PENTAVALENT VACCINE) 6000 (MACROGOL)

FULLY LIQUID 7] AEROSIL 380 V (COLLIDAL | 203.75 kg

91 | COMBANITAION VACCINE ) ANH SILICA) )

10 DOSE VIAL PEDIATRIC

DOSE DIPHTHERIA, 3. GLYCEROL 1228.41ltr

TETANUS, 4, TWEEN-20 76.58 Itr.

PERTUSSIS, HEPATITIS B (POLYSORBATE)

RECOMBINANT AND 5. POTASSIUM THYOCYNATE | 1697.42 gms

HAEMOPHILLUS

INFLUENZA TYPE B (HIB) 6. TRIS BUFFER 102.16 kg

COMBINED VACCINE WITH LUMINIUM C RIDE 6

VACCINE VIAL MONITOR 7 el 276.65 ke

LAY

s 8 YEAST EXTRACT 224.47 kg

9 DEXTROSE (GLUCOSE) 359.37 kg

10 L-CYSTINE 4.37 kg

11 THIOMERSOL 3.79kg

12 ADIPIC DIHYDRAZIDE 16.86 kg
(ADH)

13 N-3- 1675.45 gm
DIMETHYLAMINOPROPYL-

o |
sneral

=
gn Trade
\ent of Commerce

SgrT Had, Y Eed
Udyog Bhawan, New Deini
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i T,.: i "N ETHYLCARBODIMIDE |

i HCL (EDC) :

. <14 SILICON EMULSION 165.00kg - !

i 15 2-(N-MORPHOLINO) 1441kg - g

| ETHANE SULFONIC ACID a

(MES) g

( 16 CETAVLON 15.369 kg - '

|| 17 ALUMINIUM PHOSPHATE | 769.91 kg ‘
; GEL 2% -

18 L-TYROSINE 7.81kg !

19 NZ CASE TT (CASEIN 391.2 kg 1

| PEPTONE PLUS) J

|| 20 VITABIN Bl HCL 11.45gm ‘

| (THIAMINE i

: HYDROCHLORIDE) %

21 GLASS VIALS SILCONISED | 1100000 nos 3

? SML .

22 RUBBER STOPPERS 1085430 nos ?

23 ALUMINIUM CAPS/SEALS | 1076890 nos |

HEATMARKER VACCINE

= VIAL MONITOR LABELS faseines !

(VVM LABELS) g

25 SHIPPING INDICATORS 1790 nos _ :

| (QTAG 2 PLUS) g

; 26 FILTERS & FILTER AIDS 2500 nos.

| 27 BACTO CASAMINO ACID 317.58 kg -

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

 [Party Name:OGENE

~ [Meet No/Date:18/82-

Case No 22/10/82- Status Deffered3

| ALC42014 'SYSTEMS INDIA PVT. LTD. ALC4/2014 ‘and Re-indexed
' 18.02.2015 . ;

o2 R RLAFile Lic.No/Date:0910059697 Defer
| :01/82/050/00936/AM15/ :09/24/040/00669/AM14/ 03.04.2014 Date:29.04.2015 |

e -1

‘Declsmn It was demded to defer the case for 29 04 201 S for comments S of Department of' C&PC g

|
|

Case No.:67/5/82- Meet No/Date:18/82-

~ [Party Name:FDC LTD Status:
ALC4/2014 'ALC4/2014 ‘Approved ?
. 18.02.2015 ;
' |HQFile a "RLA File Lic.No/Date:0310777658 Defer Date:
| :01/82/050/00384/AM15/ - :03/94/040/00001/AM15/ 09.04.2014 , !

Decision : :In the Ilght of written comments received from 'Depairtment of Pharmaceuticals vrdeg
their OM No. 35011/424/2014-PI(Norms) dated 27.01.2015, 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: ‘L
)| |

! E
j ' Export product Exp. | SL.No. | Import items Qty. allowed kg/kg
! | Qty. |
| lcHLORAMPHENICOL EYE DROPS Vials | I+ [cHLoramprENicoL 0-051 gm per 10 ml vial
| ‘Lo.s% W/V OF 10.00 ML s _ : 5
| 2. LpPEGRANULEs  fAs per packing policy
\

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

Case No.:72/5/82- ~ |Party Name:GLOBE Meet No/Date:18/82-  [Status:
94 AL(:4/2014 TROTTERS PVT LTD ALC4/2014 Approved
18022015 -




'HQ File ~ |RLAFile ~ |Lic.No/Date:0310777795 IDefer Date:
:01/82/050/00389/AM15/  |:03/94/040/01100/AM 14/ 09.04.2014 1

i

'their OM No. 35011/453/2014-PI(Norms) dated 17.02.2015, it was decided to ratify norms under |

I

E

l Decision : In the light of wntten .comments reeelved from Departmeintief Pharmaceuticals vide
| |Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

’i Export product Exp. SI.No. | Import items Qty. allowed
i Qty. ke/kg g
| | |
| ISTERILE+SULBACTAM USP/BULK (STERILE) 0.34
1\ FODIVM STERILE(2:1) 2 AMPICILLIN TRIYHYDRATE |
' |( STERILE,CRYSTALLINE - 0.68 %
H |
| |AND APYROGENIC )
| 3 ACETO NITRILE 0.959

DIETHYL AMINE 0.1667

- %
[ 4. !
%

. RA may take apprOprlate actaon as per the decmon of Norms Commnttee

| [Case No.:23/6/82- *[Party Name: 1e:KUDOS CHEMIE Meet No/Date:18/82- iS-Et_u-s-:f)_e“ffEretlﬂ
ALC4/2014 LTD 'ALC4/2014 ‘and Re-indexed |
1 , 18.02.2015 | |
HQFile T [RLAFile ~ [LicNo/Date:2210014788 [Defer |
:01/82/050/00425/AM1S/ :22/24/040/00098/AM14/ 09.04.2014 |Date:29.04.2015

95 Decision +In the light of written comments received from Department of Pharmaceuticals vide 5
'thelr OM No. 35011/489/2014-PI(Norms) dated March 2015, it was decided to call from the firm |
iPast production vis-a-vis Actual consumption of inputs for last three years duly certified by 4
‘Central Excise Authorities. '

|
| 15/ ZAONNOmAIY

|
The case is deferred for 29 04 201 5 ‘

| Case No.:24/6/82- %lgetut;ilarne:KUDOS CHEMIE TMeet No/Date:18/82-  |Status: Deffered
. |ALC4/2014 LTD., ALC4/2014 and Re-indexed |
! ' 18.02.2015 ! |
[HQFile @ [RLAFile - "~ [Lic.No/Date:2210014787 [Defer |

|
i I 01/82/’050/00426IAM 15/ K 22/24/040/00107/AM14/ |09 04.2014 Date:29.04.201 5
1

Decision :In the llght t of written comments received from Department of Pharmaceuticals vide \
96 their OM No. 35011/523/2014- PI(Norms) dated 25.03.2015, it was decided to call from the firm ‘
ffollowing information: ‘
' (a) Technical Justification for import of Sulpher which is not shown in the process/chemicals
1 reactions. !
(b) Past production vis-a-vis Actual consumption of inputs duly certified by Central Excise |
Authority . |

J‘he case is deferred for 29. 04.2015

= |E§sﬁa?i/3§23ALb4i£6'14 Party Name:CADILA ~ Meet No/Date:18/82-  [Status: Deffered
B 'HEALTHCARE LTD., ALC4/2014 and Re-indexed |
97| |180220]5 ‘ -
| [EQFile ‘RLA File  [Lic.No/Date:0810130534 [Defer '
: :01/82/050/00003/AM 15/ :08/24/040/00008/AM15/ 11.04.2014 Date:29.04.2015 |
28
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Decision : It was decided to send a copy of applic;fi_b_l{ agam to Departméﬂt of Pharmaceuticals

' for their comments. The case was deferred for 29.04.2015. 1

e T — e e e S |
Case No.:68/5/82- * PartyName:FDCLTD ~ |Meet No/Date: 18/82-  [Status:Approved |
ALC4/2014 | ALC4/2014 | |

| 18.02.2015 | |
'HQ File RLA File " |Lic.No/Date:0310778140 [Defer Date: i
-01/82/050/00385/AM15/  :03/94/040/01125/AM14/ |11.04.2014 | |

598

i
|
i
i
|
|
|

Decision : In the light of written comments received from Departmentﬁof Pharmaceuticals vide
lltheir OM No. 35011/499/2014-PI(Norms) dated 11.02.2015, it was decided to ratify norms under |
_Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: 1

| Export product Exp. | SL.No. | Import items Qty. allowed 5
Qty. i
[CHLORAMPHENICOL EYE DROPS  Vial X cHLorAMPHENICOL [0.051 gm per 10 ml vial
0.5% W7V OF 10.00 ML = . . ?
‘. 2. DPE GRANULES s per packing policy |

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

" [Case No.:34/5/82- “[Party Name:ALEMBIC ~ |Meet No/Date:18/82- 'Status:Deffered |
ALC4/2014 PHARMACEUTICALS LTD |ALC4/2014 and Re-indexed
1 ‘ 18.02.2015 : A
— —— e - ]
[HQ File [RLA File Lic.No/Date:3410039800 |Defer \
:01/82/050/00351/AM15/ E:34/24/040/00003/AM15/ 115.04.2014 Date:29.04.2015

99 Decision :In the light of written comments received from Department of Pharmaceuticals vide .

|
|

H

{100 | '
| Export product Exp. Qty. | SL.No. [ Importitems Qty. Allowed ||
| kg/kg |
| VORICONAZOLE | 1kg 1 4-chloro-6-ethyl-5-fluoro- 3.30 . ‘
! pyrimidine |
; 2 1-(2,4-Difluorophenyl)-2-(1H- 5.50 :1
E 1,2,4-triazole-1-yl)ethanone |
| 3. R(-) 10 camphor sulfonic acid 1.01 - |
\ 4, Acetone 11.90 !

their OM No. 35011/417/2014-PI(Norms) dated 22.01.2015, it was decided to call from the firm

copy of Master Batch Formula for each strengths of export product duly certified by their Quality |
(Control Incharge, showing net content of APIs and each of the excipients. 1
| |
| 1
‘The case is deferred for 29.04.2015 f

“|Case No.:39/8/82- [Party Name:MYLAN et No/Date:18/82- Status:

ALC4/2014 LABORATORIES LIMITED |ALC4/2014 Approved
, 118.02.2015 ‘t

HQFile o " RLAFile  |Lic.No/Date:0910059757 iDefer Date:

:01/82/050/00703/AM135/ 1:09/24/040/00009/AM 15/ 116.04.2014

!Decision :In the Iightio% written comments received from Dei)aﬁrﬁéﬁ_i of Pharmaceuticals vid
'their OM No. 35011/542/2013-P1 (Norms) dated 25.03.2015, 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: |
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I 5. Methanol 826 - ,
e 6. Dichloromethane (or)Methylene | 3.98 '
* Chloride

7 Iso Propyl Alcohol 1.10

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

| [CaseNo.2110/82-  [Party Name:BIOLOGICAL E_ Meet No/Date: 18/82- [Status:Deffered |

| |ALC42014 LTD ALC4/2014 and Re-indexed |

- : 18.02.2015 g |

101 /HQFile — [RLAFile Lic.No/Date:0910059795 l’Defer |

! 1:01/82/050/00935/AM 15/ !:09/24/040/00678/AM14/ 21.04.2014 Date:29.04.2015

4 | T ————————————— ettt e — ,7ﬁn__—§

" |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

. |Pharmaceuticals.

| [CaseNo.69/5/82-  [PartyNameFDCLTD  |Meet NoDatc:18/82 Status: |
'ALC4/2014 é |ALC4/2014 Approved :
| | 118.02.2015 |
'HQ File ~RLAFile  [LicNo/Dae:0310778812 Defer Date: |

|:0 1/82/050/00386/AM 15/ 1:03/94/040/00041/AM15/ 121.04.2014 ] !

|

i

i

g —— —— —

i ,rl)ecision ¢ In the light of written comments received from Department of Pharmaceuticals vide
|

|

|

\

their OM No. 35011/451/2014-PI(Norms) dated 28.01.2015, it was decided to ratify norms I
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |

102 ‘
|

Export product Exp. | SL.No. | Import items Qty. allowed !

| Qty. {
| [CHLORAMPHENICOL EYE DROPS vial |1 [cHLorAMPHENICOL [0.051 gm per 10 ml vial /|
| [0:5% WV OF 10.00 ML vials S . _ i
| 2. LDPEGRANULEs  (As per packing policy |
i RA may take appropriate action as per the decision of Norms Committee. j
| [Case No.:78/5/82-ALC4/2014 [Party Name:IPCA ~ Meet No/Date:18/82-  [Status: |
j LABORATORIES LIMITED | ALC4/2014 Approved |
= i 18.02.2015 | |
' [HQFile RLA File Lic.No/Date:0310779054 Defer Date: |
g :01/82/050/00395/AM 15/ :03/94/040/00012/AM 15/ [22.04.2014 7 |

} jDecision : In the light of written _corr;me-nts rec-eiveduf;'-(;rf; Depa;‘tment ofPharmaceut;c;Is ;'fde_"
{ I'their OM No. 35011/426/2014-PI(Norms) dated 06.02.2015, it was decided to ratify norms

1103 Jiunder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: ]

. ‘ Export product Exp. | SL.No. | Import items Qty. allowed

{ =‘ Qty. kg/kg ,
i [Nandrolone Phenyl i 1. 19 Nor Androst-4-ene-3, 17- [ 1.008 [
1 [ ropionate 8 Dione (Norandrostenedione) ;
| or) 4-Estrene-3, 17-Dione i

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

[104|Case No.:48/10/82-  [Party NameMYLAN

Meet No/Date: 18/82-  [Status:Deffered j
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ALC4/2014 LABORATORIES LIMITED |ALC4/2014 ~ and Re-indexed
[18.02.2015 ‘

. HQFile ~ [RLAFile “ILic.No/Date:0910059803 Defer
“01/82/050/00962/AM 15/ :09/24/040/00650/AM 14/ 22.04.2014 Date:29. 04 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Depanment of |

f Pharmaceutlcals ;

 [Case No.:49/10/82- — —Party Name:MYLAN Meet No/Date:18/82- ‘Status Dt_aff';;ed
'ALC4/2014 LABORATORIES LIMITED ALC4/2014 and Re-indexed |

| g 18.02.2015 i

105 HQFile  [RLAFile 'L1c No/Date:0910059802 | Defer |
' 01/82/050/00963/AM15/ 1:09/24/040/00006/AM15/ '22 04.2014 Date:29.04. 2015 |

. IDet:lsmn : It was decided to defer the case for 29.04.2015 for comments of Department of !

i Pharmaceutlcals |

| [CaseNo.:38/10/82-  [Party Name:HETERO LABS Meet No/Date:18/82-  |Status:Deffered |

i ‘IALC4/2014 [LIMITED |ALC4/2014 ‘and Re-indexed |
| 18.02.2015 ' :

106 HQFile ~ RLAFile ~ [Lic.No/Date:0910059807 [Defer -

‘ 01/82/050/00952/AM 15/ 09/24/040/00656/AMI4/ 23.04. 20]4 |Date:29.04. 2015

! De(:lsmn It was decided to defer the case for 29.04.2015 for comments of Department of

3 ‘Pharmaceutlcals

~ [Case No.:77/5/82-ALC4/2014 Party Name:INDOCO ~ |Meet No/Date:18/82-  Status: |
| REMEDIES LIMITED ALC4/2014 |Approved |
: 18.02.2015 e i
;HQ Fie 'RLK Fle ~ [Lic.No/Date:0310779207 |Defer Date: |

1:01/82/050/00394/AM15/ w 03/94/040/00997/AM]4/ 23.04.2014

|
'DeCISIOn In the light of wntten comments received from Department of Pharmaceuticals vide their OM |

No. 35011/505/2014-PI(Norms) dated 12.02.2015, it was decided to ratify the norms under Para 4.7 of
‘HBP vl as per details given below or as applied by the firm, whichever is less:

107 ‘ Export Product Unit Import Item Qty. Allowed '
| BIMATOPROST OPHTHALMIC One 3 ml |
SOLUTION 0.01% IN 3ML BOTTLE. bottle BIMATOPROST 0.306 mg per bottle |

‘ BIMATOPROST OPHTHALMIC One 5 ml ' | i
_5 SOLUTION 0.01% IN SML BOTTLE. Soiite BIMATOPROST 0.510 mg per bottle i
‘ i
. BIMATOPROST OPHTHALMIC One 7.5 ml !
| SOLUTION 0.01% IN 7.5ml Bottle. bottle BIMATOPROST 0.765 mg per bottle
! 5

RA may take appropnate acnon as per the deusmn of Norms Commlttee

Case No.:53/5/82-ALC4/2014 [Party Name:UNIMAX ~ |Meet No/Date:18/82-  [Status:
| ‘CHEM[CALS PVT LTD. |ALC4/2014 Approved |
L 18.02.2015 ,
| )!08 HQ File RLA File ~ |Lic.No/Date:0310779156 |Defer Date: |
‘ | [:01/82/050/00370/AM15/ 03/95/040/00015/AM15/ i23 04.2014 ; i
Decnsnon : In the Ilght of written comments recelved from Department of Pharmaceutucals wde

| thelr OM No 35011/437/2014 PI(Norms) dated 06.02. 2015 it was decnded to ratlfv norms.
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, ‘under Para 4.7 of HBP v1 as per details gwen below or as apphed by the firm, whichever is less: }

‘ | Export product Exp. | SL.No. | Importitems Qty. allowed |
; Qty. kg/kg

. |Azithromycin Monohydrate I Azithromycin Dihydrate 1.05

- Juse ‘e

s

. |RAmay take appropraate actlon as per the decusuon of Norms Commlttee

109 \DBCISIOII :In the llght of written comments recewed from Department of Pharmaceuticals vide |

their OM No. 35011/420/2014-PI(Norms) dated 22.01.2015, it was decided to call from the firm
icopy of valid Drug Manufacturing License (DML) from the firm for both of the above export
gitems.

" [Case No.:6/5/82-ALC4/2014 |Party Name:UNITED Meet No/Date:18/82-  |Status:Deffered
i BIOTECH PVT.LTD. ALC4/2014 and Re-indexed |
\ i 18.02.2015 ; |
. [HQFile ~ [RLAFile ~ [Lic.No/Date:0510384810 Defer ]
| [OUB2/0SD0032I/AMIS/  [0S4I040/00034/AMIS/ 24.04.2014 Date:29.04.2015
|

!
, |
! \The case is deferred for 29.04. 20] S g

| [CaseNo.s3m0/82- Party Name:BRUNDAVAN  [Meet No/Date:18/82-  Status: :Deffered |
. ALC42014 LABORATORIES PRIVATE  ALC4/2014 and Re-indexed.
| LTD., 18.02.2015 |
110 HQ File ~ [RLA ﬁe“' o "~ [LicNo/Date:0910059856 [Defer |
| |:01/82/050/00967/AM15/ :09/24/040/00677/AM14/ 25.04.2014 Date:29.04.2015 |
! ’Demsmn It was decided to defer the case for 29.04.2015 for comments of I Department of ;
; Pharmaceutlcals |
'r___;Casel'_\l;.:ﬂlﬁlSZ;A_LCme_M" Party Name:DIVIS ~ |Meet No/Date:18/82-  Status:
! : 'LABORATORIES LTD., 'ALC4/2014 Approved
1] | 118.02.2015 |
HQFile  [RLAFile ~ |Lic.No/Date:0910059860 |Defer Date: ‘
:01/82/050/00476/AM15/ 09/24/040/000 14/AM15/ 125.04.2014

Declsmn In the Iught of written comments recewed from Departmen't ofiPHarmaceutlcals \n'de
‘their OM No. 35011/457/2014-PI(Norms) dated March 2015, it was decided to ratify norms
l !under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |

:]lli ‘

| Export product Exp. | SI.No. | Import items Qty. allowed
Qty. kg/kg
1. DI-T-BUTYL DI CARBONATE 1.7758 °

| IN-BOC-ETHYLENEDIAMINE ke \
| 2 [ETHYLENE DI AMINE 2.6637

Al 3 METHYLENE CHLORIDE 5.19 i

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

ICase No.:63/5/82- |Party Name:MACLEODS Enee] No/Date:18/82- Status:
ALC42014 o |PHARMACEUTICALS LTD. |ALC4/2014 'Approved

JIIZ
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] e [18.022015 |

. HQFile  [RLAFile Lic.No/Date:0310779501 |Defer Date:
:01/82/050/00380/AMIS/  |:03/95/040/00028/AM15/  [25.04.2014 |

\DeClSIOH . Irn the llght of ertten comments recewed from Department of Pharmaceutieals wde |
their OM No. 35011/325/2014-PI(Norms) dated 07.04.2015, 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. allowed
f Qty.
5 1. 9-(4-ACETOXY-3- 0.663kg/1000 No. | |
1
[AMCICLOVIR S00MG| o, ACETOXYMETHYLBUT-1-  fablets |
| YL)-2-AMINO-6- |
CHLOROPURINE |
s
|

RA  may take appropnate actlon as per the deusuon of Norms Commlttee

Case No.:64/5/82-ALC4/2014 [Party Name:SURVIVAL ~ Meet No/Date:18/82-  Status:Deffered |
TECHNOLOGIES PVT.LTD. ALC4/2014 .and Re-indexed |
| 18.02.2015 - .
113 'HQ File ~ |[RLAFile ~ [Lic.No/Date:0310779504 |Defer
7 :01/82/050/00381/AM15/ :03/95/040/00026/AM15/  [25.04.2014 Date:29.04.2015 |
Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
C&PC. 5
" |Case No.:41/10/82- |Party Name:VIVIMED LABS Meet No/Date:18/82- " [Status:Deffered |
- ALC472014 LIMITED 'ALC4/2014 ‘and Re-indexed |
|| i 18.02.2015
114 HQFile  |[RLAFile Lic.No/Date:0910059852 |Defer |
01/82/050/00955/AM1S/  |:09/24/040/00028/AM15/  [25.04.2014 Date:29.04. 2015

Declsmn It was decided to defer th the case fernzi) 04. 2015 for comments of Department of
C&PC

- M |

- [Case No.:46/10/82- Party Name:VIVIMED LABS |Meet No/Date:18/82- |Status:Deffered |

ALC4/2014 LIMITED ALC4/2014 and Re-indexed |
e | 118.02.2015 |
115 IHQ Fle  |RLAFile  |LicNo/Date:0910059853 | Defer |
| [01/82/050/00960/AMIS/  :09/24/040/00029/AMIS/  [25.04.2014 Date:29.04.2015

3 'Declsmn It was decided to ctefer the case for 29.04.2015 for comments of Department of
| |C&PC.

H
|
e =

| [CaseNo.:54/10/82- |Party Name:VIVIMED LABS Meet No/Date:18/82- [Status:Deffered
| ALc4noid LIMITED ALC4/2014 and Re-indexed |
; | [18.02.2015 ; i
116 HQFile RLA File T LicNo/Date:0910059858 Defer |

:01/82/050/00968/AM1S/  :09/24/040/00037/AMIS/  [25.04.2014 }Daze 29.04.2015 |

|
%i lDecmlon : It was a;:taed to defer the case for 29.04.2015 f‘or comments of Department ;E@»w?

C&PC

e e e ==

.1 17 Case No 51/10/82- {Party Name V]VIMED LABS IMeet NofDate 18/82- Status Deffered
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({[A_LCMZOIIM ~ UMITED ~ |ALC42014 m'fa'n_d'kéﬁdéié& '

. | 18.02.2015 | |
| [HQFile ~ RLAFile  [Lic.No/Date:0910059887 [Defer |
:01/82/050/00965/AM15/  |:09/24/040/00039/AM15/  28.04.2014 Date:29.04.2015 |
Decision: It was decided to defer the case for 29.04.2015 for comments of Department of ;,
e L AL S
| |CaseNo.:76/10/82-  |Party Name:KUDOS ~ [Meet No/Date:18/82- Status:Deffered
'ALC4/2014 CHEMIE LTD., ALC4/2014 and Re-indexed
; 18.02.2015 |
'HQ File ~ |RLATFile B LicNo/Date:2210014839 Defer |
:01/82/050/00990/AM15/  :22/24/040/00099/AM14/  29.04.2014 Date:18.02.2015 |
118 it ot . Ph e |

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/489/2014-PI(Norms) dated March 2015, it was decided to call from the firm
Past production vis-a-vis Actual consumption of inputs for last three years duly certified by
Central Excise Authorities.

The case is deferred for 29.04.2015

= S— S— S

CaseNo.:77/10/82-  [PartyName:NECTAR  [Meet No/Date:18/82  [StatusiDeffered
ALC4/2014 LIFESCIENCES LIMITED, |ALC4/2014 and Re-indexed
118.02.2015 '
119 HQFile ~ |[RLAFile Lic.No/Date:2210014838 [Defer

|:01/82/050/00991/AM 15/ |:22/24/040/00003/AM15/ [29.04.20]4 |Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
| [CaseNo.61/10/82- Party Name:STERLING Meet No/Date:18/82- |Status:Deffered |
g ALC4/2014 AUXILIARIES PVT LTD ALC4/2014 ‘and Re-indexed |
| | 118.02.2015 Q |
120 [HQ File RLAFile  [Lic.No/Date:0310779831 [Defer ;
‘ :01/82/050/00975/AM 15/ :03/95/040/00913/AM 14/ 129.04.2014 IDate:29.04.20|5 \
J‘ Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
| |c&Pc.
| CaseNo.20/10/82- '_‘iiahfyﬁain_é:iﬁ}iin?l“*'__Miéﬁafﬁaiéﬁfsif"'7§£ﬁ.§b€ﬁeré&'{
J |ALC4/2014 [LABORATORIES PRIVATE ALC4/2014 ‘and Re-indexed |
. LIMITED 18.02.2015 |
‘121 HQ File RLA File  |Lic.No/Date:0910059969 Defer |
{ 1:01/82/050/00934/AM15/ :09/24/040/00044/AM 15/ |01.05.2014 Date:29.04.2015 ‘
| o T , = o
. |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
| |Pharmaceuticals. |
- case No.:315;/82-ALC4/2_0_I_4'7 ‘fl;émy Name:NEW Meet No/Date:18/82- @tus:DeffereE
% g .
’ J ALLIANCE DYE-CHEM |ALC4/2014 ‘and Re-indexed |
22| PVT.LTD.,, 118.02.2015 [ !
i HQ File RLAFile  [LicNo/Date:0310780255 Defor !
:01/82/050/00320/AM 15/ :03/95/040/00017/AM15/ 01.05.2014 |Date:29.04.2015 J’
fager = d
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Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

Case No.:19/10/82- TF”arty‘Neme:-S—lzINl ~ Meet No/Date:18/82- tStatus Deffered
ALC4/2014 [PHARMACEUTICALS |ALC4/2014 iand Re-indexed
| LTD., 18.02.2015 ;
123 HQ File - ~ RLAFile ~ [Lic.No/Date:0910059967 |Defer i
E ‘ 01/82/050/00933/AM15/ ' 09/24/040/00020/AM15/ 501 05. 2014 |Date:29. 04 2015
Declsmn It was decided to defer the case for 29.04.2015 for comments of Depan;ment of
Pharmaeeutlcals
(Case N0.:43/10/82-  Party Name:SRINI  |Meet No/Date:18/82-  Status:Deffered
|ALC4/2014 PHARMACEUTICALS ALC4/2014 ‘and Re-indexed |
LTD., 18.02.2015
124 HQFle ~ [RLAFile Lic.No/Date:0910059968 Defer
l 01/82/050/’00957/AMIS.’ 09/24/040/0002 ]/AMIS." 01.05.2014 Date:29. 04 2015
Decision : It was decided to defer the case for 29.04.201 5 for comments of Department of i
Pharmaceuticals. ;
| CaseNo.:12/5/82-  |PartyName:DHANUKA  Meet No/Date:18/82-  Status:Approved
‘ 'ALC4/2014 LABORATORIES LTD. 'ALC4/2014
1 ? [18.02.2015 a
. [HQFile ~ [RLAFile ~ [Lic.No/Date: 0510385707"|Defer Date: |

0]/82/050/00329/AM 15/ |:05/23/040/00042/AM 15/ |05.05.2014 .

