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Office of Directorate General of Foreign Trade
New Delhi 110003

Para 4.7 Decision

Meeting No. 06/8212018 of 2018-19 dated 26.07.2018 (actually held on 29.08.2018 and 07'09.2018)

consideied the cases/issues under Duty Exemption Scheme (Chapter-4) of Foreign Trade Policy,2015-20

perraining to Chemical and Allied products faliing under Chapter 29 and 30, held under the Chairmanship of

Shri A.K Srivastava, Addl. DGFT, Udyog Bhawan, New Delhi.

Following members were Present:-

Shri Nirmal Kumar, Dy. Director General of Foreign Trade

Shri S.K. Panigrahi, Economic Officer
Consultant, Technical Expert Pharmaceuticals

Consultant, Technical Expert Chemicals

The committee wentthrough the minutes of earlier meetingNo.05/82/2018 of 2018-19 dated l9'06'2018

(actually held on 26.07 .2018, I 6.08.201 8 and I 7.08.20 I 8) and approved the same

ⅣlEETING NUMBER :6/82‐ ALC4/2018 MEETING DATE:26.072018

‐
Case No.:419/4/82-ALC4/2017 Party Name:MEDICAMEN
I                    BIOTECH LTD.,

IHQ File

101/82/050/00427/AM18/

IMeet No/Date:6/82-

ALC4/2018
26072018

Status:
rApproved

‐RLA File

105/24/040/00062/AM15/

ILic.No/Date:0510386899
‐20.05.2014

「
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IIII:こ五
・
eII:I:‐ IIJ tt was decided to rJi～ the ad―hOC input output norms under

' in the presence of the

para 4.7 of HBP as Per

ldetails belol or as applied by arm whichever is lower:

.RA 
conc-erned maY 

lake 
further necessary action as per above decision of NC'

,Case No.:23114182-AL,C4t20tl7 P;arty Name:SCOTT-EDIL ,Meet No/Date:6182-
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Export product 豊11」lf里:[  1置 ly・ albWed kg

Status:
Approved

282.73  mg/per
tablet

PhenoxymethYlPenci ll in

Potassium (Pencillin V

Potassium) BP/CP/USP
- (Powder Form)

Tabtets Phenoxymethylpencill in 250mg'

Each Tablet Contains :

Phenoxymethylpencitlin Potassium BP eq'

to PhenoxymethYlPencillin 25

fabtett Phen".ymethylpencillin 250mg'

Each Tablet Contains :

Phenoxymethylpencillin Potassium BP eq'

to Phenoxymethylpencil lin 250mg.



Cephalexin oral Suspension Bp
l25mgl5ml,60ml Bottle (each 5ml
containing Cephalexin
Monohydrate equivalent to 125 of
Cephalexin)

Numbers

RLA File

Cephalexin
Monohydrate Ip

IM8`:ヽも/Dttiさ七′め」
‐ALC42018
26.o72018

Ёiし 6ヽ′5五iま bζ i6b"l`4

1650 mg/60 ml

bottle

,P$ goncerne! may take fufiher necessary action as pel above decision of NC.
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ExpOrt product  ~

全里望と,ec■ l un“■ c

Exp.

Qty

SI.No. lrnpOrt items
Qty.al10wed

kg
lkg じ‐1l AIcOhOl

1.67

,今 Taytake apprOpttate actiOn as p,「
:',deCiSiOn of Norms COmmた tee

Export product
Exp.

Qty.

SI.No. impOrtitems
Qty. allowed

kgMTF In,ρ rm。
lkg 1 EthylLactate

Ethylacrylate

0.82

0.70

RA 
1aV 

take appropriate action as per the d_e9i]on oj.ruorms Committee

Case No. : 98 /20 /82_ iLi ittZO I i, nu.ry Nur", pnps pN t US KA BI
ONCOLOGY LIMITED :Status:

;Approved
HQ File

2
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|:01/82/050/01681/AM16/    1:05/23/040/00338/AM16/

IDecisio■ :Comnlittee considercd case as per agenda and

ltechnical experts and l was decided to ratitt the ad_hoc

idetdls bdow or as applた d by nrm whtheverisloweE

31 12.2015

deliberated on the matter in the presence of the :

input output norms under para 4.7 of HBP as per'

Qty. allowed

kg

Relevant as

per packing

policy

RUBBER STOPPERS
FOR
PHARMACEUTICAL
ARTICLES USE WPS
S10‐F4514432/50G B240
WESTARRS/SP06
Rubber Stoppers 20mm

dia coated‐ for glass

18967.000

Nos.

Irinotecan Hydrochloride
Injections 500mg.

VADIN30R 30 ML ISO
TYPE I TUBULAR
GLASS VIAL,20MM
CRIMP NECK
Glass vials,30ml

20 871 kgCAMPTOTHECIN.

48.115 kg10DOBENZENE
DIACETATE.
Melting Range:158 to

SILICA GEL.
Moisture Content:NMT
60/0

Relevant as

per packing

policy

RUBBER~STOPPERS
FOR
PHARMACEUTICAL
ARTICLES USE WPS
S10¨F4514432/50G B240
WESTARRS/SP06
Rubber StOppers 20mm

dia coated― fOr glasS

27347.000

Nos.
lrinotecan HYdrochloride
Injections 300mg.

VADIN30R 30 ML ISO
TYPE l TUBULAR
GLASS VIAL,20MM
CRIMP NECK.
Glass宙 alS,30ml

18 056 kgCAMPTOTHECIN.

10DOBENZENE
DIACETATE.
Melting Range:158 to

160         _
SlLICA GEL.
Moisture Content NMT

3

:

Sl.

No.

Export product Exp. Qty. Sl.No. Import items

2

4

64.725 kg

|

つ
４

4 41.624 kg

60/o

56.00 kg



VADIN20R 20 MLISO
AMBER TYPEl
TUBULAR GLASS
VIAL,20MM cRIMP
NECK.
Glass via1 20 ml capacity.

Relevant as

per packing

policy

Irinotecan Hydrochloride
Injections 100 mg.

194878000
Nos. Assay:NLT 95%

IODOBENZENE
DIACETATE.
Melting Range:158 tO

160.

SILICA GEL. 139.338 kg

RUBBER STOPPERS
FOR
PHARMACEUTIcAL
ARTICLES UsE WPs
S10-F4514432/50G B240
WESTARRS/SPo6 0R
1242W1888/GREY
WESTAR RS SIL l_
Rubber stOppers 20■ lm

:艦
団‐断」鶴

Relevant as

per packing

policy

VADIN6R 6 ML ISo
TYPE I TuBuLAR
GLASS vIAL 20MM
CRIMP NECK.
Glass via1 6 mi capacity.

Irinotecan Hydrochloride
Injections 40mg.

59328.Ooo

Nos. Assay: NLT 95%
5.472 kg

IODOBENZENE
DIACETATE
Melting Range: 158 tO

160.

12.614 kg

16.970 kg

RUBBER STo面
FOR
PHARMACEUTIcAL
ARTIcLES usE WPs
S10-F4514432/50G B240
WESTARRS/sPo6 0R
1242W1888/GREY
WESTAR RS SIL l_
Rubber stOppers 20mm

:搬“
にb」喘

Relevant as

per packing

policy

VADIN6R; M.ISO
TYPE I TuBuLAR

4



CRIMP NECK.
Glass Via1 6 ml capacity.

l

IRA maytake appropHate action as perthe decision of Norms Committee

|

|

ICase No.:476/4/82‐

IALC4/2017

1HQ File

覆 面 直
… … … …… ~~FRLA File

|:0ル82/050/00485/AM18/:07/24/040/00120/AM

- eNO iMeet No/Date:6182- ,status:Parry Name:NATURAL
ESSENTIAL OILS PVT LTD 'ALC412018 Approved

26.07.20'18
~IRLA File

‐Lic.No/Datc:0710109705

ltiし 6ヽ′b農

`:σ

ケibiib6ウ恵
|

17/   112.07.2016            1

:01/82/050/00484/AM18/   1:07/24/040/00026/AM17/   125.04.2016        1

1)ecisio■ :Committee considered case as per agenda and deliberated on thc matter in the presence ofthe

‐technical experts and it was decided to ratltt the ad¨ hoc input output norms under para 4 7 of HBP as per

details below or as applicd by flrm whichever is lowcr:

llttt
|ffisonetimebasisandnorepeatlicenceisallowed
I

l_ *o may take appropriate action as per the decision of Norms Committee

1鵠せ霊舶則瞥L性酬 Tα
α紗~'mA"ЮКd

'PVT LTD          126.07.2018

‐ ‐Case No。 :477/4/82¨
| ‐ALC4/2017

,o..l.ioo, co**itt"" considered case as per agenda and deliberated on the matter in the presence of the

,technical experts and iiwas decided to ratifu the ad-hoc input output norms under para 4'7 of HBP as per

rdetails below or as applied by firm whichever is lower:

RA may take appropriate actiOn as per the decision of Norms Comnlittee

‐

９

‐

一

lё :ζ8N8::'i′ fウ/82‐ ALを4/261と

,HQ File

l:01/82/050/00982/AM17/

Party Name:BLUE CIRCLE
10RGANICS PVT.LTD.

IRLA File

l:03/94/040/00548/AM17/

Meet No/Date:6/82-
IALC4/2018

126.072018

1Lic.No/Date103 1 0808830

127.10.2016

Status:
Deferred

Defer Date:

lmport items

Crude Caffeine
(decaffeination from green

coffee) Purity 55.32o/o

Powder

14000 000 kgCaffeine Powder

Crude Caffeine
(decaffeination from green

coffee) Purity 55.32o/o

Powder

Coffee Extracts Powder

10921 kgCrude Caffeine
(decaffeination from green

coffee) Purity 55.32ohCaffeine Powder

Crude Caffeine
(decaffeination from green

coffee) Purity 55.32Yo

Powder
Coffee Extracts Powder

basis and no repeat licence is allowed

5
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rDecision: commitiee .ontia.i"a-.^.,^ p.i agenda and it *ui a".ia"a to &ii torn ir," firm complete 
,Itechnical details as per Appendix 4E along with Chemical reaction, molecular weight and yield on molar j

basis . --o-'- -"- J

1lSt責よ024た
'6メ

Atё4わbiケ ||五■ 』`五ま6歯 iMも S‐5長uGS iMb81ヽ 3/D品 :ひt':
|                    ,PRIVATE LIMITED       :ALC4/2018
1                          ,                          126.072018

HQ File

101/82/050/00232/AM18/
IRLA File ILic.No//Date:0910064446
:09/24/040/00397/AM17/ 107.122016

Status:
tApproved
:

l

I)ecision:COlmmittee cOnsidered case as per agenda and deliberated on the matter in the presence ofthe

lteChnical experts and it was decided tO rati″ the ad_hoc input output nOrrns under para 4.7 of HBP as per

ldetailS be10w Or as applied by Яrm whichever is loweE

Export product Exp.

Qty

SI.No. lmport items Qty. allowed

kg
Daclatasvir

Dihydrochloride I H
lkg 1. 4,4-B is(Ch loromethyl)B iphenyl 1.00 kg

2 BOC― L―Proline(OR)N-30C―
PROLINE

1.15 kg

3 N-(Methoxycarbonyl)-L-val ine ( or )
Moc-l-valine

0.55 kg

4 1-(3-DimethylaminOpropyl)-3-

ethylcarbOdiimide

hydrOch10ride(EDC― HcL)
or EDC_HcL OR N―

(3-
DimethylaminOpropyl)‐ N‐
ethylcarbodiinlide hydrOch10ride

(EDC)

0.60 kg

IRA may take apprOpriate actiOn as perthe decisiOn of Norms COmmittee
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|                    ILABORATORIES LIMITED
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沌
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Mヽ17/   lo4.012017       .      ‐

戚織継螺1騨熱 1隻lr納計協漱濡1霧,1静量:嗅

=ExpOrt product
Exp.

Qty.

SI.No. lmport items Qty. allowed

l kg 1 Isophthalic Acid 0.818 kg

Methanol 0.88 kg

approp百ate actiOn as perthe decisiOn of Norms COmmittee



ICase No.:173/4/82¨ ALC4/2017 Parり Name:OGENE
SYSTEMSINDlA LTD.

IRLA File

l:09/24/040/00535/AM17/

IMcet No/Date:6/82-

:ALC4/2018

126.07.2018

Mect No/Date:6/82-

:ALC4/2018
126.07.2018

Status:
Approved

Status:
Approved

|

鰤
.:01/82/050/00181/AM18/

;Decision: Committee considered case as per agenda and

:technical experts and it was decided to ratifr the ad-hoc

ldetails below or as applied by firm whichever is lower:

Export product Exp.

Qty.

Si.No. lmport items Qty. allowed in

kg

2-Ethyl‐ 3,4¨Ethylenedioxy

thiophenc(Ethyl EDOT)

l kg 1 Diethyl Thioglycolate 2.50

1,2, - Butanediol 2.50

Diethyl Oxalate 2.00

4 Dimethyl forlnamide 1.00

Ethylene dichloride 2.50

6 Methanol 2.00

7 Sodium methoxide solution 4.46

RA may take appropttate action as perthe decision of Norms Committee

|

ILic.No/Date:0910064554 1
105.01.2017             1

deliberated on the matter in the presence of the

input output norms under para 4.7 of HBP as per

ICase No.:229/4/82-ALC4/2017 ' Parり Name:AAP PHARMA
TECHNOLOGlES INDIA
PRIVATE LIMITED

鴻脱 jO二;鳥lj胤ち濡01魔 11彙
li二∬WilllTllle品:も
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ま61l ё8綿1お
`t8hζ
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techHcJ expeis and tt Was dedded tO rati,t,C ad_hOC mput output noms under para 4.7 ofHBP as pel
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lAetaits 

below or as applied by firm whichever is lower:

Export product Exp.

Qty.

SI No. lmport items Qty. allowed

Tert-Butyl ((5S, 1 0R,Z)-5-amino-9-

Fmoc amino- I 3, I 3-dimethYl-3,6-

dioxo- l, l, I -ffiPhenYl-7, I 2-dioxa

-2,8 - dtazatetrade c - 8 - e n - I 0 -

yl)carbamate (CNOH-4)

l kg 1 Fmoc― Asn(Trt)‐ OH(N―

Fmoc,N― Trityl L― Aspargine)

1.20 kg

2 Boc― Ser(tBu)-OH
0 75 kg

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

iCase No.:72/4/82-

IALC4/2017

IPatt Name:KOPRAN
IRESEARCH

IMcet No/Date:6/82‐      Status:       ‐
‐ALC4/2018         ‐Approved
26.07.2018            1             1

lLic.No/Datc:0310810717

24.01.2017            .

とも168:表さ

`8h tl18 hl18FFthc l:8ζ

thしともrti81

input output norlns under para 4.7 of HBP aS per.115

|~~~               ILABORATORIES LTD
I      _    ‐ ‐   ― ‐  ‐

:鰊饒 ぶま脳 lttwla
l脚F籠1∬Fr器胤∫群‖1ll認期∬llC

Ｓ‐
．
Ｍ

Export Product Qty. Sl.

No.

Import Product Quantity
Allowed in kg

1 CLARITHROMYCIN l kg l CLARITHROMYCIN 0.2778

7

ヘ

′

‘

～

‐

…

そ



GRANULES 27.5%
つ
４ ACETONE 1.00

2

CLARITHROMYCIN
GRANULES 33% l kg

3 CLARITHROMYCIN 0.3333

4 ACETONE 1.00

CLARITHROMYCIN
GRANULES 40% l kg

CLARITHROMYCIN 0.404

6 ACETONE 1.00

4

CLAⅢTHROMYCIN
GRANULES 42% l kg

7 CLARITHROMYCIN 0.4242

ACETONE 1.00

CLARITHROMYCIN
GRANULES 43% l kg

9 CLARITHROMYCIN 0.4343

10 ACETONE 1.00

:|ハ

RA may take approprirt" r.tion

ICase No.:71/4/82-ALC4/2017 Paty NameiFERMENTA

:                    IBIOTECH LTD
IMきまヽ もあ慶

`:`,821   1Stitit: ~ |IALC4/2018         1Annrnvorl  l
,Status:

Approved :

