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AMUSE /20190521 

To 
The General Manager 
Department of Corporate Services, 
The Bombay Stock Exchange Limited, 
PhirozeJeejeebhoy Towers, 
Dalal Street, 
Mumbai-400001 
Ph:022-22721234 
Fax:022-22723121 
Scrip Code: 533029 

Dear Sir, 

To 
The Vice President, 
Listing Department, 

Date: 21.05.2019 

National Stock Exchange of India, 
Bandra (East), 
Exchange Plaza, BandraKuria Complex, 
Mumbai-400051 
Ph: 022-26598235/36 
Fax: 022-26598237/238/347/348 
Symbol: ALKALI, Series :EQ 

Sub: Receipt of EIR from US FDA - Regulation 30 of SEBI (LODR) Regulations, 2015 
Ref: Alkali Metals Ltd. 

With reference to the captioned subject and in compliance with Regulation 30 of the SEBI 
(LODR) Regulations, 2015, we hereby inform you that, Alkali Metals Limited has received 
an Establishment Inspection Report (EIR) from United States Food and Drug 
Administration (US FDA) for its Visakhapatnam Unit in Andhra Pradesh. 

The Visakhapatnam unit manufactures Active Pharmaceutical Ingredients (APls) and other 
Chemical intermediates. 

The EIR from USFDA indicates closure of the inspection and that the Unit is in acceptable 
state of Compliance of Current Good Manufacturing Practice (CGMP). 

Kindly take the same on record and oblige. 

Thanking You 

Yours faithfully, 
For Alkali Metals Limited 

cv1~ 
Y.S.R.VenkataRao 
Managing Director 

DIN:00345524 



Via UPS 
Return Recdpt Rcquc,ued 

MayIJ.201<) 

NIL V.V. Viswanadha SannH. Gent;ral f\.1anager 
Alkali Metals Limited 
PJot 36. 37 & 3K IN, Phanl1a City 
I-hunam, Para\VH(][L Visakhnpntnam, 531 02l-India 

Dcar Mr Sarma: 

u.s, Food 0110 D"U9 Adrnirnstralion 
1090] New Hampshire Avenue 
Silver ('.10 20993 

'rhe U,S, Food and Drug Administration (FDA) conducted an inspection at Alkali Metals 
Limited, FF13011971984, located at Plo136, 37 & 38 IN, PharlllH City: Parawada MandaI, 
Thanam, ;\ndhrn Pradesh, :;,1 J 02 J. India from February 11.201 'J to February J ),,2019, FDA has 
determined thallhe inspeC!ioll classdlcation oflhis facility is ;'vo!untary actiull indicated" 
(VAl), I Based on this inspection, this fileilit)' is in a minimally acceptable state of compliance 
with regard to current good mHlltdllcturing practice (CGMPL 

A VAl inspection cJassiilcatioJ1 indicates thaL, although investigators found and documented 
obj~ctjonabk conditions during the inspee-tion1 FDA. \viII not take or recom_mend regulatory or 
cnf()rcemenl action bccause the objectionable conditions do not meet the threshold for action at 
Ihis lime, Despite this facility inspection classification. FDA recomlllends that you address any 
(jbscrvati(lll~ nOled pn Ihc Form r:DA ,flO issued at the conclusion of the inspection or otherwise 
conveyed to you l'()tiowing the inspeclion. Ifn01 corrected. the same or similar c.onditions could 
lead to a rutun: inspection being c1a:)sificd as "olTicial action indicated" (OA1), 

This letter is 110t intended as an endorsement or certification of the facility, It remains your 
responsibility to l~nSllre continued compliance with CGT'v1P. 

An inspection classification of V Al for CGMP complitUlce will not directly negatively impact 
FDA's asscssmcnl of any pending rnarketing applications referencing this facility, Please nOle. 
however, tbal app.iic(1iion appw\\al wi.ll depend Oil a product· and application-specilic Incility 
assessment conducted by the appropriate CUER or CVM review omcc, 'I his leiter docs not 
address Or reflect FDA's decision making with respect to any potential non-CUM!' compliance 
Issues, 

FD;\ has concluded thm tbis inspection is "closed" under 21 C'FR 20,64(d)(3). and we arc 
enclosing a copy (lethe mu-rativc !l(>rlion "fllle Esrablisllmentlnspection Report (FIR), It may 
reflect redactions made by cPA in acc(lrdancc with the I'rccdom of Inic>rmatlon I\ct (1:01.1\) und 
21 eFE pati 20. This, ho\.vever, docs nOl pn:c!ude you from requesting additionZll information 
lInder FOIA 
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I r you have all} questions ri;gardlllg this letter. you may contact Dcyaa Shaheen via telephone at 
2411-402-0200 or emuil at deyaa.shailcen(.il)fda.hhs.gov. 

S ineere!y. 

Division of Drug Quali(Y II 
Office of lv1anufacturing QuaEl} 
(HIke ofCompiiance 
Center for Drug Evaluation and Kesearch 
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