
〆1

Orlce oF Directorate Ceneral of Foreign Trnde

New Delhi-0

Para 4.7 Decision

Minutes of the Meeting No. 13182-ALC4l20l8 dated 14.01.2019 (actually held on 22.01.2019,23.01.2O19 and
07.02.2019) for considering the cases/issues under Duty Excmption Scheme (Chapter-4) of Foreign Trade
Policy, 2015-20 pertaining to Chemical and Allicd products falling under Chapter 29 and 30, held under the
Chairmanship ofShri Satyan Sharda, Addl. DGFT in Room No.l1, Udyog Bhawan, New Delhi.

Following mcmbcrs wcrc present:-
Shri Nirmal Kumar, Dy. Director Gcneral ofForcign Trade
Shri S.K. Pangrahi, Economic Officcr
Consultant, Technical Expcrt Pharmaceuticals
Consultant, Technical Expert Chemicals

The committec went through the minutes of earlier meeting No. l2I82-ALC4/2018 MEETING DATE :

12.12.2018 (actually held on 13.12.2018, 14.12.2018 and 04.01.2019)_and approved the same.

MEETING NUMBER

Case No:167/13/82-

ALC4′ 2018

Case No:434/13′ 82-

A【′C4/2018

1HQ Fnc

:O1/82/050/01412/AM19/

:13/82‐ALC4/2018 MEETINC DATE:14012019
(aCtualy hcld On 22 01 2019,23 01 2019 and 07 02 2019)

Party Namc:ViVEK        Mcct No′ Datc:13/82-    Status:
PHARMACHEM(INDIA)   IALC4/2018         Approved ‐

LTD,

HQ Fnc              RLA Flle
:01/82/050/011451へM19/      :13/24′ 040/00031/AM12/

■4012019

Lic No′ Datc:1310043417
119062013

Decision: The Committec considercd case as pcr agcnda and in thc prcscncc ofthe tcchnical expcrts, it
was dccidcd to ratify thc ad-hoc input output norms undcr para 4.7 of HBP as per dctails below or as applicd
by firm whichcver is lower:

Export product Qty SI

No
Import items Qty

HYDROCORTISONE
SODIUM SUCCINATE FOR
INJECT10N USP 100mg

lNumbcr 1 HYDROCORTISONE
SODIUM   SUccINATE
STERILE   BUFFERED
(BICnd Of HydrocortisOnc
Sodium Succinatc USP &
Stcrilc Sodium Carbonatc)

1 l0 mg / vial

VIALS Relcvant as per

packing policy
RA may take appropriatc action as per the decision ofNorms Committec.

Palty Namc:MOREPEN
LABORATORIES LTD,

ミ_A Filc

:05/24/040/00120/AM14/

Mcct No′1)atc:13/82-

ALC4/2018
14012019

‐Lic No′ 1)atc:0510360081

17072013

Status:
Approved

IDecision:  Thc Committcc considcrcd thc case as per agcnda in thc prcscncc of Tcchnical Expcrts and in
thc lighl oF carlicr dccision takcn by NC in its Mccting No 5/82-ALC4/2015, datcd 25 06 2015, it was

dccidcd to ratl″ thC ad hoc input Output nonlls undcr para 4 7 of HBP as Pcr dCtans bclow Or as applicd by

flrm whichcvcr is lowcr



No

Rosuvastatin
Calcium

lkg 1 Tert-Butyl-2-((4R,6S)-6-(E)-2-(4(-(4-fluorophenyl)-
6-isopropyl-2-[N-methyl (methylsulphonyl)amino]
pyrimidin-5-yl) vinyl)-2,2-dimethyl-1,3-dioxanc-4-
yl)acetate

1 425 kg

Mcthanol 2 53 kg

3 Tert-butyl methyl ether (MTBE) 0 79 kg

RA may take appropriate action as pcr the dccision ofNorms Committee.

Case No.:430/13782-       Party Namc:MOREPEN     Mcct No′Datc:13/82-   Status:
IALC4/2018            LABORATORIES LTD,    ALC4/2018         Approved

14012019

‐HQ Filc             RLA Filc            ‐Lic No′ Datc,0510387695

:01/82/050/01408/AM19/      :05/24/040/00087/AM15/      129052014

Decision:   Thc Committce considcrcd thc casc as pcr agcnda in the prcscncc of Tcchnical Expcrts and in

lhe light of carlicr decision takcn by NC in its Mccting No 5/82-ALC4/2015, datcd 25 06 2015, it、 vas

dccidcd to ratitt thC ad hoc input output norms undcr para 4 7 ofHBP as pcr details bclow or as applied by

inn whichcvcris lowcr

Export product Qty 針

Ｎ。

Impoft items Qty

Rosuvastatin
Calcium

lkg 1 Tert-Butyl-2-((4R,6S)-6-(E)-2-(4(-(4-fluorophenyl)-
6-isopropyl-2-[N-methyl (methylsulphonyl)amino]
pyrimidin-5-yl) vinyl)-2,2-dimethyl-1,3-dioxane-4-
Yl)acetate

1 425 kg

2 Mcthanol 2 53 kg

3 Tert-butyl methyl ether (MTBE) 0 79 kg

RA may take approp atc action as pel the dccision of Norms Committee.

Case No:198/6/82-AI′ C4ノ2014
~厩

辮
面 b慇2-

114012019

Pa●y Namc:MOREPEN
LABORATORIES LTD, 師「

I

「

~~~~
HQ Fnc              RLA Filc
:01/82/050/00600/AM15/       :05/24/040/00145/AM15/

Lic No′ 1)ate:0510389652

11072014

Decision: The Committee considered the case as per agcnda in thc prcsence ofTechnical Experts and in

thc light of earlier decision takcn by NC in its Mecting No. 5/82-ALC4/2015, dated 25.06.2015, it was

decided to ratifu the ad-hoc input output norms undcr para 4.7 of HBP as per dctails bclow or as applied by

firm whichever is lower:

Export product Qty 鉗

Ｎ。

Import itcrns Qty

Rosuvastatin
Calcium

lkg 1 Tcrt-Butyl-2-((4R,6S)-6-(E)-2-(4(-(4-fluorophenyl)-
6-isopropyl-2-[N-mcthyl (methylsulphonyl)amino]
pyrimidin-5-yl) vinyl)-2,2-dimethyl-1,3-dioxane4-
yl)acetatc

1 425 kg

2 Mcthanol 2 53 kg

3 Tert-butyl mcthyl ether (MTBE) 0 79 kg

, RA may take appropriatc action as per thc decision ofNorms Committcc.
」



Case No:477713/82-
ALC4/2018

HQ Filc

101/82/050/01455/AM19/
RLA Filc
134/24/040/003407AM 15/

Lic No′つatc:3410041070  .

20032015

珈 … 旺 |

Decision: The Committee considcrcd thc casc as pcr agcnda in thc prescncc of Technical Experts and it
was dccidcd to ratify the ad-hoc input output norms under para 4.7 ofHBP as pcr dctails below or as applied
by firm whichcvcr is Iower:

Export product Qty 針

Ｎ。

Import items Qty

Clobetasole Propionate BPfu SP l kg 1 Bctamcthasonc BP tlSP/1P 1 00 kR

RA may takc appropriate action as per thc decision ofNorms Committce.

Case No:470/13/82-       Party Namc:FINE CURE    Mcct No/Datc:13/82-    status:
I ALC4/2018             PHARMACEUTICALS LTD IALC4つ 018         Approved

|1麒蔦
」
lu趾
__~群
櫛Ⅲ鼎|卜08/24/040/00467ノ AM15/

銚

Ｎ。

Export product Qty 針

Ｎ。

Import items Qty.
allowed

1 CO―AMOXICLAV
TABLETS BP625 MG OR
AMOXIcILLIN WITH
CLAVULANATE
POTASSIUM TABLETS
625 MG IP′υSP

5000000000
Tablcts

1 AMOXICILLIN
TRIHYDRATE
IP′υSP/BP

58524
mνTablCt

2 POTASSIUM
CLAVULANATE
DILUTED IP′BP WITH
MICROCRYSTALLINE
CELLULOSE(1:1)

303773
mg/Tablet

3 ALUMINItlM
LAMINATED   FOIL
PRINTED

Relevant as

per packing
policy

4 ALU ALU BOTTOM
FOIL FOR BLISTER
PACK

Relevant as

per packing
Dolicv

2 CO‐AMO測 CLAV FOR
ORAL SUSPENS10N BP
2285 DRY SYRUP
(100ML)

100000000
Bottlcs

1 AMOXICILLIN
TRIHYDRATE
IP′USP/BP

4200 mg

2 POTASSIUM
CLAVULANATE
DILUTED IP/BPヽ VITH
MICROCRYSTALLINE
CELLULOSE(1:1)

1414193

mg

,cnda and dclibcratcd On thc mattcr in thc prcsencc ofthc
d―hoc inpu1 0utput norrns undcr para 4 7 of HBP as per

er:

〕r abovc dcclslon of NC



il絣

萌3/82‐
[霰詰買題器出RTD

[面高 硯悪L/82
lALC4/2018

114012019

Status:
Approved

HQ File

:01/827050/01447/AM19/

RLA Fnc
:08/24/040/00116/AM16/

Lic No/Datc:0810135720

22072015

and deliberated on the mattq in the prcsence of
input output norms undcr para 4.7 of HBP as per

―

一Decision: The Committee considcred case as per agcnda
the technical experts and it was decided to ratifo the ad-hoc
details below or as applied by firm whichever is lower:

訛
ヽ

Export product Qty 跳
ヽ

Import items Qty

1 CO― AMOXICLAV TABLETS
BP 625 MG OR AMOXICILLIN
WITH CLAVULANATE
POTASSI」 M TABLETS 625
MG IP/BP/
USP

10000000000
Tablcts

1 AMOXICILLIN
TRIHYDRATE
IP′USP BP
(lMPORTED),1 16 Kg
cquivalcntto l Kg

AFnOXiCillin

58528
mg/tablct

POTASSIUM
CLAVULANATE
DILUTED IP/BP WITH
MICROCRYSTALLINE
CELLULOSE(1:1)ThC
Potassium Clavulanic

dilutcd IP/

BP withヽ licrocrystallinc

Ccllulosc(1:1),2 40 kg

equivalcnl of l kg activc

Of Clav、lanic Acid

303773
mgんablet

3 ALUMrNIUM
LAMINATED FOIL
PRINTED

Relevant
as Per
packing
policy

4 ALU ALU BOTTOM
FOIL FOR BLISTER
PACK

Relevant
as per
packing
policy

2 CO―AMOXICLAV TABLETS
BP 50 MG OR AMOXICILLIN
WITH CLAVULANATE
POTASSIUM TABLETS 50 MG
IP/BP/

USP

200000000
Tablcts

5 AMOXICILLN
TRIHYDRATE
IP/USP′BP
(IMPORTED),116 Kg
cquivalcntto l Kg

Arnoxicilln

4682
mgんablet

POTASSIIJM
CLAVULANATE
DILUTED IP/BP WITH
MICROCRYSTALLIblE
CELLULOSE(1:1)ThC
Potassium Clavulanic

d‖ utcd IP′

BP with Microcrystallinc

Ccllulosc(111),2 40 kg

cquivalent of l kg activc

of Clav■lanic Acid

2430
mg/tablct

CO‐AMO測 CLAV TABLETS
BP 250 MG OR AMOXICILLIN
WITH CLAVULANATE
POTASSItlM TABLETS 250
MG IP BP/

200000000
Tablcts

7 AMOXICILLIN
TRIHYDRATE
IP/USP′ BP
(34PORTED),116 Kg
cquivalcntto l Kg

23411
mg/tablct

一
|



USP Amoxicillin

8 POTASSIUM
CLAVULANATE
DILUTED IP/BPヽ VlTH
MICROCRYSTALLINE
CELLULOSE(1:1)ThC
Potassiurn Clavulanic

dilutcd IP/

BP with Microcッstallinc

CcHulosc(1:1),2 40 kg

cquivalcnt of l kg activc

of Clavulanic Acid

12150
mg/tablet

4 CO―AMOXICLAV TABLETS
BP 500 MG OR AMOXICILLIN
WITH CLAVULANATE
POTASSIUM TABLETS 500
MC IP/BP/
USP

200000000
Tablets

9 AMOXICILLIN
TRIHYDRATE
IP/USP/BP

(lMPORTED),116 Kg
cquivalentto l Kg

Amoxicillin

46822
mg/tabに t

10 POTASSItlM
CLAVULANATE
DILUTED IP/BP WITH
MICROCRYSTALLINE
CELLULOSE(1:1)ThC
Poセssium Clavulanic

dilutcd IP/

BP with MicrOcrystalline

Ccllulose(1:1),2 40 kg

equivalent of l kg activc

or clavυlanic Acid

24302
mytablct

Case No.:191/13/82-

ALC4/2018
Party Namc:NATURAL&   Mcct No/Datc:13/82‐    status:   

‐

ESSENTIAL OILS PVT LTD, IALC42018         1Deferred

l                          114012019             1          1

鶴角魔話022αAm″       

「

|

HQ File

101/82/050/01169/AM19/

Case No.:112/20/82-

ALC4/2015
Pa●y NamciSUPREET
CHEMICALS PVT LTD

RLA Filc

Mcct No/Datc:13/82-
~巨
面

「

~~|
IALC4/2018
14012019

Lic No Datc:0310800620

IDeFerred

8

」‐‐
９
ヒ

RLA Filc

Decision: Thc Committee considercd the casc as per agcnda and it was decided to refcr the casc to Coffce
Board for its comments and also call thc firm for pcrsonal hcaring to explain the case.

HQI■ lC

:01182/0501016951AM|6/ :03195/040/00646/AMt6t 03.t2.ZOts
Decision: The Committce noted that thc 4.07 application of subject Advancc Aurhorization is nor
available. Hence, it was decided to call for a copy of 4.07 application ofthc subject advancc authorizalion
from RLA, Mumbai with completc technical details as per Appendix 4E along wit'h Chemical reaction, stage
wisc yield ofproducrion and molccular weight from the firm.

Case No.:468/13/82-

ALC4/2018
10

Paty Namc:FINE CURE     Mcct No′ つatcl1 3/82-    status:
PHARMACEUTICALS LTD  ALC4/2018         Approved

14012019

Lic No/Datc:0810136646HQ Fnc ‐RLA Fllc

RA conccmed may take furthcr nccessary action as per above dccision of NC.



:01/82/050/01446/AM19/ 108/24/040/00300/AM16/ 04122015 |                                          |

Decision: Thc Committce considcred case as per agcnda and dclibcratcd on thc matter in thc prcsence Of

the technical experts and it was dccidcd to ratil, the ad-hoc input output norms under para 4.7 ofHBP as per
details below or as applied by firm whichever is lower:

SI

No
Export product Qty Si

No
Import items Qty

allo、vcd

1 CO―AMOXICLAV
TABLETS BP 625 MG OR
AMO測 CILLIN WITH
CLAVULANATE
POTASSIUM TABLETS
625 MG IP′1」SP

5000000000
Tablcts

l AMOXICILLIN
TRIHYDRATE
IP/USP/BP

58524
mυTablCt

2 POTASSIUM
CLAVULANATE
DILUTED IP/BP WITH
MICROCRYSTALLINE
CELLULOSE(1:l)

303773
mg/Tablct

3
ALUMINItlM
LAMINATED   FOIL
PRINTED

Relevant
as per
packing
policy

4 ALU ALU BOTTOM
FOIL FOR BLISTER
PACK

Relevant
as per
packing
oolicY

CO―AMOXICLAV FOR
ORAL SUSPENSION BP
2285 DRY SYRUP
(100ML)

100000000
Botlcs

1 AMOXICILLIN
TRIHYDRATE
IP USP BP

4200 mg

POTASSIn4
CLAVULANATE
DILUTED IP/BP WITH
MICROCRYSTALLINE
CELLULOSE(1:1)

1414193

mg

,RA ioncemed may take furthcr neccssary action as pcr above decision ofNC.

ffiredcaseasperagendaanddeliberatedonthematterinthePresenceof
'thc rechnical expens and it was decided to ratily the ad-hoc input output norms undcr para 4.7 ofHBP as per

1 1 details bclow or as applied by firm whichever is lower:

Expon product Qty 訛

Ｎ。

Import itcms Qty

TABLETS/CAPSULES
CLARITHROMYCIN
TABLETS 500MG

380000000
Numbcr

1 RELEVANT BULK DRUG
CLARITHROMYCrN
USP7BP/1P

510 myTablct

IRAconcemed maytake imhcrncccssaryac■ on as per above decision ofNC.

「 卿
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pecisior  TheCOnwi“ ∝ CTSittTdCase aspcr

Pa●y Namc:TATVA Mcct No′ 1)atcl1 3/82‐

ALC4/2018
14012019

Status:
ApprovedCHINTAN PHARMA CHEM

PVT LTD

6

PN"ν
B/82 ALC4/2018



O"airion, The Committcc considered thc case as pcr agenda in thc prcscncc of Technical Expens and in

thc light of earlier decision takcn by NC in its Mecting No. 5/82-ALC4/2018, dated 25.07.2018, it was

decided to ratif the ad-hoc input output norms under para 4.7 of HBP as per details bclow or as applied by
firm whichcver is lower:

Export product Exp

Oty

Sl

No
lmport items Qty. allowed

METHYL     TRIBUTYL
Aヽ岱10NIUM  CHLORIDE

l kg l TRIBUTYL AMINE 0 619 kg

2 ACETONITRII´E 0 125 kg

RA concemed maytakc m● her necessary acJon as per above dcdsion OfNC

Case No■ 473/13/82      ],IyNamoENVEE DRUGS IMcctNo7Datc13/82   ,tatuS:
― ―

 ^^´ ^              |ALC42m8   卜宙 LTD    
肝 陽

oず

   IApp罵
輸

|         11401
HQ FIL~~~~RLA Flk         bcNo/Datc3410042181-
:01/82/050/01456/AM19/     :34/24/040/00036/AM17/      19052016

Decision:   Thc COnlmittcc cOnsidcrcd casc as pcr agenda and dclibcratcd on thc mattcr in thc prcscncc of

thc tcchnical cxpcrts and l was dccidcd to ran～ thC ad hOc input Output norms undcr para 4 7 oF HBP as pcr

dctails bclow or as applicd by flrnl whichcvcr is lowcr

Export product Qty Sl

No
Import items Qty

CLOBETASOL
PROP10NATE BP/USP

1 00 kg 1 BETAMETHASONE
BP′EP/1P′USP

1 00 kg

RA conccmcd may take firrthcr nccessary action as pcr above dccision ofNC.

Case No.:1/13/82-ALC4/2018‐ P征ッ NamciSOMU ORGANO Meet No Datc:13/82-   Status:

I                    CHEM PVT LTD,        ALC4/2018         Approved
14012019

HQ Filc             RLA Filc            Lic No′ つatc:0710H0874
:01/82/050/00979/AM19/      :07/24/040/00320 AM 17/      130122016              1

Decision: Thc Committcc considcrcd casc as pcr agcnda and dclibcratcd on thc matter in thc prcscnce ofthc

14 tCChnical cxpcrts and i was dccided to rati～ thc ad― hOc input output nOrlns undcr para 4 7 of HBP as pcr
dctails bclow or as applicd by flnn、 vhichcvcr is lo、 vcr:

| | Export product Qty Sl

No
Impon items Qty

1,3‐ CYCLOHEXANED10blE l kg 1 RESORCINOL 1 196 kg

IRA conccmcd maytake n"thcr ncccssary action as pcr abovc dccision of NC

[TttALC4/狙爾甲鵬蔦翻

『

げ
町

1脱泉鵬:鳳ふ
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~密
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~「~~~~~~~~―――
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ision: The Committee consiaereJ tle 
"ar" ^ 

p"i A"ra" i, tf" pr"r*"" .f f""f,"ii;i E-p;";-
light of earlier decision taken by NC in its Meeting No. 2/82-N-c4/2018, dated 16.05.2018, it u
ded to ratiry the ad-hoc input output norms under para 4.7 of HBp as per details below or as applied
whichever is lowcr:

Export product Qty 針

Ｎ。

Import items Qty

TCPC ― CAT _ 18 (METHYL
TRIOCTYL        AMMONIUM
CHLORIDE)
METHYL TRI(C-8, C‐ 10)ALKYL
AMMONItlM  cHLORIDE  CAS
No 63393‐ 96‐4 ASSAY 88-92%

l kg 1 ALA卜IINE336 0R TRI
OCTYL DECYL AMINE
TRI(C‐ 8,C10)ALKYL
AM「NE

0 845 kg

concemed may take furthcr action as per above decision of NC

d in

was

i by

nccessary pcr
J

|

4/2018 Pa● y Namc:RECKITT
BENCKISER HEALTHCARE
INDIA PRIVATE LIMITED

HQ Filc

101/82/050/00998/A■419/

RLA File

:05/24/040/00535/AM17/
Lic No/Datc:0510401413

30012017

Decision: Deferred for comments ofTE. 」

Case No.:20/13/82-ALC

16

‐HQ Filc
:01/82/050/01137/AM19/

Namc:VDH CHEM
PVT LTD

RLA Filc

105/24/040/006117AM 17/

¬

Lic No′ 1)atc1051 0401857

06032017

「F湧庶F面
藤

ｓａｎｄｉｔ岬　　　「‐コ

Export product Qty 鉱

Ｎ。

Import items Qty

CLOBETASOL
PROPIONATE BP7USP

l kg 1 BETAMETHASONE
IP BPt」 SP EP

1 00 kg

cision: The Committee considered the case as per agenda in the prescncc of Technical Expcrts and
s decided to ratify the ad-hoc input output norms undcr para 4.7 of HBP as pcr details below or as appli
firm whichever is lower:

Export product Qty 趾
Ｎ。

lmport items Qty

|

―
―

―

―

―

―

―

コ
RA concemed may takc nrther neccssary action as per above dcclsion of NC

Case No.:479/13/82-

ALC4/2018

HQ Filc

:01/82/050/01457/Aヽ419/

IDecision:   Thc Committce considcrcd casc as pcr agcnda and dclibcratcd on thc mattcr in thc prcscncc of

17肥∬認獄IWttξ郡亀:″lttC‖1儡■
it出
∬
~h°C mp轟。mpm norms undcr para 47 ofHBP as pcr



META CRESOL(Othcr Crcsols And
Their Salts)

l kg 1 CREYSLIC ACID/META―
PARA CRESOLS

1 10 kg

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

Case No.:451/13/82-

ALC4′ 2018
Paty Namc:AMI ORGANICS
PVT LTD

Mcct No/Datc:13/82

ALC4/2018
14012019

ｄＶ

Ｓ

　

Ｏ

Ｓｔａｔｕ

柳

19

‐HQ Fnc
:01/82/050/01429/AM19/

RLA Filc

:52/24/040/00086/AM17/
Lic No′ Datc:5210042219 1
23032017

Decision: Thc Comminee considercd casc as per agcnda and delibcrarcd on thc mancr in the presence of
thc technical experts and it was decided to ratify the ad-hoc input output norms undcr para 4.7 ofHBP as per
dctails below or as applicd by firm whichever is lower:

Export product Qty Sl
No

Import itcms Qty

1,2,4-TRIAZOLO(4,3‐ a)
PYRIDIN 3(2H)-ONE-980/0
MIN

l kg 1 SEMICARBAZIDE HCL‐ 99%
MIN

2 806 kg

2-Chloro Pyridine 1 37 kg

Mono Ethylenc Glycol 1 45 kg

IRA conccmcd may takc nュ rthcr ncccssary action as pcr abovc dccision Of NC

「

Case No:472/13/82-
ALC4/2018

Party Name:SWISS Mcct No′つatc:13/82-

ALC4/2018
14012019

Lic No7Date10810140325

1粗
d

「
~~~~

,PARENTERALS PVT LTD

RLA F‖ cHQ Filc

:01/82/050/01450/Aヽ419/    :08/24/040/00042/AM18/      19052017

∬撫F肺‖楡∬辮蕊鮒i嚇ギ器TW鮮
matter in the prcscnce

undcr para 4.7 of HBP

‐20

SI

No
Expon product Qty Sl

No
Import items Qty

1 MEROPENEM FOR
DヾJECT10N lGM
EACH VIAL CONTAINS:
MEROPENEM
TRIHYDRATE
EQUIVALENT TO
MEROPE■ lEM
ANHYDROUS 1000MG
SODUM CARBONATE
EQUIVALENT TO
SODIUM 90 2mg

100425000
Numbcr

l MEROPENEM
TRIHYDRATE
USP BP/1P/CEP/EP

1255mノ
l gm vial

MEROPEblEM FOR
INJECTION 500MG
EACH VIAL CONTAINS
MEROPENEM
TRIHYDRATE
EQUIVALENT TO
MEROPENEM
ANHYDROUS500MG
SODIUM CARBONATE

250000000
Number

MEROPENEM
TRIHYDRATE
USP/BP/1P/CEPttP

6275
mg/500 mg
vial

|



10

EQUIVALENT TO
SODIllM 45 1MG

concemed may take further necessary action as pcr abovc dccision ofNC.

「
―
―
∃

ICase No.:391/4/82-ALC4/2017

Case No:206′ 13/82-

ALC4/2018

瑕

ORGANIC Mcct No′ Datc:13/82-
ALC4/2018
14012019

Lic No/Datc:0310813432

22052017

Lic No/Datc:0710111893

20072017

and it was decided to call for following

ｄ

Ｓ
　
ＯＶ鰤枷

鵬 疏 50Ю0399/AMIⅣ  脂 λ棚 ∽ ∝ 55/AMW冊疏50Ю
"99/AMW

Complete set of application.
Copy of DML / approved composition from Competent Authority.
Complete technical details as per Appendix 4E

1暇
淵

5/13/82等
淋 剛 稀 tT臥

翻 ∬

dル
誡 dl

l  l                  .                  `

'4HQ me   

に Amc Amy l燃
鼎

CmOl1260‐

  ||  |:01/82/050/OH 73/AM19/    1:07/24/04σ
00150/

I  Decislon: The Colrlmittcc considcrcd thc casc as pcr agenda and it was decidcd to rcfcr the casc to Coffcc.

Board for its conlmcnts and also call thc flrm for pcrsonal hcaring to cxplain its casc

Pなり Namc:NATtJRAL
REMEDIES PVT LTD,

Filc

:01/82/050/01184/AM19/

Thc Conlmittcc conSidCrcd thc casc as pcr agenda

＞

う

⇒

rision: The Comrninee considered the ci

ht of earlier decision takcn by NC in its I

rati! the ad-hoc input output norms un(

richever is lower:

lse as per agenda in the presence ofTechnical Experts and in

\4ccting No. ll82-ALC4/2018, dated 01.05.2018, it was deci

ler para 4.7 of HBP as per details below or as applied by I

Export product Qty 誂

Ｎ。

Impon itcms Qり

NEUTRALIZED AMIDE ESTER/
(ETHANOL AMIDE STEARATE)

l kg l STEARIC ACID 1 06 kg

2 MONO ETHANOL AMINE
0 114 kg

concemed may take further necessary action as per above decision ofNC.

Case No:199/13/82-       Parly Namc:NATURAL AND  Mcct No/1)atc 13/82-    Status:
ALC4/2018             ESSENTIAL OILS PVT LTD  AI C4/2018          Deferred

14012019

23 HQ Filc              RLA F‖ c             Lic No/Datc1071 0112040

.   :01/82/050/01177′ Aヽ119/      :07/24/040/00148/Aヽ 418ノ       ‐21082017             ,

, Decision The Commit-e conside."d th" 
"u." 

as per agenda and it was decided to ,"f", the 
""se 

t off""

| ,noara for its comments and also call the firm for personal hearing to explain its case.

「



Casc No:29ノ 13/82-

ALC4/2018
Party Name:PCL OIL&
SOLVENTS LTD

lヽeet No/Datc:13/82-

ALC4/2018
14012019

ｄ

，
　
ＯＶ鰤
柳

RLA Filc

:05/24/040/00357/AM18/

HQ Filc

:01/82/050/01007/AM19/
Lic No′ Datc:0510404647
‐20112017

Decision: Thc Comminee considered case as per agenda and deliberated on the mattcr in the presence of
the tcchnical expcrts and it was decided to ratit, thc ad-hoc input output norms undcr para 4.7 ofHBP as per
details below or as applicd by firm whichever is lower:

Expon product Q″ 訛
ヽ

Import items Qty

PLASTICIZER(PVC)
(DIhlP)

l kg | Phthalatc Anhydridc 0 355 kA

2 Iso Nonyl Alcohol 0 726 kg

RA concemed may take further necessary action as pcr above decision ofNC.

Export product Qty SI

No
Import itcms Qty

PLASTICIZER(PVC)
(DINP)

l kg 1 Phthalatc Anhydridc 0 355 kg

2 Iso Nonyl Alcohol 0 726 kg

RA concemed may take further necessary action as per above dccision ofNC.

F高
繭繭而躙商戸 口

1藤

町|           |

厩嘉:蕊蕊
=~麗
ら棚∽m3ハmⅣ 需齋戸画面|

26譜∫:麗乱ざ鵠 瞥″l薫胤紀
=it出
∬
~h°C hpm oupu nOms undcrpara 47 of HBP as pcr

| |

Case No.:2/13/82-ALC4/2018 Party NamciSONIU ORCANO Mcct No′ Datc:13/82‐
CHEM PVT LTD,        IALC4/2018

14012019

Status:
Approved

1蕊脇蕊蔦」
RLA Filc

:07/21/040/005771ヽM18/ 囲 Ⅲ
l12571「
~

Decision: Thc Committce considcred case as pcr agenda and dcliberatcd on the marrcr in thc prcsencc of
27 the technical expcrts and it was dccidcd to ratif, thc ad-hoc input output norms undcr para 4.7 ofHBp as per

dctails below or as applied by firm whichever is lowcr;

Export product Qty 趾

Ｎ。

Import itcms Qty

1,3-CYCLOHEXANED10NE l kg 1 RESORCINOL 1 196 kg

RA concerncd may take further ncccssary action as pcr above dccision ofNC.

Party Namc:SWISS
PARENTERALS LTD

Case No:471/13/82-

ALC4/2018
Mcct No/Datcl1 3/82-

ALC4/2018
14012019

l

Siatus:
Deferred
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ICase No.:38/13/82‐ ALC4/2018 Party Namc:RELIANCE    .Mcct No′ Datc:13/82    ζiatus:   
‐

I                   INDUSTRIES LTD        IALC4泡 018         1DeFerred  l
‐                                                  14012019            1

‐HQ Filc              RLA Filc Lic No/Datc:0310818748  ‐           |
Ю1/82/050/01016/AM19/   Ю3つ5/040/00804/AM18/   30012018      1
DecisiOn: Thc COmmittcc cOnsidcrcd thc case as pcr agenda in thc prcscncc oftcchnical cxpcrts and it was‐

ldccided to rcfer the applicatiOn to Departmcnt OfC&PC fOr its cxaminatio″ cOlrlments                 l

Mcct No′ 1)atc:13/82‐

IALC4/2018ALし ,′ Zυ lて

14012019

IHQ Filc             lRLA Filc            Lic No′Date:0310818881 1
:01/82/050/01197/AM19/       103/94/040/00886/AM18/      105022018              1

訛

Ｎ。

Export product Qty 針

Ｎ。

Import items Qty

l SODIUM CROMOGLiCATE EYE
DROPS135 ML,2%w/v

Vial 1 SODIUM
CROMOGLYCATE

02835
g耐135 ml
pack

SOD■lM CROMOGLICATE EYE
DROPS 10 ML,2%w/v

Vial l SODIllM
CROMOGLYCATE

0210

脚 10 ml
pack

3 SODIUM CROMOGLICATE EYE
DROPS5 ML,2%w/v

Vial 1 SODIUM
CROMOGLYCATE

0 105 gn′ 5

ml pack

Case No:4/13/82-ALC4/2018

Party Name:FDC LTD
ed

30

||

Pa●y Namc:TATVA
ICHINTAN PHARMA CHEM
PV「 LTD 1   日11

鵬島‰∽149/AMD IRLA File
Ю8/24/040/00291/AM18/

¨ 41670
p4012018

Ｆ
Ｉ
Ｉ

Decision: The Committee considcred thc casc as per agenda and it was decided ro call
information from the firm;

i) Copy of Drug Manufactudng Formula (DML) with approvcd composition
ii) Copy of Master Batch Formula (MBF)

for following

:

iRA concemed may take further necessary action as per above dccision ofNC.



３^

METHYL     TRIBUTYL
小 lMONIUM  CHLORIDE

0 619 kg

RA concemed may takc further neccssary action as per above decision ofNC.

i  Case No:46/13/82-ALC4/2018 Party Namc:OPTRIX      IMcct No7Datc:13/82-    status:    |

LA30RATORIES PRIVATE IALC4/2018         1Approved
LIMITED              14 01 2019

HQ Fne                RLA Filc               Lic No/Date:0910065982
:01/82050/01024/AM19/      109/24/040/00584/AM18/      13022018             .           ‐

Decision: The Committcc considcrcd casc as pcr agcnda and deliberatcd on thc maltcr in thc prescncc of
thc tcchnical cxperts and it was dccidcd to ratify thc ad-hoc input output norms undcr para 4.7 of HBp as per

||

dctails below or as applicd by firm whichcver is lower:

Expon prcduct Qty 針

Ｎ。

lmport items Qty

VELPATASVIR―
COPOVIDONE― IH

l kg l (2S,4S)‐ tcn‐ buty1   2-(5‐ (2((2S,5S)1-
((S)2‐   ((mcthOXycarbonyl)amin。 )‐ 3‐
mcthylbutanoyl)-5‐

mcthylpyrrolidin‐ 2‐yl)1,H―

dlhydrOヽ OchromcnO〔 4,3:6,7]naphthO[1,2

d]imidaz。 19-yl)-lH■ midazo卜 2- yl)‐4-

(mCthOXンmcthyl)pンπ01idinc-1

carboxylatc)

0 75 kg

2 (2R)-[(methoxycarbonyl)amino](phenyl)
ethanoic acid

0 31 kg

RA concerned may takc further necessary action as per above decision ofNC.

つ
ｚ

」

Case No.:4Ell3/82-ALC4/201E Pany Name:OPTIMUS
DRUGS PRIVATE LIMITED

HQ File              RLA F‖ c             Lic No Datc:0910065980
:01/82/050/01026 AM19/      :o9/24/040/00589/AM18/      13022018                         1

1Decision:   Thc Commitcc considcrcd the casc as pcr agcnda in thc prcscncc of Tcchnical Expcrts and inl

the light of earlicr dccisiOn takcn by NC in its Mccting No 4/82‐ ALC4/2018, datcd 19 06 2018, it、 vas
tccidcd tO rati～ thC ad_hOc input output norms undcr para 4 7 of HBP as pcr dctans bclow or as apphcd by

l■rm whichcvcr is lowcr

Export product Qty Sl

No
Impon items Qty

Ledipasvir Copovidonc
(Lcdipasvir Amorphous)

lkg 1 ( I R,3S,4S)-3-(6-Bromo- l H-
bcnzimidazol-2-yl) -2 -a-zabicyclo
(2.2.1)heptane2-carboxylic acid
l,l-dimethylethyl ester

085 kg

2 (6s)6(5(7‐bromo 9,9-dinuor。 _

9H―■uorcn-2-yl)‐ lH‐ imidazol-2‐ yl‐

5-azaspiro(2,4)

0 85 kg

3 Bis(Pinacolato) Diboron 0 85 kg

4 DichlorObis(di― tCrt_ 0 0516 kg

lMeet No/Dare: l3/82-
ALC4I20t8

Ir+.or.zot g

Status:
Approved

J

Export product Qty 銚
Ｎ。

Import itcms Qり

l kg 1 TRIBUTYL AMINE

2 ACETONITRILE 0 125 kg

|
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―
」

　

υ may take appropriate action as per the decision ofNorms Committee.

―
|

was

i by

34

ision:   Thc Conlmittce considcrcd thc casc as pcr agcnda in the prcscncc of Tcchnical Expcrts and

light oF carlicr dccisiOn taken by NC in its Mccting No 8/82-ALC4/2018, dated 31 08 2018, it v

dcd to rati″ thC ad‐ hoc input output norms undcr para 4 7 of HBP as pcr dctails bclow or as applied

l whichcvcr is lowcr:

Expon product Q″ 針

Ｎ。

Import items Qty

SOFOSBUVIR IH l kg 1 2-dcoxy-2-fl uoro-2-C-methyluridine
(or) (2R12-Deoxy-2-Fluoro-2-Mcthyluridinc

0 90 kg

N-(S)-(2,3,4,5,6-Pentafl uorophenoxy)
phenoxyphosphinyll-L-alanine l-methylethyl
ester
(OR) propan-2-yl(2S)-2- {[(pentafluorophenoxy)
(phcnoxy)phosphoryl'lamino ) propanoatc

1 60 kg

may take appropriate action as pcr thc decision ofNorms Committec.

Export Product Otv SI No ImDon Product Otv

Betamethasone Dipropionate l kg 1 Betarncthasonc EP7BP/1P/tJSP 0 868 kg

may take appropriate action as per fie dccision of Norms Committee.

巨
:轟薇己 ]iラF麗テ11_ALC4/20il

|

Paty Namc ORTIN
LABORATORIES LTD

RLA F‖ c

114012019

F■ c

:01/82/050/01025/AM19/ :09/24/040/00587/AM18/

Decision: Deferred for comments ofTE.
1器辮
似∞
“
∞31

F医蕩慨需而玩「
~~~

Party NamciSONGWON     Mcct No Datcl13/82-
SPECIALTY CHEMICALS   ALC4/2018

Status:
Deferred

ICase No.:49/13/82-ALC4/2018 Parサ Namc:OPTIMUS
IDRUGS PRIVATE LIMITEDI       I

IHO Filc              RLA FilcIHQ Filc

:01/82/050/01027/AM19/ :09/24/040/00588/AN418/

lMeet No/Date:13/82-
iALC4/20t8
Ir+.0 r.zo r r

|

Status:
Approved

ILic No/Date:0910065981

113022018

[- IC"* N".4r0l13/Sr. 
- 

F"rty N.-"ENVEE DRUGS Itt""t NorDate:t3E] lSt"t"" - -l
I lAl-c+nort lpw LTD )ALc4l2org iApproved I

I l'-- - I r+or.zors rr 
I

i E0 Fll" ---lzu.elii" 
Lic.No/Date;3410043896 | l

I l:01/S2l050/01398/AM l9l :34l24tmot00337lANtt9t ,19.02.2018 L

i D""irir", The Committee considi."d th" 
""." 

* p", ugenda in the presence ofTechnical Experts and in 
1

I itn" figf,, of earlier decision taken by NC in is Meeting No. 4/82-ALC4/2018, dated 19.06.2018, it was 
I

「 5認
品ぶRょ 甜

Ⅲ頭∞

"“ “
m mtt para4″ ごHBP a坤∝m鍋 山w∝ as appl劇

|

劃
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F:ol2ol, 
-__fl19,119-^,^, ,Yl.t:5^,^^".,,^,.,-, llicNo/D,ate:34r0043e08 ]:01/82/050/01t64/AMt9/ ,:34l24lQ40l0034llANll8l 122.02.2018 I

O*fulrrr ftr" C"..in 
{

technicrl detrils rs per Appendir 4E rlong nith Chemicd rerctio& molecular weight and percentage 
I

of yield on molar b_atl"rn th" 1..

Case No.:50/13/82-ALC4/2018 Party NamelVIVIMED LIFE  Mcct NolDate:13/82-    Status:

SCIENCES PRIVATE      ALC4/2018         Approved
LIMITED            ‐4012919                1

HQ Fnc              RLA Fnc             Lic No′ つatc:0910066027
:01/82/050/01028/AM19/       :09/24/040/00594/AM18/      101 032018                          1

1Decision:   Thc Conlmittee considcrcd the casc as pcr agcnda in thc prcscncc of Technical Expcns and inl
thc lght of carlicr dccision takcn by NC in its Mccting No 8/82-ALC4/2018,datcd 31 08 2018,it was

dccidcd tO ra●シthC ad hOc input output norms undcr para 4 7 of HBP as pcr dctails be10w Or as applicd by.
lrm whichcvcris lowcr:

[棚 憮 iШ T湖
“

帆 Щ bSm→ 25 Mg●0峻 ユ 00 Mg

RA may take appropriate action as pcr the decision ofNorms Cornmittee.
|

Case No.:125/13/82-

ALC4/2018
Party Name:ORTIN
LABORATORIES LTD

Mcct No Datcl13/82‐      status:

ALC4/2018          DeFerred
14012019

Lic No Datc:0910066054
39 uq ril" RLA Filc

II

:01/82ノ 050/01103/AM19/ :09/24/040/00611/Aヽ118/

Decision: Deferred for comments ofTE.

‐12032018

― |

lol

l厩蕊fi扁

Case No:33/13ノ 82-ALC4/2018 Party Namc:VISWAAT
CHEMICALS LIMITED

RLA F‖ c

:03/95/040/01027/AM18/

~              Status:  |

ALC4/2018
14012019

DeFerred

‐Lic No′つatc:0310819857

訛

Ｎ。

Import items Norms Recommendcd for one Tablet

25 Mg Tablct 50 Mg Tablet 100 Mg Tablet
l Losanan Potassium (or) Losartan

Potasium USP
255 mg 51 mg 102 mg

2 Mannitol (Pearlitol l60C) 101.9 mg 203.8 mg 40'7 .6 mg
3 Microcrystalline Cellulose (Aviccl PH

102)
40.5 mg 81.0 mg 162 mg

4
Croscarmellose Sodium (Ac Di Sol)

7.19 mg 14.38 mg 28.76 mg

5
Povidonc(PLASDONE K 29/32) 3 61 mg 7 .22 mg 14.44 mg

6 Magncslum Stcarate(Maninckrodt

2257)
l.8mg 3.6 mg 72 mg

7
Opadッ Whitc(03H28419) 3.6 mg 7.2mg 14.4 mg

16032018
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Decision: Deferred for comments ofTE. ‡

Case No:74/13/82-ALC4/2018 Pary Namc:PORUS       Mcct No/Datc:13/82-    Status:
LABORATORIES PRIVATE  ALC4/2018          Approved
LIヽ41TED                  14 01 2019

HQ Filc               RLA Flc              Lic No/Datc,0910066090
:01/82/050/01052/AN419/       :09/24/040/00598/AM18/      26032018

iOecision, ne Co-mitt"" considered the casc as per agenda in the prescnce ofTechnical Experts and in

the light of carlier decision raken by NC in its Meeting No. l/82-ALC4l2018, dated 01.05.2018, it was

'd".idld to ratiry the ad-hoc input output norms under para 4.7 of HBP as per dctails below or as applied by

firm whichever is lower:

Export Product Qty SI No lmpon items Otv

2-Phcnyl-3,3‐ bis(4-hydroxy

phenyl)phthalimidc(PPP― BP)
l kg 1 PTHALIC ANHYDRIDE 0 927 kg

2 PHENOL 1 145 kg

3 ZINC CHLORIDE 0 104 kg

4 ANILINE 0 596 kg

5 METHANOL 0 715 kg

6 ACTIVATED CARBON 0 200 kg

7 CAUSTIC SODA LYE 2 31 kg

RA concerned may take further necessary action as per above decision ofNC'

Case No:126/13/82-
ALC4′ 2018

Party Namc:OPTRIX
LABORATORIES PRIVATE
LIMITED

‐Mcct No Date■ 3/82-
‐
ALC4/2018
14012019

Case No:188/13/82-       Palty NamciSHIVA       MCCt No′ Datc:13/82-   Status:

AI′C4/2018             PHARNIACHEM LTD      ALC4/2018          Approved
14012019

HQ Filc                RLA Filc               Lic No/Datc:3410044013

1 Ю1/8ν050Ю H6αAM19/  1B″ 2″0490038″型 l]生__ ヱ]P望り]____二 _____三
|

:01/82i050/01166/AMl9/ t34tz4ttAoluuJa4/AMtat

4 O*i.ion, th. Conl-in." considercd case as per agenda una a"tiU"i"t.i.on ttt" matter in the presence of

I lili",ilil", **i'Jlr"o"t'i'J"l'o*toed to ratiry the ad-hoc input output norms under para 4.7 of itsp ut p"'
, idetails below or as applied by firm whichever is lower:

I

|

~騒
而ご

Export product Qty 針

Ｎ。

Import itcms Qty
|

Case No:127/13/82-        Paty NamciSPANSULES    Mcct No/Datc 13/82-    Status:
,ALC4/2018            FORMULAT10NS        ALC4/2018         Deferrcd

14012019

41 HQ Filc              RLA Fnc             Lic No/Datc10910066066
:01/82/050/01105/AN119/      109/24/040/00619/Aヽ118/      20032018

Decision: Thc Committcc considcrcd thc casc as pcr agcnda and it was dccidcd lo call for a copy of DML

for each export product iom the flrm

142

一

~~~~涵
蒸蔽両画面高扇面訂「
26032018

‐

‐

一
‐

‐

‐

一
‐
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2 METHOXY ETHANOL
CLEAR    COLOURLESS

2 METHOXY ETHYL CHLORIDE
CLEAR COLOURLESS LIQUID

れ

45

RA conccmed may take fi.[ther neccssary action as per above decision ofNC.

