Government of India
Ministry of Commerce and Industry
Directorate General of Foreign Trade
Maulana Azad Road, New Delhi 110011
Norms Committee-II1

Para 4.7 Decision

Meeting No. 05/82/2017 of 2017-18 dated 25.10.2017 considered the cases/issues under Duty
Exemption Scheme (Chapter-4) of Foreign Trade Policy, 2015-20 pertaining to Chemical and Allied
preducts falling under Chapter 29 and 30, held on 25.10.2017 under the Chairmanship of Shri J.V.
Patil, Addl. DGFT in Room No.04, Udyog Bhawan, New Delhi.

Following members were present:-

Shri Nirmal Kumar, Dy. Director General of Foreign Trade
Shri Arun Kumar, Consultant, Department of Pharmaceuticals.

Note:

In certain cases the decision of the Norms Committee refers to the Recommendations/ Observations /
Deficiencies received from the concerned Technical authority in the same case or a different case of
another firm with the same product. A scanned copy of such document is placed at the end of the
Minutes. In some cases, the scanned copy uploaded may be unsigned. In both these instances, the
scanned copy uploaded is to be accepted. The Committee does not approve SCOMET items and all
applicants are understood.

MEETING NUMBER : 5/82-ALC4/2017 MEETING DATE : 25.10.2017

Case No.:4/6/85- Party Name:MATRIX Meet No/Date:5/82- Status:
ALC3/2011 LABORATORIES LTD ALC4/2017 ‘1Approved
_ 25.10.2017
[HQFile RLA File Lic.No/Date:0910045940 |Defer
11 [:01/85/050/00026/AM 12/ :09/24/040/00507/AM11/ 16.03.2011 Date:

Decision : The Committee decided to ratify norms based on the recommendation of D/o,
Pharmaceuticals forwarded vide O.M. N0.35011/252/2014-fP1(Norms) dated Oct. 2014 , uploaded
at the end of these minutes or as applied by the firm whichever is less under para 4.07 of HBP
Vol.1. RA concerned may take necessary action as per decision of NC.

| [Case No.:15/2/82- Party Name:PERFECT Meet No/Date:5/82- Status:]jeferr;ad
ALC4/2016 INDUSTRIES PRIVATE |ALC4/2017
_ LIMITED. 25.10.2017 1
? THQ File RLA File Lic.No/Date-03 10659678 [Defer Date:
' :01/82/050/00015/AM17/ :03/95/040/00554/AM12/ |14.10.2011 7 10.01.2018 ~
IDecision :Deferred.
—' Case No.:2/2/85- Party Name:SAIRAM iMeet No/Date:5/82- iStatus:Déferred
1 1ALC3/2012 ORGANICS PVT LTD ALC4/2017
P 25102017 ‘ _
IHQ File | ~ IRLAFile _ [Lic.No/Date:0910050555 [Defer




e

| {F01/857050/00002/AM13/ "[09/24/040/00452/AM12/_[30.122011 _ [Date:13.12.2017
;!ﬁcigion :Deferred.
“[Case No.20/20/82- _ {Party Name:AMBUJA [Meet No/Date:5/82- _|[Status:Deferred
ALC4/2016 INTERMEDIATES |ALC4/2017 .
| ~__|LIMITED o ]25.102017 _ o
4; HQ File RLA File ILic.No/Date:03 1 0688107| Defer Date:
: :01/82!050/(_)12_06/AM17/ ' :03!94/04Q/01125/A_M12/ i127.03.2012 [10.01.2018
|Decision : Deferred. B
Iﬂi Case No.: 131116182- ) Party-NamezéARI;IA " Meet No/Dat;:5/82- ) i Status f)efc;,;;';adl
i ALC4/2016 (CHEMICALS PVT.LTD. |ALC4/2017 .
!, ) ] o ) {25.10.2017 | )
5HQ File [RLA File Lo No/Date:5210039465 [Defer Date:
1 01!82/050/00948/AM17/ :52/24/040/00043/AM13/ |14 02.2013 110.01.2018
!EDECISIOI] Deferred. i
[ fCase No.:173/5/82- Party Name:FORACE * Mect No.;'Dat;a:;J'}é;'Z- ! Status—])_eferred
| JALC4/2015 POLYMERS (P) LTD.  'lALC4/2017 ;
Ll L . ps102017 o L
; 6 HQ File RLA File |Lic.No/Date:0510356983! Defcr Date:
.|:01/82/050/00313/AM16/ 1 :05/23/040/00069/AM 14/ 13.06.2013 ~1]10.01.2018
'\ I‘Dgcisiogl : Deferred.. 3 _ ~ !
_i, Case No.:48/13/82- '\Party Name:BELCHEM '. Me;at No/Date:S/SZ-— iStatus:Deferred’
|ALC4/2015 INDS. INDIA PVT. LTD. . ALC4/2017 '
| _ 125.10.2017 _ |
: 7! HQ File ARLA File |Lic No/Date 0310766718 Defer Date:
|:01/82/050/01011/AM16/ :03/94/040/00860/AM14/ |17.01.2014 110.01.2018
'IDecisipn : Deferred. o ) o o
3—-5 Case No.:57/3/82- (|Party Name:JUBILANT ' | Meet ﬁo/Date:S/SZ- |Status:Deferred,
' ALC412014 |LIFE SCIENCES 1ALC4/2017 '
) [LIMITED (25102017 o
QFile RLA File Lic.No/Date:05103 82053 |Defer Date:
01!82/050/00061/AM15/ :05/23/040/00506/AM 14/ [18.03.2014 10.01.2018
Decision : Deferred.
Case No.d9/13/82- _[Party Name:BELCHEM | Meet No/Date:5/82 _ [[Status:Deferred
: ‘iALC412015 |INDS. INDIA PVT.LTD. | ALC4/2017
| i o ) [25.10.2017 o
" 9 HQ File RLA File |Lic NolDatc 03 10779215' Defer Date:
| |:01/82/050/01012/AM16/ :03/94/040/01118/AM14/ ]23.04.2014 1|10.01.2018
reclsmn Deferred.




ICase No.:7/8/82-

Party Name:MACSON  (Meet No/Date:5/82- Status:Deferred
|ALC4/2016 PRODUCTS ALC4/2017
| ) 25.10.2017 o
1101HQ File RLA File Lic.No/Date-521004 1026 Defer Date:
| :01/82/050/00345/AM17/ ;[:52/21/040/0001 L/AM15/ [12.05.2014 10012018
; .7H5|Dec|smn Deferred. i o
I_—! Case No.:38/8/82- |Party Name:MYLAN Meet No/Date:5/82- ! Status:Deferred’
| ALC4/2014 LABORATORIES ALC4/2017 '
| |LIMITED 25.10.2017 o
liHQFile [RLAFile Lic No/Date:0910060258 [Defer
I 01/82/050/00702/AM15/ :09/24/040/00108/AM 15/ 28.05.2014 : Date:13.12.2017
' : JI IPQC_!SIOIE- Deferred.
" I[Case No.:165/6/82- Party Name:HALDIA Meet No/Date:5/82- -Status:Deferred
|ALC4/2014 PETROCHEMICALS ALC4/2017
o _LTD. 25102017 L
12;‘ HQFile |RLA File Lic.No!Date:0210203844 Defer Date: .
:01/82/050/00567/AM15/ |:02/24/040/00037/AM15/ [05.06.2014 10.012018 !
! 4|Declsmn Deferred. o
i Case—No.:ﬁ64lli$;§i- T Party Name:BAYER Meet No/Date:5/82- - . Status I;eferred
'ALC4/2014 {CROPSCIENCE ALC4/2017 ’
. _ [LiMITED 25102017 o
13 HQ File |RLA File Lic.No/Date:0310788397(Defer Date:
[:01/82/050/01267/AM15/ |:03/94/040/00405/AM15/ [26.082014  10.01.2018
i i[Dec_igion : Deferred. o
[ [Case No.:255/13/82- Party Name:THE Meet No/Date:5/82- '|Status: Deferred
|ALC4/2014 DHARAMSI MORARJI {ALC4/2017
|CHEMICALCOLTD ~ [25.10.2017 o
4 HQ File RLA File Lic No/Date:03 10788373 [Defer Date:
1:01/82/050/01258/AM15/ |:03/95/040/00431/AM15/ |26.08.2014 i /|10.01.2018
{|Dec1s1on : Deferred.
| Case No 263/13/82- Party Name:ANTHEA Meet No/Date:5/82- '|Status: Deferred
ALC4/2014 AROMATICS ALC4/2017 '
T _|PVT.LTD,, 25.10.2017 ' o
13 [HQ File [RLA File Lic.No/Date:03 10788558 |Defer Date:
| |:01/82/050/01266/AM15/ f:03/94f040/00962_/AM14/ 01.09.2014 ,[10.01.2018 }
: i _'ilpt_a_cision : Deferred.
[ Case No.:217/13/82- Party Name:ENCUBE Meet No/Date:5/82- -Status::_l)efe_rred
ALC4/2014 ETHICALS PVT LTD ALC4/2017
6| 25.10.2017 _ ]
_ JHQFile ~ |RLAFile [Lic.No/Date:0310788620 [Defer




FOT/82I05001220/AM1S/ [03/94/040/004947AMIS] 02092014 _ [Date:13.122017

[Decision : It was noted that frandulent CA certificates have been submitted in this case. The,

matter is under investigation. Clarification has been called for from the firm in NC meeting:
| {[No0.02/82 dated 29.04.2015 is awaited. The Committee accordingly decided to defer the case.

[ |Case No.:17/13/82- '|Party Name:GRASIM _ [Meet No/Date:5/82- i[Status:Deferred
ALC4/2014 INDUSTRIES LTD,, JALC4/2017

125.10.2017 I
7 qQ File RLA File [Lic.No/Date:3410040570][Defer Date:
:01/82/0_50/01(_)201AM15! 1|:34/24/040/00155/AM15/ '[23.09.2014 1]10.01.2018
!IDTacisiqq : Deferred.

v l[Case No.:134ll£3182-_ Party_Na;ne:MA-HAVIR Meet No/Date:5/82- i|Status:Deferred
ALC4/2014 |SYNTHESIS PRIVATE '|ALC4/2017
| _|LIMITED 25102007 |

181111Q File RLA File [Tic No/Date:5210041251]|Defer Date:

] -01/82/050/01137/AM15/ ':52_/24/040/0003 1I/AM15/ ((07.10.2014 {10.01.2018
lDecision : Deferred. B

[Case No.:d2/15/82- _|Party Name:PVS AGRO Mot No/Date:5/82- . [Status:Deferred

ALC4/2014 'VET ALC4/2017 ,
25.10.2017 .

19 15Q File RLA File [Lic No/Date:0910061105 [Defer
{:01/82/050/01329/AM15/ :09/24/040/00246/AM15/ |16.10.2014 'Date:13.12.2017
[Decision : Deferred. ] ) o '

[ [Case NoA110/13/82-_[Party Name: TATVA  [Meet No/Date:5/82- _[Status:Deferred:
i |ALC4/2014 CHINTAN PHARMA  '|ALC4/2017
! JCHEM PVT LTD 125.10.2017 '
I 1 = — — —
120i HQ File |IRLA File [Lic.No/Date:3410040635!|Defer Date:
| ‘:01(82/0_5_0/(_)_1_1_1}[&1_\/_1_15/ '.:34!24/040/00188/AM15/__ 122.10.2014 (|10.01.2018
lll_Tecisign : Deferred.

| [Case No.:86/10/82- |Party Name:SHIVA {Meet No/Date:5/82- Status:Deferred

ALC4/2014 PHARMACHEM LTD, |ALC4/2017
Ps.102017 |
2 [HQ File RLA File [Lio.No/Date:3410040644![Defer Date:
:01/82/050/01000/AM15/ :34/24/040/00194/AM15/ 1130.10.2014 10.01.2018
[Decision : Deferred. .
_—ICase No.:266/13/82- Party Name:ATUL IMeet NolDate:é/SZ- - :Status:Deferred
[ALC4/2014 LIMITED, : ALC4/2017
R o ) 125102017 | N
{?2[HQ File RLA File Cic. No/Date:08 10133735|[Defer Date:
1:01/82/050/01269/AM15/ 1:08/24/040/00289/AM1S/ l0s.11.2014 10.01.2018
_ j[Decisit_m 1 : Deferred.




i ICase No. 268/13/82- |Party Name:ATUL .|Meet No/Date:5/82- éStatus Deferredl
| |ALC4/2014 [LIMITED, ALC4/2017 E :
o R M psto2o7
1*3'HQ File [RLA File [LicNo/Date:0810133734Defer Date: |
4L :01/82/050/01271/AM15/ 11:08/24/040/00283/AM15/ '[05.11.2014 __ 10012018 |
|._|Decision : Deferred. ]
. [Case No.:107/13/82-  [Party Name:SHIVA Meet No/Date:5/82- ||Status:Deferred
| |ALC4/2014 [PHARMACHEM LTD, |ALC4/2017 ! “
I d 25.10.2017 o
24! HQ File 'IRLA File Lic.No/Date: 3410040655; Defer Date
i [:01/82/050/01110/AM15/ '[:34/24/040/00196/AM15/ [05.11.2014 10012018
|_|Decision : Deferred. i . L
; !Case No. 111/13!82- fParty Name:ABEERS ‘Meet No/Date:5/82- ;Status.Deferred’
| IALC4/2014 IPHARMACEUTICALS |ALC4/2017 | !
I ~_ _[PVTLID 25102017
PlaQFile [RLA File [Lic.No/Date:0510391927 [Defer |
! -01/82/050/01114/AM15H :05/23/040/00352/AM15/ |11.11.2014 |[Date:13.12. 2.2017
| [Decision: Deferred. _ _
[ [Case No.:100/4/82- | Party Name:ESTEEM _[Meet No/Date:5/82- '|Status:Deferred:
1 ALC4/2015 INDUSTRIES PVT. ALC4/2017 ;
, - _LTD, 25.10.2017 i
26/ HQ File [RLA File Lic.No/Date: 1710003978 [Defer Date: |
| 11:01/82/050/00139/AM16/ '|:17/24/040/00125/AM15/ -[12.11.2014 _ ... 10012018 |
| [[Decision : Deferred. _
[ [case No.:120/13/82- [Party Name:JUBILANT {Meet No/Date;5/82- | Status Deferredi
1 |ALC4/2014 YLIFE SCIENCES 1ALC4/2017 i
' _jLmMITED 25102017 E o
i27 HQ File |RLA File Lic.No/Date: 0510391947l Defer Date:
:01/82/050/01123/AM15/ 1|:05/23/040/00325/AM15/ {12.11.2014 ~i10.01.2018
.1 __|“Decision:_1)_efe_ry_q(“l_.u . L
e e e | e e e e
'_ml Case No.:65/15/82- [Party Name:ABEERS  :{|Meet No/Date 5/82- [Status:Deferred.
| |ALC4/2014 PHARMACEUTICALS |ALC4/2017 '
N ~_|pvTLID [25.10.2017 o ]
1P8I[Q File IRLA File Lic.No/Date:051039201 1' Defer
; j!_olgsz/osqmlss:z/ﬁws/;:05/23/040/00360fAM15f 14.11,2014 Datel3122017
1 ;ll}_egisiun : Deferred.
[ [Case No.:32/2/82- [Party Name:STERLING [Meet No/Date:5/82- |Status:Deferred
129(ALC4/2016 AUXILIARIES PVT ALC4/2017
| __LTD 25.10.2017 N




Defer -Dat_e

[HQ File “[RCA File [LicNo/Date:03 10791&76!

= 01/82/050/00032/AM17/ H: 03/95/040/00617/AM15/ 27 11 2014 10 01 2018

| [Decision:Deferred. . . _ _

[ T[Case No.:102/20/82- | Party Name:KLY | Nieet No/Date:5/82. |Status:Deferred

EA].K:f41’2016 |PLASTICIZERS LTD., 1ALC4/2017 '

a ‘ | psio2007 [

| 3°| FIQ File RLA File [LicNo/Date: 0510392210I Defer Date:

| :01/82/050/01279/AM17/ |:05/23/040/00368/AML1S/ 28.11.2014 10.01.2018

'. _,[D_eclsm_g : Deferred. o )

_| Case No.: 82!18/82- [Party Name:ABEERS  ;|Meet No/Date:5/82- TStatus: Deferred'

HALC4/2014 'PHARMACEUTICALS IALCA4/2017 ’

| PVT LTD 125102017 ! B

31iQ Fite JRLA File Lo No/Date:0510392368|[Defer =

1 01f82/050/01448/AM15f 05/23{040{(_)041%/_AM_15/7 1_Q.ﬁlg._2_014 o i|Date:1 13.12. 2017 ]

f lﬁ)eclsmn : Def_erred N . |

[[Case <ot [patyNameESTEEM _|[Meet No/Date:5/82- Status:Deferred:

| HALC4/2015 'INDUSTRIES PVT. I|ALC4/2017 | |

I _ LD, psao2ot7 M

! 32\ HQ File IRLA File i ic.No/Date: 1'7’10005998i Defer Date: |

{ | EQI/_S_Z‘/QS_O_/QO_M_O/AMI 6_/ ' 17/24/040/00144!AM15/ | 10.1_“2.%(_)}4 Jl _1_0_._0 1_.2918_ llllll :

_E@isiqn : Deferred. B ) ) i R

:F—j Case No.:97/18/82- Party Name:DYNAMIC !{Meet No/Date:5/82- { Status:Deferred,

' ALC4/2014 1SPECIALITY JALC4/2017 ’ L

. ] _ |CHEMICALS LIMITED :25.10.2017_ i

: 331 HQ File |RLA File , Lic.No/Date: 30101032615 Defer Date: :

| } 01/82/050/(_)1463/AM15/ ! 30/?{/’_049{9_(_)041/{\1\{[1_5/ 11__12 2014 i 17(_).-01_.201_8 ~ '

I ﬁmsmn Deferred. L

i {|Case No.:2/ 18/82- Party Name SWATI [Meet No/Date:5/82- ' Status Deferred

| ALC4/2014 MENTHOL & ALLIED 1 ALC4/2017 : .

| o |CHEMICALS LTD., __ [25.102017 |

, 341 HQ File RLA File iILic.No/Date: 2910025 1 85' Defer Date:

. 01/82/050/01368/AM15/ 29/24/040/00009/AM1 5/ l 17._12_.29_14 ) _3 1_0.01..20 1§ !
i ‘aclsmn Deferred _ _ o

™ [Case No.:88/18/82- 7 { Party ) i: Mweet No_lDate:SISZ; K Status: i)_eferred

- ALCA42014 :Name ‘METROPOLITAN | HALC472017

% E L _fEXll_\_/[_CI—lEM LTD. ) _}25 10 2017 o

PSTHQ File [RLA File T ioNo/Date:0310792133|[Defer Date:

: !L01/82/050101454/AM15/ ' 03]_9?{040{_()_0_’/’7§fAM1§]_‘ 18:1_2.2011} ] ! 10.0_!.2018_ _____ I
_[Decision : Deferred. _ :




Case No.:105/18/82-

Meet No/Date:5/82- |

il '[Party Name:KL1J Status Deferred
| IALC412014 PLASTICIZERS LTD., |ALC4/2017 .
. T 25.10.2017 o
:36l HQ File IRLA File Lic.No/Date:05 10392586‘ Defer Date:
; 1 :01/82/050/01471/AM15/ 1:05/23/040/00436/AM15/ [26.12.2014 f10.01.2018
f ) |Dec|s10n Deferred B L
| [[Case No.:38/4/83- Party Name:S M S [Meet No/Date:5/82-  [Status: |
| |ALC1/2015 PHARMACEUTICALS  |ALC4/2017 Deferred
O _ . _JLTD 25102017 4
;371 I-IQ File 'RLA File i|Lic.No/Date: 0910061534 Defer !
| {:01/83/050/00197/AM16/  [:09/24/040/00566/AM15/  |16.01.2015 [Date:
(I : ____ho. 0}_@918’
|_i{Decision : Deferred. e ]
" [[Case No.:9/18/82-  [Party Name:SAIBABA _[Meot No/Date:5/82- _[Status:Deferred|
|ALC4/2014 SURFACTANTS (P)  |ALC4/2017 ; :
Tl ~ |LTD, 25.10.2017 N
P3HQ File [RLA File Lic.No/Date:0810134344][Defer Date:
1:01/82/050/01375/AM15/ *|:08/24/040/00371/AM15/ '|19.01.2015 _ |10.01.2018
IDeclsmn Deferred. )
_: Case No.:f1215/82- Party Name:UNIMAX Meet No/Date:5/82- * Status:Deferred'
laLC4/2015 CHEMICALS PVT LTD. |ALC4/2017 ! ‘
' o 25.10.2017 o
| {HQFile RLA File Lic.No/Date:03 107930391 Defer -
139:01/82/050/00252/AM16/ 1|:03/95/040/00812/AM15/ 119.01.2015 __||Date:13.12.2017

Decision : The Committee observed that CA certificate furnished by the ﬁrm in two applications:
reflects contradictory production and consumption data for the year 2013-14. Further ITCHS code’
of import and export product also needs to be corrected. An investigation in the matter is under;
process. The Committee accordingly decided to defer the case.

Case No._:ia4f5!82-

|Party Name:VIVIMED

Mect No/Date:5/82- |

| Status:Deferred,
i ALC4/2015 LABS LIMITED ALC4/2017 ’
: ) L 25.10.2017 ' o )
i40! HQ File |RLA File Lic.No/Date: 0910061555 i Defer Date:
| 01!82/050/00344/AM16/ :09/24/040/00596/AM15/ |23.01 2015 _ . 110.01.2018
: |Dec|smn Deferred. ) )
T [case No.:20/4/82- - Party Name:D. R. Meet No/Date:S/SZ-_ — : St_atns:Deferredi
| ||ALC4/2015 {COATS INK & RESINS (ALC4/2017 ]
i PVT. LTD. 25.10.2017 R
E4I. HQ File RLA File Lic.No/Date: 0310793542 Defer Date: :
;:01/82/050/00(_)_59{AM16/ :03/94/640/00759/AM15/ {03.02.2015 } 10.01.2018

%IDecision : Deferred.




Meet No!Dz;tt;:Sl:SZ-

CacaNo.Di/83-  [Party Name:SHREE [Status:Deferred
|ALC4/2015 GANESH REMEDIES  (|ALC4/2017
\PVT.LTD. 25.10.2017
42 [HQ File RLA File Lic No/Date:3410040965! Defer
:01/82/050/00696/AM 16/ 34/24/040/00295/AM15/ 116.02.2015 \Date:13.12.2017
ﬁ)ecision : Defeg‘rggl. i
|Case No.:7'2I4;’8-2- ] |Party Name: LANTECH 'Meet No/Date:5/82- |Status:Deferred
|ALC4/2015 IPHARMACEUTICALS |ALC4/2017 :
LTD 125.10.2017
\43|[HQ File RLA File Lic.No/Date: 0910061664 Defer
1111:01/82/050/001 1 1/AM16/ - :09/24/040/00647/AM15/ 104.03.2015 |Date:13.12.2017

deferred the case.

‘,Dec:snon :The Committee noted that information has been call
No0.02/82 dated 13.09.2017 is awaited. The Committee accor

ed for_ from the firm in NC meeting
dingly decided await the reply and

Meet NolDate:S_/{;Z-

|Case No.:85/4/82- Party Name:VIVIMED I|Status:Deferred
|ALC4/2015 LABS LIMITED |ALC4/2017 \ l
125.102017 |
|+ [HQ File RLA File ILic No/Date:0910061681 [Defer Date:
:01/82/050/00124/AM16/ 09/24/040/00684/AM15/ 11.03.2015 |10.012018
| .lﬁeci_sion : Dei:qy_re(_l.
" [Caso No.:106/7/82- _|Party Name:ALCHEMIE ‘|Meet No/Date:5/82- |Status:Deferred,
ALC4/2015 LABORATORIES ALC4/2017 |
| ; _ |25.10.2017
{45| HQ File RLA File | |Lic NofDate 03 10794612 Defer
| |oi/s2i050/00711/AM16/ |[03/94/040/00812/AMIS/ [16.03.2015 |Date:13.12 2017
i ‘Fm::snon : Deferred.
: '|Case No.:;18[4]82- Party N;ctmc;:MAMTA Meet I\—IofDate:S-ISZ- i St-atl_l-s:Dei-‘erred-
| |ALCar2015 POLYCOATS ALC4/2017
j ] 125.10.2017
*6 [AQFile RLA File Lio.No/Date:3410041054 [Defer Date:
01/82/050/00087/AM16/ :34124/040/00329/AM1S/ [17.03.2015 110.01.2018
Eec_ision : Deferred.
“Cae Noa6S4/82- [Party NameMYLAN Mot No/Date:5/82- _[Status:Deferred
ALC4/2015 LABORATORIES |ALC4/2017 '
~ |LMITED 5102017
4THQ File IRLA File T 1o No/Date:0910061843 [Defer
|:01/82/050/00104/AM16/_:09/24/040/00662/AM15/ [31.03.2015 Date:13.12.2017
[Decision : Deferred. _
lis [Case No.36/4/82- Party Name:NUTRA Moot NoDate:5/82- _[Status:
ALC4/2015 SPECIALITIES PVT.LTD,, |ALC4/2017 __ |Approved:




’——_
I|
t

[25.10.2017

[HQ File RLA File Lic.No/Date:0410160376 [Defer
!:01/82/050/00075/AM16/  |:04/24/040/00298/AM15/ 31.03.2015  [Date:
iDecision : The Committee decided to ratify norms based on the recommendation of D/o

jPharmaceuticals O.M.No. 35011/21/2017-PI(Norms) dated 25.09.2017, uploaded at the end of
]these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l.RA
‘|concerned may take necessary action as per decision of NC.

Status:Deferred

l Case No. 64!4/82- [Party Name VIVIMED  |Meet No/Date:5/82- |
i|ALC4/2015 |LABS LIMITED ALC4/2017 '
i| o 25.10.2017 3 |
*HQ File [RLA File Lic.No/Date:0910061851 |Defer Date:
;_01/82/050/00103/AM16/ :09/24/040/00595/AM15/ |31.03.2015 [10.01.2018
|Declslon Deferred.
[Case No.73/4/82- [Party Name:VIVIMED _ [Meet No/Date:5/82- _ [Status:Deferred:
ALC4/2015 LABS LIMITED ALC4/2017 ;
) 25.10.2017 i o
50, HQ File ; RLA File Lic.No/Date: 0910061 82l| Defer
1:01/82/050/00112/AM16/ ,|-09/24/040/00700/AM15/ [31.03.2015 |Ipate:13.12.2017.
E|Decis_i9n : Deferred. ] ~
| [Case No.:52/4/82- |Party Name:PAYAL Meet No/Date:5/82- ! StatuS°Del‘erred
'|ALC4/2015 | PETROCHEM PRIVATE |ALC4/2017 '
|LIMITED 25102007 |
PUHQ File [RLA File Lic.No/Date:0510393822![Defer Date:
:01/82/050/00091/AM16/ {:05/24/040/00562/AM15/ [01.04.2015 10.01.2018
JII!ecis_ion : Deferred.
[ [Case No.:88/4/82- |Party Name:INDO Meet No/Date:5/82- : Status:l)-eferred
(ALC4/2015 (AMINES LIMITED ALC4/2017
|1 o 25.10.2017 -
*2THQ File [RLA File Lic No/Date: 03107951351 Defer Date:
[:01/82/050/00127/AM16/ '[:03/94/040/01218/AM15/ [07.04.2015 110.01.2018
!lDeg:ision : Deferred. B N )
[ [Case No.:80/4/82- Party Name:VINS Meet No/Date:5/82- ; S_tatus:Deferred
: ALC4/2015 BIOPRODUCTS LTD., |ALC4/2017 ‘
[ ] L  [25.10.2017 .
>3 [AQ File IRLA File Lic.No/Datc:0910061882 [Defer
| :01/82/050/00119/AM16/ |:09/24/040/00652/AM15/ |15.04.2015 Date:13,12.2017
‘|Decision ¢ Deferred.
Case No.:76/4/32- Party Name:VIVIMED  [Meet No/Date:5/82- _ [Status:Deferred
54.ALC4/2015 LABS LIMITED ALC4/2017
25.10.2017




| [HQFile RCAFile | ic No/Date-0910061893][Defer Date:

| |:01/82/050/00115/AM16/ |:09/24/040/0071T/AMLS/ [17.04.2015 10012018

|Dt_3CISIOI_I_._ Deferred. B o )

:—; Case I:Io.:'i 7/4/82- |Party Name:VIVIMED | Meet No/Date:5/82- |Status:Deferred,

I SALC4/2015 LABS LIMITED ; ALC4/2017 ;

1! o '125. 102017 - } o )

13 fHQ File RLA File ILio No/Date:0910061892i[Defer Date:
' 01/82/050/00116/AM16/ 09/24/04Q/0(_]738{AM15/ ! 17.04.2015 ! 1_0.0}.2018
ﬂ)eclsmp : Deferred. '

5—1 Case No.:83;'4182— '\Party I Meet No/Date:5/ 82- 1 Sitatus:Deferred=

i gALC4/2015 I_Name:CONTINENTAL lALCMZOI'F’ |

| ) o ICHEMIQA‘LS N ] 1125.10. 2017 ii .

{*°[HQ File [RLA File [Lio.No/Date:0810135094|[Defer Date: -
|:01/82/050/00122/AM16/ ‘|:08/24/040/00005/AM16/ [[24.04.2015 0012008
ireclsmn : Deferred. o )

_m| Case No.:15/7/82- |Party I-\Iame:MAHA\./TR IMeet No/Date:5/82- - ', Stat;ls Deferred1

| ALC4/2015 SYNTHESIS PRIVATE +ALCA4/2017 ‘

1 _|LIMITED 25102017 1 !

> [HQ File [RLA File Lo No/Date:5210041517 Defer Date:

| 01/82/050/00620/AM16/ |:52/24/040/00007/AM16/ |11.05.2015 [10.012018

‘ iﬁ)emsmn Deferred. o o o
; Case No.:129/7/82-~ 5 Party Name NATIONAL | Meet NofDate 5/82-~ I; Status Deferrec:li

‘ | ALC4/2015 TUBE INDUSTRIES,  |ALC4/2017 E |

R T sae207

198 [HQ File IRLA File Tic No/Date:0310795930] Defer

| |:01/82/050/00734/AM16/ *|:03/95/040/00073/AM16/ |14.05.2015 Date:13.12.2017
'Decision : Deferred. 3 '

["[Case Nos102/7/82- Party NameDYNAMIC [[Meet No/Date:5/82- [Status: Deferred

! ;ALC4/2015 \SPECIALITY '|ALC4/2017

i  |CHEMICALS LIMITED [25.10.2017 _

) HQ File {RLA File Lic.No/Date: 3010103498I Defer Date:

| :01/82/050/00707/AM16/ |:30/24/040/00006/AM16/ |21.05:2015 110012018

'. IIFRISIOn Deferred. o L o o

[ [Case No.:55/13/82- _[Party Name: GLOBAL _ [Meet No/Date:5/82- - Status:Deferred

i iALC412015 :! CALCIUM PRIVATE | ALC4/2017

w i_J____ﬂ . |LIMITED, j25L102017 _ ; o

6051Q File [RLA File [Lio No/Date:0710108251/[Defer Date:

|:01/82/050/01018/AM16/ |[0724/040/00036/AMI6/ [22.05.2015 _ I10.0L20I8 !

reclsmn : Deferred.
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Case No.:60/20/82-

|Party Name:GLOBAL

Meet No/Date:S/éZ- !

] II_)_ecisiop : Deferred.

3

! Status:Deferred;
| lALC42016 CALCIUM PRIVATE  |ALC4/2017 |
1 LIMITED, 25002007 | !
1L HQ File IRLA File [Lic.No/Date:0710108250/ Defer Date: |
| [:01/82/050/01237/AMI17 |:07/24/040/00037/AM16/ 22.052015  |10.01.2018 |
|_|[Decision : Deferred. e ]
;—' Case No.:110/7/82- {Party Name:RISHABH ~ |Meet No/Date:5/82- |Status:Deferred'
| laLC4/2015 IMETALS & ALC4/2017 | |

| S ICHEMICALSPVTLTD ps.o20i7 |
1% [Q File IRLA File Lic.No/Date:0310796383i[Defer 5
| 1:01/82/050/00715/AM16/_|:03/95/040/00051/AM16/ [03.06.2015 |Date:13.12.2017'
I i

ICase No.:1777/82-

Meet No/Date:5f8'2—

' '(Party Name:SUN iStatus:Deferred’
1 {|ALC4/2015 PHARMACEUTICAL  |ALC4/2017 ' |
, ] _|INDUSTRIES LTD, 25.102017 |
635 HQ File 'RLA File Lic.No/Date:0510394418!|Defer g
1:01/82/050/00622/AM16/ ||:05/24/040/00078/AM16/ 03.06.2015 '[Date:13.12.2017 |

i|deferred the case.

Decision : The Committee noted that information has been called for from the firm in NC meeting ;
|No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the replyand

!
- J

{Case No.:60/4/82-

!IParty Name:ADCOCK

Meet NofDaté:é/Sé- .

1:01/82/050/00123/AM17/.

5

:07/24/040/00071/AM16/

10.06.2015 !

