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Ofrcc oFl)irectO,atc Ccneral of Forcign l radc

Nonns Committec(NC 3)

New Delhi―

Minutcs OFthc Mcclng No 12/82‐ ALC42018 dated 12 12 2018(actua1ly hcld On i3 12 2018,14 12 2018 and

鰤 鮮 i攣 難 鷲 椰 撚 FI榊
:搬 l蕊蹴 脚 辮 ∬ 締 鴇 酬 :
)om Noll,Udvo8 Bhawan,New Dclhi

Followins members wcrc prcsc :-
Shri Nirrnal Kumar, Dy. Dircclor Gcoerat of Forcisn Trade
Shri S.K. Pangrahi, Economic Ofiiccr
Consultanl, Technical Ilxpcn pharmaceuricals
(-onsullnr. Tcchnical l:xpen Chemrcat\

Thc cOmmittec wentthiOugh thc minutes Of earlicr meclng NO.11′ 821ALC42018 MEETLNC DATE:
15.11.2018 and approvcd rhc sdm(.

‐Case No■ 14′ 12′82_ALC4′ 2018 Party Namcヽ VEXrORD     Mect No/Datei1 2/82_
LAB()RAT()RIES P LT:)    AI C4/2018

12122018

Stalus:
Rejected

l HQ「 1lC
1   101′ 82′05000641/AM19′ :07′ 247040/Oo382′ Aヽ414/      23012014

lic No′Datc:o710101548

Mcct No/1)atei1 2/82‐       status:
ALC4′2018          Approved
12!22018

Lic NO′つalci3410o41 118

31032015

(;hloridc

RLA llle

Derisionr Thc (_omnillcc obscNcd lhal boih ihc cxporl and impon ircm is samc. Ilencc, it was dccrdcd

Caseヽ 0:22′ 12′82‐ ALC4′ 2018 PaⅢ NamO oNEIRO
CHEMICAIS LTD

HQ「 ile
:01/82′ 0507006491 MヽIシ

RLA lちに

:3424′

“

αOo347′ AM15′

Decision: I'hc Commince considcrcd casc as pcr agcnda and in rhc prcscnce ofthc rcchnicat cxpens. it
was dccided to rarify rhc ad hoc inpur ouhut norms uodcr para 4.7 ofttilp as per dcraits betow or as applied
by firm whichever is lowcr:

Qty

087k8

149k8

Case NO:332′ 12′82-
AI C″2018

"o Fnci01/82′ 050′ 00959/AIИ 19′

PaⅢ NamciCハDII A
HLAI TIICARE LTD,

RLA 11lc
:0824′ 04α0019αAM16′

Mcclヽ olI)をltc:12'82-      status:
′ヽI(1,2018             Approved
12 122018

1lc No「Datc{)81o 36064
1609201S

il thc PreseilCC Of the tcchnical expen、   it

生J■,phenι?塾y●mnc2 I Mcrhanol

Dccision: 'l he ('ommiucc considcrcd casc s pcr agcnda antl

一

一
〓
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*as aeciaeJto mtiry tle aa+o. lnpui*tprt norrn" ,na". pr- a.z or Her a" [. aa^ii.lcro* o, a"-aprlJ
by firm whichever is lower:

E\pon product (》   ● Sl

No
Impon irems Qty

CLOBAC PM SOFTULES
(IRON‐ FOLiC AC!D SOFT
GELATIN    CAPSULES)
(COnta ning 300 mg OF IRON

(3)       HVDROXIDE
POI VMALTOSE COMPLEX
equivalent to Elemental l,on

100,И 3)

12750000000

Nos

1 IRON  (IH) HYDROXIDE
POLYMALTOSE COMPLEX
(FERRIC    HYDROXIDE
POしYMAI rOSE COMPLEX)

3824992

kg

RA may take approprial€ action as p€r the decision of Norms Committee.

Casc No:338112/82

ALC42018

HQ Fiに

|11,827050′ 00965′ AM19′

PaⅢ NameijUB:LANT
CENERICS LTD

RLA File

052371140′ 00270/AM16′

Decision: Thc Committee coosidered case a5 p€r agenda and in the pr€sence ofthe technical expens. it
was decided to raliry the ad-hoc input output norms under para 4.7 ofHBP as perdetai,s below or as applied

bt firm whichever is lower:

4ヽcet No′Date11 2′ 82‐      status:
ALC4′2018         Approved
12122018

lic No′Date105 1 0395790

01 102015

J

Sl

No

(,1、 Sl

N0
Qty

| l.eveiira.etam 250 mp lNumbcr | 255 ng

Level;acetam 500 mp I Number 510 mg

l-everiraccmm 750 ms lNumber 0 765 mg

| t-cvetirac€tam 1000 mg | l0l0 mg

RA may take appropriate action as per th€ decision ofNorms Committee.



Ca、 c No:331712′ 82‐        Party Name cADH A      Mect No,Datc 12'82‐    ,Status:

Al(1/2018              HEAl THCARF Lri)       A LC112018          Approved
12 122018

Lお :No/bjα OilolJ`3:テ       |Ho「nc                RLA Fnc Lお :No/bjα OilolJ`3:テ       |Ho「nc                RLA Fnc
101,82′ 050,00958′ AM19'      i08′ 24′040/00251/AM16,      2'102015                          1

Dec`tr me cOmm語 ee cOns dcca`晨 ぉ

“

,aLttLム 島ah.」ぉ
“
ふ
`き

o「the tchni:i轟 Itti

was decided to ratiry lhe ad-hoc input output norms under para 4.7 ofHBP as per details belo* or as apPlied

bv firm \rhichever is lower:

Rm"y tat;p*.prrate a"tion as per the decision of Norms Committee'

Flxpon producl (,1、 Sl

No
01y

EしETRIPTAll

HYDROBROMIDE TABLETS
20ヽИG

25()000()00 No、 1 ELETRIPTAN
HYDROBROMIDE
(BE「A      FORM)

1530k8

I■ ITRIPTAN
HYDROBROMIDE TABLETS
10 MG

250000 000 Nos

」

Ca"No:330/12′82-
ALC4′2018

Part、 Nane CADlし A
HEALTHCARE LTD、 ALC4/2018

12122018

HQ nぃ      RLA nt  И" 譜∬嘱lα
。810136411    1

i01182'050'00'571AM 191      :08724′ 040′ 00271′ Al

耽::medttt胃冊胤::‖器1群潤』]縞:l:∬lWi『F露』∫」∫1:胤rTttil
by firm whichever is lower:

SI

No
Export producr Oy Sl

No
Impon items Qty

l Ilumetaoide Table6 0.5 mg 15510200

Number

1 BUMETANIDE USP 214625660
Granl

LACTOSE
MONOHYDRATE NF

`PHARMATOSE 200 M)

26883 170 kg

HDPE BOTTLE 40 CC'VT
33‐400 ｅ

　

０

ｐ

　
ｐ

| ,3Mヽ4 WHITE PP NCRC
PULP LINERJ

―
―
Ｉ
Ｌ



RA may take appropriate action as perthe decision ofNorms Commitlee.

Cnse No.:13/12l82-ALC{/2(ll8 Pa(}"" Nanre:DSM SINOCIIEM MeelNo/Date:12182- Status:
PHARヽイACEUTiCAI S INDIA ALC42018
PVTl TD 12 122018

APProved

HQ File                RLA F:le               Lic No′ Date:2210015406 1
:01182/0501006401AM 191      :227・ 4′040′ 000'9'AM161      01 02 2016

Decision: Thc Conmittee consiairea case as per 
"g*a" ""J i" tt. 

p*i"*r oi*e t"JniiJ "*p.ntitwas decided to rarily the ad-hoc inpur output norms under para 4.? ofHBP as p€r details below or as appli€d
by firm whichever is lower:

Oty Sl

No
Impon items Otゝ

AMOXYC!LLIN TRIHYDRATE

「 HROUGH  6‐APA  ROUTE
THROUGH    ENZYヽ イATIC
ROUTI

l kg 1 6‐AMヽ O PENICILLANIC ACIDl●
APA)

0 55 kg

D()P‐ HYDROXY      PHENYL
CLYCINE IИ ETHYLESTER

04'7 kg

0 FORMIDASE(ENZYME) 0 005 kg

RA may lake appropriale action as per the decision ofNorms Comminee.

Case No:281′ 12′82-
ALC4 2018

HQ File

101,821050′ 00908'AM19′

Mcet Nυ Date 12′ 82‐

ALC4/2018
i2122018

Lic No/Date 071010'416

18022016

l)eferred

Dcfer l)!1e:

Parly NaneiCLOBAl
CALCIUM PRiVATE
LIMlTED

RLA F‖ e

0712170407003841AM 16,

Decision: Det€rred for commenls ofTE.

' Case No■
28712′82-ALC4/2o18 Paヽ Namc MA MTA Meel No Daierll 8l- St.rus:

ｅ

　

ｏ

ｐ

　
ｐ

packing

Bunretanide Tahlers I ms 90803100

Number

ヽ 300CC WH HDPE
BOTTLE 45“∞
(As per General Policy FOr

Packing material― Packing

materialin rulished fom

9080 NET NO)

per packing
poljcy

6 NCRC WH CAP45MM
PULP LNER
(As per Ceneral Polに y for

Packing matcrial‐ Packing

materialin inished Fom

9080 NET NOヽ

per packing
policy

Bumeranide Tablets 2 mg 55929600

Nunlber

7 60CC WH HDPE5,● 00 Relevant as
per packing
oolicy

ヽ 750 CCヽVH HDPE 53 100 Relevant  as

per   packing

policy

() NCRC WH CAP53NIM
PULP LINER per packing

policy

4



HO Fne
:011821050/00655'AM19′

5

PoLYCOATS

RLA Filc
:34/・ 4′040'00035/AM17′

PartI Na nc:KUSUMA
PHARMA

RLA Fne
103'94/040′ 00306′ AM17′

Pan、 NanleiKtISt'ヽイA
l'HARM A

RLA rne

ALC4/2018         1Approved
!2122018

Lic NυDate:3410042178

18052016            1          1

Dccision: l'he Commiltec considered case as per agenda and in the presence ofthe technical €xPerts' it
srs decided to ratily lhe ad-hoc input output norms under para 4.7 ofHBP as perdetails below or as applied

―
|

―
―
―
―
―
―
―
―
―
コ

b\ firm whichever is lower:

Export product Q, SI

No
Qty

l RII:THYI Cl「RATE(TEC) l kg | Cl「RIC ACID 0 723 kg

RA m"takc appropriate action s Pcr the decision oFNonns Committec

Case No:328/12′ 82‐

ALC4′2018

Ho F‖ e

101'82′ 050'00'ヽ 5,AiИ 19′

Case No■ 329′ 12′82-

ALC“′2018

Ho Fle
:01′ 82′050′ 00'S6′ Aヽイ19′

4ヽeet No′ Date:12182‐

ALC4/2018
12122018

Lic No′Date103 1 0806263

140'2016             1

嘔而
~~¬

Decision: l he Comm itte€ considered lhe case as per agenda in the presence of tecln ical eipers ana in

thc light ofearli€r decisiofl taken by NC in its Meeting No. 2/82 dated 16.05.2018. it was decided to raliry

l0 the ad-hoc inpul ourput norms under para 4.7 ofHBP as per delails below or as applied bv firm whichever is

Export product Qt, Impofi ircms Qty

Sodium Saccharin(Pure Dental Grade) lk3 Sodiuln Saccharin 101 k3

R  ma]. take approp.iale aclion as per th€ decision ofNorms Commitlee.

Mcct No′ Date:12′82‐     IStatus:

AI C412018         APProved
12 122018

しic No'Date1031 0807243

:03/94′ 040′ 00428′ AM17′       22082016

Decision:TheCommitteeconsideredlhecaseasperagendainthepresenceofTechnicalExpertsandin
the lighl ofearlier decision kken by NC in its Meeling No. 2/82 dated 16.05 2018. it was decided to raliry

I I the ad-hoc input oulpul norms under para 4.7 ofHBP as per details below or as apptied by firm which€ver is

Expon product Qty Oty

soditrm Saccharin (Pure Dental Gradc) lkg Sodium Saccharin 101 kg

RA nray take rppropriale aclion as perthe decision ofNorms Commitlee
|



ヘ

Crs€ No.:j34/12l82- Pany Nafie:MEDREICH Meet No/Date:12182- St tr"i
ALC,I/2018 LIMITED ALC4,20I8 Approvcd

12. t2.20t8

HQ Fire nr-e rit u".Noout"oztol lolor
:01,'82,'050,'00961/AMl9/ :O7/24/U0/INl12lA.Ml7/ 2i.08.2016

Decirion: lhe Commrflee considered La'e as per asenda dnd r rr,. pr.r-.. orrr,il.r'ni.ur .\p.n'.
it was decided ro ratiry rhe ad-hoc inpur outpul noflns under para 4.7 of HBP as per details below or as

applicd br- tirm whichever is lower:

12

E\port producl 0● Sl

No
Impon al€ms Qヽ

AMOXlCILLiN & POTASSlUM
CLAVUl ANATE
TABLETS625MC

〔CO‐AMOXICLAV 625MCI][Each
輌im    coated    tablct    contains

Amoxic‖ lin   Trihydratc   BP

equivalcnt to Anoxicillin 500m8

Pot Clav BP(aS diLPot Clav BPl

equivalcnt  to  Clavulanic  Acid

125mg〕 Exp q,1874535■ 980391‐

2854 926Kgs13260060 No

1 AMOXICILLIN
TRIHYDRATE

585 28 my

tablet

つ POTASS!UM
CLAVULANAT
E+MCC
BLEND 1 l NON
COS GRADE
〔CLAVULANAT
E POTASSIUM+
AViCEL l:]

303 773 mg

/tabict

RA may take appropriate action as per th€ decision ofNorms Comminee

C.l、 eNo:335′ 12′82-       Pa■ Name MEDREICH     イヽeet No′ Date 12′ 82‐    IStatus:
ALC“′2018 lIMITED ALCI′2018 Dtirrtd

12122018
13 HQ FJe       ~     ~IRLA File             Lic No′

Datc 0710!10453 1Detr Datel

iO l′ 82′050′ 009621AM:'′       :07′ 24/040 002167AM 17′       23092016

Dr.i\ion: l)elerred 1br comments ol 1 E.
|

CHEMICALS PVT LTD     ALC42018
12 122018

RLA File                    Lic No′つate:3410042634 1

:01/82,050700645'AM19′       :34′ 241040700218′ AM17′      28102016

Decision:    T le Committce considered the case as pcr agenda in the presence or Technical ExPcrtS and in

the lighl oF earlier decision taken by NC in its Meeting N。  26′82‐ALC4/2012.dated 13 12 2012 in resPcct

口
lr惜 殿 器 ↑ L紺 ‖ 1:il器 『 :TRtt:Ⅷ 二 TFF;‖ 認 T:::l郡 鰍 ITi

applied by nm whicheveris lowerl

(lasc No:18′ 1282-ALC″ 20181)aⅢ Nanc GULBRANDSIN Иヽeet No'Date 12182‐    Status:

1lo Fnc

Qty 0け

Iri Eihyl Aluminiunl ( rEAl) lkg Alunrinium ( i.it ( iranules 0 270 kg

RA may take appropriate action as per the decision otNoins Commitlee

０́



(■、c No:27′ 12182‐ Al(1'2018 Parl、 Nan,で :ヽ4AヽJIA MeelNorDalc:12182- Status:

HO File

:01,827050700654′AM19′

D€rision: The Committee consi.lered cas€ a5 pe, ag"naa *d in th" pr"""*" of tt" t""tn*ur .,,p.n", ir
l5 \ras decided to ratify the ad-hoc inpur output norms under para4.7 ofHBP as per details below or as applied

br llrm whichever is lower:

Export producl 01y Sl

No
lmpon ilems Oy

IRIETHYL CIIRATE(TEC) l kg | CITRIC AC11) 0 723 kg

RA ma! rake appropriare aclioo as per the decision ofNorms Committee.

Slatus:

RLA File lic No'Date1071 01 10862

01 82()500091'′ ヽヽイl'       :0712410401(,02561Aヽ イ171      29 122()16

POLYCOATS           ALC4/2018         .Approved
12'2018     1

RLA File               Lic No′ Datc 34 1111142738
34/24/040′ 00235/AM17′    09122016        1

P"げ Nane:ACEBRICHT   ,Mcet No/Date:12′ 82-

(NDIA)PHARMA PVT LTD. ALC4″ 018
12122018

De.ision: The Conmittee considered case as per agenda and in th€ presence ofthe techtrical exp.rts. ir
was decided to ratily the ad-hoc input outpur norms under pam 4.7 ofHBP as per delails below or as applied

to b) firm shichever rs lower:

"

SI

No "
TENOFOVlR   DISOPROXIL
FUMARATE

l kg | (R19‐(2 PHOSPHONO
METHOXYPROPYL)
ADENINE(PMPA)

0 69 kg

RA ma) take appropriate action as per lhe decision of Norms Committee.

一

Case No:282′ 12′82-

ALC″2018

17 Ho File

101,82,050/00909′ AM19′

Casc No:322′ 12′32-

ALC4720:8

HO Fiie

Case No:33″ :2/82-
ALCl′2018

HQ Fne

Partv Name CLOBAL
CALCIUヽ4 PRlVATE
口MITED

RLA File

107/24′ 040,00331′ Aヽイ17′

卜Jeet Noll)alc11 2182-     Status:

AI C● 2018           :)eFerred
12122()18

1ic No Dacイ,71011()'65 【)ctr:)ate

13012017                       1

Decision: Deferred for comments ofTE.

Pany Nane MEDRFICH    Mcet No′ Date 12′ 82‐    lStatus:    |
しlMlTED                Ai C4′2018           Approved

虹Ant    i黎欄島而1901
0「82Ю500096yAM19/  0724704α0038 VAMlフ   2702207  _  1 _____|

18
Decisio● :   Thc Committee considered cast・ 8 per agenda and in ule presenec ofthe technical expcrts,|

il was dccided to rarily the ad-hoc inpur outpu norms under para 4 7 of HBP as per details below or aj
applied by firn whichever is lower:

Export product 01、 SI Qty



RA may rake appropriale aclion as p€r the decision ofNorms Committe€

」

Ho File RLA l'lc

:0 I /82,1050/003 82/AM I 8/ :03/94/040/00064/A M I 81 02.O5 .2011

Decision: The Comm iilee considered the case as per agenda in the presencc of Tec hn ical Experts and in

the light of earlier decision laken by NC in its Meeting No. 4/82-A LC4l20 l 8 datEd 1 9.06.20 t 8 in respect of

M,3 EEmis t'ine Chemicals Limiled against Advance Authorizalion No.0310817400 daled 29.11.201?' il

was decided to ratit the ad-hoc inpul oulput norms under para 4.? ofHBP as per delails below or as applied i

19 by firm whichev€r is lower:

case No:3744′ 82-ALC42017 Paltv Name ETERNIS FNE
CHEヽ41CALS LIMll ED,

nel-ar ukc app.oprlarc aoion as per lhe decision ofNorms commillee

lic No′ Date103 108 13006

Expon nr(xlucl Qty SI

No
Qt、

HAMBER′ HAMBER― BHT′
HAMBER‐ Toco(フ ‐Ac“y:―
1,23456、 78-Octahydrt1 1,1,67‐

TctramethvI Naphthalene)

l kg 1 METHYI ETHYl
KETONE(MEK)

0 600 kg

つ

MYR(「ヽL
1 00 kg

イヽcet No'Date 12′ 82‐

AI C42018
12122018

Meet No′ Date 12/82‐

ALC4′ 2018

12 122018

Strtus:

Case No■ 283′ 12′82-

ALC42018

20 HQ Filc

101,82′ 050/01,910,AN119′

21器晶ts。0。397AMly

Party Name:GLOBAL
CAl CIUM PRIVATE
LIMITED

RLA「 ile
i07124,040,00053′ AヽИ18′

Lic Nopate 0710H 1675 DeFer Datei

Deferred

Decision: Defened lbr commenls ol TE

Case No:3894′ 82‐ALC4 2017 Party Name:ETERNIS FINE  IMeet No′ Date:12′82‐

CHEMICALS LIMITED,     ALC4/2018
12122018

29.o5.2017

Slatus:

:“ c NolDat 0310813672
3o oS 2017

RLA File
●03/94/040′ 00128′ Aヽ418′

Dcc● lor The Comm tlee consldered the casc as per agenda h the preξ ence OfTcchnに加 Expc商 品 a lnl

the light ol carlier decisiOn takcn by NC in its Mceting No 4/82‐ ALC4′2018,dated 19 06 2018 in respec:orl

イヽアs Eternis Fine Chemicals Linited against Advance Allthorization No 03,0817400 dated 29 11 2017. it

ヽo

CoAmoxiclav I● eC10n 1200ng

[20m呵 [1650000 No oF Vials〕

[Co‐ Anoxictav l● eCtiOn BP

1 23   238ng  oF  Potassiun

Ciavaulanatc  is  equivalent  to

200m3 0' Ctavulanic Acid
1060mg OF AmoxicJ“ n Sodium

is  equivalcnt  to  1000mg  oF

Amoxic"“ nl

lN unlir | Clavulanate Polassium
SterilelAmoxicillin
Sodium St€ril€ l:5
lPorassium Cl.vulanate
Srerilc - Amoxicillin
Sodium Sterile l:5 Blend l

ll20 mg / vial

8



was decided to ratiry the ad-hoc input output norms under para 4.7 ofHBP as per details below or as applied

by fim whichever is bwer:

E\pon product 0, Sl

No
Import items Qty

HAMBLRIHAMBER― BHT,
HAMBLR-l oco(7-Acetyl
1 23.45678‐ Octah,dro l 1 6 7-
l ctrametilvl Naphthalene)

l kg 1 METHYI ETHYL
KETONE(MEKヽ

0 600 kg

つ

NIYRCENE ]00 kg

RA ma) lake appropriare action as per the de,rision ofNorms Committee.

―
|

:01182'050'00966′Aヽ4191      :07′ 247040′00065′AM18,      30052017

Detisioni   n he commitee considered case as per agenda and in the presence ofthe technical expelts, it

was dccided lo ratify lhe ad'hoc input output norms under para,1.7 ofHBP as per d€lails below or as applied
bv firnr Nhichever is lower:

Case No:339′ 12/82‐

ALC42018

HQ File

Pal,NameiMICRO LABS
LTD

Meet No′ Date 12782-

AI C42018
12122018

Status:
Approved

」

RLA File Lic No′Date:0710● 1682 1

Ilxport prcduct Q, Sl

No
Qty

PREMIX O!' NIFUROXAZIDE
BP/EP : Each kg ofPremix Contains :

Nifuroxazide BP/EP 0.552 kg ( for
filling Nifuroxazide BP 200 mg i
capsule with average weighl of362 mg

/ capsule )

5195 kg 1 NIFU ROXAZiDE
EP′BP

2896 316 kg

RA ma) lakc appropriatc aclion as per the decision of Noms Committee.

(bsc No:323′ 12′82-       Pally Name ACEBRIGHT   ,Meet No′ Date:12′82-    Status:    |
ALC4/2018            (INDlA)PHARMA PVrLfD, ALC4′ 2018         ApprOved  l

12 122018                          1

HQ「‖e               RI A Fne              lic N。 /Date:07101:1732          1
:011821050100950'Aヽ 4191      :07'24'040′ 000587AM 187      .08062017

Deeision:   The Committee considered case as per agenda and in the presence ofthe technical experts, it l

was decided lo ra● ″ihe ad‐ hOC input outpui norms under para 4 7 oF HBP as per detans below or as appnedi
23 bv ttnn whicheveris lo、″er:

Qty SI

No
Import items Oty

TENOFOVIR   DlSOPROXlL
FUMARATE

l kg | (R)0(2‐PHOSPHONO
METHOXYPROPYL)
ADENINE(PMPAヽ

0 69 kg

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

Case No■ 284′ 12/82‐

A LC4′ 2018

HO「口C

PaⅢ Name CLOBAL
CALCIUM PRIVATE
LIヽ41TED,

RLA File

24



10

:01/82/050/009i l/AM 19/ .t:ldatototootutavtet ,l.i.ol.zoii I

Dccision: The Comminee consid€red rhe case a\ per agenda in lhe pre\ence oflechnical Expens and in

rhe light of earlier d€cision raken by NC in ils Meering No. 2/82-A LC4l20 I 8, dated 16.05.20 I 8 in resP€ct of
M/s Global Calcium Privale Limiled against Advaoce Authorization No.07101084E3 dated 08-07.2015, it
was d€cided to ratiry the ad-hoc inpul output norms uflder para 4.7 ofHBP as per details below or as applied

by firm whichever is lower:

Oty Sl

No
Import items Oty

MAGNESlUM L‐ ASPARTATE l k8 1 l‐ ASPAR「 lC ACID 1 02 kg

(Al CIt,ヽ4L‐ASPA RTATE l k8 , 1-ASPA RTIC ACII) 0 972 kg

RA may lake appropriate action as per the decision ofNorms Committee.
1

Case No■ 29″ 12′ 82‐

A LCI″ 018

Ho File

i01,821050'00924′AM19′

Partv Name CLOBAL
CALCIUM PRIVATE
LlMITED.

RLA FJe
:07′24/040700129′ AM18′

Mect No′ Date 12′82‐

ALC4/2018
12122018

L c No DatcI,71()口 1984 De,OI I)ate

18082017
|

|

rhc lighr of earlier dec is ion taken by NC in ils Meeting No. I /82-ALC4D0 I 8, daled 0 I .05.20 I 8 in respect of
Mis Eytan Labs Limited agairst Advance Aulhorization No. 0910065152 dated 12.06.2017, it was decided

to ralify the ad-hoc input output norms under para 4.7 of HBP as per details below or as apPlied by firm

０́

Qty SI

No
Impon ilems Oty

4‐AMIN0 5-FLURO‐ 1‐

((2R5S)‐ 2‐

HYDROXYMETHYL‐
Il、310XATHIOLANE‐ 5‐
Yし )‐ lH‐PYRIMIDlN‐ 2‐
ONE(EMO■ )OR EMOJ OR
EMO

l kg 1 (2R 5S)‐5(4 AMINO‐ 5‐FLUOR0 2
0X02H‐ PYRIMIDIN l‐ VL)[1,31
0XATH10し ANE‐
2-CARBOXY LIC   ACID   2S―
ISOPROPYし ,R―METHYL‐ lR‐
CYCLOHEXYL ESTER(FCE)

2075k8

SODIl'M BOROHYDRIDl: 046 kg

3 DIPOTASSitJヽ イHVDROGじN
PHOSPHATE

1 90 kg

nA may tate appropriate aclion as per $e decision of Noms Committee.

l)eci!tun: Deiarred lar connnenls oi lll

Casc No:307′12′82‐

AL(1“′2018

Prけ Nane:EYTAN LABS   Meet Nυ Date 12′ 82-
LIMITED             ALC42018

12122018

Slalus:



^

(asc No:298′ 12/82-

ALCI′2018
Parl、 Nane AVA
cHEMIcALS PVT lTD

110「‖せ RI A Filc

0「8,05α0092,AM p Юy9″04αO● 94^Mtt Ю Om:i∝

。f.e Fch市 :J expenヽ

“

|Decision:    Ihe Committee considered ese as per agenda and in the F

was decided to radry th€ ad-hoc input outpul norms under para 4.7 ofHBP as per deiaih b€low or as applied

l7 by fimr whichever is lower:

Erpon pro.iucl Oty SI

No
Import items Qty

DISODIUM    MACNESiUM
EDTA Content 6% (+7‐  05)6
iИ8

l kg | ETHYLENE  DIAMNE  TETRA
ACETlC AClD

0 700 kg

RA may take appropriatc aclion as per lhe decision of Norms Committee.

Иヽeet No′Date11 2,82‐

ALC4,2018
12 122018

Lic No′Date1071 01 12020

16082017

Decisioo: The Commitlee considered case as per agenda and in the pre;ce ofthe technical expens. il
was decided ro rariry the ad-hoc input ourput norms und€r para 4.7 ofHBP as per details b€low or as applied

Case No■ lS′ 12′82-ALC42018

HQ Fic
:011821050100642/Aヽ イ19`

Palt,Nalneヽ ИiCRO LA13S
I rD

RLA「‖じ
072■ 0100()131ヽ M18

br- firm whichever is lower:

E\pon product Ot, Ｓ‐
¨

lmpon ilems Qty

Amoxicillin and Potassium

Clavulanate 375 mg

( tiach tablet Contains

Amo:(icillin Trihydrare 250 mg

and Porassium Clavulanate 125

mg )175 Kq

1000000

Number

| AMOXICILLIN TR:HYDRATE
B″EνIP tlSP

28695k8

DlLUTED   CLAVULANATE
POTASSIUM  (  ll  )
BP/EP/1●NSP

303 773 kg

Amoxicillin and Potassium
Clavulanate 625 mg
{ Each tablet Contains
Amoxicillin Trihydrate 500 mg
and Potassium Clavulanate 125

mg ) 6150 K-g

10000000

Number

| AMOXlCII LIN TRIHYDRATE
B,足P“ PIUSP

5759 00 kg

DlLUTED   CLAVULANATE
POTASSIUM   (   11   )
BP/EP′ lP′USP

3037 73 kg

Case No:300′ 12′ 82‐        Patv Nane EYTA
ALC4/2018            LIMITED

29 HQ File               RLA F,1●

RA may take app.oprial€ aclion as p€r ihe decision ofNonns Committee.

〔01,82/050`00935′ AM19′       :09/24′040′ 00245′ AM18′       22082017                         .

Dec`lo■ :  The Commitee con● derd csc as per agenda andい the presence oFti」 tecXhiこal cxlcほ.1
was dccided ro ratiry the ad-hoc inpur ougut norms under para 4.7 ofHBP as Perdetails below or as appled

~,lII「

I~
Meet No′ Date:12'82‐



⌒

卜、輌nn whicheveris lower

(asc No:309′ 12′82‐        Party Name AURORE Ll「 1:   Meet No′ Date:12,82‐     Status:
ALC47●018            SClENCES PRIVATE      ALC4,2018         1DeFerred

LIMITED                12 12 2018
30
Ho F:lc                RLA File               Lic No7Date 09100653'3 DeFer
1011821050,00936′AM19′       109′ 24′040′ 00132′ AM 187      24 08 2017             1

Decision: Deftned for comments ofTE.

Datel

(11、 c No:310′ :2/82-          l'arヽ Nanlじ ИヽI(lRO LA13ヽ      Mcet No11)ate 1 2182_     statu、 :

ALC42018

Ho Fiに

lTD

RLA File

ALC42018         1
12122018

Lic No′Date:0710112103

:()1,827050′ 009671AM 19,      107′ 24/040′ 001,9′ AM18′       06092017

D€cision: The Co;min€e consiGed case as P;;genda and in the presence ofth€ rechnical exP€ns' it

was decided to ratil, the ad-hoc input outpul norms under para 4.? ofHBP as p€r details below or as applied

by firm whichcv€r is lower:

tixport producl Oty Sl

No
01y

PREMIX OT NIFUROXAZIDE
Each kg of Premi\ Contains i

Nifuroxazide BP/EP 0.552 kg ( for
illling Nilirroxazide BP 200 mg I
capsule wilh average weighl of362 mg

I capsrl€ )

5195 kg | NIFUROXAZIDE
BP/Eさヽ SP/1P

2896 316 kg

tle ma1'takc ippropriate action as perthe dechion ofNorms Committee.

Case No:310′ 12′82-        Partv Nalne HETERO DRUGS Mect No′ Date 12′82‐    Status:

ALC4r2018              LIMITED               ALC4′ 2018          ,Approved
12122018

32 HQ Rに          R[入 ■に        ■にN8′ Datg109ib06551丁 |     |
01′82/05070r937′ AM19′     0924′ 040′ 003297AM 18′    28092017                1

Declslo‐  The Com nlttec con● dcrcd case as perttendaandttthe preser'C° ltll,tec1lC生 lXpe,:当

Qty Sl

No
lmpon items Otゝ

4‐AMINO‐ 2‐OXO  PYRIMIDINYL
OXATH10LANE 2-CARBOXYLIC
ACID
ISO PROPYL METHYL CYCLO
1lEXYL  ESTER  (CHE)  OR
CYCLOHEXYL ESTER OR CHE III

l kg 1 0しYOXYLIC ACID-50% 0 743 kg

2 5 DI HYDROXY 1 4 DITHIANE 0325k8

ぐYTOSINE 0 428 kg

1 HEXAMETHYL DISII´ AZANE 06,8k8

5 TRIETHYLAヽИINE 0034k3

6 Ml:lHYLEN「 (1:しORIDE 2 63 kg

7 L(‐)MENTHOし (Fresh7Recove,) 0 751 kg

8 lRIPHOSGENl, 0 40 kg

9 TOI UENE l SO kg

RA may take appropriate action as perthe decision ofNorms Committee.



^
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昴品6昴fttunder扇77ofttPasF¨
|

was decided to rara8 the ad-hoc
by firm whichever is lower:

Expoft product Q, Sl

No
OtV

Valacvelovir Hvdrochloride l ks | 2-[(2-Acetamido)-6-ox0-6.9-dihydrG I H-
purine-g-Yl) methyll ethyl
ac€rate/Diaceryl acvclovir(AAEMP)

1 083 kg

N.N-Dicyclohexyl carbodimid€ 1 061 kg

NN‐ Di MethvI FOnnamide 2 54 kg

| 4-Dimethyl Amino Pyridine 0 028 kg

う 1‐ Vahnt 0 603 kg

6 Ntethanol 16,kg
7 2 55 kg

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

Decision: The Comminec consid$ed case as per 
"g*ai -a i" tfr. p*"i"ce ofthe technical expers, ir

was decidcd 10 raiiry the ad-hoc input output norms under para 4.7 ofHBP as per details below or as applied

Casc No:285′ 12′82-

ALC4/2018

HQ Flに

1011821050′00012,AM19′

Case No:300:2782‐

A LC42018

HoF‖ e
:01782′ 050/00927,AM19′

(,asc NO:301′ 12′82-

AしC`′2018

HO「‖じ

PaⅢ Namc GLOBAL
CALCIUM PRIVATE
LいИITED

RLA File

:07124′ l140′ 00193′ AM18′

Party Name MALWA
OXYGENと lNDuSTRIAl
GASES PVT LTD

RLA rile

:56′ 24′040′00019′ AM18′

Lic No′Date1071 0 11 2292

23 !02017

Mect No Date:12/82-

ALC42018
12122018

Mcet No/Date:12/82‐

ALC42018
12 122018

しic No/Datci56 1 0005252

26102017

Stalus:
Deterr€d

Defer irare:
31

h! um whichever is lowerl

Oty Sl

No
Qt、

TlEMONlUM METHYLSUし PHATE
(TIEMONIUM METHYLSULFATE)

l kg | 2‐ACETrL TH10PHENE 0 75 kg

RA may iake appropriale aclion as p€r lhe decision of Norms Committee.

I).cisior: I)cLrred tin lonrnrents ol l E.

ParyName:SYMBIOTEC l,leetNo/Dare:12182- Starusi
PHARMALAB PRIVATE ALC4/2018 Approv€d
LI MITED

RLA File

:011821050'00928'Aヽ イ191      :56′ 247040′00061′AM15'

15 Dccisionr The Committe€ considered case as per agenda and in the presence ofthe technical experts, it
was decidcd to ratify the ad-hoc input outpul norms underpara 4.7 ofHBP as per details b€low or as applied
h) firm \rhichever is lowerl

Qty SI

No
Impon items Oly

1ユ 122018

Lic No,Date:561000S254

26 102017
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Hydrocortisone Sodium Succinate for
Injection USP for Manufacturers use

(Hydroconisone Sodium Succinate

Buft€red 5% Sterile)

l k8 l Hydrocortisone Hemisuccinale
lP/BP Organic Ch€micals

0 91 kg

RA may lake appropriale aclion as per the decision ofNorms Committee.

36

37

Decision: l'he Commiuee considcrea casc as pi. agcnaa ant i, *" pi**". 
"rin.G"tricit 

eipen', ,r

tlas decided to ratify thc ad-hoc input oulput norms under para 4.7 ofHBP as per details below or a\ applied
h! firh whicheler is lower:

Iixport producl Qty Sl

No
Impon ircms Q,

NAS S (2-DIAZ0 1‐ NAPHTHOL-5-
SULFONIC ACID SODlUM SALT)

l kg | TOBIAS           ACID
(PURITY MN 97%)

1 20 kg

RA mar- rake approprialc action as per lhe decision ofNorms Comminee.

Case No」 302′ 12′82-

ALC12018

HQ Fiに

:01'82705()70092,,Aヽイ19,

C.lsc No:341/12′ 32‐

ALC4′20:8

HQ Fne

Casc No■ 324′ 12′82‐

ALC42018

ilo Flに

Patt Nane:ZENITH
DYEINTERMEDIATES
LIMITED

RLA File
103/95'040′00534/AM18′

Meet No′Datei12′ 82-

ALC42018
112122018

1Lic NυDate:0310816656
131 102017 |   |

Palty NancMICRO LABS   Mcet'o/5at[:1,82r ~ ζtitus「
~|

LTD                 ALC4/2018         ‐Approved  l
12υ
:011___    |

Lic No′Date Oワ 10H2360 1        1RLA rile
:011821050100968:Aヽ イ:9′       :07′ 24/040/001'8′ AM 181      07 11 2017

_ _ _ _■    ___ _ |

∬}常f訛縄響t騰r・
∝‖出乱紺総 鯖略」11'」littr露」」∫:熙、rTitti“

Export producr Oty Si

No
Impon ircms Qty

AMOXICILLIN     I     CM
DISPERSIBLE TABLETS ′ l CM
TABLETS
BP/1″EP/USP(401Xlll KG)

40000000

Number
1 AMOXIClLし IN
TRIHYDRATE
BP/1P′ EP/USP

45912 00 kg

RA may lak€ appropriale action as p€r the decision of Norms Commiltee.