Case No:200′ 13/82-

ALC4/2018

|               |

Paty Namc:NATURAL&
ESSENTIAL OILS PVT LTD,

RLA Filc
:07/24/040/00370/ANl18/

1魃
13/82~F「

~明
■∝ Bω6 1HQ Filc

:01/82/050/01178/AM19/

Decision: Thc Committcc considered the case as per agcnda and it was decided to refcr thc casc to Coffec
Board for its commcnts and also call thc firm for personal hearing to explain its casc.

Case No:70/13/82-ALC4′ 2018 Pa■y Namc:VIRCHOW
PETROCHEMICAL PVT LTD

Mcct No/Datc:13/82-     status:

ALC4/2018         R● ected
IИ 01 2019    1

匠 No/Datc 0910066144  ~
12042018             .

46 HQ File

1   101/82/050/01048/AM19/
RLA Filc

:09/24/040/00511/AM18/

Decision: The Committee obscrved that firm was called for PH bcfore thc committee for similar cases.
but the firm ncither attendcd thc PH nor submit its rcply. Hencc thc Committcc decidcd to rcject the case.

一― Case No.:72/13/82-ALC4/2018 Party Namc:VIRCHOW     Mcct No Datc:13/82‐
PETROCHEMICAL PVT LTD ALC4/2018

14012019

Status:
Rejected¬

F753掲5∽Ю50/AMゆ
~脇
蕊蕊蕊蕊戸 1翻需戸Ю0604iT~~

| IDectiF TheconlmmeeobscrvedthatfrmwascJLdbrPHbeforeぬ e conlmitcc br slmlな 。̈ es,
.  butthc nrm ncithcr attcnded thc PH nor submitits reply Hcnce thc Committce decidcd to rc・

Jcct thC Case

′
十

Case No:73/13/82-ALC4/2018

HQ Filc

:01/82/050/01051/AM19/

Party Namc:VIRCHOW
PETROCHEMICAL PVT LTD

Mcct No′1)atcl1 3/82-     status:

ALC4/2018         R● ected
14012019             '

Status:
Deferred

靡 √  [Wi0066145「

LIFESCIENCES l■ lDIA     ALC4/2018
‐LIMITED

RLA Filc

:09/24/040/00654/AM18/

Decision: Thc Committcc observcd that firm was called for PH bcforc thc comminee for similar cases,
but the firm neither auendcd the PH nor submit its rcply. Hcnce thc Committce dccided to reject the casc.

PなりNamc:SMS ~IMeet No/Date■ 3/82-

49

Case No.:156/13/82-

ALC4/2018

HQ Filc

:01/82/050/01134/AM19/

14012019

Lic No/Datc:0910066137

12042018

Decision: The Committee noted that thc 4.07 application of subject Advance Authorization is not
available. Hcnce, it was dccided to call for hard copy of 4.07 application of the subject advance
autho zation from RLA, Hyderabad with complcte tcchnical dctails as pcr Appcndix 4E along with
Chemical reaction, stage wise yield ofproduction and molccular wcight from the firm.
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^

50

一
Ｆｉ

８２

．ＨＱ
側:01/82/050/01296/AM19/

RLA Filc                  Lic No Datc:3410044038

:34/24/040/00005/AM19/       16042018

The Committce considered case as per agenda and deliberated on the mattcr in the presence of
technical experts and it was decided to ratifi the ad-hoc input output norms under para 4.7 ofHBP as pcr

below or as applied by firm whichevcr is lowcr:

concemed may take further neccssary action as per abovc decision ofNC.

Case No:318/13/82-

ALC4/2018

Export product Qty 趾
蘭

Import itcms Qり

Tri EthvI Aluminium(TEAL) lヽlT 1 Aluminium Grit/Granules 0248ヽlT

「  ]  肥
浄鵬疏50/O1298/AMW 隔蕊蕊鳳

「

~~語
諏需戸薦

Decision: The Committcc considcrcd thc casc as pcr agcnda and it was decidcd to call for complete

technical details as per Appendix 4E along with chemical reaction, molccular weight and percentage

ofyield on molar basis from the firm.

The Committee considercd case as per agcnda and deliberated on thc matter in the presence of
technical experts and it was decided to ratifo the ad-hoc input output norms under para 4.7 ofHBP as per

below or as applied by firm whichever is lower;

Case No:122′ 13/82-       Pa● y Namc:SUVEN LIFE    Mcct No/1)atc:13/82-    Status:
‐ALC4/2018            SCIENCES LIヽ 41TED      ALC4/2018         DeFerred

14012019

HQ Filc              RLA Fnc             Lic No7Datc:0910066156
101/82/050/01100/AN419/      :09/24/040/00024/AM19/      18042018

Decision: Deferred for comments of I E

ICase No:312/13′82-       Party Namc KUTCH       Mcct No/Datc 13/82-    Status:
ALC4/2018            CHEMICALINDUSTRIES   ALC4/2018         Approved

LTD                 14 01 2019

HQ Filc             RLA「 nc             Lic No/Datc:3410044060
101/82/050/01290/′ Mヽ19/      :34/24/040′ 00018/′ Mヽ19/      18042018

Export product Qty 訛

Ｎ。

Impon itcms Qty

2 ETHYL HEXYL NITRATE l kg 1 2ETHYL HEXANOL 0 764 kg

2 CONCENTRATED NITRIC
ACID 98%

Not
importable,
hence not
allowed

3 SULPHURIC ACID 98%

concemed may takc furthcr necessary action as per above dccision ofNC.

|

|

Status:
Deferred



Case No:421/13/82-

ALC4ノ 2018

1HQ File

101/82/050/01399/AM19/

RLA Filc

:03/95/040/01104/AM18/
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54

55

Decision: The Committee considered case as per agcnda and dcliberated on thc mattcr in the prcsencc ofl
the technical experts and it was dccided to ratil! the ad-hoc input output norms under para 4.7 of HBP as pcr

details below or as applied by firm whichcver is lower:

Export product Qty Sl
No

Import itcms Qty

ETHAMBUTOL IICL l kg 1 DL 2 AMINOBUTANOL 1 6014 kg

2 TARTARIC ACID 0 153 kg

3 METHANOL 0 4172 kg

4 ISOPROPYL ALCOHOL 0 187 kg

5 ETHYLENE DICHLORIDE 0 4663 kg

RA conccmed may takc further necessary action as per above dccision ofNC.

Case No.:67113/82-ALC4/201 8 Pany Namc:STYRAX Mcct No Datc■ 3/82-     Status:

ALC4/2018          Approved
114012019

Lic No/Datc10910066167

123042018

|

.HQ File

PHARMA PRIVATE
ILIMITED

RLA File

:01/82/050/01045/Aヽ119/ :09/24/040/00032/AM19/

Decision: The Committee considercd the casc as pcr agenda in the presencc ofTcchnical Experts and it
was decided to rati! thc ad-hoc input ouput norms undcr para 4.7 of HBP as per details bclow or as applicd

by firm whichcver is lower:

Export Product Qty SI
No

Import itcms Qty

1(2,2-DIMETHOXYETHYL)―
5-METHOXY‐ 6‐
(METHOXYCARBOnlYL)4‐
OXO‐ 1,4‐
DIHYDROPYRIDINE‐ 3-
CARBOXYLIC ACID
(DOLUTEGRAVIR SODR」 M)

l kg | METHYL4‐METHOXY  ACETO
ACETATE

0 750 kg

DIMETHYL FORMAMIDE
DIMETHYL ACETAL

0 735 kg

DIMETHYL OXALATE 1 515 kg

4 METHANOL 3 094 kg

METHYLENE     DICHLORIDE
(MDC)

3 375 kg

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

Case No.:17/13/82-       Party Namc:SYNTHO      Mcct No Datc:13/82‐    Status:    |
ALC4/2018            CHIRALS PRIVATE      ALC4/2018         Approved

LIMITED              14 01 2019                    ‐

I  HQ Fnc              RLA Filc              Lic No/Datc:0910066173 1         :
:01/82/050/00995/A卜119/      :09/24/040/00027/AM19/      25042018

565■isttn:ihc commitcc tonddgiLj casc ls pcr a』

`nda and dclibcratcd on thc matcrin thc prcscncc ofthcltechnical cxpcrts and it was dccidcd lo rati″ thC ad_hoc input output norlns under para 4 7 of HBP as pcr

details bclow or as applicd by firm whichever is lower:

Export product Qty SI

No
lmport items Qty

⌒
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Sodium(S)-4-oxo-4,6,7,8-
tetrahydrcpyrrolo[ 1,2-a]pyrimidine-6-

|  ICase No:19o/13/82-

ALC4′ 2018

靡 、蕊

Thc COrrlmittcc considcred thc casc as pcr agcnda in thc prcscnce of Tcchnical Expcrts and in

light of carlicr decisiOn taken by NC in its Meeting No 4/82‐ ALC4/2018,dated 19 o6 2018,it was
to rati～ the ad‐ hoc input Output nolllls under para 4 7 ofHBP as per dctails bc10w Or as applied by

whichever is lowcr:

Export Product Qty 訛
Ｎ。

Import [tems Qty

4,7-Dichloro Quinoline l kg 1 Di Ethyl Ethoxy Methylcnc Malonatc 1 65 kg
2 Mcta Chloro Anilinc 0 97 kg

3 Light Liquid Parafin 0 97 kg
4 Tolunc 0 88 kg
5 Phosphorous Oxychloridc 0 97 kg

6 Methanol 1 13 kg

conccmed may take further neccssary action as per above decision ofNC.

iCne               1   1  73 kg             l   l

――――」

⌒

IRAconccmedmaytake hrthernecessttactiOn asperabOvc ded● On ofNC

Namc:ONEIRO
CHEMICALS PVT LTD

‐
Mcct No Datc:13/82‐

ALC4/2018
14012019

Status:
Approved

RLA F‖ c
:34/24/040/00033/AM19/

Lic No′ 1)atc:3410044080
26042018

Case No.:319/13/82-

‐ALC4/2018

FnseN[蒻

墨 I爾
楡 融 需 蘊

「
額 認

Export product Qけ SI No Import items Qty
5-DIFLUOROMETHOXY―
2MERCAPTO_lH―
BENZIMIDAZOLE

l kg 1 ACETONITRIL 0 17 kg

2 CHLOROFORM 0 18 kg

3 SODA ASH 3 03 kg

4 PttCETMOL 1 435 kg

57

鰈
¨
旺

Lic No/Datc:3410044121

01052018
Decision: Deferred for comments ofTE.

59

r'tsursrolr: r nc LommlEee conslocred thc case as per agenda in thc prescnce of Technical Experts and in
the light of earlier dccision takcn by NC in its Meeting No. 3/g2-ALC4l2018, datcd 05.06..2018, it was
decided to ratify the ad-hoc input output norms under para 4.7 of HBp as per details below or as applicd by
firm whichever is lower:

Status:
Approved

，１

・ 」
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^

CARBON DISULFIDE 0 70 kg

FREUON GAS 0 715 kg

|

IRA conccmed maytake arthcrncccssaryac● on as per above dedsion of NC

「
―
―
―
―
―
コ

Case No.:68/13/82-ALC4/2018 Party NamC:NASENSE LABS Mect No/Datc: I 3/82- Status:

Ⅲ隅 50/O1046/AM19/1   脳幽翌 :Lcompletel
l Decisi5i「 The c・。mmltee孫

technical details as per Appendix 4E along with Chemical reaction, molecular weight and percentage
of yield on molar basis from the firm.

PVT LTD              ALC4/2018          DeFerred
14012019

61

ICase No:121′ 13′82-

ALC4/2018

‐Mcct No7Datcl13/82-

ALC4/2018
■4012019

Status:
Deferred

HQ「HC
:01/82/050/01099/AM19/

Palty Namc:VIVIMED LABS
LIMITED

‐RLA Filc

:09/24/040/00044/AM19/
10066198 1

Decision: Defcrred for comments of 'IE.

Case No:124/13/82-

ALC4/2018
Mcct No Datc:13/82-     status:

ALC4/2018          Approved
114012019

HQ Filc RLA File Lic.No/Datc:0910066201
:01/82/050/01l02lAMl9l :09/24/0401000421AM191 07.05.2018

Decision: The Committee considercd case as pcr agenda and delibcratcd on the mattcr in thc presencc of
the technical cxperts and it was decidcd to ratify the ad-hoc input output norrns under para 4.7 of HBP as per
details below or as applied by firm whichcver is lower:

Party Name:VMMED LABS
一

|

ILIMITED

162

Export product Qty 趾

Ｎ。

Import items Qり

NITRO BLUE/JAROCOL BLUE 12 l kg l V10LET l,4D(OR)JAROCOL
V10LET l,4D(N,N‐BIS(2-
HYDROXYETHYL)‐ 2-NITRO‐ P‐
PHENYLENEDIAMINE)

1 70 kg

RA concerned may takc furthcr necessary action as per above dccision ofNC.

m● 22ν13慇2-   '彎 NamcGWARAT ~剛 No/D語13/82-~卜 tam“  |

PC″
η
・    P繭

劇 ∝ HMTED 
れ晨離鰐   卜"Ю"dl|                          |                          |'マ υ

`´
0・ ノ
             |

鵬 3児5∽206/AM W~協 棚 。Ю∞70/AMW 囲 癬
繭 耐

|

Decision:    Thc Committcc considcrcd thc casc as pcr agcnda in thc prcscncc of Tcchnical Expcrts and in

thc light of carlier dccision takcn by NC in its Mccting No 6/82-ALC4/2018, datcd 26 07 2018,it、 vas

dccidcd to ral～ thC ad hOc input output nonns undcr para 4 7 of HBP as per dctails bclow or as applicd by

flnn whichcvcris lowcr

―
―
―
―
―
―
コ
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The Committce considercd the case as pcr agcnda in thc prcsencc of Tcchnical Expcns and in
light of earlier decision takcn by NC in its Mccting No. I/82-ALC4/2018, dated 01.05.201g, it was

to rati! the ad-hoc input output norms undcr para 4.7 of HBp as per derails below or as applied by
whichever is lowcr:

concemed may take further necessary action as pcr abovc decision ofNC.

No
PropyI Parabcn l kg 1 Para Hydroxy Benzoic Acid 0 850 kg

concerned may take further necessary action as per above decision ofNC.

Export product Qty 針

Ｎ。

lmport items Qty

LINEZOLID l kg 1 3,4-Difluoro nitrobenzene
OR 3,4 Di fluoro nitobenzene

0 80 kg

(s)EpichlorOhydrin

(OR)(s)‐(+)2(chlorOmethyl)oXiranc

0 80 kg

Case No.:12/13/82-ALC4/2018 Mcct No Datc■ 3/82-
'ALC4/2018

14012019

Lic No′つatc:0910066208

09052018

Case No:107/13/82-

ALC4/2018

Export product Oty Sl No lmport items Oty
SOFOSBUVIR‐ lH l kg 1 2-deoxy-2-fl uoro-2-C-methyluridinc 0 90 kQ

Case No:9/13/82-Al.C4/2018 Partヽ

LAE
I_IM

鯖   隔¬14012019

1Lic No′Date:0910066209 1鵬星児50Ю
"87/AM葛

「
~厩

臨 m∝5/AMiy―脇臨蕊蕊葛

1躍辮
Cの W“け"

14012019

Lic No Datc10910066210

09052018

ｄＳｔａｔｕｓ‥̈
―    

―
PRIVATE ALC472018

|                                     |

|

― ‐― ― ―
―
‐

F三
二
FF
Name:OPTIMUS

IDRUGS PRIVATE LIMITED
ヽ

`cct No/Datc:13/82-ALC4/2018
14012019

Status:
Approved

-1

167

輛縣蔦蕊戸     1器 辮Ю釧∞“飢81  ~2018:01/827050/Ol101/AM19/    :09/24/040/00003/AM19/      10052018

1Decision:    Thc Committcc cOnsidcrcd thc casc as pcr agcnda in thc prcscncc of Tcchnical Expcis and l

in thc light Of earlicr dccision takcn by NC in its Mccting No 8/82-ALC4/2018,datcd 31 08 2018,it was

dccided to rai″ thC ad_hoc input Output norms undcr para 4 7 of HBP as pcr dctails bc10w Or as applicdl

by■ rm whichcvcris lowcr
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(or)(2R)‐ 2-Dcoxy-2‐ Fluoro-2-Mcthyluridinc

2 N-(S)-(2,3,4,5,6-Pentafl uorophenoxy)
phenoxyphosphinyll-L-alanine l -
methylethyl ester
(OR) propan-2-yl(2S)-2-

{ [(pentafl uorophenoxy)
(ohenoxv)ohosphoryllamino I propanoate

1 60 kg

RA concemed may takc furthcr neccssary action as pcr abovc decision of NC.

Case No:6/13/82-ALC4/2018 Party NamciVINDHYA     Mcct No Datc:13/82-   Status:    :
ORCANICS PVT LTD     ALC4/2018         Approved  ‐

‐14012019                         1

HQ Filc             RLA Fnc            Lic No7Date:0910066229
:01/82/050/00984/AM19/      :09/24/040/00062/AM19/      ■1052018                           1

Decision:   Thc Committcc considcrcd thc casc as pcr agcnda in the prcscncc of Tcchnical ExPcrtS and in

lhC light of carher dccislon taken by NC in its Mccting No 4/82‐ ALC4/2018,dated 19 06 2018,it wasi

dccidcd to rati″ thC ad_hoc input output noms undcr para 4 7 ofHBP as pcr dctails bclow or as applied byl

■rm whichcvcris lowcr

Expon product Qty SI No Import itcms Qty

AFC ABACAVIR(ABV)I lkg 1 2‐AZABICYCLO(221)HEPT 5-
EN 3-ONE:(VINCELACTAM)

1 14 kg

2 N(2-AMIN0 4,6‐ DICHLORO‐ 5-
PYRIMIDINYL)FORMAMIDE

0 764 kg

3 SODIUM BOROHYDRIDE
POWDER

0 226 kg

4 D()TARTttC ACID 0 780 kg

5 L,TARTARIC ACID 1 23 kg

RA concerned may takc further necessary action as pcr abovc decision ofNC.

Case No.:7/13/82-ALC4/2018 Party Namc:PORUS        IMcet No′ Datc:13/82‐    Status:    
‐

LABORATORIES PRIVATE  ALC4/2018         Approved
LIMITED               14 01 2019          1         1

HQ Filc             RLA File            Lic No′ Datc:0910066235
:01/82/050/00985/AM19/       :09/24/040/00001/AM19/       15052018

1Decision:   Thc Committec cOnsidercd thc casc as per agcnda in thc prescncc of Tcchnical Expcrts and in‐

thc light of carlier dccision takcn by NC in its Mccting No 1/82-ALC4/2018,datcd 01 05 2018, it was‐

dccidcd tO rati～ thC ad hoc input output norms undcr para 4 7 of HBP as pcr dctails bclow or as applicd byl

firm whichever is lower:

Export Product Oty SI No lmpon items Oty
2-Phcnyl-3,3-bis(4-hydroxy

phcnyl)phthalinlidc(PPP― BP)
l kg 1 PTHALIC ANHYDRIDE 0 927 kg

2 PHENOL 1 145 kg

3 ZINC CHLORIDE 0 104 kg

4 ANILINE 0 596 kg

5 METHANOL 0 715 kg

6 ACTIVATED CARBON 0 200 kЦ

7 CAUSTIC SODA LYE 2 31 kg

IRAconcemedmaytake mrthernccessaryactionasperabovedecisionofNC

⌒

」
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Status:

Deferred

j

f* 
""rrpt"t"percentage of

Case No:120/13/82-

ALC4/2018
Namc:ORTIN

跨謂"
Lic No Datc:0910066236

15052018

Deferred for comments of fE.

Case No:155/13/82- Party Namc:PRASOL
CHEヽ41CALS PRIVATE
LIMITED

ALC4/2018

Ｆ

Ｉ

Ｉ

Ｉ

‐―

―
―

Status:
Approvcd

RLA Filc
:03 19 5 I 040 I 00 I 3 4 I AMlg I

Lic No′ Datc:0310821018

16052018

　̈ｗａｓ　̈
“

|

ision: The Committee considered the case as per agenda in the presence ofTechnical Experts and

light of earlier decision taken by NC in its Meeting No. 4/82-ALC4/2018, dated 19.06.2018, it u
ded to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied

r whichever is lower:

Export product Qty SI

No
Import items Qty

MESITYL OXIDE l kg 1 ACETONE 1 902 kg

concerned may take furthcr necessary action as per above decision ofNC.

Case No.:187/13/82-

ALC4/2018

HQ Filc               RLA Filc

lヽcct No/Datc:13/82-     Status:

ALC4/2018          Approved
14012019

Lic No/Datc13410044152

1■0,2018    1   1

Pa■y Namc:TIDE
INDUSTRIES

:01/82/050/01165/AM19/       :34/24/040/0005″ AM19/

liii::IF:i:il:l;::i:キ111:~iI:ililil

by

ision: The Committee considere

light of earlier decision taken by
ded to mtiry the ad-hoc input outpr.

r whichever is lower:

ld the casc as pcr agcnda in thc presencc oF Tcchnical Expcns and

NC in its Meeting No 6/82-ALC4/2018,datcd 26 07 2018,it、

lt nonlns undcr para 4 7 of HBP as Pcr dctails bclow or as applicd

Export product Qty ヽ

Ｎ。

lmport items Qty

Aldehydc C-l I Undecylic l kg 1 C-1l Alcohol 1 67 kg

conccmed may take further nccessary action as pcr abovc decision ofNC.

^

“
鵬3泥59m098/AMV 鷺角棚υ。。。4/AM B

]ln"rtreo lr+.or.zore

||
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RLA File~~~~~~~―
一一一
匡」R浄面燕雨市而■3301

107/24/040/00042/AM19/ 17052018

Case No.:194/13′ 82-

ALC4/2018 1淋dl
一 |

111三 |

casc to CotteelDecision: Thc Comminee considcrcd thc case as pcr agenda and it was decided to rcfcr rhc

Board for its commcnts and also call the firm for pcrsonal hearing to cxplain its casc.

f E"r.N"rl/l3sr-Aic4/r01s F;6,N"."sPJM Ftrtr" Il-*-'-""-"* 'psenvecputtcnls inlc+lzotg ]lpproved i

inqlir" rnrn nl" lr-i".Noru"t"oero166244 --'
':01/82/050/00986/AM l9l :09l24l04ol00036l{Mil9l 118.05.2018 __]
Decision: The Committee 

"on.id"r"d "r." 
* fi-findu -d deliberated on rhe .utt", i, th" pr.r.n"i of

the tcchnical expcns and it was decidcd to ratify the ad-hoc input output nonns undcr para 4.7 ofHBP as per

‐dctails below or as applied by flrln whichcvcr is lower:

75 Export product Qty Sl

No
Import itcms Qty

VALACYCLOVIR
HYDROCHLORIDE
MONOHYDRATE

l kg 1 CARBOBENZYLOXY― L―

VALINE(CBZ― L―VALINE)
1 1824 kg

2 N,N―DICYCLOHEXYL
CARBODIIMIDE(DCC)

1 061 kg

0 4-DIMETHYLAMIN0
PYRIDINE(DMAP)

0 028 kg

4 ACYCLOVIR 0 758 kg

RA conccmed IIlay● ke tther necesary“ im¨
"rお
ovc dedJon ofNC

Case No.:10/13/82-ALC4/2018 Pary Namc:SPANSULES    Mcct No′ Datc:13/82-    Status:

FORMULAT10NS        ALC4/2018         Approved
14012019                       1

1HQ Filc              RLA Filc             Lic No′ Datc,0910066243 
‐        |

:01/82/050700988/AM19/    :09/24/040Ю 0063/AM19/   118052018        1       1

Decision:   Thc Committcc considcrcd thc casc as pcr agenda in thc prcscncc of Tcchnical Expcrts and in‐

thc light of carlicr dccision takcn by NC in its Mccting No 1/82‐ ALC4/2018,datcd 01 05 2018, it was

76 dccidcd to rati～ thC ad_hoc inpul output norms undcr para 4 7 of HBP as pcr dctails bclow or as applicd by

firm whichevcr is lowcr:

Exoort Product Qty SI No Import itcms Otv

ORLISTAT 50%―
PELLETS

l Kg 1 ORLISTAT USP 0 50kg

RA concemcd maytakc n卿 にhcr ncccssaw action as pcr abovc dccision of NC

Case No.:18/13/82-ALC4/2018 Paty Namc:SMS
LIFESCIENCES INDIA
LIMITED

IMcct No′つatc:13/82‐      IStatus:

ALC4/2018        1DeFerred

1140●2m9    1

Lic No′ 1)atc:0910066242IRLA FileHQ Filc

ヘ

|
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101/82/050/00996/AM19/ :og/24to4otow67 tANl]st J s.os.zo l8
Decision: Deferred for comments ofTE.

concerned may take further necessary action us pe, ab-lre d""ision ofNC.

―
―
１
１
１
１
１
１
１
１
１
１
１
１
１
コ
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|1     熙 要 鋼t出鰤 鵬∫翻 器 馴〕■                       1

Export product Qty 趾

Ｎ。

Import items Qty

Esters of Methacrylic Acid
Regenerated Methyl Methacrylate
Monomer (Purity Less than 99%)
Net Content Per Kg.; Acrylic Plastic
Strips and Cut Pieces and Offcurs and
Mix Lot of Acrylic Sheets and Cut
Thereof- 1.63 Kgs.

l kg l Acrylic Plastic Strips and Cut
Pieces and Offcuts and Mix Lot
of Acrylic Sheets and Cut
Thereof

1 10kg

Case No:41/13/82-ALC4/2018 Party Namc:VIJAYASRI

ORGANICS LTD ALC4/2018
14012019

Export product Qty 銚

Ｎ。

Import items Qty

4-FLUORO a2‐ METHYL l―
OXOPROPYL)―g-OXO‐ N― B―
DIPHENYL         BENZEhlE
BUTANEAMIDE (DIKETONE ―

INTERMEDIATE FOR

l kg l METHYLISO BUTYRYL
ACETATE(MIBA)

0 76 kg

TEIETHYL AMINE(TEA) 0 25 kg

ANILINE OIL 0 47 kg

4 METHYLENE CHLORIDE
(MDC)

1 50 kg

FLUOROBENZENE 0 52 kg

ACETONE 0 50 kg

ISO PROPYL ALCOHOL
cA)

0 50 kg

「

一
‐

三

IRA concemed may takc firrther necessary action as per above decision ofNC.
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M19/      22052018器 島児5餅OЮ 2υAMl%  Ъ ち瑞 :9。。03″AMl%  ガ
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  _

幣漁 :」轟黛器T鶯週淵 ∫鶴T‖i飛≒::itttIT《ξ鵬∫槻景与僻器 l
details below or as applied by firm whichever is lower:

Export product Qty 訛
ヽ

Import items Qり

4-FLUORO a-2-METHYL-1-
OXOPROPYL)― g‐OXO‐ N― B―
DIPHENYL         BENZENE
BUTANEAMIDE (DIKETONE ‐

INTERMEDIATE FOR

l kg l METHYLISO BUTYRYL
ACETATE(MIBA―

0 76 kg

2 TEIETHYL AMINE(TEAl 0 25 kg

3 ANILINE OIL 0 47 kg

4 METHYLENE CHLORIDE
(MDC)       _

1 50 kg

5 FLUOROBENZENE 0 52 kg

6 ACETONE 0 50 kg

7 IsO PROPYL ALCOHOL
(IPA)        __

0 50 kg

Case No.:14/13/82-ALC4/2018 Party Namc:OPTRIX
LABORATORIES PRIVATE
LIMTTED

4ヽcct No Datc:13/82‐

ALC4/2018
14012019

Status:
Approved

|

Export Product Oty Sl No Imnnrt iiems Otv

RIFAMYCN S 1 52 kg
RIFAXIMIN lkg 1

RA concemed may take frrther necessary action as per above decision ofNC'

Case No.:105/13/82- Party Namc:NAGARJL'NA

|スLC4/2018            1AGRICHEM LTD

1裏 蔦 T一 聰 鸞 鶉 鰈

…

「

|

[隕藝真鯰面蘇辮婁黒…|

documents / information from the firm:

(1)

(il)

comDletetechnicaldetailsasp€rAppendix4EshowingStoichiometrybalance'molecular
--,-t, ,.a hpr.eniese of vield at everY stage andieiitandperCentageofy"ld al every,tigtaリwErt'ur s.s rvri!"--b- - J 

rre not indicated in the manufacturing process
Use of import item No. 2, 3 and 4 I

action as per above decision ofNCRA concemed may take furthcr necessary



as pcr agcnda and it was dedded tO call fOr fOnOwingI

Calculation sheet shOwing quanti"Of Sulphuric Acid and Nitrate Acid

「
「

４

―

‐
‐
‐
‐

８

ision: The Committce considcred the case as per agenda in the presencc of Technical Expens and irlight of earlier decision taken by NC in its MeetinfNo. 4/82_ALC4r2o18, dated 19.06.2018, it was

*1,3:*J[Jlloc 
input output norms under para 4.7 of HBp as per details below or as applied by

Export product
Qty Sl

NO
Import items Qty

lbW酎
血 (alcltun l kg 1 (4R‐Cis)6-((Acctylox,_

MCthyD 2,2‐Dimcthyl l,3-
DiOxanc_4-Acctic Acid l,1

Dimcthylcthyl Estcr

1 80 kg

つ
ι

鑑 ;臨 W動
ル ｀

Amino]Pyrimidinc_5 YL―

Mcthanol

1 338 kg

concemed may take 1■lthcr ncccssav aCtiOn as pcr abOvc dccisiOn ofNC

螂

i:ffi)rl#'-t- ,lP-Iilir.,wrrrcn - MeetNo/Daie:r3a)- ,sLtus,- 
,

,rNrERNArroNAr 
LrMrrED 

1.194/-r0i8'- 
"- "- ]iroll;".' 14.01.2019 " 

I

rHQ File 
*llt^ Lic.No/Date:031082r282 .;0u82t0s0/ott2t/AN1ts/ '$3lsstoio/ootss/AMte/ iii.or.rorr I ;

,?::::ll;." Il:ffmlm"::*::l^.i:::,.?.f ;.r:;;" u,a olriu",,,.a on rhc mauer in rhe presencc or

151藷
11:現i:篤螂 !澤11111lli::|,11111ll鷹

1常li11ょ黒lI:」 ::」夕II撃 :Lf鷺潔11
i  l

―

・

F,tで 。f MCthacryIた Add_cludcMethyl Methacrylate Monomcr
Net Content per M.T. : Acrylic plastic

and Cut Picces - 1.33 M.T.

Acwlc Plasic s籠 ps and cut

/82/050/Oo9917AM 19/

|
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Case No.:229/13/82-

ALC4/2018

Export product Qty 訛

Ｎ。

Import items Qty

PARA ANISIC ACID l kg 1 Para Hydroxy Bcnzoic Acid 1 12 kg

87

Case No.:259/13ノ 82-

ALC4/2018

HQ Filc

101/82/050/01237/Aヽ119/

The Comminee considered case as per agenda and deliberated on the matter in the presence of
technical experts and it was decided to rati! the ad-hoc input output norms under para 4.7 ofHBP as per

bclow or as applied by firm whichever is lowcr:

tRA concemcd may takc furthcr necessary action as pcr above decision ofNC.

Export product Qty 訛

Ｎ。

Import items Qty

DISODIUM ZNC EDTA Contcnt
15%(+/‐ 05%)

l kg l ETHYLENE    DIAMINE
TETRA ACETIC ACID

0 685 kg

Decision: The Committcc considered case as pcr agcnda and delibcrated on the matter in thc presence

Export product Qty 鉱
恥

Import items Qty

EFAVlRENZ l kg 1 4-CHLOR0 2-TRIFLUORO
ACETYLANIL■ lE   HYDROCHLORIDE
MONOHYDRATE(E2)

1 05 kg

つ
た CYCLO PROPYL ACETYLENE 0 26 kg

2.2.2-TRIFLUORO ETHANOL 0 21 kg

4 TRIPHOSGENE 0 421 kg

5 CITRIC ACD MONOHYDRATE 0 788 kg|               |                                            |

RA concemcd鰐 饉ke hrtha nec“ sary actおn■ p%あ翌霊
°n,fNC________」

IMcct NolDatel13/82
1ALC4/2018

14012019

IRAconcemednlaytakctrthernecessaryaction¨ perあove decisbn ofК _____   |

'dctails bclow or as applicd by firm whichever is lowcr:

14012019



^

Case No:39′ 13/82-ALC4/2018 Parり Name10RTN
LABORATORIES LTD
|

Filc

:09/24/040/00082/AM19/

Decision: Deferred for comm€nts ofTE.

:ision: The comminee considcrcd casc as pcr agenda and delibcratcd on the matter in ihe prcscnce of
technical cxperts and it was decided to ratify the ad-hoc input output norms under para 4.7 ofiJBp as per

below or as applied by firm whichever is lower:

Expon product Qty 訛

Ｎ。

Import items Qty

…

ハCCtatc l kg 1

…

1 00 kg

concemed may take further necessary action as per abovc decision ofNC.

Lic No7Datc:3110067070
.07062018

Decision: The Committcc considercd the case as per agenda and it was dccided to rcfcr rhc casc to Coffec
Board for its commcnts and also call the firm for personil hcaring to explain its case.

5面赫 翻げ

1穆
:01/82/050/01017/AM19/

ICaseNo.:40/13/82-ALC4r20181EE]][r「
][[∫LTD~~~~~

|

`            |

Case No:196/13/82-

ALC4/2018

Case No.:197113/82- Party Name:NATUnel eVO Meet No/Date: I3lg2- Slatus:ALC4l20l8 ESSENTIAL OILS pVT LTD letCqtZOt} lO"r..r.O
114.01.2019 i

1尋

「危漏1,0/。0060/AM19/                       1~~~1棚児5m r5/AMV
Decision: Thc Committec considercd the case as pcr agcnda and ir was dccidcd to rcfcr the case to Coffee
Board for its comments and also call the firm for pcrsonal hearing to explain its case.

Case No:216/13/82-

ALC4/2018

:01/82/050/01194/AM19/

30

~厩
漑戸画面

「
|

―

Deferred for comments of TE, ]

Case No.:184/13/82-

ALC4/2018
Pany Namc:STERMONE
ICHEMICALS PVT LTD

Mcd No/Datc:13/82

1織品1盤ず
ｄ

●
●
　

Ｖ

Ｓ

　

Ｏ

Ｓｔａｔｕ

枷

i:0r /821 050/0 | t 62/ AM I 9 / 134/24/040/00011/AM19/
IRLARb iLic.No/Date:34100.14195 ;

01.06.2018 
I

」

[1

Status:
Approved
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Committee considered case as per agenda and deliberated on the matter in the Presence of the

experts and it was decided to mtiry the ad-hoc input output norms under para 4.7 of HBP as pcr

bclow or as applied by firm whichcvcr is lowcr:

Export Product Otv SI No Import items Oty

N―MEHTYL-2-
PYRROLIDONE

l kg l METHANOL 0 37 kg

2 AMMONIA
ANHYDROUS

0 16 kg

3 GAMMA
BUTYROLACTONE

0 90 kg

RA concemcd may take further necessary action as per above decision ofNC.

1c.." xo.rselrvtiaiclliora f"rty r.ram*suver.r rrrs iM""t Norout.,r llgz- ilt"t*i .- ]

] 
tCIENCES LIMITE' t.tfLi'rl'rt iApproved 

i

Ee pit" ili".llorout.,or roooozea | 
|

:01/82/050/01036/AM l9l :0924t040((096lAMt9t 108.06.2018 I I

5;"t.ir* 
'_ffo 

Co..itt"" 
"o^ia"."a 

m"i"r" ^ 
p"r ugi.au in tfr" pi"*""" 

"f 
f"*rlt"f f.p-"ru 

"ra 
i" 

]

.the light of earlier decision taken by NC in its Meeting No. I/82-ALC4/2018, dated 01.05.2018, it was

nonlns under para 4 7 of HBP as per dctails below or■ applicd by l

Export Product Otv SI No Import items Otv

I BROM0 2-
10DOBENZENE

l kg 1 2-BROMOANILINE 1 086 kg

POTASSIUM 10DIDE 0 733 kg

CYCLOHEXANE 2 75 kg
|11°

lJυЬLIヽ乙L:ヽし
     |

IRAconcemcd maytake nШにher neccssary actlon as per abovc d,FlS191° fヽ91

1渕酉
~甲

閻 頭   1器 為d

畷嚇 ごI   ~   |
o""i.ion, The committee considered case as pcr agenda and delibcratcd on the matter in the presence of

the technical expcrts and it was decided to ratiry thc ad-hoc input output norms under para 4.7 ofHBP as per

details below or as applied by firm whichcver is lower:

I

I culonovrrHvLPHENYL)-3- | | lncto I I

I urrHoxvncnvlaru J z I sootuv vpruoxtoE I o+tote 
I

' I lr lPorassltlN,t Iooton |oooxte II I 14 I THIo\YI, CHI,oRIDE II,24KP, ,

RA concemed may take furthcr neccssary action as per above decision ofNC'

96
Export product Qty 誂

ヽ

Import items Qty

METHYL          (E)2(2-
CHLOROMETHYLPHENYL)‐ 3-
METHOXYACRYLATE

l kg 1 ORTHO TOLYL ACETIC
ACID

1 56 kg

SODIUM METHOXIDE 0 416 kg

POTASSIt」 M10DIDE 0 008 kA

4 TH10NYL CHLORIDE 1 24 kg

firm whichever is lowcr:
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^

Case No.:166/13/82-

ALC4/2018
Party NamciSONGWON
SPECIALTY CHEMICALS
IhlDIA PVT LTD

'HQ Filc

:01/82/050/01144/AM19/
RLA Filc

:34/24/040/00024/AM19/ 08062018

Mcet No/Datc:13/82‐

IALC4/2018
114012019

Export product Qty 針

Ｎ。

Import items Qty

EDOT (3,4 - Ethylenedioxythiophene)
(Other Organo-Sulphur Compnds)

l kg 1 Dimcthy1 2,2-thiobisacctatc 0 566 kg

2 Dimethyl Oxalate 1 30 kg

3 Sodium Methoxide Solution
30% (Sodium Methvlate)

4 39 kg

4 DimcthyifOnFlamide 0 329 kg
5 1,2- Dichloroethane 1 76 kg

6 Sulfolanc 0 4186 kg

7 Sodium Sulphide Not shown in
the process,
hcnce not
allowed.

Paty Namc:VIVIMED LABS
LIMITED

Mcct No Datel13/82-

ALC4/2018
14012019

ｄＳｔａｔｕｓ‥̈

Case No.:62/13/82-AI′C4/2018 Pany Namc SATYA
DEEPTHA
PHARMACEUTICALS

100                        LIMITED

Decision: D€ferred for comments ofTE.

14012019

Status:
Approved

details below or as applied by firm whichevcr is lower:

RA conccmed may take furthcr necessary action as per above decision ofNC.

197

」

ｄＳｔａｔｕｓ申

Decision:  Thc cOmmittcc Obscr/cd that flrm was cancd for PH bcforc thc cOnlmitcc fOr similar cases,

butthe flrrn neithcr atendcd thc PH nOr submitits rcply Hcncc thc COnlnlittcc decidcd to rlcctthe casc

雷

一



Ⅲ繭繭

"曰
甲 =珊Υ "岡癬

|

PHARNIACEUTICALS     i4 01 2019PHARMACEUTICN LS I4.01.20I9

LIMITED
l0l __

IRLA File lLic'No/Date:09 10066327 I l

1纂恥蝋面鷺勒型蜂響里聖」nts oF TE.
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⌒

102
Export product

Qty 訛

Ｎ。

Import items Qw
SODIUM PAS GEANULES
8o%(w^il) oR SODTUM
PAS GRANULES

kg I SυυlUM PARA AMIN0
SALICYLATE POヽ vDER OR AMINO
SALICYLATE SODIUM BP

0 808 kg

0 05 kg

1 00 kg

2 HYDROXY PROPYL MEMYL
CELLULOSE PHTHALATE

■

一４

ISOPROYL ALCOHOL
EUDRAGIT L 100

0 05 kg

concemed may takemay further ncccssary action as per above dccision ofNC.

たυDКg l l

|

104

Case No:75/13/82- ALC4/2018 Pa,y NamciSATYA
DEEPTHA
PHARMACEUTIcALS
LIMITED

IHQ Filc

101/82/050/01o537AM 19/ 1協棚∽鋭
"/AMり
「
~

ision: The Commimee considcred thc case as pcr agcnda in the prcscncc ofTechnical Expcns and ilight of earlier decision taken by NC in its vcetingio_ 4182-ALC4/2orB, datcd 19.06.201g, it wa

tfl,:il1fljff:;hoc 
input output norms undcr para 4.7 of HBp as per details bclow or as apptied b

Export product
Qty Si

No
Impo● lcnls

Qty

AFC ABACAVIR(ABV)I
lkg 1 2-AZABICYCLO(221)HEPT_5:

EN 3-ONE;(VINCELACTAM)
1 14 kg

2 N‐(2-AMrN0 4,6-DICHLORO-51T
PYRIMIDNYL)FORMAMIDE

0 764 kg

3

…

ROHYDRIDE 0 226 kg

1脚
E13/82町

1

Lic No/Datci091 0o66324

11062018

thc prcscncc orTcchnical Expcns and in

、vas

i by

|

|



Ｅ
Ｊ

，
Ｄ

POWDER
4 D(‐)TARTARIC ACID 0 780 kg

L+TARTARIC ACID 1 23 kg
:

―

・

RA concemed may takc further necessary action as per above dccision ofNC.

Case No.:314/13/82-     Pa“ y Namc:JNP PRODUCTS McctNo′ つatc:13/82‐    Status:

ALC4′ 2018                              ALC4/2018         Approved
14012019

責Q Rk   ~~~~RLA Rに   ~~~~~         |     |a Fl. 
- 

l[A Fl" -- -lib$/Date34l0044r, a-l
\tl2tosototzgzlAMtgt l34l24t040l00081l$ttr9l 11.06.2018 

]
血 別 側

"2/AMl…
乾 g型 9型 翌 J聖

量寮 T理 市 高 Jヽ ^^=_=^__   Tl_^´ ^__:● ●̂ ^^^_^:月 ^‐ ^月 ^^^^^_^^‐ ^～^‐月^^‐ 月 月_1:ヽDecision: The Committee considcrcd case as per agcnda and deliberated on thc matter in the prcscnce

ofthe technical expcrts and it was decidcd to rati$ the ad-hoc inPut output norms under para 4.7 ofHBP
as per dctails below or as applied by firm whichever is lowcr:

Export product Qty Sl

No
lmport iterns Qty

Para Amino Phenol l kg 1 Para Nitro Chloro Bcnzcne 1 222 kg

2 Caustic Soda Lyc 0 764 kg

RA concemed may take further necessary action as per above dccision ofNC. 」

Case No:118/13/82-

ALC4/2018
Patt Namc:OPTIMUS
DRUGS PRIVATE LIMITED

Mcct No/Datc:13/82‐

ALC4/2018
14012019

Status:
Approve

|

HQ File

101/82/050/01096/AM19/

Decision: The Committee considercd the case as per agenda in the presencc ofTechnical Experts and in
thc light of earlier decision taken by NC in its Meeting No. 8/82-ALC4/2018, dated 3l .08.2018, it was

dccided to ratif the ad-hoc input output norms under para 4.7 of HBP as per dctails below or as applied by

firm whichever is lowcr:

Export product Qty Sl

No
Import items Qty

SOFOSBtlVIR IH l kg l 2-dcoxy-2-fl uoro-2-C-mcthyluridinc
(or) (2R)-2-Dcoxy-2-Fluoro-2-Mcthyluridine

0 90 kg

つ N-(S)-(2,3,4,5,6-Pcntafl uorophenoxy)
phenoxlphosphinyll-L-alaninc 1-mcthylethyl
cstcr
(OR) propan-2-yl(2S)-2-

{ [(pentafl uorophcnoxy)
(phenoxy)phosphoryllamino ) propanoate

1 60 kg

RA may take appropriate action as per the decision ofNorms Committec.

