Office of Directorate General of Foreign Trade
New Delhi

Para 4.7 Decision(DRAFT)

MEETING NUMBER : 15/82-ALC4/2014 MEETING DATE : 12.01.2015
But actually held on 22.01.2015

Meeting No. 15/82 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 12.01.2015 but actually held on 22.01.2014 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 D¢ (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 —III meeting No. 14/82 scheduled for
22.12.2014 but actually held on 07.01.2015 and approved the same.

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

Case No. A-13 M/s Universal Bio- Diesel Ltd..

Meeting No.15/AM15 dated — 21.01.2015 F.No. 01/82/162/00198/AM15/DES-III

Decision: It was decided to defer the case for 12.01.2015 for comments of Department of C&PC.

Case No. A-14 M/s Pharmazell (India) Pvt Ltd.

Meeting No.12/AM15 dated — 15.12.2014 F.No. 01/82/162/00059/AM15/DES-III

Decision: Committee considered the case as per agenda and in light of written comments received
from Department of Pharmaceuticals vide their OM No. 35011/234/2014-PI(Norms) dated
20.01.2015 and in consultation with technical authority present in meeting, decided to ratify norms
under para 4.7 of HBP as per details given below or as applied by firm whichever is lower:-

Export product Exp. | SI.No. Import items Qty. Allowed
Qty. Kg/kg
Chenodeoxy Cholic Acid kg (1 Cholic Acid
1.40

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

Case No. B-137 M/s ALCHYMARS ICM SM PRIVATE LIMITED

Meeting No.15/AM15 dated — 21.01.2015 F.No.01/82/50/00111/AM14/DES-III
LW A

Adv. Lic. No. 0410144366 dated 25.03.2013 | RLA F.No.04/24/40/00279/AM-13 \

Decision : Information received from the firm and sent to Department of Pharmaceuticals for their
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[ comments. The case is deferred for 12.01.2015. ]
Case No. B-138 Ms. Lupin Ltd., n
Meeting No.15/AMI15 dated —21.01.2015 F No0.01/82/050/01186/AM-1 1/DES-III
Adv.Lic.N0.0310602565 dt. 23.11.2010 RA F.N0.03/95/40/00628/AM-11

Decision: In the light of written comments received from Department of Pharmaceuticals vide their OM
No. 35011/202/2010-PI(Norms) dated 07.06.2011, it was decided to amend the description of import item
sl. No. 1 as T—BUTYL&S—AMINO-Z,3,4,5-TETRAHYDRO-1H—(1) BENAZEPIN-2-ONE-1-
ACETATE (S AMINE) instead of 3S—Amino-1-N-Terbutoxycarbonyl (S Amine) in the minutes of
the NC meeting no. 47/82 dated 22.02.2011 as details given below.

From | To o

3S-Amino-1 _N-Terbutoxycarbonyl (S T-BUTYL,J S-AMINO-2,3,4,5-TETRAHYDRO-

Amine) 1H-(1) BENAZEPIN—Z-ONE-I-ACETATE (S
AMINE)

The rest of the minutes would remain same.

Outside Agenda-1 M/s. DSM Anti-Infectives India Ltd.,
Meeting No.15/AM15 dated — 21.01.2015 F. No. 01/82/162/00191/AM1 5/DES-III
RLA F.No. 22/24/040/00023/AM11 Adv. lic. No. 2210010300 dated 18.08.2010

Decision: In the light of earlier decision taken by NC in its 41/82 meeting dated 11.01.201 land 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.
Qty. allowed

Amoxycillin Trihydrate Through | 1 Kg. | L. 6-Amino Penicillanic Acid 0.568 kg

6-APA Through Enzymatic 2. Oxilasa (Enzyme) 5.00 gm.

Route 3. D(-) P-Hydroxy Phenyl 0.608 kg

Tech. SPEC:.... Assy not less Glycine Methylester

than 84% as such or 96% on dry

basis

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

[ Outside Agenda-2 M/s. DSM Anti-Infectives India Ltd., 3
Meeting No.15/AM15 dated — 21.01.2015 F. No. 01/82/162/00206/AM1 S/DES-III
RLA F.No. 22/24/040/00059/AM12 Adv. lic. No. 2210012193 dated 22.11.2011

Decision: Committee considered case as per agenda and in light of earlier decision taken in 30/82
meeting held on 25.10.2011 and in consultation with technical authority present in meeting, decided
to ratify norms as per details below or as applied by the firm whichever is lower:-

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

Amoxycillin Trihydrate 1 1. ‘ 6-Amino Penicillinic Acid (6- 0.568 kg
Through 6-APA Through kg. APA)
Enzymatic Route 2. Formidase (Enzyme 5 gm

E Methanol 0.020 kg

4. D(-)P-Hydroxy Phenyl 0.608 kg
Glycine Methylester (BB-H)

RA concerned may take further necessary action as per above decision of NC.
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Outside Agenda-3

M/s. DSM Anti-Infectives India Ltd.,

Meeting No.15/AM15 dated — 21.01.2015

F. No. 01/82/050/00645/AM07/DES-III

RLA F.No. 09/24/040/00152/AM07

Adv. lic. No. 2210005831 dated 31.07.2006

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

\Case No. 132/8/82-

Party Name:PROVENTUS [Meet No/Date:15/82-

Status:Deffered |

;’ ALC4/2014 LIFE SCIENCES 'ALC4/2014 and Re-indexed |
B PRIVATELIMITED,  12.01.2015 1:
1HQFile  [RLAFile Lic.No/Date:0410094357 iDefer

| :01/82/050/00796/AM1S/ :04/24/040/00395/AMO8/ 12.03.2008 Date:18.02.2015 |

| fDecnsmn :
| \Pharmaceutlcals

It was decided to defer the case for 18.02.2015 for comments of Department of |

| |Case No.:11/20/82- * |Party Name:NEULAND  Meet No/Date:15/82- (SEiE

| ALC4/2009 LABORATORIESLTD ~ ALC4/2014 approved |

| | 12.01.2015 i

2 |HQ File |RLA File 'Lic.Nblbate:(')moossms"Defer '
:01/82/050/00422/AM10/ 09/24/040/00144/AM10/  06.08.2009 Date:

} ,Declsnon It was decided to withdraw the case as it is already approved in 12/82 meetmg dated |

| 110122014,

r e =

Case No.:14/24/82-

i

Party Name:SAINOR

Meot No/Date:15/82- Status: Deffered

| ALC42010 LABORATORIES PVT  ALC4/2014 and Re-indexed
L LTD 12.01.2015 |
& HQFile RLA File Lic.No/Date:0910043414 Defer

| [01/82/050/00814/AM11/:09/24/040/00210/AM11/ 08.09.2010 Date:18.02.2015 |

DéélSlon It was dec:ded to defer the case for 18 02. 2015 for comments of Depaﬁment of C&PC

| |Case No.:17/19/82- Party Name:VIVIMED | Meet No/Date:15/82- Status:Deffered
' ALC4/2011 LABS LIMITED 'ALC4/2014 and Re-indexed
[ | 112.01.2015 ‘ :
i 4 HQ File RLA File Lic.No/Date:0910047175 [Defer Date: |
| [:01/82/050/00531/AM12/ |:09/24/040/00137/AM12/  20.06.2011 18.02.2015

Declsmn Copy of productlon and consumptlon data of all mputs has been received from the firm
and same has been sent to Department of Pharmaceuticals for their comments. Case is deferred for |

| [18.02.2015. |
2 \(Ease_Noi%lzile_Z- - 'I’_aft}; Name:VIVIMED Meet No/Da.te:15/872- Stélti:é:ﬁéfféréd
ALC4IZOII [LABS LIMITED ALC4/2014 jand Re-indexed |
12.01.2015
‘ IHQ File RLA File Lic.No/Date:0910049191 [Defer Date:
7! 01/82/050/01 125/AM]2/ ‘ 09/24/040/003I8/AM12/ 30.09.2011 118.02.2015
)
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| [Decision : Copy of production and consumption data of all inputs has been received from the firm |

and same has been sent to Department of Pharmaceuticals for their comments. Case is deferred for 1
18.02.2015

. B - ) = = - J

Deffered i

| e S AN e et
. Decision : Copy of production and consumption data of all inputs has been received from the firm

| |and same has been sent to Department of Pharmaceuticals for their comments. Case is deferred for |
| 118.02.2015. i
| |

r (Case No.:93/42/82- if%nﬁlﬁﬁ_liﬁﬁiéb_ " [Meet No/Date:15/82-  Status:

| |ALC4/2011 LABS LIMITED ALC4/2014 and Re-indexed
|| | 12.01.2015 | l‘
| ¢ HQFile RLA File Lic.No/Date:0910049339 Defer Date: |
6 .01/82/050/01128/AM12/ :09/24/040/00337/AM12/ [14.10.2011 18.022015 |

[ Case No.:28/28/82- ﬂPB&{N;nTéTM?LXﬁm "~ IMeet No/Date:15/82- |Status:Deffered
| ALC42012 LABORATORIES 'ALC4/2014 and Re-indexed |
| | LIMITED 12.01.2015 : |
7 '\HQ File RLA File Lic No/Date:0910053660 Defer Date: |
| :01/82/050/00995/AM13/ | .09/24/040/00270/AM13/ 04.09.2012 18.02.2015 |
iD;cisio;l : It was deci&ed-toidei'eﬁl:ihe case for 18.02.2015 for comments of Depziftment of ' i
. |Pharmaceuticals. g
A e — — e — — — e peee—]
" |Case No.427/82- |Party Name:PORUS R flviéé{r%fﬁaté 15/82- ﬁénﬁ:ﬁéﬁ&?d |
- |ALC472012 LABORATORIES PVT  |ALC4/2014 and Re-indexed
| LTD. 12.01.2015 | |
" HQFile ~ RLAFile Lic.No/Date:0910054464 Defer Date: |
| 1:01/82/050/00959/AM13/ -09/24/040/00408/AM13/ 07.12.2012 18.02.2015

'8 Decision : In the light of written comments received from Department of Pharmaceuticals vide their |
" (OM No. 35011/243/2014-PI(Norms) dated October 2014, it was decided to call from the firm l
| |following information: ‘1
' (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.

' [The case is deferred for 18.02.2015

|
|

||

[CaseNo.16/3/85-  [Party Name:RA CHEM  Meet No/Date: 15/82- " IStatus:Deffered |
9 |ALC3/2013 PHARMA LIMITED 'ALC4/2014 and Re- '
| | ‘ ‘; lindexed ‘a
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| HQFile  RLAFile  [LicNo/Date:0910054777 |’Defer Date:
18.02.2015

0|/85/050/00016/AM14/ I: 09/24/040/00468/AM]3/ ‘15 01.2013

' Declswn Commlttee consider the case and 1t is observed that the export product has wrongly,
been categorized by the firm under chapter 23. Being the Bulk Drug, the export product needs to
ibe classified under chapter 29. Accordingly, it was decided to advise the firm to revise the
'application with proper ITC (HS) codes for the export product.

g The case is deferred for 18 02. 2015 i

 [CaseNo.:32/8/82-  [Party Name:BIOLOGICALE |Meet No/Date:15/82-  [Status: :Deffered |

| 'ALC4/2013 ‘LTD ALC4/2014 |and Re-indexed |

| {12.01.2015 ‘ '
iﬁQ File B JRLA File ) FLlc No/Date:0910055421 [Defer Date:

0 :01/82/050/00163/AM 14/ 1:09/24/040/00607/AM 13/ ‘19 03 2013 |18.02.2015 E

i Decision : It was decided to give last reminder to the firm to furnish ¢ c—opy of Batch productlon'

‘ rrecord of complete Manufacturing process (up stream, down stream, formulation, filings etc.)|
showmg quantltles and use of i import mputs” The case was deferred for 18 02 20! 5

}_— (Chse No.:142/10/82- ﬁ’artyTNEeWECT(EJ\RBT _!ﬁf:—f:—t.biofﬁate:lslé2~ Status: :Deffered | i
ALC4/2013 LIMITED iALC4/2014 ,and Re-indexed |
z | 12.01.2015 | |
,Ii-i-Q_F-l-le - "rﬁl;ﬁile‘_ - Llc No/Date:0310734494 |Defer Date: |
| :01/82/050/00325/AM 14/ 03/95/040/00101/AM]4/ ]5 05.2013 (18.02.2015

‘Decnsmn The firm was requestcd to furnish the productlon » and consumptlon_data for the l;ét-'
three years certified by Central Excise Authority , reminder letter has been alsos sent on‘
09 01.2014. Copy of application has been already sent to DCGI for their comments.
f 1
| [Defer Date 18 02 2015 -

" e I ——————

| |Case No.:42220/82- Party Name:GLAND ~ [Meet No/Date:15/82-  [Status:Deffered |

EALC4/2013 'PHARMA LIMITED JALC4/2014 and Re-indexed |

! 12.01.2015 ! |

2 iHQ File RLA File Lic.No/Date:0910056110 |Defer Date: |
:01/82/050/01028/AM14/  :09/24/040/00058/AM 14/ 23.05.2013 18022015

—— = ) = —A|

{Declsmn It was decided to defer the case for 12.01.2015 for comments of Depa:tment of i

|Phannaceut|cals |

| |Case No.:134/14/82- ~ |Party Name:CALYX ~ |Meet No/Date:15/82- |Status:Deffered |

. |ALC4/2013 (CHEMICALS & ALC4/2014 and Re-indexed |

| PHARMACEUTICALS LTD. 12.01.2015 | |

HQ File rRLA File ~ Lic.No/Date:0310735499 Defer Date: |

1:01/82/050/00719/AM 14/ 03/94/040/00508/AMI3/ |24.05.2013 §18.02.2015 ‘

-_— £t e s et S st

Deﬂsmn It was decided to remind the firm to furnish the followmg information :
- 1. Complete technical details as per Appendix 33 ~a |

2 Past production vis-a-vis actual consumption of input duly certified by Central Excise \k
Authorltles
\The case was deferred for 18.02.2015. e
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( Case No.:28/12/82- [I;arty_NeEelfIS_SEV§ = ;Meet No/Date:15/82- Status :Deffered
ALC4/2013 'PHARMA LTD. |ALC4/2014 |and Re-indexed
‘ o . | i12-01-2015 i
14 HQ File RLA File LLic.No/Date:0310738193 |Defer Date:
[ '0|/82/050/00452/AM 14/ 03/94/040/00245/AM 14/ |l9 06.2013 [18.02. 2015
‘E Declsmn It was decided to defer the case for 12.01.2015 for commehts of Department ot = =7 |
. Pharmaceuticals.
3‘ |Case No.:183/10/82- ‘Party Name:VIVEK ~ |Meet No/Date:15/82-  |Status:Deffered
| ,ALC4/2013 PHARMACHEM (INDIA) |ALC4{2014 1and Re-indexed
| LTD., 12.01.2015 l
HQ File RLA File |Lic.No/Date:1310043416 Pefer Date:
18.02.2015

ﬁseclsmn It was decided to call from the firm Copy of relevant DML for each export produet
|along with detailed working on the requirement of API in each case. The case was deferred for
{18 02 2015

ll :01/82/050/00366/AM 14/ 13/24/040/00032/AM12/ 19.06.2013
|
|

E Case No.:111/10/82- Party y Name:STERICAT Meet No/Date:15/82- 'Status:Deffered
! ‘ALC4/2013 GUTSTRINGS PVT. LTD. |ALC4/2014 |and Re-indexed
| il ; ;12 01.2015 @

116 — - — - ——————
1 IH‘Q File \RLA File Lic.No/Date:0510358000 Defer Date:

| |2 0l.’82/050/00294.’AM 14/ :05/24/040/00091/AM 14/ 125 06.2013 18.02.2015

l

| |Declslon : It was decnded to defer the edse for 18. 02 201 5 5 for comments of Departmeﬁtmo-f [PP

| [CaseNo.:172/14/82-  [Party Name:RECKON ~ [Meet No/Date:15/82-  [Status:Deffered
| ;DIAGNOSTICS PVT. LTD. EALC4/2014 and Re-indexed
‘ - 12.01.2015 ‘
e
‘HQ File RLA File LLic.No/Date:3410037268 Defer Date:

7! 0|/82/050/00757/AM14/ :34/24/040/00044/AM 14/ |27. 06 2013 18 02 2015

i Decision : It was decided to remind the firm to furnish the copy of Manufacturing process flow
‘chart, copy DML (Drug Manufacturing Licence),Batch Manufactunng Record and clarification on |
the quantities of import inputs (whether it is in Grams or in Milligrams) mentioned in the
apphcatlon The case was deferred for 18 02 2015

" [Case N0.:201/10/82-  |PartyName:SHASUN ~ Meet No/Date:15/82- F&?Es_: Deffered
ALC4/2013 PHARMACEUTICALS ALC4/2014 and Re-indexed
| LLIMITED 12.01.2015 ;

!13 HQFile  |RLAFile ‘ ;L.c No/Date:0410147551 |Defer Date:

:01/82/050/00384/AM14/  |:04/24/040/00063/AM14/  27.06.2013 18.02.2015

ﬁ)ecnsnon It was decided to remind the firm to furnish a copy , of Master Batch Formula duly
1 1cemﬁed by Quallty Control lncharge The case was deferred for 18. 02 2015.

| |Case No.:24/12/82- LParty Name:WOCKHARDT |Meet No/Date:15/82-  |Status:Deffered
'ALC4/2013 LIMITED /ALC4/2014 and Re-indexed |
l _ 12.01.2015

191HQ File S ;RLA File.' =™ |LicNo/Date:0310739850 [Defer Date:
:01/82/050/00448/AM14/  |:03/95/040/00256/AM 14/ 02.07.2013 18.02.2015

Declsmn It was dec1ded to remmd the f rm to furmsh a copy of Master Batch Formuta dhly-
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! certified by Quality Control Incharge. The case was deferred for 18.02.2015. _J
| |CaseNo.:44/12/82-  [Party Name:ENCUBE Meet No/Date:15/82- Status: |
| |ALC42013 ETHICALS PVT LTD ALC4/2014 Approved |
| e . 12.01.2015 | |

|—H_Q— File. ﬁujx FIIT =0 . ﬁ,ic.No/Dateﬁ 0740922 !Defer Date: J
:01/82/050/00468/AM 14/ :03/94/040/00306/AM 14/ 110.07.2013 !

| ——————— e —— ——— — ——— T — — — — -
. Decision : In the light of written comments received from Department of Pharmaceuticals vide?
their OM No. 3501 1/647/2013-PI(Norms) dated 20.01.2015, 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: |
] |
| |
I
|

[Export Item No.1 Myoflex Regular 10%, 100gm tube------------ 1No. |
|
| |S. No. Import Item Qe Allowed |
- | 1. [Cetyl Alcohol NF(Speziol C16 Pharm) 10.0 gm/tube w
| ; 2. [Stearyl Alcohol 5.0 gm/tube 1
|| :
‘f | 3. |Sodium Lauryl Sulphate 2.0 gm/tube
‘ !
- [ 47 [Trolamine 99% USP/NF 53448 gm/tube |
|| |
j 5. |Lavender Oil 0.022 gm/tube }
| |
| 1:
#2 | 6. [Plastic Tubes 100gm HDPE Relevant, As per packing policy |
0 | ; :
. 7. |White bees wax(white wax) USP/NF 1.00gm/tube
[
- Export Item No.2 Myoflex Extra Creme 15%. ] 1]11) E— 1No. '
[ Qty. Allowed
i‘ {S. No. Import Item
f 1. [Cetyl Alcohol (Speziol C16 Pharm) 5.0gm/tube
; 2. [Stearyl Alcohol 2.50 gm/tube
I
‘ | 3. |Sodium Lauryl Sulphate 1.00 gm/tube
! 4. |Trolamine 99% min USP/NF 4.006 gm/tube
J
| 5. [Lavender Oil 0.011 gm/tube
1 |
? | 6. [Plastic Tubes 50gm HDPE Relevant, As per packing policy ||
' | 7. [White bees wax(white wax) USP/NF 0.50gm/tube
} Export Item No.3 Myoflex Extra Creme 15%, 100gm------------ 1No.
[ Qty. Allowed
! | S. No. Import Item ;
= —— il
= \—5‘3\_‘19 13‘;).‘1\"1(;\‘0 ‘:‘_ of
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[ 1. |Cetyl Alcohol NF (Speziol C16 Pharm) T 100gmitube |
2. |Stearyl Alcohol 5.0 gm/tube 3
|
L
3. |Sodium Lauryl Sulphate 2.0 gm/tube !
i
4. [Trolamine 99% min USP/NF 8.0121 gm/tube ‘
5. [Lavender Oil 0.022 gm/tube |
| |
‘i 6. |[Plastic Tubes 100gm HDPE Relevant, As per packing policy ;Ll
1 |
7. White bees wax(white wax) USP/NF 1.00gm/tube %
lL \
Export Item No.4 Myoflex Max 20% w/w 50gm Tube-----zs INo. |
Qty. Allowed |
S. No. Import Item (gm/tube) |
[ ICetyl Alcohol NF (Speziol C16 Pharm) 5.50gm/tube |‘
2. [Stearyl Alcohol 2.75 gm/tube IL
l
3. |Sodium Lauryl Sulphate 1.00 gm/tube 11
|
4 Trolamine 99% min USP/NF 53448 gm/tube |
|
5 |Lavender Oil 0.011 gm/tube i
|
| 6 Plastic Tubes 50gm HDPE Relevant, As per packing policy \
| 7. |White bees wax(white wax) USP/NF 0.55gm/tube \
| |
| s
Export Item No.5 Myoflex Max, 20% w/W, 100gm Tube----=-=---=- 1No. |
'\ Qty. Allowed 1
S. No. Import Item (gm/tube) Qi
| 1. |Cetyl Alcohol (Speziol C16 Pharm) 11.00gm/tube ‘i
1
2. |Stearyl Alcohol 5.50 gm/tube :
|
3. |Sodium Lauryl Sulphate 2.00 gm/tube }
| i
4. (Trolamine 99% min USP/NF 10.6896 gm/tube ‘

5. |Lavender Oil 0.022 gm/tube

6. [Plastic Tubes 100gm HDPE
White bees wax(white wax) USP/NF
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|
1 'wiEx Sort Item No.7 Ozonol Ointment, 60— i
1\ Ozonol 1"%
"L Ointment 30gm Ointment 60gm E
% tube tube i
{ i
g Petrolatum Yellow USP 18.186 gm/tube 36.372gm/tube
i{ 7. [Bees Wax Yellow (Refined) USP .16 gm/tube 4.32 gm/tube lii
| i
2 7.607 gm/tube 5214 gm/tube ||
'% \
%‘1 0.087 gn/tube 0.174 gm/tube %
\ 5196 gm/tube 10392 gm/tube |
l
5723 gmitube | 0246 go/tube |
s,
5054 gmJtube | 0108 gm/tube 2
| 1
’ Relevant, As per packing policy ||
| |
|| ;
} ‘{Export Item No.8 Qzonol Antibiotic IngTube------------ll_\I_(_); i
%‘i EEﬁEX ort 30gmTube--=-======== 1No
|
| |
1 Ozonol i
% | Antibiotic 30gm i
| 472554 gro/iube | 28.5168gm/tube |
i 2. L.d 1 1 3 |
1 idocaine Hydrochloride USP 0.612 gm/tube | 1.22 4 itibe Z
[ 3. |Bacitracin Non Sterile Mi i |
L icronized USP 0.0967 gm/tube 0.1896 gm/tube {
| 4. : : .
|| Polymyxin B Sulphate (Non-Ster.Micro) USP 0.153 MU/Tube |0.306 MU/Tub 5
| f . u e 1
| 5. |Aluminium Collapsi z
- psible tube 15gm or 30 *
; gm R . =
i elevant, As per packing policy
. RA . _ i
| |RAmay take appropriate action as per the decision of Norms Committee |
[ [CaseNo.2112i82- [P B -
ALC4/2013 Party Name: WOCKHARDT v
21| LIMITED Meet No/Date:15/82- '
j |AL |Status: Deffi ;
l IHQ File e {12 (():14 ?(?11; l‘“‘d l:e-i;d:;:g
’ AR e - |
= MS}P@D}—‘%
o s R/ NIRMAL KUMAR

71 29N H b’.ﬁif
-ate General of Foreign )
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[Declsmn : Committee considered the €ase and jt hag been

I* —_——— A

SEm—— Par e e e
| [Case No.:68/17/83. ‘,"Party Name:BHARAT Meet No/Date:|5/85. rStatus:Deffered [
| }ALC4/2013 ;PARENTERALS LTD, ‘ALC4/2014 'and Re-indexeq ;{
! e N 12.01.2015 j ;
22 HQ File RLAFile =201 Defer |

| | !fLic.No/Da;g:EmOﬁMS Defer )
| ;:01/82/050/00930/_{1\_434/ F:34/2l/049{0({]63{AM1§/ 123.07.2013 Date:18.02.20 5 |

o |

| [for their coOmments. The cage was deferred for 18.02.2015. |

— T W |

———

Case No.:52/1 2 Ii'?arty Name:UNJJ ULES—I:EEI Meet Ngfb;;f; 15/82- !Status:Deffered f

ALC4/2013 ISCIENCES LTp, ALC4/2014 and Re-indexed |

| : 7 ; 112.01.2015 f

HQ File IRLA File “Efc.No/ﬁEE&Bh 10742481 [Defer
123 [:01/82/050/00476/AM1 4/ 03/95/040/00305/AM 1 4 23.07.2013 Date:18.02.201 5 j
| ‘__Wm%__mM,W_“HHM_M“%WMW.,_M_k_,_ e U

| Decision : It was decigeq o remind the firm to furnigh ghe following technica] detail_s;:m]._if
] Technical details a5 per Appendix 33 for conversjon of Gadolinjum to Gadopenteate;
/Dimeglumine. 2. Volume of the Injection /Vial to be €Xported. The case wag deferred for[

|

|

| 18.022015.
B TR T — ﬁJEr?yﬁEIB}TMICRoI'E?mﬁ\?e??ﬁ?/ﬁiﬁ?/}i“w Status:Deffered
f ALC412013 LTD IALC4/2014 and Re-indexed
B ! 12.01.2015 | |
ba Pl . T e File  LicNoDaies 0097180 [Defer !
!J 14/ 1:07224/040/00111/aM14/ 30.07.2013 Date:18.02.2015 |

:01/82/050/001 84/AM

|

i —— g S e — e — R —— ....4,:. e — .—..”‘._;, ——

f irDecision : It was decided to cal] from the firm detailed Justification for the import of 1039.076 kg f
f jof API against the present advance authorization. The case was deferred for | 8.02.2015 !
s SR —

| tthe present ad Thecase was defered for 18.02.2015 |

T ——— P —— R —— — % - — : H-
" [case No.:17/13/82- Party Name:PAB ORGANICS [Meet No/Date: 15/85 Status:Deffere |

|

/and Re-indexed f
LTD, ALC4/2014 an |
ALC42013 PVT.LT JALosen | - !
I e — ——— e E_—_' ——

CSIRLAFEE s e /Date:3410037541 Defer j

F L File s / % 1072013 Date:18.02.2015 |

i :01/82/050/00493/AM 14/ 1:34/24/040/00085/AM 14 W CL Lt = .
r decided to send a copy of application again to Department of Pharmaceuticals

ision : It was deci
g:(t:}lleir comments. The case was deferred for 18.02.2015.
i
“ :Deffered |
Party Name:UNIVERSAL | Meet No/Date:15/82- fg;?l;:&?:d:;ed ;
| [Case Nostiam2- BIOFUELS PRIVATE e |
01.