Pa● Name:ACEBRIG HT
(lNDIA)PHARMA PVT LTD

RLA FJe

Meet No'Date11 2′82‐      St0111s:

ALC4′ 2018         Approved
12 122018

1ic No′Date 0710 H 2461

:01'82,050100951,Aヽ イ:つ′      :07124′040′00222,Aヽイ18/      27 112017                         1

38 Decision:   Thc Committee considered case as per agenda and in the prcsence oFthe technical experls, it l

was dec● ed to ra● fY the ad hoc hput outptlt noms under para 4 7 o「 HBP as per dctaJs bebw orぉ ap口たd
bv 6nm、vhichcver is lo、 ver

Expod product Q● Sl

No
Q,



ｂ́

⌒

:01/82,050′ 009301AM 197   :037957040,00708′ AM18′    30‖ 2017              1

Decヽ br nle Comm ttee conJdcred casc as per agenda and h the prcsence oFthe tech“ cd expe應,■
was decaed io rati,● c ad‐ hOC hp■ omptli nOms under pa認 4 7 orHBP as perdaJヽ bettw Or as ap口おdl
by nm whicheverislower                                                 l

E\pon producr 0ヽ 飢
“

Qt,

SUR‐742

[12、 4〕    THaz010   11 5-a]

Pyridin● 6 orbonitrile,8‐ [〔 2‐

“

ibu,lamino)  ●‐phenyl‐5-
thiazlllyり   im●012-  (1‐
cthylpen,1) ‐5,8“mydro‐ 7‐

methy1 5-oxo

l kg 1 HYDRAZrNE HYDRATE 99-100% 0 707 kg

ИヽETHYl ENE r)1‐ CI11 0RII)E 6 561 kg

0 3‐ AMNO CROTONONITRILE 1 625 kg

1 BklC  ANHYDRIDE (Dicnbu,1
Dicarbonate)Dl-30C

1 902 kg

ヽ TRIFLIC ACID ( T■ nuoromethane
Sulfonic Acid)

1 425 kg

6 TRIFUORO ACET:C ACiD 2 85 kg

liA nr.! t lie irpprotrial! .tctiur as pcr the d.cision ol Nolrns ( (!nnriller

case NO:303′ 1282‐

ALC4″0[8

HQ Fne

Case No:304/12182‐

ALC4/2018

■Q File
:01′82050Ю 0931′Aヽイ19′

iИ eet No′Datc 12′ 82‐

ALC4′2018
12122018

1 ic NolDate:0310817453

Istalu∬

~|
Party Name:SURVIVAL
TECHNOLOCIES PVT LTD

RLA F‖ e

Parly Name:MALLADl
DRUGS&
PHARMACEUTICALS
LIMITED

RLA File

:04/24′ 040700170/AM:8′

Mect No′ Date 12′ 82‐    Status:
ALC4,20〕 8          Approvcd
i2122o18

Lic No′Date:0410163768 1DeFcr Date: |

04 122017ヽ
'` 0`0′ ,ヽυO',1,A,Vl,ン        υ→′`,7υ"υ

lυυ l′υ,ハⅣl:01       υ4 1Z Zυ l′

Decision:   価 e Committee cOnsidered casc as Pcr agenda and in the presence ofthe technical experts, it l

Expon product Qty SI

No
lmpon items Qty

PvlolにhJ No『 EPhcdHne Base(or)

((lR 2S)‐

"rrOl攘

hメ nor ephed綺 ne)

l kg I 3 21 kg

, 4 31 kg

'Ioluene 2 50 kg

| Pyrrolidine i90 kg
ヽ 5 98 kg

l.'Clutamic acid 0 89 kg

7 2 67 kg

R'A may take appropriat€ action as per the decision ofNorms Commiflee.

TENOFOVIR   DISOPROXlL
FUMARATE

(R)9く2‐PHOSPI:ON0
METHOXYPROPYL)

RA may rake appropriate action as perlhe decision ofNorms Committee.

|



ｂ́

⌒

Case No■ 16712′ 82-ALC4′ 2018 Ptty Nane:MICR0 1_ABS   Mcet No′ Date:2′ 82‐
LTD                  ALC4′ 2018

12122018

一
        |
Stslus:

HQ Flに

,011821o501t10643′ Aヽ419'

RLA Fic
iOフ′24′040′ 00254′ AM18′

Lic No/Datei071 01 12576
120122017

―
|

Decision: Ihc Comninee considered case as per agenda and in the presence ofth€ l€chnical expeds, it
was decided to raliry ihc ad-hoc inpul oulpul norms under para 4.7 ofHBP a, per details below or as applied
b) llm whichcver is lower:

RA may lake appropriate action as per the decision ofNorms Committee. J

E\pon prdluct 0, Sl

No
Qly

Amoxicillir and Pohssium
Clavulanate 375 mg Tablets
(Each tabl€t Contains

Amoxicillin TrihydraG 250 mg
and Poiassium Clavulanare I25
mg) BP/EPltP/USP (890.61 KG

)

2375000

Number

| AMOXICILLIN TRIHYDRATE
BP/EツlP/USP

681 51 kg

DILUTED  CLAVULANATE
POTASSIUM      (11)
BP/EP/1P′ υSP

72,46 kg

6210- Amoxicillin and
Porassium Clalulanate 625 mg
Iablels (Each rabler Conrains
Amoxicillin rrihydraie 500 ms
and Porassium Clavulanate 125

mg) BP/EP/IP/USP (13964.06
KG)

22,42500

Number

| AMOXICILLIN TRIHYDRATE
BⅣEⅣ:″USP

1282236k8

0 DlLUTED  CLAVULANATE
POTASSIUM       (1り
BP′E″lP/USP

6787 00 kg

11

Case No:31θ 12/82‐

ALC4′2018

.3器星tsα00,4,AMlシ

Mcet No′ Date 12/82‐    Status:
ALC4/2018         1Approved
12122018            1

Lic No′Date:5210042485
11012018

― ― ―
― ― ― ― ―

―
― ―

|

1)ecislo■ :   lhe Committec considered case as Pcr agenda and in the presencc ofthe technical exPcrts, it

$as decid€d to ratiry the ad-hoc input oulpul norms under para 4.7 ofHBP as per details b€low or as applied
b! lirm $hichever is lowerl

Export producl Q● S,

No
lmpon irems Qty

RUT()Sll)E TRIHYDRATE EP 17850 kg l CRUDE          RUTN
(ASSAY BY HPLC NLT 90%)

21000001k8

Qt ERCrTIN:)IHYDRATE 735 kg

RA na\ take appropriate action as per the decision ofNorms Committee

Case No:320′1282‐

ALC472018

“

O Fi〕 e

101/82′ 050′ 00947/AM19′

Pan Name AMILIFE
SCIENCES PRIVATE
LIMITED

RLA File

i3424/040700266 AM 18′

IPtt Name:SARNA
ICHEMICALS PVT LTD

IRLA F‖e

l,2/24′ 040′00061′ AM18′

Mcet No/Date 12′ 82-

ALC42018
12122018

Lic No′Datei34 10043763

28122017

―

 
―
―

 

―

―

一

|

B糧
‰

|

|

I)ccision:    The Com]nittee considered thc casc as per agenda in the presellce of Technical Expens and in

thc liglll ol earier decision taken by NC in its Mcei ng No 2,82‐ ALC4/2018,dated 16 05 2018 in respec,of

Nlls Sama Chemicals Pvt しtd against ′ヽdvance Autho「ization Nl1 5210039465 dated i4 02 2013, it was‐
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decided to ratify the ad-hoc

firm whichever is low€r:

inpul output noms under para 4 7 of HBP‐ per details below or 6 applicd by.

Case No:29ツ 12/32‐

ALC4′2018

HQ rne

Patt Name YASHO
INDt'STRIES PVT Ll D

RLA File

Mect NolDate 12182‐    Status:
Al(4`2018         Approved
12 122018

lic No′Date1031 08 18613

:01182'(),0'009261Aヽイ10ア      :03'9,'040/00870,AM18′       1801 2018

Decision: Ihe Committee considered lhe case as per agenda in Ihe presince oiTechnical E)\pens and ,n

rhe lighr of earlirr decision taken by NC in ns Mceting No. 2/82-ALC412018, dated 16.05 2018, it was

decided to ratift- the ad-hoc input outpur norms under para 4.7 of tlBP as p€r delails below or as applied by

,inrr whichcver is lower:

E\pon product Exp

Q,
SI

No
Imporr items Qty. Allowed

OCTYLATED
DIPHじNYLAMINE(CICD
FLAKES,POWDER)

lkさ 1 DIPHENYI AMINE 0 405 kg

, D卜ISOBUTYLENE 0 62 kg

ACTIVATED CLAY 01k8

RA ma) take appropriare action as per the decision ofNorms Commillee.

朝

∃

llxpon producl Qty Sl

No
Impon items Oty

2(2‐AMINO ETHOXY)2-
CHしORO DlETHYl
SulFONE′ ETHERAMINE

l kg | 2‐AMNO ETHOXY
ETHANOL

0 800 kg

2-

MERCAPTOETHANOL
0 560 kg

CAUSTiC SODA
(100%)

0 520 kg

RA may lake appropriare aclion as per th€ decision ofNorms Committee.

Carty Name eieantCur Veer No.Daie:12 82. Slltus:
(lNDlA)PHARN',A PVI I lD AIC4l0l8 Appmvcd

12. t2.2018

RLA Fil€ lic No.Dare.0?l0ll27l2
:07 t24l{y,0l00211l{Ml8/ 19.01.2018 :

Decision: The c;m;itt.. io*iair"a iu." * p.i ue*au -a ln dte presence 
"f 

G t""hni";"-.p"tt , ; I

was decided to ratiry the ad-hoc input output oorms under para 4.7 ofHBP as p€r details below or es applied i

45 by firm whichever is lower: I

Expon product Qly SI

No
Qty

TENOFOVIR   DISOPROXIL
FUMARATE

l k8 I (R)9‐ (2-PHOSPHONO
METHOXYPROPYL)
ADENINE`PMPA)

0 69 kg

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

Casc No■ 325′ 12′ 82‐

ALC42018

HQ File

101'82'050′00'52′ AM19′
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⌒

Case No.r32ll12l82- Pany Name:SWATI M€el No/Dale:12182- S;t*--
ALCln0l8 MENTHOL & ALLIED ALC4,20!8 Approved

CHEMICALS LTD,. l,2,12,2018

lIQ File RLA File r".Noroitizs roo:srx
01r821050,'00948/AMl9/ :zgt24lMOlOOOOs/AMl9l 01.02.2018

11

●7

Decision:    The Coinmittec considered the casc as per agenda in the prescnce Of rechnical Experts and in‐

the light of earlier decision taken by NC in its M€eling No. 4/82-ALC4/2018, daled 19.06.2018, it was

dccided tu rarili the ad-hoc input output noms und€r para 4.7 ofHBP as p€r delails below or as applied by

firm which€ver is lower:

Erpod producl Oty Si

No
lmpon items Oty

D IIYDROMYRCENOl l k8 | GUM TURPENllNE OIL 0 195 kg

RA may Iake appropriate action as per the decision ofNorms Committee.

Ca、 c No:23′ 12/82‐ ALC″2018 Pary Name ONEIRO
CHIIMiCALS PVT LTD

Mcet Nopate:12/82‐

ALC4′2018
12122018

Stalus:

HQ FHc RLA Fie l ic NolDate S● 100438S8

:01′ 82′050,00650/AM19′       :34/24/040′00314,AM 187      06 02 2018             1

Decision: The Commitree considered case as per agenda and in the pr€sence ofthe technical experts, it
was decidcd to ratify lhe ad-hoc input outpul norms under para 4.7 ofHBP as per details below or as applied
bv firm whichever is lower:

Export producl Oty SI

No
l port items Oty

471)ICHLORO Qt,NOIINビ l kg | Di Elhtl Ethoxy Methylene Malonate 1 65 kg

・・leta Chk)ro Anll■ c 0'7 kg

Light Liquid Parafin 09フ kg

1 0 88 kg

5 Phosphorous Oxychloride 0 07 kg

| 1 13 kg

RA mi! takc appropriate acrion as per the decision olNomrs Commitree.

lヽeti No l)atc 12 82

ALC42018       1
112122018            .

Lic No/Datc:0910065975

08022018

Decisn,n: The Commince considered case as per agcnda and in the pre;nce ofthe rechn;cat erpens. rt
was decided to ratity rhe ad-hoc inpur ourput norms under para 4.7 ofHBP as per deraits below or as apptied
b) firm whichever is lower:

Expon producr Q● SI

No
Qly

Ciloslazol l kg | OS'kg
う DimethylSulfoxidc 1 90 kg

, 5{4-C h lorobutyl)- I -cyc lohexy l- I H-tetrazole 0 88 kg

● Dimeth\ I Form.m ide 216k8

Case NO:273/12′ 82‐

ALC4/2018

HO File

:01′82/OSO'00,05,AM19/

PartI Namc HETEROし ABS
LIMlTED

RLA FHe
:097247040/00580′AM18'

L岳島「
~~|

Approved l

|
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RA may t6ke appropriate aclion as per th€ d€cisi; ;f Norms Committec.

Palty Name ANLON       Mcet No/Datc 12/82‐    Status:
HEALl■ CARE          ALC4′ 2018         Approved
PRIVATELiMITED        12 12 2018

RLA「 ne               Lic No/Datei24 1 0042362
:24′24/040700042/Aヽイ181      09022018

bv firm whichever is lowerl

Export product Qt, SI

No
0ヽ

1■ VFTIRA(El AM l kg 1 (S)+2‐AMlNO BUTYRAヽイlDE HCL 0 95 kg
う 4-CHLOROBUTYRYL CHし ORIDE 1 02 kg

ACETCDNITRILE 1 028k8

4 POTASSltJヽイCARBONATE 0838k8

METHYLENE CHLORIDE 074k3

50″l常寵1滉響l鵠『
‐h∝ bpm。 .pu nOms underpara 4 7 of HBPぉ per dO州 s bdow oras ap"ed

Export product Oty SI

No
Qty

Scvclamcr Hydrochloride l kg l A‖、lamine 1 012 kg

sevelamcr Carbonal€ l kg 1 012 kg

RA may lak€ appropriale action as p€r the decision ofNorms Commirtee

Casc No■ 26ツ 12782_       Partv NaneiNEUし AND    'Meet No′ Date 12′ 82‐    istatus:   |
Aし(1′2018             LABORATORIESl´ lD     ALC4′ 2018         Approved  l

C.lse No:292′ 12′ 82‐

ALC`′2018

HQ Fue
:01`821()50,o0919′ AM19′

Decision: lhe Committee considered case as per agenda and in lhe presence ofth€ technical experis. it
was d€cided ro ratify the ad-hoc input output norms under para 4.7 ofHBP as per details below or as applied
by firm whichever is lower:

Export producl Qty Sl

No
Qt〉

Tolfenamic Acid(Chenical Name:

N‐ (3‐chlooo‐lolyl)_anthranilic

acid)

Casc No:1'710195

l kg 1 3-Chloro 2‐ Mcthyl Anlhe‐ Case
No 8760‐5

0 75 kg

IiA may take appropriate action as per the dechion ofNorms Comminee.

Case No=25′ 12′ 82‐ A LC4/2018‐ Partv Name REINE
LIFESCIENCE

HQ Fite               RLA File
101182/050′00652′ AM 197      i34′ 24/040/00327′ AM18′       14022018                          1

-― ―――  ――上 _____|
Dedsion:  The Commi"ce considered c‐ c8per agenda and in the presence oFthe technral expens,1

|

― |

1'

ヽ |
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^

6 1)IISOPROPY L El HER 0 50 kg

RA may take appropriate action as per th€ decision ofNorms Committee.

Case No:333/12′ 82‐

ALC4′2018
PartA Name CAD:LA
HEALTHCARE LTD

\lect No Dare:ll'll2 stlllus:

鰤

―

誦 |

114022018      1     1

く｀

HO「ne
101182r050,00960′ Aヽイ197 1跳ら1態0 0032α AM Iν

」

糀〕l∫謬2お,  i撚殺訳):P蓼:'ご 控:'辮面シ邑「 濡 :「 |

12122018            1          1
-   

―
―   

― ―        |

HQ ric                RLA「 ne               Lic No′ Date:0310819181          1
1011821050,00'64,AM19'      :03,947040700905′AM18`      15022018                          1

De●sion: The Commi"ec considered the casc as ler iendaふ tit pた slnte 6fTecinに却 E支

“

“

:温alf

mc hg● o"anに r dec■ おn mken by NC h is Medh8 No l夕 82 daed 17 07 2012.n was dec● ed to rati,|

rhe ad-hoc input output norms under para 4.7 ofHBP as per details b€low or as applied by firm whichever is 
]

Decisioo: Dct-e.rcd lbr comments of'I E

Qty SI

No
Qt,

StearllErucamide l k8 | Eruc“ Acid 0 592 kg

つ 04ワ l kg

RA may take appropriale action as per the decision ofNorms Committee.

C,sc No=26642●2-     Pany Nttα PORUS    ~袖 ЪciヽげDate]三7ti ~ st品 F~~
ALC4/2018             LABORATORIES PRIVATE  AI C42018         1DeFerred

LIヽイlTED               !2122018          ,

HQ File              RLA FJe             Lic No7Date:l1910065"2 DeFer Date:
:0i'820s0008el.AMlq/ :0e 24l040,00s64/AM r 8/ ;.-o;;ffi* '-*"-

Decision: The Comminee consiaerea rtre iast as p., ug*au ana it **;;ided to c.I f* fotto*ing
informalion / docurnents from the firm:

(i) Molecular weighr ofexpon producti
(ii) Percenlage ofyield and
(iiD Stoichiomer c balancc.

― |

Case No:272′12● 2-
ALC″2018

Ho Fie
:Olイ 82/050′ 008'9′ Aヽ419′

PaⅢ Name KOPALLE
PHARMA CHEMiCALS
PVT LTD

RLA F‖ e

109/24/040/00565′ AM18′

イヽcet No/Datc 12/82‐

ALCI/2018
12 122018

Lic NυDatei0910065994

16022018
l)iiler Dar(.

I)ecision: Dciarred lbr connnenrs ofl E

ヽヽ

―
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(a、 t No:277′ 12′ 82‐

ヽIc“′2018

HQ「 1せ

Casc No:2'9′ 12′ 82‐

ALCI′2018

Parly Name NASENSE LABS
PVTl rD

RI A File

\I.cr No Drt.:ll 8l' Slrtus:
ALC4′2018          Dererred
12122018

Lic N6′Date:b91oo6599`~|

16022018:011821050'00904′AM19′      :097241040′00573′ AM18′

Decision: The Comlnittee considercd the case s pcr agenda

infonnation from the nmll

(i) Step-wise complele and balanced chemical reaclions showing molccular weiSht and molar

requirements.
(ii) Percen.ag€ yield on molarbasis

and it was decided to call for following

4ヽeet No/1)ale11 2'82‐      Status:PaⅢ Name SRINl
PHARMACEUTICALS
PRIVATE LIMITED

ALC4,2018
12122018

~Status ~¬

器星15∝00'0げAMIγ  Ъち刷:α0059aAMl'  芳ざ嘱lC°
91°066∞4    1

Decision: Thc Committee considered case as pel agenda and ln the presence oflhe-l(hntcal exp€r6, n

was decided ro ratili lhc ad-hoc input ourput norms un-der para 'r'7 of HbP as per d€rail5 below or as applied

57 by firm whichever is lower:

01y SI

No

Qヽ

MYCOPHEl10LATE MOFETH_ l kg | MY(10PH「NOIJC ACiI) 0 941 kg

METl:ANOL 2 22 kg

MORPHOLINOETHANOL 1 05 kg

e decヽおn oF Nonns Commlttec

一Casc No:26′ 12′82-ALC4′ 21)18 PaⅢ Nanle MAM「A
POLYCOATS

Erpon product Oty Sl

No
1ln,0■ iletl]、 Oty

TRIETHV L CITRATE (TEC)
(ESTER OF CITRIC AClD)

l kg 1

CITRIC ACID

0 723 kg

椰而可面こ            そm of Nonns Commitee

Mcet No′ Date 12182‐

ALC4,2018
12122018

鵬 :5αO“SttM p 織 らittα∞
"ν
Am『  悧 鼎

ず lrザ :__

監::鳳edI犠謂W胤∬l縦13Tll‖認凛lWittr露」選l燎s『電識i』
58 by輌口■ ″`hicheve「 iS lower

ca、 c No■ 263′ 12′82-

AI C● 2()18
5'

H011に

PⅢ  Name:SUVEN LIFE
SCIENCES LlMITED

RLA File

Mcet No′ Date:12′ 82‐      S● tus:

IALC42018         1Approved
12122018

しc NO′ Date 0910066012

「

―

―

コ
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:0 i /82/0s0/00s90/AM f 9/ ,09124/Mo/oodfi2l AMti ' im-zoie 
- -Decbion: The Commitlee considered case ar per agenda and rn lhe Pres€nce ofrhe lechnrcal expcrts' il

sas decided to rdlify lhc ad_hoc inpul oulput norms u;er para 4'? ofHBP as perdetails below or as applied

by firm whichever is bwer:

Casc No■ 273′ 12′82‐

ALC4′2018

Meet No′ 1)ate:12,S2-      Status:

ALCI:2018         Approved
12122018

Export producl Qty Sl

No
lmporl items

"

DOXOFVi LINl: l kg | IH■ ()PHYll´ IN ll 0 80 kg

CHLOROACFTAL    DEHYDE
DIMETHYL ACETAL

080k8

POTASSIUM CARBONATE 0 61 kg

1 ME「HAN()L 0 63 kg

ヽ DIMETHYL FORMAMIDE 0 40 kg

n Of Norms Committee コ

Patt Nanc METROCHEM
API P′T LTD

憮 No D『画面蔽丁 |

‐26022018

b) lirm whicheler is lower:

lmpori items Oty
Erpon product

ttr,ler;pt"-t( l+yr..l/)
Benzim idazole

0, Sl
No

l k8 1 2,5-Dimethoxy Tetrahyd『Oiran 1 88 kg

」onns COmmlttee

Mcet NO′ Date 12′ 82‐    S● tus:

〔縫朋『″
η ν8,  [籠∬ぽよ

へGO板  1麗:淵
『

・ν8' 瑞出れed
12122018

Lic No′Date 0910066019 1

器星t5。0089イAMlγ  Ъち;::。00607AMly  2■022018   __ _:01 /82/050/00Ee4/A M I v/ i 
"rp.n". 

itl
De(sion: lhe ( ommrnee considered ca5e a5 per dg€nda and rn lhe presence oflhe lechnica

was decided to rariry fie aa-no" input orrpur no#'. *"i", p*" q.i.r HBp * per details below or as applied I

l, n* '*i"r'.*' li r"*"" I

HQ「 HC               IL'Fl:
器|:掘5。1009001ANl19/    λ;傷:胤O10。61'A‖

il:]tlilli::1戻
。
Ilil中 飛 嗜吾ii壺|Decision:  The COmmittec eOnsidCred Case as per a(

was decded tO raiヽ the ad hOC mput Ollpllt,onns un
6()

61 Qt、 Sl

No

Import hems Oty

l o4 kg
l kg 1

1ヽ I,11ldine
2‐ChlorOmet1ly1 5 ,‐りlme:ny]

Pyridine H,d「 OCh10ride
1 §2ヽg

2

, Methanol
201k8

4

5

6

Acetone
o50 kg

1 08 kg

anmonium I'ersulPhate 1 71 kg

sComm"∝ |
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Case No.:342/12l82- Pa(v NameiMlCRO LABS Meer No Dare'I2 E2- Status:

ilcooie LrD AL.c4i2ol8 Approved
12.12.2018

HQ File RLA ttl€ I;c No/Date:0710112884

,o i,'t:,osorooqoqi,c.v tsl :07/241040/003 22lA lvl l8/ 27 02'2018

Decision: Thc Commiri"" *n.;a"r"aiu." * ptr agenda and rn the presence of the. rer:hn ical experts'. ir
Decr\ion: ln(( ommtrretco \r0<rroL.srotEr oE\iEq qtiv _'"*r''""---: '' .

wai ,tecided to rarify rhe ad-hoc inpul outpur norms u;er para r'l of HBP as per delarls below or as applied

bY tirm whichever is bwer:
6l

case No■ 259′ 12/82-

AI C“′2018

PaⅢ Name MYIAN
LABORATORIES LIMlTED

RLA FJe

」

|

1鼈さ瀧
°1782  R::糧

ted

Oty
Ｓ‐

Ｎ。

lmpo( items Qヽ

400('0000 Numbci | AMOXICILLIN
TRIHYDRATE
BPAP′ EP′USP

45912 00 kg
AMOXICILLIN l GM
DiSPERSIBLE TABLETS′ lGM

TABLETS
B″lPIEP′USP(4001XI KC)

k― 両面面島面而再百五可τled■on ofNoms Commntec

112122018

Lic No'Date:0910066(09100660●ζ l

o1032018

|

Ho ril.

63

柿赫 wmm p "η 040100K¨ "は
0識
¨ 飛 霊 .蛹 JDecisiOn:   The CO:nmittee COnsidercd Case as per agenda and in the l,oc*ron: ' "* ;;';?;; p"-; ? or HilP as per details b€low or as applied l

was decided to ratiry the ad_hoc input outpul norms unoer para 4 
' 

or nDr o l^
by firm which€ver is lower:

Qty
Expon product Qty Sl

No

l kg | ll・
l d lnetho、 ethメ )5‐ methoXy‐

|』義||[割#:鱈
1 375 kg

I)Ol t'IFGRAVIR SODIUM

0 iR!3 {r."b,t"f:Lgl 0 445 kg

3 Ir,lettranesulphonic Acid 0 046 kg

1
333k8

5

6

Meth.rnol 4 50 kg

451k8
Methylene Chloride

7 2,4-difl uoro bennlamine 047k8

8 Citric acid monohydrate O136 kg

9 Potassium Carbonate 0 175k8

tlnns COmmmee

casc No:269′ 12′ 82‐

ALC4′2018

Ho Fne
101,82′ 050′ 00896′ AヽИ19′

PaⅢ NaneSATYA
DEEPTHA
PHARMACEUTICAIS LTD

Rl´ A File

:o9′247040/00599′ AM18′

Mect No′ Date 12'82‐

ALC4′ 2018

12122018

Lic No′Date:0910066024

o1032018

Dccision: Deferred for comments ofTE ―
|

‘
０



Case No■ 275′ 12782‐

ALC″2018

HQ rile

:01'82′ 050700902′ AM19′

24

P‐ NalneiSATYA
DEEPTHA
PHARNIACEUTICALS LTD

Mcet No'Date 12182‐     Status:

ALC4,2018          1Deferred   l
12122018

Lic No′Date10910066023 1Defer Date l

o1032018

」

０́

RLA File

「 09′24/040′
00606′ AM18′

Dc(isiotr: t).i.rr.Llfor conrrents ofl I1

H(o Filぜ                RI A rile              I CN()'Date 0910066029
10118271)50100889'AM19'      :l19'24,040′ 00618′

AM18,      05032018'011112/{)50100889/AMI9i :u9/24lu4u/uuoi'rAMr6l

,.";,"", lhe(.onrnrneeconsrderedco.ea\perapenddand inrhepresencrofrherechnrcar e),pens. ir

w :i dccided lo ratiti thc aa-noc rnput ourp'I no'rii 
'rider 

para 4 7 t'i HBP as p(r deldtls hclo* or as applied

case No■ 262′ 1282-

ALC4′2018
12122018

by firm whichrver is lower

Exporl product Qty SI

No

Q,

n,tEEopeltl-v nol t'tlgcttot't
(I\,,IEROPENEM STERILE)

Condition: The expon product should

be pack€d in 1000 Nos. of input at

Sl.No.5 ofthe lmPon Li$ thd should

be accounred lbr in the ShipPing

Rills.

l k8 | NlerOpe le ll Trhydrate 00■
Sterile)IP

0 9586 kg

lctiratea C".ton lCuton
Enoanticormos)

o o188 kg

,
2 64 kg

1 Methanol
0 0958 kg

Aluminium Canlters/Bo●にS

wⅢh Ch10=O Bu● l Plug′ Inner&

Outer Lid and Gasket'Alu Caps

114 Ltrs(5Kg Cap)〕

Relevant

as per

packing

p01icy

再ヽマT再五,1五更31再飛FITT五五τ三要三藪ITζ
τπ要弄¬

“

腱「 I萬面「
FttTttT下
島msComm:ttCe

一

"-^, r-". ar<rrNos Meet No/Dat€:12/82_ status:

b! firm whicheler is lower:

lmpon ilems Qly
Export produCt Qt, Sl

No
0 75 kg

(DOLUTECRAVIR SODIUM)

l kg 1 MEIHYL4'nLin
ACETOACETATE

0 DlMETHYI FORMAMIDE
DIMETHYL A叫

0735k8

―

DEHYDE
ni、′rTHVI ACRTAL

0 591 kg

1 515 kg
1 niMFrHVi OxALATE

0323k3
, LlrHIUM HYDROXIDし
MONOHY峰

6 METHANOL 3 094 kg

:緞鵡 11織問
NDO .監

:Noわ“
出し′壺  ■aLζ  ¬

_1梁f        Approved l

66

i撻δ席
m加が
~m濡
蔦繁鴻E 監酬T即

‐
淵led

12 122018             ,            |

Lic NoIDate109'0066032

器 3電5¨¨ 卿 9 Ъ らittα鰤
".鱗

鳳 尊 構 濡 1血 需 JDecisiOn:   The C01■ mittec considered Casc aS per a:

、,as decided tO rati,thC ad‐ hoC input Output nonms un

―
―
―
―
―
―
コ
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7 METHYLENE DI CHLORIDE
(MDC)

3 395 kg

RA GEiip.optiate a"tion a. per th€ decision ofNorms Commitlee'

Case No:219712● 2‐

ALC42018

H01'Je

Panyヽ amαNЫ A cLマCOtS Med Noわ 品 :1・/8' IStatu「
~|

LTD,       AL腎
獄 f    

ハpprov“
 |121

RLA Fne

ド′  咀°
'型

11_  ____ :

68

:0 I r82r050i 008461A M I 9, :0511i /U40/0U4 E)/AM t 6/

Dccision: t he Cornm inee consrdered rhe case a Per ag€nda in rhe pre'ence of 1 ec hn ical I- xpen' and in

●引嗜

“

OFmmF d∝● 0■ ●km"NC h“ MC“n3NQ ν8,ALC鯛
塁 :常 ∫3留 ∵ IW臓 胤 I

M′s india Clyc01S Ltd against Advance Authorization No 051040 1982

rarily dre ad-hoc inprt output no.m, under para 4'7 of HBP as per details below or as applied bv firm

Oty

l kg

Sl

No
1

lmport items Oty

D€natured EthYl Alcohol 1 123k8
M;no Bihylene Glycol (MEG)

Silvcr Catalysl
o000228 kg

Alumina CalalYst o000362 kg

RA may lakC apprflpriate actilln as per the dccision oFNoms COmlnlttec
|

:o51231040′00485/AM18′

Pa■ Name ORTIN
LABORATORIESし TD

RLA F‖ c

●o9′24′040′00610′ AM18′

l ic No7Dalel1510405825

Mectヽ。′Datc l'182 ~  ζtatil「 ~|
C.l§ oNo:257′ 12′ 82‐

ALC4′2018

69 HQ 11に

:01782′ 050/00884′ AIИ 19′

ALC4′2018

12122018

Dcrerrcd

Decision: I)eferred for commenb ofTE

Case No:276′ 12′82-

ALC4′2018

Partv NamE:COVALENT
i,nionerontrs pntverE Al-c4/2018
Ll卜ИITFD 12 122018

by firn whichever is lower:

lmpon ilems Qty

1 4219 kg

Expon product Qtゝ Sl

No

l k3 1

郡爾鮒濫几薇
f.i-henvl Phn\nhinc o775 kg

005k8
ActiVated CarbOll

■ Dimethyl Fomramide
2 80 kg

5 Methylene Chloride 1000k3

lZ υ
'`V'0             1
12032018            1



０́

6 N4ca Estcr              1 082 kg ]|
sbn OFNoms Commlttee

」

Casc No:21′ 12′82-ALCI′ 2018 1)arty Nanle AMII IFE
sclLNCES PRIVAT[
11ヽパlrED

Meet No′ Date 12′82‐

Al´C4`2018
12122018

匡tus l

Lrc No Dale 1410041q75
HQ r,le RLA File :1""1"-:.'i' "'*"-'
,oi i: o:o ooos r at'.t ro 14240400oJ67AM18 140l'2018

Decisior: Ihe ( omminee consrdered ca\e ar per agenda and in the presence ollhe,lethnrcal eipens rr

sds Jecriled Io rartq thi ad-hoc rnpur ourpur norm\ u;der Para 4'7 ofHBP as Per details belo$ or a" applie'l

/r hr firm utrichevtr i. torver

Qty Sl

No

Qty

Rt「FOSIDE TRIHYDRATE EP 17850k8 | CRUDE          RUTIN
(ASSAY BY HPLC NLT90・・ )

21000 001 kg

qr;uncertl ntHvonere 735 kg

憲 面 正 面 高 高 謳 而 面 面 蔦 面
面 罵 rNomsCOmmに cc

Case \0.:2?4/12/82- Parrv Name'SRIAV LABS M€er No Dale I2'82-

iltnliii*- '- "- pruver r rtvtrso iliilf,'J
Li-No/Dare:09 ! 0066063

HO File RLA File

l,iiil'o,o oooo, o*,0 0c 14 040 00016 AMrs l4 0l'2018

瞭
ittc`蕊
謂叩肌::l淵濾忌‖縞lll∫:1'∬ittTttliよ∫1∬認『:rT:詰

i』

by firm whichever is lowerr

lmport ilems Qty

1 275 kg

Expo( product Qty Ｓ‐

Ｎ。

FAMCICLOVIR l k8 1 9-(4-Acetoxy_l_(ac€loxymelny'rouF r _,'r
amino-6-chloro Puriry 

-.__-
m卜 lake approPnate actlon as per the decisiOn oFNoms CommitteC

ｄ

一
輌

¨

■
　
Ｄ

一
１１
　

一Ｐ

師
Ａｐ

72

iI糖∬9″
″
「
 ‐蘊M、T」 珊酬Ttt182 1蕊

「
i

1212208    1    1

uc NODac国 0い 9"21   1

器 晶憶5。0079“ AM19  賠 tittO10112,AMl'  19032018      _J

Decl●o『   l he COmm ttee conSldered tle Caseお
pl「 8望1111lT:撃:li^:11∫ 1111lilTl:綱 ‖ |I)ecision: I ne Lomm trtcE lunrrqlr !' "'- --"i"i 
i" *'] i'u-'r Lc'l)zo t '1' 

a"t"a oa 'os '20 14 in respect of
ihe lishl ofenrlier decision taken by NC in its M

lT''iffi;;ffi;;;;;. iia 
"r'"*u 

oa"** Au;ori'a'ion No 03r0?"ll.i,lY^li]3"'j]l:'llJii
ち
鵬 1∬『器 I』II:ci昂∫聴 品 1:話瓢品

r"47oFHBP 6 pげ detalS beOW 0 6¨口にd by

ei6vJeiioiliEueenol content'r8%)

firm whichever is lower:

IExponproduo

"eths Ellgttj

Qty
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RA mal talc app()priale aclbn as per dre decisnin olNoms Conrmiitee.

-l
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Cas€No.:305/12l82- PartvName:RELIANCE MeetNo/Dat€:t2lE2- Slttus:

iitla6ri tNousrxres lro ALC4/20r8 D'r'rred
12.12.2018 I

HQ File RLA Ftle Lic'No/Date:0310819i98 Defer Dal€:

oi s: oso ooo:: lvto .0i q5'040'00?23'AMI8 1q.01.2018

Decision: I h< Comminee decidcd to refer the cae lo D o C&PC for Alaining ils comm€nls'

Case No=:55′ 12/82‐

ALC4/2018

Ho rne
101182'050'00782'AM 197

Pal● Nane:ETERNIS FINE
CHEMICALS LIMlTED

.RLA File
03′947040′01053/AM18′

Meet No/Date:12l82-
ALC4/2018
r2.12.2018

i-ic-No/Dat€:03 108 19947

20.03.2018

―
|

Dccisionr me comminee coosidirea itri case us [r ag-naa in lhe presenc€ of-I€chnrcal Exp€ns and in

*",'*i, r"*,*, o*Oan laken by NC in ils Meeting No' 4/82-ALC4/20I8 dated-19'062018 in respecl of

M/s Etemis Fine Chemicals Limit€d against Advance Authorization No' 031081?803 dated 15'12'2017' it

-- was decrd€d to ratiry rhe ad-hoc rnput outpur norms under para 4-7 ofHBP as p€r details b€low or as appli€d

/r 
bu tirm uhi.heutls lower

糀漱
¨
 椰 :夢::ι露

越
等1鼎
廟
「 1濡」|

L`No′D贔:651o81994`|     |

1♀星:501。
"88AM191    1yゝ

:脱α
tlfぅ
81、

性|:aanfflil懲 :l主「intt11三中1,f露蕊JDecヽlon:  The COmmittee cOnsidered caSe as per劉

RA may takC appropriate actiOn aS per ule deciSiOn OFNoms COmlnlttee

鷺::留ledlllWT胤脳l:器蕊縦 :岳鳥論 :孟l ttHbPas"r“
洲S"bWσ 6""“

b,v firm whichever is lower:

l mport iems Qty
Expon prcduct

SANJINOL TOCO

(2-Ethyl-4{2 2 3-Trimethylcyclopent-3'

en-yl)- but-z'en-l'ol)

Qty

l kg

Sl

No
1 Alpha Pincnc

147k8

0 N-BulYraldehYde 0 77 kg

, Sec llulanol 0 40 kg

4 Aluminum Tri'sec-Butoxide 0 072 kg

5 Di N Butylamine 0 077 kg

景扇高面荻高再高面薦覇面話玉再
再雨五百

馬
百
雨 O`mSCOmmhee

71・

|

|

rara rertiar,u tluq t t'trenot
iara leniarl aurr l

Cyclohc\YlAcetate !% utherium on Carbon CatalYst

1

「
百
「
応757■ LCt

Acetic Acid
峰
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Case No■ 260/12′ 82-

ALCI′2018

Case No:317′ 12′ 82‐

AL(42018

HQ File

i01782'050'00944′AM19′

Ca、ぜNo:25'′ 12′82‐

Al(■′2018

PごりName AM1 0RCANICS
PVT LTD

RLA Fme
:S224 0411rlllX185′ AM18′

Mcct NOIDate 12′ 82‐

ALC4′ 2018

12122018

需が鑑PttNЛ
ЁS 離湿:TC鯰お'

12122018

Srarus: 一　

‐

HQ「 lC RLA Fne Lic NolDate:0910066065

?? bl tinn whichever is lower:

Export producl 01y Sl

No

Ql,

Tenofovir DisoProxil Succinaie 1 gヽ | lR1 9 (2 Phosphon,MC● KIXy
Propvl)adenlllC           _____― ―――

076つ kg

, Ctrloromettryt Isopropyt Carbonate 1 3527k8

旨 雨 面 高 両 面 高 価 面 孫 繭 蒸 語
るfNoms cOmln“ ec

:0 i/s2/05 0/008871AM I 9/ 109/241040/0063 8/A M I 8/ 20.01.20 I 8

Decision:TheCommineeconsideredcaseaspelagendaandinlheprelenceofthe.lethnicalexF,erls'itDe●sb‐  The Commtee con゛ deκ d Cおe‐ perarndamd hmettri::鳳湯:]:『:「高請i』 |、as dceidcd(o ral、 the ad hOC nput output nornls under para 4 7 of H

|

Slatus:
Deferred

t.ic.No/Dale:5210042570 DeferDale:

20.01 2018

Decision: Delened tbr comnlcnts ol lE'

:雫:NlmcPl lNDLISTRILS~存き↑震P『
Crン
"_

RI A「 ne Lic No′Date 1310048915
HQ Fne 22032018

79

|ぶ1lib5ooo880ANl191    .131摯1040100066/AM181     22 0,1::i」

li[iJ「テ:i膏fiコDecヽ

“
r The Commmce consleredLsき

's per a8:rt型
1'Pi

31:鶏edI犠謂冊肌::1滞誂謙蕊 鮒樺11詰 ittI:`r detalS ibW Or as ap"ed
by tirm which€ver is low€r:

lmpon ilems

-,-"rh!l2..in6henone

Qty
Expod produci Ot, Sl

No

ll k8
1 28S kg

cclM cnemlcal r\.tr's.