IRLA Filc

:09/24/040/00066/AM19/ 1翻鼎α酬∞“"2__J

106

Case No:16/13/82-

AI′ C4′2018

lo7 uq nil"

「蕊蕊評
雨~聞
獅戸
y「
蕊戸

RLA Filc                  Lic No/Datc10910066350
:09/24/040/00627/A■418/      19062018:01/82/050/00994/AM19/

|

―
―
―
―
∃



Export product Qty SI

No

Import items Qty

Bromo Ketorolac
(OR) 5-Benzoyl, 3bromo-2,3-
Dihydro,l-H pyrolizine-l-
carboxylic acid

750 000 kg 1 Pyrrole 592 500 kg

Isopropcnyl Acetate 675 000 kg

Dimethyl sulphoxide 1282 500 kg

4 DMF 1147 500 kg

Potassium Carbonate 3120 000 kg
０́ Di-ethyl malonate 1717 500 kg

36

technical experts and it was decided to ratiry the ad-hoc input output norms under para 4.7
details below or as applied by firm whichever is lowcr:

concemed may take further nccessary action as per above decision ofNC.

of HBP as

|

Approved

Filc

:09/24/040/00128/AM19/

ハ
Ｕ

per details below or as applied by firm whichcvcr is lower:

Export product Qり 訛
Ｍ

Import items Qw

PANTOPRAZOLE BASE l kg l MALTOL
(3‐HYDROXY-2‐METHYL‐
4H‐PYRAN-4-ONE)

0 728 kg

RA concemed may take flrther necessary action as per abovc decision ofNC.

Decision: The Committce considcred case as per agenda and delibcratcd on the mattcr in thc prcscnce of
the technical experts and it was dccided to mtify the ad-hoc input output norms undcr para 4.7 of HBp as

Lic No/1)atc10910066351

19062018

]僻脚 構が"1需酒

陽3児5∽Юatty~

109

圃 島『蕊罵lj~隔源脇よふ鳳ぶ 囲漱:どbl°°663g」「―
―~~

椰 鱚 蜃 需繭
Expon product Qty SI

No
Import ilems Qty

TENOFOVIR  DISOPROXIL
FLMARATE

l kg 1 9-(2-Phosphonyl methoxy)
DroDyl) adenine

0 769 kg

2 chloromethyl-2-isopropyl
carbonate

1 3527 kg

3 N-Mcthyl-2-pyrrolidone 1 4878 kg

4 Triethyl amine 0 4477 kg

5 Mcthylcne Dichloridc(MDC) 4 32 kg

RA concemed may take further nccessary action as per abovc dccision ofNC.

Case No:101/13/82-

ALC4/2018

陣5 Case No:66/13/82- Party Namc:SRIAM LABS Mcct No/Datc:13/82‐

」

「
Case No.:43/13/82-

IALC4/2018 押柵淵臨I‐D

―

・ 」

―

一

劃
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ALC4/2018

HQ File

:01/82/050/01044/Aヽ119/

“

ALC4/2018 Approved
14012019

RLA Fnc
109/24/040/00147/Aヽ419/

Lic No Datc:0910066366

21062018

Decision: Thc Committee considered casc as pcr agenda and deliberated on the matter in the presence

the technical expcrts and it was decided to ratiry the ad-hoc input output norms under para 4.7 ofHBP
pcr details below or as applied by firm whichever is lower:

Export product Qty Sl

No
lmport items Qty

Hydroxychloroquine or Hydroxy
Chloroquinc Basc or 2-[[4-[(7-
Chloro-4quinoyl) aminol pcntyll
ethylamincl cthanol

l kg l 4,7-dichloroquinoline 0 934 kg

2 Hydroxynovaldiaminc 0 866 kg

RA concemed may take further necessary action as per above decision ofNC.

Of

asl

Case No:35/13/82-ALC4′ 2018 Pa● y Namc:VIVIヽ4ED LABS
LIMITED

Mcct No′1)atc:13/82-
‐ALC4/2018
114012019

ｄＳｔａｔｕｓ‥̈
|

1111

IHQ File

101/82/050/01013/Aヽ419/

RLA Filc

:09/24/040/00136/AM19/

Lic No′つatc10910066375

22062018

Decision: The Committec considered thc casc as per agcnda and it was decidcd to call for following

documents / information from the firm:

(i) Exact chemical name of Import Itcm No. 3 VANISPERSE with catalogue & its use in cxport

product; and
(iD Recovery ofMETHANOL in the production process.

Case No.:36/13/82-

ALC4/2018

HQ Filc

101/82/050/01014/Aヽ119/

Pary Namc:UNIMAX      Mcct No Datc:13/82-   Status:
LABORATORIES PVT LTD ALC4/2018         1Approved

14012019

IRLA Fil; ilic.No/oate:03 t 0szt 488

:O3l95t}40l00256tANll9l't22.06.2018

Export product Qty Sl

No
Import items Qty

Prednisolone Sodium Phosphate l kg 1 Prednisolonc (Prcdnisolone
Base ).
Tech Spcc. : Pharmacoepial
Grade. Prcdnisolonc is used as

an intermediate in manufacturc
ofPrcdnisolone Sodium
Phosphate

0 839 kg

Decision: The Committcc considered casc as per agenda and delibcratcd on the mattcr in the presence.

ofthe technical cxperts and it was decided to ratifo thc ad-hoc input output norms undcr para 4.7 ofHBP as

pcr details below or as applied by firm whichcver is lower:

l12

RA concemcd may take furthcr nccessary action as per abovc decision ofNC.

――

一



Case No:76/13/82-Al′ C4′2018 Pary Namc VIVIMED I´ ABS  Mcct No′Datcl13/82-
LIMITED ALC4/2018

14012019
H4HQ Fnc              RLA FHc

Lic N07Datc:091oo66376
:01/82/050/01o54/AM19/      :o9/24/040/00135/AN119/      22062018

r: The Commiltcc considercd lhc case as pcr agenda and it was dccidcd to call lor recovery ofItem No. 2,3 and 4 in the production process frlm thc firm.

Case No.:185/13/82- pafiy Namc:SpC LIFE Mect No,Datc: l3/82- Status:ALC4/2018 SCIENCT-.S pVT. LTD. ALC4/2018 Deferred
14.01.2019It6 ..^ ._

Hq f rlc RLA Filc Lic. ),JoDatc:Ja 100442g2:01/82/050101163/AMts/ :34/24t040/O0109/AMt9/ 26.06.20I 8
Decision: Deferred for comments ofTE.

H9賢
礎 腸 ∬

Mン 82  Pany NamoGLENMAは  Mtt NoDac日 だか  stat吋
PHARMACIう UTIcALS LTD, ALC4/2018          Deferred

38

Party Namc:FOURRTS

(INDIA)LABORATORIES P
LTD

Case No:214/13/82-

ALC4/2018

‐HQ Filc

101/82/05υ0119277AM 19/
RLA Filc

:04/24/040/00036 AM19/

Deferred for comments of 'l'8,

一　

　

　

　

　

一

一
　

　

　

　

５

Ｆ

１

１ １

Mect NO Datc■ 3/82-
ALC4/2018
14012019

Deferred

階淵事
mm64438「

f謎脇留
別y路   :通慾 甜[RTD

l17卜,^ぃ ,         ~~~~~―
|…

′
1鷺ユ収r… ^……1.1‐| IЮ l慇 2Ю50/01o95/AM19/  IЮ 9/24/040/00150/AMlツ

1 区 罵

「

面高面孫稿高蔽両二
~~~~

Mcct NO Datc:13/82-

IALC4/2018
14012019
~Fた
No/Date091oo66395 1~

l.zt.oa.zora ------- 
i
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―

「

14012019

Lic No Datc10310822054

29062018
HQ Filc
:01/82/050/01238/AM19/

RLA Filc

103/94/040/00271/AM19/

Decision: Deferred for comments of TE.

――――――――――――――
|

Case No:308/13′ 82-

ALC4′ 2018

HQ Filc

:01/82/050/01286/Aヽ419/

Party Namc:AMI LIFE

SCIENCES PRIVATE
LIMITED

McctNo/Datc:13/82- Status:
ALC4/2018
14012019

Approved

Lic No Datc:3410044289

:34/24/040/00113/AM19/     29062018

Decision: Thc Committec considercd casc as per agcnda and dclibcratcd on thc mattcr in the prescnce of

120 the tcchnical expcrts and it was decidcd to mtiry thc ad-hoc input output norms undcr para 4.7 of IIBP as

per dctails below or as applicd by firm whichever is lower;

Export product Qty 誂

Ｎ。

lmport itcms Qty

Benfotiamine l kg 1 Thiamine Hydrochloride 0 0922 kg

___1■ _____― 一 =一―
____

RLA Fnc

RA concemed may take further necessary action as per above decision

」  |

二
Case No.:313/13/82-        Partv Name:AMI LIFE      Mcct No/Date:13/82‐     Status:

IALC4/2018             SCIENCES PRIVATE      ALC4/2018         Approved
LIMITED               14 01 2019

‐HQ Filc             RLA Fnc             Lic No′ つatc:3410044292
:01/82/050/01291/Aさ 419/      :34/24ノ 040/00112/AM19/      29062018:01/82/050/01291/Aさ 419/      :34/24ノ 040/00112/AM19/      29062018

Decision: Thc Conlmittcc considercd casc as pcr agcnda and dclibcratcd on thc mattcr in thc prcscncc of

thc tcchnical cxpcrts and it was decidcd to ratl,thc aι hOC input output nonns undcr para 4 7 of HBP asi

121 per details below or as applied by firm whichevcr is lower:

Export product Qty 誂

Ｎ。

Import items Qty

Bcnfotiaminc l kg 1 Thiaminc Hydrochloride 00922
kg

RA concemed may takc furthcr necessary action as Pcr above dccision ofNC'

Export product Qty ■

Ｎ。

Import items Qty

Bcnfotiaminc l kg 1 Thiaminc HYdrochloride 00922
kg

RA concemcd may takc further neccssary action as per abovc dccision ofNC'

of NC

Case No.:315/13/82- Party Name:AMI LIFE Mcet NoDalc: l3/82- Slatus:

. ALC4/2OIE SCILNCES PzuVATE ALC4/20I8 APPTOVCd

12‖昔辮1締Tttli胤踏漁総:樅rd"uottm mm m“
rptta 47 J HBP¨

|



Case No.:316/13/82-

ALC4/2018

RA concemed may takc further necessary action as pcr above decision ofNC.

RA concemed may takc further necessary action as pcr abovc decision ofNC.

Export product Qv 針

Ｎ。

Import items Qり

Benfotiaminc l kg l Thiamine Hydrochloride 00922
kg

Export product Qty 趾

Ｎ。

Import items Qty

DOXOFYLLINEヽ VHITE
CRYSTALLINE POWDER
LODinlMT
100/0ヽVフ Vヽ ASSAY BY HPLC
BETWEEN 98%T0101 oo%
型   (ON DRIED BASIS)

l kg 1 ANHYDROUS
THEOPHYLLDIE WRITE
CRYSTALLINE POWDER LOD
NIT
05% W/W ASSAY BETWEEN
980%To 101 o%

0 80 kg

Case No:327/13/82‐

ALC4/2018

Q Filc
1/82/050/01305/AM19/

125

~~1珈

RLA Filc

134/24/040/00108/AM19/

1錯″盤ず

1遣ミ黙
34100442Я

1器
為d

Thc COmmittcc cOnsidercd casc as pcr agcnda and dcliberatcd on thc mattcr in thc prcsencc of

technical experts and it was decided to ratii/ the ;d-hoc input ouput norms under para 4.7 of HBp as
details below or as applied by firm whichever is lower:

Export product Qty 鉱

Ｎ。

Import itcms Qty

DOXOFYLLNE WHITE
CRYSTALLINE POWDER
LOD:NIMT
10%W/W ASSAY BY HPLC
BETWEEN 98%T01ol oo%
W7ヽVoN DRIED BASIS)

l kg 1 ANHYDROUS
THEOPHYLLINIE WHITE
CRYSTALLINE POwDER LOD
NIT
05°/O WハV ASSAY BETWEEN
980%To 101 o%

0 80 kg

40

|

FaseNo■ 32y13月 2‐   ~        ~IMcd NoD屁 o13/82-~Stam“

卜

LC4/2硯8   EttsPЩ VA‐

 1器 盤 ゞ   嬌

proved

HQ Fle          RLA Fiに
~~~~~~~~― .Iた

NolDate 34!0044,00‐Hマ
「
1le                  RLA Filc                 Lic No/Datc:3410044290

:01/82/050/01303/AM19/     :34/24/040/00099/AM19/     29062018

1Decision: Thc COmmittcc cOnsidcrcd casc as pcr agcnda and delibcratcd On thc matcr in the prcscncc of

肥 蹴 lR:脚Tlξttli胤∫認 1llillよ tiaι
h°C ⅢmOu"mn∝ms und∝ pa● 47 of HBP“

)、vcr:                                                  |

124
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RA conccmed may takc furthcr necessary action as per abovc dccision ofNC.

IMcct No′つate:13/82-
IALC4/2018

14012019

Lic No Datc:0310822057

02072018
―

|

126 Decision: The Committee considcred thc case as per agcnda and it was dccidcd to call for following
documcnts / information ftom the firm:

(D Copy of COA ofimport item from foreign supplier;
(iD Testing r€port of Import ltem No. 2 - METHANOL duly authenticated by Quality

Controt Inchargei and
Copy of Invoice.

Case No:37/13/82-ALC4/2018 Pa● y Namc:SIDDHARTH
CARBOCHEM PRODUCTS
LTD

Ｆ
ｌ
ｌ
ｌ

Case No.:256/13/82-
IALC4/2018

HQ Fne
:01/82/050/01234/Aヽ119/

L7盤fT兜鑑蹴轟僣i:攪脚
∬TTIWttΨttt器『腑 』嘗:慧撚駆l

|

:                                                                      :
l  lぃ     ,         |^  |., l,  :            |ハ .  | |Export product Qty 趾

Ｎ。

Import items Qty

SACCHARIN POWDER
(PURE/AR)(DENTAL
GRADE)

l kg 1 SODIUM SACCHARIN 1 00 kg

RA concemed may take further necessary action as per abovc decision ofNC.

「

にase N∝ 25713/82-~~~沖 att NamoKUStlMA  画 O No/Date■ 3/82- 卜tatu“

鯰
Mcct No/Datci1 3/82-

IALC4/2018

14012019

Lic No Datc:0310822078

02072018

Status:
Approved

RLA Filc

:03/94/040/00237/AM 19/

ALC4/2018

‐HQ Fnc            lRLA Filc            Lic No/Datc:0310822077.
:01/82/050/01235/AM19/     :03/94/040/002367AM19/    102072018            1

Decision:   Thc Committee considcrcd casc as per agcnda and dcliberated on thc materin thc prcscncc of

thc tcchnical expcrts and it was decidcd to rat″ thC ad hoc input output no‖ ns on nCt to net basis undcr

128 para 4 7 ofHBP as pcr dctails below:

Export product Qty 誂

Ｎ。

Import items Qty

SODIUM
SACCHARIN(PURE
DENTAL GRADE)

15000 000 kg 1 SODIUM SACCHARIN 15000 000 kg

RA concerncd may takc further necessary action as per abovc decision ofNC.

PHARMA IALC4/2018
114012019

PなりName:GLENMARK   lMcct No/Datc:13/82
PHARMACEUTICALS LTD, IALC4/2018

Approved

1129
Case No■ 261/13/82-

ALC4ノ 2018
ｄＶ

Ｓ

　

Ｏ

Ｓｔａｔｕ

柳

:

IHQ Filc

:01/82/050/01015ん ヘト419/

Filc

―

―
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-  

―

¨

IHQ Filc              RLA Fnc             Lic No Date10310822074
:01/82/050/O1239/AM19/      :03/94/040/00275/AM19/      02072018

becisiom Thc COllmitee consldered case as per agendaand ddlberated tt thc lllaterln the presenc:of

he tecbnical experts and it was decided to ratiry the ad-hoc input output norms under para 4.7 of HBp as
rer details below or as applied by firm whichever is lower:

訛

Ｎ。

Export product Qty Sl

No
Import items Qty

1 Mupirocin Ointmcnt usP 2%(Pack
Size 22gms)(Nct Wt Of Mllp[ocin

USP is 154 000 Kgs)

I pack 1 Mupirocin USP 04488
gny22 gm

pack

2 Supiroban l5gm Ointment ZA
(Pack Size l5gms) ( Net Wt.of
Mupirocin USP is 27.000 Kgs.)

I pack 1 Mupirocin USP 0 306 gΠプ15

gm pack

3 Supiroban l4gm zulu Ointment
(Pack Size l4gms) ( Net Wt.of
Mupirocin USP is 25.000 Kgs.)

I pack 1 Mupirocin USP 02856
mgノ 14 gn
pack

4 Supiroban 5Ogm Ointment (Pack
Size 50gms) ( Nct Wt.of Mupirocin
USP is 55.000 Kgs.)

I pack 1 Mupirocin USP 0512ロプ50
gm pack

RA concemcd may take further necessary action as per above dccision ofNC.

Ｆ

Ｆ
Ｉ

^

Case No:298/13/82-

ALC4ノ 2018
Party Namc:GLENMARK
PHARMACEUTICALS LTD,

Mcct No Datc:13/82-

ALC4/2018
14012019

ｄＳｔａｔｕＳ‥̈
IHQFile

|

RLA Filc
:01/82/050/01276/Aヽ119/ :03/94/040/00274/Aヽ419/

Llc No/D:i罰雨08"084
b2072018

|

Decision: Deferred for comments of -I'E.

Case No:302/13/82-

AI′ C4/2018

HQ Filc

:01/82/050/01280/AM19/

激ギ奮
~冊 13/82,蕗~

1019           1

臨 」1り |   |
The Committce considercd case as per agenda and deliberated on the matter in the prcsence of

technical experts and it was decided to ratifr thc ad-hoc input output norms under para 4.7 ofHBP as
details bclow or as applied by firm whichevcr is lowcr;

Export product Qty SI

No
Import itcms Qty

Indoflam Eye Drops
0.1%FA,5 ml (Each 5ml
bottlc contains 5mg
Indometacin EP)

2000000000
Number

1 Indomctacin EP(MicrOnized

DMF Gradc)
10 000 kg

RA concemcd may take further neccssary action as pcr above dccision ofNC.
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Lic No/Datc:0910066425Lic No/Datc:

:09/24/040/00065 AM19/      .06072018

Thc Committee observed that firm was called for PH bcfore the committec for similar cases,

the firm neither attended the PH nor submit its reply. Hence the Committee decided to rcjcct the case.

Party Name:J B CHEMICALS
&PHARMACEUTICALS
LIMITED

Lic No/Date1031 0822175

06072018

貯粽
mル  押隠器路D滞鮮 e13/82

The Committee considered the case as per agenda and it was decided to call for following
/ information fiom the firm:

Complete chemical reaction showing molecular weight ; and
Perc€ntage of yield on molar basis,

F高
赫五赫

: Deferred for comments ofTE.

PETROCHEMICAL PVT LTD
14012019

:01/82/050/01077/AM19/

14012019

1器疏 5υmm"AMW ~障 λttυ00291/AMW~こ さ RC031082飢
43
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details below or as applied by firm whichevcr is lower:

訛
ヽ

Export product Qty 針
恥

Import items Qty

l Ursodiol Tablcts USP 250mg

(PaCk SiZC 100 Tabs)

(Nct wt ofUrsodiol USP is
1500 000 Kgs)

I pack 1 Ursodiol USP 255 mg/250 mg
tablct

Ursodiol Tablcts USP 500mg(

Pack Sizc 100 Tabs)

(Net、vt of Ursodiol USP is

2500 000 Kgs)

I pack 1 UrsodiOI USP 510 mg/500 mg
tablet

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

No:161/13/82-
4/2018

The Committee considered casc as per agenda and deliberated on the matter in the prcsence
the technical experts and it was decided to rati! the ad-hoc input output norms under para 4.7 of HBp
per details below or as applied by firm whichever is lower:

Export product Qty 訛
Ｍ

lmport items Qty

Esters of Mcthacrylic Acid - Crude
Methyl Methacrylate Monomer
Net Content Per M.T.: Acrylic Srrips
and Cut Pieces - 1.33 M.T.

l kg 1 Acrylic Plastic Strips and Cut
Pieces

1 10 kg

concemed may take furthcr nccessary action as per abovc dccision of NC.

ICase No■ 250/13732-

IALC4ノ2018
|

|

1器脇5∽1228/AM朗

Status:
Deferred

Lic No/Datc:0310822211

9/      10072018

D(Decision: Deferred for comments of TE.
―

|

Parり Namc:l」 NITECH
INTERNATIONAL LIMITED

Mect No,/Datc: l3182- Status:
ALC4/2018
14012019

」
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caζe No■ 252/13′82-    Patt Namc:KOPRAN    Mect NoDatc 13/82‐
  Statuゞ

IALC4/2018         ‐Approved.ALC4′
2018             RESEARCH

LABORATORIES LTD    14 01 2019              1
Lic No7Datc:0310822228

器 肌 5餅∝利 AMV ttλ 刷:90υ剛
‖ 急:“ ilピ:』lcJi品‖翻 :支

“

魚attil
bこ tision:  Thc COmmntcc consldcred thc case as p

^  ●    ,,   :__ ` ^ 一 ・ ―̂―‐ …ⅢH・・ァ、●7, 47 ハF HRP パ ner dctails bclow Or asl

―
|

」

was decided to ratiry the ad-hoc inPut output norns under para 4'7 of HBP as per details below or as

applicd by firm whichcver is lowcr:

Export product Qty SI

No

lmport itcms Qty

PRECABALIN l kg 1 ISOVALERALDEHYDE 2 72 kg

CYANOACETAMIDE 5 33 kg

R(+)‐METHYL BENZYL AMINE
OR(R)‐ 1

PHENYLETHYLAMI電ェ)_____

o l14 kg

4 ISO PROPYL ALCOHOL(lPA) 1 74 kg

5 CHLOROFORM 2 50 kg

RA may take appropriate action as per thc dccision ofNorms Committee' 」

υ CCIS101::  11lC tυ llμ ll■ ●ヽし■ ■0'`0`‐‐●シ‐ ● ‐ ~――― ~~ r― ―  o

technical details as per Appendix 4E along wih Chemical reaction,mOlecular weight and percentagei

of yield on molar basis from thc flrm

138

case No:93ノ 13/82-ALC4/2018 Parり Namc:PORUS      MCCt NoDate:13/82   Status:
LABORATORIES PVT LTD  ALC4/2018         Deferred

14012019                        1

Lic No′ 1)atc10910066447
139器晶鬼5υα07ソAM19  Ъ角刷:αO∝ 72AMlり  120■ 2018

R:11llidfli」lllIII:調!li∫atiξ Tifbl:ll:illlal111:II:ieli厳 !ll」:」il‖n『:」1‖歯::|

「 1調 儒
蔵屈

「

~~「
cNattALTA~~靡

:聯
面 3/82~1濡

∫
11LABORATORIES LTD   ttl

蜃蕊薫蘇 隔蕊蕊
薇[_JL!_1   ■L^r^……1●ぉ^´“

まЯorea o,ぃ ,s ner al
Decition: ThC COmmitcC Considercd casc as pcr agcnda and dcliberatcd on thc nlatcrin thC prcscncc 01

И O欝
蹴 lξ :を脚 Tlttlirざ 留

Clllll121棋
PChp・

Ou"面 n∝mS und∝ 四 a47 of HBP¨

RA concemed may takc furthcr necessary action as per above decision ofNC'

|



Parry Name:ALTA
LABORATORIES LTD.

46

Case No:311/13/82-

Deferred for comments of TE_

Mcet NO/Datc:13/82‐

ALC4/2018
14012019

12072018

Party Namc:GULBRANDSEN Mect No/Datcl1 3/82-
CHEMIcALS PvT LTD ALC472018

14012019

Lic NO Datc:3410044328

12072018

樹五鮮f¥IInF驀搬Y[椰艦鵠1腑Ⅷ槻1み撃w∬

ALC4/2018

Case No:91/13/82-ALC4/2018
Mcet NO′ Date:13/82-
ALC4/2018
14012019

Lic NO Datc:091oo66455

13072018
Deferred for comments of TE.

No/Datc:13/82-

14012019

Lic NO′つatc:o91oo66454
13072018

Deferred for comments of TE.

Mcct No′つatc:13/82-

ALC4/2018
14012019

13072018
Deferred for comments of TE.

Mcet No/Datc:13/82-
ALC4/2018
14012019

conccmcd maytakc n』嗜her nccessa,actiOn as pcr abOvc dccisiOn of NC

Case No:loo/13/82-

ALC4/2018
Pany Namc:RA CHEM

Case No.:102/13/E2- Party Name:SATyA
ALC4/2018

PHARMACEUTICALS

HQ Iilc RIA Filc
Lic No′ Datcio91 0o66456

|

|

ｄＳｔａｔｕｓ‥̈
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:01/82/050/01080/Aヽ119/ :09/24/040/00184/AM19/ 13072018 :

一　

一

147

Decision: Deferred for comments of Tll.

Case No.:92/13/82-ALC4/2018 Pなり Namc:VIVIN DRUGS& Mcct No7Datc:13/82-   Status:
PHARMACEUTICALS     ALC4/2018         1Approved
LIMITED              14 01 2019          1

HQ Filc                RLA Filc               Lic No/Datc10910066463 1
:01/82/050/01070/AM19/      :09/24/040/00183/AM19/      16072018

Decision: The Committee considered case as per agenda and deliberated on the matter in the presence of
the technical experts and it was decided to ratiry the ad-hoc input outPut norms under para 4.7 of HBP as

per details below or as applied by firm whichever is lower:

Export product Qty SI

No
lmport items Qty

4‐AMIN0 5-FLURO‐ 1-((2R,5S)2-
HYDROXYMETHYL―
[1,3]OXATHIOLANE―
5 YL)‐ lH PYRIMIDIN-2‐
OM(EMO‐1)OREM010R EMO

l kg 1 L―MENTHOL 1 72 kg

つ GLYOXYLIC ACID‐ 50% 1 92 kg
2,5 DlHYDROXY l,4
DITHIANE

0 82 kg

4 5‐FLUORO CYTOSNE 1 20 kg

5 HEXAMETHYL
DISILAZANE

0 75 kg

6 METHYLENE CHLORIDE 6 00 kg

7 TRIPHOSGENE 0 87 kg

8 SODIUM BOROHYDRIDE 0 48 kg

DIPOTASSIUM
HYDROGEN PHOSPHATE

2 07 kg

RA conccrncd may take further necessary action as per above decision ofNC

Case No.:189/13/82-

ALC4/2018

148 HQ Filc

101/82/050/01167/Aヽ119/

Party Namc:YASH RASAYAN
:&CHEMICALS
I

RLA Filc

:34/24/040/00114/AM19/

Mcct No Datc:13/82-

ALC4/2018
14012019

Lic No7Datc:3410044333

16072018

Decision: Deferred for comments ofTE'

. case xo.:zslliflgz- - ,P*ty N"."CLENMARia- Meet No/D. -ate: l3182- statu;
ALc4/20rE 'PLARMACEI-ITICALS LrD., 

t:tl1rrl,rt tApproved

HQEIe [nie rlt" -- 
t-ic.Noroate,or t otzzl t o 

I

:0tt82l050l0l232tANll9t :03/94/040/00310/AMl9/ 16072018

' ,o""i.ion, The Comminee consiAeied case ffi agenda and deliberated on the maner in ttre pres"nce of
the technical expens and it was decided to ratifo the ad-hoc inPut output norms under para 4.7 of HBP as

ll49 per details below or as applied by firm whichever is lower:
I

Sl

No
Export product Qty Sl

No
lmport items Qty

1

Mup■ocin Ointmcnt USP 2%(Pack

Sizc 22gms)(Nct Wt of Mupirocin

I pack l Mupirocin USP 04488
gny22 gm
pack

」

」

」



USP is 154.000 Kgs.)

Supiroban l5gm Ointmcnt ZA
(Pack Size l5gms) ( Net Wt.of
Mupirocin USP is 27.000 Kgs.)

I pack 1 Mupirocin USP 0 306 gln 15

gm pack

Supiroban 14gm zulu Ointment
(Pack Size l4gms) ( Nct Wt.of
Mupirocin USP is 25.000 Kgs.)

I pack 1 Mupirocin USP 02856
mg/14騨
pack

4 Supiroban 5Ogm Ointment (Pack
Size 50gms) ( Nct Wt.of Mupirocin
USP is 55.000 Kgs.)

I pack 1 Mupirocin USP 051週口ν50
gm pack

conccmcd may takc furthcr ncccssary action as pcr above decision of NC.

48

器疏5υm2Ъ/AM劇  障念刷:OЮωO%Am% ILic No/Date:0310822322

116072018

Deferred for comments of TE.

田3児50/O1277/AMツ
~瞬
蕊蘊蔦Ittj~~匠 /`DatcttЮ 8223"

117072018

IDecisiOn:DeFerred for comments oF TE

Party NamcJ B C責EMICALS IMeet N35ate:13/82raty Namc:JЬ しHLMICALS‐ Meet No′ D2
&PHARMACEUTICALS   ALC4/2018
1LIMITED               14 01 2019

Case No:299/13/82-

sion: The Committee considcred case as per agenda and in the presence of the technical cxperts, it
decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

ied by firm whichever is lower:

Export product Qty 趾

Ｎ。

Import items Qty

2-(N,N― DIMETHYLAMINO)-2‐
PHENYL-1‐BUTANOL

l kg 1 PROPIOPHENONE 2 10 kg

2 SODIUM CYANIDE 0 768 kg

3 SYNHYDRIDEA/1TRIDE 2 412 kg

may take appropriate action as per the decision ofNorms Committee.

Case N● :303′ 13/82-
153 ALC4′ 2018

14012019

Case No:297/13/82- Party Name:GLENMARK MeetNo,/Datc:13/82- Status:

| IALC42018
PHARMACEUTICALS LTD, ALC4/2018
1                           14012019

Deferred
‐
「
‐

一
‐
ョ

Deferred

14012019

ILic No/Date:0310822337

117072018
Dcf'cr

Approved
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靡 ヽ

1獅』:1す:‖編鷺糠漁よ、"“
°呻・nOm

Expon product Qty Sl

No
Impon itcms Qty

LITHIUM CARBONATE EXTENDED
RELEASE TABLETS USP 300 MG
(PACK OF 100)
EACH EXTENDED RELEASE FILM
COATED TABLET CONTAIN 300 MG
OF LITHIUM CARBONATE USP NET
CONTENT OF LITHIUM
CARBONATE USP 454 560 KGS

Number 1

LITHIUM
CARBONATE USP

306 mg/300

mg tablet

LITHIUM CARBONATE EXTENDED
RELEASE TABLETS USP 450 MG
(PACK OF 100)
EACH EXTENDED RELEASE FILM
COATED TABLET CONTAN 450 MG
OF LITHIUM CARBONATE USP NET
CONTENT OF LITHIUM
CARBONATE USP 442485 KGS

Number

2

LITHIUヽ4

CARBONATE USP

459 mg/450

mg tablct

RA -"y tuk" apptopdate action as per thc dpcision ofNorms Committee

Case No.:304/13/82-       Party Namc:GLEllMARK    MCCt No Datc■ 3/82‐

ALC4/2018            PHARMACEUTICALS LTD, ALC4/2018
14012019

Siatus:
Approved

154

Sl

No
Export Product Export

OtY.

Import Product Quantity Allowed in kg

1 Lamo面 ginc Tablets CD 25mg

(PaCk SiZC 100 Tabs)Nct Wt of
Lamotriginc is 54 250 Kgs)

packs

Lamotriginc

2250 mg/25 mg tablct

Lamotriginc Tablcts CD 5mg

(PaCk JZe loO Tabs)Net Wt of
Lamotriginc is 10 500 Kgs)

packs

Lamotriginc

5 10 mg75 mgtablct

Lamotrigine Tablcts USP 100mg

(PaCk JZC 100 Tabs)Net Wt of
Lamotriginc is 10 000 Kgs)

packs

Lamotriginc

1020mノ 100 mg tablct

4

Lamotriginc Tablcts USP 150mg

(PaCk JZC 60 Tabs)Nct Wt of
Lamotriginc is 9 000 Kgs)

packs

Lamotriginc

1530mノ 150 mg tablct

う Lamotiginc Tablets USP 200mg packs Lamotrigine 204 0 mg/200 mg tablCt

|

|
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(Pack size 60 Tabs.) Net Wt. of
Lamotrigine is 12.000 Kgs.)

6

Lamotrigine Tablets USP 25mg
(Pack size 100 Tabs.) Net Wt. of
Lamotrigine is 2.500 Kgs.)

packs

Lamotrigine
25.50 mg/ 25 mg tablet

may take appropriate action as per the decision ofNorms Committee

輝脇
『

13/82- 
零濃躙 ::さ,驚咄青=疏夕 :濡漁:

114012019             1

10iお        IRLA iお        Lは ｀
`わ

江eb`ib4b7231 1
1Ю 1/82/050/014H/AM 19/   105つ 4/040/00217ん 6119/   18072018      ‐

:Decision:The Commitcc cOnsidcrcd thc casc as pcr agcnda in thc prescncc ofTcchnical Expcrts and in thc

light Of carlier dccisiOn takcn by NC in its Mccting No 5/82 ALC4/2015,datcd 25 06 2015,it was decidcd

10 rati″
thC ad hOC mput output nonlls undcr para 4 7 of HBP as pcr dctalk bdOw or as apphcd by inn

、vhichevcr is 10、 vcr:

Export product Qty 趾

Ｎ。

Import items Qty

ROSUVASTATIN CALCIUM l kg 1 tert-Butyl-2-((4R,6S)-6-(E)-2-(4(-
(4-fl uorophenyl)-6-isopropyl-2-[N-
methyl (methylsulphonyl)aminol
pyrimidin-5-yl) vinyl)-2,2-
dimethyl- 1,3-dioxane-4-yl)acetate

1 425 kg

2 Methanol 2 53 kg

3 tci buりl methyl cthcr(MTBE) 0 79 kg

may take approp ate action as per the decision ofNorms Committcc.

Pa■y Nar

iLABORA

辮諦「湯ri鷲
―
FFerred

蕊戸 1璃が
0066481~町

I F蕩面孫覗1温li for c編鳳志F元 ~ ~~ ~~~~~― ―― ―― ――――――

Export Prcduct Qty SI No Import items ｄ
ＷＯａりｍＱｕ

亀
4-AMINO-5-FLUOR0 1-
[(2R,5S)2-

(HYDROXYMETHYL)‐ 1,3-
OXATHIOLAN 5‐YL]‐ 1,2-

l Kg 1 Glyoxalic acid 509そ 2234
2 2,S―DihydrOxy‐ 1,4-

Dithianc

090

3 5-Fluoro Cytosine 1348

Committee considcred casc as pcr agenda and in thc prescnce oftcchnical cxperts,it was decided

rati～ the ad‐ hOc input outpllt norms undcr para 4 7 of HBP as per dctans bclow Or as applicd by flm

つ
ι



Ｅ
Ｊ

RA 
"o".cr 」

DIHYDROPYRIMIDIN‐ 2-
ONE(EMO/EMT)

4 Sodium Borohydridc

(SBH)

050

5 Tolucne 193

6 Hcxa Mcthyl Disilazanc

(HヽOS)
186

7 Mcthylcnc Di Chloridc

(MDC)
600

|

Case No.:255/13/82-

ALC4′ 2018

NamciCIPLA LIMITED  Mcct No/7Datc:13/82-
ALC4/2018
14012019

~Status:  |

Approved i

HQ Fnc
:01/82/050/01233/AM19/

Decision: In the lighr ofcarlicr decision takcn by NC in its 4182-ALC4t2}l8 meeting datcd tS.Oo.ZOit. ir

was dccidcd to ratiry thc norms under Para 4.7 of HBP v1 as per dctails given below or as applicd by the
firm, whichever is less:

Export Product: Amoxicillin and Clavulanale Potassium for Oral Suspension USP 250mg / 62.5mg

S No lmport Item For export of 1000 No. pack

70 ml 100 ml 150 ml

1 Amoxvcilhn Trihydratc 4 200 kg 5 649 kg 8 274 kg

2 CLAVULANATE POTASSIUM
WITH SILICON D10XIDE lll

2 3444 kg 3 126 kg 4 6888 kg

3 SILICOblE D10XIDE(SYLOID
2“FP)

1 50 kg 2 00 kg 3 00 kg

4 H5CC HDPE BOTTLES75 ML
(250/625)

Rclcvant as pcr packing policy

5 185 CC HDPE BOTTLES 100 ML
(250/625)

6 225 CC HDPE BOTTLES 150 ML
(250/625)

7 28-400 WHITE CLIC LOC CAP
VヽITH PRINTED FSM-1

8 Cap 28た00 WHT CRC W/FS M I
VヽITH INDUCT10N SEALING

RLA Filc

:03/94/040/00321/AM19/

Lic No/Datc:0310822432

19072018             ‐

**t* repeat 70 ml and applied 75 ml

RA may take appropliate action as per the decision ofNorms Committee.
1

Case No.:317/13′ 82-       Party Namc:AMI LIFE      MCCt No′ つate:13/82-    Status:   |

ALC4/2018             SCIENCES PRIVATE      ALC4/2018          Approved l
LIMITED               14 01 2019