ALC4/2014 T 2. | |
| {[};LA File Lic.No/Date:0910056959 ég:tf:f']s isgts
. - | 1 | 1 | 16,

% B R79/AMIS/  :09/24/040/00155/AM14/  [31.07.2013
1:01/82/050/00 !

= [t was T T 0 artment OI C& C.
d ‘ded to defe the case fO 18.02.2 15 for comments Of Dep I
| 1si €Cl

- s L —— - :
27 .4 4 4 I e:CTX
L4 ‘




'RA ma : :
‘ y take appropriate a T -
———~_— "PPIOPIALe action as per the decision of Norms Committee. |

I

| S - ~ [LIFESCIENCES PVTLTD, ~ |ALC4/2014 Approved |
\ 112.01.2015 ‘
[HQ File ] [Iil:;; File.' = |LIC No/Date:0310744552 Defer Date:

:01/82/050/00625/AM 14/ | 03/94/040/00307/AM]4/ |07.08.2013

JDICCISIOII In the llght of wntten comments recewed from Department of Pharmaceutlcals vnde |
itheir OM No. 35011/738/2013-PI(Norms) dated 20.01.2015, 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: :

i Export product Exp. | SL.No. | Importitems Qty. allowed .
| Qty. ke/kg |
[ Amiodarone lkg | 1. 2 Butyl-3-(3-5-Diodo-4-Hydroxy :
| Benzoyl) Benzofuran 09135 ||
’ |
| |
| |

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

JCase No.:11/13/82-ALC4/2013 ‘Party Name:WANBURY [Meet No/Date: 15/82- IStatus \
, LLIMITED(FORMERLY ALC412014 Approved
i PEARL ORGANICSLTD)  [12.01.2015 i
'HQ File ~ [RLAFile |L1C No/Date:0310744468 ‘Defer Date: |
! 01/82/050/00487/AM 14/ 03/95/040/00134/AM 14/ 07.08.2013 .

Declswn In the Ilght of wrmen comments recelved from Depanment of Pharmaceut]cals v;de their oM :
\No 35011/704/2013-PI(Norms) dated 20.01.2015, 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 J
Quantity kg/kg g

| Hydrochloride - \
| 2 N.Bromo Anisole 1.93 |
j i Tetrahydrofuran 157 ;
, 4. Isopropyl Alcohol 1.18 |
5. n-Hexane 0.58 :

| 6. Paraformaldehyde 0.29 :
7. | Methanol 166 |
| 8. Toluene 0.51 |
| 9. Dimethylamine Hc] 0.81 '

Case No.:34/13/82- [Party Namer W i o

] o (Party Name: WANBURY Meet No/Date:15/27.  leir—————|

ALC42013 LIMITED(FORMERLY ALc4/2%ﬂme']5/82- e eflered)

flbﬁ"""_“—’ _ [PEARL ORGAN]CS LTD) 12.01.2015 ta"d Re-indexed

’ - RLA Fi ile ' NI e e |

10]/82/050/00510/AMJ4/ 03/95/040/00]32/AM14/ LN Date 0310744833 'D"f” —
|

o 12 08. 2013
Declsmn lt was decrded to call from t ny :

Iy HEIFRES fi

I 1
Udyog Bh‘_.wdn rn.w D




[V

details as per Appendlx 33. (b) Past productlon vis-a-vis actual consumptlon of i 1nputs duly
|cert|ﬁed by Central Excrse Authonty The case was deferred for 18 02 201 5

B bbbl Attt !

Case No..73/13/82-  |Party Name:WANBURY  Meet No/Date:15/82-  |Status:Deffered |
ALC4/2013 LIMITED(FORMERLY ALC4/2014 'and Re-indexed |
| PEARL ORGANICSLTD)  [12.01.2015 1

20 HQ File : RLAFile |Lic.No/Date:0310744832 }Defer

:01/82/050/00549/AM 14/ F [:03/95/040/00133/AM 14/ 112.08.2013 |Date:18.02.2015

Decision : It was decided to call from the firm followmg information:- (a) Complete technical
details as per Appendix 33. (b) Past production vis-a-vis actual consumption of inputs duly
cemﬁed by Central Excnse Authonty The case was deferred for 18. 02 2015

—— e e )

(Case No.:76/13/82-ALC4/2013 Party Name:WANBURY  Meet No/Date:15/82-  Status: |

|Meet No/Date:15/82- ‘Status [
LIMITED(FORMERLY 'ALC4/2014 'Approved
i PPEARL ORGANICS LTD) ‘|12 01.2015 i
HQ File oy RLAFile  [Lic.No/Date:0310744834 |Defer Date: |
: 01/82/050/00552/AM14/ 03/95/040/00125/AM14/ n2. 08.2013 1

Decnsnon In the light of wntten comments recelved from Department of Pharmaceutlcals v1de their OM
\No 35011/706/2013-PI(Norms) dated 20.01.2015, it was decided to ratify the norms under Para 4.7 of HBP |
Nl as per details given below or as applied by the firm, whichever is less:

Export Product Export S.No. | Import Item Qty. Allowed 3
31 Quantity kg/kg 1

Diphenhydramine | ! kg 1. Bromine 0.57

Hecl. - -

: 2. Dimethyl Amino Ethanol 0.527 ‘
| 3. Isopropyl Alchohol 100 |
| |

4. Mono Chloro Benzene 0.58 ;
‘ 5. Diphenylemethane 0.997 ‘
| .

, !RA may take appropnate action as per the demsron of Norms Comrmttee __7)___1
" ICase No.75/13/82- |Party Name:WOCKHARDT Meet No/Date:15/82- Status: Deffered

| |ALC4/2013 LIMITED ALC4/2014 ‘and Re-indexed |

| | |

| 12012015 I I

| e e Wie No/Date 0310744861 {Defer

| ‘HQ File RLA File l 22015 k

135 :01/82/050/00551/AM14/ 1:03/95/040/00320/AM14/ 12.08.2013 Date:18.02.2015

i' lDec1s10n Committee con51dered the case and it has been observed thaot the export cI)tf Ent::fsppone l{
> |Tablets 200 mg and the input is also Entacapone Tablets 200 mg with 2% was:iagedl detxgpemmd |
.\ be a case of refer ding only and no manufacturing activity is involved. It was decide

| [ *DCGI to furnish therr comments The case was deferred for 12.01 2015 oo 5 O |

— feet No/Date:15/82- :Status l
— ‘Name:DR REDDYS ~ Meet No/Date:l _
" [Case No.:107/13/82- Party ALC412014 \Approved |
‘- ORIES LIMITED A |
; I\ALC4I‘2013 LABORAT 2012015 |
l‘ L RLXﬁe Faast L:cNSfISaTe"0910057189 rDeferDate |

HQFile 114082013 |
| \ 0?/82!050/00583/AM\4/ 09!24!040/00222”*“‘4’




'3

'Para 4.7 of HBP v1 as per details. glven below or as applied by the f‘rm whichever is less:

% Export product Exp. SLLNo. | Import items Qty. allowed ||

| Qty. kg/kg |

. - ;

.| 5,7-Dichloro-2- lkg | 1. 5.7-Dichloro-8- 7.24 |

[ | . . . ‘ \

- | (Dimethyl Amino) Hydroxyquinaldine |

' | Methyl) Quinolin-8- |

| ] g ‘

|| OL-Hydrochloride !

| [PBT2 Hcl] |

|

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

[ iCase No.:117/14/82- lParty Name:MAC CHEM ?Meet No/Date:15/82- jStatus:Deffered_‘
/ALC4/2013 [PRODUCTS (INDIA) /ALC4/2014 and Re-indexed |
| PRIVATE LIMITED 112.01.2015 |
HQFile B ‘RLA File ~ [Lic.No/Date:0310745962 |Defer |

34 01/82/050/00702/AM 14/ 03/95/040/00407/AM]4/ 20.08.2013 |Date 18.02. 2071757 |
|Decmlon It was decided to call from the firm followmg technical details:

|| i) Content of Buffering agent in the export product.

Lo i) Complete technical details as per Appendix 33

\

A

The case was deferred for 18 02. 20 15

! (Case No. :3/12/82-

ALC4/2013
I

35 HQ File
:01/82/050/00427/AM14/

| \Decnsmn It was demded to send a copy _01-‘~ a_pphcatlon again to DCG] for'"thelr comments

Party Name:ACTAVIS 5Meet No/Date:15/82- Status:Deffered
tPHARMA ALC4/2014 ‘and Re-indexed
MANUFACTURING 12.01.2015 \

[PVT.LTD ‘ ’

RLA File Lic.No/Date:0410148864 |Defer

g 04/24/040/00095/AM 14/ 122 08.2013 ‘Date 18. 02.201 5

g |(solut|on of import 1tems contams 8% water). The case was deferred for 18 02 2015

* Case No.:9/30/83-
ALC1/2013
I S
§36 jHQ File
| :01/83/050/00471/AM14/

Pharmaceutlcals

‘__ Case No.:43/16/82-
ALC4/2013
J |

" Party Name:STERICON
[PHARMA PVT.LTD.,

i

rRLA File
\ 07/24/040/001 52/AM]4/

ALC4/2014
12.01.2015 |

[22. 08 2013

Party Name:SYMBIOTEC | Meet No/Date:15/82-

37 |HQ File o |
| :01/82/050/00856/AM 14/
\

FDECISIOII : It was dec:ded to
.‘ uPhannaceutlcals

|

PPHARMALAB LTD., \ALC4/2014

12.01.2015 i
RLA File ~ Lic.No/Date:5610002765 Defer
:56/24/040/00017/AM 14/ 03.09.2013

\Date 18.02 20]5

St

Meet No/Date:15/82- Fté tus:Deffered |
land Re-indexed ‘

~ |Lic.No/Date:0710097668 Defer
[Date:18.02.2015 |

IDec1310n It was demded to defer the case for 18.02. 2015 for ¢ comments of Depanment of

|

— |

 Status:Deffered |
‘and Re-indexed |

defer the case for 18.02. 2015 for comments of Department of

\
|
2
|
|
a




4

| Case No.:47/16/82- ~ |Party Name:SHASUN Meet No/Date:15/82- Status:Deffered
| |ALC4/2013 PHARMACEUTICALS 'ALC4/2014 and Re-indexed
‘l B 'LIMITED 12.01.2015 |

|3 | HQFile RLA File [Lic. No/Date:0410149741 Defer

l‘ :01/82/050/00860/AM14/  |:04/24/040/00130/AM 14/ u 1.09.2013 Date:18.02.2015

‘ Dec1s10n It was decided to remind the firm to furnish a cepy of Master r Batch Formula duly
| e iceruﬁed by Quality Control Incharge. The case was deferred for 18.02.2015.

" ICase No:35/17/82-  |PatyName:SMS “[Meet No/Date:15/82- ]Eiatus:oerfered'
ALC4/2013 'PHARMACEUTICALS LTD |ALC4/2014 and Re-indexed |

1 | 12.01.2015 |
39 ,HQ File 'RLA File 'Llc No/Date:0910057602 Defer |
:01/82/050/00897/AM14/ \ 09/24/040/00083/AM14/  18.09.2013 Date:18.02.2015 |

P)eusmn It was dec1ded remlnd tﬁr:n t?fimréiikohﬁl&e techn;:;l:l;calTs, ;s;_er'AT)pend; 2 \
33. The case was deferred for 18.02.2015.

[T ot ) 3 N B
" [Case No.:d6/16/82- ~ [Party Name:SHASUN {ﬁ?et No/Date:15/82- [Status:Deffercd |
rALC412013 PHARMACEUTICALS ALC4/2014 lnnd Re-indexed |
| LIMITED '12 01.2015 1 |
40 [HQ File RLA File " ILicNo/Date:0410149960 [Defer |
i % 01/82/050/00859/AM[4." :04/24/040/00127/AM 14/ |18.09.2013 Date:18.02. 2015 i
1 ‘Deusmn 1 It was decnded to remmd the firm to furnish a copy of Master Batch ‘Formula duly ‘!
{ cemﬁed by Quallty Control Incharge The case was deferred for 18 02.2015. i
" [CaseNo.38/17/82-  [ParyNameMYLAN ‘rﬁeeTNo/Date:ISIS_} ‘Status:Deffered
£ 1_ALC412013 LABORATOR[ES LIMITED |ALC4/2014 ‘and Re-indexed |
|| | 112 01.2015 | 1
| HQFile ~ RLAFile [ - No/Date:0910057914 [Defer F
l‘ \ 01/82/050/00900/AM14! I: 09/24/040/00322/AM14/ 114.10.2013 1Da.te 18.02.2015 | 11
] |Dec1310n . It was decided to call from the firm the followmg g technical details : 1
! l
i | i) Molecular weight of each input and output product. 1
‘\ ) 9, Yield on molar basis along with copy of technical literature in support of yield |
i ] envisaged. ; 1
1 ‘ iii) Past production vis-a-vis actual consumption of inputs duly certified by Central Excise |
i ] Authorities. w
.| The case was deferred for 18.02. 2015 _|
| " [Case No..2217/82- \Party y Name:ATHENA DRUG lMeet No/Date:15/82- lStatus :Deffered |
1 lALCM:Z(H'.” IDELIVERY SOLUTIONS 1ALC4/2014 \nnd Re-indexed ‘l
| 1 PRIVATE LIMITED 12.01.2015 | |
2 |HQ File L il uRLA_m};lle— - [an No/Date: 0310753955 [Defer ‘,
\ 0[/82/050/00884/AMI4." 1 03/94/040/00458/AM14/ [17 10. 2013 Date 18.02. 2_0_15‘
ﬁ);clsnon It was decrded to call from the firm copy of relevant Drug Manufacturlng Licence. |
- [The case was deferred for 18.02.2 2015. B
&_féEseTuT 2133/82- |Party Name:TATVA ~ Meet No/Date:15/82- |Status: :Deffered |
% . iALC412014 CHINTAN PHARMA CHEM |ALC4/’20]4 and Ee‘_lljdexed \

frfet @ mMAL KUMAR
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_[PVTLID 12.01.2015 ; ‘}
|HQ File.' ~ |RLAFile = |Lic.No/Date:3410038266 [Defer |
[01/82/050/00217/AM1S/  |:34/24/040/00184/AM14/  21.10.2013 Date:18.02.2015

|Declsmn It was decided call form the firm followmg information:
L) Details of manufacturing process with chemical equations, molecular formula,
molecular weights
' ii) Yield obtained in each step
iii) Authentic technical literature in support of yield obtained
iv) CA certificate certifying the production of export item achieved by you for the past
three years and corresponding consumption of each input.
The case lS def‘erred for 18. 02 201 5

[ @e No.:6/20/82-ALC4/2013 |Party Name:ZIM ~ [MeetNo/Date:15/82-  |Status:

; ‘LABORATORIES LTD. 'ALC4/2014 approved |
| 12.01.2015 | ,‘
T{Gﬁilé_m e RJZA/Fde ~ [Lic.No/Date:0310754588  Defer Date: |
:01/82/050/00992/AM 14/ :03/95/040/00591/AM 14/ 21 102013

e e diich oI =
'Declsmn In the light of written comments received from Department of Pharmaceuticals vide |
their OM No. 35011/375/2014-PI(Norms) dated 20.01.2015, it was decided to ratify norms under |

44 |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 |
B Qty. |
[ NICARDIPINE 50 MG PELLETS 1kg T Nicardipine Hcl 02196 kg’kg ||

! ,RA may take appropnate actlon as per the dec:s:on of Norms Commlttee

. [CaseNo.:28/4/82-  [Party Meet No/Date:15/82-  [Status:Deffered |
ALC412014 Name:S.R.S.PHARMACEUTICALS \ALC4/2014 and Re-indexed |
| PVT. LTD. 12.01.2015 l |

45 HQ File RLA File :03/95/040/00575/AM14/ |Lic.No/Date:0310754848 Defer

| 01/82/050/00276/AM15/ | 22.10.2013 Date:18.02 2015

| Decnsnon : It was decnded to defer the case for 18.02. 2015 for comments of Department of g

: 'Pharmaceutlcals |

_"3Cas'e No.:46/4/82-  |PartyName:ZIM [i\&é?e{ No/Date:15/82-  Status: |

- ALC4n2014 'LABORATORIES LTD. ALC4/2014 approved

| | 12.01.2015 i
HQ File 'RLA File ~ [Lic.No/Date:0310754827 [Defer Date:

. :01/82/050/00294/AM 15/ ! 1:03/95/040/00595/AM 14/ ‘22 10.2013

|
|
|
|
|

46 Declsmn In the Ilght of wntten comments recewed from Department of Pharmaceutncals vudéi
| their OM No. 35011/375/2014-PI(Norms) dated 20.01.2015, it was decided to ratify norms under
i
|

'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




| b

NICARDIPTNE 50 MG PELLETS 1kg 1.

Nicardipine Hcl 02196 kgkg | |

RA may take appropriate actlon as per the deusuon of Norms Committee.

i Case No.:1/3/82-ALC4/2014 [Party Name:EYTAN L LABS  |Meet No/Date:15/82-  |Status:Deffered

|| LIMITED ALC4/2014 W‘and Re-indexed
L ‘_ 12.01.2015

. [HQFile IRLA File " [Lic.No/Date:0910057999 Defer |
\ 01/82/050/00005/AM1S/  :09/24/040/00354/AM14/ 24102013 Date:18.02.2014

147 Declsmn Committee considered the case and it has been observed that both 1mport and export
‘ altems are same. As per the details given by the firm, purity of import item is Not Less Than 99. 0%\

(w/w) and that of export item is NLT 97.5% and NMT102.0% (w/w). It was decided to take
| icomments of DCGI.

L 1Defer Date :18.02.2015

= — R

1Case No.:37/4/82- lParty Name:EMCURE [Meet No/Date:15/82- |Status:
| |ALC412014 IPHARMACEUTICALS LTD. ALC4/2014 approved
|| | 112.01.2015 !

HQ File RLA File "~ [Lic.No/Date:3110061152 [Defer Date:

:01/82/050/00285/AM15/ I: 31/83/040/00141/AMI4." 25.11.2013 |

]Declsmn In the light of written comments : received from Department of Pharmaceutlcals vide
{their OM No. 35011/369/2014-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:

|
|
|

|
|48 \ For Export of 1No. vial.
A - :

] Export Item S. No. [Import Item 2ml vial 4ml vial

|

| |

| Amikacin Sulfate 1. |Amikacin Sulfate 734.459mg 1.469 gm

Injection USP

E ‘n : 2. |Serum Stopper |
} ! Relevant, As per packing policy. ||
| il .
i 3. [|Flip-off Seals .
‘ |

RA may take appropnate action as per the decusnon of Norms Commlttee J
[l @se No.:66/3/82- ‘Party Name:GLAND | Meet No/Date:15/82- 1Status Deffered
. |ALC4/2014 'PHARMA LIMITED ALC4/2014 and Re-indexed |
- ! 12.01.2015 1 ;
49 HQFile — RLAFile  LicNo/Date:0910058454 [Defer |
1 01/82/050/00070/AM15/ I: 09/24/040/00422/AM14/ |04.12.2013 |Date:18.02.2015 I

sinalblirsipi o MU | ot it o e e

l 'Decision : It was decided to defer the case for 18.02.2015 for comments of Department of [

Pharmaceuticals. ]
" [Case No:116723/82-  |Party Name:ALCHEM Meet No/Date:15/82-  Status:Deffered |
50 ALC4/2013 [INTERNATIONAL LTD. |ALC4/2014 and Re—mdexed
|| ‘, 12012015
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‘HQ File " [RLA File Lic.No/Date:0510372635 |Defer
:01/82/050/01163/AM14/  :05/23/040/00341/AM 14/ 05.12.2013 Date:18.02.2015

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

1) Actual content of Digoxin in imported digitalis Lanata Leaves supported by COA from |
foreign supplier

i |

|

i ii) Assay of Export Product ;
\

iii) Past production vis-a-vis Actual consumption of leaves for the last 3years duly certlﬁed
by Central Excise Authorities.
The case was deferred for 18.02.2015. :‘

i- Case No.:8/18/82- \Parly Name:TITAN ‘[Meet No/Date:15/82- Status: |
{ |ALC4/2013 wLABORATORIES PVT.LTD. |ALC4/2014 Approved i
i | 12.01.2015
|HQ File RLA File Lic.No/Date:0310761921 'Defer Date:
E 01/82/050/00943/AM14/ ' 03/95/040/00637/AMI4/ [16. 12 2013 ‘ ‘
Decmon Commlttee con5|dered the case as per agenda and in Ilght of wrltten comments |
received from Department of Pharmaceuticals vide their OM No. 35011/170/2014-PI(Norms)
| dated October 2014 and in consultation with technical authority present in meeting, decided to
! ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:- |
Export product | Exp. | SI.No. | Import items Qty. Allowed
Pl Qty. Kg/kg
' | ORLISTAT 1
F 2 STARLAC (Compound of Maize | Does not match with
Starch USP/NF,EP and Lactose control of Materials
Monohydrate USP/NF,EP) furnished by firm
; 3
| POLYVINYL PYROLIDONE
B K-30 (PVPK-30) 0.05 ‘
J
RA concerned may take further necessary action as per above decision of NC.

—

| (Case No.:181/3/82- [Party Name:AKZO NOBEL  |Meet No/Date:15/82- _Status:Deffered |
| ALC4/2014 INDIA LIMITED ALC4/2014 and Re-indexed
|| ! 12.01.2015 . |
52 HQ File RLA File ' " ILic.No/Date:0210198392 |Defer ’
:01/82/050/001 8S/AMIS/  |:02/24/040/00053/AM14/ |02 01.2014 Datel8.02.2015 |

Decision : It was decided to defer the case for -] 8.02.2015 for comments of Department of
Phannaceutlcals |

Case N6724/8/82- ' iParty Name:GLOBAL |Meet No/Date:15/82- Status: Deffered |
ALC4/2014 CALCIUM PRIVATE |ALC4/2014 'and Re-indexed
33| LIMITED, 12.01.2015 |

- —— — — — — I ———— a— -
HQ File RLA File Lic.No/Date:0710101055 |Defer A\ |

LS e S8 ; ] \
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:01/82/050/00688/AM15/  :07/24/040/00323/AM14/ (02012014 Date18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" |CaseNo.:89/3/82- iParty Name:ASTRIX ~ |MeetNo/Date:15/82-  [Status:Deffered
ALC4/2014 LABORATORIES LTD.,  ALC4/2014 and Re-indexed
12.01.2015 I

HQ File ’ ' (RLA File | ~ |Lic.No/Date:0910058826 ]Defer
:01/82/050/00093/AM15/  |:09/24/040/00496/AM14/ 06012014 Date:18.02.2015

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

« Complete technical details as per Appendix -33 showing complete and balance chemical
reactions, % Yield etc.

« Requirement and recovery of solvent at each stage.

« Technical Justification for requirement of each input.

|« Past Production vis-a-vis Actual consumption of inputs duly certified by Central Excise
Authorities.

'The case was deferred for 18.02.2015.
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| [Case No.:192/3/82- Party Name:VIVIMED LABS |Meet No/Date:15/82- Status:Deffered
ALC4/2014 LIMITED 'ALC4/2014 land Re-indexed

| 12.01.2015 |
55 [HQ File RLA File  [Lic.No/Date:0910058896 | Defer ]
:01/82/050/00196/AM15/  :09/24/040/00513/AM14/  [10.01.2014 Date:18.02.2015

ﬁ)eclsmn It was decided to send a copy of apphcatlon to Department of Pharmaceuticals for
their comments. The case is deferred for 18.02.2015.

| |Case No.:204/3/82- " [Party Name:VIVIMED LABS Meet No/Date:15/82- Status:Deffered
. ALC42014 'LIMITED ALC4/2014 and Re-indexed |
n ‘; 12.01.2015 | %
— — - — R — €
56 'HQ File RLA File ELlc No/Date:0910058895 IDefer ;
i :01/82/050/00208/AM15/ :09/24/040/00514/AM 14/ }10.01.2014 ‘Date 18.02.2015 j
' Decision : It was decided to send a copy of application to Department of Pharmaceuticals for |
1 . P p
their comments. The case is deferred for 18.02.2015. Jl

\rDecISlon It was decided to defer the case for 18.02.2015 for comments of Department of
'Pharmaceuticals.

" ICaseNo.:208/3/82- |Party Name:OGENE " [Meet No/Date:15/82-  [Status:Deffered ]
| ALC42014 SYSTEMS INDIA PVT. LTD. |ALC4/2014 1and Re-indexed |
B ; 12012015 |
57 HQ File RLA File Lic.No/Date:0910059017 P)efer |
" :01/82/050/00212/AM15/  :09/24/040/00515/AM14/ 22.01.2014 Date:18.022015
1 -

|

|

E
|
|
|

“CaseNo.87/3/82-  |Party Name:VIVIMED LABS  Meet No/Date:15/82- |Status:Deffered
ALC4/2014 LIMITED 'ALC4/2014 and Re-indexed
; | 12.01.2015

S8fuqFle  |RLAFle [Lic. No/Date:0910059155 lDefer ' |
:01/82/050/00091/AM1S/ |:09/24/040/00544/AM14/ 04022014 Date:18.02.2015
\Declsmn It was s decided to defer the case for 18. 02 20]5 for comments of DepartmeRt of C&PC
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CaseNo.:117/3/82-  [Party Name:VIVIMED LABS |Meet No/Date:15/82-  Status:Deffered
'ALC4/2014 LIMITED /ALC4/2014 and Re-indexed |
| | | 12.01.2015 |
59 THQ File ~[RLAFile "~ |Lic.No/Date:0910059156 Defer |
:01/82/050/00121/AM1S/  :09/24/040/00543/AM 14/ 104.02.2014 Date:18.02.2015 |

‘ iDecision : It was decided to defer the case for 18.02.2015 for comments of Depar;ment 0fC&PC|

Case No.:54/3/82- [Party Name:ASTRIX ~ Meet No/Date:15/82-  |Status:Deffered |
ALC4/2014 LABORATORIESLTD., ALC4/2014 and Re-indexed |
| | 12012015 | [
HQ File RLA File ~ [Lic.No/Date:0910059230 Defer |
:01/82/050/00058/AM15/  |:09/24/040/00552/AM14/ 10022014 Date:18.02.2015 |

! rDecision : In the light of written comments received from Department of Pharmaceuticals vide ,
| Itheir OM No. 35011/33 1/2014-PI(Norms) dated 01.12.2014, it was decided to call from the firm '
60 |following information/ technical details: |
* Complete technical details as per Appendix -33 showing complete and balance chemical
reactions, % Yield etc.

i- Requirement and recovery of solvent at each stage.