Declsnon In the Ilght of written comments received from Department of Pharmaceutlcals vide
‘their OM No. 35011/425/2014-PI(Norms) dated06.02 2015, 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:

| ttem of Export Qty. | SI.No. | Item of Import Quantity

allowed kg/kg
| CEFUROXIME AXETIL 1kg | 1. 7 ACA (7Amino
AMORPHOUS STEARIC Cephalosporanic Acid ) 023
. i ACID COATED 30% !
5125 | POWDER 2. Phosphorous Penta Chloride 0.3044 3
| 3. (Z) 2-Methoxy imino-(Furyl-
1 2yl) Acetic Acid Ammonium
| | Salt (SMIA) 0.267
| 2. | Methanol 0311
- 5. | Methylene Chloride 1.075
' ' 6. Chlorosulphony! Isocyanate 0.166 . |
i 7 Acetone 0.925 |
f 8 Tetra Methyl Guanidine 0.064 .
9 N,N Dimethyl Acetamide 0.574 |
10 Ethyl Acetate 0702 ||
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. 11 | Stearic Acid 0.6849 |
I 12 Poly Vinyl Pyrrolidone K25 0.00084
| i 13 Acetic Acid 0.0151

| 14 | Activated Carbon 0.0314

7 Case 'No.:54/5/82-ALC4/2014 Party Name:NEW

i RA may take approprlate actlon as per the deusmn of Norms Commlttee

Meet ‘No/Date l 8/82-

5 Status Deffered |

ALLIANCE DYE-CHEM  ALC4/2014 and Re-indexed |
Ll PVT.LTD., 18.02.2015 |
§]26 EHQ File RLA File |

[:01/82/050/00371/AM15/

Declsmn :
C&PC.

|

[ 03/95/040/00077/AM 15/

[05.05.2014

}Case No.:57/5/82-ALC4/2014 Party Name:NEW

|LIC No/Date 03 10780621 Defer

i iMeet No/ﬁétet_l_iﬁal__-

Date:29.04.2015

It was decided to defer the case for 29.04.2015 for comments of Department of | 5

 'Status:Deffered |

ALLIANCE DYE-CHEM  |ALC4/2014 !and Re-indexed |
| \ PVT.LTD., 18.02.2015 |
127 [HQ File ~ RLA File ~ [Lic.No/Date:0310780627 |Defer -

i \ 0 1/82/050/00374/AM 15/

‘C&Pc

pr—

B 03/95/040/00085/AM15/

'05 05. 2014

Case No.:35/5/82-ALC4/2014 Party ‘Name:ELIXIR PHARMA Meet No/Date:18/82-

Date:29. 04 2015 :
‘Declsmn It was decided to defer the case for 29.04.2015 for comments of Department of

(Status:
Approved |

l |ALC4/2014
| 18.02.2015 | |
' HQFile  RLAFile ~ [Lic.No/Date:0810131142 ‘Defcr er Date: |
; |:0 1/82/050/00352/AM15/ 08/24/040/00047/AM15/ ‘07 05.2014
Decision : In the light of written comments received from Department of Pharmaceutlcals vide
their OM No. 35011/422/2014-PI(Norms) dated 06.02 2015, 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:
128 [ \tem of Export Qty. | SLNo. | Item of Import Quantity
allowed kg/kg
3-Isobutyl Glutaric Acid | 1kg | 1. Isovaleraldehyde 0.6068
| (CMH Diacid)
‘ 2. Ethyl Cyanoacetate 0.7814
E 3 Diethyl Malonate 0.9784
L |
;_ FA may take approprlate actlon as per the decns:on of Norms Commlttee
" |Case No.:15/5/82-ALC4/2014 Party Name:PARABOLIC | Meet No/Date:18/82-  [Status:
: ' DRUGS LTD., 'ALC4/2014 'Approved
129 | 118.02.2015
I_ __H_Q_Flle B - ,,751,“;\ Flle 'Lac No/Date 0510386135 |Defer Date:
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-0|/82/(i§0'/60332’/AM15/ - 05/24/040/00036/AMI5/ l09.052014

Decision : In the Ilght of written comments received from Department of Pharmaceutlcais vide |
their OM No. 35011/440/2014-PI(Norms) dated 06.02 2015, it was decided to ratify norms |
'under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Qty. | SL.No. | Item of Import Quantity i
allowed :
kg/kg E
Cefdinir 1kg | 3. 2.263
7-Phenylacetamido-3-Chloromethyl ;
Cephalosporanic Acid Para
Methoxybenzyl Ester (GCLE)
2 CAEM (S-2-Benothiazoly(Z)-2-(2-
Amino Thiazol-4-yl-)-2- 1397
- Acetyioxyimino Thioacetate
3. Triethylamine 0.377
4. Acetone 6.24
5 Methanol 6.55
6. Methylene Chloride 7.41
7 Activated Carbon 0.055
8 Triphenyl Phospine 1.234 ‘
9 N-Butyl Acetate 0.85
RA -nia_y_ take ;b-pr-opria_te action as berrtl;é decision of Norms Committee.
" |Case No.:21/5/82- ~ Party Name:PARABOLIC ~ Meet No/Date:18/82-  Status:
ALC4/2014 DRUGS LTD., ALC4/2014 Approved
‘ |18.02.2015
HQ File RLA File Lic.No/Date:0510386136 Defer Date:

:01/82/050/00338/AM 15/ :05/24/040/00039/AM 15/ 109.05.2014

Decision : In the Ilght of written comments received from Depa rtment of Pharmaceuticals vide |
their OM No. 35011/408/2014-PI(Norms) dated January 2015, it was decided to ratify norms
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Qty. | SL.No. | Item of Import Quantity
130 allowed
| ke/kg

! Bacampiciliin Hel | 1 kg | 1. 6-Amino Pencillianic Acid (6-APA) 1.091

| 2. 1-Chloroethyl Ethyl Carbonate 0.8575

3. D-alpha Phenylgycin Base 0.7045
4. Ethyl Aceto Acetate 0.687
5. Iso Propyl Alcohol 0.320
6. Methylene Chloride 1.968
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- | |7 | Methyl Acetoacetate | 0.636 B
% | 8 N,N-Dimethyl Acetamide 2.84
‘ 9 N-Butyl Acetate 2.00 |
; , 10 Pivaloyl Chloride 0.55 . - ‘
3‘ { 11 Trietylamine 0.036

iRA may take appropnate actnon as per the de(:lsuon of Norms Commlttee

|Case No.:17/5/82-ALC4/2014 %Party Name:RECKITT ‘Meet No/Date:18/82- |Status:Deffered }
' IBENCKISER ALC4/2014 |and Re-indexed |
L HEALTHCARE INDIA 118.02.2015 ; 1
L LIMITED | , |
'HQ File RLA File Lic.No/Date:0510386224 [Defer 1
:01/82/050/00334/AM 15/ :05/24/040/00053/AM15/ 09.05.2014 Date:29.04.2015 |

|Declswn in the I|ght of written comments recenved from Department of Pharmeeeutlcals vide 1
!thEIf OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm i
'followmg information: \
|
\

113] ! i) Copy of Drug Manufacturing License (DML) indicating approved compositions of

| export products.

| |ii) Pharmaceuticals specification for each of the export products.

Y Packaging /presentation of export products specifying quantity of contents of export

|| products in each of the packs |

i) Master Batch Formula indicating quantitative requirement for each of the ingredientsl

! ! duly certified by the production and qualities control in charge. ‘
% V) Manufacturing process involved in production of the export products indicating the Ievel;

of wastage /recoveries of various solvents / raw material during the process.

|
|
f The case was deferred for 29.04.2015 |

g [Case No.:18/5/82-ALC4/2014 ‘Party Name:RECKITT [Meet No/Date:18/82- ;Status:Deffered i
' } BENCKISER |ALC4/2014 Land Re-indexed '
{ \ fHEALTHCARE INDIA 18.02.2015 ‘ [
L] LIMITED ? j
[HQ File ‘rRLA File Lic.No/Date:0510386223 |Defer | '
1:01/82/050/00335/AM15/ I 05/24/040/00021/AM15/ 109.05. 2014 |Date:29.04. 20]5 '

i
s
|
} EwDe(:lsmn :In the Ilght of wr|tten comments recewed from Department of PharmaceutucaIs vide |
| their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm I
! followmg information: [
|

|

1321 1) Copy of Drug Manufacturing License (DML) indicating approved compositions of |
i export products. !
i) Pharmaceuticals specification for each of the export products. i
i) Packaging /presentation of export products specifying quantity of contents of export |
. products in each of the packs
! iiv) Master Batch Formula indicating quantitative requirement for each of the mgredlents
, duly certified by the production and qualities control in charge.
. ' V) Manufacturing process involved in production of the export products indicating the level
(\Rs&/ || of wastage /recoveries of various solvents / raw material during the process. i
\ | The case was deferred for 29.04.2015 1
R
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" [Case No.:19/5/82-ALC4/2014 [Party Name:RECKITT ~ |Meet No/Date:18/82-  |Status:Deffered |

! 'BENCKISER \ALC4/2014 and Re-indexed |
- HEALTHCARE INDIA :18.02.2015 ‘ :
! LIMITED 1 ?
'HQ File ~ [RLAFile  [Lic.No/Date:0510386217 Defer |
:01/82/050/00336/AM15/ :05/24/040/00020/AM15/ 09.05.2014 Date:29.04.2015

% IDeClSIOIl In the Inght of wntten eohments recewed from Department of Pharmaceutncals vide |
133 ‘their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm |
 [following information: ;

(a) Copy of valid Drug Manufacturing License for the export produdct showmg
approved composition of the product.

(b) Copy of Master Batch formula duly authenticated by Quality-Control Incharge. %
|The case was deferred for 29.04.2015

[Case No.:18/10/82- Party Name:SATYA Meet No/Date:18/82-  Status:Approved |

| |ALC4/2014 DEEPTHA 'ALC4/2014 } !
, PHARMACEUTICALS LTD |18.02.2015 | ;
HQFile ~ |RLAFile ~ [Lic.No/Date: 0910060039 | ‘Defer Date: |

0]/82/05(}/00932/AM15/ l: 09/24/040/00064/AM15/ 09 05. 2014 | 1
DeCISlon Commlttee considered the case as per agenda and in light of written comments
rreceived from Department of Pharmaceuticals vide their OM No. 35011/480/2014-PI(Norms)
' dated 25.03.2015and 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/

134 lower:-

Export product Exp. | SLNo. | Import items Qty. i
| Qty. Allowed ||
. Kghkg ||

1 (3aS,6aR)-Tetra hydro-4- 1.093 ‘

(3R,3aS,6aR)-he3¢ahydrofur0[2,3- 1 kg methoxy furo [3,4-b] furan- W

| b] furan-3-yl 4-nitrophenyl 2 (3H)-one |

| e Conplen) 2 Potassium Boro Hydride | 0.55 - ||
| 3 Tetra Hydro Furan 2.73 .

RA concerned ‘may take further necessary actlon as per above demsmn of NC

— —— — g}

'Caee ‘No.:17/10/82- Party Name:HETERO LABS Meet No/Date:18/82- ‘]Status:Del‘fered !
|ALC4/2014 ‘L]MITED ALC4/2014 1and Re-indexed |
' ‘ 118.02.2015 ‘ :
1135 Jﬁ_(_)_ﬁ_ DU ~ RLAFile ~ |Lic.No/Date:0910060072 Defer i
‘ 01;’82/050/0093 l/AMlS/ 09/24/040/00054/AM15/ {12.05. 2014 Date:29.04. 2015 ‘

= S v L

Decl.;}lon It was decnded to defer the case for 29 04, 201 5 for comments of Department of
Pharmaceutlcals ‘

!—__ Easelilt;gll—(ﬁsiztj ' \Party Name:MYLAN 'Meet No/Date:18/82-  [Status:Deffered }
|136 lALC4/2014 LLABORATOR]ES LIMITED ALC4/2014 ialld Re-indexed ;
| |18 02 2015 |

i
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138

HQ File RLAFile ~ [Lic.No/Date:0910060057 Defer
:01/82/050/00919/AMIS/  |:09/24/040/00676/AM14/  |12.05.2014 Date:29.04.2015

Decision: It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcais

(Case No.:52/10/82- Party Name:AUROBINDO \Meet No/Date:18/82-  Status:Deffered

ALC4/2014 PHARMA LIMITED 'ALC4/2014 and Re-indexed
\13 022015 |

HQ File o RLA File LLic.No/Date:0910060080 Defer

:01/82/050/00966/AM15/ | :09/24/040/00055/AM15/ 13.05.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29. 04.2015 for comments of Department of
Pharmaceutlcals

Case No.:34/10/82-  |Party Name:DR REDDYS ~ |Meet No/Date:18/82- Status:Deffered |
ALC4/2014 LLABORATORIES LIMITED |ALC4/2014 and Re-indexed |
| | 118.02.2015 | ]
HQFile - RLAFile  [Lic.No/Date:0910060082 Defer |
j :01/82/050/00948/AMI5/  |:09/24/040/00017/AMIS/ |13.05.2014 Date:29.04.2015 |

|
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of %
|Pharmaceuticals. [

1139

|
|
|
|

.Case No.:3/10/82-ALC4/2014 |Party Name:GLAND ~ Meet No/Date:18/82- \Status Deffered \
PHARMA LIMITED ALC4/2014 and Re-indexed

} , 18.02.2015

HQ File ~ [RLAFile ' Lic.No/Date:0910060092 [Defer ey

:01/82/050/00917/AM15/ !:09/24/040/00065/AM 15/ 113.05.2014 {Date:18.02.2015

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

i) Literature reference about conversion of IUs to weight of various Low Molecular

; Weight Heparins i.e. Nadroparin, Enoxaprin and Delteparin sodium. i

; ii) Consumption data for all raw materials used in the production of Low Molecular |

weightHeparin-Delteperin Sodium Injections, duly certified from Central Excise
‘ authorities for the year 2012-13, 2013-14 and april to December 2014.

iii)  Copies of batch log sheets for the last 5 consecutive batches for conversion of
1 Heparin Powder into Delteparin sodium indicating the actual consumption of all
‘ raw materials consumed for getting the API used in the Delteparin SOdluﬂ'll
} injections.

iv) Copies of batch log sheets for last 5 consecutive batches indicating actual
| consumption of 16 raw materials applied for import in all applications agamst
{ export of Low Molecular weight Heparin-Delteparin sodium injections in pre-
|
|
|
|

filled syringes. ‘

The information sought vide Item No. 2 and 3 above may be certified byi
production in-charge of manufacturing unit of the firm.

The case was deferred for 18.03.2015 i

=== = — e ]

| [CaseNo.:44/10/82- - [PartyName:MYLAN ~ Meet No/Date:18/82-  |Status:Deffered |
. ALC4/2014 LABORATORIES LIMITED | ALC4/2014 and Re-indexed |
;'40; , 18.02.2015 | |
. [HQFile ~ [RLAFile  Lic:No/Date:0910060088 Defer }
-l"'v-ﬁ? i
Trade 40

Dir

Ge
e fTUD:

«Lar‘.n eant
W, wa ;w

udyeg Bhawarn:



? 01/82/050/00958/AMI5/ o [09/24/040f00053/AM15/ ‘13 052014 \Date 290420151

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of i

Pharmaceuncals ;
~ |Case No.:59/10/82- ‘Parcy Name:MYLAN  [Meet No/Date:18/82- 'Status:Deffered [
|ALC4/2014 ‘LABORATORIES LIMITED |ALC4/2014 ‘and Re-indexed i
‘ 18.02.2015 ‘ ‘

141 HQ File " RLA File "~ |Lic.No/Date:0910060084 Defer |
01/82/050/00973."AM15/ 09/24/040/0(}045/AM]5/ 13.05. 2014 Date 18.02. 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
Pharmaceutlcals

" [Case No.-39/10/82- _ |Party Name:MYLAN ~ |Meet No/Date:18/82-  Status:D D_e_f_fered‘
zALC4/2014 .LABORATOR]ES LIMITED ALC4/2014 |and Re-indexed =
- I {18.02.2015 .

142 HQ File “RLAFile "~ ILic.No/Date:0910060145 [Defer
01/82/050/00953/AM 15/ ‘ 09/24/040/00060/AM15/ 119.05. 2014 Date:18.02. 2015
Declsmn : It was decnded to defer the case for 29 04. 2015 for comments of Department of‘

! ‘Pharmaceutlcals |
Case No.:120/8/82-ALC4/2014 [Party Name:INDOCO " [MeetNo/Date:18/82-  [Status: |
REMEDIES LIMITED ALC4/2014 jApproved
'18.02.2015 ‘
HQ Fle  |RLAFile  |LicNo/Date:0310782171 [Defer Date:
01/82/050/00784/AM15/ 1:03/94/040/00111/AM15/ 20.05.2014 |

Decision : In the llght of written comments received from Department  of 7Pharmaceut|cale vide |
their OM No. 35011/555/2014-PI(Norms) dated 26.02.2015, it was decided to ratify norms
' |under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: 1

‘ 1 Item of Export Qty. | SI.No. | Item of Import Quantity allowed ‘
143 ke/kg ;
v [ LATANOPROST | 1kg |1. 0.1275 mg/2.5 ml |
' | OPHTHALMIC LATANOPROST vial |
| SOLUTION,0.005% '

| 25 ML. 2. Eye Drop Bottle (Packing 1.01 nembers for

\ Material). each vial Net+1%
3. Eye DI'Op Caps (Packing 1.01 nembers for i
Material) each vial Net+1% ,
: fi '
; 4. Eye Drop Insert (Packing G SRERe |
| Material) each vial Net+1% ‘

\ 1RA may take approprlate action as per the decnsmn of Norms Commlttee

ié;s; No.:38/5/82- IPartyﬁme[N'fA_S iMeeiﬁ(;D;t; 18/82- Status Approved
- |ALC42014 'PHARMACEUTICALS |ALC4/2014 .
144 LTD., 18.02.2015 | .
| [HoEE = - [REAEEeS kT "~ [Lic.No/Date:0810131456 Defer Date:

:01/82/050/00355/AM15/ I 08/24!040/’00076/AM15! '20 05 20!4
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| Decision : In the light of written comments received from Department of Pharmaceuticals vide |
| their OM No. 35011/431/2014-PI(Norms) dated 02.02.2015, it was decided to ratify norms

under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
, Item of Export Qty. [ SLNo. | Item of Import Quantity
{ allowed
- ke/kg ;
| 3 A;(SESSESHI\;D:ECHLOR[DE 1 Nos. | 1- DOXEPIN HCLEP/BP /Usp/py. | | 1-526 mg/10 !
[ EUR mg capsule
|
\ |
' A;‘:Jgs;DﬁgCHLOR'DE 1 Nos. | 1- DOXEPIN HCL EP / BP / USP / PH. 28.815 mg/25
| EUR mg capsule
r
1 iggzselj’gst-l;)[);gcr{l.omoe 1 Nos. | 1- DOXEPIN HCL EP / BP / USP / PH. 57.630 mg/50
[ EUR mg capsule
} %ol
, — ———

~ IRAmay take appropriate action as per the decision of Norms Committee.

CaseNo.:35/10/82-  Party NameMYLAN  |Meat No/Date:18/82- 7@:@5&@.—&@

ALC4/2014 LABORATORIES LIMITED 'ALC4/2014 |and Re-indexed [
| | 18.02.2015 ;
145[HQFile  [RLAFile  |Lic.No/Date:0910060166 Defer e
i f:0|/82/050/00949/AM15/ }:09/24/040/00076/AM15/ 121.05.2014 |Date:29.04.2015 f
J Decision : It was decided to defer the case for 29.04.2015 for comments of Department of l
| [Pharmaceuticals. {
| [CaseNo.:36/10/82-  [Party NameMYLAN {ﬁéé?ﬁo?ba?é?lé@i—m—"'igiéfd;f)&e—mﬁ’
| ALC4/2014 [ILABORATORIES LIMITED |ALC4/2014 |and Re-indexed
| ! 18.02.2015 l
146[HQFile  RLAFle  [Lic.No/Date:0910060165 [Defer |
| [01/82/050/00950/AM15/  |:09/24/040/00072/AMIS/  121.05.2014 Date:29.04.2015 |
} }Decision :It was decided to defer the case for 29.04.2015 for comments of Department of !
| |Pharmaceuticals. :
| [CaseNo.221/6/82- Party Name:ANUH ~ |Meet No/Date: 18/82- ~ [Status:Approved
. |ALC4/2014 PHARMA LTD. \ALC4/2014 !
Ll i 118.02.2015 f
' |[HQFile RLA File Lic.No/Date:0310782489 [Defer Date: |
l :01/82/050/00623/AM15/ 1:03/94/040/00125/AM 15/ 122.05.2014 | ‘

\ ;Decisiohiz-l_r; the Ii_gh¥6_f_;vriiﬁéh_comments received froh'bekpartmght of Piﬁé-r_rr;acfeiﬁ—tiEéE\)ide}
] their OM No. 35011/548/2014-PI(Norms) dated 07.04.2015, 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: |

|
|
J

|
|| Item of Export Qty. | SL.No. | Item of Import Quantity allowed
1{ ke/kg !
f BETAMETHASONE 1. 0.885

[prerOPIONATE 1kg Betamethasone |
; |
: 5 !rRA may take appropriate action as per the decision of Norms Committee. ]
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Case No.:79/8/82-ALC4/2014 |Party Name:BDR Meet No/Date: 18/82- Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
INTERNATIONAL PVT. 18.02.2015
LTD.

HQ File RLA File Lic.No/Date:0310782569 |Defer

:01/82/050/00743/AM15/ :03/94/040/00040/AM 15/ 22.05.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

Case No.:41/5/82-ALC4/2014 Party Name:ALMELO PVT  Meet No/Date: 18/82- Status:Deffered
LTD ALC4/2014 and Re-indexed
18.02.2015
HQ File RLA File Lic.No/Date:0910060207 [Defer
:01/82/050/00358/AM15/ :09/24/040/00096/AM 15/ 23.05.2014 Date:29.04.2015

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm
Past production vis-a-vis Actual consumption of all the inputs duly certified by Central Excise
Authorities for the period 2013-2014 and 2014-15.

The case was deferred for 29.04.2015

Case No.:16/8/82-ALC4/2014 [Party Name:GLAND Meet No/Date:18/82- Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
18.02.2015
HQ File RLA File Lic.No/Date:0910060220 |Defer
:01/82/050/00680/AM15/ :09/24/040/00094/AM 15/ 26.05.2014 Date:29.04.2015

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/221/2014-PI(Norms) dated 18.02.2015, It was decided to call from the firm
following information:

i) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium
Injections pre-filled Syringes duly certified by Central Excise Authority for the year
2012-13, 2013-14 and April to December 2014.

ii) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparin
Powder into Enoxaprin Sodium indicating the actual consumption of all raw materials
consumed for getting the API used in the Enoxaprin Sodium injections.

iii) Copies of batch log sheets for last 5 consecutive batches indicating actual consumption
of 16 raw materials applied for import in all applications against export of Enoxaprin
SodiumInjections in pre-filled syringes.

The information sought vide Item No. 2 and 3 above may be certified by production in-
charge of manufacturing unit of the firm.

The case was deferred for 29.04.2015

Case No.:114/8/82- Party Name:INDOCO Meet No/Date: 18/82- Status:

ALC4/2014 REMEDIES LIMITED ALC4/2014 Approved
18.02.2015

HQ File RLA File Lic.No/Date:0310782942 |Defer Date:

:01/82/050/00778/AM15/ :03/94/040/00133/AM15/ 26.05.2014

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/555/2014-PI(Norms) dated 26.02.2015, it was decided to ratify norms
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’Eder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Item of Export Qty. | SI.No. | Item of Import Quantity allowed
ke/kg
LATANOPROST 1kg {1 0.1275 mg/2.5 ml
OPHTHALMIC LATANOPROST vial
SOLUTION,0.005%
2.5 ML. N Eye Drop Bottle (Packing 1.01 numbers for
Material). each vial Net+1%
3. Eye Drop Caps (Packing 1.01 numbers for
Material) each vial Net+1%
4. Eye Drop Insert (Packing 1.01 numbers for
Material) each vial Net+1%

[-EA may take appropriate action as per the decision of Norms Committee.

W
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Case No.:119/8/82- Party Name:KUSUMA Meet No/Date:18/82- Status:Deffered
ALC4/2014 PHARMA ALC4/2014 and Re-indexed
18.02.2015
152 |HQ File RLA File Lic.No/Date:0310782930 |Defer
:01/82/050/00783/AM15/ :03/94/040/00115/AM15/ 26.05.2014 Date:29.04.2015

F)ecision It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC. |

[ [case No.:29/10/82- Party Name:MSN Meet No/Date: 18/82-  |Status:Deffered

ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
LIMITED 18.02.2015

153 |HQ File

RLA File Lic.No/Date:0910060235 |Defer
-01/82/050/00943/AM15/ -09/24/040/00110/AM15/ 27.05.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals. |

rTCase No.:71/10/82- Status:Deffered

Party Name:SYMBIOTEC Meet No/Date:18/82-
ALC4/2014 PHARMALAB LTD., ALC4/2014 and Re-indexed
18.02.2015
154 [HQ File RLA File Lic.No/Date:5610004240 Defer
-01/82/050/00985/AM15/ :56/24/040/00009/AM15/ 27.05.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
" [case No.:115/8/82- Party Name:INDOCO Meet No/Date:18/82- Status:Deffered I
ALC4/2014 REMEDIES LIMITED ALC4/2014 and Re-indexed
155 18.02.2015
HQ File RLA File Lic.No/Date:0310783328 |Defer
:01/82/050/00779/AM135/ :03/94/040/00151/AM15/ 28.05.2014 Date:29.04.2015

Decision: It was decided to defer the case for 29.04.2015 for comments of Department of

r Pharmaceuticals.

oo
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| |CaseNo.:145/6/82- Party Name:LAKE Meet No/Date:18/82-  [Status:Deffered

ALC4/2014 CHEMICALS PRIVATE | ALC4/2014 and Re-indexed
f LIMITED 18.02.2015

156 HQ File o ~ RLA File o= Lic.No/Date:0710104565 |Defer
:01/82/050/00547/AMIS/  :07/24/040/00003/AM1S/ 28052014 Date:29.04.2015 |
Decision : It was decided to defer the case for 29.04.2015 for comments of Departrnent of
'Pharmaceutlcals

~ [Case No.:34/8/82-ALC4/2014 [Party Name:MYLAN ~ |Meet No/Date:18/82-  [Status:Deffered |

. LABORATORIES LIMITED |ALC4/2014 and Re-indexed |

- | ~ 18.02.2015 | ]

157 HQFile ~ [RLAFile ~ Lic.No/Date:0910060257 Defer |
:01/82/050/00698/AM15/  :09/24/040/00103/AMIS/  [28.05.2014 Date:29.04.2015

E)ec:snon It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcals

| [Case No.:38/8/82-ALC4/2014 [Party Name:MYLAN Meet No/Date:18/82- Status:Deffered

LABORATORIES LIMITED |ALC4/2014 and Re-indexed |

18.02.2015 !

158 HQFile ~ RLAFile  |Lic.No/Date:0910060258 Defer 1
:01/82/050/00702/AM1S/  :09/24/040/00108/AM1S/  28.05.2014 Date:29.04.2015

; Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘

. |Pharmaceuticals. {‘

| |CaseNo.:51/8/82-ALC4/2014 [Party Name:PVS ~~ |Meet No/Date:18/82- |Status: Deffered |

i | |LABORATORIES LTD !ALC4/2014 |and Re-indexed ‘

. 18.02.2015 i |

159 HQFile EL?G‘II&  |Lic.No/Date:0910060267 [Defer *,_____E
| [01/82/050/00715/AM1S/  [:09/24/040/00022/AMIS/ 28052014 Date:29.04.2015

B 2 SOOI | .. i =0

Decision : It was dec1ded to defer the case for 29.04.2015 for comments of D Depanment of
*Phannaceutlcals

' |Case No.:100/8/82- ~ Party Name:IPCA ~ [Meet No/Date:18/82-  [Status:Deffered | |

|— ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed |

|| | 18022015 | ‘
[HQ File T RLAFile ~  [LicNo/Date:0310783592 Defer
:01/82/050/00764/AM15/ 03/94/040/00129/AMIS/ 29052014 Date:29.04.2015 \

[DECISIOII : In the ||gﬂf of written comments received from Department of Pharmaceuticals vid wde‘
‘their OM No. 35011/556/2014-PI(Norms) dated 07.04.2015, 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:
160 ‘
Item of Export Qty. | SL.No. | Item of Import Quantity allowed
ke/kg |
Etodolac lkg | 1. 7-Ethyl Tryptophol 0.72 — |
2. Methyl-3-Oxopentonoate 0.54 )
3. Methanol 114 B :
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i _|RA may take appropriaté action as pét the decision of Norms Committee. : ) ‘

| |Case No.:37/8/82-ALC4/2014 Party Name:MSN 'Meet No/Date: 18/82- Status:Deffered
E PHARMACHEM PRIVATE |ALC4/2014 and Re-indexed
1 LIMITED 18.02.2015 |
161 |HQ File RLAFile  [Lic.No/Date:0910060282 |Defer
' "01/82/050/0070[/AM15/ '09/24/040/00] 13/AM15/ 29.05.2014 |Date 29, 04 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
~ |Case No.:44/8/82- gatt;(?l"a‘rt]é:-i’ERKIN )Meet_-No/Daté:'l- 8/82- 1Status:Approved
ALC4/2014 LABORATORIES ‘ALC4/2014 ‘
! 118.02.2015
HQ File ~ |RLAFile - =L|c No/Date:0910060298 Defer Date: |
:01/82/050/00708/AM15/ |'09/24/040/00087/AM15/ 30 05.2014

lDECISIOII In the light of written comments receuvedﬁ ftom bépartment of Pharmaceutlcals vude
'their OM No. 35011/561/2014-PI(Norms) dated 07.04.2015, 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:
|

| Item of Export Qty. | SI.No. | Item of Import Quantity
162
[ | allowed kg/kg
Bromo Ketorolac 1kg | 1. Pyrrole 0.79
(OR) 5-Benzoyl, 3bromo-
2,3- Dihydro, 1-H 2. Isopropenyl Acetate 0.90
yEmiiaines i carhoxylie 3. Dimethyl sulphoxide 171
acid
4, DMF 1.53
5. Potassium Carbonate 4.16
6. Di-ethyl malonate 2.29

t ‘RA may take appropnate action as per the demsnon of Norms Committee.

e ———— ——— — e e e )
Case No.:8/18/82-ALC4/2014 Party Name:DEEPAK Meet No/Date:18/82-  [Status:Deffered |
1 ! ‘NITRITE LIMITED |ALC4/2014 and Re-indexed t
|| 118.02.2015 E
163HQFile ~ RLAFile ~ [LicNo/Date:3410040192 [Defer
0l/82/050/0]374/AM15/ 34/24/040/00037/AM15/ 03.06. 20]4 |Date:29.04. 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of :
C&PC. '.
“[Case No.:30/10/82-  |Party Name:EYTAN LABS  |Meet No/Date:18/82-  Status:Deffered |
ALC4/2014 [LIMITED ALC4/2014 and Re-indexed
, ‘ |18.02.2015 ! |
164 HQ File RLA File Lic.No/Date: 0910060340 Defer ‘
:01/82/050/00944/AM15/ ‘ :09/24/040/00097/AM 15/ [03.06.2014 Date 29.04. 20]5
‘ ! Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
. Pharmaceutlcals !
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Case No.:68/6/82-ALC4/2014 Party Name:SUN

165

'HQ File
:01/82/050/00470/AM15/

| Meet No/Date:18/82-
'PHARMACEUTICAL 'ALC4/2014
INDUSTRIES LTD., 18.02.2015 |
RLA File Lic.No/Date:0310784098 |
1:03/95/040/00169/AM15/ 03.06.2014 |

 [Status:

e |

Defer Date "