! Status:Deferred’
1ALC4/2016 INGRAM LTD, ALC4/2017 . ‘
) 25_._ 1“0.201 7 ) o
' 64 HQ File [RLA File Lic.No/Date:0710108351,|Defer '

Date:13.,12.2017:

Decision : The Committee noted that information has been called for from the firm in NC meeting |
'N0.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the reply and

|[deferred the case. _ .
[ [Case No.:48/19/82- '|Party Name:RAJ Meet No/Date:5/82- :[Status:Deferred
|ALC4/2015 |DHANVANTRY ALC4/2017 !
| . {PHARMACY psle2el7 b
165 [HQ File [RLA File Lic.No/Date:2410041748 [Defer :
% :01/82/050/01529/AM1 6/ |:24/24/040/00007/AM16/ |15.06.2015 |Date:13.12.2017'
| IDecision : Deferred.
[ Case No.:41/13/82- _|party Meet No/Date:5/82- _|Status:Deforred
! |ALC4/2015 Name:DANOPHARM  |ALC4/2017
CHEMICALS PRIVATE [25.10.2017
661 . . . LTD. Y
| [HQFile RLA File Lic.No/Date:03 10796667 [Defer ,
1:01/82/050/01004/AM16/ |:03/94/040/00111/AM16/ *|16.06.2015 Date:13.12.2017°

jIDe_cision : Deferred.
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— Case No.:108/14/82- Party Name:VIVIMED | Mect No/Date:5/82- | Status:Deferred:
1 ALC4/2015 %LABS LIMITED |ALC4/2017 ’

i I ps102017 R

67\ HQ File RLA File | Lo No/Date:0910062267| Defer

o 01/82{050/01244/AM16/ 09/24/049/09}?3{AM16[ 01_02’_2015 ) o 1 D_ate:l0.0l.}QlS-
“.rec!smp ._Defp!'ret_l o ‘

—ﬂ.’ Case No.:10/13/82- Party Name AMINES & ',Meet No/Date:5/82- 1 Status Deferreda
'|ALC4/2015 'PLASTICIZERS NALC4/2017 !

] ELIMITED B . j25 10 2017 1 )

685G File RLA File [Lic.No/Date: 0310797018|[Defer
:01/82/050/00973/AM16/ {:03/94/040/00229/AM16/ J02.07.2015 [Date10.01.2018

: 'ﬁcxsmn : Deferred. L o L L i

[ [Case No11/13/82- _[Party Name:AMINES & lMeet No/Dater5/82- _ |[Status: Deferredi
I|ALC4/2015 |PLASTICIZERS | ALC4/2017 i

| : o ] !LIMIZ_IJ__ED___ o 251 10. 2017 L _ : L R :

69140 File RLA File ’\Llc No/Date:0310797020 [Defer Date: |

| |01/82/050/00974/AM16/ [:03/94/040/00228/AMI6/ 02.07.2015 . . .. 10.01.2018 _

| [Decision : Deferred. - ]

[ [Case No.: 241382 [Party - [Meet No/Date:5/82-  ||Status: beferred‘

1 gALC41’2015 ;Narn_e:DANOPI—IARM 'wlALC4/2017 i

o ;CHEMICALS PRIVATE |25.10.2017 ' :

;70i ] _ ] ' LTD 3 . . 5 :

1 HQ File - ''RLA File (Lic.No/Date:0310797092, Defer

I :01/82/050/00987/AM16/ |:03/94/040/00226/AM16/ Yoz072015  [[Date:13.12. 2017,

1 |Decision : Deferred. L L ‘_

'L”_[ Case NQ.:&IIZO/SI;.— |Party Name GLOﬁAL [[Meet I;I()-lDate:SIS_Q.: | ‘I_ Status: ;)e_ferred'

1 NALC4/2016 |CALCIUM PRIVATE iALC412017 !

: 1 o ELIMIIﬁp? Cpsa02007 ... o

; HQ File '|RLA File l Lic.No/Date: 0710108490# Defer Date:

| 1:01/82/050/01238/AM17/_|:07/24/040/00115/AM16E/ {08.07.2015 1[10.01.2018

N reclsmn Deferred. - L o

[ [CaseNo.: Jo7ieea.  [Party NameMYLAN  [Meet oiDaie5/82- |[Status:Deferred

| JALC4/2015 |LABORATORIES IALC4/2017 |

[ ‘|LIMITED bsio2007

1, HQ File [RLA File (Lic No/Date: 0910062338} Defer

YRR E 01/82}‘050!01340]1’3\M16;'r 094/24/040/00032/’AM16.0r 15 07. 2015 '|Date: 13.12.2017
‘ e

i Decision : The Committee noted that information has been called for from the firm in NC meeting,
{|No- 02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the reply and
. deferred the case. '

[73]Case No.: 22/13132- ~ [PartyN Name:BLISS _ _Elﬁgety_q/pa;e:_s_fgg; 'Statns Deferred,
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INDASI LIFESCIENCES

[~ [ALC4/2015 ALC4/2017
] PVT LTD 25.10.2017 o
iiHQ File |RLA File [Lic.No/Date: 031(]!79’7’355I Defer
| :01/82/050/00985/AM16/ *|:03/94/040/00282/AM16/ [17.07.2015 _.||Date:13.12.201 7
i lIDeclsu:m Deferred _ B ~ o
[ [Case Noui115/13/82- [Party NameFERMENTA |Meet NoDate:5/82 _[Status:Deferred
|ALC42015 BIOTECH LTD., ALC4/2017
. 25.102017 o
"41Q File RLA File LicNo/Date:03 10797627 [Defer
| 1:01/82/050/01078/AMI6/ {:03/94/040/00038/AM16/ [24.07.2015 [Date:13.12.2017
; J[Declsmn Deferred. B _ L
[ [Case No.73/8/82-  {Party Name:RECKITT _ [Moet No/Date:5/82.  |[Statas: Defel;ed’
| ALC4/2015 [/BENCKISER ALC4/2017
g |HEALTHCARE INDIA {25.10.2017 ;
I {LIMITED R
HQ File IIRLA File Lic.No/Date: 05 10395102I Defer '
%;0_1{82/050/90_3@9/51}_41_6/ |1:05/24/040/00213/AM16/ [28.07.2015 |Date:13.12.2017!
Jpe_cision : Deferred. ;
[ [Case No.:116/13/82- [Party Name:JINDAL 'Meet No/Date:5/82- Status Deferred:
|ALC4/2015 DRUGS PRIVATE ALC4/2017 ,
L |LIMITED 25102017 -
76/HQ Filo [RLA File LicNo/Date:0310797864 |Defer Date:
| [01/82/050/01079/AM16/ 1:03/94/040/00215/AM16/ }31.07.2015 10.012018
__}|Decisi_on ¢ Deferred. L ]
h Case No.:112/13/82- |Party Name:K V Meet No/Date: 5/82- | Status Deferredl
|ALC4/2015 |AROCHEM PVT.LTD i|ALC4/2017 '
| o _ 25102017 o
775 HQ File [RLA File [Lic No/Date:03 10797937i Defer Date:
| :01/82/050/01075/AM16/ [:03/94/040/00345/AM16/ [04.082015 110.01.2018
) }|Decisi0n : Deferred.
[ i[Case No.:12/18/82- Party Name:OMTECH  |Meet No/Date:5/82- Status:Deferred:
|ALC4/2015 CHEMICAL ALC4/2017
: INDUSTRIES PVT.LTD. [25.10.2017 S
|"3laQ File |RLA File [LioNo/Date:03 10797967 [Defer Date
[:01/82/050/01477/AM16/ '|:03/95/040/00345/AM 16/ '|05.08.2015 10.01.2018
1 !]!)_ectgton : Deferred.
[ [Case No.:50/13/82- Party Name:ARJUN  [Meet No/Date:5/82-  [Status:Deferred.
ALC4/2015 CHEMICALS PVT. ALC4/2017
_ LTD., 25102017 | o
_[HQFile __[RLA File [Lic No/Date:0410160884(Defer Date:
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[01/821050/01013/AML16/ [:047241040/00095/AM16/ [06.08.2015 — 10012018
.Becision : Deferred. i ) ) J
[ Ccase No.:111/13/82- i Party Name HEMA DYE L Meet No/Date 5182- | Status Deferred
| |ALCa2015 \CHEM PVT. LTD. ALC4/2017 !
[ L 25102017 R o
18%aQ File [RLA File o No/Date:0310798134][Defer Date:
1:01/82/050/01074/AM16/ | .03/94/040/00305/AM16/ 13.08.2015 _ |10.01.2018
%lﬁ_ecision : Deferred. o
’——E'Case No.:79/13/82- |Party Neme:AMI Meet “No/Date:5/82- ! Status:Deferred
E EALC412015 ORGANICS PVT LTD. [[ALC4/2017
{ o i25 102017 _ |
HQ File JRLA File |Lic.No/Date: 5210041610i Defer Date:
1:01/82/050/01042/AM16/ |:52/24/040/00034/AM16/ |14.08. 2015 1|10.01.2018
-reclsmn : Deferred. )
;_. Case No.:127I13182- |Party N;me;AS"l:E-C Meet NO}DﬁtO:S/Si— Staius lie_i'er_red;
| laLC4r2015 |LIFESCIENCES LTD., ' ALC4/2017 !
| o . _ 125.10.2017 _ R
: 825 [HQ File RLA File [LicNo/Date:03 10798205 [Defer
| 1:01/82/050/01090/AM16/ 03/94/040/00878/AM15/ 1]17.08.2015 “i{Date:13.12.2017
:___§|D_7_ecisiqn :_Deferred._ B L L ) ) J
‘:_.! Case ﬁo.:126113!82- - Party Name ASTEC Meet l;IeIDate:SISZ- | ? Status Deferred
| |ALC4/2015 LIFESCIENCES LTD., ||ALC4/2017 '
'l _ _ _ 125.10.2017 !
83'HQ File RLA File Lio No/Date:0310798319![Defer
| 1:01/82/050/01089/AM16/ 03/04/040/00879/AM15/ [20.08.2015 IDate:13.12.2017
_-]acisien': De_ferre_d. o
[[Case Nos16113/82.  [Party = TERTING Mot NoDales/82- _[Status:Deferred,
| |ALC4n015 AUXILIARIES PVT  {ALC4/2017 :
; B D S ls.102017 }
184 [HQ File TRLA File T ic No/Date:0310798374| Defer Date:
| 1:01/82/050/01124/AM16/ - :03/95/040/00274/AM16/ | [21.08.2015 110.01.2018
I F’.clsmn Deferred i .
!L—-' Case No.:59/11/82- - Party Name:AMI ) [Meet I\mlofi);te:- 5/82- "i, Seat;s;ﬁe_fer.red‘
ALC4/2016 ORGANICS PVTLTD. [ALC4/2017
N N lesae2017
B51Q File [RLA File TTio No/Date:52 10041626 Defer Date:
| 1:01/82/050/00593/AM17/ :52/24/040/00040/AM16/ 1[04.09.2015 10.01.2018
"- ﬁ)e_eision : Deferred.
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| | Case No 5/18!82- ‘|Party Name:AMI Meet No/Date:5/82- Status:Deferred,
I lALC42015 lORGANICS PVTLTD. |ALC4/2017 Z
' I T 25.10.2017 I
; 86! HQ File {|RLA File Lic No/Date 5210041625* Defer Date: '
i 1[:01/82/050/01470/AM16/ | | :52/24/040/00039/AM 16/ [04.09.2015 __j]10.01.2018 ._m__J!
| |Decision : Deferred. ] ] e
[ Case No 118/14/82- [Party Name:SHASUN Meet No/Date:5/82- i|Status: Deferredf
| I|ALC4/2015 [PHARMACEUTICALS |ALC4/2017 |
I ~___lLIMITED 25102017 |
|87 HQ File IRLA File |Lic.No/Date:0410161045 Defer

i 01/82/0§(_){01254/AM16!_ :04/24/040/00139/AM16/ 22.09.2015 [Date:13.12. 2017!

f—

det_‘erred the case.

Decision : The Committee noted that information has been called for from the ﬁrm in NC meeting |
N0.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the reply and

[case No.:86/14/82- Meet No/Date:5/82- TStatus: Deferred
|ALC4/2015 Name:BELLAPREMIER |ALC4/2017
1 \HAPPY HYGIENECARE [25.10.2017 ' |
188l .. _IPRIVATE LIMITED . e J
| IHQFile {RLA File Lic.No/Date: 3510044794}' Defer .
| Fm/sg@qro_lzzz/AMm/ 35/24/040/00005/AM16/ [25.09.2015  |[Date:17.05.2017!
: 1[Dec1smn Deferred _ i B i
[ lcase No.:62/20/82- ! Pany Name:GLOBAL  .[Meet No/Date:5/82- i StaturDeferred!
1 1IIALC4/2016 !CALCIUM PRIVATE  |ALC4/2017 E i
P __{LIMITED, _psio207
‘ 89| HQ File i RLA File |Lic.No/Date: 0710108925' Defer Date:
| 1:01/82/050/01239/AM17/ |:07/24/040/00220/AM16/ {20.10.2015 0012018
| _[Decision : Deferred. L _
[ {[Case No.:77/16/82- ||Party Name:LACTOSE  [Meet No/Date:5/82- . Status Deferred
ALC4/2015 '(INDIA) LTD., ALC4/2017 ;
. | 25.10.2017 ; o
POlEQ File [RLA File Lic.No/Date:0310799561|[Defer |
| [:01/82/050/01397/AM16/ !:03/_95/040/00481/AM16/ 20.102015 | Date:13.12.2017
| _{Decision : Deferred. ] ] M}
[ |Case No.:140/13/82-  [Party Name:SURVIVAL |Mect No/Date:5/82- [Status:Deferred
| lALC4r2015  TECHNOLOGIES ALC4/2017 | ,
. PVT.LTD. 125.10.2017 N
;91]HQ File {RLA File [Lic.No/Date:0310799583|[Defer Date:
1 |:01/82/050/01103/AM16/ |:03/95/040/00503/AM16/ [21.10.2015 10.01.2018
i ]I_l_)e_eision : Deferred.
[92]Case No.141/13/82-  [Party Name:SURVIVAL |Meet No/Date:5/82-__[Status:Deferred
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ALC4/2015

TECHNOLOGIES

- [ALC4/2017 .

i |PVT.LTD. 1[25.10.2017 il

i IHQ File IRLA File Lic.No/Date:03 10799629! Defer Date:

| I:oygg/osg{gno:tm@q 1:03/95/040/00504/AM16/ {{23.10.2015 [10.01.2018

I i(Qeeiﬁsim}_: Deferred. ]

[ [caseNo:63n0m2- [Party Namo:GLOBAL _[Meet No/Date:5/82- | Status:Deferred

| {ALC412016 CALCIUM PRIVATE  '|ALC4/2017

' ) JLIMITED, Is.102017 o

!93| HQ Flle : RLA File |ILic.No/Date: 0710108958 Defer Date:

| :01/82/050/01240/AM17/ | |:0724/040/00116/AM16/ |[27.10.2015 1110.01.2018

[D._ecls“”_‘; Deferred. e e N - _ 5

e Ner14313/80 |Party Name:SYNTHO “[Moet No/Date:5/82- [Status:Deferred

| HALC4/2015 |CHIRALS PVT.LTD  {{ALCA4/2017 i

% ~ ! L 25102017 N

194 TaQ File RLA File [LicNomate: '0910062774i[Defer Date:
:01/82/050/01105/AM16/ : 09/24/040/00443/AM16/ [27.10.2015 1]10.01.2018

Jer_c:_smn : Defe[re_d ) - .

ir"d*;Cas_e No.:l36f14lfiﬁ- ' ;Party Narne FRESENIUS [Meet No/Date: 5/82- Stafus:-])eferre&i

| ALC472015 K ABI ONCOLOGY IALC4/2017 i |

1 o _LIMITED pspo2017_ | ) \

;951 HQ Flle , RLA File | Lic.No/Date: 0510396078 Defer

i .01/82/050/01272/AM16/ '|:05/23/040/00293/AM16/ 30 1130.10.2015 |Date:13.12. 2017

i

[ ——

deferred the case.

Decision : The Committee noted tha
No0.02/82 dated 13.09.2017 is awaite

t information bas been called for from the ﬁrm in NC meeting’
d. The Committee accordingly decided await the reply and

l, iéase No.:64/19/82- %Pal-'ty Name:INDO _ iMeetNOIDate:SISZ: —7 %S-tatus Deferred
| |ALC4/2015 AMINES LIMITED IALCA/2017 'I

: . I feso2007 N
1‘,96' HQ File IRLA File Lic.No/Date:03 10799907|{Defer Date .
ok .01/82/050/01545/AM16/ [}:03/94/040/00240/AMI16/ §i30.10. 2015 110012018
‘L ;ﬁ)eclsmn Deferred. = . . . o i

‘:r._Ca-se No.:fSSIlWSZ— |Party N'ame:INDO ; Meet NolDate 5/82- N | étatu; Deferred‘
| (ALC4/2015 | AMINES LIMITED |ALC4/2017 | :
| I I - L) (A
%971! HQ File IIRLA File I ic.No/Date:03 10799906{ Defer Date

| .01/82/050/01546/AM16/ !:03/94/040/00059/AM16/ 1130.10.2015 [10.01.2018

| _[Decision : Deferred. e

1 \Caserlij D NameVINS [ Meet No/Date:5/82- [status:Deterred]
| 98I ALC4/2015 [BIOPRODUCTS LTD., | ALC4/2017 |

i . G . ps.102017 O A
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v1|ﬁQ“i?ih; -
1:01/82/050/01743/AM16/

RLAFile
|:09124/040/00442/AM16/

Llc NofDate 091006283 1|
03.11.2015

Defer
 |Date:13.12. 2017'

|Decns1on : Deferred.

T
|

{ = -
| {Case No.:159/13/82- Party Name: CHEMCON Meet No/Date: 5/82- ) Status:Deferred
| JALC4/2015 | SPECIALITY |ALC4/2017 | 5
T _ |CHEMICALSPLTD  [25.102017 ||
1°°IHQ File IRLA File Lic No/Date:3410041650]Defer Date: |
j l:g 1/82/050/01122/AMI16/ :34/24/040/00205/AM16/ [04.11.2015  {10.01.2018 |
L IDecision : Deferred. _ B
[ [Case No.:57/19/82- [Party Name:BAYER  [Meot No/Date:5/82- |[Status:Deferred,
| |ALC4/2015 CROPSCIENCE ALC4/2017 |
1 . |LIMITED 25102017 | .
1190 1HQ File [RLA File [LicNo/Date:0310800060 [Defer Date: |
| [:01/82/050/01538/AM16/11:03/94/040/00443/AM16/(05.11.2015  1[10.01 2018 |
|. . Decision : Deferred. , e ]
| [CaseNo.18i21/82- [party [Meot No/Date:s/82- | Status:Deferred
|ALC4/2015 Name:BHAGIRADHA {ALC4/2017 E 'i
| {CHEMICALS & 125.10.2017 : f
101l ] _INDUSTRIESLIMITED | |~ |
{HQ File |IRLA File [Lic.No/Date:0910062841|[Defer Date: j
| {:01/82/050/01723/AM16/ |:09/24/040/00487/AM16/1/06.11.2015 . _hoo12018
i _m_.IDe,clgs_lon : Deferred. . o
i|Case N(;.:58119/82- Party Name:JINDAL Meet No/Date:5/82- } Status Deferredt
| |ALC4r2015 IDRUGS PRIVATE ALC4/2017 ' |
L _ILIMITED 25102017 _; L
|"%27Q File RLA File [LicNo/Date:0310800324)[Defer Date:
| 1:01/82/050/01539/AMI6/,|:03/94/040/00572/AM16/,{19.11.2015 110012018 |

jI]_)eclsmn : I_)efen_‘retl:

-Case No.: 104/16/‘82-

' Party NameJUBILANT ‘Mect No/Date:5/8- |Status: Deferred
'|ALC4/2015 i LIFE SCIENCES ALC4/2017 :
; o LIMITED 25.10. 2017 ' B .
03 Fite RLA File Lic.No/Date:05 10396384 [Defer Date
{ 01/82/050/01424/AM16/. :05/23/040/00339/AM16/ [20.11.2015 110.01.201 8_

[Decision : Deferred.

|Case No.:20/19/82-

Party Name:VDH CHEM:

Meet No/Date:5/82- Status Deferred‘
IALC4/2015 TECH PVT, LTD. ALC4/2017 |
25.10.2017 B
104 HQ File RLA File Lic.No/Date:0510396413 |Defer Date:
: -01/82/050/01500/AM16/i_:05/24/040/003_69/AM16/ 24.11.2015 110012018
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[ Case No.:59/19/82-

! Party Name EXCEL Meet No/Date 5/82- 1 Status: Deferred'
| ALC4/2015 INDUSTRIES LIMITED ||ALC4/2017
{ i 3 _ '25.102017 _ L 7
\195.(HQ File RLA File ILic No/Date:03 10800536‘ Defer Date:
| 01/821050/01540/AM16/!]:03/94/040/0025 /AM16/J01.12. 2015 '10.01.2018
{Decision : Deferred. L
' %Case No.:61/19/82- |Party Name:K V !Meet No/Date 5/82- ’i Status Deferred
| laLc4n01s {AROCHEM PVT. LTD [ALC4/2017 !
e | 125.102007 1
|1%6!1Q File [RLA File [Cic No/Date:03 10800529 [Defer Date:
| 1:01/82/050/01542/AM16/| 03/94/040/00440/AM16/101.12.2015 10.01.2018
I - —_— — - e - — b - - . —— - - - - = e Py - - - - - - -
| _ [Decision : Deferred. . o
;;_Case No.:lISISZ- arty Neme SWA’I‘f 1Meet No/Date 5/82- S;atus -Deferfed
| H |
| |aLcanots IMENTHOL & ALLIED [ALC4/2017 1
| ~_|[CHEMICALSLTD., __jzs 02007 Lo
|07 HQ File |RLA File ((Lic No/Date: 2910025232i Defer Date: ’
| 1-01/82/050/00339/AM17/'| 29/24/040/00007/AM16/[04.12.2015 1110.01.2018
g HDTCISIOII : Deferred. L - o
[ [Case Noa89/19/82- | partyNameDSM | Moot No/Date:S/82- | Status:Deferred|
| lALC4/2015 SINOCHEM |ALCA12017 |
(I PHARMACEUTICALS 1[25.10.2017 'l
1108 INDIAPVT.LTD. | . S
' HQ File RLA File | Lic.No/Date:2210015363|[Defer Date: .
| 101/82/050/01570/AM16/| 22/24/040/00085/AM16/109.12.2015 “l10.01.2018 |
| [Desision : Deferred. e
’w—“; Case No.:30/19/82- ! Par_t)mr Name:PAYAL | Meet.NofDate 5/82- ﬁl Status: Dei'erred,
| |ALC42015 IPETROCHEM IALCA4/2017 .
o privaTELMITED.  lpsito2o7 1
119%/fExq Fie RLA File I 3o Mo/Date:051039661 1 [Defer Date: |
| :01/82/050/01510/AM16/ 05/24/040/00401/AM16/J 14.12.2015 (10012018
| = o n T = — L o
| _ [Decision : Deferred. . B L
™ TCase No.18119/82- _|Party Name: AMI Moot NoDate:s/82- | Status:Deferred
| llaLcanors ORGANICS PVT LTD. |ALC4/2017 |
! o L (25102017 ‘ o
NOIEQ File RLA File e No/Date:521004171 T efer Dt
| |
- 01/82/050/01498!AM16/! .52/24/040/00064/AM16/[15.12.2015 1|10.01.2018
| ﬁeglon Deferred L e
1111 Case No.: 39/19/82- ' P&;;ty -Name..TUBIL;\NT ‘l‘Meet No/I_)ate 5/82- ! Statx[s:Deferr-ed'g
ALC42015 ___ (LIFBSCIENCES _  [|ALC4Z2017 o
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; ~ LeTED psi02017 :[H - |
! HQ F1]e 'RLA File [Lic.No/Date:05 103966341 Defer Date: ;
| i :01/82/050/01520/AM16/,:05/23/040/00360/AM16/ |16.12.2015 012018
|__{Decision : Deferrea. B e
[Case No.:36/19/82- [Party Name:PANACEA |Meet No/Date:5/82-  |[Status:Deferred|
’ ALC412015 '|BIOTEC LTD., ALC4/2017 :
: E 25.10,2017 R m"
it 125 [HQ File RLA File Lic.No/Date:0510396670] Defer
101/82/050/01517/AM16/i[:0524/040/00439/AM16/ (18122015 |Date:13.12. 2017
| {Decision : Deferred, ) —
S e e S ——
1 Case No 54/21/82— | Party Name:VIVIMED | Meet NofDate 5/82- | Status Deferredi
: i|ALC4/2015 ' LABS LIMITED ALC4/2017 ;
| o sa02ot7
|"'3(5Q File RLA File [Lic.No/Date:0910063015|[Defer Date: |
. :01/82/050/01759/AM16/{:09/24/040/00525/AM16/ [21.12.2015  110.01.2018 |
| _ J[DBCISIOII : Deferred. o
|Case No.:61/21/82- '(Party Name:VIVIMED  [Meet No/Date:5/82- Status Deferred'
|ALC4/2015 'LABS LIMITED ALC4/2017 ,
| o 25.10.2017 N
11455 [HQ File [RLA File Lic.No/Date:0910063018|[Defer Date:
| 101/82/050/01766/AM16/:09/24/040/00547/AM16/ [2112.2015  |[10.012018 |
| /IDecision : Deferred, _ !
| Case No :22/19/82- i{Party Name:FRESENIUS Meet No/Date:5/82- Status Deferredl
| |ALC4/2015 'KABI ONCOLOGY |ALC4/2017 : :
i ____ LIMITED ) [25.10.2017 N
1115 THQ File [RLA File [Lic.No/Date:0510397137[Defer .
: { 01f82f05()1’()_1_§02/AM16/ 05/23/040/00244/AM16/ 30.12.2015 Date:13.12. 2017'
f Decision : The Committee noted that information has been called for from the firm in NC
meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the .
_|reply and deferred the case.
: ‘ Case No 23/19/82- Party Name:F_RESENIUSf Meet No/Date:5/82- W Status Deferred
| ALC4/2015 KABI ONCOLOGY ALC4/2017 ! '
] _ LIMITED 25.10.2017 | B
MG File RLA File Lic.No/Date:051 0397138. Defer
s_()_1/_82/050{'91§(_)f_5_/{\M16! :05/23/040/00260/AM16/°(30.12.2015 5Date 13.12. 2017
IDeclsmn Deferred. i
|Case No.:47/21/82- -Party Meet No/Date:5/82- §_Status:Deferrett?
117 ALC4/2015 '[Name:BHAGIRADHA  |ALC4/2017 '
CHEMICALS & 25.10.2017
| _ |INDUSTRIES LIMITED -
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Defer Date

QR |RLAFile [Lic No/Date: 0910063087§
1:01/82/050/01752/AM16/ :09/24/040/00570/AM16//01.01.2016 1110.01.2018
;reelsmn : Deferred. _ o
{  1|Case No.:35/21/82- |Party Name:DEEPAK ]Meet No/Date 5/82- I. Status Dei‘erred.
| |ALC472015 'INOVOCHEM ALC4/2017 '
| _|[TECHNOLOGIES LTL l25.10.2017 I
1 18aq File RLA File [ie No/Date:3110065843|[Defer Date:
1 1:01/82/050/01740/AM16/ ) 31/83{94_@/000_94!AM1_6_/|0_1_.0_1.2016 1|10.01.2018
} lﬁ)eclsmn Deferred o _ } ) o |
| miCase No.: 2"117/82- Party Narde:ARENE Meet No/Date:5/82- iStatus Deferrewd.
| ALC4/2015 {LIFE SCIENCES ALC4/2017 |
| JLIMITED. |2s.102017 N :
! 19|HQFile RLA File ILic No/Date: 0910063114 Defer
1:01/82/050/01462/AM16/ :09/24/040/00571/AM16/108.01.2016 Date:13.12.2017

|reply and deferred the case.

Decision : The Committee noted that information has been called for from the ﬁrm in NC :
imeeting No0.02/82 dated 13.09. 2017 is awaited. The Committee accordingly decided await the |

§

[Case No.:5/17/82-

Party Na_me:D\—’i\IAMIC

' . 1 Meet No/Date:5/82- | Status: Deferred

- |aLCa/2015 SPECIALITY |ALC4/2017 .

',  |cmEmicALSLMITED [p5102017 L .
120;' HQ File [RLA File [Lie:NofDate 3010103695 Defer Date:

| l0i/821050/01465/AM16/'[30/24/040/00035/AMI16/ 11012016 10012018

| [Decision ; Deferred. ] ] L N

) Case No.:24/21/82- - Party Name BEST : Meet No/Date 5!82- ‘1 Status:Deferred%

i llaLcanets VALUE CHEM PVT.  ||ALC4/2017 : /

1 o LTD. 5102017 o
12195Q File [RLA File T o No/Date:3410041832 Defer Date:

| :01/32/050/01 729/AM16/ 34124/040/0026TAM16/28.012016  i[10.01.2018

| _[Decision : Deferred. ] i

[ [Case No.:17/10/82- Party NameIND-SWIFT |[Meet NoDate:5/82-  [Status:Deferred.

| laLcazors |ILABORATORIES LTD., |ALC4/2017 ; |

T R IR -1 )i S

i 122; HQFile [RLA File [LicNorDate 2210015407|[Defer

! 1:01/82/050/00363/AM17/':22/24/040/00104/AMI16/01.02.2016 T Date:13.122017

: {’[DGCISIOII Deferred o o i '

[ [CaseNo.26nu/82  [Party Name:RONAK _{Meet NoiDate:3/82- _[Status:Deferred

| ALC42015 |CHEMICALS ALCA4/2017 _

ol ) 25102017 | o

i | \HQ File ! RLA Flle 'Lic.No/Date: 3410041 857‘ Defer i

| lo1/s2r050/01731/AMI6, :34/24/040/00273/AM16/ 05,0220 [Dat Date:13.12.2017
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===

|Dec:s:on Deferred

éase No.:14/21/82-

Party Name:DHAMPUR |Meet No/Date:5/82- Status:Deferred

ALC4/2015 SUGARMILLSLTD  |ALC4/2017
|| 25102017 L
124[HQ File [RLA File Lo No/Date:051039752 1| Defer Dater
| :01/82/050/01719/AM16/:05/23/040/00456/AM16/08.02.2016 10012018

_Decision : Deferred. _
| [CaseNo.519/82- [Party Name:GOPINATH [Meet No/Date:5/82- [Status:Deferred

JALC472015 (CHEM-TECHLTD,  |ALC4/2017 :

B L 25102007
125} [HQ File RLA File Lic.No/Date:0810137155|[Defer Date: |
| [:01/821050/01485/AM16/'|:08/24/040/0029 VAM16/ [08.022016 110012018 |

) i[])_ecision : Deferred. _ i
[~ [Case No.c62/4/82- Party Name:STERLING |Meet No/Date:5/82- [Status:Deferred
ALC4/2016 AUXILIARIES PVT  |ALC4/2017 |
| JLTD 25.10.2017 L
1260 File [RLA File Lic.No/Date: 0310802284} Defer Date:
|:01/82/050/00125/AM17/'|:03/95/040/00568/AM16/ [08.02.2016 10.01.2018
|Declsmn Deferred. B
B Case No.:8/2/82- |Party Meet No/Date:5/82- ;Status ‘Deferred:
|ALC472016 Name:GULBRANDSEN |ALC4/2017 |

| _ ICHEMICALSPVTLTD 25102017 |
1127/ Hq File [RLA File LicNo/Date:3410041870][Defer Date: !

1:01/82/050/00008/AM17/'|:34/24/040/00284/AM16/ [10.02.2016 110.01.2018

IDECISIOII Deferred.

Case No.:15/10/82- Party Name:INFINITY  [Meet No/Date:5/82- Status:Defern;.d

ALC4/2016 LABORATORIES ALC4/2017 ‘

PVT.LTD, 25.10.2017 .
128 HQ File RLA File Lic.No/Date:221001541 2 Defer
|:01/82/050/00361/AM17/ |:22/24/040/00107/AM16/ |10.02.2016 [Date:13.12.2017
_5|D_ecision : Deferred.

'|Case No.:5/2/82- Party Name;MAMTA  |Meet No/Date:5/82- [Status: Det:e_rred

|ALC4/2016 |POLYCOATS ALC4/2017
- _ ) 25102007 |
112 [1Q File RLA File Lic.No/Date:3410041887)[Defer Date:

[:01/82/050/00005/AM17/:34/241040/00293/AM16/ [16.02.2016 [10.012018

|Decls|on Deferred.

