Office of Directorate General of Foreign Trade
New Delhi -0

Para 4.7 Decision

MEETING NUMBER  :19/82-ALC4/2014 MEETING DATE : 18.03.2015
But actually held on 29.04.2015

Meeting No. 19/82 of 2014-15, to consider the cases/issues under Duty Exemption
Scheme (Chapter-4) of Foreign Trade Policy, 2009-14 pertaining to Chemical and Allied
products and falling under Chapter 29 and 30, was scheduled for 18.03.2015 but actually
held on 29.04.2015 under the Chairmanship of Shri Jaikant Singh, Addl. DGFT in Room
No.11, Udyog Bhawan, New Delhi.

Following members were present:-

Shri Nirmal Kumar, Deputy Director General of Foreign Trade
Shri A.K. Agarwal, Dy. Ind. Adviser, Department of C&PC

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

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

Shri Mahendra Vikram Singh, Foreign Trade Development Officer

The committee went through the minutes of earlier NC—IIl meeting No. 18/82 was
scheduled for 18.02.2015 but actually held on 16.04.2015 and approved the same.

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

| Case No.:42/19/82-ALC4/2014 [Party Name:S M S | Meet No/Date:19/82-  Status:
IPHARMACEUTICALS LTD | ALC4/2014 Approved
18.03.2015 _ _

HQFile - RLAFile  [Lic.No/Date:0910052006 Defer Date:

30.03.2012
Decision : In the light of written comments received from Department of Pharmaceuticals vide
their OM No. 35011/486/2013-PI(Norms) dated 21.11.2013, 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:

:01/82/050/01530/AM 15/ 1:09/24/040/00659/AM 12/

Export Product Qty. Sl. No. | Import Product Quantity
allowed kg/kg
Efavirenz 1 kg 1 (8)-5-chloro-alpha-(cyclopropyl 0.987

ethylyl)-2-amino-alpha-(trifluoro
methyl) benzene methanol

Triphosgene 0.448

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

* |Case No.:36/19/82- * [Party Name:ALKALI Meet No/Date:19/82-  |Status:Deffered
ALC4/2014 METALS LTD., ALC4/2014 and Re-indexed

B 18.03.2015 ;

2 [HQFile ~ [RLAFile ~ [Lic.No/Date:0910052125 Defer
:01/82/050/01524/AM15/ :09/24/040/00503/AM 12/ 12.04.2012 Date:20.05.2015

Dm;:clsmnu It was decided io.cl.e.ferrthrevcr:‘?as'é forw2005201 5 for comments of bepértrﬁént of C&PC.

SEr] a.
uUdyog Bhawan,

tNew Delhi



(Case No.:11/19/82-ALC4/2014 Party Name:VIVIMED LABS  Meet No/Date:19/82-  [Status: |
LIMITED ALC4/2014 Approved
| 118.03.2015 i
HQ File "‘ ~ RLAFile  [LicNo/Date:0910052164 |Defer Date |
:01/82/050/01499/AM15/ 1:09/24/040/00016/AM13/ 113.04.2012 ' s

]

Decision : In the light of earlier decision taken by NE:n its 7/82 n;u;eting' dated_ 1-1.657)7.2014, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied byj
the firm, whichever is less: '

Export product Export | SI.No. | Import items Qty. allowed

Qty. |
Sodium _ Ascorbyl | 1 kg 1. (2R)}-2-[(1S)-1,2- 1110 kg §
Phosphate or C-Vite Dimethoxyethyl]-4,5- !
Dihydroxyfuran-3-One !

2. Methanol 2.664 kg

3. Potassium Carbonate 4.610 kg

RA concerned may take further necessary actlon as per above decnsnon of NC.
Case No.:14/19/82- Party Name:MYLAN Meet No/Date:19/82-  Status:Deffered
ALC4/2014 LABORATORIES LIMITED |ALC4/2014 and Re-indexed |
118.03.2015 i i
HQ File - RLAFile  |Lic.No/Date:0910052196 Deter |
4 .01/82/050/01502/AM15/ :09/24/040/00613/AM12/ 116.04.2012 Date:20.05.2015 |

|
i

Decision : It was decided to defer the case - for 20.05.2015 for comments of Department of

Pharmaceuticals.
Case No.:34/19/82-ALC4/2014 Party Name:VETINDIA - Meet No/Date:19/82-  Status:
PHARMACEUTICALS |ALC4/2014 Deferred
LIMITED 18.03.2015
5 [HQFile RLA File :Lic.No/Dam:O9100522i1 Defer Date:

:01/82/050/01522/AM15/ 1:09/24/040/00655/AM12/ 116.04.2012 [12.06.2015

Decision : It was decided to defer the case for 12.06.2015 for comments of Department of

Pharmaceuticals.
Case No.:43/19/82-ALC4/2014 [Party Name:AVON  |Meet No/Date:19/82- Status: .
'ORGANICS LTD., ALC4/2014 \Approved
; 18.03.2015 }
: ; 1
F\lf ¢ HQFile TRLAFle  [LicNo/Date:0910052215 Defer Date:
\i ‘ :01/82/050/0153 1/AM15/ :09/24/040/00008/AM13/ 118.04.2012

e s/NIRMAL
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i 'RA may take appropriate action as per the decision of Norms Committee.

their OM No. 35011/577/2014-PI(Norms) dated April 2015, it was decided to ratify the norms |
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
\

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

| Qty. allowed

| kg/kg

| Valacyclovir 1 Kg. . Acyclovir 0.758 %
| Hydrochloride 2. N-Benzyloxy Carbonyl -L- Valine 1.1824 &
. __| (CBZ -L- Valine) 1
| 3. | Dicyclohexyl Carbodimide (DCC) 1.061 '
| 4. - | 4-Dimethyl Amino Pyridine (DMAP) | 0.028 f
; 5 Dimethyl Formamide 3.515 f

| Icase No,;‘zgﬁéjsE_A'L'(fj/Z()]ﬁ 'l_)artj/ N‘zim_ts;VlViMéD LABS 'Méél'Nof'ljaﬁz:'lrsi/S_Z-__"  Status:
| LIMITED ALC4/2014 Approved
18.03.2015 '
HQFile RLA File Lic.No/Date:0910052229 Defer Date:

:01/82/050/01516/AM 15/ :09/24/040/00027/AM 13/ 18.04.2012

Decision : In the light of carlier decision taken by NC in its 1 5/82 meeting dated
109.08.2012, it was decided to ratify norms under Para 4.7 of HBP v1 as per details given
\below or as applied by the firm, whichever is less: ‘

| Export product Exp. SLNo. | Import items Qty. i
‘ Qty. allowed ‘
| Octenidine Di | 1kg 1. 4-Amino Pyridine 0345kg |
| Hydrochloride or 2 1-Octanal (N-Octyl | 0.470kg ||
| Octenidine 2 HCL Aldehyde) |
3. Di  Chloro Methane | 0.374 kg
(MDC)
4. 1,10-Dicane Diol 049 kg |
5. Methyl Ethyl Ketone [ 1.003kg |
|| (MEK)
. RA may take appropriate action as per the decision of Norms Committee.
- [Case No.:7/19/82-ALC422014 [Party Name:vIVIN MeetNo/Date:19/82-  [Status:
| LABORATORIES PRIVATE  |ALC4/2014 Approved
LIMITED 18.03.2015 5
HQFile ~ [RLAFile '

Lic.No/Daté:Obi065-52723-- j't)éfer_ Dafe: B
:01/82/050/01495/AM 15/ :09/24/040/00361/AM 12/ |18.04.2012 ‘

EDecision : In the light of written comments received from Depa-l'tn{enf-of Phamaceut;c;ls,lt M\:v;;!
decided to ratify the norms under Para 4.7 of HBP v1 as per details given below or as applied by |

I;thc firm, whichever is less:
|

\
|‘ Export Product Qty. SL. No. | Import Product Quantity
‘ allowed kg/kg
| | L-MENTHYL I kg 1 0.376
| | GLYOXYLATE GLY :
fEe OXYLIC ACID

Udyog Bhawan, N
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chsFNEE 10/19/82-ALC4/2014 [Party Name:VIVIN

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

"~ [Meet No/Date:19/82-

: Status: |
| 'LABORATORIES PRIVATE ~ ALC4/2014 Approved
|| LIMITED 118.03.2015 ; ;
| [HQFile 'RLA File ~ILic No/Date:0910052222 |Defer Date: |
- 1:01/82/050/01498/AM15/ :09/24/040/00473/AM 12/ ' ‘

R T e 8 :
. Decision : In the light of written comments received from

118.04.2012 i

Department of Pharmaceuticals vide

their OM No. 35011/418/2013-PI(Norms) dated 26.09.2013, it was decided to ratify the norms|

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

\9 | I‘
.| | Export Product Qty. | SL Import Product Quantity i
f l No. allowed kg/kg ‘.
| % (2R,5R)-5-HYDROXY-{1.3]- | | kg |1 ( 2.5 DI HYDROXY 1,4- 0.30 ;
g | | OXATHIOLANE-2- DITHIANE ‘|
| | | CARBOXYLATE,  L- - 0.70 |
E MENTHYL ESTER) ECE GLYOXYLIC ACID - 50%
|

(Case No.:19/19/82-ALC4/2014 'Party Name:AUCTUS
| | PHARMA LIMITED

i |

. [HQFile
-01/82/050/01507/AM15/

~ [RLAFile

‘ ﬁ)ecisi(;l : In the light of written

l their OM No. 3501 1/356/2012-PI(Norms) dated S
'a 'norms under Para 4.7 of HBP v1 as per details given
}I

E;le:ss:
110 |

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

;:09/24!040/00576/AM 12/

comments received

lMéetiNE)/’I’)ate:iliQISZ \Status: ; 1:
'ALC4/2014 |Approved |
18.03.2015 ! ,
" Lic.No/Date:0910052316 Defer Date: |

25.042012 |
from Department of Pharmaceuticals vide%
eptember 2012, it was decided to ratify the
below or as applied by the firm, whichever is |

|
| [ Export Product

L
1
|

FCME

Qty. \ Sk Import Product Quantity 3
‘L No. allowed k ‘
| 1kg |1 GLYOXALIC ACID 0.34 .
CYCLOHEXANE 1.27
| DIHYDROXY-14-DITHIANE 028 ‘
| s-FLUOROCYTOSINE 0.531 ‘i
5 METHYLENE CHLORIDE | 8.54 ‘

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

[PHARMA LIMITED

HQ File
:01/82/050/01500/AM1S/

~ IRLA File

Decision

Eless:

Case No.:12/19/82-ALC4/2014 Party Name:AUCTUS

ﬂ:09/24/040f00003f' AM13/ ‘
e e = - " & N . |
. In the light of written comments received from Department of Pharmaceuticals vide |
ltheir OM No. 3501 1/356/2012-PI(Norms) dated September 2012, it was decided to ratify the |
'norms under Para 4.7 of HBP vl as per details given

Micet No/Date: 19/82- _[Status:
|ALC4/2014 \IApproved
18.03.2015 g !
Lic.No/Date:09100352353 IEDefe Date:

26.04.2012

below or as applied by the firm, whichever is |

)

[ Import Product | Quantity |

%
verll/ adl [ Export Product
S T AR

£ e



N[ - ~ [Ne. [ ~ Jallowedkgkg | |
| RN lkg |1 GLYOXALIC ACID 0.34 |
| |
|| N CYCLOHEXANE 1.27
. 3 DIHYDROXY-1.4-DITHIANE 0.28 .

- 4 5-FLUOROCYTOSINE 0.531 :
|| 5 METHYLENE CHLORIDE 8.54 i
RA may take appropnate actlon as per the dCC!SIOH of Norms Comrmttee
" Case No.21/19/82-  |Party Name:AUCTUS  Meet No/Date:19/82-  |Status:Deffered
ALC4/2014 PHARMA LIMITED ALC4/2014 land Re-indexed |
18.03.2015 !
12 HQFile |RLA File Lic.No/Date:0910052352 Defer
k 01/82/050/0]509/’AM15/ 09/’24/040/00002/AMI3/’ 26.04. 2012 ;Date 20.05. 2015
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
Pharmaceut:cals !
*Case No.:29/19/82- - 'Party Name:AUCTUS 'Meet No/Date:19/82- Status: Deffe-lreal
ALC4/2014 PHARMA LIMITED ALC4/2014 and Re-indexed
_ 18.03.2015 L
13 |HQ File ~ |RLAFile - Lic.No/Date:0910052354 ,[iefer -
01/82/050/01517/AM 15/ 09/24/040/00590/AM12/ 26 04. 20I2 {Date:20.05.2015 |
_ Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
_|Pharmaceuticals.
(Case No.:17/19/82-ALC4/2014 Party Name:MEDCHL ~ Meet No/Date:19/82-  [Status:
CHEMICALS AND ALC4/2014 Approved
PHARMACEUTICALS PVT  18.03.2015 ‘
LTD |
HQFile ~ RLAFile Lic.No/Date:0910052341 Defer Date:
:01/82/050/01 505/AM 15/ 09/24/040/00025/AM13/ 126.04.2012 i
Decision : In the llght of written comments received from Department of Pharmaceutlcals v1de|
their OM No. 35011/206/2013-PI(Norms) dated 03.07.2013, it was decided to ratify the norms
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
! Export Product Qty. | SL Import Product Quantity !
' No. allowed kg/kg
D2Aminobutanol lkg |1 DIL2 Arhinobiitanol 22642 '
| 2 Monosodium glutamate 1.00
|| 3 Toluene 060 . , f
RA may take appropriate action as per the decision of Norms Committee.
ICase No.:30/19/82-ALC4/2014 Party Name:VIRCHOW ~ Meet No/Date:19/82-  Status: |
PETROCHEMICAL PVT LTD. ALC4/2014 prproved
18.03.2015
. _|HQFile RLA File ' Lic.No/Date:0910052396 | Defer Date:
15 01/82/050/01518/AM15/ 09/24/040/00633/AM12/ 27.04.2012 w

Decision : In the light of written comments received from bepanment-of Pharmaceuticals wdei
their OM No. 35011/63/2014-PI(Norms) dated September 2014, it was decided to ratify the norms

under Para 4 7 of HBP vl as per deta:ls gwen below or as applled by the f'1rm whlilivelj is lessi it !
e
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| | Export product Exp. Qty. S.No. | Import items Qty. allowed
nE? 1 kg 1 PENICILLIN G-POTASSIUM 2.81kg
| | PHENYLACETAMIDEO- FIRST CRYSTAL
| | 3-CHLOROMETHYL 2. ACETONE 1.971 kg
CEPHALOSPORONIC 3. ISOPROPYL ALCOHOL 0.66 kg
ggﬁgﬁ%%ﬁ%%ﬁ) 4. DIMETHYL FORMAMIDE 1314 kg
3. METHYLENE CHLORIDE 3.29kg
6. 2 MERCAPTO BENZO THIAZOLE | 0.511 kg
7. METHANOL 1.971 kg
RA concemed may take further necessary ¢ action as per above de(:lsmn of NC
‘Case No.:41/19/82-ALC4/2014 Party Name:VIVIMED LABS Meet No/Date:19/82- Status:
[LIMITED 'ALC4/2014 Approved
‘ 18.03.2015
HQ File RLA File Lic.No/Date:0910052425 Defer Date:

01/82/050."01 529/AM15/

Declsmn : In the light of earller decision taken by- NC in its 7/82 meetu

09/24/040/00044/’AM 13/

130.04.2012

ng dated 11.09.2014, it|

5was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by |

the firm, whichever is less:

| Export product Export | SI.No. | Import items Qty. allowed
Qty.
Sodium  Ascorbyl | 1 kg 1. (2R)-2-[(18)-1,2- 1.110 kg
Phosphate or C-Vite Dimethoxyethyl]-4,5-
Dihydroxyfuran-3-One
2 Methanol 2664kg
3. Potassium Carbonate 4.610 kg

RA concemed ‘may take further ‘necessary actlon as per above demsuon of NC

'Case No.:15/19/82-
'ALC4/2014

HQ File
:01/82/050/01503/AM1/

Party Name:OPTIMUS
'DRUGS PRIVATE LIMITED
|RLA File

:09/24/040/00059/AM13/

[ Meet No/Date:19/82-
ALC4/2014

Status DelTered
and Re-indexed
18.03.2015

Lic.No/Date:0910052628 Defer
16.05.2012 Date:20.05.2015

Demélon It was decided to defer the case for 20.05. 2015 for comments of Departméﬁi of

Pharmaceutlcals

Case No.:40/19/82-ALC4/2014 Party Name:MSN

|

HQ File
:01/82/050/01528/AM15/

|Deci810n In the light of earlier decision taken in meetmg no. 8/82 dated 25.09. 2014

RLAFile

LABORATORIES LIMITED

' 09/24/040/00063!AM 1 3/

Meet No/Date:19/82-

_-Stétus: B
ALC4/2014 ‘Approved
118.03.2015

Lic.No/Date:0910052664 Defer Date:
117.05.2012

lt was

decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the

e t: Fiﬂm‘l whichever is less:



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

_ Rosuvastatin I kg. 1 (4R-CIS)-6-[(acetyloxy)methyl]- | 1.871 kg 3
|| | Calcium 2,2-dimethyl-1,3-dioxane-4- |
- acetic acid, 1, 1-dimethyl ethyl
ester t
2. Methyl 4-(4-fluorophenyl)-6- 1.871 kg ;
isopropyl -2-[(N-methyl-N-
methylsulfonyl)amino

pyrimidine-5-Carboxylate !
RA concerned may take fuzther necessary ¢ actlon as per. above decmon of NC. ‘

== i <L s e e i S St

|Case No.:16/19/82-  |Party Name:SRINI  Meet No/Date:19/82-  [Status:Deffered
. ALC4/2014 PHARMACEUTICALS LTD., ALC4/2014 and Re-indexed
E 18.03.2015 ; :
19 HQFile ~ RLAFile ' Lic.No/Date:0910052680 befer |
| [01/82/050/01504/AM1S/  :09/24/040/00060/AM13/ 18.05.2012 Date:20.05.2015 |
3 Dectsmn It was decided to defer the case for 20.05.2015 for comments of Department of |
f "Pharmaceuticals. ?
~|Case No.:38/19/82- Party Name:PORUS ~ |Meet No/Date:19/82-  Status:Deffered |
ALC4/2014 LABORATORIES PVT LTD. |ALC4/2014 and Re-indexed |
5 18.03.2015 ; |
120 HQ File RLA File Lic.No/Date:0910052706 Defer
01/82/050/01526/AM15/ |:09/24/040/000S0/AM13/ 21.05.2012 Date:20.05.2015 |

Dec1510n It was decided to defer the case for 20.05.2015 for comments of Department of
,Pharmaceutlcals

Case No.:24/19/82-  Party Name:SRINI “[Meet No/Date:19/82- Status:Deffered |
ALC4/2014 PHARMACEUTICALS LTD., |ALC4/2014 tand Re-indexed | |
18.03.2015 |

21 HQ File RLA File [Lic.No/Date:0910052750 'Defer
01/82/050/015 12/AM15/ "09/24/040/00062/AM13/ (23.05. 2012 ‘Date:20.05. 2015

J *Dec1s10n It was dectded to defer the case for 20. 05 2015 for comments of Department of
Phamtaceutlcals

""""" (Case No.:23/19/82-ALC4/2014 Party Name:VANI PHARMA  Meet No/Date:19/82-  |Status:

j LABS LTD. ALC4/2014 |Approved

| - 18.03.2015 '
HQ File RLA File Lic.No/Date:0910052752 |Defer Date: |
1:01/82/050/01511/AM15/ :09/24/040/00453/AM12/ 24 05.2012

‘DECISIOII : In the Itght of earlier decision taken in meetmg no. 22/82 dated 20.02. 2014, it was
22 decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the
firm, whichever is less:

| Export product Exp. SI.No. [ Import Items Qty. allowed |
1 Qty. kg/kg |
L Kg = Aminoguanidine Bicarbonate 446 | |




'|AMBAZONAXH20 | |2. | ThiSemiCarbazole ~ |0916 -~ |
' ' [(SP.TER) 3. Para Benzo Quinone 116 7

a. Dimethylformamide 0.20

| 5, Nitric Acid Not |

g 6. importable l
| . CP Hydrochloric Acid items I
|| 7. Toulene 0.385 5
| € 8. Methanol 1.40 !
‘ I ? Ammonia LQ Dizg i
|| (on 100% basis) !

|
IA may take appropnate act:on as per the dec1suon of Norms Commlttee !

