Office of Directorate General of Foreign Trade
New Delhi -

Para 4.7 Decision(DRAFT)

MEETING NUMBER ! 3/82-ALC4/2014 MEETING DATE : 08.03.2014
but actually held on 25.06,2014

The Meeting No. 3/82 of 2014-15 10 consider the casesfissues under Duly Exermption
Scheme (Chapter-4) of Foreign Trade Policy, 2000-14 pertaining to Chemical and Allied products
and falling under Chapter 29 and 30 was scheduled for 08.06.2014 but actually held on 25.06.2014
under the Chairmanship of, Shri Jaikant Singh, Addl. DGFT in Roorn No.11, Udyog Bhawan, New
Dethi.

Foltowing members were present-

Shrt O.N. Mathur, Consuitant, Depantment of Pharmaceufical
Shri Jasbir Singh, Consultant, Department of C&PC

Shri Mirrmal Kumar, Deputy Director General of Foreign Trade
Dr, Mitin Jain Dio Biotechnology

The committee went through the minutes of earfier NC ~ill meeting No. 2/82 dated
24.04.2014 held on 28.04.2014 and approved the same. '

The following cases/issugs Were discussed and the commitige fook the decision as
mentioned against the case.

Casa Mo, B-22 /s Yasho industries Pyt Lad. )
Meeting No.03/AMI15 dated ~ 25.06.2014 F.No. D1/82/50/60784/AM13/DES-IIT
RA No. 03/93/040/478/AM 14 Adv. Lic. No. 0310749089 dated 11.09.2013

Decision: In the light of written comments received from Department of Chemicals and
Petrochemicats vide their U.0 No. 1401 0/95/2011-Ch 1 dated 21.05.2014, it was decided to
ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
whichever is less:

Fxport product Exp. | S8iNo. | Import items Qty. allowed
Qty.
OCTYLATED 1ke 1. DIPHENYLAMINE 0.405 kg
DIPHENYLAMINE { OCD 2 DI-SOBUTYLENE 0.620 kg
FLAKES / POWDER ) 3. ACTIVATED CLAY 0.200 kg

RA may take appropriate action as pet the decision of Norms Comnmittee.

[ Case No. B-23 M/s Creek Insulations Chemicals Pvi Ltd.
Meeting NoJ3/AMI1S dated ~25.06.2014 F N, 01782/50/390/AMOG/DES-11
F.No. 01/82/50/5 1/ AMOS/DES-IE
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F o, 01/53750/1 104/ AMOT/DES-ITT
F.No. 01/82/50/1 143/AMOT/DES-IIT

Adv. Lie. No. 0310339307 dated 14.07.2003
Adv. Lic. No. 0310342179 dated 09.082005
Adv. Lic. Mo. 0310403021 dated (9,10.2006
Adv, Lic. No. 0310403738 dated 11.10.2006

The Committee considered the case as per agenda and in light of written comments received from Depastment of
Pharmaceuticals vide their OM No. 3501 1/115/2014-P1(Noms) dated 21.04.2014 and in consultation with
technical aptharity present in meeting, decided to ratify norms under para 4,7 of HBP as per details below or as
applied by firm whichever is lower:-

S.Ne. | import items For Export of 1000 MIU {Imports in Kgs)
Oxytocin Solution Oxytocin Power /
Sohution
BP/EP/USP

1. AMING ACID-L-LEUCINE 2. 863 3.585

2. AMING ACID-L-PROLINE 1.797 _ 2.386

3. AMING ACID-L-ASPARAGINE 3973 4,638
MONOHYDRATE _

4. AMINO ACID-L-GLUTAMINE 2.866 _ 4079

5. ANINO ACITD-LASOLEUCINE 1.09 1.36

6. AMING ACID-L-TYROSINE 1.884 2.50

7. S-BENZYL-L-CYSTEINE 436 _ 5.58

8, GLYCINE ETHYL ESTER HCL 3.504 _ 4,382

5. BENZYL CHLOROFORMATE 50.15 27.337
{STABILIZED 97%)

10. NUN. DICYCLO HEXYL 18.58 23.63
CARBODIMIDE

11, GLACIAL ACETIC ACID 89.42 Mot applied

12. 4-MITROPHENOL 3.49 10.965

13 DIETHYL ETHER DRIED 532.09 642.0

14. SO AMYL NITRITE 230 Litres 2.72 fitres

15. HYDROGEN BROMIDE GAS 20.56 23.0

16. HYDROGEN CHLORIDE GAS 1.36 1.636

17. KROMASIL - 0.496

18, Ethyl Alcohol (undernatured} s 438.60 Litres

1 Note:Since the licences are very oid and actual imports and exports have already been c:omplétec! RA is advised
to redeem the imported items and theit guantities actually imported or recommended above whichever is
relevant and lower, Heence wise.

RA concerned may take further necessary action as per above decision of NC.
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Case No, B-24 M/s Jubilant Lifé Seience Ltd., Noida.

Meeting Mo.03/AM 13 dated — 25.06.2014 ¥ No. (1/94/180/0004 1/AM 1 S/DES-HI

Decision: Commitiee considered case as per agenda and it was decided to advise the firm {0 apply
for ulk drug to be fixed and on the basis of the take ficence as per SION.

Case No. B-25 M/s The Andhra Sugar Ltd.
Meeting No.03/AMIS dated - 25.06.2014 F.No. 01/82/162/00917/AM1 2/DES-IIL
RA No. 26/02/040/00001/AM 11 Adv. Lic. No. 2610010636 _dated (4,01.2011

Committee considered the case as per agenda and in consultation with technical aunthority
present in the meeting. It was decided to ratify norms on repeat basis under para 4.7 of HBP
as per details below or as applied by firm whichever is lower:-

Export product Export Qty. | SLNo. | Import items Qty. allowed
Acetyl  Salicylic | 1 Kg. i. Salicylic Acid . 0.807 kg
acid (Aspirin) 2. Ethyl Aleohol 0925 kg

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

Cage Mo, B-26 Mis Shiva Pharma Lid,

Meeting No.03/AM135 dated - 25.06.2014 F Ne. G1/82/162/00016/AM13/DES-TH

Adv. Lic. No., 3410025487 doted 30.10.2009
Adv. Lic. No. 3410025693 dated 25.11.2009
Adv. Lic, Mo. 3410026511 dated 03.03.2010
Ady. Lic. No. 3410027522 dated 16.07.2010

Tt was decided to defer the case for 24.07.2014 for comments of Department of C&PC.

Cage No. B-27 . M7z Encube Fthicals Pvt Lid,
Mesting No 03/AM13 dated - 25.06.20 14 T No. 01/82/50/00345/AM11/DES-IT
RA No. 26/02!&40;’0()00'UAMH Adv. Lic. Mo. 0210571323 dated 24.06.2010

Decision: It was decided to defer the case for 03.07.2014 for comments of Department of
MSME.

Case No, B-28 M/s Encube Gihicals Pvt Litd,
Meeting No.OYAMIS dated - 25.06.2014 F.No. 01/82/50/00232/AM12/DES-IE
RA No. 03/95/040/01167/AMI12 Adv. Lic. No. 0310625603 dated 07.04.2011

Decision: The commiitee noted that the norms fixed by NC for the export of Sodium Fusidate
794 Ointrent, 15 gm Tube was as per actual past production consumption data duly certified

Chartered Accountant furnished by the firm along with the application,
%\' {%




Case No. B-29 M5 Encube Efticals Pvt Lid,

Meeting No.03/AMIS dated — 25.06.2014 F.No. 01782/50/00708/AM12/DES-1I1
F No. 01/82/50/01180/AM12/DES-TH
¥ .No. 01/82/50/00423/4M13/DES-T]

Adv, Lic. No. 0310646711 dated 05.08.2011
Adv. Lic. No. 0310664617 dated 14.11.2011
Adv. Lic. No. 0310697620 dated 06.06.2012

Drecision: Committes considered the case as per agenda and it has been observed that there are no wastage norms
for excipients in the SION A 1931 Hence, excipients have been aliowed on net to net basis in all cases of
Pharmacentical formulation. However the company may apply for amendroent in SION A-1931 as per Policy
Provision for induction of excipients in the SION and the same may be considered by Nozms Comtnittee on the basis

of all-industry Data on wastage.

Case No, C-6 ) . s Reliance Industries Lid,

Meeting No.03/AM135 dated ~ 25.06.2014 T No. 01/82/50/00401/AM 14/DES-TI

Decision: Comumittee considered the case as per agenda and in the light of written comments forwarded by
Petrpchemicai Division of Department of Chemicals and Petrochemicals vide jheir 1.0 No. 46011/18/2014-PC-
11 dated 22.05.2014, it was decided to amend the description of import at sh. No.3 of the published SION No.
A-1475 for the expot product " Purified Terephthalic Acid (PTA)" as details given below:

SION Mo. | From To
{Import item SL No. 3) (import item 8L No. 3)
A-1473 Catalyst T &F _ PTA putification catalyst
{0.50% patladium on carbon)

iCaseNodaabsE  [Pany N Moot NofDwie8- ’ésiaius:cg;; E
1ALCA/2012 ILABORATORIES LIMITED ALCA4/2014 |Deferred
HQ File IRLA File " [LicNo/Date:0910053660 - Defer
[01/82/050/00995/AMI3/ 100R4040/002TOAMIS  PA09Z0N [Date:24.07.2014
Decision :In the light of written comments received from Department of Pharmaceuticals
lvide their OM No. 35011/205/2013-PI(Norms) dated 01.04.2014, it was decided to cail
{from the firm the details of Past Production vis-a- vis Actual consumption of inputs duly
Icertified by Central Excise Authorities.
{The case was deferred for 24.07.2014.
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7 iCase No.:2120/82-ALC4/2013 {Party Name:TORREN
P

P

E _§Meet?~iei1)ate:3}82~ {Status:Case’
ALC4/2014 “Approved |

08052014 Lo

i

[Eie No/Daie 0810115340

. BQFle Date: |




Lo GURHOS0/00DBAM1A]  GOBIAIOAO00RSIAMIS T
| Deecision : Committee ccnssdereci case as per agenda and in consultatmn w;th tachnscal authority
Jpresent in meeting, decided to ratify norms under Para 4.7 of HEP v1 as per SION A-412 with 2 %
wastage:- :
; Export product Export Sl.No. | Import items Qty. allowed ;
§ Qty. 1
1 Molsidomine 2 mg tablet | INo. L. Molsidomine 2.04 mg/tablet !
| Molsidomine 4 mg tablet | 1 No. 1. Molsidomine 408 mgftablet |
RA concerned may take further necessary action as per above decision of N i

: mxfiCase No.:]ﬁ!&:i?ﬁi- e iPan}f Name END SWiF’I‘ - IIEEMeet No!Date?S’.l— - gStatas Case E

IALCHI2812 LABOI{ATOREES LTE., EALOCU‘)U i4 Beferred i

3 HQFile . “R’LA File Ech No/Date: 221001339{} ’Defer

. 01!82?05{)!0] 162#AM13/ 22[24?040!000391AM13! (}9 11 2{}22 ) ;Date 24.07 2054;

Decision It was decided to defer the case for 24.07, 20 14 for comments of Depamnent of
(Pharmaceuticals,

B ICase Ne.11/27/82- Paﬂy Name INDSWIFT 'fMeet No/Date:3/82- fzétatus:.l}eﬁered‘i
JALCA2012 LABORATORIES LTD., E;ALCME(}M innd Re-indexed i
I e 805201 i T

4 HQ File ERLA File iLie.No/Date: 7310013450 [Defer ‘

01/82/050/00966/AMI3/  122124/040/0005/AMIS/ h7122012 |Datex08.05 *>014_
Decision i1t was demded to defer the case for 24, O';" 2014 for comments of Department of
Pharmaceuticals.
e NemAer T Party NameCADILA Meet No/Date:3/82- “Status:Case |
-;’EALC#ZMZ :’EHEAL’I'HCARE L5, : ALCd/Z(]M 5'Deferred ;]
gi—l QFile |RLA File e No/Daie0810117315 |Defer

5 LOI/B2/DS0I013IBAMIY/  LOSDA/04000S6/AMIY o203 iDate24.07. 2014
_=Decxsmn 0t was demded to remind the firm to furmsh acopy of Master batch Formula
?;duly certified by Quality -Control Incharge.

‘The case was deferred for 24.07. 2014

" [Cave No230/82-ALCA2012 {Party Narme: MOREPEN  [Meet NofDate:3/82- EStatns*Case |
g YLABORATORIES LTDL&  ALCA2014 Deferred
1 . MOREPENINTERNATION 1 0B.05.2014 :
6 §sHQ File IRLA File {Lic.No/Date: 0510343975 |Defer :
L01/82/050/01038/AMI3/ 105/24/040/00380/AMIY i23 012013 |Date:27.07. 2034
:Demsmu 1Tt was dec;ded to defer the case ior 24 07.2014 for want of comments of
EDepariment of Pharmaceuticals.

e o BB ABTALCH2013 [Party NameMYLAN Meet NoDatz3/82 |Status:Case
7 LABORATORIES LIMITED |ALCA2014 Deferred
L . ¥ . ospsaold




{HQ File TTURIAFE e No/Dare:910054940 Defer |
$01/82/050/00069/AM 14/ '-E'OQ!ZMMG!GOSZG!AM]?}! 4 gDate 2707 201
:; Bemsmn £n thf: hght c:f wratten comments racewed from Department of Pharmaceutmals vrdeé;
their OM No. 35011/490/2013-PI{Norms) dated 21.04.2014, it was gecided to ratify norms under,
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: :
Export product | Exp. | SLNo. | Import itams Oty.
Qaty. allowed
ke/kg
DARUNAVIR 1kg 1 (38)-3-{tert-Butoxycarbony)amino-1 -chioro-4-pheayl- 159
| (CHLOROKETONE 2-butancne {Chloroketone)
3 ROUTE}
. 2 3 R, 385,64R p-hexahydrofuro{2,3-b] furan-3-yi 4~
nitropheényl carbonate {Mitro Complex) 0.82
3 Isobutylamine 2.06
4 Alusninum isopropoxide 0.38
s Triethanolamine 0.0425
6 Ceca Carbon 0.100
7 Methyiene Dichloride 1000
8 Meshanot 3.00
9 Isopropyl aicohol 2.76
10 Triethylaming 0376 _
i1 M-Methyl-2-pyrrolidone Not shown
in RXN
12. Acetic aeid 159
: 13 Hexang .37
| RA may take approjiriate action as per the decision of Norms Committee,, .

S e [Party NameFORACE  |Meet Nolbate3/g3  [Status:Deffered |
EALC#:’ZO.U EPOL‘.{’MERS (M LT, ALC4!2014 land Re-indexsed! ;
R ___-’03 032018 i é
THQ File : ERLA File 51,1:: Nc)/’[)ate 05 10.:45203 zDefe:r

§ |

01;’82?056;‘()12981AMI3I B 05;’23)’040/004591AM[3/ EG? 02, 2013

E})mamsmml It was dcc1ded Eo defer the case for 24. 07 2014 for corm'.sle.ziﬁs Gf Petmchemmais
§D1v1310n of Department of Chemicals and Petrochemicals.

iDate: 03 05, 2014 %
i
g

: Meet chDate 32‘82— :: Statas Case

“iCase No AR EIALCH0N3 gpmy NameMOREPEN ; 1
! LABORATORIES LTD.&  ALC4/2014 ;;nefermd |
2y . |MOREPEN INTERNATION 08052014 L B
g *H File RLA File T ie.NoDats: 10510350279 §Defer
; §ouszmso;014serm13f =05f24f040/00431fAM13f _ %26 032013 Date:24.072014

§Dec1s1on <1t was dec;ded to defer the case for 24, 07 2014 for commentswéf Department of'
‘{Pharmaceuticals. :

Mteet No/Date:3/82




""" - _?ENT'ER?RIS_E {ALCA2014 "~ Deferred
I i 08052014 |
HQ File EgRLA File ng MNo/Date: 24‘10038645 zDefer
[01/82/050/00112/AM14/  1:24/24/040/00001/AM14/ 109.04.2013 {Date:24,07 2014
Decision: It was decided to defer the case for 24. 07 2054 for comments of Petmchermcais
{Division of Department of Chemicals and Petrochemicals.
T Gase No AR ALCAINT [Party Name:LAKE “iMoei NolDaer3/80.  [StatusiCase |
CHEMICALS PRIVATE HALC4/2014 iDeferred
e CLIMITED 08052014 ; o
§HQ F;le ERL;!; Fila HLic. No/Dates 071(&094921 Defer
LO1/S2/050/00036/AM L4/ 1:07/24/040/00003/AMI4/ 1R.042083 Date:24.07 2024
i iDecision : it was decaded to remind the firm to furnish complete techn:cai details as per
| lappendix -33. The case was deferred for 24.07.2014.
" [Case No.:87/14/82- “Pany Name:ASTRIX ?E'Me'az No/Date3/82-  iStatus:Case
ALC4/2013 {LABORATORIES LTD,, JALCA2014 iDeferred
' . B 08052014 B
12 HQ File RLA File Lic.No/Date: 0910055844 EDefef '
| 01/82/050/00672/AMI4/ :00/24/040/00009/ AM 14/ 23 042013  Dawe:24.07. 2(}14
Decision :1t was dec;ded to defer the case for 24.07.2014 for comments of Department of
Pharmacept_;;:als N
M\_ Case Né‘..ﬂ’m}.}.l}fs} . {Party Néﬁw‘.AGOG PHARMA f.'Meet Mo/Date:3/82- TgStatus Cuse g
HALCA2013 ALTD. ALC4/2014 Deferred i
N 08053014 i i
113 HQ File RLA File [Lic.No/Date:03 10733767 gDefer
7 L0V/B2/050/00383/AM14, - 03/94/040/00075/AM14/ 109052013 Date:24.07. 2014

E Decision It was dec:&ed to defer the case for 24, 07 2014 for comments of Depment of -
| [Pharmaceuticals.

{01/82/050/00325/AM 14/

1:03/95/040/0010/AM I/

T Case No.142/10/82- - §F’arty NameWOCKHARDT  Meet No/Date:3/82- Status:Case

TALCA2013 SLIMITED JALC4/2014 _§]}eferred
L s 08052014 N
114:HQ File ‘RLA File io.No/Date:0310734494 |

Chsesaons

 Date24.07.2014

Precision It was dec1ded to remind DCGE to fumish their comments. The case was!
\defersed for 24.07.2014. '

Case NosUIZNARL

gPartyNameBLUE D!P - ?_;Meet Nof’Date 3!82— : Status:Case
TALC4/Z013 IORGANIC INDUSTRIES,  ALCA2014 iDeferred
‘HQ F ﬂe 'ERLA Fite _ Lsc Nafl)ate 03 lﬂ?aSéiS Defer
3 :01/82/050/00717/AM14/ BBJQMMO/GOG&?!AMMI o "23 052013 Date:24.07.2014

s
i
|

IDecision :It was decided ta defer the case 24.07. 2014 for comments of Depamnent of
Chemicals and Petrochemicals.




" [Case No.:a2/20/82- Tparty NameGLAND  [MestNo/Dae3/82.  [StatusiCase
{ALC42013 'PHARMA LIMITED IALC4/2014 Deferred
I . -
aHQ File RLA Fife “Lic.No/Date: 0910056110 fDefer :
L01R2/050/01028/AM14/  :09724/040/000SAMI4/ (23052013 |Pate:24.07.2014

Z_ Decision :Reply recexved from the firm and sent to Department Gf Pharmaceuticais for
their comments, The case was deferred for 24.07.2014

Coso Nos 133482 [Party Name:CALYX Mest NoDaery/ga.  [StatusiCase
IALCH2013 [CHEMICALS & 1ALC4R014 Deferved

_ [PHARMACEUTICALSLTD, |08.05.2014 L
HOQ File HRLA File Lie. No/Dste: 0310736138 iDefer :
L01/82/050/00718/AM 14/ 103/94/040/00S3T/AMI3/ 30052013 . iDate07.08, 2014

;: Dreciston ; In the light of written comments recewed from Departmmt of Pharmaceutzcals
{171vide their OM No. 35011/736/2013-PI{Norms) dated 21.04.2014, it was decided to call

| from the firm the following technical details:

11. Complete technical details as per Appendix 33 :
12. Past production vis-avis Actual consumption of inputs duly certified by Central Excise
Authorities,

{The case was deferred for 07082014

Case No.156/14/82- [Party Name:EYTAN LABS ~Meet NoDaterd/82- Status:Case
ALC4R2013 LIMITED _ ALCA/2014 IDeferred
1oL S e 193052014 .
18 HQ File iRLA File Lic. MNo/Dale:0010056288 iDefer
DI/BRI0S0/00741/AMLE/  [09724/040/00087/AMLY/ 107062013 Date:24.07.2014

Decision :lt was decidad to defer the case for 24. 07 2014 for com.ments of Depattment of |
| [Pharmaceuticals. =

Casé Na.:’?‘f{.l 4/82- o .'fParty Name GLAND o Meet WNo/Date:3/82- :Stat.us:{fase“
1ALC4S2013 :;PHARMA LIMITED 1ALCA/2014 tDeferred
[ S e, 08052014 -
i19 {HQ File 5 RLA Ylle . ilde No/Date: 0950056304 Deier :
1 01/82/050/00662/AM 14/ 109/24/040/00106/AM14/ 210 06.2013 iDate:24.07, ’7014

| iDecision sReply received from the firm and sent to Depmﬂneni of Pharmaceutjcals for
| itheir comments. The case was deferred for 24.07.2014.

.....

i WCase Na.:195750/82- ii?arty Name: MALLADI ﬁiMeetNe!Date:BfSZ— Status:Case
T HALCA/Z013 E;DRUGS & k IALCH2014 EDeferred
IPHARMACEUTICALS 108.05.2014 é
. . LIMITED i
| O File IRLA File 'E?L;cNozDate 0410147196 gmefer
20 i O1/S2/050/00382/AMI4/  L04724/040/00048/AM Y (17.062013 IDare:24.07, 2014

iDecision : it was decided 10 give last reminder the f irm 1o fumzsh the followmg techaical
idetails:

Is The firn has applied the norms from Guannosine. However, the chemisiry is gwen from
2-Amino Adenosine Stage. po




i Copy of techmcal hterature in suppo:t of ylelds envrsaged may be furnished.
;* Past production vis-avis Actual consumption of all the imported inputs duly certified by
!Centrai Excise Authority for past 3 years may be furnished 1
‘The case was deferred for 24.07..2014. §
" ICase No.:40/12/82- TPary NameSMILAX  [Mcer No/Date:3/82-  Status:Case
EEALC&ZQIES ILABORATORIES LIMITED ALC4/2014 Deferred
08052014 e
1 IHQFike 'RLA File TLic No/Date:0910056355 {Defer ;
1 OVEOS0/00464/AMIYY 09/24/0401’0(}1 13/AM14/ 17.06.2013 j Date:24.07.2014:
Decision It was decided to remind the firm to furnish the i&llowmg techmcai details from :
12} -the firn:
(a) End use of Export product . In case of Drug- intermediate, name of the bulk drug
‘tmanufactured from it may be given. ;
i(b) Stepwise complete and balanced chemical reaction showing utilization of ethyl Cyano
{Acetate and Diethyl malonate, their Mot, Wt. and % yield on molar basis. 1
|The case was deferred for 24.07.2014.2004,
T Case No.-28/12/82- ‘Party Name:BLISS GVS Mt No/Dater3/82- [Stafus:Case -
CALCAI2003 SPHARMA LTDH. E_EALCMZG 14 ‘Deferred
HQ File “RLA File 4 Llc NofDate a3 16?38193 Defer :
§OUBXOR00452/AMIA 03{‘94/040/0&"45!;&!‘4114;’ » 19 06,2013 ;ﬁ Date: 24.07. L2014
222 Decision it was dec:ded to remind the firm to ﬁzm:sh the foiiowmg techmcal details:
1. COA for foreign supplier indicating Potency of Nystatin imported under present A.A
2. Detailed caleulation of arriving at the quantity of AP applied.
{The case was deferred for 24.07.2014,
“(Case Nos1837082-  [Pany Name:VIVEK Meet No/Date:3/82-  [Status:Case
SALC42013 PHARMACHEM (INIHAY ALCH2014 Deferred
LN eTEy 08052004 L
23 HQ File IRLA File Lic.NofDate; 1316043416 |Defer !
101/82/050/00366/AM 14/ i1 13/24/040/00032/AM1 2/ 19062013 '; Date:24.07.2014:
Decision :It was &ecxded 1o call for copy DML (Drug Manufactunng Lmance) from the
[firm. The case was deferred for 24.07.2014
.'_.Cﬁsé.'ﬁ.e..:z.zfﬁiﬁz- - Par:y NameINDQFlL Meet MoDate:3/82- Status:Case
ALCA2013 AINDUSTRIES LTD. HALCAZ014 Deferred
Lo o 108052014 e
24:HQ File JSRLA File ie.No/Date:0310738404 |Defer
201/82/050/00446/AM 14/ 103/94/040/00197/AM 14/ 220 06.2013 iDae24.07.20 14

§D ecision It was decided o defer the case for 24, 0’? 2014 for comments cf Departmem of |
_(Chemicals and Petrochemicals

ALC412013

Case No111/10/82-

"Party Name:STERICAT

: 3;l\.fieet No/Date:3/82-
JALC4014

E;EStaws:Case

Deferred

_IGUTSTRINGS PVT. LTD.
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E{}g {}5 2014 R

O File

LOU/B2/050/00294/ 4014/

';’RLA'Fﬂé .
H05/24/040/00091/AM14/

éﬁuc No/Date:05 10358000 ?Defer

25.06.2013

Date 24.07. 20i4

Decision :It was dec1ded to defer the case for 24. 07 2014 for conﬁ.ﬁ.ents of Department of

VAP
" Case Nov:90/14/82- Party Narﬁe:M‘?LAN Meet ﬂﬁ/ﬁ)ﬂteﬁf&iz‘- IStatus:Case
TALC4/2033 SLABORATORIES LIMITED | AI_.CéUEOM HDeferred
ing: HQ File JRLA File § Lie. No!Date 091{)056460 Defer :
T BOT/B/050/0067S/AMI4/ :09/24/040/00128/AM14/ 26062013 {Date:24.07. 20]4

‘{Pharmageuticals.

Decision :It was demdéé to defer the case for 24 (}7 2014 for comments of Department Gf

Case Nos {21482

Party Name:RECKON

‘iMeet No/Date:3/82-

_ ' Status:Case
SALCAZ013 SDIAGNOSTICS PVT. LTD.  JALC42014 Deferred
i 08082014
HQ F lie SRLA File “Lic. NofDate: 34i0037268 Defet ;
SO1BAOS000TST/AM4/ 342 74/040/000441AM14/ 127062013 1Dt 24.07, 2054

i

i
8!
i

27 Decision :Department of Biotechnology vide thelr 1etter NO. BTfIL!OSBQSQOB«PID
i idated 26.12.2013 has requested the firm to fumish the copy of Manufacturing process
Hlow chart, copy DML (Drug Manufacturing Licence),Batch Manufacturing Record and
iclarification on the quantities of import inputs (whether it is in Grams or in Milligrams)

{ imentioned in the application.
| The case was deferred for 24.07.2014.

....... Case No.:201/10/82- {Party Name; SHASUN [Meet No/Date:3/82- [ Status:Case
FALC4/2013 PHARMACEUTICALS SALC4A2014 iDeferred
HQ) File RLA Filg = Llc Nw‘!)ate 041{) 147551 Defer '
EU/821050/00384/AM T4/ H04/24/040/00063/AM IS 127.06.2013 f Date:24.07. 2014

28

[The case was deferred for 24.07.2014.

iDeciston : In the light of written comments re:cewed from Deparﬁﬁent af Pha;cmaceutzmls
ivide their OM No. 35011/715/2013-PI(Norms) dated 21.04.2014, it was decided to call
E_from the firm a copy of Master Batch Forrula duly certified by Quality Control Incharge.

Case Nou:173/14/83-

{Party Name:ALEMBIC  Meet No/Datera/83-  Status:Case |
JALC4/2013 IPHARMACEUTICALS LTD |ALC4/2014 iDeferred
I99/HQ File iRLA File Lie.No/Date34 10037281 [Defer
| EOLB2/050/00TSHAMIA,  L34/24/040/00065/AMI4  101.07.2013 Date:24.07.2014;

iDecision :t was demded to defer the case for 24. {)7 2014 for ceniﬁlents of Department of

LIMITED

{Pharmaceuticals.
T iCase No.:24/12/82- [Party Name: WOCKHARDT  Meet No/Date:3/82- Status:Case
30{ALC42013 IALCA/2014 eferred
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1 [HQFile TURLAFile “lLic No/Date:0310739850 |Defer \

| [OUB2/050/0044FAMI4/  [03OS0I00025GAMIY (02072013 (Dare24 07 2014

| Decision :It was decided to remind DCGI to furmsh their comment& The: case Was
(deferred for 24.07.2014. |

T Case No.:44/12/82- (Party Name:ENCUBE  [Most No/Daie:3/82-  [StatusiCase -
JALC4/2013 ETHICALS PYT LTD {ALCAR2014 ‘Deferred

I T o 08052014 i

i3 HQ File iRLA File Lic.No/Date: e 20740922 Defer

| 101/82/050/00468/AM1Y  L03/94/040N0306IAMIA/ 110072013 IDate:24.07 ?{m

| Decision :Reply recewed from the firm and sent to Department of Phannaceuncals for

 their comments. The case was deferred for 24.07.2014.

e Neewg T [Party Name:AUCHYMARS  Meat No/Date3/82- Status:Case
TALCA/Z013 ACM BM PRIVATE LIMITED - :ALCAWEGM '1I)efermd

I . NS T _ sos2014 E

ia7 HQ File ‘RLA File Lo No/Datc:0410147942 - Defer
01/82/050/00745/AMI4/  1:04/24/040/000S0/AMIA! 111072013 T ipatexa. e*ggq_iz_g
+Decision It was demded to defer the case for 24 0‘7 2014 for comments of Department of
[Pharmaceuticals,

i N SR ALCAA0T ~[Pary Name:TORRENT Mot No/Date:3/82- “[status:Case.
: TPHARMACEUTICALS LTD, géALCdWOM JApproved
SHQ Fils JRLA File Lic ani)ate OS 10122’?89 Defer Date:

| 01/82/050/01035(AM14/  08/24/040/00157/AMI4S hsorzots _

% ;I)eclsmn : Ccmmﬂtee considered case as per agenda and in consultatscn W|th technlc:ai

: 3_ authority present in meeting, decided to ratify norms under Para 4.7 of HBP v1 as per SION A~412
Swith 2 % wasiage:-

: 335 Export product Export SiNo. | Import items Qty. alfowed

Qty.

: Torasernide Tablet 5 mg | INo, i. Torasemide 510 mg{mbiet
A Torasemide Heumamn 3 mg
4 Tablotien 1.
A Tornsemide Tablet # mg i 1 No. 1. Torasemide 10,20 mg/tablet
4 Torasemide Heumann 10 mg :
A Tablesten J
.ésf‘.‘j‘ concerned may take further necessary action as per above decision of NC.
: .(.3#5.3 No _6(}]!4!82- PartyNameGLAND o .":?I';f[eet. Nof[}ateﬁ/sL iStatus:Case '
SALCA2053 IPHARMA LIMITED _AL04/2014 Deferrved

a4 1HQ File HRLA File ich Nﬂf]}ate 09 10056"?72 Defer
0!!82!{}50!00645/AMMI o 09;‘24/040!@0085:’AMI4/ :16.07. 2033 B i Drate:24.07, 2014

Decision : In the light of written comments recewcd from Department af Pharmaceutlcais
(vide their OM No. 3501 1/696/2013-P1(Norms) dated 21.04.2014, it was declded to call




* [from the fiem the following tochical details:
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i+ Complete technical details as per Appendix 33 for conversion of RCB Diel to
{Recuronium Bromide used in the export product.

[ »Copy of Master Batch Formula duly verified by Quality Conirol Incharge

| » Batch Log Sheet for the recent 5 Batches. Central Excise Certificate for past 3 years.

| » Past Production vis-a-vis Actual consumption of raw materials duly certified by Caﬁtral
{Excise Authorities.

[The case was deferred for 24.07.2014.

“CosoNoabidRz.  [Party e o Due 363, {Status:Case

|ALCA2013 immma PVT.LTD, 1ALCH2014 eerred

351 HQ File RLA File Lm NﬁiData 0710006793 EDefer :
[OVB0SO00GIAMIY  LOTRADA0I0IOTIAMIY. 317 072013 Date24.07.2014

i Decision :1t was decided 1o defer the case for 24. 072014 for comments of Depaﬁment of |
| [Pharmaceuticals. |
[“lCase Noalz82. ;-'Mgaﬁ;ﬁ SEREST ™ Mewt NoDaie 382, [StatusiCase
JALCAR01S iLTMlTED ;EALCMQG i4 ';g'Deferred
IR T R T 08.05.2014 4
i34 HQ File ARLA File ?iLm JNo/Drate: 0310741992 EDefer
7 101/82/050/00445/AM 14/ LOY/OS/040/0030/AMIY 18072013 Dateddd7 zam
; Decision :1t was decided to remind DCGI to furmsh their comments The case was
| ideferred for 24.07.2014. ]
laeterred 0T SR T VAR !
m C.a.ase ﬁﬂ.:68117!8i; T Paﬂy Name”BHARAT - :;iﬂfieet ﬂﬁfDé!e:B!SZM . S.iatus:(}asew
JALCA2013 \_PARENTERALS LTD, :ZALC@EOM ‘i Deferred
137 [HQ File ;RLA Fite iuc No/Date 3410037475 Beter
T 101/82/050/00950/AMI4 342104000V 6IAMIY 23072003 iDate:24.07- 2014
{Dec;smn :Jt was decided to defer the case for 24.07. 2014 for comments of Department of °
Pharmaceuticals,
IEEMM:ECasé _Na.':'s}zsizzszn gi’arty NmneUNIJULES LIFE .IE_Ii‘.Jieet Nofbéte:éisz: lﬁ_%Stafﬁs:Case -
i IALCA2013 }‘Z’SCIENCES LTh. 1ALC4/2014 '1§Def.erred
Do e 08052014 !
1 O File RLA File e o/ Date:03 10742481 EDefer '
| LOUS20S0004T6/AMIY 103/05/040/00305/AMIY 3072013 Date24.07, 2014
138 1Decision .t was decided to remind the firm to furnish the follomng techmcal details:
{14 Technical details as per Appendix 33 for conversion of Gadolinium to Gadopenteate
‘Dimeglumine.
7 Volume of the Injection /Vial to be exported.
{The case was deferred for 24.07.2014




i3
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01/82/050/00184/AM 14/

2 07!”4/’(54{11(}6111/!\[\11}41’

["iCase No<1/19/83-ALC4/2013 Party Name: AUROBINDO  Meet No/Date:3/82- [StatusiCase |
§ APHARMA LIMITED HALCH/2014 Deferred
[ _[08.03.2014 :
39 HQ File {RLA File Lic.No/Date: 0510056854 (Dofer
[ LOVBZAOSO/00946/AMIA/  109/24/040/00176/AM14/ 24072013 Date:24.07. ’3014:
2 Decision :It was decided to defer the case for 24. 07.2614 for comments of Depamnent of :
| {Pharmaceuticals,
" [Case No.46/14/82- IParty Name:MYLAN " Mieol No/Date:3/82-  (Status-Case |
SALCA4/2013 ILARORATORIES LIMITED ALC4/2014 '; Deferred
lapHQ File “RLA File : [Lic-Mo/Date:091 0056909 - Defer :
101/82/050/0063 /AMI4/  HOS24/040001RS/AMIA 25072013 - Date24.07.2014
Decision It was decided to send a copy of apphcatmn agam to Department of
‘Pharmaceuticals for their comments The case was deferred for24.07.2014
w Case No.:24/17/82- Party 'l\fﬁr.ne::SM.I.LAX - ;. .Mee.t No/Date:é./.SZI- iStatus:Case
JALC4I013 SLABORATORIES LIMITED  ALC4/2(14 Deferred
141 HQ File RLA File : Llc NofDate 6910056902 Defm :
1 [0UB2/050/0D886/AM14/  [:09/24/040/001 BU/AMI4/  125.07.2013 {Date:24.07 2014
Decision :It was decided to defer the case for 24. G'f 2014 for com:ments of Department of ‘_
| {Pharmaceuticals |
" Case No.:43/12/82- “Party Name AMI ORGANICS Meet No/Date:3/82-  [Status:Case
{ALC42013 iPVT LTD. HALCA/2014 Deferred
L4z HQ File : RLA File Lic. No/Date-52 10040038 ;Defer
1 L0L/82/050/0046T/AMIA, 52!24104@'00915/;&!\&141 130072013 iDate:24.07. 2014
Decision :It was decided to defer the case for 24.07.2014 for comments of Department of
O, e
[ Cave Not1/10/82-ALCA/2013 Party Name:MICRO LABS  [Meet No/Date:3/83-  Status:Case
LTD ALCY/2014 iDeferred
IR T | i 08052014 Ao
i IHQ File ERLA File T ic No/Date:07 1009718 ;Defer

430.07.2013 Datei24.07 2014

1Decision :lt was decad.ed to call from the f:rm - detailed Jjustifi caﬁon fc}r the import of
11039.076 kg of AP against the present advance authorization. The case was deferred for

| 124072014
” Case Nozszsz- T ParzyNameMSN . Meet No/Date: /82~ “Status:Case
1ALC4/2083 ILABORATORIES PRIVATE HALC4/2014 ';;Beferred
o UMITED 08052014
244 HOQ File ‘RLA File iLie, No/Date: 091005607
1 L01/B2/050/00607/AM 14/ 09/2410405001921%1141* 131072013

{Pharmaceuticals,

Pecigion 1t was demdeﬁ to defer the case for 24. 07 2014 for comments of Department Gf
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ﬁ C;SQN;;.:;!S{I:UB} iPartyNameLOUES ..f.MeetNofDate:Sz’.SZ—. HStatus:Case
HALC42013 PHARMACEUTICALS PVT  JALC4/2014 §Deferred
. .'s'LTD e 3052014 T
ZHQ File 5;RLA Flie Lic.Mo/Date: 0910057008 Deter
i 0ti823050!00633iAM§4/ o 09&41’04&1’00200/}%1&414;’ 62082083 iDate:24.07.2014:
| ‘Decision :It was decided remind the firm to furnish the follomng mformatmn - :
‘a5:(a) Complete technical details as per Appendix 33.
1(by COA of imported R.M. from the Foreign Supplier.
(e} COA of the export item. .
H{d) Past production vis-a-vis actual consumption of inputs duly certified by Central Excise
iAuthority,
{The case was deferred for 24.07.2014
T ICase Now 101382, iparty NameRA CHEM (Mool NofDate:3/82-  [Status:Case.
JALEL42013 SPHARMA LIMITED HALCAS2014 : appmvc{l '
AT T 508 052014
THQ File “RLA File :'3Lm Mo/Date: 09;9657&30 Defer Date: |
LO1/82/050/00577/AMIA, '_ 200/24/040/00204/AM 14/ (}5 082013 E
Decision : In the light of earl;er decision taken by NC in its 1/82 meetmg dated 10 04 2014 1t-§
: iwas decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by,
(46the firm, whichever is less: ;
Export product Exp. Qty. | SLNo. | Import items _ Qty. allowed
DANTRON tkg 1 1,8-Dinitro Anthraquinoline 172
2. Actone 113
5 3. Toluene 140
__IRAmay take appropriate action as per the decision of Norms Committee.
m Cése N045/14182— T Party NaméﬁAC’EBRIGH;T. E MeetNoz’DateSlSZ« T éﬁ{us.:éa.se” .
1ALCA2013 S(INDIAY PHARMA PVT LTD, JALC4/2014 ‘Deferred
: 08052014
147 HQ File RLA File [Lic No/Date:0710097392 [Defer 2
7 E0/82/050/00630/AMI4/ 07/’24f04ﬂ!0m.:7/AM14/ 406.08.2013 Date;24.07.2014.
Decision :1t was decided to remind the firm to furnish complete techmca} details as per.
Appendix 33. The case was deferred for 24072014,
CCase E.'io..:-iﬁf..lﬂtfﬁb T iPariy Name:CTX Méé.t.i\'io/Daté:S.fB% | EStat.u.s.:Case
SALCH26813 §§L}'F ESCIENCES PVT LID, ALC#!ZGM fgﬂefermd
HQ File RLA File ‘Lic No/Date:0310744552 §1’>efez _
?431 O1/B2/050/00625/AM 14/ E 03/94/040/00307/AM 14/ 07.08.2013 o bae24 07, 2014
| Decision 1it was dec:ded to call from the firm following mformaﬂon -
1(a) Complete technical details as per Appendix 33. :
(b} Past production vis-a-vis actual consumption of inputs duly certified by Cantral Exczse
1Authority. wo
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{The case was deferred for 24.07.2014

Case No.165/14/82- Party Name:MEDREICH Meet NofDate:3/82- iStatus:Case
ALC4/2013 LIMITED 1ALC4/2014 ‘Deferred
|i108.05.2014 :

49 HQ Fl]e RLA File HLicNo/Date: G7i0097410 szfer

OUBZASOO0TSIAMIA/  OT/24/040/001357AM 14/ 107.08.2013 Date:24.07. 2014

Decision It was decided to defer the case for 24, 0? 2014 for comments of Departmem of

| The case was deferred for 24.07.2014.