130

|Case No.:13/10/82-
|ALC4/2016

Party Name:IND-SWIFT |Meet No/Date:5/82-

LABORATORIES LTD.,

ALC4/2017

Status:Deferred
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N T T psao207 )
HQ File RLA File Lic.No/Date:2210015417||Defer
:01!82/_050/00359!AM17! :22/24/_040/001(_)9/AM16! 117.02.2016 '|Date:13.12.2017

_ [Decision : Deferred. ) '
I 'lCase No.:102/19/82- Party Name:VIVIMED | Meet No/Date:5/82- ‘Status:Defex-'reda
ALC4/2015 LABS LIMITED ALC4/2017 .
, - 25.102017 4 o
13 1: HQ File RLA File ILic.No/Date:0910063280| Defer Date:
: é:_OljS’.!_/OSO/(_J_lS}_’_%_IAI!I_IGI :09!24/040[096§§/A_M_16!J‘v17.02._20_16_ 110.01.2018
|__IDecision : Deferred. _
e . . e e U PR :
| 1Case No.:18/4/82- Party Name: VDH CHEM | Meet No/Date:5/82- |Status:Deferred:
i |ALC4/2016 TECH PVT.LTD. ALC4/2017 il .
A ) i _ Mes.a02017. 4 o . L
|B32[HQ File RLA File [Lic.No/Date:051039771 | [Defer Date:
.01/82/050/00081/AM17/ [:05/24/040/00550/AM16/1[24.02.2016 110.01.2018
lﬁcision : Deferred. i i
| Case No,:84/4/82- Party Name:SYNTHO iIMeet No/Date:5/82- 'l Status:Deferred!
ALC4/2016 CHIRALS PVT.LTD  {|ALC4/2017 '
) ! i ~ 425.10.2017 I
1334Q File IRLA File Lic No/Date:0910063326.[Defer Date:
‘ ,;0]/?2/05()_{(_)0‘1“47%_1\/[17/ -09/24/040/00648/AM16/ 26.02.2016 '110.01.2018
| __[Decision : Deferred. o ] .
[ [Case omen|party NameBEST [Meet No/Date:5/82- [Status:Deferred
'|ALC4/2016. /VALUE CHEM PVT. | ALC4/2017
1] |LTD. 3 25102017 .}
|134 HQ File RLA File Lic.No/Date:341004 1932’ |Defer Date:
|- :01/82/_05(_)/0(_)90_6_/AM17/ 11:34/24/040/00308/AM16/ 101.03.2016 ! 10.01.2018
' 'Iﬁecisi_on : Deferred. i N
~[Case No.:67/7/82- [Party Name:BIOLOGICAL [Meet NoDaw 582 |Status:
ALC4/2016 ELTD '|ALC4/2017 Approved.
: ] - _ 25102017 1
| |HQFile RLA File [Lic.No/Date:0910063353![Defer
1351 _:01/82/050!0924}/5M1_7/ :09/2_4/0{1_(!09714!5M16/ 03.03.2016 _'|Date:
’ EDecision . The Committee decided to ratify norms based on the recommendation of D/oi
: ]Pharmaceuticals O.M.No. 35011/340/2012-PI(Norms) dated Sept. 2012, uploaded at the end of,
{  lthese minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l.LRA!
- concerned may take necessary action as per decision of NC. =~ _
[ [Case No.:50/2/82- Party Name:PANERA _ {Meet No/Date:5/82- [Status:Deferred.
i 136||ALC4/2016 BIOTEC PVT.LTD. '; ALC4/2017 .
T 1sa02017 |
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THQ File

RLA File

Lic No/Date:0510397827

1:01/82/050/00050/AM17/ |:05/24/040/00597/AM 16/ [04.03.2016

Defer o

[Decision : Deferred.

Date: 13. 12_._20 1 7

l137

[Case No.:66/4/82-

Meet No/Dat-e:5/i-¥2-.

Party Name:STRIDES Status:Deferred!|
|ALC4/2016 SHASUN LIMITED ALC4/2017 '
| j 25.10.2017
o L , : . .
IIHQ File IIRLA File Lic.No/Date:0410161685'|Defer |
:01/82/050/00129/AM17/:|:04/24/040/00257/AM16/ [04.03.2016 [Date:13.12.2017!

Decision : The Committee noted that information has been called for from the firm in NC
'\meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
reply and deferred the case.

138,

iCase No.:67l4l$2— ‘Party Name:STRIDES ~ |Meet No/Date:S/Sé- ' Status':Def;erred‘
ALC4/2016 SHASUN LIMITED ALC4/2017

' ) _ 25.102017 = | L
HQ File RLA File Lic.No/Date:0410161684:[Defer |

; :.01!82/050/0_0_13(){AM1__7/_' :04/24/040/00256/AM 16/ 04.03.2016 ~ '[Date:l 3.12.2017|

{Decision : The Committee noted that information has been called for from the firm in NC ;
/meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the |
_[reply and deferred the case. ’

Case No.:57/4/82- Party Name:CLARIANT [Meet No/Date:5/82- Status:Deferred
ALC4/2016 INDIA LIMITED ALC4/2017

| 25.10.2017 ' o

139 1HQ File RLA File Lic.No/Date:0310803137 [Defer Date:
|-01/82/050/00120/AM17/°|:03/94/040/01041/AM16/ 08.03.2016 f 10.01.2018

) 'IDecision : Deferred.
Case No.:7/2:’82; Party Name:SONGWON [Meet No/Date:5/82- :Status:Dél;é;red
ALC4/2016 SPECIALTY ALC4/2017
CHEMICALS INDIA  [25.10.2017

(140l . __|PVT.LTD. R ]

. l HQ File RLA File '\Lic.No/Date:3410041954|Defer Date:
':01/82/050/00007/AM17/ |:34/24/040/00323/AM16/ {08.03.2016 1j10.01.2018
rll)ecision : Deferred. )

"~ [Case No.:55/4/82- [Party Name:ENCUBE | Meet No/Date:5/82- _ |Status:Deferred
|ALC4/2016 ETHICALS PVT LTD |ALC4/2017

| o 25.10.2017 o

f 141iHQ File i|RLA File Lic.No/Date:0310803171 [Defer
! :01/82/050/00118/AM17/ [:03/94/040/01044/AM16/ (09.03.2016 |Date:13.12.2017
IDecision : Deferred.

Case No.:3/2/82- Party Name:RONAK Meet NofDate:S!S.;Z- Status:Dei'e_rr_'ed

142 1ALC4/2016 CHEMICALS ALC4/2017

25.10.2017
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{HQ File “IRLA File ~[Lic.No/Date: 3410041955; Defer
:01/82/050/00003/AM17/.|:34/24/040/00329/AM16/ [09.03.2016 __ Date:13.122017
__,regsnon.Def_eljred o _ ) o
Case No.:100/7/82-  [Party TMeet No/Date:5/82- | Status:Deferred
ALC4/2016 Name:CATAPHARMA {ALC4/2017 |
CHEMICALS PVT.  |25.10.2017
143 {LTD., _ |
HQ File RLA File fLic No/Date:3110066051 |Defer
[01/82/050/00274/AM17/ [:31/83/040/00174/AM16/ [14.03.2016 Date:17.05.2017
']ﬁ_cision:Deferred. _ J
[Case No.26/4/82- _[Party Name:BENZO Moot NolDate5/82 _[Status:Deferred,
| laLC4r2016 |CHEM INDUSTRIES  |1ALC4/2017 ;
1 |PRIVATE LIMITED, _ lsao20t7 L
14415Q File RLA File [Lic No/Date:0310803376][Defor Date:
.01/82/050/00089/AM17/ .03/94/040/0105/AM16/([16.03.2016 10.01.2018
) _lﬁecision : Deferred. B
[Case No..7/4/82- Party Name:JUBILANT [[Meet oDz [Statas:Deferred:
|ALC4/2016 LIFE SCIENCES \ALC4/2017 i
ol LIMITED 25102017 o
15 T8Q File RLA File Lo No/Date:0510397952 [Defer Date:
:01/82/050/00070/AM17/ |05/23/040/00468/AM16/[17.03.2016 10.01.2018
_ [Decision : Deferred. _ _
[ [Case Noa 13482 Sarty NameJUBILANT LIFE_[Meet No/Date:5/82- Status:Deferr |
| |aLC4n016 \SCIENCES LIMITED \ALC4/2017 lea
|  psio2017. o
é“ HQ File RLA File : o No/Date:05103979 [Defer Date:
16 .01/82/050/00076/AM i[Deferred. 05/23/040/00390/AM |53 10.01.2018
o e [17.03.2016
Dcmmn Deferred } ) . i
[ [Case No.i85/4/82- Party Name:SYNTHO _[Meet NoDaes82. [Status:Deferred.
| larcanoss CHIRALS PVT.LTD  |ALCA4/2017
| ]  psao2017 ]
! 147 HQ File RLA File [Lic.No/Date: 5510063432 [Defer Date:
| 01!82/050/00148/AM17/ .00/24/040/00742/AM16/1]18.03.2016 110.01.2018
[Decision : Deferred. .
~ CoeNedeuis.  [Pary NameINDOFIL _{[Meet NoDates/82- _ [Status:Deferred
ALC4/2016 {INDUSTRIES LTD. |ALCA4/2017 :
S | ] 2s5.102017
I‘HQ Flle 'RLA File ||[Lic.No/Date: 0310803468 Defer Date
:01/82/050/00099/AM17/1 :03/94/040/01056/AM 16/ l2r03.2006 1110012018
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|__[ecision : Deferrea.

| '|Case No.:81/4/82- Party Name:SURVIVAL |Meet No/Date:5/82- Status Dei‘erred
| |ALcan2016 TECHNOLOGIES ALC4/2017
| _ _|PVT.LTD. [25.102017 N
114 [HQ File [RLA File Lic.No/Date:0310803500][Dofer Date: |
| 101/82/050/00144/AM17/ :03/95/040/00984/AM16/122.03.2016 110012018
| .__IDecision : Deferred, _ .
; v ICase Noi.:SOIt_IIBZ- — [Party Name:AVA Meet No/Date:5/82- |Status:Deferred;
| |ALc4r2016 {CHEMICALS ALC4/2017 | ;
: ~_pvrrD, 25102017 ]
150 g i IRLA File [LicNo/Date:0310803526| Defer Date: |
| [OV82/050/00113/AM17/ [03/94/040/01070/AM16/ [23.032016 10012018
- ?|De§i§ion : Deferred. ) o
“[Case No.c186/10/82- [Party Name:VOVANTIS [Meet NoDators/82-  Statmsbeiimras
| |ALC42016 LABORATORIES PVT '|ALC4/2017 | -
' LTD 25.10.2017 S
BlHQ File [RLA File {Lic No/Date:341004202 1 [Defer i
:01/82/050/00532/AM 17/::34/24/040/00200/AM16/ [30.03.2016 |Date:13.12.2017,
__J.IDECISIOI! : Deferred. o
[CaseNo.:43/4/82-  [Party Name:AARTI  [Meet NoDates/82- Stabsbotores
ALC4/2016 {INDUSTRIES LIMITED |ALC4/2017 -
| | 25102017 o
132140 File [RLA File [Lic.No/Date:0310803663[Defer |
| I-0U/B2/050/00106/AM17/03/94/040/01 108/AMI6/31.03.2016 |[Date:13.12.20171
lDec:smn : Deferred. o
{Case No.:76/4/82- [Party Meet No/Date:5/82- Status:Deferred’
| |aLcano1e |Name:METROPOLITAN |ALC4/2017
’ 'EXIMCHEM PRIVATE :[25.10.2017
i 1535 [LTD. . e
I
| '(HQ File JRLA File Lic.No/Date:03 10803674 Defer Date:
| [:01/821050/00130/AM17/ |:03/95/040/01015/AM16/ [31.03.2016 [10.01.2018
| __IDecnsnon : Deferred.
[ [CaseNo8/10/82- [Party NameBLUE Moot NoDaw5/82. [Statusbeforred
| JALC472016 CIRCLE ORGANICS  |ALC4/2017 |
o PVT. LTD. 25.10.2017 - B
154{ HQ File RLA File Lic.No/Date:0310803722' |Defer Date:
:01/82/050/00354/AM 17/ |:03/94/040/00645/AM16/ [01.04.2016 10.01.2018

! comments

Decision : The Committee decided to send copy of application to DIPP (Chemicals) for their
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ACase No.:92/4/82- Party Name: SWATI Meet NofDate 5/82- IIStatus: Det‘erred|
ALC4/2016 MENTHOL & ALLIED |ALC4/2017 s
|CHEMICALSLTD,, _ (25102017
, 155% HQ File '\RLA File Lic.No/Date: 2910025244| Defer Date
:01/82/050/00135/AM17/. 29/24/040/00010/AM16/+{06.04.2016 10.01.2018
jﬁecisiop : Deferred. i
Cave No-86/4/82-  [Party Name: AMI [Moct NofDate:5/82- [Status:Deferred.
| |ALC412016 ORGANICS PVT LTD. |ALC4/2017 '
VL I _ 125.10.2017 o _
|58 HQ File IRLA File Tic No/Date:5210041862Defer Date:
. 01/82/050/00149/AM17/ .52/24/040/00001/AM17/[19.04.2016 110.01.2018
I! I - R, | — 1 L -
; _}E_)gc_lglqn Dei‘erred o L i
e Noa164710/82-  [Party e GLAND  [Mest No/Date: 582 | Statl_l_s Deferred
|ALC4/2016 |PHARMA LIMITED  H|ALC4/2017
425102017 |
157 (Q File TRLA File Cio No/Date:0910063540) Defer
:9118_2/Q§Q/005_19/A1\_/117/ 09/24/040/00767/AM16/{22.04.2016 {Date:13.12 2017
) ﬁ)ecision : Deferred.
" case No.:716182-_ ‘|Party ) IIMeet NolDate:_S/8-2- . Statu; i)—eferredn
I 1ALCA42016 Name:MANGALAM | ALC4/2017 !
I ORGANICS LIMITED [25.10.2017
| (FORMERLY .
1158 DUJODWALA : o ]
| ||HQFile RLA File IILic. No/Date 03 10804365‘ Defer
| |:01/82/050/00174/AM17/ 103/95/040/00013/AM17/ '. 03.05.2016 \[Date:13.12. 2017
Jﬁ_ecision : Defen:(ed. B
[Case No.c174/10/82-  [Party Numc FRESENIUS [Meet No/Date:5/82- Status:Deferred
| |aLcano16 KABIONCOLOGY  |ALC4/2017
| LIMITED 125102017 _
159[Q File RLA File Lic.No/Date:05 10398377' Defer
:01/82/050/00520/AM17/ 05/23/040/00038/AM17/,/04.05.2016 Date:13.12.2017
Ee_cisi_on : Deferred.
—__— Case I;Io.:i75110/82- ] Party- N_am-e:KI:j | Meet NofDate 5/82— ' S-t—a'tu-s:iieferred
| ; ALC4/2016 [PLASTICIZERS |ALCA4/2017 |
;i _I|LIMITED Cipsao20i7 il
! 160' HQ Flle 'RLA File |Lic.No/Date:05 103983 79. Defer Date:
| {l:01/82/050/00521/AM17/, :05/23/040/00032/AM17/[04.05.2016 (10012018
“ Wjﬁcisit_m : D_et'el_'red. o o
T 161 I Cass No 18110/82- [Party Name: “TEMBIC |Meet No/Date:5/82- [Status:Deferred
"°YarLcanote [PHARMACEUTICALS [ALCA/2017 = |
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“[RLA File

| [HQFie ILic No/Date:3410042142/[Defer
5 01/82/050/00527/AM17/ :34/24/040/00021/AM17/./05.05.2016 Date:13.12. 2017
| _ Decision : Deferred. o
[ Case No 146/10!82- {|Party Name:PORUS Meet No/Date:5/82- " Status:Deferred
| |ALC4/2016 |LABORATORIES PVT |ALC4/2017 | |
% . ILTD 25102017 |
1162710 File I RLA File [Lie No/Date:0910063608 [Defer Date: |
| [ousaosonosouamin oopas0oo0saminiosos 016 10012018
i '|Decls10n Deferred. L L o
- Case No.:169/10/82- [Party iIMeet No/Date: 5/82- ! Status:Deferred
;f g ALC4/2016 IName:BIOLOGICAL E ||ALC4/2017 | X
i e . . .. _gtm 25102007 .o ]
1183/5Q File [RLA File Lic.No/Date:0910063629 [Defer =
| [01/82/050/00515/AM17/|:0924/040/00007/AM17/ {17.052016 |Date:13.12. 2017
| |_I)_ec]s!on_. Deferred. e '
||Case No.:126/10/82-  :|Party Meet No/Date:5/82- Status Deferred|
; '[ALC4/2016 :Name:BIOLOGICAL E |ALC4/2017 | i
3 LD 2510207 i
‘ 164E HQ File .|[RLA File , Lic.No/Date: 0910063657 Defer 9
| 1:01/82/050/00472/AM17//|:09/24/040/00306/AM15/ |19.05.2016 _||Date:13.12. 2017.
! ‘ |Dec1s10n Deferred. B o
+ |Case No.:149/10)’82- [|Party IMeet No/Date:5/82- f Status Deferred,
| |ALC4/2016 Name:BIOLOGICAL E  |ALC4/2017 i
‘ ;m__ o . --4LTD.- 25.10. 2017 o
|18 HQFile [RLA File [Lic.No/Date:0910063659|[Defer ;
| :01/82/050/00495/AM17/1|:09/24/040/00546/AM16/ |19.05.2016 |Date:13.12.2017!
J|l_)_ecisi0n : Deferred. ~
‘ICase No.:72/10/82- Party Name:V.D.H. ! Meet No/Date:5/82- i[Status:Deferred.
1ALC4/2016 TORGANICS PVT.LTD |ALC4/2017 !
| ‘ ) L 125.10.2017 .‘. o
11980 e RLA File [Lic.No/Date:05 10398561 [Defer Date:
| :01/82/050/00418/AM17/1}05/24/040/00080/AM17/{19.05.2016 {10.012018
| [Decision  Deferred, ] e
[ [Case No.73/10/82- [Party Name:VDH CHEM [Meet No/Date:5/82-  i|Status: Deferred,
. I|ALC4/2016 HTECH PVT. LTD. ALC4/2017
; o o i 25.10.2017 o N
! 167, HQ File RLA File Lic No/Date 05 10398560 Defer Date:
i :01/82/050/00419/AM17/ 05/24/040/00067/AM17/ 19.05.2016 '[10.01.2018
|Dec1smn Deferred.
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Case No.:2/5/82-

: ‘|Party Name:ACiSBRIGHT . Meet No/Date:5/82- '|Status:
|ALC4/2016 (INDIA) PHARMA PVT | ALC4/2017 '\Approved:
. JLTD, ; 2_5“.10.2017 ) o \
| HQFile IRLA File [Lic.No/Date:0710109851,Defer
|168,:0 1/82/050/00161/AM]1 7 |:07/24/040/00036/AM1 7/ 1[20.05.2016 . Date:

Decision :

The Committee
\[Pharmaceuticals O.M.No. 35011/97/2016
these minutes or as applied by the firm whichev
_ |concerned may take necessary action as per decision of NC.

decided to ratify norms based on the recommendation of D/o'
-PI(Norms) dated July 2016, uploaded at the end of
er is less under para 4.07 of HBP Vol.LRA.

169'1

J|Decision :

The Committee decided to ratify norms based on
I «\Pharmaceuticals O.M.No. 35011/287/2016-PI(Norms) dated 26.09.2016, uploaded at the end of
' llthese minutes or as applied by the firm whichever is less under para 4.07 of HBP VolL.1.RA

|concerned may take necessary action as per decision of NC. _

i i Case No.:79/ 10/82- | Pal_'t—y Name:FRiSSENIfJé \ Meet No/Date:5/82- , Status:

| laLcanots [KABIONCOLOGY ~ [|ALCA4/2017 |Approved,
[ jumiteD 25102017 . |
| 'HQFile JRLA File [Lic No/Date:0510398581 [Defer
1169::01/82/050/00425/AM17/ __ :05/23/040/00075/AMLIT]_ | 24052016 iDater

the recommendation of Dfoi

-2

[Case No.:74/10/82-

l-VIee—t No/De&e:S-ISZ-_ ”

Status:

Part)vrvl;lamwe:JUBILAN:T ‘ .
ALC4/2016 GENERICS LTD ALC4/2017 {Approved|
. _ o kspe207 ] '
i  [HQFile \RLA File '[Lic No/Date:0510398583'|Defer
liofotmaiosomeoamty _fosnvomonommryy_ptosanis___Jpue_

%Decision : The Committee decided to
{[Pharmaceuticals O.M.No. 35011/296/2016
lthese minutes or as applied by the firm w
Jconcerned may take necessary action as per decision of NC.

ratify norms based on the recommendation of D/o;
-PI(Norms) dated 26.09.2017, uploaded at the end of;
hichever is less under para 4.07 of HBP Vol.1.RA;

I ilCase No.:185/10/82-  |Party NomoPAUSHAK |[Meet No/Date:5/82-  i|Status:Deferred:
: 1 ALC4/2016 JLIMITED TALC4/2017 [

Lol : B 125.10.2017 o
1""1{HQ File [RLA File [LicNo/Date:3410042207][Defer Date:

| :01/82/050/00531/AM17/:34/241040/00037/AM17/125.05 2016 o208
| _[Decision : Deferred. _ ]
e o o - - e oo . . .
| ilCase No.:102/10/82- (Party Name:IKRISH i Meet No/Date:5/82- Status:Deferred:
| lt ALC4/2016 ; HEALTHCARE | ALC4/2017 !

|l [PVT.LTD., I25.10.2017 |

|17Zi S | e TNy Dy Vo e =
i 'HQ File IRLA File | Lic. No/Date:0510398628; Defer .
| [orsaosoooassiamiz/os/siodonnoouamiipsos20ts  _ IPate13: 122017
| Decision:Deforret, ..
[ \|Case No.:65/10/82- [Party Name:KORES ~ [[Meet NoDate:5/82- | “S£atus:I)-eferfe;li
|173]ALC4/2016 |aND1A) LTD. laLC4/2017 | s
e sweaor ]
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HQFile "~ [RLA File Lic.No/Date:31100661 6§'f'Dei‘er Date:
|:01/82/050/0041 /AM17/ |:31/83/040/00014/AM17/ (26.05.2016 110.01.20138

|Decision : Deferred.

: - C;tse No.:llle-(‘)ESZ-; i[Party Name:FRESENIUS|Meet No/Date 5/82— Status: Deferredl

|
|ALC4/2016 |KABI ONCOLOGY ~ {|ALC4/2017 i |
1 J|LIMITED psio207
174 [HQ File RLA File [Lic.No/Date:0510398655[Defer
i |

:01/82/050/00458/AM 17/, :05/23!(_}40/00094/AM17/ 27.05.2016
7[!)ec_i§ion : Deferred.

Date:13.12.2017

|Case No.:36/10/82- Party Name:FRESENIUS ~ [Meet No/Date:5/82-  (Status:

ALC4/2016 KABI INDIA PRIVATE ~ |[ALC4/2017 |Approved!

. LD jesa102017
{ [HQFile 'RLA File Lic.No/Date:0310805018[Defer
175':01/82/050/00382/AM17/  |:03/94/040/00145/AM17/  [30.05.2016 'Date:

Decision : The Commnttee decided to ratify norms based on the rccornmendatlon of D/o
/[Pharmaceuticals O.M.No. 35011/286/2016- PI(Norms) dated 26.09.2017, uploaded at the end of:
|these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1.RA|
_{jconcerned may take necessary action as per decision of NC.

; Case No. 35/10/82- Party Name:KAIRAV Meet No/Date: 5/82- i Status Deferred-
|ALC4/2016 CHEMOFARBE ALC4/2017
i _ INDUSTRIESLTD.  [25.102017

176 HQ File RLA File Lic.No/Date:0310805009.[Defer Date:
:01/82/050/00381/AM17/ |:03/94/040/00030/AM17/ [30.05.2016 |10.01.2018

” _![Decision : Deferred.

|Case No.:lZZ;.’li)ISZ- Party Name :NIF"l:Y Meet No/Date:5/82- -Status;Dei'e_r;'ed'
ALC4/2016 LABS PVT LTD., ALC4/2017
L o ) 25.10.2017 S
177 14q File [RLA File Lic No/Date:0910063716 | Defer
| [:01/82/050/00469/AM17/| :09/24/040/00102/AM17/ |30.05.2016 \ D_at_e; 13.12.2017

IDECISIOII Deferred.

1Case No.:l03l10/82—v - Party Name:AGSON Meet No/Date:5/82- 7 VStatus Dei‘erred
'ALC4/2016 '\GLOBAL PRIVATE ALC4/2017
| _ILIMITED. 25.10.2017 o
178/HQ File 'RLA File Lic.No/Date:0510398680Defer Date:
:Q1/82/050[004f19/AM17/ '1:05/23/040/00095/AM17/:[31.05.2016 J10.01.2018

'IDecision : De_ferred._

Case No.:51/10/82- Party Name:BLUE Meet No/Date:5/82- Status:Deferred
|ALC4/2016 CIRCLE ORGANICS  |ALC4/2017
173 PVT. LTD. 25.10.2017 _
~ |HQFile [RLA File ~ |Lic.No/Date:0310805264 [Defer Date:
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\ El_ls_zqug_/ppsgw_A__M_lj/'@3/94/0&6/06?96_/_1&_1&4_17/_:@._0'6.2_016 10012008 _

_ilp?l_Ci_Si_()l_l_: Deferred. o _ o o ) J
| |Case Noi.:1291’101827- |Party Name:MYL—AN ]Mee-:t No/liate:SlSﬁL - ?étaius:]-)-eferre;l
1 JALC4/2016 |LABORATORIES JALC4/2017 !
| o ILIMITED Cpsae2017
11805Q File [RLA File [Cic No/Date:0910063759|[Defer

1:01/82/050/00475/AM17/ |:00/24/040/00045/AM17/07.06.2016  |Date:13.12.2017
:lﬁggisipn : Deferred. B
; - |Case No.;134/10/82- Party Mee-atrNo/Date:5!82- . Status:]jefel-'red-
| JALC4/2016 Name:ALPHAMED | ALC4/2017
| IFORMULATIONS P 125.10.2017 i :
1o . um. S R
1181,[HQ File RLA File [Lic No/Date:0910063771[Defer
108.06.2016 J'Daje:_l_'_ja._]_2_._2_01'_l_

| 1:01/82/050/00480/AM17/ [:09/24/040/00087/AMLT/

Decision : The Committee noted that ‘nformation has been called for from the firm inNC
meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
reply and deferred the case.

[———

,-Case No121/10/82- " [Party Name:OPTIMUS | Meet No/Date:5/82- Status:Deferred

! ALC4/2016 |DRUGS PRIVATE |ALC4/2017
o B _ [LIMITED  _ 125.10.2017 b 3
! 182‘ HQ File IRLA File \[Lic.No/Date:0910063765|[Defer |
1182.11/82/050/00467AM17/ |:09/24/040/00032/AM17/,108.06.2016  |Date:13.12.2017

Decision : The Committee noted that information has been called for from the firm in NC
meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
|reply and deferred the case.

(Cose Nos151/10/82-  [Party NameINCHEM

] ' ‘IMeet NolDa;te:SI 82- . Status-:Deferred:
' ! ALC4/2016 JLABORATORIES I|ALC4/2017 : ‘
N |PRIVATELIMITED  '25.102017 = _ L . .

} 183i HQ File IRLA File Lic.No/Date:0910063778||Defer

sl e osooasmaMnosnanaoioni2z/am17 fo9.062016 _ jibate13.122017;

¥

i Decision : The Committee noted that information has been called for frorr; theﬁrm in NC
' meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the

reply and deferred the case. o
1 |Case No.:12/10/82- Party Name;CAPLIN , Me;at NoIDate:5-/82- ' St-atu-s:lieferred:
| |ALC4/2016 POINT |ALC4/2017 '

i ‘ o LA_BORATORIES LTD.,_{ZS._IO.}ZOI?_ ) R
1184 [HQ File RLA File T ic No/Date:0410162034/[Defer -
| lousaiosouspiaMI7 [044/040/0004/AMI7/ 10062016 [Datel3: 122017
| [Decision : Deferred. |

Case Nos4710/82- _[Party
ALC4/2006  [Name:SUNSHIELD

IMeet No/Date:5/82- IStatus:D eferre(i'
ALCA420Y7 |
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[ ~ [CHEMICALSLTD.  [25.10.2017

[HQ File

Lic.No/Date:0310805364'

Dei‘er Dat.e:

RLA File
[:01/82/050/00393/AM17/,{:03/95/040/00196/AM17/1/10.06.2016  i|10.01.2018

__[Decision : Deferred. e

"~ |[Case No.:64/10/82-  [Party Name:DEEPAK _ |Meet No/Date:5/82- |[Status:Deferred
lALC4/2016 INOVOCHEM ALC4/2017 : !

] TECHNOLOGIES LTD (25102017 S
|18815Q File RLA File Lic.No/Date:3110066174i|Defer Date:

: :01/82/050/00410/AM17/.|:31/83/040/00195/AM16/ |13.06.2016 - |10.012018

__Decision : Deferred, _ v ] L

| 'v'i(rlvase No.:14/10/82- -EParty Name:CAPLIN  [Mest No/Date:5/82- ||Status: Deferred|

HALC4/2016 POINT '|ALC4/2017 ! '

. _ __ _i{LABORATORIESLTD, ]25.10.2017 | l

1'% [aQ File [RLA File Lic.No/Date:0410162041|[Defer ,
1:01/82/050/00360/AM17/1{:04/24/040/00049/AM17/ |14.06.2016  |Date:13.12.2017:

__Jpecision : Deferred. !
|Case No.:52/10/82- Party Name:CLARIANT |[Meet No/Date:5/82-  [Status:Deferred
|ALC4/2016 INDIA LIMITED ALC4/2017

| | 25102017 B

188 15 Q File IRLA File Lic No/Date:0310805476 [Defer Date:
':01/82/050/00398/AM17/.[:03/94/040/00223/AM 17/ |14.06.2016 |10.01.2018

|.__iiDecision : Deferred.
|Case No.:137/10/82- '|Party Name:PROCESS  '[Meet No/Date:5/82- i\Status:Deferred:
ALC4/2016 AGROCHEM ALC4/2017
. {INDUSTRIES PVT. 25.10.2017 .

189l _{LTD. R
HQ File 'RLA File Lic.No/Date:5610004930;|Defer Date: .
!LO]ISZ/OSO/O()_!}&/@M_I'I{;:56/24/040/00009/AM17/ 14.06.2016 110.01.2018
[Decision : Deferred.
|Case No.:19/10/82- |Party Name:SENTISS Meet No/Date:5/82- Status:
ALC4/2016 PHARMA PVT.LTD. ALC4/2017 Approved
| 25.10.2017 o
HQ File RLA File Lic.No/Date:0510398800:| Defer

|190,/:01/82/050/00365/AM17/ _ 1:05/24/040/00117/AM17/ ~ |14.06.2016 Date:.

' !Decision : The Committee decided to ratify norms based on the recommendation of D/o.
'Pharmaceuticals O.M.No. 35011/281/2016-PI(Norms) dated 15.09.2017, uploaded at the end of:

{these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l.RA’
concerned may take necessary action as per decision of NC.

19 1; Case No.:25/10/82-
|~ JALC4/2016

Party Name:ASTEC
LIFESCIENCES LTD.,

[Meet No/Date:5/82- |
ALC4/2017 |

Status:Deferred
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—

[25.10.2017

gl

|HQ File

RLA File

[Lic No/Date: 0310805494 [Defer
:01/82/050/00371/AM17/ :03/94/040/00132/AM17/}[15.06.2016

) |Date: 13 12 2017

;Eecxsmn : Deferred.

v |Case No.:23/i0/2¥:2-

- ; Party Name RECKITT |Meet No/Date:5}82- “ | Status Deferred

'. ALC4/2016 BENCKISER ( INDIA) ||ALC4/2017 '

1 [PRIVATE LIMITED, 125.10.2017 ] |

'92HQFile [RLA File T No/Date:05 10398826 Defer

*_ :91l82105Q19Q3§_9_/A_1\111'{I :05/24/040/00128/AM17/ | 16.06.2016 _ '|Date:13.12.2017,

! ) .Becisign : Deferred. ) B
~[Case Now62/10/82- _[Party Name:AMI [Mest No/Date5/82 _{Status:Deferred

, ALC4/2016 ORGANICS PVT LTD. ||ALC4/2017 '

‘ ) ) 125.10.2017

1193 |HQ File RLA File [Lic.No/Date:5210041935({Defer Date:

01/82/050/00408/AM17/ 521’24/040/00019/AM17/| 17.06. 2016 N 10. 01 2018

|comments.

Decision : The Committee decided to send copy of application to DIPP (Chemlcals) for

their

[Case No.:57710/82-

Meet l-\I_c;fD;te: 5;82-

Status:Deferred

Party Name JUBILANT

|ALC4/2016 '|LIFE SCIENCES JALC4/2017 :

1. LIMITED _125.10.2017 .
|"*0Q File RLA File [[ic No/Date-0510398839][Defer Date:

. _:01/82/050/001_10_3_/4M_17/ :05/23/040/00054/AM17/! 117.06.2016 _ }10.01.2018
| Decision : Deferred. _
| iCase No.:58/10/82- Party Name:AMI 'Meet No/Date:5/82- Status:D_eferred
1 '|ALC4/2016 ORGANICS PVT LTD. (|ALC4/2017
' ' 25.10.2017 _
1195'(HQ File RLA File |Lic.No/Date:5210041937 |Defer Date:
! :01/82/050/00404/AM17/ 52/24/040/00018/AM17/ 1|20.06.2016 |10.01.2018

: ' cpmments.