~ [CaseN0.:33/19/82- [Pty Name:VIVIMED LABS Meet No/Date:19/82-  [Status:Deffered |
ALC412014 LIMITED ALC4/2014 and Re-indexed
| 18.03.2015 | |
23 HQFile ] - RLA File Lic.No/Date:0910052759 |Defer ]
“01/82/050/0152UAMIS/  :09/24/040/00097/AM13/  24.052012 Date:20.05.2015 | |

-Deusmn [t was dec:ded to defer the case for 20. 05 20] 5 for comments of Depanment of C&PC

......... — et S———

‘ Case No.:35/19/82- - :ITany Name:VIVIMED LABS Meet No/Date:19/82- ' Status:Deffered !

'% ALC472014 LIMITED ALC4/2014 ‘and Re-indexed |

‘ 18.03.2015

‘24 I-FQ_I;IT;_ ~ |RLAFile N Lic.No/Date:0910052760 Defer
:01/82/050/01523/AM15/ £09/24/040/00096/AM 13/ 24.05.2012 Date:20.05.2015 |

Declsmn It wés dec:ded to defer the case for 20 05 201 5 for comments of Department of C&PC |

‘_ (Case No.:20/19/82-ALC4/2014 [Party Name:VIVIMED LABS _Meet No/Date: 19/82- ‘Status:
LIMITED ALC4/2014 |Approved
| 18.03.2015
HQFile - [RLAFile ' Lic.No/Date:0910052795 jt‘)'éf'e'r Date:
:01/82/050/01508/AM15/ :09/24/040/00100/AM13/ 25.05.2012

‘ Decision : In the llght of earlier decision taken i in meeting no. 17/82 dated 05.12. 2013 it was
decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the
[firm, whichever is less: |

; Export product Exp. SI.LNo. | Importitems Qty. allowed
o Qty.
| | | TDSOR2,5 1kg i ORTHO TOLUDINE (0.T) 1.023 kg
& gg‘l:y}'{f:fED‘AMmE 2. SODIUM NITRITE 0.320 kg
|| 3. VANISPERSE 0.011kg -
. 4. SODIUM SULFITE 0.056 kg - |
\ oty 5. METHANOL 3325 !

|RA may take approprlate actlon as per the decnsnon of Norms Commlttee
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" ICase No.:13/19/82-AL.C4/2014 Party Name:AUROBINDO ~ Meet No/Date:19/82-  |Status:
PHARMA LIMITED ALC4/2014 Approved |
18.03.2015 |
HQ File RLA File Lic.No/Date:0910052817 | 'tiéfe"r Date: |
:01/82/050/01501/AM15/ :09/24/040/0008 1/AM13/ 29.05.2012 |

Decnslon : Commtttee considered the case as per agenda and in -Ilg“ht of written comments
recelved from Department of Pharmaceuticals vide their OM No. 35011/311/2014-PI(Norms) |

dated 11.11.2014 and in consultation with technical authority present in meeting, decided to|
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:- !
l

26 | Export product Exp. | SILNo. |[Importitems Qty. Allowed 1
L Qty. Kg/kg |
| IRBESARTAN 1kg |1 Ortho Toluyl Benzonitrile / 2- 0.891 |
|| Cyano-4-Methyl Biphenyl

l 3 Activated Carbon 0.100

' 4 Di-isopropyl ether 1.25 '
' 5 Dimethyl Formamide(DMF) 1.67 !
! 6 Methy! alcohol(Methanol) 4.28

7 Methylene Chloride 1.35

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

" ICase No.:26/19/82-  |Party Name:AUROBINDO  |Meet No/Date:19/82-  [Status:Deffered |
ALC4/2014 PHARMA LIMITED ALC4/2014 land Re-indexed i
18.03.2015
27 HQFile " RLA File ' Lic.No/Date:0910052816 Defer
0]/82/050/0]514/AM 15/ 09/24/040!00093/AMI3/ {29. 05 2012 Date:20. 05 2015 \
Decmon ]t was decrded to defer the case for 20.05. 2015 for comments of Department of "
Pharmaceutlcals
© Case N0.:27/19/82- Party Name:HETERO LABS  Meet No/Date:19/82- |Status:Deffered
ALC4/2014 LIMITED ALC4/2014 land Re-indexed |
[18.03.2015 w
.s[HQFile  |RLAFile Lic.No/Date:0910052815 [Defer
1:01/82/050/01515/AM15/ 091‘24/040/00103/AM]3/ 129.05.2012 Date 20. 05 2015 |
Decision : It was decided to defer the case for 20. 05.2015 for comments of Department of
 Pharmaceuticals.
‘Case No.:39/19/82- - ' |Party Name:SUVEN LIFE ~ Meet No/Date:19/82- =4 |Status Deﬁe—r&i |
|ALC4/2014 SCIENCES LIMITED ALC4/2014 ‘and Re-indexed |
18.03.2015 |
29 HQFile ~ RLA File - Lic.No/Date:0910052842 Defer
E 0]/82/050/0] 527/AM 15/ 09/24/040/00089/AM 13/ 30.05.2012 |Date 20. 05 20 15|
Decasmn It was decided to defer the case for 20.05. 2015 for comments of Department of |
:Pharmaceutncals l
- (Case No:22/19/82-ALC4/2014 Party Name:AUROBINDO  Meet No/Date:19/82- Status:
" PHARMA LIMITED ALC4/2014 Approved
R e o
a8
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| ; [18.032015
- [HQFile ~ RLAFile  [LicNo/Date:0910052849 |Defer Date: |
- 1:01/82/050/01510/AM15/ :09/24/040/00107/AM13/ 31.05.2012 ! ,

i %ITéci;i-on : Committee considered the case as per-ég-en_c.i; and in iiiightﬁof written comments|
. Ireceived from Department of Pharmaceuticals vide their OM No. 35011/312/2014-PI(Norms)
|
|

dated November 2014 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:- g
. | Export product Exp. | SLNo. | Import items Qty. Allowed \
| ] Qty. Kg/kg |
' | EMTRICITABINE kg | 5-Fluorocytosine 1.348 |
| 2 Glyoxylic Acid (as 50%) 2.234 ‘
3 Hexa Methyl Disilazane (HMDS) | 1.86 ‘
| 4 Methanesulfonic Acid 0.029 |
| 5 2.5-Dihydroxy, 1,4-Dithiane 0.90 |
i 6 Sodium borohydride 0.510 !
; 7 Activated Carbon (Carbon 0.100 |
Il Enoanticromos) ;
' 8 Cyclohexane 1.042 w’
| 9 Dimethylformamide (D M F ) 0.431 |
i 10 Methanol 2.308 ‘
11 Methylene chloride 9.331
: 12 Hexanes 8.392 '
| 13 Toulene 1.806 ’
[ 14 Steam/Thermal Coal As per fuel policy

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

~ |Case No.:25/19/82-ALC4/2014 Party Name:INCHEM Meet No/Date:19/82- Status: |
; LABORATORIES PRIVATE  ALC4/2014 Approved |
| | LIMITED 18.03.2015 . !
{HQ File RLA File Lic.No/Date:0910052851 |Defer Date: |
:01/82/050/01513/AM15/ :09/24/040/00105/AM13/ 31.05.2012 ? ‘
Decision : Committee considered the case as per agenda and in light of written comments |

. |received from Department of Pharmaceuticals vide their OM No. 3501 1/256/2014-PI(Norms)!
. dated October 2014 and in consultation with technical authority present in meeting, decided to |

| 31 iratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:-

| Export product

Exp. | SLNo. | Import items Qty. Allowed i

I |
» Qty. Kg/kg }
| 1 (RS)4-2 AMINO-1-HYDROXY 0.77 !
:‘ RACTOPAMINE HCL 1 kg ETHYL)PHENOL HCL |
; 2 4 (4-HYDROXY PHENYL)-2-BUTANONE 091 ;

[ ‘

i

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

I“[Efa}'e'ﬁz.}i?/i'ﬁisz- " - PartyNameMYLAN  Meet No/Date:19/82-  [Status:Deffered
32 |ALC4/2014 LABORATORIES LIMITED  ALC4/2014 and Re-indexed |
| | 118.03.2015 | |

=5

)
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HQ File RLA File ~ [LicNo/Date: 0910052887 [Defer i
:01/82/050/01506/AM1S/  |:09/24/040/00085/AM13/  [05.06.2012 Date:20.05.2015

DeClSlon It was decided to defer the case for 20. 05.2015 for comments_df Department of
Pharmaceutlcals

' 7i.é—asé N{;_37/I9_/§2- \Pa}t;; Name-:_)i'—S:l;R"l;(_ B 'M;aet No/Date: 1_9/82——_ \Status Deffered
ALC4/2014 LABORATORIES LTD., |ALC4/2014 tand Re-indexed
‘ {18.03.2015 '
.HQ File RLA File " [Lic.No/Date:0910052925 uDefer
| OIISZ/GSO/OISZSIAMIS/ 09/24/040/00079/AM]3/ 08 06. 2012 Date 20 05. 2015
i
'Pharmaceutlcals 1

" ICase No.:8/19/82-ALC4/2014 |Party Name:VIVIMED LABS | Meet No/Date:19/82- Status: 5
i LIMITED ALC4/2014 |Approved
! 18.03.2015 |
HQ File ~ [RLAFie " [Lic.No/Date:0910052937 |Defer Date: |
-01/82/050/01496/AM 15/ :09/24/040/001 12/AM13/ 08.06.2012 |

134

RA may take approprlate actnon as per the decnsmn of Norms Comm:ttee

‘Declsmn : In 1 the hght of written comments received fromrDepartment of Chemicals and‘
Petrochemicals vide their U.O No. 14010/138/2011-Ch. Il dated 04.04.2013, it was decided to
ratify norms under Para 4.7 of HBP vl as per details given below or as applied by the firm, |

\whichever is less: |
|

Export product Exp. SI.No. | Import items Qty. allowed |
*1 Qty. 1
1 SJ%R\%X:HEEITSJP{E 1kg 1 METHANOL 0.411 kg ‘
| vy 2. DIMETHYLOL PROPIONIC ACID | 1 203 kg j
5 (DMPA) I
| 3 PHENYL HYDRAZINE (PH) 0.928 kg . 5
: 4. TOLUENE 0.928 kg ,
| 5. AMBERLYST (RESIN) 0.171 liters

(Case No0.:9/19/82-ALC4/2014  Party Name:AKTINOS Meet No/Date:19/82-  [Status:
PHARMA PVT LTD, ALC4/2014 Approved

18.03.2015 |

HQFle  RLAFile  [LicNo/Date:0910053030 rDeferDate

01/82.’050/01497/AM 15/ 09/24/040/00134/AM l 3/ 13 06. 20!2

\Deusmn : Commlttee consudered the case as per agenda and in light of written comments‘
received from Department of Pharmaceuticals vide their OM No. 35011/163/2013- PI(Norms)
idated 09.05.2013 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:- |

| Export product Exp. | SLNo. | Import items Qty. Allowed é
| Qty. Ke/kg
: _ 1 kg 1. L-Valine 0.522
CBZ-L-Valine 2. Toluene 0.538 f
. 3. Hexane 0.808 i &

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

e e —— |

- [Case No.:32/19/82-ALC422014 [Party Name:CADILA ~ |Meet No/Date:19/82-  [Status: |
| HEALTHCARE LTD., ALC4/2014 Approved
18.03.2015

HQ File IRLA File Lic.No/Date:0810112513 [Defer Date:
| [01/82/050/01520/AM15/ :08/24/040/00087/AM13/ 14.06.2012 |

Declswn . Commrttee con51dered the case as per agenda and in lrght of written comments}

received from Department of Pharmaceuticals vide their OM No. 35011/134/2013- PI(Norms)1

| |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 below or as applied by firm whichever is lower:- |

Export product Exp. | SINo. | Import items Qty. Allowed ‘I

| Qty. Kg/kg |

| 1. ETHYL -4-CHLORO ACETO ACETATE 0.795 |

: | PHTHALIMIDO 1 kg 3. METHANOL 1272 |
! DUORENE 3. IPA (ISO PROPYL ALCOHOL ) 3.986

; 4 METHYLENE DI CHLORIDE ( MDC ) 0612 |

; \RA concerned may take further ‘necessary actron as per above decrsron of NC |

Case No.:31/19/82-ALC4/2014 |Party Name:SWISS ~ |Meet No/Date:19/82-  Status:
| PPARENTERALS PVTLTD.  ALC4/2014 Rejected
| 18.03.2015 | |
37 HQ File - 5 'RL_A File * Lic.No/Date:0810112618 |Defer Date:
| 01/82/050/01519/AM1S/ :08/24/040/00069/AM13/ 14.06.2012

i Decnsnon It was decrded to reJect  the case as export and |mport items are same.

 [Case No.:6/19/82-ALC4/2014 Party Name:BIO-TECH | Meet No/Date: 19/82- ~ 'Status:Deffered |
. OPHTHALMICS PVT. LTD., |ALC4/2014 tand Re-indexed |
| . 18.03.2015 |
38[HQFile ~ [RLAFile  |LicNo/Dawc:0810112710 Defor
' :01/82/050/01494/AM 15/ :08/24/040/00093/AM13/ 18.06.2012 Date:20.05.2015
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
Pharmaceutlcals
| |Case No.:4/4/82-ALC4/2013 Party Name:SABERO ~ |Meet No/Date:19/82- Status:Deffered
'ORGANICS GUJARAT 'ALC4/2014 and Re-indexed
, LIMITED 18.03.2015 |
3HQFile - RLAFile  [LicNo/Date:0310724136 Defer |
:01/82/050/00045/AM14/  :03/95/040/00880/AM13/ 14.02.2013 Date:20.05.2015

Declsmn : It was deeldevdmtmo defer the case for 20. 05 201 S for comments of Department of C&PC

" |Case No.:57/10/82- ipany Name:BIOLOGICAL E Meet No/Date:19/82-  [Status: |
' |ALC4/2013 LTD ALC4/2014 Approved ‘
40 - 18.03.2015 ‘ ?
. HQFile  RLAFile = |Lic.No/Date:0910055420 Defer Date:
01/82/050/00240/AM 14/ :09/24/040/00606/AM13/ 119.03.2013 ;

B
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DeCISIon - In the light of written comments recelved from Department of B|otechnology wde their OM
No. BT/IL/05/382/2013-PID dated 26.02.2015, it was decided to ratify norms under Para 4.7 of HBP v1 as

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

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

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

(PENTAVALENT VACCINE) 6000 (MACROGOL)

FULLY LIQUID 3. AEROSIL 380 V (COLLIDAL | 203.75 kg

| COMBANITAION VACCINE ANH SILICA BP) )
10 DOSE VIAL PEDIATRIC
| DOSE DIPHTHERIA. 3. GLYCEROL 1228.41 Itr
| TETANUS, 4. TWEEN-20 (POLYSRBATE 76.85 Itr.
| PERTUSSIS, HEPATITIS B 20)
| RECOMBINANT AND 5. POTASSIUM THYOCYNATE | 1697.42 gms
| HAEMOPHILLUS
| INFLUENZA TYPE B (HIB) 6. TRIS BUFFER 102.16 kg
| COMBINED VACCINE WITH 2
| VACCINE VIAL MONITOR 7 ﬁ%mg;{xggkomm © | 276.65kg
VVM
( : 8 YEAST EXTRACT 224.47 kg
9 DEXTROSE (GLUCOSE) 359.37 kg
10 L-CYSTINE 437 kg
11 BACTO CASAMINO ACID 317.58 kg
12 THIOMERSAL 3.79kg
13 SILICON EMULSION 165.00 kg
14 ADIPIC DIHYDRAZIDE 16.86 kg
(ADH) )
15 N-3- 1675.45 gm
DIMETHYLAMINOPROPYL-
N ETHYLCARBODIMIDE
HCL (EDC)
16 2-(N-MORPHOLINO) 14.41 kg
ETHANE SULFONIC ACID
(MES)
17 CETAVLON 15.369 kg
18 ALUMINIUM PHOSPHATE 769.91 kg
GEL 2%
19 L-TYROSINE 7.81kg
20 NZ CASE TT (CASEIN 391.2 kg
PEPTONE PLUS) '
21 VITABIN Bl HCL 11.45 gm
(THIAMINE
HYDROCHLORIDE)
22 GLASS VIALS SILCONISED 1100000 nos
SML
23 RUBBER STOPPERS 1085430 nos
24 ALUMINIUM CAPS/SEALS 1076890 nos
25 HEATMARKER VACCINE 1100000 nos
VIAL MONITOR LABELS
(VVM LABELS)
26 SHIPPING INDICATORS (Q | 1790 nos
TAG 2 PLUS)
27 FILTERS & FILTER AIDS 2500 nos.