~~  

「
~~~~~~~――――――――――

l

HQ Filc RLA File Lic.No/Date:3410044344

:01/82/050/01295/Aヽ419/      :34/24/040/00131/ノ Mヽ19/      19072018

Decislon:Thc Con mittcc considcrcd casc as pcr agcnda and in thc prcscncc ofthc tcchnical cxpcrts and
‐159 in thc light ofcarlicr dccision ofNC Mecting No 12/82-ALC4/2018 datcd 12 12 2018 it、 vas dccidcd to

ratiry the ad-hoc input output norms under para 4.7 of HBP as per dctails below or as applied by firm

Expon product Qty Sl

No
Import itcms Qty

whichever is lower:

||
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1      1illilll:|li:!:il:iil:|:||:|||lili:ili::i:||::|::li:|:|||:il::|:::11511151FllTIIIIII:||!lil:||||キ |:|::::1::1:11::::!:l!:::l:::|:::::::::::::::::::::] |

I C*" frorZO.lr'rll8Z- 
' 
- lRarry l,tu..,f.S. CHpNatCaLS M".t No/D"t..13/81 O"f"rr"Or IALC4/2018 l& PHARMACEUTICAT_S tArC4/2018

. -^ | LlMlrED lt+.ot.zots 
]

,160 
-n-e nrt. nr-e rii" Lic.No/Date :03108 22486 DeferI :01t82l050l0l24tlAMlgl :03t94t040t0034ttAMt9t 20.O7.2OtB

Deferred for comments of TE

Case No:238/13/82-        Party Namc CIPLA LIMITED  Mcct No/Datc■ 3/82-    DeFerred
.ALC4/2018 ALC4/2018

14012019
161 Horiた

         RLA ttk         Liよ O`DatcЮ 310822521 Dctr
101/82/050/01216/AM19/      :03/94/040/00330/′ ヽヽ419/      23072018
‐
Decision:Deferred fOr cOmments OF TE

PttMル  「Ⅲ温…
Decision: Deferred for comments of TE

蕊
~頸 i13/82町

____      3~1辮鼎e091∞“m5Pe缶
Deferred for comments of TE

膿∬ B患
~~Mttyl甍

酬戸町
|                          |                          114012019

囲脇蔦蕊戸
~1税

脇蕊蔦
~囲
喩ま°91°°

`6501
sion: The commiflee considcred casc as pcr agenda and in thc prescnce ofthe technicar experts. it
decided to ratifu the ad-hoc input output norms under para 4.i of HBp as per details berow oi as

by firm whichevcr is lower:

Eゃ o■ PЮ血0 1Qy l趾 Nol h"“ 施ms  lQШ 品り洲oWd



53

kg

EFAVIRENZ l Kg 1 (S)-5-Chloro-Alpha-Cyclo
Propyl Ethynyl)-2-Amino-
Alpha-(Tri FIuoro Methyl)
Benzene Methanol

0 987 kg

2 TRIPHOSGENE 0431

持 \ concerned may take furtlher nccessary action as per above decision ofNC

呻
‐「蹴離Ⅷ鏃D

HQ Filc

101/82/050/01222/AN119/

Decision: The Committcc

was decided to mtiry the

considered case as per agcnda and in the prcscnce

ad-hoc input output norms under para 4.7 of HBP

10822541

of the technical experts, it
as per details below or as

166

by firm whichever is lower:

誂
ヽ

Expofi product Qty 訛

Ｎ。

Import itcms Qty

1 Estradiol Vaginal Tablct 10MCG

(PaCk SiZC 4 Tabs)(NctヽVt of

Estradiol Hcmihydratc USP is

12 875 gm)

l No

Tablct

1 Estadiol

Hclmhydratc USP

10 2 mcg/tablct

2 Estradiol Vaginal Tablct 10MCG

(PaCk SiZe 6 Tabs)(Nct Wt of
Estradiol Hcnlhydrate USP is

12 875 gm)

l No

Tablct

Estradiol

Hemihydrate USP

3 Estradiol Vaginal Tablct 10MCG

(PaCk SiZe 8 Tabs)(NctヽVt of

Estradiol Hemihydratc USP is

12 875 gm)

l No

Tablct

Estradiol

Hemihydrate USP

4 Estradiol Vaginal Tablet 10MCG

(PaCk SZC 18 Tabs)(Nct Wl of
Estradiol Hemihyと ate USP is

12 875 gm)

l No

Tablet

1 Estradiol

Hcmihydratc USP

5 Estradiol Vaginal Crcam 0 01%

42 5 gnt(Nct Wt of Estadol

Hcmihydratc USP is 42 500 gln)

l No

Tablct

Estradiol

Hcmihydratc USP

4 335 mg/tablct

may take appropriate action as per the decision ofNorms Committee.

吻
耐!靡i鳳i戸

~1囮
蕊扁 「鷹嘲

Decision: Committe; conrii"rcd case as per agenda and as per earlier decision takcn by NC in its 12182

meeting dated 12.12.2018, it was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP

as per details below or as applied by firm whichevcr is lower:
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Export product Exp

Qty

SI No Impon items Qり A1lowcd

Pyridinc 98%Min l kg 1

Alumino Silicate Catalyst
0 019 kg

つ Ethyl Alcohol (Denatured) 2 194 kg
3 Propionaldehyde 0 073 kg

4 Methanol 1 41 kg

may take appropriate action as the decision ofNorms

Deferred for commen(s of TE

Deferred for comments of TE

IMcct NoDatc 13/82‐   Defelred
lALC4/2018        1
‐14012019             1

L諄∬盤lo340044364 F扇「

~
:34/24/040/00140/Aヽ419/:01/82/050/01301/AM19/

risiOll:cOnlmitec cOnsidercd case as pcr agcnda and as pcr earlier decisiOn takcn by NC in its 12/82

)eting dated 12 12 2018, it was dccidcd tO rati～ the ad_hOc input Output noll‖ s under para 4 7 of HBP
per details below Or as applied by flllll whiChcver is 10wcr:―

Export product Exp

Oty

Sl No Import items Qty a110wcd
in kg

Beta PicOline l Kg 1 Denatured Ethyl Alcohol 1 120

2 Mcthanol 076
3 Ammonia 082
4 Alumino Silicate Catalyst 00065
5 PrO● Onddchydc 0057

concemcd may take funhcr

Case No.:lo3/13/82‐

¬滲
m~師

~LicNo/DateЮ
310822640 1~|

ncccssary action as per abovc decision ofNC

Mcct No Datc:13/82‐

ALC4/2018
14012019

ILic No Datc:0310822600
125072018

Deferred

「

|~医 No.:445′13/82‐

1霊
濡F雨
~~F需

繭需

1器脇5∽
`23/AMlり

~1臨
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Case No:246/13/82-

ALC4/2018 貯涌薩調藍蕩「
1需脇蕊話」
~
Mcct No/Datc:13/82

ALC4/2018
114012019

HQ Filc

:01/82/050/01224ブ AM19/

Deferred for comm€nts of TE

‐Case No:247/13/82-

ALC4/2018

IHQ File

101/82/050/01225/Aヽ419/

The Committee considered case as per agenda and

decided to rati! the ad-hoc input output norms under

by firm whichever is lower:

Approved

in the prcsence of the tcchnical experts, it
para 4.7 of HBP as pcr details below or as

Decision: The Committee conside

was decided to ratiry the ad-hoc

applied by firm whichever is lower

red case as per agenda and in the presence of the technical experts, it
input output norms under para 4.7 of HBP as per details below or as

Export product Exp
Otv

SI No Import items Qty. allowed

CttIPHOR(EP) l Kg 1 ALPHA PINENE 1 146 kg

concerned may take further necessary action as per above decision ofNL

,Party Namc:GLENMARK   lヽcct No/Datc:lJ/82-   ‐
PHARMACEUTICALS LTD,ALC4/2018        1
1                        14012019           1

‐RLA Filc              Lic No/Datc:03108226641
:03/94/040/00378/AM19/      27072018             :

Sl

No
Expofi product Qty 誂

Ｎ。

lmport items Qty

1 Hydrocortisonc Valratc Oint USP

02%15g(Nct Wt of
Hydroco●ζonc VJcratc USP`
0 900 Kg→

I No.
pack

1 Hydrocortisone

Valeratc USP

0.0306 gm/pack

2 Hydrocortisonc Valrate Oint USP

02%45g(Nct Wt of
Hydrocortisonc Valeratc USP is

2 700 Kgs)

I No.
pack

2 Hydrocoltisonc

Valcrate USP

0.0918 gm/pack

3 Hydrocortisonc Valratc Oint USP

02%60g(Net Wl of
Hydrocortisonc Valcratc USP is

4 800 Kgs)

I No.
pack

3 Hydrocortisonc
Valerate USP

0 1224 gw,ack

4 Hydrocortisonc Valratc Crcam

USP 02%15g(Nct Wt of
Hydroconisonc Valcrate USP is

0 750 Kgs)

I No.
pack

4 Hydrocortisone

Valerate USP

0.0306 gm/pack

5 Hydroco● isonc Valrate Crcam

USP 02%45g(Nct Wt of
Hydrocortisonc Valcratc USP is

1 800 Kgs)

I No.

pack

Hydrocortisonc

Valeratc USP

0.0918 gm/pack

10822665
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HydrocortisOnc Valrate Cream

USP 0 2%60g Nct Wt Of
Hydrocortisonc Valerate USP is

3 600 Kgs)

Ｎ。
　
ａｃｋ

ｌ

　

ｐ

6 Hydrocortisone

Valcratc USP

0.1224 grn/pack

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

Case No.:283/13/82-

ALC4/2018
Parり NamcARCH      Mcct No/Datc 13/82
PHARMALABS LTD      IALC4/2018
1                          114012019

‰棚OЮO198/劇ゆ 1器盤 e0310822“ 6:01/82/050/01261/AM19/

The Committee considered the case as per agenda and it was decided to call for following
/ documcnts lrom the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage of feld on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process.

＞

　

Ｄ

⇒

甲
¨
甲 閻 訂 躙 …

「

 「

＞

　

０

０

ヽ
′

　
　

ヽ
り

＝̈

The Committcc considered the casc as pcr agcnda and it was dccided to call for following
/ documcnts from the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

The Committee considcred the case as pcr agcnda and it was decided to call for following
/ documcnts llom the firm:

Stepwise complete and balanced chcmical rcaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recoyery ofsolvcnt at each stagc
Material ofbalance for the entirc process

ALC4/2018
14012019

HQ Filc Lic No7Datc10310822660

:01/82/050/01262/AM19/

Ю1/82/050/01264/AM19/ :03/94/040/00126/AM19/ 27072018

IDeferred

RLA Filc

Ю3/94/040/00197/AM19/

4ヽect No Datc:13/82-     DeFerred

ALC42018        ‐
14012019             ‐
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Decision: The Committee considered the case as per agenda and it was decided to call for following
information / documents fiom the firm:

(i) Stepwise complete and balanced chemical reaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovery ofsolvent at each stage

Material ofbalance for the entire proccss
」

Case No.:287/13/82-

ALC4/2018 LIMITED

HQ Fllc              RLA Filc Lic No/Datc:0310822662

27072018

NamcINDO AMINES Mcct No′ Datc:13/82-

ALC42018
14012019

:01/82/050/01265/AM19/       :03/94/040/00336/AM19/

Decision: The Comminee considered case as per agenda and

was decided to ratiry the ad-hoc input output norms under

17g applied by firm whichever is lower:-

in the presence of the technical experts,

para 4.7 of HBP as per details below or

ｌｔ

　

ａｓ

Export product Exp
Otv

SI No Import items Qty. allowed

N METHYL MORPHOLINE
OXIDE 50%OR IAL hlMMO
50%

l Kg 1

MORPHOLINE
0 391 kg

RA concemed may take further necessary action as pcr above decision ofNC

鶉
¨
耶網訂顆

言 FI
1鵬 鷺5剛 %6/AMl戸 罹 蹴 曲 ,3

179 Decision:The Co面 ttee conddered the case as pc
information / documcnts from the firm:

(D Stepwise complete and balanced chemical reaction showing Molccular weight and

Perccntagc ofyield on molar basis

Reaction and Recovery ofsolvent at cach stage

Material ofbalance for the entirc proccss

＞

Ｄ

Case No.:324/13/82- Palty Namc:GULBRANDSEN
CHEMICALS PVT LTDALC4ノ 2018

Mcct No/Datc:13/82-

ALC4/2018
14012019

Decision: Deferred for comments of TE

|

Case No.:90/13/82-Al,C4′ 2018 Party Namc:PORUS
LABORATORIES PVT LTD

Mcct No/Datc:13/82-
ALC4/2018
14012019

Status:
Approved

HQ Fnc
:01/82/050/01068/AM19/

RLA Filc

:09/24/040/00203/AM19/

Lic No Datc:0910066524

30072018

|

ヘ

―
―
―
―
―
―
―
―
―
―
コ

」
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apprOprlatc of Norms Committee

:cisioni Committce considercd case a

)eting dated 19.06.2018, it was dec
per dctails below or as applicd by fir

Ls pcr agenda and as pcr earlicr decision rakcn by NC in irs 4/g2
idedro ratifo rhe ad-hoc input ourpur norms under para 4.7 of iBp
m whichevcr is lower:

Export product Exp

Qty

趾

Ｎ。

Import items Qty. allowed
kg

2-Phcny1 3,3-bis(4-hydroxy

phcnyl)phthalimidc(PPP― BP)

l kg 1 PTHALIC ANHYDRIDE 0927
PHENOL ス

”

ZINC CHLORIDE 0104
4 ANILINE 0596
METHANOL 0715
ACTIVATED CARBON 0200

7 CAUSTIc SODA LYE つ
４

may take appropriatc action as Der tlhe dccision

「

as per above decision ofNC

Filc

1/82/050/01215/AM19/
RLA File

:03/94/040/00379/AM19/

匝 No/Dac13お 2-
IALC42018
14012019

1認::)3PR「
:0310822694「

ｌｔ

　

ａｓ

sion: The Committee considt
dccided to ratifo the ad-hoc
ed by firm whichever is lower

:rcd case as per agenda and in the prcsence ofthc technical cxperti, it
input ouput norms under para 4.7 of HBp as per details below or as

r:-

Export product Exp

Qty

SI No Import items Qty. allowed

ZlNC  ETHYL  PHENYL
DITHIoCARBAMATE
(QUREACC ZEPC)

l Kg 1 N‐ETHYL ANILINE 0 569 kg

CARBON DISULPHIDE 0 368 kg

concemed may take further

sion: The Committee considered casc as per agenda and in thc prcsence of thc technical expcrts, it
decided to ratiry the ad-hoc inpur output norms under para 4.7 of HBp as per deta s berow or as
ed by firm whichcver is lower:-

Export prOduct Exp. Otv. SI No Import items Qty. allowed
Lidocainc Ointmcnt UsP 5%

(PaCk Sizc 35“ gms)(Nct
Vヽl ofLidocainc usP is

443 000 Kgs)

25000000o
packs

1

LIDOCAINE USP
451 86 kg

Lidocaine Ointment USp 5%
(Pack Size 50gms) ( Net
Wt.of Lidocaine USp is
550.000 Kgs.)

22000o oOo

packs

2

LIDOCAINE USP
561 00 kg

IRAcOncemcdmaytake釉
“

hcr neccssary actOn as pcr abOve dccisiOn of NC

|

ヨ
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Case No:240′13/82-

ALC4/2018
IPawNamc ARCH~~~~
lPHARMALABS LTD
1

Mcct No Datc:13/82-

ALC4/2018
14012019 冨
Ｆ

―
|

HQ Filc              RLA Filc Lic No/Datc:0310822704

:01/82/050/01218/AM19/      :03/94/040/00142/AM19/ 30072018

184 Decision: The Committee considercd thc casc as pcr agenda and it was decidcd to call for following
information / documents liom the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

＞

　

Ｄ

Ｄ

Case No.:242/13/82-Case No.:242/13/82-       Party Namc:ARCH        Mcct No/Datc:13/82‐     IDeferred  .
ALC4/2018            PHARMALABS LTD      ALC4ノ 2018

14.01.2019

HQ File RLA File Lic.No/Datc:03 108 22702 DeterHQ Flk        lRLA FIL    ~  ~tお ヽ3/Dati103ib息

'力

″ bcfcr~~
101/82/050/01220/AM19/       :03/94/040/00109/AM19/      ‐30072018                         :

博5鷺
漱 :li攣意器繁歯濡 11,品

¨er.ま aま脇 ふさi↓¨ dお
“

農 。callぼ 而 品 亀

~

. (i)   StCpwisc complctc and balanccd chcmical reaclon showingMolecular wcight and      l

,          Perccntagc of yicld On molar basis

l[お 臨需飢燎喜腱蹴胤職:S・r         lI i (ii) Reaction"and i.ecovery ofsolvent at each stage i

| (iii) Material ofbalance for the entire procer. _

Case No:243/13/82-

ALC4/2018
Palty Namc:ARCH
PHARMALABS LTD

‐Mcct No77Date:13/82-

ALC42018
14012019

F面高
~|

|   |
Defer

:01/82/050/01221/AM19/
Lic No/Datc:0310822700

30072018

186 Decision: Thc Committee considered the casc as per agenda and it was decidcd ro call for following
information / documents from the firm:

(D Stcpwise complete and balanccd chemical reaction showing Molccular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

|

―
ヨ

＞

Ｄ

Case No.:408/13/t2- - P;y Name:MeNGelAM Meet No/Date:13/82- 
--lSt*us:- - 

i

ALC4/2018 DRUCS AND ORGAMCS ALC4/2018 Approved

HQ File RLA File I-ic.NolOate,Of TbbZZZOO

:01/82/050/01386/AM l9l :031951M01003991AM19/ 30.07.2018 i I

t8z -t;isio;i ih" Comminee considered "* * p"i "!*a. and in the presence of the t""f,ni"uf 
"*n"rts, 

it 
I

was decided to mtiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

applied by firm whichever is lower:- ]

Export product Exp
Otv

SI No Import itcms Qty. allowcd



DISOPROXIL l Kg 1 [(R)9(2‐PHOSPHONYL
METHOXY PROPYL)
ADENINEl

0 769 kg

concemed may take further necessary action as Per above decision ofNC

60

HQ F‖ c              RLA Filc             Lic No/Datc 0510407385
101/82/050/O1001/A■419/       :05/24/040/00204/AN119/      31 072018

sion: The Committee considered case as per agenda and in the presence of the technical experts, it

decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

ied by firm whichever is lower:-

Export product Exp
Oty

Sl No Import items Qty. allowed

PVC PLASTICIZER(DInlP) l Kg 1 PHTHALIC ANHYDRIDE 0 3532 kg

2 ISO NONYL ALCOHOL 0 695 kg

concemed may take further necessary action as per above decision ofNC

189

Case No.:239/13/E 2- Party Name:KEVA Mcer NoDate: I l/82-
ALC4/20I8 FRAGRANCES PRIVATE ALC4/2018

LIMITED 14.01.2019

190 Hq rit. RLA Filc Lic.No/Datc:03 10822723

:0t1821050/Ot2t1lAM19/ :03/94l040/00390/AMl9/ 31.07.2018

sion: ftre Commlttee considcred case as pcr agcnda and in thc prescnce of the technical exPerts, it

decided to ratiry the ad-hoc input ouput norms under para 4.7 of HBP as per details below or as

ed by firm whichever is lower:-

Expon product ”
韓

Sl No Import items Qty. allowed

CARVACROL l Kg 1 D―LD10blENE(LIMONENE,CITRUS
TERPENE,ORANGE TERPENE,
BRAZALIAN CITRUS
TERPENE STANDARD CITRUS
TERPENE)                _

2 14 kg

concemed may take further necessary action as pcr above dccision ofNC

Decision: Deferred for comments of TE

|

―

一

|

1 鵬疏5∽Ю09/AM朗 [ド淵
側
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~目
鳳面瀬罵
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１

一
―

―

―

「

∃



ｂ́

H:洲“
310822つ
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Decision: The Committee considered thc case as pcr agenda and it was decided to call for following
information / documents from the firm:

(i) Stcpwise complete and balanced chemical reaction showing Molecular weight and
Pcrcentage ofyield on molar basis
Reaction and Rccovery of solvent at each stage
Material ofbalance for thc cntire proccss

＞

Ｄ

Casc No.:272/13/82-

ALC4/2018 甲蜃戸 1印

『

藤 Deferred

192

HQ Fnc              RLA Fne
:01/82/050/01250/AM19/       :03/94/040/00192/AM19/

Decision: The Committee considered thc casc as pcr agenda and it was dccidcd to catl for following
information / documcnts fiom the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percantage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for thc entire process

＞

　

０

０

:03/94/040/00162/AM19/

193 Decision: Thc Committce considered thc case as pcr agenda and it was dccidcd to call for following
information / documcnts fiom the firm:

(i) Stepu/ise complete and balanced chemical reaction showing Molecular weight and 
I

Percentage ofyield on molar basis 
i(ii) Reaction and Recovery ofsolvent at each stage 
I

, (iiD Material ofbalance for the entire process 
I

「     ~~F焉恵雷需
ALC42018
14012019

in the presence of the lechnical
para 4.7 of HBP as per dctails

HQ Fnc
101/82/050/01252/AM19/

applied by firm whichever is lower:-
194

RLA Filc

l:03つ 4/“0/00376/AM19/

Decision: The Committee considered 
"ur" 

u, p", agcnda and

was dccided to ratiry the ad-hoc input output norms under

experts, it
below or as

Export product Exp

Oty

SI No Impon itcrns Qty al10Wed in
kg

PYRANTEL
PAMOATE

l Kg l Thiophcnc 2 Aldchydc 030

2 Bon Acid 077

3 Iso Propyl Alcohol 032

4 Citric Acid 045

HQ「ilc              RLA Filc             Lic No/Datc:0310822729 Dcた r
:01/82/050/01251/AM19/      :03/94/040/00141/7ヽ N419/      31072018

目
一

Lic No/Datc:0310822731

31072018
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concemed may take further necessary action as pcr above dccision ofNC

Case No.:275/13/82-

AI.C4/2018 ALC4/2018
114012019

RLA Filc

103/94/040/00377/AM19/

195

sion: Thc Committee considered casc as per
decided to ratib, the ad-hoc input output n(

ed by firm whichever is lower:-

agenda and in the prcsence ofthe technical experts, it
crms under para 4.7 of HBP as per details below or as

Export product Exp

Otv
■
Ｍ

Import items Qty. allowed in
kg

ETODOLAC l Kg l 7-Ethyl Tryptophol 08197

2 Mcthyl -3-Oxopentanoate 0623

3 Mcthanol 165

concerned may take further necessary action as per above dccision of NC

Case No:282/13/82-

AI′ C4/2018
Party Name:ARCH
PHARN4ALABS LTD

Mcct No/Date:13だ 2
ALC4/2018
14012019

―

i0822734

131072018

Decision: Thc Committce considered the casc as per agenda and it was dccided to call for following
information / documents llom the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage of leld on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

196

＞

　

Ｄ

Ｄ

Mcct No Datc:13/82-

IALC4/2018
Status:
Approved

14012019

10t144,7~~
1072018

Decision: The Committce considered casc as per agcnda and as per carlicr decision taken by NC in its
197 rc/82 meeting dated 16.10.2018, it was dccided to ratiry the ad-hoc input output norms undcr para 4.7 of

as per dctails below or as applied by firm whichcvcr is lowcr:-

Export product Exp

Oty

針

Ｎ。

Impon itcms Qty. allowed

CHLOROMETHYL
ISOPROPYL CARBONATE

l Kg 1 METHYL
CHLOROFORMATE(MCF)

0 943 kg

IHQ File
:01/82/0507701260/AM19/
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ヘ

(CMIC)

RA conccmed may takc further ncccssary action as per above decision ofNC

Case No:221/13/82-

ALC4ノ 2018
Party Namc:ASTRAL       Mcct No′ つatc:13/82-
STERITECH PVT LTD     ALC4/2018

14012019

HQ Fnc
:01/82/050/01199/AM19/

RLA Fi百
~~~~~

|:34/24/040/00115′ AM19/

|

|

1200

Decision: Deferred for comments of TE

Case No:268/13′ 82-

ALC4/2018

The Committee considered case as per agcnda and in thc presence of the technical experts,

IWaS decided to ratl″ thC ad hOc input output nOnns under para 4 7 of HBP as per dctails below or

by firm whichever is lowcr:-

Export product ExP

Oty

訛

Ｎ。

Import items Qty. allowed

BRIMONIDINE
TARTRATE EYE DROPS
02%W′V5ML

Packs 1

BRIMONIDINE L―
TARTRATE

0.0105 gm/5 ml pack

RA concemed may take further nccessary action as pcr above decision ofNC

RLA Filc                   Lic No′ つatc:0410164549

:04/24/040/00084/AM19/      02082018

C"r. fr-orZOC[3[Z- pu..y Nurn.,fflSffNa 
- 

M""t NolDate, t 3182- ist"tu., :;ft;y'-- 
[N+r,;i6ANil'p,irro fl..f,1,rflf 

"- 
ittf"* I

Hq Fil" -- IRLA Fih- - 
- 

.t-i".Nolpuie:0310822755 I 

-
:Oll82t050l0l241tANll9l l:Bt94l04OtOO289tAMl9l :O t.OS.ZOt A 

]

.u""itiont Th" Co--itt"" 
"o^ido"d "^" 

as per agenaa und-in th" pi"."*" of th.-t".nn""l 
"-e."., 

lil
jwas decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as I

applicd by firm whichever is lower;-

Export product Exp
Otv

針

Ｎ。

Import items Qty. allowcd

2-PHENOXY ETHANOL l Kg 1 PHENOL 0 681 kg

ETHYLEblE OXIDE 0 329 kg

conccmed may takc further ncccssary action as per above decision ofNC

No:215/13/82- Paty Namc:GLOBAL      Mcct No Datc:13/82
PHAttA IIEALTH CARE   ALC4/2018
PVT LTD               14 01 2019

HQ Fnc
:01/82/050/01193/AM19/

』

伽

ａｓｅ

ＬＣ

Ｃ

Ａ

14012019

‐Lic No/1)atc:3410044381

01 082018

|

HQ FHc
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sion: The Committec considercd case as per agcnda and in thc presence ofthe technical cxpens, it
decided to ratit/ the ad-hoc input output norms under para 4.7 of HBP as per details bclow or as

ed by firm whichevcr is lowcr:-

Expon product Exp Qty 針

Ｎ。

Import items Qty. allowed

HYOSCINE    BUTYL
BROMIDE 10MG Tablct

I Number 1 HYOSCINE BUTYL
BROMIDE IP/BP

10.2 mg/tablet

concemed may take firther necessary action as per above decision ofNC

出島鷺5餅m73/AM9 鵬λ棚OЮ∝鴬ハmり  1蹴鼎
C“Ю8228あ

Pc缶

im o価 おhCommittee considered the case as per agenda and it was decided to ask the
technical delails as per appendix 48.

ハ
υ
つ
４

鵬3児50/O124VAM蔦
~~

,051霊 胤 ″
η ン82  Pany NamcARCH

IPHARMALABS LTD

顧鐸
e13/82~叩

]

囲辮
側∝22801四~

sion: The Committee considered case as per agenda and in the presence of the technical experts, it
decided to rati! the ad-hoc input output norms under para 4.7 of HBP as per details below or as

,ed by firm whichever is lower:-

Export product Exp

Oty

銚

Ｎ。

lmport items Qty. allowed

COUMARIN l kg 1 SALICYLALDEHYDE 0 92 kg

2 ACETOC ANHYDRIDE Not allowed

concemed may take further necessary action as per above dccision ofNC

Case No.:276/13ノ 82-       Party Namc ARCH        Mcct No7Datci13/82-    Deferred
ALC4/2018           PHARMALABS LTD      ALC4/2018

14012019

HQ Fnc              RLA Fnc             Lic No/Datc:0310822799 Dcrt・ r
:01/82/050/01254/AM19/       :03/94/040/00392/AM19/      02082018

lzoa lo""i.ion,-f f'," Comminee considered the case as per agenda and it was decided to call for following

I 
information / documents fiom the firm:

I (i) Stepwise complete and balanced chemical reaction showing Molecular weight and

I Percentage ofyield on molar basis
I 1 (ii) Reaction and Recovery ofsolvent at each stagc

I I (iiD Material ofbalance for the entire process

FDeFerred~

Case No:265/13/82-

ALC4/2018

|



ｂ́

「
~~|

IHQFile    ~~~~~~
:01/82/050/01255/AM19/

following

＞

り

Rcaction and Recoyery of solvcnt at each stage
Material ofbalancc for the entire process

114012019

Lic No′ 1)atc10310822798

02082018

Case No:273/13/82-
ALC4/2018 隷
HQ Fne
:01/82/050/0125677AM 19/

ILic No/Date:0310822797
102082018

1206
|

weight and Percentageヽ
′

　

　

ハ
リ

ｎ̈

Stepwise completc and balanccd chemical reaction showing Molecular
ofyield on molar basis
Reaction and Recovcry ofsolvent at cach stage
Material ofbalance for the entire process

1弼 島先5∽り57Amツ  1協 乳 OЮ""/AM V 置恙 “
Ю8228∞

「

F

２８９

・Ｎｏ・‥２７ｍ
・ｍ
ＡＬｃ
Ｆ
Ｉ
Ｉ
Ｉ

207 Decision: Thc Committce considcred thc case as pcr agenda and it was decidcd to call for following
information / documents from thc firm;

(D Stepwise complete and balanccd chcmical reaction showing Molecular wcight and
Percentage ofyicld on molar basis

(iD Rcaction and Recoyery ofsolvent at cach stage
(iiD Material ofbalance for the cntire proccss

Pなり Name:ARCH
PHARMALABS LTD

lヽcct No Datc:13/82‐

ALC4/2018
14012019

209

No.:280/13/82-

4/2018

Decision: Deferred for comments of TE

1霊璃評面

「

~~「
蒸面配需蒻侃「

1133鬼50/01259/AM19/     F
RLA Filc

:03/94/040/00373/AM19/

:01/82/050/01258 AM19/

Decision: Deferred for comments of TE

(D

14012019



|

210

Ｆ

ト

Caseヽ

ALC4/
Iヽo:432/13/82-

4/2018
Mcct No/Datc:13/82-

ALC4/2018
Status:
Approved

t 
"rp.rtr" 

it-

below or as

F藉
語蓋瞑齋雰F面

百
~

14012019

IHQ Filc

lЮソ8705餅m41υAMlシ
RLA Filc

:05/24/040/00253/AM19/

Lic No′ Datc:0510407415
02082018

‐Case No.:26/13/82-ALC4/2018 Pary Namc:PCL OIL&
SOLVENTS LTD

Mcct No/Datc 13ノ82-

IALC4/2018
114012019

Lic No′ 1)atc:0510407430

03082018

ｄ

●
●
　

Ｖ

Ｓ

　

Ｏ

鰤

枷

IHQ Filc              RLA Filc
:01/82/050/01004/AM19/       :05/24/040/00128/AM19/

sion: The Committee considered case as per agenda and in the presencc of the technical experts, it
decided to ratiS the ad-hoc input output norms under para 4.7 of HBP as per details below or as

ed by firm whichever is lower:-

Export product Exp

Otv

訛

Ｎ。

Import items Qty. allowed

DEXAMETHASONE
SODIUM PHOSPHATE

l Kg l DEXAMETHASONE 0 78 kg

conccmed may takc n卿 にher nccessary action as pcr above decision ofNC

sion: The Committee considered case as per agenda and in the pr€senc" of tt "L"t i*t 
"rp.rt", 

n-

decided to ratifi the ad-hoc input output norms under para 4.7 of HBP as per details below or as

ed by firm whichever is lower:-

Export product Exp. Qty. 鏃
ヽ

Import items Qty. allowed

BETAMETHASONE
DIPROP10NATE

l Kg 1 BETAMETHAS()NE 0 868 kg

concemed may take furthcr necessary action as per above decision ofNC

sion: The Committee considered casc as per agcnda and in the presence ofthc technical expcns. it
decided to rati$/ the ad-hoc input output norms under para 4.7 of HBP as per details below or as

ed by firm whichever is lower:-

Export product Exp Qty 針

Ｎ。

Import items Qty. allowed

Plasticizer (DINP) l  Kg 1 PHTHALIC ANHYDRIDE 0 352 kg

ISO NONYL ALCOHOL 0 695 kg

concemed may take funher necessary action as pcr above decision ofNC

66
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ヘ

Casc No:77/13782-AI′ C4/2018 Namc:ORTIN
RATORIES LTD

IMeet No/Datc11 3/82-

ALC4/2018
14012019

Deferred

HQ Filc

:01/82/050/01055/AM19/ :09/24/040/002 11/AM19/
Lic No Datc:0910066546

03082018
RLA Filc

Decision: Deferred for comments of TE

Deferred

F101/82/050/01119/AM19/ :03/95/040/00342 AM 19/ 03082018

Decision: Thc Committec dccidcd to refer thc case to D/o C&PC for obtaining its commcnts

「

~ Case No■
144/1L/81‐        Partv Name:lIPL LTD     FMect No/Da:こ 13/82-

i茎
淵

4/13/82‐

ド

商 ¨ 研 Hm 

腋 榊

日 槻 ~

IHQ File~~~~~~~―
――――― ―

RLA File             Lic No/Datc:0310822841
:01/82/050/01122/AM19/      103/95/040/00149/AM19/

Decision: The Committcc considered casc as per agenda and in the presence of thc technical experts, it
was decided to ratify the ad-hoc input output norms under para 4.7 of HBP as pcr details below or as

215 applicd by firm whichevcr is lower;-

Status:
Approved

03082018

ｒ
ｌ
ｌ
ｌ
ｌ

RA concemed may take further necessary action as per abovc decision ofNC

Case No.:145/13782- Mcct No Datc:13/82-
ALC4/2018
14012019

ALC4′ 2018

HQ F‖ c

:01/82/050/01 123/AM19/      :03/95/040/00395/AIИ  19/ 03082018

Parw NamoUNIMAX
LABORATORIES PVT LTD

|~IRLARに ~~~

Decision: The Committee considcred casc as per agenda and in the presence ofthe technical expens,

para 4.7 of HBP as per details below or|  IWaS dCCidcd to ra6,thC ad_hoc input output norms undcr

P16 apphcd by inn whcheverヽ
bwer

RA conccmed may takc fi.uther necessary action as per above decision ofNC

「

Case No.:266/13/82-      Pary Namc:DORF‐ KETAL  Mcct No/Datc■ 3/82-   Status:DeFerred
ALC4/2018            CHEMICALS INDlA      ALC4/2018217

Betamcthasone Sodium Phosphatc
USP (Micronised)
Tech. Spcc: Pharmacopcial Gradc

PVT LTD              14 01 2019

Export product Exp. Qty. 飢
恥

Import items Qty. allowed

Phenyl Chloro Formate l Kg 1 Phcnol 0 5978 kg

2 Ethylcnc Dichloridc 0 0564 kg

Export product Exp Qty 誂
Ｎ。

Import items Qty. allowed

l Kg 1

Betamcthasone
0 78 kg



1織5m244/AM9厩而蕊扁
~

Comrnittee considered the case as per agenda and it was decided to ask the firm to fumish
technical details as per appendix 4E.

The Comminee considered case as pcr agenda and as per earlier decision taken by NC in its
meeting dated 18.09.2018, it was dccided to ratify the ad-hoc input output norms under para 4.7

as per details below or as applied by firm whichever is lower:

Lic No/Datc:0510407451

06082018

Caso No.:267/13/82-

ALC4/2018

粋8 :O1/82/050/01245/Aヽ419/
Committcc considered the case as per agcnda and it was decidcd to ask the firm to

tcchnical details as per appcndix 4E.

Case No.:309/13/82-

AI′ C4/2018

1/82/050/01287/AM19/

may take appropriate action as per the decision ofNorms Committee.

Export product Qty SI No Import items Qty

Acetyl Anisole (4-Methoxy

Acetophenone)

l kg l Phcnol 0 906 kg

2 Dimethyl Sulphate 0 693 kg

3 Caustic Lyc PIJRITY 40%

AND ABOVE(1000/o Basis)
0 437 kg

4 Acctic Anhydridc PURITY 99% 0 755 kg

Decision: Deferred for comments of TE

Ｆ
Ｉ

Ｉ

Ｐ

Ｉ

駐腑/13782‐
~wm需
瓦「1鯰ぽ
西
再:

