
Government of India
Ministry of Commerce and Industry
Directorate General of Foreign Trade

Maulana Azad Road, New Delhi I10011

Norms Comr-nittee-III

Para 4.7 Decision

Meeting No. 07/g2ll0li of Z0l7-18 dated 22J1.2017 considered the cases/issues under Duty

Exempion Scheme (Chapter-4) of Foreign Trade Policy, 2Ol5-20 pertaining to Chemical and Allied

p.oductsfallingunderCirapt"izq and3-0,heldon 22.11.2017 underthechairmanshipof Shri J'V'

i'atil, Addl. OCff in Room No.04, Udyog Bhawan, New Delhi'

Following members were Present:-

Shri Nirmal Kumar, Dy' Director General of Foreign Trade

Shri Arun Kumar, Consultant, Department of Pharmaceuticals'

The committee went through the minutes of earrier meeting No. 06/82 dated 08.11.2017 and

approved the same.

Note:

In certain cases the decision of the Norms committee refers to ihe Recommendations/ observations /
Deficiencies received from the concerned Technical auihority in fhe same case or a dffirent case of

another firm with the same producr. ,q ,ronnri ,opy of suln document is placed at the end of the

Minutes. In some cases, the scanned 
"opy 

upto,oari may be-unsigned' In bo1\these instances' the

scanned 
"rpy 

uptooiri is to be acceptei. ihe Commitiee does 'it opp'on' SCOMET items and all

applic ants are understood.
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196 Decision:The Committee declded to ratify norms based on the recommendation of
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D/o Pharmaceuticals forwarded O.M. No35OLLl78gl20L5-Pl(Norms) dated Sept. 25th

2017 , uploaded at the end of these minutes or as applied by the firm whichever is less 
I

,under para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision
iof NC.
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l  lDecision:丁 he Committee decided to ratify norms based on the recommendation of

l  D/o Pharmaceuticals forwarded O.M.No35011/204/2017-PI(Norms)dated Novemberi
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Status: Deferred.

:Case No.:336/4/82-
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1210,Decis:on:丁 he Cornrnittee decided to ratify norms based on the earlier decision taken by
i

INC in its rneeting No.2/82 dated 18.04.2013′ uploaded at the end of these rninutes or

iaS applied by the lrm whichever is less under para 4.07 of HBP Vol.1.RA concerned

irnaytake necessary actlon as per decision of NC.
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lDecision: The Committee decided to ratify norms based on the recommendation of:

D/o Pharmaceuticals forwarded O.M. No35O1-tl825l2015-Pl(Norms) dated 01.06.2016,'

lup10aded at the end of these rninutes or as apphed by the firm whicheveris less underi
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' tDecision: Deferred.

Party Name:GRANULES

靡 : Deferred.

ICase No.:254/4/82‐       IPc
:AI r4/'o17          11ヽIALC4/2017

Party Name:PIDILITE
INDUSTRIES LIMITED

IHQ File            ‐RLA File
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,Decision : Deferred.
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iCase No。 :220/4/82‐ALC4/2017 Paty Name:HONEST BIO―

|

澁 扁 戸

VET PVT.LTD

IRLA File

:08/24/040/00005/AM18/

Decision : The Committee decided to ratify norms based on the recommendation of

D/o pharmaceuticals forwarded O.M. No35OLtlL22l2014-Pl(Norms) dated Oct.2OL4,

uploaded at the end of these minutes or as applied by the firm whichever is less under

.para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC. 
l
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D/o Pharmaceuticals forwarded O.M.No35011/737/2017-PI(Norms)dated Novemberi

12017′ uploaded at the end ofthese rninutes or as apphed by the firm whiCheverislessi
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245 Decision : The Committee decided to ratify norms based on the recommendation of

: '1Df o pharmaceuticals forwarded vide O.M. No3501U72/2OL4-P|(Norms) dated,
,21.04.2014 , uploaded at the end of these minutes or as applied by the firm whichever is I

, iless under para 4.O7 of HBP Vol.1. RA concerned may take necessary action as per

decision of NC.
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IPa●y Name:NIFTY LABS  Mect No/Date:7/82‐

IPVT LTD.,            lALC4/2017

IRLA File

l:09/24/040/00695/AM17/

Status:Deferred.|

IDefer

Mcet No/Datei7/82‐

IALC4/2017
122.11.2017

ILic.No/Date:0310812667 1Defer
121_04_2017            1Datel10.01.2018



…
甲渕
耐~孵吻 l

%圏
50/0027鳳話
~瓢
鳳

Decヽbn:DeLrred。
~~~

Ｆ
Ｌ
Ｆ
Ｉ

ICase No.:264/4/82‐

IALC4/2017

翻 馘 扁

Paty Name:DELTA
FINOCHEM PVT LTD.

.RLA File

103/94/040/01082/AM17/

Lic No/Date:031081

24.04.2017

Ｆ
Ｉ
Ｉ
Ｉ
Ｌ
に
―
―
―
―

Date:27.12.2017

lDecision : Deferred.

脇 高庶蔦戸

1蹴辮
α
“
ЮЫ2683囲

i.I瓦再

脚
09100649511諏蕩iT:葛
「

Case No。 :342/4/82‐

ALC4/2017
Pa●y Name:HETERO LABS
LIMITED

lDecision: Deferred.

RLA File

l:09/24/040/00038/AM18/ 議調器
α
"Ю“
の
"

|:lし 五ヽふ8:Hoヽ ouNLAЁ
~

LIMITED

iRLA File
l:09/24/040/00035/AM18/

⌒

諄‖
纂

Name:ELPPE IMeet No/Date:7/82- IStatus:Deferred。

‐
|

一
一

二      |

Parり Name:ELPPE
CHEMICALS PRIVATE
LIMITED

IRLA File

2501責
OFilも

――

「
爾
需 瀞
面 戸
~~町

需 F面
面 慧 F顧

覆
『

し:"恵メ

Fmm劇
・

|

′5110由ぉ
~~

1  1:01/82/050/00351/AM18/

Decision : Deferred.
|

12521

l  iHQFll,

40



53日蒲雨
~~~~~~~｀

:01/82/050/00389/AM18/

IPatt Name:KRISIINA
:ANT10XIDANTS PVT.
ILTD.

r :Decision: Deferred.

:

12

Decision: Deferred.

Meet No/Date:7/82‐ Status悪再 red:~
ALC4/2017
22.11.2017

囲配戸
0005函
睡鷲蔦

ＦＩ
』
Ｆ
Ｉ

Case No.:381/4ノ 82‐

ICase No.:346/4/82-

IALC4ノ

2017

ＳＢＡＭ Ｌ

ＥＤ

Ａ

Ｔ

図

‐Ｍ‐

Ｃ

，Ｌ

Ｎａｍ

ＡＴＥ一切即 謗鮒
酬秘 Status:Deferred.

255
:RLA Rb
:09/24/040/00699/AM17/

lii"N;D"t.09 I 0064% i iD.f*-izq.oq.zon ;Date:27.12.2017

%6鵬
泥5∽鯰舒′蔦

甲

濡 温 蕊

~翻

暉

…

1温

DeferredI

Mil絣.y一一課爾麗密〒画面面百万E鴛現:瓦肩7~

ICase No。 :279/4/82‐

IALC4/2017

, rDecision: Deferred.

甲麒 =
%7露
g島膠 11蔦蔦「

~~焉

霧蒻語篤鳥湛ふ説鳳罵7…
…

lMeet No/Date:7182-

]ALC4l2OrT
i22.11.20t7
I- - " -

lLic.No/Date :09 1 0064960
I

t25.04.2017

l

,Case No.:38314182-

:ALC4l20l7

蔦蔦

P".ty Nil;'tfPPf
CHEMICALS PRIVATE
ILIMITED

103/94/040/00066/AM18/ 翻肝
画面
田蔦
~

Status:Deferred.
ALC4/2017
22.11.2017

IDecision:Deferred.

Paty Name:ENCUBE
IETHICALS PVT LTD

IMeet No/Date:7/82-

IALC4/2017

22.11.2017

Status:Deferred.:  ICase No.:373/4/82‐
12591ALC4/2017

|

41

1銭#盤了    |
IRLA File Lic.No/Date:0310812680 1Defer

124.042017 ‐Date:10.01.2018

|  :Decision:Deferred.

|

Status:Deferred.

――                    ―
――

|

g:清ち7■ 22∝ 71
| IDecision:Deferred.



鱚 j蕊萬点1嵩 嬬需
血 127881濡

1ち鶏

iStatus:lDeferred。

腋‖
¨
拌
¨

Lic.No/Date:5210042240

25.04.2017

IDecision:Deferr'ed.        

´

「
霊濡で
「1   1

1   1ハ ユ」 ・` ●

“

υ 量 ′

1   1

:62鳥3島鬼::1温:1↓ lj
l    l   

―
  ―    ―  ― ―   ―     ―

i lDecision:Deferred.

Paty Name:FINE

10RGANIC INDUSTRIES, 顔‖"

Lic.No/Date:0410163028

25.04.2017

~孵
渕

2631uハ r:1^~~HQ File

:01/82/050/00385/AM18/

一
　

一

Pa●y Name:GUJARAT
:∩p^Aヽ 1lρ Q I Iヽ ガIT口 n
10RGANICS LIMITED

IRLA File

103/94/040/00087/AM18/

IDecision:Deferred。

……
lcaseヽこ:う而Й

'82-IALC4/2017

%4:_____

IPany
lName:METROPOLITAN
IEXIMCHEM PRIVATE

IHQ File

l:01/82/050/00248/AM18/

:LTD.

IRLA Filc

:03/95/040/00019/AM18/

Lic.No/Date:0310812806

26.04.2017

Decision : Deferred.

:317/4ノ82-ALC4/2017０
一
Ｎ

一　

ａ匿

―

―

一 lStatus:
iApproved

HQ File

:01/82/050/00325/AM18/

Decision : The Committee decided to ratify norms based on the recommendation of
Dlo Pharmaceuticals forwarded vide O.M. No35011/110l2OL7-Pl(Norms) dated

Ъち刷:0/00556/AM17/  

‐

琵静嶽奮
面而両″

^
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luq nite

Pa“y Name:SUPREET
iCHEMICALS PVT.LTD.

IRLA File

IRLA File

126.04.2017

1錯

γ鰍了
    |

津“|



November 2017, uploaded at
whichever is less under para

the end of these
4.07 of HBP Vol.1.

minutes or as

RA concerned
applied by

may take
the firm

necessary
raction as per decision of NC.

声

淋 P・

~´

I  IVAL~ 叩

7/82‐

IStatllS:I) eferred.   |

1翻器
α
“Ю812810B鮨10劇 2∝ 8

HQ Filc

:01/82/050/00258/AM18/

「
１

１
「

壺

嘱従胤″
9た/82-

・
瓢 、高;蕊

Ｆ
‐
‐
‐
‐
‐２
‐
‐
‐
‐
‐

Parり Name:V.D.H.

10RGANICS PVTo LTD

IRLA File
:05/24/040/00030/AM18/

Decision: Deferred.

師     ~

1蔦
~~解

輛欝膏雨面薇所閉 Iふ;「

―

―

¨

―一一―――――一―――――一―――――  ― ――一――――――――――一――――――――― ―――」

1272 1Case No.:329/4/82‐ALC4/2017 1Party Name:ORCH        IMcct No/Date:7/82- Status:

43

i jDecision : Deferred.

Status:Deferred.:

|

２７Ｄａ

‐７

７
ｅｔＮ。／ｍ‐‐・２０‐

Ｍｅ
ＡＬ

２２
．

Pa●y Name:DELTA
FINOCHEM PVT.LTD.

1 狂憂́三999387AM18/
IRLA File

103/94/040/00026/AM18/ 27.04.2017

File 1 lDefer

'Date:27.12.2017 i

| IDecision:Deferred.

1 猥従胤∬
048年

| |
:訛器洲 缶D.

| ‐Decision:Deferred。



LABORATORIESINDlA PVT IALC4/2017

IHQ File              lRLA File
:01/82/050/00337/AM18/    :09/24/040/00033/AM18/

:22.11.2017

LiciNo/Datよ 09‐ioo64979

77.04.2017

[,!百
11illlilill「

1:il:::idil:at:I卜
lirT:蜻iル 11。,1:lili11:罵lat:h∬

__ _:__ __J _r iL^_^ _:… …ι̂ ^ ^_ ^´  ^^^::^月  L、 ,■kA ■′い
lNovember 20L7, uploaded at the end of these minutes or as applied by the firm

lwhichever is less under para 4.07 of HBP Vol.1.  RA concerned may take necessary

laCtiOnasperdecisionofNC.
1

Decision : The Committee decided to ratify norms based on the recommendation of

D/o Pharmaceuticals forwarded vide O.M. No3501U1LOl2OL7-Pl(Norms) dated Oct.

z1th ZOL7., uploaded at the end of these minutes or as applied by the firm whichever is

under para 4.07 of HBP Vol.l. RA concerned may take necessary action as per

n ofNC.

摯
“

二`■0/4/8'ILC″昴it轟 岳`6°RCま
……………

Ⅲ語 J`面よ力
"I~istatu:「

~

I         LTD    N〕
A PVT,数

r鰍 ソ     'pproved

193児ふ議誠話j~ :協璃::1:蕊j鳥ij~:嬬」滞
bi“あ商~FttDatel

273

諄渕
:

拙熊鱚 、 粧瀑 17紗 ~

274

LIMITED 22.11.2017

`一
一 ―
――― ― … … …

… … … … … … … … … … … … … … … … ……… … … ―…… …
‐― ‐… … … … … … … … … … … … … … …

´ ―…… … … ……… … … … …

Ha i,il" --infa nG-'-**-- ---'--iit.n"/D"i;;03108nelt

:01/821050/0024glAMl8l 1:031951040100035/AMl8/ 27.04.2017

lDecision: Deferred.

Party Name:PRIVI

Case No。 :238/4/82‐Ｆ
Ｌ
π
ｌ

Party NameiSI GROUP¨
INDIA PRIVATE LIMITED

HQ Filc

:01/82/050/00246/AM18/ :03/95/040/00032/AM18/

rRLA File
;:03195104(

iCaseNo.:208/4/82‐
:ALC4/2017
1

Party NameiSTERILE INDIA Meet No/Date:7/82‐

IPRIVATE LIMITED ALC4/2017

:

122.11.2017

″1鮮出す1111■日路螺

'li牽`躍
竺|II:責

'す

∵
=

File

\:os Da / 0a0 / 00036/AM I 8/

: Deferred.
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i-rr-*----- ---r
I lHe File IRLA Fl. - - -E[.N"/D"tro8l0l40l?9 m* -_- 

i

I l:0t/82los0/00416/AMl8/ l:08Dafi40100016/AMl8/ tzt.ot.zotl 
lDate:27.r2.20r7 |

I lD;ti'.d, D.f.T.g._ 
----=f tr* M.:20V4I82- Nur.*efffeR - -ll\4*t N"/D;t"'?/82 IStrt,*O"f..*0. 

I

I lALC4tzOtT TINDUSTRTES LTMTTED lALC4t20t7 | i

l^-^l _ I lzz.rt.zort l___l
lzzs ponl. FLAErc- f..N"/D"t"s2l0042ze[D"r.. -l
I l:01/820s0/00213/AMl8/ l:52t2a/040/00004/AMl8/ lot.os.zotz _iol!1zt,tzz]ofi 1,

I -U:!,"l.f-*"""d" - ____-l
,Case No。 :331/4/82¨

:ALC4/2017

1

猛33月5ν∞
"り
AMν

Party Name:AUROBINDO Meet No/Date:l182-
「 書 X高 貰 Ⅷ 悩 ;Nυ

υ

顔 弾 猟 了

瓢 蕊 i鳳:1~爾
~g面

01.05.2017

|  :ALC4/2017          1NOVOCHEM
ITECHNOLOGIES LTD

i.ol r_ 
'ltuHNULUUllr,SLlD :22,llj2017 l_l

[urlHaFite trAFl. ---@iD"f., -lI L0]i84ry90150/AMl8/ i:3t/83t040/0001o/AMl8/ i01.0s.2017 loate:to,ot zota 
I

]__]Pg.IIl; D"_f**il --- --- _- I

|

Defer
Datei27.12.2017

|  ICase No.:142/4/82-      IParり Name:DEEPAK     I
I  :ALC4/2017          1NOVOCHEM         ノ

ITECHNOLOGIES LTD    ,

「
     :

2831責
O Fi8 ~     ~  ~  lkLA「 ilし

~~ ~  ‐

|:01/82/050/00149/AM18/   1:31/83/040/00012/AM18/

Decision: Deferred.

