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Offi.. of Di.cctoratc Cen.r{t of t-or.ign Tr.d.

Nci! Delhi-

Minutcs ol the Norms (irmmiter (r!(-j) i\,t!.cling No. lI/E2-ALC4/2018 Ml:,]'llNG DATE :
15.11.2018+ctullly held on 28.ll.20lli nnd i0.1t.2018) for considering rhc casvissues undcr Dur)
Exempiion Scficmc (Chapler.l) oltitrciSn ttade llrtic).2015-20 pdaining lr) Chemicrt and Altied producls
falling under Chapler 29 a.d 10, held under thc Chrirmanship of Shri Salyan sharda. Addl. DOFT in Room
No.ll. Ud_"-'os Rhawa.. Net! D€lhi.

lhllo$in8 membcrs werc prescnlr
Shri Nirmal Kumur, Dy. Dircrlol Cc.eBloiForeign lmdc
Shri S.K. Pansrahi. Lconomic olUcer
Consulllnr- Tcchnicrl Expen l,hcmaceuricnh
(bnsuhanl TcchDical Erpcn ( hem;cak

Thc commhtee \!ent throoSh lhe minutcs of carli!.r meeling No. ]0/82-ALC4/2018 MEETING DATE :
16.10.2018 (actu,rlly held on 05.1l.20l8.rnd 13.I l-2018) and approlcd th€ same

MIETINGNUMI]ER : I I/82-ALC4/2018 MEETINC DATE: t5. .20t8

M∝tNυDale n′ 82‐
A:.C42018
15112018

lc No7):■じ:0310798,74
1082()15

l)、 、 1、 |,I      I

was decided 1o mrif) thc ad-hoc inpul output norms under paru.l.7 ofHBP as pcr derails bclow or as appl;ed
by firm whichcver is lowcr:

'Ihc Commhtce noted thal the 4.07 applicalion is still awailed lrom RLA. Munbai. cnce,
dec,ded to call fo. a copy or4.0? application froft RLA. Mumboi ror funher considemlion of rhe ce.
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SI

No
0ぃ Sl

No
0い

1 STじ ROル Mヽ250(Stca。 |

Am nc Etho、 ,atC)

150000
kg

1 STじARYI AMiNI] 2,117k8

ETHYLEllE
OXIDE

120882 kg

, STEROL 1206
(l au● l Alcohol

Ethoxylatc Lauryl Alcoho1 4

mole Ethoxytatc)

150000

峰

l AURYl
ALCOll()L

8'617ヽ 8

1 ETHYll:NE
OXIDE

66382ヽ 8

STEROL 1320
(lSo Tri Decyl Alcohol
Etho、ylにrrri D∝ yl Al∞ hol
i,molcs Culoxylatcd)

150000

k8
S l RI DI,(Yl

AI´COI10L
31647k8

6 ETHY[I:N ll

OXIDE
118353 ks

4 STiう R FEK G 260

(Glycerin Etho、 ylnte、 Clycer n

22 mo ci,tho、 ytated)

750(X)

kg
7 GLYCIう Iヽ lN 6507ヽ 8
8 1]「HYl,NJ

OXIDl:

Castヽ o:491′ 4′82‐ Parl、 Name:STFR1lNG
AUX 1lARIES PVl LTD

1器3児500“
'9広
Mlヤ :03′95104()1008471Aヽイ15'

1_ic No Dalei0310792906

14012015

Casc No:161′ 13′82-



lRA may lake approp ate action as pcr thc deision ot Norms Committee.

:  This∝T has alに溜,Witlldrawn in Nc m∝

“

ng No 9782 Aし C4daled 18 09 2018 as thc nnn
inform€d lh6r lhcy had sun€nder€d rhe subject Advance Aurhorization to RLA, Vadodara and the sam€
also be€n cancelled by RLA, Vadodar..

: the Coihmilte€ mnsid€r€d lhe cast as p(r agenda and it was decided ro csll lhe lirm for Frsonal

朧脚 剛踊 饉 1■c awaited Thc ca、 cis detred

Th€ Commillee nolcd lhar thc :1.07 upplicalion is slill awaitcd r'rom RL,A. Mumbai. Hence. i1
dccided to call lbr a copy of4.07 application t-rom l(t.A. Mumbai tor funhcr considcr.rtion ofthe ce.
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Case No:lo9′ 10′ 82‐

AI C●′2016
Parq Namc:DsM SINOCHEM lMccr No,,Datcitt/82-
PllARM,\Cr,t ( At,S tNDlA lAr.C4/2018
PV「 LTD 1511 2018

LicNO Date:2210015511
23062016

: The Committee Msider€d ce as per aSenda and hthe presencc ofthe r€.hnicat experrs. it
decid€d !o ralify lh€ ad-hoc inpd ourpur noftns undcr pam 4.? ofHAp as pe. dctaits betow or a apptied

firm whichever is lower:

Qtゝ St

No
Qtl. Allo$ed in k8

くOSUVASTAllN CAI CIUM l kg | 134

3 287
4 ChlotatSclaldehydc m1 45%

CAA
161

) 116

6

7

8

り

0

l 2.2.Dimethoxy Propane 087
, Sulphuric Acid
13 Bl Sl“ 2 Mereapto-lIト

I〕cn′ othiazolo

10S

!“ DiSodium lunssten

15 I lydroSen Peroxide 15 %
|● 1()23

17 Liquid Nilrogen

l' N‐ イヽcthyI Pw01idOn

20 sodium Iivdro\idc Flakes
21 28(RSV Side Chain)[4く 4
Fluort phenvl16‐ Isopropyl‐

2‐ 1(N‐ Methyi

SulFonッ l)‐ inolp,imid■ yl‐
5ットromyl]

1,9

2‐ イヽethyl Tet・allydЮ fllan 875
23 Sodium lcniary Buroxide in

IIIlr30% - 2M soluftn
Meulyl Tertbuサ l Ether

(MTBE)

26

27 O SO

′ヽcctc Ac d Gは ca
(::ltium (:11 0ridc Dih、 drt:tc

'The nrm vide their lettertlated 05 12 2018 has submitted tllatthey have impo● ed o■ ly nbove 10 raw

に



m!t..irk rg.insl2.l rr* mrterlrls. Hetrce trorms is not ntified ln respect ofother lt.llrs,

RA may lakc appropriate aclion us p€r thc dccision ol'Norms (bmmillcc.

Mcct No Date:ll′ 82‐

ALC4′ 2018
15 112018

1棚児5m5mAm7 1鵬橘醜90 AMロ

l Al)ヽ
一‐‐―

HQ Fne
:Ol′82050/∞ 792AM 17′

1濶

W睦

囲辮
。1¨

l ic N(■ 1)atc()3108065■ 1

Il.Ckloi: The Commitlct considcnd crs€ as per agcnda and in lhe pr€ssnce ofthe lechnicsl expcds

*a"s dccided to diry the adhoc input output no.ms undcr para 4.7 ofHBP as per derrils b€lo\r or as app

by firm whichevcr is loser:

Sl

No
0い

乳 hp°
rt Lms Ql)

1 STERO MDeA(PlP)‐ A(BlcndS
OF Pipm21nC&Mぬ yl Di Cthanol
Aninc)

lヽ 8 | MONO MCrHYL
AMINE

O1369k8

JHヽ |卜ヽ ()ヽ |)ll t13886k8

IJIJ く /ヽ1ヽ 1 ●ヽ・ . 04745k8
STEROL  161880  (Ce10meryI
Al∞hoI     Poly     cly∞ 1

Etherrcelllsteeryl Al∞ ho1 55 1noles

Ethoxy18ted)

1 ヽ
=
4 CETO STEARYL
ALCOHOL

00957k8

¬
剛Ⅵ■NE O測DE 09K143咆

may t0ke app.oFiale a.tion os p€r lhe dclision olNorms Commitl.e.

l,rrt\ \,nnc lll | | lr( )

[ヽ 1)

:(),121,()10,(〉 0311■ヽヽ 117

llecヽ lo■ :  rhe committcc considcred casc as

oFthelechn cal expet l llas d∝ id“ ω ra“ら
delalis bclo、v orぉ app ied by`nn whichcveris

pcr aScnda ud fi m's lcltcr dated 14.09.201 E in the prc*n@
, thc ad-hoc input ourput norms underpara4.T ofHDP as per

Exporl producl 0い SI

No
Qt,

1 8ヽ 1 9‐ brt・ mO‐ 3‐ (2‐bЮmoacctyり‐10,11‐ dihydlll‐
5H‐d hen′ oiC,lChrOme■ ‐8(9H卜one

1 00 kg

0 (2S.4S)-4-(Mclioxymethyl)- 1,2-
pyffolidinedicarboxllic acid l{l,l
dimcthrlcthyl) cstcr

'l he Iirm

t4.09_2018

submitted

that lhey

s€rial No.

2-5 excepl

3 (5S)‐ N‐(MCthOXycarbony)し_Valyl‐ S―
mcthy‐ L‐ 0子01 ne

4 Te“‐butyl(2S.4S)‐ 2‐ (5‐ (2‐((2S.SS>1‐
((methOXyc3ibonyl)‐ 卜Vユ lyl)‐ 5‐
n・ethッ |,yriO idin‐2‐yI)1,11‐

dihydrOisochlomcno

(4.3.6.7inaphth。 [1.2‐dlimida201■ 9‐yD‐ lh‐

imidaa12‐ yい●‐

mcthoxymelhyD"rOndin■ 1_carboxNlate
〕 (R)-2-((meihoxycubonyl)amino)-2-

18

IApproved
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No■ 168′ 13/S2-

4′2016

孵

lLTERID I・NBR躙 ¨

:盟璃i蕊11話;… 1評漉nf麟
楓編I

1鵬帰5υ∞7ふ扁

6 2‐c llor● 46-dimeth()x、 ‐1 35-tri`zine

7 (1‐Cメn02 ethoxy 2‐
o、()elhyl,denaminoo,)d methylantino―

n orpholino‐ carbenium
hexanuorophosphate(COMU)

ヽ l)DQ (2.:l-dlch lo o-s-Gdlc-_rno- I .'r-

maytake appropriale action as pcrthe decision ol-Norms Commitlee.

'ion: The Commi.l€€ considered case as p€r aSenda and li.m,s letl€r dated 14.09.2018 in the
nce ofthe technical experts, it was decided ro rar;fy the ad-hoc inpur output norms under para 4.? oI
as per deta;ls below or as applied by firm whichever is lower:

Qt, SI

No
Qtv

l k3 | 0‐ bloino‐ 3‐ (2‐bromo“ et>1)‐ 10,11-dihydlo―
5H dbcnzol..glchЮ men 8(9H)Ю ne

1 00 kg

2 (2S.4S)‐ 4‐(MethoXymethyり‐1,2-
pyrrO‖ dined carboxytic acid l(1.1

dinethylethyl)e● er

Thc firm
vide their

14.09.2018
(5SlN-(Mdhoxycarbonyl)-L-valyl-5-
methyl-L-proline

1 T€rl-butyl(2S.4S)-2-(5-(2-((2S.sSf l -
((mcthoxycarbonyl)-l-valyl)-5-
methylpyrrolidin-2-y1)
I,l l-
dihydroischromeno(.1,3,6.7lnaphrhoIt,2-
dlimidazolc-9-yl)-l h-imidazol-2-yl)4-
merhoxymelhyl)pyrolidine- l-carboxylate

う (lt)-2-((melhoxlcarbonyl)amino)-2-

`
2-chloro-4.6-dimerhoxy- 1,3.5-rriazinc

7 (1‐CyanO‐2●thoxy-2‐

o、octhyli“ naninooxy)dinethylaminO_
mopholinO_carbenium
hexanuorophOsphatc(cOMU)

8 DDQ (2.3-dichlo.o-5,6dicyano- 1.4-

m.) l.lle apprupriare oclion as per rhc des on ofNorms Commntee



l icヽ o11)atc lメ ,oO`,1172

lkcLion: 1ヽ c Commiltee considered case as ptr uscndl and in thc prcrncc orthe tchnical cxperts,it

decid€d l(J mti ly thc ad-hoc input output norms under pam 1.7 of HllP as pcr dchils b€low or s applied
iirm $hichc\c. is kr\cr:

貯辮
加″

1囮鳳3珈7~

0ぃ

T BOC HYDRIZENE OR
ATZANAVlR  (ATZ)  l
HYDRAZINE        OR
N‐      (4‐ PYRIDIN-2‐ YL―
DENZYLト
HYDRAZINECARBOXYLiC
ACID TERT‐ BUTYI ESTER

l kg | 4判 ,ROMO
l'1:NZAlJ)じllYDE

1 17,kg

R :I YL ORTHO
101て ■ヽA「E

1 88k8

|「 IR′  ヽYl)ROFURAN 1 363k8

1 l,3‐

BIS(DIPHENYLPHOSPlllNO
PROPANE)NICK ELlil)
CH1 0RIDE

0 0542 kg

5 Iド ()PROPYL ALCOHOL 3 72 kg

| !()%PALLADIUM
(ARBON 50%Wじ T

1,00,ヽ g

7 |)1(l'(つ く0ヽ4ETHANE
(Ml)C)

4 73 ks

8 |()l UENE 573ヽ8
, |ヽ ヽヽ

「
1 54k8

RA may lakcrpprupriat€ action 6 perthedecision olNorms Commitkc
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貯淵
31138´ .Pm、  Na ll。 1111111く ()1 ′ヽ13S

ILIMITED

|

厩1lli:iЮO,コハMロ 卜LA nt
109/●4/040(X)3421ANl171

Nieet No/Dalc:ll/82-
A r,c.1/20I8
t5.l l.20rs

L-i;N;, bir nri)ror rv r 
'

l7.uq.2uto

oF

D.ririor: Tte Commi(ee considerEd c3s€ as Pcr ag€nda and firm's lener dared 14.09.2013 in the
prere ofthe tcchnical expens, it w6 decided to .atili the ad-hoc input output noms und€. p6E 4.7 of
HBP as pcr dcl.ails below or B arplied by firm whicheler is lowcr:

Qty ｍ
ヽ

Qly

l kg 1 9-b(nno-l-( 2-brunoacer) l)- 10. I Idihydio.
5l l-d iben-l c.q lchromcn-8( 9H )-onc

100k8

つ 7-llrd()\!- I-LtLrabnc

14.09.20t8

3 l -l.l-btrnno-llchloromethll)

4 D-alrrha Dhcnll qlvcine

う

L‐ PЮiinoS‐ muけl ethylesle“ SSン4 mcthyl
ben/tne sulFtlnatc

6

| |



RA may ilkc appropriate action c per rhe decision o|\ormiiomiiie-



No:114′ 13′82-

`′

2016 1鍼
蔽
咽 穆 …

lta Hl" 

-BL^ 

t l.i;.N"Dal...o9loo6,ll9,
1) I/82/050/007.12r A M l7l r0912{/0.10,00:l.lt,\trI17 t7.09.2016

Decision: lhe t ommiLer cunsi.lrred cJn ,.fL, .'!u,JJ rnJ rirrn \ ru(r tlJrc;-1f,;o.:u tE in rh(
prcsc cc olrhc rechnical cNpens. iL \vas dccidcd r{r r',ritj lhc rd-txrc inpur oulput no.ms u.de. pall 4.7 oi'
lltll, as pcr dctaih bebw or as applied by Urm \vhlchc\er is k^!cr:

|う

Oty ｌ

　
ｏ

Ｓ
一

Ｎ

Qty

l kg | 9-brumo-3-(:-brumoacctyl)- l 0.1 l -dihydro-
5H-dih.n70lc.!lchrcmcn-8(9H)-one

100k8

0 7-l lydroxy- I -tcllalone The finn
videthek

t4.09_20t8

imporled

l -[+brom(F3-(chloromethyl)

1 D-alpha phcnllslycinc
5

L-Pdinc-5-mclhylelhylesrer-(55l+methyl

may iiake appropriale aclion as per the decision ofNorms ( ommitee.