Chloro-5-P-lol) limidazole-2-

carbonilrile

Hydroxylamine sulfale 226k80

3

4

(llvoxal,r0 % Min 1 46 kg

N-methylpynolidone
1 02 kg

Ethylene Dichlorid€
4 55 kg

RA 而面燕訂雨面高百面面高幕面壽■Cヽわ
nofNOmsCOmm"tec

Meet No′Datel1 2′ 82‐     lStatus:

ALC4/2018         1Approvcd
12122018

Lic No/Date:0310820042

23()32018

case No:121′ 12′82-

ALC4′2018

HQ File

:o1/82′ 050′ 00748/A'■ 19′

[驚譜贈∬き,NvATE
LlMITED

RLA F‖ e

103′95/040/01064/Aヽ 418′

１

１

１

‐

‐

‐

Ｊ
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Ded“or Tht COmm lte COttuced c_eお pざ arndaand hhCFr謡
』iよil:鳳 rTtti』

was decided m rttl,(he ad‐ hOC input outpui norns under para 4 7 of H

b、 輌nn wh cheverislowe「

Expon producl Qt、 Sl

No
lmport it€ms い

l kg | VITAMIN B12
(CYANOCOBALAMIN)

0 95 kg
METHVLCOBAl_AMIN JP'uSP

も高可面
=昴
高嘉訂面面藤研而直蔽罵On of NornnS COmmmce

Casc No:156′ 12′ 82‐        Party Nane AMNES&      Meet No′
Datc 12′ 82‐    Status:    ‐

ALC12018              PLASTICiZERS LIMITED   ALC4′ 2018          ,Approved  
‐

12122018                       1

it No4Dac6316820049    1
器肌Ⅷ̈ p ttmm樅

話器
『
響濡 癬 編

|

Decヽ lon:  rhe committee considered caSe as per

was decided to ra“ fv the ad hOC input output norms t

81 bゝ 輌mヽ″hiChever is 10ヽ″cri                                                                            l

」

Erpon product い SI

No
lmport items Ql,

MORPH01lNE 03'l kg
N N4ETHkLi■ ORPHOLINE
OXlDE-50・・

lk= l

nvonocgN prnoxtoe sox 03k8

, FORMIC ACID 0 245 kg

齢而両面ご石罵面燕豪扇屁両
面蔦面
甲
昴h OFNomsCommmec

ぐase No:280′ 12′82-

ALC4′2018

Pary Nane HETERO LABS
LlMITED

lИ ect No′ Date 12′ 82-

AI C4′ 2018

12122018

Slatus:

1♀:■5α009071ANl19 ~  し`た

'器

Ollx166¨ヽ
::11lill!lliili‖

l』 nillilifll「
]Decision:  11:comm"tec cOn● dered cハ

e S PCr`

was decided 10 rati″ thC ad hOC inputtlltput nonnS u

by nm whicheveris10Wer:

Import iCns Qty
Expon product 01y Sl

No
0 82 kl・

N―METHYL MORPHOLNE
OXIDE-50%

l kg 1

0 n;-"rhwl F.nnamide 2'9k3

Melh!lene Chloride 8 09 kg
,

4
1 92k8

RA may take apprOpriate actlOn as per the deciSbn of NOnnS COmm ttee
」

|



３^

casc No:&12′ 82-ALCψ 2018 Pary NameiSTYRAX      MCet No′ Date:12′
82-   Status:

PHARNIA PRIVATE      ALC4/2018         1APprtlVed
12122018            1LIMITED
Lic No′Date:0910066089

器 肌 500“
'AM p 

膨 艤 0/0。 64αAM W 26● 291L___二

D€cision:'l.heCommi|leeconsideredcaseasperagendaandinthepresenceofthe.tethnicalexpens..it
was decided to rati! the aa-hoc input ouqu nor;i urider para l ? ofHbP as per derails below or as appli€d

by firm whichever is loweri

[^ ;tGk.;pfip.,r" ,",ion 
". 

paaG;iecision of Norms committee'

84 ltg lit. RLA F‖ e

103′ 95 0407010407AM 18′

Case No:137′ 12′82-

ALC4′2018

P」呼 Na nc RELIANCE
INDUSTRIES LTD

Mcet No′Date 12′ 82-

ALC4′2018

i12122018

1lc No′Date 0310820089

26032018
:01182′ 050′ 00764′AM19/

Export producl 0, Sl
No

lmpon items 0●

TENOFOVIR DISOPROXlL
FUMARATE

l kg |

一

    METHOXY)
PROPYL ADENINE

0769k3

CHしOROMETHYL 2‐ ISOPROPYL
CARBONATE

1 3527 kg

, TRIETHYL AMiNE 04477k8

4 TRIMETHYL CHLOROSILANE 0 088 kg

5 METHVLENE DICH1 0RIDE(MDC) 3 50 kg



３^

⌒

Case No:164/12′ 82‐

ALC4′2018

HQ Fllじ

:01′82/05000791′ AM19′

Case No:165′12′82‐

ALC″2018

:lQ Fne

101782,050′ 00792′ Aヽスlつ′

Mcct No/Datc:12/82‐

ALC4′2018
12122018

Lic No′Date10310820068

26032018

P‐りName FINE ORCANIC
NDUSTRIES LTD

RLA Fne
:03′%′ 040′ 01063/AM18′

85∬}常 lil縄響l出翠
h°C hputo■ pu nOms underpara 4 7 of HBP as per ddが bヽdow oras ap"ed

E)ipon product 0, Sl

No
Impon irems

"
STLARYL ERUCAヽ 41DE l k8 | ERUCiC ACID 0592k8

STEARYL AMINE 0471k8

RA may lake appropriate a€tion as per the decision of Norms Committ€e

PaⅢ Name RELIANCE
INDUSTRIES LTD 賄き棚Ta口

8, :器
l:d l

12122018
86

RLA F e
i03'957040/00914′Aヽ418′

D€cision: The Committee decided to refer the case lo D/o C&rc for obtainiog its comments.

Lic NorDate 0310820072 Defer Date

2603208    1 J
」

ヽ7

Case No=258′ 12′82-

ALC″20:8

HQ Filc

:Ol′ 82′050′ 008857Aヽイ19′

Pai,Nalne:SYNTHO
CHIRALS PRIVATE
Liヽ41TED

RLA FJe
:0,24/04000669′AM18′

Decision: I)eferred for commenrs ofTE
|

Case No■ 160′ 12′82-

ALC″2018

HQ FHc
:01182,050,007871Aヽ ス191

PaⅢ Name CAMPHOR&   Mect No′ Date 12′82‐    Status   l

l脚 ;:£
RODUCTS      ,よ

[∫■、f         lApproved  l

Lic NoDate:0310820149
27032018

RLA FJe
:03/947040′Oi083/AM18′

Decision:   The('ommittec cons derd case as per agenda and in the presence oFthe technical experts, it l

was dccided to ralify fie ad-hoc inpul outpul norms under para 4.7 ofHBP as per details below or as applied

by firm whichever is lower:

Expon product Q, SI
No

Impon items Qty

SANJ!NOL TOCO

(2-Ethy1 4-(2 2 3‐ Trimethッ lcyciOpellt‐ 3‐

en―yl)― but‐ 2-en‐ 1-ol)

l k3 1 147k8
0 77 kg

Sec Butanol 0 40 kg

| Alumanum Tri-sec-Butoxide 0072k8

DiN Bur)"lanrine 0 077 kg

RA *L'1"k. 
"ppr"p.i;i. 

,cr ion as per thc decision ofNorms Commiitee.

Meet No′ Date:l″82‐

ALC4′2018
12122018

Lic No Date 0910066087

26032018

1鶴
lDeFerDatei
l

」
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ー

HQ File RLA File Lic.N,Dat€:o3 10s20138

:0 t/82/050/00789/AM 19/ :03/94l040/01069/AM l8/ 27'012018 -. I 

-
Decision: The C;mittee consideted case as per agenda and n de presence oflhe rechnical exp€ns' it

wasdecidedtoratifylhead_hocinPutoutputnormsunderpara4'TofHBPasperdetailsbeloworasapplied
89 by firm {hichever is lower:

(:asc No:162′ 12′82‐

ALC●′2018

Casc No::63/12′ 82‐

ALC4′2018 鵬撚宵よヽ:∫"AMC性謝搬
αレ
"

112122018

L c NolDaleK)310820113

27032()18

PanyName:GLENMARK MeetNo/Date:12182- Slstus:

PH;RMACEUTICALS L ID.. ALC4/2018 Approved
12.12.2018

Expon product Qty Sl

No
01y

l kg 1 Trans-+-(a<trtoroptrenytt cyclohexane

carboxvlic acid

1 94 kg

つ 2-Chloro- 1.4-Naprhoquinone 1 62 kg

RA ma,take appropriate action as perthe decision of Noms Committec

RLA line〔lQ「 nc

011827050'00790′ AM19′ :03'94′ 040′ 01062′ AM18′

"蹴澪鏃l縄響l鵠『
Ⅷ滞需縦総 識 ∬1辮濡f糞需 1釧説rT締1

91 lic N()11)atc()310820195 Detr Date

l謂 ::ヽ 500。763 AM 9  性 t:|:0。 10。 I AM18  28 03 2018

Deti、ion:   rl,。 cORlnlittec decided to reler thc Cnsc tO I)10C&〔
'C101 0btaining its cOmincnts

懸 m● ● ke"prop● 籠 ea“ ∞ 6"rme“ Cにbn OfNoms COm nlttcC

Partl Nalne REjANCE~ ~IMect Nも lDi`T2′ 82‐case No::3α 12′82-
ALC4′2018

ALC4′2018             'NDUSTRIES LTD
12122018

statui:
Deterred

霊

Nam¨ B KHOKHAN&造
酬 留

αり

`' 淵 れ

“12 122018

Case No:159′ 12′82‐

ALC4/2018

器星ヽ5¨¨ ,̈鷺 らI出。/。 l。8Kl襟
劇1#構馴 1輛肝鴻

|

Decision:   l he Committee considered Case aS per a(

was decded to ral,thC ad― hOC mput output nOnns un

Export product

ERL(:IC ACIDsre,cRYr enucnN'IIor:
04'l kgSILARYl AMlNE

b)- ljrm whrcheler is Iower:
|

"
Import



う
０

Erylhromycin Oximc Base

Qty Sl

No

|

Qty

Slatus:
Defcrred

Strtus:
Deferr€d

I)cfcr Datc:

全⊆!vi,Bas、

rnay takc appropriatc action as per the dccision ofNorms Commitrec.

tirylhromycin Thiocyanarc (ON l0O7; 1 20 kg

0 78 kg

'3

Dccision: Defcrrcd for commcnts ofTE.

Case No■ 122′ 12′82‐

ALC4′2018

lIQ Fiに

:01′82/OSO/00749′ AM19′

Case No:157′ 12′82-
Al.C`′2018

HQ FJc
:01/82/050′ 00784′ AM19′

Casc No:1,3′ 12′82-
AI´ C● /2(,18

HQ「 1lC
i01,821050'00800,AM19,

Decision:  The COnlnittec

PaⅢ Narnc NEON
LABORATORIES LTD

RLA lヽ 10

:03/95′040′ 00877′ AM18′

PaⅢ Namc NEON
LABORATORIES LTD

RLA Fuc
:03′ 95′0407oo7097AN118′

Party Namc」 B CHl:MICAI S
&PHARNIACEUTICALS
LIMITED

RLA「 ilc
:03/9470407o lo9o/AM 18′

Mcct No7Datel12/82‐

ALC4/2018
12122018

Lic NO′つatc:o310820210

02042018

Mcct No′Date:12/82_

ALC42018
12122018

Mcet No/D■ c12/82-
ALC4/2018
12122018

Lic No Datelo310820214

02042018

Case No,123′12′82-
ALC4′ 2018

94 14Q File

:O1/82′ 050/00750′ AM19′

Case No■ 139/12/82-

ALC4′ 2018

95 HQ Fic

:01/82′ 050′ 00766′ AM19′

Lic No′Date10310820208  1)citr Datc:

02()42018

Decision: Dcfcrrcd lbr commcnrs ofTL.

Slatur:
Def€rred

Dclcr Dalc:

Decision: Defencd for commcnts ofTE

PaJγ Nanc(lHEMK:AI    Mcct No,Date'2′82   status:
1〕RO「HLRSI:ヽTERPRISl:S  AI C4,2018          :)eFerred
PVT LTj)

RLA Filc

12122018

Lic No/Datc 0310820204 1DcFer Datc:
i03/94/040′01014′ AN118′ 02042018

D€.i!ion: The Committec considcrcd thc casc as pcr agcnda and il was dccidcd ro call for foloMng
information / documcnts from ih. fim-

(D Chcmical namc ol lixport producti
(ii) Molccular weighr ofllxpon l,roducl;
(ii, PerccnlaSc olyicld and
(iv) Stoichiomcrric bal cc.

Party Namc:SAVLA
CHEMIcAI´ S llMITEl)

RLA File

i03/95/040/01,36/Alv1 1 8′

considered casc as per agenda and

Mcet No/Datc 12/82-     st8tuS:
ALC4/2018          Approved
12 122o18

Lic NoDatc o310820207

02042018

in the prescncc Oi the technical expcJ嘲
,



０́

was dccidcd 10 raliry th.

Expon producl Qい Ｓ‐
Ｍ

lmpon items Qty

H ICjH  PURlTY  METHYL
TER「lARY  BUTYL  EFHER
998%

l kg | i■ETHYL TERTIARY BUPFL ETHER
(MTBE)

l kg

nd"hoc input output norms under para .1.7 of HBP on ncl to net basis輌
|

08

Case No:118′ 12′82       Pary Nanlc SU PRIY A     Meel No,Datビ 12182-   Status:

ALC4′2018             1LIFESCIENCE LTD        ALC4/2018          ,APProved
12122018            1

Ho Fne                RLA File               Lic No`Date:0310820225
:0 i s lr050r00715iAM l 9 :01/95/0'10/0 1 1 76/AM l Ei 03.04 20 1 8

Decision: fhe Committee considered cas€ as per agenda and rn lhe pr€sence oflhe lechnical experts' it

was decided lo ratify lhe ad-hoc input outpul norms under para 4'7 ol HBP as per derarls below or as applied i

ヽ再稲面反屁両飛画面

=面
面高可面高高応玉 10n OfNoms Commmcc

by firm whichev€r is bwer

Expon product Qty Sl

No
Impon items Qty

MECOBALAMINE JP l kg | VITAMIN B12 EP711SP 095k8

[,t,rray tute 

-upproptirt" 

uuion ^ 
pei the decision ofNorms Committee- 」

Patv Nane:lPCA
LABORATORIES LIN41TED

RLA F‖ e

:03′ 94'040′010'7/AM18′

PaⅢ NameJPCA
LABORATORIES LIMITED

RI A Flに

103′ 94040′0!0731AM 18′

|

Case No■ 12ダ 12′82-

ALC42018

110「 HC

:011821050100752,AM19′

Meet No/Date:12l82_ lslrtus: i

ALC4/2018 APProv.d
12122018

臓鼎“
3ド

T■1__]
Decision:   The Committec considered case as per agenda and in the presence ofthe technical expens, it

was decmed lo ratifv the ad‐ hKle lnputrllltput nonns undcr para 4 7 of HBP as per delans below or as ap口
ied l

０
ツ

b) lirm whichever is lower:

Expon product Oty Sl
No

Qty

PYRANTEL PAMOATE l kg | ThioDhen€ 2 Aldehyde 0 50 kg

BoR Acid 07'kA

Fso Pronrt ,qlcohot 0 32 kA

| Citric Ae d 0 45 kg

028k,

議而葛扇巌 approp●

“

e adおn as per me deasbn ofNonns COmm ttec

Case No:138/12′ 82‐

ALC472018

Ho Fne
101,821050/00765′AM19`

MeetNo'Dale:12182- Sialus:
ALC,112018 Approved
12.12.201ri

Lic.No Dute:ol I0820211

0i 04:018

面slon“ e Com市
“
C∞●
“
rd“…"r agen■

md ltheTwI帽
[臨
atボ
寧量

|was dじcided to rat],the ad hOC input Output noms under para 4 7〔                    .

＾
）

applicd by firm whichever is lowerl |

|



3フ

⌒

尋面再露百扇両面而瓢五T石蒔扇誦正面扁面 oヽms commmee

case No■ 15y12/82-

ALC″2018

101 HQ Filc       ~

:01182′ 050′ 00785,AM19′

Pan、 Nanlc(:IPLA 11ヽ 411 LD Meet NO′Date:12182‐

ALC4/2018
12 122018

lic No,Date:0310820227

03042018

Dcterr€d

Decnion: Deferred for comments ofTIl

RLA rne
i031941040,01098′ A'И 181

Pal,Name lPCA
LABORATORIES iJヽИITED

RLA File

:03′ 94/040′01074′ AM18′

Parl,NamelPCA
LA30RATORIES ilMITED

RLA l:Hc

lo3194104010 10641AM 1 81

Pany Nane:IPCA
LABORATORIES LIMITED

RLA Fne
:03′ 941040101065′ AM18′

DeFer Datei

Case No:126′ 12′82-

ALC4′2018

HQ Fne
101,821050'00'SSIAM 191

Case No■ :2'′ 12′82‐

ALC″2018

HQ FJe
:01,821050′ 007541AM 19'

Casc No:128112/82
ALC42015

104

HQ Fne
:Ol′ 82Ю50700755/AM19′

榊鷺i葛鮒携IttI爾脳響∬襴穏堵#驀]鮒 |

of M′s IPCA Laboratorlcs LmHeC agalnsi AuV411● ●
ハu tt,o```‐

'Ψ
Ⅲ `｀ψ ‐‐ VV― ―‐  ~~~~             ,

was dcC“ ed O rati″ me ad‐lloc hptt Ou"■ nonnS undcr para 4 7 of HBP“
per detaiヽ bebw or 61

IMeet No'Dュ ic112 82      StatuS:

1彎胃獄f    FpproVed i
Lic No′Datc:0310820257

04042018

ALC4′ 2018
112122018

Lic Nopatc:0310820253
04042018

Nぃ 1)サilo l'ヽ 2      Status:

applied by firm whichever is lower:

RA may tltc appropriate action as pcr lhc decision ol Norms Commitlee

Dccisbn: I)efcrred li, commenrs ol lE

―
「
―
コ

Mcet No′Datei1 2′82-

ALC42018      1"ferred l

l赫藁証お前「嗜DateJ

Qty Ｓ‐

Ｍ

Impon items Oty

l kg | 3‐ Methyl Thiophene (,33k■
MORAN「 II CITRATE

, o 18 kg

0 o,r*tt rt for.u.,a" 0 27 kg

1 Citric Acid 0 64 kR

-tso 

nopyl elcohol 0 225 kg

Para M€thoxy Ethyl PhenolMETOPR01 0L
SUCCINATE

0 6179 ks

Succinic Acid
0 6285 kgMono Isopropyl Amine

¨ Import items

Status;
Deferrcd

oererEre:
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l)cci\n,n: I).lared tbr connncnls ol TE' ]

case No:256712782‐

ALC42018

HQ File

101′ 821050′ 00883,AM19′

Pac Nanle VARAHl
PHARNIA PRlVATE
IJMITED

RLA File

:09704′ 04010064 VAM 18′

Nleer No [hlc ll8l slalus:
ALC4/2018
12122018

DeFerred

105 Lic NorDate10910066111

05042018

‐DeFcr Date

Decision: Deltrred for commenrs ofTE'

case No:140′ 12′82-

ALC″2018 鵬31群踊
HEM NDS躙
淵TCツ

p‐

12122018

」

Strlu;

l()0

Rl A Fite Lic'\o Dale 0J l08:029r)

lni*,'uin ooro, o",o :01s404001061 AVlS 06'04'20tE

Decision: Th€ Commrtlee cons'dered (dse a per agenda and rn lhe prescncc ol lhe lechnrcal e\p€ns' il

*"t a""ia"a. raliry th€ ad-hoc input output normi under lara a'7 of HBP as per deBils below or as

applied by firm whichever is lower:

n ofNoms Commitec

Case No:141′12182

ALC4/2018

107 HQ Fne

i01′ 82′0507oo768′ AM19′

HQ File

:01/82/050′ 00636′ AM19/

ti`:N。 ,Date0310820295 1DeFerDate

06042018

Dccision: Delrfed for commenls ofTE

Pa,Nalne:BLISS GVS
PHARMA LTD

RLA FJe
103/94/040′01091′AM18′

Mcet No′ Date:12/82-

ALC4′2018

12 122018

IMcet Nυ Date:12′82‐

IALC4″018
112122018

Lic No'D3te:0910066119

o9042018

」

Stal s:

Def€rred

Status:
(asc No■ 9′ 12′ 82‐ ALC4′ 2018 Pa■ Name STYRAX

PHARヽИA PRIVATE
LIMITED

RLA Fne
:09/24′ 040'00009んへM19′

Decision: the commitlee cons,dered case as per agenda and in the presence ofthe lechnicdl e\pens'

\las decided lo ratiry th€ ad-hoc input output normi unaer para a'7 of HBP a5 per details below or

appli€d by firm whichever is lowerr

一１

６

E\pon product ∝ Sl

No

Qty

I] DIMETHYLOL .5.5-

DIMETHYL (DMDM
HYDANIoIN 52vo -55d/o\

ASSAY 55% MAX
BDLGUARDDMDMH 

-

l kg | ss-orup-rgVt-tlYo,urolNASSAY
99% MIN COLOUR PURE WHITE

0 382 kg

QtV
Ilxpon producl Qty SI

No
0 746 kg

4-AMINO‐ 2-OXO―

PYRIMIDINVL―
OXATHIOLANE‐ 2-
CARBOXYLlC      ACID―
ISOPROPYl‐ METHYL‐
CYCLOHEXYL ESTER OR

l k8 1 GLYOXALiC ACID 50・ ●
0 327 kg

う CYTOSINE 0 434 kR

| HEXA METHYL D― 0 708 kB

5 NILTll17LENE DI C HL… 2 63 kЯ

6 I_MFNIHO[ 0 751 kg



6nns Comm]ttee
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c,\rNo.:12.1/12lli2_ PanvNanre:SlJRVlVAL McctNo/Dalc:12/81_ Status:

ii::l;;l;"'" - t t,i'ttt'loLoctEs pvt t.lD AI-u/1018 Approvcd
ll ll l0l8
Lic'No/Dale 01t0820318

Ho Frle RLA File
ini ra o,o oors, nv,o 0ie50400000?AMlc 09.04.2018

n"t asenda and mlhe presence oflhe technical experl!' il
Decision: The Committee considered case as

was decided to ratifv the ad-hoc input oup't no'mi 
'ndtt 

para 4'7 of HBP as per deiails below or as

ハ
）

applied by fifln which€ver is lowerl

Export Product Qty Sl

No
Impon iGms Q,

0 707 kg
SUR-742

11 241   TriaZ010   11 5-al
pyndine 6‐ carbonit■ le,8‐ [12‐

(dbu,lamho) ●―pheny卜5

thiazolyl]  iminol‐ 2  (1-

ethylpen,D  5,8‐ dihydrαフ‐

methyl‐ 5-ox0

l kg l HYDRAZINE iIYDRAlLソリーlυU●

METHYLENE DI― CHLORIDE 6564k8

l- lt',lrNO CnOtONOllttnrle 1625k8

1 Bご ANHYDRIDE  (Ditertbu,1
DicarbOnate)Dl― BOC

1 902k8

5 い          ( T・
nuoromethane

Sulfonic Acid)

1425k8

6 TRIFUORO ACETIC ACID 285k8

IPSCOmm[ttee

case No=271′ 12′82‐

ALC″2018

110 HQ Fne

iO!′ 82′050′00898′ AM19′

1ll

Patt Nanc SUVEN LIFE
SCIENCeS LIMITED

RLA「 ilC
109/24/040/00650′ AM18′

性酬炉碗‐1祠¬

i嬰淵
mル  m剛 船〕: 離漱需" 柵 ed

器B:50m757AM剪  跳ら拙α∞827N
Decヽ 161「  Tle Commi“ee considered case as per al

was deCided tO rati″ the ad h∝ input output norm〔

ap口にd by inn Whに heverヽ 応wer                           l

Derision: Deferred for comm€nts ofTE-

Q,
Expon product Qt、 Sl

No
l kg 1 2.7‐ DICLOROA‐ (DlBUTYLAMINO)

METHYL‐OH‐ FLUORENE 4-
METHANOL(DBA)99%MIN

0 869 kg
ltヽ1■ FAN l RINIサ

k^@*scomminee
一



c■ se No:261′ 12782‐

ALC42018

112 HQ F口
e

lo1/827050/00888′AM19'

113

40

PaltN Nalne AKTINOS
HEALTHCARE PRIVATE
LIMlTED

RLA File

lo9′ 24′040/00668′ AM18′

Meet NOIDatel12'82-

AI C4'2018

12 122018

Lic No/Date:0910066131

11 042018

1淵
d l

饉
Decision; D€lerrcd for comments ol'TE

Case No:129′ 12′8'
ALC4′2018

HQ rHc
:01782′ 0507oo756′ AM19′

Pa●Ⅳ Nanlc PRじGNA
NTERNATl()NAL LTD 等耀

:Ъ
田1

RLA Fi正
~   ~~     tlC No/12ate b310820433 1

121142018            1
:03′ 951040′00024′ AM19′

1)ecis10n:   The Committec COnsiOered the Case as per agenda in the presence of TechniCal Experts and in1'tl● 1'1011    `''‐  -0     ‐‐ ‐~ ~

the light or earller decis10■ taken by NC in its MCetins No 4/82‐
ALC4′2018,dated 19 06 2018 in respect

,__ヽ ,^ ^''001,κ n2月 .,。H lR01,01R it wasrne rrsn' ur Ed rrcr 
:e Aut;orization No' 0l l08l 8603 dated l8 o 1 2018' i was

ot Mt Pregna lnremalroaal Ld' agarnsl Advan( r-.-:L L^,^-, ^. -" ,-nli.a hw::il:ffffi1il;il .o"l""o'i **" **' para 4.? or HBP as per derals b€row or as appried bv

firm whichever is lower:

Q,叫
鷺

INo 1 t‐oPPER  WlRE  WITH
(9999%PU―

o oo0204 kg
lNTRA          UIじ Ш Nし

CONTRACEPTIVE DEVICE ―

cOPPER T 380 A
0 ¨  GRANULES

`MOULDING GRADE)___

0 001202 kg

PoucHES(PLASTIC) Net 1 10・・

4 c oPPER  TUBE (999Wヽ
PURITY)

o oo0169 kg

ヽ POLYPROPYLENE
CRANULES (MOULDNG
GRADE)

o0015543k8

6

…

 OF  LDPE
RESIN   &   BARIUM
SULPHATE

o o00415 k8

７

　

一
８

PVC~~~   CRANULES

`MOULDlNC GRADE) __

o000658 kg

HDPE¬ RANULES(OR
NYLON RESIN)MEDICAL
GRADE  ′  MOULDING
GRADE

o000177 kg

RA may lake appropriate action as per the decision ofNorms Commitlee'

::VINDHYA Ivteer NolOar"'tZlSZ- lshltr3: I

Iillrli,'r'u"" 3"#Ifl:"'i'"1il i;;iji1i;- G;;"d 
r-1

- Lic Noouri'os l0b66 rez
Ho File RLA File

:01/8: 0)0 00841 AMlg :0o 24 O40 0000? AMI9 l2'M'2018 
- 

L

r rl , 
_ 

.'. lhe comminee considered Lhe case as per agenda tn th€ prAence oi fechn'cal.Lxpcns and rn

i. i[i, .t *rn, *.-"n ta]'en b) NC in i'\ Meer;ns No l0 82-ALc4'20l8 dated 16' 10'2018 in resp€cr

of M/s Vindhva organics fvt ua' againsr ijvance iuthorization No 0910065952 dated 31 0l 2018 it

was decided to ratifv th€ ad-hoc t*' *;;;;"';;;;;-0"'" o'' """t 
as oer details below or asl

applied bY firm whichever is lower:
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Expofi product Q, Sl

No

Qty

AF(lABA(lAVIR(ABV)1 l kg 1 2‐AZABICYCLO(221)HEPT-5‐ EN―
3 0NEI(ViNCELACTAM)_____

141 kg

N(2‐AMIN0 1    6‐ DiCH1 0R0 5‐
PYRIMIDINYl)FORMAMIDE

0 764 kl・

SODit'M BOROHYDRIDE POヽVDER 0 226 kB

1 D()rAR■へRIC ACID 0 78 kg

5 L + Tartaric Acid 1 20 kg

RA ma) takc apprcpriate action as perthe decision olNorms Commitlee'

Pa・● Name:SUPREE「
CHEMICALS PVT LTD

|::1::lli:: 

「~~|
casc No:314′ 12′82-

Ai C4′ 2018

HQ Fne
ol182Ю 50Ю 0941,AM19'

|

IMect No/11ate 12′ 82‐

IALC4/2018

1つ ,208

RLA Fne
:527241040'000061AM 19′

Lic No′Date 5210042600 1

12042018            1

Decision: The Committee considered;se as pe; ag"'ai *a i" tl' f'*i'"" Jttre tecturicat expens it

wai Accidea ro ratiry the ad-hoc input output norm' under para 4 7 of HBP as p€r d€tails below or as

ll5 applied by firm whichever is lower:

Expon product Qty Sl

No
Qty

6‐ NITRO-2‐ AMINO PHENOL
4- SULFONIC ACID OT NP
AC11)SP4

l kg | ORTHO AMINO PHENOI- OR OAP 0 568 kg

A` may take appropHate ac● o■ as perthe ded● on of Norms Commi● ec

畷F5日1
需鰊
而b薦

劃

一case No:120′ 12′ 82‐

AI.C4′ 2018

HQ Fllc

i01,821050'00747′Aヽ419′

Pan Namel」 SV PRIVA,E
LIMlTED

RLA ril●

:031957040′00033,AM19'

oecision: treCommG" 
"o*la"."a 

*tt * ptt ugtnaa and in the presence oithe le(hnical €xPerts' it

*u" a"c;a"a to ratiry the ad-hoc input ou$ut norms under para 4'? of HBP as per details below or as

I 16 applied by firm which€ver is lower:

Export producl Qty Ｓ‐

Ｎ。

Import items Qty

criseotulvin Tablets USP 500 mg
(4,000 Bonles x 100 Per Bottle =

4,00.000 Tablets) (Net Content

Weisht = 200.000 kgs)

l Tablct 1 GHscottivil USP 510■g`tablet

赫 輌 両 面 燕 豪 扁 高 品 er●

`de●

sbn Of NOms COmm ttee

case No:144′ 12′82-

ALC4′2018

117

110「 ilC

iO l1821r15010()'71,Aヽ 4191

Parl,Namc BDR
PHARMACEU[lCAI S
iNTERNATIONAL PVT
LID

RLA File

:03,94′ 040,00022ん 卜ヽИ19′

12122018

Lic No/Date:0310820452

113042018           _

~縣
¬
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⌒

一 |

cseN∝ ‖
"ν
8,  P撚

宵 ょ 器 ■ D 監 8NoO江
よ口 8う

「

IStati" |

ALC42018           1｀ 1211盤f    ^pprov“ |

H。「lc              Rl A Fne             L c NolI)atじ
0310820529

1o l1821()501('0744'Aヽ イ191      :03,05'0401008961Aヽ
418,      18()12018

-―
 ―― ―      ――――

~―
―
   ―       ..  ‐ _● _`_^' ^ ^^‐ ^ :●

Tttr器蕊驚霊 轟11憶
『
IW棚『腑嚇1Decision: The COmmittee cO

■8鴇
::llel謂甜lttTtte「

Export producl 01y Si

No

(,t、

l k8 | ACLT!C ACH) 060k^
IsOPROPYL ACETATE HAVINC'98%
PURITY

, PROPYLENE ()15 kg

RA ma take approprlate act10n as pcrthe decヽ bn oF Nonns Comm ttee |

Decision: Deferred foi comm€nts ofTE'

灌 ilッ 昴 Ψb趙ぶsT附
“

H9瞭盟詭dlf般甲現Wi悧満∫朧 鰹 :RIttWI需棚『脈 11
applied by 6rnl lⅣ hiChever is loヽ Ver:

Expon product Qty Sl

No
Impon items Oty

l kg 1 Azithromycin IP,USP o078 kg

-nzithromvcin 

for oral susPension 200m9
n d Nllnns COm面に e

i縫枷ぱ
mν8'  鴨ば役i途1冊lTED 監:棚TC98, will:ted l

^‐
ヽ‐ 0́● 0                                12122018

RLA File        ~    ILic No′
pate103 10820夕И

Ho File ‐‐ ^  ^ ^^ ^^^ ●ヽ ′10'      10 nИ うハ10
liiij,i,,o, oor, r,o, , ,, ,o:rq,r/040,0 t oss^v tsr te.04.2018

D€cision: 
.thecommineeconsideredcaseasperag.naa*a,nit.pt.s.n.eofthetechnrcal expens, il

was decided to mtiry the ad-hoc inpur output iormi under para 4'7 ot HBP a5 per details below or as

120

applied by firm whichever is lowerl

Expon product Oty Ｓ‐
Ｎ。

Impon iEms Qty

l k3 1 META DICHLORO
BENZENE

1 3S k8
2,4 DlFLUORO NITRO Bじ NιLNL 、Z,■

DFNB)
う POTTASSIUM
FLUORIDE(KF)

0 81 kg

stJLFOLANE
ANHYDROuS

o10 kg

;10n OF Nonns Comml“ ee
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ヘ

i撻消6甘""'~ Ptty N需藷‖げ
CE 鷺:厩T訂'82 1藉 |

器肌5α0074αAMlシ  Ъλ棚。Ю口2ν却
Decision:  The COmmittee decided tO reFerthe case

121

122

12:

HQ File RLA lrle licNo Dale:0j108205?0

iiisjo.ooorrr, quro .01 q4 040 0001I A M I 
q 20'M2018 

I

DGcision:the(,ommineeconslderedcasea5peragendaandinrhepresenceofrhetechnlcalexpens.]
rt *as Jeciaea ro rarify tle ad-hoc input outPul normiunder para a ? of HBP as per dehrls below or as

apllild b) firm shrche!cr ts lor er

Casc No:149′ 12′82-

ALC12018

l-lxport producl 01y Ｓ‐
ぃ

Qty

SANJINOL TOCO

(2‐Ethyl● (2 2 3‐ Trimethylcyclopent 3-

en‐ y!)‐ but‐ 2‐en‐ 1‐ 01)

l kg 1 Alpha Pinen€ 1 47 kg

0 N-Buryraldehyde 0 77 kg

Sec Bulanol 0 40 kg

4 Aluminum lii_sec_Butoxide 0 072 kg

Di N Butylalninc 0 077 kg

志 扁 了 面 蔑 昴 両 扇 話 悪 扇 玉 手
而 高 爵 iSbn ofNoms COmmlttee

|

C"eN∝
“

И  ν8,  PⅢ  NmcCAMPHORI NICetNo Date 12780 い こ |

ALC42018            :[[田
£

RODUCTS      ,よ
fi翼lf         lAPPrKIVed   l

器温σ∞
"7Amツ
 鷺ら糀∽∞コAili 嬬飛C面魔丞・ |  |

:IⅧ詭dlf認濡需濡需蕊T搬

'飛

認巫龍繹 ]
applied by firm whichever is lower:

Expon product Ql, Si

No
lmpon items Qty

l kg 1

1 47 kg
BACDANOL           TOCO
(2‐Ethyl●

‐(2 2 3-Trinethylcyclopent 3‐

en‐ yl)― but‐ 2‐cn‐ |― ol)

う N-Butyraldehyde 0 77 kg

Sec Butanol 0 40 kg

| Aluminllln Tri‐ sec‐ Buto、 ide 0 072 kg

Di N Butylanlin, 0 077 kg

k― 而 両 面 孫 扇 高 雨 層 轟
燕 モヽ ぬ
・
ofNoms COmmlttec

(1.lse No lll'′ 12′82-

ALC4′2018
124

l10「 He

Pan] Nam€:CAMPHOR &
ALLIED PRODUCTS
1l MITED.