Approved

Decision : In the hght of written comments received from Department of Pharmaceuticals wde
their OM No. 35011/527/2014-PI(Norms) dated 26.02.2015, 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

ON WHITE PUMP AND
ACTUATOR WITH BLUE CAP
FOR FLUNISOLIDE NASAL
SPRAY MWVV CALMAR
A0040332

net +1%

Qty. | SLNo. | Item of Import Quantity
allowed
[FLUNISOLIDE NASAL SOLUTION | Bottle | 1. FLUNISOLIDE USP 6.25 mg
| usp0.025% (ANHYDROUS) .
7. 10Z WHITE OPAQUE
CYLINDRICAL ROUND HppE | 1-01 numbers '
BOTTLE 2040 SCREWED net +1% ?
NECK KERR 34296
3. 20 MM MK 11 GL 20 SCREWED | | 0] numbers |

RA may take approprlate at:troh as per the decrsmn ef Norms Commlttee

166
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Case No.:47/8/82-ALC4/2014  Party Name:HETERO LABS

'HQ File
:01/82/050/00711/AM15/

pee———

Meet No/Date:18/82-  [Status:
LIMITED /ALC4/2014 approved
* 18.02.2015
“iRLA File ey ¥ ‘Illc_l\-I-O/Dateﬁ 0910060381 Defer Date: |
:09/24/040/00122/AM15/ 05.06.2014 f

Decision : In the light of written comments received from Department of Pharmaceutlcals vide |
their OM No. 35011/535/2014-PI(Norms) dated 25.03.2015, it was decided to ratify norms|
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: ;

| Item of Export Qty. | SL.No. | Item of Import Quantity
. allowed kg/kg
| FINASTERIDE 1kg | 1. 3-OXO-4-AZA-5-ALPHA-
ANDROSTANE-17-BETA FO0 " " r
CARBOXYLIC ACID ‘
2. DI ISOPROPYL ETHER 10.17 ‘
3. BIS(TRIMETHYL SILYL)- 147 !
TRIFLUORO ACETAMIDE ;
4. 2,3-DICHLORO-5,6-DICYANO | (.86
BENZOQUINONE

HQ File
1:01/82/050/00713/AM15/

LIMITED
|

RLA File

1:09/24/040/00121/AM15/

'RA may take apprOprlate actaon as per the decuswn of I Norms Commtttee

(Case No.:49/8/82-ALC4/2014 [Party Name:HETERO LABS

ALC4/2014
18.02.2015

~ Meet No/Date: 18/82-

Status: |
/Approved

" Lic.No/Date:0910060380 |Defer Date:

05.06.2014

Decleion In the light of written comments received from Department of Pharmaceuticals vide
thelr OM No. 35011/540/2014-PI(Norms) dated 25.03.2015, it was decided to ratify norms|

under Para 4 7 of HBP v1 as per details gwen below

VAL K U\.uﬂ.re
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Item of Export Qty. [ SLNo. | Item of Import Quantity i
? allowed Kg/Kg
1 RAMIPRIL 1kg | 1. BENZYL-~(CIS.ENDO)-
1 OCTAHYDRO CYCLOPENTA
‘ (B) PYRROLE-2-(S)-
| CARBOXYLATE 0.83
‘ HYDROCHLORIDE
| 5 N-[1(S)-CARBOETHOXY-3-
L PHENYL PROPYL]~(S)- 0.98
t ALANINE
; 3 N.N-DICYCLOHEXYL 0.858 w
E | CARBODIIMIDE

RA may take appropnate act|on as per the demsnon of Norms Commlttee

|
_ —_— — ————e e S—

~ |Case No.:15/8/82-ALC4/2014 Party Name:ALMELO PVT  |Meet No/Date:18/82- @RE;:DerfEFEJ ?

| LTD ALC4/2014 and Re-indexed |
| ' 18.02.2015 ! |
HQFile ~ RLAFile  [LicNo/Date:0910060403 Defer i
:01/82/050/00679/AM1S/  :09/24/040/00119/AMIS/ 109.06.2014 Date:29.04.2015 |

168 |Decision : In the Ilght of wrnttén comments received from Department of Pharmaceuticals vide |
‘their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm |

Past production vis-a-vis Actual consumption of all the inputs duly certified Central Excise
Authorities for the period 2013-2014 and 2014-15.

| [Case No.:48/8/82-ALC4/2014 Party Name:ALMELO PVT ~ Meet No/Date:18/82-  Status:Deffered |

; ILTD 'ALC4/2014 and Re-indexed |
! ! 18.02.2015 ;

HQFile RLA File LicNo/Date:0910060402 Defer
| [:01/82/050/00712/AMIS/  :09/24/040/00118/AM1S/  09.06.2014 IDate:29.04.2015

169 Dec:smn In the Ilght of wrltten comments recelved from Department of Pharmaceutlcals vide |
their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm |

Past production vis-a-vis Actual consumption of all the inputs duly certified Central Excnsel
Authorities for the period 2013-2014 and 2014-15.

The case was deferred for 29.04.2015

e ——— & |

| |CaseNo.:67/9/82-  |Party Name:JUBILANT LIFE [Meet No/Date:18/82- Status:Approve |
| |ALC4/2014 'SCIENCES LIMITED 'ALC4/2014 d -
; 18.02.2015 |

. |HQFile ~ [RLA File ~ |Lic.No/Date:051038839 |Defer Date:
| 01/82/050/00864/AM15/  :05/23/040/00101/AM15/ 4

I
17 ————— e — A — e ——————

!0 IDec:snon Comm;ttee con51dered the case as per agenda and in light of written comments'
received from Department of Pharmaceuticals vide their OM No. 35011/251/2014- PI(Norms)l
dated 18.03.2015 and in consultation with technical authority present in meeting, decided to'

|
‘ ratlfy norms under para 4.7 of HBP as per details given below or as applied by firm whichever i is |
|

| { 090620I4 | ‘
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‘ Export product Exp. SI.No. | Import items Qty in mg for export of | |
| Qty. 1 Pantoprazole tablet f
| 20 mg Tabs 40 mg tabs |

. 1 Pantoprazole 21.571 43.143

‘ Sodium i

| Pantoprazole 2 Mannitol USP 42.44 84.88 !

| Tablet 1 kg (Pearlitol 25C) ;

i 3 Sucrose USNF 8.00 16.00 [ ¥

: 4 Hypromellose 1.86 3.72
o (Pharmacoat 603
L 3cps) USP

RA concerned may t: take further necessary actlon as per above decusnon of NC

' Case No.:54/8/82-ALC4/2014 [Party Name:GLAND ~Meet No/Date:18/82-  |Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed |
| . 18.02.2015
. HQFile ' RLA_FTIE ~ |LicNo/Date:0910060413 Defer
| :01/82/050/00718/AM1S/ :09/24/040/00123/AMIS/  110.06.2014 |Date 129.04.2015

DeCIswn 1n the Ilght of written comments recelved from Department of Pharmaceutlcals vide their
OM No. 35011/75/2014-PI(Norms) dated 18.02.2015, It was decided to remind the firm to furnish
the following information:

-
|
|
_—
|
|

i) Literature reference about conversion of [Us to weight of various Low Molecular
Weight Heparins i.e. Nadroparin, Enoxaprin and Delteparin sodium.

i1) Consumption data for all raw materials used in the production of Low Molecular |

|| weightHeparin-Delteperin Sodium Injections, duly certified from Central Excise

171 authorities for the year 2012-13, 2013-14 and April to December 2014. g

ii) Copies of batch log sheets for the last 5 consecutive batches for conversion of|
Heparin Powder into Delteparin sodium indicating the actual consumption of all
raw materials consumed for getting the API used in the Delteparin sodlum'

- injections. |

1v) Copies of batch log sheets for last 5 consecutive batches indicating actual

5 consumption of 16 raw materials applied for import in all applications agamst
export of Low Molecular weight Heparin-Delteparin sodium injections in pre-‘
filled syringes. ‘
The information sought videltem No. 2 and 3 above may be certified by‘
production in-charge of manufacturing unit of the firm.

The case was dcferred for 29.04. 2015

Case No.:40/8/82-ALC4/2014 Party Name:MYLAN Meet No/Date:18/82-  Status:Deffered |

LABORATORIES LIMITED ALC4/2014 ‘and Re-indexed |

| 18.02.2015 |
172 HQ File ~ RLAFile  [LicNo/Date:0910060411 Defer
1 01/82/050/00704/AM 15/ 09/24/040/00130/AM 15/ 10.06.2014 Date 29.04.2015 ‘
‘ Decision : It was decided to defer the case for 29.04.2015 for comments of Depanment of ]
é iPharmaccutlcals |
|73 CaseNo.:106/8/82-  [Party Name:BAYER  Meet No/Date:18/82-  Status:Deffered

ALC4I2014 CROPSCIENCE LIMITED ALC4/20]4 and Re-mdexed

- S
= ,‘g‘ﬁRML K Ur"’-'AFz 49
f




—_——m

e ST 18.02.2015 | 1
. [HQFle ~ [RLAFile Lic.No/Date:0310785223 Defer

| [01/82/050/00770/AM1S/  |:03/94/040/00131/AM15/ 12. 06.2014 [Date:29.04.2015

} ‘Decnsmn It was decided to defer the case for 29.04.2015 for comments of Department of

. C&PC. |
| ﬁ‘rCsi&’NBTlos_/é/'Szf}xLéZ/'zél4' Party Name:INDOCO ~ Meet No/Date:18/82-  Status:
. 'REMEDIES LIMITED 'ALC4/2014 Approved |
| , 18.02.2015 |
. |HQFile - RLAFile =~ [Lic.No/Date:0310785225 Det? Date: ‘
| :01/82/050/00769/AM15/ :03/94/040/00205/AM15/ 12.06.2014

L \Declsmn In the Ilght of written comments received from Department of Pharmaceuticals wdel
thenr OM No. 35011/555/2014-PI(Norms) dated 26.02.2015, it was decided to ratify norms|
fcunder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |
|

: t Item of Export Qty. | SI.No. | Item of Import Quantity allowed ‘
174 ke/kg |
¥ | LATANOPROST |1kg |1 || ATANOPROST (Relevant |0:1275mg25ml |
OPHTHALMIC Bulk Drug/s) vial i

| SOLUTION,0.005%
- 125 micrograms / 2. Eye Drop Bottle (Packing 1.01 numbers for |
2.5 ML. Material). each vial Net+1% |
‘ 3. Eye Drop Caps (Packing 1.01 numbers for .
| Material) each vial Net+1% |
[ 4, Eye Dl'Op Insert (Packing 1.01 numbers for :
% Material) each vial Net+1% |
|

FtA may take appropnate actlon as per the decmon of Norms Commlttee

~ |CaseNo.:60/10/82-  [PartyName:BIO-TECH  Meet No/Date:18/82-  [Status:Deffered |
| ALC42014 OPHTHALMICS PVT. LTD., ALC4/2014 and Re-indexed |
|l _i 18.02.2015 | |
175 [HQ File RLA File ~ [Lic.No/Date:0810132332 [Defer
\ :01/82/050/00974/AM15/  |:08/24/040/00116/AM1S/  [13.062014 Date:29.04.2015

ﬁ)eusmn : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlca]s

—— _— e =

| [Case No.:149/6/82-ALC4/2014 Party Name:INDO PHYTO  Meet No/Date:18/82- Status:

- (CHEMICALS PVT LTD ALC4/2014 Approved

| | 18022015 | |

' [HQFile RLA File Lic.No/Date:0510388673 Defer Date: |
:01/82/050/0051/AM15/ :05/23/040/00108/AM 15/ 13.06.2014

(176 |DCClSlOII In the light of written comments received from Department of Pharmaceuticals wdet
their OM No. 35011/510/2014-PI(Norms) dated 13.03.2015, it was decided to ratify norms |
'under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |

; | Item of Export Qty. | SL.No. | Item of Import Quantity
[ allowed
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kg/kg
rancrolone Denabie 1kg = 19-Nor-4-Androstene-3,17-Dione e
ﬁ RA may take appropriate action as per the decision of Norms Committee.
" [Case No.:154/6/82-ALC4/2014 [Party Name:MOREPEN Meet No/Date:18/82- Status:
LABORATORIES LTD., ALC4/2014 Approved
18.02.2015
HQ File RLA File Lic.No/Date:0510388703 |Defer Date:
:01/82/050/00556/AM 15/ :05/24/040/00132/AM 15/ 16.06.2014

[Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/463/2013-PI(Norms) dated 26.02.2015, 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
177 1kg 1. Ethyl-4-(1-hydroxy-1-methylethyl)- | 0.70 kg/kg
OLMESARTAN 2-propylimidazole-5-carboxylate
MEDOXOMIL 2. Dimethylacetamide 1.96 lit/kg
3 N-(triphenylmethyl)-5-[4- 1.786 kg/kg
(bromomethyl)biphenyl-2-
yl]tetrazole
4 N,N-Diisopropylethylamine 1.00 lit/ kg
5 Ethyl acetate 10.22 lit/kg
6 4-(chloromethyl)-5-methyl-2-oxo- 0.48 kg/kg
1,3-dioxole
7 Acetonitrile 3.00 lit/kg

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

" case No.:77/8/82-ALC4/2014 |Party Name:BENZO CHEM  |Meet No/Date: 18/82- Status:Deffered
INDUSTRIES PRIVATE ALC4/2014 and Re-indexed
LIMITED, 18.02.2015
178 [HQ File RLA File Lic.No/Date:0310785501 [Defer
:01/82/050/00741/AM 15/ :03/94/040/00196/AM 15/ 17.06.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC..
| [Case No.:30/8/82-ALC4/2014 [Party Name:INDIAN Meet No/Date:18/82-  [Status:Deffered
IMMUNOLOGICALS LTD., |ALC4/2014 and Re-indexed
18.02.2015
179 |HQ File RLA File Lic.No/Date:0910060470 |Defer
:01/82/050/00694/AM15/ :09/24/040/00135/AM15/ 17.06.2014 Date:29.04.2015
Decision :It was decided to defer the case for 29.04.2015 for comments of Department of
Biotechnology. |
" [Case No.:72/8/82-ALC4/2014 Party Name:PORUS Meet No/Date:18/82- [Status:Deffered
180 LABORATORIES PVT LTD. ALC4/2014 and Re-indexed
18.02.2015 ;

51




HQ File
:01/82/050/00736/AM15/

RLA File
:09/24/040/00105/AM15/

Decision :1t was decided to call from the firm following information:

(a) Certificate of Analysis from Foreign supplier for the relevant consignment of imported
crude product.

(b) COA of Export product as per shipping Bill/Purchase Order.

Lic.No/Date:0910060462
17.06.2014

Defer
Date:29.04.2015

The case is deferred for 29.04.2015 J
" |Case No.:20/8/82-ALC4/2014 |Party Name:SRINI Meet No/Date: 18/82- 1Stams:1)erfered
PHARMACEUTICALS ALC4/2014 'and Re-indexed
LTD., 18.02.2015
HQ File RLA File Lic.No/Date:0910060467 \Defer
181 1.01/82/050/00684/AM15/ -09/24/040/00139/AM15/ 17.06.2014 Date:29.04.2015

Decision :It was decided to call from the firm copy of Certificate of Analysis of import item
from foreign supplier.
The case is deferred for 29.04.2015.

Case No.:160/6/82- Party Name:ALCHEM Meet No/Date:18/82- Status:Deffered

ALC4/2014 INTERNATIONAL LTD. ALC4/2014 and Re-indexed
18.02.2015

HQ File RLA File Lic.No/Date:0510388783 |Defer

:01/82/050/00562/AM15/ :05/23/040/00053/AM15/ 18.06.2014 Date:29.04.2015

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

182
i) Actual content of Digoxin in imported digitalis Lanata Leaves supported by COA from
foreign supplier
i) Assay of Export Product

iii) Past production vis-a-vis Actual consumption of leaves for the last 3years duly
certified by Central Excise Authorities.

The case was deferred for 29.04.2015.

" Icase No.:19/8/82-ALC4/2014 Party Name:HETERO LABS  Meet No/Date:18/82- Status:Deffered
LIMITED ALC4/2014 and Re-indexed
18.02.2015
183 'HQ File RLA File Lic.No/Date:0910060486 Defer
:01/82/050/00683/AM15/ :09/24/040/00153/AM15/ 18.06.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

Case No.:73/8/82-ALC4/2014 [Party Meet No/Date:18/82- Status:Deffered
Name:METROCHEMAPI ALC4/2014 and Re-indexed
PVT.LTD. 18.02.2015
184 HQ File RLA File Lic.No/Date:0910060515 Defer
:01/82/050/00737/AM15/ :09/24/040/00151/AM15/ 19.06.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
\
\ —
185 Case No.:83/18/82- Party Name:INDIAN Meet No/Date:18/82- Status:Deffered
ALC4/2014 IMMUNOLOGICALS LTD., |ALC4/2014 and Re-indexed
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for ey
. 52

J9/Department O Cormimerce
p S e
| HaH, | G LI
Udyog Bhawan.?\lew Delhi




[} P ST |17 TN TR
: [HQ File 'RLA File |L1c No/Date:0910060517 Defer ‘
| |:01/82/050/01449/AM15/ :09/24/040/00136/AM15/ 120.06.2014 Date:29.04. 20I5 \

1‘ ‘Decision : It was decided to send the copy of appllcatron to Department of Blo-technology for :
} thelr comments. The case is deferred for 29.04. 2015 :

* [Case N0.:68/10/82- Party Name:LEBEN Meet No/Date:18/82- |Status:Deffered
ALC4/2014 'LABORATORIES \ALC4/2014 and Re-indexed |
PVT.LTD., 18.02.2015 . i
186 HQFile ~ [RLAFile  [Lic.No/Date:0310785856 'Defer ' |
| [01/82/050/00982/AMIS/  |:03/95/040/00230/AMIS/  [23.06.2014 Date:29.04.201 5 |

Declsmn It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

. ;Case No.:230/6/82- rPartyNameﬁ_YMBTO_TéC- ~ [Meet No/Date:18/82- 'Status Approved w
ALC4/2014 [PHARMALAB LTD., |ALC4/2014 . !
‘ [ 18.02.2015 : f

5 HQVI-:rIg N *Iﬁﬂrﬁ? ~[Lic.No/Date:5610004310 |Defer Date:

. :01/82/050/00632/AM15/ I: 56/24/040/000]0/AM]5/ 123.06.2014 !

'Declsmn In the light of written comments received from Department of Pharmaceuticals wcle '
‘their OM No. 35011/521/2014-PI(Norms) dated 07.04.2015, 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:

187

|
i

70| Item of Export Qty. | SI.No. | Item of Import Quantity i
| ‘ | allowed |
| ke/ke |
|Betameth i ionat 1k 1. ;
[Betamethasone Dipropionate g Betemsthasins 0.885 . r
: !Betamethasone Sodium Phosphate [1kg | 1. Betamethasone 078 |
f : Clobetasole Propionate 1kg |1. P 104
!

— e e e R EE—EEEE———————|

RA may take appropnate action as per the decnsuon of Norms Commlttee

—————————— ——

‘Case No.:111/8/82- \Party Name: THlNQ 'Meet No/Date: 1 8/82-  Status:Deffered
ALC4/2014 PHARMA-CRO LIMITED  |ALC4/2014 and Re-indexed |
| | 18.02.2015

188 HQFile RLA File "~ Lic.No/Date:0310785804 Defer
:01/82/050/00775/AM15/  :03/95/040/00178/AM1S/  [23.06.2014 Date:29.04.2015 |

: Declsmn It was decided to call from the firm the complete techntt:al details as per Appendlx
| [33. The case was deferred for 29.04.2015. |

’ Case No.:107/8/82-ALC4/2014 Party ‘Name:LUPIN LIMITED |Meet No/Date:18/82-  [Status:
|| |ALC4/2014 |Approved
189 , 18.02.2015
| .HQ File RLA Flle \Llc No/Date 0310785907 tDefer Date: |
\
e e e T e e ]

1 01/82/050/00771/AM15." I: 03."95/040."00244/AM15/ 24, 06 20]4 i
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\Declslon In the llghi of written comments received from Departrﬁent of Pharmaceuticals vide |
thelr OM No. 35011/482/2014-PI(Norms) dated March 2015, 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: |

i ; Item of Export Quantity | S,No | Item of Import Quantity
| allowed kg/kg
[ 1kg 1. Activated Carbon 0.0128 -
Al | i L ti t
S | rretiam 2. Methylene Chloride 3.12
3. Tetra Butyl Ammonium 0.10
i Bromide
| 4 4-Chloro Butyryl 1.050 - ?
Chloride
5 Potassium Hydroxide 1.15
! 6 S(+)-2-Amino 0.95
t Butyramide Hcl

} RA may take approprlate actlon as S per the decmon of Norms Commlttee

i Case No.:170/6/82- |Party Name:SOFTGEL lMeet No/Date:18/82- Status:Deffered
. |ALC42014 HEALTH CARE PVT.LTD., ALC4/2014 Iand Re-indexed |
; i18 02.2015 !
190 |HQ File RLA File LLic.No/Date:0410158822 {Defer
| :01/82/050/00572/AM15/ E 104/24/040/00032/AM1S/  [24.06.2014 Date:29.04.2015
I Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
| |Pharmaceuticals.
" [Case No.:231/6/82- ~ [Party Name:ALEMBIC  |Meet No/Date: 18/82-  |Status: =i
'ALC4/2014 WPHARMACEUTICALS LTD |ALC4/2014 ‘Approved
; 18.02.2015 \ |
HQFile “IRLA File ’  |Lic.No/Date:3410040310 4Defer Date: |

I

\

J

| :01/82/050/00633/AM15/ 34/24/040/00055/AMI 5/ [25.06.2014
l et s : ——

|
|
|

—_———e

‘Decismn :In the llght of er-ttén comments received from Department of Pharmaceutlcals vide |
,thelr OM No. 35011/473/2014- -PI(Norms) dated March 2015, 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 Telmisartan 20mg, 40mg & 80mg tab. ;
19 '
E
' [[A] Norms allowed for Telmisartan i
E
| S. No. Import Item Qty. allowed kg/kg. |
| 2-N-Propyl-4-Methyl-6-(1-Methyl |
é 1. |benzimidazole-2-yl)Benzimidazole 0.82 “ |
| |
Methyl-4-(Bromomethyl)-Biphenyl-2- ‘
.| | 2 [Carboxylate 0.87 ' |
,\&5}{/ | 3. |Acetone 0.98
: 'g‘-_ » 54
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~ Case No.:87/6/82-

| 'tem of Export Quantity | S,No Item of Import Quantity :
L allowed kg/kg s
192 1kg % 2-CHLORO-6-NITRO | 1.77 |
| 4-CHLOROINDOLE TOLUENE %
(GW604389X) 2. DI METHYL 1.00 ;

. FORMAMIDE ‘ :

3. 5% PLATINUM ON 0.100 |

] CARBON a

4 N.N-DIMETHYL 1.23 |

FORMAMIDE DI .

| METHYL ACETAL |

i 5 PYRROLIDINE 0.733 . 5

|

|

4. [Methanol 334
5. |Activated Carbon 0.02 |

i
I

[B]Norms for 20/40/80mg Tablets
Telmisartan ------------------- 20.40mg/20mg tablet

................... 40.80mg/40mg tablet
................... 81.60mg/80mg tablet

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

© PartyName:DIVIS  |MeetNo/Date:18/82-  [Status:

ALC4/2014 %LABORATORIES LTD., |ALC4/2014 Approved
| ? |18.02.2015 !
HQ File " RLAFile  |Lic.No/Date:0910060537 Defer Date: |

|:01/82/050/00489/AM15/ :09/24/040/00149/AM15/ 25.06.2014 3

;Déci_si-()li :In the- light of 7writte'n comments ﬁréceiived“fi'o_m Derpzrirt‘mer.lt. Sf Pﬁﬁﬁnacéu_fi_c;al;; ;lde
their OM No. 35011/455/2014-PI(Norms) dated 26.02. 2015, it was decided to ratify norms under |
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: "

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

[Case No..89/6/82-  |PartyName:DIVIS  |Mect No/Date:18/82- Status: |
'ALC4/2014 LABORATORIES LTD., ALC4/2014 }Appruved i
| , 118.02.2015 5 }
HQFile ~ [RLAFile fLii&.’Nb/ﬁéEézo_él"(1660536 Defer Date: ;

|

?:0]!82/050/0049I/AM15/ :09/24/040/00150/AM15/ |25.06.2014 |

‘Iw)iéicisi(.u_l In the light' of written comments received from Department of Pharmaceuticals vidc'}

1193 their OM No. 35011/455/2014-PI(Norms) dated 26.02.2015, 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 ||
j 1kg 1. 2-CYANO-4-METHYL 0.576 i
| TELMISARTAN BIPHENYL a
; 3 METHYLENE CHLORIDE 1.334 |
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3. 'METHANOL ! 4.50

| 2 2-N-PROPYL4-METHYL-6- 0.75
E CARBOXYLATE-] H-

i

|

BENZIMIDAZOLE

5 N-METHYL ORTHO 0.74 .

PHENYLENE DIAMINE |

: DIHYDRO CHLORIDE ‘

| 6 PHOSPHOROUS PENTOXIDE 1.425 l‘

ﬁ 7 1,2-DI METHOXY ETHANE 0.42 j
\
|

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

| [CaseNo.32/8/82- i

Party Name:SRIAM LABS | Meet No/Date: 18/82-  [Status:

|ALC4/2014 (PRIVATE LIMITED !ALC4/2OI4 |Approved
l \' 18.02.2015 |
EAHQ File - jEI:A File "(L]Tcm._Nolbate:OTQI 0060539 Befer Date:

[:01/82/050/00696/AM 15/ 1:09/24/040/00141/AM15/ 125.06.2014 ‘

r Becision :In the light of written comments received from Department of Pharmaceuticals vide!

| |their OM No. 3501 1/533/2014-PI(Norms) dated 25.03.2015, 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: J
194 |
Item of Export Quantity | S,No Item of Import Quantity i
; allowed kg/kg ||
! 1 (1S, 4R)-4-[(2-amino-6- 1.292 ‘
|| chloro-9H-purin-yl)-2-
\
ABACAVIR SULPHATE |1 kg cyclopentene]-1-methanol ;
Hydrochloride.
[ 2 Cyclopropylamine. 0.19
\ RA may take appropriate action as per the decision of Norms Committee.
ic [ P N -
| [Case No.:52/8/82-ALC4/2014 [Party Name:LAKE ~ [Meet No/Date: 18/85. Status:Deffered |
’ 1CHEMICALS PRIVATE IALC4/2014 and Re-indexed |
; LLIMITED 118.02.2015 j |
195 rﬁﬁle RLAFile " LicNo/Date:0710105418 [Defer |
} :01/82/050/00716/AM15/ 1:07/24/040/00096/AM 15/ 26.06.2014 FDate:29.04.20]5 :
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of |
!Pharmaceuticals. J
| [Case No.:80/8/82-ALC4/2014 [Party Name:PREGNA Meet No/Date:18/82-  [Status:Deffered
' \ INTERNATIONAL LTD. |ALC4/2014 ;and Re-indexed ‘
|| ; 18.02.2015 4 |
196 |HQ File RLA File |LicNo/Date:0310786143 [Defer |
| [:01/82/050/00744/AMIS/  |:03/95/040/00250/AM15/ 27.06.2014 Date:29.04.2015 |
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
. lcapc. |
. [CaseNo.:63/10/82- Party Name:SAVVY CARE & Meet No/Date: 18/82- [Status: Deffered
i iALC4/2014 ECOSMETICS PVT LTD |ALC4/2014 'and Re-indexed
Wi | 18.02.2015 ; |
| _HQFile " IRLAFile Lic.No/Date:0310786114 Defer |
e - i 56
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01/82/050/00977/AM15/ ‘03/95/040/00254/AM]5/ ~ 27.062014 ~ Date:18.02.2015 |
B i e —_— e ___\

Decnsnon 1t was decided to defer the case for 29.04.2015 for comments of Department of
, Pharmaceutlcals J
" [Case No.:219/6/82-ALC4/2014 [Party Name:UNICHEM ~ |Meet No/Date:18/82-  Status: |
=‘ [LABORATORIES LIMITED | ALC4/2014 |Approved |
; 18.02.2015 i :
HQFile “[RLAFile ~ [Lic.No/Date:03 1b786|18 Defer Date: |
:01/82/050/00621/AM15/ 03/95/040/0022 1/AM15/ [27.06.2014 :

‘Deuswn :In the llght of written comments received from Departrtlent of Pharmaceuticals vide |
their OM No. 35011/487/2014-PI(Norms) dated 06.02. 2015, 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:

198 . :
' | 'tem of Export Quantity | S,No Item of Import Quantity ,
f allowed }
ICLOPIDOGREL 75MG 1 ke 1 Clopidogrel Hydrogen | 99.8146mg |
[TABLET sulphate i

|RA may take appropnate actlon as per the dec1s1on of Norms Commlttee i

i ~ |Case No.:199/6/82- |Party Name:H.J.AROCHEM Meet No/Date:18/82-  |Status: Deffered ‘
! 'ALC4/2014 [PVT. LTD., |ALC4/2014 and Re-indexed |
| 5 i |18.02.2015 | :
199 HQ File RLA File - Lic.No/Date:0810132520 [Defer
I: O]/82/050/00601/AM15/ R 08/24/040/00569/AM14/ ‘30 06 2014 |Date:29.04. 20] 5 i
j Deelsmn It was decided to defer the case for 29.04.20 15 for comments of Department of !
| |C&PC. '
e ——— = e e et e e oo e A mir e e kA |
" [Case No.:202/6/82-  Party Name:FORACE  Meet No/Date: 18/82-  Status:Deffered |
ALC4/2014 PPOLYMERS (P) LTD. ALC4/2014 and Re-indexed |
| i 1 w18 02.2015 ! |
200 HQ File RLA File ~ [Lic.No/Date:0510389232 Defer |
: |:01/82/050/00604/AM 15/ |:05/23/040/00139/AM15/ 101.07.2014 |Date:29. 04 2015 \

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC (P.C. Division).