Parll Name CIPI A l]MH El) McetNVD■ c:ll′82‐

lic No/Dat:0310808312

Par● Namel〕 1:||(lR(I「 Meet No,Daで :11,82‐
10RGANICS PVI 111) LC4/2018

]5 112018

c No,I)ュ t● :()3108()8830

1()2016

Th€ fim was requested to fumish complctc tcchni$t dctaih as per Appendix 4E along wirh
r@tion, moleculu weight and y;eld on molar hsis. Repty rrebivcd flm rhe fim is under

Casc No:21′ 1782‐Al.C42016



Rl´A Flle

:0,′24/040′00461′ AM17′

1颯
酬‐
医

Lに NoわmcO,10“4401 1
18112016      1

DecisioD: Thc Commiltcr considered case as per agenda and in thc prc$incr oflhe lechnical experlr. il
dccided to radfy $€ ad-hoc inpul output nonns under paro 4.7 ofltBP as per details below or as applied

b) lirm Nhichcvcr is low$:

Ql〉 飢
¨

Qt,

●AMiNONく 2R3S) (3‐AM!N02‐
HYDROXY‐ PHENYL‐ BUTY:卜 N‐
lSOBUT′ LBENZENE
SUしFONAMIDE

l kg ] 150k8

Ditcrt Butvi dicarlヵ nate 195k8

retrahvarOruran 500k8
4 〔ert Butyt chloride 7 20 kg

5 017k8
6 2 70 kg

7 1 77 kg

8 1 1l k8

Rl\ may take appropriate aclion as per thedecision ofNorms Commiltce

陶
幣

‖E‐Ю  LAIIS Mα■NoDatc:11′ 82-
ALC4/2018
15112018

Mcet No7Date:1182‐

ALC4′2018
15112018

Slalus:

|に me        Ⅲ、ぃに
       |1含 |」1・

り1°°64400
101'821050'01305,Aヽ1171       0,,21101010043aAM 171

Dccision: lhe (Immiucc.onsid(cd clsc !s pcr x8cnda rnd in lhc frcscncc oirhe technicat e\pcrls. il
rvas dccid.d to ratili thc ad-hoc ifnut oulput norms undcr pxrd.l.7 ot tlllt, rs Nr dcrails betow or as appticd
by lirm $hichclcr is k\lcfl

01) ｍ

ヽ

ｔＶ

・

Ｑ

3-13(4FLUOROPHENY:´
)‐ 1‐(1‐

METHYLETHYL>lH‐ :NDOL‐2‐YL]
くE>,PROPENAL

l kg 1 N‐MethylN‐ Phcny1 3-
Amin“cЮlein

0 82 kg

S‐ (4‐ l'luorophenyl卜 1-(l―

Mcthylethyl)‐ 1lI‐ lndole

1 03 kg

1 00 kg

4 3 00 kg

RA ma)-. take appropriak action os pcrftc dccision olNorms Commhtcc_

Case No:120′ 17′82-

ALC42016

器 3‰ 00Ю8νAM口  1鷺 分詰 α嘔 0独 Mψ
しic NolDale:0310809205
22 11 2oi6

Caseヽ o■ 1212082 Party Name:HETERO LABS

I)1′ 82′050101298,AM177

Case Nα :128720182-
ALC4/2016

1蹴臨.{Tim!1踏∬∬:鵠躍器罵:翼庶欝麻∬:1計
S dttd“°副ha∞

"ご
Dttg

pr“uctiom the nm

9

.ヽ 1.C●′2016
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四
¨
日帯艦Wt 1躙

副 腰

rじR1lNG ~"語 N“D■αlり 82‐ALC″ 2)18
SPVI1 1)  15112018

lic No′ Date103 1080972,

'91J7Aヽ

1171  109122016

1 1DecLioD: I)oに rredおrcOmment、 of TE

lD..iliotr: D€lbrcd for @mmmts of TE

D..isior: 'l hc Comm i(ee considcrcd case as F"r rS.cndn and in thc presence ofthc lcchnical e\pens. it
d€cided to lalify lh€ a&hoc inpul outpul norms un&r para 4.7 of HBP es per d€lails bclow o. as applicd

bv fim Ntichevcr is low6:

Oty Sl

No
01y

ETORICOXH〕 l k8 1 l - l(6.mcthylpyridine-3-yll21+
mcthyl!ulphonyl)phenyl ){hanone

218k8

0 2'( hior(f 1 .3-bis(dimcthylxm i.o)-
tr;mctiiniunt he\ailuorophosphatc
t Vinalnidinium I lexal'luroDhosDhrte $lt)

232k8

45Sヽ8
1 0 39 kg

5 ls)|n!|r]I alcohol (Il' ) 432ヽ3
0 l 10k3

7 5 65 kg

8 0 43 kg

, 0 22 kg

10 Mcthdncsullbnic acid 0 73 kg

may takc appflrpriate&don !s per thc dccision ol Norms Commiucc.

l'oll、 3ヽ11で .ヽヽ R11 )ヽ t(iヽ

Fi e

鵬幣"
lic No′ Date10310810464
1101 2017

I I卜JI ]|:[)

), '1 11,(|{]| )`'1, ヽヽ 11]01′82′050ol10つ′A M 171

Panv NameTMYLAN MeL No/Darc:l l/a2- lSrrrus:

211

|

|| 」

剛
直



D..i!lon: The Commine considercd c,r\t !s pcr a8enaa and in rne pre*n* orte teJni"aiexp.n ir
was dccidcd 10 rutiiy the ad-hoc input outpul norms undcr para 4.7 oIHBp as per derails bcblv oms apptied

1eCommiue consiJcrcJ 1",. r.p.rr@'
rctir) rhe Jd-ho( rnpul .urtur norm\ undcr prrr 4.7 n,'HBp as prr J(rait\ b(h\r or r" apptied I

!cr i\ l.\$:

* 
I 
o') 

] 
{, 

I 
imeod i'cms 

I 
o,, I f

, rxg tr z.;.1.S terranuor.trnTil ct'taa. -, t.
: usP l:ffi,tffil

ll l-\ rr',1 ',.{5ot!

firm whichcler is lolver:

Qt). sl. ‐Ｖ
・
０

Hemihydrale USP

l kg 1 2.i.4.J Tekanuorobcnmyl Chloride 1.200 k-e

N. McrhylPip€mzine 0.432 kS
l. Llhyl I n n Dimethylamine Acrylale 0.641 k8
1 0.350 kg

RA may 10kc appropriare acti., a' pcirt" tte-ii"" .rlt.,m. O,,l]l.iu



P3t、 ＼t,ぃ。 くtヽ ヽヽ        1ヽせて1ヽぃ 1)ti(ぜ ||ヽ 2

licN.・/Date:0310810600
18()12017

The Comminee considercd case as pcr agcnda and in the pres€ncc ofthe iechnical cxpcns, it
d€cided 1o Erili thc ad-hoc input o{tput norms undcr plra 4.7 ofHBP as pcr dctails belo$ or as applied

ffrm \rttich*er is lowcr:

commin€c allowed the above noflns for onc ti6e bash and no rep&t norms is allowed.
l(A may iake apprcpriotc action as pcr thcdecision ol-r-oms (i)mmilrcc.

(lase No:11′ 1′ 82‐ヽlC″2017 4ヽcct NolI)atti1 1182‐

AI C412018

15112018

D..isio': 'lhe Commiue€ considcrcd case as per agcnda and in the prescncc ol the technical exp.ns, ii
nolcd thal in Mcelin8 No.7/8? ALC.I/2018. dt. l.+.08.1018. lhe tim \ra r.qucstcd lo turnish thc

tehnical delails as pcr Appendir 4E. Iloslycr. the @tuisitc rcply / intormat;on is still awoiled
liom the fim. Hcn(. lhe Comminee drcided ro issuc [llllBgEirds! lo lirm giling l5 dr)s time to

abolc inrbrnution. failinswhich thc case \illbc rcicctcd

卜o:58′ 4′ 82‐ Nam● 10M IECII Mttt NdDatc ll′ 82

LC42017 |(ヽ I ヽl)lヽ   ヽ ヽ  ヽ (11 ヽ
15 112018

liO「 せ RLA「 ic
i0 I /82/050/00066/A M I 8/ :0-l/95ru40/LrLrl6 I /A Nl I 71

Dechion: lhc ( (nnriltee considcrcd ersc Ns per rscndr .nd in the fiesenec rn lhc lcchnical cxpe s. it
nottd th■ in M∝ ting No 6″ 82 ALC4/2018 dt 26 07 2018 thc inn uas rcqucsted to imish lo1lo、 vin8

l TI)         ALC4/● 018
15112(,8

lQ FHe             lRI A ric
I〕 1′82'050,01263,AM17′   103'95/(140′ 00823,AM171

Completc chemi@l rcaction moleculu scighr StructuEl formula of imp(rl and export item
sho ng o/o yield ofevcry stageofr€adion-
Past pruduction consumplion dsta duly cedfied by C€ntralExcise /CS'I
Calculation lhea to arive ot thc mw material.

(1)

(11)

(111)

.lhe requisitc rcply / informltion is slill asaited liom thc um. Hcncc.-lhc Commincc dccided lo
ssue EiIlLBstiIdg ro firm giving 15 days ime 1() submir abole information, failinS which lhe casc *ill

(1:stヽ o:86′ 20′82-

A LC4′2016

Oty Sl

No
Oty

APOMORPHlNE
HYDROCHLORIDE EP7USP

l k3 1 MORPHINE BASE 340k8

I'art、 Naint GOI):ヽ ヽ.1ヽ Iヽ |

lic Noア 1)●1●10,1()064654

07022017

lic NolD`tt:()310811215

15022017



13

Ｆ
‐
‐
‐２６
‐
‐
‐ 鵬憎]l詰。蔦棚∬路淵11棚:1慧驚‖品f留棚li8T認ll懲

rorllard a copy of407

I'an) Namc:llllll.l.lAN I BIO Mcct No/Date: I l/82-
PHARMA PR V,ヽ lL

oヽ■ 374′82 PⅢ  NamCSARNA lヽcct N`)II)(■ cil llヽ 2‐

17 〔| ヽ (、 |ヽ 1'ヽ 111) Al´C4/2018
lS l1 2018

The Committec considered clse as pcr aSenda and in ihe pr.scnce ofthe t€chnicrl expens, ir
dc.id.o mtify thc adhoc inpul outpur norms under pora 4.7 ofHBp &s per deraits betow o. as apptied

fim whichever is lowft:

RA may lake appmpriate acrion as pcr rhc dBcision of Norms Comhilr€.c.

Pany NamC:ATHENA DRTJG lMeet No,Dare:t t/82-
DEI-IvtiRYsot.tfloNs ALC4/20tt

Copy of Drug Manuracturing Hccnec(DMI)
Cop oFMa¨i Batch Fomula(MBF)
Ceneric name。「thc imporl and export hem

Howcv€r. the rcquisiie r€ply / inlbrmation is $itt awaitcd trom the tirm. Henc€. Th€ Commitr€e decided to
issu€.Fili.l R.minder lo firm giving l5 days rime to submir ak)v€ inrbrmarion, l.aiting which the case wi

Case No■ 181482

IS l! 2018

01, 針
“

Iftpon items 0い

3. 5 DIMETHYL PYRAZOLE ′

DIMPA  ′  ORCANiC  DYE
iNTERMED:ATES SR‐ 122

l ks 1 ACETYL ACETONE
997●

1 286k8

HYDRAZINE HYDRATE
811●/●

0 87 kg

: |
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Dc.illon: Itc Commillec considercd casc d per agcnd! and in thc pres.nce ofthe lcchnical expcrrs. it
noted thatin M∝

“

ng No“82 ALC42018.dt 26 0,2018,thc nm waslequestcd to furlish lo‖ ow ng

l) Copy or Drug Manu● cturing ccntt(I)ML)
Copv Or Mster Balth ro翻 ua(Ml,ド )
Cencric nane ofthcimporland c、 ぃ)rt lem

However. $e requisite.eply / inlbrmalion is still aNaits.l lrcm rhe
issue EiIILBC!!|!!ET to firm giving I 5 days timc 1o submir nbove

firm. llcncc. The CommiltE dccid€d to
inrbrmation, failinS which thc cas€ will

HQF“ c
:01′820,0 00100rAM 181

RLA Filc

:03ρ 5/040/00995ム M17′

tic Nt● Datc:0310812K140

1230320!7

l)cci\ion: lre(unrrlrl(er({silrrrJ.$.r\,rL,L:!,tri.Ltrj,liDrlr.t)r.\.r,c,jl rh. (..hrj(rl r\t)c,r.,.,r
wus dccided to rariiy rhe.d-hoc iopur outpur norms undcr pura.l.7 olHBl, tis prr dcrails belo$ or as rpplicd
b! ll.m $hi.hevcr ir lou.r:

0い Si

No
Qぃ

CEFPODOXIME
PROXET:l´

l k8 1 7-Amino(cphalosporunicAcid (?-ACA) 08378k8
, Sulliranc 062()ヽ 8

3 Muthun.l 0800k8
1 lliじ lh、 I Aininc 047018
う lヽcth、 1で ,c(1)|()ridぜ 4 140 kg

6 2-MecmJ,.obo Z$ia7,ty(z>2-212-
Aminolhiazole-4-YL!2-Mcdroxyinino

0 8378 kg

7 l-Chlt!1rth\l Isonrop\l ('artDn!lc(Clill,C) 0477亀
8 1 270k8

, 0320k8
10 1 2o kg

11 1 27 kg

12 N N Dimeth,l Acelamide(DMAC) 0240k8
13 0350k8

RA ma) take apprupr;atc action d pcr the decision ol'\ornrs Comminee.

No:,2,1782‐ Pany Name oRBIT L「 :

]lENCE PVT LiD

P」 t、 Nemt:に 1ヽ HIヽ lヽ || : 4ヽect NげD31c:11/82‐
SCIENCES PVI l‖ ) LC4720,8

15 112018

1器辮
Ю,m2"8

il、、■、deciUcd lo ca l lbr(()A iolη  thc

|   ||、

l:01/E2050/000881/AMIE/ l:03/94/M0/0l07.rAMl7' 01.012017 1    1

Ｉ
Ｊ

lヽeel No,1)atcIl l182‐

LヽC412018
15112()18

|
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^

No l19′4782 にヽせ1ヽて,11■、■||ヽ ]
:(142017 ALC41・ 018

15 112018

l'c I'ie No'Date:22 10tl1 5679
.01 82 050 00127.AV 18. l:2224o40nntt.lAMt7. ()032017

Decision: The Comm;tlee considcrcd casc as p(r aSenda i.d in thc prcscncc oflhe technical exp€ns. it
decided to ntify the a6ho. inpur ourput norms und€r pom 4.7 ofHBp as per d€rails bctow or as appti.d

by firm whichever is lower:

Ql、 Sl

No
Qty. Alkn{cd in k8

R()ヽ 1ヽ へSlヽ ||ヽ ( 、lCtヽ 1 l kg 1 131
0

287
4 Chlo“ elaldehyde so1 45%
CAA

164

6

7

8 ,Aceraldehr"de

,

1()

11 2.2.Dimelho\! Propane 087
12 Sulphuric Acid

BTSH(2-McrcaptelJl- 105

11 Di Sodium run8sten
Hydratc

15 HydrcBen Pcroxide 35 %

1023
17

19 N―Vcth夕 I PynЮ lidOn

Sod um HydrOxidc Flats

Z8(RSV Side Chain)14(4‐

「 luorOpheny,)‐ 6-lSoprOpyl_

2〔c‐Mdhロ
Sulfonylhmin01p,■ midinット
S yl― fomッ !l

139

2-Melhll l crahydroluran 875
Sodium teni ary Butoiidiin-
lllf l0% - 2M solufion
MethyI T“ buサi Ether

(MTBE)

26

030
Acetic Acid Ctactal

2, Calcium Chl.ide Dihydrltc

1爾1ご

132

――

・



Mcet NαDate n′ 82‐
ALC″2018
15112018

Dechion: Ih( (irnnriu(e nored rh.r rilr.1.(r7 rr\fli..,ri,n1 ,s(ilL r\;itcd rioni lrl r. \r,,rh"l. Hen... r
l!v.N dccided to e llirxe.|r'ol.l.(r7uppliexlionLiofrl(1.,\.Nlufrbii lor Iirrhcr consideruliur ol lhe cuse.

mal.rhh againsa 2J rry m.r€dab. Hence norms is not raiified in respect ofother items.

R-A may lake approprialc aclion as pcr thedecisbn ofNorms Commifte.

Pu 、Nunc(|  ヽ||ヽ  |||,

1辮志lPT酬鷺圏略脚 i島躙 腫ヽ 1品ftrthercxammlowcommms¬
e

* The firm vidc lheir lcltcr deted {}5.12.201E has sulxuitted th.t they h.ve irport.d only {lrole l0 rrw

Decblon The Commine€ considercd the casc s p(r aStnda in thc presence oft@hnical expetu and it was

noEd thar the copy of application r.l-en€d to DetE.lmcnt of C&PC for their examinatior/commenls. 'llle
commcnts of DeFrnmcnt ofC&PC are awailed. Thc casc is dclcred.

CR、 c oヽ:105′ 4182

卜
LC472017

was noted that th6 copy of application referred to D.pdrmenl ol C&PC lbr their cxamination/commcnB.

7鵬
脇 5υ∞ 旧 AMⅣ  I碗 分帖 ∽ D νAM口

~「
lc No 12■●0■ Om2393

)1012′AMlフ′  110。42017

Decision:    |1le Comm ttec con、idctrd the casc s Pぜr agenua in the prc、 encc o'lcchnical c、 pens and it

The commcnls of ltgdrtment of C&PC ee awaitcd. Thc c6c is detered.

Pu t、 tヽtn,さ :ヽ 1ヽ 11ヽ 1ヽ ||＼ |  1ヽぜで1ヽ o[)● [。  I S2-

ヘ

1′ 8● 705000285′ AM18′ :03/94′ 040′01181′ AM 177

Parl,Name:Rl:LlANCI:
lNl)t STRIES I「 D

SC11:NCES Pヽ ||´ lD     ‐ハ1´ (112018
15112018

16

IDctr

|||| 1ヽ 11ヽ || |,|| | l l  ヽヽ 1 1ヽ           |=  ,, t,11り |||(,1  ` ヽヽ | |「           ||| || | ユ||| ]

卜_ : :    ,,  `     |‐       11   1`|               | | |〕  、  ヽ    | l  l、 、  11 、、  、  、{|| 、、 ,、

「M
~[:Fil:「

1]i]:]]「:,マ

1' 甲
e ll18●

囁
|

(、、oヽ (■ :25'1.82‐

|ヽ  ミ[(“ 121)1,

「 “
rred

~ド
●tus  l
ll)tFerred

|'ュ 1ヽ Jヽilで J( 11ヽヽ(|

JNl)ti 「ヽ Rl卜ヽ1 lD

~Meet No/Dale l1/82‐

IALC42018
115112018

|
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′

l:fBns/uy.J{r /s/^Mt7t
]Lic.Nooateol torr zl:s
it 1.04.2017:01′82′050700265′ AM18′

1 顧 N●:340482‐

|卜LC42“ 7
1 1

lD.clslon: Rcply rcccivcd from the ll rm. Case is deferred for comments of TE

HQ F‖ e

:Ol′8205000348′
^i■

18′

Party Name:GOl)AVARI
IDRUGS LTD 階榊

u崚

蕊蔦蕊蕊蔦
~臓
器α回̈の。

lsintus Dererred l

l¨
JDellr

Dccision:   The comm ttee considered case s Pcr agenda and in the prも encc of the technic81 expens it
was noted that n MceJng No 6182 ALC4/・ 01R dt 26 07 2018 the nm was Equcsted to lumish Fo loⅣ in8
inお rma6on:                   ́  ―

Chcmi@l rcaction and m{nulircturing prGcss.
Step\vise chemiel reaction and Molsular WeiShr,
l'crcenhsc ol !icld on nn)Lu'brsis and dcldils ofsolvcnr rclcrions xl,)ng sith comptclc
lcchnical dctrils !s po rpncndix 4E.

Howev€r, lte requisite r€ply / infomrrion is srill awaired fmm the firm. Henc€. The Comniu€€ decided lo
issuc.Firrl Rc'ni .r !o firm givinS 15 days rime ro submir above infornarion, failing which rh€ case wilt
be rcjccted

「図F~~町 1躙¨
D.cisior: the Comminee considered thc ca\. $ per a8enda in rh" pr.,""". of t."f,r*uf 

""0.", 
una ;r

was noled thal the copy of application refered to l)epan;EnL ,,t C&pi. thr thcir eraminaliojcomments.

4()

:he cOmmenも oF Department of C&Pc are awaited T le caseis aerered

Case NO● 1■ o7482‐

ALC4″ 017
Prnl Name:Rlil.lAN(L Met No/Datc:l l/82-
tNtxrsIRIES t.|l). ALC4/2018

15. ll.2018
RI A Ilic

I/82050/00 t4 8/A M t8/ l:0345/0.{0/0 to47lA M t7l

“
鮨bm me commh∝ cKlnJdeに d●c cale、 per agenda h he● esence of tchn“Ы Ⅸpec mdi
was nOted that the copy Or applicaJon clerred“ Deparlment or c&Pc For their exam nol
The comments of Dcpadment of C&pC dcawaited. The casc is d€fened..