[Case No.:34/13/82- [Party Name: WANBURY  Meet Noate:3/82-  [Status:Case
ALC472013 'LIMITED(FORMERLY ALC472014 'Deferred
: PEARL ORGANICSLTD) =~ 108.05.2014 i

T

THQ File IRLA File Lic No/Date:03 10744838 ;Defer
LOUB2050/00SI0/AM 14/ LO3/O5/040/0013UAMI4 12082013 T IDatena.072084

iDecision : It was decided to call fmm the finm complete technical detaﬂs as per Appendlx
133

5

iStatus:Case
iDeferred

[Case No.:147/14/82- {Party Name:MYLAN
ALC4/2013 LABORATORIES LIMITED |

HOQFile RLAF };mmmate 0510057191 [Defer "
LOU/S2I0500073/AMI4/  0924/040/0020L/AMI4/ 114082013 Date:24.07.2014.

1Decision :1t was demded to defer the case for 24. 07.2014 for commeﬂts of Departmen’: of
{Pharmacenticals

CiCase Noo12a e Party Name-WANBURY  Mest No/Date:3/82-  Status:Case

ALC4/2013 ILIMITED(FORMERLY (ALC422014 |Deferred
f APEARL ORGANICS LTD) (08052014

splaEle  IRLA File TLic No/Date:0310745264 [Defer

1:B1/82/050/00707/AM14/  103/95/040/00203/AMI4/  114.082013 1Date:24.07, 2014

Decision 1t was decided to defer the case for 24, 072014 for comments of Department of

{Case No.:66/14/82- .';.Party Name: SRINI R ‘Meet No/Date:3/82- {Status:Case
HALCA/2H13 IPHARMACEUTICALS LTD,, [ALC4/2014 iDeferred
; 108.052014 :

s3HQFile 'RLA Fite e Yo/ Date-0910057203 Defer

O1/32/050/0065 /AMIA/  [09/24/040/00216/AM14/  16.08.2013 {Date:24.072014

iDecision (It was dec;ded to defer the case for 24, 07 2014 for comments of Department of
Pharmaceuticals -

P ~ /PEARL ORGANICSLTD)  08.05.2014

: Ca;é Nn 1 .2.1 ff 4182~ E§P;A.rty Namew AN’B URY : §Meet No! Date 3/ 82~ Statns:Case
JALCAR20613 . AIMITED(FORMERLY EALC#/EO i4 ;Deferred

WQFEEe o RLAFR .'ihicNﬂfDﬂ‘Ef’ﬁU""*ﬁS?ﬁ;Dﬁfef
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[B1/82050/00706/AMI4! [03/95/040/00305/AM 13/

16 08 20i3

" [Date24.07.2014 ]

4 Decision +1t was decided to defer the case for 24.07.2014 for comments of Departmem of
4o Pharmaceuﬂca!s e

iCase No.34/14/82° Party Name:SMILAX [Meel No/Date /82 StatusiCase
1ALC4/2013 LABORATORIES LIMITED | ALC4/2014 Deferred
e e, 08.05.2014 '

iHQ File RLA File 1Lic.No/Date:0910057244 Defer :
LOUS20S0/00619/AMI4!  L09/24/040/0023/AMI4/ (19082013 Date:24.07.2014

Decision it was demded to defer the case for 24. 07 2014 for comments of Department of

56

“iCase No.117/14/82-  [Pary Name:MAC CHEM  [Moet NoDate3/ane — Starusian ™
IALC472013 PRODUCTS (INDIA) ALC4/2014 Deferred
Ao iPRIVATELIMITED 08052014
SHQ File J{RLA File ‘iLic.No/Date: i [0745962 Defer :
01/820050/0070/AM14/  L03/95/040/00407/AMIS/ 120082015 ‘Date24.07.2014

EDeusmn It was dec;ded to call for DML (I)fug Manufacturmg Llcence) percentage:
‘content of buffering agent in the export product from the firm. The case was deferred for

| [24.07.2014
m Case No.:26/14/82- ?ﬁﬁy Name:MYLAN - Meet N’éﬁ.ﬁ.;ate:éféz»- . If; S.t.mus.:(ﬁase
TALCA2013 ALABORATORIES LIMITED HALCAZ2014 Deferred
08052014 e
1574HQ File IRLA File Lic.No/Dater 0910057247 Defer :
1 ROI/B2/050/00611/AMI4/  109/24/040/00190/AM 14/ 120082013 1Date:24.07. 2014
. Deeision :Jt was decided to defer the case for 24. G? 20 14 for comments of Department of !
i Pharmaceuticals
[Case Nowr3/12/82-ALCAIZ013 Party Name:ACT A VIS ‘Moot No/Date:3/82- IStatus:Case
: PHARMA ALCA/2014 ADeferred
MANUFACTURING 4080520614 :
PEIHQ File /RLA File HLic.No/Date:0410148864 Defer :
| QUB2ASOO0AZUAMIA/  L04/24/040/00095/AMI4/  22.082013 iDate:24.07 2014

Decision :It was demded to send a copy of apphcat;on again to DC{}I for thexr comments.
(bofution of import items contains 8% water). The case was deferred for 24.07.2014.

iCase N34G2 [Party Neme:ALEMBIC Vet No/Dated s 'étatﬁs:beﬁereé;;
IALC4/2013 PHARMACEUTICALS LTD ALC4/2014 and Re-indexed.
i I 08052014
59 HQ File {RLA File iLic. No/Date: 3410@37799 Defer {
DI/BZ0SON006TT/AMIA/  1:34/24/04000110/AMI4/  22.082013 Date:24.07.2014.
Decision : [t was decuied to defer the case for 24 0? 2014 for cﬂmments of Depamnent oi
_{Pharmaceuticals.
50 [Case No.:10/17/85- [Party Name-BELOOR BAYIR |Mest Naf[)ate 342 iStatas: Case
Y IALC372013 BIOTECH LTD, CIALCARDIA - T iDeferre

i
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{HQ Fite TRLA File fLm No/Date:0710097664 iﬁefer -

LOUBS/050/00113/AM 4/ LOT4/040/001SOAMIY h20s2013  Dete2dl7 2014

iDecision 1t was demded to defer the case for 24 07 7014 for c:omments of Department of %
| [Pharmaceuticals.

e Neise [Parly Name:VIVIMED TABS [Mest NofDate-3/82- m:"isiatﬁs:(:ase'
JALC4/2013 SLIMITED HALCA2014 :El)eferred
D B0320M, A

1 HQ File iRLA File Hlie, No/Date: 0930057280 gDefer
LOUROSO0063NAMIY  0ORAAONCSUAMIY 22082018 Date24.07.2014
iDecision :1t was decided to defer the case for 24. 07.2014 for comments of Department of .
‘Pharmaceuticals. :

2624,

Caoo Nos115/14/82- arty Namo-RIOCARE INDIA Thtest No/Date3/82- " iatusiCase
ALC4R013 EPRWATE LIMITED. TALCA/2014 Deferred
R | o ojespszola i
AHQ File ;RLA Fiie ie. No/Date: 0310746634 Defer

|01/82/050/00700/AM 14/ E03/9S/040/00400AMIY | 3082013 |Date:24.07.2014

Decision : In the light of written comments teceived from Department of Pharmaceutscals :
vide their OM Ne. 35011/635/2013-PI(Norms) dated 04.03.2014, it was decided to call
‘rom the firm the following technical details:

1) Bxport Iterns 1 and 3 are APT's {(100%) and should not fall under chapter 30. The firm
ishould be advised to give correct and relevant HS code

ii) whether any chemical reaction is involved in the manufacture of Dimethicone. 1f 50,
lcomplete details of reaction, Mol, weight and % yield on molar basis may be furnished.

Hit) Past production vis-a-vis actual consumption of inputs duly certified by Central Excise :
Authorities be furnished for last 3 years. :

' :3
| [The case was deforred for 24.07.2014.

|The case was deferred for 24.07.2014.

iCaeNoosS/3EZ | Pary S RCUR  MestNoDate:3/82  (Status:Case
ALC4f2013 -;.LABORATORIES LTD. [ALCAR014 Deferred
| VHQ File ! RLA Fite %§ch Ho/Date: 0810134120 Defer
el |01/82/050/00564/AM14/ ;0822410400003 /AMIY 126082013 IDate:24.07.2014

‘Pecision : It was demded to remind the firm cupy of Drug Manuiacturmg Licence
Talongwith list of Approved items showing composition of export product.

o Nerisaiamz  [Pany Name: MYLAN Mot NoiDaie:3/82- StatusiCase
ALC42013 i}.,ABoaAmR]Es LIMITED | ALC4/2014 _i})eferred
. e ____-=ag 052014

i54 HQ File ,RLA File fLie) NoiDate:0910057368 ?Defe;

% lotszos0i00737AMIa 0924040002 LVAMIY  RTOB20TS |Date24.072014

Decision 11t was decided to defer the case for 24, O? 2014 for comenis ef Department of

| iPharmaceuticals.
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“Case No.:116/14/82- o ?arty Nf;rﬁeUN‘{JULESLlFE . M.eét No)Date:fiiSZ— o {Status:Case
JALCA2013 ISCIENCES L1D. JALCA/2014 Deferred
JHQ File CRLA File L.ic NofDate {)3 10’?4?{)?9 iDeter
TO1/82/050/00701/AMI4/ . 03)’9“040?002]5!;%1‘-&14/ | iE7082013 iDate 24.07. 2014
'Decision :1t was decided to defer the case for 24. 07.2014 for coments of Department ef
_ Pharmaceuticals. .
TiCase Nb.:51i14!82-Ai;C3!2813 Party Name RATNAMANI BEO Meet No/ﬁate::a‘isz- : Stétus:Case;
CHEMICALS & 1ALC4N014 {Approved
PHARMACEUTECALS PVT, (108052014 :
HHQ File : RLA Fﬂe LicNo/Date:34 10037783 'Defer Date:
101/82/050/00636/AM 14/ 34/24/040/00125/AM 144 02092013 : 5

‘Decision : In the light of written comments received from Department of Chemmals and
{Petrochemicals vide their U.0 No. 14010/23/2014-Ch Ul dated 24.06.2014, it was decided
ito ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the
firm, whichever is less:

66 .
Export product Exp. | SLNo. | Import items Qty. allowed
Qty.
: 2, 3-Dickioro Benroy Cyanide 1kg 1. 2 3-Dichlaro Toluene 0952 kg
2,3-Dichloro Benzoic Acid l ke 1. 2.3-Dighloro Teluene 0.890 kg
: . 2,3-Dichiore Tol Ki}
“§2.3-Dichlore Benzoyl Chlgride 1 kg ! ioorg Tolnens 1079 ke
: 2. Cuprous Cyanide 0.604 kg
[RA may take appropriate action as per the decision of Norms Committee.
" Case No.-43/16/82- artf.’.ﬁame:SYMBIDTEC '%Maet No/Date:3/82- “IStatus:Case
ALC42013 SPHARMALAR LTD., ALC.«:UEO 14 Deferred
g7 HQ File {RLA File sm No/Date:6 10002765 Dofer
| L0U/SI0S0/00856/AM 4/ 1562400400001 T/AMI4/  03.09.2013 Date:24.07.2014
Decigion :It was dec:dcd to send a copy of apphcatmn agam to Department of
Pharmaceuticals for their comments. The case was deferred for 24.07.2014
N Case No.:53!14!é£ Pany NameSTERILEINDIAMeet Naﬁ)a{ezB/ﬁZ- =Status Case o
ALC4/2013 PRIVATE LIMITED HALCA2014 i
168 [HQ File RLA File Lic. No/Date:0510364653 |Defer ;
| L01/B2/050/00638/AM14/  H05/24/040/00203/AM14/  105.09.2013  IDate:24.072014:
i Decision :It was decided to defer the case for 24. 07. 2014 for comments s of Department of
{ Pharmeceaticals, e |

EgCase No:176/14/82-  Party Name:AMI
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] §ALC4!2{}13 {IFESCIENCES P LTD ALCAR2014 Deferred |

- . T 052014 :
’HQ File ‘RLA Fite “ILicNo/Date: 3410037845 Defer

101/B2/0S0/0076 UAMI4! - 34/24/040/00132/AMIY/ 106092013 IDate:24.07.2014

| Decision :It was decided to defer the case for 24.07.2014 for comments of Departmr:nt of
| /Pharmaceuticals.

“iCase Mo 103/14/82- Iparty NameNTAS ‘Moot NoDate:d/82- Status:Case |
lALC42013 ;‘PHARMACEUTICALS LTD., [ALC#2014 \Deferred

o B o lososoa E

-7{)?_ HQ File EI{L:’v’x Flle :Llc MNo/ate: 0810]‘?45@1 Defer i

LOUS2050/0068/AMLY  08DA0A00020AMIY 106092013 {Date24.072014.

y Decision :It was decided to defer the case for 24.07. 2014 for comments of Department of
| [Pharmaceuticals,

[ [Case No.iS6/14/82- Doy NameVIVEK Moot No/Date:3/82- [Status:Case

1o ALCA2013 1EP'HARMACHEM. {INDIA)} :'§ALC4;‘2014 {Deferred

O T 1. ___503052014 .

171 HQ File ;RLA File gL;c Mo/Date: 1310043273 Defor
{OUB2/050/0064 /AMI4/  :13/24/040/0002UAMIAL 09092013 Date:24.07 2014
‘Decision 1t was demded to defer the case for 24. 07 2014 for cmmnents of Depax’tment of
[Pharmaceuticals. -

" {Case No.:54/17/82- e Nae GIREX [Meet No/Date:3782- Mngtaéus:CQse
TALCA/I0E3 'EEPHARMACEUT],CAL’S JALCA2014 j_EDcferreé

L unmED o 080520 £

472:iHQ File ;RLA File {Lic.No/Date:091 EOG57537 zDefer

| L01/S2050/00916/AM14/  [09/24/040/00258IAMIS/ 10092013 Dsed47. 2014
Decision :It was demded to defer the case for 24.07. 2014 for commems of Departmcnt of
‘Pharmaceuticals.

N [Paty NameMACLEODS _Meet NeDae 33 [StatusiCase
TALCA0LE PH HARMACEUTICALS LTD. %ALC4;’20M '§Deferred

13:HQ File :RLA Flie 3-;Ltc Nm’Da{e 03 10743925 Defer
L0UR2/0S0/0073UAMIA  T039/040/0046SAMIY (0092013 {Date:24.07 2034

1 Decision :It was decided ta defer the case for 24. 0'? 2014 for comments of Departmem of

| |Pharmaceuticals.

Case Noma0383. | [pany e ROASIV  [Moei No/Dare:3/82- | [StatusiCase
'gALCMim RASAYAN PVT.LTD =.§ALC4KZO 14 'g})eferred

114 iHQ File %RLA File -‘LlcNoiDate 5710040190 Defer

: ;; 01/82/050/00224/AM1S/ 3 15224/040/00022/AM 14/ 112.09, 2003 Date:24.07. 2034
Decision :Reply recewed and sent fo I}epaﬂment ef C&PC for thmr conunents. The case
ie

| s deferredfor 24.07.2014,
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CaseNoél’:!l 7/82- ) “Party Name:DDR REDDYS Meet No/Date.3/82~ :Statws: Case
ALC4/2013 LABORATORIES LIMITED ALCAI2014 Beferred
I _ 08.05.2014 N
75; HQ File RLA File “Lic NoiDate 69]0057546 Defer
| L01/32/050/00525/AM 14/ 1:09724/D40/0026 /AMIY  13.092013 iDate:24.07. 2{}14
i Decision 11t was demded to defer the case for 24.07. 2014 for comments of Department of
1 Pharmaceuticals,

“[Case No.10/16/82-  |Party Name:STERICON Meet No/Date3/82 [Status:Case
JALCAZ013 PPHARMA PVT LTD, SALCA2014 Peferrved
L os0s20l4 i

i iHQFile SRLA File iLic No/Date:0710098284 | Defer
Iyg FO1/82/050/00823/AMI4/  [OT/24/040/0020/AMIA/ 116092015 Date:24.07.2014
Decision : It was demded to remind the firm to furmsh acopy of Drug Manufasturmg
‘licence, from the firm, for each export item.
1 The case was deferred for 24.07.2014
" ICase No.:151/14/82- Par‘t}}. I;iax.né:T.H..iN.Q ) Moot No/Dator3/82- Status:Case
HALCA2613 PHARMA-CRO LIMITED  ALC4/2014 Deferred
I . B 108.05.2014 5
177HQ File RLA File JLis.No/Date:03 E0749651 Defer
1 R01/82/030/007367AMLY/ 03/95/040/06432/AM14S  H16.09.2013 Date 24.07. 20£4
¢ Decision :It was decxdeci o remind the firm fo furnlsh complete techmcal details as per
| {Appendix 33. The case was deferred for 24.07.2014
" iCase No.35/07/82- | .; Party Name:3 M 5 Meet No/Date:3/82- Status:Case
SALC4/2013 PHARMACEUTICALS LTD ALC4/2014 iDeferred
e (08.05.2014 :
i HQFile :iRLA File dLie Nof!)ate 091{}{)5’?6{)2 Defer :
1781:01/82/050/00897/AM14/  :09/24/040/00083/AM 4/ 118.092013 Date:24.07.2014
1 ;Decision : It was deczded io call from the firm compiete tec]uucai detaﬂs as per Appendtx
1133 :
| The case was defered for 24.07.2014.

ICase No.:46/16/62- " IParty Name:SHASUN Mest No/Date:3/82- Status:Case

JALCA42013 TPHARMACEUTICALS 5 ALC41‘2014 {Deferred
e AMITED _jpgosaots : _
HQ File {RLA File {Lic. No/Date:0410149960 [Defer

7% D/BRAS000859/AM 47 941"’4!@40109[2?%1\414{ _ .z] 8.09.2013 ; Date:24.07, 20]4
Decision :, it was decxded to ¢all from the firm a copy of Mastei Batch Formula duly
‘eertified by Quality Control Incharge.
“The case was deferred for 24.07.2014

‘‘‘‘‘ Case No.:49/16/82- PartyNameSOFTGEL .é.Mee.t.Nofﬁateﬁ/.S.Z— -.‘éSt&tns:Case

BOIALC42013 THEALTH CARE PVT.LTD,, ALC4/2014 ‘Deferred

i : 108052014 o L
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B T a— RO __.sLm T gnefer
D1/82/050/0086/AMI4/ - [04/24/040/00100/AM14/  118.09.2013 iDaw24.07, 2014
: Declsmn It was dec;ded to defer the case for 24, 0? 2014 for comments of Deparﬂnem of :

_Pharmaceuticals.

" ICase No.:68/14/82- [Party Name:NIFTY LABS  Meet No/Dare:3/82-  Status:Case
HALCA2013 JPVT LTD., ALC42014 ; Deferred
e 408053004 - .

31 HQ File {RLA File TLic.No/Date:0910057606 Defer

I 01/82/956/006§3IAME43 i 69!24:’04{}!007831AM14! 319092013 _ iDate; 124.07.2014
iDeciston 1t was decxded o defer the case for 24. 0? 2014 for comments cf Department of
Pharmaceuticals.

" [Case No.:64/17/82- “Party Name'RA CHEM Mot No/Date:3/82- |StatussCase
TALCH2013 {PHARMA LIMITED IALCAI2014 f Deferred

g2 {HO File {RLA File ic No/Date: 0910057630 - Defer

| F01/B2/050/00926/AM14/  L09/24/040/00120/AM14/  119.092015 Date:24.07.2014
;Decision :It was decided to defer the case for 24. 07 2014 for cormne:ms of Department of

1 {Pharmaceuticals.

[CaseNo.81/23/82  Party NameRANBAXY  [Mect NoDater3/go.  IStatusiCase
TALCAR013 _%LABO‘RATORIES LTD JALC4/2014 Deferred

' D .. 108.05.2014 P

g3 1HQ File ngLA File ik, No/Date 0510366i84 Deier :

i QB30 H2BAMIEL ;; 03/24/040/00207/AM147 11909213 ADate:24, 07. 20i4
Decision :1t was decxded to defer the case for 24, O? 2014 for comments of Department of
Pharmaceuticals.

" iCase No.1sa1T/82- [Party Mame:HETERG DRUGS [Meet No/Date:3/82-  [Status:Case
TALCH2013 ALIMITED, HALCA2014 Deferred

L _[08.05.2014
ig4:HQ File HRLA File [Lic No/Date:0910057642 Defer -
§ n0L/8IAs0/00515/AME4/, O?fZéf(MOiﬁOEQSiAMM? 1120.09.2013 Date:24.07, 2014
z IDecision :It was decided to defer the case for 24, 07.2014 for comments of Department of
| Pharmaceuticals.

" ICase No.:62/17/82- " Party Name:SMILAX  Meet NofDate:3/82-  Status-Case
1ALC4/2013 ILABORATORIES LIMITED |ALC4/2014 iDeferred
o i .. 108.05.2014 -

lg5 HQ File }sRLA File [Lic.No/Date:0910057671 [Defer

L 01!82!050/0(3924!’1&!\4141’ o 09/24/040!0()292[AM14/ _124.09.201% : thte 24.07. 2014
Decision :fi was demded tD defer the case for 24. 0'? 2014 for camments of Department of
iPharmaceuticals,

Case .Ne.:zi/ml.éfsz- Pér;}.'"ﬁame:GOPALDAS Meet I\.I.of.Date:Sfﬁ} iStatus:Case

IB6IALCA2013 CIVISRAM & CO.LTD. TALCAR014 .. i Deferred

1 ' 108052014 . T
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. RLAF!EB s

" ILic.No/Date:0310751323

§Defez e
[[01/82/050/00966/AM14/  L03/94/040/00S02/AMI4/ 26002013  iDae:24.07.2014
‘Decision :It was decided to defer the case for 24. 0’7 2014 for ccrmnents of Department of

[Pharmaceuticals.

w Case No.:14/16/82- iParty Name:SHAMSHREE  Meet No/Date:3/82- i iStatus:Case .
HALCH/2013 JLIFESCIENCES LTD,, JALCSEZ2014 Deferred
o i 08052014 L.

ig7.HQ File {RLA File {Lic.No/Date:2210014253 [Defer

i r01/B2050/0082T/AMI4 :2224/040/00046/AM 14/ 30092013 ﬁ Tlate: 5‘4 7. 2{134

‘ iDecision :1t was decided to defer the case for 24.07.2014 for comments of Department of

i {Pharmaceuticals.

Mﬂ? Case Na .4.1.117;’82- ‘ Meat No/.Date:Bféi-. .. ét.;t“z.is:Casé -
JALCA4/2013 ALC4/2014 Deferred

188 HQ File ERLA File {Lic.No/Date:0910057783 Defor

1 R01BHOS00903/AM 14/ 09!24;’040f00317!AMM/ _ Qi 10, 2013 {Date:24.07.2014

1 iDecision :It was decided 1o defer the case for 24, 07 2014 for comments of Depaﬂment of

| {Pharmaceuticals.

| iCase No.:de/17/82- {Parly Name:INCHEM  |MeetNo/Date:3/82- [StatusiCase

1 IALCA/2513 SLABORATORIES PRIVATE ALC4/2014 Deferred

i ALIMITED . 108.05.2014 e

180 HQ File 'RLA File [Lic.No/Dafe:0910057784 [Defer

I TOU/B2030/00908/AMI4/  F09/24/040/00288/AME4  DLI020I3 Date:24,07. 20:4

| Decision :1t was decided to defer the case for 24. 07.2014 for comments of Department of

% iPharmaceuticals.

" ICase No.:48/17/82- [Party Name:NCHEM || Moet No/Date:3/82-  |Status:Case
JALC42013 LABORATORIES PRIVATE [ALCA4/2014 Deferred
i e 08052014 S

190 HQ Fite {RLA File [Lic.No/Date:0910057785  Defer -

i 1p01/82/050/00910/aM 14/ 09/24/040/00287/AM14/ 1502013 Daten24.07. 20[4

: :. Decision :1t was dec;.deﬂ to defer the case for 24, 0”}' 2014 for cerﬁﬁlents of Departmem of
_Pharmaceuticals.
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[ Case No.:32/16/83-  [Party Name:FINE CURE (Moot No/Date:3/82-  [9tatasiCase
ALC4/2013 IPHARMACEUTICALS LTD. [ALC4£2014 sbeferred
Vo e 08052014 _
HQ Fite *RLA File c.No/Date:0810125295 [Defer
FO1/22/050/00845/AM 14/ :08/24/040/0029%AM14/ 103102013 ‘Date:24.07.2014
Decision :It was decided to defer the case for 24.07.2014 for comments of Deparmlent of .
Pharmaceuticals.
CaseNoSWiﬁlsz- T IParty Name:SANMAR o 'EMeet NofDate:3/82- ?Status:(.‘ase
SALC4/2013 ISPECIALITY CHEMICALS GALC4/2014 » J%I‘)_,efgr{gi_!
: ALIMITED, 08052004 - h L E
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T Tt gRLAFﬂe gLscNo/DateOemzsesmDefer
101/82/050/00852/AM14/  ROA4/040/0014G/AMYY/ 03102013 |Date:24.072014

Decision :It was decided to remind the firm to furnish the foliowiné teﬁhnica} details:

| Bthyl-Ketone with chemical equations, molecular formula, molecular weights.

13, Yield obtained in each step.

4. Authentic technical literature in support of yield obtained,

15. Material balance.

6. CA certificate certifying the production of export item achieved by firm for the past

7 Detailed calculations, arriving at the norms applied for.

1. Complete set of Application
2. Details of manufacturing process of 4 chlorobutylveratrate 60% solution in Methyl -

three years and corresponding consumption of each input.

{The case was deferred for 24.07.2014

94 .
| OUB2/050/00079/AMIY/  [03/940040/00SSHAMIY 7i02013  Dae03.072014

“Case N 71782 ALCAROI3 [Party NameTATVA “iNieet NofDate3/2- | StatusiCase

WoFe  [RLAFie Tl No/Date 3410038104 Defer Date:
LOI/BL0S0/0086/AMIA/ L3AI24/040/001SY/AMLY, 03102013 | "

IDecision : In the light of written comments received from Department of Chemicals and
{Petrochemicals vide their U.O No. 14010/37/2014-Ch Il dated 21.05.2014, it was decided
ito ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the
[firm, whichever is less: :

1 Export product Exp. sLiNo, | imnport items Oty.

H

\CHINTAN PHARMA CHEM |ALC4/2014 [Approved
PYTLTD 08053014 :

m

Oty. aliowed

TEPC - CAT - 18 (METHYL 1kg 7 ALAMINEZ36 of 0,845 kgt
A TRIOCTYL AMMONIUM TRI Ogtyt MDacyl Amine Tri {C-8, €=
1 CHLORIDE) 103 ALKYL AMINE
| METHYL TRI (C-8, C-10) ALKYL

[RA may take appropriate action as per the decision of Norms Commitee. s

AMMONIUM CHLORIDE CAS No.
63393-96-4 ASSAY 88 -92%

.E..Case.ﬁé..éédi.wlsz- - ” Party Na;l’i.ﬁ.'Ei.,“P.'PE éMeet N{)!Date:”3182- iStatos:Case
JARC42013 HCHEMICALS PRIVATE IALC4/2014 iDeferred

Trecision ;1 was decided to defer the case for 24.07.2014 for conm}enté of ]f)epartment of :
[Pharmaceuticals |

Iovmmep | loses201s

HQ File “RLA File Hic No/Date:03 10752484 {Defer

FICHEIRIEERELL SRR

]

Case N 12/16/82-

Pa.f.t.y.Naf:ﬁe: I"N'I‘AS Meet No/Date:3/82- E:iStams:C ase
HALCAR2014 {Deferred

i

)

5 N

3
L

:: ALC42013 ;;PHA’RMACEUTICALS LTD.

8.05.2014 !

§HQ File {gRLA File {Lic No/Date:08 10125470 Defer :
1:01/82/050/00825/AM 14/ | :08/24/040/00303/AMIA/ 08102013 Date:24.07.2014

comments of Department of

IDecision 1t was decided to defer the case for 24.07.2014 for
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| |Pharmaceuticals.

T TR

o NamemTAS SE—

IMeet No/Dare:3/82-

Status:Case

ALC4/20%3 PHARMACEUTICALS LTD, SALC4/2014 Deferred
I T W 08053018 :
g6 [ HQ File GRLA File ALic.No/Date: 08]0125462 Defer
1:01/82/050/00839/AM 14/ 8?24/040100302!AM1$1’ 08102013 j- Date:24.07, 2014
iDecision 1t was decxded to defer the case for 24.07.2014 for comments of Departmem of
\Pharmaceuticals. |
e Mot Iparty NemoS M, HERBALS ~[Moet NoDaic /82 [StatusiCase
HALC4/2013 PVT.LTD. ALC4/2014 Deferred
ST T 08052014 E—
HQ File '_ RLA Fils :ELIC NGfDate 05]036?885 Defer :
1 L0UB2/050/00837/AMI4/  [-05/24/040/00232/AMI4/ -08.102013 Date:24.07.2014:
97? Decision ;It was decided to call from the firm the follomng technical details:
1« COA from foreign supplier for relevant import consignment for the imported input.
» COA from Independent and approved Testing Laboratory for export product
1 i» Stepwise process with wastage envisaged in the process.
1 |The case was deferred for 24.07.2013.

 ase Non I/ 16/ LALCA2013 [Party NameTORRENT  [Meet NolDaie3/82-  [Status:Case

[PHARMACEUTICALS LTD. | ALC42014 Approved

L - ] (08.05.2014 T

! IHQFie RLAFile Lic No/Date:0810125464 | Defer Date: -
op COUSHOSDORG/AMY,  [0824/04000296AMI4 (08102013

iwith 2% wastage.

Decision :Commities conszdered the cese as per agenda and in consultatlon w1th techmcai
authosity present in meeting decided to ratify norms under para 4.7 of HBP as per SION A-412)

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

7 {Case No.27/17/82- Py Name EVTAN LABS Moot No/Date:d/82. [Status:Case
JALC42013 JLIMITED ALC4/2014 {Deferred
L T o 108032018 o
99 HQ File iRLA File iLic.No/Date:0%1 0057882 Defm
DL/82050/0088%AMI4/  109/24/040/00340/AMI4/ 09102013 {Date:24.07.2014
Decision :ft was declded to defer the case for 24 O? 2()14 for commems of Department of
Pharmaceuticals. |
“““““ TCase No.:122/23/82- Gty NomeMELZER  [MeetNo/Date:3/62- |StatusiCase
TALCA2013 SCHEMICALS PVT.LTD SALCA2014 Ap;lroved
et i 08052014 i
_ H{} File SREA File {Lie N/ Date 31 ]006{}644 iDefe:l Datc
H1001:01/82/050/01 L6H/AM L/ 31/83/040/001 16/AMI14/ 109.10.2013 ;

Decision : In the light 6f written comments received ﬁ“om I}epartment of Chemxcals and
IPetrochemicals vide their U0 No. 14010/72/2012-Ch II dated 22.08.2013, it was:
idecided to ratify norms under Para 4.7 of HBP v1 as per details given below oras app%}?ci_::
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by the firm, whichever is less:

Export product

Exp. Qty. | SLNo. | Import ftems Qty.
allowed
Hexahydro-1,3,5- 1kg 1 Mongcethanol amine 0.671 kg
A Tris{2- 2 Paraformaldehyde 91-93% 0.326 kg
4 Hydroxyethyl)-S-
triazine

{RA may take appropriate 3ction as per the decision af Norms Committes.

o Case No.:73/14/82- ' :'iParty Name:MSN Meet No/Date:3/82- Staiﬁs:Case
JALC42013 SLABORATORIES PRIVATE JALC4/2014 Deferred
N _Lmartep (08052014 I
o1 HQ File “RLA File iLic No/Date: 0910057873 Defer
Z 017282 AOS0/GO658/AMI4S 09!241’040]00325:‘AMI4/ 309,19, 2013 Date:24.07 2(}14
Decision : It was demded to defer the case for 24. 07 20 14 for comments of Bepartment of
" iCase No.:36/17/82- Party Name:MYLAN IMect No/Date3/82- [StatusrCase
TALC4/2013 LABORATORIES LIMITED ALC4/2014 Deferred
B R I R R T T e 080520{# IR L T
F1g{HQ File RLA File iLic No/Date: {}91()057377 Defer :
E DIISB/GSG/’GOS.‘)SI’AM]# 09!74/{)401063{}0fAM14I 09.10.2013 { Date:24.07. 9014

{Decision :1t was decided to defer the case for 24.07.2014 for cozﬁ;inents of Department of

1 ‘Pharmaceuticals.

" Case No<28/16/87- " Party Name:NECTAR et NofDate/3/5.  [Status:-Case

1 IALC4/2013 LIFESCIENCES LIMITED, - ALC4/2014 \Deferred

I 1 108052014 : N

103HQ File ;§RLA File [Lic.No/Date:2210014277 [Dofer
OL/B2/DSOMOBI/AMIS/  [22024/040/00048/AMI4/  109.10.2013 Date24.07. 2014

Decision :It was deczdea to defer the case for 24. 07 2014 for commems of Department of

{Pharmaceuticals.
" ICase Noﬁ/l?!SZ-ALC-flsz];’. Parljy Name A.MI ORGANJCS Mest N{:./Date:3!82—. . ; Status:Case
. SBVT LTD. : TALCARZ0N4 Deferred
1104:HQ File {RLA File Lic.No/Date:5310040263 Defer -
101/82/050/00868/AM 14/ LS2/24/040/00024/AM 14/ 110,102013 Date:24.07.2014:

Decision :1t was dccxded to defer the case for 24. 0’? 2014 for comments of Dep&rt:ment of

C&PC
''''' [Case No:55/17/82-  |Party Name:SHODHANA [Meet NoDute:3/82 [Status:Case
i ALC42013 LABORATORIESLTD  |ALC4/2014 Deferred
s o T 08052014
{ [HQFile RLA File Lic. No/Date: 9910957339 Defer
[OUS20SO/00917/AMIA,  :09/24/0400031S/AMI4/  110.102013 4
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f Decision 1t v was decided tu defer the case for 24.07.2014 for comments of Department of
‘{Pharmaceuticals.
MW Case No.:137/23/82- Party NameMANGALAM ‘Meet No/Date 3!82- Status:Casé
JALCH2013 DRUGS & ORGANICS -!ALC4/2014 ‘Deferred
I LIMITED . jos@szoi4
1106 HQ File JRLA File Lic.No/Date03 10753231 [Defor -
i n01/B2/050/01184/AMI4/ :03/95/040/00454/AM 1Y, li 16.2013 e 24.07, 2014
Decision It was declded to defer the case for 24, 07 2014 for cemments of Deparimem of
T iCase No3TNUB2.  [Party NameMYLAN “IMeet No/Date:3/82.  IStatas:Case
JALCY2613 SLABORATORIES LIMITED (ALC4/2014 iDeferred
SO W 08.05.2014 do
No7iHQ File ARLA File iLie NoiDate 091(}057938 Defer
[ 50Y/82/050/00899/AMI4/  :09/24/040/00316/AM14/  111.102013 Date:24.07.2614
Decision :It was decided to defer the case for 24, 07 2014 for co:mnents et Departmem of
 Pharmaceticals.
 ICase No.:38/16/82- iParty NameENTAS . Meet NefDateS/&Z Sfat.u.s:”(fs.ase
ALC4/2013 : PHARMACEUTICALS HALC42014 | Deferred
{18 1HQ File : RLA I‘ile : : L1c No/Date 0810125616 Defer
. W01782/050/00851/AM 144 0B/24/040/0032 /AME4/ 14102083 Date24.07. 20[4
Decision lt was deczded to defer the case for 24. 07 2014 for comments of Depariment of
" ICase No.38/17/82- [Party Name:MYLAN  [Meet No/Date:3/83.  [Status:Case
AALCA2013 SLABORATORIES LIMITED SALC4/2014 Deferved
; . AT _..503 05 20}4
' 1(}9';%'['1(} File SRLA File iLic. No/Date: {}910(}579!4 Defer
LOUB2OS0/00900/AMI/  109/24/040/00322/AM14/ 114102013 Date:24.07 2014
Eﬂemsmn t was demded to defer the case for 24, {}’? 2()14 for carnmenis of Department of
Pharmacenticals,
" [Case No.: 18716/82- Party Name:NEULAND  [Moct No/Date:/82-  [StatussCase
JALCA2013 JLABORATORIES LTE JALC4/2014 Deferred
110 HQ File RLA File {Lic No/Date:0910057916  Defer
: $O1/B2/050/00831/AM14/ 5 09!24!040!00323&3;1\’{14/ 414102013 iDate:24.07.2014!
| Decision :It was decided to defer the case for 24.07.2014 for comments of I)epartment of :
. Pharmaceuticals. :
U iCase Nos39/1782-  [Pary Name:ASTRIX IMest No/Date:3/82. [Status:Case
T JALC4/2013 JLABORATORIES LTD,, GALC4/2014 Deferred
i GHQTFile RLA File Lic. No/Date:0910057944. Defer _
| ;OVB2OS00090UAMLY  :09/24/040/00312AM1Y  [17.102015 [Datez24:07.2
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Deciswn Tt was dec:lded tc} defer the case f{)r 24 07 2014 fnr coments of Depart:ment ef

(Pharmaceuticals,
" [Case Nos22/17/82. Party Name:ATHENA DRUG Moot No/Date3/82.  |StatustCone

IALCH2013 DELIVERY SOLUTIONS  ALC4/2014 Deferred

I _PRIVATE LIMITED 08052014 | i

1112HQ Fite RLA File ILicNo/Date:03 10753955 iDefer :

{ [OUBZOS0/00SSU/AMIA/  L03/94/040/004SYAMIA/  117.1020013  Date4.07. 2@14
‘Decision :1t was decided to defer the case for 24.07.2014 for cﬁmments of Department of
_iPharmaceuticals.

T iCase No.s67/17/82 [Party Name:COVALENT  |Moet No/Date3/82-  iStatmsiCase
JALC42013 ;:LABORATOREES PRIVATE |ALC4/2014 sDeferred
.. 108.05.2014 (e

1113:4HO File ‘iLie. NofDate 0910657945 Defer

| FOUBLOSO/009IYAMEAS  L09/24/040/00286/AMI4/  117.10.2013 Date:24.07.2014.