O.ci.ior, , P.f....d-

/82‐ P満而 |
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1279

rStatus:Deferred. i

|

B鳶ち7.12.20171

, iDecision: Deferred.

:拙譜T艘繋ど
M性
き淵ν
α782

ILIMITED り2.11.2017

‐RLA File



「…欝辮
4/4/82‐

「4

l~

Paお Nahよ tiЁRNIS i｀Ё
‐
IMeよ bヽ′b品レ82: ~もi:品まbefe拝

`工

|

ICHEMICALS LIMITED,  :ALC4/2017
:                         122.11.2017

翫蕊蕩蒜蔦私話丁
~       B施

10.01.2018

i lDecision : Deferred.

:01/82/050/00384/AM18/ 103/94/040/00099/AM18/ 1蹴辮α“
Ю脚
"PebDtte103.05.2017

lby NC in its meeting No.19/82 dated O2.OL.2OL4, uploaded at the end of these minutes
lυ
γ :｀し ::::LD:‖ じじ L::16:｀ υ・ユフノ04 uoし cu υ 4.υユ .4υ 工"′

uPIυ duCu aL L::じ じ ::uυ :L:iC)● ::::::uLじ :

10r aS applied by the nrm whicheverisless under para 4.07 of HBP Vol.1.RA concerned
i

:may take necessary action as per decision of NC.

‐ALC4/2017甲
鶉 声

´

鱚

万
~町

Pa●y Name:HETERO LABS
:LIMITED

ＨＱ
山1/82/050/00327/AM18/

IRLA File

:09/24/040/00069/AM18/

「W¨
而
甲闊…諄鮒
~町

1  1口∩口:1。
~………………………………

下高高獅。    ~~~~~~~~~I:ρ 、inノ n● |●・nolnnκくnnA :     ~IHQ File              lRLA File             lLic.No/Date:0910065000 1
101/82/050/00336/AM18/      :09/24/040/00070/AM18/      103.05.2017             1

1Decision:The Committee decided to ratify norms based on the recommendation of

I  D/o Pharmaceuticals forwarded ude O.M.No.35011/80/2010‐ Pl(Norms)dated

1   101.10.2010 as under:

′881
Export ltem lmport ltem Qtv. Recommended kg/ke.

(2R― CIS)-5‐ (4‐AMINO‐ 1′ 2-
DIHYDRO-2-OXO-1-
PYRIM:DNYL)-1′ 3-

OXATH10LANE-2-

CARBOXYLIC AC:D(2S′ 5R)―

MEttHYL ESTER.

GLYOXALIC ACID 0.73

SODIUM BiSULPHITE 0.637

2′ 5    DIHYDROXY-1′ 4-

DIEttHANE

0.344

TRIETHYL AMINE 0.034

DI MEttHYL FORMAR/1:DE 0.23

46

⌒

iCase No。 :219/4/82‐

:ALC4/2017
1銭γ盤ザ    |

Parり Name:PIINDUSTRIES IMeet No/Date:7/82‐   IStatus:Deferred.
ILTD

IHQ File IRLA File ILic.No/Date:1310048617 1Defer

i02.05.2017        1Date:10.01.2018

File

'286 : The Committee decided to ratify norms based on the earlier decision taken

|

|

1287

ICase No。 :319/4/82-

lALC4/2017
:Mect No/Date:7/82‐

IStatus:1)eferred。 |

ILic.No/Date:0910065001 1Defer      i
103.05.2017 IDate:27.12.20171

lDecision : Deferred.
|



HEXA   MEttHYL   DI
SILIZANE

0.75

MEttHANE  SULPHONIC
ACID O.01

0.01

CY‐「OSINE 0.455

丁OLUENE 1.82

N―HEXANE 3.00

MEttHYLENE        D!
CHLORIDE

2.03

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

＝

＝

―

―

―

―

濃

Ｆ
Ｌ
Ｆ
Ｉ

「

‐
にatt No345麻2 ~~

IVυ
:Yイ
・́V・ ′         |イ°し。・4′・・Z・

`υ

l′

 |

|

i- 
-@F"rfl N"r"fcL CIL & -MeetN"Dat"zs2- -,st"trrin.r".*a.-i

I lALC4t20t7 ISoLVENTS LTD. IALC4/20t7 , i

i^^.; I l22.tt.2ot7 , I

l"' [rq t'n - -inr-e nir. lli"N"iD"te:oJro+oz+:o lorr., It, l:011821050100231/AMl8/ ;05124/040/00025/AMl8/ lO:.os.zOtz lDate:10.01.2018 i

I lfii.ir" io.t "*0" - -- I

~F而
而 磁‐LC42∝7扉

癬 潔 漑

「

~

|     |
lzz.tt.z_on_

IHQ File              lRLA File              Lic.No/Datc:0810140231
101/82/050/00358/AM18/      :08/24/040/00017/AM18/      104.05.2017

|

PttNamαHKAL

292 Decision:丁 he Committee decided to ratify norms based on the recommendation of

l  D/o Pharmaceuticals forwarded 宙de O.M.No.35011/40/2017-PI(Norms)dated

l 108.11.2017′ uploaded atthe end Ofthese m:nutes or as applled by the nrm whichever:s

師

‐~

|

…

…

:

|   leSS under para 4.07 of HBP vOI.1.  RA concerned may take necessary action as per

ldecision of NC.

匹 匡瓦 而 薇
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⌒

Paty Name:HETERO LABS IMcet No/Date:7/82-
:LIMITED tALC412017

izz.tt.zon
IRLA File

:03.05.2017



[~~IALC4/2017

翠隧 1蔦

ILIMITED
|

IRLA File

:03/94/040/00078/AM18/

1錯γ鶴7 ~|

'Decision : Deferred.

Paty Name:NATURAL&
:ESSENTIAL OILS
IPVT LTD.,

1鶴ち刷:OЮ0012ハMlν

Decision: Deferred.

援従枷″
ン″秘 Party Name:JUBILANT

ILIFE SCIENCES LIMITED
IMect No/Date:7/82‐

|

2971
|

HQ File

|:01/82/050/00221/AM18/

IRLA Flle

l:05/23/040/00630/AM17/

| IDecision:Deferred。

: 壌壺脇1庁
だ池: ~ :獣蕊1かふぎ

| :           |

181鍮輛 11普ⅢⅢⅢⅢ
[-|ffi;N* rzfuilml- --ip"rtyNur*'ieirfo 1v..illofout lft2- -is"tr"o.r....o- 

1

i E;Aoir- 
-- 

1INDUSTzuES 
PVr.LrD. 'iALC4t20t7 i ill rl22.tt.2ot7 ll

lzee i*.* RLA F1;- - 
-[i..N"1o"t.tr310813142lGr* --t

I I,oilsztos0/00268/AMl8/ l:$t9sfia0fi0097/AMl8/ loe.os.zotz iDate:10.01.2018 I

t:--
i lDecision : Deferred. - i

1孵寧
…
冨写

翻 卍
赫
臨 扁

:ALC4/2017

22.11.2017

48

２８４８ＮＯ・‥
４７

如

ａｓｅ

ＬＣ

Ｃ

Ａ

Fフ

′
1器島児5υ0048αAMlν

: Deferred.

.Status: Deferred.

|  |
:Lic.No/Date:0510402482 1Defer

IDate:10.01.2018 1



「
iCase No.:2/4/82‐ ALC4/2017

:01/82/050/00010/AM18/

IBIOSCIENCE LIMITED

IRLA Fllc
:52/24/040/00007/AM18/

ALC4/2017
22.11.2017

呼
Decision : The Committee decided to ratify norms based on the recommendation of

/o pharmaceuticals forwarded O.M. No.35}LL/468/2014-Pl(Norms) dated Feb. 2015 ,

ploaded at the end of these minutes or as applied by the firm whichever is less under

ara 4.O7 of HBP Vol.1. RA concerned may take necessary action as per decision of NC.

Lic.No/Date:0810140277

11.05.2017

Party Name:DHANUKA
LABORATORIES LTD.

蔦
p2.11.2017

i iDecision : Deferred.

Pa■y Name:KAIRAV
ICHEMOFARBE
INDUSTRIES LTD.

Case No.:369/4/82‐

面 眈 1/4/82‐逓 れ m7耶
判

EPHARMA

|

IMeet No/Date:7/82-

IALC4/2017
12211.2017

F五

石面藻蔦蔦 J

IRLA Filc

109/24/040/00084/AM18/

49

菫り … 1図 ;~

IApproved

IHQ File

1貯腑
5/4/82‐ Paty NameiCADILA

IHEALTHCARE LTD 謗‖
~

Defer      i
lDate:2712.2017 1

||  |:01/82/050/00303/AM18/

I lDecision : Deferred. :

＾
υ

諄鮒
纂

1碗λ刷:OЮ0098ハMlν
ILた。No/Date:0310813193 1Detr
111.05.2017 IDatel10.01.2018

i iDecision : Deferred. |

Pa●y Name:KAIRAV
iCHEMOFARBE
INDUSTRIES LTD.

監き棚ッ
α782

'2.11.2017

:m…

di

IRLA Filc
1.05.2017

IDefer

iDate:10.01.2018

IDecision:Deferred.

1305:責 O ilも 1

lDecision : Deferred.



Case No.:430/4/82‐ Paty Name:PRASOL
ICHEMICALS LIMITED

RLA File

:03/95/040/00063/AM18/

Defer
Date: 10.01 .201 8

Lic.No/Date:0310813187

111.05.2017

iDAtr6r: Deferred.

瓢 鳳蕊鳥蔦戸
~日

飛頭需冨聯画面万

ICase No.:367/4/82¨

IALC4/2017

HQ File

:01/82/050/00375/AM18/

匿

ＩＡ

Ｉ

一 ase No.:349/4/82‐
LC4/2017

Parり Name:ENCEE
.AROMATICS PVT.

ILIMITED

RLA File

:32/24/040/00001/AM18/

|,夕Fl髪l了 

巧;1わ・
~~~…

11爵

IS:Deferred。

期
鵬 鳳扁

♭2H2017   1

癬辮“
飢∞画開蕊薦

Date:27.122017

IDecision:Deferred。

Ⅲ
開   開脇脇話し
Decision : Deferred.

50

IMeet No/Date:7/82-

lALC4/2017
:22.11.2017

Status: Deferred.

|

1貯脚
И脱‐ Status:Deferred. 

,

1307 ,HQ File

1露翌 型 型 里
r lDecision: Deferred.

Paty Namc:CLARIANT
INDIA LIMITED

No/Date:7/82-

IALC4/2017

122.11.2017

1鷺λttiOЮ0117/AMlν
: Deferred.

「
障五源籠
口薇F~~~F繭 繭 面 FΨ 漱 繭

正
~F嘉
而 而
督

1鷺λ馴:0/ooo62/AM18/

22.11.2017    1      1

B鮨10.01.20181

I lDecision : Deferred.

|  ICase No.:287/4/82‐       IPar″ Name:ARJUN     IMeet No/Date:7/82-

|  IALC4/2017           1CHEMICALS PVT LTD   IALC4/2017

怒tatush而¬
|

,2.11.2017

|

「ぽ
に~憚
甲薦翻  胃面扇面1PVT LTD            122.11.2

l:rz 1r*,n IRLA File lLi".No/Dute:34 I 0043 I 75 iDefer

|  |:6):ダる50/00417/AM18/  1:34/24/040/00017/AM18/  116.05.2017

I lDecision : Deferred.

IDate:10.01.2018 1
|



3131古
Ori18
:01/82/01:01/82/050/00411/AM18/

RLA File

:05/23/040/00029/AM18/ 1吻罰510402566臨蔦
Declslon:Deferred.

「 |

:Deferred.

|

:Lic.No/Date:0510402586 1Defer
16.05.2017        1Date:27.12.2017

劉41面百~~戸囮 蕊 1鳳|
|  |:01/82/050/00415/AM18/
‐Decision:Deferred.

IMcet No/Date:7/82-

lALC4/2017
122.11.2017

IStatus:Deferred.

ILic.No/Date:0310813301

116.05.2017i,oilii6so,o03es/AMl8/ l:$Darcaorcollo/AMl8/
I

1器星泥5υ00427AMly 賠た男:OЮ063αAM17

Case No.:415/4/82-
, ALC4l20l1
lztg,

:HQ File

101/82/050/00423/AM18/

51

^

,2.11.2017

ICase No.:386/4/82-
‐ALC4/2017 1臨 聴

αNDO AMNES匿
き∬

α7紗‐ Status:Deferred.:

'22.11.2017

FileＱ

・

Ｈ

＾

IRLA File

l:03/94/040/00095/AM18/

Lic.No/Date:0310813306,Defer
Date:10.01.2018 i16.05.2017

I lDecision : Deferred.

缶6 :~ν 'V`             |

IDate:10.01.2018 1

I lDecision : Deferred.

1  1Case No。 :395/4/82…
鰐 濡 :10DAS EXPα

M眠
棚 ツ

α7慇ν

:  :ALC4/2017

1 1

F口 1器島児5υ0040νAMlν
IRLA File
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Dlo Pharmaceuticals forwarded vide O.M. No.35011/82512OL5-P|(Norms) dated

01.06.2016 , uploaded at the end of these minutes or as applied by the firm whichever is

less under para 4.07 of HBP Vol.L. RA concerned may take necessary action as per

decision of NC.
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IHQ Flle

i:01/82/050/00516/AM18/

IRLA File

103/94/040/00124/AM18/

Decision : The Committee decided to ratify norms based on the recommendation of
Dlo Pharmaceuticals forwarded vide O.M. No.35011/88/2013-Pl(Norms) dated

01.04.20L3 , uploaded at the end of these minutes or as applied by the firm whichever is

less under para 4.O7 of HBP Vol.1. RA concerned may take necessary action as per

decision of NC.
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The Committee decided to ratify norms based on the recommendation of D/o
|

|   IPharmaceuticalsforvvarded vide O.M.No.35011/864/2015-PI(Norms)dated 10.04.2017:

i3661as under:
|

||   |

Export ltem lmport ltem Norms Recommended for
1kg Artemether

Artemether-an anti-
malarial drug

Artemisinin 1.235

Sodium Borohydride 0.188

Trimethv1 0rtho Acetate 0.50

A concerned take action as per decision of NC.may necessary pe
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Decision : The Committee decided to ratify norms based on the recommendation of

Dlo Pharmaceuticals forwarded vide O.M. No.35011/863/20L5-Pl(Norms) dated

18.05.2016, uploaded at the end of these minutes or as applied by the firm whichever is

tless under para 4.07 of HBP Vol.1. RA concerned may take necessary action as per

decision of NC.
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|

luploaded at the end of these minutes or as applied bythe firm whichever is less underi

,para 4.07 of HBP Vol.1.. RA concerned may take necessary action as per decision of NC. 
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Defer Date:|

110.01.2018 1
IRLA File
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Decision : Deferred

No.:466/4/82‐ Parり NameiCAMPHOR&
ALLIED PRODUCTS
LIMITED,

Meet No/Date:7/82-

7 ALC4/2017
2211.2017

Ｆ
Ｌ
Ｆ
Ｉ

IHQ File

101/82/050/00474/AM18/
Defer
Date: 10.01.2018

Lic.No/Date:0310813982

Case No。 :525/4/82‐

ALC4/2017
Party Name:CIPLA Mcet No/Date:7/82-

ALC4/2017
22.11.2017

RLA File

:03/94/040/00211/AM18/

Lic.No/Date:0310813980 1Defer

14.06.2017            1Date:27.12.2017:01/82/050/00533/AM18/

Party Name:NECTAR
LIFESCIENCES LIMITED

Defer Date:

Decision:丁he Commtttee decided to ratify norms based on the recommendatlon of

D/o Pharmaceuticals forwarded O.M.No.35011/198/2014-PI(Norms)dated Oct.2014′

uploaded at the end of these rninutes or as apphed by the firm whicheveris less under

para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decislon of NC.

No。 :455/4/82-ALC4/2017

:01/82/050/00436/AM18/

IRLA File               lLic.No/Date:2210015725

122/24/040/00017/AM18/      14.06.2017

Meet No/Date:7/82-

ALC4/2017

Mcet No/Date:7/82‐

ALC4/2017
122.11.2017

Status:
Approved

Ｆ
Ｌ
ド
ー

Parり Name:OM
INTERCONTINENTAL

RLA File

:03/95/040/00149/AM18/

Defer
Date:10.01.2018

22.11.2017

:01/82/050/00463/AM18/

Case No.:428/4/82‐

Lic.No/Date:0310813971

14.06.2017

Case No。 :420/4/82‐ Party Name:RELIANCE
INDUSTRIES LTD. ALC4/2017

22.11.2017

:01/82/050/00428/AM18/ :03/95/040/00106/AM18/

Lic.No/Date:0310813970 1Defer

14.06.2017 Date:10.01.2018

:Deferred.Ｆ

Ｌ

Ｆ

Ｉ

No。 :521/4/82‐ Name:J.B.
LC4/2017
112017

LC4/2017 ALS&
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Status: Deferred.

,RLA File

14.06.2017

Decision : Deferred.

p88両File~

Decision : Deferred.
」

IHQ Flle
|

1389

HQ File

,Decision: Deferred.

RLA File

lDecision: Deferred.
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1器3児 5υ0052シAMlν
IRLA File

:03/94/040/00219/AM18/

lDecision : Deferred.
躍辮
α
“
Ю田
“
り
B鳶ち7■2期 7:

Ｆ
Ｌ
Ｆ
Ｉ

閣♂
ぼ ~|

HQ File

臨鼎戸
面孤
開瓦罵

rDecision: Deferred.

Parり Name:CADILA
IHEALTHCARE LTD

RLA File

:08/24/040/00069/AM18/

1鼈:濡置フ82-
12211.2017

Defer

Date:27.12.2017

顔77/82‐
~~「石面蘭面高F

慾
茄ヽbttII漏

k「
Decision : Deferred.

iCase No.:524/4/82‐

:ALC4/2017

P;.ty N;.,GoD[ij
IINDUSTRIES LTD。 ,

IRLA File

103/94/040/00222/AM18/

FMcetNo/Date雨

IALC4/2017
122.11.2017

ILic.No/Date:0310814086

11906.2017:01/82/050/00532/AM18/

|

l  iCase No.:522/4/82‐
|  IALC4/2017

397韓
O Filも

卜01/82/050/00530/AM18/

ase No.:422/4/82-

LC4/2017
PHARMACEUTICALS
LIMlTED

陣。iお
       1鶴ち刷iOЮ0057/AMlνl:01/82/050/00430/AM18/

圏司爾
面/82‐

|

寵需
:画面
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1鼈:』輝琴
tα 7慇2-

:22.11.2017

RLA File

116.06.2017

Partv Name:CHIRAG

IRLA File

:24/24/040/00009/AM18/

iParty Name:KEVA
FRAGRANCES PRIVATE  IALC4/2017
ILIMITED 122.112017

'Meet No/Date:7/82-

lStatus:Deferred. I

,i

IRLA File した。No/DttcЮ 310814083 1Detr
119.06.2017 IDate:27.12.2017

iDecision: Deferred.



:~甲
馴

「

~蝙
語 ASIATIC…

|&PHARMACEUTICALS

M8&No/Dat3動意が

1分#鰍了 FII赫
8・

|

PVT.LTD.

IRLA File

l:05/23/040/00028/AM18/

面 扇肩面蘭酵雨5嘉ド
~~~