D..klotr:, 
, 
fte ( ommiftee norea rh. rhe ,t.oi+fitatim i.-srirr 

"*aire,r 
r.,,m nra. ftr,tcrotr. rt"me itw.s occroeu to c3 tor a copy ol-4.07 lppli(ariun tiom Rl.A. )d(rabJd tirr rldher c;nsideration ,rt lhc
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‐Pol、 Name:しヽ(tBE
IE口 !ICAI S PVIIID

(), 91  11)|||, )]下  ヽヽ 11ヽ

lzt.u.zon
the prescn@ oflhe bchnicrl expcns. it
ol llBP ns I(r d€tails b(kiw or as applied

and in

oヽ:3734/82

101′ 8ν050/00381,AM18′

IMCet Nυ Dale:11′82‐ALC4′201
115 11 2018

Lic No′Date:0310812788
25042017

cision: -Ihe 
Cornmitte€ consid€red caee as per aScnda md in rhc pres€ncc ofrhe l4hnica, exp€ns, il

s d€cided 1l) ratifi the ad-hoc input output norms as applied lbr by the firm and Import ttem No. 14 will
in Nos. as p.r packinS po:icy under paE 4.07 olHllP vol. l.

6● lI Uo、 ●c Mo sulz nglot。■236M]1238366応 、 SG、 101)

6ル(卜 Uolllr● Mos"lz■
=Lolo■
60Mし (60 6 Gms^SGヽ 10 )

47(X)(,00

62/G Uni Drm Moieuflzi.g Cltd 35 Cm-rube

62l& Un l)rnn MontufTtrUCrdm r0(n$ rubr
14000(Ю

62,/tl- Sololl. sethins. I lydratins tkanng Gel 50 Cms

62 r Solostc srxnhrnc. tbdntrnc H€lmg Cel l m cnD

Pl6lrc Tub.s made upofllDP[uhcthcrpntrtd ortul

nuy llkc approFiate sction as p€r the d€,€ision ofNorms Commiue€

SI

No

1

Spmy llr“ Aし V`は Po動 ReO brl∞X(つ013) Allemat Nttc AL
い お

5,20

2'DIoXO-a-IMID ZOLIOINYL UREA B@in8 tud'tlde m AIL'lrdr s uy
olh.r

162,40

〕 Sr.ric Ac lLanicUBndI denrfr. lrN'sol l lloruvoth.r 296(`()

■ sEln l Alcohol brdin! Brod4ade name soe/'ol I 8 or ary otl'ur 71 050

LEilhr b.lins AE d/IEd. Mm LECll l llN YELX lN DS or anv o6er 2961()

6 を●=|:  |` |:| |ヽ  ‖ヽ |ヽ~~t~ 13(Xカ

7 t]Lll\Jnll\IJ.ojxn\olh{ ■ヽ
` ',

=
Pl ARMハ IAN PH EUR 1,つ 03(

0
Pcmleum,dly Ye bw′ While■ mm8 Bは ,oTr,dt name Su"r Whie P∞ bぃ oi my
o山er

15,930

10
Soぬ i面 bqu10 ote崚Ⅲ■8bコ翅m le SPAN 83 1oく SG)(SCIRBrrAN
SE"QU10LLヽ TE′ CRlLL 43)● ra●V。●Cr

685,()

|| ll$^rhonun Chlonde LlSl' Bcarru h.ntrd /txdr nrn. 1.Ma Curd or rnv orhcr 343(

|= ViいmnA“ D3Com OI ()22(,

13
C&hor M.dql Cdlule Bdios BErdhde mE AlGrl sw l00l x l3l a ery 411120

14

Caseヽo:380482
~1砧
t｀
jDat:面′5_~~|ま扁

LALC4/20|E lepprovcd
115112018
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ma) take appropriate action ;Eirhe de"G.n of N.-, ((,m.,lrrcc

Castヽo:2054落 2´ LヽC●′201, Mcct No llale:11′ 82

IALC4/● O18
15 112018

Deferrcd for co menas of't 1:

Oty Sl

No
0,

, 
.ヽ・

l 〈)756 kg
, 0 275 kg

Phcnyl Chlorc Formalc 101咤
J 3 36 kg

Partl Namc~AEIlltR

:ic No Dale:52111142246

01052017

No:221/4/82

1/2017

PT,Namc:BAROQUE
PHARMAcEUTiCALS
PVT L「 D

Meet NoDate:11′ 82‐

ALC420i8
15112018

麗鷺蕊:蕊yl面:鳳il話戸「M  
「

買長五
,こ彎   The c°

nl ll tlet・ cOnЫdered cse as per agcnda and h the prcTncc Orthe tech

昭s decided 10 rl“ ● thC ad hoc inpuloutputnOms under pan 4 7 of HBP vO!L6oppl∝
nical α

"も
,i

l fOr"the nm:

―

―

―

―

―

―

―

―

―

―

―

―

ロ

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

ー

６

ー

ー

ー

ー

ー

ー

ー

Ｌ

Ｆ

Ｉ

Ｉ

‐

‐

‐

‐

―

―

―

―

―

―

―

―

―

―

―

SI

No
0い SI

No
Qty allo中

“
l

62J ms Tablets

mc)

20m"00( l
Tab ct,

| AMOXlcILLN TRIHYDRATE
IP7tJSP/BP

12407,10 kg

k2
PO-tASStUM Cl, VUt_ANAlE
I)II,I]I FD IPMI)

65,1 870 kg

kg

2 BENICLAV_375 MG
Tableも

(じЮh¨ !el cOnlains
AmOxicl“n

Trthydrate equivJent

to A noncillin 3o

m8田

“

POl薇
`1鰤

Clavolanale

cquiva]ent o

ClamJanic acid:25

m8)

10∞Ot10 ooo

Talylets

-1

」

＝
＝
Ｊ



BENICt_AV-625
MC lublcts

flu)

mЮooo ooo
lab e●

may take appmpriate action as pcr the dsrision of Noms Coinmidee

20
⌒

D.cision: Ihc Commitlcc co.sidcnd cac as pcr rscnda and in thc prcscn.c ofthc l.clnical c\Fa: iL

Nlls decided Lo nrliii the ad-hoc inpu outpur nonns lndcr patu.l.7 ofHBl) !s p(r dctails belo\y or as upplied

by firm shichcvcr is lowcr:

Ereon pftrduct Oty 訛
ヽ

01ゝ

LlNAG111'1lN 1 2‐ (c11 0rOmethyl)‐ 4‐ methッ 19uinazO nc

tl GOい

0785ヽビ

8‐brom)7く 2‐butyn l― yl卜 3,7● i
hydro 3-methyl‐ lH‐ Purinc‐ 2,       ●
dione(LCS01) Or 8‐ blomo‐ 7く but‐ 2‐
ynyり3‐melhy1l H‐

っurinc‐261311.'H)― dione(し GS01)

1 10 kB

〈lt)3‐ (1,oC‐ ハ!i)ino,        PIPeridilic

(1(IS02)

085k8

P\A may takr approp.iate action as per lhc decision ol'Norms (i)mmillee.

No 120`′■′82- Pa“,Namc MORじ Pl'N
1(:■/2017 LABORAIЮ RIES LID

l ic No'Datc 0510402113

01′8205010021,AM18′   10S′ 247040700041′ AM18′   k)3()52017

イヽttl N()′ I)ate:,l′ 82-

Ai C4/2018
15 112018

The Commitree noled that rhe 4.07 .pplicarion is still awaited from RLA, Hydellbsd. I lcnce, it
decided to cau for,r copy of.1.07 applications lrom Rt.r\. llldeEbad lb. funher consideEtion ofthc

Casc No:1■ヽ 2 ALC4/20:7 1Parly Name:LEE口 lバ 104A
| |ヽ11 1[,|)

Mcet No4Date:‖ /82-

ALC42018
15112018

'lhc Conmit!".c noled thul lhc 4.07 ufflicrtion is still dwaitcd lilm IU.A. lllde.abad. llcnce. il

1ヽ,、 |ヽ ol)tlに  |ヽ 2

IPan、 Nunc AUIヽ ()い INl)0

PHARMA LIM口 11)

decided lo call for a copy of 4.07 applicarion liom Rl.A. Hyder$ad lbr turther cons;denlion otihe

Al C42017
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1 Ltti                                       l

畔 蜃 1麟
¨

旧♀銑51 71Xl■3AM Ⅳ
~厩
需悩 1↓蔦戸

~H哨

3冊
:mOT5“
'~|

Dccision: 'lhc Commike considcrcd casc:rs pcr n8enda dnd in lhe prcscnce oflhe technical c\pcrts. i1

deidcd to ratify the ad-h@ input oulpu( norms unde. para 4.? of HBP as per deiails below or a! applied
firm Nhichclcr is lower:

Oty SI

No
01y

| (R)‐PMPA‐ Purc 0,69ヽ8
2 ( hloromelhyl lsopropyl Carbonate 13527k8

04477k8
1 N-Methll-2i\trolidonc 14878k8
0 Ac“ valed Carbon(CarbOn

じnoanticromos)

0016k8

6 162k8
7 285k8
ヽ Mdhylene Ch Orlde(MDC) 4 32 kg

9 0 26 kg

10 Stean1/rhcrml coai(Non‐ C∞晰ng)h
Bulk(Limitin3 faclor is value oni, the

c igible CIF valuc is S%orFOB

Value)

As C`i

reicvant rucl

p01iり

II NOFOVIR
DISOPROXlし FUMARATE

150

RA may kkc rppropri.ue dction as pcr the decisionof Norms Comrittee.-

51
liQ Fi c

iOl′ 82′OSOr00364′ A卜И18′

4ヽcet NO′Datc:11′82‐

ALC4/2018
15112018

lic No′I)ate10S1 0402665

22052017

D.c
y ryyyl I'd"s .*9 $e c(inmitGc delevdascd thc mattcr in drc prcscnce or technical qpen and the
lim、●s advisc tO subm i the technical uctails to c、 .lmincthe m.ltter

イヽcct No7Dateli1/82-

AI C4/2018

Decision:    rhc committec consideled the ca、 co、 PCr agenda in the pre、 cncc or Tcchnical Expcrt、 and in
e1811 0f eartに r dOcヽおntaken by NC h i“ Mcethg No 8 82‐ ALC472018,daled 31 08 2018 h rspect OF
M s TnOn Chemicals Privatc Linlitcd■

“

in,Advance AuthllrizatiOn No 0810141799 dated 16 01 2018 it

was decidcd lo ratiI lhc ad-hoc inpur oulput norms unde. para 4.7 of HBp as fdr detaits bctow or as applied
hy lirm whichcv.r is lowcr:

(lnse No:3564港 2‐ALCI′ 2017

Casc No:3S'482
Al.C42017 CHEMI(AI S PRIVATE

| |ヽ41 1 111)



HEMICAI l'V「 LTD

鰯 仇T嶽輯 嚇
春脚 駐Ⅲ朦 1窓棚職酬躍∫憾鵠 棚:
:“∝decidcu to rJ“ ulC Ca健

Name VIRCHOW

.)211)1 111,|| ヽヽ ||'

躙 誂翌徹踏TuDI鵬)∬撃
ヨν
"‐

1ヽ■ lu、 :

[|¶響FC"ll165 n3
IRclected
|

|

Oty SI

No
Qty

TRICHLOR0 1SOCYANURIC
ACID(TCCA)(THchkro lsl cyanuぬ tc)

| gヽ | 0 61S kg

Clus1ic Sodu l-ye 0 573 ks

101 k8

R  may lakc dppropriate action as ps the dceision ol Norns (innmitec.

55日∬〕:5000m4^MW
Lic NυDale:0910065115

31052017

澁 W鸞:1需恵1犠i識1lRI棚服吼‖「I昔‖盤:W猫導漑占
IDatd31082018 hentctheCommntededde」 lo re,ctt the caヾ

(,1、で oヽ:42011182           'u t、 uヽ■ 1で く| | | ヽヽ ( |        〔ヽせolヽ ● |)● |ヾ ||| 2ヽ      1ヽ,lt、
`、

:

Al(1'20[,              |ヽ 1)| ヽ|く  ヽ| ll'         |ヽ(12 1ヽ           Del● 1:t`
|ヽ 112 ヽ

. Ea-tll. lRln l"ll" tl.)oro""r-r:roariqzo ll).f."
'" .01,82/050 0O42E.AM lE :0395040nutooAMlx t{.0o.2t,17 I

p."t"t"",, ilr,, , b**. .-sidered rhc e N r' p.r rgcna. in ,t.-p"*"n". ,,t ,."r,t*rr .^p.tr*n.l i,

lwa notd thar the cop) ui applicatiun relcrrd to Dcpanment ol C&PC lor thcir oiamimlion/commenB

lrm commens ur'o"pon.cnl ol C&PC uc rsaild. lh. cc\e i\ Jcfcrcd..

Datt・d31 08 2018 henccthe Commht∝ deddtu to reJeCt the ca、 c           ___   _   |

(in、せヽ():87,,′ 82 Al(112017   'tll tヽ  ｀a,,ぜ |ヽ 11ヽ (||〈 )ヽ        1ヽで ctヽ  |)ュ tで :|| 2ヽ      1ヽ1:tusi      l

円 IRO(111ヽ Jて |ヽ|ヽ I LII)ヽ l(1〕 11ヽ      R(jetted

[酬輌面酬而精密胤Ⅷ∬肛冊走肌辟I施昔織辮 肌l鵬l糧

P,「 tヽ ヽamtJヽ ■lAヽ (1

1N)t STR‖ ヽ l ll)
Mect Nυ Date:11′ 82‐

ALC■2018
1ヽ■ lu、 ,

1)(lt,1で (1 」



23

lHQfil" lnra r;re r.icNororie,otrosr,lrr2 lD"f-
I ,olxzj5n 0,Nu0 j\,ttsl 

L! 45/040/nnl ts.AM 18 20.06.20t? 
I

P""Li,", l* C"rrt[." 
""r"tdered 

rhc crse a, pcr agcnda ; rr," fi"*" .r r""rr*,r 
",1.,r. "ra 

rLl

l$as norcd th rhe cop) of anplicarion refered ro DLpsflmenr of C&pa f.,r rhcir examinarion comments.I
lThe commen[ otDepaflmcnl of('&pc arc J$aired. The cas! is de[e.red.. 

I]

＾

「

、

　

　

　

　

　

　

　

　

　

　

　

　

　

　

　

一

　

　

　

一

一

器 3月s。∞″%MB 
陽 ら殿 ∽ ∞ 407AM l y

Dated 31()82018.hence the COmmittee decided tt● relect thc case

1猟辮
01幅
"%

鱚       需
littee decided lo retect thc case

eet N(ソ I)atell l,82‐

4'2()8

15112()18

0い 師
ヽ

0,

l k8 | 0 154 kg

Chlo() Acetal Dehvde ]735 kg

Acl.lldch"e 0 9o kg

4 1 21 kg
■

一
Ｃ

1 96 kg

1 88 kg

, 140k8
＆
一，

一ｎ
一・
一」

:58撻
0 629 kg

3 40 kg

DimcthO、yP,Opanc 2 025 kg

Mahyl Terti― Bu● l Ether
yTBD 2 17 kg

「型:螢_
18器肌5α。。46 rAM閣

J'arい
a`n,。 1く「1]ANCE

IN)usl、 11、 LID

RLA Fic
:0,,95011)lrr・ 0,′、、ャ181

ド懇rJ腱'
II雨扇面 i r811 1
120062017

|   1圏運理矯閻繹到
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()(〕61 kg

`

280k8
) l'i、ュit aci0 0279k8
6 DK13'M■ o994 kg

7 200k8
ヽ (、 c ohe、 mc 131k8

may take appropriate action as pcr the decision ofNorms Commitlee.

。ヽ146()′ 1182 [ヽ(112017 1'■■,Namc HERBO(1 11lM
lNDUSTR‖ うヽ

l)rcision: lli.((!rrrrLll(.nol(\LlhJtlhclLrt.Ltlr r.rL,, \ { I .tr\.ril.J li(or ltL \.t..r| ll.t.(.,1 ,\.6
dccided lo calll_ora copy of4.07 upplication liom RLA. Krnpur lor lunher considcraiion ollhe casc.

Dcchion: l'h. Conrnrillce considcrcd lhe cas. rs I)Lr Lrgefdu lnd it \vas dccidcd to cdll thc lion lirr pcN[ol
herring t0 e\fl.in lr\ ers..

ヽo:204′ 12′ 82‐

LC42017

1!0 11lC

:0t/82/050/Ull5s/AMIE/ l:0914104{/00156.AM18 07.07.:0!7

@ p"; 
"s",,1" ""d 

il *- d*id€d 1,l call for following
linf^m,rnr i.m lhe fim:
I

I ,,, Srep$ise complcc and bolon..d chemicll rcactions showinS molccul& weiSht and mola!
requircmen15.

I (ii, Perccmase )icld on molarbask.

| (iii) Requircment and r€covery ofsollenls.

Fttijttbloo65251
107072017

IMcct No′ Date:11′ 82‐

IAI C4′ 2018FM

ぼ
|

| 1間]猟 |‖f‖ll:W需‖よ:|ハIF晰 il∫‖や‖tぜ:l‖ぜ批‖llt∬‖
11品

‖〕:ハ
1)ated=1()82()18 hcntc the Con,口 iittoせ Jct uで J lo rtitぐ t JlC ta、せ

F…“
/9732A¨7M蔦

騰幣"
鵬銑501007MM W 澁 |」 ¬躙辮:画 0“"Ю

|'orty Name StiNSHIRLI)
ICI HじMICALSilD



115112018

wtt noled that in Mα ■ing No 9782 ALC4氾 018 at 18 092018 the“ m was requcsted tO fl mish the

熙鳳鵞 、i範‖
Itti議 P朧¶::需鳥Fp:1‖卵朋

'課

認¶
hch the c、 ew‖

“

le ected

M∝t NαDate l ν82
AI´ C4′2018
15 112018

Drci\ion: lh. ( tfinlur. e.f\ilcr.d .rir r\ N rgefdi rrd n rlr. l)r.\.f.c L)l rh. rc(lrri.it .\Nr1\. ,r

l, ic.No/Ilale:03 I 08 I 45.1?

101′ 8

commenrs ofDcparrmcnt ofC&t,C are awaitcd. Thc case is deferred.