| |Case No.:29/8/82-ALC4/2014 Party Name:DIVIS Meet No/Date:18/82-  |Status: |

| PPHARMACEUTICALS |ALC4/2014 Approved |

| - PRIVATE LIMITED 18.02.2015 L |
’i‘-lQ File [RLA File T L:c No/Date:0910060578 Defer Date:
:01/82/050/00693/AM15/ :09/24/040/00181/AM15/ 04.07.2014

Declslon :In the llg-};lt of written comments received from Department of Pharmaceutlcals wde
their OM No. 35011/455/2014-PI(Norms) dated March 2015, 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 b

—— e —
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] | ' ke/kg
i
_3 i 1keg 1 Benzaldehyde 1.72
' Alpha-(2-Methyl Amine)
Ethyl Benzene Methanol 2. Iso Propyl 0.78
Alcohol
3. Palladium 0.002
4 Paraformaldehyde 0.40
a‘ 3 Acetophenone 1.63 i
' 6 Sodum Boro \
Hydride gl |
RA may take appropriate action as per the decision of Norms Committee. |

— = — |

Case No.:83/8/82-ALC4/2014 Party Name:MANGALAM  |Meet No/Date: 18/82- |Status:Deffered
| 'ORGANICS LIMITED ALC4/2014 *
1

|
land Re-mdexed
| ~ [(FORMERLY DUJODWALA |18.02.2015 \
02 [HQ File o = ~ [RLAFile - FL.c No/Date:0310786418 [Defer |
| 01/82/050/00747/AM15/  |: 03/95/040/00109/AM1S/  |04.07.2014 |Date:29.04.2015 |
' Decision : It was decided to defer the case for 29.04.201 5 for comments of Department of 1‘
| |c&pc.. |
| [Case No.:18/8/82-ALC4/2014 |Party Name:RA CHEM IMee{No/Date 18/82-  [Status:Deffered |
i PHARMA LIMITED |ALC4/2014 ‘and Re-indexed |
E 18.02.2015 L
203/HQFile ~ |RLAFile  Lic.No/Date:0910060577 Defer
J \
:01/82/050/00682/AM15/  |: :09/24/040/00176/AM1S/ 04.07.2014 Date:29.04.2015
i Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
; Phannaceutlcals
| |Case No.:64/10/82- Party Name:SATYAJIT @Tea No/Date:18/82-  |Status:Deffered |
ALC4/2014 CHEMICALS PVT.LTD.,  |ALC4/2014 |and Re-indexed
| |1s 02.2015 ]
204 [HQ File vt b ol RLA File ~ [Lic.No/Date:0310786462 Defer |
:01/82/050/00978/AMIS/  |:03/95/040/00303/AM1S/  |07.07. 2014 Date:29.04.2015 |
4De01smn It was decided to defer the c: case for 29.04.2015 for comments of Department of ‘
IC&PC. |
| [Case No.:218/6/82-ALC4/2014 Party Name:UNICHEM  |Meet No/Date: 18/82- [Status:
| LABORATORIES LIMITED | ALC4/2014 Approved
| 18.02.2015
HQFile  |[RLAFile  |LicNo/Date:0310786466 Defer Date:

205 Decision : In the light of written comments received from Départment of Pharmaceutlcals vide
their OM No. 35011/487/2014- PI(Norms) dated 06.02. 2015, it was decided to ratify norms under |

i |
[ 01/82/050/00620/AM15/ l: 03/95/040/00246/AM]5/ 107.07.2014 1
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: t

| Item of Export Qty. S,No | Item of Import Quantity

allowed
S = — e ——
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Number | 1 i o 7303.77‘)0”r7né”

JAMOXICILLIN & POTASSIUM POTASSIUM CLAVULANATE :
[CLAVULANATE TABLETS 250/125MG

‘ AND MICROCRYSTALLINE |
‘ CELLULOSE (1:1) ‘
| 1 POTASSIUM CLAVULANATE | 303.770 mg |
r AND MICROCRYSTALLINE

| AMOXICILLIN & POTASSIUM Number CELLULOSE (1:1)

ICLAVULANATE TABLETS 500/125MG ‘
1

RA may take approprlate actlon as per the decusnon of Norms Commlttee

Case No.:28/10/82- ~ |Party Name:GLOCHEM Meet No/Date:18/82-  Status:Deffered
'ALC4/2014 INDUSTRIES LIMITED IALC4/2014 'and Re-indexed
‘ ‘ 18.02.2015

206 ‘nanig B T el L}c No/Date:09 10060609 Defer

! \ 01/82/050/00942/AM] 5/ :09/24/040/00143/AM15/ 108.07.2014 Date:29.04.2015 \

Decnsmn 1t was decided to defer the case for 29.04.2015 for comments of [ Department of !
C&PC

Case No.:59/9/82-ALC4/2014 Party Name:INDO GERMAN  [Meet No/Date:18/82-  Status:
/ALKALOIDS |ALC4/2014 Approved
' 18.02.2015 s |
HQFile - [RLAFile ~ [Lic.No/Date:0310786553 | Defer Date: |

:0 1/82.’050/00856/AM151' 03/94/040/00305/AM 15/ |08.07.2014

Declsmn .In the |Ight of written comments received from Department - of Pharmaceuticals vide \

\20 their OM No. 35011/483/2014-PI(Norms) dated January 2015, 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: |
I

Export product Exp. SI.No. | Import items Qty. f
! Qty. allowed 3
| IPECACUANHA EXTRACT | 1 Kg. 1. IPECACUANHA ROOTS 4.091 kg ‘
| Concentrate 9%

'RA concerned ‘may take further necessary actlon as per above decnsnon of NC

~ [Case No.:84/8/82-ALC4/2014 [Party Name:NAPROD LIFE | Meet No/Date:18/82-  |Status:
i SCIENCES PVT.LTD. |ALC4/2014 gApproved
18.02.2015
HQ File RLAFile LLic.No/Date:0310786556 | Defer Date: |

I 01/82/050/00748/AM15/ 03/95/040/00258/AM15/ 108.07.2014

Declsmn In the I|ght of wntten comments recelved from Department of Pharmaceutlcals wde

203 their OM No. 35011/551/2014-PI(Norms) dated 26.02.2015, it was decided to ratify normsI

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

Export product Exp. SI.No. | Import items Qty. allowed
: Qty.
VANCOMYCIN 500 MG INJECTION | 4 TKg. A 1. VANCOMYCIN 561 mg/10 ml vial
HYDROCHLORIDE -

RA concerned may take further necessary actlon as per above dems:on of NC

209 |Case No.:62/10/82- [Party Name:STERLING Meet No/Date: 18/82- Status:Deffered
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-
|

[ALC4/2014 in AUXILIARIESPVTLTD ~ |ALC4/2014 ’and Re-indexed
| 18.02.2015 |

IHQ File RLAFile Lic.No/Date:0310786523 |Defer |

:01/82/050/00976/AM15/ :03/95/040/00271/AM1 5/ 108.07. 2014 JDate :29.04.2015

Decision : It was decided to defer the case for 29.04 2015 for comments of Department of

C&PC.

FEIEER S50,

210

Case No.:44/15/82- Party Name:HETERO LABS |Meet No/Date:18/82-  [Status:Deffered |
ALC4/2014 LIMITED ALC4/2014 and Re-indexed

| | 118.02.2015 |

HQ File B RLA File ~ [LicNo/Date:0910060635 [Defer |
[01/82/050/01331/AMIS/  :09/24/040/00192/AMIS/  [09.07.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcals

Case No.:21/8/82-ALC4/2014 [Party Name:MYLAN Meet No/Date:18/82-  |Status:Deffered
LABORATORIES LIMITED |ALC4/2014 and Re-indexed
| 18.02.2015

HQ File ~ |RLAFile Lic.No/Date:0910060632 [Defer )

:01/82/050/00685/AM15/ :09/24/040/00134/AM15/ 09.07.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcals

|

Case No.:50/18/82- Party Name:SRINI ~ |Meet No/Date:18/82- |Status:Deffered

ALC4/2014 PHARMACEUTICALS {ALC4/2014 'and Re-indexed
LTD., 18.02.2015 ‘

HQFile [RLA File o Lic.No/Date:0910060646 Deferw

01/82/050/01416/AMI5/  :09/24/040/00189/AMIS/  [10.07.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

213

Case No.:36/8/82-ALC4/2014 [Party Name:RA CHEM ~ Meet No/Date:18/82-  [Status:Deffered
PHARMA LIMITED ALC4/2014 |and Re-indexed
\ 18.02.2015
HQ File g RLAFile nL.E@Iﬂte’@'{ﬁGﬁoﬁé] Defer |
:01/82/050/00700/AM15/ :09/24/040/00198/AM15/ 14.07.2014 Date:29.04.2015
Decision :In the Ilght of written comments received from Department of Pharmaceuticals vide

their OM No. 35011/547/2014-PI(Norms) dated 25.03.2015, it was decided to call from the firm
the following technical details:
“ Norms applied per kg for each export product separately alongwith relevant technical details.”

The case was deferred for 29 04 20] 5

| [caseNo.:200/6/82-  [Party Name:PANACEA  |Meet No/Date:18/82- |Status:Deffered T
iALC411'2014 ‘BIOTEC LTD., |ALC4/20]4 iand Re-indexed

' 18.02.2015

HQFile B ‘RLA File e |L|c No/Date:0510389734 |Defer
:01/82/050/00602/AM15/ :05/24/040/00168/AM1S/  [16.07.2014 Date:29.04.2015 |
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} Deci&i&i"?_ff was decnded to defer the case for 29 04. 2015 for comments of D_epanment of
Biotechnology. |

" |Case No.:214/6/82-ALC4/2014 [Party Name:ALCHYMARS ~ Meet No/Date:18/82-  |Status:

[ ICM SM PRIVATE LIMITED |ALC4/2014 |Approved

|| ! 18.022015 |

f iHE)' Fle ~  |RLAFile ~ |Lic.No/Date:0410159026 |Defer Date:
01/82/050/00616/AM15/ :04/24/040/00067/AM15/ 18.07.2014

Decnsnon In the Ilght of wntten comments rece:ved from Department of Pharmaceutlcals wde
.thelr OM No. 35011/465/2014-PI(Norms) dated March 2015, it was decided to ratify norms

I215 under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |
|
| i ;
Export product Exp. Qty. [ SI.No. | Import items Qty. i
allowed
kg/kg |
[ 5-ACETYL-3-CHLORO IMINODIBENZYL | 1 Kg. 1. IMINODIBENZYL 222 ;
| INTERMEDIATE ;
? ‘RA concerned may take further r necessary actlon as per above demsmn of NC. |
" |Case No.:72/10/82- ~ Party Name:GLOBAL ~ Meet No/Date:18/82-  [Status:Deffered
'ALC4/2014 CALCIUM PRIVATE ALC4/2014 =and Re-indexed |
| LIMITED, |18.02.2015
;‘216 HQFile - RLA File Lic.No/Date:0710105884 gDefer |
i |0 1/82."050/00986/AM 15/ 07/24.’040/001 12/AM15/ 118.07.2014 |Date:29.04. 20] 5 ‘
Decnslon Tt was decided to defer the case for 29 04.2015 for comments of Department of 3
C&PC.
| |Case No.:70/8/82-ALC4/2014 [Party Name:SHANPAR  Meet No/Date:18/82-  (Status: Deffered |
| IINDUSTRIES PVT. LTD. ALC4/2014 Iancl Re-indexed '
? . [18.02.2015 |
1217 —HQ File - Rl:/i_ﬁie - - Llc No/Date:3410040385 Defer |
10 1/82/050/00734/AM 15/ 34/24/040/00097/AM15/ 2I 07.2014 Date:29.04.2015 ?
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of E
. c&peC. |
| [CaseNo:103/8/82-  Party Name:IPCA * [Meet No/Date:18/82-  |Status:Deffered |
|ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed |
: | '18.02.2015
218 HQFile ] RIA File B Lic.No/Date:0310787202 EEfer ’
' 0I/82/050/00767/AM15/ 03/94/040/’00230/AM15/ |22. 07 2014 \Date 29.04. 2015
! Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
j Pharmaceutlcals i
[ \Case No.:25/15/82-  [Party Name:SHIVAM OILS ~ Meet No/Date:18/82-  [Status: Deffered
i ALC4/20|4 & PROTEINS INDUSTRY, |ALC4/2014 ‘and Re-indexed
ng ; 118.02.2015 |
HQ File - RLAFile ~ LicNo/Date:5610004338 [Defer

:01/82/050/01312/AM15/ 56/24/040/00019/AM15/ 22.07. 2014 |Date:29. 04 20!5 3]
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[i)eusmn It was decided to defer the case for 29.04.2015 for comments of Department of

C&PC

Case No.:2/6/82-ALC4/2014 ‘Party Name:SOFTGEL éMeet No/Date:18/82- Status:Deffered
HEALTH CARE PVT. LTD,, EALC4/20|4 'and Re-indexed
[18.02.2015 ]

HQ File ‘RLA File Lic.No/Date:0410159058 |Defer
:01/82/050/00404/AM15/  :04/24/040/00031/AMIS/  22.07.2014 Date:29.04. 2015

Decision : In the llght of written comments received from Depaﬂment of Pharmaceuticals vide
their OM No. 35011/484/2014-PI(Norms) dated 03.02.2015, it was decided to call from the firm
copy of valid Drug Manufacturing Licence for both of the export product.

'The case was deferred for 29.04.2015. ;

22

—

Case No.:71/8/82-ALC4/2014 [Party Name:ALEMBIC ~ [Meet No/Date:18/82-  [Status:Deffered
| PHARMACEUTICALS LTD |ALC4/2014 and Re-indexed
| 18.02.2015

HQ File - RLA File ~ [Lic.No/Date:3410040394 [Defer
:01/82/050/00735/AM15/  |:34/24/040/00099/AM15/  [23.07.2014 Date:29.04.2015

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/566/2014-PI(Norms) dated 25.02.2015, it was decided to call from the firm
copy of Master Batch Formula for each strengths of export product duly certified by their Quality ;
Control in charge showing net content of APIs and each of the excipients used and applied for
import.

The case was deferred for 29.04.2015. a‘

1222 |

Case No.:122/8/82-ALC4/2014 | Party Name:EMCURE lMeet No/Date:18/82- §Status:
PHARMACEUTICALS LTD. |ALC4/2014 {Approved
i 18.02.2015

HQ File o RLA File v {L}E.N'omate::n 10064607 {Defer Date:
:01/82/050/00786/AM15/ :31/83/040/00101/AM15/ 24.07.2014 ‘

*DCCISIOII !In the hght of wrltten comments received from Departmem of Pharmaceutlca]s vide their OM ‘
!No 35011/537/2014-PI(Norms) dated 07.04.2015, it was decided to ratify the norms under Para 4.7 of
'HBP vl as per details given below or as applied by the firm, whichever is less::-

iExport product Export | SL.No. | Import items Qty. allowed
i Qty. (kg/kg)

ATAZANAVIR SULFATE 1 kg 1. EZ%}]\(/:}:():]‘EAL 0.49

2. T-BOC HYDRAZINE 0.50

3. N-METHOXYCARBONYL-L-TERT | ().77
LEUCINE

4. EDAC-HCL 1-(3-
DIMETHYLAMINOPROPYL)-3- 0.79
ETHYLCARBODIIMIDE
HYDROCHLORIDE

RA may take approprlate actlon as per the dec1s1on of Norms Commlttee
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Udyog Bhawan, K

[ LABORATORIES LTD., ALC4/2014 Approved
i 18.02.2015

HQ File RLA File Lic.No/Date:0510389956 |Defer Date:
:01/82/050/00728/AM15/ :05/24/040/00189/AM15/ 25.07.2014

Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/495/2014-PI(Norms) dated March 2015, it was decided to ratify the norms under Para 4.7 of
HBP vl as per details given below or as applied by the firm, whichever is less:-

Export product Export | SL.No. | Import items Qty. allowed
Qty. (kg/kg)
SITAGLIPTIN 1k 1 R-3-((tert-
PHOSPHATE butoxycarbonyl)amino)-4-
2,4,5-
MO DD Eriﬂuorophenyl)butanoic acid | 1.00 kg/kg
(SG04)

2 3-(trifluoromethyl)-5,6,7,8-
tetrahydro-[1,2,4]triazolo[4,3- | 0-80 kg/kg
a]pyrazine hydrochloride

3 N-

Hydroxybenzotriazole(HOBT) | 0.50 kg/kg
Methanol 3.65 litkg
5 Isopropyl alcohol 6.10 litkg
6 Methylene Dichloride 15.25 It/kg

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

Case No.:73/10/82- Party Name:ADCOCK Meet No/Date: 18/82- Status:Deffered
ALC4/2014 INGRAM LTD, ALC4/2014 and Re-indexed
18.02.2015
224 |HQ File RLA File Lic.No/Date:0710106215 [Defer
:01/82/050/00987/AM 15/ :07/21/040/00370/AM15/ 28.07.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

Pharmaceuticals.
" [case No.:66/8/82-ALC4/2014 |Party Name:RECKITT Meet No/Date: 18/82- Status:Deffered
BENCKISER ALC4/2014 and Re-indexed
HEALTHCARE INDIA 18.02.2015
LIMITED
HQ File RLA File Lic.No/Date:0510390158 Defer
:01/82/050/00730/AM15/ :05/24/040/00205/AM 15/ 06.08.2014 Date:29.04.2015

225 |following information:

export products.
ii)

iii)

Pharmaceuticals specification for each of the export products.
Packaging /presentation of export products specifying quantity of contents of export
products in each of the packs
Master Batch Formula indicating quantitative requirement for each of the ingredients
duly certified by the production and qualities control in charge.
Manufacturing process involved in production of the export products indicating the level
of wastage /recoveries of various solvents / raw material during the process.

Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/414/2014-PI(Norms) dated 21.01.2015, It was decided to call from the firm

i) Copy of Drug Manufacturing License (DML) indicating approved compositions of

63



The case was deferred for 29.04.2015

226

Case No.:87/10/82-ALC4/2014 |Party Name: VEGESNA Meet No/Date:18/82- Status:
LABORATORIES PRIVATE |ALC4/2014 Approved
LIMITED 18.02.2015

HQ File RLA File Lic.No/Date:0910060837 |Defer Date:

:01/82/050/01001/AM15/ :09/24/040/00258/AM15/ 11.08.2014

Decision :In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/481/2014-PI(Norms) dated 13.03.2015, it was decided to ratify the norms under Para 4.7 of
HBP vl as per details given below or as applied by the firm, whichever is less:

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

N-Methyl Naphthyl Methyl Amine | 1 kg b 1 Chloro Methyl | | o5

Hecl (or) N-Methyl-1-Naphthyl Naphthalene A

Methyl Amine Hcl 2. Toluene 1.23

(or) N--Methyl Naphthyl Methyl

Amine Hcl / TER-A

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

" [Case No.:18/15/82- Party Name:SHASUN Meet No/Date:18/82- | Status:Deffered
ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed
LIMITED 18.02.2015
227 IHQ File RLA File Lic.No/Date:0410159222 |Defer
-01/82/050/01305/AM15/ -04/24/040/00127/AM15/ 13.08.2014 Date:29.04.2015

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 29.04.2015.

228

Case No.:89/9/82-ALC4/2014 [Party Name:KARNATAKA  [Meet No/Date:1 8/82- Status:Deffered
ANTIBIOTICS & ALC4/2014 and Re-indexed
PHARMACEUTICALS 18.02.2015
LTD.,

HQ File RLA File Lic.No/Date:0710106502 \Defer

:01/82/050/00886/AM15/ :07/24/040/00179/AM15/ 25.08.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:17/15/82- Party Name:SURVIVAL 'Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 TECHNOLOGIES PVT.LTD. |ALC4/2014 and Re-indexed
18.02.2015
229 [HQ File RLA File Lic.No/Date:0310788314 | Defer
.01/82/050/01304/AM15/  |:03/95/040/00428/AM15/  [25.08.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

Case No.:4/18/82-ALC4/2014 .Party Name:ANUPAM Meet No/Date:18/82- Status:
230 RASAYAN (INDIA) LTD ALC4/2014 Approved
18.02.2015

e 2o/ NIPMAL KUMAR
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| [HQFile  [RLAFile LicNo/Date:5210041213 Defer Date: l
 01/82/050/01370/AM15/ 52/24/040/00029/AM1S/  26.08.2014 | |

Decision :In the Ilght of written comments recelved from Department of Chemlcals and
Petrochemicals vide their U.O No. 14010/3/2015-Ch Il dated 16.03.2015, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,3
whichever is less:

Export product Exp. Qty. | SI.No. | Import items Qty. allowed
i 1 Para Chloro Phenol 0.9670kg -
' [2-Chloro-4-(4-Chloro 1k 2 Meta Dichloro 1.3500 kg
| |[Phenoxy) Acetophenone & Benzene
3 Dimethyl Sulfoxide 0.8000 kg

RA ‘may take approprlate actlon as per the decusmn of Norms Comm|ttee

" ICase No.:2/8/82-ALC4/2014 [Party Name:SAURAV et No/Date: 18/82-  [Status:Deffered |
| CHEMICALS LTD, 'ALC4/2014 and Re-indexed
| 18.02.2015 .

231 HQFile ~ |RLAFile " [Lic.No/Date:2210015079 Defer
:01/82/050/00666/AM15/ :22/24/040/0005/AM1S/  [03.09.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
\Pharmaceuticals.

" [Case No.:55/15/82-  |Party Name:COVALENT  |Meet No/Date:18/82-  [Status:Deffered
ALC4/2014 'LABORATORIES PRIVATE |ALC4/2014 |and Re-indexed

LIMITED 18.02.2015
232 ;HQ File ~ [RLAFile * |Lic.No/Date:0910060921 'Defer ’
:01/82/050/01342/AM15/ " :09/24/040/00274/AM15/  |05.09.2014 Date:29.04. 20 15 '

_ Dec1smn It was decided to defer the case for 29.04.2015 for comments of Department of '

| Pharmaceutlcals J

" [Case No.:16/10/82-  |PartyName:GLAND  Meet No/Date:18/82- |Status:Deffered

. /ALC42014 'PHARMA LIMITED |ALC4/2OI4 and Re-indexed |

j 18.02.2015 . ﬁ

; 'HQ File - |RLA A File "~ |Lic.No/Date:0910060946 | Defer '

I :01/82/050/00930/AM 15/ [: 09/24/040/00297/AM15/ |1 1.09.2014 {Date:29.04. 20]5

Decmon In the Inght of written comments recelved from Department of Pharmaceutlcals vnde 5
. |their OM No. 35011/221/2014- PI(Norms) dated 18.02.2015, It was decided to call from the firm
. following information: 1
) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium

:233‘ Injections pre-filled Syringes duly certified by Central Excise Authority for the year‘
| 2012-13, 2013-14 and April to December 2014. ‘
| i) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparlni

Powder into Enoxaprin Sodium indicating the actual consumption of all raw matenals
consumed for getting the API used in the Enoxaprin Sodium injections. =
Copies of batch log sheets for last 5 consecutive batches indicating actual consumptlon
of 16 raw materials applied for 1rr|p0rt in all applications against export of Enoxaprin
Sodium Injections in pre-filled syringes.

The information sought vide Item No. 2 and 3 above may be certified by production 1n—\
charge of manufacturmg unit of the firm.
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| The case was deferred for 29.04.2015

234 |

Case No.:45/15/82- Party Name:GLAND Meet No/Date:18/82-  [Status:Deffered
ALC4/2014 EPHARMA LIMITED \ALC4/2014 ‘and Re-indexed
; 18.02.2015

HQ File ~ RLAFile  [Lic.No/Date:0910060957 Defer
:01/82/050/01332/AM1S/  :09/24/040/00305/AM15/  12.09.2014 Date:29.04.2015

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

their OM No. 35011/221/2014-PI(Norms) dated 18.02.2015, It was decided to call from the firm

following information: :

) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium |

Injections pre-filled Syringes duly certified by Central Excise Authority for the year

‘ 2012-13, 2013-14 and April to December 2014. 1

i) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparin |
Powder into Enoxaprin Sodium indicating the actual consumption of all raw materials
consumed for getting the API used in the Enoxaprin Sodium injections.

iii) Copies of batch log sheets for last 5 consecutive batches indicating actual consumption
of 16 raw materials applied for import in all applications against export of Enoxaprin
Sodium Injections in pre-filled syringes.

The information sought vide Item No. 2 and 3 above may be certified by production in-
charge of manufacturing unit of the firm. i

‘ The case was deferred for 29.04.2015

Case No.:4/8/82-ALC4/2014 |Party Name:HONOUR LAB _[Meet No/Date- 18/82-

Status:Deffered '

LIMITED ALC4/2014 and Re-indexed
| | 118.02.2015
HQ File  [RLAFile Lic.No/Date:0910060963 |Defer
:01/82/050/00668/AM15/  |:09/24/040/00318/AM15/  |12.09.2014 Date:29.04.2015
— ‘ — —

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

236

Directo

Case No.:6/8/82-ALC4/2014 Piaiy' Name:HONOUR LAB  Meet No/Date: 18/82-  [Status:Deffered

LIMITED ALC4/2014 and Re-indexed |
} 18.02.2015 ; |
HQ File RLA File ~ [LicNo/Date:0910060964 |Defer

:01/82/050/00670/AM15/ :09/24/040/003 14/AM15/ 12.09.2014 Date:29.04.2015 |

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

Case No.:7/8/82-ALC4/2014 |Party Name:HONOUR LAB _ Meet No/Date:18/82-  [Status: Deffered

LIMITED ALC4/2014 and Re-indexed
18.02.2015 |
HQ File ~ [RLA File ~ [Lic.No/Date:0910060965 Defer

|:01/82/050/00671/AM15/ :09/24/040/00317/AM15/ ! 12.09.2014 Date:29.04.2015 |

Decision : It was decided to defer the case for 29.04.2015 for comments 6?6epartment of
Pharmaceuticals.
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Case No.:8/8/82-ALC4/2014 'Party Name:HONOUR LAB Meet ‘No/Date:18/82- Status Deffered |

|

-] |LIMITED ALC4/2014 |and Re-indexed
I 18.02.2015 - ‘
i23s 'HQ File iELA File |Lic.No/Date:0910060966 |Defer ™
| :01/82/050/00672/AM1S/ :09/24/040/00315/AM15/ 112.09.2014 Date:29.04.2015 |
|

‘Decmlon It was decided to defer the case for 29.04.2015 for comments of Depamnent of i
'C&PC

i
e e ]

(Case No.:9/8/82-ALC4/2014 Party Name:HETERO LABS |Meet No/Date:18/82-  Status:Deffered |

i LIMITED ALC4/2014 and Re-indexed
L | 18.02.2015 | |
\239 'HQ File RLA File Lic.No/Date:0910060967 Defer |
| 01!82/050/00673/AM15/ 1:09/24/040/00320/AM15/ \]5 09.2014 Date:29.04. 2015 \
" [Decision : It was decided to defer the case for 29.04.2015 for comments of Department of |

Pharmaceuticals. E

CCaseNo:115/18/82-  |Party Name:ADCOCK  Meet No/Date:18/82- [Status:Deffered
| |ALC4/2014 IINGRAM LTD, |ALC4/2014 !and Re-indexed
| | 118.02.2015 i
{240 |HQ File -—IELA File o IE:E-N-O/Date 0710106682 r[_)efer - |
! |:01/82/050/01481/AM15/ 1:07/24/040/00207/AM15/ '16 09. 2014 Date 29.04.2015 |
' [Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
- Pharmaceuticals. ;
" |CaseNo.:12/1582-  [Party Name:JINDAL DRUGS 'Meet No/Date: 18/82- |s:ati|—s’5£i-€&
| ALC4/2014 [LIMITED |ALC4/2014 ‘and Re-indexed |
n | 18022015 | |
i241 HQFile  |RLAFile |Lic.No/Date:0310789265 Defer ‘
| :01/82/050/0 1299/AM 15/ I: 03/94/040/00460/AM15/ 1I6 09.2014 ‘Date 29.04. 20 15/

=

" Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| C&PC.
!

o
i
|

 [Case No.:13/8/82-ALC4/2014 [Party Name:HETERO LABS |Meet No/Date:18/82-  [Status:Deffered

tol ‘LIMITED 'ALC4/2014 and Re-indexed |
| 18.02.2015 L |
242 "ﬁd"'Fﬁém a RLAFile  |Lic.No/Date:0910060989 Defer
" [01/82/050/00677/AM1S/  |:09/24/040/00324/AM15/ 17.09.2014 Date:29.04.2015 E
! Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
' Pharmaceutncals .
[Case No.:38/15/82- Fé&ﬁ%@&f@ﬂfs‘s— Meet No/Date:18/82- ismnﬁ_ﬁéfraﬁ |
ALC4/2014 & CHEMICALS PRIVATE  |ALC4/2014 and Re-indexed |
| LIMITED 118.02.2015 |
243 [HQ File RLA File * ILic.No/Date:0910060988 \Defer |
T 01/82/050/01325/AM1S/ :09/24/040/00250/AM15/  |17.09.2014 Date:29. 04.2015 |
\

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

! |
C&PC. B - - ]
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Party Name:DR REDDYS Meet No/Date:18/82-  [Status:Deffered |

e —

Case No.:54/15/82-

ALC4/2014 LABORATORIES LIMITED ALC4/2014 %and Re-indexed |
l \ 18 02.2015 - '

244 HQ File = RLA File * [Lic.No/Date:0910060994 |Defer 5
\"0]/82/050/01341/AMI 5/ \ 09/24/040/00309/AM15/ 19 09 2014 |Date 29.04. 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
}Pharmaceutlcals o

i —C—ase No.:125/8/82- o #‘Party Name:HETERO ] @iéetﬁ%éié; 18/82- %tatus:Deffered
ALC4/2014 iDRUGS LIMITED, ALC4/2014 and Re-indexed

. 18.02.2015 \

45 [HQFile o \RLTFIIe E * Lic.No/Date:0910061000 |Defer ;

[ :01/82/050/00789/AM 15/ :09/24/040/00345/AM 15/ |19 09. 20!4 |Date:29.04.201 5 [