Decision 1t was decided to defer the case for 24, 07 2014 for comments of Departrent of.

ICase No.:5/17/82-ALCA/2013

Party Neme: TIDE " IMeet No/Date:3/82-

i Stétus:Casei
; INDUSTRIES JALC42014 : Apprﬂved
<HQ File RLA File : ch Ne/Date 34 20038223 Defer Date:
FOL/S2/050/0086T/AMI4/  134/24/040/001 7T/AM 14/ 18.10.2013
Decision : in the Ilght of wntten cormments received frorn Department of Chemtcals and
Petrochemicals vide their U.0 No. 14010/40/2011-Ch Il dated 05.06.2014, it wasg
¢ jdecided to ratify norms under Para 4.7 of HBP vl as per details given below or as
: “4; applied by the firm, whichever is less:
Export product Exp. | SLNo. | Import items Qty. allowed
: Qty.
: o . ‘o Aci 22
Laury] Nitrile L kg 1 Lanric Acid 1.22kg
RA may take appropriate action as per the decision of Norms Committee.
"""""" Case No.:Sé} 17!82% %Party Nﬁlﬁézlﬁ.ﬁ:SWIFT iMieet ﬁéf[)ateﬁfs} Status:Case
ALC4/2613 ILABORATORIES LTD, ALC-’%:‘EGM iDeferred
: 115 1HQ File ;RLA File : L;c No!Date 2210014300 Defer :
| POI/S2/0S0/0092U/AMI4/  22/24/040/000S0/AM14/ 21102013 |Date:24.07.2014
iDecision 1t was decided to defer the case for 24. 07 2014 for commen‘ts of Department of
{Pharmaceuticals. :
[ iCase Nos108A382.  [Party NameSYMBIOTEC  [Meet No/Dater3/82-  [Statas:Case |
1165ALCA2013 PHARMALAB LTD,, ALC4/2014 SDeferred
: = M08.03.2084 s
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T ""M“":'E'L'ié.'ﬁé/'béié;éséoaaaoss'-'ijéf&'""mw"
_lsei24/0d0000020/AM147 21102013 Date:24.07.2014

o  M—
01/82/050/01 155/AM14/

Decision It was dec;de;i to defer the case for 24. 0? 2014 for comments of Department of
b Pharmaceuncals

ICase No.:213/382-  [Party Namo-TATVA Meet No/Dates3/82- [StatasiCrse
ALC42614 _ [CHINTAN PHARMA CHEM |ALCA/2014 Deferred

PYTLTD 08052014

mr

FOUB2OS0/00T HAMIS/  [34D4/040M00I84/AMIA/ 21102013 Date:24.07 201&

o y _— gRLA 2 i 34;9033265 Defer

Decision :It was decided 1o defer the case for 24.07.2014 for comments of Department of
C&PC.

[ [Case No 1/3/82-ALCH2614 Party Name EYTAN LABS [Meet No/Date:3/82  iStatus:Case

LIMITED JALCAR2014 P Deferred
: 108052014 :

1385

: (}1!82/050/990051AM15! : OQIZM(}A%GIGO.:SMAME%’ _24.10.2013 Date:24.07. 2(}14

HQ File R RLA Fle ; LwNo/Date 09]005?999 Defer

Decision <1t was decided to defer the case for 24, 07 2014 for camments of Department of
_ Pharmaceuticals, :

Case No,:ﬁﬂfi'?/&é:” - .:“Party Namezél:iAMSﬂ'R;éE . Mee% Nca’Date:é/éé- ESta'zus(iase
ALC4/2013 SLIFESCIENCES LD, SALC4/2014 ;%Defermd

08052014

1y

FOVBZIS0/00922/AMIA/ L2204/0400005VAMIA/  DI02013  Date:dd4.07. 2914

HQ File RLA File T i Lic.No/Date:331 0014319, Defer

Decision 1t was dectded to defer the case for 24, 07 2014 for cormmmts c:f Departrment of

- Pharmaceuticals.

i

iCase No.:13823/82. ‘Party Name:MIDAS CARE IMeet No/Date:3/83- Status:Case
TALCH12013 IPHARMACEUTICALS PVT “ALCY472014 Deferred

ATD i, 108052014

120

COVBZOSOOTIBS/AMIY L03/95/040/00S9%AMI4 125102043 Date:24.07.2014.

HQ File JRLA F;ie dLie. No/Date:03 10753504 Defer

'I)eclsmn It was dectded 1o send a copy of apphcatmn again to Department of C&PC f‘or
 itheir comments, The case was deferred for24.07.2014 :

1Case Nﬁ.: !00&3!B2~ . Pa:ty NameS‘(MBIO'I’EC !Meat Nw’l}atc 3!8’-'» . III..Staws:Casé
ALC4213 PHARMALARB LTD., .zALC;ﬁt/ZGM iDreferred

f08 05,2014

HOFile o RLAFIe e Ne D 5619003035 Defer !
(OUSOSO0LIATAMI4  [S64I0A000025/AMI4! 25102013 Date24.07.2014)

Decision It was dectded to defer the case for 24. 07 2014 for comments of Department of
_{Pharmaceuticals.

ICase No.:36/19/82. [Party Name:SOHAM Moot NofDater /82~ [StatusiCase L
ALC42013 : '

SORGANICS PYTLTD iALCMZDM gDefg_rre__d_
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HO File RLAFle  [Lic.No/Date:3110060943 Defer :
01/82/050/00081/AM14/  |:31/83/040/00124/AM14/  129.10.2013 Date24,07.2014

Decision :It was decided t send a copy of application again to Department of
Pharmaceuticals for their comments. The case was deferred for 24.07.2014

e

iCase No.:14/19/82- ‘{Party Name:BLISS GV8 iMeet Mo/Date:3/82- [Status:Case
SALL472013 SPHARMA LTD, fALC‘UZOH Deferred

iHQ File JRLA File : Llc No/DaIe 03}(}?56546 Defer
LO1/B2/050/00959/AM 14/ L03/94/040/00687/AM14/ 101112013 iDate:24.07.2014;

Decision :It was declded 1o remind the firmto fumlsh the foilowmg techmcai details:
i1, COA for foreign supplier indicating Potency of Nystatin imported under present AA
2. Detailed caleulation of arriving at the quantity of API applied.

j124

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

[Case No.:9/21/82-ALC42013 [Party Name:YASHO  [MeetNo/Daw:3/82-  [Status:Case
: SINDUSTRIES PVT.LTD, ALC4/2014 gApproveé
1HQ File RLA File .LIC No/Date:03 10756660 Defer Date:
[OUS2050/01039/AMI4/  L03/0S/040/0061/AMI4 01112013 _ =.

Decision : In the hght of wrttten comments received frorn Department of Chemlcals and‘?

Petrochemicals vide their U.O0 No. 14010/95/2011-Ch [i dated 21.05.2014, it was

idecided to ratify norms under Para 4.7 of HBP vl as per details given below or asf
tapplied by the firm, whichever is less:

Export product Exp. | 8L.No. | Import items Qty.

: Qty. allowed
IRISMUTH DIMETHYL 1kg |1. N 0.982kg
;F_lmi:OCARBAMATE BISMUTH NITRATE

{125

Case No.:3/16/82-ALC4/2013  Party Name: AUROBINDO ;%M.ee&: No/.ﬁate:S/SZ» iBtatus:Case.

PHARMA LIMITED :ALCM'J'{}M 1Approved
H Fike RLA File E’Lm NG!Dale 0910{358142 Defer Date;
[O1/B2/050/00816/AMI4/  H0%/24/040/00366/AM 14/ 05112013 :

Decision @ In the Hght in the tight of earlier decision iaken by NC in its 2]f82 meetmg dated it
‘iwas decided to ratify norms under para 4.7 of HBP v 1 as per details given below or as applied by

the firm, whichever is less:
Export product Exp. ShiNo. | import items Qty.
Qty. alowed
. _ ke/kg
+ CEFIXIME (CEFIXIME 1. Acetone 0.816 o
i TRIHYDRATE) 2. Activated Carbon [ Carbon 0100
: Encantieromos } - o
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Dimethyl Formamide (DMF) 1.252

3.

4, G.CLE 1.50 :

5. Methylene Chioride 3,253 ig

6. Metharol 7.913 :

7. 2-Mercaptobenzothiazoyl «(Z)-2-(2- 0.820
Aminothiazoyl-4y1)-2- { MICA Ester )

8. Triphenyl Phosphine 0.820

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

[Case No.:40/3/82-ALC42014 [Party Name ADCOCK Moot No/Daters/2- —— [SttusiCase

: UNGRAM LTD, HALCA/2014 Approved |

e b 8052014

HEQ File ‘RLA File [Lie.No/Date-0710099536 Defer Date:
| (OUBZOSOIO004/AMIS! :07024/04000222/AM14/ 111112013

iDecision : i the light of earlier decision taken by NC in its 11/82 meetmg dated 05.09.2013, it was

idecided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm
Jwhichever is Jess:

3265 item of Export Quantity [ S,No | Import items For Export of 1 Nos.
o Morgesic Tablets/ 1 No.
_ Norflex 00 Tablets
ikg L | ORPHENADRINE CITRATE: 357 mg
NORGESIC TABLETS BPF/EP/USP/PH ELR
A and NORFLEX CO
i TABLETS 2, PARACETAMOL DC 459.0 mg
: (BIVEP/USP/PH.EUR) (272N
GELATIN} :
: 3. MICROCRYSTALLINE 145.25 mg i
: CELLULOSE NFAUSP/EPED :
; 4. AEROSIL - BPfEPfUSPIPH EUR 50mg
= ) e

; Cﬁsé No.:Ss}'};?;'S:n Paﬁf NameEMCURE g Me&t Noa‘i}‘.ét;:i/&?: StatuB:Cas.em
JALC4/2013 'PHARMACEUTICALS LTD. ALC4/2014 [Deferred

I e (08052014

t127 HQ File ‘RLA File [LicNo/Date:3 110061033 IDefer -

| DUB2/0S0/00895/AMI4/  i31/83/040/00149/AMI4/  ILIL2013 Date:24.07.2014.
‘Decision It was demded 1o defer the case for 24. 07 2014 for comrnents of Department of

iPharmaceuticals.

[ Case No:30/3/82-ALCA7014 Party Name-ADCOCK Mot MoDatodias R
¢ INGRAM LTB, HALCAr014 ‘Approved
e b . 108052014

4 JHQFile RLA File [Lic.No/Date:0710099547 Defer Date:

1128 :01/82/050/00043/AM 15/ 07724/040/00223/AMI4/ 12112013

Decision : i the light of earfier decision taken by NC in its 13/82 meetmg dated 03.10.2013, & was
idecided to ratify norms under Para 4.7 of HBP vi as per details given befow ar as applied by the i rm,
Jwhichever Is less:
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‘{Export Product

' Petmchemxcals Division of Department of Chemicals and Petrochemicals.

1. Neulin 125mg tablets - Theophylline 125 Mg +Guar gum 4.375 Mg
2. Neulin 200mg tablets - Theophylline 200 Mg + Guar gem 7.00 Mg
3. Newlin 250mg tablets - Theophylline 250 Mg + Guar gum 8.750 Mg :
4. Neulin 300mg tablets - Theophylline 300 Mg + Guar gum 10.5 Mg §
S.NO. | import items For export of 1 No. NeufinTablets
: {Quantity in mg)
125 mg 200.mz 250 mg 300 mg E
1 Theophylline 8P /EP / USP / 1275mg | 2040mg {2550 mg 3060mg |
: PH.EUR Anhydrous powder :
12 Guar Gum IH (BP /R /USP/ . | 4.375 7.00 8753 10.5
PH.ELIR)
%.R.i”‘ may take appropriate action as per the decision of Norms Committee,
'''''''' Case No 74’23/82 ALC4[2£}§3 jParty Name JESONS iMeet No/Date:3/82- Statas:Case
émDUSTR.JES LTD, JALCA2014 Deferred
. L .. 108.05.2014 L
{129 HQ File !sRLA File {Lic.No/Date: 0310757929 [Defer
: {JifEZIOSOFOIOMiAMMf _ f 031'94/0401097§3MM14/ _ : 14112013 iDate:24.07. 2614
Decision 1 was demded to defer the case for 24.07. EGM for comments of

- Case No.:IB!ZO/SS;

: Pan'y ﬁm.e:METRO

E: Meet No/Date:3/82-

Statns:Case

1130:

HALC3/2013 JEXPORTERS PRIVATE ~ JALC4/2014 Deferred

T is i s i ALMITED 08052014

{HQ File RLA File Lie. No/Date: 0310758099 Defer -
DHBSAS0/00129/AMI4,  103/95/040/00596/AM14/  118.11.2013 1Date:03.07.20 14

iDecision :0t was rmted that the comments fummhed by Dept. of phamaceutzcals vie O.M:
iNo. 35021/01/ 2014-PI (Norms ) dated 4.3.2014 stating that export is used as an anti
idiartheal medication for pigs and poultry. Accordingly, Commitiee decided to transfer
the case to DES-3 for necessary action =

qCnase No,:66/23/82-

Meet No/Date:3/80-

ngaﬂy Name:STERICON {Status:Case
TALC4/2613 FPHARMA PVT.LTD., JALCA4/2014 iDeferred
P } i (0B.05.2014
11317HQ File 'RLA File Lic.No/Date:07 10099690 Defer
{0 H01/82/050/011 IFAMI4/  R07/241040/00250/AM14/ 18112013 ate:24.07.2014:

'fi)eclsmn :It was declded 10 defer the case for 24.07.2014 for comments of Diepartment of

Pharmaceuticals.

o Casé.N.ﬁ...:.ﬁ.f;é/i'?;’sz-;&LC#l.zuﬁ.l.E;5.i.’any .I\f.ame:TOi{f{éﬁT ‘IMeet No/Daten3/82- ?Siatus:Case:
: SPHARMACEUTICALS LTD. [ALC4/2014 ;Appruved :
108.05.2014 I

1132 {HQ File ‘RLA File ‘iLic.No/Date: 981{}126495 zDefer Date:

: 0 1B2AG50/0090T/ AM L4/ 08!74f043!60352/AM}4/ HB.1.2013

technicat authority present in mesting decided {o ratify norms under para 4.7 of HBP as per SEON

-Deﬂsmn tDecision :Committee considered case as per agenda and in consuliatmn thh o




32

e S

| RA cancerned may take further necessary action as per above decision of NC.
“Case No.40/19/82- Party Name:INDO PHYTO | EM'eet NoDate /82~ IStatus:Case

ALC42013 ICHEMICALSPVTLTD  ALC4/2014 {Deferred
T N o 08052014 :
[33 HQ File {RLA File ILic.No/Date:0510371304 |Defer :
| LOUBJOSOIO098SIAMIA/  L0SI23M040M00334AMIA 20112013 Date:24.07.2014.
Decision :It was decided fo defer the case for 24.07.2014 for eemmems of I}epartment ﬁf
: Pharmaceuhcals -

[ iCase No.:10/17/82-ALCAROL3 [Party NamerRA CHEM  [Most Ne/Daieisin IStatus:Case
' IPHARMA. LIMITED - HALCA/2014 iApproved

SO 08052014
SHQ File “RLA File “Lie. No!Date 09[(}058234 ﬁefer I)ate: :
EOVB0SOO08TUAMLY RO924/040/00407/AMI4 20112013

Decision Comm:ttee cons:dered the case as per agenda and in consuitat:c:n wsth
stechrical members present in the meeting and it was decided to ratify norms as per revzseci
1S1ON A-2611 details given below or as applied by the firm, whichever is less:

1345 Export product Export SL.Ne. | knport items Qty.
Qty. allowed

| 2-Aminomethyl-7-Chioro- 1 Kg, 1. 2-Amino-5-Chloro-2-Fluore | 0,932 kg -

1 2,3-Dihydro-5-{2- Benzophenone

4 Fiuorophenylj«1H-1 4~ 2, Chioro acetaldehyde {.686 ky

i Benzodiazepine Dimaleate Dimethyl acetal
3. Manganese Dioxide 0.852 ky
4, Dimethyl Sulfoxide 0.405 kg
&, Acetane 0.405 kg

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

HCase No.:111/23/82- {Party Name:TATVA . Meet No/Date:3/82- 5 Status:Case |
JALC4/2013 ;ECHINTAN PHARMA CHEM ALC4/2014 Approved
HQ File ILic No/Date 3410038488 "Defer Date;
EOL/BZ/050/011SB/AMIA/ 4/24/040/00202/AM 14/ 20.11.2013 :

. [Decision : In the iight Qf written comments re:cmved fmm Department of Chermcals and
Petrochemicals vide their U.0 No. 14010/99/2012-Ch II dated 09.05 2013, it was

1351decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied:
! by the firm, whichever is less:

4 Export product Exp. Gtv. | SLNeo. Import items Qty. allowed

1 Methyl Tributyl lkg 1 Tributylamine 0,625 kg
4 Ammonium Chioride

CAS No. 56375-79-2
Assay 75% {=/-2%)
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1....IRA may take appropriate action as per the decision of Norms Committee. B |

[Case No.:140723/82- [Party Name:UNITED  [Mett NoDate3/82- [StatasiCase
ALC4n013 | PHOSPHORUS LTD. |ALC4/2014 Deferred
| 08.05.2014 |

1136 HQ File RLA File ILicNo/Date:0310758627 Doter
| LOVB20500118TAMIY  [03/95/04000495/AM14 (21112013 [Date24.07.2014

Decision :1t was decided to defer the case 24.07. 201 4 for comments of Department of
_i{Chemicals and Petrochemicals.

[Case No.:2/23/82-ALC4/2013  Party Name:CROWN _|Meet No/Dated/gs Status:Case
' 'CHEMICALS PVTLTD,  |ALC42014 Approved
e 08052014 b
HQ Fiie RIA File JLie. Nu/I)ate 0310‘?58837 Defer Date:
OUSZIOSODI0AUAMIY  L03404000735/AMIY 2211203 : .

Decision @ in the light of earfier decision taken by NC in its 25/82 meeting dated 29.131.2612, i was.?

Jdecided to ratify norms under Para 4.7 of HBP vl as per details given below or a3 applled by the firm,’
Jwhichever is lass;

: Export product Exp. SLNo. [ Import itemns Qty.
137 Qity. gflowed :
: Piperonal Min. Purity 1kg 1, Catechol {Min. Purity 89%) 0.862 kg l
98% 2, Dichloromethane {(Min. Purity G.703kg |
90%:)
3. Dimethylsutfoxide (Min, Purity 0.875 kg
£6%) :
4, Hexamine (Min. Purity 86%) 1.000 kg |
5. Toluene (Min. Purity 979%) 0.430 kg ;
8. lsopropyl Aleohol {Min. Purity 0220 kg
; 89%)
RA may take appropriate action as per the decision of Norms Committee,

“ICase No.:161/23/83- [Party Name: ACEBRIGHT  [Moot No/Daw:3/82-  Status:Case
ALCH/2013 (INDIA) PHARMA PVT  |ALC4/2014 Deferred
' LTD, .. 408052014 :

sgHQFRe  IRLA File \Lie No/Dete:0710099933 [Defor
| DUSY0SO01LABIAMIAY LOTDANM000269/AMI4/ 25112013 Date:24.07.2014

[Decision :It was decided to defer the case for 24.07.2014 for comments of Department of:
‘Pharmaceuticals. 1

: Caée Nale3/82-ALC4!26]3 Party Name:C.l?.{O.V\a;I;I. - .:.i;deet.l.\?off).a.té:.’iisz— EStatus:Case:i
CHEMICALS PYT.LTD,, ALC472014 Approved
: 08052014 :; :

WoFl  RLAFie [Lic:No/Date:0310759268 Defer Date:
Q 0 1/82/030/01048/AM 4/ 03/94/040/00733/AM 4 26.11.2013 i

s . o . 5
: 7 Deeision : in the fight of earlier decision taken by NC in its 25[82 meeting dated 28.11.2012, it was:
‘idecided to ratify norms under Para 4.7 of KBP v1 as per detazis given below or as applied by the firm,’
whichaver is jess:

LExportpraduct  TExp. [ SiNo. Timport items_
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{RA may take appropriate action as per the decision of Norms Committee.

34 .

: Qty. allowed

i Piperonal Min. Purity 1kg 1, Catechol (Min. Purity $9%) 0.882 kg
i 98% 2, Bichloromethane (Min. Purity 0.703 kg
: 89%)
3 Dimethylsulfoxide {Min. Purity 0.875 kg
98%:3
4. Hexamine (Min. Purity 96%) 1.000 kg
B, Toluene {(Min. Purity 97%) 0.430 kg
6 Isopropyl Alcohot (Min, Purity 0.220 kg
899%) .

{140

ICase No.:3/23/82-ALC42013 [Party Name: CROWN Mect No/Date:3/82-  [Status:Case.

T TR e — T T
OUS20S0N010S/AMIY GO3/94/040/00734/AMI4, 26112013

Decision : In the fight of earlier decision taken by NC in its 25/82 meeting dated 29.11,2012, it was'
idecided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,,
whichever is fass: :

3 Piperonal Min, Pyrity 1 kg
8% 2. Dichloremethane {Min, Purity 0.703 kg

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

HCHEMICALS PVT.LTD., JALC4/2014 “Approved
' ) 08.052014 : :

Export product Exp. SLNo. | Import items iy,
Qty. allowed
Catechol (Min, Purity 99%) 0.862 kg

—_

89%) i
3. Cimethylsuffoxide (Min. Purity 0.875kg |

90%)
Hexamine (Min. Purity 96%) 1,000 kg
Toluene (Min. Purity 879%) 0.430 ky !
Isoprapyt Alechol {Min. Purity 0.220 kg
99%}

e g e

1141

j Case No.1129/23/82- :_EParty Name:HETERO LABS Mest No/Date:3/82- Status:Case
TALCA/2013 AAMITED SALCA20014 iDeferred

SHQ File ‘RLA File Lic.No/Date:09 10058346 Defer _.
FO1/B2/050/01176/AM14/ LO94/040R02UAMI/ 26112013 iate:24.07.2014:

Decision :lt was decided to defer the case for 24.07:2014 for commeﬁ.tg of Department of
. Pharmaceuticals. |

.. 08052014

4y

(CasoNo.185/3/83-  {Party NameMAITHRI  IMeet No/Dated/gse it
ALC42014 ILABORATORIES (P) LTD., |ALC4/2014 {Approved

(OUBOSOODIBY/AMIS/ [09/24/040/004 L4/AMI4/ 26112013

-vide their OM No. 3501 1/725/2012-PI(Norms) dated 21.4.2014, the committee decided! -
ito ratify the norms under Para 4.7 of HBP v1 as per details given below or as applied by:
ithe firm, whichever is less: e

T B <o . .
H} File RLA File Lic.No/Date:09 10058342 Defer Date:

Decision :In the light of written comments received from Diepartment of Pharmaceuticals:
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Export product Exp. Qty. | SLNo. 1§ import items Qty. aliowed

; kg/kg

1 Atorvastatin 1. (4R-CI8)-1,]-dimethylethyl-6- 0.733

i Caleium Cyano methyl-2,2 dimethyl 1,3-

: dioxane-4-Acetate

: 2. Methyl isobutyryl acefate 1.646

/{RA may take appropriate action as per the decision of Norms Cormittee.
iCaseNo.7723(82- [Panty NameSHASUN  |Meet No/Date3/82. [StatusiCase |

JALCA/2003 JPHARMACEUTICALS SALC4R2014 Deferred

: e EAMITED (08052014 :
_ HQ File HRLA File iLic Nc/Ddte 04]{}157258 Defer
: T 435 G]!E"/ﬂ.ﬁﬂ/ﬂl]Eér’AM]ﬁl/ 0#/24!040?90£33!AM14:’ 12TIL 2033 sDate 24 07, 2014

[The case was deferred for 24.07.2014

‘Decision it was demdéd to remind the firm to furhﬁsh a copy of Master Batch Formula
‘duly certified by Quality Control Incharge.

HCuse No.:94/23/82-

lag

Meet No/Dxate;3/82-

: Paz‘ty Name:DHAI‘iﬂKAM N Status:éés;
HALCA/2013 ALABORATORIES LTD, ALCA2014 ‘Deferred
S b 68052004 :

HQ File JRLA File L No/Date: 0510372219 Defor
COVB2I030/0114 1AM/ LOS/3/040/00342/AMI4/ 128112013 Date:24.07. 2014

{Decision It was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals,

i

Party Name:PCL OIL &

‘Mest Na!Daté:Sr‘82—

{Case No.:75/23/82-ALCA/2013 [Status:Case.
- ISOLVENTS LTD,, JALC42014 -_ Approved
e 08052014
:EHQ File SRLA File iLic.No/Drate: 051&3?2}53 Defer Date:
L01/82/050/01122/AM 14/ 05/24/040/0022 /AM I/ PBI1I20M3 . :

‘PDecision :Committee considered case as per agenda and in consuitat;on wsth techmaa! authanty

present in meetmg decided to ratify norms under para 4.7 of HBF as per SION A-1303 with 2%

1145
1 iwastage.
Export product Exp. SiNo. | Import items Qty.
Glty. ailowed
PVC Plasticizer 1kg 1, Phthalic Anhydride 0.400 kg
: 2. 2 Ethylhaxanoi (Octaonol) 0.700 kg
GRA may take appropriate action as per the decision of Norms Committee.
TiCaseNosl4MEIEL Party NameCTX  Meet No/Date:3/85  |StatusiCase
ALC4/2013 LIFESCIENCES PVT LTD, jALC4/2014 Deferred
1146:HQ Fiie RLA Fl]e _ L;c No/Da:e Gsm?ﬁﬁléé Deter
: :01/82/050/01 195;’AMI4! 031’941’046!00598!141\4 14/ (2.12.2013 iDate:24.07. 2{}54

iDecision :It was decxded to defer the case for 24.07.2014 for Lommems of Department nf o
_ thmaceuttcalb Co
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ICase No.:13/23/82- ALC4/2013 Party Name: YASHO

AINDUSTRIES PVT.LTD, ALC4/2014

Meet Nafbat&:3i82~. o

: Status:Case!
iApproved |

T
L01/82/030/01060/AMI4/

' JRLA File

U3/93/040/00696/AM 14/ 02.12.2013

TLic.No/Date:03 16759990

ﬁéfer Date:

Decision : In the Ilght of wntten COmments recelved from Departnient of Chemwals andé
Petrochemicals vide their U.0 No. 14010/95/2011-Ch 11 dated 21.05. 2014, it was:
idecided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied:

|1471by the firm, whichever is less:

Export product

Exp. | SLNo.

Qty.

Import Hems

Oty. allowed

HOCTYLATED

IFLAKES / POWDER }

DIFHENYLAMINE { OCD

kg

i. DIFHENYLAMINE

0.405 kg

2. DHMSOBUTYLENE

0.620 kg

3. ACTIVATED CLAY

0.200 ke

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

1148;
L hous2i0s0i0194/aM187

Decision <1t was decided to defer the case for 24.07.2014 for comments of Department of
_{Pharmaceuticals, ;

Case No: 14723780
ALCS/2013

. Pmy Name AGEO

et No/Date:3/82.
PHARMACEUTICALS LTD 1ALC4/2014

E . los0s201s

RtatusCase
iDeferred

HQ File

F03/94/040/00705/AM14/

IRLA Fite iLic. NG;’Date 0310760373

103.12.2013

Defer |
1Date:24.07.2014

149:
OU/S2/050/011SHAMIA,

“Deciston It was demded to defer the case for 24, 07 20!4 for comments of Department of
_ iPharmaceuticals, :

Case No.:112/23/82-
ALC4/2013

“'Meet No/Date:3/83-
ALC472014
108.05.2014

SHEALTHCARE LTD.,

HStatns:Case
iDeferred

HQFlle i

; 0824/040/00387/AMI4/

04.12,2013

Lic Noff)ate 081{)]26887

Daf;ar _
iDate:24.07.2014

“Case Now:66/3/82-ALC4/2014.

Party Namé:GLAND o .; Meet No/Date:3/82-
“PHARMA LIMITED TALC4/2014

108.05.2014

iStatus:Case

.} Deferred

{HQ File
01/820050/00070/AM1S/

{RLA File o

RO924/040/0042/AMI4/ 104122013

i No/Date: 06 [0{}58454

Defer :
‘Date:24, 07.2014,

Deeision :ft was demded to defer the case for 24.07.2014 for comments of Depar:mem of
_Pharmaceuticals.

‘Case No116/23/82-
ALC422013

Py NomeiALCHEM

FALC42014

{INTERNATIONAL LTD.
: 08.052014

Meet NofDateéS:‘.Sﬁ-

IStatns:Case
Deferred

i Fﬂe.. I

10182050001 163/AM14/

TIRLAFile

[05/23/040/0034 AMI4/ 05122013

Lie No/Date 05 10:?2635

Dafer o
Dai& 24 07 2{)14
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| Decxswn It wag demded to defer the case for 24 07 2014 for comments of Deparnnent of

T8z

1 Export product | Exp. SLNo. | Import ifems Qty.

: Qty. allowed

1 Midazolam 1Keg. 1. 2-Aminomethyl-7-Chloro-2,3- 252kg

1 Maleate Dihydro-5-(2-Flurophenyl1H-1,4-

: Benzodliazepine Dimaleate i
2. Triethyl Ortho Acetate L18kg |

Phaxmaceut;cals
""""" "~ [Case No.:62/23/82-ALC412013 Party Name:LAKE Moet NoDate:3/82-  [StatusiCase
: JCHEMICALS PRIVATE JALCA/2014 ; Appruved
L ... LIMITED ... 08052014
HQ Fite RLA File lec No/Dal& {}7101062?4 Defer Date: :
01/S20S0/01109/AM14/  [:07/24/040/00238/AM14/ 05.12.2013 :

Decision : In the light of earlier decision taken by NC in its 45/82 meetmg dated 07, 02 2012, it was

‘decided to ratify norms under Para 4.7 of HBP vi as per details given below or as appiied by the fi rm,
swhichever is lass:

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

54

Case No.: 18/23/82~ . ?arty Name NAPROD LIFE IMeet NefDate:3/82~ {Seatus:Case
ALC4/20%3 SSCIENCES PVT. LTD. IALC4A2014 Deferred
I N i 108:05.2014 .
1153 HQ File {RLA File " iLic. No/Dare:03 10760768 [Defor -
' 0 I/SZ!;’O%;’GIGSSIAMMX ? 03J95/840!06722!AM14/ s 122013 Date:24.07. 20]4
Decision :1t was decided to defer the case for 24. 0’7 2014 for comments of Department of
“Pharmaceuticals. ;
T Case No.1723/82-ALCA/2013 Party Name VASHO  [Meet No/Daterd/3. —— IotatusiCote
; ; SINDUSTRIES PYT.LTD, HALC4/2014 SApproved
I N s 08052014
i HQFike IRLA File ILic.No/Date: 031076{}774 Defer Date: :
| HOUB2AS0/01064/AMI4/ 103/95/040/00705/AM14/  105.12.2013

:- Decision : In the hght of written comments received from Department of Chemlcats aac@
{Petrochemicals vide their U.0 Mo. 14010/85/2011-Ch. H dated 2,4.2013, it wes decided to ratify norms!

: RA may take appmpnate actnon as per the dec:snon of Nafms Comm:t‘tee

‘under Para 4.7 of HBP vl as per details given below or as applied by the firm, whichever is lass:
i Exprort preduct Export S.No Import tems Quantity Allowed
Quaniity kg/kg
| Methy! Eugengl 1kg 1 Clove Leaf Oif {Eugenol Content 1.40
5%}

1155

ICase No.:138/3/82- Party Name:AUROBINDO ;EMeet No/Date:3/82- Status:Case
ALC4/2014 PPHARMA LIMITED : A LC4/2014 Deferred
Lo (08052014

Qe T TTUREAR T [LioNo/Da09 0038481 el




E

" 09/24/040/00424/AM T4

BI782/050/00142/AMTS/ 06122005 [Datend 072014
Decision :1t was decuded to defer the case for 24. 0? 2014 for comments of Department of
_Pharmaceuticals.

7" [Case No.:12013/82- " Party Name:INCHEM  [Moet NoDatervas. — Btatastons
TALCA2014 {LABORATORIES PRIVATE |ALC4/2014 iDeferred

| AUMITED 08052014 I

1156 HQ File JRLA File ALie Nofi)ate 09 IGEJS 8483 Defer
+01/82/050/00124/AM 15/ i (}9f24/04[}/t}04!6!AM24! o 06.32.2013 ‘Date:24.07.2014

Decision It was de:mdéd to defer the case for 24, 07 2014 for

comments of Department of

________ Pharmaceuticals. ;
ICase Now115/3/82- " lParty Name:NECTAR  IMest No/Date 37z, [Statns:Case
JALC4/2014 (LIFESCIENCES LIMITED, [ALC4/2014 iDeferred

Pon F _{08.03.2014 5

11571HQ File RLA File “Lic.No/Date: 321001 4426 Defer

: it 01!8'?!{}50!00[ 19/AaM le L 2”f24z’{)40/000681AM14f 06.12, 2013 Pate24, 07, 2014
Decision :It was demded to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals. :

[ o NodgmiAz [y NameMOREPEN s D St

i jALC4ne13 ALABORATORIES LTD.,  ALCA/2014 Deferred
[ b 08052014 o

158:HQ File IRLA File JLic.No/Date: 0510372335 Defer

| OIB20S001143/AMIY/  LOSR24/040/0031/AMI4/  109.12.2003 {Date:24.07.2014.
Decision Tt was demded to defer the case for 24. ()7 2014 for comments of Department of
Pharmaceuticals.

M_ Case Nol18R382- Pdrty Name:RANBAXY ;'“Meel: Néfﬁate;:Br‘SQ- Status:Case.
JALCY/2013 HLABORATORIES LTD JALCA/2014 EAppmved
Lo N 08052014 L
4HQ File ARLA File ILic.No/Date:0510372882 iﬂerer Date;
()ifSEfﬂSGfO'ilﬁifAMM[ o : GS!ZMMG/G{}MZ/’AMM/ j} 09 522023 :;
Decision : in the light ef earirer decision taken by NC in iis 12/82 meeting dated 19.05.2013, it was:
decided 1o ratify norms under Para 4.7 of HBD vl as per details given below or as applied by the ﬂrm,
Jwhichever is less::

159| Export product Exp. Qty. | SL.No. | Import items Qty. aliowed
: kg/kg
4 Sertraline lke 1. Activated Carbon £1.029
1 Hydrochloride - 2. Methanol 2.50

( Bulk Drug / 3. Patladium 0.631 mg/ke
: g *‘a;macoi’%j 4. ( R ) Mandelic Acid 0.392
rade .
: ) 5, 4-(34-Dichlarophenyl) 1- 3.27
Tetralone
6. Toluens 1250
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IRA may take appropriate action as per the decision of Norms Committee

[Case No. T 1/23/82-ALCA2013 Parsy NomaSeramy = " [Meet No/Dates /. " IStatus:Case
(SPECIALITIES PVT.LTD.  |ALCA/2014 Approved

HQEe RLAFe ILic.No/Date:03 10761103 Dafer Date:
COUB20SODIDSEHAMIA/ L03/95/040/00603/AM14] N N
Decision :committee considered the case ag per agenda and in consulation with the
jtechnical anthority present in the meeting and it was decided fo ratify the norms under
Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is
less:

Export product Exp, SLNo. | Import items Qty. allowed
Qty. ke/kg

| Mucifizz Effervescent Tablets 1kg 1. N-Agetyl-L-Cysteine | 600 mg/tablets
| Bach Table: contains N-Acetyl-L- ’ N-Acetyl-[ ~Cysteine
Cystiene 600 mg

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

ICase No.63/23/82- "lpanty m;m'agc;még;;ﬁa;a Noaw:3/82-  [StatusCase
JALC4/2013 PVTLTD, ALC4/2014 Deferred
i b 108052014 .
HQ File TRLA File ' gfLic,NofDaze:smmmsfgbefer :
DVBASUIV/AMIY  |:52024/040/00037/AM14/ 0122003 [Date4.07.2014,
Decision :1t was decided to defer the case for 24.07.2014 for comments of Depariment of
IC&PC, :

© [Case No.:95/23/82. [Party Name JAGSONPAL  Wiost No/boasns IStatus:Case

IALCA2013 IPHARMACEUTICALS LTD. |ALC4/2014 Deferred
to 08082004
HQ File IRLA File ‘Lic.No/Date:0510373220. Defer g
(OUSTOSONOLLAUAMIA/  L05/23/040000368/AM147 11122013 {Date:24.07.2014.

Decision :1t was decidéd to defer the case for 240?2@1 4 for commenisof .'Depamnem of
{Pharmaceuticals. ’

" [Case NoB3381-ALCHROTS  [Party NamsiSiians IMeet NoDate:3/82 [StatusiCase
LCHEMICALS PYT LTD SALCA2014 ‘Approved
N N LOBOSAONE
HG File RLA File iLic.No/Date:0310761482 |Defer Date; .
DUBZOSOIIOSS/AMI4/ LO3/95/040/00725/AM 4, gtbiaos
‘Drecision : Committes considered case as per agenda and in consultation with technicalg
authority present in meeting decided to ratify norms under para 4.7 of HBP as per details givert;
‘helow or as applied by the firm, whichaver is less:-

i
1

ILExportproduct L ExportslNo. [import items | Quantity _Allowed |

TNV
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o i N . i

Povidone lodine 10% Solution | 1 kg 1. Povidone [ 1.02 kagper kgf
1 {Available fodine NLT 1% w/v) lodine contained in theé

export

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

Case No.:137/3/82- EiParty Name:SUVEN LIFE  Meet No/Date:3/82- HStatusiCase

HALCA/2014 H{SCIENCES LIMITED ALC4/2014 iDeferred

(08052014

1164

HQFle T URLAFe o ILioNo/Dae 0910058555 Derer

COVBOSON0TAI/AMLS/  :09/24/040/00427/AMI4/ 111122013 Date24.07.2014

Decision :1t was decided to defer the case for 24.0’72014 for comni'e.r'ﬁ”s 61‘ Department of
(Pharmaceuticals,

ICase No.:14173/82- " Party Name:COVALENT  [Meet No/Dato3/80e —— StatesCnse
ALC4/2014 LABORATORIES PRIVATE | ALC4/2014 [Deferred

ALMITED o 08052014

JHOFile RLA File TLic.No/Date:09 10058567
LOVE2/0SOA014S/AMIS/ L0924/040/00418/AMI4/ 112122013 {Pate:24.07.2014:

efer

165

1 CEFIXIME (CEFIXIME

Decision 1 In the light of earlier decision faken by NC in its 21/82 meeting dated 06.02.2014, it

was decided 1o ratify norms under para 4.7 of HBP v 1 as per details given below or as applied by

ithe firm, whichever is less:

Export product Exp. | SLNo. | lmportitems -1 Oty
Qty, sllowed
kg/kg
Activated Carbon [ Carbon 0.100
TRIHYDRATE) Encanticromos |

Dimethyl Formamide (DMF) 1.584

=

GCLE 1.50

Methyiene Chioride | 4,153
2-Mercaptobenzothiazoyl -(Z)- | 0,820
2+(2-Aminothtazoyl-dyf}-2- {
MICA Ester }

6. Tripheny! Phosphine 0.820

Mis wim

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

Case No.:115/23/82- Party Narme:ALCHEM ‘Mest No/Date:3/82- iStatus:Case

HALCA/2013 AINTERNATIONAL LTD. TALCA/2014 iDeferred

_____ 08.03.2014

166

T P T T - e R
0523040000365/ AMI4/ | 13122013 Date:24.07.2014.

