Date:-10.422005 ) L BIO-MEDICINE LT,
To, ‘ X | . s . B
Bombay Stock Exéhange Limited ~ National Stogk Exchange of India Ltd. -
Phiroze leejeebhoy Towers, | Exch‘angé Plaza, 5 Floor
Dalal Street, ‘ Plot No. C/l G block,
Mumbai. Bandra-l‘{urla Comp[ex, ‘

| Bandra (E)

Mumbal +400 051,

Ref:  ScripID~ SHARONBIO Scrip Cude " 532908

Sub: Sharon Bln MEdIClI‘lE Ltd U.5. FDA Naws

Dear Sir/Madam,

. ‘a X
Sharon Bio Medicine,Limited is ple.ased to inform that It has recewed the Establlshment
lnspECtIDn Rﬁ‘pﬂrt (EIR) fram U.S. Food and Drug Admlnistratlon (FDA) conducted in August', ,

2015 at our formulation manufacturmg, plant Iocated at . Central Hope Town, Sellaqul
* Industrial Estate, Dehradun. ‘

We would also like to inform you that our another plant Iocated at Taloja has a[so been
lnspected by the U.S. FDA officials and outcome of the Inspectlon is awaited.

* .
4 "

Enclosed herewith the copy of EIR of formulation plant. * = v

You are requested to take the same on record and oblige.
Thanking You

Yours Faithfully,

For Sharon Io:Mediclne Limited
~ :

Rugd. Off. & Works | : W-34 & 34/1, MIDC, Taloja, Dist-Raigad, Maharashira (India),
Warks i1 Flot No. L-6, MIDG, Taloja, Dist-Ralgad, Maharashtra (Indla).
Admin Office : 312, C Wing, BSEL Tech Park, Sector - 30(A), Vashl, Navl Mumbai - 400 708
Tel.: 91 22 - 87944000, Fax : 91 22 - 87944001 -

Haad Gfl‘lca Plot No. 163, S+t Janakidaevi Pultlic School Hd. . BVP Nagar, Andheri (Wast), Mumbai 400 053,
Tal. 191 2226323192/ 93/ 94 Fax: 26323140 E- -mail : |n|'0@shamnhiﬁ com
www.sharonbla. cam

CIN NO. L24110MH1389PLCOB2381 -
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q" DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service ‘

me“ Food and Drug Adminlstration GENTER FOR DRUG EVALUATION AND RESEARCH

Division of GQuality Survelllance Asgessmant”
Inapeaciion Assesdment Branch
10903 New Hampshirg Avenue
Bullding #561, Room 3221A
Sitvar Sprlnq, MD' 20893

| TELEPHONE:' (240) 402-4478
FAX: (301) B47-8742

1172372015

Mr. Sanjay Pandey

General Mahager QA

Sharon Big-Medicine Limited

Khasra No. 1027/28/30/37

Central Hope Town, Selaqui Indi Area
PDehradun, 248197, (UK.} India

iteference FEI 3005925711
Reference Inspection date () 08/07-13/2015
Establishment Locale: 1027/28/30/37 Khasra No Central Hopa Town, lndi‘i

Dear Mr, Pandey, . S

We are enclosing a copy of the establishment inspection report (EIR) for the inspection that the U.S, Foed dnd
Drug Administration (F DA) cmuluc[ﬂd at your premises on the referenced locale and date(s). When the Agency
concludes that an inspection is “closed™ under 21 CFR 20.64(d)(3), it will release a copy of the EIR to the
ingpected establishinent. This procedure is applicable to EIRs for inspections completed on or after Aprii l 1997

The Agency continually works o make its regulatory process and aclivitiﬁﬁ morc‘transparmlt to the ragulate,d '
industry, Releasing this EIR to you is part of this effort, The ¢opy belng provided to you comprises the nattatlve ¥
portion of the repott; it may reflect redactions made by the Agency In secordance with the Freedom of ok
Information Act (l OIA) and 21 CER Part 20. This, however, does nat preclude you irom requasting addttional o0
information under FOIA.

If there is any question about the released information, feel free to contact me at the above address or numbm‘.‘

Sincerely,
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Teresa [, Navas, M.8, . | SL
Consumer Satety Officer : ‘ oy ‘EJ
i

Inspection Assesament Branch L
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