il

10File‐
~~~lLA品 ―― 靴Kぷ |

ZO.U/.ZU16             1           :

Liti｀ 3/Dliよ bbi08ibをb41~ 
¨‐~|

:01/82/050/00079/AM18/   1o3/94/040/00970ハ M17/   131.01.2017      1     :

鋼鋼i鰯勲椰 :駕臨藉濡漱 :壷∴■
16 1

1

|

eat-vr t t otLy r\arnc;lvl y LAN ,Meet No/Date:6/g2_ tstatus:
:LABORATORIES LIMITED '}.LC4/2Otg ;Approved, :26.0j.2019

HQ File RLA File Lic.No/Date: OgtOO646t7:01/82/050,100 t 57lAM l8/ ,:0924040/O}574tAMtl t 31.01.2017

嶽轟鯨i搬鯰∬鷺鞠轟驚襲鴇漱鳥轟

Export product Exp.

Qty.

SI.No. Import items Qty.al!owed

O.0255 kg
ErgOcalciferol oral sOlutiOn UsP

(Vitamin D2 1.O t0 4.O MIu in

Edible Oil_

Soyabean/COm/Arachis/McT Oil)

lkg 1. Ergocalciferol (Vitamin D,

IRA may take apprOpriate actiOn as perthe decisiOn of Norms cOmmittee

lci:き 8ヽ::i49/4′ j2-ALё4/,biケ |五:し :ヽ鳥

`IMヤ

LAヽ  ~   IMももiヽ。/bit`16/患うL´
~~||:嘉

::::~ |

Export product
Exp.

Qty.

S!.No. lmport items Qty. allowed in

kgLUMEFANTRINE
l kg 1 2,7-Dichloro-9H-Fluorene 0,76

Sodium Borohydride 0.06

Di-Butylamine 0.50
4 p-Chloro Benzaldehyde 0.3476
5 Activated Carbon fCeCa

ENO PC)
0.011

7 Methylene Dichloride 3.24

17

8



8 Dimethyl formamide 1.30

9 n-Heptane 177

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

|  ICase No.:184/4/82‐ ALC4/2017 Party                lMeet No/Date:6/82-    Status:   
‐

l  iCaseNo.:184/4/82‐ ALC4/2017 Party                Meet No/Date:6/82-    Status:
|  |                   INamelM R.LABORATOARIESIALC4/2018         1Approved
l  I                    PVT LTD              26 07.2018

1 1HQFile              RLA File             lLic.No/Date:0910064621
1  1:01/82/050/00192/AM18/       :09/24/040/00544/AM17/      131.01.2017

1 :Decision:Commitee considered case as per agenda and deliberated on the matter in the presence ofthe

1  ltechnical experts and it was decided to ratitt the ad―
hOC inpllt output norms under para 4.7 ofHBP as per

l ldetJIs beЮ w or as apメたd by im whchever ζ bwer

押 Export product Exp.

Qty.

SI.No. lmport items Qty. allowed

kg

DICLOFENAC PELLETS 400/O lkg Diclofenac Sodium BP/USP 0.404

Ethyl Cellulose NF Grade 0.035

3 Isopropyl Alcohol 1.00

I  RA may take appropnate action as perthe decision of Norms Committee 鳳

I Cur. No.iiAZalSi:-trCtnOn Party Name:COVALENT Meet No/Date:6182- 'status:

:LABORATORIESPRIVATEALC4l2}lS.Approved
' LTMITED ,,26.07.2018

蝸 島児5υ剛 %法m8'~瑶 淵 :OЮ
“
%/蘇;~~澪 雰 PЮ ““

ζ
・ :…

~

` 158ふ

:1611‐ё6丼鴇lilももとも五ξidei`a taζ
`is pei agenda ind a`1も

とぉ18d On the matter in the presence of the

l ltechnicd expers and h was decidedto rttltt the ad_hoc hput output norms under para 4.7 of HBP as per

l  letailSbelow Oras appliedby flrm WhiCheveris lower:

|  | 1   :   :             l       l
Export product Exp.

Qty

Sl.No. lmport items Qty. allowed in

kg

Cefuodoxim Proxetil l kg 1 D‐7-AMINO
CEPHALOSPORANIC
ACID(D-7-ACA)  _

0.708

2 2‐ Mercapto‐ Benzothiazol―

2-Aminothiazole‐ 4yI¨

Methoxyimino Acetate

(MAEM)     ___

0.8378

Dimethyl Carbonate (DMC) 1.60

4 1,1,3,3,― tetramethyl

Guanidine(TMG)

0.189

Methanol 4.00

6 Methane sulfonic acid 0.45

Acetone 1.41

8 Trimethyl
orrhoformate(TMOF)

0.70

9 Dilnethyl Acetamide

rDMAC)
235

10 Toluene 2.22

9
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i RA may take appropriate action as per the d".irio, oiNor--i6--rilE

ICase No.:190/4/82-ALC4/2017 1Parり Name:DISCOvERY
INTERMEDIATES PvT LTD.

101193掲5900198/AM18/  1‰ち月liO/00547/AM17/

,Mect No/Date:6/82-

IALC4/2018
126.07.2018

1Lic.No/Date:0910064659
107.022017

:Status:

IReiect

observed that no details

l~~~

Decision: Committee
' Chemistry MolecularI 'case.

considered the
weight as per

case as per
Appendix 4E

agenda and it has been
and past production. It was decided to reject the j

‖7171攣:鰐
魔翻げⅢl‐‐~  ~ ILibiヽ
も′bi18:bbib恵 1114」 |:01/82/050/Ooo76/AM18/   1:o3/94/040/01oo5/AM17/   

‐13022017        1

菫織拙踊繊寂寵姜螂:需11需漱濡漱十壷臨

21

Sodium lodide 0.28

Activated Carbon 0.100

SI.

No

Export product Exp.Qty. SI.No.

1.

lmport items Qty. allowed

kg
GLIPIzIDE EXTENDED―
RELEASE TABLETS lo

MЪ』::℃冒背|;躍ξIS①

83402400.ooo

Number
GLIPIZIDE USP 850.07

EASTMAN(TM)
CELLULOSE
ACETATE(CA 398-

興 P)

2064.2

3 SENTRY POLYOX
WSR N80FP NF

12911.5

４

　

一
１

SENTRY POLYOx
WSR 303 NF

7249.5

NIFEDIPINE PXTENOEO-
RELEASE TABLETS USP.
30 MG. Each Tablet contains
(i) Nifedipine USp - 30 mg.,

68942460.000

Number

EASTMAN(TM)
CELLULOSE
ACETATE(CA 398-

呻

1445.7

SENTRY POLYOX
WSR N8O FP NF

6806.6

3 SENTRY POLYOX
WSR COAGULANT NF

3260.8

3

|:獣躙TttDy
RELEASE TAB.UsP lo
MG.Each Tablet cOntains(i)

Oxybutynin ch10ride USP_

壁  |

17006803.000

Number

OXYBUTYNIN
CHLORIDE USP

173.5

EASTMAN(TM)
CELLULOSE
ACETATE(CA 398-

呻

420.9

SENTRY POLYOX
WSR N80 FP NF

2632.8

4 SENTRY loLYOX
WSR 303 NF

1478.3

'今

Tay:す ,,PP「 9Pr,t,a,i?P as perthe decisiOn of Norms COmmittee
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I lcase No.:58/4/82- ALC4l20l1 Party Name:OMTECH rMeet No/Date6A2- Status:
: CHEMICAL INDUSTRIES IALC4/2018 Deferred

r PVT.LTD. 26.07.2018

, ,Uq fite RLA File Lic.No/Date:031081 1245 ,Defer Date:
:, ,:011821050/00066/AMl8/ i03l95l040l0036llAMl7l 115.02.2017

22 Decision: Committee considered the case as per agenda and it was decided to give the firm final reminder to

I ,ttr. firm to furnish the following information within l5 day from the upload of minutes of the meeting on .

DGFT website otherwise case will be treated as reject:
Complete chemical reaction molecular weight Structural formula of import and export item

showing %oyieldof every stage of reaction.
Past production consumption data duly certified by Central Excise / GST iii. Calculation sheet to

arrive at the row material

23 1Decision:Committee considered case as per agenda and in the presence of the technical cxperts, l was

l idecided to rati～ the ad― hOC input output norms as applied by the nrm under para 4.7 of HBP one time basis

l ⅢynoКpttH∝ n∝翻owed

1  lThe abOve normsis a‖ owed as one time basis and no repeat:icence is a‖ owed

l lRA may take appropriate action as perthe decislon ofNorms Commi■
ee

Status:
Approved

|  IHQ File              
‐RLA File             lLic No/Date10510401730

1 ::01/82/050/00106/AM18/    ‐:05/24/040/00551/AM17/    121.02.2017        1

14織鳳mtti濡癬濡l鳳霊
andinh tte tt technicJ&“こi線
lpplied by the flrm under para 4.7 of HBP onc tilne basis

l  lnly no repeatlicence a1lowed.

|IRA

ICase No。 :148/4/82‐ ALC4/2017.Parり NameiVINS
I                    B10PRODUCTS LTD｀

IHQ File              ‐RLA File
:01/82/050/00156/AM18/    109/24/040/00622/AM17/

ICase No.:98/4/82-ALC4/2017 Party Name:PANACEA
B10TEC LTD,

whichever is lower:

'Meet No/Date:6/82‐

     IStatus:

:ALC4/2018          ‐Approved
126.07.2018

1Lic.No/Date:0910064689 1

116.022017             1

IMeet No/Date:6/82‐

:ALC4/2018
126.07.2018

Ｆ

Ｉ

Ｉ

Ｉ

，

‥
―
―
―
―
―
っ
Ｆ
ｉ
ｌ
ｌ
‘
―
―
‥
‥
ｉ
ｌ
ｌ
ｌ
‥
・―
―
―
‐―
―
―

may take appropriate action as per the decision ofNorms Committee

ヒ五ζき ふヽli43'4′恵が   |lirtyヽ 五品 :Miё RO LABS MeetNo/Date16/82‐  ,Status:
IALC4/2017          1LTD                IALC4/2018         1Approved
、                       .                         126.07.2018

鸞′

'1憶

::|:il:1'1↓i:/  11:ら

'温

:|:::::11↓
.kaglli:力

lillttlil::|||lli,3ζょ
`ど

もithe
b`まま61:ё 6mふ itteさ c8nsidもreaあs`aζ lerig8nda
iechnical experts and it was decided to rati″

the ad_hoc input output norms under para 4.7 ofHBP as per

details below or as applied bY tirm S

Export product Exp.

Qty.

Sl.No. lmport items Qty. allowed

Amoxicillin and Potassium
Clavulanate 375 mg
( Each tablet Contains Amoxicillin
Trihydrate 250 mg and Potassium

Clavulanate 125 mg)375 kg

Number 1. AMOXICILLIN
TRIHYDRATE
BP/EP/1P/USP

292.63 mg/tablet

DILUTED
CLAVULANATE
POTASSIUM(11

303J73 mg/tablet
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BP/EP/1P/USP

Amoxicillin and Potassium
Clavulanate 375 mg
( Each tablet Contains Amoxicillin
Trihydrate 250 mg and Potassium
Clavulanate 125 mg)375 kg

number AMOXICILLIN
TRIHYDRATE
BP/EP/1P/USP

292.63 mg/tablet

2 DILUTED
CLAVULANATE
POTASSIUM(1.1)
BP/EP/1P/USP

303.773 mg/tablet

RA may take appropriate action as per the decision of Norms committee

Case No。 :63/4/82¨ ALC4/2017 Paty Name:ALTA
LABORATORIES LTD

:HQ File

::01/82/050/00071/AM18/
IRLA Flle

103/94/040/00998/AM17/

Pary Name:ALTA

ILABORATORIES LTD.

IRLA File

103/94/040/00997/AM17/

:Meet No/Date:6/82¨

:ALC4/2018
り6.07.2018

ILic.No/Date:0310811363
122.02.2017

:ALC4/2018

126.07.2018

Lic.No/Date:03 I 08 I I 36 I
22.02.2017

Status:
Approved

=|1)ecisiOn:COmmittee considered case as per agenda and deliberated on the matter in the DreSence offhe

technical experts and it was decided tO ratitt the ad_hoc i
in the presence ofthe

'Lelrr,Iv4r g^PEItsallul[wasoecloeotorattrythe_ad-hocinputoutputnormsunderpara4.T 
ofHBpasper

,rU ,details below or as applied by firm whichever is lower:

RA may take apprOpriate actiOn as perthe decisiOn of Norms COmmittee

iCase No.:64/4/82¨ALC4/2017

1HQ File

101/82/050/Ooo72/AM18/

Status:
Approved

Decision: Commiftee conside-red case as per agenda and deliberated on the matter in the presence of thetechnical experts and it was decided to ratify tle.ad-hoc irprt ortput norms under para4.7 of HBp as per
27 details below or as applied by firm whichever is lower:

| IRA may take apprOp百 ate actiOn as perthe decisiOn Of Norms COmm■ tee

Export product

Export product

METHYL PARABEN

Propyl Paraben

lcaξ t N`:li患 1/4/8う :ALむ4/20iケ
|卜
any｀:ふさibttittiAヽ十ji6
IPHARMA PRIVATE
ILIMITED

,Meet No/Date:6/82‐

:ALC4/2018
126.07.2018

Status:
Deferred

128‐ HQ File RLA File
:01/82/050/00189/AM18/

Decision:

Lic.No/Date:091oo64725 lDefer Date:
|:09/24/040/Oo561/AM17/ 124.02.2017

per agenda and it was decided tO can the flrnl lbr persOnal
hearing to explain their case.
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~01き
も 3ヽi183ただがALё 4ん前デ |五み ヽふ よёRANjLЁ毯

‐‐
 M“ Iヽ8'5品お′j'1~ ヽ 高tiζ:~:

I                 INDIA LIMITED        IALC4/2018        1Approved l
l                                                     126.07.2018             1          1

■0118  ~ ~ ~IRLA iお
~  ~‐

 tttNo/D読もb0166`4ウう
'‐

|    |
:01/82/050/00191/AM18/     1:09/24/040/00612/AM17/     124.02.2017            1         ‐

IDecislon: Committee considered case as per agenda and deliberated on the matter in the presence of thel

iteChnical experts and l was decided to ratl,the ad_hoc input output norms under para 4.7 of HBP as per'

lRA may take appropriate action as per the decision of Norms committee

Case No.:15514t82-ALC4l20l7 PartyName:oGENE Meet No/Date:6/82- Status:

HQ eii." nfa rit" ,Lic.No/Date:0910064733

:01i82/050/00163/AM18/ :091241040100625lAMlzl :28.02.2017

tDecision: Committee considered case as per agenda and deliberated on the matter in the presence of the

'technical experts and it was decided to raiify the ad-hoc input output norms under para4.7 of HBP as per

r details below or as applied by firm whichever is lower:
:30

Export product Exp.

Qty.

SI.No. lmport items Qty. allowed in

kg

2-Ethyl-3,4¨ Ethylenedioxy

thiophene(Ethyl EDOT)

l kg Diethyl Thioglycolate 2.50

2 Ethylene dichloride
250

:RA may take appropnate ac● on as perthe decision of Norms Committee

ICase No.:37/4/82-ALC4/2017 1Parり Namc:SARNA
ICHEMICALS PVT LTD

i:01/82/050/00045/AM18/

IRLA File

152/24/040/00048/AM17/

IMeet No/Date:6/82-
IALC4/2018

126.07.2018

1Lic No/Date:5210042198
,01.03.2017

Status:
Deferred

Defer Date:

Status:
DeferredICase No.:76/4/82‐ ALC4/2017 lmoま専霊斜憔1も

ё壼咄曽
海

PRIVATE LIMITED       26 07 2018

1鵠既:j::::11話j 塩分鷹
':λ

l:::"~  ・
た`ルb慶よb負 6を liSil be感洗t`:

Mヽ17/      101.03.2017

もttふ

`ii c。

品話轟拠

`t61ふ

at,ta tit tisき at peraLenda and ttWas decded toCan■ Om the nrm

following information :

i) Copy of Drug Manufacturing licence (DML)
ii) Copy Master Batch Formula (MBF)

rdetails below or as applied by hrm whichever is lower:

lmport itemsExport product

(R)-9-(2-Phosphonyl
Methoxy Propyl)
adenine

Tenofovir Disoproxil
Succinate

Chloromethyl Isopropyl
Carbonate

i32

^

Exp. Qty. SI.No. Qty. allowed

l kg 0 769 kg

2 1.3527 kg

:29

IDecision:Deferred for comments of TE
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1.4

iiD Generic name of the import and export item.

,Jhe 
fi1m ha1 adlised to furnish the information within

PRIVATE LIMITED     捻6.07.2018       1     1・ … … Ⅷ…  却J嘉
轟 I両首J「

―

Ⅲ
鋸
1

HQ Fiぎ
…~…… … … … ……

RL罰理
… ……… …… … ……

郷1、
:01/82/050/00088/AM18/   1:03/94/040/01072/AM17/   101.α

Decision: Committee considered the case as per agenda and it was decided to call from the firm
following information :

f) Copy of Drug Manufacturing licence (DML)
ii) Copy Master Batch Formula (MBF)
iii) Generic name of the import and export item.

The firm has advised to furnish the info-rmatign within 15 days, failing which case will be rejected

Case No.:13314182-ALC4l20l7 pafiy Name: GLOBAL Meet No/Dat e:6tg2- Status:
MEDICINES LTD, 'ALC4/2018 

:,lpproveO

HQ File RLA File Lic.No/Date: 3410043014:01/821050100141/AMr8/ :34t24t040t00322/AWt7t ,.og.os.zofi 
:

Decision: Committee considered. case as per agenda and deliberated on the matter in the presence of thetechnical experts and it was decided to ratify ti-e ad-hoc input outpui norms on net to net basis under para4.7 of HBP as per details below:

IRA may take apprOpttate actiOn as perthe decisiOn of Norms COmmittee

IPaty Name:STYRAX
IPHARMA PRIVATE
ILIMITED

RLA File
:01/82/050/00162/AM18/

1:09/24/040/00651/AM17/

34

ICase No。 :154/4/82‐

IALC4/2017

1HQ File

1錯″鶴『    lpproVede
Li8:ヽ6わiよ boibb`47カ

‐~ ~~
109.03.2017             1

15ききヽお1l ёも孟ふli僣

`お

もお品晶:~じDecision: Committee considered case as per agenda and'technical experts and it was decided to ratif,, the ad_hoc ir
detaik bdOw Or as apメ おd by Arln whch£ご」誌√酔:

取 the ad― hoc hput Output nOms under para 4.7 ofHBP as perl
・
teR 9Pnsidele1 9a:e as per agendi tthaと もliもも:itもa6i th`轟品el轟 1,matter in the presence of thel

Export product Exp.

Qty.

SI No. lmport items Qty. allowed

1殿
糧絆 淋<=三

RA mav十 nレ。ハnnrハ nri3●△ぅ́ ●:^^ヽ

176000

MT
Glycine(Granular 30-80

Mesh)
176.000 MT

Export Product
Qty. SI No. Import items Quantity allowed

kg4-AMINO-5-FLUORO-I -

[(2R,5S)-2-
(HYDROXYMETHYL)_1,3_
oxATHTOLAN-s-Y11- 1,2_
DIHYDROPYRIMIDIN-2-
oNE (EMO / EMT)

l Kg 1
艶 OXaliC acid 50% 2.234

2 2,5‐ E)ihydrOxy‐ 1,4-

E)ithiane
0.90

Sfluoro Cytosine 1.348
4 Di POtassium Hydrogen

Orthophosphate
2.07

Sodium Borohydride
(sBH)

0.50

――――――――I         A

ICase No.:80/4/82‐ ALC4/2017 Paty Name:ATHENA DRUG IStatus:     |

IDeferred  l

IM881ヽ o/5五おお′を,1 ~~lstatiξ: 
´
|
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6 lsooroovl Alcohol 6.80

7 Cyclohexane 7.90

8 Toluene 1.93

9 Di MethyI Follllanlide

(DMF)

0.84

10 Hexa Methyl Disilazane

(HMDS)
1.86

Methylcne Di Chloride

(MDC)
6.00

RA concemcd may take further necessary action as per above dccigon ofNC

| ICase No.:21/4/82¨ ALC4/2017 Parり Name:BIOMIRICase No.:21/4/82¨ ALC4/2017 Pa“y Name:blU
I                    'VENTURE LLP

p6.07.2018    1
:

i mO "" -|RLA Ftl. ;t rc.t'ronut" t3ttoo666;3 
'

1^- l:01/S2l050i00029/AMl8/ l:31/83/040/00t74lAMlzl r1s.03.2017 
,

iJo :- .L^ --^

,product under export. RA shall verify at the time of EODC'

,RA concerned may take further necessary action as p:r above decision of NC

Ｆ
Ｉ
Ｉ
Ｉ
Ｉ
Ｉ

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the

'technical experts and it was decided to ratify thi ad-hoc input output norrns as applied subject to DML for

1器島児50Ю OИνAMlν
RLA File

:34/24/040/00355/AM17/

.Mcet No/Date16/82-     IStatus:

:ALC4/2018          1Approved

Status:
Approved

ウ607.2018     1    1
1

Lic.No/Date13410043042 1       1
12003.2017

matter in the Presence o[ the

under para 4.7 ol HBP as Per

iCase No.:135/4/82‐ALC4/2017 Pa13/Name:RIDDHIPHARMA‐ Meet No/Date:6/82-‐ALC4/2018

|  :iT「「「
「「:     _               ‐                             ―

1 lDecision:Committee considered case as pcr agenda and deliberated on the l

l:里 lFllfI:ilic雲 I』篤 常rlЮ
r面″ 山ea“ hOC hp正 o■p帆 n∝m鋼

hichever is lowcr:

L71CtdiSbCb」
。r as ap口 おd by im wHcheverお bWCr

Export product Exp.

Qty.

Sl.No. lmport items Qty. allowed in

kg

1,3 DICHLORO ACETONE l kg 1 1,3 DICHLOR0 2-
PROPANOL

1.069

SODlUM DICHROMATE
1.700

1梅再高丁百蔦肩面飛覇π燕裏悪罵下冨
perthe deciJon Of Norms Com mittee

Ｆ
Ｉ
Ｉ

―

一

ICase No.:244/4/82-ALC4/2017 Party Namc:AARTI
INDUSTRIES LIMITED

IMeet No/Date:6/82‐

lALC4/2018
126.072018

Status:
Approved

RLA File Lic'No/Date:03 l08l 1950
HQ File
:o t)gzlosoloo 252l AMlSl ::031941040101 1 1 5/AM l 7/ t20 '03 '2017

Decision:lnthelightofearlierdecisiontakenbyNCinits3/82meetingdated05'06'2018' 
itwasdecided

3g,to ratify the ad-hoc input output norms under para4.7 of HBP as per details below or as applied by firm

whichever is lower:

Export product Exp.

Qty.

Sl.No. lmport items Qty. Allowed in kg

(S,S)-2,8-
l kg PYRIDINE-2-3

DICARBOXYLIC ACID/2,3-

3.31

ヘ

|
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DIAZABICYCLO
NONANE

PYRIDINEDICARBOXYLIC
ACID
BENZYL AMINE 2.21

3 D―TARTARIC ACID 100
4 SODIUM BOROHYDRIDE

POWDER
0.414

5 1,2‐DIMETHOxYETHANE/
MONOGLYME

1.50

RA may take appropr,ra" r.,,o
遍

⌒

ICaseNo='4ζ,4た 2」ALё4/,biウ |:お 品ヽよёttЁふ
|                    IPHARMACEUTICノ

19既:蕊風法↓
‐
ふ
~1協
鶯誌iふ晨↓17 ,。∞2m7   1  :

掘:Iよよ雷認:需1臨需需Fl鶯1霊鳴
i静
:摯4FiF悦鷹喫酔れよ11驚静需|

: Export Product

39 ,Clindamycin & Benzoyl peroxide Gel
,Clindamycin & Benzoyl peroxide Gel
,Clindamycin & Benzoyl peroxide Gel |夕|||||:;||:]:|:|:::i:II

,A may take apprOpriate actiOn as perthe decisiOn of Norms cOmmittee.

轟

IMcet No/Date:6/82-

IALC4/2018
126.07.2018

‐
Status:    :

IDeferred  i
l        l

158ferぅ :iょ :
|二 i`ヽ。/bitも ibjib憑 1,04b
123.03.2017

For export of 1 No.

HYDROUS BEW.
PEROxIDE USP

1312.50 mg 837.50 mg

Export product
Exp.

Qty.

SI.No. lmport items Qty.AI!owedin kg

‐
41

Case No.:92/4/82¨ A LC4/2017

S.NO. lmport ltems

25MG/nar々 35MG/pack 50MG/pack
367.5 mg

J25.O mg
1625.0 mg

Pany Name:ORBIT LIFE

ISCIENCE PvT.LTD.

101HQhお       lLAhお
| :01/82/050/001oo/AM18/_          103/95/040/Oo995/AM17/
IDecis10n:Deferred fOr c6島 島さhiζ 61↑Ё  ~

ISCIENCES LIMITED

IHQ File■O Filρ                   ^_ . __
Lた Noわ ate:091ob`4恵」

`

-1
101/82/050/Oo201/AM18/

RLA File
, :09 124/040 I 00659 / AM I 7 I 124.032017 |

10面取 me aふhoc hp耐 0■pu n∝ms und釘 :ir:牙.寿Ъttjξ II乱胤 棋 tWfl'a∴ 高 :y器
|

‐whichevcr is 10wer:

lё :ζきヽ 3.li9J/4/8':ALё 4/,61ウ Party Nam8:Sむ OЁ LヽiFЁ jMeet No/Date:6/82-

IALC4/2018
126.07.2018

Status:
:Approved

,whichever is lower:
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METHYL(E)-2-(2-

CHLOROMETHYLPHENYL)‐
3‐METHOXY ACRYLATE

l kg 3-lSOCHROMANONE 0.957

2 0¨XYLENE 1.04

3 SODIUM METHOXIDE
POWDER

0.416

4 METHANOL 2.31

,RA may take appropriate action as per the decision of Norms Committe:

ICase No.:274/4/82-ALC4/2017 Paty Name:GUJARAT     :Meet No/Date:6/82-     Status:   |
ORGANICS LIMITED     IALC4/2018         ‐Approved l

‐                          ‐                          126.07.2018

面 雨
~~~~~~巨