Decision : The Committee decided to send copy of application to DIPP (Chemlcals) for their

Case No0.:29/10/82-

Status:Deferred

[Party Name:AARTI _ {Meet No/Date:5/82-
| [ALC4/2016 INDUSTRIES LIMITED [|ALC4/2017
| - o ] L ___1251_02017 - i
; 1961 HQ File RLA File ILic No/Date:0310805623![Defer
'; , .0_1/8_2_/0_59/093_?’5/AM17/ 03/94/040/00208/AM17/ l 21.06.2016 ’|Date:13.12. 2017
5 i_ﬁggision : Dgfe_rr_'e_d. o _
| [Case No.:33/16/82- Party Name:éﬁEE Meet I*:Iof-l)ate:5/82- - Sitatus:Deferredi
1197 ALC4/2016 JAYA ' 1ALC4/2017
| JLABORATORIES PVT 25.10.201’1r
i JLTD. B o X _

32




| [HQFile
-

] RLA File

[Lic.No/Date:0910063810 Defer i

:01/82/050/00850/AM 17/ |:09/24/040/00128/AM17/ 21.06.2016

Date:13.12. 2017

[Decision : Deferred.

[Party Name:AMOL

Meet No/i)atc; 5/ 8—2-

‘ |Case No. 178/10/82- Status Deferred'

| lALC4r2016 [PHARMACEUTICALS /ALC4/2017 5 |

‘ r {PVT. LTD. 25102017 '

11981HQ File [RLA File Lic No/Date: 1310048295 |Defer
:01/82/050/00424/AM17/ |:13/24/040/00009/AM17/ [22.06.2016 |Date:13.12.2017'

|Dec1810n Deferred

{Case No.:105710/82-

’ i’aﬁy Name:MOREPEN [Meet No/Date:5/82- [Status:Deferred.
|ALC4/2016 LABORATORIES LTD., |ALC4/2017 ‘ !
s 25.10.2017 L
119955 Fite [RLA File Lic No/Date-05103988 72 Defer
:01/82/050/00451/AM17/::05/24/040/00133/AM17/ [22.06.2016 ; Date:13.12.2017,
Decision : Deferred. S _!
| |Case No.:35/16/§2- |Party Name:SHREE iIMeet No/Date:5/82- :Status D&e__rredI
| |ALC4/2016 (JAYA ALC4/2017 |
= [LABORATORIES PVT (25.10.2017 ;
12001, . . ... _LTD. | |
| [HQFile RLA File Lic.No/Date:0910063814![Defer
:01/82/050/00852/AM17/.|:09/24/040/00154/AM17/ [22.06.2016 _ |Date:13.12.2017,
IDeclsmn Deferred. '
[Case No.:83/16/82- |Party Name:VIVIMED _[Meet No/Date:5/82-  [StatusDoferred
ALC4/2016 {LABS LIMITED ALC4/2017 ;
| (N 25102017 1
[*°! HQ File RLA File Lic.No/Date: 0910063816% Defer Date:
| 1:01/82/050/00900/AM17/:|:09/24/040/00101/AM17/ [22.06.2016 110012018
[Decision : Deferred, L
|[ |Case No.:109/10/82-  [Party Name-DSM Meet No/Date:5/82- | Status: Deferred!
| 1ALC4/2016 [SINOCHEM ALC4/2017
! PHARMACEUTICALS [25.10.2017
INDIA PVT.LTD. _ _ _
202 [HQ File RLA File Lic.No/Date:2210015511,|Defer
:01/82/050/00455/AM17/ |:22/24/040/00022/AM17/ [23.06.2016 Date:13.12.2017
;Decision ¢ The Committee noted that information has been called for from the firm in NC

|meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
reply and deferred the case.

Case No.:38/10/82-

1203 |ALC4/2016

Party Name:ORBIT LIFE

SCIENCE PVT. LTD,

ALCA4/2017
25.10.2017

Meet No/Date:5/82- -

Status:
Approved;
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HQ File
.01/82/050/00384/AM17/

RLA File T ic No/Datc:03 10805748 [ Defer
.03/95/040/00234/AM17/ _ [28.06.2016 Date:

Decision :

Pharmaceuticals O.M.No.
these minutes or as applied by the
coqg:g[ne_d_ mqy__t_akp necessary action as per de_cjs_ion _of NC.

The Committee decided to ratify norms based on the recommendation of D/o

35011/225/2016-PI(Norms) dated 12.09.2017, uploaded at the end of
firm whichever is less under para 4.07 of HBP Vol.1.RA

[Case No.30/10/82- _[Party S ORBIT LIFE{Mest NoDate:5/82 _ {[Status: '
|ALC4/2016 SCIENCE PVT. LTD.  |ALCA4/2017 Deferred
dol ' . 25102017 [ .
[2915Q File RLA File {Cic No/Date:03 10805747 [Defer
| l01/82/050/00385/AM17/ |:03/95/040/00235/AM17/ [28.06.2016 ' Date:13.12.2017.
'l _lﬁ)ecision:Deferrgd. ]
ICase Nou61/16/82- _ [Party Name:VIVIMED _ [Meet No/Date:5/82- [Status:Deferred
| |aLcanole LABS LIMITED laLC4/2017
! ) \ ) ___',_25.10._201'{________7_1,___“___ ]
295 iq Fite RLA Filo Tic No/Date:0910063847|[Defer Date:
| |:01/82/050/00878/AM17/ 109/24/040/00145/AM17 [28.06.2016 |10.01.2018
1 __!Be_:cigioy_: Deferred. L ) i o
._— |- C;sei\lo.;92116182-— - 'Pal_'ty- I\-Iam-t;:-H-EE‘,P;O ’;Méet-l:lo;[);te:S/SZ- E,Sts-ttué:])_eferrelii
| |aLC4r2016 |LABS LIMITED I|ALC4/2017 |
L ] psae207 | )
206155 File [RLA File [Lic No/Date:0910063873 Defer .
| |:01/82/050/00909/AM17/ |:09/24/040/001 ST/AM17/ [30.06.2016 " |Date:13.12.2017
.l___I[I_)_ecisil_m:De_fgrljed. o B _ B o )
" [Case No:S6/16/82-  [Party e PORUS [Meet No/Date:5/82- [Status:Deferred:
| |aLcanoie {LABORATORIES PVT |ALCA/2017
(. ko bsio207 |
207 laQ File RLA File ic.No/Date:0910063877 [ Defer Date:
| FovsaiosonosryaminoonaaonoisuaMizipoos2ots 10012018
| [Decision : Deferred. _ L _ ] B
[ [Case N g1z [party NameJUBILANT [[Meet No/Date5/8 _ [Status:Deferred.
| laLcanots LIFE SCIENCES |ALC4r2017 |
o LIMITED _ _ hstoaor | .
[208HiQ File [RLA File I ioNo/Date:0510398970|[Defer Date:
| 01/82/050/00432/AM17/05/23/040/00146/AM17/ [04.072016 110.01.2018
: _'iI_)ec_is:iqn:in;er_red.
I ICase No<101/10/82- _|Party Name:JUBILANT Moot No/Date:5/82- _[Status:Deferred
| |aLCan2016 LIFE SCIENCES |ALC4r2017
!209!. L LIMITED _ '2s.10.2017 I
| [pQFle _  [RLAFile ~|LicNo/Date:0510398971 [Defer Date: '
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[01/82/050/00447/AM17/ 057237040100 173/ AMI77"[04.07 2016 0012018
_'|Decision : Deferred. o
~ [CascNo.5/14/82-  [Party Name:ASTRAL  [Mest No/Date:5/82- [Status:Deferred
ALC4/2016 STERITECH PVT. LTD. |ALC4/2017 T |
| _psae20t7
105G File [RLA File [Lic No/Date:3410042324![Defer |
| [01/82/050/00803/AM17/ |:34/24/040/00099/AM17/ |05.07.2016 {{Date:13.12.2017
| _Decision : Deferred. L
[ [CaseNo.:2/16/82- [Party Name:ASTRAL [Miest No/Dato:5/52- Status:Deferred
ALC4/2016 STERITECH PVT. LTD. |ALC4/2017 |
' ] 25.10.2017 ,
211 B File RLA File Lic.No/Date:3410042325 [Defer
| |:01/82/050/00819/AM17/ [:34/24/040/00100/AM17/ [05.07.2016 Date:13.12.2017
¢]Decision : Deferred. L
" [Case No.:63/16/82-_|Party Name:PORUS  [Moet No/Date-5/g2. Status:Deferred|
ALC4/2016 LABORATORIES PVT [ALC4/2017 '
_ ~_JLTD 25.102017 L !
212 HQ File RLA File Lic.No/Date:0910063892 [Defer Date;
:01/82/050/00880/AM17/ |:09/24/040/00178/AM17/ |06.07.2016 10.01.2018
'|Dec_ision : Deferred.
Case No.:4/8/82- Party Name:GOPINATH |[Meet No/Date:5/82- IStatus:Deferred’
JALC4/2016 CHEM-TECHLTD.,  |ALC4/2017
- 25.10.2017 i
P13 [HQ File RLA File Lic.No/Date:0810138237 [Defer Date:
:01/82/050/00342/AM17/'|:08/24/040/00132/AM17/ [07.07.2016 10.01.2018
) _IDecision : Deferred. B
‘ Case No.:10/14/82- 'Party Name:GLOBAL  [Meet No/Date:5/82- Status:Deferred
1 |ALC4/2016 /MEDICINESLTD,  '|ALC4/2017. .
{ 25102017
14 [HQ File RLA File Lic.No/Date:3410042344 [Defer
1:01/82/050/00808/ AM17/'|:34/24/040/00101/AM17/ {12.07.2016 |Date:13.12.2017
’D_ecisiqn t Deferred.
: — |Case No.:42/16/8_2- Party Name:NIFTY LABS  |Meet No/Date:5/82- Status:
| |ALC4/2016 PVTLTD., ALC4/2017 Approved'
| 25102017 7 :
215 HQ File RLA File Lic.No/Date:0910063914 |Defer
:01/82/050/00859/AM17/  |:09/24/040/00206/AM17/  |13.07.2016 Date:
Decision : The Committee decided to ratify norms based on the recommendation of D/o.
Pharmaceuticals O.M.No. 3501 1/30/2017-PI(Norms) dated 19.09.2017, uploaded at the end of
_ [these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1L.RA
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|

lancemed may take necessary action as per decmon of 1 NC

Case No.:29/16/82-

Mee'-c No/Date 5/82- i

Status.Deferred1

I [Party 1
|ALC4/2016 {Name:AUROBINDO  ||ALC4/2017 |
Vo ___I|PHARMA LIMITED _ 125102017 o n
- P16g HQ File 'RLA File ILic.No/Date: 0910063923 IDefer
:01/82/050/00846/AM17/'; .09/24/040/00180/AM17/ [14.07:2016 |Date:13.12.2017.
E. __jr_e_cl_slgn : Defe;-ret_l ) B _ i o 3 *
| lICase No.:103!16182- :|Party ;Meet No/Date: 5/82- | Status Deferred’
| llALC4/2016 IName:AUROBINDO  [ALC4/2017 , |
.  |PHARMALIMITED _ |[25.10.2017. _ B _
217 HqQ File [RLA File iILlc.No[Date:0910063926| Defer
| 01/82/050/00920/AM17/.|:09/24/040/001 74/AM17/{]14.07.2016  iDate:13.12. 2017a
| {[Decision : Deferred. e
[~ [Case No.:82/10/82- “I[Party Name:DEEPAK ‘ Nios NoDate:5/82.  [Status:Deferred
| ilaLcanots NOVOCHEM ALC4/2017 i |
Lo |TECHNOLOGIES LTD Jl2s.10.2017 N |
! TE GIESLTD | I | I
";21 8|I HQ Flle J[RLA File IILic.No/Date:31 10066246‘ Defer Date:
. -01/82/050/00428/AM17/: 31/83/040/00041/AM17/[|14.07.2016 1001208
| Decision : Deferred. ) L L
% [Case No.:2/13/85- TParty Name:SRIAM LABS [Meet No/Date:5/82- ;Status: :Case
| aLcanzote IPRIVATELIMITED ~ (ALCA2017 = |Added !
i [25.10.2017 ' [
19 = e S === o =
(=" 7|HQ File |RLA File i|Lic.No/Date: 0910063922. Defer Date
| Touss/os0i00110AMI7/ _}0924/0400018AMLT[[14.072016 ]
| |Decision : Deferred. . ... . ] H
%Case No.:43/16/82- 'Palty Nome:OPTIMUS _[[Meet No/Date:5/82- ([Status: Deferred¥
|ALC4/2016 DRUGS PRIVATE  {|ALC4/2017 ,
Lo [LIMITED j25.10.2017 I
P20TQ File IRLA Filo [Lic.No/Date: 0910063938/ [Defer ;
| 01/82/050/00860/AM17/'|:09/24/040/00213/AM17/15.07:2016 |Date:13.12.2017;
| [Decision: Deferred. -
T [Case Nou32/16/82  [Party ) “iNiect No/Date:5/82- _[Status: Deferred,
| laLc4n016 IName:AUROBINDO ||ALC4/2017 !
(. [PHARMA LIMITED _ 25.102017 | o
[22141Q Fite [RLA File [LieNo/Date 0910063947 Defer 1
| {:01/82/050/00849/AM17/1{09/24/040/0021AMIT/[19.072016 Date:13.12.2017
| [Decision:Deferred. e e §
s o Ne341682. [Party Name:VIVIMED [Meet No/Date: 82, [Status:Deferred
P2 Canns LapsuwimeD  jaccwporr N
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ELA File Deféll Date:

[HQ File Lic.No/Date:0910063950

1:01/82/050/00851/AML17/::09/24/040/00199/AM17/ [20.07.2016 ____ 10.01.2018
f___:|Qe_ci§ion:D9£e_§rgd. o o
I C:se-N_o-.:E'T;l—G_Iéi; ~ 'Pz;.rt_y Na-l-me:BRILLIAi\IT?Mee-t No/Date:5/82: (Status:Deferred
| lALC4r2016 iBIO PHARMA ALCA4/2017 |
|1 [PRIVATELIMITED ~ [25.102017 -
223 HQ File RLA File Lic.No/Date:0910063967 Defer

:01/82/050/00844/AM17/ [:09/24/040/00132/AM17/ [21.07.2016 |Date:13.12.2017

i I])ecision : Deferred.

! Case N-o.:3114/327-7 B

|Party Name: TRANSPEK |

Meet No/Date:5/82-

! i Status:Deferred!
1 |ALcar2016 |INDUSTRY LIMITED  |ALCA4/2017 |
I b 25.10.2017 L
*245Q File RLA File Lic.No/Date:3410042372/[Defer
:01/82/050/00801/AM17/.[34/24/040/00124/AM17/ 22.07.2016 _ ||Date:13.12.2017
__iDecision : Deferred, e
[ ICase No.:60/16/82- |Party Name:OPTRIX __|Most No/Date:5/82- _!|Status:Deferred
|ALC412016 {LABORATORIES ALC4/2017
Lo PRIVATE LIMITED ~ [25.102017
225/HQ File [RLA File Lic.No/Date:0910063977.[Defer
1:01/82/050/00877/AM17/ |:09/24/040/00235/AM17/ [25.07.2016 Date:13.12.2017
__ __IP_e_cisic_m:Defer_req. ) L
[ |Case No.:49/16/82- |Party Name:ALEMBIC _|Mooct No/Date:5/82- _[Status:Deferred,
| {ALC472016 PHARMACEUTICALS |ALCA4/2017 ;
| o LD 2510207 |
*26[HQ File 'RLA File Lic.No/Date:3410042385 [ Defer
:01/82/050/00866/AM17/}|:34/24/040/00127/AM17/ [27.07.2016 |Date:13.12.2017
| j|De9i§ion : Dgferred.m__ o L
[ [Case No.:85/16/82- [Party Name:OPTRIX _[Meet No/Date:5/82- _[Status:Deferred
|ALC4/2016 LABORATORIES ALC4/2017
f PRIVATELIMITED  [25.102017 _
22715Q File RLA File Lic.No/Date:0910063995 [Defer
:01/82/050/00002/AM17/ |:09/24/040/00234/AM17/ [28.07.2016 |Date:13.12.2017
_”Decigion:De_fe_rrgq. o
[Case No.:2/10/82- Party Name:ACEBRIGHT _|Mect No/Date:5/82- _ [Status:
ALC4/2016 (INDIA) PHARMA PVT  |ALC4/2017 Approved
; LTD, 25.10.2017 o
228 HQ File RLA File Lic.No/Date:0710110184 |Defer
|:01/82/050/00348/AM17/  [:07/24/040/00115/AM17/  [29.07.2016 Date:

hv‘l!)ecision :

The Committee

decided to ratify norms based on the recommendation of D/o
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S als O M.No. 35011/97/2016-PiNorms) dated July 2016, uploaded at the end of
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1L.RA
_concerned may take necessary action as per decision of NC.

[ [Case No.31/16/82- |Party N OPTRIX  [Meet No/Date:5/82. _|[Status:Deferred

| llaLcanots [LABORATORIES  |ALC472017

I lprvateummen  stoanr |

1#29HQ File RLA File ILic.No/Date:0910063999Defer
01/82/050/00848/AM17/ |:09124/040/00236/AM17/29.07.2016 _ IDate:13.12.2017

| ji_l)i_ecisior_l : Deferred.

Meet No/Date:5/82- . Statns:])_;af;arred

[~ [CaseNosoniaisz. [Party Name:ALEMBIC |
| !|ALC4/2016 |PHARMACEUTICALS {ALCA4/2017 |
R o lpsae2o7
[P0 HQ File RLA File Lic.No/Date:3410042403 [Defer
|:01/82/050/00807/AM17/ |:34/24/040/00133/AM17/1104.08.2016 |Date:13.12.2017
) ‘lﬁcision:Deferred. ) _ L ‘
1 ilCase No.:25/16/82- ! Party Name:SYNTHO (Meet No/Date:5/82- . Status:Deferred'
lALC4/2016 |CHIRALS PVT. LTD  ALC4/2017 | .
. _ B bsio2007 0
P2 aqQFile [RLA File {LicNo/Date:0910064009][Defer Date:
| |:01/82/050/00842/AM17/:09/24/040/00248/ AM17/04.08.2016 110.01.2018
| IDecision : Deferred. _ _ _
| i|Case No.:21/ 16/82- . Part); Name;ARl:;NE Meet No/Date:5/82- T Sfatus:i)efe;rred
ALC4/2016 |LIFE SCIENCES JALCA/2017
| LIMITED. s.10.2017 o
232 [HQ File RLA File Lic No/Date:0910064013 [Defer
:01/82/050/00838/AM 17/':09/24/040/001 SI/AM17/108.08.2016 Date:13.12.2017_
0 Iﬁ_egisit_m_ : Deferred. o o ) _
" [Case No.r130/16/82-  [Party N [Meet No/Date:5/82- _{Status:Deferred
| laLcanots |CHEMICALS PVT LTD |ALC4/2017 | '
R - 7 05102017 o
233 lQ File [RLA File {Lic No/Date-0410162170{Defer Date:
| Loi/821050/00956/AM17/-[04/24/040/00080/AM17/ 08082016 10.01.2018
I__ j]ﬁc_ision_:_Deferrqd. o B o
[ [Case No14/16/82- _ [Party NamoDR. ~_|Meet No/Date: 582 [Status:Deferred
1 laLc4noie REDDYS |ALC4/2017
| LABORATORIES  '[25.10.2017
-234 A B LIMITED _ ! o i -
| [HQFile TRLA File Lic. No/Date:0910064024 [Defer
| lov/s2/0s0/0083 /AM17/'09/24/040/00229/AM17/ [11.08:2016 _ |Date:13.12.2017
_leecisipn :_D”efe_rfed. B L o .
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|Case No. 22/16/82— Party Name:VIVIMED  [Meet No/Date:5/82- i Status Deferred
ALC4/2016 LABS LIMITED ALC4/2017 '

e B 25.10.2017 ! L

[P*aQ File RLA File Lic.No/Date:0910064039] Defer Date:

| ]:01/82/050/00839/AM17/ [:09/24/040/0021 1/AM17/ |16.08.2016 10012018

| !lDeclsmn  Deferred. o B o

" [Case No.:9/16/82- [Party Name:ALEMBIC _[Meet No/Date:5/82- _[Status:

ALC4/2016 PHARMACEUTICALS ALC4/2017 ‘{Approved
L ) LTD 25.10.2017 |
HQ File 'IRLA File |Lic. No/Date 3410042456| Defer

236{:01/82/050/00826/AM17/ _|:34/24/040/00146/AM17/  (19.082016  |Date:

Decision : The Committee decided to ratify norms based on the recommendatlon of D/o'
|Pharmaceuticals O.M.No. 35011/36/2017-PI(Norms) dated 17.10.2017, uploaded at the end of
i(these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1 RA
concerned may take necessary action as per decision of NC.

:|Decision :

|Case No.:15/16/82- Party Name:GRANULES {Meet No/Date:5/82- : Status:Deferred.
ALCA4/2016 INDIA LIMITED ALC4/2017 ;
e N 25.10.2017 S
237 1HQ File RLA File Lic.No/Date:0910064057 Defer
|:01/82/050/00832/AM17/ |:09/24/040/00264/AM17/ [19.08.2016 [Date:13.12.2017
IDeclswn Deferred.
[CaseNo.90/11/82-  [Party Name:MICRO LABS |Meet No/Date:5/82- _!|Status: |
|ALC412016 LTD |ALC4/2017 |Approved:
1 - _ Psa02017 o
| [HQFile RLA File Lic.No/Date:0710110277 [Defer
1238(:01/82/050/00624/AM17/  |:07/24/040/00167/AM17/ -[19.08.2016 Date;

The Committee

decided to ratify norms based on the recommendatxon of D/o
|Pharmaceuticals O.M.No. 35011/52/2015-PI(Norms) dated Sept. 2015, uploaded at the end of.
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1.RA
Jconcerned may take necessary action as per decision of NC.

Case No.:46/16/82- Party Meet No/Date:5/82- '|Status:Deferred
ALC4/2016 Name:AUROBINDO  |ALC4/2017
| PHARMA LIMITED  {25.10.2017 _
12THQ File RLA File Lic.No/Date:0910064077 [Defer -
1:01/82/050/00863/AM17/ |:09/24/040/00276/AM17/ [26.08.2016 Date:13.12.2017 .
| |Decision : Deferred. B
Case No.:140/16/82-  |Party Name:NUTRA __ |Meet No/Date:5/82- _[Status:Deferred
|ALC4/2016 SPECIALITIES PVT.  |ALC4/2017
240 LTD., 25.10.2017
HQ File [RLA File Lic.No/Date:0410162242 [Defer
:01/82/050/00957/AM17/ |:04/24/040/00265/AM16/ [02.09.2016  |Date:13.12.2017
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Decision : The _C_or—ﬁmittee notz;c{ tha:t _inf-'orr-r;ation has b-ee‘n -cailec_i t;or from the. ﬁ—r; in NC
|meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
) _rep_l_)f and deferred the case.

[ [Case No1166720/82- _ [Party NoeREINE  [Mect No/Date:5/82-_[Status:Deferred
ALC4/2016 LIFESCIENCE |aLC412017 |

. 125.10.2017 e )

P41 aQ File [RLA File Lic No/Date:3410042495] Defer

| l01/82/050/01343/AM17/ |:34/24/040/001S/AM17/107.09.2016 |Date:13.12.2017,

| _[Decision : Deferred. ] _ _

: |Case VN(;.: 167/20/82- ' Parl:);Name:RE_II\-IE ; Meet No/I-)at-e: Sl§2-m i Stat;ls :Deferred

| |ALC472016 LIFESCIENCE |ALCar017 |

Lo ) | T saoamz

P BQ File [RLA File Lo No/Date:3410042496 Defer

| :01/82/050/01344/AM17/,:34/241040/00154/AM17/,107.09.2016 '|Date:13.12.2017,
]Qeqision : Deferred. i

[ [Case No.:100/16/82-  [Party oo DHANUKA [Meet No/Date:5/82- |StatusiDeferred,

| |laLC42016 LABORATORIES LTD. |ALC4/2017

. _ Chsto2ot7 1

243/HQ File RLA File TLic No/Date:0510399660 [ Defer
|.01/82/050/00917/AM17/:|:05/23/040/00272/AM17/'{08.09.2016 |Date:13.12.2017

__[Decision : Deferred. _ o

é- - 'Case No—.-:9_0113182- ! i’arty NameMAHlMA . :Mee;Noll_D_at;::SI_S}" LStaiu_s:Defer;'-ed:

' laLceno16 |LIFE SCIENCES lALC4/2017 .

| - Jevrimo.  psao2or7 o

|, 4, HQFile RLA File [Lic:No/Date:0510399749 [Defer

[244,.01/82/050/00907/AM17/'|05/24/040/00229/AM17/ ]16.09.2016 Date:13.12.2017

reply and deferred the case.

Decision : The Committee noted that in
meeting No.02/82 dated 13.09.2017 is awaited. The Committee acco

formation has been called for from the firm inNC
rdingly decided await the

245,

[Case No.:91/16/82- Party Name:MAHIMA ___[Moet No/Date:5/82- Status:

|aLC4/2016 LIFE SCIENCES ALCA4/2017 Approved,
S PVT.LTD. bsio2017 |

[HQ File [RLA File [Lic No/Date:0510399740Defer
:01/82/050/00908/AM17/ "|:05/24/040/00216/AM17/_ |16.09.2016 IDate:

Decision :

The Committee

decided to ratify norms based on the réc ‘
Pharmaceuticals O.M.No. 35011/729/2015-PI(Norms) dated 27.04.2016, uploaded at the end of
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1.RA'

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

ommendation of D/o,

[246,

C_as;: No.:9;1I16}82- Party Name:NiAHIMA !
ALC4/2016 LIFE SCIENCES .
] PVTLID. . |

Meet No/Date:5/82-

|ALC4/2017

25.10.2017

Status:Deferred:
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THQ File [RLA File
(:01/82/050/00911/AM17/.|:05/24/040/00230/AM17/ |16.09.2016 o D__ateil 212_201 7]
.|Decision : The Committee noted that information has been called for from the firm in NC ‘

LlC No/Date 05 1 0399750' Defer |

meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
reply and deferred the case. i

1247

[Case No.:95/16/82-

: Party Name MAHIMA I Meet No/Date:5/82-, | Status:DeferredT,

ALC4/2016 [LIFE SCIENCES |ALC4/2017 : :
. e =PVT_I__:'1_“9 ~ 25.102017 l ) o
HQ File ; RLA File [Lic.No/Date: 0510399746' Defer ;
01/82/05_(_)1'0Q_9_1_2/AM17/ 05/24/040/00222/AM17/ 16.09.2016 i ' Date:13.12.2017

Decision : The Committee noted that information has been called for from the ﬁrm in NC r

Ilmeeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the .
__J' reply and deferred the case. :

B pu—— — P - .. - —a— PR —— - e amom e aa pen i

o e e e oy

Case No.:96/16/82- J|Party Name:MAHIMA Meet No/Date 5/ 82- ' Status:
I|IALC4/2016 LIFE SCIENCES |ALC4/2017 ' Approved
B ___ |PVT.LTD. ~'[25.10.2017 I
HQ File 1RLA File "Lic. No/Date 05 10399747 Defer
:01/82/050/00913/AM17/  |:05/24/040/00223/AM17/  |16.09.2016 {Date: |

Declsmn : The Commlttee decided to ratify norms based on the recommendatnon of Dol

|Pharmaceuticals O.M.No. 35011/106/2015-PI(Norms) dated August 2015, uploaded at the end of|

these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.LRA|
concerned may take necessary action as per decision of NC. !

(reply and deferred the case.

Case No.:97/16/82- i Party Name: MAHIMA Meet No;fDate:S/SZ- 5 Status Deferredi
I|ALC4/2016 'LIFE SCIENCES ALC4/2017 : :
. . JPVELTD. psae2017 o 0]
HQ File (RLA File |Lic.No/Date:05 10399752 Defer §
:01/82/050/00914/AM17/: I 05/24/040/00261/AM17_’! 116092016 | Date:13.12. 2017|

Declsmn The Committee noted that information has been called for from the firm in NC 5
meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the

IR, i o
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Case No.110/16/82- _ [Party Name:MAHIMA _|[Meet No/Date:5/82-  [Status:
ALC4/2016 LIFE SCIENCES |ALC4/2017 |Approved

. _pvrrLiD. _jespe2017 |
HQ File [RLA File {Lic.No/Date:0510399738] Defer !
:01/82/050/00927/AM17/  '[:05/24/040/00207/AM17/  {16.09.2016  {[Date:

Decision : The Committee decided to ratify norms based on the recommendatlon of D/o|
Pharmaceuticals O.M.No. 35011/28/2013-PI(Norms) dated April 2015, uploaded at the end of
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l RA
concerned may take necessary action as per decision of NC.

—i

Case No.119/16/82- |Party Name:MAHIMA __[Meet No/Date:5/82

1
i Status
ALC4/2016 LIFE SCIENCES' ALC4/2017 Approved!
= o PVT.LTD. 25.10.2017 |
_|HQFFile o [RLA File [Lic.No/Date:0510399742 [Defer
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1
1

[01/82/050/00936/AM17/|:05/24/040/00220/AM17/ _|[16.09.2016 _

]lDate !

Decision :

The Committee decided to ratify norms based on the r_ecommendatlon of D/o!
Pharmaceuticals O.M.No. 3501 1/868/2015-PI(Norms) dated 24.05.2016, uploaded at the end of}
[these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l RA
lconcerned may take necessary action as per decision of NC.

’ Méet No/Date:5/82-

| Case No. 6!20/82— |Party Name:MAHIMA Status:
|ALC4/2016 |LIFE SCIENCES ALC4/2017 Deferred

| . ___|PVT.LID. _jesao20t7 W

T 155|[HQ File IRLA File i Lic.No/Date:0510399744|[Defer

[#211:01/82/050/01 183/AM 17/ 1|:05/24/040/00221/AM17/1]16.09.2016 |[Date:25. 10. 2017

Decision

: The Committee noted that information has been called for from the firm in NC|
meeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the,
lreply and deferred the case.