' |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

. |Pharmaceuticals.

| [CaseNo.126/8/82-  [PartyNameRELIANCE  Meet No/Date:18/82-  [Status:Approved
ALC4/2014 INDUSTRIES LTD. ‘ALC4/2014

18.02.2015

' |HQFile : ~ [RLA File ~ [Lic.No/Date:0310789468 (Defer

| :01/82/050/00790/AM 15/ [ 03/95/040/00269/AMI 5/ ~19 09.2014 §Date 18.02.2015
Decision :In the I|ght of written comments recewed from Petrochemical Dwnsnon of Department of
Chemicals and Petrochemicals vide their U.O No. 46011/91/2008-PC- Il dated 20.04. 2015, 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 \
246 less:

|
!

| Export product Exp. SI.No. | Import items Qty. Allowed
| | Qty MT |
Acrylonitrile 1 kg 1. Naphtha 1.271 r

| 2. | Ammonia 0510

| |

‘ RA may take appropriate action as per the deC|5|on of Norms Commlttee

| [Case No.:9/15/82-ALC4/2014 [Party Name:VIRCHOW ~ |Meet No/Date:18/82. Status: Deffered |

| BIOTECH PV T LTD., |ALC4/2014 and Re-indexed

J 7 1 ‘ [18.02.2015 f

247 [HQ File [RLA File Lic.No/Date:0910061001 [Defer

| 1:01/82/050/01296/AM 15/ 09/24/040/00327/AMI 5/ [19.09.2014 iDate 29.04.2015
JDeclsmn It was decided to defer the case for 29.04.2015 for comments cin;‘iDép_arrt;ﬁe_nEt: S _:
'Bnotechnology |

— — e ——— — e — —_— —— ——]
 |CaseNo.:60/15/82- Party Name:CLEAN  [Meet No/Date:18/82- Status:Deffered |
ALC4/2014 ‘SCIENCE AND 'ALC4/2014 !and Re-indexed

, 'TECHNOLOGY PVT.LTD. |18.02.2015 1

I24s fl--lQ File RLA File - TLﬁo/Datgﬁl"(A)&tlm m:r— Ge 1

| 01/’82/050/0]347/AM 15/ 1:31/83/040/00136/AM 15/ 22.09.2014 Date:29.04. 2015 '

1 Declsmn It was décndéd to defér the c_asé for 29 04.201 5 for comments of Department of ;'
i IC&PC |

S
udyog Bha



" [CaseNo.:127/8/82-  Party Name:HETERO LABS |Meet No/Date:18/82- |Status:Deffered |

t
'ALC4/2014 LIMITED ALC4/2014 land Re-indexed |
< ; 18.02.2015 1
49 THQ File RLA File " [Lic.No/Date:0910061002 [Defer |
01/82/050/00791/AM15/ § [09/24/040/00339/AMIS/  22.09.2014

Date:29.04.2015

‘Decision : It was decided to defer the case for 29.04.2015 for comments of Department of 1
~ |Pharmaceuticals. |

[ lEase No.:128/8/82- iP~art)7 Name:HETERO LABS ,Meet t No/Date:18/82-  |Status: Deffered |
} |ALC4/2014 LIMITED |ALC4/2014 and Re-indexed i
‘ | ‘ |18.02.2015 - !
250 HQ File "~ IRLA File ~ LicNo/Date:0910061003 Defer |
} ‘ :01/82/050/00792/AM15/ R 09/24/040/00341/AM]5/ 122. 09 2014 Date:29.04. 2015 '
| \Decnsmn It was decided to defer the case for 29.04.2015 for comments of Department of |
i iPharmaceutlcals
| [CaseNo.: :129/8/82- Party Name:HETERO LABS | Meet No/Date:18/82-  Status:Deffered
ALC4/2014 LIMITED 'ALC4/2014 and Re-indexed
. | 118.02.2015 |
251 [HQ File RLA File "~ Lic.No/Date:0910061004 Defer |
\ 1:01/82/050/00793/AM15/ 1:09/24/040/00338/AM15/ [22.09. 2014 \Date 29.04. 2015 3
_ ’DCCISIOII It was decided to defer the case for 29.04.2015 for comments of Department of
| |Pharmaceuticals.
" |Case No.:130/8/82- [Party Name:HETERO LABS | Meet No/Date:18/82-  [Status:Deffered
|ALC4/2014 LIMITED |/ALC4/2014 ;and Re-indexed
|| | 18.02.2015 | ;
252 [HQFile Fﬁ;l'ﬁilef'f'"” ~ |Lic:No/Date:0910061005 Eﬁer
[: 01/82/050/00794/AM]5/ :09/24/040/00332/AM15/ 22.09.2014 |Date:29. 04 20]5
‘ ‘ﬁeclsmn : It was decided to defer the case for 29.04. 2015 for comments of Department of
| |Pharmaceuticals. i
~|Case No.:131/8/82- Party Name:HONOUR LAB [Me%?ﬁdmate; 18/82-  Status:Deffered
[ /ALC4/2014 LIMITED |ALC4/2014 land Re-indexed
; ; ; 118.02.2015 |
253 [HQ File ~ |RLAFile "~ |Lic.No/Date:0910061007 lﬁer
| 1:01/82/050/00795/AM15/ :09/24/040/00353/AM1 5/ ;22 09.2014 \Date 29.04. 2015
' Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| |Pharmaceuticals.
[Case No.:3/18/82- ALC4/2014 | Party Name:RECKITT  [Meet No/Date:18/82- Status Deffered'
T 'BENCKISER |ALC4/2014 _and Re-indexed | |
] HEALTHCARE INDIA  |18.02.2015 | |
- LIMITED | 5 |
' [HQFile RLAFile  [LicNo/Date:0510391259 Defer |
| :01/82/050/01369/AM 15/ I 05/24/040/00279/AM15/ 22 09.2014 |Date:18.02.2015 | E

e e e e e ———, —————————————————— “—f

| Declsmn In the I|ght of wntten comments recelved from Department of Pharmaceutlcals vide i
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rth_e_lic—)_Mililz 3—§ai/414/2014_-lgl—(i\lorms) dated 21.01.“2015,_& was cEcided to call from the firm |
following information: |

of wastage /recoveries of various solvents / raw material during the process.

[

‘ i) Copy of Drug Manufacturing License (DML) indicating approved compositions of |
' export products. i
’ ii) Pharmaceuticals specification for each of the export products. i
| iiii) Packaging /presentation of export products specifying quantity of contents of export
|| products in each of the packs

| iv) Master Batch Formula indicating quantitative requirement for each of the ingredients |
| duly certified by the production and qualities control in charge. |
! V) Manufacturing process involved in production of the export products indicating the level

The case was deferred for 29.04.2015

| [CaseNo.:61/15/82-  [PartyName:EMCURE  |Meet No/Date: 18/82- ~ [Status:Deffered
| ALC42014 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed
|| | 18.02.2015 |
255HQFile [RLAFile Lic.No/Date:311006493 1 [Defer

| [01/82/050/01348/AM15/  |:31/83/040/00148/AMI5/  [26.09.2014

|Date:18.02.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

T ——

— ——— sl e e e ———

| |Case No.:10/15/82-ALC4/2014 Party Name:SRIAM LABS | "ﬁe;NofDate:TS/SZ- ‘FStatus:
[ 'PRIVATE LIMITED 'ALC4/2014 ‘Approved
! |18.02.2015 i 5
HQFile —  [RLAFle Lic.No/Date:0910061039 Defer Date:
:01/82/050/01297/AM15/ :09/24/040/00323/AM15/ 26.09.2014 ; |

|
i
|
|
. Decision :In the light of written comments received from Department of Pharmaceuticals vide
|
|
|

their OM No. 3501 1/533/2014-PI(Norms) dated 25.032015, 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:
25 |
;2 6[ Item of Export Quantity | S,No Item of Import Quantity
| allowed kg/kg
1 (1S, 4R)-4-[(2-amino-6- 1.292
chloro-9H-purin-yl)-2-
ABACAVIR SULPHATE |1 kg cyclopentene]-1-methanol
Hydrochloride.
2 Cyclopropylamine. 0.19
FRA may take appropriate action as per the decision of Norms Committee.

| |Case No.:29/18/82- Party Name:CAMPHOR &  |Meet No/Date:18/82-  [Status:Deffered |
| ALC4/2014 ALLIED PRODUCTS 'ALC4/2014 and Re-indexed |
= LIMITED, 18.02.2015 j ;
257 [HQ File RLA File  [Lic.No/Date:0310789917 Defer |
- :01/82/050/01395/AM15/ :03/94/040/00596/AM15/ 01.10.2014 Date:29.04.2015 |

[——— .

Decision : It was decided to defer the

| |C&PC..
[ﬁ {(SISWJ_S%EST T 'l;ﬂrE);T\Ja;neiGiAT\[ 5-— e
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e THIT/ NI

- |ALC4n014 PPHARMA LIMITED ~ [ALC4n2014 ‘Fand Re-indexed |

| | 18.02.2015 L |
| THQ'Fil_é" ~ RLAFile = [LicNo/Date:0910061067 Defer |

01/82/050/01 324/AM15/ 09/24/040/00354/AM] 5/ r09 10.2014 |Date:29.04. 2015

\Declsmn In the Ilght of written comments recelved from Department of Pharmaceutlcals vide |
ithew OM No. 35011/221/2014-PI(Norms) dated 18.02.2015, It was decided to call from the firm ;
. following information: e
) Consumption data of 16 raw materials used in manufacturing of Enoxaprin Sodium |
‘ Injections pre-filled Syringes duly certified by Central Excise Authority for the year
! 2012-13, 2013-14 and April to December 2014.
i) Copies of batch log sheets for the last 5 consecutive batches for conversion of Heparml
j Powder into Enoxaprin Sodium indicating the actual consumption of all raw materlals
| consumed for getting the API used in the Enoxaprin Sodium injections.
| 1ii) Copies of batch log sheets for last 5 consecutive batches indicating actual consumpt10n|
‘ of 16 raw materials applied for import in all applications against export of Enoxaprin |
Sodium Injections in pre-filled syringes. I
The information sought vide Item No. 2 and 3 above may be certified by production in |
_ charge of manufacturing unit of the firm. :
- The case was deferred for 29.04. 201 5 J!

: Case No.:46/15/82- 'Party Name:PORUS 'Meet No/Date:18/82- |Status: Deffered |
i ALC41’2014 ILABORATORIES PVTLTD |ALC4/2014 and Re-indexed | |
[18.02.2015 |
'259 HQ File 5 RLA File ~ |Lic.No/Date: 0910067107727 Defer |
i 01/82/050/01333/AM 15/ 09/24/040/00372/AM 15/ {09.10. 20!4 |Date:29.04.201 5
; DeCISIon It was decided to defer the case for 29.04.2015 for comments of Department of .
. Pharmaceutlca]s J
| [CaseNo.49/18/82- [Pty Name:PRECISE  |Meet No/Date:18/82-  [Status:Deffered |
| \ALC4/2014 '\CHEMIPHARMA PVT.LTD., ALC4/2014 ’and Re-indexed ‘
| | 18.02.2015 5 ‘
1260 ‘HQ File ~ RLAFile ~ Lic.No/Date:3110064962 [Defer
E 0I/82/050/01415/'AM] 5/ :31/83/040/00149/AM15/ |O9 IO 2014 Date 29.04. 2015 !
‘ Declswn It was decided to defer the case for 29.04.2015 for comments of Department of :
i "Pharmaceuticals.
é—[é;s; No.:113/9/82- ﬁ’grt; Name:ASTRIX : %Mééiﬁo/iD;t;:il*S/SZ- 24 |Status :Deffered |
‘ ALC4/2014 [LABORATORIES LTD., /ALC4/2014 ‘and Re-indexed |
| | 18.02.2015 ! :
261 [HQ File RLA File ~ Lic.No/Date:0910061093 |Defer
§ :01/82/050/00910/AM15/ I 09/24/’040/00370/AM15/ 115.10.2014 |Date:29.04.2015 !
' Status: It was decided to defer the case for 29.04.2015 for comments of Department of |
i Pharmaceutlcals !
;7 ‘Case . No.:42/15/82- Party Name:PVS AGRO VET IMeet No/Date:18/82- .StzitilisﬁD;ft?e'red
ALC4/2014 _ IALC4,"20 14 !and Re-indexed |
262 18.02.2015 - .
HQ File RLA File ~ |LicNo/Date:0910061105 [Defer !
[: 0|/82/050/0]329/AMI5/ I: 09/24/040/00246/AM15! 116.10.2014 |Date 29 04. 2015 }

,‘.'.f.’\' KUMAR
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; Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
1 Blotechnology

" |CaseNo.:13/15/82-  |PartyName:VINS ~ [Meet No/Date:18/82-  [Status:Deffered

ALC4/2014 BIOPRODUCTS LTD., \ALC4/2014 and Re-indexed
18.02.2015

263 HQ File ~ RLA File ‘Llc No/Date:0910061111 |Defer '''''
:01/82/050/01300/AM15/  :09/24/040/00290/AM15/  |16.10.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Biotechnology.
~ [Case No.:7/15/82-ALC412014 [Party Name:NATCO ~ |Meet No/Date:18/82-  |Status:Deffered
i IPHARMA LIMITED }ALC4/2014 ]and Re-indexed
5 l 18.02.2015 |

264 'HQ File 'RLA File Lic.No/Date:0910061114 Defer
:01/82/050/01294/AMI15/  :09/24/040/00385/AM15/ ‘17 10.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
'Pharmaceuticals.

—— = J

Case No.:58/15/82- |Party Name:SUVEN LIFE !F;l_ea No/Date:18/82- Status:Deffered
ALC4/2014 'SCIENCES LIMITED ALC4/2014 and Re-indexed
1 118.02.2015 ,
265 HQ File ‘RLA File [Lic No/Date:0910061113 Defer
:01/82/050/01345/AM15/ 09/24/040/00392/AM15/ 17.10. 2014 ]Date 29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
~ [CaseNo.78/10/82- Party Name:HETERO LABS |Meet No/Date:18/82-  |Status:Deffered
'ALC4/2014 LLIMITED ‘ALC4/20]4 and Re-indexed
| 18.02.2015
266 HQFile iiLA File Lic.No/Date:0910061130 Defer
:01/82/050/00992/AM15/ :09/24/040/00393/AM 15/ 22.10.2014 Date:29.04.2015 |
' Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
. |Pharmaceuticals.
" |Case No.:79/10/82- 'Party Name:HETERO LABS Meet No/Date:18/82- |Status:Deffered
! ALC4/2014 LIMITED tALC4/2014 ‘and Re-indexed |
% | 18.02.2015 L |
267 HQFile ’iilfA‘F:fe ~ |Lic.No/Date:0910061131 [Defer ]
:01/82/050/00993/AM15/ :09/24/040/00391/AM15/ 22.10.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.
' |case No.:80/10/82- _"_""_'_"!Par:y Name:HETERO LABS |Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 LIMITED ‘ALC4/2014 ‘and Re-indexed
268 } \]8 02.2015
.| [HQFile RLA File Lic.No/Date:0910061132 \Defer
' | :01/82/050/00994/AM15/ :09/24/040/00304/AM15/  22.10.2014 Date:29.04.2015
T -rAAL KuMAR
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Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of

1‘ Pharmaceuticals.
: b féase No.:81/10/82- tPany Name:HONOUR LAB Nfeet No/Date: 18/82- '?Sﬂtatus:Deﬂ'ered-?
‘ ALC4/2014 [LIMITED ALC4/2014 and Re-indexed |
|l 18.02.2015
269 HQFile RLAFile ~ [LicNo/Date:0910061133 Defer I
| [:0 1/82f050/00995/AM 15/ | 09/24/040/00407/AM 15/ 22 10. 2014 Date:29.04. 20 15]
\ Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
! Pharmaceuticals. J
~ |Case No.:36/18/82- * IParty Name:APEX PHARMA, Meet No/Date: 18/82- Status:Deffered
1 iALC4120|4 |ALC4/2014 iand Re-indexed ,
| ; 18022015 |
270 | pHQ File IRLA File ' Lic.No/Date:031079053 1 | Defer
! |:01/82/050/01402/AM15/ I 03/94/040/0055 1/AM15/ |27 10.2014 |Date:29.04. 2015
! = | g i
‘Decnsmn It was decided to defer the case for 29.04.2015 for comments of Department of
\Pharmaceuticals. |
“[Case No.:82/10/82-  [Party Name:DEEPAK ~ Meet No/Date:18/82-  Status:Deffered
‘ ‘ALC4I20!4 'NOVOCHEM ALC4/2014 and Re-indexed
|| _TECHNOLOGIESLTD  |18.022015 i
‘27] HQFile . [RLAFile Lic.No/Date:3110065004 | Defer |
| :01/82/050/00996/AM 15/ 3 1/83/040/001 SIIAM 15/ {27.10. 2014 'Date 29.04.2015
! Decision : It was decided to defer the case for 29 04 2015 for eomments of Department of |
‘ Pharmaeeutlcals
" Case No.:84/10/82- j’arty Name:HETERO Meet No/Date:18/82- lStatus:Defferedi_
t ALC4/2014 |DRUGS LIMITED |ALC4/2014 iand Re-indexed
| ! 18.02.2015 l
272 HQ File " RLAFile "~ [Lic.No/Date:091006 1140 [Defer
:01/82/050/00998/AM 15/ | 09/24/040/00400/AM15f [27.10. 2014 Date:29.04.2015
Decision :1t was decided to defer the case for 29.04.2015 for comments of Department of |
Pharmaceutlcals ‘
 Case No.:85/10/82- ——i’arty Name:HETERO LABS |Meet No/Date:18/82- :Status:Deffered |
ALC4/2014 [LIMITED |A LC4/2014 land Re-indexed
i 118.02.2015 l ,
273 HQ File ~ |RLAFile '  |Lic.No/Date:0910061141 Defer
' 01/82/050/00999/AM15/ 09/24/040/00403/AM15/ 27.10.2014 ‘Date:29.04. 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of [ Department of
Pharmaceutlcals
" |CaseNo.:64/15/82-  |PartyName:HPL  |MeetNo/Date:18/82-  [Status:Deffered
‘: ALC4/2014 |ADDITIVES |ALC4/20 14 and Re-indexed
274 LIMITED(FORMERLY |18.02.2015 |
i | KNOWN HIGH POLYMER I
| ~ [RLA File [Lic, No/Date:05 10391733 |Defer
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 |Date:29.04.2015 I

‘ﬁezi-sion : It was decided to defer the case for 29.04.2015 for comments of Department of |
|C&PC.. *

:01/82/050/01351/AM15/  :05/23/040/00305/AM15/  [27.102014

|Case No.:37/18/82- Party Name:CROWN Meet No/Date:18/82- Status:Deffered
|ALC4/2014 [CHEMICALS PVT.LTD., |ALC4/20]4 land Re-indexed |
| | 18.02.2015 |
275 [HQ File RLA File ~ |Lic.No/Date:0310790590 [Defer
:01/82/050/01403/AM15/ j:03/94/040/00679/AM 15/ 29.10.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| |C&PC..
i ~ |Case No.:38/18/82- EFarty Name:CROWN Meet No/Date: 18/82- ?FStatus:'Deffe-l-'ed |
[ ALC4/2014 [CHEMICALS PVT.LTD., 'ALC4/2014 ‘and Re-indexed
\ | I
’ | 18.02.2015 :
276 HQ File ) RLA File ~[Lic.No/Date:0310790589 |Defer
| |
|:01/82/050/01404/AM15/ 1:03/94/040/00678/AM 15/ 29.10.2014 Date:29.04.2015
iDecision : It was decided to defer the case for 29.04.2015 for comments of Department of

| |c&pC..

Case No.:22/18/82-ALC4/2014 [Party Name:SIRMAXO Meet No/Date:18/82-  |Status:
| CHEMICALS PVT LTD ALC4/2014 Approved
! | 18.02.2015 j
HQ File RLA File ~ [Lic.No/Date:0310790576 |[Defer Date:
:01/82/050/01388/AM 15/ ’:03/95/040/00453/AM15/ 29.10.2014
Decision :In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/142/2014-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:
277 [~
i Export product Export SI.No. | Import items Quantity  Allowed
| Qty. kg/kg
- (
. Poviodne Iodine Topical | 1 kg 1 Povidone  lodine | 0.098 3
solution USP Powder IP/USP
|
1 _iRA concerned may take further necessary action as per above decision of NC. ‘
| [CaseNo.70/18/82-  [Party Name:GLENMARK  |Meet No/Date:18/82-  Status:Deffered
ALC4/2014 GENERICS LIMITED |ALC4/2014 ;and Re-indexed 1
18.02.2015 i g
278 HQFile RLAFile — [LicNo/Date:0310790636 [Defer |
:01/82/050/01436/AM15/ :03/94/040/00557/AM 15/ |30.10.2014 Date:29.04.2015 !
J Decision : It was decided to defer the case for 29.04.2015 for comments of Department of f
Pharmaceuticals
579 Case No.:21/15/82-  |Party Name:SHASUN Meet No/Date:18/82-  [Status:
'ALC4/2014 PHARMACEUTICALS ALC4/2014 |Approved
—n Trade
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S S T =
| LIMITED 18.02.2015 [ |
. [HQFile  RLAFile Lic.No/Date:0410159655 Defer Date: |
| 01/82/050/01308/AMIS/ :04/24/040/00200/AM1 5/ 30.10.2014 |

Decision :In the llght of written comments received from Department of Pharmaceuticals vide |
their OM No. 35011/410/2014- -PI(Norms) dated January 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. | SI.No. | Import items Qty. allowed
| PAROXETINE TABLETS 1kg 1. PAROXETINE 22.20 mg/20 mg

| 20 MG HYDROCHLORIDE | Taplet
| | PAROXETINETABLETS | 1 kg 1. PAROXETINE 33.30 mg/30 mg |
‘ 30 MG HYDROCHLORIDE | Taplet g
' [ PAROXETINE TABLETS | 1 kg T PAROXETINE 44.40 mg/40 mg |
- | 40MG HYDROCHLORIDE | Tablet

RA concemed ‘may take further necessary action as per above der:lswn of NC

| |Case No.:86/10/82- Party Name:SHIVA ~ [Meet No/Date:18/82-  |Status:Deffered |
f ALC4/2014 gPHARMACHEM LTD, ALC4/2014 |and Re-indexed |
f i 18.02.2015 ' |
280 HQFile  [RLAFile Lic.No/Date:3410040644 |Defer

I: 01/82/050/01000/AM15/ 34/24/040/00[94/AMI5/ 30.10. 20|4 fDate 29.04. 2015 i
Decision : It was decided to defer the case for 29.04.2015 for comments of Depanment of J

C&PC |

E?ase No.:6/15/82-ALC4/2014 Party Name:SMILAX ] iMeet No/Date:18/82- W'Status Deffered'
! ; [LABORATORIES LIMITED 'ALC4/20|4 Iand Re-indexed | |
| 18.02.2015 |
281 HQ File N __jl—{ijA File Lic.No/Date:0910061161 Defer ’ i
: 10 1/82/050/01293/AM1 5/ :09/24/040/00378/AM15/ \30 10. 2014 |Date:29. 04 201 5 {

|Demsmn It was decided to defer the case for 29.04.2015 for comments of Department of
|Pharrnaceut|cals ‘

i
1
|
|

f Case No. :57/15/82- 'Party Name:VIVIMED LABS 'Meet No/Date:18/82- ‘Stalus :Deffered
'ALC4/2014 ;LIMITED ALC4/2014 and Re-indexed
j | ~118.022015 |

282[HQFile RLAFile ‘Llc No/Date:0910061154 |Defer

Date:29.04.2015

|:01/82/050/01344/AM15/ B 09/24/040/004]0/AM]5/ 130. 10 20I4

IDeClsmn It was decided to defer the case for 29. 04.2015 for comments of Department of 1

C&PC. ;
|  |Case No.:45/18/82- ~ |Party Name:BAYER VAPI  |Meet No/Date:18/82- Sktwatus:Deffere_dié
| ALC42014 PVT.LTD. ALC4/2014 and Re-indexed |
| | 18022015 1
283 HQ File RLA File EREY Lic.No/Date:0310790673 [Defer
OUB2/0S00141/AMIS/  :03/94/040/00697/AMIS/  31.10.2014 Date:29.04.2015 |

Deus:on It was decnded to defer the case for 29 04 2015 for comments of Department of
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285

- their OM No. 35011/548/2014-PI(Norms) dated 07.04.2015, it was decided to ratify norms

~ |Case No.:35/18/82-ALC4/2014 [Party Name:IPCA ~ Meet No/Date:18/82-  [Status:

, LABORATORIES LIMITED  ALC4/2014 Approved

; | |1s 02.2015

HQ File 'RLA File Lic.No/Date:0310790719 [Defer Date: |
:01/82/050/01401/AM15/ 1:03/94/040/00727/AM15/ 03.11.2014

Decls:on In the Ilght of written comments received from Department of Pharmaceuticals vide |

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

Item of Export Qty. | SLNo. | Item of Import Quantity allowed
ke/kg
|Betamethasone 1. 0.78

; 1kg Betamethasone
Sodium Phosphate

}RA may take approprlate actaon as per the deC|S|on of Norms Comm|ttee

‘Case No.:31/15/82- ' ‘Palty Name:BELCO ~ |Meet No/Date:18/82- iStatus:Deffered ;
§ALC4/2014 \PHARMA |ALC4/2014 Eand Re-indexed |
, |18.02.2015

HQ File [RLA File * [Lic.No/Date:0510391872 Defer R |
01/82/050/01318/AM15/ 05/23/040/00337/AMI5/ ‘07 11.2014 Date:29. 04 20!5

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of .
Pharmaceuticals i

286

Case No.:49/15/82- = Party Name:EYTAN LABS Wget No/Date:18/82- Status:Deffered
ALC4/2014 LIMITED |ALC4/2014 and Re-indexed |
5 [18.02.2015 . ‘
HQ File 3 RLAFile ~ [Lic.No/Date:0910061189 B ;
:01/82/050/01336/AM15/ & 09/24/040/004] 3/AM15/ 07.11 2014 Date: 29 04. 20|5

Decision : It was decided to defer the case for 29.04. 201 5 for comments of' Department of \
Pharmaceuticals |
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 [Case No.:73/18/82-ALC4/2014 Party Name:KRISHNA ~ [Meet No/Date:18/82-  [Status:
| ANTIOXIDANTS PVT. LTD. |ALC4/2014 Approved
18.02.2015
HQFile ~  RLAFile  [LicNo/Date:0310790837 [Defer Date: |
:01/82/050/01439/AM15/ :03/94/040/00723/AM15/ 07112014 | |

Decision : In the Ilght of written comments receuved from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/100/2012-Ch. Il dated 26.03.2015, it was decided to
Iratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,L
whichever is less: i
|
|

Export product Export | S.No. | Import items Quantity
Quantity Allowed
| TRIS TRIDECYL PHOSPHITE 1 kg l. YELLOW PHOSPHORUS 0.050 kg
! [ \—\Ut" :

S e e e e e ——————

'\r‘*d'

2l
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i
288
|
|

IF
|

290

= i 2. PHENOL 0.469 kg
| i 1.06 kg

TRIDECYL ALCOHOL

RA may take approprlate actaon as per the decnsaon of Norms Commattee

~ |Case No.:23/15/82-  |Party Name:VENUS ~ Meet No/Date:18/82-  [Status:Deffered |

ALC4/2014 REMEDIES LTD., |ALC4/2014 ‘and Re-indexed |

i | 18.02.2015 | |

HQFile ~  |RLAFile o |Lic.No/Date:2210015115 [Defer |
[01/82/050/01310/AMIS/  :22/24/040/00065/AM1S/  [07.11.2014 Date:29.04.201: 5

Decxalon It was decided to defer the case for 29.04.2015 for comments of Department of |
'Pharmaceuticals |

Case No.:55/18/82- Party Name:EMCURE ~ |Meet No/Date:18/82-  Status:Approved
ALC4/20]4 PHARMACEUTICALS iALC4/2014 E

f LTD. [18.02.2015 |

HQ File ~ [RLAFile Lic.No/Date:3110065034 Defer Date:
:01/82/050/01421/AM15/ E 31/83/040/00!71/AMI5/’ [10.11.2014

[Declswn In the light of written comments received from Department of Pharmaceuticals vide

their OM No. 35011/491/2014-PI(Norms) dated March 2015, 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 | Qty | SL. No. | Import items Quantity
‘ allowed kg/kg
| Ritonavir USP | 1 kg |1 Ritonavir Intermediate-II 0.72

nitrophenyl-5-thiazolyl

1
i [Carbonate] {Carbonic Acid-4- |
; methylester} ?

2 BDH Succinic Acid Salt 1.14
{(28,3S.55)-2-Amino-3-
hydroxy-5-(tert butyloxy ;
: carbonyl) amino -1,6-diphenyl ;
‘ hexane succinate} i

RA may take appropnate action as per: the decision of Norrns Committee.

Case No.:71/18/82-ALC4/2014 Par \Party Name:GLENMARK ~ Meet No/Date:18/82-  [Status:
GENERICS LIMITED ALC4/2014 Approved

| | 18.02.2015 g

HQ File 'RLA File Lic.No/Date:0310790869 fDefer Date:

:01/82/050/01437/AM15/ :03/94/040/00733/AM15/ 10.11.2014 |

Decision :The Committee considered the case as per agenda in the hght of written ‘
wcomments and consultation with the technical authorities present in the meeting, decided |
to ratify the norms under para 4.7 of HBP as per details below or as applled by firm
lwhlchever is lower f

\I Export Product | Exp. [ S.No ] Import Item [ Qty. allowed/kg | |
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Qty.
Ciclopirox Gel Packs |1 Ciclopirox USP 235.62 mg/30 gm 4
0.77%. 30 gm |
Ciclopirox Gel Packs 1 Ciclopirox USP 352.967 mg/45 gm |
0.77%, 45 gm }
/ Ciclopirox Gel Packs |1 Ciclopirox USP 785.0 mg/100 gm ‘
0.77%, 100 gm ’

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

" [CaseNo..76/18/82- [Party Name:GLENMARK ~ [Meet No/Date: 18/82-  Status:Deffered |
'ALC4/2014 GENERICS LIMITED ALC4/2014 and Re-indexed

| | 18.02.2015

291 |HQ File ~ [RLAFile Lic.No/Date:0310790871 [ Defer

| :01/82/050/01442/AM1S/  |:03/94/040/00734/AM15/  |10.11.2014 Date:29.04.2015

f Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

 Pharmaceuticals

" |Case No.:81/18/82- P)any Name:R L FINE CHEM |Meet No/Date:18/82- Status:Deffered

| ALC472014 ALC4/2014 and Re-indexed

| I 18.02.2015 |

292 [HQ File RLA File  [Lic.No/Date:0710106924 [Defer ]
:01/82/050/01447/AM15/  :07/24/040/00270/AM15/ 10.11.2014 Date:29.04.2015
s = sl . e
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals |

 [CaseNo.:19/15/82- ~ [Party Name:MALLADI et No/Date:18/82- |Status: Deffered

. |ALC4/2014 DRUGS & ALC4/2014 ‘and Re-indexed

; PHARMACEUTICALS ‘18.02.2015

LIMITED .