面 下
~~~~~~~西

面 而 面 面 雨
~i

1 101/82/050/00282/AM18/    :03/94/040/01147/AM17/   25.03.2017        1      1

1 tヽtitioi:‐ё6拓高i18ざ 88iζ aざぉどぁζ8基 68r iまla」 :Iふ

`ど

ibeFi186品 th8■轟も:ih i18 6おζ8乱さもr iAさ
|

1 1technical experts and it was decided to ratitt the ad‐ hOC input output norms under para 4 7 ofHBP as perl

42 1dctails bclow or as applied by f1111l whichever is lower                                 l
|

Export product Exp.

Qty.

S!.No. lmport items Qty. allowed

PARA ANISIC ACID l kg Para Hydroxy Benzoic Acid 1.068 kg

IRA mav take appropnate action as perthe decision of Norms Committee

Case No.:l l4l4l82-ALC4/2011 Party Name:MAHIMA LIFE Meet No/Dat e:6182- Status:

SCIENCES PVT.LTD. ALC412018 Deferred
l 26.01.2018

HeFiteRLAFileLic.No/Date:05l0402098DelerDate:
: ,:OiSZIOSO tlltl2tAMtBt :0512410401006361AM171 30.03.2017

:Decision: The Committee observed that the firm neither attended the PH nor submit the details as asked

,for vide Minutes of the Meeting No. l/82/ALC-412018, dated 01.05.2018 (actually held on l7'05'2018 and

,29.05.201g), hence rhe committee decided to give last opportunity to firm to attend PH and submit its reply,'

failing which, its case will be rejected

Status:
Deferred

1臨口...
i++ : :01 I 82lo5o/oo I 27lAM I 8/ :22/24/040/00114/AM17/ 30032017

IDecision:The Committee observed that the firm neither attended the PH nOr submit the detans as asked

lfor ude Minutes ofthe Meeting No.1/82/ALC-4/2018,dated 01.05.2018(actually held On 17 05.2018 andl                                  _  _             ″  4__ュ ^_■ nll^^月 _.、■_1● :十さ rOハ 1、′for vide Minutes of the Meeting No. l/82/ALC-412018, dated 01.05.2018 (actually held on l7 05'2018 and
,--:a :r^ -^-1,,

“

u Ⅵ uc ⅣHHuぃ V・ u… … …
Ⅲ。

島 Li孟

‐

ば ]vし 11ゞ 6ppOnu面 wЮ
働 rin to attend PI‐ l and subnlit its reply,

129.05.2018),henCe the Committee

ifailing Which′ ■s Case will be rdected.

IPatt Name:IND‐SWIFT
ILABORATORIES LTD,

‐
Case No.:118/4/82-ALC4/2017

IHQ File

101/82/050/00126/AM18/

IDecisiont Committee considercd case

PHARMACEUTICALSINDIA IALC4/2018

IRLA File

1122/24/040/00121/AM17/

,Meet No/Date:6182- Status:
,ALC4I2O18 APProved
,26.07.2018

Lic.No/Date: 22lOO | 5682

31.03.2017

the Iight of earlier decision taken by NC in its

猛
‥′ヽ―
―
」
‐４５

as per agenda and in

^|
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1,AMibi381lLdatち

`‐

6Sbめ61l lttas d“ idedigrati,the adli″ i昴il詭郡i品6品
`二

五defЪ :ご4)‐61
1HBPaSperdetailsbeloworasappliedbynllllwhiChevcrislowcrnOrepcatonctimcbasisonly:      :

Export product Exp.

Qty.

Sl.No. Import items Qty. Allowed in kg

CLARITHROMYCIN GRANULES
42%(SUSPENSION GRADE)

l kg l CLARITHROMYCIN 0.4242 kg

2 CARBOPOL 0.30 kg

HPMC Phthalate 0.30 kg

4 ACETONE 2 00 kg

,RA may take appropriate action as per theffi

laSき
｀
`・

16ζ/4/j':ALё 4わ血ラ|:■ Naふ 8bё ENЁ
:            iSYSTEMSINDIALTD.
1                      1

‐HQ File

101/82/050/00203/AM18/

lRLA File

|:0924/040/00692/AM17/
:Lic No/Date:0910064849 1
131.03.2017         1

IMcet No/Date:6/82‐

、ALC4/2018
126.07.2018 野il

l bιふζ61:~ё 6島hit`も 68Aζ aさred`基 8‐ i:ュ「よまhdaha
l l:「8hliC,1,Xperts and ll w,S decided tO ratl～ the ad¨ hOc

deliberated on the matter ln ttte p.esence oi tf,e
input output norms under para 4.7 of HBp as per

. _ details below or as applied by firm whichever is lower:46

Export product Exp.

Qty.

SI.No. lmport items Qty.a!lowed in

kg
2‐ Ethyl-3,4‐ Ethylenedioxy

thiophene(EthyI EDOT)
l kg Diethyl Thioglycolate 2.50

2 1,2,‐ ButanediOl 2.50

3
Ethylene dichloride 2.50

RA mayね ke appЮ priate atton as pertte dedJOn tt Norms COmttee

The committee allowed the above norms for one time basis and no repeat licence is allowed on thesenorms.

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

●バ出__ ザ:,II11:・  1辮鰍f  l"ЮКd‐
198月 5υ∞割はmj… 1執」諄::蕊二1話; 虫霊需ぬぬ艦話|″
:塊轟疑1嚇:鎌疲i舞噺鋼椰量鷹温臨瘍漱

, Case No.:109/4/82-ALC4l2Ol7 parlyName:ASCENT :MeeiNo/Date:,e,/iit_ - '' ..,Str;;;; 
iFINECHEM PVT. LTD., .ALC4I2OI. il;;;;* .

HQ Fite RLA Fire ?u.o-'.':^'
;43 :01)82los0/00rr 7/AMt,/ ,,:08t24/oio/0047s/A,t,/ 

fijt )."ir',i":081014000e :.Decision: In the light of earlier decision taken by NC in its 3/g2 meeting dated 05.06.201g, it was decided' to ratifu the ad-hoc input output norms under para 4.7 of HBp as per details below or as applied by firm jwhichever is rower no repeat one time basis onry: 
rv! vvrq'lrr uvrvw uI '1: 

:

1
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Export product Exp

Qty.

Sl.No. Import items Qty. Allowed in kg

RASPBERRY KETONE/4‐ (4‐
HYDROXYPHYENYL)
BUTANE-2‐ ONE WHITE
CRYSTALLINE POWDER

l kg 1 p―HYDROXY
BENZALDEHYDE
(LIGHT YELLOW
CRYSTALLINE
POWDER),PARA
HYDROXY
BENZALDEHYDE,4-
HYDROXY
BENZALDEHYDE

1.69 kg

う
４ ACETONE
(COLORLESS LIQUID)

0.802 kg

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

Case No.:I1214182-ALC4l20l7 Party Name: HELLO PAINTIICase No.:112/4/82‐ ALC4/2017 1Party Name:HELLO PAINTS

(P)LTD
|

‐
Meet No/Date:6/82-

ALC4/2018
26.07.2018

RLA File

Status:
Approved

|

1

|

‐Lic No/Date10510402 146  .
.0304.2017

i:01/82/050/00120/AM18/ :05/23/040/00629/AM17/

IDecision:In the light of earlier decision takcn by NC in its 2/82 meeting dated
16.05.2018 1 was decided tol

below or as applied by firm

IRA may take appropriate action as perthe decision of Norms Committee

I ICase No.:131/4/82‐       lParty Name:PANOLl     ,Mect No/Date16/82‐
1  'ALC4/2017           11NTERMEDIATES(INDIA) IALC4/2018
1  :                   ,PVT LTD             26.07.2018
:  1   ________一

― ― ― ― 一 一
― ―

―
一 ― ・

―
― ―

―
― 一 ― ^―

一

   

―

一 ― ―
― ―

一

―

rr■ ■

== : I III

器 肌 5υ剛
"ハ
Mν  講 淵 :υ∞郷 vAM7_諸 調器

Ci41輩

RA may take approp百 ate ac● on as perthe decitton of Norms Commktee

Status:
Approved

一
ｅ
一
ｔｈ

一
〇thethe
perl

50

META CERESOL
ABOVE 950/O PURITY

THYMOL

(ABOVE 95%PURITY)

b..iS*i bommittee considered case as per agenda and deliberated on the matter in the presence oI

technical experts and it was decided to ratifu the ad-hoc input output norms under pata 4 '7 of HBP as

details below or as applied by firm whichever is lower:

Export product Exp.

Qty.

Sl.No. lmport items Qty. allowed in

kg

H.ACID l kg REFINE NAPHTHALENE 100

CAUSTIC SODA FLAKES 2.00

SODA ASH
1.40

Export product 帥
的

SI.No. lmport items Qty.Allowed kg

l kg 0 80 kg

|||

| lёist No.:261/4/82LALC4/2017.Parり Name:UMA IMeet No/Date:6/82‐

IALC4/2018
126.07.2018

Status:
Approved

Ll:          IENTERPⅢ
SE

1 渾0面お       1叫
^聖

ILic.No/Date:0810139999
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l

Decision: In the light of earlier decision taken by NC in its 2lS2meetingdated 16.05.2018 it was decided to
:

:rati$r the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm
;whichever is lower;

l

Export product Exp.

Qty.

SI.No. lmport items Qty. allowed in

kg

META CHLOROPER BENZOIC
ACID

l kg 1 META CHLORO
BENZOYL CHLORIDE

1.00 kg

2 TERTIARY BUTANOL 0.50 kg

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

ICase No.:204/4/82-

IALC4/2017
Parり Name:SUN        IMcet No/Date:6/82‐    status:      |
PHARMACEUTICAL    ALC4/2018      :Approved   l
IINDUSTRIES LTD.      :26.07.2018         1

Export Product
Qty. Import items Quantity

allowed
Latanoprost and Timolol Maleate Ophthalmic
Sof ution, 0.005o/o / 0.5Vowlv.25m1
(LATONCURE)
Each ml contains Timolol Maleate USp 6.g3 mg
equivalent to Timolol 5.0 mg (Equivalent to 55.494
Gram of Bulk Drug)

INo. TIMOLOL MALEATE
USP

17.94 mg

Timolol Male@
0.5ohw / v, 5ml (TTMATIMSLIN)
Each ml contains Timolol Maleate USp 6.g3 mg
equivalent to Timolol 5.0 mg (Equivalent to
669.340 Gram of Bulk Drug)

lNo.
「 IMOLOL MALEATE
」SP

35.88 gm

Latanoprostan@
Solution, 0.005o/o I 0.5%o w/v, 2.5m1 (LATOCOM
Sterile Eye Drops)
Each ml contains Timolol Maleate 6.g3 mg
equivalent to Timolol 5 mg (Equivalent tolZl.OgS
Cram of Bulk Drug) (Equivalent to 95 I .9j l Gram
of total Bulk Drug) Drug Formulation/ Formulation
Grade

INo.

rIMOLOL MALEATE
」SP

7.94 mg

RA concemed may take nlrther necessary action as per above decisiOn OfNC

つ
４

:す
雌 わたん′瓦あ 赫

:曲 織籠ξ鵠 ::X漱 炒
醗ナ
■ 濡 1

1                          :26.07.2018             1

53 Tg,Il:- ir_e en. ,r_ic.r,joznaie,bsioar)::i ,* - --- :01t82/050/00280/AMl8/ ::03t94t040t0tt45tAM'17/ ios.oq.zon 1

_?:,".,'"r.1'-a_"^T:,,:::::ltl9.j:1,.u:: 
u, p.err agend3.and.detiberated on rhe marler in rhe presence of rhe

edl:h[↓

よ111:£ ::lguinputoutpuinormsunder・ 1liftiヶl:子:晏ζ::::::
lteCImical experts and it was decid
ldetails be10w Or as applied by flrm

ハ

IHQ File

l:01/82/050/00212/AM18/

‐RLA File :Lic.No/Date:05104021421
:0304.2017             1

Decision: In the light of earlier decision taken by NC in its 3/82 meeting dated 05.06.20f g it was de;ia;a t" l

ratify the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm ,

whichever is lower:
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Export product Exp.

Qty.

S!.No. lmport items Qty. allowed in

kg

RAMIPRIL l kg 1 L‐SERINE 5.74

ECPP¨ALANINE 1.23

3 5%PALLADIUM ON
CARBON CATALYST

0.200

IRA may take appropriate action as perthe decislon of Norms Committee

HQ File
, :0 I /82/050/00285/AM I 8/

ICase No.:252/4/82‐ ALC4/2017 1Parり Name:WAXSEN
111「 ‐ o′ 1ヽ口ヽlρ E Dヽ /T lTn

rMeet No/Date:6182- ,Status:
1,ALC4l2Ol8 iAPProvedILIFESCIENCE PVT.LTD.,

|          |          ,6.07.2018     1

1霊瘍龍j蕊::jl話j‐ 1霊ぶ疵鳥∴LI話
~lm癬よ

13ザ :::|
、_― :十+oo ″moiHoroバ o,ミ e nミ ner agenda and deliberated on the matter in the presence of theiiion: Committee considered case as per agenda and deliberated on the matter ln tne presen(

nical experts and it was decided to rati8/ the ad-hoc input output norms under para 4'7 of HBP as

ils below or as applied by firm whichever is lower:

Export product Exp.

Qty.

Sl.No. Import items Qry. Allowed

3,5-31CINNAMOYL-2‐ DEOXY‐

2,2-DIFLUOROCYTIDINE

l kg 1 TRIMETHYSILYL
TRIFLUOROMETHANE
SULFONATE

1.326 kg

2 DICHLOROMETHANE 3.90 kg

r the decision of Norms Committee

peri

ca“ ふL磁藤 ALc4/2市 1赫品 浄Ё文山ARMA:甍調 普
挽メ
 1濡 il ll l              l

l l     _   _  1     _  __:'Vi:世 111^ち :お 11ち|||   ~|

'鰤

需ふ1勲鶯爆鮮‖島::
| lto rati～ the ad_hoC input output norms under para

l iWhiCheveris loweri                                                   l

||

ヘ

Case No. : 27 7 I 4 182- ALC 4 12017 :P atly Name : C I PLA LI M ITED' IMeet No/Date:6/82-
:ALC4/2018
126.07.2018

:Lic.No/Date:0310812323 1Defer Date:

103.04.2017        1

'Status:
Deferred

t54 Decision, tt,. Co*rnittee coniidered case as per agenda in thepresence of the technical experts and it was

I decided to call the following information / documents from the firm:

1鷺λ刷:OЮ l181ハM17

０

０

Ｄ

Copy of DML for each exPort Product
Master Batch Formula for each export product

NOC from Ministry of Environment Forest and Climate Change
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l  tCaseNo.:113/4/82¨ ALC4/2017,Party N五五

`:IAヽ

ЁRALibiЁё ,M`ciヽも,5iei`/恵う:    istム tiζ:  |

1二_………_ 「V・rD   i辮盤f  l"ЮКd i
171需痣1満蕊「

~~1穏
濡蕊
~  |     

トーーー|

:05/24/040/00664/AM17/      IA`nИ ぅハ1.              |           ′1571:υ 1/ё〃UDU/UU121/AM18/   .:o524/040/00664/AM17/   lo6.04.20fヴ
~~~~… ',     |

| IDecおbn:cOmmittee cOnsidered i18あ ζもis per ageia五 五iど 1薔五ζ

`Ъ`通

edお 品 iル th`五a_1も」ittti blibli:l   norlns as annliert hv thハ finm..h月 △́ _^“^И ■ _rT■ 、ぃ    .   .  _norlns as apJた d byぬe nrln under para 4.7 ofHBP One dme bads Onし I:1::証籠:lL葛蔦乳IIuι
υuLPЩ

:

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

|

轟

Export product Exp.

Qty

Sl.No. Import items Qty.A1lowed

ESTRONE
l kg 1 1,4‐ Androstadiene-3, 17‐

―

D)
1.40 kg

2 Lithium metal 0.05 kg

Phenanthrene 0.62 kgraKe appropnate action as

Selamectin 6% SPOT ON, Each
pipetts contain Selamectin Bp
6%WlY OR 60MG/ML (Totat
32000 Boxes & 96000 pipetts)

(3 Pipetts HS/ I ml in each
boxes)

32000.000

Boxes

l

Selamectin AP1 99%

Purity

5.100 kg

may take rpp.op.iut.

per the decision of NormiEommittee

|  .Case No.:lo7/4/82‐ ALC4/2017 Pa“ y NttheibEЁ PAk

1111'TIず11岬藉
血面Å
翻痒
~Ⅲ

|                          'Zυ .υ ′.ZU16             1          1
‐ IHQ hお   ~  ~  IRLA nお     ~  |ふ ぎ、

`′

bilようζ104め fラ

`| ~  :
|  101/82/050/00140/AM18/
1~      ___    :05/24/040/Ooo03/AM18/   lo6.04.2017       1      1
:01t82/050/00t40/AMtBt :05t24t040t00003/AMl8/ ,i'iilirf,rT":v)tu4uzt /6 ' I

Decision: committee. considered case as per agenda uno o.,,o.ru,ed on the matter in the presence of the

,, ;:::ll5:ffT[,1iiL]i]iffi1,':,:T:]jff*;;,;;,;;pu, norms under para o,oi?'# lJili:

Case No.:320 l4lg}-ALcil2}tl party Name:ALpHAMED Meer No/Dat e:6tg2_ Status:,, FORMUT,ATIONS P LTD. ,ALC4/2018

,se nq iire nm Fiii 
^..-.:",. 

- 
*l:#;::r,osr0ooa868 ;J*: :01/82/050/00328/AM18/ :ostzit0iotoo670/Art7/ 1)6 ot )o1.7 ,

織:ll11lliillliij:,1111fl:1::]モ 1lII窮増|:it i基 :::||:f‖ lall拝ぶ語tili‐ililiil:|

lstatus: i

iApproved )

tl
t,

1:Noi'ilffi;LLrn^iMeetNo/Date:6/82-istatus:

:01 /82/050t00 I r 5/AM r 8/ ,sl iirdiorootll /AM17 t il..il:ifli.:3 
r r 00666e r

rl

,:ffil,"], .:",:fl,::::::::"j:::,:::#::i:'uno'0.,,**,.0 ", ,n. maner in the presence o*he
::::lxff :,"TT[1ii:]1]i1#;lr,:l*,{:;il;il;ffi;::#:ililL}ii:,'t?'#;i;::l

ILic.No/Dateibi100と

`691 1‐

~

‐RA
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Export product Exp.

Qty

SI No lmport items Qty. Allowed

DNOVO BP818 l kg 1 2,6 xylenol 1.06 kg

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

1       {

iCase No。 :257/4/82-ALC4/2017 IParり Name:MATRIX FlNE  IMcet No/Date:6/82-

iCIENCESPVT.LTD.,  1錯 ″ 獄 f

Status:
Deferred

お1陣Q Ⅲe   ~~ :Lic.No/Date:0310812435 1Defer Date:

111.04.2017              1

was decided to can frOnn the rlrnl a copy of

|:01/82/050/00265/AM18/ 103/95/040/00999/AM17/

,Decision: Committee considered case as per agenda and it
,complete technical details as per appendix 4E.

ICase No.:259/4/82‐ ALC4/2017 Parり Name:RHODlA      Meet No/Date:6/82‐     Status:

.                     SPECIALTY CHEMICALS   IALC4/2018          1Approved
INDIA LTD.         126072018        1

獨い面」
~~~       ~面

下謳I~~~~~I~~~~~断面蔦扇燕再Ⅱ蕊b酌ぼ
l i:Oi/82/050/00267/AM18/    1:03/95/040/00023/AM18/    113.04.2017

1 :betisi3n:c。

“

轟itと e c6isia8red ciζ8:s per agena:五五a b81iも 8riteと もi the malel il iA8 1rさ sさ A`e6F thさ |

: techntd expens and it was decided to rad″ the ad‐ hoc illput output norms under para 4.7 of HBP as per

62 1details beloworas applied by flrm whichever is loweri

Export product Exp.

Qty.

Si.No. lmport items Qtv.

allowed in

kg

Bricorr flow (Tetrakis (Hydroxymethyl)
Dh^onhnnirrm (rr'lnhafe (? ' l\

l kg
Bricorr 70a/Tolcide

PS 70a

0.715

|百扇雨蓄π豪
=藁
面高面百蕗Lcuon as perthe decislon of Norms Committee

,Case No. :lqOttiti-7;l-C4l:2017 .lryy f:T.,COOeVnn'r Meet No/Date:6/82- 'status:

DRIIGS LTD rALC4i20l8 DeferredIDRUGS LTD            IALじ 4/ZUlも          'νじiCII Cu
12607.2018             1

お
‐
由8 
‐‐   ●Aiお   ~  |た げヽDttα0910064920 Detr Datα

i,oitsz7osoto0348/AM 18/ ::09t24t040t0o694tAMr7 t :13.04.2017

:Decision: Committee considered case as per agenda and it was decided to call from the firm following

,information:

1 O Chemical reaction and manufacturing process,

, .:OVSZIOS0/00348/AM18/ :0912410401006941AM171

163io""ision: Committee considered case as per agenda and
j t. ^ r:----

iD Stepwise chemical reaction and Molecular Weight,

iii) percentage of yield on molar basis and details of solvent reactions along with complete technical

164

titも bヽiLij″

"‐

ALё4/26iウ ,arty｀猛 81走ё通青
~ ~lM8Ъ

tヽルb圧よ6/8'し   t`atuま

1                   1BENCKISER HEALTHCARE :ALC4/2018         1Approved
i                  'INDIA PRIVATE LIMITED  126.07.2018         1

1鷺既::/:::11話 j l飛ら鵬

':1::17' ~‐

tお 6`わ農もbζぬイb''bゲ
ヘM18/   118.042017       .

|ぶ:蔦蕊
γ蕊二IIIξふdaとぉ:ぁζ

`:ζ

 per iLeiされAa dまぉette8 6n島と轟鳳ci島 ie presence of tte

忠 鵠F乱1∬ 湾錦 ‖品 悧 驚 器 Pi』需
h面叩耐側

"耐

mmS田
“

r para 47」 HBP aS per

detalls as per appendix 4E。                                 _  _  _    __        _ _ ‐
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Export product Exp

Qty.

SI.No Import items Q″.a110Wed

gm/kg

Nurofen For Children l kg 1 lbuprofen 17.41

つ
４ Tween 80 (Polysorbate 80) 0.0862

Glycerine 108793

4. Lycasin 80/55 (Maltotol) 383793

Saccharin Sodium 40/80 1.724

6. Citric Acid Monohydrate 3.448

7. Tri Sodium Citrate Dihydrate 4.388

Xanthan Gum 6465

9. Sodium Ch10ride 0.984

10. Orange flavour 2.155

Domiphen Bromide (BP) 0.0862
つ
４ 987 PP28mm M― LOC H&AヽLite
T/E

Relevant as per
packing policy

DEVC,NURFN,GB,ORAL
SUSPENSION(Syringe)

14 Pct Bottle

INSR,NURFN,NN PASTIC PLUGS
16 NFC 2 Percent Paper labels
17 NFC 2 Percent Paper Leaflets

NFC 2 Percent Mono cartons

:RA may take apprOpriate action as per the decisiOn OfNollllS Committee.

Case No.:256/4/82-ALC4/2017 Pa■ y Name:RESONANCE   IMect No/Date:6/82¨     status:
SPECIALTIES LTD       IALC42018         1Approved

‐                          |                          126.07.2018

Export product Exp.

Qty.

SI.No. Import items Qty. Allowed kg

ALPHA PICOLINIC ACID l kg 1 2 CYANOPYRIDINE 1.23 kg

ZINC PIcoLINATE l kg 1 2 CYANOPYRIDINE 0.948 kg

CHROMIUM PICOLiNATE l kg l 2 CYANOPYRIDINE 1.00 kg

IRA may take apprOpHate ac衝 On as perthe decお ion OfNorms Commi■ ee

‐青。ri18     
‐
       1良 LA rii3  ~   

―
      :Li`:ヽもソbふおibj16慧 i,5,3~|  ~‐

 ‐
|:01/82/050/00264//AM18/   :o3/95/040/00925/AM17/   118.04.2017       1

1bも
tふ

`i tiさ

ltit 613a品 8r attti3h ilk`お も,ヽごh its慧′恵う品まi亀五五18b iibウうoitt i喜1:a`&dea 18
ratitt the ad― hoc input Output norms under para 4.7 of HBP as per details below Or as applied by flrm‐

vヽhichever is 10、 ver:

165

::ド■欝lT血
崩
1孵
識"Ⅲl

l凛鮒糧脚ll林h桑羅型γ野:話
j瑚飛辮まめぬ蔽ふ

…
Ⅲ硫|
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ICase No.:373/4/82-ALC4/2017

25

Paty Name:ENCUBE
IETHICALS PVT LTD

IMeet No/Date:6/82‐

IALC4/2018

126.07.2018

:Lic.No/Date:0310812788

125.04.2017

Status:
IDeferred

iru-R pite

l:B I 9 4 I 040 t 0002 s/AM I 8/

| IDecision:Deferred for comments of TE

, rCase No.:39714182-ALC4t2Ol7 :Party Name:BIOLOGICAL E ,Meet No/Date:6182- Status:

' 1 :LTD 'ALC4l20l8 ,APProved
26.07.2018
,-."_..,--l

添海源幕蕊五百話瀞
~~開
靡 :「

~翻 赫
100649F~「

~II:

Decision: ln the light of earlier decision taken by NC in its 11/82 meetin g24.Ot.2Ot8, it was decided to

,ratify norms under para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is

llesS:

168

Item of Export QuantitY S.No Item of lmport Quantity

allowed per

million vials

―
―
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１

１

１

１

１

１

１

１

１

１

１

１

1. POLYETHYLENE GLYCOL
6000(MACROGOL)   __

76.848 kg

AEROSIL 380V(COLLIDAL
ANH SILICA BP)      _

20.375 kg

GLYCEROL 122.841 1tr

TWEEN-20(POLYSORBATE
20)

7.685 itr.

POTASSIUM THYOCYNATE 169.742 gms

6. TRIS BUFFER 10.216 kg

ALUMINIUM CHLORIDE 6
HYDRATE EXTRA

27.665 kg

8 YEAST EXTRACT 22 447 kg

9 DEXTROSE(GLUCOSE) 35 937 kg

10 L―CYSTINE 0.437 kg

BACTO CASAMINO ACID 31.758 kg

THIOMERSOL 0.379 kg

13 SILICON EMULS10N 16.5 kg

14 ADIPIC DIHYDRAZIDE
(ADH)   _

1.686 kg

N… 3‐

DIMETHYLAMINOPROPYL―
N‐ETHYLCARBODIMIDE
HCL(EDC)

167.545 gm

16 2-oヽ―MORPHOLINO)
ETHANE SULFONIC ACID
(MES)         _

1.441 kg

CETAVLON 1537 gm

18 HOSPHATE
GEL 2%(ADJU_PHOS 2%)

76.991 kg

19 L―TYROSINE 0.7841 kg

20 NZ CASE TT(CASEIN
PEPTONE PLUS)___

39.12 kg

VITAMIN Bl HCL 1.14 gm

167 ::,1,〕
::i;::::i;:iii:;

4.

5.

|
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(THIAMINE
興 HLORIDE)

22 GLASS VIALS 1100000 nos

23 RUBBER STOPPERS 1095638 nos

24 ALUMINIUM CAPS/SEALS 1088334 nos
Ｃ
υ HEATMARKER VACCINE
VIAL MONITOR(VVM
墜 ELS)

1086508 nos

26 SHIPPING INDICATORS cQ
TAG 2 PLUS)

902 nos

27 FILTERS&FILTER AIDS 250 nos.
RA may take appropr,.," r.a

691責
0「 i18

101/82/050/00388/AM18/

HQ File

:01/82/050/00782/AM18/

Decision:Deferred fOr cOmmtitξ 8f十二

IRLA File

103/94/040/00030/AM18/

RLA File

:09/24/040/Oo207/AM17/

IM8`1ヽも
'b品

化,ёづ1~~~
:ALC4/2018
126.07.2018

1Lic.No/Date:0310812922

12704.2017

126.07.2018

:Liciヽ。/Dateibグ iOb`4うウラ

127.04.2017

ICase No.:380/4/82¨ALC4/2017 PartD/Name:DELTA

IFINOCHEM PvT.LTD.

ta鍵正豪減壺輛憂ぁ面
~1輔
鶴 書侃蒟 ё泣

‐
百―翫畠No/DatettI~

`                   IALC4/2018

,Status:
Deferred

oefei Date:

,Status:
:Approved

_.t.._.-......

Decision: Committee considered case as peragenda and In the light of earlierdecision taken by NC in its3/82 meeting 05'06'2018, it was decideo io ,utiry norms under para 4.7 of HBp vr as per details given below :or as applied by the firm, whichever is less: 
t v' 'tD' v I 4) Ptrr ustalls 

a

70

Item ofExport Quantity S.No. Item of Import
Quantity allowed
per million vials

l rnilliOn

vial

1

(PENTAVALENT
VACCINE)FULLY
LIQUID

rULYLlHYLENEGLYCOL
至990(MACROGOL)

768.48 kg

2 AEROSIL」 80V(coLLIDAL
塾 H SILICA)

203.75 kg

COMBINATION
VACCINE,10 DOsE(5
ML)VIAL,PEDIATRIC
DOSE DIPHTHERIA,
TETANUS PERTUssls,
HEPATITIs B

RECOMBINANT AND
HAEMOPHILUS
INFLUENZA TYPE B

(HIB)COMBINED
VACCINE WITH
VACCINE VIAL
MONITOR(VvM)

GLYCEROL 1228.4 1ltr

4. TWEEN-20 ~~~
【POLYSORBATE)

76.58 1tr.

POTASSIuM THYOCYNATE 1697.42 gms
6. TRIS BuFFER 102 16 kg

7 ALUMINIUM cHLORIDE 6

興 ATE EXTRA
276.65 kg

YEAST EXTRACT 224.47 kg

9 DEttTROSE(9LUCosE) 359 37 kg
10

11

L‐CYSTINE 4.37 kg

THIOMERSOL 3.79 kg

12 Aり lrIし υlH YDRAZIDE
cADH)

16.86 kg

1675.45 gmN-3--
DIMETHYLAMINOPROPYL-
N ETHYLCARBODIMIDE

DTP_HEPB_HIB
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―
―

|

HCL(EDC)
14 SILICON EMULS10N 165.00 kg

2-oヽ―MORPHOLINO)
ETHANE SULFONIC ACID
(MES)

14.41 kg

16 CETAVLON 15.369 kg

17 ALUMINIUM PHOSPHATE
GEL 2%

769.91 kg

L‐TYROSINE 7.81 kg

19 NZ CASE TT(CASEIN
PEPTONE PLUS)

391.2 kg

20 VITABIN BI HCL

(THIAMINE
HYDROCHLORIDE)

11.45 gm

21 GLASS VIALS SILCONISED
5ML

1100000 nos

う
´
う
Ｚ RUBBER STOPPERS 1085430 nos

う
Ｚ ALUMINIUM CAPS/SEALS 1076890 nos

24 HEATMARKER VACCINE
VIAL MONITOR LABELS
(VVM LABELS)

1100000 nos

25 SHIPPING INDICATORS
(QTAG 2 PLUS)

1790 nos

26 FILTERS&FILTER AIDS 2500 nos.

27 BACTO CASAMINO ACID 317.58 kg

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

RA may appropriate per

i  Case No.:205/4/82¨ ALC4/2017 'Party Name:AETHER
INDUSTRIES LIMITED

IMeet No/Date16/82-
IALC4/2018
12607.2018

Status:
Deferred

.Defer Date:

172 戸

~
IRLA File

152/24/040/00004/AM18/

ILic No/Date15210042246

101.05.2017

|  :betiζ l。1:befeirta for colitteits bift

Qty. Allowed in MT
Export product Exp.

Qty.

Sl.No. lmport items

2,6 Xylidine 500.000

MT
1 2,6 xylenol 700 000 MT

う
ん

Catalyst
Not allow as sPecific

description not given

take a.ti", as p* the decision of Norms Committee

ICase No。 :142/4/82-ALC4/2017 Party Name:DEEPAK      MCet No/Datc:6/82-    Status:
NOVOCHEM           ALC4/2018
‐TECHNOLOGIES LTD     26.07.2018

鶴脱5話11/1話j 七鵬 01話j仲
無シAII瀬11糧11品 1縁

ibき tiま 611 il tiざ

‐
1亀it 618:ri`iぎ

`tiζ

お1‐ tak`Aも ヽ|

idecided to rati″ the ad― hoc input output nOrms under para 4.7 of HBP as per details below or as applied by
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７

ICase No.:221/4/82¨ ALC4/2017 Paty Name:BAROQUE
PHARMACEUTICALS PVT.
LTD

Mcet No/Date:6/82¨

、ALC4/2018
126.07.2018

fffi"/D;6oslol40t8s
101.05.2017

lstatus:

Deferred

IHQ File

■01/2つ /∩

IRLA File

101/82/050/00229/AM18/ :08/24/040/00536/AM17/

「

IDecision:Deferred for comments of TE

ICase No.:331/4ノ
82‐ALC4/2017 Parり Name:AUROBINDO   Meet No/Date:6/82‐     IStatus:

I        PHARMA ЫM「ED   ILC42018    1pproved
‐          26.07.2018     1

1HQ File              lRLA File
lLic.No/Date:0910064988 1Defer Date:

101/82/050/00339/AM18/    1o9/24/040/00044/AM18/    01.05.2017        1

1Decislon:In the light Of wTitten comments received■ om depaltment of Pharmaceuticals and in consulation

lWith technical authority present in meeting decided tO rati″ norms under para 4 7 of HBP as per details
below Or as applied by nrm whicheveris 10wcr―

'74

Export product Export

Qtv.

SI No. lmport items Qty.allowed in

kg

l kg 3-Methyl-2-Buten- I -ol 3.114

Acetone 1.51

Acetonitrile 10.62

4 Carbon Enoanticromos
(Activated Carbon) 0.200

5 Dimethyl formamide (DMF) 438
6 GHYH(OR)7-

Phenylacetanlide-3‐ Hydroxy‐

3-Cephem-4-Carboxylic

Acid DiphenylmethyI Ester

2.977

7 lsopropyl alcohol (IPA)
14.16

8 Methanesulfonic acid (MSA) 0.403
9 Methanesulfonyl chloride

lMqc) 0.968

10 Methanol(MethyI AIcohoD 24.81

Methyl4-Chloro Aceto
Acetate 1.661

Methyl-3-methoxy acrylate 1.62

13 Methylene chloride (MDC) 108.00

14 Potassium Carbonate
(Anhydrous)

1.00

Sodium borohydride 0.344
16 Toluene 1.00

17 Triethylamine(TEA) 3.214

RA may take appropriate action as per the decision of Norms committee
|
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面 而
~~~~