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

.413

Case No.:5/19/82-ALC4/2014 Pany Name:COVALENT

HQ File

LABORATORIES PRIVATE |ALC4/2014
LIMITED 118.03.2015
RLA File -

iMeét No/Date:19/82-

Status:Deffered
and Re-indexed

Lic.No/Date:0910055925 Defer

CE 13
Udyog dhawaﬂ Ne
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:01/82/050/0 1"49'3}A'M'i5'/" B -:(')9? i6/00633/AM13/ o2 65 2013 B Date:20.05.2015
Dcclswn : It was demded to dcfer the case for 20. 05 2015 for commems of Department of
Pharmaceuticals. |
CaseN018/7/§2- R 'Parly Name:VIVIN ~ Meet No/Date:19/82- %Status:
ALC4/2014 ILABORATORIES PRIVATE | ALC4/2014 Approved ;
[LIMITED 18.03.2015 | .
HQ File N RLA File . Lic.No/Date:0910055914 Defer Date:
01/82/050/00662/AM15/ 09/24/040/00624/AM]3/ 02.05. 2013 l

Decision : Committee considered the case as pcr agenda and in hght of written comments |
received from Department of Pharmaceuticals vide their OM No. 35011/596/2014- PI(Norms)j
dated 29.04.2015 and in consultation with technical authority present in meeting, decided to|
4 ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:- |

Export product Exp. | SINo. | Import items Qty. Allowed ‘
Qty. Ko/kg

(IR 25 SR} MENTHYL- i GLYOXYLIC ACID - 50% 0_§65 |

SR-ACETOXY-1,3- l1kg |2 2,5 DI HYDROXY 1,4 DI-THIANE 0.356 ;

gﬁTHIOLANEﬁR- 3. CYCLOHEXANE 1.62 5

S 4, DI ISOPROPYL ETHER 1.31 ;

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

Case No.:6/7/82-ALC4/2014 Parly Name:RA CHEM  |Meet No/Date:19/82-  Status:
PHARMA LIMITED 'ALC4/2014 Approved
‘ 18.03.2015
HQFile @ |RLAFile N Lic.No/Date:0910055932 Defer Date:
01/82/050/00650/AM1S/  [:09/24/040/00043/AM14/  03.05.2013

Decision : Committee con51dered the case as per agenda and in llght of written comments:
received from Department of Pharmaceuticals vide their OM No. 35011/560/2014-PI(Norms)
43 dated 07.04.2015 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:- |
i

Export product Exp. | SLNo. | Import items Qty. Allowed
Qty. Ke/kg

1 2,6-Dichloro-4,8-Dipiperidino- 0.935 kg
DIFERIEMOLE | | ke Pyrimido-(4,5-d) Pyrimidine

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

Case No.:20/7/82-ALC4/2014 iPartS(VNamc:DR REDDYS ?Meet No/Date:19/82- Status:
;LABORATORIES LIMITED  |ALC4/2014 Rejected |
| 118.03.2015 i
HQFile @ [RLAFile Lic.No/Date:0910056000 Defer Date:
44 .01/82/050/00664/AM15/ !:09/24/040/00041/AM14/ 115.05.2013

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

= EW/NIR'\AAl HKUMAR . -
|9 f z
Dy. Di rsctor Genrv
A= U™ ?
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[ |Case . No.:14/6/82-ALC4/2014 Party Name:GLAND PHARMA |Meet No/Date:19/82-  Status:

‘ [LIMITED |ALC4/2014 ‘Rejected

| 5 . 18.03.2015 |

45 HQFile ~ IRLA File ~ |Lic.No/Date:0910056109  Defer Date: |

- :01/82/050/00416/AM 15/ 09/24/040/00(}65/AM]4/ 23.05.2013 .

 Decision : It was decided to reJect the case as the firm has not furnished information desplte :
rrepeated reminders.

Case No.:12/20/82- Party Name:GLAND  [Meet No/Date:19/82-  [Status: Rejected |
ALC4/2013 [PHARMA LIMITED |ALC4/2014 i
| 18.03.2015

46 HQFile " RLA File ~ Lic.No/Date:0910056108 [Defer Date: |
:01/82/050/00998/AM 14/ :09/24/040/00061/AM 14/ 23.05.2013 !
Decision : It was decided to reject the case as the firm has not furnished information despite |
rrepeated reminders. @

| |CaseNo.:22/12/82- [Party Name:INDOFIL ~ Meet No/Date:19/82-  |Status:Deffered |

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

f 18.03.2015
T uQrile 'RLA File ' Lic.No/Date:0310738404 |Defer
! 0|/82/050/00446/AMI4/ 1:03/94/040/00197/AM 14/ 120.06.2013 EDate :20.05. 2015 ‘
Declswn lt was decnded to defer the case for 20.05. 2015 for comments of Department of C&PC
Case No.:44/19/82- © Party Name:WRIGLEY  Meet No/Date:19/82-  Status:Deffered
'ALC4/2014 INDIA PVT LTD., |ALC4/2014 and Re-indexed |
; 18.03.2015 | :
HQ File RLA File ~ |Lic.No/Date:0710096312 [Defer -

48 01/82/050/01532/AM 15/ 07/24/040/00535/AM 13/ 28. 06 20I3 Date: 20 05.201 5 .
;Decnsmn : Committee considered the case as per agenda and in consultation with techmca]
.authorlty present in meeting, it was decided to request the firm to clarify as to whether the export
item is medicament, if so, a copy of Drug Manufacturing License may be furnished by the firm.

; The case was deferred for 20.05.2015.

~ [Case No.:47/14/82- |Party Name:VIVIMED LABS |Meet No/Date:19/82-  |Status:Deffered |
|ALC4/2013 [LIMITED |ALC4/2014 ‘and Re-indexed |

. 18.03.2015 ‘
49 HQ File . RLA File * [Lic.No/Date:0910057280 Defer
0[/82/’050/00632/AM]4/ | 09/24/040/0025 1/AM14/ 122.08.2013 Date:20.05.2015 |
Declsmn lt was deuded to defer the case for 20.05. 2015 for eomments of' Department of C&PC. j
| |CaseNo.:63/17/82-  [Party Name:DR REDDYS  Meet No/Date:19/82-  |Status:Deffered |
/ALC4/2013 LABORATORIES LIMITED ALC4/2014 ;and Re-indexed |
' 18.03.2015

50 HQ File "RLA File ' ~ |Lic.No/Date:0910057546 rDefer |

01/82/050/00925/AM]4/ 09/24/040/00261."AM 14/ 113.09. 2013 uDate 20. 05 20[5

Declsmn It was decided to defer the case for 20.05.2015 for comments of Department of \
Pharmaceutlcais ‘

7--"'} PO 1
Ud?mhr;ifjhn: New Delhl
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| [CaseNo.:324/82- Party Name:SANZYME LTD |Meet No/Date:19/82- |Status:Deffered |
| |ALC4/2013 . ALC4/20|4 and Re-indexed |
| | 18.03.2015 | |
51 HQ File RLA File LicNo/Date:0910058014 Defer
| [01/82/050/01202/AM 14/ | :09/24/040/00295/AM 14/ 25.10.2013 Date:20.05.201 5 |
g Decision : It was decided to defer the case for 20.05.2015 for comments of Department of ,
E Blotechnology .
e e e — e e ——— —— e e =2 e e e —l
. |CaseNo.:36/19/82- Party Name:SOHAM ~ [Meet No/Date:19/82-  |Status: Rejéc?é&’I
| :ALC412013 'ORGANICS PVT LTD ALC4/2014 - ‘
‘ ! 5 18.03.2015 : |
52 |HQ File - [RLA File - [LicNo/Date:3110060943 Defer Date: |
g ‘ 01/82/050/0098[/AM 14/ ‘ 3]/83/040/00]24/'AMI4/ 29 ]0 2013 [ !
" |Decision : It was decided to reject the case as the firm has not furnished information despite _
’repeated remmders P
| [Case No.:26/24/82-ALC4/2013 [Party Name:GLAND PHARMA [Meet No/Date:19/82- Status: |
. LIMITED ALC4/2014 jRejected ;
i 18.03.2015 ; 1
i53 HQ File RLA File ' Lic.No/Date:0910058221 | Defer Date: |
E 1:01/82/050/01225/AM 14/ 09/24/040/00392/AM14/ 113.11.2013 | {
—_—— —— ——— - — =St e i
Decision : It was decided to reject the case as the firm has not furnished information despite .
? repeated reminders.
| (CaseNo.:2824/82-  |PartyName:PORUS  MeetNo/Date:19/82-  Status: B
. |ALC4/2013 LABORATORIES PVT LTD. ALC4/2014 jRejected 5
| | 18.03.2015 t |
" |HQFile - RLAFile  [Lic.No/Date:0910058239 Defer Date: i
‘54 01/82/050/01227/AMI4/ 09/24/040/00396/AM]4/ 18.11.2013 ;
wDecnsmn It was decided to reject the case as the firm has not furnished information desplte
| ;repeated reminders.
|Case No.:140/23/82-  [PartyName:UNITED  |Meet No/Date:19/82-  [Status:Deffered
|ALC4/2013 'PHOSPHORUS LTD. |ALC4/2014 and Re-indexed |
| |  118.03.2015 | |
[HQFile RLAFile  |LicNo/Date:0310758627 [Defer |
:01/82/050/01 187/AMl4f 03/95/040/00495/AM14/ '21 11.2013 ‘Date 14.06.2015
'Decmon It was decnded to defer the case for 20 05 2015 for comments of Department of C&PC. ‘
| CaseNo.:20/24/82-  [Party Name:GLAND Meet No/Date:19/82-  |Status:
| |ALC4/2013 'PHARMA LIMITED |ALC4/2014 Rejected
, | 118.03.2015 i J
56

E

i

|

A

|g F"Eifagers A

HQ File RLA File * Lic.No/Date:0910058310 ,Defer Date:
‘ 01/82/050/012I9/AM]4/ 09/24/040/00405/AM14/ |25. II 2013 I

Dems:on It was decided to r reJect the case as the firm ‘has not furnished information desplte |
rrepeated reminders. |

ROVAR e et A A e —t — = e L —_—

Dy. Director General
e =g -
Directorate Gener:

TIfersT fpmDep

JEIT Ha
Udyog Bhawa

New Delhi



17

© [CaseNo.:104123/82-  PartyName:PCLOIL&  Meet No/Date:19/82-  [Status:Deffered |

ALC472013 SOLVENTS LTD., ALC4/2014 and Re-indexed |
| 18.03.2015 ,
57 1"H"Q File RLAFile Lic.No/Date:0510372321 Defer

[01/82/050/01151/AM14/  :05/24/040/00201/AM 14/ 29.11.2013 Date:20.05.2015 |

Declsmn It was decnded to defer the case for 20 05 201 5 for comments of Department of C&PC.

i
....... =1

| [Case No.:11/3/82-ALC4/2014 Party Name:MICRO LABS ~ |Meet No/Date:19/82-  [Status: |
LTD ALC4/2014 Approved

18.03.2015 1

- e et = e = e — = e et <= |

HQ File RLA File Lic.No/Date:0710100791 Defer Date: |

:01/82/050/00015/AM15/ :07/24/040/003 18/AM14/ [23.122013 |

4 ‘DeCISl{)n : Commlttee conmdered the case as per agenda and in hght of wntten comments |
- Ireceived from Department of Pharmaceuticals vide their OM No. 35011/261/2014- PI(Norms)’
§ dated 12.03.2015 and in consultation with technical authority present in meeting, decided to|

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

58 | Export product Exp. Qty. | SLNo. | Import items Qty. Allowed |
| |
| AMOXYCILLIN250MG + | Thousands | |* AMOXYCILLIN TRIHYDRATE | 22268 mg for one ||

FLUCLOXACILLIN 250MG 2 iies capsule :
| CAPSULES . %
‘ 2. FLUCLOXACILLIN SODIUM 267.34 mg for one !

capsule ;
| AMOXYCILLIN 1. 755 mg for 100 ml ||
12SMG+FLUCLOXACILLIN | p AMOXYCILLIN TRIHYDRATE I g fo
| 125MG ORAL ottles bottle
| SUSPENSION 2. B G ae e SR 38§lmg for 100 ml
- ottle

i \RA concerned may take further necessary action as per above decusmn of NC

" [Case No.:48/23/82- ~ PParty Name:EXCEL ~ |Meet No/Date:19/82-  [Status: Deffered |
ALC4/2013 INDUSTRIES LIMITED ALC4/2014 and Re-indexed.
! |
| 18.03.2015 |
7 HQFFile RLA File * LicNo/Date:0310763628 [Defer |
| [01/82/050/01095/AM14/  :03/94/040/00719/AM14/  30.12.2013 Date:20.05.2015

g DeCIsmn It was decu:led to defer the case for 20. 05 201 5 for comments of Department of C&PC ‘

|Case No.:22/3/82- Party Name:GLAND ~ |Meet No/Date:19/82-  [Status: |

| ALC42014 PPHARMA LIMITED ALC4/2014 Rejected |
| 18.03.2015 |
60 HQ File RLA File ~ Lic.No/Date:0910058787 Tefcr Date:
“01/82/050/00026/AMIS/  :09/24/040/00485/AM14/ 31122013 |

Decision : It was decided to reJect the case as the firm has | not furnished information desplte
repeated remlnders

| [Case No.:2/2/82-ALC4/2014 [Party Name:SAFECON ~ [Meet No/Date:19/82-  |Status: BRRY
61 LIFESCIENCES ALC4/2014 Rejected
L1 5 18.03.2015 |

D\reclorale (;er
afersd N'H

T I
Ud;oq L-m 1\/=_n New Delhi
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HQFile  RLAFile  [Lic.No/Date:6110001120 Defer Date: |

‘De(:lswn It was decided to reject the case as the firm has not furnished information desplte

|

% 5 01/82/050/00004/AM]5/ :61/24/040/00033/AM 14/ 131.12.2013
i

| grepeated reminders.

© [Case No.:244/3/82- Party Name:SAFECON ~ Meet No/Date:19/82-  Status: ]

| ALC4/2014 LIFESCIENCES 'ALC4/2014 Rejected _
| - 18.03.2015 i
562 |HQ File RLA File |Lic.No/Date:6110001119 Defer Date: ‘
01/82/050/00248/AM15/ :61/24/040/00023/AM 14/ 31 12.2013 ‘

Decision : It was decided to reject the case as the f' irm has not fumlshed 1nf0rmat|0n despite _
‘repeated remlnders |

" |Case No.:55/23/82- IngﬁameFSR?Y;\}IT

7 Méetﬁéﬁaté: 19/82- il iStatus:D_emfi'e;eF ‘
\ ;ALC4/2013 }CHEMICALS PVT.LTD., ALC4/2014 land Re-indexed |
[ | ) \ l8 03.2015 ’
P L S —
!63 HQ File IRLA File Lic.No/Date:03 10763764 Defer *
| :01/82/050/01102/AM 14/ 03/95!040/00791/AM]4/ (31.12. 20!3 \Date 20.05.201 5 |

i \DCCISlon‘ lt was deCIded to defer the case f for 20 05 2015 for comments of Departmem of C&PC

" Case No. :53/23/82- - PanyN'amEEXéEL - ~ [Meet No/Date:19/82-  Status: Deffered
ALC412013 INDUSTRIES LIMITED 'ALC4/2014 and Re-indexed |
18.03.2015 |
64 iHQ File B o RLA File Lic.No/Date:0310764365 |Defer o
:01/82/050/01100/AM14/  :03/94/040/00744/AM 14/ 02.01.2014 Date:20.05.2015

1} i s et e T e e

\Declsmn It was dec1ded to defer the case for 20 05 201 5 for comments of Department of C&PC '

“[Case No.:186/3/82-  Party NameMYLAN Meet No/Date:19/82-  Status:

. |ALC4/2014 LABORATORIES LIMITED |ALC4/2014 ‘.Rejected |
ol 18.03.2015 -
|(,5 HQFile 'iiiA File "~ [Lic.No/Date:0910058825 Defer Date:

R ———— —— —_—

| 01/82/050/00190/AM 15/ E 09/24/040/00484/AM14/ 06.01.2014

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

| [Case No.:196/3/82- ALC4/2014 [Party Name:ARUDAA VIS [Meet No/Date:19/82- - [status:
| LABS PRIVATE LIMITED | ALC4/2014 approved |
|| g 18.03.2015 | ;
. HoFle  RLAFle  |Lic.No/Date:0410154292 |Defer Date:
:01/82/050/00200/AM15/ :04/24/040/00219/AM 14/ 15012014 |

Dec1s10n Comrmttee con5|dered the case as per agenda and in Inght of wntten comments
L66 'received from Department of Pharmaceuticals vide their OM No. 35011/382/2014- PI(Norms)I
‘dated 07.04.2015 and in consultation with technical authority present in meeting, decided to;
.ratlfy norms under para 4.7 of HBP as per details given below or as applied by firm whichever |sl
lower:-

Export Item No. 1 : DMT-T
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S.No.__ [ Importitem T Qty. recommended kglkg____
1. THYMIDINE 0.596

[ |2 DMT-CI 0.761

§ Export Item No. 2 : DMT-Bz-dc

S. No. Import Item Qty. recommended kg/kg

‘ 1. Deoxycytidine 0.678
2. DMT-CI 0.65

| Export Item No. 3 : DMT-Bz-dA

[ S. No. Import Item Qty. recommended kg/kg f
|| 1. DEOXYADENOSIN MONOHYDRATE 0.73
55 5 3 DMT-CI 0.68 4

| Export ltem No. 4 : DMT—iBu-dG f

| | |S.No. Import Item Qty. recommended kg/kg
R DEOXYGUANOSINE MONOHYDRATE 0.688
[ L2 DMT-CI 0.70

i
|
Ll %
| |RA concerned may take further necessary action as per above decision of NC. §

= e = — i e m e e

~ Case No.:40/4/82- ~ [Party Name:NEW ALLIANCE Meet No/Date:19/82-  [Status:Deffered |

ALC4/2014 DYE-CHEM PVT.LTD,  |ALC4/2014 and Re-indexed

%7 HQFile ~ [RLA File [Lic.No/Date:0310766431 Defer |
:03/95/040/00805/AM14/ [16.012014 Date:20.05.2015

:01/82/050/00288/AM 15/

'Declswn lt nwmf.a_s decnded fo .defé; fhe case for 20.05. 20] 5 for coﬁlments of Departmenf of C&PC

' sCase No.:103/3/82-ALC4/2014 Party Name:BLISS GVS Meet No/Date:19/82-  [Status:
4 PHARMA LTD. ALC4/2014 Rejected
| 18.03.2015 i |
68 HQ File RLA File Lic.No/Date:0310767119 iDefer Date:
:01/82/050/00107/AM15/ 03/94/040/00942/AM 14/ 21.01.2014 | |

Declsmn It was decided to reject the case as the firm has not fumlshed information despltea
: repeated remmders 3

 [CaseNo.:12/21/82-  |Party Name:KUDOS CHEMIE [Meet No/Date:19/82-  Status:Deffered |

|ALC4/2013 LTD., ALC4/2014 and Re-indexed
5 18.03.2015 .