IDate27.12.2017

:  ICase No。 :486/4/82¨ALC4/2017 Parり Name:NAARIPHARMA IMeetNo/Date:7/82-    Status:

l  I                   PRIVATE LIMITED      :ALC4/2017         :Approved

蔦

「

~財 而而
甲
硫

Decision : The Committee decided to ratify norms based on the recommendation of

,D/o Pharmaceuticals forwarded O.M. No.35OtL/6L4/2015-Pl(Norms) dated 79.02.20L7 :

l, uploaded at the end of these minutes or as applied by the firm whichever is less under

para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC. 
l

貯淵
2/4/82-

F01

1鴨島泥5υ00460ハ Ml群
~ ~聴

P繭硫誦蕊

Paty Name:RELIANCE
INDUSTRIES LTD.

IRLA File

:03/95/040/00215/AM18/

IMcet No/Date:7/82-

:ALC4/2017
122.11.2017

iDecision: Deferred.

蘭 藤 o1453/4/8年  ~~~「 ary Na蔦凝 百瓢 に
~v醐
満 面 漸 ぼ

~~障
江u∬De薦蔦 止

|tl1 )ALC4/2017tl

Party Name:RELIANCE  Mect No/Dtte:7/82‐   Status:Dettrred。
|

INDUSTRIES LTD.     :ALC4/2017        1           :

壼

:  ICase No。 :458/4/82-
1   1AI ρ

"′
うnl,1  1ALC4/2017

,   |
1   '

:403 1iO rii3‐

|   ::01/82/050/00466/AM18/
1   1_    _

|  IDecision:Deferred.

Paty Name:CADILA
IHEALTHCARE LTD

IRLA File

108/24/040/00080/AM18/

1

性き淵ν
α78多 湾眠Deたreこ :

―鶴棚ざ面O1405ジ凛声…Ⅲ
Pl.06.2017 Dat″型2201環

轟

「

iCase No.:507/4/82‐

lALC4/2017

IHQ File
l:01/82/050/00515/AM18/

IParty NameiCAMPHOR&
IALLIED PRODUCTS

ILIMITED,

IRLA File

l:03/94/040/00230/AM18/
i404
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IHQ Filc

l:01/82/050/00531/AM18/

IRLA File

:03/94/040/00203/AM18/ 121.06.2017 IDate:27.12.20

rDecision : Deferred.

ICase No.:451/4/82‐ ALC4/2017 1PartyName:PCL OIL&
ISOLVENTS LTD.

406:責
0ぉile             RLA File
:01/82/050/00459/AM18/      :05/24/040/00134/AM18/

IMcet No/Date:7/82-

.ALC4/2017
122.11.2017

Status:
,Deferred

Lic.No/Date:05 10403 184 Defer Date:
21.06.20t7 lto.or.zors i

407 10 File

l:01/82/050/00511/AM18/

1  1Decision:Deferred.

IRLA File

:34/24/040/00075/AM18/

ICase No.:503/4/82-

ALC4/2017
IPaty NamelTIDE
IINDUSTRIES IALC4/2017

122.11.2017

:21062017
lDate: 10.01 .201 8

I   Case No。 :504/4/82-

ALC4/2017

10810iぉ
~~

:01/82/050/00512/AM18/

Pa■y Name:TIDE
lNDUSTRIES

IRLA File

134/24/040/00076/AM18/

Meet No/Date:7/82‐

IALC4/2017
.22.11.2017

Status: Deferred.

Lic.No/Date:3410043298 1Defer

121.06 2017            1Date:10.01.2018

Decision : Deferred.

|   ID/ol::][Tll,VtiCalSifolwarded O.M.No.35011/233/2016-PI(Norms)dated 03.07.2013
r, uploaded at the end of these minutes or as applied by the firm whichever is less under
'para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC.

ICase No.:495/4/82‐

lALC4/2017
Ptt NamaCA〕 LA  Me∝

洲 ν
・
782-FttuSDettrredi

lHEALTHCARE LTD     ‐ALC4′
1        22H2017   1    :

14101■ O Filも

■■しA‐ ■■■しハ 1ヽし し ■υ        lALし 夕 Zυ lノ           1              1

,ヽ,れふ二|こ郷鵜lT∵1義:ル1IRLA File
1   101/82/050/00503/ノ Mヽ18/

: IDecision:Deferred.
選

‐  ICase No.:494/4/82‐ ALC4/2017 Parり Name:CADILA      Meet No/Date:7/82-    status:
|  I                    HEALTHCARE LTD       ALC472017         1Approved

122.11.2017            1

:  IHQ File              RLA File              Lic No/Date:0810140544 1Defer Date:

4091:91(11/9,9/09,07管
M18/   191/74(919/99979/AM18/   122.06.2017      1

1 1Decision:丁 he Committee dec:ded to ratify norms based on the recommendatiOn of

―

一

Ｆ
‐
４‐‐
‐

‐Case No.:528/4/82- 'Party Name:J.8.
l

Mcet No/Date:7/82-    status:Deferred。
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122.11.2017

|

Status: Deferred. i

ILic No/Date:3410043299 1Defer

1

|



Ｆ
Ｉ
Ｉ
Ｉ

ALC4/20 17 CHEMICALS&
PHARMACEUTICALS
ILIMITED

1器3児50Ю 053αAMlν i:$Dafi40l0}246lAMtBl
IRLA File~

Decision: Deferred.

Status:Deferred.

Decision : Deferred.

IMcet No/Date:7/82‐

IAI ρ4/つ017IALC4/2017

122.11.2017

而
臨 1扁
F面
高面

iCase No.:558/4/82-
lALC4/2017

Pa,y NamelTITAN
ILABORATORIES PVT.
:LTD.

IRLA Fne
|:03/95/040/00260/AM18/

圏謡爾
面/82-

1 0814205

Status:Deferred.