一

　

１

６７

:0f /82y05Om552/AM f E/ l:038:'l0{ru(f,.267tr'.Ml8/ n.O7.2Ot7

Dec“ lo■ :   The cOmmittce conside cd case as per a8enda and in the prttnce oFthe technical exPc● s. it
was■oledthatin Meeung No 9″ 82 ALC42018 dt 18 092018 the nm wasrequested tO rum sh FoloⅣ in3
lnfoimation

(i) ('hcmistry- Volccular seiShr & lield and
(il) l)roduction I (lonsuin i()n Dala lrom Ccnlrat l,xcise & serlice

llowclcr. rhe requisite repl) / informalion is still awailed ltll)m fie fim. Hcncc. The Commirkc decided t0
issu€. Fhr! Rc[llnd.t to firm 8iving l5 days lime to submit above irfcmarion, faiting which the 6s€ wi

Ho Flc

陪燎驚:蕊il↓ lf Lic No Dale:0310814608

13072017
D..i!ior: TheCommitteeconsidcrdth"@
was nokd thal fte copy of application reterred to Depanm€nr ot C&pC for thcir examinarionicomm€nB.
The comments ofD€parrment ot C&pC a.c alvritcd. The case is delbned..

Ihclslon: Tne Committcc considered the ca.c;@
was no1€d that rhe copy of applicarion reierred ro Depanment of C&pC lbr their examinarionicommenrs.

‐̈７　　↓　̈

Cnse No:5444慇 2‐
ALC42017

Puny Name:N1A'l'RIX FINI
S(1lNCES PVlし 10

(11、でヽo:1,011‐ ド2             ■|、 ヽ.● ,せ Jヽ | | | ヽヽ ( |       、1で。(、ぃ 1)olて :| | ヽ
=―

     、(11て 、:
|ヽ 1(1120「          |、 ぃ|ヽ  、 |、 ||ぃ 1ヽ( 1 21)|ヽ                 1)(ft i rt(1

1｀ 111 ヽ

.、
||(p l ilヾ               |、 1 、111で               |..、 、ェ|)● t、 1,ヽ |,|ヽ ||ム l,,

=躙 匹 |

l l ビヽ|li  l ljう   、ヽ ||ヽ       11、 .,ヽ |||  | ||]| ヽヽ ||ヽ       |ミ |,72● IF

Dせ ti、 :`,,,:     | ,、 ( ,,,,ぃ 1lCC せて、,、 |て |で 1せ、l(1、  . 、,  、
 |、
せ|  =ヽ

'|ヽ

 ' 11(,。
 1、
 で`で

'ヽ

で ,,|[ぜ t1licul せ、
|、
で11｀  tt lヽ l '1



nolcd that thc copy of applicarion relbEed 10 l)cpa(mcnr olc&pc lbr thcir cxamination/commenrs.
comm€nts ol Dcporlment ol C&PC .uc await.{. lhe casc is defcrred..

国o:137′ 12′82‐ PartN Name NASENSE:ABS
PVT LTD

Mcct Noア 1)altil 1/82‐

AI C4/● 01817

＾
　

　

　

　

　

　

　

　

　

　

　

　

　

　

　

　

・

15112()18

1瓢蕊罵1話¬淋 蕊1ッAM Ⅳ 騨鼎t C91°“"“
: Thc Committee consideEd lhe cas{:.as per aaenda dd il was decided ro call for following

infomatnrn liom rh. fim:

(i) St.p+visc complcte and balanced chcmic.rl rc.rclions sho$ing molccuhr wei8ht and mohr
rcqoircments.

{ ii) Pcrcenla8cyicld on mohrb6is.

Meet No/Date:11′ 82-

Al CI′ 2018
15 11 2018

ftc llm. llcncc. The Commiltco dccided to issue linal R.minder to Urm 8ivin8 15 dals timc 1o

it rbole i.rbmalion. lirilinS lvhich thcc.r $ill bc rcjectcd

: The Committee considered clsc as Nr l8cnda nd in the prcscnce ol lhe tehnical expcis. h
not€d rhar in Meeting No.5/82 AI-C4201E. dt.25.0?.2018. thc firm \l"s requested to fumish lhc

lechn;crl dctails ns per App(ndi\ .rE. ilo\e\er. thc rcquisilc rcpl) / information is srill a$aned

No:103′ 12′82‐

LC■′2017

nlbrmatn)n Uron thc llrm:

蕊繭聴::誦」麗需
而

11511208

'Ihc Committec co.sidered thc cas N p€r lscnda and il was decidcd to @ll lbr followinS

(i)

(il)

(tii)

SteF\{i$ complele.nd hrlanccd clcmical ructions sho$ing molctule seiSht
and molar rcquircments.
Pcrccntag. yield on n()l.u basis.

RcquiremenL dd reo\.ry olsoh.nts.

‰;協。。Lijy 
…

HQ Fnc
Ol′827050/1X16● 8 AM18′

Decbion: The Committec notcd lhat thc 1.07 uPplicatiot is still ,*ril.d from ltl,A. Mumbai. Hene. il
was decided 1(} call lor a copy o14.07 application tionr RLA. Nlumbai tbr lirlher conlidem1io. ofthe c8e.

Cascヽ o:33′ 6′82‐A LC■′2o17 Pu,Name CODAVARI
IDRt,(ヽ LTD

l ic＼ ol)tttt“ ,ヽ I)(、 52ヽ ,

l,072017

Pan! Nmc:BLtlE CIRCLE イヽcct NI●/1)ateil l′ 82‐

ORCANICS PVl lTD
1511201=

26

||



Case No:519482,ヽ LC4201,

27

RLA F‖ 0
:03/957114K1/1xX1181AM17/

Dec“ioni   nle committec considera caT as per agenda and in thc P祀 ℃ncc oF the tcchnical exlTrls.it
was noted that in Meelns No 9/82 Al(4/2018 dt 18 09 2018 the nm wtt lequested tO rtrnish the

remicalrame ole\po( producr. lto$erct.lhc rcquisitc Epty r infomation il sri auailcd tom the tirm.
ence, lhe CornmitEr ds:idcd ro issu( Finrt R.rtnd.r to firm givinS t5 da)s time b submir atxrve

Lic No Date:0310814,39
31072017

DttЫOm The Com●ttcc∞n“dered咽さas per agenda and h the prexncc Ofthc tcchncal Ⅸ
"も
,lwsnoled thatin vecln3 No 7782 ALC472018 dt 2408 2o18.lhc nm wtt requsled tO runish fol10″
in8

infOnnation:

Iキ  烈 ミ1肥瑞Iw盟1:(置 .。duo and
(11)  NOC frt・ m Min■,0,Enヽ ironmcnt Forest and c imate change

How€vcr. th! requishc r€pry / inrbmdion is sril awailcd riom rhe firm. Hencc. The commirec decided roiss*:glBelqilgtr to fim siving 15 d,!s time ro s,bmit ab""c inft;;r;;. ;;,;;l;il;" 
";l

nformation. failing rvhich rh.j cas! lvilt bc (.i.cted

Meel NυDate:11′ 82
ALC4/・O18
15 112018

1臨 戸
―
1曰誌続 Lic No l12otc:o310814908

31072017

NυDate:ll′ 82‐

15 112018

ic No′Datei091oo65322
2017

pc.deiails b€low or as appli€d by fim whichevc. is tower:

A.t.uyutcapp.opffi

―

 ――― 

「

――,=・, 

「
=‐
~~~~――――――――――■―=_____sion:COmmittec considered cぉ c as"r agenda and in the‖ ght OF eanier decisiOn taken by NC in is

meet■8 dated 25 0,2018れ 、vs decided 10 radfv thc ad‐ h∝ input Output■ Oms undc,para 4 7 of HBP

:01′8νOS(ンOo527′ AMi8′
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M"lNo′Date ll′ 82‐

l ic No,1)ate:031()815017

104082017

Dccisiotr: The Comminee consid€red cde as pcr a8cnda 
^rd 

in thc presencc ofthe lcchnical e)ipcns. i1

nolcd thrl in Mceting No.9/82 ALC4/2018. dt. 11t.09.2018. rhc lirm wus reitucsred ro lurnish rhe
ical n.me of expon producl. llowever, th€ rcquisit!.rcplt / inlormalion is still awailcd liom the lirm.

Thc Commilt.\: decided to issue EllLBCEillsr to fim sivina 15 days time ro submil abov.
inlbrmation. l-ailins\rhich thc casc $illbc rciecrcd

1柵
柵 ζ

'Nttllじ

IAしC4′2018

115112018

ぽ…
口"黒柵‖r

l蜃瑞鳳↓|」
~離
[需i鳥鳳

× 、畷厠 需
癬ittl器馴 i器r瑞1

Sl

No
Qt, Sl

No
Qty

l Timolol Mal€are LonS Aclirg
Ophthalmic S,olutiof, 0.5ol" v, sml
(TIMATIMSUN)
&ch ml conlains Timolol Maleate USP
Emg equivalent to Timolol 5.0 mg
(Equivalenr lo 1456.00clu of Bulk
Drus)

364∞
Numbcr

| limolol Maleate 2109.75 gm

0 Latanoprosl ard fimolol Maleate
Ophthalmic Solution. 0.0050/" /
0.5%Wv. 2.5m1 (LA]'oNC[JRE)
lirch ml conEins Timolol Maleatc tJsP
6.83 mg equivalcnt to Timolol 5.0 mg
{liquivalcnr to 252.710cmm or Bulk

:4800

Numbtr

TIMODOI. Sterile Eyc Dmps
(LOIrTtiMlDE) (Dorzolamide lnd
'l imolol ophthalmic Solution, 2.0'ld$/!
+ 0.sold\tu. sml) Each m1 conrains
'limolol Maleste USP 6.E3 m8
equilalent ro Timolol 5.0 m8
(Equilalent to 512.25 Gmm or llulk
DruO Drug Formulation/ Formul.tion
Crade ( tiquivalent to'loral Bulk Drug
Ouantity oI2220.96 Cram)

15000
Num“ r

may lllc appropiatc etion 6 per dte decision of Noms Commiltee.
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Name V〕 ViMED LABヽ ∝lNげ Date ll′82‐

囲 :蕊 4ムmy[辮需爾雨

「

~‐~
Deision: l hcCommiuec considered lhc.$..rs rcr agenda rnd ir $rs dccided ro cau the Urm tor farsonal
hearing 1o exphin its casc.

3::::I ^.,lc^:,]:.llr..."nsi.rscJ 
rhc m.; a, B.r as{ru rnd ir $a: decid(d r,, i,rr rai r;rm ror pcri,n"r

nccnnS lo e\ptarn rt( ellsc.

畔
   [整翌菫」:ピー堕滞

te l1 82岡蒔
~

一

―

―

―

―

―

r: 
^.[tr 

Commiuec considered*@

ED LAB3厩

囁

lヽ   い

至暉軍I匿亘|
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^

1商t[RIbitlil'8・ :

Al(412018

115112018

ic No Dale:31llX66857
1082017

I10「 iに RLA rilc

:018205000598′AM18′   「31′83704170∞ 377AM 17′

ド■sc No■ 72′ lm2‐ALC″0,
1

隔B捻5。00"αAM W
しic NolDale:0310815“ 4

31082017

躙

HO Fnc
10!′ 82′0,0700648′ Aヽイ18′

冊孵需[術
品
1躍棚躍

J

I●■●208

1借『 盤∫
lAl'ilc

cision: Th€ Commin€€ consid€red ce as per aBcnda and in the prcscnce ofthe technica! expcrts, il
s d€ci&d to ratily the a&hoc input oulpui noms undcr pam 4.7 ofHBP as Fr d€tails below or as apPlied

lmn rnichever is lower:

0い Sl

No
Qty

PヽFGAl,AllN 10()01 kg | (十´) 3‐ (CARBAMOYし METHYL卜 5‐
MET1lYLHEXAN01C AClD

29400ヽ 8

0 (llLOROrORM 47500k8

RI● ロヽサ1 lYI B:ヽアY AMINE()R
(R'卜 Pi]卜 ｀Yl l11lIYLヽ 1ヽ1N「 ,

1140ヽ 8

4 lSO PROPYL ALCOHOl 0600 kB

may lakc apptupriatc action a5 pcr lhe decisnrr ol Noms Commillec.

105′ 23/040/(,0217′ AN118,

出 咄 Tle Ct・ 面 囀

…
…
…

蓼 蔽

… “     |as noted that in Mccung No 9782 ALC4′ 2018 0t 18 09 2018 the
plcte rechnical d.Lails;s p(r Appcndix .lE rk rg Nilh Chenricrl reaction, stage wi.se liell of producrion 

I

mol.rular wcighl liom the firm.. Ho\rclcr. the rcquisilc rcply / inl'ormalion is s(ill .rwuited from thel
. Hencc. The Commiltec decided lo issue Ellllktqiskr Lo irm Siving 15 d.rl-s time to submir abo\ c I

technical d.Lails as pcr Appcndix 1E rk rg Nnh Chenicrl reaclion, stage wise )ield of produclion

ltil ,J、 、hic,11。 せo、で、ヽi11｀で11ittiヾ、, 〕,,ユ 11て  ヽ  lttl1 1 ,J ヽヽ 11ぜ l, i O tttヽ で ヽヽ ||| |｀ で 1110て 1ヾ 1ヽ

[esoRArontrs r r). r5.l r.2or8

離ら臆̈
"冽
AMⅣ
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upmpion XL l50mg Tablet
upropion XI- 300m8 Tablet

SNO For expon of I No. Trbllis (Quanrity in mg)

15(,■g lab:ets 300 mgl:1わ lct、
1 BuprOp10n Hci usP 15()mg S00 mg

1)c lydratcd Alcoh。 lt;SP 3'913m, 469 41 mR
3 じUDRACIT L30)55

(MCthac,he Acid Copolymer DispesiOn)
4.70mg 6.051 mg

にヽllla,takC aPPrOpr ate act on as pヾ l the dcti、 io■ ol Norih、 COmmitice

Case No:76′ ●′82-`ヽ 1(:4/2017

RLA Fne
:05723′ 04υOo227′ AMly

|

AL(14′ 2018
]5112018

|()| 1ヽ (),1)II )(,1`、   ヽヽ 1 1ヽ
LcN″Date 0510403960
070920i7

D.cilion: the Comminec considcftd ca. !s per asenda and in rh€ prcscnce of rh" i."fi;"t .rp"-(q
wai d€cided to mtify lhc ad-hoc inpul ourput norms under para 4.7 of HBp 6 apptied for by the firm:

乳 
じXp°m pttu。 Q● SI

No
import itclls    l Ql「

] 62/1F Drus               ~~
lomuh10nsJnJcclons,Ampuに s,ViJs
above 10ML Amoxic‖ lin&POtass um
C● vじ lanale rOr lnJccti"300mg

NEl WT 9o91KG IMPoRT&
EXPoRT TO BE 00VERNED AS
PER P C,DATED 30 06 2003

3030300X
Number

1 REし !:VANT  Rじ :K
DRI,(l

Aヽ4()XICILLIN
SODЦ,M ANI)
CLAVt,LANA rL
POTASSItjM
S口うRI!「

1600 ooo

峰

62/1「  Drug
FomuLlonsJnJccJonS Ampulも .viJs
above 10ML Amoxicillin and
Po●sSum chvmanat FOrlnlec10n
alllm8
NET wE:GHT 272 727KG I,■ PoRT
&EXPORT To BE COvERNED AS
PER P′c9DATED 3oo6 2∞ 3

454545000
Number

搬 辮燎 1器柵 に
Ⅵホ

1楡∫
CLVul鋤 .c fOrln c“ m

】■鶏8器:き器指rふ∬照
PER P/C9DATED 30 06 20113

303030000
Numl祀 r

1 62 )- Dru8
Formulariors.lnjecrions,Amnutes,viats
ahovc l0ML.Amoxicillin & porassium
Clavulanate for lnjection
300m8(Combipack)
wirh watc td incjclion I Ampute.
NET WEIGHT q).9IKG.IMPOR1 &

303030000
Numher



３ヽ

Cast No■ 7,′ 6782‐ ヽ1(■2017

1せ ヽo)tttヾ 15 ●1]'ヽ
'70'2017

EXPORT10 BE COVERNED AS
PER P C 9 DATED 3006 2003

う 62′,Drug
Fomulalons.l ll∝ lons,Ampu es,Vials

abovc loML Amc xicinin&p゛ ssium
ClⅣulanale for ittecuon
600mglCOmЫ packl
with watcr forinejction l Ampule

NET WEICrr272 727KG lMPORT
&EXPORT TO BE GOVERNED AS
PER P′C,DATED 30 062∞ 3

45454511110

Numbtr

6 62Il Drug
FormulationElnicctions.Ampul€s.vials
abovc loMl-.Amoxicillin&Polasrium
Clavulanste for Injecrion
| 200in8(Combip6ck)
wilh \Yat.'r for inejction I Ampulc.
NET WDICHT 363.636 KG.IMPORT
& EXPORT TO BEGOVERNED AS
PER P/C 9 DA'TED 30.06.2(X)]

S0303001k
Num腱 r

P\  may rikc approp.iate adion ar p€r thcdecision ol l\oms ( ommittet

「

89

需:淵TC‖
ハγ

115H2m8

:01782′ 050′00649,Aヽ418′

i".., rl* c",t*itliloffia*"a "*",' r*. ue",aa anJ in tht prcstnce ofthc rcchnical crpens.

dccided 1o rutili thc ud-hoc input oulpul noans as rPplied ,br b) the firm under pam 4 {)7 oftll}P Vol."1

SL No Qu$1iry in Numbcrs

1
DRuc:=DRMU:AT]ONSlN,К

「
HONS AMPULlヽ V:A]ヽ A30VL

10Ml Amp。 1■,&Suib●oしm ll`〔Ⅲ∝1。■
'75〕=Nビ

IW「 K〕 HT

"91ヽ
G

[MPORI&EDl:OR「 ■O BE 60V[RNED AS P「 RP,C'Dハ『ED
30“ 100]

042■21000

DRUG l'ORMULA r10NS NJECT10NS AMPULES VtALS ABOVE
10ML Ampi。 lhn&Sulし

“
●nf●
`1■
eCtiOn 750m3

N] W[:GHT'7'727KG lMPORT&EXIり RT■うBE COVERNED
AS P::RP′C9DA『ED'0“ 2回

36'6“ 0∝ )

3 DRUG:KIRMULATЮNS lll]ECT[ONS AMPULS VIAS ABOVE
10ML Amp:。 1lioと Sulb● ●● for lnJぬi"!ヌЮmB
NEl WE〔GHT●●36%KG                     ___

242424 1X)

| DRUG Ю RMULAT10NS NjECTIDNS AM円 :LS V[AiS ABOVE
10ML AmⅢollin&sulbκ a br inj“ iort,000m3
N ElヽVEIGHT 181 8]7KG IMPORT&EXPORT Tl)BE GOVERNED
ASPER PC9 DA'ED 30“ 2醐

|100(XX,

う ⑫ ι DRt G FORMULATIClllSINjECT10NS AMPtjLES VLALS
ABOVE 10ML AmpicJ]い と sdbacttm ror l■ led m,'5mg
(COmЫprk)
●th― rforinlJcttOn l AnPu c NET WEIGHT∞

'|(:MЮ
RI&

EOIPORT TO BE GOWERNED AS PER P/C'DATED 3006 2(Ю ,

2421=4000

6 DRUG FORMULAT10NSINJEC'10NS AMPUIIS Vhtヽ ABCIVL
10ML Ampに 11■ &Sultocum l● r inlo■ oo 7,n=(Comb,p■ .ヽ )
with、vloi foi ntlouon l Ampに NETヽ V:IG HT=72727K6 ;MRDR「
&EXPORT 10 1〕 [GOVLRNED AS PIRIり C'DAI「 D30()620(〕3

30,636 gxl

7 DRUG FORMULAT10NStNjttI10NS AMPt LIS VLALS 8A]Э VE
10M! ^mⅢ●l n&S。

'baoい

m lbr:●
"lon 1500 m,(Comb oК

l)



wい 、81ciloi nЧ olon lハ 1,pu● NE:w LlG Hr 363636KG lM PORT
&「XRDRT TO:〕 F03VERNLD AS P「 !R PIC 9 DAIし )30Uも 2(X〕 3
)ヽ ( FORヽ 111ヽ liOヽヽ|ヽ |「 C]0ヽ  ヽ ヽヽ〔lt l卜ヽ |ヽヽ |ヽ RヽOヽ E
IIヽ‖ A,1,,11,&s● ||●●t,、 t,l,lo(1●

'｀

1● (II、

=(CO''11,■
●ヽ )

、■ヽ 、,に ,1,■ド |●。nlAぃ ,■ ,NII W‖ (■  |ヽ 18 7KG IM10RT
R「 IヽX R  O I GOVIRヽ 卜)AS PIR P(ヽ , )ヽ ILD]|(γ :1,

6(始16000

SLヽ o

|

REl LVAN'3ULK DRUG AMPiClLLIN〕 ЭDDM AND
SULBACTAM SODIUM(21)STER1l F
:MPORT&EXPORT TO BE COVERN「 1)AS PER P C,DATED
3006200,

20∞ αЮ Bヽ

may take appropr;a1e actioo es pcr thc sion ol Noms Qmmittec

⌒

llencc. The (r)nrmiucc dccidcd r(, issuc trinnt Remirdcr to Urm Siving t5 .hls rime l(, submil aholc
inli)rnration. llilinc $hieh thc tase $ itt he (.ic.rcd.

「Ftti産
~

Namo NASEllSE LABS Mcct NolDatc:‖′82
入しC4/2018
1'112018

D.fcrredViしTD

瑕
|ヽ ヽ| ぜ

l:Bn4luolom7 l/Aulal 旧¶鼎
αm螂5448

ior: rhe Commiuee considered thc
nfomation liom rhe fim:

|)

,1

Stef!{isc complctc und batanced chcmical rcaclions showing motccular lvciSht and motar

PcrcenuSc )ie1d on molar basis.

腰1需″2782~~
|

Name:SA「 YA

「
l:PTH、

陽 槻 5α

“

∝ 7AM“ ′

cose as per agenda and il was decided ro ca to. faltonirE

lhe Commiltec cOnsidcicd ca、 c as per a8cnda and in the prcsence ol thc tcchnical c、
Pc■s t

コ

J

「町
Party NmcIIINA
ORCAN!CS PRIVATE
L!MlTED

Mcet No′ Dutc ll'82‐

^i´

C47● Oi8

!S l1 2018

|。□ ■ 硼 呻 廷 H」鼎
C“Ю“""「

F° lili彙響‖llittil:]:1::“
1淵」嶋『 :萬llお彎:lt犠 17滞1濫鮮出詰盤T「lil‖Fふ:

Appendix 4E alo■8 With Chemical κェJon st88e wise yield of produclon

|
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noted that in M“ ungNo 8 82 ALC4 0018.ut 31 08 2018,ule nnn was requcstcd io flmish fouO″ ing

0

“

)

til)

iv)

Howver the requisite reply / informliion is still rwailed liom rhc lirm. llence. 'l'hc Commitlee decidcd to
issue Fitrrl R.pind.r to firm Siving 15 dals time 10 submit $ove intbrmation, lhiling lhich lhc case NiU

slep$isc complcte and balanccd chcrricul rcxction dx)sin8 molecular rcights of inpul

o/o );cld on molar &6is l'or cach steps

llequircmenl und rccovcr) olcuch n)lycnt in thc prcccss.
Malerialbalancc lbr crch sep olmanulicluring proecss.

oヽ■ 198′482-ヽ LC42018 M∝tNo′ Date 11′82
LヽC11201S
15112018

「田灘ti“Ю燻′AM百
RLA FHc
:09′ 24′010/002,3′AM18/

Dctered for comments ol'Tli.

Casc No:75κ′82‐ A LC4′2017 PI tv NulmcS口く1)ES

S口 AStiN LlMII11)

鵬星偲5∽。“
5ハMW i競面高蔦戸

~[蹴
鼎C∝m.'7

95

RI A ll c

1ヽぜctヽ ()ll)ole l l182‐

ハl C412018

I iで No'1)ol●:03108158,0

Parl、 Nanle SAPi AGlR

(AMPI“ )R LIM IED

Meet N(ソDate‖′82
ALC42018
15112018

D.cision: lhe (i,mmitlcc considc.ed crsc as I).r uscnd rnd ln lhc Pr.sence oithc tcehnical c\p.rts. it

$as.lccidcd lo ratil) thc ad-hoc inpul oulput nornN undcr lDra {-7 olllBI' as p{r dcuils b(lo$ or 6 apflied

b] lirm \\hi.hclcr is l(lver:

l lt, Sl

No
0,

ME10PR(】 OL
lARTRAl::  t SP
TAI,LLIS  25MC

(11'ACK    ‐5()0
TAl'lF[ヽ )  NIサ I

API CON rENT PlJR

l ABLEl:  255ヽlG

IN(l tDIヽ (1

WASTA(11

264000

Packs

1 Nl ll()PR() () lAR「 RA l 336600k8
0 Slに AR  O  WET  (MECNESIt∫ M
STEAlくバ1li'SLS,

196709k3

3 AViCEL 102(MICRO CRYSTALLiNE
CLEEULOSE NF PH EUR'P)

992,680k8

4 ACDISOし     SD‐ 711    (CROSS
CARMELLOSE SOD:LIM NF PH EURJP)

1573403k8

D LAC rOSlj ANHYi)ROUS NF DT 6225 080 ks

6 CLOSt R 1 38MM CI (PACKIN(〕
1ヽヽ 11:RIAl l per pocking

ne may t ke apprupriare acrion 6 p€r lhe dccision ofNorms Committee.

1031り 51010100246.ヽ 1ヽ1ヽ 0,2017

li。 ヽ●1)ttloメ ト
'ltX'(ヽ

1ヽ(、ヽ

ti.00.2Lrt7

|

i「
菱蕊爾ワ万展‐鱚 酬 Ftr B出たd

|                                              ||

1“ ,||に
|ヽ ]ヽ  1● ヽ`

'=ヽ
 ヽ ヽ
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「M酉
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17M`9%mν 厩濡蕊;TAmν 囲辮仰囲"%

:   The cOmmittee cOnsideicO cse as pcr agenda and detiberated on ule matterin the prtsenco of

81瞥 tOCh"撃 l CXper`mdllド d∝田Cd b口

“

,輌 c ad_h∝ h"t Oltお113ふ ζ蔦 欝 扇
=|}lF15基

per details bclow orasapplied by firm \rhichev$is toser:

Otv Sヽo Qurnliry alkNcd
Kctomhc Tromethamine for
injection 30mg / ml

!

Number
| Kclorolac

「 Юmetham nc API
tiSP crade

33.0 mgivial

ト

`lse No:[lo′
,′82‐

LC■2o:7

器に 齢ち利:00m67/NMly

Иヽeet No′ Dutc::1′ 82-

LC4/・●18

|“ 1●2018

lic No D ltt:3410043505

27092017
Dcfsrcd for commedrs ofTE

|「憂軍聯F晒覇緊椰豪覇軍lC&PC are awaited mc caェ is dercrred

:         lii::::::::1:::::::I::::::::::::Ii::::::::11::::::::::::::11::::::::::::::::iiiiii  

「
:iliiiii  [i  [  
『

|

(*N",ll.v6/E2' lrafi r*,"wr-Ur - 
Vc.r rln Dar", r r tZ- ia.,r.. IaLc4notl 

lcHFvtc^t spvr r.tD. \1C42(,t8 li"i"*.a
15. .20t8 

I

1,,"","- nla rit" - rl"r.r.ai,.liiror rsqr 

-i
irt 820(nr,0r,85AVt8 :0l95rl4r,u050rrAMt8 26.09.20t7 _ i99 

lD."lrl"* _ 
r h. c'..",i["*io*J.* 

". 
p.. ogenaa 

"nd 
in the prcsence of fic l.\chnicat cxperts. it

^\c\ 
noted tn.l rn Veclin8 \n q8: ALC4:0t8. dt. tE.oq.2t,t8. lhe tim \a rc.tucsred to lurni\h rhc

lcomprcrc 
rcchnrcat delarts a pcr Antindi\ tL rt.,nt srth ch€m,cat rc.criun. slale $isc \ictd of Drodudi.n

]rno 
mur(uhr sciShr tn'm lhc tlm. n$e\er. rhc (.qui\ire rett) intomlri,)n 

^i,i r$;irsl lrcm ft. ri;
lll:li':,e..lh( i l,mm,rr:................: :r(cided ro i.,(uc rin,r Rcpinder r nm rir.ns r5 da) j rimc r. subm ubuvel
lrnromaron. rJrt'n! $hruh lhc @sc $ i1 b( rejlclcd l

i



ｂ́

oヽ:33′ 10′82‐ lヽ CV20!7

llr.cblon: Delbn€d for comments of l E

Mcct No′ Date:11′82‐

AI(■
'201816 112018

Fo*i'ro,' rm ti'r,ir,." .-'ia-...] tt .,'-* p", 
"g"nda 

and n wN dccidcd 10 call ibr.^ppendix 'lE
]ha\ inE rll r(hnical d.uil" lil. stas( $ i.e ) i(lJ.r nn,Ju. ri,,r JnJ m.lNJ,ar $(ithr li.'m tn( llrn.

Case No:120′ 12/82‐

ALCψ2017
Party Namc PORUS
LABORA0 0RIES PVT L]l)

Part■ Namc:SATYADEVA
PHAuACEUTICALS PVT
LTD

PartN Nane:CADILA
HFAl lHCAIヽ El'I)

Meet NυDate:11′ 82‐

ALC4/2018
15112018

t:::1:ヽ :

lllc(lommittce noted thnt the 4 07 app icatiOn is sinl awaited jR,m RLA,Ahnedabad IIlncc.

was decidcd !o call lbr a copy of 4.07 application liom R L,A. Ahmedabad for tudher consideration of the

Decision: Dcterrcd for cornnrcnts ofTli

Panv Namcl-lNctJBll Mcct No′ Dュ tcil l′ 82‐

ETHICALS PVT I II)

No′D`1せ :0310816004

:Ol′82050700871'AM18,

iCase No:12,12′ 82-
‐AI C4/2018
15 11201ヽ

Lic No4Date O'lK l165526

2,092017

iCnsc No■ 21′ 10β2

LcNげ Date:091α)65537
05 102017: | ]ヽ||,  ||1 1  ヽヽ ||ヽ ,21()1 1(),=F ヽヽ 11ヽ

卜0ル8νOSυ O Ю80んへMlν  「0ツ2″
“
γ0032'AMlツ

日

〔ヽoで 1＼ ● |)● tせ  |ヽ 1 ヽ■1(1、 |

])で lti t(

D“

“

loll:DeFerred For comme■ ● of TE

1嶽蝋ド
‖β2

」
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Lic No′ Datc 0510404221

1091(,2017

- |cr"" n""iZrlOnz- l-psn) \anrc:Rt t r r\A VcerN" nare,ryr:- Er,r..l^t-cltzot,, \rolsures r ru. .Ar.c1/:orn liiri...a' l;.r.;;i; l^-'
IroT ]llQ I ile lnrarirc t.ic.No Datei0jiotrotoe [-

l:01/82,05r),008s0 AM t8. t:r,.1a5.04r) wj5r \MtE .t0.20t7

lO*u.n:. rr,tF",.iu"" 
".n'iaered 

r carc o pcr uecnrir in rhe r'rrsfncc .r I echn icar c\ DerL( cnd ir
r$-\ norcd lhat the (up) ,,1 applicarion rctcned ro Drparhent ot'C&pC tbr lhcir crrm inari.n tom m(.nrs.,, nc(onmcnr\ or t)enanmcnr ot (-&pc ur( rsJil(d. th(.asc is J(tcrrcJ..

FttN°

33/9782 4LC 42017

圏w/8● 畷
′Namc:STRIDES
sull IIMITED

Fi e

1′82わ 500o76(VA M18′

app,。 Priatc

lAF c c-No/Datc:0.1 l0 163 599
:04′24701olo01447AM 18′ 16102017

per trc rtectsion of No -i miicc-

D.rr!io.: n.co'riu."*n"ia...u@in
the lisht ofearlier d&ision tiken hy NC in irs Meering No. 4/82-ALC4/20|8. darea rs.oiioii-t,*"rp"",
of wr s'ides shasu Lim;ted againsr  dlancc Autfiorizlrion No. 0at0t637?6 ;; ;;.;;;;. ; ."^
decided to rarify rhe ad-hoc inpur ourpul norms undcr pora 4.7 ofHBp as per deEits *f"* 

". ^ "ojt"o 
o,firrn whichever is lower:

Ot, tmpon proiluct Iarr.訛
蘭POTASSiUM ciTRATE~

ExTcNDED‐ RELEASE
Ъ BヽLETS uSP 5mFq‐ 540MG
NErAPI CoNT 572 400MG′
PER TABLETsINCL WASTACE

|

「 RH'oTASSIuM
Cl「RATEl,SP

550.8 mg/ s mEq /tabler

POTASSIUM clTRATE~
EXTENDED RELEASE
■ヽ BLETS uSP lKlmEq_lo80Mc
NET API coNT:!1“ 8MG′ PER
｀へBLET INcL WASTttGじ

lRH'0「 ASSit M
Cl「 RA rE tlSi'

1101 6 my 10 mEq
lablct

POTASSluM cに
EXTENDED RELEASE
TABLETS uSP 15mEq‐ 1620MG
NET API CoNlllフ ]7 200MG′
PBR TAじ l´ETINCL WASTAGじ

3 TRlPO rASSIUM
CITヽ lヽE

16524 my 15 mじ
|

′tablet

I FttNo2●

79いC珈 7

11岬漑5∽。フ5頂蕊|~
w5ASLXPOM I甲

…

町 |

|
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iARMA(INDiA)PVl

38
^

LTI)

,lc No′!)at10つ ,0065'64
:01/820507002461AM 191   「09/24/t14(ソ 00357′ AM18′     18102017

The Commiucc considered thc ca-sr .$ per !8cnda in the prcs€nc€ ofTechnical Expns and in

|()'

light ol earlier deision bken by N( in its Nllcti.g No. 7AM 15. drlcd I1.09.2014 in respecr oi M/s

Phama(lndia)P'Ltd a3ainst^dvancc Autholiznion No"10056447 dated 25 06 2013,it w、

1o ratit) thc ad-hoc input outpul norms untlcr l1alx .1.7 ol-llBP,N pcr detlils bek^v or as lpplicd h)

35 1)()‐ 3● 1,′ o、  21)oo、 、-22-Dilluro D‐

1:l,■ hiて ,,c itatlで‐1 1‐ l actonc

OR

ltth、 122‐ 01llut,lo‐ 3‐ ,ヽ di o、 ‐ヽ3‐〈22‐

di llcl,,|‐ 1 ら  ` ｀`、olan-1、 |,ProPiOn31ぜ

RA ma) take app,prialeaclion as p.r thc decisi(,r ol-Norms ftmmhtce.

P■,Name:AET11ドR
INI)US rRI「 ]Sl,MrrEl)

PJ tヽ uヽnlぜ 1ヽ )ヽヽ ll l Meet No7Datc:ll′ 82-

ALC412018
15i12018

LABORA10R口
'SilMI「
ED

D.ctuion: lhc Commiuca @nsid€red thc casc !s p(r usenda in the Preseflcc ofTechnicll Expeds and in

light of earlier dccision takcn by NC in its Mcctints No. 9/82-ALC4/2018, dated l{i.09.2018 in resptct

f M s lnd‐ Swin Labo日 tories Ltd agains:Advance Authori7AliOn No 221∞ 15609 datcd i3 12 2016 it

鵬児5∽
"″
A而
~口
而蔦鳳戸けさw¨"Ш'8

wa! d€cidcd io rality thc ad-hoc inpul oulput nornis undcr Para 4.7 of HBP a! pcr details b€low or as

ied by firm whichev€r is low€r

01) ■
Ｍ

Qty

NATECLINIDl' | I runs-+lsop()pylcyclohe\ane
Cark)xylic Acid(TPCA)

lo,k8

0 N-tlr_Jroxy Succinimid€ ()81k3

202k8

1 N N-l)ic\c10he\!lcdbodilmidc 1 58k8

700k8

(, , 49 ks

厩扁蕊;嗣yl腑 i鳥

4ヽoct N(ン 1)ate:ll′ 82-

l ic Nol)t tti5ユ 1()012411

2,lt'2()17

Case No::09′ 10′82‐

Al(4/・017

―
|

ｄ

Ｓ
　
ＯＶ鰤
榊

E、port product

一鋼̈
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囲 濡 蕊 戸 1脇刷:静IE;凛M晰 ¨
sion:l he Committee observed that in the simlar tases the rirm neither attended the PH nOr submlt

deta‖ s as asked for vde Minutts oF the Mecung No 1/82′ ALc‐ 4/2018、 d`ted ol o5 2018 and

一　

　

　

　

　

　

　

　

ヽ

一

:0 r /82/050.00759, A V I 8/ l:0s, 2ll040/00256r'A M I 8/ 02 1, 2017

18 Daled 31 08 2018 hcnce the Comnlittce was decidcd tO relectthe case

Иヽeet No lpatc:ll′82‐

IALC4′2018
15 112018

しc No/Dati051o404483

Lic No Date:03108:6,79
112017

Occision: Oeferrca for comncnrs of rr

Иヽeet No汀)alt ll′ 82‐

LC472oi8

lgioll: The cOmmite∞nSdered lhc ttteas peragenda h the prescncc OrTcchiω !Expens and in
18h10r carlier decis10n taken by Nc in i`Mcedng No 982■

LC4′ 2018,dated 18 09 2018 in respect
Mん lnd‐Swin LaboratOnes Lld against Advancc AuulorizatiOn No o510403698 datod17 08 2017, it

s decided 10 raJ,the 3d‐ hOC inpu1 0utput■Orms undcr pala 4 7 of HBP as Pcr dela"s beiα v Or s
icd by fim whichever is lower:

い eNc6″10781赫隅雨権面
1翌河 y匿

郵 ァ

:而
・ TI     LABOR相

oNESPV■ LT
|

―

               
―

― ―
iQ Fie              lRLA riご

~~~~~~~――
Oν827050/1"902′ AM18′   lo3′ ,5′040700574′ AM18′

7 225ヽ8
8 D― l'hen,lalanincヽ Иcth、 II:ster

H,d10Chiσ  dc(DPALE)
136ヽ 8

0 504ヽ8

tA may lakc approf'riate lcrion as pcrlhc decision of Noms Commiltee.