RLA File

Mcet No′ Date 12′82‐

ALC4/2018
12122018

Lic No′ Date:0'10820593
町

|

|

Patv Nane CAMPHOR&   Meet NO'Date 12′ 82-   StatuS:

ALLIED PRODUCTS      ALC4′ 2018         ApproVed

llMITED               12 12 2018



」
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r0 I /82,',050/007 ,-4'AM I 9/ ,o:ls'.ll0ao/0ios0Ala r si 23 '04 20 I 8

Decisioo: The Commiltee 
"onride..d 

cas" * pe' agenda and rn the prex,nc-e oflhe lechnical expeYls' it

*"" a""ia"a ," ratiry the ad-hoc input output normi under para 4 ? of HBP as per delails below or as

applied by lirm whichev€r is lower:

Expon producl Qヽ Sl

No
Impon ilems Oty

l kg 1 ALPH A PINENE 1 146 kg
CA MPHOR(EP)

FG"y tr6"pt"p',ara"ct,or,r * peilrc decision of Norms commine€

12ヽ

126

(a、 e No:148′ 12′82-      Pan、 N●ine CAMPl10R&   MCti NolDate 12182‐
   Status:~   |

ヽLCl'2018            A LLlF[)PRODL CIS      Al(11201 8         Approved
llヽイ1l I」D                 12 122018

1,tヽ olDate()3108205'■Ho Fl=            Rl全「11_^^^´ ^… ′̂   ^・ ^・・^,。

LTD

器 3偲500078“ AMl夕  1跳 らi脹OЮ001 y却

Detision:  The Committee considered the case as pe

infomation′ dOClunentS fron tlle rlnn:

loirizioiol0oirsrer'ar9i :03/94/040/00052/AMI9/ 2304'2018

Decision:lheCommilleeconrider€dcasea5peragendadndinlhepresen(.eoflhetechnicale\perts.il
wai aeciaea ro ratlfy the ad-hoc inPut outpul normi under para 4'7 of HBP a5 per details helow or as

applied by firm whichever is lower:

Expo( product 0, S,
No
lmporl lCms Qty

l kg | AしPHA PNENE l 146 ks
CAMPHOR USP
RA m"take apprOprlate ac● On as perlhe dec掲 露n OfNoms Comm ttec

i震 ぶl∫lj引
28'  =機

器 機 i(きusTⅢ ES性 :棚 Tα
口

" Bttld l

COA ofimpon i1em from foreign supplier from foreign supplier atongwith te$ing repori of

rhe company for export Product.

E\pon product Oty Sl

No
lmport it€ms Oty

」

Cas€ No.:143/12l82- Panv Nam;JPCA Meer No/Dak:l2i 8l :9d- i

;;ffii;- 
- 

LABoM'loRlES Llf,4lrED A2Lc24'{ 18 ApProved

I ic'NoDale :011082093
HO File RLA File Lrc Norude:ur lu6zueJ

,oi,ii irso oorlo nruro. .03 c4 M0'00054 AM lq 25'04'2018

Dctision: The Comminee cooiiae."a o" *se * peiagenJa in the presence ofTechnical Expens and in I

the nght oF earlier deciS10n takcn by NC h itS MCethg No 3′
82‐ALC″2014,dated 08 05 2014,it was

decmed to ral″ the ad‐ hOc input outpui noms under pan 4 7 o'HBP as PCr detans beltt Or as applied by

lirm whichevcr is lower
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RA may lake appropriate action as per the decision ofNorms Comminee.

Case No::52′ 12′ 82‐

ALC4′20:8

HQ Fiに

101′827050/007797AM 19/

聯 4

Pa‐ Namc CIPl A l月 Mll■ I) Meet No′ Date:12'82-   S● tus:

RLA r e
i031941040100038:Aヽ イ191

D€cision: The Committe€ considered the case as per

inlbrmation / documents from the firm:

ALC4/2018
12122018

1lc No′Date103 1 0820626

25042018

agenda and it i〃 as decided to call For Following

is not clear as silicone Dio\ide is alread includcd in(i) Description oflmport ltem No.2 and i
Impon ltem No. 2.

C3Se No:lS3′12782

ALC4/2018

HQ File

:0,′ 8270507oo780/AM19/

Party Name:ETERNIS FINE
CHEMiCALS LIMITED

RLA File
:03,94′ 040,00055/AM19′

Decision: Deferred for comments ofTE.

Case No■ 17b′ 1'′82- ~ ~窮面 各ヽi長長ELi
ALC4/2018            1NDUSTRIES LT

130 HQ Filc               ~lkLA Fllざ
~

肥慧‖
∽
照子£‖」鯉deci器潔1鴇盤W]。 c&.:W継‰

…
―|

(a、c No:111′ 12/82‐        Pas NamciREIIANCE
AL(1/2018           1NDUSTRIES LTI)

IMcet NolDate:1″ 82‐

IALC412018 Def€rred

lll He rit"
:01i82/050/00738/AM l9l

RLA FJe
103′95/040/01137/AM18′

12122018            1

Lで No7Datc0310820674匝票両面F~
26042018

Decision: ¬ e Committee decided to referthe case to D′ oC&PC For obtaining its commcnts       l

Party Name CAMPHOR&   Mcet No/Date:12/82-   iStatus:
ALIJED PROI)UCTS      IALC42018         1Approved
LIMITED,               12122018           1

RLA Πに          Lに No7bateЮ」lo820695 1
:03′ 94/040′00058′ Aヽイ197      26042018

い ¨

『

Tlle Com“e cons tt Case as Pcrage価 綱 面 に p避

聾 幽
t柵 烈was decidcd lo rati,thc ad‐ h∝ lnput ou,ut nOms under para 4 7 c

Case No■ 145′ 12′ 82‐

ALC472018

HoF‖じ
:01′ 82′050′ 00772'AM19′

Al1 0Pt'RINOl´ l kg 1 3-Amino Pyramle Carboxamide
Hemisulphale

15384k8

う 1 50 kg

132

」

ALC4/2018
12122018

Lic No/Date:03!0820647

25042018



applied by firm whichever is lower:

Export product Qty Sl

No
Impon items Q●

CA MPI10R(EP) l kg 1 ALPH A PIN ENE 1 146 kg

46

[A Int l"G "pr"p'",.-"ttri 
as per the decisnrn ofNorms Committee'

133

Decision: The Comminee considered case as pcr agenda and in rhe presence ui lhe rechnr(al exp€rts' it

sas decided 1o ratify the ad-hoc inpul output norms under paia 4 7 uf HBP as per deuils below or as

applied b), finn whichever is lower:

RA 
",":-) 

t"k. rpp-rirG 
".ri,rn "t 

p".the decision of Norms Committee

一

Case No■ 171′ 12′82‐

ALC42018
Partl NaineヽИATRIX FINE
SCIENCES PVT LTD.

IMeCt NO′ Date 12,82-

ALC4/2018
Slatus:
Deferred

134
HQ Fne
101,827050′007981ヽM19′

IRLA FJe

03/95′ 0407ooo37′AM19′

12-t2.2018

li.i"r.r"o"t"o: roa2o676 8"f". Drt*
26.04.2015 i

|

Casc No:206/12′ 82-

ALCI′2018

Par● NameIND SヽVIFT

I ABORATOmLS LIMITED

RLA Filc Lic No'Date 2210015897HQ Fne

135

。r口ぃ o∞田 Am' 2'“
`¨
Юmν AMp %“

鴛 ie“ 流 .cicalexpeltsIJDecision:   The COmmittee considered case as per asenda and in the p

was decided to ratifv the dd hOc input outpui noifrs under para 4 7 or HBP as per detans below or as

applied b) finn whichever is lower:

Export product Qty Sl

No
Import items 0●

Alorvastatin Calcium l kg 1 Methyl Isobutyryl Aceiate 1 423 kg

2 Beta Alan ne 0 100 kg

Sodium Meta Bisulphite 0 030 kg

4 Para Fluoro Benzaldehyde 0 566 kg

)
5 60 kg

6 :'ltltyt-S-(Z Hytt.oty"tttyl)-4-Methvl
'Ihiazolium Bromide

0 262 kg

7 (4R‐Cts)1,l Dinlethylcthy1 6-

Cyanomethyl‐ 2.2-Dimethy1 1‐ 3-Dioxane‐

4‐Acetate(ATS 8)

0 708 kg

8 I ell. Bulyl MethYlEther 2 78 kg

Expon product Qty Sl

No
Import items Q,

CAヽИPHOR TECHNICAl l kg 1 AI PHA PINENE l o4 kg

Parry \ame CAMPHOR & Meet No'Dare.l2 82- is"i;t L
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ヘ

Decisloni Conlmittee conSidered ease as per agenda and

B6mlょ
11∬剛鵠』群雷棚絆 li獄

∝

Case NO:172′ 12′ 82‐

ALC4′2018

HQ File

:Ol′ 82′050′ 00799′ AM19′

Pan Nalnc:NEOCEN
ICHEMICALS LIMITED

RLA Fne
:03ρ 57040′ 01009′ AM18′

― ― ―

 ― ―
―
―

― ~~―

―

― ― ―

―

deliberated on lhe matler in lhe presence of lhe

input output norms under para 4.7 ofHBP as per

Ilxpon Producl Otv SI No Ouantily allow€d

BENZVL BROMIDE l k8 1

-genzvi 

et-cot{oL 0 845 kЯ

, HYDROBROMIC ACID
48%

1 450 kg

R             ∝
・
°n ofNC 」

case No:326/12′ 82-

AI CI′ 2018

ilQ Fiに

lo l182′ 050′ 00953/Aヽ119′ :07′ 24′040′ 00358′ AM18′      101052018
:U llる

`′

UDU`りυン
',|′
ヽ
'V''′
|       ‐ ― ‐ ‐~~´ ~~

Declslo『   The COmⅢ ltec con"dered case as pe,agenda and ln tle l,1吾 :Tll'1111Fi』 WTl)1

137
3ii'li.i;.',l".litTii:.i:l:Tfi&;i;;;?,"a.. p".l oiir Hsp 6 pe'r deuirs berow or as

applicd by firm whichever is lower:

Qty Sl

No
Impon items Q,

l kg 1 (R)9-(2‐ PhoSphOno

MethoXypropyD Adenine

(PMPA)     _

069k8
TENOFOVIR        DISOPKOXIL
FUMARATE(TDF)

RI雨下百雨画面̈ π扁五五T玉藤扁蔦悪≡玉亘]FNomsCOmm“
tee

1桜棚fiξ
ην8'   :3首 認ヾξf識冨:  ‐性

"獄

f・

ν82 
‐LIMITED

―  ―― ―   ―    ~ ~~ ~~― r

Stalus:
Dcferrcd

RLA l le~~ ~~~1榮
γRT341∞

“

OO Dctr Date:
138 HQ Filc                _ __^^^^ ・・・・̂′    ^HQ Hに        LAr"C       ぶiおJら51~   |

134′24/040rlKx12 1′ AM 19701′82050700954′ AM19′

;:;";,-,;";",.,$e;noredrhatthe407apprrcrrronirstrlr aw^airedE;i LA r'/lm-bar: Lren:: 
it 

i

ffii"".t"a," i",ii"' 
^ 

iopv or'r'o'r oppri"utlon Iiom RLA' Mumbar lor tudher consideration of the case l

02052018 |                                       |

Ca"No■ 13'12お 2‐
ALC4/2018

139 HQ Fii3~~ ~    ~~~~

lo l′ 82′050′ 00762′ AM19′

Pany Nane S KANT
IHEALTHCARE LTD

RI´A Fne
:03/9S′ 040′00828′ AM18′

Decision: Defened for comm€nts ofTE' 」

コ一　

一

需凛添語£llT,サ胃鰍TCp"‐

-6t"to",

Approved
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こ

iiiiriirC r.rMrrED ALC4/2018 Approv€d
12.12.2018

Lic N o/Dale:03 I0820795llo l-ile RLA File

o i,szlosoloor:: lr.v t 9r :03/95/040/00081/AMl9/ 04'05 2018 !
Decision: The Comminee consider€d case as per agenaa ana 

'n 
ttre presence ofthe technital €xperts' it

*u. a".ia"a to .utify fte ad-hoc inpul ourpd nonn; under para 4 ? ol HBP as per details helow or a5

case No:106712′ 82-       Party Name:USV PNVATE  Meet No′
Datei1 2782‐    IS● tus:

[,tmay'lat ;pp6rG'i e decision of Norms committee'

applied by firm whichever is lower

Qty Sl

No
Imporl ilems

"

nop no* uv*o.tttoride Exrended

Release Capsules USP 225 MG I 16.3ll
Bonles x 60 Per Bottles = 9 79'860

Capsules) ( Net Conte Weight =

120.469 Kss)

16331

No bottle

1 Hydrochloride 755 04 kg閣 緊 Tttsu[:探ず駆 ξL∫ IT霊
Bottles x 60 Per Bottles = 10.50120

Capsules)( Net Content Vヽeight 
‐

341 289 Kgs)

17502

bottle

PIOpaFenone  HydrochlOrttcM:X留
;;;

Bottlcs  ヽ60 Pcr BOttlCs 
‐ 4,19940

Capsules)( Net Contcnt Weight 
‐

178475K“ )

6999 No

bottle

霊癬
赫 2畑

瓢 馴 露
蔽

槽辮

口犯

ド
滉d

LIMITED、

鵬憶5話07お′Ami ttt蕊蕊鳳 lγ 認蝋
er:Υ
■ __

F需#濡語i濡I驚零譜1:T場
『
IT棚ぎ蹴寧1DecSion:  The COmmittee co

l● ,was decidcd to rati,the ad h〔

applled by“ m WhiCheveris lOWeri

Expon producl Oty Sl

No
lmpon ilems Qty

l kg 1 ALPHA PlNENE 1 146 kg
CAMPHOR(EP)

i^ .aynk";p6t1"61i." "veil 6ion of Norms committee'

――
＝

刊

川

∃

case No■ 105′ 12′82-

ALC“′2018

Party Name usv PRIVATE
L:MITED

Mcel No/Date■ 2/82‐

ALC4′ 2018

12122018
1瑞れ
“

躙 :5話0"νAmγ Ъらξ出。鳥I`lM嬬
:」

1艤l嘗よcご面ie tecl.n Cal昴飛Decision:   ■lle CommittCe considered cハe as per al

was decued to ran,the ad― hOC hp● Output nom

112

applied by firm whicheler is lower:

Export product Qty Sl lmport items Q●
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09 75 kgDesipramine HCL

¨ 躙∬X耐腎
Bottles‐ 8,00 000 Tabicts)(Net Content

酬 器嗜艦 X附
1需

Bottles‐ 6 00 000 Tablets)(Net Content

3譜篤
〕
絆:(1器嗜艦 x附

1梅

Botties-6 30 000 Tablets)(Net Content

3霊
p響
品(1■鑑‖:『 x耐路

Bottics‐  1 57 300 Tablets)(Net Content

315000

No tablet3郡
p硼
翡G「棚盟鵠lc『T鴇

Pc「 Bottles ‐ 3.15 000 TablCtS)( Net

Conrent Wcieht _ ll 500

尋 詰 こ 面 事 昴 面 飛 ご 悪 漏 薦 手 而 百 五
`bn ofNoms COmmmee

刊
∃

No

800000

No tablet

||

600000

No tablet

630000

No tablct

157300

No tablet
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C8SC No:107′ 12′82-

ALC4′2018

HQ rile

:011821050100'341AM 19' :03′ 95′040′ 00105′ AM19′

RA may take appropriale action as per lhe decision ofNorms Commillee'

PaⅢ Nalne:YASHO
INDUSTRIES PVT LTD

RLA Fne

Mcet No′碗

“

12′82   Status:

113

Decision:   T le Committec considered the c6c as Pcr agenda in the presence oF Technical ExPc●
医and in

the light oF earlier decision taken by NC in its Mecting No 8′ 82‐ ALC4/2018,dated 31 08 2018. it i″
as

ucc● ed to rai,the ad hoC mput output nonns under para 4 7 oF HBP as Pcr det“

“

bettw or 6 ap口 Fd

by ttm、vhichever is lower:

Flxpon product Qい Sl

No
QtV

DI OCTYLATED
[)IPHENVLAMlNE(YALUB
:)ODPA)

l kg 1 I)PHEヽ ヽI AN1lNF 0 50 kg

う DIISOBUTYI ENE 0 64 kg

ACTIVATED CLAY 01 kg

」

it"iu.,
D€ferred

―
|

Case No■ 29″ 12′82‐

ALC42018

Case NQ:291′:2/82-

ALC4/2018

■45 Ho Fi:e          ~~

:Ol′ 82′0507oo9 1 8′ AM19/

Party Nalnc:VERVE HUMAN IMectNo7Date 12′ 82‐

CARE LABORATORIES    ALC4/2018
12122018

HQ File il,r r;t" r-i".Nolouteor roootsoo .r.' oaG'

01,s2l050i00921/AM19,,61l24lO4O/O00O2lA.Mlg/ 07.05.2018
r.l4 - -- ---

Decision: i'he Comminee considered the case as per agmda and it was decided to call for fo'lowing

informatior / documenls from the firm:

0 い ごⅨ

"中
rOduct md h"nm am酬 ●∞m画 価

T呈 111竺 」

=Ш
Parly Name ANLON
HEALTHCARE
IPRIVATELiMITED

RしA File

:24/24'040′000031AM 19′

存鞣 "馘
|

1に NυDig■ 10o424`医面 Date「 l
08052018

I)erision: Dclerr.d ior conlmenls ot TE

116

鰹鳳Pν8, ~認淑漁:諄〔1「
~雉

酬73面'~MI
OASES PVT LTD         12 12 2018         1       1

Lic No′Date:5610005395 1DeFer Datei lHQ rile               RLA r口 e

lM騨襦晟鱚描I鷲ぶ義桝温論曰 |

bas,from the nrm                       __         __   __―
― ~~~  」



Ca、 c No:5R′ 12′82‐

Al.(■′2(,18

Pady NameifDC LTD Иヽeet No′Date:12′ 82-

ALC4/2018
12122018

147 L c NolDate 0310820892 Defer Date

090S2018

Decistun: Dclcrred for comments ol TE.

Parl、 Nanle ARIHANTAN AM McctNo.Dalざ 12182‐    Status:

∵

FECARE PVT LTD  I倦
:胃盤 f    rppЮ

V“

F::7:臨i証躙:∫:llettm“フ
Dechio[: The Commin€e considered case as per agenda and in the presence ofthe lechnical expens, it
was decided to ratiry the ad-hoc input outpur norms under para 4.7 of HBP as per delaih b€low or as

applied by firm whichever is lower:

Qty Sl

No
Import ilems Q●

LU MEFAN IRINE ０
●

し
、 1 (DlBUTYし AMnヽ E   METHYL)2,7‐

DiCHLOR04‐ FLUOREN
METHANOL(DBA)

0869k3

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

HQ Fic
:01,82′ 050/00685′ AM19′

Rl A Fne

:03′947040/00080′ AM19′

Ca"No:315′ 12′82‐
ALC4′2018

HQ Flに

:Ol`82′050/00942/AM19'

Case No■ 48112/82-

ALC4/2018

HQ riに

101′ 82'050′ 00675/AM19′

ICHEMICALS LTD

RLA File

:03′ 94/040′0001i′ AM19′

12 122018             ‐

Lic NαDatei0310820'10

Pan、 Name Al KYL AMIヽ LS Mtct No Dale 12 82‐    Status:
ALC4′2018

10052018

Decision: I'he Committce considcred case as per agcnda and in the presence ofthe;chnicai e,'perls.
149 was decided to ralii the ad-hoc input output norms under pam 4.7 of HBP as per details below or

applied b) firm whichever is lower:

Ot, Sl

No
Impon items Q●

2LlHYI HEヽ YI Aヽ41N[: l ks 1 2ETHYlllEXANOL 1 01l kg

RA oray lake appropriate aclion as per lhe decision ofNorms Commiltce.

ｉｔ

器

Case No■ 19夕 12/82-

ALC4/2018

HQF‖e
:01′ 82,050′ 00823'AIИ 19′

Pary NameSHREE BANKじ Y
BEHARILAL FLAVORS

RLA File

:OS/24,040/000671A,И 19′

ALC4′2018
12 122018

‐Lic No′Date 0510406412

10052018

Mcel No′ Date:12′ 82‐

聴頭:~|
Date

“

r
150 一

Ｄｅ

]D..isn,n: Drltred for.omnrenls ol TI-:

Slatus:
D€ferred
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^

Case No:7′ 12/82‐ ALC4′ 2018 Pa●y Name OTSUKA
CHEMICAL NDIA
PRIVATE lIMITED

ALC4′ 2018

12122018

HQ Filじ              RLA File            .し iC No/Date 0510406422 1

:011821(,50100634,Aヽ4191      105/247040'00061′ AiИ  19′      11 052018             1

Decision:   The Conlminec considered the case as per agenda in the presence of Technical Expens and in

the‖ ght of earher decヽ ,on taken by NC in ls Meeung No 6782 dated 19 06 2018.l was decided to rati,

the ad‐ hoc input output■ orms under para 4 7 oF HBP as per deta ls below or as applied by nrm、 ″hichever

islowc「

Expon product Qty SI

No
lmpon items Q●

7-Phenylacetamideo -l-
Chloromethyl Cephalosporanic

Acid Para Methoxybenzyl Ester

(GCLE) White/l-aghtYellow

l kg | Penicinin C Potassium lst C,stals
Whhe′LintYeulyw POwder

1 80 kg

0 Mcthanolt.iquid 1 50 kg

3 Dinrertryl Formarnide
Colourless Liquide

0 80 kg

4 Methylene Chlorid€
Colourless Liquid€

1 50 kg

Z-tt{ercaptobenzodiazole Ceramish 0 25 kg

6 Isopropyl                    Alcohol

Liquid                         _

0 80 kg

7 Sodium Benzene Sulfinate 1 20 kg

8 para .qnisic ,tlcohol (p Melhoxybenzyl
Alcohol) Liquid

052k8

り 14                  Dioxane
liquide

1 20 kg

nl ,nay tut .opproptiut" oction as per the decasion of Norms Committee.
|

Case No■ 201′ 12′82-

ALC42018

152 HQ File

:01,82′ 050′ 00828′ Aヽイ19′

Casc No:202′ 12′32-

ALC`′2018

Hor‖ヾ
:01'8210501008291Aヽ И191

Pa● Namc VENUS
REMEDIES LTD.

RLA File

122′ 24′040′ 00002′ AM:9′ 11052018

Decision: Detrrlcd for con)ments ofl'I]

PaⅢ NameSCOTT EDIし    'Meet No′ Date 12′ 82-

ADVANCE RESEARCH    ALC4'2018
LAB AND EDU LTD 12122018

Status:
Approved

RLA r e              l´ ic No′ Date 22 10015900
:22,24′ 040′ 00014′ Aヽ419'      11 052018 L_|

Decision: The Co'n;tnee consrdered case as peragenda and in the presence ofthe technical exPens' it

was decided to ratify the ad-hoc input output normi under para 4.7 of HBP as per details b€low or as

Erpon producl Q● SI

No
lmpon it€ms Q●

Anoxicnlin  &  Potassium lNo | Arnolycillin Sodium with Potassium 1 10

153

applied b), firm whichever is lower:

闊
戸
町
「



ｒ
Ｄ

Clavulanate for hjection
l.:gn
(Each vial contains

Amoxacillin Sodium

equivalent to Amoxicillin
1000m9 and Polassium

Clavulanate equivalent lo
Clavulanic Acid 200m9) (vial

siz€ nor more lhan l0 ml)

、ial Clavulanate(Blend Sterile)51 gm/vial

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

applied by firm whichever is lower:

ALC″
“

8   四 ARMA Ⅳ Tげ D 
借
轡 1 __r"Ю

“

dl

艦‖
αOW蝋
胤諄ボ脚縣 蝉laaぶキ軍上

`ご

。fthe面1品xpen ll
was dc● ded lo ra“″ thC ad hoc llput outptlt nOnns under para 4 7 oF HBP as per dc● 1に bcbw or asl

trpon product Q, lmport ilems Q,
SUPHACHLOROPYRAZINE
30%         POWIILER

(15CM)HiB3 15GM SACHET
Lach gram po、vdcr contains

Sulphachloropγ razine Sodiun

Mo■ ohydlate   337 50mg Net

content   per    15Gram

5062 50ng,Totai nct content

1012 50kgs

200000 Nos

SACHET
SULPHACHLOROPYRAZINE
SODIUM  MONOHYDRATE
CAS(102-65‐ 8)

1022 625 kg

RA may lake appropriate action as per the decision ofNorms Committee.

Cast・ No:92′ 12′82-

ALC4/2018

躙 15α∞
"γ
AM p ‰鵬α∞myAMp l蹴鼎

α
“
Ю
"""

Decislo■ :    

“

e Committec considercd case as per agenda and in the presence orthe tcchnical exPcrtS,

l w6 de● ded lo ratlfv the ad hoc input output noms under para 4フ of HBP as Pcr detttЬ  bdow or as

15, applied by flm、 ″hichever is lo、 veri

lxpo11 produijt Qy lmpon items Qty

SULPHADiMETHOXINE &
TR!METHOPRIM    3,′、
POWDLER (HI TRISULF)
100CM        SACHET
100 8ranl or w“ tc powder

lヽo SACHET SULPHADIMETHOXNE
CAS:122112

25258m′ 100
gm sachet

|

♂ 財 FM~町
|



54

Case No■ 93′ 12′82-ALC472018 Pal● Nane:GLENMARK
PHARMACEUTICALS LTD.

Mect No'I)ate 12182‐ 轟 :『
~|

DeferredALC″2018
12122018

156 1lQ FJで                  RLA rile                 Lic No'Date 0310820963 1Deler Date
101 82()50'0072().AM19‐      103`94′040'00,04'AM19'       14052018

:)ecisio■ :  lhe C()mnlittee considered the case as per asenda and it、vas decided to can foI DNIL sho、ving

dre €onrposirion ofall the threerxpon producls from the firm.

contaans Sulphadimethoxine

25gm&Trimethoprim 5gm(Net

content Per 1008m/

Sulphadjmerhoxine
2sgm(lmport item) &
-liimethoprim

sgm(inde8enious item). Total

net contenl of import il€m-

sulphadinelhox ine- I 2 5okgs.

RA may takc appropriate action as perlhe decision ofNorms Committee.

(asc No:109/12′ 82-

AI C“′201ε

Meet Nol:)ate lユ 182‐     status:

|,c翠 07Date 0310820951 Deter Dac
140S2018

Pany Nane REし IANCじ
lNDUSTRIES LTD ALC1 2018

12 122018
IDererred

|

157 uq nir"
:011827050/00736′ AM:9′

IRLA Fnc
i03′95′ l140′00001/AM19′

|

Decision: The Committee rleciderl to refer the cas; lo D/o C&PC for obtaining ils comments

was decided to rariry th€ ad-hoc input outpul norms under para 4.7 of HBP as per details below or as

applied by firm which€v€r is lo*er:

txport product Oty Sl

No
lmpon items Oty

Atorvaslatin Calciunr l kg 1 Thorase Enzyme 0 154 kg

2 Chloro Aceral Dehvde 1 735k8

0 Actaldehyde 0 90 kg

4 1 21 kg

う Sodium Carbonat€ 196k8

6 Bromine 188k8

7 ErhylAcetale 1 10 kg

S Heprane 1 58 kg

, Sodium Cvanide 0629k8
3 40 kg

Dimelhoxy Propan€ 2025ヽ g

Mcthyl rerliarv Bu● |じther 2 17 kg

(a、e lNo:200′ 12′82-

Al C`′ 2018 財
PaⅢ Name DSM SINOCHじ M IMeet No′Datei1 2′ 82
PHARMACEUTICALS    IALC42018
1NDIA PVT LTD         12 12 2018



て
っ
て
つ

(MTBE)
13 0064k3

11 2 80 kg

lS Pivalic acid 0 279 kg

16 DKT31M4 0 994 kg

17 Methanol 2 00 kg

i31 kg

ni .qv taG upp.upnut. *tio 
"r 

the decision ofNorms Committee'

case No:203′ 1282-

ALC4′2018

HQ File

i01182,050′ 00830/AM19′

Pany NttelTHEON
PHARMACEUTICALS LTD

Meet No′ Datel1 2′ 82-

Al.C42018
12122018

119 RLA Fnc
:22124′ 040,00015/Aヽ419′

Decision:  I)eFerred ibr commellts of TE

ILic No′Date:2210015902

14052018            1

Casc No=205/12′ 82‐

ALC4/2018

Pa tv Nane NECTAR
:"FESCIFNCES I IMITED

Medヽも/Dat′わ/82「
~II品

「

~~|

AI´ C412018

12122018
Approved

HQ File                RLA File              
‐Lic NorDate 2210015904 1

:01′ 82,050′ 00832′ AM19′    22′24/040/00003′ AM19′    14052018        1,ui,ii,i:ulontr:ler,r, :22/24t04oto0oo3tAuts/ 14.0s'2018 
- 

l

Deci\ion: the commitlee con.idered case as per agenda and in rhe pre.ence ofrtre richnrcal eYpen.. ir

$., decrde,l ro rarit) lhe dd-hoc inp,I o,tpur no'rni una'' pdrd 4'' ol HBP as per detatls belo$ or as

160

applied by firm whichever is lower:

Export product Qty Sl

No
Import ilems Qty

7 AVCA l ks 1 CCI E 2 672 kg

つ Triphcnyl Phosphinc 1 26 kg

0 DMF 2 00 kg

4 Methanol 7 87 kg

, Mcthvlene Chloride 103,亀

n,q ,r"y rrf"ipp..p.iat" 
""tion 

a, p* tt. aecision ofNorms Committee' 「一
case No■ 198′ 12/82‐        Pary Name PCL 01L&     IMCet No′

Date:12,82‐     Status:

ALC4′2018             SOI VENTS LTD         ALC42018         1ApprOVed

_ _ピ翌型■____J
鵠就瑞孟ζlttζ

~~隔 Flle~~~~~「にNo DなcO'040“%
ρ4′040′ Olll166′AM19′   11505`

―

Decision:   The Colllr itee considered Case as per agenda and in the presence ofthe technical experls、
 it

wa、 decided to l■ 1'the ad hoC input otltput nornls under p‐
a47 or HBP as per detans below orハ

applied by firm shichevcr is lower:

0, Si
No

Qty

PVC PLASTICIZER(Dヽ P) l kg l PHTHALiC ANHYrlRIDE 0355k8

つ Iso NONYL ALCOHOL oフ073 kg

RA m、●keattrophlCacuonaspЪ rtledec`bn ofNomls COmmree

161
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ヽ

casc No:197′ 12′82
ALCI′2018

HO「 11e
:()1782'050700824′ AM19/

Pan Nanle:NAAN PmttAI唖 ヽ
の 酪 口

"=肥
嘔

“
|i,iiiriiiirrriiro ALC4/2018 lApProvcd

Dec6o『    The Com ll ttec con“dered Casc as per agenda and lllhe:I臀 :T:∫ |よもξ:|:irょ :T171ミ
れwas decided 10 ral,the ad‐ い。c input Output nonnS under para 4 7

Rl_A Fuc

:o5′ 24′040′ 00073′ AM19′ 1鼈5104064891

162 applied by firm whichever is lower:

RA ma            decヽ お■OfNoms Comm ttee

casc No:38′ 12′82-

ALC42018

16'HQ Fnc

iO l′ 82'050/00665′ AM19′

Decision: Deferred for commenls ofTE'

Ｉ

Ｊ

Party Name CIPLA LIMITED

RLA File

103′94′ 040′ 001227AM 19′

crs€ No.:49l12l82- Partv Name:KRISHNA vt't1-6r?:r'' r-7tr iit't"t
;it;i,';""- ANiroxrDANrs Pvr L- ilirl;J,'r* 

Approred

Lic No/Dale:o3 1082 1043
HO rrle RLA File
',',i iiiirrn,oouzo. ov ro :01,s4 040'00oe7 AMlq' 1705'2018 ..-

ottuetnaa ona rn lhe presence ofthe technical exp€ns
Decision: The Commiil€e consid€red case as

was decided to ratii $€ ad-hoc inpul ouput io'ti llnaet pu'o 4 7 of HBP as Per decails below or

spg hedec“ ion of Noms COmmmce

一ｌ

ｓ

Case N。 :108′ 12′82-

Al.C4′ 2018

165

HQ Flle

:01′ 82′050′ 00735′ AIИ 19′

Pany Nanc USV PRIVATE
しIMiTED

RLA Fne
103′951040/00147′ AM19′

Mcct No′ Date 12′ 82‐    Status:

ALC4'2018

Expon product Qty Ｓ‐

、

Impon i!€ms Qヽ

M itprヽ10ne=〒aЫct 2∞  MG

(l Kg Mife‐ 4750 Tab of MiFepristone

200M8)

lNumber l Mifeprislone 204 mg,lablet

rpplied b). firm whicheler is lower:

Import items

―

PHENOL

Q●
Exporl product

2‐ETHYLHEXYL DIPHENYL
PHOSPHITE IEHDP]

Oty “

Ｎ。

l k3 1

0093k8
0 604 kg

…

AICOHOL′ 2‐

「
THVI HFXAN01

0386k8

12122018

1Lic NO′ Date:0310821063.

17052018    1 」



フ
′

⌒

Decisior: The Comminee considered case a5 per agenda and in the presenc€ ofthe technical exP€ns' it

rvas decid€d ro ratify the ad-hoc inPut outPut norms under para 4.7 of HBP as P€r details below or as

appli€d by firm whichev€r is lower:

Qty Sl

N()

Qty

CIriseoヽ lvin Tablets  USP 500 ms

(2 000 3ottles x 100 Per Bottle‐ 2.00.000

Tablcts)(Net Content Weight‐ 100111111

kgs)

l No | Griscolヽ lvin t'SP 510 mg′ tablet

iI),♂∬
128,  
鴇撚宵ょ機器ED 造:淵ヤ

α
"`ふ 耶れ
“

|

HO me    RLA日 に  ~~~槙 澪 糧 て
"5画
面 |  |

166111藻 Iill‖illII:I澱
|||∬ il:il:ドlall;TI『 ::Iiti∴楷t』:T↑ 11

|

Expod product Q, Sl
No

lmpon items Q、

DIPEN rAMETHYLENE
THIURAM        TETRA

1ヽg 1 PIPERI〔)INE 0 447 kg

, CAR30N DISul PilH)E 0 399 kg

su LPHIDE(QUREACC DPTT) HYDROGEN PEROXlDE 0 1 kg

RA may take appropriate action as pertlle decislon ofNoms Committee

RA may take appropriate actaon as per the decasion ofNorms Comminee.

Decision:   nc cOmmince considered the casc 6 per agenda in the presence of Tcchnical Experls and in

Casc No:132′12′82-      Party Name:YASHO
ALC4′2018            1NDuSTRIES LIMI

HQ File                RLA Fnc
Ю1321150110'59ス Ml)   03′ 95′040Ю0141^vl■    170,201,__ _===.―一――T

the light oF carlier dccision taken by NC in its Mcetlllg No 2′ 82‐ ALC412018, dated 16 05 2018, 1,was

“

7需
¶ ふ nl:糖 ょ|。

C hp“ Outpu nomsuma p證 47 ofHBPぉ pg ddmsbdow σ ぉ ap●●d by

Exporl Producl Qty Sl

No
lmport items Qty

OCTYLATED
DIPHENYl AMINE(OCD
FLAKESIPOWDER)

l k8 | DIPHENYLAMINE 0 405 kg

う DllSOBUTYLENE 0 62 kЧ

, ACTIVATED CLAY 01 k8

RA;t;[. 
"DD.d'i"t" 

aclio" 
^" 

per the decisio' of Norms Comminee'
」
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168

Case No:1'9′ 12′82‐

ALC42018

Ho Flに

:01,827050700806′ AM19′

Case No:189′ 12′82‐

ALC42018

HQ FHc
:01/82′ 050′ 00816/AM19′

Patv Nanc MALWA
OXYGEN&INDuSTRIAL
CASES PVT LTD

RLA Fne
:56124′ 040700008'AM19′

Pa"Namc MALWA
OXYGFll&lNDUS「 RIAL
CASES PVT LTD.