Decision :It was decided to defer the case for 24.0%.@14 for comfﬁéﬁts of Department of”

_Pharmaceuticals.
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;?W% Case No.: 136.’3:’82- iParty Name: AUROBINDO  iMeet No/Date:3/82- [Status:Case
: TALC4/2014 APHARMA LIMITED HALCA/2014 ‘Deferred
HQ File RLA File : Llc NofDate 091{}05 8582 Defer :
DVRO0SOMOIAAMIS!  L09/24/040/00438/AMI4/ 113122003 {Date:24.07, 2@14
Deeision : The Commtttee considered the case as per agenda and in Eight of written comments.
ireceived from Department of Pharmaceuticals and in consultation with technical awthority:
‘present in meeting, decided to ratify norms ender para 4.7 of HBP as per details below or as;
sapplied by firm whichever is lower:- :
: : Expart product Export Qty. | SI.No. | tmport items Qty.
i katkg
RAMIPRE, 1Kg. 1. {3,8,3) 2-Ambicyelaf3,3,0)-Octane- 0.83
Carboxviic Acid Bezylester Hel,
2. 1.3-Dieyelo Hexyl Carboditmide 0.858
3, Activated Carbon [ Carban 0.054
Encanticromos }
4, Tricthylaming 0.767
5. Di Isopropy! Ether { Iso Prﬂpyl Ether} 2.62
6. Methanol 3.3z
: 7. Methiylens Chlotde 165
A may take appropriate action as per the decision of Norms Committee.
" Case No.:147/3/82- [Party Name: AUROBINDO Mot No/Date3/83- ——[Status: Cane
SALCA014 SPHARMA LIMITED HALCA/2014 Deferred

A . H80s2014

1168 HQ File IRLA Fiie HLic.No/Date: 09]0058609 Defer

; '0%!32/050f00i5§!AM3S/ 09!24/040!{}6440/AM14/ 322013 (Date24.07, 2014

§ ‘Decision :Tt was deude:d to defer the case for 24.07.2014 for comments ef Department of

| FPharmaceuticals. |

“““““ : Case Nc 139!3!82~ Party Name:SMILAX " iMeet No/Date;3/82. Status:Case
SALC42014 JLABORATORIES LIMITED. HALC42014 Deferred
A e Jososzons

169 1HQ File IRLA File TLic.No/Date:091 0058595 %Defer

o (OUS20S0000143/AMIS/ CLOO/Z4/040/00441/AMI4  Ti3iz2013 Date24.07.2014

. Decision : [t was dec;ded to defer the case for 24 O? 2014 for commems of Departrnent
_fof Pharmaceuticals,

[ Case No.140/3/82-ALCA72014 [Party NamorVIVIMED LABS Moo N [Status:Case
: SLIMITED HALCA2014 JApproved |
L D 108052014 Do

i HQFie RLA File {Lie.No/Date: 09[00586{}3 Defer Date: |

170101/82/050/00144/AMIS/  :09/241040/00446/AMI4/ 113122013 : :
Decision : 1n the light of earher decision taken by NC in its 17;’82 meeting dated 05.12.2013, it was
decided to ratify norms under Para 4.7 of HRP v1 ag per details given below or as applied by the fi rm
whichever i is less:
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Export product Exp. Si.No. | lmport items Oty. allowed Iz
: Oty. :
AVIS(AVOBENZONE) | 1 kg | 1. PARA TERTIATORY BUTYL | 1.148 kg

; BENZOIC ACID (PTBBA)

; 2. ACETYL ANISOLE 0.929 kg |
: 3. ACTIVATED CARBON 0.025 kg i
4, SODAMIDE 0.206 kg ;
1 5. METHANOL 4.00 kg
! 6. TOLUENE 1.00 kg ’

[RAmay take appropriate action as per the decision of Norms Commitiee.

[CaseNo83/23/82-  [Party Name:SHIVA  IMest No/Dateb/82. — [StatusiCass
ALC4/2013 SPHARMACHEM LTD, JALC4s2014 (Deferred
R i i 108052014 I

1171 /HG File RLA File Lic.No/Date:34 10038734 Defer
£O1B2A050/01 130/AM 147 i 34!24f()¢0;’0023];’AM14? §16.12.2013 Date:24.07. 2014
Decision :It was decided to defer the case for 24. 07 2(}14 for comments of Department of

_|Pharmaceuticals.

7 [Case No.:88/723/82-ALCA/2013 [Party NameDHANUKA  IMest No/Datei3/83- [StatusrCase
: LABORATORIES LTD. JALCAR014 sApproved
. B e U805.2034 '3 o
1HQ File RLA File Lic No/Date:0510373606 Defer Date: |
LOUB2/050/01135/AMI4/  [05/23/040000375/AMI4/  117,12.2013 :

1Decision : in the light of carlier decision taken by NC in its 15/82 meeting daied 31.10.2013, it was

idecided to ratify norms under Para 4.7 of HBF vl as per details given belew or as applied by the firm,:
Awhichever is less: ;

1 Export Product Export { SNo | Import Product Quantity
Qty. Allowed
_ ke/ko
| T CEFPROZIL USF/BP/EPAP | | kg 1. 7PACA 0.77
{72 Powder 2. HEXAMETHYL DISILAZANE | 0.342
1 3. ACETONE 533
4. M,N,DIMETHYL FORMAMIDE | 5.82
3. METHYLENE CHLORIDE 2.86
f, d(}P-Hydroxyphenyl glveine 1.05
Dane Salf
7. ETHYL CHLORO FORMATE | 0.383
3. ACTIVATED CARBON 0.0386 |
5. TRIMETHYL CHLORO 0.230 ;
SILANE
10. N-METHYL MORPHOLINE 0.0043
11. METHANE SULPHONIC ACID | 0.016

_RA may take appropriate action as per the decision of Norms Committee,

{173 [Case No. B3/3/82-ALCA/2014 [Party NarseETERG  [Mest No/Date: /80 [Siat
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I IDRUGS LIMITED, | EALCmGlsf . gnefemd

1 [HQFile ‘RLA File " Lic No/Date: 0510058622 -

| [0US2/0SO/0003T/AMIS {09/24/040/00466/AM 14/ 117122013  iDater2a.07, 2014

| [Decision :It was demded to defer the case for 24. 07 2014 for comments of Department of
[Phammaceuticals.

""""" {Case No.34/3/82-ALCH2014 Pany Name: HETERO LABS est Noamaiin i
: JLIMITED ALC42014 i Appmved ‘
AHQ File REA File : Lic. No/[)atc {)916053619 Defﬁ:r Dater

| POUB20SO/0D0IBIAMIS/  [09/24/040/00473/AMI4/ 17022013 :

Decision : Committee consmfered case as per agenda and in consu!tatson mih techmcai
{1745authority present in meeting decided to rafify norms under para 4.7 of HBP as per details given!
ibelow or as applied by the firm, whichever Js less-

- Export product Exp. Qty. | $LNo. | import items Qiy. aifowed

i EFAVIRENY, 1kg 1. EFAVIRENZ {(PURITY94%) 1.02

{PURITY $9.5%)

{RA may take appropriate action as per the decision of Norms Committee.
Case No.:3S/382-ALCAIZ014. [Party Name:HETERO TABS Moot Natbareaign Status:Case .

SLIMITED HALLCA2014 Approved
f HQ File SRLA File : LJC N{){Date 0910058621 Dafer Date:
ol /B2/050/00039/AM1S/ 09[24!640!00469?AM14/ 7122083

whichever is less:-

Decision tn the iight of earlier decision taken by NC in its 33/82 meetzng dated 21.03.20513, it was
decided to ratify norms under Para 4.7 of HBP vi ag per details given below or as applied by the Frm

175

7 Export product Exp, SLNo. | Import Hems Qy.
Qty. Alfowed

: {kgp)
3 Gapecitabine 1 kg 1. D-Ribose 2.08 3
: 2, Sedium borohydride (.58

3. Dimethyl seffoxide 0.90

4, 3-Fluorogviosing D.BB3

5. n-Pentylchloro formate 1.122

6. Diisapropyl ether

. IDevelopment Commissioner

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

"Case No.:119/3/82- Party Name:HETERQ LABS IMeet No/Date:3/82- Btatus:Case
TALC4/2014 ALIMITED SALC4/2014 ADeferred
I . e 10805.2014 L P
116 HQ File ‘RLA File ‘Lic.No/Date: 091005862& Defer -
. 01f82f'050]ﬁ0123!AMi5! gF {)9?24!0#0/0047{}%&114} i7.12, 2003 {Date:24.47. 2014

{Pharmaceuticals,

Decision : It was &eczded to defer the case 24.07. 2014 for conunems af Department of
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" [Case No.:98/3/82-ALC4/2014 [Party Name: VIVIMED LABS [Meet No/Date 3/ [Status:Case
| 'LIMITED ALCAR014 Deferred
N N 08032014
HQ File RLA File Lic.No/Date; 09&0058626 Defer
O/B2/0S0/00102/AMIS/  094/040/00M4B/AMI4, (7122013 :

iDecision It was demded to defer the case 24.07, 2814 for comments of Departmant of' |
_;iChemicals and Petrochemicals.

i

178,

HCase No.:39/23/82- {Party NemeAARTL Meet No/Date:3/82-  Status:Case

SALC42013 HINDUSTRIES LIMITED JALCA/2014 [ Deferred

T N ., 08052014 Lo

HQ File ARLA File Lic., NﬂfDa!e 03 } 076’?3(}1 Defer
OU/82/050/01086/AMI4/ LO3/941040/00760/AMI4] 118122013 Pate24072014

Decision It was demdéd to defer the case 24.07. 2()14 for ccmments of I)epartment of
_{Chemicals and Petrochemicals.

79

Case No:50/23/82-  |Party Name:AARTI [Meet No/Date3/82-  [StatusiCase
ALC4/2013 |INDUSTRIES LIMITED jAucazols Deferred

HQ File IRLA File [LioNo/Date:03 10762302 |Defer |
LOUS0S00I097AMIY 0354004000076 /AMLY (18122013 Date:24.07.2014

Z'Declsmn It was decxded to defer the case 24.07, 2014 for commems of Department of
Pharmaceuticals,

[ [Case No.:68/3/82-ALC42014 [Party Name:PORUS ~ |Meet No/Date 382 Status:Case |
i ILABORATORIES PVT LTD. |ALC4/2014 eferred
..._503053{““" . N
180/ HQ File RLA File {Lic. No/Date: (910058633 %Defer
[OVB050/00072/AMIST 09/24/040/00463/AMI4/  1IR.12.2013 _ iDate 24.07. 2{}14
1 Decision :]t was declded 1o send a copy of app]zcataon to Depm*tment Of Pharmaceutwals
__ ifor their comments. The case is deferfor 24.07.2014.
"~ Case No.:9473/82-ALCA/2014 [Party Name:SOMU ORGANG Meet No/Date:3/82-Status:Case
' SCHEM PVTLTD., }ALCMZ!OM : Appmved
HQ File “RLA File Llc No/Date:0710100652 Defer Date: |
01{8"/{)50!90{]98%!\/115! N f 0?&4!040/00329!AM14/ o 18 122613
: Decision ¢ in the hght of written comments received from Department of Chemicals and
: iPetrochernicals vide their LLO No. 14010/153/2011-Ch. il dated 12.4.2013, it was decided to ratify nurms
ESIE under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less:
Export product Export 5.No. | Import items Quantity
: : Quantity Allowed
1 L3I-CYCLOHEXANEDIONE 1kg 1 RESORCINOI. 124 kg
A (CYCLOHEXANE-1,3-GIONE) :
3 BIHYDRO RESQRCINGOL

1RA may take appropriate action as per the decision of Norms Comrmittee.
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[Case No14673/82- [Party NameLOUIS " [Moet NoDaterd s o
ALCA4/2014 PHARMACEUTICALS PYT | ALC4/2014 Deferred

JHQ File 'RLA File io.No/Daie:0010058653 Defer -
[OIB2A0S0/00ISUAMIS/  L09D4/040M0476/AMI4/  116.12.2013 |Date:24,07.2014

fDecxsmn :In the light of Wwritten comments recewed from I}epartment af Pharmaceuticais
‘vide their OM No. 35011/724/2013- -PI{Norms) dated 21.04.2014, it was decided 1o call

(a) Complete technical details as per Appendix 33.

(b} COA of imported R.M. from the Foreign Supplier.
{c) COA of the expart Hem.

[The case was deferred for 24.07.2014

A5

from the firm following information:-

(d) Past production vis-a-vis actual consumption of inputs duly certified by Central
Excise Authority.

Case No.:89/23/82. Parly Néme:RENGWN - Meeat No/.Dateﬁ/.Sz« | .-;EStatus:Case
GALCa 2013 PHARMACEUTICALS PVT ALC4/2014 '_fl)eferred
G ALTD s 08052014 -2

SHQ File GRLA Flle iLic No!Date 341003 8‘;’60 ;Defer '
; 01/B2/050/01136/AM14/ 34724/040/00225/AMI4/  119,12.2013 . {Dare:24.07.2014;

‘Decision :It was deucied to defer the case for 24. O? 2014 for comments of Department of
Phaxmaceuttca}s

184

{Case No.:84/23/82-ALCA2013 [Party Name: TRANSPEK Voot No/Dare 3/8s. Status:Case.
- INDUSTRY LIMITED ALGA2014 Approved
HO File ‘RLA File {Lic.No/Date 34 10038767 | Defer Dates
OUSDIOSUOTISUAMIY  |34724004000236/AM18, 1912 2013 |

; Decision ¢ In the hght of written comments recewed from Department of Chem;cats and;
{Petrochemicats vide their U.0 No. 14010/6/20311-Ch, Il dated 08.05. 2014, it was decided to ratify ncrms
funder Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is less: :

# Export product - Export 5.Me. | import items Quantity
: Quantity _ Allowed
{ NEQ DECANOYL. CHLORIDE 1kg 1 VERSATIC ACID (NEO 0.85G kg
A LIQUID DECANOIC ACHD)

: LEQUID

1185

: Case N09ifz3182~ALC4I2{)13 Party NameINTﬂS g Meat _ﬂoiDate'.sfsz- IStatus:

: [PHARMACEUTICALS LTD., |ALC4/2014 '?Appmveﬂ g
HQ File RLA File e No/Date:08 10127281 ’nefer Date

JOUBIOSOOTIIZ/AMIA/  LOB/24/040/00408/AMI4/ 120122013 :

Decision : Committee ccnszdered case as pet agenda arzd in fight of aarher decssmn taken m o
{18/82 meeting hetd on 02. 08.2011 and in consuliation with technical ‘authority present in meefing,:

N\
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 [decided to ratity norms under

para 4.7 of HBP as per detais below or as applied by firm|
iwhichever is lower:-

Export product | Exp. SLNo, | Import items Qty. aliowed
ﬁ Qly,
A4 Aspirin Enteric | 1 Kg. 1. Acetyl Salicylic Acid EP/BP/USP | 4874.58 kg
: Coated 2. Microorystalline Cellulose Ph102 | 5958.00 kg ;
1 Tablets 81 mg 3 Eudragit L.-30 D 55 4366.00 kg _%
: 4 Triethyl Gitrate Ph.Eur 118.00 kg f
B, Relevant IGSILICA Gel Canister | As per packing policy
8. RelevantsG mi HDPE white | As per packing policy
Bottle
_iRA concerned may take further necessary action as per above decigion of NC.
" Case No8523/82-  [Party NamePARENTERAL IMeet NoiDate3/82. " Status:Case
SALC4/2013 DRUGS (INDIAY LTD., SALC4A2014 Deferred
= e 8052014 L
1186/ HQ File RLA File ILic.No/Date:56 10003400, ‘Defer =
: g 01}82!{)50}02132%7&4!41 N 56&4!040/00033/AM14i Rz 2013 Date 24.07. 2014
Decision :1t was decided to defer the case for 24.07.2014 for cﬁmments of Deparhnent of:
{Pharmaceuticals,
" Case Nows145/3/82-  [Party Name:AUROBINDO  IMeet Ne/Dateri/an- ~~ [Staumcane "
JALCA2014 PHARMA LIMITED JALC42014 ffl)eferred
Do 08052014 |
1187 HQ File SRLA File Lie. NofDate 09}0053692 §Defer
; 01182«’050:‘00149}AM]5/ L 09/24!049)00465%&&14{ 423.12.20]3 Pates 24072014

E _I_fh_;gr_n;ageutmais

Decision :Jt was demded to defer the case for 24, 07 2014 for comments .6.f Department of

Party Name:MICRO LABS

:Meet N.{S/.Date:mz-

Case No.:11/382-ALC4/2014 IStatus:Case
: LD ALC4/2014 iDeferred
I 98052014 :
1188 HQ File ‘RLA File iLic, No/Date:07 [010&79; Defer
LOUB2/0S0/0001S/AMIS/ [0724/040/0031F/AMIY/ 123122013 iDate:24.07.2014
iDeeision :It was decided to defer the case for 24.07.2014 for comments of Department of
(Pharmaceuticals. =~ |
" Case NoSOINEL-ALCAROLS Party NameiCADILA —— Iviost No/Daea/B Status:Case
PHARMACEUTICALS LTD. ALC4/2014 Approved !
e L i |0505.2014 L —
THQ File RLA F]Ie iiLic.Mo/Date: 081{)127360 Defer Date; -
[ :01/82/050/01 13/AM 14/ 08/74f040f00403fAM141 LoaMa22013 :

1189

Afirm, whichaver is less:

_ Decision : in the light of earlier decision taken in meetmg N0.23/82 dateé E}ES 03 2014 itwas
idecided to ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the

T Export Product

| Export

| St.No. | import i

fems




R

| CILOSTAZOL
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”éliowéd. =
“kalkg
0.88

1 kg 1. 3-{4-CHLOROBUTYL)-1-

CYCLOHEXYL- IH-TETRAZOL

2. 6-HYDROXY3, 4-DIUYDRO 2 0.59

{(IH-QUINOLINONE

_IRA may take Appropriate action as per the decision of Narms Committee.

SALC4/2813

Case N0.141f23f82;

_§pany Name-HEMMO
[PHARMACEUTICALS

PRIVATELIMITED

Moot NoDate 3/82
AALCA/2014
108.05.2014

iStatus:Case
{Deferred

100 6 p;]e
. 01?8“’/050;’0](}88/)&?\4?4;" _

;S§RLA File
H03/94/040/00749/AM 14/

dLic, Nf)?Dme 03107632] 8 Déf‘er
24122013

Date;24.07, 2044

Drecision :It was decided to defer
P }_;a;n;gce_utngl__si i

the case for 24. 07 2014 for comments of Depamnent of

3Case No.:2723/82-
ALC42013

Party Name:SANDOZ

{PRIVATE LIMITED

IMeet No/Date:3/83-
JALC4/2014
108.05.2014

Status:Case
Deferred

1191 [HQ File

02]82/0501010?4/AME4!

: 'RLA 'Fiie.,. S

03/95/040/00758/AM 4/

" LicNo/Date:0310763393 Dafer
24122013

iDate24.07.2014.

Decision :It was decided 0 defer the case for 24.07.2014 for conﬁnems of Department of
[Pharmaceuticals. -

i Case Nos 14375782
ALCA/2014

Party NameSR[AM LABS §

JPRIVATE LIMITEDR

Meet NoDate:3 /82
1ALC4/2014
108052014

Status:Case
Beferred

1192 [HQ File

: Gl/’SEHGSG/OOMﬁ;’AMIS!

i Filé e .

09/24/040/00439/AM 1 4/

iLie. NofDate 6930038?08 Defer
524 12,2013

iDate:24.07. 2014

Decision :It was decided o defer the case for 24.07.2014 for commems of Department of
APharmaceuticals. o

TALCA4/2014

Caée ND.:.'.J.S‘I?BIISIZ:I

Party Name:ATLAS FINE
‘CHEMICALS PVT LTD

%

"Moot No/Date3/82-
IALCA2014
j08.05.2014

iStatus:Case
Deferred

1193 {HQ File
| EO1AZOSHO0I6AMIS/

gRLA Fii.&... s
03]94/66%0/00647/AME41

e NoDaea e

26.12.2013

|Date: 24 07 2(}14

Decision :1t was demded to defer the case 24.07. 2014 for comméms of Depa:riment of
{Chemicals and Petrochemicals.

Case No:97/3/82-ALC4/2614 Party Name:SATYA

IDEEPTHA

_ [PHARMACEUTICALS LTD

Meet No/Date-3/83-

iStatus:iCase
ALCA2014 iDeferred

08.05.2014

Lo HQ File
| 01/82/050/00101/AM 15/

‘RLA File
:09/24/040/00482/AM 14)

‘LicNo/Date:091 0058730 oot
126.12.2013

iDate:24, 7. 2014

|Pharmaceuticals,

‘Decision :ft was demded to. defer the case for 24. O? 2014 for comments of Department nf o
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ALLC4/2014

Case Noo14473/80-

L,

party}qame SR;N[ o
'PHARMACEUTICALS

"IMeet No/Date:3/82-
SALCA/2014
108052014

iStatus:Case
Deferred

4195 HQ File

" RLA File

1:01/82/030/00148/AM15/ | 0S9/247/040/0047 L/AM B4/

“iLic.No/Date: 0910053723

126122013

Defer

il Pharmaceutlcals

Decision :1t was deczded to defer the case for 24 07 2014 for comments of Departmem of

{Case No.:65/23/82-
HALC4/2013

[Party Name RANBAXY
|LABORATORIES LTD

Moot No/Date 3782~

108.05.2014

ALC412014

iStatus:Case
Beferred

1196 HO File

ELA Flle i

1 DI/B2/050/011 12/AMI4/ 05/23/040/00258/AM14/ 12

Lit. NofDﬂte 05 I 03745?5

27.122013

|Date:24.07 2014

Defcr

Decision :It was decided to defer the case for 24.07.2014 for comments of Department of
_{Pharmaceuticals =~ '

TALC472013

[Party Name:RANBAXY
LABORATORIES LTD

ICase No.:71723/82- '

Meet No/Date:3/82.
JALCA4/2014
108052014

Status:Case
fﬁ Deferred

HOQ File

1197
' G1/82/050/01 11 B/ AM 14/

RLA'{?ﬂE e
:03/24/040/003 1 1AM L4/

“Hio No/Date:05 10574576

27122013

Date: 24.07.2014

Defer

- Pharrnaceutzcais

Decision :It was demde.d to defer the case for 24. 0;1 2014 for comments of Department of

Case No.:64/23/82-
ALL42013

Party Name-S.M. HERBALS
PVT.LTD.

[Meet No/Date:3/82-
TALC4/2014
lesos2ol4

Status:Case

Deferved

| HQFie
i198

ZRLA File

[OV/B2OSO/01ITI/AMIA,  0S/24/040/00321/AMI4/

" [LicNo/Date:05 10374573

27022013

1Date:24.07, 2914

Defer

iDecision Tt was demded to remind the firm to furmsh the following technical details: «

-COA from foreign supplier for relevant import consignment for the imported input. « _
ICOA from Independent and approved Testing Laboratory for export product. » Stepwise
iprocess with wastage envisaged in the process. The case was deferred for 24.07.2014.

T ICase No143/3/82-
| IALC42014

[Meet No/Date:3/82-
(ALCS/2014
08652014

Btatus:Case
iDeferred

199
1 oUs2/050/00147/AM 15/

HQ;:ﬂe i

‘RLA Fﬂe
GQK'? 4:'049?{}046 1 /AM 1 4!

" ILic No/Date:0910058743.
27122013

Q Drate:24.07 2(}14

Defer

‘Decision :1t was decided t() defer the case 24.07. 2014 for comménts of Depaﬁmeni of
{Chemicals and Petrochemicals.

| dALCdn2013
S2000

TCase Nc.:ésmsfszf

{Party Name: ANUH PHARMA
LTI

Mect No/Date:3/82-
ALCAZ2014
l08.05.2014

iStatus:Case
iDeferred

o T
FOLB2050/01090/AM 4/ |

RRLA File
F03/94/040/00770/AM 14/

iLic NofDa:e 93107&353
130.12.2013
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| .Decmmn It Was demded fo defer the case for 24 G’I 2014 fm comments of Depamnent of

1201

| iCase No.:148/3/82- [Party Name: AUROBINDO |Meet No/Date:3/82. |Statas: approved.
ALC4/2014 PHARMA LIMITED laLCanpi4 - ;
[HO Fite IRLA File [Lic No/Date:0910058765 [ Defer ;
[OLB0S0/001 52AMIS/  [0904/040000477/AMIY  30.12.2013 {Date:24,07.2014 |

'Decision : The Committee considered the case as per agenda anei in ilght of written comments.
ireceived from Department of Pharmaceuticals and in consultation with technical authority.
spresent m meeting, decided to ratify norms under para 4.7 of HBP as per details below or as:
iapplied by firm whichever is fower:-

1774 Baport product "Export SINo. | Import Htems Qty. allowed
i Qty. kg'ke
1 4 GABAPENTIN 1 Kg. i. 1, LCYCLO HEXANE DI ACETIC | 1.43
f ACID MONO AMIDE
2. ACETONE 1.541
; 3, CARBON ENOANTICROMOS] 0.014
i ACTIVATED CARBON |
4, ISOPROPYL ALCOHDL 1.894
: 5. AMBERLITE RESIN IRA-67 0.00125 lirre/kg
RA may take appropriate action as per the decision of Norms Committee. o
im Case N{)..:48l23/82~. . F&&.Nzﬁ;‘le:EXCEL .:.M;aet ‘Néﬁﬁa{zzi&fé? o .S.taut.a”s;éase
: ALCY4/2013 ANDUSTRIES LIMITED SALCA/2014 Deferred
T . #08.052014 N
g (HQ File RLA File icNo/Date:03 10763628 [Defer
| (OLBIOSO/01095/AMLY,  03/94/040/00719/AMI/ 30122013 | Date:24.07.2014

Decision 1t was decided to defer the case for 24 07 2014 for comments of Department of

L4

120

_Pharmaceuticals

k Case No.:ZZB[@.;A'LCEz“iﬁi.d.:.I;;x}ty Name:GLAND. o :Meétﬁa/f)#teﬂfﬁb ) :Siatus:Case

-; PHARMA LIMITED IALC4/2014 Deferred
T N 08052014 :
HQ File RLA File Lic-No/Date; 091(}038?87 Defor -
(01/82/050/00026/AM 1S/ [09/24/040/00485/AM 14/ 31.12.2013 Dazezwnmzz

Decision :Reply mcewed from the Fizm and send to Department of Pharmaceutmais It
iwas decided to defer the case for 24.07.2014 for comments of Department of

1204,

{Phermaceuticals

iCase No.:96/3/82-ALC412014. Party Name:GLAND f Moot No/Date:3/82- iStatus:Case

- [PHARMA LIMITED ,chuzom Deferred

{HQFile ‘;iRLA File éLlc No/Date-0510056788 [Defer
01/82/050/00100/AMIS/  L09/24/040/00481/AMI4/ 31122013 iDate;24.07. 2014

1Decision :Reply recewed from the Firm and send tb Department of Pharmaceuticals It
iwas decided to defer the case for 24.07.2014 for comments of Department of
_Pharmaceuticals
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“:'Case N023/3!82~ALC4ﬂ9]4

(LIMITED

LABORATORIES PRIVATE ¢

Party Name:MSN '

Meet No/Date:3/82-

ALC4/2014

108.05.2014

1Status:Case
Deferved

205 HQ File
FOLB/050M00Z7/AM ] 5/

- JRLA File
109/24/040/00486/AM 14/

" ILic.No/Date:0910058791 1Dx

BL122013

Defer

1Date:24.07, 2014

; Pharmaceu’acais

éDemsmn 1t was decided to defer the case for 24. G? 2014 for comments of Department of”

iCase No.:88/3/82-ALCARO1A Party NameMYLAN v
: {LABORATORIES LIMITED

: Mee.t.l.‘;Tc;f’b)aza:ﬂSz-‘ o
JALC42014
98052014

[Status:Case
; Beferred

o6 /HQ File
L OUB2/050/00002/AM1S/

aRLA File
i 1#09/24/040/0043 1/ AM 14/

Lic.No/Date: (}910058792

31122013

Defer

i Date:24.07. 2014

{Pharmaceuticals

Decision :It was declded to defer the case for 24.07.2014 for comments of Department of

Case No.:24473/82- .
TALC42014

- Parzy Na.t.n.e.:.éAfEICON
SLIFESCIENCES

Vit N/t
HALCAI2014
08.05.2014

iStatus:Case
Deferred

a7 HQ File
G 1/827050/00248/AM 1 5/

. RLA}‘:ﬂe
¥ :61/24/040/00023/AM14/

sLie. NOf’Dzﬁs 61 IOOOE 129

Cprizens

Defer s

Date:24.07.2014

Pharmaceutmals

Decision :It was deci ded to defer the case for 24. 07 2014 for comments of Department of

EALC:UQGJ.S

~ Party NameSATYAIT
\CHEMICALS PVT.LTD.,

ECase No.:55/23/82-

“Riost No/Dw 35
HALC4H2014
308052014

Status:Case

Deferred

o8 HQ File
| l0us20s0/m1102/AM14/

RLA File _
03/95/040/0079/AMIY

. iLic Nor’Date {}3 It}?63764

511230613

E)efer i
|Date:24,07. 2014

‘Decision

oIt was demded to defer the case for 24.07. 2014 for comments of
_‘Petrochemicals Division of Department of Chemicals and Petrochemicals

“ICase No.: 181/3/82-
JALC412014

INDIA LIMITED

Parly Name: AKZ0O NOBEL

Meet}; G/Daieygg_ o

ALC4/2014

108.05.2014

iStatus:Case
iDeferred

oo HQFile

| e
LOI/B21050/00185/AM15/

:02/24/040/00053/AM14/

iLic. chDatc 02 16198392

02.01.2014

Defer

iDate:07.08, 2014

;of Pharmaceuticals

{Decision : It was demded to defer the case for 07, 08 2014 for comments of Department

#Case No.183/23/82-
ALC4/2013

‘Party Name:EXCEL
JINDUSTRIES LIMITED

Meet No/Date:3/82-

ALC472014

108.05.2014

Status:Case
iDeferved

?2105 HQ File
i pD/B2A50/0T100/AM1 4/

_ T e —
103/94/040/00744/AM 14/

iLic.No/Date: é3]0’?64365
: 02012014

Defer

: Date 24.07.2014

Decision :It was deczzdea to defer the case for 24.07.2014 for comments of Depaﬂment of
_Pharmaceuticals
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o2
H01/82/050/001 1 8/AM 15/

‘Decision :It was demdéd to defer the case for 24, 0.';.’ 2014 for comments of Department of
{Pharmaceuticals.
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“iCuse Now114/3/82-
ALC4/2014

TParty Name:HETERO LABS
LIMITED

Meef N.OfDateSféﬁ-. -
IALC42014
108.05.2614

Deferred

IStatus:Case

HQ File

RLA File

_‘i 09/24/040/0049T/AM 14/

"ILic No/Date:091 0038802,
lo2.01.2014

Det‘er
3 Date:24.07. 2014_

HCase Noa38/3/82-ALC4/20414:

12

[Party Name:PARENTERAL
IDRUGS (INDIA) LTD.,

HALC42014
08.052014

iStates:Case
Deferred

s
:01/82/050/00042/AM15/

i B s

}156/24/040/00036/AM )4/

ALic. No/Date: 5610003473
102012014

Defer

Dute:24.07.2014

Decision 1t was decided to defer the case for 24. o7, 2014 for cerxéﬁents of Department of
\Pharmaceuticals.

213

Case No.:118/3/82-

ALC4/2014

Fary Name PARENTERAL
: DRUGS {INDIAY LTD.,

Mot No/Date:3/82-
1ALC4/2014
108052014

[SintusCase
“Deferred

o TP
O1/82/050/00122/AM1 57

-ERLA File

 h56/24/040/00035/AM14/

“iLie.No/Date: 561{}()(};472
02012014

Defer

|Date24.07.2014.

Decision 31t was decided to defer the case for 24,07.2014 for comments of Department of
Pharmacouticals. =~ '

2214:

Case No.:24/3/82-ALC4/2014 [P:

Parry Name VIVIMED LA BS
LIMITED

IMeet No/Date376-
ALCAI2014
108052014

Status:
Approved

SHQ File
LO1/82/030/00028/AM1S,

RLA File

H09/24/040/0049AM 14

o No/Date:09 10055308
2012004

Defer
{Dafe:24,07.2014

“Decision : In the tight of earlier decision taken hy NC inits 17/82 meetmg dated 05.12.2013, it was?
“decided to ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the firm,
iwhichever is jess:

Export product

Exp. ShNo.

ay.

Import items

Qty. allowed

AVIS(AVOBENZGNE)

1kg

PARA TERTIATORY BUTYL
BENZOIC ACID (PTBBA)

1.148 kg

ACETYL ANISOLE

0.929 kg

ACTIVATED CARBON

0.025 kg

SODAMIDE

0.206 kg

METHANOL

4.00 kg

TOLUENE

1.00 kg

{RAmay take appropriate action as per the decisi

nofNorms Committee,

52155

[Case No.:45/3/82-ALC4/2014 [Party Name:AKZO NOBEL |
INDIA LIMITED

GALC4/2014

Meet No/Date:3/82- (StatusiCase

lososa014

iDeferved
B
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| JHQFIe “RLAFile " [LieNo/Date:0210198458 iDafer T
| OUBIOSOIO0049IAMIS/ | LODR4/00/00IGYAMI3/ (03012014  IDae:24.07.2014
| Decision :1t was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals.
Case No.:89/3/83-ALC4/2014 [Party Name:ASTRIX Mot No/Data 6. topamsios=
JLABORATORIES LTD,, JALCA2014 Deferred
t .. 08052014 [
1316 HQ File ‘RLA File T ic.No/Date:0910058536 Defor ;
i 'Glf82f05£}!90093/AM15f : ‘09/24!040!00496/AM14? : g6.012014 Date:24.07. 2914'§
[Decision :It was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals. |
[ fCose Noai86ma- [Party NameiMYLAN Moot NoiDaie /3. Statusinse
JALC4/2014 LABORATORIES LIMITED |ALC4/2014 Deferred
L Ao 08.05.2014 L
#217:4HQ File ARLA File LicNo/Date: O‘)EO{}SSSES Defer :
Bt O}JRZIOS{)!UG]‘)O/AMISI e 09[24{040/00484/AM14} 06012014 _' Date:24.07, 2014

Decision :It was decuied to defer the case for 24. {)7 2014 for coﬁiments of Department of

: Pharmaceutzcais
" iCase No.:193/3/82. m;ﬁg'bmy Name:NATCO  [Mest NoDated/8s, — Bramsionas ™™
ALC4/2014 {PHARMA LIMITED TALC4/2014 Deferred
L S 108.05.2014
J218 HQ Fite {RLA File ilie. Nofi)ate 091(}058829 Def‘er :
: ‘0!)’82/050/09197}%?\4151’ N 09/24!@40!’09494/441\&'?41 ) 06.01.2014 {Date24, {}7 2014,

_ Decision :1t was demded to defer the case for 24. 07 2014 for coﬁnzents of Department of !
i Pharmaceuticals, :

[Party Name-S1 GROUP INDIA

Case No.:91/3/82-ALC412014 Mett No/Date/82-  [ratusiCase
: {LIMITED ALCH/2014 iApproved |
. S 108052014 ] .
HHQ File IRLA File Lic Ne/Date:03 10764670 ‘Defer Date: -
FOUB2I0S00095/AMLS/ 103/05/040/00754/AM14/ 05012014

Deeision @ I the light of written comments received from Bepartment of Chemicais and!
Petrochemicals vide their U.0 No. 14010/2/2012-Ch. I} dated 21.05.2014, it was decided 1o ratify norms
219 under Para 4.7 of HBP v as per details given balow or as applied by the firm, whichever is lass: "

Export product Expart 3.Ne. | importitems Quantity
Dusantity Alfowed
3,1.5- TRIMETHYL lkg 1 ACETONE 1.536 kg

4 CYCLOHEXNONL

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

" [Case No3T/3BALCH204. Eparry NameNECTAR [ Meet No/Date:3/82- ‘Status:Case
12201  LIFESCIENCES LIMITED, |ALC4/2014 Deferred
bl bBOS20M
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e e R
OUBAOSO/DO04T/AMIS  :2204/04000077/AMI4 070120014  IDate24.07.2014

[Decision :1t was decided to defer the case for 24.07.2014 for comments of Dapartment of
Phamuaceutlcaib

Case No.:121/3/82- ‘Party Name:NECTAR Meet No/Date:3/82- Status:Case
TALC4/2014 ILIFESCIENCES LIMITED, [ALC4/2014 iDeferred
' : 108052014 :

| i e R
[OUS2050/00125/AMLS/  [22/24/040/00078/AM14/  [07.002014 {Date:24.07.2014

Decision :1t was decided to dofer the case for 24.07.2014 for comments of Department of
{Pharmaceuticals. :

[CaseNo2116/3/82- Party Name-VUAYASRL  [Moet NoDaterd /63 Statsstnse
ALC4/2014 JORGANICS LTD :;EALCKEQ{H# ‘Deferred

1227 HQ File RLA File ;?L:c No/Date:0910058840.Defer
| 0U82/05000120/AM1S/  -09/24/040000402/AM14/  107.012014 |Date24.07.2014

Decision :It was dccided to defer the case for 24.07. 2014 for comments of Department of
[Pharmaceuticals. f

' w Case Nn..:i§0!3/82~ Party Nalné:?féﬁiON' DRUGS . Meet Naa’DateﬁfSB; ) Status:.éz.ise
TALCE2014 SPVT LTD ALC4/2014 ‘Deferred
: : 08052014

siROER REAFie i Nofarsi09 1005383 (Befer
| LOL/B/0S0/00TS4/AMIS/ :09/24/040/00426/AM14/  07.00.2014 Date:24.07.2014:

Decision :It was decided to defer the case for 24.07.2014 for comments of Department of |
{Pharmaceuticals. :

{Case No.:178/3/82-ALC4/2014 [Party Neme:HINDUSTAN  [Meet NofDate:3/82-  StatusiCase
| POLYAMIDES & FIBRES  ALC4/2014 ‘Approved
nmep T lsosaon

: ﬂQ File RLA File JbieNo/Date: 03]6?65125 Defer Date:
101/82/050/00182/AM15/ :03/94/040/00835/AM 14/ 10R.01 2004
Decision : i the llght of written comments recewed from Department cf Chemscais and
wPetrochemicals vide their U.0 No. 14010/90/2011-Ch. 1| dated 05.06.2014, it was decided to ratify norms
under Para 4.7 of HBP vi a5 per details given below or as applied by the firm, whichever is less:

24

Export product Export S.No, | lmport items Cuantity
Quantity Aftowed
PARA TERTTARY BUTYL 1kg 1 PARA TERTIARY BUTYL D820 kg
CYCLOHEXYL ACETATE - PHENOL

SUPER 2 5% RHODIUM ON ALUMINA | 0.00012 kg
CATALYST

3 - | ACETIC ANHYDRIDE 0.300 kg

(RAmay take appropriate action as per the decision of Norms Committee,

225(Case No.:00/3/82-ALC4/2014 [Party Name:SUVEN LIFE  Meet No/Dato3/82. St
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|SCIENCES LIMITED ; Deferred
Lo 108052014 :
10 File /RLA File ILio No/Date:09 [ 0058858 15ebor -
|OUSI0S0/0009H/AMIS/  L0924/040/00468AMI4/ 08012014 IDate:24.072014.

Decision :It was demded to defer the case for 24, 0’? 2014 for con;lments of Department of

_Pharmaceuticals.
:Wwi Case ﬁo.:Z%B/éi— ‘{Party NachINS ." Meet No/D&.te:E;f.S.Z- : S.t.f;l.ms:Casé -
TALC42014 BIOFRODUCTS LTD.,, JALC4/2014 ‘Deferred
. o 08052014 Ao
HQ File IRLA File Lie.No/Date: 09100588& Defer :
(01/82/050/00207/AM1S/ 1:09/24/040/0036/AM14/  108.01.2014 o [ Date:24.07.2014.