IDefer~‐

… …

IDate:27.12.2017

И
 IHQFilざ

~~~‐ ~

:01/82/050/00566/AM18/

Decision : Deferred.

ICase No.:561/4/82¨      Parり Namc:YASHO
iALC4/2017           .INDUSTRIES PVT.LTD.

415,百
011i3  
‐~        ‐

|だLA File  ~  ~‐

|:01/82/050/00569/AM18/    :03/95/040/00266/AM18/

lDecision : Deferred.

「
iCaSe雨

藤527/4/82‐ALC4/2017諄

墨 甲
輛 露 F 鱚
r~町

|

巨
Parry Name:BELaHEM

IINDS.INDIA PVT.LTD. 「
Meet稀満商ヴ

1銭γ鶴了 |
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ヘ

‐７

７
例
２０‐

Ｃ４

‐１
．

ＡＬ

２２
．

,Lic.No/Date:0310814210 iDefer 
I

',22.06.2017 lDate:27.12.2017 
1

|

IPTけ Name:JUBILANT

IGENERICS LTD
|

IMcet No/Date:7/82-

IALC4/2017

22.11.2017

RLA File

[3

ICase No.:559/4/82‐

IALC4/2017
Party Name:S M B

‐HQ File

t t:011821050/00567/AMl8/

RLA File

i iDecision : Deferred.

|

IMeet No/Datc:7/82‐

lALC4/2017
122.11.2017

Status: Deferred.

Lic No/Date:0310814211 1Defer

IHQ File IRLA File Lた。No/Dtte:0310814244 1DetrDtte:|

23.06.2017     1    1

騰Ⅷ点期榔嚇:r::『tW《職。1肌湾[よ品l鳳雪Ⅷ:W出親
l, uploaded at the end of these minutes or as applied by the firm whichever is less underl

ipara 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC.



Q File

「
―
―
―
凛
―
―
轟

Ⅲ

Ю

ニ
リ

確

注

い 1/82/050/00521/AM18/ |:03/94/040/00254/AM18/

Li`.ヽ 6′ 5乱さ:6j16恵 i42`41D`fei    
‐

127.06 2017        1Date:10.01.2018巫
`

Decision : Deferred.

lpara 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision 9f NC. I

1踏 鮮 器 淵 卜
披 空窒型 型 L型 型 L_ず

壁 il盟

iP",tyNd.CLEAN 
- 

-M..tNolOut.rlgZ- 
--ist"tmD"fe.*d" 

i

lscrpxce eNo t,1ycy19t1 I I

lrrcHNor-ocy pvr.LTD. izz.tt.zotz i _l
iRLAFil. --iti"lrrm.t.srro066801 lD.f* 

-- -i
飾 枷oM側 1

「

「
「繭渤蔽 4/2017蘊漑需蘊而:｀臨需

而[ 隔Ш I
:Approved l

「

~「
器eN∝
"6″"■
LC42面「
   蔦 罵

~圏

覆 冨

百
~町

|

IHQ File ILic.No/Datc:0310814250

127.06.2017

Ⅲ8馨χttΨ堕製里I: The Committee decided to ratify norms based on the recommendation

Pharrnaceuticals fon″arded OoM.No.35011/145/2014-i‖ Nol11:‖

:;::Is♀:::ilitil)aded at the end of these rninutes or as applied by the f

RLA Filc

:03/94/040/00252/AM18/

F観
¨ 4/82‐ AL釧 知 7「

M淵 ぎ

IMcet No/Date:7/82‐

IALC4/2017
122.11.2017

lstatus:
lApproved

iue pite

材19191`型挫!堕型gI |:05/24/040/00136/AM18/

| IDecision:丁 he Committee decided to ratify norms based on the recommendation of

; lOlo Pharmaceuticals forwarded O.M. No.35Oltl278l2016-Pl(Norms) dated 15.09.2017 i

, ,, uploaded at the end of these minutes or as applied by the firm whichever is less underi
i

,para 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC. 
:

F飢1靡へ蕊百
ICase No.:454/4/82-

IALC4/2017



I l'ovtzros0/00s37/AMl8/ l:.wrgiitorons6tAv.tlt lii.oa.zolf l- -- 
il"l

rDecision : The Committee decided to ratify norms based on the recommendation of l

,'D/oPharmaceuticals forwarded O.M. No.35011/1g6/20L4-Pl(Norms) dated Oct.ZOL4,
uploaded at the end of these minutes or as applied by the firm whichever is less under )

' ;para 4.07 of HBP Vol.1. RA concerned maV tlke necessary action as per decision of NC. 
)

陥緻計   聯呼
「

|

l  lCase No.:502/4/82‐

|  :ALC4/2017
IPaHy Name:FMSENIUS   Meet No/Date:7/82‐

1424[illil:ilii:ii;:iii」

1棚 器
COLOGY :ALC4/2017

122.11.2017

Decision : Deferred.

面 File ~~M、
“
Ю
“""卜05/23/040/00136/AM18/

~膠
tatu∬ Deね rred。

|

|

:

「
―
―
「
菫

町
蔦iy~~需   厩 扁

lh:認鷺II IMcet No/Date:7/82¨IALC4/2017′ヽ しし
'/Zυ

l

122.11.2017
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ヘ

iStatus:Deferred. I

B諸ち7.12.20171

l  iCase No.:493/4/82¨
|  IALC4/2017

Parり Name:MAMTA
IPOLYCOATS

Mcet No/Dttα 7/82-

IALC4/2017

122.11.2017

Status:Deferred.|

た261IHQ File IRLA File
ILic.No/Date:3410043322 1Defer

:34/24/040/00067/AM18/  104.07.2017

"江

αЮ劇.2∝ 81
iDecision: Deferred.

|

|  ,Case No.:548/4/82¨

:  IALC4/2017
IPa中
IName:METROPOLITAN
EXIMCHEM PRIVATE
:LTD.

iMeet No/Date:7182-
:ALC4t20t7
lzz.tt.zon

File

::03/95/040/00216/AM18/

I lDecision: Deferred.

―

Ⅲ9「茎淵“
般̈

:  |

,status: Deferred. '
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側
一」

File

1/82/050/00492/AM18/ 剛靡 鶏じ
IDecision:Deferred.

~睡
蕊甲彊
~~躊
   「

liiq Fit;- 
* 

mA Fil. 

---
1.i1 loal6aAtAn rool^r.r6/ | 

^.1^^:01/82/050/00488/AM18/  :05/23/040/00078/AM18/

IStatus:Deferred・

Ｆ
Ｌ
Ｆ
‐

ICase No。 :481/4/82-

IALC4/2017
,

IHQ File

101/82/050/00489/AM18/

IParサ Name:DALAS
IBIOTECH LTD.

RLA File

105/23/040/00040/AM18/
1- 
‐―  ‐― ‐ ‐

                 |二
し
・・ ・`

“ `・・
乙・ん・・ `  |

IDecision:Deferred.
|

Palty Name:WANBURY   IMeet No/Date:7/82-   status:Deferred.|4361Case No.:516/4/82- :WANb∪ KY   Meet No/Date:7/82-   status:Deferred.|

ヘ

:Lic.No/Date:3410043328 1Defer
|

詢5.07.2017 IDate:27122017

|  ICase No.:460/4/82-
‐  IALC4/2017

Parり Name:HI
INDUSTRIES

1造棚ν
α782‐

122.11.2017
,mttb劇
・

|

‐430
IHQ Flle ‐RLA File

105.07.2017 B鮨ち7.12.20171|  ::01/82/050/00468/AM18/

; rDecision: Deferred.

10507.2017 3鳶10.01.20181

i iDecision : Deferred.

２お４９Ｎｏ・‥
４９

卿

ａｓｅ
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Ｃ

Ａ

Paty Name:TIDE
INDUSTRIES

,Mcet No/Date:7/82¨

ALC42017
122.112017

F32ⅢOFil` IRLA File

l:34/24/040/00089/AM18/

Lic.No/Date:3410043330 Defer
:

l  i:01/82/050/00507/AM18/ 、05.072017 IDate:10.01.2018 1

i iDecision: Deferred. 1

Parり Name:SUNSHIELD  IMcet No/Date:7/82‐
‐CHEMICALS LTD. \ALC4t20r7

izz.tt.zon
ド
mDeFerd l

iRLA File
l:03/95/040/00298/AM18/

ILic.No/Date:0310814546 1Dcfer

111.07.2017 :Date:10.01.2018 1

Decision : Deferred.
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IHQ File

l:01/82/050/00524/AM18/
IRLA File

:03/95/040/00306/AM18/ 1悧器
αttЮ面面

B繁ち7.萬再

1銭γ獄了
「
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Defer
IDate:10.01.2018

5  ぽ写
Ⅱ

「

I   B府1剛 .矧 8
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, iDecision: Deferred.

Party Name:YASHO iMeet No/Date:1/82-
l lStatus:Deferred.

NDUSTⅢ ES PVT.LTD.1銭
r盤 ソ

IRLA File
:03/95/040/00316/AM18/    12.07.2017

鵬躙茫 LTD
|

RLA File

i iDecision: Deferred.
|
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独
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ICaseMIttr
lALC4/2017

1;

Parり Name:YASHO     IMeet No/Date:7/82¨
INDUSTRIES PVT.LTD.  :ALC4/2017
1                        12211.2017

Status:Deferred.

|

性λ乳OЮ∞21/Amツ IWttα“
Ю田
“
の
B鮨10劇 2∝ 8

IDecisioi:Deferred.
」

|  ICase No.:469/4/82-

|  .ALC4/2017 麗鶉 ‐
~~

Status:Deferred.

1硼麒 蔦蔦 |   |

藤苫No/Datα782¨
IALC4/2017
122.11.2017

IRLA File

|:34/24/040/00080/AM18/

Ｆ
Ｌ
卜
‐

1蕊流Ⅲ
己・
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ILIFE SCIENCES LIMITED

IHQ File

|:01/82/050/00514/AM18/

IDecision:Deferred。
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テ ラ 1::,I「
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聞獅
面繭
電面高
「

,Pa●y Name:NEOGEN
ICHEMICALS LIMITED

l.r-e eir. - 
iirc.No-rurt.o: roslaogi iDefer

'101e:/0!/::B7o/aMt7/ ltg.ot.zon lDate:10.0 t.2018

|

IHQ Filも              :良 LA riiも
~

101/82/050/00479/AM18/  :13/24/040/00020/AM18/
Lお :ヽも,b農まij16o4868iibもおF~…

 ……
20.07.2017        :Date:10.012018

諄甲
事~F続 ~
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|  ICase No.:470/4/82¨       Parり Name:RONAK
I  IALC4/2017           cHEMICALS
| |          |

lDecision: Deferred.

No.:540/4/82‐

1  1ALC4/2017

I lDecision : Deferred.
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扉稿 正
~

IHQ File

i:01/82/050/00560/AM18/

一

|

IRLA File

103/95/040/00851/AM17/

Case No.:552/4/82‐

ヨ

ALC4/2017
22.11.2017

ILic.No/Date:0310814738 1Defer
121.07.2017            ‐Date:10.01.2018

Decision: Deferred.

「~~「ca面高1553/4/82‐
IALC4/2017

開脇薦I蔦了
lDecision : Deferred.

師 扇 而 EOGEN
ICHEMICALS LIMITED

「
1璃
Pr

“
2田
艦蕊蔦」

PaoN■ NEOGEN…
lCHEMICALS LIMITED
|

囮 蕊扁
iDecision: Deferred.

ICase No.:555/4/82‐

IALC4/2017
Pa“y Name:NEOGEN
ICHEMICALS LIMITED

itvteetNozoatil:tte-'iirtmto;i;;;J.
:N-CqDOtl I

t:22.11.2017 i

閉癬
031081而臨満 I

531HQ Fil`

:01/82/051

IRLA File

1/82/050/00563/AM18/ IЮ3/95/040/00652/AM17/

DDecision : Deferred.

22.11.2017

1Lic No/Date:0310814753

21072017
Defer

Date:27.12.2017

ICase No.:483/4/82-
:ALC4/2017

55田
既蔦高萬蔦
‐Decision:Deferred.
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,Status:Deferred. r
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降
‐| |          1聰需摺BIA

|  ICase No.:500/4/82-       Paty Name:RECKITT

14561ALC4/2017           1BENCKISER

iMeetNo/Date:7182- istatus:Deferred. r

1銭『 獄了    |
RLA File Lic.No/Date:0310814740 1Defer |

121.07.2017 IDate:10.01.2018 1

I ,Case No.:551/4/82-
', '1X-Cllz}tl

Parり Name:SPAK      IMcet No/Date:7/82‐   iStatus:DeFerred.|
,SURFACTANTS PVToLTD IALC4/2017         :           |

打
4朧
:罵:鯖

~~需

吾嗅票葛話1111↓二「
~~

; :Decision : Deferred.



I iHQFl. lRLATl"- -lli..N"ro"t.osroaoi+sa D"f* ---
I l:01/82l0s0/00s08/AMl8/ l:05Da/0a0fi0148/AMl8/ lz+.ot.zon iDate:27.12.20t7

I lifii'i". ' 
D"f""*d. - -- 
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--- -- -- -

I lALC4t2OtT ISPE-CrALTY CHEMTCALS :ALC4/2017 
i

I I lrNora PVr. LrD. 122.|.2017 Ir,,l('7re
la)/ iHq piii FiA Fil-* [r.i"Norout.o:rri8l4790lDerer
I l:0 r /8zlo50/0056s/AM I 8/ l:$D5/040/00336/AM I 8/ lz+.ot .zott lDate: I 0.0 I .20 I 8

I D;.t".roer.""ed.

Case No.:556 /4182-ALC4/2017 ParryName:ZIM Meer No/Dat e:7182- Status

) LABORATORIES LTD. NLC4t20t7 Approved 
l22.11.2017 I

,HQ File RLA File I-ic.NoToate'o:losrqigs- ,b.r". o#, I

'tOrf::011821050/00564/AMl8/ :O3D50400)342lAM|B| 24.07.20t7 ., 
l

Decision : The Committee decided to ratify norms based on the recommendation of
: iD/o Pharmaceuticals forwarded O.M. No.35OLt/40412016-Pt(Norms) dated 26.09.20L7 

;

,, uploaded at the end of these minutes or as applied by the firm whichever is less underl
, lpara 4.07 of HBP Vol.1. RA concerned may take necessary action as per decision of NC. l

ぎ
~~y…
胃…

訂

lpara4.07 of HBP Vol.1. RA concerned rnay take necessary action as per decision of NC.

14621Case No.:549/4/82‐ ,Parけ Name: ROYAL Status:Deferred.|
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IMeet No/Date:7/82‐

ヘ

| 
‐
lё iζきヽ 6::414,4,8'LALむ 4/2biケ

: The committee decided to ratify norms based on the recommendation



ALC4/2017 F話血 レγ盤了  
「

01/82/050/00557/AM18/

IRLA File

l:03/95/040/00345/AM18/

|】Decision: Deferred.

貯淵
8/4/82-

|

Pa●y NameiSENTISS

4631古
O ri18
:01/82/050/00476/AM18/

IPHARMA PVT.LTD.

IRLA File

:05/24/040/00179/AM18/

Decision : Deferred.

1蕊
需 蕩 葛「

~菅

甲
口

「

~F而
面

膨罵蕊蕊y~~穣繭評価面薫込
「

~~1需

源PttI
I

4651責
O Filざ  ~   ~
101/82/050/00505/AM18/

ー

lDecision: Deferred.

Pars/NameiCADILA
IHEALTHCARE LTD
|

|:08/24/040/00112/AM18/

10140717RLA File

'Decision : Deferred.

lHQ F'1.
i:01 I 821 050 100490/AM I 8/

甲
雫
赫

I  T汀

薦 臨
・

1蜃蕊蕊
~1  続

囲F而
:…

~~胃ζ而
¬

IDecision:Deferred.
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Meet No/Date:7/82‐

,ALC4/2017
122.11.2017

Status:Deferred.'

ILic.No/Date:0510403493 1Defer

125.07.2017 IDate:27.12.2017

|

ほ霊腸∬
2″82

IPa■y Name:JODAS

iEXPOIM PVT.LTD., :造棚ν
α782-

122.11.2017

i lDecision: Deferred.

IRLA File

27.07.2017 IDate:10.01.2018
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蔦戸
…
蕊

_0310814874囲
T肩:話

lDecision : Deferred.

Parり Name:MALLADI
:DRUGS&
IPHARMACEUTICALS

ILIMITED

ALC4/2017

鰈 蕊薦鳳 ;

iRLA File

l:04/24/040/00079/AM18/

Decision:Deferred.

;--[c;.; No'.:$eiittz- - pu.ryName'venielr-r-ls -fu..tNorout";ruc- 
lst"tr.,u"r*r"0.-lj tALC4l20t7 iSpECTALTy MATERIALS 1ALC4/2017 i i

l._. i iltNore; pyr.LrD. lzz.n.zon i i

1+zt 
pqnre 

--fli"NrD;"szroo+z:x 
trr", - 

-l

I ptryztOsOloosO4iAMl8/ ',:52t24/040/00018/AMl8/ lZt.ot.zOn lDate:10.01.2018 It---l
輝:淵ν
α782

22.11.2017

Status:Deferred.

臨 薦

"eddon:

ase No.:530/4/82‐

Parり NameiSUNSHIELD
iCHEMICALS LTD.
1

:ALC4/2017

122.11.2017
1475
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28.07.2017 IDate:27.12.20171

‐     1

1輝Ⅲ
8/4/82‐

|(INDIA)PVT.LTD.
lqtz
IHQ File IRLA File

1 瞬霊淵〃
9〃82 Parサ Name:LAKELAND  iMeet No/Date:7/82¨

打3臓
FHEMICALScNDttLTD.1銭 T盤 ソ

IRLA File

l:03/95/040/00018/AM17/
|■
ノ0101             1

1Date:10.01.2018 1

ICase No.:550/4/82‐

IALC4/2017 焉頚隔I~匿          :1
:22.11.2017           1

IRLA File 繭 T赫爾慧誦 嗣
IHQ File

:  |:01/82/050/00558/AM18/

, Decision : Deferred.
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,Case No.:537/4/82‐

猫鮒
纂

IALC4/2017

鵬 蕊扁

Status: Deferred.

4934B鮨ち7■2期 7

'Case No.:539/4/82¨

      Parり Name:YASHO
:ALC4/2017           1NDUSTRIES PVT LTD.

IMe=雨漏 ::画面 ,tatus:Deferred.

Decision: Deferred.

|              |477    
聞臨蕊T

lDecision : Deferred.

,ALC4/2017
.22.11.2017 l

即 画 r0814922F
βl.07.2017 B脂:Date:10.01.2018

翻r82‐ F而
滞

lDecision: Deferred.

Minutes of Manua:cases considered in NC3 Meeting No.07′ 82′2017
He:d on 22.11.2017
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USV LIMITED)

IRLA File

1 猛霊胤澪
И/82‐ IParり Name:MALLADI

IDRUGS&
IPHARMACEUTICALS
iLIMITED

IMcet No/Date:7/82‐

:ALC4/2017
レ2.11.2017

|:iii:ii:lil::ilil;i:lii:ii:ilililil「 |

| |
lqtsf
|  IHQFile IRLA File Lた .No/DtteЮ410163391 1Dctr

::04/24/040/00091/AM18/  101.08.2017 lDate:27.12.2017 i:t| |
: iDecision: Deferred. ―

― ―

―

|

101.08.2017
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Case No.B-01          1Mノ s.RA Chem Pharma
M.No.07ノAM-18         1 File No.01ノ 82ノ050ノ 00651ノAM 15
Date 22.11.2017 | ROv.Rutn. No. 0910055973 dated. 09.05.2013

Adv.Auth.No.0910057516 dated.10.09.2013
Adv.Auth.No.0910059417 dated.25.02.2014

Decision: The Committee considered this case for re-fixation of norms as per agenda. The
Committee decided to send copy of representation of the firm to DoP for their comments.

Case No.B-02          1M/s KLJ Plasticizers Ltd
M.No.07ノAM-18        1 File No.01ノ 82ノ050ノ00772/AM ll
Date 22.11.2017          1 RLA No.05ノ 23ノ040ノ 00078ノ AMll

Adv.Auth.No.051 0267557 dated.06.07.2010

Decision:The Committee considered this case for correction in the description of import item from
Ephathalic Anhydride to Phthalic Anhydride as per agenda. The Committee based on the
recommendation of DIPP No.7130912017-TSW dt. 19.07.2017, uploaded at the end of these
minutes decided to correct the description of import item. RA concerned may take further
necessary action as per decision of NC.

Case No.B‐ 03
M.No.07ノAM… 18
Date 22.11.2017

Mノs.Mangalam Drugs&Organics Ltd
F‖e No.01ノ 82ノ050ノ00743rAM 17
RLA No.03/95/040ノ 00419ノAM 15
Adv.Auth.No.0310788371 dated.26.08.2014

Decision:The Committee considered this case for revision of norms as per agenda. The
Committee based on the recommendation of Department of Pharmaceuticals
O.M.No.3501118641201S-Pl(Norms) dated 10.04.2017 decided to maintain status quo. RA
concerned may take further necessary action as per the decision of NC.

Case No.B-04
M.No.07/AM-18
Date 22.11.2017

Decision: The Committee deliberated on the request of the firm fonryarded by SEZ Pondicherry
vide their letter number$l403l2O03lSEzl341 dated 26.08.2016 for fixation of Norms for the export
product "Cholic Acid from imported Bile Paste" to close the job work file. The Committee decided
to alloMratify the norms in respect of the above mentioned export product based on the earlier
decision of Norms Committee taken in its meeting No.01/AM15 dated 21.04.2014 case No.B-
3(Part-l!) uploaded at the end of these minutes.
RA concerned may take further action as per the decision of NC.

M/s,Pharmazel(lndia)PVt Ltd
File No.01ノ 82ノ 162/117/AM 18

************
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F. No.3501 1/221l20{ 6-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room No.310, B-Wing,
Janpath Bhawan, New Delhi,

Dated: September 26, 2017

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O.No. 0118215012321AM-18/DES-
3/141 dated the 1410612017 vide which application from M/s Optimus Drugs Pvt. Ltd.
was sent to this Department for fixation of norms under para: 4.7 tor the export of
Daclatasvir Dihydrochloride. This department has examined the matter and DGFT is
advised to call following details from the firm viz:-

1) The import item no.'1 i.e.4,4-bis (chloromethyl) biphenyl does not match with the
process detail /chemistry furnished by the firm.

2) Revised process or description of import item may be given.
3) Past production vis-i-vis actual consumption of all imported imported inputs duly

certified by Central Excise Authorities may be given.
4) % age of yield at each step of reaction on molar basis with chemical formula &

M.W. of each chemical involved in reaction.

(PaⅣeen Kumar)
Under Secretary to the Government oflndia

E―mJ!:parveen 19@goV m
Ph:-23352298

Directorate General of Foreign Trade,

Department of Commerce,

(Shn S K Panigrahり ,

∪dyOg Bhawan,New Delhi

E‐ mail:sk panttrahi@nに in

Phi 23061562,Extn 269



F.No.35011ノ227′2017‐ (P卜Norms)
Government ofindia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

no 31 , B-wing, 3'd floor,
Janpath ,New Delhi,
Dated November  ,2017

Subject: - Fixation of norms under para of Hand Book Procedures (Vol.l) 201 5-
20 case of M/s Hetero La

The undersigned is di to referto DGFT 01/82ノ 050ノ01305/AM―
17ノDES-3/1127 dated the 21 17 vide which

Ltd. was sent to this for fixation of
of 3‐ [3‐(4¨Fluoropheny:)‐ 1 1‐Methylethyり ‐1 ndol‐ 2‐YL]‐ (E)‐ 2‐Propenal. This
department has exam the matter and is requested to call following
information from the

ヽ̈ 黙̈L::∬嘉違 of low yield clai
ine.6,.-A i\s S 型 にOf

3 literature in support

2) This issues the approval of petent authority.

ry to the
Kumar)
of lndia

Directorate General of Foreign T
Department of Commerce,
Shn S K Pan19rahi,Economic
Phone No:23061562,(269),
∪dyog Bhawan,New Delh卜 110011

Email:sk panbrahiOnに in

ication from M/s Hetero Labs
under para: 4.7 for the export

by firm

yield claimed by lr,

Emal:



F. No.350 1 1 I 196t201 7-(pt-Norms)
Government of lndia

Ministry of Chemicals & Fertilizers
Department of pharmaceuticals

Room no.310, B-wing, 3d floor,
Janpath Bhawan, New Delhi,

Dated: November ,2011

Office Memorandum
Subject: - Fixation_of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2O1S-20

case of M/s Mylan Laboratories Ltd.

The undersigned is directed to refer to DGFT U.O. No. Oltgzl}So/o1307/AM-
17IDES-3/1 136 dated the 211312017 vide which application from M/s Mylan Laboratories
Ltd. was sent to this Department for fixation of norms under para: 4.T for the export of
Dipyridamole. This department has examined the matter and the following norms are
furnished under para 4.7 of Hand Book of procedures (Vol.l) 201s-20:-
Ｓ
．
Ｎ。

lmport item Norms recommended
for 1kg export

1 2,6-Dichloro-4, 8-Dipiperidino-Pyrimido-(4, 5-d)
Pyrimidine

0.935k9

2 Diethanolamine 0.669kq
3 Toluene 3.2kq

This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: parveen. 1 9@qov.in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 2306'1562, (269),
Udyog Bhawan, New Delhi

Email: sk.paniqrahi@nic.in

2.)



F. No.350 1 1 11051201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing,
Janpath Bhawan, New Delhi,

Dated: October 23,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20
case of M/s Suven Life Sciences Ltd.

The undersigned is directed to refer to DGFT U.O. No. 01182105010102914M-
17IDES-3/946 dated the 101212017 vide which application from M/s Suven Life Sciences
Ltd. was sent to this Department for fixation of norms under para: 4.7 for the export of
Benzhydryl Thioacetamide. This department has examined the matter and the
following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-
20:-

This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of lndia
Phone:23352298

Email: Parveen. 1 9@gov.in

2.)

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer,
Phone No: 23061562, (269)'

Udyog Bhawan, New Delhi

Email: sk. paniqrahi@nic. in

DES― l‖

S. No. lmport item Norms recommended for
1ko export

Hvdro Bromic Acid 1.052kq

2 Thio Urea 0.421kg

3 Benzhvdrol 0.842ks
4 2-chloroacetamide 0.456ks
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F. No.350l1185120fi -pI (Norms)
Govemment of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the 8th December, 2011

Office Memorandum
Sub: Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2OOg- 14 Case of IWs

SUVEN LIFE SCIENCES LTD.