RLA File

■56′24/040700009′ AM10′

IMect No Date:12′ 82-

ALC4′20i8

12122018

Decision: Deferred for comments ofTE

t● Nobatc F61● ll15414 1DeFer Date

17052018

写F畷
|い c No′ Date 56100054]5 1DeFer Date

Decision: Defered for commenls ofTE'

1■0520J_  :__

Mcct Nげ Date 12/82-

ALC4′2018

12122018

Casc No:191′ 1282‐

ALCl12018

Pa・●Namc PCL OIL&
SOLVENTS LTD

ｄ．“̈
HQI,nc                 RLA FJe                LcNo'Daic OS10406493
01′82Ю50/00818ハ M19′   l1524/041171XXK137AM 19′    117052018       1

Decision: The Conrmittee considered case as peragenda and rn rhc presence otrhe re(hnrcal exp€ns it

*ai Acclaca ro raiili rhe ad-hoc inpur output no'm' und€r nara l'7 ot HBP as per delarls helow or as

|'0
applied by firm whichever is lower:

Expon product Qty Ｓ‐

ぃ

lmporl items Qty

PVC PLASTICiZER(DINP) l k8 1 PHTHALIC ANHYDRIDE 0 355 kl・

, lSO NONYI ALCOHOL 0 7073 kg

[I *a] trC app-p;at" 
""tio" ^ 

per the decision ofNorms Committea

Me€rNo/Date:t2lE2- Stltus:

171

霊 脚

卸 ル

 :憮 TL& 
存 等 当

「

"1滞

“
|

器肌5α0082νAM p 鷺:魔蕊蕊:″か
~ uc、。D歴31“06495    1

Decls1011 tt COlllnllte∝ 品 dered cふsPcrattmttTぶ 嘉 FtheteChnlcI函河 JDecヽ

“『
 me Commmee cons● ered csc as"ragendamO mmeTli‖ 量格■‖ξ脳滞

・
l基

|was deCided to ra“ ,the ad hOC input output noms under para 4 7(               ,
|

ap●たd"輌nn whtheverヽ lowe■

|

0355k8PHTHAIJC ANHYDR:DEPvc PI ASTICIZER(DINP)
Iso NONYL ALCOHOL

"*nnk;il""p'fia""x*;F 
h l Norms committ€e'

Deferred
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⌒

172

17,

I NameGLENMARK Meま No′Dac12'82 もいtu∬
~|

Casc No:89′ 12′82-          Pa‖

ALC4′2018            PHARN4ACEUTICALS LTD ALC4/・ 018         1ApprKlved
l12122018           1

-           ― ―
           

―

             

―

         ~~~  ~~|

HQ Fi!e             RLA FJe            l」 C No′Date 0310821091 1
:01'82'050'00716′ AM19イ      :03/94/040′00129′ AM19′       18052018             1

Decision:   The Committcc considered case as per agenda and in thc presence ofthe technical experts, it

was decided to ratilv the ad hoc input output nonns under para 4 7 of HBP as per detalに below or as

applled by rlm whichever is lower:

SI

No
Expon product Qty Sl

No
Impon ilems Oty

l Perindopril   and   indapamide

Tablets 4/:25 m8( PaCk Si2c 30

Tabs)  (Netやνt oFindapamide
EP 4 500 Kgs)

I No

l abict

1 lndapamide EP 1275 mgア tablet

0 Perindopril and indapanide

Tablets 4/125m8(PaCk Sia 90
Tabs)(Net Wi ofindapanidc EP

1 688 Kgs)

l No

Tablet

lndapamid€ EP 1 275 ingア tablet

Perindopril and Indapamide
Tablets 4/1.25 mg ( Pack Size 100

labs.) ( Net Wt. oflndaPamide EP

15.000 Kgs)

l No

l ablet

lndapamide EP 1275 mg,tablet

| Pcr ndopril and lndapamide

Tablets 2′0 625 mg(PaCk SiZe 30

Tabs)(Net Wl ofindapanlide EP
2 250 Kgs)

lNo
Tablet

l lndapamjde t:P 06375 m81 tablet

Perindopril and indapamide EP

Tablets 2′0 625 mg(PaCk SiZe 20

l abs)(NetやVt oflndapamide EP

1 625 Kgs)

l No

l ablet

Indapamide EP 0 6375 mg′ tablet

[A;q" t"l'. 
"pn-prt"t. 

r"il, 
". 

p.ile d€cision of Norms Committee'

Cas€ No.:134/12/82- partv Name:vesio tvteet Noloare: t z/82- Et"t'*
iiilrzore INDUsTRIES LIMITED ALC4/2018 Approved

12.12.2018

HQ I ile RLA F'le LicNo/Dale 0110821081

,0 i/s2l050/0076 Ii AM I9/ :03/95/040i0o t52lAMI9/ I8'05 20I8

Ded●o■: The Commince con● dercd Case as per ttenda and in the prcsence ofthe tech“
cJ Cxperts,Ⅲ

was deddcd b rai,he ad hoc mp■ o■pu noms under pan 4 7 of HBP aS PCr d“
J｀ beltt Or SI

rpplied by firm whichever is lower:

Qty Sl

No
lmpon items Qty

YAPOX CL 30′ 10''HYDROQUNONE
BIS・(2 HYDROXY ETHYL ETHERl

l k8 1 HYDROQUNONE 0 61l kg

|
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P■,Name:ALEMBIC  _ ‐Y「l No′
Date■ 2′ 82‐   S● tus:
^^ ^           |.___^_^“:緞詰1:鮮捲腺 LTD性ゴgrC"‐ 昭:l:ted

RLA me  ~   ~‐ i(:慧i=b乙 10o44iFI
34/24/04011XXIS21AM!9/  21052018      1

Casc No:29′ 12′82‐

ALC472018

HQ File

:ol`82′ 050′ 00656′ AM19′

174

175

Export producr Qty Sl

No

Qty

1 ERYTHROMYCIN BASE USP 1 58 kg
AZ!THROMYCIN SrEP‐ 4 K●

ACTlVITV 0

-HYDROXYLAMINETTYDROCHLORIDE

0 714 kg

M ETHAN01 2 21 kg

1 METHANE SULFONYL
CHLOR]DE

o17 kg

ヽ ACETOllE 6 15 kg

6 EIHVL AlCOHOL 2 8 1iter

7 PLATINUMヽ4ETAL 0 100 gm

晨                                       eCISiOn of NOms COmmlttec

Case No■

“

2′ 12′82-    Pa ly NancRUSAN    Yド リ,0'Datc 12182‐
  StatuS

ヽ
^●
o           .A‐ ‐‐‐●

“

   .

熙 1懺瑚貞淋罵警鱗聯驚瀾構鮒
inn whicheveris loWer

'*" ."--; 
ALc4,2ol8 ApprovedaLC{/2018 PHARMA LTt 
12.t2-2or'

HO l-ile RLA file l'ic'No/Dale:011082t I 17

',li 
,r'oso oor',0 o n ,o :0lqs/04000148AVIq' 21052018

*"Oa Ihe Commrllee considered case as p€r agendaand in lhe presence ofthe lechnicat expens 
'l

was decided lo raliry the ad-hoc input ouqur irormi under para 4'? of HBP as per delails below or as

applied by lirm whicheve. is lower:

E\pon producl Q, Sl

No
Import ilems Qty

l kg |
THEBAlNE 2117k8

NALBUPHINE HYDROCHLOmpL
i o ."1"*po6A;1., "t 

pm" atryn of Noms Committee

Casc No■ :33′ ,2′82‐

ALC4′2018 憔職]総 品ゞED Y::棚yp"‐ 1群led l
12122018                       1

器星λ5000760AMlシ  碗ら品iαOm5y●
Decも ion: The Conlm"tec cOnsidetd Casc as per al

was decidCd 10 ratl,the ad h∝ inpu,outpui nOml

ipplied by tlnn whicheYer is lower:

Qty Ｓ‐
Ｍ

lmport items Qty

176

一



ｂ́

VAPOX CL 30110・ HYDROoUNONE
BIS・(2 HYDROXY ETHYL ETHER)

l kg 1 HYDROQUINONE 0 61l kg

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

Case No■ 168′ 12′82‐

ALC4′2018

Ho F口 e

,Ol,821050100795'AM 191

Par,Name MANCAI AM   Mect No′ I)なo12,82-
10RGANICS LIMITED     IALC42018
FORMERLY DU10DWALA  12 12 2018

:03195,0401011401Aヽ 418,      121052018

IPRODU

kLA Flle ~‐          Lic No/Date103 1082 1 107 IDefer Date:
|

177

178

179

Decision: Defened lor comments of l E.

Case No■ 192′ 12′82-

ALC12018
Panv Name SUN
PHARMACEUTICAL
INDUSTRIES LTD

4ヽeet No′Date 12′82‐

ALC412018
12122018

HQ FJe
:01182′ 050/00819′ AM 19′

RLA Fllc

i05724′ 040′ 00087′ AM19′
ILic No′Date:0510406538

121052018

Decision: Defered for comments ofTE.
|

肥 堅 理
=阿

|器■T_1肺 |

i03794,040′00136′ AM19'      22052018

Case No■ 39′ 12′ 82‐

ALC42018

HQ File

101182'050′ 00666′ AM:9′

Decisioo: The Comminee con'idered case as per agenda and in U. pr...n[ oirttit..t ;*t t*p"tn
it was deci{ted to ratiry the ad-hoc input output norms under para 4.7 of HBP as per details below or as

applied by firm whichever is loweri

Export producl Qty Sl

No
Qty

BACDANOL             TOCO
(2 Ethy14(2 2 3 Trimethyicyclopen● 3‐

en‐yl)‐ bu● 2‐en-1‐ ol)

l kg 1
1 47 kg

N-Bulvraldehvde 077k8

3 Sec Buianol 0 40 kg

4 Alunlinum I ri-sec-Butox idc 0 072 kg

5 Di N Buty allline 0 077 kg

RA may●ke apprOpriate action as per the decislon of No口 ηs Committee

Case No■ 40′ 12β 2-

AI C47●018

HQ FJe
:01182′ 050,00667'A卜И19′

聯戦誌:Y:早ξ
は
等猟re191レ |‐

爺 11耐 :諏蕊
而面139

Status:

Decision; The Commilree considered case as per agenda and in the presence ofthe technical exp€rts, it

was dccid€d to ratili the ad-hoc input outpul norms under pa'a 4 7 of HBP as per deuils below or as

applied by firm whichcver is lowerl

Export prcduct Qty. Sl. Impot ilems Q,

ヘ

畷
~

|



No

SANJINOI TOCO

(2‐ Ethyl-4(2 2 3‐ Trime■ylcyclopen■ 3‐

en,1)but2 e‐ l ol)

l kg 1 Alpha Pinene 1 47 kg

N-ButvraldehYde 0 77 kg

Sec Butanol 0 40 kg

4 Aluminum Tri-sec-Butoxid€ 0 072 kg

5 DiN Butylamine 0 077 kg

62

R A;*1"k.' 
"pp,.,pti"t" 

,.t,or, ^ 
per the decisbn of Norms Committec'

Case No■ 4:/12′82-

ALC1/2018

Partv Name AVA
CHEMICALS PVT LTD、

Mcet No7Date 12182‐

ALC412018
12122018

」

|

181

182

Ho lile RIA l-rle Ltc'No/Date:0ll082ll4o

:0 i 81 050 00008 AM la :0Js404000l40AMIc 22'05'2018

D""irio'l, ih" Com*ill* con"tae."a 
"ase ^ 

p", og.naa and in rhe presence of rhe re.hnrcal experts, it

*u" a"c;A"a to.utify the ad-hoc input output;orms under para 4 7 of HBP as per details heloN or as

applied by firm whichever is lower:

)“ product

A DIAMMONIUM(POWDER)

Q, Sl

No
Import items Q,

l kg l ETHYLENE DIAMNE
TETRA ACETIC ACID

0 33 kg
四

鳳
RA〕nay take appropriate action as per                                   _

Case No:113′ 12782-

ALC42018

HQ「‖e
101,82'050'00740′AM19`

Par、 Name NEOCFN
cHEMICALSI´ IMITED

Mect NolDate 12′82‐

IALC4′2018
112122018

「
…03,95'0401011524,Aヽハ18, 22052018

Dccヽlon: The Comnlntee cOngdered the casc aS per agenda lll the presence OFT,chntlEIPcPan'PI

Expon Product Oty SI No Import items QuanⅢ,JbWed
in Ks

14 DIBROMOBUTANE l k8 1 lRTRAHYDRO「 URAN 0 412 kg
2 HYDRDBROヽイIC ACID
48%

1 929 kB

R.^ ma,"- rake appropriaie rction as per the decision ofNorms Committee'
|

~d驚
きNo:ri3‐
71282 ~~~'a"N扁 こRISH´

ALC4r2018             
‐METALS&CHEト
IPvT LTD

S3鵠鷹月:α蕊19jilt 麒 鳳:
DetlsI。 1: Thき c‐ ollunlteelttsldcred case as per

was“ cided to ranfl the ad― hOC input output nor

applied b-v firm whicheler is lower:

Stutrr,

|



６́

Expon producr Qty Sl

No
lmpon ilems Qly

POLYA MINE DERlVATIVES l kg | DICVANDIAl・ 41DE 99 5%
MIN

0 271 kg

DEIA(DIETHYLENE
TRlAMINE)

018k3

3 El“ (I11 0ROHYI)RlN 005k3

RA may take appropriate action as perlhedecision ofNorms Committee.

Case No:207′ 12′ 82‐

ALCψ2018

HQ Fil●

Catt No■ 94/12′82‐

ALC472018

HQ File

Paゥ Nane:JUBILANT LIFE
SCIENCES LIMITED

RLA File

Meet No′ Date 12'82‐

ALC4'2018
12 122018

1ic No′ Datei05 10406558

瞭盟ldl■躍T滉ⅧⅧr∬謂脚:儒
n∴』獅子lwlttt棚面鷺》コ

apphed by nm whicheveris owc「                                         |

Qty SI

No
lmport items Qty

Zinc Pyrithone 50elo FPS (Fine Padcle
Susp€nsion)

100 kg 1 Zinc Pyrifione 50 kg

RA nrir\ rake appropriatc action as per lhe decision ofNorms Conrminee

Expon product Otv Sl

No
Impon items Qty

CA Ml'11()R TECIINICAし l kg | ALPHA PINENE 1 04 kg

RA may lak€ appropriate aclion as per the decision of Norms Committee.

,NameCAMPHOR&  IMcetNυ Datぎ 12/82 ~~Statu鶴Case No 188′ 12′82-       IPai
ALC4/2018            1ALLIED PRODUCTS      IALC472018         ,APproved

LIMITED.              12122018          .

職l神
O10wi雄

羊‖籠,1。llillir僕1月り鳥
・
an∴|li]1lilIIII[:T手調

was decided to raliry the ad-hoc input oulpul norms under para 4-7 of HBP as p€r dctails below or asl
applied by firm whiche!€r is lower. 

]

l

Par● Nane:GLENMARK
PHARMACEUTICALS LTD,

RLA File l´ c No′ Dalei0310821 178

Mect NoDate 12/82-

ALC4′2018
i2122018

IStetus:

Approved

P盟枇i“肌器幣:認躙鶴‖器結鯰冨府lttT譜魚 諷語性
|

apphed bv rlBn whichcver is loweri                                      l

Sl

No
Expon product Oty SI

No
lmport il€ms Qty

186

J

―
∃

」



64

| BLAXADASINE      100MG
TABLETS MX (Ciprorlbrate Tab
100■3)(Pack Si7e 30 Tabs)
(Net  Wt  of  lmpOrt  lteln
Cipronbrate BP is l13 616 Kgs)

1

No
| Ciprofibrate BP 102 mg ltablet

GLENLIPlD 100MC TABLETS
VN (Ciprtlttbrate Tab 100mg)

(PaCk    SiZe    30    Tabs)
(Net  u  OF  lmpOrt  lten
Cipro●brate BP iS 23 616 Kgs)

1

No
1 Ciprofibrare BP 102 ng′ tablet

ru ,"t-y rat. upr"opriut. uction as per the decision of Norms Committee'

iCnse No:11'12′ 82‐

ALC4′2018

HQ File

i01′ 827050′ 00742′AM19/

189

Case No:190712′ 82‐

ALC4′2018

HO rnc
iO 11821050'00817'AM19'

Case No■ 193′ 12′ 82‐

ALC472018

HQ FHc
i01′ 821050′ 00820′ AM19′

Casc No:43′ 12′82‐

ALCI′2018

IPaty Name SUN
PHARMACEUTICAL
INDUSTRIES LTD

RLA Fne
:05′ 24′040/00098:AMi9′ 23052018

Party Name:DHANUKA
LABORATORIES LTD

.RLA FJe
05′23′040/00086/AM19′

12 122018

19()

Dccision: Deferred for comments ol TE.

PaⅢ Name:J B CHEMICALS
&PHAMACEUTICALS

Meer No/Date: l2182- Slatus:
ALC472018
12 122018lf           lDererred

Decision: Deferrcd tbr comments ofTE.

」
~匿
:蔦戸万
112122018

RLA Fne
03/95′ 140′ OIX11 17AM:9′ 23052018             1

Detision:  The Commntee decided to clerthe caseto D'oC&PC tor obtaining ns cOmmenも コ

Csse No.:l lo/12l82- Par$ Name:RfLIANCL VeerNoDa!e:12/82' ot*i 
]ir-i,r,zors rNDUSrRrtsLrD i$?l'J *t'1

Hu lile RLA F'le Lic NoDale 0tl0S2l 194 Defer Date' .

ioiiiosooorotnr'rro :0J95.0400r0q2AMI8 2i.05.2018 _ ]

Dedsion: The Committee a""iaea to."fir mi iase ro nlo <ipc tor obanng ir5 comments

l

存淵「
中"誡 dl

I´ ic No′Date 0510406572 DeFer Date: |

l)ccision: Deicrred lor commenls of I l

Party Name RELIANCに
lNDt,STRIES LTr)

Lic No'Date103 1082 1!93

二匹図匿
=里=空
≡塁∃

191 Lた NODatcttlo82122不 巨票 r Date

一臨
¨

―
|

扇 i「
~

IDeFerred 1
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case No.:199/12l82- nartv Name:V-o'x [i'li"t Nl'7out"'izle2- F'*t .il;ffiff - - oRcANICS PVr' LrD ir:,t1i'f,'J 
Approtcd

HQ File RLA File I r' \o'Dare '0 5 10400602

.oi ii oso ootzo ov 
'o 

05 24 040 0o0qo A M 19/ 2405'2018

ie as oer alenda and in the prcsence ofthe technical exp€ns' k
Detision: The Committee considered cas

"r"-J..ia"a 
. ratiry the ad-hoc inpur oupur iormi under pam 4'7 of HBP as per details belo* or as

l9r applied by lirm whichever is lower:

103

1謎δljぽ“
ν
"  1漁蘊:霜

静

器肌5υ008"^Mp l鷺ち監∽0087A

Expon product ∝

l kg

Sl

No

Qty

l META CRESOL     ABOVE
985%PURE

0785k8
THYMOL 99Ol" PURE & ABOVE

…

 ALCOHOL

`lPA)         _

03 kg

oFNorms Conlmittee 」

Dcci\x'n: l'. ierreJ lor. mrrrenl'ul TI

霊脚“"f l辮鍬 :足訴臨託調静“
扉~厩蠅蘇

|

12122018   _____一―L――_____|PVT.LTD. tLtt_zt)16 -_! _,_l
Ho Frle RLA File Lic No/Dale:2210015912 

L

iii,ij,ito,oot, ',or'r, :22n4t*otvlasst*Mtst '?lgj.l8 
-l

u*i.i..t rf," co-Inioee considerea rhe caie as per ag"nau-in tr'" pre"enc" of Techn]cal.Ex.e€.1ts 
11']: i

was dccided tO ratiS the ad‐ hOc input Output nonnS under para 4フ
oF HBP● per dctailS be10W Or as

RA may oke appropriate action as per th€ d€cision ofNorms Comminee

Case NO:311′ :2′82‐

ALC472018

195

HQ File

iol′ 82/05000'38′ AM19′

Pany Nane VDH CHEM
TECH PVT LTD

RLA Fnc
05′21′

"O l10078′

AM19′

鱚 7「 |

appti€d by fim whichever is lower:

ZItr.,uNo pENtct l-leNlc

柵
に
鵠∫瑞鵠Ⅷ 鳥

urcoulsr: (gl'lzvtue
0417k3

D(‐ )Alpha Phenyl Glyeine Base

MElHANOL

Lic No'Date105 10406607

25052018                       1

191
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ぶ蜘1まi孵鋼 賀器∬鵬ξ棚 ‰″おTw霜 辮 協冊 1

RA my tte allprOp高
膏「 Ⅲ

thedettT赫
鵡 品 こ

1'6

Dccisionr frcfcrrcd for commcnls ofTH.

Case NO:42′ 12/82-
ALC4/2018

::Q Fne

iO!′ 82′050 oo669 AM 19′

Case No:114′12/82‐
AI.C4/2018

HQIヽ lc
:01/82/OSo7oo74 i′ハM19′

K^N^raa _ioo6

Pa,Nanc:STERLINC
AUXILIARIEs Pvl LTD

RLA Filc

:03/957040/oo875′′ヽM18′

Pa,NamcINDOco
REMEDIES LIMI「ED

RLA File

:03/94o40 oo167.ヽM197

IParly NaneiK:J

IPLASTIclzERS IIヽ 4111■ )

RLA Filc

0523Ю 40Юoo91′AM19′

MCct Nol)atei12/82_

ALc42o18
12122018

Lic NO′ )atc:o31082125,
28052o18

Mccl No,/Darcr 12182-
ALC4/20)8
12.12.20t8

Lic.No,Date:01 I 082 I 290
29.05.2018

'И

cct NO′ Datc:12/82-
ALC4/2o18
12122018

Lic NO′Date:o51o406665
29o,2018

O S50 kg

As Pcrre!evant

packnlg p0licy

Status:
Dcfrrred

Defcr Datcl

Defcrrcd
1'7

Casc NO:242′12/82_
AI C4′2018

HQ Fi!c

Decisior: Dcrcrrcd ,or comments of.t-E.

C.Ise N。 :234′ 12/82_
Al(〕 42o18

"Ql'iciO i/82′050oo861′AM19/
Dccision: ( ommincc mnsidercd case as pcr agcnda and as.""i,,s 

9"1.9 
to 0s 20 t8. ir was dec,dea rr: raiiry rhc ad-rrocpcr dclails bclow or as apptied by firm whichcvc, rs toscr

pcr carl;cr dec;sio" laken by NC in iis 2/82
,npul oulpul nonns under para 4.7 ofHBp as

腑i蜘鮪脳
‐

猟]TξIIol静
i;J:為慾:

ParN NanciSENTIss
PHARMA PVT LTD

RLA File

Mcct N07Datci1242
ALc42o18
12122018

Dcferrtd

Lic NυDatcioslo4o6674 DeFt・ r Datc:

2os920 oo kg

126126 oo k8

PIITHALIC
ANHYDRIDE

|,9

¬

ISO′ NORMAL
BUTANOL

l:DPr GRANUIES
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ハ

101 821050′ 00869 AM 19′ :05,24′ 040′ 00108′ AM19′ 29052018

l).ci\r'n: I).ltfted ior !.nnnenl\ ol lt.

Case No=248′ 12′ 82‐

ALC4′2018

HQ「 1に

PLASTICIZERS LIMITED   IALC4/2018
112122018

RIバ l ilc

:01′ 827050'00875' Mヽ19′      :05′ 23′040′000'27AM 19′

Decision:Committee considered case as per agcnda and as

meclng dacd 31 08 2018,l was dec● cdto ni,the ad hflC

Per detai:s bclow o子 6 applied by nm whichevcrislol〃
cI:

Lic No,Date:0510406663

.29052018

per earlier decisjon
input outPul norms

laken by NC in its 8/82

under para 4.7 ofHBP as

'tle 
muy at" upp.op.iur" action as Per the decision ofNorms Comminee

|

Mect No′ Date 12′82-

ALC4′2018

12122018

#燿χRlC°
410164367 Detr D“α

l

(a、 e No:245′ 12′82-

Al′C4′2018

HQ File

i01′ 82′050′ 00872′AM19/

Party NamelMALLADI
DRUGS&
PHARMACEUTICALS
しlMITED

Rl A Fne

:04124040′00007'AM19′ 30052018

l)rcision: Committee considcred case as per agenda and as per earlier de€ision turen Ovr'tC 
'n 'tt 

tOie:

mcciing dated 12.I I 2014. i1 was .lecided io ralil, the ad-hoc inpul outpul norms und€r para 4 7 of HBP as

2()1

Exp

Qty

Sl

No
Import ilems Qty A1lo■ ed in

kg

κANATOL‐ DGB(DI
ETHYLENE CLYCOl´ DI

BENZOATE)
(PACKEDヽ 400 NOS OF
HM‐HDPE DRUMS
MADE OF HDPE
CRANULES(3280000
KGS WITHOUT
WASTACE))(EACH
DRUM SHALL WEIGHT
82 KG AND STORAGE
CAPACITY 250 000 KCS)

l k8 | DI ElHYLENE Oし YCOl 0375

BEN201C AC l) 0863

J HDPE GRANUlに S
packing policy

per delails below or as applied by firm whicheYer is lower:

Exp. Qry SI No Impon iiems Qty. allowed

kg

Phenvlepherire lk8 1 3-hydroxy acetophenone 295

つ Me(hanol 4063

3 L(+) rartaic acid 1 84

● Methyl lsobutyl Kelone 0857

5 Bromine ,69

6 Iso p.opyl alcohol 347

|
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202

Casc No■ 41′ 12/82‐ALC4/2018 Part,Name:KRISHNA
ANT10XIDANTS PVT lTD

HQF‖e
:01182,()50'00671`A卜И19'

RLA File

:03,94'040,00145′AM19,

4ヽce〔 No′Date11 2,82-

Al.C4,2018

12122018

1Lic No′つate:0310821359

31052018

20]
HO「Je                RLA Fne
lo l,8210501007'31AM 191      103/95′ 040700092′ AヽИ197

casc No■ 166′ 12′82-

AI C4/2018

Case No:238′ 12′82-

ALC`′2018

PaⅢ Nane WANBURY
ILIMITED(FORNfERLY
,PEARL ORGANICS LTD)

Patt NallleiCADILA
IHEALTHCARE LTD

204

綿脇 鳳′A015~競応:∞ωハM丁
~日
1画需α“
Ю И2"81

Deci、lon: Commitec cOnsidered case as per agenda and aS per earlier decislon taken by NC in its 8′
82

meeting dated 3 L08.2018, rt was decided to ratiry the ad-hoc inpul output norms under para 4-7 ofHBP a5

per delails below or as applied by lirm whichever is lower:

Ex● ort product

NIFEl)IPINE EXTENDED RLLEASE TABLE「 S30 MG 60 MG&90ヽ4G

RA;"r, trk".pp."pti"te .dion as per the decision of Norms Committee-

2337. I Caustrc soda flakcs

…

     1 270

RA may take appropriate action as per the decision of Norms Commiitee'

IMcet No/Date:12/82‐

IALC4/2018
112122018

Lic No′Date:0310821341  1

31052018            1

SNO
For expott Of l No Tablet

… …

)O mg Tablets

1 NIFEDIPlNE l'SP 30 6 mg 612 mg 918 mg

2 LACTOSE MONOHYDRヽ TE N「 107 25 mg 39 25 mg 63 48 rrg

3 MICROCRYSTALLINE
CELLU1 0SE NF 102(COMPRECEL
M102D十 )              _

400 mg 400 mg 4 00 mg

4 MACNESIUM STEARATE PH
EURINF           _

275 mg 275 mg 2 75 mg

Decision: Dcterred for commenls ofTE
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Casc No■ 243′ 12′82-

ALC4/20:8
Paltv Name SUN

PHARMACEUTICAL
lNDuSTRIES LTD

HQ File

iO l′ 82′050′ 00870′ AM19′

RLA File

105′24/04000116′AM 197

2()5

Decision: Committee consider€d case as per agenda and

technical cxpens and it was decidcd lo radry the ad-hoc
detdi,s bebw or as applied by firm whichever is lower:

RA may tak€ appropriate actron as per the decision of Norms Committee

deliberated on thc maner in the pr€sence of the

input output norms under para 4.7 of HBP as p€r

到
刊
劃

Export product Exp Qty SI No Qty Alowed

Tobramycin 300mg / 5 ml Nebuliser

Solurion (Each ml contains Tobramycin

Ph. Eur.60 mg)
(Equivalenr l2.000Kg of Bulk Drus)

1 Number
pack

1 306 m8 /5 mlpack

Case No:3σ 12′82-ALC412018

206 10FJe       ~~~

101′ 82′050′ 00663′ AM 197

Casc No:3'′ 12′82-

ALCl′2018

Paゥ Nane CHEMINOVA
lNDIA LIMITED

RI A Fne

03194,040.l10049,AM191

Decisior: I)eltred ibr comnrcnls ofTE

Partv Nane:AARTI DRUCS ,Mcet No/Date:12′ 82‐

LIMITED             ‐ALC4′2018 瞬蕊面「
~

ハ
）

12 122018

HQ Fne             RLA Fnc            lLic No/Date:031082137
:01182,OSO,00664′AM19′     :03'94′ 040′ 00150/AM19′     ‐7

o1 062018                          1

Ded“on Commitee con■ dcred case as per agenda and h lghl ofeantr ded● on tよen ll iO'82 mee“ng i

held on 05 06 2()12 and n eonsuha● on w"h techntal autho■ ,preSentin meding decided to ial,nOmsl
on rep€al basis und€r para 4.7 ofHBP as per debils below or as applied bv firm whichever is lol,err-

Expon product Exp
O●

Sl No Import items Qq allowed

Ticlopidin€ Hcl l kg 1 ThioDhene-2-elhanol 072

2 161k8

3 Tri eth\ I inrinc 025

| Benzene Sulphonyl chloride 0 99 kg

Sodium Hydroxide Flakes 0 747 kg

Onho chloro b€nzyl amine 0 80 kg

7 022

8 IPA 085k8

9 090k8

10 Parafomaldehtde 0,lXl kg

RA concemed m″ tよe nlttci nccessan aclon as per abovc de● sおn oFNC 望

IMcet Nυ Date:12′82‐

IALC42018
112122018

1Lic No′Date:0310821376
0:062018
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Case No:241′12/82-

ALC4/2018
Partl NanlelMOREPEN
LABORATORlES LTD

HQ File

:01′ 82′050′00868/AMlツ
RLA File

:05′ 24′0407ool 13′AM 197 0〕 062018

Case No■ 232′ 12′82-

ALC412018

HQ File

i01′ 827050′ 00859'A,И 19/

D€cision: l)elbrred tbr commenls ofTE

RLA File

:05237040′ 00076′ AM19′

Dccision: Committee considered case as per agenda and in light ofearlier decision taken in 10/82 me€ting

held on 16.10 2018 and in consuhation wilh technical authority pres€nt in meeling decided to ratiry norms

on repeat basis Inder para 4 7 ofHBP as perdetails below or as applied by firm whichever is lower-

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

Party Nanc,UBlLANT LIFE
SCIENCES LIMITED

04062018

200

|

―
一
―」

Case No:233′ :2′82-

ALC4′2018

210 1Q Fic

101'82/050/00860,AM197

PaⅢ Nane:DHANUKA
LABORATORIES LTD

RLA File

:05′23′040′ 00105′AM19/

Mcct No′ Date:12′82-

ALC4/2018
12122018

Lic No/1)aici05 10406723

04062018

Decision: Defered lbr comments ofTE

211

Casc No:23V1282
ALC4′2018

HQ F‖ e

101′821050,00862′ AM19′

Pa"Name:DHANUKA
l´ABORATORIES LTD

RLA File

0523′ 040'001061AM l'′ 04062018                        1

Decision: Dcltred lbr conrmenb of 
-I ti コ

Case No:318′ 12′82-

ALC42018
212

Ho FJe
:Ol′ 82,050/00'45′ AM19/

PaⅢ Name SUPREET
CHEMiCALS PVT LTD

RLA Fiに
:S224′

“

0′00021′ AiИ :9′

IMcet No/Date 12/82‐

IALC4′2018

112122018

1Lic NorDate S210042661

1淵
hed

04062018

Erpon producl Exp
Oty

Sl No lmpon ilems Qty. allowed
in ks

Beta Pi€olinc l Kg 1 Denatured Ethyl Alcohol 1 120

つ Methanol 076
づ 082
1 Alumino Silicar€ Catalyst 00065

う 0057

」



^

'11

Decision: Cormiuee considcrcd case as per agenda and in lighr ofearlier dccision taken in 5/82 mccting
held on 25.07.2018 and in consuhalion with techtrical authority prescnr in mccling dccidcd to ratify norms

on repeat basis under para 4.7 oftlBP as per delails b€low or as applied by firm whichever is lower:

2‐AMINO   PHENOL   4
SUL「ONIC ACID′ OAPSA′
ORTHO AMINO PHliNOl
PARA SULFONlC′ OA ACII)

Casc No■ 71′ 12′82-

AI C4′ 2018

Ho「 1に
:01′ 82′050′006987AM 19′

Hxpon product

Expon product

DIPHENYl lS()I)11( ・ヽ1

PHOSPIIITE(I)Pl)P)

Qty. allowed

()Iヽ 1110 AMIN0 ()66k8l kg

R  concemed may takc funhcr ncccssary action as p€r abovc dccision ofNC

PHENOl

:03'95′ 040′ 001,1/AM19′

Exp

Q性
Sl

No
Impon ircms

l kg 1 PHENOI
0 ISODECYl
3 YELLOヽV
PHOSPHOR

05062018

Pa● NaneS M CHEMICAL Mcct Nol)ate 12/82‐
VAPIPRIVATE LIMll ED   AI C4/2018

12122018

Rl A l巧 lc            [ic No′ I)atO o310821454

Status:

Decision: Colnmillce considcrcd casc as pcr agcnda and dclibcralcd on thc matter iD thc proscncc ol-thc
lcchnical experts and it was dccidcd 1() rati& the ad hoc input ourput norms under para 4.7 ofHBP as pcr

derails bclow or as applicd by firm whichcvcr is lower:
213

ItA concemcd may lakc fu(hcr ncccssary aclion as per abovc dccision ol NC.

Case No:72′ 12′82‐

ALC4′ 2018

HQF」e

Party Namc S M CHEMICAL
VAPI PRIVATE LIMITED

RLA rilc

Mcct NoDatel12/82-

ALC42018
12122018

Lic No7Datc10310821460

:01/82′ 05000699′A■419′      :03′ 95040/00172′ AM19′      05062018

Decision: Committec considcred casc as per agenda and dclibcrated on thc matter in the prescnec or the

tcchnical expctt and i was decidcd to ra匈 ″ the ad hoc input outpui nOrms under para 4 7 of HBP as per

214 details below or as applied by flrm whicheveris lower:

Sl

No
Qty. allowed

0604PH「 N01

2卜 l llヽ IH「 Aヽヽ(" 0386

「ヽ 11()ヽ 'Pll()ヽ P‖
()Rllヽ 009664

RA concemed may lakc tunhcr ncccs$ry action as pcr above dccision ofNC.

2   L:羽YI HEXYL
PHOSPHITE(2LliDP)

“

Ｎｏ
一‐

ExpOrt product
「

―

―

「

―

「

―

「

コ
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Ca"No:34/12′82-
ALC4/20:8

HQ File

PaⅢ Nalnc MACNOLlA
LIMITED

RLA Filc

Meet Nυ Date 12/82

ALC42018
12122018

Lic No Date10310821492

Status:

hel.i on l5 07.2018 an{i in consuhation with lechnical aulhorit} present in meeting decided to ratii' norms

115 on npcat ba.i. under para 4.? ofHBP as per details bebw or as appli€d bv firm whichever ii lower:

Exp
Otv

Sl

No
lmpon items Qty. allowed

(IH‐ Pyrrol l yl)‐ 2‐

4ヽercaptoい enzimidazole

l kg 1 2-Mercapro-5-Methoxy
Benzimidazole

0 95 kg

RA concemed may take further necessary aciion as per above decision ofNC

Case No■ 228′ 12′82‐        Pally Na ne RECKrl‐「

ALC4′2018            ‐BENCKISER HEALTHCARE
INDIA PRIVATE llMITED

Casc No」 67′ 12′82-        ParN Name RELlANCE     Mcet Nυ Date 12′82‐    Status:

ALC夕2018            1NDUSTRIES LTD       ALC4′ 2018         ,Dererred
12122018            1

216 HQ F」c          ~~~~IRLA Filc  ~
:01′ 82′050006941 Mヽ19′      10395′04001151′

Decision:  ne COm nittee decided to rcFcrthe ca

217

Case No=229712/82‐

ALC4/2018

218 Ho Fne       ~

:01′ 82′050′00856′ AM19′

HQ Fne
01′82Ю50,00855,AM19′

Decistun: l)c,crred for comments ofTE

IRLA Fne

:05,247040700146/AM iOI

Pa● Name RECKlTT
BENCKlSER HEAl「 HCARE
NDIA PRIVATE LIMlTED

Meet Nυ Date 12/82‐

ALC4′2018
12122018

Sta(us:
Delerred

RLA File

:0524′∝ 0′00!45′ AM19′

Lに NolDate05 114116フ56 Detr Datc
,06062018

Decision:Detred forconmcnも Or TE ]

Casc No:53′ 12/82‐ ALC42018 1Patt Nane SPAK
101tCOCHEM(lNDIA)PV「
ILTD

]。
‖ 肌 5α0068αAM口  1碗 ら詰 υm 2ッAM醐

Declslon:Commlttec COnsldeFd the case as per agenda and

technical dctails as per appcndix 4 E

Lic No′Date:0310821536

07062018

it was decided to call from the

Mcet No′ Datei12′82-

ALC4′2018

Stalus:
Deferred

― |



”
′

Case No.:227l12l82- Party Name:selTtss M;NrDarc:12182- StrG --
ALC1/2018 PHARMA PVT.LTD. ALC4/2018 'Approved

l2 l:2018

HQFile nr-,L pit" ii"N",lout"os roaoois3
:01/82/050/00854/AMl9/ :05124/O4OlOOl34lAMlg/ 0706.2018

Decision: Comminee considered ca\e as per ae*au -oln lighr or.utl,ir decision raren in 5 82 meelinE,

held on 25.07.2018 and in consultation with technical authority presen. in meeting d€cided to ratiry norms

2r0 on repeat basis un{ter para 4.7 ofHBP as per details below or as applied by finn whichever is low€r:

Expoft product Exp
Otv

Sl

No
Imporl items Qty. allowed

Mydrimax Eye Drops 5m! vial
(Each ml containing 8 mg
Tropicamide)

1 40.8 mg 15 ml vial

RA concemed ma-"_ take further necessary action as pcr above decision ofNC

Casc No:244′ 1282-

ALC4′2018

Palty Name SUN
PHARNIACEU]ICAL
iNDUSTRIES I TD

Meo NoDate:12′ 82-

IALC42018
112122018

HQ F‖ e

101′ 8210501008714へM19,

Decision: Defencd for comments ofTE

RLA rile

:05241040,001371AM 191

Lic No'Date:0510406779

07062018

」

Case No:26ダ 12/82-

ALC4′2018

HQ Fic
:Ol,821050100892′ AM19′

Case No■ 295′ 12/82-

Al.C42018

HQ Fnc
:01'82,050'00922,Aヽ И19'

RLA File

:66/24/040/000017AM19/

Part,NanleiVARAHI
PHARMA PRIVATE
II MlTED

222

|

Parly Name VERVE IIUMAN
CARE LABORATORIES

RLA Flle

i61'24′ 040,00003′′ヽ 4ヽ19′

Med No/Dale 12′ 82‐

ALC4′2018
12 122018

~畷
¬

1蘊ml繭
耐TF面而

|

Decision: Deferred lbr commenls ofTE
|

Case No.:52l12l82- rr.ty tlu*e,I-Urrll r-rVlTED Meet No/Daler12/82- Status: i

ALC4/2018 At,C4/2018 Approved
1.2 I2.2018

llQ File RLA File LicNo/Date:0310821596

:0 I /82,/050/00679rAM I 9/ :03/95 /040/002 I 0/AM l9/ 08.06'20 I 8

Decision: Committee consi<lered case as per agenda and in lighr ot earher decision mken in I0/82 meeling

held on 16.10.201s and in con$rltation with t€chnical authoritv present in meeting decided to ratii norms

on repeal basis undcr para4.7 ofHBP as per details below or as applied bv firm whichever h lower:

Expot Product Q● Sl

No
Quantity
allowed in Y'g

224

Decision: Oefencd for comments ofTE



ETHAMBUTOL HCL I lkB 1 DL 2 AMINOBUTANOL 16014

う TARl A RIC ACID 0153

ⅥピlHANOし 04172

4 SOPROPYL ALCOHOL 0187

う ETHYLEllE DiCH LORIDE 04663

フ4
ハ

RA concemed may take further necessary action as per above decision ofNC
Note:- SION A-225 & A 227 to be revised

ll't uq lrt" RLA Fite

Mcet No/Date 12′82‐

IALC42018

11212208

「
t No/DateЮ 31082 554
1080620]8

case No■ 81′ 12′82-ALC4′ 2018 PaⅢ Name KOPRAN
IRESEARCH
ILABORATONES LTD

:01182,050100708,AM 19' :03,94104()100194′ AM19'

Dccision: Deftrred for comments of lFl

Case No:85/12′ 82-ALC42018 IParly NameiCIPLA LIMITED

HO Fil●

:o l182,050,007121Aヽイ191

RLA FJe
103′ 94′040′ 00134′AM19′

Meet No/Dalerl2/82-
ALC4/2018
12.12.20t8

f-l.Nonut",o:roa2l559-
08.06.2018

Deci\ion: Deterred ibr commenrs ofTE

227

Case No■ 222′ 12′ 82‐

ALC47● 018

HO FHC
:01'821050,00849,A卜 И191

Pary Nanle DHANUKA
LABORATORIES LTD

RLA File

105123,040,00109'AM19′

Dccision: Deferred for comm€nts ofTE

PaⅢ Nane LUPIN LIMITED IMcet No/Date 12′ 82-

IALC4/2018

一

一鋼̈

Casc No:54′ 12/82‐

ALC4′2018 1濡戸
|

漑 編 1」J協 淋 i扁 置齢 繭 司
Decお ion:Comrnittec considered case as Pcr agenda and in light ofearlicr decision taken in 10/82 ncetulg

held on I 6. t 0.20 I I and in consuhation with technical aulhoritv present jn meeting decid€d to rati& norms

228 0n repeat basis under para 4 7 of HBP as per detais below or as applicd by,In、
vhichever is lotver:

Export Product Oty Sl
No

Quantity
allowed in Kg

じTHAMBUTOL lICL l k8 1 DL 2 AMIN00UTANOl 16014

2 TARTARIC ACID 0153

づ METHANOL 04172

4 SOPROPYL ALCOHOL 0187

監」聴 まツレ 厩 d~
p p 2018    1

1蹴鼎
nu“Ю31

/
コ



●
つ

，
′

RA concemed may takc mtter necessay actlon as per abOve decision OFNC

Note■ S10N A‐ 225&A227 to bc revised

^――
|Case No:239712′ 82‐

ALC4/2018

HQ「‖e
i01782′ 050′ 00866'AM19′

Pa"Namc NAARIPHARMA McetNo′ Date 12/82‐    IStatus:
PRIVATE LIMITED       ALC4/2018         1Approved

12122018     1

RLA Fne             Lic No′Datc 0510406805 1
:05724′ 040,00156′ AM19′       11062018             1

229

RA concemed may tale tunher necessary action as per above d€cision ofNC

230 1 rnl wFichever、 lowel

じxp

Oty

St

No
Import items Qty. allowed

ABR ACID′ ACID BLUE277′
SP‐92 0R ACID Bl_UE RR

０
●

| BROMAMINl]ACID 1 16 kg

RA concemed may talie funher necessary aclion as p€r above decision ofNC

Decision: Commillee considered cas€ as per aeenda and in consultalion wilh te"t n;cat arrttrorlty presetrr in
nr.cling decided 1.) ralily norms on rep€at basis under para 4.7 ofHBP as per details b€low or as applied by
lin]t whichever is lower:

Enport product Exp Q, 飢

Ｎ。

lmpon items Qty. allowed

II;VONORGESTREL 15 mg
rablet

(l Kg Levo‐ 666666 Tab oF
I´evonorRcstre1 1 5 mg)

3333330000
Nos

|

LEVONORCESTREL
Micronized t,SP′ EP

5 00 kg

Case No 31'"82‐   ~,ary Ntte SUPRLET~~■ ed NυDate 12たが
~Status ~¬

ALC42018            CHEM:CALS PVTl´ TD    ‐AI C4′2018         1Approved  l
12122018                       1

Ho「 ne               RLA File
:01182,050,00946,AM197      :52′ 24′040/00024'AI

Oocision: Committee considered case as per agendal

meclng decided to ral,nOnns On repeat basis under

」

Case No■ 5ν1282‐ ALC472018 Patt Nane:SURVIVAL    Meet Nα Datc 12′ 82‐
TECHNOLOCIES PVT LTD  ALCI′2018

12122018

~嘔
atuy~~|
Ilererred l

ofyield alone wirh complere technicaldctails as p€rappendix.