[Case No.:6/16/82- _[Party Name:DIVIS Meet No/Date:5/82- Status:Deferred|

|ALC4/2016 LABORATORIES LTD |ALC4/2017

. o sty gl
2>3HQ File [RLA File [Lic No/Date:0910064153][Defer |
. :01/82/050/00823/AM17/ |:09/24/040/00327/AM17/{(19.09.2016 ~ ||Date:13.12.2017'
i “Declsmn : Deferred. o o B oy
/. Case No 991;16/82- : Party Name HPL Meet No/Date 5/82- Status:Deferred

lALC4/2016 |ADDITIVES ALC4/2017

| LIMITED(FORMERLY |25.10.2017 |

! ''KNOWN HIGH a,
e ____ IPOLYMER L R

HQ File RLA File ' LlC No!Date 0510399773||Defer Date: i
| 1:01/82/050/00916/AM17/'|:05/23/040/00280/AM17/|{20.09.2016 10.01.2018 |

|Dec1s1on Deferred. N o

iCase No.:70/16/82- |Party Name:INDO Meet No/Date:5/82- IStatus:Deferred:

|aLc4s2016 IPHYTO CHEMICALS ||ALC4/2017 ; ;
I e PVTLID @sdae2017
[2531Q File RLA File Lic.No/Date:0510399777i Defer |
?[ : :01/82/050/00887/AM17/,[:05/23/040/00237/AM17/[20.09.2016 ~ |Date:13.12.2 2017,
| _[Decision : Deferred. ]

[Case No.:76/16/82- _|Party Name:HPL Meet No/Date:5/82- _|[Status:Deferred

|ALC4/2016 ADDITIVES ALC4/2017 :

: LIMITED(FORMERLY [25.10.2017

! {IKNOWN HIGH g
25| . _IPOLYMER . ) . )

HQ File [RLA File Lic.No/Date:0510399799|[Defer Date: |

:01/82/050/00893/AM 17/ {/:05/23/040/00162/AM17/1[21.09.2016 10.01.2018

___“DECISIOI_I__ Deferred. e j
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Meet No/Date: 5/82-

TCase No 168/20/82— Party Name:TATVA Status: Deferredf
|aLC4r2016 |CHINTAN PHARMA  |ALC4/2017 |
: CHEM PVT LTD | 25102017
[25755Q File [RLA File Lic.No/Date:3410042543![Defer Dato:
[01/82/050/01345/AM17/ |3424/040/00172/AM17/ 21092016 10012018
_[Decision : Deferred. -
- Case No.:72/16/82- Party Name:ASIATIC Meet No/Date:5/82- |Status:Deferre
ALC4/2016 [DRUGS ALC4/2017 ld :
- |&PHARMACEUTICAL [25.10.2017
| |sPVT.LTD. o L
#*8/HQ File [RLA File Lic No/Date:05103998T | Defer ‘
01/82/050/00889/AM17 {:05/23/040/00214/AM17/ {6 Date:13.12. 2017|
v . 22092016 - o
|Dec|smn Deferred B e o
" [Case No.:6/14/82- Party Name:SWATI  [Meet No/Date:5/82-  [Status:Deferred.
ALC4/2016 MENTHOL & ALLIED |ALC4/2017
| _CHEMICALSLTD,  ps.i02017 o
129 [HQ File RLA File [Lic.No/Date:2910025262/[Defer Date:
1:01/82/050/00804/AM17/:29/24/040/00002/AM 17/ [23.09.2016 10012018
E]Decnsnon Deferred.
K Case No.:93/16/82- Party Name:PCL OIL & |Meet No/Date:5/82- - , étatus—:]_)—e-t_"e—r-redi
|ALC472016 SOLVENTS LTD., ALCA4/2017 '
: | 25.10.2017
I I — — ud — nd = -
{#6%HQ File [RLA File Lic.No/Date:0510399916 | Defer Date:
1:01/82/050/009 10/AM17/.:05/24/040/0030/AM17/ [27.09.2016 [10.01.2018
IDeclsmn Deferred ) o
[caseNo.s78/16/82- ~ [Party Name:KLJ Meet No/Date:5/82- _|[Status:Deforred
|ALC4/2016 PLASTICIZERS ALC4/2017
| _ ___[LMITED 25102007 |
POl Q File [RLA File Lic.No/Date:0510399927,[Defer Date:
:01/82/050/00895/AM17/'|:05/23/040/00304/AM 17/ |28.09.2016 110012018
IDecis_;ion : Deferred.
|Case No.:109/16/82- Party Name:PANERA Meet No/Date:5/82- Status_:Defel-'red‘
ALC4/2016 BIOTEC PVT.LTD.  |ALCA4/2017
| | 25.10.2017 5
262/HQ File IRLA File Lic.No/Date:05 10399924 [Defer
1:01/82/050/00926/AM17/ |:05/24/040/00307/AM17/ [28.09.2016 |Date:13.12.2017
I_Deelsmn : Deferred.
'2 63' [Case No.:140/20/82- Party Name:SRINI Meet No/Date:5/82- Status Deferred
* |ALC4n2016 |PHARMACEUTICALS |ALC4/2017
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- —PRIVATELIMITED 25102017 I
HQ File RLA File Lic.No/Date:0910064196/{Defer
. :01/82/05_9!013_17!AN_117_/ ' :09/24/040/00348{AM17! 128.09.2016 R Date'._13_.12_@017_
- ;E)ecisipq :_Defel_'x_'ed_. i i
l; 'ICase No.:128/16/82- |Party Name:CADILA 7 IMeet No/Daie:S!SZ- ' !Status:liei’u;r_re-di
o ALC4/2016 ''PHARMACEUTICALS (|ALC4/2017 | '
: ] __ [LTD. _ _:25._10._201_7__ o ‘ o
[26455Q File [RLA File [CioNo/Date:0810138777[Defer
- 30_1!82}!0_59!(_)094_@%1\41'{/ ' :08/24/040_/0{)_26_0151\/[_1’]!‘ 30.09.2016 _:|Date: 13.12.2017:
| m_j@cisigp : Deferred.
[ [Case Nos125/16/82- Party Name:MAHARSHI _|[Meet No/Date:5/82- fiSt—at_l;s: |
'|ALC4/2016 PHARMA CHEM HALC4/2017 ; Appmvedi
PVT.LTD, 5102017 B
HQ File RLA File 'Lic.No/Date:0810138776 |Defer
265! :01/82/050!Q09f432/_AM17/ :08[24{Q{10/_09}_S_5{5M1"7! 30.09.2016 Date: ]
"DTacision - The Committee decided to ratify norms based on the recommendation of Dfo,
'|Pharmaceuticals O.M.No. 35011/119/2016-PI(Norms) dated July 2016, uploaded at the end of,
|  ‘these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.lL.RA:
concerned may y take necessary action as per decision of NC. )
:i(iase No.:69flﬁl!;i- [|Party Name:i)l-{A-N_UKA- ';M.eet NolDa'te:SIéZ- — - Status:D;a}err:ed'
1 JALCA4/2016 LABORATORIES LTD. I|ALC4/2017 ‘
: 1 . [2s102017 o ..
268 p1Q File RLA File f_ic No/Date:05 10399960|[Defer |
i ;01/82!05_0/_0(_)5_!;}6/51\/[1_7/ :05/23/040/003 EQIAMW/ J| 03.10.2016 '\Date:13.12.2017
.ﬁ)gcisiop : Deferred. _ J
_Case No.:;l'7!16182- Party Name:JUI;ILAN’-I‘ '.Me-et No/Date:5/82- Status:Deferred
i ALC4/2016 LIFE SCIENCES ALC4/2017
‘. ~ |LIMITED 25.10.2017 i L
[267RQ File [RLA File [Lic No/Date:0510399958 [Defer Date:
| :01{8_2/0_50{0__()8_9@{4M_1’_H 1|:05/23/040/001 88/AM17/| 03.10.2016 4/10.01.2018
| i[Decision : Deferred. . _
I i[Case No.:98/16/82- ‘Party Name:NDO [Mee No/Dates/82- _[Status:Deferred
| jALC4/2016 PHYTO CHEMICALS ALC4/2017 '
| | ) ) L -PVTL’ID_ ) __‘;25.10.291:! I B B
1268 1aq Fite IRLA File Lo No/Date:0510400012{[Defer |
1 :01/82/050/00915/AM17/ [;05/23/040/00293/AM17/] 04.10.2016 |Date:13.12.2017,

lﬁecisiun : Dt_aferrgd.

"-Case No.:1P641201532-

Meet Nol'Date:SIS?.-

'. Party Name:TIDE . . Status:Deferred’
1269 |ALC4/2016 {INDUSTRIES |ALC4/2017
| - - 25102017 o0 ..
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HQ File

RLA File

Lic.No/Date:3410042576

1:01/82/050/01341/AM17/ |:34/24/040/00179/AM17/ [04.10.2016

!

Defer Dat;:
10.01.2018

|Decision : Deferred.

Ease No.:62/16/82-

[ Party Name:PCL OIL & [Meet No/Date:5/82- |Status:Deferred
| laLcarzois SOLVENTS LTD., ALC4/2017
L [ 25102007 |
P7mq File 'RLA File Lic.No/Date:0510400053 [Defer Date:
| :01/82/050/00879/AM17/'|:05/24/040/00285/AM17/ [06.10.2016 10012018
| _'[Decision : Deferred. .
' iCase No;:88/16182- |Party Name;PCL OIL & '|Meet No/Date:5/82- iStatus:Deferredg
lALC4/2016 |SOLVENTSLTD,  |ALC4/2017 |
| e bsao207 i
271 5Q File [RLA File Lic No/Date:0510400054Defer Date:
|:01/82/050/00905/AM 17/ |:05/24/040/00206/AM17/ [06.10.2016 {10.01.2018
) ]Decision:Deferred. i
[Case No.:116/16/82-|Party Name:PCL OIL & |Meot No/Date:5/82- - [Status:Deferred
|ALC4/2016 'SOLVENTS LTD, ALC4/2017
' _ 25102017 o
272[HQ File IRLA File Lic.No/Date:0510400057 [Defer Date:
| [:01/82/050/00933/AM17/ |051241040/00237/AM1 7/ [06.10.2016 10.01.2018
| IDecision : Deferred._ ~
|Case No.:112/20/82-  !|Party Name:RA CHEM  |[Meet No/Date:5/82- || Status:Deferred;
|ALC42016 [PHARMA LIMITED  |ALCA4/2017
| ; 25.10.2017 I
2131HQ File [RLA File Lic.No/Date:0910064241 |Defer Date:
1:01/82/050/01289/AM17/ |:09/24/040/60364/AM17/ [06.10.2016 [1001.2018
;|Decision : Deferred.
f :Case No.:l43f16/82- ~ ‘|Party Name:ARJUN Meet No/Date:5/82- ||Status:Deferred
|ALC412016 CHEMICALS PVT LTD |ALC4/2017 |
25.10.2017 S
2745 HQ File (RLA File Lic.No/Date:0410162358/{Defer Date:
| 1:01/82/050/00960/AM17/'|:04/24/040/001 18/AM17/ [07.10.2016 10.01.2018
mlee_cision : Deferred. }
[Case No.79/16/82- [Party Name:PCL OIL & |Meet No/Date:5/82- [Status:Deferred
|ALC42016 SOLVENTS LTD.,, ALC4/2017
' 25.10.2017 o
215 IHQ File RLA File Lic.No/Date:0510400073 [Defer Date:
:01/82/050/00896/AM17/ |:05/24/040/00277/AM17/ [07.10.2016 10012018

) i|De::ision : Deferred.
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|Case No.:101/16/82- 'Party Name:PCL OIL & |MeetNolDate:5/82— |Status:Deferreti
ALC412016 SOLVENTSLTD,  [ALC4/2017 ;
] “25.10.2017 O _

276 [4Q File RLA File i No/Date:0510400070 [Defer Date:
:01/82/050/00918/AM17/ |:05/24/040/00115/AM17/107.10.2016 {10.01.2018
Becision : Defqrrgd. )
|Case No.:107/16/82- Party Name:DALAS IMeet No/Date:5/82- '[Status:Deferred|

ALC4/2016 BIOTECH LTD. ALC4/2017 .

| _ - bsto207 . i

77 lHQ File RLA File [Cic.No/Date:0510400138/[Defer

| |:01/82/050/00924/AM17/ |05/23/040/00474/AM16/18.10.2016 _ |Date:13.12.2017

| . IDecision : Deferred. _ ] . k
CooNoSi6# [Party Name:IND-SWIFT [[Mect No/Date:5/82- [Status:Deferred
ALC4/2016 L ABORATORIES LTD., |ALC4/2017
| o 25102017 |

21815Q File RLA File ILic No/Date:2210015580 [ Defer

| |:01/82/050/00871/AM17/:22/24/040/00065/AM17/ [18.10.2016 |Date:13.12.2017
IlDet:iazion : Deferred. '

™ [CosNosi08/16/82-  [Party Name:JUBILANT [ Mest No/Date:5/82- [Status:Deferred

| |aLC4r2016 LIFE SCIENCES |aLcar2017

| ~ lommsp psse20t7 L

I#7HQ File [RLA File Lic No/Date:0510400129i[Defer Date:

i :01/82/050/00925/AM17/:05/23/040/00303/AM17/ 18.10.2016 ~110.01.2018

| _Ecision : Deferred. i o
|Case No.:130/20/82- Party Name:MYLAN ‘Meet No/Date:5/82- Status:Deferred
|ALC4/2016 LABORATORIES  |ALC4/2017 -

| o LIMITED 125.10.2017 _

{280/5Q File "IRLA File Lic No/Date:0910064272 [Defer
|:01/82/050/01307/AM17/,:09/24/040/00350/AM17/1{19.10.2016 Date:13.12.2017
|D7cision : Deferred.

Case No.:89/16/82- Party Name:SUN Moot No/Date:5/82- _ [Status:

| |ALC4n2016 PHARMACEUTICAL  |ALCA4/2017 Approved

| pustmsiro. | psiozor L

| [EQFile [RLA File LioNo/Date:0510400153 [Defer

2811:01/82/050/00906/AM17/ _05/24/040/00321/AM17/__ 19.10.2016 |Date:

| [Decision : The Committee decided to ratify norms based on the rec
|Pharmaceuticals O.M.No. 3501 1/52/2017-PI(Norms) dated 25.09.201
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1.RA.
Jconcerned may take necessary action as per decision of NC. '

ommendation of D/o
7, uploaded at the end of

[782[Case No.:26/16/82- ___[Party Name:DEEPAK _ [Meet No/Date:5/82:

[Status:Deferred
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ALC4/2016

NOVOCHEM ALC4/2017
) TECHNOLOGIES LTD {25.10.2017 ] o

1 |HQFile RLA File Lic.No/Date:3110066375 [Defer Date:

| :01/82/050/00843/AM17/ |:31/83/040/00055/AM17/ [20.10.2016 _j10.01.2018

|__||Decision : Deferred. L ]

B fi(-fase-l\;o.:ll3!16./82— ] Party Name:KLJ Meet No/Date:S/SZ- .' Sfatus:Defe&ed}
ALC4/2016 PLASTICIZERS ALC4/2017 .
LIMITED 25.10.2017

; [p—— = = - = 5 - = = =

P33 HQ File RLA File Lic.No/Date:0510400173 [Defer Date:

i{  |:01/82/050/00930/AM17/ |:05/23/040/00346/AM17/'(20.10.2016 10.01.2018

| {Decision : Deferred.

T |Case No.:134/20/82- Party Name:OPTIMUS  |Meet No/Date:5/82- Status:Deferred:
1ALC4/2016 DRUGS PRIVATE ALC4/2017

| _ _[LIMITED 25102017 o

34 [HQ File RLA File Lic.No/Date:0910064282 [Defer ;
{:01/82/050/01311/AM17/ [:09/24/040/00390/AM17/ 120.10.2016 [Date:13.12.20171

i fl_]?gcision : Deferred. ]
[Case No.:116/20/82- [Party Name:OPTIMUS [Meet No/Date5/82. StatusDeforrer

ALC4/2016 IDRUGS PRIVATE .  (ALC4/2017 l
) _ |LIMITED 25.10.2017 .
285 FQ File RLA File Lic.No/Date:0910064287 Defer
:01/82/050/01293/AM17/ |:09/24/040/00398/AM17/ [21.10.2016 Date:13.12.2017
_M:IDecision : Deferred.
Case No.:87/16/82- '(Party Name:HPL Meet No/Date:5/82- !|Status:Deferred.
ALC4/2016 ADDITIVES ALC4/2017
LIMITED(FORMERLY [25.10.2017
JKNOWN HIGH

{2861 ___[POLYMER ‘ ] N o

| HQFile ~ |RLAFile Lic No/Date:0510400238|Defer Date:

1 1:01/82/050/00904/AM17/ |:05/23/040/00287/AM17/ [24.10.2016 110.01.2018
I|Decisiqn : Del‘err_ed.

{Case No.:136/20/82- '(Party Name:VIVIMED  [Meet No/Date:5/82- Status:Deferred
JALC4/2016 LABS LIMITED ALC4/2017

Lol , 25.10.2017 _

[287113Q File RLA File Lic.No/Date:0910064291 |Defer Date:
1:01/82/050/01313/AM17/ |:09/24/040/00370/AM17/ [24.10.2016 10.01.2018
I’Decision : Deferred.

Case No.:137/20/82- Party Name:VIVIMED  |Meet No/Date:5/82- - Status:Dt;ferredn
288,|ALC4/2016 LABS LIMITED ALC4/2017
25.10.2017
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HQ File RLA Frle ch No/Date 0910064289| [Defer Date: —,
:01/82/050/01314/AM17/; 09/24!040/00372/AM17! 24.10.2016 |10.01.2018
.@cls_mn _De_fqrred o B ) L - ) J
™ [Case No.:69/20/83- _|Party Name:GLOBAL IMeet NoDates/2  ||Status:Deferred
| |ALC4/2016 CALCIUM PRIVATE  |ALC4/2017 |
|LIMITED, _ 125.102017
789/ HQ File TRLA File " [Lio-No/Date:07101 10566{[Defer Date:
01!82/050/01246/AM17! :07/24/040/00217/AM17/125. 102016 110012018
"_ _|@|§10n'. _Deferred ‘ i j
1! Case N(;.:861i6/82- Party Narr'le-:H-ELI:() - \ Mee¥ N(;f[;ate:SI 82- 1 -Statu-s:i)el'er;'ed'l
| llaLC4/2016 PAINTS (P) LTD (ALC4/2017 C
| __{ L 8102017 ' o
|29°\ File [RLA File [Lio No/Date: 051040025 1 [Defer Date:
| 01/82/050/00903!AM17/ .05/23/040/00351/AM17/,[25.10.2016 _ [10.01.2018 ___,
'. ] }Decn}lon : Deferred. L o '
ICase No51/16/82- . [Party NamoIND-SWIFT |Meet No/Date! 552 Statns:Deferred
|ALC412016 LABORATORIES LTD.,| laLCar2017 !
| B L .25102017 _
I [HQFile RLA File Lic.No/Date: 72100155831[Defer

.291.

01/82/050/00868/AM17/|

22/24/040!00067/AM171 ]

25.10.2016 o

Date:13.12.2017,

Declsmn The Committee

|reply and deferred the case.

noted that information has been called for from the firm in NC

meeting No.02/82 dated 13.09 2017 is awaited. The Committee acco

rdingly decided await the

Case No.:67/16/82- :|Party Name:PAYAL ! Meet No/Date: 5182- ! Status;:I)-eferr;d'
' ALC4/2016 PETROCHEM |ALC4/2017 i '
5 _PRIVATELIMITED _ _;125.10. ).2017 .
im [BQ File [RLA File I No/Date:0510400261 [Defer Date:
i 01/82!050/00884!AM17/ 105/24/040/00355/AM17/[25.102016 . | 10.01.2018
l _l‘?q:ts_:on : Deferred. o )
: - Case No.:lﬁiflGlsz- i i’arty Narhe:PAY:AL i,N-ic;et No-fDaté:S/82- ' Status;liéfel—;r;ed*
! ALC4/2016 [PETROCHEM JALC4/2017
| i PRIVATE LIMITED Jpsa02017 -
-|293| HQ Flle JRLA File ILic.No/Date:051 0400258 Defer Date:
1 |:01/82/050/00919/AMI7/ 05/24/040/00318/AM17/1(25.10.2016 110.01.2018
ﬁ)ecision : Deferred.
" CoosNoi175720/82-  |Party Name:ARENE |[Meet NoMate:5/82- Status:Deferred,
| |ALC4/2016 |LIFE SCIENCES ALCA4/2017 : ;
5294. B LIMITED. _ _J25.10.2017 | _
o HQ File [RLA File [Lic.No/Date: 0910064309/ Defer -
|:01/82/050/01302/AM17/" :09/24/040/00318/AM17/26.10. 2016 Date:13.12.2017.
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|_[ecision : Deferred,

Case No.:131/20/82-

Me.et No/Date:5/82-

| ' i|Party Name:ARENE ; Status DeferredI
| llaLc4no16 |LIFE SCIENCES ALC4/2017 . .
lodl o _LIMITED, 125102017 B .
129> 1HQ File [RLA File Lic.No/Date:0910064308 [ Dofor

| 1:01/82/050/01308/AM17/:|:09/24/040/00319/AM17/ [26,10.2016 {Date:13.12.2017!
| . 'Decision : Deferred. e
| lCase No.:133/20/82- ‘ Party Name ARENE Meet No/Date:5/82- ' Status Deferred.
| |aLc4r2016 [LIFE SCIENCES ALC4/2017 |

[ _ |LIMITED. ps.ro2o017 oy
1296 [HQ File RLA File Lic.No/Date:09100643 10| Defer =
| 1:01/82/050/01310/AM17/1|:09/24/040/00320/AM17 |26 10.2016 pate:13.1220171
|... IDecision : Deferred. ]
(. Case No.:152/20/82- . Party [Meet No/Date:5/82- } Status: Deferredg
| 1ALC42016 [Name:BIOLOGICAL E  |ALC4/2017 . :
L. _Lm 25102017 ]
PTG File RLA File “ILic.No/Date:0910064300i[Defor |
| 1:01/82/050/01320/AM17/1|:09/24/040/00220/AM17/ [26.10.2016 |Date:13.12.2017,

IDeclsmn Deferred

‘ ;-Cas_e No.:lﬁl 16/S2- i

Meet No/De-te:SIS—Z.: -

Pa@ Name:CADILA i Status Deferred'
JALC4/2016 HEALTHCARELTD  |ALC4/2017 :
, I [25.10.2017 I
PP8HQ File [RLA File Lic.No/Date:0810138976][Defer
' ! :01/82/050/00939/AM17/1|:08/24/040/00289/AM17/126.10.2016 |Date:13.12.2017
h .[Declsmu t Deferred. B e
.‘ %Case No.126/20/82-  [Party [Meet No/Date:5/82- [Status:Deferred
I 1ALC4/2016 Name:EMMENNAR  |ALC4/2017 ! .
| /PHARMA PRIVATE  [25.10.2017 a
ool _[LIMITED | R
| |HQFile RLA File Lic.No/Date:09100643 11/ [Defer ’
| !:01/82/050/01303/AM17/}|:09/24/040/00376/AM17/,{26.10.2016 IIDate:13.12.2017

|Deelsmu Deferred

J

; Case No.:115/16/82- : Party Name :KLJ 'Meet No/Date:5/82- ] Status Deferred'

(. ALC‘4/2016 PLASTICIZERS ALC4/2017 ; =

l [LIMITED 25.10.2017 o

5300 [HQ File RLA Filo ILic No/Date:0510400281 | Defer Dater

| 1:01/82/050/00932/AM17/ |:05/23/040/00329/AM17/ [26.10.2016 10.01.20187
{IDec_ision : _Deferred. o

[301j[Case No.:19/16/82- _[Party Name:DHANUKA [Meet No/Datc:5/82- __|Status:Deferred
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H
‘ 01/82/050/01342/’AM1'hr

:34124/040/00209/AM1 7/

27.10.2016 _ Date:13.12 2017

N

ALC412016 LABORATORIES LTD. |ALC4/2017 |
_ ] l25 102017 M )

\ 'HQ File RLA File ILic No/Date 0510400295&Defer
| :01/82/050/00836/AM17/, .05/23/040/00355/AM17/[27.10.2016__ ||Date:13.12.2017,
| _[Decision : Deferred. e —
‘I B w? Case N(; : 130;'16)’82- ) ; Party Name IOL 7 | Méet N:JfDate 5!82- ‘! Status Deferred;
| llaLcanols |CHEMICALS AND ~ |ALC4/2017 . |
| lPHARMACEUTICALS 125'102017 1
oot . . . LIMITED _ oo
| IHQFile RLA File Lic.No/Date: 3010103875\Defer
%l 1:01/82/050/00947/AM17/ 30/24/040/00027/AM17/{27.10.2016 Date:13.12.2017;
IE)ECISIOII Deferred. L ) o
E “f,iCas-;eﬂl-\Io.:lt-S_SIZOI-82— _ Pax-'ty l\iéim—e:S;URNI - f_M_eeti\Ié;’Date:SJ"SZ- St;tu_s'Deferred!
| jarcanoe {LABS 1ALC4/2017 . |
| 1 o ipslo2017 L
1293THQ File [RLA File [Cio No/Date:3410042630]{Defer |
i
|
l
(L

_[pecision : Deferred.

5 Case No.: 14/14/82— ; Party Name: CONCORD il Meet No/Date: 5/82- [Status:

|ALC4/2016 BIOTECH LTD |ALC4/2017 Approved’
L. .. o bswe2on7

- HQ File RLA File !i Lic.No/Date: 0810138999% Defer

1304 |:01/82/050/00812/AM17/ 08/24/040/00264/AM17/ /128.10.2016_ _\Date: !

iDecision :

The Committee declded to ratify norms based
Pharmaceuticals O.M.No. 35011/681/2015-PI(N0rms) dated O1.
these minutes or as applied by
concerned may take necessary action as per ¢ decision

the firm whichever

of NC )

on the recommendatlon of f)/o
02.2016, uploaded at the end of|

is less under para 4.07 of HBP Vol.i RA:

Meet i\lo!Date :5/82-

[ [Case No.:66/16/82- Party NamePCL OIL & | “[Status:Deferred
| laLc4n016 |SOLVENTSLTD,,  J|ALCA4/2017

i T O I
%% [HQ File [RLA File [Lie No/Date:0510400305|[Defer Date:
| [01/82/050/0088/ AM17//|05/24/040/00339/AM17/,28.10.2016 1110.01.2018

o Decision : : Deferred. o o o i o
[ [Case No.:11/16/82- LPélrty Name: EMCGIiE ‘Moot No/Date:5/82- _|[Status: Deferred
| arcanos {PHARMACEUTICALS ||ALC4/2017 |

i _ ) psio20t7 L

i3°6 HQFile RLA File [ jo.No/Date:3 1 10066388 [Dofer

| |iovs2ros0/o0828/AM17/:31/83/040/00094/AM17/ [31.10.2016 " iDate:13.12.2017,

{Decision ; Deferred.

[307[Ca

ase No: AB/16/82

™ [Party Name:HONOUR Moot No/Date:5/82- j___._j

{Status:Deferred
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TALC4/2016

LAB LIMITED ALC4/2017
| 25.10.2017
[HQ File RLA File Lic.No/Date:0910064330/[Defer
:01/82/050/00835/AM17/ |:09/24/040/00417/AM17/ [31.10.2016 |Date:13.12.2017
. IDeclsmn Deferred. o
' —3 Case No.:15/14/82- l Perty Name:MICRO '(Meet No/Date:5/82- Status Deferred
| |ALc4no16 LABS LTD ALC4/2017 !
| B 25.10.2017 o
PO HQ File [RLA File Lic.No/Date:0710110609][Defer '
| 01/82/050/00813/AM17/:[:07/24/040/00255/AM17/ [02.11.2016 '|Date:13.12 2017
' J|Declsmn Deferred. L o
' ]Case No 158-;2_0/82-“" JParty Name:ENAL Meet No/Date:5/82- |Status Dei‘erredI
| laLcar2016 [DRUGS PVTLTD.,  |ALC4/2017 ;
| _ 25102017 |
309 THQ File RLA File Lic.No/Date:0910064347 [Defer
|:01/82/050/01335/AM17/ |:09/24/040/0041 /AM17/ 03.11.2016 |Date:13.12.2017
Decision : Deferred. N
[Case No.:150220/82- |[Party Name:EYTAN _|Meet NoDate:5/82- [Status:Deferred,
lALC42016 ILABS LIMITED ALC4/2017
, 25.10.2017 ) | )
31050 File [RLA File Lic.No/Date:09 10064338 Defer
| 1:01/82/050/01327/aM17/{|:09/24/040/00410/AM17/ [03.11.2016 |Date:13.12.2017
' ‘_“‘ID_ECIS_II_)II : Deferred. o o
" |[Case No.:157/20/82- [Party Name:HETERO  |Moct No/Date:5/82.  StatusDeforred
|ALC4/2016 LABS LIMITED ALC4/2017 '
| | 2500207 |
P! [BQ File RLA File Lic.No/Date:0910064346 [Defer
| [:01/82/050/01334/AM17//:09/24/040/00426/AM17/'|03.11.2016 |Date:13.12.2017°

‘ ______]|Decisio_l! : Defer[ed:"

" [Case No.:148/20/82-

: | '(Party Name:LEE [Meet No/Date:5/82- | Status Deferred

| |ALC4/2016 PHARMA LIMITED ALC4/2017

; B 25.10.2017 I

P12 [HQ File RLA File [Lic:No/Date:0910064340][Defer

! 01!82/050/01325!AM17/ :09/24/040/00399/AM17/1/03.11.2016 __j[Date:13.12.2017

(. |Dec|smn : Deferred. i
'(Case No.:160/20/82- Party Meet No/Date:5/82- |Status:Deferred
ALC4/2016 ‘[Name:VIRUPAKSHA  |ALC4/2017

B3l ORGANICS LIMITED  [25.10.2017 L
{HQ File RLA File Lic.No/Date:0910064336: Defer

| __[:01/82/050/01337/AM17/ |:09/24/040/00427/AM17/ [03.11.2016 |Date:13.12.2017,
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l ‘lﬁcis;ion:l?efe_rrg_d. ' ] "7 ﬁ_ - ) B ) ] ] T

T [Case No.:25/20/82-  |Party Voot No/Date:/82- _[Status:Deferred

| |aLC4r016 IName:ALKALOIDS ~ |ALC4/2017

| |CORPORATION bsto207 |

114 FQ File RLA File [Lic No/Date:0210207123;[Defer
1:01/821050/01202/AM17/':02/24/040/00145/AM17/107.11.2016 Date:13.12.2017
ﬁ)ggision:Deferred. L '

[CaseNor149/20/82. [Party Name:ORCH _ TMoot No/Date:5/82- _ [Status:
1ALC4/2016 |LABORATORIES INDIA |ALC4/2017 |Approved
1. ~fevrrmp o psto207 L.
i HQ File i(RLA File |[Lic.No/Date:0910064353;Defer
315]:01/82/050/01326/AM17/ |r09724/040100423/AM17/__[07.11.2016 _ |Date:

[Decision : The Committee decided to ratify norms based on the recommendation of D/o;
|Pharmaceuticals O.M.No. 3501 1/737/2015-PI(Norms) dated June 2016, uploaded at the end of
| these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.1.RA,
|concerned may take necessary action as per decision of NC.

1 iICase No.:58/20/82- [Party Name:ARJUN '\Meet No/Date:5/82- \|Status:Deferred;
| ALC4/2016 |CHEMICALS PVT LTD |{ALC4/2017 .
| 7 © psao2017 l
B18HQ File RLA File ILic No/Date:0410162476,Defer Date:
| |o1/82/050/01235/AM17/ :04/24/040/00140/AM17/08.11.2016 1001208
! 7__';@cisio:_1_r: Deferred. B o ) _
[ [Caso No.147/20/82- _ [Party Name:VIVIMED [Meet No/Date:5/82-_|[Status:Deferred|
| laLcar2016 LABS LIMITED llaLC4r2017 ,
] _ o pse2m7 '
P17Taq File [RLA File [[ieNo/Date:0910064361{Defer Date:
| oUs2/050/01324/AM17/{09/24/040/00438/AMI7/ 08.11:2006 . 10.01.2018
. ',lDTecision:_quqred. i

lCase-l:\Io.:16ll418-2- - |PanyName:MALLAﬁI EMeeth;fDat;e:SISZ— ] :Stat;ls:Deferre(i‘

ALC4/2016 DRUGS & |ALCA4/2017

PHARMACEUTICALS {25.10.2017

sl ~ LIMITED o N

|HQ File |RLA File i[Lic.No/Date:0410162482 |Defer

|:01/82/050/00814/AM17/, ;04/;_4/_940/00_93{{1\1\4_1_7/} 10.11.2016 'Date:13.12.2017
 |Decision :Deferred. . .. ... o

[ TCacaNo.+65/16/82- _|Party Name:DEEPAK oot No/Date5/82- _[Status:Deferred
ALCA4/2016 INOVOCHEM lALC4/2017 =

13101 ~ |TECHNOLOGIESLTD |25.102017 _ B
HQ File RLA File [Lic.No/Date:3110066397:|Defer Date:
|:01/82/050/00882/AM17/_ 31/83/040/00106/AM17/[15.11.2006 10012018
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| F IDectSIOn_ ]_)_efer;ed.

i
!
= m—amed

| lcase No 144/20/82— |Party Name:MYLAN Meet No/Date 5/82- i Status Deferred
* 1ALC4/2016 'ILABORATORIES ALC4/2017 ;

o ILIMITED 25.10.2017 ! |
'320[. R PP | ettt : e _—

; !HQ File iIRLA File itLic.No/Date:09100643 865 Defer

| 1:01/82/050/01321/AMLT/[:09/24/040/00430/AM17/']15.11.2016 _|Date:13.12.2017
, IDeclsmn : Deferred. ) i .
i [Case No.:120/20/82- {[Party Name:RAKSHIT  |Meet No/Date:5/82- ! Status: Deferred
| I|ALC4/2016 {PHARMACEUTICALS |ALC4/2017 ’ }
I _JLTD 25102007
P2 IHQ File IRLA File Lic.No/Date:0910064379, Defer

1:01/82/050/01297/AM17/!

:09/24/040/00421/AM 17/

15.11.2016 N

Date:13.12.2017

_IDecision : Deferred.

| 1F01/82/050/01301/AM17/!

:09/24/040/00432/AM17/°

; | Case No. 124!20/82- i Party Name SUVEN Meet No/Date 5/82— |Status: Deferreda
| |ALC422016 ILIFE SCIENCES |ALC4r2017 ; |
L lummep 25102007 | |
[#lkQ File [RLA File Lic.No/Date: 09100643321i Defer |

15.11.2016 e )

Date:13.12.2017|

| Lll_)e_cisiorl_: Deferred.

— == - j—

1:01/82/050/01286/AM17/.

:09/24/040/00445/AM 17/

[Party Name:AKTINOS  [Meet No/Date:5/82- i Status Deferredi
' ALC412016 HEALTHCARE ALC4/2017 ‘
N _IPRIVATELIMITED  [25.10.2017 B
P23 [HQ File [RLA File [Lic.No/Date:0910064399[Defer

18.11.2016

'|Date:13.12 2017

’Declsmn Deferred

F
1

i i Case No. 127/20/82- ' Party Name:AKTINOS  [Meet No/Date:5/82- i Status DeferredE
| lALC472016 [PHARMA PVTLTD, |ALC4/2017 .