責Q Fllc~~~~~~~画 Flle~薦
ぶ

~[鰍

需
而

"2856¬

~~~

Ю1/82/050/01242/AM19/   1Ю 3/94/040/00363/A

Decision:Thc Conlnuttcc considcrcd c“ c as pcr agcnda and in the presence ofthe tcchnical expens, it

was decided to ratl～ thc ad―hOc mput output norms under para 4 7 of HBP as pcr details below or as

applied by■ 111l whiChever is lower:‐

Export product Exp Qty 鏃
Ｎ。

lmport itcms Qty. allowed

Namc:DORF KETAL

炉
Lic No/Datci0310822848

03082018

Deferred
INDIA

PVT LTD

RLA Filc

:03/947040/00400/AM19/ PefCr

瞳一　咄

HQ File RLA File Lic.No/Datc:31 10067136

ｄ

■
　
ＯＶ鰤
柳
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2ALCttml鰈
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0 245 kg
TRIS TRIDECYL PHOSPHITE

69

RA conccmcd may take further necessary action as pcr abovc dccision ofNC

?Ⅲ ぶ:ffi鍋
ル

  :温 澄 1讐 :SS as 輝
き棚 rd第

2 1淵
ledParty Namc:BLISS GVS     MCCt No/Datc:13/82-   1

case No.:293′ 13782- ALC4/2018         :PHARNIIA LTD
ALC4′2018                                  .14012019          1

1          _____一 一 一 ―

「

―一 ―
‐. :

12階扁 力 麒 Ю 讚
赫 嘔 |

.    _1 ■̂^:月 ^月 ,^ ●●レ lhρ Flrm to fumiShl
‐  Ю1/82/050/01271/AMlソ′   型yフ "′ "口 v∨・̀‐ ……´    :d“ided lo ask thg iim to fumぉ h

蹴冊漢llTttf器1癬轟蕊∬亀棚‰£
‖i亀獣。“

c偽“"h摯",pⅢ
ẗ

[~~163SeNII:Й
晨ル82‐ALC4ノ2018

鴨肌590098労AM醐

騨 壼 ■
一

Mcct No/Datc:13/82‐

ALC4/2018
14012019

StatuS:

Deferred

1223

Li;.No/Date:2610012846 iDefer

.07082018

一

|

「
爾蕊評
而
i震整笛
‰_1訃 三二髯撃LI

I uQ rlt.
:01/82/050/0l267iAMle/ [!ii'do'o**'o'''' 

. . 
07 08 2018

- -iia"'"a 
tn" "*" "t 

p"i"g"t-a" 
""4 

it *as d"iid"d to catl for following
,rr/ Decision: The Committee con
'"- irio..ution I documents from the firm:

ete and balanced chemical reaction showing Molecular weight and

rif StePwise comPl'

Perientage of Yield on molar basis

(it) iL"""i'"Lon"*':".?tt"]:,:it^1t^:::lt"*

T*);;','J''-* -Filx.Yffisll_'[iiil]],"',il, _,}'* I

'neriG - - -..: -Etf,tt,.r;;*, r[N"ro"t"'o:rotzszt p"t* 
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二
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墜顆研―鰤 h~圏52「藤 |

Decision: Deferred for comments of TE

、^_ヽ T^_^AprH        MCCt No/Datc:13ノ
82-    StatuS:

ヤ1)高 1・ J Ofb」ancc br山 c cmrc prOCCSS
|

(iii) Matcrial ol balan

226 Case No.:291/13/82- Party Namc:ARCIJ Mcel No/Datc:13/82- Status:

(PHENOL FREE)

1



70

０
　
０
０

~0~‐ ^~‐ “̀●“`●
was uccloed tO call fOr f0110wlng   ~~

|

」硼 reactlm轟0宙電 Md∝u″ 崎 山 md l‐     lllp   React10nЪndil:∴viγ
i:蟄i[il::輩:StagC

I       (ili)    Matcria1 0fba

―――
―
――――――――――__」

FHARMALABsLD
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DeFerred

1414012019
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Stepwise complete and balanccd chemical reaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovery of solvent at each stage

Material ofbalance for the entire process

―

鵬 耽 5∽H扇

=ζ

 既 ら監 0/。。443/AMW
Lic No′ 1)atc:0310822931

08082018

in the presence ofthe technical cxperts,

para 4.7 of HBP as per details bclow or

Mcct No Datc:13/82-

ALC4/2018
14012019

一　

一
Mcct No/Datc:13/82-
IALC4/2018

14012019

ｄ

，
　
ＯＶ鋼
柳 ―

|

一■

ヽ

Decision: The Committcc considered case as pcr agenda and

was decided to ratify thc ad-hoc input output norms under

231 applied by firm whichevcr is lower:-

RA concemed may takc further necessary action as per abovc decision ofNC

Case No:140′ 13/82-

ALC4/2018
―

|

232 lowcr:

Itt-t
RA -")' t"k" 

"ppt"P""t" "ction 
as pcr thc decision ofNorms Committec

Case No:294/13/82-

234 ALC4′2018

Party Namc:KRISHNA

IANT10XIDANTS PVT

臨腑
面慇か~師

|

14012019

Lic No/Datci34 10044399 
‐DcFcr

08082018             1

Mect No/Datc:13/82‐    Status:

LTD  ALC4/2018         DeFerred
14012019             

‐

――――l

Export product Exp Qty ま
ヽ

Import items Qty. allowcd

Bivalirudin for lnJccton 250 MG

(Nct Content Wcight‐ 1 813 Kgs)

Number l

Bivalirudin
215 mglvial

Expon product Exp

Qty

Sl

No
Import items Qty

Allowcd

BUTYLATED HYDROXY AMSOLE

(BHA)(FLAKESPOWDEⅣ FF)
l kg 1 HYDROQUINONE 1 247 kg

2 TERTIARY BUTANOL 0 839 kg

3 PHOSPHORIC ACID 1 00 kg

4 HEXANE 1 00 kg

―
|

ｄ

“
　
ＯＶ．Ｓｔａｔｕ柳

Decision:Defё rred for comments of TE
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Case No:134/13/82-
ALC4/2018

Party Namc:YASHO
INDUSTRIES LIMITED

臨 瓦高

Mcct No/Datel1 3/82

ALC4/2018
114012019

IHQ File
:01/82/050701112/AM19/

Lic No′ Datc:0310822942
09082018

Deferred for comments of TII

Export product Qッ 趾
ヽ

Import itcms Qty

TERT―BUTYL CARBAZATE l kg 1 BOC ANHYDRIDE 1 86 kg

2 HYDRAZInIE HYDRATE NLT
990%

0 95 kg

3 METHYL TERT BUTYL ETHER
(MTBE)

2 0kg

RA may take appropriate action as per the decision ofNorms Committei.
コ

Case No:173/13/82_     Patt NamcSHIVA      Mcct NoDatc 13/82‐    Statuy
ALC4/2018            PHARMACHEM LTD      ALC4/2018         DeFerred

14012019
237 HQ Filc              RLA Filc

Lic No′ 1)atc:3410044409  Dctr
:01/82/050/O1151/AM19/      :34/24/040/00147/AM19/      o9o82018

Decision: Committec considered the case as per agenda and it was dccided to ask t
completc technical details as per appendix 4E.

「1酔
~~「
総霊需P

鵬銑5mν2/AMV      ~臨需“Ю"2933円
~

Decision: The Committee noted that thc 4.07 application of subject Advance Authorization is not
available. Hence, it was decided to call for hard copy of 4.07 application of the subject advancc
authorization from RLA, Hyderabad with complcte technical details as pcr Appcndix 4E along with
Chemical reaction, stage wisc yicld ofproduction and molccular wcight from thc firm.

「印
に
即鱚篇開… 町

1需脇兆 1…隔瓶証:鳳ζ
~臨
臨繭d函

「

~~
1扇高
`I Thec。

―ltccconsldcrcdcaseasicfttendalnthttLξ 3悪 oFthc tech語あl cxI品五五i tak竃

筋悸
器器柵 器 出輝臨 T総Ⅷ 巌∬『 f脚柑鼎 lim彙

―
|

ｄＳｔａｔｕｓ‥̈
沖
」
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1 tas dedded"rati″ 血e ad hOC inp耐 outp面 na
239 applied by firm whichever is lower:-

Export product Exp Qty 鏃
Ｎ。

lmport items Qty. allowed

VALERYL CHLORIDE l kg 1 VALERIC AC】 D 0 891 kg

―

・

IRA conccmed may take hrther nccessary ac■ on as pcr aboVe dcclsion ofNC

Case No:79/13/82-ALC4/2018 Pa● y Namc:SVR DRUGS    MCCt No Datc:13/82-
PRIVATE LIヽ41TED       ALC4/2018

1

14012019

――――――― 一
一――――一――――

    in the presence of thc technical
Decision:Thc CommittcC considcrcd casc as pcr agcnda and

was dccidcd to rati～ thc ad‐hOc input output normS undcr para 4 7 of HBP as pcr dctails

ｄ

．
”
”
．Ｓｔａｔｕ柳

HQ Fnc
:09/24/040ノ00224/AM19/

Lic NorDatc:0910066558
■008201R

RLA Fnc
ino′っИ7na 10082018|:01/82/050/01057/AM19/   Ю9/24/040/00224′ AM19/   ilu υO Zulo

246 applicd by firm whichever is lower:-

RA concerned may take furthcr nccessary action as per above decision ofNC

Mcct No71Datc:13/82-

241

Mcct No Date:13/82-

ALC4/2018
1401 2019

i

as

―

一

case No:146/13′ 82-

ALC4′ 2018

Case No:305/13/82-

243 ALC4/2018

Party NamcISIDDHARTH
CARBOCHEM PRODUCTS
LTD

r需勇
=蕊
薦戸
―
隔瓢鳳2/AMッ

Decisioni Dcferred for comments of TE'

Party Namc:JB CHEMICALS MCCtNo′ Datc:13/82-

&PHARN4ACEUTICALS    ALC4/2018
LIヽ41TED              14 01 2019

Lic No′ 1)atc:0310823016

13082018

experts,

below or

Status:
Deferred

2-(CHLOROMETHYL)-3,4-
DIMETHOXY PYRIDINL
HYDROCHLORIDE

」

―

―

師
町
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―

―

―

一

:03/94/040/00418′し蝸 419/

IALC4/2018

14012019

Lic No/Datc:0310823010

13082018

244

1/82/050/01283/AM19/

further neccssary action as per above decision ofNC

1麒
Ｓｔａｔｕｓ‥̈
　　　　螂．¨

sion: The Committce considercd
decided to rati! the ad-hoc inpur

case as per agenda and in the prescncc of the tcchnical expens,
t output norms under para 4.7 of HBp on nct to net basis as gir

Export product Exp Qty 銚
Ｎ。

Import items Q″ a1lowed

158000
kg

1

Crude Soya Lccithin
Liquid

158 00o kg

concemed may take

Export product

I_月 ^_^`L^^:_′

Exp Qty 針
ヽ

Impo( itcms Qty. allowed

置蝋瑞硼ぢ滞γttg
lndOmethacin UsP is 125 000 Kgs)

l No
l

Indomethacin USp

25.50 mgl25 mg
capsulc

illilIII]i‖ t:猟iぶ∬li)
|[ [ :   ,

l No

Indomethacin USp

25 50 mg/25 mg

capsulc

ili:IIII‖ i藤[ζI:lj芯

l No

Indomethacin USp

51 oo mg/50 mg~~

capsulc

蕊鸞I灘鷲朧)

l No
Indomethacin USp 51 00 mg/50 mg

capsulc

245

Lic No Datc:0310823011

13082018
IDefcr

一
|

」

目酬… 「MttT軋 1蜆… 臨14012019              ・・

ρ82Ю5υ∝硼型ッ_品′蹴∽吻/AMl% 1蹴鼎αωЮ"3∞811鑑器孵ま鵠懲秒鞘21癬認縣 蔦£!二 ...J,     .      _                 asc as pcr agenda and in the presen
「

~…
… … Щ ■■にししOnЫ OcК O c¨c aS pcr agenda and hぬ e presence Ofぬ e tcchllcalよl品 :I薦 |

FCCtted o rati～ thc ad_hOc hpШ  Outpu nOnns undcr para 4 7 of HBP as pcr dct所
、 bdOw Or as applたd bylfl==1l whichevcr is 10wcr■
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Case No.:128/13/82-

ALC4/2018

―

― ―

一

器星児5m ЮαA=9/~臨乳。Ю“"/鰤
1%:Ul′ OZ′ UDU′ υllUO′ AIVl lソ ′       UD′ ンコ′υ"V～

V‐ ′0

Status:
Deferred

Dcfer

|

Mcct No Datc:13/82-

ALC4/2018
14012019~臨
辮側∝雰
62階=

IStatus:            |

Mcct No/Datc:13/82‐

ALC42018
14012019

1246

|

Lic No Datc:0310823049
14082018

Decision: Deferred for comments of TE

247

Case No.:306/13/82-       Pa,y Namc:ARCH        MCCt No/Datc11 3/82-    Status:
ALC4/2018             PHARMALABS LTD      ‐ALC4/2018

14012019

1繭 戸    聴繭耐 F03/94/“ 0/0“46/AM19/   14

Decision: The Committee considered thc case as pcr agcnda and it was decided to call for following

information / documents from the firm:

°
棚 粧 躙 器棚 篤

詭血 劇u柿 ¨
“

血 g¨ 肛 面 山 綱

 |

8も 淑霊T∬:黒W腱誦:富雷よTiC         ■

甲渕戸
~∬離‰丁蹄 「̈町 |

248

鵠 島児:餅:12851AMlシ   監 λ璃 :υ話 :;l   Lα
N8Diよ 0■ b恵力 0361こ各

~

M19/      14082018            1

1Decislon:Thc CommitcC Consldercd thc casc as pcr agcnda and i was dccided to can fOr fOnowing
‐
infonnation/documcnts'Om thc irm:

Stepwise complete and balanced chemical reaction showing Molecular weight and

Percentage ofYield on molar basis

Reaction and Recovery ofsolvent at each stage

Case No.:380′ 13′82-       Party Name:ARCH
PHARMALABS LTDALC4/2018

「

~~             |

０

　

０

０

ハ
リ

ｌ̈ｌ

Matcrial ofbalancc for the cntire process

Material ofbalance for the entirc process
灘酬iX騨距柑盟∫“̈

血脚°lCCular面夢祠

Status:
Deferred

|

case No:381ノ 13/82-

ALC4/2018

HQ File

101/82/050/01359/AM19/

Party Namc:ARCH
PHARMALABS LTD

RLA Filc

14012019

Lic No/Datc:0310823037 Dcfcr
14082018

ALC4/2018 Defcrred

250

:03/94/040/00431/AM19/
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０
　
０
０

Thc COmmitec cOnsidered the case as pcr agcnda and it was dccided to call fOr following

/ documents from thc firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

Case No:382/13/82-

ALC4/2018

隧 鳳 |
1臨]::
RLA Filc

:03/94/040/Oo3157AM 19/ |           
「~

sion:Thc cOmmitec cOnsidcrcd casc as pcr agcnda aid in ihc l
prcscncc of the tcchnical cxpcrts,

dccidcd to rati～ thC ad_hOc input Output nOrms undcr para 4 7 of HBP as pcr dctans bclow Or

cd by inln whichcvcris 10、vcr:―

Export product Exp. Qty. 針
Ｎ。

Impofl items Qty. allowed

EDTA FERRIC  soDIUM Fc
content 13%(+た o5)

l kg
1 Cnldc sOya Lccithin

Liquid

0 730 kg

11

as

]RA 
"on""rn"d 

rnuy take further necessary action as per above decision ofNC

「
蹴 霊 脳 島 D tti俯

日 鯛 2旺

1401i ;mn- Iylo* - ilH*--*r rD".,-i| ):01/82/0s0/ot36 r/AM 19/ l,w-teir6ioroou+teu.J,r 14.08.2018 I

lzsz io""r.irnrir," co--itG 
".,nsiJ"reorrr" c;"*;", "r#;o n #;;;,, 

"aiior 
rorro*ire ,

I jinrormation 
I aocuments fiom the firm: r e--'-- -'- rL was oecloeo to call tor fbllowing 

i

i 1 
(i) 

,t;:r"ffi"":fi,""fffli1,ff*1,"*,icar reaction showing Morecurar weight and 
I

I I liil Reaction-"na {ecovery ofsotvent ar each srase Ir (ul, Material ofbalance for thc entire proccss

f歴棚響
班ン82   :峨

譜買[:濯ξttD  造き棚留CW82 3器Ied
し,^ぃ .    ~― ―

― =―
―――――――__-            14012019           1iHdT,h 

- 

-- 
rRLe p,e - . t+'v.t- zu-tY 

- 
_-,-

, 
',tou82/o5oror3?9/AMrgt 

.{3lg4to4o/ou3St$Mrgt tic.Noroate:ol t os-im-
,zss ffi ,h" 

"^" "*";;#",fu _
j iinformation 

/ documents from the firm: ' o----- --- 't was oecrded !o call for following

Jr:],';T.ffi".:ri:fi:x.-T,ff:1j,.,icalreactionshowingMolecularweightand
I I (iD Reacrion and Recovery ofsotvent ar each stage lI_ , (iil) Material ofbalance r"i,r,. 

"riir" 
pr""..r' "-"" 

I

υ■U014:1じじ10r【 nC cntirc proccss

ＦＰ

Mcct NO/Datc■ 3/82‐      status:
ALC4つ018          Approved
■4012019            '

Mcct No/Datc:13/82-     status:

ALC4,2018          Dererred

一　

一



^

77

14012019

HQl■lc                Rl´ A FHc               Lic No′ つatc 0310823044 Dcft‐ r

:01/82/050/01380/AM19/ :03/94/040/00436ノ AM19/ 14082018

Decision: Thc Committee considercd the casc as per agenda and it was dccided to call

information / documents fiom thc lirm:

(r) Stcpwise complere and balanced chemical reaction showing Molecular weight and

Perccntagc ofyield on molar basis

Reaction and Recovery of solvent at cach stagc

Matcrial ofbalancc for thc cntirc process

(i) Stepwise complete and balanccd chemical reaction showing Molecular weight and

Percentage ofYield on molar basis

(ii) Reaction and Recovery ofsolvcnt at each stage

(iii) Material ofbalance lor the entirc process

information / documcnts fiom the firm:

Case No.:410′ 13ノ82-       Pa“ y Namc:ARCH

for following

＞

Ｄ

|

|

「
|

一|

Case No.:409/13/82-       Pany Namc:ARCH        Mect No/Datc 13/82‐
    IStatus:

ALC4′2018            ‐PHARMALABS LTD      ALC4/2018         Deferred
14012019

靡 3舒刺 り 寸 誘 需 蕊 面
菰 蔦 戸

~隣

脩

側 虚 獅 21¨

|

面 面 高 品 満 高 面 高 i高品

(D Stepwise complete and balanced chemical reaction showing Molecular weight and

Percentage ofYield on molar basis

(iD Reaction and Rccovery ofsolvent at each stage

(iii) Material ofbalance for the entire process

Case No.:410′ 13ノ82-       Pa“ y Namc:ARCH         l`CCt No/Datc:13/82-    Status:

IALC4/2018            PHARMALABS LTD      ALC4/2018         Deferred

1瘍蔦
「
i輛趾馘専I

|

0 Stepwise complete and batanced chemical reaction showing Molecular weight and

Percentage of feld on molar basis

Reaction and Recovery ofsolvent at each stage

Case NO:411′ 13/82-

258 ALC4/2018

Party Namc:ARCH
PHARMALABS LTD

Mcct No7Datc:13/82-

ALC4/2018
14012019

Status:
Deferred

Case No.:403/13/82- Party Namc:ARCH Mcct No/Datc:13/82-

ALC4ノ2018             PHARMALABS LTD      ‐ALC4/2018
14012019

1誦航 50/0138ソ AMツ  :あら′溝υo“37/AM劇  國:0&2m8   1

Material ofbalance for thc entire process
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1鵬 児5剛 ■9/AMW I胤 棚 ∽ 蜂 2/AM「 1悧 辮
似

“ "%OF~
Decision: The committee considered the case as per agenda and it was decided to call for following
information / documents from the firm:

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

＞

　

Ｄ

Ｄ

「甲
酉~甲面戸隔

『

産
114082018

The committee considered the case as per agenda and it waa d";id"d to .urr ror rotto*ing
n / documenls fiom the firm:

Case No:89713/82-ALC4/2018 Parly NamciSUVEN LIFE    4ヽcct No/Datc:13/82-    status:
SCILNCIiS LIMITED      ALC4/2018          DeFerred

14012019I 4.01 .20I 9260 uq ril" RLA File Lic.No,/Darc:0910066569 Dcfer:01/82/050101061tAM19t :09124/04ot0022itAMt9t 16.08.2018
Decision: Deferred for comments of TE

Ｆ
Ｉ

Decision: The Committce considered 
"ua" 

u, p", agcnda and
was decided to ratii/ the ad-hoc input output norms undcr
applicd by firm whichevcr is Iower:-

in the presence

para 4.7 of HBP

of the tcchnical experts, it
as pcr details below or as

nccessary act10n as pcr abOvc dcclslOn of NC

Export product Exp Qty 針

Ｎ。

Import itcms Qty. allowcd

Tobramycin and DcximcthasOnc
Ophthalmic          suspensiOn

(OBRAMETH)       5ml
(Each mi cOntains TObramycin 3

馴

硼 CЪ

ttZ牲 ∫

め mぽ

1600000o
Number

1

Tobramycin 252.00 gm

2

Dexamethasone USP
(Micronised)

84.00 gm

concemed may take furthermay

Status:
Deferred

1靡蕊 」 1//●119/

Stepwise complete and balanced chcmical rcaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Rccovery ofsolvcnt at each stage
Material ofbalance for the entire process

Ｄ

　

●

Ｄ



79

Case No:32/13′ 82-ALC4/2018 Party NamciSUN         Mcct No′ Datc:13/82‐    Status:   |

PHARMACEUTICAL      IALC4/2018         :Approved l
lblDUSTRIES LTD        14 01 2019          1        1

鵠 既 島 /ぃまし1鳥
j~~酷

ち魔 話 2:'I~ ~・
lC Nあ品 :OS16あれ 7‐

~~

M19/      ■7082018              1           1

‐
Decision:The Committee considered casc as pcr agenda and in thc prcscncc ofthc tcchnical cxpcrts, it l

was decidcd to rati″ the ad‐ hOc input output norms undcr para 4 7 of HBP as pcr dctails bclow or as

262

applied by firm whichcver is lower:-

Export product Exp. Qty. Sl

No
Import items Qty. allowed

ketorolac Tromcthamine
Ophthalmic Solution 0.5% w/v 5

ml,
(Each ml contains Ketorolac
Tromethamine 5 mg (Equivalcnt to
4.718 Kg of Bulk D-g)
(Pharmaceutical Formulations /
Standard Gradc)

188700000
Numbcr

1 Kctorolac
Tromethamine

4 953 kg

fu{ concemed may take furthcr necessary action as pcr above dccision ofNC

「IWご甲 鱚 訃 鰈
罐
町 |

1631需就:語17漁 1」
~影
ら
'脇

:λよ::′
| 1面 高 品 耐 面 高 面 le case aS pcr a

l  lhcaringto appearbefore the Nol.llS COnlmitcc to,

firm whichcver is lowcr:-

DICYANDIAMIDE
(DCDA)WHITE
POWDER

METFORMIN
HYDROCHLORIDE     BP/EP
Vヽ¶ ITE CRYSTLLInlE POWDER

RA concemed may take further necessary action as per above decision ofNC

―

一

」

Case No.:45/13/82-ALC4/2018 Pary NamciSOHAN
HEALTHCARE PVT LTD

Status:
Approved

1靡蕊戸爾 続 駆 製 Ⅲ 二 |

Decislon:Committcc considcrcd casc as pcr agcnda and in thc prcscnCC Ofthc tcchnical CXpCrts, it Was

dccidcd to rati～ thC ad hoc input output nonns undCr para 4 7 of HBP as pcr dctans bc10w or as applied by

Mcct No Datcl13/82-

ALC4/2018
14012019

264
Export product Exp. Qty. 誂

Ｎ。

Import items Qり a110Wed

0 567 kgl kg l
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「
~~

1

1265

Case No.:151/13/82-

ALC4/2018
Pa●y NamciSTERLING
IAUXILIARIES PVT LTD

Decision: Deferred for comments of TE

Party NamciCLEAN SCIENCE Mcct No Date:13/82‐

IAND TECHNOLOGY      ALC4つ 018
PV「 LTD                14 01 2019

Filc

:31/83/040/00074/AM19/

HBP as per details below or as applied by firm whichever is lower:

Export product Qty SI No Import itcms Qty
Acetyl Anisole (4-Methoxy
Acetophenone)

l kg 1 Phcn。 | 0 906 kg

Dimethyl Sulphate 0 693 kg

Caustic Lyc 0 437 kg

4 Acetic Anhy&ide PIJ'RITY 99% 0 755 kg
may take appropriate uction affi

…
Ю∞認 AMり

|

Decision: Deferred for comments of .fE

Mcct No/
ALC4/20

「PttI
)cision:COnlnnittcc considcrcd casc as pcr agcnda and as pcr carlicr dccisiOn takcn by NC takcn by NC

Is 9/82 mccung dated 18 09 2018,I was dccidcd tO raitt thC ad hOc input Output nonlns undcr para 4 7

圃 蕊薦戸 囲 悩 扁
14012019

Lic No′つatc:0310823127

20082018

\_a!c r\o.:r/z/rJldz_ party Name:GLENMARK MeetALC4I2OIE PHAX.MACEUTICALS LTD., Ai'

HQ Fitc RLA Filc ::i:01/82/050/01350/AMt9/ l'3/94/O4O/OO44g/AMtg/ ZO.O{

Decision: Committee considercd case as pcr agenda and as per earliet
meeting.dated 19.06.2018, it was dccided ro.uti-ry rl" ua_to.;;r;;;;
pcr details below or as applicd by firm whichcvciis lower:

t No Datcl13/82‐     status:
14/2018            1Approved

12019

Jo7Datc:0310823141

〕2018

r dccisiOn takcn by NC in its 4/82

1ui norms undcr para 4 7 ofIIBP as

針

Ｎ。

Export Product Expon
Qtv.

Import Product Quantity Allowcd in kg

Deferred

―
|

:01/82/050/01195/AM19/

1266

ｄＳｔａｔｕｓ‥̈
　　』

~臣
漱 翻 漱 蕩

「

1穆
而 F輛

爾

Decision: Defcrred for
1赫附戸1  置

comments of TE
|
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2L5O mgl 25 mgtablet

-a 
10 mg/ 5 mg tablet

f tlZn mg/ 100 mg tablet

|

1

2

認 雰温常願F乱:燎:。 f
Lamotriginc iS 54 250 Kgs)

熙Ittil選滞J

packs

Lamotrigine

packs

Lamotriginc

packs

packs

Lamotrigine
3
O泳
1葬i襦縫茸

Lamotriginc

153 0 mg/150 mg tablCt

4 職1:構慌懲滞
g

2(40mg/200 mg tablet

1 25 50 mg/25 mg tablCt

packs

Lamotngine
5 熙1:蠣磐辮慰1器

g

packs
Lamotrigine

6
(PaCII:||[ili猟

11['I:f

RAtty● kc apprOpnttc a“ on aS pcr tte dcmζ
On ofNorrrLS COmmtCC

CaSe N¨ lWlン 82 ALC″2い 8:壺 ざ無 鸞 喩 ヽ
iAL s盟

せ

01ν8歩

 洋 :鵬ed  l

ニ ニ
II二 _鰹

M畑 CS「D I    I‖

  |四
器 肌 5∽Ю8VAMツ   ト

ら描 OЮ02%/AMツ
ほlЮ&2m8

l嚇::留増蹴属TT篤:f糖:霊lllttξ『
∬席i濡器:淋胤lI腕:|

～    _■ :^L^ ^゛ :01^、 vor

ti艦∴ ξ語 温 ai:LOwOrasapJた
d by inn whChevcrヽ bWer

Import items

Alpha Pinene

r{ P.,rrm!dehvdc

Qty A1loWed in

kg

147

鰍湖:lil“3→"ハ b・‐
2‐cn-1-ol)

Exp

Qty

sl No

l kg 1

07722
2

qρr RlranOl 040
3

Aluminum Tri-sec- o072
4

…

o077
5

OfN 0111lS COlllmittCC∝ 山c“dSOn J p

″
Ｐ
Ｉ
Ｉ

コ

「

case No:222′13/82-

ALC4′ 2018

Status:
Approved

一
|「71

|

Pafiy Namc:JNP PRODUCTS

⌒

|
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under para 4.7 of HBp as

RA cOncemcd rnay take mhcr
necessary action as per above decision ofNC.

Expofl product
Qty 趾

Ｎ。

ImpOrt ienls
Qty

′ヽ111lnO rncnol
l kg 1

2

rara NItrO ch10■ O Bcnzcnc
1 222 kg

…

0 764 kg

QtV

SI No
Qty

:鷺:鷺

`∵

進‖意:l:
螂 :器
市̈Ю̈ 強̈う

1

NO
1

5.10 mfiable-

|

J raxe approprrate action as per thciecisGn # Norms Committi

Export produit

p;;;l;;i, ,

Qヮ Si

NO

糀
orms cOmml"ρρ

Qty
‐
^｀ VO^■ ‐ lN LYL DROPs

00050/。 25ML
523833 0oo

pack
1

68.753 gram -
, .4r(c approplatc action as pc, thc decisi& oi Comminee

「賜
Ftt F  臥1  阿こ|――‐―"i凛二:嘉ず    Approved.HQ Filc              も:A r:,_

量聟聖彎:写Ψ:,言壌避菫里_1「
~~可

ド締 W慧か 趙ヽ 面詭趙 講ゴ
ぽ
面[薦

Norethindrone Acetate
(Norethisterone acetat)

Case No.;t52ll3l82_ D-*_. r,-tおeN∝ 15初 3β2  Paゥ NamoY思

器 ED 造 畿 漱 ttt・

13だ卜

 導 I:ied

ALC4/2018           1NDUsTRIES LIM

14012019
′
Z HQ mC   RLA ttc M膨

 男 %Vら11∝
ω Ю

""″

:01/82/050/ol130ん
ヘトィ19/     :03/95/040/oo501 A

DecisiOn:cOmttittcc considcrcd casc as p`r agcnda and in thc light OF caHicr dcclsion takcn by NC in is

一
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ヘヽ

1o/AMl9 meeting dated 16.10.2018, it was decided to ratiry the ad-hoc input output norms under para 4.7

ofHBP as per details bclow or as applicd by firm whichever is lower:

na -uy tuk" uppropriate action as per thc decision of Norms Committce

Export product Exp

Qり

Sl

No
Import items Qty. Allowed in kg

OCTYLATED
DIPHENYLAMINE(OCD
FLAKES/POWDER)

l kg 1 DIPHENYLAMINE 0405

2 DIISOBUTYLENE 062

3 ACTIVATED CLAY 01

Case No.:129/13/82-     Palty Namc:YASHO      MCCt No Datc:13/82-   Status:
ALC4/2018          1NDUSTRIES LIMITED    ALC4/2018         Approved

酬
was decidcd to ratify the ad-hoc input output norms under para 4 7 of HBP as pcr details bclow or as

275 applicd by firm whichever is lower:

Export product Exp

Qty

Sl

No
Import items Qty. Allowed in kg

YAPOX CL
30/10“ HYDROQUINONE BIS"

(2HYDROXY ET…

l kg 1

HYDROQUINONE

0 579 kg

RA may takc approprlatc actlon as perthc dccision of Norms Committce

Case No.:130/13/82-

Al′ C4/2018

Palty Namc:PRO―LlFE BIO―

CHEMICAL INDUSTRIES(P)
LTD

Mcet No Datc:13/82‐

ALC4/2018
14012019

Lic No Datc:0310823271

24082018

ｄ一Ｓｔａｔｕｓ‥̈
1276

Dcft・ r
RLA Flle

:03/95/040/00470/AM19/

Decisionl Deferred for comments of Tll

taseN「 142/13/8が
~~~lPcName:PALADN _F~Med No/Dに

13/82淵ctts諄椰「
dル
1淋
d

″Amy一
~蔑

語麗需子面i08蒼
ヌ
`P藁
「

~

HQ Fllc

:01/827050/01108/AM19/

1婢雲寧翌Ψ写型等撃堅型望―躊
Ю剛8   1

I F=悪:=5eFe再面br comlnen“ of TE       _

目蟄 ¨ 闊猾
∝
聯
m_旺

|1■ υl ιυlン

278 HQ Flc             RLA Fnc            Lic No7Datc:0310823249 Dcfcr

103/95/040/00423/AN419/      24082018:01/82/050/01127/Aヽ 419/

Lic No7Datc:0310823249  Dcfcr278 HQ Flc             RLA Fnc
― ^― ^ ^^^・ ^^ ●ヽ●'^′     う′ nOつ nlQ

| IDecidom The COnllnit2 1,11空 JP12望
pt呈
賀

=°

D/o Clか c br obtal面 ngiヽ COnlmncn“

Mcd NoDttCl」 /8'1 tヽati“
ALC4/2018         1Approved
14012019

case No.:175ノ 13/82-

279 ALC4/2018

Pany NamclTIDE
IhlDUSTRIES

■

―

―

―

―

Ｉ

Ｊ

| |
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圃 :鳳扁 Lic No/Datci341 0044435

:34/24′ 040/00168/AM19/ ‐24082018
RLA Filc ri.Nハ

sion: committcc considercd case as per agcnda and in thc prcsencc of the rcchnicar cxperts, it !
lcd to rati! the ad-hoc input output norms undcr para 4.7 ofHBp as pcr details below or as appried
whichevcr is Iowcr:

Export product Exp

Qty

SI

No
Import itcms Qty. Allowed in kg

Aldehyde C 12 MNA l kg 1

C‐ 1l Alcoh01
1 92 kg

may take appropriate action asapprOprlatc decision of Norms Co-min""

Case No.:209/ti/f2- party Namc:DEEpAK Meer No/Datc:13/g2_ Status:
i IALCa/201E NOVOCHEM ALC4/2018 DererreO,TECHNOLOGIES LTD I4.OI.2OI9

^^- 
nQ nite RLA Fitc Lic.No/Dare:3 t t0067162 Defcr1280r:01/82/050/01l87tAMtg/ :31/83t040/00081/AMt9/ 24.08.2018

I lDecision: committee considered the casc as pcr agcnda and it has bcen obscrvcd that the chemisrrv, bv the firm is not clear, since statins that theiaw ir"*i"r ,r,"*" "Jpi#ilil i.il1.J1'#"cyrfi:ii :was decided to ask the firm to furnish exact chemical nu." or ocp 50 along with manufacturing proccss: ,and all technical details staning from OCp 50.

Case No.:209/ti/f2- party Namc:DEEpAK Meer No/Datc:13/g2_ Status:
i IALC4/201E NOVOCHEM ALC4/2018 Dererred,TECHNOLOGIES LTD I4.OI.2OI9

^^- 
nQ nite RLA Fitc Lic.No/Dare:3 t t0067162 Defcr1280r:01/82/050/01l87tAMtg/ :31/83t040/00081/AMt9/ 24.08.2018

I lDecision: committee considered the casc as pcr agcnda and it has bcen obscrvcd that the chemisrrv, bv the firm is not clear, since statins that theiaw ir"*i"r ,r,"*" "Jpi#ilil i.il1.J1'#"cyrfi:ii :was decided to ask the firm to furnish exact chemical nu." or ocp 50 along with manufacturing proccss; ,and all technical details staning from OCp 50. 
trlr uuuur4llurruE Pr

:ision: Committce considered car

idcd to rati$, the ad-hoc input ou1

r whichcver is lower:

sc as pcr agendz

.put norms unde

t and in the prescnce of the tcchnical experts, it r
r para 4.7 of HBP as per details below or as applied

Export product Exp

Qty

SI

No
Import irems Qty. Allowcd in kg

LUMEFANTRINE l kg I a(Dibutylamine
Methyl)2,7-Dichloro-4-
Fluorcn Mcthanol [DBA] /
2,7-Dichloro-A-
(Dibutylamino)Methyl-
9H-Fluorene-4-Mcthanol

08691

2 P―Ch10robcnzyldchydE 03476

3 Acetone 0604

4 Mcthan。 1 0600

I,lay:aKC

Party Nam●:RAKSHIT
PHARMACEUTIcALS LTD

apprOp● ate aciOn as pcrthe ded● On OfNorlls cOmmitec

胤rm382  t鴛麒 in「蔦
~孵
湮T膏i13/8戸 IⅢ

「

T¬

1

Mcct NO/Datc:13/82-

ALC42018
14012019

ｄＳｔａｔｕｓ‥̈

|



Ｅ
リ
０
０

HQ Fnc              RLA Filc
101/82/050/01064/A■419/       :09/24/040/00239/A■ 419/

Decision: Deferred for comments of TFI

Case No:104/13′ 82-       Pa,y Namc:ORIENTAL     Mcct No/Datc:13/82-    Status:   ‐

ALC4′2018             AROMATICS LTD        ALC4/2018          Approved

Decision: Committee considcrcd case as per agenda and in the light of earlier decision takcn by NC in its

12lAMl9 meeting d ated 12-12.2018, it was decided to ratiry the ad-hoc input ouQut norms under para 4.?

ofHBP as per details below or as applied by firm whichevcr is lowcr:

1283

ヽ

`cct No/Date:13/82-ALC4/2018
14012019

「

Lic No/Datc:0310823301

27082018

Mcct No′1)atc:13/82-

ALC4/2018
14012019

Status:
Deferred

「

Lic No′ 1)atc:5210042742

27082018

Decision: Deferred for comments of TE

14012019

HQ Fllc              RLA Fnc             Lic No/Datc:0310823304
:01/82/050/01082/AN119/      103/95/040/00511/AM19/      27082018
ヽ        ―              ,   ,         _ ____'^ ^_":_`t^1:～ L● ^r_^_1:^´ 月^^:_:^^“ レ^ぃ ヽ、′ヽ ri_:終

Export product Qty Sl

No

Import items Qけ

SANJINOL TOCO

(2 Ethy14-(2 2 3 THmcthylcyclopcnt 3-

en― yl)― but 2-cn‐ 1-ol)

l kg 1 Alpha Pinene 1 47 kg

N-Butyraldehyde 0 77 kg

Sec Butanol 0 40 kg

4 Aluminum Tri-scc-Butoxidc 0 072 kg

Di N Butylaminc 0 077 kg

may takc appropriate action as per thc decision o f Norms Committee.

Case No.:165/13/82-

ALC4′ 2018

Party Namc:SARNA
CHEMICALS PVT LTD

Mcct No/Datc:13/82-

ALC4/2018
14012019

Lic No Datc:5210042743

27082018囲脇鸞

Status:

:01/82/050/01143/AM19/

Declslon: Deferred for comments of 'fE

Casc No:27/13/82-ALC4/2018 4ヽcct No/Datc:13/82-

ALC4/2018
14012019

Lic No/Datc:0510407626

「

ヨ

Lic No/Datc:0910066593

27082018

284 HQ Fnc

:01ノ82/050/01128/AM19/ :03/95/040/004137AM 19/

Casc No.:150/13/82-

Al′C4/2018

Paty Namc:STI〕 RLING
AUXILIARIES PVT LTD

RLA Fnc

Decision: Deferred for comments of l'E
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ヘ

:01/82/050/01005/AM19/       :05/24/040/003137AM19/      28082018              1

Decision:Thc Committcc considered casc as pcr agcnda and in thc prcscncc ofthc tcchnical expcrts, it

was dccidcd to ratl～ thc ad hOC input output norms undcr para 4 7 of HBP as Pcr dctails below or as

applicd by flHn、 vhichcvcr is lo、 ver:

Export product Qty 訛

Ｎ。

lmport itcms Qty

CARVACROL l kg 1 D‐LIMONENE(LIMONENE CITRUS
TERPENE,ORANGE TERPENE,
BRAZILIAN CITRUS TERPENE,
ORANGE OIL)

1 48 kg

つ
ｚ HYDROGEN PEROXIDE
(Not morc than 50%sicngth)

1 00 kg

may take approp ate action as per thc dccision ofNorms Commiftee.

ほ霊胤∬
yly82

|

Filc

:01/82/050/01109/AM19/

つ
４

sion: The Committcc considcrcd casc as pcr agenda and in thc presence of thc technical expens. il
decided to ratiry the ad-hoc input ouput norms under para 4.7 of HBP as pcr details bclow or as

ed by firm whichevcr is lower:

Export product Qty ■
Ｍ

Import itcms Qty

Ester of Methacrylic Acid - Crude
Methyl Methacrylate Monomer
Net Content Per M.T.: Acrylic Strips and

Cut Pieces - 1.33 M.T.

l kg 1 Acrylic Strips and Cut
Pieccs

1 10 kg

may takc appropriate action as per the decision ofNorms Committcc.

「 |

Case No:210/13/82-
ALC4/2018 珊 岬 戸 1顆… 町 |

陽 脇 5∽l188/AMW 匿 允監 0んOm:/AMW
The Committcc considcred the casc as per agcnda and in the light of carlicr decision takcn by

in its 7/82 meeting dated 24.08.2018, it was decided to ratiry the ad-hoc input outprut norms under para

鵬:∬盤lo3H0067165 1
290

.7 ofHBP as per details below or as applied by firm whichever is lowcr:

Export product Qty SI No Impon itcms Qty

l

1皿器 器1[‰FED財 … 師
IRLA Filc

:03/95/040/00449/A卜119/

Lic No′ Date:0310823340
28082018

Case No:148/13/82-

ALC4/2018

289 1HQ File

「
冊星鷺50畑 "6/AM V ‰馳oЮ“

∞7AM W 燎鼎
Decision: The Committcc dccidcd to rcfcr thc casc to D/o C&PC for obtaining its commcnts

||[
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Casc No:367′ 13/82-

ALC4′ 2018

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

浙 蘊

~~

ほNTERNAT10NAL PVT LTD

[1

HQ Fnc
:01/82/050/01345/AM19/

IRLA File

:03/94/040/00475/AM19/

Mcet No/Date:13/82-

ALC4/2018
14012019

in the presence of the technical

para 4.7 of HBP as Per details
Decision: The Committee considered casc as Per agenda and

was decided to ratiry the ad-hoc input output norms under

experts,

below or

ｉｔ

　

ａｓ

applied by firm whichever is lowcr:

Export product Qty SI

No
Import items Qty. allowed

Lenunomidc 13 33%DCG 100 00 kg 1

Lcflunomide

13 4633kg

@cr thc decision of Norms Committcc'

292 D""i.ion: C;.-tt;" 
"""tid"t"d 

th" *; 
"; 

p* 
"g""d" ""d 

it *as decidcd to call form the firm following

１１
１１
＝
＝
――
＝
刊
ョ

information:
i) End use ofthe exPort Product
ii) Molccular weight ofthe final product

iii) The yield givei is very much on thc lower side' in support ofyield' turnish the copy of

Published Technical Literature.

‐‐圧一[ica*Nfi6r/1v8r-F"'tvN*'"JAN9-P-IIfR]'Lil't*tN"/D"t"l3iS]-Et"t""
| ;;i;ffirs"-* lffiij#ffPweieiio ;fXAl'; loere'ea

i mom-iRr^ Fil" - - 
--t:r}"P,":"olrotzllse P'f*

I 
'oiliii6soror 

34ltLMtst l:03/e4l040/00413/AMl9/ '28 
08'2018

ir, *d it 
'ru; 

d";idA to 
"all 

forrn ttre-nrm rottffis
in formation;

i i) End use ofthe exPon Product

I ' ii) Molecular weight ofthe final product

I ;fi ir," vi"n ginei i, 
'*"tv 

lnuJ it tft" ro'n"r side' in support ofyield' turnish the copv of

Guaiacol l kg 1 Phcnol PURITY 99%AND
ABOVE

1 108 kg

Dimcthyl Sulphatc PURITY 99%
AND A30VE

0 847 kg

3 Caustic Lye 0 35 kg

4 Hydrogen Pcroxidc(60%)
PURITY 60%

0 687 kg

5 Acctone (SolYcnt) 0 14 kg

Status:

Publishcd Technical Litcrature'
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鵬 星鷺50/O1351/AMW罷 翻 蕊 蕊 扁
丁
1器 鼎

C0310823釧

「

~~

pcr

‐294

評淵
3/13/82‐

即飩

「

顧謂“
般‐

rn: Committee considcred case as pcr agenda and deliberated on the maner in the prcsence of
al experts and it was decided to ratib/ the ad-hoc input output norms under para 4.7 of HBp as
below or as applied by firm whichever is lower:

SI

No
Export product Exp

Qty

Import items Qty. Allowed

1

Lithium carbonatc capsule

USP 150mg(PaCk Sizc loo
Tabs) packs

Lithium Carbonate
USP

153 mg/150 mg

Tablet

2 Lithium Carbonate capsule
USP 300mg (Pack Size 100
Tabs.) packs

Lithium Carbonate
USP 306 mg/300 mg

Tablct

3

62/0- Lithium carbonate

capsule USP 300mg(Pack
Sizc 10oo Tabs) packs

Lithium Carbonate
USP

306 mg/300 mg

Tablet

4 Lithium carbOnate capsulc

USP 600mg(Pack sizc loo
Tabs) packs Lithium Carbonate

USP
612 mg/600 mg

Tablct

5 Lithium carbOnatc ER Tab

USP 300mg(Pack sizc loo
Tabs) packs

Lithiuln CarbOnatc

USP 306mノ 300 mg
Tablct

6 Lithium cabrOnatc Ett Tab

USP 450MG(Pack Sizc 10o
Tabs) packs Lithium carbOnatc

USP

459 mg/450 mg

Tablct

actlon as thc decision of Nor-s Corr,-ittc"

S:_EXp。・ pЮduo    l Exp   l lmpon■ ems   Qty Albwcd

DecisioD:COmmiiee randH● r●H^.。_.I I1111二 I「
3T*i"1t 

Committee considered case as per agenda and deliberated on the maner lr.t 
" 

pr.."r,". of t"
i::::t"":1,^":Ti -d j1 was deciOea to ratifi the ad-hoc input output norms under para 4.7 of HBp as per
]oeurts betow or as applied by firm whichever is lower:
I

I
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No Qty

l Carvedilol Tablets USP
3.l25mg (Pack Size 100
Tab.) (Net content of
Import ltem Sr.no.1 is

37.125 Kgs)

packs

CaⅣcdlol 31875mノ 3 125 mg
Tablct

つ Carvedilol Tablets USP
3.l25mg (Pack Size 500
Tab.) (Nct contcnt of
lmport Itcm Sr.no.l is

68.750 Kgs)

packs Carvcdilol

3 1875 mg/3 125 mg

Tablct

3 Carvedilol Tablets USP
6.25mg (Pack Size 100

Tab.) (Net content of
Import ltem Sr.no.l is
8l .250 Kgs.)

packs Carvcdilol

6.37 5m916.25 mg Tablet

4 Carvedilol Tablets USP
6.25mg (Pack Size 500
Tab.) (Net content of
Import Item Sr.no.l is

156.250 Kgs.)

packs

CaⅣcdlol

6 375mg/6 25 mg Tablet

5 Carvedilol Tablets USP
l2.50mg (Pack Size 100

Tab.) (Net content of
Import ltem Sr.no.l is

62.500 Kgs.)

packs
Can/cdilol 1275mノ 12 50 mg

Tablct

Carvedilol Tablets USP
l2.50mg (Pack Size 500
Tab.) (Net content of
Import ltem Sr.no.l is
250.000 Kgs.)

packs
CaⅣ cdilol

12 75 mg712 50 mg

Tablct

7 Carvedilol Tablets USP
25mg (Pack Size 100

Tab.) (Net content of
lmport ltem Sr.no.1 is

200.000 Kgs.)

packs Car/cdlol 25.5 mg/25 mg Tablet

8 Carvcdilol Tablets USP
25mg (Pack Size 500
Tab.) (Net content of
Import Item Sr.no.l is

3 12.500 Kgs.)

packs CaⅣcdilol 255 mg/25 mg Tablct

ma y tak" app.opriate action as per the decision ofNorms Committee

―

・

Case No.:436/13/82-       Pary Namc:MAHIMA LIFE
ALC4/2018 SCIENCES PVT.LTD.

HQ Filc RLA Filc
:01182/05010\4141AM191 :O5/24/040/00307lAMl9l

Status:
Deferred

Lic No/Datc:0510407628  Dcfcr     l

28082018

Mcet No′Datc:13/82‐

ALC4/2018
14012019

1296

Decision: Deferred for comments of TE

16
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Mcet No/Date:13/82-

IALC4/2018
114012019

1淵鼎
α酬∞
“
ω2

Status:

Deferred

Detr

」

Case No.:147/13/82-

ALC4/2018

Lic No/Datc10310823401

29082018
Defcr

Decision: Deferred for comments of TE

Party Namc:UPL
LTD(FORMERLY UNITED
PHOSPHORUS LTD)

Mcct No Datc:13/82-

IALC42018
14012019

Status:
Approved

:03/95/040/00503/A卜419/ 1蹴鼎
∝ωЮ
"3438

sion: The Committee considered casc as per agenda and in the prcsence ofthe technical eipcns, it
decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as pcr details bclow or as

ed by firm whichever is lower:-

Export product Exp. Qty. 針

Ｎ。

Impon itcms Qty. allowed

Phcnyl Chloro Formate l Kg 1 Phcnol 0 5978 kg

2 Ethylenc Dichloridc 0 0564 kg

concemed may take further action as per above decision ofNC

Case No:162/13/82-        Party Namc:SUPREET
ALC4/2018             cHEMICALS PVT LTD

Mcct No′ Datc:13/82-

ALC4/2018
‐14012019

「

~臨
所戸面万

Decision: The Committee considered casc as per agenda and in thc prcsence of the tcchnical expcrts, it
was decidcd to ratiS/ the ad-hoc input output norms undcr para 4.7 of HBP as per details below or as

366 applicd by firm whichever is lower:

Export product Qty 誂

Ｎ。

lmport items Qty

2-amino phen01 4 sulfonic acid/

ortho amino phen。 l para sulfonic/

OA ACID/SP 23

l kg 1 ORTHO AMINO PHENOL OR
OAP

0 66 kg

may take action as pcr thc decision ofNorms

|:01/82/050/01140/AM19/

Status:
Approved

appropriate pcr Committcc.

鵬脱5∽Ю63/AM剛

Pa●y Namc:NAPROD LIFE
SCIENCES PVT LTD

|

IRLA RL



０
フ

ICase No.:376/13/82-       Party NameiCIPLA LIMITED  Mcct No Datc:13/82-    Status:
ALC4/2018         .Approved

lALC4′2018
1                          1                          114012019             1

301

*"r a-""ia"a to ratify the ad-hoc input ouput normi undcr para 4 7 of HBP as pcr details bclow or as

applicd by firm whichever is lowcr:

Export Product Qty Sl

No
lmport items Qty

VETPRO  -  20  PERCENT
POWDER / ROP10DOL  20
PERCENT Amprolium 20 Pcrccnt

POwder(Each Pack 100 Gms)
Each gm COntains Amprolium
Hydrochloridc BP 200nlg

10000

Nulnbcr

packs

l

-Ampro 

I i um Hydroch loride 202 00 kg

take aDDroDriate action as Per the decision of .lorms Cornmlttcc.KA maytl appropriate actio

‐P:町 NaふcPAYAL     MCCt Noわ atc 13/82   Status:‐
   Case No.:21/13782-ALC4/2018
1  ・                    IPOLYPLAST PRIVATE     IALC4/2018         1Approved| 1         距壁亜

・‐・̂・―一
  =ふ 2019     ~

―|:瓢扁瓢蔦
~隔
蹴OЮ
""/AM劇
 与ぶ辮側“"“5「

~

ヽ̂ ^:_:^_. ■●_´夫二
=illoρ

。Onddcred casc as ocr agcnda and in thc prcscncc ofthc tcchnical cxpcrts,it

102価11稲∬淵 罫鶴
T鮒協調a」鵬撃那器 棚1乱∬祝

Expofl product Qty

l kg

■
Ｍ

Import items Qty

1 Purc Tera Phthalic Acid 0 447 kg
Plasticizcr  PVC (Di‐ Octyl  Tera

Phthalatc) 2 Ethyl Hexanol 0 680 kg

@ecision of Norms Committcc'

LIFE    4`cct No7Datc:13/82-    Status:

1瀾l=  rppЮ
Vd

applied by firm whichcver is lower:

lscriucrsrmrrno ifff_" _l^oo-"* |

HqerL - ..^ - i-t*'- 
- 

tj"tyf,l-""'* [-,
'oiltrosolo 

roo rle.Nl rsl :ost24to4otoo23btAulgt 3 I 0 
, -..-^,- ,,

HQ Flle~~~~献 耐
~Amり
 聴 辮

Ю
"∞“
°
¬^ ^^|^´ ^′ ^1^/1′ ^ヽ

■10′       00′つa′n4o′oo,16/AM19/

'oitr6solo 
r oo rlerta r sl :091241040/00236/AMt9t 3l 08 2018

o*cislon, rn" commincc considercd case as pcr agenda and in thc prcscnce ofthc technical cxPerls' it

*"r'i'".io"a ," ,",ifi thc ad-hoc ftp"t "G" 
no'--' undt' paru 4'l of HBP as per details bclow or as

303

…

    PIPERAZNE
HYDROCHLORIDE

RA tt take"propHate a“ m¨ pcr ttc d:JJ。 1° fNorlls COnlmnl“
0

Export product Qty 飢
恥

Importitcms Qty

l kg l ANHYDROUS PIPERAZINE 0 724 kg

BOC ANHYD¨ 1 834 kg
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|   1撫漱1濡

蜻
… …
猾 隕 :疱_ザ JI

appropHatc act10n as pcF the decisiOn OfN0111ls Comlnittcc

ecision: Thc C`IttitЪ :`8五ζj`lcdぁξさ:s pcF agenda and ln thc
vヽas dccldcd tO ratify thc ad_hOc inpllt Output nOnns undcr para 4 7 of H:P:∫

::IL幌 :1:i:lloi,:;環plicd by flrm、vhichcvcr is IOwcr:

Export prOduct
Qty 趾

Ｎ。

InnpOr icms
Qty

CEFEPIME FOR INJECTIoN l kg 1 じL「 LriME HcL(NON―
STERILE)

0 655 kg

1 816 kg
２

一
３

ACEToNE
L―ARGININE 0 37 kg

4
0 392 kg

襟
CAN/ALU BoTL ANO+IN
LIEl+ouT LD+

Relevant as
per packing
policy

may take

棚
~臓
眈 c13/82

“

5/AMlツ  肝 淵 TC031∝
郎舅 91

●0■ Thさё
`llllll薇

さc8。lsttc拠とあs8^pさrigcndaind hiさ lr:scnccoflr譜
肝乱』鷲轡盤鵠‖mc糧蠍」"は

∝
"山

m̈s mdcl p¨ 47

FYh^r ^-^r,*~′YO`● r` Qty 趾
Ｎ。
I ImpOrtitcms

2 7 DICHIoRO― A―

器器と黎 罵:L

Qty
■V■L「 ハA lKlNL

l kg 1

0 8691 kg

ICaseNo.:84/13/82 ALC4/2018

,Name:SRINI ~~1魃

~こ
漁 TЮ9Ю

FaseN。
■8ν13お2-ALC稿而 Name:SATYADEVA

生
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(DBA)99%MN

RA may take approp ate action as per the decision ofNorms Committec.