|:01/82/050/00214/AM18/

RLA File

:05/24/040/00041/AM18/

ILic.No/Date:0510402443

,03.05.2017

lStatus:
'Deferred

lDefer Date:

「 曜冨
=翌
電王翻旺I野:

[{o Fil. - 1RLA Fil" - l-Lit'NoDat"'Oqtooosoot i i

iioLtJitroo32,tuwtut looiiiotoro006e/AMr8/ lorys.191-l -r*- -r
.^-"irtprert .^qe aq ner agenda and and ln tf'ra or"tenii of tn" technical experts, it'

IDecision:Deferred for comments of TE

IDecision:Commltee considered case as per agenda and and in the presence of the technical experts, 11

1was decided to rati″ thC ad_hoc input output norms under para4 7 ofHBP as per details below or as appliedl

iby flrm whichever is lower no repeat one time basis only:
|

Export product Exp.

Qty.

Sl.No. Import items Qty. Allowed in kg

5-O-Trityl -2,3 -anhydrothymidine l kg 1 Betathymidine 0.600

つ
４ Triethyl amine 0.79

3 Trityl chloride 076

4 Methane sulfonYl
chloride

0.310

TetrabutYl ammonium
bromide

0035

6 Toluene 2.60

ecision of Norms Committee

Export product Qty. Sl.No. lmport items Qty.

WLOXYCARBONYL― L―

VALINE(CBZ‐ L―VALlNE)

l kg 1 L―VALlNE 0.51 kg

う
ι BENZYL
CHLOROFORMATE

0.74 kg

TOLUENE 0.526 kg

4 HEXANE 0.79 kg

76

:摯
品 動二乱a加デ

識濡 鳳 温 札 芽謝 r… Ⅲ
rhed

1 1バ由ぎ―
    …lLA118 ~ 1 ~~tお 8`7洗6"■o6Ь66b l‐

~

鶴 疏 _50/00766酬 ν じ 靡 047/AMlyぜ
蛯 驚 i樹 :∴ご面

“
お

“

ふ

`i:孟 “

8五Lれ ま輛緑品ままも1仏遷nも,ヽこlA‐薇薇う鳥
8品
●  ・1 1 _1__ ^_^_^― ^1:△ 月 k、′ar_

ぱ蹴馬
lhよ

:嵐鯛縞 温:品t蔦蔦
~l話

菖聯a47 of HBP tt p∝ details bCloW Or as applicd by flrm

lWhiCheveris10Wer:

77

ion of Norms Committee

,Parり Name:MOREPEN
ILABORATORIES LTD., 'Mcet No/Date:6/82-lALC4/2018

:26.07.2018

|
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ICase No。 :75/9/82-ALC4/2017 1Parb7 Name:VIMAL DRUGS  IMeet No/Date:6/82-    :status:

_         IPⅢ
VATEЫ M「ED   i錯

″ 盤 ぜ    Ⅲ

pproVed

IHQ File ~~~…
…………………………

疑L革雨ぎ
区ル:猛丁   「

▲rriV…
… ~奮
苔而泌罰面濡蒟

「

i~~~｀
~~

^‐ ・ヽ…シ                    |=ヽ Ln■ 11し                   |し lc lNυ′υatc:υソlUυ ODUUD  I
101/82/050/00802/AM18/      109/24/040/00060/AM18/      103.05.2017              1

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

-^ 
rdecided to ratifu the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by78 firm whichever is lower no repeat one time basis only:

Export product Exp.

Qty.

Sl.No. Import items Qty.Allowed

4-(SULPHAMOYL PHENYL)
HYDRAZINE
HYDROCHLORIDE

l kg

1 4‐AMINOBENZENE
SULFONAMIDE(OR)
SULFANILAMIDE

0.96 kg

rRA may,uk. uOO.oO

Case No■ 212/4慇2‐ALC4た

"ウ

|五■ ヽ品 よJMPE
IPHARMA PVT LTX      IMeet No/Dat&6/恵

2-‐   ISttt長 : 
‐

1D  ALC″ 2m8   1ppЮ ved i

lHQ File              ittLA「
il`  ~‐
        26.07.2018 1          1

11 ir NA/n猜。.Alξ :A,Aち ,,| ■  ‐~ ‐‐iHQ File 'RLA pile lic.No/baie,ostoio,iqa.T 
,:01182/050/00220/AMtBt 10524/04o0o024tAMt8/ o+.os.zor 7 ,

Decision: Committee considered case as per agenda and and in the presence of the technical experts. it
'was decided to ratifo the ad-hoc input output norms under para 4.7 of HBp as per details below or as applied,by firm whichever is lower no repeat one time basis only:

,91 Export product Exp.

Qty.

Sl.

No.

lmport items Qty.A1lowed

SPIRAMYCIN TABLETS
EACH FILM coATED TABLET
CONTAINS SPIRAMYCIN EP 3
M.I.U.

R A shollld cheriζ nヽ 41 nffh_υ _

Nos.

1

SPIRAMYCIN EP
8.0

3.06M!u/tablet

:]fな ll:Iltili:11量〕1}°
fthe exportitenl and tO calculate kg entitlement iOm MIu after taking cOnverslon

、A may take apprOp面 ate ac10n as pcrthe dedsbn OfNorms Committee

「  T 孵■_I町 ||  1古6 1il`              1311■:11‐  ‐ …

藤    [
||:篤
需1勇1予蕗軸鸞蠅瀬路∫驚静諄淵覇llil輩}n艦瞥早為

||IExportproduct   l RI:・  I Sl・

No。

I ImpOrtitems      l Qty・
allowed l

noms underpara 47 ofHBPぉ per ddtts bdOw Oras叩メi∬:II編邁記↓:11:::梅 :_
rat

Export product Exp.

Otv.

Sl.No. Import items Qty. allowed

3,5  Dich
(Purity 99.50/0)

l Kg. ‐

一２

一３
．

2,6 Dlchloro p4ra Nitro Aniline 1.47 kg
SOdium Nitrite 0.837 kg
Methanol 0.405 kg

4. OI 0.860 kg
|
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Raney Nickel 0.01l kg

6. Sulphuric Acid Not allowed

7. Caustic Soda Lye Not allowed

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

1 1む基どヽま:イウj'4/821ALё 4/26iウ ,五:|｀ど轟し:恭AiURAL屁  ^IM881ヽ 6′ bttgi`′恵2- ~  IStitu::   |

li       l    IIhl範述■___二笠11_1~~~市
赫 0710111546▼

……
1

724/040/00012/AM18/  p5.012017_____一 一上_……、_=
rDecision: In the light oi earlier decision taken by NC in iis 5/82 meeting dated 25.07 '201 8 it was decided to

lratifu 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.Qty. Sl.No. Import items Qty. allowed

Caffeine 10020.000 kg

1 じrude Caffeine(deCaffeination
■om green coffec)Purity

52.830/0

5600.000 kg

Coffee Extracts
6150.000 kg

2 Crude Caffeine(debaffeination

from green coffec)Purity

52.830/0

12000.000 kg

82

'The above norms is allowed as one time basis and no repeat licence is allowed

; RA concemed may take further necessary action as per above decision of NC

Lζきヽ 6.21/9/8'ム Lё4た

“

ラ ,お :`島まζA十マA   M話 静ヽbi8●82- ●表ur l
lALC4/2018         Approved ll                    ‐DEEPTHA

I                    IPHARMACEUTICALS LTD  26.07.2018                  1

1鵠就::::::jl↓ij l鴨ら璃

'01:07鳳

~~‐
tた ル`b農さ:6016o`36Й ‐  |

_ ッγ p?.T′Y7:ニ ニ…|:li三 11
b`ttiti「 In th8 1iLhtも「 あ Hi3r abtiζ ibi tak8i byヽ

こ 轟 iζ ウ′恵

'heも

tinL a農

`d ll.09.2014,■

was deddedl

,Or舶
～

山e ad_hoC mput OutpШ  normS under para 4 7 of HBP aS pcr ddJ｀
bebW Or aS叩 Jたd by irlnl

lwhichever is loWeri

Export product Qty. Sl.No. Import items Qty.
Allowed
in kg

AFC OR(iS,4D-4‐ [(2-AMINO-6-

CHLORO‐ 5-FORMAMIDO-4-
PYRIMIDINYL)AMINO]-2-
CYCLO PENTENE-1-METHANOL

l kg l N―(2-AMINO-4,6-
DICHLORO-5‐
PYRIMIDINYL)
FORMAMIDE

0.764

2

懸 LICYCLOP2可 HEP■
5-EN-3

1.298

|  ICase No.:59/9/82-ALC4/2017 1Parり Name:AUROBINDO   IMeet No/Date16/82‐
| I                   PHARMA LIMITED      IALC4/2018
: |         1         2607.2018