" R 25.102017 i
| 324!: HQ File RLA File [Lic.No/Date:0910064397|Defer

| [01/82/050/01304/AM17/,:09/24/040/00459/AM17/ 18.11.2016 m..} Date:13.12.2017

|Dec|s10n Deferred

i Party

Meet No/Date:5/82- :

Status:Deferred

SCase No.:12/20/82-
|ALC4/2016 IName:AUROBINDO  {ALC4/2017
| PHARMA LIMITED  25.10.2017
| _ _ i
P IHQ File RLA File Lic.No/Datc:0910064407. Defer
| :01/82/050/01189/aM17/,}:09/24/040/004 19/AM 17/ [18.11.2016 |Date:13.12.2017'

IDeclsmn Deferred

F326, Case No.121/20/82-
J|ALC4/2016

{[Party Name:HETERO
_ILABS LIMITED

Meet No/Date:5/82- |

Status:Deferred;

ALC4/2017 .
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I T T B5.102017 I
\HQ File RLA File \Lic.No/Date: 0910064401] Defer
01/_82[050/01298/AM17!I 09/24/040/00461/AM17/| 18.11.2016 ||Date:13.12.2 2017

. !@e"‘_s_"_’ll : Deferred. = _

e e e e m——me — e = 2 [p— e e e e wme— — = ———

{Case No.:122/20/82- ; artyNamc HETERO ,Mee_t No/Date:5/82-  ||Status: Deferred

|ALC472016 |LABS LIMITED ALC4/2017 |
Lo T R . J[25.10.2017 |
BTG File [RLA File ]an No/Date:0910064402] Defer i
| |:01/821050/01299/AM 177 09/24/040/0045 AMLT (8112016 _ _ |Date:i3.12:2017:
| [Pecision : Deferred. . o
! }C'ase I_\To.:i28120782- B Party Name: ‘HETERO _‘,Meet-NofDate /8- gtat;;-i;et—'erred!
| |ALcanols {LABS LIMITED IALC4/2017 |
| oL
P28 aQ File [RLA File Lic.No/Date:09 10064400‘ Defer |
| 01/821050/01305/AM17/,[09/24/040/00436/AM LT /||18.11.2016 _ |Date:13. 122017'
| __[Decision : Deferred. o e
[ [Case Noa10720/82- [Party —=Vloet No/Datc:5/82- _|Status:Deferred|
| llaLcazois IName:SALICYLATES |ALCA4/2017 ‘ |
- |& CHEMICALS [25.102017 |
Lol - ~ PRIVATELIMITED_ || I
'1 HQ Flle : RLA File [Lic.No/Date:0910064415)|Defer Date
. 91,{82/050/01284/AM17/ 0004/040/00444AMIT/ 24112016 [|10.012018

I Case No.: 110!20!82— |Party Meet NofDate 5/82- I Status: Deferredi

5 : ALC4/2016 IName:SALICYLATES |ALC4/2017 l

! & CHEMICALS 25.10.2017 |

(L) I — _;[PRIVATE LIMITED IR _
[HQ File |IRLA File Tic No/Date: 0910064414! Defer Date: .
:01/82/050001287AMI7/ [0RA40VAYAMIT/DAIL0L . ... 110012018

i J[Decision : : Deferred.

'| Case No :123/20/82- i[Party Name:VIVIMED iMeet No/Date 5/82- 'EStatus Deferred;

| I|ALC4/2016 LABS LIMITED IALC4/2017 1

| T lpsio2007

B3 Eg File [RLA File Lic No/Date:0910064417 [Defer Date:

| |:01/82/050/01300/AM17/" [09/24/040/00455/AM17/28.11.2006 [10.01.2018

| iDession: L e e 1
[Case No.:36/20/82- |[Party S oeSENTISS |Meet No/Date:5/82- | Status: Defer;‘:edi
ALC4/2016 PHARMA PVT.LTD. ALC4/2017 !

T o [ps102017 o o
| [HQFile _jl@egnmem T {[LicNo/Date 0510400571 |Defer _
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' ﬂ:@f_{é_zlds_b_foiz1@}]}_1_(417/3I:65/2&/040/0042::5}AM17/ fo1.12.2016

_[Date13.12.2017]

__|Decision : Deferred.

[Case No.:106/20/82-

Meet No/Date:S!éZ- _

Status:Deferred’

Party
ALC472016 Name:PARAMOUNT  |ALC4/2017 | |
: |AROMACHEM 25.10.2017 ; |
:333 B PVT.LTD., i ' . —:
1HQ File [RLA File Lic.No/Date:0510400599'|Defer Date:
:01/82/050/01283/AM17/ |:05/24/040/00399/AM17/ [02.12.2016 |10.01.2018
- ;IDepi_sion : Deferred. i o _
" [Case No.:139/20/82-  |[Party Name:TAGOOR _[Moot No/Date:5/82. [Status:Deferred
|ALC412016 CHEMICALS ALC4/2017 | ;
. 25102017 |
334 HQ File RLA File Lic.No/Date:0910064436| Defer Date: |
1:01/82/050/01316/AM17/':09/24/040/00474/AM17/02.12.2016 110012018
__il_Deg:gsion : Deferred. o
[Case No142/20/82-  [Party Name:HINDYS _|Meot No/Date:5/82. [StatusiDeforred
|ALC4/2016 |LAB PVT LTD ALCA4/2017
25102017 | _
13 [aQ File RLA File Lic.No/Date:0910064449 [Defer
:01/82/050/01319/AM17/ |:09/24/040/00492/AM17/ |07.12.2016 Date:13.12.2017
[Decision : Deferred. _
Case No.:21/20/82- iParty Name:JUBILANT = |Meet No/Date:5/82-  i(Status:Deferred|
| 'aLc4no16 IIGENERICS LTD ALC4/2017 - i
L e 2510207 |
1336 TQ File TRLA File [Lic.No/Date:0510400685|[Defer |
[:01/82/050/01198/AM17/ |:05/23/040/00402/AM17/ [08.12.2016 |Date:13.12.2017|

_ A"Qeg:_ig,iop_: Deferred.

| |caseNo22720/82-- " [Party Name:JUBILANT {Meet NoDate:/82- [Status:Deferred
|ALC472016 GENERICS LTD ALC4/2017 |
| _ 25102017 o
337 IHQ File RLA File Lic.No/Date:05 10400686 [Defor
| [01/82/050/01199/AM17/ :05/23/040/00404/AM17/ [08.12.2016 Date:13.12.2017
L JI_I_)_ecisi_on : Deferred.
| iCaseNo.:49/20/82-  |[Party Name:PCL OIL & |Meet No/Date:5/82-  [Status:Deforred
| aLc4r2016 SOLVENTSLTD,  '|ALC4/2017
| 25.10.2017 |
1**%10Q Fite [RLA File Lic.No/Datc:0510400682[Defer Date:
|:01/82/050/01226/AM 17/ :05/24/040/00401/AM17/ {08.12.2016 |10.01.2018

o ‘IDecision : Deferred.
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, |Case No.:50/20/82- : Party Name:PCL OIL & Meet NofDate 5/82- lIStatus: Deferred
|ALC4/2016 SOLVENTS LTD,, |ALC4/2017 I.

' : . 125.10.2017 A

339THQ File RLA File TLic No/Date-0510400681|[Defer Date:

'I i 01/82/050/01227/AM17/ i 05/24/040/00377/AM17/*08 12.2016 N 1110.01.2018

| :Eensnon Deferred L . L

! :!Case No.46/20/82- _ [Party Name: DIVIS TMeet No/Date:5/82- _[Status: :Deferred

‘ 5ALC412016 ILABORATORIES LTD _ALC4/2017 '

T o o _esao2017 i

P4%HQ File IRLA File o No/Date:09 10064468 [Defer :
’ 01/82/050!01223/AM17/ 09/24/040/00469IAM17/ 09.122016 |Date:13.12. 2017

, IDTec:smn Deferred o ) ) o i o J

e 708 [PayNamelOL _ {Meet NoDaes/E2[Status:Deferred

) ALC4/2016 CHEMICALS AND ALC4/2017 ;

, PHARMACEUTICALS {25.10.2017

1341, _ |LIMITED L o ] _

! IHQ File [RLA File i Lic.No/Date:3010103898|{Defer

'i .:01!8_2/0§0/0_1_@L4_/All/[17/‘ :30/;4/040/9092_@’;\1\/[_17@09._12:2016 B o ] D_ate:l_’aj:l'.l_._2017'l

| Decision : Deferred. . .. .. -

oo Nos118/20/82 |Party Name: SUVEN  |Meet NoDaes/82.  [StatusDeferred

l |ALC4/2016 |LIFE SCIENCES \ALC4/2017 ;

Ii | L LIMITED o |[25.10.2017 L

}3 1! HQ File RLA File |[Lic.No/Date: 0910064464 Defer

im0 01/82/050/01295/AM17I 09/24/040/00472/AM17/J 09.12.2016 _ ||Date:13.12. 2017

| '|Decision : The Committee noted that information has been called for from the firm inNC i
meeting No.02/82 dated 13. 09.2017 is awaited. The Committee accordingly decided await the

i ‘lreply and deferred the case.

T [Case No.:7/20/82- barty Name:B10 TECH [Meet No/Daters/82- [Status:Deferred
| |aLc4r2016 |OPHTHALMICS PVT  |ALC4/2017 1

‘ o \LTD p5.102017 3
343 [aQ File RLA File Lio No/Date:0810139274 [Defer

| lous2/050/01184/AMIT, 08/24/040/00348/AM17/][13.122016 \Date:13.12.2017
| _ [Decision : Deferred.

i__ _ _'*ﬁ(-fase Ne.:9liD182: ; axty Name BIO TECH Meet No!Date 5/82— ' Status Deferred

. iALC412016 NOPHUTHALMICS PVT  [ALC4/2017 I|

ll . o :IjTD__ L !25102017 o L

B4 TEq File RLA File [ie No/ate: 0810139275 Defer k

‘ ,_0_1{8_2/050[01_1 86/AM17/, :08!24/040!QQ3§5IAM17/ i113.12.2016 '|Date:13.12.2017
"lﬁcision : Deferred.

345 [Case No.110/20/82-___[Party Name:BIO TECH [Meet No/Daters/82: [Status:Deferred
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'|ALC4/2016

OPHTHALMICS PVT _[ALC4/2017
LTD 25.10.2017
[HQ File RLA File Lic.No/Date:0810139276,Defer ;
|:01/82/050/01187/AM17/ |:08/24/040/00353/AM17/ 13.12.2016 “|Date:13.12.2017,
____Jl_)_ecision_ :qugn:egl._ o '
[ [Case Nos11/20/82- {[Party Name:BIO TECH [Meet No/Date:5/82- [Status:Deferred!
| |ALC412016 .[OPHTHALMICS PVT  [ALC4/2017 |
| Lo 2510207 |
148/5Q File RLA File [LicNo/Date:0810139271!Defer
| [:01/82/050/01188/AM17/'|:08/24/040/00372/AM17/ |13.12.2016 _|Date:13.12.2017'
" ___3lpecision : ]?qferred_. B L
“[CaseNo.iT7/20/82  [Party Name:BIO TECH [Meet No/Dator5/82-  [Status:Deferred
ALC4/2016 |OPHTHALMICS PVT  |ALC4/2017
e LTD 25102017 o
347 [5Q Fite RLA File Lic.No/Date:0810139270, Defer
:01/82/050/01194/AM17/ |:08/24/040/00371/AM17/ |13.12.2016 |Date:13.12.2017.
1 le_eg:ision:Deferred: _ . ) '
[Case No.:20/20/82-  [Party Name:BIO TECH [Meet No/Date:5/82- [Status-Deferred
| ALC4/2016 OPHTHALMICS PVT  |ALC4/2017 .
- LTD 25102007 |
348 [HQ File RLA Filo Lic.No/Date:0810139257.[Defer
:01/821050/01197/AM17 :08/24/040/00362/AM17/ [13.122016  |Date:13.12.2017"
__Elp_ecision : Deferred. i
[Case No.:26/20/82- [Party Name:BIO TECH _|Meet No/Date:5/82-  [Status:Deforred
|ALC412016 |OPHTHALMICS PVT  |ALC4/2017
B LTD 25102017 )
30 File RLA File Lic.No/Date:0810139259 [Defer
|:01/82/050/01203/AM17/ |:08/24/040/00364/AM17/ (13.12.2016 [Date:13.12.2017
. E|})ecision : Deferred. 7
E Case No.:27/20/82- \Party Name:BIO TECH [Meet No/Date:5/82- : Status:Deferred
ALC4/2016 |OPHTHALMICS PVT  [ALC4/2017 -
| LD 25102017 _
1POTQ Fie RLA File Lic.No/Date:0810139260,|Defer
|:01/82/050/01204/AM17/ :08/24/040/00365/AM17/ [13.122016 [Date:13.12.2017:
. "__‘!IDec_ision:_De‘ferre‘(rl. N o
'|Case No.:28/20/82- Party Name:BIO TECH |[Meet No/Date:5/82- Status:Deferred
|ALc412016 OPHTHALMICS PVT  |ALC4/2017
351| LTD 25.10.2017 _
HQ File RLA File Lic.No/Date:0810139258 [ Defer
:01/82/050/01205/AM17/ |:08/24/040/00363/AM17/ [13.12.2016 Date:13.12.2017
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‘ _il_ITecision : D_ei:e_rre-d: B

Case No.:8120;’82-

Part;} Name:GO_PINATH '

“foet No/Date:5/82-

'Status:Deferred’

|aLcar2016 CHEM-TECHLTD.,  |ALC4/2017

| _ 25.10.2017

332, HQ File 'RLA File [Lic.No/Date:0810139268]|Defer Date:

| ous2rosoror 185/AMITY .08/24/040/00357/AM17/113.12.2016 110.01.2018
] 'lﬁcisi_on : Deferred.

[ Case No.i16/20/82- _ [Party Name: o ATH (Moot NoDate:5/82- _ [StatusiDeferred

| aLc4r2016 CHEM-TECHLTD,  ![ALC4/2017 -

! Il B 25102017 o

1353 fQ File. 'RLA File ia No/Date:0810139269|Defer Date:
|:01/82/050/01193/AM17/ [08/24/040/0035/AM1T/ 13122016 110.01.2018
'_regsmn : Deferred. ) : . o

" Cons Nos1d520/82  [Parly NameNDIAN [Met NoDateis/82.  |Status:Deferred

| |ALC4R016 IMMUNOLOGICALS |ALC4/2017

A LTD., . i5.102017 o

1354 HQ File RLA File [TieNo/Date: 0910064483 Defer

| ['01/820050/01322/AM17/ |:09/24/040/00475/AM17/ ]14.12:2016 {Date:13.12.2017.

) Faclswn De_ferred

TCase No.118/20/82-

Sta-tl;s:_])eferr_edl

. Party-' Name:SUN [Meet No/Date: S8z |
|ALC4/2016 PHARMACEUTICAL |ALC4/2017 !
| ~ |INDUSTRIESLTD, _|25102017 [
PsSirq Fite [RLA File [Lio No/Date:0510400788Defer
| |:01/82/050/01195/AMI7/ :05/24/040/00429/AM17/1]14.12.2016 |Date:13.12.2017
[Decision : Deferred. _ __ - _
i Case No.:42/20/82- Party Name:SUN Meet No/Date:5/82- Status:Deferred
| |ALC472016 PHARMACEUTICAL ||ALC4/2017 :.
| {NDUSTRIESLTD.,  [25.10.2017 |
;356' HQ File TRLA File [ io No/Date:05 10400789 |Defer
| |01/82/050/01219/AM1 T/ 05/24/040/00445/AM17/[14.12.2016 Date:13.12.2017

I 'Dclsmn Deferred

Case No.:162/20/82-

Meet NofDate:é/SZ-

IStatus:Deferred.

I Party Name: ESTEEM |
| |ALCA4/2016 |INDUSTRIES PRIVATE!ALC4/2017
| ~ LIMITED _ "~ iks.102017 _
1P37aQ File [RLA File Cic No/Date: 1710006508 [Defer Date:
| !01]}3_2_.1050/01339IAM17/ 117124/040/00148/AM17/ 15.12.2016 10.01.2018
_ [Decision : Deferred. . _
!3 g [Case No.15/20/82- Parly Name:JUBILANT __[Meet No/Date:5/82-  Status:
P5®|aLcanots JGENERICSLTD [ALCA2017 [spproved:
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' [ 25102017 N
| [HQFile RLA File Lic.No/Date:0510400809 [Defor
[0V/82/050/01196/AM17/  |:05/23/040/00435/AM17/  [15.122006 .Date:
i Decision : The Committee decided to ratify norms based on SION A-412 or as applied by the i
| ifirm whichever is less under para 4.07 of HBP Vol.1.RA concerned may take necessary action as |
|__lper decision of NC. ]
: Cas;, No.:34}20/82- '|Party Name:STERLING [Meet No/Date:5/82- Status:Deferred}
1 |ALC4/2016 AUXILIARIES PVT ALC4/2017
e LTD 25102017 7
P HQ File RLA File Lic.No/Date:0310809914 |Defer Date:
| 101/82/050/01211/AM17/ |:03/95/040/00702/AM17/ |15.12.2016 10.01.2018
_”_Deqision : Deferred. )
1 |Case No.:43/20/82- '(Party Name:ESTEEM  |Meet No/Date:5/82- - Status:Deferréd:
ALC4/2016 INDUSTRIES PRIVATE JALC4/2017 '
LIMITED 25102017 |
3601HQ File " [RLA File Lic.No/Date: 1710006509 Defer Date:
:01/82/050/01220/AM17/'|:17/24/040/00149/AM17/ (16.12.2016 (10012018
‘27 - Jl]_)gcisio_q : Deferred. o j;
|Case No.:41/20/82- |Party Name:HONEST  Meet No/Date:5/82- '(Status:Deferred'
ALC4/2016 BIO-VET PVT. LTD ALC4/2017
L 25.10.2017 _ -
381 HQ File RLA File Lic.No/Date:0810139328 [Defer
:01/82/050/01218/AM}7{‘ :08/24/040/00383/AM17/ 119.12.2016 Date:13._12.20}7.
| _:IDecision : Deferred. ]
|Case No.:44/20/82- [Party Name:HONEST ~ [Meet No/Date:5/82- Status:Deferred'
'(ALC4/2016 BIO-VET PVT.LTD ALC4/2017 .
Lo 25.10.2017 _ ]
3621HQ File [RLA File Lic.No/Date:0810139327|Defer
1 :01/82/050/01221/AM17/|:08/24/040/00382/AM17/ |19.12.2016 _,|Date:13.12.2017!
v_i]De(_:ision : Deferred. )
Case No.:53/20/82- (Party Name: TORIN Meet No/Date:5/82- Status:Deferred!
JALC4/2016 ORGANICS PVTLTD |(ALC4/2017 '
[ " 25.10.2017 _
>3 [HQ File RLA File Lic.No/Date:3510045081 [Defer .
i :01/82/0_50/01?30/AM17/’ :35/24/040/00011/AM17/ [21.12.2016 Date:13. 12.2017
“;rl_l)gcision : Deferred.
Case No.:14/20/82- -Party Name:CADILA [Meet No/Date:5/82- Status:
ALC4/2016 HEALTHCARE LTD ALC4/2017 Approved
164 25.10.2017
_ |HQFile ~ [RLAFile [Lic:No/Date:0810139354 [Defer
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f182/050/01 I9/AML/

sz/24/o40/003 86/AM17/_

221221 2016

|Dte !

iIPDecision : The Comrmttee
.Pharmaceutlcals 0O.MNo. 35
"these minutes or as applied

decided to ratify norms base
011/404/20 12-PI(N0rms) dated
by the firm whichever is less

d on the recommtendatlon of D/o
25.04.2013, uploaded at the end of
under para 4.07 of HBP Vol.1.RA

{ Eoncemcd may take necessary actlon as per decision of NC.. __

[~ [Case No.:54/20/82-  ([Party o CADILA  |[Meet No/Date:5/82- [Status:Deferred,

i ;ALC4I2016 {HEALTHCARELTD  {ALC4/2017 |

| ) 125.10.2017 |

.365 HQ Filo “[RLA File [CioNo/Date-0810139351 [Defer

| l:01/82/050/01231/AM17/, 08/24/040/00320/AM17/ [22.12.2016  iDate:13.12.2017
_ [Decision : Deferred. . } .

|Case No.:51/20/82- Party Name:V.D H | [Meet No/Date: 5/82- i Status Deferred|

| laLcano016 lORGANICS PVT. LTD |ALC4/2017 '

"; ] ] L 125 102017 __ _ e L

P66 HQ File [RLA File [Lic No/Date: 0510400921\ Defer Date: |

| :01/82/050/01228/AM17/ .05/24/040/00462/AM17/1123.12.2016 _ 10.01.2018

I ) _

I

\ECISIOII Deferred

oo Mo ASI20/82

'Party_ Name:-S.-M-. o

ir_—l Mect No/Date: 5782~ |[Status:Deferred|

| |ALC4/2016 HERBALS PVT.LTD. ||ALC4/2017 l !

\ L _ '25 10.2017 _ L

P67 1aq File IRLA File e Tio/Date:0510400935 [ Defer Date:

Yol 1/82/050/01222/AM17/' 05!24/040/00470/AM17/| 26.12.2016 110.01.2018

) ‘ECISIOH : !)_efe:jr_ed _ » _J

[ [Case Nosl1720/82-  [Party < SAPTAGIR |Mest No/Date:5/82 “[Statas: be}erreda

| |ALC4/2016 \CAMPHOR LIMITED  ||ALC4/2017 1

i L C_ _jjesa02017 L

P68iq File [RLA File Lo No/Date:0910064520] Defer Date:

| i_0_1/_82/050/01294/AM17/ :09/24/040/005 1 /AM17/}}26.12.2016 110.01.2018

‘14 __’Eg_lsmn : Deferred. L L _ o

:—— Ea;e Ntu.:SGIZt]ISZ- Party ﬂan;e i31_0 TE Hﬁ 'l-Meet ﬁofliat;a:éIS—Zl- I St;tu_s:l)ef;rrt;d

| lALC4/2016 OPHTHALMICS PVT |ALC4/2017 '

. o ] _L'gD 125102017 .

P99THQ File [RLA File o No/Date:0810139382 [Defer

1:01/82/050/01233/AM17/ 08/24/040/00401/AM17/ [27.12.2016 Date:13.12.2017

) _'||I_Tecision : Deferred. _ o L '

-‘—_—'I'Case No.: 73!20!82— Party Name:S M ’ I\;Ieet No!Date:_Sfé—Z- T Stattxs Deferred

1 laLcanoié CHEMICAL VAPI |ALC4/2017 ,

ol . i |PRIVATE LIMITED _ [[25.10.2017 _ L

| [HQFile RLA File [Lic.No/Date:03 10810140} Defer Date:

~ 1L01/82/050/01250/AM17/11:0 .03/95/040/00714/AM17/128.12.2016 __ 110.01.2018
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’ i]_);acis—il-m :7 Dei‘érred: ]

[Case No.:2/20/82-

Party Name:SHREE 'Meet No/Date:5/82- .[Status:Deferred!
| |ALC4/2016 BANKEY BEHARI LAL |ALC4/2017 ‘}
| ) - _._|AROMATICS i ,25.10. 2007 5 e
P7IHQ File [RLCA File "~ [Lic.No/Date:0510400977 Defer Date: |
| :01/82/050/01179/AM17/ |:05/24/040/00471/AM17/128.12.2016 {10.01.2018
‘ 3|Decision : Deferred. o

-, vCase No.:;17/20182-7 } Party Name:BALAIJI Meet No/Date:5/82- f Status Deferred'
: ' ALC4/2016 AMINES LIMITED ALC4/2017 !
‘ 1 ] L ) 25.10.2017 ! L ___}
P721HQ File 'RLA File Lic.No/Date:31 10066522 Defer Date: |
| 1:01/82/050/01224/AM17/ :31/83/040/00087/AM17/ [29.12.2016 | 10012018 |
’Declsmn : Deferred. o
Case No.:48/20/82- (Party Name:BALAJI Meet NofDate 5/82- ||Status:Deferred’
! ALC4/2016 AMINES LIMITED ALC4/2017 ! i
1 o ) . 25, 10.2017 o
P HQFile RLA File Lic No/Date:3110066521 |Defer Date: |
01/82/050/01225/AM17/ 31/83/040/00089/AM17/: 29.12.2016 /110.01.2018
lDeclsmn : Deferred. o
| {CoseNo.2/20/82- [Party Name:PERFECT |Meot No/Date:5/82- [Status:Deferred
| |ALC4/2016 VITAMINS PVT.LTD. |ALC4/2017 '
: ) L o 25.10.2017 o oy
1*741HQ File [RLA File [Lic:No/Date:03 10810201 [Defer Date:
1:01/82/050/01249/AM17/ |:03/95/040/00732/AMI17/ [29.12.2016 110012018
_J\ll)_e_cgsnon : Deferred. ) o
I {|Case No.:71/20/82- Party 'Meet No/Date:5/82- ; Status Deferred
IlALC4/2016 Name:SUNSHIELD ~ |ALC4/2017 : ;
f ~___|CHEMICALS LTD. :25 10.2017 ' o
prsg [HQ File RLA File Lic.No/Date:0310810196|Defer Dater
01/82/050/01248/AM17/ :03/95/040/00772/AM17/ 129.12.2016 I 10.01.2018
) IDeclsmn : Deferred.
|Case No.:70/20/82- Party Name:VINDAS  '|Meet No/Date:5/82- i|Status: Deferred,
'ALC4/2016 CHEMICAL ALC4/2017

INDUSTRIES PVT. 25.10.2017

76l LTD, o )
|HQ File [RLA File Lic.No/Date:0310810216 Defer Date:
l£01/82/050/01247/AM17/ :03/95/040/00738/AM17/ [30.12.2016 10.01.2018
_J|Decision : Deferred. )

B77|Case No.:111/20/82- _([Party Name:SHREEGEN [ Mect No/Date:5/82- “[status:
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ALCA/2016 PHARMA LTD TALC4/2017 Approved
) 7 ) 25_.10.201'_? b L
HQ File RLA File ' Lic.No!Date:0910064544} Defer
:_01/82/050!01288/P£M1?/ ] :0_9/24/040/0(_)5_?4IAM17/ 02012017 Date:
i\Dﬁecision . The Committee decided to ratify norms based on the recommendation of D/o
lPharmaceuticals 0.M.No. 35011/242/2016-PI(Norms) dated 11.09.2017, uploaded at the end of:
these minutes or as applied by the firm whichever is less under para 407 of HBP Vol.1L.RA,
G concerned may take necessary action as per_decision of NC. ) '
| |Case No.:'i’SIZOISZ-i ‘[Party T [Meet No;Date:SI_SZ- ) |S;atu;:DeEerred'l
| |ALC4/2016 ame:METROPOLITAN{ ALC4/2017 '
|EXIMCHEM PRIVATE [{25.10.2017 '
1 . | | .
13781, o o e e =
HQ File | RLA File |Lic.No/Date:03 10810256|{Defer Date:
, :01!82{0_50/(}1_252/_AM17/ :03!95/040](_)_0_706_IAM17!'~ 03.01.2017 110.01.2018
:@ecision : Deferred. o o o
,—-; Case No.:74/20/82- Party Name:NEW 'IMeet No/Date:5/82- \ Stat;ls:Deferred:
1 HALC4/2016 ALLIANCE DYE- 'lALC4/2017 ! 1
L  lomempvrim, _jpsto207 L ..
BOQ File TRLA File o No/Date:0310810275/[Defer Date:
' :01/8_2/05_0/(_)125_1/@M17/’, :0_3/95/04(1/097_’2_:7_/&1_\/1_1_’7[} 03012017 10.01.2018 |
i _I@Ci;xiqn:]_)gfgrre_d. L o L
I '|Case No.:64/20/82- '|Party Name:BALAIJL IMeet No/Date:5/82- :Status:Deferred'l
| |ALC4/2016 JAMINES LIMITED iALC4!2017 | .
| o J25.102017 ‘ B i
P80 HQ File RLA File ILic No/Dale:31 10066333 [Defer Date
;:0}/82_/950101_2{1{1&_1\_417! ' :31!83'_/04(_)_!0()0_8&[1}M17/ 04.01.2017 110.01.2018 .
I_ J]ﬁgcisiqn:Deferre_ed. ) o ) i
(" Case Nos652082- Party Name:DEEPAK Vet No/Date:5/82- [Status:Deferred
| |ALC4/2016 'INOVOCHEM ALC4/2017 ! '
-  |receNoLoGmSLID fpsi0207 1 . ...
P8 HQ File RLA File L io No/Date:3110066537. [Defer Date:
Vo 1:01/82/050/01242/AM1 7/t :31!83/04(_)/_00_1_1_4{@_Ml7/§94.01_.201] . 10.01.2018
| |Decision : Deferred. . .
i- S Neiuoe [Party NameJUBILANT Moet No/Date:5/82- [Status:Deferred
. 1ALC4/2016 |LIFE SCIENCES [ALC4/2017 ‘
o o CJLIMITED _ _ 125.10.2017 b
3 82: HQ File RLA File [Cic.No/Date:0510401078: Defer Date:
| :01/82/050/01217/AM17/! .05/23/040/00405/AM17/{04.01.2017 10.01.2018
1 |chis_iqn:l)ej‘erred. o o L J
(383 [Case No57/20/82-___[Party Name:JUBILANT Moot No/Date:5/82- __|Status:Deferred:
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ALC4/2016

LIFE SCIENCES

ALC4/2017
LIMITED 25.10.2017 o
HQ File JRLA File Lic.No/Date:0510401077.[Defer Date:
:01/82/050/01234/AM17/':05/23/040/00380/AM17/ 04.01.2017 10012018
[Decision : Deferred. o
| |CaseNo.:3220/82-  [Party Name:FRESENIUS [Meet NolDate:5/82-  StatusDafer o
i JALC4/2016 KABI ONCOLOGY ALC4/2017
I LIMITED 25.10.2017 o
' 384 HQ File RLA File Lic.No/Date:0510401159 |Defer
:01/82/050/01209/AM17/ |:05/23/040/00474/AM17/ [05.01.2017 Date:13.12.2017.

[Decision : The Committee noted that information has been called for from the firm in NC |
;jmeeting No.02/82 dated 13.09.2017 is awaited. The Committee accordingly decided await the
reply and deferred the case.

éase; No.:l70/20!8i— Pz—irty Name:RONAK Meet No/Date:_5/82- TSt‘atus:Deferred'
ALC4/2016 CHEMICALS ALC4/2017
25.10.2017 o
1% HQ File RLA File Lic.No/Date:3410042830 [Defer
|:01/82/050/01347/AM17/ |:34/24/040/00277/AM17/ [10.01.2017 [Date:13.12.2017|
) ’IDec_:_ision : Deferred.
[Case No.:94/20/82-  '[Party Name:YASHO  [Meet No/Date:5/82-  |StatusiDeferred
|ALC4r2016 INDUSTRIES ALC4/2017
_ [PVT.LTD. 25102007 |
[**6 g Fite RLA File [LicNo/Date:0310810430/[Defer Date:
:01/82/050/01271/AM17/1:03/95/040/00804/AM17/{10.01.2017 110.01.2018
. _'LDe(_:i_sion : Deferred.
[Case No.:95/20/82- _ [Party Meet No/Date:5/82- [Status:Deforred
|ALC4/2016 Name:MANGALAM  |ALC4/2017 |
| DRUGS & ORGANICS [25.10.2017
lag7 ~ |LniTED _ o o
1 {HQFile RLA File _ Lic.No/Date:031081 0458' Defer
| 1:01/82/050/01272/AM17/.:03/95/040/00566/AM17/ 11.01.2017 |Date:13.12.2017

~__!|Decision : Deferred.

[Case No.:155/20/82- Party Name:SCOTT EDIL _[Mect No/Dato:5/82- _[Status:
ALC4/2016 ADVANCE RESEARCH  |ALC4/2017 Approved
; LAB AND EDU LTD 25.10.2017 o

‘ HQ File RLA File Lic.No/Date:2210015631.|Defer

i388: :01/82/050/01332/AM17/  |:22/24/040/00090/AM17/  [12.01.2017 Date:

| iDecision : The Committee decided to ratify norms based on the recommendation of Dfo
|Pharmaceuticals O.M.No. 3501 1/295/2015-PI(Norms) dated 22.06.2016, uploaded at the end of
these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.I.RA
concerned may take necessary action as per decision of NC.
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{[Case No.:83120182- |Party Name:YASHO ‘Meet No/Date:5/82- | Status:Deferred,
JALC4/2016 INDUSTRIES |ALC4/201 7 'I

:  ppvrim. ps102017 |

PiEg Fie RLA File Lic No/Date:03 10810482 [Defer Date:

' ; 01!82/050/01260/AM17/ 03/95/040/00805/AM17/ 12.01.2017 | 10.01.2018

i - - }
|

'E)eclsmn : Deferred.