け

LC4′2018  3/82‐

~~~~~「

雪藻】罵:RttFT

器 島鬼50畑 H5/AM劇  隔 馳 0/。。507/A

IDecision:~The Colllmitee considcred case as per aε

.308 was decided to ratiry the ad-hoc input output norms undcr para 4.7 of HBP as per dctails below or as.

applied by firm whichever is lower:

Export pmduct Qty 鉱
蘭

Import items Qty

CAMPHOR USP l kg 1 ALPHA PINEhlE 1 146 kg

RA may take appropriate action as per thc decision ofNorms Committcc.

「 Case No:163/13782-

ALC4/2018

IMect No/Date 13/82

14012019

」

HOiお        IRLA Rお
~     

● QNoわに 52100427541

:01/82/050/01141/AM19/      152/24/040/00051/AM19/      04092018

Decision:  The Committec considcrcd case as pcr agcnda and in thc prcscncc ofthe tcchnical cxpcrts, it

309 was dccidcd to rati～ thC ad hoc input output norms undcr para 4 7 of HBP as pcr dctails bclow or as

1訛
d

~「 ~

applied by firm whichever is Iower:

Export product Qty SI
No

Import items Qty

DIACEREIN l kg 1 ALOE EMODIN 95% 1 05 kg

ne -ay t'otc upp-priate action as per the decision of Norms Committee

Case No:230/13/82-       Party Name:KAIRAV      MCCt No Datc:13/82-
ALC4/2018            CHEMOFARBE INDUSTRIES ALC4/2018

LTD                   14 01 2019

HQ Filc              RLA Filc             Lic No′ Datc 0310823513

:01/82/050/01208/AM19/       :03/94/040/00403/AM19/      04092018

Decision:   Thc Committcc considcrcd thc casc as pcr agcnda and it was dccidcd to call

310

Case No:231ノ 13/82-

ALC4/2018

for complete

technical details as per appendix 4E from thc firm.
|

Decision:TheCommittceconsidcrcdcaseasperagcndaandinthcpresenceofthctcchnicalcxperts'
It was O"cia"O to ratify the ad-hoc input output ;orms undcr para 4 7 of HBP as pcr dctails below or as

applied by firm whichever is lower:

3/82~阿ζ丁 |

HQ File

:01/82/050/01209/AM19/

Sl

No
Export product Qty SI

No
lmport itcms Qty

1 Disonide Cream 0.05% l5gm (Net Wt.

of Dcsonide USP Micronised (Sicor) is
75000000
Packs

1 Desonide USP
Micronised (Sicor)

10 403 kg

―

・

「
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0.563 Kgs)

2 Desonide Cream 0.05% 60gm (Net Wt.
of Desonide USP Microniscd (Sicor) is
2.2s0 Kgs)

００００００

ｃ
ｋ
ｓ

７

Ｐ

3 Dcsonide Lotion 0 05%59ml(Nct Wt

of Desonidc USP MicrOniscd(Sicor)iS

2 213 Kgs)

００００００

ｃ
ｋ
ｓ

７５

Ｐａ

4 Desonide Lotion 0.05% I l8ml (Nct
Wt. of Desonide USP Micronised
(Sicor) is 2.360 Kgs)

40000000

5 Dcsonide Ointmcnt 0 05%15gm(Nct
Wt  oF Desonidc USP Micronised

(SiCOr)is o 563 Kgs)

００００００

ｃ
ｋ
ｓ

７

Ｐ

6 Desonide Ointment 0.05% 60gm (Net
Wt. of Desonide USP Micronised
(Sicor) is 2.250 Kgs)

０００

０。。
億

７

Ｐ

may takc action as per the decision of Norms Committee.



´

[2

く
Ｊ
ｎ
フ

Case No.:377713/82-

ALC4/2018 甲… 諄靱・
藤

Decision: Thc Comminec considered the casc as per agenda in the prcscncc ofTcchnical Expcns and

in the light of carlier decision takcn by NC in its Meeting No. 2182-ALC4/2018, datcd 16.05.2018, it was

decided to ratify the ad-hoc input output norms under para 4.7 of HBP as per dctails below or as applied

by firm whichcvcr is lowel

訛

Ｎ。

Export product Qty 譴

Ｎ。

Import itcms Qty

1 Potassium Chloridc
Extended Relese
Capsules 750m9 /
Potassium Chlor ER
Caps USP 750m9
(Pack Size 100
Capsulcs Each)
Each extended Release
Capsule cooiains;
Potassium Chloridc
USP 750mg

I No. of
Capsulc

1 POTASSIUM CHLORIDE USP 765 0 mg

2 CITRIC ACID

(MONOHYDRATE USP)
10.0 mg

3 DIBUTYL SEBACATE NF 12.0 mg

4 ETHANOL USP 999% 2 62 ml

5 53/400 LSC,SCREW CAP
HAVNG UNIPAC SG 75M
L■lER PTD WITH SFYPIN
BLACK(REXAM CLOSURES)

Relevant,
as per
packing
policy

6
381400 FG,CRC HAVING
IJMPAC SG 75M LINER PTD
WITH SFYPIN BLACK
(REXAM CLOSURES)

Relevant,
as

per
packing
policy

2 Polassium Chloridc
Extended Release
Capsulcs 75omg /
Potassium Chlor ER
Caps USP 750m9
(Pack Size 500
Capsules Each)
Each extended Release
Capsule contains:
Potassium Chloride
USP 750m9

I no. of
capsules

1 POTASSIUM CHLORIDE USP 765 0 mg

2 CITRIC ACID
(MONOHYDRATE USP)

10.0 mg

3 DIBUTYL SEBACATE NF 12.0 mg

4 ETHANOL USP 999% 2 62 ml

5

950CC WHITE HDPE BOTTLE
WITH 53MM NECK DB-22
TRIVENI PLASTIC

Relevant,
as

pcr
packing
oolicy

6
53400 LSC,SCREW CAP
HAVING UNIPAC SG-75M
LINER PTD WITH SFYPIN
BLACK(REXAM CLOSURES)

Relevant,
AS

per
packing
policy

3 Potassium Chloride
ExtcDde.l Releasc

Capsules 600m9 /
Potassium Chlor ER
Caps USP 600m9

I no. of
capsules

1 POTASSIUM CHLORIDE USP 612.O mg

2 CITRIC ACID
(MONOHYDRATE USP)

80 mg

3 DIBUTYL SEBACATE NF 9.6 mg

障

疏 5∽B55/AMロ
 ト

鑑 0/00429/AM劇
1ボ 窯

“

引∝
""|
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RA may take appropriate action as pel the decision of Norms Committce. 」

(Pack Size 100
Capsules Each)
Each extendcd Release
Capsule contains:
Potassium Chloride
USP 600m9

4 ETHANOL USP 999% 2 62 ml

100CC WHITE HDPE BOTTLE
VヽITH 38MM blECK DB 02
TRIVENI PLASTIC

Relevant,
as

per
packing
policyｂ́ 38/400 FG,CRC HAVING

UNIPAC SG 75M LINER PTD
WITH SFYPIN BLACK
(REXAM CLOSURES)
(90 COunt)(100 COunt)750mg/
(100 Count)600mg

Case
AI,C
No:475713/82-
4/2018

Party Namc:MAKSON
INDUSTRIES PVT LTD

Mect No Datc■ 3/82-
ALC4/2018

Status:
Approved

田既璃
=薫
扁 RLA File

: | | t 24 I O4O I OOO I 8 I AMlg /

1401 2019

Lic No/Datc:1110028373

04092018

isioll:  Thc Committcc considcrcd the case as pcr agenda in thc prescnce of Tcchnical Experts and in

light oF carlicr decision takcn by NC in its Mecting No 2/82-ALC4/2018, datcd 16 05 2018, it、 vas

ded to rati～ thC ad hOc input output nOrms under para 4 7 of HBP as pcr dctails bclow or as applicd by

t whichever is loweri

Export product Qty Sl No lmport items Qty
Vicks Vaporub

100 kg
1 DL-Camphor (Syrthctic Camphor) 5 365 kg

2 Eucalyptus Oil 1 356 kg

3 Nutmeg Oil 0 697 kg

4 Turpentine Oil 4 77 kg

5 Ccdarleaf Oil 0 448 kR

6 Whtc Pctrohtum(Whte sOn
Parafrln)

82 30 kg

7 Thymol 0 0918 kg

takc actlonmay approprlatc L as pcr the dccision of Norms Committee.

o""ialont The Comminee considered the case as per agenda in the presence ofTcchnical Experts and in

314 the light of earlier decision taken by NC in its Mccting No. 2182-ALC4/2018, dated 16.05.2018, it was
decided to ratiS the ad-hoc input output norms under para 4.7 of HBP as pcr details below or as applied by 

Ilfirm whichever is lower:

|

Export product Qty SI

No
Import items Qty

Vicks Vaporub 100 kg l DL-Camphor (Synthctic Camphor) 5 365 kg

Case No.:476/13/82-       Parw Namc MAKSON     Mcct No/Datc:13/82-   status:
ALC4/2018            1NDUSTRIES PVT LTD    ALC4/2018         Approved

14012019

HQ Filc                RLA Fllc               Lic No/Datc:1110028374
:01/82/050/01454/Aヽ119/      :11/24/040/00019/AM19/      04092018
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Eucalyptus Oil 1 356 kg

Nutmcg Oil 0 697 kg

4 Turpentinc Oil 4 77 kg

Ccdarlcaf Oil 0 448 kg

6 Whic Pctrolatum (WhiC So■
Paraffln)

82 30 kg

7 Thymol 0 0918 kg

50 qms Labcls Relevant as

per packing
policy

100 Fms Labcls

10 80 qms Tubc & cap

11 Dircction Folders

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

C&PC for obdning i、 corlmcn、         |

「「
ご責」面13/82「~珊需蕊需戸面|  IALC4/2018

316 uq nil" RrA Filc

IMect No/Date11 3/82-

IALC4/2018
14012019

Lic.No/Date:0510407689 Dcfer

Юル82Ю50Ю1413/AM19/   Ю523/040/00242/AM19/ 05092018

Decision: Deferred for comments of Tll

「M面~剛甲
厩扁蔦蔦
~開
鸞蕊

5冨面高戸
~〒
le conlnlltcc cOnSidercdthe casc as r

the light of earlier decision taken by NC in its Meeting No. 4/82-ALC4/2018, dated 19.06.2018, it was

1171窯tiふ:T:211:駆 il°
C hptt outp“ norlns undcr para 4 7 of HBP as pcr dctalヽ bdow or as apphcd by

Export Product Oty S No Import Product Oty

HYOSCINE BUTYL BROMIDE 10MG
tablct

l No 1 HYOSCINE BUTYL
BROMDEIP′BP

10 2 mg/tablet

RA may take approp ate action as per thc dccision ofNorms Committce'

Case No:227/13/82- Paty Namc:GLE■ lMARK
IPHARMACEUTICALS LTD,

Meet No′ 1)atc■ 3/82-

ALC4/2018
14012019

ALC4/2018
ｄＳｔａｔｕｓ‥̈

|
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HQ Fnc             RLA Fnc Lic No/Datc:0310823648 Defer
i01/82/050/01205/Aヽ419/      1o3/94/040/00518/Aヽ119/      o7092018

Decision:Deferred fOr cOmments OF TE

Mcct No Datc:13/82-

ALC4/2018
14012019 1袢 |

|   四

ド
●se No■ 95ノ13/82 ALC4/2018 LΨ NameЮPTIMus~~~~財 話 No直 j`§2  針atur

pcr Norms Committee.

US   Meet No/Datel13/82  statur
LMTED I錯

″ 盤 ず     Approved
肝● Nn/n.1.nolnnκκ‐

` |

13/82-     status:

Approved

〕inn```′
`~|

1脇北0/0024薦面
~〒
∬究TЮ鋭∞““

61
卜mお2/050/OЮ 73/AMIり  lo924/040/0024/AMIり   '116;う 満

:ision: The Committee conr
light of earlier decision taker
ided to ratiry the ad-hoc input ,

r whichever is lower:

1:;r寵鷺鷺
C胤

∬1:留観猟鐵葛∵盤:1乱『:器ξ゙11
output nOrms undcr para 4 7 ofHBP as pcr dctails be10w Or as applicd by

Export product Qty 訛

Ｎ。

Import items Qty

Ledipasvir Copovidorrc
(Ledipasvir Amorphous)

lkg 1 (lR,3S,4S)3‐(6…
bcnzinlldaz01_2-yl)-2-a‐ 2abiCyc10

(221)heptanc2-carboxylic  acid  l,1

-“

r

0 85 kg

2 (6s)6‐(5(7‐brom。 9,9_dinuor。 _9H_
nuorcn_2-yl)-lH‐ imidazol_2-y卜 5‐

…

0 85 kg

Bis(Pinacolato) Diboron 0 85 kg

4 DichlorObis(di tcn―        ~~

―

Sphinc)palladium(II)
0 0516 kg

may takc appropriate action as pcr thc dccision of

1需
聴 肝 1 師
厩瓢隧 |

Lic No7 Datc:0310823719

12092018

Case No.:429/13/82-       Palty Namc:CADILA

IALC4/2018             1HEALTHCARE LTD

|

|
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Dccision: The Comminee considered
was decided to ratiry thc ad-hoc input
applied by firm whichever is lower:

case as per agenda and in thc presence ofthe technical experts,

output norms under para 4.7 of HBP as per details below or

RA may takc appropriatc action as per the decision ofNorms Committce.

Export product Qけ Sl

No
Import itcms Qty

CAMPHOR USP l kg 1 ALPHA PINENE 1 146 kg

Case No:108/13/82-

ALC4/2018

一
語

Mcet No/Datel1 3/82-

ALC4/2018
14012019

Status:
Deferred

HQ Filc

:01/82/050/01086/AM19/

Decision:  Thc Committcc
infonnation from thc irm:

‐
RLA Filc

:05/24/040/00324/AM19/

Lic NolDatc:0510407757 1Dcfcr

12092018

considcrcd thc case as pcr agenda and it was dccidcd to call for following

Case No.:180/13/82-       Partv Namc:SARNA       MCCt No′ Datc:13/82-    Status:

ALC4/2018            1CHEMICALS PVT LTD     ALC4/2018         DeFerred
14012019

Lic No′ 1)atc:5210042764  DcFcrHQ Filc              lRLA Fnc
101/82/050/01158/AM19/      :52/24/040/00050/′ Mヽ19/      14092018

Decision:   Thc Committcc considcrcd thc casc as pcr agcnda and it was decidcd to cal for Certirlcate of

Analysis(COA)oFimportitem iom thc irln:

Complete technical details as per Appendix 4E with chemical reaction, stage wise yield

of production and molecular weight.
Caialogue of Import Item No. 3 - ARROWZYME/LIPASE AMANO IME'
Production Consumption data duly certili€d by CA / GST.

~「M語喜Dド鮒
d犯~|‰

1瓢扁薦戸 隧 i蘇硼繹赫願Pご

1324

―
|

25鷺
Ⅷ :ll認 1鷲 淵

Ыほ d thC∽螂

"“ "da帥
山 w¨ &ddCd to酬 偽r剛 。● 鴨

lthc irm:

(i) Stepwise complcte and balanced chemical reaction showing Molecular weight and

Percentagc ofyield on molar basis

Reaction and Recovery ofsolvent at each stage

Material ofbalance for thc entire process
＞

０

Case No:396/13/82-

ALC4/2018

3261HQ File
:01/82/050/01374/AM19/

邸 鶏TLTD,
|

RLA File

l:03/94/040/00507/AM19/

Mcct No/Datc:13/82-

ALC4/2018
14012019

Lic No′ Datc10310823801

師
一17092018

Decision: Thc Committcc considcrcd case as pcr agcnda and in the presencc of thc lechnical expcns'

i"r'o'.iio"a il-."riry tr,l uo-rro" input output normi under para 47 of HBP as per details bclow or

ｉｔ

ａｓ

|
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^

apprOprlatc per the decision of Normstommitte".

by firm whichcvcr is lowcr:

Export product Qty 乱
Ｎ。

Import itcms Qty

EDTA DIAMMONIUM Liquid 40% l kg 1 ETHYLENE DI´olINE TETRA
ACETIC ACID

0 377 kg

rray laKe applopnatc actlon as

―
「

|  
‐
Case No.:398/13/82-

ALC4/2018
Pa,y Name:AVA

‐CHEMICALS PvT LTD,

RLA Fllc

:03/94/040/00492/AM19/

IMcct No/Date:13/82-

ALC4/2018
14012019

Lic No′ Datc:o310823776
17092018

HQ Filc

101/82/050/01376/AM19/

327

appropriate action as per the decision ofNorms Comminec.

ｄＳｔａｔｕｓ‥̈
　　』

CommittccdccisiOn Of Nor馬pcr thc

ecisiOn:  The cOmmittcc cOnsidcrcd

∬占1鍬じ認1ll11:襟
hpu
casc as pcr ag

outpui norms
cnda and in thc prcsencc ofthe technical expcrts,
under para 4.7 of HBp as per dctails below or as

Export product
Qty 針

Ｎ。

Import items Qty

翌

Tetra sodum_L●■d(mln 38 l kg l LTHYLENE DIAMINE TETRA
ACETIC ACID

0 285 kg

may takc

ecision: The Comminec considered 
llsj f ry. 

agcna.a and in rhc prcscnce of the rcchnical cxpewas dccidcd to ratify thc ad-hoc inpur output norms undcr para 4.7 ot HBp as per details bclow orplied by firm whichever is lowcr:

Export product
Qty 訛
Ｎ。

ImpOrt itcms
Qty

TOLYL   2,3,4-TRI-0_BENZYL―
L‐

TH10FUcosE
l kg 1 ACEToMTRILE

L‐FUCosE

IMIDAZOLE

0 32 kg

2
0 85 kg

3
0 174 kg

4 TETRAHYDROFURAN 0 514 kg
may taKc

l

1

臨附戸 1柵扁こ戸躙

」

SUVEN LIFE  IMcct Noわ
atま iしたふ   も.atus

LIMITED       IALC4/20ず

           IApproved1401201
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Case No.:225l13/82- Parry Namc:LUPIN LIMITED Meet No/Date:13/82- Status:

IALC42018      1

鵬 3児5剛 203/AMW 猿 倉馳 ∽

“

78A

1330
|

|

Decision: The Committee considered case as per agenda and in the presence ofthe technical experts, it
was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per dctails below or as
applied by firm whichever is lower:

Export product Qty 針

Ｎ。

Import items Qty

LEVETIRACI,T嗣 l kg 1 ACTIVATED CARBON 0 0128 kg

2 CELITE 0 100 kg

3 ACETIC ACID 0 650 kg

4 METHYLENE CHLORIDE 2 26 kg

5 SODIUM SULPHATE ANHYDROUS 1 00 kg

6 TRBUTYL AヽイlNE 0 1l kg

7 N‐BUTANOL 0 05 kg

8 4-CHLORO BUTYRVL CHLORIDE 1 02 kg

9 POTASSIUM HYDROXIDE 1 15 kg

10 S(‐ )2-AMINOBUTYRハ ИIDE HCL 0 95 kg

RA may takc appropriatc action as per thc dccision ofNorms Committec.

―

　

・

Case No.:397713/82-

ALC4/2018
Pなり NamcINDO AMINES IMeet No/Datc:13/82‐
LIMITED             IALC4/2018
1                          114012019

ｄ

“
　
ＯＶ鰤枷

HQ Filc

:01/82/050/01375/AN119/

RLA Filc

:03/94/040/00414/AM19/

‐Lic No/Date:0310823814

118092018

Decision: The Committce considered thc casc as per agenda in the prcscnce ofTechnical Experts and in
the light of carlier decision taken by NC in its Meeting No. 5/82-ALC4/2018, dated 25.07.2018, it was

decided to ratifo the ad-hoc input output norms under para 4.7 ofHBP as per details below or
firm whichever is lower:

as applicd by

|

Export product Qty 趾

Ｎ。

Import itcms Qty

COCO AMINE DISTILLED
(Puntv 99 50%)

l kg 1 COCO AMblE DISTILLED(Punty 980/0) 1 02 kg

RA may takc appropriate action as per thc dccision ofNorms Committec.

332

Case No.:399/13/82-

ALC4/2018

HQ Filc

101/82/050/01377/AN119/

1脩

― TI DRUGS IMcct No/Datc:13/82‐
ALC4ノ2018
14012019

Lic No/Datc:0310823810

18092018

一
　

　

　

　

　

一

師
町

RLA Fllc

:03/94/040/00506/AM119/

Decision: Dcfcrred for commcnts of Tll―

一
」
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Case No:81/13/82-ALC4/2018 Pary Namc10RIENTAL
AROMATICS LTD

HQ Filc              RLA Filc
101/82/050/01059/AM19/       :03/95/040/00335/AM19/ 1悧鼎

翻∝3Ы
 I

The Committee considered the case as per agenda in the presence ofTechnical Experts and in

light of earlier decision taken by NC in its Mecting No. 4/82-ALC4i2018, dated 19.06.2018, it was

to ratiry thc ad-hoc input output norms undcr para 4.7 of HBP as per dctails below or as applied by

whichcver is lowcr;

IRAmaytよe appropnate action as per tte dcdJon ofNonlls Com面 ¨o

Export product Qty SI

No
Import items Qty

SANJINOL TOCO

(2‐ Ethy14-(223-

Trimcthyicyclopcnt‐ 3‐cn― yl)‐ but‐

2-cn-1-ol)

lkg 1 Alpha Pinene 1 47 kg

2 N-Butyraldehyde 0 777 kg

Sec Butanol 0 40 kg

4 Aluminum Tri-sec-Butoxide 0 072 kg

Di N Butylaminc 0 077 kg

ICase No.:109/13′ 82‐

:ALC4/2018
:

~隔

『

砺‐
ttL

10407831

Decision: Thc Committcc considercd case as per agenda and in the presence ofthe technical cxpefis,
334 it was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as pcr dctails below or as

by hrm whichever is lower:

Export product Qty 訛

Ｎ。

lmport itcms Qty

Meropenem for Injection l kg 1 Meropenem trihydrate Non Sterile 0 9586 kg

may take appropriate action as per thc dccision ofNorms Committee.

ド淵
加ル

「 y糊 隻
CEU■CALS mm漱

峨 、ず

Mcet No/Datc:13/82‐

匿霊露顧藉 i戸 匡
[脇こ茄O15978「 ~
19092018     1

The Committee considered casc as per agcnda and in the prescncc ofthe technical cxpcrts,
was decided to ratiry thc ad-hoc input output norms under para 4.7 of HBP as per details below or as

by firm whichever is lower:

PなけNameDSM SNOCHEM Status:

Approved

335

鵬 疏 5∽Ю釘/AMW i鶴 馳 0/。。,1/AM朗

Export product Qty 針

Ｎ。

Import items Qty

Amoxycillin Trihydrate through
6 -APA route through enzymatic
routc

l kg 1 6 AMNO PENICILLANIC ACⅡ )(6-
APA)

0 55 kg

D(― )P―HYDROXY PHENYL
GLYCNE METHYLESTER

0 477 kg

3 ELCOLASE(ENZYME) 0 005 kg

may take appropriate action as per thc decision of Norms Committce.
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Decision: The Committee considered the case as per agenda in the presence ofTechnical Experts and in

the light of earlier dccision taken by NC in its Mceting No. 3/82-ALC4/2015, dated 20.05.2015, it was

decided to ratify the ad-hoc input output norms under para 4.7 ofHBP as per details below or as applied by
firm whichcvcr is lower;

1336

Export product Qty 針

Ｎ。

Import items Qty

Morantcl Citrate lkg 1 3-Mcthvl Thiophcnc 0 330 kg

2 Acetonitrile 0 180 kg

3 Dimethyl formamide 0 270 kg

4 Cit● c Acid 0 640 kg

5 Iso prooyl Alcohol 0 225 kg

RA may takc appropriate action as per thc decision ofNorms Committcc-

Case No:364/13/82-       Par● Namc:AVA        Mcct No′ Datc:13/82‐    Status:
ALC4/2018             1CHEMICALS PVT LTD,    IALC4/2018         1Approved i

14012019             ‐

HQ Filc              RLA FIc             Lic No Date:0310823938
:01/82/050/01342/AM19/      :03/94/040/00544/AM19/      24092018             1          1

Decision:    Thc Commitcc cOnsidcrcd casc as pcr agenda and in thc prcscncc oFthc tcchnical cxpcrts,

1337 
苦PII:」背;11:ユキ:(11:lよ isi:杷l input°

utput norlns undcr para 4 7 of IIBP as per dctails below or as

Expon product Qty 鏃

Ｎ。

Import itcms Qり

EDTA DIAMMONIUM Liquid
400/0

l kg 1 ETHYLENE  DIAMNE  TETRA
ACETIC ACID

0 33 kg

:

RA may take appropriate action as per the decision ofNorms Committcc.
1

讐
淵 ″

″Bお2  1駕
淵 :躙

品 肌 50畑204/AMW 陽 角刷 iOЮOω″A

IDecision:  The Conlmitee considcrcd thc casc as p

338
the light of earlier dccision takcn by NC in its Meeting No. 2182-ALC4l20l8, dated 16.05.2018, it was

dccided to rati$r thc ad-hoc input output norms under pam 4.7 ofHBP as per details below or as applied by
firm whicheyer is lower:

Export Product Qty 飢

Ｎ。

Import Itcms Qty

Sccondary Butyl Ouinoline l kg 1 Glycerinc 2 748 kg

||
|

「

Case No:387/13/82-

ALC4/2018

HQ File

:01/82/050/01365/AM19/

IPa●
y Name:IPCA Mcct No/Datc:13/82-

ALC4/2018

FABORATOШ
ESLIM「 ED

IRLA Filc~~~~~~~~
:03/94/040/00545/AM19/
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RA may take approp atc action as pcr the dccision ofNorms Commirtcc.

Mcct No′1)atc:13/82-

ALC4/2018 ｄ

●
●
　

ＶＳｔａｔｕ柳14012019

339

lCase No,: I l3l13/82- Party Name:PREMIER li\4eet No/Date: t 3/82-

|ALC4/2018 ITNDUSTRTES ALC4/2018

I I i14.0l.2ol e

lHo Fil" 1[A F,t" 

- 

EN"/D"!"5010002476
l:01/82/050/01091/AMl9/ l:s0l24l040t0oor8/I-lttrrgl lz'.Oe.zott

341

The Commiftee considered casc as per agenda and in the presencc ofthe technical experts, it
decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as pcr details below or as

by firm whichever is lower:

:01/82/050/01154ん ヽヽ 419/

Deferred for comments of TE

ICase No.:179/13/82-       Parり Namc:S V CHEM     Mect No Date:13/82-   Status:
ALC4/2018             NTERMEDIATES P LTD   ALC4/2018         ‐Approved

14012019             `

RLA Flle~~‐
:04/24/040/00114/AM19/

Decision: The Committec considcred case as per agcnda and in thc prescnce ofthc technical cxperts,
it was dccided to ratify the ad-hoc input output norms under para 4.7 of HBP as pcr details bclow or as

:cision: The Committee considered case as per agenda and in the prcsencc ofthc technical cxpens and
the light ofearlier decision taken in Mccting No.9/92-ALC4l20l8 datcd 18.09.2018, it was dccided to
i! the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
tichever is lower:

Export product Qty ＳＩ

Ｎ。

lmport items Qty

BISIMIDE l kg 1 BISPHENOL― A As applied
つ
４ HEXAETHYLGUANIDINIUM
CHLORIDE(HcACL(Catalyst)

As applied

PHTHALIC ANHYDRIDE As applicd

4 METHANOL 1 00 kg

TOLUENE 2 00 kg

may take appropriate action as pcr the decision ofNorms Committee.

Export product Qり 訛

Ｎ。

Import items Qty

2,4-Dinitro Anilinc l kg 1 Para Nitro Chloro Bcnzcnc 0 895 kg

may take appropriate action as pcr the dccision of Norms Committce.

Mect No Datc:13/82-

ALC42018
14012019

|  ICasc No.:96/13/82-ALC4/2018 Party Namc:PORUS

LABORATORIES PVT LTD

340

一　

　

　

　

　

一



Ｅ
Ｊ
ｎ
ｖ

applied by firm whichevcr is lower:
一

|

Export product Qty 誂
恥

Import items Qty

SODIUM     BENZOATE
MICROMSED     _

42372 050 kg 1 SODIUM BENZOATE
POヽVDER

42372 050 kg

‘―

・

RA may takc appropriatc actlon as perthc dcciζ on ofNorms Commitcc

「   M
浙蕊λ鳳;~1輛脇蕊099/AMツ 1悧T::翌■1二_1
Decision: Thc Committee considercd case as per agenda and in the prcsence ofthe technical .cxperts'

l3a3 it *"t i""ia"A io ratifo thc ad-hoc input output normi undet pal 4'l of HBP on net to net basis as per 
'

dctails below:

344

case No:213/13/82-
ALC4/2018

~圃
需面

TECHNOLOGIES LTD

RLA FilcHQ F‖ c

101/82/050701191/ハ ごИ19/       :31/83/040/00094/AM19/

Decision: The Committcc considcrcd thc case

chemical name of the export product from the firm'

26092018

as pcr agenda and it was decided to

「

34

Case No:365′ 13/82-

ALC4/2018

5 HQ Filc

101/82/050/01343/AM19/

1濶
m~町

|

RLA Filc Lic.No/Date:0310823993 Dcfcr

:03/941040/0055 I /AM l9/ 26.09.2018

Decision: Deferred for comments of Tll

Case No.:384/13/82-

ALC4/2018

HQ Filc

101/82/050′01362/AM19/

Pary Namc:ALTA
ILABORATORIES LTD

RLA Filc

:03/94/040/00553/AM19/

Decision:ThcCommitteeconsidercdcaseasperagcndaandinthepresenceoftheiechnicalexperts'
346 it was decided to ratify the ad-hoc input output not-s under para 4 7 of HBP as per details below or as

applicd by firm whichcver is lowcr:

@decision of Norms committec'

Export product Qty 趾

Ｎ。

Import items Qty

…

Valine

rrR7 1_Valineヽ

l kg 1 L― Valinc 0 50 kg

as pcr of Normsmay appropnatc

|

一
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appropriateaction affi

per thc decision of Norms Committce.

14″盤ず    Approved
Lic No′ Datc:o310824011
26092018

cxpc● s,

vヽ or as

by

」

ecisior: The comminec considcrcd casc as per agenda and in thc presencc ofthe tcchnical cxDewas dccidcd lo rarify rhe ad-hoc inpur ourput norm; unde r para 4.1 it HBp as per dcrairs bcrow orplicd by firm whichcver is Iower:

Export product
Qty 針
Ｎ。

ImpOrt items
Qty

SODIUM SALICYLATE l kg 1 SALiCYLIC ACID
0 88 kg

may taК c

芦
棚 ∬
開И2 

輝
濡 gttLⅢFED 5ギ =

3`1み

1民濡 I]1厳
`満

I……  IM8線 l

l瘍 孤
decidcd to ratiry the ad-hoc
firm whichever is lower:

 ́   ―――― ^…‐―・・・・6,｀υ 守′Oι‐ALし ,′∠U10,Catcd lッ o62018,it、
lnput Output n。 111ls undcr para 4 7 of HBP as pcr dctails belOw Or as applied

Export product Qty SL No Import Items
QtyυLlMLrlRIDE l kg 1

0 80 kg

0 39 kg
3

4
2 70 kg

3 10 kg

RA may take appropriatc action as

iÅお猷事品吉ξLTD  燈さ漁
__                       14012019
R■A Fnc

脳ユ継聾l鍛cNc鶴#器譜需TttnttTttr)ヽvcr:

.- Lrc.No/Date:0310824012,i1/AMtg/ 26.09.2018

per agenda and delibcrated on rho m,rt'^" i-

IRA cOnccmcd may takc缶 ■hcr nccessary actiOn as pcr abovc dccisiOn Of NC
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「
Case No:389713/82-

ALC4′ 2018

HQ Filc

101/82/050/01367/AM19/

鯰 粽 w3/821
RLA Fnc Lic No/Datc:0310824017

IЮ3″4/040/00546/AM19/  26092018     1

Decision: The Committee considcred the case as per agenda in thc presence ofTechnical Experts and in

thc light of earlier decision taken by NC in its Meeting No. 4/82-ALC4/2018, dated 19.06.2018, it was

decided to ratiry thc ad-hoc input output norms under para 4.7 ofHBP as per details below or as applied by

firm whichever is lower:

RA may take appropriate action as per the decision ofNorms Committee. 」

G)Trans4R-(4-Fluorophenyl)-3 S-

Hydroxymethyl-N-Methyl
0 810 kgPAROXETINE

HYDROCHLORIDE
HEMIHYDRATE

Case No.:439/13/82_

ALC4/2018

HQ Filc

:01/82/050/01417/AM19/

Pa●y Name:JUBILANT
GENERICS LTD

Meet No/Datc:13/82‐

ALC4/2018
14012019

Status:
Deferred

|

IRLA Rb ~~ Lic No7Datc:0510407887

26092018
Dci'cr

:05/23/040/00272/AM19/

Decision: Deferred for comments of TE

:01/82/050/01035/Aヽ 419/      105/24/040/00359/AM19/      27092018

Decision:DeForrod for commcnts of TE

Case No:390713/82-       Party Namc AVA         ,Mcct No/Datc:13/82-    Status:

IALC4/2018            1CHEMCALSPVT

鵬 疏 50/O1368/AM劇  障 ら糀 υ。∞48ハ

Decision: The Committee considered case as per agenda and in the presence ofthe technical experts, 
]

it was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as J

applied by firm whichever is lower: 
:

i

| | lr". I I

Export product Qty 針

Ｎ。

Import itcms Qty

Export product Qty Sl

No

Import itcms Qty

l kg 1

2 Sesamol 0 550 kg

3 Dimethyl Sulfoxide 2 930 kg
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EDTA DIAMMONItlM Liquid 40% l kg l ETHYLENE DIAMNE TETRA
ACETIC ACID

0 377 kg

may take appropriatc action as per the dccision ofNo.mi Committec.

:01/82/050/01425/AM19/

354

Decision: Deferred for comments of TE

:52/24/040/00048/Aよ419/

Decision: Deferred for comments of TE

~70/13/82 AL繭面
1椰臨 :

隔 蕊蕊百
~|:渕
蕊蕊

‐Mcct No′つatc:13/82-

ALC42018
14012019

rision: The committee considered thc case as per agenda in the presence ofrcchnical Expens and in
.light of earlier decision taken by NC in its Meeting No. t 0/82-Aic4/2018, dated t6.10.2bt8, it was
ided.to ratift the ad-hoc input ourput norms under paia 4.7 ofHBp as per detairs below or as apilied by
r whichever is lowcr:

Export product Qty 趾
Ｎ。

lmport items Qty

Plasticizcr Pvc (Di‐Octyl  Tc話
Phthalatc)

l kg 1 Purc Tcra Phthalic Acid 0 447 kg

2 2 Ethyl Hexanol 0 680 kg
may take appropriatc action as pcr the Cecision ofNorms

Case No:394/13/82-

ALC4/2018
H       Mect No/Datc:13/82-
LTD      ‐ALC4/2018

114012019

戸 障 規 浙∽

“

./AMW 
障°NoD江oO引 o8240"

′  p8092018
The commiacc considcred the casc as per agenda and it was dccided to call for folrowing
n / documcnts from thc firm:

Stepwisc complete and balanced chcmical reaction showing Molecular
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire proccss

Status:

＞

　

Ｄ

Ｄ

●

　

０

ぐ

weight and

:01/82/050/01372/AM19/

Mcct No Datci13/82‐

IALC4/2018
3581霊が発∬

4/13だ 2- Party Namc:ARCH
PHARMALABS LTD
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「

14012019             1

Lic No/Datc10310824071  DcfcrHQ Fnc              RLA Filc
:01/82/050/01382/AM19/       :03/94/040/00564/Aヽ419/      28092018

Decision: The Committec colsidered thc casc as per agenda and it was dccidcd to call for following

information / documcnts ftom thc firm:

(D Stepwise complete and balanced chemical reaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovcry ofsolvent at each stage

Material ofbalance for thc cntire process

||

1360

一
Case No.:405/13/82-       Pa“ y Namc:ARCH        l`CCt No Datc■ 3/82-    Status:

ALC4/2018              1PHARMALABS LTD       AL『
1■、ず          IDeferred14(

厩面脇而
~囲
図蕊蕊 囲需面耐F~

|   .Decision:Thc Committcc considcrcd thc casc as pcr agcnda and it、 vas dccidcd to call for fo1lowing

359 information/documcnts■ om thc iln:

(D StePwise complete and balanced chemical reaction showing Molccular weight and

Perccntagc ofyield on molar basis

Reaction and Recovery ofsolvent at each stagc

Material ofbalance for the entire process

information / documents from th€ firm:

(i) Stepwise comPlete and balanced chemical reaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovery ofsolvent at each stage

Material ofbalancc for thc entirc proccss

Stepwise complctc and balanced chemical reaction showing Molecular wcight and

Percentage ofyicld on molar basis

Rcaction and Recovery ofsolvcnt at cach stagc

Matedal ofbalance for thc entire proccss

」

田需而=¬蘊麗蕗
鵬 疏 50/O138″鰤 酬  隔 棚 α∞

“

りA

Decision: The committee considcred thc case as per agenda and it was dccided to call for following

＞

ぅ

＞

Ｄ

1     隔濡繭T~~田甲面か事蕊「甲F‐ 二1蘊澱驚h~1  師
蘇 熙 珊

「
０

　
　
０

０
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Casc No:414/13/82-       Party Namc:ARCH
ALC4/2018            PHARMALABS LTD 師¬

ILic No/Date:0310824069

128092018

＞

　

Ｄ

⇒

: The Committee considered the case as per agenda and it was dccided to call for followi;t
on / documents from the firm:

Stepwise complete and balanced chemical reaction showing
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

Molccular weight and

~肝
照需調蔦蓋

1覇獅
「

瀬
1需
蕩
~

1器3泥50/0=辮
~囲
蕊こ;な.~~厩蕊蕊戸而而雨

~

Thc COrrlmittcc considered thc case as pcr agcnda in thc prcscncc of Tcchnical Experts and in

light of earlier decision taken by NC in its Meeting No. 3/82-ALC4/201g, dated 05.06.201g, ir was

Gcmcitabine Injections 1 gm,

Gcmcitabine Injcctions l.4gm
Gemcitabinc Injcctions 2gm

RLA Filc

:03/94/040/005657AM 19/:01/82/050/01392/Aヽ419/

SNO Impon Itcms Norms recommended for I No. Injection

200
mg/vlal

1gm /vial 1.4 gm./ vial 2 gm I vizl

1 2-Deoxy-2,-difl uoro-D-
ribofu ranose-3,5-dibcnzoate-
l -methanesulphonatc (T-8).
White crystalline powder.
Assay: NLT 90.0%

1.08 mg 540 mg 760 mg 10 80 mg

2 N-Acetyl cltosine.
White or offwhite crystalline
powder. Assay: NLT 98.0%

077 mg 3.84 mg 5.38 mg 7 .69 mg

3 VCDIN10R,10 mlISO Clcar
Typc l Tubular Glass Via1 20

mm crlmp ncck

Glass Vial,tubular Capacity―

10 ml

Rclcvant, as per packing policy.

Rubbcr StOppcr fOr

Pharmaceuticals usc s 87 1

Lyotcc 4432‐

50GS3WESTARRSlMPK
SP01 0R
Rubbcr StOppcrs fOr

Pharmaccutical Usc s 87 J

440550/GREY EPP RS SIL l

idecided to ratiry the ad-hoc input output norms under para 4.7 ofHBp as per details below or as applied by ]

firm whichever is lower: " - 
|



RA may take approp ate action as per the decision ofNorms Committee.

―

コ

4A

D Glass Bottles Antibiotique 50

,Clear Glass Type I Neck
Finish ISO83620200.
Moulded Glass Bottlc 50 ml
Capacity

6 VCT050-20CT-50ml Clcar
Typc l Tubular Glass Via1 20

mm cimp neck
68X425X15MM

7 Glass Botlcs 01500 30 039

Antibiotiquc 100 Clear Glass

Tンpc l Ncck Finish

IS0836220 0 Pack、vith 88

Vials

Case No.:328/13/82-

ALC4/2018
Pa●y Namc:ARCH
PHARMALABS LTD

HQ「ilc              RLA F‖ c
:01/82/050/01306/AM19/ :03/94/040/00574/AM19/

Mcct No/Datc:13/82‐

ALC4/2018
14012019

164鷺ll:liI)l:111請ξ7:Tlき悧
hC CaSC as pcr agcnda and i was dccldcd to call for

Stepwise complete and balanccd chcmical rcaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovery of solvent at cach stage

Material ofbalance for the entire proccss

(i) Stepwise complete and balanced chemical rcaction showing Molecular weight and

Percentage ofyield on molar basis

Reaction and Recovery ofsolvent at each stage

Matcrial ofbalance for the entire process

following

＞

　

０

⇒

＞

Ｄ

「

璃 嗣
産
~甲

隠 卜D Ftt13/82師
|

Decision:TheCommittceconsideredthecascaspcragcndaandrtwasoecloeotocalllorrurruwlllts
, information / documents from the firm:r;""""'-"""'l

Case No:330/13/82-       Pary Namc:ARCH        MCCt No/Date:13/82‐
    Status:

ALC4/2018             PHARMALABS LTD      IALC4/2018          DeFerred
14012019

IRLA File Lic'No/Datc:03 108241 I 3 Dcfer.,, HQ Filc KLA rrre :l"t'l"l1-:l- ""'""166 
,o irazrosoro t:08/AM I9l :03/94/040100581lANtl9l 01 102018

Decision: The Committce considered the casc as pcr agcnda and it was decided to call for following

inf^ffi,r;^n /.1^."ments from the firm:
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Stepwise completc and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entirc process

ision: The Committee considered the cas" * p". 
"g"rdu 

u@i
rmation / documents from the firm. 'lv vsrr rvr rwuuwruts 

I

o 
-stepwise 

complete and balanced chemical reaction showing Morecular weieht and I
Percentage ofleld on molar basis -vrbrr! 4'g 

I

l1l Reaction and Recovery ofsolvent at each stage I(iii) Material ofbalance foi the.ntir. p.ocers " 
I

I

P淵
8/13/82甲躙許D~~

|

Stepwise complete and balanced chemical reaction showing Molecular weight andPercentage ofyield on molar basis
R€action and Recovery ofsolvent at each stage
Material ofbalance for the enrire process

「
―
―
―
―
コ

０
　
０
０

０
　
０
０

黎鰤鵠熙曇
=週
曜里互

―

・

―

一

| |

|1無 拙 諄 鸞 理 響 棲 鑑 XI赫

価 晰 gM° leCul″ 蘭 山 漏

| |(°
 MachJ ofbJanceおittcttII島 :黒

=~F鼈 脳砕D 隔聴回ル 周‰S LTD      iALC42ol〔
14012019

β
7℃
中収́___  ILAiL 打.ic Nn/n,tr hT

1躍豊墨饉墨塾亜墨墾嚢墨墨塾亜壌鸞獣昴 :
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information / documents from the firm:

雨 幣 PW藤
 ~廟 Nam ARCH、

~需

,Nめ
に 13/82‐

浮而

「

|

1巌
:満
~~  

営
地俎S「

1剰蕊 薦 戸 M、
lDecision:The Conlmlttce considered thc case as per a

Decisi,on: Thc Committee considercd thc casc as per agenda and it was dccidcd to call for following

information / documents fiom the firm:

(D Stcpwise complcte and balanccd chemical reaction showing Molecular wcight and

Perccntage ofYield on molar basis

(D Stepwise complete and balanced chcmical reaction showing Molecular wcight and

Percentagc ofyield on molar basis

Reaction and Recovery ofsolvent at each stage

Material ofbalance for the entile process

Reaction and Recovery of solvcnt at each stage

Material ofbalance for thc cntire process

~~甲
繭鶴

371 information / documents from thc firm:

(i) Stepwise complete and balanccd chemical reaction showing Molecular weight and

|

Pcrccntagc ofyield on molar basis

Reaction and Recovery ofsolvent at cach stagc

Matcrial ofbalance for the entirc process

|

「

画 面 面
藤

~~回
NmttH~~國

'NoDに
B慇2~臨 耐

dl

Case No:355′ 13/82-

ALC4/2018
374

HQ F‖ c

浙 抑2=旺
|

IRLA Filc

|
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]:0r/tzlosolor rrlat r r v - i.llt(lttuotoo(/)u1ilv;r/t

^

101102018

Stepwise complete and balanced chemical reaction showing Molecular weight and
Percentage ofyield on molar basis
Reaction and Recovery ofsolvent at each stage
Material ofbalance for the entire process

Stepwise complet€ and balanced chemical reaction showing Molecular weight andPercentage ofyield on molar basis

漁1:l∬:濃喜腫割首]猟::r"agC

~日
而需「

~~~~      F~KIVIALAllSLlD   Iぼ

憮 ず

1棚掲5m"αAmツ  厩 騰 nm……  巨t露争
囲
“
冽り

Stepwise complete and balanced chemical rcaction showing Molecular weight andPercentage ofyield on molar basis