HQ File RLA File Lic.No/Date:2210014544 [Defer
01/82/050/01042/AM14/  |:22/21/040/00096/AM14/ 23.01.2014 Date:20.05. 2015

69 Declsmn In the light of written comments received from Department of Pharmaceutlcals vide

" Itheir OM No. 3501 1/523/2014-PI(Norms) dated 25.03.2015, it was decided to call from the firm
following information:

. (@) Technical Justification for import of Sulpher which is not shown in the process/chemicals

. reactions.

i

(b) Past productlon vis-a-vis Actua] consumptlon of mputs duly certn" ed by Central Exmse

i




Authority .

|
‘The case is deferred for 20 OS 201 5

|
|
|
|

‘70(

‘Case No ]87/3!82-
|ALC4/2014

HQ File iy
:01/82/050/00191/AM15/

gtatus:Derfered ;

%and Re-indexed |

~ |Party Name:ALCHEM Meet No/Date:19/82-
INTERNATIONALLTD.  ALC4/2014
| 118.03.2015

i ,fﬁ’LA?iiE - o

' 1:05/23/040/00413/AM 14/ 24.01.2014

o 'Llc No/Date:0510376990 Defer 2 !

Date:20.05. 2015 | |

rDeclsmn Reply received and sent to Department of Pharmaceuticals for their comments.
\The case is deferred for 20. 05 201 5.

|Case No.:108/3/82-

‘72

~ |CaseNo.:177/3/82-

ALC4/2014
|

"M HQFile
-01/82/050/00112/AM15/

* |Party Name:CROPNOSYS ~ Meet No/Date:19/82-
(INDIA) PRIVATE LIMITED |ALC4/2014
. 18.03.2015 |

] ﬁA File  |Lic.No/Date:0310767733 Defer
:03/94/040/00908/AM 14/ 24.01.2014

!rS—ta't-ue':Deffered \
“and Re-indexed

-
!
Date:20.05 2015 |

|Dec1310n - lt was decrded to defer the case for 20 05 2015 S for comments of Department of C&PC r

Case No.:44/4/82-
‘ALC4I2014

[HQ' File
01/82/050/00292/AM15/

~ [Party Name:CATAPHARMA [ Meet No/Date:19/82-
CHEMICALS PVT.LTD.,  ALC4/2014
18.03.2015

. iR]_,A R en
1:31/83/040/00199/AM 14/

|
130.01.2014

~ Status:Deffered |

‘and Re-indexed |

Lic.No/Date:3110062387 sDefer ' |

'Date:20.05.2015 |

Decision : Reply received and sent to Department of Pharmaceuticals for their comments. |
The case is deferred for 20 05. 2015

'ALC4/2014

Party Name:INDO AMINES

Meet No/Date:19/82-

|

'Status Deffered !

I 01/82/050/00181/AMIS/

LIMITED ALC4/2014 ‘and Re-indexed |

‘ 18.03.2015 r }
- [RLAFile ~ [Lic.No/Date:0310768616 |Defer |
:03/94/040/00958/AM 14/ 30.01.2014 Date:18.03.2015 j

IDettlslon It was demded to defer the case for 20 05 201 5 for comments of Department of C&PC

! ~ |Case No.:165/3/82-
| iALC4!20l4

74 HQFile

\ :01/82/050/00169/AM15/

~ |Party Name:MANGALAM  [Meet No/Date:19/82-

/ORGANICS LIMITED.

~ RLA File
:03/94/040/00448/AM 14/

- ch Nor/Dat-e 03 1058&52‘8 'De-fe_r
}03 02. 2014

Status: Deffered i
ALC4/2014 ‘and Re-indexed |

18.03.2015

gDate 18.03. 20]5 ‘

Dec1s“mn lt was decided to defer the case for 20 05 201 5 for comments of Department of C&PC

HQ File
- [01/82/050/00153/AM15/

Frfor e repeated_remmde_r_s.
|9 5—;_1'-7

Dy Drector Gen
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 [CaseNo.: 149/3/82-ALC4/2014

Party Name:MOREPEN a
LABORATORIES LTD.,

“[RLA File
| :05/24/040/00420/AM 14/

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

* [Meet No/Date:19/82-  [Status:
'ALC4/2014 lRe_]ected
18.03.2015 | .
Lic.No/Date:0510378413 {Defer Date: |
05.02.2014




|Case No.:150/3/82- ALC4/2014 Party Name:MACLEODS

HQ File

:01/82/050/00154/AM15/
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PHARMACEUTICALS LTD. ALC4/2014

RLA File

18.03.2015

LicNo/Date 0310769509 Defer Date:
03/95/040/00379/AM 14/ 06.02.2014

Meet No/Date:19/82-  Status:

‘Approved

De-(-:lsﬁm In the light of wrltten comments recewed from Department of Pharmaceutlcals vide
‘their OM No. 35011/325/2014-PI(Norms) dated 07.04.2015, it was decided to ratify norms under
g Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

Export product Exp. [ SLNo. | Import items Qty. allowed
Qty. ke/kg
| . P-(4-ACETOXY-3- 0.663kg/1000 No.
5 ';‘:gfé%ovm MG Nos. ACETOXYMETHYLBUT-1-  kablets
. YL)-2-AMINO-6-
= CHLOROPURINE

" Case No.:86/3/82-
'ALC4/2014

7l File

:01 /82/050/00090/AM 15/

Case No.:45/19/82-
ALC4/2014

78 HQFile

01/82/050/0!533/AM] 5/

Phannaceutlcals

Case No.:34/4/82-ALC4/2014 Party Name:MOREPEN

HQ File

01 /82/050/00282/AM1 5/

Party Name:AKZO NOBEL

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

INDIA LIMITED {ALC4/2014

RLA File

Party Name:MYLAN

[18.03.2015

[Meet No/Date: 19/82-

7 Status Deffered

'and Re-indexed |

Lic.No/Date:0210200380 Defer ‘
Date:20.05. 20?5

02/24/040/00]97/AM14/ 121.02. 2014
Decnsmn lt was decnded to def'er the case for 20. 05 201 5 for comments of Depanment of

LABORATORIES LIMITED ALC4/2014

RLA File

'18.03.2015

‘Meet No/Date:19/82-

C&PC

|Lic.No/Date:0910059428 Defer
:09/24/040/00600/AM 14/ 26.02.2014

Decision : It was decided to defer the case for 20.05. 2015 for comments of Department of |

Status: Deffered
and Re-indexed |

\Date:20.05.2015 |

Meet No/béte:l9/82:- ‘5S'ta7ti|;s':7w '

LABORATORIES LTD., ALC4/2014 ‘approved
18.03.2015 | |
RLA File Lic.No/Date:0510380668 |Defer Date: |
105/24/040/00455/AM 14/ 03.03.2014 '

Dec1s10n s Commlttee considered the case as per agenda and in light of written comments,
received from Department of Pharmaceuticals vide their OM No. 35011/472/2014-PI(Norms)
79 dated February 2015 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:-

| Export product

Sodium

Exp. | SL.No. | Import items Qty. Allowed
Qty. Kg/kg
Mointelukast 1 kg 1 Methyl-2-[3(s)-[3-[2-(7-Chloro- 1.489

2-quinolinyl)ethenyl]phenyl]-3-

hydroxypropyl]Benzoate
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B | [ [hydratcor HCP T
| 2 Methyl magnesium chloride 3317

3 Toluene 5.96
i 4 Ethyl acetate 3.80
‘ 5 Methanol 1.95
‘ 6 N,N-Diisopropylethylamine 0.30 1
‘ 7 Tetrahydrofuran 132
| 8 Dicyclohexylamine 0.63] f
i ! 9 Acetonitrile 0.55 ‘
| 10 2-[1-
| (Mercaptomethyl)Cyclopropyl]
’ Acetic Acid/ 1,1-Cyclopropane ‘
Dimethanol 0.40 ‘
{ 11 Methylene Chloride 1.46 }

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

l— Ease No.:4_6)6182- - flsany NaEe_NAPRb_D LIFE -;_Meetrl\}b?ﬁﬁie:i 19/§§- B ;'_'S-m_s:Defferfeai
| |ALC4/2014 ;SCIENCES PVT.LTD. (ALC4/2014 and Re-indexed
|| ; 18.03.2015 | i
. HQFile ~ RLA File ~ [Lic.No/Date:0310772962 Defer :

30 :01/82/050/00448/AM 15/ 1:03/95/040/00986/AM 14/ 04.03.2014 \Date:20.05.2015 |

Decision : It was decided to call following technical details from the firm viz:- '
(a) Complete technical details as per Appendix-33

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

The case is deferred for 20.05.2015. ?

|

[Case No.:34/6/82-ALC4/2014 [Party Name:INDOCO et No/Date:19/82-  Status:Deffered
'REMEDIES LIMITED ALC4/2014 and Re-indexed ‘
‘ 118.03.2015 _ !
g1 HQFile [RLAFile  [Lic.No/Date:0310773112 Defer |
:01/82/050/00436/AM 15/ 1:03/94/040/00973/AM 14/ 05.03.2014 \Date:20.05.2015 |
‘ %Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
. Pharmaceuticals. ;
" |CaseNo.:30/3/82-  PartyName:BELCO  Meet No/Date:19/82-  Status:Deffered
| |ALC4/2014 [PHARMA ALC4/2014 ‘and Re-indexed |
= 18.03.2015 i |
82 [HQFile  [RLAFile * |Lic.No/Date:0510381658 Defer |
N[ | :01/82/050/00034/AM15/ 1:05/23/040/00479/AM 14/ [12.03.2014 \Date:20.05.2015 |
3 TR ———— e e —— — — — - — - - - ——— _ |
‘ iDecision : It was decided to defer the case for 20.05.2015 for comments of Department of
' Pharmaceuticals. 1
<7 Q'TJ'-{TT;:]Nrp AAL T IhAAD - = = o ' o S
ngir;::ﬂr Gener
frder =g
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‘;(?alze No.:56/4/82- Party Name:IND-SWIFT ";Mce{ﬁe/DaLe:I()/Si- ~ Status:Deffered
| ALC4/2014 LABORATORIES LTD., |ALC4/2014 and Re-indexed |
[ 118.03.2015
83 HQFile  [RLAFile Lc No/Date:2210014691 Defer
| il 0!!82/050/00304/AM15/ 1:22/24/040/00102/AM 14/ 114.03.2014 Date:20.05.2015

Decision : It was decided to call from the firm comp[ete technical details as per Appendix 33
The case is deferred for 20.05.2015.

Case No.:57/4/82-  Party Name:IND-SWIFT Meet No/Date:19/82-  Status:Deffered
ALC4/2014 LABORATORIES LTD., |ALC4/2014 and Re-indexed
118.03.2015
84 HQFile  [RLAFile  [Lic.No/Date:2210014692 Defer
:01/82/050/00305/AM1S/ :22/24/040/00103/AM14/ 14.03.2014 Date:18.03.2015

Dems:on It was demded-to call from the firm completertechmcai details as per Appendix 33
‘The case 1s deferred for 20 05 2015

Case N0.:58/4/82-  |Party Name:IND-SWIFT  |Meet No/Date:19/82-  Status: Deffered
ALC4/2014 LABORATORIES LTD., ALC4/2014 and Re-indexed
18.03.2015
85 HQ File o RLA File Lic.No/Date:2210014694 Defer
:01/82/050/00306/AM1S/  |:22/24/040/00100/AM 14/ 14.03.2014 Date:20.05.2015

;DcCISlon It was decided to call from the firm complete technical details as per Appendlx
The case is deferred for 20.05. 2015.

|Case No.:42/4/82- |Party Name:RECKITT ~ |Meet No/Date:19/82-  Status: Deffered

ALC4/2014 'BENCKISER HEALTHCARE |ALC4/2014 and Re-indexed
; INDIA LIMITED 118.03.2015

g6 HQFile - RLAFile  [Lic.No/Date:0510382032 Defer
:01/82/050/00290/AM 15/ 105/24/040/00480/AM 14/ 18.03.2014 Date:20.05.2015

" Decision : Reply received from the firm and sent to department'of' Pharmaceuticals . The
case was deferred for 20.05.2015

* Case No.:124/6/82- Party Name:UNITED ~ |Meet No/Date:19/82-  Status: Deffered
ALC4/2014 BIOTECH PVT.LTD. |ALC4/2014 and Re-indexed
. 118.03.2015
37 HQ File " RLA File ~ [LicNo/Date:0510382042 [Defer
“01/82/050/00526/AM1S/ :05/24/040/00467/AM14/ 18.03.2014 Date:20.05.2015 |

Dccnsmn It was demded to dcfer the case for 20 05 2015 for comments of Department of C&PC.

~ [Case No.:127/6/82- ~ Party Name:CATAPHARMA [Meet No/Date:19/82- Status:Deffered
ALC4/2014 CHEMICALS PVT.LTD.,  |ALC4/2014 and Re-indexed
; 118.03.2015
38 'HQ File |[RLAFile ' ~ [Lic.No/Date:3110063312 |Defer -
:01/82/050/00529/AM15/ :31/83/040/00232/AM 14/ 128, 03.2014 Date:20.05.2015 |

DeCISlon It was decided to defer the case for 20.05.2015 for comments of Dcpartment of
Pharmaceuticals.

faeetl
3 3
Ud?égjéhawedn NB\N ‘DL slhi
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Case No.:60/6/82-ALC4/2014 [Party Name:UNIMAX _ [Meet No/Date:19/82-  |Status: |
(CHEMICALS PVT LTD. |ALC4/2014 Approved
t 18.03.2015 |
HQ File i RLA File - Lic.No/Date:0310776326 Defer Date: |
:01/82/050/00462/AM15/ :03/95/040/01035/AM14/ 128.03.2014 l

Decision : In the Ilght of written comments received from Department of Pharmaceuticals v1de
their OM No. 35011/315/2014-PI(Norms) dated 13.03.2015, it was decided to ratify the normst

g9 under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: |

Export Product Quantity | Raw materials allowed Quantity allowed
| ke/kg

Azithromycin Dihydrate | 1kg Azithromycin Dihydrate IP 1.061

USP-36

|
|
I
|
|

'RA may take appropnate actton as per the dec:s:on of Norms Commlttee

Case No.:51/6/82- Party Name:PERFECT Meet No/Date:19/82-  Status:Deffered |
ALC4/2014 INDUSTRIES PRIVATE |ALC4/2014 and Re-indexed |
' 'LIMITED. 118.03.2015 | ;
P HQFile RLA File ‘Llc No/Date:0310776759 Defer |
| 0U/82/050/00453/AMIS/  :03/95/040/01054/AM14/ 02.04.2014 Date:20.05.2015 |

Dccts:on H; was dec1ded to defer the case for 20.05.2015 for comments of Department of C&PC

Case No.:50/6/82-  |Party Name:V & V PHARMA |Meet No/Date:19/82- ‘Status: Deffered |
ALC4/2014 INDUSTRIES |ALC4/2014 and Re-indexed |
- 118.03.2015
91 HQFile  [RLAFile "~ |Lic.No/Date:0310776760 Defer t
:01/82/050/00452/AM15/ :03/95/040/01061/AM14/ 02.04.2014 Date:20.05.2015

Decision : It was decided to send a copy of appllcatlon 1o Department of C&PC for their g
comments. The case was deferred for 20 05 2015 for comments of Department of C&PC

Case N0.:20/6/82-  DartyName:ADISHANK  [Meet No/Date:19/82-  Status: Deffered
ALC4/2014 CHEMICALS PVT.LTD.  |ALC4/2014 and Re-indexed
18.03.2015
92 'HQ File  RLAFile * [Lic.No/Date:0310777786 Defer
:01/82/050/00422/AM1S/  :03/94/040/01140/AM14/  [09.04.2014 Date:20.05.2015 |

Dec1sno:t : lt was deeided to defer the ca case for 20 05 201 5 for comments of Depanment of C&PC 3

i oz = e et it

“ICase No.:183/6/82- Party Name:TIDE 'Meet No/Date:19/82-  |Status:Deffered |
ALC4/2014 INDUSTRIES ALC4/2014 and Re-indexed |
118.03.2015 ;

BHQFle ”"RLA File Lic.No/Date:3410039854 [Defer |
:01/82/050/00585/AM1S/  [:34/24/040/00005/AM15/ 23.04.2014 Date:20.05.2015 |

Decision : It was decided to defer the case for 20.05.2015 for comments of Department of C&PC

Case No.:237/6/82- ”mful-’erty'Name:E.STEE'l\"A“ ~ Meet No/Date:19/82- ‘Status: Deffered ;
94 'ALC4/2014 INDUSTRIES PVT. LTD, ALC4/2014 and Re-indexed
i s AR 118.03.2015 |
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HQFile RLA File ~ |LicNo/Date:1710005803 Defer |

K :01/82/050/00639/AM15/ E ]7/24/040/00002/AM15/ ,05 05 2014 \Date 20.05.2015

Decnsnon It was dec1ded to defer the case for 20 05.: 20] 5 for comments of Department of C&_PC

Case No.:9/9/82-ALC4/2014 Party Name:SHREE JAYA [Meet No/Date:19/82- Status: Defl'ered
[LABORATORIES PVT LTD. |ALC4/2014 ‘and Re-indexed |
18.03.2015 '
95 HQFile ~ [RLAFile ~ Lic.No/Date:0910060006 |Defer
! : 01/82/050/00806/AM15/ 09/24/040/00036fAM]5/ ‘07 05.2014 ?Date 14.06. 2015 E P
Decision : lt was decided to defer the case for 14.06. 2015 for comments of Department of
Pharmaceutlcals
Case No.":'z'siié/sz- - Part_);ulllame:EE‘;TEEM - ‘Meet Nt)D/Date:ilr‘)’/‘é:’l_-_ﬂ__?Status:[ieffered ,
'ALC4/2014 INDUSTRIES PVT. LTD, /ALC4/2014 |and Re-indexed i
| | 18.03.2015 | |
%6faQFie  RLAFle |LicNo/Da: 1710005806 Defer I
| l: 01/82/’050/00638/AM15/ ‘ 17/24/040/00007/AM15/ 08.05. 2014 Date:20.05.2015

‘ —— i

lDeCISlon It was decrded to defer the case for 20 05 20 1 5 for comments of Department of (f&PC

[Case No.:238/6/82- Party Name:ESTEEM | Meet No/Date:19/82-  Status:Deffered |

ALC4/2014 INDUSTRIES PVT. LTD, | ALC4/2014 and Re-indexed |

|| 18.03.2015 ; ;
97 HQFile ~ |[RLA File ’  LicNoDate:1710005810 Defer
:01/82/050/00640/AM15/ :17/24/040/00008/AM 15/ 09.05.2014 Date:20.05.2015

| .Decnsmn It was decrded to defer the case for 20.05.2 2015 for comments of Department of C&PC 7;

Case No.:88/6/82- |Party Name:UPL Meet No/Date:19/82-  Status:Deffered

ALC4/2014 LTD.(FORMERLY UNITED | ALC4/2014 and Re-indexed |

j PHOSPHORUS LTD) 18.03.2015 | |
98 HQ File RLA File * |Lic.No/Date:0310782129 n;f;; S