[Case No.8220/82-  [Party NenoBALATL  |Mest No/Date:5/82-  Status:Deferred

|ALC472016 JAMINES LIMITED ~{ALCA4/2017

' U sae27 L

P2%aQ File [RLA File Lic No/Date:311006655 1{[Defer Date:
RSOOIZSIAMIT 3B OROEAMIT 13012017 loOL20IE
[Decisionzy_ . =

' %Case No.: 81!20!82— ' artyName CLEAN 1MeetN0lDate 5/82- iStatus:Deﬁ;rredi
1 llaLc4/2016 ISCIENCE AND |ALC4/2017 i
| ITECHNOLOGY 25102017
hotl .. . PVT.LTD, . B B
| |HQFile 1RLA File ||L1c.N0/Date:3110066548'| Defer Date:
| ol/s2/050/01258/AM17/|31/83/040/00128/AM17/ 13012017 10012018
| Ipecision:v L R
oies No156/20/82-  |Party Name: ESTEEM _|[Meet No/Dawes/82. |Status:Deferred
| |aLcanots |INDUSTRIES PRIVATE|ALC42017 |
|  fummep 510207
392% HQ Flle [RLA File [Lic.No/Date: 171000653 8‘ Defer Date:
:01/82/050/01333/AM17/1: 1?!24/040/00176{AM17!‘13.9_1:2(_)17 - 0.012018
L ﬁ’iﬂs_wy_ : Deferred. L L
Tl No e [pany NameALKYL _ [Meet Nc—m;Date-:-SlSZ——_ l-E';t-z-tt;xs:"])-(;ft;rl_'ed!
| |aLCar016 |AMINES CHEMICALS ALC4/2017 '
N ~ LtD_| o les102017 o
393IHQ File IRLA File [Cie:No/Date:03 10810545 [Defer Date:
['01/82/050/01 181/AM17/1{03/04/040/00920/AMIT/ 16012017 |10012018
| Decision : Deferred- - B B
[ [Case Nos66/20/82 [Party Name:VIRDEV __|[Meet No/Date:5/82- Status:Deferred
| |ALC412016 ;INTERMEDIATES PVTlALC4I2017 ‘ |
A N ¥ AU> I D
1394HQ Fite [RCA File T No/Date:5210042138|Defer Date: |
| :01/82/050/01243/AMI W :52124/040/0006/AMIT/ 16012017 1110012018
| _ [Decision : Deferred. . . .
[ [Gase No104120/82- _[Party NameARJUN iMeetﬁo/Date;é/sz- ~ [Status:Deferred
1395/ ALC412016 |CHEMICALS PVT LTD |ALC412017
| - 125.102017
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HQFile

[RLA File

LlC No/Date 04 1 0 1 627ZSi Defer Date:

: 0_1{?2/050!01281/AM17/ 04/24/040/00170/AM17/ 18.01.2017 _.10.01.2018 )
! _I|Dee|s:on : Deferred. N o
! ! Case No. 85/20/82- Party Name:MELOG =~ Meet No/Date:5/82- | Status:Deferredl
| lALcano16 (SPECIALITY  * }|ALC422017 | |
; ICHEMICALS PVT.  '[25.10.2017 - z
3961 _ _ _ JLTD. I
| [HQ File [RLA File Lic No/Date: 03108 10610; Defer Date: ;
5 [:01/82/050/01262/AM17/- :03/95/040/00827/AM17/'|18.01.2017 ) (10.01.2018
_fll)eglsmn : Deferred. o
i Case No.:86/20/82- |Party Name:RUSAN iiMeet No/Date:5/82- i Status Deferred
, ALC4/2016 PHARMA LTD. ALC4/2017 : !
I ) _{25.10.2017 o
1397Hq File [RLA File [Tic No/Date:03 10810600/ Defer
| _h(_)__1/82f050/01263/AM17/ ' 03/95/049/0(_)8_23/AM1?/. 18.01.2017 ] Date:13.12.2017 J
{___!Decision : Deferred. ]
| Case No.:76/20/82- |Party (Meet No/Date:5/82- | Statns:Deferred|
4 ALC4/2016 i(Name: WANKSONS 1ALC4/2017 | !
_/[CHEMICAL 25.10.2017 '
|INDUSTRIES | ! ‘
3% vt I
i ' HQ File IRLA File |Lic.No/Date:03 10810695 [Defer
I 01/82/050/01253/AM17/ :03/95/040/00807/AM17/ [23.01.2017 |Date:13.12.2017,
:’Declslon : Deferred. ) )
(Case No.:97/20/82- '(Party : Meet No/Date 5!82- | Siatus:Deferred!
1 |ALC4/2016 [Name:RESONANCE ~ [ALC4/2017 : ‘
; ; o HSPECIALTIES LTD 125.10.2017 R
[*°[HQ File /RLA File [Lic.No/Date:0310810742 [Defer |
01/82/_059/_0l_g?{/_AMU{; :03/95/040/00781/AM17/ 24 01.2017 _iiDate:13.12. 2017‘
. _ill&cisip_n_: Deferred. B B
. 7 7Case No.:991’20/éz- [Party Name:S M Meet No/Date:5/82- —! Statusf DeferredE
| lJALC4/2016 ''CHEMICAL VAPI ALC4/2017 '
| IPRIVATE LIMITED 25.10.2017 I B
1*°%HQ File [RLA File Lic.No/Date:03 10810745 [Defer Date:
| :01/82/050/01276/AM17/, :03/95/040/00832/AM17/ |24.01.2017 10.01.2018
lDeclsmn : Deferred. i
| f'Case No.:80/20/82- Party Name:MELOG [Meet No/Date:5/82- (Status:Deferred'
E 4011 ALC4/2016 SPECIALITY ALC4/2017
[ CHEMICALS PVT. 25.10.2017
LTD.
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| THQFie [RLA Fle \Llc = Date.0310810794| Defer Date:
| Fou/s2i0s0/01257/AMIT 03/95/040/00TTS/AMIT/ 2T 012017 __ (10.012018
i _FCISIOB Deferred e B B
[ [Case No:105720/82- |Party e VIRRA [Meot No/Dater5/82- _|[Status: Deferred
| laLcan016 /INNOPHARM PVT LTD||ALC4/2017 -

| | 1125.10.2017 _ }_ .
1*92{13Q File IRLA File [Lio No/Date:041016275 §|Defer

| lous2/oso/0128/AMIT [04/24/040/00186/AM17/[31.01:2017 liDate:13,12.2017:
| [Decision : Deferred. .

[ Case No:77720/82- |Parly Name:PRASOL “[Meet No/Date:5/82- [status: Defe-r"redi
| |ALC4n016 \CHEMICALS LIMITED |ALC4/2017 |

| | 125.10.2017 | ;
| N I 02017 _ e
1493aQ File RLA File !Llc No/Date:0310810865(Defer Date: |
| 01/82/050/01254/AML17/ | 103/95/040/00838/AM17/01.022017 110012018 _

}Dscelgn_ : Deferred. |

is ';Ease No.: 161/20!82— ' Party Name: ARVEE Meet No/Date: 5/82- il Status Deferred|
| ALC4/2016 l 'LABORATORIES ALC4/2017 ! :
(- |INDIA PRIVATE 25.10.2017 ! 31
oal . |LIMITED _ I R R .
- HQ File '|RLA File [Cic No/Date: 08101396671 Defer ;
i { _()_1!§2_/(_)_5_01013§_${5Ml?/ | 08/24/040/00315!AM16/ 107.02.2017 _ |{Date:13.12 2017,
| IDecision : Deferred. . ]
T fCase No.:3/20/82- Party NameINCHEM _|[Meet No/Date: 5/52-  |Status: I;e-ferred‘
II '. ALC4/2016 } LABORATORIES E ALC4/2017 '

e ¢ [PRIVATELIMITED 25102017 __ __ lo.. o
405{ [HQ File [RLA File [Lic No/Date:0910064656, Dofer i
\ 11:01/82/050/01180/AM17/; gg/_Z{[O40f00497/AM17/!0’{_92 2017 jDateil3.122017)
| [Decision:Deferred. o e e ?
[ fcaseNos =078 [Party Namc:ONEIRO TMest No/Date:5/82- iStatus |
| i|ALC4/2016 lCI-IEMICALS PVTLTD :lALC4/2017 :Approvedwl
I S N, -1 )Y B e
i |HQFile RLA File [Lic.No/Date: 3410042952 Defer
1a06(:01/82/050/01 182/AMI1Y/ |:34r24/040000265/AML7/_ {17.022017 . |Date:  _
! }Declsmn The Committee declded to ratify norms based on the recommendatlon of D/o
' iPharmaceutlcals O.M.No. 35011/282/2015-PI(Norms) dated Oct. 2015, uploaded at the end of
1 these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.L.RA,
| lconcerned may take necessary action as per ¢ decision of NC. _

1407, ALC4/2016

| Fa&e No.:177120/82-

Party Name: PAYAL T [Meet No/Date: 582 ':._Statu“s:D
NPOLYPLAST PRIVATE ! IIALC4/2017 L
lLMireD __ [s.102017 o

eferred‘%i
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| [HQFile | RLA File [Lic.No/Date:0510401740) bzfér_D;tE:wmmf
| [01/82/050/01354/AM17/ |:05/24/040/00478/AM17/21.02.2017 _ [10012018 !
| IDecision : Deferred. _

Meet No/Date:5/82- |Status: |

1 |Case No.:176/20/82- |Party Name:ACEBRIGHT ; !
1 |ALC4/2016 ((INDIA) PHARMA PVT } ALC4/2017 |Approved!
R i L T o A N

IIHQ File (RLA File Lic.No/Date:0710111203{|Defer :
408! _f)_l_{SZ/Qg()_/’m}SB/AWI\@I’I/ . ;Q7l_2_f1{040f00367_/AM_1 7 |28.02.2017 = |Date: o

Decision : The Committee decided to ratify norms based on the recommendation of Dfo:‘
'(Pharmaceuticals O.M.No. 3501 1/97/2016-PI(Norms) dated July 2016, uploaded at the end of
i |these minutes or as applied by the firm whichever is less under para 4.07 of HBP Vol.l.RA‘!
|__ [lconcerned may take necessary action as per decision of NC. ] ) E

Case No.:175/20/82- |Party Meet No/Date:5/82- Status:Deferred;

'|ALC4/2016 'Name:ARTHANTANAM HALC4/2017 : !
- |LIFECARE PVT.LTD. 1[25.10.2017 :
Lok N . el . T
| 409| HQ File |RLA File |Lic.No/Date:5210042188| Defer f
; ; :01/82/050/01352/AM17/, :52/24/040/00081/AM17/ (28.02.2017 .. '1Date:13.12.2017:
| [Decision : Deferred. - e ]
f :Case No.:1/2/82- '|Party Name:AUROBINDO '|Meet No/Date:5/82- [Status: |
1 ALC4/2017 PHARMA LIMITED (ALC4/2017 Approved;
R pspo2017 |
1470 ]HQ File RLA File [LicNo/Date:0910064901 [Defer
: ?:0_1]82/05_Q/00001/AMI${ :09/24/040/00655/AM17/ 1.042017 Date:
E |Decision : The Committee decided to ratify norms based on SION A-3647 or as applied by the
! firm whichever is less under para 4.07 of HBP Vol.1.RA concerned may take necessary action as’
J.....lper decision of NC. e
[ fCase  No.ssiamzjpaty  NameHETERO Moot “No/Date:5/82- [Status: Closed

{|ALC4/2014 DRUGS LIMITED, ALC4/2017 . :
, _ i o o 25.10.2017 N __:
1411 HQ File RLA File [Lic.No/Date:0910060864 ' Defer Date .
| [O/82/050/01058/AM1S/  [:09/24/040/00269/AM1S/ 20082014 [T e

| Decision : The committee noted that this case was approved in earlier Meeting No.03182!
dt.17.05.2017. The committee decided to close the case and withdraw the case from agenda.

Manual Agenda of NC Meeting No. 05/82/2017
Scheduled to be held on 25.10.2017

Case No. B- 01 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00187/AM 16
Date 25.10.2017 RLA No.08/24/040/00009/AM 13

Adv.Auth. No. 0910052284 dated. 24.04.2012

Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
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Case No. B- 02
M.No.05/AM-18
Date 25.10.2017

M/s. Satya Deeptha Pharmaceuticals Ltd
File No. 01/82/050/00167/AM 14
RLA No.09/24/040/00563/AM 13

Adv.Auth. No. 0910055393 dated. 15.03.2013

Committee decided to defer this case for want of _comments from DoP.

Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B-03 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00100/AM 16
Date 25.10.2017 RLA No.09/24/040/00711/AM 15

Adv.Auth. No. 0910061793 dated. 30.03.2015
Decision: The Committee considered this case for revision of norms as per agenda. The

| Committee decided to defer this case for want of comments from DoP.

Case No. B- 04 M/s. Satya Deeptha Pharmaceuticals 1.td
M.No.05/AM-18 File No. 01/82/050/01450/AM 12
Date 25.10.2017 RLA No.09/24/040/00513/AM 12

Adv.Auth. No. 0910051113 dated. 03.02.2012
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B-05 M/s. Satya Deeptha Pharmaceuticals Lid
M.No.05/AM-18 File No. 01/82/050/00970/AM 15
Date 25.10.2017- RLA No.09/24/040/00665/AM 14

Adv.Auth. No. 0910059648 dated. 27.03.2014
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B-06 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00931/AM 18
Date 25.10.2017 RLA No.09/24/040/00035/AM 16

Adv.Auth. No. 0910061944 dated. 29.04.2015
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B- 07 M/s. Satya Deeptha Pharmaceuticais Ltd
M.No.05/AM-18 File No. 01/82/050/01212/AM 14
Date 25.10.2017 RLA No.09/24/040/00408/AM 14

Adv Auth. No. 0910058278 dated. 21.11 2013
Decision: The Committee considered this case for revision of norms as per agenda. The

Case No. B-08
M.No.05/AM-18
Date 25.10.2017

[ M/s. Satya Deeptha Pharmaceuticals Ltd
File No. 01/82/050/00673/AM 14
RLA No.09/24/040/00102/AM 14

Adv.Auth. No. 0910056373 dated. 18.06.2013
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Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.

Case No. B-09
M.No.05/AM-18
Date 25.10,2017

M/s. Satya Deeptha Pharmaceuticals Ltd

File No. 01/82/050/01243/AM 16

RLA No.09/24/040/00193/AM 16

Adv.Auth. No. 0910062273 dated. 01.07.2015

. Decision;

The Committee considered this case for revision of norms as per agenda. The Committee
decided to defer this case for want of comments from DoP.

Case No. B- 10
M.No.05/AM-18
Date 25.10.2017

M/s. Satya Deeptha Pharmaceuticals Ltd

File No. 01/82/050/01166/AM 17

RLA No.09/24/040/00375/AM 17

Adv.Auth. No. 0910064235 dated. 06.10.2016

Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B- 11 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/01327/AM 15
Date 25.10.2017 RLA No.09/24/040/00414/AM 15

Adv.Auth. No. 0910061153 dated. 29.10.2014
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B- 12 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00245/AM 17
Date 25.10.2017 RLA No.09/24/040/00626/AM 16

Adv.Auth. No. 0910063149 dated. 22.01.2016
Decision: The Committee considered this case for revision of norms as per agenda. The

Committee decided to defer this case for want of comments from DoP.

Case No. B- 13
M.No.05/AM-18
Date 25.10.2017

M/s, Satya Deeptha Pharmaceuticals Ltd

File No. 01/82/050/01044/AM 15

RLA No.09/24/040/00212/AM 15

Adv.Auth. No. 0910060758 dated. 30.07.2014

Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.

Case No. B- 14
M.No.05/AM-18
Date 25.10.2017

M/s. Satya Deeptha Pharmaceuticals Ltd

File No. 01/82/050/00353/AM 16

RLA No.09/24/040/00615/AM 15

Adv.Auth. No. 0910061584 dated. 04.02.2015

Decision: The Committee considered this case for revision of norms as per agenda.

Committee decided to defer this case for want of comments from DoP.

The
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Case No. B- 15
M.No.05/AM-18

M/s. Satya Deeptha Pharmaceuticals Ltd
File No. 01/82/050/01237/AM 13

Date 25.10.2017 RLA No.09/24/040/00394/AM 13
Adv.Auth. No. 0910054339 dated. 19.11.2012
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B- 16 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/01238/AM 16
Date 25.10.2017 RLA No.09/24/040/00397/AM 16
: Adv.Auth. No. 0910062672 dated. 05.10.2015
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B-17 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00101/AM 15
Date 25.10.2017 RLA No.09/24/040/00482/AM 14
Adv.Auth. No. 0910058730 dated. 26.12.2013
Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.
Case No. B- 18 M/s. Satya Deeptha Pharmaceuticals Ltd
M.No.05/AM-18 File No. 01/82/050/00289/AM 15
Date 25.10.2017 RLA No.09/24/040/00297/AM 14
Adv.Auth. No. 0910057666 dated. 24.09.2013
Decision: The Committee considered this case for revision of norms as per agenda. The

Committee decided to defer this case for want of comments from DoP.

Case No. B- 19
M.No.05/AM-18
Date 25.10.2017

M/s. Shasun Pharmaceuticals Ltd

File No. 01/82/050/00384/AM 14

RLA No.04/24/040/00063/AM 14

Adv.Auth. No. 0410147551 dated. 27.06.2013

Decision; The Committee

considered this case for fixation of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.

Case No. B- 20
M.No.D5/AM-18
Date 25.10.2017

M/s. Shasun Pharmaceuticals Ltd

File No. 01/82/050/00387/AM 14

RLA No.04/24/040/00065/AM 14

Adv.Auth. No. 0410147559 dated. 27.06.2013

Decision: The Committee

considered this case

for fixation of norms as per agenda. The
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| Committee decided to defer this case for want of comments from DoP.

Case No. B- 21
M.No.05/AM-18
Date 25.10.2017

M/s. Shasun Pharmaceuticals Ltd

File No. 01/82/050/01124/AM 14

RLA No.04/24/040/00183/AM 14

Adv.Auth. No. 0410152258 dated. 27.11.2013

Decision: The Committee considered this case for fixation of norms as per agenda. The
Committee decided to defer this case for want of comments from DoP.

Case No. B- 22
M.No.05/AM-18
Date 25.10.2017

M/s. Biological E Ltd

File No. 01/82/050/01473/AM 13

RLA No.09/24/040/00535/AM 13

Adv.Auth. No. 0910055011 dated. 11.02.2013

File No. 01/82/050/01475/AM 13
RLA No.09/24/040/00534/AM 13
Adv.Auth. No. 0910055012 dated. 11.02.2013

File No. 01/82/050/00665/AM 14
RLA No.09/24/040/00118/AM 14
Adv.Auth. No. 0910056424 dated. 21.06.2013

File No. 01/82/050/00097/AM 15
RLA No.09/24/040/00549/AM 14
Adv.Auth. No. 0910059124 dated. 30.01.2014

Decision: The Committee considered this case for revision of norms as per agenda. The
Committee decided to defer this case for want of comments.

32 ok ko ok ok ke ke sk ok
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F. No0.35011/252/2014-PI (Norms)
Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals
' Udyog Bhawan,
New Delhi, the  October, 2014

- Office Memorandum
Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.])

2009-14 Case of M/s Mylan Labs-Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/ 128/AM-
15/DES-3/174 dated the 08/05/14 vide which application from M/s. Mylan Labs
Ltd was sent to this Department for fixation of norms under para: 4.7 for the export
of Sertraline Hel. This department has examined the matter and the following
norms are fulmshed under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

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

1. Tétralone | 3.27

2 Methancl)l 4.44

3. [Sodium borohydride 0.331

4. D (-) Mandelilc acid 0.392

5. |n-Heptane 0.56

This issues with the approval of Director (Cost).

. (Barnali Khastgir)
Under Secretary to the Government of India

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDO),

Udyog Bhawan, New Delhi



ST .
) F. No.35011/21/2017-PI (Norins)
® Government of India .
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Janpath Bhawan, New Delhi,
Dated: September 25, 2017 .

Office Memorandum

. Subject: - -Fix_éition of' norms under para 4.7 of I—I_éry Book of Procedures (Vol.) 2015-20 Case of fifs—

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/957/AM-17/DES-3/641 dated
the 15/12/2016 vide which application from M/s. Morepen Labs Ltd. was sent to this Department for
fixation of norms-under para: 4.7 for the export of Sitagliptin Phosphate (APIs / Bulk Drugs), This -
department has examined the matter and the following norms are furnished under-para 4.7-of Hand
Book of Procedures (Vol.l) 2015-20:- — _ o PR

S. No. Import ltem Norms Recommended for
2 e e kg Export
1 | 2.4,5 Triflucrophenylacetic Acid . 1.167kg
2 Meldrum Acid . 0.77kg .
3 3W,7,Mh dro-{1,2,4] otk
TriaZglo [4,3-A) Pyrazi Hydrochloride _

2) This issues with the éppvrovai of corﬁpeteht authoriiy.__

: (Parveen Kumar)
Under Secretary to the Goverriment .of India
E-mail: parveen.19@gov.in

Ph:-23352298

Directorate General of Foreign Trade,
Department of Commerce,

(Shri S.K. Panigrahi), -~

Udyog Bhawan, New Delhi,

E-mail: sk.panigrahi@nic.in

Ph: 23061562, Extn.269

1z




) F. No.35011/340/2012-PI (Norms). |

e : ~ Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the " September, 2012.
Office Memorandum
Sub:  Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009- 14. Case of M/s
\ lkaloids C esion 14d e

+ The underSIgned_ is dlrected_ to refer to DGFT U.( ONO 01/82_/50/1432/AM 12/DES-3/ 1945 dated the

22/03/ 12 vide which an application from M/s Alkaloids Corporanon Ltd was sent to this I Depamnent for
fixation” 6f norms undef para: 4.7 for the export of Noscapine BP/Noscapine Hydrochloride BP. This
department has examined the matter and the following corhments are furnished under para 4 7 of Hand Book of

4

Procedures (Vol.I) 2009 14 - ‘ -
S. No. “ Import Item i Qty Recommended kt,/kg
~ 1iNoscapine Crude Content 95% . C 1. 085
2. This issues with the approval of Director (Cost).
“ (N.N.Ahuja)
Section Officer
PI-Norms

Directorate General of Foreign Trade,
Department of Commerce, b
(Mrs. Lalita Maini, FTDO), Udyog Bhawan, New Delhi.
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F. No.35011/287/2016-PI (Norms)

Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Office Memorandum

— ..Subject:_-_Fixation of norms_under_para 4.7 of Hand_Book_ of _Proc
Fresemus Kabr Oncology Ltd.

The undersrgned is. dlrected to refer to DGFT U O.No. 01/82/050/00425/AM-17/DES-3/358 dated the .

SR e

41

Room No. 302, 3 Floor,

Janpath Bhawan New Delhi,
Dated: September 26, 2017

17/08/2016 vide which application from M/s Fresenius Kabi Oncology Ltd.. was sent to this Department for
fixation of norms under para: 4.7-for the export of Irinotecan Hydrochloride Injection in 40 mg , 100 mg, 300
mg and 500 mg strengths. This department has examined the matter and the foIIowmg horms are furmshed
under para 4.7 of Hand Book of Procedures (Vol.l) 2009- 14 - '

Product to be Exported Raw matenals to be |mported
Description Qty. | S. Descriptron Quantity for 1000 vials
B NO R ' 40mg | 100 mg | 300 mg | 500 mg
Irinotecan . Hydrochloride | 1000 | 1. | Irinotecan Hydrochioride | 44 gm 110gm | 315gm | 525 gm
Injection. 2 (each mg | Vials Trihydrate .
contains 20 mg Irinotecan 2. | Glass Vials of Relevant, as per packing policy
Hydrochloride) .. appropriate size
S " ' 3. | Rubber Stopper 20 mm
2. : This issues with the approval of competent authority.

Directorate General of Foreign Trade,

Department of Commerce,

(Shri S.K. Panigrahi, Economic Officer, DES- [Il

Phone No: 23061562, (269),
Udyog Bhawan, New Delhi

Email: sk.panigrahi@nie:ih +

¢

(Parveen Kumar)

Under Secretary to the Government of India

2
?

Phone; 23352298
Email; parveen.18@agov.in.




F. No.35011/296/2016-PI (Norms)
Government of India
Ministry of Chemical & Fertilizers - .
Department of Pharmaceuticals

: 7~
NG
..

Room No. 302, 3" Floor,
Janpath Bhawan New Delhi,
Dated: September 26, 2017
Office'Memorandum ;

RS PATRL

_Subject_Elxatlon_of_norms_under para 4. 7_of Hand Book of Procedures_(Vol.[).2009-14_Case of M/s. Jubllant_
Genencs Ltd. : -

-

SNEILEREEREDY

The undersngned is dlrected to refer to DGFT U.O.No. 01/82/050/00420/AM-17/DES-3/367 dated the
17/08/2016 vide which application from M/s Jubilant Generics Ltd. was sent to this Department for fixation of
norms under para: 4.7 for the export-of Oxcarbazepine Tablets in 150 mg, 300 mg-&-660 mg. This
department has examined the matter and the following norms are fumished under, para 4.7 of Hand Book of
Procedures (Vol.l) 2009-14: - .

Product to be Exported Raw materials to be imported
Description Qty. S. Description Quantity for 1000 tab;'ets of )

. . | NO L 150 mg 300 mg 600 mg
Oxcarbazepine 1000 1. | Oxcarbazepine 153.00 gm 306.00 gm 672.00 gm
Tablets 150 mg, | tablets | 2. | Hypromellose (603) 2.25gm 4.50gm 9.00 gm
300 mg & 600 mg ' — ‘

‘ 3. | Hyproniellose (615) 1.125 gm 2.25gm | 4.50 gm
4. | Cellulose, Microcrystalfine | 15.30gm . | 30.60 gm . 61.20 gm

. . 5. | Crospovidone 23.62gm. 47.25gm _ | 94.50 gm
6. | Silica, Dental 0.90 gm 1.80 gm 3.60 gm
7. | Magnesium Stearale 1.80 gm 3.60 gm | 7.20 gm
8. | Opadry 03F510008.- 3.60 gin 7.20 gm 1 14.40 gm
8. | Film Trans PVC/PE/PVDC- | Relevant, may be cons.rdered as per packing
10. | Printed Aluminium Foi | Poliey |
2. This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of [ndia
Phone: 23352298

Email: parveen.19@gov.in

Directorate General of Foréign Trade,
Department of Commierce,

(Shri S.K. Panigrahi, Economic Officer, DES-III
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in




Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol ) 2009-14 Case of Mis

o
\ 1

Government of India

F. No.35011/286/2016-P| (Norms) @

1%

Ministry of Chemical & Fertilizers

Department of Pharmaceuticals

Office Memorandum

Fresemus Kabi India Pvt Ltd

Room No. 302, 3" Floor,
Janpath Bhawan New Delhi,
Dated: September 26, 2017

17/08/2016 vide which appiication from Mis Fresemus Kabi India Pvt. Ltd. was sent to this Department for
fixation of norms under para: 4.7 for the export of Sodium Chloride0.9% infusion solutions in 500 ml, 1000
ml, 100 ml and 250 mg packmgs _This“department has examined the matter and the followmg norms are
furnished under para.4.7 of Hand-Book of Procedures (Vol.l) 2009-14:-

——

The under5|gned is dlrected to refer to DGFT U 0O.No, 01/82/050/00382/AM 17!DES-3/368 dated the

Product to be Raw materials to be imported
Exported = - o , . : :
Description,| Qty. | S. .Description Quantity for 1000 bottles
= 4 '+~ | NO : 500mi | 1000 mI | 100 mi | 250 mi
Sodium - “1000 1. Sh[p :shape ‘break Off Infusion b!ue Required and may be considered as
Chloride bottles (Plastic component) per packing policy
0.9% : 2. | Ship shape hreak Off Injection s T
infusion 3. | Ship shape corpus infusion
solutions 4. | Ship shape corpus Injection with PP
in 500 ml, membrane 0.8
1000. ml, 5. " | SF9.195/135_Plastic film Non PVC
100 ml and for primary packing
250 my 8. | SF9 195/140 Plastic film non PVC
packings : for primary packing
‘ 7. .| OFR2 120/524 Plastic film Non PVC
' | for secondary packing
8. | OFR2 150/524 Plastic film nonh PVC
for secondary packing
9. | UFR2 150/524 Plastic fi lm non PVC
for secondary packing = '+ -
10. [ SF9 195/95 Plastic film non PVC for
Primary packing
111, | SFQ 195/100 Plastic film non PVC
1| for Primary packing’
12. | Hot stamping foil....
13. | (Stamping foil) thermal transfer print’
ribbon barcodeblack
|| 14. | (Stamping ‘Foil) Hot . pnnt ribbon
(barcode white)
N !
& R,




L
-

)
o 15. | Corrugated Boxes
16. | Shipper Label (385x285x220 mm
FFX karton)
17. | Direction sheet insert 100 ml, 250
ml, 500 ml & 1000 ml Leagflets free
flex NS EP (385X285X220 MM FFX
karton) :
18. | Sodium Chloride Pharma Grade | 4.680 9.290 0.945 2,362
(AP gm gm

gm

agm

2.) This issues with the approval of competent authority.

— -

Directorate General of Foreign Trade,

Department of Commerce,

(Shri 8.K. Panigrahi, Ecohomic Officer, DES-II

Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

e

O T PREEY

(Parveen Kumadry

Under Secretary to the Government of India

Phone: 23352298
Email: parveen.19@gov.in
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F. No.35011/281/2016-P| (Norms) \1

Government of [ndia
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Janpath Bhawan, New Delhi,
Dated: September 15, 2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20 Case of Mis
Sentiss Pharma Pvt. Ltd.

The undersigned is directed to refer to DGFT U.0.No. 01/82/50/365 & 616/AM-17/DES-3/427
& 509 dated the 19/08/2016 & 31/08/2018 vide which application from M/s Sentiss Pharma Pvt. Ltd.
was sent to this Department for fixation of norms under para: 4.7 for the export of Oftahist
(Olopatadine Eye Solution 0.1% vial of 5ml). This department has examined the matter and the
following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

S.No. Import item Norms Recommended

1 Olopatadine Hcl : 9.65mg for one eye/ear drop of 5m!

2.)  This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of India
Phone: 23352298

Email: parveen.19@gov.in

Directorate General of Foreign Trade,
Department of Commerce,

(Shri S.K. Panigrahi, Economic Officer, DES-III
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in




® F. N0.35011/225/2016-PI (Norms) _223

Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals
Shastri Bhawan, New Delhi,
Dated: September 12, 2017
Office Memorandum

Sub:  Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.I) 2015-20 Case of M/s Orbit Life Sciences
Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/384/AM-17/DES-3/439 dated the 19/08/2016
vide which an application from M/s Orbit Life Sciences Pvt. Ltd was sent to this Department for fixation of norms under
para: 4.7 for the export of Cefpodoxime Proxetil. This department has examined the matter and the following comments
are furnished under para 4.7 of Hand Book of Procedures (Vol.I) 2015-20:-

S. No. Import Item Qty. Recommended kg/kg.
1. |7-Amino Cephalosporanic Acid(7-ACA) 0.956kg
2. [Boron Triflouride 0.614kg
3. |Methanol 1.7kg
4.  [Sulfolane 1.29kg
5. |Methylene Chloride 4.29%g
2-Mecraptoben Zpthiazoly(z)-2-2(2-Amincthiazole-4-YL)-2-
6. [Methoxyimino Acetate (MAEM) 0.956kg
7. |Eno-Carbon 0.1kg
8. |Acetone 0.54kg
9. [N,N Dimethy| Acetamide 2.02kg
(0. [I8-Crown-Ether ' 0.022kg
1. [Chloro Ethyl Isopropyl Carbonate 0.55kg
12. [Sodium lodide 0.0175kg
2.) This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of India
E-mail: parveen.19@gov.in

Ph:-23352298

Directorate General of Foreign Trade,

Department of Commerce, -
(Shri S.K. Panigrahi),
‘Udyog Bhawan, New Delhi.

E-mail: sk.panigrahi@nic.in

Ph: 23061562, Extn.269 86



F. No.35011/30/2017-P| (Norms) @t—;

® Government of India %
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Janpath Bhawan, New Deijhi,
Dated: September 19, 2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20 Case of
M/s Nifty Labs Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/859/AM-17/DES-3/670
dated the 21/12/2016 vide which application from M/s. Nifty Labs Pvt. Ltd. was sent to this
Department for fixation of norms under para: 4.7 for the export of 2-(Chloro Methyl)-3-Methyl-4-
(2,2,2-Trifluoroethoxy)Pyridine Hcl. This department has examined the matter and the following
norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

: Norms Recommended for 1kg
S. No. Import item Export .
1. |2,3-Dimethyl Pyridine 0.76kg
2. |Methylene Dichloride 0.24kg
3. |2,2,2-Trifluoro Ethanol 0.76kg

2.)  This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of India
E-mail: parveen.19@gov.in

Ph:-23352298

Directorate General of Foreign Trade,
Department of Commerce,

(Shri S.K. Panigrahi),

Udyog Bhawan, New Delhi.