棚群l柵∬酬精癬¨̈ご̈"“rdam血 wasdtte農。枷品血。逸
~|

rcac■on shOwing MOlcc」arweightand    l

tagc                                         ‐

82- party Name:ARCH 
- Mcct No,/Datc:13/g2_ Status:PHARMALABS LTD erCqtiOtS- 

'"'" 
Deferred

０
　
０
０

ｄＳｔａｔｕｓ‥̈

f謎脇∬
Иン82   
鵠誦買[魁ξttD  造:'WY・M2 3器:ed

133掲 590137νAN41シ  Ъ 筋 ::OЮ 0573ハMl%  肝 :∬』 lα

°310824H6Dctr

誦
~~囲
rに

鵬ムmり 肝i器¨似

378f謎脇青
斑ン8年

一

― |

l  I

|

「
―
―
―
―
―
コ
ー
ー
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「

Stepwise complete and balanced chemical reaction showing Molecular weight and

Percentage ofYield on molar basis

Reaction and Recovery ofsolvent at each stage

Material ofbalance for the entire Process

零璃♂
面
「
~甲
閻薦
~囁
瓢F面
み~甲蕗

~

IHQ Fllc~TII「
~~電
¬幣 nnnく 7'′ Aヽ

~~~面
雨 oDatcЮ310824108呼tr~~

Mlo/      01 1020181 路お応5υ0139″AMlり  :あb′あ2αoo577響醐  創l 102018
1  Decision:Thc COmmittCC conddgrclthctasc asper agcnda and i Wa:d“

idさ d to call for fo10Wing

information / documents from thc firm:

379 information / documents fiom the firm:

①

(li)

(lii)

SteDwise compl€te and balanced chemical reaction showing Molecular weight and

Pcrcentagc of Yield on molar basis

n 
"u"tioriurd 

n""ouery of solvent at each stage

Material ofbalance for the entire proccss

０

　

０

０

|

|

case No.:417/13782-

ALC4′ 2018

Party Name:ARCH
PHARMALABS LTD

０
　
０
０

０
　
０
０

steDwisecompleteandbatancedchemicalreactionshowingMolecularweightand
Percentaee of Yield on molar basis

n"".tiotiunA n""o,cry ofsolvent at each stage

Material ofbalance for the cntire process

|

.    101/82/050/01396/AM19/       :U。 ′ソ牛′V・Iυ′υVフυυ′′●'●
●●́

‐
  Decision:ThC COmmitCC Considcrcd thc casc as pcr agcnda and it Was dcι

iacd to call fOr fO1lowing
1

381 J;- - on / documcnts from thc firm:

Ｉ
Ｊ
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Case No.:4t9l13/82- pany_Namc:ARCH 
Mcct No./Datc:13/g2_ Status:ALC4/2018 pHiRNrar-nss fi o ii:

{91: RLAFire f11i'lf - 
Dererred

;0r/82/050/0l]e7AMrq,o:dq;ooooszs,\Naro 
o.i:iT:r;11",0l0r24123 

Dercr
Decision: The Commincc considcre
rntormation / docum"n,, fron,,f," nrdar,hc 

casc as per agenda and it was decided to call lor following

(i) Slcpwise completc and balanccd chcmical rcacrion showinPcrccntagc ofyicld on motar basis g Molccular wcight and

:li], Rcaclion and Rccovcry ofsolvcnl al cach srapc(,t) Material ofbalancc f"i ,f,." 
"rir" pr"."rr,","".

３８

―

‐

‐

ｉ３

‐

‐

‐

‐

CaSc No.:112/13/82-

ALC4/2018

織占
il驚
蘊諧鶯漕

]葛

T::百fS騰織β出サ:T,:普i=ょ霊静認:灘
Exoon nro.l,.r

QtV ■
ヽ
ImpO“ items

12単

`!重

二全堕Lttyethyl EpO対冨
rms

Qty
l kg 1

^...' 
r,y rar(e approp.iat" uctioniip"iih_Ji"cisioi o?No

1 00 kg
Committce.

Lase No.: I l2l13/g2- o,ercn,aiii-"-'"- i,i'l^x?ffixftll?, y,.:t.yo^,,",,,,2. s,a,us:LrMrrEJi i.,il#'r' Dererred
IIQFile Dr ^ D,,-

鶯 糧 踏 χzm二 鸞

剛 004 ANIl労
』 綱 弊

m咄 鍛 3=…

灘場ミ鱚 F鑑曽魔:絲驀威轟聴i鰍/cr: 郎
］
ｅｘ
　
ｗＯ

ｃａ

ｂ
ｃ

ｎ

　

ｓ

I Exoort n-a".J
Qty 趾
Ｎ。 Qty

明 鮮
呼
lid

l kg 1

2

…

HjCいd0

0 75 kg

1 515 kg

3 094 kg
4

3 375 kg~

|

■
ｌ
ｉ
ｌ
ｌ
「
―
ゴ

F2/13だ
か

      :18NameAN■
lIHPIIARMA lxli‐

!11,t°

1ン 82‐

   li襟
l:ied

|  卜 |
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RA may take appropriatc action as pcrthc dccision of Nonms Connmittcc

Ｆ
Ｉ
Ｉ
Ｉ

FI面
輛 面 面 82‐凡 C″201丁

酔

『

面 蔽 雨 LABS PVi

|      |
1隧 Status:

Deferred

Dc fer

14012019

386.HQ Filc

:01/82/050/01030/AM19/

RLA Fnc
:09′ 24/040/00301/AM19/

Lic No7 Date:0910066711

04102018

Decision: Deferred for comments of TE

，

一

C“eN∝釧y"_LC″ 2018f霰鑑哭[:3T巡ミ:監き棚T“
ン"~驚:鵠ed i

i                    lLTD                 
■4012019          1

缶面
―
―
~  1     応漏而面而 |

ハ1′ Qη′nく n′ ni n■ 1′ AM10′      :09/24/040/00297/AM19/      104102018101/82/050/01031/AM19/      :09/24/040/00297/AM19/      104102018

DtciSi3n=    Thc ConlmlttCc COnsldcrcd casc aS pcr agcnda and ln tllC∬
CSCl∫
ifllliHl:lti11。 71]噌:DeciS10n:  i nCし UIl ul‖ ltcc w“ ユu‐●‐‐ ‐… ‐ ―‐ r― ―。

     7 of HBP aS PCr dCt」 ｀ bC10W Or as‐
   l was dCCidcd tO rati″ thC ad hOC input output nomas under para 4

387 applicd by f1111l WhiChevcr is 10Wer

Import itCnls

鐵晏燃]撻軍l

Qty
Expo● prOduct Qty 訛

Ｎ。

l kg l

1 01 kg

疑勘1節棚 1亀J
dcclslon ofNonns CommncC

i388

csseNo.:440/13/82- p"qflT:']w::ANTLIFE f;etYo-atc:tlraz- l$::;".
足溺洗甜

m3慇2-  魏鎚露
:協
杵お・
Lll L鼈
石涜百
~~  
■pproved l

14012019                       1

ミ|∫:)i50/01418′1↓|り   :ヽち:胤0/iO多5/堪

tainilI麟illllli:11111111諸1洲tie肌Fttl∬曹響∵T事

コ

「

thc hght Or eanFr dcc190n trlKじ
1l υy l、 、 Ⅲ…・Ⅲ・・・‐――。

――

   s pcr dCtans bclow Or as apphcdbyl
dccidcd tO rati″ the ad_hOC input output norms undCr para 4 7 of HBP a

389
firm whichever is lower:

Oty SI No
ImnnrtitcmS Oty

1 121 kg

Beta Picoline l kg 1

2

3

Denatued hthyt Alconol

Methanol 0 76 kg

Ammonla 0 82 kg

４

一
５

赫 inC― o007 kg

propionaldchydc 0 057 kg

■N響■,.1)1,。 v↑ハ 1準
'胸

僻“
:1382  1鏃

ed lcnse No■ 56/13/82‐ ALC4′2018P]

lO""iS* o"f".""0 for comments of TE 
----

l nseNo.:56/13/82‐

ALC4′2018「
][モ£」じ]::併お′

RA may takc appropriate action as pcr the decision ofNorms Committee'
―

一
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IMect No7Date:13/82‐

ALC4泡018
114012019

ｄ一Ｓｔａｔｕｓ‥̈
　喘

Lic NottDatc:0510407'7j

104102018

lfl港

脇lT4/13/82-

1需胤誌瓶鳳ふ

of Norms Co ittE

―

―

―

―

―

―

―

―

―

―

―

―

―

―

―

―

―

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

sion: The Cornrnitlec considcred tl
decidcd to ,rt;t';; #ff"ilDuutrrc 

casc as pcr agcnda and in thc nresence of Tcchni
ed by firm *h;i";;; * r"*.r,""' 

ourput norms under para 4 7 of HBP ,. p., d;;;ii
cal Experts,
s bclow or

|「

Qty ■
Ｍ
InlpOrt itcms

t^●|_p.^1 ぅ ′

Qty
AυOUVAヽ lAllN CALCuM

l kg I

1 425 kg

2 IVICinanOl

te“ bt:Ⅲ l mcth、 10,hρ r r、″Tpr、

2 53 kg

0 79 kgrnay raxc appropriar" 
".t,on 

a, pe, th-d,,IS,on ′

棚h:…

Case No.:442l13/E2- party Namc:MOREpENALC4t2otB larionaronies iio.
190

He File RLA t-rtc
:01/821050/01420/AMt9/,OsDqrcqOtOOlAltAJu 

St
Decision: Deferred for comments of TE

|

「
田
正
=藤

~ 1織
臨 蕊FE耐 肝漱 語面3/82~師

~
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Case No.:333/13′ 82-

ALC4′ 2018

Party Namc:ETERMS FINE
ICHEMICALS LIMITED,

Mcct No Datc:13/82-

ALC4/2018
14012019

Status:
Approved

|

thc light of carlicr dccision taken by NC in its Mceting No 4/82-ALC4/2018,datcd 19 06 2018,it wasI

dccidcd to rati～ the ad_hoc input output norms under para 4 7 of HBP as pcr dctails bclow or as apphed byl

lflrm whichevcr is loや vcr: |

Export Product Otv SI No Import Items Otv

Ortho Tertiary Butyl
Cyclohexyl Acetate and or
Ortho Tertiary Butyl
Cyclohcxyl Acetatc SuPcr

l kg 1
ORTHO TERTIARY BUTY L
PHENOL           _

0 800 kg

2 ACETlC ACD 0 300 kg

3 ACETIC ANHYDRIDE 0 123 kg

4 5%RUTHENIUM ON
CAR30N CATALYST

o000015 kg

5 M ETHANOL 0 330 kg

RA may take aPproP ate action as per the dccision of Norms Committcc'

firm whichever is lower:

Import items

TAt"yt"ldehyd"

Qty
Export Product Qty ■

Ｍ
1 09 kg

Coumarin l kg 1

|

RA may take appropriatc action as per the decision ofNorms Committce'

\:221241 OaOrcAOs}l lJltll9 I
| 卜01/82/050/01432/AM19/   122/24/040′

000)コAM

Decision: Deferred for comments of TE

た,sc N∝ 17″ly82「
~~
thlDUSTRIES PVT LTDALC4/2018

Mcet No/Date:13/82‐

ALC4/2018
14012019 |:i:i:i: 

『~|
I --- --mAFil" -- Et"N"ru"t"l4too44ss7 ] i

i"ull?lliro^,, sztAMtst lriDi'doo'oo''o'o'"' l'"Ia'a-- I 
i

I ;*or"", - irr" co._in"" .*sidered case as per agenda an- in the oresence of the technical experts,I

I :ilIl"ii"*'o"o'. #tr;;;.:ryity-;89@.-Itl-?.1i1{I1t as Per deuls berow or as 
I

Case No.:33alt3ltZ- Party Name:ETERNIS FINE Mect No/Date:13/82- Status:

ALC4/2018 cHiutcals llrtalrso, ALC4/2018 Approved
14.01.2019

HQ Filc RLA File Lic No/Datc:0310824248

'oilszrosolorrrzlAMrsl:03l94l040l00582lAM19l05.l0'2018
Decision: The committee coniidered the case as pei agenda in the presencc ofTechnical Experts and in

the light of earlicr dccision taken by NC in its Meeting No l /8LALC4/201 8' datcd 01'05 2018' it was

, ^- ---.l-r,il. r'.]^w nr as annlied bv



by firm whichever is lower:

Export product Qty 誂

Ｎ。

Impon items Qリ

CALCIIJM OROTATE l kg 1 OROTIc ACID 1 059 kg
may taKc action as Dcr the

120

apprOprlatc pcr
|

ThC COIYlmittec cOnsidcrcd thc casc as pcr agcnda in thc prcscncc Of Tcchnical Experts and in

、́ 1:^_ J^^:^=__ `_,   ,  、._      __

::I^":":I1':l i":ision.taken 
by NC in its Meeting No. quz_eLcqiiii, i^i;;;:;#il:ffi:

:"r::::jT,:::*" 
input output norms under para 4.7 ofHBp as per details below or as applied bywhichever is lower:

RA may take apprOpriate actiOn as pcr the decisiOn Of Norrlls cOmmittcc

|

HYOScINE BUTYL BROMIDE 10MG

Qty SI No

―

S Qty

福器 i:撃町
lHメrあ

“
l kg l I olucne 0 684 ko

Hydrazlnc Hydratc 80%
喚

RA takc

1

Export Product
Qty 針

Ｎ。

Imponltem- Qty

l No 1 HYOSCINE BUTYL
BROMIDE IP/BP

10 2 mg7tablct

「謎脇f鍋ン路

理彊I  脚罐師 |

「璽堅■三%理囲  畷
儡輝鬼
"叩
5/AMl「

~厩
璃蕊蕊厭
~麻
哺雷面″晟tr ll,01R                         I|    .    ~ ~「 I Ii ^了 :′ “:|・

`:      lυ

D′∠D′ 04υ′UυZ85/AIM 19/      o8 102018                         1

1爵l:守観:蹟:E朋∵11:咄ξ:雷:ST線 |

Cr para 4 7 of HBP as pcr dctails bc10w Or as applicd byl

) __-__..rev,,J,s._ ,rarq/ Name:HpL ADDITMS ]Meer No/Date: l3l8r_ 
_Et"t""

l Lc4t20r8 [-rr'anrolronrrarn{;"^ ji'itorro,, 
lDere*eaI lruorrNnrcnpoir4rarn ji-"r, r,, j

i,1g1,,9 -*- -' E;u;f -tt 
-::---.-:r::": 

;,:, ^ ^ ^..^.^^^.:-r-_: _
"ル

82Ю5∽И

“

/AMlシ  1滋 描 。Ю。284晨MD I詰 ぶ ら1寧
OЯ 0408013~lDefcr

~~ ~ V ‐―o,′ 、̀
●
■1フ′      uo lυ Zυ 18

DecisiOn:Dererred for cOmments Or TE

」
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c"." Xr.,llinvsl lParty Name:CADILA lMeet No/Date:13/82-c"." Xr.,llilf vsl lParty Name:CADILA lMeet No/Date:13/82- Status:

ALC4/2018 HEALTHCARE LTD ALC4I2018 Approved
14012019

Lic No′ 1)ate:0810143638HQ Fnc             RLA Filc
:01/82/050/01427/AM19/      108/24/040/00227/AM19/     08102018

翼嶽11鳳i::盟濡憲歯tril驚:A鳳減鳳忠諄ぶ:11癬凛r憤ぶ覚c漱
'1

applicd by flrm■ 7hichCvcr is lo、ver:

Export product Exp Qり 誂

Ｎ。

Import items Qty. allowed

ELETRIPTAN TABLETS 20
MG
(AS HYDROBROMDE)

Number l ELETRIPTAN
HYDROBROMIDE

24 735 mg/20 mg tablet

ELETRIPTAN TABLETS 40
MG

`AS HYDROBROMIDE)

Nulllbc4r ELETRIPTAN
HYDROBROMIDE

49 47 mg/40 mg tablet

RA concemed may take further nccessary action as psr abovc dccision ofNC

■N^・
``0′
1■n'_    匡

…
Name:CADILA  ~隔 屁 t No/D江oll

400

tsultation with technical authority
Decision: The committcc considered casc as pcr agenda and in cor

present in meeting d""id"O to rxify not-' on 
'"p"ut 

bu'i"ncler para 4 7 ofHBP as per details below or as

applicd bY hrm whichever is lowcr:

401

RA concemed may takc further neccssary action as Per above decision ofNC

―

一

4 FLt10RO― a‐2-METHYL l―

oxOPROPYL)g-OXO― N-3-
DIPHENYL    BENZENE
BUTANEAMIDE

IRttATE     FO貞
ATORVASTATIN)7DKT 3

…

L ALCOHOL
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Mcct No/Datc:13/82-

IALC4/2018
14012019

Filc

:34/24/040/00178ん ヽヽ 119/

Lic NO Datc:3410044567

09102018
n: The commiftec considel
in meeting decidcd to ratil
by firm whichcvcr is lowc

red case as per agendr

y norms on repeat ba
r:

a and in consultation with technical auihority
sis undcr para 4.7 ofHBp as per details below or as

Export product
恥
叫

SI No Import items Qty anowcd
in kg4, 7 DICHLOROQ-INO'INE l Kg 1 Dr Ethyl Ethoxy Methylene

Malomte
1 65

2 Mcta ch10rO Anilinc 097
3

…

arln 097
4 Tolune 088
5

C 097
6 Mcthanol

Party Name:MOREpEN ¨   
「
―

1漱織、ず
10408040

"Th」
あnlm■J罵語 誦 Ъtte基卜 1昴島:andfttiliふ1‐ wlth荏臨 旨 auth群in meeting decided tO rati～ nOrms on rcpeat basis under para 4 7 ofHBP as pcr detams bclow Or

by 6.11l whichever is iOwer:

Export product Exp

Qり

SI No ImpOrtitems
Qty. allowed
in kgⅣl UlN l● LUもへsI SODIuM l Kg

I

(b′
―
(Lり 2[2-[3〔 2(7‐CHLORO_
2-QuINOLINYL)_

L

124

METHANOL 2325
3 N,N_

DIIsoPROPYI FTHVI A MINr
030

4 :LlRAHYDROFURAN

|~
authority

low or as

|

f鰐棚∬
Иン82  [器

ぶ富itttT.TD,造蹴府・
B潟2 med

403138掲
5"01309/AMl%  鷺角刷10Ю060%AMlシ  腰∬鰍lC0310824321 Dcたr

ヽ __:_:^_.ハ ^___:

鷺H翼程11留
t朧

蝋露F獅爺T高鳥鴻 i ms孟鳳tishttnmb品ホh
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‐405

|

ACETONITRILE
ｎ
フ

2[1(MERCAPTOMETHYL)
CYCLOPROPYL]ACETIC
ACID/1,1-CYCLOPROPANE
DIMETHANOL

040

RA conccmed may take further necessary action as per abovc decision ofNC

Case No.:455713/82-       Pa=y Namc:DSM SINOCHEM McCt No17Datc:13/82-    Status:
ALC4/2018            PHARN4ACEUTICALS INDIA IALC4/2018         Approved 

‐

|                    IPVT LTD              14 01 2019          1        1

Lic No Datc:2210015990            ‐

器肌59い 43ンAM V 場ち糀α00。57劇9 0'Ю 2∝ 8
Detisi`::十hc committcc considき rcdさasc as pCr agcnda ald in consulta■

on with tcchnical authority l

prcscnt in mccting dccidcd to rat″ nOnns On rcpcat basis undcr para 4 7 ofHBP as pcr dctails bclow or as

applicd by firm whichcvcr is lowcr:

Export product Exp

Oty

SI No Import items Qty anOwcd
in kg

Lrnoxycillin Trihydratc
Through 6-APA route through
Enzymatic route

l Kg 1 6-AMINO PENICILLANIC
ACID(6-APA)

055

2 ELCOLASE (ENZYME) 0005

3 D(‐ )P―HYDROXY PHENYL
GLYCIblE METHYLESTER

0477

RA conccmed my take funher necesSary action as pcr abOVC decision of NC

Import items Qty a110WCd
in kg

0109

Export Product
Exp

Qけ

Sl No

Rpcrad‖n :::lT st』罷
(8:1)

l Kg 1 Tazobactam Acid

Pipcracillin Acid
0891

|   liv、
concemidmaytakctthernecessaryactiOnasperabOVCdecisionofNC

[- C"." Xo.,Ollrf nZ-*CttZUA lFu'tv N-"m"'RAJASTHAN il""t N"/D"t"l3/8] F11r1:'r'tsc^u"urrr 
Fffifi-I&i'&-in; 

- 
t*lf*'; lennrovea 

:

HQ Fil; RLA File Lic'No/Date:0510408052

,oiitzlosolo t orslAM t ql :05124/040100323lANll9/ 10 10 2018

! 
'nsultation 

with tcchnical authority
Decision: Thc commlttec constoercd case as pcr agenda and in consultatlon wlth rccllnlcal aulflurrr)

, ^, LrDD ac --' /tafail< helnw or as
present in meeting decided to ratiS norms on repeat basis under para 4 7 of HBP as per details below or as

466 applied by firm whichever is lower:

| |

|

Decision: Thc committee considered casc as pcr agenda and in consultation with tcchnical authority

present in meeting decided to ratify notms on 
'"ieut 

busis undcr Para 4 7 of HBP as pcr dctails below or as

applied bY firm whichever is lower: 
,
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funher necessary action as per above decision ofNC

Export product Exp

Qty

SI No lmport itcms Qty. allowed

tf6%, / I
gm injection

尼 TREONAM      FOR
DヾJECTIoN   usP  (10
GM)(20ML)
CONTAINNG
AZTREONAM      FOR
INJECTIoN
USP(CONTAINNG 780 MG
OF L―ARGEN■lE PER GM
OF AZTREONAM)

vials 1

AZTREONAM FOR INJECTIoN
USP
(CONTAINNG 780 MG OF L‐
ARGENINE PER GM oF
AZTREONEM)

concemed may take

Export product

PTPERACILLIN -dDiU '

AND    TAZoBACTAM
SODIUM  POwDER  oF

艦 肥 LNぶ 鶴
AND    TAZOBACT熱

4
SODIUM  PowDER  oF
INJECTIoN 4 581n

2100ooo ooo

Numbcrs
PIPERACILLIN SOD■ M AND

淵 為

M SODⅢ暉 り(

PIPERACILLIN SODlUM AND

ξ断『謙羅含
MS° DR」Mel)(

class Bonles Antibioticlb
Clcar Glass Typc-1

Glass BOttles AntibiOtic 30ヽ ■
Clear Glass Tloc- l.

As per
releyant
packing
policy

20mm Bromo ButyISi m=
Stoppers V9025 FM2572 ISA-FI
RFS ( As Pcr Gcneral Norcs)
20mm Bromo Butvl Scmm
Stoppers V9025 RiTAZSZZ tsaft
RFS(As Pcr Gcncral NOtcs

concemed may take Lrther ncccssary actiOn as pcr abOve dccisiOn OfNC

f霊脇″
綱ン82  :]&踏

論導I箸D
4091Ho File        ~~~~~~Fhr■

■■
~~‐ ~――___

~嗜
No/Daこ 13/82

ｄＳｔａｔｕｓ‥̈
　．喘

ALC4/2018
14012019

陽3疏5∽1202/AM百
~~|:蕩

蕊脇
=蔦
ζ Lic No Datc:3410044573

Decision: Defcrred for comments ofTE
10102018

」
~浙

薦

|

|

408

―

一

Exp Qty 訛

Ｎ。

Impon items
Qty.
allowed in
ks

|

9922 50 kg

2



Case No=448/13′ 82-

ALC4/2018

125

戸    圏藤
LTD

|  |― |

RLA Filc

:08/24/040/00208/AN419/

HQ Filc

:01/82/050/01426/AM19/

|

「0

Decision: The committec considcred case as pcl agenda and in consultation with technical authority

present in mceting dccided to ratifo norms on repcat basis undcr para 4.7 of HBP as pcr dctails below or as

applied by firm whichcver is lower:

Export product Exp
Otv

銚

Ｎ。

Import items Qty. allowcd

CLOXACILLIN  SODIUM
CAPSULES USP 500MG
Each  hard  gclatin  capsulc

contains Cloxacillin Sodium

USP Eq to Cloxacillin 500mg

Numbers 1 CLOXACILLIN SODUM
COMPECTED USP
CLOXACILLN SODlUM USP
573 18MG EQ TO
CLOXACILLIN 500 MG

55590
mg/capsulc

RA concemed may take further necessary action as per above decision ofNC

411

Case No:168/13/82-

ALC4/2018

|

Pary NamciSONGヽ /ON
SPECIALTY CHEMICALS
INDIA PVT LTD

lヽcct No/Datc:13/82-

ALC4/2018
14012019

Status:
Deferred

HQ Filc

101/827050/01146/AM19/

RLA Filc

:34/24/040/00232/AM19/ 11102018
Lic No,1)atc:3410044578  DeFcr

一
|

412

い編Ь面
¬開
=匡

|
1需誌T蔵
藤
F

げ
―――   ¨ 1-……′ 画ml。

0・ 0824賀91  1
お聯:iお 50Ю 1325/AM19/  IЮ 3つ4/0407oo607/AM19/  11102018     1    1:υ l′ δZ′υ

'V′
υlJι り′― V=1フ′      IVン '´ ●'ψ lψ′‐‐‐V 

‐‐―~‐

Decision: Thc cOmmittec considcrcd casc as per agenda and in consultation with tcchnical authohty
′‐ ´,,ヽ ヽ ^^^^_■ ^●^:10● 01^、 .′ ^r● el

present in mceting dccided to ratiff norms on rcpeat basis utder para 4 7 of HBP as per details below or as

applied by firm whichever is lower:

Decision: Deferred for comments of TE

Case No_:169/13′ 82-

ALC4/2018

Mcet No/Datc:13ノ82-   Status:

o0102 gnV vialBRIMONIDINE L―
TARTRATE

BRIMONIDIINE TARTRATE
EYE DROPS 0.2% WAr' 5ML

RA concemed may take funher necessary action as per above decision ofNC

Ｆ

Ｉ
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Decision: Deferred for comments of TE

ICaseN::1171/13/82-
IALC4/2018

|

臨 蕊↓腰靡

「

雨
,V「 LTD      14 01 2019

File

:01/82/050/01149 AM19/

Conlmittee cOnsidered casc as pcr agenda and as pcr carlier dccisiOn taken by NC in its lo/82

Lic No/Datc:3410044583

4ヽ18/      12102018

1滲
m~町

|

Lic No′つatc:3410044585  Dctr
12102018

Deferred for comments of TE

:ting dated 16.10.2018, it was decided to rati8, the ad-hoc input output norms under para 4.7 ofHBp as
details below or as applied by hrm whichevcr is lower:

Export product Exp

Qty

SI No lmport items Qty. allowed

METHOXY METHYL
TRIPHENYL PHOSPHONItlM
CHLORIDE
CAS No 4009‐ 98‐ 7 ASSAY NLT
98%

TRIPHEhlYL PHOSPHInlE
CAS NO:60335-O ASSAY
NLT 980/0

0 806 kg

2 METHYLAL
CAS N0 109_87 5 ASSAY
NLT 99%

0 233 kg

RA may take appropriate action as per the decision of Norms

ICase No.:178/13/82-

ALC4/2018

Q Filc
1/82/050/01156/AM19/

´
０

necessary action as pcr abovc decision ofNC

NamciSPc LIFE

1鶴棚OЮ図7Am労  腔i淵器340044%7
n: The committee considcred case r

in meeting decided to ratify norms on
by firm whichever is lower:

ls per agenda and in consultation with technical authority
repeat basis under para 4.? ofHBp as per details below or as

Export product
”
”

SI No Import items Qty. allowed
in ksCHLOROHEXAN-2-ONE l Kg 1 1‐BROM0 3-CHLORO

PROPANT
CLEAR LIQUID

205

METHYL ACETO ACETATE
CLEAR COLOURLESS TO
LIGHT YELLOW LIQUID

165

3 SODIUM METHOxIDE
V`HITE POWDER

concemed may take furthcr

「 17●語No■ 15ν13月 2‐
~~~~~

Party Namc; Mcct No7Datc■ 3/82-

―
一

14

:Meet No/Date: l3182-
IALC4/2018

Status:
Approved
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1C犠 "8~~~~M

I器疏5∽H36/AMiシ  1鷺ら棚∽0722/A
Decisbn:The conlmtee collsidered case tt per a

prcsent in meeting decided to mtiry norms on rcpeat basis under para 4.7 ofHBP as per details below or as

applied by firm whichcver is lower:

Expon product Exp
Otv

鏃

Ｎ。

lmport items Qty. allowcd

Este6 of Methacrylic Acid - Crude Methyl
Mcthacrylate Monomer Net Content Per

M.T. Acrylic Strips and Cut Pieces - 1.33

M.T.

1

Kg
1 Acrylic Strips and Cut

Pieces

1 10 kg

RA concemed may takc hrthcr necessary actlon as pcr abovc declslon ofNC

Export product Exp

Qり

SI No Import itenls Qty. Allowed in

kg

PIROCTONE OLAMIblE OR
VIPIROX

l kg l 3,3 Dimcthylacrylic Acid 0 919 kg

tsononanoyl Chloride or
3,5,5-TrimethYl HaxanYl

Chloride

130

-yororytamine 

ttcl lllz
MIN) Or HydroxYlamine
Hydro Chloride(99%
MIN)

073

4 Methanol 100

5 Di Chloro Mcthanc

rMDC)
050

6 Ethylcne Di Ch10五 dc

rEDC)

100

7 Tolucnc 025

8
Hydro Quinonc

Not shown in

process―

・

おn aspσ 山c dcdsbn

1需鶉評
雨 鯰 =

|                         |

硼既靡 」
~1麒

:肌i
Decision:Thc COnlmitee cOnsidercd thc casc as per a

tghtofcarherdcddontakcnbyNC h isMceingN

“

ratl″ thc ad hOC hp口 outp山 nonlrls undcr para 4

1whichevcr is lower:

IE狸
o■ pЮdud     l鷺

1創

No

418

Status:
ApproY€d4191謎漁tt5′

1ン 82- P
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Ｆ
Ｉ

|

―     「 114012019 ~~ ~~~~~―
―

ルおNo/Dttα3410044599
116102018

lHQFl:~~~~~ ~~
IЮ 1/82Ю50Ю 1403/AM19/

|_________―

|

|

Decision: Thc committec
Dresent in meetins decided

considcrcd casc agenda and

may appropdate action as per the decision of Norms Committee

hlt,Cr ncccssary actiOn as pcr abovc dccisiOn of NC

轟τttitaton wlthに ぬ面cal authOnty
as

in meeting decided to ratiry norms on repeat b;sis under para 4.7 ofHBp as per details below orby firm whichever is lower:

Export Product Export

Qty.

Sl

No
Import items Qty. allowed

Para Amino Phcnol l kg 1

Para Nitro Chloro Benzene 1 222 kg

2
Caustic Soda Lye 0 50 kg

take

FXpOrt PrOduct Qty SI No

…

Quantity allowedDISODIIJ'I\4
MANGANESE EDTA
Contcnt 12.5% (+/- 0.5)

lkg 1

ETHYLENE DIAMINE
TETRA ACETIc ACID

0 69 kg

concemed may take

ExPOrt Product
Qty 針
Ｎ。

Import items Quantity al10wcd in
mνtablCt

NOs 1 l elmisartan
Granules

68034

2

Amlodipine
Besilate

1020

NOs 1 Telmisartan
Granulcs

136067

2
Amlodipinc
Bcsilatc

1020

兵歴 胤 ∬

釧 ン8卜

  :躍 ぶ 富 [:К TtTD¨
瓶

=1代

、げ

α B82 

鶏 I:ted

２

‐
‐
‐

」

‐４

‐

‐

‐
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I 34.72mg Amlodipine Besilate
cquivalent to Amlodipine USP lOmg

Telmisartan and Amlodipine Tablets
80/5mg
Each uncoated tablets contains :

Telmisartan 80 mg Telmisartan 80 mg

cquivalcnt to Tclmisartan granules

I 34.72mg Amlodipine Besilate
couivalcnt to AmlodiPine USP 5mg

Nos 1 Telmisartan
Granules

136067

Amlodipinc

Bcsilatc

510

Notional Value ofltem oflmport

TELMISARTAN GRANULES
supplicd Frec ofCost LY Forel目 堅BttCr_

Nos 1 Telmisartan
Granules

RA@action as pcr abovc decision of NC

Case No.:340/13′ 82-

ALC4/2018

Party Namc:J B CHEMICALS
&PHARMACEUTICALS
LIMITED

McetNo/Date:13/82- Status:
ALC4/2018 APProYed

14.01 .2019

Decision: Committee considcred casc as per agcnda and dclibcratcd on the mattcr in thc prcsence of thc

;;il;i 
"*p"rts 

und it was decided to raiiry ti'c ad-hoc input output norms under para 4 7 of HBP as pcr

details below or as applied by firm whichcver is lowcr:

HQ Fnc              RLA Filc             Lic No Datc:0310824516
:03/94/040/00632/AM19/      17 102018:01/82/050/01318/AM19/

Export Product Qty 針

Ｎ。

lmport items Quantity allowed in
ms/tablet

fefr4SOCOR SOltaG TABLET. Each

tablet contains, Flecainide Acetate

5Omg.

ffi
tablet contains, Flecainide Acetate

l00mg.

Nos 1

Flecainide
Acctatc

5l .0 mg /50 mg tablet

Nso 2
Flecainidc
Acctatc

102 0 mg/100 mg

tablct

Nso 3
Flccainidc
Acctatc

102 0 mg/100 mg
capsulc

revsocon cn l00MG CAPSULB.

Each Capsule contains, Flecainide

Acetate l00mg.

Nso 4
Flecainide
Acetate

204 0 mg/200 mg
capsulc

rn rrasocon cn z00MG CAPSULE.

Each Capsule contains, Flecainidc

Acctatc 200m9.

RA ovc dccision ofNC

|

422

」

Import itcms Qty al10WCd
in kg    __Export product Exp

Otv

SI No



4, 7 DICHLOROQUTNOLn TE l Kg 1 Di Ethyl Ethoxy Methylene
Malonate

165

2 Meta Chloro Aniline 097
3

¨ arafln 097
4 Tolunc 088
5 PhOsphOrous oxych10ridc 097

Methanol

concemed may take

130

ices€ No.:336/13/t2-
ler,c+lzora

I

funhcr nccessary action as per abovc dccisjon ofNC

Status:
Approved

maytakc fl'therne"c.r@
L
RA

1/82/050/01314/AM19/

Export Prcduct Qty SI No

…

Quandty allOwedLcnunomide 13 33%
DCG

300 ooo

kg
l

Leflunomide 4 039 kg

concemcd

Export Product
Qり 針

Ｎ。

Import items
Quantity
allowedSTERILE CEFTRIAXONE

SODItlM
lkg I じL「 lRIAXONE SODItJM NON

STERILE
1 04 kg

concemed may take funher

ALC4つ 01,
14012019

HQ mC   

協 5脱
"∞
“

嘲 ゅ  芳 i糊 lC"Ю
0304銘:01/82/050/01159′ちヽ 4ヽ19/     :33

1 nprittm".r^__:“ ^^__■ ‐  ●
―

     |

15歳批継踊1率樹縮出ri輩脱器驚r無艦需,純濡霜

IHQ Flle              i:≧ 了

Approyed

「41熙町繭鮨愈 :繭蜃輛 ゴ

fI概∬
■ン82  [R_ttЫ

M「ED吉

=|1織

、ず
CBたか 淋|:led

1脇帰5∽Ы5/AMlツ  1協北品屁:鳳,

「 1渕 質 聴
庶
曹壼亀 瘍 L瑞 椰 蒔赫 轟 ―tify non ls on repeat basis undcr para 4 7 ofHBP as Der de●

‖e hρl^w^,..
]applied 

bV firm whi"h"rr". i, to*"i, 
"'4 vrr 1!P!4r udlrs unqer para 4 / ot HBP as per details below or as
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Qty in kg

CILOSTAZOL l Kg l 〔5-(4‐ Chlorobuty)‐ l CyC10hcxyl-lH―
Tctrazolcl(CBT Ci10Stazol)    _

088

2 6-Hydroxy-3,4-Dihydroquinolinonc I
HCS Cilostazol I

059

3 Mcthanol
ハ
υ

4 Iso Propyl Alcohol 290

427

FaSeド■
:fαly82-    

ぽ
att Name賞

19Y::N  I瞥 ,No7Daclン
8か  Stat峙

‐И′っnl o            l▲ ..nrnv41■

P肺
……

 1高
6面赫 こ子し,腑

盤ザ  PpЮ “
d

瓢 膠 戸 淋 袢
~|‖
雫 町
~

:覇品而語r Theこ

`高

孟ittce considered casc as per agenda and in consultatlon with technlcJ authoHty
present in mccting dccidcd to rati～ nOrlns on repeat basis undcr Para 4 7 of HBP as pcr details bclow or as

applied by firm whichcver is lowcr:

r- RA ":T:1-"11198 
tu',th"', ryry1lq"r' prb"rg1lL'fI9

Status:
ApprovedCase No.:457/13/82- Party NamC:JUBILANT LIFE

SCIENCES LIMITED

Lic No/Datc:0510408181

23102018

ALC4ノ 2018

Meet No7Datc:13/82‐

ALC4/2018
14012019

HQ File

101/82/050/01435/AM19/

429 Case No.:111/13/82-

RLA Filc

:05/23/040/00247/AM19/

Decision: Committec considcred casc as pcr agcnda and as

meeting datcd 16 05.2018, it was decided to ratifo thc ad-hoc

per dctails bclow or as applied by hrm whichcver is lowcr:

per earlier decision

input output norms

taken by NC in its 2/82

undcr para 4.7 ofHBP as

428

憲 葛 菰 蒟 両 面 高 耐 雨 面
高 面 5五 〇fNoms Commncc

Mcet No/Datc: l3/82- Status:

Export product Exp

Qty

針

Ｎ。

Import itcms Qty. allowcd
in ks

LINAGLIPTIN l Kg 1 2-(ch10romcthyl)4-mcthylquinazolinc

(LG01)

0785

撃:鳳:」器ネλ鶴緊:3:躍品in←
26(3H、 7H)‐ diOnc(LGS01)

l10

3 (R)-3-(Boc-Amino) pipcrid!91!q!92- 085

Export product Exp

Qty

Sl No Import items Qty. Allowed

Pyridinc 98%Min l kg 1

Alumino Silicatc Catalyst
0 019 kg

2 Ethyl Alcohol― 2 294 kg

3 PropionaldchYdc 0 073 kg

4 Mcthanol 1 41 kg

Namc:VARAHI

」RA conccmed may take further necessary action as per above dccision ofNC

|
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Expon product Exp

Otv

訛

Ｎ。

Import items Qty allowcd in
kgCLOPIDOGREL-ISULMTE l Kg 1 DL 2‐CHLORO PHENYL

GLYCINE
100

2-THIOPHENE ETHANOL 060
L(+)TARTARIC ACID 0667

4 P T S CHLORIDE 1029

concemed may take further necessary action as per above decision ofNC

ALC4/2018            PHARMA PRIVATE       ALC4/2018         DeFerred
LIMITED              14 01 2019LIMITED              14 01 2019

Q Filc                RLA Filc               Lic NO/Datc:6610000017 Dcfcr
1/82/050/01089/A卜119/       :66/24/040/00o06/AM19/      24 102018

Decision: The committee considcrcd casc as per agenda and in consullarion with tcchnical authority
present in meeting decided to ratify norms on repcat basis undcr para 4.7 0fHBp as per details below or as
applicd by firm whichcvcr is lowcr:

「儒語悪薫騨藝藝薫!蕪‡[夏薫Board ttl iξ :`高:轟ξ猛き驚
'Vu.uШじじabc as pcr agcnda and i was dcddcdゎ

“
たr山c cascゎ cOfFcc

,o cali thc flrm fOr pcrsOnal hcaring tO cxplain its casc

The cOnlmi“ ce cOnddcred ti3 c:訂 ■ ttrlgCnda and lt tts dccldcd i「 lall frOm th」I福chemical rcactiOn,molecular wcight and%yicld On m。
lar basis fOr cach step of manuFactunng

「
l墨Ⅲ∽B%畑剛 1繭脇蕊

=π

Case No:192/13/82-

D■ :Thc cOmmittcc considcrcd case as pcr agcnda and in cOnsultation with tcchnical authO五

ttin mccting dccidcd tO ral～ norms on rcpcat basis undcr para 4 7 of HBP as pcr dctails be10w Or a
l by 6111l whichcvcr is 10wer:

Export product Exp

Qty

■

Ｎ。

lmport itcms
Qty. allowed in
\eCiprofl oxacin Hydichloride l Kg 1

1294

2 035
3 Sulpuric Acid(98%) Not importable

Mcct NO/Datc:13/82-     Istatus:

‐
1歩品1総1;l             Approved
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RA concemed may take further necessary action as pcr above dccision ofNC

Case No.:360/13/82-

ALC4/2018

HQ Filc

:01/82/050/01338/ANl19/

Pary Namc:FINE ORCANIC  Mect No/Datc:13/82    Status:
INDUSTRIES LTD        ALC4/2018         ‐Approved

RLA Filc ― 朧 鵠 証 ‐

433

:03/94/040/00658/AM19/ 24102018

Decision: The Committee considered thc case as pcr agenda in the prescnce of Technical Experts and' it 
.

was dccided to ratiry the ad-hoc input output norms undcr para 4 ? of HBP as per details below or as

applied by firm whichever is lower:

RA concemcd may takc furthcr nccessary action as per above decision ofNC'

':ffi);#"i*' ffil+Yx,t*ffi- ili+1ff-*"_ i,i\l'mil,ft-"=ffi*+,#-"ffi;i
iwas decided to mtiry the ad-hoc input output nonns under para 4 7 of HBP as per details below or a

applied by firm whichever is lower:

434

case No_:235/13′ 82‐

ALC4/2018

435

HQ Fnc
101/82/050/01213/Aヽ419/

Party Namc:ALCHYMARS
ICヽ4 SM PRIVATE LIMITED

IRLA Filc
「04/24/04υOm68/AMり/  2'Ю 201L

4ヽcct No7Datc11 3/82‐

ALC4/2018
14012019

Lic No Date:0410164810

Status:
Approved

itcm

4 Tolucnc 0123

5 Anhydrous Piperazine 039

BEHENYL BEHENATE

0 524 kg

―

ETHYL PHENYL
CETYL CHLORIDE

Export product Qty 訛
閻

Import itcms Qty. allowcd

|
l kg BEHENIC ACID

0 546 kg

BEHENYL ALCOHOL
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sion: The Comrnittee considen
decided to ratifr the ad-hoc ir
ed by firm whichever is lower:

:d the case as per agenda in thc presence of Technical Experts and,
rput output norms under para 4.7 of HBp as pcr details below or

Export product Qty 針

Ｎ。

Import items Qty. allowed

CLINDAMYCIN
HYDROCHLORIDE
ACTIVE PHARMACEUTICAL
INGREDIENT

l kg 1

CLINCOMYCIN
HYDROCHLORIDE
RAW MATERIAL

1 222 BOU/kg

I IRA concerned may take further necessary action as per above decision ofNC.

‐ｔ

　

ａｓ

fI胤 ∬

鮒 y8卜

   :器 柵

cAAR■ DRUGS

HQ Filc             ttLA rilc
101/82/050/01337/AM19/       :o3/94/040/00624/Aヽ

419/

necessary action as per above decision ofNC

Meet No7Date:13/82-

ALC42018
14012019

ffi"r fi "g*d" ",rd 
t, ""*rlt tt* *itr, t""r,ri""r ,rmorifin meeting decided to ratiry norms on repeat basis under para 4.7 ofHBp as per deta,s below or asby firm whichever is lower:

Export product
恥
韓

針

Ｎ。

Import hems
Qty a1lowed in
kgCiprofloxacin Hydrochloride

USP
l Kg l

DlIIぶ 1[ζ掌l::llI:l〕:;町
2(2,4

叫

1 294

2 Caustic Soda Flakes 035
3 βulpuric Acid(98%) Not given
4 Tolucnc O123
5 Anhydrous Piperazine

concerned may take furthcr

Export product
Qty 誂
恥

Import itcms Qty. allowed

LI I HIUM CARBONATE
EXTENDED RELEASE TABLETS
USP 300 MG (pack of t00)
Each tablet contains 300 me of
Lithium Carbonate USp. Ni contcnL
rfLithium Carbonatc USp 454.56
(ps-

Nos 1

LITHIuM cARBONATE
USP

306mノ 300 mg
tablet

|
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RA conccmed may takc further neccssary action as pcr above decision ofNC

LITHIUM CARBONATE
EXTENDED RELEASE TABLETS
USP 450 MG(Pack Of 100)
Each tablct contains 450 mg of

Lithium Carbonate USP Nct content

of Lithium Carbonatc USP 442 485

Kgs

Nos 2
LITHIUM CARBONATE
USP

459 mg450 mg
tabict

Case No.:424/13/82-

ALC4/2018

438 HQ Filc

:01/82/050/01402ノ AM19/

Party Namc:DEEPAK Mcct No/Datc:13/82‐

ALC4/2018
14012019

INITRITE LIMITED

Status:
Dsferred

Lic No77Datc:3410044635

25 102018 IDeFer

Decision: Deferred for comments of TE

Case No:426/13/82-       Pary Namc:DEEPAK
ALC4/2018             tNITRITE LIMITED

|

`9面Rk 蔦り/~開棚υ∞η菰蔦1017R2/050ノ 01404ノ AM19/

1繭 面 嘉 7藤
ALC4/2018
14012019

Lic No′ 1)atci3410044636

25102018

Status:
Deferred

1面
|

Ю1/82/050/01404/AM19/  卜34/24/040/00208/AMll

Decision: Deferred for comments of 'I'E

Case No.:453/13/82-

ALC4/2018

Mcct No Datc:13782‐

ALC4/2018
14012019

Status:
Deferred

Paty Namc:HESTER
BIOSCIENCES LIMITED

[1

Ho Fite Inr-e iit" [-ic-ic.Nolp"te:oa t o t43739 ,Defer i

Slz4t(/,}tooz3ltAMlgl 125' 10 2018
1:01/82/050/01431/AM 19/ l:0 -l

1臨需鳳濡願聴需需雪their comments

applied by firm whichever is lower:

Export product ”
鈍

誂

Ｎ。

lmport items Qty. allowed in
ks

Ciprofloxacin HYdrochloridc l Kg 1 Ett yt I CyctoproPYlamino-2(2,4
Dichloro-5 FluorobenzoYl)
Acrvlatc

1294

2 Caustic SOda Flakes 035

3
Sulpwic Acid (98%)

Not imPortable

item

4 Tolucn(] 0123う     |



concemed may take ft-rther necessary action as per above decision ofNC

136

1鰹脇
…

li藪瀬薮FT~耶爾霜
面薦~岡百

1442

HQ Fnc             RLA Filc            Lic No′ Datci3110067218 Dcfcr
:01/82/050/01210/AM19/      :31/83/040/00114/AM19/      29102018

cision:COmmittec cOnsidcrcd thc casc as pき Fagcnda and it has been obscⅣed that thc chcmistry givcn

上 露 」:I::f摯 が
nC,Sri甲 ぬ江ぬe mw lllatcHJ shOm as phcnd wmclmpO“ ζ OfocP 50■

decided to ask the firm ro fumish exact chemical name ofocr io 
"i"ig 

*rtr, manufacturing processall technical details starting from OCp 50.

‐
Case No.:341/13/82-

ALC4/2018
lartyN五島0こむJARAi
ORGANICs LIMITED

Nol)atc:13/82‐

14012019

囮 鳳薦
~~
Lic No/Datc:0310824781
1301o2018

further necessary action as per above decision ofNC.