111‐
~~~~ヽ

LAtti鳥
:あ議話j~1総癬

よめぬ蔽
,  101/82/050/00786/AM18/      109/24/0.

l lDecおbnbe■rred blこOmments

Status:
Deferred



32

ONE(VINCELACTAM)

D(―)TARTARIC ACID
SODIUM BOROHYDRIDE

+)TARTARIC ACID

rRA may take appropriate action as per the decision of Norms committee

Status:
rApproved

presence of the
of HBP as per

IRA concemed maytakeぬ 貢her necessary actiOn as per abOve decisiOn OfNC               i

Voriconazole po*de. for
ItteCtiOn 200 mg/vial,30

mi Vial usP

I Number 210 m{vial

す
蔽48/9/二 ALaん赫識濡1需徳

~ 
鑑き漱 :´み~

10由e~  lLA品
… … …

競 K摺 &"b面 ぉ101/82/050/00775/AM18/   1:o9/24/040/00005/AM18/    11.o5.2017        1

DecおiOn:cOmmittee cOnsideお a cisさ is pCl:Lき ida ila deliも

`ぁ

iち a bi thざ

“

五18:島 118
1teChnical experts and it was decided tO ra● 取 the ad_hOc input OutDut nOrms under nar,4'
1高iI::麗品「Lξ昴∫i航丼蔦聯品1革Ii乳∬

°C mp耐 0■pu nOrms under ptta 47

ハ

0.78

4 0.226

ISOPROPYL ALCOHOL 4.18

6 METHANOL 4.75

7 0.519

Export product Exp. Qty. Ｓ‐
．
Ｎ。

Import items Qty.A110wed

Voriconazole
USP

2 KleptOse

NF
3200 mg/vial

ａ‐ｓ

ａＳｓ

Ｖ

Ｇ
Relevant as per
packing policv

4 Rubber Stoppers
Rubber

Relevant as pe.
packing policv

Seals

Plastic
Relevant as pei
packing policv

6 Filters

Plastic
Consumable

7 Tubing

Plastic
Not allowed -under
policy

‐Case No.:56/9/82¨ ALC4/2017 Pany Name:AUROBINDO
PHARMA LIMITED

126.o7.2018

101/82/050/00783/AM18/ 10924/040/Ooo86/AM18/
Decision: Deferred for comments of TE

:Meet No/Date:6/82-

:ALC4/2018 1認Ld
f61o■お   -1,.Ⅲ

lll■ 1■  lKぷょめ面
“
山7:`ふ D轟|  |:01/82/050/00783/AMl父 /

11.05.2017
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Ｆ

Ｉ
,Case No.:58/9/82‐ ALC4/2017 1Paty Name:EYTAN LABS   :Meet No/Date:6/82-    Status:    |

:______∵ΥT:___邪郷ず  'TIT_|
"Q mc   

LヽA tte Hν けど辮α"Ю“鰯|  |101/82/050/00785/AM18/   1:09/24/040/00034/AⅣ     :                   .82/050/00785/AMl8/ :09l24ltJ4Olr)U034iAMlU/ :tz.u).2ut t

ision: Committee considered case as per agenda and deliberated on the matter in the presence of the

nical experts and it was decided to ratify the ad-hoc input output norms under para 4.7 of HBP as per'

ils below or as applied by firm whichever is lower:

Export Product Q″ . Si.No. lmport items Quantity allowed
Ke

4‐AMINO‐ 2-OXO PYRIMIDNYL
OXATH10LANE‐ 2‐CARBOXYLiC
ACID
ISO PROPYL METHYL CYCLO
HEXYL ESTER(CHE)OR
CYCLOHEXYL ESTER

l Kg。 1 GLYOXYLIC ACID‐ 50% 0.743

2 2,5 DIHYDROXY l,4
DITHIANE

0.325

CYTOSINE 0.428

4 HEXAMETHYL DISILAZANE 0.698

5 TRIETHYLA卜 41NE 0.67

6 METHYLENE CHLORIDE 1.56

7 L‐MENTHOL 0.751

TRIPHOSGENE 0.40

9 TOLUENE 156

RA conc.*ed muy tuke further necessary action as per above decision ofNC

Import items Quantity
allowed KgExport Product Qty. Ｓ‐．

Ｎ。

ATAZANAVIR
SULPHATE

l Kg 1

謙滞:正路)a面m.2£pOw4‐
DhenVlbutane                _

0.45

2 Hyat-in.ro.Uoxy lic acid 2 -lt4 -(2-

pyridinyl)phenyllmethYll-, l, I -

dimethvlethYl ester

0.43

Moc-L-tert-Leucine 060

4

[藉 mm。

「

。p力鉗bO面面
“hvdroch10ride

0.65

RA e decision of NC

|~caζきヽ ま:急j夕jう」ALむ 4′拗 iウ ■ ■ Na品と■ kENЁ 二静Ё  ■ 8Ъ :ヽも

'biど

:`′ 8'―  tヽitiζ

l l                 SCIENCES LIMITED.    :ALC4/2018        1Approved
l  l                          l                          126.07.2018             1
i '  _ _   _     _ |   ――    ´ ―一  ‐ ―            

‐     '

Lic.No/Datei0910065030 1

■ 13:ち児5υ00819AMlν  ‐lもあfliOЮ0059竹Ylγ li.1lll'″ ニ ニ鳥::二 ∴111`話1.:麻|  | _                  _

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the

lffilf,;i' .-fi;; ir was decided to raiiry tie ad-hoc input output norms under para 4'7 of HBP as per

details below or as applied by firm whichever is lower:

′ヘ

８

‥

‥

，

，

，

１

| lcase No。 :84/9/82‐

|  IALC4/2017

1 1HQ File

IP五農,ヽ 1“
`:AAII責

AkMA IMeetNo/Date:6/82-   Status:

|〒LごHNOLOGIESINDlA   IALC4/2018 ,Approved

IPRIVATE LIMITED 126.07.2018

IRLA Fllc ILic No/Date:0910065032

112.05.2017
1891:6):2/050/00811/AM18/  109/24/040/00063/AM18/

ID`tiζ 161: ёbtthi188 86五ζidered case as per agcnda and deliも
`iateと

 もn the matter in the presence Of the
―  ‐   ・・   ・         ^― ^―一 ^ヽ ヽ̂"^_^_´ ‐ス'Af口

Rp,ミ ner|り eCiSloll: し0111111lιし0● しυ=1● luv■ vu v“υν ‐‐ r―・
 ―つ―~~~ ~~             1。

rmS under para 4.7 of HBP aS per
lechniCJ expeis and I WaS ttCded t°

rai～ the ad‐ hOC input ottput l

1話五百もLbギ or as apメたd by■m WHCheverヽ bWer
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^

Export product Exp.

Qty.

S:.No. lmport items Qty. allowed

Tert-Butyl ((5 S, I 0R,Z)-5-amino-9-
Fmoc amino- I 3, I 3-dimethyl-3,6-
dioxo- l, l, I -triphenyl-7,|2-dioxa
-2,8 - diazatetradec-8-en- I 0-
yl)carbamate (CNOH-4)

l kg 1 Fmoc-Asn(Trt)-OH (N-
Fmoc, N-Trityl L-Aspargine)

1 20 kg

Boc-Ser (tBu)-OH
0.75 kg

RA may take apprOpttate action as perthe deCision of Norms Committee

1lst Nよ :Jj/う′jう1     ,ど■ 1ヽ島
`:MYLAヽ
    IM`よ も`

'5農

よ
`′

恵,1‐  stitiζ: ~~
:ALC4/2017           LABORATORIES LIMITED IALC4/2018        1Approved
l                         :                         126.07.2018            1

HQ Fii3         1tiA 11も       ~ ILi`:｀ 6′5五igio9ibOと 30441‐
 ‐ ~

101/82/050/00765/AM18/  1:09/24/040/00061/AM18/   115.05.2017       1

鷺批継聾1瀧捕i漱鷲Ⅲ評濡濡濡漱儒濡=|
'901

Export Product Qty. Ｓ‐
．
Ｎ。

lmport items Quantity
allowed in Ks

ZOFENOPRIL
CALCIUM

l Kg 1 Cis-4-pheny lth io-L-proline
hydrochloric acid

1.25

つ
４ Methanol 5.00
3 Methylene Di虫loridC(MDC) 2.75
4 Toluene 2.00

S-(-)-3 -Benzoylth io-2-
Methylpropionicacid (OR) S(-
)3 Benzoylthio2 Me.propioacid

1.05

IRA concemedmaytake furthernecessaryaction asperabovedeciiOn OfNC

'RA may,r,,. rO,

||

191

.Case No.:65/9/82¨ ALC4/2017 Paty Name:HETERO DRUGS
,LIMITED

IMeet No/Date:6/82-

IALC4/2018

26.07.2018

Status:
Approved

「
…
…
壼

Export product Exp.

Qty.

SI.No. lmport items Qty. allowed

Tolvaptan l kg 1 7-chioro-1_(2-methyl_4-

nitrobenzoyl)_5‐ oxo―

2,3,4,5tetrahydro_lH_

benzazepine

1.55 kg

Sodium Borohydrate 0.125 kg

Dimethyl formamide 0.130 kg

lcttζどヽ
`::64/0/8'LALむ

4/ibiウ  |五rty7｀五五
`:責

ЁttЁ RO b良むこζ :M8きiヽ0/5滉き:″j,:~ ~も ilti:: ~…
:I                   LIMITED            IALCF/2911         1Approved l

猛J猫了    lpprovec l
10riぉ    

‐
    1良LA「ii8     ~~   1正

iも :ヽ 8′bitも bjibb`3o4」 |   ~|
101/82/050/00791/AM18/   1:o924/040/00076/AM18/   115.05.2017      1     :

:li111111::!:1111:1:i:iillli,11:|:|::|!:||:11111彙
:111:|:II'11:|:::普::ょ諸

|

1921

|
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,HQ File              lRLA File             iLic.No/Date:0910065042 1       1
:01/82/050/00792/AM18/       :09/24/040/00075/AM18/      115.05.2017              1           1

1Decision:Committee considered case as per agenda and deliberated on the ma■ er in thc prcsence of thel

itechnical experts and it was decided to ratitt the ad‐ hoc input output norFnS under para 4.7 ofHBP as pe■

ldCtailS below or as applied by arm whichever is lower

Export product Exp.

Qty.

Sl.No. lmport items Qty. allowed

Aprepitant l kg 1 (lR)-
I [3,5bis(Trifl uoromethyl)
phenyl ethyl(2R,3 S)-3-(a-
Fluoro phenyl)morpholinyl
ether,p-Toluene sulfonic
Acid salt

2 10 kg

2 Methyl hydrazine
carboxylate

0.56 kg

may take appropriate action as per the decision of Norms Committee

器疏5υ∞“
νAm ν鵬淵:OЮ∞Яttmν l悧器

α
“
Ю4025■

|

‐‐      ‐    ‐ ~ ~   ~  ‐        ~                ‐
            。n the matter in the presence of thelDecision:Committee considered case as per agenda and deliberated l

leChniCal experts and it was decided to rati″
the ad_hoc input output nomls under para 4 7 of HBP as per

lёIおヽI:|う 5/4/821~ 
‐ ~ ||:IIヽ

ど高さ:jёDAStXPOIMIMさ tiヽも

'518お

たが  ~ヽ tatiζ :

:ALC4/2017           PVT.LTD.,            :ALC4/2018        :Approved
i                        ‐                         126.07.2018            1

titき ヽま11i'4′
jう:´
~  111お

｀aふ

`:ё

LENMARK  Meet No/Dtte6/82-  Status:

IALC4/2017           1PHARMACEUTICALS LTD., IALC4/2018        1Approved
i                         :                          ‐26.07.2018            

‐

|_ _    _  _   _|       、     _  |            '~    ~

ILic No/Date10310813336 11HO File             lRLA File

|

tetJヽ bdoJ oras ap口おd by nrlll whtheverヽ Юwer

Export product Exp.

Qty.

●
　

０

Ｓ‐

Ｎ

lmport items Qty. allowed

PACLITAXEL INJECTION
USP
30 mg1/ml.5m1/Vial.

Nos. 1

PACLITAXEL
USP

33.0 mg/smlvial

PACLITAXEL INJECT10N USP
100 mg1/ml.16.67m1/Vial.

oヽs

PACLITAXEL
USP

105.O mg/16.67m1/Vial

PACLITAXEL lNJECT10N USP
260 1ng1/1n1 43.4m1/Vial. oヽs.

PACLITAXEL
USP

73.O mg/4j.4nl1/V lal

)ACLITAXEL INJECT10N USP

,00 mg1/ml.50m1/Vial. oヽs.

1 PACLlTAXEL
USP

315.O mg/50 4nl1/V la

lrllll,, IRA '"ry 
trk" .ppr"priate action a: per tlre decisf on of Norms Committee

^  、, ‐""4′ 0^       'D_ホ ′ヽ 10mo・ ∩I「NMARK   IMeet No/Date:6/82-    IStatus:
| ICase No.:371/4/82-

: IALC4/2017

| IHQ File

194101/82/050/00379/AM18/

1941lI【119::ifil全Υlhζid`red:五堂̀
:!I:II::倫

yI1111:l111lli111:11ょ

I1111'メ静il:::!|』
|| ltechnical expens and l was deCided to ratltt the a(

|   |_  …  . .           1・  11__ C__^^__■ :^■ ^.,^..:^1^■ ■′OI・・
I technical experts and it was decided to ratiff the ad-hoc input output norms under pata 4'7 of HBP ?s p€I

: ldetails below or as applied by firm whichever is lower:

:Export Product :
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^

l  Desonide Cream 0 05%15gm(Net Wt.of Desonide USP Micronised(Sicor)iS O.563 Kgs)

2  Desonide Cream O.05%60gm(Net Wt of Desonide uSP Micronised(Sicor)iS 2.250 Kgs)

3. Desonide Lo●on O.05%59m!(Net Wt.of Desonide USP Micronised(Sicor)iS 2.213 Kgs)

4.Desonide Lotion 0 05%118ml(Net Wt.of Desonide usP Micronised(Sicor)iS 2.360 Kgs)

5.Desonide Ointment O.05%15gm(Net Wt.of Desonide uSP Micronised(Sicor)iS O.563 Kgs)

6.Desonide Ointment O.05%60gm(Net Wt.of Desonide USP Micronised(Sicor)iS 2.250

iRA may take appropriate action as per the decision of Norms committee

「
|

Kgs)

１

１

１

１

１

１

１

壺

Ｓ‐
．
Ｎ。

Imort Items

For the墜理ort Ofl No.Tablet

0.05%

L5gm pack

0.05%

60gm
pack

0.05%

59m!
pack

0.05%

118mi
pack

0.05%

15gm
pack

0.05%

60gm
pack

1

Desonide USP
Micronised (Sicor)

0.00765
gm

0.0306
gm 0.301 gm 0.602 gm

000765
gm

0.0306
gm

一
　

一

（
ン

|こlζもヽ ま:383/4/8'lALё 4たb17'Patt Name:AARTI DRUGS IMcet No/Dtte:6/82-   istatus:  :
|              ILIMITED          IALC4/2018       1Approved l
‐                   |                   

′6.07.2018         ‐       :
」A li18    ~  ~      ILi`:｀ o/Date:0310813319 1       1:HQ Fiiも

~~      ~     1良
i

101/82/050/00393/AM18/   1:o3/94/040/00090/AM18/   117.05.2017      1     1

'IF潟

鷺霊認譜:篤需点鰍IDIfTヂIw:∬意:
IDecision:COmmltee cOnsidered cを

,teChnical experts and tt was decide
o.i"ii' ua"*?;;;;iilil,H"ffi1i:r:T:7'iiffi:;1"' rnput output norms under para 4 7 or HBP as pe' i

i

Export product Exp.

Qty.

SI.No. lmport items Qty. allowed in

kg
Levofl oxacin Hem ihydrate U Sp

IRA

l kg 2,3,4,5 Tetrafl uorobenzoyl
Chloride

1.20

N, Methyl Piperazine 0.432

3 Ethyl 3 n n Dimethylamine
Acrylate

0.641

4 L―AlaninOl 0.350
may take appropriate action as per the aecision of f,lo-iCorr*itt""lke appropriate action as per the decision I

l

' IMき

もt｀3'5,お 16/恵

'1 

‐
 istatiζ:  |

ICaSe NO.:53/9/82‐ ALC4/2017 Pany Name:VIvIME5 LAЁ S IMきもt｀3'5,お 16/恵

'1 

‐

 istatiζ :LIMITED

I針″鰍『     lpproVed
lHQ Fi18 ~~~‐

  ~ 1良
LA Ili`   

～ ~ ‐
  i ll、 11,ヽ 111:ス Aヽススルル夫 |――――

|

■01/82/050/00780/AM18/
IRLA File

:09/24/040/00088/AM18/ 17.05.2017
|

196

―
―――
一 ・―V′ ′…・・ 9   ・ V″乙・ ′υ■υ/υυυOδ /AIVII ё/   1´ /.05.2017       1     :

1鳳紫rTttll"t惚滸濡ξ需鍬青蒲静需管雷需 徳露霊1語普編彙
|

Export product Exp.

Qty.

Si.No. lmport items Qty. allowed in
kg

HYDROXY HYDRO QuINONE
ORl,2,4-THB

l kg 1 PARA BENZo QuINONE 137
VANISPERSE/
KRAFTSPERSE 1251

0.01

||
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]RA may take appropriate action as per the decision of Norms committee

ICase No.:61/9/82¨ ALC4/2017 Parり Name:PORUS       IMeet No/Date:6/82-
ILABORATORIES PVT LTD  IALC4/2018

126.07.2018

IRA mav take appropnate action as perthe decigon of Norms Committee

97

Status:
Approved

Status:
'Approved

IMcet No/D7ate:6/82-
l~1lζも` ま■0わ′bがALё

4/'o17 1Patt Name:ORCH
ILABORATORIES INDIA PVT'ALC4/2018

:  |
1  ‐                     ILTD                  126.07.2018

…
:OVSZIOSOIOOSl6/AMl8/':091241040100089/AM18/

IDecヽ lon:COmmi●ee considered case as per agenda alldlUEllJrurr.

itechnical experts and it was decided to ratifr the ad-hoc

idetails below or as applied by hrm whichever is lower:

_ _, _           ‐  ‐  ‐― ‐‐ ` ‐   ‐~

ILic.No/Datei0910065055 1
117.05.2017            1

deliberated on the mattir in tt," ptit"nci of the

input output norms under para 4'7 of HBP as per

:RA concerned may take furher neceSSary ac●
on as perめOVe decigon ofNC

|  lcase No.:45/9/82‐ ALC4/2017

Ь91
Parり Name:GRANULES
INDIA LIMITED

IRLA File

_if771`Y?`99971■

'11_γ

…

IMcet No/Date16/82-
‐ALC4/2018
‐26.07.2018

Lic.No/Date:0910065073
‐18.05.2017

Status:
Approved

|  IHQ Flle
l 101/82/050/00772/AM18/

3 ETHYL ACETATE 2.00

4 HEXANE 4.88

TOLUENE 3.54

Export product Exp

Qty.

S:.No. lmport items Qty. allowed

kg

2‐ Phcnyl-3,3‐bis(4-hydroxy

phenyl)phthalimide(PPP‐ BP)

l kg 1 PTHALIC ANHYDRIDE 0.927

PHENOL 1.145

3 ZINC CHLORIDE 0.104

4 ANILINE 0.596

5 METHANOL 0.715

6 ACTIVATED CARBON 0.200

7 CAUSTIC SODA LYE 231

4-AMINO-2-OXO― PYRIMIDINYL‐

OXATHIOLANE‐ 2-CARBOXYLIC
ACID‐ lSOPROPYL― METHYL―
CYCLOHEXYLESTER(CHE) Z j-Oinya.o*y- 1,4-Dithiane

Flexamethyl Disilazane

IHQ File

101/82/050/00788/AM18/

IRLA File

l:09/24/040/00041/AM18/

:Lic.No/Date:0910065058
117.05.2017
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Decision: Committee considered case as per agenda and deliberated on the matter
,technical experts and it was decided to ratiflz the ad-hoc input output norms under 

1

details below or as applied by firm whichever is lower:

Export product Exp.

Qty.

S!.No. lmport items Qty. allowed in

kg
Compresso CIP 65(Ciprofl oxacin
HCI Granules 65% )

l kg 1 Ciprofloxacin HCL 0.6565

Maize Starch 0159
RA may take appropriate action as per the decision of Norms committee

PagヽふふきをiPLA LiMIiЁ d｀ lM881ヽ ルDatよ 6/8'1‐ もtふ tiζ

~

1                  :ALC4/2018        :Approved
l                          ,26.07.2018             :

IHQ Π胎       IRLARb       11ヽ 6/bttδblbjij435 1~  |
:01/82/050/00312/AM18/   1:o3/94/040/00162/AM18/   122.05.2017        1      1

21lⅢⅢ
:,Ⅲ
唾 iⅢ ll■||五||五ξ■ |`111ふaさ昴38ittaも Iiさ 島話ざ I iЪ ぉ:8:`五もも6fhも :technical experts and it was decided to ratifu the ad-hoc input output norms under para4.i of HBp u, p".,

detailsbeloworasappliedbyfirmwhicheverislower:

:nn m:y 
lafe lpproor'.,"

l iCaξ き` よJζ3た ,患がALC4/201tt PaOヽ品 まSiERiゴINDlA‐

| |          :Ⅲ
VATE ЫMFED

11,,応∴よ巖詰j~協濡蕊詰漁|」
~
,Mcet No/Date:6/82-

IALC4/2018
126072018

'status:
'Approved

Lic.No/Date:0510402657 1

22.05.2017             1
Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the, technical experts and it was decided to raiig, ti'e ad_hoc inprioriprt norms under para4.7 of HBp as per

r | 0l .details below or as applied by firm whichever is lower:

1102

Export product Exp.

Qty.

SI.No.

1

lmport items Qty. allowed

MEROPENEM SoDIUM sTERILE
USP

(MEROPENEM FORINJECTIoN)

A malltako nnn"n nriぅ 十o■′+:^ぃ ぅ́ ぃ～

l kg Meropenem Trihydrate (Non
Sterile)

0.987 kg

RA may take appropriate action as per the decision of trtormiEoffiittee

,Pany Name:MAHIMA LIFE
ISCIENCES PvT.LTD.

Case No.:356/4/82-

ALC4/2017 Status:
Deferred

IMeet No/Date:6/82‐

IALC4/2018
126.07.2018

Triamist Nasal Spray (120 MD)
Triamcinolone Acetonide 55mcg
Nasal Spray (120 MD)
Each Spray delivers:
Triamcinolone Acetonide 55mcg

Triamcinolone Acetonide

Relevant as

per packing

policy
20ML WHITE OPAQUE
HDPE VIAL WITH 20MM
NECK FINISH
NASAL ACTuATOR
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Lic'No/Date:05 I 0402665 Defer Date:HQ File RLA File
, ::011821050/00364/AMl8/ ::051241040100045/AMl8/,22'05'2017

Decision: The Committee observed that the firm neither attended the PH nor submit the details as asked

; ,forvideMinutesoftheMeetingNo. l/82lALc-412018,dated01.05.2018(actuallyheldon l7'05'20l8and

't :29 .O5.2Ol 8), hence the Committee decided to give last opportunity to firm to attend PH and submit its

I ireply, failing which, its case will be rejected

l  iCase No。 :359/4/82¨

|  IALC4/2017

11031責OFi16 ~   
‐

|  101/82/050/00367/AM18/

|:01/82/050/00773/AM18/

Paty Name:TR10N      IMeet No/Date:6/82-
CHEMICALS PRIVATE   IALC4/2018
LIMITED             126.07.2018

Status:
Deferred

RLA File
~‐  ~ lLiti面

6わ五お16恩 16146jjう 0さユ15激し:

|  IDecision:Deferred fOr comments of TE

ql2w party Nu*",sUVeN irpi lM..t No/Date:6/82-
lcase No':46t9t82-ALC 

scrbNCES LrN;rrE;" 
" 

,t:Syrr{

IHQ File
IRLA File

108/24/040/00530/AM17/  123.05.2017

:09/24/040/00052/AM18/

Lic.No/1Date:0910065089

23052017

deliberated on the matter in the presence of the

input output norms under para 4'7 of HBP as per

'Status:

Approved

:Decision:Committee considered Case as per agenda and

itechnical experts and l was deCided tO rati″
the ad_hoc

1041detailSbeloworaSappliedbyArmwhicheverislower:

Export product Exp.

Qty.

Sl.No lmport items Qty. allowed in

kg

1.086
1-BROMO‐ 2‐10DOBENZENE l kg 1 2-BROMOANILINE

2 POTASSIUM 10DIDE 0.733

3 CYCLOHEXANE 275

lee
1         訥e dedttOn d Norms Comm献

,Status:
'Approved

一    ―一―― ~~   ~~~   ‐  IЁ   IMききtヽ6′bilど :るた
'1'Case No。

:57/9/82-ALC4/2017 Pary NamciSUVEN Ll lALC4/20181SCIENCES LIMITED
I                          126.07.2018

IHQ File i

101/82/050/00784/AM18/

|むよζきヽま:5ゴ
'9/82」

ALё4/'bi7

106       _

1器島児50Ю082はMlν

RLA File
―一―…一……… 面ょヽ 6瓶画面 bttζ 69o

Meet No/Date:6/82-

ALC4/2018
26.07.2018

Lic.No/Date1091 006509 1

24.052017

lbttiζ iぶ

「
ё6語

“

itibど も6Asiati3dあζ8:ξ per:L8五ど五五haことli38:表さともh tiき 品:iおr in the presence of the‐

itechnical experts and it was decided tO rati～
the ad_hOC input output norms under para 4.7 of HBP aS perl

:1051温
百 面 °ギ Or器 叩

"ed by arm wHchev∝

ヽ bW∝

': 

:09 1241040 1000 I 0/AM I 8/ 2305.2017

|:需
よ`話き:Ёi6t6biёAt i

tRLA File

1109/24/040/00057/AM18/

Export Product
Exp.

Qty.

SI.No. lmport items Qty. allowed

AMANTADINE
HYDROCHLORIDE

102 mg /rOo mg

capsule
AMANTADINE
HYDROCHLORIDE CAPSULES
USP 100 mg

Nos. 1

rrms Committee
take apProPriate action as Per the decis10n OT N,RA may

Status:
Approved
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l全 ,1¥|す,TPITI彎 ,91,n aS perthe dec、 bn ofNorms COmmtttec

lё
」ζ

`｀

8::316/4/82:ALё 4/2biケ |1去 |ん ヵヽふ
`:五

五bキ| ~
|

|

|

IHQFile ~~~

LC4/2017 1Parり Na島も:AA良十i~    
‐
IM88tヽも

'b読`:6/な

う:    ,も ilti:「
~|

INDUSTRIES LIMITED    IALC4/2018
1ApprOved IIALC4/201,

126.07.2018

:Approved

101/82/050/00398/AM18/
103/94/040/Oo132AM 18/

IRLA File~~~~~~~― ―
――|     トーーー1

υl′ 0ク υυ ψ υυOソё/AMIぶ /   103/94/040/Oo132AM 18/   
ウ9.0_5.L品 7~・

ν́・ Vυ・υV‐υ

‐     ‐
lb`tiζ ibI:ёも五五itiさ

`88Aξ

iaもた:ぁζ81:ぉょ1二lヵ l ll力 ゑ:lillllll ll■  . ―: :  1 -― ―_… |

;T:^":"y,"J,:f:ifjr-d,deriberated on rhe maner in rhe presence of rhe
“
chmcJ expens and l was ded面

1」品し品
・
∬濡ざiЯO,り :1.■ ^1^.. ^_―     … ・・

,107 
d.,uiltbetoworasappliedbyfirm*r,i.r,"i'JiIX';;H""mputoutputnormsunderpara4.i ofHBpasper

Export product
Exp.

Qty.

l kg

S!.No. lmport ttems
Qty. allowed in
kgRAMIPRIL

1 L―SERINE 5.74

123

0.20o

ECPP-ALANTNE

5%PALLADIUM oN

「

ARBoN CATALYSTrdy raKe appropriate action as ihe
RA n

per decision of worml coilE'ilEE

十

１１

■

―
〓

f謎胤げ
4/4/81 1聴

1癬:誌潮親|::1豪
翔 甘
挽夕~澪
鷺11

49Pに
~~‐ ~~晨

己A論
`―

~  、:i二   ‐ _  |

|

|

Vinorelbine
Injections
lOmg/lml.

I Number

棚罪 15.239 mg/宙 al

Rubber stOppers fOr

Pharmaceutical Article Use R/S
l3mm Daikyo Fluorotec 52_
F45l w D777_t.
Rubber Stoppers l3mm dia
coated.

Releuant asid
packing policy

Vinorelbine
lnjections
50mg/5ml

I Number

翻罫
Ыne Tanmte IP/uSP 76.195mg/vial

Rubber Stoppers foi
Pharmaceutical Article Use R/S
20mm Fluoro tec 1242_ I ggg
WSTR.
Rubber Stoppers 20mm dia
coated.

Relevant-ipE
packing policy

concerned may take further action as per above decision of NC

|
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1~摯

‐
d`力34/82工 Lё4ん

“

ケ
臨 聴 i鳳

卜由
・
着Ё 備 3`bi識ふ ●品ま |

lERLY USV IALC4/2018         ,Approved

l  l               lLIMITED)         126.07.2018       1

1:辮脇語二1↓1'~流就鳥ま鳥んIII冨躍 T:'11■|
Decision: In the light of earlier decision taken by NC in its 4182 meetingdated 19.06.2018 it was decided

to ratiry the ad-hoi input output norms under para 4.7 of HBP as per details below or as applied by firm

whichever is lower:

109 _-
I rxport productExport product Exp.

Qty.

Sl.No lmport items Qty. Allowed

Griseofulvin Tablcts USP 500

mg

(2,000 Bottles x 100 Per Bottle=

2,00,000 Tablets)(Net cOntent

Weight=100.000 kgs)

Bottles 1
Griseoftllvin USP

510.O mg

/tablet

RA 
""y 

t.k" .ppropriate action as per the decision of Norms Committee

Ｆ
Ｉ
！
―
―
―
―

11/OZ′ υ′υ′Vυ ′υフ′AlV■ 10′       ■Vノ ′″ '|∨ ●▽'ν ママ´  ́‐~― ――       |

^^=^:^“ .ρ ^_― :付00 ρAnoiバ orOrl rnミe ns ner agenda and in the presence ofthe technical experts, itヽ
Vas‐

Detigi。 1l ё3轟hiIお も6nsidered case as per agenda and in the presence ot the technlcal expcns,lt wOSI

decided to ratitt the ad― hoc input output norlns under para 4.7 of HBP aS per details beloW Or as applied by.

firm whichever is lower no repeat one time basis only:

Export product Exp Qty. Sl.No. Import items Qty. Allowed in

kg

Haloperidol lnjection USP

5mg/ml, lml Single dose

Prefilled Syringe

USP

400000.000

Nos.

1 Haloperidol
USP

2.200 kg

う
ん Barrel Syringes

Glass

Relevan as Per

packing PolicY
3 OVS Tip Caps

Plastic

4 Plunger Stoppers

Rubber

Plunger Rods

Plastic

6 Preventis
Plastic

7 Medical Gradc Paper

Paper       ___
8 Tubing

Plastic

Not allowed

(Consumable)

may take aPProPriate action per the decision ot NO:lliSし OmΠ

lёiζ ιヽ 6::イう′0/82‐ ALC4/ibiラ  ,arty N五

“
`:こ

二人ヽ b~ 
‐~ IM881ヽ

も

'5:tも

16/恵

'1‐

  IStitiζ :

|                  'PHARMA LIMITED      :ALC4/2018        ‐Approved l
′                          1                          126.07.2018             1

魏鵠島Littj｀ 嘉濡鳳お;11111+1鐘1空111二:iili _  _    _   ―      ― ―    ―      ■

110

i rCase No.:413/4/82- ,Party Name:AigMgfC 'Meet No/Date:6182- Status:
ti1 'ALC4t20t1 :pUanUnCeUTICALS LTD ]ALC4/2018 'Approved
i i 26'07 '2018 :,lu ,,. fflil^*r^rn^.-.1t1n.0.(a)L*.1

「
・      汗譜喘配知004324明2017            1
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Norms allowed for Olmesartan Tablet

littPγ rや ,り 19P響 ,T,9,911,Perthe decisbn OfNorlns cOmmittee
|

で1:き よヽ:62ん/82-~~   1豊ジ`五品き:ヤ lRё16予   Mc81、も/b五|き ,ス
^う

:   き,11.111 ‐ ~  |ム Ir′ /うnl,             ___

|

|い eN∝ηルjう玖Lda力
“

ヶ
:赫ま
ふま
樹出 霊 |||`辛賃理学よ醗メ Sta品 |

し●SC lヽ U.:oZ/ソ /oZ―        Pany Name:VIRCHoW    IMc81、
も/bitさ:`/8'1   1ぶ 1lti`1‐

翠 l______f早ま
°ё百EMCAL ⅣT:器

盤『   Pttrd

12騨藝姜II務,お品「T轟瀞嚇  1P∝ЫO・ The commtteきぎ6:ζ↓

`8品

ま品

`聯

ふ1品おまaiど1きさ
`品

き卜百ス6たしも高1‐品きbま:龍基:表さbi場.きF:織胤蠍 臨鵠
巻
:黒含穐鰭躍棚 littW雷胤器‖為留詔ぜ

鋼
|

‐reply,failing which′ its case w‖ l be

:Export Product

壼1: Irorviden i"*"'.iir,eMeeringN" r/s2lALJ'T;:;::'"ltTl;U[:;[::Jjffl,,THi;:l;i;'fi
iJ;i,it1llIl,ilfi,'ii:*xlr;:i:;"i*'give rast oppon',i,v"," n.,,o un.nJp, una',,u,i, iu

IDecision:COmmittee considered case as per agenda and deliberated On the matter in the presence ofthei

leCllnical expens and l was decided tO ratitt the ad_hOc hput Output norms under para 4.7 ofHBP as peri
lЯ O,,110ス 。1^ぃ′̂ ..^^^― -1:^」 L_ r _  1・  1     . .
idetailS be10wOrasappliedby Яrm whichevttislower 

「

~~r―
一 … … …・・―・ ν“

■‐ ‐・′ V・ 1・υ・
。S PCI:

:ExnorI Prnf11lrf |

:H31

…

mg/5.O mg tablet
Olmesartan Mgdoxomil faUfets lO Tablets 10.20 me / l0 mg tabletOlmesa.tan Midoilili ITabtets Z0olmesarta@

Tablets 40.8 mg7Zffi taUtet

Tritl Olmesartan Medoxomil
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: 1黒
雨b驚わ /82工Lc4た

“

ウ
:iお
五`おも:期RCi6Wliil監

き漱
はα8夕

  器 ed

l :         1         26.07.2018    1
1  :HQ Flle              lRLA File             ‐Lic.No/Date:0910065115 1Defer Date:

11411_1`撃P,9199YfttYl'4_ 19?(11(919199'9'/AM17/   31.05.2017      1
IDecisio■ :The Committee observed that the firm neither attended the PH nor submitthe deta‖ s as asked

for vide Minutes ofthe Mecting No 1/82/ALC‐ 4/2018,dated 01.05.2018(actually held on 17 05.2018 and

12905.2018),henCe thc Committee decided to give last opportunhy to flrm to attend PH and submitits

lreply,failing which′ ns case will be releCted

「

RA may approprtate per I

―

―

―

―

‐ ‐

―

―

―

―

‐

‐

―

―

―

―

―

―

′

‘

‘

―

一

Export product Exp.

Qty.

Sl.No. Import items Qty.Allowed in

kg

DEXLANSOPRAZOLE l kg 1 2,2,2-TRIFLUORO ETHANOL
LIQUID MATERIAL

4.87

つ
４ 2,3 LUTIDINE
L10UID MATERIAL

5.60

CUMENE HYDRO PEROXIDE
LIQUID MATERIAL______

3.09

4 HYDROGEN PEROXIDE
L10UID MATERIAL

4.76

METHYLENE CHLORIDE
LIQUID MATERIAL___

12.50

6 PIPERIDINE
L10UID MATERIAL

1.64

7 ACETONE
LIQUID MATERL些

1.25

take aoorooriate actiol as per the decision of Norms Committee

firm whichever is lower:

Export product Exp.

Qty.

Sl.No. lmport items Qty. Allowed

THYMOL

(ABOVE 98%PURITY)

l kg META CERESOL
ABOVE 98 50/o PURITY

0.80 kg

may take aPProPriate action as Pt:r the decision of Norms Committee

Case No.:43/9/82-

ALC4/2017
IParty NameiEVEREST
10RGANICS LIMITED

IMeet No/Date:6/82‐
IALC4/2018
126.07.2018

Status:
Approved

IHQ File

i:01/82/050/00770/AM18/

IRLA Filc :Lic.No/Date:0910065127

101.06.2017

,O"airionr Committee considered case as per agenda and deliberated on the matter in the presence of the'

,technical experts and it was decided to ratifo the ad-hoc input output norms under para 4-7 of HBP as per

details below or as applied by flrm whichever is lower:

1 
‐
た五ζぎ責よ:4882'恵うLALこ 4/26iラ

'an7｀

1島よ0151「    ~IM`et No/Dtte6/82-  Statuま  |
― ●,^^● ^            |▲ _^_^_,^■   |,  I｀ ● S'■ ｀V・・ ‐ Vυ ′‐ ′V″ `・ ―

V・ ・ ― ν 一   ―― ′

                  c4/2018         1Approved :|  |                   10RGANICS PVT.LTD     IALI
:  :                  |                  126.07.2018         1       1

1 1oiお
~ ~  ~ 1飛

ら濡ililili;広↓lj  l譜
).No/Date:0510403024 1       1
06.2017             1          ヽ

1  1101/82/050/00496/AM18/   ,     ___    __ __ … ― ~1     ■  ｀
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RA may take appropriate action as per the decision of fVormiCormG

■
``Nよ

め§ヒカj,ム Lё4万6脅 1赫 Lヽ島しヽЁむLA｀5
1                    1LABORATORIES LTD

I:1人 ∴fl~ ~ 
‐        ―       ― ‐ ―   _ _

IHQ File

l:01/82/050/00294/AM18/
RLA File

:09/24/040/00139/AM18/

||

「

:II
'RA may take further action accordingly.

辞脇普
/4/82‐

 lmゝ評∫脇青δ良いル`5轟め: 島品:
lo品    IWT‐ T｀ ‐器盤f  l印

Ю“d
lお :｀3/Datよbj16急 ib90」 1~ ~  

―
101/82/050/00540/AM18/  1:o3/94/040/Oo179/AM18/ 112.06.2017       :

鷺麗黎苺宙様霧寮書墨雖1漱需漁驚霊
'夕

漁:｀1露
19

Item of Export Qty. SI.No. Item of lmport Quantity allowed kg
BACILLUS CEREUS(B.C.) kg

PEPTONES 2.l kg

|

Export product Exp.

Qty.

Sl.No. Import items Qty.Allowed in
レ0

BACDANOL TOcё
(2-Ethyl‐ 4-

(223-Trimethylcyclopent-3‐ en―
yl)― but_2-en-1_Ol)

RA mAy take

l kg 1

Alpha Pinene 1.47

つ
４ N-Butyraldehyde

0。フ77
3 Sec Butanol 0.40
4 Aluminum Tri-sec-

Butoxide
0.072

Di - N -Bufylamine 0.077
ke appropriate action as per theffi

^

Case No.:439/4/82¨

IALC4/2017
Party NameiZYTEX
B10TECH PvT LTD

IMeet No/Datei6/82-

lALC4/2018
,26.07.2018

rStatus:

Approved

‐HQ File ― ―

|

‐RLA File Lic.No/Datc:03108138141
:0 1 / 82 I 0 50 I 00447 I AM | 8 I |:03/95/040/00188/AM18/   107.06.2017

Decision: ln the light of earlier decision taken by NC in its 1/82 meeting dated 01.05.201g, it was decided
I l7 ,to ratify norms under Para 4.7 of HBP v1 as per details given below or as applied by the firm, whichever is r

less:

IMeet No/Date:6/82-
ALC4/2018
126.07.2018

lStatus:
,Approved 

:

ILic No/Date:0910o65148

0906.2017

IDecisiOn:The cOmmittee decided tO ratify thき ム61品 :`::さ 86^ilさ ||ecommendation Of Department Ofi

,, ,, ,llilTl::1t't:,'t 
vide letter No.35011/6081201'2-Pt (Norms) dt. 27.72.2012 as per detaits ; ;"; ;il ;;j' '" as applied by the firm whichever is less:_ j
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ヘ

Export item Otv. Import item Otv.A1lo、ved

Cefylpyridinium Chloride
Antiseptic Sugar Free Lozenges

with all Flavours.
Each lozenge contains

Cetylpyridinium Chloride 1.33

mg, Isomalt ST-M 2591.86 mg.

Net Content Cetylpyridinium
Chloride 1.787 Kgs, Isomalt ST-

M 3483.46 Kgs.

1344000 Nos Cetylpyridinium
Chloride

1.823 kg

Isomalt ST― M 3553.129 kg

concerned maY take necessarY rction as per decision of Norms Committee'

|    ICase No.:86/9/82¨

|    IALC4/2017
1     ′

IHQ Filc

101/82/050/00813/AM18/

つ
４

躙|∬T府服品鷺器lTl∬爛よ湘馴:L;∬器T』胤i[ⅧT:rT詰:W
f1111l whichever is 10Wer:

Import items Qty. allowed
Export product Exp.

Oty.

Sl.No.

O-3,4,5-trifluoroPhenYl
chlorothioformate

l Kg。 1 3,4′ 5‐TR:FLUOROPHENOL 0.846 kg

decision of NC.

me: ASIATIC DRUGS Meet No/Date:6182- Status:

'. 1 I&PHARMACEUTICALS PVT. ;ALC4/2018 Approved

i;; 26'07 'zotr

HQFileRLAFileLic.No/Date:0510403173
1i.,;8,650/904551AMl8/;:ostzl|o+11o/00028/AMls

RA concerned maY take further necessary action as per above

Import items Qty.
Export product Qty. Sl.

No.

6‐ Amino penicillanic acid(6-APA)
0.596 kg

Ampicillin Trihydrtte

(From 6‐ APA Route)

l kg 1

2 @inebase(PG
heqe\

0.417 kg

:嗅 鳳∬I篇蕊鳳 籠赫 瀧1品籠黒 基
癬 鷺 :I鴬 Ittifiよ1漱 喘 魔慨 |

122席:占蹴1思Iよs獄∬
mp帆 0耐p・n            

‐:1221apphedbyarlnwhthCVerヽ
bWC'

1  1

:|IExportproduCt lll

|

「

I Case No. : 52 I t 4 182- ALC4 12017'P arty Name:J.B. CH EMICALS
|&PHARMACEUTICALS
ILIMITED

IMcet No/Date:6/82¨

IALC4/2018
12607.2018

Status:
Approved

IHQ File
l:01/82/050/00529/AM18/

IRLA File

i:03/94/040/00219/AM18/

:Lic.No/Date:0310814019
115.06.2017

, rDecision: Committee considered case as per agenda and deliberated on the matter in the presence of the

, technical experts and it was decided to ratify the ad-hoc input output norms under para 4-7 of HBP as per

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

IPaty Name:SYNTHO
ICHlRALS PVT.LTD

IMeet No/Date:6/82-

'ALC4/2018126.07.2018

Status:
Approved

IRLA File :Lic.No/Date:0910065178

119.06.2017
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メ

Immobilized amidase (HIT-ABC) 0.0027 kg

RA may take appropriate action

「
――
――
「
ヨ

case No.:507t4t82-ALC4t20t7 

.i#,#TXBfiU:F,o- 
A 

1fftilJr,r"ti;:6/82- lfn;"r- 
" -

-.^ _..__ ,lrrrarreo, ',2'{ii.iors ..
HQ File RLA Fite Lic.No/Date:0310g14175':01t82!s0\05r5/AMr8/ :03te4t040t00230/AM:.B/ ,it-iiior., i

鷺[柵掛:嚇L冊蕊漁臨身′驚源諄
|

Export product Exp.

Qty.

Sl.No. Import items Qty.Allowed in

kgBACDANOL TOCo(2‐ Ethyl‐ 4‐
(223‐Trimethylcyclopent‐ 3‐en―
yl)― but_2¨ en‐ 1_Ol)

l kg 1

Alpha Pinene 1.47

0.777

0.40

0.072

0077

つ
４ N―Butyraldehyde

3 Sec Butanol
4 Aluminum f."s€c.

Butoxide

Di- N -Butylamine
nay raKe appropriate action per the decision of NormiCommittee

1辞癬
赫メ~‐mml:
‐酔輛 ::ユ:勲血1品`___‐uccrsron: Lommlftee considered case as per agenda and deliberated on the mafter in the presence of the

I:::lii5ffiTffffi ilJT, #T*-ll ;Tii jf ';;;;;;;;;, 
;".-. under para 4 7 or HBp as per

IW躍総肥∫L」椒1騰1漁l躙
山∝b6ら,Attmahx釧 2",純m江詭x"&"

124‐

1

ふ A may take apprOpri,leactiOnaspertledeciSiOnOfNorlnscOmmittee                             l

―――――――…… …――″――ヽ一―――……―――…ヽ―を～………………‐・―___■_」

1125辞 腑
Й患
~識
mil‐

錨
g漱蔽 夕

:轟
轟
I・

| ‐     _         卜TPi__  _  ___      _ _  _ ____: __

Imort Items

For Export o] N NoJoiil"

Amoxicillin
Trihydrate Bp

h SilicOn D10xide
1.551 gm
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1HQ File             lRLA File            Lic.No/Date:03108142051          1
1101/82/050/00566/AM18/  1:03/95/040/00260/AM18/  122.06.2017       .        

‐

IDecision:Committee considered case as per agenda and deliberated on the matter in the presence ofthe
Itechnical experts and it was decided to ratifo the ad-hoc input output norms under para 4.7 of HBP as per

ldetalts below or as applied by firm whichever is lower:

"tnt l QuantitY allowed IExport Product Qty. Ｓ‐
．
Ｎ。

Import items Quantity allowed

PREGABALIN IR
PELLETS 25%

l kg l

PREGABALlN
0.2525 kg

PREGABALIN IR PELLETS
,0% kg

1

PREGABALIN
0.505 kg

PREGABALIN IR PELLETS
75シ 6 kg

1

PREGABALIN
0.7575 kg

lA concerned may take further necessary action as p

:~1壷脇絆″壺
r‐
~黎
総霊潔膏穐|よ 壮:脇曽

8挽う―
鷲Fll

l l_……… … … … … |― ‐    260・
2∝ 8   1

1 鶏星児5υ∞%りAMν 鼈酬:OЮ滅よ話jけ蕊癬
品血漸11

Decision:Commi■ ee cOnsidered case as per agenda and deliberated on the ma■
er in the presence of

l  . . .         ■ :4___^」 ^^:■ ^力 `^´ ^+:A′ +k00A_hAr inハ 11+ハ :1+nlll norrns llnder nara 4.7 of HBP aS,technical experts and it was decided to ratifli the ad-hoc input output norms under para 4'7 of HBP as

,details below or as applied by firm whichever is lower:
126 ||

Export product Exp.

Qty.

SI No. Import items Qty. Allowed

Dl‐OCTYLATED
DIPHENYLAMINE(YALUB
DODPA)

l kg 1

DIPHENYLAMINE
0.50 kg

2 DI―ISOBUTYLENE 0.64 kg

3 ACTIVATED CLAY 0.l kg

rnav tate appropriate action as per the dec sion of Norms Committee

一ｔｈｅ　
阿

Export product Exp.

Qty

Sl.No. Import items Qty. Allowed in

kg

5‐ 0‐ Trityl-2,3‐ anhydrothymidine l kg 1

Betathymidine
0.600

う
ん Triethyl amine 079

, Case No.:+SlgtAZ- iP;t Name: HBfeiO ,M..t No/Date:6/82- rstatus: l

HQFileRLAFileLic'No/Date:ostoooszot
I i,ortszlosotoozzoleN,ttsl 

),:091241040100178/AMl8/ '22.06.2017 
.1,-

17蕗 虹 1淵 濡 藷薄蕊 漱 霊 ∬∬

血 put° utp面 OrlnS under para″ 酬

…

l
l         l                             ________― ―――――――――――～――――――――――――■■―――――̈―――̈――■~~~~~――――――――――――T――r~~~~――~~~― -11-~~~~~―――――――――――――――

―――――――――――-1-―ラ
=て
:::T~~ス「1両両:IFT「::石「T「「「