E-mail: sk.panigrahi@nic.in

Ph: 23061562, Extn.269



e b @
; F. No.35011/97/2016-PI (Norms) _—

Government of India
Ministry of Chemical & Fertilizers ]
Department of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated:  July, 2016

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l} 2009-14 Case of
M/s Acebright (india) Pharma Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1802/AM-17/DES-3/91
dated the 11/5/16 vide which application from M/s Acebright (india) Pharma Pvt. Ltd. was sent to
this Department for fixation of norms under para: 4.7 for the export of Tenofovir Disoproxil
Fumarate (TDF). This department has examined the matter and the following norms are furnished
under para 4.7 of Hand Book of Procedures (Vol.[) 2009-14:-

S.No. Import item Norms Recommended for
1kg Export
1 (R)-9-(2-phosphono methoxy propyl) adenine 0.69kg
2. This issues with the approval of competent authority.
(Rajkumar)

Under Secretary to the Government of India
PH:- 23071162

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDO),

Udyog Bhawan, New Delhi

€
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F. No.35011/36/2017-PI (Norms) '
e Government of India fy@(o
Ministry of Chemical & Fertilizers

Department of Pharmaceuticals

Room No. 302, 3" Floor,
Janpath Bhawan New Delhi,
Dated: October 17, 2017
Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.[) 2009-14 Case of
M/s Alembic Pharmaceuticals Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/050/00826/AM-17/DES-3/801
dated the 26/12/2016 vide which application from M/s Alembic Pharmaceuticals Ltd. was sent to
this Department for fixation of norms under para: 4.7 for the export of Clarithromycin enteric
coated granules 30% and 42%. This department has examined the matter and the following
norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14: -

Product to be Exported Raw materials to be imported
Description Qty. S. No. Description Quantity for 1000 kg
Clarithromycin enteric | 7000 kg 1. | Clarithromycin 273.00 kg
coated granules 30% 2. | Acetone 698.00 kg
Clarithromycin enteric | 7000 kg 1. | Clarithromycin 403.00 kg
Q
coated granules 42% 2 | Acetone 1031.50 kg
2. This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of India
Phone: 23352298

Email: parveen.19@gov.in

Directorate General of Foreign Trade,
Department of Commerce,

(Shri S.K. Panigrahi, Economic Officer, DES-llI
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in

€5
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F. No.35011/52/2015-PI (Norms)
Government of India
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals
Udyog Bhawan,New Delhi,
Dated the September, 2015

Office Memorandum
Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of M/s Micro
Labs Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1151/AM-15/DES-3/1060 dated the
13/01/15 vide which application from M/s. Leben Labs Pvt Ltd was sent to this Department for fixation of
norms under para: 4.7 for the export of Premix for Nifuroxazide Capsules of 362 mg Containing 200mg

Nifuroxazide. This department has examined the matter and the following norms are furnished under para
4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S. No. Import Item Qty. Recommended kg/kg.
1. [Nifuroxazide EP 0.5575
(Barnali Khastgir)
Under Secretary to the Government of India
Phone:23071162

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDO),

Udyog Bhawan, New Delhi



® F. No.35011/729/2015-PI (Norms) ‘:v,\{
Government of India
Ministry of Chemical & Fertilizers

Department of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated: 27 April, 2016

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2008-14 Case of
Mis-AnutrPharmat-td.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/709/AM-16/DES-3/781
dated the 10/8/15 vide which application from M/s Anuh Pharma Ltd. was sent to this Department
for fixation of norms under para: 47 for the export of
Betamethasone Valerate BP/USPERHR., This department has examined the matter and the
following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S.No. | Import ltem Norms Recommended for 1kg Export

1 Betamethasone BRAJSP/EPAR 0.915kg

2 Wefa’cv ' 0-756kg—

2. This issues with the approval of competent authority.

(Rajkumar)
Under Secretary to the Government of India
PH:- 23071162

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDQ),

Udyog Bhawan, New Delhi
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F. No0.35011/106/2015-PI (Norms) Ueé
Government of India £
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,New Delhi,
Dated the August, 2015

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14
Case of M/s-HR2EATabsTtd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1224/AM-15/DES-
.3/1074 dated the 13/01/15 vide which application from M/s. IPCA Labs Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Prednisolone Sodium
Phosphate. This department has examined the matter and the following norms are furnished

under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S. No.

Import Item

Qty. Recommended kg/kg.

1.

Prednisolone

0.839

Directorate General of Foreign Trade,

Department of Commerce,
(Shri M. V. Singh, FTDO),
Udyog Bhawan, New Delhi

Barnali Khastgir)
Under Secretary to the Government of India
Phone:23071162



a0 ¥
F. No.35011/28/2013-PI (Norms)
@ .
) Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

/ Udyog Bhawan,
New Delhi, the  April, 2015

Office Memorandum
Sub: Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of
M/s. VitaHzabs-d.td.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/670/AM13/DES-3/831
dated the 22/01/15 vide which an application from Mfs—Vitai~Labs Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Methyl Cobalamin P
(Mecobalamin). This department has examined the matter and the following comments are
furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S. No. Import Item Qty. Recommended kg/kg.
[. [Vitamin B 12 (Cyanocobalamin) 0.95

2. This issues with the approval of Director (PI).

(Barnali Khastgir)
Under Secretary to the Government of India
Phone- 23071162
Directorate General of Foreign Trade,
Department of Commerce,
(Shri M.V. Singh, FTDO),
Udyog Bhawan, New Delhi



F. No0.35011/868/2015-PI (Norms)

Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Office Memorandum

25 | @

Udyoé Bhawan, New Delhi,
Dated: 24 May, 2016

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of

M/s Stermone Chemicals Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1685/AM-16/DES-3/1740

dated the 2/3/16 vide which application from M/s Stermone Chemicals Pvt. Ltd. was sent to this
Department for fixation of norms under para: 4.7 for the export of Clobetasol Propionate. This
department has examined the matter and the following norms are furnished under para 4.7 of Hand
Book of Procedures (Vol.l) 2009-14:-

S.No. Import item Norms Recommended
for 1kg of export
1 | Betamethasone 1.00kg
2. This issues with the approval of competent authority.

Directorate General of Foreign Trade,

Department of Commerce,
(Shri M.V. Singh, FTDO),
Udyog Bhawan, New Delhi

(Rajkumar)

Under Secretary to the Government of India

PH:- 23071162
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F. No.35011/119/2016-P] (Norms)

Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated:  July, 2016

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of
Mis Aruh-Pharmaltd..

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/97/AM-17/DES-3/128 dated

the 23/5/16 vide which application from M/s Anuh Pharma Ltd. was sent to this Department for
fixation of norms under para: 4.7 for the export of Befa—Sodium-Phosphate(Betamethasone
sodium phosphate}. This department has examined the matter and the following norms are
furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S.No. Import item Norms Recommended for
1kg Export
1 Betamethasone 0.78kg
2. This issues with the approval of competent authority.

Directorate General of Foreign Trade,

Department of Commerce,
(Shri M.V. Singh, FTDO),
Udyog Bhawan, New Delhi

(Rajkumar) -
Under Secretary to the Government of India
PH:- 23071162



® F. No.35011/52/2017-PI (Norms)

Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Janpath Bhawan, New Delhi,
Dated: September 25, 2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20 Case of
M/s Sun Pharmaceuticals Industries Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/906/AM-17/DES-3/664
dated the 21/12/2016 vide which application from M/s Sun Pharmaceuticals Industries Ltd. was
sent to this Department for fixation of norms under para: 4.7 for the export of Tobramycin
300mg/5ml Nebuliser Solution. This department has examined the matter and the following
norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

S.No. Export item Import item Norms Recommended
for 100 ampoules

1 Tobramycin 300mg/5ml Tobramycin PH. EUR. 30.6gm
Nebuliser Solution

2.)  This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of India
E-mail: parveen.19@gov.in
Ph:-23352298
Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi),
Udyog Bhawan, New Delhi.
E-mail: sk.panigrahi@nic.in
Ph: 23061562, Extn.269
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Government of India

F.No.35011/681/2015-PI (Norms)

Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals

Office Memorandum

30D\

Udyog Bhawan,New Delhi,
Dated: 1 February, 2016

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of M/s Srini__,

—Pharmaceuticals Lid,

The undersigned is directed to refer-to DGFT U.O.No. 01/82/50/865/AM-16/DES-3/924 dated the
8/9/15 vide which application from M/s Srini Pharmaceuticals Ltd. was sent to this Department for fixation

of norms under para: 4.7 for the export of Mycophenolate Mofetil. This department has examined the matter
and the following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.I) 2009-14:-

S.No. Import Item Norms Recommended
for 1kg Export
1. | Mycophenolic acid 0.941kg
2. Methany,l %kg’
3. Morp?filinoethanol / 1.05kg

2, This issues with the approval of competent authority.

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDO),

Udyog Bhawan, New Delhi

.

(Rajkumar)

Under Secretary to the Government of India

Phone;23071162
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F. No.35011/737/2015-P| (Norms)

Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated:  June, 2016

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14
Case of M/s Orch Labs India (P) Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1862/AM-
16/DES-3/176 dated the 10/6/16 vide which application from M/s Orch Labs India (P)
Ltd. was sent to this Department for fixation of norms under para: 4.7 for the export of
L-menthyl glyoxylate hydrate (MGH). This department has examined the matter and
the following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l)
2009-14:-

S.No. Import item Norms Recommended for
1kg Export
1 Glyoxylic acid 50% 0.752kg
2 | cyclohexane 1.41kg
3. () Meu - o185 \dér
2. This issues with the approval of competent authority.
(Rajkumar)

Under Secretary to the Government of India
PH:- 23071162

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDO),

Udyog Bhawan, New Delhi
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_ _ F. No.35011/41/2017-PI (Norms)
[ Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals
Shastri Bhawan, New Delhi,
Dated: September 27, 2017
Office Memorandum

Sub: - Fixation of norms under para 4.7- Application of M/s Jubilant Generics Ltd., for export of
Valsartan tablets in 40 mg, 80 mg,160 mg and 320 mg.

The undersigned is directed to refer to DGFT U.O. No. 01/82/050/00885/AM-17/DES-3/804
dated 28/12/2016 and subsequent letter from M/s Jubilant Generics Ltd., for fixation of norms
against export of Valsartan tablets in 40 mg, 80 mg,160 mg and 320 mg. The applicant has
requested for import of relevant bulk drug i.e. Valsartan only.

2. The SION for tablets are published vide S. No. A-412 and the application may be processed
accordingly.

3. This issues with the approval of competent authority

. (Parveen Kumar)

Under Secretary to the Government of India
Phone: 23352298

Email: parveen.19@gov.in

Directorate General of Foreign Trade,
Department of Commerce,

(Shri S.K. Panigrahi, Economic Officer, DES-III
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in




F. No.35011/404/2012-PI (Norms)

Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Office Memorandum

o, W a6

Udyog Bhawan,

New Delhi, the 25" April, 2013

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.I) 2009-14 Case of M/s Cadila

Healthcare Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/342/AM13/DES-3/1267 dated the 13/03/13

vide which an application from M/s. Cadila Healthcare Ltd was sent to this Department for fixation of norms under
para: 4.7 for the export of Divalproex Sodium Capsule/Tablets. This department has examined the matter and the
following comments are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

Norms recommened for 1 No.
125 mg Sprinkle | 125 mg DR | 250 mg DR 500 mg DR

S. No. Import Item Capsule Tablet Tablet Tablet

1. |Divaiproex sodium 134.625 mg 134.625 mg | 269.25 mg 538.50 mg

2. [Hypermellose 3 CPS 12.688 - - -

3. |Methyacrylic Acid Copoly Dispersion 56.89 43.8475 30.0 160.0

4. |Microcrystalline Cellulose Spheres 89.667 - - -

5. |Triethyl Citrate 5.583 1.50 2.40 4.80

6. [Povidone K 30 - 9.50 19.0 38.0

Microcrystalline Cellulose (Avicel PH
7. - [10D) - 52.94 105.87 211.75
8. |Magnesium Stearate - 2.37 4,75 9.50
9-17 Bottles and caps Relevant, As per packing policy.

2.

Directorate General of Foreign Trade,
Department of Commerce,
(Mrs. Lalita Maini, FTDO), Udyog Bhawan, New Delhi.

This issues with the approval of Director (Cost).

~D

(Raj Kumar)

Under Secretary, to the Government of India

PI-Norms
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F. No.35011/242/2016-PI (Norms)

Government of India
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals

Shastri Bhawan, New Delhi,
Dated: September 11,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20 Case of M/s

Shreegen Pharma Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/493/AM-17/DES-3/429 dated the
19/08/2016 vide which application from M/s. Shreegen Pharma Ltd. was sent to this Department for fixation
of norms under para: 4.7 for the export of Rosuvastatin Calcium. This department has examined the matter
and the following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

S. No.

Import Item

Norms Recommended

(4R-Cis)-6-[(Acetyloxy) Methyl]-2,2-
Dimethyl-1,3-Dioxane-4-Acetic Acid,1,1-
Dimethyl Ethyl Ester (D5)

1.87kg

[Z-7]4-(4-Fluorophenyl)-6-Isopropyl-2-[(N-
Methyl-N-Methylsulfonyl) Amino]
Pyrimidine-5-yl-Methanol

1.87kg

2.)

This issues with the approval of competent authority.

Directorate General of Foreign Trade,

Department of Commerce,
(Shri S.K. Panigrahi),

Udyog

E-mail:

Bhawan, New Delhi.
sk.panigrahi@nic.in

Ph: 23061562, Extn.269

(Parveen Kumar)

Under Secretary to the Government of India
' E-mail: parveen.19@gov.in

Ph:-23352298

A¢”
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Qy F. No. 35011/295/2015-PI (Norms)
Government of India
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals
Shastri Bhawan, New Delhi,
Dated: June 22, 2016
Office Memorandum

Sub: - Fixation of norms under para 4.7- Application of M/s Jodas Expoim Pvt. Ltd., for
Meropenem Injection Vial. 1 gm.

The undersigned is directed to refer to DGFT U.O. No. 01/82/050/1321/AM-15/DES-3/18
dated 01/05/2015 and subsequent letter from M/s Jodas Expoim Pvt. Lid. for fixation of norms
against export of Meropenem Injection Vial. 1 gm. This department has examined the matter
and following norms are recommended against this application.

Product to be Exported Raw materials to be imported
Description Quantity Description Quantity as per vial
Meropenem Injection 1 gm. 1 vial | Meropenem Trihydrate 1.0857 gm
(Non-Sterile}-

2. This issues with the approval of Director (Pharma Industry).

(Raj Kumar)
Under Secretary to the Government of india
Phone: 23071162
Uspi3-Pharma@nic.in
Directorate General of Foreign Trade,
Department of Commerce,
(Shri M V Singh, FTDO),
Udyog Bhawan, New Delhi.
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F. No.35011/282/2015-PI (Norms)

Government of India

Ministry of Chemicals & Fertilizers

Department of Pharmaceuticals

Udyog Bhawan,New Delhi,
Dated the October, 2015

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.) 2009-14 Case of M/s Oneiro

Chemicals Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/541/AM-16/DES-3/225 dated the
29/06/15 vide which application from M/s. Oneiro Chemicals Ltd was sent to this Department for fixation of
norms under para: 4.7 for the export of 4,5,6,7-Tetrahydro (3,2,C) Thiono Pyridine Hydrochloride. This

department has examined the matter and the following norms are furnished under para 4.7 of Hand Book of
Procedures (Vol.1) 2009-14:-

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M. V. Singh, FTDQ),

Udyog Bhawan, New Delhi

S. No. Import Item Qty. Recommended kg/ke.
1. |Thiophene-2 Ethylamine 0.87
2. |Methanol 1.49
3. |Methyene Chloride 0.79
(Barnali Khastgir)
Under Secretary to the Government of India
Phone:23071162

LT



F. N0.35011/97/2016-PI (Norms) \,\(’% o
® Government of India

Ministry of Chemical & Fertilizers

Department of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated:  July, 2016

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of
M/s Acebright (india) Pharma Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01/82/50/1802/AM-17/DES-3/91
dated the 11/5/16 vide which application from M/s Acebright (india) Pharma Pvt. Ltd. was sent to
this Department for fixation of norms under para: 4.7 for the export of Tenofovir Disoproxil
Fumarate (TDF). This department has examined the matter and the following norms are furnished
under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S.No. Import item Norms Recommended for
1kg Export
1 (R)-9-(2-phosphono methoxy propyl) adenine 0.69kg
2. This issues with the approval of competent authority.

(Rajkumar)
Under Secretary to the Government of India
PH:- 23071162

Directorate General of Foreign Trade,
Department of Commerce,

(Shri M.V. Singh, FTDQ),

Udyog Bhawan, New Delhi
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. 1482 |asfoxycilin Capsules 250 mg 1000 1 Amoxycillin Trihydrate 292.68 gm
/J " ||(Each capsule containing Capsules
Amoxycllin Trihydrate equivalent
to 250 mg of Amoxycillin)
[A55 | Deleted | L I |
AS6 ||Amoxycillin oral suspension 1000 1 Amoxycillin Trihydrate 1807.70 gms
(Amoxyecillin Syrup) 125 mg/5 ml, ||Bottles
60 ml bottle (Each 5 ml contains
Amoxycillin Trihydrate
equivalent to 125 mg of
Amoxycillin)
A57 |[Amoxycillin Trihydrate (Fromé6 J1kg | U | J6Ara Jo-568 ke
APA Route) 2 D(-) Para Hydroxy Phenyl 0.832 kg
Glycine Methyl Potassium
Dane Salt
OR
2 a) D(-) Para Hydorxy Phenyl 0.4687 kg
Glycine base
I || lb) Methyl Acetoacetate ”0.3568 kg I
| i B Methanol |[02922 kg [
| 1 3 ] [Triethylamine |[0.029 kg ]
| | 4 " ”Methylene chloride ”0.330 kg |
3 Acetone 0250 kg
OR
| ” l Ilso Propy| alcohol ”0.42] kg l
6 | IN,N-Dimethyl Acetamide |[0-099 kg |
| 7 | ||Pivaloy! chloride lﬁsso kg |
A58 ||Amoxycillin Trihydrate (From 1kg ] Pencillin G Potassium First 1.664 BOU
Penicillin G Route) Crystals
e "Penci][in G amidase (Enzyme) ”0.852 gm
3 D({-) Para Hydroxy Phenyl 0.832 kg
Glycine Methyl Potassium
Dane Salt
OR
3 a) D(-) Para Hydroxy Phenyl 0.4687 kg
Glycine base
|| ”b) "Methyl Acetoacetate ”0.3568 kg |
|| [ |[Methanol 02922 ke |
| || 4 || [Triethylamine 0.029 kg |
r || 5 " 'ﬁthylene chloride ”0.330 kg ]
| I s ] lliso Propy! alcohol |l0421 kg }
| J| 7 || “N,N-Dimethyl Acetamide ||0.099 kg l
| J[ 8 || J|Pjaloy1 chloride ||0.330 kg
AS59 ([Ampicillin and Cloxacillin 1000 1 Ampicillin Trihydrate 294.5 gms
Capsules (250 mg +250 mg) (Each ||Capsules -
capsule contains Ampicillin 2 Cloxacillin Sodium 277.95 gms
Trihydrate equivalent to 250 mg
of Ampicillin and Cloxacillin
Sodium equivalent to 250 mg of
Cloxacillin)
A6




foo

w/w & Neomycin Sulphate 0.5% ||3.5 gms.
wiw. each.
I " 2 ”Neomycin Sulphate | 1.837 gms. I
A232 [Famotidine [1 kg [ v | [[1.3 Dicholoro Acetone [[1:89 ke |
l " 2 ” "Guanyl Thiourea "1.83 kg |
| I3 | | Dimethy! Formamide [[2:29 ke |
[ |+ | [[Thiourea 1150 ke |
| ]L 5 Jl "Dimethyl Sulfoxide “2.15 kg |
| | 6 || [sutfamice [[L1Tke |
| ” 7 ” ”Acrylonitrile 1|§56 kg |
A233 [[Fenbendazole (Meta Chloro I ke | |[Thio Urea 06 ke |
Aniline Route) | " 2 J |Methy] Chloro Formate ”1.60 kg I
| | E |[Tio Phenot |[1-00 ke |
[ J| 4 IHydrazinc Hydrate 80% |1.10 kg I
s | Meta Chloro Aniline [2.10 ks |
' 6 || “N-Butanol JI3.20 kgs |
| 7 | |[Acetic Anhydride |14.00 kg |
| | 8 | | Methanol ||17.50 kes |
A234 F(E;po’ﬁs Fumarate BP ||1 kg "7] H ”Maleic Anhydride 4“0.880 kg |
ﬁs Flucloxacillin capsules 250 mg. 1000 I Flucloxacillin Sodium 277.47 gms '
(Each capsule contains Capsules
Flucloxacillin sodium equivalent
to 250 mg of anhydrous
Flucloxacillin)
A236 |[Flucloxacillin Injection (250 1000 vials || ! Flucloxacillin Sodium 285.63 gms
mg./vial) (each vial containing
Flucloxacillin Sodium equivalent
to 250 mg of anhydrous
Flucloxacillin
A237 |[Flucloxacillin oral solution 1000 1 Flucloxacillin Sodium 1713.80 gms
(Flucloxacillin syrup) 125 mg/5 Bottles
ml, 60 m] bottle (Each 5 ml
contains Flucloxacillin sodium
equivalent to 125 mg of anhydrous
Flucloxacillin)
A238 ||Flucloxacillin Sodinm 1 kg. 1 2;1:;0 Penicillanic Acid (6 ||0.502 kg
OR
1 a) Pencillin G Potasstum First 1.606 BOU
Crystal
I [y |[Peniciltin G Amidase Enzyme [fo-842 gm
c) Methylene Chloride/ Butyl 0.502 kg
Acetate
2 FCMIC Chloride |0.706 kg
OR
2 a) 2-Fluoro-6-Chloro _ 10.806 kg
Benzaldehyde
" ”b) "Hydroxy]amine Sulphate ||0.537 kg
A29



(To be published in the Gazette of India Extraordinary)
(Part 1-Section 1)

Government of India
Ministry of Commerce and Industry

Sub:- Standard Input Output Norms under Chemical & Allied Pr

In exercise of the powers conferred
2015-2020 and Paragraph 1.01 of Handbook of Proce
Foreign Trade hereby notifi
3646,A-3647.A-3648,A-3649,
3658,A-3659,A-3660,A-3661 ,A-3662,A-3663,A-
3670,A-3671 .A—3672.A-3673,A-3674.A—3675,A—

Department of Commerce
Directorate General of Foreign Trade

Public Notice No. 64 /2015-2020
New Delhi: Dated 17" March, 2016

details of which are as given below.

es Standard input Output
A-3650,A-3651,A-3652,A-3653,A-

3664,A-3665,A-3666,A-
3676 and A-3677 for export products the

oduct Group — reg.

under Paragraph 2.04 of the Foreign Trade Policy,
dures (Vol. 1), the Directorate General of
Norms bearing numbers A-3645, A-
3654,A-3655,A-3656,A-3657 A
3667 ,A-3668,A-3669,A-

SION Description of Export Item Export Import ltems Quantity
Sl. No. Quantity allowed
(1) (2) (3) (4) (6)

7.3645 | Alendronate Sodium Tablets 70 mg 1000 Alendronate 93.152 gm
(Each Tablet contains Alendronate Sodium | Tablets Sodium Trihydrate
equivalent to 70 mg Alendronic acid)

A-3646 | Amikacin Sulphate Injection 500 mg/2ml 1000 Amikacin Sulphate 715.81 gm
(Each 2 mi vial contains Amikacin Sulphate vials
eguivalent to Amikacin 500 mg}

A-3647_| Amoxicilin and Potassium Clavunate 1000 1000 1) Amoxicillin | 1024.238
mg Tablets (Each tablet contains Amoxicillin | Tablets Trihydrate am
Trihydrate equivalent to Amoxicillin 875 mg .
and Potassium Clavulanate equivalent to 2C)Iavulanate Diluted 303-[;73
Clavulanic acid 125 ma) Potassium (1:1)

A-3648 | Amoxicillin & Clavulanic Acid suspension 1000 1 Amoxicillin [ 4200gm
228.5 mg/5 mi in 100 ml bottles. bottles | Trihydrate
(Each 5 mi contains Amoxicillin - Tribydrate _
equivalent to Amoxicilin 200 mg and 2. Diluted | 1414.193
Potassium Clavulanate equivalent to Clavulanate gm
Clavulanic acid 28.5 mg} Potassium (1:1)

A-3649 | Ampicilin and Sulbactam 750 mg for 1000 1) Ampicillin | 583.77 gm
injection (each vial contains  Ampicillin vials Sodium
Sodium equivalent to Ampicillin 500 mg and 2) Sulbactam | 302.22 gm
Sulbactam Sodium equivalent to Salbactam Sodium
250 mg}

A-3650 | Ampicillin injection 500 mg {each vial 1000 Ampicillin Sodium 583.77 gm
contains Ampicillin Sodium equivalent to vials
Ampicillin 500 mg)

A-3651 | Atorvastatin  Tablets 10 mg({each tablet 1000 Atorvastatin 11.059 gm
contains Atorvastatin Calcium Trihydrate Tablets | CalcliumTrinydrate
equivalent to 10 mg Atorvastatin)

A-3652 | Benzylpenicilin Injection 5 Lac units (300 1000 Benzylpenicillin 35.171gm
mg) {each vial contains Benzylpencillin vials Sodium
Sodium egquivalent to Benzyipencillin 300
mg}

1
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23653 | Cefadroxil {250 mg) and Potassium 1000 1) Cefadroxil [ 267.622
Clavutanate (62,5 mg) Dispersible Tablets | Tablets | monohydrate gm
{each tablet contains cefadroxil monohydrate _
equivalent to 250 mg Cefadroxl on 2) Potassium | 75.943 gm
Anhydrous basis and Clavulanate potassium Clavulanate
equivalent to Clavulanic acid 62.5 mg}

3654 | Cefixime for oral suspension 30 mi bottle 1000 CefiximeTrihydrate 352.508
(each 5 ml contains Cefixime Trihydrate | bottles gm
equivalent to Cefixime 50 mg on anhydrous
basis}

A-3655 | Cefixime Tablets 200 mg feach tablet 1000 Cefixime Trihydrate | 228.294
contains Cefixime Tridhydrate equivalent to Tab gm
Cefixime 200 mg on anhydrous basis)

A-3656 | Cefpodoxime Proxetil Tablets 200 mg (each 1000 Cefpodoxime 266.10 gm
tablet contains Cefpodoxime Proxetil | tablets | Proxetil
equivalent to Cefpodoxime 200 mg)

A-3657 | Ceftriaxone and Suibactam for injection. 1.5 1000 1) Ceftrixone As per
gm (each vial containing Ceftriaxone Sodium vials Sodium sterile SION A-
equivalent to Ceftriaxone 1 gm and 407
Salbactam Sodium equivalent to Salbactam 2) Sulbactam | 604.44 gm
0.50 gm) Sodium sterile

A-3658 | Cefuroxime Axetil Tablets 500 mg (each 1000 Cefuroxime Axetil 514.878
tablet contains Cefuroxime Axetil equivalent Tab gm
to Cefuroxime 500 mq)

A-3659 | Cefuroxime for injection 750 mg {Each vial 1000 Cefuroxime Sodium | 867.74gm
contains Cefuroxime Sodium equivalent to vials
Cefuroxime 750 mg)

A-3660 | Cefuroxime for oral suspension 125 mg/ 5 ml 1000 Cefuroxime Axetil 1899 gm
in 60 ml bottles {each 5 ml containing bottles
Cefuroxime Axetil equivalent to Cefurcxime
125 mq)

A 3861 | Citicoline Injection 250 mg /ml (each vial 1000 Citicoline Sodium 287.3ggm
containg Citicoline Sodium equivalent to vials
Citicoline 250 mg)

A-3662 | Citicoline Capsules S00 mg (each capsule 1000 Citicoline sodium 532.950
contains citicoline sodium equivalent to capsules gm
Citicoline 500 mg)

A-3663 | Clopidogrel Tablets 76 mg (each tablet 1000 Clopidogrel ©9.814 gm
contains Clopidogre! Bisulphate equivalent to | Tablets Bisulphate
Clopidogrel 75 mg)

A-3664 | Phenoxy Methyl Penicillin Potassium for oral 1000 Phenoxy Methyl | 5820 gm
suspension 250 mg/ 5 mi in 100 m! bottles | bottles | Penicillin Potassium
{each 5 ml contains Phenoxy Methyl
Penicillin Potassium equivalent to phenoxy
methy! Penicillin 260 mg)

A-3665 | Erythromycin Stearate for oral suspension 1000 Erythromycin 7284 gm
250 mg/5mi in 100 ml bottles {each 5 mi | bottles Stearate
contains Etrythromycin Stearate equivalent
to Erythromycin 250 mg)

23666 | Levofloxacin Tablets 500 mg (each tablet 1000 Levolfoxacin 522750
contains Levofloxacin Hemihydrate Tab Hemihydrate gm
equivalent to Levofloxacin 500 mg on
anhydrous basis )

A-3667 | Meropenem for injection 1 gm { each vial 1000 MeropenemTrinydra | 1255 gm
contains MeropenemTrihydrate equivalent to vials te
Meropenem Anhydrous 1. gm)

A-3668 | Methyl Prednisolone Sodium Succinate for 1000 Methyl 729,30 gm
injection 500 mg {each vial containing Methyl vials Prednisolone
Prednisolone Sodium Succinate equivalent Sodium Succinate
to Methy! Prednisolone 500 mg}

A3660 | Metronidazole oral suspension 200 mg/5 mi, 1000 Metronidazole 6753 gm
in 100 ml bottles(each 5 ml suspension | bBottles Benzoate
contains Metronidazole Benzoate equivalent
to 200 mg Metronidazole)

A-3670 | Pefloxacin_Tablet 400 mg (each tablet 1000 Pefloxacin Mesylate | 569.731

| o>




contains Pefloxacin Mesylate equivalent to Tab gm
Pefloxacin 400 mg)

A-3671 | Phenoxymethyl Penicillin Potassium tablets 1000 Phenoxy Methyl |  666.453
500 mg. {each  tablet contains Tab Penicillin Potassium gm
Phenoxymethyl  Penicillin Potassium
equivalent to Phenoxymethyl Penicillin 500
mg)

A-3672 | Piperacilin and Tazobactam for injection 1000 1) Piperaciliin 2292.4 gm
225 gm (each vial contains Piperacillin vials Sodium
Sodium equivalent to Piperacillin 2 gms + 2) Tazobactam | 295.0 gm
Tazobactam  Sodium  equivalent to Sodium
Tazobactam 0.25 gm)

A3673 | Primaquine Phosphate Tablets 2.5 mg (each 1000 Primaquine 4,477 gm

tablet contains Primaquine Phophate | Tablets Phosphate
equivalent to Primaquine 2.5 ma)

A-3674 | Rosuvastatin 10 mg Tablets (each tablet 1000 Rosuvastatin 10.625 gm
contains Rosuvastatin Calcium equivalent to Tablets | Calcium
Rosuvastatin 10 mg)

A-3675 | Spectinomycin injection 2 gmivial (each vial 1000 Spectinomycin 3278.00
contains  Spectinomycin Hydrochloride vials Hydrochloride gm
equivalent to Spectinomycin 2 gm)

73676 | Vancomycin Injection 500 mg (each vial 1000 | Vancomycin 566.50 gm

"contains Vancomycin Hydrochloride vials Hydrochloride
equivalent to Vancomycin 500 mg, vial size
less than 10ml}

A-3677 | Amoxicilin & Potassium Clavulanate for 1000 Sterile  mixture of | 1320gm
injection 1.2 g (each vial contains Amoxicillin vials Amoxicillin

Sodium equivalent to Amoxicillin 1000 mg Trihydrate &
and Potassium Clavulanate equivalent to Potassium
Clavulanic Acid 200 mg} Clavulanate (5:1)

2. Effect of Public Notice:-

SIONSs of the above export products falling under the Chemicals and Allied Products Group
are being notified.

These are new entries.

(Anup Wadhavan)
Director General of Foreign Trade
_ E-mail: dgft@nic.in

(Issued from File No. 01/82/162/00198/AM-16/DES 1lI)



Injection USP, 1 gm/ 10 ml vial
(each vial containing not less
than 1 gm of Cefotaxime)
A407 ||Sterile Ceftriaxone Sodium 1000 Vials 1 Sterile Ceftriaxone Sodium 1.160 kgs
BP/USP Injection containing BP/USP
Ceftriaxone not less than 1 gm.
A408 |Sterile Streptomycin Sulphate |/1,00,000 l Streptomycin Sulphate Sterile  1656.25 kgs
USP Injection 5 gms (containing|(Nos.
not less than 5 gms of
Streptomycin base)
A409 |Sterlised Surgical Sutures (with//|1 Dozen I Catgut Strand Unsterlised 152 [|Net to net.
Without Needles) 152 cms. USP oms. length
(Catgut)
A410 |[|Sulpha Methoxazole It kg [t [ |Methanol |[2-000 kegs ]
| || 2 | Sodium Methoxide ”0.520 kg J
3 Diethyl Oxalate 1.350 kgs
OR
l 3 ”a) Ethy! alcohol |3.000 kas |
| [iby [Oxalic Acid ||1.000 kg |
| IHE | ||HTdroxy1 Amine Sulphate {lo-800 ke |
| | s [ |/Acetone o650 ke
[ [ | |Pyridine 0.100 kg
7 Acetanilide 1.10kg
OR
N-Acetyl Sulphanilyl Chloride ||1.20 kg
(ASC)
OR
|[Anitine Jo-85ke ]
8 Ethyl Acetate 1.00 kg
OR
Methylene Chloride
| || 9 | @dium hydrosulphite Jjo-100 ke
A411 [Sustanon 250 Injection 1 mlL 1 Testosterone Propionate [P 33 mg.
containing : ampule
i) Testosterone Propionate LP. 2 Testosterone Phenyl Propionate {66 mg.
30 mg. ii) Testosterone Phenyl BP
Propionate BP 60 | Jl 3 " lﬁstosterone Iso caproate BP “66 mg.
mg.iii)Testosterone Iso 2 T
) estosterone Decanoate BP 110 mg.
Caproate 60 mg. iv)
Festosterone Decanoate BP 100
mg
Ad412 |Tablets/ capsules 1kg 1 Relevant Bulk Drug/s 1.02kg
] content of
relevant
Bulk Drug
A413 |[Terbutaline Sulphate BP/USP |1 kg [ ][ |ps-DiBydroxy Benzoic Acid_[227 kes |
(From 3,5 Dihydroxy Benzoic [ 2 ]r J|E,M_1:_ "9,00 kgs J
Acid route) | E fSelenium dioxide 22ke |
r [ || |[Sodium Borohydride 0.15kg J
f J| 5 |f | Tertiary Butyl amine 0.56 kg J

A49
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