:01/82/050/00490/AM1S/  |:03/95/040/00033/AM15/ 20052014 Date:20.05.2015 |

Dectsten It was deetded to defer the case for 20 05. 201 5 for comments of Department of C&PC |

%Case No.:223/6/82-ALC4/2014 Party Name:ANUH PHARMA  Meet No/Date: 19/82-  Status: |
99 LTD. |ALC4/2014 /Approved |

: |18.03.2015
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- HQFile ~ [RLAFile ~ Lic.No/Date:0310783471 "gﬁ% Date:
:01/82/050/00625/AM15/ £03/94/040/00149/AM15/ 29.05.2014

Demsmn Committee considered the case as per agenda and in hght of written comments.
grecelved from Department of Pharmaceuticals vide their OM No. 3501 1/545/20!4-Pl(Norms)E
‘dated 25.03.2015 and in consultation with technical authority present in meeting, decided to
ratify norms under para 4.7 of HBP as per details below or as applied by firm whichever isr

lower:-

| Export product Exp. | SLNo. | Import items Qty. Allowed
* Qty. Kg/kg .
| BETAMETHASONE VALERATE lkg | 1. BETAMETHASONE 0.915 5

|RA concerned may take further ‘necessary actlon as per above decmon of NC. |

== e e

| [Case No.:67/9/82-ALC4/2014 Party Name:JUBILANT LIFE Meet No/Date:19/82-  |Status: |

L 'SCIENCES LIMITED ALC4/2014 Approved |

< r 18.03.2015 ]

HQ File G ~ [RLA File ~ Lic.No/Date:0510388394 Defer Date: |
:01/82/050/00864/AM15/ :05/23/040/00101/AM15/ 09.06.2014

|

|Dec1s10n Committee considered the case as per agenda ‘and in hght of written comments\
received from Department of Pharmaceuticals vide their OM No. 35011/251/2014- P[(Norms)‘

| — i e T e

. dated 18.03.2015 and in consultation with technical authority present in meeting, decided toi

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

. |lower:- 1

|

1100 [ Export product | Exp. SI.No. | Import items Qty in mg for export of

! Qty. |1 Pantoprazole tablet

: 20 mg Tabs 40 mg tabs

! Parit | 1 Pantoprazole 21.571 43.143
b I ke Sodium :

i 2 Mannitol USP 42.44 84.88 i

| (Pearlitol 25C) |

|1 3 Sucrose USNF 8.00 16.00 f

| 4 Hypromellose 1.86 3.72 1

{ i (Pharmacoat 603 r

| | 3cps) USP ‘

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

~ [Case No.:148/6/82- ALC4/2014 [Party Name:PARABOLIC ~ |Meet No/Date:19/82-  Status:

| DRUGS LTD,, ALC4/2014 Approved

[ 118.03.2015 r

| e — - = P ~—: —— — = o

I |HQ File RLA File \Lic. No/Date: 0510388412 Defer Date: ‘
:01/82/050/00550/AM15/ 05/24/040/00070/AM 15/ 09.06.2014 ‘

"01 Declsmn Committee considered the case as per agenda and in lrght of written comments|

N received from Department of Pharmaceuticals vide their OM No. 35011/512/2014-PI(Norms) |
W\ dated 25.03.2015 and in consultation with technical authority present in meeting, decided to
\ rat:fy norms under para 4.7 of HBP as per details below or as applied by firm whichever is |

"'.U NI Iﬂewe]-_-
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[Exportproduct | Exp. | SINo. | Import items Qty. Allowed |
| Qty. Kg/kg
[ | _ 1 2-Benzoyl-1,2,3,6,7,11-
.| Praziquantel kg bhexahydro-4H- Pyrazino[2,1-a] 1703 .
| isoquinoline-4-one )
g - Acetone 0.60
3 Activated Carbon 0.100
4 Cyclohexane 0.34
| 5 Cyclohexane Carboxylic acid 0.714
6 Methylene Chloride 3.19
{1 G Ortho Phosphoric acid 1.09
|

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

Case No.:22/8/82-ALC4/2014 Party ‘Name:HETERO LABS Meet No/Date:19/82-  |Status:Deffered

3
LIMITED ALC4/2014 ;and Re-indexed

i

.

|| 18.03.2015 ;

102 | HQ File ;RLA File  |Lic.No/Date:0910060438 goefer

| :01/82/050/00686/AM15/ :09/24/040/00146/AM15/ 13.06.2014 Date:20.05.2015

‘ DeCISlon It was decided to defer the case for 20 05 20 15 for comments of Department of
aPharmaceutlcals

| |Case No.:151/6/82-ALC4/2014 [Party Name:INDO PHYTO ~ |Meet No/Date:19/82-  [Status:
|| /CHEMICALS PVT LTD /ALC4/2014 ;Appmved
| 118.03.2015

| e —— = — T s R RS e —— WWMMMM’
-'] HQ File RLA File §Lic.No/Date:0510388672 eDefer Date: |
| :01/82/050/00553/AM15/ :05/23/040/00107/AM15/ 13.06.2014 ;

'Dec1s10n - Committee considered case as per agenda and in hght of earlier decision taken i in|
nmeetmg no. 6/82 dated 29.08.2014 and in consultation with technical authority present mi
|meet1ng, decided to ratify norms under para 4.7 of HBP as per details below or as applied by

o firm whichever is lower:-

i z
g Export product Exp. | SLNo. | Import items Qty. Allowed
% Qty. Kg/kg
| | ALLYLESTRENOL Lk 1. 19-Nor-Androstenedione | 1.45 kg
| | BULK - DRUG API g (Estr-4-ENE-3,17,Dione)

fRA concerned may take further necessary actlon as per above deC|S|on of NC.

— — P i e e i

" [Case No.:61/4/82- PartyName:V &V~ [MeetNo/Date:19/82-  Status:Deffered |
. ALC4/2014 PHARMA INDUSTRIES | ALC4/2014 and Re-indexed |
g ; 18.03.2015 ‘ f
104 HQ File RLA File Lic.No/Date:0310785305 Defer R

:01/82/050/00309/AMIS/  |:03/95/040/00190/AM1S/  13.06.2014 Date:20.05.2015 1

Declsmn : It was decided to defer the case for 20.05.2015 for comments of Depanment of |
C&PC
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Case No.:152/6/82-ALC4/2014 Party Name:MOREPEN ~ Meet No/Date:19/82-  Status:

. LABORATORIES LTD., ALC4/2014 Approved |
1 | 18.03.2015 |
HQFile B RLA File Lic.No/Date:0510388704 |Defer Date:
:01/82/050/00554/AM15/ :05/24/040/00133/AM15/ 16.06.2014 .

= e e e e e st e e 01y

Decision : ln the Ilght of wntten comments received from Department of Pharmaceutlcals vide their OM |
[No. 35011/495/2014-PI(Norms) dated March 2015, it was decided to ratify the norms under Para 4.7 of !
'HBP v1 as per details given below or as applied by the firm, whichever is less:-

|

Export product Export | SLNo. | Import items Qty. allowed t
| Qty.
SITAGLIPTIN 1k 1 R-3-((tert- —
PHOSPHATE butoxycarbonyl)amino)-4- 00 ks
| MONOHYDRATE (2.4,5- o
trifluorophenyl)butanoic acid
(SG04)
- 3-(trifluoromethyl)-5,6,7,8- | 0.80 kg/kg

tetrahydro-[1,2,4]triazolo[4,3-
a|pyrazine hydrochloride

3 N-
Hydroxybenzotriazole(HOBT) | 0.50 kg/kg

4 Methanol 3.65 litkg

5 Isopropyl alcohol 6.10 livkg
Methylene Dichloride 15.25 It/kg i

RA may take approprlate actlon as per the de(:1s10n of Norms Commlttee

itm

Case No.:164/6/82- |Party Name:VDH CHEM | Meet No/Date:19/82- Status:Deffered
‘ALC412014 iTECH PVT. LTD. |ALC4/2014 ]and Re-indexed |
1 : 118.03.2015 1 i
HQFile ~ RLAFile Lic.No/Date:0510388792 [Defer
:01/82/050/00566/AM15/  |: :05/24/040/0008S/AM15/  18.06.2014 Date:20.05.201 s

Decision : It was decided to defer the case for 20.05.2015 for comments of Department of !
C&PC. "

Case No.:71/9/82- Party Name:AVA ~ MeetNo/Date:19/82-  Status:Deffered |
'ALC4/2014 CHEMICALS PVT.LTD,,  ALC4/2014 and Re-indexed

; 18.03.2015 |

HQFile tRLA File  |LicNo/Date:0310785955 Defer

01/82/050/00868/AM 15/ O3/94/O40/00249/AM15/ [24.06.2014 Date:20. 05 2015 :
!Declsmn It was decided to defer the case for 20.05.2015 for comments of Department of :
\C&PC

. Case No.:69/4/82-ALC4/2014 Party Name:RA CHEM ~ |Meet No/Date:19/82-  [Status:Deffered |
i IPHARMA LIMITED |ALC4/2014 !and Re-indexed |
! , 18.03.2015 . |
\HQ File |RLA File T ILic.No/Date:0910060550 [Defer

i"ﬂ':&‘{ JﬂﬂlNl

01/82/050/003 l 'HAM 15/ I: 09/24/040/00]75/AM 15/ t27 06 2014 Date:20. 05 201 5

Decision : It was decided to defer the case for 20.05. 2015 for comments of Depertment of
harmaceumals

vﬁ -'r‘*'“ m :

~
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" Case No.:73/9/82- Party Name:D. R. COATS ~ Meet No/Date:19/82-  [Status: Deffered |
ALC4/2014 IINK & RESINS PVT.LTD. ALC4/2014 and Re-indexed
3 ; 18.03.2015 5
HQFile ~ [RLAFile o "ETJNo/Date 10310786181 |Defer
“01/82/050/00870/AMIS/ | :03/94/040/00755/AM14/  [30.06.2014 Date:20.05.2015

C&PC.

~|Case No.:210/6/82-ALC4/2014 Party Name:WEXFORD

110

111

12

13 |

'HQFile
£01/82/050/00612/AM 15/

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

HQ File
£01/82/050/00860/AM 15/

LABORATORIES P LTD

“RLA File
:07/24/040/00105/AM15/

Case N0.:63/9/82-ALC4/2014  Party Name:CORAL
LABORATORIES LTD.,

RLA File
03/94/040/00 177/AM 15/

Decision : It was decided to defer the case for 20.05.2015 for comments of Department of

Meet No/Date:19/82- Status:
ALC4/2014 Rejected
18.03.2015

Lic.No/Date:0710105465 [Defer Date: |

30.06.2014

Meet No/Date:19/82- Status:
ALC4/2014 Approved
[18.03.2015 ;

7§Lid.N0/Datc:03-]07864870 Defer Date: |
107.07. 2014

Decision : Commlttee considered the case as per agenda and in Ilght of written comments
received from Department of Pharmaceuticals vide their OM No. 35011/615/2014-PI(Norms)
dated 27.03.2015 and in consultation with technical authority present in meeting, decided to

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

lower:-

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

Qty.

DOFEC 50 TABLETS 1. 54.790 mg per
| Diclofenac Sodium BP 1k DICLOFENAC tablet of 350
| Equivalent to Diclofenac 50 & SODIUM BP mg

Mg
RA concerned may take further necessary action as per above decision of NC.
Case No.:204/6/82-  [Party Name:PAYAL  |Meet No/Date:19/82-  Status:Deffered
ALC4/2014 {PETROCHEM PRIVATE ALC4/2014 and Re-indexed
ILIMITED 118.03.2015
HQ File RLA File [Lic.No/Date:0510389448 [Defer
:01/82/050/00606/AM15/ 1:05/24/040/00192/AM 14/ 08 07.2014

§ | ‘Date:20.05.2015

5Dcclsmn : It was declded to defer the case for 20 0s. 2015 for comments of Department of

C&PC.

Case No.:211/6/82- Party Name:PAYAL Meet No/Date:19/82- Status: Deffered
ALC4/2014 PPETROCHEM PRIVATE ~ |ALC4/2014 and Re-indexed
| LIMITED 18.03.2015

HQ File RLA File  |Lie.No/Date:0510389447 Defer
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2013-14 and 2014-15. The case is deferred for 20.05.2015
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01/82/050/00613/AM15/  :05/24/040/00191/AM14/ E08.07.201 4
i Date:20.05.2015

:l)e'ciiiaionr "+ It was decided to defer the case for 20.05.2015 for comments of Department ot';
C&PC. ;

Case No.:64/9/82-ALC4/2014 Party Name:IPCA  |Meet No/Date:19/82-  Status:Deffered E
LABORATORIES LIMITED |ALC4/2014 and Re-indexed |
18.03.2015 ' ;

HQ File RLA File Ltc No/Date:0310786631 Defer
£01/82/050/0086 /AM1S/ 103/94/040/00199/AM15/ 109.07.2014 Date:14.06. 2015 | |

‘.Demsmn" It was dccxdcd to defer the case for 14.06.2015 for comments ot‘ Department of

Pharmaceuticals.

Case No:26/9/82-ALC4/2014 Party Name:ALMELO PVT  |Meet No/Date:19/82-  Status: Deffered ?

LTD ALC4/2014 and Re-indexed |

18.03.2015

HQ File RLA File ' iLic No/Date:0910060660 Defer -
:01/82/050/00823/AM15/ 109/24/040/00188/AM15/ 111.07.2014 Date:20.05.2015 |

i

Decision :It was decided to call “from the firm past producnon v1s-a?v1s' actual |

|

consumption of all the inputs duly certified by Central Excise Authority for the period of | l

Case No 88/9/82 ALC4!2014 Pany ‘Name: :MAC CHEM lMecl No/Date:19/82- Status:Deffered |

116

PRODUCTS (INDIA) 'ALC4/2014 !and Re-indexed |
PRIVATE LIMITED |18.03.2015 ‘
HQFle  RLAFile  |Lie.No/Date: 0310786782 Defer §
£01/82/050/00885/AM15/ :03/95/040/00302/AM15/ 14.07.2014 Date:20.05.2015 |
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
Pharmaceuticals. |
Case No.:108/9/82- Party Name:NECTAR  |Meet No/Date:19/82- Status:Deffered
ALC4/2014 LIFESCIENCES LIMITED, |ALC4/2014 and Re-indexed |
118.03.2015 ' ?
HQFile  RLAFilk ‘ [Lic. No/Date:2210015019 Defer

117

118

01/82/030’00905/AM15/ 22/24/040/00083/AM 14/ 115.07.2014 Date 20 05 20] 5 i

Decision : It was decide to call from the firm foilowmg information: é
|
i) % of coating material in export product supported by COA of the export
consignment.
ii) Copy of DML for relevant coated export product.

The case is deferred for 20. 05.2015. S E

Case No:1/6/82-ALC4/2014 [Party Name:ARJUN | Meet No/Date: 19/82- ~ Status:Deffered |
CHEMICALS PVT. LTD.,  ALC4/2014 and Re-indexed |
118.03.2015 *
HQFile  RLAFile - Lic.No/Date:0410159021 Defer
:01/82/050/00403/AM15/ :04/24/040/0006 /AM15/ 118.07.2014 Date:20.05. 2015

e oA N:RDecmkm ’\"Ft was decwled to defer the case for 20 05 2015 for comments of Department of 7

|9 "SI
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| lc&PC |
| [CaseNo.79/9/82-ALC412014 Party  MeetNo/Date:19/82- [Status:Deffered
[ Name:METROPOLITAN ALC4/2014 ,and Re-indexed |
|| EXIMCHEM LTD. 18.03.2015
119 HQFile ~ [RLAFile ~ LicNo/Date:0310787073 [Defer
| [01/82/050/00876/AM15/ :03/95/040/00337/AM15/ 18.07.2014 Date:20.05.2015 |
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of g
| c&pC. j
[ ”"F:ése No.:18/9/82-ALC4/2014 Party Name:BIOLOGICALE  |Meet No/Date:19/82-  |Status: |
e LTD ALC4/2014 ‘Approved
o | 118.03.2015 |
HQFile ~ RLAFile * Lic.No/Date:0910060702  Defer Date:
01/82/050/00815/AM 15/ :09/24/040/00197/AM15/ 22.07.2014

: Declsmn : In the inght of wrltten comments recewed from Department of Biotechnology wde thear OM
No. BT/IL/05/382/2013-PID dated 26.02.2015, it was decided to ratify norms under Para 4.7 of HBP v1 as
|per details given below or as applied by the firm, whichever is less:

Item of Export Quantity | S.No. | Item of Import Quantity
' | allowed per ‘
‘ million vials |
| DTP-HEPB-HIB Vials 1. POLYETHYLENE GLYCOL 76.848 kg |
| (PENTAVALENT VACCINE) 6000 (MACROGOL) |
| FULLY LIQUID AEROSIL 380V (COLLIDAL 3
| COMBINATION VACCINE 2. ANH SILICA BP) 20,375 ke i
||| SINGLE DOSE VIAL,
| I epumicrees 3. GLYCEROL ‘ 122.841 Itr.
||| DIPHTHERIA, TETANUS 4, TWEEN-20 (POLYSORBATE | 7 685 |[tr.
i | PERTUSSIS, HEPATITIS B 20)
| | RECOMBINANT AND 5. POTASSIUM THYOCYNATE 169.742 gms
: | HAEMOPHILUS
f | INFLUENZA TYPE B (HIB) 6. TRIS BUFFER 10.216 kg
l190 | COMBINED VACCINE WITH ALUMINIUM CHLORIDE 6
!]20 | VACCINE VIAL MONITOR 7 HYDRATE EXTRA 27.665 kg
VVM
|| i 8 YEAST EXTRACT 22.447 kg
' s 9 DEXTROSE (GLUCOSE) 35.937 kg
| 10 L-CYSTINE 0.437 kg
5 11 BACTO CASAMINO ACID 31.758 kg
. 12 THIOMERSOL 0.379 kg
: 13 SILICON EMULSION 16.5 kg
14 ADIPIC DIHYDRAZIDE 1.686 kg
(ADH) i
15 N-3- 167.545 gm ‘
DIMETHYLAMINOPROPYL-
1 N-ETHYLCARBODIMIDE i
{ HCL (EDC)
{1l 16 2-(N-MORPHOLINO) 1.441 kg i
- ETHANE SULFONIC ACID §
‘ (MES) !
| 17 CETAVLON 1537 gm :
18 ALUMINIUM PHOSPHATE 76.991 kg ()
é GEL 2% (ADJU.PHOS 2%)
E 19 L-TYROSINE 0.7841 kg
| 20 | PEPTONEPLUS) AL
E ‘ )
|| 21 VITAMIN B1 HCL