' Technical Justification for requirement of each input. ;
* Past Production vis-a-vis Actual consumption of inputs duly certified by Central Excise
iAuthorities. |
| |The case was deferred for 18.02.2015. }

| [CaseNo.:64/3/82-  |Party Name:ARENELIFE  |Meet No/Date:15/82-  [Status:Deffered ;
'ALC4/2014 'SCIENCES LIMITED. ALC4/2014 and Re-indexed |
; ; 112.01.2015 l

61/HQFile ~ RLAFile  [LicNo/Date:0910059247 Defer

\
| |
|:01/82/050/00068/AM 15/ :09/24/040/00554/AM 14/ 11.02.2014 ’Date: 18.02.2015 j

|
| ¥ = kol - .
' Decision : It was decided remind the firm to furnish complete technical details as per Appendix |

| [33. The case was deferred for 18.02.2015. i

— ——

| [CaseNo.:61/3/82-  |Party Name:INCHEM Meet No/Date:15/82-  |Status:Deffered |
' ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed |
| | 'LIMITED 12.01.2015 ! |
? ]HQ File RLA File . 4Lic.ﬁ5/65e:(ﬁ<5059253"|3efer ;
62 1:01/82/050/00065/AM15/ :09/24/040/00568/AM 14/ 12.02.2014 EDme:ls.oz.zolsi

" Decision : It was decided to call from the firm the complete technical details as per Appendix 33 |
| |and (ii) past production vis-avis actual consumption of inputs duly certified by Central Excise |
| |Authority. The case was deferred for 18.02.2015.

 [Case No.:48/3/82-ALC4/2014 [Party Name:VIVIMED LABS _Meet No/Date-15/82.

[ rStatus: \

|| LIMITED ALC4/2014 Approved

| - | 112.01.2015 ' i
HQ File RLA File |Lic.No/Date:0910059263 | Defer Date: |

53 01/82/050/00052/AM 15/ :09/24/040/00582/AM 14/ 12.02.2014 |

|
l ’Decision : In the light of written comments received from Department of Pharmaceuticals vide their OM |
‘ |No. 35011/379/2014-PI(Norms) dated 22.01 2015, it was decided to ratify the norms under Para 4.7 of HBP
‘ 1 as per details given below or as applied by the firm, whichever is less:

|
. [LExport Product [ Export  ['S.No. [ Import Item [ Qty. Allowed
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| Qantiy ik e |
Line 1 (R)-3-(3- 1 kg L. 3.4-Difluoronitrobenzene 1.00 '
i Fluoro-4 3 - \
| m orpholinophenyl) . Sodium Carbonate 0.80 ’
i 5-(Hyd§'03iymethyl) 3: Ammonium Chloride
} Oxazolidin-2-One Solution 1.324 ‘
4. Sodium Bi-carbonate 0.90 ‘
5. Lithium Tert-Butoxide 1.0298 i
1 6. Dimethyl Formamide 0.85 ‘
| | 7. Tetra Hydro Furan 1.70 l
[ |
| 8| Methanol 0.785 |
‘ | 9. n-Hexane 5.74
| ‘ 10. R-Glycidyl butyrate 0.964
|

t |RA may take appropnate actlon as per the dec151on of Norms Committee.

i —— 1

—

~ [Case No.:73/3/82- [Party Name:ARENE LIFE " Meet No/Date:15/82- |Status :Deffered
. ALC412014 ‘SCIENCES LIMITED. |ALC4."20]4 and Re-indexed |
| | 112.01.2015 1 |
‘564 'HQ File [RLA File i th ‘No/Date:0910059285 [Defer
:01/82/050/00077/AM15/ : :09/24/040/00536/AM 14/ 14.02. 2014 Date:18.02.2015
Decision : It was decided to defer the case for 18. 02.2015 for comments s of I Department of ,
! Pharmaceutlcals 1
| " |Case No. .:131/3/82- ) Em)—(_ T;l_amezA_g'fRIX _7iMeet No/Date:15/82-  Istatus: is:Deffered
| |ALC472014 LABORATORIES LTD., |ALC4/2014 'and Re-indexed
| -; 12.01.2015
6sHQFile  |[RLAFile T [LicNo/Date:0910059289 E)efer g
3 :01/82/050/00135/AMI5/ :09/24/040/00576/AM14/ 14.02.2014 Date:18.02.2015 | |
! Decision : It was decided to defer the case for 18.02. 2015 for comments of Department of \
| |Pharmaceuticals. |
r Case No.64/6/82- |Party Name:FDC LTD “Meet No/Date:15/82-  |Status:Deffered |
| |ALC4/2014 ‘ ALC4/2014 \and Re-indexed |
| 12.01.2015 |
66[HQFile ~ RLAFle LicNo/Date:0310770862 ‘Defer "
:01/82/050/00466/AM15/ :03/94/040/00707/AM 14/ 118.02.2014 Date:18.02.2015 |
! Decision : It was decided to defer the case for 18.02.2015 for comments of Department of ‘
| |Pharmaceuticals. |
" [Case No.86/3/82- |Party Name:AKZO NOBEL |Meet No/Date:15/82-  [Status: Deffered |
' |ALC4/2014 INDIA LIMITED 'ALC4/2014 iand Re-indexed ‘
167 | l 112.01.2015
. HQFle  [RLA Fle  |LicNo/Date:0210200380 Defer ‘
- :01/82/050/00090/AM1S/ :02/24/040/00197/AM14/ 21 022014 D}E‘,_ 18.02.2015 |
ot T/ N IRMAY HUMAR
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i iDecnsmn It was decnded to defer the case for 18. 02. 201 5 for comments of Department of
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\Pharmaceuticals.

~ |Case No.:105/3/82- Party Name: THINQ * Meet No/Date:15/82-  [Status:Deffered
ALC4/2014 PPHARMA-CRO LIMITED | ALC4/2014 and Re-indexed
! , 12.01.2015 -

HQ File ' RLA File " [Lic.No/Date:0310771596 |Defer
01/82/050/00109/AM1S/  |:03/95/040/00842/AM14/ 2

4.02.2014 \Date18022015i

Decision : It was decuded to call from the firm the complete techmcal detalls as per Appendix
33 The case was deferred for 18. 02 2015

Case No.:161/3/82-  |Party Name:UNIMAX Meet No/Date:15/82- Status:Deffered |
ALC4/2014 CHEMICALSPVTLTD.  ALC4/2014 and Re-indexed
| 112.01.2015 |
e e e e  — — — — — |
HQ File |RLA File LLic.No/Date:03 10771527 Defer
:01/82/050/00165/AM15/  |:03/95/040/00889/AM14/  24.02.2014 Date:18.02. 2015

Det:lsmn In the Ilght of written comments received from Department of Pharmaceutlcals vide
their OM No. 35011/315/2014-PI(Norms) dated 01.12.2014, it was decided to call from the firm
the following technical details:

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

ii) A similar COA of the Export Product vis-avis the specifications laid down in USP -36
uu) Justification / Reasons for Reprocessing. F
The e case was deferred for 18.02.2015. ‘

~ [Case N0.:233/3/82-ALC4/2014 Party Name:CADILA  |Meet No/Date:15/82- Status: |
| HEALTHCARE LTD., /ALC4/2014 Approved

, | 12.01.2015 |

HQ File ~ [RLAFile ~ |Lic.No/Date:0810129185 "Diefer- Date:

0|/82/050/00237/AM15/ 08/24/'040/00526/AM14/ 125.02. 2014

Declsmn In the llght of written comments recelved from Department of Phannaceutlcals vide thelr oM
No. 35011/358/2014-PI(Norms) dated 22.01.2015, it was decided to ratify the norms under Para 4.7 of HBP |
lvl as per details given below or as applied by the firm, whichever is less: f

Exgort Product: Buspirone Hydrochloride Tablets USP Smg, 10mg 15mg and 30mg

' | S.No. Import Item Norms proposed for 1 No. Tablets i
[ Smg 10mg 15mg 30mg |
g tablet | tablet | tablet | tablet
| 1. | Buspirone Hydrochloride 5.1 10.2 15.30 30.6 |
' 2. | Lactose Monohydrate 48.833 | 97.667 146.50 293.0 f
|| 3. | Microcrystalline Cellulose | 16.667 33.33 50.0 100.00
(Avicel PH 102)

4. | Sodium Starch Glycolate 3.0 6.0 9.0 18.00

5. | Colloidal Silicon Dioxide 0.750 1.50 225 4.50

6. | Magnesium Stearate 0.750 1.50 225 4.50

7to | Packing Materials Relevant, As per packing policy.
15

,1:‘ {‘:gde

[rade



N

71

PR =

RA may take appropriate action as ]_)er the decision of Norms Committee.

Case No.:5/3/82-ALC4/2014 |Party Name:INDO PHYTO  |Meet No/Date:15/82-  Status:

| \CHEMICALS PVT LTD ALC4/2014 !Approved
| 12.01.2015
HQ File RLA File TL.c No/Date:0510380433 D 33 [Defer Date:

:01/82/050/00009/AM15/ 1 05/23/040/00494/AM 14/ 27.02.2014 |

Decision : Committee consndered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/333/2014-PI(Norms)
dated 22.01.2015 and in consultation with technical authority present in meeting, decided to

ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

Export product Exp. | SI.No. | Import items Qty. Allowed
| Qty. Ka/kg
1 :
Sitolact 1.40
19-Norandrostenedione 1kg ik
| 99% Intermediate “ 5-Chloro-2-
Pentanone 1.30
3 Tetrahydrofuran 3.50 lit’kg |
| 4 | Pyndine 0.62 likg |

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

i——’ase No.:118/6/82- ‘Party Name:SPECTRUM LIFE !ITAeet No/Date:15/82- lStatus:Deffered
| |ALC4/2014 .SC[ENCES PRIVATE |ALC4/2014 and Re-indexed
i ‘ ELIMITED 112.01.2015
72 HQFile  |RLAFile "~ [Lic.No/Date:0410155675 Defer

‘ 01/82/050/00520/AM15/ |:04/24/040f00214/AM14/ ‘27 02.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. }

[ EEAND.:SﬁSE’éZ-—- LS LPany Name:BAYER 7 i I\?[e?t ﬂ"o'/_[)ﬂaté?ﬁl—“# ‘Status:Deffered 1

ALC4/2014 |CROPSCIENCE LIMITED ALC4/2014 hand Re-indexed i

12.01.2015 | |

73 [HQ File 'RLA File Lic.No/Date:0310772503 | Defer |

\ :01/82/050/00460/AM 15/ | :03/94/040/00797/AM 14/ }28 02.2014 |Date 18.02.2015 | |
Decision : It was decided to defer the case for 18.02. 201 5 for comments of Department of

Pharmaceuticals. J

| [CaseNo:1063/82-  [Party NamePERFECT ~ Meet No/Date:15/82-  Status:Deffered
| ALC412014 VITAMINS PVT.LTD. ALC4/2014 and Re-indexed 1
74| '\ |12.01.2015 . |
e - e — —— — |
| |HQFile RLA File Lic.No/Date:0310772411 |Defer L
- 01/82/050/00110/AM15/  |:03/95/040/00960/AM14/ 28.022014 |

|Date 18. 02.2015 |
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4 ‘Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
.Pharmaceutlcals

l
|
|

| |CaseNo.:184/3/82-  |Party Name:ARUDAA VIS |Meet No/Date:15/82-  [Status: |
. |ALC4/2014 ILABS PRIVATE LIMITED ~ |ALC4/2014 'Approved ;
B i 112.01.2015 i |

:iI—Q File o rﬁLA File - Lic.No/Date:0410155776 | Defer Date: '

:01/82/050/00188/AM15/  |: 04/24/040/00266/AM14/ 03.03.2014 t

‘Declsmn Commrttee con5|dered the case as per agenda and in light of written comments
[rece:ved from Department of Pharmaceuticals vide their OM No. 35011/382/2014—P|(Norms)?
dated 22.01.2015 and in consultation with technical authority present in meeting, decided to
lratlfy norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
\Iower -

‘Exgort Item: Di Methoxy Trityl Thymidine White Powder, 99% pure (4 Export Item).

| ty. allowed
175 | S. No. Export Product Qty. | Import Item : .
1. Di Methoxy Trityl Thymidine kg Thymidine 0.483 |
: kg |
Di Methoxy Trityl Benzoyl Deoxy g
2. |Cytidine Deoxycytidine 0.553 [
| ] kg r

Di Methoxy Trityl Benzoyl Deoxy
3.  |Adenosine Deoxyadenosine 0.632

Di Methoxy Trityl Isobutyryl
4. [Deoxy Guanosine kg Deoxyguanosine 0.688 \

|

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

| [CaseNo.:119/6/82- [Party Name:EMCURE ~ [Meet No/Date:15/82-  [Status:Deffered | |
| |ALC4/2014 |PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed |
1 , 12.01.2015 . |
76 [HQ File = TRLX File ~|Lic.No/Date:3110063002 (Defer
J ‘01/82/050/00521/AM1S/  |:31/83/040/00235/AM 14/ 10.03.2014 Date:18.02.2015 | '
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of i
Pharmaceutlcals J
| [CaseNo.33/10/82-  [Party Name:SMILAX ~ [MeetNo/Date:15/82- [Status:Deffered |
| ALC42014 LABORATORIES LIMITED | ALC4/2014 and Re-indexed |
. 12.01.2015 | |
\77 JHQ File [RLA File |L|c No/Date:0910059557 |Defer
:01/82/050/00947/AM15/  :09/24/040/00617/AM 14/ 13.03.2014 Date:18.02. 2015 |

} [l_)eusnon It was decided to defer the case for 18§ 18.02.2015 5 for comments of Department of
[ \Phan‘naceutlcals
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Case No.:57/3/82- Party Name:JUBILANT LIFE : ‘Meet No/Date:15/82- 'Status:Deffered
ALC4/2014 SCIENCES LIMITED 'ALC4/2014 and Re-indexed
| 12.01.2015 '
\:78 HQ File 'RLA File Lic.No/Date:0510382053 |Defer
| [01/821050/00061/AM1S/ :05/23/040/00506/AM14/  |18.03.2014 Date:18.02.2015

| Eecision . It was decided to defer the case for 18.02.2015 for comments of Department of C&PC.

" |Case No.:180/6/82- Party Name:BEST VALUE | Meet No/Date:15/82- " [Status: Deffered |
ALC4/2014 (CHEM PVT. LTD. |ALC4/2014 and Re-indexed
; i 12.01.2015 a

79 [HQ File RLA File |Lic No/Date:3410039601 [Defer
:01/82/050/00582/AM15/  :34/24/040/00298/AM14/ 19.03.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

C&PC.

[ [case No.:55/10/82- " [Party Name:SATYA " [Meet No/Date:15/82- |Status:Deffered |
ALC4/2014 DEEPTHA lALC4/2014 \and Re-indexed
PHARMACEUTICALS LTD [12.01.2015 |
80 'HQ File ~ [RLAFile Lic.No/Date:0910059590 |Defer
:01/82/050/00969/AM15/ '}:09/24/040/00645/AM14/ |19,03.20| ) lDate: 18.02.2015
| — e — ——
‘Decision . It was decided to defer the case for 18.02.2015 for comments of Department of
. |Pharmaceuticals. e o
| |Case No.:48/15/82- ~ |Party Name:SATYA Meet No/Date:15/82- We?f&ei |
ALC4/2014 |DEEPTHA :ALC4/2014 and Re-indexed
‘ lPHARMACEUTICALS LTD [12.01.2015 l
81 [HQ File ~ [RLAFile "~ [Lic.No/Date:0910059591 Defer
lt :01/82/050/01 335/AMI1S/ I:O9/24/040/00644."AM14/ 119.03.2014 Date:18.02.2015
|l ek ‘
' %Decmon . It was decided to defer the case for 18.02.2015 for comments of Department of l
1 'Pharmaceuticals.
i__ Case No.:13/10/82- ]ﬁt& Name:BRUNDAVAN  |Meet No/Date: 15/82- @ng)effefgl
| |ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
LTD., 12.01.2015
82 |HQ File 'RLA File Lic.No/Date:0910059593 |Defer 1
:01/82/050/00927/AM15/ ,:09/24/040/00641/AM14/ l20‘03.2014 ]Date:18.02.2015 |
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of l
. |Pharmaceuticals. 5
e — e e ————
" [Case No.:123/3/82- " IParty Name:JUBILANT LIFE | Meet No/Date:15/82- 'Status:Deffered
ALC4/2014 SCIENCES LIMITED lALC4/2014 @and Re-indexed
12.01.2015 ]
HQ File - RLA File ' F&Nomate:os 10382292 Defer
83 1.01/82/050/00127/AM15/ l:OSf23/040/00508/AMI4/ 20.03.2014 1Date:18.02.2015\
m: It was decided to call from the firm copy of Drug Manufacturing Licence alongwith ‘
list of approved items), and copy of Master Batch Formula duly authenticated by Quality Control |

Incharge. The case was deferred for 18.02.2015.
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' |Case No.:81/5/82- 7#|'i’arty Name:KOPRAN f]\—/!eet No/Date:15/82- ‘Status:Deffered
!ALC4/2014 LIMITED ;}ALC4/2OI4 ‘and Re-indexed

| ; 12.01.2015 i

84 [HQ File RLAFile ~ [Lic.No/Date:0310775960 [Defer
|:01/82/050/00398/AM 15/ |:03/94/040/01160/AM14/ 126.03.2014 Date:18.02.2015
=[Decision : It was decided to defer the case for 18.02.2015 for comments of Department of .
Pharmaceuticals.

" [Case No.:82/5/82-ALC4/2014 [Party Name:KOPRAN  |Meet No/Date:15/82-  Status: Deffered |

LIMITED ALC4/2014 and Re-indexed
| 12.01.2015

85 [HQ File RLA File Lic.No/Date:0310775954 Defer
:01/82/050/00399/AM 15/ 1:03/94/040/01152/AM 14/ 126.03.2014 |Date:18.02.2015

. |Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. |

| |case No.:57/10/82- Party Name:AUROBINDO  [Meet No/Date:15/82-  Status:Deffered
ALC4/2014 PHARMA LIMITED iALC4/2014 and Re-indexed

12.01.2015

86 [HQ File ~ |RLAFile ~ [Lic.No/Date:0910059640 Defer
:01/82/050/00971/AM15/ 1:09/24/040/00628/AM 14/ 27.03.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

~ Case No.:51/5/82- 'Pany—N_é—mLe:J INDAL DRUGS |Meet No/Date: 15/82- Status:Deffered
ALC4/2014 LIMITED ALC4/2014 ‘and Re-indexed |
, | 112.01.2015 ,3

87 [HQ File ;iLA File * LLic.No/Date:0310776087 [Defer 1
:01/82/050/00368/AM15/ 1:03/94/040/01098/AM 14/ ;!27.03.2014 [Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

~ |case No.:48/5/82- rli’arty Name:KOPRAN 1 iMeet No/Date:15/82- Status:Deffered |
ALC4/2014 LIMITED ALC4/2014 and Re-indexed

; 12.01.2015

88 [HQ File RLA File Lic.No/Date:0310776170 |Defer R
:01/82/050/00365/AM 15/ 1:03/94/040/01168/AM 14/ 27.03.2014 Date:18.02.2015 |
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

| [Case No.:110/6/82- |Party Name:NEULAND Meet No/Date:15/82- Status:Deffered
ALC4/2014 |LABORATORIES LTD ALC4/2014 and Re-indexed

, 12.01.2015 ;

89 [HQ File RLAFile ~ [LicNo/Date:0910059642 Defer
:01/82/050/00512/AM15/ 1:09/24/040/00606/AM 14/ [27.03.2014 }Date: 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of X
Pharmaceuticals. '
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 |Case No.:40/10/82-ALC4/2014 Party Name: COVALENT ~ [Meet No/Date:15/82- |Status:
ILABORATORIES PRIVATE | ALC4/2014 Approved
LIMITED 12.01.2015 ;
' HQFile RLA File ~ [LicNo/Date:0910059680 IDefer Date: |
:01/82/050/00954/AM15/ :09/24/040/00661/AM 14/ |2s 03.2014 ‘

I
l e e

iDeclsmn Committee consudered the case as per agenda and in Ilght of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/360/2014-PI(Norms)
dated 22.01.2015 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is

lower:- *‘
! Export product Exp. SI.No. | Importitems Qty. allowed
Qty. kg/kg
90 ! Cetisine e ¥ 7-Phenylacetamideo-3- 1.50
: Chloromethyl

Cephalosporonic Acid Para
Methoxybenzyl Ester (GCLE)

| = Triphenyl Phosphine 0.82
3. Activated Carbon 0.05
4. Dimethyl Formamide 2.80
5. Methylene Chloride 10.00
6. Mica Ester 0.82

/

RA may take approprlate action as per the decision of Norms Commmee

" [Case No.:112/6/82- "~ [Party Name:DIVIS Meet No/Date:15/82- |Status:Deffered

| ALC42014 LABORATORIESLTD.,  ALC472014 and Re-indexed

| ; 12.01.2015 |

91[HQFile ~  [RLAFile ~ [Lic.No/Date:0910059678 Defer %
01/82/050/00514/AMIS/  |:09/24/040/00658/AM14/  [28.03.2014 Date:18.022015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of L
| |Pharmaceuticals. |

’;2_ FCase No.:44/5/82- ﬁny Name:KOPRAN  [Meet No/Date: 15/82- Status:Deffered an(ﬂ
7 ; 1 Re-indexed ‘




£

" |ALC42014 ~ILIMITED ALC472014 |and Re-indexed
| , 12.01.2015 |
HQ File RLA File Lic.No/Date:0310776372 |Defer
:01/82/050/0036 1/AM15/ :03/94/040/01157/AM 14/ 28. 03.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. 7

| |case No.:47/5/82- [Party Name:KOPRAN Meet No/Date: 15/82- Status:Deffered
ALC4/2014 ’LIMITED ALC4/2014 and Re-indexed

12.01.2015

93 [HQ File RLAFile  [Lic.No/Date:0310776351 |Defer

\'01/82/050/00364/AMI s/ 03/94/040/01169/AM 14/ 28.03.2014 ’Date 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

i —_— — - S — —-]

[ ] Case No.:8/10/82- ] Party Name:SATYADEVA "ﬁ;ét_ﬁ/bate:ISIBZ- Status:Deffered !
ALC4/2014 PHARMACEUTICALS /P/ ALC4/2014 and Re-indexed |

LTD., {12.01.2015 |

94 [HQ File  [RLAFile Lic.No/Date:0910059684 |[Defer
‘01/82/050/00922/AM15/ :09/24/040/00651/AM 14/ [01.04.2014 Date:18.02. 2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceutlcals E

— o - — e — ~ - — J

. ~ |Case No.:52/6/82- |Party Name:UPL LTD. Meet No/Date:15/82- Status:Deffered

| LALC4/2014 ‘f ALC4/2014 land Re-indexed

’ | 112.01.2015 | |

% HQ File ~ RLAFile * [Lic.No/Date:03107763594 [Defer 1
:01/82/050/00454/AM 15/ | 03/95/040/01043/AM 14/ 01.04.2014 Date:18.02.2015 [

[Declsmn It was declded to defer the case for 18 02 20] 5 for comments of Department of C&PC

— p——

CaseNo.:73/5/82-  |Party Name:ARTHANTANAM |Meet No/Date:15/82- Status:Deffered |
ALC4/2014 LIFECARE PVT. LTD. |ALC4/2014 and Re-indexed |
12.01.2015
96 HQ File RLA File [Lic.No/Date:0310776770 |Defer
[01/82/050/00390/AM1S/  |:03/94/040/01189/AM14/  (02.04.2014 Date:18.02.2015

Decmon It was decided to defer the case for 18.02 02. 2015 for comments of Departmem of
[Pharmaceuticals.

Case-No.:47110/82- ' Party Name:MYLAN [ Meet et No/Date: 15/82-  [Status: Deffered
ALC4/2014 lLABORATORIES LIMITED ALC4/2014 and Re-indexed
| 12012015 I
97 HQ File T RLAFE  Lic.No/Date:0910059694 Defer
01/82/050/00961/AM15/ [: 09/24/040/00638/AM|4/ !02 04. 2014 iDate 18.02. 2015 ‘
Decision : It was decided to defer th the case for 18.02. 2015 for comments of D Department of |
Biotechnology. |

og [Case No.:4/10/82- [Party Name:BIOLOGICAL E ~ Meet No/Date:15/82-  Status:Deffered |
ALC4/2014 ~ ILTD ALC4/2014 and Re-indexed |

ST i1, - ] :
Udyog Bhawan, New Delhi
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: 1 i12 01.2015 1
HQ File RLA File Lic.No/Date:0910059706 Defer
:01/82/050/00918/AM 15/ :09/24/040/00670/AM 14/ 103 04.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Biotechnology.

Case No.:15/10/82- “[Party Name:BIOLOGICAL E | Meet No/Date:15/82- [Status:Deffered |

ALC4/2014 ‘LTD ALC4/2014 wand Re-indexed ’

i : 12.01.2015 |

99 |HQ File 'RLA File h,lc No/Date:0910059705 |13efer e = \
]:01/32/050/00929/AM15/ 1:09/24/040/00671/AM 14/ 03.04.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of l

'Pharmaceuticals. \

f‘Case No.:22/10/82-  Party Name:OGENE " Meet No/Date:15/82- _|Status:Deffered |
ALC4I20]4 SYSTEMS INDIA PVT. LTD. ALC4/2014 'and Re-indexed

; ‘12 01.2015 ‘

100 HQ File RLA File Lic.No/Date:0910059697 Defer . t

.01/82/050/00936/AM15/ :09/24/040/00669/AM 14/ \03 04.2014 Date:18.02.2015 \

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of ]
Pharmaceuticals. J

(Case No.:67/5/82-ALC4/2014 Party Name:FDCLTD  Meet No/Date:15/82- Status:Deffered
* |ALC4/2014 and Re-indexed
| 12.01.2015 \
101 [HQ File ~ [RLAFile Fc No/Date:0310777658 ‘Defer
| |:01/82/050/00384/AM15/ 03/94/040/0000/AMIS/ 09.04.2014 Date:18.02.2015
' |Decision : It was decided to defer the case for 18. 022015 for comments of Department of
‘Pharmaceutlcals. |
| [Case No.:72/5/82-ALC4/2014 Party Name:GLOBE " [Meet No/Date:15/82- _|Status:Deffered|
- TROTTERS PVT LTD ALC4/2014 and Re-indexed
= 112.01.2015 i
1102 HQ File g “IRLA File Lic.No/Date:0310777795 Defer

|
|

:01/82/050/00389/AM 15/ \ 03/94/040/01100/AM 14/ [09 04.2014 Date:18.02.2015

‘Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

—

| [Case No.:23/6/82-ALC4/2014 Party Name:KUDOS Meet No/Date:15/82- ‘Status:Deffered
(CHEMIE LTD., |ALC4/2014 land Re-lndexsd
1 12.01.2015 1
103[HQFile  [RLAFile Lic.No/Date:2210014788 |Defer
:01/82/050/00425/AMIS/  [22/24/040/00098/AM 14/ [09.04.2014 IDate 18.022015

Decision : : It was s decided to defér the case for 18.02.201 5 for. comments of 1 Department of
Pharmaceuticals.