The undersigned is directed to refer to DGFT u.o.No. 0ll82l5Ol0l7l6lAMl1/DES-3/103
dated the 02l05lll vide which an application from M/s SUVEN LIFE SCIENCES LTD was sent
to this Department for fixation of norms under para:4.7 for the export of FPENICILLAMINE.
This department has examined the matter and the following comments are fumished under para
4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

S. No. lmport ltem Qty. Recommended ke/kg.

1. ISO BUTYRALDEHYDE 4.532

2. 30DIUM CYANIDE 1.29

3. PHYNYL HYDRAZINE 2.20

4. D―TARTARIC ACID 1.828

This issues with the approval of Deputy Director General.

(V.K.Tyagi)
Dupty Industrieal Adviser

Directorate General of Foreign Trade,

Depaftment of Commerce,
(Shri Shyam Lal, FTDO), Udyog Bhawan, New Delhi.
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F. No.350 1 1 17 37 1201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

. Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vot.l) 2015-
20 Case of M/s Orch Laboratories lndia Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O. No. 011821050/00326/AM-

18/DES-3/171 OateO the 21tgl2o17 vide which application from M/s Orch

Laboratories lndia Pvt. Ltd. was sent to this Department for fixation of norms under

para: 4.7 for the export of L-Methyl Glyoxylate Hydrate (MGH). This department

has examined the matter and the iollowing norms are furnished under para 4.7 of

Hand Book of Procedures (Vol.l) 2015-20:-

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

(Parveen Kumar)

Under Secretary to the Government of lndia
Phone:23352298

Email: parveen. 1 9@gov. in

Directorate General of Foreign Trade'
Department of Commerce,
Sh;i S.K. Panigrahi, Economic Officer, DES-Ill

Phone No: 23061562, (269),

Udyog Bhawan, New Delhi-1 1001 1

Email: sk. Paniqrahi@nic.in

S. No. lmport item Norms Recommended
for 1kq Export

1 Glvoxvlic acid 50% 0.752ks

2 L (-) menthol (FreshfRecovery) 0.80kg

3 Cyclohexane 1 41kg



\\\

Shastri Bhawan, New Delh
Dated: April 10,2016

F. No.3501 1/864/2015-Pl (Norms)
Government of lndia

Ministry of Chemical & Fedilizers
Department of Pharmaceuticals

Office Memorandum

Sub: - Fixation of norms under para 4.7- Application of M/s l\rangalam Drugs & Organics Ltd., Vapif(
export of Artemethor-an anti-malarial drug.

The undersigned is directed to refer to DGFT U.O. No. O1/82/50/01646/AM16/OES 3ti762 date
02.03.2016 and subsequent letter from M/s Mangalam Drugs & Organics Ltd, for fixation of norr
against export ol Artemether-an anti-malarial drug. lt may be recalled that foltowing norms wer
earlier recommended against some of thes€ applications.

have requested to increase it to 1.75 kg/kg as against 0.50 kg allowed against 1 kg of Artemether.

3) Technical examination: (i) The manufacture of Artemether (M.W 298) from Artemisinin (M.W 28i
is essentially a two slage process. ln the first stage Artemisinin is reduced to get Dihydro Artemisini
(M.W 284). 90.3% ylold is claimed by the applicaot in this stage. During second stage TMOA is use

to convert Dihydro Artemisinin into Artemether crude with 84.4 7o reported yield. Ihe crude en

product is subjected to purification and 91.4 o/o yield is reported by lhe applicant. Considerang th
percentage yields obtained at each stage by the company only 0.52 kg TMOA is the calculate

requiremenl for 1 kg Anemether. Furthermore, in all other applications from other companies n(

more lhan 0.50 kg TMOA has been allowed.

4) The norms allowed for the export product were also based upon roughly same levels of yield

obtained in manufacture of Artemisnin. The DoP has considered 90% optimum yield in first stag(

85% yield in second stage and 95% yield in the purilication stage.

5) ln view of the above, there is no justification for upward revision of TMOA consumption norm

allowed against this application

6) Thrs rssues with the approval ot competent authority

(Barnali Khastgi
Under Secretary to the Government of lndi
Phone: 23323292lEmail barn khast(Anic.i

Directorate General of Foreign Trade,
Department of Commerce,
(Shri Nirmal Kumar, Dy DGFT),
tjdyog Bhawan, New Delhi
Email: nirmal.kuma165@nic-in

(



/



F. No.350 1 1 12361201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O. No. 011821050/00103/AM-17lDES-3t167
dated the 211912017 vide which application from M/s Unimax Laboratories Pvt. Ltd. was sent to this
Department for fixation of norms under para: 4.7 for the export of Clobetasol 17
Propionate/Clobetasol Propionate. This department has examined the matter and the following
norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2A$-20-

S. No. lmport item Norms recommended
for 1ko export

1 Betamethasone 1 00kq

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

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: parveen. 1 9@qov. in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi-1 100'1 1

Email: sk.paniqrahi@nic. in



F. No.350 I I I 151 12012-PI Qllorms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the July,20l2.

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

Labs Ltd.

The undersigned is directed to refer to DGFT U.o.No. 0t18215011101/AMl2lDES-3lr71l dated the
24l0lll2 vide which an application from M/s IPCA Labs Ltd was sent to this Department for fixation of norms
under para: 4.7 for the export of Paroxetine Hcl Hemihydrate. This department has examined the matter and the
following comments are furnished under para4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

多
ぉ

ハ

S. No. lmport ltem Qty. Recommended ke/ke.

1

(-) Trans-4R-(4-Fluorophenyl)-3S-Hydroxymethyl-N-

Methyl Piperidine 0.9511

2 Sesamol 0.55

3 Dimethyl Sulfoxide 2.9293

2. This issues with the approval of Economic Advisor.

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

Qrl.N.Ahuja)
Section Officer

PI-Norms



F. No.350 1 1 I 41 41201 6-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3td floor,
Janpath Bhawan, New Delhi,

Dated: November ,2017

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O. No. 011821050/00041/AM-
18/DES-31243 dated the 251912017 vide which application from M/s Cadila Healthcare
Ltd. was sent to this Department for fixation of norms under para: 4.7 for the export of
Memantine Hcl Tablet 1Omg & 20m9. This department has examined the matter and
the following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l)
2015-20:-

S.

No.
lmport item Norms recommended

10mg 20mg
Memantine Hcl 10.2mg per

tablet

20.4mg per
tablet

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

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone: 23352298
Email: parveen. 1 9@sov. in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi, Email: sk.panisrahi@nic.in
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Subject: - Fixation of norms under para4.7 of Hand Book of Procedures

The undersigned is directed to refer to DGFT U.O.No. 0118215013021AM-L6|DES-3/544
dated the 09107115 vide which application from M/s. Alkaloids Corporation Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Noscapine BP/lloscapine
Hydrochloride BP. This department has examined the matter and the following norms are

furnished under para4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

(Raj Kumar)
Under Secretary to the Government of India

Phone:23071162
Directorate General ofForeign Trade,

Department ofCommerce,

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

F. No.350 1 1 I 43612015-PI Qllorms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the October, 2015

Office Memorandurh
Subject: - Fixation of norms under para4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of

The undersigned
dated the 15/07/15 vide

is directed to refer to I)(}E週 墜J」¬C圧下可る「 0-00 可6/pES-3/609

S.No. Import Item

Qty. Recommended kg/kg.

Noscapine Crude Content 95 % 1.158

which application from M/s. Alkaloids Corporation Ltd was sent to this
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F.No.35011/36/2017¨ PI(Norms)
Government oflndia

Ministry of Chemical&Fertilizers

Department of Pharrnaceuticals

Room No. 302, 3td Floor,
Janpath Bhawan New Delhi,

Dated: October 17,2017
Office Memorandum

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

The undersigned is directed to refer to DGFT U.O.No. 011821050/00866iAM-
17IDES-3/793 dated the 2811212016 vide which application from M/s Alembic
Pharmaceuticals Ltd. was sent to this Department for fixation of norms under para: 4.7
for the export of Clarithromycin enteric coated granules €e4#*a* 42%. This
department has examined the matter and the following norms are furnished under para
4.7 of Hand Book of Procedures (Vol.l) 2009-14: -

2. This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: parveen. 1 9@qov. in

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in

Product to be Exported Raw materials to be imported

Description Qry S.No. Description Quantity for fOθ 0

的

eツ C

Ies 30%
Chtth"dn 273メXンKし

2. Acetdne /ィ508.00 kg

Clarithromycin enteric
coated granules 42%

f000 kg Clarithromycin 403.00 kg

2. Acetone 1031.50 kg



F. No.350 1 1 1217 l2A1 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3td floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-20
case of M/s Divi's Laboratories Ltd.

The undersigned is directed to refer to DGFT U.O. No. 0118210501012231AM-
17IDES-311144 dated the 231312017 vide which application from M/s Divi's Laboratories
Ltd. was sent to this Department for fixation of norms under para: 4.7 for the export of
Free Amine Pivalate Ester. This department has examined the matter and the
following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2015-
2o'.-
S. No. lmport item Norms recommended

for 1kq export
CBZ Aminonitrile 1.49kq

2 Hvdroxyl amine free base - Sao/o 0.60kg

3 Petroleum ether 90 - 100 (Heptanes) 2.30kq
4 lso propyl alcohol 3.06kg

5 Methanol 6.92Bkq
6 Methvl tertiarv butvl ether 3.08kg

7 N-methvl-2-pyrrolid inone 1.51ks
8 Glvcolic acid(70%wet) 0.533kq

9 Palladium metal 0.001lkq
1O Methyl-iediCe 444ire

Hvdrobromic acid 0 98kq

12 Fumaric acid 1.264kg

13 Caustic potash flakes 2.4ks

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

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: Larveen. 1 9@sov.in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer,
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi-1 1001 1

DES― |‖



F. No.350l l/26412012-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals 

udyog Bhawan,
New Delhi, the July,2012.

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

of M/s Satya Deeptha Pharma Ltd.

The undersigned is directed to refer to DGFT U.O.No. 0ll82l50ll450lANll2lDEs-3/41
dated the 09104112 vide which an application from IWs Satya Deeptha Pharma Ltd was sent to
this Department for fixation of norms under para: 4.7 for the export of (1S,4R)-4-(2-Amino-6-
Chloro-5-Formamido-4-Pyrimidinyl) amin![Z-Cyclopentene-1-Methanot (AFC]. This
department has examined the matter and the following comments are furnished under para 4.7 of
Hand Book of Procedures (Vol.l) 2009-l4i

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

1

i+) -2 - Azabicy clo(2.2.1) Hept-Ene- 3 -One

[Vancelactam) 100% 1.832

つ
乙 N-(2-Amino-4,6-Dichloro- 5 -Pyrimidinyl)Formamide 0.764

3 Pyridine 2.872

4 Sodium Borohydride (SBH) 0.226

″Ｄ Methanol 6.058

6 D¨Taltaric Acid 1.06

7 Iso Propyl Alcohol 3.530

& Rriz+rhq5'lvfFrh?ne 2**

2.    This issues with the approval of Econonlic Advisor.

(N.N.Ahuja)
Section Officer

PI-Norms

Directorate General of Foreign Trade,

Department of Commerce,
(Mrs. Lalita Maini, FTDO), Udyog Bhawan, New Delhi.
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F. No.350I II55912014-PI (Norms)
Govemment of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the April, 2015

Office Memorandum
Sub: Fixation of norms under paru 4.7 of Hand Book of Procedures (Vol.l) 2009-14 Case of

M/s. Suven Life Sciences Ltd.

The undersigned is directed to refer to DGFT U.O.No. 011821501652lAMI5|DES-31771
dated the2lll0ll4 vide which an application from M/s. Suven Life Sciences Ltd was sent to this
Department for fixation of norms under para:4.7 for the export of DoxoffIline. This department
has examined the matter and the following comments are fumished under para4.7 of Hand Book
of Procedures (Vol.l) 2009-14:-

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

Iheophylline 0.80 kg/kg

2. Shloroacetal Dehyde Dimethyl Acetal 0.80"
う
０ Potassium Carbonate 0.61"

4. νlcthanol 0.63 "
5. Dimethyl Formamide 0.40"

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

(Barnali Khastgir)
Under Secretary to the Government of India

Phone- 23071162

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



F. No.350 11 13612017-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room No. 302, 3'd Floor,

Janpath Bhawan New Delhi,

Dated: October 17,2017
Office Memorandum

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

The undersigned is directed to refer to DGFT U.O.No. 011821050/00826/AM-
17IDES-3/801 dated the 2611212016 vide .which application from M/s Alembic
Pharmaceuticals Ltd. was sent to this Department for fixation of norms under para: 4.7
for the export of Clarithromycin enteric coated granules 30% and 42o/o. This
department has examined the matter and the following norms are furnished under para

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

2. This issues with the approval of competent authority.

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi, Economic Officer,
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.paniqrahi@nic. in

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone: 23352298
Email: parveen. 1 9@qov' in

DES-III

Product to be Exported Raw materials to be imPorted

Description Qtv. S. No. Description Quantity for 1000
kg

Clarithromycin enteric
coated granules 30%

1004 kg Clarithromycin 273.00 kg

2. Acetone 698.00 kg

Clarithromycin enteric
coated granules 42%

1000 kg Clarithromycin 403.00 kg

2. Acetone 1031.50 kg



F. No.350 1 I I 1381201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,

Dated: October 31,2017

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O. No.01/821050/01068 &

00946/AM-17/DES-3/843 dated the 21312017 & 5111201 Tvide which application from M/s

Amanta Healthcare Ltd. was sent to this Department for fixation of norms under para:

4.7 for the export of Sodium Hyaluronate eye drops O.2Yo. This department has

examined the matter and the following norms are furnished under para 4.7 of Hand

Book of Procedures (Vol.l) 2015-20:-

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

(Parveen Kumar)

Under Secretary to the Government of lndia
Phone:23352298

Email: parveen. 1 9@gov. in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi

Email: sk.paniqrahi@nic.in

S. No. lmport ltem

Norms recommended for 1000

injections

Sodium hyaluronate 20.4gms/1 000 injections
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lPetrochemicals vide their OM No. 4601112212008-PC II dated 8.2.2013, it was decided to

lratify norrns under para 4.7 of HBP v 1 as per details given below or as applied by the

lfirm, whichever is less:
|

Export product Exp.

Qtv.

SI No lmport items Qty. allowed

lntra        Uterine
Contraceptive Device
CU 380 AG

ノ

l No 1 Copper Wire with Silver
core

0 000455 kg

2 HDPE Granules 0.000130 kg

3 Pouches(PlaStiC) Net+10%
4 Compound of LDPE Resin

and Barium Sulphate
0.000560 kg

｀
5 PVC Granules 0.000736 kg

6 HDPE Granules (or Nylon
Resin) MedicalGrade

0.000059 kg

7. Polvoroovlene Granules 0.002092 kq

lntra Uterine
Con\raceptive Device

- Coppel T 380 A
\ \

l No. １
＼

Copper Wire of high
conductivity 99.99% Pure
Coooer

0 000204 kg

2 ＼ HDPE Granules 0 001202 kg

3 Rヽouches(Plastic) Net+10%
4 Ю肱

ｈ
¨

ｅ

‐ｇ

ｕｒ

ｈ

　
ｐ

0 000169 kg

5 Polvpropylene lS<anules 0.0015543 kg

6
:踏退l:‖ tilた累哭

n 0 000415 kg

7 PVC Granules 0 000658 kg

8 HDPE Granules (or Nylon
Resin) MedicalGrade

い 毀 177 kg

IRA rnay take appropriate action as pcr thc decision ofNollllS COmΠ littee.

i  iCasc No.:7/28/82‐ ALC4/2012 Party Namc:MELZER     IMcet No/Date:1/82-   Status:Case
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The undersigned is directed to refer to DGFT U.O.No. 0ll82l50ll0l7l1^Ml2lDBs-
311599 dated the l2l0lll2 vide which an application from M/s Alembic Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Azithromycin Step 3. This
department has examined the matter and the following comments are furnished under para4.7 of
Hand Book of Procedures (Vol.l) 2009-14-

Export Product--- Azithromycin Step 3

(Aza- E ryth ro myci n)-1 kg A

Sub: Fixation of norms under para4.7 of Hand Book of Procedures (Vol.l) 2009-
of M/s Alembic Ltd.

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

F. No.350 I 1 l7 512012-Pl (Norms)
Government of India

Ministry of Chemical & Fertilizers

F. No.350 1 Y l0l 12012-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

New
Office Memorandum

Udyog Bhawan,
Delhi, the 1u1y,2012.

14 Case

(N.N.Ahuja)
Section Officer

PI-Norms

S. No. lmport ltem

Qty. Recommended ke/ke.

1 Erythromycin L85 \.GE
2. Hydroxylamine HCL 0-3E .s.-t

3 Methanol !.09 v-
4 Methylene Sulfonyl Chloride U69 ,66

5 Acetone L.2l U-
6 Ethyl Alcohol .*otLr2, G / L|
子 506on -:-Oggnr

Цヽν炒ψ 黙 eo5a1^tt
2. This issues with the approval of Economic Advisor.

0}



F. No.350 1 | 18612013 -PI (Norms)
Govemment of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the 29th April,2013

Office Memorandum
Subject: - Fixation of norms under paru4.7 of Hand Book of Procedures (Vol.l) 2O0g-14 Case of

The undersigned is directed to refer to DGFT U.O.No. 0ll82l5}l831/AM13/DES-3/930
dated the 15/1lll2 vide which an application from M/s. Tonent Pharmaceuticals Ltd was sent to
this Department for fixation of norms under para: 4.7 for the export of Amtodipine arrd
Valsartan Tablets. This department has examined the matter and the following comments are
furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14l.-

S,No. Export Product Import recommended for lNo. Tablet

1 Valsartan 40 mg Tablets Valsa rtan------40.8 mg

2. Valsartan 80 mg Tablets y'alsartan--------81.6 mg

3. Valsartan 160 mg Tablets /alsartan-------- 1.63.2 mg

4. Valsartan 320 mg Tablets y'alsartan-- -----326.4 mg

Ｄ́

＼山口＼5 mg+臨質m16kgTabl∝ ヴJsattan＼―
‐1632 mg

6. へnlloδ、氏te lヽ mgキ |ミSartan 320 rng、セlCt
y'alsartan_____\zo.+ ms

7. へrnlodipine〕じヽQg+Valsartan 160 rng Taδ kく、、
y'alsartan-------- t\ mS

8. Amlodipine 10 mg NQlsartan 320 mg Tablet ia I sa rta n--------3 26.a\ne

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

(Raj Kumar)
Under Secretary, to the Government of India

PI-Norms

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



´F. No.3 50 1 1 13 18/2013 -PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

New

Office Memorandum
SutteCt‐ FixaliQn of noms under para 4.7 of Halld B00k of ProcedurOs(Vol.1)2009… 14 Casc Qf M/s.

●

The undersigned is directed to refer to DGFT U.0.No.01/82/50/1331/AM13/DES‐ 3/1320 dated
the 18/03/13 vide which representation from M/s. Ranbaxy Labs Ltd was sent to this Department for

flxation of nornls under para: 4.7 for the cxpolt of lrbesartan Tablets/Capsule 75mg, 150mg and

300mg.This department has exanlined the inatter and the fo1lo、 ving nolllls are furnished under para 4.7 of

Hand Book of Procedures(Vol.1)2009-14:―

[A]Norms recommended for lrbesartan

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

l 2-cyano-4-bromomethyl biphenyl 1.04

2. Acetone 0.303

3.

Diazaspiro hydrochloride (2-butyl- 1,3-diazaspiro(4.4)non-

l -en-4-one hydrochloride) 0.88

4. Ethyl acetate 2.275

ξ
フ \4ethylene chloride 1.376

6. Vlethanol 1.057

7. Methylt-butyl-ether 0.74

8. Ioluene 2.789

9. Iri-n-butvltin chloride 0.691

[B] Norms recommended for Tablets/Capsules
Norms for I No. Tablets

S.No. lmport Item 75 1ng 150 mg 300 11lg

l Irbesartan 75.O nlg 150.O lng 300.01■ g

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

(Raj Kumar)