1206

Decision Department of Biotechnology vide their letter No, BT;’IL/OS!?»SQ/’QOB-PID

|dated 29.08.2013 has mentioned that the norms for the export item called DTP-HEPR

(Pentavalent Vaccine) fully liquid combination vaccine single does vial, Pediatric does
‘Diphtheria, Tetanus, Pertussis, Hepatitis B Recombinant and Heamopiulus Type in the
application. You are requested to furnish the following information: :
Drug Manufacturing Licensing of the export product (DML enclosed with the applicatmn

‘does not mention the export product.
. To submit QA approved Batch Manufacturing Record.
{Complete technical details as per Appendix 33.
(The case was deferred for 24.07.2014,

i$Case No.:200/3/82- {Pariy Nﬁme:W_Ex I‘ORD IMeet No/Date:3/82- Status:Case
JALC4/2014 ALABORATORIES PLTD ALC4/2014 iDeferred
(R N b (08052014 e
1927 HHQ File RLA File {Lic.No/Date: 0?1{) I{)l 186 Defer :
1 L01B/050/00204/AMILS, :07/24/040/00333/AM14/ 08 01.2014 fDate 24.07. 2024

[Decision :1t was decided to defer the case for 24, (}7 2014 for coﬁﬁnents of Department of :

[Pharmaceuticals.

T e T— Mee{ o e
ALC42013 Name:ARIHANTANAM  |ALC4/2014 | Approved
: i LIFECAREPVT, LTD.  :108.05.2014 L
41HQ File JRLA File i iLic. NoiDate {).-:J 076533 Defer Date:
WG L/B50/G10RG/AM 14/ : 1ﬁ3/94/040f90381:’AM14! : 9
- '- 109012014

P28 lem, whichever is less:

: Declswn Demsren in the i:ght af earlier demsinn taken in roeeting no. 10,"82 dated 22, {)8 2{)13 it
twas decided ta ratify norms under Para 4.7 of HBR vi as per details given below or as applied by the

Dichlero-4-fluoran
Methanol (DBA)

_' Export product Exp. | SiNo. | tmportitems Ctty. allowed (kg) -
| Qty. -
‘4 Lumefantrine 1kg 1. {Dibutylamine Methyl}-2,7- | 0.8693 kg

_IRA may take appropriate action a5 per the dedision of Norms Committee,
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_' Case No.:95/3/82-ALC4/2014 Party Name:CHIRAG Meet No/Date:3/82- iStatus:Case;
: SENTERPRISE HALC42014 tApproved
LT R e 803014
HQ File SRLA File [Lic No/Date: 2410040582 Defer Date: |
[OUBIOSOIO0090/AMIS/ 12424004000024/AMI4/ 09012004 G
Decision : tn the light of written comments received from Petrochemical Division of Department of.
Chemicals and Petrochemicals vide thelr U.0 No. 46011/1/2007-PC- Il dated 29.05.2014, it was decided to_;f
jratify norms under Para 4.7 of HEP v as per details given below or as applied by the firm, whichaver is:f
Hess: '
229

1 Export product Exp. Si.No. | Import items Qty. allowed |

. Oty. :
[ REGENERATED I ke 1. ACEYLIC PLASTIC 1.63 kg
| METHYL STRIPS/OFFCUTS/MIX LOT OF

| METHACRYLATE ACRYLIC SHEETS & CUT THEREGF /
|| MONOMER [PURITY ACRYLIC PLASTIC SCRAP (ITC HS

1 > 99%) ' CODE 39205119)

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

WCase No.:36/3/82-ALC4/2014 . Party Name:GLOBAL AMeet No/Dae: 3/82- Status:Case’
CALCIUM PRIVATE ALC4/2014 Approved
e, MITED, 408032004 g
SHQ File RLA File AEicNo/Date:0710101210 [Defer Date;
(OUB200M0040CAMES/  LO7/24/040/00337/AMI4/ 109012004 4
Deeision : In the light of written comments received from Department of Chemicals and
Petrochemicals vide thefr U.0 No. 14010/56/2011-Ch, {l dated 23.05.2012, it was decided to ratify norms
under Para 4.7 of HBP v1 as per details given below or as appliad by the firm, whichever is Jess:

Export prodisct Expart S.NO. | Import items Quantity
Cusantity Aflowed
: CALCIUM LACTATE lkg 1 CALCIUM GLUCONATE - Oral | 0.686 kg _ ;
30 GLUCONATE Grade i
: 2 CALCTUM CARBONATE 0310 kg

3 0560 kg
LACTIC ACID -

FERROUS GLUCONATE Llkg 1 LACTIC ACID 1.028 kg

MAGNESIUM LACTATE lkg 1 LACTIC ACID 11%kg

i ZINC LACTATE 1lkg 1 LACTIC ACID 0.890 kg

MAGNESIUM LACTATE 1kg 1 0.390 kg
i | GLUCONATE LACTIC ACID

kA may take appropriate action as per the decision of Norms Commiteee.

{Case No.:220/3/82 ALCA/2014 [Party Name:PARAGON [Moet NofDaie:3/82-  [Status:Case
| INDUSTRIES ALC472014 Approved




Export product Export S.No. | import iterns Quantity
Quantity Allowed
| 2,3 Dichloro 1:4 1 . o 1.00 kg
Naphthaguinone ke Sodium Naphthionate
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e ;RLAFﬁe T EDE&IDMG .
OVB0S0/00233/AMIS/  HOS/24/040/00448/AM 18/ 5

‘Decision : In the i:ght of written comments recewed from Department of Chem:ca!s and
[Petrochemicals vide their U.O No. 14010/124/2011-Ch. Il dated 02.04. 2014, it was decided to
jratify norms under Para 4.7 of HBP v1 as per detalls given below or as applied by the frm,
Iwhichever is less:

108.01.2014

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

232

Case No.s21/23/82- Party Name:UNITED Meet No/Dato 3/82-  StatasiCase
IALC42013 PHOSPHORUS LTD, ALC4/2014 Deferred

HQ File ; RLA F ile Llc NufData 03 1076525 8 Defer
[OVBISDI06R/AMI4/  LO3/95/040/0059WAMI4/  109.012014 {Date:24.07.2014

iDecision :It was demded o defer the case for 24.07. 2014 for comments of
_{Petrochemicals Division of Department of Chemicals and Petrochemicals

233,

iCase No.:194/3/82- Party Name:LOUIS Q Mest No/Date:3/82- éés..tatus:(;‘ase

{ALC4/2014 IPHARMACEUTICALS PVT | ALC4/2014 |Deferred
[HQ File IRLA File Lo No/Date 0910058903 [Defer
[OUSOSOMOIOBAMIS/  0924/040/00520/AM14/ 10012014 [Dute2407.2014

Decision : It was decided remind the firm to furnish the followmg information:-

(a) Complete technical details as per Appendix 33.

{b} COA of imported R.M. from the Foreign Supplier.

{c) COA of the export item.

(d) Past production vis-a-vis actual consumption of inputs duly certified by Central

Excise Authority.

{The case was deferred for 24.07.2014

234

[Case No 1927382 [Party Name:VIVIMED LABS |Meet No/Date: 382 [StatasiCose
HALLC42014 {LIMITED ALC4/2014 iDeferred

E . I i 108.03.2014
HQ File IRLA File Lic NofData 0919058896 Defer
FO1/B2I0S0/00196/AMIS/ 1:09/24/040/00813/AM14/  110.01.2014 {Date:24.07.2014

Decision :It was decided to defer the case for 24072014 for comments of
_|Petrochemicals Division of Department of Chemicals and Petrochemicals

235

%
_HQFile o RiaFe {iie No/Date:0910058895 eDE‘fef _

: Casé: N 05204;’3!8% ?‘Pany Name ViVlMED LABS Meet Nol[)aha 3!82m iStatus:Case
JALC4/2014 LIMITED >ALC4/2014 Beferred
- 108, 52014 i
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| LovR20s00mosiAMIS)

5;.09!24?9#61’005 14JAM MJ’

EDate 2-4 07, 2{)14

Pecision :It was decided fo defer the case for 24. 07 2014 for corﬁﬁénts 6f Department of

Pharmaceuticals
" Case No.:19/23/82- !Party NameDANOPHARM [Meet No/Date 3182 SiatasiCass
ALC4/2013 ICHEMICALS PRIVATE  ALC4/2014 Deforred
I _ ‘L'm ..08.052014 L N
1236:HQ File IRLA File Lie. No/Date:03 1 mﬁﬁmsgoeter -
1 HOUB2050/01066/AM14/ §03594104o;0{}772mm14; 13.01.2014  iDate24.07. 2014

Decision :1t was demded to defer the case for 24. 07 2014 for canﬁnents of Department of

APRAIMACOUCRLS e
" iCase No.s197/3/82. Party Name:MALLADI Moot NoDate /o otat s
TALC42014 ADRUGS & JALCA2014 IDeferred
{PHARMACEUTICALS 108.05.2014
I LIMITED o A
R3TRQ File “RLA File Lie.No/Date:0410154 188 [Detor ;
| OUS2NSLO020UAMIS!  L04R4/040/00218/AMI4/ 115012014 IDate24.07.2014.

Decision :It was declded to defer the case for 24 07 2014 for comments of Department of ;

_ Pharmaceuncals _______

1 " Case Né.:]34}3}'§5~ T ;'PaﬁyNa.r"i{e:S.HAé.l.J.Nw MeetNé!ﬁé.te:ngé-. ;.S.t.i;ét.:“s:Casz
HALC472914 PHARMACEUTICALS SALCA2014 ‘Deferred
i IMITED 108052014 .

i JHQFile 4RLA File TLic. NciDate 9413154‘-'20 Defei

[ FOUBO0SOA0ISSAMIS/  L0424/040M0226/AMI4/ 113012014 Date:24.07, 2014

238 Decision

Control Incharge.

It the ﬁght of writien commfmts re:cewed ﬁ'om Department of
Pharmaceuticals vide their OM No. 35011/715/2013- -PI{(Norms) dated 21.04.2014, it was!

idecided to call from the firm a copy of Master Batch Formula duly certified by Quality’

_\The case was deferred for 24.07.2014,

Case No.:188/3/82-ALCA/2014  Party Nome:SHIVAM G118 &

Meel No/Date:3/82-

i : Stams:(}aseﬁ
PROTEINSG INDUSTRY, JALCA/2014 iApproved
L b 08052014 | —
{HQ File {IRLA File [TLie.NofDate:5610003538 Defer Date: .
[OUB0S00019UAMLS/  :5624/040/00040/AMI4) 113012014 :

iDeecision : In the light of written comments recewed from Department of Chemucals and
;Petrochemicals vide their 1.0 No. 14010/17/2014-Ch. |l dated 27.05.2014, it was decided to:
239 lratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
‘whichever is less:

Export product

Export S.No. | kmport items Cuantity

Quantity Allowed
1 SOVA LECHTHIN 1k 1 LIQUID LECITHIN 1.01 kg L
Feed Grade 8 Non Edible grade I |
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| may fake appropriate action as per the decision of Norms Committee,

[ [Case No.:(89/3/82-ALC42014 Party Name:STERLING ™ Wiest Nobassainn IStatus:Case
; JAUXILIARIES PVTLTD  JALC472014 |Approved
e e e 08052004 :
{HQ File RLA File Lic.No/Date:03 10766062
[OVBI0S0/00I9IAMIS! [O3/OS/OA0N0SIGIAMIY  13op2014
Decision ; In the light of written comments received from Department of Chemicals and
Petrochemicals vide their U.0 No. 14010/64/2013-Ch. I dated 24.06.2014, it was
decided to ratify norms under Para 4.7 of HBP v 1 as per details given below or as
applied by the firrn, whichever is less:

Export Product Quantity | SLN. Import Product Quanity

§ i} STERO DEIPA 85 (2- lkg 1 . 0.362 kg
40| Hydroxyethyly-2- PROPYLENE QOXIDE

§ propainolaine}

DIETHANOL AMing | 0.657 kg

STEARIC ACID 0.227 kg
SORBITOL % 0.208 kg
ETHYLENE OXIDE 0.658 kg
LAURIC ACID 0.150 kg
SORBITOL 70% 0.196 kg
ETHYLENE OXIDE 0.732 kg
2-ETHYLHEXANGL | 0.111kg

1 STEROCARE TN 60 (Sorhitan | 1 kg
] Mono Stearate Ethoxylate)

2 STEROCARE TN 20 1kg
4 {Polyoxyethylene Sorbitan
A Mono Laurate)

R RS s D e | B2

1 STERO 2-EHA 2570 (2-Fthyt | 1kg
3 Hexanol Poly Glyeol Ether}

: 2 ETHYLENE OXIDE 0.755 kg
__RA may take appropriate action as per the decision of Norms Committee,

Mw;mz(‘,‘as..e“l\"l.ﬁ;:19(}?3;/3:.2.«1!46#20}“4._ :Pai'tj;r NameSTERLING ﬁ- Meet T;I.éfﬁateﬂ.;’s} Status:(}ase;.

; SAUXILIARIES PVT LTD SALC4A/2014 TApproved
S R S LO8052014
HG File SRLA File HLicMo/Date:03 10763989 iefer Date;
COUBAOSON019WAMIS/ | LOS/9SO4000605/AMIY/ iso120i4
iDecision : In the light of written comments received from Department of Chemicals and.
‘Petrochemicals vide their U.O No. 14010/64/2013-Ch. 11 dated 24.06.2014, it was
idecided to ratify norms under Para 4.7 of HBP v 1 as per details given below or as
‘applied by the firm, whichever is less: :

74

Export Product Quantity | S N, {mport Product Quanity

1| STERO MDEA { METRYL 1kg 1 MONO METHYL 0.274 kg
1| DIETHANOL AMINE ) AMINE

: p. ETHYLENE OXIDE 0.777 kg
[RA may take appropriate action as per the decision of Norms Committee.

g éﬁse No;:179/3;‘82"— - Pa@ 'N'ame:VENUS iMeet No/Date:3/82- istatus:Case
HALC4/2014 REMEDIES LTD,, JALC4/2014 - Deferred
- 08052014 :

1HQ File T LA Fe T Lie No/Date3210014517 Defer |
[OIB2NSOM0IBIAMIS/ :2204/040000079/AM Y 13012014 1Date:24.07.2014
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145

IDecision :It was decided fo ‘defer the case for 24.07. 2014 for comments of Department of
‘Pharmaceuticals.
'''''' Case No.:196/3/82- . “Party .Nésne:ARUDAA VIS ;E_Me.ét. .I\.Jeff)até:;“:f.éﬁ— i .Sﬁ;t.us:(?ase
ALC472014 GLABS PRIVATE LIMITED  IALC4/2014 iDeferred
I . . 108052014 e
945 HQ File RLA File §§L1c No/E)ate 9410154292 Defer
’ i DZISZI{)SG/’D{}%G!AM}&’ o 04»’24!040/002191’AMI4J' _ 5515 01 2014 iDate:24.07. 201:%
Decision :1t was demded to defer the case for 24. 0? 2014 for comments of Department of
{Pharmaceuticals. :
" [Case No.:182/3/82 " [Party Name:AUROBINDO  [Meet No/Daterd/82.  [StatamCase
JALC42814 JPHARMA LIMITED TALC4/2014 iDeferred
| T s D B0S 2014
1144 1HQ File RLA File Lie.No/Date:091 (}{)58925 Defer -
| LOUB2I050/00IB6/AMIS/  L09/24/040/00SI6/AMI4 115012014 iDate:24.07.2014
E Decision :it was demded to defer the case for 24.07.2014 for cmmnents (}f Department of
. Pharmaceuticals.

"""""" CaseNo.25723/82-  [Party Neme:GLENMARK Moot No/Daters/82- [StatussAproved
SALCA/2013 OEMERICS LIMITED ALCA/2014 5? :
4o T N _jo8.0s. 2014 D
THQ File JRLA File Hiie. No!l)ate 03]0?66’?92 Defer Date;

QUROIO01072/AMI4/  :03/94/040/00885/AM14/ 115012014

Deca.slou in the light of earlier decision taken by NC 35/82 meetmg dated 25.11.2008 and m
consultation with technical authority present in meeting decided to ratify norms under para 4.7 of HBP as
per details below or as applied by firm whichever is lower:-

Export product | Export - | SkNo. | import items Gty.

_ Qty. allowed

4 Atovaguone 1Kg. 1. 4-a{Chlorophenyl}  Cyclohexane Carboxylic | 2.00 kg

: Acid
2. 2-Chioro 1,4 Napthoguinone 162 kg
3. Methylena Chioride 6.25 kg
4. Acetonitrile B.50 kg
5. Dimethyl Formamide 0.74 kg

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

246

: Case N o 22!23/82«ALC4I23[3 %Party Name NBW ALLIANCE Meet No/Daie:3/82- Status:Case
' DYE CHEM PVT. LTR,, IALC42014 . iApproved |
{HQ File gRLA File Lic.No/Date:03 10765188 - |Defer Date;
FOUB2I050/01069/AM14/ |:03/9S/040/00802/AM 14/ 15.01.2014

Deeision : In the lnght of writtenr comments recewed from Department af Chemtcals and
iPetrochemicals vide their U.0 No. 14010/13/2012-Ch. 1| dated 27.03.2014, it was decided to.
{ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the flrm

whichever is less:




&0

4 Export product

Export

S.No.

Import items

Quantsty :

: Quantity Allowed |

: o . e 1 ETHYLENE 0822 k i

| MAGNESIUM DISODIUM EDTA (MG DIAMINE TETRA e |

| CONTENT 6% +-0.5%) [EDTA MAGNESIUM | 1kg
1 6 ACETIC ACID :

. {EDTA ACID) o
IR may take appropriate action as per the decision of Norms Committee.
" [Case No.33/23/82-ALCA/2013 [Party Name:NEW ALLIANCE Meet No/Date:3/82-  [Status:Case
: |DYE-CHEM PVT. LTD, JALCA2014 Approved |
T T 08052014 -
HQ File RLA File Lic.No/Date:03 10766192 Defer Date:
:01/82/050/G1080/AM 14/ D3/05/040/00804/AM14/ 115012014 : E

a4

‘Decision : In the fight of written comments recetved from Department of Chem;cais and

Petrochemicals vide their U.0 No. 14010/1372012-Ch. || dated 27.03.2014, it was decided to

f"ratify norms under Para 4.7 of HBP vl as per details given below or as applied by the ﬁrm,é

248

whichever is less:
Export product Export 5.No. | Import items Quantity
Cuantity Allpwed
1 FTHYLENE 0.791 kg
| CALCTUM DISODIUM EDTA (CA CONTENT | 4 DHAMINE TETRA
4 10% +-0.5%) {EDTA CALCIUM 10%] kg ACETIC ACID
(EDTAACIE
_{RA may take appropriate action as per the decision of Norms Committee.

" iCase No.126/23/82- Party Name:RIOCARE Meet NofDate:3/82  [Statas:Case
JALC472013 IINDIA PRIVATE LIMITED. ALC4£2014 iDeferred
. e [0B052014 :
{HQ File RLA File iLic. No/Date: 0.;10'?66258 Defor -
FOL/B2/050/01073/AMI4/  103/95/040/00822/AM 14/ 115012014 iDate:24.07. 2014

“The case was deferred for 08.03.2014.

Decision :In the light of written comments received from Depamncnt of Phaxmaceutlcais
‘vide their OM No. 35011/635/2013-Pi(Norms) dated 04.03.2014, it was decided to call
from the firm the following technical details: f
1) Export tems 1 and 3 are APT's (100%) and should not fall under chapter 30. The firm
ishould be advised to give correct and relevant HS code :
111) whether any chemical reaction is involved in the manufacture of Dimethicone. If 80,
‘complete details of reaction, Mol. weight and % yielkd on molar basis may be furnished.
1ii) Past production vis-a-vis actual consumption of inputs duly certified by Central
Excise Authorities be furnished for last 3 years.

Case No..7 113182~ALC4!2014 szyNameSTERLING . Meet .Nb.f.f.'.}étcﬂi&} iStatus:Case!
AHEALTHCARE LIMITED TALCA2014 Approved
e e 08052014 o
{HQ File 4RLA File Lic No:’f)ate 31 30062132 Defer. Date: o
£01/82/050/0007 5/ AM L5/ 3183040001 B/AMIA 115012014 o -
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Demsmn 'Commlﬁee consadered case as per agenda and in ccnsu%tatton w;th techmcaf authonty

present in meeting decided to ratify norms under para 4.7 of HBP as per SION A-412 with 2%
jwastage.

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

250

iCase No.:16/23/83- “Party Name:’NEW I Maet No/Date:3/82- - Status(?ase
SALC42813 SALLIANCE DYE-CHEM TALC4/2014 f Approved

: o PVELTD, 08.05.2014 L
HQ File iREA File Lic.No/Date: 03 10766418 Defer Date:
SOUB20S0/01063/AMI4/  FD3/9SOA000801/AMI4 (16012014

Decision ; In the inght of written comments recewed from Department af Chemmals and
“Petrachemicals vide their U.0 No. 14010/13/2012-Ch. 1 dated 27.03.7014, it was decided to

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

whichever is less:
Export product Export S.No. | import itemns Quantity -
Quantity Allowed
TETRASODIUM EDTA TETRAHYDRATE |, | 1 ?éﬁf k‘i‘{’:ﬁgﬁgi‘gﬁg 0.717 kg
G, e T3 < il {1]
9% +- 0.5% (EDTA TETRASCDIUM 999 (EDTA ACHD)

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

{
i

sy

[Case No.:31/23/82- " IParty Name-NEW [Meot No/Date:3/83- StatusiCase
ALC4/2013 ALLIANCE DYE-CHEM | ALCA4/2014 ‘Approved
i APVTATD,  08.05.2014 e
{HQ File {RLA File {Lic.No/Date: 0310766423 lDefer Date:
COIR0S0/0107R/AMIS/  LOI/OS040/00803/AMI4 116012014 i

Decision 1 In the hght of written commeants received from Department of Chemlcals and
Petrochemicals vide their U.0 No. 14010/13/2012-Ch. Il dated 27.03.2014, it was decided to

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

whichever is less: 5

Export product Export S.No. | import items Quantity

: Quantity Allowed |

M MANGANESE DISODIUM EDTA (MN 1 ETHYLENE DIAMINE 0.763kg |

i} CONTENT 13% +/- 0.5%) [EDTA 1kg TETRA ACETIC ACID :
4 MANGANESE 13%] (RDTA ACID)

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

252

|Case No..20213/83-[Party Name:PARENTERAL [Mect No/Date 3782 [StatusiCase
JALCA2004 -EDRUGS (INDIA) LT, JALC4/2014 Deferred
e 08052014 s

HQ File Z;RLA File iLicNo/MDate: 5616003580 E)efer
1:01/82/050/00206/AM 15/ '§ 56/24/040/00041/AM 4/ 116.01.2014 {Pate24.07, 20E4
Decision :It was decided to defer the case for 24. 07 20]4 for comments of I)epartment of
‘Pharmaceuticals. :
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Ty T Party{\éam(,'-‘,AT"(A e — _ E—— SRS
ALC42014 DEEPTHA ALCH2019 Eji)eferrm'i

Tud
L)
.;‘.:.

i i]?fS 05(}3’00036/&\1151’

fi)ecismu ¥l wa:: deuded w de{er fhe case far '34 (}7 ?{)14 fur cammmts of qurtmeni of i’hmmace izc. ls*.

PHARMACEUTICALS LTD 08.05.2014

Lic.No/Date:09 10058953 Deﬁm’ o
16.01.2014

Gl;’SZ!(HOMG”BWAMI 5 : ‘39 "24"04@/003?3/AM24J
Decision :it was {iemdtd 20 dei er the Law 1“03‘ 24 07

Case No.:32/3/82-ALCAR014 Party Name:DISTO Moot NoDme:3/82-  StatusiCase
PHARMACEUTICALS ALC4/2014 '

PRE VA'FE L'l’\iil Y ‘I)

RLA File Lic N/ R
5‘09{”4304(}f005i9/‘\M24/ 17.61.2014 i}ate 240072014

Case No.:82/3/82-ALC4/2014  Party Name:ENVEE DRUGS  Meet No/Date:3/82- Status:Case |

PYTLTD ALC42014 ‘Approved
: : 92052014 :‘ ;
doRe g e e _%_mfm_ oo
OUS2ASH/I0086/AM S/ 34124/040/00252/AM 14/ 17.01.2014

Decision : In the tight of earlier dECISIGi‘i taken in meetmg no. 1/82 dated 04, 04 2013 tt wWas dec:ded tai
‘ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is:

hess:

i Export praduct Export 5.No bmport items Cuantity Allowed
] Quantity kefkg

| Clobetasole 1kg ) Betamethasone BR/USP/P 1.04

{1 Propionate

| BPIUSP

RA may take appropriate action as per the decision of Morms Cormmittae.

A
L)

‘Case No1713/82-ALC4/2012 Party Name:GLENMARK ‘Meet No/Date: 382~ Statuss
: GENERICS LIMITED ALC42014 Approved

_. ‘ ; 08.05.2014 A
HQ File ~ RLAFik ‘Lic.No/Date:03 10766693 f‘[:ié:f‘é.f Dates
[01/82/050/00175/AM15/ 03/94/040/00789/ AM 14/ 17.01.20614 :

Qu:mon fn the llght ef eariler demsmn taken m meetmg no }9!82 dated 92 1. 2014 it was deczded tn .

“ratify norms under Para 4.7 of HBP vi as per detalls given below or as applied by the firm, whichever is
less:

Export Product

TPravastatin Sodium Tab 10 MG 20 MG, 40 MG and 88 MG TAB

| S.NO. | tmport items For export of 1 No. Pravastatin Sodium Tablets

{Quantity in mg}
10 mgTablets 20 mgTablets 40 80 :
mgTablets | mgTablets |

i1 Pravastalin Sodism 10.2 20.4 40.8 81.60

2 Mannitol 25 {Pearlitol 25 C) 184,005 104.005 207.52 416.02

‘RA may take appropriate action as per the decision of Norms Committes. ;
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| [Ramay toke aporopriate acton asper the decson of Norms Committee,

[ [Case No.:183/3/82-ALCA/2014 Party Name:GRANULES Moot No/Dates/82. — [tutnaiCne
: HINDIA LIMITED HALCA2014 iApproved
: T N 08052014 L
JHQ File {RLA File { ‘Defer Date:
: OIIB?fGSGfO{}}S?iAMlS! o 09f24/040/’00498[AMI4; E _5
Decision : Committee censndered case as per agenda and in !tght of earher decnsrnn taken in:
135/82 meeting held on 29.11.2011 and in consultation with technical authority present in meeting,
idecided to rafify norms under para 4.7 of HBP as per defalls below or as applied by firm.
‘whichever is lower:-

52 57;’ Export product Exp. Gty. | SlNo. | nport items Qty. allowed
i Ibuprofen Granules DC | 1 k. 1. lbuprofern .86 kg '
{ Grade 66% 2 Maiz Starch 62206 kg
' 3. Micro Crystalline Ceiluiose 0.100 kg

Powder
4. Starch Pregelatinised 0.080 kg
5. Colloidal Siticone Dioxide 0010 kg
6. Stearic Acid ' 0.0t5 kg
7. Cross Carmellose Sadium 0.020 kg
8. Polyvinyl Pyrollidine D015 ky
. iRA cancerned may take further necessary action as per above decisionofNC.
"""""" (Case No.:43/3/82ALC42014 [Party NameiINDO PHYTO Mot No/Daters/82.  [StatusiCase
CHEMICALS PVT LTD HALCA2014 '?Deferrﬁd
-_ . i, 108.05.2014 -
1252:HQ File RLA F:]e iiLic.Neo/Drate: 05103?6464 §Defer
i FDLB2A050/0004 T/ AMI S/ 05)23/’040{00420/.&!\4141’ LoEmmenzes §I)ate 07. {)8,20]4
Decision :It was decided to defer the case for 07. 08 2014 for comments of Department of
‘Pharmaceuticals.
[ ICase No195/3/82-ALCA2014 [Farty Nome JAINEX  iMost No/Daterd/32 — [StatsrCoee
i ISPECIALITY CHEMICAL jALcmem §Appm%d ;
iHQ File HRLA File Lw No/Date 34100;9038 Defer Date:
FOU/B2/0S0/0019%AMIS/ :34/24/040/00249/AMI4/  117.0120014 _ :
Decision : In the light of written comments recewed from Departrment of Chemuca!s and
| IPetrochemicals vide their U.0 No. 14010/16/2014-Ch. 1l dated 13.06. 2014, it was decided to
§259: ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the f rm,
i iwhichever is less:
i Export product Export S.Mo. | Import items Quantity
Quantity Allowed
. CALCIUM BUTYRATE 1kg 1 BUTYRIC ACID 0.788 kg
_ RA may take apprapriate action as per the decision of Norms Committee. -

W
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ICase NoAL/3/82-ALCH/2014 Party Name:PAYAL Moot No/Dater382-  [StatwsrCasel
PETROCHEM PRIVATE  ALC4/2014 Approved |
N i SLMITED . H08.052014 o
THQ Fite IRLA File ILic.No/Date:05 10376326 [Defer Date: .
LOUS2OSO/O0D4SIAMIS/  L0S/24/040/00205/AM14/ 117012014

Decasmn ! n the hght of written commertts received from Department of Chemlcals and
:'Petrochern:ca!s vide their U.0 No. 14010/18/2014-Ch. |l dated 28.05,2014, it was decided to

260

ratify norms under Para 4.7 of MBP v1 as per details given below or as applied by the f'rm,

whichever is [ess:
Export product Export | 8.No. | Import items Quantity g
: Quantity : Alowed |
RN 0.754 kg
| Di 1s0 Nonyl Adapate (DINA) 1 kg fso Nonanol
: 2 Adapic Acid 0.385kg

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

26

Case No.:44/3/82-ALC4/2014 Party Name:PAYAL Meet Mo/Date3/82- ISS{EIIItIIS:CEtSBT
'PETROCHEM PRIVATE  |ALC4/2014 [ Approved
i LIMITED . 08,05.2044 :
HQ File SRLA File HLic No/I)ate 0510376368 :Dafer Daw
0VSZ/0S0/0004R/AMIS/  LOS24/040/00300/AME4/  117.01.2014 :

Mrecision ! In the light of written comments recezved from ﬁepartment of chem:cais and
Petrochemicals vide their U.0 No. 14010/18/2014-Ch. Il dated 28.05.2014, it was decided to
ratify norms under Para 4.7 of HBP vl as per details given below or as applied by the farm,
swhichever is less: '

Export product Export | S.No. | Import ttems Quantity

: Quantity Allowed

: i . 0.734kg i

: 50 1ol i

| Di Iso Nonyl Adapate (DINA) kg Is0 Nonano |
2 Adapic Acid 0.385ke |

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

T Case &0.:42!‘3{8.2@1..644!2.014{ PattyNamePAYAL . iMest No/Date3/83- ; Stat.ﬁs:(,‘ase_
: POLYPLAST PYT.LTD,, HALC472014 Deferred
b (08.08.0014 Ao
262 1HQ File {RLA File iLic No/Date: 65103’?6324 Defer
LOUB2/0S/00046/AMIS/  :05724/040/00204/AM1I4/  |17.01.2014 IDate:24.07.2014
Decision :It was dec1ded to defer the case for 24. 07 2014 for comments {)f Department of
SC&pC.
463 EC‘ase No 72/’3.’82- . Pany MName: ADCOCK T zMeet .I'.J'o:’.E.).z“l.té:3f’8.2-_._. .. L _Sf;t;gs:Case,. R SO
ALcanold o INGRAMLID,  JALCA2014 " Approved .
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HHO Fils 5: ‘RLA File
101/82/050/00076/AM1 5/ #07/24/040/0036/AM 14/ *20 01.2014

: Lié NofDate 0710101 398 iDefer Prage:

iDecision : In the Hght of earlier decision taken by NC in its 31/82 meeang dated
§_21 02.2013 | it was decided to ratify norms under Para 4.7 of HBP v1 as per detazis
sgiven balow or as applied by the firm, whichever is less:

Export product Exp. StNo. | Import tems Qty. allowec
: Qty. :
Acurate Tabs-Paracetamol 450 | 1no.of | 1. Poxylamine Succinate USP/Ph, | 5.10 mg
4 mg+Doxylamine  Suceinate 5 | tablet Eur Grade
4 mgt+Caffeine 30 mg+Codelne
Phosphate 10 mg+C0§oar 2, Cﬂ.ffeineA}]hyﬂl‘oﬂS BP {30.6 mg
4 quincione Yellow 2 mg Tablets 2010/USP/EP/PH, EUR/BP
3. Codiene Phsophate | 10.2 mg
BPAUSP/EP/PH. EUR
4, Color Quinoling Yeilow Cl] 2.0mg
47005

{RA may take appropriate action as per the decision of Norms Committee.
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" i{Case No.-8173/82- Party Name:ADCOCK  IMicet No/Date:3/82-  |Status:Case

SALC4/2014 HINGRAM LTD, HALCA/2014 Approved
SO File REA File ;uc No/Date:0710101309 [Defer Date:
LOL/82/050/00085/AM15/  L0T24/040/00362/AM1A/ 20012014

Decision : In the hght of earlier decision taken by NC in 1ts 31/82 meetmg dated
121.02.2013 | it was decided to ratify norms under Para 4.7 of HBP vi as per details
igiven below or as apphed by the firm, whichever is less: :

: Export product Exp. | SlNo. | lmport items Qty. allowed
Qty.
A Acurate Tabs-Paracetamol | 1 no. | 1. Doxylamine Succinate USP/Ph. | 5.10 mg
450 mg+Doxylamine | of Eur Grade
Sucginate 3 mg+Caffeine | tablet
4 30 mgtCodeine Phosphate 2 CaffeineAnhydrous BP | 308 mg
| 10 mg+Colour quinelone 2010/USP/EP/PH. EUR/BP
Yellow 2 mg Tablets »
3. Codiene Phsophate | 10.2mg
BP/USP/EP/PH. EUR
4, Color Quinoline Yellow C1 47005 | 2.0 mg

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

265 [Case No.:181/3/82-ALC4/2014 Party Name:CROWN
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ICHEMICALS PVT.LTD,  |ALCA4/2014 " fApproved |
I N 108052004 Lo
HO File RLA File HLic No/Date: ()3 10766925 Defer Date:
1O1/82/050/00105/AMIS/ [LO3/94/040/00889/AM 14/ 20012014 :
: Decision : i the light of eariier decision taken by NC in its 25}82 meetmg dated 29.11.2012, it was
Idedded to ratify norms under Para 4.7 of HBP v3 as per detsils given below or as applied by the fi i,
whichever is less:
J Export praduct Exp. Si.Ng. | import items Cty.
Qty. aliowed
i| Piperonal Min, Purity 1 kg 1, Catechol (Min, Purity 98%) 0.882 ky
o 98% 3 Dichloramethane (Min, Purity 0.703 kg
: 89%)
3. Dimethylauifoxide (Min. Purity 0.875 kg
95%)
4, Hexamine (Min. Purity 86%) 1.000 kg
5, Toluene (Min, Purity 97%) | 6,430 kg
8. Isopropyl Alcohol (Min, Purity 0.220 kg
; 99%)
RA may take appropriate action as per the decision of Norms Comumittee.
" ICase No.:102/3/82-ALCA/2014 |Party Name:CROWN " Meet No/Date:3/82- [Status:Case
: CHEMICALS PYVT.LTD., HJALCAZ014 iApproved
{HQ File RLA File 5 Lic No/Date:03 10766921 3‘Defer Dhate:
01/82/050/00106/AMIS/  [O3O4/04D/00890/AMI4/  120.01,2014 1

: Decision : In the light of eariler decision taken by NC in its 25/82 meeting dated 29.11.2012, it was
[decided to ratify norms undar Para 4.7 of HBP vi as per details given below or as apolied by the firm,
iwhichever is less:
il Brport product Exp. Sl No. | Import items Qty.
266; Qty. allowed
i Piperonal Min. Purity 1kg 1. Catechol (Min. Purity 89%) 0.882 kg
98% 2. Dichioromethane (Mir. Purity 0.703 kg
95%) ;
3. Bimethylsuifoxide (Min. Purity 0.875 kg ?
99%) |
4. Hexamine (Min. Furity 96%) 1.000ky B
5. Toluena (Min. Purity 97%) 0430ky |
6. Isopropy! Alcohol (V. Pusity 0.220kg |
: 99%;) |
{RA may take appropriate action as per the decision of Norms Committee.
: Case No 2121}82 ALCdiZOlS I’arty Name HONES’]‘ BIO- Meet No/Date:3/82- Status:Case:
: VET PVT.LTD ALC4/2014 Kejected
267 HQ File %RLA File LicNo/Date:08 10128144 [Defer Date:
01/82/050/01032/AM14/  [0B24/040/00456/AM14,  (20.01.2014
‘Decision : It was notlced from the online agenda th'u RA has lssued llcense under Para
14.7.1 of HBP v1. Hence it was decided to withdraw the case.

s‘:%}_
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ICasc No.:67/3/82-AL.Ca/2014 +Party Name: ADCOCK Meet No/Date:3/82- [ Status:Case!
JINGRAM LTD, HALCA4/2014 Approved
TS R 108032004
HQ File RLA File Lie.No/Date:0710101431 {Defer Date:
i COUS2OSOUOTUAMIS/ L0724/040/00379/AMI4Y At S
| :Decision : In the light of earlier decision taken in meeting no. 4/82 dated 16.05.2013, it
iwas decided to ratify norms under Para 4.7 of HBP v! as per details given below or as
1applied by the firm, whichever is less: =
| Export product Exp. SLNo, | Tmport jtems Qty,
: : Qty. allowed
# Paracetamol 450mg + i L. Doxylamine Succinate USP/Ph. | 5.10 kg
i Caffeine 30mg + miltion "EUr Grade
|| Doxylamine Succinate tablets [ 4. Codiene Phsophate 102 kg
i Smg + Codeine BP/EP/USP/PH.EUR :
.| Phosphate 10mg Tablets 3. Colour Yellow 14037 1H 1.632kg |
Paracetamol 450mg + I 1, Doxylamine Succinate USP/Ph. | 5.10 kg
68 Codeine Phosphate miilion Eur Grade
1 10mg+ Caffeine 45mg + | tablets | 2. Codiene Phosphate 102 kg g
| Doxylamine Succinate BP/EP/USP/PH.EUR
3 Smg Tablets 3. Colour Yellow 14037 TH 243 kg
: 4. Colour Quinoline Yellow WS 4.56 kg i
{spectracol)
4 Paracetamol 450mg + i i Doxylamine Succinate USP/Ph. | 5.10kg
1 Caffeine 50mg + million EUr Grade
1 Doxylamine Succinate | tablets | 3. Codiene Phosphate 10.2 kg
1 dmg + Codeine BR/EP/USP/PH.EUR
Phosplate 10mg Tablets 3. Colour Yellow 14037 IH Do not :
match with |
MBF :
Paracetamol 430mg -+ i i Doxylamine Succinate USP/Ph. | 5.10kg
|} Caffeine 45mg + million Elr Grade
1 Doxylamine Succinate | tablets
4 Smg + Codeine 2. Codiene Phosphate 10.2 kg
{ Phosphate 10myg Tablets BPF/EP/USP/PHLEUR
{RA may take appropriate action as per fhe decision of Norms Commitice.
| [Case No.:85/3/82-ALC4/2014 [Party Name-ADCOCK Meet No/Date:3/82- Status:Case
' INGRAM LTD, HALCA/2014 Approved
: o I L0B052014
Lo IHQ File RLA File {Lic.No/Date:0710101432  Defer Date: -
| COIB2OSOM0OBY/AMIS/  OTMO40003THAMIY  pIOL2014 i
‘Decision : In the light of earlier decision taken in meeting no. 4/82 dated 16.05.2013, it
was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as

s -;i\
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iapplied by the firm, whichever is less:
1 Export product Exp. SiNo. | Import items Qty.
Qty. allowed
1 Paracetamol 450mg + 1 1. Doxylamine Svccinate USP/Ph, | 510 kg
4 Caffeine 30mg + million EUr Grade
t Doxylamine Succinate tablets | 2. Codiene Phsophate 10.2kg
5myg + Codeine BFEP/USE/PH.EUR
| Phosphate 10myg Tablets 3. Colour Yellow 14037 1H 1,632 kg
4 Paracetamol 430mg + 1 1 Doxylamine Succinate USP/Ph. | 5.10 kg
Cotdleine Phosphate million Eur Grade
1 10mg+ Caffeine 45mg + | tablets | 2. Codiene Phosphate 10.2kg
1| Doxylamine Succinate BR/EP/USP/PH.EUR
1 Smg Tablets : 3. Colour Yellow 14037 1H 243 Kg
: 4. Colour Quinoline Yellow WS 4.56 kg :
{spectracol} 5
Paracetamol 430mg + i 1. Doxylamine Succinate USP/Ph. | 5.10 kg 5
i Caffeine 50mg + million BLir Grade
1 Doxylamine Succinate tablets | 2, Codiene Phosphate 10.2 kg
1 Smg + Codeine | BP/EP/USP/PHLEUR
i Phosphate 10myg Tablets 3. ‘Colour Yellow 14037 IH Ponot
: ' match with |
: MBF ?
| Paracetamol 450mg + 1 1. Doxrylamine Succinate USP/Ph. | 5.10kg
1 Caffeine 45mg + mvillion EUr Grade
& Doxylamine Succinate | tablets
4 Smyg + Codeine 2. Codiene Phosphate 02k
1 Phosphate 10mg Tablets BP/EP/USP/PH.EUR
RA may take appropriate action as per the decision of Norms Committee,
(Case No. 169/3/82- éParty Name: BENZO CHEM :E?Meet Mo/Date:3/82- ;iStatas:Case
ALC4/2014 UNDUSTRIES PRIVATE  /|ALC4/2014 lApproved
L. ILIMITED, psoszoi4 4
STHQ File RLA File [Lic.No/Date:031076711 iDefer Date:
OUS20SON01THAMIS/ 1 :03/94/040/00868/AM14/ 8 §
Decision :Committee considered case as per agenda and in light of written comments§
‘forwarded by Deptt of C&PC vide their U.O.No. 14010/28/2013-Ch 1! dated 28.05.2014 and in;
consuliation with the technical authorities present in the meeting decided to ratify norms under
para 4.7 of HBP as per details below or as applied by firm whichever is lower-
| Export product Exp. SkiNo. | Import tems Qty. aflowed |
: Oty. :
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2, 5-Dimethyt Phenyi Acetyl 1kg 1. Para Xylene 1.485 kg
Chioride
2. Paraformaldehyde 1.032 kg
3 Sedium Cyanide 0.570 kg
4, Caustic Seda Flakes 0.500 kg
5. Thionyl Chioride 0.980 kg
RA concerned may take further necessary action as per above decision of NG -
T [Case No.103/3/82-  [Party NomeBLISS GVS | |Meel No/Date3/82- - [Status:Case
ALCA214 IPHARMA LTD. ALCA42014 ihreferred
o i (08092004 5
a9y ;HQ Flle HRLA File GLicNo/Dates 03?076’? {19 1Defer :
gOEJSZ/OﬁG:’()GiO?;’AMiS/ _E03A4/040/00042/AMI4/ 21012004 : Date:24,07.2014°
{Decision 11t was decided to defer the case for 24. 0?‘ 20i4 for cmmnents of Department of
CPharmaceuticals,
1 iCase No:191/3/82-ALC4/2014 Party Name:ENVEE DRUGS  [Meet No/Date:3/82- IStatus:Case
j SPVT LTD HALCA/2014 iApproved
. D 2 .
1HQ File ‘RLATFils {Lic.No/Date: 3410()39064 Defar Date:
GOUB2AS6/M0IOS/AMIS, R3424040/00254/AMIY 121012004
Decision ¢ In the light of earl;er decision taken in meetmg no. 17/82 dated 10 04 2014 at was;
i ‘idecided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the!
d777:firm, whichever is less: :
Export product | Export S.No tmiport items Quantity
_ Quantity Allowed kg/kg
Clobetasole 1kg 1 Betamethasone BR/USP/IP 1.04
Propionate
Bp/USP

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

TiCase Noa1723/82-  [Panty Name:HINDUSTAN  Meet No/Date:3/82-  |Status:Case
CALC4/2614 APOLYAMIDES & FIBRES  ALC4/2034 Approved
Vo, GLIMITED 08052014

i iHQ File RIL.A File Hilie. Nos’Date 03 107671 t IDefer Date:

: 01 /82/050/001 76/ AMI1 S/ $03/94/040/00896/AM 1 4/ 3 :

P74 CRIOLAA .