Gt i
D;r|eﬁlora'e Gnn ral ©

fpryDepaftmert T~
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MR F-I— T
‘ HYDROCHLORIDE) !
| 22 GLASS VIALS 1100000 nos - f
i 23 RUBBER STOPPERS 1095638 nos ?
! 24 | ALUMINIUM CAPS/SEALS | 1088334 nos _ |
' 25 HEATMARKER VACCINE 1086508 nos
5 VIAL MONITOR (VVM |
l LABELS) 1
L 26 SHIPPING INDICATORS (Q 902 nos }
| TAG 2 PLUS) \
. 27 FILTERS & FILTER AIDS 250 nos. ‘

\Case No.:24/9/82-ALC4/2014 [Party Name:BRUNDAVAN  Meet No/Date:19/82- |Status:Deffered |
. LABORATORIES PRIVATE ALC4/2014 and Re-indexed

1

| LTD., 18.03.2015
121 HQFile ~ [RLAFile  [Lic.No/Date:0910060703 P)efer |
L 01/82/050/00821/AM15/’ 09/24."040/00]04/AM15/ 122.07.2014 Date:18.03. 2015
: ‘Decnsnon It was decided to defer the case for 20.05.2015 for comments of Department of
Pharmaceuucals
" Case No.:25/9/82-ALC4/2014 Party Name:DIVIS ~ |Meet No/Date:19/82-  [Status:Deffered
[PHARMACEUTICALS |ALC4/2014 land Re-indexed ‘
: PRIVATE LIMITED 18.03.2015 }
122 HQ File ~ RLAFile  [LicNo/Date:0910060700 Defer
| :01/82/050/00822/AM15/ 09/24/040/00194/AM 15/ 22.07.2014 Date:14.06.2015 |
i Decision : It was decided to defer the case for 14.06.2015 for comments of Department of
Pharmaceuticals.
~ [Case No.:78/9/82-ALC4/2014 Party Name:PACE  Meet No/Date:19/82- [Status:Deffered
‘ i 'PHARMATECH PVT.LTD. |ALC4/2014 and Re-indexed
| 18.03.2015 !
123 HQ 'HQ File o RLA File " Lic.No/Date:0310787160 | ;Défé} -
?‘ I 01/82/050/00875/AM]5/ 03/95/040/00347/AM151’ 122. 07 2014 ‘Date 20. 05 2015
} Decision : It was decided to defer the case for 20.05 2015 for comments of Department of
Phannaceutlcals 5
 [Case No.:107/9/82- Party Name:IND-SWIFT  Meet No/Date:19/82-  Status:Deffered
ALC4/2014 LABORATORIES LTD., ALC4/2014 )and Re-indexed |
‘ 118.03.2015 I ‘
124 TQ File “[RLA File  Lic.No/Date:2210015039 [Defer |

- 01/82/050/00904/AM15/ :22/24/040/00033/AM15/ 23.07.2014 Date:20.05. 2015

Decnsmn It was decided to call from the firm complete technical details as per Appendlx 3.
‘The case is deferred for 20 05 20 1 5 i

[Case No.:7/6/82-ALC4/2014 |Party Name:AARTI DRUGS Meet No/Date:19/82- Status:Deffered

LlMITED ALC4/2014 ‘and Re-indexed i

18.03.2015 ‘ ;

HQFile " ELA File " [LicNo/Date:0310787378 [Defer
Nk 01/82/050/00409/AM 1 5/ 03/94/040/0032I/AM15/ 28.07.2014 Date 20 05 20| 5

t;r-:r- G = - me=—mSS e L
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!bécision : It was decided to defer the case for 20.05. 2015 for comments of Department of
‘Phannaceutlcals

(Case No.:48/9/82-ALC4/2014 Party Name:ALCHYMARS  Meet No/Date:19/82- |Smtus Deffered | |

ICM SM PRIVATE LIMITED ALC4/2014 and Re-indexed | |
| , 18.03.2015 [ |
126 HQ File RLA File Lic.No/Date:0410159110 [Defer |
! [ 01182/050/00845/AM15/ ' 04/24/040/00062/AM15/ 28.07.2014 |Date:14.06. 2015 |

|Dec1smn : It was decided to defer the case for 14.06.2015 for comments of Department of|
"Pharmaceuticals. |
- [Case No.:32/9/82-ALC4/2014 Party Name: CHEMCON  Meet No/Date:19/82- Status:Deffered |
1 SPECIALITY CHEMICALS ALC4/2014 |and Re-indexed |
PLTD 18.03.2015
HQ File RLA File T [LicNo/Date:3410040406 [Defer

Lk 01/82/050/00829/'AM 15/ :34/24/040/00102/AM15/ 28.07.2014 .Date 20.05. 2015

127 Decision : It was decide to call from the firm fol]c;wmg mf'ormatlon - ‘
iii)  Complete application showing export quantity norms applied etc. |

iv) Complete technical details as per appendix 33 showing Molecular weights and |
% yield on molar basis for each step.

: V) Technical literature in support of yield envisaged in each step. |
é .The case is deferred for 20.05.2015. |
B _'Cas}e No.:8/6/82-ALC4/2014 Party Name:V & V PHARMA Meet No/Date:19/82-  Status: Deffered |
INDUSTRIES ALC4/2014 'and Re-indexed |
18.03.2015 ; |
1128 HQ File ) RLA File  |Lic No/Date:0310787382 /Defer i
0 I/82/050/004]0/AM] 5/ 03/95/040/0033 l/AMlS/ 28.07. 2014 JDate 20.05. 20 15

! Decnsmn : It was decided to defer the case for 20.05.2015 for comments of Department of|

C&PC.

" [Case No.:20/9/82-ALC4/2014 Party Name:AUROBINDO ~ Meet No/Date:19/82-  [Status:
‘ PHARMA LIMITED |ALC4/2014 Approved |
| 18.03.2015 ; [
HQFile ~  RLAFile ' Lic.No/Date:0910060790 | Defer Date: |
| 01/82/050/00817/AMI5/ 09/24/040/00202/AM15/ 01.08.2014 :

; DeCISIon : In the hght of written comments recewecl from Department of Pharmaceutlcals vide their OM
' No 35011/605/2014-PI(Norms) dated 29.04 2015, it was decided to ratify the norms under Para 4.7 of |

| 'HBP v1 as per details given below or as applied by the firm, whichever is less:- 3
I

j]29; Export product Export | SLNo. | Import items Qty. allowed

| Qty. (kg/kg) |

[ CLINDAMYCIN 1k 1 _ N . k
| 1 HYDROCHLORIDE k&gﬁz?;g:tefiydrochlonde 1222 BOU/kg i
f ‘ 2 N.N-Dimethylformamide [ DMF ] 1.42 kg/kg |
; ! 3 Isopropyl Alcohol (2-Propanol) 2.13 kg/kg '
; ' 4 Acetone !
I 5 Carbon Enoanticromos (Activated |

=1 n] 2 e
Udyf’g thyu._‘nn NG
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>. 3 T | ] Caon) = o ] i

| 6 Steam/Thermal Coal As per fuel

policy
ERA may take approprlate actlon as per the demsmn of Norms Comm1ttee

Case No.:58/9/82-ALC4/2014 Party Name:G AMPHRAY ~ Meet No/Date:19/82-  |Status:Deffered
: LABORATORIES, 'ALC4/2014 and Re-indexed
| 18.03.2015 ;

1130 HQ File ﬁf)& File - : ?Iic.No/Date:OB 10787536 |Defer
:01/82/050/00855/AM15/ :03/94/040/0017/AM1S/ 01.08.2014 Date:20.05.2015.
EDeCISlon It was decided to defer the case for 20. 05.2015 for comments of Department of
;Pharrnaceutlcals

~ [Case No.:49/9/82-ALC4/2014 Party Name:SANMAR | Meet No/Date:19/82- Status:Deffered
'SPECIALITY CHEMICALS ALC4/2014 and Re-indexed
LIMITED, 118.03.2015 !
131 ﬁdmﬁfé ~ [RLAFile ~ |Lic.No/Date:0410159125 Defer
:01/82/050/00846/AM 15/ :04/24/040/00106/AM15/ 01.08.2014 Date:20.052015
Dec1s10n It was decided to defer the case for 20.05.2015 for comments of Depa:tment of
C&PC 1
| [Case No.:31/9/82-ALC4/2014 [Party Name:AMBERNATH ~ [Meet No/Date:19/82-  Status:Deffered
| 'ORGANICS PVT. LTD. 'ALC4/2014 and Re-indexed
18.03.2015 %
132HQFile f{L'A' File' = [Lic.No/Date:0310787610 [Defer |
:01/82/050/00828/AM15/ :03/94/040/00074/AM 1S/ 04.08.2014 Date:20.05.2015
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
C&PC.
. [CaseNo.:10/6/82-  |PartyName:COVALENT  Meet No/Date:19/82-  |Status:Deffered |
ALC4/2014 LABORATORIES PRIVATE ALC4/2014 ‘and Re-indexed |
LIMITED 18.03.2015 | ‘
133 HQ File "RLXF]IE" T LicNo/Date:0910060796 Defer §
:01/82/050/00412/AM15/  :09/24/040/00204/AM1S/  |04.08.2014 Date:20.05.2015 |
Decision : It was decided to defer the case for 20.05 2015 for comments of Department of |
Pharmaceuticals. |
| [CaseNo.:15/9/82-  [Party Name:COVALENT  Meet No/Date:19/82-  |Status:Deffered |
ALC4/2014 ILABORATORIES PRIVATE ALC4/2014 §and Re-indexed
LIMITED 18.03.2015 s

134 [HQ File RLA File Lic.No/Date:0910060793 tDefer wg
01/82/050/00812/AMIS/  |:09/24/040/00203/AM1S/  04.08.2014 Date:20.05.2015 | |
Decision : It was decided to defer the case for 20.05. 20 15 f'or comments of Department of
Pharmaceuticals. é

 |Case No.:14/9/82-ALC4/2014 ~ Party Name:GLAND ~ Meet No/Date:19/82-  Status: |

135 'PHARMA LIMITED 'ALC4/2014 Rejected |

118.03.2015 ‘

Frier W!Wﬁt’ﬁ—FW“ﬂﬁ—‘—f'*"'* o e — — e
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. HQFle  RLAFle  [LicNo/Date:0910060797 [Defer Date: |
| :01/82/050/00811/AM15/ 09/24/040/00219/AM15/ 04.08.2014 %

|
: Decision : It was decided to reject the case as the firm has not furnished information despite g
E ,repeated remmders 3

'Case No.:44/9/82-ALC4/2014 Party Name:INTAS ~ Mect No/Date:19/82- Status:Deffered

- PHARMACEUTICALS ALC4/2014 and Re-indexed

- 8 ILTD.,, 18.03.2015 |

136 TﬁQ File - 7;RLA’F}1é ~ |LicNo/Date:0810132883 |Defer
:01/82/050/00841/AM1S/ :08/24/040/00173/AM1S/  |04.08.2014 Date:20.05.2015
'Declsmn It was decided to defer the case for 20.05.2015 for comments of I Department of
lPharmaceutlca]s

~ [Case No.:12/6/82-ALC4/2014 Party Name:ANUPAM et No/Date: 19/82-  [Status:Deffered |
! RASAYAN (INDIA)LTD | ALC4/2014 and Re-indexed ‘
18.03.2015 | |

137 HQ File RLA File L]C No/Date:5210041180 | Defer ‘
:01/82/050/00414/AM1S/  |:52/24/040/00025/AMIS/  05.08.2014 Date:20.05.2015 |

i
i
e - ‘

|Dec1810n It was decided to defer the case for 20.05.2015 for comments of Department of

|C&PC J%

g g !Case No 10519/82- ilgaltyiNziimegCO"il':l:fEDIfiMeeti No/Date: 19/82- §Status:Defferedi

| ALC42014 'PHARMACIA LTD., 'ALC4/2014 and Re-indexed |
BE ; 18.03.2015 | ]
i138 HQFile ~ [RLAFile Lic.No/Date:2210015058 ﬁ)efer .
| [:01/82/050/00902/AM15/ :22/24/040/00035/AM15/ 07. 08.2014 Date:20.05.2015 |
{ iDecmlon It was decided to defer the case for 20.05.2015 for comments of Department of !
- Pharmaceuticals. 1
- |Case N0.:53/9/82-ALC4/2014 Party Name:ONEIRO | Meet No/Date:19/82- Siﬁiis":i)’eﬁéfedé

CHEMICALS LTD 'ALC4/2014 ;and Re-indexed ;

| 18.03.2015 ‘ ;
139 |HQ File ~ RLAFile  Lic.No/Date:3410040436 DEFer o |
| :01/82/050/00850/AM15/ :34/24/040/00111/AM15/ 11.08.2014 Date:20.05.2015 |

Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
C&PC.

Case 'No.:8/9/82-ALC4/2014 Party Name:RANBAXY | Meet No/Date:19/82- IStatus Deffered
z LABORATOR]ES LTD IALC4/2014 'and Re-indexed |
{1 < 18.03.2015 % §
140 HQ File RLA File ~ Lic.No/Date:0510390250 [Defer |
§'01/82/050/00805/AM15/ ‘05/24/040/00202/AM15/ 111.08.2014 |Date 20.05 2015 5

Decision : It was decided to send a copy of apphcatlon to Depar’trnerit of pharmaceutlcals
for thelr comments. The case 1s deferred for 20 05 2015 |

i

e s = AL et 5 R s o i et A

| (CaseNo.:7/9/82-ALC4/2014 [Party Name:SENTISS ~ Meet No/Date:19/82-  [Status:Deffered
141 | PPHARMA PVT.LTD. ALC4/2014 and Re-indexed |

o ; 18.03.2015 : |

2151 Wk w Delhi
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HQ File RLA File - * [Lic.No/Date:0510390257 Defer
i 01/82/050/00804/AM15! 05/24/040/002!3/AM]5/ 11.08.2014 Date:20.05. 2015 :
S ——— — ——— —— - e ——— ‘
" [Decision : It was decided to defer the case for 20.05.2015 for comments of Department of ‘
‘ Pharmaceutlcals ]
tr ~ |Case N0.:93/9/82-ALC4/2014 Party Name:YASHO = ﬁvleet No/Date:19/82- Etatus:Deffered |
‘ ‘ INDUSTRIES PVT.LTD. |ALC4/2014 land Re-indexed |
: ‘ |18.03.2015
| e e e e = = e —
1142 HQ File RLA File Lic.No/Date:0310787910 Defer
: 01/82/050/00890/AM 15/ 03."95/040/004]2/’AM 15/ 11.08.2014 ‘Date:20.05. 2015
, Decision : It was decided to defer the case for 20.05.2015 for comments of Department of i
‘\ C&PC S. |
‘ __‘Case No.:23/9/82-ALC4/2014 ‘rPa_rt;ia—me_E?I(_)-"l:ECH_ ~ [Meet No/Date:19/82- AW!Status:Deffered!
‘ /OPHTHALMICS PVT. LTD., ALC4/2014 land Re-indexed t
. 18.03.2015
- . e - e
.143 IHQ File RLA File Lxc No/Date:0810132955 Defer
| | (}1/82/050/00820/AM15/ 08/24/040/00176/AM15." 12.08. 2014 Date:20.05. 20[5
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of .

Pharmaceutlcals

| |Case No.:50/9/82-ALC4/2014 Party Name:CAPLIN POINT Meet No/Date:19/82- [Status:Deffered
| LABORATORIES LTD.,,  ALC4/2014 and Re-indexed
| | |
| | | ‘

. 18.03.2015

144 EI:IQ Fle @ [RLAFile ~ |Lic.No/Date:0410159215 ‘Defer
I: 01/82/050/00847/AM 15/ ‘ 04/24/040/00078/AM15/ 12. 08 2014 Date:20. 05 2015
Decnsnon It was decided to defer the case for 20.05.2015 for comments of Department of

Pharmaceutlcals

Case No.:21/9/82-ALC4/2014 Party Name:PI INDUSTRIES |Meet No/Date:19/82-  [Status:Deffered
g LTD., |ALC4/2014 'and Re-indexed
i 18.03.2015 |

‘145 HQ File ~ [RLAFile Lic.No/Date: 1310047575 ‘Defer

© :01/82/050/00818/AM1S/  |:13/24/040/00020/AM15/  [12.08.2014 Date:14.06.2015

' |Decision : It was decided to defer the case for 14.06.2015 for comments of Department of
C&PC

| [Case No.:61/9/82-ALC4/2014 Party Name:CONCORD ~ |Meet No/Date:19/82-  Status:

; BIOTECH LTD /ALC4/2014 \Approved |

' | 18.03.2015 5 |
HQ File RLA File Lic.No/Date:0810133062 | Defer Date:
01/82/050/00858/AM15/ :08/24/040/00186/AM15/ 20.08.2014 i ‘

%Decision .- In the Ilght of wrltten comments recewed from Department of Pharmaceuticals i

‘ ;vide their OM No. 35011/616/2014-PI(Norms) dated 29.04.2015, it was decided to ratify norms |

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

i

[ Item of Export | Qty. | S,No I Item of Import | Quantity allowed ke/kg |l

2T L»-ITLIN kil
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. l Mycophenolic Mofteil lkg |1
o

Mycophenollc Acid

Powder Foam

0.941 i
Powder Foam ‘

|
| IRA may take approprlate actlon as per the deusnon of Norms Commlttee E

— e

g Case No.:37/9/82-ALC4/2014 Party Name:JAGSONPAL ~ |Meet No/Date:19/82-  Status: Deffered |

' PHARMACEUTICALS LTD. |ALC4/2014 and Re-indexed |
| 18.03.2015

147 HQ File o " RLA File - Lic.No/Date:0510390634 Defer
| 01/82/050/00834/AM15/ :05/23/040/00198/AM15/ 21.08.2014 Date:20.05.2015 |

Decision : It was decided to defer the case for 20.05. 2015 for comments of | Department of
Pharmaceut:cals .