Under Secretary to the Government of India
PI-Norms

Directorate General of Foreign Trade,

Department of Commerce,
(Mrs. Lalita Maini, FTDO), Udyog Bhawan, New Delhi.

Udyog Bhawan,
Delhi. the I l'r' September, 201 3



F. No.350 1 1 I 55012013-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the 2l't November,2013

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

M/s Granules India Ltd.

The undersigned is directed to refer to DGFT U.O.No. 0ll82l50ll224lAM131DES-31291
dated the 26107113 vide which representation from IWs. Granules India Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Compresso CIP 65. This
department has examined the matter and the following nonns are furnished under para 4.7 of
Hand Book of Procedures (Vol.l) 2009-14:-

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

1 iprofloxacin Hcl 0.757

つ

一 Marze Starch 0.159

3. Sodhn Stach Gサcdlate      ~＼ 0.040

4.
Povidoneb&o

0.005

5.
Presalatinir.a SXcn

｀
＼＼       0.025

6.
Magnesium St.*ut"\ ＼     0・

009

7.
＼

Silica Colloidal Anhvdrous ＼  0.005

This issues with the approval of Director (Cost).

(Raj Kumar)
Under Secretary to the Govemment of India

PI-Norms

Directorate General of Foreign Trade,
Department of Commerce,
(Shri R.C. Meena, Dy. DGFT), Udyog Bhawan, New Delhi.



F. No.3501 1 17891201 l-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

」anpath Bhawan,New Delhi,

Dated:September 25,2017
0ffice Memorandum

Sub:― Fixation of norms― App‖cation of M′ s Jodas ExpOirn Pvt.Ltd.,New Delhi.

The undersigned is directed to refer to DGFT U.O.No.01ノ 82/050/129ノAM-17ノ DES―
3ノ 150 dated 19/06/2017 fon″ arding an application of A/1/s Jodas Expoirn Pvt. Ltd.for fixation of

norms against export of loprornide :niect:Ons in various strengths. 丁his department has

exanlined the rnatter and the fo‖ owing norrlls are furnished:―

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

(PaⅣeen Kumar)
Under Secretary to the Government oflndia

E―mall:paⅣ een.19(@9ov.in

Phi-23352298

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi),
Udyog Bhawan, New Delhi.

E-mail. sk. panigrahi@nic.in

Ph: 23061562, Extn.269

Product to be Exported Raw materials to be lmported
S.No Description & Pack Size Quantity Description Quantity in

qmlI00 vials
lopromide lniectiOn 240 mg 10dine/ml ln
50 rnl vials

1 00 vials lopromide 2,618.40 gm

2 lopromide lnjection 300 mg lodine/ ml in
50 mlvials

1 00 vials lopromide 3,272.80 gm

3. lopromide lnjection 300 mg lodinei ml in
100 ml vials

1 00 vials lopromide 6,545.70 gm

4 lopromide lnjection 370 mg lodine/ ml in
30 ml ml vials

1 00 vials lopromide 2,421.90 gm

5 lopromide lnjection 370 mg lodine/ ml in
50 ml vials

1 00 vlals lopromide 4,036.50 gm

6. lopromide lnjection 370 mg lodine/ ml in
100 mlvials

1 00 vials lopromide 8,073.00 gm

7. lopromide lnjection 370 mg lodine/ ml in
200 ml vials

1 00 vials lopromide 16,146.00 gm

8. lopromide injection 370 mg lodine/ ml in
500mlvials

1 00 vials lopromide 40365.{5gm



F. No.350 1 1 12041201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O. No. 011821050/01290/AM-
17IDES-3/1158 dated the 2313117 vide which application from M/s Granules lndia Ltd.
was sent to this Department for fixation of norms under para: 4.7 for the export of
Compresso GEM 70 (Gemfibrozil Granules DC 7A%1. This department has examined
the matter and the following norms are furnished under para 4.7 of Hand Book of
Procedures (Vol. l) 201 5-20:-

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

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: parveen. 1 9@oov.in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi-1 1001 1

Email: sk.paniqrahi@nic.in

Ｓ
．
Ｎ。

lmport item Norms Recommended for
1kq Export

Gemibrozil 0.707kq

2 Preqelatinised starch 0.083kq

3 Maize starch 0 1485kq
4 Sodium starch olvcollate 0.030kq

5 Povidone 0.027kq

6 Sodium lauryl sulphate 0.001 5kg

7 Stearic acid 0 010kq
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F観

品恵
HQ File

:01/82/050/01227/AM13/

Party Name:SARNA Mcet No/Date:2/82‐
CHEMTCALS PVT.LTD. l1ttcuzo3

apprOprlate tion as per the decision of NormiCommittee.

Decision :In the light of writteniomrnents &,i.-d f."; o.prrt.*i 
"rjr,..i*r. *aPetrochemicals vide their U.o No. 14010/4gl200g-ch. II dated ll.4.2ol3,it was decidedto ratifu norrns under Pata 4.7 of HBP vl as per details grr., below or as applied by thefirm, whichever is less:

Export product Exp
Qty.

SI.No. tmport items Qty. allowed

2-(2-Amino  ~
Ethoxy)‐2-Ch10rO
Diethyl

Sulfone/Ethermaine

l kg 2‐Amino Ethoxy Ethanol ■874 kg
2 2-Mercapto Ethanol 0.800 kg
3 Caustic SoOa (tOOoZ.) 0 850 kg

may takc ac

、ノ



F. No.350 1 1 18251201 5-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

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

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O.No. 0118215010002/AM-

17IDES-3/94 dated the 1115116 vide which application from M/s Ami Life Sciences Pvt.

Ltd. was sent to this Department for fixation of norms under para: 4.7 for the export of
Diacerein. This department has examined the matter and the following norms are

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

This issues with the approval of competent authority.

(Rajkumar)
Under Secretary to the Government of lndia

PH:- 23071162

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

S.No. lmport item Norms Recommended
for 1kq Export

1 Aloe emodin 95% 1.05kq

2.



4.,

F. No.350 1 1 I 12212014-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the October, 2014

Offrce Memorandum
Subject: - Fixation of norms under para 4.7 of Hand g*k of procedures (Vol.l) 2OOg-14 Case of

M/s Honest Bio-Vet pvt Ltd.

The undersigned is directed to refer to DGFT u.o.No. 0llgzl5ol993lAM-l4lDES-3i I155
dated the 16101114 vide which application from M/s. Honest Bio-Vet Pvt Ltd was sent to this
Department for fixation of norms under para: 4.7 for the export of Menadione Dimethyl
Pyrimidinol Bisutphite (Feed Supplement). This department has examined the matter and the
following norms are furnished under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14:-

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

l Menadione Sodium Bisulphite (feed grade 94%) 0.918

2. Acetyl Acetone 0.40

3. N- Butanol 0.40

This issues with the approval of Director (Cost).

(Barnali Khastgir)
Under Secretary to the Government of India

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



F. No.350 1 I 17212014-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Udyog Bhawan,
New Delhi, the 21't Aprrl,2}l4

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

of M/s Brundavan Labs Pvt Ltd.

The undersigned is directed to refer to DGFT U.O.No. 0l/82l50l89llAM-L41DES-
311076 dated the 3lll2ll3 vide which application from M/s. Brundavan Labs Pvt Ltd was sent
to this Department for fixation of norns under para: 4-7 for the export of 4-Hydroxy
Carbazole. This department has examined the matter and the following norrns are furnished
under para 4.7 of Hand Book of Procedures (Vol.l) 2009-14 -

(Barnali Khastgir)
Under Secretary to the Government of India

PI-Norms

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

Import Item Qty. Recommended kdkg.

Hydrazine Hydrochloride

This issues with the approval of Director (Cost).



F. No.350 1 1 111012017 -Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-
20 case of M/s Orch Laboratories lndia Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O. No. 011821050/00233 &

00325 & 337/AM-18/DES-3/ dated lhe 141612017 & 211912017 vide which application
from M/s Orch Laboratories lndia Pvt. Ltd. was sent to this Department for fixation of
norms under para: 4.7 for the export of 4-Amino-2-Oxo Pyrimidinyl Oxathiolane-2-
Carboxylic Acid-lso Propyl Methyl Cyclo Hexyl Ester (Cyclohexyl Ester). This

department has examined the matter and the following norms are furnished under
para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

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

(PaⅣeen Kumar)

Under Secretary to the Government oflndia
Phone:23352298

Email:paⅣeen.19ΩoOV.in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer,
Phone No: 23061562, (269),

Udyog Bhawan, New Delhi-110011

Email: sk.paniqrahi@nic. in

DES― |‖

S.No. lmporl item Norms Recommended
For 1kq Export

Glvoxvlic Acid 50% 0.743kg

2 L(―)MenthOI 0.751kg

3 Cvclohexane 0.790kg

4 2, 5-Dihydroxy 1,4-Dithiane 0 327kg

5 Cytosine 0.428kg

6 Hexamethyl Disilazane 0.698kg

7-

…



F. No.350 1 1 111012017 -Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing, 3'd floor,
Janpath Bhawan, New Delhi,
Dated: November ,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 2015-
20 case of M/s Orch Laboratories India Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O. No. 011821050/00233 &

00325 & 337/AM-18/DES-3/ dated lhe 14tG12017 &211912017 vide which application
from M/s Orch Laboratories lndia Pvt. Ltd. was sent to this Department for fixation of
norms under para: 4.7 tor the export of 4-Amino-2-Oxo Pyrimidinyl Oxathiolane'2'
Carboxylic Acid-lso Propyl Methyl Cyclo Hexyl Ester (Cyclohexyl Ester). This

department has examined the matter and the following norms are furnished under
para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

2) This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: perrveen. 1 9@qov.in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer,
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi-1 1001 1

Email: sk. paniqrahi@nic. in

DES― l‖

S. No. lmport item Norms Recommended
For 1kq Export

1 Glvoxvlic Acid 50% 0,743kg

2 L(―)MenthOI 0.751kg

3 Cyclohexane 0.790kg

4 2, 5-Dihydroxy 1,4-Dithiane 0.327ks
5 Cytosine 0.428kg

6 Hexamethyl Disilazane 0 698kq

7 Methvlene dichloride 1.56kq



F. No.3501 1/1 1 0/201 7-(Pl-Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Room no.310, B-wing,
Janpath Bhawan, New Delhi,

Dated: October25,2017

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (Vol.l) 20't5-
20 case of M/s Orch Laboratories lndia Pvt. Ltd.

The undersigned is directed to refer to DGFT U.O. No. 0118210501011571AM-
17|DES-31944 dated the 101212017 vide which application from M/s Orch Laboratories
Pvt. Ltd. was sent to this Department for fixation of norms under para: 4.7 for the
export of 4-(Sulphamoyl Phenyl) Hydrazine Hcl. This department has examined the
matter and the following norms are furnished under para 4.7 of Hand Book of
Procedures (Vol.l) 201 5-20:-

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

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone: 23352298
Email: parveen.l 9@qov. in

Directorate General of Foreign Trade,
Department of Commerce,
Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi
Email: sk.paniqrahi@nic.in

S. No. lmport item Norms recommended
for 1 kq export

1 Sulfan‖amide 0.96kq
2 methanol 0.48kq
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Meet No/Date:19/82‐
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decision of Norms Committee.

02.01.2014

ion : tn the tight of written .orr"ntr.;;il1;;;t nr";i;i6[ri."r, ,;J:hemicals vide their U.o No. 1.401o/6t/2013-ch l dated og.ot.2oL4,it was decided to ratify
I under Para 4'7 of HBP v1 as per details given below or as applied by the firm, whichever isless:

Export product Exp.

Qty.

Si.No. lmpOrtた ems Qty. allowed

AMINOSoL CST l15 l kg 1. PIPERAZINE(N,N‐

IAMINE)68%
0.227 kg

nay raKe appropriate action as the

No。 :14/14/82‐ALC4/2013 Name:AMINES&

1198掲 50/00599/AM14/
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Fo No.350H/80/2010… PI(NollllS)

Goverrment oflndia
Ministry ofCherrlical&Fertilizers

Department ofPharrnaceuticals

Udyog Bhawan,
New Delhi,the lSt(Dctober,2010。

Offlce Memorandum
Sub:Fixation of nollllS under para 4.7 of Hand Book of Procedures(Vol.1)2009-

14 Case ofM/S                   Do l―Rc｀ごお 熱`Ьバ

The undersigned is directed to refer to lDGFT u.ooNo.01/82/50/298/AMl1/DES―

囃 為 器 繊 露 蹴 Fl譜 ゝr認 胤 Tぶ ■ 聡
para:4.7 for the export of(2R― CIS)-5-(4¨AMINO‐ 1,2-DIHYDRO-2-OXO-1…
PYRIMIDI― )-1,3-OXATⅢOLANE¨2-CARBOXYLIC  ACID  (2S,5R)―
METIWL ESTER.This department has examined the lrlatter and the following

comments under para 4.7 ofHand Book ofProcedures(Vol。1)2009-14:…

S,No。 lmport ltem Qty. Recommended ke/kg.

1. GLYOXAuC ACIヮ 50°/0) 僻
"0113

多
qL暉耳コ画

=コ
平R平7輌再爾〕t 仙士翻並呻璽璽丞 ittm

Tハ n         hE ‐0-
一

尋
書 理 壇 璽 ≡ 夏

=望

三 l_____一 一 一 一 一

4. SODIUM BISULPHITE 餅α;8 o.63η

ー
8鋭洲開昨0叩09酵汀E            _ 喘

A 協

7. 2′ 5 DIHYDROXY-1′ 4-DIETHANE 暉 〇・ろhヽ

Ω m

9. TRIEttHYL Aヽ川NE ∝″〇`03句

10。 DI MEttHYL FORMAMIDE 0.23 レ

11. HEXA METHYL DISILIZANE 0。752-

メ

メ
‐ ´ ~~~~~~一

― ―
´
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This issues with the approval of Deputy Director General.

Directorate General of Foreign Trade,
Department of Commerce,
(Shri Shyam Lal, FTDO), Udyog Bhawan, New Delhi.

N.N.Ahtta
Section(Dfflcer

(PI…NORMS)

■ つ コ 剛 旧 閥 Ⅳ

「

日 副 ∩ DIFヽ E 呼

13. METHANE SULPHONIC ACID 0.01 じ″

14. CWOSINE 0。455 け

lE

…

16. TOLUENE 1.82  レ

17. N―HEXANE 3.00  レ/

1只
一

19 METHYLENE DI CHLORIDE 2.03  レ
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F.No.35011/40/2017¨ Pl(Norms)

Government oflndia 即 μ
Ministry of Chemical & Fertilizers

Department of Pharmaceuticals 
Room No. 302, 3d Floor,

JanPath Bhawan New Delhi'

Dated: November 8,2017

Office Memorandum

Sub.-Fixationofnormsunderpara4.7@adilaHealthcareLtd'

The undersigned is directed to refer to DGFT u.o. No' o1l82t5olo0939/AM-17/DEs-3 /805

dated the 28/1 2t2[16vide which anLpptication from rrrr[. caoila Healthcare Ltd' was sent to this

Department for fixation of norms ,gri;; export of pravastatin sodium 10mg, 20mg, 40mg and

g0mg Tabrets. This department has examined the ,rtt"r rnd the foilowing norms are furnished

based upon the DML;;'d composition details provided with the application.

of l No' Tablet
S.

No

lmPort item

ffi
10mg 20mg 40mg oumg

40.80 rng 81.60 rng10.20 rng 20.40 rng
1 258.00 rng

32.25 rng 64.50 rng 129.00 rng
2 lヽinrocrvsta‖ ine(じ e‖ u10Se

409.94 rng
I aetnse Anhvdrous 31.24 rng 102.48 rng 204.97 Fng

3 X/ / ′

ヽ4 αミCC llVhtte HDPE BOttle
益＼ / X X＼

5

6.

7.

100じS゛Ⅳnlle Hり rE DυLuC X＼ KnDE Oハ ++l● ＼
／

一Ｘ
lЭUしし VⅦ製Lじ「 /＼ X

DPE Bottle X＼ ヽ

X ＼ X X /｀

8. HNE BOttl呈
/ / ＼  X

9

10.

::ヽ ′

33 ⅣliV卜4UUし dνわ L‖ ヽ
＼ X X ＼  /

38 MM400 CaPs Line\ X

＼ / X ＼ X
∩△p3R MM PP Wnh PULlミLiner /

ヽM八 X

＼
/

12.

/ 一Ｘ
/ /＼

13. Packing:nsert PraVastatin sOdlum

Tablet               _
equired

2. The inputs from s' no' 4 to 13 are packing^Yflflt and maY be Permitted as Per DGFT's

亀 cttn」品 ‖ど IIまし晶 ILqttЮd as pahe aboVeね
ЫQ

3 This issues with the approval of competent authority'

((Parveen Kumar)

Under secretary to the 
"Hffi:iiSi|rta

Email: Parveen. 1 9@gov'in

Directorate General of Foreign Trade'

Department of Commerce,
(Shri Panigrahi, DY DGFT), ..
h;; No.-+1+, UdYog Bhawan, New Delhi



十ご枷
F. No.3501 1146812014-PI (Norms)

Government of India

Ministry of Chemical & Fertilizers

Department of Pharmaceuticals
UdYog Bhawan,

New Delhi, the FebruarY,2015

Office Memorandum

Sub: Fixation of norms under para 4.7 or Huna gook oiprocedures (vol.l) 2oog-14 case of M/s' Atul

Biosciences Ltd.

The undersigned is directed to refer to DGFT U.o.No. 011921501574,515,573/AM15/DES-

3/51g,513,514 dated-th e [2logll4vide which an application from M/s. Atul Biosciences Ltd was sent to this

Department for fixation of norms under para: 4.7-for the export of N-Benzyloxycarbonyl-L-valine (cBZ'

L-VALINE). This department has examined the matter and tlhe following comments are furnished under para

4.7 of Hand Book of Procedures (Vol'l) 2009-14-

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

(Barnali Khastgir)

Under Secretary to the Government of India
Phone- 23011162

Directorate General of Foreign Trade,

Department of Commerce,
(Shri M.V. Singh, FTDO).

Udyog Bhawan, New Delhi

Qty. Recommended kg/kg.

0.510

----- oA4

S. No. Imporl ltem

L-Valine

Heptane

1

つ
４



F. No.3 50 I t I 620 1201 4-PI (Norms)

Government of India
Ministry of Chemical & Fertilizers

DePartment of Pharmaceuticals

New Delhi, the

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures

CaseoflWs@

The undersigned iS directed to refer to DGFT U.0.No.01/82/50/1159/AM-15/DES―

3/932 dated the 01/01/15 vide which application froII 
Ⅳ1/S.Enaltec Labs Pvt Ltd was sentto

this Department for ixation of nonns under para:4.7 for the export of Febuxostato ThiS

depa■ment has examined 19,atter and the fol10Wing norms are fumished under para 4.7 of

Hand Book ofProcedures(V01.1)2009-14:―

揃

3メ

Udyog Bhawan,
April, 2015

(V01。 1)2009-14
ノ

´
~‐

Qty. Recommended kg/kg.
lmport Item

.勢2 いヘ@ropoxy) PhenYll -4-MethYl- 5 -

iazolecarboxylic Acid Ethyl Ester

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

(Barnali Khastgir)

Under Secretary to the Government of India
Phone- 23071162

Directorate General of Foreign Trade,

Department of Commerce,

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



奮

F No 35011/825/2015-PI(Norms)
Government oflndia

Ministry of Chemical&Fertilizers

Department of PharmaceutlCals

udyog::雷1褻 ,現 1:

Office Memorandum

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

M/s@.
The undersigned is directed to refer to DGFT U.O.No. O1tB2t5Otoo02lAM-17/DES-3/94

dated the 11tst1o vioe *niJ lpprL"tion r., utls Ami I-ife Sciences Pvt Ltd was sent to this

Department for fixation 
"f 

;;;.;;;;t-para. 4.7 for the export of Diacerein. This department has

examined the matter and the following norms are furnished under para 4.7 of Hand Book of

Procedures (Vol.l) 2009-1 4:-

2 This issues with the approval of competent authority'

(Ralkumar)

under Secretary to the Government oflndia
PH: 23071162

Directorate Genera1 0f Foreign Trade,

Depanment Of COmmerCe,

剛yよ鼎:l返P晶 lh

13甲

Norms Recommended
for 1kg ExPort

Aloe emOdin 95%
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F. No.350 1 | 18812013-PI (ltiorms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceutical s

Udyog Bhawan,

Nc、v Dclhi,thc lSt April,2013

Offlce Memorandum

SuЦ eCt:― Fixttion of norlns undcr para 4.7 of Halld Book of Procedures(VOl・
1)2009-14 Casc of M/S

Thc undcrsigned is dirccted to rcfer to DGFT U.0。 No.01/82/50/821/Aヽ413/DES-3/937 dated thc

15/11/12 vide 、vhich an application froln M/s. Aurobindo Pharma Ltd was scnt to this Depaltment for

flxation of norllns under para: 4.7 for the export Of Cefotaxirne Sodium Sterile. This departincnt has

examined the matter and thc fo1lo、 ving coFninents are fumishcd undcr para 4.7 of Hand Book of Procedurcs

(V01・ 1)2009-14:―

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

1 cfotaxime Acid
0.989

2. \ethylamine \ 0178

3.
｀ヽ「
~可

T百ウそ
4. ＼1型

理5. Methyl Iso\yl Ketone

雫6. Activated Car\
爾収

7. 2-Ett yt Hexanoic \d
R.t.*rt, At per Pack[ng PolicY.

8. Al. Canisters \

2. This issues with the approval of Director (Cost)'

(N.N.Ahuia)
Scction Offlcer

PI―Norms

Directorate General of Foreign Trade,

Department of Commerce,
(Mrs. Lalita Maini, FTDO), Udyog Bhawan, New Delhi'



F. No.350 1 | l3l5 12014-PI (Norms)
Government of India

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

W
7etv---

UdYog Bhawan.

New Delhi, the March, 2015

Offlcc NIlcmorandum

sub: F破江ion of noms undcr para 4.7 of Hand Book of Proccdures(Vol・ り2009-14 Case of M/S.Unimax

Chemicals Pvt Ltd.

The undersigned is directed to rcfer to DGFT U.O.No.01/82/50/165/AⅣ
l15/DES-3/dated the

08/09/14 vidc、 vhich an appliCation fl・ olll lV1/S.Unirnax Cherllicals Pvt Ltd、
vas sent to this Departrnent lor

雉 ∫盟訊lぎ胤胤t鰤よ駆¶』認myttЛ7:I官淵l謂霧Ⅷ鳳詰郷
2009-14:―

2. This issues with the approval of I)irector (PI)'

(Barnali Khastgir)

Under Secretary to the Government of India
Phone- 23071162

Directorate General of Foreign Trade,

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

Export Product
Azithromycin Dihydrate USP-?6------------- I kg

Import Recommended

Azithromycin Dihydrate IP… ……三
~~~~~-1工