Meet No/Date:15/82- Status:Deffered

. [Case No.:24/6/82- 2-ALC4/2014 'Pany Name:KUDOS
ALC4/2014 Al nd Re-indexed

CHEMIE LTD.,




[T ' o201 [

. [HQFile ~ |RLAFile ™ ~ |Lic.No/Date:2210014788 [Defer
:01/82/050/00425/AM 15/ |:22/24/040/00098/AM 14/ [09.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. i -

| [Case No.:24/6/82-ALC4/2014 [Party Name:KUDOS --"wirﬁe;_ﬁomate: 15/82-  [Status:Deffered

|CHEMIE LTD., |ALC4/2014 land Re-indexed
I | 12.01.2015 ‘

104 |HQ File . RLA File ~ [Lic.No/Date:2210014787 Defer
:01/82/050/00426/AM15/ :22/24/040/00107/AM 14/ 09.04.2014 [Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of l
Pharmaceuticals. ’

" [case No.:1/2/82-ALC4/2014 iParty Name:CADILA Meet No/Date:15/82- Status:Deffered

[HEALTHCARE LTD., ALC4/2014 and Re-indexed
112.01.2015

105 [HQ File i RLA File ~ [Lic.No/Date:0810130534 [Defer
:01/82/050/00003/AM15/ |:08/24/040/00008/AM 15/ 11.04.2014 Date:18.02.2015
rliacision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

| |Case No.:32/5/82-ALC4/2014 [Party Name:EMCURE Meet No/Date:15/82- Status:Deffered

IPHARMACEUTICALS LTD. |ALC4/2014 Eand Re-indexed
| ; 12.01.2015 |

106 HQ File RLA File Lic.No/Date:3110063481 [Defer
:01/82/050/00349/AM 15/ |:31/83/040/00008/AM 15/ | 11.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

. |Pharmaceuticals. |

~ [Case No.:68/5/82-ALC4/2014 [Party Name:FDC LTD Meet No/Date:15/82-  |Status:Deffered

: ALC4/2014 and Re-indexed
i ; 12.01.2015

107 [HQ File RLA File ~ LicNo/Date:0310778140 |Defer
:01/82/050/00385/AM 15/ !:03/94/040/01 125/AM 14/ (11.04.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:34/5/82-ALC4/2014 Party Name:ALEMBIC | Meet No/Date:15/82- Status:Deffered
' iPHARMACEUTlCALS LTD !ALC4/2014 and Re-indexed

1 12.01.2015

108 HQ File IRLA File * |Lic.No/Date:3410039800 Defer 1
:01/82/050/00351/AM 15/ 1:34/24/040/00003/AM 15/ [15.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.




-
Case No.:39/8/82-ALC4/2014 Party Name:MYLAN Meet No/Date:15/82- |Status:Deffered |
'LABORATORIES LIMITED |ALC4/2014 ‘and Re-indexed
i | 12.01.2015
109 HQ File RLA File Lic.No/Date:0910059757 Defer
:01/82/050/00703/AM15/ 1:09/24/040/00009/AM15/ 116.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
- [caseNo.2110582- 'Party Name:BIOLOGICAL E|Meet No/Date:15/82- Status:Deffered
ALC4/2014 LTD |ALC4/2014 !and Re-indexed
12.01.2015 1
110 HQ File !RLA File Lic.No/Date:0910059795 [Defer
:01/82/050/00935/AM15/  :09/24/040/00678/AM 14/ 21.04.2014 Date:18.02.2015

. Decision :Reply received from the firm and sent to Department of Pharmaceuticals for
' their comments The case is deferred for 18.02.2015.

[ ] [c_a_se No.:69/5/82-ALC4/2014 :?iny Name:FDC LTD  Meet No/Date:15/82- |Status:Deffered
| |ALC4/2014 and Re-indexed

| | ; 12.01.2015 |

111 [HQ File RLA File Lic.No/Date:0310778812 |Defer

1:01/82/050/00386/AM15/ :03/94/040/00041/AM15/ 52 1.04.2014 Date:18.02.2015

iDecision : It was dec{c_ied to defer the case for 18.02.2015 for comments of Department of L
IPhannaceutlcals |

" ICase No.:58/10/82-ALC4/2014 Eai’ty Name:AUROBINDO  |Meet No/Date:15/82-  Status:

'PHARMA LIMITED ALC4/2014 Approved
| 12.01.2015 |
HQFile RLA File " [Lic.No/Date:0910059797 \Defer Date:
[ 01/82/050/00972/AM15." I: 09.’24/040/00674/AM14/ |22 04. 2014
i []?ecwlon Committee considered the case as per agenda and in light of written comments
‘L received from Department of Pharmaceuticals vide their OM No. 35011/554/2014-PI(Norms)
| ‘dated 20.01.2015 and in consultation with technical authority present in meeting, decided to
| lratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is
| lower:-
iin Export product Exp. | SILNo. |Importitems Qty. Allowed |
Qty. Kg/k ‘
Cefepime for 1 Cefepime Hydrochloride (Non
Injection/ Cefepime Sterile)/(6R,7R)-7((Z)-2-(2- 0655 )
Hel Sterile 1kg Amino-4-Thiazolyl)-2-
(Buf_‘fered with L- Methoxyimino) Acetamido)-3- |
Arginine) (1-(1-Methylpyrrolidinyl) l
Methyl)-8-oxo0-5-thia-1-
azabicyclo (4.2.0) oct-2-en-2-
Carboxylic Acid Hydrochloride
% Monohydrate.
||
||




Z

2 L-argini;le_ 037

3 Acetone 1.816

4 Methanol 1.134

5 Activated carbon 0.034

6 Isopropyl Alcohol 1.00

TS Aluminium canisters —

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

{_— Case No.:78/5/82-ALC4/2014 'Party Name:IPCA " [Meet No/Date: 15/82- :S[_tatus:Deﬂered-
LABORATORIES LIMITED !ALC4/2014 ‘*and Re-indexed

; | 12.01.2015 |

113 [HQFile ~ |RLAFile ~ |Lic.No/Date:0310779054 Defer
:01/82/050/00395/AM 15/ ‘:03/94/040/000 12/AM15/ 122.04.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

- [CaseNo.48/1082  [PartyNameMYLAN  |Meet No/Date:15/82- ~ [Status:Deffered
|ALC4/2014 ELABORATOR]ES LIMITED iALC4/20!4 ‘and Re-indexed
| ‘ 12.01.2015 r

114 [HQ File ~ [RLA File Lic.No/Date:0910059803 | Defer
[:01/82/050/00962/AM 15/ 1:09/24/040/00650/AM 14/ 22.04.2014 !Date: 18.02.2015

| Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

. |Pharmaceuticals. ?

" [case No.:49/10/82- - Party Name:MYLAN Meet No/Date:15/82- 1Slatus:Deffered I
ALC4/2014 LABORATORIES LIMITED ALC4/2014 |and Re-indexed

| 12.01.2015 |

115 [HQ File ~ |RLAFile  [Lic.No/Date:0910059802 Defer o
:01/82/050/00963/AM15/ 1:09/24/040/00006/AM 15/ |22.04.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. i

o —_—— _ _ ]

| [CaseNo.38/10/82-  [Party Name:HETERO LABS Meet No/Date:15/82-  [Status:Deffered

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

f | 112.01.2015 j

116 HQ File RLA File  [Lic.No/Date:0910059807 Defer
:01/82/050/00952/AM15/  |:09/24/040/00656/AM14/  [23.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. ?
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Case No.:77/5/82-ALC4/2014 ‘[Party Name:INDOCO 'Meet No/Date:15/82- WStatus:Deﬂ‘ered
'REMEDIES LIMITED |ALC4/2014 land Re-indexed
| | | 112.01.2015 |
17 LHQ File RLA File Lic.No/Date:0310779207 Defer
:01/82/050/00394/AM 15/ :03/94/040/00997/AM 14/ 23.04.2014 [Date: 18.02.2015
'Decision : It was decided to defer the case for 18.02.2015 for comments of Departmeht g =
Pharmaceuticals. |
Case No.: Part : ' - ] }
\ ase No.:53/5/82-ALC4/2014 Party Name:UNIMAX 'Meet No/Date:15/82- Status:Deffered
1CHEMICALS PVT LTD. ‘ALC4/2O 14 !and Re-indexed }
1 12.01.2015 { |
118 [HQ File RLA File Lic.No/Date:0310779156 | Defer
:01/82/050/00370/AM15/ !\:03/95/040/0001 5/AM15/ 123.04.2014 Date:18.02.2015
Pecision . It was decided to defer the case for 18.02.2015 for comments of Department of I
'Pharmaceuticals. 1
“[Case No.:138/6/82- |Party Name:EMCURE “Meet No/Date:15/82-  Status: |
EALC4.0’2014 !PHARMACEUT]CALS LTD. |ALC4/2014 IAppr(we:d
} i \ 12.01.2015 !
. |HQFile 'RLA File "~ ILic.No/Date:311006359 |Defer
l E
[ i:O 1/82/050/00540/AM15/ :31/83/040/00015/AM15/ ‘0 \Date:18.02.2015
: \ 24.04.2014 ;

|

|

| _ p—————— e .
1 Decision : In the light of written comments received from Department of Pharmaceuticals
‘ \vide their OM No. 35011/369/2014-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
\ lis less:

I\_] 19 t For Export of 1No. vial. |

| :

" | Export Item S. No. [Import Item 2ml vial 4ml vial

L

1‘ | Amikacin Sulfate 1. |Amikacin Sulfate 734.459mg 1.469 gm |
e p

e Esn US 2. [Serum Stopper

‘ | Relevant, As per packing policy

| 3. |Flip-off Seals |

\RA may take appropriate action as per the decision of Norms Committee. 1

E = lEZQWsTéi-XiEAE&T ’|rPany Name:UNITED Meet No/Date:15/82- |Status:Deffered |
BIOTECH PVT.LTD. /ALC4/2014 and Re-indexed |

N l 12.01.2015 1 |

120 HQFile 'RLA File Lic.No/Date:0510384810 | Defer |
:01/82/050/00323/AM15/  :05/24/040/00034/AM15/  [24.04.2014 Date:18.02.2014 |
lDecision + It was decided to defer the case for 18.02.2015 for comments of Department of i
|Pharmaceuticals. 1

P — e e — e ]
lq;i%;se—msm—‘** "~ [Party Name:BRUNDAVAN Meet No/Date:15/82- Status:Deffered
=1 lALC42014 'LABORATORIES PRIVATE |ALC4/2014 ‘and Re-indexed |

e </ \
ﬂe’r"’\L‘ﬂJr
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i LTD., [12.01.2015 i
HQFile  [RLAFile ~ |Lic.No/Date:0910059856 [Defer
:01/82/050/00967/AM15/ :09/24/040/00677/AM 14/ [25.04.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of DeBMent of
Pharmaceuticals. |

Case No.:74/6/82-ALC4/2014 |Party Name:DIVIS [*Rﬁ'eet No/Date:15/82-  Status:Deffered

|
LABORATORIESLTD., | ALC4/2014 and Re-indexed
| | 12.01.2015 |
HQ File ~ [RLAFile  [Lic.No/Date:0910059860 [Defer
:01/82/050/00476/AM15/  :09/24/040/00014/AM15/  25.04.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Départment of
Pharmaceuticals.

123

Licence). The case was deferred for 18.02.2015.

——

IStatus:DeffereJ
‘-and Re-indexed

Case No.:63/5/82-ALC4/2014 [Party Name:MACLEODS  |Meet No/Date: 15/82-

[
|
F fPHARMACEUT]CALS LTD. ALC4/2014

| | 12.01.2015 |
HQ File ~ [RLAFile ~ [Lic.No/Date:0310779501 [Defer
:01/82/050/00380/AM15/  |:03/95/040/00028/AM15/  [25.04.2014 Date:18.02.2015

‘Decision : It was decided to remind the firm to furnish a copy of DML (Drug_ _Manufacturing

| [Case No.:8/5/82-ALC4/2014 [Party Name:MOREPEN Meet No/Date:15/82-  [Status: |
; LABORATORIES LTD., \ALC4/2014 Approved
| 12.01.2015 ,
HQ File RLA File LLic.No/Date:0510384943 |Defer Date:
:01/82/050/00325/AM 15/ 1:05/24/040/00016/AM 15/ 125.04.2014 !

[Decision : Committee considered the case as per agenda and in —light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/409/2014-PI(Norms)

dated 22.01.2015 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:- F
Export product Exp. | SL.No. | Import items Qty. 1
1124 | Qty. Allowed i
i kg/kg i

[ Aliskiren I | Tert-Butyl(1S35)-1-((25.45)4- 1526 |

| Hemifumarate | ! "? isopropyl-5-oxotetrahydro furan-2- [
| yl)-3-(4-methoxy-3-(3-methoxy |
propoxy)benzyl)-4-methyl 1

pentylcarbamate (AK11) ‘

2. 3-amino-2,2-dimethyl proponamide 0.61 I

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

125 [Case No.:64/5/82-ALC4/2014 |Party Name:SURVIVAL ~ [Meet No/Date:15/82-  [Status:Deffered |
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[ TECHNOLOGIES PVT.LTD. |ALC4/2014 and Re-indexed

| | 12.01.2015

. [HQFile RLA File ﬁiZNGfbﬁémmﬁs‘a Defer =
:01/82/050/00381/AM15/ :03/95/040/00026/AM1 5/ [25.04.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

" [Case No.:41/10/82- " [Party Name:VIVIMED LABS Meet No/Date:15/82- [Status:Deffered |

| ALC42014 LIMITED ALC4/2014 and Re-indexed *

| ; 12.01.2015 i

1126 HQ File 'RLA File 1Lic.No/Date:0910059852 Defer
:01/82/050/00955/AM15/ 1:09!24/040/00028/AM15/ 25.04.2014 Date:18.02.2015

i Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| |c&PC

('— Case No.:46/10/82- Party Name:VIVIMED LABS ‘ﬁeet No/Date:15/82-  Status:Deffered

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

| 12.01.2015

127 [HQFile RLA File 5 [Lic.No/Date:0910059853 [Defer

7 :01/82/050/00960/AM15/  :09/24/040/00029/AM15/ 25.04.2014 Date:18.02.2015
kb Tl U8 =zl

| - e — — ——
' Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

| [case No.:54/10/82- " Party Name:VIVIMED LABS Meet No/Date:15/82- Status:Deffered
. |ALC4n014 'LIMITED ALC4/2014 'and Re-indexed
| \ 12.01.2015 1 1
128 HQ File RLA File [Lic.No/Date:0910059858 Defer
:01/82/050/00968/AM 15/ -09/24/040/00037/AM15/  25.04.2014 Date:18.02.2015

i | i bbb S
‘ P)ecision . It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

—_—

Fﬁ[Casé No.:51/10/82- Party Name:VIVIMED LABS [Meet No/Date:15/82- Status:Deffered |
ALC4/2014 'LIMITED ALC412014 and Re-indexed |
| l 12.012015 l

129 HQFile ~ [RLAFile " [Lic.No/Date:0910059887 P)efer
" |:01/82/050/00965/AM15/  :09/24/040/00039/AM15/  [28.04.2014 Date:18.02.2015

| = e
i 'Decision : It was decided to defer the case for 18.02.201 5 for comments of Department of
\

\C&PC. Jl
—"Case Nﬁﬁ!ﬁ-ﬁa{lﬁf 7‘}Party Name:COVALENT '}_iﬁ{deet No/Date:15/82- Status: |
| ILABORATORIES PRIVATE |ALC4/2014 approved
| LIMITED 12.012015
" [HQFile RLA File Lic.No/Date:0910059930 |Defer Date: |
130 29.04.2014

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

received from Department of Pharmaceuticals vide their OM No. 35011/360/2014-PI(Norms)
dated 22.01.2015 and in consultation with technical authority present in meeting, decided to |,
\ ‘ratify norms under para 4.7 of HBP as per details given below or as applied by firm whicheveri—sl

\ \:01/82/050/00707_’!AM 15/ :09/24/040/0001 2/AM15/
|

I

|
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i lower:- )
|
| Export product Exp. SL.No. | Import items Qty. allowed ||
Qty. ke/kg
? Cefixime e : A 7-Phenylacetamideo-3- 1.50 |
, Chloromethyl !
4 : . ‘
V Cephalosporonic Acid Para
Methoxybenzyl Ester (GCLE)
2. ) . ;
Triphenyl Phosphine 0.82 1
= 3 Activated Carbon 0.05 |
4. Dimethyl Formamide 2.80
5. Methylene Chloride 10.00
6. Mica Ester 0.82
| |RA may take appropriate action as per the decision of Norms Committee. E
[ CaseNo.:76/10/82-  PartyNameKUDOS  [MeetNo/Date:15/82-  [Status:Deffered
. ALC4/2014 CHEMIE LTD., 'ALC4/2014 and Re-indexed
; 1 12.01.2015 |
131 HQFile  [RLAFile Lic.No/Date:2210014839 |Defer |
:01/82/050/00990/AM15/ |:22/24/040/00099/AM 14/ 29.04.2014 !Date:18.02.2015 [
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
[Pharmaceuticals.
| [Case No.:75/8/82-ALC4/2014 [Party Name:METROCHEM | Meet No/Date:15/82- Status: |
[ ] |API PVT. LTD. 'ALC4/2014 approved
| ; 12.01.2015 | g
HQ File - [RLAFile  [Lic.No/Date:0910059927 Defer Date: |
:01/82/050/00739/AM15/ 1:09/24/040/00034/AM 15/ 29.04.2014 i

Decision : In the light of written comments received from Dei)artment of Pﬂharmaceuticals vide
their OM No. 35011/214/2014-PI(Norms) dated 20.01.2015, it was decided to ratify norms

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

|

Item of Export Qty. [ S,No | Item of Import Quantity allowed
2-Mercapto-5-(1-Pyrrolyl) KG 1 2,5-Dimethoxy 1.88 kg/kg
Benzimidazole Tetrahydrofuran .

, fRA may take appropriate action as per the decision of Norms Committee. f

| Case No.:77/10/82- * [Party Name:NECTAR ~ |Meet No/Date:15/82- Status:Deffered |
| |ALC4/2014 LLIFESCIENCES LIMITED,  ALC4/2014 ‘and Re-indexed |
133 1 ; 112.01.2015

| HQFile RLA File Lic.No/Date:2210014838 |Defer 2

| [:01/82/050/00991/AM15/  |:22/24/040/00003/AM15/  29.04.2014 Date:18.02.2045/ "
T . T e
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Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [case No.:61/10/82- Party Name:STERLING [Meet No/Date:15/82- [smms:l)eﬁered

ALC4/2014 iAUXILIARIES PVTLTD ALC4/2014 land Re-indexed
112.01.2015 ‘

134 HQ File RLA File Lic.No/Date:0310779831 |Defer
:01/82/050/00975/AM15/ 1 :03/95/040/00913/AM 14/ &29.04.20]4 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

— e —— mme—
 |Case No.:20/10/82- Party Name:INCHEM Meetﬂ/ﬁt‘ezﬁfg B @tus:Det‘fered
ALC4/2014 \LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
'LIMITED 12.01.2015 |

135 (HQ File [RLA File Lic.No/Date:0910059969 Defer
0]/82/050/00934/AM15/ Ik -09/24/040/00044/AM15/ 01.05.2014 Date 18. 02 2015
Decision : It was decnded to defer the case for 18.02.2015 for comments its of | Department of

| |Pharmaceuticals. B
 |Case No.:3/5/82-ALC4/2014 WPTIrty Name:NEW = Mﬁéﬁ\l—o—/&te:lsﬁl—- LSTatus:Deffered
\ |ALL|ANCE DYE-CHEM |ALC4/2014 land Re-indexed

E lpv. LTD., 12.01.2015 1

136 HQ File ~ IRLAFile ' " [Lic.No/Date:0310780255 riefer =5
L:Ol/82/050/00320/AM] 5/ 1 :03/95/040/00017/AM15/ 101 .05 2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.
|

fﬁ CaseNo<10/10/82-  |PatyName:SRINI Mect No/Date: 15/82- |Status:Deffered |

‘ ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed

l LTD,, 112.01.2015

| e

137 EQ File RLA File lLtc.No/Date:0910059967 Defer

i I: :01/82/050/00933/AM15/ 09/24/040/00020/AM15/ 01.05.2014 Date:18.02.2015

i hDeclsmn It was decided to defer the case for 18.02. 2015 for comments of Department of \

| 'Pharmaceuticals. =i -l J

\— Case No.:43/10/82- !P_arty Name:SRINI Meet No/Date:15/82- [Status:Deffered
ALC4/2014 PHARMACEUTICALS ALC4/2014 and Re-indexed

LTD., 12.01.2015

138 [HQ File ~ [RLAFile Lic. Lic.No/Date:0910059968 Defer
0]/82/050.’00957/AM15/ 09!24/040/00021/AM15/ 101.05.2014 Date 18.02.2015 [
Decision : : It was decided to defer the case for 18.02. 2015 for comments of Department of ,
Pharmaceutlcals _1
Case No.:9/5/82-ALC4/2014  |Party Name:DHANUKA  [Meet No/Date:15/82- Status:

LABORATORIES LTD. ALC4/2014 Approved

139 i 12.01.2015 | |

| [HQFile ~ |RLAFile iLic.NofDate:os 10385706 |Defer Date:

| l:O 1/82/050/00326/AM15/ :05/23/040/0004 1/AM15/ 05.05.2014




=7

A
' :01/82/050/00326/AM15/  [:05/23/040/00041/AM15/ (05052014 Date:18.02.2015
E Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
\ Pharmaceutlcals

Case No.:12/5/82-ALC4/2014 IParty Name:DHANUKA Meet No/Date:15/82- Status:Deffered
‘LABORATOR]ES LTD. ALC4/2014 and Re-indexed
_ 12.01.2015 \
140 |HQ File RLA File  [Lic.No/Date:0510385707 |Defer
|:01/82/050/00329/AM15/ 05/23/040/00042/AM 15/ 05.05.2014 Date:18.02. 2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:54/5/82-ALC4/2014 [Party Name:NEW }Meet No/Date:15/82-  |Status:Deffered
. ALLIANCE DYE-CHEM ALC4/2014 and Re-indexed
i [PVT. LTD., [12 01.2015

141 |HQ File RLA File Lic.No/Date:0310780621 |Defer
:01/82/050/00371/AM 15/ :03/95/040/00077/AM 15/ 05.05.2014 ‘Date 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC. \ |

|
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" |Case No.:57/5/82-ALC4/2014 |Party Name:NEW Meet No/Date:15/82-  Status:Deffered
ALLIANCE DYE-CHEM ALC4/2014 and Re-indexed
PVT.LTD., 12.01.2015

142 HQ File RLA File iLic.No/Date:0310780627 Defer
:01/82/050/00374/AM 15/ :03/95/040/00085/AM15/ |05.05.2014 ]Date: 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

" [Case No.:35/5/82-ALC4/2014 Party Name:ELIXIR Meet No/Date:15/82- Status:Deffered
PHARMA ALC4/2014 and Re-indexed
12.01.2015

143 HQ File RLA File Lic.No/Date:0810131142 [Defer
:01/82/050/00352/AM 15/ :08/24/040/00047/AM15/ 07.05.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:13/5/82-ALC4/2014 |Party Name:PARABOLIC ~ Meet No/Date:15/82-  Status:Deffered

DRUGS LTD., |ALC4/2014 and Re-indexed
} 112.01.2015 ;

144 HQ File ~ [RLAFile Lic.No/Date:0510386137 Defer
:01/82/050/00330/AM15/ |:05/24/040f00049.’AM] 5/ }09.05.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:15/5/82-ALC4/2014 [Party Name:PARABOLIC ~ Meet No/Date:15/82-  Status:Deffered

DRUGS LTD., ALC4/2014 and Re-indexed
145 I 12.01.2015 [
'HQ File 'RLA File Lic.No/Date:0510386135 [Defer
1:01/82/050/00332/AM 15/ ‘{:05/24/040/00036/AM 15/ 09.05.2014 |Date: 1 8.02.2015
:_LJ“'\'t\fl
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Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:21/5/82-ALC4/2014 |Party Name:PARABOLIC  |Meet No/Date: 15/82- |§tatus:Deffered
DRUGS LTD., \ALC4/2014 and Re-indexed
| 12.01.2015 E

HQ File o RLAFile ~ [Lic.No/Date:0510386136 Defer

01/82/050/00338/AM1S/  :05/24/040/00039/AM15/  109.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

147

Case No.:17/5/82-ALC4/2014 [Party Name:RECKITT Meet No/Date:15/82-  [Status:Deffered
IBENCKISER ALC4/2014 and Re-indexed
HEALTHCARE INDIA 12.01.2015

| LIMITED

HQ File 'RLA File ' Lic.No/Date:0510386224 [Defer

:01/82/050/00334/AM 15/ 1:05/24/040/00053/AM 15/ 09.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals.

=

148

149

Case No.:18/5/82-ALC4/2014 (Party Name:RECKITT 'Meet No/Date:15/82- Status:Deffered
'BENCKISER \ALC4/2014 and Re-indexed
HEALTHCARE INDIA 12.01.2015

! ILIMITED 5

HQ File RLA File ‘rLic.No/Date:0510386223 Defer

:01/82/050/00335/AM 15/ :05/24/040/00021/AM15/ 09.05.2014 Date:18.022015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:19/5/82-ALC4/2014 |Party Name:RECKITT | Meet No/Date:15/82- Status:Deffered
BENCKISER |ALC4/2014 and Re-indexed
'HEALTHCARE INDIA 112.01.2015
ILIMITED | |
HQ File ~ [RLAFile Lic.No/Date:0510386217 [Defer
:01/82/050/00336/AM15/  |:05/24/040/00020/AM15/  109.05.2014 Date:18.02.2015
Ecision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals. : \

150

—

Case No.:18/10/82- Party Name:SATYA Meet No/Date: 15/82- Status:Deffered |
ALC42014 DEEPTHA ALC4/2014 ‘and Re-indexed
PHARMACEUTICALS LTD [12.01.2015 |

HQ File i'liLA File = By ﬁ;ib.No/Datezomooeoossa |5éfer
:01/82/050/00932/AM15/ :09/24/040/00064/AM 15/ 09.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Depértmént of
Pharmaceuticals.