3 Demsmn Cemmmee consldered case as per agenda and in light of wntten comments forwardsdg

i by Deptt. of C&PC vide their U.ONo. 14010/90/2011-ChJl dated 05.06.2014 and in
comnsnitation with the technical authoritias present in the meeting decided to ratify norms underg
ipara 4.7 of HBP as per details below or as applied by firm whichever is lower:- :
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4 Export product

Exp. | SINo. |

Import items

Quy. allowed |

| ORTHO TERTIARY BUTYL,
| CYCLOHEXANOL

ikg

ORTHO TERTIARY
BUTYL PHENOL

0.990 kg

5% RUTHENIUM ON
CARBON CATALYST

0.000015 kg

METHANOL

0.330 kg

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

“ICase No.:156/3/82-
IALCH72014

74
| HDI/32/050/00160/AM1S/
iDecision

[Party Neme:PUNIAB
\CHEMICALS AND CROP
JPROTECTIONLTD,

[Meet No/Date:3/82.
ALC4R014
108052014

“Status:Case
Deferred

RLA File
103/95/040/00796/AM14/

iLie, NoﬁDate ﬂ:.n | 0767045
21012014

iDate:24.07, 2014

Defer

It was dec;ded to defer the case for 24.07. 2614 for comments c:f
iPetrochemicals Division of Department of Chemicals and Petrochemicals

[Case No.:83/3/82-ALCA72014 - Party Name-K ARNATAK A

CANTIBIOTICS &
PHARMACEUTICALS
LTD.,

Moot No/Date3/82-
SALLC4/2014
108.05.2014

iStatus:Case

sApproved

HQF;LS it
£:01/82/050/00087/AM 15/

E;RLA File

HO7/24/040/0038 /AMIY,

{22.01.2014

' Llc Ne/Date 0?]&]01505

E)efer Date;

iDecision : In the light of earher decision taken in meeting no. 15;*82 dated 16 08 2012 n
iwas decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as
japplied by the firm, whichever is less:

{ Export product

Exp.
Qty.

SlNo.

Import tems

Qty.

allowed

1 Kanamycin Acid Suiphate
for Iniectin BP 1 gm, Vial
4 Size 10 ml

1 Viat

Kanamycin
Sulphate Sterie BP

Acid 11.39

am

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

Case No i 208/3/82-
TALCA2014

IParty Name:OGENE
ISYSTEMS INDIA PVT.
L,

mv?i Meet No/Date:3/82-

ALCAR014
108.05.2014

Status:Case
iDeferred

EIHQI':i;e' e
10 /R2A050/00212/AM1 5/

o ;:,]3
1:09/724/040/005 1 5/AM 147

Lic No/Date 09mes901
47
22012014

Defer .
5 Date:07, 08.2014

Declsmn I’( was demded to defer the cage for 24.067.2014 for coxﬁments of Depariment of
; Chelmcalh and Pf:trochemrcals

3Pany Name:ALKYL

§AMI‘NES CHEMICALS LTD ;

ALC4/2014
J08.05.2018

Meet No/Date:3/82-

[IStatus:Case
]Approved

RS \V%&
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HQF:‘;e e ERLA}“«‘t]e N §L1cNofDat3031076754Defer S
LOL/B2I050/00F P4/AM 1 5/ 103/94/046/0086 7/ AM 14/ 4 i

Decision : Committee considered case as per agenda and  in Hght of written comments
forwarded by Deptt. of C&PC vide their U.ONo. 14010/85/2012-Ch. 1 dated 12.11.2013 and in
sconsultation with the technical authorities present in the meeting decided to ratify norms under’
ipara 4.7 of HBP as per details below or as applied by firm whichever is lower:- :

Export product Exp. S1No. | Impost items Qty. allowed
f Qty.

| Acetoririle 1kg 5 Avotic Acid Td6 kg

| RA concerned may take further necessary action a3 per above deeision of NC

""""" (Case No.S5/3/82-ALC42014. Party Name AUROBINDG  Mest by’ [Status:Case

: {PHARMA LIMITED ALC472014 Deferred
Eo b 08052014

978 HQ File RLA File Lic.No/Date:09 10059025 [Defer

| OVEOSDI000SIIAMIS! 09/241040/00529/AM14/ Lo (Daw24.072014

EDecision :It was decided 1o defer the case for 24.07.2014 for comments of Department of

[Pharmaceuticals f

" [Case No.160/3/82-ALCA7014 Party Nomek UROBINES " Moot NoDated/82- — [StatunCons
: PHARMA LIMITED JALCA/2014 {Deferred

270 THQ File IRLA File iLic. No/Date:0910059028 [Defer -

:01/82/050/00064/AM15/ _FO9/24/040/0054 1/AM1I4/ 23012014 |Date:24.07.2014;

Decision :It was decided to defer the case for 24.0?:2014 for com:ﬁeﬁis of Department of
Pharmaceuticals

[Case No.:21/3/82-ALC42014 Party NomeKUDOS " Mest No/Diater3/82- IStatus:Case

: CHEMIE LTD., |ALCA£2014 [Deferred
R B B R

1280/ HQ File {RLA File Lic.No/Date:22100143543 [Defer ;
UIB0S0/0002S/AMLS/ (2224/040000075/AM14/ 23012014 [Date:24.07.2014.

H

Decision :It was decided to defer the case for 24.0;?.2014 for comﬁﬁénts of Departinent of
Pharmaceuticals - ?

(Eéée anzmzsz- o §Party Nam.e.:.l{ UDDS o iiMeet No/Da*Ite:.’i/.SZ- Status: Case
JALC412013 JCHEMIE LTB,, JALCA/2014 Deferred

L . b 08052004
2581 HO File E-E'RI,A File Lic.No/Date:2210014544: Deafer
| OVBZOSORIAIAMIY  [221211040/00006/AM 14/ 23.01.2014 [Date24.07.2014

‘Decision :1t was decidé& to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals '

2
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iALC4n014 INTERNATIONAL LTD.  [ALC4%014 j;)e.rerre&
e e e 08052014
THO File JRLA File “{LieNo/Date: 65103?6990 Defer
01!82!050/00i9£/AM15/ I 05!2:!046/004135&1\&141 2401, 20]4 - Date:24,07. 2{}34
Decision :It was demded to defer the case for 24.07.2014 for comments of Department of
. Pharmaceuticals.
[ [Case No.:109/3/82-ALCH2014 arty NamerANUT PHARMA Moo i Btatus:Case
_5 HLTD. HALC4/2014 -rmppmved
{HQ File 'jRLA Fife [Lic.No/Date:03 10767734 Defer Datc
OUBZOSO/ONIHAMIS)  (03/94/040/00034/AM14/ 24012014 1 _
Decision : Committee conssdared case ag per agencfa and in light of ear!ne{ decm!cm taken in:
i 18/82 meeting held on 09.08.2011 and in consultation with technical authority present in meating, ~f
1283 idecided to ratify norms under para 4.7 of HBP as per defails below or as applied by fim:
1 iwhichever is lower:- ;
T Export product Exp. Qty. | SLNo. | Imporf tems Qty. 1
: aliowed
4 Erythromycin Propionate | 4 Kg. 1. Erythromyein Thioovanate 0.800 KGA _
. RA concerned may take further necessary action as per above decision of NG
 [CaseNoa108i/@2-  [Party Name:CROPNOSYS — Infoet NorDamiis “[Status:Case
JALC472014 ACUNDIA) PRIVATE LIMITED: SALC4/2014 jsI}eferred
L R i |08.05.2014 - o
1284 1HQ Fite IRLA File “LicNo/Date03 20767733 i{)efer
| [OLB20S0MOLIYAMLS/  [0394040/00908/AMI4! 24012014 - fDate 24.07.2014
Decision It was demded to defer the case for 24.07. 2014 fcr comments of
iPetrochemicals Division of Department of Chemicals and Petrochemicals.
EW Case Nt)...;zéf..‘s./ii.z»-A.LCd}ZOl‘iﬂ .f;éPaL.rt}.Name:PA.Y_ALm - Moot No/Date'3/82- éStatus:Casef
g HP ' HALC472014 aApproved ;
e s e, 8052014 y
JHQ File ;ZERLA File Hlic. No}{)ate 9510376976 iDefer Date :
HO/BIOSO00024/AMES/  FOSRAN0A0/00386IAMI4) 2 24012014 @
iDecision & In the Isght of written comments received from Departmem of Chemmafs andf
{Petrochemicals vide their U.0 No. 14010/18/2014-Ch. Il dated 28.05.2014, it was decided tof
i ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
lags {whichever is less:
. Export product Export | 8. No. | Tmport items Quantity
Quantity Allowed
1 T ; ' 0447 kg
DIOCTYL TERAPHTHATATE (DOTP) 1ke i"ég: TERE PHTHALIC
2 2-ETHYL HEXANOL 0.680 kg
[RA may take appropriate action as per the decision of Norms Committee.

N
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ase N T10/3/82-ALCA2014.

/PETROCHEM PRIVATE
JHIMITED

.?arcy Namé:i?.‘A;YAL. o

Meet NofDate:a/sz.

; [Status:Case |
HALC42014 Approved
108.05.2014 : "

HQ i

FD1/82/050/001 14/AMI1S/

{RLA File
05/24/040/00357/AM14/

ic.No/I.‘Jaae:dg.i(}376.§?$m

‘Defer Date:
24012014 : ':

Decision :

In the light of written commants received
iPetrochemicals vide their U.0 No. 14010/18/2024-Ch. 1}

from Department of Chemicals and.
dated 28.05.2014, it was decided to:

ratify norms under Para 4.7 of HBP v1 as

;2355 whichaver is less:

per detafls given below or as applied by the ﬁrm,:E

5 Export product Export

Quantity

3.No. | Import items

Quantity
Allowed

]

| DIOCTYL TERAPHTHALATE (DOTP) zg%'j ERE PHTHALIC

T kg

0.447 kg

2 2-ETHYL HEXANOL

0.680 kg

LA TN

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

[Party Name:GLENMARK — est NoDaics s _;
| GENERICS LIMITED ALCS2014
. i 108052014

Case No.:173/3/82-
I JALC4n014 :

B

Sorws
spproved
i

i

‘RLAFile {Lic.No/Date:03 10767985,
HOLB2I050/001 T/AMI S/ f5?03/_’??.59_‘?9’9939:?@5.’[_1.‘?{.. 27012014

__Dare:08.05,2014.

i[)efgf

Decision :In the tight of earlier decision taken in meeting no, 19/82 dated 032,
s decided to ratify norms under Para 4.7 of HB
Hirm, whichever is less:

0i
Pv1 as per detaits given below or as

1287 Exnort Product
Pravastatin Sodinm Tah 1mg 20 MG, 40 MG and 80 MG TAB

2014, it was ;
applied by the |

4 SNO. | Import Items
{Quantity in mg)

For exgort of 1 No. Pravastatin Sodium Tablets

10 mgTablets | 20 mgTablets | 40

mgTablets

80 g
mgTablets

1 Pravastatin Sodium 10.2 204 40,8

8160

Z Mannitol 25 (Peartitol 25 C) | 104.005 104,005 207.92

416.02

R4 may take appropriate action 2 per the decision of Norms Cormittes.

ICase No.-15873/82- [Meet No/Date:3/83-
ALC472014 ALC4/2014

8.05.2014

"~ Party Name:PRACHT
PHARMACEUTICALS pyT
SLTD

A Status:Case
‘Deferred

baelHO Fiie RLA Fite :

| ILicNo/Date:0310768015
[OI/BZOSO0I6YAMIS,  |03/95/040/00862/AM 147

27.012014

[Date:24.07.2014:

Defar

; Decision :1t was decided 1o defer
| [Pharmaceuticals,

the case for 24.07.2014 for commeﬁt;é of Depariment of !

Case Noa1soi3/ma.

‘Party Name:PRACHI !
ALC42014

289

Meet No/Diate:3/82- - :

[PHARMACEUTICALS PVT - ALC42014"
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HQ File EERLA File ngc “No/Date: 031{)768{}(}9 sDefer :
DUSZI0S00I6I/AMIS!  103/95/040/0086/AMI4/ 27012014 Date:24.07. 2914
Decision It was dec:1dcd to defer the case for 24. 0? 2014 for comments of Diepartment of
_Pharmaceuticals |
fCase Nos 1973 /83-ALCAR014 Party Name:VARUN  {Meet No/Datedi0-  Status:Case |
T AMEDIMPEX INC. SALCA2014 iDeferred
l50; éHQ File “RLA File 'L;c No/Date- 0520377141 Defer :
101/82/050/00023/AM1S/ 305#74/04020{}3?4&}41@ provaoma Date:24.07. 2014

Decision It was declded 1o defer the case for 24.07.2014 for mmments of
[Petrochemicals Division of Department of Chenticals and Petrochomicals

[Case No.t176/3/82.ALCH20M4 [Pariy NameAMBUIA Meet No/Date:3/82. [Gtatus:Case
: INTERMEDIATES LIMITED | ALCA2014 Approved
SHQ File ;RLA File Lic. NofDate 0310768184 Defer Date: |
[OI/BZ/050/00180/AMIS!  03/94R040000815/AMI4  DB.012014 |

E}f)ex:lsm»n 1 in the fight of written comments recewed from Department of Chemscats and
‘Petrochemicals vide their U.0 No. 14010/103//2012-Ch. Il dated 21.05. 2014, it was decided to
iratify norms under Para 4.7 of HBP vl as per details given helow or as applied by the firm,

2]

7291
; whichever is less:
1 Export product Export | S.No. | Import items Quarntity
Quantity Alowed
4 2 0NS ACTH2-CARBETHONY AMINO- 1 ) 1280 kg
_ i N N 1 ke i Acid
4 S-NAPHTOL-T-SULFONIC ACID.) -
IRA may take appropriate action as per the decision of Norms Committee, ..
ﬂm Case NoZBS}S!SZ«-ALCMEOM Party NameESTEEM B Mest NoiDate:?JSi E%ISéatuf.:Casc;g
: INDUSTRIES PVT. LTD,  |ALC&/2014 Approved
T, . o.s.cc. Ao
THQ File RLA File Lo, No/Date: 1'?1{]005661 Defer Date:
OUB20050/0024/AMIS!  T17724/040/00106/AM147 28012014 i

Decision : In the light of written comments received from Department of Chemlcais and
Petrochemicals vide their U.0 No. 14010/78//2012-Ch. 1l dated 20.05.2014, it was decided to:
Iratify norms under Para 4.7 of HBP v as per details given below or as applied by the fi irm,

Jwhichever is less:
5 Export product Export | S.No. | Import items Quantity
: Quantity Allowed
4 PRODUCT-PPG-2025 (POLYALKYLENE 1. MONO PROPYLENE 0.035 kg
! GLYCOL
4 GLYCOL) . .
: L 1 kg {Appearance: Colourless
: {Aspect: Liguid) Viscous Liguid)
2. PROPYLENE OXIDE .
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i e e T T — }
{RA may take appropriate action as per the decision of Norms Committee. _—

""" “ICase MNo.:174/3/82- Party Name:IPCA ‘Meet No/Date:3/82- Status:Case |
TALC4/2014 ALABORATORIES LIMITED |ALC4/2014 Deferred
A 108052014
HQ Fite RLA File ILic.No/Date: 0330768207 Defer :
FOUB2/050/001TBIAMLS/  L03/94/040/00923/AM14/ 28012014 Date:24.07 2014

Decision : Cemmlttee considered case as per agenda and in consuitat!on with technicall
Jauthority present in meeting decided to ratify norms under para 4.7 of HBP as per detalis below

29340r as applied by firm whichever is lower:-
4 Export product Export SLNo. | iImport items Qty. allowed
: Qty.
TTRIAMCINOLONE USP{_ | 1 kg. - 1. .20 Dioxopregna-1.4,9¢11}, 16 1.00 kg
| BASE} Tetraen-21-Yiacetzte { 3~ TR}
[RA concermed may take further necessary acfion as per above decision of NC.
" iCase No.:175/3/82- Party Name-1PCA “IMeet No/Date3/82-  Status:Case
TALC4/2014 LABORATORIES LIMITED ALC4/2014 f Deferred
' 08052014 s
HE) File RLA File dlie. Noﬁi)ate 0310’?68214 Defaz
01/82/050/00179/AM1S/  103/94/040/00932/AM14/  28.01.2014 (Drate:24.07.2014:

Decision : Commitiee considered case as per agenda and in consultatlon with technical
authority present in meeting decided to ratify norms  under para 4.7 of HBP as par details befcw

4293

12940 a5 applied by firm whichever is lower-

Export product Expori StNo. | Import items Qty. aliowed

Qiy.
TRIAMCINOLONE 1kg. 1. 20 Dioxopregoa- L4511}, 16 1.00 kg
Tetraen-21-Ylacetate (3 - TR}
[RA concemed may take further necessary action as per above decision ofNG.

I [Case No.:69/3/82-A1,C4/2014 Party Name:OTSUKA “Meet No/Date:3/82- Status:
CHEMICAL ( INDIA) HALC4A2014 |Approved
. IPRIVATELIMITED 08052014 I
1 HQFile TRLA Fike Lic No/Date:05 10377267 Defer Date:
i LOVB2/050/00073/AM 1S/ :05/24/040/00402/AM14/  2ROL20I4

Decision : In the light of earlier decision taken in meetmg no, 2182 dated 05 02 2014 |t was,
decided to ratify horms under Para 4.7 of HBP v1 as per details given below or as applied by the

firm, whichever is lower:
item of Export Quantity | S.No | liem of Import Quantity
Allowed ky/kg
7-Phenylacetamideo-3- | 1 kg 1. Penicilin @ G Potassium ; 2.85
Chisromethyl 1#Crystals f
Cephzlosporanic  Acid 2. Methanoi 2.60 :
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Meghoxybenzw s

| > S T e T
i Ester {GCLE) 4, Methylene Chioride 208
i | While/Light Yellow 5. 2-Mercaptobenzothiazole | 0.511
Powder 8. isopropyl Alcahol 1.25 _
1 IRamay take appropriate action as per the decision of Norms Committee.
" (Case No:100/3/82-ALCA2014; Party Name:ARTHANTANAM Moot No/Dato3/82- — (StatusiCase
: [LIFECARE PVT. LTD. ALCH£2014 iApproved |
I B 08052014 .
JHQ File JRLA File {Lic, NofDaEe 0310768439 I)efer Date: .
QLABZIG30/001 0/AML S/ 03/94/030/00970/AM14/ 129.01.2014 :
i Decision : In the hght of earher decision taken in meetmg no. 3?82 daied 02 05 2013 11
1296:was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as
| applied by the firm, whichever is less:
Export product Exp. S1No. | tmport tems Qty. allowed
i Qty.
i+ Arfemether 1 Kg 1, Artemisinin 1.235 kg 1
¢ RA may take appropriate action as per the decision of Norms Committee,
WM?%Case No.:104/73/82- . .Pan).f.ﬁame:SiRMAXO Meét meate:ﬁféz- f.St.atus:Cnﬁ.:w. )
HALC42814 CHEMICALS PVT LTD SALCH2014 Appraved
e 108.05.2014 D
“HQ File RLA File {Lje.No/Date: 0310?6842: Defor Date:
SOUBOS0/O0108/AMIS/  [03/95/040/00863/AM14/ 129012014

fDemsmu H Commntee considered case as per agenda and in consuitatlon with techmcat
sauthority present in meeting decided to ratify norms under para 4.7 of HBF as per details given
‘thelow or as applied by the firm, whichever is less:- i

1207
: Export product Export | SL.No. | Import Quantity Allowed

: Qty. items

1 Povidone lodine 10% Solution | 1kg 1 Povidone 1.02 kpper kg

# {Available lodine NLT 1% w/v) todine contained in the

: axport

[RA concerned may take further necessary action as per above decision of NC.
" iCase No.:230/3/82- ‘Party Name:SWISS Meet No/Date:3/82. .:- Status:Case

SALCA014 HEXPORTS PVT. LTD. HALC42014 iDeferred
I D . 08,05.2014 .
Inog HQ File ‘RLA File [Lie. No/Date- !}8!(}123498 Deter
FOL82/050/00234/AMI1S, 08/24f'040!(30474[AM%/ o |29.012014 : Date 24972014
1 Decision :ft was det:ided to defer the case for 24, 0’? 2014 for comments of Department of
IR e e A
""""""" ?ECase No.-21073/82-ALC4/2014 [Party Name-TIDE Meet No/Date:3/82- ‘Status:Case.
299 HNDUSTRIES “Approved

: %

] i .
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‘Petrachemicals vide their U0 No. 14010/40//2012-Ch. Il dated 21.05.2014, it was decided to:
Iratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the f“rm,
Jwhichever is less:

HO File “IRLA File “Iic No/Date:3410039134 [Defer Date:
OU/820S0/00214/AMIS,  :3404/040/00257/AMIA/ 1200120014 G
Decision @ In the Hght of written comments receaved from Department of Chemlcais and

1300

Export produst Export | S.No. | Import items Quantity
Quantity Allowed
A Aldehyele €10 kg i Fatly Atcohoi C 10 LiZ ke
{RA may take appropriate action as per the decision of Norms Committee. .
[Case NosO3/82 ALC42014 Party Name:BIOLOGICALE Mest No/Diate: 385. [Status:Case
SLTDr };ALCA/ZOM JApproved
N o H0B.OS20M4
HQ File IRLA File }:§Lic No/Date:0910059124 Defer Date: f
LO1/R2/050/0009T/AMLYS/ 00/24/040/00549/AM147 30012014

1Deeision : In the light of garligr decision taken by NC inits 11/82 mesting 05.08.2013, it was deadecl to

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

Hess:
:: item of Export Quantity | 5,No | item of Import Ceantity allowed kg/kg |
: 1kg 1. L-CYSTINE As per A 2304 of HBP-Ii ;';s
| ADSORBED TETANLUS 2. | THIOMERSAL s per A 2304 of HBP-I |
VACCING BR/TETANGS Sl —
TOXOID VACCINE 3, ?; s%&?rﬁ giéngEIN As per A 2304 of HBP
ADSORBED-10ML 20 DOSES
4, L-TYROSINE As per A 2304 of HBP-I
ALUMINIUM CHLOREDE 6 N
5. YDRATE EXTRA As per A 2305 of HBP-i
6. SILICON EMULSION 0.043 kg
7 TRISODIUM ORTHO As per A 2304 of HBP-{l
PHOSPHATE
8 GLASS VIALS As per A 2304 of HBR-H
9 RUBBER STOPPERS As per A 2304 of HBP-I §§
10 | ALUMINIUM CAPS/SEALS | AS per A 2304 of HBP-Il |
i1 SHIPPING INDECATORS (@ | Ag per A 2304 of HBP-I
TAG 2 FLUS)
Fh LABELS
12 (HEATMARKER VACCINE 5005 Nos.
VIAL MONITOR EABELS)
12 FILTERS AND FILTER AID$ | 2.5 Nos.

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

; éase No.:207f3f82-; .

aﬁy NameBIOLOGICAL E iMeet NorDate-3/82

iStatus:Case

: JALCYI2004 ALTD 2_;ALC4/‘2014 : Approved

BOL L 08052014 .

E HQ File ARLA File iLie. No/Datex 0910059]25 Defer )
:01/82/050/0021 VAMLS/  :0924/040/00538/AM 147 30012014 Date:07.08.2014
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Decision 1t was decided o defer (he case for 24.07.2014 for comments of Department

gof Pharmaceuticals.

Case No.209/3/82-

‘Party Name:DR REDDYS - Meet No/Date:3/82 Status:Case
SALC42014 SLABORATORIES LIMITED 'ALC4!20]4 (iDeferred
T G 08052014 i
302 HQ File IRLA File e No/Date:0910039127 Defer
01/B2/050/0021/AMIS)  [00/24/040/00540/AM 14/ 130.012014 Dawei24.07.2014
Decision :1t was decided to defer the case for 24. 0? 2014 for comme:nts of Dapartment Gf
‘Pharmaceuticals, .
" ICase No.:17773/82- [Party NameINDO AMINES Meet No/Date:3/82-  |Status:Case
1ALCA2044 SLIMITED JALCY/2014 iDelerred
[ S 08052014
a3 1HO File iRLA File iiLic ‘anDate 03 EO%&&E& ’Defel
§oOp01/8zAs0/00181/AML S, 03/04/040/00958/AMI4/  130.01.2004 ; Date:24.07 2014
‘Decision :It was decided to defer the case for 24, 07.2014 for cornments of
_ Petrochemicals Division of Department of Chemicals and Petrochemicals
" [Case No.s1353/82-A1LC4/2014. Party Name:SOMU IMeet No/Date:3/82- {Status:Case
HSOLVENTS PVT.LTD HALLC42014 1Approved |
HQ File ';RLA File fiLie, Nc!}i)ate 0710101?88 Defer 'Date:
[01/82/050/001 39/AM15/ O724/040/0038T/AM4/ 30012014 _ :
Decision : In the light of written comments recewed from Department of Chemtcals and
‘Petrochemicals vide their U.0 No. 14010/151//2011-Ch. il dated 16.05.2014, it was decided to;
_30‘;5 ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
17 whichever s less:

Export product

Export | 8MNo. | Import iters Guantity
_ Quantity Allowed |
1 2ETHYL HEXYL ACETATE 1k 1 Z-ETHYL HEXANOL 0.822 kg
| OCTYL ACETATE & OCTANOL

1RA may take appropriate action as per the 9???5.‘9?‘., of Norms Cormitiee.

305

éése Nﬁ.:223f.’§/82~ - Parsy Name UNLFULE& LIFE .M.eet ﬁ'éfDate:Sfﬂ% Status:{.‘asé .
ALC42014 ISCIENCES LTD. SALCA2014 ‘Deferred

. LT _.[08.05.2014 -

(HQ File RLA File iLic. No/Date:03 10’?68632 Defer
FOL/82/050/00227/AMIS/  :1:03/95/040/00867/AM 14/ 30012014 Date24.07. 2614

Decision It was dec:ded to defer the case for 24.07.2014 for comments of Department of

_Pharmaceuticals.
: " icase Na..:.i.éiﬁ;’éz-ALC:(/ﬁi.}id'é}?arty Name:AART] (Meet No/Date:3/82- ;iStatﬂs:Case-
1306 INDUSTRIES LIMITED IALCA2014. [Approved
| oo oes20l

R
%;f\{'?a
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01/82/050/00156/AM15/

T IR
1:03/04/040/00708/AM14/

1012018

ic No/Date:0310768714

s Do

i

Decision : Commsttee conszdered case as per agenda and in cansuitatzan WIth techmcai

ihelow or as agpplied by the firm, whichever is less:-

authority present in meeting decided to ratify norms under para 4.7 of HBP as per details given

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

i _ Qty. ke/ke

| PERINDOPRIL ERBUMINE | 1 kg 1. {235,373, 7a8) OCTAHYDRO 0.847

: INDOLE-2-CARBOXYLIC

ACID
2. L-NARVALINE 1.123

{RA cancerned may take further necessary action as per above decision of NC
---------- {Case No.1206/3/82- {Party Name:AUROBJNﬁO - ?Meei No/Date: 3/’82~ Status:Case

TALCH2044 SPHARMA LIMITED :ALC4;’20M iPeferred
| 3(37_5§HQ File “RLA File Lm NafDa{e 09[(}{)59129 Defer '
©ROU/B2/050/00210/AMIS/  0%/24/040/00SS6/AM14/ 31012014 |Dete24.07.2014

_{Pharmaceuticals.

Decision It was decideci to defer the case for 24. D? 2014 for comments mﬁ Department of

Par:y ﬁame:CA’M.P’HOR &

“Meet No/Date:3/82-

[Case No.:164/3/82-ALC4/2014: _ ‘Statns:Case;
: ALLIED PRODUCTS JALCA/2014 iApproved
[ _LMITED, 08052004 |

{HQ File “RLA File ‘Lic.No/Date: 0310768971 é;:)efer Date: :
H01/82/050/001687AM I S/ 03/94/040/00956/AM 14/ 03022014

1 Decismn

whichever is less:

! in the Itght of written comments recewed from Department of Chem:cais and_@
Petrochemicals vide their U.0O No. 14D10/20//2042-Ch. 1l dated 14.01.2014, it was decided toé
ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the firm,

308

# Bxport product Export | S.No. | Import items Guantity
Quantity Allowed

1 ASTROMUSK CONCENTRATE 1 ISOAMYLENE 0.580 kg

| (Astromusk Content: 100%) 2 PROPYLENE OXIDE 0.380 kg
lkg 3 ALPHA METHYL 0.769 kg

STYRENE
4, PARAFORMALDEHYDE | 0.117 kg

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

Moot No/Date3/82-

Case Mo 15473/82-A1C4/2014  Party Name TPCA, _ Status Case
; LABORATORIES LIMITED 15ALC4f2034 Approved :
i IHQFile {RLA File -?Lxc NofDate:03 10768981 >Defer Date:
O1/B0S000TSY/AMIS!  [03/94/040/0093 /AMI4/ . - [03.02.2014 i 3
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Demsmn in the Izght of earl;er damsnon takerr in meetmg no. 33;’82 dateé 21 03 2013 it was dmded

o ratify norms under Para 4.7 of HBP vi ag per details given below or as applied by the firm, whichever i IS
less:

Export product Exp. Qty. | SLNo. | Import items Qty, allowed |
Prednisoione Sodium | 1Kg. 1 Prednisolone (Predniselone Base} 0.96 kg
3 Phosphate

{RA may take appropriate action gs per the dedision of Narms Committee,

Case No.: 165/3/82- : Pafty - " ; Meef No/Date:3/82- - .Stazﬁs;,'.(.l'ase
ALC4/2014 MName; MANGALAMORGANECS ALC4/2014 ADeferred
e CiIMITEDL, oo 0B0O5.2014 D
i316:1HQ File LA File L, Na!Date {}3 10768928 E)ef&r
; 'G!/SZ/OSGZGOIéQ/AM'ISf 03/94f040f60448fAMi4/ ) ; (}3 02. 2014 1 D&tﬁ 24 07 2014

_f Decision :It was decxded to defer the case for 24 0’}’ 2014 for comrnents of Department of
C&PC.

iCase No.212/3/82- ALCA2014 Party NamesSHIVA [Meet No/Date:3/82-  [StatnsCase
{PHARMACHEM LTD, ALC4/2014 {Approved
b b J0B0S.2004 .
SHQ File RLA File ' Lm Naﬂ'}me .a4 I 9{}39176 Dafer Dﬂte: :
GL/B2050/00216/AM ) 5/ o 34/24/040/00%8%5414/ o 03 02,2014

Decision : In the llght of written comments received from Department m" Chemacals and
(Petrachemicals vide their U.0 No. 14010/164/2011-Ch. I} dated 21.05. 2014, it was decided to.
Jratify norms under Para 4.7 of HBP vi as per details given below or as applied by the fi f“rm,

—_

‘whichever is Jess:

Export product Export | 8.No. { Import items Guantity i
j Quantity Allowed |
| GCTANOYL CHLORIDE (CAPRYLOYL I kg 1 Oetoie Acid / Octanoic 0.982kg &
| CHLORIDE) Acid f Caprylic Acid |

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

: Cé&e No.:i i. vas2 5 'Pariy Name:SRIAM LARS  iMee: No[Dare:ﬁfﬁZ- Status:Case
ALC4/2014 PRIVATE LIMITED ALC4/2014 Deferred

12 HQ File RLA File Lic No/Date: 0910059150 Defer

| [DUB2/GS0/0011S/AMIS/  :00/24/040/00509/AM14/  03.02.2014 Date:24.07. 2014

. Decision :It was dec;ded to defer the case for 24, 07 2014 for comments cf Department of
| {Pharmaceuticals.

313
_HQFile

CaseNo.20i/382- (Party Name:VASHASHVI Moot No/ Do /i3~ Statusicinse
ALC4/2014 RASAYANPVT.LTD  |ALC42014 Deferred
logoszo14 .

ic. NofDate 52&0&40666 Defer
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| [OVBIO50002057AMIS)  [52R4/040/00045iAMIY, (03020014 [Date3d.072014

{Decision :It was decided to defer the case 24.07.2014 for comments of Depaﬂrnent of
{Chemicals and Petrochemicals.

[Case No.t155/3/82-  Party Name:ALKYL AMINES [Meet No/Date:3/82-  |Status:Case
ALC4/2084 CHEMICALS LTD TALC42014 Approved

HQ File “RLA File Lic.No/Date: 0.31076900? Defer Date:
CO/S2OSH0ISYAMIS 03040400091 VAMIY, 104023014

Decision :Committee considered case as per ag&nda a.ncl in light of wutten SONENERts forwarcied
by Deptt. of C&PC vide their UO.No. 14010/85/2012-Ch.Il dated 12.11.2013 and in
gy consultation with the technical authorities present in the meeting decided to ratify norms under’

t

4 parad.7 of HBP as per details below or as applied by firm whichever is lower:- i

Export product Exp. SLNo. | Lmport items Qty. allowed
Qty. r
1 Acetonitrile kg 1. Acetic Acid 146 kg

:; RA concermed may take turther necessary action as per sbove decision of NC 5

Case No.:99/3/82-ALC4/2014 Party Name:AVA iMeet No/Date:3/82- Status:Case!

ICHEMICALS PVT.LTD,,  {ALC4/2014 Approved :
H() File SRLA File ; Llc No!Datc 03] 076900-’1 Defer Date: -
: 91!821()50f00[@3’AM|51 o Q 03!’94/040,’009521AM]4/ 1104.02.2014 : .