~~~~|

|     :01/82/υ )U/UU//0/AIVll δ/    lυ ソ′Z"′ V'V′ VVl′ υ′`■
1'■ ■V′    |~´ ●マ

マ・~

'     1 _   _ _        ‐               ‐  
‐
                         l on the matter in the prcsencc Ofthe

l   :Decision:Committee considered case as per agenda and deliberated
1  lechnに d expens and l was decided to rau"the ad_hoC input output nolHs under para 4.7 of HBP as pe「



3 Tritylchloride 0.76

4 Methane sulfonyl chloride 0.310
5 Tetrabutyl ammonium

bromide
0.035

2.606 Toluene
RA may take appropriat: action a: 

ryr te d,Tision of yorm.s Co11,
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ハ

|

ICase No.:52/9/82-ALC4/2017 1Parり N:島さ:Vittё責6予   
‐

IM&,tヽ 6′biよ

`/8'―

~   IStitiぎ
:~  :

PETROCHEMICAL PVT LTD.IALC4/2018         1Deferred  i
126.07.2018             ‐          |

HQ File RLA File Lic.No/Date:0910065 196 Defer Date:
128 :0ll82l050l00779lAMt8l ,:09r24r040r00040/AMt8/ 22.06.2017

Decision: The committee observed that the firm neither attended the pH nor submit the details as askedi ifor vide Minutes of the Meeting No. l/82lALC-412018, dated 01.05.201g (actually held on 17.05.201g and,29'05'2018), hence the committee decided to give last opportunity to firm to attend pH and submit its:
r-eply, fafline whicfr, its case wiil be rejected

■ い 面 9/82‐ALё4/2017島O Name五

“

に I蔽

辮

品

「
1鴇 |

|  |                   ICHEMICALS          IALC
I                 :26.01:                         |ル V・ V′・4V■ 0            1