231 HoFie RI A Fnc

:01,821050/00682,AM19'     :03,57040'00220'AN119′

Lic No′Datc 0310821614 DeFer Date
12062018            1
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Case No:178′ 12′82-

ALC4′2018

HQ Filc

iO l′ 82,050,00805′ Aヽイ19′

Pary Nanle VENUS
REMEDIES LTD,

RLA File

2224/040′ Olll12 1′ AM19′

Mect No′ Datc 12/82

ALC42018
12122018

Sturr"

1'c No'Date 2210015,17

12062018

Deferred

|

~F5ET5「

155要 F

Decisior: Delerred for comments of I L
|

Case No■ 220′ 12/82-

ALC12()18

HQ FiC

P[け Name CADlLA
HEALTHCARE LTD

RLA Fil●

階腎盤∫胤翫ド
れ“

:Ol'82,050′ 00847′ Aヽイ19/      108724/040′ 00063′ AM19′       12062018             1

11ecblon: Conlmittec considered case as pcr agenda and in consullat,on with technical authority present in

meelng decded tO ral,nomS On repca ba●s under para 4,oF HBP as Pcr dcti｀ bebw oras ap口 にd"
lirm whichever is lower:

2]]

Expori product Exp. Qty. SI

No
Qty. allowed

MESALAMINE SUPPOSITORIES
1000 MG

1001220000
Nos

1 MESALAMNE
USP

1939 24 kg

RA concemedmay take further nec€ssary action as perabove decision ofNC
|

Casc No:223′ 12′82-

ALC42018

234 HQ FJe

:01′ 82′050'00850'AMi9′

Case No:22y12182‐

ALC42018

2,5 HQ Fic

:Ol′ 82′050′00852′ AM19′

Parly Name CADlLA
HEAITHCARE LTD

Mcct No′つatc:12/82‐

ALC4/2018
12122018

‐RLA F‖ e

■08′24′040/00076′ Aヽイ19′

lic No′Date:0810!42808

12062018
DeFer Date:|

―
―

―

―

|

|

|

Decisionr Detcrred for comments ofTE

PaⅢ Name CADILA
HEALTHCARE LTD

Mcct No/Date 12′ 82-

ALC42018
12 122018

Slalus:
Dcfcrred

RLA Filc

:0824/040′ 000641AM191
Lic No/Date:08〕 014280'
12062018

Deler Date:

Decision: I)cfcrred fbr comments ofTE

Case No:230′ 12′82-

ALC4′2018

HQ File
:01,82'()50′ 008577AM 19`

IPa,Nane:VDH
10RCANICS PVT LTD

IRLA File
tOS/24′ 040′00147々 Mヽ19′

Meet No Datel12′ 82-

ALC4″018
12122018

Stalus:

Lic No,つ ate:0510406800
12062018

Decision: The Committee consid€red cas€ as per ag€nda and
was decided lo rarify the ad-hoc input outpul norms under
applied by firm whichever is lowerl

in the presence of the lechnical €xp€rts,
para 4.7 of HBP as per details below or "as

」

|

，

一

」
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RA may lake appropriate action as p€r the decision ofNorms Committee
l 
‖

Sialus:(ase lNo:231′ 12′ 82‐

AI C1/201●

Ho Fne
:01′ 82′050'00858′ AM19′

Casc No■ 237′ 12/82‐

ALC4′2()18

IPar● NaneiV D H Meet No'Date 12,82-

ALC4′2018
12122018

ORCANICS PVT LTD

RLA File

:0524/040'00151'AM19/

Lc No′Date:0510406812

12062018

Decision: Ihe Conlmifiee considered case as per agenda and

!t s decidrd to ralilt the ad-hoc inpul outpul norms under
applied b) linn whichever is louer:

in thc presence ofth€ technical expens,
para 4.7 of HBP as per details below or

ｉｔ

器

237

n,q may luk. app.op.iut" u.tion as per the decision ofNorms Commiltee

Casc No=236′ 12′ 82‐

ALC4/20:8

Ho Fne
:01/82'050′ 00863′ AM19′

P細呼NameV D H
ORCANICS PVT LTD

RLA File

105'24/040,00149'AM19′

,Meet No/Date:12′ 82-

A LC4/・ 018

12122018

しic No′ Date:0510406810

12062018

1柵ed

|

Decision: The Commioee io*ia"."a 
"*" 

* p". 
"g"ndu 

una

was decided to ratify the ad-hoc inPut outpu norms under

238 applied by firm whichever is lower:

in the presence ofthe technical expens,
para 4.7 of HBP as per details below or

■

as

一

F,r .ulake opproptiut. uction as per the d€chion of Norms CommiBee

HQ File
:01′ 82′050′ 00864′ AM 197

PartN Name V D II

ORGANICS PVT LTI)

RLA File
105′ 24′040′ 00148′ Aヽ41'7

D€cision: The Committee consid€red cas€ as Per agenda and

$as decid€d lo ratiry the ad-ho{ input outPul norms under

applied by firm which€ver is lower:

Expon product Oty Sl

No
Qly

THYM01 99° もPURL&ABOVE l kg | METACRESOL     ABOVE
985%PURE

0785k8

:SO  PROPYL  A■ COHOL
(lPA)

03 kg

Expon producl Qty SI

No
lmpon ilems Q●

THYMOL99%PURE&ABOVE l kg 1 META‐CRESOL     ABOVE
985%PURE

0 785 kg

ISO   PROPYL   ALCOHOL
(IPA)

03k8

Expon producl Qヽ Sl

No
Qty

THYMOL 99・●PURE&ABOVE 1ヽg | META‐CRESOL     ABOVE
985%PURE

0 785 kg

0 lSO   PROPVL   ALCOHOL
(lPA)

0 3 kg

|

Mcet No/Date 12′ 82‐

ALC4/2018
12 122018

lic No,Date 0510406811
1,062018

p勝∵′Tl識躙鰤」ぶ 111

slntus:



フ8
⌒

MET～CRESOL
985%PURE
ISO   PRKIPYl
11'

ABOvE

ALCOHol

RA my●ke apprOpriatc action as perthe dccislon Of Nom s Committcc

Casc No:56′ 12′82-ALC472018 Pany Nane SANJIVANI
PARANTI〕RAL LIMITED

Mect No′ 1)atci1 2/82-

ALC42018
12 122018

Slatus:
l)oforred

240
HQl｀ 10 RI A l:ile

:01′82/05000683′ AM19′       :o3′ 95040′ 00227′AMl,
Dccision:Detrrcd ror comlnents OFTE

Lic No Date10310821651 DeFer Date:

13062018

Case No:224′ 12′82‐
Ai C4/2018

HOIヽ lC

(lastヽ 0:288′ 12′82-

AI(:4/2018

110「 Jじ

RLA lllc

Pany Nane DEEPAK
NOVOCHi]M
TECHN01 0CIES Lll)

Rl´ A rilc

Meet NoDato:12/82‐      stlltus:
ALC″2018          Approved
12122018

Lic NoDate 311006,079

13062018

Palty Namc JUBILANT LI「E 4ヽeet No/Date 12/82‐    status:
SCIENCES LIMITED      ALC″ 2018         Approved

12122018

Lic No′ Datc:0,10406849
:Ol′ 82′050′00851. Mヽ19/      :o5/23′ 040/00075′ AM19′       13062018

Decision: Committce considered casc as Pcr agenda and in 1lght oF carlier decision taken in 10′ 82 mceting
held on 16 10 2018 and in consultalon wih tcchnical autho■ ly present in mccting decided tO ra"″ nOrms
on repeat basis undcr para 4 7 orIIBP as pcr dc ails below or as applied by 6m whicheveris 10wcri

RA conccmcd may take tunhcr neccssary action as per abovc dccision ofNC

Decision: COmmittec considercd casc as per a8cnda and in consullation with tcellnical authOrity present in

″冊1誌:甘ξ椒 PΠ
°ms on●
"a"●
sm“ r para 47げ HBPぉ

"r“
msttbw¨

""“ "

:01′8205000915/AM19′     :31′8,7o400∞27 AM19′

THYMOL 99%PuRE&A30VE
0 785 kg

:)cnaturtd Ethyl Alcohol

44'!9!ia

Qry. allowcd

ACETONlTRILE

「15馬面5再巧弱花更責屁T 01y

03 kg

Exp

Qly_
l Kg

Impo■ itcns旬

、

１

２

軍
Ｌ

ACETIC ACID

Catalyst

ヽ0
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ー

R-A concemed nra) takc iunher neccssary aclion as per above decision ofNC

Case No■ 240′ 12′82-

ALC412018

Ho FJe
:01`8210507008671AM 19′

Parry Name:siERlLE nbl,r ueet Noni'or., ula.z' - Ft"t""
PRIVATE LIN4ITED ALC420I8 i^PProv.d

12.r2.20r8

RLA F'le Llc NoiOate:OS I OIOO8SS

,:0544/040/00 160/AM l9/ :14 06.2018

213

Decision: Comnrixee considered case as Per ag€nda and in consultation with technical authority presenl in

meeting decided to ratify norms on repeal basis under para 4.7 ofHBP as per details below or as appli€d by

tlrm which€ler is lower:

Export producl Exp Qty Ｓ‐

Ｎ。

Qty. allow€d

VANCOMYCIN
HYDROCHLORIDE(STEttLE)

lk8 |

Sr€rile

101 k8

LA €oncerned may take iirrther necessary aclion as per above decision ofNC

Case No:180′ 12′ 82‐

ALC4′2018

HQ File

101,8210507008071AM 19′

Pat,NameJ ND SWiFT
LABORAIOR:ES LIMITED

RLA FHc

Mect No'Date 12782-

AI CI′ 2018
12 122018

Lic No'Date:2210015919

ユ     |
Decision: Conlmiitee considered case as per agenda and in consukarion with lechnical aulhorn) presenr in

mecting dccided ro ratity norms oD.epeal basis under partr 4.7 ofHBP as p€r details below or as applied bv

:2224′ 04000024/AM19′       15062018

211
firm whichevcr is lorverl

Export producl Exp

Otv
ｍ
ヽ

lmport ilems Qty. allowed

Belalnethasonc 1)ipropionale lkg 1 Betamethasone 0868k3
う Triethyl onho Propionate 0650k8

RA concemed may take turther necessary aclion as p€r aboYe decision ofNC

Case No■ 226′ 12′82-

ALC″2018

HQ Fne
:01/82,050′ 00853,AM19/

PRIVATE LIMITED

RLA File

:05/24′ 040′00125′ AM19′

ALC4′2018

12 122018

Lic No′Date 0510406869

15062018

lsGrr.' -
Approved

Parry Name:NAARI PHARMA Meet No/Date:12182-

Decbion: Conr iltee considered casc as p€r agend" ana in consutlation wiitr t'chnical aulhorrry present in

,""ii"* i""ia"J," i"iry ,orms on repeaibasiiunder para 4'7 of HBP as per details below or as applied bv

firm whichcver is lower:

215

I

|

―
|



RA conccmcd may rakc funher neccssary aclion as pcr above decision of NC

Caseヽ o■ 289′ 12′82-
ALC4/2018

HQ Fne
:01′82/050/00916′ AN119′

TECINOLOCY PVT LTD   12 12 2018

RLA File

:31/83′ 040′ 00034′ AM19′

Par● Nanc CLEAN
SCIENCL AND

ExP Si

N0
1

2

Party NarriSHREE BANKEY
BEII俎l LAI AROMATICS

RLA Fiに

:L

Meet No Datei12′82‐
ALC″ 2018

Lic No′Datc:3110067081
15062018

Status:

D€cisiod: Commincc considcrcd case as pcr agcnda and in consultarion wilh rcchnical authorily present rn
mccting.decidcd ro raliry norms on repcal basis undcr para 4.7 ofHBp as pcr dcraits bclow or as applied by
firm wh;chcvcr is lowcr:

Expon producl

Case No:209′ 12′ 82‐
ALC4/2018

247 HQ Filo

4-Methoxy Acctophcnonc ( 4
MA?/ Acctyl Anisote

lkg

t.A conccmed may rakc iirnher nc€cssary action as pcr abovc dccision otNC

Mect No7Datc:12′82‐
ALC4′2018
12122018

Lic No Date 0510406899

18062018

Status:
Deferred

Dcfcr Dale:
:01′ 82′050/00836′ ′ヽM19′       :o5′24′040′ 00117′ ′ヽM19′

I)ccisiOn:Detrred ibr cOmments ofTE

C8se No:68′ 12′82-

ALC4′ 2018

HO Fnc
:01′82/050/00695/A卜Иl,′      :03′95′0407oo265′ AM19′      19o62018

Decision: Committec cOnsidcred casc as per agenda and in cOnsultation with icchnical authOrity prescnt in

meeting dccided tO ral,■ Orms on repeat basお under para 4 7 oFHBP as per dctails below or as"plied by
flm wllichcveris lower:

PⅢ  NamcuSvPR!VATE  Mcet No Datc 12′ 82_   statu§ :

LIMITliD              ALC4/2018          Approved
12 122018

RLA rilc Lic NO′つate:0310821764

lirp Impon itemsExpon producl

18.00 000 Tablets(NCt(:Ontent Wcighi

3600

2,000,000 Tablcr, (Nct Conteni Weight =

Pcrphcna′ inc tり sI)

80

MisOprosltll Tablct 200 MCC(l kg

Misoprosrol = 48500 pcs l ableo

′ヽnisOle,3%Max

Acclic Anhydridc 99%

Perphenazinc Tablcls USP 2 mg
(18,llllll Boltles x l oo Pcr BOttic―

Pcrphenazinc Tablets UsP 4 mg

(20,000 3ottics x 10(,l'cr Bottic

Qry. allowed

:.04 ms,, 2 mg
lablct

8000

l No

Pcryhcnazinc USI,

10ア面悪ルedp

Qtyコ bwed

0800k_
0 752 kg

「

「

「

∃

平

顕一畑ｔａｂｉｃｔ
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RA concemed ma) take funher necessary action as p€r abov€ decision ofNC

249

Case No:7012′ 82‐

ALC42018

HO「 ile
i01,821050'0()6971Aヽイ19′

Pa■ Nane N■ ()GLN
CHEMlCALS LIMIHiI)

RLA Fne
03/95/040/00900′ AM18′

Meet No′Date:12,82-     Status:

ALC42018         ,DeFerred
12122018

Lic No/11ate:0310821767

19062018
|

Decision: l)eferred for comments ofTf,
|

Perphena7inc Tablets USP 8 mg

(12、 000 0ottles x 100 Per Bottle‐

1200,000 Tablets)(Net Content Wcight‐

9 600 kg)

l No

Perphenazine USI'

8.15 mg/ 8 mg
rablet

Pephenazine Tablets uSP 16 m8

(6 000 BOtttes x 100 Per Bottle‐ 600,000

Tablcts)(Net Content'Veight‐ 9 600 kg)

IN(〕 4

Perph€nazin€ USP
16 32  ng,  16
nlg tablet

Casc No:80′ 12′82-

ALC″2018

HQ Fne
:01′82Ю 50700707′ Aヽイ19′

Pa,Nalne:ETERNIS FINE
CHEMICALS LIMlTED,

Meet No′Date:12′ 82‐

ALC42018
12122018

Stalus:

RLA File

103′ 94/040/00234′ AM 197

Lic No/Date 0310821771

19062018

250

Dechion: Committcc .onsidered case as per agenda and in consultation with technical authority present in

meeting decided to rat,li no.ms on repeat basis under para 4 7 ofHBP as per details below or as applied by

lirm whichever is b$cr

Export proijuct Exp
Ow

Sl

No
Inrpon ilems Qty. allowed

MENTHANOL(4‐ lsopropyl
Cyclohexyl        Methanol)

lkg | CUMINIQUE ALDEHYDE 1 350 kg

,
5%RUTHENIUM ON
CAR30N CATALYST

0 0035 kg

RA concemed may lakc funher necessary action as p€r above decision ofNC
|

ヽ

Case No■ 4y1282‐
ALC42018

Ho File

:O1/82/050′ 0067?′ Aヽ4!'′

Patt Nanc tPCA
LA30RATORIES LlMITED

RLA Fne
103'94′ 040/00225/Aヽ力19′

Meet NolDatei1 2182‐

ALC42018
121220i8

11ic No′Date103 1082 1 79 1

‐20062018

Sratus:
Approvd

Decision: The Committee considered the case as per agenda in the presence of Technical Expens and it

was decided to ralify th€ ad-hoc inpul oulput norms und€r Para 4.7 of HBP as per details below or as

applied by firm whichever is lower:

Il\pon product Exp
O●

Ｓ‐

Ｎ。

Impo( items Qty. allow€d

ALLOPURINOL lkg 1 3-Amino Pyrazole Ca$oxamid€
Hemisulphate

I SS8 kg

つ 1 50 kg
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RA concemed ma)r take further necessary a ion as per above decision ofNC

Case No=69′ 12782      1Parり NamcMANGALAM  IMcetNo Date12182‐
ヽj´C4′2018

――――――――
|

of Technical Experts and it
as per delails below or as

IDRUGS AND ORCANICS  IALC4,2018
LIヽ41TED               12 12 2018

Ho Fle
:0118210501006961A0419,

RLA File

03,5/040,00252′ AM19′

lic NolDate10310821781

20062018

つ

一

Derisioo: Ihe Committee considered the case as per agenda in the presence

was decided to ratiry the ad-hoc inpur output norms under para 4.7 of HBP
applied by firm whichever js lower:

RA may take appropriate action as per the decision ofNorms Committee

Export Product Q, Quanl,
anOwed
k,

PIPERAQUINE PHOSPHATE l Kg Ethoxy Meulylene Malonic Acid Ester

(EMME)
1 30 kg

253

Casc No:17,1282‐
ALC″2018

HQ F‖ e

iOl'82/050′008031ヽM19,

P肛りName:NECTAR
ILIFESCIENCES LIMITED,

IRLA Fne

22724/040′ 00023′AM19′

腰躙
¨
畷 1

[た NolDitd"… |    |
20062018

Decisioo; The Committee considered rhe case as p;;G"d,; th"r;;".4r""r'ni"ii E*pi.ts ana i,, tr,e
light of€arlier decision taken by NC in its Me€ting No. 4/82, dated 19.06.2018, it was decided to ratify dr€

ad-hoc inpul output norms under para 4.7 ofHBP as per d€tails below or as applied by firn whichever is

Export producr Qty Sl

No
Import items Qty AHowed

in kg

CEFPODOXIME
PROXETIL

l kg l Desacetyl_7 Amino Cephalosporanic

Acid(D‐ 7‐ACA)
0708

う Methane Sulfonicacid 045

, 442

4 S2Benzothiaztlly1 2-Amino 2-

(methONlyinin。 )4 1azolyl acetate

`MAEM)

08378

5 Triethylamine (TEA) 0252

6 0675

7 DMAC (Di Meth-vl Acetamide) 0684

CEIPC (Chloro Ethyl Iso Propyl 0350

9 Toluene 0160

10 TMG (Teira Methylen€ Guanidine) 0189

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

」

|
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Casc No:60′ 12′82-

ALC42018
Pal,Name:RELIANCE
INDUSTRIES I TD

254 Hq n;t" IRLA Fne

:03,957040/001161AM19′

Lic No′Date 0310821813 ‐Defer Date
2106201810118210501006871ヽ 4ヽ19,

l)ecision: The Commitrec dccided to refer the case to D/o C&PC for obrainl"" n. "...".r-

f霊ぶlfT81282  「霰鍛[語醍:S
255,10Flお      ~~~~~~RLA Fle~    ~~~~~
:01′ 82′050′00835/AM19/      104′ 24/040/00063′ AM19′

厩 町
Iic Noわ atα041ii`石】[ Detr Dなo

|

Dc(ision: l;elerred lbr commcnis ofTE

CastI No:212′ 12782‐

ALCI′2018
P‐けNane:STRIDES
SHASUN LIMITED

256 HQ FJe
:01,82,050,008391AM 19/

RLA Filc

i041241040/000531A0119′

Meet No,Date11 2,82‐

ALC4,2018
12122018

21 062()18

l)ecisior: Dcferrcd for comments ofTE

257

Case No■ 175′ 12/82_

ALC4′2018
Pal,Name:NECTAR
ILIFESCIENCES LIMITED

4ヽeet No/Dェ e:12′ 82‐

ALC4,2018
12122018

HQ FJe                lRLA Fne               lLic No′ Date:2210015928
Юl′82′050′ 00802′AMlγ   122′ 24′040/00028/AM19/   22062018

De(isn)n: I)eferred for coDrments of lI

― |

―
|

|
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^

ユヽ 8

Case No:188′ 12′82-

ALC4′2018

I'arty NameiCADILA
HEALTHCARE LTD

Mcet Nolpate:12182‐     IStatus:

IALC4′2018          1Approved
12122018        1

LlNυDac08101みう8901DeFcrDatcHo File

:01′ 82/050/008i5/AM19′

Decision: ihe Committee consid€red the case as p€r aSenda in the preseDce of Technical Experr5, it was

decided ro ratii the ad-hoc inpul oulput norms under para 4.7 ofHBP as perdetails below or as applied by

lirm whichever is lower:

い Sl

No
Qty

NITROFU&へ NTOIN
CAPSULES  25  MG
(MACROCRYSTALS)

Nos | N1lR()lt'RANTOiN USP
(MACR()CRYSTALS)

25.50 mg /Capsule

2 LACTOSE
MONOHYDRATE
NF●H EUR

I50.00 mg,'Capsule

NITROFURANTOIN
CAPSULES   50   MC
(MACROCRYSTALS)

Nos 1 NlTROFURANTOIN USP
(MACROCRYSTALS)

5l mg / Capsul€

LACTOSE
MONOHYDRATE
NF′PH EUR

180 mB / Capsule

NITROFJRANTOIN
CAPSULES   100  MG
(ヽイACROCRYSTALS)

Nos | NITROFURANTON USP
(MACROCRYSTALS)

102 mB / Capsule

LACTOSE
MONOHYDRATE
NF″H EUR

219 mg / Capsule

RA mav take appropriate action as per thc dccision oFNoms Commlttee

|

108‐ 24104010010()IAM 191    22 06 2018

RI A rie

2,0

Case No■ 215′ 12′ 82‐

ALC42_018

HQ Fne
:01782,050'00812′ AIvl 1 9′

PaⅢ Nanc:FRESENIUS
IKAB1 0NCOLOGY LIMITED

RLA FHc
i05,237040′00099′ A,И l'′

Meet No′ Date 12'82‐

‐ALC4′2018
112122018

~冨
●s lbt81us:
IDeferred

しic No,Date O'10406946 1DeFer Date

22062018

珈封螢岳「甲

『

百82師
|

Case No:82′ 12/82‐ALC4/2018P,
IPl

HQ F,le RI AFrle Lic NoDare:011082189'

:0ii 82/050/00709/AM l9l :03/94/040/0025 s/AM 19/ 25.06.2018 l

Decision: The Comminee considered the ca\€ a5 per agenda rn lhe p;esenc€ of fechnicat expens it war

decided to ratiry the ad_hoc input output norms under para 4'7 of HBP as per delails below or as apPlied by

260 firm whichever is lower:

Decision: Deferred for comments ofTE

Expon product Q, Sl

No
lmpon items Qry. allowed

BLAXADASINE 100MC TABLETS
MX(Cip「 (〕〔ibrate Tab 100m8)

(PaCk SiZe 30 Tabs)(Net w`oF
imDOlt ltem Cipr05brate BP iS  __

l No

lablet

1 Ciprofibrate BP 102 ng/tablet

コ
|

コ
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190 8.18 Kgs)

CLENLIPID 100 MG TABLETS VN
(CiprOnbate Tab l∞ ng)

(PaCk Si7e 30 Tabs)(Net wt oF
import item Ciprorlbrate BP is

n6928 Ks)

I No.

lablet

1

Ciprofibral€ BP
1.02 mg Aabler

RA may iake appropriate action as per lhe decision of Norms Commioee. 」
ca$No.:83/12l82-ALC4noItrartyuame:,elTA laeerNoOate:iziez- br"t""

LABORATORIES LTD- ALC420I8 Approv.d
r2. r2.20t8

Ilo F‖ e              RLA Fne             Lic No′ Date 0310821899
:01182,05()バ )0'10'AM19′      :03′ 94′040700245 AM 19′       125062018

Dccisionr The Committe€ considered the case as per agenda in the presence ofTechnical Experts' il was

decided to ratili the ad-hoc input outpul norms under para 4.7 of HBP as per d€tails below or as .ppli€d by

firn whichever is lower:

Expo( p(rduct Q● Sl

No
Qty. allow€d

AヽETHYI PARABEN
kき 1 PARA

HYDROXV
BEllZOiC ACID

0969k8

,

METHANOL
0 500 kg

ne rnay rut" oppropriate uction as per the decision ofNorms Committee.

Decision: The Commillee considered the case as per agenda in the presence of Technical Expens it was

d€cided to rarify lhe ad-hoc input output norms under para 4.7 ofHBP as p€r details below or as applied bv

tirm whichever is lower:

Casc No:84/:2/82‐ ALC4/2018‐ PTり Nalne:ALTA       IMeet No Date:lν 82    Slatus:   |

LABORATONES LTD  ^L"盤
f    rPPrllv“

||              口21|         112'208    1

器3息話7‖鳥i:「
~~      M…

 

「

262

Qty Sl

No
Qty. allowed

PROPYI PARABEN ０
●

●
、

l PARA HYDROXY BENZOIC
ACID

0 85 kg

●

N‐PROPANOL
0500k8

decision of Norms commrtteeRA nra\'takc atp()priale action as per
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263

Case No:66′ 12/82-

ALC4′2018

HO Fne
:O l182,050'00693'AIИ 19'

Pany Name:RELIANCE
INDUSTⅢ ES LTD

~FMも
ま` o Date 12′ 82‐
ALC4/●O18
12122018

聴 :戸

口
r DateRLA rile

1031951040,00104,AM 191

lic No′Datei03 1082 1936

26062018

Dscisn,n: lh.Commnr.cdecidedloreltrlhccaseroI)oC&P( lin oblaining its commenrs

Case No:218′ :2′82‐

ALC42018

HQ Fic

Panv Nme:Jt,BILANT LIFE
S( I:NCESllMIT「 I)

IMect NoDatei12/82‐

IALC″2018
12122018

,rpprovd

261

265

Rt A File

:01182,050,00845,AM10ア       〕05'23′040′ 00110′ AMlつ 1      26062018

Decision: Committee considered case as per agenda and as per ear!ier decision takcn by NC in its 6/82

‖Celn3 datc1 26 07 2018 
“

was dccided to rati″ the ad_hoc input Output nonns under para 4 7 oF HBP

as per details be10、v or as applted by“ m whicheveris,ower

E)iport product Exp

Qty

SI No lmport irems Qry. Allowed

ry*ridine 98% Min l k8 |

Alumino Sil;cate Calalvsl
0 019 kg

う Ethyl Alcohol (Denatured) 2 194 kg

Propionaldehyde 0 073 kg

| Merhanol 1 41 kg

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

Case No:290′ 12′82
ALC42018

HQ File Lic No,Datei3 1 10067097

Party Namc BALA,l AMINES IMeet No7Date:12お 2‐

しIMlTED               ALC42018
112122018

Rl A File

10118210501000i7,AM19' :31/8,′

“

OЮlll145′AM19/ 26062018

Dccision: ln rhe light ol carlier dechion taken by Na in ils 6/82 rneeting dated 26.07.2018, it was decided

to raril) the ad-hoc inpul outpul norms under pam 4.7 of HBP as pet delails below or as applied by f,rm

Export Producl Expo11

Ouantn!
SI

No
lmport Product Quan“,

Alowcd
6AMMA BUTVROLACrONF l kg 1 1 4 BUTANED10L 1 16 kg

う GBL CATAYLYST 0001k3

RA may take appropriate action as perthe decision of Norms Committ€e

Ca“ NO`61ν 82 ALC4″ m8t";3駅
;:雷よ umTED 

借

"盤

f 

α lν82  

日 ::lled l

聾i}鏃桜ふ““藍仰雛wi面妻鸞∬‖粋iて相
０́

meetiflB dated I 9.06.20 I 8, it was decided lo raliry the ad-hoc input outpul norms under pam 4.7 of HBP

Lic No/Date 051“06966 DeFer Datc
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ali per delails below or as applied by firm whichever is lower: ¬

Export product Exp

Q●

SI No Qty. Allow€d

PAROXETINE
HYDROCHしORIDE
HEMIHYDRATE

l kl・ 1 G)Trans-4R-(4-
Fluorophenyl)-3S-
Hydroxymethyl-N-M€thyl
Piperidine

0 810 kg

う Sesamol 0 55 kg

0 Dimethyl Sulfoxide 2,30 kg

RA."t, take 
" 
pptoer"te ;€tion as per the dechion of Norms Committee

■2122018

IIQ IⅢ iC

ctte N∝″
"ALC42●
8器網盛lⅧ柱FE性:棚TO口"~R詰l:t“ |

:01782,050'00674,Aヽ イ10' :03′94'040700265'AM19'

~ ~ia■
NinぎMAGNOLIA

ILIMITED

28062018

iI)]j腎
42/82‐

  1縦t:宵酬

陶 説5∽屁蕊′扁 ●協]藉
雲写 尋路!亜□土三二

=
beci“。.: Thき Co語話Iieこ tecided igltFei tlle品

,M脚が
~鰹鱈pl項

『

而師¬
“鵬児5¨m71Ml′ 胤瓢 ′詰l'IML l魔需 T181EIII
5ecls●ご: 十五e C61Rllttt dcι ldcdお retrlef呼 。

Dl」b&lc broЫ d“嬰 せ
CPT燿 __ |

S,rtr*
Deferr€d

Decision: Comnin€e considered case a5as per agenda and as Pas lcr■ariまとeclsitt tatcl by NC,1、 攣1
;::li::l'#:"fi;?;"i;,L';",;d;tdJi;;it'r" oa-t'ol inp* ",'p* 

norms under para47 orttBP

osl"iietuils bao" o. a. upplied bv firm whichever is lower:

Mcet NO'Date 12,82‐

2701嘗漁::y1282‐

HAMBER'HAMBER‐ BHT′
HAMBER‐ TOCO(7‐Acetyl‐
123456.7,8‐ Octabydro l,1,6,7‐

Terramcthr-l NaPhlhale!9

ALC4′2018

|

MYRCENE
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RLA Fne
103795′ 040′ 0028α AM 19′

12122(,18

HQ Fnc
:01/82′ 050′ 00730'AM19′

271

Case No■ 211′ 12′82‐

ALC42018

272 HQ Fiに

:o l1821050700838/AM 197

Decision: Dellrred for comments of'l E

二日
=覆

王
==∃=翌=|

Case NO■ 210′ 12′82-        PaⅢ Name:STERILE lNDIA
ALC42018             PRlVATE L:MITED

Mect No′ Datei1 2′ 82-

AtC4′2018
12122018

Mect No′Date;12′ 82‐

ALC4′2018

12122018

IPtt Nalne:HELLO PAINTS
(P)LTD

|

Pa● Namc NEOGEN
CHEヽイiCAし S IJMITED

HQ File RI A Fl● ]こ No Date105而 406993 De苫瓦

『

l:xport producl Qtゝ Ｓ‐

Ｍ

lmport ilems Qly. allowed

MEROPENEM SODIUM
STERILE(MEROPENEM
FOR INJECT10N)

kg 1 Meropenem Trihydral€ (Non

Sterile)

0 9586 kg

Rπ mav take appropHate acllon ls perthe dec● On ofNoms Comm ttee

Slatus:

RI´ A File

10512310401001361Aヽ 419′

Lic No`Date 0510406995

IIlererred

|

l…
|

Decbion:DeFered fOr comments of TE

28062018

Case No.:217l12l82- Party Name:HELLO PAlNrs rvfeei NtO't" f ZAZ- lSr'i'"' - 
-

ALCl/2orr (p) LrD 1!9^4?^q'J Approved 
]

- |2Y0!8 --.-
"^ ;:I- RLA Fil€ ii'l" Nolout"'oiioaoosgl I

1?Jjl'.,o,ooroo,or,r, [!ij,Jio,*,,,o''" ;d;tl- - l- L

Decilion: Ir th€ lighl ofearlier decision t;ken by NC in its 618z meeting daled 26 07'2018 it was decid€d

to ratiry the ad-hoc input oulpul norms under p;ra 4'? of HBP as per delails below or as applied bv firm

271 whichever is lowe.,

Exp

Qtv

SI No lmport items Qtv A‖ owed kg

0 80 kg
THYMOL
(ABOVE 95%PURI■γ)

l kg 1 スヽETA CERESOL
A30VE 95'る PURIrY

On d Nσ mSCOmmtee

引
＝
到
∃

Casc NO:101′12782‐

2'4 ALC4′ 2018

Mcet NO/11ate11 2/82‐

ALC4″018
12122018

lstat」
~|

Ю l182r050100837'AM19'    Ю5'24′040100174′ AM19′    唸80620i8        1      1

Decもおr The Commnee c81● dered tte tte tts pe「attda i ttt pた senc1 6FTecinに
『
tx扉に■1薦

|

deeded O「 ai、 me ad hoc lnput output■ oms under para 4 7 oF HBPお perdeuns bcbw Oras ap●ta byl

firm whichever is lower:

IApprOVed   l
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HQ Fite nrerite- f,i"r.to;our"t: I otzzosz |- |

:01/82 050/00?28/AMrs :03/95/040/001 ?6/A M 19, 29.06.2018 
I

Dccirion: Commrnce considerEd case as p€r agenda *a a.tiU.r"t   * ttr. ,"u", i, O. -pG"" of rh. i
technical experts and it was decided !o rati& the ad-hoc input output norms under pam 4.7 of HBP as per 

]

details b€low or as appli€d by firm whichever is lower: i

0● SI No Quanl,anOwed
in KA

BI]NZYI BROMIDE l k8 l BENZYL ALCOHOL 0 845 kg
う HYDROBROMIC ACID
48%

1150k8

RA concerncd may take f0rther necessary action as peJ above dechion ofNC 」

Case No■ 187′ 12′82‐

ALC42018

275 HQ File

:0:182′ 050′00814′ AM19′

PaⅢ Name SYNPOl.
PRODUCTS PVT LTl)

R:´ A Flに

:08′24,010,00107'AM19`

Mcet Nυ Date112/82‐

ALC42018
12122018

Lic NoDate 0810142941
29062018

D€cision: Deferred for comments olTFl

Case No:213′12/82‐

ALC4/2018

276 HQ File

IParty Na ne:STRIDES

SHASUN LIMlTED

RLA File

IMcct No/Date 12/82‐

ALC4′2018
12 122018

~師

|

|       |

Lic No/Date 04 10164455 DeFer Date:|

:01,82'0507o0840,AN419′      104,24′040/00075′ Aヽ419′

Decision:Dcferred lor comments of TE

2,o62018
|

Case No:21″ 1282-

ALC″2018

2,7 Ho Fue

:01,827050'008117AM 19'

PaⅢ Name:HPL ADDlTIVES
LIMITED(FORMERし Y
KNOWN HIGH POLYMER

RLA F‖ e

i05,23'040′00024/AM19′

輌:漁ご1278う
‐
囲霊:「 |

黙肌 OS1045面品面 |

2,062018

D€cision: Delered fbr comments ofTE

Case No■ 221′ 12′82-

ALCψ2018

278 HQ Fne

Ho Fne

PartI Namc 10L CHEMICALS
AND PHARNIACEUTlCALS
LIMITED

RLA Fne

IMect NorDate 12′ 82‐

ALC412018
12122018

:011821050'00848′ AM19′       :501241040′ 000,7′AM19,

Decision:Delered lor eomments oF TE

Case No:50′ 12′82-ALC42018'Party Name ORBIT LIFじ
SCIENCE PVT LTD

RLA Fllc Lic No‐ Datti03 10822080

:0I /82/050/0067 7/A M 1 9/ :03 /95/040/00300/AM I 9/ 02.07.20 I 8

Decision: 'lhe CommrllLe con\idered lhe case ds per dg(nda in Ihe presence of lechnical L"pens' it w_as

decided 1o ratiry fie ad-hoc input outpul norms under para 4 7 ofHBP as per details below or as applied byl

27つ

firm whichevcr is lower: |

|
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Oty Sl

N()

Q●

CLドPODOXIME PROXETIL l kg | 7-Amino Cephaiospcranic Acid(7-

ACA)
0 8378 kg

Boron Triflouride 2 746 kg

, Methanol 1 46 kg

4 Methylene Chloride 581k8

5 MAEM(2‐M ERCAPTO
BENZOTHIAZOL YL(Zン 2-
AMINOTHIAZOし 4‐YL 2-
METHOXYIMlNO ACETATE)

0 8378 kg

6 Ino-('arbon 0 100 kg

7 2 56 kg

ド N―N Dimethy Acetamide 051k8
| Sodium lodide 0 28 kg

RA may take appropriale aclion a5 p€r the decision ofNorms Committee.