293 [HQ File RLA File Lic.No/Date:0410159706 [Defer
:01/82/050/01306/AM15/  :04/24/040/00206/AM15/  |11.11.2014 Date:29.04.2015

' Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

! Pharmaceuticals

" [Case No.:20/15/82- Party Name:MALLADI  Meet No/Date:18/82- [Status:Deffered |

. ALC42014 DRUGS & ALC4/2014 and Re-indexed

| PHARMACEUTICALS ~ [18.02.2015

| | LIMITED j

2%4HQFile  RLAFile Lic.No/Date:0410159705 Defer |

| 01/82/050/01307/AMIS/  |:04/24/040/00207/AM15/  |11.11.2014 Date:29.04.2015

i Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| |Pharmaceuticals

- [Case No.:61/18/82- - [Party Name:TATVA et No/Date:18/82-  [Status:Deffered
. |ALC4R014 CHINTAN PHARMA CHEM |ALC4/2014 and Re-indexed
295 | PVT LTD 118.02.2015

' ~ |Lic.No/Date:3410040676 |Defer

‘ HQ File  [RLA File
:01/82/050/01427/AM15/ 1:34/24/040/00198/AM15/ 11.11.2014

Date:29.04.2015 |

‘.w-;n Trade

Dy. =R AT rade
a< ~ae General 9 of Commercs
D'\("‘("O‘fb‘“!*fD-,*:Z-:I-'“""“ s il .
e A, T8, L Delnd
.P"i-i_‘i:c;‘wiaﬂ- Loy

udyod



—a _ - . -
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

(C&PC.

Case No.:33/18/82-ALC4/2014 |Party Name:ARIHANTANAM Meet No/Date:18/82-  [Status:

{ ILIFECARE PVT. LTD. \ALC4/2014 |Approved

| | 18.02.2015 |

HQ File RLA File Lic.No/Date:0310790987 [Defer Date: |
:03/94/040/00770/AM15/ 112.11.2014 |

29
6

|:01/82/050/01399/AM15/

Decision :In the light of written comments received from Department of Pharmaceuticals vide
{their OM No. 35011/212/2014-PI(Norms) dated October 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. | Importitems Qty. allowed (kg) |

Qty. i
Lumefantrine 1kg | 1. (Dibutylamine Methyl)- | 0.8691 kg E
? ‘ 2, 7-Dichloro-4-Fluoren
\ Methanol (DBA)

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

|

" [Case No.:41/18/82-  |Party Name:AVA Meet No/Date: 18/82- ;meag
'ALC4/2014 CHEMICALS PVT.LTD,,  |ALC4/2014 and Re-indexed |

| ; 18.02.2015 | j
HQFile RLA File  |Lic.No/Date:0310790960 [Defer }

| |

1:01/82/050/01407/AM 15/ 1:03/94/040/00747/AM15/ [12.11.2014 |Date:29.04.2015

e —————— - - e

gDecisionizln the light of written comments received from Petrochemical Division of Departménf
'of Chemicals and Petrochemicals vide their OM No. 14010/67/2011-CH-II dated 29.03.2015, it

‘was decided to call from the firm the following technical details:
|

|
' i) Detailed manufacturing process along with balanced chemical reaction indicating number of E
moles of all the reactions, products and by-products with corresponding molecular Formulae, 1
istructural formulae, molecular weight and process flow diagram. !
ii) Stage-wise percentage yield with respect of each of the reactants and products and the relevant :
justification enclosing therewith authentic printed technical literature in support of yield or ;
quantity of items for import. !
iii) Detail of by-products formed during the process and their recovery in terms of quantity and
value.

!iv) Details of production of export product under reference and corresponding consumption of |
‘raw material in the year 2013-14 and 2014-15 (April to October) 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.

!The case was deferred for 29.04.2015 E

PRI

TENT 21
Ud‘/egr?,:fqr"

!Case No.:98/18/82- *lParty Name:KARNATAKA gMeet No/Date:18/82- Status:Deffered ‘

ALC4/2014 ANTIBIOTICS |ALC4/2014 and Re-indexed |

i &PHARMACEUTICALS 18.02.2015 i i

| LTD.,, | |

HQ File RLA File Lic.No/Date:0710106948 [Defer ;
:07/24/040/00272/AM15/ [12.11.2014 \Date:29.04.2015 |

[:01/82/050/01464/AM15/

iDecisioh : It was decided to defer the case for 29.04.2015 for comments of Depértment ofJ

e oerre————
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~ |Case No.:77/18/82- Party Name:LAKELAND ~ [Meet No/Date: 18/82- Status:Deffered

. ALC42014 CHEMICALS (INDIA) LTD. |ALC4/2014 and Re-indexed

| | 118.02.2015

299 [HQ File ‘RLA File ) Lic.No/Date:0310790966 |Defer
:01/82/050/01443/AM15/  :03/95/040/00629/AM 14/ I12 11.2014 Date:29.04.2015

i Decision :It was decided to defer the case for 29.04. 2015 for comments of Department of §
C&PC. |

. Case No.:24/15/82- }Party Name:SHIVAM OILS ~ [Meet No/Date:18/82- !Status:Deﬂ'ered

. |ALC42014 ‘& PROTEINS INDUSTRY, | ALC4/2014 and Re-indexed

| 1 18.02.2015

300 HQFile ~ [RLAFile  [LicNo/MDate:5610004468 Defer
:01/82/050/01311/AMI5/  :56/24/040/00046/AM15/ 12.11.2014 Date:29.04.2015
Decision :It was decnded to defer the case for 29.04.2015 for comments of Department of
C&PC.

| [CaseNo.:46/18/82- Party Name:AVA Meet No/Date:18/82-  [Status: Deffered |
ALC4/2014 CHEMICALS PVT.LTD.,  |ALC4/2014 and Re-indexed

18.02.2015 .
Lic.No/Date:0310791014 [Defer

:01/82/050/01412/AM15/ :03/94/040/00748/AM15/ 13.11.2014 Date:29.04.2015

1301 HQ File RLA File
i Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
|

C&PC.

| (CaseNo.:65/18/82- |Party Name:DEEPAK Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 NITRITE LIMITED ‘ALC4/20|4 and Re-indexed

; [ 18.02.2015 |

302 |HQ File i‘RLA File Lic.No/Date:3410040677 |Defer i
[01/82/050/01431/AMIS/  |:34/24/040/00199/AM15/ ’13 11.2014 ’Date :29.04.2015

. Decision : It was decnded to defer the case for 29.04. 2015 for comments of Department of
| (|[C&PC.

= Case No.:72/18/82- El:'arly Name:J.B. Meet No/Date:18/82- Status:Deffered

ALC4/2014 [CHEMICALS & ALC4/2014 and Re-indexed
‘PHARMACEUTICALS (18.02.2015 _

; LIMITED f {

303 [4Q File ‘ ~ RLAFile " ILic.No/Date:0310791044 |Defer

;‘ :01/82/050/01438/AM 15/ "03/94/040/00773/AM 15/ 13.11.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcals

| [CaseNo.:42/18/82-  |Party Name:LAKELAND  |Meet No/Date:18/82-  |Status:Deffered '
. ALC412014 ‘CHEMICALS (INDIA) LTD. |ALC4/2014 and Re-indexed
304/ | 18.02.2015 |
. |HQFile ~ RLAFile  [Lic.No/Date:0310791049 Defer -
:01/82/050/01408/AM15/  :03/95/040/00628/AM14/ 13.11.2014 Date:29.04.2015 |
KUMAR
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Decision : It was decided to defer the case for 29. 04 20!5_ fotmcomments of I Department of
C&PC
| :

— — I

~ |Case No.:56/18/82- Party Name:MALLADI | Meet No/Date: 18/82-  Status:Deffered |
ALC4/2014 DRUGS & ALC4/2014 and Re-indexed |
: PHARMACEUTICALS 18.02.2015 |
1 LIMITED | | |
HQ File B _"LliLA Fle =~ |LicNo/Date:0410159730 Defer

305 (13,

|

i

306
|

307

|

309

:01/82/050/01422/AM15/ 04/24/040/0007]/AMI5/ [13 11 20]4 Date:29.04.2015 |

E)eusmn - lt was deended to defer the case for 29 04.2015 for comments of Departmt:ht of
tPharmaceutlca]s

CaseNo.:14/15/82-  |Party Name:STERICON ~ Meet No/Date:18/82- |Status:Deffered | |
ALC4/2014 PPHARMA PVT.LTD,, ALC4/2014 and Re-indexed |
| 18.02.2015 |
'HQ File ’ \RLA AFile " [Lic.No/Date:0710106972 FDefer i

01/82/050/{}1301/AM 15/ I 07/24/040/00274/’AM15/ 113.11 2014 \Date 29.04.2015

Dec1s10n It was decided to defer the case for 29.04. 2015 for co comments of Department of |
Pharmaceuticals. ‘

" [Case No.:56/15/82- |Party Name:VIVIMED LABS |Meet No/Date:18/82-  [Status:Deffered |
ALC4/2014 LIMITED ALC4/2014 and Re-indexed |
: f 118.02.2015 =
HQFile ~ |RLAFile Lic.No/Date:0910061223 Defer T
:01/82/050/01343/AM15/ £09/24/040/00431/AMI5/ 13112014 Date:29.04.2015 |
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
lc&pc. J

" |Case No.:65/15/82- _'_ipér}& Name:ABEERS ~ |Meet No/Date:18/82- ‘Status :Deffered |

'ALC4/2014 [PHARMACEUTICALS PVT |ALC4/2014 and Re-indexed |
i LTD 118.02.2015 ;
HQFile ii{LA File ke ’;'Lic.No/Date:osmwzoi 1 |Defer
:01/82/050/01352/AM15/ l  :05/23/040/00360/AM15/ 14.11.2014 Date:29.04. 2015 |

De_ctSIOH In the light of written comments received from Department of AYUSH vide }
‘commumcatlon no. T.12016/2/2015-DCC (AYUSH) dated 23.03.2015, it was decided to request |
the firm to provide at the earliest details of the herbal extracts used in formulation as required in

Drug & Cosmetics Rule 158 B for consideration of fixation of norms. The case was deferred for |
115.04.2014. !

(Case No.:58/18/82- " |Party Name:PI INDUSTRIES | Meet No/Date:18/82-  |Status: !
ALC4/2014 ILTD., \ALC4/2014 /Approved |
} 118.02.2015 - |

HQFile SRR T T I e tL.c No/Date:1310047692 |Defer Date:
:01/82/050/01424/AM15/ 13/24/040/00028/AM15/ 14.11.2014 j |

TDeelsmn : In the Ilght of written comments recewed from Department of Chemncals and |

'Petrochemicals vide their U.O No. 15022/6/2010-Ch Il dated 20.03.2015, it was decided to ratnf\(|
norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whlchever|
is less: '
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1 E;;;crirrftibro&ﬁct_. [ e 7Eﬁxp. [SI.No. Import items Qty. allowed !
Qty. |
| [Z-methyl-T-methylthio2- | 1 kg 1. | 2-Amino-2-Methyl-1- 1.006 kg |
i | propanamine (SAA) Propanol (AMP) i
| 2. TOLUENE 0.307 kg |
|RA may take appropriate action as per the decision of Norms Committee. ‘
" case No.:107/18/82- Party Name:PREGNA Meet No/Date:18/82- EStatus:ijeffered
‘ ALC4/2014 INTERNATIONAL LTD. IALC4/2OI4 ‘and Re-indexed ‘
| | 18.02.2015 | ;
310 HQFile - RLAFile  [Lic.No/Date:0310791082 Defer
\ |:01/82/050/01473/AM15/ |:03/95/040/00661/AM15/ [14.11.2014 !Date:29.04.2015 3
§ ’Decision : It was decided to defer the case for 29.04.2015 for comments of Department of '
f |IC&PC. |
| |CaseNo.:113/18/82-  [Party Name:PREGNA  |Meet No/Date:18/82-  |Status:Deffered |
' ALC4/2014 [INTERNATIONAL LTD. ALC4/2014 |and Re-indexed E
|| | 18.02.2015 | |
311 HQFile ~ RLAFile  [Lic.No/Date:0310791084 Defer B
:01/82/050/01479/AM 15/ :03/95/040/00663/AM 15/ 14.11.2014 5Date:29.04.20|5 ‘

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
|IC&PC. 5

Case No.:25/18/82- i'Par_tyWar_ne:‘gM.i Meet No/Date:18/82- EStatus:Deffereti;
ALC4/2014 CHEMICALS 1ALC4:’2014 ‘and Re-indexed |

: |18.02.2015 l l
HQFile ~ RLAFile  |LicNo/Date:0310791081 [Defer ;
E:Ol/82/050/0139I/AM]5/ [:03/95/040/00580/AM 15/ !14.] 1.2014 |Date:29.04.2015

Decision :In the light of written comments received from Petrochemical Division of Department
of Chemicals and Petrochemicals vide their OM No. 14010/64/2011-CH-II dated 25.03.2015, it;’
was decided to call from the firm the following technical details: ?
i) Detailed manufacturing process along with balanced chemical reaction indicating number of
|__|moles of all the reactions, products and by-products with corresponding molecular Formulae,

312 structural formulae, molecular weight and process flow diagram. E
i) Stage-wise percentage yield with respect of each of the reactants and products and the relevant |
Justification enclosing therewith authentic printed technical literature in support of yield or
quantity of items for import.

iii) Detail of by-products formed during the process and their recovery in terms of quantity and
value. z
iv) Details of production of export product under reference and corresponding consumption of
raw material in the year 2013-14 and 2014-15 (April to October) duly certified by CA may bei
furnished. If the production has not commenced in the past, the details from commencement of i
\production may be furnished duly certified by CA.

| %The case was deferred for 29.04.2015

313 CaseNo.:62/15/82-  [PartyName:DIVIS  |Meet No/Date: 18/82-  [Status:Deffered
77 ALC42014 LABORATORIESLTD.,  ALC4/2014 and Re-indexed |

———————— — |
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£ 1 18.022015 |
HQFile @ RLAFile |Lic.No/Date:0910061248 Defer
:01/82/050/01349/AM1S/  :09/24/040/00438/AM15/ 17.11.2014 Date:29.04.2015

éDe_(:iSion . It was decided to defer the case for 29.04.2015 for comments of Department of
|Pharmaceuticals.

i

Case No.:59/15/82- Party Name:MALLADI Meet No/Date:18/82-  Status:Deffered
ALC4/2014 DRUGS & /ALC4/2014 and Re-indexed
PHARMACEUTICALS 18.02.2015 3
LIMITED ; ‘
HQ File RLA File Lic.No/Date:0410159756 Defer
:01/82/050/01346/AM15/  |:04/24/040/00216/AM15/  [17.11.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

Case No.:39/15/82- Farty Name:MYLAN trﬁe_e_t No/Date:18/82- §Status Deffered
ALC4/2014 LABORATORIES LIMITED ALC4/2014 and Re-indexed
| 118.02.2015 ;
315 i?ITIW(W) B . . RLA File i fL:c No/Date:0910061255 ‘Defer '
| |:01/82/050/01326/AM15/ 09/24/040/00379/AM15/ 17.11 2014 |Date:29.04.2015

Dec1s1011 It was dec1ded to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

"|Case No.:41/15/82- [Party Name:MYLAN Meet No/Date: 18/82- Status:Deffered |
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 lend Reladesed
| 18.02.2015 |
HQ File IRLA File Lic.No/Date:0910061256 Defer
01/82/050/01328/AM15/  |:09/24/040/00235/AM15/  |17.11.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

317

|Case No.:20/18/82- .Party Name:CROWN Iﬁeet No/Date:18/82- Status:Deffered
ALC4/2014 gCHEMICALS PVT.LTD., |ALC4/2014 and Re-indexed
; | 18.02.2015 §

HQFile ~  |[RLAFile  [Lic.No/Date:0310791202 Defer

[: 0]/82/050/01386/AM15/ :03/94/040/00782/AM 15/ 18 1 I 20]4 {Date:29. 04 2015 e

DeCIsmn It was deCIded to defer the case for 29.04. 201 5 for comments of Department of i
C&PC. ;

318

Case No.:21/18/82- Party Name:CROWN Meet No/Date: 18/82- Status:Deffered i
ALC4/2014 CHEMICALS PVT.LTD., [ALC4/2014 and Re-indexed |

18.02.2015 !
HQ File RLA File LLic.No/Date:0310791201 Defer |
:01/82/050/01387/AM15/ :03/94/040/00781/AM15/ 118 11.2014 Date:29.04.2015 |

Decision : It was decided to defer the case for 29.04.20 l 5 for comments of Department of
C&PC.
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9|Case No.:8/15/82-  PartyNameNATCO  [Meet No/Date:18/82-  Status:Deffered |
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‘_ ALC42014  [PHARMA LIMITED
\ —____ SI 2 | Sl
HQ File RLA File

:01/82/050/01295/AM 15/

\ P———

09/24/040/00447/AM 15/

 |Lic.No/Date:0310791170 [Defer

ALC4/2014 and Re-indexed |
18.02.2015 - ;
F:c No/Date:0910061260 Defer i ’

18.11.2014 Date:29.04.2015 |

Decision : It was decided to defer the case for 29.04.2015 for c comments of Department of ‘

e ——— e e e e et S

'Meet No/Date: 18/82-
\ALC4/2014
18.02.2015

Status Deffered i
‘and Re-indexed

18.11.2014 Date:29.04.2015

Pharmaceuticals.
| |CaseNo.:24/18/82- Party Name:SUSHANT
ALC4/2014 i[NDUSTRlES
| - . - r— -
320 HQ File RLA File
:01/82/050/01 390/AM 15/ 1:03/95/040/00672/AM 15/
the quantity of BP and USP separately The case is deferred for 29. 04 2015

Decision : Case was considered as per agenda and it was decided to advise the firm to specify

| |CaseNo.:50/1582-  |PartyName:SUVENLIFE  |Meet No/Date:18/82- Status:Deffered
| |ALC4/2014 \SCIENCES LIMITED ALC4/2014 and Re-indexed
! ; 18.02.2015 | .
321 [HQ File RLA File - tifé No/Date:0910061263 Defer |
Fo s :01/82/050/01337/AM1S/  |:09/24/040/00448/AM15/ \18 11.2014 Date:29.04.2015
‘ Decision : It was decided to defer the case for 29.04.201 5 for comments of Department of f
! ‘ Pharmaceutlcals |
| Case No.:23/18/82- ~ |Party Name:LAKELAND  |Meet No/Date:18/82-  [Status:Deffered
. ALC4/2014 ‘CHEMICALS (INDIA) LTD. IALC4/2014 and Re-indexed
| 118.02.2015
322 'HQ File ~ [RLA File 'ch No/Date:0310791253 'Defer
:01/82/050/01389/AM15/ :03/95/040/00697/AM 14/ 20.11.2014 ‘Date :29.04.2015
Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
C&PC.
~|Case No.:110/18/82-  |Party Name:MEDREICH Meet No/Date:18/82- |Status:Deffered |
ALC4/2014 |LIMITED ALC4/2014 ;and Re-indexed
' J 18.02.2015
]323 'HQ File - [RLAFile '~ Lic.No/Date:0710107025 Defer A
- :01/82/050/01476/AM15/ 07/24/040/00305/AM15/ \20 11.2014 Date:29.04.2015 |
‘ i S A |
. Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
| |Pharmaceuticals.
.!__ Case No.:52/15/82- TParty Name:MYLAN w'Meet No/Date:18/82- Status:Deffered
. |ALC412014 tLABORATORIES LIMITED |ALC4/2014 and Re-indexed
: 118.02.2015
324 [HQ File iRLA File Lic.No/Date:0910061280 |Defer |
] :01/82/050/01339/AM15/  |:09/24/040/00408/AM15/ 20.11 2014 Date:29.04. 2015 |
’ Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
| Pharmaceuticals.

|325 |Case No.: 5/1 5/82-

\Party Name va I
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] Meet No/Date: 18/82- ?gtatus:Defl‘ered J!




o '}'miizﬁ{ - LABORATORIES LTD  |ALC4/2014 and Re-indexed |
| 18.02.2015 ;

. [HQFile ~ RLAFile " [Lic.No/Date:0910061275 bEfEr— oy
| |:01/82/050/01292/AMIS/  |:09/24/040/00333/AM1S/ 20.11.2014 Date:29.04.2015 |
e e e . IR, ... ool Lok |
'Declslon It was decided to defer the case for 29.04.201 5 for comments of | Department of |
IPharmaceutlcals :
" [Case No.:28/18/82-  |Party Name:ALKYL ~ Meet No/Date:18/82- Status:Deffered |
ALC4/2014 'AMINES CHEMICALS LTD ALC4/2014 ‘and Re-indexed |
| 18.02.2015 ;
' |HQFile RLA File  [LicNo/Date:0310791308 [Defer |
326 . 01/82/050/01394/AMLS/  :03/94/040/00686/AM15/  21.11.2014 Date:29.04.20 15

" |Decision :It was decided to call from the firm Details of production and consumptlon of exporti
'Acetonitril in the year 2013-14 and 2014-15(April-Dec) and corresponding consumption of the
raw materlals duly certlﬁed by CA |

Case No30ii8782- ' - _ I_ParltyiNarhe ALK?L_ - V'Meeit I;io_/[_)-até:_l‘Sf-SZii ) Status- Deffered '

_ IALC4/2014 AMINES CHEMICALS LTD |ALC4/2014 and Re-indexed |

g 18.02.2015 ‘
;HQ File 1RLA File ‘Llc No/Date: 0310791309 (Defer -

327 :01/82/050/01396/AM15/ :03/94/040/00704/AM15/ 21.11.2014 Date 29.04. 2015

Decision : It was decided to call from the firm Details of productlon and consumption of' export
' Acetonitril in the year 2013-14 and 2014-15(April-Dec) and corresponding consumption of the
| ‘raw materials duly certlﬁed by CA

a
!
‘
|
|
§
|
|

" [Case No.:94/18/82- |Party Name:BEST VALUE A{Méé{ﬁ&ba{é;w/sif ] s_té'tij?nerfefe?
l 'CHEM PVT. LTD. ALC4/2014 'and Re-indexed | ‘

é 18.02.2015 ; i
|323 [HQ Fle  |RLAFile  [LicNo/Date:3410040705 Defer !
" |:01/82/050/01460/AM15/ :34124/040/00218/AM15/ 21.112014 }Date 29.042015

} Decision : It was decided to defer the case for 29.04.2015 for comments of Depanment of |

" [Case No.:34/18/82- [Party Name:ENCUBE Meet No/Date: 18/82- Status:Deffered |

- ALC422014 ETHICALS PVT LTD ALC4/2014 and Re-indexed

\ ; ; 18.02.2015 . ‘
—| WSS SIS S ===

329 HQ File RLA File Lic.No/Date:0310791303 ﬁ)efer ‘

' 01/’82/050/01400/AM15/ | 03/94/040/00803/AM15/ '21 11.2014 |Date:29.04.2015

i \Deusmn : It was decided to defer the case for 29. 04.2015 for comments of Department of \
Phannaceutlca]s T T R -

| [Case No.75/18/82- " [Party Name:GLENMARK |Meet No/Date:18/82-  Status:Deffered
|ALC4/2014 [PHARMACEUTICALS ALC4/2014 jand Re-indexed |

o LTD., 18.02.2015

s30HQFle  [RLAFle  [Lic No/Date:0310791311 Defer

1 I 01/82/050/0]44I/AM]5." 03/94/040/00799/AM15/ 121.11.2014 |Date:29.04. 20I5
Declswn It was decided to defer the case for 29.04.2015 for comments of Department of
'Pharmaceutlcals
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g1 '|Ea§'€ No.:59/18/82-  |Party Name:HEMA Meet No/Date:18/82- |Status:Deffered |
- |ALC42014 PHARMACEUTICALS PVT. ALC4/2014 and Re-indexed
‘ ILTD. 118.02.2015 1 ‘

~ RLaFle Vtic.NB'/ﬁate?3ET0616ﬁ';f)éfér o

331 HQFille

[ |:01/82/050/01425/AM15/ %:34/24/040/00220/AM15/ 21.1 1.2014 [Date:29.04.2015 |
' e S — ——— —
iDecision ¢ It was decided to defer the case for 29.04.2015 for comments of Department of |
Pharmaceuticals. ‘
| [CaseNo:161882-  [PartyNameKAIRAV Meet No/Date:18/82- f_s‘faftfﬁéz_b&‘r&;idfl
| ALC4/2014 (CHEMOFARBE ALC4/2014 and Re-indexed
: i INDUSTRIES LTD. [18.02.2015
332[HQFie RLAFile _{Licfﬁo?ﬁaiéfo§io7—9'f3@{Def?r .
:01/82/050/01382/AM15/ :03/94/040/00789/AM 15/ 21.11.2014 |Date:29.04.2015 j
‘| Decision : It was decided to defer the case for 29.04.2015 for comments of Department of |
| IC&PC. J
ﬁ_ia}e No.:52/18/82-  |Party Name:PRECISE Meet No/Date: 18/82-  [status: |
’ [ALC4/2014 CHEMIPHARMA PVT.LTD., |ALC4/2014 Approved
| | 118.02.2015 | ’
. [HQFile ~ [RtaFie  [LicNo/Date:3110065086 Defer |
" :01/82/050/01418/AM 15/ :31/83/040/00189/AM 15/ [21.11.2014 |Date:29.04.2015 ‘

' R R T D B e ettt M | il —— |
" Decision : In the light of earlier decision taken in meeting no. 8/82 dated 25.09.2014, it
__'was decided to ratify norms under Para 4.7 of HBP v] as per details given below or as§

;‘333 [applied by the firm, whichever is less: |
| Export Export SL.No. | Import items Qty. allowed |
" | product Qty. |
|| Orlistat 1 kg Orlistat 0.505/kg J
- [ Pellets 50% |
|

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

——— e — |

!’ﬁ“CasehNo.:Se;/iE/ST.'**  |Party Name:PRECISE Meet No/Date:18/82- Status:Approved |
| ALC4/2014 (CHEMIPHARMA ALC4/2014 |
o PVT.LTD., 18.02.2015 ; |
| [HQFile 'RLA File o Lic.No/Date:3110065085 DDefer Date: “i\

i :01/82/050/0 1420/AM 15/ :31/83/040/00188/AM 15/ j2 1.11.2014

Decision : In the light of earlier decision taken in meeting no. 8/82 dated 25.09.20] 4, 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 s less: |

J

| Export Export SL.No. [ Import items Qty. allowed

| [ product Qty.

| Orlistat 1 kg Orlistat 0.505/kg f

| Pellets 50% |
RA may take appropriate action as per the decision of Norms committee |

e R e
!g3§ fE’tse_ f‘igﬁ/}S/qz- 7 ‘_iPan_)_/ o |[Meet No/Date:18/82- !Status:Deﬂ‘eredJ




‘ALC4I2014 - Name:GULBRANDSEN ~ ALC4/2014 and Re-indexed |
[

‘CHEMICALS PVTLTD 18.02.2015
HQFile ~ |[RLAFile ~ |Lic.No/Date:3410040718 [Defer
:01/82/050/01459/AM15/ :34/24/040/00225/AM15/ 24.112014 Date:29.04.2015 | ‘

‘Declsmn It was decnded to remind the firm to furnish the following |nformat|0n J
1. Detailed manufacturing process along with balanced chemical reactions indicating number of s
. moles of all the reactants, products and by-products with corresponding molecular formulae,
'L structural formulae, molecular weight and process flow diagram. l
| 2. Stage-wise percentage yield with respect of each of the reactants and products and the relevant |
justification enclosing therewith authentic printed technical literature in support of yield or
! quantity of items for import.
| 3. Details of byproducts formed during the process and their recovery in terms of quantity and
value.
4. Denials of production of export product under reference and corresponding consumption of raw
material in the year 2013-14 and 2014-15 (April to October) duly certified by CA may be
‘ furnished duly certified by CA. If the production has not commenced in the past the details from
‘ commencement of production may be furnished duly certified by CA.Any other relevant
\ information.
} 5. Any other relevant information, if any ;

‘The case was deferred for 29.04.2015.