Case No.:41/9/82-ALC4/2014 [Party Name:RANBAXY ~ Meet No/Date:19/82-  Status:Deffered |
|| LABORATORIES LTD ALC4/2014 and Re-indexed
|| ; 18.03.2015 | }
148 HQFile ~ |RLAFile ~ [Lic.No/Date:0510390638 |Defer '

01/82/050/00838/AM15/ :05/24/040/00217/AMI1S/  21.08.2014 Date:20.05.2015

e ==
1

Declsmn It was decided to ) defer the case for 20. 05.2015 for comments of Department of ;
; Pharmaceuticals. '

[ Case No.:52/9/82-ALC4/2014 fParty Name:UNILINK 'Meet No/Date:19/82- Status:Deffered |
i PHARMA PVT LTD ALC4/2014 ‘and Re-indexed |

; 18.03.2015 ;

149 HQ File |RLA File ' LLic.No/Date:0410159266 Defer }
% 01/82/050/00849/AM15/ 1:04/24/040/00111/AM15/ 121.08. 2014 |Date 20.05. 2015 ‘
, DeClSlon It was decnded to defer the case for 20.05. 20 I 5 for comments of Department of

; Pharmaceutlcals §

| [Case No.:38/9/82-ALC4/2014 Party Name:INDO ~ |Meet No/Date:19/82- [Status:Deffered |

[ PHYTOCHEM ALC4/2014 ‘and Re-indexed ‘
| PHARMACEUTICALS 18.03.2015

150 HQ File 'RLA File Lic.No/Date:0510390704 Defer - |

i :01/82/050/00835/AM1S/  :05/23/040/00209/AMIS/  [22.08.2014 Date:20.05.201 5 t

‘ Dectsmn It was dectded to defer the case for 20. 05 2015 for comments of Department of
| Pharmaceutncals

| |Case No.:35/9/82-ALC4/2014 [Party Name:CADILA [Meet No/Date:19/82-  Status:Deffered

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

| | ; 18.03.2015 | I

151 [HQFile RLA File ~ [LicNo/Date:0810133097 Defer |

‘ 01/82/050/00832/AM 15/ 08/24/040/00203/AM 15/ 25.08. 2014 |Date:20.05.2015 |

; gDeclsmn It was decided to defer the case for 20.05.2015 for comments of Department of '
Pharmaceutlcals

sy s, g
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" [Case No.:36/9/82-ALC4/2014 Party Name:CADILA | Meet No/Date:19/82-  [Status: Deffered
I 'HEALTHCARE LTD., ALC4/2014 land Re-indexed |
. | 18.03.2015 |
152 HQ File RLA File Lic.No/Date:0810133096 Defer |
| :01/82/050/00833/AM15/ :08/24/040/00202/AM1 5/ 25.08.2014 Date:20.05.2015 |
| ot
' |Decision : It was decided to defer the case for 20.05.2015 for comments of Department of ;
' Pharmaceutlcals
| [Case No.:42/9/82-ALC4/2014 [Party Name:CADILA Meet No/Date:19/82-  Status:Deffered |
| 'PHARMACEUTICALS LTD. |ALC4/2014 %nd Redndexed|
] 18.03.2015 1
. [HQFile - ‘RLA File " Lic.No/Date:0810133103 [Defer \
153, 01/82/050/00839/AM15/ :08/24/040/00197/AM15/ 26.08.2014 Date:20.05.2015

I iDeclsmn It was decided to call from the firm Past productlon vis-a-vis actual consumptlon of
Ilmported inputs duly certified by Central Excise Authorities. It was decided to deferred the case
|for 20.05. 2015

| (Case No.:45/9/82-ALC4/2014 |Party Name:CONCORD ~ |Meet No/Date:19/82-  Status:

| BIOTECH LTD 'ALC4/2014 Approved

|| 18.03.2015 I

‘ ?Ho?ii{  RLAFile " Lic.No/Date:0810133099 Defer Date: |
:01/82/050/00842/AM15/ :08/24/040/00196/AM15/ 26.08.2014

Deuswn :In the hght of wntten comments recewed from Department of Pharmaceutucals wde ‘
‘their OM No. 35011/616/2014-PI(Norms) dated 29.04.2015, it was decided to ratify norms
154 lunder 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 kg/kg ‘t
| Mycophenolic Mofteil | 1 kg | 1 Mycophenolic Acid 0.941 |
= Powder Foam Powder Foam 5
| |
' RA may take approprlate actlon as per the decns;on of Norms Commlttee *
" [Case No.:43/9/82-  |Party Name:SARVBIO  Meet No/Date:19/82-  [Status:Deffered '
: |ALC4/2014 LABS PVT.LTD., ALC4/2014 and Re-indexed
| | 18.03.2015 |
| [HQFile " RLAFile " |Lic.No/Date:0510390783 Defer -
I: 0|/82/OSO/00840/’AM] 5/ 05/24/040/00203/AM15.’ 27.08.2014 |Date:20.05.2015 |

|155 [Decnsnon It was decide to call from the firm followmg information:

‘ % vi) Whether the export is Reserpine of relevant pharmacopeia or Reserpine |
: (+10%) as described in ANF 4A and Appendix 33 ’
|| viD) COA of import item from Foreign supplier. The technical specification

o= should specially the content of Resperpine in the import description

| Thecaseis deferred for 20.05.2015.

'''' (Case No.:60/9/82-ALC4/2014 |Party Name:JUBILANT ~ Meet No/Date:19/82- Status: :Deffered
GENERICS LTD 'ALC4/2014  and Re-indexed |
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~™
- 18.03.2015
ﬁQFlIe - - RLAFile ;Li“(;._l\-l-ol_[)ate:OSLIO390923 Defer
:01/82/050/00857/AM 15/ 1:05/23/040/00217/AM15/ 102.09. 2014 Date:20. 05 20 I 5
Decision : Tt was decided to defer the case for 20.05.2015 for comments of Department of
Pharmaceuticals.
© Case N0.:3/7/82-ALC4/2014 Party Name:S V CHEM  |Meet No/Date:19/82-  |Status: Deffered |
INTERMEDIATES P LTD |ALC4/2014 and Re-indexed |
118.03.2015 |
157 :HQ File ~ RLA File o [Lic.No/Date:0410159328 Defer
01/82/050/00647/AM15/ 04/24/040/00139!AM15/ 102 09 20[4 Date:20.05.2015
Decision : It was decided to defer the case for 20.05.201 5 for comments of Dcpartment of
C&PC.s
~/Case No.:75/9/82- Party Name:NEUTEC Meet No/Date:19/82-  |Status: Deffered
ALC4/2014 HEALTHCARE (P) ALC4/2014 and Re-indexed
ILIMITED 118.03.2015
HQFile ~ [RLAFile  |Lic.No/Date:0510390973 Defer
1:01/82/050/00872/AM15/ [:05/24/040/00235/AM 15/ 04.09.2014 ‘Date:20.05.2015
Decision : It was decide to call from the firm following information:
158
I i) % of coating material in export product supported by COA of the export
consignment.

ii) Copy of DML for relevant coated export product.

The case is deferred for 20.05.2015.

' Casc N0.:55/9/82-ALC4/2014 Party Name:CONCORD ~ Meet No/Date:19/82-  Status:
| BIOTECH LTD ALC4/2014 Approved
18.03.2015
HQFile - RLAFile - " Lic.No/Date:0810133285 Defer Date:
:01/82/050/00852/AM15/ :08/24/040/00216/AM15/ 110.09.2014

Dec1s:0n tIn the I:ght of wntten comments recelved from Department of Pharmaceuticals vide
their OM No. 35011/616/2014-PI(Norms) dated 29.04.2015, it was decided to ratify norms
159 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 kg/kg
Mycophenolic Mofteil | 1 kg | 1 Mycophenolic Acid 0.941
Powder Foam Powder Foam
RA may take appropnate action as per the decnsmn of Norms Committee
 CaseNo.:14/13/82-  |Party Name:PI INDUSTRIES Meet No/Date:19/82-  Status:
_ALC4/2014 [LTD., IALC4/2014 Approved
160 18.03.2015
HQ File ‘ RLA File - ILic.No/Date: 1310047642 Defer Date:
:01/82/050/01017/AM15/ |:13/24/040/00025/AM 15/ 126.09.2014
G_E = -
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Decision : In the llght of written comments received from Petrochemical Division of
Department of Chemicals and Petrochemicals vide their U.O No. 14022/6/2010- Ch. II dated |
20.03.20135, it was decided to ratify norms under Para 4.7 of HBP v1 as per details given below m'i
as applied by the firm, whichever is less: |

|
Export product Exp. | SL.No. | Import items Qty. :
Qty. Allowed ||
| Ethyl 4-Chloro-2 Fluoro- kg |1 2-CHLORO-4-FLUORO-5- 0.599 kg !
| 5[({[isopropyl(methyl)amino]sulfonyl} NITROBENZOTRICHLORIDE J
| amino)carbonylJphenylcarbamate - Methyl Iso Propyl Amine 0322kg |
(PCM) 3 NOBLYST (R) P8086 1% Pt 0.006 kg ||
f 4 Methanol 1.959kg |
5 Toluene 0.680 kg |
6 Ethyl Chloroformate 0370kg |

7 Sulfuryl Chloride 0.659 kg

8 n-Hexane 0.386 kg

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

© Case No.:2/9/82-ALC4/2014 Pa.rtyﬂlll.alm‘ezl"ERK[N Mect No/Date:19/82-  Status: Deffered
LABORATORIES ALC4/2014 and Re-indexed
18.03.2015 ; |
161 HQ File 'RLAFile Lic.No/Date:0910061044 Defer ?
i 0|/82/050/00799/AM15/ 09/24/040/00358/AM15/ 29.09. 2014
Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
.Pharmaceutlca]s
© Case No.:5/9/82-ALC4/2014 ‘Party Name:HETERO Meet No/Date:19/82-  |Status: Deffered |
DRUGS LIMITED ALC4/2014 :and Re-indexed |
! 118.03.2015
162 HQ File :RLA File Lic.No/Date:0910061060 ;Defer e
01/82/050/00802/AM15/ 1:09/24/040/00362/AM15/ 107.10. 2014 iI)ate 20.05 2015
‘Decns:on It was dec:ded to defer the case for 20 05.2015 fnr comments of Department of |
Pharmaceuttcals
Case No0.:103/9/82-  |Parly Name:NEULAND ~ Meet No/Date:19/82-  |Status:Deffered
ALC4/2014 QLABORATORIES LTD ALC4/2014 !and Re-indexed
1 18.03.2015 |
163 HQFile ~ |RLAFile * LicNo/Date:0910061074 | Defer g
01/82/050/00900/AM15/ \ 09/24/040/00365/AM15/ 09.10.2014 4Date 20.05. 2015
Decision : It was decided to defer the case for 20.05.2015 for comments of Dcpartment of |
Pharmaceuticals. |
Case No.:104/9/82- |Party Name:NEULAND Meet No/Date:19/82- IStatus Deffered ‘
~ 1 ALC4/2014 iLABORATORlES LTD ALC4/2014 Eand Re-indexed
\ | 18.03.2015 |
\\ 164 HQFile REX File " Lic.No/Date:0910061076 Defer |
0]/82/050/0090]/!\1\/[15/ :09/24/040/00319/AM15/ 10.10.2014 !Date 20.05. 2015
ety ey o eCision 2 It was decided to defer the case for 20.05.2015 for comments of Department of
< *Pharmaceutncals
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. CaseNo.:111/9/82-
'ALC4/2014

165 HQFile
1:01/82/050/00908/AM 15/

‘ ‘Declsmn lt _was decrded to defer the case for 20 05 20 1 5 for com

Pharmaceutlcals

© (Case No.:114/9/82-
ALC4/2014

166 l:!Q i-"r]e
F 01/82/050/00911/AM15/

! 'Pharmaceutrcals

' |Case No.:115/9/82-

| ALC42014

167 HQFile

| s 01/82/050/00912/AM15/

Demsnon It was decrded to defer the case for 20 05. 20 1 S for commente-ef

C&PC

[Case No.:117/9/82-
ALC4/2014

1:01/82/050/009 l 4/’AM 15/

Decrsnon It was dec:ded to defer the case for 2

Pharmaceutlcals

| [Case No.:83/10/82-
ALC412014

I 169 HQ File
1 01/82/050/00997/AMI 5/

i Decision : It was decided to defer the
( ‘Pharmaceutlcals

|ALC4/2014

170 HQ File
<01/82/050/01 354/AM15/

rPharmaceutlcals

~RLAFile

RLA File

\
\

e S T
'H

] ‘riL'A' File

| CaseNo.2/16/82-

 RLAFile
:22/24/040/00068/AM15/

'Dec1s10n It was decnded to defer the c

41

LIMITED

09/24/040/00346/AM1 5/

|Party Name:HONOUR LAB

LIMITED

" |RLA File
09/24/040/00386/AM 15/

|Dec1s10n It was decrded to defer the case for 20 05.201

: Party Name:NAGARJUNA

AGRICHEM LTD

09/24/040/003 76/AM15/

|Party Name:INCHEM
LABORATORIES PRIVATE ALC4/2014
LLIMITED

RLA File

09/24/040/003 74/AM15/

Party Name: HETERO LABS
LIMITED

09/24/040/00402/AM 15/

[Party Name:VENUS

REMEDIES LTD.,

 |Party Name:HETERO LABS |Meet No/Date:19/82-
ALC4/2014

18.03.2015

~ [Lic.No/Date:0910061084 Defer

]3 10.2014

Meet No/Date:19/82-

ALC4/2014
[18.03.2015

B iStatus Defl'ered |

‘and Re-indexed |

| |

[Date:20.05.2015 |

ments of Department of :

Status Deffered !
/and Re-indexed |

Lic.No/Date:0910061094 Defer

T 1020]4

Date:20.05. 2015 _

5 for comments of Departmem of

Meet NofDate: 1 9/82 -

ALC4/2014
18.03.2015

 [Lic.No/Date:0910061106 Defer

116.10.2014

Meet No/Date:19/82-

18.03.2015

 [Lic.No/Date:0910061119 [Defer

(17. 1020]4

uMeet NofDate | 9/82- )

ALC4/2014
18.03.2015

~ Status:Deffered
and Re-indexed |

|Date:20.05. 2015 \

Department of

Status Deffered i
and Re-indexed |

|Date:20.05. 2015

0.05.2015 fc for comments of Department of

 Status:Deffered |
?and Re-indexed |

LIC No/Date 0910061 139 Defer

27 ]020!4

rDate 20.0s. 2015 .

Meet No/Date:19/82-
ALC4/2014
18.03.2015

|Lic. No/Date 22 IOOI 5116 Def'er

10.11 2014

ase for 20 05. 2015 for comments of Department of

case for 20. 05.2015 for comments of Department of

Status:Deffered |
and Re-indexed |

Date:20.05. 2015 ‘

|9 TI 116 T
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= - e —— S ———— S
[ |Case No.:3/16/82- |Party Name:VENUS ‘Meet No/Date: 19/82- |Status Deffered |
1 ‘ALC4I2014 'REMEDIES LTD., 'ALC4/2014 1and Re-indexed
| S i 118.03.2015 |
171 IHQ File RLA File *Lic.No/Date:2210015126 Do |
| | 01/82/050/0]355/’AM15/ I 22/24/040/00060/AM!5/ 13 11.2014 |Date:20.05.2015 l
| = : BN | v boudutinitmsieton S8
% Decision : It was decided to » defer the case for 20.05. 2015 for comments of Department of |
Pharmaceutlcals |
[ Case No:1/16/82-  [Party Name-JAYANT AGRO Meet No/Date:19/82- _|Status:Deffered |
, !ALC4I2014 ORGANICS LTD., |IALC4/2014 }and Re-indexed
| \ 18.03.2015 |
| e R T e ey gy a— i
172 \HQ QFile |RLA File 'LlC No/Date:03 10791095 [Defer |
i E :01/82/050/01353/AM15/ 03/94/040/00742/AM15/ 114.11 2014 LDate 20.05. 20]5 l
i Declsmn It was decided to defer the case for 20.05.2015 for comments of Department of |
. |Pharmaceuticals. ;
ICase No5/16/82-  |Party Name:MEDREICH  Meet No/Date:19/82- [Status:Deffered |
1 }ALC4/2014 LLIMITED ALC4/2014 and Re-indexed
| : 18.03.2015 |
‘ [HQ File RLA File "~ [LicNo/Date:0710107026 Defer
0]/82/050/01357/AM!5/ I 07/24/040/00292/AM15," '20 11 2014 Date:20.05.2015 |
;‘ Decision : It was decnded to defer the case for 20. 05. 2015 for comments of Department of |
; ‘Pharmaceutlcals |
| [CaseNo.4/l6/82- |Party Name:MICRO LABS [MeetNo/Daie:19/82-  [Status:Deffered |
% |ALC4/2014 1LTD ALC4/2014 !and Re-indexed ‘
o | 18.03.2015 | |
174 AT T RiAFle  [LicNo/Date:0710107083 Defer |
L 01/82/050/0]356/AM15/ l: 07/24/040/00303."AMI5/ 126.11. 2014 lDate 20 05. 2015 ‘l
5 tDeuston It was decided to defer the case for 20.05.2015 for comments of Department of |
Pharmaceutlcals .
" [Case No.:6/16/82- |Party Name:RELIANCE  |Meet No/Date:19/82- St{nfs'iféf_rér'ed
l |ALC4/2014 INDUSTRIES LTD. |ALC4/2014 and Re—mdexed
|| 18.03.2015 | |
175 \HQ Fie  [RLAFile "~ |Lic.No/Date:0310792858 | Defer
;

| 01/82.’050/01358/AM15/ 03/95/040/00351fAM15/ 13 01.2015 Date:20.05.2015 ‘

|
[

;De(:lsmn It was decnded to defer the case for 20.05 20 15 for comments of Department ef
C&PC (PC Dmsmn)

S ——————

| [Case No.:7/16/82- Party Name:RELIANCE ~ Meet No/Date:19/82- \Status :Deffered |
| |ALC42014 INDUSTRIES LTD. ALC4/2014 and Re-indexed |

- e ‘. 18.03.2015 |
|\7cBQFle  |RLAFile "~ ILic.No/Date:0310792860 | Defer |
" [01/82/050/01359/AM1S/  |:03/95/040/00141/AMIS/  [13.01 2015 Date:20.05.2015 |

:Deelslen It was decided to defer the case for 20.05.2015 for comments of Department of
| lC&PC (PC DWISIOI‘I)

|

|

!

|
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| CaseNo.:8/16/82-  |Party Name:RELIANCE Meet No/Date:19/82-  Status:Deffered
ALC4/2014 ‘INDUSTRIES LTD: |ALC4/2014 ‘and Re-indexed |

| | 18.03.2015 ; -

177 HQFile  [RLAFile = |Lic.No/Date:0310792863 |Defer

: \ :01/82/050/01360/AM15/  :03/95/040/00243/AM15/  |13.01 2015 Date:20.05. 2015

Decision : It was decided to defer the case fc for 20.05.2015 for comments of Department of
C&PC (PC Dwnsmn)

| |

. |Case No.:11/16/82- |Party Name:DR REDDYS ~ [Meet No/Date:19/82-  Status:Deffered |
. ALC4/2014 LABORATORIES LIMITED ALC4/2014 and Re-indexed |
- | 18.03.2015 ‘
178/HQFile  [RLAFile = |Lic.No/Date:0910061549 Defer
| [01/82/050/01363/AM1S/  |:09/24/040/00580/AMI1S/  21.01.2015 Date:20.05.2015 |
" Decision : It was decided to defer the case for 20. 05.2015 for comments of Department of |
| 'Pharmaceutlcals |
| CaseNo.:10/16/82-  |Party Name:JODAS EXPOIM |Meet No/Date:19/82-  Status:Deffered )
| ALC42014 PVT.LTD., ALC4/2014 and Re-indexed |