Case No.:37/10/82-ALC4/2014 Party Name:SATYA  |Meet No/Date:15/82- Status:
DEEPTHA ALC4/2014 Approved |
IPHARMACEUTICALS LTD |12.01.2015 | ;
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HQ File it 'RLA File Lic.No/Date:0910060032 Defer Date:
101/82/050/00951/AM15/ -09/24/040/00062/AM15/ 09.05.2014

'Decision : The Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/341/2014-Pl(Norms)
dated 28.11.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is

lower:-
Export product Export | SLNo. | Import items Qty.
Qty. allowed
kg/kg
(28.39)1,2-epoxy-3- 1 kg 1 (3S)-3-(tert-Butoxycarbonyl) 1.60
(butoxycarbonyl) amino-4- amino-1-chloro-4-phenyl-2 -
phenylbutane[(S,S)-BOC butanone (Chloroketone)
Epoxide]

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

" [Case No.:17/10/82-

'Party Name:HETERO LABS }K/Iéet No/Date:15/82- Wsﬁtus:Deffered

| |ALC412014 LIMITED ALC4/2014 and Re-indexed
; i ‘, 112.01.2015
‘1152 'HQ File \RLA File Lic.No/Date:0910060072 Defer
5 1:01/82/050/0093 1/AM15/ 1:09/24/040/00054/AM 15/ \ 12.05.2014 Date:18.02.2015
! Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
| |Pharmaceuticals.
E—HICase No.:5/10/82-ALC4/2014 [Party Name:MYLAN * [Meet No/Date:15/82-  Status:Deffered L
5 LABORATORIES LIMITED lALC4."2014 ‘and Re-indexed
| ! 112.01.2015 ;
153 HQ File i - [RLAFile ~ [Lic.No/Date:0910060057 [Defer
5 :01/82/050/00919/AM15/ :09/24/040/00676/AM 14/ [12.05.2014 Date:18.02.2015
i 'Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
* [Case No.:52/10/82- * IParty Name:AUROBINDO Meet No/Date:15/82- 'Status:Deffered |
ALC4/2014 PHARMA LIMITED iALC4/2014 _~{and Ré;ih_ﬁex@,
1 12.01.2015 U
HQ File RLA File " [Lic.No/Date:0910060080 Defer
01/82/050/00966/AM15/  :00/24/040/00055/AM15/ |13.05.2014 Date:18.02.2015
Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/553/2014-PI(Norms) dated 20.01.2015, it was decided to ratify norms‘
154 | inder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
l Export product Export | SI.No. | Importitems Qty. allowed
'; Qty.
| Piperacillin & ino. |1. Tazobactam Acid 0.110
Tazobactam 8:1 For z — -
I‘ Faiecti 2 Piperacillin Acid 0.903
| njection y ‘{\{\\
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| 3. Activated carbon 0.0090
1 4. Aluminium Canisters
|| Relevant, As
| per Packing
Policy
R A may take appropriate action as per the decision of Norms Committee.
|
" |case No.:34/10/82- Party Name:DR REDDYS ~ [Meet No/Date:15/82- jStatus:Deffered
{ ALC4/2014 [LABORATORIES LIMITED |ALC4/2014 and Re-indexed
| | 12.012015 |
155 HQFile iRLA File Lic.No/Date:0910060082 | Defer
[:01/82/050/00948/AM 15/ 1:09/24/040/00017/AM15/ [13.05.2014 |Date:18.02.2015
- Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
' Pharmaceuticals.
| |Case No.:3/10/82-ALC4/2014 [Party Name:GLAND | Meet No/Date: 15/82- Status:Deffered
| ' |PHARMA LIMITED |ALC4/2014 and Re-indexed
| | 12.01.2015 ;
156 HQ File - RLAFile

[ic.N?/Béié’:ﬁﬁf(ﬁétEsEJﬁe"fer A
:01/82/050/00917/AM15/  |:09/24/040/00065/AM1S/  |13.05.2014 Date:18.02.2014

Decision : It was decided to defer the case for 18.02.2015 for comments of Departmént of
Pharmaceuticals.

| [CaseNo..44/1082- Party Name:MYLAN Meet No/Date:15/82- [Status:Deffered

. |ALC472014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed

! ; 112.01.2015 ,

157 HQFile ~ [RLAFil ' Lic.No/Date:0910060088 [Defer i
:01/82/050/00958/AM15/  :09/24/040/00053/AM15/ 13.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Departrﬁent of
|Pharmaceuticals. |

— ~ = e — —_— - 1

" [Case No.:59/10/82- - Party Name:MYLAN ~ |Meet No/Date:15/82-  Status:Deffered
| |ALC42014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed |

| 112.01.2015 | |
158 |HQ File RLA File ~ |Lic.No/Date:0910060084 [Defer L

Decision : It was decided to-aeferrthe case for 18.02.2015 for comments of Departmen-t of E

i

[Pharmaceuticals. |

:01/82/050/00973/AM15/ :09/24/040/00045/AM 15/ \ 13.05.2014 |Date:18.02.2015 i

1[]5.05.2014

|Case No.:14/10/82-  [Party Name:EMCURE Meet No/Date:15/82-  |Status: _‘

'ALC4/2014 PPHARMACEUTICALS LTD. |ALC4/2014 Approved

| ; 112.01.2015 j ;
159 |HQ File RLA File LLic.No/Date:3110063976 |Defer Date: |

‘[:01/82/050/00928/AM 15/ :31/83/040/00035/AM15/

[Decision ¢ In the light of written comments received from De—;;;rtment of Pharmaceuticalsé
\vide their OM No. 35011/369/2014-PI(Norms) dated 22.01.2015, it was decided to ratify ;

irade
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(norms under Para 4.

lis less:

7 of HBP vlas per details hgiven below or as applied by the firm, whichever

1 [Case No.:120/8/82-
I162 'ALC4/2014

R A may take approprlate action as per the decnsmn of Norms Committee.

‘. For Export of 1No. vial. !
| l
L Export Item S. No. [Import Item 2ml vial 4ml vial l
| |
| Amikacin Sulfate 1. |Amikacin Sulfate 734.459mg 1.469 gm |
WV | [Injection USP
2. |Serum Stopper
Relevant, As per packing policy
3. |Flip-off Seals
|RA may take approprlate actlon as per the decision of Norms Commlttee
| [ [Case No.:39/10/82- [Party Name:MYLAN et No/Date:15/82- Status:Deffered
‘ ‘ALC4I2014 'LABORATORIES LIMITED |ALC4/2014 iand Re-indexed
| 1 12.01.2015 |
160 1HQ File IRLA File ' Lic.No/Date:0910060145 |Defer o
i 0]/82/050/00953/AM15/ 1 09/24/040/00060/AMI 5/ \19 05. 2014 |Date: |8 02 2015 1
1 Decision : It was as decided to defer the case for 18.02. 2015 for comments of Department of |
| |Pharmaceuticals. }
[ Case No.:101/6/82-ALC4/2014 [Party Name:PREGNA ~ [Meet No/Date: 15/82- " [status: |
‘ INTERNATIONAL LTD. ‘iALC4/20]4 Approved ‘
\ 12.01.2015 ‘ |
IHQ File |RLA File :Lic No/Date:0310781971 lDefer Date: |
:01/82/050/00503/AM15/ I 03/95,’040/00122/AM15/ {19.05. 2014 | {
{Declsmn : In the light of wntten comments received from Petrochemtcal Dlwsnon of Department of‘
|Chemicals and Petrochemicals vide their U. O No. 46011/22/2008-PC- Il dated 10.12.2014, it was decldedl
to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is !
less:
Export product Export | Sl.No. | Importitems Qty. allowed \
Qty. '
161 'INTRA UTERINE 1 no. 1. COPPER WIRE WITH SILVER 0.000190 kg g
| | CONTRACEPTIVE CORE
" DEVICE- CU 200 AG 2. HDPE GRANULES 0.00130 kg |
3. POUCHES (PLASTIC) Net +10% 1
\ a. FRAME MADE OF LDPE RESN & | Net +10% - l
BARIUM SULPHATE
5. PVC GRANULES 0.000728 kg
il 3 TIDPE GRANULES (ORNYLON | 0.000058 kg |
| | ) RESIN) MEDICAL GRADE \
|| 1 SOLID ROD MADE OF Net +10% . |
! POLYPROPYLENE GRANULES !
\ |

e e J

[Meet No/Date: 15/82-
lALC4/2014
12012015

rP—a;y?l:a,rra(::lNDOCﬁO
%REMED]ES LIMITED

~ [Status: Det‘l‘ered |
‘and Re-indexed | |
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| |HQFile g RLA File ~ [Lic.No/Date:0310782171 [Defer
| |:01/82/050/00784/AM15/  |:03/94/040/00111/AM15/  20.05.2014 Date:18.02.2015

EDecision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:38/5/82-ALC4/2014 Party Name:INTAS Meet No/Date:15/82-  |Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
LID, 12.01.2015
163 [HQ File RLA File ~ [Lic.No/Date:0810131456 Defer -
:01/82/050/00355/AM 15/ :08/24/040/00076/AM15/ 20.05.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

- ' ry |

Case No.:9/10/82-ALC4/2014 Party Name:EMCURE Meet No/Date:15/82- Status:Deffered
PHARMACEUTICALS LTD. ALC4/2014 and Re-indexed
i . 12.01.2015
164 [HQ File RLA File Lic.No/Date:3 110064004 [Defer
:01/82/050/00923/AM15/ |:31/83/040/00032/AM 15/ [21.05.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
e ~= -
 [Case No.:35/10/82- !Party Name:MYLAN il [MQNO/Date: 15/82- Status:Deffered l
ALC4/2014 |[LABORATORIES LIMITED IALC4/2014 and Re-indexed i
! 12.01.2015 ,
165 [HQ File RLA File * [Lic.No/Date:0910060166 [Defer
:01/82/050/00949/AM 15/ :09/24/040/00076/AM15/ [21.05.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of ‘
Pharmaceuticals. f

——= i

- |Case No.:36/10/82- Party Name:MYLAN ~ [Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
g 112.01.2015
166 [HQ File RLA File Lic.No/Date:0910060165 [Defer

:01/82/050/00950/AM 15/

:09/24/040/00072/AM 15/ 21.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.




W

Case No.:221/6/82- Party Name: ANUH Meet No/Date:15/82-  [Status:Deffered
ALC4/2014 jPHARMA LTD. |ALC4/2014 and Re-indexed
| 12.01.2015
167 HQ File RLA File Lic.No/Date:0310782489 Defer
:01/82/050/00623/AM 15/ :03/94/040/00125/AM15/ 22.05.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. 1
" [Case No.:79/8/82-ALC4/2014 [Party Name:BDR Meet No/Date:15/82-  |Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
‘ INTERNATIONAL PVT. 12.01.2015
| LTD. ;
168 [HQ File RLA File Lic.No/Date:0310782569 Defer
01/82/050/00743/AM15/ :03/94/040/00040/AM 15/ 22.05. 20]4 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [Case No.:41/5/82-ALC4/2014 [Party Name:ALMELO PVT  [Meet No/Date:15/82-  Status:Deffered
? LTD |ALC4/2014 and Re-indexed
112.01.2015
169 [HQ File RLA File Lic.No/Date:0910060207 ]_ISefcr
:01/82/050/00358/AM 15/ 09/24/040/00096/AM15/ 23.05.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [Case No.:16/8/82-ALC4/2014 [Party Name:GLAND Meet No/Date:15/82-  [Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
12.01.2015
170 [HQ File RLA File 'Lic.No/Date:0910060220 |Defer
:01/82/050/00680/AM1 5/ I.O9/24/040/00094/AM 15/ !26.05.20 14 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
' |Case No.:114/8/82- ﬁarty Name:INDOCO Meet No/Date:15/82- Status:Deffered
ALC4/2014 ‘REMEDIES LIMITED ALC4/2014 and Re-indexed
. 12.01.2015
171 'HQ File ‘ RLA File ~ [Lic.No/Date:0310782942 [Defer
:01/82/050/00778/AM15/ I :03/94/040/00133/AM15/ ’26.05.2014 1‘Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [case No.:119/8/82- rParty Name:KUSUMA Meet No/Date:15/82- Status:Deﬂ'ere—E‘
ALC4/2014 PHARMA ALC4/2014 land Re-indexed
; 12.01.2015
172 HQFile i 'RLA File [Lic.No/Date:0310782930 |Defer
:01/82/050/00783/AM15/ L:03/94/040/001 15/AM15/ |26 05.2014 |Date:18.02. 20!5
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of ;
C&PC. |
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Case No.:29/10/82- Party Name:MSN

ALC4/2014 LABORATORIES PRIVATE
[LIMITED

HQ File ~ [RLAFle

:01/82/050/00943/AM 15/ |:09/24/040/001 10/AM 15/

Meet No/Date:15/82-
ALC4/2014
12.01.2015

Stams‘:Beffered
and Re-indexed

Lic.No/Date:0910060235
27.05.2014

Defer
Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals.
" [case No.:71/10/82- Party Name:SYMBIOTEC ~ [Meet No/Date:15/82- Status:Deffered
ALC4/2014 PHARMALAB LTD., ALC4/2014 and Re-indexed
12.01.2015
174 HQ File RLA File Lic.No/Date:5610004240 |Defer
:01/82/050/00985/AM 15/ :56/24/040/00009/AM 15/ 27.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

!Pharmaceuticals.
" |Case No.:115/8/82- Party Name:INDOCO Meet No/Date:15/82-  [Status:Deffered
ALC4/2014 REMEDIES LIMITED ALC4/2014 and Re-indexed
12.01.2015
175 [HQ File RLA File * ILic.No/Date:0310783328 [Defer
:01/82/050/00779/AM15/ :03/94/040/00151/AM15/  [28.05.2014 Date:18.02.2015

Pharmaceuticals.

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

176

Case No.:145/6/82-

Party Name:LAKE

Meet No/Date:15/82-

Status:Deffered

Pharmaceuticals.

ALC4/2014 CHEMICALS PRIVATE ALC4/2014 and Re-indexed
LIMITED 112.01.2015

HQ File RLA File Lic.No/Date:0710104565 |Defer

:01/82/050/00547/AM15/ :07/24/040/00003/AM 15/ 28.05.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Depanment of

177

Case No.:34/8/82-ALC4/2014

Party Name:MYLAN

Meet No/Date: 15/82-

Status:Deffered

:01/82/050/00698/AM15/

:09/24/040/00103/AM15/

28.05.2014

LABORATORIES LIMITED |ALC4/2014 and Re-indexed
12.01.2015
HQ File RLA File Lic.No/Date:0910060257 Defer

Date:18.02.2015

Pharmaceuticals.

178

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

HQ File
:01/82/050/00702/AM15/

Case No.:38/8/82-ALC4/2014 Party Name:MYLAN

LABORATORIES LIMITED

AR
|:09/24/O40/00 108/AM15/

[ﬁeet No/Date:15/82-

Status:Deffered

ALC4/2014 and Re-indexed
12.01.2015

Lic.No/Date:0910060258 [Defer
28.05.2014 Date:18.02.2015

Pharmaceuticals.

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
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Case No.:51/8/82-ALC4/2014 |Party Name:PVS Meet No/Date:15/82- Status:Deffered
LABORATORIES LTD ALC4/2014 and Re-indexed
; 12.01.2015 !
179 |HQ File ERLA File Lic.No/Date:0910060267 iDefer
' :01/82/050/00715/AM15/ :09/24/040/00022/AM15/ 128.05.2014 \Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
g [Case No.:101/8/82- _"IParty Name:ENCUBE ~ [Meet No/Date:15/82- Status: Approved N
| |ALC4/2014 [ETHICALS PVT LTD |ALC4/2014 [
f } 112.01.2015 -
HQ File RLA File Lic.No/Date:031078343 | Defer Date:
:01/82/050/00765/AM15/  :03/94/040/00154/AM15/ 5 I
‘ | 29.05.2014

180

!Decision : In the llghto%wrlt{eI{ comments received from Departi:r\;_r-\t of Pharmaceuticals vide their
|{OM No. 35011/541/2014-PI(Norms) dated 20.01.2015, 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:

and 10% Vaginal Cream Sgm.

[A] For Export of Clotrimazole 1% Vaginal Cream 35gm, 2% Vaginal Cream 20gms

For Export of 1 No. Clotrimazole Vaginal Cream.

7. |Plastic Applicator

S. No. Import [tem 1%, 35 gm 2%, 20gm - {10%, 5gm
1. |Clotrimazole 0.357 gm 0.408gm 0.51gm
2. |Octyldodecanol 4.725 gm 2.70 gm NIL
3. |Cetyl Palmated 1.05 gm 0.60 gm 0.15 gm
4. |[Cetostearyl Alcohol 3.50 gm 2.0 gm 0.175 gm
1 5. |Isopropyl Myristate NIL NIL 0.675 gm
| Empty Aluminium Relevant, As per packing policy
6. |collapsible Tube

[B] For Export of Clotrimazole 1% Cream; 3,5,10,20,50 and 100gm Tube

For Export of 1 No. Clotrimazole 1% Cream, 100gm

5. |collapsible Tube

S. No. Import Item Tube.
1. |[Clotrimazole 1.02 gm
2. |Octyldodecanol 13.50 gm
3. |Cetyl Palmated 3.0gm .
4. |Cetostearyl Alcohol 10.0 gm
Empty Aluminium Relevant, As per packing policy

Note:- For different packsize, norms

can be worked out on pro-rata basis.

[C] For Export of Clortimazole 1% Cream 10gm Tube with Fluconazole Capsule o




u 7

-
| T ~ [ForE Export of 1_.1\.10 Clotrimazole 1% Cream
S. No. Import Item 10 gm Tube.
1. [Clotrimazole 0.102 gm/tube
2. |Octyldodecanol 1.35 gm/tube
3. |Cetyl Palmated 0.30 gm/tube
4. [Cetostearyl Alcohol 1.00 gm/tube

5. |[Empty Aluminium collapsible Tube Relevant, As per packing policy

RA may take approprlate actron as per the decision of Norms Commlttee

" [cCase No.:100/8/82-
| |ALC4/2014

iPartykName:lPCA -

LABORATORIES LIMITED |ALC4/2014

12.01.2015

rlqeet No/Date: 15/82-

rStatus:Deffered‘
iand Re-indexed

181 HQ File
:01/82/050/00764/AM15/

RLA File
:03/94/040/00129/AM l 5/

Pharmaceuticals.

29. 05 2014

Lic.No/Date:0310783592 Defer

Date:18.02.2015

Decision : It was decided to defer the case for 18.02.201 5 for comments of Department of

Case No.:37/8/82-ALC4/2014

Party Name:MSN
PHARMACHEM PRIVATE
LIMITED

ALC4/2014
[12.01.2015

'HQ File
:01/82/050/00701/AM15/

182

RLA File
:09/24/040/00113/AM15/

'Meet_NolDate:15/82- =

Status:Deffered
and Re-indexed

ILic.No/Date:0910060282
29.05.2014

Defer
Date:18.02.2015

Pharmaceuticals.

Decision : It was decided to defer the case for 18'02 2015 for comments of Department of

Case No.:44/8/82-ALC4/2014

"Party Name:PERKIN

_W[e‘et'N o/Date:15/82-

Status:Deffered

ILABORATORIES |ALC4/2014 and Re-indexed
| i 112.01.2015
183 |HQ File RLA File Lic.No/Date:0910060298 |Defer
:01/82/050/00708/AM15/ |:09/24/040/00087/AM 15/ 130.05.2014 Date:18.02. 2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals.
 |Case No.:30/10/82- * [Party Name:EYTAN LABS | Meet No/Date:15/82-  [Status:Deffered |
ALC4/2014 LIMITED 'ALC4/2014 and Re-indexed |
| 5 12.01.2015 ; |
184 [HQ File RLA File [LicNo/Date:0910060340 [Defer
:01/82/050/00944/AM15/  :09/24/040/00097/AM15/  03.06.2014 Date:18.02.2015

‘Pharmaceutlcals

\Case No.:87/8/82-

[Party Name:GLENMARK

* [Meet No/Date:15/82-  [Status:Deffered

Decision : It was decided to defer the case for 18.02. 2015 for comments of Department of

ALC4/2014 ‘GENERICS LIMITED ALC4/2014 and Re-indexe
185 | | 12.01.2015 '
HQ File RLA File Lic.No/Date:0310784177 [Defer
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—~
| [:01/82/050/00751/AM15/  [:03/94/040/00156/AM15/ 03.06.2014 Date:18.02.2015
}Decision + It was decided to defer the case for 18.02.2015 for comments of Department of
[Pharmaceuticals.
" |Case No.:68/6/82-ALC4/2014 [Party Name:SUN “[Meet No/Date:15/82- Status:Deffered
PHARMACEUTICAL ALC4/2014 and Re-indexed
INDUSTRIES LTD., 12.01.2015
186 HQ File RLA File Lic.No/Date:0310784098 |Defer
:01/82/050/00470/AM15/ :03/95/040/00169/AM15/ 03.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| |Pharmaceuticals. ]

Meet No/Date: 15/82- Status:Deffered

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

LIMITED ALC4/2014 and Re-indexed
\ 12.01.2015 1
187 HQ File RLA File Lic.No/Date:0910060381 Defer
:01/82/050/00711/AM15/  :09/24/040/00122/AM15/ 05.06.2014 Date:18.02.2015
'Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

1Pharmaceuticals.

 |Case No.:49/8/82-ALC4/2014 ]Party Name:HETERO LABS r\/leet No/Date:15/82- Status:Deffered

LIMITED ALC4/2014 and Re-indexed
12.01.2015
188 [HQ File RLA File Lic.No/Date:0910060380 Defer
:01/82/050/00713/AM15/  :09/24/040/00121/AM1S/  [05.06.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:15/8/82-ALC4/2014 Party Name:ALMELO PVT  Meet No/Date:15/82- Status:Deffered
LTD ALC4/2014 and Re-indexed
12.01.2015
189 [HQ File RLA File Lic.No/Date:0910060403 |Defer
:01/82/050/00679/AM15/ :09/24/040/00119/AM15/ 09.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. = ok
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" [Case No.:48/8/82-ALC4/2014 [Party Name:ALMELO PVT ~ |Meet No/Date: 15/82-  Status:Deffered
. LTD |ALC4/2014 and Re-indexed
| 12.01.2015 |
190 HQ File RLA File Lic.No/Date:0910060402 Defer
:01/82/050/00712/AM15/ :09/24/040/00118/AM 15/ 09.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
 |Case No.:54/8/82-ALC4/2014 Party Name:GLAND ] iMeet No/Date:15/82- iStatus:Deffered
PHARMA LIMITED IALC4/2014 ‘and Re-indexed
1 12012015 '
191 'HQ File ~ |RLAFile ’ ~ Lic.No/Date:0910060413 fDefer
:01/82/050/00718/AM15/ 09/24/040/00123/AM15/ |10 06.2014 ]Date 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [Case No.:40/8/82-ALC4/2014 [Party Name:MYLAN  [Meet No/Date:15/82- |Status:Deffered
LABORATORIES LIMITED |ALC4/2014 and Re-indexed
1 | 12.01.2015
1192 |HQ File ~ |RLAFile Lic.No/Date:0910060411 | Defer ]
01/82/050/00704/AM15/ :09/24/040/00130/AM15/ 110.06.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02. 2015 for comments of Department of
Pharmaceuticals.
~ |Case No.:106/8/82- ~[Party Name:BAYER  Meet No/Date:15/82- Status:Deffered |
‘ALC412014 ‘CROPSCIENCE LIMITED \ALC4/2014 and Re-indexed
| i 12.01.2015 L
193 HQFile ‘RLA File ~ |Lic.No/Date:0310785223 ‘DTfer
1:01/82/050/00770/AM15/ B :03/94/040/00131/AM15/ 12.06.2014 \Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [Case No.:105/8/82- Party Name:INDOCO Meet No/Date:15/82-  [Status:Deffered
lALC4/20]4 1REMEDIES LIMITED 'ALC4/2014 and Re-indexed
| 12.01.2015
194 LﬁQ File _ IRLA File -  [Lic. No/Date:0310785225 |Defer
:01/82/050/00769/AM15/ | 03/94/040/00205/AM15/ |12 06. 2014 s |Date 18.02.2015 |
[Declslon It was decided to defer the case for 18.02.2015 for comments of Department of
1Pharmaceut1cals |
| [Case No.:58/8/82- Party Name:AUROBINDO | Meet No/Date:15/82- Status: Approved |
[ 1ALC4I20I4 ;PHARMA LIMITED 5ALC4/20|4 ‘ I
- | 12.01.2015 . !
HQFile ~ [RLAFile ' Lic.No/Date:091006044 [ Defer Date: |
:01/82/050/00722/AM15/  |:09/24/040/00137/AM15/ 11 \ L
| 13.06.2014 | \|
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Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/552/2014-PI(Norms) dated 20" January 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
Iis less:
\Exprt Product: Cefuroxime Axetil Crystalline
S. No. Import Item Qty. allowed kg/kg.

| 1.  |[7-aminocephalosporanic acid (7 A C A) 0.769

2. |chlorosulphonyl isocynate 0.4754

(z)-2-methoxy imino(furyl-2-yl) acetic 0.6152

3. |acid ammonium salt (smia)

4. lacetone 1.611

5. |methylene chloride 3.369

6. |activated carbon 0.093

7. |n,n-dimethyl acetamide 4.02

8. |potassium carbonate 0.043

9. |cyclohexane 1.733

10. |methanol 2.78
RA concerned may take further necessary action as per above decision of NC.