1

刀 Amy 鶴 ち刷 ,OЮm3″AMν  唖 ¶ 鰍 彎
αOЯ 006Я 97「

~~~~~~

■
Vl′ U乙′V′ V′ υυ′フ付/AlVl1 0/      :Uソ /Z4/U4U/00136/AM18/     122.06.2017             1

Dedsbn:cOmmittee cOnsidered`基 8五ζぉさ:亀品al'ndとも|もel:i`a(Эn the matter in the presencc Ofthe
technical ρYnρ rc,n/1:+、 .7ぅ 0月 ^^:"^力 `^_^`=企  41   1■    ・technに J expe■ s and tt was de濯

鴇|:濯Iξ∫λ:鯖
°岳昴」:I品 I憩ぶII詰 ::・占∫′ダ∫晏部嵐∬

129‐

detailS be10w Or as applied by flr

f従胤ッ
/82‐

 :飛嬬 i需Ёお
HQ Fi` ~   ~~l通A由ぉ

‐―
101/82/050/00809/AM18/ 1:o9/24/040/00179/AMl

130

・′V,▽′V∨・ ′ノ′-lV■ lo′   lzZ・ υO.∠υ1/             1               :
Dきιiζ iふI:ё 6ふ品i品ざ861:iときred tiおょs pei ttgia:ふ a aelぉ 8Li3と もふtie h,18:轟 iA``rよ品

`8。

filき
:■echnianl ovhβ rfo_"月 :+...^^J^^=J_J′     ・́   ●   . _ed b品 取 山e ad_hOc hput Ou"耐 nOr::underlpalil」 ダF甜 :::∬

lteChnical experts and it was decidl

ldetailS be10w Oras applied by arm whicheveris 10wer

Export product Exp

Qty.

Sl.No. Import items Qty.A1lowed in
ko

(2R‐cis)-5‐ (4-aminO… 1,2‐dihydro―

2-oxO_1‐pyrimidinyl)-1,3-

oxathiolane‐2‐carbOxylic

acid(2S,5D‐ Methyl ester.

l kg 1

Glyoxylic acid 50%o
0.743

つ
４ Sodium bisulphite 0.60
3 2,5‐dihydroxy_1,4-dithiane 0.325

I -(3-Chloropropyl) 1,3 -
Dihydro-2H-benzimidazole-
2-One

Ortho phenylene Di amine

I -Bromo 3-chloro propane

concemed may take further
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1

Ｆ
Ｉ

:RA may take appropriate action as perthe decision ofNorms Committee                  l

iiu,"No.,aiDB2-ALC4t o,, ri#,),U#GooR ,x1;t)ti;,e:6t82- ifi::;.. ,

26.07.2018

HQFileRLAFileLic'No/Date:0910065198
'::OttgZtOSOtOO8l2/AMl8/ ::091241040100137/AM18/ :22'06'2017

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the

ltechnical experts and it was decided to ratifl' the ad-hoc input output norms under para 4'7 of HBP as per

letがヽbdoW Or as applおd by Arrn whtheverヽ bwer

Decision: In the light of er

ro ratify norms under Para

less:

arlier decision taken by NC in its l4182 meetlng dateo 24' lu'zuIr' rt wa

. 4.7 of HBP vl as per details given below or as applied by the firm' whichever is

Export product Exp.

Qty.

Sl.No. lmport items Qty. allowed

REVERSACOL
OCEAN BLUE

l kg 1 4,4 DIMETHYL BENZOPHENONE 1.400 kg

2. DIMETHYL SUCCINATE 4.000 kg

SODIUM ACETATE 0 600 kg

4. ETHANOL 6.00 kg

TRIMETHYL SILYL ACETYLENE

(TMSA)

0.800 kg

6 SIRALOX 1.200 kg

「
b“ 蔽 赫 腕ユニd/2017■ o Na品や

"血
Ё5LABS監

漱 普
bみ
 1濡 講111  1                    1LIMITED

I   I                          1                          26.07.2018                       ‐

1枕臨:Lilt t温鳥i[1二il讐舞T蹴li111轟| lbごιti品 :In iA8 Lふ 161さ嘉iおi atasi3i tikも Aも,N

つ
４

4 n-Hexane 1.00

Triethyl amine 0.034

6 Methane sulfonic acid 0.017

7 Dimethyl formamide 0.26

Cytosine 0.428

9 Hexamethyl disilazane 0.698

10 Toluene 1.56

Methylene dichloride 2.63

Quantity allowed in

5-Chloro- I -Piperidine-4-Yl-
1,3-Dihydro-2H-
Benzimidazole-2-One

I chloro formate

action as per above d.qqql ,lN9

ヘ

|… | Export Product Qty. ＳＩ
．
Ｎ。

Impon items

l kg Methyl Acrylate 232

2 2.18

2,5 Dichloro Nitro

Benzene

2.27
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7. TOLUENE 18.000 kg

TETRA HYDRO FURAN(THF) 9.000 kg

9. METHANOL 15.000 kg

10. HEXANE 3.000 kg

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

 ヽ  1

1  1HQ File
1133:01/82/050/00778/AM18/

PⅢROCHEMCALⅣ THDi器
盤 f

:

LヽA iお  … ~  ‐tiNoあ五iも i09ibOとζ,16 ibもぼbiよ
|:09/24/040/Ooo78/AM18/   123.06.2017       1

134

Decision: The committee observed that the firm neither attended the pH nor submit the details as askedfor vide Minutes of the Meeting No. l/82lALc-4l2018,dated 0t.05.20t8 (actually held on 17.05.20tg and29'05'2018), hence the committee decided to give last opportunityto f,rrm to attend pH and submit itsreply, failing which, its case wlll be rejected

ciユ 8ヽ::01,0/82-ALё 4/2617 1Parサ N五ふも1毯むヤЁヽ Li「Ё  IM`et、 8′ b五 :き :3/8'1‐  IStitiζ : ~~

|。品    ―運iVl:ツ
F:D I辮 鰍ピ  1印

ЮКd.

1鮒靱 i轟繹 嚢
証
~娩
晰 崎 :~‐

iお長ξ i4た,おも&i五L aiぉa bilb亨ぅbiJ“聯:ζ j“iagど
'

7 of HBP as per detdk bdOw Or as ap口たdbyarlni

':case No.:sl3/4/82-ALc4i,tzoti 'virty Nin,,.,eElcAiM rNos. M;; No/Date:6/82 ,status: :

, ,INDIA PVT. LTD. tALC4/2Otg ,Approved

|

Export product
Exp.

Qty.

SI.No.

1.

lmport items Qty. allowed

1-3,DIMETHYLOL‐ 5,3…

rm硫

l kg 5,5 Dimethyl

HydantOin Assay

min.99%c010urPure

0.382 kg

|

IQFile~ 走 Atte l詰 j l嬬
需
碗油 減

Ⅲ

…

|

鶯慨1漱彙1忠蔀兜1濡li語協 :

Export Product

1,2,3,5‐ TETRA‐ 0-
ACETYL‐ B‐ D―
RIBOFURANOSE ISO PROPYL ALCOHoL

action as per above decision of NC

ハ

|



Ｅ
Ｊ

ヘ

BELGUARD DMDMH)

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

|  ICase No.:538/4/82-ALC4/2017 Parり Name:REANNON
I  I                   IPHARMACEUTICALS

| |      _ 
「
HARMACEU■ CALS

IMcet No/Date:6/82¨
‐ALC4/2018

126.07.2018

IRLA File
、                 111′ NA/n,十 ′Lic.No/Date:0310814437

|:03/95/040/00288/AM18/ 104.07.2017

Approved

‐  HQ File
.    :01/82/050/005461NM 18/

| ~lё墓き
‐
こヽ熟
`o/4/82:ALCaん

diヶ l:も 1ヽふよ古ЁttЁ6ё古ЁM‐ IM eet No/Date:6/82-      IStatus:
lNDUSTRIES          ‐ALC4/2018         Deferred

.   ‐                          1                          2607.2018

1 10fiお        IRLA iお        ILお .｀o'btteib6100」 を6365品 r Dtte:

11371fl(17(Y9イ

""'竹

)118/_ |:06/24/040/00013/AM18/   105.07.2017      1

1   1監i1l11:認 1lllil°
nsidered the case as per agenda and it Was decided to can frOm the rlrm

i  1  1.    complete technical details as per appendix 4E
I   I   五.     Ⅳlolecular of Weight and°/o Of yleld

l   l   i五 .     Production and consumption data certirled by Central excise authority or CA

l tit8Nよ :4」i/4/jふ ALё4カoll l五も｀
`轟`15ALAS BIoTЁ

こ古IMさま
‐
も`
'5左

よしわ‐  ISLtiζ: |
IALC4/2018        1Approved .1  1                    LTD.

1 1           ‐           126.07.2018          1

1蝙膠 馘彙仁tⅢII篇∴attI: IDettお轟ili`LA:818:hier ag`鑢ぉhi:kciもい        __    にJ L_‐ _|

t

Decision: Commiffee considered cast

was decided to ratifu the ad-hoc inP

applied by firm whichever is lower:

) as per agenda and and in the presence of the technical experts, it

ut output norms under para 4.7 of HBP as per details below or as

Export product Exp. Qty. SI No Import items Qty. Allowed

INJECT10NS(RENONTRIKAL/
KONTRISTAT/APROKAL)

400000

vials

1 APROTININ 0 896 kg

椰高西面高轟面面蔦扇面高覇語扁裏ddOn ofNorms Comm撤 ee

: ぱぶ苫
ユ

i甫脳聴

1襦
::l絣蔦ふ
'鵬
温 I.:~」「 五BPぉ p∝ 乱tJ、 bdow∝ 郎叩メた

d by irm

IB8狸
hcheV釘おbW∝

Export product Exp.

Qty.

Sl.No. Import items Qty. Allowed
in kg

D(―)P―HYDROXY PHENYL
GLYCINE METHYL ESTER

l kg 1 D O Para HYdroxY PhenYl

Glycin Base

1025

RA may take appropriate actiOn as perthe decisiOn ofNorms Committee

‐Status:

Approved

巨 F高

面 而 面 面 而 IPatt Namc:WANBURY
ILIMITED

|

Mcet No/Datci6/82-
‐ALC4/2018
12607.2018

1Lic.No/Date:0310814571
112.07.2017

IRLA File

l:03/95/040/00306/AM18/「  :正I
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| 11,Tγ r,,Pギ♀P,T,T,91T P%申,,,,,19191や PT,99Pll,■

: |」ζ
`No14'6/4/82-~~ 

わ爵tt淋
`ヽ

おヾル
~  ~^廠

11薔 :,ase NQ`70た慇2-  t離
騨冨 ハ
N゚Ak  ~1璃

`t｀

6/Dtteお庵う:~~、tlti`:~‐IALC4/2017           1c

'6.″

鰍T    lpproved111■  ■■1   ~  ‐‐                     1__
HQ File RLA Fite Lic.No/Date:3410043342
':01/821050100478/AMl8r ':34/24r040r00080/AMr 8/ ,18.07.2017 ,

Decision: Committee considered case as per agenda and and in the presence of the technical experts.
,-, X;],:;ii'l#;1t,'9.*: loij;..,:,0,, 

output norms under para a.i or HBp as pe. Jeiairs berow oi

Export product
Exp.

Qty.

Si.No. lmport items Qty.AIlowed in kg

lVIUNυ ULLAIE l kg 1 SorbitO1 700/。 solutiOn 0.425 kg

01eic Acid
螂nay take appropriate action as per the decision of Norms Committee

| lё
ム:き よ`Йjb″/821ALё 4厖biヶ ■6ヽ品よёむ良Ё↑Ёёi  IMききt、ル、1|  |し“
°し1¬υ・し,oo′■/δ Z―ALt4/2017 1Pa● y Name:CUR

I  l                   iSKINCARE

12壺撫1壺鰭ユニを拐Ⅲl´ ,「 ____  :| ‐Dectton:commtttee cOnSderedあξ::ζ 出 :五ま nda illd i‐thc b患品も8。fiも :き
`ぉ

ぉお洵 &:3.s,1続 ξ
ll::∬

霊 lり∬ 螂 』 li::概1胤 f耐
ptt noms As叩

口ぉd by me nrm m“ r ptta 47 0fHBP tt dmel

|

Import items

SERTRALINE
HYDROCHLORIDE

METHANOL
ISOPROPYL ALCOHoL
D MANDELIC ACID

TETRALONEIMINE

Quantity altowea in

ACETAMIDE
ACETIC ACID

action as per above decision of NC

鳳‐
~〕

覇孵
渤瀞…
田「
｀

‐
        111:tヽ

‐
■  1 1■ 1l rt ―‐―‐~1 ‐ ‐― _、 _

|11111,ギ需よ“
b81475」■
~

墜型^11鳴 P12晋
nt86rⅢ

I品轟ぬ ども品ご五↓基
1財 翼 2北 f::1°

C hputOI品
~五

Ъ温:瑞淋 1群aオダ腸胃∬ lCe°
l me Lch面cd expe■ %l was

as per details be10w Or as applied by
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И
■

を基ご面 蔽ん五 Lёあ

“

れ お満 豪Ёёk鳳
ょ1:壮咄 静

α麓 ‐
1濡温

||                 IBENCKISER HEAI
:                  INDIA PRIVATE LIMITED  126.07.2018         1       1

1HQ File               lRLA File              lLic.No/Date:0510403484 ‐        |

101/82/050/00508/AM18/    :05/24/040/00148/AM18/   124.07.2017        .      ‐

D`ttibi「ёも轟hi品も86Aζideigaあξ

`ち

ξちさf‐亀 8haど 品b a816と 1激8と もi thさ hiti3r ih iA``ieξ
ιttteも Fth`

れechntal expcns and l was decided to ratl～ the ad¨ hoc mput output noms under para 4.7 of HBP as per
details below or as applied by flrln whichever is lower:

Export product Exp.

Qty.

Sl.No. Import items Qty. allowed
gm&g

Nurofen For Children l kg 1 Ibuprofen 1741

2. Tween 80 (Polysorbate 80) 00862

Glycerine 108.793

4. Lycasin 80/55 (Maltotol) 383.793

Saccharin Sodiun1 40/80 1.724

6. Citric Acid MonohYdrate 3.448

7. Tri Sodium Citratc Dihydrate 4.388

Xanthan Gum 6.465

9. Sodium Chloride 0984

10 Orange flavour 2155

Domiphen BromidC(BP) 0.0862

つ
ん 987 PP28mm M‐ LOC H&A White
T/E              _

Relevant as Per
packing policY

DEVC,NURFN,GB,ORAL
SUSPENS10N(Syringe)

14 Pct Bottle

16 NFC 2 Percent PaPer labels

17 NFC 2 Percent PaPer Leaflets

NFC 2 Percent MOno Cartons

IRA may take appropriate action as perthe decision ofNorms Committee

ltt Naおぬ ёYALIHARMA Ⅲ よNげDatαα82- ]江
u∬  |

tiξしヽ 61=29/4/82-ALC4た diウ Ⅲ          ALC42018     ■pproVed l
l                          ‐                          126.07.2018             ‐          |
|                          ' _ _       _              `   

。ヾ/Date:0310814834            1

需藤温島1話:~~1,おΨΨfttYw__ザ172017
1ヽ11:二 1:^スふ二i漁

`IAIξ

どきlι

`tase as per agenda and deHberated 6i thも

轟轟もl ii th`preζもntも 6fthe|

|

ision: Committee considered case as per agenda ant

nical experts and it was decided to ratifo the ad-hoc

ils below or as applied by firm whichever is lower:

deliberated on the ma[er ln tne PrtsstrIrs{' ur rr

input output norms under para 4.7 of HBP as per

lmport items Qty.

AlloWed in

kg

Export product Exp.

Qty_

Si.No.

l Kg. N‐[4-CYANO-3-(TRIFLUORO
METHYL)PHENYL]
METHACRYLAMIDE_

0.709
BICALUTAMIDE SULFIDE
CHEMICAL NAME:N― [4-

ヘ

:   |

:RA may takc appropriate action as perthe decision ofNorms Committee

|



CYANO…3-(TRIFLUORO
METHYL)PHENYL]-3‐

[(4‐

FLUOROPHENYL THIO)]‐ 2-
HYDROXY‐2-METHYL
PROP10NALIDE

4¨ FLUOROTHIOPHENOL
0.30

RA may take appropriate actiOn as perthe decisiOn of Norms COmmittee

54

:

「
case No.:482/4/82- pa'ty Name:JoDAS ExporM Meet No/Dat e:6rg2- Status::ALC4l20t7 PVT.LTD.. ALC4/2018 lff.or"o. 26.07.2018 )

HQ File RLA Fite Lic.No/Date: 0510403522:0u82t050t00490tAMt8t :05t23t04Ot00t7otAMt8t ii.ot.zoli
Decision: Committee conside,red case as per agenda and deliberated on the matter in the presence of theItechnical experts and it was decided to raii$, ti'e ad_hoc irput oriprt norms under para 4.7 of HBp as per:detaifs below or as applied by firm whichever is lower: vsta a' t vL t

1145

Export product Exp.

Qty.

●
　

０

Ｓ‐

　

Ｎ

lmport items Qty. allowed

LEVOSIMENDAN
INJECTION USP 2.5mg1/ml.
5m1/Vial.

Nos. RELEVANT BuLK DRUG
LEVOSIMENDAN

13.75 mg/5ml宙 al

LEVOSIMENDAN INJECTIoN
USP 2.5mg1/ml.lom1/vial.

Nos. 1 RELEVANT BULK DRUG
LEVOSIMENDAN 27.50 mg/10 ml /Vial.

mayね ke apprOpは e油 Onasper me dedJon d NormsCOmttee

:01/82/050/00538/AM18/

Case No.:530/4/82‐       IParり Ni品

`IMAl二

ADi ~ 
‐
IMもも[ヽ。/5五お16/慧2-~~IStiti」 ~~|

‐ALC4/2017            1DRUGS&            IALC4/2018         ‐A nnrnv`H   :

- *r,J rlg.rv.rat^LL^ut lvreet t\O/Date:6/62_ ,StatUS:DRUGS & ALC4/20]8 4pprovedPHARMACEUTICALS 26.07,2018 
TFI"I VIIU

LIMITED 
]

TPHARMACEUTICALS ,ze .ol.zoli 
Appruysu 

j

iLrMrrED I I 
r

HQ File iie pil" '*lli".N"zoui",o+rb-ro:jsi 
i-" - _ 

j

:01/82t050t00538/AM t8/ :04t24t040/0007s/AMt8t iii)'ron
3gs19;iti tr.,i Iignt oi.u.ri. o.iirion tur.., uv NC in its :rsz *"",iil datedo5 o(, )ol* ir rrroo s^^;)^,^ -,^l

IИ
7

νしヽ 101υ  ll`1:l ιllC llgnI OT caJIe decis10n takcn by NC in its 3/82 meeting datedOち
ib`:26itt it↓五ζa``iaき a ib

胤 R:l:ri:ilTeF:・
°u".nOrms under para 4.7 of HBP as per details beЮ

w Or as apJたd by Arrn

IRA concemed maytake m■her necessary actiOn as per abOve decisiOn OfNC

PyrrOldine Nor EphedHng J

( I R,2S)-Pyrotidinyl nor
ephedrine)

case N“齢 麻 二  ⅢⅢ NamましS,1由 ,A〒Ё M畠、
躍 ITI■ 1締導 :■

IALC4/2017          1LIヽ イITED(FORMERLY UsvlALC4/2
- … ヽ ―  …  …  _   _ |____…

… ‐―

|

Export Product
Qty. Si No. Import items

Quantity a110wed
ln kg

lkg rrOp10phenone つ
４

2 Bromine 4.31
Toluene 2.50

4

…

1.90
Causticsoda Flakes 5.98

6 し―しlutamlc acld 0.89
7 Acetone 2.67

146
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----*liIMIrED)*-*- To.wibts ;

fla Fil. _- 
lnt-e niii- iLic.N;firateo:roslag:+ i

l:01/82/050/00s4s/AM l8/ l:03t95fia0fi03s8/AM I8/ 3t '07.2017 :

lDecision: Committee considered case as per agenda and deliberated on the matter in the presence of the,

:technical experts and it was decided to ratifu 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.

Qty.

S:.

No.

lmport items Qty. allowed

Desipramine Hydrochloride

Tablets,USP50 MG
Nos.

Desipramine
HCL

510 mg/50 mg tablet

Desipranline Hydrochloride

rablets,usP 100 MG

los. 1
Desipramine
HCL

102.O mg/100 mgtab!et

)esipranline Hydrochloride

rablets,usP150 MG oヽs.
Desipramine
HCL

153.0 mg/150 mg tablet

RA may take appropriate action as per the decislon of Norms committee

IMcet No/Date:6/82¨

IALC4/2018

12607.2018

ILic No/Date:0410163391

101.08.2017

IDecision:Committee considered case as per agenda and deliberated on the matter in the presence of the

input output norms under para 4.7 of HBP as per
technical experts and it was decided to rati$'the ad-hoc

details below or as applied by firm whichever is lower

Export Product Qty. Sl.No. Import items Quantity allowed
In kg

d‐Threo Ritalinic Acid HcI lkg 1 2-Chloro Pyridine 6.68

2 Benzyl Cyanide 8.33

Potasium Hydroxide 15.52

4 DiFnethyI Sulphoxide 1500

lso PropylAlcohol 2.00

6 Dichloromethane 5.54

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

Status:
Approved

|

I- lCase No.,iOOlSlSZ-A,LCttZOtl ,iarty Name:CHEMCON 'Meet No/Date:6182- Status:

1 l--*- ,SpECIALITY CHEMICALS ALC4I2O18 Approved

: ) PVT LTD 26'0'7 '2018

I gQ f ite RLA File Lic'No/Date:341004341l
^ 

r , r o / an n o an I '7
HQ File

:  101/82/050/00827/AM18/    :34/24/040/00069/AM18/   129.08.2017        1
1    ‐  ̈ ‐― ‐― …    ―  ~       ‐ ~                .    . . …■     1   ^1____^“ ^― :― `■ ^^"^■ 0_ハ 0^ffhρlibirated on the matter in the presence of the

ision: Committee considered case as per agenda and deliberate(l on tne maner ln Ine presslrcE ur

nical experts and it was decided to ratify tlhe ad-hoc input output norms under para 4'7 of HBP as

iils below or as applied by firm whichever is lower:

Export product Exp. Qty. Si.No. lmport items Qty. allowed

CHLOROMETHYL
ISOPROPYL CARBONATE

l kg METHYLCHLORO
FORMATE

0.943 kg―

，

，

一

:01/82/050/00827/AM18/

per

ヘ

|  |を lζι
~ヽ

8113Ji′4/jう:      Parり NameiMALLADI

|   IALC4/2017

IDRUGS&
PHARMACEUTICALS
ILIMITED



56

' :ut/E2/050/o0824lAMl8l '::17124/040/00046rAMlBl 
05.09.2017

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the
technical expefts and it was decided to raii$/ tf,e ad-hoc input output norms under para4.7 of HBp as per,
details below or as applied by firm whichever is lower:

l 50 l Exoort orodu.t

RA may take appropriate action as per the decision of Norms committee

RA may take appropriate action as per the decision of Norms committee

Export product Exp.

Qty.

●
　

０

Ｓ‐

　

Ｎ

lmport items Qty. allowed

SODIUM STEAROYL
LACTYLATE(SSL)

l kg STEARIC ACID,MASCID
1865

0.33 kg

2 TRIPLE PRESSED STEARIC
ACID MASCID 1801

0.33 kg

RA may take appropriate action as per the decision of Norms committee

Case No.:97/9/82-ALC4/2017 ,Parり Name:VERGbiHARMA'Mざ ま No'5alよ

`′

慧う1~  ~lstati::~‐

|          :Mll緞 穐 Ⅲ ES PVT.LTD.,錯″ 鶴 T    ,ppr°
Ved

―‐ ― ‐‐… … 、― ‐
一
‐‐ `ヽ ^― ――´―― _  ‐   _、    __|______

‐HQ File              iRLA File lLic.No/Date:1710006662 1
101/82/050/00824/AM18/   1:17/24/040/00046/AM18/   0509.2017      1

ICase No.:98/9/82-ALC4/2017 1Parり NameiSAVANNAH   :Meet No/Date:6/82-

ISURFACTANTS LTD.,     :ALC4/2018

CaseNo':e8/e/82-ALC4/20t7,3ffi.IH'i',f,Itly' 
ff#*i"'eise-,ifffi".

HQ iire RLA Fire ::9J"',1; :ito,ooeaaq l

:01 1821050100825/AM r 8/ :r7 t24t040r0004grAMrsr 08.09.20 r 7 :

Decision: committee conside,red case as per agenda and deliberated on the matter in the presence of the.technical experts and it.was de-cided to.utitr, tie.ad-hoc input output norms under para4.7 of HBp as perdetails below or as applied by firm whichever is lower:

「

~

Export product

L10THYRONINE SODIUM 20MCG
TABLET,
NET CONTENT OFIMPoRTITEM―

き辟 硼 学

E"〕 叫 噛 蟷 Ю R

L10THYRONINE
SODlUM

20.4mcg/20 mcg

tablet

,status:
Approved

1じ槻5υ00828/AMⅣ  腸A Πb  ~~~~      「――
―…

4/24/040/00H3/AM18/   11l G
ヽ1111:1_r il ll__ 1_ 1   ^   ■   _  1 -                    __Decision:lnthelightofearlieraecisioniakenbyNCinits 4/g2meetingdatedlg.06.20lgitwaidecid;d

fri:XgJfri:]oc 
innut output norms under para 4.7 of HBp as per ditals u.ro* o, u, uppri"a uy n.,

一

Nos.

:Meet No/Date:6/82-
:ALC4/2018

126.07.2018
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ヘ

―
|

Export product Exp. Qty. Si.No. lmport items Qty.Al!owed

MethylNonyl Ketone l kg Capric Acid ( C-10 Acid )
1.402 kg

may take appropriate action as per the decision of Norms Committee

|  :Case No.:104/9/82¨ ALC4/2017 Paty Name:RONAK       IMcet No/Date:6/82‐
|  :                   ICHEMICALS           ALC4/2018|  |                   ICHEMICALS           ALC4/2018
1   1                          ‐                          ‐26.07.2018

1  1iOlilざ  ~    
‐ ‐

    |だ LA ri18             .Lic.No/Date:3410043478
1  101/82/050/00831/AM18/    :34/24/040/00138/AM18/   118.09.2017

Status:
Approved

O..iiiorr iornrnittee considered iur. ut per agenda and deliberated on the matter in the presence of the

technical experts and it was decided to ratifo 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. Qty. S:.No. lmport items Qty. Allowed

SODlUM 2‐ ETHYL
HEXANOATE

l kg 2‐ ETHYL HEXANOIC
ACID

0.912 kg

may take appropriate action as per the decision of Norms Committee

,Status: 
,

Approved 
:

154

iiio;; 6;mittee considered case as per agenda and deliberated on the matter in the presence ot the

nical experts and it was decided to raiifo the ad-hoc input output norms under para4.7 of HBP as per

rils below or as applied by firm whichever is lower:

Export product Exp. Qty. SI.No. lmport items Qty Allowed

N‐ Methyl Piperazine(Phalilla

Grade)Of purity not less than

99.5%.

l kg
N - Methyl Piperazine of
purity not more than 98%o.

1.01 kg

may take appropriate action as perthe decision of Norms Committee

: - ,bur. No.rrvslCi-Aii 4t2ot7
:1, I

tl
IHQ File

:01/82/050/00742/AM18/

b""iti"rr r"if,. iigf-1i"iearlieidecisiontutinUvNc inits2182meetingdated 16.05.2018 itwasdecided

to ratifi 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. Qty. S:・ No. lmport items Qty. Allowed kg

L―CARVONE l kg D¨LIMONENE
(LIMONENE,CITRUS
TERPENE,ORANGE
TERPENE,BRAZALIAN
CITRUS      _

1.9 kg

declded

,pu.ry Name:PARAMOUNT ,Meet No/Date:6182- Status:
l^r^r/Anro A^^-^.,^n :1駕∬鰐鴨焉 χ悩 1鷲 3」満育
嘔炒°4~ 
葛詳■ed l

LIMITED            126 07.2018                1
:RLA File             lLic.No/Date:0510404104
:05/24/040/00279/AM18/      125.09.2017
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ICase No.:109/9/82‐ ALC4/2017 Paty Name:ASTRAL
ISTERITECH PVT.LTD.

|         |        ,60■ 2018

lHQ File           ttA File ~ ~ ~~~~III高 罰勇肩事存而涯函落~ヽ ‐~~                     ,`ヽ 口
`｀
■1=υ                    lLlし .1｀υ/υ Oし C.D■ lυ υ4,`

101/82/050/00836/AM18/   :34/24/040/00166/AM18/   126.09.2017

IMeet No/Date:6/82‐

IALC4/2018

Decision: Committee considered case as per agenda and deliberated on the
technical experts and it was decided to ratifu the ad-hoc input output norms
details below or as applied by firm whichever is lower:

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

matter in the presence of the
under para 4.7 of HBP as per

」|

TERPENE.STANDARD
CITRUS TERPENE

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

Export product

Ceftriaxone Sodium for injection USp I gm
( Total qty 140000 vials of I gm, Net content
140 Kgs)
(Each vial contains ceftriaxone Sodium I
gm)

STERILE CEFTRIAXONE
SODIUM USP

ICase No.:16/9/82¨ ALC4/2017 Party Name:PCL OIL&     IMeet No/Date:6/82-    status:

10LVENTSLTD.   :錯 ″ 盤 F    lpprOVed

零漑鳳蕊瀞
~鴨
蕊
‐~…………|    ド……

5/24/040/Oo271/AM18/      lo3.10.2017             1
1二      _  :        1                         -‐                                               _

|   IU1/82/050/00743/AM18/      lo5/24/040/Oo271/AM18/      lo3.10.2017             1

1  Decお bn:COmmittee cOnsiderea ciζ も五ξ18::L8五五五五ndきまもも:滸3ともA iA8“猛gi lltiもお拠きもhもも6ri181    +0ハk^:^^1 ^、′_^ユ ^^――J:‐      ■  ●■ ,      ^  _

IRA may take apprOpriate actiOn as perthe decisiOn of Norms COmmittee

Plasticizer(DINP)

1159 1Case No.:17/9/82¨ A tё4/26iウ ,:お
'N品
さいёtt ёiL屁

ISOLVENTS LTD.
rStatus:
.Approved

IMeet No/Date:6/82¨
ALC4/2018

156
|

ｐ

　

ｙ

Ｅｘ

Ｑｔ

lmport items Qty.Al!owed

Nos 1.16 gm per

vial

‐  ‐ciseヽ 6:li10/9′患,:Attё 4′,biウ Patt N:鳥もiSёヽこ予6ヽ   
‐

IMももtヽ6/b:おお/821  
‐

Statiζ : ■
1  l                     SPECIALTY CHEMICALS   IALC4/2018         1Deferred  l
‐  1                   11NDIA PVTo LTD.       126.07.2018         1       1

“
719既
::111:11話
j l鶴分:需 :λ:i:|   におヽ6bttet41664」ζbζ b品 5滸ま

'

/AM18/   127.09.2017       1     :

,Decislon:COmmittee cOnsidered the case as per agenda and it was decided tO can iom the Arlla Chemistり
,

IMOleCular weight and recOvcHng percentage ofyield On metllylisObutyI Keton(MIBK)
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「「 126.072018

1器島児5υ00744ハMIV
IRLA File

l:05/24/040/00261/AM18/

ILic.No/Date:0510404163
103.10.2017

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the

technical experts and it was decided to ratifi, the ad-hoc input output norms under para 4.7 of HBP as per

details below or as applied by flrn whichever is lower:

Export product Exp.

Qty.

S:.No. lmport items Qty. allowed

Plasticizer(DINP)

l kg 1 Phthalic Anhydride 0.355

2
lso Nonyl Alcohol

0.726

|

IRA may take appropriate action as perthe decision of Norms Committee

iCase No。 :14/9/82‐ ALC4/2017 Paty Name:PCL OIL&
|                    ISOLVENTS LTD

Lic.No/Date:0510404191 
‐

IHQ Filc              RLA File
101/82/050/00741/AM18/    .:05/24/040/00280/AM18/    04.102017        .

ibι tisibil ёも轟

“

薇もとおAま agぉ古ぁ:きょξ

`も

1電品と
`猛

きさまiもま五:`ともn tAさ

“

:itま in tiさ

‐
お:8sさic8 oFtiさ

1    ■′。し・・ lυ・
■● VVl■ ■■1'■ しヽ VV VV"υ ●―‐●‐― ―"― ~~― r― ‐ ―o― ― ――

1601[よ

llF:を 1:iF:Ilξ :::i』『 :∫I轟静1胴』1=ut、:#PCinputOutputnormSunderpara47ofHBPaSper

Lic.1No/Date:0510404191

Export product Exp.

Qty.

SI.No. lmport items Qty. allowed

Plasticizer(DINP)

l kg Phthalic Anhydride 0.355

2
Iso Nonyl Alcohol

0.726

RA may take appropnate action as perthe decision of Norms Committee

Meet No/Date:6/82‐

‐ALC4/2018
,2607.2018

Status:
Approved

Status:
Approved

iStatus:
'Approved

ICase No.:21/9/82-ALC4/2017 Party Name:PCL OIL&
SOLVENTS LTD.

IMeet No/Date:6/82¨

IALC4/2018
126.07.2018

HQFilenI-apiteLic.No/Date:0510404193
l,o ilSzUOSotOoT4SlAM l8/ ':051241040100284/AM l8/ 04.r0.20t7

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the

Itechnical experts and it was decided to ratify the ad-hoc input output norms under para 4'7 of HBP as per

,detaits below or as applied by firm whichever is lower:

:RA ,ry take appropriate action as per the decision of Norms Committee

IParty Name:STRIDES
ISHASUN LIMITED

Meet No/Date:6/82-

ALC4/2018
26.07.2018

Plasticizer(DOP)

ヘ

|

「
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器航5υ00"0藁 lv I競ち刷iOЮm:1晨my~語瓶需
gtt10163566 1~~~~‐

剛 lyl柵
躊器∫鍔 庶l謡器L器躍蹴 麗鰤 T紺け器

Export Product Export
Quantity

S.No lmport Product Quantity Allowed

POTASSIUM CITRATE
EXTENDED― RELEASE
TABLETS USP 5mEq‐ 540MG
NET APICONT:572.400MG/
PER TABLETSINCL WASTAGE

Number 1 TRIPOTASSIUM
CITRATE USP

550.8 mg/5 mEq/540
mg tablet

POTASSIUM CITRATE
EXTENDED ttLEASE
TABLETS USP 10mEq… 1080MG
NET APICONT:H44.8MG/PER
TABLETINCL WASTAGE.

Number つ
４ TRIPOTASSIUM
CITRATE USP

H01.6 mg/10 mEq/1080
mg tablet

POTASSIUM CITRATE ~
EXTENDED RELEASE
TABLETS USP 15mEq_1620MG
NET APICONT:1717.200MG/

…

FTINCL WASTAGE

Number TRIPOTASSIUM
CITRATE

1652.4 mg/ 15 mEq/1620
mg tablet

RA may take iate action per the decision of Norms Committee.

ICase No■ 26/9/82‐ ALC4/2017■ お ｀lh8:JuЁ i二人ヽヤLi「ゴ IM881ヽも,5,18お滝ふ
~~、

1ムtiζ  l

appropr

」

SCIENCES LTMITED e.lCqtZOrc ,Approved

HQ File RLA Fite Lic.No/Date:05 10404200:01182/0501007s3lAM|B/ t:05/23/040r00223/AM18/ :05.10;0l;' l

Decision: Committee considered case as per agenda and as p.r.urli., o.cision tut en by NC in its2lg2

i ,rv |.LUJ., .ALC4l2Olg ,Deferred
26.07.2018

'u' T?,:',: RLA File - Iti;N;/Dii*,oiloio,qiif jo"iiiout":0U82/050/007s2/AMtB/, ;:05/23/040/002s4/AMtB/ ,OS.l.O.Ziii l

Decision: Deferred for comments of TE

|  lmee■ ng dated 16.05.2018,■ was decided tO ratitt the ad‐ hOc input output nOrlns under para 4.7 of HBP

I laS perdetdls bebwOras apphed by nm whcheverた bwer
11631

IRA may"ke appЮ

"at

|‐ 1lζ
き`ま:云/9/8メALc4'26iケ Pa■ Na品まjODAtt Ё文101M.MしまNo'Datまと

'82‐

~も
面iζ

lPVT LTD.,             IALC4/2018         1Deferred
11`"                           1                          126.07_201R             I

ヨ

|

Pyridine 98%Min

Alumino Silicate Catalyst

Ethyl Alcohol (Denatured

,U, Case No.:2/9/82-ALC4/2017 parry Name:GLOBAL Meet No/Dar e:6/g2_ Status:PHARMA HE|LTH CARE :ALC4/2018 ,lpp.rr"a

Export product
恥
”

Sl.No. lmport items Qty.Allowed

l kg
0.019 kg

2 2.194 kg

Propionaldehyde 0.073 kg
4 Methanol 1.41 kg



IHQ File
:01/82/050/00729/AM18/

61

1PVT LTD

IRLA File

126.07.2018
 ̈~lLiciNo'b扇

まb4ibiぬζ85:~

tDecision: ln the light of earlier decision taken by NC in its 4lS2meetingdated 19.06.2018, it was decided

;to rati!, the ad-hoc input output norms under para 4.7 of HBP as per details below or as applied by firm I

lwhichever is lower:

Export Product ExpOrt

Qty.

S No lmport Product Quantity Allowed

HYOSCINE BUTYL BROMIDE
10MG

tablets HYOSCINE BUTYL
3ROMIDEIP/BP

10.2 mg/tablet

IRA maytake appropnate ac● on as perthe decision of Norms Commntee

Status:
Approved

:04/24/040/00137/AM18/      110.10.2017

ILic No/Date:5210042405

:52/24/040/00038/AM18/ 11.10.2017
IHQ File
i01/82/050/00738/AM18/

Decision: Committee considered case as per agenda and deliberated on the

I ltechnical experts and it was decided to ratiry the ad-hoc input output norms

.166 details below or as applied by firm whichever is lower:

matter in the presence of the

under para 4.7 of HBP as per

|

Export product Exp. Qty. S:.No. lmport items Qty Allowed

ARTEMETHER l kg 1 ARTEMISININ 1.235 kg

|

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

':01182105010073 
I /AM I 8/ ,:311831040100085/AM l 8/ 12.10'201'7

Decision: In the light of earlier decision taken by NC in its 2 and it was decided to ratify the ad-hoc input

, output norms under para 4.7 of HBP as per details below or as applied by firm whichever is lower:
167

Export product Exp.

Qty.

Sl.No. Import items Qty. Allowed

2,6 Xylidine l kg 1 2,6 xylenol 1.40 kg

つ
４

Catalyst
Not allow as specific

description not given

,nA ,*V tut 
" 

uppropriate action as per the decision of Norms Committee

ICase No.:4/9/82‐ ALC4/2017

1HQ File

IParty Name:DEEPAK
INOVOCHEM
ITECHNOLOGIES LTD

IRLA File

IPar"Namc:CADILA
IHEALTHCARE LTD

IRLA File

i08/24/040/00207/AM18/

IMcet No/Datei6/82-     IStatus:

ALC4/2018         ‐Approved
2607.2018

‐Lic.No/Datei3110066888 1

iCase No.110/9/82-ALC4/2017

1681

1HQ File
l:01/82/050/00737/AM18/

Meet No/1Date:6/82-

ALC4/2018
26.07.2018

Lic.No/Datei0810141148

‐12.10.2017

'Status:
Approved

Ｆ
Ｉ
Ｉ

iCaseNo.:11/9/82‐
ALC4/2017 IPaHy

:LIFECARE PVT.LTD.
Meet No/Date16/82-
IALC4/2018

2607.2018



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

62

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the
tenhninol avhal+o qnrl it .',.. A6^iA^A +a -^+iG, +L^ ^l L^^ i.^-,,r ^,,r---r

iRA may take appropriate action as per the decision of Norms committee―
一

|

Export product Exp

Qty.

・
　

０

創

Ｎ

lmport items Qty. allowed

FLUOCINONIDE TOPICAL
SOLUTION USP O.05%(0.5
MG/ML)(60 ML)

Nos FLUOCINONIDE USP 30.6 mg/60 ml

bottle

DEHYDRATED
ALCOHOL USP

16.59 gm/60 ml

bottle

ICase No.:8/9/82-ALC4/2017 Paty Name:FINECURE     IMeet No/Date:6/82-    status:
PHARMACEUTICALS LTD.:ALC4/2018         1Approved
l                          '26072018             1

169

'meeting dated 16.05.2018, itwasdecidedtoratifuthead-hocinputoutputnormsunder para4.7 of HBp
las per details below or as applied by firm whichever is lower:

RA may take appropriate action as per the decision of Norms committee
凛

1711Case No.:111/9/82-ALC4/2017 Parり Name:REINE
ILIFESCIENCE

Export product Exp. Qty. SI.No. lmport items Qty. Allowed

mg/tablet
CO‐ AMOXICLAV
TABLETS BP 625 MG OR
AMOXICILLIN WITH
CLAVULANATE
POTASSIUM TABLETS 625
MG IP/

Nos. 1 AMOXICILLIN
TRIHYDRATE
IP/USP/BP l.16 Kg

equivalentt0 1 Kg

Arnoxicillin

585.36

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

303.4

3 ALUMINIUM
LAMINATED FOIL
PRINTED

Relevant as per

packing policy

4 ALU ALU BOTTOM
FOIL FOR BLISTER
PACK

IHQ Flle

1鷺ち刷,0/00041/AM18/
Lic.No/Date:081014H58 1
113.102017             1

ICase No.:33/9/82-ALC4/2017 Paty Name:STRIDES
ISHASUN LIMITED

IMeet No/Date:6/82-    status:   :

IALC4/2018         :Deferred  i
126.07.2018             1          1

1701io Fi18
IRLA File

104/24/040/00144/AM18/|:01/82/050/00760/AM18/
ILic.No/Date:0410163599 1Defer Date:|
11610.2017             1          :

jDecision: Deferred for comments of TE

,Mcet No/Date:6/82-
ALC4/2018
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ヘ

126.07.2018

HQ File

l:0 | / 82 I 050 / 0083 8/AM I 8/
IRLA File

418/   :34/24/040/00177/AM18/
ILic No/Date:3410043546
116.10.2017

Ｊ

　

一

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the
technical experts and it was decided to ratify 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.

Qty.

Sl.No. lmport items Qty. allowed in kg

Sevelamer Hydrochloride l kg
Allyamine

1.012

Sevelamer Carbonate
l kg

2
Allyamine

1.012

may take appropriate action as per the decision of Norms Committee

iCase No.
i

I

簿0‐File~~~~~~‐
―……

::01/82/050/00746/AM18/

:19/9/82‐ ALC4/2017 P釘りNameiCADILA
:HEALTHCARE LTD

:鷺λ刷:OЮ0215AMlν

飩
ζ`二
 1漱
潔|

ILic｀Jb品:o810i41,i41~~~|
118.10.2017     1    1

|

172

Decision: Committee considered case as per agenda and deliberated on the matter in the presence of the
technical experts and it was decided to ratif, 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.

Qty.

SI.

No.

lmport items Qty. allowed

BISOPROLOL TABLETS l.25 MG
Nos. 1. BISOPROLOL

FUMARATE USP/PH
EUR

1.275 mg/1.25 mg

tablet

BISOPROLOL TABLETS 2.5 MG/
BISOPROLOL FUヽ lARATE AND
HYDROCHLOROTHIAZIDE
TABLETS 2.5/6.25 MG

Nos. BISOPROLOL
FUMARATE USP/PH
EUR

2.55 mg/2.5 mg

tablet

BISOPROLOL TABLETS 5 MG/
BISOPROLOL FU卜 〔ARATE AND
HYDROCHLOROTHIAZIDE
TABLETS 5/6.25 MG

Nos. BISOPROLOL
FUMARATE USP/PH
EUR

5.10 mg/5 mg

tablet

BISOPROLOL TABLETS 10 MG/
BISOPROLOL FUMARATE AND
HYDROCHLOROTHIAZIDE
TABLETS 10/6.25 MG

Nos. BISOPROLOL
FUMARATE USP/PH
EUR

10.2 mg/1o mg

tab:et

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

ド
Ｌ
拌
―

iCase No.:35/9/82‐
ALC4/2017 PTり Name:AETHER

INDUSTRIES LIMITED
IM8もIヽJDat`:`′821 ~ あヽtuζ:  |
:ALC4/2018        1Deferred l
126.072018             1          1

Lic.No/Date:5210042414 1Defer Date:|IHQ File IRLA File
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:ibi/8夕 030/oo762'AMi念 ,  ~ |:52/24/040/00036/AM18/ ,bmiうOlデ
~… … ― … … …

1…

…  …
― ・

|

-1rDecision: Deferred for comments of TE
:

174

7 1attName:PCL OIL&   M88iヽ 8/b五iも :″な,_  ~stituζ

10LVENTSLTD.   :針 ″ 鰍 f    lpprOVed

IRLA nお 
… …
 ■通ヽレbiま6Si646稀|IHQ File

::05/24/040/00312/AM18/   124.10.2017        1101/82/050/00745/AM18/

Decision: Committee considered case as per agenda and deliberatid on the matter in the presence of the
technical experts and it was decided to ratifz the ad-hoc input output norms under para 4.i 

"iH;p ;; ;;;det面 k beЮギOr as applにdby nm whthぎ甚子〔λtt」

Export product Exp.Qty. S:.No. lmport items Qty AIlowed
PVC PLASTICIZER(DINP) l kg 1 PHTHALIC

ANHYDRIDE
0.355 kg

ISO NONYL ALCOHOL 0.726 kg

rRA may take appropriate action as per the decision of Norms committee

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

Export product Exp. Qty. S:.No. lmport items Qty.AI!owed
Papaverine Hydroch10ride

BP/Ph.Eur/USP/JP
l kg 1 Papaverine Crude Content

9s%
1.10 kg

壼

Case No.:22/9/82-ALC4/2017 1Pa口
けName:SYNNAT     ,M8&｀ 6′ bliも三6/82-   |も 11lLζ :  |

I                  PHARMA PRIVA
I                    ILIMITED

,HQ Filも   
‐~       ~~lRLA Fii3    ~

101/82/050/00749/AM18/  1:o224/040/00108ん

鼻縄継躙彗嚇綱熊.    ‐
Noscapine BP usP Ph.Eur JP

CP/Noscapine Hydroch10ride

BP Ph.Eur

RA may take apprOp百 ate actiOn as perthe decisiOn of Norms COmm■ tee

|

ICase No.:23/9/82‐ALC4/2017 ,Paty Name:SYNNAT
PHARMA PRIVATE
ILIMITED

IMeet No/Date:6/82-

IALC4/2018
12607.2018

Status:
Approved

|  ,HQ File
, |:01/82/050/00750/AM18/

iRLA File

::02/24/040/00109/AM18/

Lic.No/Date:0210207904

124.10.2017             1
‐ pedsbn:comm織 ee cOnsぬ

`redl晃

亀じちζぉじF~竃品jI~and deiもさ品きJ甜■8語五任も手可五崎 よ品886Fthel″6織
lFttl∫∬:湾銚I』常謂棚認肌献

∝h四∞
"前

mmsm“r ptta 47 JHBP as perl
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壌霊 腸 ∫〃

/9/82‐

  [att NamcSTttDES SHASUN ved Nυ
Datea82¨  Stttuま

′IMITED                IALC4/2018          1Approved
126.07.2018

:HQ File            lRLA File               lLic.No/Date:0410163619 1
1:01/82/050/00761/AM18/   104/24/040/00125/AM18/        125.10.2017             1

Decおbn:Commtttee considered case as per agenda and delberated on the mtter in the presence ofthe

teChniCal experts and l was decided to rati～ the ad¨ hOc input output norms under para 4.7 of HBP as per

details below or as applied by flrlll whichever is loweri

lmport items

102 mg/100 mg

Tablet
AMANTADNE HYDROCHLORIDE USPAMANTADINE

HYDROCHLORIDE
TABLETS USP 100MG
(TOTAL 2697500 NOS)

AVICEL PH 101(MICRO CRYSTALLINE
CELLULOSE 101NF)

IRA may take appropnate action as perthe decision of Norms Committee

LIMITED

,HQ File              lRLA File
::01/82/050/00733/AM18/   1:04/24/040/00142/AM18/

i″ under

IMeet No/Date:6/82‐      .Status:
IALC4/2018        1Approved l
126.07.2018

1Lic.No/Date:0410163624

2610.2017            1

4.7 ofHBP details below or as applied by firm whichever is lower:

IRA concemed may take further necessary aclon as per above decislon of NC

ratify norms under para 4.7 ot HtsP as per

Export product Exp.

Qty.

SI.No. lmport items Qty.Al!owed

Kg/kg

2-Fluoro-ara-adenine

Triacetate l kg

Guanosine 4.73

2 Tetrahydrofuran 2.09

Acetonitrile 1.51

4 Trifluoromethane
sulfonic anhydride

0.94

Ethyl Acetate 7.80

6. Toluene 0.093

7. Acetone 6.06

8 Acetic Anhydride 8.79

e:RECKITT      IMeet No/Date:6/82-
ER HEALTHCARE IALC4/2018
1VATE LIMITED  26.072018

1Lic.No/Date:0510404401

1/00320/AM18/      3010.2017

Approved

1177

Export product 帥
的

Sl.No. Qty. allowed

l kg

2. 40.O mg/100 mg

Tablet

3. MAGNESIUM STEARATE VLG
NF/PH EUR

1.50 mg/100 mg

Tablet

iCase No.:`/9/82-ALC4/2017



:鸞群 れI椰椰凝11稚
ん鳳凛満ヵふ満 :

4 7 ofHBP as per details below Or as applicd by flrm l

Export Product Export

Quantity

lmport Product Quantity Allowed

Enamber / Kephalis / Tetrambrone l kg Triethyl Orthoformate 2.400 kg

RA may take apprOpnate actiOn as pe

126.07.2018

~薫

ミ

‐

1

66

Decision: Commifte; l"riia.i.a iur" ur fii ugenJiara
technical experts and it was decided to rati$r the ad-hoc
details below or as applied by firm whichever is lower:

deliberated on the mattei i, if," p..t"nci of ifr. i

input output norms under para 4.7 of HBp as per i

:

I

~1濡

1

ILiし o`/bitも :jliё 686966■   
…
  :

102112017             1          1

1島きetilL aated io.b`.261慧 :l wi`deaacal
as per details be10w Or as applied by nrm l

慄 氏面罰荘源蛋形万fア扇げ高価耐
~~~~―