`襲
唱/kg 、ヽ もЦЦ
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F. No.350 11 18641201 s-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Shastri Bhawan, New Delhi,
Dated: APril 10,2017

Office Memorandum

Sub: - Fixation of norms under para 4.7- Application of M/s Mangalam Drugs & Organics Ltd., Vapi

for export of Artemether-an anti-malarial drug'

The undersigned is directed to refer to DGFT U.O. No. 01t82t5}l}1646/AM16/DES-3/1762 dated

02.03.2016 and subsequent letter from M/s Mangalam Drugs & Organics Ltd, for fixation of norms

against export of Artemether-an anti-malarial drug. lt may be recalled that following norms were

earlier recommended against some ot these appllcatlons.

S.No. lmport ltem Norms applied kg/kg Norrns Reco,(リアnded f°rlkg

1 Artemisinin 1.35 1.235

2 Sodium BorohYdride 0.22 0188

3 Trimethyl Ortho Acetate 1.75 0.50

ed aqai of these applications

rtho Acetate (TMOA) and

have requested to increase it to 1.75 kg/kg as against 0.50 kg allowed against 1 kg of Artemether'

3) Technical examination: (i) The manufacture of Artemether (M.w 298) from Artemisinin (M'W

2g2) is essentially a two stage process. ln the first stage Artemisinin is reduced to get Dihydro

Artemisinin (M.w 2g4). g0.3% yield is claimed by the applicant in this stage. During second stage

TMOA is used to convert Dihydro Artemisinin into Artemether crude with 84.4 % reported yield' The

crude end product is subjected to purification and 91.4 % yield is reported by the applicant'

considering the percentage yields obtained at each stage by the company only 0'52 kg TMOA is

the calculated requirement for 1 kg Artemether. Furthermore, in all other applications from other

companies not more than 0.50 kg TMOA has been allowed.

4) The norms allowed for the export product were also based upon roughly same levels of yields

obtained in manufacture of Artemisnin. The DoP has considered 90% optimum yield in first stage,

85% yield in second stage and 95% yield in the purification stage'

5) ln view of the above, there is no justification for upward revision of TMOA consumption norms

allowed against this aPPlication

6) This issues with the approval of competent authority 
(Barnari Khastgir)

Under Secretary to the Government of lndia

Phone: 23323292/Email : barn. khast@ n ic' i n

Directorate General of Foreign Trade,
Department of Commerce,
(Shri Nirmal Kumar, DY DGFT),
Udyog Bhawan, New Delhi

Email: nrrmal.kuma165@nic.in



ek
F. No.350 1 1 18631201 5-Pl (Norms)

Government of lndia
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

3年

Udyog Bhawan, New Delhi,
Dated: 18 MaY, 2016

Office Memorandum

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

@
The undersigned is directed to refer to DGFT U.O.No. 01t82t50t1596/AM-16/DES-3/1765

dated lhe 2t3116 vide which application from M/s Rnur, pnarma Ltd. was sent to this Department for

fixationofnormsunderpara:,+.7fortheexportofMometasoneFuroateffiiS
department has examined the matter and t'he following norms are furnished under para 4'7 of Hand

Book of Procedures (Vol.l) 2009-14:'

This issues with the approval of competent authority'

(Rajkumar)

Under Secretary to the Government of lndia
PH'- 23071162

Directorate General of Foreign Trade,

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

2

Norms Recommended for

1kg Export

TO-Rtpfra methyl EPoxide/8DM



F. No.350 11 t1551201 6-PI (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

UdYog Bhawan, New Delhi,
Dated: SePtember,2016

Office Memorandum

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

M/s Strides Shasun Ltd.

The undersigned is directed to refer to DGFT U.o.No. 01t82l5ot185/AM-17/DES-3/183

dated the 4t7116 vidie which application from M/s Strides Shasun Ltd. was sent to this Department

for fixation of norms under paia, 4.7 lor the export of Metoprolol rartrate Tablets USP 25mg'

This department has examined the matter and the following norms are furnished under para 4'7 of

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

lmport item

Metoprolol tartrate

Norms Recommended
S.No.

25.50m9１

一
２

一
３

Magnesium stearate 1.49m9

trlticrocrvstalline cellulose (avicel 1 02) 75.21m9

Croscarmellose sodium 11.92m9
4

Lactose anhYdrous

ffi
33.62m9

5
Relevant, as Per Packing PolicY6

2. This issues with the approval of competent authority'

(Rajkumar)

Under Secretary to the Government of lndia
PH'.- 23071162

Directorate General of Foreign Trade,

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



⌒

F No 35011ノ 151/2016-Pi(Norms)
Government oflndia

Ministry of Chemical&Fertilizers

Department of Pharmaceuticals

Udyog Bhawan,New Delhi,
Dated:  August,2016

Office Memorandum

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

M/s U Square Life Sciences (P) Ltd.