] 5 18.03.2015 | t
179 HQFile ~ |RLAFile ' Lic.No/Date:0910061548 Defer

Decision : It was decided to defer the case for 20.05.2015 for comments of Department of
; Pharmaceutlcals

[: 01/82/050/01362/AM15/ 09/24/040/00529/AM15/ 21.01. 2015 EDate 20.05.2015 ’
|

| |Case No.:12/16/82- Party Name:RA CHEM Meet No/Date:19/82-  [Status:Deffered
. ALC4/2014 PHARMA LIMITED ALC4/2014 and Re-indexed |
== | 18.03.2015 | ‘
!180 HQ File "RLAFile ~ [Lic.No/Date:0910061552 Defer |
:01/82/050/01364/AM1S/  :09/24/040/00592/AMIS/  21.01 2015 Date:20.05.2015 '
Decision : It was decided to defer the case for 20. 05.2015 for comments of Department of :
Pharmaceutlcals |
| [CaseNo.:14/16/82-  |Party Name:HERBOCHEM  |Meet No/Date:19/82. Status:Deffered |
ALC472014 ALC4/2014 and Re-indexed |
‘ ; 118.03.2015 | ‘
181 ;HQ File RLA File LicNo/Date:0910061554 Defer
01/82/050/01366/AM15/  :09/24/040/00572/AM15/ 22,01 2015 Date:20.05.2015 |

‘Decnsmn It was decided to defer the case for 20.05.2015 for comments of Department of
! jPharmaceutlca]s

i— ‘Case No.:13/16/82- \F_’z;rty?\lan_te_l-iE'l:ERO * [Meet No/Date:19/82- étatus—D;ffered_|

i 'ALC4/2014 'DRUGS LIMITED ALC4/2014 and Re-indexed |

L 18.03.2015 |

182 [HQ File RLA File ' " Lic.No/Date: 0910061553 Defer

I‘ 01/82/050/01365/AM 15/ 09/24/040/00582/AM15/ {22.01 2015 |Date:20.05. 201 i

! ‘Declsmn It was decided to defer the case for 20.05.2015 for comments of Department of I
\Pharmaceut;ca[s

Directorata Geno
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| [CaseNo.:52/19/82-  [PartyNamePCLOIL&  Meet No/Date:19/82-  [Status:Deffered |
| "ALC412014 SOLVENTS LTD., |ALC4/2014 and Re-indexed
‘ ! 118.03.2015 : :
183 |HQ File RLA File Lic.No/Date:0510393248 'Defe;' _____ ET
\ l 01/82/050/01540/AM15/ I 05/24/040/00273/AM15/ \17 02.2015 |Date 20.05. 20]5 l
| [Declsmn It was decided to defer the case . for 20.05.2015 for comments of Department of “
C&PC |
" [Case No.:1/19/82-ALC4/2014  Party Name:S M S Meet No/Date:19/82-  Status: |
: ! PHARMACEUTICALS LTD ALC4/2014 Approved ‘
| 18.03.2015 | |
. [HQFile & T RLAFile  |LicNo/Date:0910061632 |Defer Date: |
\ 1 0]/82/050/0]489IAM15/ E 09/24/040/00578/AM15/ 119.02.2015 ‘ ‘

'Declsmn In the 7hght of written comments received from Departmeht of Pharmaceuticals v1de
lthew OM No. 35011/486/2013-PI(Norms) dated 21.11.2013, it was decided to ratify the norms |
under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:

| Export Product Qty. SI. No. | Import Product Quantity
\ \ allowed kg/kg
| | Efavirenz 1 kg 1 (S)-5-chloro-alpha-(cyclopropyl 0.987 |

i ethylyl)-2-amino-alpha-(trifluoro
methyl) benzene methanol ‘.
0.448 ‘

Triphosgene

'RA may take approprlate actlon as per the dec151on of Norms Comrmttee

| [Case No. :2/19/82-ALC4/2014 |Party Name:SUN' Meet No/Date:19/82-  Status:Deffered
B 'PHARMACEUTICAL ALC4/2014 and Re-indexed |

INDUSTRIES LTD., 18.03.2015 :
‘ 85 fHQ Fle @ |RLAFile © [LicNo/Date:0310793988 Defer |
1{ :01/82/050/01490/AM1S/  :03/95/040/00916/AM1S/ 19.02.2015 Date:20.05.2015 |

El_)e{:lsmn- It was dec:ded to defer the case for 20. 05.201 5 for comments of Department of |
lPharmf;\ceutu:als

| Case No.:3/19/82-ALC4/2014 Party Name:DIVIS  Meet No/Date:19/82- Status:Deffered

| [LABORATORIES LTD., |ALC4/2014 land Re-indexed ‘i

|l 18.03.2015

186 [ﬁQ File = |[RLAFile "~ [Lic.No/Date:0910061637 Defer

'w 01!82/050."0149UAM15." 09:'24/040,’00622/AM15." 120.02.2015 Date:20. 05 2015

| iDec:lsmn It was decided to defer the case for 20.05.2015 for comments of | Department of ﬁ
Phannaceutlcals |

iCase No.:4/19/82-ALC4/2014 |Party Name:AUROBINDO ~ Meet No/Date:19/82-  [Status: Deffered

1 'PHARMA LIMITED ALC4/2014 ]and Re-indexed | |
L | 18.03.2015
187 [iQFile  |RLAFile  [LieN No/Date:0910061647 [Defer |
| :01/82/050/01492/AM15/ 09/24/040/00614/AM1S/  24.02.2015 Date:20.05.2015
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Pharmaceutlcals !

Case No.:46/19/82- PartyNameC;\DlLA ~ |Meet No/Date:19/82- ~ [Status: Deffered|
ALC4/2014 'HEALTHCARE LTD., ALC4/2014 and Re-indexed '
| 18.03.2015 ; i
188 Tﬁij File RLA File ~ |Lic.No/Date:0810134680 |Defer ,

i
i
% t 01/82/050/0!534/AM15/ 08/24/040/00442/AM 15/ :26 02 20] 5 Date:20. 05 20]5 }
\

Decnston It was decided to defer the case for 20.05.2015 for comments of Department of ;
%Pharmaceutleals i

g W;éése No.:47/19/82- Party Name:RUBY ~ |Meet No/Date:19/82- Stet_ttéz_De[feretié

| ALC42014 FRAGRANCE PRIVATE | ALC4/2014 and Re-indexed |
| LIMITED 18.03.2015 ! :

189 HQFile ~ RLAFile ~ |Lic.No/Date:3510044692 Defer
:01/82/050/01535/AM15/ :35/24/040/00006/AM15/ 27.02.2015 Date:20.05. 2015

‘Decnsmrt It was decided to defer the case for 20.05.201 5 for comments of Department of
C&PC.

[CaseNo.:48/19/82-  [Party Name:AARTI DRUGS Meet No/Date: 19/82-  [Status:Deffered |
ALC4/2014 LIMITED ALC4/2014 and Re-indexed
18.03.2015 . |
190 HQ File ' ~ [RLAFile " Lic.No/Date:0310794361 [Defer |
| [01/82/050/01536/AM15/ :03/94/040/01057/AM15/ 04.03.2015 Date:20.05. 2015
Dec:smn [t was decided to defer the case for 20. 05 20] 5 for comments of Department of
Pharmaceuticals.
Case No.:49/19/82-  Party Name:SAURAV ~ |Meet No/Date:19/82-  |Status:Deffered
ALC4/2014 CHEMICALS LTD, ALC4/2014 and Re-indexed |
| 18.03.2015 : .
HQ File " RLA File  |Lic.No/Date:2210015208 [Defer
:01/82/050/01537/AMI15/  :22/24/040/00102/AM15/ 10.03.2015 Date:20.05.2015

Decision : In the hght of earlier decision taken in meetmg no. 6/82 dated 29.08. 2014, i 1t‘
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:

191

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

Homatropine Methyl Bromide | 1 kg 1. Tropine 0.718 kg g
| Synonyms N,N-dimethyl-8- 2. DL-Mandelic Acid 0.862 kg \
| Azoniabicyclo(3.2.1)octane-3-yl)2- 3. Methylene Dichloride | 5.20 kg |

hydroxy-2-phenylacetate bromide 4. Acetone 537kg 1
| C.A.S. No.80-49-9 formula ‘

. |LC6H4CH2Bro2N Quality 99% Purity 5
| |

RA may take appropnate actlon as per the dec151on of Norms Commlttee

_ CaseNo.:50/19/82-  [Party Name:HETERO ~ Meet No/Date:19/82-  [Status: Deffered | SN
192 ALC4/2014 DRUGS LIMITED ALC4/2014 and Re-indexed
18.03.2015 |

e s s - T L G LA
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. [HQFile ~ RLAFile ~ [Lic.No/Date:0910061693 [Defer
; 2:01/82/050/01538/AM15/ ' 09/24/040/00679/AM15." {12.03.2015 LDate 20.05. 20]5 ‘
| e e e
- Decision : It was decided to 0 defer the case for 20.05.2015 for comments of Department of .
\Pharmaceutlcals !
| [CaseNossi19/82-  [Party Name:HONOUR LAB ~ Meet No/Date:19/82-  Status: Deffered }
aALC4/20]4 LIMITED ALC4/2014 ‘and Re-indexed |
18.03.2015 |
1193 H()"Flle ~ RLAFile * Lic.No/Date:0910061695 |Defer |
0|/82/050/0!539/AM15/ 09/24/040/00693/AM15/ 12.03.2015 \Date:20.05.2015 |
! Decmlon It was decided to defer the case for 20. 05.2015 for comments of Department of \
'Pharmaceuticals. 1
" [Case No:53/19/82-  Party Name:ARENELIFE  Meet No/Date:19/82- [Status:Deffered
| ALC4/2014 ESCIENCES LIMITED. ALC4/2014 jand Re-indexed ‘
| [ | 118.03.2015 '
194 | HQ File RLA File Lic.No/Date:0910061704 Defer
} B 01/82/050/01541/AM15/ ? 09/24/040/00558/AM14." 13.03.2015 ‘Date 20. 05 20]5 |
‘ ‘DeClswn 1t was decided to defer the case for 20.05.2015 for comments of Department of
} \Pharmaceutlcals

Out Side agenda Part B-lII

Case No.B-1 M/s. Vital Laboratories Pvt Ltd

Meeting No.19/AM15 dated —29.04.2015 F. No.01/82/050/00670/AM 13/DES-III

RAF. No. 03/95/040/00254/AM 13 Adv. Lic. No. 0310705409 dated 17.08.2012

Decision: In the light of written comments received from Department of Pharmaceuticals vide their
OM No. 35011/28/2013-PI(Norms) dated 07.04.2015, it was decided to ratify norms under Para 4.7
of HBP v1 as per details given below or as applied by the firm, whichever is less:

Item of Export Quantity | S,No Item of Import Quantity
allowed kg/kg
[Methyl Cobalamin J.P. i ke 1 Vitamin B 12 0.95
(Mecobalamin) Cyanocobalamin 24

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

Case No. B-2 M/s. Arudaa Vis Labs Pvt Ltd

Meeting No.19/AM15 dated — 29.04.2015 F. No.01/82/050/00385/AM 14/DES-III

RAF. No. 04/24/040/00067/AM 14 Adv. Lic. No. 0410147616 dated 28.06.2013

irecto
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Decision: Committee considered the case as per agenda and in light of written comments received
from Department of Pharmaceuticals vide their OM No. 35011/382/2014-PI(Norms) dated
07.04.2015 and in consultation with technical authority present in meeting, decided to revise
norms under para 4.7 of HBP as per details given below or as applied by firm whichever is lower:-

Export Item No. 1 : DMT-T

S. No. Import Item Qty. allowed kg/kg
1. THYMIDINE 0.596
2. DMT-CI 0.761
Export Item No. 2 : DMT-Bz-dc
S. No. Import Item Qty. allowed kg/kg
1L Deoxycytidine 0.678
2. DMT-CI 0.65

Export Item No. 3 : DMT-Bz-dA

S. No. Import ltem Qty. allowed kg/kg
1. DEOXYADENOSIN 0.73
2. DMT-CI 0.68

Export Item No. 4 : DMT—iBu-dG

S. No. Import ltem Qty. allowed kg/kg
1. DEOXYGUANOSINE MONOHYDRATE 0.688
2. DMT-CI 0.70

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

Case No. B-3

M/s. Shiva Pharmachem Ltd

Meeting No.19/AM15 dated — 29.04.2015

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

RAF. No. 34/24/040/00117/AM 10
34/24/040/00136/AM 10
34/24/040/00206/AM 10
34/24/040/00086/AM 11

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

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

Case No. B-4

M/s. Chirag Enterprise

Meeting No.19/AM15 dated — 29.04.2015

F. No.01/82/050/00256/AM1 1/DES-III
01/82/050/01090/AM 1 1/DES-III

g
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RAF. No. 24/24/040/00009/AM 11 Adv. Lic. No. 2410029974 dated 27.10.2010
24/24/040/00014/AM 11 2410030871 dated 27.10.2010

Decision: It was decided to deferred the case for next NC for comments of Department of C&PC

Case No. B-5 M/s. Rohan Exports India Ltd
M/s. Mahesh Raj Chemicals Ltd

Meeting No.19/AM15 dated — 25.04.2015 F. No.01/83/162/00654/AM12/DES-III

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

The case is deferred for next NC.

Case No. B-6 M/s. Gopinath Chem-Tech Ltd

Meeting No.19/AM15 dated — 29.04.2015 F. No.01/82/050/00562/AM14/DES-III

RAF. No. 08/24/040/00231/AM 14 Adv. Lic. No. 0810124122 dated 26.08.2013

Decision: It was decided to deferred the case for next NC for comments of Department of C&PC

Case No. B-7 M/s. Sainor Laboratories Pvt Ltd

Meeting No.19/AM15 dated — 29.04.2015 F. No.01/82/050/00350/AM11/DES-III

RAF. No. 09/24/040/00040/AM 11 Adv. Lic. N0.0910042075 dated 19.05.2010

Decision: It was decided to deferred the case for next NC for comments of Department of C&PC

Case No. B-8 M/s. Sainor Laboratories Pvt Ltd
Meeting No.19/AM15 dated — 29.04.20 F. No.01/82/050/00528/AM10/DES-III
F. No.01/82/050/00621/AM10/DES-II1
RAF. No. 09/24/040/00040/AM 11 Adv. Lic. N0.0910039225 dated 01.09.2009
RAF. No. 09/24/040/00040/AM 11 Adv. Lic. N0.0910039590 dated 14.10.2009

U_‘-;.,‘.-_E_ 1G9+, g 1
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Decision: It was decided to deferred the case for next NC for comments of Department of C&PC

Case No. B-9

M/s. Alchymars ICM SM Pvt Ltd

Meeting No.19/AM15 dated — 29.04.20

F.No.01/82/050/00111/AM14/DES-III

RAF. No. 04/24/040/00279/AM 13

Adv. Lic. No.0410144366 dated 25.03.2013

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

Pharmaceuticals.

Case No. B-10

M/s. Makson Inds. Pvt Ltd

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/050/00889/AM 13/DES-III

RAF. No. 03/95/040/00394/AM 13

Adv. Lic. No.0310710561 dated 26.09.2012

Decision: It was decided to deferred the case for next NC for comments of O/o DC(MSME).

Case No. B-11

M/s. Coral Laboratories Ltd

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/162/00275/AM14/DES-I11

RAF. No. 03/94/040/00777/AM 14

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

Pharmaceuticals.

Case No. B-12

M/s. Hiran Orgochem Ltd

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/050/01030/AM14/DES-III

RAF. No. 03/94/040/00814/AM 14

Adyv. Lic. No. 0310692029 dated 25.04.2012

Decision: It was decided to deferred the case for next NC for comments of Department of C&PC

Case No. B-13

M/s. RA Chem Pharma Ltd

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/050/00219/AM12/DES-III

RAF. No. 09/24/040/00071/AM 12

Adv. Lic. No. 0910046667 dated 06.05.2011

Decision: It was decided to deferred the case for next NC for comments of Department of

Pharmaceuticals.
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Case No. B-14

M/s. Lupin Limited

Meeting No.19/AM15 dated — 29.04.20

F.No.01/82/050/00933/AM12/DES-III

RAF. No.03/95/040/00523/AM 12

Adv. Lic. No. 0310657925 dated 04.10.2011

Decision: Committee considered case as per agenda and in light of earlier decision taken by NC in
its 34/82 meeting dated 17.11.2014 it was decided to allow import item at Sl. No. 1 “ Sodium Rifa -
s “ for manufacture of export product Rifampicin 450 mg capsules. Norms Committee in its
Meeting No. 49/82 dated 06.03.20112 has already recommended all import items except the
import item “ Sodium Rifa —s”. The committee recommend the item mentioned at SI. No. 1 i.e. “
Sodium Rifa - s “ and its respective quantity for duty free import as details given below:

Import itme at SI. No.

Name of the Import item

Quantity allowed kg/kg

1. Sodium Rifa-s

1.02 kg

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

Case No. B-15

M/s. Indo German Alkaloids

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/050/00856/AM 15/DES-III
01/82/050/00250/AM15/DES-III

RAF. No0.03/94/040/00305/AM 15
03/94/040/01019/AM 14

Adv. Lic. No. 0310786553 dated 08.07.2014
0310769858 dated 10.02.2014

Decision: Committee considered the case as per agenda and in consultation with the technical authority present
in the meeting, it was decided to amend the description of export product in the minutes of the NC meeting no.
4/82 dated 03.07.2014 and 16/82 dated 23.01.2015 as details given below.

From

To

IPECACUANHA EXTRACT BP./ USP.

IPECACUANHA EXTRACT CONCENTRATE 9 %

The rest of the minutes would remain same.

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

Case No. B-16

M/s. SANOFI INDIA LIMITED

Meeting No.19/AM15 dated — 29.04.20

F. No.01/82/050/01125/AM15/DES-II1

ST RAF, No,03/94/040/00465/AM 15

Adv. Lic. No. 0310786553 dated 08.07.2014

SY HJHerf
. Director ;3
Directorate 1,”
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Decision: Committee considered the case as per agenda and in consultation with the technical
authority present in the meeting, it was decided to amend the description of import item and quantity
in the minutes of the NC meeting no. 16/82 dated 23.01.2015 as details given below:

From To

Description of import item | Qty. allowed | Description of import item Qty. allowed
MINOCYCLINE 1.00kg’kg | CLEXANE 60MG 1.00 packs
HYDROCHLORIDE PH INJECTION 2s (net to net)
EUR

The rest of the minutes would remain same.

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

Date:20.04.2015 Nirmal *Ezm*,p .
Place:New Delhi Dy. DlrecfbﬁG@n&ral of Forelgn Trade
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