‘Decision : In the light of written comments recewed from Depar’sment of Chem:cais and
iPetrochemicals vide their U.Q No. 14010/157/2011-Ch. 1} dated 29.05.2014, it was decided to
wratify norms under Para 4.7 of HBP vl as per details given below or as applied by the f"rm,

P whichever is less:
Export product Export | 8.No. | Import items Quantity
: Quantity Allowed
1 DISODIUM MANGANESE EDTA Tkg 1 Ethylene Diamine Tetra 0.690 kg
1 {Manganese Coment 12.5% -+~ 0.5} Acetic Acid

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

ﬁCase ﬁoZGﬁ/SZ-ALCé{Zi}H Party N'an}e:MﬁEDiC'EP; Meet No/Date:3/82- Status:Case
SPHARMA, 3ALC4/2014 Beferred
e OB05.2014 '
i1y 1HQ File [RLA File Lic No/Date: 3210014587 [Defer
{ [ 0USZ0S0/00030/AMIS/  [22/24/040/00080/AMI4/  [04.022014 Date:24.07. 2014

Decision :I{ was decaded to defer the case for 24. 0’? 2014 for comments of Depafcment of
_{Pharmaceuticals.
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- [Case No.27/3/82-ALCA/2014 Party Name:MEDICEF  [Meet No/Dater3/82  [StatusiCase
: PHARMA, LC472014 :E.Deferred
e . . 108,05.2014 | e
3149 HQ File iRLA File ILic No/Date:23 10014589 Defer -
[01/82/050/00031/AMIS/  122/24/040/0008VAMI4/ §()4 022044 ADate 24.07, 2014
Decision <1t was decided to defer the case for 24, 0’? 2014 for comrnents of Department of
_ {Pharmaceuticals.
™ [Case No.28/3/83 ALCH2014 [Party Name:MEDICEF Moot No/Dater3/82-  [Status:Case
: PHARMA, FALC4/2014 Deferred
b OBDS2014 e
‘318 HQ File RLA File ILic.No/Date:2210014588 [Defer
i OLB2OS0A0005UAMIS/  L22/24/040/0008/AMI4/ 104022014 Date:24.07. 2014
Diecision :It was dccxded to defer the case for 24.07.2014 for cemmmts of Depamnent of
Pharmaceuticals.
" [Case No.:87/3/82-ALCAR014 Party Name:VIVIMED LABS |Mest No/Date3/83-  [StatusiCase |
: LIMITED JALC42034 {Deferred
: o A 98032014 K
i319:HQ File GRLA File iLie NofDate 09! (}059!55 sDefer :
o [01/82/050/00091/AMIS/  1:09/24/040/00544/AM14/  104.02.201¢ Date:24.07.2014
[Decision :Tt was decided to defer the case 24.07. 2014 for comments of Departmem of
{Chemicals and Petrochemicals
- M C#se NG.:II?BISL AParty Na;n.e:\;fl";’IMEb. LABS Meeé No;’Daté:.S./Sé:m Stazus..:{.:asc_
HALC4/2014 SLEMITED HALC4/2014 Deferred
Vo (08052014 S
13207 HQ File SRLA File Lo, anbate 09!0059156 Defer
1 OUBOSO/00121/AMIS!  1:09/24/040/00543/AM 14/ 104022014 Date:24.07.2014;
Decision :It was decided to defer the case 24.07. 2{)14 for comments af Department of
Chemicals and Petrochemicals

i,.““ Case No.:232/3/82- M Party Name:CADILA }I.Meet No/Date:3/82- Status:Case

i ALCA014 SHEALTHCARE LT, HALC4/2014 g Dreferved

B T i i, 108.05.2014

‘31 HQ File ‘RLA File {Lic No/Date:0810 138700 [Defor -

:01/82/050/00236/AM 135/ { 03&4&}40{{}0485%?\4144? 05,02.2014 iDate:24.07. 201&
‘Decision It was demded te defer the case for 24. (}7 2014 for comments of Department of

{“M Case No.:22.1f3ﬁ.3é-. o : Pw.'.ty Namé:C]’é’LA.Iifv.I.ITED Meet No/Date:3/82- Status:Case

1 IALCYZ014 : SALC4/2014 Deferred

b o (08052018 : N

2 BT IRLA File ILicNo/Date:03 10769240 {Defer

§ Ui!SQ!{)SO!(}OQEﬁ;’AM 157 3!94!940/00995/AM 4/ 03022014 : Date 2407, 2014

5

i

Decision :It was decided to defer the case for 24. {}? 2014 for comments af Department of
[Pharmaceuticals. :
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Case No.:222/3/82-

Meet No/Date:3/82- "

iParty Name:CIPLA LIMITED : Staius.CaSe.
SALC42(14 : SALCA2014 ieferred
: L 108052014 5
iHQ File JRLA File iiLie NofDaze 03 t{)76924z§ Defer :
HO1/82/050/00226/AM 15/ (03/94/040/00985/AM 14/ 05.02.2014 iDate:24.07. 20!4

Decision 11t was decidea to defer the case for 24.07.2014 for corﬁments of Department of

Decision :It was demd&d to defer the case for 24.07.2014 for comments of Department ef

iPharmaceuticals.
| iCase No.:224/3/82- Party Name:CIPLA LIMITED [Meet No/Date:3/82-  |Status:Case |
| ALC42014 ALCA4/2014 Deferred
E B N . 08.03.2014 '
324 HQ File iRLA File ilie. Nc/Date 0?10‘?69253 De&er
| LO1/B2/0S0/00228/AMIS!  1:03/04/040/00079/AM14/  105.02.2014 Date:24.07.2014

126

_{Pharmaceuticals.
{77 Case No.225/3/82- " |Party Name:CIPLA LIMITED [Meet No/Date:3/82-  [Status:Case
JALLCA/2014 ) SARC4/2014 Deferred
f o 408052014 Lo
1305 (HQ File RLA File iLic. NofDate: 0310?692@7 Defer
{7 [OL/B2050/00229/AMIS/  03/94/040/00991/AM1/ 05022014 1Date:24.07.2014:
i iDecision It was decided to defer the case for 24 {)’7 2014 for camments of Department of
i Pharmaceuticals.
1 Icase No.:1.53f3/82~ALC4}§014§ Party Name:IPCA ;Meet No/Date3/82- Status:Case;
TLABORATORIES LIMITED  JALC4/2014 _§Appmve£¥
e o (08052014 :
HG File RiA File Lic Na}Date 03 10769229 ;Defer Bata
01/82/050/00) 5T/ AM 1 5/ :03/94/040/00976/AM 14/ 505 022014 i

Pecision : In the light of earlier decision taken in meetmg na. 23/82 dated DIS 03 2{313 ftwas
sdecided to ratify norms under Para 4.7 of HBP v 1 as per details given below or as applied by the |
ifirm, whichever is less:

Export Product Export SNo | lmport Product Quantity
Quantity Allowed
4 Allapurinoi 1kg i 3-Amino Pyrazole 1.5284 kg
Carboxamide
Hemisulphate
2, Formamide 1.50 kg

RA may take Further appropr

iate action as per the decision of Norms Committee,

ICase No.14973/82-

'Parfy Name:MOREPEN |Meet No/Date-3/82- iStatus: Case
JALC42014 HLABORATORIES LTD., JALCA2014 1Deferred
o 08052014 :
JHQ File g;RLA File ‘{Lic.MNo/Date: {}S !0378413 Defer :
DB2/050/00153/AM 5/ 05/24/040/00420/AM T4/ 105.062.2014 . Date 24.07. 2014

;Demsmn it was deczdéd to defer the case for 24, 07 2014 for comments of Department of
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| [Phamaceuticals,
| [CaseNo.:168/3/83-  [Party Name:CIPLA LIMITED [Meet NofDue3/82  [Status:Case
HALC4/2014 _§§ALC4F"’014 Deferred
338 HQ File SRLA File 'Lm.NefDate a3 10769592 Defer ;
FDI/S2/050/0017/AMIS/  LO34/040/01009/AMI4/ 106022014 IDate:24.07. 20;4
Decision :It was decided to defer the case for 24.07.2014 for conuuents of Department of
Pharmaceuticals. .
1" ICase No.123973/82-ALCA72014 |Party Name:ESTEEM ' Meet No/Date: 3/82- {Status:Case
;gm.oUSTRiEs PVT. LTD, JALCARN14 JApproved |
L ——1 N 05.2014
1HQ File -RLA File ILic.No/Date: 1710005681 ;DeferDate: ;
OUSOSO/00243/AMIS/  E1TARAO0I0YAMI4/ 06.022014 : K
Decision 1 In the Itght of written comments received from E}epartment of Chemrcals and
iPetrochemicals vide their U.0 No. 14010/78/2012-Ch. Il dated 20.05. 2014, it was decided to:
Jratify norms under Para 4.7 of HBP vi as per details given below or as applied by the Frm
‘whichever is fess:
3295 - : 7
4 Export product Export | SNo. | Import items Quantity
: _ Quantity Allowed
| VENOXY-TFF (FATTY ALCOHOL 1 LAURYL ALCOHOL 0.29% ke
| Eruen 1 ke (C12-14 ALCOHOL )
i ETHER) {Colonrdess clgar insoluble
4 (Apperarunce: Colourless clear to turbid liguid}
liguicf) _ o ETHYLENE OXIDE 0.341 kg
{Colourless clear fouid)
3 PROPYLENE OXIDE 0360 kg
{Colourless Hauid)
_[RA may take appropriate action as per the decision of Norms Committee. o
"""" [Case No.:199/3/82-ALC/2014 [Party NameKUTCH —— inest Nefomres b, IStatus:Case.
(CHEMICAL INDUSTRIES  JALC4/2014 Approved
HQ File IRLA File ;L;c No/Date:3410030166 Defer Date: |
FOVBISOQUIOIAMIS/ [3404/040/00270/AM14/  Jos.022014 1
Decision : In the lrght of written comments re{:etved from Departmant of Chemicals and
Petrochemicals vide their U.0 No. 14010/17/2012-Ch. Il dated 29.05.2014, it was decided to.
¢ iratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
330 unichever is less:
4 Bxport produet Export | S.No. | Timport items Quantity |
Quantity Allowed |
| ST 0.764 k :
2 ETHYL HEXYL NITRATE kg ! 2 ETHYL HEXANOL g
. IR# may take appropriate action a5 per the decision of Norms Committee. ™~ "~

R -
L ERE S
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Case No180/3/82-
ALC4/2014

‘Party N&meMACLEODS -
PHARMACEUTICALS LTI .
: 08.05.2014

Moot No/Date:3/82-

ALC4/2014

- Status:Case
Deferred

01/B2050/00154/AM15/

IRLA File

F03/95/040/00879/AM 147

"~ fLie.No/Dare:03 10769505
l06.02.2014

Defer

iDate?4.07.2014

Decision :It was demded to defer the case for 24. 07 2014 for coniments of Departraent of
~ Pharmaceuyticals.

Case No.s8/3/82-A1.C4/2014

Party NameALEKHYA
ADRUGS PYT LTD.

[Meet No/Date:3/82-
JALC4£2014
108.05.2014

(i Status:Case
Beferred

{HQ File
101/82/050/00012/AM 15/

RLAF& P

09/24/040/005487AM 14/ »

Lic.No/Date: 09!{)05921 8
07022014

Defer

: Date 24 97 2()34

Decision It was decaded to defer the case for 24. (}'? 2014 for conﬁnents of Department af
iPharmaceuticals. :

1333;

iCase Nor10/3/82-ALC4/72014
| |SCIENCES LIMITED.

Party Name: ARENE LIFE

" Mect No/Date3/82-
ALC4/2014
108.05.2014

Status:Case
iDeferred

HQF‘EE e

101/82/030/00014/AM 1 5/

IRLA File

1109724/040/00S34/AM14/

"I ic Ne/Date-09 10059227
0022014

Tete

Date:24.07.2014

Decision :It was decided to defer the case for 24, 0’}’ 20}.4 for comments of Department of
_iPharmaceuticals.

HCase No.:59/3/82-ALC42014°

Party Name-ARENE LIFE |
JSCIENCES LIMITED,

Moot No/Dater3/82. |
ALC4/2014
108.052014

IStatus:Case
iDeferred

334

HQFﬂe o

$01/82/050/00063/AM L5/

ARLA File

1:09/24/040/0055 1/AM 14/

ilic NOfDate 9910059’?2”’
§07.022014

Defel

; Date;24,07, 20]4

Decision :It was demded to defer the case for 24. 0“7 2014 for comments of Department of
_{Pharmaceuticals.

1Case No.:49/3/82-ALC4/2014 :

PHARMA LIMITED

Party Neme: AUROBINDD

1Status:Case

E!)eferred

'HQ File

101/82/050/00053/AM1Sf

IRLA File

i 09!24!0491()0562%}&1 a7

Llc Nof[}z:te 991 605919?

107.02.2014

Defer
*Date 24.07. 2014

Decision :It was decided o defer the case for 24.07, 2014 for comments of Department of
{Pharmaceuticals.

Case No. 1581/3/82-

ALCA/ 2614

"~ [Party Name:CIPLA LIMITED

{Meet No/Date:3/82-
IALC42014
108.05.2014

iStatus:Case
{Deferred

HQ File

01825001 55/AM IS/

s Fﬂe o

103/94/040/01022/AM 14/

{Lic.No/Date:031 0769755
07.022014

Defer

iDate:24.07. 2{)24

Decision It was demded to defer the case for 24.07.2014 for comments 0f Department of
~ Pharmacenticals.
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1 ICase Noa211/3/82-
|ALC4/2014

86

{Party Name:DEEPAK
NITRITE LIMITED

" Meet No/Datesd/82-
IALC4/2019
08.05.2014

[StatusCase

Deferred

ﬁQFﬂe e
HO1/BZOS0/00215/AMI S,

{RLA File .
1347240040/0020 FAM1ES/

[Lic.No/Date 3410039219 [
lo1022014

Dﬂfer o :
Date:24.07, 2034

Decision :Tt was deczded m defer the case 24.07. 2014 for comments of Department of
(Chemicals and Petrochemnicals,

[Case No.:84/3/82-ALC4/2014 P

133y

i NameermCON
SPHARMA PYTLTD,,

“Meet No/Date:3/82-
SALCA2014
08.052014

[Status:Case
(Deferved

. N
:01/82/050/00088/AM1S,

T B
07/24/040/00419/AM14/

ILic.No/Date:0710102047 |
Gor022004

Defer

iDate:24.07, 2014

Decision :1t was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals,

13539

Case'p{o": 169/3;82, S—
JALC4/2014

Party N'ame:TITAN

LABORATORIES PVT. LTD

Meet No/Date:3/82-

05,2014

JApproved

8tatus:
. L
1

e
101/82/050/00164/AM1S/

RLA File

F03/95/040/00840/AM 14/

‘{}7 022014

C. NOfDate {)3 50769650

Defer Date:

‘Decision :Committes c:onadered case as per agenda and in consuitattcn WIth techmcal authnntyfﬁ
present in meeting decided to ratify norms under para 4.7 of HBP as per details given below or asf
Japplied by the firm, whichever is less:- ;

Export product

Export | SL.No.

Qty.

import iterns

Qty.
per

unit

allowed
of
expaort product |!

| DIDANGSING
| E.CPELLETS 60 %

kg

DIDANOBINE USP/BP

0.606 kg/kg

RA concerned may take further necessary action as per above decision of NC with1%
iwastage.

340

{Case No.:54/3/82-ALC42014.

SLABORATORIES LTD,,

Party Name:ASTRIX -

HSALC4/2014
| 108.052014

Deferred

Status:Case

HO File

01/82/050/00058/AM 15/

T R
E09/Z4/040/00552/AM14/

HLic. Nc/Date 09 1(105923{}

110022014

Defer g
{Date:24.07.2014;

Decision :It was decaded to defer the case for 24. 0’? 2014 for comments of Department of
_[Pharmaceuticals. :

Case Nos16703/83
ALCA2014

[Party Name:CIPLA LIMITED

Meet No/Date:3/82-
JALC4/2014
108.05.2014

“Status:Case .
Deferred

“HQ File
101/82/050/0017UAMIS

. RLAF&&

103/34/030/01028/AM14/

T ILic.No/Date:03 10769985

Defer

Dater24.07.2014.
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 Decision :1t was s decided to defer the ( case for 24.07.2014 for comments of Department of

iPharmaceuticals.

1 ICase No.:64/3/82-ALC4/2014 Party Name:ARENE LIFE Moot No/Date' 3183 [Status:Case

i ISCIENCES LIMITED, ALC4/2014 Deferred

I D R 08.05,2014 : N

142 HQTile RLA File Lic. No/Date:00 10050247 Defor -

i DU/B2/0S0/00068/AMIS/  09/24/040/00554/AMI4/ 11022014 “{Date:24.07. 20}4
{Decision :It was decided 1o defer the case for 24. 07 2014 for comments of Department of -
{Pharmaceuticals. :

““““ [Case No.:92/3/82-ALC4/2014 Party Name:SHASUN Moot No/Datod/8s.  [StatussCase

§ PHARMACEUTICALS 1ALCA/2014 jgneferred
e _LIMITED O i
FHQ File ARLA File i Na/Date 0=¥20155099 Defer :
01/B2/050/00096/AM1S/  L04724/040/00244/AMI4/ 11022014 [Date24.07,2014

: 343

;Deenswn Ccmmlttee considered case as per agenda and in light of written comments:
iforwarded by Depit of Pharmaceuticals and in consultation with technical authority present in’

imeeting, decided to ratify norms under para 4.7 of HBP as per details below or as applied by rm.
swhichever is lower:-

4 Export product Exp. Qty. | SLNo. | Import iterns Qty. sliowed

4 PAROXETINE TABLETS 1kg RN PAROXETINE 22.66 mg/20 mg

i 20 MG HYDROCHLORIDE | Tabiet

PAROXETINE TABLETS 1kg 1. PAROXETING - 13299 mg/30 my

§ 30 MG HYDROCHLORIDE | Tahist

{RA concerned may fake furher necessary action as per above Gealion GTNC

1344

#Cnse No!:ﬁ!?ﬁ!ﬁﬁ-e&i&&&(}m Paﬁf NameSQMU - : Meet No!DaieS/Sz- Status:Case!
: JSOLVENTS PVT.LTD SALCA2014 JApproved

- e 03052014 o
SHO File ‘RLA File ALic.No/Date: {}716102067 Defer Date:
: 0[!82!{)50!00221%&4!5/ . E0724/040/00418/aMI4/ 11022014 :

fDemsmn In the l|ght of written comments recewed from I}epartment of Chem:cais and
:iPetrochemicals vide their U.0 No. 14010/151/2011-Ch. {f dated 16.05.2014, it was decided to_
sratify norms under Para 4.7 of HBP vl as per details given below or as applied by the firm, |

‘iwhichever is less;

Export product Export | S.No. | Import items Quantity

| Quantity Allowed

2 Ethyt Hexyl Acetate I'kg i 2 -Ethy! Hexano} G822 kg

T Qetyt Acetate Octanot

_ | RA may take appropriate action as per the decision of Norms Committee. |
5 [Case No.115R/83-ALC4/2014 [Party Name- TATVA ‘Meet No/Date:3/82- [Status:Case|
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TR TR R e
SEVELTD :

1Approved

JHO File

DIB2050/00219/AM 15/

RLAFile
3424/040/00275/AM 14,

Lic.No/Date:3410039259 ' Defer Date:
11022014 :

whichever is less:

Decision : In the [tght of written comments receaved from Department af Chemicais and
Petrochemicals vide their U.0 No. 14010/37/2011-Ch. Il dated 19.08.2013, it was decided to'
ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the firm,:

Export product -

Export | S.No.

Quantity

Quantity ;
Adlowed |

Import items

PHOSPHONIUM CHLORIDE

METHOXY METHYL TRIPHENYL

1kg

TRIPHENYL

0.806 kg
PHOSPHINE :

METHYLAL 0.233 kg

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

" [Case No.id6/3/82-ALCA/2014.
|SCIENCES LIMITED.

IParty Name:ARENE LIFE

Meat No/Date: 3/82- ?. tus:
i ALC4/2014
08.052014

iStatus:Case
5€Deferred

HO File '

:01/82/050/00050/AMIS/

RLA Fﬂe T

! E09/24/040/00555/AM14/

fLicNo/Date:0910039260 %Defer T
112022014

;Date #4.07. 2014

Decision :1t was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals.

Case Nowd /3/82-ALCARZOIA
; SCIENCES LIMITED.

Party Name: ARENE LIFE

Meet Nof[)ate:ﬂﬂz*
ALC42014
08.05.2014

QEStatﬁs:Case
: EDeferred

i Fie T
FOL/82/030/0005 FAMLS/

RLAFH@
£09/24/040/00535/AM I

" iLic.No/Date 0910059259 [Defer
112.022014

i1Date:24.07.20 M

Decision :lt was demded to defer the case for 24.07.2014 for comments of Department of
{Pharmaceuticals.

3ag
01/82/050/00065/AMIS/

Decision :1t was demded to defer the case for 24, 07 2014 for comments of Department ef
‘Pharmaceuticals.

ICase No.:61/3/82-ALCAR014

Party Name:INCHEM _

HLABORATORIES PRIVATE
LIMITED

QMeEt MNoDale:3/82-

_ 08 03.2014

“Status:Case
iALCtifZOM iDeferred

HQ}*];e

IRLA Fite
H09/24/040/00568/ AM14/

Defer
iDare:24.07.2014

ILic.No/Date: 0510055258,
112022014

[Case Nos113/3/82-
I ALCe014
Bder

Party Name:/RANBAXY
LABORATORIES LTD

08082014

Meot Nﬁﬂ)atetB:’S%
ALC4/2014

H5tatus:Case
Deferred

4HO File

iRLAFﬂe T

03/24/040/00332/AM14/

L ic.No/Date:0510379132 e

FOL/B2/050/001 LT/AMIS/

12022014 Dae24,0720145
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Decision 1t w was decided to defer the case for 24.07. 2014 for comments of Department of
1 {Pharmaceuticals. .

[Case No.:70/3/82-ALC472014 [Party Name:SM. HERBALS  [Mest NolDate:3/82-  [Status:Case
: SPVTLTD. ALC4/2014 ;;Appreved

{EHQ File SRLA File : Llc NofI)ate {15103?9128 =Defer Datf: 3
LOIBI/OSOI00074/AMIS!  OSANMO/0423AMIA, 12022014 1 :

PDecision : In the lzght of earhez decision taken in meetmg no, 16/82 dated 21 ‘il 2013 It was.
idecided to ratify norms under Para 4.7 of HBP v | as per details given below or as apphed by the:
ifirm, whichever is less;

1350

Export product Exp. 5LNo. § aport itemns Gy,
: Qty. allowed
' 2}‘;“;"_‘? Based 1kg L | Quinotine Based Alkaloid - 10846 kg
: Canzp(t}:)t};ecin ¢ Camptothecin { Chemical )
: _ ;
# Chemical ) (NMT 95 %)
i 3 HPLC Purity Not Less
¢ i Than 98.5%

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

arty NameVIVIMED LABS J.\a.'[.eef. No}’bé&eﬁifil iStatus:Case
IMITED JALCA2014 iDeferred
08.05.2014 :

1351 HQ File LAFile T ILie.No/Date:091 0059363 | Defer
[ hOL/B2DSO000SVAMIS/  L09/24/040/00S82AMI4 112022014 “IDa1e:24,07.2014

Decision 11t was decrdea td defer the case for 24.07. 2014 for comments of Bepartment cf
C&PC.

iCase No. :486282%1&'4@8.

m Caéé"ﬁo.:il.léfsmh PWN&B&V}VIMEDLABS IMeet No/Date;3/82- iStatus:Case
IALC4/2014 SLIMITED SALCAR014 ‘Deferred
e 08.05.2014 5

352 HQ File RLA File iLic NoJDate 0910059262 Defer
B01/82/050/001 16/AMES/ H09/24/040/00564/AM 14/ 112,02, 2014 E Date:24.07, 2(3]4

Decision :It was dec1ded to defer the case for 24.07. 2014 for coments of Department of.
WC&PC

Case No;: 1.313.:.!82-'

Party Name:ADCOCK  {Mieet No/Daterd/82- - [Status-Case
JALCH/2014 GRAM LTD, _A.LC4!2014 !j Approved
HQ File JRLA File i No/Date: 0?1{3102145 Defer Date:
-01/82/050/00022/ AM1 5/ ih pO724/040/004 1HAMIA 113022014 :

353 Decision : In the hght of earlier decision taken by NC in its 31?82 meetmg dated
21.02.2013 , it was decided to ratify norms under Para 4.7 of HBP v1 as per detalls
given below or as applied by the firm, whichever is less:

Export product BExp. | SLNg. | importitems Qty. allowed
Qty.
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Paracetamol 450

I mg+Doxylamine
Succinate 5
mg+Caffeine 30
mg+Codeine Phosphate
10 mg+Colour
guinolone Yellow 2 mg
-+ Tablets

na.

Doxylamine Succinate USP/Ph.
Eur Grade

5_10,.{,3'

of
tabl

CaffeineAnhydrous BP
2010/USP/ER/PH. EUR/BE

30.6 mg

et

Codiene Phsophate
BR/AUSP/EP/PH. EUR

16.2mg

470035

Color Quincline Yellow CI

2.0mg

_{RA may take appropriate action as per the decision of Norms Commitiee,

354;

o Na.- 205{3‘{8% P
JALC4/2034

Fary Nome FORACE
POLYMERS (P} LTD.

Meet No/Date3/82
TALOS/2014
108.05.2014

Statas:Case
iDeferred

HO File -

E D1/82/050/00205/AM15/

. RLA }‘J‘ﬁe
105/23/040/00466/AM14/

iLie, NoDate-05 10370284
113.022014

Date:24.07.2014

Defer

k!}eclsmn :It was decided to defer the case for 24. 0’7 2014 for comments of

_ *Petrochemlcats Division of Department of Cheraicals and Petrochemicals

355

iCase No.:2/3/82-ALC4/2014 Party Name:SCOTT-EDIL,

PHARMACIA LTD.,

;..ii.;d.;a.é.c.t&ﬂfl}ate:3z’82-
JALCA/2014
08052014

iStatus:Case
iDeferred

T
:01/82/050/00006/AMIS/

o
[22/24/040/0008%/AM 14/

113.022014

ilLic No?Date 1_ 100i4609
{Dater24.07, 20]4

Daf‘er

Decision :1t was demded to defer the case for 24, 07 2014 for comments of Department of -
_{Pharmaceuticals.

"ICase No.:T3/3/82-ALC42014

ZSCIENCES LIMITED.

Party Name: ARENE LIFE

HALCAN014
108.05.2014

iStatus:Case
iDeferred

Mem NQ;Dmmz_ R

HQ File
H01/82/050/00077/AM 15/

209/24/040/00536/AM 14/

JRLA File

o No Datei09 10039285
14022014

({Date:24.07.2014.

Defer

Decision :1t was “decided to defer the case for 24.07.2014 for comments of Department of
_[Pharmaceuticals.

357

[Case No.131/3/82-
TALCA2014

. pz,ﬂy Name ASTR[X I

i
ELABORATORIES LT,
i

%I'IMIe.et. ﬁcfﬂafe:S/Sz—
j ALCA2014
8.05.2014

Status:Case
Added

";;RLA File
1:00724/080/00576/AM14]

i, Not’Date 39 E 0059289
14022014

1Date?4.07.2014

I)efer .

: Deciswn (It was declded to defer the case for 24. O’? 2014 for comments ef Department of
Pharmaceuticals. |

Case No.:0/3/82-ALCA/Z014 |

[Party Name:SMILAX
ILABORATORIES LIMITED °

ALCA/2014
108.05.2014

Status:Case
Deferved

iMeet No/Date:3/82-

THO Fite
FOUS0500013/AMLS

09/24/040/00384/AM 14/

- RLAFIE [

o No/Date:0910059308.
§14.02.2014

D&fer

#Date:24.07. 2014

if ‘xf
i’
ER
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Decision It was decided to defer the case for 24.07.2014 for ccmments of Depanment of

{Pharmaceuticals.
" [Case No.:63/3/82-ALC4/2014 Porty Name: TADIMETY  Moet No/Daterd/8.  StatasCase.
' JAROMATICE PVT, LTD SALC4/2014 :' Approved |
e 108052014 Lo
HHQ File {RLA File ‘Lig, Noﬂ)aie ﬂ?iﬁi(}ZIﬁﬁ Defer Date: :
FOUBZOSOO006T/AMIS!  :07/24/040/00425/AM14/ 114022014 :

éiDec;smn 1 in the ilght Df written comments recewed from Department of Chemacais and_?
‘Petrochemicals vide their U.O No. 14010/57/2010-Ch. 1] dated 10.02.2014, it was decided to!

1 lratify norms under Para 4.7 of HBP vl as per details given below or as applied by the ﬁrm,é

swhichever is less:

7 Export product Export | SMo, | Import items Quantity
Quantity Allowed
| Phenoxy Ethy! [SO Butyrate tke 1 IS0 Butyric Acid 0498 kg

IR may take appropriate action as per the decision of Norms Committee,

{Case No.218/3/82-ALCA2014 [Party Namo:ANUPAM [Most No/Datedfiz.  [Status:Case
: RASAYAN (INDIA) LTD HALCA/2014 Appruved :
S i HUB052014
JHQ File ZRLA File HLic NofDate 5210040759 Defﬂr Date:
FOL/82/050/00222/AM15/  h52/24/020/00048/AM 14/ 117022014 .

Decision : In the Esght of written comments received frnm Department of Chemlcais and§
iPetrochemicals vide their U0 No. 14010/30/2013-Ch. II dated 20.02.2014, it was decided tof
iratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,:

i whichever is less:
: 360;

3 BExport product Export | S.No. | Import items Quantity

5 Quantity Allowed

1 2-AMINC-4-TRIFLUORO METHYL 4 1 kg 1. S-NITRO-4-CHLORG | 1.232 kg

4 CHLORO DIPHENYL ETHER BENZOTRIFLUORIDE

: 3. 0.803 kg
PARA CHLORO PHENOL

f@ﬁ%ﬁmmwwmmﬁmm@Wﬁ@@@@WWWWQWWW@W

lg1

Case No127/3/82 Pa'r“t.y. Name:NECTAR  |Mest No/Date:3/83- iStatus:Case
IALCH/2014 LIFESCIENCES LIMITED, ALC4/20i4 ;Deferred

HQ Fiie HREA File L:r: Nu!Date: 221002461.: Dei‘er :
{0 1/82/050/0013 1/AM15/ F22A040C000AMIY  17.02.2014 Date:08.05 2014

‘Decision ; I was dec1ded to defer the case for 24. 07 2014 for comments af Department
lof Pharmaceuticals.
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Case No43/82-ALCA/Z014  [Party NameR L FINE CHER oot Noibaiaaias. " [Status:Case
: : HALCA/Z014 iApproved |
e e D e e, 08082014
HQ File IRLA File Lic.No/Date:0710102209 Defer Date: -
| OUB20S0I00008/AMIS/  LOT/24/040/00420/AM14/ A

- Decision : In the light of carlier decision taken by NC in its 16/82 meeting date.
121.11.2013, it was decided to ratify norms under Para 4.7 of HBP v1 as per details piven’

F2betow or as applied by the firm, whichever is less:

Export Product Export SLNo. | Import items Oty allowed _‘;f
: Qty. :
| Clomipramine Hel 1Kg. 1. 1 Bromo 3 Chloro Propane 0.85 kg
; 2. 3 Chioro Iminadibenzyl 0.91 kg
_ ' RA may take appropriate action as per thg decision of Norms Com_r_nittg_ej.

iCase No.:29/3/82-ALCA/20 ldli:i’atty Neme:R L FINE CHEM Moot No/Date:3/60- [StatasiCase
| TALC42014 Deferred

| R B 08052014

I3 HO File 'RLA File e No/Date:0710102208 |Dofer ;

| 01/82050/00033/AM1S/ 1107724/040/00422/AM14/  117.02.2014 Date:24.07.2014,

;_gi)ecision st was decidec.l.to defer the case for 24.0’.}’“..2014 for COI].;}IEI'I&.‘..?;J..{.;‘S of Department of
| |Pharmaceuticals, |

2

g

Case No.:31/3/82-ALCA/Z014 [Party Name:R L, FINE CHEM Moot No/Date3/82- [Status:Case

. HALCA2014 iAppraved
e B e i e OO OS2014
{HQ File ' {RLA Fite {Lic.No/Date:0710102207 Defer Date: |
OIB2/0S0/0003S/AMIS/ S0T240040/00421/AM14/ 17.02.2014
_ ‘Decision : In the light of earlier decision taken in meeting no. 1/82 dated 04.04.2013, it was decided to |
5364' ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is
Hass 7

allowed
Dexitaming Succinate 1Kg. 1. 2 Acetyl Pyridine 0.58 ky
3§ BPIUSP 2, Tetrahydrofuran 1.03 kg
.. iRA may take appropriate action as per the decision of Norms Committee,

Export product Exp, Qly. SLNo. | lmport tems Qty. ]

[Case No.:12813/82-ALCAZ014 [Party ame AUR SRR Mect No/Date:3/82-  [StatussCase

PHARMA LIMITED JALC42014 Approved
HQ Fite "RLA File ILic.No/Date:091 0039336

i [UIBI0SOMDIIVAMIS  O92AMA000S6/AMI4/ 18022018 U
1363 Decision ; The Committee considered the case as per agenda and in light of written comments
ireceived from Department of Pharmaceuticals vide their OM No. 3501147201 1-PINorms) dated.
128.11.2011 and in consultation with technical authority present in meeting, decided to ratify

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

Defer Date:
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1 Export product Exp. SlMo. Emport'items. e = Qty aﬂb@éé 1
Qty.
14 Tenofovir Disoproxi | 4 Kg. 1 Adenine 0.914 kg
Fumarate 2 _ AR ¥{H)-Propyiene Carbonate 0.7938 kg
3 Acetone 2.795 kg _
4, Carbon Enoanticormos { Activated Catbon 3 10018 ky
5. Chioromethyl Isopropyt Carbonate 2.0867 kg g
& Diethyl-p-Toluencsulfonyloxymethy] 2.025 kg :
Phosphonate
7 Dimethyl Formamide ( DMF ) 3.404 kg
B Hydrabromic acid - 48% 6.54 kg :
9. Isopropy! Acetate 4.498 kg j
10 Isopropy] Aleghol 2.765 kg
11. Methane Sulphonic acid 0.1074 kg
12, Methylene Chioride 4118 ky
13. N - Methyl «2- Pyrrofidone 3.297 kg
14, Toluens 0.974 kg
15, Tricthylamine 0.905 kg
18, . As per Fuel !
Steam/Thermal Coat {Mon-Cooking) Palicy ;
RA concerned may take further necessary action as per above decision of NC. e 35
 [CaseNos130383. Panty Mame AURGBIES Mect NoDater3/82. [tatusiCase |
TALC4/2014 ;?PHARM'A LIMITED :gALCrJfZOM Deferred
1366 HQ File §RLA File ILicNo/Date:091005933 7 §Defer -
| L01/82/050/001347AM15/ :}9/?4;{}40/0053?,»'3:\1\4141 18822014 iDaens 072014
f Decision :1t was decxded to defer the case for 24, 07 2014 for cc}mments of Department of
| |Pharmaceuticals, e |
[ jCase Nozazima. ™ o Nmesa i et No/Date:3/62.  StatesiCona
i IALC42014 HEALTHCARE LTD, 'EALCdr/EDM ;Deferred
1367 {HQ Fite [RLA File §L1c: No/Date:08 10128924 outor :
LOV/B2/0S0/0246/AM1S/ [08R24/040/00S05/AMIY/  [18.002014 {Date:24.072014
Decision 1}t was dec&ded to defer the case for 24, 07 2014 for comments of Department of!
. Phammaceutieals, |
""""" Case N 160 pany Namaiiay “Meat NofDateri82.— [StatneiCane 1
JALCA/2014 %PERFU MES PVT.LTD, SALCA2014 Deferred
: L e . . 108, 05.2014 o
1368 1HO File RLA File ILic.No/Date:03 10770668 | Defor
‘GllSQ/{)SOfGOI?O{AM] & i 03/95}’040/0(!916;’AME4/ _ 118, G2 20i4 _ _ Date 24, 072014
Decision 1t was demded to defer the case for 24, 0’,? 2014 for comments of DEpartmem of.
C&PC. |
1™ Case Now —szfsiszki_c‘x/zem Party NameiALEMBIC — Ihfost No/Dasasiin: [Status:Case
: ;PHARMACEUTICALS 1L.TD §ALC41’20M ‘Deferred
6% ; i, 08052014 L.

X

HQFe

“RLA T LicNo/Date:3410039321 |
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- [OU20S0000S6AMIS 3474040008 AM 4 022014 [Date24.072014
Decision 1t was decided fo defer the case for 24.07.2014 for comments of Department of
[Pharmaceuticals, |
[Case No.:65/3/82-ALC4/2014 [Party Name-HETERG L A58 " IMeet No/Date:3/82- [StatusCase.
: SLIMITED SALCA/2014 _f Deferred
5370; HQ File RLA File LIC anDate 0910059337 Defer
i ‘GUSZEQSO/OOO&Q/AMIS! o 09/24/040/0059‘5%1\4141 L 10022014 iDate:07.08 2014
‘Decision :1t was decxded to defer the case for 07 08 ’?(}14 for comments af Department of
: Pha.rmaceunca}s
" iCase No.:ﬂwlé)&i&-ﬁi;édizﬂl 4 Parcy NmneM’YLAN ) Meet N&Dété:ii:’é% é.t;'latus.(}asei
: JLABORATORIES LIMITED | ALCéfEGM Approved
[HQ Fite “RLA File jf Lic.No/Date:0910059354 Defsr Date: -
[OU/B2/0S0/00128/AMIS/  1:09/24/040/00581/AMI4/  119.02.2014
i Decision : in the light of earl:er dacision taken in meetmg ng, 13;’82 dated 03.10. 2(313 it was decaded
i toratify norms under Para 4.7 of HE® v1 as per details given below or as appiied by the firm, whichever i :s
G Hess ’
B .
: Export product Exp. SiNo. | hmiport items Qty. allowed :
. Qty. kg/ke %
| SERTRALINE lkg 1. Tetralone 3.27
1} HYDROCHLORIDE 2. Methanol 5.493 ﬂ%
' 3. Sodium borohydride 0.331 %
a. D (-} Mandelic Acid 0392 i
5. n-Heptane .56 §
A may take approptiate action as per the decision of Norms Committee.
{7 Case No.: 125/3/82- “Party NametMYTAN  IMoat No/Date 380 Sttenctnas
ALCA4/2014 LABORATORIES LIMITED ALC4/2014 Beferred
o s 108052014 N
392 HQ File 'RLA File Lie-No/Date:0910039353 refor :
| [OI/B2/050/00129/AMIS/  [:0024/040/00570/AM14/ 119022014 ‘Date:24.07. 2014
Decision :It was decided to defer the case for 24.07.2014 for comments of Department of
Pharmaceuticals.
{77 Case Nocariams- ;%f’éﬁy Name:PORUS ;Maez NoDate3/82-  Status:Case
5 GALC4013 i LABOI{ATORIES PVTLTD. | 'l)eferred
1373 [HQ Fife IRLA File “{Lic.No/Date:0910039356 Defer
T OU/S2050/01094/AMI4/  0924/040/00585/AMIY 11902, 2014 1Date:24.07.2014:
éDee:smn :It was decided to defer the case for 24. 07 2014 for comments of Department of
i Pharmaceuticals,




T e

a5

JCase No,:216/3/82- [Party Meet NosDate:3/82- . Status:Case .
SALCA/2014 (Name:SENTISSPHARMA ALC4/2014 iDeferred
[ BVILTD, A S

1574 HQ File RLA File {Lie.No/Date:05 10379853 iDefer
| IOUB0S0/0020/AMIS LDSI2AI0400043/AMI4  119.022014 Date:24.07.2014

Decision :It was dccidé& .to defer the case for 24.0.':.’..5014 for commentsof

§3?s

DHBZOS0N00130/AMIS/

0724104000429/ AM14/

alozaes

i Department of
. [Pharmaceuticals. f
W Case No.é.t.2613/82..-&i.;€4f2é)i4.§ i’any Nama:AII}COCK. . .: Mééﬁo}l}ate:ﬁ!ﬁ; o StamsCase

I ANGRAM LTD, JALC472014 cApproved
e e OB052004 g

HQ File RLA File Lic.No/Date:0710102311  Pefer Date: |

Decision : In the light of earlier decision taken in meeting no. 4/82 _
swas decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as;
applied by the firm, whichever is less: :

dated 16.05.2013, it

: Export product Exp. SLNo. | Import items Qiy.

f Qty. altowed

4 Paracetamol 450mg + 1 I. Doxylamine Succinate USP/Ph. | 5.10kg

1| Caffeine 30mg + rillion EUr Grade

1 Doxylamine Succinate | tablets | 2, Codiene Phsophate 0.2 kg

1 Smg + Codeine BP/EP/USP/PH.EUR

i Phosphate 10mg Tablets 3 Colour Yellow 14037 1H 1.632 kg

I Paracetamol 43 Omg + 1 1. Doxylamine Succinate USP/Ph, | 5,10 kg
Codeine Phosphate naillion Eur Grade :
10mg+ Caffeine 45mg + | tablets | 2. Codiene Phosphate 102 kg
Doxylamine Succinate BP/EPAISP/PH.EUR
Smg Tablets 3. Colour YeHow 14037 1H 243 kg

' 4. Colour Quinoline Yellow WS 4.56 kg

: {spectracol)

|| Paracetamol 450mg + I 1. Doxylamine Succinate USP/Ph. | 5.10 kg

| Caffeine S0mg + million EUr Grade .

| Doxylamine Succinate | tablets | 2, Codiene Phosphate 102 kg

1 Smyg + Codeine BP/EP/USP/PH.EUR

4 Phosphate 10mg Tablets 3. Colour Yellow 14037 IH Do not ;

' match with |

MBF

{ Paracetamol 450mg -+ i 1. Doxylamine Succinate USP/Ph. | 5.10 kg

A Caffeine 45mg + miliion EUr Geade

Doxylamine Suceinate tahlets

|| Smg + Codeine 2. Codiene Phosphate 10.2 kg
Phosphate 10mg Tablets BP/EF/USP/PH.EUR

RA may take appropriate action as per the decision of Norms Committee.
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HINDEA LIMITED FALCAS2014
H
0

Case No.:86/3/82-ALC4/2014 [Party Name: AKZ0 TREL Meet No/Date3/i: e e

'ngeferred

e —— _fﬁ&i"ﬁéw -
| [DUB2050/00090/AM 1S/ 02/24/040/00197/AM 14/ k02201

Lic NofDate:0210200350 Doty -

Pharmaceuticals.