Case No■ 216′ 12/82‐

ALC42018

HOド ile

|

|

280

101,821050700843'AM19'      i05723/040700111'AM19′       102072018             ‐

Decisloni C01■ :nittee considered caSe as per agenda and as per earlier decision taken by NC in ts 6′ 821

mect ng dded 26 07 2018,■ w6decdcd m ml,the ad_hoc hp● olltp● nOn s undcr para 4 7 of HBP

as perdetaih below oras applied by firm whichever is lower:

E\pon product ExP

"

Sl No lmpon ilems Qty. Allowed

Pyridine 989/0 Min l kg |

Alumino Sincate catalyst
0 019 kg

0 l.llhyl Alcohol (Denatured) 2 194 kg

Propionaldehyde 0073k8

1 Methanol 1“ l ks

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

Ca§ f No:219′ 12`2-

ALC4′2018

‐Pany Na]ne SENTISS

PHARヽ4A PVT LTD

l8l tte I,ir. RI´ A File

:01,821050/008761AM 19'      :05724′ 040′00187′ AM19′

Decision:Deferred for comments of TE
|

IMect No Date 19 82~旺
|

Case No=250′ 12′82-

ALC″2018

282

HQ File

i01182′ 050′ 00877′ AM19′

PaⅢ Nalne FRESENluS
KAB1 0NCOLOCY LIMITED

RLA File
105′ 237o407001531 Mヽ19′ 格墨ζ堅由

ハiC420 8

Ptt NameJUBILANT LIFE  Mcct No/Datc 12′ 82‐

SCIENCES LIMITED       ALC4′ 2018
12122018

Rし A File lic No Dalt OS10407(〉 ,1

|

Meet No′ Date 12′82‐

AI´C42018
12122018

Lic No/Date:0510407060

03072018 1511黒

1 「IテI15 「
|

一い̈
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l)ecision: l)cterred l-or commcnts ofTIl

Case No■ 1′ 12′82-ALC42018 Pa■ Name OTSUKA
CHEMICAL INDIA PR!VATE
LIMlTED

RLA rilc

IALC42018
12122018

lic No′Date:0510407086
050'2018             ‐

1lQ Fne

:()1'82,050'00628'ANl19' :05′ 24′040′ 00170,AMl,1

Decision: I he Comminee consrd€red rhe case as per agenda in the presence of-rechnical eipens anA rn re

light ofearlier decision taken by NC in irs Meeting No. 6/82 daled 19.06.2018, it was decided to ratiry rhe
ad-hoc inpur ouipur norms under para 4.7 of HBP as per detaih below or as applied by firm whichever is

28]

Export product Qty Sl

No
lmpon lem、 Qtシ

?-Phenylacehmideo -3-
( hloromcthvl CeohalosDoranic

l kg 1 Penicillin G I'otassium lst ( rlstah
\Vtlc/l.iqhtYrlld!v Po$d.r

1 80k8

Acid Para Methoxybenzyl Ester

(CCLE)  Vヽhite′ LightYelow
Powder

Merhanol Liquid 1 50k3

Dim€thyl Formamide
Colourless Liquide

080k8

1 Methメ lene                  ChloHde
Colourless Liquide

1 50k3

ヽ 2-Mercaptobenzothiaz ole Ceramish 0 25 kg

6 lsopropyl Alcohol
Liquid

(,80 kg

7 Sodium Benzene Sulfinate 1 20 kg

8 Para Anisic Alcohol (p Methoxybenzyl
Alcohol) Liquid

0 52 kg

9 1.4 Dioxane
liquide

,20 kg

RA may lak€ appropriate action as p€r the decision ofNorms Commi(ee.

―
―
―
劃

Case No=2′ 12′82-ALC472018 Pary Nalne OTSUKA
CHEMICAL INDIA PRIVATE
LIMITED

RLA l'nc

4ヽcet NυDate:12′82‐

AI_C4′2018
12122018

iStatus:     |

Approved

HQ FHc
:01,821050/00629′AM19′ :05124,040′00182′ AM19′

Lic NυDate:0510407087

050,2018

281

Decision: l he Comminee consi{ter€d the c;€ as per agenda in ihe presence ofTiihnical Experts and in rhe

lrghtofearlicrdccisiontakenbyNCinitsMeelingNo.4/82dated19.06.2018,itwasdecidedtoratirythe
ad-hoc inpul oLrtput Dorms under para 1.7 ofHBP as per deiails below or as aPplied by firm whichever is

E\pon producl Qty Sl

No
Oty

7-Phenylacehmideo _3_

Chloromerhyl Cephalosporanic

Acid Para Methoxybenzyl Ester

(GCLE) white/LishtYellow

l kg 1 Penに ‖

“

n C Potas● um lst
Whne/LightYeuow Powder

Crvstals 1 80 kg

0 Methanol Liquid 1 50 kg

J Dinethyl Formamide
Colourless Liquide

0 80 kg

1 Mcthytene                  ChlOnde
Colourless Liquide

1 50 kg

ヽ 2-M€rcaplob€nzothiazole Ceramish 0 25 kg

6 lsoDroDyl Alcohol (,80 kg

|

Mcet Noア Date 12′ 82‐

lllll:ted
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28ヽ

Case No:Sl′ 12′82‐

ALC4/2018

HQ File

PaⅢ Nane uSv PNvATE
Lい41TED

RLA「‖ぜ lic No′Datei03 10822 173

Dccision: Commitee considered case as p€r ag€nda and as per earli€r decision taken by NC in its 6/82

meeting dated 26.07.2018, it was decided to rdiry the ad-hoc input output norms under para 4.7 ofHBP
as perdetaih below or as applied by firm which€ver is lower:

:01,82′ 050′00678′ AIИ 191     ,0,′ OS′010′ 00321′ Aヽイ10′    060,20i8

Expon pr{xlucl Exp

Oty

Sl

No
Q● A‖owed

Perphenazine Tabl€ts USP 2 mg
(48,000 Bonles x 100 Per Boltle =
48.00.000 Tablets
Nel Contenl Weishl = 9.600 ks)

l No

tablet

1

Perphenazine USP

2.04 m8 /bblet

Perphenazine Tabl€ts USP 4 mg
(72,000 Bonles x 100 Per Bottle =
72.00,000 Tablets)
Ner Content weishr = 28.800 ks)

IN()

tabict

1 408 mg′ tablet

Perphenazine Tablets usP 8 m8

(84 000 Bottles x 100 Per 3ottle‐

8400,000 Tablcts)

Set COntent Waght-67 200 kgl

l No

lablet

1

Perphenazine USP

8.16 mg /lablel

Perphenazine Tablets USP 16 ng

(18,000 Bottles x i00 Pcr Bottle‐
18、 00、 000 Tablets)

(Net Contentヽ Veitht-28800k負 )

Ｏ

　

ｅ

Ｎ

ｂｌ

ｌ

ｔａ

l

Perphenazine USP

l6.32mg ltablet

RA m ay take ap p ropriate action as perthedecision of Norms Committee

Casc No:57′ :2′ 82‐

ALC″2018

HQ rit
i01,82'050,006847Aヽ И191

Patv Name NEOCIEN
CHEMICALS LIMITED

RLA File

:03′ 95/040/00299′ AM19′

Meet No′Date:12′ 82-

ALC4′2018
12 122018

Lic No′Date:0310822178

06072018

~Status    I

IApproved   
‐

一
|

Decision: Commillee considered c&!c as per aSenda and delibcral€d on the matter in the presence of the
t∝h“cJ cx"ns md i w6 deddcd o「

“
″mea“ h∝ hP■ OuOunomsundcrpara47ofHBP6perl

details below oras applied by firm whichever is lower:

Exporl Producl Ol, S No Impon items Quantity anOwed
in K只

BENZVi´ BROMIDE l k3 | Bしヽ/YI AI((),101 0 84S kA
, HYDROBROMIC AClD
48%

1 450 kg

RA concemed may take further necessary action as per above dechion ofNC

Sodium Benzene Sulfinate 1 20 kg

Para Anisic Alcohol (p Methoxybenzyl

1 20 kg

RA may take appropriale aclion as p€rthe decisaon ofNorms Committee.
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(lase No:03′ 12/82‐ AI Cl′2018

28'H。
「 1ぜ

P節呼NalncMERCK LIMITED IMeet No7Dato12′ 82

1         1借″盤f
RLA Fne Lic NO′ Date:0310822153

0607201810118210S(,1006901ANl191      1031957040′00326'AM19,

Dec"“ ,n:Deferred for comments of i E 」

Case Nor64′ 1282‐

ALC42018
Pa■ NttelPRIVI
ORCANiCS INDIA LIMITED

IMeet No′ Date 12′ 82-

IALC42o18
:2:22018

~腰

|

HQ Fne              RLA FJe
:01,82′ ()50′ 00691′ Aヽ419′     卜03′95/040/00309′ AM19′

Decision: Comminee cOnsidered case as per agenda and del berated on the malter in the presencc of thc

“
8胤l鳳|∬「l鶏‖出灘器‖撫絆 li響

∝h"側
"¨

mmSm“r“確4,ぼ HBP s"『

Lic No/Date:031082214,

106072018             ‐

Otv Sl No Quantitv allowed
AMBI]R FLEUR l kg l MYRcENE 80● ● 084kニ

つ METHYL ETHYL
KETONE

0 49 kg

P110SPHoRIC A(ID 0 025 kR

RA concemed may take furt}ler necessary aclion as per.bove decision ofNC

Case No:174712/82‐

ALC4/2018

HQ File

:0182′050700801′ AM19′

Pary Name SHREE CANESH
VYAPAR UDYOG

Mect No′ Date 12′ 82-

ALC42018
12 122018

ILic No′つate:0310822156

106072018

stitiF~~|
I)eferred

289
1く 1バ Flc

103′ ,5/040'00303′ AN410' 雷
|

Case No.r3l37l2l82- Party Nime:ANUP,tM Meet No/Dare I2l8:- Starui:
ALC120I8 RASAYAN 0NDIA) LTD ALC4/2018 Approved

12.12.20t8

IIQ File RLA Fjl€ t-i".Nolon"sitoo,lzosd-
0l 82 0:0 00940 AI\419 :52240400002?AVlq 00.0?.2018

Decision: Commiree considered case as per agenda and in the light ofearlier decision ta.ken by NC in its

Decision: D€ferred for comments ofTE

l/82 meeling dated 05.06.2018 and in the presence ofthe technical experts, il was decided to raliry thel

ad-hoc input outpul norms under para 4.7 ofHBP as per details below or as appli€d by firm whichev€r is

Export produci
ｙ

ｎ

　
ｔｉ

呻

¨

S No lmpon items Quantny

2‐ AヽイIN()‐4「RIFlt ORO

METHYLl CH1 0R()
DlPH■ NYL LlHLR

l kg
1 3NiTRO●‐CHLORO
BENZOTRIFLUORIDE

1232k8

0

1'ARA CH1 0RO
PHENOL

0 803 kg

RA may take appropriale aciion as per the decision ofNorms Commillee.
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291

Case No:35′ 12′82-

ALC`′2018

HQ Fne

Pa● Name:LEBEN
LABORATORIES
PRIVATE LIMITED

Mcet No Date:12/82‐

ALC42018
12122018 =mま涸
ILic No′ Date1031 0822 194

09072018

Decision: Committ$ considered case as per agenda and deliheraied on rhe malrer in lhe presenc;ot the
rechnical c\pens and ii was decided lo ratil, thc ad-hoc inpur ourput norms under para,{.7 of HBP as per

RI A「 e

lo 17827050′ 00662/AMI夕  103/95704α 00327′AM19′

details bebw or as applied by firm whichever is lower:

E\pon Product Q, SI No Import ilems Qua.lity

AMOXYCILLIN TABLET
125MC MOXILEB KID
TABI ET

(EACH TABLET
CONTAINlNC
AヽイOXYCILLIN
TRIHY DRATE
EQUIVALENT10 125MG
OF AMOXYCILLIN)NET
CONTENT OF
IMPORT/EXEMPT
MATERIAL USED N
EXPORT PRODUCT
l)AMOXYCILLIN
TRIHYDRATE BP
(COMRへ CTED)‐ 315635
KCS(EXCL2%
WASTAGE)

2200000000
Tablet

|

AMOXYCILLN
TRIHYDRATE BP
(COMPACTED)

321 90 kg

AMOXYCiLLIN TABLET
250MG MOX:LE3‐ 250DT
(EACH TABLET
CONTAININC
AMOXYCILLIN
TRIHYDRATE
EQUIVALENT T0 250MC
Or AMOXYCILLIN)NET
CON「EllT OF
IMPORT/EXEMPT
MATEⅢAL USED N
EXPORT
PRODUCTl)AMOXYCILLI
N TRIHYDRATE BP
(COMPACTED)‐ 315635
KCS(EXC1 2%
WASTAGじ )

l100000000
Tablet

AMOXYClし LN
TRIHYDRATE BP
(COMPACTED)

321 90 kg

AMOXYCIし Lnヽ
CAPSULES 250MG
MOXILEB‐250 CAPSULE
(EACH CAPSULE
CONTANINC
AMOXYClllト
TRIHYDRATE
EQUIVALENT T0 250MC
OF AMOXYCILLIN)NET
CONTANT oF

9836466000
Nos tablet

, AMOXYCILLN
TRIHYDRATE BP
(COMPACTED)

2878 538 kg

DeLr Date

ヘ

」



●
０
０
，

⌒

IMPCIRT/EXEMPT
MATERIAL USED IN
EXPORT PRODUCT
l)AMOXYCILLIN
TRIHYDRATE BP
(COMPACTED)‐ 2822487
KGS(EXCL 2%
WASTACE)
AMOXYCILLIN
CAPSULES
500MC MOXILEB‐ 5∞
CAPSULE
(EACH CAPSULE
CONTANING
AMOXYCILLN
TRIHYDRATE
EQUIVALENT T0 500MC
OF AMOXYCILLIN)NET
CONTENT OF
IMPORT/EXEMPT
MA「ERIAL uSED IN
EXPXIRT PRODUCTl)
AMOXYCILし lN
TRIHYDRATE BP
(COMPACTED)1076029
κCS(EXCL2%
WASTAGE)

1875000000
NO capsule

4

AMOXYCILlIN
「RIHYDRATE BP
(COMPACTED)

1097 398 kg

AMOXYCILLIN ORAL
SUSPENS10N
(AMOXYCIし 1lN
SYRUP)MOXlLEB ORAL
SuSPENS10N
125MG′ llXIML 30TTLE
(EACH 5MLCONTAINS
AMOXYCILLIN
TRIHYDRATE
EQUIVALENT TO 125MG
OF AMOXYCILLIN)NET
CCl■ TENT OF
IMPORフ EXEMPT
MATERIAL USED lN
EXPORT PRODuCT‐
l)AMOXYCIし しlN
TRIHYDRATE BP
(COMPACTED)‐ 372174
KGS(EXCL 2%
■7ASTACE)

105000000
bottle

A MOXYCILLIN
TRIHYDRATE BP
(COMPACTED)

316 347 kg

RA concemed may take fu(her necessary action as per above decision ofNC ―
|

INDUSTRIES LIMITED ALC4/2018 Approved
t2_12_2018

--- IlQtrie Rl Atile LicNoDare:01t0622jqtiql:01 82 0r0 00086 AM t9 :0jq5040OolllAMlg 0907.2018

Decision: Commnrei considereJ case asler agenda and rn rhe presence of rhe technicat expens. il \ras

decided lo ratiry lhe ad-hoc input output norms under para 4.7 ofHBP as p€r d€tails belo* or as apptied by
nml whicheveris lower
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RA may take appropriate action as p€r the decision ofNorms Committee. 」

Case No■ 61′ 12′82‐ ALC42018 Pany Name YASHO
lNDUSTRIES LIMITED

Mcet No/Date 12′ 82‐

ALC4′2018
12122018

|

Expon

Quantity

SNo Quantil-v

ISO EUGENOL
l kg

| CLOVE LEAF O!L 1 35k8

, RUTHENlUMll‖ 12.4
PENTANED10NATE(
RUTHENIUM
ACETYLACETONATE)

0001k8

HQ FHc
iO l′ 82′050'00688′AM191

‐RLA F"e
:03′ 951040/00334/AM19'

ILic No/Date:03]0822190
109072018

2つ 0

Dccisionr Committe€ considered case as per agenda and in the presence of ihe technical experts, il was

dccided to ratio thc ad-hoc inpul outpul norms under para 4.7 ofHBP as per details below or as applied bv

Jlrm whichever is lowcr:

Export

Quantily

SNo Quantity Allowed

MI]THYl EUGENOL
l k3 1 CLOVE LEAF

OIL
i35 kg

RA maytake app「opriate action 8 PcrthC decision oFNoms Committec                     i

Case No:6S′ 12/82‐ALC4/2018'Pa,NamelYASHC

rDUSTRIESLMI

器3児5∽069″AMO I鵬慇om32珈
?ettΨ

:C°
lmlecfT・

derd case T"ragenla

d€cided to ratiry the ad-hoc input output norms under para 4.7 ofHBP as per details b€low or as applied by

llrm whicheYer is lower:

RA may lake appropriat€ aclion as per lhe decision ofNorms Committee.

Ilxpon product Expon

Quantity

S No Quanriry

OCTYLATED
DIPHENVLAMINE(OCD
FLAKES/POWTDR)

l k8

1 DIPHENYLAMINR 0 405 kg

つ DIISOBUTYl ENE 0 62 kg

AC1lVATED CLAY

O100 kg

Case No:247′ 12′82‐

ALC4′2018

Paゅ Name MOREPEN
LABORATORIES LTD

Mcet NoDate:12′82

1ALC4′2018
2,5

Status:

:)eferred    l

Stalus:

」
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1コ 122()18

1躙鼎・“uO."FDate:|HQ File

101′ 82′050/008741AM 19′

RLA File

105,24040/00203′AM19′

Decision: Delirred firr commenrs ofTF:
|

Stalu\lCase No:3α ,2′82‐
ALC12018

HQ File

:01,82バ ),0,00657ちへM19,

Palw Name NEOCEN
CHEMiCALS LIMITED

RLA FJe
:03/957o40′00298′ AM19′

'Meet No′ Date 12′ 82‐

ALC4/2018
12122018

しc No′ Date:0310822235

11072018

―
|

De.ision: Committee considered case as per agenda and

rechnical expens and il was decided to ratiry lhe ad-hoc

details b€low or as applied by firm whichever is lower:

deliberated on the matter in lh€ presence ofthe
inpur output norms under para 4.7 of HBP as per

296

2t17

Export Product Qty SI N0 lmport ilems Quanriry allowed
in Ks

BENZVL BROMIDE l kg 1 BENZVI ALCOHOL 0 84S kg

HYDROBROMIC ACID
48%

1 450 kg

RA concemed may take turther necessary action as per above decision ofNC

Case No:31′ 12′82‐

ALC″2018

HQ Fiに

101182,050/00658′ Aヽイ197

Pas Nanc USV PRIVATE
LIMITED

iИcct No′ Datc 12/82‐

ALC4′2018
12122018

Status:

RLA File

103195,040,00322′ AM19′
ILic No′ Date103 10822234

11072018

―

「Decision: Commi(ee considered cale as per agenda and deliberat€d on the maner in the presence of fie
iechnical expens and it was decided lo ratiry the ad-hoc input outpul norms under para 4.7 ofHBP as per
delaih belo$ or as applied by firm which€ver is lower:

Export Product Oty Sl No lmpon items Quantily

Doxyryclin€ Hyclate DR
Tableti USP 75 MG
( 1,450 Bonles X l00Per
Bottles = 1.45.000 Tablers)
( N€r Contenr Weight =
10.875 Kss)

1

No tablet

|

Doxycyclin€ Hyclate
USP

88 275mg/75

mg tablet

Doxycychne Hyclate DR
Tablets uSP loo Mc

(16 500 Bottles X 100 Per
Bottles‐ 16.50,000 Tablets)

(Net COntcnt Weight‐
165 000 Kgs)

1

No tablct

0 Doxycycline Hyclate
USP

117 70 mg7100

mg tablet

Doxycycline Hyclate DR
TAbIETS USP I50 MC
( 54,250 Boules X 100 Per
Bottles : 54.25,000 Tablels)
( N€r Conrenr Weight:
813.750 Kss)

1

No lablet

3
Doxycycline Hyclate
IISP

176 55 ng′ 150

mg tablet

RA concemed may take further necessary action as per above decision ofNC コ
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Case No:32′ 1282-ALC472018 Pa n Nane NEOGEN
CH EMICALS LlMITED

Mcet Nυ Datc 12/82‐
ALC4つ018

112り 2018

|

IAPPrtlVed

|~
298
HQ F口 e

:01/82′ 05α0065ツAM197
RLA FHc
:03′ 95704000304/AM19′

二INo7Date:03108う 扇
11 072018

l)c(isnn!: I)elirred lar coDrnrcnts of I I

い eN∝割 ν
"‐
 Pmy NamcP劇 Ⅵ   呻

洲 T■
ν

" 1淵 hed lALC4r●018           0RGANICSINDIA LIMITED AI C4′

HQ FJe
:01/82′ 050′ 00700′ Aヽイ191

RLA File

:03,95′ 040/00308′ AM19′

299

Dccisior: Comminee considered case as per agenda and deliberated on rhe matter in rhe presence ot the
lcchnical expcns and it was decided ro ratify the ad-hoc inpur ouipur norms under para 4.7 of HBp as per
delails below or as applied b) Ilrm whichever is lower:

01、 SI N0 Ouanlity allowed
AヽИB::R FLEUR l kg 1 MYRCENE 80% ()84 kt

METHYL ETHYL
KETONE

0 49 kg

PHOSPHORIC ACID 0025k只
RA concemed may take funher n€cessary aclion as per above decision ofNC

(asc NO=96′ 12′82‐ ALC4′ 2018 Pally N8me STERLINC
AUXilJAR!ES PVT LTD

300 HQ FJe              RLA F‖
e

:01′ 821050/0072,/AM19′       :0,795′040′00332′ AM19′

l)orisionr I)eferred lir comnrents of ll-j

」

―

C.lse No:102′ 1282-
ALCψ20:6

Ho FHe

Pall、 Naine t,SV PRIVAl「   4ヽctlヽ o Date i2182‐    stat us:

―《トー_離樅i¨グFげ里J0118210507oo729′ Aヽイ19′ 03/95′040′00323/AM19/ 11072018

Decision:((〕 mmitloc cOnsidcrcO case as per agenda and deliberated on the matter in the presence orthel

lechnical experts and it $as decided to ratily lhe ad-hoc input output norms under par. 4.7 of HBp as per

jol dehils below oras applied by firm whichever is lower:

|   |

Export Producl Otv SI No Import items Ouanritv aUowed
GriseoFulvin Tablets USP 500

mg
(2,000 Bottles x 100 Pcr

Bottle‐ 2,00,lll10 Tableも )

(Net Content We18ht‐
100 000 kgs)

l No

tablet

Griseoilvin USP 510 mgЪ blet

RA concemed may rale funher necessary action as per above decision ofNC

Casc NO:lo1/12′ 82‐

Al.C12018
Pan、 Nanle:RE!IANCE
INDUSTRIESI´ IMITED

Meet No′ Date:12′ 82-     ls18tuS:

ALC4r2018         1DeFerred
ハ
）
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12122018

HQF‖●
:01,82,050,00,31′ Aヽイ197

Ca§e No:24671242-
ALC472018

3()3 Ho Fie     ~   ~~

:011821050700873′Aヽイ19′

Ca、 c No:9'′ 12/82_

AL(11/2018

RLA Fite
:03/95′(40′ 00195′ AM19′ 贈lM面 √lDeFerDate

Deci、iOn: The Conlm"ice decided tO Rた rthe case tO D,oC&PC fOr obtaining ns commenis
ヨ

PaⅢ NamelMOREPEN
LABORATORIES LTD

イヽeet NO,1)ate 12'82-

ALC42018
12122018

5:tut:~|
:Dererred

RLA Filc

:0524040700213′ AM19′
Lic No Datc:OS10407178

13072018

一語幕
|

Decishn: l)clcrred litr conrmcnts ol lFl

Pa● Nane NEOGEN
CHEMICALS LIMITED

Mcet No Datc:12/82‐

ALC4/2018
12122018

HQ「 ビ RIA F c Lic NυDate:0310822354
:01782,l150'()0724,Aヽイ197     ●o3,95,040′ Oo254/Aヽイ18′      17072018

Decision: Committee considered casc as per agenda and in rhe tight oi;artie. a".i"ion or.* ty NC in n i

2/82 meeting dated I6.05.2018 and in the presence ofthe lechnicat expens. it was decid€d to rarify the

304慧
1薔:input ou・

ut.Omsunderpara47oFHBPasperdetailsbelowOrasappliedbynnnwhicheveriSI

Export Product Qt, Sl No Impon items Quanti"a:10Wed
in K2

14D:BROMOBuTANE l ks | TETRAHYDROFURAN
(THF)

0 412 kg

う HYDROBROMIC ACID
48%

1 ,29 kg

RA concerned may take funh€r necessary aclion as per above decision ofNC

3os ue nit
:0 I I82/O5O/$ l 25/ AM I 9/

IMeet No′ Datc 12/82

ALC42018
12 122018

Lic No/Date:0310822342

17072018

Casc No■ 98′ 12′82‐ALC42018 Party Name:YASHO
NDuSTRIES LIMITED

RLA Fne
:03/95′ 040′ 00353/AM19′

に・ mSL~|

Dete「 Date l

D€cision: Defened lbr comments of IE

Casc No=99′ 1282‐Al,C4′2()18 Party Name YASHO
INDUSTR‖ :S LIヽイITED

306 Ho nに ~
RI A File

101′ 82'050/00フ 26′AM19′      :0,795/040/00349′ AiИ 191       17 07 2018                        ‐

Decision:DeFeFed fOr comments of TE

Case No:3′ 12′82-ALC4′ 2018 Panv Nanc oTStlKA
CHEヽ41CAL iNDlA PRIVATE

HQ File

:O l182/050′ 00630/AM19′

ILIMITED
~FRLA活
F~  ~

●05′24′040′α

"15 AMlツ
18072018

圧 百 Datel
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Decilior: The Commiflee considered rhe;ase as p€r agenda in the pres€nc€ ot f..frn;.uf erp.nt *a itr rf" 
I

lighr of earlier decision iak€n by NC in its Meeting No. 4/82 dated 19.06.2018, it was decided lo raliry lhe 
I

ad-hoc input output norms under para 4.7 ofHBP as p€r delails below or as applied by firm whichever is I

lo\rer: i

tr)rport product 0ヽ Sl

No
Imporl ilems Oty

?-Phen)lacehmideo -i-
Chloromerhyl Cephalosporanic
Acid Para Melhoxvbenzvl Ester

l kg | Penicillin C Potassium lst Crysrals
Whire/LishtYellow Powder

1 80 kg

0 Methanol Liquid 1 50 kg

(CCLE)  ■ll“げLightYcllow
Powder

Dimelhyl Formamide
Colourless Liquide

0 80 kg

● Mcthylene             Chloride
Colourless Liquide

150kさ

2-Mercaptob€nzolhiazole Ceramish 025k8

6 lsopropyl Alcohol
Liquid

0 80 kg

7 Sodium Benzene Sulfinate 1 20 kg

8 Pam Anisic Alcohol (p Methoxybenzyl
Alcohol) Liquid

0 52 kg

, 14                   Dioxane
liquidc

120k8

R  ma_v take appropriate aciion as per the decision ofNorms Comminee.

Cast No■ 4′ 12/82-ALC4/2018 Panv Name oTSUKA Mcct No′ Date 12′82‐

CHEMICAL INDlA PRIVATE IALC4/2018
LIMITED             12 12 2018

|

HQ「 ic
:01182′ 050100631,AM 19′

RLA File

105724'0407002161AM:9′
Lic No′Datc:0510407228

!8072018

Decision: The Commitree considered rhe case as pei ugenau in tfr. pr"."n". orfi.h"i""t a-p.,r. ".d; lh"
‖ght or caHにr dec`lon taken"NC in is Mcedng No 4/82 dated 19 06 2018.l was dccided tO ral″ the
ad―hot input output norms undcr para 4 7 oF HBP s Pcr details below Or as applied by nim、〃hichever is
lower

ハ
）

Exporl prcduct Qty Sl

No
Impon itcms Q,

7-Phenylacelamideo -3-

Chloromethyl Cephalosporanic
Acid Para Methoxybenzyl Ester
(GCLE) $/hite/LightYello\{

l kg | Penicillin G Potassium lsl Crystals
White/LiahtYellow Powder

1 80 kg

Methanol Liquid 1 50 kg

Dimcthyl          Fomalnide
Colourless Liouide

0 80 kg

4 Methylene Chloride
Colourless Liquide

1 50 kg

2-Mercaptob€nzothiazole Cemmash 0 25 kg

6 lsopropyl Al€ohol
Liquid

080k3

7 Sodium Benzene Sulfinare 120k8

8 Para Anisic Alcohol (p Methoxybenzyl
Alcohol) Liquid

0 52 kg

つ 1,4 Dioxane
liquide

120k8

RA mav take appropriate action as perlhe decision ofNornrs Committec.
」

団 而

~¬

榊
Defer I)alc
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Case No■ 5′ 12′ 82‐ ALC4′ 2018 Parly Name OTSUKA      Mcet NolDat 12782‐
CHEMICALIND:A PRIVATE ALC4'2018
LI M:TED 12122018

HQ Fne              RLA File             Lic No′ Date 0510407229 Dcfer Date

:0 l/82,050/0063 2/AM 19/ :05l24lO40lOO222lAMl9l 18.07.2018 I

Dechion: 'l he Commitiee considered the case as per agenda in $e pres€nce ofTechnical Experts and in the

Ot、 Sl

No
lmpon iiems Oty

7-Phenylacetamideo -3-

Chloromethvl CeDhalosDoranic

l kg 1 Pcniciuin G Pomssium lst Crystah
White/LighrYellow Powder

1 80 kg

Acid Para Methoxyben,l Ester

(GCIE)  White′ LightYellow
Powder

う Methanol Liquid 1 50k8

Dimerhyl Formamide
Colourless Liquide

080k8

4 Methylene Chloride
Colourless Liquide

1 50 kg

S 2-Mercaptobenzothiazole Ceramish 0 25 kg

6 Isopropyl Alcohol
Liquid

0 80 kg

7 Sodium Benzene Sulfinate 1 20 kg

8 Para Anisic Alcohol (p_Melhoxybenzyl
Alcohol) Liquid

052k8

9 1,4 Dioxane
liquide

1 20 kg

RA may lake appropriale action as p€r the decision ofNorms Committee-

Case Nor'4′ 1282-ALC4/2018 Parly Name UPL LTD IMcet No/Date■ 2/82

,ALC40018
11222018

HQ FJe
101`827050700701′ AM!9′

IRLA File
:03′ 95/040/00239′ AM19′

ILic No′ Datei031 0822448

19072018

Dccision: I)clcrred lbr commenK ol l l.

1淵LI

F正
面
=|

0()

311

Case No.:75/12l82-ALC.l/2018 Party Nanre:YASHo
INDUSTRIES LIMlTED

Mcet No/Date 12/82‐ Starus
Deferred

Ho Fne
O I18210501)07021AM 191

IRLA Fne
103/95′ 040/00369′ Aヽイ19′

‐ALC4 2018

112122018

11夕淵

e:0310822430

Decision: Deferred for comments ofTE

Casc No:76′ 12′82-
ALC`′ 2()18

‐Pa■ y Nane RELIANCE
INDUSTNES LTD

liИ eet NυDate112/82-     lstatus:

IALC42018        Dに rerred

l12p208    1
HQ Fne
101,827050100703/Aヽ 419′

312

RLA「 せ                l c NOIDalt{)310822441
:031り SI()401002,71Aヽ 4101      19o72018

映 鯖 Datc:

‖ght OF carller decision taken by NC in"s Mceting No 4/82 dated,90620!8."was decided to ran,the
ad‐lltlc input ou"ut nomS under para 4 7 of HBP as per detat:s below or as applied by rlnn whichever is

lower:

IDeFer Date:
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^

Decisioo: 1he Committcc dccided to ret-errhe case to D/o C&PC lbr oblaining its comments.

Case No■ 77′ 12′ 82‐

ALC42018
Pan、 Namc RELIANCE
INllusTRIES I´ TD

Mco No′ Date 12′82‐

ALC4'2018
12122018

|

313

317

HQ Flo                lRLA File
101′ 82,050/00704/AM19′      103/957040′ 002691AM 19′

Decisior : I he Comm illee dec ided to refer the case to D/o C&PC for obtaining its comments.

Lic No/Date1031082245
19072018

Case No:87′ 12′82‐

ALC4/2018

3!4南
。Fiic

Case No:91′ 12′82-

ALC472018

3ls Ha File

IPartv Name RELIANCE
INDUSTRIES LIMITED

IRLA File

t03′ 95′040/001881 Mヽ19′

Mect No′ Date

ALC42018
12122018

12182-

01,82′050'007181AM19′

Decision: The Committee de€ided to rcfer th€ case to Dlo C&PC for obtaining its comments

“

臨囁 M1282匡

INDUSTRIES LTD
Case No:95′ 12/82‐

ALC″2018

316 HOTiさ

101182′ 050,007221AM 19′
ルに`も/Date:0310822469腫 eFer Da“ :

120072018            1

Decision: The Commitlee decided to refer ihe case to D/o C&PC for oblaining iis comments.

RLA rile

:03195,040,002671Aヽ И19′

PaⅢ Nane YASHO
INDUSTRIES llMITED

Case No■ 100′ 12′ 82‐

ALC42018

IHQ File

101/82′ 050′ 00727′ AM19′

RLA Fne
103,95/04010037,′ AM19′

:Ol,821050Ю 0812′Aヽ4191 :22'241040'00034′A0419′ 20072018

Deferred

Status:
Deferred

しic No′ Date 0310822468 Derer Date

:0118210501007141AM 191 20072018

Decision: The Commitiee decided to refer the case lo D/o C&PC for obtaining its comments-

協帖α∞η3ハmツ  1器鼎
α∞Ю鯰2η

 PetrD■
c

De.hion: Defened for comments ofTE

Case No:25ダ 12β 2‐

ALC4′20183' 世
'11需

臨「lス面AR劉

|

Mcet No/Date:12′82-

ALC4′2018
12 122018

Lic NυDate:0310822462

20072018

Stalus:
Deferred

Dccision: Delcrred fbr comments ol TE

Иヽect No/Date:12′ 82-

ALC42018
12122018

Lic No/Date2210015943 1DeferDate



^

HQ Fllc

:01/82′ 050′ 00882′ AM19′

103

RLA File

02247040Ю0064′AM 191
Lic No Date:0210208597

20072018
DeFer Date      l

I)e.ision: l)r'lir.ri iin (nnnrdnlr r)l l l' 」
CaК No:346712′ 82-
ALC4′2018

Party Name:DiVIS

LABORATOmES LTD
IMcet No Date:12′ 82-

IALC42018
112122018 剛

|~~

HQ Fne
:01182'OSO/009,31Aヽ 4101 09124 0401001871AM 19' 20072018

r̈ rlecomは幅ldeled the caSe as per ap…面中ew灘
番禍礎麒ghl of eaHにr dec`lon takenけ NC in ls Meelng No 4′ 82 daled 19

320111,1lp・ °utput norms under para 4 7 of HBP as per detaK bdoM

Expon pftxltlct Qty SI

No
lmpon items Q,

NABUM「 FONE l kg 1 2‐ACETYL‐ 6‐METHOXY
NAPHTHALENE

225k8

つ M「THANOL 6 54 kg

RA may rak. appropriatc acrion as per lhe decision ol Norms Comnrinee.