匝違商ξる7Datc 13/82  ~
lALC4/2018

114012019

sion: Thc Committec considerr
decided to rati$ the ad-hoc ir
ed by firm whichever is lowcr:

:d thc case as pe

Iput output norrr
r agenda in thc prescnce of Tcchnical Expcrts and.
rs undcr para 4.7 of HBp as per dctails bclow or

Export product
Qty 針
恥

Import items Qty. allowcd

METHYL PARABEN l kg 1 P-HYDROXY BENZOrc
ACID

0 97 kg

concemed may takc

Case No.:342/13/82-

ALC4/2018 LIMITED
N07Datc:13/82-

1/2018

ExpOrt product
Qty 乱

Ｎ。

Import items Qty. allowcd

f謎 脇 ∬ “
ン82  :翻

淑

αAARH DRUGS

443責
Q「Hc             RLA Filさ

| 三91/82Ю5υ01334/AMl%  IЮ 3/94/040Ю021777AM 19/

Mcct No/Datc:13/82-     status:

ALC4/2018          DeFerred
14012019

11c No/Datc:0310824757 Dcfcr

291o2018|  IVI′ 。ι′υDU/υ lj,4′AMlツ     |:03/94/040/0021777AM 19/

1 1瓦高耐扇面二訂For葛]高孫 Ъtti ~~~~~
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ヽ

RA conccmed may take hrther nccessary action as pcr above dccision ofNC                          I

―

―――――――――――――――――――――――――――                        ~~~~~~~― ―
 ―――――――― 

一

――――――――――――――――

―

‐―――――J

I  Case No■ 343/13/82-     IPa"NamcKRISHNA    
‐MCet NoDatc 13/82‐   Status

‐
ALC4/2018            ‐ANT10XIDANTS PVT LTD  ALC4/2018         1Approved ‐

‐                                                         14012019

Lic No/Datc1031 0824789HQ Filc              RLA Filc
101/82/050/01321/AN419/      .:03/94/040/00667/AM19/       30102018

1  DLciζlon:The C8111111ittgc 8。 nsidcttd tht casc as pCr agcnda in thc prcscncc orTCChnical Experts and,it l

l   was decidcd to ratitt the ad‐ hoc input output norms undcr para 4 7 of HBP as pcr details bclow or as

applied by firm whichcver is lower:
446

f.---..........-

Expon product Qty 趾

Ｎ。

Import items Qty. Allowed in
ks

DIISODECYL PHENYL
PHOSPHITE

l kg 1 YELLOW
PHOSPHOROUS

0078

PHENOL 0300

ISODECYL ALCOHOL 0750

|

RA concemed may takc furthcr nccessary action as pcr abovc decision ofNC'

lstatus:  |

|

case No:183/13/82-

ALC4′ 2018

447責
Q lilc

l    :O1/82/050/01161/AM19/

Pa●y Name:PHAROSE
REMEDIES LTD

RLA Fnc
:30/24/040/00032/AM19/

Mcet No′1)atc:13/82-

ALC4/2018
14012019

Lic No/Datc13010104485 Dctr
31 102018

Deferred

誌学詫it■謎y・
NCE造ぶ撫

01ン 82‐

 1::lled l
Case No.:233/13/82-       P`
ALC4/2018             1Al                   .′

^,ぅ。,n

器靡1鳥ッ鰤 lι

華桑il驚11(出Ibecislon:Thc COmmittCc considcrcd thC CaSC as pCr

NC in its 7/82 mccting datcd 24 08 2018, it was dcci(

4 7 of HBP as per details below Or as applied by flrm whichCveris loWCr:

Importitems

Phcnol PURITY 99%AND
A30VE      _

Qty

l 108 kg
Export product Qty SI No

Guaiacol l kg 1

2 Dimcthvi Sulphatc PURITY 99%
AND ABOVE _

0 847 kg

3

4

Caustic Lyc

PURITY 60%  _

0 35 kg

0 687 kg

5 Acctone(SOIVCnt)
o14 kg

@cision of Norms commincc
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厩齋FttF~~聰下:燻諏甲ゴNCE輛輛
「

13/82 聴霊il~~           ′ヽ
`ヽ
― ,L、■■1ヽυ Lυ υ I      ALt4′ ZU18        Approved
PVT LTD              14 01 2019

‐RLA Fiic               Lic NO/Datc:3H0067224

i31/83/040/OoH 7/AM19/   31 lo2018
Ю ν82/050/01214/AM19/   i31/83/040/OoH 7/AM19/

,Tl"::t:::.,"1:'f:1't1.:ascas.pcragcndaand inrhctishtofcarticrdccisiontakenby

1449

朋8,■ usd:ddeitonJ凛 恩∬1品蕊品11■」I鱒撰
IC in its 9/82 mecting datcd 18 09,

7 ofHBP as pcr dctails bc10w Or as applied by flan whichcvcris 10wcr:

Export product
Qty SI No Import items QtyAcetyl Anisols i - ;f,oxJ

Acetophenone)
l kg 1 Phcn01 0 906 kg

⊇ime山,Suぃha" 0 693 kg
3

興 ye 0 437 kg
4 塾壁主▲生型些JpRITY 99% 0 755 kgtake apprOpriate actiOn as per thc decisiOn ofNorms COnlmittcc

Export product Exp

Qty
銀
恥
InlpOrt iems

Qty. allowcd in
kg\_rproIloxacln Hydrochloridc l Kg l

卜
を4 1294

|

Tttenc

AnhydrOus Pipcrazinc

035
Not impOrtablc

ltem

0123
4

5
039

conccmcd I"y3t fu!:. ,""*rary action as per above decision of NC
|

Case No.:345/13/82_
;;tot"di,r"",,r,"r_ panyName:AARTT 

DRUGS

HQ Fnc
RLA Filc

:01/82/050/01323/AM19/
1.´ . ―

―
   ―      _            :03/94/040/Oo641′ AM19/ J r.10.20t 8n: The comminee considcrcd cas,

; TH ;'"'.il*: 
;; il' ilT:" "ffi ;::':'ff ::,:1" ::x lffi il:,

technical author
'details bclow or

Export product
Exp

Qり

針

Ｎ。

ImpOrt itc馬
Qty. allowed in
kg

―
Ｉ
Ш

fI脇 留

側

"―  mttcAARiDRUGS M嘲
NODttdン

" 
も

…

 |

臨籐諾昇資無i鯰臨翼|

|
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Ciprofl oxacin Hydrochloride l Kg 1 Ethyl 3 Cyclopropylamino-2(2,4
Dichloro-5 Fluorobenzoyl)
Acrylate

1 294

2 Caustic Soda Flakcs 035

3 Sulpuric Acid (98%) Not importable

4 Tolucnc 0123

5 Anhydrous Piperazinc 039

RA conccrncd may lake further ncccssary action as par abovc decision of NC

甲渕
3/82‐

~圏
邸趾
~頸市
澪蕗
~

―

        

一

         

一

       ―

澁 附 戸 蹴 。蕊1扁
~肝
淵 ¨
調4

452 applied by firm whichevcr is lower:

RA concerned may take further necessary action as per above!:""'o1:fNc:

:01/82′ 0)U′υlυツZ′AⅣllソ′       :υ乙′ι・I′ V‐Iυ′υυllフ′―・・ '′′       ψ
● ●●～―‐―

Decision:Thc Committce considcrcd thc casc as pcr agcnda in the prcscncc of TCchnical Expcrts and,it

was dccidcd to rati″ thc ad―hOc input output nonnS undcr para 4 7 of HBP aS pcr dctails bclow Or as

Case No.:115/13′ 82-

ALC4/2018

Pa●y Namc:PAYAL
POLYPLAST PRIVATE
LIヽ41TED

453 
4.7 of HBP u. p", d"tuils bclo* o' as applicd by firm whichever is lowcr:

Export product Qty Sl No ImpOn items

PHTHALIC ANHYDRIDl

Qty.
allowed

1
0 3797 kgplesrtctzen (DOP) (DI-

OCTYL PHTHALATE)

l kg

2 2 ETHYL HEXANOL 0 700 kg

R@of Norms committec'

―
―
ヨ

Ｆ
ｌ
ｌ
ｌ

||

1454

|

爾淵2/13/82昭騨珊F~鰈
C13/82「

師dl
器鸞 鳳ふ 跳為識

鳳 r三
鸞 T‖鰹h血Decision: The COmmittCC considcred Case as pcr 2

prcscnt in mccting dccidcd tO rati～ ■0111lS On rcpcat t

applied by firm whichever is lowcr:

Noscapine eP USP Ph.Eur JP CP /
Hydrochloride BP

|

:

'6i,iiito,o,orrlor,rl l:}stz4tuoto}3ezt$'tttet io""l'.t - ,, , ,l, , - ,,-,..,i

」
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Export product Exp

Otv

趾

Ｎ。

ImpOrt iterrls
Qty. allowed

lil庶鮮観hi

―

     |

l Kg 1

凶  
「
LUOROBENZENE(1,3 0 60 kg

2
坤 O TRIAZOLE

堅 2 kg
METHLENE DI CHLORIDE 1 41 kg

1 65 kg
4

concemed may take further neccssary action as pcr above dccision ofNC

7 ofHBP as pcr details be10w Or 
‐Ψ
`'' 1l Wab uじ じ10c01o ratity thC ad_hOc input Output nOnns undcr

as applied by l.11l whichcvcr is iowcr:

Export product
Qty 趾

Ｎ。

Impon itenls
Qty. allowed

V υlll‖ UCl´υgm(LaCh tubc

T皿
Nos 1

Raccmcnth01

1.53 gm i30 gm
tubc

conccmed I"y ?!:j{1": r"."*"ry acrion as per above decision ofNC.

摺:網
麟
漱 濡蕊蘊ii轟苺齢蕊

levcr is 10wer:

Cn by NC in its 2/82

Crpara 4 7 of HBP as

Fvn^a ^-^,r..^l~・Y‐●●P'Wuし t

D コ : ^0● ⌒

Exp

Qty

SI No Impon iterns....................-_

----
Alumino Silicate Catalyst

Qty AHOwcd
,y==ulHじ ソδ′Orほ in

l kg 1

1 0o19 kg

2 294 kg

」
Mcet No/Datc:13/82-

ALC4/2018
14012019

―
Ｉ

Ш

|

Case No.:363/lJ/g2_
ALC4:2L1E 

party Narnc:CIpLA LIMITED.

a561Hq File jDr 
^;i-脳銑5∽B4/AMlり  |

□ III[高|■ 111孟:L馬 〒面
~~~~― ――

ｄＳｔａｔｕｓ‥̈
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3 PropionaldchYde 0 073 kg

4 Methanol 1 41 kg

thc dccふ On ofNolns Commmec

,E"* N"., r s3fl 3/E2: 
- - -- Fattv IT:,r-4m^ IMect No/D:te: I 3/82- lit:f.s.".

XIttR夕
1夕°Z―

   Lζ ξtく石天ib玉
‐

J↓]工TD,ALC″ 2018     De"rred
14012019|        

一

薇
…

|    1璃
蔦0フ AMlシ     嘔 |Ⅲ 言 甲

bうわお50/01171ハM19  1Ю 72404900197ハ41シ   0611Z010
)d thc casc as per agcnda and it was dccidCd to rcferthc Casc to COffccDecision:The CommittCC considcr`

BOard forits cOrrlmcnts and also Cali thC rl■
1l for persOnal hCaring to eXplain thC casc

識 腑
田正

 神 部
長織 翠

α
造:腑
d鯛2淵

led
14012019             1

鵠臨 36 AM197協赫 ?食
轟 il鷲l‖熟 面

Rど,等聴記11∬∬〕湘魂厳胤:l脳
4 7 of HBP aS pcr dctails bCloヽ

V Or as appliCd by flrm WhiChcvcris loヽ
vcr:                            |

459

1

ImpOrtitCms

Phen01 PURITY 99%AND
ABOVE

Qty-Efiott ptodu"t

Guaiacol

Qty Sl No

1 108 kg
l kg 1

0 847 kg
Dimethyl Sulphate PUК■lYツソ/0

AND ABOYE _
0 35 kg

3 Caustic LYc

WA'"*"-*"ta;a;toOzO
PUNTY 60%

Acetone (Solvent)

l".."ffimttte" 
-

0 687 kg
4

o14 kg
5

RA may takC appropnatc actlon as pCr the dccISIOn of Norぃ
CPm

case N● :362/13/82-

ALC4′ 2018

160鴨肌59m349AN41シ

「
1

case No:458713/82-

ALC4/2018 需譜欝癬 器営,準鮮
dル Status:

Approved

461
鵠説5j∝刷Amり  驚温:υ::鬼鳳1; 悧飛

よ
“
おお8“21  _.

鷺署T聴駕器獅ぷ器拙|ド墨聯貨fli雖
躙器蹴 1潔胤招肛″
r:

Impo“ iCml Qty al10WCd

Export Product
Exp SI No

|;:1ii#:: ililii'iJJ"* "' 
* 

"ppried 
bv rirm whichever is rowcr:

」



Rosuyastatin Calcium 4-(4-Fluorophgnyffi

詰躙器 路 i眸

I鴛i歌I賀1lI胞7

躙8'u CSterの
50R

I雛ュリッ
【4R,6勁 -2,2‐

惚導riTttlttlt
may takc apprOpiatc actOn as pcrthc dcd●。nOfNOrfili;Iili話

Case N-0.:JSl/tJ/E2- pany Namc:AAR1 I DRLGs M.,IALC4/2OrE riVtrpn .-.--r No/Darc:ll 82-
| _ ..-" AL(_4 20t8

| ~~~｀υ。。 お出冽rに 1ン82
14012019

Ю0682/AMlシ  鳥ザ瑠lα 03108'4972
響
艦………
榊孵
回И2誡

d

鮒‖鵠木 聖m2生 品趙“
血の″Dcfcl

Dererred for coii;ro *ftrytet -llz'lt'2ot9
Decision: Deferrea r^. ^^

P減》 1緒
ν1382   ratt Nalne■ LEMBIc  ~M

:01/82/050/o1400/AM19/
1  攣 れ 三田 … 田

1蹴北 OЮ鬱
"Am 
γ

~|ま

転 予
而 面 耐

|

n: Thc commiftee 
"onriiirei "asrin mecting o..ia.o to rrlirv no*r;;: " '"t 

agenda and in consultation with rcchnicar aurhorily
by firm whichever i.,";; """"" on repcat basis undcr para 4 7 of HBP 

"t 
p". d";i;;;;";;i

,::傷trEP¨
(net.content of actiye ingredients 4.5

765 mg/715 mg tablet

〃
AZEPAR覆蔽雨面雨雨葛

(netcontent of active ingedients 144

15 30 mg/15 mg tablct

″

=機

再面τ亜面函両面

ITI;電ξTOfaCJVChgreden、
22 95 mg/22 5mg tablct

認
AZE頭蔽 苅亙 雇 頭雨 雨

(netrontent of actiye ingredients 324

306 mgおo mg tablct

翌
Cemed maytake nmheincCessaryac10n as perabOve dedSOn OfNC

142

lty

l kg 1

1 338 kg

1 80 kg

６

―
Ｉ
Ｌ
Ｆ
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Case No.:423/13/82-

ALC4/2018
Pa●y Namc:KUTCH Mcct No/Datc:13/82- Status:

Approved

464

CHEMICAL INDUSTRIES   ALC4/2018
1LTD                     14 01 2019

HQ File inre rite Lic.No,Date:34100214688

,oiriii6sororaovavrsr ll.irz+ruoroozosr^Mtsr l3.l 1.2018

Decision: The comrninee ao^ia"r"a tr,a a"a" "rE, agenda in the pr...n"e of Tectrnical e^p"n" ana. it

was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

applied by firm whichever is lowcr:

Export product Qty 誂

Ｎ。

lmport itcms Qty. allowed

2 ETHYL HEXYL NITRATE l kg 1 2 ETHYL HEXANOL 0 764 kg

CONCENTRATED
NITRIC ACID 98%

Not importable
itcm

3 SULPHURIC AClD 98%

RA concemed may take further nccessary action as pcr above decision ofNC.

Case No:204/13′ 82-

ALC4/2018

HQ Fnc
:01/82/050/01182 AM19/

Pary Name:RONAK
CHEMICALS

4ヽcct No′1)atc 13/82‐      Status:

ALC4/2018          Deferred
14012019

Lic NolDatc:3410044693  Dcfcr

14112018

Mcct No/Datc:13/82-

ALC4/2018
14012019

|~既
蒻蕊房::こ薦「]

―
―
―
一
―― ―

―
     i覇 獅 繭 面 高 Of Techjca Experts and,1D∝isioll: The CoIIlmitee considered the case as per agcnda in the pre

was decided to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

applied by firm whichever is lower:

Export product Oty SI No Import itcms OtY. allowed

BARBITURIC ACID l kg 1 DIETHYL MALONATE 1 46 kg

2 SODRJM METAL 0 179 kg

RA concerned may take further nccessary action as per abovc decision ofNC

Case No.:427′ 13ノ82-

ALC4/2018

P征りNamc:GULBRANDSEN
CHEMICALS PVT LTD

HQ Fnc              RLA Filc
:01/82/050/01405/AM19/      :34/24/040/00264/AM19/

Decision: Deferred for comm€nts of TE

Case No.:462/13/82-

‐   ALC4ノ 2018

一　

一

466

７６

‐

‐

‐４

Paty Namc:DHANUKA
ILABORATORIES LTD

Lic No/Datc:3410044694 Dcfcr
14112018

IMcet No/Date 13/8が Status:

ALC4/2018
14012019

Approved

io Ht.- - ;nr-a rir. iic No/Date:0510408444

,oittztosotovqottutgt :051231040t0033'l tAMlgl 16 l l 2018

trra" 'la i" "ttzult"titn 
*it[ G"f"i""f *tf'-ity

,present in meeting decided to ratifi norms on repeat basis under para 4'7 ofHBP as per details below or as

applied by firm whichever is lower:

⌒

」

Status:



Export product Exp

Oty

■

Ｎ。

Import itcms Qty. allowcd

CEFDNR USP/BP/1P/JP/EP
Powder

l Kg l 7 AVCA(7AVNA) 080

METHYLENE CHLORIDE 624
3 TETRA HYDRO FURAN(THF) 247
4 METHANOL
5 CAEM 1397
6 TRIETHYLAMINE 0155
7 METHANE SULPHONIC ACID 096
8 ACTIVATED CARBON 0100

conccrned may take further actlon as

144

468

Case No:135/13/82-

ALC4/2018

sion: The committee considered the case as per agenda in the presence of rechnical Experts and,
decided to rati$' the ad-hoc input output norms under para 4.7 of HBp as per details below or r

ed by firm whichevcr is lower:

Export product Qty SI No Import items Qty. Allowed in
kg

2 FLOURO ANISOLE l kg 1 2 FLUORO PHENOL Pllnty

炒 in(CAS NO:367‐ 12‐ 4)

0935

conccmed may take further necessary action

|

per abovc dccision ofNC

1皆伴嘱lc3110067237 1

necessary action as pcr abovc decision ofNC

Mcct No/Datc■ 3/82-     status:
ALC4/2018          Approved
14012019

Lic No/Datc:0510408452

19112018

ncccssary actiOn as pcr abOvc dccisiOn Of NC

018

‐ｔ

　

ａｓ

　

　

　

　

『
―

―

―

↓

―

―

sion: The committee 
"on"ider"dlh" 

cas" as p"r ag"nau rn trr" pr"sen"" or r"crrni"ut p*p"rti*.,
decided to ratifr the ad-hoc input output norms under para 4.7 0f Htsp as per details berow or
ed by firm whichever is lower:

Expom prOduct Oty Sl NO lmpOrtitcms Qty. allowed
Zinc Pyrithone 50% FpS (Fine
Particle Suspension)

l kg 1

Zinc Pyrithionc Wet Cake
0 50 kg

conccmed may take further

‐ｔ

　

ａｓ

1/82/050/01113/AM19/

Case No.:461/13/82- party Namc:JUBILANT Mecr No/Datc: l3182_ Status:ALC4/2018 cENEzuCS LTD ALC4/2018 Deferred

^1^ 
14.01 .20,I q''" HQ File RLA File Lic.No.Date:0510408451 Dcfcr11/82/050101439/AMt9/ :05/23/040/00353/AMt9/ 19.11.2018

Decision: Deferred for comm€nts ofTE

―

一



「
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Case No.:201/13/E2- Party Name:ONEIRO
ALC4/2018 CHEMICALS PVT LTD

1472

Case No:378/13/82-

ALC4′ 2018

!  '

Palty Namc:B10MIR      MCCt No/Datcl1 3/82-   Status:
VENTURE LLP          ALC4/2018         Approved

14012019

膝ぷ "

471

473 HQ Filc
l    :01/82/050/01356/AM19/

RLA Fnc
:31/83/040/00098/AM19/

Lic No′ Datc:3110067239
|22112018

Decision: The Committee considercd the casc aCommittee considercd the casc as pcr agcnda in thc prcsence of Tcchnical Experts and' it

pprovc

器3児5m″」鳥り/~脇麒蕊肝 肝飛需百0044708「
Decision: The committee considered case as per agenda and in consultation with technical authority

prcscnt in meeting dccided to ratifo norms on repcat basis un der para 4.7 ofHBP as pcr details below or as

appticd by firm whichever is lowcr'

Export product Exp
Oty

SI No lmport items Qty. allowed
in ks

4,7 DICHLOROQUINOLNE l Kg 1 Di Ethyl Ethoxy Methylcnc

Malonate

2 Mcta Chloro Anilinc 097

3 Light Liquid Parafin 09フ

4 Tolune 088

5 Phosphorous Oxychloridc 097

Methanol 113

RA concemed may take further necessary action as per above decision ofNC

case画面o2/13/8r~匝亜亜MIЮ

「

唖 No/D面3/82-湮:二 |霊蕊Ftt「
~~隔
漱雨高訂
~鰈 π―

剛二TI
14 01 ZUlソ

HQ Fnc             RLA File             Lic NorDatc:3410044707
:01/82/050/01180/AM19/      :34/24/040/00272/AM19/      20112018M19/     20112018:34/24/040/00272/A                       l 

、vith tcchnical authority l

:01/82/050/01180/AM19/

Decltt Tk∞ m前に c面
“

Кd casc¨

"r ttmぬ
帥dh∞ llStllt“ Olas"rぬ

副 s ttow∝ ¨ ‐prcscnt in mccting dccidcd to ra`″ nOrms On rcpcat bads undcr para 4 7 of HB】

applied by firm whichever is lower:

Export product Exp

Oty

SI No Import items Qty alloWCd
in kg

4,7 DICHLOROQUINOLINE l Kg 1 Di Ethyl Ethoxy Methylenc
Malonate

2 Meta Chloro Anilinc 097

3 Light Liquid Parafin 097

4 Tolune 088

5 Phosphorous Oxychloridc 097

6 Methanol 113

RA concemed may take further nccessary action as pcr above decision ofNC

wasdecidedtoratifythead.hocinputoutputnormsunderpara4'TofHBPasperdetailsbeloworas

ハ
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_                                    M19/      22112018
6z/tr5u/or357/AMt9t 3t/83t040/oot28/AMtg/ zz.t t.io8
ision: The Comminee considered tl

m,ri::::it"{:1",.,d, ;; :fi::::;::::i:;#,# J:,:,"-I,"i "J[: i:H:t":]#l

by firm whichevcr is lowcr:

…

Qty SI No Imoort items Qty. allowcdFlorfcnicol20% v
Suspension

l htrc 1

F10rfcnicOI API 0 .202 kg/litrc

concemed may take furthcr neccssary action as pcr abovc decision ofNC

7 ofHBPぉ pcr dcmik bdOw or as apメたdby6rlnwhthetご lsiowcr

Export product Qty Si NO ImpOrt itcrs
Qty

Guaiacol l kg 1 Phcnol PuRITY 99%AND
ABOVE

1 108 kg

2 Dimcthメ sulphatc PuRITY 99%
AND ABOVE

0 847 kg

3 Caustic Lye 0 35 kg

4 HydrOgen PerOxide(60%)
PIJRITY 60%

0 687 kg

AcctOne(s01Vcnt) 0 14 kg
KA may take apprOp● atc act10n as pcr thc dccisiOn Of Norrrls COmmittcc

f霊棚育
4/13だ2-    :聰

器 ll:,

13Л捻50Ю  И42AMl%  戦が:iυ0047ν劇Iシ 1珈 ¨
n: The commiftee consic
in mceting dccided to ratil
by firm whichever is lowe

lered case as per a!

fu norms on repcat ba

r:

;enda and in consultation with technical author
rsis undcr para 4.7 of HBp as pcr details below or

Export product
恥
∝

SI No Import items
Qty a1lowcd
in kgATORVASTATIN'ALCIUM l Kg 1 (4K―ClS)‐ 1,卜Dimcthylcthyl‐ 6-

:脚聖熾
mdhブ‐

0708

4-FIuoro-alpha-p-msthyl- I --
oxopropyl]-gamma-oxo_N_beta_
diphenyl benzene butanamide

0994

―

一

―

一
Case No.:463/13/82- party Namc:INDIA GLYCOLSALC4I2OIE LTD.,

L1<, ," 
HQ FiIc RLn FiIc
:01/82/050/01441/AMt9/ :05/23/040/00359/AMt9/

'Meet No7 Datel13/82-.ALC4/2018

114012019

ｄ．Ｓｔａｔｕｓ‥̈
Decision: Deferred for comments of TE

|
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RA concemed may take further nccessary action as per above decision ofNC

Case No.:465/13/82-

Al′ C4/2018

Palty Namc:MOREPEN     Mcct Nor7Datc:13/82‐    Status:

LABORATORIES LTD,    ALC4/2018         1Approved
14012019

1477
1

HQ Filc             RLA Filc            Lic No Datc:0510408665
:01/82/050/01443/AM19/       :05/24/040/00470/AM19/      28112018

Decision:Thc Commitcc considcrcd thc casc as pcr agcnda in thc prcscncc of Tcchnical Expcrts and in thc

light ofearlier decision taken by NC in its Meeting No. 5/82-ALC4l20l5, dated 25.06.2015, it was decided

to ratiry the ad-hoc input output norns under para 4.7 of HBP as per details below or as applied by firm

whichever is lower:-

Export product Exp
Otv

SI No lmport items Qv Allowcd
Kg

Rosuvastatin Calcium
lkg

1 Tcrt-butyl-2-((4R,6S)-6-(E)-2-(4 (-(4-

fl uorophenyl)-6-isopropyl-2-[N-methyl
(methylsulphonyl) aminol pyrimidin-5-

yl) vinyl)-2,2-dimethyl- 1,3-dioxane4-yl)

acetate

1425

2 Mcthanol 253

3 Tcrt-butyl methyl cthcr (MTBE) 079

RA concemed may take further necessary action as per above decision ofNC'

Methanol 4285

4 Mcthyl tcrt― butyl cther(ヽ 1201) 1 145

Tetrahydrofumn 0542

6 Methylcnc chloridc 1414

7 Diisopropyl cther 0754

Case No:205/13/82-

Al.C4/2018 鱚
罐
師 |

HQ Filc

:01/82/050′01183/Aヽ119/

RLA Fllc

33/2″

“

υ00013/AM19/

Lic No Datc:3310030498

７

‐

‐

‐
・‐４

‐

‐

‐

Decision: The Committee considercd the case as per agenda

was decided to ratiry the ad-hoc input output norms under

applied by firm whichever is lower:

Expon product Otv SI No Import items Qty. allowed

Vancomycin Hydrochloride
(Sterile)

l kg 1 Vancomycin HCL(NON
STERILE)

1 01 kg

| IRAconcemedmり takc hrthcr necessary¨
`onぉ
perめwe dcddon ofNC

「

|

―

・
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Pa●y Name:FRESENIUs    Mcct No Datc:13/82‐

IKAB1 0NCOLOGY LIMITED 
‐
ALC4/2018
14012019

1麒硯薦
~腋
淵1“Я餌∝77

ldetails below or as applied by firm whichever is lower:
Exoort Product

Injcctions 600mg/60m1, 450mg/45m1, l5Omg/l5ml and 50mg/5mt

＆

Ｎ。

Impon Itcms For export of I No. Injection
(Quantity in gms)

600mノ 60 ml 450 rnノ 45 ml 150mノ 15 ml 50mノ 5 ml
1 Platinum(SpOngc
Powdcr)
Purity:999%

0384 0280 0098 0029

2 1,1‐Cyclobutane

DicarbOxylic Acid

Puriけ:NLT98%

0306 02295 00765 00255

I Rubber stOppcrs fOr  ~~~

Pharmaccutical Use WPs

S10-F4514432/50G B240
WESTARRS/SPo6
Rubbcr StOppcrs 20mm
dia fOr glass bOtucs Relevant as pcr packing policy

4 Glass Bottles Antibiotique
100, Clear Glass Type l,
Neck Finish
rso836220,0.
Moulded Glass Bonlc
l00ml capacity.

|

RA may take appropriatc action as per the decision ofNorms Committee

日
「
∃

480

No:467′13/82-
4/2018 「咄:癬甜ど[脊  艦:漱TCBだか

|                          :14012019

IRLARb
:05/23/040/00387/AM19/

authority
n: The commincc considered case as per agenda and in consultation with technical authorityin meeting dccidcd to ratify norms on repeat basis under para 4.7 ofHBp as per details berow or asby firm whichevcr is lower:

Export product Exp

Qty

SI NO Impon itcms Qty al10Wcd
in kg

:



CEFUROXIME USP/BP/1P/1P
Power

l Kg l D-7ACA(Deacctyl-7-
aminocephalospomnic acid)

0752

2 (Z)‐2 Methoxyimino 2(負 ,1‐2-

yl)aCCtiC acid aIIlmonium salt

(SMIA〕

0700

3 Phosphorous
Pentachloridc(PCl5)

0784

4 METHANOL 305

5 Mcthylcnc Chloride
つ
４

6 CHLOROSULPHONYL
ISOCYANATE(CSI)

053

7 ACETONE
8 TETRA METHYL
GUANlDINE

0215

9 DIMETHYL ACETAMIDE
(DMAC)

194

ETHYL ACETATE 184

1-

ACETOXYETHYLBROMIDE
(AEB)

059

ACTIVATED CARBON 0100

149

RA concemed may take further necessary action as per above decision ofNC

Case No.:466/13/82-

ALC4/2018
Party Namc:DCM SHRIRAM
INDUSTRIES LTD,

HQ Fnc               RLA Filc■
'マ ' ``■

                            ・ ~` ● ^● ●‐

:O1/82/050/01444/AM19/      105/23/040/00376/AM19/

Decision: Deferred for comments of TE

ｄ一ｍ̈

P
I

06122018

Case No:474/13/82- Pany Namc:PAYAL
POLYPLAST PRIVATE
LIヽ41TED

FMcctNo/Datc 13/82

ALC4/2018

HQ Filc

101/82/050/01452/AM19/

ALC4/2018
14012019

RLA File Lic No′ Datc:0510408987 Dcfcr
19122018:05/24/040/00511/AM19/

Decision: ihc Commiitee considcrcd the case as per agenda and in thc light of carlicr decision taken by

NC in its 6/82 mccting datcd 26.07.2018, it was dccided to ratify thc ad-hoc input output norms undcr para

4.7 ofHBP as pcr dctails bclow or as applicd by firm whichcvcr is lowcr:

Export product Qty Sl No Import itcms Qtv.
allowcd

PLASTICIZER     (PVC)

(DOTP)

l kg 1 PURE TERA PHTHALIC
ACID

0 3797 kg

2 2 ETHYL HEXANOL 0 700 kg

RA -ay tak" uppropriate action as per the dccision of Norms Committcc

l

―
―
―
―
―
コ
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Manual cases

（
　

ヽ

Case No B_1

M No    13/AM19
Datc     14 01 2019

Mた AMI Organics Limitcd Ltd
F No 01/82/050/00411/AM19′ 1)ES―III
F No 01/82/050701498/AM16′ DES‐lH
F No 01/82/050/00404/AM17′ 1)ES― III
F No 01/82/050Ю 0589/AM18′ 1)ES-lII
F No 01/82/050/01177/AM 181DES― III

RLA No 52/24/040/00035 AM 16
RLA No 52/24/040/00064/し Mヽ16
RLA No 52/24/040/00018/AN117
RLA No 52/24/040/00o19/AM18
RLA No 52/24/040/00056/AM18

Adv Auth No 521004161l dtd 14 08 2015

Adv Auth No 521004171l dtd 15 12 2015

Adv Auth No 5210041937 dtd 20 06 2016

Adv Auth No 5210042319 dtd 26 07 2017

Adv Auth No 5210042461 dtd 22 12 2017

Decision: The Committec re-considered 
""se 

at
patent No. 4' 465,683 in support of their request for enhancement of norms. The committee deliberitcd on the matter
and inline with US Patent, it was decided to reyise the ad-hoc input output norms in respect of aboye mentioned
advance authorization under para 4.7 ofHBp as under:

Export Product Export
Quantity

S No Import Product Quantity Allowed

1,2,4‐ TRIAZOLO(4,3a)PYRIDIN―
3(2H)OnIE-98%MIN

l Kg

1

SEMICARBAZIDE
HCL-990/。 MIN
Tcch Spcc :Powdcr

2 806 kg

2
2-Chloro Pyridinc
Tech.spcc : Liquid

1 37 kg

3

Mono Ethylene Glycol
Tcch Spec.: Liquid 1 45 kg

the decision of Norms Comminee.

Case No B-2
M No    13/AM19
Date      14 01 2019

M/s AMI Organics Limltcd Ltd

F No 01/82/050/CX1467/AM14

F No01/82/050/00954/AM18
F No 01/82/050/01125/AM14

F No 01/82Ю 50/00505/AM18
RLA No 52/24/040/00o15/AM14
RLA No 52/24/040/00017/AM14
RLA No 52/24/040/00o31 AM14
RLA No 52/24/040/00o20′ちへよ118

Adv.Auth. No. 52 t0040038 dtd.30.07.2013
Adv Auth No 5210040150 dtd 05 09 2013
Adv Auth No 5210040368 dtd 31 10 2013
Adv Auth No 5210042320 dtd 26 07 2017

Decision: The Comminee r"-"on"td"
experts present in the meeting, it is noted that, thc firm has given reaction mechanism for sotuotysi, iea"iion *f,i"t is
a special type of nucleophillic substitutiOn  Besides thc flnn has ciariflcd fOHllatiOn Of dimcr in the rcactiOn thercby

rcducing the mOlar yield Of 42%  Accordingly,thc cOnllnittec  dccidcd tO revisc the ad―
hOc input output nOnms in

respcct Ofabove mcntioned advancc authorizatiOn undcr para 4 7 ofHBP as undcr:

action as per the decision ofNorms Committce.

小 gNOACETALDEHYDE
DIMETHYL ACETAL
98%MIN

CHLOROACETALDEHYDE
DIMETHYL ACETAL
98%ヽlIN

Export Product Qty SI
No

lmport items Quantity allowed

lkg 1 2 82 kg
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ヽ

Casc No B-3
M No    131ぷ 19
Datc     14 01 2019

M/s AM1 0rganics Limitcd Ltd

F No 01/82/050/01035/AM16/DES― III

F No 01/82/050/01451/AM177DES― III

RLA No 52/24/040/00036/AN116
RLA No 52/247040/00076/AN117

Adv Auth No 5210041615 dtd 21 08 2015

Adv Auth No 5210042176 Datcd:10022017

Decision: The Committcc re-considercd casc for revision ofnorms as per agenda and in thc prcscncc ofthc tcchnical
cxpcrts, and in line with carlier writtcn comments of Department of C&PC vide U.O.No. 14010/2/20l4-Ch.ll dated

21.10.2015 and with 75% rccovcry of Mcthylene Chloridc (solvent), it was dccidcd to rcvisc the ad-hoc input ouQut

norms in respect of abovc mentioned advancc authorization under para 4.7 of HBP as per dctails below or as applied

by firm whichever is lowcr:

Export Product Export
Ouantity

S

No
Import Product Quantity

Allowcd

3,4 DIHYDROXY 5 NITRO
BENZIL DEHYDE-99%min

l Kg

l

VANILLINE-9950/O min
Tcch spcc:,OWdCr

1 588 kg

2
Methylcne Chloridc
Tcch Spcc. : Liquid

2 40 kg

3 DI METHYL FORMAMIDE-995%
Tcch Spcc:Liquid

3 17 kg

RA mav take aDDrooriate action as per the decision of Norms Committee.

Casc No B-4
M No    13/心

`19Datc      14 01 2019

M/s DEEPAK NOVOCHEM TECHNOLOGIES LTD
FNo 01/82/50/00630/AM 167DES III

RLA F No 31/83/040/00144 AM15 Adv Lic No 3110065235 Datcdi28 01 2015

@agendaandasperearlierdccisiontakenbyNCinits2/82mectingdated
16.05.2018, it was dccidcd to ratifu thc ad-hoc input output norms under para 4.7 ofHBP as pel details bclow or as

applicd by firm whichcvcr is lowcr:

Export Prcduct Qty SI No Import itcms Quantity allowed
ks

TETRA METHYL BISPHENOL F l kg 1 2,6 xylcnol 0 986 kg

RA conccmcd may takc flnhcr ncccssary ac● on、

Casc No B-5
M No    13/AM19
Date      14 01 2019

RA conccrncd may takc further

M/s Makson lndustries PЙ  Ltd

F No 01/82/50/451/AM15/DES IH
RLA F No 03/95/40/994/AM14
Advancc Liccncc No 0310776907 dated 03 04 2014

action as pcr above decision ofNC

gcndaintheprcscnccofthetcchnicalexperts,andaspcI

wrirtcn comments of O/o Devclopment Commis;ione; (MSME) chcmical Division vidc O.M. No. 231212014-

き籠品t:rl:;i:I:l littlio5'017,I was dcddcd ib amcnd the cxpOn product dcscHplon to bc rcad as

鵬 :溜l猟 出ヽ獄盤群lttSb器鷺総 iでi刷ユ:lld51∬」T,選∴γユ駆二誦
rcrnain samnc
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Casc No B6
M No    13/Aヽ 419
Datc     14 01 2019

M/s KOPRAN uMITED
F No 01/82/050/01200/AM15/DES I‖

F No 01/82/050/01199/AM15/DES l‖

F No 03/94/040/00200/AM15

F No 03/94/040/00545/AM15

Adv Auth No 0310789045 dated l1 09 2014

Adv Auth No 0310788934 dated 09 09 2014

Dccision: Thc Committcc rc-considcrcd case as per agcnda and in thc prcscncc ofthe tcchnical cxperts, it was

decided to fix the ad-hoc input output norms in rcspcct of abovc mentioncd advancc authorizations under para

4.7 ofHBP as pcr details below or as applied by firm whichever is lower

Export Product Export
Ouantiw

S No Import Product Quantity Allowed in
ks

PREGABALIN
l Kg

1 ISOVALERALDEHYDE 272
つ
ι CYANOACETAMIDE 533

3
UREA(TECHNICAL
GRADE)

376

4 CHLOROFORM 577

5
ISO PROPYL ALCOHOL
(IPA)

179

6

R(+)A―METHYL BENZYL
AMINE OR(R)-1
PHEhlYLETHYLAMINE

0114

RA conccrncd may takc furthcr ncccssary action as pcr abovc decision of NC

M/s SIDDHARTH
CARBOCHEM PRODUCTS LTD
F No 01/82/050/00544/AM18/DES I‖

Casc No B‐ 7
M No    13/AM19
Datc     14 01 2019

Adv Auth No 0310814958 dated 01 08 2017

Adv Auth No 0310816783 dated 03 11 2017

F No 03/95/040/00565/AM 18

F No 03/95/040/00362/AM 18

Decision: Committee re-considcred the cases as pcr agenda. Thc rcpresentative of the firm appeared for
personal hcaring before thc Norms Committce and stated that thcir itcm of cxport is diffcrcnt fiom other
manufacturer, since their cxpon product is Phenol fiee used for flavor and fragrances. The firm has also given
the quantity and value of rccovcrable import itcm in manufacturing proccss. The committec after dctailed
delibcration on the maner dccidcd to revisc thc norms in respect of above mentioncd two advancc authorizations
under para 4.7 ofHBP as per dctails below:-

METHYL SALICYLATE
(MrN 99%)

1 1715 kg

Not allowcd as firm has

Note: RA Mumbai is rcqucstcd to check thc nil Phcnol content in Ccrtificatc of Analysis (COA) of
at the time ofredemption and take further ncccssary action as per thc abovc decision of NC.

2. No rcpcat licence is allowed on above norms
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Casc No B-8
M No    13/AM19
Datc      14 01 2019

M/s Satya Dccptha Phannaccuticals Ltd,Hydcrabad

F No 01/82/050/00901/AM17/DES‐ IH

Sub」 cct Rcqucst of M/s Satya Dccptha Pharmaccllticals Ltd,Hydcrabad for rc宙 sion of adhoc norms for the

``(lS,4R)4-[(2-AMIN0 6-CHLORO-5-FORMAMID0 4-PYRIMIDINYL)AMINO12 CYCLO PENTENE l―
METIIANOL''in rcspcct of23 advancc authorizations as dctails givcn bcloゃ v:―

HQ Filc No.

09/24/40/513/AM120910051113dt 03022012 01/82750/1450/Aヽ412

09/24/40/00009/AM1301/82/50/187/AM160910052284 dt 24 04 2012

01/82/50/1237/AM13 09/24/40/394/AM130910054339 dt 19 11 2012

0910055393 dt 15 03 2013 01/82/50/167/AM14 09/24/40/563/AM13

01/82750/673/AM140910056373 dt 18 06 2013 09/24/40/102/AM14

0910057666 dt 24 09 2013 01/82/50/289/AN415 09/24/40/297/AM14

01/82/50/1212/AM 140910058278 dt 21 11 2013

0910058730 dt 26 12 2013 01/82/50/101/AM15

01/82/50/970/AN4150910059648 dt 27 03 2014 09/24/40/6657AM 14

01/82/50/1044/AM150910060758 dt 30 07 2014 09/24/40/2121ヽM15
0910061153 dt 29 10 2014 01/82/50/1327 AM15 09/24/40/4141ヽM15
0910061584d1 04022015 09/24/40/615/AM15
0910061793 di 30 03 2015 01/82/50/100/Aヽ116 09/24/40/711/AM15

01/82/50/931/2ヽ 4ヽ160910061944d1 29042015 09ノ24/40/35/AM16
0910062273 dt 01 07 2015 01/82/50/1243/AM16 09/24/40/193/AM16

0910062527 dt 21 08 2015 01/82ノ50/1194/AM16
01/82/50/12387AM160910062672 dt 05 102015 09/24/40/397/AM16

0910063149 dt 22 01 2016 01/82/50/245/Aヽ417

01/82/50/901/AM170910063921 dt 14 07 2016

0910064235 dt 06 10 2016 01/82/50/1166/AM17
0910064769dt 03 03 2017 01/82/50/164ノ AM18 09/24/40/647/AM17

01/82/50/768/AM180910065014d1 09052017

01/82/50/817/AM180910065200 dt 22 06 2017 09/24/40/173/AM18

Dccision: The Committcc considercd the cases as per agcnda for revision of norms in rcspect of above mcntion
23 advancc authorization. It is noted that RA Hyderabad has forwardcd thc firm's requcst along with certificate
from thc Ccntral Excisc Authority ccrtirying past production consumption data. The committcc delibcratcd on
the mattq in thc prcscncc of tcchnical cxperts and it was decidcd to rcvisc / allow thc norms as pcr the
production consumption data ceflificd by thc Ccntral Excisc Authority for relcvant export import item
mentioned above as pcr their advancc autho zation undcr para 4.7 of IJBP. Thcsc norms arc allowcd for
redcmption purposc and onc timc basis only. No rcapcat liccnce is allowcd.

Export Prcduct Export
Ouantity

S No Import Product

(lS、 4R)4[(2-AMINO-6-CHLORO―
5-FORMAMIDO-4-
PYRIMIDINYL)AMINO1 2 CYCI´ 0
PENTENE l―METHANOL

l Kg
1

N(2-AMIN0 4,6‐ DICHLOR0 5-
PYRIMIDINYL)FORMAMIDE

2 (+)‐2-AZABICYCLO12,2,1]HEPT 5-ENE‐
3-ONE(Vince Lactam)

3 D(―)TARTARIC ACID
4 SODIUM 130ROHYDRIDE
5 PYRIDINI:
6 ISO PROPYL ALCOHOL
7 METHANOL

B DICHLORO METHANE

action as pcr thc dccision of Norms Committce.