Case No.:60/10/82-

iParty Name:BIO-TECH

!ﬁeet No/Date:15/82- EStatus:Deﬁered

ALC4/2014 OPHTHALMICS PVT. LTD., |ALC4/2014 ‘and Re-indexed
12.01.2015 [
196 HQ File RLA File LLic.No/Date:0810132332 Defer
:01/82/050/00974/AM15/ i :08/24/040/00116/AM15/ ‘13 06.2014 Date:18.02 2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

f Case No.:149/6/82- Party Name:INDO PHYTO  |Meet No/Date:15/82- Status:Deffered
ALC4/2014 CHEMICALS PVT LTD ALC4/2014 and Re-indexed
12.01.2015
197 HQ File RLA File Lic.No/Date:0510388673 Defer
:01/82/050/00551/AM15/ :05/23/040/00108/AM15/  13.06.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceutlcals

E Case No.:154/6/82- rarty Name:MOREPEN iMeet No/Date:15/82- iStalus:Deﬂ'ered
; 'ALC4/2014 LABORATORIES LTD., |ALC4/2014 and Re-indexed
198 | | 12.01.2015 ‘
. |HQFile RLA File Lic.No/Date:0510388703 Defer
| 1:01/82/050/00556/AM 15/ |:05/24/040/00132/AM 15/ 16.06.2014 {Date:18.02.2015
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Decision : It was decided to defer the case for 1-537.02.20 15 for comments of Department of
Pharmaceuticals.

Case No.:77/8/82-ALC4/2014 [Party Name:BENZO CHEM | Meet No/Date:15/82- [Status:Deffered |
| INDUSTRIES PRIVATE | ALC4/2014 and Re-indexed
| LIMITED, 12.01.2015 i

199 [HQ File 'RLA File  [Lic.No/Date:0310785501 |Defer
:01/82/050/00741/AM15/  |:03/94/040/00196/AM15/  |17.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

' [Case No.:30/8/82-ALC4/2014 Party Name:INDIAN ~ [Meet No/Date:15/82-  [Status:Deffered

IMMUNOLOGICALS LTD., |ALC4/2014 and Re-indexed
12.01.2015

200 |HQ File RLA File Lic.No/Date:0910060470 |Defer
:01/82/050/00694/AM 15/ :09/24/040/00135/AM15/ 17.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals.

201

Case No.:72/8/82-ALC4/2014 Party Name:PORUS ~ Meet No/Date:15/82- |Status:Deffered |
LABORATORIES PVT LTD. |ALC4/2014 and Re-indexed
12.01.2015 |
HQ File RLA File Lic.No/Date:0910060462 [Defer

:01/82/050/00736/AM 15/ :09/24/040/00105/AM 15/ J 17.06.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

202

Case No.:20/8/82-ALC4/2014 !Party Name:SRINI ;Meet No/Date:15/82- Status:Deffered
PHARMACEUTICALS ALC4/2014 and Re-indexed
ILTD., [12.01.2015 ,

HQ File RLA File - Lic.No/Date:0910060467 [Defer o

:01/82/050/00684/AM15/ :09/24/040/00139/AM 15/ : 17.06.2014 !Date: 18.02.2015

Decision : It was decided to call from the firm copy of Certificate of Anal&sis. The case is
deferred for 18.02.2015.

203

Case No.:160/6/82- Party Name:ALCHEM Meet No/Date:15/82- Status:Deffered

ALC4/2014 INTERNATIONAL LTD. ;ALC4/2014 {and Re-indexed
; 12.01.2015 ;

HQ File RLA File - ~ Lic.No/Date:0510388783 Defer

:01/82/050/00562/AM 15/ 1:05/23/040/00053,’AM 15/ |18.06.2014 iDate: 18.02.2015
Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals.

204

Case No.:19/8/82-ALC4/2014 |Party Name:HETERO LABS | Meet No/Date:15/82- Status:Deffered |

HQFile _ ‘RLA File

LIMITED iALC4/20 14 and Re-indexed |
| 12.01.2015 {
: }Lic.No/Date:0910060486 Defer |

:01/82/050/00683/AM 15/ :09/24/040/00153/AM 15/ {18.06.2014 |Date:18.02.2015 |
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Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

| |Case No.:73/8/82-ALC4/2014 F’arty Name:METROCHEM ‘ﬁeet No/Date:15/82- |Status:Deffered

APIPVT. LTD. ALC4/2014 iand Re-indexed
i 12.01.2015 .

205 |HQ File 'RLA File Lic.No/Date:0910060515 |Defer
:01/82/050/00737/AM15/ }:09/24/040/00 151/AM15/ |19.06.2014 \Date:18.02.2015
Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

| Icase No.:68/10/82- 'Party Name:LEBEN " [Meet No/Date:15/82-  Status:Deffered
ALC4/2014 LABORATORIES LALC4/2014 and Re-indexed

PVT.LTD., [12.01.2015

206 HQ File 'RLA File Lic.No/Date:0310785856 | Defer |
:01/82/050/00982/AM15/ ~:03/95/040/00230/AM15/ {23.06.2014 {Date: 18.02.2015
Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:230/6/82- Party Name:SYMBlOTEFi ]Meet No/Date:15/82- Status:Deffered
ALC4/2014 PHARMALAB LTD., ALC4/2014 and Re-indexed

112012015
207 HQ File ~ [RLAFile 11,1:: ‘No/Date:5610004310 [Defer
:01/82/050/00632/AM15/ } 56/24/040/00010/AM15/ 123.06.2014 WDate 18.02.2015
Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. B

5] Case No.:111/8/82- Party Name:THINQ ~ [Meet No/Date:15/82- Status:Deffered

ALC4/2014 PHARMA-CRO LIMITED ALC4/2014 and Re-indexed
12.01.2015 |

208 [HQ File ~ [RLAFile " [Lic.No/Date:0310785804 |Defer
-:01/82/050/00775/AM15/ :03/95/040/00178/AM15/ 23.06.2014 Date:18.02.2015
Decision : : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

[ [CaseNo.:107/8/82- ?arry Name:LUPIN LIMITED Meet No/Date: 15/82- “LStatus:Del‘fered
ALC4/2014 L |ALC4/2014 and Re-indexed
| | 112 01.2015 -

209 HQ File 'LRLA File Lic.No/Date:0310785907 LDefer
. 0!/82/050/0077 1/AM15/ 03/95/040/00244/AM15/ \24 06.2014 |Date:18.02. 2015
ﬁ)ecnsmn - It was decided to defer the case for 18.02.2015 for comments of Department of

| |Pharmaceutlcals. |
Case No.:170/6/82- Party Name:SOFTGEL Meet No/Date:15/82- ‘Status:Deffered l
ALC4/2014 HEALTH CARE PVT.LTD., |ALC4/2014 Iand Re-indexed

210 , \12 01.2015
HQFile RLA File " [Lic.No/Date:0410158822 Defcr

1 ;:01/82/050/00572/AM15/ !:04/24/040/00032/AM]5/ 24.06.2014 a0 |Date 18.02.2015
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Decision : It was decided to defer the case for 18.02.2015 for comments of Department of '
Pharmaceuticals.

~ [Case No.:231/6/82- Party Name: ALEMBIC b Meet No/Date:15/82- Status: Deffered
ALC4/2014 PHARMACEUTICALS LTD ALC4/2014 and Re-indexed

| 12.01.2015

211 [HQ File ~ [RLAFile "  [Lic.No/Date:3410040310 Defer
:01/82/050/00633/AM15/ :34/24/040/00055/AM 15/ 125.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

rﬂ_iCase No.:87/6/82-ALC4/2014 Party Name:DIVIS ~ Meet No/Date:15/82-  [Status:Deffered
1 rLABORATORIES LTD., ALC4/2014 and Re-indexed
| | 12.01.2015

212 |HQ File RLA File Lic.No/Date:0910060537 |Defer
:01/82/050/00489/AM15/ 1:09/24/040/00149/AM 15/ 125.06.2014 |Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

| |Case No.:89/6/82-ALC4/2014 [Party Name:DIVIS Meet No/Date:15/82-  [Status:Deffered

[LABORATORIES LTD., \ALC4/2014 and Re-indexed
| | 12.01.2015 ,

213 HQ File RLA File @c.No/Date:0910060536 Defer
:01/82/050/00491/AM15/ :09/24/040/00150/AM 15/ 25.06.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| |Pharmaceuticals.

" [Case No.:32/8/82-ALC4/2014 Party Name:SRIAM LABS hJMeet No/Date:15/82- Status:Deffered

PRIVATE LIMITED ALC4/2014 and Re-indexed |
12.01.2015 ’

214 HQ File RLA File  [Lic.No/Date:0910060539 |Defer

:01/82/050/00696/AM 15/ 1:09/24/040/00141/AM 15/ 25.06.2014 |Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:52/8/82-ALC4/2014 ;PartyNan?eLXK_E‘ _ Meet No/Date:15/82- Status:Deffer‘eid;
CHEMICALS PRIVATE ALC4/2014 and Re-indexed

| LIMITED 112.01.2015

HQ File RLA File Lic.No/Date:0710105418 [Defer

:01/82/050/00716/AM15/  |:07/24/040/00096/AM15/  26.06.2014 Date:18.02.2015

216 |

Pt

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of 3
Pharmaceuticals. i

Case No.:80/8/82-ALC4/2014 [Party Name:PREGNA ~|Meet No/Date:15/82-

Status:Deffered !

INTERNATIONAL LTD. ALC4/2014 and Re-indexed |

112.01.2015 . [

HQ File i’ﬁLA File ~ [Lic.No/Date:0310786143 [Defer |

:01/82/050/00744/AM 15/ :03/95/040/00250/AM 15/ [27.06.2014 |Date:18.02.2015

|
. |
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Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC (Petrochemical Div).

217

Case No.:63/10/82- iP_arty Name:SAVVY CARE & |Meet No/Date:15/82- Status:Deffered

ALC4/2014 \coswsncs PVT LTD 'ALC4/2014 Iand Re-indexed
| 12.01.2015 g

HQ File RLA File Lic.No/Date:0310786114 Defer

:01/82/050/00977/AM15/ 103/95/040/00254/AM15/ 27.06.2014 Date:18.02.2015

'Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

218

Case No.:219/6/82- “[Party Name:UNICHEM Meet No/Date:15/82-  |Status:Deffered

ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
12.01.2015

HQ File kRLA File Lic.No/Date:0310786118 ]Defer

101/82/050/00621/AM15/ 103/95/040/00221/AM15/

‘ 27.06.2014 Date:18.02.2015

'Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

219

Case No.:199/6/82- iParty Name:H.J.AROCHEM " [Meet No/Date:15/82- Status:Deffered
ALC4/2014 PVT.LTD., ALC4/2014 and Re-indexed
| | 12.01.2015

HQ File RLA File Lic.No/Date:0810132520 Defer

:01/82/050/00601/AM15/ :08/24/040/00569/AM 14/ 130.06.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

|

220

Case No.:202/6/82- Party Name:FORACE Meet No/Date: 15/82- | Status:Del‘fered_
ALC4/2014 [POLYMERS (P) LTD. ALC4/2014 and Re-indexed
j 12.01.2015

HQ File ~ [RLA File Lic.No/Date:0510389232 Defer
:01/82/050/00604/AM15/ Date:18.02.2015

:05/23/040/00139/AM15/ 01.07.2014

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC (Petrochemical Div).

221

'Case No.:62/8/82-ALC4/2014 NParty Name:ADCOCK ~ Meet No/Date:15/82-  Status:Deffered
INGRAM LTD, ALC4/2014 and Re-indexed
1 12.01.2015

HQ File 'RLA File Lic.No/Date:0710105491 Defer

:01/82/050/00726/AM15/ L:07f24/040/001 11/AM1S/  [02.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

222

Case No.:29/8/82-ALC4/2014 |Party Name:DIVIS " IMeet No/Date:15/82-  Status:Deffered
PHARMACEUTICALS ALC4/2014 }and Re-indexed
PPRIVATE LIMITED 12.01.2015 |

HQ File RLA File

Lic.No/Date:0910060578 iﬁefer i

:01/82/050/00693/AM15/ :09/24/040/00181/AM15/ 04.07.2014  \ ~ Date:18.02.2015 |
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;Decision : It was decided to defer the case for 18.02.2015 for comments of Departfmént of
'Pharmaceuticals.

|
= |

i (FORMERLY DUJODWALA (12.01.2015 i

Case No.:83/8/82-ALC4/2014 |Party Name:MANGALAM Meet No/Date:15/82- }Statns:Deffered
ORGANICS LIMITED ALC4/2014 |and Re-indexed

— =
|

223 [HQ File RLA File ‘Lic.No/Date:03_10786418 Ffer
:01/82/050/00747/AM15/ :03/95/040/00109/AM15/ 04.07.2014 Date:18.02.2015 |

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:18/8/82-ALC4/2014 [Party Name:RA CHEM Meet No/Date:15/82- Status:Deffered |
PHARMA LIMITED IALC4}’2014 and Re-indexed
[12.01.2015
224 HQ File RLA File ﬁ.No/Date:0910060577 Defer Date:
:01/82/050/00682/AM15/  |:09/24/040/00176/AM15/  |04.07.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
'Pharmaceuticals.
| |Case No.:64/10/82- Party Name:SATY AJIT Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 CHEMICALS PVT.LTD., ALC4/2014 and Re-indexed
; 12.01.2015 !
225 HQ File |RLA File Lic.No/Date:0310786462 Defer
:01/82/050/00978/AM 15/ 1:03/95/040/00303/AM 15/ 07.07.2014 Date:18.02.2015
e — alzed]

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

Case No.:218/6/82- |Party Name:UNICHEM Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
12.01.2015 ,
226 HQ File ~ [RLAFile Lic.No/Date:0310786466 [Defer
:01/82/050/00620/AM15/  |:03/95/040/00246/AM15/  (07.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:28/10/82- " [Party Name:GLOCHEM _iMeet No/Date:15/82-  |Status:Deffered |
ALC4/2014 INDUSTRIES LIMITED |ALC4/2014 ‘and Re-indexed
; 12.01.2015 l
227 |HQ File RLA File ~ |Lic.No/Date:0910060609 | Defer
:01/82/050/00942/AM15/  :09/24/040/00143/AM15/  08.07.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

Case No.:84/8/82-ALC4/2014 iParty Name:NAPROD LIFE ~ Meet No/Date:15/82- A!ﬁtus:Deffered }

HQ File ‘RLA File LLic.No/Date:0310786556
:01/82/050/00748/AM 15/ :03/95/040/00258/AM15/  (08.07.2014

ISCIENCES PVT. LTD. ALC4/2014 ‘and Re-indexed ;
228 | [12.01.2015 r i
Defer
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Decision : It was decided to defer the case for 18.02.2015 for comments of Depar;ment of
Pharmaceuticals. |

" |Case No.:62/10/82- | Earty Name:STERLING !ﬁeet No/Date:15/82- Status:DeI‘fere:i-

ALC4/2014 AUXILIARIES PVT LTD |ALC4/2014 and Re-indexed
112.01.2015 ;

229 [HQ File RLA File iLic.No/Date:0310786523 Defer
:01/82/050/00976/AM15/ :03/95/040/00271/AM15/ |08.07.2014 Date18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| JC&PC.

" |cCase No.:44/15/82- [Party Name:HETERO LABS [ Meet No/Date: 15/82- 'Status: Deffered
ALC4/2014 1LIM]TED |ALC4/2014 iand Re-indexed

| 12.01.2015 |

230 |HQ File RLA File [Lic.No/Date:0910060635 [Defer Date:
:01/82/050/01331/AM15/ :09/24/040/00192/AM15/ 09.07.2014 {18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:21/8/82-ALC4/2014 Party Name:MYLAN [Meet No/Date:15/82-  |Status:Deffered

[LABORATORIES LIMITED !ALC4.’2014 ‘and Re-indexed
| 12.01.2015 i

231 [HQ File ]RLA File iLic.NofDate:0910060632 Hzfer
:01/82/050/00685/AM 15/ |:09,"241/{)1’,0.!'001 34/AMI15/ 109.07.2014 |Date:l 8.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| Pharmaceuticals.

" [Case No.:32/10/82-ALC4/2014 ‘Party Name:AUROBINDO  Meet No/Date: 15/82- Status:

PHARMA LIMITED |ALC4/2014 Approved
1 } 12.01.2015 1
HQFile RLA File ' [Lic.No/Date:0910060655 | Defer Date:
:01/82/050/00946/AM15/ :09/24/040/00182/AM1 5/ 11.07.2014 g
Decision : In the light of earlier decision taken in meeting No. 18/82 dated 19.12.2013, it was decided
to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever
732 is less:
Export Product Quantity | SLNo. | Import items Quantity allowed
k
Meropenem for | 1 kg 1. Meropenem Trihydrate (Non-sterile) 1.032
Injection 2 Acetone 1.85
3. Methanol 2.01
4. Activated Carbon 0.065
RA concerned may take further necessary action as per above decision of NC. '
\Case No.:194/6/82- = iparty Name:MOREPEN ~ [Meet No/Date:1 5/82- Status: |
ALC4/2014 ELABORATOR[ES LTD., }ALC4/2014 Approved. 1
- g 112.01.2015 ; |
HQFile @ |RLAFile ~ [Lic.No/Date:051038965 Defer Date: |
:01/82/050/00596/AM 15/ \:05/24/040/00147/AM 15/ 4 { -
| 11.07.2014 N\ (
o G
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Decision : In the light of written comments received fro-ﬁlmﬁépanment of Pharmaceuticals vide
‘ their OM No. 35011/389/2014-PI(Norms) dated 20.01.2015, 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:
Exprt Product: Montelukast Sodium
Qty. Recommended
S. No. Import Item kg/kg.
(5)-(E)-2-[2-[3-(7-chloro-2-quinolinyl)-ethenylphenyl]-
1. |3-hydroxypropyl]-phenyl]-2-propanol 1.24 _
1 2.  |Methanol 2.325
| 3. [N,N-Diisopropylethylamine 0.30
4. [Tetrahydrofuran 315
5. |Acetonitrile 295 ,
6. [2-[1-(Mercaptomethyl)Cyclopropyl] Acetic Acid 0.40 .
i RA concerned may take further necessary action as per above decision of NC. !
| |Case No.:36/8/82-ALC412014 [Party Name:RA CHEM  Meet No/Date:15/82- Status: Deffered |
[PHARMA LIMITED |ALC4/2014 /and Re-indexed |
. ; 112.01.2015 | I
234 |HQ File ' “[RLA File ~ [Lic.No/Date:0910060661 [Defer ;
:01/82/050/00700/AM15/ |:09/24/040/00198/AM15/ (14.07.2014 EDate: 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of -‘
Pharmaceuticals.
| [Case No.:27/8/82-ALC4/2014 Party Name:SHILPA Meet No/Date:15/82-  |Status:
IMEDICARE LTD., %ALC4/2014 approved
| 12.01.2015
HQ File RLA File ~ [Lic.No/Date:0710105736 [Defer Date:
1:01/82/050/00691/AM 15/ :07/24/040/00144/AM 15/ ’ 15.07.2014
Decision : Committee considered case as per agenda and in light of earlier decision taken in
11/82 meeting held on 26.11.2014 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 |
235 |Whichever is lower:- E
E |
Export product Exp. | SL.No. Import items Qty. :
Qty. allowed ‘
Ambroxol HCL lkg | 1. Liquid Bromine 1.32kg ~— ||
2. Trans Para Amino Cyclohexanol 0.80kg - ‘
3. Sodium Borohydride 0.583 kg . |
4, Tetra Hydrofuran 2.15kg . ’
\: 5. Methanol 2.58kg -~ ||
g 6. Methylene Dichloride 3225kg |
—— N1l TN e i
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RA concerned may take further necessary action as per above decision of NC.

Case No.:200/6/82- !Party Name:PANACEA Meet No/Date:15/82- Status:Deffered
ALC4/2014 BIOTEC LTD., ALC4/2014 and Re-indexed
'\ 12.01.2015 1
236 HQ File LRLA File Lic.No/Date:0510389734 Defer
:01/82/050/00602/AM 15/ |:05/24/040/00168/AM15/ 16.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for commehts of Department of
Biotechnology.

Case No.:214/6/82- Party Name: ALCHYMARS Meet No/Date:15/82- Status:Deffered
ALC4/2014 ICM SM PRIVATE LIMITED ALC4/2014 and Re-indexed
, 12.01.2015

237 |HQ File RLA File F.ic.No/Date:O4lO!59026 Defer
:01/82/050/00616/AM15/  :04/24/040/00067/AM15/  [18.07.2014 Date:18.02.2015
lDecision + It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" [Case No.:72/10/82- [Party Name:GLOBAL Meet No/Date:15/82- | Status:Deffered
'ALC4/2014 CALCIUM PRIVATE ALC4/2014 and Re-indexed
| LIMITED, 12.01.2015

238 [HQ File ' RLA File Lic.No/Date:0710105884 |Defer
:01/82/050/00986/AM15/ :07/24/040/00112/AM15/ 118.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

r_ Case No.:70/8/82-ALC4/2014 iFarty Name:SHANPAR Meet No/Date:15/82- Status:Deffered
‘ITNDUSTRIES PVT.LTD.  |ALC4/2014 and Re-indexed
\ 112.01.2015
239 |HQ File ~ [RLAFile " |Lic.No/Date:3410040385 |Defer
:01/82/050/00734/AM15/ 1:34/24/040/00097/AM15/ 21.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

" [Case No.:103/8/82- Party Name:IPCA " [Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
12.01.2015
240 HQ File RLA File Lic.No/Date:0310787202 |Defer
101/82/050/00767/AM15/ :03/94/040/00230/AM15/  22.07.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:25/15/82-ALC4/2014 Party Name:SHIVAM OILS & [Meet No/Date:15/82- Status:Case
PROTEINS INDUSTRY, ALC4/2014 Added
241 1 112.01.2015
HQ File ' RLA File " Lic.No/Date:5610004338 | Defer Date:

:01/82/050/01312/AM15/ :56/24/040/00019/AM15/ !22.07.20 14 \ O\ |18.02.2015




242 HQ File

57

C&PC (Petrochemlcals Div.).

‘Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Case No.:2/6/82-ALC4/2014 |Party Name:SOFTGEL

HEALTH CARE PVT. LTD.,

Meet No/Date:15/82-
lALC4/2014
E|2 01.2015

!Status:Del‘fered
;and Re-indexed

RLA File

:01/82/050/00404/AM 15/

:04/24/040/0003 1/AM15/

122.07. 2014

~ [Lic.No/Date:0410159058 Defer

Date:18.02. 2015

Pharmaceuticals.

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Case No.:71/8/82-ALC4/2014 |Party Name: ALEMBIC

PHARMACEUTICALS LTD |ALC4/2014

[ﬁeet No/Date:15/82-

12.01.2015

Status:Deffered
and Re-indexed

243 HQ File RLA File
:01/82/050/00735/AM 15/ :34/24/040/00099/AM 15/

23.07. 2014

Lic.No/Date:3410040394 |Defer

Date:18.02.2015

Decision : It was decided to defer the case for 18.02. 2015 for comments of Department of

nPharmaceutlcals

applied by the firm, whichever is less:

Decision : In the llght of earlier decision taken in meetmg no. 16/82 dated 16.08. 2012, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as

~ [Case No.:3/6/82-ALC4/2014  Party Name:CADILA Meet No/Date:15/82- [Status: |
’ ‘HEALTHCARE LTD., ALC4/2014 ‘Approved
’ | 12.01.2015
‘HQ File lRLA File Lic.No/Date:0810132790 |Defer Date:
:01/82/050/00405/AM 15/ :08/24/040/00165/AM 15/ 23.07.2014 '

e Export Product | Export SINo. | import items Quantity
Qty. allowed
Tamsulosin Hel | 1 No. 1 Tamsulosin Hydrochloride 0.408 mg
0.4 mg 2. Methacrylic Acid COponmer 170.012 mg .
Capsule Dispersion NF
3. Microcrystalline Cellulose (Acicel 233 mg
PH 102)
4. Import items at SI. No.4 to 10 As per packing
policy
RA may take appropriate action as per the decision of Norms Committee. !
| case No.:122/8/82- Party Name:EMCURE Meet No/Date:15/82- Etatus:Deffered
ALC4/2014 |PHARMACEUTICALS LTD. |ALC4/2014 Iand Re-indexed
| [12.01.2015
245 HQ File ~ [RLA File ~ [Lic.No/Date:31 10064607 EDo:ﬁ:tr
:01/82/050/00786/AM15/ -3 l/83/040/00|0I/AM 15/ 124.07. 20]4 ‘Date 18.02.2015
FDECIS]OII It was decided to defer the case for 18.02. 2015 for comments of Department of
Pharmaceuticals.
Case No.:64/8/82-ALC4/2014 'Party Name:MOREPEN §Meet No/Date:15/82- ]{S_tatus:Deﬂ'ered
246 LABORATORIES LTD., |ALC4/2014 /and Re-indexed |
\’ Wi { 112.01.2015 { N

SRS 1 | S—
g H=1 -’ g TaEYT &l 1'“\7
Dy. Director G,_ :ra! of Foreign Trade
fader =R "e“ﬁéﬂam—'a‘

Directorate General of Foreign Tr
D\.aar\menl of Commerce

S e, T8 e
Udyog Bhawan, New Delhi




(o

-~
HQ File RLA File ‘LﬁofDate:OS 10389956 |Defer
:01/82/050/00728/AM15/ |:05/24/040/00189/AM15/ 125.07.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" |case No.:73/10/82- [Party Name: ADCOCK Meet No/Date:15/82- Status:Deffered
ALC4/2014 INGRAM LTD, ;ALC4/20I4 and Re-indexed

, 12.01.2015 ; ’

247 HQ File RLA File Lic.No/Date:0710106215 Defer T
:01/82/050/00987/AM15/ :07/21/040/00370/AM15/ 28.07.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. |

" [Case No.:26/10/82-ALC4/2014 |Party Name:INDO PHYTO  |Meet No/Date:15/82- Status:

‘CHEMICALS PVT LTD |ALC4/2014 Approved
; 12.01.2015 |
HQ File RLA File Ec.No/Date:0510390068 Defer Date:
|:01/82/050/00940/AM 15/ :05/23/040/00170/AM15/ |0] .08.2014

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

3 received from Department of Pharmaceuticals vide their OM No. 35011/333/2014-PI(Norms)

| dated 22.01.2015 and in consultation with technical authority present in meeting, decided to

‘ ratify norms under para 4.7 of HBP as per details given below or as applied by firm whichever is
lower:-

248

Export product Exp. | SI.No. | Import items Qty. Allowed
Qty. Kg/kg
19-Norandrostenedione 1kg 1 Sitolactone 1.40
| 99% Intermediate -
| : 2 5-Chloro-2-
| Pentanone . 1.30
3 Tetrahydrofuran 3.50 livkg
RA concerned may take further necessary action as per above decision of NC.
" |Case No.:66/8/82-ALC4/2014 |Party Name:RECKITT ~ |Meet No/Date:15/82- Status:Deffered
BENCKISER ALC4/2014 and Re-indexed
HEALTHCARE INDIA 12.01.2015
LIMITED .