Case No■ 33/12′82-ALC4′ 2018 Party Name RELIANCE 4ヽect No′ Date 12182-

RI ハ l ilc                    l ic No,Datc`)010066495

IINDUSTRIES LTD      ALC42018
112122018

RLA Filc             Lic No7Date 0310822508

―
―
―
コ

lll 
He rit.
01,821050′ Oo6601AM 191 :03′ 95′040 00318rAM19′       123072018

Dccision: The Commit€e decided io refer the case to D/o C&PC for obtaininS its commenN
|

Case No:78′ 12′ 82‐ ALCI′ 2018 Partv Nalnc:NAPROD LIFE  Mcet No Date:12/82
iSCIENCES PVT LTD

| |サ″盤f
L c No Date 031082255】
24072018

０

一
RI Al'‖ .・HQ Filc

:Ol′82′050/00705 AM 19′ :03′ 951040/00394,AM19′

Decision: The Committee decided to ref€rthe case ro Oto CApC forottainins irs commenrs

Casc No■ 186′ 12/82‐      Paゅ NIne:ARV
ALC42018            LABORATORIE〔

LIMITED

HQ FJe               RLA Fie
101′ 82'050'00813′ AM 197      :08′ 24/040/00067′

Dection:The Commi"ec conJdered the case as per agenda in the presence oF Teclulical Experts and in the

‖ght ofean er decision taken by NC in"s Mceting No 4/82 dated 19062018."was dccided to rati″ the l

323 ad hoc mpu ou"u nOrmS under para 4 7 of HBP 6 per de● 1“ bebw orぉ ap口にd by■ rm whtheverも
lo、″eri

|

|

Qty Sl

No
Oty

Dimeth\ I i-NilroisoDhth!late l k8 1 isophthalic Acid 0857k8
0 Mclhanol 0 89 kg
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RA may rake appropriate aciion as per the decision of Norms Committee コ

Case No=287′12′82‐       .PaⅢ Name BALAJ
ALC4/2018            1LlMITED

HQ File              RLA File
101′ 827050/00914/AM 197    131′ 83/040Ю 0062′ AM19′    '40,2018        1      1
DecLion:The Comnlitec considered thc case as per agcnda in the prescncc ofTechnta Expers and lllthel

light olearlier dccision raken by NC in its Meeting No. 8182 dated 25.07.2018. it was decided 1o ratiry the

ad-hoc input oulpui norms under para 4.7 ofHBP as per details below or as applied by firin whichever is

Expo11 product Qty SI

No
Qty. allowed

N‐METHYL 2-
PYRROLIDONE

l kg | METHANOI 0 37 kg

, AMMONIA
ANHYDROUS

0 16 kg

づ GAヽ4MA
BUTYROLACTONE

0 90 kg

RA may iake appropriate action as perthe decision ofNorms Committee.

Case No■ 181′ 12/82‐

ALC4′2018

HQ Fne
:011821050100808,AM 191

Party Name:DSM SINOCHEM MectNo′ Date 12′82‐    IStatus:
PHARNIACEUTICALS INDIA ALC412018        1Approved
PVT LTD               12 12 2018

RI A File

i22′ 24,0407000441AM 19′

lic No/Datc122 1 00 15954

26072018

D€cision: The Commitlee considered the case as per agenda in the presence of Technical Expeds and in the

light ofearlier d€cision taken by NC in its Meeting No. l0/82 dated 16.10.2018, it was decided to rati! the

ad-hoc input output norms under para 4.7 ofHBP as per detaih below or as applied by firm whichever is

325 lo\rer:

Export product ExP

Otv

SI No Import items Qry. allowed

Amoxycillin Trihydrate Through 6-
APA Roule through Enzymatic
Route

l kg l 6-Amino Pencillanic Acid 0 55 kR

2 0005k負

づ Dc)-p-Hydroxy phenyl glycine 0 477 kg

RA may rake appropriate action as per the decision ofNorms Committee.

Casc No■ 18″ 12β2      Patv Nttα DSM SI｀ocHЁM McctN3D語 :麗/82   S[品 も:~~
ALC″2"8     

留 ↑lttCEU■
CALS NDAサ

腎 盤 f    rppЮ
Ved

鵬 臨 OmγA↓ li~陽 ら璃 ′∞
"7^]L′
 1鼎 鼎

磁 而
"「

~~

326 Dccision: T le Commlttee considercd tlle case as per agenda in the presence of Technical Expelts and,it

was decided to ratlfv the ad hoc input output noms under para 4 7 of HBP as per deta'ls below or as

applied byら rnn lⅣ hichever is lower:

Expon product Exp
OW
SI No Import items Qty. allowed

一

 |



⌒
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RA may tak€ appropriate action as p€r lhe decision of Norms Commiltee

Dccision: Comminee considered case as per agenda and deliberated on ihe matt€r in the presence oflhe
technical experts and il was decided lo ratiry $e ad-hoc input outPut norms under Para 4.7 ofHBP as per

delails below or as applied by firm whichever is lowerl

|∬:1出
t∫響喘1lil鞘書」11lkg

1 6AM!NO PENICILLANIC
ACID(6‐ APA)

0 596 kg

, ELCOLASE(ENZYME) 0 005 kt

, DG)Alpha Phenyl Glycine Base 0417k8

| M「 IHAN0 0 322 kg

327

:01′ 82′05000810′AM19′       :22′ 24′040111K38′ AM19′       26072018                        1

撲P鰍曲鵬 究島財 器∴疇 需客r露:昭1,MI
Exoort OW- Sl No OtY. allotled

Clarithromlcin Cranules
l3o/o (Suspension Crade)

lkg 1 Cla dromycin or
Raw Materialof
Clarithromycin as per
SION A-2261 on pro-

0 3333 kg

, CarboDol 0 25 kg

, HPMC Phthalate 0 44 kg

4 200k,

RA nlay take appropriate action as perthe decision ofNorms Committe€.

HQ Fiに RLA rit Lic No′Date:2210015952

Caseヽ o l17,12′ 82‐ ALCツ2018 Pan,Name 141CRO LABS   Mectヽ o‐ Dale 12 82‐     Status:

Case No■ 183′ 12′82‐       Parl,NanelND‐ SヽViFT    Meet No/Datei12'82    Status:
ALC4/2018             LABORATORIES I TD,    AI C4′ 2018         ‐Approved

12 122018

:TD       I借
"盤

f    卜
ppr"“

HO国e~   ~~~畷 LA Flle~~ふ
ふ   断蓼雪青

砺而 i"652「
~~~

:01′ 827050/00644′ Aヽイ1ツ      107/24704000097′′

Export product Exp

Qty

SI No lmport items Qty. allowed

AnDxicillin and Pohssium
Clavulanate 375 m8 fablets
( Each tablet Conlains Amoxicillin
Trihydrate equivalent to
Amoxicillin 250 mg and Potassium

Clavulanate equivalent lo
Clavulanic Acid 125 mg )
BP/EP/IPfuSP 890,63 KG

Number 1 AMOXlCILLN
TRIHYDRATE
Bやヽ P/iP′USP

292639m」 bヽlet

2 DlLUTED
CLAVULANATE
PCITASSlUM(11)
BP/EP/1P/USP

303 773 myabtt

Amoxicillin and Potassium
Clavulanar€ 625 mg Tablets
( Each tablel Conlains Amoxicillin
Trihydrat€ equivalcnl to
Amoxicillin 500 mg and Pota5sium

Clavulanate equivalenl to
Clavulanic Acid 125 ms )

1 AMOXIClLLnヾ
TRIHYDRATE
BP′EP'IP/usP

58527,Ingltablet

2 DILt'li'D

CLAVUI ANATE
POTASSIU M(11

303773m81taЫ 0

」
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BP′EP,IP/USP 13964 06 KG BP'EP'lP′USP

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

Case No:1'7′ 12′82-

ALC42018

・ 9器315。 00804■ MIシ

Party Name SHANKUS
PHARMACEUTICALS

Mect No/Datc 12/82‐

ALC4′2018
12 122018

IRLA FJe

■08′24040/00134′ AM19/
Lic No/Date:0810143149

10i082018

Decision: Comnrillce considered as per

Ceriificate ol Anrlysis (COA) ofinrport
ag€nda and it was d€cided to ask the llrm
item from for€ign supplier and pharmacopeia

to furnish copy of
specification COA

'30

Case No.:312/12/82- Part) Nam€:AMI ORGANICS Meet No/Date:12182- Strlus:
ALC4/2018 l-lMlTED ALC4/2018 Approvcd

t2.t2.20t8

HQ File RLA File L ic.No/Date:52I 004271 8 :

:0 I 18:/050/00919/A M I 9/ 152/24104010003'l i AMlg/ 0 L08.20 I 8

Dccision: The Comminee considered case as per aginda and rn the presence of the rechnical €xp€rts, it I

was decided ro ratily the ad-hoc inpul oulput norms in respect of above m€ntioned advance aulhorizalion

under para 4.? ofHBP as p€r details b€low or as applied by fim whichever is low€r:

Expo( Product Export
Ouantity

S No Quanrit)

1.2,4‐ TRIAZOし 0(43a)
PYRIDIN 3(2H)‐ ONE-98%
MIN

|ヽ3
|

SEMICARBAZIDE
HCL‐ 99%MIN 2 806 kg

2-Chloro Pvridine
1 37 kg

,
Mono Ethylene Glycol

1 45 kg

RA may take appropriate action a5 perthe decision ofNorms Committee. 」

Casc No:19′ 1282-ALC42018 Pary NameJODAS EXPOIM
PVT LTD

HQ rne
:01782,050,006161AM 19′

RLA Fnc
:05′ 23'040′00214′AM19/

Decision: Dei-erred fbr comments ofTE
|

FStntus:               |

IDeferred l
Case No:296′12′82-

ALC412018

332 HQ FJe
:Ol′ 82′050′ 00923′ AM19′

Par● Name VERVE HtMAN
CARE LABORATORIES

IMeet…
ALC4″ 018
12122018

RLA File

161′24/040′ 00004′AM19′

Lic No Date:6110001530 Eたfer Datc:

02082018             :

Dccision:Coni:ilittec considered as per agenda and i〔 was decided to ask the rlnn to Furnish eopy oF Drug

Manulacluring l.icence (DML) showints approved compsosilion.

Mcct No Date:12′82-

ALC42018
12!22018

Lic No7Datc:051“07421

02082018
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Case No■ 349′ 12′82-

ALC4/2018

Ho Fne

Parly NamelBLUE CIRCLE
ORCANICS PVT LTD

Mcet No Datc12/82
ALC4′2018
12122018

〔ヽlA「 Je

:01182,050,009761Aヽ И191       037Q41040,00389′ Aヽイ19′

Stalus:

|

Lli゛ oわatc:o3108228И I

input output norms under para 4.7 ofHBP as
Decision: Commillce consider€d case as per agenda and as

meeting dated I9.06.2018, it was decid€d lo raliry the ad-hoc

p€r delails below or as applied by firm whichev€r is lower:

,j'
[xp

Qty

SI No

5 AMINO N N― BiS(2、 3

DlHYDROXYPROPYL)
iSOPHTHALAMIDE HCL
(ABA HCL)

l kg 1 ISOPHTHAIJC ACID 0 81 kg

2 3 AMINO 1 2‐
PROPANEDIOL(APD)

0 70 kg

3 PALLADIU M CARBON 0 001 kg

4 METHANOl 1 75 kg

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

Case No:35012′82‐

ALC4′2018

Parly Name:BLUE CIRCLE   Mcet NorDatc 12′ 82‐    IStatu§ :

10RGANICS PVT LTD     ALC4′ 2018         1Approved

10122m8    1~~面
而 面 雨 而 涵 雇HQ Filc

Olβν05111X1977′AM19′

Deci\ion: Commlrce consrdered rdse as per agend.t and a5 Per ea'lrer deli\ion ra}'en bj l'lc in rs a 82

mccling dat€d I 9.06.20 I 8. rt was de€ ided to raliry the ad-hoc input oulput norms under para 4' ? of HB P 6
pcr dctails below or as applied by firm whichev€r is lo\r€r:

RLA F,le

1031941040Ю 0333′ AM 191 02082018

334

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

Casc No:351′12/82-

ALC42018

HQ File

101′ 82′050/00978′ AM19′

Palt、 Name:BLUE CIRCLE
ORGANICS PVT LTD

IMeet No′ Date 12′82-

ALC42018
12122018

Rt A File Lic No′Date:0310822795  1

02082018             1:03/94,040/00332′ AM19′

Decision: Comminee considered €ase as per ag€nda and as

nreeting daled 19.06.2018, it was decided to raliry the ad'hoc

jj5 per dcDils below or as applied by firm whichever is lotler:

per earlier decision laken by NC in its 4/82

inpur output norms under para 4.7 ofHBP as

Export product Exp

Qty

SI No import items Qty. allowed

5‐AMINO N,N‐BIS(2,3

DlHYDROXYPROPYし )
lSOPHTHALAMIDE HCL
(ABA HCL)

l kg 1 ISOPHlHAIJC AClD 0 81 kg

2 3 AMIN0 1 2‐
PROPANEDIOL(APD)

0 70 kg

3 PALLAl)lt'M CARBON 0 001 kg

4 METHAN()L 1 75 kg

Exp

Qty

SI No lmport items

S AMlNO N,N,‐ BlS(2.3-

DIHYDROXYPROPYL)
lSOPHTHALAMIDE HCL
(ABA HCL)

l kg 1 ISOPHTHALIC ACID 0 81 kg

2 3 AMINO‐ l.2-

PROPANED10L(APD)
0 70 kg

3 PALI ADlUM CARBON 0001k8
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Pan Name OTSUKA Meet Noア Date11 2'82‐

CHEMICAL lNl)lA PRIVATE ALC412018
Casc No:671282-ALC″ 2018

HQ「
'le

“

)1182,050100633′AM 191

LIMITED

RLA F‖ e

:05′ 24′040′002,3′ AM19′

12 122018

Lic NoDatc:0510407432 :DeFer Datc

03082018

,36

Decision: 
-rhc 

Commillce considered lh;:ase as per agenda in the presence ofTechnical Experts and in lhe

light of earlier dccision uken by NC in ils Meeling No 6/82 dated 19.06.20 1 8 il was decided to ratiS the

aJ-hoc inpur outpul norms under para 4.7 of HAP as per details below or as applied by firm whichever is

Export product 0ヽ Sl

No
Q、

7-Phenylacetrmideo -3-

Chloromethyl Cephalosporanic

Acid Para Methoxybenryl Ester

(GCLE) While/LighlYellow

l kg 1 Penicnlin C POtassium lst C,Stals
Whte′ LitttYeuo″ Powder

1 80 kg

MerhanolLiquid 1 50 kg

Dinethッ I          Fonnamide
Colourless Liquide          __

080k8

4 Methylene Chloride
Colourless Liquid€

1 50 kg

5 2-Mercaptobenzothiazole Ceramish 0 25 kg

6 lsopЮ pyl                    Alcohol

Liquid                      _
0 80 kg

7 Sodium B€nzeoe Sulfinale 1 20 kg

8 Para Anlsic Alcohol(p MethoXyben夕 l

AlcohOl)Liquid           ____

0 52 kg

, 1.4 Dioxane
liouide

1 20 kg

RA m● takc appropriate action as perthe decisioo oF Non■ s Commlttee

RA may take appropriate action as per the decision of Norms Committ€e

―

l

Case No:184/12′ 82‐

ALC42018

337 HQ Fiiさ

:01182'050′00811′ AM19′

Partv Name VENUS
REMEDIES LTD

RLA File

2224/040′00045,AM19′

4ヽect No Datei12′82-

ALC4′2018
12 122018

_hl

Decision: Deltrred lbr commenls ofTE

鰹腑
九藤  恢認酔総 lD ~願需 el・/8戸

~岡
薫
“

HQ Filc               RLA F‖e              lLic Nυ Date:0910066548

Decisioo: Commrlree conside*a iase ar pe. agenda and as per earliel decision taken b] NC in its 8/82

meelingdaledil08.20lE. it was decided to ratify the ad_hoc input output norms under para 4-7 ofHBP as

perdetails below or as applied by firm whicheYer is lower:

Expon product Exp I sl. I lmpon rtems Qry. Allowed in

338

ｒ
ｌ
ｌ
ｌ
Ｌ



Qty No ks

FREE AMINE PIVALATE
ESTER

l kg 1 CBZ AMINONITRILE 119

HYDROXYL AMNE FREE BASE‐
50%

060

3 PETROLEUM ETHER 90‐
100(HEPTANES)

230

■ lSO PROPYL ALCOHOL う06

5 METHANOl 6928

6 METHYL TERTIARY BUTYL
ETHER

3(,8

, N‐METHYL‐ 2‐PYRROLIDlNONE 151
8 GLYCOLIC ACID(70%ヽ VET) 05,3

9 PALLADIU M METAL (,()(,11

TRI METHYL SULFOXONUM
10DIDE

1 34

11 liYDROBROMlC ACID 098

12 FUMARIC ACID 1 261

13 CAuSTIC PoTASH FLA KES 21()

14 TRIETHYI AMINE 113

109

RA ma] take appropriate action as per the decision ofNorms Committee

Case No:86′ 12′ 82‐ALC42018 1'a"y Nanc NEOCLN
CHEMICAlヽ しIMITED

IMcet雨′51te 12′82‐
ALC172018
:2122018

HQ File RLA Fiに Lic No′Date〕 0310822930

339

101,821050′007131Aヽ419`      103′ 951040′00243'AM19'      08082018             ‐

Decision: Colη nl ttee considered case as per asenda and as per earlier decision taken by NC in its 4′ 82

mec“ n3dated l'06 2018 1 was decided to ran,the ad hoc input output norms undcr para 4 7 of HBP as

p●r details bclo、 or as applied by nm whicheverislower

Export product Exp

Qty

SI No Qty. allowed in

kg

o‐BROMOHIXY[rRIMETHヽ■
AMMON]UM BROMIDE
(BH[AB〉

l kg 1 1 6 HEXANED10L 1 233 kg

2 HYDROBROM(AC]D48% 3 53kg

RA may take appropriate action as per the deckion ofNorms Committee

Case No:293′ 12/82‐

ALC42018

HQ rile

HIMALAYAN PRODUCTS& ALC4′ 2018
1NDUSTRlES CORPh、 P LTD 12 122018

l')art) Name:M/s

RLA File

Mcet No′ Date 12/82‐ Status:
Dcferred

Lic No′ Date:6110001534 DeFer Date:
31()

螂 鋸 ∞m面 ∝ 面
“

m“ va lle調Ⅲ Ⅲ 回 鵬
"mm■ 柵 :ど電器 i胤 訴 ∬棚

|decided lo ask the RA Dehradun to Clarifv the matter the said

Statusi

341 Case No=286′ 12/82‐ Part) Name:BALAJiA[4lNES \.lecl No l)irrc ll82- Status:
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ALC4′2018

HQ riに

01182'050/00013′ AM19′

LIMITED

RI A rile

:317837040/00076′ AM19′

ALC4/2018
12122018

1躙鼎
αコЮ
“・
p

Approved l

Decision: Comminee considered case as p€r agenda and delib€rated on the matter in the pr€s€nce of th€

rechnical €xpens and il was decided lo ratiry the ad-hoc input outpul norms as Per earlier decision &ken by

NC in its 6/82 meeting dated 26.07.2018 under para 4.7 of HBP as per detai,s below or as applied bv firm

|

(]a、 c No:251′ 12/82‐

ALC4′2018

Exporl Producl Expon
Ouantin

S No Quantity

GAMiИ A BUTYROI ACTONE l kg l
1、4 BUTANED10L 1 16k8

GBL CATAYLYST 0 001 kg

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

Pany Naine:PIINDUSTRIES  Mect No′ Date 12′ 82‐

LTD                  ALC4′ 2018
12 122018

HO「ne              RLA FJe             Lic No′ Date:1310049051

艦蠍 鼎 i島∫鰤 淋炉ょ龍蠍 艦咄需i価
|

lirm $hiche!er is 1(r\er:

[A.ry t ke app..p..te action as perthe decision ofNorms Comminee

Qty Sl

No
Import items Qty A口owed

in kg

PIA ‐ 5 Chemical Name:2‐

chloro● (methyにulrOnyl卜 3‐

[(tetrahydroFl ian 2 y!methoxy)

methyttbenZoiC acid

l k8 1 3{hloro -2-Methyl aniline 0612

Bro ine 06S6

Terrahydroturfrryl alcohol 0506

● Tetrahydroturan 0282

Sodium Mculyl Mcrcaplde 1625

Case No■ 10′ 12`2‐ ALC″2018 Parly Name DlVIS
LABORATORIES LTD

RLA「 ne
109'24/040700264'Aヽ力19′

Mcet Nυ Date 12/82

ALC4/2018
12122018

1蹴器
α酬∞
“
°9

Strlus:

HQ FJe
i01/82′ 050′ 00637′ AM19′

譲6“r agen[a and“‖
"●
面面
“
c編きr"ic PrよEFcc ofmeDecision:Committec considered c

,13

tchncJ expeも and i was decucd tO rati″ the ad h

NC in its 7/82 meetingdated24082018 underpara′

、vhichever is lo″ cr‐

Export product E、 p

Qty

Sl

No
Qtv
auowed in

kg

(Z)2(23‐
DlcHI OROPHENYL)2‐

(CUANIDINOIMINO)
ACETONITRILE

lkg 1 AMINO CUANIDNE BI
CARBONATE

142

2 ACETONITRIし E 300

3 2.3‐ DICHi ORO BENZOYI
CYANIDE

|19

10n as perabove dedsbn oFNC
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ヘ

1

一

Case No■ 11/:2′ 82-ALC″20!8 Parly Namc I)IVIS
l ABORATORIES LTD

IMeet No7Date:12′ 82‐

1倍

"盤

f

Decision: Commilte€ considered cas€ as per agenda and delib€raled on the maner in lhe presence of the

technical erpens and it was decided to ratiry lhe ad_hoc inpul outpul norms as per earlier decision taken by

NC in irs 41d2 meeling dated 19.06.2018 under para 4.7 of HBP as p€r dehils below or as applied by firm

HQF‖e
101782,050,00638,AM19'

HQ Fne
:01182,050′ 00639,AM19′

IRLA Fne
10924′ 040′ 00263′ AM19′

RLA File

:0924′ 040′ 002707AM 19′

Lic No′Date 0910066630 1DeFer Datel
()● ()02()18

314

コ

Case No」 12′ 12782-ALC″ 2018 Patt Name DIVIS
LABORATOR!ES LTD

Mcet NυDate:12′ 82-

ALC442018
12122018

Ll… |

04092018            1

315

necisiOn:comminee coosidered casc as per agenda and in consultation with technical expert present in the

meeting, it *as decided lo revise the inpul output norms under Para 4.7 of HBP as per details below or as

applied by firm whichever is lower'

Export Product Exp o, SI No Impon ilems Qty. allowed in

kg

TH10:ACID lkg 1 DI BENZYL TOし UFNE 1 235

, 2、2-BIS(BROMOMETHYし )‐
13-PROPANED10L

7462

3 POTASSIUM TH10
ACETATE

2181

4 N‐ HEXANE 039

) I)lM!,「 HYl ド()RMAMlDE 87()

6 ZINC l)t ST 1 ,65

7 METHYL TERT‐BUTYL
ETHER

212

8 N,N―

DIM ETHYLACETAMIDE
1 00

@rabove decision ofNc.

―――J

Case No■ 21′ :2′82‐ ALC4′ 2018

HQ File

:01,821050100648′ AM19′

Party Nainc ZENITl:
IDYEINTER,■ EDlATES
ILIMll ED

RLA File

i03′ 95'040005197AM 19′

Mecl No'Dnlr lzr'81- Ststtrs:
At.C,li 2018 Deferred
lt 12.2018

t.ic.Noll)are:03I08:1507 DelerI)ale:
04 0q l0l8

Export product Exp

Qty

SI No Qty a“OWedin

kg

N‐B03‐ETHYLENED:AMINE l k8 1 Dl‐ T‐BUTYL Di
CARBONATE

17758

2 ETHYLENE DI AMINE 26637

3 Ml■ HViliNE CHし ORlDE 519

RA maytake appropriate action as perthedecision of Norms Comfiittee.

′０
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Decision: Dcferred for comments of TE

Casc No■ 348′ 12′ 82‐

ALC″2018

3■7 HQ File

Pariv Name I)IVIS

LA130RA!ORlliS LTD
イヽeet No′ Date 12782-

ALC4,2018
12 122018

Status:
Deferred

1耶れed
|

― ―
― ―  |

|

RLA File Lic NolDate10910066654
:Ol'821050100975,Aヽ 419,      :09/24,040′ 00269,Aヽ419ア       10092018

Decision:Deterred lor commellts of Tじ

Case No■ 252′12′82-

ALC4′2018

HQ FJe
101′ 82′050/008791AM 19/

Party Name:PIINDUSTRIES
LTD

RLA FJe
:13′ 24/040/00096'AM19'

Mcet Nυ Date 12′82‐

ALC4/2018
12122018

Lic No′Date 1310049067
12092018

Decision: Committe€ considered case as per agenda and delib€raled o;the ;itt., in tni p.er"ni.'or rrri
rcchnical $:pe(s and ir \|as decided ro ratiry the ad"hoc inpur ollrpui norms as per earljer decision taken by
NC ir irs .li 8l meeiing dared I9.06.?018 under para 4 7 of HBP l)s per dekils below or as applied by firm

Export Product

Ouantitv
S No Quaniity

717‐ じthcr Chemical Name:2‐

chlo『 o4‐(methylsulFonyl)‐ 31(2.2.2‐

t■ nuroethoxy)methyり ]benzOに acm

l k3 | 3-Chloro -2-Methyl
aniline

0625

つ Sod um Nitrire 0350
Sodium Methyl
M€rcaDlide

1902

1 Bromine 065
) Ethylene Dichloride 1()6S

6 0218
7 100
ヽ Trifluoro Ethanol 0503

RA may take appropriate action as perthedecision of Norms Committee

Casc No=20′ 12/82-ALC412018 Partl Namc CROPNOSYS

(INDIA)PRIVATE LIMITED

HQ FJe
:01′ 82,050,00647'Aヽイlつ′

1雉:淵Cレん2願
12122018

Lt Noわate0310823957
124092018

RIA F‖ e

:03,94,040,005271Aヽ 419′

Decision: Committee considered care as per agenda and deliberated on the maner in rhe preserrce ofthel

l€chnical experts and it was decided to ratiry the ad-hoc input output norms as per earlier decision taken by

34つ‖i:lAifil計
hg daed 25 07 2018 underpara 4 7 ofHBP as perdda s bdow orぉ ap"ed by ttnn

E\po.t product Exp

Oty

Sl No Impon items Qly. Allowed

2-Amino-3-Chloro-s-
Trifl uorome$yl Pyridine
Minimum 98% [FI]

l kg 1 2,3-Dichloro-5-

tl.nuoromet"I Py“ dine

[DCTF]

1 08 kg

RA ma) lakc appropriarc a.tion as per rhe dc€ision ofNorms Comhitt€e

Case No:254′12β 2-

ALC42018
Pa,NameiPIINDuSTRIES
LTD

Meet No′ Date 12′82‐

ALC42018
12 122018

|

Slatus:
Approred
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HQ Frle RIA tile lic.NoDale:111004q089
0l 8205000881AN4lo : I 3 241040/00 106 A M I 9 0l 10.2018

Decision: Committee considered case as per agenda and delibemted on the maoer in the presence of the

rechn;cal €xperts and it was decided to ratily the ad-hoc input output norms under para 4.7 of HBP as p€r

deta;ls below or as applied by firm whichever is lower:

Export Product Export
Quantity

S No Quan●,
Alloved in kg

IIYPE Chemical Name: Methyl I
(l-chloropyridin-2-yl) 3-
hydruxymcthy l- 1 H -pyrazole 5-

l kg 1 2-Ch1010-6-hydrazino
pyridine

0670

l-merhyl-5-ethyl
Dyridine

00224

l€tfthldroturturyl o4()()

RA may take appropriate action as per the decis on of Norms Committee
|

Casc No:344′1282-

ALC4′2018

HO「 ie

Casc No■ 343′ 12′82-

ALC42018

HQ File

Pally Nane DIVIS

LABORA「ORIES LTD
IMeet No/Date 12/82‐

IALC4/2018
|,2208     1

RLA Fne        ~~~Llc No Date 0910066725 1
:01′ 82′050'00971,AM 197      :09′ 24′040′ 00311んヽヽ 419′      08 102018             :

Decision: Committee consideК d case as per agenda and delibettted on●e mater in the presencc ofthe

cchntd expe■s and l was decided to rati,the ad hOc input output norms as per earher dec`lon taken by
NC in is 7,82 meelng dated 24 08 2018 under para 4 7 of H3P tt per detans below orぉ applied by flrm

whichever i,lower

351

E\port product Exp

Q●

Sl

No
Import items Qty.

allowed in kg

VAI ACYCLOVIR HCL

(ValaCyC10vir HcI Anhydrous)

lkg 1 ACYC1 0VIR 082

つ NN DICycLO HEXYI´
CARBODHMIDE

1 15

J FORMIC ACID-94% 052

4 Dl METHYL

「
ORMAMIDE

203

う ACETONE 750

6 Z‐ L―VALINE 123

7 PAll ADltlMヽガETAL 00022

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

PaⅢ Namc MEHTA APIPVT ,Mcet No′ Date:12/82-

LTD               IALC42018
112122018~~匠fFle      匝蔦扇面蒟面両「

~~~
1011821050/00970'Aヽ ハ10'       05'95'040'00697,Aヽ イ19,       10 102018             1

352 Decisioll: Co]nmittee considered casc as per agenda and deliberated on tlle matter in the presence o'the

cchica c、 pens and“ ws dc■ ded ω ral,the ad hoc hput omput nOrms as per eaHtr ded● on taken by

NC in its l,82 meeting dated 07 04 2016 under para 4 7 olHBP as per details belo、 v or as applied by flnn

whichever is lower:

Expot product Exp SI No Import items Qty. Allowed

ヘ
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霊辮
赫
~蕊
鰍 湮薦

1鋼
rC薦 綿 ed

HδTil「
~ ~~~― ―― RLIile         Llc No7Datc 0910066812 1

:01/82/050/00972′ AM19′     10924′040′ 00361んへM19′     02112018         1

Dechion: Committe; consid€red case; p* ag.;d; and asperearlier d<c,sion taken b) NC in its 10/82

meeting dalcd 16.10.2018, itwas decided toratirythe ad-hoc inpul output norms underpara,l.7 ofHBP as

353

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

Qty Sl

No
Qty Alowed
in kg

DEXTROMEIHORPHAN BASE l kg 1 N‐ FOROИ YL OCTABASE 1 55

, PHOSPHORl'S PENTOXIDE 120

TOLUENE 1 0つ

4 METHANOし 0824

う ACE「ON■ 0420

RA ma), take appropriate action as per the dechion ofNorms Committee.

MANUAL CASES

0,
A71THR(),4YC]N′ パZITHROIIYCIN
DIHYDRA]L BP′ EP′USP

l kg 1 AZl'HROMYCN AMINE
HAVING PURITY NMT 94● |

107k8

RA may take appropriate aclion as per the decision ofNorms Committee

Mん POLVDRUG LABORATORIES PVT LTD.
FNo 01′ 82′050700900,AM16′ DES―III

F No 03/95′ 040700219′AM16
Adv Au“ No 0310797101 Dated 07 07 2015

Case No B‐ 1

M No    12′ AM19
Date    12 12 2018

Dechion: The Commitlee re-considered case as per agenda and in the presence ofthe lechnical experts, il was

decided to revise the ad-hoc input output norms in respect ofabove mentioned advance authorization under para

,1.7 ofHBP as per details below or as app,ied by firm whjchever is lower:

Export I'roducl Expori
Ouantih

S No Quantity Allowed

MetoprololBase
lech. Spcc.r Pharmacopeial Grade

l Kg
1

4-METHOXY ETHYt
PHFNOL

0 665 kg

0 EPICHLOROHYDRIN 0520k,

j
MONO ISOPROPYL
AヽイNE

0 509 kg

RA nra\ lake aDpropriate action as per the decision of Norms Committee.



Casc NO B_2
M N0    12/AM19
Date      12 12 2018

RLA NOo5′ 24r04αoo258′AM17
RLA N0 05/2404011111X19 AM 17

RLA N0 052″ 040′ 00183′レヽM16
RLA No 05′ 2404070031シAM 15
RLA No o5/24/040/00439/AM16

０
つ

M/s Panacea Blotec Ltd

F No 0182 0507oo709′ AM 17
F No OI/82′ 050700223′AM 17
F No 01′ 82050Ю 101ツAM 16
F No 01/82′ 050011271ヽM15
■■901/82/050/01晏 7/AM16
Adv.Auth. No. 0510399580datcd 30.08.2016
Adv Allth No 0510398392 dated 05 05 2016

Adv Allth No 0510395354 dated 18 08 2015

′ヽdv Auth No 051o391623 dated 17 10 2014

′ヽdv Auth No o510396670 Dated 18 12 2015

Decisioni Thc cOmmittec rc_cOnsidcrcd case as pcr agenda and decided tO ra“
Fy the ad‐ hOc input Outpui noms

based On thc recommendation Of DBT o M No BT/1Lll15′
316′201o_PH)datcd 05062017, and DBT O M

NO Bフ IL05′422/2o16‐ PID datcd 27 07 2018 in respcct OrabOve nentiOncd advance autho「
izations under para 4,Or

liBP as per dctails belo、 v or as applicd by flrm、 vhichcver is lOwer

DTwP‐ Hcp B― Hib― Pcnttvalcnt
Vaccine(Easy,vc‐ TT)(Each vial
oF05 m!/1 dOsυ vial) 13641!r

5 23 Ltr

86 46 1tr

140gm

I3.90 gm

HAEM()PHIIじ s
INl:LUI!NZAl,TYPE
B(ONJ【 JGATE

¨ は h""ect Or A“ A"i No口
""o3れ

にd mlttfT山
“・
缶 mh"nお rm"n■ mrm"snot requirea tO nx for impOrtitem nane,``Aluninium

RA may take apprOpr ate actiOn as perthe dec,siOn of Norms COmmittee

l minion

doscs vials

PURIFIED
DIPHTHERIA
TOXOID
CONCENTRATE
ANTIcEN BULK

PURIFil:D TETANUS
TOX011)
C()NCENTRATE
ANTIGI]N BULK(@
lr)001-liml)
lNACTIvATED
VヽHOLE CEll
PERTussls l〕 ui K(@
J,29●アipl)
HliPATiTIs l〕

VA((,IN:

lixporr
Q9?ntity 匹

―
―

―

―

―

―

―

―

―

Ｉ

Ｌ

卜
‐
２Ｌ

‐
３ト

ト

Ｌ
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Casc No B‐ 3

M No    12′ AM19
Date      12 12 2018

RLA NO o5/247040 0013α AM 17
RLA No 0524′040′ 00181ル Mヽ16
RLA N0 05′ 2404000597′AM 16
RLA No05′ 247040/00307′ AM 17

M/s PANERA BIOTEC PVT LTD
F No 01/8270507005417AM 17
F NO o1/8ν050′0143σ

“

И16

F No 01′ 82′05070∞ 50 AM 17
F No 01′ 82′0507oo926′AM 17

Decision: 'I hc Commirrcc rc-considcred c; as p(r agcndJ and dccrdcd ro rarii) rhc ad-h,\ rnpur uurnur nurrns
No.BT/ll-/05/422l2016 PID dated 27.0?.20t8 in icspccr of aborc

I to 3 underpara 4 7 ofHBp as pcr dcrails bctow or as applied by tinn

bascd on thc rccommendarion of DB'l O.M.
mcntioncd I advancc authorizations ar scriat no

l. Adv.Auth. No. 0510398951 Dared;4.06.20t6
2     Adv Auth No 0510395496 dated O1 09 2015

3     Adv Auth No 0510397827 datcd 04 03 2016

4     Adv Auth No 0510399924 dated 28 09 2016

lixport
Ouantilv

S

No
Impon Producr ] O,oniiiy ,rrro*"a

Hl引 'ATIFIS I〕 VA((lNli

lgm
1

MAB IiEP l)

2 sEprrADEx G-25 MnDruM lJ,li lt^ *,.,,.,,.,
HAEMOPHII US
INFI ULNZAI:「 YPl:I〕
CONJU(〕ATIう

Igm
● 躙 :ぇ器

D ЮR臨
庶 薫

ヽ SEPHADEX C.25 MEDN]M I O I !S
| (wrrh 5"/o waslaac)

E)(pon Producr
Ｖ

ロ

ーー

Ｏ

　

ｎ

恥

』

Ｓ
、

03421_lr

(with 5%wastagc)

0 164 kg

m2苺 a80

0 400 kg

(with 5●/● wastagc)

0 463 Ltr

(Mth 30%wastage)

HEPATIT S B VACCINE

lgn 1

ACS BH PuЩ FICATION
MABS COLUMN(alsO knOwn
as lmmuno Afflnity matrix

ScPahrosc CI.4B AC MAB
HEP l)

, SEPHADEX G 25 Ml:I)IUM

3
WHATMAN DE 52
CEI LUI´OSE

HAEMOPH LuSINFLUENZAE
TYPE B CONJUGATE lgm

4
Tl〕TANUS 10xOID「 OR
CONJUGAT10N

5 SEPHAl)EX G 25ヽ 4EDIUヽ4 0 022 kg

`with 10・

.

墨全maV take appropnate n⊆ 口り ■2,rthe ded● On OFNorms COmm"tee