Crse No.:12t9l82-ALCLl,z0t 7 Pa.t) NamcJUllll,AN r LIFE
SCIENCES l´ lヽイlTED

閂perdhc(Min Punt」 99%) Ruthcnium Alumina ( alat)sr

Alumina Silicale Calatyst
Denatuttd Ethy Alcoho

Ne detols

ヽヽmり llke appЮ p門ate ac10n as perthe ded● on OfNoHns COmmi“ ec

11.

15]12()[8
|
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旧剛 :Sm034Amy 障 舗 脹O lll14"AM晰

^

しic NttDttte:0310816778

102112017

lDecisionr Defer.cd Io. commenc orTE

Mect No/Date:11′ 82‐

ALC4 2018
15112018

1綿脇 5υO"ロハ MB 卜燒 棚 ∽ 。 9:′AM W

PaⅢ Name:PRlSM
INDUSIRIES LI D

ヽo:28′ 12′82‐AL(:“′2017

! ic No′ 1)ale:3410043610

()O11201フ

lDsisio!: Defe...d for con ments of TE

CseNo:3′ 10′ 82‐
ALC4 2017

Party Namc:RELIANCE
lNl)USTRIES L11)

n7辮:`∞
““
帥&厩鳳α話9,Attj百癬 面ω攣冨

降撫 ょ∬翻 選癬絲 鎖 IttF:評
:棚鰍棚 腑

ιPC are awahed The cscis delerd

Deision: The Commiit* considercd the cas! rs per cgcnd! in the pres.ncc oftechnical c\pcrls rnd it
notcd lhal thc @py of applicotion rcfcEed to Department of C&PC for their exaninatiodcommenls.

15 112018

he commcnts ol Dcpanment ol C&PC rrc awaitcd. 'l he c,lsc is dcltrrcd..

Iヽoctヽ o」 )31せ :1 1182     1St.ltus:

Al(1.2018         1Dererred

1lS 11 2018    1

Dcblon: rhe Commike considercd the casc s pff agend! in th€ prescncc ofl€chnical cxpeis and ;l
was noEd that lhc @py of application rclcred (o D('padn)enl of C&PC for their cxaminatiod@mmenls.

The commenls o,-Dcparhent ol C&PC sr€ awailcd. The c.rse is delercd..

Csc No:10′ 10お 2‐ No7D3● :ll′82‐

ALC4/2017 |(■12018

Parly Name RI,1lANCR cct No'Date ll'82‐

INDt,STRlじ SLII) l C4′2018
15112018

D.risior: 'lhc Commitlee considercd lhe case as per !8enda ;n the prcsence oflechnical experb ond it
w6 noled that the copy of applicatiotr rcltned lo Depa(mcnt ol C&PC for lheir claminaliot commenB.
The comm€nls of DeFnment of C&PC are lwned. I hc case is dclcr.ed..

Status:

De“ rred

1ヽでで1ヽ 、ヽ I)‖ to 1 81‐

1, 112018

(1.Ise Nて ,:12′ 10′82-

ヽLC4′201'
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ision: Tle Commitee nored thal rhe.l.07 applicarion ;s sri[ a\yaited from RI_A. t.t,,rnUri. lr"r, ir
decided to call lbr a copy of 4.07 appticalion iiom RLA, Mumbaifor furlher considc€rion oflh€ ca!e.

FascNo214/4/8,ALC4/2018「
II1511tM凸 :3NDO

m脇 i馘戸

一Ｆ

DclereJ ibr commcnrsol Tll.

No,1).ltcil l:82‐

l C4,2018

15 112018

DeltrLic NαDatc:09100656'3

161120,7

Dc.islon: Thc Commitiee conside.ed rhc cas€ as per agoa i;rfp.*-;;iT*h.bt E.petu a
the l;ghl of earlier dccision raken by NC in its Meeling No. d82-ALC4n0t8. dared 26.0?.2;13, ir was
d€cidd to rarii, the sd-hoc inpur output norms under para 4.7 of HBp as per derails b€tow or as apptied byfim whichever is lower:

Qty SI No 0,
(2R‐cis)5‐ (4-anlino_12-

dihydК、2‐oxα l‐ D rimidin,1)_
1 3‐oxathi。 lane‐ 2‐carbONylic

add(2S sR)‐ MethJ estel

]k8
| Cl)oxllic acid 50% 0,43k8

Sodium bis!lphite 060k8
2J-dihydio\y- I.4-dithianc 0325k8

1 1 00k8
5 Triethylaninc 0034k8

`,

Mcthanc sullbnic acid 0 017 kg
7 Dinrelhlllinmamide ()26k8
8 Clrosine 0428k8
9 Hcxamelh夕 l di● 1_ne 0698k8
|() | |lk=
11 Mcrhylen€ dichloride 263k8

K^ m!) t ke aff'ropri c actio as D.r rhc deision orN6msa

for ibllowins



lDecisiotr: Deferred rorcommctrts of l E

loeci.ioo, o"rerreu ro" -mments ofTr

Ir*..lnlt. tU.r:-et c;201? lPall) \am(RLl l^Ntl- iMc(t\oDute:llsl-
I [Nr)uslRlhs r r). ALC4,2orE

I 't "'o'*
luo tit- -- lnrrl rit. - 1".\",1,"r..o110E1i3,',

128',oi,u.z,oso o,-,u,]o au t8 l:0J050l0rD5l:,\Mlll - 
2?.11.201?

I ln""i"ior, 'lh( ('ommirret (onstdcrcd th( t!'c J' I'$ Je(n'r in rhc prc*nce ol'rehni'al
lsas notrd lhat lhe coP) oi appticali.h Elerd to D(n3nmlnr ur'( &PC tor rheir e\sminali

llh( commenN or D(nanmenl of.&PC aR JsJired lh( Lr.( isdel.rrld.
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D.cision: Comminee considered ca$ rs ff,ragcndaand in fie prcsnce oflhe rcchnical cxpens.nd a rEr
icr decisi(lr takcn h\ NC in its nrccrins N.. 8/82 Jrrcd :11.08.1018. ir $as.lccided n, ratil,v rhc ird-lr()c

npul oulput norms undcr pam 4.7 ofHBP as per der.ils bclow or rs applicd by tirm Nnichever is lot{cr:

Q● ヽ

Ｎ。

01,

Alk)、 ,c0

TRiCHLOR0 1SOCYANURIC
ACiDITCCA)(T“chlorll isOcyanurate)

| 061S k8

Caustic sOda Lve 05,3k8
(hlor nc 101 k8

may take appropriarc lction as per thc decisnm ofNorms Commiuer

σ‐９

‐７両
枷
霞
」Ｃ

Ｃ

Ａ

D■

“
m Ъc cOm市はcOns碕

“
cseぉ
"rag“
amdhtti∬w響鶴躙1=船sIwas nOted that in Mecting No 8′ 82-AI C4/2018, dt 31 o8 2018.

followinS infomarion:

ドツ7 Party Namc:OCIFNE
SYSrじ MSINDIA LTD

財  

「

~町

Chemistry. % yield on mola. bais
Producrion / ConsumFion Dala fmm Cenrrat Excis€ & S€.vice Tax

鵬棚:til需:路拾l躍絆:`甲翼湯他!嵩翼鴛“
嘲uestt ω proviと äbO■ e

,CCted

「
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「い0210SνOl12,4 AMlツ   ト09″″0411X4241AM B′  「 O11207    1   1

(犠iお
e S per ttend,and"was acdd“ b ett frtem m im

M●●・ l Nυ Date ll′82

ALC42018
15 112018

fDRision: thc t',,mmirree .,'i.r.,"1 ,r," .* * p*.tscnJu,n rh( nrt{n(( "r rc'hnr(Jl<\IEn' Jn'l n

\vJs noled Ihnt Ih( (up' ul rnnlirali(,n rclt 'cd r,' l)epartmcnt or'C&l'C for their crmintrlion/conrmcnls'

Iure commcns ot oepanmcnt of C&Pc ar. a\ ttitd. Ih" !1" ,:j:,tI.d.

Slatusl
ヽIC“′2018

15112()18

HQ Fne
:01′ 82′OSO/010411 Mヽ18′

RLA Filc

:03795′ 04α00489/AヽИ18′

iDr.ision: lhc (b;inlee ..,ria",".t rt ".* "' 
p",,,geilr ln ttre presenee oi rcehn icll !\p'ns and it

a\ Ns foted thcr lhe cop! ofrptrlicdti()n relcflcd t,, l)ep.rlmcnl .l ( &l)C ti)r lheir c\!minalionleommcnts'
'Ihc.omhentsol Deplnmcnl df( &l'C xrc !$rircLi. Iht eas. isdelctrcd

Mtct Nopatc ll′ 82‐

AI C4′2018
15112018

¨ 阿
Decision:  Ille Committcc considcred thc eぉ ca、 pel a8cnda in the presence oftcchnical expcrls and il

wo! noted $ar the orpy ofapplication rcferred lo Dc[Enmcnt ofC&PC for lheii.:ainaliodcommenls

Lic NorD3te:0510404746

|(,1 ]ヽ t5,|()|,'(), ヽヽ 11ヽ

D€cision: 'lhc (ommiitee cobsider.d c$c rs r^-r agcrlda and in th. prcscnce ol'1he tcchnicll exp(rts il
was dccid.d to mlil,! thc ad-hoc intul oulpul n,nrs und$ l]!ra 1.7 ol IIBP a5 p.r dtlails belo$ or as

rpplicd b! lirm t\hichclor is lrtrlcr:

Expon product 呻
”
SI No Qt). Allorvcd kg

M「NTHONE 1 ヽ
=

1 4ヽLlA‐ (ヽLSOl

(M(RLS(")
090,kg

ISO PRCIPYL ALCOHOL
(IPA)

100k8

ma) takc appropriate action as Pe the dccision oiNolms (bmmitice

し,cN“1)ate:0310817555

commentsof Deponmenlofc&Pcarca$aited'lhccasc isdclbned.

I

「 F而
而
“
而47●Ol誦需1蕎IPご

~瑕 ~臨
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1

1興 二
___PDUSTttMD  括 脇 f  PCFcrred

RLA Filc   ~~~~~~~― L“ NげDatc:0310817554 DeFer骸
“
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15112018

SIalus:
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Dccklon: -rhe.Comminee consid€red the c$c 6 pcr aserd; i;G" p**;;fr..hri*t ..p"(. 
""d 

lr
\tas notcd rhatthc copy ofapplication rcfeEcd ro Deparlrnen! ofC&pC fo. their examinarion/commcntr.

commenrs ol Deplnmcnt otC&1,(,are !$aited. Ihe crsc is dcl.ened.

lic No′I)ate1031 081 7566

Tte com menls of Depanmenr of C&pC arc awailed. The case is detered.

1071220i7

腟:墨盤霧W尋郡墨螂、=MI&階響‖∬珈鳳i織穏l

Do\\.1!lin. l.rh.t\_lSt,I \k,rt..rr.nl)l)tnntles\ilrp$B(rIis t.rl.xo.rlrr, r"11",.,,,.,.....,.ir. t.t,t.r. .{| r\,,\tri, :,n,,tL tt( \ i t,.,tr,ir.r. t!,.,tr..t .[ ,

躙 掲5σm"`^Mげ  障蹴 ∝螂
“̂ m.~厩

ら器
C“Ю創枷
F防
『

岡 i薫顧縣 1暉I鳳穂∫誦 訃 腰1瀑鍮靡 訃PヽC arc a、、3ited The casc is dellr ed

Case NO■ !59112′ 82-
1ヽ(1]|「 ALC4′2018

15112018

1“器星垢50/0‖
`AMly

Case No.: I 85/ l2182-

AI C4′ 2018
15112018

「理
==三
翻聯1需廠
「
M1/8・

~‐

1lS l1 208

icd by fim whichevcr is tolver:

Doxycyclinc Tabters, USp 50 MG ( | 9.200 Bofltcs x | 00 p.r Boites = t 920,000 TabteG)
Do、 ycyclne Tab ets usP 75 MG(4400B。

ldcξて lo()iモ IBotuよ _4 40 000 1hb ets)

SNO Imporl ltems NOmsrccOmmended ror me7は Ы

“
m mg t8blet 75 mg

tablct
100 gnirblet 150 mg lnblcl

12
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ヽ』″mC41●O18日
前 腑 P『

腰l鷲
口
“
2

Fractional Dislillation ii) Blcndingdsuch folhwing intbrmsrion may be given

Blending material alongwilh it squ tily agting l k8 ofexport

Quanlily and value by product obrrincd during produclion

inlb.matbn is sLillawaiEd liom thc lirm. llencc.'lhe CoNmitlce decidcd to
gi!in8 l5 dlys time lo submil rbo!. information. lailinS shich th. case will

∞ nsdered ease tt per ttenda● nd h tllt・

No 8782‐ALC4′2018 ut 31 08 2018,

[∫側辮
憫Ш″
"

presencc of $e tcchnical
thc firm ws rcquested

113

Decision: lhc (irn,nittLc
noled thrt in Nlccting

lblloNiflg inli)tmutioil

owevcr, thc rcquisite reply /
s\uc Finnl R.mhd$ro ll,n

OXY(:EN&INI)t STRIAL

EchnicaldeEils a per appcrdix 4E lvith molccular$ci8ht and % ofvield a. each stage

ES PVl lTl)

tr"l", O",",

D“islo■ : 「 hc Committce cOn“ dered case as per ugenda and n tlle presencc of the ttchntal experts"
ws■otcd thatin Mo■ ing No.8′ 82●LC″2018.dt'1082018.the flnn w6 reqlcttd to lumish complete

Panv NimeMALWA

Iowcve., $e r€quisite reply /;nformalion is stilla\laitcd lhm lhe

1蜆
¨

1霊需 =61°
lD罰

|)oltr ed

issuc I!!!L&!qi4!s to lirm 8ilins l5 dals liine to submit rbo!.
rirm lrence. rhc Commi[cc dccided llil
information.lhilinS which the cosc will

145

C‐ No■ 261′ 4′ 82‐ Al(4/2018 Pa,Name:ViVlMED LABS
LMITED

i ) Recovlry ol solvenl during production proccxs

ii ) Producrbn consunr ption data dul) cerLilicd b) Ccntrii E\.isc / CST

Howeler. lhc rcquisitc rcpl! / inform.{ion is still a$ aitd liom lhe llrm. Hence. l hc Com nr iltec decided

HQ Filc

:01′82050′ 00261′ AMlツ

l*ition, ru ri,r.iuc" considcrcd casc rs pcr rgendr lnd in thc prcsencc ollhc rechnical cxpens it

was norcd rhat in Mccting No. 8/82-ALC.I/201 8. dt. il.0lj.:018. thc firm was requ$Lcd 1o l-urnish

folkn!ing inlormalion:

1 Doxycyciine USP 51.7 mg 77.55 mg 103..1mg 155.10 m8

may lake lpproprilte acLion !s p.rlhc decision ol Norms ComDinee

10「‖C             I｀ Lハ ト‖せ
:()11ヽ 2{),()(),1)'2 ヽヽ 11()       :51211)lt l) )2`, ヽヽ 11ヽ

||   [iillll:ll'I   [   

「   「テステう:~~~~~
Lic No′ Date:0910065727

12122017:09721′ 040′00“02,Aヽ418'

|
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け ら器
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山 咄
'"10,2″ (■ 0/00405′ AM18′

on:Thc cOmmれ tee c00s dered casc as per age lda and in the presence oFthc technical∝ pett it ws
thatin Meeln8 N0 8′ 82‐ALC42018 dt 31 o8 2018 the蒟 輛 was requestcd to rumish rOnow ng

i) R.co!er) ofsotlcnr dlrin8 ptuducrion pR)ccss
ii ) l,ruluclnrn consum plion &ta dul] ccdilled b), Centht Excisc / GS I.

lk\\e!er.hcrcquisitercpl)/infomrlrbnisstilasrircdliomrhefinn.Hcnc..t.hcCommilteedccided
lo.issuc rinnl Bemi.dd to ikm 8iving l5 dr\s rimc ro submil abovc inli,rmari(h. faitinS which rhc casc

N。 :"5ア 12′ 82‐

017
IPan、 Nanlc Kl J

PLAヽ |(1/「 RS1lMH ED

on:The Committee∞ nsidered ca、 as per ngcnda and in the presence o,the lechnical expens it was
thatin Mttng No 8182 ALC42018.d1310820!8 thc nm wasn.uesled tO Funish Fol10■

ing10,:^_

.',hflerer((hni\dlJ.rrit\6JfI\nJi\{ ahnE$ h Volecuhr $eiqhl ofe\ef,l anJ im ,nP(((nlJgc nl \ield.r reJcri,,n i'i. \t qidl butuncr h,{ucrr,n cnd;1,^"rp,i,, ar" 
".n:n.,tb) conlralerche authoriry or (.A.