~ |Case No.:19/18/82- "Party Name:INDOCO Meet No/Date:18/82-  [Status:Deffered
ALC472014 REMEDIES LIMITED \ALC4/2014 ‘and Re-indexed |
| | 18.02.2015 ;
fHQ File N _|ELA Fle . [LicNo/Date:0310791351 [Defer
:01/82/050/01385/AM1S/  :03/94/040/00801/AM1S/  [24.11.2014 Date:29.04. 2015 |

I
|
i336
I

Decmon : It was decided to defer the case for 29.04.201 5 for comments of Department of
Pharmaceuticals. |

I

|Case No.:44/18/82-  |Party Name:STERLING  Meet No/Date:18/82-  |Status: Approved
ALC4/2014 AUXILIARIES PVTLTD  |ALC4/2014 |
| | 18.02.2015 \
HQ File RLA File e Lic.No/Date:0310791359 [Defer Date: |

01/82/050/01410/AM15/ I 03/95/040/00647/AM]5/ 24.11.2014 \ |

Decmon :In the llght of written comments received f;c:rr;_liei):;tme*r;;a;&ucaggﬁ |
Petrochemicals vide their U.O No. 14010/64/2013-Ch. 11 dated 14.03. 2015, it was decided to
ratify norms under Para 4.7 of HBP v 1 as per details given below or as applied by the firm, |

whichever is less:

Export Product Qty. | SI.N. | Import Product Quanity
iTMEI};%)MEA (MONO ETHANOL [1kg |1 MONO ETHANOL 1.10 kg
| AMINE
; STERO MDEA (PIP) (Blends of 1kg |1 MONO ETHANOL 0.3630kg | |
| Piperazine and Methyl Di Ethanol AMINE
| Amine) 2 ETHYLENE OXIDE | 0.2130kg | |
| 0.5200kg | |
| PIPERAZINE 68% g
| STERO NC 300 (F) (Nonyl Phenyl | 1k&8 |1 NONYL PHENOL | 0-170kg ‘E




[
|

4
1338
|
|

[Poly Glycol Ether) 2 0.850 kg
ETHYLENE OXIDE

STERO 1202 C1A (Lauryl Alcohol 1kg |1

0.7611 kg
’ Ethoxylate/Lauryl Alcohol 1.5 mole LAURYL ALCOHOL
\
\
i

| Ethoxylated) 2 0.2589 kg
ETHYLENE OXIDE

STEROL 120G (BG) (Fatty Alcohol 1 LAURYL ALCOHOL | 0.2611 kg g
| Poly Glycol Ether/Lauryl Alcohol 4.5 2 0.7589 k ‘;
| 1kg . e E
| mole Ethoxylated) ETHYLENE OXIDE
: E
| STERO CO 360 (A) ( 1 0.7252 kg
| Polyoxyethylene Triglyceride 1k ETHYLENE OXIDE
| Ricinoleic Acid/Triglyceride 8
| Ricinoleic Acid 36 mole Ethoxylate)

STEROCARE SMS (Sorbitan Mono 1 STEARIC ACID 0.6738 kg
| Stearate) 1kg |2 SORBITOL 70% 0.6167 kg
RA may take appropriate action as per the demsnon of Norms Comm1ttee

ﬁiCase-ﬁ)::MH 8/82- ’Party Name:ADESHWAR  Meet No/Date:18/82- | Status:Deffered |
|/ALC4/2014 |MEDITEX PVT.LTD ALC4/2014 and Re-indexed |
j 18.02.2015
e —————— ——— — — s _é
HQ File !RLA File Lic.No/Date:0310791373 [Defer
01/82/050/01440/AM15/ I: 03/94/040/00814/AM15/ 25.11.2014

[Date:29.04. 2015 l

Decision : It was decided to defer the case for 29.04.2015 for co comments of Department of )
Pharmaceuticals. |

G

1339
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Case No.:18/18/82- ~ |Party Name:ANTHEA ~ |Meet No/Date:18/82-  [Status:Deffered |
ALC4/2014 AROMATICS PVTLLTD.,  |ALC4/2014 |and Re-indexed
L | 18022015

HQFile T RLA File " Lic.No/Date:0310791374 |Defer |

25.11.2014 Date:29.04. 2015F

:01/82/050/01384/AM15/ ‘:03/94/040/00792/AM 15/

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ‘
C&PC. E

Case No.:32/18/82- |Party Name:BDR |Meet No/Date:18/82- Status:Deffered
ALC4/2014 :PHARMACEUTICALS ‘ALC4/2014 and Re-indexed
INTERNATIONAL PVT. 18.02.2015 |
LTD. | |
HQ File 'RLA File }Lic.No/Date:03IO79I380 Defer
01/82/050/01398/AM]5/ |:03/94/040/00784/AM15/ [25.11 2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04.2015 for comments of Departmcnt of | I

Pharmaceuticals. !

Case No.:66/18/82- ""7"'*'1"5{@ Name:BENZO CHEM  Meet No/Date:18/82- iStatus Deffered |

ALC472014 INDUSTRIES PRIVATE  |ALC4/2014 and Re-indexed | |
\,r.crcs

- “: “h J-le'.:\i

udyog Bawe



7 SN ~ LIMITED, 18022015 t @

e

HQFile ~[RLA File "~ [Lic.No/Date:0310791375 \Defer 1
:01/82/050/01432/AM15/ :03/94/040/00739/AM15/ 25.11.2014 Date:29.04.2015 |

. ‘Declsmn : It was decided to Call from the firm details of productlon of “3 Chloro Benzyl\
; (Chloride » and corresponding consumption of raw-materials in the year 2013-14 and 2014- 15‘I
| |(April-September)

" [CaseNo.53/18/82-  Party Name:CATAPHARMA Meet No/Date:18/82-  Status:Deffered |
ALC4/2014 CHEMICALS PVT.LTD.,  ALC412014 and Re-indexed
18.02.2015 |
342 HQ File 'RLA File Lic.No/Date:3110065095 [Defer -
£01/82/050/01419/AM1S/  :31/83/040/00057/AMI5/  25.11.2014 Date:29.04.2015 |
1 ‘Decision : It was decided to defer the case for 29.04.2015 for comments of Department of é
1 Pharmaceutlcais
| [Case No51/15/82-  |Party Name:GRANULES  |Meet No/Date:18/82-  [Status:
| |ALC4/2014 INDIA LIMITED ALC4/2014 .Approved |
| B |18.022015 ‘z

HQ File iRLA File " |Lic.No/Date:0910061298 Defer'Date |
:01/82/050/01338/AM15/  :09/24/040/00434/AM15/ 25 11.2014 | 1’

,Declslon :in tne Ilght of earlier dec|3|on taken by NC in |ts 14!82 meetmg dated 22 12.2014 and |
" lin 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:- \

i343| Export product Export | SI.No. | Import items Qty.
L Qty. allowed |
‘ Compresso GEM 70 | 1 Kg. ; 3 Gemfibrozil 0.707 kg i
‘5 (Gemfibrozil Granules 2. Maize Starch 0.1485kg ||
| ] DC70%) 3. Povidone K-30 0.0270kg |
- 4. Sodium Starch Glycollate 0.030 kg 1
| ‘ 5. Sodium Lauryl Sulphate 0.00150 kg ||
| 6. Starch Pregelatinised 0.083 kg g
. 7. Stearic Acid 0.0100kg ||
1: RA concerned may take further necessary actlon as per above decnsnon of NC ?

" [Case No.:27/18/82- ‘Party NameMACLEODS [Meet No/Date:18/82- _|Status:Deffered |
, E*;ALC4/2014 PHARMACEUTICALS LTD. |ALC4/2014 !and Re-indexed ‘
| 118.02.2015 \ i
344 ﬁiiﬁié__ I wRLAFﬁg T Lic.No/Date:0310791414 Defer |
B 01/82/050/0]393/AM15.’ 03/95/040/00693/AM15/ 25.11.2014 Date 29 04. 2015
Decision : It was decnded to defer the case for 29. 04. 2015 for ¢ comments of Department of
Pharmaceuttcals S J
e e e e e e 1R/, | —|
| |Case No.:17/18/82- 'Party ) Name:DANOPHARM ‘Meet No/Date:18/82- Status:Deffered |
g ALC4/2014 ‘CHEMICALS PRIVATE ALC4/2014 ‘and Re-indexed |
= “LTD |18.02.2015 | 1

345 ; HQ File “[RLA File " ILic.No/Date:0310791453 [Defer l
W‘ 01/82/050/01383/AMIS/  :03/94/040/00691/AMIS/ 26112014 toate 29.04.2015

Declsmn lt was dec1ded to defer the case for 29 04 201 5 for comments of Department of i
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 |CaseNo.:31/18/82- |Party Name:GLENMARK  |Meet No/Date: 18/82-  [Status:Deffered
ALC4/2014 GENERICS LIMITED IALC4/2014 land Re-indexed
J , 18.02.2015

346 HQFile __tRTA File ILicNo/Date:0310791451 IDefer
:01/82/050/01397/AM15/ - 03/94/040/00785/AM 15/ J26 11.2014 Date:29.04.2015

Decision : It was decided to defer the case for 29.04. 2015 forc comments of Department of f
Pharmaceuticals. |

_— ————

|
F
r

| [case No:15/15/82- ~ [Party Name:RANBAXY  Meet No/Date: 18/82- FTEtus :Deffered |
’ ALC4/2014 LABORATORIES LTD 3ALC4/2014 land Re-indexed [
| ; 18.02.2015 |
347 ﬁ{Q S 7 s Lic.No/Date:0510392153 [Defer ‘

f
| | 01182/050/01302/AM]5/ | 05/24/040/00385/AM15/ ‘26 11.2014 |Date:29.04.2015 /

‘Decision : It was demded to defer the case for 29.04.2015 for comments s of De Department of
} IPh.armaceutlcals

| " [CaseNo.a3ngg. Party Name:YASHO ~ [Meet No/Date: 18/82-  [Status:Deffered
' ALC4/2014 INDUSTRIES PVT.LTD, ALC4/2014 iand Re-indexed
118022015

Deron o OOl AMLy | __[Dete29in

Decision : It w was decided to defer the case for 29.04.2015 for comments of Department of

!
~ _.___;__,h___.‘_,_;_, — ——
348 {HQ File RLA File ~ [Lic.No/Date:0310791219 Defer i
I 01/82/050/01409/AM15/ [ 03/95/040/00701/AM15/ 26.11.2014 Date:29.04.2015 |
! (C&PC. /

'1Iaase No.:]ﬂTS/l 882 | ,Party Name ALEMBIC i Meet No/Date: 18/82- Btatus:Defferedr
JALC4/2014 PHARMACEUTICALS LTD ‘ALC4/2OI4 ‘and Re-indexed
= 18.02.2015 |
349 HQFile RLA'FIT? S |L1c No/Date:3410040726 Defer ’
|- l: 01/82/050/01469/AM15/ 34/24/040/00197/AMIS/ 27 1 ] 2014 ‘Date :29.04.2015
{ BecISIon It was decnded to defer the case for 29 04.2015 for comments of Department of
Phannaceutlcals
‘kase No.:16/15/82- Party Name:RANBAXY 7jMeet No/Date:18/82- Status:Deffered |
'ALC4/2014 ’LABORATORIES LTD |ALC4/2014 and Re-indexed IJ
l 18.02.2015 | |J
350 !HQ File RLAFile |L:c No/Date:0510392199 Defer |
[ 01/82/050/01303/AM1s/  |: 105/24/040/00386/AM15/ 7.1 12014 Date:29.04.2015 42015 |
‘ Decision : It was demded to defer the case for 29.04.20] 5 for cor comments of Department of !
Phan’naceutrcals i
. [CaseNo.3onigs2 Party Name:STERLING  [Meet No/Date: 18/82- Bﬁus Der?;e“&'_[
] ALC4/2014 AUXILIARIES PVT LTD |ALC4/2014 and Re-indexed 3‘
| j 18.02.2015
Pliror.e. jRLA File T |eNommos 10791472 Def'er Sy |
0]/82/050/0 1405/AM 15/ 03/95/040/00560/AM 15/ [27.11 2014 Date 29.04 20]5

—_ P i S|l i e i I

1Dec18|0n lt was deeided to defer the case for 29. 04 20 15 for comments of Department of




| [carc. - S g |

" Case No.:11/15/82- ~ [Party Name:SWATI Meet No/Date:18/82- |Status:Deffered |
ALC4/2014 MENTHOL & ALLIED 'ALC4/2014 and Re-indexed
| CHEMICALS LTD., 18.02.2015 |
352 [HQ File [RLA File "~ [Lic.No/Date:2910025174 | ‘Defer o
:01/82/050/01298/AMIS/  |:29/24/040/00008/AM1S/  [27.11.2014 Date:29.04. 2015

ﬁDeclswn 1t was decided to defer the case for 29.04.2015 for comments of -[-)epartment of ?
C&PC.

'Case No.:64/18/82- Party Name:DEEPAK " [Meet No/Date:18/82- }smiuébeffeifed_
. ALC42014 NITRITE LIMITED ALC4/2014 and Re-indexed
| | 18.02.2015 t |
. HQFile ' \VRLA File ~ [Lic.No/Date:3410040733 [Defer \
| 01/82/050/01430/AM1S/  :34/24/040/00227/AM15/ 28.11.2014 [Date:29.04.2015 |

Deusmn It was demded to remmd the firmto furmsh the followmg mformatlon

1. Detailed manufacturing process along with balanced chemical reactions indicating number of
moles of all the reactants, products and by-products with corresponding molecular formulae,
structural formulae, molecular weight and process flow diagram.

2. Stage-wise percentage yield with respect of each of the reactants and products and the relevant
justification enclosing therewith authentic printed technical literature in support of yield or
quantity of items for import.

3. Details of byproducts =s formed during the process and their recovery in terms of quantity and
value .

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

‘ ; material in the year 2013-14 and 2014-15 (April to October) duly certified by CA may be
‘ 3 furnished duly certified by CA. If the production has not commenced in the past the details from
i

W
wh
[ve)

commencement of production may be furnished duly certified by CA. Any other relevant
information.
5. Any other relevant information, if any

The case was deferred for 29. 04 2015

(Case No.:114/18/82-  |Party Name:IND-SWIFT Meet No/Date:18/82- (éiiih"sébé'ffered!
| |ALC4/2014 'LABORATORIES LTD., 'ALC4/2014 and Re-indexed |
. ' ~ [18.02.2015 ‘ -
1354 |HQ File RLA File Lic.No/Date:2210015135 |Defer

:01/82/050/01480/AM15/ 122/24/040/00073/AM15/ 28.11.2014 Date:29.04.2015

;Decision It was decided to defer the case for 29.04.201 5 for comments of Department of
‘ jPhannaceutlcals
" [CaseNo.:26/18/82-  |Party Name:SADHANA Meet No/Date: 18/82-  |Status:Deffered |

ALC4/2014 NITRO CHEM LIMITED  ALC4/2014 and Re-indexed
| 18.02.2015 i
355 HQ File it RLA File "~ [Lic.No/Date:0310791516 |Defer

:01/82/050/01392/AM15/  |:03/95/040/00714/AM15/ |2s 11.2014 Date:29.04. 2015 2015 |

1De(:lsmn It was decided to defer the case for 29.04.2015 for comments of Department of I

C&PC..

356 Case No.:92/18/82-  |Party Name:TATVA ~ [Meet No/Date: 18/82- Status: Deffered

o 91




gALC4/2014 o CHINTAN PHARMA CHEM [ALC4/2014  |and Re-indexed |

PVTLTD 118.02.2015 | |
HQFile f{LA"F'lié - ~ |Lic.No/Date:3410040732 Defer 7'
:01/82/050/01458/AM15/  :3424/040/00224/AM1S/ 28112014 Date:29.04.2015
;Declsmn It was decided to defer the case for 29.04.2015 for comments of Department of |
C&PC. \
| [CaseNo.22/15/82-  |PartyName:SHASUN  |Meet No/Date:18/82- Status:Deffered |
ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed
LIMITED 18.02.2015
HQ File B ~ [RLAFile '  |Lic.No/Date:0410159798 Defer
:01/82/050/01309/AMIS/  :04/24/040/00223/AM15/ 01.12.2014 Date:29.04.2015

Decision :In the Ilght of written comments received from Department of Pharmaceuticals vide |
their OM No. 35011/410/2014-PI(Norms) dated January 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:

|
||
‘357,3 Export product Exp. Qty. | SL.No. | Import items Qty. allowed

| PAROXETINE TABLETS | 1 kg i PAROXETINE 22.20 mg/20 mg

| 20 MG HYDROCHLORIDE | Tablet ;
' | PAROXETINE TABLETS | 1 kg 1. PAROXETINE 33.30 mg/30 mg |
- [ 30MG HYDROCHLORIDE | Taplet
- |
PAROXETINE TABLETS | 1 kg 1. PAROXETINE 44.40 mg/40 mg l
40 MG HYDROCHLORIDE | Tablet 5

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

— —_— -

| Case No.:89/18/82- ~ [PartyName:BALAJI  |Meet No/Date:18/82-  [Status:Deffered
. ALC472014 'AMINES LIMITED ALC4/2014 and Re-indexed
|| ! 18.02.2015 i
3 58 |HQ File - 'RLA File ] Lic Lic.No/Date:3110065116 Defer
| |:01/82/050/01455/AM15/ | :31/83/040/00191/AM1S/ 02, 122014 Date:29.04.2015
Decision :It was decided to defer the case for 29.0 04 201 5 f'or comments of Department of
C&PC.
' |Case No.:90/18/82- ~ [Party Name:BALAJI  Meet No/Date: 18/82-  |Status: Deffered
. ALC4/2014 AMINES LIMITED iALC4/2014 and Re-indexed
|| J 118.02.2015 i
HQ File ~ RLAFile [Lic.No/Date:3110065117 [Defer
359 :01/82/050/01456/AM1S/  |:31/83/040/00190/AM15/ 02.12.2014 ’Date 29.04.2015

Decision :It was demded to call from the ﬁrm deta:ls of productlon of N- Ethyl-2 Pyrrolldone in
the year 2013-14 and 2014-15 (April-September) and corresponding consumption of raw-
materials duly certified by CA.

It was decided to defer the case for 29 04 20 15 for comments of Department of C&PC

Case No.:67/18/82- rF’arty Name:BENZO CHEM !Meet No/Date:18/82- Status:Deffered
360 ALC4/2014 INDUSTRIES PRIVATE 'ALC4/20I4 and Re-indexed
LIMITED, 18 02. 20]5 |
Dyg( it y 92
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HQ File RLA File Lic.No/Date:0310791619 |Defer
:01/82/050/01433/AM15/ :03/94/040/00328/AM 15/ 02.12.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

" [Case No.:60/18/82- Party Name:DHANUKA Meet No/Date:18/82-  [Status:Deffered
ALC4/2014 LABORATORIES LTD. ALC4/2014 and Re-indexed

18.02.2015

361 (HQ File RLA File Lic.No/Date:0510392257 [Defer
:01/82/050/01426/AM 15/ :05/23/040/00397/AM 15/ 02.12.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

[ ] Case No.:40/18/82- Party Name:NAWAL Meet No/Date:18/82- Status:
ALC4/2014 PRAKASH AVIKEM ALC4/2014 Approved

PVT.LTD., 18.02.2015

HQ File RLA File Lic.No/Date:0310791615 |Defer Date:
:01/82/050/01406/AM 15/ :03/95/040/00535/AM 15/ 02.12.2014

whichever is less:

362

Decision :In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.O No. 14010/4/2015-Ch. Il dated 20.03.2015, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,

Export product Export | S.No. | Import items Quantity

Quantity Allowed

1k 1 Net +2%
WICK CHAFING FUEL ( DI g CORROO | | istage
ETHYLENE GLYCOL) PACKED
ALUMINIUM CANS p: FIBRE GLASS Net +2%

3 As per packing
ALMINIUM FOIL/SHEETS .
Policy

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

Case No.:15/18/82- Party Name:CORAL Meet No/Date:18/82- Status: Deffered
ALC4/2014 LABORATORIES LTD., ALC4/2014 and Re-indexed
18.02.2015
363 HQ File RLA File Lic.No/Date:0310791656 |Defer
:01/82/050/01381/AM15/ :03/94/040/00419/AM15/ 03.12.2014 Date:29.04.2015

Pharmaceuticals.

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

| [case No.:68/18/82- Party Name:CROWN Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 CHEMICALS PVT.LTD., ALC4/2014 and Re-indexed
364 18.02.2015
HQ File RLA File Lic.No/Date:0310791657 |Defer
:01/82/050/01434/AM 15/ :03/94/040/00838/AM15/ 03.12.2014 Date:29.04.2015
e R/ NIRMAL KUMAR
99 FgErfaayrs | =TI

Dy. Director Gene:
fag=r =g
Directorate Gener
I %M /Departm
SEM vaH, TE @
Udyog Bhawan, New Delhi
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Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

365

Case No.:87/18/82- Party Name:STERLING Meet No/Date:18/82- Status:Deffered

ALC4/2014 AUXILIARIES PVT LTD ALC4/2014 and Re-indexed
18.02.2015

HQ File RLA File Lic.No/Date:0310791744 |Defer

:01/82/050/01453/AM15/ :03/95/040/00755/AM15/ 05.12.2014 Date:29.04.2015

Decision : Committee considered case as per agenda and in light of written comments forwarded
by Department of C&PC vide their U.O. No.14010/64/2013/Ch.I1 dated 29.03.2015 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. SI.No. | Import items Qty. allowed
Qty.
STEROCARE TN 20 (Pol o 1 Kg. 1. LAURIC ACID 0.1500 kg
olyoxyethylene 0,
Sorbitan Mono Laurate) ?«} SORBITOL 70% g;ggg ::9
ETHYLENE OXIDE : 9
1kg 1. BEHENYL ALCOHOL 0.2418 kg
2 MIX XYLENE 0.6968 kg
STERO BPA 083363 (Polymer of 3 ACRYLIC ACID 0.0580 k
Behenyl acrylate and E ~ g
A e 4 ESCORENE UL 02133EN2 0.0717 kg
2 TRIETHANOL AMINE 99 0.0009 kg
STERO MDEA-EX (MONO METHYL 1kg 1. MONO METHYL AMINE 0.2735 kg
AMINE ETHOXYLATE)
2 ETHYLENE OXIDE 0.7765 kg
PHENOXY ETHANOL (2-Phenoxy 1. PHENOL 0.7493 kg
Ethanol)
2 ETHYLENE OXIDE 0.3507 kg
STERO PE 040 (Phenol Ethoxylates) 1 kg 1 PHENOL 0.4243 kg
2 ETHYLENE OXIDE 0.5957 kg
STEROL 1006 (Decyl Alcohol 1 ki 1. 0.3740 k
Ethoxylate/Decyl Alcohol 6 moles g DECYL ALCOHOL 9
g Z ETHYLENE OXIDE 0.6250 kg
o (Decysionbol 1kg 1. DECYL ALCOHOL 0.6551 kg
oxylate
5 2 ETHYLENE OXIDE 0.3649 kg
STEROL 1008 (Decyl Alcohol 1kg 1 DECYL ALCOHOL 0.3160 kg
Ethoxylate/Iso decanol Ethoxylate/Decyl
alcohol 8 moles Ethoxylated) 2 ETHYLENE OXIDE 0.7040 kg
STEROMEARE TS 50 (Soditie b4 1 kg 1 STEARIC ACID 0.2270 kg
Oro1 ono o
Stearate Ethoxylate) 2 SORBITOL 70% 0.2033 kg |
3 ETHYLENE OXIDE 0.6580 kg
Sterolcare GMS SE (I) (Glycerol 1kg 1. STEARIC ACID 0.8092 kg
Monostearate)

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

Case No.:62/18/82-
ALC4/2014

Party Name:MOREPEN
LABORATORIES LTD.,

ALC4/2014
18.02.2015

Meet No/Date: 18/82-

Status:Deffered
and Re-indexed
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HQFile @ [RLAFile Lic.No/Date:0510392319 [Defer
| :01/82/050/01428/AM15/ :05/24/040/00409/AM 15/ 08. 12 2014 EDate 29.04. 2015 a
; S a
; Decision : It was decided to defer the case for 29.04.2015 for comments of Department of i
. |Pharmaceuticals. i
Eiﬂ"\Case No.:63/18/82-  |Party Name:MOREPEN  |Meet No/Date: 18/82- |Status Approvedi
E ALC4/2014 LABORATORIES LTD., |ALC4/2014 | 5
% g 18.02.2015 ! §
HQFile RLA File Lic.No/Date:0510392317 |Defer Date: §
5 s

:01/82/050/01429/AM 15/ I 05/24/040/00408/AM15/ 08.12.2014 |

\Declsmn :Committee considered the case as per agenda and in light of written comments
rreceived from Department of Pharmaceuticals vide their OM No. 35011/ 183/2014—PI(N0nns)%
. |dated 12.11.2014 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:- ‘
g | Export product Exp. | SI.No. | Import items Qty.
367 Qty. Allowed |
| Ka’kg
; E Rosuvastatin Calcium 1kg 1 Tert-butyl-2-((4R,6S)-6-((E)-2-(4 (- 1.425

(4-fluorophenyl)-6-isopropyl-2-[N-

! methyl (methylsulphonyl) amino]
pyrimidin-5-yl) vinyl)-2,2-dimethyl-
1,3-dioxane-4-yl) acetate

2 Methanol 2.53

3 Tert-butyl methyl ether (MTBE) 0.79

RA concerned may take further necessary actlon as per above demsnon of NC

(Case No.:32/15/82- * PartyName:AMINES & ~ |Meet No/Date:18/82-  [Status:Deffered
/ALC4/2014 PPLASTICIZERS LIMITED §ALC4/2014 and Re-indexed |
; | 18.02.2015 E |

368 HQ File RLA File "~ [LicNo/Date:0310791849 Defer |
:01/82/050/01319/AM15/ 03/94/040/00848/AM1 5/ |09.12.2014 Date:29.04.2015 ;
EDeclsmn It was decided to defer the case for 29.04. 2015 for comments of Department of
EC&PC

| [CaseNo.:80/18/82- Party Name:JAGSONPAL  |Meet No/Date:18/82- |Status: Deffered |

E ALC4/2014 PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed |

| ; 18.02.2015 |

§369 HQ File RLA File Lic.No/Date:0510392349 [Defer

| :01/82/050/01446/AM15/  |:05/23/040/00350/AM15/  |09.12.2014 Date:29.04.201 5

E Declsmn It was decided to defer the case for 29. 04 2015 for comments of Department of 3
|Pharmaceuticals. ‘

~ [Case No.:82/18/82-  Party Name:ABEERS ~ |Meet No/Date:18/82- |Status:Deffered |
370 ALC4/2014 'PHARMACEUTICALS PVT |ALC4/2014 and Re-indexed
|| LTD 118.02.2015 1 %
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Case No.:120/18/82- Party Meet No/Date:18/82- Status:Deffered
ALC4/2014 Name:G.G.CHEMICALS& !ALC4/20]4 and Re-indexed
PHARMACEUTICALS [18.02.2015

PVT.LTD., ;
HQ File RLA File ‘[Lic No/Date:2210015143 [Defer
:01/82/050/01486/AM15/ :22/24/040/00077/AM 15/ [10.12.2014 Date:29.04.2015

HQ File BIATE - oy Lic.No/Date:0510392368 Defer
:01/82/050/01448/AM15/ :05/23/040/00413/AM15/  10.12.2014 Date:29.04.2015 |

—

Decision : In the light of written comments received from Department of AYUSH vide their :
communication no. T.12016/2/2015-DCC(AYUSH) dated 23.03.2015, it was decided to request
the firm to provide at the earliest details of the herbal extracts used in formulation as required in |

Drug & Cosmetics Rule 158 B for consideration of fixation of norms. The case was deferred for
15.04.2014.