249 [4Q File RLA File 'f‘Lic.No/Date:0510390158 Defer
:01/82/050/00730/AM 15/ :05/24/040/00205/AM15/ {06.08.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. |

" [Case No.:87/10/82-  |Party Name:VEGESNA Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 !LABORATORIES PRIVATE IALC4/20I4 and Re-indexed

250 LIMITED 12.01.2015 ; .

'HQ File 'RLA File ' Lic.No/Date:0910060837 Defer \( \(\
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| [:01/82/050/01001/AM15/  [:09/24/040/00258/AM15/  |11.08.2014 ~ |Date:18.02.2015

' |Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| |Pharmaceuticals.

. |Case No.:18/15/82- [Party Name:SHASUN Meet No/Date:15/82-  [Status:Deffered
ALC4/2014 PHARMACEUTICALS ALC4/2014 'and Re-indexed

LIMITED 12.01.2015 !

251 [HQ File RLA File Lic.No/Date:0410159222 |Defer Date:

:01/82/050/01305/AM15/  |:04/24/040/00127/AM15/ 13.08.2014 18.02.2015

!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 18.02.2015.

Case No.:17/15/82- ] Party Name:SURVIVAL Meet No/Date:15/82- Status:Deffered
ALC4/2014 TECHNOLOGIES PVT.LTD. ALC4/2014 and Re-indexed
| 12.012015 ! ,
252 |HQFile 'RLA File ’ Lic.No/Date:0310788314 [Defer
:01/82/050/01304/AM 15/ :03/95/040/00428/AM 15/ 25.08.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.

Case No.:2/8/82-ALC4/2014 [Party Name:SAURAV ~ Meet No/Date:15/82- |Status:Deffered
CHEMICALS LTD, ALC4/2014 and Re-indexed
| ' 112.01.2015
253 |HQ File ~ |RLA File LLic.No/Date:2210015079 [Defer
:01/82/050/00666/AM15/  |:22/24/040/00051/AM15/  (03.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:55/15/82- ~ |[Party Name:COVALENT  |Meet No/Date:15/82- |Status:Deffered
ALC4/2014 LABORATORIES PRIVATE |ALC4/2014 and Re-indexed
| LIMITED 12.01.2015 | |
254 HQ File RLA File Lic.No/Date:0910060921 Defer Date:
:01/82/050/01342/AM15/  :09/24/040/00274/AM15/ 05.09.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
| |Case No.:16/10/82- T @&;_Néfne:GLAND Meet No/Date: 15/82- Status:Deffered
ALC4/2014 PPHARMA LIMITED ALC4/2014 and Re-indexed
! 12.01.2015 ; z
255 [HQ File RLA File Lic.No/Date:0910060946 F)efef’
:01/82/050/00930/AM15/ :09/24/040/00297/AM15/ 11.09.2014 Date:18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
~ [Case No.:45/15/82- ~ PartyName:GLAND ~ |Meet No/Date:15/82- [Status:Deffered
ALC4/2014 'PHARMA LIMITED 'ALC4/2014 and Re-indexed
256 i 12.01.2015 i —
| (= |
HQ File RLA File Lic.No/Date:0910060957 |Defer Date:
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:01/82/050/01332/AM15/  |:09/24/040/00305/AM15/  [12.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

257

Case No.:4/8/82-ALC4/2014 |Party Name:HONOUR LAB  [Meet No/Date: 15/82- Status:Deffered

LIMITED |ALC4/2014 ‘and Re-indexed
, 12.01.2015 B
HQ File RLA File ~ [Lic.No/Date:0910060963 Defer
:01/82/050/00668/AM15/  |:09/24/040/00318/AM15/  |12.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
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Case No.:6/8/82-ALC4/2014 |Party Name:HONOUR LAB F)Ieet No/Date:15/82-  |Status:Deffered

LIMITED ALC4/2014 and Re-indexed
| 12.01.2015

HQ File RLA File Lic.No/Date:0910060964 Defer

:01/82/050/00670/AM15/ :09/24/040/003 14/AM15/ 12.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

259

Case No.:7/8/82-ALC4/2014 iP_arty Name:HONOUR LAB  Meet No/Date:15/82- ‘Status:l)eﬂ‘ered

LIMITED ALC4/2014 ‘and Re-indexed
{ 12.01.2015 l
HQ File ~ RLAFile Lic.No/Date:0910060965 [Defer
:01/82/050/00671/AM1S/  :09/24/040/00317/AM1S/  [12.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

260

Case No.:8/8/82-ALC4/2014 lParty Name:HONOUR LAB Fvleet No/Date:15/82-  [Status:Deffered

LIMITED |ALC4/2014 ‘and Re-indexed
12.01.2015 |
HQ File FLA’ File \Llc No/Date:0910060966 |Defer
:01/82/050/00672/AM15/ 09/24/040/00315/AM15/  12.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
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Case No.:9/8/82-ALC4/2014 |Party Name:HETERO LABS |Meet No/Date:15/82-  [Status: Deffered
LIMITED ALC4/2014 and Re-indexed
12.01.2015
HQ File ¥ RLA File {Lic No/Date:0910060967 Defer
:01/82/050/00673/AM1S/  |:09/24/040/00320/AM15/  15.09.2014 Date:18.02.2015

Decision : It was decided to defer the case for 18. 02.2015 for comments of Department of
Pharmaceuticals.

Case No.:12/15/82- Party Name:JINDAL DRUGS |Meet No/Date:15/82-  |Status:Deffered

ALC4/2014 LIMITED |ALC4/2014 and Re-indexed
262 5 12.01.2015

HQ File RLA File \Llc No/Date:0310789265 E)efer Date:
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:01/82/050/01299/AM15/  |:03/94/040/00460/AM15/  |16.09.2014 18022015 |

Decision : It was decided to defer the case for 18.02.2015 for comments of Departmént of ?
'Pharmaceuticals. |

~ [Case No.:13/8/82-ALC4/2014 [Party Name:HETERO LABS |Meet No/Date:15/82- [Status:Deffered
. LIMITED /ALC4/2014 and Re-indexed
! t 12.01.2015
263 HQ File ~ [RLA File Lic.No/Date:0910060989 [Defer
:01/82/050/00677/AM15/ :09/24/040/00324/AM15/  |17.09.2014 Date:18.02.2015

iDecision : It was decided to defer the case for 18.02.2015 for comments of Department of
'Pharmaceuticals.

Case No.:38/1 15/82- -!Party Name:SALICYLATES Meet No/Date:15/82- Status:Deffered
ALC4/2014 & CHEMICALS PRIVATE  |ALC4/2014 and Re-indexed
LIMITED 112.01.2015
264 HQ File RLA File gr[,ic.NofDate:0910060988 Defer Date:
:01/82/050/01325/AM 15/ :09/24/040/00250/AM 15/ 117.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
’ C&PC.
|

-

Case No.:54/15/82-

rParty Name:DR REDDYS ~ [Meet No/Date:15/82- Status:Deffered i
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed
; 12.01.2015 !
265 [HQ File ~ [RLA File '  [Lic.No/Date:0910060994 [Defer Date:
:01/82/050/01341/AM15/ :09/24/040/00309/AM 15/ 19.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

Pharmaceuticals. '
~ |Case No.:125/8/82- Party Name:HETERO Iliagé?iqofoaze: 15/82-  [Status:Deffered |
ALC4/2014 DRUGS LIMITED, ALC4/2014 and Re-indexed |
, 12.01.2015 ;
266 HQ File RLA File jiic.No/D;t"é:O910061000 iDefer Date:
:01/82/050/00789/AM15/  |:09/24/040/00345/AM15/  |19.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

(Case No.:126/8/82- lParty Name:RELIANCE Meet No/Date:15/82-  [Status: Deffered
ALC4/2014 INDUSTRIES LTD. ALC4/2014 ‘and Re-indexed
| 112.01.2015 |
267 HQ File RLA File ~ [Lic.No/Date:0310789468 [Defer Date:
:01/82/050/00790/AMIS/  :03/95/040/00269/AM15/ 19.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Depértment of
C&PC.. 1

Case No.:9/15/82-ALC4/2014 Party Name:VIRCHOW ~ [Meet No/Date:15/82- |Status:Deffered |

[BIOTEC}-[ PVTLTD., |ALC4/2014 Iand Re-indexed |
268 | 12.01.2015 1 \
HQ File RLA File ~ [Lic.No/Date:0910061001 [Defer Date: |~ |
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01/82/050/01296/AM15/  |:09/24/040/00327/AM15/  [19.09.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:60/15/82- ey ‘Party Name:CLEAN Meet No/Date:15/82- fSTatus:Deﬂ'ered
ALC4/2014 |SCIENCE AND ALC4/2014 ‘and Re-indexed

'TECHNOLOGY PVT.LTD. 12.01.2015 |

269 HQ File l 1 !RLA File Lic.No/Date:3110064915 |Defer Date:
:01/82/050/01347/AM 15/ !‘:3 1/83/040/00136/AMI15/ 22.09.2014 11 8.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" Case No.:127/8/82- " |Party Name:HETERO LABS | Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LIMITED |ALC4/2014 and Re-indexed
& 12.01.2015 N
270 HQ File IRLA File " Lic.No/Date:0910061002 ﬁ)efer Date:
:01/82/050/00791/AM15/ :09/24/040/00339/AM15/ |22.0942014 18.02.2015
B e .
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
| |Case No.:128/8/82- " [Party Name:HETERO LABS | Mect No/Date:15/82-  [Status:Deffered
ALC4/2014 LIMITED ALC4/2014 land Re-indexed
; 12.01.2015
271 'HQ File !RLA File Lic.No/Date:0910061003 Defer Date:
:01/82/050/00792/AM15/ :09/24/040/00341/AM15/ 22.09.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
[ [Case No.:129/8/82- ‘Party Name:HETERO LABS |Meet No/Date:15/82- Status:Deffered |
ALC4/2014 LL[M]TED ALC4/2014 and Re-indexed
1 12.01.2015
272 HQ File {I—{LA File {Lic.No/Date:0910061004 lDefer Date:
:01/82/050/00793/AM15/ :09/24/040/00338/AM15/ [22.09.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. |
’— Case No.:130/8/82- [Party Name:HETERO LABS  |Meet No/Date:15/82-  [Status: Deffered
ALC4/2014 iLIMITED ALC4/2014 and Re-indexed
; 12.01.2015 |
273 |[HQFile E —FRfA File . Lic.No/Date:0910061005 [Defer Date:
:01/82/050/00794/AM 15/ :09/24/040/00332/AM15/ 22.09.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
"~ [Case No.:131/8/82- R F’;fty Name:HONOUR LAB |Meet No/Date:15/82-  |Status:Deffered |
ALC4/2014 LIMITED 'ALC4/2014 ’and Re-indexed
274 | 1 12.01.2015 i
'HQ File B RLA File Lic.No/Date:0910061007 [Defer Date:
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0]/82/050/00795/AM 15/ 09/24/040/00353/AM15/ ~ [22.09. 2014 18.02.2015

Decmon It was decided to defer the case for 18.02.201 5 for comments of Department of
Pharmaceuticals.

275

Case No.:61/15/82- Party Name:EMCURE [Meet No/Date:15/82-  [Status:Deffered
ALC4/2014 'PHARMACEUTICALS LTD. ALC4/2014 and Re-indexed
, 12.01.2015 J

HQ File o RLA File Lic.No/Date:3110064931 Defer Date:
01/82/050/01348/AM1S/  |:31/83/040/00148/AMIS/  [26.09.2014 18.02.2015

—— — —— —— —— = |

Decision : It was decided to defer the case for 18.02.201 5 for comments of Department of |
Pharmaceuticals.

276

Case No.:10/15/82- Ea_rty Name:SRIAM LABS ﬁ\deet_ No/Date:15/82- Status:Deffered
ALC4/2014 iPRlVATE LIMITED ALC4/2014 and Re-indexed
; 12.01.2015 |

HQ File [RLA File ' ~ [Lic.No/Date:0910061039 Defer Date:
:01/82/050/01297/AM 15/ | 09/24/040/00323/AM15/ |26 09.2014 |18.02.2015

Declsmn It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

—iCase No.:4/15/82-ALC4/2014 ngarty Name:CTLAT\HS_ I Eét No/Date: 1 5/82-_'—1Status:
[PHARMA LIMITED ALC4/2014 |Approved
112.01.2015 |
HQ File RLA File ~ [Lic.No/Date:0910061068  [Defer Date:
:01/82/050/01291/AM 15/ i'09/24/040/00334!AM15/ .09 10.2014

Decision : In the light of earlier decision taken by NC in its 11/82 meet meetmg dated 26.11.2014 | and
in consultation with technical authority present in meeting, decided to ratify norms under paraE
4.7 of HBP as per details below or as applied by firm whichever is lower:-

[A] For Export of Rocuronium Bromide Injection 10mg/ml, Sml Vial USP-------——---1No.
' [S-No. Import Item Norms As per Batch Lowest of
Applied Central Logsheet | (2)to (4)
Excise
Certificate
(1) (2) (3) (4) (5)
1 RCB Diol 71.5mg - As per SION 57.75mg |
2 | Glass Vials 1.064nos. . 1.0617 1.0565 - | 1.0565n0s |
3 Rubber Stoppers 1.076no0s. 1.0832 1.0794 1.076nos |
4 Seals, Plastic and 1.064nos. . 1.048 1.0310 1.031nos ||
Rubber f
5 | Sodium chloride BP 0.000022kg - |
6 Benzyl alcohol BP 0.000044lit i
7 | Sodium  hydroxide | 0.0000001kg i
usp - !
Hydrochloric USP 0.0000004lit Excipients & Relevant,
Tubing, Plastic 0.000673lit Consumables. Net to Net |

154
-\]r’!da



—
%278
|

bb

! 10 | Filters, Plastic 0.000181nos.
'| 11 | Anti factor xa test | 0.000101nos.
kits
12 | Anti factor lla test | 0.000101nos.
l kits '
13 | Analytical columns 0.000022no0s. -
14 | Analytical guard | 0.000022nos.
columns

|
B]

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

|
|
|
|

For Export of Rocuronium Bromide Injection 10mg/ml, 10ml Vial USP--------—-
AN |
' | S.No. Import ltem Norms As per Batch Lowest of ||
| Applied Central Logsheet | (2)to(4) ||
| Excise ‘
| Certificate
| (1) 2) (3) (4) (5)

' 1 RCB Diol 142mg - As per SION 115.5mg

‘_ 2 Glass Vials 1.07nos. 1.0927 1.0922 1.07nos

i 3 Rubber Stoppers 1.10nos. 1.1067 1.1053 1.10nos

? 4 Plastic Seals 1.05no0s. 1.0643 1.0413 1.0413nos

L 5 Sodium chloride 0.000022kg

| 6 Benzyl alcohol 0.000044lit

'| 7 | Sodium hydroxide 0.0000001kg

| 8 | Hydrochloric 0.0000004lit

! 9 Tubing 0.000673lit Excipients & Relevant, |
'l 10 | Filters 0.000181no0s. Consumables. Net to Net |

11 | Anti factor xa test | 0.000101nos. \

kits

12 | Anti factor lla test | 0.000101nos.

kits

13 | Analytical columns 0.000021nos.

14 | Analytical guard | 0.000021nos.

columns

Note:- These norms are specific to US FDA project.

|
The higher norms for packing

‘materials shall be permissible only in respect of export to USA and will not be applicablel
'on repeat basis. :

(Case No.371582-
LALC41201 4

|

~ [Party Name:GLAND
'PHARMA LIMITED

l ﬁée?ﬂg/b;te: 1 5/827-7

112.01.2015

" [Status:Deffered |
;and Re-indexed |

ALC4/2014

i
|
i
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HQ File B ~ RLAFile ~ [Lic.No/Date:0910061067 [Defer Date:
:01/82/050/01324/AM1S/  |:09/24/040/00354/AMIS/  09.10.2014 18.02.2015

‘Declsmn It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:46/15/82- Party Name:PORUS Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LABORATORIES PVT LTD |ALC4/2OI4 land Re-indexed
12.01.2015
279 HQ File RLA File Lic.No/Date:0910061072 Defer Date:
:01/82/050/01333/AM15/ [ 09/24/040/00372/AMI5/ }09 10. 20]4 18.02.2015
Decision : It was dec1ded to defer the case for 18.02.2015 for comments of Department of i
Pharmaceuticals. ;
" [case No.:35/15/82- Fﬁy Name:VIRCHOW Meet No/Date: 15/82- ’gtatus
ALC4/2014 [PETROCHEMICAL PVT ALC4/2014 Approved
| ;LTD. 12.01.2015
HQ File RLA File ’ Lic.No/Date:0910061081 ]Defer Date:
1:01/82/050/01322/AM15/ |:09/24/040/00364/AM15/ 13.10.2014 '

|Declsmn 5 Commlttee considered case as per earller decision taken by NC in its 4/82 meeting dated |
03.07.2014 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:-

i230 Export product Exp. S.No. | Import items Qty. allowed
Qty.

7- PHENYLACETAMIDEO- | | kg 1. PENICILLIN G-POTASSIUM 2.81kg
3-CHLOROMETHYL FIRST CRYSTAL -
CEPHALOSPORONIC ACID 2. ACETONE 1.971 kg
PARA METHOXY BENZYL 3. ISOPROPYL ALCOHOL 0.66 kg
ESTEROCLE) 4. DIMETHYL FORMAMIDE 1314 kg

5. METHYLENE CHLORIDE 3.29 kg

6. 2 MERCAPTO BENZO THIAZOLE | 0.511 kg

7. METHANOL 1971 kg .

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

e — |

" |case No.:36/15/82- ~ |Party Name:VIRCHOW ~ |Meet No/Date:15/82-  [Status: N
'ALC4/2014 PETROCHEMICAL PVT | ALC4/2014 Approved 51
| ILTD. 12.01.2015 | ;
HQ File RLA File o |Lic.No/Date:0910061083 [Defer Date: i
‘01/82/050/01323/AMIS/  :09/24/040/00312/AM15/  [13.10.2014

De(:lsmn Committee considered case as per earlier dec1510n taken by NC in its 4/82 meeting dated

03.07.2014 and in consultation with technical authority present in meeting, decided to ratify norms under |
»g [para 4.7 of HBP as per details below or as applied by firm whichever is lower:-
Export product Exp. S.No. | Import items Qty. allowed
Qty.
7- PHENYLACETAMIDEO- l1kg 1; PENICILLIN G-POTASSIUM 2.81 kg
3-CHLOROMETHYL FIRST CRYSTAL
CEPHALOSPORONIC ACID 2. ACETONE 1.971 kg
PA¥A METHOXY BENZYL 8. ISOPROPYL ALCOHOL 0.66 kg
S 4. DIMETHYL FORMAMIDE 1314 kg
\(" NO 5. METHYLENE CHLORIDE 3.29kg a
' \&.Mm_ KUMAT B T B
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6. 2 MERCAPTO BENZO THIAZOLE | 0.511 kg
i METHANOL 1.971 kg

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

782 | | Export product Exp. S.No. | Import items Qty. allowed
7- PHENYLACETAMIDEO- ?Lyg 1. PENICILLIN G-POTASSIUM 2.81kg
3-CHLOROMETHYL FIRST CRYSTAL
CEPHALOSPORONIC ACID 2, ACETONE 1.971 kg
PARA METHOXY BENZYL 3. ISOPROPYL ALCOHOL 0.66 kg
ESTER (GCLE) 4, DIMETHYL FORMAMIDE 1314 kg

8, METHYLENE CHLORIDE 3.29 kg
6. 2 MERCAPTO BENZO THIAZOLE | 0.511 kg
7. METHANOL 1.971 kg

Case No.:47/15/82- {Pany Name:VIRCHOW !—Méét No/Date:15/82- Status:

ALC4/2014 [PETROCHEMICAL PVT  |ALC4/2014 |Approved
LLTD. 112.01.2015 i

HQ File RLA File Lic.No/Date:0910061082 |Defer Date:

:01/82/050/01334/AM15/ :09/24/040/00361/AM15/ 13.10.2014

Decision : Committee considered case as per earlier decision taken by NC in its 4/82 meeting dated
03.07.2014 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:-

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

Case No.:42/15/82- B lParty Name:PVS AGRO VET Meet No/Date:15/82- Status:Deffered
ALC4/2014 ALC4/2014 and Re-indexed
12.01.2015 }
283 'HQ File : RLA File ILic.No/Date:0910061105 Defer Date:
:01/82/050/01329/AM15/ ]:09/24/040/00246/AM 15/ 116.10.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:13/15/82- Party Name:VINS Meet No/Date:15/82- Status:Deffered
ALC4/2014 'BIOPRODUCTS LTD., ALC4/2014 and Re-indexed
| |
i 12.01.2015 |
284 |HQ File RLA File Lic.No/Date:0910061111 P)efer Date:
:01/82/050/01300/AM15/ :09/24/040/00290/AM15/ 16.10.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

— — — - — |
Case No.:7/15/82-ALC4/2014 [Fany Name:NATCO Meet No/Date:15/82- Status:Deffered |
{PHARMA LIMITED \LALC4/2014 and Re-indexed
| |12.01.2015 ‘
285 [HQ File RLA File Lic.No/Date:0910061114 Defer Date:
:01/82/050/01294/AM15/ :09/24/040/00385/AM15/ [17.10.2014 |18.02.2015

|‘Decisiou : It was decided to defer the case for 18.02.2015 for comments of Department of

. 1
| Pharmaceuticals. N |
e ==y NiRMXKUMAR ﬂﬁ‘ﬁgj
Ty "EfNRee fade aar leedo;mq'ﬁ ce
Dy. Director General of Foreign Trade o e« N
=TT . acrorate Gen ar A
Directorate General of Foreign Trade Drec‘!‘l Y r'a.eo swd pel!
/Department of Commerce S .

FEF ey, q?; fReeh ayes
Udyog Bhawan, New Delhi S
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. Case No.:58/15/82- Party Name:SUVEN LIFE ,MeetiofDate: 15/82- lSt;tTI; Deffered

[ ALC4/2014 !SCIENCES LIMITED !ALC4/2014 jand Re-indexed
| | 112.01.2015 g

286 HQ File ~ |RLA File Lic.No/Date:0910061113 [Defer Date: .
:01/82/050/01345/AM 15/ :09/24/040/00392/AM 15/ 17.10.2014 [ 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:53/15/82- _Party Name:SATYA ~ [Meet No/Date:15/82- Status:

ALC4/2014 DEEPTHA ALC4/2014 Approved
PHARMACEUTICALS LTD [12.01.2015

HQ File RLA File ~ [Lic.No/Date:0910061124 [Defer Date:

:01/82/050/01340/AM 15/ 1:09/24/040/00380/AM 15/ 21.10.2014

{

Decision : The Committee considered the case as per agenda and in light of written comments
received from Department of Pharmaceuticals vide their OM No. 3501 1/341/2014-PI(Norms)
dated 28.11.2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is

3287 lower:- |
' | Export product Export | SI.No. | Import items Qty. |
; Qty. allowed
| kg/kg
|
| 1,1-Cyclohexane lkg |1
} | Diacetic Anhydride 1,1-Cyclohexane
| Diacetic Acid 1.188 +
I
. \RA may take appropriate action as per the decision of Norms Committee.
"TCase No.:78/10/82- Party Name:HETERO LABS |Meet No/Date:15/82-  [Status:Deffered
3ALC4/20]4 LIMITED IALC4/2014 iand Re-indexed
, ‘ 12.01.2015 | ?
288 |HQ File RLA File ~ [LicNo/Date:0910061130 Defer Date: |
E:O 1/82/050/00992/AM 15/ :09/24/040/00393/AM 15/ [22.10.2014 '18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of ‘
Pharmaceuticals. i
. e — ]
#_(Case No.:79/10/82- [Party Néme:l-_lETERO LABS |Meet ] ﬁoﬁte} 15/82- Etatus:Deffered |
|ALC4/2014 LIMITED |ALC4/2014 Jand Re-indexed |
! 12.01.2015 | |
289 HQ File RLA File Lic.No/Date:0910061131 [Defer Date: |
|:01/82/050/00993/AM15/ |:09/24/040/00391/AM 15/ 22.10.2014 [18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of !
Pharmaceuticals. ;
 |Case No.:80/10/82- Party Name:HETERO LABS |Meet No/Date:15/82-  [Status: Deffered |
ALC4/2014 LIMITED §ALC4/2014 !and Re-indexed |
290 | f 112.01.2015 !
e e o = —— — e e - =e=Camanid —)
HQ File 'RLA File Lic.No/Date:0910061132 [Defer Date:
{ :01/82/050/00994/AM 15/ [:09/24/040/00394/AM] 5/ [22.10.2014 1 8‘0,2‘20 15

e T .-1-;! .%Q:UMAR
Ig "eifagee R R

Dy. Director General of Foreign Trade
fa&er =R wEiETTEy
Directorate General of Foreign Trade
Ty farvDepantment of Commerce

TE e, |98 Relt
Udyog Bhawan, New Delhi
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Pharmaceuticals.