|

__    馨

ROMA■6Ⅳ ■ HMttD I器
鰍『

1黒
｀ま:角わた

'ユ

Lむあ 面

臨 聴

ЪLALAJI‐ AMttЁζ

薙 漱 普

8滋

IHQ File

101/82/050Ю 0755/AM18/
,RLA File
':31183/04010009I /AM I 8/

Decision: In the light of earfler aecision iaken by NC in its 4/g2
to rati$r the ad-hoc input output norms under Oay 4 7 of HBp r

Export product Exp.

Qty.

Sl.No. Import items Qty.a110Wed

gm/kg
Nurofen For Children l kg 1 Ibuprofen 17.41

つ
４ Tween 80 (Polysorbate 80) 0.0862

Glycerine 108.793

4. Lycasin 80/55 (Maltotol) 383793

5. Saccharin SOdium 40/80 1.724

6. Cihic Acid Monohydrate 3.448

7. Tri Sodium Citrate Dihydrate 4.388

Xanthan Gum 6.465

9. Sodium Ch10ride 0.984

10.

―

r 2.155
Domiphen Bromide (BP) 0.0862

つ
ι 987 PP28mm M― LOC H&A White

T/E
Relevant as per
packing policy

DEVC,NURFN,GB,ORAL

…

    (Sy面ngC)
14 Pet Bottle

ヾ
16 XIC 2 Percent Paper labels

NFC 2 Percent Paper Leaflets
NFC 2 Percent Mono caftons

RA may take appropriate action as per the decision of Norms committee

:

|
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ヘ

ichever is lower:

Export Product
Ｖ呻Ｏｕａｎｔｉ
S.No Import Product Quantity

Allowed in ke
GAMMA
BUTYROLACTONE

l kg 1 1,4 BUTANEDIOL 1.16

つ
４ GBL CATAYLYST 0.001

may take appropriate action as per the decision of Norms Committee

メC4/2017

|

|

Party Name:BALA」 I AMINES Mcet No/Date:6/82‐
LIMITED              IALC4/2018LIMITED              IALC4/2018
1                          126.07.2018

‐HQ File
:01/82/050/00756/AM18/

ILic.No/Datei3 110066899

102.11.2017

182

Decision: In the light of earlier dr

to ratifr the ad-hoc input output r

whichever is lower:

3cision taken by NC in its 5/82 meeting dated 25.07.2018,it、 vas decided

norms under para 4 7 of HBP as per details below or as applied by flrln

Export product Exp. Qty. SI No lmport items Qty. Allowed

N―METHYL-2‐

PYRROLIDONE
l kg METHANOL 0 377 kg

2 AN4MONIA ANHYDROUS 0.160 kg

3 GAMMA BUTYROLACTONE 0.90 kg

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

whichever is lower:

Export product Exp. Qty. S:.No. lmport items Qty. Allowed

N―ETHYL-2-

PYRROLIDONE
l kg 1 GAMMA

BUTYROLACTONE
0.72 kg

MONOETHYLAMINE
70%SOLUTION

0.533 kg

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

|

1  1Case No。 :31/9/82‐ ALC4/2017 Parり Name:JUBILANT LIFE IMeet No/Date:6/82-
|  I                     SCIENCES LIMITED      ALC4/2018

26.072018

IHQ File              lRLA File             lLic.No/Date:0510404482
101/82/050/00758/AM18/      105/23/040/00255/AM18/      102.112017

ヨ

一

cision: In the light of earlier decis
ratiry the ad-hoc input output nom
Lichever is lower:

ion taken by NC in its 2182 meeting dated 16.05.2018 it was decided
ns under para 4.7 of HBP as per details below or as applied by firm

Export product Exp.

Qtv.

SI.No. lmport items Qty. Allowed

184

RLA File

Status:
Approved

ICase No。 :30/9/82‐ ALC4/2017

jHq rite

Patt NamciBALAJI AMINES
,LIMITED

Meet No/Date:6/82-

IALC4/2018

126.07.2018

Status:
:Approved

:RLA Flle

l:31/83/040/00092/AM18/

ILic.No/Date:3110066901
102.11.2017

|

'Status:
Approved
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Beta Picoline l kg 1
Denatured Ethyl Alcohol

1.121 kg

Methanol 0.057 kg

Ammonia
0.76 kg

4 Alumino Silicatc Catalyst 0.82 kg

5 Propionaldehyde 0.007 kg

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

|  ICase No.:32/9/82-ALC4/2017 Party Name:JUBILANT LIFE
SCIENCES LIMITED

a

185 Hq nit. RLA Fire
' :011821050/00759/AM I 8/ :05123t0401002561 AMlSl

IALC4/2018

126.07.2018

;Lic.No/Date:0510404483 :

02.1t.2017

Stutrri
Deferred

Defer Date:

| ICiζι`も。おケ′1,/82LALむ 4/,iラ Paお 五ヽ

“

よkRISHNA  ~Me`iヽ 8′ bit`:`′恵ふ ~、1ltiti
:ANT10XIDANTS PVT.LTD.:ALC4/2018         :Approved
i                          126.07.2018             1:          1          26.07.2018     1

翌鷺蕊蕊蔦
~~間
脇藉 :…

…
猪∬辮
α∞Ю制制口

|

Decision: Deferred for comments of TE

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

1186 detailsbeloworasappliedbyЯ
rmwhicheverislower:

Export Product Export

Quantitv
S.No lmport Product Quantity

Allowed

)IPHENYL OCTYL
PHOSPHITE

l kg 1. YELLOW PHOSPHORUS 0.096 kg

PHENOL 0.59 kg

2-ETHYL HEXYL ALCOHOL
/2¨ETHYL HEXANOL

0.415 kg

IRA 
may take appropriatg actiol 

,r: 
p"r the deci:.|?_Jl of Norms Committee.

*r<*******

IMcet No/Date:6/82‐