\Demsmn It was de<:1ded to defer the case for 29.04.201 5 for 'e.omments of Department of
\Pharmaceutlcals

| |CaseNo.:57/18/82-  Party Name:PAYAL Meet No/Date:18/82- |Status:Deffered
} ALC4/2014 jPETROCHEM PRIVATE |ALC4/2014 ;and Re-indexed
\ {LIMITED 118.02.2015
HQ File ' \RLA File a ~ |Lic.No/Date:0510392365 Defer
:01/82/050/01423/AM15/ K 05/24/040/00400/AM 15/ I10 12 20]4 Date:29. 04 20]5
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuttcals

| |Case No.:109/18/82- |Party Name:ARIHANTANAM Meet No/Date:18/82-  [Status:

uALCd/lOM ILIFECARE PVT. LTD. |ALC4/2014 Approved
: 18.02.2015

ﬁé_l:"lle ' iRLA File o "'—l;ie‘NolDate 5210041348 Defer Date:

:01/82/050/01475/AM 15/ 52/24/040/00049/AM 15/ |11.12.2014

Decision : In the light of wntten comments recelvecl from Department of Pharmaceuticals vide

their OM No. 35011/212/2014-PI(Norms) dated October 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: ;
[ 1
|

| Export product Exp. SI.No. Import items Qty. allowed (kg)

Qty.
Lumefantrine 1kg |1 (Dibutylamine Methyl)-2, 7- 0.8691 kg
Dichloro-4-Fluoren Methanol
(DBA)
RA may take appropriate action as per the decision of Norms Committee.
|
~ Case No.:97/18/82-  |Party Name:DYNAMIC Meet No/Date:18/82- |Status:Deffered |

ALC4/2014 SPECIALITY CHEMICALS |ALC4/2014 !and Re-indexed |
| LIMITED 18.02.2015 | !
HQFile ~  RLAFile  |Lic.No/Date:3010103261 |Defer !
'0[/82/050/01463/AM15/ 30/24/040/00041/AM15/ (11.12.2014 Date:29. 04 2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC




— e ——— -_ e e e i - — R —

‘Case No.:119/18/82- Party Name:V.D.H. ' Meet No/Date: 18/82- 'Status :Deffered |
ALC4/2014 'ORGANICS PVT.LTD ALC4/2014 Iand Re-indexed |
‘ 18.02.2015 '
1375 HQFle  RLAFE [an No/Date:0510392414 Defer |
| I 01/82/050/0!485/AMIS/ |:05/24/040/00419/AM 15/ \15 12.2014 Date:29.04. 2015 ‘
e bt S| i 7 e i i — e |
1 4Dec|smn It was decided to defer the case for 29.04.2015 for comments of Department of |
| |c&rc.
| CaseNo.:102/18/82- Party Name:ALEMBIC ~ Meet No/Date:18/82-  Status:Deffered |
l |ALC4/2014 PHARMACEUTICALS LTD ALC4/2014 ‘and Re-indexed |
‘ [ ‘ 18.02.2015 ‘ ‘
376 HQ File ] ~ |RLAFile o LlC No/Date:3410040787 Defer <, =
01/82/050/0]468/AM15/ 34/24/040/00247/AM15/ 16.12. 2014 Date:29. 04 2015 |
" Decision : It was decided to defer the case for 29. 04.2015 for comments of Depanment of 5
| 'Pharmaceutlcals ;
; 7 fcéée'rio.:us/ié/ézl IParty Name:CADILA ¥ IMeet t No/Date:18/82- | 'Stalus Deffered d|
' |ALC4/2014 IHEALTHCARE LTD., ALC4/2OI4 .and Re-indexed |
|| |18 02.2015 i ;
377 HQ File T RLA File © |LicNo/Date:0810134056 [Defer |
|: 0]/82/050.’0]482/AM15/ 08/24/040/00337/AM15/ 116.12. 20]4 Date:29.04.2015 !
1 Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
5 Pharmaceuticals.
| [CaseNo:118/18/82-  [Party Name:HJAROCHEM |Meet No/Date:18/82-  [Status:Deffered
‘ ALC4I20|4 ;PVT LTD., IALC4/2014 land Re-indexed |
| | 18.02.2015 | |
‘373 HQ File RLAFile o MJL.c No/Date:0810134067 [Defer |
‘ 01/32/050/0[484/AM15/ :08/24/040/00341/AM15/ 16.12.2014 rDate 29.04.2015 ;
? 'Decnsmn It was decided to defer the case for 29.04.2015 for comments of Department é
g 'ofC&PC
| |CaseNo.:100/18/82-  [Party Name:INDO PHYTO  |Meet No/Date:18/82- Status:Deffered |
‘ALC4/2014 'CHEMICALS PVT LTD lA!_.C4.f2014 ;and Re-indexed |
i ! | 18 02.2015 ! '
379HQFile  [RLAFile ] Lic.No/Date:0510392439 [Defer |
. | 0]/82/050/01466/AM15/ 1:05/23/040/00417/AM15/ 16.12. 2014 Date:29.04. 20I5 ‘
' |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of ;
| |Pharmaceutlcals ‘
- CaseNo.:106/18/82-  Party Name:PANACEA  Meet No/Date:18/82-  Status:Deffered
‘ALC4f2014 BIOTEC LTD., ALC4/20|4 /and Re-indexed |
18.02.2015 ‘ ‘
380 \HQ QFile ~ RLAFile  [LicNo/Date:0510392443 Defer |
7 [: 01/82/050."0]472/AM]5! |:05/24/040/00424/AM15/ Ll6 12.2014 ]Date 29.04.2015 |

|
‘Decaswn It was decided to defer the case for 29.04.2015 for comments of Department of |
|Blotechnology =
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 |CaseNo.:104/18/82-  Party Name:SHREE Meet No/Date:18/82-  [Status:Deffered |

ALC4/2014 LGANESH REMEDIES |ALC4/2014 |and Re-indexed |
[PVT.LTD. 118.02.2015 1‘ ‘

381 _Hb File T e |IIL—,A_\_FIIe Lic.No/Date:3410040803 {Defer

% :01/82/050/01470/AM 15/ [: 34/24."040/00245.’AM 15/ “7 12.2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

" |Case No.:2/18/82-ALC4/2014 [Party Name:SWATI Meet No/Date:18/82-  Status:Deffered

: MENTHOL & ALLIED IALC4/2014 and Re-indexed

| \CHEM[CALS LTD [18.02.2015 I

‘382 HQ File RLA File ~ |Lic.No/Date:2910025185 [Defer ]
:01/82/050/01368/AM15/ i'29/24/040/00009/AM 15/ [17.12. 2014 {Date:29.04. 20]5

. Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC. |

‘; ~ |Case No.:1/15/82- Farty Name:AUCTUS ~ |Meet No/Date:18/82- Status:Deffered

| ALC4/2014 |PHARMA LIMITED |ALC4/2014 ‘and Re-indexed

| , 18.02.2015 I .

383[HQFile =~ [RLAFile * [LicNo/Date:0910061407 Defer |

| 0l/82/050/01288/AM15/ \ 09/24/040/00490/AM15/ 118.12. 20]4 Date 29.04. 2015

, Decision : It was decided to defer the case for 29.04.2015 for comments of Department of

| |Pharmaceuticals.

jt_ ~ [Case No.:88/18/82- ﬁ:;ﬁ’; FMeet No/Date:18/82- QStatus:Defl'ered

i ALC4/2014 ‘Name:METROPOLITAN \ALC4/2014 ‘and Re-indexed

I L EXIMCHEM LTD. |18.02.2015 |

3g4HQFile ~ RLAFile  [Lic.No/Date:0310792133 Defer |

‘ i :01/82/050/01454/AM15/ 03/95/040/00776/AM! 5/ 18 12.2014 |Date:29.04.2015 t

[ Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

" |Case No.:69/18/82- ;Party Name:NEW ~ |Meet No/Date:18/82- Status:Deffered
ALC4/2014 ALLIANCE DYE-CHEM  ALC422014 and Re-indexed

PVT. LTD,, 18.02.2015 :

385 HQFile ~ [RLAFile ~ [Lic.No/Date:0310792132 Defer ]
:01/82/050/01435/AM15/ :03/95/040/00649/AM 15/ 118.12.2014 |Date :129.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of |
C&PC. '

" |caseNo.:108/18/82- \Partyl\—la;ne_JU]éILANT LIFE [Meet No/Date:18/82- Status: ﬁeﬁéfﬁl
ALC4/2014 jSCIENCES LIMITED ALC4/2014 ‘and Re-indexed |
- ‘ 118.02.2015 | t

386 HQFile RLA File ~ |LicNo/Date:0510392521 |Defer |
:01/82/050/0 1474/AM15." 05/23/040/00404/AM15/ (19.12.2014 ‘Date :29.04.2015 L

1 ‘Decnsnon It was decided to defer the case for 29.04. 20] S for comments of ljet;attment of ]

J ‘Pharmaceutlcals J[

MAR

98

S M R L
Udyog Bhawan, NeV



e raame e —— s

(Case No.:2/15/82- Party Name:HETERO LABS |Meet No/Date:18/82-  |Status:Deffered |

ALC4/2014 [LIMITED ALC4/2014 iand Re-indexed |
! [ |18.02.2015 :
1387 'HQ File riinA File | egliie \LIC No/Date:0910061443 lDefer _.....__..._:
| 0]/82/050/01289/AM]5/ | 09/24/040/00545/AM15/ 23.12.2014 |Date 29.04. 2015 :
1 [Dec1s10n It was decided to defer the case for 29.04.2015 for comments of Department of
IPh::u"maceutn::als
% Case No.:117/18/82- fParty Name:OTSUKA | Meet No/Date:18/82- Stat_usApproved .
! |ALC4/2014 CHEMICAL ( INDIA) IALC4/2014 |
PRIVATE LIMITED 18.02.2015
HQFile RLA File * [Lic.No/Date:0510392554 Defer Date:

|:01/82/050/01483/AM15/ :05/24/040/004 l 7/AM lS/ 123.12. 20]4

Decision :In the ||ght of earller deC|5|on taken in meetlng no. BIéZ‘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, whichever is lower:

1388 | Item of Export Quantity | S.No | Item of Import Quantity

[ Allowed kg/kg

% | 7-Phenylacetamideo-3- | 1kg 1. Penicillin G  Potassium | 2.85

' | Chioromethy 1¥Crystals 5
| Cephalosporanic  Acid 2. Methanol 2.00 '
Para Methoxybenzyl 3. Dimethyl Formamide 3.86

| Ester (GCLE) 4 Methylene Chloride 2.09 j

i | WhileLight Yellow 5. 2-Mercaptobenzothiazole 0.511

| | Powder 6. Isopropy! Alcohol 1.25 :

RA may take appropnate actlon as per the decnsmn of Norms Comrmttee

~ [Case No.:3/15/82- Party Name:AUROBINDO | Meet No/Date:18/82-  |Status: |
ALC4/2014 PHARMA LIMITED ALC4/2014 !Appmved z
| 18.02.2015 ;

HQFile ~  [RLAFile  [Lic.No/Date:0910061452 |Defer Date:

‘ 01/82/050/01290/AM15/ l: 09/24/040/00526/AM15/ \24 12.2014 !

H
|
Mot ———— _— |
i

‘Declsmn In the light of earher decmon taken by NC in |ts 10/82 meetlng dated 12.11. 2014 |t was‘;
decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
Ewhlchever is less:

;389 | Item of Export Qty | S,No | Item of Import Quantity allowed kg/kg
" | Cefuroxime Sodium | 1kg | 1. Cefuroxime acid 1.056 |
| Sterile |
| 2. Acetone 3.437
. 3 Methanol 0.36
i - z
i 4 Activated carbon 0.060 g
. - s %
. 5 Aluminium Canisters Relevant, As per packing ||
policy.
|RA may take appropriate action as per the decision of Norms Committee. i
390 Case No.:105/18/82-  PartyName:KLJ  Meet No/Date:18/82-  [Status:Deffered | l
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 [ALC42014 ' PLASTICIZERSLTD,,  |ALC42014 and Re-indexed | ™

i 18.02.2015
HQFile s R'L_A' File ~ Lic.No/Date:0510392586 Defer ‘
:01/82/050/01471/AM15/ E :05/23/040/00436/AM1 5/ 26.12.2014 Date:29.04.2015

Decision : It was decided to defer t the case for 29.04.2015 for comments of Department of
C&PC.

392

~ |Case No.:91/18/82- ~ Party Name:ALCHEM Meet No/Date:18/82- |Status:Deffered
ALC4/2014 INTERNATIONALLTD.  ALC4/2014 and Re-indexed
E 18.02.2015 |
HQ File ~ RLAFile Lic.No/Date:0510392602 [Defer
:01/82/050/01457/AM1S/  :05/23/040/00449/AMIS/  29.12.2014 Date:29.04.2015

The case is deferred for 29.04.2015.

Case No.:101/18/82- |Party Name:RANBAXY Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 LABORATORIES LTD \ALC4/2014 fand Re-indexed
| | 118.02.2015 .

HQ File RLA File - LLic.No/Date:0510392597 | Defer
:01/82/050/01467/AMIS/  |:05/24/040/00439/AM15/ 26.12.2014 Date:29.04.201 5 =

Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
Pharmaceuticals.

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

i) Actual content of Digoxin in imported digitalis Lanata Leares supported by COA from |
foreigner supporter \
i) Assay of Export Product |

o il) Past production vis-a-vis Actual consumption of leaves for the last 3years duly‘
‘ certified by Central Excise Authorities.

Case No.:26/15/82-  |Party Name:HETERO LABS |Meet No/Date: 18/82-  |Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
} 18.02.2015 |
HQ File ~ [RLAFile a LLic.No/Date:0910061456 [Defer
:01/82/050/01313/AM15/  :09/24/040/00522/AM15/  29.12.2014 Date:29.04.2015

Deusmn It was decided to defer the case for 29.04.2015 for comments of Department of
FPharmaceutlcals ?

 |case No.:27/15/82- Party Name:HETERO LABS |Meet No/Date:18/82-  |Status:Deffered
ALC4/2014 LIMITED \ALC4/2014 and Re-indexed
! 18.02.2015 |
394 |HQ File RLA File Lic.No/Date:0910061457 [Defer
:01/82/050/01314/AM15/ 09/24/040/00546/AM15/  29.12. 2014 Date:29.04.2015
Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
.Pharmaceutlcals |
|CaseN0.:99/18/82-  |Party Name:GLOBAL  Meet No/Date: 18/82- Status:Deffered |
395 ALC4/2014 CALCIUM PRIVATE ALC4/2014 and Re-indexed |
| LIMITED, 18.02.2015 * ‘
st .
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'HQ File ~ RLAFile " Lic.No/Date:0710107307 Defer |
:01/82/050/01465/AMIS/  :07/24/040/00302/AMIS/  [30.12.2014 Date:29.04.2015 |

|
|
1
\

IDeClSlon It was decided to defer the case for 29.04.2015 for comments of Department of
\C&PC. i

— _ — S ==

' |CaseNo.:111/18/82-  [Party Name:GLOBAL " Meet No/Date:18/82-  Status:Deffered
~ ALC412014 CALCIUM PRIVATE ALC4/2014 and Re-indexed
|| LIMITED, 18.02.2015 ; :
396 [HQ File RLA File ~ LicNo/Date:0710107306 Defer a
C :01/82/050/01477/AM15/ :07/24/040/00307/AM15/ 30.12.2014 Date:29.04.2015 |

; {Decision It was decided to defer the case for 29.04.2015 for comments of Department of |
| C&PC.

. R Easé No.:84/18/82- ITar_tyNameﬁES’]'ER— ~ |Meet No/Date:18/82- ‘Status :Deffered |
'ALC4/2014 'BIOSCIENCES LIMITED ALC4/2014 iand Re-indexed |
i 18.02.2015 |
397 HQ File RLAFile ~ [LicNo/Date:0810134170 Defer |

:01/82/050/01450/AM15/ I: 08/24/040/00362/AM15/ 130.12.2014 gDate 29.04. 20!5

! |Dec1s10n It was decided to send a copy of apphcatlon to Department of Blotechnology The
ccase is deferred for 29.04.2015

————— ———— e et i Rt el

7:2:atserNo.:86f177878;7A - _:[;arty Name:MOREPEN " [Meet No/Date:18/82- 'Status Deffered'
!ALC4/2014 [LABORATORIES LTD., ALC4/2014 and Re-indexed |
| | j 118.02.2015 \
398 |HQ File ~ RLAFile ~ [Lic.No/Date:0510392620 Defer

01/82/050/01452/AM15/ :05/24/040/00451/AM15/ 30. 12 2014 Date:29.04. 20l5 j

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceuticals.

Case No.:112/18/82- Party Name:MOREPEN 'Meet No/Date: 18/82- Status:Deffered
ALC4/2014 LABORATORIES LTD., !ALC4/2014 {and Re-indexed
‘ E |18.02.2015 | |
1399 i{Q File RLAFile Lic.No/Date:0510392619 | Defer |
‘ 0]/82/050/0]478/AM]5/ I 05/24/040/00450/AM15/ 130.12. 20I4 \Date:29.04. 2015 i
. Decision : It was decided to defer the case for 29.04.2015 for comments of Department of '
. |Pharmaceuticals.
| [CaseNo.9518/82-  [PartyNameRLFINECHEM |MeetNo/Date:18/82-  Status: |
. |ALC42014 | 'ALC4/2014 Approved
L] ; (18022015 . .
' [HQFile RLA File tLlC No/Date:0710107349 rDet‘er Date: |
:01/82/050/01461/AM15/ 1:07/24/040/00333/AM15/ 31.12.2014 1

400 | Declswn :In the light of earlier decision taken by NC in its 3/82 meetmg date
} 08 05.2014, it was decided to ratify norms under Para 4.7 of HBP v1 as per details glven ‘
.~ below or as applied by the firm, whichever is less:

Export Product Export SL.No. | Import items Qty. allowed
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Clomib_ré}ﬁine Ho |1 Kg. Iy &7 1 Bromo 3 Chloro Propane 0.85 kg
2 3 Chloro Iminodibenzyl 0.91 kg
RA  may take appropnate actlon as per the decusuon of Norms Commlttee

Case No.:85/18/82- Party Name:PAYAL ~ [Meet No/Date:18/82- [Status: Deffered
ALC4/2014 PETROCHEM PRIVATE }ALC4."2OI4 and Re-indexed

. [ |LIMITED {18.02.2015 | ‘

401 HQ File RLA File ~ [Lic.No/Date:0510392654 Defer |
1:01/82/050/01451/AM15/ i 05/24/040/004[2/AM15/ !01 .01.2015 \Date:29.04.2015
Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
C&PC.

| |CaseNo.:28/15/82-  |Party Name:DR REDDYS ~ [Meet No/Date:18/82-  Status:Deffered

- ALC4/2014 LABORATORIES LIMITED |ALC4/2014 %and Re-indexed

| | 118.02.2015 |

402|HQFile ~ [RLAFile ~ Lic.No/Date:0910061479 [Defer

g 01/82/050/013 15/AM15/ E 09.’24/040/00502/AM15/ |02 01 2015 |Date:29.04.2015

" |Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
Pharmaceutlcals

~ [Case No.:48/18/82- Party Name:DIVIS  [MeetNo/Date:18/82-  [Status:Deffered |

|ALC4/2014 'LABORATORIES LTD., IALC4/2014 and Re-indexed |

|| i 18.02.2015 |

1403 HQFile PiLKFile  [LicNo/Date:0910061492 [Defer |

3 :01/82/050/01414/AM15/ :09/24/040/00544/AM15/ 06.01 20]5 Date:29.04. 2015

" [Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of ‘

1 Pharmaceuticals.

| |Case No.:29/15/82- Party Name:HONOUR LAB  |Meet No/Date:18/82- Status:Deffered ;
ALC4/2014 LIMITED ALC4/2014 and Re-indexed |

18.02.2015

404 HQFile iLA File ~ |Lic.No/Date:0910061501 | Defer E .

1:01/82/050/01316/AM15/ [:09/24/040/00543/AM 15/ |O7 01.2015 |Date:29.04.2015 |

Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
C&PC.

Case No.:79/18/82- E Ei’%r@Name:NUTRA J !M_e& No/Date:18/82- Status:Deffered
ALC4/2014 ]SPECIALITIES PVT.LTD., |ALC4/2014 and Re-indexed
f 18.02.2015
405 HQFile ~ |RLAFile Lic.No/Date:0410159987 [Defer
'0]/82/050/0]445/AMI5/ ] 04/24/040/00255/AM 15/ 07.01.2015 Date:29.04. 20!5

Decision : It was decided to defer the case for 29.04. 20] 5 for comments of Department of .
Pharmaceuticals.

* Case No.:96/18/82- {‘P_’arty Name:NUTRA Meet No/Date:18/82- @Statusi);i‘l’ered i
ALC4/2014 SPECIALITIES PVT. LTD., ALC4/2014 |and Re-indexed

118.02.2015 ? |

| __HQFils. xumAR RLAFile [Lic.No/Date:0410159986 [Defer |




I
™ |

:01/82/050/01462/AM1S/  [:04/24/040/00248/AMIS/  (07.01.2015 ~ Date:29.04. 2015 i
Dec151on It was demded to defer the case for 29.04. 2015 for comments of Department of i
Pharmaceutncals i
| [CaseNo.:33/1582-  [Party Name:HETERO  |Meet No/Date:18/82- ‘,-St;-tu.sﬁ)eﬁe;di‘
. ALC42014 DRUGS LIMITED 'ALC4/2014 and Re-indexed |
| 18.02.2015 | i
4071 'HQ Fle ~ |RLAFile  [Lic.No/Date:0910061507 7 Defer
:01/82/050/01320/AM15/  |:09/24/040/00568/AM15/  [08.01. 2015 Date:29.04.2015 |
Declsmn It was decided to defer the case for 29.04.2015 for comments of | Department of t
‘Pharmaceutlca]s
| [CaseNo.78/18/82- [Party Name:GREEN SIGNAL |Meet No/Date: 18/82-  Status:Deffered |
| |ALC4/2014 BIO PHARMA PRIVATE  ALC4/2014 and Re-indexed
’ LIMITED 18.02.2015 |
408 HQFile ~ [RLAFile ~ |LicNo/Date:0410159999 [Defer |
| |0 1/82/050/01444/AM1S/  |:04/24/040/00220/AM15/  [09.01.2015 Date:29.04 2015 |
Dec1s10n It was decided to defer the case for 29, 04.2015 for comments of Department of |
tBlotechnology |
| [CaseNo.:34/15/82-  [Party Name:JODAS EXPOIM |Meet No/Date: 18/82- Status:Deffered |
ALC4/2014 ;PVT.LTD., ALC472014 and Re-indexed
| 18.02.2015 ;
409HQFile ~ RLAFile  |Lic.No/Date:0910061522 lDefer * |
| [01/82/050/01321/AM15/ : :09/24/040/00528/AM15/ 09.01.2015 Date:29.04.2015 |
i Decision : It was decided to defer the case for 29.04.2015 for comments of Department of |
| Pharmaceutlcals i
| [CaseNo.:5/18/82-ALC4/2014 [Party Name:ANUPAM | Meet No/Date: 18/82-  Status:
_ RASAYAN (INDIA) LTD ALC4/2014 Approved |
| | 18.02.2015 - |
. [HQFile RLAFile ~ |Lic:No/Date:5210041393 Defer Date: |
| 01/82/050/01371/AM1S/ 52/24/040/00055/AM 15/ 112.01.2015

‘ ‘Deusnon ‘I the llght of wntten comments recewed from Department of Chemlcals and |
 Petrochemicals vide their U.O No. 14010/3/2015-Ch Il dated 16.03.2015, it was decided to|
| ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, |
1410 |whichever is less:

| || Export product Exp. Qty. | SI.No. | Import items Qty. allowed
| ‘ 1 Para Chloro Phenol 0.9670 kg
- | |2-Chloro-4-(4-Chloro 1 2 Meta Dichloro 1.3500 kg l
L Phenoxy) Acetophenone g Benzene !
| 3 Dimethy| Sulfoxide 0.8000 kg ;
\

FRA  may take approprlate actlon as per the decmon of Norms Commlttee

an Case No.:9/18/82-ALC4/2014 Party Name:SAIBABA ~ Meet No/Date:18/82- fStatusEhe'Efered'i
" SURFACTANTS (P) LTD., | ALC4/2014 and Re-indexed |
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[ T I O |

|
| [HQFile — [RLAFile ~ [Lic.No/Date:0810134344 [Defer |
| | 01/82/050/0137S/AMIS/  |:08/24/040/00371/AMIS/ (19012015 [Date:29.04.2015 |

|
| |Dec1s10n It was decided to defer the case for 29 .04.2015 for comments of Dépaxtment of
i

1

Case No.:1/18/82-ALC4/2014 IParty Name:JODAS EXPOIM Meet No/Date:18/82-  Status:Deffered

i PVT. LTD., ALC4/2014 and Re-indexed
- 18.02.2015 ‘
412 |HQ File |RLA File. ~ [LicNo/Date:0910061562 Defer
|0 1/82.’050/0 1 367/AM15/ 09/24/040/0060!/AM1 5/ ‘27 01 201 5 Date:29.04.2015
iDeclsmn It v was decided to defer the case for 29.04. 2015 for comments of Department of
Pharmaceutlcals
. |CaseNo.47/1882-  Paty = MeetNo/Date:18/82-  |Status:Deffered
 |ALC412014 fName NUTRASPECIALITIES |ALC4/2014 and Re-indexed |
‘ l fPVT LTD., 118.02.2015 | i
\413 1HQ—Flle_ - RLAFile ~  [Lic.No/Date:0410160068 Defer |
| I: 0!/82/050."0]4]3/AM 15/ 04/24/040/00268/AM15/ 28.01.2015 |Date:29.04. 20]5
‘ \Deuswn : It was decided to defer the case for 29.04.2015 for comments of Department of g
| ‘Pharmaceut:cals
~ |Case No.:7/18/82-ALC4/2014 |Party Name:AUROBINDO ~ |Meet No/Date:18/82-  Status: |
} | PHARMA LIMITED |ALC4/2014 iApproved
‘ | 18.02.2015 | I
HQFile "RLAFile  [Lic.No/Date:0910061580 P)efer Date: |
| [:01/82/050/01373/AM15/ :09/24/040/00583/AM 15/ 103.02.2015 I
| 'Decnsmn In the light of earlter decmon taken by NC in its 7/82 meetmg dated 11.09.2014, it was I
‘ 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:
|| j
| l Item of Export Quantity | S,No Item of Import Quantity
| allowed kg/kg
| PIPERACILLIN AND | 1kg 3. 6-Amino Penicillanic Acid | 0.455
| TAZOBACTAM 8:1 (6-APA)
}4] 4 | STERILE 2. 4-Ethyl-2, 3 Dioxo 0.3323
| 1\ Piperazine
} 3. Carbon Enoanticromos 0.050
i (Activated Carbon)
‘ 4. D(-) Alpha Phenyl Glycine | 0.359
(o Base ( PG BASE )
S B Ethyl Acetoacetate 0.346
: 6 Isopropyl Alcohol 0.4015
l 7. Methylene Chloride 2.835 1
| 8 Pivaloyl Chloride 0.251 |
| - {
‘\ | 9. Potassium Carbonate 0.164 - 1
10. Tazobactam acid 0.112 - 3
[
11. Trimethyl chlorosilane 0. 3069 1‘
= TR A e e
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| (TMCS)
‘ 12. Triphosgene 0.281

|

) As per packin
l 13, Aluminium Canisters se P g
i ; policy
|

.RA may take approprlate actlon as per the decnsmn of Norms Commlttee

e e

|Case No.:6/18/82-ALC4/2014 [Party Name:GRANULES ~ Meet No/Date:18/82-  Status:Deffered |

[ | [INDIA LIMITED /ALC4/2014 |and Re-indexed | '

|| | 18.02.2015 - |

415 HQFile - RLAFile "~ ILic.No/Date:0910061577 [Defer |
:01/82/050/01372/AMIS/  :09/24/040/00576/AM1S/  03.02.2015 Date:29.04.2015 |

F - — - - — ~
i Declsmn It was decided to defer the case for 29.04.2015 for comments of Department of
\

| [CaseNo.:11/18/82-  |Party Name:ARENELIFE  Meet No/Date:18/82-  [Status: Deffered |

. ALC4/2014 |SCIENCES LIMITED. |ALC4;’2014 1and Re-indexed |

I i 118.02.2015 ;

416 [HQ File RLAFile  |Lic.No/Date:0910061599 [Defer |

! '0]/82/050/01377/AM15/ |'09/241’040/00561:’AM 15/ |]0 02 2015 |Date 29.04.20 15

| Decision : It was decided to defer the case for 29.04.2015 for comments of Department of i

[ Pharmaceutlcals 5

‘rrki Case No.:10/18/82- Earty Name:HONOUR LAB ‘Meet No/Date: 18/82- ?Status:Deft‘ered_JE
ALC4/2014 [LIMITED ALC4/2014 ‘and Re-indexed

' . 18.02.2015 g

|417 |;I6¥We____m s RLAFile 11(: No/Date:0910061598 Defer

‘ 0]/82/050/01376/AM15/ | 09/24/040/00628/AM 15/ |]0 02.20 l 5 |Date:29.04. 2015 '

' ‘Declswn It was decided to defer the case for 29.04.2015 for comments of Department of g

k- |Pharmaceuticals. é

| [CaseNo.:12/18/82- ~ [Party Name:JODAS EXPOIM |Meet No/Date:18/82- [Status:Deffered |

. [ALC4/20]4 'PVT LTD., .ALC4/20|4 !and Re-indexed

|| 18.02.2015 |

‘413 HQ File ‘RLA File o Lic.No/Date:0910061602 |Defer

| | :01/82/050/0 1378/AM15/ J 09/24.’040/00604/AM 15/ ]0 02 201 5 \Date 29. 04 2015

I lDeClsmn It was decided to defer the case for 29.04 2015 for comments of Department of

| Pharmaceutlcals

— = —

j Case No.:13/18/82- ‘Party I\'IH:J—O]SKS‘EXPO-I_MV M:et No/Date:18/82- ‘.Status:Deffe;e.dA‘!

| ALC4/2014 PVI.LTD., [ALC4/2014 and Re-indexed |

|| i 18.02.2015 | %

419 HQ File RLA File  [Lic.No/Date:0910061603 Defer |
l: 01/82/050/01379/AM 15/ 09/’24/040/00605/AM 15/ 110.02. 2015 \Date:29.04. 20 I 5
Decision : It was decided to defer the case for 29.04. 2015 for comments of Department of
|Pharmaceut1cal

;2_(; CaseNo.:14/18/82-  [PartyName:HEMMO  |Meet No/Date:18/82-  [Status:Deffered |

hE ___AP§4H014 - ‘PHARMACEUTICALS ALC4/2014 ‘and Re-mdexedJ

1LT U:—Engf'\
|9 " Sers T'.,
Dy. D.r
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i

[HQ Fle ~  |[RLAFile ILic.No/Date:0310793763 !Defer X
] [:01/82/050/01380/AM 15/ ‘ 03/94/040/0]012/AM15/ 111.02. 20[5 \Date:29. 04 2015
! Decision : It was decided to defer the case for 29.04.2015 for comments of Department of '
E EPharmaceutlcals :
s i'(iiée_NB;:izﬁﬁa/sz- EParty Name:HETERO LABS |Meet No/Date:18/82- iS_tatus:Deffered ;
{ |ALC4/2014 |LIMITED |ALC4/2014 ‘and Re-indexed |
= | 18.02.2015 i :
|421 HQFile ~ [RLAFile  [Lic.No/Date:0910061606 Defer ’
| ' 01/82/050/01487/AM15/ 1:09/24/040/00645/AM 15/ [12.02.2015 'Date 29. 04 2015 a
3 Decision : It was decided to defer the case for 29.04.2015 for comments of Department of
! 'Pharmaceutlcals 1
| [CaseNo:122/1882-  PartyName:DIVIS  [MeetNo/Date:18/82-  [Status: {
ALC4/2014 LABORATORIES LTD., ALC4/2014 ‘Approved |
' |18.02.2015 ‘ ;
HQFile ~  [RLAFile * [Lic.No/Date:0910061626 iDefer Date: |
:01/82/050/01488/AM 15/ \ :09/24/040/00636/AM 15/ |17 02.2015 ‘ 1
Decision :In the light of written comments received from Department of Pharmaceutlcals wdez
their OM No. 35011/455/2014-PI(Norms) dated 26.02.2015, it was decided to ratify norms|

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

|

| |
. i
|

| Export product Exp. | SL.No. | Import items Qty. allowed
a2 . ke/ke
@223 1 AMINO GUANIDINE BI
. |[DICHLOROPHENYL)-2- |1kg CARBONATE 1.06 b |
| D 2 2 3-DICHLORO BENZOYL | 123 |
. |(GUANIDINOIMINO) e ‘
ACETONITRILE
|
I \
| |
|

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

Date:18.02.2015 Nirmal Kumar
Place:New Delhi Dy. Director General of Foreign Trade

[-’4’56‘[ 3“»‘-‘-‘(]'\' MAL KUMAR
’N‘Rﬁé‘n ZTaT
D?glrec‘lor General of Fos igr
Dxrec?o rate General of F
afersa v Dooarlﬁl
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