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

" [Case No.:81/10/82-

Party Name:HONOUR LAB  Meet No/Date:15/82-

Status:Deffered

ALC4/2014 LIMITED ALC4/2014 and Re-indexed
] 12.01.2015 |
291 [HQ File RLA File Lic.No/Date:0910061133 Defer Date:
-01/82/050/00995/AM15/  :09/24/040/00407/AM15/  |22.10.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of |
Pharmaceuticals. 1
| [Case No.:82/10/82- Party Name:DEEPAK Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 NOVOCHEM ALC4/2014 and Re-indexed
TECHNOLOGIES LTD 12.01.2015
292 [HQ File RLA File LLic.No/Date:3110065004 Defer Date:
-01/82/050/00996/AM15/  :31/83/040/00151/AM15/  [27.10.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.
~ [Case No.:84/10/82- Party Name:HETERO * [Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 'DRUGS LIMITED ALC4/2014 and Re-indexed
‘\ 12.01.2015
293 |HQ File RLA File " [Lic.No/Date:0910061140 [Defer Date:
:01/82/050/00998/AM15/  :09/24/040/00400/AM15/  [27.10.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
' |Case No.:85/10/82- " |Party Name:HETERO LABS Meet No/Date:15/82-  Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
] 12.01.2015 i :
294 [HQ File ~ [RLA File [uc.NofDétezomooel 141 |Defer Date:
:01/82/050/00999/AM15/ 1:09/24/040/00403/AM15/ 27.10.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. _J
" |case No.:64/15/82- Party Name:HPL Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 'ADDITIVES ALC4/2014 and Re-indexed
LLIMITED(FORMERLY  12.01.2015 ]
[KNOWN HIGH POLYMER | |
295 [HQ File ~ |RLAFile . Lic.No/Date:0510391738 Defer Date:
01/82/050/01351/AM15/  :05/23/040/00305/AM15/ 27.10.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
C&PC.
—[ase No.:40/15/82- ~ﬁill’any Name:SATYA 'Meet No/Date: 15/82- Status: -
ALC4/2014 'DEEPTHA - |ALC42014 Approved
296\ 'PHARMACEUTICALS LTD [12.01.2015 |
. |HQFile ~ [RLAFile Lic.No/Date:0910061153 [Defer Date ~, |

Free gy NIRMAL

|99

HETArS
Dy. Director General

e ey

.
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J01/82/050/013271AM15/ ~ |:09/24/040/00414/AM15/ [29. 10 2014 ? |
|
[

|
Decision : In the light of earlier decision taken by NC in its 12/82 meeting dated 10.12.2014 and |
' |in consultation with technical authority present in meeting, decided to ratify norms under para

i 4.7 of HBP as per details below or as applied by firm whichever is lower:-
Export product Exp. | SI.No. | Import items Qty.
Qty. Allowed
| Kg/kg
1 N-(2-AMINO-4,6- 0.764
y DICHLORO-5-
| (1S,4R)-4-[(2-AMINO-6- PYRIMIDINYL)
CHLORO-5-FORMAMIDO-4- 1kg FORMAMIDE é
PYRIM[DINYL)AMINO]-Z- 2 (+)-2- 1.41 '
| CYCLO PENTENE-1- AZABICYCLO[2.2.1]HEPT-
METHANOL 5-EN-3-
ONE(VINCELACTAM)
3 D(-)TARTARIC ACID 0.78 5
4 SODIUM BOROHYDRIDE | 0.226 i
5 ISOPROPYL ALCOHOL 4.70 ;
6 METHANOL 423 ‘
7 L(+)TARTARIC ACID 1.23 l
|
| ’ |
\RA concerned i may take further °r necessary act|on as per above de0|5|on of NC. |

LS —_— e Enfiehiethihi bt iyl I

F ’Case No.:21/15/82- - [Party Name:SHASUN ~ [Meet No/Date:15/82-  [Status: Deffered |
'ALC4/2014 PHARMACEUTICALS  |ALC4/2014 and Re-indexed

| LIMITED 12.01.2015 | |

297 \HQ File ~ |[RLATFile ' ~ |Lic.No/Date:0410159655 [Defer Date:
01/82/050/01308/AM1S/  |: 04/24/040/00200/AM1S/ 30102014 18.02.2015

Decmon It was decided to defer the case for 18.02.2015 for comments of Department of

\‘
Pharmaceuticals. j

—— —

Case No.:86/10/82- Party Name:SHIVA ~ |Meet No/Date:15/82- [Status:Deffered
ALC4/2014 PHARMACHEM LTD, \ALC4/2014 and Re-indexed
| j 12.01.2015 ;

298 HQ File RLA File ~ [Lic.No/Date:3410040644 [Defer Date:
:01/82/050/01000/AM15/  :34/24/040/00194/AM15/ 30.10.2014 118.02.2015

' |Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

’ C&PC

| |

| [Case No.:6/15/82-ALC4/2014 Party Name:SMILAX * Meet No/Date:15/82- [Status:Deffered ?
| LABORATORIES LIMITED |ALC4/2014 and Re-indexed |

| , 12.01.2015 [

299 [HQ File RLA File ~ [Lic.No/Date:0910061161 [Defer Date:
01/82/050/01293/AM1S/ | 09/24/040/00378/AM 15/ 30.10.2014 18.02.2015 1
Declsmn It was decnded to defer the case for 18.02.2015 for comments of Departn?ent of 77\
Pharmaceuticals. 1‘

300 [Case No. :57/15/82- Party Name: VIVIMED LABS BS Meet No/Date:15/82-|,
C
Dy, Director Gpnerar%i(;hﬂde
Dw&CLO\'T%t‘?F%ng;iLme; olhéj:Jmmarce

e gt ““Deml
udyog Bhawan. N
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—
ALC4/2014 LIMITED |ALC4/2014 and Re-indexed
| 12.01.2015
HQ File RLA File Lic.No/Date:0910061154 | Defer Date:

:01/82/050/01344/AM15/ i:09."24/040/00410/AM 15/ (30.10.2014 |18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
|C&PC.

. = : - Sessicas = : )
" Case No+43/15/82- _ |Party Name:VASUDHA  |Meet No/Date:15/82-  [Status:
| ALC42014 PHARMA CHEM LTD |ALC4/2014 }Appmved

L + 12.01.2015 |

HQFile RLA File Lic.No/Date:0910061176 ‘Defer Date: |
:01/82/050/01330/AM15/  |:09/24/040/00369/AM1S/  [03.11.2014 | |

!]_)_ecision  In the light of written comments received from Department of Pharmaceuticals vide their
|OM No. 35011/23/2013-PI(Norms) dated 1.4.2013, it was decided to ratify norms under Para 4.7 of HBP ‘

|

|

|

I Evl as per details given below or as applied by the firm, whichever is less: i
|

|

|

Export Product Export S.No | Import Product Quantity Allowed
Quantity Ke/kg
Losartan Potassium (or) 1kg 1, Methanol 0.51
301 i
‘ Losartan Potassium USP 5. T 059
3. 2(N-Butyl)-4-Chloro-5-Formyl 0.50
Imidazole
4. 2-Cyano-4-Methyl Biphenyl 0.68
5. Chloroform 1.20
6. Sodium Borohydride 0.048
7. Sodium Azide 0.35
8. Iso Propyl Alcohol 0.80
[ RA may take appropriate action as per the decision of Norms Committee.

- (Case No.:31/15/82- \Party Name:BELCO Wleet Nomatcﬁ-@_ﬁ}ﬁsatusm&f?ra
ALC4/2014 ‘;PHARMA |ALC4/2014 and Re-indexed
i 12.01.2015 |
302 [HQ File ' RLA File o Fic.No/Daze:oslowlsvz Defer Date:
:01/82/050/01318/AM15/ E:OS:’23/040/00337/AM 15/ [07.11.2014 18.02.2015 i
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of l
Pharmaceuticals. _3
" [Case No.:49/15/82- [Party Name:EYTAN LABS  Meet No/Date:15/82- Status:Deffered |
ALC4/2014 ILIMITED ALC4/2014 1and Re-indexed |
| 12.01.2015 ; ;
303 LHQ e RLAFle  [Lic.No/Date:0910061189 Defer Date: |
-01/82/050/01336/AM15/  :09/24/040/00413/AM1S/  [07.11.2014 18022015 |
\ Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
} \Pharmaceuticals. -

— — —_— |

304 |Case No.:23/15/82- " [party Name:VENUS Meet No/Date:15/82- Status:Deffered |

forfer AR/ NIRMAL KU

|y weiAeees f@dw saarR
Dy. Director General of Foreign Trade
Ay =R AR RTed
Directorate General of Foreign Trade
aftrea fasTyDepartment of Commerce
Fefm weq, 98 Rt
Udyog Bhawan, New Delhi



g

~|ALC4/2014 REMEDIESLTD.,  |ALC4/2014 and Re-indexed
| ; 112.01.2015 ;

| HQFile RLA File Lic.No/Date:2210015115 [Defer Date:

i }:01/82/050/0 1310/AM15/ :22/24/040/00065/AM 15/ 07.11.2014 [18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

~ [Case No.:19/15/82- Party Name:MALLADI Meet No/Date:15/82-  [Status:Deffered |
ALC4/2014 DRUGS & ALC4/2014 and Re-indexed |

PHARMACEUTICALS 12.01.2015 [
LIMITED 5 5

305 [HQ File RLA File Lic.No/Date:0410159706 [Defer Date:
:01/82/050/01306/AM15/ :04/24/040/00206/AM 15/ 11.11.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

" |case No.:20/15/82-

|Party Name:MALLADI

'Meet No/Date: 15/82-

|Status:Deffered

ALC4/2014 DRUGS & ;ALC4/2014 and Re-indexed
'PHARMACEUTICALS 12.01.2015 i
[ |LIMITED { 5 ‘
306 [HQ File RLA File Lic.No/Date:0410159705 Defer Date:
:01/82/050/01307/AM15/ 104/24/040/00207/AM15/ 11.11.2014 118.02.2015

JDeclswn It was decided to defer the case for 18.02.2015 for comments of Department of

' Pharmaceuticals.

B ’-Case No.:24/15/82- ’ﬁﬁ*ﬁame:SHlVAM OILS iMeet No/Date:15/82- [S_thtus:Deﬁered
ALC4/2014 i& PROTEINS INDUSTRY, |ALC4/2014 iand Re-indexed
1 ; |12.01.2015 ,

307 ]HQ File RLA File Lic.No/Date:5610004468 |Defer Date: ‘
1:01/82/050/01311/AM15/ :56/24/040/00046/AM 15/ 112.11.2014 18.02.2015 -

Declsmn It was decnded to defer the case for 18.02. 2

015 for comments of Department of

Ec&Pc.
| [Case No.:14/15/82- PParty Name:STERICON Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 PHARMA PVT.LTD., ALC4/2014 and Re-indexed
12.01.2015 |
308 |HQ File ‘R.LA File Lic.No/Date:0710106972 Defer Date:
:01/82/050/01301/AM15/  |:07/24/040/00274/AM15/  |13.11.2014 18.02.2015

| |Pharmaceuticals.

Case No.:56/15/82-

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

|
l

 |Party Name:VIVIMED LABS [Meet No/Date:15/82-

I 01/82/050/01343/AM 15/

\ :09/24/040/0043 1/AM 15/

113.11.2014

%tatus_:Deffered

ALC4/2014 [LIMITED ALC4/2014 and Re-indexed
112.01.2015 '
309 |HQ File \RLA File  [Lic.No/Date:0910061223 ‘Defer Date:

18.022015 |

Pharmaceuticals.

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

= oA

o
Directorate General of Foreign Trade

Fiferen Department of Commerce
S| WEA, %

fasent -
udyog Bhawan, New Delhi
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Case No.:65/15/82- }Pany Name:ABEERS iMeet No/Date:15/82-  Status:Deffered
ALC4/2014 PHARMACEUTICALS PVT | ALC4/2014 and Re-indexed
ILTD 12.01.2015
310 HQ File iRLA File Lic.No/Date:0510392011 |Defer Date:
:01/82/050/01352/AM15/ 1:05/23/040/00360/AM15/ 14.11.2014 18.02.2015

Decision : It was decided to send a copy of z;\pplication to Department of AYUSH. The case
was deferred for 18.02.2015.

" |Case No.:62/15/82- [Party Name:DIVIS 'Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LABORATORIES LTD.,  |ALC4/2014 and Re-indexed
12.01.2015
311 HQ File RLA File LLic.No/Date:0910061248 |Defer Date:
:01/82/050/01349/AMIS/  [:09/24/040/00438/AM1S/  [17.11.2014 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:59/15/82- |Party Name:MALLADI Meet No/Date:15/82- !Status:Deffered
ALC4/2014 DRUGS & ALC4/2014 and Re-indexed
'PHARMACEUTICALS 12.01.2015
; LIMITED ;
312 [4Q File RLA File Lic.No/Date:0410159756 |Defer Date:
:01/82/050/01346/AM15/  |:04/24/040/00216/AM15/  |17.11.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

Case No.:39/15/82- iParty Name:MYLAN 'Meet No/Date: 15/82- Status:Deffered
ALC4/2014 %LABORATORIES LIMITED }ALC4/20 14 and Re-indexed
i | 12.01.2015

313 |HQ File RLA File Lic.No/Date:0910061255 [Defer Date:
:01/82/050/01326/AM15/  :09/24/040/00379/AM1S/  [17.11.2014 118.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

B Case No.:41/15/82- rParty Name:MYLAN - Meet No/Date:15/82- I—S—tatus:Deffered
ALC4/2014 !LABORATORIES LIMITED |ALC4/2014 and Re-indexed
, | 12.01.2015

314 |HQ File RLA File Lic.No/Date:0910061256 Defer Date:
:01/82/050/01328/AM15/ :09/24/040/00235/AM 15/ 17.11.2014 18.02.2015

Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. ,

" |Case No.:8/1 5/82-ALC412014‘ !Party Name:NATCO Meet No/Date:15/82- Status:Deffered
PHARMA LIMITED ALC4/2014 and Re-indexed
; 12.01.2015
315 !HQ File RLA File ?Lic.No/Date:09IOO6126O |Defer Date:
:01/82/050/01295/AM15/ \‘:09/24/040/00447/AM 15/ 118.11.2014 \ 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of

| |Pharmaceuticals.

hawa N
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~ [Case No.:5U/ = Party Name JENLIFE foet No/Date:15/ Sg2-  [Swtus: Deffered |
\ALCM’L 014 \SCIENCES LIMITED LC4.’2014 l nd Re—mdexed
‘. 12012015 %
| __i_,,_r—»,_,__,_, | I M=
316\HQF A File ~ [Lic No/Date: 10910061263 \Def crDate |
11'82.’0501’ 01337/ JAM15/ 09!24 0401'00448/AM1 5/ 18 11.2014 3.02. 2015 \
for c¢ ==t \
| Declslon 1t was decided t0 defer the case for 18.02 201 15 5 for comments of Depaﬁment 0 %
\ \Pharmaceut\cals I B
Lo ___—4_—___‘.,_ wwwww w_,,fﬂﬂ_,—,,_, HHHHHHHHH e e aa
== B = . e Lf/ﬁi’ ";;
E ase No.:52/15/82° party Name:M No/Date:15/82 Statu offered |
\ ALC412014 LABORATORIE LIMIT \ALC4.’2014 and Re-mdexed
‘1 12.01. 2015 '1 \
317 /HQFile ——— [RLATil . {c No/Date 10910061280 | EDefer e
\ \:01/82/050/01339!AM1 5/ -;09!’2.4[040.’00408!AM15.’ \20 11.2014 8.02 2015 |
| S O e —— B T =
\ |Decision : 1t wa s decided t0 defer the case for 18.02 2015 for comments of Department of \
, Pharmaceutxcals o |
I e B e ﬁ__,ﬁ_b__,_r,f_ﬂww,_, R
— [Case No.:5/15/82- _ALCAN014 ra'rty NS —— [Meet No/Date: o158 Status:rﬂeﬁe;;a\
RATORIES LTD ‘ALC4!2014 land Re-indexed \
1201 012015 | \
318 HQFile i m——— ILieNo/Date: 510061275 [Defer Dat®
H 01.’821’050,’0 1292IAM1 5/ \ 09!24[040!00333/AM1 5/ 120 11.2014 118.0 |
‘ 1~ e e e gt e — - " 1
1 Decision : It was decxded to defer the cas® for 18.02 2015 for comments of Department of \
\ \Phannaceutlcals \
| B BN T P ]
z—r—' C;;WWZ- o E’ﬂ N RANU e |
\ ALC4I2614 mrg ame:G ULES }M et No/Date: y/Date:15/82- Status:De{feredE
INDIA LIMITED ALCA/2014 and Re-indexed\
112 01 2015 ,

319\HQF o RLA 1‘_HW“M 0061298
Lic NolD \t
\ 01/82.’050/0133?.’1\1\&1 5/ \ 09.’24!040.’00434!AM15] ES 11 201aﬂ.e 0910061298 Defef e
ok [ 8.02.2015

== L S
V ecision : It was decided to d to defer the case se for 18.02.2015 for comments of Departm t of
ent 0 \

Pharmaceuhcals

m_,__—u_m_»

%
i
|

fw
Case No.:63/15/82- e LTRBALS |
2 [party Name:S.M. "HERBALS M eetNo!DatW

|ALC4/2014 f
\ \ \!PVT.LTD. AL CAR014 'Status:
HQ = S TN o \12 012015 Approved
owszmsoxonmmm I e
— 15/ 05/24/04 Lic.No/Date:0510 e
1 ‘Declslon In the light of 1”&’3@356/}\% 25.11.2014 e |
| |decided to ratify rlier decision taken in meeting - T 1
; norms under P in meeting no. 3/82 o
1‘320 ﬁr[n’ hlchever 15 lesS ara 4 7 Of HBP N 1 as per detalls glveﬂ b(iia(t)f:;i 08 05 2014 ]t was L
| or as applied by the |
|
% Export product Exp -l
| — aty. SUNo. | Import items
- IS e Qwy
kaloid - g 1 \ .
Campt:)ctlhecin ( QUiI‘loline Based Alkaloid allowed
Chemical ) Camptothecin . 1.0346 kg '
HPLC Puri (NMT 95 ¢ ( Chesiee .
Th urity Not Less %0)
~ an 98.5%
A
| may take appropriate action as per th l
e decision of Norms Committee. \f\,« l
***** = i
BRG] W/Nl AI' MA\
Y AETAHE "
Dy. Director General 59 &Y
gn Trade

Cletl
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JF“‘/{E"WRJ{F&:@ Name:RANBAX Y ‘J"—ma‘/ﬁ%“‘“‘a—

ate:]15/82. 5Status:Defl‘ered |
X‘ ] ;‘LABORATORIES LTD |ALC4/2¢; 4 {!an d Re-ip dexed /
[ et s S _ - - 4’12.01.2015 | |
321 HQ Fie RLA Fijfe “m’fLic.No/Date:OSI0392153 IDefer Dage: f
| ;:01/82/050/01302/AM 15/ /:05/24/040/00385/AM 15/ 126.11 2014 1 8.02.2015 [
| =g e T m%%%‘%%\%——-ﬁmm_ﬂ.-h_‘%-_“_ﬁ__‘iv__ ——
| ;Declsmn DIt wy Cided to defer the case for 18.02.201 5 for Comments of Department of /
/ JPharmaceuticals. /
MH_&___#&\“M%\M_“__% . — %__m_k__w_wwk“ami_“__ e
[ Case No.:16/15/82- uwm/ﬁ&?ﬁaﬁawﬁgAXY “‘“‘ﬁ\‘&é&?‘ﬁ&ﬁi&éﬁﬁs‘/ﬁiw“ Statu“s':Deffere:iﬂf
!ALC4/201 4 {LABORA TORIES LTD jALC4/2014 and Re-indexed /
| 112.01.201 5 /
. '—__——-‘-' S T —— ‘"*_*""‘_*-"
322 [HQ File RLA Fje f-Lfc.No/Date:OS 10392199 [Defer Date. |
g:01/82/050/(_) 1303/Am; s 05/24/040/00386/AM15/ R7.11.2014 18022015 |
| {.Decision It wag decided ¢, defer the Case for | 8.02.2015 fo?&)mments o?ﬁg)gme;{ of
&8 harmaceuticals. |
\ﬁ e Mﬁ_ﬁ“_m_wv == M_K._w%_ih__ﬁ_\_\_j
| [Case No.:11/15/g5. ‘wm‘_,r'Pany*Rr'ErEe‘EWAﬁ “““wf, Meet No/Date; 1 5/55- ‘/s:atus:n?freredf
/’ ALC4/20]4 ;‘MENTHOL & ALLIED IiALC4/201 4 Jand Re-indexed [
| J‘CHEMICALS LTD,, jI2.01.2015 | f
323 [HQFile —— ﬁmwwwu‘ﬁfiﬁé S “'“ﬂé.ﬁéi)b?:e?ﬁfﬁ“dﬁ??ﬁ{ﬁefer Date: if
/ /:OI /§2/050/01298/§M 15{ - ‘_:33/24/040/00008/AM 15/ F.??J I%ONL_ﬁ‘_ H_i 1_523“2(11‘5“ ;
| [Decision : It was decided ¢, defer the case for 18.02.2015 for Commentg of Departmen; of
I [C&PC, —— N ——— — |
S m&w%“xu-wwm-“—‘n—*h‘“‘.‘ﬁ&
[\[(mz /15/82- "Party Name ‘SHASUN [Meet No/Date:15/g5. jStatus.l?effered f
| [ALcanog PHARMACEUTIC, /ALC4/2014 2nd Re-indexed |
| D |

12.01.2015 | !

RL %’iic.No/Daté:uOTﬁOISWQs Defer g)altgr f

.02 |

: /AM15/ 01.12.2014 18.0 |

| f:01182/050/01309/AM15/ [O4R400023pvs o1 5 4

| ¥ i in meeti 2014, it was|

? it In the light of earljer decision taken i Meeting no. 4/82 dated 03,07 201|'ed 4 the!

; ;Degls10n : Il orms under Para 4.7 of HBP v | a5 per details given below or g app ;
. |decided Fo ram“y.nl :
firm, whichever is Jess:

|

5LIMITE
! — FH‘ .
' HQFile RLA File

p f

|
i
|
i
f
|

For export of 1 No. Tablets
Import Items i
| S (Quantity in mg

—— ———

|
|
453125 g
33.99
22.66
XETINE HCL ;
1 PARO
|

|
ay

‘ o - a][y . OJDate - S er ed

| |
12.01.2015 EPE i DN
1325 jALC4/2014 | R
||

?aé snawan
o
Uay



=

'HQ File ~ |RLA File LLic.No/Date:0310791849 i‘ﬁefer Date:

f !:0]/82/050/013 19/AM15/ :03/94/040/00848/AM 15/ !09.12.2014 (18.02.2015 _
jDecision : It was decided to defer the case for 18.02.2015 for comments of Department of ;
C&PC. |

~ [Case No.:1/15/82-ALC4/2014 Party Name: AUCTUS Meet No/Date:15/82-  |Status:Deffered

PHARMA LIMITED |ALC4/2014 |and Re-indexed
I 12.01.2015 !

326 HQ File RLA File ] Lic.No/Date:0910061407 {Defer Date:
[:01/82/050/01288/AM 15/ 1:09/24/040/00490/AM 15/ |18.12.2014 |18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

 [Case No.:2/15/82-ALC4/2014 [Party Name:HETERO LABS |Meet No/Date:15/82-  Status:Deffered |

[LIMITED \ALC4/2014 /and Re-indexed
! 12.01.2015 -
327 |HQ File ' ~ [RLAFile ~ [Lic.No/Date:0910061443 [Defer Date:
:01/82/050/01289/AM 15/ :09/24/040/00545/AM 15/ 23.12.2014 118.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
’ Pharmaceuticals.
~ |Case No.:3/15/82-ALC4/2014 JParty Name:AUROBINDO  |Meet No/Date:15/82-  [Status:Deffered |
iPHARMA LIMITED iALC4/2014 land Re-indexed
| 12.01.2015 |
328 HQ File RLA File Lic.No/Date:0910061452 [Defer Date:
:01/82/050/01290/AM 15/ :09/24/040/00526/AM 15/ |24. 12.2014 }l 8.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
| |Pharmaceuticals.
- [Case No.:26/15/82- Party Name:HETERO LABS Meet No/Date:15/82-  |Status:Deffered
ALC4/2014 LIMITED iALC4/2014 ‘and Re-indexed
12.01.2015 I
329 "ﬁQ File RLA File Lic.No/Date:0910061456 TDefer Date:
1:01/82/050/01313/AM15/ 1:09/24/040/00522/AM 15/ 129.12.2014 118.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
" [case No.:27/15/82- Party Name:HETERO LABS  |Meet No/Date:15/82- Status:Deffered
ALC4/2014 [LIMITED |ALC4/2014 ‘and Re-indexed |
! 12.01.2015 ‘,
330 HQ File jiLA File jLic.NofDate:0910061457 JDefer Date:
:01/82/050/01314/AM15/ 1:09/24/040/00546/AM 15/ 129.12.2014 i 18.02.2015
lDecision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.
_7.E‘ase No.:28/15/82- ;l?mTy_NameDf{_l{E[;[W s | E—MEﬁo/Date: 15/82- _@gtus:Deffered
331 /ALC4/2014 ELABORATORIES LIMITED |ALC4/2014 land Re-indexed
|| 12.01.2015 [ \
A=e FHIR/NIRM
Y HT i i
Dy. Director General of

e war wEiFgmey
Directorate General of Foreign Trade
% f3urDepartment of Commerce

I geH, 8 [
Udyog Bhawan, New Delhi
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. [HQFile RLA File Lic.No/Date:0910061479 | Defer Date:

[ :01/82/050/01315/AM15/ :09/24/040/00502/AM15/ 102.01.2015 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Departmen_t of
Pharmaceuticals.

" |case No.:29/ 15/82- 1Party Name:HONOUR LAB Meet No/Date:15/82- ~ [Status:Deffered
ALC4/2014 LIMITED ALC4/2014 and Re-indexed |

| 12.01.2015 | ‘-

332 |HQ File RLA File " |Lic.No/Date:0910061501 |Defer Date:
:01/82/050/01316/AM15/ ‘:09/24/040/00543/AM]5/ 07.01.2015 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals.

~ [Case No.:30/15/82- Party Name:ONEIRO  |Meet No/Date:15/82-  Status: |
ALC4/2014 CHEMICALS LTD 1ALC4/2014 Approved

‘ 112.01.2015 .
HQ File ' ' RLA File R " |Lic.No/Date:3410040861 |Defer Date:
:01/82/050/01317/AM15/ :34/24/040/00264/AM15/ |07.01.2015 1

|

Decision : In the light of earlier decision taken in meeting no. 11/82 dated 26.11.2014, it was
decided to ratify norms under Para 4.7 of HBP v 1 as per details given below or as applied by the
firm, whichever is less:

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

kg/kg
2-Chloromethyl-3,5 1 Kg. 1. 3.5 Lutidine 1.04
Dimethyl-4 Methoxy
Pyridine Hydrochloride i ::':‘:"c : i‘fg
c ethano! " g |
4. Acetone 2.07
5. Activated Carbon 0.100
6. Ammonium Persulphates 1.80

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

Case No.:33/15/82- * |Party Name:HETERO ~ Meet No/Date:15/82-  (Status:Deffered
ALC4/2014 DRUGS LIMITED ALC4/2014 and Re-indexed
1 g 12.01.2015 ‘;
334HQFile  [RLAFile " Lic.No/Date:0910061507 [Defer Date:
:01/82/050/01320/AM15/  :09/24/040/00568/AM15/  08.01.2015 18.02.2015
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of
Pharmaceuticals. |
" ICase No.:34/15/82- _|Party Name:JODAS EXPOIM |Meet No/Date:15/82-  Status:Deffered |
| |ALC4/2014 PPVT.LTD.,, ALC4/2014 and Re-indexed|
; ; 12.01.2015 :
335 [HQ File RLA File Lic.No/Date:0910061522 [Defer Date: |
:01/82/050/01321/AM15/  :09/24/040/00528/AM15/  |09.01.2015 18.02.2015 |
Decision : It was decided to defer the case for 18.02.2015 for comments of Department of i
'Pharmaceuticals. i |

. - E =T
Dy. Director General of Foreign Trade
e = Aoy
erec!r;r@‘.e General of Foreign Trade
v~ f-i_'»i?’!-;)e:zrtr:went of Commerce
I e+, 98 e
Udyog Bhawan, New Delhi



Date:12.01.2015
Place:New Delhi

Dy. Director Ge.nera! o

=, 7% S Deni
dyog B;T:wan, New De
udy I

Nirmal Kumar
Dy. Director General of Foreign Trade