{owev€r' lh€ requisitc .eprv / infomalion k sriI awailed hom rhc f]rm. Hcncq Thc commi.ee decided rossue.Eilal8llqllgs to rirm 8ivi.8 r5 days rime 1o subm;r 
"u,* irr..."ri.". i."iii"e ,"r,i"r, ir," 
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lD.cislor: Dclerrcd lbr comm€nrs of Tlj

Csc No1201′ 12′82‐

ALC4′ 2017

60鵬星捻5υ
““
mmy 脇脇ふ↓T~限器 3̈1081""P¨ rmc‐

on: The Committee consid!.ed thc case $ per o8cnda in the pre*nce of tc.hnical expeis and it wd
rhat the mpy ofappli@tion rcfcned 1o l)epannrnt ofC&rc lbr thci. e$minaliodcomment!. The

阿器洲げ
∝~

1器B偲5αl160AM醐

7.5 sq. Cm P31ch contain l.EE8 mg o I Estradiol LrSl) l

I l.:j so. enr Palch contrin 2.lt:l? mg ol'F.nfudid l:Sl'

.lach 15.0 so. clt Patch contain 1.777 msol |sladnn t rSP)

Иヽeet N(ソ Date ll′82‐

ts ol Departmenl of C&PC a.e alvailcd. l hc clr\e is defer.'d.

The Comdttee considcr€d calc as per a8cnda and in lhe prc*nce orihc l€chnical expens' it \E

icare of Analysis (COA) ofClove LcafOiland lor orisin indicatin8 o/" Engcnol Conl€nt.

betow with 40% wrslage on ncl contenl ofllslradiol $ pcr DM l-, lhc norms allowed is undtr:

ヽ1'ORT l'RODt CT:

e"rrua;ot rr*"d"-d Sl"tm USP (wcckly) 0.025 m8/da) (Patch Size - 7.5 sq. cm)

that in MecJng N0 8182‐ ALC4′ 2018 dt 31 08 2018 the ttm ws requcsted to mmish the

I to\\$ cr. $c r.quisile rcpl) / in rbrmali()n is s(i ll r\ r ileJ lion thc lirm. ll.nce. I h. Committcc decid.d n)

issue EIaLBgqi4lsI to llrm gi!in8 l5 Juis linre k) $rbmit xtrotc inlbanation. liriling \rnich the case will

$e technic,rl €xperts and as per earl;er decision laken bv NC in i1s Mcttins No 8/82-ALC4/2018 dared

3I.08.2018, it lras decidcd to ratify lhc ad_hoc input oulput norms under par-a 4.7 of tlBP !s p€r deiails

D..lrlon: The Commillcc considere(l cas ar per aScnd! and dcliber.led on lhe malter in lhc presence of

Ewadiol Transdtr nal System USP(■ (ェkly)0 0375 mυday(Pateh SiZc‐ 11 25 sq cm)

Estradiol rim"crmal Systcm uSP(week y)005mプ Oa,(Patth SiZC-150 m Cm)

Estadlol riasdcrmal Syslem USP(w∝ kl〉)006 ny“ ,(Patch Sizc‐ 18 0 sq cnt)

18 0 sq cm Patch contain 4 532 ng O,Estrad ol USP)

est'ad;.l Transdu.al Slst m USP(wcckly) 0.075 m8/day (Palch Size - 22.5 sq. cm)
(hch 22.5 sq: cft Patch conlain 5.665 mg olEstradiol tlSP)
Eslradiol liansdcrmal syslcm USP ( lvcckl) ) 0. 1 mf/da) ( Pltch Si/-e - :l{).0 sq. em )

(Each 30.0 sq. cnr Palch conuin 7.55i mg ol Esln,liol IIsl')

Case No● 20S′ 12,82‐

IALC4/2017

Casc No:211′ 12′82‐

ALC412017
PaⅢ Nalle cADⅢ  A
llEALTHCARE LTI)

Allowed for the● ■ ofl No Patch

1借キ盤∫ PeFerred

1皆さ警l彎
α°3 Юm 7908「 )etr Dale
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'|」
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膠閻鰤

「ド
3
:01′82/050,00225ん Mヽl,′

しic No lpate 0910065771

20 122017

n'e-aytoteapp.ffi

Lic NO,Dattl)51o405o,1
:01782/050101162′ AM 81    1)5124■ )loloo15o,AM 8,    26122017

lDNi\ion: Rept) rcc(i\cd riom rhe firm. l h( cr.c n delered fd (u;mcnh.r 1r

Pcny N!mc:SWISS
AREN「ERALS LTD

|

じstrad o uSP
:.6111mg i.96{8 m8 5.287E mg 6.314E m8 7.931 m8

1057`

mA

may r.ake appmprialc a(lion as per (he decision ofNorms Commirlcc

AL(4,2018

lb:!208

IDeFcrDate:

1覇I:‖∫ll殻∬舗欄Il↓:鷹cc was decucd lo relectthC CaFe

D€cisior:.The_Commitr€€ con"ia"..a rt" 
""r" "" @as per earlicr decision raken bv Nc in il" z/82 meeting dared 24.08.2018. il was decided ro mlif; fic a+h.r inp ,{rDUr n,rm\ under p,rr {.? ,,r HBt, s o; denits n t., ,, ^ ",rLiJ ii',;_ "ii"",* ,

Qty SIN()
Qty

crLrptoloL reslErsd
MG(CEt_tPROLOL ZYDUS
2OO MG TABLETS)

1 cELIPRoLoL-
HYDROCHLORIDE PH,
EUR.)

20400

myrab ct

Slamsi

:)ereriで d

Casc No■ 10r・ /12/82‐ Pany NameicAD:LA
!!EALlllCARI」 しlDA!C4,2017

Mcct Nt/Dale:“′82‐

:01/82050′ 01o61′ AヽИlν

A[(112o18
15112018

CascNo.:221l12182-
Mect No/Date ll′ 82‐AI(42017

l

IRLA Flc

Pan,Nanc:MAHIMAl!1'L

]scrFN( t.s pv't.LTD.
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Qty a‖OWed
in鰤

CE口RIAXONE SODIUM STERILE USP
lGM IN,ECT10N(EACil VIAL CON IANS
CEITRIAXONE SODIUM STEⅢ LE USP
ICM)
NET CONTENT Or CEFIRIAXONE
SODIUM STERILE USP N EXPOtr
PRODUCTS-1200 KG

l V al ]

Crr「RlAXONI
SOl)IUM
S口 ,RILIサ USP

1 16gm′ 1

3m vitll

CEFTRIAXONE SODIUM STERILE USP
SIXIMC EACrl ViAL CONTAlNS
CEFrRIAXONE SODIUM STERILE 500MG
NET CONTENT OF CEFTttAXONE
SODIUM STERILE USPl■l EXPCIRl
PRODUCT 275 KG

l V al

CEFTRIAXONl:
SODIUM
STERILli USP

058
8m′500■8
vial

CEFTRIAXONE SODlUM STじ RILE USP
250MC(LACH VlAI CONTAlNS
CEFTRIAXONE SODIUM STEttLE 250MC)
NET CONTENTS OF CEttRIAXONF
SODIUM STERILE USP N EXPORT
PRODUCi100 KG

l Vial

Cじ
「
FRIAXONE

S()DlUヽイ

S rER‖ じUSP

029
8m7250● g

vial

ItA moy lakc rppropriale action as per thc decision ol Norms Committee.

Casc No■ 29′ 4′ 82‐ALC4′ 2018

:● 1 821)5111 )1り  ヽヽ 11り

ALC4′ 2018

15 11 2018

RLA File
:03′9y“α∞ 75ν AIИ 18′

t e.hlon: t).lcred lbr commenLs olTIl.

1鍮I■11
:34′ 2″0■ 0′ 00263′ Aヽイ18′

26 '22017

No 205′ 4/82‐

:01′ 82'050/00205′ AM19′

D.clsion: 'l'hc Commiltec considered case a p(r u

No. l0/E2 dated 10.01.2018 and ale and in on
decided tu ralil) nums under p0ra 4.? ot HBP ds

senda and in light ofcarlier decilion taken in Mc€ting
sulrarion $irh Echnictl aulhodly pn*nt in meelin8.

ncr deuils belos or s cpnlied by lim $hich$tr is

Ouantitr
ヽ oヽ Quanlir) allo$(

Tri Ethyl Alunintum

(TEAL)
l kg | Aluminium (ifil / Granules 0 270 kB

mry take appropriate aclion as per thc dccision olNorms Commiuec..
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趾「棚″
冽42i渕忌蕊
陽38児5∽‖″̂

MⅣ  厩濡罵:厭

Party Nanc:riTAN ~~~~~― IMectNo Dalcl ν82‐

llowe!€r. the rcquisirc rcply / infomljlion is (itl a$zited from rhc firm. Hencc. The Commiue€ decided ro
hsue Fin R€mird.r to firm Siving I5 days rimc to submir above informarion. faiting which rhe ca* wilt

1ヽでで1ヽ、 1)。 1で  lヽ 1

AI C,,2018~囮
蕊締 厩 "̈¨

5

D.(kion: Ihe Commi(ee considered thc ca\e $ per a8erdr;lltep***. 
"rr*t "i."t ""e"n" -d ir , ."

norcd rhir rhc @p) olapplicarion rctcncd ro Dcpartmenr otC&pC for thei. examinarior;omflents. Ihe
comments ol Depanmeni otc&pc are uwailed. trhe case is defened.

`ase品

・
10'豆量2‐  ~  ,端 ,Nam`:ARBじЁ   ヽ c」 IヾImciI、 2

AI C″2018

1611208
|

|

1瑕器湯児5νm“o^my 臨濡扁1蕊

「

臨誦戸面耐円r Date‐‐      `     ` ‐ ―｀ ｀  ` ,`ヽ ,ヽ ,‐  |●ヽ●
`,01     :υ l t'1`U10            1

1ヽ「鰤 ‖酬 輛 渋需濡 喩 需lm乱鳳‖需 鶉 1
1 ° 柵‖蹴慶躙ど(榊∬船話.‖‖淵‖c『Ы∝̈円いⅢ山ごは"■ ma

|

l  l静
il:l」
「」習ピ1[I嘔烹]や躍T:1::よ|‖∫‖:ill,llil際‖∬:l‖i槽TI:1端 :l:∬ ||||

(  、せヽてヽ :2]|| |, ]ヽ

ハ|(1112017

lS l1 2018

Case No■ 105′ 12′ 82‐
ALC4201フ

¨ Name ARBEE
OMARNE EXTRACTS

イヽcet No′ I)atel1 1′ 82‐

ALC42018“喘:淋ぎ
に確 P'■ )｀ u nlで :ヽ IR )LS

1ヽ1,ヽ lヽ Nllヽ 1 l11)
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Dctcr Dclc:

lD..isioo: Del'errcd lbrcomm€nrsoI-lE

I'urt、 Nui,さ :SI]t11)1lS

ヽ lASI N 11ヽ 41111)

|

01′82′0507()1189′AM18′    |()|′ 2″ol(ソ00177 AM 18′

1′827050'01188′ AM18′

C‐cNo:234′ 12182‐ M∝!No Date n′ 82‐

licN(プDate:()410163850

0201 2018

lD{ision: l)cleEed lb. commcnls ol lE

No■ 88′4/82-ALC42018

:01′8● 1051111XX 38/AMlツ   ト567241040螂34′AM18′
Decisioll:l he Comm tlee consi“Icd ose s per“ end3 and in the presence ofthe lechnical cxperts,it w、

n●ed thatin Mcelng No 8″ 82 ALC42018 di 31082()18 thc“mwぉ requNed O■ mish lonON・ ng

(;) Complctc technical dctails rs dpl)endir 'lE rlonB \tith mol!'cllar \leighl nnd

pcrcenllige ol-yield rl each sluee.

:!cr. the rcquisne repl) / in,amalion is slill !$nilcd liom ihc lirm. llence.'l}lc Commillcc deid.d to

lilllBssllls 1o llrm siving l5 days linrc ro Nbmil th)!c intirnnudur. lailins $hich thc case will

M∝lNo′ Datt“ β2‐1'arly Nanle l111 1 0 PAIN IS

P)LTD

′ 鵬撤0700" FDele D■
o

|(、 7

しic No/Date:0510405230

tOllSZ,osOlO0[9TlAMlgl l:05,23lO4U0o3E5/AMl8/ 104.01.2018

The Commitl€e consider€d casc as p€r agenda and in thc presence olthe technical cxp€rts! il wd
that in Mec“ n8No 8″ 82 AI C42018.di S1 08 2018 thc nm ws Ⅲ ucSted lo rumish FouOwing

la6oni

Complcte and balanced chcmical rc● cJons shoNlins moltcular、 e♪ヽmolar嘲uirement

)    Copy oFttchnical‖ tc ature in sup"It。「 t,w yield at dilltrent stuscs

胃
珈れの狐
剛鼻漂
~躙t…
匡

FQ Πに     
「
LA nに  ~   LcNυ D“c0710112る 36 Detr D3te:

:01/E2v050/00159/AMl9/ l:O7l24l0{,U({,z7ltAMtE/ l04.0lzolE

Casc No:'714′ 82‐ AI C412()18

ALC“
'201815,12018

owcver. the rcquisite reply / inlbrmBlion is slil l a\laitcJ lionr the fim. l lencc. t he Committce de.idcd to

RIヽ 11に

101.21.()100018 .ヽ 1ヽ18

―
日

I  FIo rit IRIヽ Ft lic Nol)tltc:5610('052'3

()2012018

|

雷
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(i) (omplclc echnical dclxits $ apr--n.lix 4tj rtun8 wilh Motccutar wcrght oi.e\norl and imDonr
Nrc(nrJE( oJ Ii(td,,r ,(Jrri,r, rJ VJre,iJthJta;r.
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No■ 2ダ″82‐ALC4 2018 1Pan Name:,UBILANT 1ヽ●ctヽ ol)alc:11,82‐

(:LNERICS l l)

1鱚蕊蕊Itty―格瘍応illlit~[ギリ1lJい
l°40`iJ~

Decision: 'l hc Commitec rc-considcrcd casc us P,r ugend! und in rhc pr.scncc ol'lhc tcehn icr l e\pcrts. il
\6 de.idd lt, ratill fte rtl-ho. inpul ourpul .o.n1\ undcr frrr 1.7 ol llBP rs per dctails bclo\ or 6
applicd b) lirnr \lhichcver is lowcr:

01〉 ％
ヽ

Va acyclovil Flm Coat“ Tab et

500m8
I No | V●1“yelov I Hydrochiol10e uSP

(V31ocyclovir HCL USP hydrate)

600.48 m8

Valac,clovir rlm coated Tab et

1000:ng

l No Yrh.) clo\ ir llld()chldidc Usll
tVch.tck)!ir H( 1. USP

120096m8

15112(}18

The firm is rdvhcd to neolion..l Ilydrrle / Anhydrous forn ofimPorl ilem V.lacvclotir HCL
USP in future.
RA ma! talc lpp()priate ti.lion $ per lhc dccisi(,n o! \o.n1\ Conrnline.

AI C″20i8

Mect No Datc:11′ 82‐

ALC4/●O18

15112018

`

No● ll′ 4′ 82‐ AI CI′ 2018 Panv NMe:REYAANSH
IEA1 1lICAItE

The Committcc considered the case as pcr a8cnda md n was dccidcd to call for the Drug

Liccncr fiom thc lirm.

: Tte Committe€ consideGd ca$ $ pe. t!8cnda and in the prcsmcc of the tcchnical exPcns. it
noted thatin Mcetin3 No 9′82 Al C412018 dt 18 09 2018 the nim was rtquested t.・ minish a copy

Drug Manufacturin8 Licence.

1淵
“

|

,w€ver. thc requisitc rcply / in lbrmation is still aluitcd l-rom thc lirm. llcnce. l he Commillc!' dccid€d to

ue !:illlBloildg to fim aiving l5 dals rimc to submir abole informalion. lailins which the case will

Case No■ 12814′ 82‐ ALC4′ 2018

|

=
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l)..i\io : l).rit.J r(! c.frir.fLs o tr

,D6irion lhe C.mmiuee.onjdered rLrc cJ.e J: rer aSenrl" ,n rr,e p*,"*c.,r rcJni.,teipen. cno ir sr
int'l(U thxl thr.cop) ,'l'JpplicJlion rrt(rl(! r,, D(nlnmcnt ofC&pC tbr thcir cxaminorion/lommcnrs. Thcc.mmenl\,it t)eparlaenl ol (-&pC drr .tr\rild. I.he (6c i\ d(fercJ.

i).Cop) oI DML litr each exporr p()d!cl; (ii) Masler llarch I.ormola for cach expon product andl(X from Min;srl ot Environmenl tin.cst snd (,limar Cbrile

cet No′ 1)atcil l′ 82‐

I C4,2018

15 112018

Mcct No,1)ate:11182‐

ic No,Dolcio310R1 8971

022018 円

一　
い
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団

:use No 124/4′ 82‐ ALC4′ 20!8

ｏ́
一輌

No 23,4ア 82‐AI(14′ 2()18 IPari、 Nalη o Iヽ :(KlTT
B,N(KlSER l!!,AL Fll(lARE

INDlバ I'RIヽ .ヽ |「 11ヽ 11「ED

IRLA「 it
Ю5'24“〕401Xパ 17'AM18'
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階

o■: RA was rcquestcd by emlF葛 Ft mish thc copy OF application to proccss thC

PartI Name RH01)lA ■ヽぜct N()'1)otti]1'82‐

sl)Fl(-l/\l-I)' (10:Nll( \l-s AI-({/2018
INDIA PV t. Ll). ]r:.tt.:orl

‖)● ler Date:
|

lsloll: ne COmmi"cc considcred c眠 ぉ Pcr agcnda and in the prcsence ol the teclinical experls,it
notcd ulat in Mceling No &82 ALC4/2018 dt 31 08 2018,it was decided to ca‖ trom the nim

lplete technical dc● ils as per appendix 4E and chemical name or・
.T。
lcide PS 70a

informatnrn is stillarvailed tiom thc lirm. l'lence. l hc Committec decid€d to
givin815 drys limelo subnil abolc information, lailing Nhich thc cN willissuc Ij!3llls][idsr ro rlnn

Caゞ No■ 83た′82-Al(112 18

1lQ Fne

:01/82′ 050′ 000837バ 1ヽ197

: l)cLred lbr comments ol'IL.

