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Bombay Stock Exchange Limited National Stosk Exchange of India Ltd.
Phiroze Jeejeebhoy Towers, Exchange Plaza, sm Floor,
Dalal Street, Plot No. C/1, G block,
Mumbai. Bandra-Kurla Complex,
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Ref :          Scrip ID- SHARONBIO Scrip Code              532908
1

Sub: Sharon Bio Medicine Ltd U.S. FDA News 1

1:

i

Dear Sir/Madam,
*

1

t

Sharon Bio Medicine,Limited is pleased to inform that it has received the Establishment
Inspection Report CEIR) frdm U.S. Food and Druli Administration (FDA) conducted In August
2015  at our formulation manufalturing plant located at Central  Hope Town, Sellaqul

t

1

Industrial Estate, Dehradun. /

1

We would also like to inform you that our another plant located at Taloja has also been 1

inspected by the U.S. FDAofficials and outcome ofthe inspection Is awaited. l

.

Enclosed herewith the copy of EIR efftirmulation plant.  * 1

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

Thanking You t

Your-, Fal,Ifull,

"

For Sharon p lo,Medicine Limited
0
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Regd. 0#. & Worles 1 : W-34 & 34/1, MIOC, ratola, Dist·Ralgad, Maharashtra (India),
Works It: Plot No. L·6, Mil)C, Tatoja, Dist·Rialgad, Maharashtra (India).

>

Admin Omce : 112, C Wing, BSEL Tech Park, Sector. 30(A), Vashl, Navi Mumbal · 400 705
rel.; 91 22 - 61944000, Fax ; 91 22 - 67944001

Head Office : Plot No, 163, S,"1 Janakidevi Publi  School Rd., SVP Nagar, Andheri (West), Mumbal - 400 053.
Tel.  91 22 28323192 1 93 / 94  Fax : 26323140  E-njail : inkl@sharonbio.com

www. sharonblo.com 0

CIN NO. L24110MH1989PL<1052251
I
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t.* DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service

··,„e Food and Drug Adininistralion CENTER FOR DRUG EVALUATION AND RESEARCH
---'...

Division of Quality Surveillance AEse£,ment
11'lai>ection AaaeBament Brahoh
10903 NeW Hablpshire Avenue

*1

Bulding #61, Room 3221A
Sllvef Spring, MD 20803

TELEPHON& 940) 402-4478
FAX: (301) 847·8742

it/23/2015

Mr. Sanjay Pandey
General Manager QA
Sharon Bio-Mediciite Limited
Khasra No, 1027/28/30/37
Central Hope Town, Selaqui Indi Area '1.

Dehradum, 248197, (U.K.) India

Reference FEI 3005925733 'i

Reference inspection clare (s): 08/074 3/2015
Establishment Locale:  1027/23/30/37  Kliasra No Central Hope Town, India

Dear Mr. Pandey,

We are enclosing a copy of tlie establishment inspection report (Elli) for the inspection that the U.S. Food lind
Dritg Adininistration (FDA) conitticted at your premises on the referenced locale and clate(s).  Whet, the Agency
coticludes litat ait inspection is "closed" undei· 21 CFR 20.64(d)(J), it will release a copy ofthe EIR to the
in8peeted ostablisitinent.  This procedure is applicable to EIRs for inspections completed on or after April  1,1997.

4

The Agency contillually works to make its regulatory pr<wess and activities more transparent to the regulated
indtistry,   Releasilitj this  EIR to you is  part of this effort,   The copy being provided to you comprises the narrative
portion of the report;  it may reflect redactions macie by the Agency in accordance with the Freedom of
hiformation Act (FOIA) and 21 CER Part 20.  This, however, does not preolude you from requesting additiotial
infurmation wider FOIA.

,"

If there is any  questiot) about the released information, feel  free to contact me at tlle above address or number,
8

Strieerely,
[)1gllithy,mnud#T,im 4

Teresa I. 0JLA,.u:,4-m*.',.
ou#4-/Al**I
4*2342.1*WHaddlial,1-MI

Navas -S 0 78663.mt#wl, N8wl·t
DMW 2015·11.23 14117 03
'11'r.« 11

Teresa L Navas, M.S,
Consumer Safety Offic6r *- M
Inspection A evsment Branch .+   I.

Enclosure: EIR
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