The undersigned is directed to refer to DGFT U.O.No. 01lB2l50l190lAM-17iDES-3/185

dated the 4t7lj6 vide which application from M/s U Square Life Sciences (P) Ltd was sent to this

Department for fixation of norms under para: 4.7 for the export of clindamycin injection

60omg/4m1. This department has examined the matter and the following norms are furnished

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

S No lmport item Norms Recommended

1 Clindamycin phosphate us/ 784 22mg/vial

つ
４ This issues with the approval of competent authority'

(Ralkumar)

Under Secretary to the Government oflndia
PH■ 23071162

Directorate General of Fore19n Trade,

Depattment of Commerce,

(Shl M V Singh,FTDO),
Udyo9 Bhawan,New Delhi



鉾

F No 35011/704/2015-PI(Norms)
Government oflndia

Ministry of Chemical&Fertilizers

Department of PharmaceutiCals

Udyog Bhawan, New Delhi,
Dated: 29, APril 2016

Office Memorandum

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

M/s FDG Ltd.

The undersigned is directed to refer to DGFT U.O.No. O1l12l50l1001lAM-16/DES-3/1 '129

dated the 26111t1i vide which application from M/s FDC Ltd. was sent to this Department for

fixation of norms under para: 4.i ior the export of Chloramphenicol Eye Drops 0'5% WV of

i0ml. This department has examined the matter and the following norms are furnished under para

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

S No lmport ltem Norms Recommended

1 Chloramphenicol (Micronized) 0 0525gm/10ml pack

2 This issues with the approval of competent authority'

(Ralkumar)
Under Secretary to the Government oflndia

PH■ 23071162

Directorate General of Foreign Trade,

Depanment of Commerce,

(shn M∨ singh,FTDO),
Udyog Bhawan,New Delhi

ハ

3多
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F. No.350l 1 I 19812014-PI (Norms)

Government of lndia
Ministry of Chemical& Ferlilizers

Department of Pharmaceuticals
UdYog Bhawan.

New Delhi, the October,20l4

Office Memorandum

Subject: - Fixation of norms under para 4.7 of Hand Book of Procedures (vol.l)2009-14 case of M/s Nectar Life Sciences Ltd'

The undersigned is directed ro refer ro DGFT U.o.No. oll82l5ol1l79lAM-l4|DES-3/1391 dated the 24103114 vide which

application from M/s. Nectar Life Sciences Ltd was sent to this Department for fixation of norms under para: 4.7 fot the export of

cefixime Trihydrate. This department has examined the matter and the following norms are furnished under para 4'7 of Hand

Book of Procedures (Vol.l) 2009-14:-

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

Ｌ
　
一
２

GCLE 1 507

Sodium bromide 0.3628

３
．

一
４

．

Iri Phenyl Phosphine 0.820

DMF 1.869

Methylene Chloride 1546

６
．

一
■

一
＆

Formaldehyde
1.H8

Methanol 5117

lhenol 0.3808

９

．

一
１０

．

Butyl Acetate 0302

Eno Carbon
0100

趾

一２

一」

A.cetone
0793

MICA Ester
0.820

lriethylamine (TEA) 0.2717

This issues with the approval of Director (Cost)'

(Barnali Khastgir)

Under Secretary to the Covernment of India

Directorate General of Foreign Trade,

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



霧
F. No.350 11 16141201 5-Pl (Norms)

Government of lndia
Ministry of Chemical & Fertilizers
Deparlment of Pharmaceuticals

Udyog Bhawan, New Delhi,
Dated: 19 February, 2016

Office Memorandum

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

M/s

The undersigned is directed to refer to DGFT U.O.No. 01l82l51t1'180/AM-16/DES-3/1501

dated the 12t1t1o rioe which application from M/s.JndePhytsGnernieals-Pv| Ltd' was sent to this

Department for fixation of norms under paru'.4.7 lor the export otott4?stlel**ll-Drug' This

department has examined the matter and the following norms are furnlEhed under p-ararlTicf Hand

2009-14Rnnk n Procedrrres (Vol

S.

No.

lmport ltem Norms Recommended for

1kg Export

１

．

一
２

．

　

一
３

．

Lactone(D) 1.95k9

C fr t o ro t<et IZ - ( 3 -C h I o ro p ro py I ) -2, 5, 5 -T ri m eth y I -

1,3-Dioxane

1 .81k9

Tetrahydrofuran 5.80k9

2 This issues with the approval of competent authority'

(Rajkumar)

Under Secretary to the Government of lndia

Directorate General of Foreign Trade,

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



W
F. No.35011123312013-PI (Norms) t . ^

Government of India 7ff1
Ministry of Chemi cal &Fertilizer ---

Department of Pharmaceuticals 
Udyog Bhawan,

New Delhi, the 03th JulY, 2ol3

Office Memorandum

Subject: - Fixation of norms und.. pu* 4,.7 of Hand Book of Procedures (Vol.l) 2009'14

Caseof@.

The undersigned is directed to refer to DGFT U.O.No. Oll82l50ll054lAMl3/DES-

311221 dated the 26102/13 vide which an application from lr4/s, tr"ncure Pha"rnaLtd was sent

to this Department for fixation of norms under para:4.7 for the export of colistimethate for

lnjection usp 150 ,glYli#department has examined the matter and the following norms are

furnished under para 4.7 of Hand Book of Procedures (vol .l) 2009-14-

S. No.

1.

Import Item Qty. Recommended.

Colistimethate Sodium USP/EP 403.85 mg/vial

2. Vial Relevant, As Per Packing
policy.3. Stopper

4. Aluminium Seal

2. This issues with the approval of Director (Cost)'

(Raj Kumar)

Under Secretary to the Government of India
PI-Norms

Directorate General of Foreign Trade,

Department of Commerce,
(Mrs. Lalita Maini, FTDO),
Udyog Bhawan, New Delhi.
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F. No.350 11 137912016-Pl (Norms)

Government of lndia

Ministry of Chemical & Fertilizers

Department of Pharmaceuticals
Room No. 302, 3'd Floor,

Janpath Bhawan New Delhi,

Dated: September 6, 2017

Office Memorandum

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

M/s J.B. Chemicals & Pharmaceuticals Ltd.

The undersigned is directed to referto DGFT U.O. No. 01t821050/00660/AM-17/DES-|lll552

dated the 03/1 ot2o16 vide which application from M/s J.B. Chemicals & Pharmaceuticals Ltd'

was sent to this Department for fixation of norms for the export of various medicated throat

lozenges containing Benzocaine as one of the APl. This department has examined the matter

and the following norms are furnished against the export item:

Product to be Exported Raw materials to be imPorted

Description Qυanlily Description Quantity in gm

Benzoca'lne and Getylpyridinium Chloride

Anesthetic Throat Lozenges Flavours Black

Current, Honey Lemon & Other Flavours (Each

lozenge contains Benzocaine 12 mg)

1000

1ozenges

Benzocaine 12.240 gm

genzocaine anO Cetylpyridinium Chloride

Anesthetic Throat Lozenges Flavours lime and

lemon and Other Flavours (Each lozenge contains

Benzocaine 10 mg)

1000

:ozenges

Benzocaine 10.20 gm

ffiinium chloride and

Dextromethorphan Hydrobromide Anesthetic

Throat Lozenges (Each lozenge contains

Benzocaine 1.25 mg)

1000

1ozenges

Benzocaine 1.275 gm

2. This issues with the approval of competent authority.

(Parveen Kumar)

Under Secretary to the Government of lndia
Phone.23352298

Email: parveen.l 9@qov.in

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi, Economic Officer, DES-Ill
ihone No: 23061562, (269), Udyog Bhawan, New Delhi

Email: sk.panigrahi@nic.in



,.\ F. No.3501 | I 145 12014-PI (lt{orms)

Government of India
Ministry of Chemical & Fertilizers

Department of Pharmaceutical s

グ
叩

UdYog Bhawan,

New Delhi, the October, 2014

Office Memorandum

Subject: - Fixation of norms under puru4.7 ,f Hund Book of Procedures (vol.l) 2009-14 case of M/s IPCA

Labs Ltd.

The undersigned is directed to refer to DGFT U.o.No. oll82l5oll198/AM-14IDES-311329 dated the

lglo3ll4vide which application from M/s. IPCA Labs Ltd was sent to this Department for fixation of norms

under para: 4.7 for the export of paroxetine Hydrochloride Hemihydrate. This department has examined

the matter and the following norrns are furnished under para 4.7 of Hand Book of Procedures (Vol'l) 2009-

l4:-

This issues with the approval of Director (Cost)'

(Barnali Khastgir)

Under Secretary to the Government of India

Directorate General of Foreign Trade,

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

Qty. Recommended kg/kg.

-1 f*,ls+n-(4-Fluorophenyl)-3 S-hydroxymethyl-N-

ethyl Piperidine

yl Sulfoxide

S. No. Imporl ltem

1.

,.
;J.

0.810

iesamol 0.55

2.9293



F
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F. No.3501'1/27812016-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

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

Office Memorandum

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

The undersigned is directed to refer to DGFT U.O.No. 01l82l5Ol430lAM-17lDES-31425
dated the 1glOBt2O16 vide which application from M/s Sentiss Pharma (P) Ltd. was sent to this

Department for fixation of norms under para: 4.7 for the export of Kombinil-Duo Eye/Ear Drops
Sml vial. This department has examined the matter and the following norms are furnished under
para 4.7 of Hand Book of Procedures (Vol.l) 2015-20:-

S.No. lmport item Norms Recommended

1 Dexamethasone (l{iceaizedJ.JsPf 5.'tmg/Sml pack

2) This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone: 23352298
Email: parveen..1 9@qov. in

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi

Email: sk. paniqrahi@nic. in



.jx
\e3F. No.350l ll19612014-PI (Norms)

Government of India
Ministry of Chemical & Fertilizers

Department of Pharmaceuticals
Udyog Bhawan.

New Delhi, the October, 2014

Offrce Memorandum

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

Danopharm Chemicals Pvt Ltd.

The undersigned is directed to refer to DGFT U.O.No. 0118215011066lAM-L41DES-3/1389 dated the

Z4l03ll4 vide which application from M/s. Danopharm Chemicals Pvt Ltd was sent to this Department for

fixation of norms under para: 4.7 for the export of l-(4 Methyl Phenyl)-4,4,4 Trifluorobutane-l,3-Dione.
This department has examined the matter and the following noffns are furnished under para 4.7 of Hand

Book of Procedures (Vol.l) 2009-14:-

S. No. hnporl lten'r Qty. Recommended kg/kg.

1 l methyl acetophenone 0.67

つ
４ frifluoro acetic acid 0.67

3. Iso propyl alcohol 0.523

4. Ioluene 0.46

5. Sodium methoxide powder 0.346

This issues with the approval of Director (Cost).

(Barnali Khastgir)
Under Secretary to the Government of India

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



F.No.35011′404′2016‐P!(Norms)

Government oflndia

Ministry of Chemical&Fertilizers

Department of Pharrnaceuticals

′

サセ

Room No. 310, 3td Floor, B-Wing,

JanPath Bhawan New Delhi,

Dated: SePtember 26, 2017

Office Memorandum

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

M/s Zim Laboratories Ltd.

The undersigned is directed to refer to DGFT U.O. No. 01t821050/00061/AM-18/DES-Illl131

dated the 1410612017 vide which application from M/s Zim Labs Ltd. was sent to this Department for

fixation of norms for the export of Nicardipine Hydrochloride Sr Pellets 50 mg. This department

has examined the matter and the following norms are furnished against the export item:

Product to be Exported Raw materials to be imPorted

Description Qυanfily Description Quantity

Nicardipine Hydrochloride SR

Pellets 50 mg (230 mg SR Pellets

contain 50 mg NicardiPine

Hydrochloride)

l kg

暇温ll器de cグ
0.2196 kg

2) This issues with the approval of competent authority.

(Parveen Kumar)
Under Secretary to the Government of lndia

Phone:23352298
Email: parveen. 1 9@gov. in

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi, Economic Officer, DES-Ill
Phone No: 23061562, (269),
Udyog Bhawan, New Delhi
Email: sk.paniqrahi@nic.in



句昴 絲
'!^ F.No.350'1 1141412016-Pl (Norms)

Government of lndia
Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Shastri Bhawan, New Delhi,
Dated: SePtember 8, 2017

Office Memorandum

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

Application of M/s Cadila Healthcare Ltd.

The undersigned is directed to refer to DGFT U.O. No. 011821501719/AM-17/DES-3/623

dated the23t11t21i6 vide which an application from M/s Cadila Healthcare Ltd. was fonruarded to

this Department for fixation of norms for the export of Mebeverine Hcl 200m9 Tablets. This

department has examined the matter and the following norms are recommended against this

application:-

S.No. Import Product Norms Recommended

1 Mebeverine Hcl BP 204mgper tablet

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

(ParVeen Kumar)
Under Secretary to the Govemment oflndia

E―mail:paⅣ een。 19@gov.in

Ph:-23352298

Directorate General of Foreign Trade,
Department of Commerce,
(Shri S.K. Panigrahi),
Udyog Bhawan, New Delhi.

E-mail : sk.panigrahi@nic. in

Ph:23061562,Extn.269
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βθ3´F. No.350 1 1 18641201 5-Pl (Norms)
Government of lndia

Ministry of Chemical & Fertilizers
Department of Pharmaceuticals

Shastri Bhawan, New Delhi,
Dated: April 10,2017

Office Memorandum

Sub: - Fixation of norms under para 4.7- Application of M/s Mangalam Drugs & Organics Ltd., Vapi for
export of Artemether-an anti-malarial drug.

The undersigned is directed to refer to DGFT U.O. No. 01182150101646/AM16/DES-3/1162 dated
02.03.2016 and subsequent letter from M/s Mangalam Drugs & Organics Ltd, for fixation of norms
against export of Artemether-an anti-malarial drug. lt may be recalled that following norms were
earlier recommended against some of these applications.

S.No. lmport ltem Norms applied kg/kg Norms Recommended for 1kg
Artemether

Artemisinin 1.35 1.235
2 Sodium Borohydride 0.22 0.188
3 丁面methv1 0rtho Acetate 175 050

2) The applicant has represented against reduced quantity of Trimethyl Ortho Acetate (TMOA) and
have requested to increase it to 1.75 kg/kg as against 0.50 kg allowed against 1 kg of Artemether.

3) Technical examination: (i) The manufacture of Artemether (M.W 298) from Artemisinin (M.W 282)
is essentially a two stage process. ln the first stage Artemisinin is reduced to get Dihydro Artemisinin
(M.W 284).90.3% yield is claimed by the applicant in this stage. During second stage TMOA is used
to convert Dihydro Artemisinin into Artemether crude with 84.4 % reported yield. The crude end
product is subjected to purification and 91 .4 o/o yield is reported by the applicant. Considering the
percentage yields obtained at each stage by the company only 0.52 kg TMOA is the calculated
requirement for 1 kg Artemether. Furthermore, in all other applications from other companies not

more than 0.50 kg TMOA has been allowed.

4) The norms allowed for the export product were also based upon roughly same levels of yields

obtained in manufacture of Artemisnin. The DoP has considered 90% optimum yield in first stage,

850/o yield in second stage and 95% yield in the purification stage.

5) ln view of the above, there is no justification for upward revision of TMOA consumption norms

allowed against this application

6) This issues with the approval of competent authority

(Barnali Khastgir)
Under Secretary to the Government of lndia
Phone: 23323292/Email : barn. khast@nic. in

Directorate General of Foreign Trade,
Department of Commerce,
(Shri Nirmal Kumar, Dy DGFT),
Udyog Bhawan, New Delhi

Email: nirmal.kumar65@nic. in
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Case No.B-3(Pa rt― ll
ViMAL DRUGS PRIVATE LIMITED

01/83/050ノ 00351/AM13/DES― lll

Adv.Lic.No 5う 10o525o4dated 08.05.2012RA File No.09/24/040/00049/AM13

epaltn]entofP|rat.nraceuticalsvidetheiroM

No. 350 ll1622/2012-pl(Nomrs) dated 21.04.2014, it was decided to revise tlte nornrs under Para 4'7 of

details ve ri below or as ied by the

Export ProdLrct Export
Ouantity

Ｓ
，
Ｎ

Impofi ltem Qt,:AI10"ё d

kゴkg

chOlic Acid ０
む

l 0×―Bile Paste(Solid COntant 75%+10%)

Cholic acid conteili 3 1%± 1%by HPLC
4.18

RA concerned may take further necessary ac!9n qs per above decisi.gn of NC.