、1(112 1S  1ヽい ヽtu,lo Stヽ
l' 1.ヽ Itヽ 1ヽ (Ll ll( 1ヽ

Nl)l,SIく |しヽ1 1)

4ヽeet No/Datetl 1/82‐

ALC4/2()18

15 112018

StanN:
Defcrrcd

1酬嗣
鵡 I厩蕊

Parll Name V DlI

ORCANlCS PVT LTD

DccLion: rhe Commiltec considercd thc case cs pcr ugend.r .lnd it was decidcd to call lbr the complete

@ldelails as per appendix.rE trcm thc liml.

lヽcet Nて 1ヽ:)atcil l′ 82‐

IALCl12()18
15112018

「器ted~

Mecting

RI A Fic

:31′ 83'040′ 0012'1ヽ Nl1 8' 1躙辮
J ll1669"

No:69′ 4′ 82-AI C4′ 2018

15112018

Lic NdDatc:0310819∝2

08022018

No:954′ 82‐ ALCI′ 2018

:01′82,0507t0095′ ′ヽ 4ヽ19′

eclsion:l he Committcc∞ nsidcred cax 8 per ttenda and in“ 8ht of adicr dection laken in Meeti
o 1082・ALC4/2018,daled 10 01 2018 and alい and in consultation、vith techruGn authOrlty present

は in3"ぃ、 dceldcd to n■ i″ nOrrns under四 4 7 of HBP as pcrdmtに below or s app‖ ed,n
hichever is lo″ er:‐

ExB)11

Ouantil!
S No Quantily allowed

[)NOVO BP838 1ヽさ 1 26、、lenol 0,51ヽ 3

may take appropriat. action as per lhc dccision olNonns Committce

|
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=ド

°RD
圃 ∬T…
lb‖ 2“ 8

|10「 iに

1)1′82′050,(X,o3′ ANllり ,

D.cision: The Commiuee considercd case rs pcr agenda and in lhe
noted that in Mceting No 8′ 82 ALC″ 2018, dt 31 082018.

hllo$inB inli,rmarionl

Pac* size oiexport;tem and
Dru8 Manufacturins L;ccne {DML).

rlr€sence oflhe technical exp€rts. il
the firm was rcquBted ro fumish

IkNelcr.lhc rcquisilc rcpl) /
issuc lilllBstqilljr r{, urm

information is stillu$ited irom thc firm.llence. Thc Commiltee dccidcd 1o

giving l5 dals limc to submit abovc informalion. failin8 which the casc lvill

―
岬 田濡鱒 順

Lic No′Date:0310819233

19022018 Pcけ
Dale:

朧 燃 榊 躙
艦T出品淵肥 TT榊鯰 論∬柵 I樵
Jrt u、、aited l le case is Oc:trred

0「‖じ

:05′ 237040100453,Aヽ●18′

De.ision: lhe Commiuce considered the casc
nicaldcrails as pcr appcndix 4E fmm rhe fim.

as Per agend! and il was

「繭∝“ν″いLC″枷85■Ю PNN｀ Mect No′ D■c11′ 82‐ Slatusi

DercttdALC4′2018
15 112018

871o「‖じ           |く 1ヽ lic

1総鼎
°05104“
“
4

Lic No′ Date:0810142000

14(〕 22()18

:01′82′050/001434へ Mlつ′

1騨濶 1湧
¨
断

Dcturcd Lrcommcntsol'l li
霞」I口
濱。価
「
ぼDate

No')atせ 11′ 82‐

AI C4,2018

15112(〕 18

しic NげDate:OS 1 0405F093

21()22018

Ｆ

Ｉ

岬
IP(・
t,Nan,e:ヽ ||‖く |´ J INl)1バ

PRIVAIF LIM IED

"澁 IRLA File
l:O5l24/(,/OIOo57 t\Mts/

l)ccision: l).l.rred lir c,nnnr.fl\ t'r I I
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Case N0 1286/4′ 82‐ AI C4/2018 Namc SURViVAL
ヽ(1(ス  |ヽ  'llIIい

Ol′82′05α002861 1ヽ■ 19′

Mcet NυDate:11′ 82‐

ALC4″018
15112018

1品 1`7Dateh■ o“っnf
126022018

lD.cisior: Deiercd lirr comments of'IE.

Pa t、 N anlせ  ヽ|ヽ L「 い.ヽヽヽ1:ヽ

1,じ 1lARl l人 l Fl`ヽ ヽORS

l i。 ヽ., 1)● [。  )ヽ |()|(,S,]り

27.02.20ta I

を、cNo:6′4′82-AI C4'2018 N″ Date l"82

Decision: The Commiltee considcrcd casc as per ascnda and ds per carlier dc'lision lakcn by NC in ils
2 ALC4′ 2018 1ated 26 07 2018 and 8′ 82 ALC4/● l)18 dat“ 3!08 2018 1 11as d∝ ded to rati,tllC“

input outptr norms under porc 4.7 of HBP as pcr delails b€low or as applied by firm whichev€r is

F晟黒馬T「S昴品思『
F晨鶏:品

=i」
61↑Ё

隈縣蔦
^mッ
 隔蘊薦厭蔦
「

~躙
辮“Шい"6

RA maytake appropriate action as perthedecision of Norms Committee

Case No● 146/4/82‐

AI Clρ018

D∝isioni The Committec considettd c― aド per(1=cndn and 、

"r“
「lier d∝ ision● ken by NC in its

6′82 ALC4/2018 uated 26 07 20i8 und B′ 82-AI C4′2(),8 dattu 31 08 2018.l ws dccided to ral● the ad‐

hoc input output f,orms under p6n 4.7 of HBP d p(r details below or as applicd by firln whichever is

01) S No 01)

1'、 rldii、 c'8%,ヽ lin l k8 |

AluminoSilicat Caullst
001,kg

l:thll Alcohol (Dcnatured) 2 294 kg

3 0 07S kg

1 1 41 kg

3 Cylno PIiditrc 1 8ヽ 5 I )enriured Eth)-l  lcohol 222,kg

6 !●OS kg

7 /\lumino silicalc (.tal)( 0 023ks

8 No OcLns

Nme:JtサBl:AN:
E SCIEN(1,S LlM [l■ )

‐
|

ISClENCESuM「
ED ALC4′ 2018

i5 11 2018

に面蔽
~~

IApprovell

|

―
|

1,2

| 」

階撒「
瀾お
'

193田所蕊罵i「高;~に
Aいに ~~~丁

FttT面
而肩

|10Sρ 3′

“

0011381/AM18′
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Meet NυDale:ll′ 82‐
ALC42018
lS 11 2018

HQ FHc
:01/8205070016S Mヽ19′

Lic No/Datc:o71011292,

o■ : ¬ e cOmmitlee considcn」  thc ttc s pcr agenda and in the‖
3h10F car icr decision takcn

嘔no l′82‐AI C″ 2018 dalcd O1 05 2018,■ 、vぉ d∝ ided 10 ratl,nOmS undcr Pan 4 7 ofHBP vi
in

as
pcr dclails siven below or as applird by rhe ftm. whichcvcr is tessl

A may lake approprjate acrion ls pcr the d€cision ofNorms CommiGc

0(ヽ 1ヽヽo Qty
Beta Picoi ne I Kg | 映 Ratuled Eth,I Aloohol 1 120

()76

3 ()82

| Alumino Silicalc Catalyst 00065
0057

Pyridinc 98% Min l k8 6 Alumino Silicatc Catallsl 0019k8

7 l,thyl Alcohol (Denaturcd) 2 1,4ヽ 3
ヽ

り 141 k8
Piptr dint(ヽ 4in l'urity

99%)
1嗜 |() Rulhenium Alumina Catalyst

(RuthcniuD 5 o/o)
()00196

11 Alumina snicale cata[yst 001896
12 I)enalured E1h)l Alcohol 2242
13 No deta 、
11 Mcthaool 11`1

conccrncd nra) rdke l-urthcl nrccssrr\ reli( as above dccision ofNC

:07124,()101()o28111 NM 18,

0い 1ヽヽ ぃ
Qty. allowed
k8

:ALCIUM LACTOBIONITI]
USP/USP FOR INJECTION)

1ヽg
| CALCIUヽイcA R30NATE 0172ヽ s
,

LACTOSIサ
l 16k8

CAl´ CIuヽィ

BROMoI AC10BloNATE
l k8 | CALCIUM cAR30NATE 0360k,

, l ACTOSI: 1021k8
1lYDROBRoMlc ACID O SIO k8

CALCIuM GLUBloNATE
(FOR IN,ECTiON)

●
ヽ 1 CALC tlM cAR30NATE 025,ヽ

`LACTOSE 0829k,
CALCiUM cLuCONATじ
ORAL CRADE

0 430 kg

LACl OlltoNt(' ,^(.tD tF; t ; l k8 ] CALCIUM CARBONATE 0234k■
, LAC10sじ l S8 kg

刊
Ｉ
Ｊ

I r\. \1,. I',\ I Sr \l I r r|tN
|'IIIヽ11,き 、,NN人 |

[1lARヽ1ヽ PRヽ 'Alll
｀て、 ヽo)1ヽ  }ヽ  、1,■ 、「
1ヽ( 1 ]|||、                  1)で it!:、  |
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1椰路 鱗 蹴 鶏
柵 稽満 繹器 i織錦拙l織譜踏」
b“dc BP Ph Eur Tprate,cC● incd by CA fron the 6m

Case No■ 17711182 AI C412018 1Pal)Namtlヽ lJLIヽ N(E
口NDt'STRI!:S Ll)

| 鱚
RLA File

:03′ 95′04α01001′ AiИ 18′

RLA Fle            'c Nt1/Date 3110067008
:31′ 83/0404)()165,1ヽ M181    1■)032018

町
:01/82■50/00177′ AM 191

Deision: Thc Commiltee considercd lhc cac .]s p!r agendu in the prcscncc ol lechnie l expc(s and il Nas

thaa the mpy ofapplication rcfcrrcd to Depanmcnt of C&PC for theh cxamination/comments. The
ol l)cparlmcnl oI ( &PC rrc !$!ilcd. l he cLN. is de ltred.

1'1lc

:O1/82Ю50′∞ 168′ AM 197

lD€cisiotr: Dcl'ened lor commcnts ol-lE

1,8 Lit NolDatc:3110067007

:Ol′82/OSO′ 00169AM 191 20032018      1
RLA File

:31′83/04000164′ AM18′

:01′8210SO100i 6S′ AMlシ

locclsi* oenned t.-mmentsolrE

Casc No:1'8′ 4/82‐ AI C4/2018 Parlv Name RELiANCじ
lNl)USTRIES Lll)

Meet NolD3te:11′ 82-

ALC4/2018
lS l1 2018

"器 肌 50ЮOロツAmシ  隔 棚 ¨ШνA「T~「 霜 需
而 繭

「 PCttDに
occlslo;-iltc commiiee considered rhc cae rs pe. rBcnda in lhe prcscnce ol rechnicalexpcds and il was

tha! the copy of applicati@ rEterred to Departmcnt of C&PC for their exrminaliot/comments. 'Ihc

menls ol-Dcpadmenl ol-C&PC are !w!itcd.'l hc clsc is deiened.

「 lTEcHNol-oclEs r,r D

サlda and in thc presencc orthc technical experts.md
l.cung lalta 18 09 2018 it、 おOecid“ to m“●the

P`Cr dt・ 15｀ bdow or s● PPitdけ Πrm whicheveris

,No:166′ 4′ 82-Ai C“′2018
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「F画
面両面面扁

1鱚
こ而 げ

11,■ 208

Parly Nanc:PREGNA
IN「ERNA F10NAL LTD

ic NげDate:0310821409

t echion: lr $.,\ d{:J(d r^ $i,hdr.^\ rt.( !.Nr J\ r\Jn.( JJrr,trilJri,.1 hJ. rr(r isucd ,,n r(pcur hr\i.
lundc. pam 4.7.1 HBI, !1.

Manual Cases

Ot、 Sl

No
Qty

2.6 x!lidinc l k8 ] 1 27k=

0 76 kg

mav takc appropriatc aclion as per rhe d.cision ot Norms Commiree

M/s. Ami Organics Pvl. Lrd., Surat

Mee●ngNo l1/AM19 dated 15 11 2018 F No01/82/SO/576/AM15/DES I‖
RA「 No 52/2″40/00010/AM15
Adv Lic No 5210041062 dated 23 05 2014

action Ls per abovedecision ofNC

Dectio■  Thc COmm“ tee co■s dercd the case as pcr agenda and h clansu“ abn wれh tech“ cal
expcrt prescnt in thc meeting,it、vぉ decided to amend the descriptiOn of expOrt item tO be read as

3{-8!:HYDROXY 5-N|TRO BENZATDEHYDE _ 99% MtN instead of 34- HYDROXY 5_N|TRO
BENZATDEHYDE - 99% MtN. The rest oflhe minules ofmeering No.19/AM17 dared 08.03.2017 (at
serial 8.6) would remain same.

r・・。No B_2
M No   "^M19
Dat   15 H 2018

1ヽヽ Ami organ 6 Pvt Ltd,

「 o`01/82′ 050/00467ん Mヽ14
1N。 52/24/040わ 0015/AM14
Ad、 人じth 0ヽ 5210040038 dated 30 07 2013

as appli€d by fiIm whichever is towi

Ot、 !mpOnれcms
AMINOACETALDEH'DT-
DIMETHYI- ACE'IAL 98OlO MIN.

●
ヽ CHI OROACE■へLDEHVDE
DIMETHYI´ ACETAL 98%,И N

200k8

RA conccrncd may llke iirrther nece$ary action 6 per abovedccision ofNC

D∝isbr Comm tlce con● dered TI S●
「 a8,nda and ddibc at“ On tle mancr h the prescnce Orthetechnに J

:::Il鋼 111ど 1,lrr:空 11,Cad hoc hpu側
"帆

nOmS under“ ra 4 7 of HBPぉ per dcttК be10w Or



●
０

^

Catt No B-3
M No     l1/AM19
Date    15‖ 2018

●lls Am1 0rganics Pvt Ltd′
ドNo 01/82/050ノ01125′AM14
FNo 52/24/040/00031/AM14

Auヽ ァヽ1■、 、. 5210040368 dated 31 10 2013

D€riion: Thc Commillee considercd case !s per agend! and dtliberaled on thc matlcr in lhc prcscnce ol lhe
lechnical expcns dd. it ras d@ided to ratil! lhe ad-h(]c input outplt noms under pam.t 7 ol llBP as pcr details

b€low or as appli€d by firm whichevcr is lowcr:

Qい Sl No Quanlily allowcd

AMINOACETALDEHYDE
DIMETHYL ACETAL
98・/● MコN

lk8 CHLOROACETALDEHYDE
DIMETHYL ACじ TAL
98%MIN

2 00 kg

action as p€r abovc decision ofNC

CASCNO.8.4 I\4/S. ETERNIS FINIi CIILMICAI-S LIMITED.,
M.No. lVAM|9 lF.No.0l/E2050,0(,,r:?/AMIE/DES-lll
Dare r5.l1.2018 | r.Nn. 03/94 ,)40 00545 AMl8

′ヽdv Auth N(, 031081627,dated 10 10 2017

O""irion, rt. Corr-itr"" rc-considercd casc es Per agcndaand inthe presencc oflhc l€chnical expcns, ilsrs
decidcd to revise the adhoc input output norms in rcspect olabove mentioned advance authorizalion under para

4.7 of H BP as per d€lails bclow or as applied by tirm $hichcver is lower:

Expon Product Expon S No

MEN l l IAN()l-(,1-lsoprop)I
Cycbhc\)lMelhanol) l Kg

1

(:UMINloUE
ALDEHYDE

1350k8

S%RUTHENIUM ON
CARBON CATALYST

00035ヽ8

RAmavtake aoDrooriate adion as D€rthedecGion of Normscommittee.
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Casc No B‐ 5

M No  llバ M!9
1)at       ,5 11 2018

M/s. rubilant Generics timited
F-No. 01/82/0s0/00891/AM17/DES{l
t-No. 01/82l050/00123/AM18/DES{t
r. No. 01/82/Os0/01423/AM16/D ES- t

F.No. 01/8210s0/00978/aM18/DES,lll
RIA F No os/23/040/00323 AM17

RIA F No 05/23/040/00603/AM17

RtA F No 05/23/040/oo337ハ M16
RtA F No 05/23/040′ 00314/AM18

Advance Licence No. O51O4OOO88 Oare 13.10.2016
AdvanceLicence No.O51O4O2078 Oate28.03.2017
advrrLe Li(ence No. 0510396i95 Date 23.11.2015
Advance Licence No. 051040 4765 Oa\e 07.t2.2O77

Dc.blon; Tle Commi'ee re-{on.id"."d 
"*" ". n@

firm appeared b€forc the norms committec in rhe presencc of the l€chn;cat cxpcrts. The firm has fumrshed
COAヽ of variOus impo■ cOnsignmcnt,shOwing assay and water content in talacyclovir Hcl Hydnte USP
along widl past prOductlon clllsumption ccnincatc、 sllcd b.Ccnml Tax GST Auth“

“

es ltwぉ dc“ ded tO
reti“ lhe aこ hOc input outpllt nOms in respec1 0F abOve mentiOned advancc authoHzatio■

 undcr pala 4 7 oF
HBP s F dctai皓 below σ as ap口 icd bV imt whthα erヽ 10wer:

Expon p.oducl 0い St

No
Qr). allo\\cd

Valaclciovir Fitm cOated Tablel

5∞ mg
l No |

Valacyc!。 vi「 Hyd OchlOridc usP

(Vユ lacyclovirlicL USP hydratc)

60048■8

Valacyclovir Fitm Courcd Iabler
l0O{) m-e

]No 2 VJaCrb●r Hydroch ondc L SP
(ValaCyclovirllcL uSP hydlate)

I200.96 mg

Note: The nrm h rdvis€d to mcntion.d vdHf. / Anhy{trous form ofimport iten Vatrcyctovir HCLUSP ir futurc.
action ns per the decision otNorms Commitlec.

M.No.
Dare

1:′AM19
lS l1 2018

臨ll,濫馘 :キ:夕λ:;:き
`‖

IEumTじ
0′

th● ●●●0.´.^「 ,卜‐|^^■ _: ^,   _^__  |
|~  ●~ ~~ ~  ‐ 00Ⅲ ‐| |,0`,Ⅲヽ●lo●●‖∝ meO on:ne manerin

輩蓋爵]IIIllittI野‖質戦手llユ‖1lilil[勝I椰蜘IIキli‖(lllil聴1耐:

FNo O,′ 95,04(ソoo91F・/Aヽイ18

action as perthe de.ision ot Norms Committee.

Ч:SI「Yl oxl)[

***ォ *