Decision :It was decided to defer the case for 24.07.2014 for commenis (;f Department of

SALCA/2014 i _3§ALC4;‘20}4

TCase No.:241/3/82. [Party Name: ATUL LIMITED, [Mest Noybaies 5 [Status:Case

iDeferred

1377 HQ File ~{RLA Filo ILicNo/Date:08101

FO1/820050/00245/AM1S/ -g%ﬁ3’34“?‘.‘.9%’09‘*.?33’#“{‘31‘?‘f‘ -

H
29084 Defor

{Date24.07.2014

| Phamaceuticals.

‘Decision :It was decided to defer the case for 24.07.2014 for comments of Department of

[Case HB.:I’?G]SE:M . ; . a&y Namer.EY;FAII;I LARB W?vaf;et N{}.!Date:éfs}
1ALC4/2014 SLIMITED

HALCA/2014
| 08052014

fgfatus:caseﬁeferred
:

:

HO1B2/050/00021/AM1S/ HO9RA04000S6 1AM LY 21022014

1375 1HG File TTURLA Fie [Lic.No/Date:0916059370, Defer Dite:

|
; At was decided 1o defer the case for 24072014 for comments
1 Pharmaceuticals.

3

of Departme:ntﬂ of

JCHEM-TECH LTD. - JALC42014
! e 8052014

[Case No.:240/3/82-ALC4/2014 oty Name:GOPINATH Meet No/Date-3/82- 'Status:Case

e§A pproved |
i

| 'HQFile ' IRLA File i

P POI/B2A050/00244/AM 1 5/ FO824/040/00500/AM 147 21022014

Lic.No/Date:0810]1 20083 ;thferbate: _'
i .

: whichever is Jess:
a9

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

: rTExport prodict Export | 8 No. Import items
- Quantity

Quantity
Allowed

% ' kg

PARANITRO ANILINE | 0.728 kg

-

ANILINE OFL

0.468 kg

DASA (44 DIAMIND SULFAN ILIDE)

0317 kg

1

2

3. ACETIC ACID
4 SODA ASH

242 kg

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

[Case No15/3/82-ALC4/2014 [Party N Groiinn: LABS Meet No/Date:3/83-  IStatisiCoes
1380 {LIMITED IALC472014

jil)efe_z.'rer_l o

L e j0s.0sz014
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T R ™Y TSR 1o T T am—
01/82/050/00019/AMIS/  [09/24/040/00598/AM14/ 121022014 Date:24.07.2014.

“Decision :Tt was decided to defer the case for 24. 07 2014 for conﬁ.nents..(;f Department of
KL&PC,

" [Case No.16/3/82-ALC4/2014 Party Name:VIVIMED LABS Mot No/Date:3/82.  StatusiCase
: ILIMITED JALC4/2014 ; Deferred
i b 08052014 R
i3y HQ File IRLA File Lic-No/Date: 0919059375 Defer
I 01?82!65(}}0{){}26/1\1\4{5! o 09/24!040!{}05921’)&1'\41 a5 321 g2.2014 éDate 24.07.2014;
iDeens:on It was deczded to defer the case for 24, 0? 2{314 for cammants of Department of
_ aPharmaceutmals
W Case NeZSG?S/SLALCdIlﬁMPaﬂy Nar.n.e:”CAﬁIL.A S Meet No)Déte:Bigz- Status:Case’
: SHEALTHCARE LTD., HALCA/Z2014 sApproved !
D 08052004 [
1HOQ File RLA File iLic No!Date 081012909[ : "Defer Date: f
. 01}82i05{)/(}0240/AM15f : GS;"E#?DM)J’{JGSI&!AMM:’ _ 24022014 : :
Decision : In the hg,ht of earlier decision taken by NC inits 19/82 meetmg 02 OI 2014 1t
‘was decided to ratify norms under Para 4.7 of HBP v1 as per details given below or as:
{applied by the firm, whichever is less:
+ Export Product E
‘T Topriamate 25mg 50 MG, 100 MG and 200 MG Tablets
: S.NO. | Import ltems Norms recommended for 1 Mo, Tablets
982, 25 mg Tablets | 50 mg Tablets | 100 mg 200mg |
' Tabiets Tablets
; 1 TOPIRAMATE USP 25,5 mg 51.0mg 102.0 mg 204.0 mg ;
{3 MICRGCRYSTALLINE 7% 15.0 30.0 60.0
: CELLULOSE NF (AVICEL
PH I 5
3 MICROCRYSTALLINE 8.25 16.5( 33.0 66.0 E
CELLULOSE NF (AVICEL i
PH 101) |
4 LACTOSE ANHYDROUS [ 275 55,0 110.0 2200 |
: (PFHARMATOSE DCL-21) f;
i ;a BOTTLES & CAPS Relavant, As per packing policy. :
R may take appropriate action as per the decision of Norms Committee.
" iCase No.:237/3/83- “Party Name:CADILA Meet NoDate:3/82-  Status:Cnse
GALCA2014 HEALTHCARE LTD., JALC42004 {iDeferred
i (08052014 N
P83 QG File IRLA File TLic.No/Date:0810129092 Defer
HOH/B2/030/0024 1/AM 15/ :08/24/040/00523/AM 14/ 24.02.2014 {Dare:24.07 2014,
sDeclsmn :It was decided t{} defer the case for 24. 07 2(}14 for comments of Department of
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| E?hamm?icals__ o
“ICase No163/3/82-ALCAR014 Party Name:SIRMAXO Mot No/Date:3/82-  [Status:Case
CHEMICALS PYTLID HALCE2014 : JApproved ¢

R o 08082014 Ao

HQ Fﬂe ;RLA Fsie dLin No/Date 03 10?7 l 592 Defer Date; !
OUSOS0M0I6V/AMIS!  :0395/040/00935/AMI/  124.02.2014 _

Decision : Comm:ttee considered case as per agenda and in consuitat;on w:th techrucaﬁ
authorily present in meeting decided fo ratify norms under para 4.7 of HBP as per details giver
below or as applied by the firm, whichever is lass:- :

g4
: Export product Export | SLNo. | Import items Quantity Allowed
Ciy.
Povidone lodine 10% Solution | 1kg | 1. Povidone 1.02  kgper kgl
4 (Available lodine NLT 1% w/v) jodine contained in the |
- export
_RA concerned may take further necessary action as per above decision of NC.
Case Noa53/3/82-ALC4/2014 Payijf Name:TATVA e Meat No/bété:ﬁ.isi— - Smms:Caseﬁf
HSCHINTAN PHARMA CHEM f_ ALCA/2014 JApproved
L L PVTLTD 08052014 b
HQ File {RLA File ke No/Date:3410039342 Defer Diate;
: Gl/SQ?OSOfGOOS?IAMISf _ : 34/’241040/062??!:&?\/}14] 3 f 24.02.2014 : :
Decision : In the light of wntten comments recelved from Department of Chemxcals and;
‘Petrochemicals vide their U0 No. 14010/37/2014-Ch II dated 21.05.2014, it was
idecided to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied
385; by the firm, whichever is less: 5
: Export product Exp. S.Ho. | Import items Qty.
; Oty atlowed
A TCPC-CAT - 18 (METHYL 1kg 1 ALAMINETIS oz 0.845 kg
i TRIOCTYL AMMONIUM TRI Octy! Mecy! Amine Trl (C-8, C-
| CHLORIDE) 10 ALK YL AMINE
i METHYL TRI {C-8, C-183 ALK YL
3 AMMONIUM CHLORIDE CAS Ne,
1 63393.96-4 ASSAY 88 - 92%
RA may take appropriate action as per the decision of Norms Committee,
| =.Casc No.:lE}SB;’m-. B Party Name: THING o Meet No/Date:3/82- iStatus:Case
TALC4/2014 PHARMA-CRO LIMITED RLC&EG 14 ; Deferred
53865 HG File 4RLA File Lm Nm’f)ate a3 i0771596 Defer
i OUBXO050/00109/AMIS/  L03/95/640/00842/AM14/ 24022014 Date:24.07.2014:

Decision :1t was decided to defer the case for 24. 07 20}4 for comments of Department of

.gpharmaceuticals
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" [Case No.:161/3/82 Party Name:UNIMAX  Meet NetDaiaares StatusiCase
JALCA22014 sCH EMICALS PVTLTD. SALCH/2014 EDeferred
A .108.05.2014 %S
1387 HQ File 'RLA File ILie.No/Date:03 10771527 [Defer
| DVB0S00IESIAMIS/ 03/95/040/00889AM 4/ 124 022004 iDae24.072014
Decision :1t was demded to defer the case for 24, O? 2014 for comments of Department of '
Phammaceuticals =~
" ICase No.s2333/82 Party Name:CADILA — IMest Netbomsa Status:Case |
JALC42014 HEALTHCARE LTD, HALC4/2014 Deferred
D | UB05.2014 ‘ i
1388 HQ File IRLA File iLic.No/Date: GEIGY’S‘ESS Deofer
I 0i!32!056/00?3?!AM15! s 08/24!840:’05526fAM14! 125.02, 2014 Daie 24.07. 2014
§ iDecision :It was demded to defer the case for 24. (}7 2014 for cemments of Department of
I Fhemmaeeutioals
| [Case No.tS0/3/87-ALCAZ014 iParty Name:ONEIRO Meet No/Date:3/82- Status:Case.
: [CHEMICALS LTD 1ALCAR014 : Appmved :
e e S I ';03 05.2014 e
<HQ File {RLA File o.No/Date:3410030346 Defer Date:
[DUSZIOSOI000SH/AMLIS/ [34/24/04000283/AMLY 2502, 2004 : -
Decision : In the light of ear!rer decision taken by NC in its 1{82 meetmg date 08.05.2014, it was
decided to ratify norms under Para 4.7 of HEBP v1 as per details given below or ag applied by the sf*rm
twhichever is less:
89 Export product Export Qty. | S1.Mo. Import items Qty.  allowed
kefkn
} 2-Chisromethyl3,5 1 Kg. i. 3.3 Lutidine 1.04
4§l Dimethyig Methony
: Pyrntime Hydrochloride § ;::;:;:; 2?2
4 Acetone 2.07 4
5. Activated Carbion 0.100 5
6. Ammonium Persulphates 1.80
IRA may take appropriate action as per the decision of orms Committee. f
"""""" [Case No.:14/3/83-ALCA2014 Party Nomefr GHERT— Meo NoDate 3/ [Status:Case
g PHARMA LIMITED ;;A LC4/2014 _5 Breferred
3971HG File RLA File f Llc Ncﬁ)atﬁ 99100‘39417 Defer '
101 182305(]/000181%1\&1 5 i 09!24!040;’00589/!\!\/[}4! _ !25 02 2[)14 N § Date: 24, 072014
Decision :1t was demded to defer the case for 24. 07 2014 for comments of Department of
Phamnaceuticals
[ ICase No.234/3/82-ALCAZ014. [Party Name: TORRENT ‘Meet No/Date:3/82.  |Status:Case.
1391 PHARMACEUTICALS LTD. | ALC4/2014 ZApproved
[ § . [080520}4 . ;




HQ File
[OVSNOS0N0023G/AMIS/ LOBPA/040/00S03/AMIY 25022014 _
Decision :Committee considered case as per agenda and in consultation with technical authority’

ipresent in meeting decided to ratify norms under para 4.7 of HEP as per SION A-412 with 2%
Jwastage. .

IR concerned may take further necessary action as per above decisionof NC.
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RLAFle e No/Daw0810129133 Defer Dater
125.02.2014 i ;

Case No.Z38/3/82-ALC4/2014 [Party Name: TORRENT  Moet No/Date:/82-  [StatassCase

PHARMACEUTICALS LTD. ALC4/2014 iApproved
108052014 :

HO File RLAFile T fLie No/Date:0810129152 [Defer Date:
[OUSAOSUDOOAMIS ORI40A0R0SOZAMIY D3 020014 :

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

IRA concemed may take further necessary action as per above decislon of NG,

1393

HCase No.:129/3/82- | i . ; :
SALC4/2814 LIMITED IALCA2014 iDeferred

Party Name:HETERO LABS  Meet No/Date:3/82-  Status:Case

oo i, 8052004

EOIBI0SO/00I33/AMISI  109/24/040/00605/AMI4/ 26022014 Date:07.08.2014,

HG File T RLAFile Lic No/Date:0910059425 [Defor

Decision ; It was decided 1o defer the case for 24.07.2014 for comments of Department:
_of Pharmaceuticals

1394

[Case No.78/3/82-ALCA72014 [Party Name-HPL ADDITIVES Moet NoDaters/a. — Statas Casa.

LIMITED(FORMERLY IALC4/2014 Approved |
_BNOWN HIGH POLYMER _ 08.05.2014 : '

HQFle  RLAFile [LicNo/Date:05 10380275 Defer Date:
OSI0S00008AMIS/  [0S/23/040/004TVAMIY 26022014 3 3

Petrochemicals vide their U.0 No. 14010/7/2011-Ch. Il dated 26.03.2013, it was decided to

whichever is less:

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

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

Export product Export S.No. Import items Quantity
Quantity Allowed

| TERT-BUTYL-4-HYDROXYBENZYL)
4 BENZENE (KINOX-36)

_ 1. Z6-DI-TERTIARY BULYL | 1.12 ke
L3,STRIMETHYL-246-TRISGS-DE | | g gﬁEN?éRMALDEHYDL . {
ARAFOR] ' 2 0.1
(PF} 96% &0
MESITYLENE 0.198 kg
METHYLENEDICHLORIDE | 1.00 kg

METHANOL 1.08 kg

bl Sad Bl B

IRA may take appropriate action as per the decision of Norms Committee,
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Case No..7/3/82-ALCA/2014 Party Name:MYLAN Meet No/Date3/82-  [Status:Case
ELABORATOR!ES LIMITED SALC4/2014 Deferred
Y N 108.05.2014 .
HQFile {RLA File {Lic.No/Date: 0910039427 Defer
[01/82/050/0001 UAM1S/  1:09/24/040/00604/AM 14/ 126.022014 |Date:24.07.2014
Decision It was demded to defer the case for 24, 0'7 2014 for comments of Department of
_{Pharmaceuticals
{Case No.:132/3/82- [Party Name:VENUS et No/Date:3/82  [StatusiCase
ALCd/2014 IREMEDIES LTD., JALCAR2014 |Deferred
HQ File “RLA File L;c No;’Date 22100[4635 I)efer
O1/82/050/00136/AM1S/  22/24/040/00088/AM14/  16.02.0014 Date:08.05. 20;4

Decision It was decided ta defer the case for 24 0’7 2014 for csmments of Department of

Case No.:5/3/82-ALC4/2014 [Pasty Name:INDO PHYTO  [Mest No/Date:3/82-  [Status:Case
CHEMICALS PYTLTD HALC4/2014 “Deferred
e e H08.05.2014 .
397 HQFile IRLAFile ILic.No/Date:05 10380433 [Defer
. OiiSZJGS{}fO{)OGSUAMlS! R05/23/040/00494/AM 14/ 427.02. 2044 iDate:24.07. 20]4
Decision :It was demded to defer the case for 24.07. ’?014 for comments of Department of
_{Pharmaceuticals
" [Case No.7773/82-ALC4/2014  [Party Name:INDO PHYTO  {Most No/Date:3/83- Status:Case
CHEMICALS PVT LTD AALCAR2014 Approved
HG File RLA File : Lw NofDate 03 10330432 Defer I)ate:
G1/82/050/0008 I/AMIS!  L0S/23/040/00490/AM14/  27.022014 _ :
1Decision ¢ In the light of earlier decision taken by NC in its 15;’82 meetmg dat& 21 112003, it was
decided to ratify norms under Para 4.7 of HBP v1 as per detsils given below or as applied by the firm,;
‘whichever is fess:
398 Export Product Export S.No | import Product Qty. Allowed
' Quantity ke/ke
i Nandrolone g 1. Sitolactons Intermediate 1.27
1| Phenylpropionate 2. 5-Chloro-2-Pentanons 1.18
{4 Bulk Drug _ Reagent
P 3, Tetrahydrofuran Solvent 3.157
i 4, Pyridine Reagent 0.585
IRA may take appropriate action as per the decision of Norms Committee,
| [Case No.227/3/82-ALC#/2014 Party Name:TORRENT Mt NoiDater3/t3. tatus:Case
ST iPHARMACEUTICALE: LT, EEALC‘%QOM g%Appraved

RLaFle i NoMDae0810129230 [De
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§2/050/0023 /AM1S/  :08/24/040/0050/AM14/

;Deeismn 1Decision Commlitee considered case as per agenda and in consu!tatron \mth

stechnicat authority present in meeting decided fo ratify norms under para 4.7 of HBP as per SION
A2 with 2% wastage.

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

ICase No.1226/3/82-ALIC4/2014 Party Name:Y ASHO " MestNo/Date:3/82-  [StatusiCase
DUSTRIES PYT.LTD.  |ALCA/2014 \Approved
I 080532014 5
HG File éLlc NoDate:0310772324 {Defer Date:
D1/82/050/00230/AM1S/  LO3/O5AM0/00066/AMI 27022014

Decision : In the hght of written comments recewed from Department of Chemicals and
iPetrochemicals vide their U.0 No. 14010/95/2011-Ch, 1l dated 26.02.2014, it was decided to
“ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the ﬁrm,g

: whichever is less:
1400,

| Export product Export | S.No. | Import ftems Quantity |
Quantity Allowed |
i kg 1. CLOVE LEAF OIL 1.388%kg |
1 150 BUGENOL 2. RUTHENIUM (i1 2,4 0.00Tkg |
PENTANEDIONATE ( |
RUTHENIUM ]
ACETYLACETONATE)
_IRA may take appropriate action as per the decision of Norms Committes.
Case No.:162/3/52- {Party Name:ZIM IMeet NoDate:d/82-  [Status:Case
ALC4/2014 LABORATORIES LTD.  JALC4/2014 Deferred
st (08.05.2014 -
401 HQ File IRLA File {Lic.No/Date:03] 0772330 Defer
01/82/050/00166/AMIS!  [03/95/040/0096T/AMI4/  127.02.2014 Date:24.07.2014:

Decision It was decided to defer the case for 24.07.2014 for comments of Deparunent of

.".;w.w'm(:aﬁ.e Nﬂ’? 9/3/82-ALC4/2014. Party Name:GLAND .Meet &0/[)3{&:3?83- 18tatus:Case
. SPHARMA LIMITED SALCA/2014 ‘Deferred
1402 HQ File HRLA File Lic No/[)aie 09}00’39455 Defer
5 [OU/BZI050/00083/AMIS/ FO924/640/006 1 0/AMIE4/ 28022014 {Dare:24.07. 'mm

iDecision It was demdeﬂ to remind the firm to furmsh Central Exmse: I)ata and also
{Batch Log Sheet for last 5 batches . The case was deferred for 24.07.2014

Case No.(13373/82- “iParty Name-NECTAR Meet No/Date:3/82-  iStatus:Case
IALC472014 ALIFESCIENCES LIMITED, ALC4/2014 ‘Peferred
f A 08052004 :
;‘“}3 HQ Fife RLA Fite i No/Date:2 10014646 Defer :
LOUB2A0S0/0013T/AMIS/  2204/040/00096/AM14/  28.022014 Date:24.07.2014

f Decision i1t was dec:lded to defer the case for 24. 0? 2014 fur cmmnents ot Department of
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| [Pharmaceuticals.

{Case No.:106/3/82- *Iparty NamePERFECT  [Mect No/Date:3/82-  [StatusiCase
1ALCA72014 VITAMINS PVT.LTD. HALC4s2014 iDeferred

1404/ HQ File §:§RLA File ; L1c NafDate 631{}77241 afer

i L0LB2A050/001 IOKAM[S/ 51 :03/95/040/00960/AM 14/ 128.02.2014 ate:24.07.2014

“Pecision It was dec:ded to defer the case for 24.07.2014 for cernmems cf Department of

‘Pharmaceuticals .

Case No.:107/3/83-ALCA/2014 [Party Name:SUPREET [Meet No/Date:3/82-  [Status:Case.
ICHEMICALS PVT.LTD,  ALC4/2014 {Approved |

| . D 108052014 L

HO File RLA File - ILioNo/Date:0310772380 Defer Date:

LOUB2/0SOI0LI/AMIS!  L03/95/040/00950/AM14/ 128022014 -

gDeclsmn : In the Ilght of written comments recewed from Department af Chemacais andi
{Petrochemicals vide their U.O No., 14010/81/2012-Ch. Il dated 21.05.2014, it was decided to
iratify norms under Para 4.7 of HBP v as per details given below or as applied by the firem,

405
‘whichever is less:
{ Export product Export | S.No. | Import items Quantity
i Quantity Allowed
1 7 Meta Chiore Anifise 99.9% or 3 Chlors Tk 1. Meta Chiore Aniline 99%or | 1.03 kg
: Aniline $9.9% (MCA} g 3 Chiloro Anilise 99% {MCA}
| |RA may take appropriate action as per the decision of Norms Committee. .
;m” {ase No.: 184/3/82- Party N&me ARUDAA V! S g[Meet No/Pate3/82- HStatus:Cave
: ALC42014 LABS PRIVATE LIMITED HALC4/2014 {Deferred
; e _._?303 05.2014
f405 ;HQ File RLA }’ﬂe Lic NofDate 04 10155776 Defer
1 n01/82A050/00188/AMIY 204724/040/00266/AM 14/ _;i#ﬂ3 32014 Date:24.07. ’3‘014

Decision :1t was decided 1o defer the case for 24. 07.2014 for comments of Dcpartment of
Pharmaceuticals.

o7

CMeatNoDae3/82 [StatusiCase

{Case No..214/3/82- Party Name:EMCURE _

ALCA2014 PHARMACEUTICALS LTD. : ALC4/70 i4 Approved

HQ File JRLA File . Lic No/Date:31 £00628?4 Defer Date:
WD1/B2/050/002 18/AMIS/  1:31/83/040/00224/AM 14/ 103.03.2014

Deusmn :In the fight Qf earlier decision taken by NC in its 31/82 meetmg date 21 02 2013 , |/

was decided to ratify norms under Para 4.7 of HBP vl as per details given below or as applied by
ithe firm, whichever is less::- ' :
Export product Exp. | SL.No. | Import items Cty, allowed
Qty.
] Ciprofloxacin HCL One |1, Ciprofloxacin HCL 555.0 mg/500 mg
A Tablets USP 500 MG 300 {Relevant Bulk Drug) | Tablets
i (Each film coated tablet | mg
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1 contains Ciprofioxacin | tablet
i Hydrochloride USP

4 equivalent to

{ Ciprofloxacin 500 mg)

_IRA concemed may take further necessary action as per above decision of NC,

1408

iCase No.:228/3/82- : %Par&y Néme:GOP!.NATH' iMeet NufDate:S/SE-. Status:Case
SALC4A2814 .ECHEMWECH LTD., JALC42014 iDeferred

108052014

HQ File RLA File T T No/Date:08 10120315 Dot~
01/82/050/00232/AM15/ FOB/24/040/00521/AM 14/ 03.03.2014 Date:24.07.2014:

Decision :1t was decided to defer the case for 2&052014 for comments of Depariment of
C&PC, '

1409

(Case No.:T6/3/83-ALCARONE Parey NamemiORERE ™ Meet No/Date:3/82. Status:Case

{LABORATORIES LTD,, _QAL,cmam Approved
. 08052014 :

(OUBZOS0I00S0/AMLS)  [0S/24/040/00453/AMI/ 103032014

HO File B Ty —— " ILic No/Date:0510380667 Defer Date: -

Decision :1t was decided to defer the case for 24.07.2014 for comments of ijeparnnent of
‘Pharmaceuticals. "

410

[CaseNoct223ig2. " party NameNANDD s oty [Status:Case
|ALC472014 ICHEMICAL INDUSTRIES  |ALC4/2014 IDeferred

{08.05.2014 1

B il o s

[OUB/0S/O0IIGIAMIS/ OT/24/040/00408/AM LY | 03.03.2014 [Date:24.07.2014

Drecision :It was decided to send a copy of application again to Départment of
1Pharmaceuticals for their comments. The case was deferred for 24.07.2014

—

i

|Case No.:25/3/82-A1.C4/2014 Party Name:CATAPHARMA [Meet No/Date:3 /82 SintunCoss

[CHEMICALSPVT.LTD., ALC4/2014 Deferred
: e, 0B032014 '

RO TURLA File

iLic.No/Date:31 10062928 Defer :
104.03.2004 | Date:24.07.2014:

OLBTIOSHO0020/AMIS/ [31/83/1040/0020HAM 14/

(Decision :It was decideﬂd. to call from the firm COA of import iteni"from the foreign
supplier for the relevant consignment . The case was deferred for 24.07,2014

a1z

{Case No.SB/3/82-ALC2014 Party NamerKL] o Iviest Mooy

PLASTICIZERSLTD.,  ALC4/2014 .
: 08.05.2014

iStatus:Case
5Defermd
?

HQFile TRLaFie T Lic.No/Date:05 10380925 Defor |
QVEL/OSOO00CVAMIS/ LOS3N040/00492/AM1Y  105.032014 o Dater08.05.2014:

‘Decision :It was decided to defer the case for 24.07.2014 for comménts of Department of

{C&PC,
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" iCase No.:56/3/82-ALC42014 Party Name:V.DH.  IMest NoDate3/@0-  [Status:Case
: ORGANICS PVT. LTD SALC472014 IApproved
LI ... 08052014 [ .
SHOQ File E'RLA File g, Nof’Datg 05 11338[002 Defer Date: :
LO1/82/050/00060/AMES/  1:05/24/040/00464/AM1Y 05032014 |

Decision 1 In the light of written comments recewed from Department of Chem:cals and
{Petrochemicals vide their U.0O No. 14010/58/2010-Ch. |l dated 02.04.2013, it was decided to:
ratify norms under Para 4.7 of HBP vi as per details given below or as applied by the Frm

o

Iwhichever is less:

BExport product Export | SMo. | Impott items Quantity

f_ Quantity Allowed

1 THYMOL CRYSTAL (3-HYDROXY-F- -

1 cymene) ( 1 kg L Meta Crasol (M-Cresol) 0785 ke

R may take appropriate action as per the decision of Norms Committes.
1 [Case No.:219/3/82-ALCA/2014 [Party Name: TRANSPEK Meet No/Date:3/82- [Status:Case
: SINDUSTRY LIMITED SALC4/2014 JApproved
I i, 08052014 .
i JHQFile 'RLA File 1Lie.No/Date:3410039436 Defer Date:
| [01/82/050/00223/AMIS/  [34724/040/00289/AMI4/ 106032014
3 Decigion 1 In the lrght of written comments recewed from Department of Chem:cals and

1Petrochemicals vide their U.O No. 14010/6/2011-Ch. It dated 21.05.2014, it was decided to

iratify norms under Para 4.7 of HBP vl as per details given below or as applied by the frm
whichever is less:

Export product Export | S.No. | Import items Quantity

' Quantity Allowed
VALERYL CHLORIDE 1k 1. VALERIC ACID 0973 kg
LIQUED g LIQUID

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

[Case No.:80/3/82-ALC4/2014 [Party Name:NECTAR Moot No/Date3/83- Status:Case
;LIFESC}ENCES LIMITED, ALC4/2014 Defer
415 HOQ File 'SRLA F:le f;L;c NofDaze 221001466(} Defer :
§OUS20S0/00084/AM1S/  122/24/040/00095/AM14/  110.03.2084 [Date:24.07.2014.
Decision : It was dec1ded to defer the case for 24, 07 2014 for comments of Department

_[of Pharmaceuticals.

T iCase No.tS/1/82-ALC42014 [Pany NamerSD  |Meet NoDate:d82- |StatusiCase
: iINTERMEDIATES JALCA2014 -;Appravcd :

4160 08052014

1 HHOQ File IRLA File T i No/Date 3410035464 _Defer Date:
L01/B2050/0124T/AMIS,  [134/24/040/00297/AM14/ £10.03.2014




dratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm,
iwhichever is fess;

Export product Export | S.No. | Import items Quantity

: Cuantity Allowed
«[ICH! [ 2 ,

| i’{;{[’ LOROBENZOICACID9%% 1y I 12 spiermorotoLuene | 0937 ke

{RA may take appropriate action as per the decision of Norms Committee, -
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;Decision tln the lfght of wrltten csmments receaved from Depar‘tment of Chemlcals and§

iPetrochemicals vide their U.0 No. 14010/15/2014-Ch. 1l dated 27.05.2014, it was decided to

417

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

Case Mo,:12/1/82- {Party Name:SAURAV iiMeet No/Date:3/82- Status:Case
ALC4:2014 SCHEMICALS LTD, ALC472014 tApproved
L . e 08052014 R
HQ File JRLA File {Lie No/Date:22 10014635 - Defer Date;
-OL/B2A050/000L6/AMIS/  :22/24/040/00094/AM14/ o -
: : 410032014

‘Deeision : Committee considered the case as per agenda and in the llight of wr1tten
scomments received from Department of Pharmaceuticals, it was decided to ratify norms.
under Para 4.7 of HBP vl as per details given below or as applied by the ﬁrm,

iwhichever is Iess
Export product Exp. | 5LNo. | mportitems Qty. allowed {kg
' Oty. :
DEXKETOPROFEN 1kg |1 KETOPROFEN 1.78
|| TROMETAMOL 3. N-OCTYL-D- [0.36
GLUCAMINE
3. TROMETHAMINE 0.36

| |Case No.s313/82-ALC#2014 [Party Name:SHASUN [Meet No/Date:3/82-  [StatusiCase
PHARMACEUTICALS HALCAIZ014 Deferved
i (LIMITED ... 08052014
{H{} File IRLA File dLic.No/Date: 041{}156078 Defer -
0/BLOSOMO00T/AMLS/  L04/24/040/00258/AMI4/ 111032014 |Date:24.07. gmzz

K18

ivide their OM No. 35011/633/2013- -Pl(MNorms) dated 22.01.2014, it was decided to call
-from the firm a copy of Master Batch Formula duly certified by Quality Control mcharge

[The case was deferred for 24.07.201¢

Decision :In the light of written comments recewed from Department of Pharmaceutlca1s

[ [Case Nos6/3/82-ALCAZINA [Party NameSHASUN —— set NoyDateis/es. [Status:Case
[ PHARMACEUTICALS SALC42014 ; Deferred

ALOE e JLIMITED 08052014
1 [HQFik ~RLATFik [LicNo/Date: 0410156076 Detor

L. FOUB2/0S0/00010/AMIS/ LO4I24/040/0025AMLS 11032014 (Date24.07.2014

Y‘z
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:Decision :In the light of written comments received from Department of Pharmaceuticals

‘ide their OM No. 3501 1/633/2013-Pi{Norms) dated 22.01.2014, it was decided to call

ifrom the firm a copy of Master Batch Formula duly certified by Quality Control
HIncharge.

[The case was deferred for 24.07.2014

420

PHARMACEUTICALS ~ |ALC42014 | Deferred
LMITED o 108052014

ICase No.:62/3/82-ALC4/2614 Party Name:SHASUN jiiMeet No/Date:3/82- Status:Case

OU/82/050/00066/AM1S/  L04R4I040I0025UAMI4 111032014 ' Date:24.07.2014

:HQ_FHE_ e N ::{LICNO}DE&& 04101569?7 Defe;. S

Decision :In the light of written comments received fmm Department of Pharmaceutlcais
vide their OM No. 35011/633/2013-PI{Norms) dated 22.01,2014, it was decided to call
from the firm a copy of Master Batch Formula duly certified by Quality Control
Incharge.

_{The case was deferred for 24.07.2014

PHARMACEUTICALS LTD  JALC4/2014 iAdded
: 08.05.2014 -

Case No.:5H3/82-ALC4/2014  Party Mame: ALEMBIC ‘Meet No/Date:3/82- Status:Case

HQ File T URLA File e No/Date3410039546 befar bmé: :
O1/R20S0/00SSIAMIS/  1:34724/040/00303/AM14/  112.03.2014

Decision :It was decxded tc} defer the case for 03, 08 2014 for comn.i.ents of Depamnent of
Pharmaceuticals.

w2

Case Na.:30f3/82-ALC4!2914 ‘Party Name:BELCO PHARMA Meét No/Date:3/82- 'ESts tus:

1ALC42014 _ ;%Deferred
108.05.2014 '

o

HQ File T RLAFe Lic No/Date:0510381658 [Defer Date:

LO1/82/0S0/00034/AMES!  [05/23/040/0047Y/AMI4/ 112032014 107082014 -

Decision 11t was decldsd to defer the case for 07. GS 20]4 for cmmnents af Department of

_ Pharmaceuticals.

_';.{Q - R _ RLA Flle | i Ngmate 951033163;

: Export Export | &No. | Import items _ Quantity

rCase No.T4/3/82-ALCA/2014 | Party Name:SHREE BANKEY [Moet No/Dater3/82.  [Status:Casel

; [BEHARI LAL AROMATICS ALC4/72014 iApproved |

108.05.2014

: : Defer Date
O1/82/050/60078/AM1S 653241{}40/{}644'#4&M14Z 412.03.2014 ;

: EEii)iamswrn in the ltgh‘t nf written comments received from Depariment cf Chermt;als and
423

iratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the ﬁrm,f
whichever is lass: '

Petrochemicals vide their U.0 No. 14010/28/2012-Ch. Il dated 28.05.2014, it was decided to

1 product Quantity Allowed
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120 kg
CARVACNOL | | | _ .
g D--LEMONENE (LIMONENE CITRUS TERPENE,
ORANGE TERPENE, BRAZILIAN CITRUS TERPENE,

STANDARD CITRUS TERPENE, ORANGE QIL}
|RA may take appropriate action as per the decision of Norms Committee,
" [Case No.:75/3/82-ALC4/2014 Party Name:SHREE BANKEY (Meet No/Date:3/82-  Status:Case

BEHARI LAL AROMATICS |ALC4/2014 :;Approved

HQ File “RLA File LIC Ne;' Date 6510381538 iDf:ﬁ‘:r Date j
[01/B2/050/00079/AMIS/  L05/24/040/00446/AM 14/ 2032014 1 o :

iDecision : : In the hght of written comments recewed from Department of Chemicats and
Petrochemicals vide their U.0 No. 14010/28/2012-Ch. {i dated 21.05.2014, it was decided to

wratify norms under Para 4.7 of HBP v1 as per details given helow or as applied by the Frm
iwhichever is less:

424:
Export product Export | SNo. | Import items Quantity
: Quantity ' Alfowed
4 «L-CARVNONE 1. 250 kg
: Lk D-LIMONENE {(LIMONENE CITRUS
g TERPENE, ORANGE TERPENE,
BRAZILIAN CITRUS TERPENE,
STANDARD CITRUS TERPENE,
ORANGE OIL)
iRA may take appropriate action as per the decision of Norms Committee.
T iCaseNo.231/3/82-  [Pany Name:SWISS IMeet No/Dater3/82-  |Status:Case
TALCA0E4 HEXPORTS PVT. LTD. GALCAf2014 eferred
o i H0BO5.2014
‘425 HQ File JRLA File Lic No/Date:081012064 Defer
L E01/82/050/00235/AMIS!  CLOS24/040M053TAMI4 113032014 ;-;I)ate 24.07.2014

Decision :1t was decu:ied to defer the case for 24. 07 2014 for comments of Department of

_______ {Pharmacevtioals.
" {Case No.i13/3/82-ALC4/2014 [Party Name:IND-SWIFT | [Meel No/Date:3/82-  [Status:Case
' LABORATORIESLTD,  ALC4/2014 iDeferred
1426 HO File {RLA File Tic.No/Date:22 100 1469.: Defer -
©L0UR2/050/0001AMIS/  T2224/040/0010/AMI4, 14032014 Date:24. amm«z
iDecision It was decided to defer the case for 24. 07 2014 for comments of Department of
‘Pharmaceuticals, :
| [Case No.i57/3/83-ALC4/2014 [Party Name:JUBILANT LIFE |Meet No/Date:3/82-  Status:Case
a7 |SCIENCES LIMITED |ALC472014 Deferred
: 303952034 :

R
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t i p——— ""'::;'liﬁ)&.mi?i'l'é i P e e :
| OU/82050/00061/AMIS/  i0S23/040/00SOG/AMI4/ 118032014  Date24.07.2014
E _ ‘iDecision It was dﬂmded to defer the case for 24.07, 2014 for cc«mments of Departrnent of
i iPharmaceuticals.

T ICase No123/3/83- " [Party NameJUBILANT LIFE Meet No/Date:3/83-  (Status:Case

L JALCA2014 SSCIENCES LIMITED HALC4/2014 Deferred

L S . 08052014 : .

428 HQ File “RLA File LicNo/Date:35103 82292 Defer :

| [OUB/S0/00127/AMIS/  L:05/23/040/00508/AM14/ 20032014 IDate:24.07.2014
‘Decision :Jt was deczded to defer the case for 24. 07 2014 for camments of I}epartment of
{Pharmaceuticals, ;

““““““ [Case No.:4/I/BLALC42014  Party Name: AUROBINDO  Meet No/Dato 3783~ [Statas:Case

: PHARMA LIMITED JALC4/2014 JApproved
L i 108052014 Do
HQFite JRLA File iLic NufDate 0910359673 Det‘er Date: ;
FO1/R2/050/01246/AMI4/  0924/040/0064%/AMI4/ 128032014

{Decision : Committee considered the case as per agenda and in the ilight of written
‘comments received from Department of Pharmaceuticals, it was decided to ratify norms:
:_under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whlchever

429is less:
1 Export product BExport | SLNo. | Import items Qty. allowed
: Qty. kgfke
: CE'FAZOLKN S0ODIM. | ] Kg. i. Cafaralin Free Acid 0.989
1 STERILE 9 Aluaislum Canisters with faner & | Relevant as per

Ohater Lids {with eaquet Plugs/Caps} ¥ .
£20 Lirs.{10Kg Capacity) /14 Lirs | Packing policy
{5kg Capacity) 7 12.5 Lirs (Skg
Capasity]

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

[Cuse No.2433/3- [Party NamePOLYGON | Meet No/Date3/83.  StatusiCase

ALC42014 CHEM  CALS |ALCA2014 Deferred
i _— o (08.05,2014 '
305G Fite IRLA File ILic No/Date:0810130938 {Defer :

:DU/B/0S0/00247/AM1S/  LOBAA/40/00043/AMIS/  29.042014 Dafe:07.08.2014

_ It was decided to defer the case for 07.08.2014 for comments of Department of C&PC,

Tl

Date:17.07.2014 Wirmal Kumar
Place:New Delhi Dy. Director General of Foreign Trade




